AEKJTAPAIIUSI O COOTBETCTBHUHA

JAEKJIAPAHT, TPUHUMAIOIIHHA JEKJIAPALIHIO O COOTBETCTBHHU

AO "ThaxcoCmumKasiin Tpetidunz"

Ceedenusn o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyun Pedepansroti nanoeoeod cyoictut Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npucsoenus OIPH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, 0. 374, xopnyc 4, smaoc 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanvuuetit Oupexmop [ybsanckuii Onez

Hosepennoe nuyo: Kysneyos 4. 4., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3ASIBIIET, UTO

nexapcmeennoe cpedemeso: Banmpexc, mabnemxu nokpeimeie naenounoi obonouxoii 500 mz 10 wm., ynaxoexu
auetikogute kounypusie (1), nauxu kapmonnvie, PY Ne IT NO15441/01 om 27.04.2009 (dama zamens 11.12.201 8)
evroaro AO "ThaxcoCmumKnsiin Tpetiounz", cepus GD4C, napmus 34560 ynaxogok, zoden oo 21.08.2022,
npouzgoocmesa Iaxco Banaxom C.A., Henanus, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / IaxcoCmumKnsiin @apmacsiomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals
S.A., Ul Grunwaldzka 189, 60-322, Poznan, Poland, xod OKII[J2 21.20.10.194, xod TH B3/ 3004900002,
Hucmpubsiomop. coznawenue 6/n om 01.01.2013, unsoiic Ne 4205288712 om 25.09.2019

COOTBETCTBYET TPEBOBAHHAM

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

AEKJIAPAITHS IIPHHSITA HA OCHOBAHUM

npomoxon ucneimanui Ne 6459u om 16.10.2019 HJT OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmudgpuxam POCC PL.DPMO8.C51408 om 17.10.2019
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OPT'AH I1O CEPTU®HKAIIAH, 3BAPETHCTPHPOBABIIIHIA AEKJIAPAIHIO

RA.RU.11PMO8 OPTAH IO CEPTH®HKALTHH HPONYKIIHH OFL[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeproea, 3. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmuuxayuu: 115280, POCCHS, z0pod Mocxea, yi. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, sef-

caiim: OykK.pg.

,HEICJIAPAII}’IH O COOTBETCTBHHU 3APEI'MCTPUPOBAHA At POCC RU JI-PL. ®M08.A.40788/19
APEFHCTPALIAU 17.10.2019
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Boigan:

GlaxoSmithiine Pharmaceuticals
ul, Grunwaldzka 189

60-322 POZNAN

MTONbILA

Cepruduxar Ananmsa _ v

Ten: +48 61860 1200 akc: +48 61 867 57 17 it cepra puies Hoap CEOTAUWKEYS
20-CEH-2018 1000258391

crpaHuua 1 w3 1

Onucanue matepuana:  BanTpexc rabnetku 500MI X 10

Homep marepuana: 285320
Toprosoe HaiBaHue: BANTPEKC® Tabn, noxpeiThie AnBHouHoR oBonovkoi, 500 mr, 8 6aucr.
Npumevanue:

Hacronus YOoCToBEPSIO, YTO BbilleyHOMARYTAA UHOOPMALUA NOANUHHS
u TouHa, Cepust npogykta Gbina NpOU3BeAEHa, BKIOUARA YNAKOBKY 1
KOHTPO/Ib KauecTsa B NONHOM COOTBETCTBUM C TPeGOBAHUAMU GMP
NOKanLHOrG PErynATOPHOrO Opraka U ca cneyuduKatiami
PerucrpalinoHHOR JORYMEHTaLUN WUMMIOPTUPYIOWER CTPaHbl,

JIOKyMEHTbI NO NPOU3BOJACTBEHHOMY NPOUECCY Cepitit, YTaKosKa
MPOJIYKTa U PE3YNILTAThl KOHTPONA KAYerTa cepu NpoBepeHbl

1 HaxopATca B cooTeTcTBrn ¢ GMP.

Cepusn GD4C Cpox ropHocTY: 21.08.2022
Rata usroToBneHnn; 22.08.2019

HAmnopTupylouan crpada

fRU
Onucaxne Cneuudurayun Peaynwrath!
o besble NPOACHTOBATHIE JBOAKOBLINYKNBIE NOKPUITHIE
nneHouHoR oBonosKon TabneTku 6e3 pUCKK C rPaBUPOBKOI
o CooTrercyayer
Onucatine «GX CF1i» na onHolt cropoHe. figpo or benoro Ao noWTH 4
fenoro yseta.
.y (BanaLmkioBupa ruapoxnopuaa) CooTaetcTayeT
Th: B3 CooTBeTcTByeT
NoanuHHOCTL: BIMX rpeBoBaHmaM ) Y
OpHopoAHOCTE Macchl TabneTtin Coorsercrayer TpeboBaHUAM Cootercrayer
—— {KONVUYECTRO BanaLWKNOBUPA BLICBOGOANBILETOCH U3 (00
acraap TabneTk vepes 45 mun) Q=75%
OpHOPOAHOCTL JO3UPOBAHUA CootaetcrayeT TpeGopaHnam CoorseTcToyeT
) (BanauMKnoBKUpa B NepecyeTe Ha ocrosanue) 85,0 —105,0
yecraeHHoe onpefenexne: B3 99,2
Komecrnes prASHENY i % OT 3aABNEHHOTO COAEPKAHUA
» . {BanalmKnoBupa B nepeciere Ha ocHosarue) 475,0 — 496.2
Konuuectsenroe onpepenenme: BIHX 5950 mrirab : S

KpanuduiupoBaiHbil COTPYIHKK

OpoGpeHo 3NeKTPOHHOK NOANUCLID
(Damunua NOJANMCAHTA YKA3aHa Huxe

Ewa Juszcezak, 20-CEH-2019 07:44:29
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