AEKJIAPAIIASI O COOTBETCTBUU

AEKJIAPAHT, IPUHUMAIOII U JEKJIAPAITAIO O COOTBETCTBHHA

AO "ThaxcoCmumKasitn Tpeiidunz"

3apeaucmpuposano : Meviepationnas urcnexyus MHC Poccuu Ne 39 no 2. Mackee OT'PH 1027739011486 om
24.07.2002

Aodpec: 125167, 2. Mockea, Jlenunzpadexuii npocnexm, 0. 374, kopnye 4, amaoic 3, now. XV, komnama .
Teneghon:8(495)777-89-00.

B nuye: Ienepansuniii dupexmop Buwruyruii IT.A.

Hosepennoe nuyo: Kysneyoe A.A., doeepennocme 60-13.09.2018 om 13.09.2018 .

3ASIBIAET, YTO

Aexapcmeentioe cpedcmeo: Jlamuxman, mabnemicu 50 vz 10 wem., ynaxoexu aueiikoguie konmypuue (3), nauxu
kapmonnvie, PY Ne I NO14213/01 om 25.06.2010 (dama samenvr 29.03.2012 ) eurdano 340
"ThaxcoCyumKnsiin Tpeiidunz", cepua C48G, napmus 16090 ynaroeok, zodex 0o 19.07.2021, npouszeodcmea
ThaxcoCrumKnaiin Papmacviomurans C.A., Horvwa, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland, xod OKII[]2 21.20.10.233, x0d TH B3] 3004900002,
Luempuberomop. coznawenue 6/ om 01.01 .2013, ungoiic Ne 4083192415 om 18.09.2018

COOTBETCTBYET TPEBOBAHHSIM
II N014213/01-290312 uam. Ne 1-2

AEKJIAPALTHS ITIPUHSITA HA OCHOBAHHUH
npomoxon ucneimanuti Ne 6080 m om 05.10.2018 HIT 000 HI] "®APMOBOPOHA ", ammecmam
axxpeoumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC PL.DMO8.C24486 om 08.10.2018

AATA IPUHATHS JEKJIAPAITHHA 08.10.2018

/ Kysneuos A.A.
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CBEI[E\EH?IH O PETUCTPAIINHA

OPI'AH IO CEPTHOHKAIINH, 3APETHCTPHPOBABIIHI JAEKJIAPAIIHIO y
RA.RU.119M08 OPIAH I10 CEPTHOHKALIHH ITPONVKITHH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA %

adpec opzanusayuu: 115280, 2. Mocxea, yr. Macmeproaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmeproea, 0. 4, am. 5., men.:(495 )788-02-88, geb-
caiim. OyYxkK.p@.
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Boipgau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbWA

Ten: +48 61860 1200  Qakc: +48 61 867 57 17 flara cepruukara Homep cepruuara
12-CEH-2018 1000192606
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Cipavmua 1 wm3 1 *

Onucanve marepuana:  Jlamukran Ta6n. 50 mr 30 Ta6n,

Homep matepuana: 264889
Toprosoe HassaHue: NAMUKTAT ta6netiu 50 mr
Mpumeyanne: ?

HacroAaumm ypoctosepsia, 4To BbiweynomaHyTas UHGOPMALMA NOANMHHE
¥ TouHa. Cepun NpofyKTa Gbina npoussefeHa, BKNI0Yas YNaKoBKy U :
KOHTPOAL KalecTsa B MOMHOM COOTBETCTBUAM € TpeGoaHuamu GMP
IoKansHoro PerynATopHOro opraka u co cneuuduKkaLuamu
PeructpauuonHoii fokymeHTaLMM UMNOPTUPYIoWet CTPaHl,
LokymeHTbl Mo npousBoaCTBEHHOMY ApoLleccy cepun, yrnakoska
NPOAYKTa U pe3ynbTaTbl KOHTPONA KayecTBa CepUn NPOBEpeHbI

W HaxofaTca B cooTseTcTalin ¢ GMP.

s

Cepun C48G Cpok rogHocru: 19.07.2021
Hara usroroenenus: 20.07.2018

Onucanne Cneunduxayunn Pesynbratsi
Tabnetku ot bnepgHo-XenToro BO XenTo-KopuiHesora
UBeTa, KBapgpaTHbIe CO CKPYTAeHHbIMM yraami. OanHa

OnucaHue CTOPOHa Nnockan C BbIJABNEHHOI Hagnucsio "GSEET", CootsetcTByeT
APYTas CTOPOHA MHOTOTPaHHas, C BbIMYKNbIM KBAPaToM C ‘
BbifaBneHHomn Lyudpon 50

MoanuHHoCcTb: TCX (namoTpumKUHa) COOTBETCTBYET TpebosaHuaMm CooteetcrByet

MopnuHHoCT: YO (namoTpumkmHa) COOTBETCTBYeT TpefoBaHuAM CoaTsetcreyer

Konuvectsentoe onpegenexve: YO i’;;“:;iti’:"“a) 95,0 - 105,0 % or sanenenrioro 99,7

KonuyecreeHHoe onpegenenue: YO {(namoTpupxuHa) 47,5 - 52,5 mritab 4899

OgHOPOAHOCTL [O3NPOBAHMA CooTeetcTByeT TpebosaHuaM Qapwm. Espon. Cooteertcreyer
(konuyecTso namoTpumKIKa BbicBOGogUsILErOCH U3

PacteopeHue Tabinetiu uepes 30 mun) CooTsetcTayeT TpeboBaHuam 98
@apm. Eepon.Q=75 %x

Mukpobuoncruyeckas uucrota CooTBetcTByeT TpebosaHam CootBetcrayer

KeanuduymuposaHHblit coTpygHMK

Onobpeto snexTpoHHOR NoanUcEo
Damunus NOANUCAHTa yKkalaHa Hupke

Ewa Juszczak, 12-CEH-2018 08:19:00
Importing Country: RUs551p
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