JAEKJIAPAIIAS O COOTBETCTBUUA

AEKJIAPAHT, IPUHUMAIOUWMHN JEKJIAPAIIMIO O COOTBETCTBUH

AO "ThaxcoCymumKnniin Tpetiounz"

Ceedenun o pecucmpayuu opzanusayuu: Mexcpationnas unenexyun Pedepanvroii Hanozosoii cayocber No 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npucsoenun OI'PH 24,.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadcxuii npocnexm, 9. 374, xopnyc 4, amasic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B auye: I'enepansuviii dupexmop Jyéancruii Onez

Hogepennoe mujo: Kyaneyoes A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UTO

rexapemeenroe cpedcmeo. Aeodapm, xancynet 0,5 mz 10 wm., ynaxosxu suetixoasie xonmypHuie (9), navuxu
kapmonnste, PY Ne JIC-000052 om 05.02.2010 (dama 3amenv 22.01.201 9} avidano AO "ThaxcoCumumKnsiin
Tpeuoune", cepus 9W7U, napmus 6720 ynaxosox, z00en do 10.06.2023, npouzgodcmea IhaxcoCmumKnsiin
Dapmacviomuranz C.A., Homwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland, koo OKIT[2 21.20.10.174, koo TH B3] 3004900002, Hucmpubvlomop. coanawenue 6/4 om
01.01.2013, unsoiic No 4205285405 om 04.09.2019

COOTBETCTBYET TPEBOBAHHSAM
JIC-000052-060218 uzm. Ne ]

AEKJTAPAITHS ITIPHHSITA HA OCHOBAHUH
npomoxon ucrsimatuii Ne 5665m om 25.09.2019 HJT 000 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 PJI40, Cepmugpuxam POCC PL.DMOS8.C49354 om 26.09.2019

JATA HPHHSATHS AEKTAPAIIUH 27.09.2019
PIIAPAIHS N CTBHTENBHA O 10,06.2023
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OPT'AH IO CEPTHPHKAITHH, SAPETAUCTPUPOBABIIWI JEKJIAPAIIUIO

RA.RU. 11OMO8 OPTAH IO CEPTH®HKALIHH ITPOAYKIIHH OFIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH L[JEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxsa, y1. Macmeproea, 0. 4, om. 5, nom. I, xom. I, aopec opeana no
cepmugpurayuu: 115280, POCCHA, 20po0 Mocxsa, yn. Macmepxoea, 0. 4, sm. 5., men.. (495)788-02-88, aeb-
caiim: oykx.pgh.
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Bbigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NonblLA

§

Jlata ceprudwmxara Homep cepruduxara
26-ABI-2018 1000253254
CipahMga 1 w3 2

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

Onucanme matepuana:  Asofapt kanc. 0,5 mr. 90 xanc.
Homep marepuana: 283112
Toprosoe HasBanue: ABOLAPT®, kancynnt, 0,5 mr

Mpumeyanne:

Hacroawum ygocrosepsto, 4TO BbileyNOMAHYTaA UHOOPMAUUA NOANMHHA
 Toura. Cepus npogykTa Geina npowasefieHa, BIIIIOYAA YNAKoBKY U
KOHTpONb KalecTsa 8 nonHom cooteerceum ¢ TpefiosaHmamm GMP
JIOKaNLHOro PeryiaTopHoro oprada v o cneundukaumamm
PerncTpaUMoHHON ACKYMEHTALMIA UMNOPTUPYIowed cTpaxsl,

JloKyMeHTbl o NPoVIBOACTBEHHOMY NPOLUECCY Cepun, YNakoska
NPOAYKTa U PE3YNLTaThl KOHTPOMA KayecTBa CepUn Nposepesbi

v HaxopAaTca B8 cootaetcTann ¢ GMP.

Cepun OW7U Cpox rognocru:
AaTta usroTosnexHun: 11.06.2019

Wmnoprupyrowas crpana

RU
Onucanne Cneyndurauns Pesynbratni

Msarkas, npofonrosaTan, HeNPo3payHan, KenTan

Onucatve KeNaTUHOBAA Karncyna, NpoMapKupoBaHHan kogom «GX CooteeTcTByeT
CE2»
(myracrepupa) Ha xpoMaTorpamme MCNbITYeMOFO pacTBopa

NS diioEs TCX OCHOBHOB NATHO NO NONOKEHUIO AOMKHO COOTRETCTBOBATS i

ad MATHY Ha XpOMATorpamme CTaHRapTHOro PacTBoPa 4

ayracrepupa
(ayTacTepupa) Bpemn YAEDKUBAHUA OCHOBHOTO NWKa Ha
XPOMaTOrpamMme WCTbITYEMOTO PacTBoOpa AOMKHO

FIIMRHOENE. BAM COOTBETCTBOBATL BPEMEHM YAEPMUBAHIA OCHOBHOID NiKa Coosaraeyer
Ha XpOMaTorpamMme CTaHAAPTHOrO PacTeopa AyTacrepuia.
{Gyrunruppokcuronyona) Bpema yaepsuBanua 0CHOBHOTO
MnKa, 3M0UPYIoUerocs nocne ayracTepuia, Ha
XPOMATOrPAaMME UCNLITYEMOrO PAcTROPa JOMKHO

B

Mg IEURX COBETOBATH BPEeMEHW YHEPHMBAHWUA OCHOBHOIO Nuka, Coomercrayer

SNIOUPYIOWEroCA NoCne AyTacTepusa, Ha XpomaTorpaMme
. CTaHfjapTHoro pacrtsopa BT T/gyracrepupa.

KonudecreeHHoe onpegienese BIKX (ayracrepuga) 0,475 — 0,525 mr/kancyna 0,494
(nyractepupa) 85,0 — 105,0 % ot 3asBReHHOrD

KonuuecrseHroe onpegenexue B3XX conepanun 98,8

i un , B3XX,

XS ROR, JosmpoR K, el Coorsercreyer TpeSosanusm Eap. © Cootaercrayer

Kancyny

KonuvecteenHoe onpegenesine B¥X (6yrunmugpokcutonyona) 0,028 — 0,042 mr/kancyna 0,035
(Syunruppokcutonyona) 80 - 120 % ot 3aRBReHHoro

KonyectsenHoe onpegenetue BIKX conepiaHuA a9




Boigan:

GlaxoSmithKline Pharmacsuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbA

Ten: +48 61 8601200  Qaxc: +48 61 867 57 17

CTpaHuua 2 w3 2

Hara ceprudukata Homep ceprudukara

26-ABr-2019 1000253254

Onucanne

Cneynduraymn

Pesynbratbl

Pacreopenue, BIMX, Cragun 1*

Q = 80 % OT 3aABNEHHOr0 COReRKaHUs Ayractepupa yepes

45 mMuH

¥

80

KsanudumposatHblii COTPYRHIK

OpolpeHo 3MeKTPOHKOI noanUChio
(Damunmua NORNUCAHTA YKasaHa Huke

Ewa Juszczak, 26-ABM-2019 12:32:04

importing Country: $21) S5311)
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