JAEKJIAPAITUSA O COOTBETCTBHUA

JEKJIAPAHT, IPUHUMAION[ U JEKTAPALIHIO O COOTBETCTBHU

AO "TnaxcoCyumKnsin Tpetioune"

Ceedenun o pecucmpayuu opeanusayuu: Mescpationnan uncnexyus Qedepanvroli Hano2oeol caysicovt Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, xopnyc 4, smaic 3, nom. XV, komnama 1.
Teneqpon:8(495)777-89-00.

B nuye: I'enepanvusrii Oupexmop [ybsnciuti Onez

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

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo. Kanzenw, 2ens cmomamonozuveckuti 3,3 mz + 1,0mz e 1 2 10 2, mybot
amomunuessie (1), nauxu xapmonnwvie, PY No IT N015029/01 om 21.06.2010 (dama 3amenvt 19.03.2018) evidaro
3A0 "ThaxcoCmumKnsiin Tpetioun2”, cepusn 2B3K, napmua 48514 ynaxosok, 200en 0o 09.01.2022,
npouszeoocmea IhaxcoCrumKnaiin @apmacwiomuxanz C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A.,
ul. Grunwaldzka, 189, 60-322, Poznan, Poland, koo OKIIJ[2 21.20.10.231, koo TH B3/ 3004900002,
Huempubsromop. coenawenue 6/n om 01.01.2013, unsosic Ne 4083194866 om 09.04.2019

COOTBETCTBYET TPEBOBAHUAM
TTN015029/01-190318

JEKJIAPAITM A TPHHATA HA OCHOBAHUMU
npomoxon ucnsimanuti Ne 2151m om 26.04.2019 HJT OO0 HI] "®PAPMOBEOPOHA", ammecmam
arxpedumayuu POCC RU.0001.21®J140, Cepmuchuxam POCC PL.OM08.C39200 om 29.04.2019

,IIATA IIPHH}ITPISI AEKJIAPATIUH 06.05.2019

// Kyzneuos A.A.

cmnﬁb ©O.H.0
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o
T CBEﬂﬁﬂ[/m O PETUCTPAIIHI

OPT'AH 11O CEPTU®MKAIIAHA, 3APETMCTPUPOBABIIHI JEKJIAPAITHIO )
RA.RU.11®M08 OPI'AH 110 CEPTH®HKALIHH ITPOAVKIIHH OFI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 3, nom. I, kom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea, . 4, sm. 3., men.:(495)788-02-88, eet-
catim: oyrx.pa.

}},ERJIAPAB;HH O COOTBETCTBHHU 3APET'HCTPHPOBAHA N POCC RU J-PL. ®M08.A4.23014/19
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Buigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 188

60-322 POZNAN

NONbUWA

[ara cepmqahk;% Homep ceprudukara
25-AHB-2019 1000215591

crpanvga 1 w3 2

Ten: +48 61 860 1200  ®axc: +48 61 B67 57 17

Onucanune marepuana:  Kanrenb sy6uoit renb 10r x11y6.
Homep marepunana: 281387
Toprosoe HaaBaHue: Kanrens® renib cromaronoriueckuii

Npumeyanue:

Hacronium ygocrosepsaio, 4To BeilUeYNOMAHYTaA UHDOPMALIUA NOANMHHA
v TouHa, Cepua npoaykra Geina npoussepeHa, BKIIOYAA yNaKkosky 1
KOHTpONb KayecTBa B NONHOM COOTRETCTBUU ¢ TpebosaHuamu GMP
NOK3RbHOro PerynaTopHOro opraHa W Co CneunpuKaLmamm
PerucrpauuoHHo JOKYMENTaLMN UMITOPTURYIOUER CTPaHBI.

[loKyMeHTHI Mo NPOW3BOACTBEHHOMY NPOLECCY CepUi, YNaKoska
NPOAYKTa Y Pe3yNbTaTht KOHTPONA KavyecTsa Cepuld nposepeHs

1 HaxopaTca B cooTeTcTaMN ¢ GMP,

MuxpoBronornyeckan YUCTOTa - PYTUHHO He NPOBOAATCA

Lins TecToB; KOTOpbie PYTMHHO He NiposofsTca - COOTBETCTBYET D3HaYaeT,
UTO ABHHbBI NapaMeTP rapaHTUPYETCA npoussoauTenem [nakcoCMuTKnaiH
®apmacbiotuxans C.A., Nonblua

Cepun 2B3K Cpok ropnocTi: 09.01.2022

Aara uarorosnenun: 10.01.2019

Wimnoprupyioan crpasa

RU

Onucanne Creyndurauynn Pesynetarsi

Msirkuit 0gHOPOAHBIA refb KeNTOBATO-KOPUYHEROro UBeTa

OnucaHue C XapakrepHbiM 3anaxoM, cBOBOAHDBIN OT KPYNUHOK, KOMKOR Coorsercrayer
1 NOCTOPOHHBIX YaCTUY

opnuHHOCTD {nwpokamma ruppoxnopug) Coorserciayer Tpebosanuam CoorseTcrayer

MognuuHocTs (ueTunnupuguniua xnopup) CooteeTcTayet TpefoBaHuam CooreetcrByET

Macca cofepXumoro ynakosxu 10.0—-10.5r 10,3

pH 5.2-6.2 ' 6,1

Boga 53.0 - 62.0 % ob/s ) 58,8

STUnoBbIi CNMpT {94.0 — 108.0 % or 3asBneHHOro Kanu4ecTsa 100,5

3runosbiii cnnpt 9.15~10.31 % s/s 9,78
(nupokavHa rugpoxnopuaa) 85.0 — 105.0 % ot

{KonuwyectseHHoe onpegeneHue gaasneauor o mﬁ:‘% c’?aa 100,9

eTunnpuarHea xnopug) 95.0 — 105.0 % ot
KonuvecteenHoe onpegenetue S;asﬁeﬂugm Kbnut:eaiam' i 99,3
Mupafuonordyeckan wacrara |B. COOIRETCIRMM & TRefioRatuamy Esp. (. ConIREILIBYET,
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Boipan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbilA

el

:ii;Ta ceptudurata Homep cepruduxara
25-AHB-2019 1000215591
CipaHuuya 2wz 2

Ten: +48 61 860 1200  ®akc: +48 61 867 57 17

KeanuduumposaHHbiii cOTpYIHUK

Opobpetio aneKTPOHHOR NOANMCHIO
Qamunun NOANMCAHTa YKasaHa Hiie

Ewa Juszczak, 25-AHB-2019 13:22:13
Importing Country: RUSS 11},
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