AEKJIAPAIIAA O COOTBETCTBUUA

JNEKJIAPAHT, IPMHUMAIOLIHANA JEKJIAPALIMIO O COOTBETCTBUU

AO "ThakcoCmumKnaiin Tpeiiounz"

3apeaucmpuposano : Meacpaiionnan uncnexyus MHC Poccuu Ne 39 no 2. Mocxee OTPH 1027739011486 om
24.07.2002

Aodpec: 125167, e. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, smaac 3, nom. XV, xomnama 1.
Tenecghon:8(495)777-89-00.

B nuye: I'enepanvuorii oupexmop Buwnuyxudi JT.A.

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

3ASIBJISIET, UTO

nexapcmeenroe cpedcmeo: Banmpexc, mabnemxu nokpeimvie nienounoti obonouxoii 500 me 6 wm., ynarosxu
Avelixogvie konmypnwie (7), navku kapmonnste, PY Ne IT1 N015441/01 om 27.04.2009 (dama 3amenst 27.03.2018)
svioano 340 "ThaxcoCyumKnniin Tpeiiounz", cepus AR3L, napmus 15462 ynaxosox, 209en do 17.07,2021,
npouseoocmea I'naxco Bannxom C.A., Henanus, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / IhakcoCvumKnaiin ®@apmacviomuxanz C.A., Honvwa, GlaxoSmithKline Pharmaceuticals
S.A., 189 Grunwaldzka Street, 60-322, Poznan, Poland, ko0 OKIT/{2 21.20.10.194, koo TH B3 3004900002,
Huempubvlomop. coznawenue 6/n om 01.01,2013, unsoiic Ne 4083192329 om 11.09.2018

COOTBETCTBYET TPEEOBAHUSIM
11 NO15441/01-270318

AEKJIAPAIIUSI ITPUHSITA HA OCHOBAHHUH
npomoxon uchormanuii Ne 5942 m om 05.10.2018 HIT Q00 HI] "®APMOBEOPOHA", ammecman
axxpedumayuu POCC RU.0001.21®PJ140, Cepmughuxam POCC PL.dMO8.C24463 om 05.10.2018
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CBEJIEHUS O PETUCTPALIUUA

OPT'AH IO CEPTH®HUKAIIMH, 3APEI'’MCTPUPOBABLIMI JEKJIAPALIUIO

RA.RU.11®MO08 OPI'AH 11O CEPTHOHKALIHH ITPOJVKIJHH OBII[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH I[EHTP KOHTPOJISI KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeproaa, 0. 4, sm. 5., men.:(495)788-02-88, 6e6-
caiim. oykk.pep.

AEKJIAPALITAS O COOTBETCTBUM 3APETHMCTPUPOBAHA N POCC RU J{-PL. ®M08.A.03245/18
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Bbigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MNONbLUA

Ten: +48 61 860 12 00

Onucanue matepnana:
Homep marepuana:
Toprosoe HazBaHue:

285323

Mpumevanue:

Qakc: +48 61 867 57 17

04-CEH-2018

CrpaHuya 1 u3 1

Nara ceptudukara Homep ce

prudukara

1000191228

Bantpekc tabnetku 500Mr X 42

BANTPEKC® tabn, nokpbitbie nnéHouHoin obonoukoit, 500 mr, B 6nucT.

Hacrosawmm yaoctosepsio, YTo BbilieynomaHyTas UHGOpMaLMa NOATUHHA
v TouHa. Cepus npopykTa Gbina npovsseseHa, BKIOYaA YNakosKy u
KOHTPONb Ka4yecTsa B NOMIHOM COOTBETCTBUU ¢ TpefoBaHuamu GMP
NoKanbHOro PerynAtopHoro opraHa u o cneyudukaLmamu
PerncrpaynoHHoii oKyMeHTaLMU MMNOPTUPYIOWEi CTpaHbl.

JlokymeHTbI N0 NPOM3BOACTBEHHOMY NPOLeCCY CepuU, YNakoBKa
MNPOAYKTa W pe3ynbTaTbl KOHTPONA KAYECTBa CEPUN NPOBEPEHbI

1 HaxopasTca B cooteetcraun ¢ GMP,

Cepun AR3L Cpok rogHocTu: 17.07.2021
Hata uzrotoBneHun: 18.07.2018
Umnoprupylowan crpana
RU
Onucanue Cneyudukauun Peaynbratbi
benble npogonrosatbie ABOAKOBLINYKILIE NOKPLITLIE
nneHouHon obonoykoit Tabnetky 6e3 pUcku € rpaBUPOBKOI
Onucanue ; CootsercTByeT
«GX CF1» Ha ogHoit cTopone. fiapo ot Genoro go noutu
Genoro ysera.
NoAMHHOCT: BIMKX (Banaymknosupa ruapoxnopuga) Cootsetcrayet Choysercrever
TpebosaHUAM
OgHopogHOCTL Macchl TabneTkn CoorsercrByeT TpeGOBaHUAM CootBeTtcrayeT
(konuyecTBO BanauWkNoOBUPa BLICBOGOAWBLLETOCA U3
P vt Tabnetku yepes 45 mun) Q = 75 % 100
OpnHopogHOCTL AO3UPOBaHUA Cootsercreyet TpeGoBaHMAM Cootsercrayer
p p Y
(BanaymknoBupa 8 nepecuete Ha ocHosanue) 95,0 — 105,0
; 101,
KonuuectBeHHoe onpepgenenue: BIXKX 5 0T SARMEHHOID CopieRIaie 01,2
P
KonuuecTBeHHoe onpeaenexue; BIXKX (Banayuknosupa B nepecyere Ha ocHoBaHue) 475,0 — 506.0
’ 525,0 mr/rab ’

KeanuduumposatHblil coTpyaHMK

OpobpeHo 3NeKTPOHHOK NOANUCHIO
Gamunus noanncaHTa ykasaHa Huxke

Ewa Juszczak, 04-CEH-2018 12:17:19

Importing Country: £ V55 113
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