AEKJIAPAIIASI O COOTBETCTBHUA

JEKJIAPAHT, MPUHUMAIOUIWI JEKJIAPALIMIO O COOTBETCTBUM

AO "TnaxcoCvumKnaiim Tpettdunz"

Ceedenun o peeucmpayuu opeanusayuu: Mexcpationnasn uncnexyus edepanvroii Harozoeoi cayactvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadcruti npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: lenepanvuviii dupexmop Hybanckuii Onez

Hoeepennoe nuyo. Kysueyoe A.A., dosepennocmns 18-09.08.2019 om 09.08.2019 2.

3ASBJSIET, UTO

rexapcmeennoe cpedemeso: Ilaxcun, mabnemxu noxpvimoie nrexoyunou obonouxou 20 mz 10 wm., ynaxoexu
avetixoguie konmypuoie (10), nauku xapmonnvie, PY No IT N016238/01 om 02.04.2010 (dama 3amens
16.04.2019) ewioano AO "I'axcoCyumKnsin Tpesidune", cepusa ER6G, napmusn 10717 ynaxosox, 20den 0o
20.08.2022, npouseoocmea InaxcoCmumKaniin @apmacviomuranz C.A., Howvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str, 60-322 Poznan, Poland, xod OKIT/[2 21.20.10.235, koo TH B3
3004900002, Jucmpubviomop. coerauenue 6/n om 01,.01.2013, unsoiic Ne 4205288715 om 25.09.2019

COOTBETCTBYET TPEBOBAHHSIM
I N016238/01-250416 uzm. Ne 1-3

AEKJIAPAIIASA ITPUHATA HA OCHOBAHUHA
npomoxon uchsimanuii N 6450m om 16.10.2019 HIT OO0 HI] "PAPMOBEOPOHA", ammecmam
arxxpedumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC PL.DPMOS8.C51443 om 17.10.2019

ZIATA HPHHSITHFI HEKJIAPALIMHA 17.10.2019
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- O PETHMCTPAIIUHA

OPI'AH I10 CEPTHO®UKALMU, 3APET'MCTPUPOBABIINI JEKJIAPAITHIO 5
RA.RU. 11 OMO8 OPTAH IIO CEPTHOHKALHH TPOAYKIHH OBLJECTBO C OFTPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanwsayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmudcpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caum. oyxrK.pe.

REI{.HAPAHHH 0 COOTBETCTBHHU 3APEITMCTPHPOBAHA X POCC RU J]-PL.®@M08.4.40845/19
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NonbLA

Hara ceptudgukara Homep ceprudmkarta

20-CEH-2019 1000258374

Ten: +48 61 860 12 00 Makc: +48 61 867 57 17

ctparuua 1 w3z 2

Onucaxue matepuana: [lakcun 1abn. nokp/o6. 20mrx100

Homep marepuana: 12858
ToproBoe Ha3BaHue: MAKCUNE, TabneTku nokpsithie naexdodHon obonoykou, 20 MI
NMpumevanne:

HacToswum YIOCTOBEPAID, YTO BLILEYNOMAHYTaAA MHPOPMaLUs NOANMHHA
u TouHa. Cepua npoaykTa Gbina NPov3BefeHa, BKAIOYAA YNakoBKY W
KOHTPOAb KayecTsa B NonHom cootsetcreun ¢ Tpebosanuamn GMP
NOKaNbHOTO PErynsTopHOro OpraHa 1 co cneungriauuami
PervucTpalnoHHOoR QOKYMEHTALMK UMIOPTUPYIOLER CTPakbl,

JlOKyMeHTBI FI0 NPOU3BOACTBEHHOMY NPOLUECCY Cepui, YrakoBKa
NPOAYKTa 1 pe3ynbTathl KOHTPONA Ka4ecTsa cepuid NpoBepeHs

1 HaxopaTca B cooTBeTcTaum ¢ GMP.

ADC: napokceTHa FMARCXIOpUA remurugpar
MNpoussogutens ADC: cMoTpeTh Hke

Criegytolue NapameTpbl KOHTPONWPYIOTCA Ha TeppuTopun Poccuiickoit Qepepauun v
He NpoBoAaTcs Ha nnowjaake MakcoCmutKnant Oapmacbiotukana CA., MNonbuwa:
MNocropoxune npumecy

Mukpobronoruyeckas yucrota

Ynaxkoeka

Mapxuposxka

Cepusn ERBG Cpok rogHocTA:
Jarta nsroroBneHusa; 21.08.2019

Umnoprupylowasn crpasa

RU
Onucaxne Cneyndukaymns Peaynbrartsl
OBasibHbie JBOAKOBLINYKbIE TABAETKM, NOKPbITbIE
Onuncaxue nneHouHol obonoukoli 6enoro yseTa, ¢ rpasuposkoit «20» Coorsercreyer

Ha OfHOW CTOPOHE TabneTku U PUCKOW Ha ApYroi cropose.
Bpems ygep:KuBaHvA OCHOBHOIO NUKa Ha XpoMarorpamme
WCNBITYEMOro pacTBoPa [OMKHO COOTBETCTBOBATDL BPEMEHI

NognunrocTs: B3XX CootseTcrayeT
YOAEPKUBAHUA OCHOBHOTO NitKa Ha XpomaTorpamme
CTaHAAPTHOrO PACTBOPA NAapOKCETUHA TUAPOXNOPUAA.
YD-cnexTp NOrnoweHns UCNLITYEMOro pacTeopa A0KeH
MognuntocTs: YO-cnekrpodoTomeTpus P " v P Pas CootseTcTByeT
COOTBETCTBOBaTh Y(D-CNekTpy CTaHaapTHOro pacTeopa.
OpHOPOAHOCTL [03UPOBaHKA CooTaetcreyeT Tpeboranusm Esp. ©. CoorsercrByeT
KonuuecTeeHHoe onpefeneHue O1 19,0 po 21,0 mr/1ab. 19,4

KonuuecTeenHoe onpegeneHune OT1 95,0 po 105,0 % ot 3asBneHHOro CogepKatuns 96,9




Boigan: W

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189
60-322 POZNAN

nonbluUA o
G SEeelee
llata ceprudurata Homep ceptuduxara :
Ten: +48 61 860 12 00 Gakc: +48 61 867 57 17 .
20-CEH-2019 1000258374
CcTpaHmuua 2 w3 2
Onucauue Cneyudukauus Pesynbratbi ?
9
Pacteopetite 75 % (Q) 0T 32ABNEHHOIO COfEPKaHUsA NAPOKCETMHE Yepes a0 :
30 muH
MipowasopyTents AGC 1. CvutKnaii Buuem (Kopk) Numuteg, Wpnanaua Wnu 2. "
Aecuka QapmacsioTukans iumuTen, Benukobputanunsg
KeanuduimpoBaHHbIA COTPYAHUK
OpnobpeHo 3neKTpoHHOW NOANKCLID
Damunusa NOANMCAHTA YKa3aHa Hibke
Ewa Juszczak, 20-CEH-2019 07:40:09

Importing Country: RL48 (/3
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