PURES 0
PURETECH® QAC GMP
AESVNHONLINPYIOLLEE CPEACTBO

OnucaHue

[oTOBOE K NpUMEHeHMIO AesnHbuumpytolee cpeacTBo Ha ocHoBe YAC 1 BoAbl ANS UHBEKLMIA B BUAE NPO3PaYHON
becuBeTHOM XuakocTn. esnHounumpyrowee cpeactso Puretech® QAC GMP BbinyckaeTcs ¢ rapaHTMPOBaHHbIM
copep)xaHueM aHA0TOKCHMHOB MeHee 0,25 EU/mn. PacTBop nponyckaeTcs yepes ¢punbTp ¢ nopamm 0,2
MMKPOHA 1 3anofiHAeTcs BO GnakoH B laMUHape ¢ 0AHOHanpaBieHHbIM MOTOKOM BO3AyXa Kflacca YACTOThI A.
[esnHduumpyroee cpencTso obnagaet 6akTepuLngHON akTUBHOCTbLIO B OTHOLLEHUW FPaMMNONOXUTENbHbIX
(kpome Bo3byauTenen Tybepkynesa) n rpaMmoTpuLaTeNbHbIX 6aKkTepuii, GyHrNUNGHON aKTUBHOCTbLIO B OTHOLLEHUN
naToreHHbIx rpubos poga Candida, BUpyNMUUAHON aKTUBHOCTbLIO B OTHOLLEHUN BUPYCOB.

XapaKTepMCTMKM MpeumyuiecTBa ynakoBKHU

ApTuKyn: DS4100 DS4500 _:_ CucTtema bag in bottle - BHyTpu kax o
eMKOCTW HaXxoANTCA aNaCTUYHbIN

Nutpax: n on NOMM3TUNEHOBbIN pesepsyap. 9To
MeTog, ucnonb3osaHua: 1n-pacnbiieHne 5n-Hanue 3aMKHyTas CCTEMa, KOTOpas CoXpaHaeT
U 3alMWaeT CoAepXMMOe EMKOCTU B
CoCTaB: AnAeunnanmMeTniIaMMoHna TeyeHvie BCero Cpoka ncnonb3osaHus. B
YOS eIUaY, (X0Yale) fatab (LY OTANYME OT TPAANLMOHHOMO PblYaXHOro
CTepunbHOCTb: YpoBeHb cTepunbHocTH 1078 cnpes, npu 06paTHOM BCacblBaHWK
BO3AyX He nonajaeT B pesepsyap ¢
LigeT: Mpo3spayHbii pacTBOPOM, OCTaBasiCb B MPOCTPaHCTBE

2 Fopa 0 JHA| M3roTOBNEHHA B MeXAy pe3epByapoM 1 CTEHKO By ThbIfKM

HEBCKPbITOM ynakoBKe - i
YCIIOBUI XpPaHEHUSA 4 pasp
Tpurrepa obecnedynBaeT 3aKpbITYHO CUCTEMY,

PURETECH

PURETECH" QAC 6M!
Sterile

IS0 3420000
ovP OO0

CI'P Ha pes3.cpepcTBa:

N2 KZ.16.01.98.002.E.000796.10.25
oT 24.10.2025 ropa

PexuM pacnbineHus: 2 (cTpys 1 cnpen) VNCKFOYaKOLLLYHO KOHTaMMUHALMIO COAEPXXMMOro dpnakoHa. PnakoH n Tpurrep
CKOHCTPYUPOBaHbl Takum 06pasoM, 4Tobbl NpefoTBpaLlaTh BO3BPaT BO3AYXa,
an/IMeHeHVIe rapaHTUpys Nosib3oBaTeNAM CTEPUNBHYIO MoAady XUOKOCTU KaX bl pas.
(© [esnHdeKumsa pasnnyHbix NOBEPXHOCTEN 1 NPpeMeTOoB, npeVIMyl.IJ,eCTBa

ycTonumBblix K gencteuo YAC (nmbo
pa3speLLeHHbIX NPoN3BOANTENEM K 06paboTke cpeacTBamm

— YbuaeT rpmbbl 1 nneceHb
Ha ocHoBe YAC) knaccoB yncToThl A, B, C, D

1

l

—:— MoryT 6bITb MCMOb30BaHbl BO BCEX Kaccax
1

Tl

UYNCTOTbI Ha npeanpuAaTnAax

YnakoBkKa — FapaHTUpyeT, YTO NPOAYKLIMA HE COAEPXUT 3arpPA3HEHNIT 1 YacTuL,
PesepByap BbINosHEH U3 NonvmMepa, ynakoBaH B TPOMHOWM _1_ WNcknmoyaeT KoHTamMyHaLMIO Npyi NepemelLeHnn CPeACcTB 13 OfHOW 30HbI B
NOSIM3TUNEHOBbIN NakKeT C HaCeuKown Afs OTPbIBa, YTO ! ApYyrywo

obecreymBaeT 3aluUTy OT NonajfaHus 3arpasHeHus ,  KpynHbin pasmep Kanenb CHUXaeT pPUCK BAbIXxaHWa 1 obecneynsaeT
BHYTPb ¥ NO3BOJISIET NepemeLlatb CPeACcTBO U3 OHON ' pocTaToyHOe opoLleHne NOBEPXHOCTU

30HbI B Apyryto. MaTepuan ynakoBKU YCTOMYMB K
Le3MHOULMPYIOLWUM CPeacTBaMm.

Kopo6 1n: 6 wTt
Kopo6 5n: 2 wr YcnoBuA XxpaHeHus

—|- He BbI3biBaeT Kopposuw

XpaHI/ITb B repMeTn4YHO 3aKpbITbIX OPUTrMHANIbHbIX EMKOCTAX Nnpoun3soanTensa

Cq)epbl anMeHeHMﬂ CTpOro B BepTuUKallbHOM MONTOXEHUN, B CYXUX YNCTbIX, XOPOLLO BEHTUITNPYEMbIX
KPbITbIX CKNagCKUX NOMeLWeHnNAX, npegoxpaHaa ot nonagaHna npaMbIX

a =5 e COJIHEYHbIX JlyYeit, BAanu oT HarpeBaTesbHbIX NPUG0OPOB, NPOAYKTOB NUTaHUS 1
i

HanuTKOB Npu TeMmnepaType +15C° go + 25C°. TpeboBaHWs K BNa>XXHOCTKU

BO3[yXa OTCYTCTBYIOT.

Pexxumbl ge3nHPpeKLnm o6 beKTOB CPpeaACTBOM

O6beKT o6e33apaXkuBaHus Bua koHTaMuHauuun Bpems o6e33apaXxmBaHus,
MWH

[NoBEPXHOCTU B MOMELLEHUSAX, lpamoTpuuaTesbHble 1

npeameTbl 06CTaHOBKMY, rpamMnosioxuTenbHble 6akTepun 5

Hapy>XHble NOBEPXHOCTM (kpome Tybepkynesa)

annapaTtos v NpUGopPOB,

pasbopHble YacTyu annapaTos,

VHCTPYMEHTbI, Mocyaa, Bupycol 5
nocTenbHoe 6ernbe,

y60POYHBI MHBEHTapPb U T.M. [IpOXOKENoaoGHbIe rpuBbl 15

Cnoco6 o6e33apaxuaHus

OpHoKpaTHOe NpoTupaHue,
0[lHOKpaTHOe opolleHune

OfHOKpaTHOE MpoTUpaHue,
0[HOKpaTHOEe opoLleHne

3amaunBaHune
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