AEKJIAPAIIUS O COOTBETCTBUN

AEKJIAPAHT, TIPUHUMAIONIUA JEKJIAPALIUIO O COOTBETCTBHH
AO "ThakcoCymumKnaiin Tpeiiounz"

Ceedenun o pezucmpayuu opeanusayuu: Mexcpaiionnas uncneryus Qedepanvroii Hano2oeod cayxucosr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24,07.2002.

Aodpec: 125167, 2. Mocxea, Jlenunzpadcruii npocnexm, 9. 374, xopnyc 4, amavic 3, nom. XV, komnama 1.
Terehon:8(495)777-89-00.

B nuye: I'enepanvusiii dupexmop [ybancruii Onez

Hoeepennoe nuyo: Kysueyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 .

SASIBJISIET, YTO

Aexapemeentoe cpedemeo. 3oeupaxc, mabiemxu 200 M2 5 wm., ynaxosku sueiikogsie KoHmypHuie (3), navxu
xapmonnvie, PY Ne I N015206/01 om 16.10.2008 (dama samens: 10.12.2018) swidano AQ "TnaxcoCrumnsiin
Tpetioune", cepus BR3IW, napmua 23403 ynaxoeox, 200en do 18.03.2024, npouszeoocmea Inarco Bankom C.A.,
Henanus, Glaxo Wellcome S.A., Avda. De Extremadura, 3-09400-Aranda de Duero, Burgos, Spain, /
TaxcoCrmumKnsiin @apmacsiomuxanz C.A., Homwa, GlaxoSmithKline Pharmaceuticals S.A ., 189
Grunwaldzka str., 60-322 Poznan, Poland, koo OKII2 21.20.10.194, xo0 TH B3I 3004900002,
Hucmpubpromop. coanawenue 6/m om 01.01.2013, uneotic Ne 4205291117 om 09.10.2019

COOTBETCTBYET TPEBOBAHUSIM
1T N015206/01-240518 uzm. Ne 1

AEKJIAPAITHSI IIPHHATA HA OCHOBAHUU
npomoxon uchvimanui Ne 6720xm om 22.10.2019 HJT 000 HI] "PAPMOFEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJ140, Cepmucpuxam POCC PL.OMO8.C51817 om 22.10.2019

JATA TIPUHSITHSI AEKJTAPALHH 23.10.2019
JEKHAPALISE AL CTBUTENLHA JO 18,03.2024
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CBEJXEHUSI O PETUCTPAITNU

OPI'AH 10 CEPTH®HKALAH, 3APETACTPHPOBABILIUI JEKJIAPAIIHIO
RA.RU. 11 OM08 OPIAH ITO CEPTHOHKAIIHH HPOJYKIHH OBI[ECTBO C OFPAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocrea, yn. Macmepxroaa, 9. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oyxx.pg.

AEKJAPAIIMST O COOTBETCTBUH 3APETHCTPHPOBAHA N POCC RU J-PL.OM0O8.A.41420/19
FHCGTPATTNAN 23.10.2019
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Boiaan:

GlaxoSmithKline Pharmaceuticals
ul, Grunwaldzka 189

60-322 POZNAN
NOALWA
Ten: +48 61 860 12 Paxc:

07-10-2019

+48 61 867 5717 CTPAHMULLC
TRAHKLC

1 ua 1

[ata ceptudmkata Homep ceptudurara

40000458521

Onwucanue matepuana: 3osuparc Tabn. 200 mr 25 vabn.

Homep matepuana: 285328

Toproeoe HazBaHue:

~ Mpumevanne:

30BUPAKC tabnetku 200 mr

HacTosiymM yAOCTOBEPSIO, YTQ BhiLEYNOMAHYTaA MH(OpMaLUMa NOANUHHE U TOYHA.
Cepus npoaykra Gbiria npousBeeHa, BKIoYas yrnakoBky U KOHTPONb KayecTea

8 NOMHOM COOTBETCTBUN C TpeboBanuamu GMP nokansHoro PerynsaTopHoro

opraHa v co cneyuukaumsmn PerncTpaunoHHOR JOKYMeHTaUun

UMnopTUpyloLeh cTparbl. [JJoKyMEHThI MO MPOUIBCACTBEHHOMY NpoLeccy

cepuu, YNakoBka NpoaykTa u pesynbTathl KOHTPONS Ka4ecTsa cepun

nposepeHbl M HaxoasTes B cooTseTcTBMM ¢ GMP,

APC: aynknosup

Mpousesocgurtent AQC: Munad Naboparopus Numutesq, Muana
Cnenyomme napamerpbl KOHTPONUPYIOTCA HA Tepputopun Poccuiickon depepauum u He
nposoastTcs Ha nnowaake MakcoCmutKnany @apmacekrotukana C.A,, MNonsia;

PoacreeHHsle npumecu

Mukpobuonorvyeckas unctoTa
OaHopoaHOCTE A03MPOBaHNS

Ynakoeka
Mapkupoeka

Cepus
Hara npoussogcTea:

WMmnopTupyiowan crpaHa:
Poceus

BR3W Cpok rogHocTu: 18.03.2024

20.03.2018

Onucanue Cneuundmxayun PeszynbTathl
Onucaxue Benble, Kpyrnbie, ABORKOBLINYKNbIE TabnaTku, ¢ COOTBETCTBYET
BblaBneHHoi C OJHON CTOPOHBI HaaNuebio « GXCL3x» u
rnagkue ¢ Apyroi CTOPOH.I,
MNopnurHocTe TCX cooTBeTCTRYET TpeboBaHnam COOTBETCTBYET
MNoanurHocTe YO cooTBeTCTBYET TpeboBaruam cooTeeTcTRYeT
OnHoOpoAHOCTL Macchl COOTBETCTBYET TpeboBaHuamM COOTBETCTBYET

PacTteoperune

He menee 75 % (Q) oT 3aABReHHOMo cogepxaqus
ayuknosupa 4epe3s 45 MuH.

KonwyecteenHoe onpegeneHue

95,0 - 105,0 % oT 3asBneHHOro cogepkaHmng
aluknosupa

KonuyecTeexHoe onpefeneHve

190,0 - 210,0 mriTab

KeaapuUMpOBaHHbIA COTPYAHMUK

AV TN IAAY)

Osoba Wykwalifikowana/
Qualified Person
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Mognuce
s Magdalena Dominiczak
Dara 07.10.2019

Magdalena Dominiezak




