JEKJIAPAIIUSI O COOTBETCTBHHA

JAEKJIAPAHT, IPUHUMAIONTWI JEKJIAPAIIMIO O COOTBETCTBHH

AO "ThaxcoCmumEnsiin Tpeiiounz"

3apezucmpupoeano ;: Medcpationnas uncnexyus MHC Poccuu Ne 39 no 2. Mockee OT'PH 1027739011486 om
24.07.2002

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

B nuye: I'enepanvruiii oupexmop Buwnuyruii [J A,

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 ».

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo. 3oeupaxc, mabnemxu 200 m2 5 wm., ynaxosku avetikossie koumypHuie (35), nauxu
xapmonnvie, PY Ne IT N015206/01 om 16.10.2008 (dama samenwvi 10.05.2017) suioano 340
"I'naxcoCymumKnnitn Tpetiounz", cepus 8934, napmus 8640 ynaxosox, zoden do 23.01.2023, npouseoocmea
Ihaxco Bannrom C.A., Henanus, Glaxo Wellcome S.A., Avda. De Extremadura 3, 09400 Aranda de Duero,
Burgos, Spain, / I'nakcoCmumEKaaiin ®@apmacviomurans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A
189 Grunwaldzka str., 60-322 Poznan, Poland, kod OKIT/J2 21.20.10.194, koo TH B3] 3004900002,
Hucmpubsiomop. coenawenue 6/n om 01.01,2013, unsoiic Ne 4083192132 om 28.08.2018

COOTBETCTBYET TPEBOBAHUSIM
II N015206/01-270516 usm. Ne 1

JAEKJIAPALTUSA ITIPHUHSITA HA OCHOBAHUH
npomoxon ucnvimaruti Ne 5831 m om 26.09.2018 HJT OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC PL.OM08.C23719 om 27.09.2018

AATA IRHHSTHS] JIEKIAPALIW 27.09.2018
JIEK APAL ‘ﬁgEHCTBmEJILHA JO 23:01.2023
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CBE,I[EHI/IH O PETUCTPALIANA

OPI'AH IIO CEPTU®HKAIIHH, 3APETHCTPUPOBABIIHI JEKJIAPAITHIO ;
RA.RU.1I®M08 OPI'AH 110 CEPTHOHKAIJHH ITPOJYKIJHH OFII[ECTBO C OI'PAHHUEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudgpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproga, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oykx.pa.

J]EIUIAPA].[I/ISI O COOTBETCTBHUH 3APETUCTPUPOBAHA N POCC RU JI-PL.®M08.A.02317/18

AII{I«II/I 27.09.2018
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Kypetirtio :'_ MOJIMACH Pyxosogurens OC




Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MNONbLUA

Ten: +48 61 860 12 00

Qaxkc: +48 61 867 57 17

Cepruuwar Awanusa

[lata ceprudurata Homep ceptuduxara

22-ABr-2018 1000189408
ctpalua 1 uws 1

Onucanue matepuana:  3osupakc Tabn. 200 mr 25 Ta6n.

Homep martepunana: 285328

Toprosoe HasBaHue!: 30BUPAKC Tabnetku 200 mr

Mpumevanne:

Hacroaum yaocrosepsio, YT BbilleynoMAHyTas MHGOpMaLMa NognHHa

1 TouHa. Cepun npofykTa Gbina NpousBeseHa, BKIOYAA YNakosKy U

KOHTPONb KadecTsa B NnonHom cooTeeTcrauu ¢ TpeGosaHuamu GMP

NokanbHoro PerynaropHora opraHa 1 co cneuudukayamq

PeructpaynoHHON JOKYMEHTaUMKM UMNOPTUPYIOWER CTpaHbl,

[OKYMeHTbI NO NPOW3BOACTBEHHOMY NPOLECCY CEpUM, YNaKOBKa

NPOAYKTa U Pe3yNbTaThl KOHTPONA KauecTBa cepun NpoBepeHhl

1 HaxogATcA B cooteeTcravn ¢ GMP.,

Cepun 893A Cpok rogHocru: 23.01.2023

Jara nsroroBneHns: 24.01.2018

Mmnoprupytowan crpava

RU

Onucanue Cneyudurayua Pesynbrath!

Benbile, Kpyrible, ABOAKOBLINYIUTbIE TABNETKM, C

OnucaHue BblaBNeHHON C OAHOW CTOpPOHbL! Hapnucklo «GXCL3» 1 CootsercTayer
rnafkue C Apyroi CTOpoH.l.

NognuHHocTs TCX COOTBeTCTBYET TpeBoBaHUAM CoorsercrByer

MopgnuHHocTe YO cooTBeTcTBYeT TpeGoBaHUAM CootseTcrByeT
He menee 75 % (Q) ot 3aaenenHoro cogepmanmna

PactsopeHue CooTsercrayeT
auyuknosvpa Yepe3 45 MuH,

o,

PacTaopeHue He mexee 75 % (Q) ot 3asasneHHoro cofepain s 75
ayurnoeupa vepes 45 MuH,

KonuvecrseHHoe onpegeneHue (auurnosupa) 95,0 - 105,0 % or 3asBseHHOro coflepwanHma 99,8

KonuyecteenHoe onpegenenue (auvknosupa) 190,0 - 210,0 Mr/ra6 199,6

CpepHnas mMacca TabneTku ot 475,95 po 526,05 mr 510,40

KBanuduunposaHHbilt COTPYRHUK

OpobpeHo aNeKTPOHHOW MOANUCHID
Oamunus NogNUCaHTa yKa3aHa Huxe

Magdalena Dominiczak, 22-ABI-2018 12:07:34

Importing Country; K USS iy

Osoba Wykwalifikowana/
Qualified Perso
Topomcna 2500 2%

Magdalena Dominiczak




