nororvn  CepTuUcpmKaT Ha BbINYCK cepumn

Ctpannua 1 13 1

MaTtepuan: 7247035020

Ne cepTudukaTa: 40000024079

HaunmeHoBaHue: HOBO-MNACCHT, pacTtBop AnsA npuema BHyTpb, 200 mn
YcnoBusa XxpaHeHus: Cm. HO

Cepus: 100008802 KonunyecTtBo: 48475
[aTa npoussoacTaa: 09.2018 Cpok rogHoCTH: 08.2022
PeructpauymnoHHoe M Ne014519/01

ypocToBepeHue:

CtpaHa-umnopTep:

Ne cepuu 6anka:
UccnepoBaHue:

Mpouecc Banuaauun cepun:

MpousBoauTensb:

Homep nuueH3un:

YnakoBLMK:

Homep JNTUUEeH3Unn:

MecTto npoeegeHud aHanusa:

Homep nuueH3un:

Bbinyckaowmm KOHTPOIb
KavecTBa:

Homep nuueH3un:

Poccus
2000009179
Het

Het

Tea Yewckue MNpeanpusatus c.p.o., OCTPABCKA 29/305, 747 70,
OlMNABA-KOMAPOB, Yewckasa Pecnybnuka

22975/2/INS/98 Ceptudumkat GMP: SUKLS163772/2014,

SUKLS238001/2016

Tesa Yewckue MNpegnpuatmns c.p.o., OCTPABCKA 29/305, 747 70,
OMNABA-KOMAPOB, Yelickasa Pecnybnuvka

22975/2/INS/98 Ceptudomkar GMP: SUKLS163772/2014,

SUKLS238001/2016

Tesa Yewckue Mpegnpusatns c.p.o., OCTPABCKA 29/305, 747 70,
OMNABA-KOMAPOB, Yeluckasa Pecnybnuka

22975/2/INS/98 Ceptudumkat GMP: SUKLS163772/2014,

SUKLS238001/2016

Tea Yewckue MNpeanpusatua c.p.o., OCTPABCKA 29/305, 747 70,
OlMNABA-KOMAPOB, Yewickasa Pecnybnuka

22975/2/INS/98 Ceptudukat GMP: SUKLS163772/2014,

SUKLS238001/2016

Homep MaTepunana:

Cepus:

4261303, 1119107
5000003410, 5000003066, 5000003075, 5000003074

HacTtoawwum noateepxgato, YTo MHbopMaums, ykazaHHas Bbille, nognnHHa. [JaHHasa cepus
npoaykTa Gbina Nnpon3BeaeHa, BKYasa ynakoBKY/MapKUPOBKY U KOHTPOSIb Ka4eCTBa, B MOSTHOM
cooTBeTcTBMM ¢ TpeboBaHmsmmn GMP u TpeboBaHuaMM cneundmkaumm cTpaHbl-MMmnopTepa.
3anuncu o Nnpon3BoACTBeE, YNAKOBKE M aHanmn3e cepumn Haxoasatcs B cootBeTcTBum ¢ GMP.

Dara: 21.09.2018

HonyuieHo:

noanucb

AneHa CepBeHkoBa

YNornHoMo4YeHHOe NnLo

[aHHbIn JoKyMeHT Bbin co3gaH B CUCTEME C ANEKTPOHHBbIMM NOLMUCSIMNA.

Teea YewcKue lMpednpusmus c.p.o.
OCTPABCKA 29/305, 747 70 OlABA-KOMAPOB

Yewckasa Pecnybauka

TE/IEGOH (OKK): +420 553 644 521
®AKC (OKK): +420 553 644 523



Norotun CepTM(bMKaT dHalin3a Ctpanuua 1 u3 1

MaTtepuan: 7247035020 Ne cepTtucumkara: 40000024079
HanmeHoBaHue: HOBO-NMACCWT, pactBop Ansa npuema BHyTpb, 200 mn

Cepus: 100008802 Konunuectso: 48475

Data npoussoactea:  09.2018 Cpok rogHocTu: 08.2022
MapameTpsbl Cneuundoukauyus Pesynbtathl
Onwncanue CuponoobpasHass npo3payHas unM crerka CoOoTBETCTBYeT

MYTHas XMOKOCTb OT KPACHO-KOPUYHEBOIO A0
KOPMYHEBOIO LiBETA C XapakTepHbIM 3anaxoMm.
B  npouecce xpaHeHWs  gonyckaetcs
HebonbLION 0cafoK, pacTBOPSHOLIUACA Npwu

BCTPAXUBAHUN.
NoannHHOCTL
- 'BanpeHesnH n HaTpus Bpemsa yaoepXuBaHWA OCHOBHbLIX MWKOB Ha COOTBETCTBYET
©eHsoat (BOXKX) XpomartorpaMme  UCMbITYEMOro  pacTBopa

OOIMKHO COOTBETCTBOBATH BPEMEHMU

yAEPXKMBaAHUS OCHOBHbIX MMKOB Ha

XpomMaTorpamMmMe CTaHOgapTHOro  pactBopa

cMmecu reandeHasnHa u HaTpus BeHsoaTa
- ®nasoHouabl (TCX) OToenbHble  30HBI  Ha  XpomartorpamMme COOTBETCTBYET

UCNbITYyeMOro pacTtsopa OOIKHbI

COOTBETCTBOBATb MO MOMOXEHUIO, 3HAYEHUIO

Rf M WHTEHCMBHOCTM OKpacku 30HaMm Ha

XpoMaTorpaMMe CTaHOapTHOrO  pacTBopa

Hoo-lNaccuTa xxmakoro akcTpakta
O6bem coaepknMmoro ynakoBKu He meHee 200 mn 203 mn
MnoTHoCTb 1,140 — 1,170 r/em® 1,155 r/cm®
pH 50-6,0 5,6
KonuuectBeHHOe onpefeneHne
- OTaHon 8,9 -10,4r/100 mn 9,6 r/100 mn
- Hatpus 6eHzoat 0,28 — 0,38 r/100 mn 0,36 /100 mn
- rBanipeHesnH 3,6 —4,4 /100 mn 4,2 r/100 mn
Mukpobuonoruyeckas 4mcrtota
- A) ObLee Konn4ecTso He 6onee 10* KOE/mn meHee 5 KOE/mn
a3pO0HbLIX MUKPOOPraHM3MOB
- B) Ob6Lee konuyectso He Gonee 10° KOE/mn meHee 5 KOE/mn
OPOXOKEN 1 MrecHeBbIX rpnbos
- C) YcTonumBble K xenyu He Gonee 10° KOE/mn 0 KOE/mn
rpamoTpuuaTtenbHble 6akTepun
- D) Salmonella otcytcTByeT/10 mn otcytcTByeT/10 Mn
- E) Escherichia coli oTcyTcTBYET/MN oTCyTCTBYET/MI
- F) Staphylococcus aureus OoTCyTCTBYET/MN OTCYTCTBYET/MII

HacTosawmm noateepxaato, 4To MHopMaLUKWs, ykasdaHHas Bbllle, noanuHHa. [JaHHaga cepusa
npoaykTa Gbina NpoTecTMpoBaHa B NOSTHOM COOTBETCTBUU € TpeboBaHuamn GMP n
TpeboBaHMsaMM cneundukaumm cTpaHbl-umnoptepa. PesynbTaTbl aHanu3a CoOoTBETCTBYHOT
3aperncTpupoBaHHomn cneyndmkaumni.

Dara: 21.09.2018

MoaTBepxaeHo: noonuck
AneHa CepBeHKkoBa
YnonHoMo4YeHHoe NnLLo

,D,aHHbIIZ OOKYMEHT Obin co3daH B CUCTemMe C 3J1EKTPOHHbIMU NMOANMUNCAMMN.

Teea YewcKue lMpednpusmus c.p.o.

OCTPABCKA 29/305, 747 70 OlABA-KOMAPOB TEJIEQOH (OKK): +420 553 644 521

Yewckaa Pecnybauka ®AKC (OKK): +420 553 644 523
olga.parkhome  oisialysignedty

olga.parkhomenko@tevapharm.com
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