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fawa / Subject: Comment regarding addition of test method in Cl. 7.4 Sterility
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SL. IS Standard wenfan azema/ Proposed FwelJustification
No change
I IS Single-Use Clause 7.4 Sterility The Clause 7.4 of IS 13422:2024 / ISO
13422: | Sterile Rubber 10282:2023 explicitly does not specify any test
2024 Surgical Gloves 7.4.1 Gloves shall be | method for checking the sterility of gloves which
/1SO — sterilized. The nature of | in our opinion is an essential requirement, the
10282: | Specification the sterilization process | product being a sterile one.
2023 shall be disclosed on
request. Similar requirement exist for IS 3319: 1995

BLADES, SURGICAL, DETACHABLE
74.2 Gloves when | (BARD PARKER TYPE) AND HANDLES —

“tested in accordance | where each batch of the sterilized blades shall
with IS/ISO 11737-1: | meet the requirements of sterility, when tested in
2018, the Total accordance with IS 10150: 1981." [IS 10150:
Microbial count (Total | 1981 has been superseded by IS/ISO 11737-1:
number of bacteria and | 2018].

fungi) (CFU /100 em?)
shall be Absent.

W
RA e
R Shaw
U&. St ¢TP (Microbiology)
‘\/\\\"7/“
: WA
0IC
}(M CQ
.\ -\A)\ )
H(MHD

Copy to: HSCMD



