MAY -6 ?9@"?] T .08.01.1997 <«— -
i FOR K-970794
1.0 APPLICANT: .
Dr. POONSUK CHERDKIATGUM( I
SIAM SEMPERMED CORPORATION.Ltd
110 MOO £ KANJANAVANIT ROAD
. * PATHONG HATYAI SONGKHLA
THAILAND 90230
TEL: 66 074 291 648 OR 291 649
FAX: 66 074 291 650
2.0 CONTACT PERSON
Dr. POONSUK: CHERDKIATGUM MR DON | MO
SIAM SEMPERMED CORPORATION )ﬁ)d SATARI CORP
110 MOO 8 KANJANAVANIT ROAD 14 LEEW, LAND
PATHONG HATYAI SONGKHLA CLEARW.
THAILAND 90230 © - USA FL
TEL: 66 074 291 548 QR 291 649 TEL: 813 416 3534 OR 800 366 9545
(' ¥AX: 66 014291 650 FAX: 8!3 33 343 oo
3.0 Device Chs:: I
Product code: $0LYY
4 0 Speclﬁmtmn. Imzx panent exammanon g!ove (powderfiee)-Class 1 30LYY"
G mbcts all nﬂhe z;qulre:nent;s of ASTM standald D3578-93 - -
£0 Dcnu: Descr(phan Latex Pancnt EraminLnon glove JPowdcrﬂec ' .
.-+ . 50 microgrsms orless of total water extractsblé protin per jyram of glove
6.0 Infended use: A patient examination glove Is a disposable device in 4l purposes that is womn
X oo the examiners band or fifger 1o preveat contamination § paticat and cxaminer,
7.0 Sarface treatment: Polm:r'&oamd, Hilogenation/Siliconization and cxttasive washing in watcr
Quter surface: Free from glove powder
8.0 Human Repeat Iasult Pateh Test: Concotdia Research Laboratories, Ing, StudyjNumber:

“ Beaausc of the completo Lack of reactions Huring both the Induction and Phases, it is apparent thar
this test glove, when tested under the erated conditions of the Occlyded Insult Patch Test,
may be uﬂ:ly distribated for its mtm;:;ﬁc
K i8 the opinion of the investigator and deymatologist that the Irritation nhds dtization potential of the above
captioned tost article §5 extremely low, :t‘Tx:mn: at all.”
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9.0 QUALITY CHARACTERISTICS

DESCRIPTION .~ ASIM
, DIMENSTON : S2 AQLYO S2AQL ag
Ovanll Jength . - 230min. | : ) 14_W-lﬂmm
Widts - ' ' " 55 <8omm |
(double wall) S 80 +- 10 mm S 8345
M 95+~ 10 mm M 9.5
' L 111 4/- j0mm L 105 +/-4
Thicknage, mm .
Finger 0.08 mm|MIN. 0.08 mm .
pudo 0.08 mm |MIN. 0.03 mm Mmy.
PHYSICAL PROPERTIES $-2 AQL} 40 S2 AQLaag
. Befara and aging
Tensila strength . ing 10 14 Mpa MIN
Elovgetion et break . .- ASTMPD3s78-95 700% MIN.
(g IR TS IR ) S
. cullestegth - - 14 Mpa MIN.
Elongation at bresk S00% MIN.
WAIER xxmcruu; " 3 52 AQL 4.0 '
i} rsonm , - .. NAY | 7 s0ugie MAX. ) ..
m::aomﬁou S4 AQL 4.0 E II‘AQ"LI 15

10, Conclusion: Siam Sempenned Latex Pauc t Examination Glove polymer] Powdésfree
\ mect the ASTM mndud or cquivalent
 mect plahale FDA requitcments |
| moer l!bdmg‘chnns(laej 0 and 6.0 above)

Dr. POONSUK CHERDKIATGUMCHAI !
Sealor Assistant Chilef Production Officer (quitlity)
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Mhic docvment god its conteats arc canfidcatigl, DY not discuss with ¢c give access ‘o pwpllf not designnted.
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