YRR AFS R
(Fsir gz faumT 1)

FTART HaH: FTA S - 111/16 : 1S 15354 (UTT 1) 6 Dec 2023
fawg : IR STSTH 15354 (HTT 1) & U g MeSATSH

I8 SWRIad vy & GeW 7 5

e AHRIBRY gRT srgifed AT srureH 8 Iaw § |

it & / < wrtadl @ orRIY € @1 3= A &1 dapTa THIa ¥ Srgura iR & |

Rga faysi)
awfae @ v -
TgE (T - 1)
Tt &t /=man srafay
BUREAU OF INDIAN STANDARDS
(Central Marks Department-111)
Our Ref: CMD-I111/16: IS 15354 (Part 1) 6 Dec 2023

Subject: Guidelines for implementation of Revised IS 15354 (Part 1): 2023 - Single - Use
medical examination gloves: Part 1 specification for gloves made from rubber latex or
rubber solution

This has reference to the subject mentioned above.
The Competent Authority has approved the enclosed Guidelines for implementation.

All ROs/BOs are requested to ensure the implementation of the above Guidelines with
immediate effect

(Rahul Vishwakarma)
Scientist C (CMD-III)
Head (CMD-11I)
Circulated to: All ROs/BOs



CENTRAL MARKS DEPARTMENT — 111

Our Ref: CMD I11/16: IS 15354 (Part 1) 6 Dec 2023

Subject: Guidelines for implementation of Revised IS 15354 (Part 1): 2023 - Single — Use
medical examination gloves: Part 1 specification for gloves made from rubber latex or rubber
solution

1.

IS 15354 (Part 1): 2018 has been revised to IS 15354 (Part 1): 2023 - Single — Use
medical examination gloves: Part 1 specification for gloves made from rubber latex or
rubber solution. The last date of concurrent running of the both old and new version of
Indian Standard is 09 May 2024.

2. The significant changes in the revised Standard as listed in the Table is given for the
purpose of general guidance. BOs shall ensure that the product conforms to all the
requirements, as applicable, as per the revised Standard:

Clause No. Change

Clause 3 Terms and Definitions added

Clause 4 Clause updated because of insertion of Cl. 3

Clause 4.3 New limit has been set for both ‘Powder gloves’ and ‘Powder-free gloves’

Clause 5 Note 3 deleted

Clause 7 Figure 1 has been updated (the measurement of length has been corrected

from the second finger to middle finger) and dimensions has been specified
Table 3 Requirement of Minimum force at break after accelerated ageing for Type
2 gloves have been corrected

Clause 7.3.3 Statement on aging gloves over six months old has been updated
Figures 1 and 2 of IS 15354 (Part 1): 2018 have been replaced with Figure
1 of IS 15354 (Part 1): 2023.

3. Consequent upon issuance of the revised Standard, the Product Manual has been revised
as Product Manual Doc: PM/ IS 15354 (Part 1)/ 2/ December 2023 and is being
circulated separately through BIS website.

4. The guidelines for implementation of the revised Standard is given below:

A. LICENSEES

il.

Licensee shall declare the finish (as per CI. 4.3) and submit the conformity of modified
requirements either through in-house test report / test report from BIS approved third
party laboratory of product in order to establish the conformity.

Any difficulty in implementation shall be brought to the notice of CMD III within 30
days of issuance of these guidelines. BO shall ensure that no Licences are under operation
as per old Indian Standard after 08 May 2024. The status of implementation of the revised
Standard shall be confirmed by Head (BO) to CMD-III within two weeks of the last date
of concurrent running.




iil.

iv.

Verification of implementation of the Revised IS 15354 (Part 1): 2023 shall be done
through a surveillance visit, which shall be completed within one months from the last
date of implementation.

If the Licensee fails to complete all actions by 09 May 2024, it shall be dealt with as per
the prevailing guidelines.

B. APPLICATIONS FOR GRANT OF LICENCE

ii.

iil.

Existing Applications where Sample has been submitted in the Laboratory/Test Report has
been issued by the Laboratory may be processed without consideration of the revised
Standard. However, if the Applicant desires to get the licence as per revised Standard, a
declaration may be obtained from the Applicant to that effect and the Application may be
processed accordingly. An undertaking shall also be obtained from such Applicants that if
the sample fails while considering the provisions of the revised Standard, Licence will not
be granted as per the old version.

Applications which are recorded henceforth may be processed with or without revised
Standard. Processing of Applications as per old Standard shall be permitted only up to 09
May 2024 and for such cases Applicant shall give a declaration that they will implement
the revised Standard by 09 May 2024.

After 09 May 2024, no Licence shall be granted without consideration of the revised
Standard.

C. CHANGE IN SCOPE OF LICENCE:

ii.

For change in scope of licence, the relevant provisions as given above for Applicants shall
apply.

However, processing of such applications for change in scope of licence as per the old
Standard shall be permitted only up to the date of implementation of the revised Standard
or up to 09 May 2024 whichever is earlier.

5. The above guidelines come into force with immediate effect.

Rahul Vishwakarma
Scientist C

Head (CMD III)

DDG (Certification)




