JEKJIAPAIIUS O COOTBETCTBUU

JAEKJAPAHT, IPHHUMAROI{UI JEKJIAPAIIMFO O COOTBETCTBHHU

AO "TharkcoCuumKaniin Tpetiounz"

Csedenus o pezucmpayuu opeanuzayuu: Mesicpaiionnas uncnexyun Dedepansroii Hanozosoti caysicbvr N 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoerus OFPH 24.07.2002.

Adpec: 125167, 2. Mocxkea, Jlenunzpadckuii npocnexm, 0. 374, xopnye 4, smaxc 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepansuwiii dupexmop [lyéancruii Onez

Hosepennoe nuyo: Kysneyog A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

Aexapcmeennoe cpedcmeo: Banmpexc, mabnemxu noxpeimste nienounoti obonouxoii 500 mz 10 um., VHAKOBKU
Auetikogsie koumyprule (1), nauxu kapmonnsie, PY No IT NO15441/01 om 27.04.2009 (dama samens: 27.03.201 8)
svi0ano 340 "TnaxcoCyumKaniin Tpeiiounz”, cepus 8X4W, napmua 25331 ynaxosox, 20den do 03.01.2022,
npouzeodcmea Iaxco Banxom C.A., Henanun, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / InaxcoCwmumKnniin @apmacsiomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals
S.A4., 189 Grunwaldzka Street, 60-322, Poznan, Poland, xod OKIT/2 21.20.10. 194, koo TH B3 3004900002,
Hucmpubsiomop. coanamenue 6/u om 01.01,2013, uneoiic Ne 4083194551 om 12.03.2019

COOTBETCTBYET TPEBOBAHHUAM

IIN015441/01-270318 uzm. Ne 1

AEKJTAPAIIAA ITPUHATA HA OCHOBAHHHU

npomokon ucnsimanui Ne 1823m om 01.04.2019 HJT 000 HIJ "©PAPMOBOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.OMO8.C37272 om 01.04.2019

Kyznenoe A.A.
©.1.0

" CBEAEHHS O PETHCTPAIIAH

OPI'AH I10 CEPTH®HKAIIHH, 3APETUCTPUPOBABIIHI JEKJIAPAIIAIO

RA.RU. 11 OM08 OPI'AH ITO CEPTHOHKAIIHH ITPOAVKI[HH OBLECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIH KAYECTBA"

aopec opzanusayuu. 115280, 2. Mocxea, yn. Macmepxosea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmeprosa, 9. 4, sm. 5., men. :(495)788-02-88, eeb-
caiim: oyxK.pep.

AEKJTAPAITHS O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU /{-PL. ®M08.A.20357/19
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONblUA

Ten: +48 61 860 12 00

Onucanue matepuana:

Homep marepuana:
Toprosoe HasBaHue:

285320

Mpumevanue:

®axc: +48 61 867 57 17

i

04-MAP-2019

CrpaHmuya 1 w3 1

Hara cepruduxara Homep cepTudukara

1000221974

Bantpekc Tabnetku 500MT X 10

BANTPEKC® Tabn, nokpbiThie NNEHOYHOM obonoukoit, 500 mr, B 6nucr.

Hacrosuwumm ygocrosepsio, yto BLllUeynoMsHyTas uHbopMaLMs nognuHHa
¥ To4Ha. Cepus npopykTa Gbina npowsseneHa, Brlioyas YNaKoBKY u
KOHTPOANb KaUecTBa B NONKOM COOTBETCTBUM ¢ Tpebosaruamn GMP
AOKanebHOro PerynaTopHoro oprada u co cneyuuKalmamm
PermcTpauvoHHoi QokymeHTaLmMu UMITOPTUPYIOLE# CTPaHb,

llokymewTbi no npouasopcTaetHomy npoueccy cepuu, ynakoska
NPOAYKTa U Pe3yNbTaThi KOHTPOAA KayecTsa cepumn NPoOBEpPeHb

U HaxogaTca B cooraercTaum ¢ GMP.

Cepua 8X4W Cpox rogHocTu: 03.01.2022

Aara usrorosnexus: 04.01.2019

Wmnoprupyouan crpauna

RU

Onucanue Crneuundukayus Peaynbrarni

Bensle npogonrosaTthie ABOAKOBLINYKNbIE NOKPLITLIE

i Gt NNeHOUHOW oBonoukoi Tabnerku 6e3 pucku ¢ FPaBUpPOBKOA T ——
«GX CF1» Ha ool cTopoe. fAape ot 6enoro 1o nouTw Ve
Genoro ygeeta.

T p— (Banauuknosupa rugpoxnopuaa) Cootaercrayer Coorsertiayer
TpeboBaHnAamM

OpHopoAHOCTL Macchl Tabnetku CootBercTBYeT TpeboBaHuam Cootsercrayer

P Y/

{konuuecTso Banaumknosupa BbICBOBOAMBLIEroCa U3

Pacmapete Tatinetku yepes 45 mun) Q = 75 % =

OfHOPOAHOCTL fO3MPOBaHUSA CootsercrayeT TpeGoBaHuAM Coorsercreyer

KonuuecTaenkoe onpeaenenue: BIKX ‘(%B)anaumxnoawpa B nepecyeTe Ha ocHosaHue) 95,0 — 105,0 98,6

OT 3aABAEHHOrO COAEPXaHus
: {Banauuknoswupa B nepecyere Ha OCHOBaHue) 475,0 —
KammuectBenHoe onpenenenve: BIXX 525.0 mr/ra6 4928

KanuduuyuposatHuiin cotpyaHmk

Opnobpeto anekTpoHHol nognuckio
©amunus nognucanra YKa3laHa Huxe

Ewa Juszezak, 04-MAP-2018 10:24:08
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