AEKITAPALIMA O COOTBETCTBUU

JEKJAPAHT, MIPUHUMAOIIUNA JEKJIAPALIMIO O COOTBETCTBUH

AO "ThaxcoCymumKnsiin Tpetioune"

3apezucmpuposaro : Mescpaiionnas uncnexyus MHC Poccuu Ne 39 no 2.Mockee OT'PH 1027739011486 om
24.07.2002

Aopec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, xopnye 4, omaxe 3, now. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepanvuwiti dupexmop Bunciuyruti J] A.

Hoesepennoe auyo: Kysneyos A.A., dosepennocmes 60-13.09.2018 om 13.09.2018 .

3ASIBJSIET, UTO

nexapcmeennoe cpedcmeo: Barmpexe, mabnemxu noxpwimovle nienounot obonouron 500 mz 10 wm., ynaxogxu
ayetixogule konmypuuie (1), navku kapmounnwvie, PY Ne [T NO15441/01 om 27.04.2009 (dama samenw 27.03.2018)
svioarno 340 "ThaxcoCmumKnaiin Tpeiioune", cepus ASSL, napmus 45016 ynaxosox, 2oden do 17.07.2021,
npouszsoocmea Inarxco Bannxom C.A., Henanus, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / IhaxcoCrumEnsiin @apmacviomurans C.A., Hoavwa, GlaxoSmithKline Pharmaceuticals
S.A., 189 Grunwaldzka Street, 60-322, Poznan, Poland, xod OKII[]2 21.20.10.194, koo TH B3 3004900002,
Huempubviomop. coenawenue 6/n om 01.01.2013, uneoiic No 4083192327 om 11.09.2018

COOTBETCTBYET TPEGOBAHUSIM
IT N015441/01-270318

JEKJTAPAITUSI ITPUHSITA HA OCHOBAHUHA
npomoron wensrmanuti Ne 5939 m om 05.10.2018 HJT OO0 HI[ "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.DMOS.C24460 om 05.10.2018

JIATA [IPHHSITHS AEKJIAPALIUM 08.10.2018
IwﬁJIAPA-Hwi’ﬂEHCTB UTEJLHA ,z[o 17.07.2021
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CBE)IEHI/ISI O PETMCTPALIUU

OPTAH IO CEPTH®UKAITHH, 3APETHCTPHUPOBABIIHIA JIEKJIAPALIHIO

RA.RU.11®MO8 OPTAH I10 CEPTHOHKAL[HH ITPONYKIJHH OFL{ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, o. Mockea, yn. Macmepkoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, zopod Mockea, yn. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim.: oYKk, p(])

Hunenxo M.B.
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Bbigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLUA

S R $3= T '_.Im—l__'."
Ten: +48 61860 1200  (akc: +48 61 867 57 17 e ceprigqinara Homep ceprirgurara

31-ABr-2018 1000191191

CTpaHuua 1 w3

Onucanue marepuana:  Bantpekc Tabnetku 500MI X 10

Homep marepuana: 285320
Toproeoe HazeaHue: BAJTTPEKC® 1abn, nokpbiTble NnéHoYHoM obonoukoi, 500 mr, 8 6nuct.
Mpumeyanue:

Hacroawwum ynocrosepsio, uro BbilWeynomaHyTan UHpopMaLa nognMHHa
1 TovHa. Cepus npoaykTa 6bina npoussegeHa, sKouas YIaKoBKY 1
KOHTPOb Ka4ecTBa B NONHOM COOTBETCTBUM ¢ TpeGoBaHuamu GMP
NOKanbHOro PerynAToOpHOro opraHa u co crieludukaumamu
PerucrpauuoHHon gokymeHTagmn UMNOPTURYIOLLER CTPaHbI.

flokymeHTb! No NpousBoacTBeHHOMY npoLeccy cepuu, ynakoska
NPOAY«Ta U PesynbTaTl KOHTPONA KaYecTBa cepun NPOBEPEHbI

W HaxofATca B cooTseTcTBUn ¢ GMP.

Cepun A88L Cpok rogHocTu: 17.07.2021
Harta usroroBnenusn; 18.07.2018

Onucanue Cneyndurkaynun PeaynbTaThl

benbie npogonrosateie ABoAKOBbINYKNbIE NoKpbIThIE
nneHoYHol 06oNouKoil Tabnetku bes pucku ¢ rPaBUPOBKOIA

Rcatme «GX CF1» Ha ogHoit ctopoHe. Aigpo ot 6enoro [0 NoYTK ConHETCe
6enoro ugeta.

T —— (Banaynknosupa ruppoxnopuaa) CootseTtcrayeT Coorsercrsyer
TpeboBaHUAM

OpHopogHocTs Macchl TabneTku CootaercTBYeT TPEGOBaHMAM CootsetcTRyer

PacrBapEnIE (KonuuecTBO BanaUMKNOBMpPa BLICBOBOAMBILEIOCH 13 100

Tabnetku Yepes 45 mun) Q = 75 %
OnHOpoAHOCTL A03UPOBaHKs CooTsetcTByeT TpeHosaHWsaM CooTBeTcrayeT

(Banauuknosupa B nepecuete Ha ocHoeaHwe) 95,0 — 105,0

KonuuecteeHHoe onpegenenve; BIXKX % OT 327BNEHHOTO ConepaHs

101,4

(Banauvknosupa B nepecyeTe Ha OCHOBaHue) 475,0 —

KonuuectsenHoe onpegenenue: BIKX 525,0 mr/ra6

5071

KeanudpuumposatHbii coTpynHuK

OpobpeHo 3nekTpoHHOM nognucbio
Damunua nofnUcaHTa yKasaHa Huke

Ewa Juszczak, 31-AB-2018 10:29:47

Importing Country: RVSSIA
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