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	(PETROLEUM, COAL & RELATED PRODUCTS DEPTT.)

	AGENDA

	39th Meeting of Cosmetics Sectional Committee, PCD 19   


	DAY, DATE & TIME
	Friday, 30-08-2024 & 11:30 a.m.

	MEETING MODE
	VIRTUAL MEETING

	CHAIRPERSON
	Dr. Rajeev Singh Raghuvanshi, Drugs Controller General (India) 

	MEMBER SECRETARY
	Shri Rajat Gupta, Scientist ‘C’/ Deputy Director (PCD), BIS
E-mail: pcd19@bis.gov.in 



ITEM 0 OPENING OF THE MEETING

0.1 Welcome by Bureau of Indian Standards

0.2 Opening Remarks by Chairman

ITEM 1 CONFIRMATION OF MINUTES OF THE LAST MEETING 

The Minutes of the 38th meeting held on 30 November 2023 (through hybrid mode) of Cosmetics Sectional Committee, PCD 19 were circulated through standardization portal on 12 January 2024. No comments were received on the circulated minutes.

The Committee may CONFIRM the Minutes of 38th meeting.


 ITEM 2 THE PRESENT TITLE, SCOPE AND COMPOSITION OF PCD 19

2.1 The present Scope of Cosmetics Sectional Committee is “to formulate Indian Standards for terminology, methods of sampling and test, codes of practice and specifications for raw materials for cosmetics and toilet goods (excluding washing and bathing soaps) and for finished products.”

       Liaison with ISO/TC/217 Cosmetics.

        The Committee may Note.

        Subcommittees and Panels under PCD 19 are mentioned below: 



       The Committee may Deliberate.
    
2.2 Composition for Cosmetics Sectional Committee, PCD 19


The Committee may NOTE.
    2.3 Requests for Representation on Cosmetics Sectional Committee, PCD 19
     
    2.3.1 ASSOCHAM

Nominations have been received from ASSOCHAM for representation in the PCD 19 Sectional Committee. 

 
    2.3.2 PETA India
    
Nomination have been received from PETA India for representation in the PCD 19 Sectional Committee. They have nominated Dr. Ankita Pandey, Science Policy Advisor to be a member of the committee. 
   
    2.3.3 S H Kelkar and Company Limited 
 
Nominations have been received from S H Kelkar and Company Limited for representation in the PCD 19 Sectional Committee. 


    
2.3.4 Loreal India Private Limited, Mumbai

Nominations have been received from Loreal India Private Limited, Mumbai for representation in the PCD 19 Sectional Committee. 


      

2.3.5 Hindustan Unilever Limited (HUL)

Nominations have been received from Hindustan Unilever Limited (HUL) for representation in the PCD 19 Sectional Committee. 




2.3.6 Indian Home & Personal Care Industry Association (IHPCIA)

IHPCIA requested to the Committee for inclusion as member in PCD 19. They are a member in other committees of BIS.


[bookmark: _MON_1785757327]

ITEM 3 ISSUES ARISING OUT OF THE PREVIOUS MEETINGS 

3.1 An indigenous standard on Labelling and Claims for the natural and organic cosmetics (Part 3 in this series)
During the 37th meeting, the Committee requested PCD 19: P4 to provide a Working Draft on the Subject.
Status- Working draft yet to be received from the panel.
3.2 IS 4011 : 2018 Methods of Test for Safety Evaluation of Cosmetics (Third Revision)
Decision in 37th meeting: The Committee DELIBERATED Item 5, Sl. No. 2 of the Agenda and NOTED the RECOMMENDATIONS of the Panel of PCD 19 to conduct a Workshop in order to sensitize the Stakeholders including Manufacturers about the NGRA (Next generation Risk Assessment) methods, and to obtain a generalized overview of the Annex C, as different methodologies are followed by the Cosmetics Manufacturers.
Further the Committee OPINED that there might be challenges for the Small-Scale Indian Manufacturers to adopt the NGRA (Next generation Risk Assessment) methods, since they have limited resources to implement NGRA (Next generation Risk Assessment) methods. The Committee REQUESTED the Panel to provide the Draft Revision of IS 4011 first along with the proposed changes, which would be put before the Sectional Committee during its next meeting, for its consideration.
Dr. Benedict Mascarenhas, Convenor of the Panel OPINED that it will be an Informative Annexure and it is not mandatory for any manufacturer to follow these methods. But to develop Annex C, it is required to share the different approaches among the Committee Members followed in the cosmetics industry both nationally and across the globe, and thus he PROPOSED to conduct a day long knowledge sharing workshop in order to introduce the Idea of NGRA among the Indian Cosmetics Manufacturers as well as to develop Annex C of IS 4011. 
After detailed discussions, the Committee REQUESTED the Industry Associations may organize the Workshop and invite all the members of PCD 19 Committee as well as other concerned stakeholders to sensitize the stakeholders in this regard.  
Status- Working draft is awaited from Panel PCD 19: P5.

3.3. Requirement of more Horizontal Standards instead of Vertical Standards
Decision in 37th meeting: The Committee DELIBERATED Item 5, Sl No. 8 of the Agenda and OPINED that in Indian scenario, it is equally important to formulate both safety as well as product standards. Further, the Committee SUGGESTED that that the product standards should have broader approach to serve the intended purpose of safeguarding the interest of consumer and simultaneously leaving enough scope for innovative formulations.
However, the Members INSISTED the Committee to develop Horizontal Standards as it is very difficult for the Committee to develop Vertical Standards for each Cosmetic Product, since the Industry is innovating constantly, and the number of cosmetics products will even increase in the coming years. 
After detailed deliberations, the Committee REQUESTED IBHA to review the Horizontal/ Safety Standards available world over and propose a New Work Item Proposal (NWIP) for deliberation in the Committee before taking further actions in the matter. 
Status- Inputs awaited.
ITEM 4 DRAFT STANDARDS FOR FINALIZATION

The documents given below have completed their wide circulation period. 

	Sl. No. 
	Document & Title 
	 Remarks

	1. 
	PCD/19/15096
Sunscreen cosmetic products —Specification
	Comments received from the members. The file attached below: 


[bookmark: _MON_1785573012]
The Committee may DELIBERATE on the comments received and CONSIDER finalizing the draft revision for printing.


	2. 
	PCD/19/17644
IS 4707 : Part 2: 2017
Classification of cosmetic raw materials and adjuncts – Part 2 List of Raw Materials Generally Not Recognized As Safe GNRAS And Restricted Ingredients For Use In Cosmetics
	



The Committee may CONSIDER finalizing the WC draft  for printing.


	3. 
	PCD 19 (17647) 
IS 4707 : Part 2: 2017
Classification Of Cosmetic Raw Materials And Adjuncts - List of Preservatives Allowed In Cosmetics with Restriction Pt.3
	Comments from Juris&Juris is received which is placed under Item 5.
The document was finalized for printing in the 37th meeting of PCD 19 but due to the comment received from Juris&Juris, it was put on hold. 
  



The Committee may DECIDE on printing of this document.


	4. 
	PCD/19/19432
IS 14648: 2011
Microbiological examination of cosmetics and cosmetic raw materials methods of test
	Modified draft has been received from Godrej CP. 



[bookmark: _MON_1785931995]     

The Committee may DELIBERATE.


	5. 
	PCD/19/19444
IS 15205: 2002
Auto-oxidation hair dyes/colours specification
	The document was finalized for printing in the 37th meeting of PCD 19 but was put on hold due to the following comment:
 
‘Is there any limit of p-Phenylenediamine (PPD) that must be mentioned in IS 4707 (Part 2)?’

The Committee may DELIBERATE and DECIDE on printing of this document.




	6. 
	PCD/19/19461
Oral rinses specification
	During the 38th meeting of the PCD 19, the committee finalized draft for Printing.

The Committee may NOTE.


	7. 
	PCD/19/19476
Face wash - specification
	Comments received from the members. The file attached below: 


[bookmark: _MON_1785661136]

The Committee may DELIBERATE on the comments received and CONSIDER finalizing the draft revision for printing.


	8. 
	PCD/19/19479
Face and body scrub - specification
	Comments received from the members. The file attached below: 


[bookmark: _MON_1785572907]

The Committee may DELIBERATE on the comments received and CONSIDER finalizing the draft revision for printing.


	9. 
	PCD/19/19493
Shower gel body wash specification
	

[bookmark: _MON_1785661190][bookmark: _MON_1785572869]Comments received from the members. The file attached below: 

The Committee may DELIBERATE on the comments received and CONSIDER finalizing the draft revision for printing.


	10. 
	PCD/19/19573
IS 10284: 1982
Specification for lipsalve (First Revision)
	

In the last meeting, the committee NOTED that the requirements are not specified for the three types mentioned in the draft submitted by IBHA. The Committee further OPINED that Clause 3.2 should be reframed to avoid any sort of ambiguity. In view of the above, the Committee REQUESTED IBHA to Revisit the WC Draft again for further deliberations.

Reply received from IBHA- The requirement table is for different formats - Stick format and unctuous format and not different for different types. 
It has been the same understanding that all different types will need to follow the same specs as listed in table. Hence the ask is not clear. 
Clause 3.2 is about compliance with IS 4707, which is correct.

The Committee may Deliberate and decide on printing of the document.


	11. 
	PCD/19/20109
IS 17494 : 2021
Cosmetics Sun Protection Test Methods-In vivo Determination of Sun Protection Factor SPF [ISO 24444:2019 MOD]
	


The comment received from the IBHA by mail on 19 August 2024. 

In-vivo SPF data evaluation, basis which we can conclude that :

a. SPF result is individual estimation and data shows that irrespective of ITA°, the SPF numbers are similar.
b. The SPF obtained from panels with Average ITA° between 28°-55°, is similar to that obtained with Average ITA° between 41°-55°.
c. Hence the average ITA° criterion should be widened to 28° - 55° Or  kept optional.

The Committee may Deliberate and decide on printing of the document.
 

	12. 
	PCD/19/23405
(Identical To: ISO 11930 : 2019)
Cosmetics microbiology evaluation of the antimicrobial protection of a cosmetic product
	No comments have been received. 

The Committee may CONSIDER finalizing the draft for printing.


	13. 
	PCD/19/24649
IS 4887: 1980
Petroleum jelly for cosmetic industry - specification
	Comments received from the members. The file attached below:
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The Committee may DELIBERATE on the comments received and CONSIDER finalizing the draft revision for printing.


	14. 
	PCD/19/20742
IS 17117 : 2019
Draft AMENDMENT NO. 1 OCTOBER 2022 TO IS 17117 : 2019 Hair shampoo for babies ― specification
	

[bookmark: _MON_1785572808][bookmark: _MON_1785661294]Comments received from the members. The file attached below: 

The Committee may DELIBERATE on the comments received and CONSIDER finalizing the draft amendment for printing.


	15. 
	PCD/19/23425
IS 8481: 2020
AMENDMENT NO. 2 TO IS 8481 : 2020 Oxidation hair dyes ( liquid / gel / cream ) — specification (Fourth Revision)
	No comments have been received. 

The Committee may CONSIDER finalizing the draft amendment for printing.




ITEM 5 COMMENTS ON PUBLISHED STANDARDS
5.1 Comment On Annex C Of Is 4707 (Part 2) : 2017 Classification Of Cosmetic Raw Materials And Adjuncts: Part 2 List Of Raw Materials Generally Not Recognized As Safe For Use In Cosmetics (Fourth Revision)
Proposal from Juris&Juris is received to include ‘Chlorohexidine di-undecylenate’ (common name: Salibact) in Annex C: LIST OF PRESERVATIVES ALLOWED IN COSMETICS WITH RESTRICTION of IS 4707 (Part 2) Classification of Cosmetic Raw Materials and Adjuncts Part 2 List of Raw Materials Generally Not Recognized as Safe for Use in Cosmetics (Fourth Revision), with a maximum limit of 0.3 percent.

As per the decision taken in the 37th meeting, the issue was deliberated in the panel PCD 19: P3. The recommendations of the panel, duly approved by the Chairman, PCD 19, is attached below:



The Committee may Deliberate.

5.2 Comment on IS 10377 : 2024 Specification for para-Phenylenediamine
Comments received from Loreal India Ltd. on IS 10377 : 2024 standard on 22 August 2024 by mail.  
They are proposing to include LC method as an alternate method of analysis for determination of impurities in p-Phenylenediamine (PPD) within the existing framework of IS 10377. 
Method of analysis is attached below:


The Committee may Deliberate.
ITEM 6 REVIEW/REAFFIRMATION OF INDIAN STANDARDS 

6.1 As per BIS Rules 2018, all Indian Standards are required to be reviewed once in five years after their publication/reaffirmation with the following guidelines:

 i) The standards may be reaffirmed in the present form;
 ii) The standards may be reaffirmed with minor changes, by issuing of an amendment; 
iii) May be reaffirmed with simultaneously taking up the revision, or
iv)  The standards may be withdrawn.		

Accordingly, the list of 16 Indian Standards are given below:

	Sl. No.
	IS No.
	IS Title

	1. 
	IS 10350 : 2020
	Powder Hair Dyes — Specification ( Third Revision )

	2. 
	IS 10998 : 1984
	Specification for bindi (Liquid) (R&R)

	3. 
	IS 14318 : 1996
	Liquid foundation make - Up - Specification

	4. 
	IS 1463 : 2020
	Kaolin for Cosmetic Industry — Specification ( Fourth 
Revision )

	5. 
	IS 14649 : 1999
	 Sindoor - Specification

	6. 
	IS 15467 : 2004
	 Glossary of terms - Cosmetics

	7. 
	IS 3986 : 1988
	 Specificaiton for sodium lauryl sulphate for cosmetic 
industry (Third Revision)

	8. 
	IS 4236 : 1999
	 Glyceryl monostearbte for cosmetic industry - Specification 
(Third Revision)

	9. 
	IS 4707 (Part 1) : 2020
	 Classification For Cosmetic Raw Materials and Adjuncts
 Part 1 Colourants ( Fourth Revision )

	10. 
	IS 6608 : 2004
	 Skin creams - Specification (Second Revision)

	11. 
	IS 7101 : 1994
	 Coconut diethanolamide for cosmetic industry – 
Specification (Second Revision)

	12. 
	IS 8481 : 2020
	 Oxidation Hair Dyes ( Liquid / Gel / Cream) — 
Specification ( Fourth Revision )

	13. 
	IS 8482 : 2020
	 Cologne — Specification ( Second Revision )

	14. 
	IS 9255 : 2020

	  After-Shave Lotion — Specification ( Second Revision )

	15. 
	IS 9339 : 2020

	 Pomades and Brilliantines — Specification ( Second 
 Revision )

	16. 
	IS 17318 : 2020

	 Henna ( MEHENDI ) Paste in Shape of Cone and other
 Allied Packaging  — Specification



6.2 REVISION OF PRE- 2000 INDIAN STANDARDS

During the 37th meeting, the committee noted that the ISs for revisions of the pre-2000 standards has been allotted to the members as mentioned in the list attached below and requested the members to expedite submission of the Draft Revisions for the pre-2000 standards at the earliest. 


ITEM 7 PROGRAMME OF WORK 
The Programme of Work of the Committee is given below:
https://www.services.bis.gov.in/php/BIS_2.0/bisconnect/pow_details 

         The committee may NOTE.

ITEM 8 ANY OTHER BUSINESS

ITEM 9 DATE AND PLACE FOR THE NEXT MEETING 
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Panel 3 D

Date of Creation: 10/05/2022 

		Scope

		Composition



		Panel for resolution of comments on WC Drafts of IS 4707 Part 2 and Part 3.

		i) Dr Gurubasavaraja KM (Convener)

ii) Ms. Kajal Anand

iii) Dr. Gireesh Kumar

iv) Mr. Benedict M. Mascarenhas

v) Ms. Rupinder Kaur Rawat 

vi) Ms. Vrinda Rajwade 

vii) Ms. Jayashree Anand 

viii) Mr. Yogesh More



		Status of Work

		Completed







Panel 4 

Date of Creation: 10/05/2022 

		Scope

		Composition



		Panel for an indigenous standard on Labelling and Claims for the natural and organic cosmetics 

		i) Mr. Benedict M. Mascarenhas (Convener) 

ii) Ms. Kajal Anand 

iii) Dr. T Kumar 

iv) Dr. Manas V. Vyas 

v) Mr. Sukumaran D 

vi) Ms Veena Balgi 

vii)  Ms. Renuka Thergaonkar





		Status of Work

		In progress







Panel 5

Date of Creation: 26/05/2022 

		Scope

		Composition



		Revision to Annex B of IS 4011 : 2018 Method of Test for Safety Evaluation of Cosmetics (Third Revision) 

		1) Mr. Benedict M. Mascarenhas (Convener) 

2) Ms. Vrinda Rajwade 

3) Dr. Dilip Tripathi 

4) Dr. Ankita Pandey 

 



		Status of Work

		In progress 













		Sub-Committees, PCD 19



		a) Raw materials and GRAS List Subcommittee  PCD 19:1 (Completed)



		b)  Hair Care Products Subcommittee, PCD 19:2 (Completed)



		c) Skin Care Products Subcommittee PCD 19:3 (Completed) 



		d) Decorative and Miscellaneous Cosmetics Products Subcommittee PCD 19:4 (Completed) 
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Cosmetics Sectional Committee, PCD 19



		Organization

		Representative(s)



		Central Drugs Standard Control Organization, New Delhi

		Dr. Rajeev Singh Raghuvanshi (Chairman)



		All India Cosmetic Manufacturers Association, Mumbai

		Ms. Kajal Anand

   Dr. Virendra V. Chavan (Alternate)



		Cavinkare Private Limited, Chennai

		Dr. T. Kumar 

   Dr. Gireesh Kumar (Alternate 1)

   Dr. S. Sankar Kalidas (Alternate 2)



		Central Drugs Standard Control Organization (CDSCO), Delhi

		Dr. Rikta Saha

   Ms. Shraddha Srivastava (Alternate)



		Central Drugs Testing Laboratory (CDTL), Chennai

		Smt. C. Vijaya Lakshmi



		Central Drugs Testing Laboratory (CDTL), Mumbai

		Ms. Sayali Umesh Warde 

Smt. Sujata S. Kaisare (Alternate 2)      



		Consumer Guidance Society of India, Mumbai

		Dr. Sitaram Dixit

   Dr. M.S. Kamath (Alternate)



		Consumer Voice, New Delhi

		Shri M. A. U. Khan

     Shri. H. Wadhwa (Alternate)



		Dabur India Limited, Sahibabad

		Shri   Prasun Bandyopadhyay

      Mr. Sonu Panwar (Alternate)



		Directorate of Food and Drugs Administration, Goa

		Ms. Jyoti J. Sardessai



		Envisbe Solutions Pvt. Limited, Mumbai

		Shri. Benedict M. Mascarenhas



		Galaxy Surfactants Limited, Mumbai

		Shri. R. K. Singh

   Shri. Sagar Trailokya (Alternate 1)

   Shri. Pramod Sabat (Alternate 2)



		Godrej Consumers Products Limited, Mumbai

		Ms. Rupinder Kaur Rawat

   Dr. Manoj Gaur (Alternate)



		Himalaya Wellness Company, Bengaluru

		 Mr. Sukumaran D 

 Dr. Chandrika Mahendra  (Alternate)



		Hygienic Research Institute Private Limited, Mumbai

		Dr. Jayashree Anand

   Shri. Manoj Sarkar (Alternate)



		ITC R&D Centre, Bengaluru

		Dr. Guru Prasad KV

   Dr. James Bhaskar (Alternate 1)

   Dr. John Bosco Stanislaus (Alternate 2)



		Indian Beauty & Hygiene Association (IBHA), Mumbai

		Ms. Malathi Narayanan



		Indian Pharmacopoeia Commission (IPC), Ghaziabad

		Dr. Anil Kr. Teotia

   Dr. Manoj Kr. Pandey (Alternate)



		Kaya Limited, Mumbai

		Ms. Ruchi Susheel Mittal

     Ms. Mohini Kute (Alternate)



		Kelkar Education Trusts (KETS) Scientific Research Centre, Mumbai

		Dr. S.S. Barve



		MSME Testing Center, Mumbai

		Mr. Manoj Kumar

    Mr. Vipul Gaikwad (Alternate)



		Marico Limited, Mumbai

		Dr. Shilpa Vora

   Mr. Ashish Yekhe (Alternate 1)

   Shri. Prabodh S. Halde (Alternate 2)



		In personal capacity

		Dr. Sundaram Ramachandran
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ASSOCHAM Nomination for PCD 19 subcommittees



PCD DEPARTMENT

Committee Name : Cosmetics Sectional Committee

Committee Number : PCD 19 (Main Committee)

Name of Organization :  ASSOCHAM (The Associated Chambers of Commerce & Industry of India ) 



NOTE:- BIS aims to work towards gender balance at all levels (including leadership positions) in all Committees in line with the UN Sustainable Development Goal 5 and UN Declaration on Gender Responsive Standards. Organizations are encouraged to nominate woman representatives as Principal/ Alternate Members. The provision of a second alternate member is also available to organizations subject to the condition that the additional alternate member is a young professional below 37 years of age or a woman representative.

Principal Member 

Name – Dr. Blossom Kochaar

Designation: Co-chairperson, ASSOCHAM Wellness Council and CMD, Aroma Magic

General Interest: Cosmetics and Make-up, Hygiene, Care & Cleansing (Skin and Hair) and Ingredient safety related agenda items (PCD 19)

Address in full for Correspondence (with PINCODE): Blossom Kochhar Beauty Products Pvt. Ltd., C.L. House, B-141, Shahpur Jat, New Delhi-110049. (India)

Contact No.:  9810093355

Fax : ……………………………………………………………………………………..

E-mail :  blossom.kochhar@aromamagic.com , sandeep.jain@assocham.com 



Alternate Member

Name - Shri Vikas Tiwari

Designation: Lead Regulatory – Home and Personal Care

General Interest: Cosmetics and Make-up, Hygiene, Care & Cleansing (Skin and Hair) and Ingredient safety related agenda items (PCD 19) 

Address in full for Correspondence (with PINCODE): 4th Floor, Court House, Lokmanya Tilak marg, Kalbadevi, Mumbai - 400002

 Contact No. : 9820634758

Fax : ………………………………………………………………………………..

E-mail: vikas8.tiwari@ril.com



2nd Alternate Member (subject to the condition that the additional alternate member is a young professional below 37 years of age or a woman representative)



Name - Sandeep Kumar Jain



Designation – Director 



General Interest: Cosmetics and Make-up, Hygiene, Care & Cleansing (Skin and Hair) and Ingredient safety related agenda items (PCD 19) 



Address in full for Correspondence (with PINCODE): 4th FLOOR, YMCA Cultural Centre and Library building, 01, Jai Singh Road, New Delhi - 110001

Contact No. : 9873256686

Fax : ……………………………………………………………………………………..

E-mail : sandeep.jain@assocham.com
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NOMINATION PROFORMA



Name of Committee: PCD 19-Cosmetics Sectional Committee



1. Principal Member



Shri/Smt/Dr./Prof.: 



Designation: 



General Interest: 



Address in full for correspondence:   

(with PINCODE) 



Contact No.: 



E-mail: 





2. Alternate Member



Shri/Smt/Dr./Prof.: Monoj Kumar Ghosh



Designation: Head Quality



General Interest: 



Address in full for correspondence:  S H KELKAR AND COMPANY LIMITED  

(with PINCODE)                                S.NO. 30,31,32,33,34,36,

                                                                   Vashivali-Vadgaon, Patalganga Indl Area

                                                                   Dist Raigad, MHT 410 220



Contact No.: 9763153604



E-mail: monoj.ghosh@keva.co.in
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NOMINATION PROFORMA

PCD DEPARTMENT

Committee Name : Cosmetics Sectional Committee

Committee Number : PCD 19/19:1/19:2/19:3/19:4

Name of Organization : Loreal India Pvt Limited 



NOTE:- BIS aims to work towards gender balance at all levels (including leadership positions) in all Committees in line with the UN Sustainable Development Goal 5 and UN Declaration on Gender Responsive Standards. Organizations are encouraged to nominate woman representatives as Principal/ Alternate Members. The provision of a second alternate member is also available to organizations subject to the condition that the additional alternate member is a young professional below 37 years of age or a woman representative.

Principal Member 

Shri/Smt/Dr./Prof. : Dhimoy ROY

Designation : Director- Research & Innovation 

General Interest : ………………………………………………………...………………

Address in full for Correspondence (with PINCODE):

7th Floor ,Universal Majestic ,GhatKopar- Mankhurd Link Road, Chembur, Mumbai -71 Contact No. : +91 81300 48668

Fax : ……………………………………………………………………………………..

E-mail : dhimoy.roy@loreal.com

Alternate Member

Shri/Smt/Dr./Prof. : Dr.Gurubasavaraja KM

Designation : GM-Regulatory Affairs

General Interest : ………………………………………………………...………………

Address in full for Correspondence (with PINCODE): 7th Floor ,Universal Majestic ,GhatKopar- Mankhurd Link Road, Chembur, Mumbai -71

Contact No. : 9886693546

Fax : ……………………………………………………………………………………..

E-mail : gurubasavaraja.matada@rd.loreal.com

2nd Alternate Member (subject to the condition that the additional alternate member is a young professional below 37 years of age or a woman representative)



Shri/Smt/Dr./Prof. : Vikas Kumar

Designation: Senior Manager – Regulatory Affairs

General Interest: ………………………………………………………...………………

Address in full for Correspondence (with PINCODE): 7th Floor, Universal Majestic ,Ghatkopar - Mankhurd Link Road, Chembur, Mumbai -400071

Contact No.: 9967708822

Fax : …………………………………………………………………………………

Email: vikas.kumar2@rd.loreal.com…………………………………………….
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NOMINATION PROFORMA

PCD DEPARTMENT

Committee Name : Cosmetics Sectional Committee

Committee Number : PCD 19/19:1/19:2/19:3/19:4

Name of Organization : Hindustan Unilever Limited (HUL)



NOTE:- BIS aims to work towards gender balance at all levels (including leadership positions) in all Committees in line with the UN Sustainable Development Goal 5 and UN Declaration on Gender Responsive Standards. Organizations are encouraged to nominate woman representatives as Principal/ Alternate Members. The provision of a second alternate member is also available to organizations subject to the condition that the additional alternate member is a young professional below 37 years of age or a woman representative.

Principal Member 

Shri/Smt/Dr./Prof. : Mrs. Vrinda Rajwade

Designation : Lead, Regulatory Affairs – Beauty & Wellbeing India (South Asia)

General Interest : Cosmetics, Pharmaceutics, Regulatory 

Address in full for Correspondence (with PINCODE): Unilever House, B.D.Sawant Marg, Chakala, Andheri- East, Mumbai 400099

Contact No. : +91 9930291563

Fax : ……………………………………………………………………………………..

E-mail : vrinda.rajwade@unilever.com



Alternate Member

Shri/Smt/Dr./Prof. : Dr. Nimish Shah

Designation : Head, Regulatory Affairs India

General Interest : Cosmetics, Microbiology and Regulatory

Address in full for Correspondence (with PINCODE): Unilever House, B.D.Sawant Marg, Chakala, Andheri- East, Mumbai 400099

Contact No. : +91 93417 03119

Fax : ……………………………………………………………………………………..

E-mail : nimish.shah2@unilever.com



2nd Alternate Member (subject to the condition that the additional alternate member is a young professional below 37 years of age or a woman representative)



Shri/Smt/Dr./Prof. : Mrs. Priti Chodankar.

Designation : Lead, Regulatory Affairs – Personal Cleansing India (South Asia)

General Interest : Cosmetics, Regulatory

Address in full for Correspondence (with PINCODE): Unilever House, B.D.Sawant Marg, Chakala, Andheri- East, Mumbai 400099

Contact No. : +91 8879674229

Fax : ………………………………………..

E-mail : priti.chodankar@unilever.com
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INDIAN HOME & PERSONAL CARE INDUSTRY ASSOCIATION

(Inclusion as Member in BIS PCD 18 and 19 Committees)



The Indian Home & Personal Care Industry Association (IHPCIA) represents the interest of consumers of Personal and Home Care products and its members. The Association has 38 life members including large Indian companies and MNCs and 7 affiliate small scale industry Associations with a collective strength of around 1350 members.  

[bookmark: _GoBack]

The Associations is managed by a Board of directors and five committees which network on Education and Awareness, Cleanliness initiatives, Policy matters, Regulatory and Standards issues which impact the consumers at large. 

The key objectives of the Association are to improve health, hygiene and living condition of Indian consumers by offering sustainable and ecofriendly solution. 

Given its huge member base, especially with many small-scale industry members, it is critical that IHPCIA is part of PCD 19 and PCD 18 committees in order to ensure correct representation of its members in standards development.  IHPCIA members have strong expertise in Product formulation, Analytical Science and Regulatory Affairs, including knowledge of international regulations.  This expertise is highly needed in BIS committees for world-class standards development. 

IHPCIA is already a member of BIS CHD 25 (Soaps and Detergents) committee and is contributing significantly to the standards development and, to the long-term BIS strategy.  Recognizing IHPCIA expertise, Government of India through NITI Ayog has approached IHPCIA to promote the manufacturing and usage of “sustainable” detergents and cleaners in India.

The nomination of IHPCIA to PCD 18 and PCD 19 committees will definitely enhance the quality of standards development, that will not only be scientifically sound but, also ensure it is applicable to all sectors of the industry.  It will benefit consumers and help in our country’s ambition to be Atma Nirbhar.

image1.jpeg








image10.emf
SivaCV BIS.doc


SivaCV BIS.doc
Dr. A. SIVAKUMAR


                                                       [image: image1.jpg]



    


Dr. Sivakumar has a B.Tech in Metallurgical & Materials Engineering from IIT, Bombay and a Ph.D in Colloid & Interface Science from Columbia University, New York.


He has worked in R&D for 33 years.  His first 11 years were at Nalco Chemical Company, USA in the field of Water & Waste Treatment and the next 22 years at Unilever, in the areas of Consumer Goods innovation & Regulatory Affairs.

He has led Global & Regional Design Centers in Unilever in Laundry and Skin Cleansing categories.  He has extensive experience in Regulatory Affairs as Director leading South Asia & Africa clusters and the Global Home Care category. After retiring from Unilever, he is currently the Convenor of IHPCIA’s Regulatory and Standards Committee.  

His expertise is in surface & colloid chemistry, surfactants, formulation development & processing and Regulatory Affairs.  He has led several complex global innovation projects and has developed several innovative products and won many awards including the U.S. Green Chemistry Challenge Award for development of environmentally-friendly polymers.

He has worked in BIS PCD 19 and CHD 25 committees for more than 12 years and has led the creation and amendment of numerous standards.  As Regulatory Affairs Director for Unilever, he has worked with his team on standards in Bangladesh, Sri Lanka and African countries.

He was an invited speaker by BIS at one of the World Standards Day Function organized by BIS.  He has been an invited speaker in many panel discussions on Standards and Cosmetic regulations across conferences, including international conferences.

He has published 9 research papers and filed over 27 patents. 
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SUNSCREEN COSMETICS PRODUCTS — SPECIFICATION

(ICS 71.100.70)





Cosmetics Sectional Committee,	Last date for Comments: PCD 19		28 October 2023





FOREWORD

(Formal clauses will be added later)



Sunscreen products are the cosmetic products extensively used by consumers to help prevent sunburn, and certain sunscreens also help reduce the risk of skin cancer and premature skin aging caused by the sun. When sunscreens first came on the market, they were used only occasionally at the beach and often as tanning aids. Now a days, people of all ages, ethnicities, and complexions are encouraged to use sunscreens liberally and reapply frequently whenever they are out in the sun and in conjunction with other sun-protective measures like seeking shade at peak hours and wearing protective clothing, hats, and sunglasses.



Increasing concerns over the effectiveness of sunscreen products available in the market for protection against harmful UV radiations of sunrays led to the need for the formulation of Indian Standard to ensure that the sunscreen products are safe and effective in achieving their purpose of protection against harmful UV radiation of sunrays as per the claim made.

The composition of the Committee, responsible for the formulation of this standard is given at Annex C (will be added later).



For the purpose of deciding whether a particular requirement of this standard is complied with the final value, observed or calculated, expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision)’. The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.



1 SCOPE
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This standard prescribes the requirements and methods for sampling and test for Sunscreen Skincare leave-on products.





NOTES —

1. Indian standard specifications are available for a number of cosmetics. In case, such cosmetics claim to have sun protection properties, they shall conform to the requirements of this standard along with the relevant Indian Standard.

2. Any product calling out the presence of UV Filters, even if does not claim any SPF value, will come under the scope of this standard.







2 REFERENCES

The standards which are necessary adjuncts to this standard are listed below. All standards are subject to revision, and parties to agreements based on this standard are encouraged to investigate the possibility of applying the most recent editions of the standard:



		IS No.

		Title



		IS 3958 : 2021

		Methods of sampling cosmetics (second revision)



		IS 4011 : 2018

		Methods of test for safety evaluation of cosmetics (third revision)



		IS 4707

		Classification of cosmetic raw materials and adjuncts



		(Part 1) : 2020

		Colourants (fourth revision)



		(Part 2) : 2017

		List of raw materials generally not recognized as safe for use in

cosmetics (fourth revision)



		IS 17492 : 2021/ ISO 24442 : 2011

		Cosmetics — Sun protection test methods — In vivo determination of sunscreen UVA protection



		IS 17493 : 2021/ ISO 24443 : 2021

		Cosmetics — Sun protection test methods — In vitro determination of sunscreen UVA protection



		IS 17494 : 2021/ ISO 24444 : 2019

		Cosmetics — Sun protection test methods — In vivo determination of sun protection factor (SPF)



		IS 17660 : 2021/ ISO

16217 : 2020

		Cosmetics — Sun protection test methods — Water resistance —

Water immersion procedure





3 TERMINOLOGY

For the purpose of this standard the following definitions shall apply.



3.1 Sunscreen Products — Any leave-on preparation (such as creams, Lotions, oils, gels, sprays, lip products etc.) exclusively or mainly for UV protection / Sun protection and is intended to be placed in contact with the human skin or lip for the purpose of absorbing, reflecting, or scattering radiation in the ultraviolet (UV) range at wavelengths from 290 nm to 400 nm.



3.2 Ultraviolet A (UVA) Radiation — electromagnetic radiation in the range of 320 nm to 400 nm.



NOTE — UVA II = 320 nm to 340 nm; UVA I = 340 nm to 400 nm.



3.3 Ultraviolet B (UVB) Radiation — electromagnetic radiation in the range of 290 nm. to 320 nm.



3.4 Sun Protection Factor of a Product (SPF) — the ratio of minimum erythemal dose on skin protected by a sunscreen product to the minimum erythemal dose on the same unprotected skin.



3.5 UVA Protection Factor of a Product (UVA PF)/(PA) — the ratio of the minimum UVA dose necessary to induce a persistent pigment darkening on the skin protected by a sunscreen product to the minimal UVA dose necessary to induce the minimal darkening effect on the same unprotected skin.



3.6 Critical Wavelength (λc) – the wavelength at which the integral of the absorption spectrum curve starting at 290 nm reaches 90% of the integral between 290 and 400 nm; for the type “Broad spectrum Protection”. Refer Clause 4.3.



4 TYPES

4.1 Sunscreen Products with UVA Protection — based on UVA Protection Factor. IS 17492 to be prescribed as the test method for UVA Protection Factor.



NOTE — Test method to be referred as below :



(IS 17493 : 2021/ ISO 24443 : 2021) as the test method for Sunscreen products with UVA protection.



4.2 Sunscreen Products with UVB Protection — based on Sun Protection Factor. IS 17494 to be prescribed as the test method for Sun Protection Factor.



4.3 Sunscreen Products with Broad Spectrum protection - The UVA PF/SPF Ratio must be at least 1/3 and the Critical Wavelength must be at least 370 nm.



NOTE — Test method to be referred as below :



1. The UVA PF measure comes from the in-vivo IS 17492 : 2021/ ISO 24442 : 2021 OR IS 17493 : 2021/ ISO 24443 : 2021.

2. The SPF comes from the in-vivo IS 17494 : 2021/ ISO 24444 : 2019.



3. Critical wavelength – as per broad spectrum US FDA method. (attached in Annex B) OR as per IS 17493

: 2021/ ISO 24443 : 2021.



4.4 Water Resistant Sunscreen Products — based on water resistance of sunscreen products. Water resistance of sunscreen product may be of 40 minutes or 80 minutes. IS 17660 to be prescribed as the test method for Water Resistance.





5 REQUIREMENTS

5.1 Unless specified otherwise, all the raw materials used in the manufacture of sunscreen products shall conform to the requirements prescribed in the relevant Indian Standards where these exist.

5.2 All ingredients of sunscreen products shall comply with the latest provisions of IS 4707 (Part 1) and IS 4707 (Part 2) subject to the latest provisions of the Drugs and Cosmetics Act, 1940 and Rules, 2020.

5.3 The U.V. filters used in sunscreen products shall conform to IS 4707 (Part 4).



5.4 For safety evaluation of novel ingredients used in formulation of sunscreen products; it shall comply to IS 4011.



5.5 The minimum degree of protection provided by the sunscreen products shall be as follows:



(a) A UVB protection of Sun Protection Factor 6.0.



5.6 The sunscreen product with Sun Protection Factor claim shall also comply with requirements given in Table 1 when tested as prescribed in col 4 of the Table 1.



NOTE — SPF claimed shall be as per result or one lower value



Table 1 Sun Protection Factor (SPF) Labelling Ranges for Sunscreen Products

(Clause 5.6)



		Sl No.

		SPF Label

		Measured SPF

		Method of Test, Ref to IS



		(1)

		(2)

		(3)

		(4)



		i)

		10

		10.0 – 14.9

		





IS 17494:2021



		ii)

		15

		15.0 – 19.9

		



		iii)

		20

		20.0 – 24.9

		



		iv)

		25

		25.0 – 29.9

		



		v)

		30

		30.0 – 39.9

		



		vi)

		40

		40.0 – 49.9

		



		vii)

		50

		50.0 – 59.9

		



		viii)

		50+

		≥60.0

		







NOTE — The SPF claimed on pack can be as per the result obtained within the brackets specified or lower allowed number

5.7 The sunscreen product with UVA Protection Factor claim shall also comply with the requirements given in Table 2 when tested as prescribed in col 4 of the Table 2.





Table 2 UVA Protection Factor Labelling Ranges for Sunscreen Products

(Clause 5.7)



		Sl No.

		UVA

Protection Factor Label

		Measured UVA

Protection Factor

		Method of Test, Ref to IS



		(1)

		(2)

		(3)

		(4)



		i)

		PA+

		2.0 – 3.9

		IS 17492 : 2021

or

IS 17493 : 2021



		ii)

		PA++

		4.0 – 7.9

		



		iii)

		PA+++

		8.0 – 15.9

		



		iv)

		PA++++

		≥16.0

		







NOTE — In case of any dispute, IS 17492 shall be treated as the referee method.

5.8 The sunscreen product with water resistance claim shall be tested for water resistance of 40 minutes or 80 minutes as per the test method prescribed in IS 17660.



5.9 For Broad Spectrum protection claim — The UVA PF/SPF Ratio must be at least 1/3 and the Critical Wavelength must be at least 370 nm.



NOTE — Test method to be referred as below :



1. The UVA PF measure comes from the in-vivo IS 17492 : 2021/ ISO 24442 : 2011.



2. The SPF comes from the in-vivo IS 17494 : 2021/ ISO 24444 : 2019.



3. Critical wavelength – as per broad spectrum US FDA method. (attached in Annex B) OR as per IS 17493 : 2021/ ISO 24443 : 2021.



6 PACKING AND MARKING

6.1 Packing

The sunscreen product shall be packed in suitable well closed containers.



6.2 Marking

The containers shall be legibly marked with the following information:



6.2.1 The wording “Sunscreen” or equivalent and “[product format]” (for example “lotion”/ “spray”);



6.2.2 The wording “SPF [determined SPF value]”, if applicable as per Clause 4 (types);



6.2.3 The wording “PA [determined UVA PF value]”, if applicable as per Clause 4 (types);

6.2.4 For Broad Spectrum protection the label shall carry both SPF and UVA PF as relevant under clause 4.3 and 5.9.

6.2.5 The wording “Water resistant ([determined water resistance value] minutes)”, if applicable as per Clause 4 (types).

6.2.6 Manufacturer’s name and its recognized trade-mark, if any.

6.2.7 Net content as per statutory requirements.



6.2.8 Batch No. as per statutory requirements.



6.2.9 No claim shall be made that implies the following characteristics:



(i) 100 percent protection from UV radiation (such as ‘sunblock’, ‘sunblocker’ or ‘total protection’);



(ii) No need to re-apply the product under any circumstances (such as ‘all day prevention’). Re- application of the product is unnecessary (such as ‘all day prevention’).



6.2.10 Sunscreen products shall display warnings indicating that they do not provide 100 percent protection and advice on precautions to be observed in addition to their use. This may include warnings such as:



(i) Do not stay too long in the sun, even while using a sunscreen product;



(ii) Do not use on broken or damaged skin;

(iii) In case of irritation, stop use and consult doctor.

6.2.11 Sunscreen products shall carry instructions for use that will ensure that the claim made for the effectiveness of the product can be achieved. This may include instructions such as:

(i) Apply the sunscreen product before exposure;



(ii) Re-apply frequently to maintain protection, especially after perspiring, swimming or towelling;



(iii) For sprays/ aerosols, avoid contact with eyes and accidental inhalation.



6.2.12 Sunscreen products shall carry instructions for use to ensure that a sufficient quantity is applied on the skin to achieve the effectiveness claimed for the product.



6.2.13 List of ingredients as per statutory requirements.







6.2.14 For sunscreens intended specifically for children, include caution : “Children under 12 months of age : consult a doctor”.

6.2.15 Warnings such as :



(i) “Do not use on damaged or broken skin.”

(ii) “When using this product : Keep off eyes. Rinse with water to remove.”



(iii) “Stop use and ask a doctor if rash occurs.”

6.2.16 In addition to the above, the frequently asked questions as given at Annex A may also be given in the leaflet which is inserted in the container packing of the sunscreen product or in the websites/ social media handle of the manufacturers, which can be referred in the labelling of the product.



6.2.17 The marking and labelling requirements in clause 6.2.10 to 6.2.17 are exempted in case of pack sizes of 30 g/60 ml or less.



6.3 BIS Certification Marking

The product may also be marked with the Standard Mark.



6.3.1 The product(s) conforming to the requirements of this standard may be certified as per the conformity assessment schemes under the provisions of the Bureau of Indian Standards Act, 2016 and the Rules and Regulations framed thereunder, and the products may be marked with the standard mark.



7 SAMPLING

7.1 Representative samples of the product shall be drawn as prescribed in IS 3958.



7.2 Test for all characteristics shall be carried out on the composite sample.



7.3 The product shall be taken to have confined to the specification if the composite sample passes all the tests.



ANNEX A

(Clause 6.2.16)



Sunscreen Products Related Frequently Asked Questions (FAQs) What is SPF?



‘SPF’ stands for ‘Sun Protection Factor’ which is the ratio of minimum erythemal dose on skin protected by a sunscreen product to the minimum erythemal dose on the same unprotected skin. SPF is more accurately the sun burn protection factor, as it primarily shows the level of protection against UVB, not the protection against UVA. SPFs are rated on a scale of 10-50+ based on the level of protection they offer. Sun protection products are generally divided into the following four protection classes, termed as Low, Moderate, High and Very High, based on the level of their SPF label claims.



		Label SPF

		Protection Class



		10

		Low Protection



		15, 20, 25

		Medium Protection



		30, 40,50

		High Protection



		50+

		Very High





A-1 WHAT IS TAN?

The dark pigment that gives the skin its natural colour is called melanin. Melanin is made in the skin by pigment cells called melanocytes. After our skin has been exposed to sunlight the melanocytes produce more melanin in attempt to absorb further UV radiation, and so the skin becomes darker. A tan is actually a sign that the skin has been damaged and is trying to protect itself.



A-2 WHO NEEDS SUNSCREEN?

Everyone regardless of age, gender or race. Sunscreen use can help prevent skin damage by protecting you from the sun’s harmful ultraviolet rays.





A-3 WHAT ARE UVA AND UVB RADIATIONS?

Ultra Violet (UV) radiation from the sun is transmitted in three wavelengths – UVA (wavelength range from 320 nm to 400 nm), UVB (290 nm to 320 nm) and UVC (100 to 280 nm). UVC does not penetrate the earth’s atmosphere, so we only need to protect against UVA and UVB.



UVA irradiation is associated with skin ageing. UVA affects the elastin in the skin and leads to wrinkles and sun-induced skin ageing (for example coarse wrinkles, leathery skin and brown pigmentation), as well as skin cancer. UVA can penetrate window glass and penetrates the skin more deeply than UVB. UVA protection in a sunscreen will help defend the skin against photo ageing and potentially skin cancer.



UVB is most responsible for sunburn and has strong links to malignant melanoma and basal cell carcinoma risk (types of skin cancer).



A-4 Why UVA protection factor labelling is important?



When compared to UVB, UVA is less dangerous but its penetration is deeper than UVB and sometimes its higher dose induces photo toxicity with or without exogenous sensitizers present in the blood. Thus, to avoid the phototoxic dose of UVA protectant should be applied on skin. Therefore, UVA PF labelling is important.



A-5 What is UVA rating system?

When you buy sunscreen containing UVA protection, you may notice a PA+/ ++/ +++/ ++++ rating on the packaging. The PA ranging from + to ++++ indicates the level of protection from UVA radiation.



A-6 WHAT DO YOU MEAN BY ORGANIC AND INORGANIC FILTERS?

Organic filters absorb harmful UV radiation and convert and give this energy back out as infrared. These are sometimes known as ‘absorbers’, or ‘chemical’ sunscreens. Note that organic filters does not mean ‘organic’ in the environmental sense.



Inorganic filters (also known as ‘physical’, ‘natural’, ‘reflective’, ‘zinc’) contain titanium dioxide or zinc oxide, which reflect UV radiation away from the skin.



It can be helpful to think of organic filters as sponges, mopping up the UV radiation, and inorganic filters as mirrors, bouncing UV straight back off the skin.



A-7 HOW MUCH SUNSCREEN SHOULD I APPLY?

To obtain the intended protection, you must follow the manufacturers’ instructions for use and application. Therefore, always apply the amount of sunscreen indicated on the label and re-apply frequently. Remember the easily forgotten areas: tops of ears, behind knees, ankles, feet and eyelids.



Regardless of which sunscreen you choose, be sure to apply it generously to achieve the UV protection indicated on the product label.



A-8 WHEN SHOULD I USE SUNSCREEN?

Every day you go outside. The sun emits harmful UV rays year-round. Even on cloudy days, up to 80 percent of the sun’s harmful UV rays can penetrate your skin. Snow, sand and water increase the need for sunscreen because they reflect the sun’s rays.

A-9 HOW OFTEN SHOULD I APPLY SUNSCREEN?

Sunscreen should be re-applied frequently to maintain protection, especially after perspiring, swimming or towelling. You should always follow the manufacturers’ instructions for use, application and re-application.



The frequency of re-application should correspond to how and when the product is being used, for example, when exposed to direct sunlight, on the beach, when swimming, doing sports, etc.



A-10 DO YOU USE SUNSCREEN TO STAY IN THE SUN LONGER?

Sunscreen products should not be used as a means to stay in the sun for prolonged periods. Over- exposure to the sun can be harmful and the use of sunscreen is one part of ‘sun safe’ behaviour.



A-11 DO YOU READ THE INFORMATION ON THE LABEL TO HELP YOU CHOOSE THE APPROPRIATE PRODUCT AND APPLY IT CORRECTLY?

Always read the label and choose the most appropriate product based on your skin sensitivity and the conditions under which you will be exposed to the sun. UV ray intensity will depend on the time of day, your geographical location and the weather.



A-12 WILL A HIGH SPF SUNSCREEN STOP ME GETTING A TAN?

No, you can still get a tan while wearing a high factor SPF. Wearing sunscreen will lower your risk of skin damage.



A-13 WILL USING SUNSCREEN LIMIT THE AMOUNT OF VITAMIN D I GET?

Using sunscreen may decrease your skin’s production of vitamin D.



A-13.1 If you are concerned that you are not getting enough vitamin D, you should discuss your options for getting vitamin D with your doctor.



A-13.2 Many people can get the vitamin D they need from foods and/or vitamin supplements. This approach gives you the vitamin D you need without increasing your risk for skin cancer.



A-14 WHAT SPF NUMBER DO YOU THINK IS ENOUGH FOR YOU?

The higher the number, the greater the protection. But do not think of the SPF number as a mathematical formula indicating multiples of the amount of time you could stay out in the sun without sunscreen before you burn. Choose an SPF that suits your skin and the way in which you apply sunscreens.

Sunscreen products that offers the following maybe used depending on the time of day, your geographical location and the weather:

A-14.1 Broad-spectrum protection (protects against UVA and UVB rays)



A-14.2 SPF 10 or higher



UVA PF (PA +/ ++/ +++/ ++++)



A-14.3 Water resistance (40 minutes/ 80 minutes)





A sunscreen that offers the above helps to protect your skin from sunburn, early skin aging and skin cancer. However, sunscreen alone cannot fully protect you. In addition to wearing sunscreen, dermatologists recommend taking the following steps to protect your skin and find skin cancer early:

A-14.4 Seek shade when appropriate, remembering that the sun’s rays are strongest between 11

a.m. and 3 p.m.

A-14.5 Dress to protect yourself from the sun by wearing loose-fitting clothing and a wide- brimmed hat with a good pair of sunglasses, when possible.



A-14.6 Use extra caution near water, snow and sand as they reflect the damaging rays of the sun, which can increase your chance of sunburn.



A-14.7 Get vitamin D safely through a healthy diet that may include vitamin supplements.



A-14.8 Avoid tanning beds.



A-14.9 Keep babies and young children out of direct sunlight.



ANNEX B

(Clauses 4.3 and 5.9)



BROAD SPECTRUM PROTECTION – USFDA MONOGRAPH TEST PROCEDURE BROAD SPECTRUM TEST PROCEDURE

B-1 UV SPECTROMETRY

B-1.1 Plate — Use optical-grade polymethylmethacrylate (PMMA) plates suitable for UV transmittance measurements. The plate should be roughened on one side to a three dimensional surface topography measure (Sa) between 2 and 7 micrometers and must have a rectangular application area of at least 16 square centimeters (with no side shorter than 4 cm).



B-1.2 Sample holder — The sample holder should hold the PMMA plate in a horizontal position to avoid flowing of the sunscreen drug product from one edge of the PMMA plate to the other. It should be mounted as close as possible to the input optics of the spectrometer to maximize capture of forward scattered radiation. The sample holder should be a thin, flat plate with a suitable aperture through which UV radiation can pass. The PMMA plate should be placed on the upper surface of the sample holder with the roughened side facing up.



B-1.3 Light source — The light source should produce a continuous spectral distribution of UV radiation from 290 to 400 nanometers.



B-1.4 Input optics — Unless the spectrometer is equipped with an integrating sphere, an ultraviolet radiation diffuser should be placed between the sample and the input optics of the spectrometer. The diffuser will be constructed from any UV radiation transparent material (e.g., Teflon or quartz). The diffuser ensures that the radiation received by the spectrometer is not collimated. The spectrometer input slits should be set to provide a bandwidth that is less than or equal to 1 nanometer.

B-1.5 Dynamic range of the spectrometer — The dynamic range of the spectrometer should be sufficient to measure transmittance accurately through a highly absorbing sunscreen product at all terrestrial solar UV wavelengths (290 to 400 nm).



B-2 SUNSCREEN PRODUCT APPLICATION TO PMMA PLATE

The accuracy of the test depends upon the application of a precisely controlled amount of sunscreen product with a uniform distribution over the PMMA plate. The product is applied at

0.75 mg per square centimeter to the roughened side of the PMMA plate. The sunscreen product should be applied in a series of small dots over the entire PMMA plate and then spread evenly using a gloved finger. Spreading should be done with a very light spreading action for approximately 30 seconds followed by spreading with greater pressure for approximately 30 seconds. The plate should then be allowed to equilibrate for 15 minutes in the dark before the pre- irradiation described in paragraph (c) of this section.



B-3 SUNSCREEN PRODUCT PRE-IRRADIATION

To account for lack of photostability, apply the sunscreen product to the PMMA plate as described in paragraph (b) of this section and then irradiate with a solar simulator described in section 352.70(b) of this chapter. The irradiation dose should be 4 MEDs which is equivalent to an erythemal effective dose of 800 J/m 2 (i.e., 800 J/m 2-eff).





B-4 CALCULATION OF MEAN TRANSMITTANCE VALUES

After pre-irradiation described in paragraph (c) of this section, mean transmittance values should be determined for each wavelength [λ] over the full UV spectrum (290 to 400 nanometers). The transmittance values should be measured at 1 nanometer intervals. Measurements of spectral irradiance transmitted for each wavelength [λ] through control PMMA plates coated with 15 microliters of glycerin (no sunscreen product) should be obtained from at least 5 different locations on the PMMA plate [C1(λ), C2(λ), C3(λ), C4(λ)], and C5(λ)]. In addition, a minimum of 5 measurements of spectral irradiance transmitted for each wavelength [𝛌] through the PMMA plate covered with the sunscreen product will be similarly obtained after pre-irradiation of the sunscreen product [P1(λ), P2(λ), P3(λ), P4(λ), and P5(λ)].



The mean transmittance for each wavelength,



𝑇(𝜆)





is the ratio of the mean of the C(𝛌) values to the mean of the P(𝛌) values, as follows:



		Σ𝑛 𝑃(λ)/n 1	



𝑇(𝜆) =𝑛



Σ 𝐶(λ)/n 1



Where n = 5



B-5 CALCULATION OF MEAN ABSORBANCE VALUES

B-5.1 Mean transmittance values,







are converted into mean absorbance values,


𝑇(𝜆)







𝑇(𝜆)

at each wavelength by taking the negative logarithm of the mean transmittance value as follows:



𝑇(𝜆) = − log 𝑇(𝜆)

B-5.2 The calculation yields 111 monochromatic absorbance values in 1 nanometer increments from 290 to 400 nanometers.



B-6 NUMBER OF PLATES

For each sunscreen product, mean absorbance values should be determined from at least three individual PMMA plates. Because paragraph (d) of this section requires at least 5 measurements per plate, there should be a total of at least 15 measurements.



B-   7 CALCULATION OF THE CRITICAL WAVELENGTH

The critical wavelength is identified as the wavelength at which the integral of the spectral absorbance curve reaches 90 percent of the integral over the UV spectrum from 290 to 400 nm. The following equation defines the critical wavelength:





λc

∫ 𝐴(λ)d(λ) = 0.9

290



Where [λ]c = critical wavelength

A[λ]) = mean absorbance at each wavelength


400

∫  𝐴(λ)d(λ)

290



d[λ] = wavelength interval between measurements

A mean critical wavelength of 370 nm or greater is classified as broad spectrum protection.
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unscreen products available in the market for 



protection against harmful UV radiations of sunrays led to the need for the formulation of Indian 



Standard



 



to



 



ensure



 



that



 



the



 



sunscreen



 



products



 



are



 



safe



 



and



 



effective



 



in



 



achieving



 



their



 



purpose



 



of 



protection against harmful UV radiation of sunrays as per the claim made.



 



The composition of the Committee, responsible for the formulation of this standard is given at 



Annex C (will be added later).
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of
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or



 



analysis,



 



shall



 



be



 



rounded



 



off 



in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision)’. The 



number of 



significant places retained in the rounded off value should be the same as that of the 



specified value in this standard.



 



 



1



 



SCOPE



 






Doc.   No.: PCD 19   (15096)   WC   August  2023  


      BUREAU   OF   INDIAN   STANDARDS   DRAFT   FOR   COMMENTS   ONLY   ( Not   to   be   reproduced   without   permission   of   BIS  or used as an Indian Standard )   Draft Indian   Standard   SUNSCREEN   COSMETICS   PRODUCTS  —   SPECIFICATION   (ICS   71.100.70)       Cosmetics Sectional Committee,   Last   date   for   Comments:  PCD  19     28   October   2023       FOREWORD   ( Formal   clauses   will   be   added  later )     Sunscreen products are the cosmetic products extensively used by consumers to help prevent  sunburn,   and certain   sunscreens also   help   reduce   the   risk   of   skin cancer   and   premature   skin aging  caused   by   the   sun.   When   sunscreens   first   came   on   the   market,   they   were   used   only   occasionally   at  the beach and often as tanning aids. Now a days, people of all ages, ethnicities, and complexions  are   encouraged   to   use   sunscreens   liberally   and   reapply   frequently   whenever   they   are   out   in   the   sun  and in conjunction with other sun - protective measures like seeking shade at peak hours and  wearing protective clothing, hats, and sunglasses.     Increasing concerns over the effectiveness of s unscreen products available in the market for  protection against harmful UV radiations of sunrays led to the need for the formulation of Indian  Standard   to   ensure   that   the   sunscreen   products   are   safe   and   effective   in   achieving   their   purpose   of  protection against harmful UV radiation of sunrays as per the claim made.   The composition of the Committee, responsible for the formulation of this standard is given at  Annex C (will be added later).     For   the   purpose   of   deciding   whether   a   particular   req uirement   of   this   standard   is   complied   with   the  final   value,   observed   or   calculated,   expressing   the result   of   a   test   or   analysis,   shall   be   rounded   off  in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision)’. The  number of  significant places retained in the rounded off value should be the same as that of the  specified value in this standard.     1   SCOPE  



image12.emf
PCD 19(15096).docx










 

PCD 19(15096).docx


Microsoft_Word_Document8.docx
FORMAT FOR SENDING COMMENTS ON BIS DOCUMENTS

(Please use A4 size sheet of paper only and type within fields indicated. Comments on each clauses/sub-clauses/table/fig. etc. be started on a fresh box. Information in Column 5 should include reasons for the comments and Column 6 for suggestions for modified wording of the clauses when the existing text is found not acceptable. Adherence to this format facilitates Secretariat’s work)

Doc. No. / IS No.:  PCD 19(15096)
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(1)

		Clause/Sub-clause/ para/table/fig. No. commented





2)

		Commentator/

Organization/

Abbreviation





(3)

		Type of Comments

(General/Editorial/ Technical)



(4)

		Justification









(5)

		Proposed change/Suggestions







(6)



		i) 

		5.8

1

		Arushi

		Editorial

		addition of alternative as per ISO 16217:2020 recommended.

		as per the test method prescribed in IS 17660 OR Products designed to provide water resistance shall be tested as described in ISO16217:2020
1. A product may be labelled ´water resistant´ if it is greater than or equal to 50% (using the method described in ISO 18861:20202  )



		ii) 

		5.6

tabel 1

		Arushi

		Technical

		 Table 1 Sun Protection Factor (SPF) Labelling Ranges for Sunscreen Products clause 5.6 recommended. to maintain consitency of labelling with best practices followed globally.
I.e. addition of SPF 6 and to maintain the range of 30-49.9.
As the value determination by ISO 24444 invitro method shows greater variations for SPF 30-49.9 labeling of SPF 40 was avoided and a round figure of 30-49.9 was propsed in EU recommendation.

		To have SPF 6 as min allowed SPF
followed by 10,20,30,50,50+







		iii) 

		5.7

Table 2

		Guru Prasad KV

		Technical

		Comments and justification on Sunscreen WC draft in attached file for BIS consideration

		Proposed revisions in Sunscreen WC draft in attached file for BIS consideration.





		iv) 

		5.9

1

		Guru Prasad KV

		Technical

		Comments and justification on Sunscreen WC draft in attached file for BIS consideration

		Proposed revisions in Sunscreen WC draft in attached file for BIS consideration.





		v) 

		all

		Vrinda Rajwade

		Technical

		IBHA comments shared on several clauses and sections in atatched file along with justification

		

[bookmark: _MON_1785661598]Proposed revisions in Sunscreen WC draft in attached file. IBHA comments for BIS consideration.  
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NAME OF THE COMMENTATOR/ORGANIZATION:	IBHA








			Sl.


No. (1)


			Clause/Subclaus e/ para/table/fig.


No. commented (2)


			Comment ator/ Organizat ion/ Abbreviat ion


(3)


			Type of Comments (General/Edito rial/ Technical)


(4)


			Justification


(5)


			Proposed change (6)





			1


			


			IBHA


			General


			‘-


			Note - This standard can be implemented only after finalization & implementation of the method of test standards for SPF & UVA estimation (IS 17492,


IS 17493, IS 17494).





			2


			Foreword


			IBHA


			General


			This is a major change to the existing products in the market. Industry


will need time to


			Propose to include the following statement in foreword: This standard shall be mandatory after 2 years from the date of


publication.

















			


			


			


			


			adapt, perform the test mentioned and make necessary changes in the labels & statutory


submissions, etc.


			





			3


			Clause 1; Note 1


			IBHA


			Technical


			We propose to clarify the scope of this standard to include the products which exclusively or mainly are used for UV protection or sun protection.





Some product formulations might contain UV filters but not be claiming SPF number or UV protection benefits.


They can be excluded from the scope of Sunscreen cosmetics.


			Change to: Indian standard specifications are available for a number of cosmetics. In case, such cosmetics which primarily or exclusively claim to have sun protection properties, they shall conform to the requirements of this standard along with the relevant Indian Standard.





			4


			Clause 1; Note 2


			IBHA


			Technical


			There are products in market, which are mainly colour cosmetics or offer


moisturisation as


			Change to:


Any product calling out the presence of UV Filter, but not claiming any SPF value, shall not fall under the scope of this

















			


			


			


			


			primary benefits. Such products may contain UV filters for other purposes for e.g – as colourant, for helping even skin tone and to avoid product degradation etc. Such products often do not claim any SPF value and should not fall under this Standard.





Additionally such products may have lower SPF value which is not at all being claimed.


Hence recommend such products to be out of scope of this


standard.


			standard.





			5


			Clause 2


			IBHA


			General


			Since IS 4707 Part 4: List of U.V. filters Allowed in Cosmetics with Restriction exist, it is proposed to include the same in the list


of reference


			Include: IS 4707 Part 4: List of


U.V. filters Allowed in Cosmetics with Restriction

















			6


			Clause 4.1


			IBHA


			Technical


			Since both ISO standards for In-vivo and In-vitro estimation of UVA protection have been adopted by BIS, both methods can be referred for the same. Hence suggest including both these test methods in the


main clause.


			Revise to :


4.1 Sunscreen Products with UVA Protection — based on UVA Protection Factor. IS 17492 or IS 17493 to be prescribed as the test method for UVA Protection Factor.





Note to be deleted since it will be covered in above statement.





			7


			Clause 4.3


Note 1


			IBHA


			Typographical


			Correction in reference year.


			The UVA PF measure comes from the in-vivo IS 17492 : 2021/ ISO 24442 : 2011 OR IS 17493 :


2021/ ISO 24443 : 2021.





			8


			Clause 5.8


			IBHA


			Technical


			Propose to include for clarity


			Add statement:


The percentage of water resistance, calculated as per the calculation method prescribed in ISO 18861 : 2020. The


percentage of water resistance


shall be 50% or higher.





			9


			Clause 5.9;


Note 1


			IBHA


			General


			In Alignment with clause 4.3


			Change to:


The UVA PF measure comes from the in-vivo IS 17492 : 2021/ ISO 24442 : 2011 OR from the


in-vitro IS 17493 : 2021 / ISO


24443 : 2021





			10


			Table 1


			IBHA


			General


			Since the clause 5.5(a) allows SPF 6


as the minimum


			Include a row for SPF 6, in the table.


Pl. See proposed revised table

















			


			


			


			


			degree of protection provided by the sunscreen products, the table need to be modified


as below.


			below





			11


			B 5.1


			IBHA


			Typographical


			Typo error. To be aligned as per the US Monograph


			Change as below –


B-5.1 Mean transmittance values,


𝑇(𝜆)


are converted into mean absorbance values, A(𝜆)





at each wavelength by taking the negative logarithm of the mean transmittance value as follows:


A(𝜆)=−log 𝑇(𝜆)








Proposed revised Table 1





			


Sl. No.


			


SPF Label


			


Measured SPF


			Method of Test,


Ref to IS





			(1)


			(2)


			(3)


			(4)





			i)


			6


			6.0 – 9.9


			





























IS 17494: 2021/ISO


24444 : 2019





			ii)


			10


			10.0 - 14.9


			





			iii)


			15


			15.0 - 19.9


			





			iv)


			20


			20.0 - 24.9


			





			v)


			25


			25.0 - 29.9


			





			vi)


			30


			30.0 - 39.9


			





			vii)


			40


			40.0 - 49.9


			





			vii)


			50


			50.0 - 59.9


			





			ix)


			50+


			≥ 60
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FOREWORD



This Indian Standard was adopted by the Bureau of Indian Standards, after the draft finalized by the Cosmetics Sectional Committee had been approved by the Petroleum, Coal and Related Products Division Council.



With the objective of taking effective step in guarding against harmful substances being used in cosmetics, the Cosmetics Sectional Committee had decided to prepare broad-based classification of raw materials as (a) ‘Generally Recognized as Safe’ (GRAS) and (b) ‘Generally Not Recognized as Safe’ (GNRAS).  In view of the large no. of raw materials which were likely to be used for different intended purposes in cosmetics formulations, such as colourants, preservatives, U.V. filters, basic ingredients, adjuncts etc, it was more convenient and practical to prepare GRAS list for ‘colourants’ and GNRAS list for other raw materials and adjuncts to serve the intended purpose of safeguarding the interest of the consumer and simultaneously leaving enough scope for innovations in formulations. Towards this purpose, this standard (Part 2) was originally published in 1973 for GNRAS list of raw materials and adjuncts other than Dyes, Colour and Pigments and Part 1 was published in 1968 for GRAS list for Dyes, Colour and Pigments (since retitled as colourants).  



This standard (Part 2) was first revised in 1993 to update the list to align with the provisions of EEC Directive 76/768/EEC-June 1991 and to include the lists of a) substances which the cosmetic products shall not contain, except subject to conditions and restrictions laid down, b) allowed preservatives and c) U.V. filters for use in cosmetics. Substances, which were provisionally allowed by EEC Directive, were also included in the first revision. Second revision of this standard was done in 2001 to update the list, aligning it with the provisions of EEC Directive 76/768/EEC-2001. Further, the raw materials listed in Annex A (substances which are generally not recognized as safe for use in cosmetics) and Annex B (the list of substances which cosmetic products must not contain except subject to restrictions and conditions laid down) were arranged in alphabetical order for easy referencing. The third revision of the standard was carried out in 2009 to further update the list, aligning it with the revised EEC Directive 76/768/EEC-2007 with marginal differences in certain parameters as per the restrictions given in The Drugs and Cosmetics Act and Rules 1945 (such as permissible limits of fluoride in dentifrice and m-, p-phenylene diamines for use in hair dyes).  Substances provisionally allowed by EEC Directive were not included in this revision. The fourth revision of the standard has been done to further align the standard with the EEC Directive 76/768/EEC-2012.

Currently all the ingredients prescribed in this standard have been classified into four categories:

 

a) Annex A — Ingredients which must not form part of the composition of cosmetic products;

b) Annex B — Ingredients which cosmetic products must not contain except subject to restrictions and conditions laid down;

c) Annex C — Preservatives (with restrictions) which cosmetic products may contain; and;

d) Annex D — U.V. filters which cosmetic products (with restrictions) may contain.

During this revision (fifth revision), the committee has decided to trifurcate the standard as Part 2, Part 3, and Part 4. Part 2 will contain the list of substances as given in Annex A and Annex B. Part 3 will contain the list of preservatives as given in Annex C. Part 4 will contain the list of U.V. filters as given in Annex D.





The fifth revision is also being done to further align the standard in line with the latest EC 1223/2009 and this part of the standard also contains the list of GNRAS and Restricted Ingredients as given in Annex A and Annex B of IS 4707 (Part 2): 2017.



At present, there is no International Standard published by International Organization for Standardization (ISO) on the subject.



It is not the intent of this standard to prescribe any specific composition of finished cosmetic products. The manufacturers are encouraged to develop any composition through innovations and keeping pace with the technological advancements, provided that the provisions of this standard are complied with. 



The composition of the Committee responsible for the formulation of this revision is listed in Annex C.



For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated expressing the result of a test or analysis, shall be rounded off in accordance with IS 2: 2022 ‘Rules for rounding off numerical values (second revision)’. The number of significant places retained in the rounded value should be the same as that of the specified value in this standard.





























































































Indian Standard

CLASSIFICATION OF COSMETIC RAW MATERIALS AND ADJUNCTS   PART 2 FOR GNRAS AND RESTRICTED INGREDIENTS

             (Fifth Revision)



					













1 SCOPE



This standard (Part 2) lists cosmetics raw materials and adjuncts in the following two classifications:



a) List of ingredients termed as ‘GNRAS’ which must not form part of the composition of cosmetic products.

b) List of ingredients which cosmetics products must not contain except subject to the restrictions and conditions laid down.



2 TERMINOLOGY



For the purpose of this Standard, the following definitions shall apply:



2.1 ‘GRAS List’ — Ingredients which are generally recognized as safe and which when used in the concentration conventionally adopted shall be permissible in cosmetics.



2.2 ‘GNRAS List’ — Ingredients which are generally not recognized as safe and which shall not be permissible either in any amount whatsoever or in amounts exceeding those specifically laid down for cosmetics.





3 GNRAS LISTS FOR RAW MATERIALS AND ADJUNCTS



The raw materials and adjuncts prescribed in this standard have been classified as follows:



3.1 Annex A – Ingredients which must not form part of the composition of cosmetic products.



3.2 Annex B – Ingredients which cosmetic products must not contain except subject to restrictions and conditions laid down.





ANNEX A

(Clause 3.1)

LIST OF SUBSTANCES WHICH MUST NOT FORM PART OF THE COMPOSITION OF COSMETIC PRODUCTS (1)

[Names followed by an asterisk (*) are international non-proprietary names (INN) for pharmaceutical products]



1. N-(5-Chlorobenzoxazol-2-yl)acetamide (CAS No. 35783-57-4)

2. 2-Acetoxyethyl)trimethylammonium hydroxide (Acetylcholine) and its salts (CAS No. 51-84-3)

3. Deanol aceglumate (*) (CAS No. 3342-61-8)

4. Spironolactone (*) (CAS No. 52-01-7)

5. [4-(4-Hydroxy-3-iodophenoxy)-3,5-diiodophenyl]acetic acid (Tiratricol (*)) and its salts (CAS No. 51-24-1)

6. Methotrexate (*) (CAS No. 59-05-2)

7. Aminocaproic acid (*) and its salts (CAS No. 60-32-2)

8. Cinchophen (*), its salts, derivatives and salts of these derivatives (CAS No. 132-60-5)

9. Thyropropic acid (*) and its salts (CAS No. 51-26-3)

10. Trichloroacetic acid (CAS No. 76-03-9)

11. Aconitum napellus L. (leaves, roots and galenical preparations) (CAS No. 84603-50-9)

12. Aconitine (principal alkaloid of Aconitum napellus L.) and its salts (CAS No. 302-27-2)

13. Adonis vernalis L. and its preparations (CAS No. 84649-73-0)

14. Epinephrine (*) (CAS No. 51-43-4)

15. Rauwolfia serpentina L., alkaloids and their salts (CAS No. 90106-13-1)

16. Alkyne alcohols, their esters, ethers and salts

17. Isoprenaline (*) (CAS No. 7683-59-2)

18. Allyl isothiocyanate (CAS No. 57-06-7)

19. Alloclamide (*) and its salts (CAS No. 5486-77-1)

20. Nalorphine (*), its salts and ethers (CAS No. 62-67-9)

21. Sympathicomimetic amines acting on the central nervous system, e.g. Amphetamine (CAS No. 300-62-9)

22. Aniline, its salts and its halogenated and sulphonated derivatives (CAS No. 62-53-3)

23. Betoxycaine (*) and its salts (CAS No. 3818-62-0)

24. Zoxazolamine (*) (CAS No. 61-80-3)

25. Procainamide (*), its salts and derivatives (CAS No. 51-06-9)

26. Benzidine (CAS No. 92-87-5)

27. Tuaminoheptane (*), its isomers and salts (CAS No. 123-82-0)

28. Octodrine (*) and its salts (CAS No. 543-82-8)

29. 2-Amino-1,2-bis(4-methoxyphenyl)ethanol and its salts (CAS No. 530-34-7)

30. 1, 3-dimethylpentylamine and its salts (CAS No. 105-41-9)

31. 4-Aminosalicylic acid and its salts (CAS No. 65-49-6)

32. Toluidines, their isomers, salts and halogenated and sulphonated derivatives (CAS No. 26915-12-8)

33. Xylidines, their isomers, salts and halogenated and sulphonated derivatives (CAS No. 1300-73-8)

34. Imperatorin (9-(3-methylbut-2-enyloxy)furo[3,2- g]chromen-7-one) (CAS No. 482-44-0)

35. Ammi majus and its galenical preparations (CAS No. 90320-46-0)

36. 2,3-Dichloro-2-methylbutane (CAS No. 507-45-9)

37. Substances with androgenic effect

38. Anthracene oil (CAS No. 120-12-7)

39. Antibiotics

40. Antimony and its compounds (CAS No. 7440-36-0)

41. Apocynum cannabinum L. and its preparations (CAS No. 84603-51-0)

42. Apomorphine ((R) 5,6,6a,7-tetrahydro-6-methyl-4H- dibenzo[de,g]quinoline-10,11-diol) and its salts (CAS No. 58-00-4)

43. Arsenic and its compounds (CAS No. 7440-38-2)

44. Atropa belladonna L. and its preparations (CAS No. 8007-93-0)

45. Atropine, its salts and derivatives (CAS No. 51-55-8)

46. Barium salts, with the exception of barium sulphide under the conditions laid down in Annex B, and of barium sulfate, lakes, salts and pigments prepared from the colouring agents when listed in IS 4707 (Part 1).

47. Benzene (CAS No. 71-43-2)

48. Benzimidazol-2(3H)-one (CAS No. 615-16-7)

49. Benzazepines and benzodiazepines (CAS No. 12794-10-4)

50. 1-Dimethylaminomethyl-1-methylpropyl benzoate (amylocaine) and its salts (CAS No. 644-26-8)

51. 2,2,6-Trimethyl-4-piperidyl benzoate (eucaine) and its salts (CAS No. 500-34-5)

52. Isocarboxazid (*) (CAS No. 59-63-2)

53. Bendroflumethiazide (*) and its derivatives (CAS No. 73-48-3)

54. Beryllium and its compounds (CAS No. 7440-41-7)

55. Bromine, elemental (CAS No. 7726-95-6)

56. Bretylium tosilate (*) (CAS No. 61-75-6)

57. Carbromal (*) (CAS No. 77-65-6)

58. Bromisoval (*) (CAS No. 496-67-3)

59. Brompheniramine (*) and its salts (CAS No. 86-22-6)

60. Benzilonium bromide (*) (CAS No. 1050-48-2)

61. Tetrylammonium bromide (*) (CAS No. 71-91-0)

62. Brucine (CAS No. 357-57-3)

63. Tetracaine (*) and its salts (CAS No. 94-24-6)

64. Mofebutazone (*) (CAS No. 2210-63-1)

65. Tolbutamide (*) (CAS No. 64-77-7)

66. Carbutamide (*) (CAS No. 339-43-5)

67. Phenylbutazone (*) (CAS No. 50-33-9)

68. Cadmium and its compounds (CAS No. 7440-43-9)

69. Cantharides, Cantharis vesicatoria (CAS No. 92457-17-5)

70. Cantharidine (CAS No. 56-25-7)

71. Phenprobamate (CAS No. 673-31-4)

72. Nitroderivatives of carbazole

73. Carbon disulphide (CAS No. 75-15-0)

74. Catalase (CAS No. 9001-05-2)

75. Cephaeline and its salts (CAS No. 483-17-0)

76. Chenopodium ambrosioides L. (essential oil) (CAS No. 8006-99-3)

77. 2,2,2-Trichloroethane-1,1-diol (CAS No.  302-17-0)

78. Chlorine (CAS No. 7782-50-5)

79. Chlorpropamide (*) (CAS No. 94-20-2)

80. 4-Phenylazophenylene-1,3-diamine citrate hydrochloride (chrysoidine citrate hydrochloride) (CAS No. 5909-04-6)

81. Chlorzoxazone (*) (CAS No. 95-25-0)

82. 2-Chloro-6-methylpyrimidin-4-yldimethylamine (crimidine-ISO) (CAS No. 535-89-7)

83. Chlorprothixene (*) and its salts (CAS No. 113-59-7)

84. Clofenamide (*) (CAS No. 671-95-4)

85. N,N-bis(2-chloroethyl)methylamine N-oxide and its salts (CAS No. 126-85-2)

86. Chlormethine (*) and its salts (CAS No. 51-75-2)

87. Cyclophosphamide (*) and its salts (CAS No. 50-18-0)

88. Mannomustine (*) and its salts (CAS No. 576-68-1)

89. Butanilicaine (*) and its salts (CAS No. 3785-21-5)

90. Chlormezanone (*) (CAS No. 80-77-3)

91. Triparanol (*) (CAS No. 78-41-1) 

92. 2-[2(4-Chlorophenyl)-2-phenylacetyl] indane-1,3-dione (chlorophacinone-ISO) (CAS No. 3691-35-8)

93. Chlorphenoxamine (*) (CAS No. 77-38-3)

94. Phenaglycodol (*) (CAS No. 79-93-6)

95. Chloroethane (CAS No. 75-00-3)

96. Chromium; chromic acid and its salts (CAS No. 7440-47-3)

97. Claviceps purpurea Tul., its alkaloids and galenical preparations (CAS No. 84775-56-4)

98. Conium maculatum L. (fruit, powder, galenical preparations (CAS No. 85116-75-2)

99. Glycyclamide (*) (CAS No. 664-95-9)

100. Cobalt benzenesulphonate (CAS No. 23384-69-2)

101. Colchicine, its salts and derivatives (CAS No. 64-86-8)

102. Colchicoside and its derivatives (CAS No. 477-29-2)

103. Colchicum autumnale L. and its galenical preparations (CAS No. 84696-03-7)

104. Convallatoxin (CAS No. 508-75-8)

105. Anamirta cocculus L. (fruit) 

106. Croton tiglium L. (oil) (CAS No. 8001-28-3)

107. 1-Butyl-3-(N-crotonoylsulphanilyl)urea (CAS No. 52964-42-8)

108. Curare and curarine (CAS No. 8063-06-7/22260-42-0)

109. Synthetic curarizants

110. Hydrogen cyanide and its salts (CAS No. 74-90-8)

111. Feclemine (*); 2-(alpha-Cyclohexylbenzyl)- N,N,N',N'-tetraethyl-1,3-propanediamine (CAS No. 3590-16-7)

112. Cyclomenol (*) and its salts (CAS No. 5591-47-9)

113. Sodium hexacyclonate (*) (CAS No. 7009-49-6)

114. Hexapropymate (*) (CAS No. 358-52-1)

115. O,O'-Diacetyl-N-allyl-N-normorphine (CAS No. 2748-74-5)

116. Pipazetate (*) and its salts (CAS No. 2167-85-3)

117. 5-(α,β-Dibromophenethyl)-5-methylhydantoin (CAS No. 511-75-1)

118. N,N'-Pentamethylenebis (trimethylammonium salts), e.g. pentamethonium bromide (*) (CAS No. 541-20-8)

119. N,N'-[(Methylimino)diethylene]bis(ethyldimethylammonium) salts,e.g. azamethonium bromide (*) (CAS No. 306-53-6)

120. Cyclarbamate (*) (CAS No. 5779-54-4)

121. Clofenotane (*); DDT (ISO) (CAS No. 50-29-3)

122. N,N'-Hexamethylenebis(trimethylammonium) salts, e.g. hexamethonium bromide (*) (CAS No. 55-97-0)

123. Dichloroethanes (ethylene chlorides) e.g. 1,2-Dichloroethane (CAS No. 107-06-2)

124. Dichloroethylenes (acetylene chlorides) e.g. Vinylidene chloride (1,1-Dichloroethylene) (CAS No. 75-35-4)

125. Lysergide (*) and its salts (CAS No. 50-37-3)

126. 2-Diethylaminoethyl-3-hydroxy-4-phenylbenzoate and its salts (CAS No. 3572-52-9)

127. Cinchocaine (*) and its salts (CAS No. 85-79-0)

128. 3-Diethylaminopropyl cinnamate (CAS No. 538-66-9)

129. O,O'-Diethyl-O-4-nitrophenyl phosphorothioate (parathion-lSO) (CAS No. 56-38-2)

130. [Oxalylbis(iminoethylene)]bis[(o-chlorobenzyl)diethylammonium] salts, e. g. ambenonium chloride (*) (CAS No. 115-79-7)

131. Methyprylon (*) and its salts (CAS No. 125-64-4)

132. Digitaline and all heterosides of Digitalis purpurea L. (CAS No. 752-61-4)

133. 7-[2-Hydroxy-3-(2-hydroxyethyl-N-methylamino)propyl]theophylline (xanthinol) (CAS No. 2530-97-4)

134. Dioxethedrin (*) and its salts (CAS No. 497-75-6)

135. Piprocurarium (*) (CAS No. 3562-55-8)

136. Propyphenazone (*) (CAS No. 479-92-5)

137. Tetrabenazine (*) and its salts (CAS No. 58-46-8)

138. Captodiame (*) (CAS No. 486-17-9)

139. Mefeclorazine (*) and its salts (CAS No. 1243-33-0)

140. Dimethylamine (CAS No. 124-40-3)

141. 1,1-Bis(dimethylaminomethyl)propyl benzoate (amydricaine, alypine) and its salts (CAS No. 963-07-5)

142. Methapyrilene (*) and its salts (CAS No. 91-80-5)

143. Metamfepramone (*) and its salts (CAS No. 15351-09-4)

144. Amitriptyline (*) and its salts (CAS No. 50-48-6)

145. Metformin (*) and its salts (CAS No. 657-24-9)

146. Isosorbide dinitrate (*) (CAS No. 87-33-2)

147. Malononitrile (CAS No. 109-77-3)

148. Succinonitrile (CAS No. 110-61-2)

149. Dinitrophenol isomers (CAS No. 51-28-5/329-71-5/573-56-8/25550-58-7)

150. Inproquone (*) (CAS No. 436-40-8)

151. Dimevamide (*) and its salts (CAS No. 60-46-8)

152. Diphenylpyraline (*) and its salts (CAS No. 147-20-6)

153. Sulfinpyrazone (*) (CAS No. 57-96-5)

154. N-(3-Carbamoyl-3,3-diphenylpropyl)-N,N-diisopropylmethyl-ammonium salts, e.g. isopropamide iodide (*) (CAS No. 71-81-8)

155. Benactyzine (*) (CAS No. 302-40-9)

156. Benzatropine (*) and its salts (CAS No. 86-13-5)

157. Cyclizine (*) and its salts (CAS No. 82-92-8)

158. 5,5-Diphenyl-4-imidazolidone (CAS No. 3254-93-1)

159. Probenecid (*) (CAS No. 57-66-9)

160. Disulfiram (*); thiram (*) (CAS No. 97-77-8/137-26-8)

161. Emetine, its salts and derivatives (CAS No. 483-18-1)

162. Ephedrine and its salts (CAS No. 299-42-3)

163. Oxanamide (*) and its derivatives (CAS No. 126-93-2)

164. Eserine or physostigmine and its salts (CAS No. 57-47-6)

165. 4-aminobenzoic acid and its esters, with the free amino group (150-13-0)

166. Choline salts and their esters, e.g. choline chloride (*) (CAS No. 67-48-1)

167. Caramiphen (*) and its salts (CAS No. 77-22-5)

168. Diethyl 4-nitrophenyl phosphate (Paraoxon - ISO) (CAS No. 311-45-5)

169. Metethoheptazine (*) and its salts (CAS No. 509-84-2)

170. Oxpheneridine (*) and its salts (CAS No. 546-32-7)

171. Ethoheptazine (*) and its salts (CAS No. 77-15-6)

172. Metheptazine (*) and its salts (CAS No. 469-78-3)

173. Methylphenidate (*) and its salts  (CAS no. 113-45-1)

174. Doxylamine (*) and its salts (CAS No. 469-21-6) 

175. Tolboxane (*) (CAS No. 2430-46-8)

176. 4-Benzyloxyphenol and 4-ethoxyphenol (CAS No. 103-16-2/ 622-62-8)

177. Parethoxycaine (*) and its salts (CAS No. 94-23-5)

178. Fenozolone (*) (CAS No. 15302-16-6)

179. Glutethimide (*) and its salts (CAS No. 77-21-4)

180. Ethylene oxide (CAS No. 75-21-8)

181. Bemegride (*) and its salts (CAS No. 64-65-3)

182. Valnoctamide (*) (CAS No. 4171-13-5)

183. Haloperidol (*) (CAS No. 52-86-8) 

184. Paramethasone (*) (CAS No. 53-33-8)

185. Fluanisone (*) (CAS No. 1480-19-9)

186. Trifluperidol (*) (CAS No. 749-13-3)

187. Fluoresone (*) (CAS No. 2924-67-6)

188. Fluorouracil (*) (CAS No. 51-21-8)

189. Hydrofluoric acid, its normal salts, its complexes and hydrofluorides with the exception of given in Annex B (CAS No. 7664-39-3)

190. Furfuryltrimethylammonium salts, e.g. furtrethonium iodide (*) (CAS No. 541-64-0)

191. Galantamine (*) (CAS No. 357-70-0)

192. Progestogens

193. 1,2,3,4,5,6-Hexachlorocyclohexane (BHC-ISO) (CAS No. 58-89-9)

194. (1R,4S,5R,8S)-1,2,3,4,10,10-Hexachloro-6,7-epoxy-1,4,4a,5,6,7,8,8a-octahydro-1,4:5,8-dimethano-naphthalene (endrin-ISO) (CAS No. 72-20-8)

195. Hexachloroethane (CAS No. 67-72-1)

196. 1R,4S,5R,8S)-1,2,3,4,10,10-Hexachloro-1,4,4a,5,8,8a- hexahydro-1,4:5,8-dimethanonaphthalene (isodrin-ISO) (CAS No. 465-73-6)

197. Hydrastine, hydrastinine and their salts (CAS No. 118-08-1/6592-85-4)

198. Hydrazides and their salts e.g. Isoniazid (*) (CAS No. 54-85-3)

199. Hydrazine, its derivatives and their salts (CAS No. 302-01-2)

200. Octamoxin (*) and its salts (CAS No. 4684-87-1)

201. Warfarin (*) and its salts (CAS No. 81-81-2)

202. Ethyl bis(4-hydroxy-2-oxo-1-benzopyran-3-yl) acetate and salts of the acid (CAS No. 548-00-5)

203. Methocarbamol (*) (CAS No. 532-03-6)

204. Propatylnitrate (*) (CAS No. 2921-92-8)

205. 4,4'-Dihydroxy-3,3'-(3-methylthiopropylidene) dicoumarin

206. Fenadiazole (*) (CAS No. 1008-65-7)

207. Nitroxoline (*) and its salts (CAS No. 4008-48-4)

208. Hyoscyamine, its salts and derivatives (CAS No. 101-31-5)

209. Hyoscyamus niger L. (leaves, seeds, powder and galenical preparations) (CAS No. 84603-65-6)

210. Pemoline (*) and its salts (CAS No. 2152-34-3)

211. Iodine (CAS No. 7553-56-2)

212. Decamethylenebis(trimethylammonium) salts, e.g. decamethonium bromide (*) (CAS No. 541-22-0)

213. Ipecacuanha (Cephaelis ipecacuanha Brot. and related species) (roots, powder and galenical preparations) (CAS No. 8012-96-2)

214. (2-Isopropylpent4-enoyl)urea (apronalide) (CAS No. 528-92-7)

215. α-Santonin [(3S,5aR,9bS)-3,3a,4,5,5a,9b-hexahydro-3,5a,9-trimethylnaphto [1,2-b] furan-2,8-dione] (CAS No. 481-06-1)

216. Lobelia inflata L. and its galenical preparations (CAS No. 84696-23-1)

217. Lobeline (*) and its salts (CAS No. 90-69-7)

218. Barbiturates

219. Mercury and its compounds, except those special cases included in Part 3 of this standard (CAS No. 7439-97-6). 

220. 3,4,5-Trimethoxyphenethylamine (Mescaline) and its salts (CAS No. 54-04-6)

221. Metaldehyde (CAS No. 9002-91-9)

222. 2-(4-Allyl-2-methoxyphenoxy)-N,N-diethylacetamide and its salts (CAS No. 305-13-5)

223. Coumetarol (*) (CAS No. 4366-18-1)

224. Dextromethorphan (*) and its salts (CAS No. 125-71-3)

225. 2-Methylheptylamine and its salts (CAS No. 540-43-2)

226. Isometheptene (*) and its salts (CAS No. 503-01-5)

227. Mecamylamine (*) (CAS No. 60-40-2)

228. Guaifenesin (*) (CAS No. 93-14-1)

229. Dicoumarol (*) (CAS No. 66-76-2)

230. Phenmetrazine (*), its derivatives and salts (CAS No. 134-49-6)

231. Thiamazole (*) (CAS No. 60-56-0)

232. 3,4-Dihydro-2-methoxy-2-methyl-4-phenyl-2H,5H-pyrano [3,2-c]-[1]benzopyran-5-one (cyclocoumarol) (CAS No. 518-20-7)

233. Carisoprodol (*) (CAS No. 78-44-4)

234. Meprobamate (*) (CAS No. 57-53-4)

235. Tefazoline (*) and its salts (CAS No. 1082-56-0)

236. Arecoline (CAS No. 63-75-2)

237. Poldine metilsulfate (*) (CAS No. 545-80-2	)

238. Hydroxyzine (*) (CAS No. 68-88-2)

239. 2-Naphthol (CAS No. 135-19-3)

240. 1-and 2-Naphthylamines and their salts (CAS No. 134-32-7/91-59-8)

241. 3-(1-Naphthyl)-4-hydroxycoumarin (CAS No. 39923-41-6)

242. Naphazoline (*) and its salts (CAS No. 835-31-4)

243. Neostigmine and its salts (e.g. neostigmine bromide (*)) (CAS No. 114-80-7)

244. Nicotine and its salts (CAS No. 54-11-5)

245. Amyl nitrites (CAS No. 110-46-3)

246. Inorganic nitrites, with the exception of sodium nitrite (CAS No. 14797-65-0)

247. Nitrobenzene (CAS No. 98-95-3)

248. Nitrocresols and their alkali metal salts (CAS No. 12167-20-3)

249. Nitrofurantoin (*) (CAS No. 67-20-9)

250. Furazolidone (*) (CAS No. 67-45-8)

251. Nitroglycerin; Propane-1,2,3-triyl trinitrate (CAS No. 55-63-0)

252. Acenocoumarol (*) (CAS No. 152-72-7)

253. Alkali pentacyanonitrosylferrate (2-) e.g. sodium nitroprusside (CAS No. 14402-89-2/13755-38-9)

254. Nitrostilbenes, their homologues and their derivatives

255. Noradrenaline and its salts (CAS No. 51-41-2)

256. Noscapine (*) and its salts (CAS No. 128-62-1)

257. Guanethidine (*) and its salts (CAS No. 55-65-2)

258. Oestrogens

259. Oleandrin (CAS No. 465-16-7)

260. Chlortalidone (*) (CAS No. 77-36-1)

261. Pelletierine and its salts (CAS No. 2858-66-4/4396-01-4)

262. Pentachloroethane (CAS No. 76-01-7)

263. Pentaerithrityl tetranitrate (*) (CAS No. 78-11-5)

264. Petrichloral (*) (CAS No. 78-12-6)

265. Octamylamine (*) and its salts (CAS No. 502-59-0)

266. Picric acid (CAS No. 88-89-1)

267. Phenacemide (*) (CAS No. 63-98-9)

268. Difencloxazine (*) (CAS No. 5617-26-5)

269. 2-Phenylindan-1,3-dione (phenindione (*)) (CAS No. 83-12-5)

270. Ethylphenacemide (pheneturide (*)) (CAS No. 90-49-3)

271. Phenprocoumon (*) (CAS No. 435-97-2)

272. Fenyramidol (*) (CAS No. 553-69-5)

273. Triamterene (*) and its salts (CAS No. 396-01-0)

274. Tetraethyl pyrophosphate; TEPP (ISO) (CAS No. 107-49-3)

275. Tritolyl phosphate (CAS No. 1330-78-5)

276. Psilocybine (*) (CAS No. 520-52-5)

277. Phosphorus and metal phosphides (CAS No. 7723-14-0)

278. Thalidomide (*) and its salts (CAS No. 50-35-1)

279. Physostigma venenosum Balf. (CAS No. 89958-15-6)

280. Picrotoxin (CAS No. 124-87-8)

281. Pilocarpine and its salts (CAS No. 92-13-7)

282. α-Piperidin-2-ylbenzyl acetate, laevorotatory threoform (levofacetoperane (*)) and its salts (CAS No. 24558-01-8)

283. Pipradrol (*) and its salts (CAS No. 467-60-7)

284. Azacyclonol (*) and its salts (CAS No. 115-46-8)

285. Bietamiverine (*) (CAS No. 479-81-2)

286. Butopiprine (*) and its salts (CAS No. 55837-15-5)

287. Lead and its compounds (CAS No. 7439-92-1)

288. Coniine (CAS No. 458-88-8)

289. Prunus laurocerasus L. (‘cherry laurel water’) (CAS No. 89997-54-6)

290. Metyrapone (*) (CAS No. 54-36-4)

291. Radioactive substances

292. Juniperus sabina L. (leaves, essential oil and galenical preparations) (CAS No. 90046-04-1)

293. Hyoscine, its salts and derivatives (CAS No. 51-34-3)

294. Gold salts

295. Selenium and its compounds with the exception of selenium disulphide under the conditions set out under reference No 51 in Annex B. (CAS No. 7782-49-2)

296. Solanum nigrum L. and its galenical preparations (CAS No. 84929-77-1)

297. Sparteine (*) and its salts (CAS No. 90-39-1)

298. Glucocorticoids (Corticosteroids)

299. Datura stramonium L. and its galenical preparations (CAS No. 84696-08-2)

300. Strophantines, their aglucones and their respective derivatives (CAS No. 11005-63-3)

301. Strophantus species and their galenical preparations

302. Strychnine and its salts (CAS No. 57-24-9)

303. Strychnos species and their galenical preparations

304. Narcotics, natural and synthetic: All substances listed in Tables I and II of the Single Convention on Narcotic Drugs signed in New York on 30 March 1961

305. Sulphonamides (sulphanilamide and its derivatives) obtained by substitution of one or more H-atoms of the  -NH2 groups) and their salts

306. Sultiame (*) (CAS No. 61-56-3)

307. Neodymium and its salts (CAS No. 7440-00-8)

308. Thiotepa (*) (CAS No. 52-24-4)

309. Pilocarpus jaborandi Holmes and its galenical preparations (CAS No. 84696-42-4)

310. Tellurium and its compounds (CAS No. 13494-80-9)

311. Xylometazoline (*) and its salts (CAS No. 526-36-3)

312. Tetrachloroethylene (CAS No. 127-18-4)

313. Carbon tetrachloride (CAS No. 56-23-5)

314. Hexaethyl tetraphosphate (CAS No. 757-58-4)

315. Thallium and its compounds (CAS No. 7440-28-0)

316. Thevetia neriifolia Juss., glycoside extract (CAS No. 90147-54-9)

317. Ethionamide (*) (CAS No. 536-33-4)

318. Phenothiazine (*) and its compounds (CAS No. 92-84-2)

319. Thiourea and its derivatives, with the exception of the one listed in Annex B (CAS No. 62-56-6)

320. Mephenesin (*) and its esters (CAS No. 59-47-2)

321. Vaccines, toxins or Blood serums used as immunological medicinal products

322. Tranylcypromine (*) and its salts (CAS No. 155-09-9)

323. Trichloronitromethane (chloropicrine) (CAS No. 76-06-2)

324. 2,2,2-Tribromoethanol (tribromoethyl alcohol) (CAS No. 75-80-9)

325. Trichlormethine (*) and its salts  (CAS No.   555-77-1 / 817-09-4 / 6138-32-5)

326. Tretamine (*) (CAS No. 51-18-3)

327. Gallamine triethiodide (*) (CAS No. 65-29-2)

328. Urginea scilla Steinh. and its galenical preparations (CAS No. 84650-62-4)

329. Veratrine, its salts and galenical preparations (CAS No. 8051-02-3)

330. Schoenocaulon officinale Lind. (seeds and galenical preparations) (CAS No. 84604-18-2)

331. Veratrum Spp. and their preparations (CAS No. 90131-91-2)

332. Vinyl chloride monomer (CAS No. 75-01-4)

333. Ergocalciferol (*) and cholecalciferol (vitamins D2 and D3) (CAS No. 50-14-6/67-97-0)

334. Salts of O-alkyldithiocarbonic acids (xanthates)

335. Yohimbine and its salts (CAS No. 146-48-5)

336. Dimethyl sulfoxide (*) (CAS No. 67-68-5)

337. Diphenhydramine (*) and its salts (CAS No. 58-73-1 / 147-24-0 / 88637-37-0)

338. 4-tert-Butylphenol (CAS No. 98-54-4)

339. 4-tert-Butylpyrocatechol (CAS No. 98-29-3)

340. Dihydrotachysterol (*) (CAS No. 67-96-9)

341. Dioxane (CAS No. 123-91-1)

342. Morpholine and its salts (CAS No. 110-91-8)

343. Pyrethrum album L. and its galenical preparations

344. 2-[4-Methoxybenzyl-N-(2-pyridyl)amino]ethyldimethylamine maleate (Mepyramine maleate; pyrilamine maleate) (CAS No. 59-33-6)

345. Tripelennamine (*) (CAS No. 91-81-6)

346. Tetrachlorosalicylanilides (CAS No. 7426-07-5)

347. Dichlorosalicylanilides (CAS No. 1147-98-4)

348. Tetrabromosalicylanilides

349. Dibromosalicylanilides

350. Bithionol (*) (CAS No. 97-18-7)

351. Thiuram monosulphides (CAS No. 97-74-5)

352. Dimethylformamide (N,N-Dimethylformamide) (CAS No. 68-12-2)

353. 4-Phenylbut-3-en-2-one (Benzylidene acetone) (CAS No. 122-57-6)

354. Benzoates of 4-hydroxy-3-methoxycinnamyl alcohol (coniferyl alcohol) except for normal content in natural essences used

355. Furocoumarines (e.g. trioxysalen (*), 8-methoxypsoralen, 5-methoxypsoralen) except for normal content in natural essences used. 

	In sun protection and in bronzing products, furocoumarines shall be below 1 mg/kg. (CAS No. 3902-71-4/298-81-7/484-20-8)

356. Oil from the seeds of Laurus nobilis L. (CAS No. 84603-73-6)

357. Safrole except for normal content in the natural essences used and provided the concentration does not exceed: (CAS No. 94-59-7) 100 ppm in the finished product, 50 ppm in products for dental and oral hygiene, and provided that Safrole is not present in toothpastes intended specifically for children

358. 5,5'-Di-isopropyl-2,2'-dimethylbiphenyl-4,4'-diyl dihypoiodite (thymol iodide) (CAS No. 552-22-7)

359. 3'-Ethyl-5',6',7',8'-tetrahydro-5',5',8',8'-tetramethyl-2'-acetonaphthone or 7-acetyl-6-ethyl-1,1,4,4-tetramethyl-1,2,3,4-tetrahydronaphtalen (AETT; Versalide) (CAS No. 88-29-9)

360. O-phenylenediamine and its salts (CAS No. 95-54-5)

361. 4-methyl-m-phenylenediamine (Toluene-2,4-diamine) and its salts. (CAS No. 95-80-7)

362. Aristolochic acid and its salts; Aristolochia spp. and their preparations (CAS No. 475-80-9/313-67-7/15918-62-4)

363. Chloroform (CAS No. 67-66-3)

364. 2,3,7,8-Tetrachlorodibenzo-p-dioxin (TCDD) (CAS No. 1746-01-6)

365. 2,6-Dimethyl-1,3-dioxan-4-yl acetate (Dimethoxane) (CAS No. 828-00-2)

366. Pyrithione sodium (INNM) (CAS No. 3811-73-2)

367. N-(Trichloromethylthio)-4-cyclohexene-1,2-dicarboximide (captan - ISO) (CAS No. 133-06-2)

368. 2,2'-Dihydroxy-3,3',5,5',6,6'-hexachlorodiphenylmethane (hexachlorophene (*)) (CAS No. 70-30-4)

369. 6-(Piperidinyl)-2,4-pyrimidinediamine 3-oxide (minoxidil (*)) and its salts (CAS No. 38304-91-5)

370. 3,4',5-Tribromosalicylanilide (Tribromsalan (*)) (CAS No. 87-10-5)

371. Phytolacca spp. and their preparations (CAS No. 65497-07-6/60820-94-2)

372. Tretinoin (*) (retinoic acid and its salts) (CAS No. 302-79-4)

373. 1-Methoxy-2,4-diaminobenzene (2,4-diaminoanisole - CI 76050) and  its salts (CAS No. 615-05-4)

374. 1-Methoxy-2,5-diaminobenzene (2,5-diaminoanisole) and  itssalts (CAS No. 5307-02-8)

375. Colouring agent CI 12140 (CAS No. 3118-97-6)

376. Colouring agent CI 26105 (Solvent Red 24) (CAS No. 85-83-6)

377. Colouring agent CI 42555 (Basic Violet 3) (CAS No. 548-62-9)

	Colouring agent CI 42555-1 (CAS No. 467-63-0)

	Colouring agent CI 42555-2

378. Amyl 4-dimethylaminobenzoate, mixed isomers (Padimate A) (*) (CAS No. 14779-78-3)

379. 2-Amino-4-nitrophenol (CAS No. 99-57-0)

380. 2-Amino-5-nitrophenol (CAS No. 121-88-0)

381. 11-α-Hydroxypregn-4-ene-3,20-dione and its esters (CAS No. 80-75-1)

382.  Colouring agent CI 42640 ([4-[[4-(Dimethylamino)phenyl][4-[ethyl(3-sulphonatobenzyl)amino]phenyl]methylene]cyclohexa-2,5-dien-1-ylidene](ethyl)(3-sulphonatobenzyl)ammonium, sodium salt) (CAS No 1694-09-3)

383. Colouring agent CI 13065 (CAS No. 587-98-4)

384. Colouring agent CI 42535 (Basic Violet 1) (CAS No. 8004-87-3)

385. Colouring agent CI 61554 (Solvent Blue 35) (CAS No. 17354-14-2)

386. Anti-androgens of steroidal structure

387. Zirconium and its compounds, with the exception of the substances listed under reference number 52 in Annex B, and the zirconium lakes, pigments or salts of the colouring agents when listed in Part 1 of IS 4707. (CAS No. 7440-67-7)

388. Acetonitrile (CAS No. 75-05-8)

389. Tetrahydrozoline (Tetryzoline (*)) and its salts  (CAS No.  84-22-0 / 522-48-5 / 33067-94-6)

390. Hydroxy-8-quinoline and its sulphate bis(8-hydroxyquinolinium) sulphate, except for the uses of the sulphate provided for in No 53 in Annex B (CAS No. 148-24-3/134-31-6)

391. Dithio-2,2-bispyridine-dioxide 1,1' (additive with trihydrated magnesium sulphate) - (pyrithione disulphide + magnesium sulphate) (CAS No. 43143-11-9)

392. Colouring agent CI 12075 (Pigment Orange 5) and its lakes, pigments and salts (CAS No. 3468-63-1)

393. Colouring agent CI 45170 and CI 45170:1 (Basic Violet 10) (CAS No. 81-88-9/509-34-2)

394. Lidocaine (*) (CAS No. 137-58-6)

395. 1,2-epoxybutane (CAS No. 106-88-7)

396. Colouring agent CI 15585 (CAS No. 5160-02-1/2092-56-0)

397. Strontium lactate (CAS No. 29870-99-3)

398. Strontium nitrate (CAS No. 10042-76-9)

399. Strontium polycarboxylate

400. Pramocaine (*) (CAS No. 140-65-8)

401. 4-ethoxy-m-phenylenediamine and its salts  (CAS No.  67801-06-3 / 5862-77-1 / 68015-98-5 / 6219-69-8)

402. 2,4-diaminophenylethanol and its salts (CAS No. 14572-93-1)

403. Pyrocatechol (Catechol) (CAS No. 120-80-9)

404. Pyrogallol (CAS No. 87-66-1)

405. Nitrosamines e.g. Dimethylnitrosoamine; Nitrosodipropylamine; 2,2'-Nitrosoimino)bisethanol (CAS No. 62-75-9/621-64-7/1116-54-7)

406. Secondary alkyl- and alkanolamines and their salts

407. 4-Amino-2-nitrophenol (CAS No. 119-34-6)

408. 2-Methyl-m-phenylenediamine (Toluene-2,6-diamine) (CAS No. 823-40-5)

409. 4-tert.-Butyl-3-methoxy-2,6-dinitrotoluene (Musk Ambrette) (CAS No 83-66-9)

410. Cells, tissues or products of human origin(2)

411. 3,3-Bis(4-hydroxyphenyl)phthalide (Phenolphthalein (*)) (CAS No. 77-09-8)

412. 3-Imidazol-4-ylacrylic acid (Urocanic acid) and its ethyl ester (urocanic acid) (CAS No. 104-98-3/27538-35-8)

413. Crude and refined coal tars (CAS No. 8007-45-2)

414. 1,1,3,3,5-Pentamethyl-4,6-dinitroindane (moskene) (CAS No. 116-66-5)

415. 5-tert.-Butyl-1,2,3-trimethyl-4,6-dinitrobenzene (musk tibetene). (CAS No. 145-39-1)

416.  Alanroot oil (Inula helenium L.) (CAS No. 97676-35-2), when used as a fragrance ingredient.

417. Benzyl cyanide (CAS No. 140-29-4), when used as a fragrance ingredient.

418. Cyclamen alcohol (CAS No. 4756-19-8), when used as a fragrance ingredient. 

419. Diethyl maleate (CAS No. 141-05-9), when used as a fragrance ingredient.

420. 3,4-Dihydrocoumarin (CAS No. 119-84-6), when used as a fragrance ingredient.

421. 2,4-Dihydroxy-3-methylbenzaldehyde (CAS No. 6248-20-0), when used as a fragrance ingredient.

422. 3,7-Dimethyl-2-octen-1-ol (6,7-Dihydrogeraniol) (CAS No. 40607-48-5), when used as a fragrance ingredient.

423. 4,6-Dimethyl-8-tert-butylcoumarin (CAS No. 17874-34-9), when used as a fragrance ingredient.

424. Dimethyl citraconate (CAS No. 617-54-9), when used as a fragrance ingredient.

425. 7,11-Dimethyl-4,6,10-dodecatrien-3-one (Pseudomethylionone) (CAS No. 26651-96-7), when used as a fragrance ingredient.

426. 6,10-Dimethyl-3,5,9-undecatrien-2-one (Pseudoionone) (CAS No. 141-10-6), when used as a fragrance ingredient.

427. Diphenylamine (CAS No. 122-39-4), when used as a fragrance ingredient.

428. Ethyl acrylate (CAS No. 140-88-5), when used as a fragrance ingredient.

429. Fig leaf absolute (Ficus carica L.) (CAS No. 68916-52-9), when used as a fragrance ingredient.

430. trans-2-Heptenal (CAS No. 18829-55-5), when used as a fragrance ingredient.

431. trans-2-Hexenal diethyl acetal (CAS No. 67746-30-9), when used as a fragrance ingredient.

432. trans-2-Hexenal dimethyl acetal (CAS No. 18318-83-7), when used as a fragrance ingredient.

433. Hydroabietyl alcohol (CAS No. 13393-93-6), when used as a fragrance ingredient.

434. 6-Isopropyl-2-decahydronaphthalenol (CAS No. 34131-99-2), when used as a fragrance ingredient.

435. 7-Methoxycoumarin (CAS No. 531-59-9), when used as a fragrance ingredient.

436. 4-(4-Methoxyphenyl)-3-butene-2-one (Anisylidene acetone) (CAS No. 943-88-4), when used as a fragrance ingredient.

437. 1-(4-Methoxyphenyl)-1-penten-3-one (alpha-Methylanisylideneacetone) (CAS No. 104-27-8), when used as a fragrance ingredient.

438. Methyl trans-2-butenoate (CAS No. 623-43-8), when used as a fragrance ingredient.

439. 7-Methylcoumarin (CAS No. 2445-83-2), when used as a fragrance ingredient.

440. 5-Methyl-2,3-hexanedione (Acetyl isovaleryl) (CAS No. 13706-86-0), when used as a fragrance ingredient.

441. 2-Pentylidenecyclohexanone (CAS No. 25677-40-1), when used as a fragrance ingredient.

442. 3,6,10-Trimethyl-3,5,9-undecatrien-2-one (Pseudo- Isomethyl ionone) (CAS No. 1117-41-5), when used as a fragrance ingredient.

443. Verbena essential oils (Lippia citriodora Kunth.) and derivatives other than absolute (CAS No. 8024-12-2), when used as a fragrance ingredient.

444. 6-(2-Chloroethyl)-6-(2-methoxyethoxy)-2,5,7,10-tetraoxa-6-silaundecane (CAS No. 37894-46-5)

445. Cobalt dichloride (CAS No. 7646-79-9)

446. Cobalt sulphate (CAS No. 10124-43-3)

447. Nickel monoxide (CAS No. 1313-99-1)

448. Dinickel trioxide (CAS No. 1314-06-3)

449. Nickel dioxide (CAS No. 12035-36-8)

450.  Trinickel disulphide  (CAS No.  12035-72-2 / 12035-71-1)

451. Tetracarbonylnickel (CAS No. 13463-39-3)

452. Nickel sulphide  (CAS No.   16812-54-7 / 11113-75-0 / 1314-04-1)

453. Potassium bromate (CAS No. 7758-01-2)

454. Carbon monoxide (CAS No. 630-08-0)

455. Buta-1,3-diene, see also entries 461-608 (CAS No. 106-99-0)

456. Isobutane (CAS No. 75-28-5), if it contains ≥ 0.1 percent w/w Butadiene

457. Butane (CAS No. 106-97-8), if it contains ≥ 0.1 percent w/w Butadiene

458. Gases (petroleum), C3-4 (CAS No. 68131-75-9), if they contain > 0.1 percent w/w Butadiene

459. Tail gas (petroleum), catalytic cracked distillate and catalytic cracked naphtha fractionation absorber (CAS No. 68307-98-2), if it contains > 0.1 percent w/w Butadiene

460. Tail gas (petroleum), catalytic polymn. naphtha fractionation stabiliser (CAS No. 68307-99-3), if it contains > 0.1 percent w/w Butadiene

461. Tail gas (petroleum), catalytic reformed naphtha fractionation stabiliser, hydrogen sulfide-free (CAS No. 68308-00-9), if it contains > 0.1 percent w/w Butadiene

462. Tail gas (petroleum), cracked distillate hydrotreater stripper (CAS No. 68308-01-0), if it contains > 0.1 percent w/w Butadiene

463. Tail gas (petroleum), gas oil catalytic cracking absorber (CAS No. 68308-03-2), if it contains > 0.1 percent w/w Butadiene

464. Tail gas (petroleum), gas recovery plant (CAS No. 68308-04-3), if it contains > 0.1 percent w/w Butadiene

465. Tail gas (petroleum), gas recovery plant deethaniser (CAS No. 68308-05-4), if it contains > 0.1 percent w/w Butadiene

466. Tail gas (petroleum), hydrodesulfurised distillate and hydrodesulfurised naphtha fractionator, acid-free (CAS No. 68308-06-5), if it contains > 0.1 percent w/w Butadiene

467. Tail gas (petroleum), hydrodesulfurised vacuum gas oil stripper, hydrogen sulfide-free (CAS No. 68308-07-6), if it contains > 0.1 percent w/w Butadiene

468. Tail gas (petroleum), isomerised naphtha fractionation stabiliser (CAS No. 68308-08-7), if it contains > 0.1 percent w/w Butadiene

469. Tail gas (petroleum), light straight-run naphtha stabiliser, hydrogen sulfide-free (CAS No. 68308-09-8), if it contains > 0.1 percent w/w Butadiene

470. Tail gas (petroleum), straight-run distillate hydrodesulfurised, hydrogen sulfide-free (CAS No. 68308-10-1), if it contains > 0.1 percent w/w Butadiene

471. Tail gas (petroleum), propane-propylene alkylation feed prep deethaniser (CAS No. 68308-11-2), if it contains > 0.1 percent w/w Butadiene

472. Tail gas (petroleum), vacuum gas oil hydrodesulfurised, hydrogen sulphide-free (CAS No. 68308-12-3), if it contains > 0.1 percent w/w Butadiene

473. Gases (petroleum), catalytic cracked overheads (CAS No. 68409-99-4), if they contain > 0.1 percent w/w Butadiene

474. Alkanes, C1-2 (CAS No. 68475-57-0), if they contain > 0.1 percent w/w Butadiene

475. Alkanes, C2-3 (CAS No. 68475-58-1), if they contain > 0.1 percent w/w Butadiene

476. Alkanes, C3-4 (CAS No. 68475-59-2), if they contain > 0.1 percent w/w Butadiene

477. Alkanes, C4-5 (CAS No. 68475-60-5), if they contain > 0.1 percent w/w Butadiene

478. Fuel-gases (CAS No. 68476-26-6), if they contain > 0.1 percent w/w Butadiene

479. Fuel gases, crude oil distillates (CAS No. 68476-29-9), if they contain > 0.1 percent w/w Butadiene

480. Hydrocarbons, C3-4 (CAS No. 68476-40-4), if they contain > 0.1 percent w/w Butadiene

481. Hydrocarbons, C4-5 (CAS No. 68476-42-6), if they contain > 0.1 percent w/w Butadiene

482. Hydrocarbons, C2-4, C3-rich (CAS No. 68476-49-3), if they contain > 0.1 percent w/w Butadiene

483. Petroleum gases, liquefied (CAS No. 68476-85-7), if they contain > 0.1 percent w/w Butadiene

484. Petroleum gases, liquefied, sweetened (CAS No. 68476-86-8), if they contain > 0.1 percent w/w Butadiene

485. Gases (petroleum), C3-4, isobutane-rich (CAS No. 68477-33-8), if they contain > 0.1 percent w/w Butadiene

486. Distillates (petroleum), C3-6, piperylene-rich (CAS No. 68477-35-0), if they contain > 0.1 percent w/w Butadiene

487. Gases (petroleum), amine system feed (CAS No. 68477-65-6), if they contain > 0.1 percent w/w Butadiene

488. Gases (petroleum), benzene unit hydrodesulfurised off (CAS No. 68477-66-7), if they contain > 0.1 percent w/w Butadiene

489. Gases (petroleum), benzene unit recycle, hydrogen-rich (CAS No. 68477-67-8), if they contain > 0.1 percent w/w Butadiene

490. Gases (petroleum), blend oil, hydrogen-nitrogen-rich (CAS No. 68477-68-9), if they contain > 0.1 percent w/w Butadiene

491. Gases (petroleum), butane splitter overheads (CAS No. 68477-69-0), if they contain > 0.1 percent w/w Butadiene

492. Gases (petroleum), C2-3 (CAS No. 68477-70-3), if they contain > 0.1 percent w/w Butadiene

493. Gases (petroleum), catalytic-cracked gas oil depropaniser bottoms, C4-rich acid-free (CAS No. 68477-71-4), if they contain > 0.1 percent w/w Butadiene

494. Gases (petroleum), catalytic-cracked naphtha debutaniser bottoms, C3-5-rich (CAS No. 68477-72-5), if they contain > 0.1 percent w/w Butadiene

495. Gases (petroleum), catalytic cracked naphtha depropaniser overhead, C3-rich acid-free (CAS No. 68477-73-6), if they contain > 0.1 percent w/w Butadiene

496. Gases (petroleum), catalytic cracker (CAS No. 68477-74-7), if they contain > 0.1 percent w/w Butadiene

497. Gases (petroleum), catalytic cracker, C1-5-rich (CAS No. 68477-75-8), if they contain > 0.1 percent w/w Butadiene

498. Gases (petroleum), catalytic polymd. naphtha stabiliser overhead, C2-4-rich (CAS No. 68477-76-9), if they contain > 0.1 percent w/w Butadiene

499. Gases (petroleum), catalytic reformed naphtha stripper overheads (CAS No. 68477-77-0), if they contain > 0.1 percent w/w Butadiene

500. Gases (petroleum), catalytic reformer, C1-4-rich (CAS No. 68477-79-2), if they contain > 0.1 percent w/w Butadiene

501. Gases (petroleum), C6-8 catalytic reformer recycle (CAS No. 68477-80-5), if they contain > 0.1 percent w/w Butadiene

502. Gases (petroleum), C6-8 catalytic reformer (CAS No. 68477-81-6), if they contain > 0.1 percent w/w Butadiene

503. Gases (petroleum), C6-8 catalytic reformer recycle, hydrogen-rich (CAS No. 68477-82-7), if they contain > 0.1 percent w/w Butadiene

504. Gases (petroleum), C3-5 olefinic-paraffinic alkylation feed (CAS No. 68477-83-8), if they contain > 0.1 percent w/w Butadiene

505. Gases (petroleum), C2-return stream (CAS No. 68477-84-9), if they contain > 0.1 percent w/w Butadiene

506. Gases (petroleum), C4-rich (CAS No. 68477-85-0), if they contain > 0.1 percent w/w Butadiene

507. Gases (petroleum), deethaniser overheads (CAS No. 68477-86-1), if they contain > 0.1 percent w/w Butadiene

508. Gases (petroleum), deisobutaniser tower overheads (CAS No. 68477-87-2), if they contain > 0.1 percent w/w Butadiene

509. Gases (petroleum), depropaniser dry, propene-rich (CAS No. 68477-90-7), if they contain > 0.1 percent w/w Butadiene

510. Gases (petroleum), depropaniser overheads (CAS No. 68477-91-8), if they contain > 0.1 percent w/w Butadiene

511. Gases (petroleum), dry sour, gas-concn.-unit-off (CAS No. 68477-92-9), if they contain > 0.1 percent w/w Butadiene

512. Gases (petroleum), gas concn. reabsorber distn. (CAS No. 68477-93-0), if they contain > 0.1 percent w/w Butadiene

513. Gases (petroleum), gas recovery plant depropaniser overheads (CAS No. 68477-94-1), if they contain > 0.1 percent w/w Butadiene

514. Gases (petroleum), Girbatol unit feed (CAS No. 68477-95-2), if they contain > 0.1 percent w/w Butadiene

515. Gases (petroleum), hydrogen absorber off (CAS No. 68477-96-3), if they contain > 0.1 percent w/w Butadiene

516. Gases (petroleum), hydrogen-rich (CAS No. 68477-97-4), if they contain > 0.1 percent w/w Butadiene

517. Gases (petroleum), hydrotreater blend oil recycle, hydrogen-nitrogen-rich (CAS No. 68477-98-5), if they contain > 0.1 percent w/w Butadiene

518. Gases (petroleum), isomerised naphtha fractionator, C4-rich, hydrogen sulfide-free (CAS No. 68477-99-6), if they contain > 0.1 percent w/w Butadiene

519. Gases (petroleum), recycle, hydrogen-rich (CAS No. 68478-00-2), if they contain > 0.1 percent w/w Butadiene

520. Gases (petroleum), reformer make-up, hydrogen-rich (CAS No. 68478-01-3), if they contain > 0.1 percent w/w Butadiene

521. Gases (petroleum), reforming hydrotreater (CAS No. 68478-02-4), if they contain > 0.1 percent w/w Butadiene

522. Gases (petroleum), reforming hydrotreater, hydrogen-methane-rich (CAS No. 68478-03-5), if they contain > 0.1 percent w/w Butadiene

523. Gases (petroleum), reforming hydrotreater make-up, hydrogen-rich (CAS No. 68478-04-6), if they contain > 0.1 percent w/w Butadiene

524. Gases (petroleum), thermal cracking distn. (CAS No. 68478-05-7), if they contain > 0.1 percent w/w Butadiene

525. Tail gas (petroleum), catalytic cracked clarified oil and thermal cracked vacuum residue fractionation reflux drum (CAS No. 68478-21-7), if it contains > 0.1 percent w/w Butadiene

526. Tail gas (petroleum), catalytic cracked naphtha stabilisation absorber (CAS No. 68478-22-8), if it contains > 0.1 percent w/w Butadiene

527. Tail gas (petroleum), catalytic cracker, catalytic reformer and hydrodesulfurised combined fractionater (CAS No. 68478-24-0), if it contains > 0.1 percent w/w Butadiene

528. Tail gas (petroleum), catalytic cracker refractionation absorber (CAS No. 68478-25-1), if it contains > 0.1 percent w/w Butadiene

529. Tail gas (petroleum), catalytic reformed naphtha fractionation stabiliser (CAS No. 68478-26-2), if it contains > 0.1 percent w/w Butadiene

530. Tail gas (petroleum), catalytic reformed naphtha separator (CAS No. 68478-27-3), if it contains > 0.1 percent w/w Butadiene

531. Tail gas (petroleum), catalytic reformed naphtha stabiliser (CAS No. 68478-28-4), if it contains > 0.1 percent w/w Butadiene

532. Tail gas (petroleum), cracked distillate hydrotreater separator (CAS No. 68478-29-5), if it contains > 0.1 percent w/w Butadiene

533. Tail gas (petroleum), hydrodesulfurised straight-run naphtha separator (CAS No. 68478-30-8), if it contains > 0.1 percent w/w Butadiene

534. Tail gas (petroleum), saturate gas plant mixed stream, C4-rich (CAS No. 68478-32-0), if it contains > 0.1 percent w/w Butadiene

535. Tail gas (petroleum), saturate gas recovery plant, C1-2-rich (CAS No. 68478-33-1), if it contains > 0.1 percent w/w Butadiene

536. Tail gas (petroleum), vacuum residues thermal cracker (CAS No. 68478-34-2), if it contains > 0.1 percent w/w Butadiene

537. Hydrocarbons, C3-4-rich, petroleum distillate (CAS No. 68512-91-4), if they contain > 0.1 percent w/w Butadiene

538. Gases (petroleum), catalytic reformed straight-run naphtha stabiliser overheads (CAS No. 68513-14-4), if they contain > 0.1 percent w/w Butadiene

539. Gases (petroleum), full-range straight-run naphtha dehexaniser off (CAS No. 68513-15-5), if they contain > 0.1 percent w/w Butadiene

540. Gases (petroleum), hydrocracking depropaniser off, hydrocarbon-rich (CAS No. 68513-16-6), if they contain > 0.1 percent w/w Butadiene

541. Gases (petroleum), light straight-run naphtha stabiliser off (CAS No. 68513-17-7), if they contain > 0.1 percent w/w Butadiene

542. Gases (petroleum), reformer effluent high-pressure flash drum off (CAS No. 68513-18-8), if they contain > 0.1 percent w/w Butadiene

543. Gases (petroleum), reformer effluent low-pressure flash drum off (CAS No. 68513-19-9), if they contain > 0.1 percent w/w Butadiene

544. Residues (petroleum), alkylation splitter, C4-rich (CAS No. 68513-66-6), if they contain > 0.1 percent w/w Butadiene

545. Hydrocarbons, C1-4 (CAS No. 68514-31-8), if they contain > 0.1 percent w/w Butadiene.

546. Hydrocarbons, C1-4, sweetened (CAS No. 68514-36-3), if they contain > 0.1 percent w/w Butadiene

547. Gases (petroleum), oil refinery gas distn. off (CAS No. 68527-15-1), if they contain > 0.1 percent w/w Butadiene

548. Hydrocarbons, C1-3 (CAS No. 68527-16-2), if they contain > 0.1 percent w/w Butadiene

549. Hydrocarbons, C1-4, debutanizer fraction (CAS No. 68527-19-5), if they contain > 0.1 percent w/w Butadiene

550. Gases (petroleum), benzene unit hydrotreater depentaniser overheads (CAS No. 68602-82-4), if they contain > 0.1 percent w/w Butadiene

551. Gases (petroleum), C1-5, wet (CAS No. 68602-83-5), if they contain > 0.1 percent w/w Butadiene

552.  Gases (petroleum), secondary absorber off, fluidised catalytic cracker overheads fractionator (CAS No. 68602-84-6), if they contain > 0.1 percent w/w Butadiene

553. Hydrocarbons, C2-4 (CAS No. 68606-25-7), if they contain > 0.1 percent w/w Butadiene

554. Hydrocarbons, C3 (CAS No. 68606-26-8), if they contain > 0.1 percent w/w Butadiene

555. Gases (petroleum), alkylation feed (CAS No. 68606-27-9), if they contain > 0.1 percent w/w Butadiene

556. Gases (petroleum), depropaniser bottoms fractionation off (CAS No. 68606-34-8), if they contain > 0.1 percent w/w Butadiene

557. Petroleum products, refinery gases (CAS No. 68607-11-4), if they contain > 0.1 percent w/w Butadiene

558. Gases (petroleum), hydrocracking low-pressure separator (CAS No. 68783-06-2), if they contain > 0.1 percent w/w Butadiene

559. Gases (petroleum), refinery blend (CAS No. 68783-07-3), if they contain > 0.1 percent w/w Butadiene

560. Gases (petroleum), catalytic cracking (CAS No. 68783-64-2), if they contain > 0.1 percent w/w Butadiene

561. Gases (petroleum), C2-4, sweetened (CAS No. 68783-65-3), if they contain > 0.1 percent w/w Butadiene

562. Gases (petroleum), refinery (CAS No. 68814-67-5), if they contain > 0.1 percent w/w Butadiene

563. Gases (petroleum), platformer products separator off (CAS No. 68814-90-4), if they contain > 0.1 percent w/w Butadiene

564. Gases (petroleum), hydrotreated sour kerosine depentaniser stabiliser off (CAS No. 68911-58-0), if they contain > 0.1 percent w/w Butadiene

565. Gases (petroleum), hydrotreated sour kerosine flash drum (CAS No. 68911-59-1), if they contain > 0.1 percent w/w Butadiene

566. Gases (petroleum), crude oil fractionation off (CAS No. 68918-99-0), if they contain > 0.1 percent w/w Butadiene

567. Gases (petroleum), dehexaniser off (CAS No. 68919-00-6), if they contain > 0.1 percent w/w Butadiene

568. Gases (petroleum), distillate unifiner desulfurisation stripper off (CAS No. 68919-01-7), if they contain > 0.1 percent w/w Butadiene

569. Gases (petroleum), fluidised catalytic cracker fractionation off (CAS No. 68919-02-8) if they contain > 0.1 percent w/w Butadiene

570. Gases (petroleum), fluidised catalytic cracker scrubbing secondary absorber off (CAS No. 68919-03-9), if they contain > 0.1 percent w/w Butadiene

571. Gases (petroleum), heavy distillate hydrotreater desulfurisation stripper off (CAS No. 68919-04-0), if they contain > 0.1 percent w/w Butadiene

572. Gases (petroleum), light straight run gasoline fractionation stabiliser off (CAS No. 68919-05-1), if they contain > 0.1 percent w/w Butadiene

573. Gases (petroleum), naphtha unifiner desulfurisation stripper off (CAS No. 68919-06-2), if they contain > 0.1 percent w/w Butadiene

574. Gases (petroleum), platformer stabiliser off, light ends fractionation (CAS No. 68919-07-3), if they contain > 0.1 percent w/w Butadiene

575. Gases (petroleum), preflash tower off, crude distn. (CAS No. 68919-08-4), if they contain > 0.1 percent w/w Butadiene

576. Gases (petroleum), straight-run naphtha catalytic reforming off (CAS No. 68919-09-5), if they contain > 0.1 percent w/w Butadiene

577. Gases (petroleum), straight-run stabiliser off (CAS No. 68919-10-8), if they contain > 0.1 percent w/w Butadiene

578. Gases (petroleum), tar stripper off (CAS No. 68919-11-9), if they contain > 0.1 percent w/w Butadiene

579. Gases (petroleum), unifiner stripper off (CAS No. 68919-12-0), if they contain > 0.1 percent w/w Butadiene

580. Gases (petroleum), fluidised catalytic cracker splitter overheads (CAS No. 68919-20-0), if they contain > 0.1 percent w/w Butadiene

581. Gases (petroleum), catalytic cracked naphtha debutaniser (CAS No. 68952-76-1), if they contain > 0.1 percent w/w Butadiene

582. Tail gas (petroleum), catalytic cracked distillate and naphtha stabiliser (CAS No. 68952-77-2), if it contains > 0.1 percent w/w Butadiene

583. Tail gas (petroleum), catalytic hydrodesulfurised naphtha separator (CAS No. 68952-79-4), if it contains > 0.1 percent w/w Butadiene

584. Tail gas (petroleum), straight-run naphtha hydrodesulfurised (CAS No. 68952-80-7), if it contains > 0.1 percent w/w Butadiene

585. Tail gas (petroleum), thermal-cracked distillate, gas oil and naphtha absorber (CAS No. 68952-81-8), if it contains > 0.1 percent w/w Butadiene

586. Tail gas (petroleum), thermal cracked hydrocarbon fractionation stabiliser, petroleum coking (CAS No. 68952-82-9), if it contains > 0.1 percent w/w Butadiene

587. Gases (petroleum), light steam-cracked, butadiene conc. (CAS No. 68955-28-2), if they contain > 0.1 percent w/w Butadiene

588. Gases (petroleum), sponge absorber off, fluidised catalytic cracker and gas oil desulfuriser overhead fractionation (CAS No. 68955-33-9), if they contain > 0.1 percent w/w Butadiene

589. Gases (petroleum), straight-run naphtha catalytic reformer stabiliser overhead (CAS No. 68955-34-0), if they contain > 0.1 percent w/w Butadiene

590. Gases (petroleum), crude distn. and catalytic cracking (CAS No. 68989-88-8), if they contain > 0.1 percent w/w Butadiene

591. Hydrocarbons, C4 (CAS No. 87741-01-3), if they contain > 0.1 percent w/w Butadiene

592. Alkanes, C1-4, C3-rich (CAS No. 90622-55-2), if they contain > 0.1 percent w/w Butadiene

593. Gases (petroleum), gas oil diethanolamine scrubber off (CAS No. 92045-15-3), if they contain > 0.1 percent w/w Butadiene

594. Gases (petroleum), gas oil hydrodesulfurisation effluent (CAS No. 92045-16-4), if they contain > 0.1 percent w/w Butadiene

595. Gases (petroleum), gas oil hydrodesulfurisation purge (CAS No. 92045-17-5), if they contain > 0.1 percent w/w Butadiene

596. Gases (petroleum), hydrogenator effluent flash drum off (CAS No. 92045-18-6), if they contain > 0.1 percent w/w Butadiene

597. Gases (petroleum), naphtha steam cracking high-pressure residual (CAS No. 92045-19-7), if they contain > 0.1 percent w/w Butadiene

598. Gases (petroleum), residue visbreaking off (CAS No. 92045-20-0), if they contain > 0.1 percent w/w Butadiene

599. Gases (petroleum), steam-cracker C3-rich (CAS No. 92045-22-2), if they contain > 0.1 percent w/w Butadiene

600. Hydrocarbons, C4, steam-cracker distillate (CAS No. 92045-23-3), if they contain > 0.1 percent w/w Butadiene

601. Petroleum gases, liquefied, sweetened, C4 fraction (CAS No. 92045-80-2), if they contain > 0.1 percent w/w Butadiene

602. Hydrocarbons, C4, 1,3-butadiene- and isobutene-free (CAS No. 95465-89-7), if they contain > 0.1 percent w/w Butadiene

603. Raffinates (petroleum), steam-cracked C4 fraction cuprous ammonium acetate extn., C3-5 and C3-5 unsatd., butadiene-free (CAS No. 97722-19-5), if they contain > 0.1 percent w/w Butadiene

604. Benzo[def]chrysene (benzo[a]pyrene) (CAS No. 50-32-8)

605. Pitch, coal tar-petroleum (CAS No. 68187-57-5), if it contains > 0.005 percent w/w benzo[a]pyrene

606. Distillates (coal-petroleum), condensed-ring arom. (CAS No. 68188-48-7), if they contain > 0.005 percent w/w benzo[a]pyrene

607. Creosote oil, acenaphthene fraction, acenaphthene-free (CAS No. 90640-85-0), if it contains > 0.005 percent w/w benzo[a]pyrene

608. Pitch, coal tar, low-temp. (CAS No. 90669-57-1), if it contains > 0.005 percent w/w benzo[a]pyrene

609. Pitch, coal tar, low-temp., heat-treated (CAS No. 90669-58-2), if it contains > 0.005 percent w/w benzo[a]pyrene

610. Pitch, coal tar, low-temp., oxidised (CAS No. 90669-59-3), if it contains > 0.005 percent w/w benzo[a]pyrene

611. Extract residues (coal), brown (CAS No. 91697-23-3), if they contain > 0.005 percent w/w benzo[a]pyrene

612. Paraffin waxes (coal), brown-coal high-temp. tar (CAS No. 92045-71-1), if they contain > 0.005 percent w/w benzo[a]pyrene

613. Paraffin waxes (coal), brown-coal high-temp. tar, hydrotreated (CAS No. 92045-72-2), if they contain > 0.005 percent w/w benzo[a]pyrene

614. Waste solids, coal-tar pitch coking (CAS No. 92062-34-5), if they contain > 0.005 percent w/w benzo[a]pyrene

615. Pitch, coal tar, high-temp., secondary (CAS No. 94114-13-3), if it contains > 0.005 percent w/w benzo[a]pyrene

616. Residues (coal), liq. solvent extn. (CAS No. 94114-46-2), if they contain > 0.005 percent w/w benzo[a]pyrene

617. Coal liquids, liq. solvent extn. soln. (CAS No. 94114-47-3), if they contain > 0.005 percent w/w benzo[a]pyrene

618. Coal liquids, liq. solvent extn. (CAS No. 94114-48-4), if they contain > 0.005 percent w/w benzo[a]pyrene

619. Paraffin waxes (coal), brown-coal high-temp. tar, carbon-treated (CAS No. 97926-76-6), if they contain > 0.005 percent w/w benzo[a]pyrene

620. Paraffin waxes (coal), brown-coal high-temp tar, clay-treated (CAS No. 97926-77-7), if they contain > 0.005 percent w/w benzo[a]pyrene

621. Paraffin waxes (coal), brown-coal high-temp tar, silicic acid-treated (CAS No. 97926-78-8), if they contain > 0.005 percent w/w benzo[a]pyrene

622. Absorption oils, bicyclo arom. and heterocylic hydrocarbon fraction (CAS No. 101316-45-4), if they contain > 0.005 percent w/w benzo[a]pyrene

623. Aromatic hydrocarbons, C20-28, polycyclic, mixed coal-tar pitch-polyethylene polypropylene pyrolysis-derived (CAS No. 101794-74-5), if they contain > 0.005 percent w/w benzo[a]pyrene

624. Aromatic hydrocarbons, C20-28, polycyclic, mixed coal-tar pitch-polyethylene pyrolysis-derived (CAS No. 101794-75-6), if they contain > 0.005 percent w/w benzo[a]pyrene

625. Aromatic hydrocarbons, C20-28, polycyclic, mixed coal-tar pitch-polystyrene pyrolysis-derived (CAS No. 101794-76-7), if they contain > 0.005 percent w/w benzo[a]pyrene

626. Pitch, coal tar, high-temp., heat-treated (CAS No. 121575-60-8), if it contains > 0.005 percent w/w benzo[a]pyrene

627. Dibenz[a,h]anthracene (CAS No. 53-70-3)

628. Benz[a]anthracene (CAS No. 56-55-3)

629. Benzo[e]pyrene (CAS No. 192-97-2)

630. Benzo[j]fluoranthene (CAS No. 205-82-3)

631. Benz(e)acephenanthrylene (CAS No. 205-99-2)

632. Benzo(k)fluoranthene (CAS No. 207-08-9)

633. Chrysene (CAS No. 218-01-9)

634. 2-Bromopropane (CAS No. 75-26-3)

635. Trichloroethylene (CAS No. 79-01-6)

636. 1,2-Dibromo-3-chloropropane (CAS No. 96-12-8)

637. 2,3-Dibromopropan-1-ol (CAS No. 96-13-9)

638. 1,3-Dichloropropan-2-ol (CAS No. 96-23-1)

639. α,α,α-Trichlorotoluene (CAS No. 98-07-7)

640. α-Chlorotoluene (Benzyl chloride) (CAS No. 100-44-7)

641. 1,2-Dibromoethane (CAS No. 106-93-4)

642. Hexachlorobenzene (CAS No. 118-74-1)

643. Bromoethylene (Vinyl bromide) (CAS No. 593-60-2)

644. 1,4-Dichlorobut-2-ene (CAS No. 764-41-0)

645. Methyloxirane (Propylene oxide) (CAS No. 75-56-9)

646. (Epoxyethyl)benzene (Styrene oxide) (CAS No. 96-09-3)

647. 1-Chloro-2,3-epoxypropane (Epichlorohydrin) (CAS No. 106-89-8)

648. R-1-Chloro-2,3-epoxypropane (CAS No. 51594-55-9)

649. 1,2-Epoxy-3-phenoxypropane (Phenylglycidyl ether) (CAS No. 122-60-1)

650. 2,3-Epoxypropan-1-ol (Glycidol) (CAS No. 556-52-5)

651. R-2,3-Epoxy-1-propanol (CAS No. 57044-25-4)

652. 2,2′-Bioxirane (1,2:3,4-Diepoxybutane) (CAS No. 1464-53-5)

653. (2RS,3RS)-3-(2-Chlorophenyl)-2-(4-fluorophenyl)-[1H-1,2,4-triazol-1-yl)methyl]oxirane; epoxiconazole (CAS No. 133855-98-8)

654. Chloromethyl methyl ether (CAS No. 107-30-2)

655. 2-Methoxyethanol and its acetate (2-Methoxyethyl acetate) (CAS No. 109-86-4 / 110-49-6)

656. 2-Ethoxyethanol and its acetate (2-Ethoxyethyl acetate) (CAS No. 110-80-5 / 111-15-9)

657. Oxybis[chloromethane], bis (Chloromethyl) ether (CAS No. 542-88-1)

658. 2-Methoxypropanol (CAS No. 1589-47-5)

659. Propiolactone (CAS No. 57-57-8)

660. Dimethylcarbamoyl chloride (CAS No. 79-44-7)

661. Urethane (Ethyl carbamate) (CAS No. 51-79-6)

662. Methoxyacetic acid (CAS No. 625-45-6)

663. Dibutyl phthalate (CAS No. 84-74-2)

664. bis(2-Methoxyethyl) ether (Dimethoxydiglycol) (CAS No. 111-96-6)

665. bis(2-Ethylhexyl) phthalate (Diethylhexyl phthalate) (CAS No. 117-81-7)

666. bis(2-Methoxyethyl) phthalate (CAS No. 117-82-8)

667. 2-Methoxypropyl acetate (CAS No. 70657-70-4)

668. 2-Ethylhexyl[[[3,5-bis(1,1-dimethylethyl)-4-hydroxyphenyl]-methyl]thio] acetate (CAS No. 80387-97-9)

669. Acrylamide, unless regulated elsewhere in this standard (CAS No. 79-06-1)

670. Acrylonitrile (CAS No. 107-13-1)

671. 2-Nitropropane (CAS No. 79-46-9)

672. Dinoseb (CAS No. 88-85-7), its salts and esters with the exception of those specified elsewhere in this list

673. 2-Nitroanisole (CAS No. 91-23-6)

674. 4-Nitrobiphenyl (CAS No. 92-93-3)

675. 2,4-Dinitrotoluene; dinitrotoluene, technical grade (CAS No. 121-14-2 / 25321-14-6)

676. Binapacryl (CAS No. 485-31-4)

677. 2-Nitronaphthalene (CAS No. 581-89-5)

678. 2,3-Dinitrotoluene (CAS No. 602-01-7)

679. 5-Nitroacenaphthene (CAS No. 602-87-9)

680. 2,6-Dinitrotoluene (CAS No. 606-20-2)

681. 3,4-Dinitrotoluene (CAS No. 610-39-9)

682. 3,5-Dinitrotoluene (CAS No. 618-85-9)

683. 2,5-Dinitrotoluene (CAS No. 619-15-8)

684. Dinoterb (CAS No. 1420-07-1), its salts and esters

685. Nitrofen (CAS No. 1836-75-5)

686. Diazomethane (CAS No. 334-88-3)

687. 1,4,5,8-Tetraaminoanthraquinone (Disperse Blue 1) (CAS No. 2475-45-8)

688. 1-Methyl-3-nitro-1-nitrosoguanidine (CAS No. 70-25-7)

689. 4,4’-Methylenedianiline (CAS No. 101-77-9)

690. 4,4’-(4-Iminocyclohexa-2,5-dienylidenemethylene) dianiline hydrochloride (CAS No. 569-61-9)

691. 4,4’-Methylenedi-o-toluidine (CAS No. 838-88-0)

692. o-Anisidine (CAS No. 90-04-0)

693. 3,3’-Dimethoxybenzidine (ortho-Dianisidine) and its salts (CAS No. 119-90-4)

694. o-Dianisidine based azo dyes

695. 3,3’-Dichlorobenzidine (CAS No. 91-94-1)

696. Benzidine dihydrochloride (CAS No. 531-85-1)

697. [[1,1’-Biphenyl]-4,4’-diyl]diammonium sulphate (CAS No. 531-86-2)

698. 3,3’-Dichlorobenzidine dihydrochloride (CAS No. 612-83-9)

699. Benzidine sulphate (CAS No. 21136-70-9)

700. Benzidine acetate (CAS No. 36341-27-2)

701. 3,3’-Dichlorobenzidine dihydrogen bis(sulphate) (CAS No. 64969-34-2)

702. 3,3’-Dichlorobenzidine sulphate (CAS No. 74332-73-3)

703. Benzidine based azo dyes

704. 4,4’-Bi-o-toluidine (ortho-Tolidine) (CAS No. 119-93-7)

705. 4,4’-Bi-o-toluidine dihydrochloride (CAS No. 612-82-8)

706. [3,3’-Dimethyl[1,1’-biphenyl]-4,4’-diyl]diammonium bis(hydrogen sulphate) (CAS No. 64969-36-4)

707. 4,4’-Bi-o-toluidine sulphate (CAS No. 74753-18-7)

708. o-Tolidine based dyes

709. Biphenyl-4-ylamine (4-Aminobiphenyl) (CAS No. 92-67-1) and its salts

710. Azobenzene (CAS No. 103-33-3)

711. (Methyl-ONN-azoxy)methyl acetate (CAS No. 592-62-1)

712. Cycloheximide (CAS No. 66-81-9)

713. 2-Methylaziridine (CAS No. 75-55-8)

714. Imidazolidine-2-thione (Ethylene thiourea) (CAS No. 96-45-7)

715. Furan (CAS No. 110-00-9)

716. Aziridine (CAS No. 151-56-4)

717. Captafol (2425-06-1)

718. Carbadox (CAS No. 6804-07-5)

719. Flumioxazin (CAS No. 103361-09-7)

720. Tridemorph (CAS No. 24602-86-6)

721. Vinclozolin (CAS No. 50471-44-8)

722. Fluazifop-butyl (CAS No. 69806-50-4)

723. Flusilazole (CAS No. 85509-19-9)

724. 1,3,5-Tris(oxiranylmethyl)-1,3,5-triazine-2,4,6(1H,3H,5H)-trione (TGIC) (CAS No. 2451-62-9)

725. Thioacetamide (CAS No. 62-55-5)

726. Formamide (CAS No. 75-12-7)

727. N-Methylacetamide (CAS No. 79-16-3)

728. N-Methylformamide (CAS No. 123-39-7)

729. N,N-Dimethylacetamide (CAS No. 127-19-5)

730. Hexamethylphosphoric-triamide (CAS No. 680-31-9)

731. Diethyl sulphate (CAS No. 64-67-5)

732. Dimethyl sulphate (CAS No. 77-78-1)

733. 1,3-Propanesultone (CAS No. 1120-71-4)

734. Dimethylsulphamoyl-chloride (CAS No. 13360-57-1)

735. Sulfallate (CAS No. 95-06-7)

736. A mixture of: 4-[[bis-(4-Fluorophenyl)methylsilyl]methyl]-4H-1,2,4-triazole and 1-[[bis-(4-fluorophenyl)methylsilyl]methyl]-1H-1,2,4-triazole

737. (+/–)-Tetrahydrofurfuryl –(R)-2-[4-(6-chloroquinoxalin-2-yloxy)phenyloxy]propionate (CAS No. 119738-06-6)

738. 6-Hydroxy-1-(3-Isopropoxypropyl)-4-methyl-2-oxo-5-[4-(phenylazo)phenylazo]-1,2-dihydro-3-pyridinecarbonitrile (CAS No. 85136-74-9)

739. (6-(4-Hydroxy-3-(2-methoxyphenylazo)-2-sulfonato-7-naphthylamino)-1,3,5-triazine-2,4-diyl)bis[(amino-1-methylethyl)ammonium] formate (CAS No. 108225-03-2)

740. Trisodium [4’-(8-acetylamino-3,6-disulfonato-2-naphthylazo)-4”-(6-benzoylamino-3-Sulfonato-2-naphthylazo)-biphenyl-1,3’,3”,1”’-tetraolato- O,O’,O”,O”’]copper(II)

741. A mixture of: N-[3-Hydroxy-2-(2-methylacryloylaminomethoxy)propoxymethyl]-2-methylacrylamide and N-2,3-bis-(2-Methylacryloylaminomethoxy)propoxymethyl]-2-methylacrylamide and methacrylamide and 2-methyl-N-(2-methylacryloylaminomethoxymethyl)-acrylamide and N-(2,3-dihydroxypropoxymethyl)-2-methylacrylamide 

742. 1,3,5-tris-[(2S and 2R)-2,3-Epoxypropyl]-1,3,5-triazine-2,4,6-(1H,3H,5H)-trione (Teroxirone) (CAS No. 59653-74-6)

743. Erionite (CAS No. 12510-42-8)

744. Asbestos (CAS No. 12001-28-4)

745. Petroleum (CAS No. 8002-05-9)

746. Distillates (petroleum), heavy hydrocracked (CAS No. 64741-76-0), if they contain > 3 percent w/w DMSO extract

747. Distillates (petroleum), solvent-refined heavy paraffinic (CAS No. 64741-88-4), if they contain > 3 percent w/w DMSO extract

748. Distillates (petroleum), solvent-refined light paraffinic (CAS No. 64741-89-5), if they contain > 3 percent w/w DMSO extract

749. Residual oils (petroleum), solvent deasphalted (CAS No. 64741-95-3), if they contain > 3 percent w/w DMSO extract

750. Distillates (petroleum), solvent-refined heavy naphthenic (CAS No. 64741-96-4), if they contain > 3 percent w/w DMSO extract

751. Distillates (petroleum), solvent-refined light naphthenic (CAS No. 64741-97-5), if they contain > 3 percent w/w DMSO extract

752. Residual oils (petroleum), solvent-refined (CAS No. 64742-01-4), if they contain > 3 percent w/w DMSO extract

753. Distillates (petroleum), clay-treated heavy paraffinic (CAS No. 64742-36-5), if they contain > 3 percent w/w DMSO extract

754. Distillates (petroleum), clay-treated light paraffinic (CAS No. 64742-37-6), if they contain > 3 percent w/w DMSO extract

755. Residual oils (petroleum), clay-treated (CAS No. 64742-41-2), if they contain > 3 percent w/w DMSO extract

756. Distillates (petroleum), clay-treated heavy naphthenic (CAS No. 64742-44-5), if they contain > 3 percent w/w DMSO extract

757. Distillates (petroleum), clay-treated light naphthenic (CAS No. 64742-45-6), if they contain > 3 percent w/w DMSO extract

758. Distillates (petroleum), hydrotreated heavy naphthenic (CAS No. 64742-52-5), if they contain > 3 percent w/w DMSO extract

759. Distillates (petroleum), hydrotreated light naphthenic (CAS No. 64742-53-6), if they contain > 3 percent w/w DMSO extract

760. Distillates (petroleum), hydrotreated heavy paraffinic (CAS No. 64742-54-7), if they contain > 3 percent w/w DMSO extract

761. Distillates (petroleum), hydrotreated light paraffinic (CAS No. 64742-55-8), if they contain > 3 percent w/w DMSO extract

762. Distillates (petroleum), solvent-dewaxed light paraffinic (CAS No. 64742-56-9), if they contain > 3 percent w/w DMSO extract

763. Residual oils (petroleum), hydrotreated (CAS No. 64742-57-0), if they contain > 3 percent w/w DMSO extract

764. Residual oils (petroleum), solvent-dewaxed (CAS No. 64742-62-7), if they contain > 3 percent w/w DMSO extract

765. Distillates (petroleum), solvent-dewaxed heavy naphthenic (CAS No. 64742-63-8), if they contain > 3 percent w/w DMSO extract

766. Distillates (petroleum), solvent-dewaxed light naphthenic (CAS No. 64742-64-9), if they contain > 3 percent w/w DMSO extract

767. Distillates (petroleum), solvent-dewaxed heavy paraffinic (CAS No. 64742-65-0), if they contain > 3 percent w/w DMSO extract

768. Foots oil (petroleum) (CAS No. 64742-67-2), if it contains > 3 percent w/w DMSO extract

769. Naphthenic oils (petroleum), catalytic dewaxed heavy (CAS No. 64742-68-3), if they contain > 3 percent w/w DMSO extract

770. Naphthenic oils (petroleum), catalytic dewaxed light (CAS No. 64742-69-4), if they contain > 3 percent w/w DMSO extract

771. Paraffin oils (petroleum), catalytic dewaxed heavy (CAS No. 64742-70-7), if they contain > 3 percent w/w DMSO extract

772. Paraffin oils (petroleum), catalytic dewaxed light (CAS No. 64742-71-8), if they contain > 3 percent w/w DMSO extract

773. Naphthenic oils (petroleum), complex dewaxed heavy (CAS No. 64742-75-2), if they contain > 3 percent w/w DMSO extract

774. Naphthenic oils (petroleum), complex dewaxed light (CAS No. 64742-76-3), if they contain > 3 percent w/w DMSO extract

775. Extracts (petroleum), heavy naphthenic distillate solvent, arom. conc. (CAS No. 68783-00-6), if they contain > 3 percent w/w DMSO extract

776. Extracts (petroleum), solvent-refined heavy paraffinic distillate solvent (CAS No. 68783-04-0), if they contain > 3 percent w/w DMSO extract

777. Extracts (petroleum), heavy paraffinic distillates, solvent-deasphalted (CAS No. 68814-89-1), if they contain > 3 percent w/w DMSO extract

778. Lubricating oils (petroleum), C20-50, hydrotreated neutral oil-based, highviscosity (CAS No. 72623-85-9), if they contain > 3 percent w/w DMSO extract

779. Lubricating oils (petroleum), C15-30, hydrotreated neutral oil-based (CAS No. 72623- 86-0), if they contain > 3 percent w/w DMSO extract

780. Lubricating oils (petroleum), C20-50, hydrotreated neutral oil-based (CAS No. 72623- 87-1), if they contain > 3 percent w/w DMSO extract

781. Lubricating oils (CAS No. 74869-22-0), if they contain > 3 percent w/w DMSO extract

782. Distillates (petroleum), complex dewaxed heavy paraffinic (CAS No. 90640-91-8), if they contain > 3 percent w/w DMSO extract

783. Distillates (petroleum), complex dewaxed light paraffinic (CAS No. 90640-92-9), if they contain > 3 percent w/w DMSO extract

784. Distillates (petroleum), solvent dewaxed heavy paraffinic, clay-treated (CAS No. 90640-94-1), if they contain > 3 percent w/w DMSO extract

785. Hydrocarbons, C20-50, solvent dewaxed heavy paraffinic, hydrotreated (CAS No. 90640-95-2), if they contain > 3 percent w/w DMSO extract

786. Distillates (petroleum), solvent dewaxed light paraffinic, clay-treated (CAS No. 90640-96-3), if they contain > 3 percent w/w DMSO extract

787. Distillates (petroleum), solvent dewaxed light paraffinic, hydrotreated (CAS No. 90640-97-4), if they contain > 3 percent w/w DMSO extract

788. Extracts (petroleum), heavy naphthenic distillate solvent, hydrotreated (CAS No. 90641-07-9), if they contain > 3 percent w/w DMSO extract

789. Extracts (petroleum), heavy paraffinic distillate solvent, hydrotreated (CAS No. 90641-08-0), if they contain > 3 percent w/w DMSO extract

790. Extracts (petroleum), light paraffinic distillate solvent, hydrotreated (CAS No. 90641-09-1), if they contain > 3 percent w/w DMSO extract

791. Residual oils (petroleum), hydrotreated solvent dewaxed (CAS No. 90669-74-2), if they contain > 3 percent w/w DMSO extract

792. Residual oils (petroleum), catalytic dewaxed (CAS No. 91770-57-9), if they contain > 3 percent w/w DMSO extract

793. Distillates (petroleum), dewaxed heavy paraffinic, hydrotreated (CAS No. 91995-39-0) if they contain > 3 percent w/w DMSO extract

794. Distillates (petroleum), dewaxed light paraffinic, hydrotreated (CAS No. 91995-40-3), if they contain > 3 percent w/w DMSO extract

795. Distillates (petroleum), hydrocracked solvent-refined, dewaxed (CAS No. 91995-45-8), if they contain > 3 percent w/w DMSO extract

796. Distillates (petroleum), solvent-refined light naphthenic, hydrotreated (CAS No. 91995-54-9), if they contain > 3 percent w/w DMSO extract

797. Extracts (petroleum), hydrotreated light paraffinic distillate solvent (CAS No. 91995- 73-2), if they contain > 3 percent w/w DMSO extract

798. Extracts (petroleum), light naphthenic distillate solvent, hydrodesulfurised (CAS No. 91995-75-4), if they contain > 3 percent w/w DMSO extract

799. Extracts (petroleum), light paraffinic distillate solvent, acid-treated (CAS No. 91995-76-5), if they contain > 3 percent w/w DMSO extract

800. Extracts (petroleum), light paraffinic distillate solvent, hydrodesulfurised (CAS No. 91995-77-6), if they contain > 3 percent w/w DMSO extract

801. Extracts (petroleum), light vacuum gas oil solvent, hydrotreated (CAS No. 91995-79-8), if they contain > 3 percent w/w DMSO extract

802. Foots oil (petroleum), hydrotreated (CAS No. 92045-12-0), if it contains > 3 percent w/w DMSO extract

803. Lubricating oils (petroleum), C17-35, solvent-extd., dewaxed, hydrotreated (CAS No. 92045-42-6), if they contain > 3 percent w/w DMSO extract

804. Lubricating oils (petroleum), hydrocracked nonarom solvent-deparaffined (CAS No. 92045-43-7), if they contain > 3 percent w/w DMSO extract

805. Residual oils (petroleum), hydrocracked acid-treated solvent-dewaxed (CAS No. 92061-86-4), if they contain > 3 percent w/w DMSO extract

806. Paraffin oils (petroleum), solvent-refined dewaxed heavy (CAS No. 92129-09-4), if they contain > 3 percent w/w DMSO extract

807. Extracts (petroleum), heavy paraffinic distillate solvent, clay-treated (CAS No. 92704- 08-0), if they contain > 3 percent w/w DMSO extract

808. Lubricating oils (petroleum), base oils, paraffinic (CAS No. 93572-43-1), if they contain > 3 percent w/w DMSO extract

809. Extracts (petroleum), heavy naphthenic distillate solvent, hydrodesulfurised (CAS No. 93763-10-1), if they contain > 3 percent w/w DMSO extract

810. Extracts (petroleum), solvent-dewaxed heavy paraffinic distillate solvent, hydrodesulfurised (CAS No. 93763-11-2), if they contain > 3 percent w/w DMSO extract

811. Hydrocarbons, hydrocracked paraffinic distn. residues, solvent-dewaxed (CAS No. 93763-38-3), if they contain > 3 percent w/w DMSO extract

812. Foots oil (petroleum), acid-treated (CAS No. 93924-31-3), if it contains > 3 percent w/w DMSO extract

813. Foots oil (petroleum), clay-treated (CAS No. 93924-32-4), if it contains > 3 percent w/w DMSO extract

814. Hydrocarbons, C20-50, residual oil hydrogenation vacuum distillate (CAS No. 93924- 61-9), if they contain > 3 percent w/w DMSO extract

815. Distillates (petroleum), solvent-refined hydrotreated heavy, hydrogenated (CAS No. 94733-08-1), if they contain > 3 percent w/w DMSO extract

816. Distillates (petroleum), solvent-refined hydrocracked light (CAS No. 94733-09-2), if they contain > 3 percent w/w DMSO extract

817. Lubricating oils (petroleum), C18-40, solvent-dewaxed hydrocracked distillate-based (CAS No. 94733-15-0), if they contain > 3 percent w/w DMSO extract

818. Lubricating oils (petroleum), C18-40, solvent-dewaxed hydrogenated raffinate-based (CAS No. 94733-16-1), if they contain > 3 percent w/w DMSO extract

819. Hydrocarbons, C13-30, arom.-rich, solvent-extd. naphthenic distillate (CAS No. 95371-04-3), if they contain > 3 percent w/w DMSO extract

820. Hydrocarbons, C16-32, arom. rich, solvent-extd. naphthenic distillate (CAS No. 95371-05-4), if they contain > 3 percent w/w DMSO extract

821. Hydrocarbons, C37-68, dewaxed deasphalted hydrotreated vacuum distn. Residues (CAS No. 95371-07-6), if they contain > 3 percent w/w DMSO extract

822. Hydrocarbons, C37-65, hydrotreated deasphalted vacuum distn. Residues (CAS No. 95371-08-7), if they contain > 3 percent w/w DMSO extract

823. Distillates (petroleum), hydrocracked solvent-refined light (CAS No. 97488-73-8), if they contain > 3 percent w/w DMSO extract

824. Distillates (petroleum), solvent-refined hydrogenated heavy (CAS No. 97488-74-9), if they contain > 3 percent w/w DMSO extract

825. Lubricating oils (petroleum), C18-27, hydrocracked solvent-dewaxed (CAS No. 97488-95-4), if they contain > 3 percent w/w DMSO extract

826. Hydrocarbons, C17-30, hydrotreated solvent-deasphalted atm. distn. residue, distn. lights (CAS No. 97675-87-1), if they contain > 3 percent w/w DMSO extract

827. Hydrocarbons, C17-40, hydrotreated solvent-deasphalted distn. residue, vacuum distn. lights (CAS No. 97722-06-0), if they contain > 3 percent w/w DMSO extract

828. Hydrocarbons, C13-27, solvent-extd. light naphthenic (CAS No. 97722-09-3), if they contain > 3 percent w/w DMSO extract

829. Hydrocarbons, C14-29, solvent-extd. light naphthenic (CAS No. 97722-10-6), if they contain > 3 percent w/w DMSO extract

830. Foots oil (petroleum), carbon-treated (CAS No. 97862-76-5), if it contains > 3 percent w/w DMSO extract

831. Foots oil (petroleum), silicic acid-treated (CAS No. 97862-77-6), if it contains > 3 percent w/w DMSO extract

832. Hydrocarbons, C27-42, dearomatised (CAS No. 97862-81-2), if they contain > 3 percent w/w DMSO extract

833. Hydrocarbons, C17-30, hydrotreated distillates, distn. Lights (CAS No. 97862-82-3), if they contain > 3 percent w/w DMSO extract

834. Hydrocarbons, C27-45, naphthenic vacuum distn. (CAS No. 97862-83-4), if they contain > 3 percent w/w DMSO extract

835. Hydrocarbons, C27-45, dearomatised (CAS No. 97926-68-6), if they contain > 3 percent w/w DMSO extract

836. Hydrocarbons, C20-58, hydrotreated (CAS No. 97926-70-0), if they contain > 3 percent w/w DMSO extract

837. Hydrocarbons, C27-42, naphthenic (CAS No. 97926-71-1), if they contain > 3 percent w/w DMSO extract

838. Extracts (petroleum), light paraffinic distillate solvent, carbon-treated (CAS No. 100684-02-4), if they contain > 3 percent w/w DMSO extract

839. Extracts (petroleum), light paraffinic distillate solvent, clay-treated (CAS No. 100684- 03-5), if they contain > 3 percent w/w DMSO extract

840. Extracts (petroleum), light vacuum, gas oil solvent, carbon-treated (CAS No. 100684-04-6), if they contain > 3 percent w/w DMSO extract

841. Extracts (petroleum), light vacuum gas oil solvent, clay-treated (CAS No. 100684-05-7), if they contain > 3 percent w/w DMSO extract

842. Residual oils (petroleum), carbon-treated solvent-dewaxed (CAS No. 100684-37-5), if they contain > 3 percent w/w DMSO extract

843. Residual oils (petroleum), clay-treated solvent-dewaxed (CAS No. 100684-38-6), if they contain > 3 percent w/w DMSO extract

844. Lubricating oils (petroleum), C>25, solvent-extd., deasphalted, dewaxed, hydrogenated (CAS No. 101316-69-2), if they contain > 3 percent w/w DMSO extract

845. Lubricating oils (petroleum), C17-32, solvent-extd., dewaxed, hydrogenated (CAS No. 101316-70-5), if they contain > 3 percent w/w DMSO extract

846. Lubricating oils (petroleum), C20-35, solvent-extd., dewaxed, hydrogenated (CAS No. 101316-71-6), if they contain > 3 percent w/w DMSO extract

847. Lubricating oils (petroleum), C24-50, solvent-extd., dewaxed, hydrogenated (CAS No. 101316-72-7), if they contain > 3 percent w/w DMSO extract

848. Distillates (petroleum), sweetened middle (CAS No. 64741-86-2), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

849. Gas oils (petroleum), solvent-refined (CAS No. 64741-90-8), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

850. Distillates (petroleum), solvent-refined middle (CAS No. 64741-91-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

851. Gas oils (petroleum), acid-treated (CAS No. 64742-12-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

852. Distillates (petroleum), acid-treated middle (CAS No. 64742-13-8), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

853. Distillates (petroleum), acid-treated light (CAS No. 64742-14-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

854. Gas oils (petroleum), chemically neutralised (CAS No. 64742-29-6), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

855. Distillates (petroleum), chemically neutralised middle (CAS No. 64742-30-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

856. Distillates (petroleum), clay-treated middle (CAS No. 64742-38-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

857. Distillates (petroleum), hydrotreated middle (CAS No. 64742-46-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

858. Gas oils (petroleum), hydrodesulfurised (CAS No. 64742-79-6), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

859. Distillates (petroleum), hydrodesulfurised middle (CAS No. 64742-80-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

860. Distillates (petroleum), catalytic reformer fractionator residue, high-boiling (CAS No. 68477-29-2), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

861. Distillates (petroleum), catalytic reformer fractionator residue, intermediate-boiling (CAS No. 68477-30-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

862. Distillates (petroleum), catalytic reformer fractionator residue, low-boiling (CAS No. 68477-31-6), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

863. Alkanes, C12-26-branched and linear (CAS No. 90622-53-0), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

864. Distillates (petroleum), highly refined middle (CAS No. 90640-93-0), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

865. Distillates (petroleum), catalytic reformer, heavy arom. conc. CAS No. 91995-34-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

866. Gas oils, paraffinic (CAS No. 93924-33-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

867. Naphtha (petroleum), solvent-refined hydrodesulfurised heavy (CAS No. 97488-96-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

868. Hydrocarbons, C16-20, hydrotreated middle distillate, distn. Lights (CAS No. 97675- 85-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

869. Hydrocarbons, C12-20, hydrotreated paraffinic, distn. Lights (CAS No. 97675-86-0), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

870. Hydrocarbons, C11-17, solvent-extd. light naphthenic (CAS No. 97722-08-2), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

871. Gas oils, hydrotreated (CAS No. 97862-78-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

872. Distillates (petroleum), carbon-treated light paraffinic (CAS No. 100683-97-4), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

873. Distillates (petroleum), intermediate paraffinic, carbon-treated (CAS No. 100683-98-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

874. Distillates (petroleum), intermediate paraffinic, clay-treated (CAS No. 100683-99-6), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

875. Lubricating greases (CAS No. 74869-21-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

876. Slack wax (petroleum) (CAS No. 64742-61-6), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

877. Slack wax (petroleum), acid-treated (CAS No. 90669-77-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

878. Slack wax (petroleum), clay-treated (CAS No. 90669-78-6), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

879. Slack wax (petroleum), hydrotreated (CAS No. 92062-09-4), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

880. Slack wax (petroleum), low-melting (CAS No. 92062-10-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

881. Slack wax (petroleum), low-melting, hydrotreated (CAS No. 92062-11-8), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

882. Slack wax (petroleum), low-melting, carbon-treated (CAS No. 97863-04-2), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

883. Slack wax (petroleum), low-melting, clay-treated (CAS No. 97863-05-3), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

884. Slack wax (petroleum), low-melting, silicic acid-treated (CAS No. 97863-06-4), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

885. Slack wax (petroleum), carbon-treated (CAS No. 100684-49-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

886. Petrolatum (CAS No. 8009-03-8), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

887. Petrolatum (petroleum), oxidised (CAS No. 64743-01-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

888. Petrolatum (petroleum), alumina-treated (CAS No. 85029-74-9), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

889. Petrolatum (petroleum), hydrotreated (CAS No. 92045-77-7), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

890. Petrolatum (petroleum), carbon-treated (CAS No. 97862-97-0), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

891. Petrolatum (petroleum), silicic acid-treated (CAS No. 97862-98-1), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

892. Petrolatum (petroleum), clay-treated (CAS No. 100684-33-1), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

893. Distillates (petroleum), light catalytic cracked (CAS No. 64741-59-9)

894. Distillates (petroleum), intermediate catalytic cracked (CAS No. 64741-60-2)

895. Distillates (petroleum), light thermal cracked (CAS No. 64741-82-8)

896. Distillates (petroleum), hydrodesulfurised light catalytic cracked (CAS No. 68333-25-5)

897. Distillates (petroleum), light steam-cracked naphtha (CAS No. 68475-80-9)

898. Distillates (petroleum), cracked steam-cracked petroleum distillates (CAS No. 68477-38-3)

899. Gas oils (petroleum), steam-cracked (CAS No. 68527-18-4)

900. Distillates (petroleum), hydrodesulfurised thermal cracked middle (CAS No. 85116-53-6)

901. Gas oils (petroleum), thermal-cracked, hydrodesulfurised (CAS No. 92045-29-9)

902. Residues (petroleum), hydrogenated steam-cracked naphtha (CAS No. 92062-00-5)

903. Residues (petroleum), steam-cracked naphtha distn. (CAS No. 92062-04-9)

904. Distillates (petroleum), light catalytic cracked, thermally degraded (CAS No. 92201-60-0)

905. Residues (petroleum), steam-cracked heat-soaked naphtha (CAS No. 93763-85-0)

906. Gas oils (petroleum), light vacuum, thermal-cracked hydrodesulfurised (CAS No. 97926-59-5)

907. Distillates (petroleum), hydrodesulfurised middle coker (CAS No. 101316-59-0)

908. Distillates (petroleum), heavy steam-cracked (CAS No. 101631-14-5)

909. Residues (petroleum), atm. Tower (CAS No. 64741-45-3)

910. Gas oils (petroleum), heavy vacuum (CAS No. 64741-57-7)

911. Distillates (petroleum), heavy catalytic cracked (CAS No. 64741-61-3)

912. Clarified oils (petroleum), catalytic cracked (CAS No. 64741-62-4)

913. Residues (petroleum), catalytic reformer fractionator (CAS No. 64741-67-9)

914. Residues (petroleum), hydrocracked (CAS No. 64741-75-9)

915. Residues (petroleum), thermal cracked (CAS No. 64741-80-6)

916. Distillates (petroleum), heavy thermal cracked (CAS No. 64741-81-7)

917. Gas oils (petroleum), hydrotreated vacuum (CAS No. 64742-59-2)

918. Residues (petroleum), hydrodesulfurised atmospheric tower (CAS No. 64742-78-5)

919. Gas oils (petroleum), hydrodesulfurised heavy vacuum (CAS No. 64742-86-5)

920. Residues (petroleum), steam-cracked (CAS No. 64742-90-1)

921. Residues (petroleum), atmospheric (CAS No. 68333-22-2)

922. Clarified oils (petroleum), hydrodesulfurised catalytic cracked (CAS No. 68333-26-6) 

923. Distillates (petroleum), hydrodesulfurised intermediate catalytic cracked (CAS No. 68333-27-7)

924. Distillates (petroleum), hydrodesulfurised heavy catalytic cracked (CAS No. 68333-28-8)

925. Fuel oil, residues-straight-run gas oils, high-sulfur (CAS No. 68476-32-4)

926. Fuel oil, residual (CAS No. 68476-33-5)

927. Residues (petroleum), catalytic reformer fractionator residue distn. (CAS No. 68478-13-7)

928. Residues (petroleum), heavy coker gas oil and vacuum gas oil (CAS No. 68478-17-1)

929. Residues (petroleum), heavy coker and light vacuum (CAS No. 68512-61-8)

930. Residues (petroleum), light vacuum (CAS No. 68512-62-9)

931. Residues (petroleum), steam-cracked light (CAS No. 68513-69-9)

932. Fuel oil, No. 6 (CAS No. 68553-00-4)

933. Residues (petroleum), topping plant, low-sulfur (CAS No. 68607-30-7)

934. Gas oils (petroleum), heavy atmospheric (CAS No. 68783-08-4)

935. Residues (petroleum), coker scrubber, condensed-ring-arom.-contg (CAS No. 68783-13-1)

936. Distillates (petroleum), petroleum residues vacuum (CAS No. 68955-27-1)

937. Residues (petroleum), steam-cracked, resinous (CAS No. 68955-36-2)

938. Distillates (petroleum), intermediate vacuum (CAS No. 70592-76-6)

939. Distillates (petroleum), light vacuum (CAS No. 70592-77-7)

940. Distillates (petroleum), vacuum (CAS No. 70592-78-8)

941. Gas oils (petroleum), hydrodesulfurised coker heavy vacuum (CAS No. 85117-03-9)

942. Residues (petroleum), steam-cracked, distillates (CAS No. 90669-75-3)

943. Residues (petroleum), vacuum, light (CAS No. 90669-76-4)

944. Fuel oil, heavy, high-sulfur (CAS No. 92045-14-2)

945. Residues (petroleum), catalytic cracking (CAS No. 92061-97-7) 

946. Distillates (petroleum), intermediate catalytic cracked, thermally degraded (CAS No. 92201-59-7)

947. Residual oils (petroleum) (CAS No. 93821-66-0)

948. Residues, steam cracked, thermally treated (CAS No. 98219-64-8)

949. Distillates (petroleum), hydrodesulfurised full-range middle (CAS No. 101316-57-8)

950. Distillates (petroleum), light paraffinic (CAS No. 64741-50-0)

951. Distillates (petroleum), heavy paraffinic (CAS No. 64741-51-1)

952. Distillates (petroleum), light naphthenic (CAS No. 64741-52-2)

953. Distillates (petroleum), heavy naphthenic (CAS No. 64741-53-3)

954. Distillates (petroleum), acid-treated heavy naphthenic (CAS No. 64742-18-3)

955. Distillates (petroleum), acid-treated light naphthenic (CAS No. 64742-19-4)

956. Distillates (petroleum), acid-treated heavy paraffinic (CAS No. 64742-20-7)

957. Distillates (petroleum), acid-treated light paraffinic (CAS No. 64742-21-8)

958. Distillates (petroleum), chemically neutralised heavy paraffinic (CAS No. 64742-27-4)

959. Distillates (petroleum), chemically neutralised light paraffinic (CAS No. 64742-28-5)

960. Distillates (petroleum), chemically neutralised heavy naphthenic (CAS No. 64742-34-3)

961. Distillates (petroleum), chemically neutralised light naphthenic (CAS No. 64742-35-4)

962. Extracts (petroleum), light naphthenic distillate solvent (CAS No. 64742-03-6)

963. Extracts (petroleum), heavy paraffinic distillate solvent (CAS No. 64742-04-7)

964. Extracts (petroleum), light paraffinic distillate solvent (CAS No. 64742-05-8)

965. Extracts (petroleum), heavy naphthenic distillate solvent (CAS No. 64742-11-6)

966. Extracts (petroleum), light vacuum gas oil solvent (CAS No. 91995-78-7)

967. Hydrocarbons, C26-55, arom. rich (CAS No. 97722-04-8)

968. Disodium 3,3’-[[1,1’-biphenyl]-4,4’-diylbis(azo)]bis(4-aminonaphthalene-1- sulphonate) (CAS No. 573-58-0)

969. Disodium 4-amino-3-[[4’-[(2,4-diaminophenyl)azo] [1,1’-biphenyl]-4-yl] azo]-5-hydroxy-6-(phenylazo)naphthalene-2,7-disulphonate (CAS No. 1937-37-7) 

970. Tetrasodium 3,3’-[[1,1’-biphenyl]-4,4’-diylbis(azo)]bis[5-amino-4- hydroxynaphthalene-2,7-disulphonate] (CAS No. 2602-46-2)

971. 4-o-Tolylazo-o-toluidine (CAS No. 97-56-3)

972. 4-Aminoazobenzene (CAS No. 60-09-3)

973. Disodium[5-[[4’-[[2,6-dihydroxy-3-[(2-hydroxy-5-sulphophenyl)azo]phenyl]azo][1,1’-biphenyl]-4-yl]azo]salicylato(4-)]cuprate(2-) (CAS No. 16071-86-6)

974. Resorcinol diglycidyl ether (CAS No. 101-90-6)

975. 1,3-Diphenylguanidine (CAS No. 102-06-7)

976. Heptachlor-epoxide (CAS No. 1024-57-3)

977. 4-Nitrosophenol (CAS No. 104-91-6)

978. Carbendazim (CAS No. 10605-21-7)

979. Allyl glycidyl ether (CAS No. 106-92-3)

980. Chloroacetaldehyde (CAS No. 107-20-0)

981. Hexane (CAS No. 110-54-3)

982. 2-(2-Methoxyethoxy)ethanol (Diethylene glycol monomethyl ether; DEGME) (CAS No. 111-77-3)

983. (+/–)-2-(2,4-Dichlorophenyl)-3-(1H-1,2,4-triazol-1-yl)propyl-1,1,2,2-tetrafluoroethylether (Tetraconazole - ISO) (CAS No. 112281-77-3)

984. 4-[4-(1,3-Dihydroxyprop-2-yl)phenylamino]-1,8-dihydroxy-5-nitroanthraquinone (CAS No. 114565-66-1)

985. 5,6,12,13-Tetrachloroanthra(2,1,9-def:6,5,10-d’e’f’)diisoquinoline-1,3,8,10 (2H,9H)-tetrone (CAS No. 115662-06-1)

986. tris(2-Chloroethyl) phosphate (CAS No. 115-96-8)

987. 4’-Ethoxy-2-benzimidazoleanilide (CAS No. 120187-29-3)

988. Nickel dihydroxide  (CAS No. 12054-48-7 / 11113-74-9)

989. N,N-Dimethylaniline (CAS No. 121-69-7)

990. Simazine (CAS No. 122-34-9)

991. Bis(cyclopentadienyl)-bis(2,6-difluoro-3-(pyrrol-1-yl)-phenyl)titanium (CAS No. 125051-32-3)

992. N,N,N’,N’-Tetraglycidyl-4,4’-diamino-3,3’-diethyldiphenylmethane (CAS No. 130728-76-6)

993. Divanadium pentaoxide (CAS No. 1314-62-1)

994. Pentachlorophenol and its alkali salts (CAS No. 87-86-5 / 131- 52-2 / 7778- 73-6)

995. Phosphamidon (CAS No. 13171-21-6)

996. N-(Trichloromethylthio)phthalimide (Folpet - ISO) (CAS No. 133-07-3)

997. N-2-Naphthylaniline (CAS No. 135-88-6)

998. Ziram (CAS No. 137-30-4)

999. 1-Bromo-3,4,5-trifluorobenzene (CAS No. 138526-69-9)

1000. Propazine (CAS No. 139-40-2)

1001. 3-(4-Chlorophenyl)-1,1-dimethyluronium trichloroacetate; monuron-TCA (CAS No. 140-41-0)

1002. Isoxaflutole (CAS No. 141112-29-0)

1003. Kresoxim-methyl (CAS No. 143390-89-0)

1004. Chlordecone (CAS No. 143-50-0)

1005. 9-Vinylcarbazole (CAS No. 1484-13-5)

1006. 2-Ethylhexanoic acid (CAS No. 149-57-5)

1007. Monuron (CAS No. 150-68-5)

1008. Morpholine-4-carbonyl chloride (CAS No. 15159-40-7)

1009. Daminozide (CAS No. 1596-84-5)

1010. Alachlor (ISO) (CAS No. 15972-60-8)

1011. UVCB condensation product of: tetrakis-hydroxymethylphosphonium chloride, urea and distilled hydrogenated C16-18 tallow alkylamine (CAS No. 166242-53-1)

1012. Ioxynil and Ioxynil octanoate (ISO) (CAS No. 1689-83-4 / 3861-47-0)

1013. Bromoxynil (ISO) (3,5-Dibromo-4-hydroxybenzonitrile) and Bromoxynil heptanoate (ISO) (CAS No. 1689-84-5 / 56634-95-8)

1014. 2,6-Dibromo-4-cyanophenyl octanoate (CAS No. 1689-99-2)

1015. 5-Chloro-1,3-dihydro-2H-indol-2-one (CAS No. 17630-75-0)

1016. Benomyl (CAS No. 17804-35-2)

1017. Chlorothalonil (CAS No. 1897-45-6)

1018. N’-(4-Chloro-o-tolyl)-N,N-dimethylformamidine monohydrochloride (CAS No. 19750-95-9)

1019. 4,4’-Methylenebis(2-ethylaniline) (CAS No. 19900-65-3)

1020. Valinamide (CAS No. 20108-78-5)

1021. [(p-Tolyloxy)methyl]oxirane (CAS No. 2186-24-5)

1022. [(m-Tolyloxy)methyl]oxirane (CAS No. 2186-25-6)

1023. 2,3-Epoxypropyl o-tolyl ether (CAS No. 2210-79-9)

1024. [(Tolyloxy)methyl]oxirane, cresyl glycidyl ether (CAS No. 26447-14-3)

1025. Di-allate (CAS No. 2303-16-4)

1026. Benzyl 2,4-dibromobutanoate (CAS No. 23085-60-1)

1027. Trifluoroiodomethane (CAS No. 2314-97-8)

1028. Thiophanate-methyl (CAS No. 23564-05-8)

1029. Dodecachloropentacyclo[5.2.1.0 2,6 .0 3,9 0 5,8]decane (Mirex) (CAS No. 2385-85-5)

1030. Propyzamide (CAS No. 23950-58-5)

1031. Butyl glycidyl ether (CAS No. 2426-08-6)

1032. 2,3,4-Trichlorobut-1-ene (CAS No. 2431-50-7)

1033. Chinomethionate (CAS No. 2439-01-2)

1034. (R)-α-Phenylethylammonium (-)-(1R,2S)-(1,2-epoxypropyl)phosphonate monohydrate (CAS No. 25383-07-7)

1035. 5-Ethoxy-3-trichloromethyl-1,2,4-thiadiazole (Etridiazole - ISO) (CAS No. 2593-15-9)

1036. Disperse Yellow 3 (CAS No. 2832-40-8)

1037. 1,2,4-Triazole (CAS No. 288-88-0)

1038. Aldrin (ISO) (CAS No. 309-00-2)

1039. Diuron (ISO) (CAS No. 330-54-1)

1040. Linuron (ISO) (CAS No. 330-55-2)

1041. Nickel carbonate  (CAS No.  3333-67-3/ 16337-84-1 / 65405-96-1  12607-70-4)

1042. 3-(4-Isopropylphenyl)-1,1-dimethylurea (Isoproturon - ISO) (CAS No. 34123-59-6)

1043. Iprodione (CAS No. 36734-19-7)

1044.  5-(2,4-Dioxo-1,2,3,4-tetrahydropyrimidine)-3-fluoro-2-hydroxymethyltetrahydrofuran (CAS No. 41107-56-6)

1045. Crotonaldehyde  (CAS No.  4170-30-3/ 123-73-9)

1046. Hexahydrocyclopenta(c)pyrrole-1-(1H)-ammonium N-ethoxycarbonyl-N-(p-tolylsulfonyl)azanide

1047. 4,4’-Carbonimidoylbis[N,N-dimethylaniline] and its salts (CAS No. 492-80-8)

1048. DNOC (ISO) (CAS No. 534-52-1)

1049. Toluidinium chloride (CAS No. 540-23-8)

1050. Toluidine sulphate (1:1) (CAS No. 540-25-0)

1051. 2-(4-tert.-Butylphenyl)ethanol (CAS No. 5406-86-0)

1052. Fenthion (CAS No. 55-38-9)

1053. Chlordane, pur (CAS No. 57-74-9)

1054. Hexan-2-one (Methyl butyl ketone) (CAS No. 591-78-6)

1055. Fenarimol (CAS No. 60168-88-9)

1056. Acetamide (CAS No. 60-35-5)

1057. N-Cyclohexyl-N-methoxy-2,5-dimethyl-3-furamide (Furmecyclox - ISO) (CAS No. 60568-05-0)

1058. Dieldrin (CAS No. 60-57-1)

1059. 4,4’- Isobutylethylidenediphenol (CAS No. 6807-17-6)

1060. Chlordimeform (CAS No. 6164-98-3)

1061. Amitrole (CAS No. 61-82-5)

1062. Carbaryl (CAS No. 63-25-2)

1063. Distillates (petroleum), light hydrocracked. (CAS No. 64741-77-1)

1064. 1-Ethyl-1-methylmorpholinium bromide (CAS No. 65756-41-4)

1065. (3-Chlorophenyl)-(4-methoxy-3-nitrophenyl)methanone (CAS No. 66938- 41-8)

1066. Fuels, diesel (CAS No. 68334-30-5), except if the full refining history is known and it can be shown that the substance from which it is produced is not a carcinogen

1067. Fuel oil, no. 2 (CAS No. 68476-30-2)

1068. Fuel oil, no. 4 (CAS No. 68476-31-3)

1069. Fuels, diesel, no. 2 (CAS No. 68476-34-6)

1070. 2,2-Dibromo-2-nitroethanol (CAS No. 69094-18-4)

1071. 1-Ethyl-1-methylpyrrolidinium bromide (CAS No. 69227-51-6)

1072. Monocrotophos (CAS No. 6923-22-4)

1073. Nickel (CAS No. 7440-02-0)

1074. Bromomethane (Methyl bromide - ISO) (CAS No. 74-83-9)

1075. Chloromethane (Methyl chloride) (CAS No. 74-87-3)

1076. Iodomethane (Methyl iodide) (CAS No. 74-88-4)

1077. Bromoethane (Ethyl bromide) (CAS No. 74-96-4)

1078. Heptachlor (CAS No. 76-44-8)

1079. Fentin hydroxide (CAS No. 76-87-9)

1080. Nickel sulphate (CAS No. 7786-81-4)

1081. 3,5,5-Trimethylcyclohex-2-enone (Isophorone) (CAS No. 78-59-1)

1082. 2,3-Dichloropropene (CAS No. 78-88-6)

1083. Fluazifop-P-butyl (ISO) CAS No. 79241-46-6)

1084. (S)-2,3-Dihydro-1H-indole-carboxylic acid (CAS No. 79815-20-6)

1085. Toxaphene (CAS No. 8001-35-2)

1086. (4-Hydrazinophenyl)-N-methylmethanesulfonamide hydrochloride (CAS No. 81880-96-8)

1087. CI Solvent Yellow 14 (CAS No. 842-07-9)

1088. Chlozolinate (CAS No. 84332-86-5)

1089. Alkanes, C10-13, chloro (CAS No. 85535-84-8)

1090. 2,4,6-Trichlorophenol (CAS No. 88-06-2)

1091. Diethylcarbamoyl-chloride (CAS No. 88-10-8)

1092. 1-Vinyl-2-pyrrolidone (CAS No. 88-12-0)

1093. Myclobutanil (ISO); 2-(4-chlorophenyl)-2-(1H-1,2,4-triazol-1-ylmethyl)hexanenitrile (CAS No. 88671-89-0)

1094. Fentin acetate (CAS No. 900-95-8)

1095. Biphenyl-2-ylamine (CAS No. 90-41-5)

1096. Trans-4-cyclohexyl-L-proline monohydro-chloride (CAS No. 90657-55-9)

1097. 2-Methyl-m-phenylene diisocyanate (Toluene 2,6- diisocyanate) (CAS No. 91-08-7)\

1098. 4-Methyl-m-phenylene diisocyanate (Toluene 2,4- diisocyanate) (CAS No. 584-84-9)

1099. m-Tolylidene diisocyanate (Toluene diisocyanate) (CAS No. 26471-62-5)

1100. Fuels, jet aircraft, coal solvent extn., hydrocracked hydrogenated (CAS No. 94114-58-6)

1101. Fuels, diesel, coal solvent extn., hydrocracked hydrogenated (CAS No. 94114-59-7)

1102. Pitch (CAS No. 61789-60-4), if it contains > 0.005 percent w/w benzo[a]pyrene 

1103. 2-Butanone oxime (CAS No. 96-29-7)

1104. Hydrocarbons, C16-20, solvent-dewaxed hydrocracked paraffinic distn. Residue (CAS No. 97675-88-2)

1105. α,α-Dichlorotoluene (CAS No. 98-87-3)

1106. Mineral wool, with the exception of those specified elsewhere in this Annex; [Man-made vitreous (silicate)fibres with random orientation with alkaline oxide and alkali earth oxide (Na2O + K2O + CaO + MgO + BaO) content greater than 18 percent by weight]

1107. Reaction product of acetophenone, formaldehyde, cyclohexylamine, methanol and acetic acid 

1108. Trisodium bis(7-acetamido-2-(4-nitro-2-oxidophenylazo)-3-sulfonato-1-naphtholato)chromate(1-)

1109. A mixture of: 4-allyl-2,6-bis(2,3-epoxypropyl)phenol, 4-allyl-6-(3-(6-(3-(6-(3-(4-allyl-2,6-bis(2,3-epoxypropyl)-phenoxy)2-hydroxypropyl)-4-allyl-2-(2,3-epoxypropyl)phenoxy)-2-hydroxypropyl)-4-allyl-2-(2,3-epoxypropyl)-phenoxy-2-hydroxypropyl-2-(2,3-epoxypropyl)phenol, 4-allyl-6-(3-(4-allyl-2,6-bis(2,3-epoxypropyl)phenoxy)-2- hydroxypropyl)-2-(2,3-epoxypropyl)phenoxy)phenol and 4-allyl-6-(3-(6-(3-(4-allyl-2,6-bis(2,3-epoxypropyl)-phenoxy)-2-hydroxypropyl)-4-allyl-2-(2,3-epoxypropyl)phenoxy)2-hydroxypropyl)-2-(2,3-epoxypropyl)phenol

1110. Costus root oil (Saussurea lappa Clarke) (CAS No. 8023-88-9), when used as a fragrance ingredient

1111. 7-Ethoxy-4-methylcoumarin (CAS No. 87-05-8), when used as a fragrance ingredient

1112. Hexahydrocoumarin (CAS No. 700-82-3), when used as a fragrance ingredient

1113. Exudation of Myroxylon pereirae (Royle) Klotzsch (Peru balsam, crude); CAS No. 8007-00-9) when used as fragrance ingredient

1114. isobutyl nitrite (CAS No. 542-56-3)

1115. isoprene (stabilized); 2-methyl-1,3-butadiene (CAS No. 78-79-5) 

1116. 1-bromopropane; n-propyl bromide (CAS No. 106-94-5) 

1117. chloroprene (stabilized); 2-Chlorobuta-1,3-diene (CAS No. 126-99-8) 

1118. 1,2,3-trichloropropane (CAS No. 96-18-4)

1119. ethylene glycol dimethyl ether (EGDME) (CAS No. 110-71-4) 

1120. dinocap (ISO) (CAS No. 39300-45-3) 

1121. diaminotoluene, technical product -mixture of [4-methyl-m-phenylene diamine] (3) and [2-methyl-m-phenylene diamine] (4); methyl-phenylenediamine (CAS No. 25376-45-8  / 95-80-7 / 823-40-5)

1122. p-chlorobenzotrichloride (CAS No. 5216-25-1) 

1123. diphenylether; octabromo derivate (CAS No. 32536-52-0) 

1124. 1,2-bis(2-methoxyethoxy)ethane; triethylene glycol dimethyl ether (TEGDME) (CAS No. 112-49-2)

1125. tetrahydrothiopyran-3-carboxaldehyde (CAS No. 61571-06-0) 

1126. 4,4’-bis(dimethylamino)benzophenone (Michler's ketone) (CAS No. 90-94-8) 

1127. oxiranemethanol, 4-methylbenzene-sulfonate, (S)- (CAS No. 70987-78-9) 

1128. 1,2-Benzenedicarboxylic acid, dipentylester, branched and linear (CAS No. 84777-06-0); n-Pentyl-isopentylphthalate; di-n-Pentyl phthalate (CAS No. 131-18-0); Diisopentylphthalate (CAS No. 605-50-5)

1129. benzyl butyl phthalate (BBP) (CAS No. 85-68-7) 

1130. 1,2-benzenedicarboxylic acid di-C 7-11, branched and linear alkyl esters (CAS No. 68515-42-4) 

1131. a mixture of: disodium 4-(3-ethoxycarbonyl-4-(5-(3-ethoxycarbonyl-5-hydroxy-1-(4-sulfonatophenyl) pyrazol-4-yl) penta-2,4-dienylidene)-4,5-dihydro-5-oxopyrazol-1-yl)benzenesulfonate and trisodium 4-(3-ethoxycarbonyl-4-(5-(3-ethoxycarbonyl-5-oxido-1-(4-sulfonatophenyl)pyrazol-4-yl)penta-2,4-dienylidene)-4,5-dihydro-5-oxopyrazol-1-yl)benzenesulfonate.

1132. (Methylenebis(4,1-phenylenazo(1-(3-(dimethylamino)propyl)-1,2-dihydro-6-hydroxy-4-methyl-2-oxopyridine-5,3-diyl)))-1,1’-dipyridinium dichloride dihydrochloride

1133. 2-[2-Hydroxy-3-(2-chlorophenyl)carbamoyl-1-naphthylazo]-7-[2-hydroxy-3-(3-methylphenyl)carbamoyl-1-naphthylazo]fluoren-9-one   (CAS No. 25376-45-8  / 95-80-7 / 823-40-5)

1134. azafenidin (CAS No. 68049-83-2) 

1135. 2,4,5-Trimethylaniline (CAS No. 137-17-7); 2,4,5-Trimethylaniline hydrochloride (CAS No. 21436-97-5) 

1136. 4,4’-thiodianiline and its salts (CAS No. 139-65-1)

1137. 4,4’-oxydianiline (p-aminophenyl ether) and its salts (CAS No. 101-80-4) 

1138. N,N,N’,N’-tetramethyl-4,4’- methylenedianiline (CAS No. 101-61-1) 

1139. 6-methoxy-m-toluidine; p-Cresidine (CAS No. 120-71-8) 

1140. 3-ethyl-2-methyl-2-(3-methylbutyl)-1,3-oxazolidine (CAS No. 143860-04-2) 

1141. a mixture of: 1,3,5-tris(3-aminomethylphenyl)-1,3,5-(1H,3H,5H)-triazine-2,4,6-trione and a mixture of oligomers of 3,5-bis(3-aminomethylphenyl)-1-poly[3,5-bis(3-aminomethylphenyl)-2,4,6-trioxo-1,3,5-(1H,3H,5H)-triazin-1-yl]-1,3,5-(1H,3H,5H)-triazine-2,4,6-trione  

1142. 2-nitrotoluene (CAS No. 88-72-2) 

1143. tributyl phosphate (CAS No. 126-73-8)

1144. naphthalene (CAS No. 91-20-3) 

1145. Nonylphenol (CAS No.  25154-52-3); 4-Nonylphenol, branched (CAS No. 84852-15-3)

1146. 1,1,2-trichloroethane (CAS No. 79-00-5) 

1147. allyl chloride (3-chloropropene) (CAS No. 107-05-1) 

1148. 1,4-dichlorobenzene (p-dichlorobenzene) (CAS No. 106-46-7) 

1149. bis(2-chloroethyl) ether (CAS No. 111-44-4) 

1150. phenol (CAS No. 108-95-2) 

1151. bisphenol A (4,4’-isopropylidenediphenol) (CAS No. 80-05-7) 

1152. trioxymethylene (1,3,5-trioxan) (CAS No. 110-88-3)

1153. propargite (ISO) (CAS No. 2312-35-8) 

1154. 1-chloro-4-nitrobenzene (CAS No. 100-00-5) 

1155. molinate (ISO) (CAS No. 2212-67-1) 

1156. fenpropimorph (ISO) (CAS No. 67564-91-4) 

1157. methyl isocyanate (CAS No. 624-83-9) 

1158. N,N-dimethylanilinium tetrakis(pentafluorophenyl)borate (CAS No. 118612-00-3) 

1159. O,O’-(ethenylmethylsilylene) di[(4-methylpentan-2-one) oxime]

1160. a 2:1 mixture of: 4-(7-hydroxy-2,4,4-trimethyl-2-chromanyl) resorcinol-4-yl-tris(6-diazo-5,6-dihydro-5-oxonaphthalen-1-sulfonate) and 4-(7-hydroxy-2,4,4-trimethyl-2-chromanyl) resorcinolbis(6-diazo-5,6-dihydro-5-oxonaphthalen-1-sulfonate) (CAS No. 140698-96-0) 

1161. a mixture of: reaction product of 4,4’-methylenebis[2-(4-hydroxybenzyl)-3,6-dimethylphenol] and 6-diazo-5,6-dihydro-5-oxonaphthalenesulfonate (1:2) and reaction product of 4,4’-methylenebis[2-(4-hydroxybenzyl)-3,6-dimethylphenol] and 6-diazo-5,6-dihydro-5-oxonaphthalenesulfonate (1:3) 

1162. Malachite green hydrochloride (CAS No. 569-64-2); Malachite green oxalate (CAS No. 18015-76-4)

1163. 1-(4-chlorophenyl)-4,4-dimethyl-3-(1,2,4-triazol-1-ylmethyl) pentan-3-ol (CAS No. 107534-96-3) 

1164. 5-(3-butyryl-2,4,6-trimethylphenyl)-2-[1-(ethoxyimino) propyl]-3-hydroxycyclohex-2-en-1-one (CAS No. 138164-12-2) 

1165. trans-4-Phenyl-L-proline (CAS No. 96314-26-0) 

1166. a mixture of: 5-[(4-[(7-amino-1-hydroxy-3-sulfo-2-naphthyl) azo]-2,5-diethoxyphenyl)azo]-2-[(3-phosphonophenyl)azo] benzoic acid and 5-[(4-[(7-amino-1-hydroxy-3-sulfo-2-naphthyl)azo]-2,5-diethoxyphenyl)azo]-3-[(3-phosphonophenyl) azo]benzoic acid (CAS No. 163879-69-4) 

1167. 2-{4-(2-ammoniopropylamino)-6-[4-hydroxy-3-(5-methyl-2-methoxy-4-sulfamoylphenylazo)-2-sulfonatonaphth-7-ylamino]-1,3,5-triazin-2-ylamino}-2-aminopropyl formate

1168. 5-Nitro-o-toluidine (CAS No. 99-55-8); 5-Nitro-o-toluidine hydrochloride (CAS No. 51085-52-0)

1169. 1-(1-naphthylmethyl)quinolinium chloride (CAS No. 65322-65-8) 

1170. (R)-5-bromo-3-(1-methyl-2-pyrrolidinyl methyl)-1H-indole (CAS No. 143322-57-0)

1171. pymetrozine (ISO) (CAS No. 123312-89-0) 

1172. oxadiargyl (ISO) (CAS No. 39807-15-3) 

1173. chlorotoluron (3-(3-chloro-p-tolyl)-1,1-dimethylurea) (CAS No. 15545-48-9) 

1174. N-[2-(3-acetyl-5-nitrothiophen-2-ylazo)-5-diethylaminophenyl] acetamide (CAS No.  777891-21-1)

1175. 1,3-bis(Vinylsulfonylacetamido)propane (CAS No. 93629-90-4) 

1176. p-phenetidine (4-ethoxyaniline) (CAS No. 156-43-4) 

1177. m-phenylenediamine and its salts (CAS No. 108-45-2) 

1178. residues (coal tar), creosote oil distn., if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 92061-93-3) 

1179. creosote oil, acenaphthene fraction, wash oil, if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 90640-84-9) 

1180. creosote oil, if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 61789-28-4) 

1181. creosote, if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 8001-58-9) 

1182. creosote oil, high-boiling distillate, wash oil, if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 70321-79-8) 

1183. extract residues (coal), creosote oil acid, wash oil extract residue, if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 122384-77-4) 

1184. creosote oil, low-boiling distillate, wash oil, if it contains > 0.005 percent w/w benzo[a]pyrene (CAS No. 70321-80-1) 

1185. 6-Methoxy-2,3-Pyridinediamine and its HCl salt, when used as a substance in hair dye products (CAS No. 94166-62-8) 

1186. 2,3-Naphthalenediol, when used as a substance in hair dye products (CAS No. 92-44-4)

1187. 2,4-Diaminodiphenylamine, when used as a substance in hair dye products (CAS No. 136-17-4) 

1188. 2,6-Bis(2-Hydroxyethoxy)-3,5-Pyridinediamine and its HCl salt, when used as a substance in hair dye products (CAS No. 117907-42-3) 

1189. 2-Methoxymethyl-p-Aminophenol and its HCl salt, when used as a substance in hair dye products (CAS No. 135043-65-1/29785-47-5) 

1190. 4,5-Diamino-1-Methylpyrazole and its HCl salt, when used as a substance in hair dye products (CAS No.  20055-01-0 / 21616-59-1)

1191. 4,5-Diamino-1-((4-Chlorophenyl)Methyl)-1H-Pyrazole Sulfate, when used as a substance in hair dye products (CAS No. 163183-00-4) 

1192. 4-Chloro-2-Aminophenol, when used as a substance in hair dye products (CAS No. 95-85-2) 

1193. 4-Hydroxyindole, when used as a substance in hair dye products (CAS No. 2380-94-1) 

1194. 4-Methoxytoluene-2,5-Diamine and its HCl salt, when used as a substance in hair dye products (CAS No. 56496-88-9) 

1195. 5-Amino-4-Fluoro-2-Methylphenol Sulfate, when used as a substance in hair dye products (CAS No. 163183-01-5) 

1196. N,N-Diethyl-m-Aminophenol, when used as a substance in hair dye products (CAS No. 91-68-9 / 68239-84-9) 

1197. N,N-Dimethyl-2,6-Pyridinediamine and its HCl salt, when used as a substance in hair dye products 

1198. N-Cyclopentyl-m-Aminophenol, when used as a substance in hair dye products (CAS No. 104903-49-3) 

1199. N-(2-Methoxyethyl)-p-phenylenediamine and its HCl salt, when used as a substance in hair dye products (CAS No. 72584-59-9 / 66566-48-1) 

1200. 2,4-Diamino-5-methylphenetol and its HCl salt, when used as a substance in hair dye Products (CAS No. 113715-25-6) 

1201. 1,7-Naphthalenediol, when used as a substance in hair dye products (CAS No. 575-38-2) 

1202. 3,4-Diaminobenzoic acid, when used as a substance in hair dye products (CAS No. 619-05-6) 

1203. 2-Aminomethyl-p-aminophenol and its HCl salt, when used as a substance in hair dye products (CAS No. 79352-72-0) 

1204. Solvent Red 1 (CI 12150), when used as a substance in hair dye products (CAS No. 1229-55-6) 

1205. Acid Orange 24 (CI 20170), when used as a substance in hair dye products (CAS No. 1320-07-6) 

1206. Acid Red 73 (CI 27290), when used as a substance in hair dye products (CAS No. 5413-75-2)

1207. PEG-3,2’,2’-di-p-Phenylenediamine (CAS No. 144644-13-3)

1208. 6-Nitro-o-Toluidine (CAS No. 570-24-1)

1209. HC Yellow No 11 (CAS No. 73388-54-2)

1210. HC Orange No 3 (CAS No. 81612-54-6)

1211. HC Green No 1 (CAS No. 52136-25-1)

1212. HC Red No 8 and its salts (CAS No. 97404-14-3,13556-29-1)

1213. Tetrahydro-6-nitroquinoxaline and its salts (CAS No. 158006-54-3/41959-35-7/73855-45-5)

1214. Disperse Red 15, except as impurity in Disperse Violet 1 (CAS No. 116-85-8)

1215. 4-Amino-3-fluorophenol (CAS No. 399-95-1)

1216. N,N’-dihexadecyl-N,N’-bis(2-hydroxyethyl)propanediamide; Bishydroxyethyl Bis cetyl Malonamide (CAS No. 149591-38-8)

1217. 1-Methyl-2,4,5-trihydroxybenzene (CAS No. 1124-09-0) and its salts, when used as a substance in hair dye products

1218. 2,6-Dihydroxy-4-methylpyridine (CAS No. 4664-16-8) and its salts, when used as a substance in hair dye products

1219. 5-Hydroxy 1,4-benzodioxane (CAS No. 10288-36-5) and its salts, when used as a substance in hair dye products

1220. 3,4-Methylenedioxyphenol (CAS No.533-31-3) and its salts, when used as a substance in hair dye products

1221. 3,4-Methylenedioxyaniline (CAS No. 14268-66-7) and its salts, when used as a substance in hair dye products

1222. Hydroxypyridinone (CAS No. 822-89-9) and its salts, when used as a substance in hair dye products

1223. 3-Nitro-4-aminophenoxyethanol (CAS No. 50982-74-6) and its salts, when used as a substance in hair dye products

1224. 2-methoxy-4-nitrophenol (CAS No. 3251-56-7) (4-Nitroguaiacol) and its salts, when used as a substance in hair dye products

1225. CI Acid Black 131 (CAS No. 12219-01-1) and its salts, when used as a substance in hair dye products

1226. 1,3,5-Trihydroxybenzene (CAS No.108-73-6) (Phloroglucinol) and its salts, when used as a substance in hair dye products

1227. 1,2,4-Benzenetriacetate (CAS No. 613-03-6) and its salts, when used as a substance in hair dye products

1228. Ethanol, 2,2'-iminobis-, reaction products with epichlorohydrin and 2-nitro-1,4-benzenediamine (HC Blue No. 5) and its salts (CAS No. 68478-64-8 / 158571-58-5), when used as a substance in hair dye products

1229. N-Methyl-1,4-diaminoanthraquinone, reaction products with epichlorohydrin and monoethanolamine (CAS No. 158571-57-4) (HC Blue No 4) and its salts, when used as a substance in hair dye products

1230. 4-Aminobenzenesulfonic acid (Sulfanilic acid) and its salts (CAS No. 121-57-3 / 515-74-2), when used as a substance in hair dye products

1231. 3,3’-(Sulfonylbis(2-nitro-4,1-phenylene)imino)bis(6-(phenylamino))benzenesulfonic acid and its salts (CAS No. 6373-79-1), when used as a substance in hair dye products

1232. 3(or5)-((4-(Benzylmethylamino)phenyl)azo)-1,2-(or1,4)- dimethyl-1H-1,2,4-triazolium and its salts (CAS No. 89959-98-8 / 12221-69-1), when used as a substance in hair dye products

1233. 2,2'-((3-Chloro-4-((2,6-dichloro-4-nitrophenyl)azo)phenyl)imino)bisethanol (CAS No. 23355-64-8) (Disperse Brown 1) and its salts, when used as a substance in hair dye products

1234. Benzothiazolium, 2-[[4-[ethyl(2-hydroxyethyl)amino]phenyl]azo]-6-methoxy-3-methyl-, and its salts (CAS No. 12270-13-2), when used as a substance in hair dye products

1235. 2-[(4-Chloro-2-nitrophenyl)azo)]-N-(2-methoxyphenyl)-3-oxobutanamide (CAS No. 13515-40-7) (Pigment Yellow 73) and its salts, when used as a substance in hair dye products

1236. 2,2'-[(3,3'-Dichloro[1,1'-biphenyl]-4,4'- diyl)bis(azo)]bis[3-oxo-N-phenylbutanamide] (Pigment Yellow 12) (CAS No. 6358-85-6) and its salts, when used as a substance in hair dye products

1237. 2,2’-(1,2-Ethenediyl)bis[5-((4-ethoxyphenyl)azo]benzenesulfonic acid) and its salts (CAS No. 2870-32-8), when used as a substance in hair dye products

1238. 2,3-Dihydro-2,2-dimethyl-6[(4-(phenylazo)-1-naphthalenyl)azo-1H-pyrimidine (CAS No. 4197-25-5) (Solvent Black 3) and its salts, when used as a substance in hair dye products

1239. 3(or5)-[[4-[(7-amino-1-hydroxy-3-sulphonato-2-naphthyl)azo]-1-naphthyl]azo]salicylic acid and its salts (CAS No. 3442-21-5 / 34977-63-4), when used as a substance in hair dye products

1240. 2-Naphthalenesulfonic acid,7-(benzoylamino)-4-hydroxy-3[[4-[(4-sulfophenyl)azo]phenyl]azo]- and its salts (CAS No. 2610-11-9), when used as a substance in hair dye products

1241. (μ-((7,7'-Iminobis(4-hydroxy-3-((2-hydroxy-5-(N-methylsulphamoyl)phenyl)azo)naphthalene-2-sulphonato))(6-)))dicuprate(2-) and its salts (CAS No. 37279-54-2), when used as a substance in hair dye products

1242. 3-[(4-(Acetylamino)phenyl)azo]-4-hydroxy-7-[[[[5-hydroxy-6-(phenylazo)-7-sulfo-2-naphthalenyl]amino]carbonyl]amino]-2-naphthalenesulfonic acid and its salts (CAS No. 3441-14-3), when used as a substance in hair dye products

1243. 2-Naphthalenesulfonic acid, 7,7'-(carbonyldiimino)bis(4- hydroxy-3-[[2-sulfo-4-[(4-sulfophenyl)azo]phenyl]azo]-, and its salts (CAS No. 2610-10-8 / 25188-41-4), when used as a substance in hair dye products

1244. Ethanaminium,N-(4-[bis[4-(diethylamino)phenyl]methylene]-2,5-cyclohexadien-1-ylidene)-N-ethyl- and its salts (CAS No. 2390-59-2), when used as a substance in hair dye products

1245. 3H-Indolium,2-[[(4-methoxyphenyl)methylhydrazono]methyl]-1,3,3-trimethyl- and its salts (CAS No. 54060-92-3), when used as a substance in hair dye products

1246. 3H-Indolium, 2-(2-((2,4-dimethoxyphenyl)amino)ethenyl)-1,3,3-trimethyl]- and its salts (CAS No. 4208-80-4), when used as a substance in hair dye products

1247. Nigrosine spirit soluble (CAS No. 11099-03-9) (Solvent Black 5), when used as a substance in hair dye products

1248. Phenoxazin-5-ium, 3,7-bis(diethylamino)-, and its salts (CAS No. 47367-75-9 / 33203-82-6), when used as a substance in hair dye products

1249. Benzo[a]phenoxazin-7-ium, 9-(dimethylamino)- and its salts (CAS No. 7057-57-0 / 966-62-1), when used as a substance in hair dye products

1250. 6-amino-2-(2,4-dimethylphenyl)-1H-benz[de]isoquinoline-1,3(2H)-dione (CAS No. 2478-20-8) (Solvent Yellow 44)  and its salts ,when used as a substance in hair dye products

1251. 1-Amino-4-[[4-[(dimethylamino)methyl]phenyl]amino]anthraquinone and its salts (CAS No. 67905-56-0 / 12217-43-5), when used as a substance in hair dye products

1252. Laccaic Acid (CI Natural Red 25) (CAS No. 60687-93-6) and its salts, when used as a substance in hair dye products

1253. Benzenesulfonic acid, 5-[(2,4-dinitrophenyl)amino]-2- (phenylamino)-, and its salts (CAS No. 6373-74-6 / 15347-52-1), when used as a substance in hair dye products

1254. 4-[(4-Nitrophenyl)azo]aniline (Disperse Orange 3) and its salts (CAS No. 730-40-5 / 70170-61-5), when used as a substance in hair dye products 

1255. 4-Nitro-m-phenylenediamine (CAS No. 5131-58-8) and its salts, when used as a substance in hair dye products

1256. 1-Amino-4-(methylamino)-9,10-anthracenedione (CAS No. 1220-94-6) (Disperse Violet 4) and its salts, when used as a substance in hair dye products 

1257. N-Methyl-3-nitro-p-phenylenediamine (CAS No. 2973-21-9) and its salts, when used as a substance in hair dye products

1258. N1-(2-Hydroxyethyl)-4-nitro-o-phenylenediamine (CAS No. 56932-44-6) (HC Yellow No. 5) and its salts, when used as a substance in hair dye products

1259. N1-(Tris(hydroxymethyl)) methyl-4-nitro-1,2-phenylenediamine (CAS No.56932-45-7) (HC Yellow No 3) and its salts, when used as a substance in hair dye products

1260. 2-Nitro-N-hydroxyethyl-p-anisidine (CAS No. 57524-53-5) and its salts, when used as a substance in hair dye products

1261. N,N’-Dimethyl-N-Hydroxyethyl-3-nitro-p-phenylenediamine (CAS No. 10228-03-2) and its salts,when used as a substance in hair dye products

1262. 3-(N-Methyl-N-(4-methylamino-3-nitrophenyl)amino)propane-1,2-diol and its salts (CAS No. 93633-79-5), when used as a substance in hair dye products

1263. 4-Ethylamino-3-nitrobenzoic acid (CAS No. 2788-74-1) (N-Ethyl-3-Nitro PABA) and its salts, when used as a substance in hair dye products 

1264. (8-[(4-Amino-2-nitrophenyl)azo]-7-hydroxy-2-naphthyl)trimethylammonium and  its salts, except Basic Red 118 (CAS 71134-97-9) as impurity in Basic Brown 17, when used as a substance in hair dye products

1265. 5-((4-(Dimethylamino)phenyl)azo)-1,4-dimethyl-1H-1,2,4-triazolium (CAS No. 12221-52-2) and its salts, when used as a substance in hair dye products

1266. m-Phenylenediamine, 4-(phenylazo)-, (CAS No. 495-54-5) and its salts, when used as a substance in hair dye products

1267. 1,3-Benzenediamine, 4-methyl-6-(phenylazo)- and its salts (CAS No. 4438-16-8), when used as a substance in hair dye products

1268. 2,7-Naphthalenedisulfonic acid, 5-(acetylamino)-4- hydroxy-3-((2-methylphenyl)azo)-, and its salts (CAS No. 6441-93-6), when used as a substance in hair dye products

1269. 4,4’-[(4-Methyl-1,3-phenylene)bis(azo)]bis[6-methyl-1,3-benzenediamine] (CAS No. 4482-25-1) (Basic Brown 4) and its salts, when used as a substance in hair dye products

1270. Benzenaminium, 3-[[4-[[diamino(phenylazo)phenyl]azo]-2-methylphenyl]azo]-N,N,N-trimethyl- and its salts (CAS No. 83803-99-0), when used as a substance in hair dye products

1271. Benzenaminium, 3-[[4-[[diamino(phenylazo)phenyl]azo]-1-naphthalenyl]azo]-N,N,N-trimethyl-, and its salts (CAS No. 83803-98-9), when used as a substance in hair dye products

1272. Ethanaminium, N-[4-[(4-(diethylamino)phenyl)phenylmethylene]-2,5-cyclohexadien-1-ylidene]-N-ethyl- and its salts (CAS No. 633-03-4), when used as a substance in hair dye products (CAS No. 633-03-4)

1273. 9,10-Anthracenedione, 1-[(2-hydroxyethyl)amino]-4- (methylamino)-, and its derivatives and salts (CAS No. 2475-46-9 / 86722-66-9), when used as a substance in hair dye products

1274. 1,4-Diamino-2-methoxy-9,10-anthracenedione (CAS No. 2872-48-2) (Disperse Red 11) and its salts, when used as a substance in hair dye products

1275. 1,4-Dihydroxy-5,8-bis[(2-hydroxyethyl)amino]anthraquinone (CAS No.3179-90-6) (Disperse Blue 7) and its salts, when used as a substance in hair dye products

1276. 1-[(3-Aminopropyl)amino]-4-(methylamino)anthraquinone (CAS No. 22366-99-0) and its salts, when used as a substance in hair dye products

1277. N-[6-[(2-Chloro-4-hydroxyphenyl)imino]-4-methoxy-3-oxo-1,4-cyclohexadien-1-yl]acetamide (CAS No.66612-11-1) (HC Yellow No 8) and its salts, when used as a substance in hair dye products

1278. [6-[[3-Chloro-4-(methylamino)phenyl]imino]-4-methyl-3-oxocyclohexa-1,4-dien-1-yl]urea (CAS No. 56330-88-2) (HC Red No. 9) and its salts, when used as a substance in hair dye products

1279. Phenothiazin-5-ium, 3,7-bis(dimethylamino)- and its salts (CAS No. 61-73-4), when used as a substance in hair dye products

1280. 4,6-Bis(2-Hydroxyethoxy)-m-Phenylenediamine and its salts (CAS No. 94082-85-6), when used as a substance in hair dye products

1281. 5-Amino-2,6-Dimethoxy-3-hydroxypyridine (CAS No.104333-03-1) and its salts, when used as a substance in hair dye products

1282. 4,4'-Diaminodiphenylamine (CAS No. 537-65-5) and its salts, when used as a substance in hair dye products

1283. 4-Diethylamino-o-toluidine and its salts (CAS No. 148-71-0 / 24828-38-4 / 2051-79-8), when used as a substance in hair dye products

1284. N,N-Diethyl-p-phenylenediamine and its salts (CAS No. 93-05-0 / 6065-27-6 / 6283-63-2), when used as a substance in hair dye products

1285. N,N-Dimethyl-p-phenylenediamine and its salts (CAS No. 99-98-9 / 6219-73-4), when used as a substance in hair dye products

1286. Toluene-3,4-Diamine (CAS No. 496-72-0) and its salts, when used as a substance in hair dye products

1287. 2,4-Diamino-5-methylphenoxyethanol and its salts (CAS No. 141614-05-3 / 113715-27-8), when used as a substance in hair dye products

1288. 6-Amino-o-cresol (CAS No. 17672-22-9) and its salts, when used as a substance in hair dye products

1289. Hydroxyethylaminomethyl-p-aminophenol and its salts (CAS No. 110952-46-0 / 135043-63-9), when used as a substance in hair dye products

1290. 2-Amino-3-nitrophenol (CAS No. 603-85-0) and its salts, when used as a substance in hair dye products

1291. 2-Chloro-5-nitro-N-hydroxyethyl-p-phenylenediamine (CAS No. 50610-28-1) and its salts, when used as a substance in hair dye products

1292. 2-Nitro-p-phenylenediamine and its salts (CAS No.   5307-14-2 / 18266-52-9 / 68239-83-8), when used as a substance in hair dye products

1293. Hydroxyethyl-2,6-dinitro-p-anisidine (CAS No. 122252-11-3) and its salts, when used as a substance in hair dye products

1294. 6-Nitro-2,5-pyridinediamine (CAS No. 69825-83-8) and its salts, when used as a substance in hair dye products

1295. Phenazinium, 3,7-diamino-2,8-dimethyl-5-phenyl-, and its salts (CAS No. 477-73-6), when used as a substance in hair dye products

1296. 3-Hydroxy-4-[(2-hydroxynaphthyl)azo]-7-nitronaphthalene-1-sulphonic acid and its salts (CAS No. 16279-54-2 / 5610-64-0), when used as a substance in hair dye products

1297. 3-[(2-nitro-4-(trifluoromethyl)phenyl)amino]propane-1,2-diol (CAS No. 104333-00-8) (HC Yellow No 6) and its salts, when used as a substance in hair dye products

1298. 2-[(4-chloro-2-nitrophenyl)amino]ethanol (CAS No. 59320-13-7) (HC Yellow No 12) and its salts, when used as a substance in hair dye products

1299. 3-[[4-[(2-Hydroxyethyl)Methylamino]-2-Nitrophenyl]Amino]-1,2-Propanediol and its salts (CAS No. 173994-75-7 / 102767-27-1), when used as a substance in hair dye products

1300. 3-[[4-[Ethyl(2-Hydroxyethyl)Amino]-2-Nitrophenyl]Amino]-1,2-Propanediol and its salts (CAS No. 114087-41-1 / 114087-42-2), when used as a substance in hair dye products

1301. Ethanaminium, N-[4-[[4-(diethylamino)phenyl][4-(ethylamino)-1-naphthalenyl]methylene]-2,5-cyclohexadien- 1-ylidene]-N-ethyl-, and its salts (CAS No. 2390-60-5), when used as a substance in hair dye products

1302. 4-[(4-Aminophenyl)(4-iminocyclohexa-2,5-dien-1-ylidene)methyl]-o-toluidine (CAS No. 3248-93-9) and its hydrochloride salt (Basic Violet 14; CI 42510) (CAS No. 632-99-5) when used as a substance in hair dye products

1303. 4-(2,4-Dihydroxyphenylazo)benzenesulphonic acid (CAS No. 2050-34-2) and its sodium salt (Acid Orange 6; CI 14270) (CAS No. 547-57-9) when used as a substance in hair dye products

1304. 3-Hydroxy-4-(phenylazo)-2-naphthoic acid (CAS No. 27757-79-5) and its calcium salt (Pigment Red 64:1; CI 15800) (CAS No. 6371-76-2), when used as a substance in hair dye products 

1305. 2-(6-Hydroxy-3-oxo-(3H)-xanthen-9-yl)benzoic acid; Fluorescein (CAS No.2321-07-5) and its disodium salt (Acid yellow 73 sodium salt; CI 45350) (CAS No. 518-47-8), when used as a substance in hair dye products

1306. 4’,5’-Dibromo-3’,6’-dihydroxyspiro[isobenzofuran-1(3H),9’-[9H]xanthene]-3-one; 4’,5’-Dibromofluorescein; (Solvent Red 72) ( CAS No. 596-03-2) and its disodium salt (CI 45370) (CAS No. 4372-02-5) when used as a substance in hair dye products

1307. 2-(3,6-Dihydroxy-2,4,5,7-tetrabromoxanthen-9-yl)-benzoic acid; Fluorescein, 2’,4’,5’,7’-tetrabromo-; (Solvent Red 43) (CAS No. 15086-94-9), its disodium salt (Acid Red 87; CI 45380) (CAS No. 17372-87-1) and its aluminium salt (Pigment Red 90:1 Aluminium lake) (CAS No. 15876-39-8) when used as a substance in hair dye products

1308. Xanthylium, 9-(2-carboxyphenyl)-3-((2-methylphenyl)amino)-6-((2-methyl-4-sulfophenyl)amino)-, inner salt (CAS No. 10213-95-3); and its sodium salt (Acid Violet 9; CI 45190) ( CAS No. 6252-76-2) when used as a substance in hair dye products

1309. 3’,6’-Dihydroxy-4’,5’-diiodospiro(isobenzofuran-1(3H),9’-[9H]xanthene)-3-one; (Solvent Red 73) (CAS No. 38577-97-8) and its sodium salt (Acid Red 95; CI 45425) (CAS No. 33239-19-9) when used as a substance in hair dye products

1310. 2’,4’,5’,7’-Tetraiodofluorescein (CAS No. 15905-32-5), its disodium salt (Acid Red 51; CI 45430) ( CAS No. 16423-68-0) and its aluminium salt (Pigment Red 172 Aluminium lake) ( CAS No. 12227-78-0) when used as a substance in hair dye products

1311. 1-Hydroxy-2,4-diaminobenzene (2,4-Diaminophenol) (CAS No. 95-86-3) and its dihydrochloride salts (2,4-Diaminophenol HCl) (CAS No. 137-09-7) when used as a substance in hair dye products

1312. 1,4-Dihydroxybenzene (Hydroquinone) (CAS No. 123-31-9) with the exception of entry No. 16 in Annex B

1313. [4-[[4-anilino-1-naphthyl][4-(dimethylamino)phenyl]methylene]cyclohexa-2,5-dien-1-ylidene]dimethylammonium chloride (Basic Blue 26; CI 44045) (CAS No. 2580-56-5) when used as a substance in hair dye products

1314. Disodium 3-[(2,4-dimethyl-5-sulphonatophenyl)azo]-4-hydroxynaphthalene-1-sulphonate (Ponceau SX; CI 14700) ( CAS No. 4548-53-2) when used as a substance in hair dye products

1315. Trisodium tris[5,6-dihydro-5-(hydroxyimino)-6-oxonaphthalene-2-sulphonato(2-)-N5,O6]ferrate(3-) (Acid Green 1; CI 10020) ( CAS No. 19381-50-1) when used as a substance in hair dye Products

1316. 4-(Phenylazo)resorcinol (Solvent Orange 1; CI 11920) (CAS No. 2051-85-6) and its salts, when used as a substance in hair dye products

1317. 4-[(4-Ethoxyphenyl)azo]naphthol (Solvent Red 3; CI 12010) (CAS No. 6535-42-8) and its salts, when used as a substance in hair dye products

1318. 1-[(2-Chloro-4-nitrophenyl)azo]-2-naphthol (Pigment Red 4; CI 12085) (CAS No. 2814-77-9) and its salts when used as a substance in hair dye products

1319. 3-Hydroxy-N-(o-tolyl)-4-[(2,4,5-trichlorophenyl)azo]naphthalene-2-carboxamide (Pigment Red 112; CI 12370) ( CAS No. 6535-46-2) and its salts when used as a substance in hair dye Products

1320. N-(5-Chloro-2,4-dimethoxyphenyl)-4-[[5-[(diethylamino)sulphonyl]-2-methoxyphenyl]azo]-3-hydroxynaphthalene-2-carboxamide (Pigment Red 5; CI 12490) (CAS No. 6410-41-9) and its salts when used as a substance in hair dye products

1321. Disodium 4-[(5-chloro-4-methyl-2-sulphonatophenyl)azo]-3-hydroxy-2-naphthoate (Pigment Red 48; CI 15865) ( CAS No. 3564-21-4) when used as a substance in hair dye products

1322. Calcium 3-hydroxy-4-[(1-sulphonato-2-naphthyl)azo]-2-naphthoate (Pigment Red 63:1; CI 15880) (CAS No. 6417-83-0) when used as a substance in hair dye products

1323. Trisodium 3-hydroxy-4-(4′-sulphonatonaphthylazo)naphthalene-2,7-disulphonate (Acid Red 27; CI 16185) (CAS No. 915-67-3) when used as a substance in hair dye products

1324. 2,2’-[(3,3’-Dichloro[1,1’-biphenyl]-4,4’-diyl)bis(azo)]bis[N-(2,4-dimethylphenyl)-3-oxobutyramide] (Pigment Yellow 13; CI 21100) (CAS No. 5102-83-0) when used as a substance in hair dye products

1325. 2,2’-[Cyclohexylidenebis[(2-methyl-4,1-phenylene)azo]]bis[4-cyclohexylphenol] (Solvent Yellow 29; CI 21230) (CAS No. 6706-82-7) when used as a substance in hair dye products

1326. 1-((4-Phenylazo)phenylazo)-2-naphthol (Solvent Red 23; CI 26100) (CAS No. 85-86-9) when used as a substance in hair dye products

1327. Tetrasodium 6-amino-4-hydroxy-3-[[7-sulphonato-4-[(4- sulphonatophenyl)azo]-1-naphthyl]azo]naphthalene-2,7- disulphonate (Food Black 2; CI 27755) (CAS No. 2118-39-0) when used as a substance in hair dye products

1328. Ethanaminium, N-(4-((4-diethylamino)phenyl)(2,4- disulfophenyl)methylene)-2,5-cyclohexadien-1-ylidene)- N-ethyl-, hydroxide, inner salt, sodium salt (Acid Blue 1; CI 42045) (CAS No. 129-17-9) when used as a substance in hair dye products

1329. Ethanaminium, N-(4-((4-diethylamino)phenyl)(5- hydroxy-2,4-disulfophenyl)methylene)-2,5-cyclohexadien-1-ylidene)-N-ethyl-, hydroxide, inner salt, calcium salt (2:1) (Acid Blue 3; CI 42051) (CAS No. 3536-49-0) when used as a substance in hair dye products

1330. Benzenemethanaminium, N-ethyl-N-(4-((4-(ethyl((3-sulfophenyl)methyl)amino)phenyl)(4-hydroxy-2-sulfophenyl) methylene)-2,5-cyclohexadien-1-ylidene)-3-sulfo-, hydroxide, inner salt, disodium salt (Fast Green FCF; CI 42053) (CAS No. 2353-45-9) when used as a substance in hair dye Products

1331. 1,3-Isobenzofurandione, reaction products with methylquinoline and quinoline (Solvent Yellow 33; CI 47000) (CAS No. 8003-22-3) when used as a substance in hair dye products

1332. Nigrosine (CI 50420) (CAS No. 8005-03-6) when used as a substance in hair dye products

1333. 8,18-Dichloro-5,15-diethyl-5,15-dihydrodiindolo[3,2-b:3’,2’-m]triphenodioxazine (Pigment Violet 23; CI 51319) (CAS No. 6358-30-1) when used as a substance in hair dye products

1334. 1,2-Dihydroxyanthraquinone (Pigment Red 83; CI 58000) (CAS No. 72-48-0) when used as a substance in hair dye products

1335. Trisodium 8-hydroxypyrene-1,3,6-trisulphonate (Solvent Green 7; CI 59040) (CAS No. 6358-69-6) when used as a substance in hair dye products

1336. 1-Hydroxy-4-(p-toluidino) anthraquinone (Solvent Violet 13; CI 60725) (CAS No. 81-48-1) when used as a substance in hair dye products

1337. 1,4-bis(p-Tolylamino)anthraquinone (Solvent Green 3; CI 61565) (CAS No. 128-80-3) when used as a substance in hair dye products

1338. 6-Chloro-2-(6-chloro-4-methyl-3-oxobenzo[b]thien-2(3H)-ylidene)-4-methylbenzo[b]thiophene-3(2H)- one (VAT Red 1; CI 73360) (CAS  No. 2379-74-0) when used as a substance in hair dye products

1339. 5,12-Dihydroquino[2,3-b]acridine-7,14-dione (Pigment Violet 19; CI 73900) (CAS No. 1047-16-1) when used as a substance in hair dye products

1340. (29H,31H-Phthalocyaninato(2-)-N29,N30,N31,N32)copper (Pigment Blue 15; CI 74160) (CAS No. 147-14-8) when used as a substance in hair dye products

1341. Disodium [29H,31H-phthalocyaninedisulphonato(4-)-N29,N30,N31,N32]cuprate(2-) (Direct Blue 86;CI 74180) (CAS No. 1330-38-7) when used as a substance in hair dye products

1342. Polychloro copper phthalocyanine (Pigment Green 7; CI 74260) (CAS No. 1328-53-6) when used as a substance in hair dye products

1343. Diethylene glycol (DEG); 2,2′-oxydiethanol for traces level, see Annex B (CAS No. 111-46-6)

1344. Phytonadione [INCI] / phytomenadione [INN] (CAS No. 84-80-0 / 81818-54-4)

1345. 2-Aminophenol (o-Aminophenol; CI 76520) and its salts (CAS No. 95-55-6/67845-79-8/51-19-4) 

1346. N-(2-Nitro-4-aminophenyl)-allylamine (HC Red No 16) and its salts (CAS No. 160219-76-1)

1347. Isopropyl 4-hydroxybenzoate (INCI: Isopropylparaben) (CAS No. 4191-73-5); Sodium salt or Salts of Isopropylparaben

1348. Isobutyl 4-hydroxybenzoate (INCI: Isobutylparaben) (CAS No. 4247-02-3), sodium salt or salts of Isobutylparaben (CAS No. 84930-15-4)

1349. Phenyl 4-hydroxybenzoate (INCI: Phenylparaben) (CAS No. 17696-62-7)

1350. Benzyl 4-hydroxybenzoate (INCI: Benzylparaben) (CAS No. 94-18-8)

1351. Pentyl 4-hydroxybenzoate (INCI: Pentylparaben) (CAS No. 6521- 29-5)

1352. Plastic microbeads: 5 mm or less, water insoluble, solid plastic particle used to exfoliate or cleanse in rinse-off personal care products(5)

1353. 3-Benzylidene Camphor (CAS No. 15087-24-8)

1354. 3- and 4-(4-Hydroxy-4-methylpentyl) cyclohex-3-ene-1-carbaldehyde (HICC) (CAS No. 51414-25-6/ 31906-04-4)

1355. 2,6-Dihydroxy-4-methyl-benzaldehyde (atranol) (CAS No. 526-37-4)

1356. 3-Chloro-2,6-Dihydroxy-4-methyl-benzaldehyde (chloroatranol) (CAS No. 57074-21-2)

1357. Tagetes erecta flower extract and Tagetes erecta flower oil (CAS No. 90131-43-4)

1358. 2-chlorobenzene-1,4-diamine (2-Chloro-p-Phenylenediamine), its sulfate and dihydrochloride salts (*) [CAS No. 615-66-7, 61702-44-1 (Sulfate), 615-46-3 (dihydrochloride)] when used as a substance in hair dye products, including eyebrow dye products, and eyelash dye products.

1359. Phosmet (ISO); S-[(1,3-dioxo-1,3-dihydro-2H - isoindol-2-yl)methyl]-O,O-dimethyl phosphorodithioate; O,O-dimethyl-S-phthalimidomethyl phosphorodithioate (CAS No. 732-11-6).

1360. Potassium permanganate (CAS No. 7722-64-7).

1361. 2-Benzyl-2-dimethylamino-4′- morpholinobutyrophenone (CAS No. 119313-12-1)

1362. Quizalofop-p-tefuryl (ISO); (+/–) tetrahydrofurfuryl (R)-2-[4-(6- chloroquinoxalin-2- yloxy)phenyloxy]propionate (CAS No. 200509-41-7).

1363. Propiconazole (ISO); (2RS,4RS;2RS,4SR)-1-{[2-(2,4- dichlorophenyl)-4-propyl-1,3- dioxolan-2- yl]methyl}-1H- 1,2,4-triazole (CAS No. 60207-90-1).

1364. Pinoxaden (ISO); 8-(2,6-diethyl-4-methylphenyl)-7-oxo-1,2,4,5-tetrahydro-7H-pyrazolo[1,2-d] [1,4,5]oxadiazepin-9-yl 2,2-dimethylpropanoate (CAS No. 243973-20-8)

1365. Tetramethrin (ISO); (1,3-dioxo-1,3,4,5,6,7-hexahydro-2H-isoindol-2-yl)methyl 2,2-dimethyl-3-(2-methylprop-1- en-1-yl)cyclopropanecarboxylate (CAS No. 7696-12-0).

1366. (1,3,4,5,6,7-Hexahydro-1,3-dioxo-2H-isoindol-2-yl)methyl (1R-trans)-2,2-dimethyl-3-(2- methylprop-1-enyl)cyclopropanecarboxylate (CAS No. 1166-46-7).

1367. Spirodiclofen (ISO); 3-(2,4-dichlorophenyl)-2-oxo- 1-oxaspiro[4.5]dec-3-en-4-yl 2,2-dimethylbutyrate (CAS No. 148477-71-8).

1368. Reaction mass of 1-[2-(2-aminobutoxy)ethoxy]but-2-ylamine and 1-({[2-(2-aminobutoxy) ethoxy]methyl}propoxy) but-2-ylamine (CAS No. 897393-42-9).

1369. 1-Vinylimidazole (CAS No. 1072-63-5).

1370. Amisulbrom (ISO)3-(3-bromo-6-fluoro-2-methylindol-1-ylsulfonyl)-N,N-dimethyl-1H-1,2,4- triazole-1-sulfonamide (CAS No. 348635-87-0)

1371. Diaminotoluene,  technical product- mixture  of [4-methyl-m-phenylenediamine and 2-methyl-m-phenylenediamine] Methyl-phenylenediamine (CAS No.25376-45-8) .

1372. Pirimicarb (ISO); 2-(dimethylamino)-5,6-dimethylpyrimidin-4-yl dimethylcarbamate (CAS No. 23103-98-2).

1373. 1,2-Dichloropropane; propylene dichloride (CAS No. 78-87-5)

1374. Phenol, dodecyl-, branched (CAS No. 121158-58-5) Phenol, 2-dodecyl-, branched (CAS No. 1801269-80-6) Phenol, 3-dodecyl-, branched (CAS No. 1801269-77-1) Phenol, 4-dodecyl-, branched (CAS No. 210555-94-5) Phenol, (tetrapropenyl) derivatives (CAS No. 74499-35-7)

1375. Coumatetralyl (ISO); 4- hydroxy-3-(1,2,3,4-tetrahydro-1- naphthyl) coumarin (CAS No. 5836-29-3)

1376. Difenacoum (ISO); 3-(3- biphenyl-4-yl-1,2,3,4- tetrahydro1-naphthyl)- 4-hydroxycoumarin (CAS No. 56073-07-5)

1377. Brodifacoum (ISO); 4-hydroxy-3-(3-(4′-bromo-4-biphenylyl)-1,2,3,4-tetrahydro-1-naphthyl)coumarin (CAS No. 56073-10-0)

1378. Flocoumafen (ISO); reaction mass of: cis-4- hydroxy-3- (1,2,3,4-tetrahydro-3-(4-(4-trifluoromethylbenzyloxy)phenyl)-1-naphthyl)coumarin and trans-4-hydroxy-3-(1,2,3,4- tetrahydro-3-(4-(4-trifluoromethylbenzyloxy)phenyl)-1- naphthyl)coumarin (CAS No. 90035-08-8)

1379. Acetochlor (ISO); 2- chloro-N-(ethoxymethyl)-N-(2-ethyl-6- methylphenyl)acetamide (CAS No. 34256-82-1)

1380. e-Glass microfibres of representative composition

1381. Glass microfibres of representative composition

1382. Bromadiolone (ISO); 3- [3-(4′-bromobiphenyl- 4-yl)-3-hydroxy-1-phenylpropyl]-4-hydroxy- 2H-chromen-2-one (CAS No. 28772-56-7)

1383. Difethialone (ISO); 3-[3-(4′-bromobiphenyl-4-yl)-1,2,3,4- tetrahydronaphthalen-1-yl]- 4-hydroxy-2H-1-benzothiopyran-2-one (CAS No. 104653-34-1)

1384. Perfluorononan-1-oic acid (CAS No. 375-95-1) and its sodium (CAS No. 21049-39-8) and ammonium (CAS No. 4149-60-4) salts

1385. Dicyclohexyl phthalate (CAS No. 84-61-7)

1386. 3,7-Dimethylocta-2,6- dienenitrile (CAS No. 5146-66-7)

1387. Bupirimate (ISO); 5-butyl-2-ethylamino-6- methylpyrimidin-4-yl dimethylsulfamate (CAS No. 41483-43-6)

1388. Triflumizole (ISO); (1E)-N-[4-chloro-2-(trifluoromethyl) phenyl]-1- (1H-imidazol-1-yl)-2- propoxyethanimine (CAS No. 68694-11-1)

1389. tert-Butyl hydroperoxide (CAS No. 75-91-2)

1390. Cis-1-(3-chlorallyl)-3,5,7-triaza-1-azoniaadamantane chloride (cis-CTAC), quaternium-15 (CAS No. 51229-78-8).

1391. 2-Chloracetamide (CAS No. 79-07-2).

1392. Octamethylcyclotetrasiloxane (CAS No. 556-67-2).

1393. Dichloromethane; methylene chloride (CAS No. 75-09-2).

1394. 2,2′-((3,3′,5,5′-Tetramethyl-(1,1′-biphenyl)-4,4′-diyl)-bis(oxymethylene))-bis-oxirane (CAS No. 85954-11-6).

1395. Acetaldehyde; ethanal (CAS No. 75-07-0).

1396. 1-Cyclopropyl-6,7-difluoro-1,4-dihydro-4-oxoquinoline-3-carboxylic acid (CAS No. 93107-30-3).

1397. N-Methyl-2-pyrrolidone; 1-methyl-2-pyrrolidone (CAS No. 872-50-4).

1398. Diboron trioxide; boric oxide (CAS No. 1303-86-2).

1399. Boric acid [1] Boric acid [2] (CAS No. 10043-35-3 [1] 11113-50-1 [2]).

1400. Borates, tetraborates, octaborates and boric acid salts and esters, including: Disodium octaborate tetrahydrate [1]  2-Aminoethanol, monoester with boric acid [2] 2-Hydroxypropyl ammonium dihydrogen orthoborate [3] Potassium borate, boric acid potassium salt [4] Trioctyldodecyl borate [5] L 137/34 Official Journal of the European Union EN Reference number Substance identification Chemical name/INN CAS number EC number a b c d Zinc borate [6] Sodium borate, disodium tetraborate anhydrous; boric acid, sodium salt [7] Tetraboron disodium heptaoxide, hydrate [8] Orthoboric acid, sodium salt [9] Disodium tetraborate decahydrate; borax decahydrate [10] Disodium tetraborate pentahydrate; borax pentahydrate [11] (CAS No. 12280-03-4 [1], 10377-81-8 [2], 68003-13-4 [3], 12712-38-8 [4], [5], 1332-07-6 [6], 1330-43-4 [7], 12267-73-1 [8], 13840-56-7 [9], 1303-96-4 [10], 12179-04-3 [11]).

1401. Sodium perborate [1] Sodium peroxometaborate; sodium peroxoborate [2] (CAS No. 15120-21-5 [1] 7632-04-4 [2] 10332-33-9 [2] 10486-00-7[2]).

1402. Borates, tetraborates, octaborates and boric acid salts and esters, including: Disodium octaborate anhydrous [1] CAS No.12008-41-2 [1] Disodium octaborate tetrahydrate [2] CAS No.12280-03-4 [2] 2-Aminoethanol, monoester with boric acid [3] CAS No.10377-81-8 [3] 2-Hydroxypropyl ammonium dihydrogen orthoborate [4] 68003-13-4 [4] Potassium borate, boric acid potassium salt [5]  CAS.No.12712-38-8 [5] Trioctyldodecyl borate [6] CAS No.------ Zinc borate [7] CAS No.1332-07-6 [7] Sodium borate, disodium tetraborate anhydrous; boric acid, sodium salt [8]  CAS No.CAS No. 12267-73-1 [9] Orthoboric acid, sodium salt [10] CAS No.13840-56-7 [10] Disodium tetraborate decahydrate; borax decahydrate [11] Disodium tetraborate pentahydrate; borax pentahydrate [12] CAS No.12179-04-3 [12] 

1403. Perboric acid, sodium salt [1] Perboric acid, sodium salt, monohydrate [2] Perboric acid (HBO(O2)), sodium salt, monohydrate [3] (CAS No. 11138-47-9 [1], 12040-72-1 [2], 10332-33-9 [3]).(6)

1404. Dibutyltin hydrogen borate (CAS No. 75113-37-0).

1405. Nickel bis(tetrafluoroborate) (CAS No. 14708-14-6).

1406. Mancozeb (ISO); manganese ethylenebis(dithiocarbamate) (polymeric) complex with zinc salt (CAS No. 8018-01-7).

1407. Maneb (ISO); manganese ethylenebis(dithiocarbamate) (polymeric) (CAS No. 12427-38-2).

1408. Benfuracarb (ISO); ethyl N-[2,3-dihydro-2,2-dimethylbenzofuran-7-yloxycarbonyl(methyl)aminothio]-N-isopropyl- β- alaninate (CAS No. 82560-54-1).

1409. O-Isobutyl-N-ethoxy carbonylthiocarbamate (CAS No. 103122-66-3).

1410. Chlorpropham (ISO); isopropyl 3-chlorocarbanilate (CAS No. 101-21-3).

1411. O-Hexyl-N-ethoxycarbonylthiocarbamate (CAS No. 109202-58-6).

1412. Hydroxylammonium nitrate (CAS No. 13465-08-2).

1413. (4-Ethoxyphenyl)(3-(4-fluoro-3-phenoxyphenyl)propyl)dimethylsilane (CAS No. 105024-66-6).

1414. Phoxim (ISO); α-(diethoxy-phosphinothioylimino) phenylacetonitrile (CAS No. 14816-18-3).

1415. Glufosinate ammonium (ISO); ammonium 2-amino-4-(hydroxymethylphosphinyl)butyrate (CAS No. 77182-82-2).

1416. Reaction mass of: dimethyl (2-(hydroxymethylcarbamoyl)ethyl)phosphonate; diethyl (2-(hydroxymethylcarbamoyl) ethyl)phosphonate; methyl ethyl (2-(hydroxymethylcarbamoyl)ethyl)phosphonate (CAS No. —).

1417. (4-Phenylbutyl)phosphinic acid (CAS No. 86552-32-1).

1418. Reaction mass of: 4,7-bis(mercaptomethyl)-3,6,9-trithia-1,11-undecanedithiol; 4,8-bis(mercaptomethyl)-3,6,9-trithia- 1,11-undecanedithiol; 5,7-bis(mercaptomethyl)-3,6,9-trithia-1,11-undecanedithiol (CAS No. 170016-25-8).

1419. Potassium titanium oxide (K2Ti6O13) (CAS No. 12056-51-8).

1420. Cobalt di(acetate) (CAS No. 71-48-7).

1421. Cobalt dinitrate (CAS No. 10141-05-6).

1422. Cobalt carbonate (CAS No. 513-79-1).

1423. Nickel dichloride (CAS No. 7718-54-9).

1424. Nickel dinitrate [1] Nitric acid, nickel salt [2] (CAS No. 13138-45-9 [1], 14216-75-2 [2]).

1425. Nickel matte (CAS No. 69012-50-6).

1426. Slimes and sludges, copper electrolytic refining, decopperised, nickel sulfate (CAS No. 92129-57-2).

1427. Slimes and sludges, copper electrolyte refining, decopperised (CAS No. 94551-87-8).

1428. Nickel diperchlorate; perchloric acid, nickel(II) salt (CAS No. 13637-71-3).

1429. Nickel dipotassium bis(sulfate) [1], Diammonium nickel bis(sulfate) [2] (CAS No. 13842-46-1 [1], 15699-18-0 [2]).

1430. Nickel bis(sulfamidate); nickel sulfamate (CAS No. 13770-89-3).

1431. Nickel diformate [1], Formic acid, nickel salt [2], Formic acid, copper nickel salt [3] (CAS No. 3349-06-2 [1], 15843-02-4 [2], 68134-59-8 [3]).

1432. Nickel di(acetate) [1], Nickel acetate [2] (CAS No. 373-02-4 [1], 14998-37-9 [2]).

1433. Nickel dibenzoate (CAS No. 553-71-9).

1434. Nickel bis(4-cyclohexylbutyrate) (CAS No. 3906-55-6).

1435. Nickel(II) stearate; nickel(II) octadecenoate (CAS No. 2223-95-2).

1436. Nickel dilactate (CAS No. 16039-61-5).

1437. Nickel(II) octanoate (CAS No. 4995-91-9).

1438. Nickel difluoride [1], Nickel dibromide [2], Nickel diiodide [3], Nickel potassium fluoride [4] (CAS No. 10028-18-9 [1], 13462-88-9 [2], 13462-90-3 [3], 11132-10-8 [4]).

1439. Nickel hexafluorosilicate (CAS No. 26043-11-8).

1440. Nickel selenate (CAS No. 15060-62-5).

1441. Nickel hydrogen phosphate [1] Nickel bis(dihydrogen phosphate) [2] Trinickel bis(orthophosphate) [3] Dinickel diphosphate [4] Nickel bis(phosphinate) [5] Nickel phosphinate [6] Phosphoric acid, calcium nickel salt [7] Diphosphoric acid, nickel(II) salt [8] (CAS No. 14332-34-4 [1], 18718-11-1 [2], 10381-36-9 [3], 14448-18-1 [4], 14507-36-9 [5], 36026-88-7 [6], 17169-61-8 [7], 19372-20-4 [8]).

1442. Diammonium nickel hexacyanoferrate (CAS No. 74195-78-1).

1443. Nickel dicyanide (CAS No. 557-19-7).

1444. Nickel chromate (CAS No. 14721-18-7).

1445. Nickel(II) silicate [1] Dinickel orthosilicate [2] [2] Nickel silicate (3:4) [3] Silicic acid, nickel salt [4] Trihydrogen hydroxybis[orthosilicato(4-)]trinickelate(3-) [5] (CAS No. 21784-78-1 [1], 13775-54-7 [2], 31748-25-1 [3], 37321-15-6 [4], ] 12519-85-6 [5]).

1446. Dinickel hexacyanoferrate (CAS No. 14874-78-3).

1447. Trinickel bis(arsenate); nickel(II) arsenate (CAS No. 13477-70-8).

1448. Nickel oxalate [1] Oxalic acid, nickel salt [2] (CAS No. 547-67-1 [1], 20543-06-0 [2]).

1449. Nickel telluride (CAS No. 12142-88-0).

1450. Trinickel tetrasulfide (CAS No. 12137-12-1).

1451. Trinickel bis(arsenite) (CAS No. 74646-29-0).

1452. Cobalt nickel gray periclase; C.I. Pigment Black 25; C.I. 77332 [1], Cobalt nickel dioxide [2], Cobalt nickel oxide [3] (CAS No. 68186-89-0 [1], 58591-45-0 [2], 12737-30-3 [3]).

1453. Nickel tin trioxide; nickel stannate (CAS No. 12035-38-0).

1454. Nickel triuranium decaoxide (CAS No. 15780-33-3).

1455. Nickel dithiocyanate (CAS No. 13689-92-4).

1456. Nickel dichromate (CAS No. 15586-38-6).

1457. Nickel(II) selenite (CAS No. 10101-96-9).

1458. Nickel selenide (CAS No. 1314-05-2).

1459. Silicic acid, lead nickel salt (CAS No. 68130-19-8).

1460. Nickel diarsenide [1], Nickel arsenide [2] (CAS No. 12068-61-0 [1], 27016-75-7 [2]).

1461. Nickel barium titanium primrose priderite; C.I. Pigment Yellow 157; C.I. 77900 (CAS No. 68610-24-2).

1462. Nickel dichlorate [1], Nickel dibromate [2], Ethyl hydrogen sulfate, nickel(II) salt [3] (CAS No. 67952-43-6 [1], 14550-87-9 [2], 71720-48-4 [3]).

1463. Nickel(II) trifluoroacetate [1] Nickel(II) propionate [2] Nickel bis(benzenesulfonate) [3] Nickel(II) hydrogen citrate [4] Citric acid, ammonium nickel salt [5] Citric acid, nickel salt [6] Nickel bis(2-ethylhexanoate) [7] 2-Ethylhexanoic acid, nickel salt [8] Dimethylhexanoic acid, nickel salt [9] Nickel(II) isooctanoate [10] Nickel isooctanoate [11] Nickel bis(isononanoate) [12] Nickel(II) neononanoate [13] Nickel(II) isodecanoate [14] Nickel(II) neodecanoate [15] Neodecanoic acid, nickel salt [16] Nickel(II) neoundecanoate [17] Bis(d.-gluconato-O1,O2)nickel [18] Nickel 3,5-bis(tert-butyl)-4-hydroxybenzoate (1:2) [19] Nickel(II) palmitate [20] (2-Ethylhexanoato-O)(isononanoato-O)nickel [21] (Isononanoato-O)(isooctanoato-O)nickel [22] (Isooctanoato-O)(neodecanoato-O)nickel [23] (2-Ethylhexanoato-O)(isodecanoato-O)nickel [24] (2-Ethylhexanoato-O)(neodecanoato-O)nickel [25] (Isodecanoato-O)(isooctanoato-O)nickel [26] (Isodecanoato-O)(isononanoato-O)nickel [27] (Isononanoato-O)(neodecanoato-O)nickel [28] Fatty acids, C6-19-branched, nickel salts [29] Fatty acids, C8-18 and C18-unsaturated, nickel salts [30] 2,7-Naphthalenedisulfonic acid, nickel(II) salt [31] (CAS No. 16083-14-0 [1], 3349-08-4 [2], 39819-65-3 [3], 18721-51-2 [4], 18283-82-4 [5], 22605-92-1 [6], 4454-16-4 [7], 7580-31-6 [8], 93983-68-7 [9], 29317-63-3 [10], 27637-46-3 [11], 84852-37-9 [12], 93920-10-6 [13], 85508-43-6 [14], 85508-44-7 [15], 51818-56-5 [16], 93920-09-3 [17], 71957-07-8 [18], 52625-25-9 [19], 13654-40-5 [20], 85508-45-8 [21], 85508-46-9 [22], 84852-35-7 [23], 84852-39-1 [24], 85135-77-9 [25], 85166-19-4 [26], 84852-36-8 [27], 85551-28-6 [28], 91697-41-5 [29], 84776-45-4 [30], 72319-19-8 [31]).

1464. Nickel(II) sulfite [1], Nickel tellurium trioxide [2], Nickel tellurium tetraoxide [3], Molybdenum nickel hydroxide oxide phosphate [4] (CAS No. 7757-95-1 [1], 15851-52-2 [2], 15852-21-8 [3], 68130-36-9 [4]).

1465. Nickel boride (NiB) [1], Dinickel boride [2], Trinickel boride [3], Nickel boride [4], Dinickel silicide [5], Nickel disilicide [6], Dinickel phosphide [7], Nickel boron phosphide [8] (CAS No. 12007-00-0 [1], 12007-01-1 [2], 12007-02-2 [3], 12619-90-8 [4], 12059-14-2 [5], 12201-89-7 [6], 12035-64-2 [7], 65229-23-4 [8]).

1466. Dialuminium nickel tetraoxide [1], Nickel titanium trioxide [2], Nickel titanium oxide [3], Nickel divanadium hexaoxide [4], Cobalt dimolybdenum nickel octaoxide [5], Nickel zirkonium trioxide [6], Molybdenum nickel tetraoxide [7], Nickel tungsten tetraoxide [8], Olivine, nickel green [9], Lithium nickel dioxide [10], Molybdenum nickel oxide [11] (CAS No. 12004-35-2 [1], 12035-39-1 [2], 12653-76-8 [3], 52502-12-2 [4], 68016-03-5 [5], 70692-93-2 [6], 14177-55-0 [7], 14177-51-6 [8], 68515-84-4 [9], 12031-65-1 [10], 12673-58-4 [11]).

1467. Cobalt lithium nickel oxide (CAS No. —).

1468. Molybdenum trioxide (CAS No. 1313-27-5).

1469. Dibutyltin dichloride; (DBTC) (CAS No. 683-18-1).

1470. 4,4′-Bis(N-carbamoyl-4-methylbenzenesulfonamide)diphenylmethane (CAS No. 151882-81-4).

1471. Furfuryl alcohol (CAS No. 98-00-0).

1472. 1,2-Epoxy-4-epoxyethylcyclohexane; 4-vinylcyclohexene diepoxide (CAS No. 106-87-6)

1473. 6-Glycidyloxynapht-1-yl oxymethyloxirane (CAS No. 27610-48-6).

1474. 2-(2-Aminoethylamino)ethanol; (AEEA) (CAS No. 111-41-1).

1475. 1,2-Diethoxyethane (CAS No. 629-14-1)

1476. 2,3-Epoxypropyltrimethylammonium chloride; glycidyl trimethylammonium chloride (CAS No. 3033-77-0).

1477. 1-(2-Amino-5-chlorophenyl)-2,2,2-trifluoro-1,1-ethanediol, hydrochloride (CAS No. 214353-17-0).

1478. (E)-3-[1-[4-[2-(Dimethylamino)ethoxy]phenyl]-2-phenylbut-1-enyl]phenol (CAS No. 82413-20-5).

1479. 4,4′-(1,3-Phenylene-bis(1-methylethylidene))bis-phenol (CAS No. 13595-25-0).

1480. 2-Chloro-6-fluoro-phenol (CAS No. 2040-90-6).

1481. 2-Methyl-5-tert-butylthiophenol (CAS No. —).

1482. 2-Butyryl-3-hydroxy-5-thiocyclohexan-3-yl-cyclohex-2-en-1-one (CAS No. 94723-86-1)

1483. Profoxydim (ISO); 2-{(EZ)-1-[(2RS)-2-(4-chlorophenoxy)propoxyimino]butyl}-3-hydroxy-5-(thian-3-yl)cyclohex-2-en- 1-one (CAS No. 139001-49-3).

1484. Tepraloxydim (ISO); (RS)-(EZ)-2-{1-[(2E)-3-chloroallyloxyimino]propyl}-3-hydroxy-5-perhydropyran-4-ylcyclohex-2- en-1-one (CAS No. 149979-41-9).

1485. Cyclic 3-(1,2-ethanediylacetale)-estra-5(10),9(11)-diene-3,17-dione (CAS No. 5571-36-8).

1486. Androsta-1,4,9(11)-triene-3,17-dione (CAS No. 15375-21-0).

1487. Reaction mass of: Ca salicylates (branched C10-14 and C18-30 alkylated); Ca phenates (branched C10-14 and C18-30 alkylated); Ca sulfurised phenates (branched C10-14 and C18-30 alkylated) (CAS No. —).

1488. 1,2-Benzenedicarboxylic acid; di-C6-8-branched alkylesters, C7-rich (CAS No. 71888-89-6).f

1489. Reaction mass of: diester of 4,4′-methylenebis[2-(2-hydroxy-5-methylbenzyl)-3,6-dimethylphenol] and 6-diazo-5,6- dihydro-5-oxonaphthalene-1-sulfonic acid (1:2); triester of 4,4′-methylenebis[2-(2-hydroxy-5-methylbenzyl)-3,6-dimethylphenol] and 6-diazo-5,6-dihydro-5-oxonaphthalene-1-sulfonic acid (1:3).

1490. Diammonium 1-hydroxy-2-(4-(4-carboxyphenylazo)-2,5-dimethoxyphenylazo)-7-amino-3-naphthalenesulfonate (CAS No. 150202-11-2).

1491. 3-Oxoandrost-4-ene-17-β-carboxylic acid (CAS No. 302-97-6).

1492. (Z)-2-Methoxymino-2-[2-(tritylamino)thiazol-4-yl]acetic acid (CAS No. 64485-90-1).

1493. Trisodium nitrilotriacetate (CAS No. 5064-31-3).

1494. 2-Ethylhexyl-2-ethylhexanoate (CAS No. 7425-14-1).

1495. Diisobutyl phthalate (CAS No. 84-69-5).

1496. Perfluorooctane sulfonic acid; heptadecafluorooctane-1-sulfonic acid [1], Potassium perfluorooctanesulfonate; potassium heptadecafluorooctane-1-sulfonate [2], Diethanolamine perfluorooctane sulfonate [3], Ammonium perfluorooctane sulfonate; ammonium heptadecafluorooctanesulfonate [4], Lithium perfluorooctane sulfonate; lithium heptadecafluorooctanesulfonate [5] (CAS No. 1763-23-1 [1], 2795-39-3 [2], 70225-14-8 [3], 29081-56-9 [4], 29457-72-5 [5]).

1497. Ethyl 1-(2,4-dichlorophenyl)5-(trichloromethyl)-1H-1,2,4-triazole-3-carboxylate (CAS No. 103112-35-2).

1498. 1-Bromo-2-methylpropyl propionate (CAS No. 158894-67-8).

1499. Chloro-1-ethylcyclohexyl carbonate (CAS No. 99464-83-2).

1500. 6,6′-Bis(diazo-5,5′,6,6′-tetrahydro-5,5′-dioxo)[methylene-bis(5-(6-diazo-5,6-dihydro-5-oxo-1-naphthylsulphonyloxy)- 6-methyl-2-phenylene]di(naphthalene-1-sulfonate) (CAS No. —).

1501. Trifluralin (ISO); α,α,α-trifluoro-2,6-dinitro-N,N-dipropyl-p-toluidine; 2,6-dinitro-N,N-dipropyl-4-trifluoromethylaniline; N,N-dipropyl-2,6-dinitro-4-trifluoromethylaniline (CAS No. 1582-09-8).

1502. 4-Mesyl-2-nitrotoluene (CAS No. 1671-49-4).

1503. Triammonium 4-[4-[7-(4-carboxylatoanilino)-1-hydroxy-3-sulfonato-2-naphthylazo]-2,5-dimethoxyphenylazo]benzoate (CAS No. 221354-37-6).

1504. Reaction mass of: triammonium 6-amino-3-((2,5-diethoxy-4-(3-phosphonophenyl)azo)phenyl)azo-4-hydroxy-2- naphthalenesulfonate; diammonium 3-((4-((7-amino-1-hydroxy-3-sulfo-naphthalen-2-yl)azo)-2,5-diethoxyphenyl)azo) benzoate (CAS No. 163879-69-4).

1505. N,N′-Diacetylbenzidine (CAS No. 613-35-4).

1506. Cyclohexylamine (CAS No. 108-91-8).

1507. Piperazine (CAS No. 110-85-0).

1508. Hydroxylamine (CAS No. 7803-49-8).

1509. Hydroxylammonium chloride; hydroxylamine hydrochloride [1], Bis(hydroxylammonium) sulfate; hydroxylamine sulfate (2:1) [2] (CAS No. 5470-11-1 [1], 10039-54-0 [2]).

1510. Methyl-phenylene diamine; diaminotoluene (CAS No. —).Mepanipyrim; 4-methyl-N-phenyl-6-(1-propynyl)-2-pyrimidinamine (CAS No. 110235-47-7).

1511. Hydroxylammonium hydrogensulfate; hydroxylamine sulfate(1:1) [1], Hydroxylamine phosphate [2], Hydroxylamine dihydrogenphosphate [3], Hydroxylamine 4-methylbenzenesulfonate [4] (CAS No. 10046-00-1 [1], 20845-01-6 [2], 19098-16-9 [3], 53933-48-5 [4]).

1512. (3-Chloro-2-hydroxypropyl) trimethylammonium chloride (CAS No. 3327-22-8).

1513. Biphenyl-3,3′,4,4′-tetrayltetraamine; diaminobenzidine (CAS No. 91-95-2).

1514. Piperazine hydrochloride [1], Piperazine dihydrochloride [2], Piperazine phosphate [3] (CAS No. 6094-40-2 [1], 142-64-3 [2], 1951-97-9 [3]).

1515. 3-(Piperazin-1-yl)-benzo[d]isothiazole hydrochloride (CAS No. 87691-88-1)

1516. 2-Ethylphenylhydrazine hydrochloride (CAS No. 19398-06-2).

1517. (2-Chloroethyl)(3-hydroxypropyl)ammonium chloride (CAS No. 40722-80-3).

1518. 4-[(3-Chlorophenyl)(1H-imidazol-1-yl)methyl]-1,2-benzenediamine dihydrochloride (CAS No. 159939-85-2)

1519. Chloro-N,N-dimethylformiminium chloride (CAS No. 3724-43-4).

1520. 7-Methoxy-6-(3-morpholin-4-yl-propoxy)-3H-quinazolin-4-one (CAS No. 199327-61-2).

1521. Reaction products of diisopropanolamine with formaldehyde (1:4) (CAS No. 220444-73-5).

1522. 3-Chloro-4-(3-fluorobenzyloxy)aniline (CAS No. 202197-26-0).

1523. Ethidium bromide; 3,8-diamino-1-ethyl-6-phenylphenantridinium bromide  (CAS No. 1239-45-8).

1524. (R,S)-2-Amino-3,3-dimethylbutane amide(CAS No. 144177-62-8).

1525. 3-Amino-9-ethyl carbazole; 9-ethylcarbazol-3-ylamine (CAS No. 132-32-1).

1526. (6R-trans)-1-((7-Ammonio-2-carboxylato-8-oxo-5-thia-1-azabicyclo-[4.2.0]oct-2-en-3-yl)methyl)pyridinium iodide (CAS No. 100988-63-4).

1527. Forchlorfenuron (ISO); 1-(2-chloro-4-pyridyl)-3-phenylurea (CAS No. 68157-60-8).

1528. Tetrahydro-1,3-dimethyl-1H-pyrimidin-2-one; dimethyl propyleneurea (CAS No. 7226-23-5).

1529. Quinoline (CAS No. 91-22-5).

1530. Ketoconazole; 1-[4-[4-[[(2SR,4RS)-2-(2,4-dichlorophenyl)-2-(imidazol-1-ylmethyl)-1,3-dioxolan-4-yl]methoxy]phenyl] piperazin-1-yl]ethenone (CAS No. 65277-42-1).

1531. Metconazole (ISO); (1RS,5RS;1RS,5SR)-5-(4-chlorobenzyl)-2,2-dimethyl-1-(1H-1,2,4-triazol-1-ylmethyl)cyclopentanol (CAS No. 125116-23-6).

1532. Potassium 1-methyl-3-morpholinocarbonyl-4-[3-(1-methyl-3-morpholinocarbonyl-5-oxo-2-pyrazolin-4-ylidene)-1- propenyl]pyrazole-5-olate (CAS No. 183196-57-8).

1533. N,N′,N′-Tris(2-methyl-2,3-epoxypropyl)-perhydro-2,4,6-oxo-1,3,5-triazine (CAS No. 26157-73-3).

1534. Trimethylopropane tri(3-aziridinylpropanoate); (TAZ) (CAS No. 52234-82-9).

1535. 4,4′-Methylenediphenyl diisocyanate; diphenylmethane-4,4′-diisocyanate [1], 2,2′-Methylenediphenyl diisocyanate; diphenylmethane-2,2′-diisocyanate [2], o-(p-Isocyanatobenzyl)phenyl isocyanate; diphenylmethane-2,4′-diisocyanate [3], Methylenediphenyl diisocyanate [4] (CAS No. 101-68-8 [1], ] 2536-05-2 [2], 5873-54-1 [3], 26447-40-5 [4]).

1536. Cinidon ethyl (ISO); ethyl (Z)-2-chloro-3-[2-chloro-5-(cyclohex-1-ene-1,2-dicarboximido)phenyl]acrylate (CAS No. 142891-20-1).

1537. N-[6,9-Dihydro-9-[[2-hydroxy-1-(hydroxymethyl)ethoxy]methyl]-6-oxo-1H-purin-2-yl]acetamide (CAS No. 84245-12-5).

1538. Dimoxystrobin (ISO); (E)-2-(methoxyimino)-N-methyl-2-[α-(2,5-xylyloxy)-o-tolyl]acetamide (CAS No. 149961-52-4).

1539. N,N-(Dimethylamino)thioacetamide hydrochloride (CAS No. 27366-72-9).

1540. Reaction mass of: 2,2′-[(3,3′-dichloro[1,1′-biphenyl]-4,4′-diyl)bis(azo)]bis[N-(2,4-dimethylphenyl)]-3-oxo-butanamide; 2-[[3,3′-dichloro-4′-[[1[[(2,4-dimethylphenyl)amino]carbonyl]-2-oxopropyl]azo][1,1′-biphenyl]-4-yl]azo]-N-(2- methylphenyl)-3-oxo-butanamide; 2-[[3,3′-dichloro-4′-[[1[[(2,4-dimethylphenyl)amino]carbonyl]-2-oxopropyl]azo] [1,1′- biphenyl]-4-yl]azo]-N-(2-carboxylphenyl)-3- oxo-butanamide (CAS No. )

1541. Petroleum, coal, tar and natural gas and their derivatives generated using distillation and/or other processing methods if they contain ≥ 0,1 percent w/w benzene (CAS No. 85536-20-5, 85536-19-2, 90641-12-6, 90989-38-1, 91995-20-9, 92062-36-7, 91995-61-8, 101316-63-6, 93821-38-6, 90641-02-4, 101316-62-5, 90641-03-5, 65996-79-4, 101794-90-5, 90640-87-2, 84650-03-3, 65996-82-9, 90641-01-3, 65996-87-4, 90640-99-6, 68391-11-7, 92062-33-4, 91082-52-9, 68937-63-3, 92062-28-7, 92062-27-6, 91082-53-0, 91995-31-2, 91995-35-6, 91995-66-3, 122070-79-5, 122070-80-8, 65996-78-3, 94114-52-0, 94114-53-1, 94114-54-2, 94114-56-4, 94114-57-5, 90641-11-5, 8006-61-9, 8030-30-6, 8032-32-4, 64741-41-9, 64741-42-0, 64741-46-4, 64742-89-8, 68410-05-9, 68514-15-8, 68606-11-1, 68783-12-0, 68921-08-4, 101631-20-3, 64741-64-6, 64741-65-7, 64741-66-8, 64741-70-4, 64741-84-0, 64741-92-0, 68410-71-9, 68425-35-4, 68527-27-5, 91995-53-8, 92045-49-3, 92045-55-1, 92045-58-4, 92045-64-2, 101316-67-0, 64741-54-4, 64741-55-5, 68476-46-0, 68783-09-5, 91995-50-5, 92045-50-6, 92045-59-5, 92128-94-4, 101794-97-2, 101896-28-0, 64741-63-5, 64741-68-0, 68475-79-6, 68476-47-1, 68478-15-9, 68513-03-1, 68513-63-3, 68514-79-4, 68919-37-9, 68955-35-1, 85116-58-1, 91995-18-5, 93571-75-6, 93572-29-3, 93572-35-1, 93572-36-2, 64741-74-8, 64741-83-9, 67891-79-6, 67891-80-9, 68425-29-6, 68475-70-7, 68603-00-9, 68603-01-0, 68603-03-2, 68955-29-3, 92045-65-3, 64742-48-9, 64742-49-0, 64742-73-0, 68410-96-8, 68410-97-9, 68410-98-0, 68512-78-7, 85116-60-5, 85116-61-6, 92045-51-7, 92045-52-8, 92045-57-3, 92045-61-9, 92062-15-2, 93165-55-0, 93763-33-8, 93763-34-9, 64741-47-5, 64741-48-6, 64741-69-1, 64741-78-2, 64741-87-3, 64742-15-0, 64742-22-9, 64742-23-0, 64742-66-1, 64742-83-2, 64742-95-6, 68131-49-7, 68477-34-9, 68477-50-9, 68477-53-2, 68477-55-4, 68477-61-2, 68477-89-4, 68478-12-6, 68478-16-0, 68513-02-0, 68516-20-1, 68527-21-9, 68527-22-0, 68527-23-1, 68527-26-4, 68603-08-7, 68606-10-0, 68783-66-4, 68919-39-1, 68921-09-5, 85116-59-2, 86290-81-5, 90989-42-7, 91995-38-9, 91995-41-4, 91995-68-5, 92045-53-9, 92045-60-8, 92045-62-0, 92045-63-1, 92201-97-3, 93165-19-6, 94114-03-1, 95009-23-7, 97926-43-7, 98219-46-6, 98219-47-7, 101316-56-7, 101316-66-9, 101316-76-1, 101795-01-1, 102110-14-5, 68476-50-6, 68476-55-1, 90989-39-2).

1542. Petroleum, coal, tar and natural gas and their derivatives generated using distillation and/or other processing methods if they contain ≥ 0,005 percent w/w benzo[a]pyrene (CAS No. 90640-85-0, 92061-93-3, 90640-84-9, 61789-28-4, 70321-79-8, 122384-77-4, 70321-80-1).

1543. Petroleum, coal, tar and natural gas and their derivatives generated using distillation and/or other processing methods if they contain ≥ 0,1 percent w/w benzene or if they contain ≥ 0,005 percent w/w benzo[a]pyrene (CAS No. 85029-51-2, 84650-04-4, 84989-09-3, 91995-49-2, 121620-47-1, 121620-48-2, 90640-90-7, 90641-04-6, 101896-27-9, 101794-91-6, 91995-48-1, 90641-05-7, 84989-12-8, 121620-46-0, 90640-81-6, 90640-82-7, 92061-92-2, 91995-15-2, 91995-16-3, 91995-17-4, 101316-87-4, 122384-78-5, 84988-93-2, 90640-88-3, 65996-83-0, 90640-89-4, 90641-06-8, 65996-85-2, 101316-86-3, 92062-22-1, 96690-55-0, 84989-04-8, 84989-05-9, 84989-06-0, 84989-03-7, 84989-07-1, 68477-23-6, 68555-24-8, 91079-47-9, 92062-26-5, 94114-29-1, 90641-00-2, 68513-87-1, 70321-67-4, 92062-29-8, 100801-63-6, 100801-65-8, 100801-66-9, 73665-18-6, 68815-21-4, 65996-86-3, 65996-84-1). 

1544. Petroleum, coal, tar and natural gas and their derivatives generated using distillation and/or other processing methods if they contain ≥ 0,1 percent w/w 1,3-butadiene (CAS No. 68607-11-4, 68783-06-2, 68814-67-5, 68814-90-4, 68911-58-0, 68911-59-1, 68919-01-7, 68919-02-8, 68919-03-9, 68919-04-0, 68919-07-3, 68919-08-4, 68919-11-9, 68919-12-0, 68952-79-4, 68952-80-7, 68955-33-9, 68989-88-8, 92045-15-3, 92045-16-4, 92045-17-5, 92045-18-6, 92045-19-7, 92045-20-0, 68131-75-9, 68307-98-2, 68307-99-3, 68308-00-9, 68308-01-0, 68308-10-1, 68308-03-2, 68308-04-3, 68308-05-4, 68308-06-5, 68308-07-6, 68308-09-8, 68308-11-2, 68308-12-3, 68409-99-4, 68475-57-0, 68475-58-1, 68475-59-2, 68475-60-5, 68476-26-6, 68476-29-9, 68476-40-4, 68476-42-6, 68476-49-3, 68476-85-7, 68476-86-8, 68477-33-8, 68477-35-0, 68477-69-0, 68477-70-3, 68477-71-4, 68477-72-5, 68308-08-7).

1545. Tris[2-chloro-1-(chloromethyl)ethyl] phosphate (CAS No. 13674-87-8).

1546. Indium phosphide (CAS No. 22398-80-7).

1547. Trixylyl phosphate (CAS No. 25155-23-1).

1548. Hexabromocyclododecane [1], 1,2,5,6,9,10-Hexabromocyclododecane [2] (CAS No. 25637-99-4 [1], 3194-55-6 [2]).

1549. Tetrahydrofuran (CAS No. 109-99-9).

1550. Abamectin (combination of avermectin B1a and avermectin B1b) (ISO) [1], Avermectin B1a [2] (CAS No. 71751-41-2 [1], 65195-55-3 [2]).

1551. 4-tert-Butylbenzoic acid (CAS No. 98-73-7).

1552. Leucomalachite green; N,N,N′,N′-tetramethyl-4,4′-benzylidenedianiline (CAS No. 129-73-7).

1553. Fuberidazole (ISO); 2-(2-furyl)-1H-benzimidazole (CAS No. 3878-19-1).

1554. Metazachlor (ISO); 2-chloro-N-(2,6-dimethylphenyl)-N-(1H-pyrazol-1-ylmethyl)acetamide (CAS No. 67129-08-2).

1555. Di-tert-butyl peroxide (CAS No. 110-05-4).

1556. Trichloromethylstannane (CAS No. 993-16-8).

1557. 2-Ethylhexyl 10-ethyl-4-[[2-[(2-ethylhexyl)oxy]-2-oxoethyl]thio]-4-methyl-7-oxo-8-oxa-3,5-dithia-4-stannatetradecanoate (CAS No. 57583-34-3).

1558. 2-Ethylhexyl 10-ethyl-4,4-dioctyl-7-oxo-8-oxa-3,5-dithia-4-stannatetradecanoate (CAS No. 15571-58-1).

1559. Sulcotrione (ISO); 2-[2-chloro-4-(methylsulfonyl)benzoyl]cyclohexane-1,3-dione (CAS No. 99105-77-8).

1560. Bifenthrin (ISO); (2-methylbiphenyl-3-yl)methyl rel-(1R,3R)-3-[(1Z)-2-chloro-3,3,3-trifluoroprop-1-en-1-yl]-2,2-dimethylcyclopropanecarboxylate (CAS No. 82657-04-3).

1561. Dihexyl phthalate (CAS No. 84-75-3).

1562. Ammonium pentadecafluorooctanoate (CAS No. 3825-26-1).

1563. Perfluorooctanoic acid (CAS No. 335-67-1).

1564. N-Ethyl-2-pyrrolidone; 1-ethylpyrrolidin-2-one (CAS No. 2687-91-4).

1565. Proquinazid (ISO); 6-iodo-2-propoxy-3-propylquinazolin-4(3H)-one (CAS No. 189278-12-4).

1566. Gallium arsenide (CAS No. 1303-00-0).

1567. Vinyl acetate (CAS No. 108-05-4).

1568. Aclonifen (ISO); 2-chloro-6-nitro-3-phenoxyaniline (CAS No. 74070-46-5).

1569. 2-Ethylhexyl 10-ethyl-4,4-dimethyl-7-oxo-8-oxa-3,5-dithia-4-stannatetradecanoate (CAS No. 57583-35-4).

1570. Dimethyltin dichloride (CAS No. 753-73-1).

1571. 4-Vinylcyclohexene (CAS No. 100-40-3).

1572. Tralkoxydim (ISO); 2-(N-ethoxypropanimidoyl)-3-hydroxy-5-mesitylcyclohex-2-en-1-one (CAS No. 87820-88-0).

1573. Cycloxydim (ISO); 2-(N-ethoxybutanimidoyl)-3-hydroxy-5-(tetrahydro-2H-thiopyran-3-yl)cyclohex-2-en-1-one (CAS No. 101205-02-1).

1574. Fluazinam (ISO); 3-chloro-N-[3-chloro-2,6-dinitro-4-(trifluoromethyl)phenyl]-5-(trifluoromethyl)pyridin-2-amine (CAS No. 79622-59-6).

1575. Penconazole (ISO); 1-[2-(2,4-dichlorophenyl)pentyl]-1H-1,2,4-triazole (CAS No. 66246-88-6).

1576. Fenoxycarb (ISO); ethyl [2-(4-phenoxyphenoxy)ethyl]carbamate (CAS No. 72490-01-8).

1577. Styrene (CAS No. 100-42-5).

1578. Tetrahydro-2-furylmethanol; tetrahydrofurfuryl alcohol (CAS No. 97-99-4).

1579. Formaldehyde (CAS No. 50-00-0).

1580. Paraformaldehyde (CAS No. 30525-89-4).

1581. Methanediol; methylene glycol (CAS No. 463-57-0).

1582. Cymoxanil (ISO); 2-cyano-N-[(ethylamino)carbonyl]-2-(methoxyimino)acetamide (CAS No. 57966-95-7).

1583. Tributyltin compounds (CAS No. —).

1584. Tembotrione (ISO); 2-{2-chloro-4-(methylsulfonyl)-3-[(2,2,2-trifluoroethoxy)methyl]benzoyl}cyclohexane-1,3-dione (CAS No. 335104-84-2).

1585. 1,2-Benzenedicarboxylic acid, dihexyl ester, branched and linear (CAS No. 68515-50-4).

1586. Spirotetramat (ISO); (5s,8s)-3-(2,5-dimethylphenyl)-8-methoxy-2-oxo-1-azaspiro[4,5]dec-3-en-4-yl ethyl carbonate (CAS No. 203313-25-1).

1587. Dodemorph acetate; 4-cyclododecyl-2,6-dimethylmorpholin-4-ium acetate (CAS No. 31717-87-0).

1588. Triflusulfuron-methyl; methyl 2-({[4-(dimethylamino)-6-(2,2,2- trifluoroethoxy)-1,3,5-triazin-2- yl]carbamoyl}sulfamoyl)-3- methylbenzoate (CAS No. 126535-15-7).

1589. Imazalil (ISO); 1-[2-(allyloxy)-2-(2,4-dichlorophenyl)ethyl]-1H-imidazole (CAS No. 35554-44-0).

1590. Dodemorph (ISO); 4-cyclododecyl-2,6-dimethylmorpholine (CAS No. 1593-77-7).

1591. Imidazole (CAS No. 288-32-4).

1592. Lenacil (ISO); 3-cyclohexyl-6,7-dihydro-1H-cyclopenta[d]pyrimidine-2,4(3H,5H)-dione (CAS No. 2164-08-1).

1593. Metosulam (ISO); N-(2,6-dichloro-3-methylphenyl)-5,7-dimethoxy[1,2,4]triazolo[1,5-a]pyrimidine-2-sulfonamide (CAS No. 139528-85-1).

1594. 2-Methyl-1-(4-methylthiophenyl)-2-morpholino-propan 1-one (CAS No. 71868-10-5).

1595. 2,3-Epoxypropyl methacrylate; glycidyl methacrylate (CAS No. 106-91-2).

1596. Spiroxamine (ISO); 8-tert-butyl-1,4-dioxaspirol[4.5]decan-2-ylmethyl(ethyl)(propyl)amine (CAS No. 118134-30-8).

1597. Cyanamide; carbanonitril (CAS No. 420-04-2).

1598. Cyproconazole (ISO); (2RS,3RS;2RS,3SR)-2-(4-chlorophenyl)-3-cyclopropyl-1-(1H-1,2,4-triazol-1-yl)butan-2-ol (CAS No. 94361-06-5).

1599. Silver zinc zeolite (CAS No. 130328-20-0).

1600. Cadmium carbonate (CAS No. 513-78-0).

1601. Cadmium hydroxide; cadmium dihydroxide (CAS No. 21041-95-2).

1602. Cadmium nitrate; cadmium dinitrate (CAS No. 10325-94-7).

1603. Dibutyltin dilaurate; dibutyl[bis(dodecanoyloxy)] stannane (CAS No. 77-58-7).

1604. Clorofene; chlorophene; 2-benzyl-4-chlorophenol (CAS No. 120-32-1).

1605. Anthraquinone (CAS No. 84-65-1).

1606. Nonadecafluorodecanoic acid [1], Ammonium nonadecafluorodecanoate [2], Sodium nonadecafluorodecanoate [3] (CAS No. 335-76-2 [1], 3108-42-7 [2], 3830-45-3 [3]).

1607. N,N′-Methylenedimorpholine; N,N′-methylenebismorpholine; [formaldehyde released from N,N′-Methylenebismorpholine]; [MBM] if the maximum theoretical concentration of releasable formaldehyde, irrespective of the source, in the mixture as placed on the market is ≥ 0,1 percent w/w (CAS No. 5625-90-1)

1608. Reaction products of paraformaldehyde with 2-hydroxypropylamine (3:2); [formaldehyde released from 3,3′-methylenebis[5–methyloxazolidine]; [formaldehyde released from oxazolidin]; [MBO] if the maximum theoretical concentration of releasable formaldehyde, irrespective of the source, in the mixture as placed on the market is ≥ 0,1 percent w/w (CAS No. —).

1609. Reaction products of paraformaldehyde with 2-hydroxypropylamine (1:1)); [formaldehyde released from α,α,α-trimethyl-1,3,5-triazine-1,3,5(2H,4H,6H)-triethanol]; [HPT] if the maximum theoretical concentration of releasable formaldehyde, irrespective of the source, in the mixture as placed on the market is ≥ 0,1 percent w/w (CAS No. —).

1610. Methylhydrazine (CAS No. 60-34-4).

1611. Triadimenol (ISO); (1RS,2RS;1RS,2SR)-1-(4-chlorophenoxy)-3,3-dimethyl-1-(1H-1,2,4-triazol-1-yl)butan-2-ol; α-tert- butyl-β-(4-chlorophenoxy)-1H-1,2,4-triazole-1-ethanol (CAS No. 55219-65-3)

1612. Thiacloprid (ISO); (Z)-3-(6-chloro-3-pyridyl-methyl)-1-3-thiazolidin-2-ylidenecyanamide; {(2Z)-3-[(6-chloropyridin-3- yl)methyl]-1,3-thiazolidin-2-ylidene}cyanamide (CAS No. 111988-49-9).

1613. Carbetamide (ISO); (R)-1-(ethylcarbamoyl) ethyl-carbanilate; (2R)-1-(ethylamino) -1-oxopro-pan-2-yl-phenylcarbamate (CAS No. 16118-49-3).





(1) Traces of prohibited substances: The non-intended presence of a small quantity of a prohibited substance, stemming from impurities of natural or synthetic ingredients, the manufacturing process, storage, migration from packaging, which is technically unavoidable in good manufacturing practice, shall be permitted provided that the safety of the product has been evaluated as posing no risk for the human health under normal or reasonably foreseeable conditions of use of this product.

(2) Products of human origin in cosmetic products may be permitted in case to case basis by Central Licensing Authority based on supporting safety data.

(3) For the individual ingredient see reference number 364 in Annex A. 

(4) For the individual ingredient see reference number 411 in Annex A. 

(5) For definition of plastic see IS 2828/ISO 472.

(6) Can be used with a Maximum Limit of <3percent (as Boric Acid) in ready to use powder hair dyes after dilution as instructed by manufacturer till last day of August 2025, only in powder hair dyes after dilution with water to make a paste for hair color application.







ANNEX B

(Clause 3.2)

LIST OF SUBSTANCES WHICH COSMETIC PRODUCTS MUST NOT CONTAIN EXCEPT SUBJECT TO RESTRICTIONS AND CONDITION LAID DOWN 



		Sl. No.

		Chemical Name

		Field of application and/or use

		Maximum authorized concentration in the finished cosmetic product

		Other limitations and requirements

		Condition of use and warnings which must be printed on the label



		1

		Thioglycollic acid and its salts

(CAS No. 68-11-1)

		a) Hair waving or straightening products

- (i) general use

- (ii) professional use



















b) Depilatories





















a) Other hair rinse-off products





















b)  Products intended for eyelash waving

		a)

· (i) 8percent

· (ii) 11percent





















b) 5percent





















c) 2percent 























d) 11percent

The above mentioned percentages are calculated as thioglycollic acid

		a) 

(i) General use 

ready for use pH 7 to 9.5

(ii) Professional use 

ready for use pH 7 to 9.5

















b) ready for use pH 7 to 12.7





















c) ready for use pH 7 to 9.5

 





















d) For professional use 

ready for use pH 7 to 9.5

		a)

Conditions of use:

- Avoid contact with eyes

- Rinse eyes immediately if product comes into contact with them.

- Wear suitable gloves

Warnings:

- Contains thioglycolate

- Follow the instructions

- a)(i) Keep out of reach of children

- a)(ii) For professional use only



b)

Conditions of use:

- Avoid contact with eyes

- Rinse eyes immediately if product comes into contact with them.

Warnings:

- Contains thioglycolate

- Follow the instructions

- Keep out of reach of children



c)

Conditions of use:

- Avoid contact with eyes

- Rinse eyes immediately if product comes into contact with them.

- Wear suitable gloves

Warnings:

- Contains thioglycolate

- Follow the instructions

- Keep out of reach of children



d)

Conditions of use:

- Avoid contact with eyes

- Rinse eyes immediately if product comes into contact with them.

- Wear suitable gloves

Warnings to be printed on the label:

- Contains thioglycolate

- Follow the instructions

- For professional use only



		2.

		Thioglycollic acid esters

		Hair waving or straightening products.















		a) 8 percent







b) 11 percent 



The above mentioned percentages are calculated as thioglycollic acid

		a) General use 

ready for use pH 6 to 9.5





b) Professional use 

ready for use pH 6 to 9.5

		

a)

Conditions of use: 

- May cause sensitization in the event of skin contact 

- Avoid contact with eyes 

- In the event of contact with eyes, rinse immediately with plenty of water and seek medical advice 

- Wear suitable gloves

Warnings: 

- Contains thioglycolate 

- Follow the instructions 

- Keep out of reach of children



b)

Conditions of use: 

- May cause sensitization in the event of skin contact 

- Avoid contact with eyes 

- In the event of contact with eyes, rinse immediately with plenty of water and seek medical advice 

- Wear suitable gloves

Warnings: 

- Contains thioglycolate

- Follow the instructions

- Keep out of reach of children

- For professional use only



		3.

		Oxalic acid, its esters and alkaline salts

(CAS No. 144-62-7)

		Hair care products

		5 percent

		Professional use

		For professional use only



		4.

		Ammonia

(CAS No. 7664-41-7/1336-21-6)

		

		6 percent calculated as NH3



		

		Above 2 percent: contains ammonia



		5.

		Tosylchloramide sodium (INN)  Chloramine-T

(CAS No. 127-65-1)

		

		0.2 percent

		

		



		6.

		Chlorates of alkali metals

Sodium Chlorate

(CAS No. 7775-09-9)

Potassium Chlorate

(CAS No. 3811-04-9)

		a) Tooth paste



b) Other uses

		a) 5 percent



b) 3 percent

		

		



		7.

		N-substituted derivatives of p-Phenylenediamine and their salts; N-substituted derivatives of o-Phenylenediamine (1), with exception of those derivatives listed elsewhere in this Annex, and under reference 1283, 1285 and 1286 in Annex A

		Hair dye substance in oxidative hair dye products







































		

		(a) General use

(b) Professional use



For (a) and (b): After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 3percent calculated as free base

		(a) To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

1. you have a rash on your face or sensitive, irritated and damaged scalp,

2. you have ever experienced any reaction after colouring your hair, 

3. you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 

Contains Phenylenediamines. Do not use to dye eyelashes or eyebrows.



 (b)  To be printed on the label: 

The mixing ratio.

For professional use only. Contains phenylenediamines. Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16.

 Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

1. you have a rash on your face or sensitive, irritated and damaged scalp,

2. you have ever experienced any reaction after colouring your hair, 

3. you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.  

Wear suitable gloves.



		8a.

		p-Phenylenediamine and its salts



p-Phenylenediamine (CAS No. 106-50-3)

p-Phenylenediamine HCl (CAS No. 624-18-0)

p-Phenylenediamine Sulphate (CAS No. 16245-77-5)

		Hair dye substance in oxidative hair dye products

		

		(a) General use

(b) Professional use



For (a) and (b): After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2 percent calculated as free base

		(a) To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

1. you have a rash on your face or sensitive, irritated and damaged scalp,

2. you have ever experienced any reaction after colouring your hair, 

3. you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 

Contains Phenylenediamines. Do not use to dye eyelashes or eyebrows.



 (b)  To be printed on the label: 

The mixing ratio.

For professional use only. Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

1. you have a rash on your face or sensitive, irritated and damaged scalp,

2. you have ever experienced any reaction after colouring your hair, 

3. you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.  

Contains phenylenediamines.

Wear suitable gloves.



		8b.

		p-Phenylenediamine and its salts 



p-Phenylenediamine

(CAS No. 106-50-3)



p-Phenylenediamine HCl

(CAS No. 624-18-0)



p-Phenylenediamine Sulphate

(CAS No. 16245-77-5)



		Products intended for coloring eyelashes. 







































		

		After mixing under oxidative

conditions the maximum concentration applied to hair must not exceed 2 percent

calculated as free base



For professional use only.

		To be printed on the label:

The mixing ratio.

For Professional use only.

The prduct can cause severe allergic reactions. Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Eyelashes shall not be colored if the consumer:

1. has a rash on your face or sensitive, irritated and damaged scalp.

2. has ever experienced any reaction after colouring hair or eye lashes.

3. has experienced a reaction to a temporary ‘black henna’ tattoo in the past."

Rinse eyes immediately if product comes into contact with them.

Contains phenylenediamines.

Wear suitable gloves.



		8c

		Ethanol, 2,2’-[(2-nitro-1,4-phenylene)diimino]bis-(9CI)





N,N’-Bis(2-Hydroxyethyl)-2-Nitro-p-Phenylenediamine

(CAS No. 84041-77-0)

		a) Hair dye substance in oxidative hair dye products









b) Hair dye substance in non-oxidative hair dye products



		a) After mixing under oxidative conditions, the maximum concentration applied to hair must not exceed 1.0 percent.





b) 1.5 percent

		a) After mixing under oxidative conditions, the maximum concentration applied to hair must not exceed 1.0 percent.





For a) and b):

· Do not use with nitrosating agent.

· Maximum Nitrosamine content 50µg/kg.

· Keep in nitrite free container.

		a) To be printed on the label:

The mixing ratio.

Hair colourants can cause severe allergic reactions. Read and follow instructions.



This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.  Do not colour your hair if:

1. you have a rash on your face or sensitive, irritated and damaged scalp

2. you have ever experienced any reaction after colouring hair.

3. you have experienced a reaction to a temporary ‘black henna’ tattoo in the past."





		9.

		Methylphenylenediamines, their N-substituted derivatives and their salts (1) with the exception of the substances under reference numbers 12a and 12b of this Annex and substances under reference numbers 361, 408, 1122, 1284, 1287, 1373 in Annex A

		Hair dye substance in oxidative hair dye products



























		

















		a) General use

b) Professional use



For (a) and (b): After mixing under oxidative conditions, the maximum concentration applied to hair must not exceed 5 percent calculated as free base.



























































		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

Contains phenylenediamines (toluenediamines).

Do not use to dye eyelashes or eyebrows.’





(b) To be printed on the label: The mixing ratio.

‘For professional use only

  Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

—you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

Contains phenylenediamines (toluenediamines).

Wear suitable gloves.’



		10a

		1,4-Benzenediamine, 2-methyl-

2,5-Diaminotoluene sulphate





Toluene-2,5-Diamine

(CAS No. 95-70-5)

Toluene-2,5-Diamine sulfate (1)

(CAS No. 615-50-9)





		a) Hair dye substance in oxidative hair dye products



b) Products intended to coloring eyelashes.

		

		a) (i) General use

(ii) Professional use





b) Professional use



For (a) and (b): After mixing under oxidative conditions, the maximum concentration applied to hair or eyelashes must not exceed 2 percent (calculated as free base) or 3.6 percent (calculated as sulfate salt).



		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

Contains phenylenediamines (toluenediamines).

a) (i) Do not use to dye eyelashes or eyebrows.

a) (ii) Wear suitable gloves

For professional use only.



(b) To be printed on the label: The mixing ratio.

This product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured if the consumer:

—has a rash on the face or sensitive, irritated and damaged scalp,

—has experienced any reaction after colouring hair or eyelashes,

—has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eyes immediately if product comes into contact with them.



Contains phenylenediamines (toluenediamines).

Wear suitable gloves. For professional use only.



		10b

		1-Methyl-2,6-bis-(2-hydroxyethylamino)-benzene



2,6-Dihydroxyethylaminotoluene

(CAS No. 149330-25-6)

		Hair dye substance in oxidative hair dye products



		

		After mixing under oxidative conditions, the maximum concentration applied to hair must not exceed 1.0 percent.



· Do not use with nitrosating agent.

· Maximum Nitrosamine content 50 µg/kg

· Keep in nitrite free container.

		To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

—you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



		11.

		Dichlorophen

CAS No. 97-23-4

		

		0.5 percent

		

		Contains dichlorophen



		12.

		Hydrogen peroxide (CAS No. 7722-84-1) and other compounds or mixtures that release hydrogen peroxide, including carbamide peroxide and zinc peroxide 

of the following substances in Annex II: — No 1404, 1405 and 1406

		a) Hair products





b) Skin products





c) Nail hardening mixtures products



(d) Oral products, including mouth rinse, tooth paste and tooth whitening or bleaching products 





(e) Tooth whitening or bleaching products



(f) Products intended for eyelashes

		(a) 12 percent of H2O2 (40 volumes), present or released



(b) 4 percent of H2O2, present or released



(c) 2 percent of H2O2, present or released



d)  ≤ 0.1 percent of H2O2, present or released











(e) > 0.1 percent ≤ 6 percent of H2O2, present or released



(f) 2 percent of H2O2,

present or released

		































(e) To be only sold to dental practitioners. 

For each cycle of use, first use by dental practitioners or under their direct supervision if an equivalent level of safety is ensured. Afterwards to be provided to the consumer to complete the cycle of use. 

Not to be used on a person under 18 years of age.







(f) For professional use only

		For (a) and (f): 

Wear suitable gloves.



For (a) (b) (c) (e): 

Contains hydrogen peroxide.

Avoid contact with eyes. 

Rinse immediately if product comes into contact with them.

















(e) Concentration of H2O2 present or released indicated in percentage. 

Not to be used on a person under 18 years of age. 

To be only sold to dental practitioners. For each cycle of use, the first use to be only done by dental practitioners or under their direct supervision if an equivalent level of safety is ensured. Afterwards to be provided to the consumer to complete the cycle of use.



(f) To be printed on the label:

For professional use only.

Avoid contact with eyes.

Rinse eyes immediately if product

comes into contact with them.

Contains hydrogen peroxide.







		13.

		

		

		

		

		



		14.

		Hydroquinone (CAS No. 123-31-9)

		Artificial Nail System 

		0.02 percent (after mixing for use)

		Professional Use only

		a) For professional use only

b) Avoid skin contact

c) Read directions for use carefully 



		15.

		Potassium Hydroxide (18)

(CAS No. 1310-58-3)

Sodium hydroxide

(CAS No. 1310-73-2)





		a) Nail cuticle solvent











b) Hair straightener





















c) pH adjuster for depilatories





d) Other uses as pH adjuster

		a) 5 percent (4)













b) 

(i) 2 percent (4)

(ii) 4.5 percent (4)



		 (i) General use

(ii) Professional use











b) pH < 12.7





















c) pH < 11



		a) 

1. Contains alkali. 

2. Avoid contact with eyes. 

3. Can cause blindness. 

4. Keep out of reach of children.



b) (i)

1. Contains alkali. 

2. Avoid contact with eyes.

3. Can cause blindness.

4. Keep out of reach of children.

b) (ii)

1. For professional use only.

2. Avoid contact with eyes.

3. Can cause blindness.



c)

1. Keep out of reach of children

2. Avoid contact with eyes.







		16a

		Potassium Hydroxide (19)

(CAS No. 1310-58-3)



		Callosity softner/remover

		1.5 percent(4)

		

		1. Contains alkali

2. Avoid contact with eyes

3. Read directions for use carefully

.4.Keep out of reach of children



		17.

		Lithium hydroxide

(CAS No. 1310-65-2)

		a) Hair straightener























b) pH adjuster for depilatories







c) Other uses as pH adjuster (for rinse off products only)

		a)

(i) 2 percent (6)

(ii) 4.5 percent (6)



		a)

(i) General use

(ii) Professional use



















b) pH <12.7









c) pH <11





		a) (i)

Contains alkali

Avoid contact with eyes

Can cause blindness

Keep out of reach of children



a) (ii) 

For professional use only. 

Avoid contact with eyes. 

Can cause blindness 





b) 

Contains alkali

Keep out of reach of children

Avoid contact with eyes



		18.

		Calcium hydroxide

(CAS No. 1305-62-0)

		a) Hair straighteners containing two components: Calcium hydroxide and a guanidine salt



b) pH adjuster - for depilatories







c) Other uses (for example, pH adjuster, processing aid)

		a) 7 percent (as calcium hydroxide)











		











b) pH <12.7









c) pH <11

		a) 

1. Contains alkali

2. Avoid contact with eyes

3. Can cause blindness

4. Keep out of reach of children



b) 

1. Contains alkali

2. Avoid contact with eyes

3. Keep out of reach of children









		19.

		1-Naphthalenol 

1-Naphthol 

(CAS No. 90-15-3)

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative 

conditions the maximum concentration applied to hair must not exceed 2.0  percent

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp,

 — you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 



		20.

		Sodium nitrite

(CAS No. 7632-00-0)

		Rust inhibitor

		0.2 percent

		Do not use with secondary and/or tertiary amines or other substances forming nitrosoamines

		



		21.

		Nitromethane

(CAS No. 75-52-5)

		Rust inhibitor

		0.3 percent

		

		



		22.

		Cinchonan-9-ol, 6'- methoxy-, (8.alpha., 9R)- and its salts

Quinine

(CAS No. 130-95-0)

		a) Hair rinse-off products



b) Hair leave-on products

		a) 0.5 percent (as quinine base)





b) 0.2 percent (as quinine base)

		

		



		23.

		1,3-benzenediol 

Resorcinol.

(CAS No. 108-46-3)

		a) Hair dye substance in oxidative hair dye products.







b) Products intended for coluring eyelashes.



c) Hair lotions and shampoos. 



























		

















c) 0.5percent

		For (a) and (b): After mixing under oxidative conditions the maximum concentration applied to hair or eyelashes must not exceed 1.25 percent.



b) For Professional use only.

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

Contains resorcinol.

Rinse hair well after application.

Rinse eyes immediately if product comes into contact with them.

Do not use to dye eyelashes or eyebrows.’



(b) To be printed on the label: The mixing ratio.

‘For professional use only.

Contains resorcinol

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if consumer:

· has a rash on the face or sensitive, irritated and damaged scalp,

· has experienced any reaction after colouring your hair or eyelashes,

· has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.



		24.

		a) Alkali sulphides





b) Alkaline earth sulphides



		a) Depilatories





b) Depilatories

		a) 2 percent (as sulphur)





b) 6 percent (as sulphur)

		pH ≤ 12.7



		a) Keep out of reach of children. Avoid contact with eyes.



b) Keep out of reach of children. Avoid contact with eyes



		25.

		Water-soluble zinc salts with the exception of zinc 4-hydroxy-benzenesulphonate (entry 27) and zinc pyrithione (entry 101 and IS 4707 (part 3), entry 8)

Zinc acetate, zinc chloride, zinc gluconate, zinc glutamate

		

		 1 percent (as zinc)



		





		



		26.

		Zinc 4-hydroxybenzene sulphonate

Zinc phenolsulfonate

(CAS No. 127-82-2)

		Deodorants, antiperspirants and astringent lotions

		6 percent calculated as  percent of anhydrous substance

		

		Avoid contact with eyes



		27.

		Ammonium monofluorophosphate (CAS No. 20859-38-5/66115-19-3)

		Oral products

		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 

		

		Contains Ammonium monofluorophosphate. 

For fluoridated toothpaste, the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		28.

		Disodium fluorophosphate

Sodium monofluorophosphate

(CAS No. 10163-15-2 /7631-97-2)

		Oral products

		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Sodium monofluorophosphate.

For fluoridated toothpaste, the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		29.

		Dipotassium fluorophosphate

Potassium monofluorophosphate

(CAS No. 14104-28-0)

		Oral products 

		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Potassium monofluorophosphate. 

For fluoridated toothpaste, the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		30.

		Calcium fluorophosphate

Calcium monofluorophosphate

(CAS No. 7789-74-4)

		Oral products









		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Calcium monofluorophosphate.  

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		31.

		Calcium fluoride

(CAS No. 7789-75-5)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent. 



		

		Contains Calcium fluoride. 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’ 



		32.

		Sodium fluoride

(CAS No. 7681-49-4)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 

		

		Contains Sodium fluoride.                          

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’ 



		33.

		Potassium fluoride

(CAS No. 7789-23-3)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Potassium fluoride. 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		34.

		Ammonium fluoride

(CAS No. 12125-01-8)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Ammonium fluoride. For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		35.

		Aluminium fluoride

(CAS No. 7784-18-1)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Aluminium fluoride. 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		36.

		Tin difluoride

Stannous fluoride

(CAS No. 7783-47-3)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Stannous fluoride. 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’





		37.

		Hexadecyl ammonium fluoride

Cetylamine Hydrofluoride

(CAS No. 3151-59-5)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Cetylamine hydrofluoride. 

For fluoridated toothpaste the following labelling is obligatory:

‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		38.



		3-(N-Hexadecyl-N-2-hydroxyethyl       ammonio)propylbis(2-hydroxyethyl) ammonium difluoride

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains 3-(N-Hexadecyl-N-2-hydroxyethylammonio)propyl

bis(2-hydroxyethyl) ammonium difluoride. 



For fluoridated toothpaste the following labelling is obligatory:

‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		39.

		N,N’,N’-Tris(polyoxyethylene)-N-hexadecylpropylenediamine dihydrofluoride

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains N,N’,N’-Tris

(polyoxyethylene)-N-Hexadecyl

propylenediamine dihydrofluoride. For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		40.

		9-Octadecen-1-amine hydrofluoride

Octadecenyl-ammonium fluoride

(CAS No. 36505-83-6)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Octadecenyl-ammonium fluoride. 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		41.

		Disodium hexafluorosilicate

Sodium fluorosilicate

(CAS No. 16893-85-9)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Sodium fluorosilicate. For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		42.

		Dipotassium hexafluorosilicate

Potassium fluorosilicate

(CAS No. 16871-90-2)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 

		

		Contains Potassium fluorosilicate. For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		43.

		Ammonium hexafluorosilicate

Ammonium fluorosilicate

(CAS No. 16919-19-0)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 





		

		Contains Ammonium fluorosilicate.  

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		44.

		Magnesium hexafluorosilicate

Magnesium fluorosilicate

(CAS No. 16949-65-8)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent 



		

		Contains Magnesium fluorosilicate. 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’



		45.

		1,3-Bis(hydroxymethyl) imidazolidine -2-thione

Dimethylol ethylene thiourea

(CAS No. 15534-95-9)

		a) Hair products





b) Nail products

		a) 2 percent





b) 2 percent

		a) Not to be used in aerosol dispensers (sprays)



b)  pH < 4

		Contains Dimethylol ethylene thiourea



		46.

		Benzyl alcohol (12)

(CAS No. 100-51-6)

		(a) Solvent



(b) fragrance/aromatic compositions/their raw materials

		

		For purposes other than inhibiting the development of microorganisms in the product. This purpose has to be apparent from the presentation of the product.



(b) The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
- 0.001 percent in leave on products
- 0.01 percent in rinse off products

		



		47.

		6-methylcoumarin

(CAS No. 92-48-8)

		Oral products

		0.003 percent 

		

		



		48.

		3-Pyridinemethanol hydrofluoride

Nicomethanol hydrofluoride

(CAS No. 62756-44-9)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent.



		

		Contains Nicomethanol hydrofluoride. 

For fluoridated toothpaste the following labelling is obligatory:

‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’ 



		49.

		Silver nitrate

(CAS No. 7761-88-8)

		Solely for products intended for colouring eyelashes and eyebrows

		4 percent

		

		· Contains Silver nitrate

· Rinse the eyes immediately if product comes into contact with them



		50.

		  Selenium Sulphide / Selenium disulphide

(CAS No. 7488-56-4)

		Antidandruff shampoos



		1 percent 

		

		· Contains Selenium disulphide

· Avoid contact with eyes or damaged skin



		51.

		Aluminium zirconium chloride hydroxide complexes AlxZr(OH)yClz and the aluminium zirconium chloride hydroxide glycine complexes

		Antiperspirants



		20 percent (as anhydrous aluminium zirconium chloride hydroxide.) 



5.4 percent (as zirconium.)

		1) The ratio of the number of aluminium atoms to that of zirconium atoms must be between 2 and 10.



2) The ratio of the number of (Al+Zr) atoms to that of chlorine atoms must be between 0.9 and 2.1

3) Not to be used in aerosol dispensers (sprays)

		Do not apply to irritated or damaged skin



		52.

		Bis(8-hydroxyquinolinium) sulphate 

Oxyquinoline sulphate

(CAS No. /134-31-6)

		a) Stabilizer for hydrogen peroxide in rinse-off hairs products



b) Stabilizer for hydrogen peroxide in non-rinse off hair  products

		a) 0.3 percent (as base)





b) 0.03 percent (as base)

		

		



		53.

		Methanol

Methyl alcohol

(CAS No. 67-56-1)

		Denaturant for ethanol and isopropyl alcohol



		5 percent (as percent ethanol and isopropyl alcohol)

		

		



		54.

		(1-Hydroxyethylidene-diphosphonic acid) and its salts

Etidronic acid (CAS No. 2809-21-4)

		a) Hair product



b) Soap



		a) 1.5 percent (as etidronic acid)



b) 0.2 percent (as etidronic acid)

		

		



		55.

		1-Phenoxy-propan-2-ol (20)

Phenoxyisopropanol

(CAS No. 770-35-4)

		Rinse off products only



Not to be used in oral products

		2 percent





		For purposes other than inhibiting the development of micro- organisms in the product. This purpose has to be apparent from the presentation of the product.

		



		56.

		Magnesium fluoride

(CAS No. 7783-40-6)

		Oral products



		0.10 percent calculated as F.

When mixed with other fluorine compounds permitted under this Annex, total F concentration must not exceed 0.10 percent. 

		

		Contains Magnesium fluoride 

For fluoridated toothpaste the following labelling is obligatory:



‘Children of 6 years and younger: use a pea-sized amount for supervised brushing to minimise swallowing.’      



		57.

		Strontium chloride hexahydrate

Strontium chloride

(CAS No. 10476-85-4)

		a) Oral products













b) Shampoo and face products



		a) 3.5percent calculated as strontium. When mixed with other permitted strontium compounds the total strontium content must not exceed 3.5 percent



b) 2.1percent calculated as strontium. When mixed with other permitted strontium compounds the total strontium content must not exceed 2.1 percent

		

		Contains strontium chloride.

Frequent use by children is not advisable



		58.

		Strontium acetate hemihydrate

Strontium acetate

(CAS No. 543-94-2)

		Oral products

		3.5 percent calculated as strontium. When mixed with other permitted strontium compounds the total strontium content must not exceed 3.5 percent

		

		Contains Strontium acetate.

Frequent use by children is not advisable



		59.

		Talc: Hydrated magnesium silicate

Talc

(CAS No. 14807-96-6)

		a)  Powdery products intended to be used for children under three years of age



b)  Other products

		

		

		a) Keep powder away from children’s nose and mouth



		60.

		Fatty acid dialkylamides and dialkanolamides

		

		Maximum secondary amine content 0.5 percent

		· Do not use with nitrosating systems

· Maximum secondary amine content:5 percent (applies to raw materials)

· Maximum Nitrosamine content: 50 µg/kg

· Keep in nitrite-free containers

		



		61.

		Monoalkylamines, monoalkanolamines and their salts

		

		Maximum secondary amine content 0.5 percent

		· Do not use with nitrosating systems

· Minimum purity: 99 percent

· Maximum secondary amine content: 0.5 percent (applies to raw materials)

· Maximum Nitrosamine content: 50 µg/kg

· Keep in nitrite-free containers

		



		62.

		Trialkylamines, trialkanolamines and their salts

		a) Leave-on products



b) Rinse-off products



		a) 2.5 percent





		a), b)

· Do not use with nitrosating systems

· Minimum purity: 99 percent

· Maximum secondary amine content: 0.5 percent (applies to raw materials)

· Maximum Nitrosamine content: 50 µg/kg

· Keep in nitrite-free containers.

		



		63.

		Strontium hydroxide 

(CAS No. 18480-07-4)

		pH regulator in depilatories

		3.5 percent (as strontium)



		pH ≤ 12.7

		· Keep out of reach of children

· Avoid contact with eyes





		64.

		Strontium peroxide 

(CAS No. 1314-18-7)

		Rinse off hair products





		4.5 percent (as strontium)

		All products must meet the hydrogen peroxide release requirements

Professional use

		· Avoid contact with eyes

· Rinse eyes immediately if product comes into contact with them

· For professional use only

· Wear suitable gloves



		65.

		Benzalkonium Chloride, bromide and saccharinate (22)



Benzalkonium bromide (CAS No. 91080-29-4)



Benzalkonium chloride (CAS No. 63449-41-2/68391-01-5/68424-85-1/85409-22-9)



Benzalkonium saccharinate (CAS No. 68989-01-5)



		a) Rinse off hair (head) products













		a) 3 percent (as benzalkonium chloride)













		a) In the final products the concentrations of benzalkonium chloride, bromide and saccharinate with an alkyl chain of C14, or less must not exceed 0.1 percent (as benzalkonium chloride)



		a) Avoid contact with the eyes

















		66.

		Polyacrylamides

		a) Body care leave on products



b) Other products

		

		a) Maximum residual acrylamide content 0.1 mg/Kg



b) Maximum residual acrylamide content 0.5 mg/Kg

		



		67.

		2-Benzylideneheptanal

Amyl cinnamal 

(CAS No. 122-40-7)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		68.

		Cinnamyl alcohol

(CAS No. 104-54-1)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		69.

		3,7-Dimethyl-2,6- octadienal

Citral (CAS No. 5392-40-5)

		



		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		70.

		Phenol, 2-methoxy- 4-(2-propenyl)

Eugenol (CAS No. 97-53-0)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		71.

		7-Hydroxycitronellal



Hydroxycitronellal 

(CAS No. 107-75-5)



		(a) Oral products



(b) Other products

		



(b) 1.0  percent

		(a) (b)

The presence of the substance must be indicated in the list of ingredients when its concentration

exceeds:

—  0.001 percent in leave-on products

—  0.01  percent in rinse-off products 

		



		72.

		Phenol, 2-methoxy- 4-(1-propenyl)

Isoeugenol (CAS No. 97-54-1/ 5932-68-3)

 

		(a) Oral products



(b) Other products



		



(b) 0.02  percent

		(a) (b)

The presence of the substance must be indicated in the list of

ingredients when its concentration exceeds:

— 0.001 percent in leave-on products

— 0.01  percent in rinse-off products 

		



		73.

		2-Pentyl-3- phenylprop-2-en-1-ol

  Amylcinnamyl alcohol 

(CAS No. 101-85-9)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		74.

		Benzyl salicylate 

(CAS No. 118-58-1)



		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		75.

		2-Propenal, 3- phenyl-

Cinnamal (CAS No. 104-55-2)



		



		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		76.

		2H-1-Benzopyran-2- one

Coumarin (CAS No. 91-64-5)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products.



		



		77.

		2,6-Octadien-1-ol, 3,7-dimethyl-, (2E)-

Geraniol (CAS No. 106-24-1)



		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		78.

		4-Methoxybenzyl alcohol

Anisyl alcohol 

(CAS No. 105-13-5)

 

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		79.

		2-Propenoic acid, 3- phenyl-, phenylmethyl ester

Benzyl cinnamate 

(CAS No. 103-41-3)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		80.

		2,6,10-Dodecatrien- 1-ol, 3,7,11- trimethyl-

Farnesol (CAS No. 4602-84-0)

		



		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		81.

		2-(4-tert- Butylbenzyl)

Propionaldehyde Butylphenyl methylpropional

(CAS No. 80-54-6)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:
—  0.001 percent in leave on products
—  0.01 percent in rinse off products 

		



		82.

		1,6-Octadien-3-ol, 3,7-dimethyl-

Linalool (CAS No. 78-70-6)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

—  0.01 percent in rinse off products

		



		83.

		Benzyl benzoate (CAS No. 120-51-4)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

—  0.01 percent in rinse off products

		



		84.

		Citronellol (±) -3,7-dimethyloct-6-en-1-ol

Citronellol (CAS No. 106-22-9/ 26489-01-0)



		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

—  0.01 percent in rinse off products

		



		85.

		2-Benzylideneoctanal

Hexyl cinnamaldehyde 

(CAS No. 101-86-0))

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

— 0.01 percent in rinse off products

		



		86.

		d-Limonene(4R)-1- Methyl-4-(1-methylethenyl) cyclohexene

Limonene

(CAS No. 5989-27-5)

		



		

		The presence of the substance must be indicated in the list of

Ingredients when its concentration exceeds:

—  0.001 percent in leave-on products

—  0.01 percent in rinse-off products

Peroxide value less than 20 mmoles/L (13) 

“This limit applies to the substance and not to the finished cosmetic product”.



		



		87.

		Methyl Oct-2- ynoate; Methyl heptine carbonate

Methyl 2-octynoate 

(CAS No. 111-12-6)





		(a) Oral products



(b) Other products

		



(b) 0.01 percent when used alone. When present in combination with methyl octine carbonate, the combined level in the finished product shall not exceed 0.01 percent (of which methyl octane carbonate shall not be more than 0.002 percent)



		(a) (b) The presence of the substance must be indicated in the list of

Ingredients when its concentration

exceeds:

— 0.001 percent in leave-on products

— 0.01  percent in rinse-off products 

		



		88.

		3-Methyl-4-(2,6,6-trimethyl-2-cyclohexen-1-yl)-3-buten-2-one 

alpha-Isomethyl ionone

(CAS No. 127-51-5)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

—  0.01 percent in rinse off products

		



		89.

		Oak moss extract 

Evernia prunastri extract

(CAS No. 90028-68-5)

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

—  0.01 percent in rinse off products

		



		90.

		Treemoss extract 

Evernia furfuracea extract

(CAS No. 90028-67-4))

		

		

		The presence of the substance must be indicated in the list of ingredients when its concentration exceeds:

—  0.001 percent in leave on products

—  0.01 percent in rinse off products

		



		91.

		2,4-Pyrimidinediamine, 3-oxide 

Diaminopyrimidine oxide

(CAS No. 74638-76-9)

		Hair products



		1.5 percent

		

		



		92.

		Benzoyl peroxide 

Dibenzoyl peroxide

(CAS No. 94-36-0)

		Artificial nail systems

		0.7 percent (after mixing for use)

		Professional use only



		· For professional use only

· Avoid skin contact

· Read directions for use carefully



		93.

		Hydroquinone methylether/ Mequinol 

p-Hydroxyanisol

(CAS No. 150-76-5)

		Artificial nail systems

		0.02 percent (after mixing for use)

		For professional use only



		· For professional use only

· Avoid skin contact

· Read directions for use carefully



		94.

		5-tert-Butyl-2,4,6- trinitro-m-xylene

Musk xylene (CAS No. 81-15-2)

		All cosmetic products, with the exception of oral products

		a) 1.0 percent in fine fragrance

b) 0.4 percent in eau de toilette

c) 0.03 percent in other products

		

		



		95.

		4'-tert-Butyl-2',6'- dimethyl-3',5'-dinitroacetophenone

Musk ketone (CAS No. 81-14-1)

 

		All cosmetic products, with the exception of oral products

		a) 1.4 percent in fine fragrance

b) 0.56 percent in eau de toilette

c) 0.042 percent in other products

		

		



		96.

		Benzoic acid, 2-hydroxy-

Salicylic acid (7)  

(CAS No. 69-72-7)

		a) Rinse-off hair products





b) Other products except body lotion, eye shadow, mascara, eyeliner,

lipstick, roll-on deodorant

(c) Body lotion, eye shadow, mascara, eyeliner, lipstick, roll-on deodorant



		a) 3.0 percent







b) 2.0 percent



c) 0.5percent

		Not to be used in preparations for children under 3 years of age.





Not to be used in applications that may lead to exposure of the end-user’s lungs by inhalation.



Not to be used in oral products.



For purposes other than inhibiting the development of micro-organisms in the

product. This purpose has to be apparent from the presentation of the product.

		Not to be used for children under three years of age (8)



		97.

		Inorganic sulfites and bisulfites (9) 



		a) Oxidative hair dye products

b) Hair straightening products

c) Self tanning products for the face

d) Other self tanning products

		a) 0.67 percent (as free SO2)

b) 6.7 percent (as free SO2)

c) 0.45 percent (as free SO2)

d) 0.40 percent (as free SO2)

		For purposes other than inhibiting the development of micro-organisms in the product. This purpose has to be apparent from the presentation of the product.

		



		98.

		1-(4-Chlorophenyl)- 3-(3,4-dichlorophenyl)urea

Triclocarban (10) (CAS No. 101-20-2)



		Rinse-off products

		1.5 percent

		Purity criteria:

3,3’,4,4’-Tetrachloroazobenzene ≤ 1 ppm

3,3’,4,4’-Tetrachloroazoxybenzene ≤ 1 ppm

For purposes other than inhibiting the development of micro-organisms in the product. This purpose has to be apparent from the presentation of the product.

		



		99.

		Pyrithione zinc

Zinc pyrithione (11)

(CAS No. 13463-41-7)

		Leave-on hair products

		0.1 percent

		For purposes other than inhibiting the development of micro-organisms in the product. This purpose has to be apparent from the presentation of the product.

		



		100.

		Glyoxal

(CAS No. 107-22-2)

		

		100 mg/kg

		

		



		100 a

		

1,2-Dimethoxy-4-(2- propenyl)-benzene

Methyl eugenol

(CAS No. 93-15-2)

		

a) Fine fragrance 



b) Eau de toilette



c) Fragrance cream 

d) Other leave-on products and oral products

e) Rinse-off products

		

a) 0,01 percent



b) 0.004percent

C)  0,002 percent

                    d) 0.0002percent





               e) 0.001percent



		

		



		101.

		Abies alba oil and extract 

Abies Alba Cone Oil; Abies Alba Cone Extract; Abies Alba Leaf Oil; Abies Alba Leaf Cera; Abies Alba Needle Extract; Abies Alba Needle Oil

(CAS No. 90028-76-5)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		102.

		Abies pectinata oil and extract 

Abies Pectinata Oil; Abies Pectinata Leaf Extract; Abies Pectinata Needle Extract Abies Pectinata Needle Oil

(CAS No. 92128-34-2)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		103.

		Abies sibirica oil and extract 

Abies Sibirica Oil; Abies Sibirica Needle Extract; Abies Sibirica Needle Oil

(CAS No. 91697-89-1)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		104.

		Abies balsamea oil and extract 

Abies Balsamea Needle Oil; Abies Balsamea Needle Extract; Abies Balsamea Resin; Abies Balsamea  Extract; Abies Balsamea Balsam Extract

(CAS No. 85085-34-3)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		105.

		Pinus mugo pumilio oil and extract

Pinus Mugo Pumilio Twig Leaf Extract; Pinus Mugo Pumilio Twig Leaf Oil

(CAS No. 90082-73-8)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		106.

		Pinus mugo oil and extract 

Pinus Mugo Leaf Oil; Pinus Mugo Twig Leaf Extract; Pinus Mugo Twig Oil

(CAS No. 90082-72-7)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		107.

		Pinus sylvestris oil and extract 

Pinus Sylvestris Oil; Pinus Sylvestris Leaf extract; Pinus Sylvestris Leaf Oil; Pinus Sylvestris Leaf Water; Pinus Sylvestris Cone Extract; Pinus Sylvestris Bark Extract; Pinus Sylvestris Bud Extract; Pinus Sylvestris Twig Leaf Extract; Pinus Sylvestris twig Leaf Oil

(CAS No. 84012-35-1)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		108.

		Pinus nigra oil and extract 

Pinus Nigra Bud/Needle Extract;  Pinus Nigra Twig Leaf Extract;  Pinus Nigra Twig Leaf Oil

(CAS No. 90082-74-9)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		109.

		Pinus palustris oil and extract Pinus Palustris Leaf Extract; Pinus Palustris Oil;  Pinus Palustris Twig Leaf Extract; Pinus Palustris Twig Leaf Oil

(CAS No. 97435-14-8/8002-09-3)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		110.

		Pinus pinaster oil and extract 

Pinus Pinaster Twig Leaf Oil; Pinus Pinaster Twig Leaf Extract

(CAS No. 90082-75-0)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		111.

		Pinus pumila oil and extract 

Pinus Pumila Twig Leaf Extract;  Pinus Pumila Twig Leaf Oil

(CAS No. 97676-05-6)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		112.

		Pinus species oil and extract 

Pinus Strobus Bark Extract; Pinus Strobus Cone Extract; Pinus Strobus Twig Oil; Pinus Species Twig Leaf Extract; Pinus Species Twig Leaf Oil

(CAS No. 94266-48-5)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		113.

		Pinus cembra oil and extract 

Pinus Cembra Twig Leaf Oil; Pinus Cembra Twig Leaf Extract

(CAS No. 92202-04-5)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		114.

		Pinus cembra extract acetylated 

Pinus Cembra Twig Leaf Extract Acetylated

(CAS No. 94334-26-6)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		115.

		Picea mariana oil and extract 

Picea Mariana Leaf Extract; Picea Mariana Leaf Oil

(CAS No. 91722-19-9)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		116.

		Thuja occidentalis oil and extract 

Thuja Occidentalis Bark Extract; Thuja Occidentalis Leaf; Thuja Occidentalis Leaf Extract; Thuja Occidentalis Leaf Oil; Thuja Occidentalis Stem Extract; Thuja Occidentalis Stem Oil; Thuja Occidentalis Root Extract

(CAS No. 90131-58-1)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		117.

		3-Carene

3,7,7-Trimethylbicyclo[4.1.0]

hept-3-ene (isodiprene)

(CAS No. 13466-78-9) 

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		118.

		Cedrus atlantica oil and extract 

Cedrus Atlantica Bark Extract; Cedrus Atlantica Bark Oil; Cedrus Atlantica Bark Water; Cedrus Atlantica Leaf Extract; Cedrus Atlantica Wood Extract; Cedrus Atlantica Wood Oil

(CAS No. 92201-55-3)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		119.

		Cupressus sempervirens oil and extract 

Cupressus Sempervirens Leaf Oil; Cupressus Sempervirens Bark Extract; Cupressus Sempervirens Cone Extract; Cupressus Sempervirens Fruit Extract; Cupressus Sempervirens Leaf Extract; Cupressus Sempervirens Leaf/Nut/Stem Oil; Cupressus Sempervirens Leaf/Stem Extract; Cupressus Sempervirens Leaf Water; Cupressus Sempervirens Seed Extract; Cupressus Sempervirens Oil

(CAS No. 84696-07-1)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		120.

		Turpentine gum (Pinus spp.) 

Turpentine

(CAS No. 9005-90-7)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		121.

		Turpentine oil and rectified oil

Turpentine

(CAS No. 8006-64-2)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		122.

		Turpentine, steam distilled (Pinus spp.) 

Turpentine

(CAS No. 8006-64-2)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		123.

		Terpene alcohols acetates

(CAS No. 69103-01-1)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		124.

		Terpene hydrocarbons

(CAS No. 68956-56-9)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		125.

		Terpenes and terpenoids with the exception of limonene (d-, l-, and dl-isomers) listed under reference numbers 88, 167 and 168 of this Annex B

(CAS No. 65996-98-7)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		126.

		Terpene and terpenoids 

(CAS No. 68917-63-5)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		127.

		alpha-Terpinene; p- Mentha-1,3-diene

α-Terpinene

(CAS No. 99-86-5)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		128.

		gamma-Terpinene; p-Mentha-1,4-diene

γ-Terpinene

(CAS No. 99-85-4)

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		129.

		Terpinolene

(CAS No. 586-62-9)

p-Mentha-1,4(8)-diene

		

		

		Peroxide value less than 10 mmoles/L (13)

		



		130.

		Acetyl hexamethyl indan

(CAS No. 15323-35-0)

1,1,2,3,3,6-Hexamethylindan-5-yl methyl ketone

		(a) Leave-on products 

(b) Rinse-off products

		(a) 2  percent

		

		



		131.

		Allyl butyrate

(CAS No. 2051-78-7)

2-Propenyl Butanoate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		132.

		Allyl cinnamate

(CAS No. 1866-31-5)

2-Propenyl 3-Phenyl-2-Propenoate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		133.

		Allyl cyclohexylacetate

(CAS No. 4728-82-9)

2-Propenyl Cyclohexaneacetate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		134.

		Allyl cyclohexylpropionate

(CAS No. 2705-87-5)

2-Propenyl 3-Cyclohexanepropanoate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		135.

		Allyl heptanoate

(CAS No. 142-19-8)

2-Propenyl heptanoate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		136.

		Allyl caproate

(CAS No. 123-68-2)

Allyl hexanoate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		137.

		Allyl isovalerate

(CAS No. 2835-39-4)

2-Propenyl 3-Methylbutanoate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		138.

		Allyl octanoate

(CAS No. 4230-97-1)

2-Allyl caprylate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		139.

		Allyl phenoxyacetate

(CAS No. 7493-74-5)

2-Propenyl Phenoxyacetate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		140.

		Allyl phenylacetate

(CAS No. 1797-74-6)

2-Propenyl Benzeneacetate

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1 percent

		



		141.

		Allyl 3,5,5-trimethylhexanoate

(CAS No. 71500-37-3)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		142.

		Allyl cyclohexyloxyacetate

(CAS No. 68901-15-5)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		143.

		Allyl isoamyloxyacetate

Isoamyl Allylglycolate

(CAS No. 67634-00-8)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		144.

		Allyl 2-methylbutoxyacetate

(CAS No. 67634-01-9)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		145.

		Allyl nonanoate

(CAS No. 7493-72-3)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		146.

		Allyl propionate

(CAS No. 2408-20-0)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		147.

		Allyl trimethylhexanoate

(CAS No. 68132-80-9)

		

		

		Level of free allyl alcohol in the ester shall be less than 0.1  percent

		



		148.

		Allyl heptine carbonate

(CAS No. 73157-43-4)

(allyl oct-2-ynoate)

		

		0.002  percent

		This material shall not be used in combination with any other

2-alkynoic acid ester (e.g methyl heptine carbonate)

		



		149.

		Amylcyclopentenone

(CAS No. 25564-22-1)

2-Pentylcyclopent-2-en-1-one

		

		0.1 percent

		

		



		150.

		Myroxylon balsamum var. pereirae; extracts and distillates

Balsam Peru oil, absolute and anhydrol (Balsam Oil Peru)

(CAS No. 8007-00-9)



		

		0.4 percent

		

		



		151.

		4-tert.-Butyldihydrocinnamaldehyde

(CAS No. 18127-01-0)

3-(4-tert-Butylphenyl)propionaldehyde

		

		0.6 percent

		

		



		152.

		Cuminum cyminum oil and extract 

Cuminum Cyminum Fruit Oil; Cuminum Cyminum Fruit Extract; Cuminum Cyminum Seed Oil; Cuminum Cyminum Seed Extract; Cuminum Cyminum Seed Powder

(CAS No. 84775-51-9)

		(a) Leave-on products



(b) Rinse-off products

		(a) 0.4  percent of Cumin oil

		

		



		153.

		cis-Rose ketone-1 (14)

(Z)-1-(2,6,6- Trimethyl-2-cyclohexen-1-yl)-2-buten-1-one (cis-alpha- Damascone)

(CAS No. 23726-94-5)

Alpha-Damascone (CAS No. 43052-87-5)

		(a) Oral products

(b) Other products

		

(b) 0.02 percent

		

		



		154.

		trans-Rose ketone-2 (14)

(CAS No. 23726-91-2)

(E)-1-(2,6,6-Trimethyl-1-cyclohexen-1-yl)-2-buten-1-one

(trans-β-Damascone)

(trans-beta- Damascone)

		(a) Oral products

(b) Other products

		

(b) 0.02 percent

		

		



		155.

		trans-Rose ketone-5 (14)

(CAS No. 39872-57-6)

(E)-1-(2,4,4-Trimethyl-2-cyclohexen-1-yl)-2-buten-1-one

(Isodamascone)

		

		0.02 percent

		

		



		156.

		Rose ketone-4 (14)

(CAS No. 23696-85-7)

1-(2,6,6-Trimethylcyclohexa-1,3-dien-1-yl)-2-buten-1-one

(Damascenone)

		(a) Oral products

(b) Other products

		

(b)0.02 percent

		

		



		157.

		Rose ketone-3 (14)

(CAS No. 57378-68-4)

1-(2,6,6-Trimethyl-3-cyclohexen-1-yl)-2-buten-l-one

(Delta-Damascone)

		(a) Oral products

(b) Other products

		

(b)0.02 percent

		

		



		158.

		cis-Rose ketone-2 (14)

(CAS No. 23726-92-3)

(Z)-1-(2,6,6-Trimethyl-lcyclohexen-1-yl)-2-buten-l-one

(cis-β-Damascone)

(cis-beta-Damascone)

		(a) Oral products

(b) Other products

		

(b)0.02 percent

		

		



		159.

		trans-Rose ketone-1 (14)

(CAS No. 24720-09-0)

(E)-1-(2,6,6-Trimethyl-2-cyclohexen-1-yl)-2-buten-l-one

(trans-α-Damascone)

(trans-alpha-Damascone)

		(a) Oral products

(b) Other products

		

(b)0.02 percent

		

		



		160.

		Rose ketone-5 (14)

(CAS No. 33673-71-1)

1-(2,4,4-Trimethyl-2-cyclohexen-1-yl)-2-buten-l-one

		

		0.02 percent

		

		



		161.

		trans-Rose ketone-3 (14)

(CAS No. 71048-82-3)

1-(2,6,6-Trimethyl-3-cyclohexen-1-yl)-2-buten-l-one

(trans-delta-Damascone)

		(a) Oral products

(b) Other products

		

(b) 0.02 percent

		

		



		162.

		trans-2-hexenal

(CAS No. 6728-26-3)

		(a) Oral products

(b) Other products

		

(b)0.002 percent

		

		



		163.

		l-Limonene

(CAS No. 5989-54-8)

(S)-p-Mentha-1,8-diene

Limonene

		

		

		Peroxide value less than 20 mmoles/L (13)

		



		164.

		dl-Limonene (racemic)

(CAS No. 138-86-3)

1,8(9)-p-Menthadiene; p-Mentha-1,8-diene (Dipentene)

Limonene

		

		

		Peroxide value less than 20 mmoles/L (13)

		



		165.

		Perillaldehyde

(CAS No. 2111-75-3)

p-Mentha-1,8-dien-7-al

		(a) Oral products

(b) Other products

		

(b) 0.1 percent

		

		



		166.

		Isobergamate

(CAS No. 68683-20-5)

Menthadiene-7-methyl formate

		

		0.1 percent

		

		



		167.

		Methoxy dicyclopentadiene carboxaldehyde

(CAS No. 86803-90-9)

Octahydro-5-methoxy-4,7-Methano-1H-indene-2-carboxaldehyde

Scentenal

		

		0.5 percent

		

		



		168.

		3-methylnon-2-enenitrile

(CAS No. 53153-66-5)

		

		0.2 percent

		

		



		169.

		Methyl octine carbonate

(CAS No. 111-80-8)

Methyl non-2-ynoate

		(a) Oral products

(b) Other products

		

(b) 0.002 percent when used alone.

When present in combination with methyl heptine carbonate, the combined level in the finished product shall not exceed 0.01  percent (of which methyl octine carbonate shall not be more than 0.002  percent)

		

		



		170.

		Amylvinylcarbinyl acetate

(CAS No. 2442-10-6)

1-Octen-3-yl acetate

		(a) Oral products

(b) Other products

		

(b) 0.3  percent

		

		



		171.

		Propylidenephthalide

(CAS No. 17369-59-4)

3-Propylidenephthalide

		(a) Oral products

(b) Other products

		

(b) 0.01 percent

		

		



		172.

		Isocyclogeraniol

(CAS No. 68527-77-5)

2,4,6-Trimethyl-3-cyclohexene-1-methanol

		

		0.5 percent

		

		



		173.

		2-Hexylidene cyclopentanone

(CAS No. 17373-89-6)

		(a) Oral products

(b) Other products

		

(b) 0.06 percent

		

		



		174.

		Methyl heptadienone

(CAS No. 1604-28-0)

6-Methyl-3,5-heptadien-2-one

		(a) Oral products

(b) Other products

		

(b) 0.002 percent

		

		



		175.

		p-methylhydrocinnamic aldehyde

(CAS No. 5406-12-2)

Cresylpropionaldehyde

p-Methyldihydrocinnamaldehyde

		

		0.2 percent

		

		



		176.

		Liquidambar orientalis oil and extract (styrax) 

Liquidambar Orientalis Resin Extract; Liquidambar Orientalis Balsam Extract; Liquidambar Orientalis Balsam Oil

(CAS No. 94891-27-7)

		

		0.6 percent

		

		



		177.

		Liquidambar styraciflua oil and extract (styrax) 

Liquidambar Styraciflua Oil; Liquidambar Styraciflua Balsam Extract; Liquidambar Styraciflua Balsam Oil

(CAS No. 8046-19-3/94891-28-8)

		

		0.6 percent

		

		



		178.

		Acetyl hexamethyl tetralin

(CAS No. 21145-77-7/1506-02-1) 



1-(5,6,7,8-Tetrahydro-3,5,5,6,8,8-hexamethyl-2-naphthyl)ethan-1-one (AHTN)

		All cosmetic products, with the exception of oral products

		(a) leave-on products: 0.1 percent except: 

hydro alcoholic products: 1 percent 

fine fragrance: 2.5 percent 

fragrance cream: 0.5 percent 



(b) rinse-off products: 0.2  percent

		

		



		179.

		Commiphora erythrea Engler var. glabrescens Engler gum extract and oil 

Opoponax oil

(CAS No. 93686-00-1)

		

		0.6 percent

		

		



		180.

		Opopanax chironium resin

(CAS No. 93384-32-8)

		

		0.6 percent

		

		



		181.

		Benzene, methyl-

Toluene

(CAS No. 108-88-3)



		Nail products

		25 percent

		

		Keep out of reach of children 



To be used by adults only



		182.

		Diethylene glycol (DEG)

(CAS No. 111-46-6)

2,2’-oxydiethanol

		As traces in ingredients

		0.1 percent

		

		



		183.

		Butoxydiglycol

(CAS No. 112-34-5)

diethylene glycol monobutyl ether (DEGBE)

		Solvent in hair dye products

		9 percent

		No use in aerosol dispensers (sprays)

		



		184.

		Butoxyethanol

(CAS No. 111-76-2)

ethylene glycol monobutyl ether (EGBE)

		(a) Solvent in oxidative hair dye products



(b) Solvent in non-oxidative

hair dye products

		(a) 4.0 percent





(b) 2.0 percent

		(a) (b)

No use in aerosol dispensers (sprays)

		



		185.

		Trisodium 5-hydroxy-1-(4- sulphophenyl)-4-(4-sulphophenylazo)

pyrazole-3-carboxylate and aluminium

lake (15)

Acid Yellow 23

(CAS 1934-21-0)

Acid Yellow 23 Aluminum lake

(CAS 12225-21-7)

CI 19140

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		

		



		186.

		Benzenemethanaminium,

N-ethyl-N-[4-[[4-[ethyl-[(3-sulfophenyl)-methyl]-amino]-phenyl] [2-sulfophenyl)

methylene]-2,5-cyclohexadien-1-ylidene]-3-sulfo, inner salt, disodium salt and its ammonium and aluminium salts (15)

Acid Blue 9

(CAS 3844-45-9)

Acid Blue 9 Ammonium salt

(CAS 2650-18-2)

Acid Blue 9 Aluminum lake

(CAS 68921-42-6)

CI 42090

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		

		



		187.

		Disodium 6-hydroxy-5-[(2-methoxy-4-sulphonato-m-tolyl) azo]naphthalene-2-sulphonate (15)

Curry Red

(CAS 25956-17-6)

CI 16035

		Hair dye substance in non-oxidative hair dye products

		0.4 percent

		

		



		188.

		Trisodium 1-(1-naphthylazo)-2-hydroxynaphthalene-4′,6,8-trisulphonate and aluminium lake (15)

Acid Red 18

(CAS 2611-82-7)

Acid Red 18 Aluminum lake

(CAS 12227-64-4)

CI 16255

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		

		



		189.

		Hydrogen 3,6-bis(diethylamino)-9-(2,4-disulphonatophenyl)

xanthylium, sodium salt (15) 

Acid Red 52 

(CAS 3520-42-1) 

CI 45100

		(a) Hair dye substance in oxidative hair dye products 





(b) Hair dye substance in non-oxidative hair dye products

		f









(b) 0.6  percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent.



		(a)

To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		190.

		Disodium 5-amino-4- hydroxy-3-(phenylazo)naphthalene-2,7-disulphonate(15) 

Acid Red 33 

(CAS 3567-66-6) 

CI 17200

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		



		



		191.

		Sodium 1-amino-4- (cyclohexylamino)-9,10-dihydro-9,10-dioxoanthracene-2-sulphonate (15) 

Acid Blue 62

(CAS 4368-56-3)

CI 62045

		Hair dye substance in non-oxidative hair dye products

		0.5  percent

		— Do not use with nitrosating systems

— Maximum nitrosamine content: 50 μg/kg 

— Keep in nitrite-free containers



		





		192.

		1-[(2’-Methoxyethyl) amino]-2-nitro-4-[di-(2’-hydroxyethyl)amino] benzene (15)

HC Blue No 11 

(CAS 23920-15-2)

		Hair dye substance in non-oxidative hair dye products

		2.0  percent

		· Do not use with nitro-sating systems

· Maximum nitrosamine content: 50 μg/kg 

· Keep in nitrite-free containers

		



		193.

		1,5-Di-(ß-hydroxyethylamino)-2-nitro-4-chlorobenzene (15) 

1,5-Di-(beta-hydroxyethylamino)-2-nitro-4-chlorobenzene

HC Yellow No 10 

(CAS 109023-83-8) 



		Hair dye substance in non-oxidative hair dye products

		0.1 percent

		· Do not use with nitrosating systems

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		



		194.

		2-[3-(methylamino)-4-nitrophenoxy]ethanol  (15)

3-Methylamino-4-nitrophenoxyethanol

(CAS 59820-63-2)



		Hair dye substance in non-oxidative hair dye products

		0.15  percent

		· Do not use with nitrosating systems

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		



		195.

		2,2’-[[4-[(2-hydroxyethyl) amino]-3-nitrophenyl]imino]bisethanol (15) 

HC Blue No 2 

(CAS 33229-34-4)

		Hair dye substance in non-oxidative hair dye products

		2.8  percent

		· Do not use with nitrosating systems 

· Maximum nitrosamine content: 50 μg/kg 

· Keep in nitrite-free containers

		Can cause allergic reaction



		196.

		1-Propanol, 3-[[4-[bis(2-hydro-xyethyl)amino]-2-nitrophenyl]amino](15)

HC Violet No 2 

(CAS 104226-19-9) 

		Hair dye substance in non-oxidative hair dye products

		2.0  percent

		· Do not use with nitrosating systems

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		Can cause allergic reaction



		197.

		Phenol, 2-Chloro-6- (ethylamino)-4-nitro-

2-Chloro-6-ethylamino-4-nitrophenol 

(CAS No. 131657-78-8) 



		(a) Hair dye substance in oxidative hair dye products 



(b) Hair dye substance in non- oxidative hair dye products

		







(b) 3.0  percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1,5 percent



(a) and (b)

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		(a) 

To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions. 

Read and follow instructions. 

This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		198.

		4,4’-[1,3-Propanediylbis(oxy)]- bisbenzene-1,3-diamine and its tetrahydrochloride salt (15)

1,3-bis-(2,4-Diaminophenoxy)-propane 

(CAS 81892-72-0)

1,3-bis-(2,4-Diaminophenoxy)-propane HCl

(CAS 74918-21-1) 



		(a) Hair dye substance in oxidative hair dye products 









(b) Hair dye substance in non-oxidative hair dye products

		













(b) 1.2  percent as free base (1.8  percent as tetrahydrochloride salt)

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.2 percent calculated as free base (1.8 percent as tetrahydrochloride salt).

		 (a) 

To be printed on the label: 

The mixing ratio. 



Hair colorants can cause severe allergic reactions. Read and follow instructions. 

This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. 

Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



b) Can cause allergic reaction



		199.

		6-Methoxy-N2-methyl-2,3-pyri-dinediamine hydrochloride and dihydrochloride salt (15)

6-Methoxy-2-methylamino-3- aminopyridine HCl 

 (CAS No. 90817-34-8 / 83732-72-3)

		(a) Hair dye substance in oxidative hair dye products



(b) Hair dye substance in non-oxidative hair dye



c) Products intended for colouring eye lashes.

		







(b) 0.68  percent as free base (1.0  percent as dihydrochloride)

		For (a) and (c): After mixing under oxidative conditions the maximum concen-tration applied to hair or eyelashes must not exceed 0.68 percent calculated as free base (1.0 percent as dihydrochloride). 



For (a), (b) and (c): 

— Do not use with nitro-sating systems 

— Maximum nitrosamine content: 50 μg/kg 

— Keep in nitrite-free containers



(c) For professional use only.

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary “black henna” tattoo in the past.

(b) Can cause allergic reaction.

(c) To be printed on the label: The mixing ratio.

‘For professional use only.

Contains resorcinol

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons  under  the  age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

1) has a rash on the face or sensitive, irritated and damaged scalp,

2) has experienced any reaction after colouring your hair or eyelashes,

3) has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.



		200.

		2,3-Dihydro-1H-indole-5,6-diol and its hydrobromide salt (15)

Dihydroxyindoline 

(CAS 29539-03-5)

Dihydroxyindoline HBr 

(CAS 138937-28-7) 

		Hair dye substance in non-oxidative hair dye products

		2.0  percent

		

		Can cause allergic reaction



		201.

		1-Hydroxy-3-nitro-4- (3-hydroxypropylamino)benzene (15) 

4-Hydroxypropylamino-3-nitrophenol

(CAS 92952-81-3)

		(a) Hair dye substance in oxidative hair dye products 







(b) Hair dye substance in non-oxidative hair dye products

		











(b) 2.6  percent

		(a) After mixing under oxidative conditions the maximum concen-tration applied to hair must not exceed 2.6 percent calculated as free base. 



For (a) and (b): 

· Do not use with nitro-sating systems

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		(a) To be printed on the label: 

The mixing ratio. 

‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



		202.

		Verbena absolute

 (Lippia citriodora Kunth.)

(CAS No. 8024-12-2)

		

		0.2 percent

		

		



		203.

		Ethyl-N-alpha- dodecanoyl-L- arginate hydrochloride

Ethyl Lauroyl Arginate HCl(16)

(CAS No. 60372-77-2 )

		(a) soap 

(b) anti-dandruff shampoos 

(c) deodorants, not in form of spray

		0.8 percent

		For purposes other than inhibiting the development of micro-organisms in the product. This purpose has to be apparent from the presentation of the product.

		



		204.

		1-(beta-Aminoethyl)amino-4-(beta-hydroxyethyl)oxy-2-nitrobenzene and its salts 

HC Orange No 2 

(CAS No. 85765-48-6)



		Hair dye substance in non-oxidative hair dye products

		1.0  percent

		· Do not use with nitro-sating systems

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		To be printed on the label: 

Hair colorants can cause severe allergic reactions. 

Read and follow instructions. This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		205.

		2-[(2-methoxy-4-nitrophenyl)amino]ethanol and its salts 



2-Hydroxyethylamino-5-nitroanisole

(CAS No. 66095-81-6) 

		Hair dye substance in non-oxidative hair dye products

		0.2  percent

		· Do not use with nitro-sating systems

· Maximum nitrosamine content: 50 μg/kg.

· Keep in nitrite-free containers

		



		206.

		4-Amino-3- nitrophenol

(CAS No. 610-81-1) 



		(a) Hair dye substance in oxidative hair dye products





































(b) Hair dye substance in non- oxidative hair dye products

		









































(b) 1.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent

		(a)  

To be printed on the label: 

The mixing ratio.

For a) and b): 

Hair colorants can cause severe allergic reactions. 

Read and follow instructions. This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.







		207.

		Naphthalene-2,7-diol 

2,7-Naphthalenediol 

(CAS No. 582-17-2) 



		a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non- oxidative hair dye products

		









(b) 1.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

		(a)   

To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair,

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		208.

		m-Aminophenol and its salts



m-Aminophenol 

(CAS No. 591- 27-5) 

m-Aminophenol HCl 

(CAS No. 51-81-0) 

m-Aminophenol sulphate

(CAS No. 68239-81-6) 

Sodium m-Aminophenol 

(CAS No. 38171-54-9)

		a) Hair dye substance in oxidative hair dye products





b) Products intended for colouring eyelashes

		

		For a) and b): 

After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.2 percent



b) For professional use only.

		a) To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair,

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



b) To be printed on the label: 

The mixing ratio.

‘For professional use only.

This product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Eyelashes shall not be coloured if the consumer:

· has a rash on the face or sensitive, irritated and damaged scalp,

· has experienced any reaction after colouring your hair or eyelashes,

· has experienced a reaction to a temporary ‘black henna’ tattoo in the past.

Rinse eyes immediately if product comes into contact with them.’



		209.

		6-Hydroxy-3,4-dimethyl-2-pyridone



2,6-Dihydroxy-3,4- dimethylpyridine 

(CAS No. 84540- 47-6) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0  percent

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		210.

		1-Hydroxy-2-beta-hydroxyethylamino-4,6-dinitrobenzene

2-Hydroxyethyl picramic acid 

(CAS No. 99610-72-7) 

		(a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non- oxidative hair dye products

		









(b) 2.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent 



For (a) and (b): 

· Do not use with nitrosating agents 

· Maximum nitrosamine content: 50 μg/kg 

· Keep in nitrite-free containers

		(a) To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		211.

		p-Methylaminophenol and its sulphate



p-Methylaminophenol 

(CAS No. 150-75-4) 

p-Methylaminophenol sulphate 

(CAS No. 55-55-0/ 1936-57-8) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.68 percent (as sulphate) 

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		212.

		1-(beta-Hydroxyethyl)amino-2-nitro-4- N-ethyl-N-(.beta.- hydroxyethyl)aminobenzene and its hydrochloride

HC Blue No 12 

(CAS No. 104516-93-0 / 132885- 85-9 (HCl)) 



		(a) Hair dye substance in oxidative hair dye products







(b) Hair dye substance in non-oxidative hair dye products

		











(b)1.5 percent (as hydrochloride)

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.75 percent (as hydrochloride) 



For (a) and (b): 

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg 

· Keep in nitrite-free containers

		(a)   

To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		213.

		3-Amino-2,4-dichlorophenol and its hydrochloride



3-Amino-2,4-dichlorophenol (CAS No. 61693-42-3) 

3-Amino-2,4-dichlorophenol HCl

(CAS No. 61693- 43-4)

		(a) Hair dye substance in oxidative hair dye products







(b) Hair dye substance in non- oxidative hair dye products

		











(b) 1.5 percent (as hydrochloride)

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5  percent (as hydrochloride)

		(a 

To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		214.

		3-Methyl-1-phenyl-5-pyrazolone

Phenyl methyl pyrazolone 

(CAS No. 89-25-8) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.25 percent

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		215.

		5-[(2-Hydroxyethyl)amino]-o-cresol



2-Methyl-5- Hydroxyethyl Aminophenol

(CAS No. 55302-96-0)

		a) Hair dye substance in oxidative hair dye products





b) Products intended to colouring eye lashes.

		

		For a) and b):

After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent 

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers



b) For professional use only.

		(a) To be printed on the label: The mixing ratio. 

‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) To be printed on the label: The mixing ratio.

‘For professional use only.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the  age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

· has a rash on the face or sensitive, irritated and damaged scalp,

· has experienced any reaction after colouring hair or eyelashes,

· has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.



		216.

		3,4-Dihydro-2H-1,4-benzoxazin-6-ol

Hydroxybenzomorpholine 

(CAS No. 26021-57-8) 

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent 

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg 

· Keep in nitrite-free containers

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		217.

		2,2’-[(4-Amino-3- nitrophenyl)imino]bisethanol and its hydrochloride

HC Red No 13 

(CAS No. 29705-39-3 / 94158- 13-1) 



		(a) Hair dye substance in oxidative hair dye products







(b) Hair dye substance in non- oxidative hair dye products

		











(b) 2.5 percent (as hydrochloride)

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.25 percent (as hydrochloride)

		(a) To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		218.

		2,6-Dimethoxy-3,5-pyridinediamine and its hydrochloride



2,6-Dimethoxy-3,5-pyridinediamine 

(CAS No. 85679-78-3)

2,6-Dimethoxy-3,5-pyridinediamine HCl 

(CAS No. 56216-28-5) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.25 percent (as hydrochloride)

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		219.

		Ethanol, 2-[(4- amino-2-methyl-5-nitrophenyl)amino]- and its salts

HC Violet No 1 

(CAS No. 82576-75-8) 

		(a) Hair dye substance in oxidative hair dye products



































(b) Hair dye substance in non- oxidative hair dye products

		







































(b) 0.28 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.25 percent

































For (a) and (b):

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		(a) To be printed on the label: 

The mixing ratio.



For a) and b):

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		220.

		1,5-Naphthalenediol 

(CAS No. 83-56-7) 



		(a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non-oxidative hair dye products

		









(b) 1.0  percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

		(a) 

To be printed on the label: 

The mixing ratio.

[image: image001]Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		221.

		Hydroxypropyl bis(N-hydroxyethyl-p-phenylenediamine) and its tetrahydrochloride



Hydroxypropyl bis(N-hydroxyethyl-p-phenylenediamine)

(CAS No. 128729-30-6)

Hydroxypropyl bis(N-hydroxyethyl-p-phenylenediamine) HCl 

(CAS No. 128729- 28-2)



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.4  percent (as tetrahydrochloride)

		To be printed on the label: 

The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if:

· you have a rash on your face or sensitive, irritated and damaged scalp,

· you have ever experienced any reaction after colouring your hair, 

· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		222.

		5-Amino-o-cresol

4-Amino-2-Hydroxytoluene

(CAS No. 2835-95-2)







		a) Hair dye substance in oxidative hair dye products

































b) Products intended for colouring eye lashes.





		

		For a) and b): 

After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent





























b) For professional use only.

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

—you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) To be printed on the label: The mixing ratio.

‘For professional use only.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring your hair or eyelashes,

—  has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.





		223.

		2,4-Diaminophenoxyethanol, its hydrochloride and its sulphate



2,4-Diaminophenoxyethanol (CAS No. 70643-19-5)

2,4-Diaminophenoxyethanol HCl 

(CAS No. 66422- 95-5)

2,4-Diaminophenoxyethanol sulphate 

(CAS No. 70643-20-8) 

		a) Hair dye substance in oxidative hair dye products







































b) Products intended for colouring eye lashes.





		

		For a) and b): 

After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0 percent (as hydrochloride)































b) For professional use only.

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) To be printed on the label: The mixing ratio.

‘For professional use only.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring your hair or eyelashes,

— has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.



		224.

		1,3-benzenediol, 2-methyl



2-Methylresorcinol 

(CAS No. 608-25-3) 



		(a) Hair dye substance in oxidative hair dye products



(b) Hair dye substance in non- oxidative hair dye products



(c) Products intended for colouring eyelashes

		







(b) 1.8  percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.8 percent.



(c)  After mixing under oxidative conditions the maximum concentration applied to eyelashes must not exceed 1.25 percent.



(c) Professional use

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



 c) To be printed on the label: The mixing ratio.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring your hair or eyelashes,

— has experienced a reaction to a temporary “black henna” tattoo in the past.

For Professional use only.

Rinse eye immediately if product comes in contact with them.





		225.

		4-Amino-m-cresol 

(CAS No. 2835-99- 6) 



		a) Hair dye substance in oxidative hair dye products.







b) Products intended for colouring eyelashes.

		

		For (a) and (b), After mixing under oxidative conditions the maximum concentration applied to hair or eyelashes must not exceed 1.5 percent.



b) For professional use only.

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) To be printed on the label: The mixing ratio. ‘For professional use only.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring your hair or eyelashes,

— has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.



		226.

		2-[(3amino-4-methoxyphenyl) amino]ethanol and its sulphate



2-Amino-4-hydroxyethylaminoanisole

(CAS No. 83763-47-7)



2-Amino-4- Hydroxyethylaminoanisole sulfate

(CAS No. 83763- 48-8)

		a) Hair dye substance in oxidative hair dye products.



b) Products intended for colouring eyelashes.

		

		For (a) and (b), After mixing under oxidative conditions the maximum concentration applied to hair or eyelashes must not exceed 1.5 percent (as sulphate).

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg.

· Keep in nitrite-free containers.



b) For professional use only.

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

(b) To be printed on the label: The mixing ratio.

‘For professional use only. The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring your hair or eyelashes,

— has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.



		227.

		Hydroxyethyl-3,4- methylenedioxyaniline and its hydrochloride



Hydroxyethyl- 3,4-methylenedioxyaniline HCl

(CAS No. 94158-14-2) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent 

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		To be printed on the label: 

The mixing ratio. 

‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

—you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



		228.

		4-[(2-Hydroxyethyl)amino]-3-nitrophenol



3-Nitro-p- hydroxyethylaminophenol

(CAS No. 65235-31-6) 



		(a) Hair dye substance in oxidative hair dye products







































(b) Hair dye substance in non- oxidative hair dye products

		











































(b) 1.85 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 3.0 percent



For (a) and (b):

· Do not use with nitrosating systems

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have experienced any reaction after colouring your hair,

— you have ever experienced a reaction to a temporary “black henna” tattoo in the past.





		229.

		1-(beta-Ureidoethyl)amino-4-nitrobenzene

4-Nitrophenyl aminoethylurea (CAS No. 27080- 42-8) 

		(a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non- oxidative hair dye products

		









(b) 0.5 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.25 percent 



For (a) and (b): 

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers

		For (a) To be printed on the label: 

The mixing ratio. 

Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.





		230.

		2-Amino-6- chloro-4-nitrophenol

(CAS No. 6358-09- 4) 



		(a) Hair dye substance in oxidative hair dye products





































(b) Hair dye substance in non- oxidative hair dye products

		









































(b) 2.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0  percent

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Do not colour your hair, if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever has experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary “black henna” tattoo in the past.



		231.

		Allyl phenethyl ether 

(CAS No. 14289-65-7)

		

		

		Level of free allyl alcohol in the ether shall be less than 0.1 percent

		



		232.

		2,2′-[(4-Aminophenyl))imino]bis 

(ethanol) sulphate 

N,N-bis(2-Hydroxyethyl)-p-Phenylenediamine Sulfate 

(CAS No. 54381-16-7) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.5 percent (calculated as sulphate) 



· Do not use with nitrosating agents 

· Maximum nitrosamine content: 50 μg/kg 

· Keep in nitrite-free containers

		To be printed on the label: 

The mixing ratio.

Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.





		233.

		1,3-Benzenediol, 4-chloro-

 

4-Chlororesorcinol

(CAS No. 95-88-5) 



		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.5 percent

		To be printed on the label: 

The mixing ratio. 

Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



		234.

		2,4,5,6-Tetraaminopyrimidine sulfate

 

Tetraaminopyrimidine Sulfate 

(CAS No. 5392-28-9) 



		a) Hair dye substance in oxidative hair dye products







b) Hair dye substance in non- oxidative hair dye products



c) Products intended for colouring eyelashes.

		











(b) 3.4  percent (calculated as sulphate)

		a) c) After mixing under oxidative conditions the maximum concentration applied to hair or eyelashes must not exceed 3.4 percent (calculated as sulphate)



c) Professional use 









		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

(c) To be printed on the label: The mixing ratio.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black  henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

1) has a rash on the face or sensitive, irritated and damaged scalp,

2) has experienced any reaction after colouring hair or eyelashes,

3) has experienced a reaction to a temporary “black henna” tattoo in the past.

For professional use only.

Rinse eye immediately if product comes in contact with them.





		235.

		3-(2-Hydroxyethyl)-p- phenylenediammonium sulphate 

Hydroxyethyl-p- Phenylenediamine Sulfate 

(CAS No. 93841-25-9) 



		a) Hair dye substance in oxidative hair dye products



b) Products intended for colouring eyelashes.

		

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0 percent (calculated as sulphate).

b) After mixing under oxidative conditions the maximum concentration applied to eyelashes must not exceed 1.75 percent (calculated as free base.



b) Professional use

		(a) To be printed on the label: The mixing ratio. ‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.

(b) To be printed on the label: The mixing ratio.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons  under  the  age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

· has a rash on the face or sensitive, irritated and damaged scalp,

· has experienced any reaction after colouring hair or eyelashes,

· has experienced a reaction to a temporary “black henna” tattoo in the past.

Rinse eye immediately if product comes in contact with them.

For professional use only.





		236.

		1H-Indole-5,6-diol 

Dihydroxyindole 

(CAS No. 3131-52-0) 



		a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non- oxidative hair dye products

		









(b) 0.5  percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.5 percent

		(a) To be printed on the label: 

The mixing ratio. 

For a) and b): 

‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.



		237.

		5-Amino-4-chloro-2-methylphenol Hydrochloride 



5-Amino-4-Chloro-o-Cresol HCl 

(CAS No. 110102-85-7)

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.5 percent (calculated as hydrochloride)

		To be printed on the label: 

The mixing ratio. 

Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

—you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.





		238.

		1H-Indol-6-ol



6-Hydroxyindole

(CAS No. 2380-86-1)

		Hair dye substance

in oxidative

hair dye products

		

		After mixing under oxidative

conditions the

maximum concentration

applied to hair must not

exceed 0.5 percent

		To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if,

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		239.

		1H-Indole-2,3-Dione

Isatin

(CAS No. 91-56-5)

		

Hair dye substance

in non- oxidative

hair dye products

		1.6 percent

		

		To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.

Do not colour your hair if,

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		240.

		2-Aminopyridin-3-ol



2-Amino-3-Hydroxypyridine

(CAS No. 16867-03-1)

		a) Hair dye substance in oxidative hair dye products



b) Products intended for colouring eyelashes.

		

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent 



b) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.5 percent 

b) Professional use

		(a) To be printed on the label: The mixing ratio. 

‘Hair colourants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary “black henna” tattoo in the past.



(b) To be printed on the label: The mixing ratio.

The product can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on  persons  under  the  age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Eyelashes shall not be coloured, if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring your hair or eyelashes,

— has experienced a reaction to a temporary “black henna” tattoo in the past.

‘For professional use only.

Rinse eyes immediately if product comes into contact with them.





		241.

		2-Methyl-1-naphthyl acetate

1-Acetoxy-2-Methylnaphthalene

(CAS No. 5697-02-9)

		Hair dye substance

in oxidative

hair dye products

		

		After mixing under oxidative

conditions the maximum

concentration applied to hair must not exceed 2.0 percent (When

both 2-Methyl- 1-Naphthol

and 1-Acetoxy-2-Methyl-naphthalene are present in a hair dye formulation, the maximum

concentration on the head of 2- Methyl-1-Naphthol should not exceed 2.0 percent.)

		To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past



		242.

		1-Hydroxy-2-methylnaphthalene



2-Methyl-1-Naphthol

(CAS No. 7469-77-4)

		Hair dye substance

in oxidative

hair dye products

		

		After mixing under oxidative

conditions the maximum concentration applied to hair must not exceed 2.0 percent (When

both 2-Methyl-1-Naphthol

and 1-Acetoxy-2- Methyl-naphthalene are present in a hair dye

formulation, the maximum

concentration on the head of 2-Methyl-1-Naphthol should not exceed 2.0 percent.)

		To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the

past.



		243.

		Disodium 5,7-dinitro-8-oxido-2-naphthalenesulfonate



Acid Yellow 1

(CAS No. 846-70-8)

CI 10316

		a) Hair dye substance

in oxidative

hair dye

products































b) Hair dye substance

in non-oxidative

hair dye products

		





































b) 0.2 percent

		a) After mixing under oxidative

conditions the maximum concentration applied to hair

must not exceed 1.0 percent

		a) To be printed on the label: 

The mixing ratio. 



For a) and b): 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.







		244.

		4-Nitro-1,2-phenylenediamine

4-Nitro-o-Phenylenediamine

(CAS No. 99-56-9)

		Hair dye substance

in oxidative

hair dye products

		

		After mixing under oxidative

conditions the maximum

concentration applied to hair must not exceed 0.5 percent

		To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		245.

		2-(4-Amino-3-nitroanilino)ethanol



HC Red No 7

(CAS No. 24905-87-1)

		Hair dye substance

in non-oxidative

hair dye products

		1.0 percent

		— Do not use with nitrosating

agents

— Maximum nitrosamine content: 

50 µg/kg

— Keep in nitrite-free containers

		Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		246.

		2-[bis(2-Hydroxyethyl)amino]-5-

nitrophenol

HC Yellow No 4

(CAS No. 59820-43-8)

		Hair dye substance

in non- oxidative

hair dye

products

		1.5 percent

		— Do not use with nitrosating

agents

— Maximum nitrosamine content: 

50 µg/kg

 — Keep in nitrite-free containers

		



		247.

		2-[(2-Nitrophenyl)amino] ethanol

HC Yellow No 2

(CAS No. 4926-55-0)

		a) Hair dye substance

in oxidative hair

dye products



b) Hair dye substance

in nonoxidative

hair dye products

		







b) 1.0 percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair

must not exceed 0.75 percent



For a) and b):

— Do not use with nitrosating agents

— Maximum nitrosamine

content: 50 µg/kg

— Keep in nitrite-free containers

		a) To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		248.

		4-[(2-Nitrophenyl)amino]phenol

HC Orange No 1

(CAS No. 54381-08-7)

		Hair dye substance

in non- oxidative hair dye

products

		1.0 percent

		

		



		249.

		2-Nitro-N1-phenyl-benzene-1,4- diamine

HC Red No. 1

(CAS No. 2784-89-6)

		Hair dye substance

in non- oxidative

hair dye products

		1.0 percent

		

		Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		250.

		1-Methoxy-3-(ß-aminoethyl) amino-4-nitrobenzene,

Hydrochloride

HC Yellow No 9

(CAS No. 86419-69-4)

		Hair dye substance

in non-oxidative

hair dye

products

		0.5 percent (calculated as

hydrochloride)

		— Do not use with nitrosating

agents

— Maximum nitrosamine content: 

50 µg/kg

— Keep in nitrite-free containers

		



		251.

		1-(4’-Aminophenylazo)-2-methyl- 4-(bis-2-hydroxyethyl) aminobenzene

HC Yellow No 7

(CAS No. 104226-21-3)

		Hair dye substance

in non-oxidative

hair dye

products

		0.25 percent

		

		



		252.

		N-(2-Hydroxyethyl)-2-nitro-4-

trifluormethyl-aniline

HC Yellow No 13

(CAS No. 10442-83-8)

		a) Hair dye substance

in oxidative hair dye products



b) Hair dye substance in

non-oxidative hair dye products

		







b) 2.5 percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.5 percent



For a) and b):

— Do not use with nitrosating agents

— Maximum nitrosamine content: 50 µg/kg

— Keep in nitrite-free containers

		a) To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		253.

		Benzenaminium, 3-[(4,5-dihydro- 3-methyl-5-oxo-1-phenyl-1H- pyrazol-4-yl)azo]-N,N,N-

trimethyl-, chloride

Basic Yellow 57

(CAS No. 68391-31-1)

		Hair dye substance

in non- oxidative

hair dye products

		2.0 percent

		

		



		254.

		Ethanol, 2,2’-[[4-[(4- aminophenyl)

azo]phenyl]imino]bis-



Disperse Black 9

(CAS No. 20721-50-0)

		Hair dye substance

in non-oxidative

hair dye products

		0.3 percent (of the mixture in the ratio 1:1 of 2,2’-[4-(4-aminophenylazo)phenyl

imino]diethanol and lignosulfate)

		

		



		255.

		9,10-Anthracenedione, 1,4-bis[(2,3- dihydroxypropyl)amino]-

HC Blue No 14

(CAS No. 99788-75-7)

		Hair dye substance

in non-oxidative

hair dye products

		0.3 percent

		— Do not use with nitrosating

agents

— Maximum nitrosamine content: 

50 µg/kg

— Keep in nitrite-free containers

		



		256.

		2-(4-Methyl-2-nitroanilino)ethanol

Hydroxyethyl-2-Nitro-p-Toluidine

CAS No. 100418-33-5



		a) Hair dye substance

in oxidative hair dye products



b) Hair dye substance in non-oxidative

hair dye products

		







b) 1.0 percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent



For a) and b):

— Do not use with nitrosating agents

— Maximum nitrosamine content: 50 µg/kg

— Keep in nitrite-free containers

		a) To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		257.

		1-Amino-2-nitro-4- (2’,3’-dihydroxypropyl)amino-5-chlorobenzene + 1,4-bis- (2’,3’-dihydroxypropyl)amino-2-nitro-5- chlorobenzene



HC Red No 10 + HC Red No 11

(CAS No. 95576-89-9/ + 95576-92-4)

		a) Hair dye substance

in oxidative hair dye products





b) Hair dye substance in non-oxidative

 hair dye products

		









b) 2.0 percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

For a) and b):

— Do not use with nitrosating agents

 — Maximum nitrosamine content: 50 µg/kg

— Keep in nitrite-free containers

		a) To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		258.

		3-[(4-amino-3-methyl-9,10-dioxo-9,10-dihydroanthracen-1-yl)amino]-N,N,N-trimethylpropan-1-aminium, methylsulfate salt



HC Blue No 17

(CAS No. 16517-75-2)

		a) Hair dye substance in oxidative hair dye products





b) Hair dye substance in

non-oxidative hair dye products

		









b) 2.0 percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0 percent



For a) and b):

— Do not use with nitrosating agents

— Maximum nitrosamine content: 50 µg/kg

 — Keep in nitrite-free containers

		a) To be printed on the label: 

The mixing ratio. 

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy.



Do not colour your hair if, 

— you have a rash on your face or sensitive, irritated and damaged scalp

— you have ever experienced any reaction after colouring your hair

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		259.

		Phosphoric acid compound with 4-[(2,6-dichlorophenyl) (4-imino-3,5-dimethyl-2,5-cyclohexadien-1-ylidene) methyl]-2,6-dimethylaniline (1:1) 



HC Blue No. 15

(CAS No.: 74578-10-2)

		(a) Hair dye substance in oxidative hair dye products







(b) Hair dye substance in non-oxidative hair dye products

		











b) 0.2 percent

		(a) After mixing under

oxidative conditions the

maximum concentration

applied to hair must not

exceed 0.2 percent

		(a) To be printed on the label: The mixing ratio.

Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary "black henna" tattoos may increase your risk of allergy.

Do not colour your hair if:

- you have a rash on your face or sensitive, irritated and damaged scalp,

- you have ever experienced any reaction after colouring your hair, 

- you have experienced a reaction to a temporary "black henna" tattoo in the past.



		260.

		Disodium 2,2’-(9,10-dioxoanthracene-1,4-diyldiimino) bis(5-methylsulphonate)



Acid Green 25

(CAS No.: 4403-90-1)

		Hair dye substance in

non-oxidative hair dye

products

		0.3 percent

		

		



		261.

		Sodium, 4-[(9,10-dihydro-4-hydroxy-9,10-dioxo-1-anthryl)amino]toluene-3-sulphonate



Acid Violet 43

(CAS No.: 4430-18-6)

		Hair dye substance in

non-oxidative hair dye

products

		0.5percent

		

		



		262.

		1,4-Benzenediamine, 2-(methoxymethyl)

1,4-Benzenediamine,2-(methoxymethyl)-, Sulfate



2-methoxymethyl-p-phenylenediamine/

2-methoxymethyl-p-phenylenediamine sulfate

(CAS No.: 337906-36-2/337906-37-3)

		(a) Hair dye substance inoxidative hair dye products



(b) Products intended for colouring eyelashes



		

		(a) (b)After mixing under

oxidative conditions the

maximum concentration

applied to hair must not

exceed 1.8 percent (calculated as

free base)



(b) Professional use





		(a) To be printed on the label:

The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.” 



(b) To be printed on the label: 

The mixing ratio. 



‘For professional use only. 



This product can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. 



Temporary ‘black henna’ tattoos may increase your risk of allergy.

 

Eyelashes shall not be coloured if the customer:

— has a rash on the face or sensitive, irritated and damaged scalp,

— has experienced any reaction after colouring hair or eyelashes,

— has experienced a reaction to a temporary ‘black henna’ tattoo in the past. 



Rinse eyes immediately if product comes into contact with them.







		263.

		1-N-Methylmorpholi niumpropylamino-4-hydroxyanthraquinone, methyl sulfate



  Hydroxyanthraquinoneaminopropyl Methyl Morpholinium Methosulfate

(CAS No.: 38866-20-5)





		Hair dye substance in non-oxidative hair dye products 



		0.5percent

		—Do not use with nitrosating agents

—Maximum nitrosamine content: 50 μg/kg

— Keep in nitrite-free containers

		To be printed on the label:

“Hair colorants can cause severe allergic reactions. 

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary “black henna” tattoo in the past.”



		264.

		Ethanol, 2,2′-[[3- methyl-4-[(E)-(4-nitrophenyl)azo]phenyl]imino]bis-



Disperse Red 17

(CAS No.: 3179-89-3) 

		(a)Hair dye substance in oxidative hair dye products





(b)Hair dye substance in non-oxidative hair dye products

		









(b) 0.2 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0 percent

For (a) and (b):

—Do not use with nitrosating agents

—Maximum nitrosamine content: 50 μg/kg

— Keep in nitrite-free containers

		(a)To be printed on the label: The mixing ratio.

“Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary “black henna” tattoos may increase your risk of allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction

after colouring your hair, 

—you have experienced a reaction to a temporary “black henna” tattoo in the

Past.



		265.

		4-Amino-5-hydroxy-3-(4-nitrophenylazo)-6-(phenylazo)-2,7-naphthalenedisulfonic acid, disodium salt



Acid Black 1

(CAS No.: 1064-48-8)

		Hair dye substance in non-oxidative hair dye products

		0.5percent

		

		



		266.

		Disodium 3-hydroxy-4-[(E)-(4- methyl-2-sulfonatophenyl)diazenyl]-2-naphthoate



Pigment Red 57

(CAS No.: 5858-81-1) 

		Hair dye substance in

non-oxidative hair dye

products

		0.4percent

		

		



		267.

		C16-alkyltrimethylammonium chloride

Cetrimonium Chloride (21)

(CAS No. 112-02-7)



C18-alkyltrimethylammonium chloride

Steartrimonium chloride (21) (CAS No. 112-03-8)



		(a) Rinse-off hair products









(b) Leave-on hair products









(c) Leave-on face products

		(a) 2.5percent for the individual

concentrations or the sum of the individual concentrations of cetrimonium chloride and streartrimonium chloride



(b) 1.0percent for the individual

concentrations or the sum of the individual concentrations of cetrimonium chloride and streartrimonium chloride



(c) 0.5percent for the individual

concentrations or the sum of the individual concentrations of cetrimonium chloride and streartrimonium chloride

		For purposes other than

inhibiting the development

of microorganisms in the

product. The purpose has to

be apparent from the

presentation of the product.

		



		268.

		C22-alkyltrimethylammonium chloride



Behentrimonium Chloride (21)

(CAS No.: 17301-53-0)

		(a) Rinse-off hair products



























(b) Leave-on hair products



























c) Leave-on face products

		(a) 5.0percent for the individual concentration of behentrimonium chloride or the sum of the individual 

concentrations of

cetrimonium chloride,

steartrimonium chloride and behentrimonium chloride, while at the same time respecting the relevant maximum oncentration for the sum of cetrimonium chloride and streartrimonium chloride set out in Sr. No.  269



(b) 3.0percent for the individual concentration of behentrimonium chloride or the sum of the individual

concentrations of

cetrimonium chloride,

steartrimonium chloride and behentrimonium chloride, while at the same time respecting the relevant maximum concentration for the sum of cetrimonium

chloride and streartrimonium chloride set out in Sr. No. 269



(c) 3.0percent for the individual 

concentration of

behentrimonium chloride or the sum of the individual

concentrations of

cetrimonium chloride, steartrimonium chloride and behentrimonium chloride, while at the same time respecting the relevant maximum concentration for the sum of cetrimonium

chloride and streartrimonium chloride set out Sr. No.  269

		For purposes other than

inhibiting the development

of microorganisms in the

product. The purpose has to

be apparent from the

presentation of the product.

		



		269.

		1,4-Diaminoanthraquinone



Disperse Violet 1

(CAS No.: 128-95-0)

		Hair dye substance in

non-oxidative hair dye

products

		0.5percent

		Impurity of Disperse Red 15 in Disperse Violet 1 for hair dye formulations should be < 1 percent (w/w)

		



		270.

		Ethanol, 2-((4-amino-2-nitrophenyl)amino)-



HC Red No. 3

(CAS No: 2871-01-4)

		a) Hair dye substance in oxidative hair dye products 



(b) Hair dye substance in non-oxidative hair dye products

		







(b) 3.0percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.45 percent



For (a) and (b):

— Do not use with nitrosating agents

— Maximum nitrosamine content: 50 μg/kg

— Keep in nitrite-free containers

		For (a): To be printed on the label: The mixing ratio.

For (a) and (b): “Hair colorants can cause severe allergic reactions. Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or

sensitive, irritated and damaged scalp,

— you have ever experienced any

reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘Black Henna tattoo in the past’ 



		271.

		[7-Hydroxy-8-[(2-methoxyphenyl)azo]-2-naphthyl]trimethylammonium chloride



Basic Red 76 

(CAS No.: 68391-30-0)



		Hair dye substance in

non-oxidative hair dye

products

		2.0 percent

		

		



		272.

		2-[[4-(Dimethylamino)phenyl]azo]- 1,3-dimethyl-1H-imidazolium chloride



Basic Red 51

(CAS No.: 77061-58-6)

		(a) Hair dye substance in oxidative hair dye products



(b) Hair dye substance in non-oxidative hair dye products

		









(b) 1.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.5 percent

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.





		273.

		Phenol, 2-Amino-5-Ethyl-, Hydrochloride



2-amino-5-ethylphenol HCl

(CAS No.: 149861-22-3)

		Hair dye substance in

oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

		To be printed on the label:

The mixing ratio. “Hair colorants can cause severe allergic reactions. Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past."



		274.

		Fluorescein,2',4',5',7'-tetrabromo-

4,5,6,7- tetrachloro-disodium salt (CI 45410)



Acid Red 92 

(CAS No. 18472-87-2)



		(a) Hair dye substance in oxidative hair dye products



(b) Hair dye substance in non-oxidative hair dye products

		









(b) 0.4 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0 percent

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”





		275.

		Mixture of (1), (2) & (3) in dispersing Agent (lignosulphate):



(1) 9,10-Anthracenedione-1,4-bis[(2-Hydroxyethyl)amino]



(2) 9,10-Anthracenedione-1-[(2-Hydroxyethyl)amino]- 4-[(3-Hydroxypropyl)amino]



(3) 9,10-anthracenedione- 1,4-bis[(3-hydroxypropyl)amino]



Disperse Blue 377 is a mixture of three dyes:



(1) 1,4-bis[(2-hydroxyethyl)amino]

anthra-9,10-quinone



(2) 1-[(2-hydroxyet hyl)amino]-4-[(3-hydroxypropyl)amino]anthra-9,10-quinone



(3) 1,4-bis[(3-hydroxypropyl)

amino]anthra-9,10-quinone



(CAS No. (1) 4471-41-4/ (2) 67674-26-4/ (3) 67701-36-4)

		Hair dye substance in non-oxidative hair dye products

		2.0 percent

		

		



		276.

		4-Aminophenol 



p-Aminophenol

(CAS No. 123-30-8)



		(a) Hair dye substance in oxidative hair dye products





(b) Products intended for colouring eyelashes

 

		

		(a) (b) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.9 percent





(b) Professional use

		(a) To be printed on the label:

The mixing ratio. “Hair colorants can cause severe allergic reactions. Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any

reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past."

(b) to be printed on the label: The mixing ratio. “This product can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase the risk of allergy.

Eyelashes shall not be coloured if the consumer: 

— has a rash on the face or sensitive, irritated and damaged scalp, 

—has experienced any reaction after colouring hair or eyelashes, 

—has experienced a reaction to a temporary ‘black henna’ tattoo in the past. 

For professional use only.  

Rinse eyes immediately if product comes into contact with them









		277.

		4,5-Diamino-1-(2-hydroxyethyl)-1H-pyrazole sulfate (1:1)



1-hydroxyethyl-4,5-diamino pyrazole sulfate

(CAS no.: 155601-30-2)





		Hair dye substance in

oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 3.0 percent

		To be printed on the label:

The mixing ratio. 

Hair colorants can cause severe allergic reactions. Read and follow

Instructions. This product is not intended for use on persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your

hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past".



		278.

		2-[(4-Aminophenyl)azo]-1,3-

dimethyl-1H-imidazolium chloride





Basic Orange 31

(CAS No.: 97404-02-9)

		a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non-oxidative hair dye products

		









(b) 1.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.5 percent





		(a) To be printed on the label: The mixing ratio.

“Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of

allergy.

Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.



		279.

		2,6-Pyridinediamine,3-(3- pyridinylazo)



2,6-Diamino-3-((Pyridine-3-yl)azo)Pyridine



(CAS No.: 28365-08-4)

		(a) Hair dye substance in oxidative hair dye products





b) Hair dye substance in non-oxidative hair dye products

		











(b) 0.25 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.25 percent

		a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

 — you have a rash on your face or sensitive, irritated and damaged scalp, 

— you have ever experienced any

reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’

tattoo in the past.”



		280.

		4-((4-Amino-3-methylphenyl)(4- imino-3-methyl-2,5-cyclohexadien-1-ylidene)methyl)-2-methylphenylamine monohydrochloride

(CI 42520)



Basic Violet 2

(CAS No.: 3248-91-7)

		a) Hair dye substance in oxidative hair dye products





b) Hair dye substance in non-oxidative hair dye products

		









b) 0.5 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

		a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		281.

		2,3-Diamino-6,7-dihydro-1H,5H-pyrazolo[1,2-a]pyrazol-1-one dimethanesulfonate



2,3-diaminodihydropyrazolo

pyrazolone dimethosulfonate

(CAS No.: 857035-95-1)

		Hair dye substance in

oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0 percent

		To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions. Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or

sensitive, irritated and damaged scalp, 

— you have ever experienced any

reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”





		282.

		2-Amino-4,6-dinitrophenol and 2-amino-4,6-dinitrophenol, sodium salt





Picramic acid and sodium picramate

(CAS No.: 96-91-3 and 831-52-7)

		(a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non-oxidative hair dye products

		









(b) 0.6 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.6 percent

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged

scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		283.

		1-Methylamino-2-nitro-5-(2,3-dihydroxy-propyloxy)-benzene

2-nitro-5-glyceryl methylaniline

(CAS No.: 80062-31-3)

		(a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non-oxidative hair dye products

		









(b) 1.0 percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.8 percent



For (a) and (b):

— Do not use with nitrosating agents 

— Maximum nitrosamine content: 50 μg/kg 

— Keep in nitrite-free containers

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16 Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		284.

		1-Propanaminium, 3-[[9,10-dihydro-4-(methylamino)-9,10-dioxo-1-anthracenyl]amino]-N,Ndimethyl-N- propyl-,Bromide



HC Blue 16

(CAS No.: 502453-61-4)

		Hair dye substance in non-oxidative hair dye products

		3.0 percent

		— Do not use with nitrosating agents

— Maximum nitrosamine

content: 50 μg/kg 

— Keep in nitrite-free containers

		



		285.

		3-amino-2-chloro-6-methylphenol

3-amino-4-chloro-6-methylphenol HCl



5-amino-6-chloro-o-cresol /

5-amino-6-chloro-o-cresol HCl

(CAS No.: 84540-50-1/80419-48-3)

		(a) Hair dye substance in oxidative hair dye products



(b) Hair dye substance in non-oxidative hair dye products

		







(b) 0.5 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or

sensitive, irritated and damaged scalp,

— you have ever experienced any

reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		286.

		Phenol, 2,2'-methylenebis[4-amino-], dihydrochloride



2,2'-methylenebis-4-aminophenol HCl 

(CAS No.: 27311-52-0/63969-46-0)

		(a) Hair dye substance in oxidative hair dye products





(b) Hair dye substance in non-oxidative hair dye products

		









(b) 1.0 percent

		(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0 percent

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if:

— you have a rash on your face or sensitive, irritated and damaged

scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		287.

		Pyridine-2,6-Diyldiamine



2,6-Diaminopyridine

(CAS No.: 141-86-6)

		(a) Hair dye substance in oxidative hair dye products.





(b) Products intended for colouring eyelashes

		

		For (a) and (b): After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.15 percent



(b) For professional use only.

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp,

— you have ever experienced any reaction after colouring your hair,

—you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



b) To be printed on the label: The mixing ratio. “For professional use only. This product can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. Temporary ‘black

henna’ tattoos may increase the risk of allergy.

Eyelashes shall not be coloured if the consumer:

— has a rash on the face or sensitive, irritated and damaged scalp, 

— has experienced any reaction

after colouring hair or eyelashes,

— has experienced a reaction to a temporary ‘black henna’ tattoo in the past.



Rinse eyes immediately if product comes into contact with them.” ’



		288.

		Quinolinium, 4- formyl-1-methyl-, salt with 4-methylbenzenesulfonic acid (1:1)

4-formyl-1-methylquinolinium-p-toluenesulfonate

(CAS No.: 223398-02-5)

		Hair dye substance in oxidative hair dye products

		

		After mixing under

oxidative conditions the

maximum concentration

applied to hair must not

exceed 2.5 percent

		To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions. Read and follow instructions.

This product is not intended for use on persons under the age of 16.

Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged scalp,

— you have ever experienced any reaction after colouring your hair,

— you have experienced a reaction to a  temporary ‘black henna’ tattoo in the past.”



		289.

		Pyridinium, 1- methyl-4-[(methylphenylhydrazono)methyl]-, methyl sulfate



Basic Yellow 87

(CAS No.: 68259-00-7)

		(a) Hair dye substance in oxidative hair dye products



(b) Hair dye substance in non-oxidative hair dye products

		









(b) 1.0 percent

		(a) After mixing under

oxidative conditions the

maximum concentration

applied to hair must not

exceed 1.0 percent

		(a) To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		290.

		Di[2-[4-[(E)-2-[4-[bis(2-hydroxyethyl)aminophenyl]vinyl]pyridin-1-ium]butanoyl]aminoethyl]di-sulfanyl dichloride



HC Red No 17

(CAS. No.: 1449471-67-3)

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg

· Keep in nitrite-free containers





		



		291.

		Di[2-[4-[(E)-2-[2,4,5-trimethoxyphenyl]vinyl]pyridinin-1-ium]butanoyl]aminoethyl]

disulfanyl dichloride



HC Yellow No 17

(CAS No.: 1450801-55-4)

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		

		“Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		292.

		1H-Pyrazole-4,5-diamine, 1-hexyl-, sulfate (2:1)



1-Hexyl 4,5-Diamino Pyrazole Sulfate

 (CAS No.: 1361000-03-4)

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1.0percent

		To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		293.

		4-Hydroxy-2,5,6-triaminopyrimidine sulfate



2,5,6-Triamino-4-Pyrimidinol Sulfate 

(CAS. No.: 1603-02-7)

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0.5percent

		To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		294.

		2-[(3-Aminopyrazolo[1,5a]pyridin-2-yl)oxy]ethanol hydrochloride



Hydroxyethoxy Aminopyrazolopyridine HCl

(CAS No.: 1079221-49-0)

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0percent

		To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		295.

		Phenol, 3-amino-2,6-dimethyl



3-Amino-2,6-Dimethylphenol

(CAS No.: 6994-64-5)

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 2.0percent

		To be printed on the label: The mixing ratio. “Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		296.

		2-Naphthalenaminium, 8-[(4-amino-3-nitrophenyl)azo]-7-hydroxy-N,N,N-trimethyl-, chloride



Basic Brown 17

(CAS No.: 68391-32-2)

		Hair dye substance in non-oxidative hair dye products

		 2.0percent

		

		



		297.

		3-Amino-7-(dimethylamino)-2-methoxyphenoxazin-5-ium chloride



Basic Blue 124

(CAS No.: 67846-56-4)

		Hair dye substance in non-oxidative hair dye products

		0.5percent

		·  Do not use with nitrosating agents

·  Maximum nitrosamine content: 50 μg/kg

·  Keep in nitrite-free containers



		Hair colorants can cause severe allergic reactions.

Read and follow instructions. This product is not intended for use on

persons under the age of 16. Temporary ‘black henna’ tattoos may increase your risk of allergy. Do not colour your hair if: 

— you have a rash on your face or sensitive, irritated and damaged

scalp, 

— you have ever experienced any reaction after colouring your hair, 

— you have experienced a reaction to a temporary ‘black henna’ tattoo in the past.”



		298.

		2-(2-Ethoxyethoxy)ethanol Diethylene Glycol Monoethyl Ether (DEGEE)



Ethoxydiglycol

(CAS No.: 111-90-0)

		(a) Oxidative hair dye products 

(b) Non-oxidative hair dye products 

(c) Rinse-off products other than hair dye products

(d) Other non- spray cosmetic products 

(e) The following spray products: fine fragrances, hair sprays, antiperspirants and deodorants.

		(a) 7 percent

(b) 5 percent

(c) 10 percent 

(d) 2.6 percent

(e) 2.6 percent



		(a) to (e): The level of ethylene glycol impurity in Ethoxydiglycol must be ≤ 0.1 percent. Not to be used in eye products and oral products.

		



		299.

		Peanut oil, extracts and derivatives



Arachis Hypogaea Oil, Arachis Hypogaea Seedcoat

Extract, Arachis Hypogaea Flour, Arachis Hypogaea Fruit Extract (8002-03-7); ARACHIS HYPOGAEA SPROUT EXTRACT.



Hydrogenated Peanut Oil (68425-36-5)



Peanut Acid (91051-35-3)

Peanut Glycerides (91744-77-3)

Peanut Oil PEG-6 Esters (68440-49-3)

Peanutamide MEA (93572-05-5)

Peanutamide MIPA

Potassium Peanutate (61789-56-8)

Sodium Peanutamphoacetate

Sodium Peanutate (61789-57-9)

Sulfated Peanut Oil (73138-79-1)



		

		

		Maximum concentration of

peanut proteins: 0.5 ppm

		



		300.

		Hydrolyzed wheat protein

(CAS No. 94350-06-8 /222400-28-4 /70084-87-6 /100209-50-5)

		

		

		Maximum molecular weight

average of the peptides in

hydrolysates: 3.5 kDa

		



		301.

		Tagetes minuta flower extract and Tagetes minuta flower oil



(CAS No. 91770-75-1; 91770-75-1/ 8016-84-0)

		a) Leave-on products 



b) Rinse-off products

		a) 0.01percent





b) 0.1percent

		For (a) and (b): Alpha terthienyl

(terthiophen) content in the extract/oil ≤ 0.35 percent.



For (a): Not to be used in sunscreen products and products marketed for exposure to natural/artificial UV light.



For (a) and (b): In case of combined use with Tagetes patula (Sr. No 304), the total combined content of Tagetes in ready for use preparation shall not exceed the maximum concentration limits

		



		302.

		Tagetes patula flower extract and Tagetes patula flower oil



(CAS No. 91722-29-1;

91722-29-1/8016-84-0)

		a) Leave-on products 



b) Rinse-off products

		a) 0.01percent





b) 0.1percent

		For (a) and (b): Alpha terthienyl

(terthiophen) content in the extract/oil ≤ 0.35 percent.



For (a): Not to be used in sunscreen products and products marketed for exposure to natural/artificial UV light.



For (a) and (b): In case of combined use with Tagetes minuta (Sr. No. 303), the total combined content of Tagetes in ready for use preparation shall not exceed the maximum concentration limits

		



		303.

		1-(4-Chlorophenoxy)-

1-(imidazol-1-yl)-3,3-

dimethylbutan-2-one



Climbazole (CAS No.  38083-17-9)

		Rinse-off antidandruff shampoo

		2.0 percent

		For purposes other than inhibiting the development of micro-organisms in the product. This purpose has to be apparent from the presentation of the product.

		



		304.

		Menthol

		Cooling Products

		Limited at 1.5percent only in body powder

		 Not to be used in children 3 less than 3 years of age

		



		305.

		Camphor

		Cooling Products

		Limited at 1.5percent only in body powder

		 Not to be used in children 3 less than 3 years of age

		



		306.

		

Polidocanol 

Laureth-9 

CAS No. 3055-99-0

		

(a) Leave-on products 

(b) Rinse-off products 

		

(a) 3.0 percent

(b) 4.0 percent

		

		



		307.

		Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide (Trimethylbenzoyl diphenylphosphine oxide) CAS. No. 75980-60-8

		
Artificial nail systems



		5.0 percent

		Professional use

		For professional use only

Avoid skin contact

Read directions for use carefully





		308.

		

2-Furaldehyde



Furfural

CAS No. 98-01-1

		

		

0.001 percent

		

		



		309.

		4-(3-aminopyrazolo[1,5-A]pyridin-2-yl)-1,1- dimethylpiperazin1-ium chloride hydrochloride

(Dimethylpiperazinium Aminopyrazolopyridine HCl) CAS no. 1256553- 33-9

		Hair dye substance in oxidative hair dye products

		After mixing under oxi dative conditions the maximum concentration applied to hair must not exceed 2 percent (calculated as free base)

		

		To be printed on the label: The mixing ratio. ‘ Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. Temporary “black henna” tattoos may increase your risk of allergy.



Do not colour your hair if: — you have a rash on your face or sensitive, irritated and damaged scalp, — you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary “black henna” tattoo in the past.’





		310.

		1-(3-((4-Aminophenyl)amino)propyl)-3-methyl-1Himidazol-3-ium chloride hydrochloride

Methylimidazoliumpropyl p-phenylenediamine HCl

CAS No.220158-86-1

		Hair dye substance in oxidative hair dye products

		

		After mixing under oxi dative conditions the maximum concentration applied to hair must not exceed 2 percent (calculated as free base)

		to be printed on the label: The mixing ratio. ‘Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. Temporary “black henna” tattoos may increase your risk of allergy. Do not colour your hair if: — you have a rash on your face or sensitive, irritated and damaged scalp, — you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary “black henna” tattoo in the past.’



		311.

		Di-[2-[(E)-2-[4-[bis (2-hydroxyethyl) aminophenyl] vinyl]pyridin-1- ium]-ethyl]disulphide dimethanesulfonate

HC Orange No 6

CAS No. 1449653- 83-1

		Hair dye substance in non-oxidative hair dye products

		0.5 percent

		Methanesulfonates impurities, in particular ethyl methanesulfonate shall not be present.

		



		312.

		Sodium 4-[(2- hydroxy-1- naphthyl)azo]benzene sulfonate

Acid Orange 7

CAS No.633-96-5

		Hair dye substance in non-oxidative hair dye product

		0.5 percent

		

		



		313.

		Phenol, 4,4'- (4,5,6,7-tetrabromo-1,1-dioxido-3H-2,1-benzoxathiol-3-ylidene)bis[2,6- dibromo

Tetrabromophenol Blue

CAS No.4430-25-5

		(a) Hair dye sub stance in oxida tive hair dye products (b) Hair dye sub stance in non- oxidative hair dye products

		(b) 0.2percent

		a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 0,2 percent (calculated as free base)

		(a) As from 3 December 2021, to be printed on the label: The mixing ratio. ‘Hair colorants can cause severe allergic reactions. Read and follow instructions. This product is not intended for use on persons under the age of 16. Temporary “black henna” tattoos may increase your risk of allergy. Do not colour your hair if: — you have a rash on your face or sensitive, irritated and damaged scalp, — you have ever experienced any reaction after colouring your hair, — you have experienced a reaction to a temporary “black henna” tattoo in the past.’



		314.

		Indigofera tinctoria, dried and pulverised leaves of Indigofera tinctoria L

Indigofera tinctoria leaf Indigofera tinctoria leaf powder Indigofera tinctoria leaf extract Indigofera tinctoria extract

CAS No.84775-63-3

		Hair dye substance in non-oxidative hair dye products

		25 percent

		

		







Notes: 

1) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the maximum level authorized for each of them does not exceed 1.

2) Only if the concentration exceeds 0.05 percent.

3) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the maximum level authorized for each of them does not exceed 2.

4) The quantity of sodium, potassium or lithium hydroxide is expressed as weight of sodium hydroxide. In cases of mixtures, should not exceed the limits given in column 4.

5) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the maximum level authorised for each of them does not exceed 1.

6) The concentration of sodium, potassium or lithium hydroxide is expressed as weight of sodium hydroxide. In case of mixtures, the sum not exceed the limits given in column 4.

7) As a preservative, see IS 4707 (Part 3), Item 4.

8) Solely for products which might be used for children under three years of age and which remain in prolonged contact with the skin.

9) As a preservative, see IS 4707 (Part 3), Item 9.

10) As a preservative, See IS 4707 (Part 3), Item 22.

11) As a preservative, see IS 4707 (Part 3), Item 8.

12) As a preservative, see IS 4707 (Part 3), Item 33.

13) This limit applies to the substance and not to the finished cosmetic product.

14) The sum of those substances used in combination should not exceed the limits given in column 4.

15) The free base and salts of this hair colouring ingredient, unless prohibited under Annex A, are permitted for use.

16) For use as a preservative, see IS 4707 (Part 3), Item 56.

17) For use as a preservative, see IS 4707 (Part 3), Item 6.

18) For other use of Potassium hydroxide, see Annex B, Item 17a.

19) For other use of Potassium hydroxide, see Annex B, Item 17.

20) For use as a preservative, see IS 4707 (Part 3), Item 41.

21) For use as a preservative, see IS 4707 (Part 3), Item 42.

22) For use as a preservative, see IS 4707 (Part 3), Item 52.
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Cosmetics Sectional Committee, PCD 19



FOREWORD



This Indian Standard was adopted by the Bureau of Indian Standards, after the draft finalized by the Cosmetics Sectional Committee had been approved by the Petroleum, Coal and Related Products Division Council.



With the objective of taking effective step in guarding against harmful substances being used in cosmetics, the Cosmetics Sectional Committee had decided to prepare broad-based classification of raw materials as (a) ‘Generally Recognized as Safe’ (GRAS) and (b) ‘Generally Not Recognized as Safe’ (GNRAS).  In view of the large no. of raw materials which were likely to be used for different intended purposes in cosmetics formulations, such as colourants, preservatives, U.V. filters, basic ingredients, adjuncts etc., it was more convenient and practical to prepare GRAS list for ‘colourants’ and GNRAS list for other raw materials and adjuncts to serve the intended purpose of safeguarding the interest of the consumer and simultaneously leaving enough scope for innovations in formulations. Towards this purpose, this standard (Part 2) was originally published in 1973 for GNRAS list of raw materials and adjuncts other than Dyes, Colour and Pigments and Part 1 was published in 1968 for GRAS list for Dyes, Colour and Pigments (since retitled as colourants).  



This standard (Part 2) was first revised in 1993 to update the list to align with the provisions of EEC Directive 76/768/EEC-June 1991 and to include the lists of a) substances which the cosmetic products shall not contain, except subject to conditions and restrictions laid down, b) allowed preservatives and c) U.V. filters for use in cosmetics. Substances, which were provisionally allowed by EEC Directive, were also included in the first revision. Second revision of this standard was done in 2001 to update the list, aligning it with the provisions of EEC Directive 76/768/EEC-2001. Further, the raw materials listed in Annex A (substances which are generally not recognized as safe for use in cosmetics) and Annex B (the list of substances which cosmetic products must not contain except subject to restrictions and conditions laid down) were arranged in alphabetical order for easy referencing. The third revision of the standard was carried out in 2009 to further update the list, aligning it with the revised EEC Directive 76/768/EEC-2007 with marginal differences in certain parameters as per the restrictions given in The Drugs and Cosmetics Act and Rules 1945 (such as permissible limits of fluoride in dentifrice and m-, p-phenylene diamines for use in hair dyes).  Substances provisionally allowed by EEC Directive were not included in this revision. The fourth revision of the standard has been done to further align the standard with the EEC Directive 76/768/EEC-2012.

Currently all the ingredients prescribed in this standard have been classified into four categories:

 

1. Annex A — Ingredients which must not form part of the composition of cosmetic products;

1. Annex B — Ingredients which cosmetic products must not contain except subject to restrictions and conditions laid down;

1. Annex C — Preservatives (with restrictions) which cosmetic products may contain; and;

1. Annex D — U.V. filters which cosmetic products (with restrictions) may contain.



During this revision (fifth revision), the committee has decided to trifurcate the standard as Part 2, Part 3, and Part 4. Part 2 will contain the list of substances as given in Annex A and Annex B. Part 3 will contain the list of preservatives as given in Annex C. Part 4 will contain the list of U.V. filters as given in Annex D.



It is not the intent of this standard to prescribe any specific composition of finished cosmetic products. The manufacturers are encouraged to develop any composition through innovations and keeping pace with the technological advancements, provided that the provisions of this standard are complied with. 



The fifth revision is also being done to further align the standard in line with the latest EC 1223/2009 and this part of the standard also contains the list of GNRAS and Restricted Ingredients as given in Annex C of IS 4707 (Part 2): 2017.



At present, there is no International Standard published by International Organization for Standardization (ISO) on the subject.



The composition of the Committee responsible for the formulation of this revision is listed in Annex B.



For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated expressing the result of a test or analysis, shall be rounded off in accordance with IS 2: 2022 ‘Rules for rounding off numerical values (second revision)’. The number of significant places retained in the rounded value should be the same as that of the specified value in this standard.



















































































Indian Standard

CLASSIFICATION OF COSMETIC RAW MATERIALS AND ADJUNCTS  

PART 3 LIST OF PRESERVATIVES ALLOWED IN COSMETICS WITH RESTRICTION

( Fifth Revision )



					













1 SCOPE



This standard (Part 3) lists cosmetics raw materials and adjuncts, which can be classified as Preservatives, and are allowed with restrictions.



2 TERMINOLOGY



For the purpose of this Standard, the following definitions shall apply:



2.1 ‘GRAS List’ — Ingredients which are generally recognized as safe and which when used in the concentration conventionally adopted shall be permissible in cosmetics.



2.2 ‘GNRAS List’ — Ingredients which are generally not recognized as safe and which shall not be permissible either in any amount whatsoever or in amounts exceeding those specifically laid down for cosmetics.



2.3 Preservatives — Preservatives are substances, which may be added to cosmetic products for the primary purpose of inhibiting the development of microorganisms in such products.



3 GNRAS LISTS FOR RAW MATERIALS AND ADJUNCTS



The raw materials and adjuncts prescribed in this standard have been classified as follows:



3.1 Annex A — List of Preservatives which are allowed with restrictions in Cosmetics.



NOTES:

1. The substances marked with the symbol (*) may also be added to cosmetic products in concentration other than those laid down in this Annex for other specific purposes apparent from the presentation of the products, for example, as deodorants in soaps or as anti-dandruff agents in shampoos.

2. Other substances used in the formulation of cosmetic products may also have anti-microbial properties and thus help in the preservation of the products, as, for instance, many essential oils and some alcohols. These substances are not included in this Annex.

3. For the purposes of this list:

a) ‘Salts’ is taken to mean: salts of the cations sodium, potassium, calcium, magnesium, ammonium and ethanolamines; salts of the anions chloride, bromide, sulphate, acetate.

b) ‘Esters’ is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl, isobutyl, phenyl.

4. All finished products containing substances which are listed in this Annex and which release formaldehyde shall be labelled with the warning “releases formaldehyde” where the total concentration of formaldehyde released in the finished product exceeds 0.001 percent (10 ppm), irrespective of whether the finished product contains one or more substances releasing formaldehyde.

					















ANNEX A

(Clause 3.1)

LIST OF PRESERVATIVES ALLOWED WITH RESTRICTIONS





		Sl. No.

		Chemical Name

		Maximum Authorised Concentration

		Product Type, Body parts and other conditions

		Wordings of conditions of use and warnings which must be printed on the label



		1. 

		Benzoic acid and its sodium salts



Benzoic acid

(CAS No. 65-85-0)

Sodium Benzoate

(CAS No. 532-32-1)

		(a) 2.5 percent (acid)





(b) 1.7 percent (acid) 



(c) 0.5 percent (acid)

		(a) Rinse-off products except oral products



(b) Oral products



(c) Leave on products

		—



		2. 

		Salts of benzoic acid other than listed under reference No.1 and esters of benzoic acid



Ammonium benzoate,

(CAS No. 1863-63-4)

Calcium benzoate,

(CAS No. 2090-05-3)

Potassium benzoate,

(CAS No. 582-25-2)

Magnesium benzoate

(CAS No. 553-70-8)

MEA-benzoate

(CAS No.4337-66-0)

Methyl benzoate,

(CAS No. 93-58-3)

Ethyl benzoate

(CAS No.  93-89-0)

Propyl benzoate

(CAS No. 2315-68-6)

Butyl benzoate

(CAS No. 136-60-7)

Isobutyl benzoate

(CAS No. 120-50-3)

Isopropyl benzoate

(CAS No. 939-48-0)

Phenyl benzoate

(CAS No. 93-99-2)

		0.5 percent (acid)

		

		



		3. 

		Propionic acid and its salts



Propionic acid

(CAS No. 79-09-4)

Ammonium propionate

(CAS No.17496-08-1)

 Calcium propionate

(CAS No. 4075-81-4)

 Magnesium propionate

(CAS No. 557-27-7)

 Potassium propionate

(CAS No. 327-62-8)

 Sodium propionate

(CAS No. 137-40-6)

		2 percent (acid)

		

		—



		4. 

		Salicylic acid and its salts (*)



Salicylic acid

(CAS No. 69-72-7)







Calcium salicylate

(CAS No. 824-35-1)

 Magnesium salicylate

(CAS No. 18917-89-0)

 MEA-salicylate

(CAS No. 59866-70-5)

 Sodium salicylate

(CAS No. 54-21-7)

Potassium salicylate

(CAS No. 578-36-9)

TEA-salicylate

(CAS No. 2174-16-5)

		



  Salicylic acid: 0.5 percent (acid)







Salicylic acid salts: 0.5 percent (acid)

		Salicylic acid:

Not to be used in products for children under 3 years of age.

Not to be used in oral products.

Not to be used in applications that may lead to exposure of the end-user’s lungs by inhalation.



Salicylic acid salts:

Not to be used in products for children under 3 years of age, except for shampoos.

		Salicylic acid:

Not to be used for children under 3 years of age 1)









Salicylic acid salts:

Not to be used for children under 3  years of age 2)



		5. 

		Hexa-2,4-dienoic acid and its salts



Sorbic acid

(CAS No. 110-44-1)

Calcium sorbate

(CAS No. 7492-55-9)

 Sodium sorbate

(CAS No. 7757-81-5)

 Potassium sorbate

(CAS No. 24634-61-5)

		0.6 percent (acid)

		

		5 of EU missing Formaldehyde, para fomheldhyde



		6. 

		Biphenyl-2-ol, 



o-Phenylphenol

(CAS No. 90-43-7)

 

		(a) 0.2 percent (as phenol)



(b) 0.15 percent (as phenol)

		(a) Rinse-off products



(b) Leave-on products



		Avoid contact with eyes



		7. 

		Pyrithione zinc (*)

(CAS NO. 13463-41-7)

Zinc pyrithione

		(a) 1.0 percent



(b) 0.5 percent

		(a) Hair products



(b) Other products



Only in rinse-off products

Not to be used in oral products

		



		8. 

		Inorganic sulphites and hydrogen-sulphites (*)



Sodium sulfite

(CAS No.7757-83-7)

 Ammonium bisulfite

(CAS No.10192-30-0)

 Ammonium sulfite

(CAS No. 10196-04-0)

 Potassium sulfite

(CAS No. 10117-38-1)

 Potassium hydrogen sulfite

(CAS No. 7773-03-7)

 Sodium bisulfite

(CAS No. 7631-90-5)

 Sodium metabisulfite

(CAS No.7681-57-4)

 Potassium metabisulfite

(CAS No. 16731-55-8)

		0.2 percent (as free SO2)



		

		



		9. 

		Chlorobutanol



(CAS No. 57-15-8)

		0.5 percent

		Not to be used in aerosol dispensers (sprays). 



		Contains Chlorobutanol



		10. 

		a) 4-Hydroxybenzoic acid and its Methyl- and Ethyl- esters, and their salts



4-Hydroxybenzoic acid

(CAS No. 99-96-7)

Methylparaben

(CAS No. 99-76-3)

Potassium ethylparaben

(CAS No. 36457-19-9)

 Potassium paraben,

(CAS No. 16782-08-4)

Sodium methylparaben,

(CAS No. 5026-62-0)

Sodium ethylparaben,

(CAS No. 35285-68-8)

Ethylparaben

(CAS No. 120-47-8)

Sodium paraben

(CAS No. 114-63-6)

Potassium methylparaben

(CAS No. 26112-07-2)

Calcium paraben,

(CAS No. 69959-44-0)



b) Butyl 4-hydroxybenzoate and its salts, Propyl 4-hydroxybenzoate and its salts



Butylparaben

(CAS No. 94-26-8)

Propylparaben

(CAS No. 94-13-3)

Sodium propylparaben

(CAS No. 35285-69-9)

Sodium butylparaben

(CAS No. 36457-20-2)

Potassium butylparaben

(CAS No. 38566-94-8)

 Potassium propylparaben

(CAS No.84930-16-5)

		(a) 0.4 percent (as acid) for single ester, 0.8 percent (as acid) for mixtures of esters









































(b) 0.14 percent (as acid) for sum of the individual concentration, 0.8 percent (as acid) for mixtures of substances mentioned in entry 11a and b, where the sum of the individual concentrations of butyl and propyl paraben and their salts does not exceed 0.14 percent



		





































(b) Not to be used in leave-on products designed for application on the nappy area of children under three years of age.

		





































(b) For leave-on products designed for children under three years of age. “Do not use on the nappy area.”



		11. 

		3-Acetyl-6-methylpyran-2,4 (3H)-dione and its salts



Dehydroacetic acid

  (CAS No. 520-45-6/16807-48-0)

  Sodium dehydroacetate

(CAS No. 4418-26-2)

		0.6 percent (as acid)



		Not to be used in aerosol dispensers (sprays)



		



		12. 

		Formic acid and its sodium salt



Formic acid

(CAS No. 64-18-6)

Sodium formate

(CAS No. 141-53-7)

		0.5 percent (as acid)

		

		



		13. 

		3,3'-Dibromo-4,4'-hexamethylenedioxydibenzamidine and its salts (including isethionate)



Dibromohexamidine Isethionate

(CAS No. 93856-83-8)

		0.1 percent

		

		



		14. 

		Thiomersal



Thimerosal

(CAS NO. 54-64-8)

		0.007 percent (of Hg)

If mixed with other mercurial compounds authorised by this Standard, the maximum concentration of Hg remains fixed at 0.007 percent

		Eye products



		Contains Thiomersal





		15. 

		Phenylmercuric salts (including borate)



Phenyl Mercuric Acetate

(CAS No. 62-38-4)

Phenyl Mercuric Benzoate

(CAS No. 94-43-9)

		0.007 percent (of Hg)

If mixed with other mercurial compounds authorised by this Standard, the maximum concentration of Hg remains fixed at 0.007 percent

		Eye products



		Contains Phenylmercuric compounds





		16. 

		Undec-10-enoic acid and its salts



Undecylenic acid

(CAS No. 112-38-9)

potassium undecylenate

(CAS No. 6159-41-7)

sodium undecylenate

(CAS No. 3398-33-2)

 Calcium undecylenate

(CAS No. 1322-14-1)

 TEA-undecylenate

(CAS No. 84471-25-0)

 MEA-undecylenate

(CAS No. 56532-40-2)

		0.2 percent (as acid)



		

		



		17. 

		5-Pyrimidinamine, 1,3-bis (2-ethylhexyl) hexahydro-5-methyl-



Hexetidine

(CAS No. 141-94-6)

		0.1 percent

		

		



		18. 

		5-Bromo-5-nitro-1,3-dioxane

 (CAS No. 30007-47-7)

		0.1 percent



		Rinse-off products

Avoid formation of nitrosamines

		



		19. 

		Bronopol



2-Bromo-2-nitropropane-1,3-diol

(CAS No. 52-51-7)

		0.1percent

		Avoid formation of nitrosamines

		



		20. 

		2,4-Dichlorobenzyl alcohol



Dichlorobenzyl Alcohol

(CAS No. 1777-82-8)

		0.15 percent



		

		



		21. 

		1-(4-Chlorophenyl)-3-(3,4-dichlorophenyl) urea (*)



Triclocarban

(CAS No. 101-20-2)

		0.2 percent



		Purity criteria: 3,3',4,4'-Tetrachloroazobenzene <1 ppm 3,3',4,4'-Tetrachloroazoxybenzene <1 ppm

		



		22. 

		Chlorocresol



p-Chloro-m-Cresol

(CAS No. 59-50-60)

		0.2 percent

		Not to be used in products applied on mucous membranes

		



		23. 

		5-Chloro-2- (2,4- dichlorophenoxy) phenol



Triclosan

(CAS No. 3380-34-5)

		(a) 0.3 percent













(b) 0.2 percent

		(a) Toothpastes, hand soaps, body soaps/shower gels, deodorants (non-spray), face powders and blemish concealers, nail products for cleaning the fingernails and toenails before the application of artificial nail systems 



(b) Mouthwashes

		―













―



		24. 

		Chloro-xylenol

Chloroxylenol

(CAS No. 88-04-0/1321-23-9)

		0.5 percent



		

		



		25. 

		N,N″-methylenebis[N′-[3-(hydroxymethyl)-2,5-dioxoimidazolidin-4-yl]urea]



Imidazolidinyl urea

(CAS No. 39236-46-9)

		0.6 percent



		

		



		26. 

		Poly hexamethylenebiguanide hydrochloride



Polyaminopropyl biguanide

(CAS No. 32289-58-0, 27083-27-8,/ 28757-47-3/133029-32-0)

		

0.1 percent

		

		Not to be used in applications that may lead to exposure of the end-user's lungs by inhalation’



		27. 

		2-Phenoxyethanol



Phenoxyethanol

(CAS No. 122-99-6)

		1.0 percent



		

		



		28. 

		Methenamine



(CAS No. 100-97-0)

		0.15 percent 



		

		



		29. 

		1-(4-Chlorophenoxy)-1-(imidazol-1-yl)-3,3-dimethylbutan-2-one (*)



Climbazole (*)

(CAS No. 38083-17-9)

		(a) 0.2 percent



(b) 0.2 percent



(c) 0.2 percent 



(d) 0.5 percent 

		(a) Hair lotions 



(b) Face creams 



(c) Foot care products 



(d) Rinse-off shampoo 



		



		30. 

		1,3-Bis (hydroxymethyl)-5,5-dimethylimidazolidine-2,4-dione



DMDM Hydantoin

(CAS No. 6440-58-0)

		0.6 percent



		

		



		31. 

		Benzyl alcohol (*)

(CAS No. 100-51-6)

		1.0 percent

		

		



		32. 

		1-Hydroxy-4-methyl-6-(2,4,4-trimethylpentyl) 2-pyridon and its monoethanolamine salt



1-Hydroxy-4-methyl-6- (2,4,4-trimethylpentyl) 2-pyridon

(CAS No. 50650-76-5)



Piroctone Olamine

(CAS No. 68890-66-4)

		(a) 1.0 percent



(b) 0.5 percent

				(a) Rinse-off products





		(b) Other products







		



		33. 

		2,2’-methylenebis(6-bromo-4-chlorophenol)

Bromochlorophene

(CAS No. 15435-29-7)

		0.1 percent



		

		



		34. 

		4-Isopropyl-m-cresol



o-Cymen-5-ol

(CAS No. 3228-02-2)

		0.1 percent



		

		



		35. 

		Mixture of 5-Chloro-2-methyl-isothiazol-3(2H)-one and 2-methylisothiazol-3(2H)-one



Methylchloroisothiazolinone and Methylisothiazolinone(2A)

(CAS No. 26172-55-4, 2682-20-4, 55965-84-9)

		0.0015 percent (of a mixture in the ratio 3:1 of 5-chloro-2-methylisothiazol-3(2H)-one and 2-methylisothiazol-3(2H)-one)



		Rinse-off products

		40 and 41 missing EU.



		36. 

		N,N″-bis(4-chlorophenyl)-3,12-diimino-2,4,11,13-tetraazatetradecanediamidine and its digluconate, diacetate and dihydrochloride



   Chlorhexidine

   (CAS No. 55-56-1)

Chlorhexidine Diacetate

(CAS No. 56-95-1)

Chlorhexidine Digluconate

(CAS No.  18472-51-0)

Chlorhexidine Dihydrochloride

(CAS No. 3697-42-5)

		0.3 percent (as chlorhexidine)



		

		



		37. 

		 1-Phenoxypropan-2-ol (*)



Phenoxyisopropanol

(CAS No. 770-35-4)



		1.0 percent



		Only for rinse-off products



		



		38. 

		Alkyl (C 12-22) trimethyl ammonium bromide and chloride



Behentrimonium Chloride (*)

(CAS No. 17301-53-0)

 Cetrimonium bromide

(CAS No. 57-09-0)

 Cetrimonium chloride (*)

(CAS No. 112-02-7)

 Laurtrimonium bromide

(CAS No. 1119-94-4)

Laurtrimonium chloride

(CAS No. 112-00-5)

Steartrimonium bromide

(CAS No. 1120-02-1) 

Steartrimonium chloride (*)

(CAS No. 112-03-8)



		0.1 percent



		

		



		39. 

		4,4-Dimethyl-1,3-oxazolidine



Dimethyl Oxazolidine

(CAS No. 51200-87-4)

		0.1 percent



		pH > 6

		



		40. 

		N-(Hydroxymethyl)-N-(dihydroxymethyl-1,3-dioxo-2,5-imidazolidinyl-4)-N’-(hydroxymethyl) urea



Diazolidinyl Urea

(CAS No. 78491-02-8)

		0.5 percent



		

		



		41. 

		Benzenecarboximidamide, 4,4’-(1,6-hexanediylbis (oxy))bis- and its salts (including isethionate and p-hydroxybenzoate)



Hexamidine,

(CAS No. 3811-75-4)

Hexamidine diisethionate

(CAS No. 659-40-5)

Hexamidine paraben/ Hexamidine diparaben

(CAS No. 93841-83-9)

		0.1 percent



		

		



		42. 

		Glutaraldehyde (Pentane-1,5-dial)



Glutaral

(CAS No. 111-30-8)

		0.1 percent



		Not to be used in aerosols (sprays).

		Contains glutaral(3)



		43. 

		5-Ethyl-3,7-dioxa-1-azabicyclo [3.3.0] octane



7-Ethylbicyclooxazolidine

(CAS No. 7747-35-5)

		0.3 percent



		Not to be used in oral products and in products applied on mucous membranes

		



		44. 

		3-(p-Chlorophenoxy)-propane-1,2 diol



Chlorphenesin

(CAS No. 104-29-0)

		0.3 percent



		

		



		45. 

		Sodium hydroxymethylamino acetate



Sodium Hydroxymethylglycinate

(CAS No. 70161-44-3)



		0.5 percent



		

		



		46. 

		Silver chloride deposited on titanium dioxide

Silver chloride

(CAS No. 7783-90-6)



		0.004 percent (as AgCl)



		20 percent AgCl (w/w) on TiO2. Not to be used in products for children under 3 years of age, in oral products and in eye and lip products.

		



		47. 

		Benzenemethanaminium, N,N-dimethyl-N-[2-[2-[4-(1,1,3,3,-tetramethylbutyl)phenoxy] ethoxy]ethyl]-, chloride



Benzethonium Chloride

(CAS No. 121-54-0)

		0.1 percent



		(a) Rinse-off products



(b) Leave-on products other than oral products

		



		48. 

		Benzalkonium chloride, bromide and saccharinate (*)



Benzalkonium chloride

(CAS No. 8001-54-5, 63449-41-2, 68424-85-1, 68391-01-5, 61789-71-7, 85409-22-9)

Benzalkonium bromide

(CAS No. 91080-29-4)

Benzalkonium saccharinate

(CAS No. 68989-01-5)

		0.1 percent (as Benzalkonium chloride)



		

		Avoid contact with eyes





		49. 

		Methanol, (phenylmethoxy-)



Benzylhemiformal

(CAS No. 14548-60-8)

		0.15 percent

		  Rinse-off products



		



		50. 

		3-Iodo-2-propynylbutylcarbamate



Iodopropynyl butylcarbamate

(CAS No. 55406-53-6)

		(a) 0.02 percent



(b) 0.01 percent



(c) 0.0075 percent



		Not to be used in oral and lip products



(a) Rinse-off products

Not to be used in products for children under 3 years of age, except in bath products/ shower gels and shampoo



(b) Leave-on products

Not to be used in body lotion and body cream (4)



(c) Deodorants/Anti-perspirants



(b) and (c) Not to be used in products for children under 3 years of age.



		(a) Not to be used for children under 3 years of age (5)



(b) and (c) Not to be used in products for children under 3 years of age. (6) 



		51. 

		2-Methyl-2H-isothiazol-3-one



 Methylisothiazolinone(7)

 (CAS No. 2682-20-4) 

		0.0015 percent

		Rinse-off products

		



		52. 

		Ethyl-N-alpha-dodecanoyl-L-arginate hydrochloride (*)



Ethyl Lauroyl Arginate HCl

(CAS No. 60372-77-2)



Not in EU.

		(a) 0.15 percent



(b) 0.4 percent

		(a) Mouthwashes

Not to be used in preparations for children under 10 years of age 



(b) Other products

Not to be used in lip products, oral products (other than mouthwashes), and spray products

		 (a) Not to be used in preparations for children under 10 years of age 





		53. 

		1,2,3-Propanetricarboxylic acid, 2-hydroxy-, monohydrate and 1,2,3-Propanetricarboxylic acid, 

2-hydroxy-, silver (1+) salt, monohydrate.

 

Citric acid (and) Silver citrate



Not in EU.



		0.2 percent, corresponding to 0.0024 percent of silver

		Not to be used in oral products and eye products

		



		54. 

		4-(3-ethoxy-4-hydroxyphenyl)butan-2-one



Hydroxyethoxy­ phenyl Butanone (CAS No. 569646-79-3)



Not in EU.

 

		0.7 percent 

		

		







NOTES: 

(1) Solely for products which might be used for children under 3 years of age.

                         (2)  Solely for products which might be used for children under 3 years of age and which remain in prolonged contact with the skin.

(2A) Methylisothiazolinone is also regulated in entry 55. The two entries are mutually exclusive: the use of the mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone is incompatible with the use of Methylisothiazolinone alone in the same product.

(3) Only if the concentration exceeds 0.05 percent.

(4) Concerns any products aimed to be applied on a large part of the body.

(5) Solely for products, other than bath products/shower gels and shampoo, which might be used for children under 3 years of age.

(6) Solely for products which might be used for children under 3 years of age.

(7) Methylisothiazolinone is also regulated in entry 37 of Part 3 in a mixture with Methylchloroisothiazolinone. The two entries are mutually exclusive: the use of the mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone is incompatible with the use of Methylisothiazolinone alone in the same product.



































	















ANNEX B

(Foreword)

COMMITTEE COMPOSITION

Cosmetics Sectional Committee, PCD 19



		Organization

		Representative(s)



		Central Drugs Standard Control Organization, New Delhi

		DR. RAJEEV SINGH RAGHUVANSHI (Chairperson)



		All India Cosmetic Manufacturers Association, Gurugram

		MS KAJAL ANAND

    SHRI VIRENDRA V. CHAVAN (Alternate)



		CSIR - Indian Institute of Toxicology Research, Lucknow

		DR. R. S. RAY

    DR. A. B. PANT (Alternate)



		Cavinkare Private Limited, Chennai

		DR. T KUMAR

    DR. GIREESH KUMAR (Alternate)



		Central Drugs Standard Control Organization, New Delhi

		SHRI ASEEM SAHU

    MS SHRADDHA SRIVASTAVA (Alternate)



		Central Drugs Testing Laboratory, Chennai

		MS C. VIJAYA LAKSHMI



		Central Drugs Testing Laboratory, Mumbai

		SHRIMATI S. U. WARDE 

    SHRIMATI SUJATA S. KAISARE (Alternate)



		Central Revenue Control Laboratory, New Delhi

		SHRI V. SURESH

    SHRI SHIVRAJ SINGH (Alternate I)

    SHRI MRITUNJOY MAITY (Alternate II)



		Chemstar Limited, Thane

		SHRI SUNIL JOSHI



		Colgate Palmolive India Limited, Mumbai

		SHRI MANAS V. VYAS

    MS SHRUTI HARDIKAR (Alternate I)

    SHRI PURUSHOTTAM JADHAV (Alternate II)



		Consumer Guidance Society of India, Mumbai

		DR. SITARAM DIXIT

    DR. M. S. KAMATH (Alternate)



		Consumer Voice, New Delhi

		SHRI  H. WADHWA



		Dabur India Limited, Sahibabad

		SHRI PRASUN BANDYOPADHYAY

    SHRI SONU PANWAR (Alternate)



		Directorate of Drugs Control, West Bengal, Kolkata

		SHRI K.R. CHAWLA



		Directorate of Food and Drugs Administration, Goa

		SHRIMATI JYOTI J. SARDESSAI



		Drugs Control Department, Delhi

		SHRI A.K. NASA 

    SHRI K. R. CHAWLA (Alternate)



		Drugs Controller For The State of Karnataka, Bengaluru

		SHRI P RAMESH 



		EnvisBE Solutions Private Limited, Mumbai

		SHRI BENEDICT M. MASCARENHAS



		Food Safety and Drug Administration, Lucknow

		DR. ANITA BHATNAGAR JAIN

    SHRI DINESH KUMAR TIWARI (Alternate)



		Food and Drug Administration, Mumbai

		SHRI O. S. SADHWANI



		Food and Drugs Administration, Haryana

		SHRI  MANMOHAN TANEJA



		Food and Drugs Control Administration, Ahmedabad

		SHRI H.G. KOSHIA

    SHRI V.R. SHAH (Alternate)



		Galaxy Surfactants Limited, Mumbai

		SHRI R. K. SINGH

    SHRI SAGAR TRAILOKYA (Alternate I)

    SHRI PRAMOD SABAT (Alternate II)



		Godrej Consumer Products Limited, Mumbai

		MS RUPINDER KAUR RAWAT

    DR. MANOJ GAUR (Alternate)



		Himalaya Wellness Company , Bengalore

		SHRI SUKUMARAN D

    DR. CHANDRIKA MAHENDRA (Alternate)



		Hindustan Unilever Limited, Mumbai

		MS VRINDA RAJWADE

    DR. NIMISH SHAH (Alternate)



		Hygienic Research Institute Private Limited, Mumbai

		MS JAYASHREE ANAND

    SHRI MANOJ SARKAR (Alternate)



		ITC Life Sciences and Technology Centre, Bengaluru

		DR. GURU PRASAD KV

    DR. JOHN BOSCO STANISLAUS (Alternate I)

    DR. JAMES BHASKAR (Alternate II)



		Indian Beauty and Hygiene Association, Mumbai

		MS MALATHI NARAYANAN



		Indian Pharmacopoeia Commission, Ghaziabad

		DR. ANIL KUMAR TEOTIA

    DR. MANOJ KUMAR PANDEY (Alternate)



		Johnson and Johnson Private Limited, Mumbai

		DR. DILIP TRIPATHI

    SHRI RAJNEESH KUMAR (Alternate)



		Kaya Limited, Mumbai

		MS RUCHI SUSHEEL MITTAL

    MS MOHINI KUTE (Alternate)



		Kelkar Education Trust's Scientific Research Centre, Mumbai

		DR. S. S. BARVE



		Koel Colours Private Limited, Mumbai

		SHRI DHRUBHAI DESAI

    SHRI RISHABH D. DESAI (Alternate)



		Loreal India Private Limited, Mumbai

		SHRI DHIMOY ROY

    DR. GURUBASAVARAJA K. M. (Alternate) 



		MSME Testing Center, New Delhi

		SHRI MANOJ KUMAR

    SHRI VIPUL GAIKWARD (Alternate)



		Marico Limited, Mumbai

		DR. SHILPA VORA

    SHRI PRABODH S. HALDE (Alternate I)

    SHRI ASHISH YEKHE (Alternate II)



		PETA India, Mumbai

		DR. MANILAL VALLIYATE

    DR. ANKITA PANDEY (Alternate)



		Procter and Gamble India, Mumbai

		SHRI GIRISH PARHATE



		Voluntary Organisation in Interest of Consumer Education (VOICE), New Delhi

		SHRI M. A. U. KHAN



		IN PERSONAL CAPACITY (1098, 10th Cross,7th Block, HMT Layout, Vidyaranyapura, Bengaluru - 560097)

		DR. SUNDARAM RAMACHANDRAN



		BIS Directorate General

		SHRIMATI MEENAL PASSI, SCIENTIST ‘F’/SENIOR DIRECTOR AND HEAD (PCD) [REPRESENTING DIRECTOR GENERAL (Ex-Officio)]



		Member Secretary

SHRI SOURAV MONDAL

SCIENTIST ‘B’/ ASSISTANT DIRECTOR (PCD), BIS

(PETROLEUM, COAL AND RELATED PRODUCTS), BIS







image1.png

v









image15.png




Microsoft_Word_Document11.docx
IS 14648:2022



Indian Standard



MICROBIOLOGICAL EXAMINATION OF COSMETICS AND COSMETIC RAW

MATERIALS — METHODS OF TEST



(Third Revision)



FOREWORD



This Indian Standard (Third Revision) was adopted by the Bureau of Indian Standards, after the draft finalized by the Cosmetics Sectional Committee had been approved by the Petroleum, Coal and Related Products Division Council.



Cosmetics are used almost universally on a regular basis. The safety in cosmetics and toiletries is of prime importance, as only safe products should be used by consumers. As a result, awareness has grown both among the manufacturers and the health authorities of the hazards involved in using the cosmetics. The Committee responsible for formulating this standard agreed that bio-burden of non-objectionable micro-organisms beyond a specific limit and/or presence of pathogenic micro-organisms in cosmetic preparations pose a health hazard to the consumer; hence it is of great importance to have an appropriate micro-biological standard for the cosmetic products depending on nature of product and its end use.



This standard was originally published in 1999, first revised in 2005 and the second revision in 2011. A panel for revision of IS 14648:2011 Microbiological examination of cosmetics and cosmetic raw materials was formed and inputs taken from all members. The ISO documents for microbiological evaluation were referred to as were the IP, USP. EP and JP before proposing the modifications. A summary of the comparisons was prepared, modifications added and shared with the panel members. The limits for products limits in the individual standards were checked; the limits table was updated to cover various new categories of products and limits for henna powder were also introduced. 

The first meeting of the Panel was held in CDTL Mumbai on December 17, 2018 wherein all the proposed modifications were deliberated upon in presence of Dr. N. Murugesan, Director, CDTL Chennai and Dr. Raman Mohan Singh, Director CDTL Mumbai and Ms Nisha Bura Member Secretary, PCD 19. This revision for standard has been carried out to align it with international practices. The key changes and improvements, in line with global and ISO norms, in this revision are as follows:     



a) Limits table updated to cover all product categories including henna powder and limits revised where necessary.



b) Inclusion of details on additional and/or alternate procedures for testing of water-soluble products (e.g. Spread plate technique and Membrane filtration).



c) Addition of new neutralizing diluent for enrichment and dilution purposes (TAT Broth   base).



d) Change in sample size for microbial enumeration by plate count techniques.



e) Updated the counting range for colonies when tested by plate count and membrane filtration. (25-300 for plate count for TAMC, 15-150 for plate count for TYMC, 15-150 for membrane filtration).



f) Updated incubation conditions for plate count method (30-35°C for 3-5 days for bacterial enumeration and 20-27°C for 3-7 days for yeast and mould (enumeration).



g) Sterilizing cycle temperature for autoclave updated (121°C for 15-20 mins).



h) Inclusion of neutralization validation test method has been provided



i) Inclusion of an alternate rapid test method (ATP) has been provided



The effort of the Committee has been to adopt a risk assessment based approach to ensure consumer safety and quality.



The tests covered in this standard are designed for estimation of number of viable aerobic micro-organisms and presence of designated microbial species in cosmetic products. The general principle involved in microbiological testing of cosmetic products is preparation of sample, plating a known mass of sample on selected, validated culture media specifically suitable for recovery and growth of bacteria and fungi and incubating them under specified conditions (time and temperature) to permit development of visible colonies for counting.



Critical step involved in the process is isolation of micro-organisms from cosmetic products based on enrichment culture wherever necessary, direct dilution and plating. Products that are not water soluble shall be initially treated to render them miscible before enrichment or dilution procedures.



The methods given in this standard are invalid unless it is demonstrated that the test specimens to which they are applied do not, of themselves inhibit multiplication under the test conditions of micro-organisms that can be present. If inhibitory substances are present in the sample, use validated culture media. While carrying out microbiological examination, precautions detailed in general recommendations shall be strictly followed.



Considerable assistance has been derived from international standards on the subject. The list of such references is given in Annex F.



In reporting the result of a test or analysis made in accordance with this standard, if the final value, observed or calculated, expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 1960 ‘Rules for rounding off numerical values (revised)’.























1 SCOPE



This standard prescribes methods for determination of microbial content of cosmetics and cosmetic raw materials. This standard lays down widely applicable methods but does not restrict the use of other validated methods. Microbial limits for finished cosmetic products are given in Annex A. Guideline for the neutralizers to be used with different preservatives is given in Annex B.



2 TERMS AND DEFINITIONS



For the purpose of this standard the following terms and definitions shall apply. 



2.1 Product — Portion of an identified cosmetic product received in laboratory for testing.



2.2 Sample — Portion of the product (at least 1 g or 1 ml) that is used in the test to prepare initial suspension.



2.3 Diluent — This is a suitable liquid used for preparation of sample dilution that will be subjected to analysis/plating.



2.4 Neutralizing Diluent — Most cosmetics contain preservative which may interfere with estimation of micro-organisms. Neutralizing diluents inactivate preservative/anti-microbials and permit microorganisms in the sample to respond/show up appropriately during analysis.



2.5 Initial Suspension — Suspension (or solution) of the sample in a defined volume of an appropriate enrichment broth/medium.



2.6 Sample Dilution — Dilution of the initial suspension.



3 GENERAL RECOMMENDATIONS



3.1 A schematic flow chart shown in Annex C shall be followed for all samples that need to be analyzed.



All three analyses Total Microbial Count (A), Yeast and Mould Count (B) and Enrichment (C) shall be initiated simultaneously. Time which elapses between end of the preparation and the moment which the inoculum comes into contact with the culture medium should not be more than 45 mins.





Following precautions shall be taken by the analysts in order to avoid contaminating the samples and culture media; in addition this will protect them from acquiring infections:



a) Wear laboratory clothing that is light coloured, clean and in good condition; this clothing shall not be worn outside the work areas;



b) Keep nails perfectly clean and well groomed, and preferably short; 



c) Wash and disinfect hands, before and after microbiological examinations and immediately after visiting the toilets or eating; 



d) When inoculating, avoid speaking, coughing, etc;



e) Do not smoke, drink or eat in the test areas; 



f) Do not put food for personal consumption in the laboratory refrigerators;



g) Special precautions shall be taken by persons having infections or illnesses that are likely to contaminate samples with microorganisms and may invalidate results;



h) Mouth pipetting shall not be allowed in the microbiology laboratory; and



j) All waste material containing live microorganisms must be autoclaved at 121°C for at least 30 min prior to discarding.



Use sterile material, equipment and aseptic techniques to prepare the sample, initial suspension and dilutions.



It is recommended that the samples process for dilutions be plated in to the media at the earliest preferably within 45 min of preparation.



3.2 Apparatus and Equipment — The apparatus recommended are as specified below or of standard dimensions generally used in microbiological labs.



3.2.1 Test Tubes — Of resistant glass, provided with closely fitting metal/plastic caps. Diameters 15 mm, length 95 mm or 150 mm are preferred.



3.2.2 Petri Dishes — Of 100 mm diameter and 15 mm depth are preferred. The bottom of the dishes shall be free from bubbles and scratches and shall be flat. 



Disposable, single use plastic petri dishes (90 mm diameter and 15 mm depth) or reusable glass petri dishes may be used.



3.2.3 Pipettes, Syringes, Spatulas and Other Suitable Sampling Devices



3.2.4 Glass Rods, Microscope 



3.2.5 Autoclave — The autoclave should be of sufficient capacity. The autoclave shall maintain uniform temperature within the chamber up to and including the sterilizing cycle of 121°C for 15-20 mins. 



3.2.6 Colony Counter — Counting can be done manually. If required a suitable magnifying lens or a colony counter may be used.



3.2.7 Incubators — Should be capable of maintaining uniform temperatures in the range of 20°C to 35°C.



3.2.8 Water Baths — To maintain temperatures at 37°C and 44 to 48°C.



3.2.9 Media — Media may be prepared using individual ingredients in laboratory. Alternatively, commercially available dehydrated media may be used according to manufacturer’s composition and instructions. See Annex D for details of compositions and instructions.



4 MICROBIOLOGICAL RISK ANALYSES



Cosmetic products can be categorized for microbial risk based on the following considerations:



a) Water activity (≤ 0.75);



b) pH ≤ 3 and ≥10);



c) Alcohol content (≥ 20 percent);



d) Filling temperature (≥ 65°C);



e) Anhydrous products 



f) Raw materials which create a hostile environment (strong oxidizing agents like hydrogen peroxide or reducing agents, polar organic solvents such as ethyl acetate, butyl acetate, oxidizing dyes, aluminum chlorohydrate and related salts etc); and



g) Combined factors.



Cosmetic formulations falling into any of the above categories can be treated as microbiologically low risk products, hence can be exempted from microbiological testing.



5 ENUMERATION AND DETECTION (TOTAL VIABLE COUNT)



5.1 Principle



This method involves enumeration of colonies on a non-selective agar medium (Plate count). The possible inhibition of microbial growth by the sample shall be neutralized to allow detection of viable microorganisms.



5.2 Plate Count



Plate count consists of the following steps: 



a) Preparation of poured plates or spread plates, using a specified culture medium, and inoculation of the plates using a defined quantity of the initial suspension or dilution of the product. 



b) Aerobic incubation of the plates.



c) Counting the number of colony forming units (CFU) and calculation of the number of aerobic mesophilic bacteria per millilitre or per gram of product.



5.3 Diluents and Culture Media



5.3.1 Neutralizing Diluents



Fluid casein digest — soy lecithin — polysorbate 20 medium (SCDLP 20 broth)/Eugon LT 100 broth/D/E neutralizing broth/Modified Letheen broth/Inactivating Diluent. It is generally recommended to use a universal neutralizing agent, for example, D/E neutralizing broth. Any other neutralizing diluent may be used to prepare the initial suspension if it has been checked and validated.



5.3.2 Diluent



Peptone broth/Nutrient broth.



5.3.3 Culture Media



a) For total microbial count — Soyabean casein digest medium (Trypticase Soy agar/TSA).



b) For yeast and mould count — Sabourauds Dextrose agar/Potato Dextrose agar.



5.4 Validation



Validation of microbiological enumeration, detection and neutralization methods listed herewith may be carried out using appropriate standard non-pathogenic test bacterial and fungal strains.



5.4.1 Neutralizer Validation



This procedure ensures that the neutralising media chosen is appropriate to deliver adequate neutralisation of the preservative system within the product. If a neutralising media is found to be ineffective then repeat tests must be completed to find a suitable neutralising media.



Select inocula of one gram positive (Staphylococcus. aureus ATCC 6538) & gram negative (Pseudomonas aeruginosa ATCC 9027) organism for the product being tested. An alternative to the gram-negative strain may be Escherichia coli ATCC 8739. If needed can also include Candida albicans ATCC 10231 / Aspergillus niger (brasiliensis) ATCC 16404 as reference test organisms as they are included to be one of the test organisms for enrichment. Prepare a dilution of the product in the neutralising diluent being evaluated following the procedure specific for the product. For example1:10 or 1:100 product to neutralising diluent ratio. 

Allow to stand for 10- 15 mins minutes to achieve adequate neutralisation of preservative system.



Inoculate test samples to achieve approximately 102 cfu/ml (100 to 500 cfu/ml).



Pipette 1.0 ml of the first dilution of the test sample directly into a petri dish. Make further serial dilutions if required and plate out.

Follow same procedure as test product control for positive control (culture control) with neutralising diluent & water. 



Pour plates, with 18-20 ml of appropriate agar, swirl gently to mix and allow to harden.

Invert and incubate plates at the temperature and time as 32.5oC +/- 2.5oC for 24-48 hours.



Note: Neutraliser toxicity can be determined by positive control (culture control) with neutraliser. Hence along with neutraliser effectiveness/validation its toxicity for respective cultures can be studied simultaneously. If Fungal cultures are considered for Neutralisation validation, respective test temperatures & incubations conditions (26+/-20C /2 to 5 days) should be followed.





Acceptance Criteria: Organism counts recovered from the product in neutralising diluent should be within 50% of the positive control count for the results to be valid. If the results are not valid, the use of additional neutralisers or a larger volume of diluent should be tried to achieve adequate neutralisation.



If no suitable neutralizing method can be found, it can be assumed that the failure to isolate the inoculated organism is attributable to the microbicidal activity of the product. This information serves to indicate that the article is not likely to be contaminated with the given species of the microorganism. However, it is possible that the product inhibits only some of the microorganisms specified herein, but does not inhibit others not included among the test strains or those for which the latter are not representative. Then, perform the test with the highest dilution factor compatible with microbial growth and the specific acceptance criterion.





5.5 Handling of Cosmetic Products and Laboratory Samples



If necessary store products to be tested at room temperature. Do not incubate, refrigerate or freeze products and samples before or after analysis.



5.6 Procedure — Preparation of the Initial Suspension



The initial suspension is prepared from a sample using a dilution ratio of 1:10 of the well-mixed product under test. Larger volumes may be allowed as and if needed.



Note the exact mass or volume of the sample. The initial suspension is usually 1:10 dilution. Larger volumes of diluents or enrichment broth may be required, if high levels of contamination are expected and/or if anti-microbial properties are still present in 1:10 dilution. 



5.6.1 Water-Miscible Products



Transfer the sample of product to an appropriate volume (for example 90 ml) of neutralizing diluent. Note the dilution factor d.



5.6.2 Water-Immiscible Products 



Transfer the sample of product to a suitable container containing a suitable quantity of solubilizing agent (for example polysorbate 80). Disperse the sample within the solubilizing agent and add an appropriate volume (for example 90 ml) of neutralizing diluent or diluent. Note the dilution factor d. In case of some immiscible products like lipsticks, warming of the sample and diluent up to 40°C may be required to facilitate dispersion. In case if a universal neutralizing agent (D/E) has been used, both water miscible and immiscible products shall be treated in the same manner as D/E contains emulsifiers.



5.6.3 Dilutions for Counting Methods



Additional serial dilutions (for example 1:100 dilution) should be performed from the initial suspension using the diluent (according to the expected level of contamination of the product or dilution validated for effective neutralization of anti-microbials present in the product).Counting shall be performed using at least two Petri dishes at each dilution. 



5.7 Plate-Count Methods



5.7.1 Pour-Plate Method



In Petri dishes 90 mm to 100 mm in diameter, add 1 ml of the initial suspension and/or sample dilution prepared and pour 15 ml to 20 ml of sterile melted agar medium kept in a water bath at no more than 48°C. If larger Petri dishes are used, the amount of agar medium shall be increased accordingly. Mix the initial suspension and/or sample dilution with the medium carefully rotating or tilting the plates sufficiently to disperse them. Allow the mixture in the petri dishes to solidify on a horizontal surface at room temperature.



5.7.2 Surface-Spread Method



In Petri dishes 90 mm to 100 mm in diameter, pour 15 ml to 20 ml of sterile melted agar medium kept in a water bath at no more than 48°C and allow to solidify completely, if larger Petri dishes are used, the amount of agar medium shall be increased accordingly. Add not less than 0.1 ml of the initial suspension and/or sample dilution prepared. Spread the initial suspension and/or sample dilution on the medium carefully with a sterile surface spreader.



5.7.3 Membrane Filtration Method



Use membranes having a nominal pore size no greater than 0.45 µm. Transfer a suitable amount of the initial suspension or of the sample dilution (preferably representing at least 1 g or 1 ml of the product) onto the membrane. Filter immediately and wash the membrane. Transfer the membrane onto the surface of the agar medium.















5.7.4 Incubation



Invert the inoculated dishes and place them in the incubator set at 30°C to 35°C for 3 to 5 days in the case of bacterial enumeration and 20°C to 27°C for 3 to 7 days in the case of yeast and mould count. It is recommended that after incubation, the dishes shall, if possible, be examined immediately. Otherwise, they may be stored at less than 8°C (refrigerator) for maximum upto 48 hours.



5.7.5 Colony Counts



Select the plates corresponding to a given dilution and showing the highest number of colonies as follows:

TAMC: 25-300* colonies (Pour plate, spread plate), 15-150 colonies (Membrane filtration)

TYMC: 15-150 colonies (Pour plate, spread plate, Membrane filtration)

Note: 

(i) However for individual colony counts of specific organisms e.g. moulds like Aspergillus niger, 8-80 colonies can be considered. 

(ii) In case there are less number of colonies than mentioned above, then the result may be reported as < lower limit of colonies (e.g. <15) and other dilution to be tried. ) 

(iii) * If the plate has too many colonies showing matt growth then a range of 25-250 colonies can be considered for TAMC count.



5.8 Expression of Results



5.8.1 Method of Calculation for Plate Count



Calculate the number N of micro-organisms present in the sample using:



			N =            or



			N =  c/V × d      or



 			N =  x/V × d     



Where





m = arithmetic mean of the counts obtained from the duplicates;

C =number of colonies counted on a single plate;

x =weighted mean of the counts obtained from two successive dilutions;

V = volume of inoculums applied to each dish, in millilitre; and 

d =dilution factor corresponding to the dilution made for the preparation of the initial suspension or for the first counted dilution.

5.8.2 Interpretation of results

The inherent variability of plate count should be taken into account. Two results should only be considered different if the difference exceeds 50 % or, when expressed logarithmically, the difference exceeds 0.3 log. For precise counts check plates having 25-250 colonies for bacterial enumeration and 15-150 colonies for yeast and mould enumeration and membrane filtration. 

Where the number of CFU is more than 25 and less than 250 on plates or more than 15 and less than 150 on membranes, where S is the mass or the volume of the sample (see 9.2), express the result as follows: — if S is at least 1 g or 1 ml, and V is at least 1 ml: the number of aerobic mesophilic bacteria per millilitre or per gram of the sample = N/S; — if S is less than 1 g or 1 ml, and/or V is less than 1 ml: the number of aerobic mesophilic bacteria in the sample (note the tested quantity of sample, taking into account S and V) is = N.



Where the number of CFU is less than 25 on plates or 15 on membranes also follow the above procedure.



Where no colony count is observed, results can be reported as:

Less than 1/dxVxS of aerobic mesophilic bacteria / g or ml of product (S is atleast 1 g or 1ml)

Less than 1/dxV of aerobic mesophilic bacteria in sample S (note the tested quantity of sample, taking into account S and V) (S is less than 1g or 1ml) where d is the dilution factor of initial suspension and V is 1 (for pour plate and membrane filtration) and 0.1 (for spread plate) respectively.





5.8.3 Examples



		Sr No.

		Scenario

		Counts obtained

		Result



		1

		One dilution having 2 plates in countable range

		10-1: 38, 42

		40 is the average plate count, multiplied by dilution factor 10 = 400 or 4 x 102 cfu/g or ml of sample



		2

		One dilution having 1 plate in countable range

		10-1: 60

		60 is the average plate count, multiplied by dilution factor 10 = 600 or 6 x 102 cfu/g or ml of sample



		3

		Two dilutions having 2 plates in countable range 

		10-2: 235, 282

10-3: 31,39

		235+282+31+39/1(2+0.1x2) x 10-2 = 587/0.022 = 26 682. Rounding off to 27000 gives 2.7 x 104 cfu/g or ml of sample



		4

		Two membrane filters for one dilution

		10-1: 18,22

		20 is the average plate count, multiplied by dilution factor 10 = 200 or 2 x 102 cfu/g or ml of sample



		5

		One membrane filter for one dilution

		10-1: 65

		65 is the average plate count, multiplied by dilution factor 10 = 650 or 6.5 x 102 cfu/g or ml of sample







Using the above table as a guide scenarios other than the ones mentioned can also be addressed.



6 METHODS FOR DETECTION OF SPECIFIC ORGANISMS



The first step of the procedure is to perform enrichment by using a non-selective broth medium to increase the number of micro-organisms without the risk of inhibition by the selective ingredients that are present in selective/differential growth media. The second step of the test (isolation) is performed on a selective medium followed by identification tests. Other validated identification tests e.g. MSID or DNA sequencing may also be used wherever appropriate.





6.1 Preparation of the Initial Suspension in the Enrichment Broth



The enrichment shall be prepared from a sample of at least 1 g or 1 ml of the well-mixed product under test, which shall be dispersed in at least 9 ml of enrichment broth. (Dilution ratio 1: 10 is recommended, larger volumes may be allowed as and if needed)



6.2 Water-Miscible Products 



Transfer the sample of product to a suitable container containing an appropriate volume of broth.



6.3 Water-Immiscible Products



Transfer the sample of product to a suitable container containing a suitable quantity of solubilizing =agent (for example, Polysorbate 80). Disperse the sample within the solubilizing agent and add an appropriate volume of broth. In case if a common/universal neutralizing broth is used, having solubilizing agents, then both water miscible and immiscible products shall be treated in the same manner as broth will contain emulsifying agents.



6.4 Pseudomonas aeruginosa



Gram-negative rod, motile; smooth colonies pigmented brown or greenish.



NOTES



1 The main characteristics for identification are growth on selective cetrimide agar medium, oxidase positive, production of diffusible fluorescent pigments and production of a soluble phenazine pigment (pyocyanin) in suitable media.



2 Pseudomonas aeruginosa may be isolated from a wide variety of environmental sources, especially in water and has a very high potential to spoil many different substrates. It may produce

infections of human skin or eye area. It is undesirable in cosmetic products for its potential pathogenicity and its capacity to affect the physico-chemical properties of the cosmetic formula.





6.4.1 Diluents and culture media



a) Enrichment broth — Eugon LT 100 broth or any other validated neutralizing enrichment

medium, 



b) Selective agar for isolation — Cetrimide agar medium, and



c) Selective agar for confirmation — Pseudomonas agar medium for detection of pyocyanin and pyorubin.



6.4.2 Strains of Micro-Organisms



For validation of the test conditions, Pseudomonas aeruginosa ATCC 9027 standard indicator test strain shall be used.



The culture should be reconstituted according to the procedures provided by the supplier of reference strain. 



NOTE — ATCC — American Type Culture Collection. 



6.4.3 Procedure — Incubation of the Inoculated Enrichment Broth Incubate the initial suspension prepared in broth at 32.5 ± 2.5°C for at least 20 h (maximum 72 h).



6.4.4 Detection and Identification of Pseudomonas aeruginosa — Isolation



 Using a sterile loop, streak an aliquot of the incubated enrichment broth on the surface of cetrimide agar medium in order to obtain isolated colonies.



 Invert the petri dish and then incubate at 32.5 ± 2.5°C for at least 24 h (maximum 48 h). 



6.4.4.1 Identification of Pseudomonas aeruginosa 



		Selective medium

		: Characteristic colony morphology of Pseudomonas aeruginosa



		Cetrimide agar medium

		: Yellow — green pigment (pyocyanin), which fluoresces under UV light







6.4.5 Confirmation of Pseudomonas aeruginosa



 Proceed to the following tests, for the suspect colonies isolated on the cetrimide agar medium. The presence of Pseudomonas aeruginosa may be confirmed by other suitable, cultural and biochemical tests.



6.4.6 Gram’s Stain



This test is described in Annex E. Check for gram negative rods.





6.4.7 Oxidase Test



This test is described in Annex E. Check for oxidase positive culture.



6.4.8 Culture on Pseudomonas Agar Medium for Detection of Pyocyanin



Inoculate the surface of the pseudomonas agar medium for detection of pyocyanin with suspect isolated colonies grown on cetrimide agar medium, so that individual colonies develop. Incubate at 32.5 ± 2.5°C.



Check for bacterial growth after 24 h, 48 h and 72 h. Pseudomonas aeruginosa forms colonies surrounded by a blue to green zone due to pyocyanin formation or with a red to dark brown zone due to pyorubin production.



6.4.9 Expression of Results



a) If identification of the colonies confirms presence of this species, express the result as:



‘Pseudomonas aeruginosa present in the sample’.



b) If no growth after enrichment is observed and/or if the identification of the colonies does not confirm the presence of this species, express the result as:



‘Pseudomonas aeruginosa absent in the sample’.



6.5 Escherichia coli



Gram-negative rod, motile, smooth colonies. 



NOTES



1 The main characteristics for identification are catalase positive, oxidase negative, fermentation of lactose, production of indole, growth on selective medium containing bile salts with characteristic colonies.



2 Escherichia coli can be isolated from the moist environmental sources (air, water, soil) and is a faecal contamination indicator. 



6.5.1 Diluents and Culture Media



a) Enrichment broth — Eugon LT 100 broth/ Fluid lactose medium with neutralizing and dispersing agents/Fluid lactose medium/ Modified letheen broth/D/E neutralizing broth/Soyabean casein digest lecithin polysorbate 80 medium.



b) Selective agar for isolation — MacConkey agar medium.



c) Selective agar for confirmation — Levine Eosin — Methylene Blue agar medium.



6.5.2 Strains of Micro-Organisms

 

 For validation of the test, use Escherichia coli ATCC 8739 standard indicator test strain. The culture should be reconstituted according to the procedures provided by the supplier of reference strain. 



6.5.3 Incubation of the Inoculated Enrichment Broth



  Incubate the initial suspension prepared in broth (see 6.1) at 32.5 ± 2.5°C for at least 20 h (maximum 72 h). 



6.5.4 Detection and Identification of Escherichia coli



6.5.4.1 Isolation



Using a sterile loop, streak an aliquot of the incubated enrichment broth onto the surface of MacConkey agar medium in order to obtain isolated colonies.



Invert the petri dish and then incubate at 32.5 ± 2.5°C for at least 24 h (maximum 48 h). 



Morphological characteristics of Escherichia coli on MacConkey’s agar medium:



		Selective medium

		: Characteristic colony morphology of Escherichia coli 



		MacConkey’s medium 

		: Brick-red, may have surrounding zone of precipitated bile







6.5.4.2 Identification of Escherichia coli



6.5.4.2.1 General



Proceed with following tests for the suspect colonies isolated on MacConkey agar medium.



The presence of Escherichia coli may be confirmed by other suitable, cultural and bio-chemical tests. 



6.5.4.2.2 Gram’s stain



Perform the test specified in Annex E. Check for Gram negative rods (bacilli).



6.5.4.2.3 Culture on levine eosin-methylene blue agar medium (EMB agar medium)



  Inoculate the surface of levine eosin-methylene blue agar medium with suspect isolated colonies grown on MacConkey agar medium, so that isolated colonies develop. Invert the Petri dish and then incubate at 32.5 ± 2.5°C for at least 24 h (maximum 48 h). Morphological characteristics of Escherichia coli on levine eosin methylene blue agar medium:



		Selective medium

		: Characteristic colony morphology of Escherichia coli



		Levine eosin ethylene blue agar medium

		: Metallic sheen under reflected light and a blueblack appearance under transmitted light







6.5.5 Expression of the Results



a) If identification of the colonies confirms presence of this species, express the result as:



‘Escherichia coli present in the sample’. 



b) If no growth after enrichment is observed and/ or if the identification of the colonies does not confirm presence of this species, express the result as: ‘Escherichia coli absent in the sample’.



6.6 Staphylococcus aureus



Gram-positive cocci, mainly joined in grape-like clusters, smooth colonies generally pigmented in yellow.



NOTES



1 The main characteristic for identification are: growth on specific selective medium, catalase positive and coagulase positive.



2 Staphylococcus aureus is an opportunistic pathogenic bacterium for humans that can also be present normal flora on the skin of healthy people without causing infection in them. But it is undesirable in cosmetic products due to its potential pathogenicity.



6.6.1 Diluents and Culture Media



a) Enrichment broth — Eugon LT 100 broth/ Fluid soyabean casein digest medium/D/E neutralizing broth/Modified latheen broth.



b) Selective agar medium for isolation of Staphylococcus aureus — Baird Parker Agar/ Mannitol salt agar medium/Vogel Johnson agar medium.



6.6.2 Strains of Micro-Organisms



For validation of the test conditions, Staphylococcus aureus ATCC 6538/6538P standard indicator test strain shall be used.



The culture should be reconstituted according to procedures provided by the supplier of the reference strain.



6.6.3 Procedure



6.6.3.1 Incubation of the inoculated enrichment broth Incubate the initial suspension prepared in broth at 32.5 ± 2.5°C for at least 20 h (maximum 72 h).

6.6.4 Detection and Identification of Staphylococcus aureus



6.6.4.1 Isolation



Using a sterile loop, streak an aliquot of the incubated enrichment broth on surface of Baird Parker Agar medium in order to obtain isolated colonies. Invert the petri dish and then incubate at 32.5 ± 2.5°C for at least 24 h (maximum 48 h).



Check for characteristic colonies



Morphological characteristics of Staphylococcus aureus on selective media:



		Selective Medium 

		Aspect of the Colonies of S. Aureus 



		Baird parker agar medium 

		Black shiny colonies surrounded by clear zones (2 mm to 5 mm) 



		V-J Agar medium 

		Black Colonies surrounded by yellow zones 



		MSA 

		Yellow colonies with yellow zones 







6.6.4.2 Identification of Staphylococcus aureus



6.6.4.2.1 General



Proceed with following tests, for the suspect colonies isolated on Baird Parker agar/Mannitol salt agar/Vogel Johnson agar medium. Presence of Staphylococcus aureus may be confirmed by other suitable, cultural and bio-chemical tests.



6.6.4.2.2 Gram’s stain



This test is described in Annex E. Check for gram-positive cocci in clusters.



6.6.4.2.3 Catalase test



This test is described in Annex E. Check for a catalase positive test.



6.6.4.2.4 Coagulase test



With an inoculating loop, transfer representative suspected well isolated colonies from the agar surface of Baird Parker/Mannitol salt/Vogel Johnson agar medium to individual sterile tubes, each containing 0.5 ml of rabbit or horse, plasma with or without suitable additives.



Incubate at 37 ± 2°C and examine the tubes at 3 h, 4 h and 6 h and up to 24 h, if no coagulation appears within 6 h, unless otherwise specified by the manufacturer. A positive coagulation only appearing at 24 h shall be confirmed.



Test controls simultaneously with the suspected colonies according to the manufacturer recommendations. Check for a coagulase positive test. Any other suitable validated test method may be used as an alternate to coagulase test.





6.6.5 Expression of the Results (Detection of Staphylococcus aureus)



If identification of the colonies confirms presence of this species, express the result as:

	

‘Staphylococcus aureus present in the sample’.



If no growth after enrichment is observed and/or if the identification of the colonies does not confirm presence of this species, express the result as: 



‘Staphylococcus aureus absent in the sample’.



6.7 Candida albicans



This strain of yeasts forms white to beige, creamy and convex colonies on surface of a selective medium. 



NOTE — Its main characteristic for identification is production of germ tube and/or pseudomycelium and chlamydospore.



6.7.1 Diluents and Culture Media



a) Enrichment broth — Eugon LT 100 broth/ Fluid soyabean casein digest medium/ Modified latheen broth/Glucose and peptone added lecithin polysorbate medium/D/E neutralizing broth/Soyabean casein digest lecithin polysorbate 80 medium. 



b) Selective agar medium for isolation of C. albicans — Sabouraud dextrose chloramphenicol agar/Potato dextrose agar with antibiotics/BIGGY Agar 



c) Selective agar medium for identification of  C. albicans — Corn meal agar with 1 percent polysorbate 80.



6.7.2 Strains of Micro-Organisms

For validation of the test conditions, Candida albicans ATCC 10231 standard indicator test strain shall be used. The culture should be reconstituted according to procedures provided by the supplier of the reference strain.



6.7.3 Procedure



6.7.3.1 Incubation of the inoculated enrichment broth Incubate initial suspension prepared in broth at 32.5 ± 2.5°C for at least 20 h but not more than 72 h.



6.7.4 Detection and Identification of Candida albicans



6.7.4.1 Isolation



Using a sterile loop, streak an aliquot of incubated enrichment broth on to surface of Sabouraud dextrose chloramphenicol agar in order to obtain isolated colonies. Invert the petri dish and then incubate at 32.5 ± 2.5°C for 24 h to 48 h. Bismuth sulphite glucose glycine yeast agar is an alternative to the above mentioned selective medium.



Table 1 Morphological Characteristics of Candida albicans on Selective Medium



		Selective Medium

		Aspect of Colony of Candida albicans



		Sabouruads dextrose chloramphenicol agar 

		White to beige, creamy and convex 



		Bismuth sulfite glucose glycine yeast agar 

		Brown black, smooth and circular 







6.7.4.2 Identification



6.7.4.2.1 General



Candida albicans can appear to be dimorphic and is capable of producing pseudohyphae, some true hyphae, and clusters of round blastoconidia as well as large thick-walled chlamydospores. At low ambient temperature the culture might express this pseudomycelial form; however, it can change to the unicellular form at higher temperatures.



Proceed with following tests for the suspect colonies isolated on Sabouraud dextrose chloramphenicol agar medium. Presence of Candida albicans may be confirmed by other suitable cultural and biochemical tests.



6.7.4.2.2 Gram’s stain



Follow the procedure specified in Annex E. The microscopic observation shall reveal a violet

colour, short ovoid or elongated cells, sometimes with budding cells.



Further identification for confirmation may be carried out if required using following two methods. 



6.7.4.2.3 Germ tube production



Place 0.5 ml to 1 ml of serum (foetal calf or horse serum) in a small test tube. Emulsify a small portion of yeast colony to be tested in the serum. Incubate in a water bath, at 37 ± 1°C, for 1.5 h to 2 h, or in an incubator at 37 ± 2°C for 3 h. Place a drop of serum on a slide, put on a cover glass, and examine microscopically for germ tube production. Germ tubes appear as cylindrical filaments originating from the blastospore, without any constriction at the point of origin and without obvious swelling along the length of the filament. Formation of germ tubes characterizes presence of Candida albicans. If germ tubes were not formed, the colonies shall be examined for production of hyphae, pseudohyphae and chlamydospores.



6.7.4.2.4 Culture on corn meal agar with 1 percent polysorbate 80 

Remove a small portion of the yeast colony with an inoculating wire and streak-inoculate the surface of medium across the centre of the plate. Place a sterile cover glass over the inoculum streak. Incubate at 32.5 ± 2.5°C for up to 3 days. After 24 h, remove the dish lid and examine growth through the cover glass under the microscope with magnification of 100 × to 400 ×. 



Candida albicans produces large, highly refractile, thick-walled chlamydospore which may be seen terminally or on short lateral branches.



6.7.5 Expression of Results (Detection of Candida albicans)



If identification of the colonies confirms presence of this species, express the result as:



‘Candida albicans present in the sample’ 



If no growth after enrichment is observed and/or if identification of the colonies does not confirm presence of this species, express the result as:



‘Candida albicans absent in the sample’.



7.0- Alternate Rapid test method: This method is included as a Rapid alternate test method to the conventional test method for finished products. 



Principle for ADENOSINE TRIPHOSPHATE BIOLUMINESCENCE : This is  Celsis Rapid Sterility Method which is a growth-based sterility test & it detects microbial contamination based on the presence of microbial Adenosine triphosphate (ATP) in a sample. It a well-established technology with luminometers and reagents available from multiple instrument manufacturers. The energy from living cells is stored as ATP and can be measured as light when exposed to luciferase from the American firefly. Each ATP molecule consumed by luciferase produces 1 photon of light. The result detected by a luminometer is typically expressed in relative light units (RLU) and is instrument, reagent, and organism dependent. The ATP content of different microorganisms ranges from 2 to 4 × 10-18 mole/cfu for gram-negative bacteria, 5 to 8 × 10-18  mole/cfu for gram-positive bacteria, and 300 to 800 × 10-18 mole/cfu for fungi . Given the high signal-to-noise ratio of the measurement and the background ATP in microbiological culture media, the microbiologically relevant instrument detection limit in broth is in the order of 5000 RLU equivalent to approximately 103 cfu. This LOD will detect the presence of microorganisms at levels which are 3–4 logs less within an aliquot of the media than that is required for visual detection of growth in the media. For a rapid microbial test for the release of sterile short-life products, an enrichment culture either in liquid media to reach a threshold ATP level or on a membrane filter on solid media for the formation of microbial colonies could be used with an incubation time of 2–7 days.



Note: Refer USP -1071& 1223 for details of method and validation, respectively. 





ANNEX A

(Clause 1)

MICROBIAL LIMITS FOR COSMETIC FINISHED PRODUCTS

		Product Categories

		Total Viable count** (cfu/g)

		Yeast & Mould count (cfu/g)

		Gram negative pathogens (E. coli, Pseudomonas aeruginosa)

		S. aureus

		C. albicans



		Oral care and related products 

		 

		 

		 

		 

		 



		Toothpowders, gels, Toothpastes, mouthwash and other similar preparations

		500 max

		100 max

		Absent per gram

		Absent per gram

		Absent per gram



		Eye Care 

		 

		 

		 

		 

		 



		Eyebrow pencil, eyeliner, eye-definer pencil, Highlighter pencil, eye-shadow and other similar preparations

		100 max

		100 max 

		Absent per gram

		Absent per gram

		Absent per gram



		Lip Care

		 

		 

		 

		 

		 



		Lipsticks, Lipsalves, Lipgloss, Lip-definer pencils and other similar preparations

		100 max

		100 max

		Absent per gram

		Absent per gram

		Absent per gram



		Baby Care (Products for children under 3 yrs of age)

		 

		 

		 

		 

		 



		Baby cream, lotion, shampoo, head to toe wash, baby oils and other similar preparations for babies

		100 max

		100max

		Absent per gram

		Absent per gram

		Absent per gram



		Hair care



		Rinse off: Shampoos, conditioners, gels, and other similar hair preparations

		1000 max

		100 max

		Absent per gram

		Absent per gram

		Absent per gram



		Leave on: Hair creams, gel, conditioners, masks, wax and other similar hair preparations

		1000 max

		100 max

		Absent per gram

		Absent per gram

		Absent per gram



		Skin care 

		 

		 

		 

		 

		 



		Skin care : Skin creams, lotions, skin powders, gels, facewashes, shave products (shaving lotions, creams, after shave lotions, gels etc.) and other similar preparations

		1000 max

		100 max

		Absent per gram

		Absent per gram

		Absent per gram








		Toiletries

		 

		 

		 

		 

		 



		Body washes, body scrubs, soaps, bathing bars and other similar preparations

		1000 max

		100 max

		Absent per gram

		Absent per gram

		Absent per gram



		Miscellaneous

		 

		 

		 

		 

		 



		Henna Powder

		107 max

		104 max

		Absent per gram

		Absent per gram

		Absent per gram



		

		



		Note 1: Specifications for products that need microbial assessment after conducting Risk Analysis as per Clause 4

Note 2: Due to inherent variability of the plate count method, result considered out of limit if

a ≥ 2 × 102 CFU/g or ml,

b ≥ 2 × 103 CFU/g or ml

When colonies of bacteria are detected on Sabouraud Dextrose agar, Sabouraud Dextrose agar containing antibiotics may be used.

**Total Aerobic Mesophilic Microorganisms : (Bacteria plus yeast and mould)







		

		

		

		

		

		











































ANNEX B

(Clause 1)

LIST OF RECOMMENDED NEUTRALIZERS FOR DIFFERENT PRESERVATIVES 

		Preservative 

		Chemical compound able to Neutralize Preservative’s Antimicrobial Activity 

		Example of Suitable Neutralizers 



		Phenolic compounds : 

Parabens, 

Phenoxyethanol, 

Phenylethanol, etc 

Anilides 

		Lecithin, Polysorbate 80, 

Ethylene oxide condensate of fatty alcohol,

Non-ionic surfactants

		Polysorbate 80, 30 g/l + lecithin, 3 g/l.

Ethylene oxide condensate of fatty

Alcohol, 7 g/l + lecithin,

 20 g/l + polysorbate 80, 4 g/l.

D/E neutralizing broth1)

TAT Broth base



		Quarternary ammonium compunds 

Cationic surfactants 

		Lecithin, saponin, polysorbate 80,

Sodium dodecyl sulphate 

Ethylene oxide condensate of fatty alcohol. 

		Polysorbate 80, 30 g/l + sodium 

Dodecyl sulphate, 4g/l +lecithin, 3 g/l.

Polysorbate 80, 30 g/l + saponin, 30 g/l + lecithin, 3 g/l 

D/E neutralizing broth1) 

TAT Broth base



		Aldehydes 

Formaldehyde-release 

Agents 

		Glycine, histidine 

		Polysorbate 80, 30 g/l + sodium 

Dodecyl sulphate, 4 g/l + lecithin, 3 g/l 

Polysorbate 80,30 g/l + saponin, 30 g/l + lecithin, 3 g/l 

D/E neutralizing broth1)



		Oxidizing compounds 

		Sodium thiosulphate 

		Sodium thiosulphate, 5 g/l.

D/E neutralizing broth 



		Isothiazolinones, Imidazoles 

		Lecithin, saponin, Amines, sulfates, mercaptans, sodium bisulfite, sodium thioglycollate 

		Polysorbate 80, 30 g/l + saponine, 30 g/l.

D/E neutralizing broth1) 

TAT Broth base



		Biguanides 

		Lecithin, saponin, polysorbate 80 

		Polysorbate 80, 30 g/l + saponin, 30 g/l + lecithin, 3 g/l.

D/E neutralizing broth1) 

TAT Broth base



		Metallic salts (Cu, Zn, Hg) 

Organo-mercuric

Compounds 

		Sodium bisulphate, L-cysteine,

Sulphydryl compounds, thioglycollic acid 

		Sodium thioglycollate, 0,5 g/l or 5 g/l. 

L-cysteine, 0,8 or 1,5 g/l.

D/E neutralizing broth1) 



		1) D/E is universal diluent or neutralizing and hence can be used for all product types (see Annex D). However it needs to be validated by appropriate methods wherever applicable.





 

                                                                   ANNEX C

(Clause 3.1)

SCHEMATIC FLOW CHART FOR MICROBIOLOGICAL ANALYSIS
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ANNEX D

(Clause 3.2.9)

COMPOSITION OF DILUENTS AND CULTURE MEDIA



D-1 DILUENTS



D-1.1 Modified Letheen Broth



D-1.1.1 Composition



		a) Peptic digest of meat

		: 20.0 g



		b) Pancreatic digest of casein

		: 5.0 g



		c) Beef extract

		: 5.0 g



		d) Yeast extract

		: 2.0 g



		e) Lecithin

		: 0.7 g



		f) Polysorbate 80

		: 5.0 g



		g) Sodium chloride

		: 5.0 g



		h) Sodium bisulfite

		: 0.1 g



		j) Water

		: 1 000 ml







D-1.1.2 Preparation



Dissolve successively in boiling water; polysorbate 80 and lecithin until their complete dissolution. Dissolve the other components by mixing whilst heating. Mix gently to avoid foam. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. 



After sterilization and cooling down, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.



D-1.2 D/E Neutralizing Broth (Dey/Engley Neutralizing Broth)



D-1.2.1 Composition



		a) Glucose

		: 10.0 g



		b) Soybean lecithin

		: 7.0 g



		c) Sodium thiosulfate pentahydrate

		: 6.0 g



		d) Polysorbate 80

		: 5.0 g



		e) Pancreatic digest of casein

		: 5.0 g



		f) Sodium bisulfite

		: 2.5 g



		g) Yeast extract

		: 2.5 g



		h) Sodium thioglycollate

		: 1.0 g



		j) Bromcresol purple

		: 0.02 g



		k) Water

		: 1 000 ml









D-1.2.2 Preparation



Dissolve all of these components (or dehydrated complete medium) one after another in boiling water until their complete dissolution. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. After sterilization and cooling down, the pH shall be equivalent to 7.6 ± 0.2 when measured at room temperature.



D-1.3 Soybean-Casein-Digest-Lecithin-Polysorbate 80 Medium (SCDLP 80 Broth)



D-1.3.1 Composition



		a) Casein peptone

		: 17.0 g



		b) Soybean peptone

		: 3.0 g



		c) Sodium chloride

		: 5.0 g



		d) Dipotassium hydrogen phosphate 

		: 2.5 g



		e) Glucose 

		: 2.5 g



		f) Lecithin

		: 1.0 g



		g) Polysorbate 80

		: 7.0 g



		h) Water

		: 1 000 ml







D-1.3.2 Preparation



Dissolve all of these components (or dehydrated complete medium) one after another in boiling water until their complete dissolution. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. After sterilization and cooling down, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.



D-1.4 Fluid Casein Digest — Soy Lecithin — Polysorbate 20 Medium (SCDLP 20 Broth)



D-1.4.1 Composition



		a) Pancreatic digest of casein

		: 20.0 g



		b) Soy lecithin

		: 5.0 g



		c) Polysorbate 20

		: 40.0 ml



		d) Water

		: 960.0 ml







D-1.4.2 Preparation



Dissolve the polysorbate 20 in 960 ml of water by mixing while heating in a water bath at 49 ± 2°C. Add pancreatic digest of casein and soy lecithin. Heat for about 30 min to obtain solution. Mix and dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. After sterilization, the pH shall be equivalent to 7.3 ± 0.2 when measured at room temperature.









D-1.5 Eugon LT 100 Broth



D-1.5.1 Composition



		a) Pancreatic digest of casein

		: 15.0 g



		b) Papaic digest of soybean meal

		: 5.0 g



		c) L-cystine

		: 0.7 g



		d) Sodium chloride

		: 4.0 g



		e) Sodium sulfite

		: 0.2 g



		f) Glucose

		: 5.5 g



		g) Egg lecithin

		: 1.0 g



		h) Polysorbate 80

		: 5.0 g



		j) Octoxynol

		: 91.0 g



		k) Water 

		: 1 000 ml







D-1.5.2 Preparation



Dissolve successively polysorbate 80, octoxynol 9 and egg lecithin into boiling water until their complete dissolution. Dissolve the other components by mixing while heating. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. After sterilization, the pH shall be equivalent to 7.0 ± 0.2 when measured at room temperature.



D-1.6 Fluid Lactose Medium



D-1.6.1 Composition



		a) Beef extract

		: 3.0 g



		b) Pancreatic digest of gelatin

		: 5.0 g



		c) Lactose

		: 5.0 g



		d) Water

		: 1 000 ml







D-1.6.2 Preparation



Dissolve the components in water. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. Cool the medium as quickly as possible after sterilization. The pH shall be equivalent to 6.9 ± 0.2 when measured at room temperature.























D-1.7 Fluid Lactose Medium with Neutralizing and Dispersing Agents



D-1.7.1 Composition



		a) Beef extract

		: 3.0 g



		b) Pancreatic digest of gelatin

		: 5.0 g



		c) Lactose

		: 5.0 g



		d) Egg lecithin

		: 1.0 g



		e) Polysorbate 80

		: 5.0 g



		f) Octoxynol

		: 91.0 g



		g) Water

		: 1 000 ml







D-1.7.2 Preparation



Dissolve the components, polysorbate 80, octoxynol 9 and egg lecithin, successively into boiling water until their complete dissolution. Dissolve the other components by mixing while heating. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. Cool the medium as quickly as possible after sterilization. The pH shall be equivalent to 6.9 ± 0.2 when measured at room temperature.



D-1.8 Glucose and Peptone Added Lecithin- Polysorbate 80 Medium (GPLP 80 Broth)



D-1.8.1 Composition



		a) Glucose

		: 20.0 g



		b) Yeast extract

		: 2.0 g



		c) Magnesium sulfate

		: 0.5 g



		d) Peptone

		: 5.0 g



		e) Potassium dihydrogen phosphate

		: 1.0 g 



		f) Lecithin

		: 1.0 g



		g) Polysorbote 80 

		: 7.0 g



		h) Water 

		: 1 000 ml







D-1.8.2 Preparation



Dissolve the components or the dehydrated complete medium successively in boiling water to complete dissolution. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization and cooling of the solution, the pH shall be equivalent to 5.7 ± 0.2 when measured at room temperature.















D-1.9 Peptone Broth



D-1.9.1 Composition

		a) Peptone

		: 10.0 g



		b) Sodium chloride

		: 5.0 g



		c) Distilled or deionized water

		: 1 000 ml



		d) Final pH (at 25°C)

		: 7.2 ± 0.2







D-1.9.2 Preparation



Dissolve the components successively in water to complete dissolution. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization and cooling of the solution, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.







D-1.10 Inactivating Diluent



D-1.10.1 Composition



		a) Peptone

		: 10.0 g



		b) Tween 80

		: 20.0 g



		c) Distilled or deionized water

		: 1 000 ml



		d) pH

		: 7.2 ± 0.2







For creams and lotions, add 20.0 g Isopropyl myristate for proper emulsification.



D-1.10.2 Preparation 



Dissolve the components successively in water to complete dissolution. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization and cooling of the solution, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature. 



D-1.11 TAT Broth Base



D-1.11.1 Composition



		a) Casein enzymic hydrolysate

		: 20.0 g



		b) Azolectin

		: 5.0 g



		c) Distilled or deionized water

		: 1 000 ml



		d) pH

		: 7.2 ± 0.2







D-1.11.2 Preparation



Dissolve the components successively in water to complete dissolution. Add 40ml of polysorbate 20 and heat if necessary. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization and cooling of the solution, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.







D-2 CULTURE MEDIA 



D-2.1 Soybean — Casein Digest Agar Medium (SCDA) or Tryptic Soy Agar (TSA)



D-2.1.1 Composition



		a) Pancreatic digest of casein

		: 15.0 g



		b) Papaic digest of soybean meal

		: 5.0 g



		c) Sodium chloride

		: 5.0 g



		d) Agar

		: 15.0 g



		e) Water

		: 1 000 ml







D-2.1.2 Preparation



Dissolve the components or the dehydrated complete medium in the water by mixing while heating. Dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. After sterilization and cooling down, the pH shall be equivalent to 7.3 ± 0.2 when measured at room temperature.



D-2.2 Sabouraud Dextrose Agar (SDA)



D-2.2.1 Composition



		a) Dextrose

		: 40.0 g



		b) Peptic digest of animal tissue

		: 5.0 g



		c) Pancreatic digest of casein

		: 5.0 g



		d) Agar

		: 15.0 g



		e) Water

		: 1 000 ml







D-2.2.2 Preparation



Dissolve the components or the dehydrated complete medium in the water by heating. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization the pH shall be equivalent to 5.6 ± 0.2 when measured at room temperature.



D-2.3 Sabouraud Dextrose Chloramphenicol Agar



D-2.3.1 Composition



		a) Dextrose

		: 40.0 g



		b) Peptic digest of animal tissue

		: 5.0 g



		c) Pancreatic digest of casein

		: 5.0 g



		d) Chloramphenicol

		: 0.050 g



		e) Agar

		: 15.0 g



		f) Water

		: 1 000 ml







D-2.3.2 Preparation



Dissolve the components (including the chloramphenicol) or the dehydrated complete medium in the water by mixing while heating. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization the pH shall be equivalent to 5.6 ± 0.2 when measured at room temperature.



D-2.4 Corn Meal Agar with 1 Percent Polysorbate 80



D-2.4.1 Composition

		a) Infusion from corn meal

		: 50.0 g



		b) Agar

		: 15.0 g



		c) Polysorbate 80

		: 10.0 g



		d) Water 

		: 1 000 ml







D-2.4.2 Preparation



Dissolve the components or the dehydrated complete medium in the water by mixing while heating. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization the pH shall be equivalent to 6.0 ± 0.2 when measured at room temperature.



D-2.5 Potato Dextrose Agar Medium (PDA)



D-2.5.1 Composition



		a) Potato extract

		: 4.0 g



		b) Dextrose

		: 20.0 g



		c) Agar

		: 15.0 g



		d) Water

		: 1 000 ml







D-2.5.2 Preparation



Dissolve the components or the dehydrated complete medium in the water by mixing while heating. Dispense the medium into suitable containers. Sterilize in an autoclave at 121°C for 15 min. After sterilization and cooling of the solution, the pH shall be equivalent to 5.6 ± 0.2 when measured at room temperature.



D-2.6 Potato Dextrose Agar Medium with Antibiotics



D-2.6.1 Composition



		a) Potato extract

		: 4.0 g



		b) Dextrose

		: 20.0 g



		c) Agar

		: 15.0 g



		d) Chloramphenicol

		: 0.05 g



		e) Water

		: 1 000 ml







D-2.6.2 Preparation



Mix all the components and dispense the medium into suitable containers. Sterilize in the autoclave at 121°C for 15 min. After sterilization and cooling of the solution, the pH shall be equivalent to 5.6 ± 0.2 when measured at room temperature. Alternatively, chloramphenicol may be replaced by use of 0.10 g of benzylpenicillin potassium and 0.10 g of tetracycline per litre of medium, added as a sterile solution just prior to use.



D-2.7 Levine Eosin-Methylene Blue Agar Medium



D – 2.7.1 Composition 

	

		a) Pancreatic digest of gelatin

		: 10.0 g



		b) Potassium dihydrogen 

phosphate (KH2PO4)

		: 2.0 g



		c) Agar

		: 15.0 g



		d) Lactose

		: 10.0 g



		e) Eosine Y

		: 400 mg



		f) Methylene blue

		: 65 mg



		g) Water

		: 1 000 ml











D-2.7.2 Preparation



Dissolve the pancreatic digest of gelatin, the dibasic potassium phosphate, and the agar in the water, with warming, and allow to cool. Just prior to use, liquefy the gelled agar solution; add the remaining ingredients, as solutions, in the following amounts, and mix; for each 100 ml of the liquefied agar solution : 



a) 5 ml of 20 percent lactose solution,

b) 2 ml of 2 percent eosin Y solution, and

c) 2 ml of 0.033 percent methylene blue solution.



The finished medium may not be clear. Dispense in suitable containers and sterilize at 121°C for 15 min. The pH, after sterilization and cooling down, shall be equivalent to 7.1 ± 0.2 when measured at room temperature.



D-2.8 MacConkey Agar Medium



D-2.8.1 Composition



		a) Pancreatic digest of gelatin

		: 17.0 g



		b) Pancreatic digest of casein

		: 1.5 g



		c) Peptic digest of animal tissue

		: 1.5 g



		d) Lactose

		: 10.0 g



		e) Bile salts mixture

		: 1.5 g



		f) Sodium chloride

		: 5.0 g



		g) Agar

		: 13.5 g



		h) Neutral red

		: 30.0 mg



		j) Crystal violet

		: 1.0 mg



		k) Water

		: 1 000 ml







D-2.8.2 Preparation



Dissolve all solid components in the water and boil for 1 min to effect solution. Dispense in suitable containers and sterilize at 121°C for 15 min. The pH after sterilization and cooling down, shall be equivalent to 7.1 ± 0.2 when measured at room temperature.



D-2.9 Cetrimide Agar Medium



D-2.9.1 Composition



		a) Pancreatic digest of gelatin

		: 20.0 g



		b) Magnesium chloride

		: 1.4 g



		c) Potassium sulfate

		: 10.0 g



		d) Cetrimide (cetyltrimethyl ammonium bromide)

		: 0.3 g



		e) Agar

		: 13.6 g



		f) Glycerin

		: 10.0 ml



		g) Water

		: 1000 ml 







D-2.9.2 Preparation



Dissolve all solid components in the water, and add the glycerin. Heat, with frequent agitation, and boil for 1 min to effect dissolution. Dispense in suitable flasks and sterilize at 121°C for 15 min. After sterilization and cooling down, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.



D-2.10 Pseudomonas Agar Medium for Detection of Pyocyanin (Pseudomonas Agar P)



D-2.10.1 Composition



		a) Pancreatic digest of gelatin

		: 20.0 g



		b) Anhydrous magnesium chloride

		: 1.4 g



		c) Anhydrous potassium sulfate

		: 10.0 g



		d) Agar

		: 15.0 g



		e) Glycerin

		: 10.0 ml



		f) Water

		: 1 000 ml







D-2.10.2 Preparation



Dissolve all solid components in the water, and add the glycerin. Heat, with frequent agitation, and boil for 1 min to effect dissolution. Dispense in suitable flasks and sterilize at 121°C for 15 min. After sterilization and cooling down, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature. 



D-2.11 Baird Parker Agar Medium



D-2.11.1 Base Medium



D-2.11.1.1 Composition



a) Pancreatic digest of casein : 10.0 g

b) Yeast extract                      : 1.0 g

c) Meat extract                       : 5.0 g

d) Sodium pyruvate               : 10.0 g

e) L-glycine                           : 12.0 g

f) Lithium chloride                : 5.0 g

g) Agar                                  : 12 g to 22 g

h) Water to a final volume of : 950 ml



D-2.11.1.2 Preparation



Dissolve the components or the complete dehydrated base in the water by boiling. Transfer the medium in quantities of 100 ml to flasks or bottles of appropriate capacity. Sterilize the medium in the autoclave at 121°C for 15 min. After sterilization and cooling down, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.



2.11.2 Potassium Tellurite Solution



D-2.11.2.1 Composition



a) Potassium tellurite (K2TeO3)    : 1.0 g

b) Water                                         : 100 ml



D-2.11.2.2 Preparation



Dissolve the potassium tellurite completely in the water with minimal heating. Sterilize by filtration using 0.22 m pore size membranes. The solution may be stored at the maximum for one month at 3 ± 2°C. Discard the solution if a white precipitate forms. The solid should be readily soluble. If a white insoluble material is present in the water, the powder should be discarded.



D-2.11.3 Egg-Yolk Emulsion (Concentration Approximately 20 percent or According to the

Manufacturer’s Instructions)



If a commercial preparation is not available, prepare the medium as follows.



Use fresh hens’ eggs, the shells being intact. Clean the eggs with a brush using a liquid detergent. Rinse them under running water, then disinfect the shells either by immersing them in 70 percent (volume fraction) ethanol for 30 s and allow them to dry in the air, or by spraying them with alcohol followed by flame sterilization. Proceeding under aseptic conditions, break each egg and separate the yolk from its white by repeated transfer of the yolk from one half of the shell to the other. Place the yolks in a sterile flask and add four times their volume of sterile water. Mix thoroughly. Heat the mixture at 47°C for 2 h and leave for 18 h to 24 h at 3 ± 2°C to allow a precipitate to form. Aseptically collect the supernatant liquid in a fresh sterile flask for use. The emulsion may be stored at 3 ± 2°C for a maximum of 72 h.



D-2.11.3.1 Complete medium



D-2.11.3.1.1 Composition



a) Base medium (A)                        : 100 ml

b) Potassium tellurite solution (B)  : 1.0 ml

c) Egg-yolk emulsion (C)                : 5.0 ml



D-2.11.3.1.2 Preparation



Melt the base medium (A) then cool it to approximately 47°C. Add, under aseptic conditions, the two other solutions (B and C), each of them previously warmed at 47°C, mixing well after each addition.



D-2.12 Mannitol-Salt Agar Medium (Chapman Agar)



D-2.12.1 Composition



a) Beef extract                            : 1.0 g

b) Pancreatic digest of casein     : 5.0 g

c) Pancreatic digest of beef        : 5.0 g

d) Sodium chloride                     : 75.0 g

e) D-mannitol                             : 10.0 g

f) Agar                                        : 15.0 g

g) Phenol red                              : 0.025 g

h) Water                                     : 1 000 ml



D-2.12.2 Preparation



Mix, then heat with frequent agitation, and boil for 1 min to effect dissolution. Dispense as desired, and sterilize. After sterilization and cooling down, the pH shall be equivalent to 7.4 ± 0.2 when measured at room temperature.



D-2.13 Vogel-Johnson Agar Medium



D-2.13.1 Composition



a) Pancreatic digest of casein      : 10.0 g

b) Yeast extract                           : 5.0 g

c) Mannitol                                  : 10.0 g

d) Dibasic potassium phosphate : 5.0 g

e) Lithium chloride                     : 5.0 g

f) Glycine                                    : 10.0 g

g) Agar                                        : 16.0 g

h) Phenol red                               : 0.025 g

j) Water                                       : 1 000 ml



D-2.13.2 Preparation



Boil the solution of solids for 1 min. Sterilize, cool to between 45°C and 50°C and add 20 ml of sterile potassium tellurite solution. After sterilization and cooling down, the pH shall be equivalent to 7.2 ± 0.2 when measured at room temperature.



D-2.14 BiGGY Agar



D-2.14.1 Composition



a) Bismuth ammonium citrate : 5.0 g

b) Sodium sulphite                  : 3.0 g

c) Dextrose                              : 10.0 g

d) Glycine                               : 10.0 g

e) Yeast extract                       : 1.0 g

f) Agar                                    : 16.0 g

g) pH                                       : 6.8 ± 0.2





D-2.14.2 Preparation



Suspend 45 g of the powder in 1 litre of purified water. Mix thoroughly. Heat with frequent agitation and boil for not more than 1 min to completely dissolve the powder. DO NOT AUTOCLAVE. Cool to approximately 45-50°C. Swirl to disperse the insoluble material and pour into plates. Test samples of the finished product for performance using stable, typical

control cultures.



NOTE — Composition of media described above are indicative; minor changes in media composition may occur depending on the manufacturer this is generally acceptable.





ANNEX E

(Clauses 6.4.6, 6.4.7, 6.5.4.2.2 and 6.7.4.2.2)

BASIC IDENTIFICATION TECHNIQUES



E-1 GRAM’S STAINING



E-1.1 General



This staining of bacterial cells allows description for the morphology of the bacteria and classification of them into two groups as a function of whether or not they are capable of retaining the violet stain of crystal violet under the test conditions. This division results mainly from differences in the structure of the cell walls of the two groups and it is correlated with other major differences between the two groups. There are a number of ways to conduct a Gram’s stain, but all follow the sequences given below. 



E-1.2 Solutions



E-1.2.1 General



Commercially available solutions may be used. In this case, follow the manufacturer’s recommendations. 



E-1.3 Crystal Violet Solution (Composition)



a) Crystal violet                : 2.0 g

b) Ethanol (95 percent)    : 20 ml

c) Ammonium oxalate     : 0.8 g

d) Water                           : 80 ml



E-1.3.1 Preparation



Dissolve the crystal violet in the ethanol and the ammonium oxalate in the distilled water. Mix the two solutions and allow the mixture to stand for 24 h prior to use.



E-1.4 Iodine Solution (Composition)



a) Iodine                               : 1.0 g

b) Potassium iodide (KI)      : 2.0 g

c) Water                                : 100 ml



E-1.4.1 Preparation



Dissolve the potassium iodide in 10 ml of distilled water, add the iodine in fractions. 



After dissolution, make up to 100 ml in a volumetric flask.



E-1.5 Safranin Solution (Composition)



a) Safranin O                    : 0.25 g

b) Ethanol (95 percent)     : 10 ml

c) Water                            : 100 ml



E-1.5.1 Preparation



Dissolve the safranin in the ethanol then mix with the distilled water. Make up volumetrically to a final volume of 100 ml. When crystal violet is used, the stability of the solution should be verified. For the verification, mix one drop of the crystal violet solution with one drop of iodine solution on a glass slide to see a chemical reaction. If the crystallization is seen on the glass slide, do not use the crystal violet solution. Commercially available Gram stain kits can be used.



E-1.6 Staining Technique



After fixing (for example with a flame) the bacterial film on the microscope slide prepared from a culture 18 h to 24 h, or when the broth is turbid, cover the film with the crystal violet solution. Allow it to react for 1 min. Gently rinse the inclined slide with water for a few seconds. Cover the slide with the iodine solution. Allow it to react for 1 min. Gently rinse the inclined slide with water for a few seconds. Pour gently and continuously a film of ethanol (95 percent) onto the inclined slide over a period of no more than 30 s and until no more of the violet colour is emitted. Gently rinse the inclined slide with water in order to eliminate the ethanol. Cover the slide with the solution of safranin for 1min. Gently rinse the inclined slide with water. Dry the slide.



E-1.7 Interpretation



Examine the slide under the high-power objective (100X) of the microscope after application of oil on the smear. Those bacterial cells which appear blue or violet are termed Gram-positive; those which are coloured dark pink to red are termed Gram-negative.



E-1.7.1 Test for Catalase



E-1.7.1.1 General



The detection of this enzyme, which decomposes hydrogen peroxide (H2O2) into water and oxygen, can be carried out using a broth culture, an agar culture or one single colony on an agar medium.



E-1.7.1.2 From a broth culture



Add to 1 ml of the culture, 0.5 ml of a 10-volume [3 percent (mass fraction)] hydrogen peroxide solution. Observe the occurrence of oxygen bubbles (catalase positive) or absence (catalase negative).



E-1.7.1.3 From an agar medium culture



Cover the culture with 1 ml to 2 ml of a 10-volume [3 percent (mass fraction)] hydrogen peroxide solution. Observe immediately and after 5 min whether or not oxygen bubbles have formed.



E-1.7.1.4 From a colony



Place separately two drops of a 10-volume hydrogen peroxide solution on a microscope slide. Pick off a colony with a sterile glass or plastic rod (especially not a metallic wire) and gently emulsify it in one of the two drops. Observe immediately and over several minutes (at least 1 min) whether or not oxygen bubbles have formed. In the event of doubt, cover each of the drops with a cover slide and compare the occurrence of bubbles under both cover slides. The observation can be conducted macroscopically or using a low magnification microscope.



E-1.7.2 Test for Oxidase



E-1.7.2.1 General



The detection of oxidase is carried out by the change in colour of a compound at the time of oxidation under the action of this enzyme.



E-1.7.2.2 Reagent (Composition) 



N,N,N',N'-Tetramethyl-3-p- phenylenedia-amine	: 1.0 g

dihydrochloride (C10H16N2.2HCl)

Water                                 				: 100 ml





E-1.7.2.3 Preparation



Dissolve the reagent in cold water. Prepare the reagent immediately prior to use. Commercially available disks or sticks may be used. In this case, follow the manufacturer’s recommendations.



E-1.7.2.4 Technique



Moisten a piece of filter paper with the reagent. Take a sample of the bacterial culture obtained from an agar medium using a platinum wire or a glass or plastic rod (a nickel/chrome wire gives false positive) and deposit it on the moistened filter paper.



E-1.7.2.5 Interpretation of the result



In the case of the presence of oxidase, a violet to purple colour appears within a period of between 5 s and 10 s. If the colour has not changed within 10 s, the test is considered as being negative.



A number of new technologies that enable rapid testing and staining are available. Standard prevalidated products from reputed manufacturers may be used as alternative test method for some of the above test.





ANNEX F

(Foreword)

BIBLIOGRAPHY
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Microsoft_Word_Document12.docx
FORMAT FOR SENDING COMMENTS ON BIS DOCUMENTS



Doc. No.: Bis standard			           		TITLE: IS 14648 : 2022 MICROBIOLOGICAL EXAMINATION OF COSMETICS AND COSMETIC RAW MATERIALS – METHODS OF TEST





NAME OF THE COMMENTATOR/ORGANIZATION: Indian Beauty and Hygiene Association (IBHA)

		Sl. 

No. 

		Clause/Subclause/ 

para/table/fig. 

No. commented 

		Commentator/ 

Organization/ 

Abbreviation 

		Type of Comments 

(General/Editorial/ Technical) 

		Justification

		Proposed Change



		1

		Foreword

		IBHA

		General

		Not required to add dilution ratio in the list of changes proposed

		Remove the statement on dilution ratio recommendation in point no.d)



		2

		Foreword 

		IBHA

		General

		Terminology used commonly to be referred to 

		Replace the word fungal with yeast and mould count in point no. e)



		3

		Foreword 

		IBHA

		Technical

		Due to updation of section 5.4.1- Neutralizer validation

		Inclusion of point h) & i)



		4

		Clause 3, section 3.1- General recommendations 

		IBHA

		Technical

		Conditions for sample hold time to be specified 

		Add ‘Time which elapses between end of the preparation and the moment which the inoculum comes into contact with the culture medium should not be more than 45 mins’ 



		5

		Clause 4 – Microbiological risk analyses

		IBHA

		Technical

		Inclusion of more criteria and modification of existing criteria to make a stringent risk mitigation list

		a)  Water activity          (≤ 0.75);

b) pH ≤ 3 and ≥10);



c) Alcohol content (≥ 20 percent);



d) Filling temperature (≥ 65°C);



e) Anhydrous products



f) Raw materials which create a hostile environment (strong oxidizing agents like hydrogen peroxide or reducing agents, polar organic solvents such as ethyl acetate, butyl acetate, oxidizing dyes, aluminum chlorohydrate and related salts etc); and



		6

		Clause 5, section 5.3.1-Neutralizing diluents

		IBHA

		General

		Suggest to add provision for inclusion of any validated other neutralizer apart from D/E broth.

		Add statement ‘Any other neutralizing diluent may be used to prepare the initial suspension if it has been checked and validated’.





		7

		Clause 5, section 5.4-Validation

		IBHA

		Technical

		Need for including section on detailed validation procedure

		Add details on neutralizer validation procedure. 

ANNEXURE A enclosed



		8

		Clause 5, section 5.4.1-Neutralizer Validation

		IBHA

		Technical

		Modification of test procedure details

		Remove other tests for neutralizer toxicity, culture viability and product control.



		9

		Clause 5, section 5.4.1-Neutralizer Validation

		IBHA

		Technical

		 Addition of statement on possibility of no suitable neutralizer available for select range of products

		Add ‘If no suitable neutralizing method can be found, it can be assumed that the failure to isolate the inoculated organism is attributable to the microbicidal activity of the product. This information serves to indicate that the article is not likely to be contaminated with the given species of the microorganism. However, it is possible that the product inhibits only some of the microorganisms specified herein, but does not inhibit others not included among the test strains or those for which the latter are not representative. Then, perform the test with the highest dilution factor compatible with microbial growth and the specific acceptance criterion’.





		10

		Clause 5, section 5.6-Procedure — Preparation of the Initial Suspension

		IBHA

		Technical

		Specify the dilution ratio for better clarity

		Mention dilution ratio range and recommended large volume size



		11

		Clause 5, section 5.7-Plate count methods, subsection 5.7.2-Surface plate count

		IBHA

		General

		Plating Volume mentioned

		Add statement ‘Add not less than 0.1 ml of the initial suspension and/or sample dilution prepared’



		12

		Clause 5, section 5.7-Plate count methods, subsection 5.7.4-Incubation

		IBHA

		Technical

		a) Incubation for fungi

b) Plate refrigeration conditions

		a) Yeast and mould enumeration incubation to be done at 20°C to 27°C for 3 to 7 days 

b) Plates to be stored at 8°C for max upto 48 hours



		13

		Clause 5, section 5.7-Plate count methods, subsection 5.7.4-Colony counts

		IBHA

		Technical

		a) TAMC limits

b) Note on colony count criteria

		a) TAMC: 25-300*

b) Add (i) However for individual colony counts of specific organisms e.g. moulds like Aspergillus niger, 8-80 colonies can be considered. 

(ii) In case there are less number of colonies than mentioned above, then the result may be reported as < lower limit of colonies (e.g. <15) and other dilution to be tried. ) 

(iii) * If the plate has too many colonies showing matt growth then a range of 25-250 colonies can be considered for TAMC count.



		14

		Clause 5.7.5 Colony Count

 Note

		IBHA

		Technical

		Note for colony count

		(i) However for individual colony counts of specific organisms e.g. moulds like Aspergillus niger, 8-80 colonies can be considered. 

(ii) In case there are less number of colonies than mentioned above, then the result may be reported as < lower limit of colonies (e.g. <15) and other dilution to be tried.



		15

		Clause 5.8.3

Method of Calculation for Plate Count

		IBHA

		Technical

		Inclusion of example

		Example of expression of results to be included based on ISO or other reference standards



		16

		Clause 6 methods for detection of specific organisms

		IBHA

		General

		Inclusion of other general methods for identification of organisms.

		Add ‘Other validated identification tests e.g. MSID or DNA sequencing may also be used wherever appropriate’.



		17

		Clause 6, section 6.1 Preparation of the Initial Suspension in the Enrichment Broth

		IBHA

		Editorial

		Addition of dilution ratio and large volume size

		Add dilution ratio 1:10 and larger volume size as 10g recommended for plate counts

Statement

(Ratio 1: 9 is recommended, larger volumes may be allowed as and if needed)



		18

		Clause 6.4

Pseudomonas aeruginosa 



Note 2

		IBHA

		Typographical

		To be done italics

		To be mentioned as Pseudomonas aeruginosa



		19

		Clause 6.4

Pseudomonas aeruginosa

		IBHA

		General

		Typographical error in produce

		It should be  mentioned produce



		20

		Clause 6.5

Escherichia coli

		IBHA

		Typographical

		To be done italics

		To be mentioned as Escherichia coli



		21

		Clause 6.6

Staphylococcus aureus

		IBHA

		Typographical

		To be done italics

		To be mentioned as Staphylococcus aureus



		22

		Clause 6.6.4.1

Isolation

		IBHA

		Technical

		Inclusion of additional agar mediums

		Using a sterile loop, streak an aliquot of the incubated enrichment broth on surface of Baird Parker/Mannitol salt agar/Vogel Johnson agar medium in order to obtain isolated colonies. Invert the petri dish and then incubate at 32.5 ± 2.5°C for at least 24 h (maximum 48 h).



		23

		Clause 6.7

Candida albicans

		IBHA

		Typographical

		To be done italics

		To be mentioned as Candida albicans



		24

		Clause 7.0

		IBHA

		Technical

		Addition of alternate rapid test method/s for detection

		Add Principle for ADENOSINE TRIPHOSPHATE BIOLUMINESCENCE : This is  Celsis Rapid Sterility Method which is a growth-based sterility test & it detects microbial contamination based on the presence of microbial Adenosine triphosphate (ATP) in a sample. It a well-established technology with luminometers and reagents available from multiple instrument manufacturers. The energy from living cells is stored as ATP and can be measured as light when exposed to luciferase from the American firefly. Each ATP molecule consumed by luciferase produces 1 photon of light. The result detected by a luminometer is typically expressed in relative light units (RLU) and is instrument, reagent, and organism dependent. The ATP content of different microorganisms ranges from 2 to 4 × 10−18 mole/cfu for gram-negative bacteria, 5 to 8 × 10−18 mole/cfu for gram-positive bacteria, and 300 to 800 × 10−18 mole/cfu for fungi (6). Given the high signal-to-noise ratio of the measurement and the background ATP in microbiological culture media, the microbiologically relevant instrument detection limit in broth is in the order of 5000 RLU equivalent to approximately 103 cfu. This LOD will detect the presence of microorganisms at levels which are 3–4 logs less within an aliquot of the media than that is required for visual detection of growth in the media. For a rapid microbial test for the release of sterile short-life products, an enrichment culture either in liquid media to reach a threshold ATP level or on a membrane filter on solid media for the formation of microbial colonies could be used with an incubation time of 2–7 days.





		25

		Annex A – Table on microbial limits

		IBHA

		Technical

		

Hair care

Rinse off: Shampoos, conditioners, gels, and other similar hair preparations



Leave on: Hair creams, gel, conditioners, masks, wax and other similar hair preparations

		Separate the hair care products into rinse off and leave on categories and mention specific microbial limits for each.



Remove requirement for pathogen test limits.

Addition of comment *Although exempted from testing, it is on the discretion of the individual manufacturer whether or not to perform these tests basis the formulation* below table.





To maintain previous microbial limits of TVC, yeast and mould and pathogens.



		26

		Annex A – Table on microbial limits

		IBHA

		Technical

		Skin care: Skin creams, lotions, skin powders, gels, facewashes, shave products (shaving lotions, creams, after shave lotions, gels etc.) and other similar preparations.

		Limits proposed as TVC: 1000 max, yeast and mould count: 100 max, gram negative pathogens, S. aureus and C. albicans absent per gram. 



		27

		Annex A – Table on microbial limits

		IBHA

		Technical

		Toiletries: Body washes, body scrubs, soaps, bathing bars and other similar preparations

		Remove requirement for pathogen test limits.





		28

		Annexure A

		IBHA

		Technical

		As per ISO 17516 

		Baby cream, lotion, shampoo, head to toe wash, baby oils etc has been changed to 

Total viable count (cfu/g) – from 200 to 100 max

Yeast & mould count (cfu/g)– from 20 to 10 max



		29

		Annexure A

NOTE 2

		IBHA

		Technical

		As per ISO 17516 & USP 35 -<61>

		Note 2 — Due to inherent variability of the plate count method, result considered out of limit if 

a ≥ 2 × 102 CFU/g or ml, 

b ≥ 2 × 103 CFU/g or ml 

These to be explained with example





		30

		Annex B – Table on recommended neutralizers for preservatives

		IBHA

		General

		Need to include importance of validation even for a universal diluent like D/E broth.

		Add statement ‘However it needs to be validated by appropriate methods wherever applicable’.



		31

		Annexure C

Flow diagram

		IBHA

		General

		Missing value  

		‘Complies’ to be mentioned below boxes mentioning <Limit. Species name italics. Chart redrawn



		32

		Annexure D

D2.8.1 Composition

Table

		IBHA

		General

		Typographical error

		Crystal violet to be deleted



		33

		Annexure D

D2.9.1 Composition

Table

		IBHA

		General

		Typographical error

		Cetyltrimethy lammonium bromide to be mentioned as Cetyltrimethyl ammonium bromide



		34

		Annexure E

E-1.7.1.1

General

		IBHA

		Editorial

		Typographical error

		H2O2 to be mentioned as H2O2



		35

		Annexure E

E-1.7.2.2

Reagent (Composition) 



		IBHA

		Editorial

		Typographical error

		Correct name 

N,N,N',N'-Tetramethyl-3-p- phenylenedia-amine	: 1.0 g

dihydrochloride (C10H16N2.2HCl)
















ANNEXURE A

Neutralization Validation for products:

This procedure is a recommended practise to ensure that the neutralising media chosen is appropriate to deliver adequate neutralisation of the preservative system within the product. If a neutralising media is found to be ineffective then repeats tests must be completed to find a suitable neutralising media. 



1. Select inocula of one gram positive (S. aureus ATCC 6538) & gram negative (P. aeruginosa ATCC 9027) for the product being tested. We can include C. albicans ATCC 10231 / A. niger ATCC 16404 as reference test organism as it is included as one of the test organisms for enrichment. 



2. Prepare a dilution of the product in the neutralising diluent being evaluated following the procedure specific for the product. For example 1:10 or 1:100 product to neutralising diluent ratio. 



3. Allow to stand for 10- 15 minutes to achieve adequate neutralisation of preservative system.



4. Inoculate test samples to achieve approximately 102 – 103 cfu/ml &/or 100 to 500 cfu/ml.



5. Pipette 1.0 ml of the first dilution of the test sample directly into a petri dish. Make further serial dilutions and plate out.



6. Prepare a positive control (Culture control) with the neutralising diluent and water in place of the test product. Follow same procedure as test product control for positive control.



6. Over-pour plates, with 18-20 ml of appropriate agar, swirl gently to mix and allow to harden. 



7. Invert and incubate plates at the temperature and time as 24-48 hrs at 32.5±2.5°C



Acceptance Criteria: Organism counts recovered from the product in neutralising diluent should be within 50% of the positive control count for the results to be valid. If the results are not valid, the use of additional neutralisers or a larger volume of diluent should be tried to achieve adequate neutralisation.



As per ISO 21149- Along with inocula, growth characteristics on Culture control is compared to growth observed on Validated (test) plates. --- We can ADD comments on this basis for statement if required for acceptance criteria. 







Reference document: ISO 21149 & ISO 16212

Note: Test media requirements & other miscellaneous requirements shall be included once test method is finalized.
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Microsoft_Word_Document13.docx
FORMAT FOR SENDING COMMENTS ON BIS DOCUMENTS

(Please use A4 size sheet of paper only and type within fields indicated. Comments on each clauses/sub-clauses/table/fig. etc. be started on a fresh box. Information in Column 5 should include reasons for the comments and Column 6 for suggestions for modified wording of the clauses when the existing text is found not acceptable. Adherence to this format facilitates Secretariat’s work)

Doc. No. / IS No.:  PCD 19(19476)	

Doc. Title: FACE WASH — SPECIFICATION

		Sl. No.







(1)

		Clause/Sub-clause/ para/table/fig. No. commented





2)

		Commentator/

Organization/

Abbreviation





(3)

		Type of Comments

(General/Editorial/ Technical)



(4)

		Justification









(5)

		Proposed change/Suggestions







(6)



		i) 

		Clause 3.1

1

		Ms Shilpa Vora

		Technical

		Few face washes can contain additional visual cues, hence propose to add additional description.

		Add below statement in description:

“Additionally, face wash may or may not contain scrubs /exfoliators/any other visual cues”. 







		ii) 

		Clause 3.3

Table 1

		

		Technical

		Few Facewashes are mix of Soap-syndet hence it is required to consider the same in the table. Also, since all the parameter except pH are same for both the type of facewashes, suggest to consolidate the requirement in one table to avoid confusion.

		Suggest consolidating the requirements in one column since, all the parameters except pH remains same. For the pH parameter, suggestion to include the following.

a. For surfactant based facewash, pH = 3.0 – 9.0.

b. 

[bookmark: _MON_1785662088]For Soap based facewash or soap-surfactant (syndet) based facewash, pH = 6.0 – 11.0. 





		iii) 

		Clause 3.3

1

		

		Editorial

		Typing error

		Typographical error in the clause 3.3 statement- Need to refer to correct numbering of columns in Table 1







		iv) 

		all

		

		Technical

		IBHA comments shared in attached file on several points, inclduing description, pH and the table of requirements. 

		Refer attached file for details of our porposal. 
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COMMENTS ON BIS DOCUMENTS (WC DRAFTS)





Doc. No.: PCD 19 (19476) WC TITLE: FACE WASH- SPECIFICATION





NAME OF THE COMMENTATOR/ORGANIZATION: MARICO LTD.





			Sl.


No. (1)


			Clause/Subclaus e/


para/table/fig. No. commented (2)


			Comment ator/ Organizati on/


Abbreviat ion


(3)


			Type	of


Comments (General/Edito rial/ Technical)


(4)


			Justification


(5)


			Proposed change (6)





			1


			Clause 3.1 Description


			Marico Ltd.


			Technical


			Few face washes can contain additional visual cues, hence propose to add additional


description.


			Add	below	statement	in description:


“Additionally, face wash may or may	not	contain	scrubs


/exfoliators/any	other	visual cues”.





			2


			Clause 3.3


Table 1


			Marico Ltd.


			Technical


			Few Facewashes are mix of Soap-syndet hence it is required to consider the same in the table.


Also, since all the parameter except pH are same for both the type of facewashes, suggest to consolidate the requirement in one table to avoid confusion.


			Suggest consolidating the requirements in one column since, all the parameters except pH remains same. For the pH parameter, suggestion to include the following.


a. For surfactant based facewash, pH = 3.0 – 9.0.


b. For Soap based facewash or	soap-surfactant (syndet) based facewash, pH = 6.0 – 11.0.





			3


			Clause 3.3


			Marico Ltd.


			Editorial


			Typing error


			1. Typographical error in the	clause 3.3


statement- Need to refer to correct numbering of columns in Table 1.
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LAST DATE OF COMMENTS: 28th Oct, 2023





NAME OF THE COMMENTATOR/ORGANIZATION:	IBHA





			Sl.


No. (1)


			Clause/Subclaus e/ para/table/fig.


No. commented (2)


			Comment ator/ Organizat ion/ Abbreviat ion


(3)


			Type of Comments (General/Edito rial/ Technical)


(4)


			Justification


(5)


			Proposed change (6)





			1


			Clause 3.1


			IBHA


			Technical


			The description


			Change to:


Face wash is a topical preparation intended for application on skin for the purpose of cleansing.


Additionally, face wash may or may not contain scrub particles


/exfoliators/any other visual cues





			


			


			


			


			needs revision


			





			


			


			


			


			as proposed.


			





			


			


			


			


			1. Facewash can


			





			


			


			


			


			be in a watery


			





			


			


			


			


			liquid form as


			





			


			


			


			


			well. Due to


			





			


			


			


			


			which calling it


			





			


			


			


			


			out as viscous


			





			


			


			


			


			will be limiting


			





			


			


			


			


			to the facewash


			














			


			


			


			


			formulation.


2. By definition, broken skin refers to dry/chapped/ flaky skin. However, there exist products in market which are intended for use for sensitive, dry skin. Hence, it is proposed to remove the word “unbroken” from the description.


3. Few face washes can contain additional visual ques, hence propose to modify the


description.


			





			2


			Table 1, Sr. ii,


			IBHA


			Technical


			IS 16913 is not an alternate for total heavy metal as lead. The method is only for estimation of


individual heavy


			IS 16913 is for individual heavy metals hence, requesting BIS to reconsider inclusion of this standard as an alternate.














			


			


			


			


			metals (Arsenic, Cadmium, Lead and Mercury). Hence it is not an alternate


method for analysis.


			





			3


			Clause 3.3


Table 1


			IBHA


			Technical


			Few Facewashes are mix of Soap-syndet hence it is required to consider the same in the table.


Also, since all the parameter except pH are same for both the type of facewashes, suggest to consolidate the requirement in one table to avoid


confusion.


			Suggest to consolidate the requirements in one column since, all the parameters except pH remains same. For the pH parameter, suggestion to include the following.


a. For surfactant based facewash, pH = 3.0 – 9.0.


b. For Soap based facewash or	soap-surfactant (syndet) based facewash, pH = 6.0 – 11.0.





			4


			Clause 3.3


			IBHA


			Editorial


			Typographical error in the clause 3.3 statement- Need to refer to correct numbering	of


columns in Table 1.


			Change to: The Face wash shall also comply with the requirements given in Table 1 when tested according to the methods referenced in col 5


and 6 of Table 1.
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			Technical
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BUREAU OF INDIAN STANDARDS

DRAFT FOR COMMENTS ONLY

(Not to be reproduced without permission of BIS or used as an Indian Standard)

Draft Indian Standard



FACE WASH — SPECIFICATION



(ICS 71.100.70)





Cosmetics Sectional Committee,	Last date for Comments: PCD 19		28 October 2023



FOREWORD

(Formal clauses will be added later)



Face wash is a cosmetic product designed to meet hygiene needs of facial skin. Pollution, dust, dirt and excess oil all cause the face to get dirty, clogging pores and giving the skin a dull appearance. Cleansing the skin rids it of impurities, allowing it to breathe so that it can regain its natural balance. Right facial cleansing is essential every day. This is a well-recognized basic consumer need across countries including developing ones.



The composition of the Committee, responsible for the formulation of this standard is given at Annex D (will be added later).



For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision).’ The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.



1 SCOPE



This standard prescribes the requirements and the methods of sampling and test for Face wash.



2 REFERENCES



The standards which are necessary adjuncts to this standard are listed below. All standards are subject to revision, and parties to agreements based on this standard are encouraged to investigate the possibility of applying the most recent editions of the standard:



		Indian/ International Standard No.

		Title



		IS 2088 : 2023

		Methods for determination of arsenic (Third Revision)





 (
Doc.
 
No.: PCD 19
 
(19476)
 
WC
August 2023
)





		IS 3958 : 2021

		Methods of sampling cosmetics (Second Revision)



		IS 4011 : 2018

		Methods of test for safety evaluation of cosmetics (Third Revision)



		IS 4707

		Classification of cosmetic raw materials and adjuncts



		(Part 1) : 2020

		Colourants (Fourth Revision)



		(Part 2) : 2017

		List of raw materials generally not recognized as safe for use in cosmetics (Fourth Revision)



		IS 14648 : 2011

		Microbiological examination of cosmetics and cosmetic raw materials — Methods of test (Second Revision)



		IS 16913 : 2018

		Methods of test for cosmetics — Determination of heavy metals (Arsenic, Cadmium, Lead and Mercury) by Atomic Absorption Spectrometry (AAS)







REQUIREMENTS



3.1 Description — Face wash is a viscous topical preparation intended for application on unbroken skin.



3.2 Ingredients



3.2.1 Unless specified otherwise, all the raw materials used in the manufacture of Face wash shall conform to the requirements prescribed in the relevant Indian Standards where such standards exist.



3.2.2 All ingredients of Face wash shall comply with the provisions of IS 4707 (Part 1) and IS 4707 (Part 2) subject to the provisions of the Drugs and Cosmetics Act, 1940 and Rules framed there under.



3.2.3 For safety evaluation of novel ingredients used in formulation of Face wash, it shall comply to IS 4011.



3.3 The Face wash shall also comply with the requirements given in Table 1 when tested according to the methods referenced in col 3 and 4 of Table 1.



Table 1 Requirements for Face Wash



(Clause 3.3)



		Sl,

No.

		Characteristic

		Requirement for Surfactant based face wash

Type-1

		Requirement for soap based face wash

Type II

		Method of Test Ref to Annex/ IS



		(1)

		(2)

		(3)

		(4)

		(5)

		(6)



		i)

		pH at (27 ± 2)ºC

		3.0 to 9.0

		7.0 to 11.0

		A

		IS 2711









		ii)

		Heavy metals (as lead), parts per million, Max1)

		20

		20

		B

		IS 16913



		iii)

		Arsenic (as As2O3), parts per million,

Max2)

		2

		2

		C

		IS 16913

or IS 17495



		iv)

		Mercury, parts per million, Max

		1

		1

		

--

		IS 16913

or IS 17495



		v)

		Microbial limit

		

		



		

		a) Total microbial

count, CFU/g, Max

		1000

		1000

		IS 14648



		

		b) Yeast and mould

count, CFU/g, Max

		100

		100

		IS 14648



		

		c) Escherichia coli,

per gram

		Absent

		Absent

		IS 14648



		

		d) Pseudomonas

aeruginosa, per gram

		Absent

		Absent

		IS 14648



		

		e) Staphylococcus

aureus, per gram

		Absent

		Absent

		IS 14648



		

		f) Candida albicans,

per gram

		Absent

		Absent

		IS 14648



		NOTES

1) In the event of any dispute, Colorimetric method mentioned in Annex B would be treated as referee method.

2) In the event of any dispute, Colorimetric method mentioned in Annex C would be treated as referee method.









4. PACKING AND MARKING



4.1 Packing



The face wash shall be packed in suitable well-closed containers.



4.2 Marking



The containers shall be legibly marked with the following information:

a) Name of the material;

b) Manufacturer’s name and its recognized trade-mark, if any;

c) Net content;

d) Batch number;

e) Use before or expiry date as per statutory requirements;

f) List of ingredients, as per statutory requirements;

g) Any other information required by statutory authorities.



4.3 BIS Certification Marking



The product(s) conforming to the requirements of this standard may be certified as per the conformity assessment schemes under the provisions of the Bureau of Indian Standards Act,



2016 and the Rules and Regulations framed thereunder, and the products may be marked with the Standard Mark.



5 SAMPLING



5.1 Representative samples of the product shall be drawn as prescribed in IS 3958.



5.2 Test for all characteristics shall be carried out on the composite sample.



5.3 The product shall be taken to have confined to the specification if the composite sample passes all the tests.



6 QUALITY OF REAGENTS



6.1 Unless specified otherwise, pure chemicals and distilled water [see IS 1070 : 1992 ‘Reagent grade water (third revision)’] shall be employed in tests.



NOTE — 'Pure chemicals' shall mean chemicals that do not contain impurities which affect the result of analysis.



ANNEX A

[Table 1, Sl. No. (ii)]

DETERMINATION OF pH



A-1 APPARATUS



A pH meter, preferably equipped with a glass electrode.



A-2 PROCEDURE



Take 10 g of the material in a 150 ml beaker and add 90 ml of freshly boiled and cooled water. Stir well to make a through suspension. Determine the pH of the suspension using a pH meter within 5 min of making the suspension. In case of a material which does not wet, the pH shall be determined on the filtrate.



ANNEX B

[Table 1, S1 No. (ii)]

TEST FOR HEAVY METALS B-1 OUTLINE OF THE METHOD

The colour produced with hydrogen sulphide solution is matched against that obtained with standard lead solution.



B-2 APPARATUS



B-2.1 Nessler Cylinders ― 50-ml capacity.



B-3 REAGENTS



B-3.1 Dilute Hydrochloric Acid ― Approximately 5 N.





B-3.2 Dilute Acetic Acid ― Approximately 1 N.



B-3.3 Hydrogen Sulphide Solution ― Standard.



B-3.4 Standard Lead Solution ― Dissolve 1.600 g of lead nitrate in water and make up the solution to 1 000 ml. Pipette out 10 ml of the solution and dilute again to 1 000 ml with water. One milliliter of this solution contain 0.01 mg of lead (as Pb).



B-4 PROCEDURE



B-4.1 Weigh about 2.000 g of material in a crucible and heat on a hot plate and then in a muffle furnace to ignite it at 600°C to constant mass. Add 3 ml of dilute hydrochloric acid, warm (wait till no more dissolution occurs) and make up the volume to 100 ml. Filter the solution. Transfer 25 ml of the filtrate into a Nessler’s cylinder. In the second Nessler’s cylinder, add 2 ml of dilute acetic acid, 1.0 ml of standard lead solution and make up the volume with water to 25 ml.



B-4.2 Add 10 ml of hydrogen sulphide solution to each Nessler cylinder and make up the volume with water to 50 ml. Mix and allow to stand for 10 min. Compare the colour produced in the two Nessler’s cylinders. Blank determination without samples are recommended to avoid errors arising out of reagents.



B-5 RESULTS



The sample may be taken to have passed the test, if the colour developed in the sample solution is less than that of standard solution.



ANNEX C

[Table 1 S1 No. (iii)]

DETERMINATION OF ARSENIC C-1 OUTLINE OF THE METHOD

Arsenic present in a solution of the material is reduced to arsine, which is made to react with mercuric bromide paper. The stain produced is compared with a standard stain.



C-2 REAGENTS



C-2.1 Mixed Acid ― Dilute one volume of concentrated sulphuric acid with four volumes of water. Add 10 g of sodium chloride for each 100 ml of the solution.



C-2.2 Ferric Ammonium Sulphate Solution



Dissolve 64 g of ferric ammonium sulphate in water containing 10 ml of mixed acid and make up to one liter.



C-2.3 Concentrated Hydrochloric Acid [see IS 265 : 1993 ‘Hydrochloric acid — Specification (fourth revision)’]



C-2.4 Stannous Chloride Solution ― Dissolve 80 g of stannous chloride (SnCl2.2H2O) in 100 ml of water containing 5 ml of concentrated hydrochloric acid.



C-3 PROCEDURE



Carry out the test as prescribed in IS 2088, adding into the Gutzeit bottle, 2 ml of ferric ammonium sulphate solution, 0.5 ml of stannous chloride solution and 25 ml of sample solution as prepared in B-4.1.



For comparison, prepare a stain using 0.001 mg of arsenic trioxide.
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BUREAU OF INDIAN STANDARDS

DRAFT FOR COMMENTS ONLY

(Not to be reproduced without permission of BIS or used as an Indian Standard)

Draft Indian Standard



FACE AND BODY SCRUB— SPECIFICATION



(ICS 71.100.70)





Cosmetics Sectional Committee,	Last date for Comments: PCD 19		28 October 2023



FOREWORD

(Formal clauses will be added later)



Scrubs are cosmetic formulations which contains exfoliates, that helps in removing surface impurities from the outer layer of the skin.



The composition of the Committee, responsible for the formulation of this standard is given at Annex D (will be added later).



For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision).’ The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.



1 SCOPE



This standard prescribes the requirements and the methods of sampling and test for Face Scrub, Body Scrub



2 REFERENCES



The standards which are necessary adjuncts to this standard are listed below. All standards are subject to revision, and parties to agreements based on this standard are encouraged to investigate the possibility of applying the most recent editions of the standard:



		Indian/ International Standard No.

		Title



		IS 2088 : 2023

		Methods for determination of arsenic (Third Revision)



		IS 3958 : 2021

		Methods of sampling cosmetics (Second Revision)



		IS 4011 : 2018

		Methods of test for safety evaluation of cosmetics (Third Revision)





 (
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19(19479)
 
WC
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)





		IS 4707

		Classification of cosmetic raw materials and adjuncts



		(Part 1) : 2020

		Colourants (Fourth Revision)



		(Part 2) : 2017

		List of raw materials generally not recognized as safe for use in cosmetics (Fourth Revision)



		IS 14648 : 2011

		Microbiological examination of cosmetics and cosmetic raw materials — Methods of test (Second Revision)



		IS 16913 : 2018

		Methods of test for cosmetics — Determination of heavy metals (Arsenic, Cadmium, Lead and Mercury) by Atomic Absorption Spectrometry (AAS)







REQUIREMENTS



3.1 Description — Face & Body Scrub is a topical preparation intended for application on unbroken skin.



3.2 Ingredients



3.2.1 Unless specified otherwise, all the raw materials used in the manufacture of Face Scrub, Body Scrub shall conform to the requirements prescribed in the relevant Indian Standards where such standards exist.



3.2.2 All ingredients of Face Scrub, Body Scrub shall comply with the provisions of IS 4707 (Part 1) and IS 4707 (Part 2) subject to the provisions of the Drugs and Cosmetics Act, 1940 and Rules framed there under.



3.2.3 For safety evaluation of novel ingredients used in formulation of Face Scrub, Body Scrub, it shall comply to IS 4011.



3.3 The Face Scrub, Body Scrub shall also comply with the requirements given in Table 1 when tested according to the methods referenced in col 4 of Table 1.



Table 1 Requirements for Face Scrub, Body Scrub



(Clause 3.3)



		Sl,

No.

		Characteristic

		Requirement for

		Method of Test

Ref to Annex/ IS



		(1)

		(2)

		(3)

		(4)

		(5)



		i)

		pH at (27 ± 2)ºC

		3.0 to 10.0

		A

		IS 2711



		ii)

		Heavy metals (as lead),

parts per million, Max1)

		20

		B

		IS 16913



		iii)

		Arsenic (as As2O3), parts per million, Max2)

		2

		C

		IS 16913 or

IS 17495



		iv)

		Mercury, parts per

million, Max

		1

		--

		IS 16913 or

IS 17495



		v)

		Microbial limit

		



		

		a) Total microbial count,

CFU/g, Max

		1000

		IS 14648









		

		b) Yeast and mould

count, CFU/g, Max

		100

		IS 14648



		

		c) Escherichia coli, per

gram

		Absent

		IS 14648



		

		d) Pseudomonas

aeruginosa, per gram

		Absent

		IS 14648



		

		e) Staphylococcus

aureus, per gram

		Absent

		IS 14648



		

		f) Candida albicans, per

gram

		Absent

		IS 14648



		NOTES

1) In the event of any dispute, Colorimetric method mentioned in Annex B would be treated as referee method.

2) In the event of any dispute, Colorimetric method mentioned in Annex C would be treated as referee method.







4. PACKING AND MARKING



4.1 Packing



The Face Scrub, Body Scrub shall be packed in suitable well-closed containers.



4.2 Marking



The containers shall be legibly marked with the following information:

a) Name of the material;

b) Manufacturer’s name and its recognized trade-mark, if any;

c) Net content;

d) Batch number;

e) Use before or expiry date as per statutory requirements;

f) List of ingredients, as per statutory requirements;

g) Any other information required by statutory authorities.



4.3 BIS Certification Marking



The product(s) conforming to the requirements of this standard may be certified as per the conformity assessment schemes under the provisions of the Bureau of Indian Standards Act, 2016 and the Rules and Regulations framed thereunder, and the products may be marked with the Standard Mark.



5 SAMPLING



5.1 Representative samples of the product shall be drawn as prescribed in IS 3958.



5.2 Test for all characteristics shall be carried out on the composite sample.



5.3 The product shall be taken to have confined to the specification if the composite sample passes all the tests.



6 QUALITY OF REAGENTS



6.1 Unless specified otherwise, pure chemicals and distilled water [see IS 1070 : 1992 ‘Reagent grade water (third revision)’] shall be employed in tests.

NOTE — 'Pure chemicals' shall mean chemicals that do not contain impurities which affect the result of analysis.



ANNEX A

[Table 1, Sl. No. (ii)]

DETERMINATION OF pH



A-1 APPARATUS



A pH meter, preferably equipped with a glass electrode.



A-2 PROCEDURE A-2.1

Take 10 g of the material in a 150 ml beaker and add 90 ml of freshly boiled and cooled water. Stir well to make a through suspension. Determine the pH of the suspension using a pH meter within 5 min of making the suspension. In case of a material which does not wet, the pH shall be determined on the filtrate.



ANNEX B

[Table 1, S1 No. (ii)]

TEST FOR HEAVY METALS B-1 OUTLINE OF THE METHOD

The colour produced with hydrogen sulphide solution is matched against that obtained with standard lead solution.



B-2 APPARATUS



B-2.1 Nessler Cylinders ― 50-ml capacity.



B-3 REAGENTS



B-3.1 Dilute Hydrochloric Acid ― Approximately 5 N.



B-3.2 Dilute Acetic Acid ― Approximately 1 N.



B-3.3 Hydrogen Sulphide Solution ― Standard.



B-3.4 Standard Lead Solution ― Dissolve 1.600 g of lead nitrate in water and make up the solution to 1 000 ml. Pipette out 10 ml of the solution and dilute again to 1 000 ml with water. One milliliter of this solution contain 0.01 mg of lead (as Pb).



B-4 PROCEDURE



B-4.1 Weigh about 2.000 g of material in a crucible and heat on a hot plate and then in a muffle furnace to ignite it at 600°C to constant mass. Add 3 ml of dilute hydrochloric acid, warm (wait till no more dissolution occurs) and make up the volume to 100 ml. Filter the solution. Transfer



25 ml of the filtrate into a Nessler’s cylinder. In the second Nessler’s cylinder, add 2 ml of dilute acetic acid, 1.0 ml of standard lead solution and make up the volume with water to 25 ml.



B-4.2 Add 10 ml of hydrogen sulphide solution to each Nessler cylinder and make up the volume with water to 50 ml. Mix and allow to stand for 10 min. Compare the colour produced in the two Nessler’s cylinders. Blank determination without samples are recommended to avoid errors arising out of reagents.



B-5 RESULTS



The sample may be taken to have passed the test, if the colour developed in the sample solution is less than that of standard solution.



ANNEX C

[Table 1,S1 No. (iii)]

DETERMINATION OF ARSENIC C-1 OUTLINE OF THE METHOD

Arsenic present in a solution of the material is reduced to arsine, which is made to react with mercuric bromide paper. The stain produced is compared with a standard stain.



C-2 REAGENTS



C-2.1 Mixed Acid ― Dilute one volume of concentrated sulphuric acid with four volumes of water. Add 10 g of sodium chloride for each 100 ml of the solution.



C-2.2 Ferric Ammonium Sulphate Solution



Dissolve 64 g of ferric ammonium sulphate in water containing 10 ml of mixed acid and make up to one liter.



C-2.3 Concentrated Hydrochloric Acid [see IS 265 : 1993 ‘Hydrochloric acid — Specification (fourth revision)’]



C-2.4 Stannous Chloride Solution ― Dissolve 80 g of stannous chloride (SnCl2.2H2O) in 100 ml of water containing 5 ml of concentrated hydrochloric acid.



C-3 PROCEDURE



Carry out the test as prescribed in IS 2088, adding into the Gutzeit bottle, 2 ml of ferric ammonium sulphate solution, 0.5 ml of stannous chloride solution and 25 ml of sample solution as prepared in B-4.1.



For comparison, prepare a stain using 0.001 mg of arsenic trioxide.
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BUREAU OF INDIAN STANDARDS

DRAFT FOR COMMENTS ONLY

(Not to be reproduced without permission of BIS or used as an Indian Standard)

Draft Indian Standard





SHOWER GEL (BODY WASH) — SPECIFICATION



(ICS 71.100.70)





Cosmetics Sectional Committee,	Last date for Comments: PCD 19		28 October 2023



FOREWORD

(Formal clauses will be added later)



Shower Gel / Body wash as a cosmetic product has been established in Indian market in recent times. There is an increase in its consumption, both in the local market and the international markets. Products like intimate hygiene wash is not included in this standard as it is not meant to be used on the entire body.



The composition of the Committee, responsible for the formulation of this standard is given at Annex D (will be added later).



For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision).’ The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.



1 SCOPE



This standard prescribes the requirements and the methods of sampling and test for Shower Gel / Body wash.



2 REFERENCES



The standards which are necessary adjuncts to this standard are listed below. All standards are subject to revision, and parties to agreements based on this standard are encouraged to investigate the possibility of applying the most recent editions of the standard:



		Indian/ International Standard No.

		Title



		IS 2088 : 2023

		Methods for determination of arsenic (Third Revision)





 (
Doc.
 
No.: PCD 19
 
(19493)
 
WC
August 2023
)





		IS 3958 : 2021

		Methods of sampling cosmetics (Second Revision)



		IS 4011 : 2018

		Methods of test for safety evaluation of cosmetics (Third Revision)



		IS 4707

		Classification of cosmetic raw materials and adjuncts



		(Part 1) : 2020

		Colourants (Fourth Revision)



		(Part 2) : 2017

		List of raw materials generally not recognized as safe for use in cosmetics (Fourth Revision)



		IS 14648 : 2011

		Microbiological examination of cosmetics and cosmetic raw materials — Methods of test (Second Revision)



		IS 16913 : 2018

		Methods of test for cosmetics — Determination of heavy metals (Arsenic, Cadmium, Lead and Mercury) by Atomic Absorption Spectrometry (AAS)







REQUIREMENTS



3.1 Description — Shower Gel/Body wash is a topical preparation intended for application on unbroken skin.



3.2 Ingredients



3.2.1 Unless specified otherwise, all the raw materials used in the manufacture of Shower Gel

/ Body wash shall conform to the requirements prescribed in the relevant Indian Standards where such standards exist.



3.2.2 All ingredients of Shower Gel/ Body wash shall comply with the provisions of IS 4707 (Part 1) and IS 4707 (Part 2) subject to the provisions of the Drugs and Cosmetics Act, 1940 and Rules framed there under.



3.2.3 For safety evaluation of novel ingredients used in formulation of Shower Gel/Body wash, it shall comply to IS 4011.



3.3 The Shower Gel/Body wash shall also comply with the requirements given in Table 1 when tested according to the methods referenced in col 3 and 4 of Table 1.



Table 1 Requirements for Shower Gel/ Body wash



(Clause 3.3)



		Sl,

No.

		Characteristic

		Requirement for Surfactant based Shower Gel/Body wash Type-1

		Requirement for soap based Shower Gel/Body wash

Type II

		Method of Test Ref to Annex/ IS



		(1)

		(2)

		(3)

		(4)

		(5)

		(6)



		i)

		pH at (27 ± 2)ºC

		4.0 to 8.0

		7.0 to 10.5

		A

		IS 2711









		ii)

		Heavy metals (as lead), parts per million, Max1)

		20

		20

		B

		IS 16913



		iii)

		Arsenic (as As2O3), parts per million,

Max2)

		2

		2

		C

		IS 16913

or IS 17495



		iv)

		Mercury, parts per million, Max

		1

		1

		--

		IS 16913

or IS 17495



		v)

		Microbial limit

		

		



		

		a) Total microbial

count, CFU/g, Max

		1000

		1000

		IS 14648



		

		b) Yeast and mould

count, CFU/g, Max

		100

		100

		IS 14648



		

		c) Escherichia coli,

per gram

		Absent

		Absent

		IS 14648



		

		d) Pseudomonas

aeruginosa, per gram

		Absent

		Absent

		IS 14648



		

		e) Staphylococcus

aureus, per gram

		Absent

		Absent

		IS 14648



		

		f) Candida albicans,

per gram

		Absent

		Absent

		IS 14648



		NOTES

1) In the event of any dispute, Colorimetric method mentioned in Annex B would be treated as referee method.

2) In the event of any dispute, Colorimetric method mentioned in Annex C would be treated as referee method.









4. PACKING AND MARKING



4.1 Packing



The Shower Gel/Body wash shall be packed in suitable well-closed containers.



4.2 Marking



The containers shall be legibly marked with the following information:

a) Name of the material;

b) Manufacturer’s name and its recognized trade-mark, if any;

c) Net content;

d) Batch number;

e) Use before or expiry date as per statutory requirements;

f) List of ingredients, as per statutory requirements;

g) Any other information required by statutory authorities.



4.3 BIS Certification Marking



The product(s) conforming to the requirements of this standard may be certified as per the conformity assessment schemes under the provisions of the Bureau of Indian Standards Act,



2016 and the Rules and Regulations framed thereunder, and the products may be marked with the Standard Mark.







5 SAMPLING



5.1 Representative samples of the product shall be drawn as prescribed in IS 3958.



5.2 Test for all characteristics shall be carried out on the composite sample.



5.3 The product shall be taken to have confined to the specification if the composite sample passes all the tests.



6 QUALITY OF REAGENTS



6.1 Unless specified otherwise, pure chemicals and distilled water [see IS 1070 : 1992 ‘Reagent grade water (third revision)’] shall be employed in tests.



NOTE — 'Pure chemicals' shall mean chemicals that do not contain impurities which affect the result of analysis.



ANNEX A

[Table 1, Sl. No. (ii)]

DETERMINATION OF pH



A-1 APPARATUS



A pH meter, preferably equipped with a glass electrode.



A-2 PROCEDURE



Take 10 g of the material in a 150 ml beaker and add 90 ml of freshly boiled and cooled water. Stir well to make a through suspension. Determine the pH of the suspension using a pH meter within 5 min of making the suspension. In case of a material which does not wet, the pH shall be determined on the filtrate.



ANNEX B

[Table 1, S1 No. (ii)]

TEST FOR HEAVY METALS B-1 OUTLINE OF THE METHOD

The colour produced with hydrogen sulphide solution is matched against that obtained with standard lead solution.



B-2 APPARATUS



B-2.1 Nessler Cylinders ― 50-ml capacity.



B-3 REAGENTS





B-3.1 Dilute Hydrochloric Acid ― Approximately 5 N.



B-3.2 Dilute Acetic Acid ― Approximately 1 N.



B-3.3 Hydrogen Sulphide Solution ― Standard.



B-3.4 Standard Lead Solution ― Dissolve 1.600 g of lead nitrate in water and make up the solution to 1 000 ml. Pipette out 10 ml of the solution and dilute again to 1 000 ml with water. One milliliter of this solution contain 0.01 mg of lead (as Pb).



B-4 PROCEDURE



B-4.1 Weigh about 2.000 g of material in a crucible and heat on a hot plate and then in a muffle furnace to ignite it at 600°C to constant mass. Add 3 ml of dilute hydrochloric acid, warm (wait till no more dissolution occurs) and make up the volume to 100 ml. Filter the solution. Transfer 25 ml of the filtrate into a Nessler’s cylinder. In the second Nessler’s cylinder, add 2 ml of dilute acetic acid, 1.0 ml of standard lead solution and make up the volume with water to 25 ml.



B-4.2 Add 10 ml of hydrogen sulphide solution to each Nessler cylinder and make up the volume with water to 50 ml. Mix and allow to stand for 10 min. Compare the colour produced in the two Nessler’s cylinders. Blank determination without samples are recommended to avoid errors arising out of reagents.



B-5 RESULTS



The sample may be taken to have passed the test, if the colour developed in the sample solution is less than that of standard solution.



ANNEX C

[Table 1 S1.No. (iii)]

DETERMINATION OF ARSENIC C-1 OUTLINE OF THE METHOD

Arsenic present in a solution of the material is reduced to arsine, which is made to react with mercuric bromide paper. The stain produced is compared with a standard stain.



C-2 REAGENTS



C-2.1 Mixed Acid ― Dilute one volume of concentrated sulphuric acid with four volumes of water. Add 10 g of sodium chloride for each 100 ml of the solution.



C-2.2 Ferric Ammonium Sulphate Solution



Dissolve 64 g of ferric ammonium sulphate in water containing 10 ml of mixed acid and make up to one liter.



C-2.3 Concentrated Hydrochloric Acid [see IS 265 : 1993 ‘Hydrochloric acid — Specification (fourth revision)’]





C-2.4 Stannous Chloride Solution ― Dissolve 80 g of stannous chloride (SnCl2.2H2O) in 100 ml of water containing 5 ml of concentrated hydrochloric acid.



C-3 PROCEDURE

Carry out the test as prescribed in IS 2088, adding into the Gutzeit bottle, 2 ml of ferric ammonium sulphate solution, 0.5 ml of stannous chloride solution and 25 ml of sample solution as prepared in B-4.1.



For comparison, prepare a stain using 0.001 mg of arsenic trioxide.
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		i) 

		Clause 3.1

		 Shilpa Vora

		Technical

		Few Shower gel/body washes can contain additional visual cues, hence propose to add additional description.

		Add below statement in description:

“Additionally, the product may or may not contain scrubs /exfoliators/any other visual cues”. 







		ii) 

		Clause 3.3

Table 1

		

		Technical

		1. Few Showergels are mix of Soap-syndet hence it is required to consider the same in the table. Also, since all the parameter except pH are same for both the type of shower gel/ Body wash, suggest to consolidate the requirement in one table to avoid confusion
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a. For surfactant based shower gel/body wash, pH = 3.0 – 9.0
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		Clause 3.3

		

		Editorial

		Typing error
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		IBHA comments shared in attached file on description, pH and table for BIS consideration along with technical justifications. 
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			1


			Clause 3.1 Description


			Marico Ltd.


			Technical


			Few Shower gel/body washes can contain additional visual cues, hence propose to add additional


description.


			1. Add below statement in description:


“Additionally, the product may or may	not	contain	scrubs


/exfoliators/any	other	visual cues”.





			2


			Clause 3.3


Table 1


			Marico Ltd.


			Technical


			1. Few


Showergels are mix of Soap-syndet hence it is required to consider the same in the table. Also, since all the parameter except		pH are same for both	the


type	of shower gel/ Body wash, suggest	to consolidate the


requirement in one table to avoid confusion.


2. Bodywashes in market contain


organic


			Suggest consolidating the requirements in one column since, all the parameters except pH remains same. For the pH parameter, suggestion to include the following.


a. For surfactant based shower gel/body wash, pH = 3.0 – 9.0.


b. For Soap based shower gel/ Body wash or soap- surfactant	(syndet) based shower gel/ Body wash, pH = 6.0 – 11.0.











			


			


			


			


			acids,


AHA/BHA


etc.,


wherein the pH of such surfactant based bodywashes can be on


the acidic side. Hence suggest to revise pH for the same to 3.0


– 9.0. This is also in alignment with the pH range proposed for surfactant based


facewashes.
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			Clause 3.3


			Marico Ltd.


			Editorial


			Typing error


			1. Typographical error in the	clause	3.3


statement- Need to refer to correct numbering of


columns in Table 1.
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			1


			Clause 3.1


			IBHA


			Technical


			Revision in


			Change to:


Shower Gel/Body wash is a topical preparation intended for application on skin for the purpose of cleansing.


Additionally, the product may or may not contain scrub particles /exfoliators/any other visual cues





			


			


			


			


			description


			





			


			


			


			


			proposed. By


			





			


			


			


			


			definition, broken


			





			


			


			


			


			skin refers to


			





			


			


			


			


			dry/chapped/


			





			


			


			


			


			flaky skin.


			





			


			


			


			


			However, there


			





			


			


			


			


			exist products in


			





			


			


			


			


			market which are


			





			


			


			


			


			intended for use


			














			


			


			


			


			for sensitive, dry skin. Hence, it is proposed to remove the word “broken”.


Few Shower gel/body washes can contain additional visual ques, hence propose to add additional


description.


			





			2


			Table 1, Sr. ii,


			IBHA


			Technical


			IS 16913 is not an


			IS 16913 is for individual heavy





			


			


			


			


			alternate for total


			metals hence, requesting BIS





			


			


			


			


			heavy metal as lead.


			to reconsider inclusion of this





			


			


			


			


			The method is only


			standard as an alternate.





			


			


			


			


			for estimation of


			





			


			


			


			


			individual heavy


			





			


			


			


			


			metals (Arsenic,


			





			


			


			


			


			Cadmium, Lead and


			





			


			


			


			


			Mercury). Hence it is


			





			


			


			


			


			not an alternate


			





			


			


			


			


			method for analysis.


			





			3


			Clause 3.3


Table 1


			IBHA


			Technical


			1. Few Showergels are mix of Soap-syndet hence it is required to consider the same in the


table. Also,


			Suggest	to	consolidate  the


requirements in one column





			


			


			


			


			


			since, all the parameters except





			


			


			


			


			


			pH remains same. For the pH





			


			


			


			


			


			parameter,	suggestion	to





			


			


			


			


			


			include the following.














			


			


			


			


			since all the parameter except pH are same for both the type of shower gel/ Body wash, suggest to consolidate the requirement in one table to avoid confusion.


2. Bodywashes in market contain organic acids, AHA/BHA


etc., wherein the pH of such surfactant based bodywashes can be on the acidic side.


Hence suggest to revise pH for the same to


3.0 – 9.0. This


is also in


			a. For surfactant based shower gel/body wash, pH = 3.0 – 9.0.


b. For Soap based shower gel/ Body wash or soap- surfactant (syndet) based shower gel/ Body wash, pH = 6.0 – 11.0.














			


			


			


			


			alignment with the pH range proposed for surfactant based


facewashes.


			





			4


			Clause 3.3


			IBHA


			Editorial


			Typographical error in the clause 3.3 statement- Need to refer to correct numbering of columns in Table 1.


			Change to:


3.3 The Shower Gel/Body wash shall also comply with the requirements given in Table 1 when tested according to the methods referenced in col 5 and 6 of Table 1.
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			1


			Clause 3.1 Description


			Marico Ltd.


			Technical


			Few Shower gel/body washes can contain additional visual cues, hence propose to add additional


description.


			1. Add below statement in description:


“Additionally, the product may or may	not	contain	scrubs


/exfoliators/any	other	visual cues”.





			2


			Clause 3.3


Table 1


			Marico Ltd.


			Technical


			1. Few


Showergels are mix of Soap-syndet hence it is required to consider the same in the table. Also, since all the parameter except		pH are same for both	the


type	of shower gel/ Body wash, suggest	to consolidate the


requirement in one table to avoid confusion.


2. Bodywashes in market contain


organic


			Suggest consolidating the requirements in one column since, all the parameters except pH remains same. For the pH parameter, suggestion to include the following.


a. For surfactant based shower gel/body wash, pH = 3.0 – 9.0.


b. For Soap based shower gel/ Body wash or soap- surfactant	(syndet) based shower gel/ Body wash, pH = 6.0 – 11.0.











			


			


			


			


			acids,


AHA/BHA


etc.,


wherein the pH of such surfactant based bodywashes can be on


the acidic side. Hence suggest to revise pH for the same to 3.0


– 9.0. This is also in alignment with the pH range proposed for surfactant based


facewashes.


			





			3


			Clause 3.3


			Marico Ltd.


			Editorial


			Typing error


			1. Typographical error in the	clause	3.3


statement- Need to refer to correct numbering of


columns in Table 1.
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Proposed 




change




 




(6)




 




1




 




Clause 3.1




 




Description




 




Marico




 




Ltd.




 




Technical




 




Few Shower




 




gel/body




 




washes




 




can contain




 




additional visual




 




cues, hence propose




 




to




 




add




 




additional




 




description.




 




1.




 




Add




 




below




 




statement




 




in




 




description:




 




“Additionally,




 




the




 




product




 




may




 




or




 




may




 




not




 




contain




 




scrubs




 




/exfoliators/any




 




other




 




visual




 




cues”.




 




2




 




Clause




 




3.3




 




Table 1




 




Marico




 




Ltd.




 




Technical




 




1.




 




Few




 




Showergels




 




are




 




mix




 




of




 




Soap




-




syndet




 




hence




 




it




 




is




 




required




 




to




 




consider




 




the




 




same




 




in




 




the




 




table.




 




Also,




 




since




 




all




 




the




 




parameter




 




except




 




 




pH




 




are same for




 




both




 




the




 




type




 




of




 




shower




 




gel/




 




Body




 




wash,




 




suggest




 




to




 




consolidate




 




the




 




requirement




 




in one table




 




to




 




avoid




 




confusion.




 




2.




 




Bodywashes




 




in market




 




contain




 




organic




 




Suggest




 




consolidating




 




the




 




requirements




 




in




 




one




 




column




 




since, all the parameters except




 




pH




 




remains




 




same.




 




For




 




the




 




pH




 




parameter, suggestion to include




 




the




 




following.




 




a.




 




For




 




surfactant




 




based




 




shower




 




gel/body




 




wash,




 




pH




 




= 3.0




 




–




 




9.0.




 




b.




 




For




 




Soap




 




based




 




shower




 




gel/ Body wash or soap




-




 




surfactant




 




(syndet)




 




based shower gel/ Body




 




wash,




 




pH




 




=




 




6.0




 




–




 




11.0.
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			1


			Clause 3.1 Description


			Marico Ltd.


			Technical


			Few Shower gel/body washes can contain additional visual cues, hence propose to add additional


description.


			1. Add below statement in description:


“Additionally, the product may or may	not	contain	scrubs


/exfoliators/any	other	visual cues”.





			2


			Clause 3.3


Table 1


			Marico Ltd.


			Technical


			1. Few


Showergels are mix of Soap-syndet hence it is required to consider the same in the table. Also, since all the parameter except		pH are same for both	the


type	of shower gel/ Body wash, suggest	to consolidate the


requirement in one table to avoid confusion.


2. Bodywashes in market contain


organic


			Suggest consolidating the requirements in one column since, all the parameters except pH remains same. For the pH parameter, suggestion to include the following.


a. For surfactant based shower gel/body wash, pH = 3.0 – 9.0.


b. For Soap based shower gel/ Body wash or soap- surfactant	(syndet) based shower gel/ Body wash, pH = 6.0 – 11.0.











			


			


			


			


			acids,


AHA/BHA


etc.,


wherein the pH of such surfactant based bodywashes can be on


the acidic side. Hence suggest to revise pH for the same to 3.0


– 9.0. This is also in alignment with the pH range proposed for surfactant based


facewashes.


			





			3


			Clause 3.3


			Marico Ltd.


			Editorial


			Typing error


			1. Typographical error in the	clause	3.3


statement- Need to refer to correct numbering of


columns in Table 1.
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include the following.



 



a.



 



For surfactant 



based shower 



gel/body wash, 



pH = 3.0 



–



 



9.0



 



b.



 



For Soap based 



shower gel/ 



Body wash or 



soap



-



surfactant 



(syndet) based 






FORMAT FOR SENDING COMMENTS ON BIS DOCUMENTS   (Please use A4 size sheet of paper only and type within fields indicated. Comments on each clauses/sub - clauses/table/fig. etc .   be started on a fresh box. Information in Column 5 should include reasons for the  comments and Column 6 for suggestions for modified wording of the clauses when the existing text is  found not acceptable. Adherence to this format facilitates Secretariat’s  work)   Doc. No. / IS No.:    PCD 19(19493 )   Doc. Title:     Shower Gel Body Wash   —   Specification  


Sl.  No.         (1)  Clause/Sub - clause/  para/table/fi g. No.  commented       2)  Commentato r/   Organization /   Abbreviation       (3)  Type of Comments   (General/Editorial/  Technical)     (4 )  Justification           (5)  Proposed  change /Suggestions         (6)  


i)    Clause 3.1    Shilpa Vora  Technical  Few Shower  gel/body washes  can contain  additional visual  cues, hence  propose to add  additional  description.  Add below statement in  description:   “Additionally,  the product  may or may not contain  scrubs /exfoliators/any  other visual cues”.    


PCD 19 (19493)  1.docx


 


ii)    Clause 3.3   Table 1   Technical  1. Few Showergels  are mix of Soap - syndet   hence it is  required to  consider the same  in the table. Also,  since all the  parameter except  pH are same for  both the type  of   shower gel/  Body wash, suggest  to consolidate the  requirement in one  table to avoid  confusion  Suggest  consolidating the  requirements in one  column since, all the  parameters except pH  remains same. For the pH  parameter, suggestion to  include the following.   a.   For surfactant  based shower  gel/body wash,  pH = 3.0  –   9.0   b.   For Soap based  shower gel/  Body wash or  soap - surfactant  (syndet) based 



image23.emf









 

 


Microsoft_Word_Document19.docx
Doc: PCD 19(19573) WC

IS 10284 : 2022

May 2022





BUREAU OF INDIAN STANDARDS

DRAFT FOR COMMENTS ONLY

(Not to be reproduced without permission of BIS or used as an Indian Standard)



Draft Indian Standard



SPECIFICATION FOR LIPSALVE



(First Revision of IS 10284)



(ICS No. 71.100.70)



Cosmetics Sectional Committee	Last date for comment is PCD 19		16 July 2022







FOREWORD

(Formal clauses will be added later)



Lipsalve consists of a homogeneous suspension of ingredients which are petroleum or vegetable oil based. It is useful in protecting the lips against chapping and cracking in extremes of temperature by forming a thin protective layer.



In this revision, all the previous amendments have been included. The specification table has been revised with respect to melting point range for stick as well as for unctuous form, alternate test methods have been included for estimation of melting point as well as Arsenic. Revision in Marking clause has been included as aligned with latest statutory requirements.



A scheme for labelling environment friendly products known as ECO Mark (optional) has been introduced at the instance of the Ministry of Environment and Forests (MEF), Government of India. The ECO Mark is being administered by the Bureau of Indian Standards Act, 2016 as per the Resolution No. 71 dated 21 February 1991 and No. 768 dated 24 August 1992 published in the Gazette of the Government of India. For a product to be eligible for marking with ECO logo, it shall also carry the Standard Mark of BIS besides meeting additional environment friendly requirements. For this purpose, the Standard Mark of BIS would be a single mark being a combination of the BIS monogram ISI and the ECO logo. Requirements for the ECO friendliness will be additional, manufacturing units will be free to opt for Standard Mark alone also.





The composition of the Committee, responsible for the formulation of this standard is given at Annex H (will be added later).



For the purpose of deciding whether a particular requirement of this standard is complied with the final value, observed or calculated, expressing the result of a test or analysis shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision)’. The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.



1. SCOPE



1.1 This standard prescribes the requirements for lipsalve (lip balm) which are petroleum or vegetable oil based.



1.2 Emulsion types, either oil-in-water or water-in-oil are not included. This standard also does not cover, lipsalve which contain ingredients that have an effect on the physiological functions of the body or lips for which specific therapeutic claims are made and also lipsticks or lipgloss.



2 REFERENCES



The following standards contain provisions which, through reference in text constitute provisions of this standard. At the time of publication, the editions indicated were valid. All the standards are subject to revision, and parties to agreements based on this standard are encouraged to investigate the possibility of applying the most recent editions of the standards indicated below.



		IS No.

		Title



		IS 4028 : 1992

		Beeswax, bleached for cosmetic industry - Specification

(third revision)



		IS 4707 (Part 1) : 2020

		Classification For Cosmetic Raw Materials and Adjuncts

: Part 1 Colourants (fourth revision)



		IS 4707 (Part 2) : 2017

		Classification For Cosmetic Raw Materials and Adjuncts

: Part 2 list of raw materials generally not recognized as safe for use in cosmetics (fourth revision)



		IS 7299 : 2021

		Light	Liquid	Paraffin	for	Cosmetic	Industry	-

Specification (second revision)



		IS: 4654 : 2019

		Paraffin Wax — Specification (third revision)



		IS 4887 : 1980

		Specification for petroleum jelly for cosmetic industry

(first revision)



		IS 4011 : 2018

		Methods of test for safety evaluation of cosmetics (third

revision)



		IS 3958 : 2021

		Methods of sampling cosmetics (second revision)



		IS 1070 : 1992

		Reagent grade water - Specification (third revision)



		IS 265 : 2021

		Hydrochloric Acid - Specification (fifth revision)



		IS 264 : 2005

		Nitric acid - Specification (third revision)



		IS 2088 : 1983

		Methods for determination of arsenic (second revision)







		IS 13833 : 2019

		Microcrystalline Wax derived from petroleum (first

revision)



		IS 16913 : 2018

		Method of Tests for Cosmetics – Determination of Heavy Metals (Arsenic, Cadmium, Lead and Mercury) by

Atomic Absorption Spectrometry (AAS)







2. TYPES



2.1 The material shall be of the following three types in the stick or unctuous form:



2.1.1 Type l − The material shall be based on petroleum products, such as white petroleum jelly, microcrystalline wax, liquid paraffin, etc.



2.1.2 Type 2 – This material shall be based on vegetables oils and waxes such as castor oil, coconut oil, groundnut oil, etc. and beeswax (see IS 4028 : 1992 (Reaffirmed Year : 2017 )



2.1.3 Type 3 -The material shall be based on a mixture of petroleum products, vegetable oils and waxes.



3. REQUIREMENTS



3.1 Description - The lipsalve shall be in the form of solid sticks or soft unctuous mass.



3.2 Ingredients - Unless specified otherwise, all the raw materials used in the manufacture of lipsalve shall confirm to the requirements prescribed in the relevant Indian Standards where these exist. Other ingredients shall comply with the provisions of IS 4707 (Part 1) and IS 4707 (Part 2), as amended from time to time.



3.2.1 Dyes used in the manufacture of lipsalve shall comply with the provisions of IS 4707 (Part 1) : 2020 .



3.2.2 Ingredients other than dyes shall comply with the provisions of IS 4707 (Part 2) : 2017.



3.2.3 For safety evaluation of novel ingredients used in formulation of a skin powder, the skin powder shall comply to IS 4011 : 2018.



3.2.2.1 For type 1 - Petroleum products used shall be of the quality specified below:



a) Mineral oil - see IS 7299 : 2021.

b) Paraffin wax-type 1 - see IS 4654 : 2019.

c) Soft petroleum jelly - see IS 4887 : 1980

d) Microcrystalline wax - see IS 13833 : 2019



3.2.2.2 For type 2 - Vegetable oils and waxes used shall be of quality specified below:



a) Coconut oil for cosmetic industry - see IS 11470 : 1985



b) Sesame oil for cosmetic industry – see IS 11376 : 2021

c) Castor oil for cosmetic industry- see IS 11486 : 2021

d) Groundnut oil for cosmetic industry – see IS 11375 : 2021

e) Olive Oil - see IS 16311 : 2018

f) Hydrogenated vegetable oils –

g) Beeswax - see IS 4028 : 1992



3.2.2.3 For type 3 - The petroleum products, vegetable oils and waxes used shall be of quality specified in 3.2.2.1 and 3.2.2.2.



3.3 The raw materials used should not have any harmful effect on the mucous membrance of the skin around lips, and also the interaction of such raw materials in the finished products shall not have any toxic or sensitizing effect For safety evaluation of novel ingredients used in formulation of lipsalve, the lipsalve shall comply to IS 4011 : 2018 ‘Method of test for safety evaluation of cosmetics



3.4 The lipsalve shall also comply with the requirements given in Table 1, when tested as given in co1 5 of the table.



TABLE 1 REQUIREMENTS FOR LIPSALVE FOR ALL TYPE 1, 2 and 3

(Clause 3.4)



		Sl.

No.

		Characteristics

		Requirement

		Method of test (Ref to Cl. No in)



		(1)

		(2)

		(3)

		(4)

		(5)



		

		

		Stick Form

		Unctuous

Form

		



		i)

		Melting range,ºC

		48 to 85

		35 to 60

		Annex A



		ii)

		Consistency, millimetre per 10

		50 to 100

		100 to 275

		Annex B



		iii)

		Rancidity*

		To pass the test

		To pass the test

		Annex C



		iv)

		Stability

		To pass the test

		To pass the test

		Annex D



		v)

		Arsenic (as As2O3), parts per million, Max

		2

		2

		Annex E/ IS 16913 :

2018



		vi)

		Heavy metals (as Pb), parts per

million, Max

		20

		20

		Annex F/ IS 16913 :

2018



		vii)

		Peroxide Value1, meq/l 000 g, Max

		10

		10

		Annex G









NOTE :

1) Test for peroxide value is not applicable for Type I- petroleum based products.



3.5 ADDITIONAL REQUIREMENTS FOR ECO MARK





3.5.1 General Requirements



3.5.1.1 The product shall conform to the requirements for quality, safety and performance prescribed under clauses 3.1 to 3.4.



3.5.1.2 All the ingredients that go into formulation of cosmetics shall comply with the provisions of IS 4707 (Part 1): 2020 ‘Classification of cosmetic raw materials and adjuncts: Part 1 Dyes, colours and pigments (fourth revision)’ and IS 4707 (Part 2) : 2017 ‘Classification for cosmetic raw materials and adjuncts: Part 2 List of raw materials generally not recognized as safe (fourth revision)’.

The product shall also meet specific requirements as given in Indian standard.



3.5.1.3 The product package shall display a list of ingredients in descending order of quantity present.



3.5.1.4 The product shall not be manufactured from any carcinogenic ingredients.



3.5.1.5 The manufacturer shall produce to BIS the environmental consent clearance from the concerned State Pollution Control Board as per the provisions of the Water (Prevention and Control of Pollution) Cess Act, 1977 and the Air (Prevention and Control of Pollution) Act 1981 alongwith the authorization, if required under the Environment (Protection) Act, 1986 and the Rules made thereunder, while applying for ECO Mark. Additionally provisions of the Drugs and Cosmetics Act, 1940 and the Rules thereunder shall also be complied with.



3.5.2 Specific Requirements



3.5.2.1 The Product shall be dermatologically safe when tested as prescribed in IS 4011 : 2008 ‘Methods of test for safety evaluations of cosmetics ( second revision )’.



3.5.2.2 Heavy metals calculated as lead (Pb) and arsenic (As2O3) shall not exceed 20 and 2 ppm, respectively when tested by the respective method prescribed in Indian Standards.



4. PACKING AND MARKING



4.1 Packing - The lipsalve shall be packed in metallic, plastic or any other container.



4.2 Each container shall be legibly marked with the following information:



a) Name of the material;



b) Manufacturer’s name and recognized trade-mark, if any;



c) Net mass of material;





d) Use before	or Expiry date as per Statutory requirements



e) List of ingredients as per statutory requirements.



f) Batch number in code or otherwise to enable the lot of the manufacture to be traced back from records; and



g) Any other information as required by the statutory authorities;



h) For ECO Mark, the product shall be packed in such packages which shall be recyclable/reusable or biodegradable.





4.2.1 The containers may also be marked with the ISI Certification Mark. The product package shall be suitably marked that ECO Mark label is under the ECO Mark scheme.



NOTE - The use of the IS1 Certification Mark is governed by the provisions of the Indian Standards Institution (Certification marks) Act and the Rules and Regulations made thereunder. The ISI Mark on products covered by an Indian Standard conveys the assurance that they have been produced to comply with the requirements of that standard under a well-defined system of inspection, testing and quality control which is devised and supervised by IS1 and operated by the producer. IS1 marked products are also continuously checked by ISI for conformity to that standard as a further safeguard. Details of conditions under which a licence for the use of the IS1 Certification Mark may be granted to manufacturers or processors, may be obtained from the Indian Standards Institution.



4.3 For ECO Mark the product shall be packed in such packages which shall be recyclable/reusable or biodegradable.

4.3.1 The product package shall be suitably marked that ECO mark label is applicable only to the contents, if the product package is not separately covered under the ECO Mark scheme.





5. SAMPLING



5.1 Representative samples of the material shall be drawn as prescribed in IS 3958 : 2021.



5.2 Tests for all characteristics shall be carried out on the composite sample.



5.3 The material shall be taken to have conformed to the specification if the composite sample passes all tests.



6. TEST METHODS



6.1 Tests shall be carried out according to the methods prescribed in Appendix A. Reference to relevant clauses of Appendix A is given in co1 5 of Table 1.



6.2 Quality of Reagents - Unless specified otherwise, pure chemicals and distilled water (see IS 1070 : 1992(Reaffirmed Year : 2019 )) shall be used in tests.



NOTE - ‘Pure chemicals’ shall mean chemicals that do not contain impurities which affect the results of analysis.



ANNEX A

(Table 1 Clause 3.4) DETERMINATION OF MELTING RANGE (POINT)



A-1.1 Procedure



A-1.1.1 Melt a quantity of the sample slowly while stirring until it reaches a temperature of 90 to 92°C. Remove the source of heat and allow the molten sample to cool to a temperature of 8 to 10°C above the expected melting point. Chill the bulb of a thermometer (range 1 to 100°C) to 5°C, wipe it dry and while it is still cold, dip it into the molten sample so that approximately half of the bulb is submerged. Withdraw it immediately and hold it vertically away from heat until the wax surface dulls, then dip it for five minutes into a water-bath having a temperature not higher than 16°C.



A-1.1.2 Fix the thermometer prepared in A-1.1.1 securely in a test-tube so that its lowest tip is about 15 mm above the bottom of the test-tube. Suspend the test-tube in a water-bath adjusted to 16°C and raise the temperature of the bath at a rate of 2°C per minute; up to 30°C. After the temperature of the bath has reached 30°C adjust the rate of rise to 1°C per minute and note the temperature at which the first drop of the melted sample leaves the thermometer. Repeat the determination twice on a freshly melted portion of the sample. If the variation in three determinations is less than 1°C take the average of the three as the melting point. ‘If the variation in the three determinations is more than 1°C make two additional determinations and take the average of the five. Report whether the average of the five determinations is within the range specified or not.



A-2 ALTERNATE TEST METHOD



A-2.1 Outline of the method



In this test method, the dropping point is defined as the temperature at which the wax suspended in a cylindrical cup, with a 2.8-mm diameter hole in the bottom, flows downward a distance of 19 mm to interrupt a light beam as the sample is heated at a constant rate in air.



This test method has been found suitable for all types of waxes including paraffin, microcrystalline polyethylene, and natural waxes.



A-2.2 Apparatus



A-2.2.1 Control Unit with a digital temperature recorder − This unit shall provide a continuous linear temperature control from 25 to 250°C at a 2°C/min rate. A digital readout shall record the softening point with an accuracy of 0.1°C.



A-2.2.2 Furnace Unit − This unit shall be capable of heating a sample cup assembly as described in 5.1.3 at 2°C 6 0.3°C/min linear rate from 25 to 250°C. It shall include a sensing system capable of detecting the softening point with an accuracy of 0.1°C.



A-2.2.3 Sample Cup Assembly − A chromium-plated brass cup conforming to the dimensions shown in Test Method D566. It shall be placed in an assembly so that the sample flows down a distance of 19 mm to interrupt a light beam to cause digital display of the softening point.



A-2.3 Preparation of Sample



For waxes heat the sample to 15 to 20°C above its melting point to form a pourable liquid. Place the sample cups on glass slides and pour the melted sample into the cup to a level even with the upper rim of the cup. Allow the sample to stand at room temperature for 2 h before running.



A-2.4 Preparation of Apparatus



Ensure that the furnace unit and the sample cup assembly are clean and bright, since tarnished or dirty apparatus willchange the apparent dropping point. After each determination, check to see if the apparatus requires cleaning.



A-2.5 Procedure



A-2.5.1 The procedure for measuring the dropping point of waxes with the Mettler instrument has been developed to duplicate the results obtained by Test Method D566.



A-2.5.2 Preheat or cool the furnace unit to a temperature of 20 to 25°C less than the expected dropping point (Note 2) of the sample and maintain at this temperature. Place the cartridge assembly containing the sample in position in the furnace, taking care that the slits for the light beam are properly positioned. When the ready light becomes steady, indicating the sample and furnace have equilibrated at the present temperature, initiate the 2°C/min heating rate by pressing the START LEVEL. Heating will then continue automatically until the drop point occurs and the dropping point temperature is displayed on the digital readout.



NOTE 2—In the event of a dispute, the purchaser and the seller should agree on the exact starting temperature to be used



A-2.5.3 Immediately remove the cartridge assembly upon completion of the test. Check to determine if the sample has passed the light beam slot and no pretrigger has occurred. Inspect the dropping point apparatus to be sure no dirt, particles, or residue remain.



A-2.5.4 Clean the sample cups by placing them upside down on a hard surface and punching out the residue material. Use a spatula shaped to the contours of the cup, to remove the remaining particles with a gentle twirling motion.



A-2.6 Report



Report the dropping point recorded on the digital readout to the nearest 0.1°C. If converted to degrees Fahrenheit, report to the nearest 0.2°F. Experience has indicated that duplicate runs are not necessary. If a known error in experimental procedure is made, the result should be discarded and a second run should be made.







ANNEX B

(Table 1 Clause 3.4) DETERMINATION OF CONSISTENCY



B-1 Outline of the Method − Determination of consistency of the material is made by measuring the penetration of a standard cone at 25 ± 0.5ºC.



B-2 Apparatus



B-2.2 Penetrometer – Any suitable penetrometer which permits the specified cone to drop vertically without appreciable friction for at least 40 mm and which indicates accurately the depth of penetration to the nearest 0.1 mm. The instrument shall have a table to carry the test sample, which may be adjusted to the horizontal before making the test. A mechanism for releasing and clamping the loaded cone shall be provided.



B-2.3 Cone – Consisting of a conical body of bras or corrosion resistant steel with detachable hardened steel tip, constructed to conform to the dimensions and tolerances shown in Fig. 1. The total moving mass, namely, that of the cone and its movable attachments, shall be 150 ± 0.1 g. The attachments consist of a rigid shaft having a suitable device at its lower end for engaging the cone. The outer surface should be polished to a very smooth finish.



B-2.4 Constant Temperature Bath - A water-bath capable of regulation at 25ºC ± 0.5 C and of suitable design for conveniently bringing the sample container to the test temperature. The bath should be provided with a cover to maintain the temperature of the air above the sample at 25°C.



B-2.5 Timing Device - A stop-watch or other suitable instrument capable of measuring an interval of 5 seconds to within 0.2 second.



B-2.6 Sample Container - Flat-bottomed, metal or glass cylinders that are 100 ± 6 mm in diameter and not less than 60 mm in height.



B-3 Procedure - Melt a quantity of the sample at 82.0 ± 2.5ºC, pour into one or more of the sample containers, filling to within 6 mm of the brim. Cool at 25.0 ± 2.5ºC over a period of not less than



16 hours protecting from draughts. Two hours before the test, place the containers in a water-bath at 25.0 + 0.5%. If the room temperature is below 23.5ºC or above 26.5ºC, adjust the temperature of the cone to 25.0 ± 0 5°C by placing it in the water-bath.



B-3.1 Without disturbing the surface of the sample, place the container on the penetrometer table, and lower the cone until the tip just touches the top surface of the sample at a spot 25 to 38 mm from the edge of the container. Adjust the zero setting and quickly release the plunger, then hold it free for 5 seconds. Secure the plunger, and read the total penetration from the scale. Make 3 or more trials each so spaced that there is no overlapping of the areas of penetration. Where the penetration exceeds 20 mm use a separate container of the sample for each trial. Read the penetration to the nearest 0.1 mm. Calculate the average of the three or more readings, and conduct further trials to a total of 10 if the individual results differ from the average by more than ± 3 percent.



B-3 Calculation



Consistency = 𝐴

10



Where,



A = mean of all the values of penetration in mm.
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ANNEX C

(Table 1 Clause 3.4) TEST FOR RANCIDITY







C-1 Reagents



C-1.1 Concentrated Hydrochloric Acid – See IS 265 : 2021 .



C-1.2 Phloroglucinol Solution - Dissolve 0.1 g of phloroglucinol in 100 ml of diethyl ether.



C-2 Procedure - Shake 10 g of the material, melted if necessary, with 10 ml of concentrated hydrochloric acid and 10 ml of phloroglucinol solution. Shake for 1 minute.



C-2.1 The material shall be taken to have passed the test if no pink colour develops.



ANNEX D

(Table 1 Clause 3.4)



TEST FOR STABILITY



D-1 Procedure - Place 50 g of the material in the beaker under the ultra violet lamp and expose it for 6 hours. If the product does not deteriorate after the exposure period, the product shall be taken to have passed the test.





ANNEX E

(Table 1 Clause 3.4)

DETERMINATION OF ARSENIC





E-1 OUTLINE OF THE METHOD



Arsenic present in a solution of the material is reduced to arsine, which is made to react with mercuric bromide paper. The stain produced is compared with a standard stain.



E-2 REAGENTS



E-2.1 Mixed Acid - Dilute one volume of concentrated Sulphuric acid with four volumes of water. Add 10 g of sodium chloride for each 100 ml of the solution.



E-2.2 Ferric Ammonium Sulphate Solution - Dissolve 64 g of ferric ammonium sulphate in water containing 10 ml of mixed acid and make up to one litre.



E-2.3 Concentrated Hydrochloric acid - See IS 265.



E-2.4 Stannous Chloride Solution - Dissolve 80 g of stannous chloride (SnCl22H2O) in 100 ml of water containing 5 ml of concentrated hydrochloric acid.



E-3 PROCEDURE



Carry out the test as prescribed in IS 2088, adding into the Gutzeit bottle, 2 ml of Ferric ammonium sulphate solution, 0.5 ml of stannous chloride solution and 25 ml of sample solution as prepared in F-4.



For comparison, prepare a stain using 0.001 mg of arsenic trioxide



ANNEX F

(Table 1 Clause 3.4) TEST FOR HEAVY METALS



F-1 Apparatus



F-1.1 Nessler Tubes – 50-ml capacity, matched.



F-2 Reagents



F-2.1 Ammonium Acetate Solution − 10 percent.



F-2.3 Ammonium Citrate Solution - Dissolve 8.75 g of citric acid in water, neutralise with ammonia and dilute with water to 100 ml.



F-2.4 Ammonium Hydroxide - 10 percent (m/m).



F-2.5 Potassium Cyanide Solution - 10 percent (m/m).



F-2.6 Sodium Sulphide Solution - 10 percent (m/m).



F-2.7 Standard Lead Solution - Dissolve l.600 g of lead nitrate in water and 10 ml of concentrated nitric acid and dilute to 1000 ml. Pipette out 10 ml of the solution and dilute it again to 1 000 ml with water. One millilitre of the final solution contains 0.01 mg of lead (as Pb). The solution shall be freshly prepared before use.



F-3 Procedure



F-3.1 Preparation of Sample - Treat 2.000 g of the sample as prescribed in A-5.2.1.



F-3.2 Take, the solution prepared in A-6.3.1 in a Nessler tube, add 10 ml of ammonium acetate solution, 5 ml of ammonium citrate solution, 5 ml of ammonium hydroxide and 1 ml of potassium cyanide solution and dilute to 50 ml with water; then add two drops of sodium sulphide solution and mix well. In another Nessler tube, carry out a control test using 4 ml of standard lead solution and the same quantities of other reagents as used in the test with the material.



F-3.3 The material shall be taken as not having exceeded the limit prescribed in Table 1, if intensity of colour produced with the material not greater than that produced in the control test.



Annex G

(Table 1 Clause 3.4)

TEST FOR PEROXIDE VALUE



G 1 REAGENTS



G-1.1 Glacial Acetic Acid G-1.2 Chloroform

G-1.3 Potassium Iodide Solution — saturated, freshly prepared.

G-1.4 Standard Sodium Thiosulphate Solution — 0.01 N, freshly standardized.

G-1.5 Starch Indication Solution

Triturate 5g of starch and 0.01g of mercuric iodide with 30ml of cold water and slowly pour it with stirring into 1L of boiling water. Boil for 3 minutes. Allow to cool and decant off the supernatant clear liquid.



G- 2 PROCEDURE

Weigh accurately about 5 g of the material in a 250-ml glass stoppered conical flask and dissolve by shaking in 30 ml of a mixed solvent containing 3 parts by volume of glacial acetic acid and 2 parts by volume of chloroform. Add 0.5 ml of freshly prepared saturated potassium iodide solution. Shake and after 2 minutes with occasional shaking, add 30 ml of water and titrate with standard sodium thiosulphate solution. Add the thiosulphate solution until the colour of the titrated solution becomes light yellow. Then add 1 ml of starch indicator solution and continue the titration till the disappearance of the blue colour. Carry out a blank determination without using the sample.



G-3 CALCULATION



Peroxide value mEq/1000g =	1000 (𝑉1−𝑉2)𝑁

𝑀





Where,

V1 = volume of ml of standard sodium thiosulphate solution required with the sample; V2 = volume in ml of Standard sodium thiosulphate solution required with the blank; N = normality of standard sodium thiosulphate solution; and

M = mass in g of the sample taken for the test.

image1.jpeg








image24.png




Microsoft_Word_Document20.docx
Doc No. PCD 19 (20109) WC

July 2022





BUREAU OF INDIAN STANDARDS

DRAFT FOR COMMENTS ONLY

(Not to be reproduced without permission of BIS or used as an Indian Standard)



Draft Indian Standard



Cosmetics — Sun Protection Test Methods — In vivo Determination of Sun Protection Factor (SPF) [ISO 24444 : 2019, MOD]

(First Revision of IS 17494) (ICS No. 71.100.70)

Cosmetic Sectional Committee	Last date for comment is PCD 19		16 September 2022



FOREWORD

(Formal Clauses shall be added later)



This Indian Standard was published in 2021 which was identical with ISO 24444 : 2019 ‘Cosmetics — Sun protection test methods — In vivo determination of sun protection factor (SPF)’ issued by the International Organization for Standardization (ISO).



The committee responsible for the formulation of this standard observed that the average ITA° range prescribed in ISO 24444 : 2019 ‘Cosmetics — Sun protection test methods — In vivo determination of sun protection factor (SPF)’ was 41° to 55°, whereas the average ITA° in Indian Population ranges from ITA -30° to 50°. Thus, the committee decided to revise the standard with the modification in the Average ITA° range.



During this revision, the major changes are:



1. In clause 5.1.2, the average ITA° of the subjects making up a test panel has been modified between 28° and 41°



2. Designation of the Indian Standard has been modified from Identical Adoption to Indigenous Standard.



The composition of the Committee, responsible for the formulation of this standard is given at Annex H (will be added later).



For the purpose of deciding whether a particular requirement of this standard is complied with, the final value, observed or calculated expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision).’ The number of significant places retained in the rounded off value should be the same as that of the specified value in this standard.
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Introduction

The level of sun protection provided by sunscreen products has traditionally been estimated using the sun protection factor or SPF test, which uses the erythemal response of the skin to ultraviolet (UV) radiation. The SPF is a ratio calculated from the energies required to induce a minimum erythemal response with and without sunscreen product applied to the skin of human test subjects. It uses ultraviolet radiation usually from an artificial source.

Different standard methods are available and described in ISO/TR 26369 Since the publication of the first version of this document, harmonization has been achieved in many member countries. The objective of this updated version is to further improve reproducibility between test sites, so as to obtain the same SPF value



1 Scope

This document specifies a method for the in vivo determination of the sun protection factor (SPF) of sunscreen products. It is applicable to products that contain any component able to absorb, reflect or scatter ultraviolet (UV) rays and which are intended to be placed in contact with human skin.

This document provides a basis for the evaluation of sunscreen products for the protection of human skin against erythema induced by solar ultraviolet rays.



2 Normative references

There are no normative references in this document.



3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

a) ISO Online browsing platform: available at https:// www.iso.org/obp

b) IEC Electropedia: available at http://www.electropedia.org/



3.1 Ultraviolet radiation UVR

Electromagnetic radiation in the range of 290 nm to 400 nm

3.1.1 Ultraviolet B UVB



Electromagnetic radiation in the range of 290 nm to 320 nm



3.1.2 Ultraviolet A UVA



Electromagnetic radiation in the range of 320 nm to 400 nm



NOTE − UVA II = 320 nm to 340 nm; UVA I = 340 nm to 400 nm.

3.1.3 Erythemal effective irradiance



Eer Radiometric quantity derived by multiplying the spectral irradiance E(λ) of the solar simulator with the erythema action spectrum ser(λ) at each wavelength λ and integrating over wavelength range of 290 nm to 400 nm



Eer = ∫400 𝐸(λ) ser (λ) dλ unit: W/m2 (eff.)290



,

3.1.4 Erythemal effective radiant exposure erythemal dose



Her radiometric quantity defined as time integral of erythemal effective irradiance Eer(t)



Her = ∫	𝐸𝑒𝑟(𝑡)𝑑𝑡 unit: J/m2 (eff.)𝑡





3.2 Erythema

Reddening of the skin caused by UV radiation



3.3 Sunscreen Products



Products containing any component able to absorb, reflect or scatter UV rays, which are intended to be placed on the surface of human skin with the purpose of protecting against erythema (3.2) and other ultraviolet induced damage.



3.4 Minimal Erythemal Dose MED

lowest erythemal effective radiant exposure (Her) (3.1.4) that produces the first perceptible unambiguous erythema with defined borders appearing over more than 50 % of UV exposure subsite, 16 h to 24 h after UV exposure.

NOTE − Annex F contains visual references and guidance for the acceptable MED appearance.

3.4.1 MEDu

Minimal erythemal dose on unprotected skin.

3.4.1.1 MEDiu

Minimal erythemal dose of an individual subject on unprotected skin.

3.4.2 MEDp

Minimal erythemal dose on product protected skin

3.4.2.1 MEDip

Minimal erythemal dose of an individual subject on protected skin



3.5 Individual sun protection factor SPFi

Ratio of the individual minimal erythemal dose on product protected skin (MEDip) to the (individual) minimal erythemal dose on unprotected skin (MEDiu) of the same subject:



SPFi = MED ip

MED iu

NOTE − SPFi is expressed to one decimal place by truncation.



3.6 Sun protection factor of a product SPF

Arithmetic mean of all valid individual SPFi values obtained from all subjects in the test



NOTE − SPF is expressed to one decimal place by truncation.



3.7 Test Area

Area for testing on the back between the scapula line and the waist



NOTE − Skeletal protrusions and extreme areas of curvature should be avoided.



3.8 Test Site

Area of the skin where a product is applied or the site used for the determination of the unprotected MED



3.9 Exposure sub-sites

Areas of skin that are exposed to UV-irradiation within a test site.



3.10 Individual typology angle ITA°



Value characterizing the skin colour of the subject as measured by a skin contact reflectance

Spectrophotometer or skin colourimeter

NOTE − Refer to Annex E for the detailed requirements of the equipment/measurement.



4 GENERAL PRINCIPLE

The SPF test method is a laboratory method that utilizes a xenon arc lamp solar simulator (or equivalent) of defined and known output to determine the protection provided by sunscreen products on human skin against erythema induced by solar ultraviolet rays.



The test shall be restricted to the area of the back of selected human subjects.



A section of each subject’s skin is exposed to ultraviolet light without any protection while another (different) section is exposed after application of the sunscreen product under test. One further section is exposed after application of an SPF reference sunscreen formulation, which is used for validation of the procedure.



To determine the sun protection factor, incremental series of delayed erythemal responses are induced on a number of small sub-sites on the skin. These responses are visually assessed for presence of erythema 16 h to 24 h after UV radiation, by the judgment of a trained and competent evaluator.



The individual minimal erythemal dose for unprotected skin (MEDiu) and the individual MED obtained after application of a sunscreen product (MEDip) shall be determined on the same subject on the same day. An individual sun protection factor (SPFi) for each subject tested is calculated as the ratio of individual MED on product protected skin divided by the individual MED on unprotected skin, as in the formula given in 3.5.

The sun protection factor for the product (SPF) is the arithmetic mean of all valid SPFi results from each subject in the test expressed to one decimal place.



5 TEST SUBJECTS



5.1 Selection of the test subjects



5.1.1 General

There are strict requirements governing the inclusion and non-inclusion of test subjects which



should be adhered to. The criteria shall be as set out in Annex A.

5.1.2 Skin colour of the test subjects



Test subjects included in the SPF test shall have an ITA° value of at least 28° by colourimetric methods (see Annexes A and E) and be untanned on the test area.



The average of the subjects making up a test panel shall have an ITA° between 28° and 41°. When possible, there should be subjects with ITA°s in each of the three ITA° bands, 28° to 40°, 41° to 55°, and >56°. Where this is not possible, there shall be at least three individuals in each of two of the three ITA° bands described in the previous sentence.



A trained and competent scientist or technician should examine each subject to ensure that there is no condition which might put the subject at risk and that the outcome of the test cannot be compromised by adverse skin conditions such as sun damage, pigmentation marks and previous history of abnormal response to the sun (see Annex A).



The test sites intended for UV exposure shall be free from blemishes and hair, and have an even colour tone with no variation in ITA° greater than 5° from each other or the MEDu test area.

5.1.3 Age restriction



Test subjects below the locally regulated age of consent or older than 70 years shall not be included in the SPF test panel.



5.1.4 Frequency of participation in tests



Subjects may participate in a test provided that at least 8 weeks have elapsed since they participated in a previous UV exposure study (i.e. SPF, UVA-PF, photoallergy, phototoxicity test), and all skin tanned marks from that previous test have cleared from the test sites on the back and are no longer visible.



5.1.5 Ethics and consent



All testing shall be done in accordance with the Declaration of Helsinki. Any national regulations regarding human studies should also be taken into account. Informed, written (signature) consent shall be obtained from all test subjects and retained.



5.2 Number of test subjects

The minimum number of valid SPFi results shall be 10 and the maximum number of valid SPFi results shall be 20. In order to achieve between 10 and 20 valid results, a maximum of five individual invalid results may be excluded from the calculation of the mean SPF. For the test to be considered valid for the first 10 subjects, the resulting range of the 95 % CI of the mean shall be within ±17 %. Consequently, the actual number of test subjects used will fall between a minimum of 10 and a maximum of 25 subjects (i.e. a maximum of 20 valid results plus 5 rejected invalid results).

Results may only be declared invalid and excluded from the calculation of the mean SPF according to 9.5.3 or because of non-compliance with the related protocol.



In order to determine the number of test subjects, the 95 % confidence interval (95 % CI) on the mean SPF shall be taken into account. A minimum of 10 subjects shall be tested. The test shall be considered valid for the first 10 subjects if the resulting range of the 95 % CI of the mean SPF shall be within ±17 % of the mean SPF. If it is not within ±17 % of the mean SPF, the number of subjects shall be increased stepwise from the minimum number of 10 until the 95 % CI statistical



criterion is met (up to a maximum of 20 valid results from a maximum of 25 subjects tested). If the statistical criterion has not been met after 20 valid results from a maximum of 25 subjects, then the test shall be rejected. For details on statistical definitions, sequential procedure and calculations, refer to Annex D.



6 APPARATUS AND MATERIALS — SOURCE OF ULTRAVIOLET RADIATION



6.1 General

The artificial light source used shall comply with the source spectral specifications as described in

6.2 and Annex B. A xenon arc solar simulator with appropriate filters shall be used.



6.2 Quality of ultraviolet radiation



6.2.1 The solar UV simulator shall emit a continuous spectrum with no gaps or extreme peaks of emission in the UV region. The output from the solar UV simulator shall be stable, uniform across the whole output beam and suitably filtered to create a spectral quality that complies with the required acceptance limits (see Table B.1).



6.2.2 To ensure that appropriate amounts of UVA radiation are included in the spectrum of the solar UV simulator, the total radiometric proportion of the UVA II (320 nm to 340 nm) irradiance of the simulator shall be ≥20 % of the total UV (290 nm to 400 nm) irradiance. Additionally, the UVA I region (340 nm to 400 nm) irradiance shall be ≥60 % of the total UV irradiance.



6.2.3 The source spectral specification is described in terms of cumulative erythemal effective irradiance by successive wavelength bands from <290 nm up to 400 nm. The erythemal effective irradiance of each wavelength band is expressed as a percentage of the total erythemal effective irradiance from <290 nm to 400 nm, or as the percentage relative cumulative erythemal effectiveness (% RCEE). The definition and calculation of % RCEE values is described in Annex B and the acceptance limits are given in Table B.1.



6.3 Total irradiance (UV, visible and near infrared rays)

If total irradiance is too intense, an excessive feeling of heat or pain may be induced in the irradiated skin of subjects and heat induced erythema may result. Therefore, total irradiance shall not exceed 1 600 W/m2. When total irradiance is <1 600 W/m2, it shall still be confirmed, prior to conducting an SPF test, that the irradiance to be used (UV, visible and near-infrared rays) will not induce an excessive feeling of heat in the skin. The output of the solar simulator shall be measured with a broad spectrum sensor (capable of measuring between 280 nm and 1 600 nm) calibrated against a standard reference source over the range of 280 nm to 1 600 nm. Alternatively, the source may be measured with a calibrated spectroradiometer over this same wavelength range to determine the total irradiance.



6.4 Uniformity of beam



6.4.1 General



Uniformity of the beam shall be measured depending on the solar simulator type using either UV sensitive film or UV sensor methods (see 6.4.2 and 6.4.3). Solar simulators with large beams (>1,3 cm diameter) or with multiple output ports shall be measured at least every 6 months, or when any modifications are made to the lamp optical components, or when non-uniform erythema spots are seen in test subsites. Solar simulators with a single output port beam (≤1,3 cm diameter) shall be measured at least every 1 month, or when any modifications are made to the lamp optical components, or when non-uniform erythema spots are seen in test subsites.



Uniformity measurements may be conducted using UV sensitive paper that darkens with exposure, or  by using a UV sensor that is smaller in active area compared to the beam size by a



ratio of at least 1:4.8 with sufficient measurements to cover more than 75 % of the beam area.



Measurements are to be made using the orientation of the source output as used for subject exposures.



6.4.2 Film densitometry



Exposure doses of the UV sensitive film shall be calibrated to achieve film darkening (converted to grey scale) to a density in the mid-range of the scale (on a 0 to 255 range of black to white). A series of exposures shall be used to determine the mid-range density exposure using a calibrated scanning measurement device with at least 600 dots per inch (dpi) resolution. Exposures can be modified by use of neutral density filters or exposure times to achieve this level of exposure for uniformity measurements. Areas to be measured shall be the same as those diagrammed below (see Figures 1 and 2). Films are to be scanned for density values, and average values for each area of the beam as outlined above shall be calculated, and beam uniformity calculated as per Formula (1) (see 6.4.4.3).



6.4.3 UV sensor



Alternatively, a small aperture (quadrant) UV sensor with a mechanical alignment fixture may be used to measure sub-sections of the output beam intensity as outlined below and the beam uniformity calculated as per Formula (1) (see 6.4.4.3).



6.4.4 Large beam source



When a large-beam UV source is used to simultaneously expose several sub-sites (i.e. at least two sub- sites) within an irradiation series by varying the exposure time, the intensity of the beam shall be as uniform as possible. A UV film densitometry method or a UV radiometer method may be used. The minimum number of sample sites of equal area within the beam (Area of Interest – AOI) to be assessed shall be determined by dividing the area of the beam by 6.45. (For example, if the beam is 232 cm2 in area, then the minimum number of measurements shall be 36).



6.4.4.1 UV film densitometry method: The UV sensitive film at least as large as the beam shall be exposed by the entire beam so that the entire beam fits inside the borders of the film.



6.4.4.2 UV Radiometer method: A UV radiometer sensor may be used to sample the beam intensity at multiple sites. Measurements shall be made at equally distributed points.



6.4.4.3 The uniformity shall be ≥90 % as calculated by Formula (1):



Uniformity % = ( 1-(max-min)/ (average)) %	(1)



If the uniformity is less than 90 %, then optical components should be adjusted or appropriate compensation for different irradiance shall be made in the exposure time on each sub-site.



6.4.5 Small beam source



For a small beam UV source, which exposes sub-sites individually, the beam intensity uniformity shall be as measured. A UV sensitive film densitometry method or a UV radiometer method may be used.



6.4.5.1 Single output device



For a single output device, five equal size areas of the beam intensity shall be measured to assess the uniformity within the beam as shown in Figure 1. The uniformity shall be ≥90 % as calculated by Formula (1).

[image: ]



Fig. 1 — Single output device



6.4.5.2 Multiple output device

For a multiple output device, the intensity uniformity of each output beam shall be determined by measuring at least 4 circles of equal area of each output beam (see Figure 2), as calculated Formula (1).

The average uniformity of all beams for the multiple output device shall be ≥90 %



If the uniformity is less than prescribed above, then adjustments to the lamp optical system shall be made to bring the uniformity within the limits above.
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Fig. 2 — Multiple output device





7 MAINTENANCE AND MONITORING THE UV SOLAR SIMULATOR OUTPUT



7.1 Spectroradiometry

There shall be a spectroradiometric check of the spectrum of each solar simulator output port (UVA and UVB) and intensity made by the laboratory at least once every 12 months or after 2 500 h of lamp running time and after changing any significant physical (optical) component (including the bulb) of the solar simulator. The simple use of specific filters is not in itself adequate assurance that the UV output is of the correct quality. This periodical inspection should be conducted by a trained, competent, and suitably qualified person (internal or external) using a spectroradiometer that has been calibrated against a standard lamp that is traceable to a



national or an international calibration standard, with a band width of 2 nm or smaller and having a dynamic range of at least 5 decades which is usually met by spectroradiometers equipped with double monochromator. Measurements shall be recorded at 1 nm increments.



Optical alignment fixtures shall be used to assure accurate radiometer alignment and reproduction of the simulator output at the same optical reference plane measured with the spectroradiometer.



Detailed instructions for ensuring correct lamp output are given in Annex B.



7.2 Radiometry

Prior to making any measurements of the simulator output with a radiometric device, the front surface of the radiometer sensor shall be cleaned with a dry cotton cloth, and the optical tips of the light guides from the xenon source shall be cleaned with alcohol or optical cleaning fluid with lint-free cloth to remove any visible or invisible materials or residual sunscreen.

Before UV exposure of each test site, the UV irradiance shall be measured and recorded with an erythema weighted radiometer cross-calibrated against a spectroradiometric measurement of the solar simulator output as detailed in 7.1. Optical alignment shall be configured to ensure accurate radiometer alignment and reproduction of the simulator output at the same optical reference plane measured with the spectroradiometer. A calibration factor Y for each radiometer shall be determined by Formula (2):

Y = 𝐸𝑒𝑟𝑠𝑝

𝐸𝑒𝑟𝑟



where



Y = is the calibration factor for each radiometer;



Eersp = is the erythema effective irradiance Eer (W/m2 erythemal weighted) of the solar simulator as measured by a spectroradiometer;



Eerr = is the erythema weighted irradiance Eer (W/m2) of the solar simulator as measured by the radiometer.



The UV exposure time (in seconds) for a given test shall be calculated using Formula (3):





t = 𝐻𝑒𝑟

𝐸𝑒𝑠𝑟𝑝


=  𝐻𝑒𝑟

𝑌×𝐸𝑒𝑟





where



t = is the time, in seconds, for the UV exposures for a given test;

Her = are the desired doses;



Eersp = is the erythema effective irradiance as measured by spectroradiometer;



Eerr = is the erythema effective irradiance as measured by radiometer;

Y = is the calibration factor.

Output intensity should be measured before exposure of each test site in order to ensure the correct intensity is applied for each exposure. Where the solar simulator is capable of continuous monitoring of output intensity, it should be measured during the exposure of the test subjects.



The average intensity of the solar simulator as measured by the calibrated radiometer shall be included on the test study report (W/m2 eff.), as well as the doses (J/m2 eff.) for the MEDiu and MEDip for each subject.



8 Reference sunscreen formulations



8.1 General

The method is controlled by the use of one of five reference sunscreen formulations to verify the test procedure. Therefore, one of the prescribed reference formulations shall be measured on the same day as products are tested. Whether a low or high SPF reference formulation is to be used depends on the expected SPF of the test products.



8.2 Reference standard to be used



8.2.1 Preliminary testing: When testing is being done on a preliminary basis, such as for product development investigations, any reference standard listed in Annex C may be used for each subject.



8.2.2 Establishment of SPF for product claim: When testing is conducted for the purpose of supporting a label claim of a product intended for market the following reference standards shall be used for testing with the test product:

8.2.2.1 SPF Claim ≤24: P2 or P3 reference standard (all subjects);

8.2.2.2 SPF ≥25 but less than SPF 50: P5 or P6 reference standard (on at least 5 subjects) and P2 or P3 on remaining subjects;

8.2.2.3 SPF ≥50: P8 reference standard (on at least 5 subjects) and P2 or P3 on the remaining subjects.

Additional subjects may be added as necessary to achieve means for the reference standards that are within the acceptance range.

Assignment of the reference standards to be used on specific subjects shall be randomized.

If P5, P6, or P8 reference standard is used on a subject, there is no necessity to include a lower SPF reference standard on that subject even though there may be lower SPF test products included in the same test. (Only one SPF reference standard sunscreen shall be required on each subject). Acceptance SPF ranges for the reference standard sunscreens are shown in Annex C. If the mean SPF of the reference standard sunscreens obtained in any test do not fall within their acceptance limits shown in Annex C for that reference standard, then the entire test (i.e. all test products) shall be rejected.

The formulae details and manufacturing instructions for the reference formulations are given in Annex C.



9 Procedure



9.1 Main steps

9.1.1 Acclimatization period for the skin;

9.1.2 Determination of ITA° on the back of the subject;

9.1.3 Delineation of test sites on the back of the subject;

9.1.4 Weighing of the product for application to the test site;



9.1.5 Application of the product to the test site;



9.1.6 Waiting period before UV exposure to the test site;



9.1.7 UV exposure;



9.1.8 MED assessment;



9.1.9 Calculations.



9.2 Test conditions

Product application, UV exposures and MED assessment should be carried out in stable conditions, with the room temperature maintained between (23 ± 3) °C.



9.3 Position of the test subjects

Product shall be applied to subjects in the same position as will be utilized for the irradiation procedure (sitting or prone). Powder and products which may flow (very low viscosity liquids) should be tested in the prone position to prevent the samples from falling off the surface.



9.4 Product application

The amount of product applied and the uniformity of spreading on the test sites affect the magnitude and variability of the test results. It is therefore very important to follow the procedures set out in 9.4.1 to 9.4.9.



9.4.1 The test sites intended for UV exposure shall be free from blemishes and hair, and have an even colour tone with no variation in ITA° greater than 5° from each other or the MEDu test area. When necessary, hair shall be shaved more than three days prior to the test, but not thereafter. If necessary, hair may be clipped or cut with scissors on the test day.

9.4.2 The minimum total area for a test site for product application shall be 30 cm2 and the maximum shall be 60 cm2.

9.4.3 The positions of the test products and reference sunscreen test sites shall be distributed randomly on the backs of subjects over the whole test group in order to reduce error arising from anatomical differences in skin. The unprotected test site used to determine MEDu shall be randomized as one of the test sites across the test area and across subjects.

9.4.4 There shall be a minimum distance of 1 cm between the borders of adjacent test sites.



9.4.5 Before product application, the test area may be cleaned by using a dry cotton pad or equivalent.



9.4.6 The test sites shall be delineated by a method which does not interfere with the test or harm the subject such as skin marker and/or a template made from non-absorbent material. The skin marker shall be indelible so as to be discernible at the time of MED evaluations 16 h to 24 h post UV-exposure.



9.4.7 Amount of product applied



9.4.7.1 The amount of test product and reference sunscreen formulation applied to the skin after spreading shall be (2,00 ± 0,05) mg/cm2.

9.4.7.2 The balance used to weigh the products should be capable of weighing to the nearest 0,1 mg.



9.4.7.3 All products shall be homogeneous and shall be shaken before weighing, to ensure uniform dispersion.



9.4.7.4 When handling the product during weighing or before application to the skin, take appropriate measures to prevent evaporative loss of the volatile components. It is important that the total quantity of weighed product is transferred to the product application site. The amount of product to be applied shall be weighed in a syringe or in another device such as a watch glass. A method of weighing by loss is required.



9.4.8 Mode of delivery

It is recommended to practice application and spreading of the test materials on a subject (not in the test) to determine the best procedure to obtain uniform product spreading. The use of a finger cot (i.e. latex, nitrile, etc.) shall be required except in cases when use of a finger cot interferes with even application of the product. A new finger cot shall be used for each new application of product and shall

not be pre-saturated with the test product. When a naked finger, is used a maximum of 2.1 mg/cm2

(additional 5 %) shall be applied to the test area to account for the additional area of the application finger, and the finger shall be cleaned between product applications with an alcohol wipe.



9.4.8.1 Product application technique

The application technique to be used is dependent on the product type.



Form	Recommended application method

Lotion	Method A



Cream	Method A



Oil	Method A



Liquid	Method A



Gel	Method A



Stick	Method B



Balm	Method B



Aerosol spray	Degas then Method A



Pump spray	Method A



Roll on	Method A or B



Powder	Method C





Foaming Formulations


Method D



Method A: Fluid products. To aid uniform coverage, droplets (at least 15 per 30 cm2, 30 per 60 cm2) of the product should be deposited within the test site using a syringe/pipette at one time, then spread over the whole test site, first with circular movements to gather the droplets and second in horizontal and vertical directions using light pressure as shown in Figure 3. It is recommended that during the whole process, the application finger stays in contact with the skin.

Spray products provided in a pressurized container should first be degassed by puncturing a very small pinhole in the container to relieve all of the pressure. Degassing shall be done with appropriate safety precautions by securing the can within a ventilated safety hood with appropriate personnel safety equipment. The degassed can shall be allowed to rest for 24 h at room temperature when the product shall be decanted into a separate closed container with minimal headspace to minimize evaporation.



[image: ]

Fig 3 — Application techniques for Methods A and B



Method B: Non-flowing viscous liquids and semi-solids. Test product should be measured into a weigh boat and applied by finger in multiple areas of the test site, first with circular movements to gather the material and second in horizontal and vertical directions using light pressure as in Fig 3. It is recommended that during the whole process, the application finger stays in contact with the skin.

Method C: Powders. Aliquots of powder should be transferred to the skin in a grid-like manner, using a spatula, sponge, or finger.

The accumulated powder shall be tapped and then spread over the whole test site using a finger with or without a finger cot. Alternatively, the tip of a pre-loaded cosmetic applicator puff may be used instead of a finger. In this case, it is important to verify that (2.00 ± 0.05) mg/cm2 of test powder product remains on the

skin after spreading, by weighing the powder remaining on the tip of the applicator puff.

Purified water or another suitable solvent that has no UV protection properties may be applied on the skin before the powder application to help the sample adhere to the application site. Water or solvent should not transform the powder into a paste and thus influence its SPF value.

Method D: Foaming formulations. For samples which are presented as foams and where the contents cannot be extracted or dispensed other than as a foam, the test product should be measured into a weighing boat and then the sample allowed to degas or deaerate until they can be easily applied to the skin. Application will be subsequently accomplished following Method B.

9.4.8.2 Spreading

Spreading time should be in the range of (35 ± 15) s depending on the surface and ease of spreading of the product. Volatile liquids should be spread without delay.



9.4.9 Evaluation of application uniformity

After application is completed, and before commencement of the UV exposure doses, the application shall be checked with an ultraviolet-A “Woods” lamp with at least 6W of power, that is capable to visualize the uniformity of the application. If noticeable non-uniformity or streaking of the product is noted, the test site shall be rejected and may not be used for the test. If another test site is available, a new application may be attempted.



9.4.10 Drying time between application and UV exposure

Exposure of the first test site to the sequence of UV doses shall start 15 min to 30 min after the product is applied. Any extraneous exposure of the test sites to UV light (artificial or natural) shall be avoided during this period and for a period of 24 h after exposure.



9.4.11 Exposure sub-sites



9.4.9.11.1 Where a template is used to demarcate the exposure sub-sites (such as large-beam UV solar simulator), the template should be of non-absorbent material.

9.4.9.11.2 The minimum area of each exposure sub-site shall be 0.5 cm2.



9.4.9.11.3 The minimum distance between borders of each exposure sub-site (spots) shall be at least 0.8 cm.



9.4.9.11.4 The distance between any exposure sub-site and any edge of the test site shall be at least 1 cm.



9.4.9.11.5 The minimum number of exposure sub-sites used shall be five for unprotected MED (MEDu) and five for protected MED (MEDp).

9.4.12 Provisional MEDiu

Before starting the main test, it may be necessary to determine a provisional MEDiu in order to centre the UV dose ranges for the exposures of MEDiu and MEDip. A provisional MEDiu is a pre-test in which the MEDiu of a subject should be determined prior to establishing the test MEDiu. This is performed by applying a preliminary series of UV exposures up to one week before the test. The



provisional MEDiu shall be determined by the colometric ITA° technique (see Annex E) using the UV dose range in Table E.1.



9.4.13 Estimated MEDiu

If the provisional MEDiu has not been determined before the product test day, the MEDiu can be estimated by colourimetric technique (ITA°) without UV exposure (see Annex E) on the same day as the test. The estimated MEDiu exposure dose shall be determined using the colometric ITA° technique (see Annex E) and the UV dose range from Table E.1. Otherwise, use the provisional MEDiu previously determined in 9.4.12.



For each subject, the unprotected MEDiu shall be determined on the same day as the test product protected MEDip.



9.4.14 Incremental progression of UV dose



9.4.14.1 For the unprotected site, the range of UV doses applied shall be established using the subject's provisional MEDiu, or the estimated MEDiu based on the ITA° and Annex E. A minimum of five sub- sites centered on or close to the provisional/estimated MEDiu shall be exposed with incremental UV doses using a recommended geometric progression of 1,25×. Other geometric progressions of less than 1,25x may be used (such as 1.2; 1.15; 1.12) but shall be consistent throughout the test (same progression used for unprotected and protected sites). Exposure times may be rounded to the closest integer seconds.

9.4.14.2 For the product protected sites, the UV doses delivered are defined by the expected MEDip, which is the multiple of the expected SPF of the test product (as determined by the test sponsor or previous data) and the provisional or estimated MEDiu for the subject. A minimum of five sub-sites centred on or close to the expected MEDip shall be exposed with incremental UV doses using a recommended geometric progression of 1,25x. Other geometric progressions may be used (such as 1.2, 1.15 or 1.12). A maximum geometric progress of 1.15 shall be used for expected SPF ≥25. Smaller geometric progressions (such as 1.12 may be used but shall also be used but shall also be consistent throughout the exposure procedure (same progression used for unprotected and protected sites).



The expected value of the SPF may be changed during the testing of the product between test subjects as requested by the test sponsor or the laboratory management to prevent test failures or overexposure of subjects.



9.4.15 Product removal

After UV exposures, reference and test products may be gently removed, using an appropriate means.



9.5 Procedure for MED assessment



9.5.1 General

The minimal erythemal dose for individual unprotected skin (MEDiu), for the test product individual protected skin (MEDip), and the MEDip for the reference sunscreen formulation, shall all be determined on the same day.



9.5.2 Time of assessment of MED

The MED(s) shall be assessed 20 h ± 4 h after UV exposure (between 16 h and 24 h) as measured from the end of the last exposure period. During the time interval between UV exposure and MED assessment, the subject shall avoid any extra UV exposure (artificial UV light or sunlight) to the exposed area. Any additional UV exposure (natural or artificial) to the test area of an individual will invalidate the data from that individual and that data shall be rejected from the test results and not count against the total allowable rejected subjects.

9.5.2.1 The MEDs shall be assessed visually. The observer's eyesight should have been checked for



normal colour vision. A yearly check of acuity of vision is recommended.



9.5.2.2 Visual assessment should be performed in sufficient and uniform illumination. At least 450 lux in the plane parallel with the back of the test subject is required using a lamp with a colour temperature of 6 500°K.



9.5.2.3 The determination of MED(s) shall be carried out in a room with matt, neutral wall colours.



9.5.2.4 Erythemal responses shall be observed in a “blind” manner. The observers of erythemal responses on any subjects shall not be the same persons as the ones who performed product application and exposure. The observers shall be not aware of the test design (randomization of test sites) on that subject.

9.5.2.5 Grading scale for the MEDis

Unprotected UV exposed sites and protected UV exposed sites should be graded with the same reference scale and same visual references as shown in Annex F:

9.5.2.5.1 0: no erythema present;

9.5.4.5.2 0.5: ambiguous erythema, and/or no clear border, and/or not filling more than 50 % of the exposure subsite;

9.5.2.5.3 1: Perceptible unambiguous erythema with defined borders filling more than 50 % of the exposure subsite (MED if it is the lowest exposure dose with grade 1);

9.5.2.5.4 2: Moderate to intense erythema.



9.5.2.6 Pigmentation responses

The responses observed at the exposure sites may be pink/red (erythema), grey/brown (pigmentation), or a mixture of both. If the exposure site has grey/brown colouration, the surface of the skin shall be lightly pressed with a glass slide to determine if there is also erythema present. If erythema is present, there will be a slight blanching of the any redness of the skin with the pressure and colour will return after removal of the pressure. The site shall be scored as having unambiguous erythema provided that the returning redness in the exposed sub-site is more than that of the unexposed surrounding skin, and the erythema occurs over more than 50% of the exposure sub-site. Pigmentation responses (with no erythema) shall not be considered as a qualifying response for MEDu or MEDp.



9.5.3 Data rejection criteria

Test data are deemed invalid and shall be rejected according to the circumstances specified in Table 1.



Table 1 — Data rejection criteria



		Observation

		MEDiu

		MEDip

		Reference standard



		No grade of at least 1 for any	a

exposed sub sites

		Data for subject is rejected

Does not count against total allowable rejected number of subjects

		Data for test product is rejected.

Does not count against total allowable rejected number of subjects

		Data for subject is rejected

Failure counts against allowable rejected number of subjects



		All test subsites show erythema of at least grade 1b

		Data for subject is rejected

Does not count against number of total allowable rejections

		Data for test product is rejected

Counts against number of total allowable rejections

		Data for subject is rejected

Counts against number of total allowable rejections







		erythemal respon- se(s) is (are) absent for exposures higher than the determined MED

		Data for subject is rejected

Does not count against number of total allowable rejections

		Data for subject is rejected

Counts against number of total allowable rejections

		Data for subject is rejected

Counts against number of total allowable rejections



		Non-compliance of the

subject

d OR

		Data for subject is rejected

Does not count against number of total

		Data for subject is rejected

Does not count against number of total

		Data for subject is rejected

Does not count against number of



		Observations definitions:

1 No Grade of at least 1 for any exposed sub: All exposed subsites have grades of 0, or 0,5, and no qualifying MED (Grade 1) is observed.



2 All test sites show erythema of at least Grade 1: No sites have grades of 0 or 0,5, and a MED response cannot be established.



3 Erythemal response(s) is (are) absent for exposures higher than the determined MED dose (randomly absent): A Grade of 0 is observed at an exposure dose higher than the determined MED, (randomly absent or illogical sequence).



4 Non-compliance of the subject: Subject does not follow instructions during or after the treatment or UV exposures that could affect the outcome of the test (wipes sunscreen treated areas during application or exposures, medicates with anti-inflammatory drugs, exposes treatment areas to UV light (sunlight or other UV source), irritates treated area, etc.).



5 Technical failure: Failure of equipment or procedures during the treatment phases of the procedure (for example: incorrect lamp intensity or fluctuations, incorrect exposure times, incorrect site application of sunscreen, and similar reasons) that would jeopardize the integrity of the treatments and conclusions.









9.5.3 Test failure criteria

If data have to be rejected for the test product on more than five subjects, then the whole test for that product shall be invalid and shall be rejected.

If data have to be rejected for the reference sunscreen on more than five subjects, then the whole test shall be invalid and shall be rejected.



9.5.4 Expression of MEDs

MEDs shall be expressed in terms of energy J/m2 eff. (integers).



All irradiance measurements shall use a radiometer previously cross calibrated against a spectroradiometric measurement weighted with the erythema action spectrum, or a spectroradiometer measurement weighted with the erythema action spectrum to determine the J/m2 eff.



10 Calculation of the sun protection factor and statistics



10.1 Calculation of the individual SPF (SPFi)

The SPFi of both the reference sunscreen and the product under test for each subject shall be calculated as shown in Formula (4), and expressed to one decimal place by truncation.



SPFi = MEDip

MEDiu



MEDip = MED of sunscreen protected skin for an individual; MEDiu = MED of unprotected skin for an individual.

10.2 Calculation of product SPF

The SPF result for the test product and for the reference sunscreen formulation shall be calculated as the arithmetic mean of all valid individual SPFi values.



The minimum number of valid SPFi values shall be ten and the maximum number of valid SPFi values twenty. A maximum of five results may be excluded from the calculation of the mean SPF, but each exclusion shall be justified according to 9.5.3 or if protocol non-compliance has occurred. A sixth invalid result automatically invalidates the whole test for that test product and no SPF can be calculated for it.

SPF shall be expressed to one decimal place by truncation.



10.3 Statistical criterion

The statistical criterion for all SPF measurements is that the 95 % confidence interval on the mean SPF measured shall comply with the ±17 % CI criteria of the measured mean SPF. This applies to test products and reference sunscreen products.

Consequently, the actual number of subjects tested shall be defined as the number (minimum ten) required to produce a mean test product SPF with a 95 % confidence interval (CI) which falls within a range of ±17 % of the measured mean SPF for the tested product and a mean reference product SPF which has a 95 % CI which falls within the range of ±17 % of the measured mean SPF for the reference sunscreen formulation.



10.4 Validation of the test

The mean SPF of the reference sunscreen formulation used in the test shall fall within the acceptance limits shown in Annex C.



11 TEST REPORT



11.1 Overview

The test report shall contain at least the following information.



11.2 General information

11.2.1 Identification of the testing laboratory.



11.2.2 A reference to this test method.



11.2.3 Product identifier and expected SPF.

11.2.4 Any instructions compliant with this document given by the sponsor for the application of the product (i.e. fingercot or not, latex or nitrile, pretreatment for powders, etc.).

11.2.5 Any specific instructions not compliant with this document given by the sponsor for the application of the product. For example, special preparation of sample prior to application, such as recombining 2 phase systems.

11.2.6 The geometric progression used for the individual MED.



11.2.7 Commencement and ending dates of the test.

11.2.8 Identification of the reference sunscreen used and evidence of compliance with the acceptance range for this sunscreen according to the limits described in C.1.

11.2.9 A reference to latest calibration and statement of compliance document (date and provider) of solar simulators used in the test.

11.2.10 Mean SPF value expressed in one decimal place (truncated), standard deviation on the mean, and 95 % CI as a number and as a %, and 17 % of the mean SPF.

11.2.11 Protocol deviations if any.



11.3 Data in tabular form for each test subject

Annex G provides a template for reporting the following data.



11.3.1 The subject number in sequence.



11.3.2 Identification by subject, of the technicians who applied, exposed, and evaluated responses during the test.



11.3.3 The subject ITA° value.

11.3.4 The dates of UV exposures for each subject.



11.3.5 Identification by code number, of each subject;



11.3.6 The intensity of the solar simulator output in Watts/m2 erythemally effective (Eer) irradiance. In the case of a multiport device, this should be the value for the highest intensity port.



11.3.7 Seconds of exposure for the MEDiu, MEDip, and MEDip for reference standard.

11.3.8 Individual MED for unprotected skin, test product protected skin and reference sunscreen protected skin, reported as J/m2 eff. (no decimal).

11.3.9 Individual SPFi values expressed in one decimal place (truncated), including all valid data and rejected data for the test product and for the reference sunscreen.

11.3.10 An indication if the SPFi value was rejected (Y or N?).

11.3.11 Mean SPF values, standard deviation on the mean, and 95 % CI as a number and as a %, and 17

% of the mean SPF.



11.4 Statistics for the test products

After completion of at least 10 valid test subjects, calculations and statistics as described in Annex D and at least:



11.4.1 Mean SPF of the test product truncated to one decimal place;

11.4.2 Standard deviation (s) calculation;

11.4.3 Confidence interval (c) calculation;

11.4.4 CI [%];

11.4.5 95 % CI;

11.4.6 17 % of the mean SPF calculation;



11.4.7 A statement that the test study complies with the statistical validations.



ANNEX A

(Normative)

SELECTION CRITERIA FOR THE TEST SUBJECTS



A-1 RATIONALE

Experience has shown that utilization of skin phototyping is problematic, and unable to adequately distinguish appropriate subjects for SPF testing and for estimating skin sensitivity to sunburn. In contrast, use of the ITA° value has been shown to be a useful quantitative measure to choose test subjects for SPF testing, and for predicting their MEDu values. This approach has been used for many year by many different laboratories. Their experience has been utilized to establish the limits of useful range of ITA° values for SPF testing and to estimate MEDu values. This document references only the use of ITA° values for qualifying subjects for the SPF test.



A-2 SELECTION CRITERIA FOR THE TEST SUBJECTS



A-2.1 Skin colour

Subjects shall be selected using the colourimetric ITA° value. The skin of subjects shall have a colourimetric ITA° value of subjects of ≥28°.



Colourimetric ITA° values and skin colour categories are defined by the colourimetric descriptors of Chardon et al. using the CIE (1976) L*a*b* colour space.



		Skin colour categories ITA° values ranges



		Very light	>55°



		Light	>41° to 55°



		Intermediate	>28° to 41°



		Tan (or matt)	>10° to 28°



		Brown	>−30° to 10°



		Black	≤−30°





Where



ITA° = {arc tangent [(L* − 50)/b*]}180/3,141 6.



A-2.2 Medical and ethical considerations

Subjects should be adequately informed of the aims and potential risk (direct or secondary effects) of the study and any discomfort they may experience. Each subject shall give a written agreement to participate in SPF tests.

It is recommended that new subjects first be interviewed by a health professional to establish their medical status and suitability prior to inclusion in the subject panel.



Subjects should be checked visually by a trained and competent scientist or technician before participating in a study. Their skin colour shall be uniform over the whole test area without pigmentation, nevi, or the like and no sunburn (erythema) shall be present on the test area.



When there is some doubt on the provisional SPF value of the test product, a screening should first be performed. In order to protect the subjects a lower SPF value should be used on two or three subjects and increased progressively on the other subjects. Data from these tests may be included in the final results provided they comply with all other requirements for a valid test result.

SPF measurements should be designed to minimize any harmful, long-lasting effects on human test subjects. Tests shall be performed by trained and competent personnel in order to avoid any damage to the skin of the test subjects involved in the test.



A-2.3 Non-inclusion criteria

All non-inclusion criteria shall be checked before testing.

The following conditions shall automatically disallow inclusion of a subject in the test group:



A-2.3.1 Children and persons below the locally legal age of consent or >70 years;



A-2.3.2 Pregnant or lactating women;



A-2.3.3 Subjects using medication with photo-sensitizing potential;



A-2.3.4 Subjects using anti-inflammatory medication;



A-2.3.5 Subjects with systemic dermatological conditions (including dysplastic nevi);



A-2.3.6 Subjects with a history of abnormal response to the sun;



A-2.3.7 Subjects who have used tanning beds in the previous eight weeks prior to SPF testing;



A-2.3.8 Subjects having had sun exposure on the back area in the previous eight weeks prior to SPF testing;

A-2.3.9 Subjects having marks, blemishes or nevi in the test area;

A-2.3.10 Subjects presenting with existing sun damage in the test area;



A-2.3.11 Subjects having excessive hair in the area on the test on the day of testing (may be shaved up to 3 days prior to the test day);



A-2.3.12 Subjects having skeletal protrusions and extreme areas of curvature in the test area.



A-2.4 Frequency of subject participation (interval between two tests)

Subjects may participate in a test provided that at least 8 weeks have elapsed since they participate in a previous UV exposure study (i.e. SPF, UVA-PF, Photoallergy, Phototoxicity test), and all skin tanned marks from previous tests have cleared from the test sites on the back and are no longer visible.



ANNEX B

(Normative)

Definition of the UV solar simulator output



B.1 GENERAL

The aim of these specifications is to define practical criteria for defining and measuring the spectral compliance of UV solar simulators used for SPF determination, such as xenon arc lamp.



B-2 RATIONALE FOR SPECIFICATIONS

B-2.1 UV range

Because UV rays are responsible for most of the sun's damaging effects on skin, the erythemal protective efficiency of sunscreen products is tested within this range of wavelengths. Therefore, the definition of the spectrum of the UV solar simulator is limited to the terrestrial UV-wavelengths, i.e. from 290 nm to 400 nm.

Wavelengths below this range (<290 nm) do not occur in terrestrial sunlight and should be excluded, whilst those above this range (>400 nm) may cause undesirable side effects (particularly thermal effects) and should be removed using appropriate devices.



B-2.2 Sun UV spectra

Measured solar spectra have been published taking into account different geographical latitudes and altitudes, and variations due to year, season, time of day and ozone content.

For the purpose of this method, a set of selected representative spectra were compiled.



B-2.3 Erythemal balance between wavelengths

The erythema induced by sunlight UV in unprotected human skin is mainly generated by wavelengths between 290 nm and 320 nm, with a maximum effectiveness around 308 nm. For this reason, some previous attempts to standardize UV solar simulator output concentrated on UVB wavelengths alone. However, when a high SPF product is tested, the erythemal contribution from UVA wavelengths can become important, especially if the sun product protects predominantly in the UVB wavelengths. Therefore, it is necessary to include all UVA and UVB wavelengths when standardizing the UV solar simulator output.



B-2.4 Test criteria

The accuracy of the SPF measured is dependent on the absorbance characteristics of the sunscreen filtering system to be tested in conjunction with the source spectrum. Therefore, it is important to define the source by the spectral distribution of its erythemal efficacy as well as its overall spectral irradiance characteristics.

Thus, the source spectral specification is described in terms of cumulative erythemal effectiveness by successive wavelength bands from 290 nm up to 400 nm. The erythemal effectiveness of each wavelength band is expressed as a percentage of the total erythemal effectiveness from less than 290 nm to 400 nm, or as the percentage relative cumulative erythemal effectiveness (% RCEE). Wavelengths below 290 nm should be excluded from any source by appropriate filters. Wavelengths above 400 nm should be limited as much as possible and are not included in the calculation of % RCEE.



Since RCEE values and the distribution of the UVA proportions of the UV spectrum are calculated as relative percentages, the spectral irradiance need not be measured in absolute energy units; however absolute irradiance measurements are needed to determine the total irradiance of the source.



B.2.5 Solar simulator and filtration

A lamp that produces a continuous spectrum can readily be adapted to fulfil the % RCEE acceptance limits for the output between 290 nm and 400 nm by using specific optical filters. To ensure uniformity in spectral shape in SPF testing, UV solar simulators utilizing a xenon arc lamp, shall be filtered with a dichroic UV filter to minimize IR radiation, and UV shaping filters such as WG320 and UG11 or equivalent filters.

The simple use of the recommended filters is not, in itself, an adequate assurance that the UV output is of the correct quality and so the spectral output shall be confirmed by spectroradiometric measurement.



B.2.6 UV solar simulator acceptance limits

The limits prescribed in terms of % RCEE values are shown in Table B.1. They have been determined from the measured spectral outputs of actual UV solar simulators.



B-3 MODE OF OPERATION

B-3.1 UV solar simulator acceptance limits

The % RCEE limit values are given in Table B.1. The actual % RCEE values, for an individual solar simulator, calculated from Spectroradiometric measurements, shall fall within the limits listed in columns 2 and 3 of Table B.1 and those also reported in Table B.2, columns 9 and 10.

These practical limits take into account the uncertainty in Spectroradiometric measurements and in optical components of the solar simulators. They have been defined and restricted as tightly as possible.



Table B.1 — % RCEE acceptance limits for the UV solar simulator output



		Spectral range

nm

		Measured % RCEE



		

		Lower limit

		Upper limit



		<290

		

		<0.1



		290 to 300

		1.0

		8.0



		290 to 310

		49.0

		65.0



		290 to 320

		85.0

		90.0



		290 to 330

		91.5

		95.5



		290 to 340

		94.0

		97.0



		290 to 400

		99.9

		100.0







To ensure that appropriate amounts of UVA radiation are included in the spectrum of the solar simulator, the total radiometric proportion of the UVA II (320 nm to 340 nm) irradiance of the simulator shall be

≥20 % of the total UV (290 nm to 400 nm) irradiance. Additionally, the UVA I region (340 nm to 400 nm) irradiance shall be ≥60 % of the total UV irradiance.



B-3.2 Quality of the UV solar simulator output B-3.2.1 Spectroradiometric measurements

The output spectrum of the UV solar simulator, including all filters and optical components, shall be measured with a spectroradiometer that has been calibrated against a standard lamp that is traceable to a national or an international calibration standard. The spectroradiometer should be fitted with a double monochromator and its bandwidth should be ≤2 nm (1 nm is recommended) in order to ensure that all energies are represented in an amplitude range of at least 5 decades. Measurements shall be made in steps not exceeding the bandwidth.



The instrument shall have been calibrated against standard light sources for its response to spectral irradiances, for its wavelength accuracy (e.g. mercury lamp) and for linearity of signal responses at all wavelengths over an irradiance range covering the actual source measurement range.



The units of source irradiance should be in actual spectral energy (W/m2⋅nm, mW/cm2⋅nm).



B-3.2.2 Radiometric measurements

The UV irradiance of the solar simulator is controlled with a radiometer that has been previously cross- calibrated for this source spectrum against the spectroradiometric measurement (see B.3.2.1).

A UV dose is the result of multiplying the UV source irradiance by the exposure duration. When a large- beam UV solar simulator is used, allowing simultaneous exposure of several sub-sites by varying the exposure time, the uniformity in beam irradiance should be as high as possible. This uniformity can be measured with the radiometer. The range of irradiance variation over all the exposure sub-sites should be less than 10 %. If the variation exceeds 10 %, then appropriate compensation for different irradiance levels should be made in the exposure time on each sub-site. Solar simulators with light guides or multiple small beams, exposing all sub-sites for the same duration but with varied irradiance values should be checked to ensure that each beam or guide generates uniform erythemal responses.

A warm-up time of at least 20 min shall be allowed for the UV solar simulator to stabilize before starting exposures. This is to ensure a consistent irradiance over the whole exposure period.



B-3.2.3 Calculation of percentage relative cumulative erythemal effectiveness (% RCEE)

An example of calculations for a xenon arc UV solar simulator that complies with the output specifications is given in Table B.2.

The measured spectral irradiance of the UV solar simulator (Table B.2: column 2) is multiplied by the CIE (1998) standard skin erythemal action spectrum (column 4) to obtain the spectral erythemal effectiveness of the UV solar simulator (column 5).



The CIE (1999) erythemal effectiveness at each wavelength is calculated in relative units from the following formulae:

Ser = 1.0	for wavelengths 250 nm < λ ≤ 298

nm



Ser = 100,094 (298−λ)	for wavelengths 298 nm < λ ≤ 328 nm



Ser = 100,015 (140−λ)	for wavelengths 328 nm < λ ≤ 400

nm



The spectral erythemal effectiveness values (column 5) of the UV solar simulator spectrum are then integrated from 290 nm to the various successive reference wavelengths (300 nm, 310 nm, 320 nm, 330 nm, 340 nm, 350 nm and 400 nm) in order to produce the cumulative erythemal effectiveness for each wavelength band (column 7) and the total erythemal effectiveness calculated up to 400 nm (T value, last row, column 6 or 7). Integration can be performed by approximation techniques such as the trapezium or rectangle methods using a spreadsheet, applying wavelength intervals of 1 nm. The example shown uses the trapezium method to calculate the areas of each 1 nm interval from 280 nm to 400 nm (column 6), which are then summed to each reference wavelength to give the cumulative erythemal effectiveness value (column 7). Finally, the percentage relative cumulative erythemal effectiveness (% RCEE, column 8) is calculated at the reference wavelengths as the percentage ratio of the cumulative erythemal effectiveness (column 7) at each of these wavelengths to the total integrated value at 400 nm (T value, column 7).



B-3.3 Evaluating compliance

For each reference waveband, the % RCEE values of the source (Table B.2, column 8) shall comply with those specified in Table B.1 (or in Table B.2, columns 9 and 10). All values shall lie within the acceptance limits. If the UV solar simulator spectrum is outside the limits in any of the wavebands, then the filtration needs to be adjusted to comply with the spectral output specifications.



In addition, the solar simulator spectrum shall include less than 0.1 % of UVB-RCEE below 290 nm and, to ensure that the solar simulator contains the correct balance of UVA : UVB, the output from the lamp system should contain ≥60 % UVA I (340 nm to 400 nm) and ≥20 % UVA II (320 nm to 340 nm).

The total irradiance of the source shall be measured.



B-3.4 Adjusting UV solar simulator output

If the output spectrum of the UV solar simulator needs to be adjusted to fit the acceptance specifications, this may be achieved either by checking the xenon lamp's elapsed life and replacing it if necessary, or by adapting the spectral shaping filters within the UV solar simulator, particularly the thickness of the short cut-off filter.



If the total irradiance of the UV solar simulator exceeds 1 600 W/m2, the irradiance can usually be reduced by lowering the electrical current supplying the xenon lamp, provided that the current remains in the normal operational stability range. If total irradiance is adjusted in this way, then the quality of the emission spectrum should be checked again to ensure that the acceptance specifications are met.



Table B.2 — Example of calculation — Xenon-arc UV source and RCEE values



		1

		2

		3

		4

		5

		6

		7

		8

		9

		10



		

		UV Source Irradiance

{E}

W⋅m−2 ⋅

nm−1

		

		

Eryth. A.S.

(CIE-1999)



{ser}

		

Spectral eryth. effic.

{E×ser}

		

Interval eryth. effic.

1/2{E×ser}d l

		

Cumula tive eryth. effic.

Sum{E×

ser}

		

Sol. Sim.

% RCEE

Sum{E×ser}/

T

		RCEE accept.



		W.L.

λ



nm

		

		Normalized

to 320 nm

		

		

		

		

		

		

Lower limit

		

Upper limit



		280

		1.523E−05

		1.75E−06

		1.00E+00

		1.52E−05

		

		

		

		

		



		281

		1.848E−05

		2.12E−06

		1.00E+.00

		1.85E−05

		1.69E−05

		

		

		

		



		282

		2.904E−05

		3.34E−06

		1.00E00

		2.90E−05

		2.38E−05

		

		

		

		



		283

		1.878E−05

		2.16E−06

		1.00E+00

		1.88E−05

		2.39E−05

		

		

		

		



		284

		2.139E−05

		2.46E−06

		1.00E+00

		2.14E−05

		2.01E−05

		

		

		

		



		285

		2.837E−05

		3.26E−06

		1.00E+00

		2.84E−05

		2.49E−05

		

		

		

		



		286

		2.935E−05

		3.37E−06

		1.00E+00

		2.94E−05

		2.89E−05

		

		

		

		



		287

		2.627E−05

		3.02E−06

		1.00E+00

		2.63E−05

		2.78E−05

		

		

		

		



		288

		2.927E−05

		3.36E−06

		1.00E+00

		2.93E−05

		2.78E−05

		

		

		

		



		289

		4.308E−05

		4.95E−06

		1.00E+00

		4.31E−05

		3.62E−05

		

		

		

		



		290

		4.405E−05

		5.06E−06

		1.00E+00

		4.40E−05

		4.36E−05

		2.74E−04

		0.00 %

		—

		< 0.1 %



		291

		5.500E−05

		6.32E−06

		1.00E00

		5.50E−5

		4.95E−05

		

		

		

		



		292

		8.279E−05

		9.52E−06

		1.00E+00

		8.28E−05

		6.89E−05

		

		

		

		



		293

		2.379E−04

		2.73E−05

		1.00E+00

		2.38E−04

		1.60E−04

		

		

		

		



		294

		8.219E−04

		9.45E−05

		1.00E+00

		8.22E−04

		5.30E−04

		

		

		

		



		295

		2.685E−03

		3.09E−04

		1.00E+00

		2.68E−03

		1.75E−03

		

		

		

		







		296

		8.029E−03

		9.23E−04

		1.00E+00

		8.03E−03

		5.36E−03

		

		

		

		



		297

		2.102E−02

		2.42E−03

		1.00E+00

		2.10E−02

		1.45E−02

		

		

		

		



		298

		5.030E−02

		5.78E−03

		1.00E+00

		5.03E−02

		3.57E−02

		

		

		

		



		299

		1.041E−01

		1.20E−02

		8.05E−01

		8.39E−02

		6.71E−02

		

		

		

		



		Ser is the erythemal effectiveness.

E is the source irradiance.

W.L. is the wavelength λ of the source.







Table B.2 (continued)



		1

		2

		3

		4

		5

		6

		7

		8

		9

		10



		

		UV



Source Irradia nce

{E}

W⋅m−2 ⋅

nm−1

		

		

Eryth. (CIA.S. 9)

E-199

{ser}

		

Spectral eryth. effic.



{E×ser}

		

Interval eryth. effic.



1/2{E×ser

}dl

		

Cum ulati ve eryt h. effic

.

Sum

{E×s

er}

		

Sol. Sim. R %

CEE

Sum{E×s er}/T

		RCEE accept. range



		W.L

.

λ

nm

		

		Normali zed

to 320 nm

		

		

		

		

		

		

Low er lim it

		

Upper limit



		300

		1.886E−01

		2.17E−02

		6.49E−01

		1.22E−01

		1.03E−01

		2.29E

−01

		4.0 %

		1 %

		8.0 %



		301

		3.352E−01

		3.85E−02

		5.22E−0

		1.75E−01

		1.49E−01

		

		

		

		



		302

		5.358E−01

		6.16E−02

		4.21E−01

		2.25E−01

		2.00E-01

		

		

		

		



		303

		8.051E−01

		9.25E−02

		3.39E−01

		2.73E−01

		2.49E−01

		

		

		

		



		304

		1.126E+00

		1.29E−01

		2.73E−01

		3.07E−01

		2.90E−01

		

		

		

		



		305

		1.563E+00

		1.80E−01

		2.20E−01

		3.43E−01

		3.25E−01

		

		

		

		



		306

		2.009E+00

		2.31E−01

		1.77E−01

		3.56E−01

		3.50E−01

		

		

		

		



		307

		2.576E+00

		2.96E−01

		1.43E−01

		3.67E−01

		3.61E−01

		

		

		

		



		308

		3.081E+00

		3.54E−01

		1.15E−01

		3.54E−01

		3.60E−01

		

		

		

		



		309

		3.700E+00

		4.25E−01

		9.25E−02

		3.42E−01

		3.48E−01

		

		

		

		



		310

		4.248E+00

		4.88E−01

		7.45E−02

		3.16E−01

		3.29E−01

		3.19E

+00

		55.7 %

		49.0 %

		65.0 %



		311

		4.769E+00

		5.48E−01

		6.00E−02

		2.86E−0

		3.01E−01

		

		

		

		



		312

		5.384E+00

		6.19E−01

		4.83E−02

		2.60E−01

		2.73E−01

		

		

		

		



		313

		5.978E+00

		6.87E−01

		3.89E−02

		2.33E−01

		2.46E−01

		

		

		

		



		314

		6.399E+00

		7.36E−01

		3.13E−02

		2.01E−01

		2.17E−01

		

		

		

		



		315

		6.896E+00

		7.93E−01

		2.52E−02

		1.74E−01

		1.87E−01

		

		

		

		



		316

		7.250E+00

		8.33E−01

		2.03E−02

		1.47E−01

		1.61E−01

		

		

		

		



		317

		7.731E+00

		8.89E−01

		1.64E−02

		1.27E−01

		1.37E−01

		

		

		

		



		318

		8.060E+00

		9.26E−01

		1.32E−02

		1.06E−01

		1.16E−01

		

		

		

		



		319

		8.338E+00

		9.58E−01

		1.06E−02

		8.85E−02

		9.74E−02

		

		

		

		



		320

		8.700E+00

		1.00E+00

		8.55E−03

		7.44E−02

		8.15E−02

		5.01E

+00

		87.0 %

		85.0 %

		90.0 %



		321

		8.988E+00

		1.03E+00

		6.89E−0

		6.19E−02

		6.81E−02

		

		

		

		



		322

		9.320E+00

		1.07E+00

		5.55E−03

		5.17E−02

		5.68E−02

		

		

		

		



		323

		9.547E+00

		1.10E+00

		4.47E−03

		4.26E−02

		4.72E−02

		

		

		

		



		324

		9.755E+00

		1.12E+00

		3.60E−03

		3.51E−02

		3.89E−02

		

		

		

		



		325

		9.913E+00

		1.14E+00

		2.90E−03

		2.87E−02

		3.19E−02

		

		

		

		



		326

		1.015E+01

		1.17E+00

		2.33E−03

		2.37E−02

		2.62E−02

		

		

		

		



		327

		1.029E+01

		1.18E+00

		1.88E−03

		1.93E−02

		2.15E−02

		

		

		

		



		328

		1.042E+01

		1.20E+00

		1.51E-03

		1.58E-02

		1.76E-02

		

		

		

		



		329

		1.060E+01

		1.22E+00

		1.46E-03

		1.55E-02

		1.56E-02

		

		

		

		







		330

		1.071E+01

		1.23E+00

		1.41E-03

		1.51E-02

		1.53E-02

		5.35E

+00

		92.9%

		91.5 %

		95.5 %



		331

		1.085E+01

		1.25E+00

		1.36E-03

		1.48E-02

		1.50E-02

		

		

		

		



		332

		1.099E+01

		1.26E+00

		1.32E-03

		1.45E-02

		1.46E-02

		

		

		

		



		333

		1.108E+01

		1.27E+00

		1.27E-03

		1.41E-02

		1.43E-02

		

		

		

		



		334

		1.120E+01

		1.29E+00

		1.23E-03

		1.38E-02

		1.39E-02

		

		

		

		



		335

		1.127E+01

		1.29E+00

		1.19E-03

		1.34E-02

		1.36E-02

		

		

		

		



		336

		1.135E+01

		1.30E+00

		1.15E-03

		1.30E-02

		1.32E-02

		

		

		

		



		337

		1.143E+01

		1.31E+00

		1.11E-03

		1.27E-02

		1.29E-02

		

		

		

		



		338

		1.149E+01

		1.32E+00

		1.07E-03

		1.23E-02

		1.25E-02

		

		

		

		



		339

		1.160E+01

		1.33E+00

		1.04E-03

		1.20E-02

		1.22E-02

		

		

		

		



		340

		1.166E+01

		1.34E+00

		1.00E-03

		1.17E-02

		1.18E-02

		5.48E

+00

		95.2 %

		94 %

		97.0 %



		ser is the erythemal effectiveness.

E is the source irradiance.







Table B.2 (continued)



		1

		2

		3

		4

		5

		6

		7

		8

		9

		10



		

		UV Source Irradiance

{E} −2	−1

W⋅m	⋅ nm

		

		

Eryth. A.S.

(CIE- 1999)



{ser}

		

Spectral eryth. effic.



{E×ser}

		

Interval eryth. effic.



1/2{E×ser

}dl

		

Cumul ative eryth. effic.



Sum{E

×ser}

		

Sol. Sim.

% RCEE

Sum{E×se r}/T

		RCEE accept.



		W.L

.

λ

nm

		

		Norma lized

to 320 nm

		

		

		

		

		

		

Lowe r limit

		

Upper limit



		341

		1.176E+01

		1.35E+0

		9.66E-04

		1.14E-02

		1.15E-02

		

		

		

		



		342

		1.185E+01

		1.36E+0

		9.33E-04

		1.11E-02

		1.12E-02

		

		

		

		



		343

		1.189E+01

		1.37E+0

		9.02E-04

		1.07E-02

		1.09E-02

		

		

		

		



		344

		1.194E+01

		1.37E+0

		8.71E-04

		1.04E-02

		1.06E-02

		

		

		

		



		345

		1.196E+01

		1.37E+0

		8.41E-04

		1.01E-02

		1.02E-02

		

		

		

		



		346

		1.200E+01

		1.38E+0

		8.13E-04

		9.75E-03

		9.91E-03

		

		

		

		



		347

		1.204E+01

		1.38E+0

		7.85E-04

		9.45E-03

		9.60E-03

		

		

		

		



		348

		1.212E+01

		1.39E+0

		7.59E-04

		9.19E-03

		9.32E-03

		

		

		

		



		349

		1.215E+01

		1.40E+0

0

		7.33E-04

		8.90E-03

		9.05E-03

		

		

		

		



		350

		1.220E+01

		1.40E+0

0

		7.08E-04

		8.64E-03

		8.77E-03

		5.57E+0

0

		97.2 %

		

		



		351

		1.224E+01

		1.41E+0

		6.84E-04

		8.37E-03

		8.50E-03

		

		

		

		



		352

		1.230E+01

		1.41E+0

		6.61E-04

		8.13E-03

		8.25E-03

		

		

		

		



		353

		1.231E+01

		1.42E+0

		6.38E-04

		7.86E-03

		7.99E-03

		

		

		

		



		354

		1.229E+01

		1.41E+0

		6.17E-04

		7.58E-03

		7.72E-03

		

		

		

		



		355

		1.234E+01

		1.42E+0

		5.96E-04

		7.35E-03

		7.46E-03

		

		

		

		



		356

		1.233E+01

		1.42E+0

		5.75E-04

		7.10E-03

		7.22E-03

		

		

		

		



		357

		1.232E+01

		1.42E+0

		5.56E-04

		6.85E-03

		6.97E-03

		

		

		

		



		358

		1.234E+01

		1.42E+0

		5.37E-04

		6.63E-03

		6.74E-03

		

		

		

		



		359

		1.234E+01

		1.42E+0

		5.19E-04

		6.40E-03

		6.51E-03

		

		

		

		



		360

		1.233E+01

		1.42E+0

0

		5.01E-04

		6.18E-03

		6.29E-03

		5.64E+0

0

		98.5 %

		

		



		361

		1.230E+01

		1.41E+0

		4.84E-04

		5.96E-03

		6.07E-03

		

		

		

		



		362

		1.225E+01

		1.41E+0

		4.68E-04

		5.73E-03

		5.84E-03

		

		

		

		







		363

		1.217E+01

		1.40E+0

		4.52E-04

		5.50E-03

		5.61E-03

		

		

		

		



		364

		1.12E+01

		1.39E+0

		4.37E-04

		5.29E-03

		5.39E-03

		

		

		

		



		365

		1.200E+01

		1.38E+0

		4.22E-04

		5.06E-03

		5.18E-03

		

		

		

		



		366

		1.183E+01

		1.36E+0

		4.07E-04

		4.82E-03

		4.94E-03

		

		

		

		



		367

		1.171E+01

		1.35E+0

		3.94E-04

		4.61E-03

		4.71E-03

		

		

		

		



		368

		1.153E+01

		1.33E+0

		3.80E-04

		4.38E-03

		4.50E-03

		

		

		

		



		369

		1.130E+01

		1.30E+0

		3.67E-04

		4.15E-03

		4.27E-03

		

		

		

		



		370

		1.102E+01

		1.27E+0

0

		3.55E-04

		3.91E-03

		4.03E-03

		5.69E+0

0

		99.3 %

		

		



		371

		1.073E+01

		1.23E+0

		3.43E-04

		3.68E-03

		3.79E-03

		

		

		

		



		372

		1.042E+01

		1.20E+0

		3.31E-04

		3.45E-03

		3.56E-03

		

		

		

		



		373

		1.005E+01

		1.16E+0

		3.20E-04

		3.21E-03

		3.33E-03

		

		

		

		



		374

		9.649E+00

		1.11E+0

		3.09E-04

		2.98E-03

		3.10E-03

		

		

		

		



		375

		9.370E+00

		1.08E+0

		2.99E-04

		2.80E-03

		2.89E-03

		

		

		

		



		376

		8.977E+00

		1.03E+0

		2.88E-04

		2.59E-03

		2.69E-03

		

		

		

		



		377

		8.597E+00

		9.88E−0

		2.79E-04

		2.40E-03

		2.49E-03

		

		

		

		



		378

		8.195E+00

		9.42E−0

		2.69E-04

		2.21E-03

		2.30E-03

		

		

		

		



		379

		7.707E+00

		8.86E−0

		2.60E-04

		2.00E-03

		2.10E-03

		

		

		

		



		380

		7,176E+00

		8,25E−0

1

		2,51E-04

		1,80E-03

		1,90E-03

		5,72E+0

0

		99,8 %

		

		



		381

		6,703E+00

		7,70E−0

1

		2,43E-04

		1,63E-03

		1,71E-03

		

		

		

		



		ser is the erythemal effectiveness.

E is the source irradiance.













Table B.2 (continued)



		1

		2

		3

		4

		5

		6

		7

		8

		9

		10



		

		UV Source Irradiance

{E}

W⋅m−2 ⋅

nm−1

		

		

Eryth. A.S.

(CIE- 1999)



{ser}

		

Spectral eryth. effic.



{E×ser}

		

Interval eryth. effic.



1/2{E×ser

}dl

		

Cumula tive eryth. effic.



Sum{E×

ser}

		

Sol. Sim. R %

CEE

Sum{E×s er}/T

		RCEE



		W.L

.

λ

nm

		

		Normali zed

to 320 nm

		

		

		

		

		

		

L

o w er li m it

		

U

p p e r li m it



		382

		6,147E+00

		7,07E−01

		2,34E-04

		1,44E-03

		1,53E-03

		

		

		

		



		383

		5,577E+00

		6,41E−01

		2,26E-04

		1,26E-03

		1,35E-03

		

		

		

		



		384

		4,994E+00

		5,74E−01

		2,19E-04

		1,09E-03

		1,18E-03

		

		

		

		



		385

		4,423E+00

		5,08E−01

		2,11E-04

		9,35E-04

		1,01E-03

		

		

		

		



		386

		3,860E+00

		4,44E−01

		2,04E-04

		7,88E-04

		8,61E-04

		

		

		

		



		387

		3,348E+00

		3,85E−01

		1,97E-04

		6,60E-04

		7,24E-04

		

		

		

		



		388

		2,846E+00

		3,27E−01

		1,91E-04

		5,42E-04

		6,01E-04

		

		

		

		



		389

		2,389E+00

		2,75E−01

		1,84E-04

		4,40E-04

		4,91E-04

		

		

		

		



		390

		1.996E+00

		2.29E−01

		1.78E-04

		3.55E-04

		3.97E-04

		5.73E+00

		100.0 %

		

		



		391

		1.626E+00

		1.87E−01

		1.72E-04

		2.79E-04

		3.17E-04

		

		

		

		



		392

		1.297E+00

		1.49E−01

		1.66E-04

		2.15E-04

		2.47E-04

		

		

		

		







		393

		1.016E+00

		1,17E−01

		1.60E-04

		1.63E-04

		1.89E-04

		

		

		

		



		394

		7.810E−01

		8.98E−02

		1.55E-04

		1.21E-04

		1.42E-04

		

		

		

		



		395

		5.916E−01

		6.80E−02

		1.50E-04

		8.85E-05

		1.05E-04

		

		

		

		



		396

		4.438E−01

		5.10E−02

		1.45E-04

		6.41E-05

		7.63E-05

		

		

		

		



		397

		3.247E−01

		3.73E−02

		1.40E-04

		4.53E-05

		5.47E-05

		

		

		

		



		398

		2.312E−01

		2.66E−02

		1.35E-04

		3.12E-05

		3.83E-05

		

		

		

		



		399

		1.593E−01

		1.83E−02

		1.30E-04

		2.08E-05

		2.60E-05

		

		

		

		



		400

		1.073E−01

		1.23E−02

		1.26E-04

		1.35E-05

		1.71E-05

		5.73E+00

		100.0 %

		99.9

		100.0

%



		

		UV irrad (W⋅m−2):

8.03E+02

		UVe irrad. (W⋅m−2⋅ery), T :

5.76E+00

		Conclusion: Complies

		

		



		ser is the erythemal effectiveness.

E is the source irradiance.























































ANNEX C

(Normative)

SPF REFERENCE SUNSCREEN FORMULATIONS



C-1 MEAN SPF AND ACCEPTANCE LIMITS FOR REFERENCE SUNSCREEN FORMULATIONS



Table C.1



		Reference sunscreen formulatio

		Mean SPF

		Acceptance limits



		

		

		Lower

		Upper limit



		P2

		16,1

		13,7

		18,5



		P3

		15,7

		13,7

		17,7



		P5

		30,6

		23,7

		37,4







		P6

		43,0

		31,0

		54,9



		P8

		63,1

		43,9

		82,3







C-2 P2 SPF 16 REFERENCE STANDARD



C-2.1 Ingredients



		Ingredients

		Mass fraction (%)



		Phase 1

		lanolin

		4.5



		

		Theobroma cacao (cocoa) seed butter

		2.0



		

		Glyceryl monostearate SE

		3.0



		

		stearic acid

		2.0



		

		Ethylhexyldimethyl PABA (CAS 21245-02-3) (2-ethylhexyl- 4-(dimethylamino)-benzoate)

		7.0



		

		Benzophenone-3 (CAS 131-57-7)

		3.0



		Phase 2

		Water

		71.6



		

		Sorbitol (liquid 70 %)

		5.0



		

		Triethanolamine (99 %)

		1.0



		

		Methylparaben

		0.3



		

		Propylparaben

		0.1



		Phase 3:

		benzyl alcohol

		0.5







C-2.2 Manufacturing process



C-2.2.1 Melt the ingredients of Phase 1 and mix using a propeller agitator at 77 °C to 82 °C until uniform.

C-2.2.2 Mix Phase 2 using a propeller agitator, at 77 °C to 82 °C.



C-2.2.3 Add the batch of step 1 to the batch of step 2 and mix until smooth and uniform; slowly cool the batch to 49 °C to 54 °C.



C-2.2.4 Add benzyl alcohol of phase 3 to the batch of step 3; mix until uniform and continue to cool batch to 35 °C to 41 °C.

C-2.2.5 Compensate for water loss and homogenize, avoiding air entrapment; cool batch to 27 °C to 32 °C.



C-2.3 Physicochemical data

Appearance: white/yellowish fluid emulsion pH: 8.0 ± 0.5

Viscosity (20 °C): range of values: 19 000 to 33 000 mPa⋅s [Brookfield®1) rotating viscometer, RV type, helipath type, spindle B, speed 10 r/min (0.167 s-1), rotation time 60 s]

NOTE − The values provided above are specific to the material used.

Density (20 °C): 0.970 ± 0.05 g/cm3

C-2.4 Analytical data



C-2.4.1 Principle

The formulation shall be sampled gravimetrically and dissolved in methanol, in which the analytes are soluble. The solution shall be diluted with HPLC mobile phase and analysed by reverse phase HPLC.

The concentrations of the analytes in the sample are determined by quantification against a mixed external standard solution of analyte raw materials.



C-2.4.2 Chemicals/reagents



C-2.4.2.1 Benzophenone-3, production raw material, various suppliers.



C-2.4.2.2 Ethylhexyldimethyl PABA, production raw material, various suppliers.



C-2.4.2.3 Methanol, HPLC grade.



C-2.4.2.4 Water, fresh distilled.



C-2.4.2.5 Glacial acetic acid, of high purity.



C-2.4.2.6 Solution, with mass fractions of 85 % methanol and 1 % acetic acid.

Add 10 ml of glacial acetic acid to 850 ml of methanol and make up to 1 000 ml with water. Filter under vacuum through a 0.45 µm PTFE membrane filter.



C-2.4.2.7 Mixed standard

Accurately weigh 30 mg of benzophenone-3 and 70 mg of octyl dimethyl PABA into a 100 ml volumetric flask and dissolve in and make to volume with methanol. Mix well.



C-2.4.2.8 Mixed working standard

Pipette 5 ml of mixed standard (see C.2.4.2.7) into a 50 ml volumetric flask and make to volume with solution in accordance with C.2.4.2.6.

Apparatus — HPLC



		Injector:

Column:

		Injection volume

Type

		10.0 µl

reverse phase C8 5 µm



		

		

		4.6 mm × 250 mm or equivalent



		

		Mobile phase

		solution in accordance with C.2.4.2.6



		

		Flowrate

		1.5 ml/min



		Detector:

		Type

		UV



		

		Wavelength

		308 nm [or 254 nm for fixed wavelength detection (less sensitive, less specific)]



		Data:

		Quantification

		peak area







C-2.4.3 Sample preparation



C-2.4.3.1 Using an analytical balance, weigh approximately 1 g of formulation, to the nearest 0.1 mg, into a 50 ml volumetric flask.



C-2.4.3.2 Add methanol (C.2.4.2.3) to dissolve the sample and make up to volume.



C-2.4.3.3 Ultrasonicate the flask for 5 min and shake to completely mix the sample.



C-2.4.3.4 Pipette 1 ml into a 10 ml graduated tube and make up to volume with HPLC mobile phase.



C-2.4.3.5 Analyse the sample and mixed working standard (C.2.4.2.8) by reverse phase HPLC.



C-2.4.4 Quality control



C-2.4.4.1 Analyse a sample of HPLC mobile phase and a placebo, if available, prepared in accordance with the method, by reverse phase HPLC, to confirm the absence of interfering chromatographic peaks.



C-2.4.4.2 Analyse three mixed working standards (C.2.4.2.8) by reverse phase HPLC and calculate the coefficient of variation of the analyte peak areas.



C.2.4.5 Calculations





Analyte (%mass fraction) =


𝐴 ×  𝐶	×50



𝐴std  1000	𝑀



Where



A = is the peak area in the sample extract;

C = is the mass concentration of analyte in the working standard in milligrams per litre;

Astd = is the analyte peak area in the working standard;

M = is the mass of the sample expressed in grams.



C-2.5 Acceptance criteria

The analytical results are acceptable if the following are achieved:

C-2.5.1 The standard coefficient of variation shall be ≤2.5 %;

C-2.5.2 Recovery value shall be 100 % ± 5 % for all actives;

C-2.5.3 No interfering chromatographic peaks in the sample placebo or working solvent.



C-2.6 Storage and expiration

Store the reference material at 20 °C in a vessel protected from light. The package label shall include an expiration date provided by the manufacturer specifications.



C-3 P3 SPF 15 REFERENCE STANDARD

C-3.1 Ingredients



		Ingredients

		Mass fraction (%)



		Phase 1

		Cetearyl alcohol

		2.205



		

		PEG-40 castor oil

		0.63



		

		sodium cetostearyl sulphate

		0.315



		

		decyl oleate

		15.0



		

		ethylhexyl methoxycinnamate (CAS 5466-77-3) (2- ethylhexyl-4-methoxycinnamate)

		3.0



		

		butyl methoxydibenzoylmethane (CAS 70356-09-1)

		0.5



		

		propylparaben

		0.1



		Phase 2

		Water

		53.57



		

		phenylbenzimidazole sulphonic acid (CAS 27503-81-7) (2- phenylbenzimidazole-5-sulphonic acid)

		2.78



		

		sodium hydroxide (45 % solution)

		0.9



		

		Methylparaben

		0.3



		

		disodium EDTA

		0.1







		Phase 3:

		Water

		20.0



		

		carbomer (grade 980)

		0.3



		

		sodium hydroxide (45 % solution)

		0.3











C-3.2 Manufacturing process



C-3.2.1 Heat Phase 1 to 75 °C to 80 °C and heat Phase 2 to 80 °C (if necessary, increase heat until solution is clear and cool to 75 °C to 80 °C).

C-3.2.2 Add Phase 1 to Phase 2 while stirring Phase 2.



C-3.2.3 Prepare phase 3, disperse carbomer in water by stirring with a rotor/stator disperser, then add sodium hydroxide for neutralization.

C-3.2.4 Add phase 3 to phases 1 and 2 while stirring and homogenize for about 3 min. C-3.2.5 Adjust pH with sodium hydroxide or lactic acid and stir until completely cool. C-3.2.6 Compensate for water loss and homogenize.

C-3.3 Physicochemical data

C-3.3.1 Appearance: white to slightly yellowish emulsion



C-3.3.2 pH: 7.5 ± 0.5

C-3.3.3 Density (20 °C): 0.970 ± 0.05 g/cm3

C-3.3.4 Viscosity (20 °C): range of values: 2 000 mPa⋅s to 4 000 mPa⋅s [Brookfield®1) rotating viscometer, RV type, spindle 4, speed 20 r/min (0.333 s−1, rotation time 60 s]

NOTE − The values provided above are specific to the material used.



C-3.4 Storage and expiry

Store the reference material at 20 °C in a vessel protected from light. The package label shall include an expiration date provided by the manufacturer specifications.

C-3.5 Analytical data C-3.6 Principle

The formulation shall be sampled gravimetrically and dissolved in methanol, in which the analytes are soluble. The solution shall be diluted with HPLC mobile phase and analysed by reverse phase HPLC.

The concentrations of the analytes in the sample are determined by quantification against a mixed external standard solution of analyte raw materials.

C-3.6.1 Chemicals/reagents



C-3.6.2 Phenylbenzimidazole sulfonic acid, production raw material; various suppliers.



C-3.6.3 Butyl methoxydibenzoylmethane, production raw material; various suppliers.



C-3.6.4 Ethylhexyl methoxycinnamate, production raw material; various suppliers.



C-3.6.5 Methanol, HPLC grade.



C-3.6.6 Water, fresh distilled.



C-3.6.7 Glacial acetic acid, analar or higher purity.



C-3.6.8 Solution, with mass fractions of 85 % methanol and 1 % acetic acid

Add 10 ml of glacial acetic acid to 850 ml of methanol and make to 1 000 ml with water. Filter under vacuum through a 0.45 µm PTFE membrane filter.

C-3.7 Mixed standard.

Accurately weigh 65 mg of phenylbenzimidazole sulfonic acid into a 100 ml volumetric flask and dissolve in a minimum of 0.1 M NaOH. Weigh into the flask the remaining analytes as listed and make up to volume with methanol.

C-3.7.1 butyl methoxydibenzoylmethane 10 mg



C-3.7.2 ethylhexyl methoxycinnamate 75 mg

NOTE − Complete solution might not occur immediately. Mixing by ultrasonic bath and standing with time will achieve complete solution.



C-3.8 Mixed working standard.



Pipette 5 ml of the mixed standard (see C.3.7) into a 50 ml volumetric flask and make up to volume with the solution in accordance with C.3.6.8.



C-3.9 Apparatus — HPLC



		Injector:

		Injection volume

		10.0 µl



		Column:

		Type

		reverse phase C8 5 µm



		

		

		4.6 mm × 250 mm or equivalent



		

		Mobile phase

		solution according to C.3.6.8



		

		Flowrate

		1.5 ml/min



		Detector

		Type

		UV



		

		Wavelength

		308 nm [or 254 mm for fixed wavelength detection (less sensitivity, less specific)]



		Data:

		Quantification

		peak area







C-3.10 Sample preparation



C-3.10.1 Using an analytical balance weigh approximately 1 g of formulation, to the nearest 0.1 mg, into a 50 ml volumetric flask.



C-3.10.2 Add methanol to dissolve the sample and make up to volume.



C-3.10.3 Ultrasonicate the flask for 5 min and shake to completely mix the sample.



C-3.10.4 Pipette 1 ml into a 10 ml graduated tube and make up to volume with HPLC mobile phase.



C-3.10.5 Analyse the sample and mixed working standard by reverse phase HPLC.



C-3.11 Quality control



C-3.11.1 Analyse a sample of HPLC mobile phase and a placebo, if available, prepared according to the method reverse phase HPLC, in order to confirm the absence of interfering chromatographic peaks.



C-3.11.2 Analyse three mixed working standards (C.3.5.2.9) by reverse phase HPLC and calculate the coefficient of variation of the analyte peak areas.



C-3.12 Calculations





Analyte (%mass fraction) =


𝐴 ×  𝐶	×50



𝐴std  1000	𝑀



A = Peak area in sample extract;

C = Mass concentration of analyte in working standard in milligrams per litre;

Astd = Analyte peak area in working standard; M = Mass of the sample expressed in grams. C-3.13 Acceptance criteria

The analytical results are acceptable if the following are achieved:

C-3.13.1 the standard coefficient of variation is ≤2.5 %;

C-3.13.2 recovery value is 100 % ± 5 % for all actives;

C-3.13.3 no interfering chromatographic peaks in the sample placebo or working solvent;

C-3.13.4 storage and expiry.



C-3.14 Storage and expiration

C-3.14.1 Store the reference material at 20 °C in a vessel protected from light.



C-3.14.2 The package label shall include an expiration date provided by the manufacturer specifications.



C-4 P5 SPF 30 Reference Standard



C-4.1 Ingredients



		Ingredient

		

		% Weight of



		A1

		Water

		39.35



		

		Disodium EDTA

		0.05



		

		Methylparaben

		0.35



		

		Chlorphenesin

		0.20



		

		Phenoxyethanol

		0.70



		A2

		Glycerin

		5.00



		B1

		Xanthan Gum

		0.01



		

		Butyl Methoxydibenzoylmethane

		3.00



		

		Octocrylene

		10.00



		

		Octyl Salicylate

		5.00



		

		Benzophenone-3

		5.00



		B2

		PPG-2 Myristyl Ether Propionate

		2.00



		

		Octyldodecyl Neopentanoate

		2.00



		

		Butyloctyl Salicylate

		8.00



		

		PVP/Eicosene Copolymer

		1.30



		B3

		Polyglyceryl-3 Methyl Glucose Distearate

		2.00



		

		Cetyl Alcohol

		0.50



		

		Stearic Acid

		1.00



		

		Butylparaben

		0.03



		C

		Cyclopentasiloxane

		3.00



		

		Acrylates/C10-30 Alkyl Acrylates Crosspolymer

		0.20



		D

		Water

		1.00



		

		Triethanolamine (99 %)

		0.06



		E

		Water

		10.00



		

		Potassium Cetyl Phosphate

		0.25







C-4.2 Process



C-4.2.1 Combine A1 into main kettle. Heat and mix to 80 °C.



C-4.2.2 While contents in main kettle are heating, premix A2. Add A2 to main kettle when temperature is 75 °C.



C-4.2.3 Combine ingredients of B1 in side kettle #1. Mix and heat to 80 °C. Maintain heat and mix in until homogenous.



C-4.2.4 Combine ingredients of B2 inside kettle #2. Mix and heat to 80 °C. Maintain heating and mixing until homogenous. Add B2 ingredients into kettle with B1 ingredients. Mix well.



C-4.2.5 Combine ingredients in B3 in side kettle #3. Heat and mix to 80 °C. Maintain heating and mixing until homogenous. Add ingredients in B3 into kettle #1 with ingredients of B1/B2. Mix well.



C-4.2.6Add ingredients from kettle #1 containing B1/B2/B3 into the main kettle containing A1/A2. Start homogenization. Maintain temperature and mixing for 10 min to 15 min.



C-4.2.7 Begin cooling to room temperature while maintaining homogenization.



C-4.2.8 When mixture has cooled to 60 °C, add premix of ingredients of C into the main kettle. Mix until uniform.



C-4.2.9 When temperature reaches 35 °C to 40 °C, add ingredients in D premixture into the main kettle. Mix until uniform.



C-4.2.10 Also while the temperature is between 35 °C and 40 °C, add ingredients in E premixture into the main kettle. Mix until uniform.

C-4.2.11 Continue cooling to room temperature.



C-4.3 Physiochemical data

C-4.3.1 Color: white/slightly off-white



C-4.3.2 Odor: characteristic



C-4.3.3 Appearance: smooth lotion



C-4.3.4 pH: 5.5 ± 0.5



C-4.3.5 Viscosity (20 °C): 77,000 cPs ± 10 % (Brookfield LV with heliopath, spindle F, 12 r/min, reading after 60 seconds)



C-4.3.6 Specific gravity (20 °C): 1.00 ± 0.05 g/cm3



C-4.4 Storage and expiry

Twelve months at 20 °C from the fabrication date, in a vessel protected from light.



C-4.5 Analytical method

UV filters present can be measured using EN 16344analytical method.



C-4.6 Acceptance criteria

The analytical results are acceptable if the following are achieved:



C-4.6.1the standard coefficient of variation is ≤2.5 %;



C-4.6.2 recovery value is 100 % / 5 % for all actives.



C-4.7 Storage and expiration

Store the reference material at 20 °C in a vessel protected from light. The package label shall include an expiration date provided by the manufacturer specifications.



C-5 P6 SPF 43 Reference Standard C-5.1 Ingredients

Phase 1	(Oil Phase)	Mass fraction (%)



		

		Ceteareth-12

		1.00



		

		Dicaprylyl Carbonate

		8.00



		

		Isopropyl Palmitate

		5.00



		

		Ethylhexyl methoxycinnamate

		5.00



		

		Bis-Ethylhexyloxyphenol Methoxyphenyl Triazine

		2.00



		Phase 2

		(Water phase)

		



		

		Water

		58.00



		

		Disodium EDTA

		0.20



		

		Chlorphenesin

		0.30



		

		Phenoxyethanol

		1.00



		Phase 3

		

		









Water and Acrylates/Beheneth-25 Methacrylates Copolymer (28-33 % Acrylates Beheneth-25 methacrylate copolymer)


1.50







Phase 4



Water and sodium hydroxide (30 % NaOH)	adjust to pH = 7



Phase 5



Cyclohexasiloxane, Cyclopentasiloxane	6.0



Phase 6





Methylene Bis-Benzotriazolyl Tetramethylbutylphenol (nano), water,decyl glucoside, propylene glycol, xanthan gum (50 % MBBT)


12.00



C-5.2 Process



C-5.2.1 Heat Phase 1 and Phase 2 in separate kettles up to 80 °C. Mix each phase until uniform.



C-5.2.2 Under mixer, add Phase 1 at 80 °C into Phase 2 at 80 °C.



C-5.2.3 Add immediately Phase 3 under homogenizer. Mix until homogeneous. C-5.2.4 Adjust pH to 7 with Phase 4. Mix with homogenizer until homogeneous. C-5.2.5 Cool down to 60 °C and add Phase 5. Mix until homogeneous.

C-5.2.6 Cool down to room temperature and add Phase 6 under stirrer. Mix until homogeneous.



C-5.2.7 Adjust for water loss and homogenize, avoiding air entrapment.



C-5.3 Specifications



C.5.3.1 Appearance: White cream.



C.5.3.2 pH value (25 °C): 7.0 ± 0.3.



C-5.3.3 Viscosity: 16 000 mPas−1 to 19 000 mPas−1 using Brookfield DVIII Ultra, Spindle RV-5 at 10 r/min.



C-5.3.4 Density: 0.95 g/cm3 to 0.98 g/cm3.



C-5.4 Analytical method

UV filters present can be measured using EN 16344 analytical method.



C-5.5 Storage and expiration

Store the reference material at 20 °C in a vessel protected from light. The package label shall include an expiration date provided by the manufacturer specifications.



C.6 P8 SPF 63 Reference Standard

C.6.1 Ingredients



		Phase 1

		Oil phase

		Mass fraction (%)



		

		Ceteareth-12

		1.00



		

		C12-15 Alkyl Benzoate

		7.00



		

		Isopropyl Palmitate

		5.00



		

		Ethylhexyl methoxycinnamate

		5.00



		

		Bis-Ethylhexyloxyphenol Methoxypheyl Triazine

		3.00



		

		Ethylhexyl Salicylate

		3.00







		Phase 2

		Water phase

Water	47.30

Disodium EDTA	0.20

Chlorphenesin	0.30



Phenoxyethanol	1.00







Phase 3





Water and Acrylates/Beheneth-25 Methacrylates Copolymer (23-28 % acrylates/behenyth-25 methacrylate copolymer)


1.20







Phase 4



Water and Sodium Hydroxide (30 % NaOH)	adjust to pH = 7



Phase 5



Cyclohexasiloxane, Cyclopentasiloxane	6.0





Phase 6






Methylene Bis-Benzotriazolyl Tetramethylbutylphenol (nano), water,decyl glucoside, propylene glycol, xanthan gum (50 % MBBT)






20.00







C-6.2 Process



C-6.2.1 Heat Phase 1 and Phase 2 in separate kettles up to 80 °C. Mix each phase until uniform.



C-6.2.2 Under mixer, add Phase 1 at 80 °C into Phase 2 at 80 °C.



C-6.2.3 Add immediately Phase 3 under homogenizer. Mix until homogeneous. C-6.2.4 Adjust pH to 7 with Phase 4. Mix with homogenizer until homogeneous. C-6.2.5 Cool down to 60 °C and add Phase 5. Mix until homogeneous.

C-6.2.6 Cool down to room temperature and add Phase 6 under stirrer. Mix until homogeneous.



C-6.2.7 Adjust for water loss and homogenize, avoiding air entrapment.



C-6.3 Specifications



C.6.3.1 Appearance: White cream.



C.6.3.2 pH value (25 °C): 7.1 ± 0.3.

C-6.3.3 Viscosity: 12 000 mPas−1 to 15 000 mPas−1 using Brookfield DVIII Ultra, Spindle RV-5 at 10 r/min.



C-6.3.4 Density: 0.97 g/cm3 to 1 g/cm3.



C-6.4 Analytical method

UV filters present can be measured using EN 16344 analytical method.



C.6.4	Storage and expiration

Store the reference material at 20 °C in a vessel protected from light. The package label shall include an expiration date provided by the manufacturer specifications, and a statement “Intended for Laboratory Use Only”.



ANNEX D

(Normative)

CALCULATIONS AND STATISTICS



D-1 GENERAL EQUATIONS

D-1.1 Individual sun protection factor (SPFi)

The SPFi of each product on each subject shall be calculated from the individual MED on unprotected skin (MEDui) and the individual MED on product protected skin (MEDpi) according to Formula (D.1):





SPFi = MEDpi

MEDui


(D.1)







D-1.2 Product sun protection factor (SPF)



The SPF of the product shall be the arithmetic mean of the individual SPFi values obtained from the total number, n, of subjects with valid results, expressed to one decimal point, as shown in Formula (D.2):





SPF =




(∑SPF𝑖)





𝑛


(D.2)





Its standard deviation, s, is given by Formula (D.2):
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S =	(D.3)







D-1.3 95 % confidence interval

The 95 % confidence interval (95 % CI) for the mean SPF shall be expressed by Formula (D.4):

95 % CI = SPF − c to SPF + c	(D.4)



Where, c is calculated as shown in Formulae (D.5) and (D.6):

𝑡×𝑠



c = (t) × SEM =






√𝑛







𝑡×𝑠

c =

√𝑛


(D.5)







CI[%] =


100×𝑐





𝑆𝑃𝐹


(D.6)



where



SEM = Standard error of the mean;

n = Total number of subjects used;



t = Value from the “two-sided” Student-t distribution Table D.1 at a probability level p = 0.05 and with degrees of freedom ν = (n − 1).



Table D.1 — Student-t distribution



		n

		10

		11

		12

		13

		14

		15

		16

		17

		18

		19

		20



		t

		2,262

		2,228

		2,201

		2,179

		2,160

		2,145

		2,131

		2,120

		2,110

		2,101

		2,093











NOTE − For spreadsheet calculation, t can be modelled by: t = 2 . 03+ 12 7

𝑛1,75


( fo r n ≥ 4 )





D-2 EXPEMENTAL CALCULATION PROCEDURE



D-2.1 Sequential Procedure

An SPF test is begun by testing the product on an initial panel of n′ subjects (n′ shall be at least 10). The individual sun protection factors (SPFi) for the product on each subject are then calculated according to Formula (D.1).

From these individual SPFi values, a provisional mean sun protection factor for the initial n′ subjects (SPFn′) is calculated according to Formula (D.2), together with a provisional 95 % confidence interval (95 %CIn′) using Formulae (D.4), (D.5) and (D.6) and Table D.1, i.e.:





SPFn’ =


(∑SPFi)





𝑛′





95 %CIn′ = SPFn′ − cn′ to SPFn′ + cn′ where

cn′ is calculated as:



cn′ = where


𝑡𝑛 ×𝑠𝑛′



√𝑛



sn′ = standard deviation from the first n′ subjects calculated according to Formulae (D.7) and (D.8):
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(D.8)c 

n

SPFn

CIn

[%]





If the calculated provisional CIn′[%] is greater than 17 % of the provisional mean SPFn′ value, then testing of the product shall continue on additional subjects until the provisional CIn′[%] is ≤17 % of the mean provisional SPF.



If this criterion is not fulfilled after twenty valid subjects, then the entire test shall be repeated.



D-2.2 Predicted number of subjects, n*

If the CIn′[%] on the provisional SPFn′ is greater than 0,17 SPFn′, then the predicted, likely total number of subjects, n*, necessary to meet the statistical criterion can be estimated according to Formula (D.9) and rounded up to the nearest integer:



n’ =	𝑡𝑛′× 𝑠𝑛′)(

2



𝑐𝑛′





where



tn′ = t statistic from Table D.1, with n′ results;



sn′ = best estimate of population standard deviation (i.e. from the n′ results);



cn′ = 17 % of mean SPFn′, representing the required confidence interval.



EXAMPLE − When n* is calculated after the first 10 data, then:













i.e.


n* =	 2.262 𝑠𝑛′ )

0.17 𝑆𝑃𝐹𝑛′(

2







n* =	13.30 𝑠𝑛′)(

2



𝑆𝑃𝐹𝑛′



D-3 Examples D-3.1 Example 1

Table D.2 is an example of a table gathering data, calculations and results. When data are entered in spreadsheet software, all calculations can be performed automatically.

Table D.3 shows the results for product EX1 with expected SPF 10. After ten subjects had been exposed,

the results were: D-3.1.1 SPFn′ = 11.4 D-3.1.2 sn′ = 2.4

D-3.1.3 cn′ = 1.7

D-3.1.4 95 %CIn′ = 9.7 to 13.1

D-3.1.5 CIn′[%] = 15.1 %

Since the CIn′[%] was smaller than 17 %, no further testing was necessary and the final SPF of the product EX1 was:

D-3.1.6 SPF = 11.4 with CI[%] = 15.1 %



D-3.2 Example 2

Table D.3 shows the results for product EX2 with expected SPF 20. After ten subjects had been exposed, the results were:

D-3.2.1 SPFn′ = 21.3

D-3.2.2 sn′ = 6.0

D-3.2.3 cn′ = 4.3

D-3.2.4 95 %CIn′ = 17.0 to 25.6

D-3.2.5 CIn′ [%] = 20.3 %



The relative variation of the results was higher than in Example 1 and the statistical criterion was not met (CIn′ [%] was greater than 17 %). The test had to be continued and the likely total number, n, of subjects necessary was calculated as shown in Formula (D.10):





n = 𝑡𝑛′× 𝑠𝑛′2




2,262 ×6,0



(

𝑐𝑛′


) = (


3,61


) =14











Therefore, five subjects were added and the newly calculated provisional results were:

—	SPF15 = 21.2

—	s15 = 6.2

—	c15 = 3.4 with n = 15 and t15 = 2.145

—	95 %CI15 = 17.8 to 24.6

—	CI [%]15 = 16.2 %

The criterion was met after the fifteenth subject (CIn′ [%] smaller than 17 % of the mean SPF) and the final SPF of product EX2 was:

—	SPF = 21.2 with CI[%] = 16.2 %





Table D.2 — Example of calculation with 10 subjects (expected SPF 10)



		ISO 24444 (20 ) Test Method



		Laboratory:



		Test Product Description:	Dose Increments:

		Start Date:

		End Date:

		UV source:



		

		TEST

		SIM

		TEST SUBJECTS

		RESULTS

		CONCLUSION



		Subj.

		Exp osur

		Applied Read

		Sim EE (highest)

		Subj ect

		Skin

		MEDu

		MEDp

		SPFi

		Reject?

Y? or SPFn'

N?

		sn'

		cn'

		CIn'[%]

		n

		



		N°

		dat

		by	by

		W/m2 eff.

		code

		ITA°

		mm:s

		J/m2

		mm:s

		J/m2

		

		

		

		0.17

		(100.cn'/ SPFn')

		

		CIn'[%] ≤ 17 % ?



		1

		

		

		

		8.0

		

		56.0

		00:24

		190

		06:03

		2 900

		15.3

		

		—

		—

		—

		—

		—

		—



		2

		

		

		

		8.0

		

		48.6

		00:36

		290

		07:42

		3 700

		12.8

		

		

		

		

		

		

		—



		3

		

		

		

		8.0

		

		58.1

		00:29

		230

		04:48

		2 300

		10.0

		

		

		

		

		

		

		—



		4

		

		

		

		8.0

		

		43.5

		00:46

		370

		08:45

		4 200

		11.4

		

		

		

		

		

		

		—



		5

		

		

		

		8.0

		

		44.0

		00:36

		290

		08:48

		2 300

		7.9

		

		

		

		

		

		

		—



		6

		

		

		

		8.0

		

		42.7

		00:29

		230

		06:03

		2 900

		12.6

		

		

		

		

		

		

		—



		7

		

		

		

		8.0

		

		34.9

		00:57

		460

		07:42

		3 700

		8.0

		

		

		

		

		

		

		—



		8

		

		

		

		8.0

		

		57.0

		00:24

		190

		04:25

		2 600

		13.7

		

		

		

		

		

		

		—



		9

		

		

		

		8.0

		

		54.8

		00:36

		290

		07:42

		3 700

		12.8

		

		

		

		

		

		

		—



		10

		

		

		

		8.0

		

		45.3

		00:29

		230

		08:48

		2 300

		10.0

		

		11.4

		2.4

		1.73

		15.1 %

		8

		Complies



		11

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		12

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		13

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		14

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		15

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		16

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		17

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		18

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		19

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		20

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		







		FINAL RESULT

:

		

		Mean SPF = 11.4

		

		s =	2.4

		c =	1.7

		CI[%] =	15.1 %

		95 %

CI:	9.7-13.1 (n = 10)







Table D.3 — Example of calculation with 15 subjects (expected SPF 20)



		ISO 24444 (20 ) Test Method



		Laboratory:



		Test Product Description:	Dose Increments:

		Start

		End Date:

		UV source:



		

		TEST

		SIM

		TEST SUBJECTS

		RESULTS

		CONCLUSI



		Subj.

		Exposure

		Applied

Rea

d

		Sim EE

(highe st)

		Subjec t

		Skin

		MEDu

		MEDp

		SPFi

		Rejected? SPFn'

		sn'

		cn'

		CIn'[%]

		n

		



		N°

		date

		by	by

		W/m2e

		code

		ITA°

		mm:s

		J/m2

		mm:s

		J/m2

		

		Y? or N?

		

		0,17

		(100.cn'/ SPFn')

		

		CIn'[%] =<



		1

		

		

		

		8.0

		

		56.4°

		00:24

		190

		07:54

		3 799

		20.0

		

		—

		—

		—

		—

		—

		—



		2

		

		

		

		8.0

		

		42.5°

		00:34

		269

		13:57

		6 694

		24.9

		

		

		

		

		

		

		—



		3

		

		

		

		8.0

		

		50.6°

		00:28

		220

		11:29

		5 512

		25.0

		

		

		

		

		

		

		—



		4

		

		

		

		8.0

		

		32.8°

		00:42

		336

		09:01

		4 329

		12.9

		

		

		

		

		

		

		—



		5

		

		

		

		8.0

		

		45.1°

		00:32

		253

		13:06

		6 290

		24.9

		

		

		

		

		

		

		—



		6

		

		

		

		8.0

		

		47.9°

		00:30

		241

		12:32

		6 014

		25.0

		

		

		

		

		

		

		—



		7

		

		

		

		8.0

		

		29.4°

		00:45

		361

		12:07

		5 816

		16.1

		

		

		

		

		

		

		—



		8

		

		

		

		8.0

		

		54.3°

		00:25

		201

		05:18

		2 548

		12.7

		

		

		

		

		

		

		—



		9

		

		

		

		8.0

		

		43.3°

		00:33

		264

		17:12

		8 256

		31.3

		

		

		

		

		

		

		—



		10

		

		

		

		8.0

		

		59.9°

		00:22

		173

		07:11

		3 447

		19.9

		

		21.3

		6.0

		4.31

		20.3 %

		14

		Does not



		11

		

		

		

		8.0

		

		35.0°

		00:40

		320

		8:36

		4 123

		12.9

		

		20.5

		6.3

		4.20

		20.5%

		17

		Does not



		12

		

		

		

		8.0

		

		48.8°

		00:29

		231

		14:57

		7 173

		31.1

		

		21.4

		6.7

		4.26

		19.9 %

		18

		Does not



		13

		

		

		

		8.0

		

		36.5°

		00:39

		309

		16:06

		7 724

		25.0

		

		21.7

		6.5

		3.92

		18.1 %

		16

		Does not



		14

		

		

		

		8.0

		

		47.1°

		00:30

		241

		7:58

		3 825

		15.9

		

		21.2

		6.4

		3.71

		17.5 %

		16

		Does not



		15

		

		

		

		8.0

		

		38.1°

		00:37

		298

		12:36

		5 929

		19.9

		

		21.2

		6.2

		3.43

		16.2 %

		15

		Complies



		16

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		17

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		18

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		19

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		20

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		FINA L RESU LT:

		

		

Mean SPF

=

		

21.2

		

		s =	6.2

		

c =	3.4

		

CI[%] =  16.2

%

		95 %	95 %Cl:

CI:	17.8 – 24.6

(n = 15)







ANNEX E

(Normative)



COLOURIMETRIC DETERMINATION OF SKIN COLOUR TYPING AND PREDICTION OF THE MINIMAL ERYTHEMAL DOSE (MED) WITHOUT UV EXPOSURE

E-1 GENERAL

CIE normalized tristimulus colourimetry and spectrocolourimetry, using the L*a*b*/L*CH colour spaces, have long been internationally accepted and validated. They are routinely used to analyse colours in a way that is strictly correlated with human vision (10).

Skin colour, as characterized by the individual typology angle (ITA°), appears to be particularly helpful when pre-selecting subjects (see Annex A). In addition, these procedures may be suitable for the prediction of a subject’s minimal erythemal dose (MED) without UV exposure. The determination of the sun protection factor of sunscreens requires a preliminary estimation of the MED of the subjects who will be exposed to a source of UVA-UVB rays. The MED may vary considerably among subjects, depending upon the existing melanotic status of the skin. MEDu values as a function of ITA° have been collected from 13 SPF testing laboratories representing over 9 000 test subjects and are summarized in Figure E.1. These data form the basis for the MEDu predictions for test subjects.

The traditional Fitzpatrick phototype classification is based on the subject's experience of his/her own sensitivity to actinic erythema and the ability to tan after a first sun exposure. However, this classification provides a subjective and unchanging indication of the skin’s sensitivity to UV, which does not take into account the level of melanization of the subject's skin. This can lead to misinterpretation of the UV-sensitivity of the subject and to the use of inappropriate UV doses when determining the MED. Therefore, it is often considered prudent to predetermine the likely MED for any subject prior to the evaluation on the protected skin.



Measuring skin colour in the L*a*b* system as defined by the “Commission Internationale de l'Eclairage”, allows the melanotic status of the skin, at the time of testing, to be taken into account, and also allows the MED of the subject to be pre-evaluated with more precision.



E-2 APPARATUS



The measurement equipment is a skin contact reflectance spectrophotometer and/or colourimeter with a view of at least 8mm diameter which utilizes the L*a*b* colour space and complies with CIE recommendations.

E-2.1 A lamp for illumination of the back of the subject shall have a colour temperature of 6 500 K.



E-3 Mode of operation



E-3.1 For reliable colour measurements on skin, allow subjects to rest for at least 10 min with the skin uncovered, until elimination of contact or stress-related redness and marks.



E-3.2 During measurements, care should be taken to apply the cone aperture of the reflectance colourimeter sensing head so that it just makes contact with the skin, without any pressure. This is critical as undue pressure may cause a “blanching” effect in the skin which may lead to seriously inaccurate measurements. An ergonomic position should be adopted and preliminary training may be necessary,



until a standard deviation smaller than 0.2 (0.1 typically) on the L*, a* or b* co-ordinate can be obtained by repeated triplicate measurements on the same skin area.



E-4 Skin colour typing



E-4.1 For this purpose absolute L*, a* and b* values should be recorded. The reflectance colourimeter aperture should not be reduced by use of any form of diaphragm.



E-4.2 Calibrate the skin contact reflectance spectrophotometer and/or colourimeter as per manufacturer’s instructions. Perform L*a*b* colourimetric measurements on the test sites where products will be applied and exposed later in the test. Calculate the mean L*, a*, b* value (at least three measurements on each test site of each subject).

E-4.3 Calculate the individual typology angle, ITA°, on the mean L* and b* values using Formula (E.1):



ITA° = (𝑎𝑟𝑐 𝑡𝑎𝑛𝑔𝑒𝑛𝑡 𝐿∗−50) 180


(E.1)



𝑏∗	𝜋



where the arc tangent is expressed in radians. Round the value off and express ITA° to the nearest integer.

E-4.4 The difference in average ITA° values between test sites used on a subject shall be less than 5.



E-5 Determining exposure range for preliminary MEDu by ITA°



E-5.1 Perform at least three L*a*b* measurements according to E.4.2. on the area of the subject's back

where the MEDu will be determined. Calculate the mean L*a*b* values.



E-5.2 Calculate the individual typology angles (ITA°) according to E.4.3.



E-5.3 Formula (E.2) shall be used to calculate the midpoint dose for the preliminary MEDu:

Midpoint MEDu Dose in (J/m2 eff)=(0.051 *(ITA°^2))-10,718 * ITA + 629.32	(E.2)





Alternatively, the preliminary midpoint MEDu can be estimated by ITA° range in Table E.1 below and the associated dose to be used as the midpoint for the individual. This exposure series shall be used to expose the test individual to determine the preliminary MEDu prior to beginning the test.



E-5.4 For a 6-exposure sequence, the midpoint exposure dose from Table E.1 shall be midway between the 3rd and 4th exposure doses, and for a 5-exposure dose sequence, the midpoint exposure dose from Table E.1 shall be the middle (3rd) exposure dose.







Table E.1 — Preliminary MEDu midpoint exposure doses



		ITA° value of individual

		Midpoint dose

J/m2 eff.



		28° to 30°

		361



		31° to 35°

		331



		36° to 40°

		296



		41° to 45°

		263



		46° to 50°

		232



		51° to 55°

		205



		56° to 60°

		179



		61° to 65°

		157



		≥ 66°

		136







EXAMPLE 1 For individual with ITA° of 50º the mid-point exposure (midway between site 3 and 4) for the MEDu is 232 J/m2 eff. The exposure sequence calculated for 6 exposure test subsites using 12 % dose increments would be:



		1st subsite

		2nd subsite

		3rd subsite

		4th subsite

		5th subsite

		6th subsite



		174

		195

		219

		246

		275

		308





EXAMPLE 2 For the same individual with ITA° value of 50º the exposure series sequence for a 5- exposure test subsites using 12 % dose increments would be:



		1st subsite

		2nd subsite

		3rd subsite

		4th subsite

		5th subsite



		185

		207

		232

		260

		291





EXAMPLE 3 For the same individual with ITA° value of 50° the exposure series sequence for a 5- exposure test subsites using 25 % increments would be:



		1st subsite

		2nd subsite

		3rd subsite

		4th subsite

		5th subsite



		148

		186

		232

		290

		363















Figure E.1 — Estimation of MEDu



Figure E.1 depicts the relationship between the ITA angle and the unprotected MED value based on data from over 9 500 test subjects from laboratories across the globe.







Annex F

(informative)



Visual guidance for erythema grading





F-1 Visual appearance of erythema

The acceptance or rejection of qualifying erythema reactions for determination of the MED is critical to uniform determination of the SPF of a sunscreen product. The grading scale for the MEDi is described.



F-1.1 Visual appearance of erythema should be performed in sufficient and uniform illumination. At least 450 lux in the plane parallel with the back of the test subject should be provided by a lamp with a continuous emission in the visible spectrum with a colour temperature of 6 500°K. Incandescent light bulbs or Light Emitting Diode (LED) lamps are recommended and can be found in this colour temperature range. Fluorescent lamps may not be used as the sole source for the visual assessment.

F-1.2 The determination of MED(s) shall be carried out in a room with matte, neutral wall colours.



F-1.3 Erythemal responses shall be observed in a “blind” manner (with exception of the provisional MEDiu). The observers of erythemal responses on any subjects shall not be the same persons as the ones who perform product application and exposure. The observers shall not be aware of the test design (randomization of the test sites) on that subject.

The grading scale for UV exposed test subsites shall be:

F-1.3.1 0: No erythema present

F-1.3.2 0.5: ambiguous erythema, and/or no clear border, and/or not filling more than 50 % of the exposure subsite

F-1.3.3 1: Perceptible unambiguous erythema with defined borders filling more than 50 % of the exposure subsite (MED if it is the lowest exposure dose with grade 1)

F-1.3.4 2: Moderate to intense erythema

Evaluation shall be done on each subsite individually using the definition of MEDi. The evaluation has to be done on the presence or absence of the erythema and not on the intensity. An illogical progression but with erythema (≥Grade 0.5) present does not have to be discarded. Examples are given for guidance.



[image: ]



Key

Subsite 1:	ambiguous erythema, no clear border Grade 0.5

Subsite 2:	unambiguous erythema, >50 % of area, clear border: Grade 1 = MED Subsite 3: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 4: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 5: unambiguous erythema, >50 % of area, clear border: Grade 2 Subsite 6:	 unambiguous erythema, >50 % of area, clear border: Grade 2

NOTE	The MEDi is taken on subsite 2.



Figure F.1 — Skin Response Example 1

[image: ]

Key

Subsite 1: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 2: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 3: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 4: unambiguous erythema, >50 % of area, clear border: Grade 2 Subsite 5: unambiguous erythema, >50 % of area, clear border: Grade 2

Subsite 6: unambiguous erythema, >50 % of area, clear border: Grade 2 NOTE − Rejection because all subsites present an erythema.

Figure F.2 — Skin Response Example 2



[image: ]



Key

Subsite 1:	no erythema: Grade 0

Subsite 2:	no erythema: Grade 0

Subsite 3:	no erythema: Grade 0

Subsite 4:	no erythema: Grade 0

Subsite 5:	no erythema: Grade 0

Subsite 6:	no erythema: Grade 0



NOTE − Rejection because no erythema on any subsites



Figure F.3 — Skin Response Example 3

[image: ]

Key

Subsite 1:	no erythema: Grade 0

Subsite 2:	no erythema: Grade 0

Subsite 3:	unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 4:	no erythema: Grade 0

Subsite 5:	no erythema: Grade 0

Subsite 6:	unambiguous erythema, > 50 % of area, clear border: Grade 1

NOTE − Rejection because illogical progression.

Figure F.4 — Skin Response Example 4







[image: ]



Key

Subsite 1:	no erythema: Grade 0

Subsite 2:	unambiguous erythema, >50 % of area, clear border: Grade 1 = MED Subsite 3: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 4: unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 5: unambiguous erythema, >50 % of area, clear border: Grade 2 Subsite 6:	 unambiguous erythema, >50 % of area, clear border: Grade 1

NOTE − MEDi is taken on subsite 2.



Figure F.5 — Skin Response Example 5



The evaluation has been done on the presence or absence of the spot not on the intensity. An illogical progression but with erythema present does not have to be discarded.

[image: ]

Key

Subsite 1:	no erythema: Grade 0

Subsite 2:	no erythema: Grade 0

Subsite 3:	unambiguous erythema, >50 % of area, clear border: Grade 1= MED

Subsite 4:	unambiguous erythema, >50 % of area, clear border: Grade 2 Subsite 5:	unambiguous erythema, >50 % of area, clear border: Grade 1 Subsite 6:	unambiguous erythema, <50 % of area, clear border: Grade 0.5

NOTE − MEDi is taken on subsite 3. An illogical progression but with erythema of at least Grade 0.5 present does not have to be discarded. (If subsite 6 were scored as Grade 0, then it would need to be discarded as an illogical progression).



Figure F.6 — Skin Response Example 6



Annex G

(Normative)



Sample report form







Table G.1 — SPF Test Report (All Data)



		ISO 24444 (20 ) Test

		

		Laboratory:

		Report Date:



		Test Product Description:	Dose Increments:



		

		TEST

		SIM

		TEST SUBJECTS



		Subj.

		Exposu

		Appl. Exp

		Sim EE

		Subject

		Skin

		MEDu

		MEDp

		SFPi

		Rej.

		Ref. Standard

		

		Reference Standard



		N°

		date

		by	by  by

		W/m2

		code

		ITA°

		secon

		J/m2ef

		secon

		J/m2

		

		

		P#

		sec- onds

		J/m2

		SPF

		P#

		second

		J/m2

		SPF



		1

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		2

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		3

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		4

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		5

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		6

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		7

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		8

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		9

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		10

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		11

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		12

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		13

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		14

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		15

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		16

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		17

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		18

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		19

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		20

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		FINAL RESULT

Test Product Avg. SPF	Std. Dev. 95%CI	%17% of Mean P	Avg. SPF

P	Avg. SPF









Table G.2 — SPF Test Report Valid Data (only)



		ISO 24444 (20 ) Test

		

		Laboratory:

		Report Date:



		Test Product Description:	Dose Increments:



		

		TEST

		SIM

		TEST SUBJECTS



		Subj.

		Exposu re

		Appl. Exp Read

		Sim EE (highest)

		Subje ct

		Skin

		MEDu

		MEDp

		SFPi

		Rej.

?

		Ref. Standard

		

		Reference Standard



		N°

		date

		by	by  by

		W/m2 eff.

		code

		ITA°

		seconds

		J/m2eff

		se

		J/m2

		

		

		P#

		sec- onds

		J/m2

		SPF

		P#

		second

		J/m2

		SPF



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		

		







FINAL RESULT

Test Product Avg. SPF

Std. Dev. 95%CI	%17% of

Mean P	Avg. SPF

P	Avg. SPF





Table G.3 — SPF Test Report Invalid Data (only)



		ISO 24444 (20 ) Test

		

		Laboratory:

		Report Date:



		Test Product Description:	Dose Increments:



		

		TEST

		SIM

		TEST SUBJECTS



		Subj.

		Exposu

		Appl. Exp

		Sim EE

		Subject

		Skin

		MEDu

		MEDp

		SFPi

		Rej.

		



		N°

		date

		by	by  by

		W/m2

		code

		ITA°

		secon

		J/m2ef

		secon

		J/m2

		

		

		Reason for Rejection
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SPECIFICATION FOR PETROLEUM JELLY FOR COSMETIC INDUSTRY

(Second Revision of IS 4887) (ICS 71.100.70)



Cosmetics Sectional Committee,	Last date for Comments: PCD 19		12 March 2024



FOREWORD

(Formal Clause to be added later)

Petroleum jelly is a soft, semi-solid material obtained from petroleum oils. It consists essentially of microcrystalline waxes in association with substantial quantities of oil.



Petroleum jelly is used in the manufacture of creams, rouges, lipsticks, lubricating creams, hair dressings, foundation creams of greasy type, etc. It is also employed as an emollient for chapped skin.



This Indian Standard was first published in 1968 and subsequently revised in 1980. In this revision, the specification table has been revised with respect to the melting range (upper limit has been increased from 56 °C to 80 °C), the Requirement of Mercury has been incorporated, and alternate test methods have been included for the determination of Arsenic. The Cross Referred standards and the Marking Clause have also been updated in this revision.



The requirement laid down in this standard covers the material for its various application in the cosmetic industry. Product-wise requirements have not been laid down.



The composition of the Committee, responsible for the formulation of this standard is given at Annex P (to be added later).



For the purpose of deciding, whether a particular requirement of this standard is complied with, the final value, observed or calculated, expressing the result of a test or analysis, shall be rounded off in accordance with IS 2 : 2022 ‘Rules for rounding off numerical values (second revision)’. The number of significant places retained in the rounded off value should be the same as that of the-specified value in this standards.
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1. SCOPE



This standard prescribes the requirements and methods of sampling and test for petroleum jelly for cosmetic industry.



2 REFERENCES



The standards which are necessary adjuncts to this standard are listed below. All standards are subject to revision, and parties to agreements based on this standard are encouraged to investigate the possibility of applying the most recent editions of the standard:



		Indian/ International Standard No.

		Title



		1070 : 2023

		Reagent Grade Water Specification (Fourth Revision)



		266 : 1993

		Sulphuric Acid — Specification (Third Revision)



		264 : 2005

		Nitric Acid — Specification (Third Revision)



		2088 : 2023

		Methods For Determination Of Arsenic (Third Revision)



		2316 : 1990

		Methods Of Preparation Of Standard Solutions For Colorimetric And Volumetric Analysis (Second Revision)



		2626 : 2015/ ISO

13132 : 2011

		Laboratory Glassware - Petri Dishes (Second Revision)



		16913 : 2018

		Methods of test for cosmetics — Determination of heavy metals (Arsenic, Cadmium, Lead and Mercury) by Atomic Absorption Spectrometry (AAS)



		17495 : 2021

		Cosmetics - Analytical Approach for Screening and Quantification Methods for Heavy Metals in Cosmetics









3 REQUIREMENTS



3.1 Description — Petroleum jelly shall be in the form of a translucent, soft mass, unctuous to the touch and retaining these characteristics on storage and also when melted and allowed to cool without stirring. It shall be not more than slightly fluorescent by daylight, even when melted.



3.2 Solubility — It shall be insoluble in water and alcohol but soluble in ether and chloroform.



3.3 Colour — The colour of the material shall be as agreed between the purchaser and the supplier.







3.4 Odour — The material shall be odorless at room temperature when rubbed on the skin. Further, the material when heated to 95 to 98 °C on a boiling water-bath for 30 minutes shall give no disagreeable odour.



3.5 The material shall also comply with requirements given in Table 1.



TABLEL REQUIREMENTS FOR PETROLIUM JELLY FOR COSMETICS INDUSTRY

(Clause 3.5)





		Sl No.

		Characteristics

		Requirement

		Method of Test, Ref to Annex/ IS



		(1)

		(2)

		(3)

		(4)

		(5)



		i)

		Melting range, °C

		38 to 80

		A

		--



		ii)

		Saponifiable matter

		Nil

		B

		--



		iii)

		Free acids and alkalis

		To pass the test

		C

		--



		iv)

		Heavy metals (as Pb), parts

per million, Max

		20

		D

		--



		v)

		Arsenic (as As2O3), parts per million, Max

		2

		E

		IS 16913 or

IS 17495



		vi)

		Mercury, parts per million,

Max

		1

		--

		IS 16913 or

IS 17495



		vii)

		Iodine value (Wijs), Max

		1.5

		F

		--



		viii)

		Light absorption (extinction

of 0.1 percent solution), Max

		1.0

		G

		--



		ix)

		Sulphated ash, percent by

mass, Max

		0.10

		H

		--



		x)

		Organic acids

		To pass the test

		J

		--



		xi)

		Sulphur and sulphide

		To pass the test

		K

		--



		xii)

		Consistency

		100 to 275 as agreed between the

purchaser and the supplier

		L

		--



		xiii)

		Volatile matter, percent by

mass, Max

		5.0

		M

		--









4 PACKING AND MARKING

4.1 Packing —The material shall be packed in mild steel drums lacquered from inside or as agreed between the purchaser and the supplier.



4.2 Marking



4.2.1 The containers shall be marked with the following information:



a) Name of the material;

b) Name of the manufacturer and his registered/recognized trademark, if any;

c) Net mass of the material;

d) Month and year of manufacturing/packing;

e) Batch number in a manner to enable traceability including its date of manufacture;

f) Use before or expiry date as per statutory requirements;

g) List of ingredients as per statutory requirements; and

h) Any other information required by statutory authorities.



4.2.2 BIS Certification Marking

The product(s) conforming to the requirements of this standard may be certified as per the conformity assessment schemes under the provisions of the Bureau of Indian Standards Act, 2016 and the Rules and Regulations framed there under, and the products may be marked with the Standard Mark.



5 SAMPLING



5.1 The method of preparing representative test samples of the material and the criteria for conformity shall be as prescribed in Annex N.





6 TEST METHODS



6.1 Tests shall be conducted as prescribed under 3.5 and the appropriate references specified in col 4 and 5 of Table 1.



6.2 QUALITY OF REAGENTS



Unless specified otherwise, pure chemicals and distilled water (see IS 1070) shall be used in tests.



NOTE — ‘pure chemicals’ shall mean chemicals that do not contain impurities which affect the results of analysis.









ANNEX A

[Table 1, Sl. No. (i)]

DETERMINATION OF MELTING RANGE



A-1 Procedure



A-1.1 Melt a quantity of the sample slowly while stirring until it reaches a temperature of 100 °C, Remove the source of heat' and allow the molten sample to cool to a temperature of 8 to 10 °C above the expected melting range. Chill the bulb of a thermometer (range 1 to 100 °C) to 5 °C, wipe it dry and while it is still cold, dip it into the molten sample so that approximately half of the bulb is submerged. Withdraw it immediately and hold it vertically away from heat until the wax surface dulls, then dip it for five minutes into a water-bath having a temperature not higher than 16 °C.



A-1.2 Fix the thermometer prepared in A-1.1 securely in a test-tube so that its lowest point is about 15 mm above the bottom of the test-tube. Suspend the test-tube in a water-bath adjusted at 16 °C and raise the temperature of the bath at a rate of 2 deg/min up to 30 °C, then change to a rate of rise of 1 deg/min and note the temperature at which the first drop of the melted sample leaves the thermometer. Repeat the determination twice on a freshly melted portion of the sample. If the variation in three determinations is less than one degree take the average of the three as the melting range. If the variation in the three determinations is more than one degree, make two additional determinations and take the average of the five.



ANNEX B

[Table 1, Sl. No. (ii)]

DETERMINATION OF SAPONIFIABLE MATTER



B-1 Reagents



B-1.1 Methyl Ethyl Ketone — Technical grade, stored in amber coloured bottle.



B-1.2 Standard Alcoholic Potassium Hydroxide Solution — 0.5 N, standardized before use.



B-1.3 Petroleum Ether — Boiling range 80 to – l00 °C.



B-1.4 Standard Hydrochloric Acid — 0.5 N, accurately standardized.



B-1.5 Phenolphthalein Indicator Solution - percent solution in 95 percent rectified spirit.



B-2 Procedure — Accurately weigh in a flask about 5 g of the sample and add 25 ± 1 ml of methyl ethyl ketone, followed by 25 ml of standard alcoholic potassium hydroxide solution from a burette, Connect the flask to a condenser and heat for 30 minutes after refluxing begins. Disconnect the condenser, add 50 ml of petroleum ether and titrate the solution while hot (without re-heating)





with standard hydrochloric acid, using 3 drops of phenolphthalein indicator. When the indicator colour is discharged, add 3 drops more of indicator; if this addition restores the colour, continue the titration. Proceed in this manner until the end point is reached when the indicator colour is discharged and does not immediately reappear upon the addition of 3 more drops of indicator.



B-2.1 Run a blank under identical conditions.



B-2.2 The sample shall be taken to have passed the requirement prescribed in Table 1 if the blank reading does not differ from the sample reading by more than 0.1 ml.







ANNEX C

[Table 1, Sl. No. (iii)]

TEST FOR EREE ACIDS AND ALKALIS



C-1 Reagents



C-1.1 Phenolphthalein Indicator Solution — same as in B-1.5.



C-1.2 Methyl Orange Indicator Solution — dissolve 0 °01 g of methyl orange in 100 ml of water.



C-2 Procedure — Take 35 g of the sample in a 250 ml separating funnel. Add to it 100 ml of boiling water and shake vigorously for 5 minutes. Draw off the separated water layer in a beaker. Wash the sample further with two 50 ml portions of boiling water and add the washings again to the beaker. To the collective washings, add one drop of phenolphthalein indicator solution arid boil. If no pink colour is produced, add 0.1 ml of methyl orange indicator and see if any red or pink colour is produced.



C-2.1 The sample shall be taken to have passed the test if neither a red colour is produced with phenolphthalein nor a red or pink colour produced with methyl orange.







ANNEX D

[Table 1, Sl. No. (iv)]

TEST FOR HEAVY METALS



D-1 Apparatus



Nessler Cylinders — 50 ml capacity, matched.



D-2 Reagents





D-2.1 Ammonium Acetate Solution — 10 percent.



D-2.2 Ammonium Citrate Solution — Dissolve 8.75 g of citric acid in water, neutralize with ammonia and dilute with water to 100 ml.



D-2.3 Ammonium Hydroxide — 10 percent (m/m).



D-2.4 Potassium Cyanide Solution — 10 percent (m/m).



D-2.5 Sodium sulphide Solution — 10 percent (m/m).



D-2.6 Standard Lead Solution — Dissolve 1.600 g of lead nitrate in water, add 10 ml of concentrated nitric acid and dilute to 1000 ml. Pipette out 10 ml of the solution and dilute it again to 1000 ml with water. One millilitre of the final solution contains 0.01 rug of lead (as Pb). The solution should be freshly prepared.



D-3 Procedure



D-3.1 Preparation of Sample — Treat 2.000 g of the sample as prescribed in D-2.1.



D-3.2 Take the solution prepared in E-3.1 in a Nessler Cylinder, add 10 ml of ammonium acetate solution, 5 ml of ammonium citrate solution, 5 ml of ammonium hydroxide and 1 ml of potassium cyanide solution and dilute to 50 ml with water, then add two drops of sodium sulphide solution and fix well. In another Nessler cylinder, carry out a control test using 4 ml of standard lead solution and same quantities of other reagents as used in the test with the material.



D-3.3 The material shall be taken as tit having exceeded the limit prescribed in Table 1 if the intensity of dour produced with the material is not greater than that produced in the control test.









ANNEX E

[Table 1, Sl. No. (v)]

TEST FOR ARSENIC



E-1 Reagents



E-1.1 Concentrated sulphuric Acid — see IS 266.



E-1.2 Concentrated Nitric Acid — see IS 264.



E-2 Procedure





E-2.1 Preparation of Sample — Weigh 2.000 g of the sample in a Kjeldahl flask of 500 ml capacity. Add 15 ml of concentrated sulphuric acid followed by 4 ml of concentrated nitric acid. Heat cautiously. Add drop by drop more nitric acid, if required, from a pipette to speed up the oxidation of the sample. The total amount of nitric acid shall be noted for use in the control test. When oxidation is complete, the solution is clear and faint yellow, at that stage, add 20 ml of water and again boil to fuming. Ensure removal of all nitric acid.



E-2.2 Carry out the test for arsenic with the solution prepared in D-2.1 as directed in IS 2088. Compare the stain obtained with that produced with 0.004 g of arsenic trioxide.





ANNEX F

[Table 1, Sl. No. (vii)]

DETERMINATION OF IODINE-VALUE



F-1 Outline of the Method — The material is treated with a known excess of iodine monochloride solution in glacial acetic acid. The excess of iodine monochloride is determined iodometrically.



F-1.1 Apparatus



F-1.1.1 Thermometer — An engraved stem thermometer, calibrated between 10 °C and 65 °C in

0.1 degree intervals and with the 0 °C point marked on the stem is recommended. The thermometer shall have an auxiliary reservoir at the upper end$ and length of about 370 mm and diameter of about 6 mm.



F-1.2 Reagents



F-1.2.1 Carbon Tetrachloride or Chloroform



F-1.2.2 Acetic Acid — glacial, 99 percent, having a melting point of 14.8°C and free from reducing impurities. Determine the melting point of the acetic acid and test it for reducing impunities as follows:



a) Melting joint determination — Take a 15 cm long test-tube and fill it to about two-thirds with the acetic acid insert into the-acid a thermometer satisfying the requirements specified in A-72.1 through a cork stopper fitting the test-tube. The amount of acid should be at least double the quantity required to cover the bulb of the thermometer when the bottom of the latter is 12 mm from the bottom of the test-tube. Suspend this tube within a larger test-tube through a cork. Cool the acid by immersing the assembly in ice water until the temperature is 10°C, then withdraw the assembly from the ice water and stir the acid rather vigorously for a few moment, thus causing the super cooled liquid to crystallize partially and give a mixture of liquid and solid acid. Take thermometer reading every 15 second sand record that temperature, at which the reading remains constant for at least two minutes, as the true melting point.





b) Test for reducing impurities (potassium permanganate test) — Dilute 2-ml of the acetic acid with 10 ml of water and add 0.1 ml of 0°1 N potassium permanganate solution and maintain at 27±2°C. The test shall be taken as having satisfied if the pink colour is not discharged at the end of two hour.



F-1.2.3 Potassium Dichromate — finely ground.



F-1.2.4 Starch Solution — Triturate 5 g of starch and 0.01 g of mercuric iodide with 30 ml of cold water and. slowly pour it with stirring into one litre of boiling water. Boil for 3 minutes. Allow the solution to cool and decant off the supernatant clear liquid.



F-1.2.5 Standard Sodium Thiosulphate Solution — 0.1 N (see IS 2316).



F-1.2.6 Chlorine Gas — dry.



F-1.2.7 Iodine Trichloride



F-1.2.8 Wijs Iodine Monochlonde Solution — prepare this solution by one of the following two methods, and store in a glass stoppered bottle in a cool place, protected from light and sealed with paraffin until taken for use:



a) Dissolve 13 g of re-sublimed iodine in 1 litre of acetic acid, using gentle heat if necessary, and determine the strength by titration with standard sodium thiosulphate solution. Set aside 50 to 100 ml of the solution and introduce washed and dried chlorine gas into the remainder until the characteristic colour change occurs and the halogen content ‘is nearly doubled as ascertained again by titration. If the halogen content has been more than doubled reduce it by adding the requisite quantity of the iodine acetic acid solution. A slight excess of iodine does not harm, but avoid an excess of chlorine.



Example:



If the titration of 20 ml of original iodine-acetic acid solution requires 22 ml of standard sodium thiosulphate solution then 20 ml of the finished Wijs solution should require between 43 and 44 ml (and not more than 44 ml) of the same sodium thiosulphate solution.



b) As an alternative method for preparing Wijs solution, dissolve 8 g of iodine trichloride in approximately 450 ml of acetic acid. Dissolve separately 9 g of iodine in 450 ml of acetic acid using heat if necessary. Add gradually the iodine solution to the iodine trichloride solution until the colour has changed to reddish brown. Add 50 ml more of iodine solution and dilute the mixture with acetic acid till 10 ml of the mixture are equivalent to 20 ml of standard sodium thiosulphate solution when the halogen content is estimated by titration in the presence of an excess of potassium iodine and water. Heat the solution at 100 °C for 20 minutes and cool. Prevent access of water vapour in preparing the solution.





Note — The method prescribed in (a) b referable to that prescribed in (b) because of the instability of iodine trichloride.



F-1.3 Procedure — Melt the material and filter through the filter paper to remove any impurities and she last traces of moisture. Make sure that the glass apparatus used is absolutely clean and dry. Weigh accurately, by difference, about 10 g of the sample, into a clean dry 500 ml glass stoppered bottle to which 25 ml of carbon tetrachloride or chloroform have been added, and agitate to dissolve the contents. Add 25 ml of Wijs solution. (The quantity of Wijs solution added is 50 to 60 percent more than the quantity required) — Replace the glass stopper after wetting with potassium iodide solution, swirl for intimate mixing, and allow to stand in the dark for 45 minutes. Carry out a blank test simultaneously under similar experimental conditions. After standing, add 15 ml .of potassium iodide solution and 100 ml of water, and titrate the liberated iodine with standard sodium thiosulphate solution, swirling the contents of the bottle continuously to avdld any local excess, until the colour of the solution is straw yellow. Add 0.5 ml of starch solution and continue the titration until the blue colour disappears.



F-1.4 Calculation



Iodine value = 12.69 (𝐵−𝑆) 𝑁

𝑀

Where



B = volume in ml of standard sodium thiosulphate solution required for the blank,



S = volume in ml of standard sodium thiosulphate solution required for the material, N = normality of standard sodium thiosulphate solution, and

M = mass in g of the material taken for the test







ANNEX G

[Table 1, Sl. No. (viii)]

DETERMINATION OF LIGHT ABSORPTION



G-1 General — When radiation is passed through a layer of a solution containing an absorbing substance, part of the radiation is absorbed; the intensity of the radiation emerging from the solution is less than the intensity of the radiation entering it. The magnitude of the absorption is expressed in terms of the extinction, E which is defined by tile expression, E = log 10 (Io/I), where Io is the intensity of the radiation passing into the absorbing layer, and 1 is the intensity of the radiation passing out of it.





G-1.1 The extinction depends on the concentration of the absorbing substance in the solution and thickness of the absorbing layer taken for measurement. For convenience of reference and for ease in calculations, the extinction of a l cm layer of a l percent m/v solution has been adopted.



G-2 Apparatus



G-2.1 Spectrophotometer— comprising of a source of energy, a device for selecting the wavelength band, a cell or holder ‘for the sample, a detector of radiant energy and a measuring device.



G-3 Procedure — Dissolve 0.1 g of petroleum jelly in 100 ml of trimethylpentane and measure the extinction of the solution using 1 cm cell at 290 nm (290 × 10-7 cm).



ANNEX H

[Table 1, Sl. No. (ix)]

DETERMINATION OF SULPHATED ASH



H-1 Reagents



H-1.1 Dilute Sulphuric Acid — approximately 5 N.



H-2 Procedure — He a porcelain or sillica dish of 30 to 100 ml capacity to redness; cool and weigh. Place about 20 g of the sample, accurately weighed, in the dish. Heat the dish gently by means of a Bunsen burner until the oil can he ignited at the surface. Remove the burner and allow the oil to burn completely, taking that all the free carbon on the sides of the dish is completely burnt. Heat the residue with a strong flame or in muffle furnace until all the carbonaceous matter has disappeared. Cool the dish, add a few drops of dilute sulphuric acid, heat gently to drive off the acid and then heat strongly. Cool the dish again in the desiccator and weigh, Repeat the heating, cooling and weighing until constant mass is obtained.



H-3 Calculation



Sulphated ash, percent by mass = 𝑚 ×100

𝑀



Where



m = mass in g of the residue, and

M = massing of the sample taken for the test.





ANNEX J

[Table 1, Sl. No. (x)]

TEST FOR ORGANIC ACIDS







J-1 Reagents



J-1.1 Dilute Rectified Spirit — prepared by diluting one volume of 95 percent rectified spirit with two volumes of water, and neutralized to phenolphthalein indicator.



J-1.2 Phenolphthalein indicator — same as in B-1.5.



J-1.3 Standard Sodium - Hydroxide Solution — exactly 0.1 N.



J-2 Procedure — To 20 g of the sample, add 100 ml of dilate rectified spirit, agitate thoroughly and heat to boiling. Add one millilitre of phenolphthalein indicator and titrate rapidly with standard sodium hydroxide solution with vigorous agitation to a sharp pink end point in the alcohol water layer.



J-2.1 The material shall be taken to have passed the test if not more than 0“4 ml of standard sodium hydroxide solution ii required for the titration.





ANNEX K

[Table 1, Sl. No. (xi)]

TEST FOR SULPHUR AND SULPHIDES



K-l Reagent



K-1.1 Copper Strips — one centimeter, in width, and freshly, polished.



K-2 Procedure — Melt in a beaker about 100 g of the, sample and keep on a water-bath at a temperature of 95 °C. Then place a strip of copper in the melted sample so that it is partially immersed and allow it to remain for 10 minutes.



K-2.1 The material shall be taken to have passed the test if the copper strip used in the test shows, no tarnishing when compared with another similar freshly polished copper strip.







ANNEX L

[Table 1, Sl. No. (xii)]

DETERMINATION OF CONSISTENCY



L-1 Outline of the Method — Determination of consistency of the material is made by measuring the penetration of a standard cone at 25.0 ± 0.5 °C.



L-1.1 Apparatus





L-1.1.1 Penetrometer — Any suitable penetrometer which permits cone to drop vertically without appreciable friction for at least mm and which indicates accurately the depth of penetration to the nearest 0.1 mm. The instrument shall have a table to carry the test which permits the friction for at least penetration to the sample, which may be adjusted horizontal before making the test. A mechanism for releasing the clamp of the loaded cone shall be provided.



L-1.1.2 Cone — consisting of a conical body of brass or corrosion resistant steel with detachable hardened steel tip, constructed to conform to the dimensions and tolerances shown in Fig. 1. The total moving mass, namely, that of the cone and its movable attachments, shall be 150.0 ± 0.1 g. The attachments consist of a rigid shaft having a suitable device at its lower end for engaging the cone. The outer surface should be polished to a very smooth finish.



L-1.1.3 Constant Temperature Bath— A water-bath capable of regulation at 25.0 ± 0.5 °C and of suitable design for conveniently bringing the sample container to the test temperature. The bath should be provided with a cover to maintain the temperature of the air above the sample at 25 °C.



L-1.1.4 Timing Device — A stop-watch or other suitable instrument capable of measuring an interval of 5 seconds to within 0.2 second.



L-1.1.5 Sample Container — Flat-bottomed, metal or glass cylinders that are 100 ± 5 mm in diameter and not less than 60 mm m height.



L-1.2 Procedure — Melt the quantity of the sample at 85.0 ± 2.5 °C or higher, pour into one or more of the sample containers, filling to within 6 mm of the brim. Cool at 25.0 & 2.5 °C over a period of not less than 16 hours, protecting from draughts. Two hours before the test, place the containers in a water-bath at 250 ± 0.5 °C. If the room temperature is below 23.5 °C, or above 26.5

°C, adjust the temperature of the cone to 25.0 ± 0.5 °C by placing it in the water-bath.





[image: ]



L-1.2.1 Without disturbing the surface of the sample, place the container on the penetrometer table, and lower the cone until the tip just touches the top surface of the sample at a spot 25 to 38 mm from the edge of the container. Adjust the zero setting and quickly release the plunger, then hold it free for 5 seconds. Secure the plunger and read the total penetration from the scale. Make 3 or more trials each so. Spaced that there is no overlapping of the areas of penetration. Where the penetration exceeds 20 mm use a separate container of the sample for each trial. Read the penetration to the nearest 0.1 mm. Calculate the average of the three or more readings and conduct further trials to a total of 10 if the individual results differ from the average by more than ± 3 percent.



L-1.3 Calculation



Consistency = 10 A

Where



A = is the mean of all the values of penetration in mm





ANNEX M

[Table 1, Sl. No. (xiii)]

DETERMINATION OF VOLATILE MATTER



M-1 Outline of the Method



M-1.1 The sample is weighed in petri/glass dish and kept in an oven maintained at 105 ± l °C. The loss in mass is calculated as a percentage of the mass of the sample taken.



M-2 APPARATUS



M-2.1 Petri/Glass Dishes — made of heat-resistant glass, 90 to 100 mm in diameter and 7 to 10 mm in height (see IS 2626).



M-2.2 Thermometer — Any suitable thermometer having a range /from 0 to 1l0 °C.



M-2.3 Air-Oven — an electrically or gas-heated air--oven capable of maintaining temperature at 105 + l °C.



M-3 PROCEDURE



M-3.1 Weigh about 10 g of the sample, accurately to the nearest 0.1 g, in a tared petri/glass dish, distributing the sample in as uniform a layer as possible-with the help of spatula over the whole of’ the bottom of the dish. Keep it in the oven, maintained at 105 ± 1 °C. Cool and weigh the petri/glass dish to a constant mass



M-4 CALCULATION AND REPORT



M-4.1 Calculate and report the evaporation loss as follows:



Volatile matter percent by mass, Max = 100 (𝑀1− 𝑀2)

𝑀1

Where



Ml = mass in g of the sample taken for the test, and M2 = mass in g of the sample after the test.





ANNEX N

(Clause 5.1)

SAMPLING OF PETROLEUM JELLY N-1 GENER & REQUIREMENTS OF SAMPLING





N-1.1 In drawing, preparing, storing and handling test samples, the following precautions and directions shall be observed.



N-1.1.1 Samples shall not be taken in an exposed place.



N-1.1.2 The sampling instrument shall be clean and dry.



N-1.1.3 Precautions shall be taken to protect the samples, the material being sampled, the sampling instrument and the containers for samples from adventitious contamination.



N-1.1.4 Tb draw a representative sample, the contents of each container’ selected for sampling shall be mixed as thoroughly as possible by suitable means.



N-1.1.5 The samples shall be placed in clean, dry, air-tight glass or other suitable means.



N-1.1.6 The sample containers shall be of such size that they are almost completely filled by the sample.



N-1.1.7 Each sample container shall be sealed air-tight with a suitable stopper after filling and marked with full details of sampling, the date of sampling and the year of manufacture of the material.



N-2 SCALE OF SAMPLING



N-2.1 Lot — All the containers in a single consignment of the material drawn from a single batch of manufacture shall constitute a lot. If a consignment is declared or known to consist of different batches of manufacture, the containers belonging to the same batch shall be grouped together and each such group shall constitute a separate lat.



N-2.1.1 Samples shall be tested from each lot for ascertaining conformity of the material to the requirements of this specification.



N-2.2 The number of containers (n) to be chosen from the lot shall depend on the size of the lot

(N) and shall be as given in Table 2.



N-2.3 The containers to be selected for sampling shall be chosen at random. In order to ensure randomness of selection, random number tables shall be used. For guidance and use of random number tables, IS: 4905-1968 may .be referred. In the absence of random number tables, the following procedure may be adopted:



Starting from any container in the lot, count them as 1, 2, 3,... up to r and so on in one order, where r is tie integral part of N/n. N being the lot size and n the sample size. Every r-th container thus counted shall be withdrawn from the lot so as to constitute the required sample size.





TABLE 2 NUMBER OF CONTAINERS TO BE SELECTED FOR SAMPLING

(Clause B-2.2)



		LOT SIZE

		NUMBER OF NOUMBER OF

CONTAINERS TO BE SELECTED



		(N)

		(n)



		(1)

		(2)



		Up to 50

		3



		51 to 100

		4



		101 to 300

		5



		301 to 500

		6



		501 to 1000

		7



		1001 and above

		8







N-3 TEST SAMPLES AND REFEREE SAMPLES



N-3.1 Preparation of Test Samples



N-3.1.1 Draw with an appropriate sampling instrument a small portion of the material from different parts of each container selected (see Table 2). The total quantity of the material drawn from each container shall be sufficient to conduct the tests for all the characteristics given under 2 and shall be not less than 250 g.



N-3.1.2 Thoroughly mix all portions of the material drawn the same container. Out Of these portions, equal quantities shall be taken from each selected container and shall be well mixed up together so as to form a composite sample weigh not less than 500 g. This composite sample shall be divided into three equal parts, one for the purchaser, another for the supplier and the third for the referee.



N-3.2 Referee Sample — The referee sample shall consist of a composite sample marked for this purpose and shall bear the seals of the purchaser and the supplier. It shall be kept at a place agreed between the purchaser and the supplier and shall be used in case of dispute between the two.



N-4 NUMBER OF TESTS



N-4.l Tests for all the characteristics given in 2 and Table 1 shall be conducted on the composite sample.



N-5 CRITERIA FOR CONFORMITY



N-5.1 A lot shall be declared as conforming to this specification if the composite sample satisfies the requirement for each of the characteristics listed in 2 and in Table 1. If the requirement for any of the characteristics are not met, the lot shall be declared to have not satisfied the requirement of the specification.
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(4)
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(5)
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(6)



		i) 

		All

		Shilpa Vora

		Technical

		Please refer to comments included in attached document, which includes several technical comments with justifications as well as typo corrections

		

[bookmark: _MON_1785664189]Please refer to attached pdf for detailed comments



		ii) 

		all

		Vrinda Rajwade

		Technical

		IBHA comments included in attached document, which includes, seevral typo corrections as well as technical comments with justification. 

		

[bookmark: _MON_1785664211]IBHA comments atatched on several clauses as per attached document.  
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COMMENTS ON BIS DOCUMENTS (WC DRAFTS)





Doc. No.: PCD 19 (20742) WC


TITLE: IS 17117: 2019 HAIR SHAMPOO FOR BABIES








NAME OF THE COMMENTATOR/ORGANIZATION: MARICO LTD.





			Sl.


No. (1)


			Clause/Subclaus e/


para/table/fig. No. commented (2)


			Comment ator/ Organizati on/


Abbreviat ion


(3)


			Type of Comments (General/Edito rial/ Technical) (4)


			Justification (5)


			Proposed change (6)





			1


			Annex H Clause: H-3.4


			Marico Ltd.


			Editorial


			Typing error


			1] Remove bullet point “c” from the point H-3.4-from examples of Glycinate and Betain commonly used





			2


			Annex H Clause: H-4.2


			Marico Ltd.


			Editorial


			Typing error


			“…. Volumetric pipet” to be corrected as “ pipette”.


This	is	across	the	entire document.





			3


			Annex H Clause: H-6.1


			Marico Ltd.


			Technical


			Reference not clear


			In H-6.1 “…primary reference standard (3.2.2) “ need to check as in Annex no bullet point with this number. This can be corrected as “…. primary standard preparation (H-5.2).


In H-6.1 – in NOTE : the comment “ When tested as per H-4.0”- This is not clear as H-4.0 is reference to Mobile phase preparation.





Suggest to delete “When tested


as per H-4.0”





			4


			Annex H Clause: H-7.1


			Marico Ltd.


			Technical


			Practically difficult


			The sample is liquid and to weigh with accuracy of “Weigh 0.15 ±


0.01 g of sample”.


The	liquid	weighing


recommended as “Weight 0.15 ±


0.02 g of sample”.











Marico Information classification: Official





			5


			Annex H Clause: H-8.1


			Marico Ltd.


			Technical


			System suitability criteria to be added.


			As per point H-8.1 “Inject 5 replicates of the mid-point calibration standard onto the HPLC to establish system suitability”


System Suitability Criteria for to be added for 5 replicate injection, check standard and calibration curve of standards.


Recommendation: Acceptance criteria:


5 replicate Standard injection RSD NMT 2%


Check standard (After 10 injection or end of sequence run) Area difference should NMT 3% respect to calibration curve respective standard area or Average Area of 5 replicate standard in System suitability.





			6


			Annex H Clause: H-8.3


			Marico Ltd.


			Editorial


			Typing error


			The point H-8.3 “…10 sample injections and again at the end of the run”





Typo to be corrected as “…..10 sample injections and again at the end of the sequence run.”





			7


			Annex H Clause: H-11 ANNEXTURE


			Marico Ltd.


			Technical


			Chromatogram to be added


			Representative chromatogram of standard analysed with Xbridge C18 column to be added.





Refer the example of chromatogram (attached at the end of the table) which can be added.





			8


			Annex I


			Marico Ltd.


			General


			Needs Uniform bullet point numbering across the standard


			The Annex H has bullet point


numbering as “H-1, H-2 etc”


The Annex I has bullet point


numbering “1,2,3 etc”





Recommendation – to have uniform bullet numbering and bullet numbering “ I-1 , I-2 “ is recommended as it link to annexture.











			9


			Annex I Clause: 1


			Marico Ltd.


			General


			Typing error


			Remove the Brand name “….Formaldehyde in Johnson’s shampoo formulations by UV-VIS Spectroscopy.”





To be corrected as “…Formaldehyde in Hair shampoo formulations by UV-VIS Spectroscopy.





			10


			Annex I Clause: 4


			Marico Ltd.


			Technical


			Principle and Fundamental equation to be added


			Fundamental equation to be added as below,


The	formaldehyde concentration was quantified using a Nash reagent composed of acetylacetone and acetic acid/ammonium acetate buffer. Formaldehyde is reacted with an ammonium acetate and acetylacetone under neutral conditions to produce 3,5- diacetyl-1,4-dihydrolutidine as shown in Figure 1. 3,5-Diacetyl- 1,4-dihydrolutidine is a yellow compound which which is quantitatively calculated with comparison with standard.





[image: ]





			11


			Annex I Clause: 9


			Marico Ltd.


			Technical


			Sample preparation weighing


			As per sample preparation , weighing is practically and technically difficult as weing acceptance mentioned as “Weigh   accurately   1.0gm


±0.001”





Recommended	–	“Weigh accurately 1.0gm ±0.01g ”





			12


			Annex I Clause: 10.1


			Marico Ltd.


			Editorial


			Typing error


			Typo error “Pipet 5ml of 5ppm..”


To be corrected as “Pipette 5ml


of 5ppm..”











			13


			Annex I


			Marico Ltd.


			Technical


			LOQ & LOD value to be mentioned


			Limit of Quantification (LOQ) and Limit of Detection (LOD) value for the method to be added.





This will help in reporting the results in scientific way.





			14


			Annex J


			Marico Ltd.


			General


			Remove brand names and add CAS #


			Point 3.1.3 , 3.2.5- remove Brand name


Add CAS# at least for specialized chemicals.





			15


			Annex J


			Marico Ltd.


			Editorial


			Typing error


			3.2.2 “


2,4-DinitropphenylHydrazine


97%..” Typo Error





To be corrected as


“


2,4-DinitrophenylHydrazine


97%...”





			16


			Annex J


			Marico Ltd.


			Editorial


			Typing error


			Formatting error – 4.1





[image: ]








To be corrected as


Solution de derivation (DNPH)


Preparation of a derivation solution based on DNPH at 1,5 g/l:


Introduce 310mg of 97% DNPH in a 200ml volumetric flask.


Complete with the gauge line with the Acetonitrile gradient Grade. This solution is kept at 4 ° C away from light no more than


two days.











			17


			Annex J


			Marico Ltd.


			Technical


			Formatting and Technical


			Point 4.2 :


Solvent A and Solvent B is not used in analysis.


Need to remove








Detection wavelength is not clear- reco : Need the correct formatting and wavelength.


Gradient Table – Mentioned curve which is not available in some of HPLC manufacturers eg Agilent.


Need to check Curve at time 16.10- Non linear gradient.





			18


			Annex J


			Marico Ltd.


			Technical


			Formatting and Technical


			Point 4.3 :


Wavelength to be confirm





			19


			Annex J


			Marico Ltd.


			Technical


			Formatting and Technical


			Point 4.4.2 :


Clarify VoLSM2 and VOLSF2 Clarify Qsp


Point 4.5 .3 : Correct Typo and Formatting


Point 4.5.1 : Clarify PF or MP


Calculation:	Not	clear	as formatting and copy paste error.


Add chromatogram for White DNPH Spectrum





			20


			Annex K Clause- 1.1


			Marico Ltd.


			General


			Brand name to be avoided for general instrument


			“Gas Chromatography: Shimadzu GC-2010 Plus with HS sampler or any other


equivalent”


Recommendation – to be corrected as “Gas Chromatography with HS sampler”.











			


			


			


			


			


			





			21


			Annex K Clause- 1.5


			Marico Ltd.


			General


			CAS number to be added for Standards and critical reagents


			“p- Toluene sulphonic acid


monohydrate (PTSA) (AR)”





Recommended to add CAS #





			22


			Annex K


			Marico Ltd.


			Technical


			Principle and Reaction and Representative Chromatogram


			Principle and Reaction and Representative Chromatogram to be included which help analyst to add value while doing and learning.


Reaction:





[image: ]











			23


			Annex I


			Marico Ltd.


			Technical


			LOQ & LOD value to be mentioned


			Limit of Quantification (LOQ) and Limit of Detection (LOD) value for the method to be added.


This will help in reporting the results in scientific way.














[image: A graph of a person's body  Description automatically generated]


Representative Chromatogram of a 0.40 mg/mL coco amido propyl betaine and sodium cocoyl glycinate mixed reference standard on XBridge C18 column.
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COMMENTS ON BIS DOCUMENTS (WC DRAFTS)








Doc. No.: PCD 19 (20742) WC


TITLE:  IS 17117: 2019 HAIR SHAMPOO FOR BABIES








NAME OF THE COMMENTATOR/ORGANIZATION: IBHA





			Sl.


No. (1)


			Clause/Subclaus e/ para/table/fig.


No. commented (2)


			Comment ator/ Organizati on/ Abbreviat ion


(3)


			Type	of


Comments (General/Edito rial/ Technical)


(4)


			Justification


(5)


			Proposed change (6)





			1


			Annex H Clause: H-3.4


			Marico


			Editorial


			Typing error


			1] Remove bullet point “c” from the point H-3.4-from examples of Glycinate and Betain commonly used





			2


			Annex H Clause: H-4.2


			Marico


			Editorial


			Typing error


			“…. Volumetric pipet” to be corrected as “ pipette”.


This	is	across	the	entire document.





			3


			Annex H Clause: H-6.1


			Marico


			Technical


			Reference not clear


			In H-6.1 “…primary reference standard (3.2.2) “ need to check as in Annex no bullet point with this number. This can be corrected as “…. primary standard preparation (H-5.2).





Delete “When tested as per H- 4.0”





			4


			Annex H Clause: H-7.1


			Marico


			Technical


			Practically difficult


			The sample is liquid and to weigh with accuracy of “Weigh 0.15 ±


0.01 g of sample”.





The	liquid	weighing recommended as “Weight 0.15 ±


0.02 g of sample”.





			5


			Annex H Clause: H-8.1


			Marico


			Technical


			System suitability criteria to be added.


			As per point H-8.1 “Inject 5 replicates of the mid-point calibration standard onto the HPLC to establish system suitability”


System Suitability Criteria for to


be  added  for  5  replicate











Marico Information classification: Official





			


			


			


			


			


			injection, check standard and calibration curve of standards.





Recommendation: Acceptance criteria:


5 replicate Standard injection RSD NMT 2%


Check standard (After 10 injection or end of sequence run) Area difference should NMT 3% respect to calibration curve respective standard area or Average Area of 5 replicate standard in System suitability.





			6


			Annex H Clause: H-8.3


			Marico


			Editorial


			Typing error


			The point H-8.3 “…10 sample injections and again at the end of the run”





Typo to be corrected as “…..10 sample injections and again at the end of the sequence run.”





			7


			Annex H Clause: H-11 ANNEXTURE


			IBHA


			Technical


			Chromatogram to be added


			Representative chromatogram of standard analysed with Xbridge C18 column can be added as reference.





Refer the chromatogram which can be added as shared below this table.





			8


			Annex I


			Marico


			General


			Needs Uniform bullet point numbering across the standard


			The Annex H has bullet point numbering as “H-1, H-2 etc”


The Annex I has bullet point numbering “1,2,3 etc”





Recommendation – to have uniform bullet numbering and bullet numbering “ I-1 , I-2 “ is recommended as it link to annexure.





			9


			Annex I Clause: 1


			IBHA


			General


			Typing error


			Remove the Brand name “….Formaldehyde in Johnson’s shampoo formulations by UV-VIS Spectroscopy.”


To be corrected as “…Formaldehyde   in   Hair











			


			


			


			


			


			shampoo formulations by UV-VIS Spectroscopy.





			10


			Annex I Clause: 4


			Marico


			Technical


			Principle and Fundamental equation to be added


			Fundamental equation to be added as below,





The		formaldehyde concentration was quantified using a Nash reagent composed of acetylacetone and acetic acid/ammonium acetate buffer. Formaldehyde is reacted with an ammonium acetate and acetylacetone under neutral conditions to produce 3,5- diacetyl-1,4-dihydrolutidine as shown in Figure 1. 3,5-Diacetyl- 1,4-dihydrolutidine is a yellow compound	which	is quantitatively calculated with comparison with standard.





[image: ]





			11


			Annex I Clause: 9


			Marico


			Technical


			Sample preparation weighing


			


As per sample preparation , weighing is practically and technically difficult as weighing acceptance mentioned as “Weigh accurately 1.0g ±0.001”





Recommended – “Weigh accurately 1.0g ±0.01g ”





			12


			Annex I Clause: 10.1


			Marico


			Editorial


			Typing error


			Typo error “Pipet 5ml of 5ppm..”





To be corrected as “Pipette 5ml of 5ppm..”





			13


			Annex I


			Marico and JnJ


			Technical


			LOQ & LOD value to be mentioned


			Limit of Quantification (LOQ) and Limit of Detection (LOD) value for the method to be added.





This will help in reporting the results in scientific way.











			


			


			


			


			


			JnJ has shared the details which can be included as below


LOD = 0.125 ppm LOQ = 0.5ppm





			14


			Annex K Clause- 1.1


			Marico


			General


			Brand name to be avoided for general instrument


			“Gas Chromatography: Shimadzu GC-2010 Plus with HS sampler or any other equivalent”





Recommendation – to be corrected as “Gas Chromatography with HS sampler”.





			15


			Annex K Clause- 1.5


			Marico


			General


			CAS number to be added for Standards and critical reagents


			“p- Toluene sulphonic acid monohydrate (PTSA) (AR)”


Recommended to add CAS # Himalaya to share





			16


			Annex K


			Marico


			Technical


			Principle and Reaction and Representative Chromatogram


			Principle and Reaction and Representative Chromatogram to be included which help analyst to add value while doing and learning.





Reaction:


[image: ]











			17


			Annex I


			Marico


			Technical


			LOQ & LOD value to be mentioned


			Limit of Quantification (LOQ) and Limit of Detection (LOD) value for the method to be added.





This will help in reporting the results in scientific way.





OK. ITC to add





			18


			Annex I


			Kenvue


			Technical


			Update in test method add clause 10.7


			Visually check the tube containing sample solution for the development of yellow color. If there is no development of yellow color, it confirms the absence of Formaldehyde in sample solution. In case there is development of yellow color,


measure the absorbance at 412











			


			


			


			


			


			nm wavelength as per section 11.
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Representative Chromatogram of a 0.40 mg/mL coco amido propyl betaine and sodium cocoyl glycinate mixed reference standard on XBridge C18 column.
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BUREAU OF INDIAN STANDARDS

DRAFT FOR COMMENTS ONLY

(Not to be reproduced without permission of BIS or used as an Indian Standard)



AMENDMENT NO. 1 AUGUST 2023 TO

IS 17117 : 2019 HAIR SHAMPOO FOR BABIES ― SPECIFICATION



(Page 2, Table 1, Clause 3.4 and E-5.1)—Substitute the existing Table 1 with the below table

-



		Sr.

no. (1)

		Characteristic (2)

		Requirement (3)

		Method of Test,

ref to Annex/IS (4)



		(i)

		Active surfactant content, percent by mass, Min

(Either of the following to be referred)

		2 %

		



		

		(a) Active detergent

content, as SLES

		

		Annex A



		

		(b) Active non-ionic and/

or anionic detergent content

		

		Annex B



		

		(c) Milder surfactants - Glycinates and / or betaines

		

		Annex H: Method for Glycinates and

Betaines as per Annex given



		(ii)

		Non-volatile	alcohol	soluble

matter, percent by mass, Min

		4

		Annex C



		(iii)

		pH at 27 ± 2ºC

		4.0 – 7.5

		Annex D



		(iv)

		Foam height of two percent

solution, mm, Min

		100

		Annex E



		(v)

		Heavy metals (as Pb), parts per

million, Max

		20

		Annex F



		(vi)

		Arsenic (as As2O3), parts per

million, Max

		2

		Annex G or IS

16913 or IS 17495



		(vii)

		Microbial content/limit:

		

		



		

		(a) Total microbial count,

CFU/ml, Max

		100

		IS 14648



		

		(b) Yeast and mould count,

CFU/ml, Max

		100

		IS 14648



		

		(c) Escherichia coli, per

gram or per ml

		Absent

		IS 14648



		

		(d) Pseudomonas aeruginosa, per gram or

per ml

		

Absent

		IS 14648



		

		(e) Staphylococcus aureus,

per gram or per ml

		Absent

		IS 14648





 (
Doc.
 
No.: PCD 19
 
(20742)
 
WC
)





		

		(f) Candida albicans, per g

or per ml

		Absent

		IS 14648



		(viii)

		Formaldehydea), max ppm
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		Annex I (UV-vis) or

Annex J (HPLC) or

Annex K (GC HS)







Note – For Formaldehyde content UV-Vis method will be considered referee method in case of dispute, unless otherwise justified.



Insert the following new annexes for Method for Glycinates and Betaines, Formaldehyde estimation:



ANNEX H

[Table 1, Sl No. i (c)]



DETERMINATION OF MILD SURFACTANTS (GLYCINATES AND BETAINES) FROM BABY SHAMPOO



H-1 GENERAL



This method is suitable for the quantification of alkyl amidopropyl betaine and alkyl glycinates in baby shampoo using reversed-phase HPLC with UV detection. The samples are dissolved in methanol, filtered and analyzed by reversed-phase HPLC using a polar-embedded C18 column. The concentration of surfactant is determined using a UV detector and a three-point calibration curve. Typically, only the response from the C12 component peak of the surfactant is used for quantifying the analyte of interest.



H-2 APPARATUS



H-2.1 Analytical Balance with precision of ±0.05mg



H-2.2 Magnetic stirrer



H-2.3 Volumetric flasks, 50 & 100 mL



H-2.4 Volumetric pipets, Class A,1, 5 & 10 mL



H-2.5 Beaker, 1500 mL



H-2.6 Graduated Cylinder, 1000 mL



H-2.7 PTFE syringe filters, 0.45 µm, (Waters Corp P/N WAT200500 or equivalent) H-2.8 Nylon solvent filters, 0.45µm, (Waters Corp P/N WAT200532 or equivalent) H-3 REAGENTS

H-3.1 Acetonitrile, HPLC grade (Caution: Harmful, Flammable)





H-3.2 Methanol, HPLC grade (Caution: Toxic, Flammable)



H-3.3 Phosphoric Acid, 85% (Caution: Corrosive)



H-3.4 Raw Material Reference Standard (Prefer to use the one added in the formulation.

Manufacturer can be contacted to provide respective reference standard)

Examples of Glycinate and Betaine commonly used are mentioned below

a. Sodium Cocoyl Glycinate - CAS 90387-74-9

b. Coco Amido Propyl Betaine - CAS 61789-40-0 c.

H-3.5 Water, HPLC grade or better



H-4 PREPARATION OF 0.1% PHOSPHORIC ACID MOBILE PHASE



H-4.1 Using a 1000 mL graduated cylinder, measure 1,000 mL of water and transfer to a mobile phase bottle.



H–4.2 Using a Class A volumetric pipet, transfer 1 mL of phosphoric acid to the mobile phase bottle.



H–4.3 Mix well and filter through a Nylon solvent filter.



H-5 PRIMARY STANDARD PREPARATION (1.0 mg/mL)

H-5.1 Correcting for purity, weigh 0.10 ± 0.01g of each surfactant into a 100 mL volumetric flask.



H-5.2 Dilute to volume with methanol and mix well.



H-6 WORKING STANDARDS (0.04, 0.20 & 0.40 mg/mL)



H-6.1 Pipet 1, 5 and 10 mL aliquots of the primary reference standard (3.2.2) into three separate 25 mL volumetric flasks.



NOTE – Alternatively, only one standard to be prepared i.e., 0.20 mg/ml. The surfactant calculation can be done against the average area of replicate standards. When tested as per H-4.0



H-6.2 Dilute each flask to volume with methanol and mix well.



H-6.3 Filter each standard solution through a 0.45 µm PTFE syringe filter into an autosampler vial.



H-7 SAMPLE PREPARATION (0.7 – 6.7% SURFACTANT)



H-7.1 Weigh 0.15 ± 0.01 g of sample into a 25 mL volumetric flask.



NOTE: Sample weight can be adjusted based on the concentration of surfactant used in the formula to match the concentration of standard and sample.



H-7.2 Add approximately 15 mL of methanol and mix using a stir bar for a minimum of 15 minutes to disperse the sample.



H-7.3 Dilute sample to volume with methanol.



H-7.4 Filter the sample solution through a 0.45 µm PTFE syringe filter into an autosampler vial.



H-8 PROCEDURE



H-8.1 Inject 5 replicates of the mid-point calibration standard onto the HPLC to establish system suitability



H-8.2 Inject each sample with an appropriate number of mobile phase and/or diluent blanks onto the HPLC.



H-8.3 Inject the mid-point calibration standard onto the HPLC at least once every 10 sample injections and again at the end of the run.



H-8.4 Prepare a calibration curve by plotting peak area of the C12 component of the respective surfactant versus concentration in mg/mL of the working standard solutions using a linear regression, which does not force the calibration line through zero.



NOTE − Alternatively only one standard to be prepared i.e., 0.20 mg/mL. The surfactant calculation can be done against the average area of replicate standards.



H-9 HPLC CONDITIONS



Instrument:	Chromatograph equipped with an autosampler and UV detector or equivalent

Column:	Waters Xbridge C18, (4.6 x 150) mm, 3.5 µm or YMC pack ODS- A (150 x 4.6) mm, 3µm or equivalent

Mobile Phase A:	0.1% Phosphoric Acid in Water Mobile Phase B:	100% Acetonitrile

Flow Rate:	1.5 mL/min

Detection:	UV @ 200nm

Injection:	10 µL

Temperature:	40oC

Run Time:	14 minutes



GRADIENT TABLE



		Time (min)

		Mobile Phase A

0.1% H3PO4 in Water

		Mobile Phase B

100% Acetonitrile



		0.0

		50

		50



		7.0

		40

		60



		10.0

		40

		60









		11.0

		50

		50



		14.0

		50

		50







NOTE - The above gradient table may be modified to ensure specificity and resolution is achieved.



The retention times of the standards are:



		



Sample No

		





Analyte

		

Xbridge	C18 column Retention Time (min)

		

YMC	pack ODS column Retention Time (min)



		1

		C12- Betaine

		2.19

		2.67



		2

		C12-Glycinate

		5.36

		7.50







NOTE – the retention times are given for reference and may vary with change in equipment.



H-10 CALCULATION



Determine the weight percent of the surfactant from the calibration curve as follows.



𝑊𝑒𝑖𝑔ℎ𝑡%

(𝑃𝑒𝑎𝑘 𝐴𝑟𝑒𝑎 𝑜𝑓 𝑆𝑎𝑚𝑝𝑙𝑒 − 𝐼𝑛𝑡𝑒𝑟𝑐𝑒𝑝𝑡 𝑜𝑓 𝐶𝑎𝑙𝑖𝑏𝑟𝑎𝑡𝑖𝑜𝑛 𝐶𝑢𝑟𝑣𝑒)(𝐹𝑖𝑛𝑎𝑙 𝑆𝑎𝑚𝑝𝑙𝑒 𝑉𝑜𝑙𝑢𝑚𝑒 𝑖𝑛 𝑚𝐿)

=	(𝑆𝑙𝑜𝑝𝑒 𝑜𝑓 𝐶𝑎𝑙𝑖𝑏𝑟𝑎𝑡𝑖𝑜𝑛 𝐶𝑢𝑟𝑣𝑒)(𝑆𝑎𝑚𝑝𝑙𝑒 𝑊𝑒𝑖𝑔ℎ𝑡 𝑖𝑛 𝑚𝑔)	𝑥 100%



Note: Calculations based solely on the C12 peak assume equivalent chain length distributions of the raw material reference standard and the raw material ingredient in the product.



Determination of the weight percent of the surfactant when single standard used in the analysis:







%Content =


𝐴𝑟𝑒𝑎𝑠 𝑜𝑓 𝑠𝑎𝑚𝑝𝑙𝑒 ∗ 𝐷𝑖𝑙𝑢𝑡𝑖𝑜𝑛 𝐹𝑎𝑐𝑡𝑜𝑟 𝑜𝑓 𝑆𝑡𝑎𝑛𝑑𝑎𝑟𝑑 ∗ 𝑃𝑢𝑟𝑖𝑡𝑦 𝑜𝑓 𝑠𝑡𝑎𝑛𝑑𝑎𝑟𝑑





𝐴𝑣𝑒𝑟𝑎𝑔𝑒 𝐴𝑟𝑒𝑎 𝑜𝑓 𝑆𝑡𝑎𝑛𝑑𝑎𝑟𝑑 ∗ 𝐷𝑖𝑙𝑢𝑡𝑖𝑜𝑛 𝐹𝑎𝑐𝑡𝑜𝑟 𝑜𝑓 𝑆𝑎𝑚𝑝𝑙𝑒









Dilution Factor of Standard/Sample =



H-11 ANNEXURE


𝑊𝑒𝑖𝑔ℎ𝑡 𝑜𝑓 𝑆𝑡𝑎𝑛𝑑𝑎𝑟𝑑 𝑜𝑟 𝑆𝑎𝑚𝑝𝑙𝑒





𝐷𝑖𝑙𝑢𝑡𝑖𝑜𝑛





[image: ]

Representative Chromatogram of a 0.20 mg/mL coco amido propyl betaine and sodium cocoyl glycinate mixed reference standard on YMC pack ODS column.































ANNEX I

[Table 1, Sl No. (viii)]



DETERMINATION OF FORMALDEHYDE BY UV-VIS METHOD



Subject − Determination of Formaldehyde by UV-Vis Spectroscopy using derivatization with Acetyl Acetone solution



1 Scope and Purpose



The purpose of this method is determination of Formaldehyde in Johnson’s shampoo formulations by UV-VIS Spectroscopy.



2 Safety precautions



The analyst should follow general laboratory practices and use appropriate personal protective equipment. The analyst should read Material Data Sheets (MSDS) of Formaldehyde before handling.



3 Principle of method



Formaldehyde is reacted with Acetyl Acetone in an Ammonium Acetate buffer system to produce a yellow colour derivative. The absorbance of the yellow solution is determined using an Ultraviolet-Visible Spectrophotometer and quantitation is achieved by comparison with a standard.



4 Fundamental equations

None.



5 Interferences

Any extraneous component having a significant absorbance at 412nm will interfere.



6 EQUIPMENT



6.1 UV-Visible Spectrophotometer



6.2 1-cm quartz or optical glass cuvette



6.3 Water Bath



6.4 50ml centrifuge tubes



6.5 15ml Test tube with cap



6.6 1000 µl micro pipet



6.7 100 mL and 50mL volumetric flasks



6.8 5mL, 10mL, 20mL volumetric pipettes





7. REAGENTS



7.1 Formaldehyde Reference Standard, Purity ≥ 37%, - e.g. Sigma-Aldrich



7.2 Acetyl Acetone (2, 4-Pentanedione), J. T. Baker Cat# JTS926-6 or equivalent



7.3 Acetic Acid, Glacial, Reagent Grade



7.4 Ammonium Acetate, Reagent Grade



7.5 Sodium Sulfate, Reagent Grade



7.6 Isopropanol (IPA), Reagent Grade



7.7 Purified Water or equivalent



7.8 Acetyl Acetone Working Solution: Weigh 37.5gm of Ammonium Acetate and



quantitatively transfer to 250ml volumetric flask with purified water. Pipet 0.75ml of Acetic Acid and 0.5ml of Acetyl Acetone into the flask. Dissolve and dilute to the mark with purified water. Mix well, protect from light. This solution should be made fresh for use.



7.9 25% Sodium Sulfate Solution: 125gm of Sodium Sulfate transfer gradually to 500 ml volumetric flask which is half filled with purified water, keep mixing with the stirrer. Dissolve and dilute to the mark with purified water, mix well until completely dissolved.



8. Standard Preparation



8.1 Standard stock solution: (Formaldehyde 1000 µg/mL)



Accurately weigh 0.270±0.01g of Formaldehyde standard (considering 37%w/v Formaldehyde standard) into a 100 mL volumetric flask. Dilute to volume with water and mix well.



8.2 Intermediate standard solution (Formaldehyde 100 µg/mL)



Pipette 10.0 mL of standard stock solution into a 100mL volumetric flask. Dilute to volume with water and mix well.



8.3 Working standard Solution: (Formaldehyde 5 µg/mL)



Pipette 5.0 mL of intermediate standard solution into a 100mL volumetric flask. Dilute to volume with water and mix well.



8.4 Prepare another standard solution called as the “Check Standard” by repeating steps 8.1 through 8.3.



9. Sample preparation



Weigh accurately 1.0gm ±0.001 into 50 ml centrifuge tube, pipet 20ml of Sodium Sulfate solution and 20 ml of purified water. Shake well, then keep the sample in a 40ºC bath for 30 minutes. Centrifuge the sample tube for 20 minutes at 3500 rpm. Use supernatant sample solution for derivatization as per 10.1.





10 Procedure



NOTE: The blank, standard and sample solution are placed in the water bath at 40ºC and then allowed to react at the same time.



10.1 Pipet 5ml of 5ppm standard (Working standard solution & Check standard Solution given in 8.3 and 8.4) and sample (9) into each 15 ml test tube with cap.



10.2 Prepare blank by pipetting 5 ml of water (7.7) into a tube.



10.3 Pipet 5 ml of Acetyl Acetone working solution (7.8) into each of the tubes, cap them and mix well.





10.4 Equilibrate the tubes in a 40ºC water bath for 30 minutes.



10.5 Remove the tubes from the bath, cool to room temperature and add 1ml of Isopropanol to sample tube. If this solution is clear, then add same amount of Isopropanol to blank, standards and additional samples, if any.



10.6 If sample is still hazy after 1 ml of IPA added to the sample, add 1 ml of IPA more to standard, sample and blank. Do not add more than 3 ml of total IPA. Mix the solution gently. The solution in each tube must be clear.



NOTE: For sample that are highly coloured, the sample can be analysed without acetyl acetone to check the possible interference from the sample matrix or as appropriate



11 OPERATING CONDITIONS



11.1 Turn on the lamp of the UV/Visible Spectrophotometer.



11.2 Warm up the lamp for at least 15 minutes.



11.3 Set the instrument at a fixed wavelength of 412 nm.



11.4 Autozero the instrument with blank solution.



11.5 Use the blank solution as reference for all further measurements.



11.6 Rinse the cuvette carefully with the Working Standard Solution and fill it to the appropriate level.



11.7 Insert the cuvette into the cuvette holder. The cuvette needs to be inserted the same way each time during the readings.



11.8 Read the absorbance for the Working Standard Solution



11.9 Read absorbance for the Check Standard Solution. Calculate the percentage of check standard conformity. The percentage of check standard conformity must agree within 97.0 to 103.0%.



NOTE: If the percentage of check standard conformity does not agree within 97.0 to 103.0%, the third standard should be prepared according to section 8 (Standard Preparation). Read the absorbance for the third standard. The percentage of check standard conformity must agree within 97.0 to 103.0% considering the third standard.



11.10 Read the absorbance for the sample solution.



11.11 Read the absorbance of the Reference Standard once after maximum of ten sample readings and at the end of the run.



11.12 The % RSD for absorbance of the complete set of the refence standard measurements should not exceed 4.0 %



11.13 Use the average absorbance of all the working standard solutions (STD) for sample calculation.



12. CALCULATION AND REPORTING



12.1 Check Standard Conformity:









Where


% Check standard conformity = A2 x W1 x100

A1 x W2



A1 = Absorbance reading of working standard standard A2 = Absorbance reading of check standard

W1 = Weight of working standard in gm W2 = Weight of check standard in gm





12.2 The Concentration of Formaldehyde In Sample:



ppm of formaldehyde = Absorbance of sample x ppm of STD x 40

Average absorbance of STD x Weight of Sample



Where:

40 = dilution factor

Weight of Sample = Weight of sample in gm STD = Working standard solution

ppm of STD = X gm x 10 x 5 x % Purity of Formaldehyde x 1000000 100 x 100 x 100 x 100

= X gm x % Purity of Formaldehyde x 0.5



ANNEX J

[Table 1, Sl No. (viii)]



DETERMINATION OF FORMALDEHYDE BY HPLC METHOD 1 OBJECTIVE OF THE METHOD

Quantification of formaldehyde in finished products by derivation with 2,4- dinitrophenylhydrazine (2,4-DNP) then reverse phase assay on a column type C18.



The quantification of formaldehyde is recommended by dosed additions. Indeed, accuracy and precision are better than quantification by external calibration. With dosed additions, all samples are derived under the same conditions by being integrated into the same bypass reactor. Screening of aldehydes in finished products.



2 PRINCIPLE



Reverse phase HPLC assay after reaction medium derivation of FORMALDEHYDE by DNPH by UV/Visible detection. Qualitative screening of aldehydes in finished products by this same methodology.



3 MATERIALS REQUIRED



		3.1 Hardware



		3.1.1 HPLC with diode array detector or equivalent.



3.1.2 HPLC C18 column; 250x4.6 5μm



3.1.3 pH meter; Mettler Toledo or equivalent.



3.1.4 Thermomixer Comfort Eppendorf;



3.1.5 support flacon 15ml. Falcon 15 ml



3.1.6 polypropylene reaction tube

3.1.7 Filter ACRODISC GHP 25mm 0.45*m;









		3.2 Reagents and Scales



		3.2.1 Formaldehyde in 16% aqueous solution (m/v) in 10 ml ampoule



3.2.2 2,4-DinitropphenylHydrazine 97% stabilized with 30% water



3.2.3 37% Hydrochloric Acid



3.2.4 Acetonitrile Gradient Grade



3.2.5 Water Quality HPLC, MILLI-Q System or equivalent.











4 METHODOLOGY



4.1 Preparation of reagents



SOLUTION DE DERIVATION (DNPH)

Preparation of a derivation solution based on DNPH at 1,5 g/l:



· Introduce 310mg of 97% DNPH in a 200ml volumetric flask.

· Complete with the gauge line with the Acetonitrile



Gradient Grade. This solution is kept at 4 ° C away from light no more than two days.

4.2 Analytical conditions



Chromatographic conditions for quantification by external calibration



Track A: ACN	B: MeOH

Track C: ACN	D: Water quality HPLC



Injection of 20 μl.

Detection: (recording from 320 to 400 nm) 360 and 349 nm Column oven thermostated at 30 ° C.

Sample compartment at 6°C.

For information, at T0 the pressure is about 1650 psi For the determination of formaldehyde



The analysis is first done in isocratic mode and then in a second time in gradient mode to eliminate all other unanalyzed components from finished products.





		

		Time

		Flo

w

		%A

		%B

		%C

		%D

		Curve



		1

		0.01

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		6



		2

		6.00

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		6



		3

		13.00

		1.2

0

		0.

0

		0.0

		69.0

		31.

0

		6



		4

		14.00

		1.2

0

		0.

0

		0.0

		100.

0

		0.

0

		6



		5

		16.00

		1.2

0

		0.

0

		0.0

		100.

0

		0.

0

		6



		6

		16.10

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		1



		7

		20.00

		1.2

		0.

		0.0

		60.0

		40.

		6









		

		

		0

		0

		

		

		0

		







For the qualitative screening of aldehydes.

The analysis is done first in isocratic mode and then in a second time in gradient mode to eliminate all other unanalyzed components from the finished products.





		

		Time

		Flo

w

		%A

		%B

		%C

		%D

		Curve



		1

		0.01

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		6



		2

		6.00

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		6



		3

		13.00

		1.2

0

		0.

0

		0.0

		69.0

		31.

0

		6



		4

		14.00

		1.2

0

		0.

0

		0.0

		100.

0

		0.

0

		6



		5

		30.00

		1.2

0

		0.

0

		0.0

		100.

0

		0.

0

		6



		6

		31.

00

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		6



		7

		40.00

		1.2

0

		0.

0

		0.0

		60.0

		40.

0

		6









4.3 Measurements, retention time



These retention times are given as an indication, under the conditions of the test.

HPLC Visible detection, λ=360 nm for: Formaldehyde at 4.20 mn

4.4 Preparation of standards / Calibration range



4.4.1 Preparation of standards



Preparation for external calibration: Formaldehyde



4.4.2 Range of the aldehyde



To prepare the mix 3 mol stock solution and the SF2 daughter solution, a standard range is prepared in 20 ml vials, not forgetting to add in each vial 30μl of 37% hydrochloric acid for the diversion which must be done in an acidic medium.





		

		

VolSM 2

mix3m ol (ml)

		Vo l SF 2

mix3

mol (ml)

		HCl at 37%

(ml)

		Ampoul es (ml)

		Concfinal formaldehy de (μg/mL)



		White

		-

		-

		0.03

		Qsp 20 mL

		0.00









		

		

		

		0

		H2O

		



		STD 1

		-

		0.10

0

		0.03

0

		Qsp 20 mL H2O

		0.200



		STD 2

		-

		0.20

0

		0.03

0

		Qsp 20 mL

H2O

		0.400



		STD 3

		-

		0.50

0

		0.03

0

		Qsp 20 mL

H2O

		1.00



		STD 4

		-

		1.00

0

		0.03

0

		Qsp 20 mL

H2O

		2.00



		STD 5

		0.050

		-

		0.03

0

		Qsp 20 mL

H2O

		10.0



		STD 6

		0.100

		-

		0.03

0

		Qsp 20 mL

H2O

		20.0



		STD 7

		0.200

		-

		0.03

0

		Qsp 20 mL

H2O

		40.0







NOTE − It is essential to make a blank to estimate the amount of formaldehyde in the DNPH



4.4.3 Derivation of the range by the 2,4-DNPH. (External calibration)



Standards and white must be derived by the DNPH before being analyzed. The leads are made at 50 ° C. Before starting the preparation, it is important to program the Thermomixer(s) at the right temperature.



4.4.4 Formaldehyde



4.4.4.1 Prepare and label 8-15ml "Falcon" tubes



4.4.4.2 For each of 8 solutions of the standard range put 5ml in one of the 8 tubes "Falcon"

4.4.4.3 In each tube add 5 ml of the DNPH bypass solution.

4.4.4.4 Homogenize rapidly at the vortex



4.4.4.5 Place the reaction tubes in the already temperature-stabilized thermomixer

4.4.4.6 Cover the vials with aluminum foil. The reaction must be to the dark.

4.4.4.7 Program and start the appropriate cycle:

4.4.4.8 from 2H to 50°C with a stirring of 700 rpm

4.4.4.9 At the end of this time, filter on GHP ACRODISC filter 0.45μm in the injection vials.



4.4.4.10 The vials are kept away from light at 6°C in the cooling compartment of the HPLC system before injection.



4.4.4.11 20μl of each solution is injected to establish the calibration range. Vials must be kept away from light between 6 and 10°C





4.5 Preparation for external calibration:, Formaldehyde



4.5.1 In a 100ml volumetric flask, weigh about 200 mg of sample (PF or MP).

4.5.2 Add about 50 mL of water and then add 0.150ml of 37% hydrochloric acid

4.5.3 Compléter to the gauge line by WATER quality HPLC.



4.5.4 If the product is presumed to be highly concentrated, this solution may be diluted. This dilution should be done in water quality HPLC acidified by 30μl of 37% hydrochloric acid per 20ml of solution.

4.5.5 The derivation by the DNPH is then carried out in a "Falcon" tube as indicated below:

4.5.6 In a tube

· place 5 ml of the acidified solution PF or MP

· Then add 5 ml of the DNPH bypass solution

4.5.7 Homogenize rapidly at the vortex

4.5.8 Place the reaction tubes in the Thermomixer

4.5.9 Cover the vials with aluminum foil. . The reaction must be to the dark.



4.6 Program and start the appropriate cycle:

· from 2H to 50 ° C with a stirring of 700 rpm

4.6.1 At the end of this time, filter on GHP ACRODISC filter 0.45μm in the injection vials.

4.6.2 The vials are kept away from light at 6°C in the cooling compartment of the HPLC system before injection.



4.6.3 Perform 3 tests per sample.



4.6.4 Homogenize rapidly at the vortex

4.6.5 Place the reaction tubes in the Thermomixer

4.6.6 Cover the vials with aluminum foil: The reaction should be in the dark.

o Program and start the cycle of 30 minutes at 10 ° C with a stirring of 700 rpm.

4.6.7 At the end of this time, filter on GHP ACRODISC filter 0.45μm in the injection vials.



4.6.8 The vials are kept away from light at 6°C in the cooling compartment of the HPLC system before injection.



[image: ][image: ][image: ]

		For external calibration: Glyoxylic acid, Acetaldehyde, Formaldehyde, Glyoxal



For Formaldehyde and acetaldehyde, detection is made at 360 nm. Standard settings allow for good integration. The calculation of the calibration line is carried out on the surface of the chromatographic peaks in linear regression with a weighting in 1/X.





Calculation taking into account the dilution of the samples:

Measure the surface area of the peaks corresponding to the formaldehyde, for the five samples prepared.

Draw a straight line by carrying on abscissa the concentrations du compound added in the mixture (matrix + standard) in μg / g and in ordinates the surfaces of the corresponding peak.

We obtain a line of the type: y	Ax	B



Injected formaldehyde content (μg/g):

C	B

i	A

Formaldehyde concentration in the matrix (μg/g sample):



		

		CMT C

M	i

M	PE

		With:

· A = Slope of the calibration line.

· B = Intercept of the calibration line.

· Ci = Concentration of injected formaldehyde (μg/g).

· CM = Formaldehyde concentration in the matrix (μg/g sample).

· MT = Total mass of the prepared control sample ECH0 (matrix + solvent) (g).

· MPE = Mass of the test portion of the control matrix ECH0 (g).
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Chromatogram of a white DNPH Chromatogram of point 5 of the range

















Spectrum of Formaldehyde-2,4-DNPH





ANNEX K

[Table 1, Sl No. (viii)]



DETERMINATION OF FORMALDEHYDE BY GC HS METHOD





1 ANALYSIS REQUIREMENT

1.1 Gas Chromatography: Shimadzu GC-2010 Plus with HS sampler or any other equivalent

1.2 GC column: DB-624 capillary column, 30m length, 0.32mm i.d, 1.8 µm Film thickness. (Part. No: -123-1334, Make: - Agilent) or any other equivalent

1.3 Working standard/ Reference standard: Formaldehyde solution 37% (Sigma Aldrich)

1.4 Sample Details: Shampoo

1.5 Chemical /Reagent Details:

Ethanol (AR)

p- Toluene sulphonic acid monohydrate (PTSA) (AR)



2 CHROMATOGRAPHIC CONDITION.



		Column

		:

		DB-624 capillary column, 30m length, 0.32mm i.d, 1.8 µm Film thickness. (Part. No: -123-1334, Make: - Agilent) or any other equivalent

		



		Detector

		:

		FID@300°C

		



		Mobile phase

		:

		Nitrogen gas

		



		Elution type

		:

		Temperature Gradient (Refer table no.2)

		



		Flow rate

		:

		1.0 ml/minute

		



		Diluent

		:

		1.5 % PTSA in Ethanol (AR grade)

		



		GC cycle time

		:

		50 minutes

		



		HS Oven temperature

		:

		70°C

		



		Sample line temperature

		:

		110° C

		



		Transfer line temperature

		:

		140°C

		



		Shaking level

		:

		4

		



		

		Pressurize gas pressure

		:

		100kPa



		

		Split ratio

		:

		1:5



		

		HS equilibration time

		:

		50min



		

		Pressurization time

		:

		2.0min



		

		Pressure equilibration time

		:

		0.1min









		Load time

		:

		0.5min



		Load equilibration time

		:

		0.1min



		Injection time

		:

		1.0min



		Needle flush time

		:

		10min







2.1 Column Oven Temperature Program



		Rate/min

		Temperature

		Hold (min)



		--

		35°C

		7



		5°C/min

		120°C

		1



		50°C/min

		220°C

		9





2.2 Preparation of 1% para-Toluene Sulphonic Acid in Ethanol: - Accurately weigh 7.5g of para-Toluene Sulphonic Acid monohydrate and dissolve in 500 ml absolute ethanol.



2.3 Standard Preparation (Stock solution): Accurately weigh 135mg of 37% Formaldehyde standard solution to a 50 ml volumetric flask, add about 30ml diluent, sonicate for 2mins. Make the volume up to the mark with diluent and mix well.

2.4 Working Standard solution: Pipette out 1 ml of the stock solution to a 100 ml volumetric flask and dilute up to the mark with diluent. Pipette out 5ml of the working standard solution into a standard GC-headspace vial and seal it with aluminum crimp cap with silicone septa.

2.5 Sample Preparation: Accurately weigh 250mg of sample to a standard 20ml GC-Headspace vial and add 5ml diluent. Seal the HS-vial with aluminum crimp cap with silicone septa.



2.6 System suitability

Inject the diluent as blank until a stable baseline is achieved. Inject the standard and again inject the blank to check the carryover.



Make six replicate injections of standard solution and check the % RSD of the area of standard.

Continue the sample analysis once the following system suitability parameters are achieved.



		Retention time for Formaldehyde

		:

		15minutes



		Relative standard deviation (% RSD for 6 replicate injections)

		:

		NMT10.0%



		Tailing Factor

		:

		NMT2.0



		No. of Theoretical plates

		:

		NLT2000







3 Calculation:

FC = (((A1)/(A2))*((W2)/(50))*((1)/(100))*((5)/(W1))*(P)*(10000))



Where



A1-Average area of sample peak corresponding to standard peak A2-Average area of standard peak

W1-Weight of sample (mg) W2-Weight of standard (mg) P-% purity of standard

FC=Formaldehyde content (ppm)









(PCD 19)
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		(PETROLEUM, COAL & RELATED PRODUCTS DEPTT.)



		MINUTES



		Panel Meeting for the Conclusive Recommendation on the proposal to include Chlorhexidine di-undecylenate into Annex C of IS 4707 (Part 2)



		Day, Date & Time

		Thursday, 04 January 2024, 03:45 pm.



		VENUE

		VIRTUAL MEETING 

Manak Bhavan

Bureau of Indian Standards 

9 Bahadur Shah Zafar Marg,

New Delhi – 110002.



		CONVENER 

		Dr. Gurubasavaraja KM, Loreal India Private Limited, Mumbai



		MEMBER SECRETARY

		Mr. Sourav Mondal, Sc-B, PCD, BIS

E-mail: pcd19@bis.gov.in







List of Participants of the Panel Meeting is given at ANNEX A of the Minutes.



ITEM 1 WELCOME ADDRESS 

On behalf of BIS, Shri Sourav Mondal, Member Secretary, PCD 19, welcomed Dr. Gurubasavaraja K.M., Convener and all other members of the Panel for discussing the Conclusive Recommendation on the proposal to include Chlorhexidine di-undecylenate into Annex C of IS 4707 (Part 2). He requested the members to actively take part in the deliberations. 



ITEM 2 TO PROVIDE CONCLUSIVE RECOMMENDATION ON THE PROPOSAL TO INCLUDE CHLORHEXIDINE DI-UNDECYLENATE INTO ANNEX C OF IS 4707 (PART 2)

BIS Sectt. apprised the Panel members of the Current Status of the proposal of Juris & Juris to include Chlorohexidine di-undecylenate (common name: Salibact) to include it in Annex C: LIST OF PRESERVATIVES ALLOWED IN COSMETICS WITH RESTRICTION of IS 4707 (Part 2) Classification of Cosmetic Raw Materials and Adjuncts Part 2 List of Raw Materials Generally Not Recognized as Safe for Use in Cosmetics (Fourth Revision), with a maximum limit of 0.3 percent, with further actions thereafter. 

During deliberations, Dr. Gurubasavaraja K.M., Convener of the Panel raised their concern about restricting the molecule Chlorhexidine di-undecylenate, since the molecule is not restricted in any of the developing or developed countries, and the safety data provided by the Proposer is inadequate to reach any conclusion about restricting the molecule. Hence, currently the ingredient Chlorhexidine di-undecylenate is a free-to-use molecule in cosmetics, and it will injustice to the molecule, if we restrict the molecule to 0.3 percent (max) without any defined background and established safety level. 



After detailed discussions, the Panel RECOMMENDED the following on the proposal:

1. Safety Reports provided by the Proposer is inadequate to restrict the molecule for a limit of 0.3 percent max. As recommended by CSIR -IITR and Panel members ,it is necessary to conduct further studies on additional safety evaluations associated with prolonged usage viz., Repeated Dose Toxicity, Reproductive Toxicity, Genotoxicity, Carcinogenicity, Photo toxicity, Photo induced Skin Sensitization Tests and Skin Penetration Test. The Panel desired the above-mentioned reports from the Proposer in order to reach a Final Conclusion about restricting the molecule.



2. Justification for the limit of 0.3 percent is nowhere mentioned in the safety reports, submitted by the proposer. To restrict the molecule up to a maximum limit of 0.3 percent, it is necessary to prove that the molecule is unsafe beyond 0.3 percent in Cosmetics Formulations, which is not mentioned in the Safety Reports provided by the Proposer. In view of this, the Panel also desired to have a justification on the limit of 0.3 percent from the Proposer.



ITEM 3 VOTE OF THANKS

The meeting ended with a hearty vote of thanks to all the panel members.



Annex A - Attendance for the 3rd Meeting of PCD 19: P 03 Panel for Resolution of Comments on IS 4707 Part 2, held on 04.01.2024

		Sl.

No.

		Organization

		Name of Expert

		Member Email

		Role



		1

		Loreal India Private Limited, Mumbai

		Dr Gurubasavaraja K. M.

		gurubasavaraja.matada@loreal.com

		Convener





		2

		ALL India Cosmetic Manufacturers' Association, Mumbai

		Ms. Kajal Anand

		kajal@debonherbals.com



		Principal Member





		3

		Cavinkare Private Limited, Chennai

		Dr. T Kumar



		kumar.t@cavinkare.com



		Principal Member





		

		

		Dr. Gireesh Kumar



		gireesh.k@cavinkare.com



		Alternate Member





		4

		EnvisBE Solutions Private Limited, Mumbai

		Benedict M. Mascarenhas



		ben_mas@envisbesolutions.com



		Principal Member



		5

		Godrej Consumer Products Limited, Mumbai

		Dr. Manoj Gaur

		manoj.gaur@godrejcp.com



		Alternate Member





		6

		Hygienic Research Institute Private Limited, Mumbai

		Dr. Jayashree Anand



		jayashree@hriindia.com



		Principal Member
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1- METHOD OBJECTIVE

This LC/MS-MS method has been developed to respond in a sensitive way and to be able to detect and quan- tify traces of :

· Allergenic or controversial oxidation dyes (TOLUENE-2,5-DIAMINE, p-PHENYLENEDIAMINE and RESORCINOL).

· the undesirable molecule N,N-DIMETHYL-p-PHENYLENEDIAMINE, resulting from the degradation of direct dye 74158 (BASIC RED 51).





2 - SCOPE

This method is used to separate and analyze qualitatively and/or quantitatively the traces of TOLUENE-2,5- DIAMINE, p-PHENYLENEDIAMINE, RESORCINOL and N,N-DIMETHYL-p-PHENYLENEDIAMINE.





3 - PRINCIPLE

Qualitative and/or quantitative analysis by reverse phase HPLC with MS-MS detection.

The identification of each compound is obtained by checking its retention time, its molecular ion and one or two fragment ions.

The absence of a signal can be confirmed by a second analysis. Sample spiking at a targeted concentration can be performed to evaluate the detection limit of the compound in the matrix.





4- EQUIPMENT - REAGENTS - CALIBRATION STANDARDS



		Equipment



		WATERS Acquity UPLC system (pumps, injector, diode array)	or equivalent.

(Waters) Acquity BEH Shield RP18, 100mm*2.1mm 1.7µm column, ref.176000877	or equivalent.

The column is equipped with a (Waters) Acquity Vanguard BEH Shield RP18 1.7µm guard-column, ref.186003977	or equivalent.

Glass and polypropylene filters: Gelman, ACRODISC PSF GxF/PTFE 0.2µm, ref.AP-4913	or equivalent.

PALL Nylaflo, nylon 0.2µm, 47mm membrane filters, ref.66602	or equivalent.



		







		Reagents and Standards



		Millipore water

		or equivalent.



		Methanol, Hipersolv Chromanorm, VWR, ref.: 20864.290

		or equivalent.



		Acetonitrile, Hipersolv Chromanorm, VWR, ref.: 20060.290

		or equivalent.



		Ammonium acetate 98%, Sigma Aldrich, ref.: A7330

		or equivalent.



		Sodium dithionite >87%, Merck, ref.: 1.06507.0500

		or equivalent.



		Glacial acetic acid, Carlo Erba, Ref.: 302016

		or equivalent.



		Isopropanol, Uvasol, Merck, ref: 1.00993.1000

		or equivalent.



		P-phenylenediamine, CAS: 106-50-3, Sigma-Aldrich ref. 695106

		or equivalent.



		Resorcinol, CAS:108-46-3, Sigma-Aldrich ref. 398047

		or equivalent.



		Toluene-2,5-diamine sulfate, CAS: 615-50-9, Sigma-Aldrich ref.QF-4441

		or equivalent.



		N,N-Dimethyl-p-phenylenediamine, CAS : 99-98-9, Sigma-Aldrich ref. 193992

		or equivalent.
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C1 - Internal use



C1 - Internal use



C1 - Internal use





5- OPERATING PROCEDURE



5-1 Analytical conditions*



IMPORTANT:

· Preparations must all be filtered prior to use (PALL Nylaflo, nylon 0.2µm membrane filter).

· Mobile phase A must be prepared before each injection series to prevent the formation of algae.

· All bottles containing water (i.e.: needle wash solvent etc.) are changed before each injection series.



Mobile phase A (Buffer):

Ammonium acetate 20mM

For example, weigh 1.54g ammonium acetate in 1L of MilliQ water. (buffer pH at around 6.90 for example)



Mobile phase B:

Acetonitrile 100%



Seal wash (SW): methanol/acetonitrile/isopropanol/water 25/25/25/25 v/v.



Solvent A:

Methanol + 100 µL glacial acetic acid qsp 1 Liter.



Solvent B:

Sodium dithionite at 0.01% in H2O (millipore water) / acetonitrile 95/5 (v/v)



System Analytical Conditions: Linear gradient and 0.4 mL/min flow rate



		Time (minutes)

		%A

		%B

		Curve



		0

		100

		0

		



		2

		100

		0

		6



		5

		90

		10

		6



		9

		90

		10

		6



		9.5

		0

		100

		6



		10

		0

		100

		6



		10.5

		0

		100

		6



		11

		100

		0

		6



		15

		100

		0

		6







Column temperature: 40°C +/- 5°C Sampler temperature: 10°C +/- 10°C

Pressure:(for information) approximately 300bar at 100% ACN or 500bar at 100% of mobile phase A Volume injected: 5µL

Detection: PDA TAC 230-700 nm Resolution of 1.2nm Solutions injected: filtered over 0.2µm

Clean syringe: Flush port mode







*Analytical conditions identical to MET-1343
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MS-MS conditions :

For the parameters of the triple quadrupole mass spectrometer (source, analyzer; collision cell...), see the exam- ples in Appendix 2.



Molecular structures and MRM transitions of molecules : Ionization mode : Positive electrospray

Acquisition mode: MRM (Multiple Reaction Monitoring)



· p-PHENYLENEDIAMINE





















· TOLUENE-2,5-DIAMINE



















· N,N-DIMETHYL-p-PHENYLENEDIAMINE





















Ionization mode : Negative electrospray

Acquisition mode: MRM (Multiple Reaction Monitoring)
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5-2 Retention time measurements

Retention times are given for information purposes under the test conditions



		Oxidation dyes

		Retention time (minutes)



		P-PHENYLENEDIAMINE

		1,2



		TOLUENE-2,5-DIAMINE

		2,1



		RESORCINOL

		4,2



		N,N-DIMETHYL-p- PHENYLENEDIAMINE

		5,8













5-3 Calibration standards / range preparation





The calibration range must be injected within 5 hours after preparation.

The oxidation dyes are very reactive.



1. Dilution solvent 80/20: mix precisely 20% of solvent A (Methanol acidified with acetic acid) and 80% of solvent B (Sodium dithionite at 0.01% in H2O (ultrapure water) / acetonitrile 95/5 (v/v)).

Example: in a 1 liter bottle, mix 200mL of solvent A and 800 mL of solvent B.

2. Stock solutions (SM1 and SM2): Weigh approximately exactly 25mg of each dye into a tared 30mL glass vial. Repeat the operation with a second vial.

3. Dissolve the dye by filling the 30mL vials with the 80/20 dilution solvent, to obtain a solution at 1000µg/gsolvent.

4. Accurately weigh the total volume of the two vials.

5. Place the vials for 5 min in the ultrasonic bath.

6. Daughter solutions (Sf1 and Sf2): Dilute to the 100th the SM1 and SM2 to obtain two daughter solu- tions at 10 µg/ gsolvent. Example: in a 20mL vial, dilute 0.2g of SM in 20g of 80/20 dilution solvent, weighing precisely.

7. From Sf1, make the appropriate dilutions with 80/20 dilution solvent (see example on next page).

8. From Sf 2, make a dilution to obtain a control point (QC) at approximately mid-range.

9. Filter on GxF/PTFE filters 0.2µm
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External calibration example:



5-4 Test preparation

Solution Sample 0 (Ech0)

1. Tare a 20mL vial with 3 glass beads, which can help to break the formula.

2. Weigh approximately exactly 0.5g of product.

3. Add 2mL of solvent A (acidic Methanol) and vortex to dissolve.

4. Add solvent B qsp 10mL (0.01% sodium dithionite in H2O/acetonitrile 95/5 v/v) and weigh accurately the total volume.

5. Vortex (about 10 seconds).

6. Filter on GxF/GHP 0.2µm filters.



Solution Ech1 / or Solutions Ech1 to Ech4



If the dye is not detected in the Ech0 :

Add and weigh SM1 directly to the finished product (just after step 2) to obtain a final concentration 2- 3 times higher than the first calibration point. Perform 2 preparations.

 If the dye is detected in Ech0

Add and weigh the SM1 directly on the finished product (just after step 2) to obtain a final concentra- tion 2 to 3 times higher than the concentration determined for Ech0. Perform 2 preparations.



In this case, it is also possible to perform an internal calibration by adding variable amounts of SM1 to the finished product (after step 1). 4 calibration points are recommended (Ech1 to Ech4)

Cf. calibration example above for the different additions in the calibration range.

A QC checkpoint (finished product + SM2 spike) should also be included.
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6 - CALCULATIONS

External calibration:

Plot a calibration straight line with the dye concentrations in µg/g on the x-axis and the areas obtained on the y-axis.



Internal calibration:

Plot a calibration straight line with the concentrations added to the mixture (matrix + standard) in µg/g on the x-axis and the areas of the corresponding peaks on the y-axis.



The lines obtained are of type y=ax+b



Dye concentration in the matrix (µg/g sample) :



CM = Ci X (mean MT / mean MPE) (ECH0 to ECH4)



· CM = Dye concentration in the matrix (µg/g sample).

· Ci = Concentration of injected dye (µg/g).

· MT = Total mass of each injected sample (ECH0 to ECH4) of the range (mass of product to be analyzed + the mass of dilution solvent) (g) (approximately 20g).

· MPE = Test samples of the product to be analyzed, of each injected sample of the range (approximately 0.5g).



In LIMS, the results are written as averages, in µg/g of finished product (ppm). The test to use is QUANT_TRACES_DEGRADATION.





7 - METHOD PERFORMANCE

See RC-ANA-PT-003 procedure



		SPECIFICITY



		Retention times and MRM chromatograms of dyes. See Appendix 1

Absence of interfering signal at the retention time for the various molecules at their max. Example with a few molecules given in appendix 2



		LINEARITY



		Regression Equation

		Correlation Coefficient (R²)



		y=ax+b

		> 0.99



		ACCURACY
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Validated areas of use :

P-PHENYLENDIAMINE / 10 - 200 ppb solvent or 0.2 - 4.0 ppm in the Finished Product (0.5g of Finished Prod- uct in qsp 10g or 5% dilution)

TOLUENE-2,5-DIAMINE / 15 - 530 ppb solvent or 0.3 – 10.6 ppm in the Finished Product (5% dilution) RESORCINOL/ 1.00 – 50.0 ppb solvent or 10.0 – 500 ppm in the Finished Product (10% dilution)

N,N-DIMETHYL-P-PHENYLENEDIAMINE / 100 - 500 ppb solvent or 2.0 – 10 ppm in the Finished Product (5% dilution)





[image: ]

Excellence Clear #1196765



n=3*

[low] equivalent to 3*LOQ

[moderate] equivalent to 40-60% of the upper calibration limit [high] equivalent to 80% of the upper calibration limit



		RELIABILITY

		



		Repeatability

		Reproducibility

		



		CV as <5% (n=3) for the 2 molecules tested.

		N/A…………..

		







		SENSITIVITY (LoQ and LoD)



		LoQ (Limit of Quantification)

		LoD (Limit of Detection)



		LOD and LOQ determined by the least concentrated standard solution



[image: ]





* LOQ and LOD mentioned are the minimum values calculated but they could vary depending on the state of the chromatographic system. It is advisable to check them for each study.
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8 - SAFETY

Special precautions to take concerning the method and the reagents.

· Most of the dyes are quite powdery. A mask and gloves must be worn while weighing. For the remainder, the usual precautions for use of solvents and acids are applicable.

· It is essential to change the water and mobile phase A each day.

Never leave solution A to stagnate in a channel. Channels should be rinsed with water before stopping the chain.





9 – COMMENTS

This method was created on the basis of the LC- method #MET-1343.



To protect the pre-column et MS source, inject regularly a solvent blank.

Monitor the pressure at the beginning of the gradient and check the shape of the peaks. If a degradation of the system or the quality of the chromatogram is observed, do not hesitate to change the pre-column.





10 - REFERENCES

Dans Milor : NOTE DE REPONSE - PROJET PHOENIX SEPARATION DE 22 PRECURSEURS D’OXYDATION DEVELOPPEMENT DE 2 METHODES UHPLC/DAD ET HPLC/DAD - AD/OD/11.0077 - AA1004-0044

Méthode RC-ANA-MET-1343 : Dosage des colorants d’oxydation dans les produits finis capillaires par UPLC/DAD





11 - AMENDMENTS

· 	Edition A: 05/10/2021: Method creation.



12 – BIBLIOGRAPHY

Optimization and validation of an analytical procedure for the determination of oxidative hair dyes in commer- cial cosmetic formulations, Vincent U., Bordin, G., R. Rodriguez A., European Commission, Joint Research Center, Institute for Reference Materials and Measurements. 2001 Dec.



Fast Analysis of Hair Dyes using an Agilent Poroshell 120 Bonus-RP Column by UHPLC and LC/MS/MS, Fu R., Wang Y., Agilent Technoloies Shanghai, Application Note (Consumer Products). 2012 Oct, 5991-1289EN
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APPENDIX 1: MRM Chromatograms of oxidation dyes

P-PHENYLENEDIAMINE: ESI+ MRM / solution 0.015 µg/mL

ESI+ MRM (109 > 65)

ESI+ MRM (109 > 92)





TOLUENE-2,5-DIAMINE: ESI+ MRM / solution 0.030 µg/mL

ESI+ MRM (123 > 108)
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N,N-DIMETHYL-p-PHENYLENEDIAMINE: ESI+ MRM / solution 1 µg/mL

ESI+ MRM (137 > 122)

ESI+ MRM (137 > 107)





RESORCINOL: ESI+ MRM / solution 0.3 µg/mL

ESI- MRM (109 > 65)

ESI- MRM (109 > 41)
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APPENDIX 2: MS-MS analysis conditions optimized for API5500

[image: ]





APPENDIX 3: Nomenclature and CAS number
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