TEKJAPALIASI O COOTBETCTBHH

JEKJAPAHT, IPHHUMAIOIIHM JEKTAPAIIMIO O COOTBETCTBUU

AO "ThakcoCrmumKnaiin Tpeiioun2”

Ceedenus o pezucmpayuu opeanusayuu. Mescpaiionnan uncnexyua @edepanshoil HaN020601 cayxcbvt Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunapadcruii npocnexm, 0. 374, xopnye 4, amaoic 3, nom. XV xomuama 1.
Tenegori:8(495)777-89-00.

B nuye: lenepanvruiii Oupexmop [ybancruii Onez
Hoeepennoe nuyo: Kyaneyos A.A., doeepennocmp 60-13.09.2018 om 13.09.2018 2.

SASIBJISAET, UTO

nrexapemeennoe cpedcmso: Jlamurman, mabnemxu 50 mz 10 wim., ynaxosxu avetixoguie konmypuvie (3), nauxu
rapmonuvie, PY Ne I NO14213/01 om 25.06.2010 (0ama 3amener 09.10.2018) swidarno 340
“InaxcoCymumEaniin Tpetioun2”, cepusn C35Y, napmua 10456 ynaxoeok, 2oden do 30.01.2022, npouszsodcmeaa
TaxcoCmumKnsiin @apmacviomuxans C.A., Honvuwa, GlaxoSmithKline Pharmaceuticals S.A., 189
Grunwaldzka Street, 60-322, Poznan, Poland, koo OKII[2 21.20.10.233, koo TH B3] 3004900002,
Hucmpubsromop. coanauienue 6/x om 01.01.2013, uneoiic Ne 4083194629 om 19.03.2019

COOTBETCTBYET TPEBOBAHHSAM
II N014213/01-091018

JEKJAPAITHS ITIPHHSITA HA OCHOBAHUH
npomoxon ucnsimanuit Ne 1784xm om 15.04.2019 HJI OO0 HI] "@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL. OMO8.C38388 om 16.04.2019

I[ATA NPHHATUS AEKJIAPAIIMM 17.04.2019
APALTH: 1 EHCTBHTEJIBHA A0 30.01.2022

Kysnenos A.A.

(o,qm/;;\:, ®HU.0

CBEnﬁﬁﬁm O PETHCTPAITNH

OPTAH I10 CEPTU®HUKAIIAN, 3BAPETHCTPUPOBABIINI JEKJTAPAITHIO )
RA.RU.110MO8 OPI'AH ITO CEPTHOHKAIIHH NTPOJVKI[HH OBLI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, a. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, zopod Mocxkea, yr. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pe.

I{EI{.}IAPAIIPIH O COOTBETCTBHH 3APETHCTPHPOBAHA A POCC RU J-PL.®@M08.4.21745/19

«chPwnion '
LEHTD KOHTPONA | Hunenxo HU.b.

Pyxoeoautens OC




Buigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189 :
60-322 POZNAN

NMOnbIIA

Ten: +48 61 860 12 00

axc: +48 61 867 57 17

18-MAP-2019

e
Data cepmdzmxma Homep ceptuduxara

1000224553
Crpabma 1 w3 1

w

Onucadue matepwana:  Jflamukran Tabn. 50 mr 30 1abn.

Homep matepuana: 264889
Toprosoe HasBaHue:

MNpumevanue:

TIAMIAKTAN tabnetku 50 mr

Hacrosuwum ynocToBepaio, YTo BhilieynoMaHyTan uHGopMalus nognmnuHHa
1 TouHa. Cepun npofyxra 6uina Npoussefera, BKNIOYaA YakosKy v
KOHTPONb Ka4yecTBa B NONHOM COOTBeTCTBUM C TpebosaHmamu GMP
noKanbHOro PerynaTopHoro opraHa 1 o cneuupukayuamm
PerncrpayuoHHon gOKYMEHTALMA UMIIOPTUPYIOWLEI CTPaHbI.

[okymeHThl N0 NPOU3BOACTBEHHOMY NPOLIECCY CEpuK, YNaKoBKa
NPOAYKTa U pe3ynbTaThl KOHTPONA Ka4yecTsa cepuu NPOBEPEHb

W HaxogaTca B cooteercTeumn ¢ GMP.

Cepun C35Y Cpox ropHocTI! 30.01.2022
Hata usroroBnexun: 31.01.2019
Onucanue Cneyuduxayus Pesynbrathi
TabneTku oT BREeHO-KENTOrO A0 KeNTO-KOPUYHeBoro
LiBeTa, KBajpaTHble CO CKpyrieHHbiMu yrnamu. OgHa
Onucatue CTOPOHA NNOCKaA ¢ BbigasgnenHon Hagnucsio "GSEE1", CooTseTcrByeT

|BbigaBneHHon yudpoin 50

[pYran CTOPOHa MHOTOTPAHHAA, C BBINYKIbLIM KBAAPATOM C

MoanuHHocTs; TCX (namoTpugxuHa) cooTseTCTBYET TpeGoBaHNAM CoorsetcreyeT
MognutHocTs: YO {namoTpumKmHa) coorBeTcTBYET TpeboBaHuam CooTtsetcrByer
KonuMecTaenoe onpeaenchme: YO {(namorpupkuna) 95,0 - 105,0 % ot 3assneHHoro 1002
cofepKaHuAa
KonuyecteexHoe onpegenenue; YO (namoTtpumpkuna) 47,5 - 52,5 mrirta6 50,1
OAHOPOAHOCT [O3UPORAHUA CooteercryeTr TpebosaHuam Oapm. Eapon. CootBeTtcrayer
(KONUYECTBO NAMOTPUIKIIHA BLICBOBOAMBLIETOCA U3
PactBopeHue TabneTku yepes 30 muH) CooTeeTcTByeT TpEeGOBaHUAM 97
®apm. Espon.Q=75 %x
Mukpobuonoruyeckas 41cTota Cooteetcreyet TpeboBaHnam Coorsercreyer

KeanuuumpoBaHHbBIA COTPYAHMK

OpobpeHo 3NeKTPOHHOM NOANNCHIO
Damunus NOANUCAHTa YKazaHa HKe

Ewa Juszczak, 18-MAP-2019 09:49:27

importing Country: Q’U;"SM A
/




