AEKJAPAIIASA O COOTBETCTBUUA

AEKJIAPAHT, IPHHUMAIOIIHA JEKJAPALIMIO O COOTBETCTBUM

AO "ThaxcoCrmumKaaim Tpesidune"

Ceedenusi o pecucmpayuu opeanuzayuu: Mecpaiionnas uncnexyus Dedepanvroii Hanozosoii cayxchvt Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoerus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0, 374, kopnye 4, smaic 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanswuiii oupexmop Jy6ancxuii Onez

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

JASIBJISIET, UTO

Aexapcmeennoe cpedcmeo: Knompumason, mabnemxu éazunansivie 100 mz 6 um., ynaxoexu aueiicogvie
xonmypHete (1), nauxu xapmonnvie, PY Ne IT NO11413/01 om 07.06.2010 (dama 3amenw 16.02.201 7} evidano
340 "IhaxcoCmumKnniin Tpetiounz", cepus GESR, napmus 19440 ynaxosox, 200ex do 13.03.2022,
npouseéodcmea InaxcoCyumKaaiin Papmacviomurans C.A., Honswa, GlaxoSmithKline Pharmaceuticals S.A.,
ul. Grunwaldzka, 189, 60-322, Poznan, Poland, xod OKIIJ2 21.20.10.172, koo TH B3/T 3004900002,
Hucmpubsiomop. coznawenue 6/n om 01.01.2013, uneoiic Ne 4083194951 om 16.04.2019

COOTBETCTBYET TPEBOBAHHSIM

I1 NO11413/01-160217 -

JEKJTAPAITASA IIPHHATA HA OCHOBAHUHM

npomoxon ucnwimarui Ne 2413m om 06.05.2019 H/T OO0 HI] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC PL.®MO8.C39470 om 07.05.2019

JATA IIPHHSTHSA JEKJTAPAIIAH 07.05.2019
JAEHCTBUTENBHA O 13,03.2022
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OPTAH IIO CEPTH®HUKAIIHH, 3APETACTPHPOBABIIIUH JEKJTAPAITHIO .
RA.RU.11®OMO8 OPTAH ITO CEPTHO®HKAIJHH ITPONVKIJHH OFI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH I[EHTP KOHTPOJIS KAYECTBA T

aodpec opaanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana ho
cepmudpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oyxx.peh.

AEKJIAPALIHS O COOTBETCTBHHU 3APETHCTPUPOBAHA N POCC RU A-PL.®DM08.A.23328/19
PETNCTE JIHHA 07.05.2019
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Bnigau:

GlaxoSmithiine Pharmaceuticals
ul. Grunwaldzka 189

680-322 POZNAN

NONbA

Ten: +48 618601200  Qaxc: +48 61 86757 17

Onucanue matepuana:  Knorpumason tabn/ear 100mr
Homep mavepuana: 254563
Toprosoe Hassanue: KNOTPUMA3ON tatnetiu BaruHaneHbie, 100 mr

Npumevanue:

Hacronuum ygecrosepsio, uto BLILUBYNIOMAHYTaA UHGOPMALUS NoANMHHA
v TouHa. Cepun npogykTa Bbina fnpou3BeqieHa, BKIOYan yrnakosky u
KOHTPONb Ka4eCTBa 8 NONHOM COOTBETCTBUM ¢ TpeGoBaHuaMK GMP
NekansHora PerynatopHoro opraka 1 co cneyuduKaLnam
PerucTpauvorHoi foKymeHTaLmmn WMIOPTUPYIOLER CTPaHbi,

Hoxymentst no NPOU3BOACTBEHHOMY NPOLECCY CBPUMY, YNaKoseKa
TPOAYKTa 1 Pe3yNbTATHI KOHTPONA KayecTsa cepuu npoBepeHb

“ HaxopATCA B cooTeeTCTEUM ¢ GMP.

Cpanuda 1 ua

08-AnP-2019 1000228524

1

Cepun . GEBR Cpox rognocria: 13.03.2022

dara usroroenenna: 14.03.2019

Umnoprupyrauwan crpana

RU

Onucanme Cneyundurayun Pesynbratet

Benibie ABOAKOBLINYKNbIE TabNETRI C dacken,

Onucate NPOAOATOBATON GOPMbI, 33KPYINEHHLIE ¢ OAHOIO KoHa 1 Cooreercrayer
nnockMe ¢ gpyroro,

Cpegtnan macca TabneTri or 1,615 001,785 1,682

OCanepogHocTs no mMacce CooTeeTcTayeT TpetoBattam Cooreercrayer

Pacnapaemocts He Gonee 12 mun 4

ToTeps & Macce npu BbicymMBaHM He Gonee 1,3 % 0,8

pH ot 4,0 no 6,0 54

MNexocobpa3zosanue CooTeercrayeT TpeGoBaHunam Cooreetcrayer

MNognuHHoCTs CooTeercrayer TpefiosaHunam CoortBercrayer

KonuuectseHHoe onpepenenve ot 85,0 go 105,0 mr/ra6. 89,2

KeanuduumpoaHHbiih corpynimk

OpcbpeHo anexTpoHHoM noanucsio

Damunua NognucanTa yKasaHa Hume
Ewa Juszczak, 09-ANP-2019 08:33:59

Importing Country: Russem
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