JEKJAPAIIUA O COOTBETCTBUHA

JEKJIAPAHT, MPUHUMAIOUMA JEKJIAPALIMIO O COOTBETCTBUU

AO "TnaxcoCyumKnsim Tpeiiouna"

Ceedenus o pezucmpayuu opzanuzayuu.; Mesxcpationnas uncnexyust @edepanvroii nano2oeoi cayicost Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuti npocnexm, 0. 374, xopnyc 4, amaoic 3, noat. XV, kounama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepansubiii oupexmop [ybanckuii Onez

Hosepennoe auyo.: Kysneyoe A.A., doeepennocmes 60-13.09.2018 om 13.09.2018 2.

JASIBJSIET, UTO

aexapcmeennoe cpeocmeo. Asodapm, kancyaet 0,5 mz 10 wm., ynaxoexu saueiikogvie kowmypuoie (9), nawxu
kapmonnwie, PY Ne JIC-000052 om 05.02.2010 (dama 3amenwr 22.01.2019) emoano AO "axcoCuumKasiin
Tpeiioune", cepus XP2U, napmun 8381 ynaxosox, 200en 0o 15.05.2023, npouseodcmaa I'naxcoCyumKasiim
Gapmacviomurans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland, koo OKIT[2 21.20.10.174, koo TH B3J 3004900002, Jucmpubviomop. cozrautene 6/1 om
01.01.2013, uneotic Ne 4083195923 om 12.07.2019

COOTBETCTBYET TPEBOBAHUSM
JIC-000052-060218 uzm. Ne 1

JEKJIAPAIIUSI IPUHATA HA OCHOBAHHU
npomoxon ucnstmanuti N 4100m om 24.07.2019 HJT OO0 HI "®APMOEOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.OM0O8.C44907 om 25.07.2019

AATA IEUESTIS NEKTAPALIUN 26.07.2019
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FAPALIL g%;“{cmmmum 11O 15,05.2023

,-’/ Kyznenos A.A.

no):u !ﬂ% d.H.0

gﬁ% OHEp

i

*%’g;} ckad ,;sﬁy .
e BE;IE‘HIM O PETMICTPAITAUA

OPIrAH 1O CEPTUOHKALIUU, 3BAPETUCTPUPOBABHIHI JIEKJIAPALIHIO L
RA.RU. 11 MO8 OPTAH I10 CEPTHOHKALIHH ITPOAVKI[HH OBI{ECTBO C OJ"PAH}%1''-AI'EJ'IH()}?r /¥
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA", |
adpec opeanuzayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec op?aua BG T 5
cepmudpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788- 788, ‘Héﬁ-
catim: OyxK.pep.

JIEKJIAPAIIASI O COOTBETCTBHHU 3APETHCTPUPOBAHA A2 POCC RU JI-PL.®M08.4.31357/19
JIATA PEl BT PAIII/II/I 26.07.2019
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONibUIA

Hara ceprudukara Homep ceptudurara
08-1KoN-2019 1000244554

Ten: +4B8 61 860 1200  Oakc: +48 61 867 5717

cTpanuya 1 w3 2

Onucanune mavepuana:  Asogapt kanc. 0,5 mr. 90 kanc.

Homep matepuana: 283112
Toprosoe HazBaHue: ABOLAPT®, kancynsl, 0,5 mr
Mpumeuanue:

HacToaumm yAoCTOBEPAKD, UTO BhILLEYNIOMAHYTAA UHPOPMALIUA NOAMHHA
1 TouHa. Cepusa NpoayKTa Bbina NPoW3Be/ieHa, BKITIOYAA YNaKOBKY 1
KOHTPOSMb KauecTsa B NONHOM COOTBETCTBUM ¢ Tpebosanuamu GMP
NOKanbHOro PerynaTopHOro opraHa u co cneuurdukayuamm
PerncrpaunoHHon QoOKYMEeHTaLU UMNOPTUPYIOLLEH CTPaHbl.

[oKymeHTbl N0 NPOM3BOACTEEHHOMY NPOLECCY CEPUM, YNAKoRKa
NPOAYKTa 1 pe3yNibTaThl KOHTPONA KayecTsa cepuu NpoBepeHs!

1 HaxodAaTca B cooTBeTcTBUM ¢ GMP.

Cepun XP2u Cpok rogHocTi: 15.05.2023
Jarta usrortosneHusn: 16.05.2019

Wmnoprupytowas crpata

RU
Onucanune Cneyndukayua Pesynbrath

Msarkas, npofjonrosartan, Henpo3pauxan, XenTan

Onucanue KenaTuHOBaA Kancyna, NPOMapKkupoBaHHas kogom «GX Cootsercrayer
GE2»
{nyracrepupa) Ha xpomarorpamme UCAbITYeMOro pactsopa
OCHOBHOE NATHO MO NONOMKEHWIO AOMKHO COOTBETCTBOBATH

HNognuxHocts TCX

NATHY Ha xpoMaTorpamMme CTaHAapTHOTO PacTBoOpPa
ayTacrepuga

(nyTacTepuaa) Bpema yOepHMuBsaHua OCHOBHOMO NuKa Ha
XPOMATOrPaMme UCTBITYEMOro PacTBoORa AOMKHO
COOTBETCTBOBATb BPEMEHW YAEePKUBAHUA CCHOBHOTO NuKa
Ha XpoMatorpamMMe CTaHfapTHOro pacTeopa ayTacrepuga.
{GyTunruppoxcutonyona) Bpemsa yAepAnsaHus 0CHOBHOTO
NVKa, 3/HONPYIoWerocs nocne gyracrepuaa, Ha
XPOMATOrpamMMme MCHLITYEMOro PacTBOPa [JOMKHO
COBETOBATL BPeMeHI YRePKUBaHUA OCHOBHOTO NUKa,
INIOVPYIOWErocs Nocne gyTactepuaa, Ha XxpomaTtorpamme
CTaHfapTHoro pacreopa bl T/pytactepupaa.

MoanuHbocTe BMKX

MNopnuHHocTe BIXKX

KonudectseHHoe onpefienedue BIKX {nytactepupa) 0,475 — 0,525 mr/kancyna 0,490
Konuuecrsenroe onpegenetue BIXX igg:;;ﬂ:’ia) 95,0=-105,0% 07 3ananeHHOr0 98,1
f;ﬂgg;i;ﬂ”- RENPORADIN S el Cooteetcrayer TpebosaHusam Esp, © CoorBeTCTBYET
KonnuecrsenHoe onpepgenerune BIXKX (6ymunruapokcutonyona) 0,028 — 0,042 mr/kancyna 0,034
KonuuecrsenHoe onpenenenue BIKX (Bymunrugpokcutonyona) 80 - 120 % ot 3assneHHoro 97

cofepmaHun




Boigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 182
60-322 POZNAN

MONbIUA
. Hara cepruguxara Homep cepruduKkata

Ten: +48 61 860 12 00 (axe: +48 61 867 5717
08-Mon-2019 1000244554
CTparuuya 2 w3 2

Onucanue Cneuyndurayun PesynbraTni
= %Y
Pacteopenue, BIKX, Cragus 1* ?S Mgg Yo OT 3aABNEHHOTO CONEPHAHUA AyTactepuaa yepes| 80

KeanuduymposaHHblil CoTpyaHuK

Opobpeno 3NEKTPOHHOW NOANUCHIO
Damunmua NoANKUCaNTa YKa3aHa Hinke

Mariusz Kopras, 08-M1011-2019 08:09:00
Importing Country: RuUSS1n




