JTEKJIAPAIIAS O COOTBETCTBUM

AEKJIAPAHT, IPUHUMAIOW M JEKJIAPAIMIO O COOTBETCTBUU

AO "TnaxcoCwumKasnitn Tpetiounz"

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyus Dedepansnoil Harozo6oli cayxctor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, 0ama npuceoenus OTPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadexuii npocnexm, d. 374, Kopnyc 4, amaoc 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B muye. I'enepanvuuiii dupexmop Jy6anckuii Onez

Hosepennoe nuyo: Kysneyos A.A., dogepennocmy 18-09.08.2019 om 09.08.2019 2.

3AABJIIET, YTO

Aexapcmeennoe cpedcmeo: Ilaxcun, mabremxu nokpeimoie naexounoti oGonouxoit 20 m2 10 wm., YRaKoeKu
Auetixogsie konmypuvie (10), nauxu xapmonnvie, PV Ne IT N016238/01 om 02.04.2010 (oama zamens
16.04.2019) ewidano AO "TnaxcoCmumKnaim Tpetiounz", cepusn ER6R, napmus 11649 ynaxoeox, 200en do
20.08.2022, npouseodcmaa IaxcoCmumKnsaiin dapuaceiomuxans C.A., Honswa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str., 60-322 Poznan, Poland, k00 OKIIJ]2 21.20.10.235, koo TH B3a
3004900002, Juempubsiomop. coznautenue 6/n om 01.01.2013, uneoiic Ne 4205288715 om 25.09.2019

COOTBETCTBYET TPEBOBAHUAM
[T N016238/01-250416 uam. Ne 1-3

AEKJIAPATTHS TTIPHHATA HA OCHOBAHUH
npomoxon ucnetmanuil Ne 6451y om 16.10.2019 HJI OO0 HI] "PAPMOFOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC PL.OMO8.C51444 om 17.10.2019

JATA TIPHHSATHS JEKJTAPALUMU 17.10.2019
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CBEJEHHS O PETUCTPAIIUH

OPT'AH IO CEPTU®HKAIIHH, BAPEI'HCTPHPOBABIIIHIA JEKJIAPAITHIO

RARU11®M08 OPTAH IO CEPTHO®HKAL[HH TPONYKIIHH OBILIJECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmepxoaa, 9. 4, om. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, zopod Mockea, yn. Macmepxosa, 0. 4, 3m. 5., men.:(495)788-02-88, eeb-
caiim: OyKK.pQ.

AEKJIAPAITUA O COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU /JJ-PL. ®M08.A.40846/19
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Boipan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLIA

Ten: +48 618601200  Oaxc: +48 61 867 57 17 HRata ceprudukata Homep ceptuduxara
20-CEH-2019 1000258299

crpadva 1 mz 2

Onucanue matepuana:  Nakeun Tabn. nokp/o6. 20mrx100

Homep matepuana: 12858
ToproBoe HazBaHue: MAKCUN®, Tainetku nokpbiTsie nneHouHoN 06onoukoi, 20 M
Mpumevanue:

HacToaimnm yaocTosepsio, YTo BhIlIEYNOMAHYTAA UHOOPMALMS NOARUHHA
u TouHa, Cepus ApoaykTa Gbina Npov3BEAeHa, BKIIOYAn YMakoBKy 1
KOHTPOAb Ka4eCTBa B NOHOM COOTBETCTBUK C TpeBoBaHuamu GMP
NOKaNsHOrO PerynaTtopHOro opraxda u co crieyuduxalmamm
PerncrpaunoHHon JOKYMEeHTaLUM UMNCPTUPYIOWER CTPaHbI.

HlOKYMEHTbI N0 NPOW3BOACTBEHHOMY MPOLIECCY CePUM, YNaKkoBKa
NPOAYKTa 1 PE3YNbTaThl KOHTPONA KAUecTBa Cepuy npoBepeHsl

W HaxoasTca B cootBeTcTBMK ¢ GMP.

ADC: napokceTuHa rUOPOXIOPUA remMuruapar
Mpoussogurtens AOC: cMOTPETb HIKe

Cnegyoujue NapameTpbl KOHTPOAMPYIOTCA Ha TePPUTOPUK POCCUIACKOR Qepepauunn u
He nposoaaTea Ha nnowagke MakcoCmutKnarn Qapmacsiotuxans CA., MNoabwa;
MocTropoHHue npumeck

Mukpo@uonorinyeckan yucrora

¥nakoexa

Mapkuposxa

Cepua ERBR Cpox rogHOCTH:
Aara usroroBneHusn: 21.08.2019

Wmnoprtupytowan crpana

RU
Onucanune Cneyudurayun Pesynbrars!
OBanbHble ABOAKOBLINYKNbIE TABNETKI, NOKPLITHIE
OnucaHue nAeHouHon obosoyukon Genoro LeeTa, ¢ rpasvuposkoit «20» CootseTcTByeT

Ha OfHOI CTOpoHe TabneTku W PUCKON Ha APYrol CTopOoHE.

Bpema yaepxuaanus 0CHOBHOTO NUKA Ha XpoMaTorpamMme
MCMBITYEMOro PacTBOpa JOMKHO COOTBETCTBOBATL BPEMEHM

NMognurrocTs: BIMKX CootseTcrayer
YAEPHUBAHUA OCHOBHOTO NUKA Ha XpoMaTorpamme
CTaHOAPTHOrO PacTBOPa NapoKCeTUHa MMEPOXNopUaa.
YD-CrexTp NOrnoweHns UCnbiTYEMOro PacTBopa foMKeH
MognuunocTe: YO-cnektpodotomeTpus P . B4 P Pa i Cootsercreyer
CooTBeTCTBOBaTh Y(M-CnekTpy CTaHRapTHOro pacTeopa.
OaHOPOAHOCTL JO3UPOBaHWA CootsetcreyeT TpebosaHusm Esp. O. CootseTcTayet
KonuvecTeeHHoe onpegenexme O71 19,0 no 21,0 mriTab. 19,3

KonuyecTteeHHoe onpepeneHue Ot 95,0 no 105,0 % ot 3assnenHoro cogepmanns 96,5




Boipau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189
60-322 POZNAN

NOonblWA
Ten: +48 61 860 1200  Qaxc: +48 61 867 57 17 Aata ceprudurata Homep cepTudukara
20-CEH-2019 1000258299
CTpaduya 2 u3 2
Onucasue Cneyudukayun Pesynbrarsl
o,
Pacreopesie 75 % (Q) OT 3aABNEHHOrO COAePKAHURA NAapOKCeTUHA Yepes o1
30 muH
Mpowsogurens AGC 1. CvuntKnaitk Buvem (Kopk) Mumuren, Wpnanaus Wnu 2. 1
Aecuka QapmacbioTukans flumutes, Benmkobputanns

KeanupuuupoBaHHbilt COTRYRHUK

OpobpeHo 3neKTPOHHOW NOAMUCHIO
®DamunrA NOANMCAHTA YKa3aHa HuKe

Ewa Juszczak, 20-CEH-2019 07:13:18

Importing Country: RALSS I+




