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YNOBHOBAKEHWUM NPEACTABHUK B YKPATHI: C[ Jok.Ne — Ab/TDS/LH-69

.JII/ICT TeXHi‘{HHX JAHUX
Abdos Labtech Pvt. Ltd.

HakxoHeunuku ninerok 3 ¢intbTpom, crepuizoBani, B mratusi, PP
Mivicno pas kar. Ne P11021, P11023, P11025, P11027, P11029, P11033, P11035, P11037

1. Omuc/Cnenudikauist
1.1 Onmuc:

HakxoHeYHHMKH MIKpOMIINETOK, CTepuIIi3oBaHi B mTatusi, He MicTATh JIHKa3u, PHKa3n,
moacekoi JIHK, AT® i miporenis, ceptudikoBano PE

1.1.1 Crepuiti3oBaHO raMMa-BHIIPOMIHIOBAHHSIM.
1.2 TexHiuHe BUKOHAHHS

Hakoneunuk: BigkpuTa nuiiHIpu4yHa BEpXHS 1 KOHIYHA BEpIIMHA 3 OTBOPOM JJI JO3YBAaHHS PIAUHHU.
TouHa rpaayoBalibHa MiTKa 111 0€3TTOMHIIKOBOTO MTIIICTYBAHHS.
Bokc: [IpsiMokyTHHUI OOKC 3 MTPO30POI0 BEPXHHOIO KPUIIKOIO 3 KOB3aIOUUM 3aMKOM.
3HIMHUN MIKPO-JIOTOK JUIsl HAKOHEYHUKIB ITIIXOAUTH JIJIT POOOTH B pOOOTH30BaHIN CUCTEMI.
CyMicHiCTb 171 BUKOPUCTAHHS 3 OaraToKkaHaJIbHUMU MiMEeTKaMU
MapkyBaHHs BepxHBOT KpUIIKH A-H 110 oci Y 117151 JIeTKoro po3Mi3HaBaHHS

1.3 ExcrutyarauiiiHi XapakTepuCTHKH

Kon 00’em (ul) Kouaip
P11021 0.2-10 (rpanyioBaHi) be36apBHi
P11023 0.2-10 monoBxkeHi (TpamyiioBaHi) besbapsHi
P11025 2-20 (rpagyiioBaHi) be36apBHi
P11027 2-50 (rpanmyiioBaHi) bezbaprHi
P11029 2-100 (rpagyioBaHi) be3bapBHi
P11033 2 — 200 (rpanyiioBani) be36apBHi
P11035 2 — 300 (rpamyiioBaHi) bezbapeHi
P11037 100-1000 be36apBHi

1.3.2 BignoBinHiCTh mineTkam: YHiBepcaibHi (JIOKIaHIIIE IUB. TAOIHIIO CYMICHOCTI)
1.4 Marepiaan:
1.4.1 Toninpominen (PP), ['iapodooHi, Bimnosigatots FDA 21CFR CIIIA

1.4.2 BiamoBigaroT BUMOTram, BCTaHOBJICHUM cTtarTero Permamenty (€C) Ne 1907/2006 Ta
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TorpaBKaMu 10 HbOTO.

1.4.3 Binmosinae Bumoram €Bporiericbkoi @apmakorei, 7-¢ Bumaanns (2011) ta ii
nonoBHeHHsM 7.5 (07/2012), monorpadis 3.2.2 [11acTUKOBI KOHTEHHEPH Ta KPUILKU JIIS
3aCTOCYBaHHA y (hapManeBTUYHIN ramysi.

1.4.4 TlponykT npoiimos TecryBanns OCIIA, Bximovaroun Tectu kiacy VI, i iiomy O0yB
npucBoeHuil kaproreunuii paitn FDA Drug DMF 12123.

1.4.5 Marepian ycnimHo npoiiios 6iosoriuxi BunpoOysanHs BianosiaHo 10 ISO 10993 3oBuimHi
KOMYHIKaI[IiH1 IPUCTPOI AJISl HEMIPSIMOTO KOHTAKTY 3 KPOB 0 MPOTSTOM TPUBAJIOTO MEPIoay Yacy.

1.4.6 He mictute Bakkux MeTamiB BiamoBimHo mo upexktuBu ELV 2000/53 / €C, €C CONEG i
HACTYITHUMU TonpaBkamu. Lle o3Havae Ge3neyne BUKOPHCTAHHS B KOHTAKTI 3 Xap4OBUMH MPOTYKTaAMH,
(hapMareBTHYHUMHU TIperapaTaMy Ta IMMTHOK BOJIOKO.

1.5 Kouaip:
KoJiip HakoHeuHuKka- be30apBHuit

1.6 Crepunizaunis:

Karanoxxuuii HoMep Ui crepuiizauii 3 wiel mapTii OyB IONEpPeIHbO CTEPUIII30BaHMM 1
JO3MMETPUYHO BUMYHICHWH HAa OCHOBI BuMor nmo crepmmizamii MeOuuHUX BUPOOIB s
BaJIiIal[iiHOrO Ta 3BUYaiiHOro KOHTpOI0 - Pamianiiina crepumizamis ANSI/AAMI / 1SO 11137.
[TpoxykT OyB cTepuinizoBanuii raMMa-BunpomiaroBaHHsIM Co-60.

1.7 KoHTpOJIb SIKOCTI:
BunpoOyBanHS pi3HUX XapaKTePUCTHK BIAMOBIIHO A0 fikicHoT Crienudikamii

1.8 Inmma indopmanin

Bararopa3oBe BUKOpUCTaHHSI, TUIbKU OOKC MO>ke OyTH aBTOKJIaBOBaHUM /10 10 LUKIIIB.
Cynepdinptp 3a0e3nedye 3anodiraHas aepo30JIbHOMY 1 pIIMHHOMY IPOCOYYBAHHIO Yepe3 MIMeTKy,
THUM CaMUM 3aro0irarodu nepexpecHe 3a0pyaneHHs. I'inpodooHuii GieTp HE MICTUTH 100aBOK 1 HE
HIOTJIMHAE 3Pa3KH.

HakoHeuHuKy npu3HaYeHi TIIBKU AJIs OJHOPA30BOI'0 BUKOPUCTAHHS.

1.9 OcHoBHi XapaKTepUCTHKHU
1.9.1 Marepiaa BurorosJsiennsi: [lepsunnuii noninponinex (PP) Bucokoi uncroTu
1.9.2 Jliana3on Temmnepatyp: Bix -80 °C mo+121°C npotsaroM 20 XBHINH

1.9.3 3naTHicTh BUTPUMYBATH 00pO0OKY aBTOKJIABYBaHHSIM: Moxe OyTH aBTOKJIaBOBaHUIA,
ajie MOK€ BTPaTUTH TOYHICTh YCTAaHOBKHU (DLIIBTPIB

1.9.4 XimiuHa pe3ucTeHTHICTh: IUB. iH(pOpMaIlito Ha BeO-caifTi
1.9.5 Yrpumanus: Haiikpamii y cBoeMy kiaci (3 KUCIOTHUMH 1 OCHOBHUMH OapBHUKaMM)
(
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KepiBHI/IHTBO 3 ABTOKJIABYBAHHA IJISl IIJIACTUKOBHX MaTepiaJIiB

Bci mutactukoBi BUTpaTHI MaTepiaiyd aBTOKJIABYIOThCS MpU Temmepatypi 121 o°c npotsirom 20
xBWIMH, 15 psi (QyHTIB Ha kBaapaTHuil mwoiiMm) / 1 atM. He BUKOpUCTOBYHTE CyXuMl ITHKI,
OCKIJIBKH I1€ MOXe Mpu3BecTH A0 aedopmartii abo ocnabnenHio miactuka. [lepen BunaaeHHIM
TPOJIYKTY J03BOJIBTE TEMIIEPATYpi BCEpe/IiHi aBTOKIIaBa ITOBEPHyTHCS npuHaitvi 10 50 °C.

/migmuc/
BianosinansHuii 3a rapaHTito SKOCTI
Abdos Labtech Pvt. Ltd.

Kpyrna neyarka: / ABDOS LABTECH PVT. LTD., ROORKEE/



