JAEKJIAPAIIHS O COOTBETCTBUH

AEKJIAPAHT, IPHHUMA IO AEKJIAPALIMIO O COOTBETCTBHH

AO "ThaxcoCyuumKasiin Tpetiounz"

3apezucmpuposaro : Medicpationnas uncnexyus MHC Poceuy Ne 39 no 2. Mocree OT'PH 1027739011486 om
24.07.2002

Adpec: 125167, 2. Mockea, Jlenunepadckuii npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepanvuwiii Qupexmop Buuuykuii [ A.

Hosepennoe ruyo. Kysneyos A.A., Oosepennocmy 60-13.09.2018 om 13, 09.2018 2,

JASIBJSIET, UTO

Aexapemeenioe cpedemeo: Jehure, mabnemucy, HoKpbinbie nieHoYHol obonouroti 100 mz 14 wm., ynakoexu
AveiiKkosvie Konmypusie (2), nauxu kapmonnvie, PY Ne I1 NO11613/01 om 24.06.2010 (0ama samenwvi
05.10.2017) esidano 340 "ThaxcoCrumKusiin Tpeiiounz", cepun SK7C, napmus 2911 ynaxoeok, 2oden do
06.06.2021, npouseodcmea DhaxcoCymumKnsiin Dapmacviomuxans C.A., Honvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka str., 60-322 Poznan, Poland, koo OKIINI2 21.20.10.194, k00 TH BaX
3004900002, Hucmpubsiomop. coznawenue 6/ om 01.0] -2013, unsoiic Ne 4083191976 om 14.08.2018

COOTBETCTBYET TPEBOBAHHSIM
I N011613/01-051017

AEKJIAPALIMS IPUHSITA HA OCHOBAHUH
npomokox ucneimanuii Ne 5843 m om 03.10.2018 HJT 000 HI[ "®APMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 @JIH0, Cepmughurxam POCC PL. dMOS, C24373 om 04.10.2018

AATA NIPUHSATHS TEKJIAPALIAH 05.10.2018
P s
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CBEﬁﬂm O PETHCTPAIIAH

OPTAH IO CEPTUO®HKAIIHH, 3APETHCTPHPOBABIIHH AEKJIAPAITHIO }

RA.RU.11®M08 OPTAH ITO CEPT, HOHKALJHH POLYKIIHH OBIECTBO C OIPAHHYEHHOL

OTBETCTBEHHOCTBIO "OKPYIKHOM HEHTP KOHTPOJII KAYECTBA "

adpec opzanusayuu: 115280, 2. Mocxsa, yn. Macmeprosa, 9. 4, sm, 3, nom. I, xom. 1, adpec opzauna no

cepmucgpuxayuu; 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, 3m. 5., men.:(495 )788-02-88, get-

catim: oyxx.pep.
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbLIA

Ten: +48 61 860 12 00

Onucanue marepuana:

Homep marepuana:
Toprosoe HaasaHue:

285615

Mpumeyanue:

Daxc: +48 61 867 5717

02-AB-2018

crpakmya 1 w3 1

flata ceprudurara Homep ceprudurara

1000186697

3eddurc vabn. 100mr 28 1abn.

3edpuxc®, Tabnetku, NOKPLITLIE NeHOYHOR oBonoykol, 100 mr

Hacrosumm ynocrosepsio, 4To BoilUEYNIOMAHYTaA UHOPMaLNA NOAAMHHA
u TouHa, Cepua npoaykra Gbina npoussefeHa, BIICYAA YNIAKOBKY i
KOHTPOAb KauecTea B NOAHOM COOTBETCTBUU € TpeGoBaHuamu GMP
NoKanbHoro PerynATOpHOrO Opraxa u o cneynbukauyuamm
PerucTpauMoHHoi LOKYMEHTALWY UMNOPTUPYIOWLENR CTPaHbI,

JokyMeHTbi N0 NPOU3IBOACTBEHHOMY NPOUECCY CepUM, YNaKoBKa
NPOAYKTA U Pe3ynbTaTel KOHTPONA Kauyecrsa cepun NposepeHs

1 HaxopaTca 8 cooteercraun ¢ GMP.

Cepun
Aara usroropnenun:

Mmnoprupyloujas crpaHa
RU

SK7C Cpox rogHocTi:
07.06.2018

06.06.2021

Onucabvue

Cneyunduxaynn

Peaynbrarbi

Onucanue

MKenToBaTo-KopUiHeBro LeeTa, BOSKOBLINyKbe,
KancynosuaHol GopMbl, NOKPLITbIE NNEHOYHOW oBonoyKoi
TalneTiy ¢ BLINPaBUPOBAHHOIA € ofHOl CTOPOHBI TaBReTkN
Hagnueoio «GX CGS»,

CootseTcrayer

Nopnuntocte Nlamusyauna: BIXKX

CooTBercrayer TpebosaHuam

Coorsercrayer

KonuuecteeHHoe onpegenexue; BIXX

{(NamusyguHa) 95.0 — 105.0 mr/rab

99,6

|KonuyectaenHoe onpefenerue: BIMX

(Nammeypnuna) 95.0 — 105.0 % ot sassneHHoro
copfepxadua

99,6

OpxopoaHOCTL [O3UPOBAHUA

Coorsetcrayer Tpebosanuam EQ,

Coorsercreyer

PacnagaemocTts

He 6onee 15 muH

1

KeanupuumpoBaHHbii COTPYAHUK

OpobpeHo 3MeKTPOHHOM NOANNCHI0
Damuniia NORNUCAHTE YKAIaHa HUXeE

Mariusz Kopras, 02-ABr-2018 10:17:35
Importing Country: 4}’2\151‘)3 £

Laboratory Suppgrt ¥a




