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Obstetric and Gynaecological Instruments and Appliances Sectional Committee, MHD 03

FOREWORD

This Indian Standard was adopted by 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.

Every specialty instrument in the obstetrics and gynaecology section combines old world craftsmanship with
modern manufacturing processes to make certain that the instrument has the correct feel which is rendered vital
to the various procedures undertaken and surgeries done. This standard covers the general measurements of
PPIUCD insertions forceps instrument fabricated from stainless steel and intended for reuse during surgery.

As there is a clinical need for a variety of instruments for general and surgical procedures, they are manufactured
in various configurations and from various types of stainless steel. For practical purposes and patient safety, these
devices supplied by different manufacturers necessitate a defined system of specification, materials and
performance requirements.

The composition of the Committee responsible for the formulation of this standard is given 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 off value should be same as that of the specified value in this standard.
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Indian Standard
PPIUCD INSERTION FORCEPS — SPECIFICATION

1 SCOPE

This standard specifies the dimensions and
requirements of PPIUCD insertion forceps for use in
hospitals.

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 1586 (Part 1) : Metallic materials —
2018/1SO 6508- Rockwell hardness test: Part 1
1:2016 Test method (fifth revision)

IS 7531: 1990 Surgical  instruments —
Corrosion  resistance  of

3.3 Serration or Teeth — The gripping or clamping
surfaces of the jaws or ratchets.

4 MATERIAL

4.1 PPIUCD insertion forceps shall be made of
metal. The metal shall be light-weight surgical alloy,
non-staining, corrosion free, non-rusting and shall
be able to withstand the temperature of autoclaving.
The metal shall be non-light reflecting (surface shall
not be shiny) with a buff coating. The metal shall not
be brittle.

4.2 The material used for forceps shall be Stainless
steel. The chemical composition (weight
percentage) and mechanical properties shall
conform to the values given in Table 1 and Table 2
respectively.

4.3 Hardness when determined in accordance to
IS 1586 (Part 1) shall be 40 HRC to 45 HRC.

Table 1 Chemical Composition

stainless  steel surgical (Clause 4.2)
instruments — Methods of
tests (first revision) S| No. Constituent Percent
3 TERMS AND DEFINITIONS (1) 2) )
i) Carbon 0.15 Max
For the purpose of this standard, the following terms . .
and definitions shall apply: i) Silicon 1.0 Max
o iii) Manganese 1.0 Max
3.1 Box Lock — The junction where the female _ _
members and male members are secured, forming iv) Nickel 0.50 Max
the pivoting feature. V) Chromium 11510135
3.2 Ratchets — The portion of both female and vi) Sulphur 0.03 Max
male members at the proximal end inclined teeth .
which forms the locking mechanism. vii) Phosphorus 0.04 Max
Table 2 Mechanical Properties
(Clause 4.2)
Sl No. 0.2 Percent Proof Tensile Strength, Elongation,
Stress, Min, MPa Min, MPa Min, Percent
@) ) @) (4)
i) 290 510 34

To access Indian Standards click on the link below:

https://www.services.bis.gov.in/php/BIS 2.0/bisconnect/knowyourstandards/Indian standards/isdetails/
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5 SHAPE AND DIMENSIONS

5.1 PPIUCD Insertion Forceps shall be as per Fig. 1A and Fig. 1B.

5.2 The dimensions shall be as per following requirements:

Sl No.

Name of the Parameter of Instrument

O]

Requirements

®)

Weight of forceps

Diameter of inner ring (J)
Diameter of inner ring (1)
Thickness of ring

Length of the clearance of forceps (D)
Tip to box joint length (B)

Box joint to end of grip length (C)
Tip to end of grip length (A)
Diameter of the finger rings (G)
Diameter of the finger rings (H)
Thickness of the finger ring

Angle of the forceps tip on plane

110gto 115¢g

11 mmto 15 mm
8.0 mm to 8.8 mm
3.5mmto 4.0 mm

33 mmto 35 mm
141 mm to 145 mm
177 mm to 181 mm
315 mmto 325 mm
27.2 mmto 27.5 mm
23.1 mm to 23.4 mm

3.5mmto 3.8 mm

5o
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= 320

= 141

= 179

= 34

16.5

= 175

= 23.1-234
= 27.2-275

I ® Mmoo o>
"

All dimensions in millimetres.

1A

5o

I = 85
J = 13

All dimensions in millimetres.

1B
FIG. 1 PPIUCD INSERTION FORCEPS

: 2024
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5.3 Jaws

Jaws of the insertion forceps shall have serration rings (see Fig. 2). Serration rings shall be slightly curved at the

tip.

Number of serrations

20

Distance between the serrations

0.65 mmto 0.75 mm

Depth of serration

0.9 mm to 1.08 mm

20 SERRATION

FIG. 2 SERRATIONS IN THE JAWS

6 SURFACE FINISH, WORKMANSHIP AND
APPEARANCE

6.1 Surfaces of the instrument shall be uniformly
finished and free from burrs, sharp edges, cracks,
coarse marks and processing materials.

6.2 The visual appearance of final surface of the
instrument may be classified as matte and reduced
reflected surface.

6.3 Symmetry

Excluding functional differences, both halves of the
forceps shall be symmetrical.

6.4 Handle Serration
Handles shall be uniform in depth and spacing.
6.5 Joints

The instrument shall have a smooth joint and shall
close and open easily.

6.6 The inside surface of the PPIUCD insertion
forceps shall be well rounded and polished and no
sharp cutting edges or cracks shall be present.

7 HEAT TREATMENT

The forceps shall be heat treated to give a hardness

of 430 HV to 490 HV at the tips.
8 CORROSION RESISTANCE

The instrument shall satisfy the boiling and
autoclaving test as specified in IS 7531.

9 MARKING

9.1 The product shall be clearly and legibly marked
with the manufacturer's name, initials or trade-mark
and the country of manufacture.

9.2 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.

10 PACKAGING

The product shall be wrapped in wax paper and then
shall be packed in polyethylene bag or cardboard.
Non-biodegradable material used for packaging
shall be recyclable and shall indelibly marked with
the universal recycling symbol and applicable
recycling code.
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ANNEX B
(Foreword)
COMMITTEE COMPOSITION

Obstetric and Gynaecological Instruments and Appliances Sectional Committee, MHD 03

Organization

In Personal Capacity (890, Sector 15, Part 2,
Gurugram - 12001)

All India Institute of Medical Sciences, New Delhi

Association of Indian Medical Device Industry,
New Delhi

CIPET, Chennai

Central Drugs Standard Control

New Delhi

Organization,

Central Drugs Testing Laboratory, Chennai

Central Drugs Testing Laboratory, Mumbai

Chemco Plastic Industries Private Limited, Mumbai

Corporate Channel India Private Limited, Mumbai

Council of Scientific and Industrial Research,

New Delhi

Directorate General Armed Forces Medical Service,
New Delhi

Directorate General of Health Services, New Delhi

Employees State Insurance Corporation (ESIC),
New Delhi

Family Planning Association Of India, Mumbai

HLL Lifecare Limited, Thiruvananthapuram

Healthcare Limited (Protective Devices Division),
Chennai

Hindustan Latex Family Planning Promotion Trust,
Noida

Representative(s)

DR SUNEETA MITTAL (Chairperson)

DR SUNESH KUMAR
SHRIJ. B. SHARMA (Alternate)

SHRI PARDEEP NARKHEDE
SHRIC. s. PRASAD (Alternate I)
SHRI ANKUR BHARGAVA (Alternate I1)
SHRI SUMEDH KAULGUD (Alternate 111)

DR K.P. BHUVANA
DR MANORANJAN BIswAL (Alternate 1)
DR NALINIR. (Alternate 11)

SHRI ASEEM SAHU
SHRI SHYAMNI SASIDHARAN (Alternate 1)
SHRI ANIRUDDH SINGH NEGI (Alternate I1)

Ms C. VIJAYALAKSHMI
SHRI KISHORE GEMBALLI (Alternate)

Ms SAYALI UMESH WARDE
Ms SUKHADA AJAY NAVRATNE (Alternate 1)
SHRI AMOL AKASH (Alternate I1)

SHRI GAURAV SARAOGI
SHRI RUPANDE SAMPAT (Alternate)

SHRI'VINOD KUMAR
SHRI RAMNICK DAGARIA (Alternate)

SHRI DHIRENDRA BANSAL
Ms SHASHI MOITRA (Alternate)

BRIG SURENDER MOHAN
CoOL PANKAJ TALWAR VSM (Alternate)

DR SUDHA PRASAD

DR TARU GUPTA
DR NUPUR GUPTA (Alternate)

DR SUCHITRA WADHWA
SHRI SREEDHARAN NAIR (Alternate)

Ms SMITHA L. G.
SHRIR MUKUND (Alternate)

SHRI BRI BALAJI SINGH
SHRI R. SARANYAN (Alternate)

DR ABHA JHA
DR PANKHURI RAI (Alternate)
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Organization

India Medtronic Private Limited, Gurugram

Indian Council of Medical Research, New Delhi

Indian Institute of Technology, Kanpur

Indian Institute of Technology, Kharagpur

Indus Medicare Limited, Hyderabad

Johnson and Johnson Private Limited, Mumbai
Kalam Institute of Health Technology, Vishakhapatnam

MHL Healthcare Limited, Muzaffarnagar

Maulana Azad Medical College, New Delhi

Ministry of Health and Family Welfare, New Delhi

National Institute for Research in Reproductive Health,
Mumbai

Office of Development Commissioner
New Delhi

(MSME),

Post Graduate Institute of Medical Education and
Research, Chandigarh

Pregna International Limited, Pune

Rubber Research Institute of India, Rubber Board,
Kottayam

SGS India Private Limited, Mumbai

SMB Corporation of India, Mumbai

Shriram Institute for Industrial Research, Delhi

Stryker India Private Limited, Gurugram

The Federation of Obstetric and Gynecological
Societies of India, Mumbai

Vardhman Mahavir Medical College and Safdarjung
Hospital, New Delhi

Representative(s)

Ms GURPREET BHATIA
SHRI SHUBHAM SINGH (Alternate)

DRR. S. SHARMA
DR SHALINI SINGH (Alternate)

DR (PROF) ASIMA PRADHAN

DR S. K. GUHA

SHRIP. J. REDDY
SHRI B. R. MOHANTY (Alternate)

SHRI HEMANT SONAWANE

SHRI ARJUN THIMMAIAH
SHRI SATYAN SHARMA (Alternate 1)
SHRI MOHAN RAGUL (Alternate I1)

SHRI PUNEET MANOCHA
SHRI SUDHANSU BHUSAN MISHRA (Alternate)

DR REVA TRIPATHI
DRY. M. MALA (Alternate)

DR S. K. SIKDAR
DR TEJA RAM (Alternate)

DR BEENA JOSHI

SHRI SUVANKAR SANTRA

PROF G. R. V. PRASAD
MS MINAKSHI ROHILLA (Alternate)

SHRI AJIT RAJE
SHRI RANJIT GAIKWAD (Alternate)

DR SIBY VARGHESE
DR SHERA MATHEW (Alternate)

SHRI K. SURESH KUMAR DANADURAI
SHRIJ. ARUN (Alternate)

SHRI GIRISH R. SHAH
SHRI ANUPAM RAI (Alternate)

DR BINU BHAT
SHRI MANISH RAWAT (Alternate)

SHRI DEEPAK SHARMA
SHRI GAJENDER SHARMA (Alternate 1)
Ms IsHANI MONDAL (Alternate I1)

DR (PROF) ALKA KRIPLANI
DR HRISHIKESH D. RAI (Alternate)

DR BINDU BAJAJ
DR JYOTSNA SURI (Alternate)



Organization

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

In Personal Capacity (F-2, C Block, 79/83, Perumal Kovil
South Mada Street, Villivakkam, Chennai 600049)

In Personal Capacity (E 219, GK-2, New Delhi 110048)

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

BIS Directorate General
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Representative(s)

DR AMIT SEN GUPTA

DR N. MURUGESAN

DR MALABIKA ROY

DR K. SIVAKUMAR

SHRI A. R. UNNIKRISHNAN, SCIENTIST ‘F’/SENIOR
DIRECTOR AND HEAD (MEDICAL EQUIPMENT AND
HOSPITAL  PLANNING) [REPRESENTING DIRECTOR
GENERAL (Ex-officer)]

Member Secretary
Ms GURPREET KAUR
SCIENTIST ‘B’/ASSISTANT DIRECTOR
(MEDICAL EQUIPMENT AND HOSPITAL PLANNING), BIS
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Review of Indian Standards
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