NEKJIAPALIMSI O COOTBETCTBHAM

JNEKJIAPAHT, NPUHUMAIOIHAH JEKJTAPAIINIO O COOTBETCTBUH

AO "ThaxcoCyvumKasiin Tpetioun2"

Caedenus o peaucmpayuu opzanusayuu: Meacpaiionnas uncnexyus @edeparvHoil 1ano2o6ot cayoichor Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, oama npuceoenun OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunepadckuii npocnexm, 0. 374, kopnyc 4, smaoic 3, nom. XV, komnama L
Teneghon:8(495)777-89-00.

B nuye: Ienepanvnorii dupexmop Jlybanckuii Onez

Jlosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

SASIBJISIET, UTO

nexapemeennoe cpedemeo: Knompumazon, mabnemxu eazunansivie 100 m2z 6 uum., ynaxoeru auetikoguie
xoumypnuwie (1), nauxu kapmonnwe, PY Ne Il NO11413/01 om 07.06.2010 (0ama samenbr 12.12.2018) ewidario
AO "ThaxcoCrmumKnaiin Tpetioune", cepus RX6X, napmus 19503 ynaxoeox, 200en do 28.04.2022,
npouzeodcmea IarxcoCymumKnsin Dapwaceiomuxan? C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A.,
ul. Grunwaldzka, 189, 60-322, Poznan, Poland, xod OKII/{2 21.20.10.172, koo TH B3/] 3004900002,
JlucmpuGoiomop. coenaiwenue 6/1 om 01.01.2013, uneotic Ne 4083195477 om 04.06.2019

COOTBETCTBYET TPEBOBAHUWSIM

IT N011413/01-160217 uzm.Ne 1

JEKJTAPALIUS ITPHHSITA HA OCHOBAHHUHA

npomoron ucnsimanuti Ne 3239y om 17.06.2019 HJT 000 HL] "®APMOBEOPOHA', ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmughuram POCC PL.®M08.C42113 om 17. 06.2019

KysHewLoB A.A.,
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"EZ57 CBEIRHUSI O PETMCTPALIAE

OPTAH I1O CEPTH®UKALIMHA, 3APETACTPUPOBABIIHNH JEKITAPALTHIO

RA.RU. 11 MO8 OPTAH I10 CEPTH®HKAIJHH ITPONYKIHH OBIIIECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTbIO "OKPV)KHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, o. Mockaa, yr. Macmepkoga, 0. 4, om. 5, nom. I, xom. 1, adpec opaana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykK.pa.

)IEKJIAPA.%HH O COOTBETCTBUH 3APETUCTPUPOBAHA ¥ POCC RU J-PL. ®M08.4.27328/19
EIUCTPAIVAM 18.06.2019

MOJINUCH Pyxosomurens OC

«RyHHON
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Junenko U.B.




Buigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLUA

Ten. +48 61 860 1200  Qaxc: +48 61 867 57 17

OnucaHue marepuana:
Homep matepuana:
ToproBoe Ha3BaHue:

KnoTtpumason tabn/sar 100mr
254563
KNOTPUMA30J1 TabneTku BaruHanbHble, 100 mr

MpumeyaHune:

HactosAwumm ynoctoBepaio, 4TO BbllWeYNoMAHYTaA UHGOPMaLKMA NOANUHHA
1 TouHa. Cepus npopayKTa Bbina Npou3BefeHa, BKNI0Yan YNakoBKy U1
KOHTPOJb KayecTBa B NONHOM COOTBETCTBMN C TpebosaHusmn GMP
nokanoHoro PerynATopHoro opraxa u co cneyudurkaumamm
PerucrpaunoHHON AOKYMEHTaLMK UMNOPTUPYIOLLEl cTpaHbl.

[OKYMeHTbI No NPOU3BOACTBEHHOMY NPOLECCY CEPUU, YNaKOBKa
NpoAyKTa U pesynbTaTbl KOHTPONA KayecTBa CepUM MPOBEPEHbI

u HaxopaTtca B cooTtsetcTaum ¢ GMP,

Ceprudmkar Ana

[ata ceptudmkata Homep ceptudumkara
30-MAR-2019 1000237127

ctpabmya 1 w3 1

Cepuna RX6X Cpok rogHocTM: 28.04.2022

farta usrotoBneHuA: 29.04.2019 ’

WmnopTupytowan crpaHa

RU

OnucaHue Cneyudukayus PesynbTaTtbl

Benble ABOAKOBbINYKMbie TabneTku ¢ hackoi,

OnucaHue npoaonroBaToi GopMbl, 3aKpyrNeHHble C O4HOTO KOHUA W CootsetcrayeT
NnocKue ¢ Apyroro.

CpepgHss macca tabnetku or 1,615 001,785 1,680

OngHopoaHOCTb NO Macce CootBetcrayet TpeboBaHuAM CootBeTcrByeT

Pacnapaemoctb He 6onee 12 MuH 4

MoTeps B Macce Npw BbiCylUIMBaHUA He 6onee 1,3 % Q.7

pH ot 4,0 no 6,0 53

MNeHoobpasoBaHue CootsetcTByeT TpeboBaHUAM CoorseTtcreyeT

[MoanuHHOCTL CootserciByeT Tpe6oBaHWUAM CoorseTcrayer

KonuyecrseHHOe onpegeneHue ot 95,0 no 105,0 mr/Ta6. 89,7

KeanuduumposaHHbIA COTPYAHWK

OpobpeHo 3NeKTPOHHON MOANWUCHIO
Damunua nognMcaHTa yKasaHa Huxe

Ewa Juszczak, 30-MAIA-2019 10:40:46
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