YNOBHOBAXEHWUIA NPEACTABHUK B YKPATHI:
niANPUEMCTBO «AJIbdAME»
Y ®OPMI MANIOTO NMPUBATHOIO NIANPUEMCTBA

65007 Ogzeca, Byn. MeuHukoBa, 6ya. Ne51, ks. 77
Ten./®akc: +380 48 705 32 68, info@alfamed.od.ua

1. Onuc/Cnenudikanis

1.1 Onuc:

TTJIP mpo6ipku, PP, e mictuts JIHKa3u, PHKas3u, niporenis

1.2 TexHiyHe BUKOHAHHSA

&

JIMCT TeXHIYHUX JIAHUX
Abdos Labtech Pvt. Ltd.

IIJIP npo6ipka, PP
Hiiicno pas kar. Ne P10701, P10702

1.2.1 TIpo6ipka: [uninapuyHa BepXiBKa 3 KOHIYHUM JTHOM
1.2.2 Kpumika npoOipku: NPUKPITUICHNH 3aTUCKHUN KOBIAYOK 3 KPUIIIKOFO
1.2.3 KoBnauku ontu4Ho npo3opi 1yt qPCR TecTyBaHHS B pealbHOMY 4aci

1.3 ExcrutyarauiiiHi XapakTepuCTHKU

Jox.Ne — Ab/TDS/PCR-99
Bepcist Ne: 02 Jlara: 11/2019

Kon 006’em (Ma1) Tun Bucora (Mm) KinbkicTh Ha KOHTeliHep
P10701 0.2 [Tpozopwii 21.50 1000
TUIOCKUAM
KOBIMAYOK
P10702 0.2 Kynonononiouuit 23.16 1000
KOBITAYOK
1.4 Marepiaan:

1.4.1 Moninporinesn (IIT), Tingpodo6Ha Bianosinae cranaapram FDA 21CFR CIILIA

1.4.2 Biamosigae BuMoram, BcTaHoBieHuM cratreto Pernmamenty (€C) Ne 1907/2006 ta

MIOTIpaBKaMH JI0 HBOTO.
1.4.3 Binmoginae Bumoram €Bpomneticpkoi ®apmakorei, 7-e Bumanns (2011) Ta ii

nonoBHeHHsM 7.5 (07/2012), monorpadis 3.2.2 [11acTUKOBI KOHTEHHEPH Ta KPUILIKU JJIsT

3aCTOCYBaHHA y (papMalieBTUYHIN ramysi.

1.4.4 TIponykt npoiimos tectyBanus OCILA, Bitouatoun Tectu kiacy VI, i iomy OyB
npucBoeHui kaproteunuit gaitn FDA Drug DMF 12123.

1.4.5 Marepian ycnimHo npoiIioB 6ionoriyni BUnpooysanHs BianosigHo 10 ISO 10993 3oBHimHI
KOMYHIKaIIH1 IPUCTPOI I HEMPSIMOTO KOHTAKTY 3 KPOB 10 MIPOTSATOM TPUBAJIOTO MEPIOTY Yacy.
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1.4.6 He mictuth Bakkux MmeTaniB BimnosimHo no HupextuBu ELV 2000/53 / €C, €C CONEG i
HACTYITHUMH TTonpaBkami. Lle o3Hauae Ge3reune BUKOPUCTAHHS B KOHTAKTI 3 XapUOBHMH IPOIYKTAMHU,
(bapMaLieBTHYHUMH TIperiapaTaMy Ta UTHOIO BOJIOKO.

1.5 Kouip:
Hamnisnposopuii (6azbapBHHii)

1.6 KonTpouab sikoCTi:
BunpoOyBaHHs pi3HUX XapaKTEPUCTUK BIIMOBiAHO 10 AiticHOi Crienmdikarii

1.7 Inmma indgopmaiis
1.7.1. Iari6itop JIHKa3u, PHKa3u, JIHK, Exnorokcuna ta ITJIP
1.7.2. PekoMeHTy€eThCS TUTBKH U1l OAHOPA30BOTO BUKOPHCTAHHS
1.7.3. MaroTh A0BIITY JOBKHUHY 1 pIBHOMIpHY BCTaBKY KOBIIauKa, 10 3a0e3neyye MUIbHY TOCaIKY,
1110 BUKJIIOYAE PU3UK BUIIAPOBYBaHHS 3pa3Ka
1.8. OcHOBHI XapaKkTepuCTHKH
1.8 1. Jliamason Temneparyp: Bix -80 °C no +121°C

1.8.2. 3paTHicTs BUTPpUMYBaTH 00po0Ky aBTOKIaByBaHHsIM: TAK, aBroknaByetbcs npu 15
psii121°C npotsiroM 20 XBWINH

1.8.3. Ximiuna pe3uctenTHicTh: [HpOpMaIis mocTynHa Ha BeO-CaUTI.

KepiBHHITBO 3 aBTOK/IaBYBaHHS VISl IJIACTHKOBMX MaTepiasiB

Bci mnacTukoBi BUTpaTHI MaTepiany aBTOKJIaBYIOThCS Mpu Temmnepatypi 121 °c npotsiroM 20
XBWIUH, IpH 15 psi (PpyHTIB Ha KBaapaTHU# aroiiM) / 1 atM. He BukopucToByiiTe cyXuil LUK,
OCKIJIBKH 11€ MOYKE IPU3BECTH /10 Aedopmartii abo ocnabiaeHH:o miuactuka. [lepea BupaneHHsIM
MPOAYKTY JA03BOJIbTE TEMIIEPATypl BCEpeInH1 aBTOKJIaBa MOBEPHYTHUCS NMpHUHAWMHI 10 50 °c.

mignuc/
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