BUREAU OF INDIAN STANDARDS

MEDICAL EQUIPMENT AND HOSPITAL PLANNING DEPARTMENT (MHD)

Resolutions of Sectional Committee Meeting

Sectional Committee Meeting No Date & Time
Obstetric and Gynecological Instruments and Appliances 22 01 August, 2024
Sectional Committee, (MHD 03) (Thursday)
1500 to 1630 hrs
Chairperson Member Secretary
Dr. Suneeta Mittal, Gurpreet Kaur,
In personal Capacity Sc-C, MHD, BIS

Resolution 1 (Item 2.5)

The Committee decided to include Brahad Elastomers Pvt Ltd., Bengaluru as a member of the
Menstrual Cups working group.

Resolution 2 (Item 3)

2.1 It was decided to finalize the documents where no comments have been received.

2.2 For the documents on which comments were received, it was decided to circulate the drafts along
with the comments for a period of 3 weeks’ time.

Resolution 3 (Item 4)

It was decided to take up the revision of following pre 2000 standards:

SI. No | Document No./Standard No. Title
1. [ IS 6959: 1973 Specification for scissors embryotomy curved on flat
2. | IS7103: 1973 Specification for scissors episiotomy
3. | IS7116: 1973 Specification for forceps midwifery short
4. [IS7117:1973 Specification for scissors umbilical cord
5. | IS 7432: 1974 Clamp Myomectomy Bonney’s Pattern

The revision documents to be circulated as a WC draft for a period of 60 days.

Resolution 4 (Item 5)

4.1 It was decided to develop Menstrual Cups under MHD 03 and wide circulate the document on
Menstrual Cups for a period of 60 days.

4.2 The IUCD Copper-T (380A) working group meeting to be held in last week of August 2024.



Resolution 5 (Item 7.2)

The Committee deliberated on subjects at Item 7.2 and decided to formulate Indian Standards
on the mentioned medical devices as per the remarks:

Sr. No. Name of Remarks
Equipment
1 CTG Machine Manufacturers/importers/suppliers to be identified
Hysteroscope set with ¢ India may not have manufacturing base.
Hysteromat &  office e Manufacturers/importers/suppliers to  be
hysteroscope identified.
3 Labor Table Manufacturers/importers/suppliers to be identified
4 Colposcope ¢ India may not have manufacturing base.
e Manufacturers/importers/suppliers to  be
identified.
5 Fetoscopy Set Manufacturers/importers/suppliers to be identified
6 Anti-shock garment ¢ India may not have manufacturing base.

e Manufacturers/importers/suppliers to  be
identified.

A working group to be formed on these subjects which will be constituted of manufacturers and
clinicians.

Resolution 6 (Item 8)

The ISO 19351 for Fallopian Rings is adopted as IS 13009 under MHD 03. As per the issue raised by
Mr. Vinod Kumat, Corporate Channels India, an amendment to be issued for Clause 4.3.5 Package
Seal Integrity. The option to use of Tyvek pouches for Tubal ring packaging should be continued with
the tests as per ASTM F-1929 for permeable packaging.

Resolution 7 (Item 9.3)

Mr Manikandan, HLL Lifecare Ltd., Thiruvananthapuram to be included in the following Working
groups of ISO/TC 157:

ISO/TC 157/WG 10 Burst requirements
ISO/TC 157/WG 19 Methods for hole detection
ISO/TC 157/WG 23 Natural rubber latex male condoms

Resolution 8 (Item 14)

The Briefing meeting for ISO/TC 157 to be held on 6™ or 9" September 2024.



Resolution 9 (Item 9.5)

The committee deliberated on the open ballots under ISO/TC 157 and decided to hold a meeting for
ISO/DIS 4074 in the 1*' week of September 2024.

Resolution 10 (Item 11.1)

10.1 The Committee approved for wide circulation of the documents wherever technical
modifications are not required. The standards to be taken up in phase-wise manner for revision.

10.2 The list of pre 2000 standards to be circulated for review of members wherever the ISS
are obsolete/revision required. The list to be circulated for a period of 3 weeks.

Resolution 11 (Item 13)

The tentative date for the next meeting (Q3) is on 6™ Dec 2024 as per the annual meeting
calendar. The final date to be decided in consultation with Chairperson



