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CENTRAL MARKS DEPARTMENT-2
Our Ref: CMD-2/16:17349 13 08 2025

Subject: Guidelines for implementation of amendment no. 1 to IS 17349: 2020.
This has reference to the subject mentioned above.
The Competent Authority has approved the enclosed Guidelines for implementation.

It is requested to ensure the implementation of the above Guidelines with immediate
effect.

Harish Meena
Scientist-C
Head (CMD-2)
All ROs/BOs/Labs/TXD/LRMD




CENTRAL MARKS DEPARTMENT-2

Our Ref:CMD-2/16:17349 Date: 13 08 2025

Subject: Guidelines for implementation of Amendment no. 1 to IS 17349: 2020
(Medical Textiles — Shoe Covers — Specification).

1. Amendment no. 1 to IS 17349: 2020 has been published. The last date of
implementation of the amendment is 215 November 2025.

2. The significant changes in the standard through this amendment as listed in the
Table are given for the purpose of general guidance.

Clause No. | Change

5.2 Table 1 | The “Cleanliness — Microbial (CFU/100 cm?)” has been substituted with
Sl.no (i) “Cleanliness — Total microbial count (total number of bacteria and fungi)
Col (2) (CFU/100 cm?)”

2. The change to the standard through this amendment is editorial only, which require no
evidence of conformity to the amended standard to be established.

3. Inview of the above, BOs are requested to circulate this amendment to licensees and
applicants immediately within 7 days of issue of this circular.

4. No application for grant of licence and/or change in scope of licence shall be accepted
or grant of licence/change in scope permitted without consideration of the amendment
after 215 November 2025.

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

Harish Meena
Scientist-C
Head (CMD-2)

DDG (Certification)



