AEKJIAPAITNASI O COOTBETCTBUHA

JAEKJAPAHT, MPUHUMAIOUIHUH JEKJAPAITHIO O COOTBETCTBHI

AQ "InaxcoCyumKnsin Tpetiounz"

Ceedenun o peaucmpayuu opeanuzayuu: Mescpaiionnas uncrnexyus Pedepanvroii Hanozoeoii cayxctvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aodpec: 125167, 2. Mockaa, Jlenunzpadckuii npocnexm, 9. 374, kopnye 4, amavic 3, nom. XV, xomnama 1,
Tenechon.8(495)777-89-00.

B nuye: I'enepanvuuiii dupexmop Jyéancruii Onez

Hoeepennoe nuyo: Kysneyos A.A., dosepennocns 60-13.09.2018 om 13.09.2018 2.

3JAABJBIET, UTO

hexapcmeennoe cpedcmeo. Ilaxcun, mabnemiu noxpeimuie nienounoii obonouxoii 20 mz 10 WM., Ynakoexu
Avetixosvie kowmypreie (10), navku kapmonnvie, PY Ne IT N016238/01 om 02.04.2010 (Oama 3amenvt
21.09.2016) svioano 340 "TnaxcoCymumKnaiin Tpeiidunz" cepua 4P7G, napmus 9910 ynaxoeox, zoden do
01.07.2022, npouseodcmea I'naxcoCmumKnaiin DPapmacvriomukanz C.A., Honewa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str, 60-322 Poznan, Poland, koo OKII/]2 21.20.10.235, kod TH BaT
3004900002, Jucmpubbromop. coanawenue 6/u om 01.01.2013, uneoiic Ne 4205281688 on 08.08.2019

COOTBETCTBYET TPEBOBAHUSIM
IIN016238/01-250416 usm. Ne 1-2

AEKJIAPAITUSI ITIPHHSITA HA OCHOBAHUH
npomoxon ucnvimanuii Ne 4697m om 23.08.2019 HJI 000 HI] "®APMOBOPOHA", ammecmanm
axkpeoumayuu POCC RU.0001.21®DJI40, Cepmugpuxam POCC PL.®OMOS.C46778 om 23.08.2019

JATAFCHHSTIEJEKTAPALIAY 23,08, 201

{(TBUTEJILHA 01.07.2022

/ / KysHeros A.A.

Kym[cs ®.H.0

CBEJIEHUSI O PETHCTPAIIAU

OPI'AH I10 CEPTH®UKALIUH, 3APETHCTPUPOBABIIUIA JEKJIAPAITHIO

RA.RU.11OMO8 OPIAH IO CEPTH®HKAILJHH ITPONYKI[HH OFLECTBO C OI' PAHHYEHHOE

' OTBETCTBEHHOCTBIO "OKPYXHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. I, aopec opaana no
cepmudurayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men. [(495)788-02-88, geb-
caiim: oykk.pe.

AEKJIAPAIIHSI O COOTBETCTBHUM 3APEI'MCTPHPOBAHA M POCC RU HA-PL.OM08.A.34258/19

UEHTP KOHTpons Hunenxo HU.B.
KADERERR VIO Pykosomutens OC




Bbigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MonbLWwA

Ten: +48 61 860 12 00

Onucanue matepuana:

Homep marepuana:
Toprosoe Ha3zBaHue!

12858

Mpumevanue:

Qakc: +48 61 867 57 17

29-10N-2019

CtpaHmuya 1 w3 1

flata ceptudukara Homep cepr

1000248964

upukarta

Makeun Tabn. nokp/o6. 20mrx1 00

MNAKCUN®, TabneTku NOKpbITbie NneHoYHOM o6onoukoir, 20 Ml

Hacroawmm ynocrosepsio, yro BbILLEYNOMAHYTaA UHGOPMaLMA NOANUHHE
W To4Ha. Cepus npogykTa Gbina NpouaseseHa, BKiovas YNaKoBKy u
KOHTPONb Ka4ecTsa B NONHOM COOTBETCTBUY ¢ Tpe6osaHuamu GMP
7IoKanbHoro PerynatTopHoro opraxa u co cneyndrkauuamm
PeructpauvonHoi AOKYMEHTaUMM UMNopTUPYIOLLEil CTpaHs,

JokymeHTs no NPOU3BOACTBEHHOMY NpoLeccy cepuu, yrnakoska
MPOAYKTA 1 pe3ynbTaTel KOHTPONA KavecTsa cepuu NpoBepeHsb

W HaxopaTca B cootBetctBUM ¢ GMP.

Cepusn 4P7G Cpok rogHocTu: 01.07.2022

Hara usroroenenus: 02.07.2019

Umnoprupytouwasn cTpaHa

RU

OnucaHne Cneyndukayun Peszynbrarb!

OsanbHble fBOAKOBLINYKIbIE TabneTku, NoKpbITble

Onucaxue nneHouHol o6onoukon 6enoro usera, c rPaBUpOBKOM «20» Cootsetcrayer
Ha OOHOW CTOPOHE TaBNeTKU W PUCKOI Ha Apyroii cTopoHe.
Bpems ynepxusaHua ocHoBHOro nuka Ha Xpomarorpamme
UCIBITYEMOro PacTBopa JONMKHO COOTBETCTBOBATh BpEMEeHN c

: oTl BYeT

Mopnutrocts: BXKX YAEPXUBAHUA OCHOBHOTO NUKA Ha XPOMaTorpaMme BRI
CTaHAapTHOro pacTeopa NapoKceTuHa rugpoxnopuga.
YO- [¢] A UCMbIT ro BO o.

MNopnuHHocTb: V(D-cnempodmmmemma ®-cnexrp nornower uc YEMOro pactaopa Ronxen Cootsetcrayer
COOTBETCTBOBaTL YP-cneKTpy CTaHpapTHoro pacrteopa.

CpepnHsa Macca TabneTku Ot 344,6 no 369,5 mr. 355,1

OpHopogHocTs fo3uposaHus CooteeTtcrByer TpefoBaHnAm Esp. ®. CootseTcrayer

KonuuectseHHoe onpegenenme Ot1 19,0 go 21,0 mr/rab. 19,4

KonuuecrseHHoe onpegenenue Ot 95,0 no 105,0 % ot 3asBnentoro cofilepxaHusn 96,9
Pesynbtatel ucnbitatua npu Q = 75 % vyepe3 30 MuH

PactBopeHue 90
AOMAHbI COOTBETCTBOBATHL KpuTtepuam O. CLUA 711,

Ksanuduumposanhbiii cotpygrmk

OpnobpeHo 3neKTpoHHON NnoAnNucbIo
(Damwwm nognwvcaHra YKa3laHa HuKe

Magdalena Dominiczak, 29-Mi0/1-2019 08:43:53
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