JEKJIAPAIIMSI O COOTBETCTBUHA

JAEKJIAPAHT, IPHHUMAIOUIHI JEKJIAPAIIMIO O COOTBETCTBHH

AQ "ThaxcoCmumKnain Tpetidune"”

Ceedenus o pezucmpayuu opzanusayuu: Meoicpationnas uncnexyus Dedepanvhoii Hano20601 cayoicovt N 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadcxuti npocnexm, o. 374, xopnyc 4, smavic 3, nom. XV, xomnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanvruiii dupexmop [lybancruii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJUIET, UTO

nexapcmeentoe cpedcmeo: Jlamuxman, mabnemiu 25 mz 10 wm., ynaxoexu saveiixosvie xonmypuwie (3), nauku
xapmonnsie, PY Ne IT N014213/01 om 25.06.2010 (dama samenv 09.10.2018) evidano 340
"ThaxcoCyumKnsim Tpetidunz", cepus D65D, napmus 11645 ynaxosox, z0den do 28.02.2022, npouzsodcmea
IaxcoCmumKaatin @apmacviomuxanz C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland, oo OKII/2 21.20.10.233, ko0 TH B3J] 3004900002,
Hucmpubsiomop. coanawenue 6/n om 01.01.2013, uneotic Ne 4083194865 om 09.04.2019

COOTBETCTBYET TPEBOBAHHSIM
ﬁN014213/01-091018

,[{EKJIAPAIIPIH IIPUHSTA HA OCHOBAHPHI ,
npomoxon ucnsimarudii Ne 2152m om 19.04.2019 HJI 000 HIJ "@APMOBOPOHd " ammecmam
axxpeaumang POCC RU.0001.21®J140, Cepmuchuxam POCC PL.®MO8.C38672 om 19.04.2019

)IATA IIPHHHTHH JNEKJIAPALIMH 23.04.2019
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CBEJIEHHS O PETUCTPALIAM

OPTAH IO CEPTHO®HKAIINH, 3APETHCTPHPOBABIIHI JEKJIAPAITAIO
RA.RU.11 ®M08 OPI'AH 1O CEPTHOHKAILJHH TPOAYKLHH OBL[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mocksa, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caiim: oyxx.pg.
JEKJAPAITASA O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU J{-PL.®M08.4.22345/19
J]ATA PEFHCTPALIHH 23.04.2019
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Boipan;

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

80-322 POZNAN

NOABLWA

Ten: +48 61 860 12 00

®akc: +48 61 867 57 17

05-Anp-2019

flata cepruurara Homep ceptuduKara
1000228005
Crpavmya 1 w3 1

Onucanme marepuana:  Slamukran 1aén. 25 mr 30 Ta6a.

Homep martepunana: 264804

Toprosoe wasganue:

Npumeyanue:

NAMUKTAN Tabnetiu 25 mr

Hacrosumm yaocrosepsio, uro BhilleYNoMAHYTaR uHOPMaUMa noanuHHa
U TouHa. Cepus npogykTa 6bina npovssegeqa, BroYas YNaKosKy u
KOHTPORbL Ka4ecTsa B NONHOM COOTRETCTBUU ¢ TpebGosanuamu GMP
7IOKANbHOro PerynaTopHOro oprata 1 Co CneuuduKauuamy
PerucTpauMonHon 4oKyMeHTaLN UMNOPTUPYIOWelt CTPaHbI.

HokymenTsl no NPCU3BOACTBEHHOMY NPOLIECCY CEPUY, YNaKoBKa
MPOAYKTa 1 Pe3ynbTaThi KOHTPORA KAYECTBA CEPUN NpOBEpeHb:

W HaxopATCA B cooTaeTcTBun ¢ GMP.

Mukpobuonoruacikan YncToTa - pyTuHHo He nposogaTen

Ana Tecros, Kotopbie pyTUHHO He npoecgaTca - CooTBeTCTRYET 03Ha4aeT,
4TO aHHBIA NapaMeTp rapaHTupyeTes npouv3eoguTenem nakcoCmutKnalin

Gapmacsiotkana C.A., lonbwa

Cepun D6sD CpoK rogHocT: 28.02.2022
Hara usrotosnenns: 01.03.2019
Onucanue Cneundurayun PeaynbTarst
TabneTiku OT CBETNO-KENTOro A0 KeNTO-KOPUIHEBOTO
UBETA, MHOTOrpaHHLIE, CynepanunTUYeckue, rNagKon
OnucaHue NOBEPXHOCTHIO, C BhiflasneHHoW Hagnucbio "GSECT" ¢ Cootsetcrayer
OfiHOI CTOPOHEI, 0Go3HaueHeM "25" 1 packoll — ¢
APYTOM.
MNognunHocTs: TCX (namoTpumsUHa) Cooteercysyer TpetosaHunam CooteetcrByet
NopnunHocTs: YO {namorpumkina) Cooraercrayer TpeboBannam Cooteercrayer
. (namotpugkuna) 95,0 — 105,0 % o 3aABReHHore
KonuuecrenHoe onpegenenue; YO i 98,9
KonuuecraeHnoe onpegenenue; YO {namoTpumKuta) 23,75 — 26,25 mr/rab 24,72
RHOPOAHOCTL A03MpoBatieg, |CooTBercIayer. Tpefionatuam Dapm. Eapon. Conmsercreyer
He menee 75 % (Q) ot 3asenentoro cofepxaHus
PACTEDDES NaMoTpuKMHa yepes 30 Mus 97
Mukpobuonoruueckan yucrota CooTBercTayeT TpeGoRaHUAM Cootsercrayer
Keanuduumposantbii corpynHuk
Opnobpero sneKTpoHHOH NOANMCLIO
Damunna nognucanTa yrasaHa Hike
Ewa Juszczak, 05-AMP-2019 12:08:39 Osoba Wykwalifikewana/
Qualified Person

Importing Country: 4 USS | 1
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Magdalena Dominiczal «
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