JIMCT TeXHIYHUX JAaHUX
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JIMCT TeXHIYHMX JIAHUX

Abdos Labtech Pvt. Ltd.

CMmy:kKkH 3 npodipkamu 6e3 koBnaukis, 8 i 12, PP
Milicno pas kar. Ne P10706, P10708, P10707
1. Omuc/Cnenudikauist
1.1 Onmec: Cmyxku 3 npobipkamu 6e3 koBnaukis, 8 1 12, PP, ne mictars JJHKa3mu,
PHKa3u, 1 miporenis
1.2 TexHiuHe BUKOHAHHS
CMmy>Xku 3 IpoOipkamu 0€3 KOBITAYKiB

1.3 ExcruryaraniiiHi XapaKkTepUCTHKH

Kon 00’em (m1) Tun Bucora KinbkicTh Ha KOHTeliHEp
(Mm)
P10706 0.2 CMmyxka 3 8 cTaHIapTHUMHU POOipKaMu 20.70 125 cmy»)oK
P10708 0.1 CMmy3KKa 3 8 HU3BKO IPOQITEHUMU 16.10 125 cmyxok
poOipKaMu
P10707 0.2 CMmyxka 3 12 ctangapTHUMH npoOipKaMu 20.70 80 cMy»KOK

1.4 MarepiaJ:
1.4.1 Hominpormiren (PP), I'apodobuwuii, Bianosigae Bumoram FDA 21CFR CIIIA

1.4.2 Bianosigae BuMoram, BcTaHoBieHuM crattero Permamenty (€C) Ne 1907/2006 ta monpaBkamu
710 HBOTO.

1.4.3 Biamogigae Bumoram €ppornericskoi @apmakonei, 7-¢ Bupanns (2011) Ta ii qormoBHEHHM 7.5
(07/2012), monorpadis 3.2.2 ITnacTUKoBI KOHTEHHEPHU Ta KPUIIKH JJIs 3aCTOCYBaHHS Y
(hapmareBTHUHIN TaTy3i.

1.4.4 Tlpoaykt mpoitmoB TectyBanas OCIIA, Bxmrouaroun TecTu kiacy VI, 1 iomy OyB
npucBoeHuil kaproreunuii paitn FDA Drug DMF 12123.

1.4.5 Marepian ycrinrHo mpoumioB 6iosoriuyHi BUpoOyBanHs BianoBiaHo g0 ISO 10993 3oBHimHI
KOMYHIKaI[IiH1 IPUCTPOI I HEMPSIMOTO KOHTAKTY 3 KPOB 10 MIPOTATOM TPUBAJIOTO MEPIOTY Yacy.

1.4.6 He Mictuth BaXKUX MetamiB BimnmoBinHo 1o upektusu ELV 2000/53 / €C, €C CONEG i
HACTYITHUMU wpaBKaMI/L Le o3Hayae Oe3neyHe BUKOPUCTAHHS B KOHTAKTI 3 XapYOBUMH MIPOTYKTAMH,
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(bapMaI_[CBTI/I‘{HI/IMI/I npenaparamMu Ta MATHOIO BOAOKO.

1.5 Kouaip:
HaniBnposopuit (HarypanbHuii)

1.6 KoHTpoOJIb SIKOCTI:
Pi3Hi XapakTEepUCTHKU MPOTECTOBAHI BIAMOBIIHO A0 AiCHOT crierugikariii.

1.7 Tnwma indgopmanis

1.7.1. Tari6irop JIHKa3u, PHKa3u, JIHK, Ennorokcuna ta [TJIP
1.7.2. PeKOMEHAYETHCS TUTBKH JJIs1 OTHOPA30BOT'O BUKOPUCTAHHS

1.8 OcHOBHi XapaKTepUCTHKHU

1.8.1 Jlianason Temmeparyp: Bix -80 °C no + 121 °C

1.8.3 3naTHicTh BUTpUMYBaTH 00p00KY aBTOK/IaBYBaHHAM: TAK, Moxe OyTH aBTOKJIaBOBaHUH, MPH
15 psi i 121 °C mpotsirom 20 xBrmH

1.8.3 XimiuHa pe3ucTeHTHiCTB: AUB. iHpOpMallit0 Ha BeO-CalTi

1.8.4 TIpobipku MarOTh YIBTPATOHKI CTIHKH JIJIsl SMEHIIEHHST 30MTKOBOTO €(DeKTy Ha CMY>KKH

1.8.5 Cmyru nocTymHi SIK B CTaHAApTHOMY BUKOHAHHI, TaK 1 3 HU3bKO NPO(IIEHUMH JTyHKaMHU

KepiBHHITBO 3 aBTOKJIaBYBaHHS VIS IJIACTHKOBUX MaTepiasiB

Bci miacTHKOBI BHTpATHI MaTepiali aBTOKIaBYOTECs Tipn Temmeparypi 121 °C mporsrom 20
xBWIHH, 15 psi (GyHTIB Ha KBaapaTtHUi moiM) / 1 atM. He BHKOPUCTOBYHTE CyXWH ITHKI,
OCKIJIBKH 11€ MOKe IPU3BECTH /10 Aedopmarii abo ocnabnenHto miaactuka. [lepen BuganeHHsIM
TPOJIYKTY J03BOIBTE TEMIIEPATYpi BCEPEIMHI aBTOK/IaBa IOBEPHYTHCs nprHaiiMHi 10 50 °C.

/mignuc/
BiamnoBigansHuUii 32 rapaHTIiO SIKOCTI
Abdos Labtech Pvy. Ltd.

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