NEKJIAPAITNSI O COOTBETCTBHUH

JNEKJAPAHT, MIPHHAUMAIOUIAN AEKJIAPAITUIO O COOTBETCTBHH

AQ "TnakcoCvumKantin Tpetioune”

Ceaedenus o pezucmpayuu opeanuzayuu: Meocpationnas uncnexyun Pedepansroii Hanozoéot cayoicbvt Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jlenunzpadckuti npocnexm, 0. 374, xopnyc 4, smac 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvrviii dupexmop [Qybanckuii Onez

JHosepennoe auyo: Kysneyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3AABJIAET, UTO

nexapcmeennoe cpedcmeo. Barmpexe, mabaemku noxkpeimeie niesounon obonrouxo 500 mz 6 wim., ynaxoexu
auetixogwie koumypnwie (7), nauxu kapmonnsie, PY No I1 NO15441/01 om 27.04.2009 (0ama samenwt 11.12.2018)
gurdano AO "TraxcoCmumFnsiin Tpeudunz”, cepun G22U, napmun 7060 ynaxosox, 20den do 21.08.2022,
npousgodcmea Inaxco Bannkom C.A., Henanus, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / TaxcoCvumKnstin @apmacviomuxans C.A., lonvwa, GlaxoSmithKline Pharmaceuticals
S.A., Ul Grunwaldzka 189, 60-322, Poznan, Poland, koo OKIT/J{2 21.20.10.194, xoo TH B3[ 3004900002,
Jucmpubsiomop. coznawenue 6/u om 01.01.2013, uneoiic Ne 42052883529 om 24.09.2019

COOTBETCTBYET TPEBOBAHHSIM

I1 N015441/01-270318 usm. Ne 1-2

JEKJAPAITHAS ITIPUHSITA HA OCHOBAHHHA

npomoxon ucneimanwui Ne 6338m om 11.10.2019 HJI OO0 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 /140, Cepmudpuxam POCC PL.dM08.C50970 om 14.10.2019
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OPTAH 10 CEPTH®HUKAIIAHA, 3SAPETHCTPHPOBABIINIM JEKJIAPALIHIO

RA.RU.11®MO8 OPTAH [10 CEPTH®HUKALIAH ITIPOAVKLHH OBIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmeprkosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, zopod Mocxsa, yn. Macmepxosa, 0. 4, am. 5., men..(495)788-02-88, ee6-
caiim. Oykx.pg.

JEKJAPAITAA O COOTBETCTBHHU 3APETHCTPHPOBAHA X POCC RU JI-PL.®M08.4.40224/19
LE FEETERA 14.10.2019

@/ Hupenxo U.B.

HOATHCH Pyxoeogutens OC




Bbigau:

GlaxoSmithKline Pharmaceuticals
ul, Grunwaldzka 189

60-322 POZNAN

MONbILA

lara ceprudurata Homep cepruduxara

18-CEH-2019 1000257910

Ten: +48 61 860 1200  ®akc: +48 61 887 57 17

CTpanuua 1 w3 1

Onucanue matepuana:  Bantpexc Tabnetku 500MF X 42

Homep martepuana: 285323
Toprosoe HaagaHMe: BANTPEKC® 1abn, nokpeiThie NASHOYHON obonoukon, 500 mr, B Bnuc.
Mpumeuanue:

Hacroswmm ygocrosepsaio, YTo BeiuleynomsiHyTas WHGOpMaLUMA NOAMMHHA
“ To4Ha. Cepus npofykra Gbina Npousseena, BKIOYAR YNakosky v

B . 1 segapibie ofls B oo
CilaxoSmithKline Pharmaceulic als oA

- i vl o Iy
Grunwaldzka 18%

KOHTPOJL Ka4eCTBa B NONHOM COOTBETCTBMM C TpeboraHuamn GMP ul.

NOKabHOro PEryNATOPHOIC OPraHa U o cneuuuKaLamm

PerucrpaymonHon gokymenTayum UMACPTUPYIOWER CTPaHbI. tet, ‘ 0y 12 00
HokymenTni no APOW3BOACTBEHHOMY NPOUECCY Cepum, YNakoeKa NIP 777-00-00-206. REGON 6303441 %

NPOAYKTa U pe3ynbTaTel KOHTPONA KAUECTBA CePUM NPOBEPEHDI
W HaxoaaTca B cootsercraum ¢ GMP,

Cepun Ga22u Cpok rogHocTu:
Aara usrorosnenun: 22.08.2019

WmnopTupytowas crpasa

RU
Onucanne Cneuudukayun
benbie npogonroBaThie JBOAKOBLINYKNbIE NOKPbITbIE
nneHouHoi 06onoykoit TabneTku 6e3 pucku ¢ rpasupoBKon
Onucanue . Coorsercrayer
«GX CF1» Ha oHolt cropoe, finpo ot Genoro A0 NoYTH
6enoro ygeTa.
MoanusHoCTs: BIHK (sanauuknosupa rugpoxnopuga) CootBeTcTayeT .,
TpebosaHuAM
ORHOPOAHOCTL MacCht TabneTku Cooteetcrayer TpefosaHmam CootBercrayet
KoAu4ecTBO Banaumknosupa sbiceoboguswerocs 13
PacrBopeHue ( 0
P TabneTki yepes 45 muH) Q = 75 % 10
OpHopogHOCTL Jo3MpoBaHus CoorsetcrByeT TpeboBaHuam Cooteetcrayer
BanauyvknosmMpa B rnepecyeT. oBa — 105,
KonuyectseHHoe onpegenetue: BIKX c(y i i B OCRECt RIS R acHOBHNe) 55,0~ 105.0 99,9
o OT 3aAB/IEHHOIO COfepPaHua
Ba OB ec CHO 75,0 —
KonuuecteenHoe onpegenenie: BIKX (sanauuknosupa & nepecuere Ha o Baime) 475,0 499,3
525,0 mrira6

KeanuduumposanHbiil coTpyHuK

OpofpeHo aneKTPoHHON NogNUChIo
(Damunua NOANUCAHTA YKalaHa HIKe

Magdalena Dominiczak, 18-CEH-2019 10:08:16
Osoba Wylowalifikowana/
Qualified Person " ’
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Magdalena Dominiczak

Importing Country: RLSS 1A




