JIMCT TEXHIYHUX TaHUX
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JII/ICT TeXl—Ii‘lHI/IX JAHUX
Abdos Labtech Pvt. Ltd.

Yamka Ilerpi, 00pod1eHa raMMa-BUIIPOMIHIOBAHHAM, CTEPUJIbHA
Hiiicno aast kat. Ne P10905, P10906, P10907, P10908, P10909, P10910,P10927
1. Omuc/Cnenudikauist
1.1 Onuc: Yamka [letpi — oO6pobiaeHa raMmma BUTIPOMIHIOBaHHSIM, CTEPHIIbHA

1.2 TexniuHne BUKOHAHHS . HU3bKONPOQ1IbHA YalliKa

1.3 ExcrutyarauiiiHi XapakTepuCTHKH:

Kon Hiametp (MM) Bucora (Mm) Komipku Bentuiasuniiini IlakyBaHHs KinbkicTs B
OtBopHu KOHTeiiHepi
P31207 90 15.80 BincytHi 3 Ob6oiima o 20 480
P31208 90 15.80 Bigcyrhi 3 O6oiima o 20 480
P31201 90 15.80 Bincyrsi 3 [HauB1yansHe 380
MaKyBaHHS
P31202 90 15.80 BincytHi 0 Ob6oiima o 20 480
P31209 90 15.80 Bincyrhi 0 O6otima o 20 480
P31210 90 15.80 Bincyrsi 0 TnpmBiyans e 380
MaKyBaHHs
Ob6otima 1o 8
P31205 90 15.80 Bincythi 0 (moxBiiine 384
aKyBaHH)
1.4 Marepiaan:

1.4.1 Yamxka ITetpi 3 rizpodobHOro nomicrupony (PS)

1.4.2 TlintBepmxeno posainom 21CFR, nigposnin 177.1640 JlokymMeHTy yHpaBiIiHHS 3 CAHITAPHOTO
HarJIsIy 3a SKICTIO Xap4yoBUX NMPoAyKTiB 1 MeaukameHTiB (FDA) CILIA, 110 cTOCyeThCsl BUKOPUCTAHHS
MOJIICTUPOITY B 3aCTOCYBaHHI ITPU KOHTAKTI 3 XapYOBUMHU MPOTYKTaMH.

1.4.3 Binnosinae pisHuM nosnoxxkeHHaM J{upextusu €Bponericskoro Coro3y 20'11110/EU Bix
1410112011, 1o crocyroThbest MaTepialiB i BUpOOiB 3 INIACTMACH, IPU3HAYEHUX JJIs1 KOHTAKTY 3
Xap4yoOBUMH MPOAYKTaMHU, 1 orpaBok A0 Hei (pernmament Kowmicii (€C) Ne 1183 t2012).

1.4.4 Binnosigae BuMmoram [uaidicekoro cranaapty IS: 10910 “Crneundikariist Ha MOTIIPOIILIEH 1
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foro comoJiMepu A 0€3MeYHOT0 BUKOPUCTAHHS B KOHTAKTI 3 XapYOBUMH MPOTYKTAMH,
(hapMareBTUYHOIO MPOIYKIIE0 Ta MUTHOK BOJOI0”.

1.4.5 Tlocwnanns Ha myHKT (24) 20111101EU, [Jo6aBky MOABIHOTO MPU3HAYEHHS, IO MiIJISTAI0Th
OOMEXEHHSM [Tl BAKOPUCTAHHS Y Xap4OBHX MPOJAYKTaX, HABMUCHO HE BUKOPHCTOBYFOTHCS IS
BUPOOHUIITBA IIHOTO TIPOIYKTY.

1.5 Koaip: HaniBnpo3opuii (be36apBHuii)

1.6 KonTpouas sikocti: He mictath JIHKa3u, PHKa3u 1 miporenis
BunpoOyBanHS pi3HUX XapaKTEPUCTUK BIAMOBIAHO A0 AikicHOT Crienudikamii

1.7 Inwa indgopmaiist

1.7.1 Yamku [TeTpi miaxoasaTh AJis BCIX 0AKTEPIOIOTIYHUX 3aCTOCYBaHb

1.7.2 BenTuip0oBaH1 Yallkyd MalOTh KPUIIKY IO MiAHIMAEThCA, TAKUM YHHOM 3a0€31euye
qy7I0BUI ra3000MiH 1 BUIIApOBYBaHHS

1.7.3 Yamkwu [letpi BUTPEMYIOTH CBOKO (opMy IpH Temmeparypi 10 55 °C

1.8 OcHOBHI XapaKTepHCTHKH

1.8.1 lianazon Temmeparyp: Crabinbhi npu Temmeparypi 1o 55 °C
1.8.2 3natHicTs BUTPpMYBaTH 00p00KY aBTOK/IaBYyBaHHsIM: BIJICYTHSI
1.8.3 XimiuHa pe3ucTeHTHICTh: I1B. iH(pOpMaIliio Ha BeO-caiTi

1.9 CrepuJizaunis:

Karasoxuuii Homep s crepmiizanii 3 1i€i maprtii OyB monepeaHb0 CTEPUIIIZ0BaHUU 1
J03UMETPUYHO BMITYLIEHUM Ha OCHOBI Bumor 1o crepuiizaiii MEIUYHUX BUPOOIB Ui
BAJTIAIIIMHOTO Ta 3BUYAMHOTO KOHTpONo - Pamiamiitra crepmmizamis ANSI/AAMI / ISO
11137. Ilpoxykt OyB cTepuili3oBaHui raMmMma-BunpomiHioBaHHIM Co-60

/migmuc/
BiamosigansHuii 32 rapaHTito SKOCTI
Abdos Labtech Pvy. Ltd.

Kpyrna newarka: / ABDOS LABTECH PVY. LTD., ROORKEE/
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