AEKJIAPATIASL O COOTBETCTBUM

JAEKJTAPAHT, TPUHUMA IO HIA AEKJIAPAITNIO O COOTBETCTBUM

AO "ThaxcoCrumKnsiin Tpetidunz"

Ceedenus o pezucmpayuu opzarusayuu. Meacpationnas uncneryus Pedepansnoir Harozoeoir cayarchor Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenun OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 9. 374, kopnye 4, smae 3, nom. XV, kosmama 1.
Teneghon:8(495)777-89-00.

B nuye: lenepanvuwiii oupexmop [ybancruii Onez

Hosepennoe muyo: Kysneyos A.A., oosepernocms 18-09.08.2019 om 09.08.2019 »

3ASIBJISIET, UTO

Aexapemeennoe cpeocmeo: Bammpere, matnemyu ROKpslnbie naenownoli oborouxoii 500 me2 6 wim., ynaxosxu
ayeiikosvie koumypuwie (7), navru kapmonnvie, PY No IT NO15441/01 om 27.04.2009 (Oama samensr 11.12.201 8)
evtoano AQ "ThaxcoCmumKasim Tpedidune", cepus 9A4J, napmus 10105 ynarosox, 20den do 26.05.2022,
npoussodemea Iaxco Banikom C.A., Henanus, Glaxe Wellcome § A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / TaxcoCaumKasim Dapuacviomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals
S.A., Ul. Grunwaldzka 189, 60-322, Poznan, Poland, oo OKITN2 21.20.10.194, koo TH B3 3004900002,
Hucmpubviomop. coenawenue 6/t om 01.01.201 3, ungoiic Ne 4205283901 om 23.08.2019

COOTBETCTBYET TPEFOBAHUSIM

1T NO15441/01-270318 uam, Ne 1-2

JAEKJIAPAIUSI IPHHSITA HA OCHOBAHUHH

npomokon ucnoimaruti Ne 4911m om 03.09.2019 HIT 000 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC PL.OMO8.C47413 om 04.09.20]9

-

HSTTHST JIEKJTAPALUAN O{i./agt’ébm
FICTBUTEALHAJO 26.05.2022

Kyaneuos A A.
\ no;lnufb D.U.0

CBEJIAEHHSA O PETUCTPALIUA

OPT'AH 110 CEPTU®HKAIIMU, 3APETHCTPUPOBABILHIL AEKJIAPAITUIO ®
RA.RU.11®MO8 OPIAH IO CEPTHOHKALHH ITPONYKIHH OBLIECTBO C OFPAHH‘!EHM;};
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIS KAUEC TBA", )
adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, sm. 5., men..(495)788-02-88, get-
caiim: oykk.peh.

U351 O COOTBETCTBUH 3APEIMCTPHPOBAHA N POCC RU JI-PL.DM08.4.35287/19

g Hunenxo U,B.
NOJMTUCE Pyxososurens OC




Bbigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLA

Ten: +48 618601200  ®axc: +48 61 867 57 17 Nava cepudukara Homep ceptuduara
22-ABr-2019 1000252813

crpaHuga 1 w3 1

Onuncanue matepunana:  Bantpexc 1abnetku 500MI X 42

Homep marepunana: 285323
ToproBoe HazsaHue: BANTPEKC® 1abn, nokpbisie nnénounci obonoukoi, 500 Mr, B 6nucr.
Mpumeyanune:

HacToAlum yAOCTOBEPSAIO, YTO BLILIEYNOMAHYTAA UHHOPMAUMA NOANMHHE
1 Touna. Cepus NpoaykTa 6bina NPoM3BeeHa, BKAKOYAA YNAKOBKY 1
KOHTpOnNb KayecTea B NOIHOM COOTBETCTBUM ¢ TpefosaHuamu GMP
NOKaNbHOro PerynaTopHoro opraHa W co cneuupuKkaluamu
PerucTpauvoHHOR AOKYMEHTALUWN UMNOPTUPYIOWEN CTPaHbi,

HokymeHTbl No MPOU3BOACTBEHHOMY NPOLECCY CepUm, YNaKoBKa
MPOAYKTa U pe3ynbTaThl KOHTPONA KatecTea CepUN NPOBEpPeHb

W HaxopAaTen B cooreercraun ¢ GMP.

Cepus 9A4J CpoK rogHocTH: 26.05.2022
Dara nsrotoBnenns: 27.05.2019

Umnoprupytowan crpana

RU
Onuncanue Cneyudukauyus Peaynbrathl
bensle Nnpofonrosatsie ABOAKOBBINYKILIE MOKPLITLIE
NNeHOYHON obonovukoil TabneTku 6e3 pUCKY ¢ rpaBUPOBKON
Onucauue . CoorBeTCrByeT
«GX CF1» Ha ogHoit cropowe. inpo oT 6enoro 4o nouTn
6enoro LeeTa.
Banauuknosupa rugpoxnopuia) CooTBeTcTBYET
MoanunHocTe: BIXKX ( . bl pupa) y CooteetcrByeT
TpeBosaHuam
OnHopofHOCTL Macesl TaBneTku CooTBeTCTBYET TPRBOBAHUAM CooTtBeTCrBYET
KOMUYECTBO Banal{nKNoBUpa BoicBOBOAKBLIErocs 13
PacteopeHie ( i p__ A 100
Tabnetku yepes 45 mun) Q=75 %
OpHopogHOCT AO3MPOBaHUA CooTeetcrayeT TpeGoBaHuAM CooTBercrayer
KonMuEcTBeHHOE onpenenenue: BIKX (Banaumknosupa B nepecyete Ha ocHosanue) 95,0 — 105,0 99 7
i % ot 3anBneHHOro cofepKatua '
BanauuKNoBUpa B Nepecyere Ha ocHosaxue) 475,0 —
KonuuecrgenHoe onpegenerue: BIMKX 552 5 Oquhaﬁ P P ) 4987
1 s

KsanupuuupoBaHHbii COTPYRHUK

OpobpeHo 3neKTpoHHON NOANUCHIO
Damunus NOANUCAHTA yKalaHa He

Ewa Juszczak, 22-ABr-2019 07:02:28
Importing Country: £LD5F 7
23 or »ts




