AEKJIAPATIUSI O COOTBETCTBUU

AEKJIAPAHT, IPHHUMAIOUTH AEKJIAPAIIUIO O COOTBETCTBUH
AQ "TharcoCaumKaaiin Tpeiiouns"

Ceedenun o peaucmpayuu opearzayuu; Meopationnan uncnexiyus Dedepansioii nanozo6oii cayactor Ne 46 no
2 Mockee 01.01.2008, OI'PH 1 027739011486, dama npuceoenus OI' PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadcxuii npocnexm, 0. 374, kopnyc 4, smaoic 3, nos. XV, xomnama 1.
Tenepon:8(495)777-89-00.

B nuye: lenepanviorii oupexmop [ybsinexutr Onez

Hosepennoe nuyo: Kvsneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO

Aexkapemeenroe cpedcmaso. Javiuxman, mataemxu 50 yz 10 WM., YRaKoeKu Aueiikossie kKonmypuwie (3), navxu
kapmonnsie, PY Ne IT NO14213/01 om 25.06.2010 (dama 3amvensr 09.10.2018) emdano 340
"ThaxcoCaumKnaiin Tpeiiduna", cepus YJ9T, napmus 16884 ynaxosox, 20den do 30. 05.2022, npouzeodcmea
TharcoCaumKnsiin Dapyacviomurans C.A., Homvwa, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland, koo OKII/J2 21.20.10.233, ko0 TH B3J{ 3004900002,
Hucmpubviomop. coanawenue 6/t om 0] -01.2013, unsotic Ne 4083196049 om 19.07.2019

COOTBETCTBYET TPEBOBAHUSIM
11 N014213/01-091018

AEKJIAPAITUS IPHHSITA HA OCHOBAHHUH
nipomoxon ucheimanuit Ne 4190m om 30.07.2019 HIT 000 HI[ "®APMOEOPOFA ", ammecmam
axkkpedumayuu POCC RU.0001.21J140, Cepmucgpuxam POCC PL.®MOS.C45233 om 31 07.2019

JIATA HPHHSITUS AEKJIAPAIIHH 31.07.2019
T x%_ ;
ENGE A%EQCTBHTEHLHA JO 30.05.2022
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CBEJEHHSI O PEFHCTPA LI

OPTAH IO CEPTH®HKALIUH, 3APEFMCTPHUPOBABIIHIA JAEKJIAPAIIHIO

RA.RU.11®MO8 OPIAH 110 CEPTHOHKAIHH IIPOAYKIHH OFLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOM LEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, ya. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmughurayuu: 115280, POCCHA, 20pod Mockaa, yn. Macmeproga, 0. 4, am. 5., men.:(495 )788-02-88, ac6-
caim: oykK.pep.

AEKJIAPALIHS O COOTBETCTBHUH 3APED HCTPUPOBAHA ¥ POCC RU JI-PL. ®M08.A4.31857/19
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

fONbLA

Hata cepruduxara Homep ceprudukara
11-WK051-2019 1000245213

Cpadua 1 w3 1

Ten: +48 61 860 12 00 Oakc: +48 61 867 57 17

Namuxran a6n. 50 mr 30 Ta6n.
264889
NAMUKTAN tabnetku 50 mr

Onucanue marepuana:
Homep martepuana:
Toprosoe nassaunue:

Mpumevanne:

Hacrosawum yaocrosepsio, uro BbllueynomaHyTan uHGopMayma nogiuHHa
1 TouHa, Cepus npopykra 6bina Mpou3BefeHa, BKNIOYaA YNaKosky u
KOHTPONb KauecTea B MOMHOM COOTBETCTBUN ¢ TpeGosaHuamu GMP
NoKanbHoro PerynatopHoro oprana v co cneynduKaymnamm
Peructpayuonton AOKYMEHTaUMK1 uMnopTupyiowelt crparii.

Hoxymentsl no MPOU3BOACTBEHHOMY NPOUECCY CEPUM, YNaKoBKa
MPOARYKTa U pe3ynbTaThl KOHTPONA KavyecTsa CEpUK NpoBepeHbl

W HaxofaTca 8 cooteeTcTeum ¢ GMP.

MukpoGuonoruseckan ymcrora - PYTUHHO He nposogaTca

lns Tecros, koTopsie pyTuHHO He nposopsaTes - CooteeTcTBYET O3HAYAET,
HTO AlaHHbil NapameTp rapantupyerca nNpoussogurenem MaxkcoCmurKnain
DQapmacbiotukans C.A., Monbwa

Cepun YJaT Cpox roguocTy: 30.05.2022
Aata usrorosnenun: 31.05.2018
Onucanue Cneyudpukayus Pesynbrate:

Tabnetku o1 ceetno-xentoro go HeJTO-KOPUUHeBOIo
uBera, MHOI’OI‘paHHbiE, CY!’IE{JBHHHH?M‘JECKWE, C rnagKkou

Onucanue MOBEPXHOLTLIO, C BLIYABNEHHOM Hanucbio "GSEE1" ¢ Cooreercrayer
ORHON CTOPCHDI, 0603HaveHem "50" 1 dhackoih — ¢
APYrou.

NognunHocTs: TCX (namoTpunxuna) COOTBETCTBYET TpeboBaHuaM Cooreetcrayer

NoanuxtocTs: YO (namoTpuamuHa) COOTBETCTBYET TPeBOBaHWAM Coorsercrayer

KonwuecTaenkoe onpepenetue: YO (namoTpuppkuna) 95,0 - 105,0 % or 3assnennoro 995
cofepxKaHua

KonuuecreesHoe onpegenetue: YO (namotpumkuma) 47,5 - 52.5 mr/ras 498

OnHopoaHOCTe go3uposaHua Cootsetcrayet Tpebopatam dapm. Espon. Cooreercinyer
He menee 75 % (Q) ot 3anBnenHoro cogeparun

Pactsopetue 97
namotpugxuna yepes 30 mun.

Mukpobuonoruueckan yucrora CoorsercTeyet Tpefopakiam CootseTcrayer

KeanuduumposanHbiii COTPYRHUK

OpnobpeHo snektporHoi MOANUCHIO

Qamunus NOANUCAHTa YKasana HKe

Ewa Juszczak, 11-W10/1-2019 09:40:26
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