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13422
2024
i ISO
10282
2023

S ingle-Use
Sterile Rubber
Surgica I Gloves

Spec ification

Clause 7.4 Sterility

7.4.1 Clor'es shall be
stcrilizcd. Ihe natr.rre of
tlle sterilization process
shall be disclosed on
request.

7.1.2 Gloves whenntested in accordance
rvith lS/lSO I1737-l:
2018. the Total
Microbial count (Total
number of bacteria and

fungi) (CFU i 100 cm2)
shall be Absent.

The Clause 7.4 of lS 13422:2024 I ISO
10282:2023 explicitly does not specify any test
rnethod for checking the sterility ofgloves which
in our opinion is an csscntial requirenrent. tlre
product being a sterile one.

Similar requirement exist fbr lS 33 I 9: I 995
BLADES. SURCICAL. DETACHABLE
(BARD PARKER TYPE) AND HANDLES -where each batch of the sterilized blades shall
meet the requirements ofsterility. wllen tested ;n
accordancc uith IS i0150: 1981." IS 10150:
l98l has been superscded bv IS/lSO 11737-1:.
20 r 8l.
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