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is summary of Siﬂ(k) safety and effectiveness mfompatnon is bemg submltted m
rdance w:th the. Hequzrements of SMDA 1990 and 21 CF R 807.92.

ass;gned 510(k) humber iss KAL 23020
submlzggr_‘s Iddgjjﬂcatxog C. Alva

Kemwell International Ltd.
3B, Peenya, Il Phase -
Bangalore 56@ 058, India
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; @ate' s‘dmmélryiprepared: 10th July 19961

GLOVEL Gx Powder—free Latex Surgxcal
Gloves. ; | .

. Class | Powder-free Latex Surgical Gloves - |
s which meets the requirements of ASTMD
P 3577-81. The Fqu:valent device identified in’
the market is SAFESKIN-SUPRA of Safeskm
Corporation, USA

Device Description: Classification by FDA's General and Plast:c -
o ' Surgery Device Panel as Class 1, 21 CFR'
878.4460, Surgical Powder-free Latex Gloves
78KGO, and meets all reqmrements of ASTM
Standard D-3577 91.

. :-lfnteri ;i se’}: This device is :ntended to be used as a smgle

use dlsposable stérile surgical glove.
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| The Standar!ds‘ used for Glovel Gx, Powder-free Latex Surgacal Gloves = .
-+ | production are} based on ASTM-D-3577-91. All tests meet requirements of

: Physma! and Dimensions Testing conducted on Egloves Inspectlon Level S-2
_— kAQL 2, 5

g There are no speclal labeling claims and we do not claim our gioves as
hypoallergemc'on our labels.
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, . i 1
Kemwell Internatlonal Lid. Powder-free Latex
Surgical Gtoves is substantlally equivalent i m
safety and effectlveness to the Gloves soid by

Safeskin Corporatton USA, the brand name |
SAFESKIN- SUPRA '

aNE
|

1 The FDA 10001 ml Water Fill Test was a!so conducted with: samplings of. AQL »
3 1.5, lnspectlbn Level | meeting these requirem
11 Skin Sensmzaﬁon (a!lerg:c contact dermatitis) t

e}nts Primary Skin Irritation and :
o showmg no pnmary skin. irritant or sensmzatlon reactlons

stmg was conducted with resu’lts
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“Not apphcabile }‘ there is no hypoallergenic ciaim|

Q_Q_Q.uﬁ_. }
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i;‘:Teinpeli'aturé | 55-60°C L - ’
RH: 50% (min) i | , o
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' Kemwell Intamatsonal Ltd. Powder-free Latex Surgeon s Gloves conform ful!y to
ASTM-D-3577-91 standards as well as apphcable 21 CFR references, and,

' .meets dmhoﬂe FDA requirements, bnocompahbmﬂy requirements and Iabelmg
~claims as sho

wp by data in our 510(k). There arg no safety/efficacy issues or ‘

' new c!aums from the “Substantial Equivalence” pqoducts dited.

l

Based on the non-chmcal tests our product has demonstrated to be as safe and
5 :effectlve as our‘ predicate device.
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