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Criiika paa IUVIP-cTanumii 3 kpumkoro,
III1, giiicHa 119 KATAJI0KHOTO0 HOMEPY
P11103

1. Onuc/cneundikamis

1.1 Onuc: Criiika nis [IJIP-cTanmii 3 kpumkoto, ITI1

1.1.1 Ii cridiku 11 poOoUnX CTaHLINA MOXHA JIETKO ITa0e0BaTH.

1.1.2 Ha uux mwrratuBax MokHa po3micTutu 96-nyHkoBi [IJIP-nnanmeru 6e3 60pTUKIB,
HamiBOOPTHUKIB 1 60pTHUKiB, okpemi [IJIP-nipobipku 1 MikpoueHTpudyxHi npodipku Ha 0,5, 1,51 2,0
MIL

1.1.3 I1i poGoui cTaHLii € ieaabHO0 IIaTHOPMOLO IS 330BOJICHHS BCIX MOTPeO y BiAOOPI 3pa3KiB
1o abo micyst ITJIP.

1.1.4 1li poGoui cTaHIlii MalOTh JITepHO-IIU(GPOBY 1HAESKCAIIIIO IS MIBUAKOL Ta
TOYHOI 17IeHTU(IKaIT].

1.1.5 PoGoua Temnepatypa Big -80°C o +121°C, MmokHa aBTOKJIaBYBaTH.

1.2 Au3aiin:

[IpsmokyTHa criiika ans [IJIP-cranmii

1.3 Cnenndikanisi npoayKTHBHOCTI:

Kon €EmHicTh A x I x B (mm) KinbkicTsb 3a
KO’KHY CIIpaBy
P11103 24 innuBinyaneHi [1JIP- 215x120x50 3)

poGipku 1o 0,2 mi, 16
npobipox 1o 0,5, 1,5/2,0 mn
Ta ITaTUB Ha 96 TyHOK ISt
I1JIP-mraHmeTis.

1.4 MarepiaabHmuii:
1.4.1 lMominpominen (PP), rinpodgoOuumii, miarsepmrerno FDA 21CFR CIIIA

1.4.2 Binnosinae BuMoram €Bporneiicbkoi gpapmaxornei "[11acTukoBi KoHTeHEpH Ta
3aKyIOpIOBaIbHI 3ac00M [T (papMalleBTUYHOTO 3aCTOCYBaHHA'".
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1.4.3 TIpoxyxt npoiitioB TectyBanHs USP, BKiIouarouu Tecty kiacy VI, MaTepiaiy yCIinHO MPOUIILIA
6iomoriyHi TectH BianosigHO A0 ISO 10993 30BHIMHIX KOMYHIKAIHHUX TPUCTPOIB ISl HEPSIMOTO
KOHTAKTYy 3 KPOB'IO IPOTSATOM TPUBAJIOTO NEPiOy.

1.4.4 He micTuTh BaxXkux MetaniB, ROHS 3rinHo 3 BiAmoBiqHuMEU BUMOramu periameHTiB €C
1935/2004/CE, 2002/95/EC 3i 3minamu Ta gonoBHeHHsMu, UE 10/2011 31 3minamu ta

nonoBHeHHssMU. EU CONEG Ta nactynni nonpaBku 10 Hbor0. be3neune BUKOpUCTaHHS IPpU

KOHTAKTI 3 Xap4OBUMH MPOAYKTaMH, (hapMaleBTHUHUMH ITperapaTaMy Ta IIUTHOK BOIOKO

1.4.5 IIpoayKT BUTOTOBIISIETHCS 0€3 BUKOPUCTAHHS CHPOBUHU TBAPMHHOTO MOXOKEHHs. ToMmy,
HACKUIbKH HaM BijjoMo, npobiaema BSE/TSE He cTOCy€eThCs IIOTO MPOAYKTY. Y MpOIieci BAPOOHHUIITBA,
TPAHCHOPTYBAHH Ta MaKyBaHHS LIbOTO MPOAYKTY HE BUKOPUCTOBYIOThCS MaTepialii, 10 MICTATH JIATEKC
a00 HaTypaJIbHUN Kay4dyK.

1.5 Kouip:
JlocTynHui y 4epBOHOMY, 3€JIEHOMY, )KOBTOMY, O17IOMY Ta CHHbOMY KOJbOPax
1.6 KoHTpOJIb AKOCTI:

[Ipoaykiiiss BUTOTOBJISETHCS, IEPEBIPAETHCSA 1 BA3HAETHCS TAKOIO, 1110 B1JINOBIA€ BUMOTraM crierudikarii
NPOAYKIIT Ta IKOCTI, SIK 1Ie 3aJoOKyMeHTOBaHO B Cuctemi ynpasiinas skicTio [SO 9001:2015 Ta
13485:2016. BunpoOyBaHHs pi3HUX XapaKTEPUCTHK BIAMOBIAHO J10 [it0401 crienudikarii, nepesipka
PO3TIISIHYTA Ta MiIHCaHA ISl BUITYCKY MPOIYKITT

1.7 Inma indopmanis

1.7.1 Li criiiku 11 poO0OYMX CTaHIIIA MOYHA JIETKO CKJIQJaTH B MTa0eINb.
1.7.2 PexomeH10BaHO Il 0araropa3oBOro BUKOPUCTAHHS.

1.8 OcHoBHi pyHKuii

1.8.1 Jlianason Temnepatyp: Bia -80° C mo + 121 C°

1.8.2 ABTokaaByBaHHs: Tak, aBTOKJIABYEThCS TIPU TUCKY 15 QyHTIB Ha KBapaTHUI AFOWM 1 TEeMIiepaTypi
121° C npotsrom 20 XBUIUH

1.8.3 BUroToBiieHO B aCENTUYHUX YMOBaX

1.8.4 Ximiuna crifikicTb: 1uB. BeO-caiiT (Www.abdoslifesciences.com)

ITociOHMK 3 aBTOKJIABYBAHHSA IJIACTMAC

Yci NIacTHKOBI BUTPATHI MaTepialy MOKHA aBTOKIaByBaTH 3a Temneparypu 121° C mporsrom 20 xBumun
npu THCKY 15 QyHTIB Ha KB. 110WM/KB. JroiiM. He BUKOPHCTOBYHTE CyXUil IMKJII, OCKUIBKH 1€ MOXE
MpHU3BECTH 110 Aedopmairii abo ocnabneHHs iacTuky. [lepen BuiiManasaM BUpoOy 3aueKaiTe, MOKH
TeMIepaTypa B aBTOKJIaBi MOBepHETHCs 10 mpuHaiivMui 50 C.°

IncTpykuig i3 3acTOCYBAHHSA

[TpoaykT MOXHA BUKOPUCTOBYBATH IS

KOHTAKTy 3 Xap4OBUMH TPOYKTAMHU.

Temnepartypa 30epiranss. He 6unbmie 30 °C

[Tepen BuKOpUCTAaHHSAM MEpPEBIPTE MPOIYKT HA HASIBHICTH TPIIIUH TOIIO.
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[Tepesipre Bcro iH(OpMaIlito, HaAPYKOBaHy Ha MakeTax abo
KOpoOKax. 3aBXI1 HOCITh PyKaBUYKH I1iJ] 4ac poOOTH 31
3pa3KOM.

NONEPEOAXEHHA

HE 306epiratu cuiabHI OKUCITIOBAYI.
HE xnaaitTe miacTUKoBHiA 1a00paTOPHUN MOCY Y TOTYM's.

HE 3mimryiiTe XiMiuHi pe4OBUHH, SIKI MOXKYTh CIIPHUMHUTH TEPMIUHY PEAKIIiI0, [0 MOXKE MMPU3BECTHU 10

BUXOAV BUDOOV 3 jaav. [lepen 30epiraHHaM JIErK03aiMUCTUX DIIMH O3HANOMTECH 3 MICIIEBUMU
UKRP
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