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FOREWORD 
This Indian Standard (First Revision) was adopted by the Bureau of Indian Standards, after the draft finalized by the Obstetric and Gynaecological Instruments and Appliances Sectional Committee had been approved by the Medical Equipment and Hospital Planning Division Council. 
This standard was originally published in 1988. The first revision of this standard has been brought out to align the standard with the latest style and format of Indian Standards. 
The composition of the Committee responsible for the formulation of this standard is given in Annex A.
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 same as that of the specified value in this standard.  


1 SCOPE 
This standard provides material, dimensions and other requirements for laparoscopic trocar and cannula used in gynaecology. 
2 REFERENCES 
The standards given below contain provisions which, through reference in this text, constitute provisions of this standard. At the time of publication, the editions indicated were valid. 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 these standards. 
	IS No. 
	Title 

	IS 6603: 2024 
	Stainless Steel Semi-Finished Products, Bars, Wire Rods, and Bright Bars — Specification (second revision)

	IS 1068: 1993  
 
	Electroplated coatings of nickel plus chromium and copper plus nickel plus chromium – Specification (third revision)  

	IS 7531: 1990 
	Surgical instruments – Corrosion resistance of stainless steel surgical 


instruments – Methods of tests (first revision) 
3 MATERIAL 
3.1 Trocar and cannula shall be made from stainless steel of Designation X30Cr13 of IS 6603. 
3.2 Other components shall also be made of stainless steel of the same grade except the knob, spring and sliding shutter which shall be of bakelite and brass, respectively. 
4 SHAPE AND DIMENSIONS 
4.1 The general shape and dimensions of laparoscopic trocar and cannula shall be as shown in Fig. 1, 2, 3 and 4. 
 
[image: ] 
All dimensions in millimetres. 
Fig. 1 Laproscopic Trocar And Cannula, Trocar Size 11 mm
[image: ] 
All dimensions in millimetres
Fig. 2 Detailed Dimensions Of Laproscopic Trocar And Cannula, Trocar Size 11 mm 
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All dimensions in millimetres
Fig. 3 Laproscopic Trocar And Cannula, Trocar Size 6.6 And 5 mm
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All dimensions in millimetres
Fig. 4 Detailed Dimensions Of Laproscopic Trocar And Cannula, Trqcar Size 6.6 And 5 mm 
 
4.2 Tolerances on dimensions shall be permitted as given below: 
a) ± 0.1 mm on dimensions up to 10.0 mm, 
b) ± 0.5 mm on dimensions above 10.0 mm and up to 25.0 mm, 
c) ± 1.0 mm on dimensions above 25.0 mm and up to 50.0 mm, 
d) ± 1.5 mm on dimensions above 50.0 mm and up to 100.0 mm, and 
e) ± 2.0 mm on dimensions above 100.0 mm. 
 
5 REQUIREMENTS 
5.1 The trocar and cannula shall be free from pits, burrs, cracks, scales and other surface defects. 
5.2 All edges shall be smoothly rounded off except the tip of the trocar which shall be triangular and sharp. 
5.3 The sliding shutter shall work smoothly and shall block the passage of the trocar tube after trocar rod is taken out and the stud is released. 
5.4 The brass parts shall be plated chromium over nickel conforming to Service Grade No. 2 of IS 1068. 
5.5 The hub shall be of luer lock type and the opening and closing mechanism shall work smoothly and effectively. 
5.6 The working end of the trocar shall be hardened and tempered to give a hardness of 400 to 460 HV.  
6 TESTS 
Corrosion Resistance Test  
The trocar and cannula after the removal of rubber, bakelite and brass components shall satisfy the boiling and autoclaving test as specified in IS 7531.
7 MARKING 
7.1 The product shall be legibly and indelibly marked with the following: 
a. Manufacturer's name, initials or registered trade-mark; 
b. Country of manufacture; and 
c. The words ‘Stainless Steel’ or the letters ‘SS’  
7.2 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 product(s) may be marked with the Standard Mark. 


8 PACKING 
8.1 Each trocar and cannula shall be wrapped in moisture-proof paper or packed in polyethylene bags. The trocar and cannula shall then be packed in individual cartons and shall be provided with general instructions for maintenance and handling of the instrument. 
8.2 The trocar and cannula may also be packed as agreed to between the purchaser and the supplier.

























ANNEX A
(Foreword)
COMMITTEE COMPOSITION
Obstetric and Gynaecological Instruments and Appliances Sectional Committee, MHD 03
	Organization
	Representative

	In Personal Capacity, Gurugram
	DR. SUNEETA MITTAL (Chairperson)

	Association Of Indian Medical Device Industry, New Delhi
	SHRI PRADEEP NARKHEDE

	
	     SHRI ANKUR BHARGAVA (Alternate Member I)

	
	     DR. C.S. PRASAD (Alternate Member II)

	Central Drugs Standard Control Organization, New Delhi
	SHRI ASEEM SAHU 

	
	     MS. SHYAMNI SASIDHARAN (Alternate Member I)

	
	     SHRI ANIRUDDH NEGI (Alternate Member II)

	Central Drugs Testing Laboratory, Mumbai
	DR C HARIHARAN 
  MS. SUKHADA AJAY NAVRATNE (Alternate Member)

	Chemco Plastic Industries Private Limited, Mumbai
	DR GAURAV SARAOGI

	
	      MS. RUPANDE SAMPAT (Alternate Member)

	Corporate Channel India Private Limited, Mumbai
	SHRI VINOD KUMAT

	
	      SHRI RAMNICK DAGARIA (Alternate Member)

	HLL Lifecare Limited, Thiruvananthapuram
	MS. SMITHA L. G

	
	       SHRI R MUKUND (Alternate Member I)

	
	       SHRI MANIKANDAN S A (Alternate Member II)

	Indian Institute of Technology, Kanpur
	DR S. K. GUHA

	Indus Medicare Limited, Hyderabad
	SHRI P. J. REDDY

	
	  DR BISWARANJAN MOHANTHY (Alternate Member)

	Johnson And Johnson Private Limited, Mumbai
	SHRI HEMANT SONAWANE

	
	     SHRI BHUWANDEEP SINGHLA (Alternate Member)

	Kalam Institute of Health Technology, Vishakhapatnam
	DR. ARJUN THIMMAIAH

	
	         SHRI SATYAN SHARMA (Alternate Member I)

	
	         SHRI MOHAN RAGUL (Alternate Member II)

	MHL Healthcare Limited, Muzaffarnagar
	DR PUNEET MANOCHA

	
	      SHRI SUDHANSU MISHRA (Alternate Member)

	Office Of Development Commissioner (MSME), New Delhi
	DR SUVANKAR SANTRA

	Pregna International Limited, Pune
	SHRI AJIT RAJE 

	
	         SHRI RANJIT GAIKWAD (Alternate Member)

	Rubber Research Institute of India, Rubber Board, Kottayam
	SHRI SIBY VARGHESE

	
	         SHRI SHERA MATHEW (Alternate Member)

	SMB Corporation of India, Mumbai
	SHRI GIRISH R. SHAH 

	
	         SHRI ANUPAM RAI (Alternate Member)

	TTK Healthcare Limited, Chennai
	SHRI BRIJ BALAJI SINGH 

	
	       SHRI JOHN SELWYN DANIEL (Alternate Member)

	Vardhman Mahavir Medical College and Safdarjung Hospital, New Delhi
	DR. BINDU BAJAJ

	
	          DR. JYOTSNA SURI (Alternate Member)

	In Personal Capacity (K-402, The Atrium, 22, Kalakshetra Road, Thiruvanmiyur, Chennai – 600041)
	DR K. SIVAKUMAR 

	In Personal Capacity (E 219, GK-2, New Delhi 110048)
	DR. MALABIKA ROY 

	In Personal Capacity (301, Bldg No. 52, Seawood estates, NRI complex, Sector 54/56/58, Nerul, Navi Mumbai - 400706)
	DR. AMIT SEN GUPTA

	Bis Directorate General
	SHRI CHINMAY DWIVEDI, SCIENTIST-E & HEAD (MEDICAL EQUIPMENT AND HOSPITAL PLANNING)
[REPRESENTATIVE DIRECTOR GENERAL (EX- OFFICIO)]




Member Secretary
MS GURPREET KAUR
SCIENTIST ‘C’/DEPUTY DIRECTOR
(MEDICAL EQUIPMENT AND HOSPITAL PLANNING), BIS
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