AEKJIAPAIIUS O COOTBETCTBUUA

AEKJTAPAHT, IPHHHUMAOUIANA AEKJIAPAIIAIO O COOTBETCT BHU

AO "ThareoCyumKasiin Tpetiounz"

Ceedenusn o pezucmpayuu opeanusayuu: Meaicpationnas uncnexyua @edepansroii nanoz0eoii cayanchvr Ne 46 no
2. Mocwee 01.01.2008, OFPH 1027739011486, dama npuceoerus OFPH 24.07.2002,

Aodpec: 125167, 2. Mocksa, Jlenunzpadcxuii npocnexm, 9, 374, xopnye 4, amaxc 3, nom. XV xomnama 1.
Tereghon:8(495)777-89-00.

B muye: I'enepanvnenti dupexmop Jly6ancruii Onez

Hoeepennoe nuyo: Kysneyos A.A., dosepennocms 18-09.08.2019 om 09.08.20] 9e

3ASIBJISIET, UTO

Aexapcmeenroe cpedcmeo: Baimpexce, mabnemxu noxpeimsie niexounoti o6onouxoi 500 mz 6 wn., ynaxosiu
Auetikogeie Kowmypnruie (7), nauxu kapmonnsie, PY No IT NO15441/01 om 27, 04.2009 (oama 3amenwr 11.12.2018)
guidano AOQ "TharcoCaumKnnimn Tpetiounz", cepun CV7J, napmun 10786 ynaxoeox, zoden oo 09.06.2022,
npouseoocmea Inaxco Banaxom C.A., Henanus, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / ThaxcoCwmumKnsiin Dapmacvromuxans C.A., Honvia, GlaxoSmithKline Pharmaceuticals
S.A., Ul. Grunwaldzka 189, 60-322, Poznan, Poland, kod OKIT[2 21.20.10.194, koo TH B3 3004900002,
Hucmpubsiomop. coznawenue 6/ om 01.01.2013, unsoiic Ne 42052875 75 om 18.09.2019

COOTBETCTBYET TPEFOBAHHSIM
ITN0O15441/01-270318 usm. Ne 1-2

AEKJIAPAITHSI IIPHHATA HA OCHOBAHHH
npomoxon ucnsimanuii Ne 62435m om 08.10.2019 HIT 00O HI] "PAPMOBEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 D.JI40, Cepmugpuxam POCC PL.PMOS.C50612 om 09,10.2019

JATA IIPUHSITUS AEKTAPALUAH 09.10.2019
..
APA ﬁggg:ﬁcmmmam O 09.06.2022
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= CBEJEHWS O PETUCTPAIIUH

OPTAH ITO CEPTHPHKALIMH, 3APETMCTPHPOBABIIUIL JAEKJAPAITHIO 5
RA.RU.11®MO8 OPTAH ITO CEPTHOHKALIHH ITPOIVKLHH OBIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IEHTP KOHTPOJIA KAYECTBA A

adpec opzaruzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxksa, yn. Macmepxoea, 0. 4, am. 5., men. :(495)788-02-88, ge6-
catim: oyxkK.pep.

AEKJTAPALIHST O COOTBETCTBUHU 3APEI'MCTPHPOBAHA M POCC RU A-PL.®M08.A.39750/19
AATARETHEERAIIIH 09.10.2019

Hunenxo H.B.
nofinuck PyxoBogutens OC




Boigas:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOfiblA

Hata cepruduxara Homep ceptudukara

16-CEH-2019 1000257341

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

crpadmga 1 w3 1

Onucanue matepuana:  Banvpexc rabnetku S00MI X 42

Homep matepuana: 285323
Toprosoe HasBaHue: BANTPEKC® vabn, nokpeituie nnénoutoi obonoukoit, 500 mr, & 6aucr.
Mpumevanue:

HacToAwum yrocTosepaio, 4TO BoilieynomMaHyTaa MHGOPMALMA NOARMHHA
u TouHa. Cepua npopykTa Sbina NponeeaeHa, BKIIOHaA YNAKoBKY 1
KOHTPOJb KAYeCTRA B NOAHOM COOTBETCTBUM ¢ TpeGosanuamn GMP
JIOKANbHOro PerynsTopHOro opraxa u o cneyudukadnamu
PerucTpaymnoHHofi AoKyMEeHTaLUM UMNOPTURYIoLLEn CTpaHbi.

HOKyMeHTbI O NPOM3BOACTBEHHOMY MPOLECCY CEpUM, YNAKOBKa
NPOAYKTAa ¥ pe3ynbTaThl KOHTPONA KayecTBa CEpUM NpoBepeHb

W HaxopaTca B coortsercTenm ¢ GMP.

Cepusa CV7J Cpok rogHocTI: 09.06.2022
Hara nsrotosnenns: 10.06.2019

Wmnoprupyiougan crpana

RU
Onucanue Cneyndurayus PesynbraThi
Benbie npogonrosatblie ABOAKOBLINYKNLIE NOKPLITbiE
nneHouHoN obonoukoit TabneTkut 63 pUCKK C rpaBUpoBKoi
Onwvcanue .. _ CootseTcTByeT
«GX CF1» Ha oaHoil croposre. Ainpo ot 6enoro 1o nouTu
Oenoro yseta.
Banaumknosupa rngpoxnopuaa) Coorpercrayer
NognunrocTs: BOKX ( % PREIAR P} y CooteeTcrByeT
TpeboraHuAM
OpHopopHocTs Maccel TabneTki CootsetcTByeT TpeGoBaHuam CootBeTciByeT
KONUYECTBO BanaUuMKiosupa BbicRoboaMEILErocs U3
Pacrsopetue ( : P o A 98
Tabnetku yepes 45 mun) Q = 75 %
OaHopoaHOCTE BO3UPOBAHUA CooteeTcTRyeT TpebosaHmam CooTBeTCTRYET
BanauymkNosBupa B nepecyere Ha ocHoraHue) 95,0 — 105,0
KonuuecteeHHoe onpegenetue: BIXX S, 4 P P 195, ’ 98,7
7o OT 33ABNEHHOID COAEDMaHUA
BaNaumknosupa 8 nepecyeTe Ha ocHoBarue) 475,0 —
KonuuecTeeHHoe onpegeneHue: BIHKX ( o P P ) ' 4393,7
525,0 mrftat

KBanupuumposaHHbIA COTPYAHMK

OpnobpeHo 3neKTPOHHOM NOANUCHIO T :
Qamunua NOANUCAHTA YKa3aHa Hitke O2ATEL R
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