JEKJAPALISA O COOTBETCTBUM

JEKJIAPAHT, MPUHUMAIOIIHI JEKJIAPAIIHIO O COOTBETCTBUH

AQ "ThaxcoCaumKnnin Tpetioune”

Ceedenua o peaucmpayuu opeanusayuu: Mexcpationnas uncnexyus @edepanvroli Hanozo6oil cayicbvl Ne 46 no
2. Moexse 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, koprye 4, amadic 3, nost. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepanerwiii Oupexmop [yosncruii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocme 60-13.09.2018 om 13.09.2018 .

3ASIBJSET, UTO

nexapemeennoe cpedcmso: Asodapm, kancyrer 0,5 m2 10 wm., ynaxosxu aveiikosvie kowmypHoie (9), nauxu
kapmonnvie, PY Ne JIC-000052 om 05.02.2010 (dama zamenwt 22.01.2019) evioano AO "ThaxcoCyumKnsiin
Tpetioune”, cepus 3X2S, napmus 19186 ynaxoeox, 200en do 15.05.2023, npouseodcmea IakcoCxumKnniim
Qapmacviomurans C.A., Honvwwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland, koo OKIT/]2 21.20,10.174, koo TH B3/ 3004900002, Hucmpubsiomop. cozaauienue 6/u om
01.01.2013, uneotic Ne 4083196099 om 25.07.2019

COOTBETCTBYET TPEBOBAHUSIM

JIC-000052-060218 usm. Ne 1

JEKJTAPAITHSI TIPUHSITA HA OCHOBAHHH

npomoxon ucnermaruti Ne 4246m om 03.08.2019 HJI OO0 HI] "PAPMOBLOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®.JI40, Cepmuguram POCC PL.PMO8.C45455 om 05.08.2019

Kyzneuoe ALA.
OO
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CBEﬁéﬂﬂﬂ O PETHCTPALINHU

OPTAH IO CEPTUOUKALIMH, 3APETHCTPUPOBABILINH JIEKJIAPALIUIO

RA.RU.11®M0O8 OPTAH ITO CEPTH®HKALIHH ITPOJVKLHH OFIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzarna no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxkesa, yi. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, eet-
caiim: oykK.pg.

JNEKJAPALIUS O COOTBETCTBUH 3APETMCTPHPOBAHA N2 POCC RU A-PL.@M08.A.32250/19
JATA- PETﬂ’GT ) Lum 06.08.2019
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Boigas:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbWA

Ten: +4861 860 1200  Oaxc: +48 61 867 57 17

Onucanue marepuana:  Asogapt kanc. 0,5 mr. 90 kanc.

Homep martepuana: 283112
ToproBoe HasBaHue: ABOJAPT®, kancynst, 0,5 mr
Mpumevanne:

HacToawmMM YAOCTOBEPAIO, UTO BbILLEYNOMAHYTaA UHGOPMALUA noanuHHa
v TouHa, Cepua npoaykTa Gbina Npou3sefeHa, BKNIOYAs YNakosKy 1
KOHTPONbL KayecTsa B MOAHOM COOTBETCTBUM € TpebosaHuamu GMP
NoKanbHOro PerynaTopHOrc opraqa u o crneyndukalmsmm
PerucrpaunoHHoi OKYMEHTaUMM UMNOPTURYIOWER CTPaHbI.

[oKymeHTbl No NPOU3BOACTEEHHOMY NPOLECCY CepUl, YITaKoaKa
NPOAYKTa U peaynbTaTel KOHTPONA Ka4eCTBa CEPUI NPOBEPEHb

¥ HaxoaAaTcA B cooTeeTcTBUn ¢ GMP.

[lara ceprudukata Homep ceprudukara

22-10n-2019 1000247326

crpanmuua 1 u3 2

Cepus 3X28 Cpok rogHocTU: 15.05.2023

Hara naroroBnexHusn: 16.05.2019

Amnoprupyiowan crpaHa

RU
Onucanue Cneuudukaunsa Pezynbrarbi

Msrkan, npofonroBaTan, HeNpo3payHan, Kentan

Onwucaxue MKeNaTMHOBan Kancyna, NpomapkuposanHan kogom «GX CootseTciByer
CE2»
(ayTactepupaa) Ha xpomatorpamme vUCnsiTyemoro pacrsopa
OCHOBHOE MNATHO 10 NONMKEHWMIO JOMKHO COOTBETCTBOBATh

Nopnunnocts TCX Cootetcrayer
NATHY Ha XpOMaTorpamMe CTaHAaPTHOro pacTeopa
nytacrepuia
(nyracrepupa) Bpema yaepxusarua OCHOBHOMO NKa Ha
XPOMaTorpamMme UCNLITYEMOTO PacTBOpa AOMKHO

MopnuHHocTe B3XX p P Y p paa CoorgercreyeT
COOTBETCTBOBATL BPEMEHN YIePXKUBaHUA OCHOBHOIO NNKa
Ha Xpomarorpamme CTaHfapTHOrO pacTeopa AyTacTepusa.
(6yTunruppokcutonyona) Bpems yaepuBaHua OCHOBHOO
nVKa, 3MMOUPYIOWEroca nocne AyTactepuaa, Ha
XPOMaTOrpamMme UCnbITYeMoro PacTBopa AOMKHO

NognuurocTs BIXX P p y P A Cooteetcrayer
COBETOBATb BPEMEHW YOEDHMUBAHUA OCHOBHOMO NUKa,
INOUPYIOETrOCa Nocne ayTacTepuaa, Ha XpoMarorpamme
cTaHfapTHoro pacteopa bl T/gyracrepuga.

KonuyecteenHoe onpepeneHune BIKX (nyracrepupa) 0,475 — 0,525 mr/kancyna 0,496

Tactepuaa) 95,0 — 105,0 % or 3aseneHHoro

KonuuecrserHoe onpegenerue BIXKX (ay puAa) 95, 99,2
cofepxaHun

OpgHopogH. po3upoBanns , BIXKX, mrf

AHOPOQH. AO3NP ! CooTtaetcrayet Tpeforanuam Esp. © CoortsertcrByer

Kancyny

KonuuectreHHoe onpegeneHue B3MKX {(6yrunrugpokcutonyona) 0,028 — 0,042 mr/kancyna 0,035
6yrunrugpokcutonyona) 80 - 120 % ot 3asBneHHoro

KonuuecrsenHoe onpegengHue BIXX 6y Ap yona) ° 89
cofiepKaHus




Boigan:

GlaxoSmithKline Pharmaceuticalé
ul. Grunwaldzka 189
60-322 POZNAN

MONbLUA
Ten: +48 618601200  ®akc: +48 61 867 57 17 Aata ceptudurara Homep ceptudukara
22-1I0N-2019 1000247328
CTpanuua 2 w3 2
Onucaxue Cneundukauua Pesynbrarbi
= )
Pacteopetute, BIKX, Cragus 1* 25 Mi{z Yo OT 338BNEHHOIO COARPKAHUA AYTaCTEpUAa Yepes - 80

Keanu$uuupoBaHHbIA COTPYAHUK

Opo6peHo 3NeKTPOHHOW NOANUCHIO
Damunua NogNUcaHTa yKasaHa Hiuke

Ewa Juszczak, 22-10N-2019 12:38:14

Importing Country: Russin
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