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DRAFT INDIAN STANDARD IN WIDE CIRCULATION

Reference : 25390 Date : 29 July 2024

TECHNICAL COMMITTEE : Anesthetic, Resuscitation and Allied Equipment, MHD 11

To,
All concerned

Dear Madam/Sir,

The following document has been prepared by the Anesthetic, Resuscitation and Allied Equipment Sectional
Committee, MHD 11. Please click here to view the document.

Document Number : MHD 11 (25390) WC

Title of the document : Biocompatibility evaluation of breathing gas pathways in healthcare applications
Part 4: Tests for leachables in condensate

Document Type : New Indian Standard

This document has following salient features which may require specific attention for your valuable comments:

1) SCOPE - This Indian standard specifies tests for substances leached by liquid water condensing in gas pathways of
a medical device, its parts or accessories, which are intended to provide respiratory care or supply substances via the
respiratory tract to a patient in all environments. The chemical characterization methods described in this document
apply to chemical substances that could leach from the medical device, its parts or accessories into the condensate. This
document establishes verifiable acceptance criteria for these tests. The identity and quantity of each chemical released is
intended for toxicological risk assessment as described in 1SO 18562-1:2024.

Please examine the document and share your comments regarding further improvement in the document.
Last date for sharing the comments is : 28 August 2024

The comments should be shared in the prescribed template through this portal only; and the comments so received
shall be taken up by the Sectional Committee for necessary action. For any other query, please write an email at
mhd@bis.gov.in to the undersigned at Bureau of Indian Standard, Manak Bhawan, 9, Bahadur Shah Zafar Marg,
New Delhi.

In case no comments are received, we would presume your approval of the documents. However, in case we receive
any comments on the document, the same shall be put up to the Sectional Committee for necessary action.


https://www.services.bis.gov.in/php/BIS_2.0/dgdashboard/draft/darftdetailcomm/139/3/MHD-11

Thanking You,
Yours faithfully,
(UNNIKRISHNAN A R)

Head (Medical Equipment and Hospital Planning Department)
Email: mhd @bis.gov.in
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