JIMCT TEXHIYHUX TaHUX
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JII/ICT TEXHi‘lHI/IX JAHUX
Abdos Labtech Pvt. Ltd.

Haxoneunuku nminerok 3 GiabTpoM (HU3bKe YTPUMAHHS OCTAHHBOI KPaILIi),
HagaJjiom y noBTOpHO repMeTu3oBaHomMy naketi PP

Hiicno past kar. Ne P11050, P11051, P11052, P11053, P11054, P11055, P11056
1. Onuc/Cnenudikanis
1.1 Onuc: OgHopa3oBi HakoOHeUHUKH MikponineTok PP, ve mictsats JIHKa3u, PHKa3w,
moacekoi JJTHK, AT® 1 miporenis, ceptudikoBano PE
1.2 Texniune BUKOHAHHS:

1.2.1 Binkputa UuiaiHApUYHa BEPXHS 1 KOHIYHA BEPIIMHA 3 OTBOPOM JIJIs 1O3YBaHHS piiuHU. TouHa
rpaayroBajibHa MITKa JJIsT O€3IIOMUIKOBOTO MIMEeTYBaHHS

1.3 ExcrutyarauiiiHi XapakTepuCTHKH

Kon 00’em Kouip KinbKicTb B ynakoBui
P11050 0.2-10 pl (rpagyiioBani) beszbapsHi 1000
P11051 0.2-10 pl momoB:xeHi (rpagyiioBaHi) beszbapsHi 1000
P11052 2-20 ul (ckoleni rpaayiioBaHi) bezbaprHi 1000
P11053 2-100 pl (ckomieni rpaayiioBaHi) be36aprHi 1000
P11054 2-200 pl (ckomieHi rpaayiioBaHi) beszbaprHi 1000
P11055 2 —300 pl (rpagyitoBaHi) be36apBHi 1000
P11056 100-1000 beszbaprHi 500

1.3.2 BignoBiaHicTh: YHiBepcalbHi (JIOKIaAHIIIE AUB. TAOIHUIIO CYyMICHOCTI)
1.4 Marepiaan:
1.4.1 Toninporminen (PP), ['iapodooHi, Binnosigatots FDA 21CFR CILA

1.4.2 Biamosigae BuMoram, BCTaHOBJIeHUM craTttero Permamenty (€C) Ne 1907/2006 ta
MTOTIPaBKaMH JI0 HBOTO.

1.4.3 Binnosinae Bumoram €Bponelicekoi @apmakornei, 7-e Buganss (2011) ta ii
nonoBHeHHsM 7.5 (07/2012), monorpadis 3.2.2 [11acTUKOBI KOHTEMHEPH Ta KPUIIKH JIs
3aCTOCYBaHHs y (papMalleBTHYHIN ramysi.

1.4.4 TIponykt npoiimos TectyBanHs OCIIIA, Bkitouaroun Tectu kiacy VI, i iiomy OyB
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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 Crepuaizanis
Karanoxuuii HOMep Ui crepuiizamii 3 1€l maptii OyB MOMEPEeIHbO CTEPUIII30BaHUH 1
JO3MMETPUYHO BHITYIIEHWH Ha OCHOBI Bumor mo crepuimizamii MeAWYHUX BHUPOOIB I
BaJIiIalliiHOrO Ta 3BHYAMHOrO KOHTPOJIO - Pamiamiiina crepmmzamis ANSI/AAMI / 1SO
11137. IIpoxykT OyB cTepuIiIi30BaHni raMMa-BunipoMiHoBaHHAM Co-60.

1.7 KoHTpoJb AKOCTI:
BunpoOyBaHHs pi3HUX XapaKTEPUCTUK BIAMOBIAHO A0 AlkcHOT Crienudikanii

1.8 Inma indopmanis

Bararopa3oBe BUKOpUCTaHHSI, TUTbKU OOKC MOXKe OyTH aBTOKJIaBOBaHwMiA 10 10 HUKJIIB.
CymnepdinbTp 3abe3nedye 3anodiranHs aepo30JbHOMY 1 PIIMHHOMY MPOCOYYBAHHIO Yepe3 MIMeTKy,
TUM CaMUM 3anobiraroyu nepexpecue 3adpynueHHs. ['igpodoOHuii GinbTp HE MICTUTH 100aBOK 1 HE
MOTJIMHAE 3Pa3KH.

HakoHeuHUKH TUTBKH 11 OJTHOPA30BOTO BUKOPHUCTAHHS.

1.9 OcHoBHi XapaKkTepUCTHKH

1.9.1 Marepiaa Burorosisiennsi: [lepsunnuii noxinponinen (PP) Bucokoi uncrotu

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

193 3parnicte BUTpUMYBATH 00poOKY AaBTOKJIaBYBaHHAM: Moxe OyTu
aBTOKJIAaBOBAaHUH, ajle MOKE BTPATHTH TOYHICTh YCTAHOBKH (QLIBTPIB

1.9.4 XimiuHa pe3ucTeHTHICTh: AUB. iH(pOpMaIlito Ha BeO-cailTi

1.9.5 Yrpumanus: Haiikpamii y cBoeMy kiaci (3 KUCIOTHUMH i OCHOBHUMH OapBHHKAMM)

KepiBHHITBO 3 aBTOKJIaBYBaHHS VIS IJIACTHKOBUX MaTepiasiB

Bci minacTukoBi BUTpaTHI MaTepiany aBTOKJIaBYIOThCS MpuU Temmneparypi 121 o°c npotsarom 20
XBWIUH, 15 psi (GyHTIB Ha KBajgpaTHUM mroiim) / 1 atM. He BukopucToByiiTe CyxXWil LUK,
OCKIJIBKH 11€ MOYKE TPU3BECTH /10 Aedopmartii abo ocnabnenHto miaactuka. [lepen BuganieHHsIM
TPOJIYKTY J03BOJBTE TEMIIEPATYpPi BCEPEIMHI aBTOK/IaBa IIOBEPHYTHCS npuHaiiMHi 10 50 °C.
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/mignuc/
BinnoBinansHuii 3a rapaHTiio SKOCTI
Abdos Labtech Pvy. Ltd.
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