AEKJIAPAIIAST O COOTBETCTBHUHU

JEKJIAPAHT, IPUHUMAIONIHNA JEKJIAPAIIMIO O COOTBETCTBHH

AO "ThakcoCyumKasiin Tpeiiounz"

Ceedenusn o pecucmpayuu opeanuzauu; Mescpationnas uncnexyus Dedepaivnoit nanozosoil cayocounr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, &. Mockea, Jlenunepadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nos. XV, koanama 1.
Tenedhon:8(495)777-89-00.

B muye: lenepanvuwrii Oupexmop Jybsancxuii Onee

Hosepennoe nuyo: Kysieyoe A.A., dosepennocms 60-13.09.2018 om 13.09.2018

3ASIBJISIET, UTO

Aexapemeennoe cpedemeo: Banmpexe, mabremxu noxpeimeie naenounoii o6orouxoit 500 mz 10 wom., VNAROGKU
ayetikogere konnypueie (1), nauku kapmonnvie, PY No IT NO15441/01 om 27.04.2009 (dama zavens: 11.12.2018 )
evioano AOQ "ThaxcoCyumKnsiin Tpetiounz", cepus UVTA, napnus 43020 ynaxosox, 200en do 01.04.2022,
npoussodeniga axco Bawakom C.A., Henarus, Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de
Duero, Burgos, Spain, / DnarcoCyvumKnatin Dapmacvionuxans C.A., Homvwa, GlaxoSmithKline Pharmaceuticals
S.A., Ul Grunwaldzka 189, 60-322, Poznan, Poland, xo0 OKITJ[2 21.20.10.194, koo TH B3N] 3004900002,
Hucmpuboiomop. coznaruenue 6/ om 01.01.2013, unsoiic Ne 4083195844 om 05.07.2019

COOTBETCTBYET TPEBOBAHUSAM

IT NO15441/01-270318 uzm. Ne [-2

AEKJTAPALIUS ITPUHSITA HA OCHOBAHUH

npomoxoi uchermanutt Ne 3912y om 17.07.2019 HJI OO0 HI] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC PL.OMOS.C44303 om 17.07.2019

HAATA IPHHATHS AEKJIAPALIUU 18.07.2019

Kysuenor A.A.
D.H.0

QIO}}I%C!:

CBEJI}TS-)II/IH O PETUCTPALIUA

OPI'AH IO CEPTHO®HKAIINU, 3APETMCTPUPOBABIIHI JEKTAPAIIUIO

RA.RU.LI®OMO8 OPIAH ITO CEPTH®HKALIHH ITPOIYKI[HH OFH[ECTBO C OIPAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJISA KAYECTBA",

adpec opanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, now. 1, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20poo Mockea, ya1. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: oyxx.pep.

AEKJIAPALIMST O COOTBETCTBHHM 3APETMCTPUPOBAHA A POCC RU J{-PL.DM0S8.A.30451/19

: [ «Okdfmron  \ @ri
8| uentp xoutpons |2 B ¥4 Juaenxo U.B.

TO/INCH PywxoBoaurens OC




Boigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NMONbLA

Ten: +48 61 860 12 00

Onucavue matepuana:
Homep marepuana:
ToproBoe HassaHue:

285320

Mpumeuanue:

Gake: +48 61 867 57 17

24-WIi0H-2019

crpanmga 1 w3 1

fata ceprudurara Homep ceprudukara

1000241751

Banrpekc tabnetkn 500MI X 10

BAJITPEKC® Tabn, noxpbitble nnérounoit obonoukoi, 500 mr, 8 6aucr.

Hacroawmm ygocrosepsio, 4To BbilieynoManyTas uHGopMaLna nognHHa
1 TouHa. Cepua NPoAYKTa Gbina NPOU3BEAEHA, BKMIOYAR YNaKOBKY 1
KOHTpONb KayecTsa B NONHOM CooTBeTCTBUM ¢ TpeGosanuamum GMP
NoKansHoro PerynaTopHoro opraia v o cneyuduxalmami
PerucTpaumoHHoR OKYMEHTALMN UMIOPTUPYIOWEH CTPaHSI.

HOKyMeHTLI Mo NPOV3BOACTBEHHOMY NPOLECCY CEpUM, YITaKoBKa
NPOJAYKTa U pe3ynsbTaThl KOHTPONA KayecTsa cepun npoBepeHb

v HaxofaTca B cootBeTcTBum ¢ GMP.

Cepun UVT7A Cpok rogHocTu; 01.04.2022

Aara usrotoBneHusn: 02.04.2019

WUmnopTupyowasn crpasa

RU

Onucanue Crneyndukayusa Pesynbrarhbl

benvie NPOAOATOBATLIE BOAKOBLINYKNbIE NOKPLITHIE

Ortlicatine nnexauHoit ofonoukoi TabneTiu 6e3 pucki ¢ rpasupoBKoN P —
«GX CF1» Ha oaHoit cropore. Aapo ar 6enoro fo nourtw ¥
Genoro yeeTa.

T —— (Banauuknosupa rugpoxnopupa) CootseTcTayer CooTaercrayer

) TpeboBaHuam
OpHopoAHOCTE Macchl Tabnetku Coorsercreyer TpeGoBanuam CootsetcrayeTt
———— (konuuecTBo Banaunknosupa sbiceoboauBLIEroCa U3 99
P TabneTiu uepes 45 mun) Q =75 %
OHOPOAHOCTH [O3NPCBAHUA CoorsercreyeT TpebosaHuam CootsercrayeTt
. Banauukniosupa B nepecyere Ha ocHosanue) 95,0 — 105,0

KonuyectoeHHoe onpefeneHue’ BIXX f, P P ) 99,3
Yo OT 33ABNEHHOTO COJlePXKaHNA

Konuuecraennoe onpenenetue: BIXX {(Banauuknosupa B nepecyeTe Ha ocHosaHue) 475,0 — 496.7

525,0 mriTab

KeanudpumpoBaHHbIf COTPYAHUK

OpobpeHo 3neKTPOHHOR NOANUCHIO
Damunua NoANUCaHTa ykasaHa HKe

Magdalena Dominiczak, 24-UI0H-2019 10:50:14
Importing Country:  JSS 14

Osoba Wykwallfikowana/
Qualified Person
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Magdalena Dominiczak
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