JIMCT TEXHIYHUX TaHUX

YMNOBHOBAEHUMN MPEACTABHUK B YKPAIHI: IIOK,NQ — Ab/TDS/LN-55-1
MANPUEMCTBO «ANTbOAMEL» < Bepcis Ne: 02
Y ®OPMI MANIOIO NPUBATHOIO NIANPUEMCTBA
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JII/ICT TeXl—Ii‘lHI/IX JAHUX
Abdos Labtech Pvt. Ltd.

HakoHeuyHuKH minerok, 06’emnui, PP

Hiiicno mas kat. Ne P10115, P10137, P10129, P10130, P10101, P10105, P10138, P10102,
P10106, P10144, P10145

1. Omuc/Cnenudikauist
1.1 Omnmc: OgHopasoBi HakoHeYHHUKHU MikporineTok PP, ne mictare JIHKa3u, PHKas3mn, 1
niporeHis, ceptudikoano PE
1.2 TexHniuHe BUKOHAHHS .
1.2.1 BiakpuTa mutiHApUYHA BEPXHS 1 KOHIYHA BEPIITUHA 3 OTBOPOM JIJIS I03YBaHHS PiTUHHU.

1.3 ExcrutyarauiiiHi XapakTepuMCTHKH

Koxa 00’em Koaip KinbkicTh Ha KOHTeliHep
P10115 0.2-10 pl (rpanyiioBani) beszbapsHi 1000
P10137 0.2-10 pl momoBxkeHi (rpaaylioBaHi) bezbaprHi 1000
P10129 2-200 pl (ckomieHi, rpaayiioBaHi) KomTi 1000
P10130 2-200 pl (ckomeHi, rpagyioBaHi) be36apBHi 1000
P10101 2-200 pl (ymeTpa TO4HI OTBOPH KomTi 1000

HAKOHEYHHKA )
P10105 2-200 pl (ymeTpa TO4HI OTBOPH beszbaprHi 1000
HAKOHCYHHKA
P10138 2 —300 pl (rpamyitoBaHi) bezbapeHi 1000
P10102 100-1000 pl CuHi 500
P10106 100-1000 pl be36apBHi 500
P10144 1 — 5 mut (rpamyiioBasi) bezbaprHi 100
P10145 1 — 10 ma (rpagyiioBaHi) be36apBHi 100

1.3.2 BignoBigHicTh: YHIBepcambHI (JIOKJIQIHIIIE JUB. TAOIUITIO0 CYyMiCHOCTI)
1.4 Marepiaan:
1.4.1 Toninporminen (PP), ['apodoOuuit

1.4.2 lleii marepiain Biamosigae kputepisim Pernmamenty FDA 21 CFR 177.1520. onedinoi

<1
ABDOS

MOJIIMEPH.

Shiv Ganga Industrial Estate, 3apeecTpoBaHmii odic: Tnd : +91 (0) 1332 235277
Plot no.1 Lakeshwari, Bhagwanpur, ' 13A, Government Place (East) E-mail : labtech@abdosindia.com
Roorkee — 247667 YTrapakxata, IHaia KonkaTa — 700069, IHajs Web: www.abdoslifesciences.com

CeptudikosaHo ISO 9001 & 13485 Koa IH : U85100WB2008PTC123903
Nigpo3ain Abdos


mailto:info@alfamed.od.ua

JIMCT TEXHIYHUX TaHUX

1.4.3 He mictuth Baxkkux MertamiB BianosinHo 10 Jupektusu ELV 2000/53 / €C i HacTynHIM
MOTIPaBKaM.

1.4.4 1leit maTepiaa BUKOPUCTOBYETHCS JUISl BCIX MPUCTPOIB A1arHOCTHKU (MEIUYHI
npuiaaay kiacy 1) BiamosigHo 1o BuMmor Jlupexktusu 93/42.

1.5 Kouaip:
Konip nakoneunuka- bez0apBHuii, )KOBTUH 1 CHHIN

1.6 Crepuaizania: Katanoxuuii Homep ans crepwiizauii 3 1iei mapTii OyB MOmepenHbO
CTEpHJII30BaHUH 1 TO3UMETPUYHO BUITYIIEHUH Ha OCHOBI Bumor mo crepuiizaliii MEIUYHUX
BHpPOOIB JUIsl BaTiIaiiHOTO Ta 3BHYAaHOTO KOHTposr0 - PamiamiiiHa crepumizaiis
ANSI/AAMI/ISO 11137. [Ipoaykt 6yB cTepuitizoBaHuii raMmma-BUripoMiHioBanHsAM Co-60.

1.7 KoHTpoJb AKOCTI:
BunpoOyBanHs pi3HUX XapaKTepUCTUK BIAMOBIAHO A0 AikicHol Cienudikanii

1.8 Inmma indopmanis

Bararopa3oBe BUKOpUCTaHHS, TUIBKU OOKC MO>ke OyTH aBTOKJIaBOBaHHM 10 10 LUKIIIB..
HakoHeuHMKH TUTBKH IS OTHOPA30BOTO BUKOPHCTAHHS.

1.9 OcHoOBHi XapaKTepUCTUKHU

1.9.1 Marepiaa Burorosiienns: [lepsunnuii noninponinex (PP) Bucokoi uncrotu

1.9.2 Jlianaszon Temmeparyp: ix -90 °C 1o + 121 °C mporsirom 20 xBrmus

1.9.3 3parwmicts BUTpUMYBaTH 00po0OKYy aBTokJaByBanHaM: TAK, moxe Oytu
aBTOKJIaBOBaHMiA Tipu 15 psi i Temmepatypi 121 °c npotsaroM 20 XBHINH

1.9.4 XimiuHa pe3ucTeHTHICTh: IUB. iHpOpMaIIifO Ha BEO-caiTi

1.9.5 Yrpumanns: Haiikpamii y cBoeMy kiaci (3 KUCIOTHUMH 1 OCHOBHUMHU OapBHUKAMH )

KepiBHI/IHTBO 3 ABTOKJIABYBAHHA JISl INIACTUKOBHUX MaTepia.niB

Bci muiacTukOBI BUTpaTHI MaTepiaid aBTOKJIABYIOThCS Ipu TeMmepatypi 121 °c nporsarom 20
XBWIMH, 15 psi (GyHTIB Ha KBajgpaTHWi mroiim) / 1 atM. He BUKOpUCTOBYiiTE CyXWil LUK,
OCKUITBKH 1€ MOKe MpU3BecTH 10 jJedopmarrii abo ocrnadiieHHto miactTuka. [lepen BumpancHHSIM
TPOJIYKTY JO3BOJIBTE TEMIIEPATYpi BCEPEIMHI aBTOK/IABA IIOBEPHYTHCS npuHaiiMHi 10 50 °C.

<1
ABDOS

Shiv Ganga Industrial Estate, 3apeecTpoBaHmii odic: Tnd : +91 (0) 1332 235277

Plot no.1 Lakeshwari, Bhagwanpur, 13A, Government Place (East) E-mail :labtech@abdosindia.com
Roorkee — 247667 YTTapakxang, IHaia Konkata — 700069, IHais Web: www.abdoslifesciences.com
CeptudikosaHo ISO 9001 & 13485 Koa IH : U85100WB2008PTC123903

Nigpo3ain Abdos



JIMCT TEXHIYHUX TaHUX

/migruc/
BianosinansHuii 3a rapaHTito SKOCTI
Abdos Labtech Pvy. Ltd.

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