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.JII/ICT TeXHi‘{HHX JAHUX
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Haxoneynuku ninerok 3 ¢giabTpom, 06’emni, PP

Hiiicno aast kar. Ne P11001, P11002, P11003, P11004, P11005, P11006, P11007

1. Omuc/Cnenudikauist
1.1 Onuc:

Opnnopa3oBi HakoHEYHUKHU MikpomineTok PP, ve mictats JJHKa3u, PHKa3u, nroacbkoi

JHK, AT® i miporeHis, ceprudikoano PE

1.2 Texniyne BUKOHAHHSA .

1.2.1 Biagkpura mniHApUYHA BEPXHS 1 KOHIYHA BEPIIMHA 3 OTBOPOM /ISl 103yBaHHs pinuHu. Touna
rpajyroBajibHa MITKa JJis 0€3IOMUIIKOBOrO MiNeTyBaHHS

1.3 ExciuryarauiiiHi XapakTepUMCTHKH:

Kon 00’em Kouaip KinbkicTh Ha KOHTeiiHEp
P11001 0.2-10 pl (rpagyiioBaHi) bezbaprHi 1000
P11002 0.2-10 pl momoB:xeHi (rpagyiioBaHi) be36apBHi 1000
P11003 2-20 pl (rpamyiioBaHi) beszbaprHi 1000
P11004 2-100 pl (rpagyiioBaHni) be3bapeHi 1000
P11005 2-200 pl (rpagyitoBaHi) be36apBHi 1000
P11006 2 — 300 pl (rpamyitoBaHi) bezbaprHi 1000
P11007 100-1000 be36apBHi 500

1.3.2 BignoBinHicTh: YHiBepcanbHi ((JOKJIaHIIIE TUB. TAOIUIFO CYMICHOCTI)

1.4 Marepiaan:

1.4.1 Toninporminen (PP), I'iapodooHi, Bingnosigatots FDA 21CFR CIIIA

1.4.2 Biamosigae BuMoram, BCTaHOBIeHUM craTttero Permamenty (€C) Ne 1907/2006 ta

IorpaBKaMu 10 HbOTO.

1.4.3 Binmoginae Bumoram €Bpomneticekoi ®apmakorei, 7-e Bumanns (2011) Ta ii
nonoBHeHHsM 7.5 (07/2012), monorpadis 3.2.2 [11acTUKOBI KOHTEHHEPH Ta KPUILIKU JUIS
3aCTOCYBaHHs y (papMalleBTHYHIN ramysi.

1.4.4 Tlponyxt npormos TectyBanHs @CIIA, Bxiarogaroun Tectu kiacy VI, 1 iomy OyB

<
ABDOS

Shiv Ganga Industrial Estate,

Plot no.1 Lakeshwari, Bhagwanpur,
Roorkee — 247667 YtTapaKkxaHg, IHain
CeptudikosaHo ISO 9001 & 13485

Nigpo3ain Abdos

3apeecTpoBaHuit odic:
13A, Government Place (East)
Konkata — 700069, IHaja

Tno : +91 (0) 1332 235277

E-mail

: labtech@abdosindia.com

Web: www.abdoslifesciences.com

Kogp, IH : U85100WB2008PTC123903



mailto:info@alfamed.od.ua

JIMCT TEXHIYHUX TaHUX

npucBOeHUH KapToTeunuit paitn FDA Drug DMF 12123.

1.4.5 Marepian ycnimHo nporioB 6ionoriyni BUnpooysanHs BianosigHo 10 ISO 10993 3oBHimHi
KOMYHIKaLiiH1 PUCTPOI AJIs1 HEMPSMOT'O KOHTAKTY 3 KPOB’I0 MPOTATOM TPUBAIOTO MEPIOTy Yacy.

1.4.6 He mictuth Baxkux mertanmiB BianoBigHo mo Hupektusu ELV 2000/53 / €C, €C CONEG 1
HACTYIHUMH TIonpaBkamu. L{e o3Hauae Oe3neyHe BUKOPUCTAHHS B KOHTAKTI 3 Xap4OBUMH HMPOAYKTAMH,
(bapMarieBTHYHUMH TIperiapaTaMy Ta IMUTHOO BOJIOK0.

1.5 Kouip:
KoJiip HakoHeuHuKa- be30apBHuit

1.6 Crepuaizauis: Kartanoxxuuii Homep i crepwiizanii 3 wmiel maptii OyB MomepeaHbo
CTEPHIII30BAHUM 1 JIOZMMETPUYHO BHITYIIEHWH HA OCHOBI BuMor 1o crepmmizaliii MeIuIHIX
BUpOOIB Uil BaJifamiifHOro Ta 3BUYAHOTO KOHTPONIO - PamiamiiiHa creprizaris
ANSI/AAMI / ISO 11137. Tlpoaykt 6yB crepuiaizoBaHuii ramMmma-BuripomMinoBanHsam Co-60.

1.7 KoHTpOJIb SIKOCTI:
BunpoOyBaHHS pi3HUX XapaKTEPUCTUK BIATIOBIIHO A0 fikicHOT Crienudikarii

1.8 Inma indopmanis

BararopazoBe BUKOPUCTaHHS, TIIBKU OOKC MOKe OyTH aBTOKIIaBOBaHUH 10 10 IUKITIB.
Cynepdinbtp 3a0e3mneuye 3arnodiranas aepo30JIbHOMY 1 pITUHHOMY IPOCOYYBAaHHIO Yepe3 MIMeTKY,
THUM CaMUM 3aro0iraidn nepexpecHe 3adpyaneHss. I'iapodoOHuii GieTp HE MiCTHTH 100aBOK 1 HE
MOTJIMHAE 3PA3KHU.

HakoHeuHMKY TUTBKH JJI OTHOPA30BOTO BUKOPHUCTAHHS.

1.9 OcHoOBHi XapaKTepUCTHKHU

1.9.1 Marepiaa BurorosJsiennsi: [lepsunnuii noninponiiex (PP) Bucokoi uncrotu

1.9.2 Jliana3on Temmnepatyp: Bix -80 °C mo+121°C npotsaroM 20 XBUINH

1.9.3 3parhicte BUTPUMYBATH 00pOOKY AaBTOKJIaBYBaHHAM: Moxe OyTu
aBTOKJIAaBOBAaHUH, ajie MOKe BTPATUTU TOYHICTh YCTAaHOBKU (LIBTPIB

1.9.4 XimiuHa pe3ucTeHTHICTh: IUB. iHpOpPMaIIifO Ha BEO-CaNTI
1.9.5 Yrpumanns: Haiikpami y cBoemy kJiaci (3 KUCIOTHUMH 1 OCHOBHUMHU OapBHUKaMM)

KepiBHI/IHTBO 3 ABTOKJIABYBAHHA IJISl IIJIACTUKOBHUX MaTepia.niB

Bci muiacTuKOBI BUTpaTHI MaTepiaid aBTOKJIABYIOThCS Ipu Temmepatypi 121 o°c npotrsarom 20
XBWIMH, 15 psi (pyHTIB Ha kBaapaTHuil mwoiiMm) / 1 atM. He BUKOpUCTOBYHTE CyXUM LMK,
OCKIJIBKH 1€ MOXe TpU3BecTH A0 nedopmaitii abo ocinabnenHto miactuka. [lepen BunaseHHsIM
MPOAYKTY JA03BOJIBTE TEMIIEPATypi BCEPEIMHI aBTOKJIaBa TIOBEPHYTHUCS NTpUHAWMHI 110 SO oc.
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