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YNOBHOBAXEHWUM NPEACTABHUK B YKPAIHI: Jox.Ne — Ab/TDS/RB-45
MNIANPUEMCTBO «ANb®AME» @ Bepcist Ne: 01

JIMCT TeXHIYHUX JIAHUX
Abdos Labtech Pvt. Ltd.

HITaTtuBu Aas TecT-npodipku, noainponizenosi POLYGRID
Mivicno pas kar. Ne P20716, P20717, P20718

1. Omuc/Cnenudikauist
1.1 Onuc:

tatuBu mist Tect-npoOipku nominponiieHosi POLY GRID

1.1.1 i wraTuBu 1uig TecT-ipoOipok mosinpomiseHoBi POLY GRID BUKOpHCTOBYIOTBCS ISt

30epiranHs MpoOipoK BETMKOT EMHOCTI, CKIISTHOK 1 (DJIaKOHIB.
1.2 Texniune BUKOHAHHS:

1.2.1 llItatuBy 3 €proHOMIYHUM JIU3aHHOM ISl 3pYYHOI'0 KOPUCTYBaHHS MalOTh TOUHY LKAy U (JIaKOHU

1.3 ExciuryaraniiiHi XapaKTepUCTHKH

Kon HiameTp npobipkn KiabkicTs Micub J x I x B (mm) KinbkicTs Ha KOHTeliHep
(Mm)
P20716 13 90 248x116x64 4
P20717 17 60 245x118x70 4
P20718 21 40 248x116x70 4
1.4 Marepiaan:

1.4.2 Bignosinae Bumoram €Bponeiicekoi @apmakonei, 7-e Bunansas (2011) Ta ii 10moBHEHHIM
7.5 (07/2012), monorpadis 3.2.2 [1acTuKoBI KOHTSHHEPH Ta KPUIIKH JUISI 3aCTOCYBaHHS
y dbapMmareBTHuHiH ramys3i.

1.4.3 Binnosigae Bumoram €porneiicekoi @apmakonei, 7-e Buganus (2011) ta ii
nonoBHeHHsM 7.5 (07/2012), monorpadis 3.2.2 [11acTUKOBI KOHTEHHEPH Ta KPUILKHU JUIs
3aCTOCYBaHHs y (papMalleBTHUHIN ramysi.

1.4.4 TIponyxT npoiiioB TectyBanns @CILA, Bitoyaroun Tectu kiacy VI, 1 ifomy OyB npucBoeHUH
kaproreunuil ¢aitn FDA Drug DMF 12123.
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1.4.5 Marepian ycmimHO HpoHmoB 6iojoriuHi BunpoOyBaHHs BianosiaHO a0 ISO 10993 3opHimmi
KOMYHIKaITIiTHI IPUCTPOT 7151 HEMIPSMOTO KOHTAKTY 3 KPOB IO IMPOTATOM TPUBAJIOTO MEPIOy Yacy.

1.5 Koaip: binwuii, cuniit

1.6 Crepuaizanisi: Karajo:xxuuii HoMep MJjs crepuJaizamii 3 11iei maprtii OyB IMmOmepeaHbo
CTEpPHJII30BaHUH 1 TO3UMETPUYHO BUITYIIEHUH Ha OCHOBI Bumor no crepuiizaliii MeIu4HUX
BUpPOOIB JUIsl BaTIAiiHOTO Ta 3BHYAHOTO KOHTpoJr0 - PamiamiiiHa crepumizaiis
ANSI/AAMI/ISO 11137. [Ipoaykt 6yB cTepuiaizoBanuii ramma-BuripoMinioBanHsM Co-60.

1.7 KoHTpoOJb sIKOCTI:
He mictars JIHKa3u, PHKa3wu 1 miporenis
BunpoOyBaHHS pi3HUX XapaKTEPUCTUK BIAMOBIIHO a0 AificHoi Crienudikartii

1.8 Inma indopmanin

BararopasoBi, MOKyTh BUKOPUCTOBYBATHCS B ITMPOKOMY Jlialla30Hi TeMIIEpaTyp.

1.9 OcHoOBHi XapaKTepUCTHKHU

1.9.1 Jiama3zon Temneparyp: Bix -20 °Cmo+121°C

19.2 3parnicte BHUTPpUMYBaTH 00poOKy aBTOKiIaByBaHHsAM: TAK, moxe Oytu
aBTOKIIaBOBaHMiA rpyt 15 psi i Temmeparypi 121 °C nporsirom 20 xBumis

1.9.4 XimiuHa pe3uCTeHTHICTh: AUB. iHpOpMallito Ha BeO-CalTl

KepiBHI/Il[TBO 3 ABTOKJIABYBAHHA IJISl IJIACTUKOBHUX MaTepia.niB

Bci muiacTukOBI BUTpaTHI MaTepiaid aBTOKJIABYIOThCs Ipu Temmepatypi 121 o°c npotsrom 20
XBWINH, 15 psi (GyHTIB Ha KBagpaTHHi mroiim) / 1 atM. He BUKOpUCTOBYyiiTE CyXWi LUK,
OCKUITBKH 1€ MOKEe Mpu3BecTH 10 jaedopmarrii abo ocrmadiieHHio miacTuka. Ilepen BugaieHHIM
MPOAYKTY A03BOJIBTE TEMIIEPATypi BCEpEeIMHI aBTOKIIaBa MOBEPHYTHUCS MPHHAKMHI 110 50 oC,

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

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