AEKJIAPAITHSTI O COOTBETCTBHH

AEKJIAPAHT, IPHHUMAFOIUIT AEKJAPAIIHIO O COOTBETCTBHUM

AO "ThaxcoCmumKnaiin Tpeiidunz"

Ceedenus o pezucmpayuu opeanuzayuu: Meacpaiionnan uncnexyus Pedepanvoi Hano2060t cayicbr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadcxuii rnpocnexm, 0. 374, kopnye 4, smaxc 3, nom. XV, kownama 1.
Tenecpon:8(495)777-89-00.

B nuye: I'enepansnwiii dupexmop Hybaucxuii One2

Hosepennoe nuyo: Kysneyoes A.A., dosepennocms 60-13.09.2018 om 13.09.2018 »

3ASIBJISIET, UTO

Nexapemeenroe cpedcmeo: ITaxcun, mabrenicu nokpeimeie nieHounou obonoykoi 20 Mz 10 uum., ynaxoexu
Avelikosvie konmypnvie (3), nauxu xapmonnsie, PY No [T NO1 6238/01 om 02.04.2010 (0ama 3amens:
21.09.2016) evidano 340 "ThaxcoCuumKaniin Tpetiounz", cepus CK7L, napmus 17818 YNAKOBOK, 200eH 00
26.02.2022, npouseoocmea InaxcoCuumKnsiin Dapmacwiomuxans C.A., Honvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str, 60-322 Poznan, Poland, xod OKIIJ2 21.20.10.235, ko0 TH B3
3004900002, Huempubviomop. coznamenue 6/4 om 01.0] -2013, ungotic Ne 4083194731 om 27.03.2019

COOTBETCTBYET TPEBOBAHUSIM

11 N016238/01-250416 uam. Ne 1-2

AEKJIAPALIUSI IPUHSITA HA OCHOBAHUH

npomoxon ucnuimanui Ne 1924m om 09.04.2019 HJT 000 HL] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmughurxam POCC PL.®MOS.C37852 om 10.04.2019

Kyznewos A.A.
©.H.0

CBEJEHUS O PETHCTPALINHA

OPT'AH IO CEPTUD®UKAITHH, 3APETHCTPHPOBABUIHI AEKJIAPAITUIO

RA.RU.11PMO8 OPTAH 110 CEPTHOHKALIHH IIPONYKIHH OBFIECTBO C O PAHHYEHHOR
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIS KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mocxsa, yn. Macmeproea, 0. 4, am. S, nom. I, xom. 1, aopec opzana no
cepmucpuxayuu.: 115280, POCCHA, 20pod Mockea, y1. Macmepxosa, 9. 4, am. 5., men. (495)788-02-88, geb-
caim. oyxx.pep.

AEKJIAPAITHAS O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU A-PL.®@M08.A.21063/19
JATA &Fgeg% HH 10.04.2019

%‘“’M Kauasu E.B.

NOANKCH 3am. pyrxooguTens OC

LgHTD KoHTpona |73
OPpERRER




Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOALLUA

Ten: +48 61 860 12 00

Onucanue marepuana:
Homep matepuana: 12831
ToproBoe nazganue:

Mpumevanue:

Daxc: +48 61 867 57 17

e

Hlara ceprugurara Homep cepTudukara

21-MAP-2019 1000225310

crpaduua 1 w3 1

Makewun Tabn. nokp/o6. 20mMrx30

NAKCUN®, tabnetiu NOKpbITbIE NAeHOYHO obonoukoi, 20 MF

Hacrosumm ynocrosepsio, uro BbILUeyNomaHyTan UHGOPMaUMa NOANMHHE
1 TouHa. Cepua npogykra Guina NpousBefeHa, BKIOYAA YakoBKy u
KOHTPOJIb Ka4ecTBa B MONHOM COOTBETCTBUM ¢ TpebosaHuamu GMP
NoKanbHoro PerynaTopHoro opraHa u co cneyudurkayuamu
Perucrpauumontoin gokymenTaymm MMIOPTURYIOWEH CTPaHbI.

HokymenTsl no NPOM3BOACTBEHHOMY NPOLECCY CEpUM, YnaKoska
MPOAYKTA U Pe3yNbTaThi KOHTPONA KaYecTBa cepum npoBepeHb

1 HaXoAATCA B cooTBeTCTRUY ¢ GMP,

Cepus CK7L Cpoxk roguocru: 26.02.2022

Aara usrorosnenus: 27.02.2018

Umnoprupyiouas ctpana

RU

Onucanne Cneymdukayusn Pesynbratbi

OBanbHele ABOAKOBLINYKAbIE TabneTky, NoKpkIThie

Onucatue nnexHoyHol obonoyukoi Genoro UBera, C rpaBupoBKoii «20» Cooteercrayer
Ha OfHOW CTOpOHe TabneTku u PUCKOI Ha Apyrodi cropoke.
Bpems yaepuBanma oCHOBHOO Nuka Ha XpomaTtorpamme

i V!CI'IbITyEMGFD pacy BOpa AOMXHO COOTBETCT BOBaTh BpeMeHu

MlopnunHacTs: BIKX YAGPHUBAHUA OCHOBHOMO NUKA Ha XPOMATOrpaMme Cacreercrayer
€TaHAapTHOTO PacTBOPa NaPOKCETUHA rmapoxnopuaa.

MognunHocTs: Y®-cnextpodoTomerpus YO-cnektp nomotuenus METTHIYENOED pacraopa omie Cootsercrayer
COOTBETCTBOBATL YD-CNeKTpy CTasaapTHOro pacreopa.

CpegHas macca Tabnetku Ot 344,6 no 369,5 mr. 3551

OpHopopgHocTe Aosvpoeanus Cooteercrayer TpeGosatusm Esp. @. Coorae*rc'reye‘r

KonuyecrsenHoe onpegenetne Ot 19,0 no 21,0 mr/rab. 18,5

Konuyectsennoe onpegenexue Or 85,0 go 105,0 % ot 3aABNEHHOIO Coflepanmns 87.5
Pesynbratsi ucnsitanua npu Q = 75 % uepes 30 Mux

H
Pactaopetive AOMKHBE COOTBETCTBOBATL KpuTepuam @, CLUA 711, o0

Keanuduuyuposantbiit cotpyHuk

OpobpeHo anekTpoHHON nognucsio
DQamunun nofnMcanTa ykasaHa Hike

Ewa Juszczak, 21-MAP-2018 11:49:1 0

Importing Country: AVASY] B




