AEKJIAPAIIUSI O COOTBETCTBUM

AEKJTAPAHT, IPUHUMAIOIIH AEKJIAPALIHIO O COOTBETCTBUHA

AO "TharcoCrumKasiin Tpetiounz"

Ceedenus o pecucmpayuu opeanusayun: Medxcpationnas uncnexyus Dedepaivhoii nanozoeoi cayictor Ne 46 no
2. Mocrae 01.01,2008, OF'PH 102 7739011486, dama npucecenus OF'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocrexm, 0. 374, kopnye 4, smaxc 3, now. XV, kovnama 1.
Tenechon:8(495)777-89-00.

B auye: lenepansnoiii dupexmop Jly6anckuii Onez

Hosepennoe nujo: Kysueyos A.A., doeepennocms 60-13.09.2018 om 13.09.2018 »

3ASIBJSIET, UTO

Aexapemeennoe cpedemeo: Jlavuxman, mabnemiu 50 mz 10 wm., ynaxoexu siuetikogvie konmypusie (3), navurxu
kapmonnvie, PY Ne IT NO14213/01 om 25.06.2010 (0ama 3amenwvr 09.10.2018) estdano 340
“ThaxcoCyuumKnaiin Tpetioun2", cepus PK9W, napmus 16883 ynaxosox, 200en do 07.04.2022, npouseodcmed
DhaxcoCuumKnniin @apmacviomurans C.A., Honvua, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland, xod OKII/2 21.20.10.233, ko0 TH B3J] 3004900002,
Hucmpubviomop. coanawenue 6/u om 01.01.2013, uneoiic Ne 40831954 78 om 04.06.2019

COOTBETCTBYET TPEBOBAHUSIM

11 NO14213/01-091018

AEKJIAPAITHSI ITPUHSITA HA OCHOBAHHHU

npomoxon ucnwimariui Ne 3235:m om 17.06.2019 HIT OO0 HI] "®APMOEOPOHA", ammecmam
axkpedumauu POCC RU.0001.21 BJ140, Cepmuchuxam POCC PL.OMO8.C42121 om 17.06.2019

Kysneuos A.A.

"(imm%b O.H.O

CBE}IE%H;I O PETUCTPAIIAU

OPTAH ITO CEPTU®HUKAIIUH, 3APETHCTPUPOBABIIHIL HAEKJIAPAIIHIO 5

RA.RU.11®MO8 OPTAH 10 CEPTH®HKALIHH ITPOJYVKLIHH OBLJECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA =

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no

cepmutpuxayuu: 115280, POCCHA, z0pod Mocxsa, yx. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ce6-

catim: oyrK.pe.

JAEKJIAPA O COOTBETCTBHH 3APETMCTPUPOBAHA M POCC RU A-PL.DOM08.A.27324/19
AZPE o EPA

UBHTD KOHTDONA
uyectgan
Shetn rie

)¢?§(ff o[5S

Hupenko H.B.
NOAMHCH Pyxoeomurens OC




Boigan: § P

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbWA

Hata ceprudukata Homep ceprudukata

Ten: +48 61 860 12 00 Qakc: +48 61 867 57 17

27-MAR-2019 1000236296

crpadmya 1 uz 1

Namukran tabn. 50 mr 30 tabn.
264889
NAMUWKTARN Tabnetku 50 mr

Onucanue marepuana:
Homep marepuana:
Toprosoe Ha3gaHue:

Mpumevanue:

HacToawmm YROCTOBEPAKD, HTO BbILLEYNIOMAHYTas UHGOPMALUA NOLAMHHA
1 ToMHa. Cepua npogykTa Bbina npousBefeHa, BKOYAs YNakoBKy 1
KOHTPOAb KayecTea B NONHOM cooTBeTcTBum ¢ Tpebosanuamm GMP
NOKanbHOro PerynaTopHOro opraxa v ¢o cneuyudukaymami
PerucrpalioHHOR AOKYMEHTALMKM UMIOPTURYIOWE CTPaHbl, i
HokymenTbl No NPON3BOACTBEHHOMY NPOLECCY CEPUM, YNaKOBKaA :
NPOAYKTa ¥ pe3ynbTaThl KOHTPONA KaYecTea Cepum NpoBepeHsi
W HaxoOaTcs B cooTeeTCTRUM ¢ GMP,

MukpoBuonorinieckas YMCTOTa - PYTUHHO He NPOBOAATCR

fnst TeCTOB, KOTOPbIE PYTMHHO He MPOBOAATCA - COOTBETCTBYET O3HAYAET,
4TO AaHHbI NapameTp rapaHTupyetca npoussogutenem MnakcoCmutKnamg
Qapmacsiotukans CA., Monbwa

Cepusn PKoW Cpok rogHocTu: 07.04.2022
Hata usrorosnenun: 08.04.2019
Onucanune Cneuynduxayun Pesynbrarsi

TabneTku OT CBETAO-KENTOTO [10 KEeNTo-KOPULHeBoro
yeeTa, MHOTOrpaHHbie, CyNnepanaunTUYecKue, ¢ rnajiKo

Onucanue NOBEPXHOCTBIO, € BhifasneHHoW Hagiuceio "GSEE1" ¢ Coorsercrayer
OfIHOW CTOPOHDI, 0B03HaueHuem "50" u dackoil — ¢
ApYyro.

NoanuxHoCTL: TCX {namoTpumkuHa) cooTBeTCTRYET TpeGoBaHUAM CootsetcrayeT

MopnuHHOCTL: YO (namoTpuaKMHa) cooTeeTCTBYET TpeboRaHUAM CoorsetcrayeT

X 85,0 - %

KonuuecTaenHoe onpenenetiue: YO (namoTpumkuna) 95,0 - 105,0 % oT 3anseneHHOro 57,0
CcoflepXaHunA

Konuuectsentoe onpegenetnne: YO (namoTpupxuna) 47,5 - 52,5 mr/ra6 48,5

ORHOPOAHOCTE A03UPOBaHUS CootseTtcrayer TpefoaHuam Oapm. Espon. Coorsetcreyer
H

Pacraopetue e meHee 75 % (Q) o 3asBneHHOro cogepXaHuA 96
naMoTpumKuHa yepes 30 MuH.

Mukpobuonornyeckas yucTora CootsetcTByeT TpeboBaHmuam CoorsetcrayeT

KeanuduumpoBarHbIi COTPYAHWMK

OpobpeHo 3NeKTPOHHON NOANNUCHIO
Damunus nognuncaHTa YKa3aHa HxKe

Ewa Juszczak, 27-MAK-2019 12:02:08

Importing Country: QUSSHQ» /%,;W/
/ 805 207




