AEKJIAPAITASI O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMAIOLHM JEKJAPALIIO O COOTBETCTBHH

AO "ThaxcoCsmumKnsiin Tpedioune"

Ceedenus o pezucmpayuu opzanusayuu: Mescpationnasn uncnexyun Pedepanvroii Hanoz06otl cayichor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739011486, dama npuceoenus OF'PH 24.07.2002.

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

B nuye: 'enepansuviti dupexmop Buwnuyruii []A.

Jlosepennoe muo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

SAABJSIET, UTO

AexapcmeserHoe cpedemeo: Aeodapm, kancyner 0,5 mz 10 wm., ynaxoexu sueiikoasie rKoumypuwie (%), nayxu
kapmonnste, PY Ne JIC-000052 om 05.02.2010 (dama zamenv 06.02.2018 ) svrdano 340 "ThaxcoCyumEnsiin
Tpeiidunz", cepus HRST, napmus 13020 ynaxoeox, 200ex do 21.06.2022, npouseoocmea IaxcoCuumKnsiin
Dapmacsiomurans C.A., Homwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland, koo OKIT/2 21.20.10.174, koo TH B3J] 3004900002, Hucmpubsiomop. coznauenve 6/ om
01.01.2013, unsotic Ne 4083192855 om 23.10.2018

COOTBETCTBYET TPEBOBAHHU M

JIC-000052-060218

AEKJIAPAIIMS IIPHHSITA HA OCHOBAHUH

npomoxon ucnetmanuii Ne 7036 m om 15.11.2018 HJI OO0 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.OMO8.C27587 om 15.11.2018

)IAE;{&% PISI AEKJIAPAITUH 16.11.2018

AEKIL SEAEHCTBUTEIBHA IO 21.06.2022
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o CBEJIEHUSI O PETUCTPAIIMH

OPI'AH 11O CEPTH®HUKAIIUMH, 3BAPETHCTPUPOBABIIHH JIEKJIAPAIIMIO

RA.RU.11®M08 OPIAH 110 CEPTHOHKAIIHH ITPOJVKIJHH OBIJECTRBO C OIPAHHYEHHOH

OTBETCTBEHHOCTEIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA",

adpec opearusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no

cepmupuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, get-

caiim: oyxx.pe.

AEKJTAPALIUS O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU JI-PL. ®M08.A.07262/18
EFHCEPALTAN 16.11.2018
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Boifjan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLA

INata ceprudukara Homep ceprudukara

15-0KT-2018 1000198521

Ten: +48 61 860 12 00 ®akc: +48 61 867 57 17

crpaduda 1 w3 2

Onucauue marepuana:  Asopfapr kanc. 0,5 mr. 90 kanc.
Homep marepuana: 283112
Toprosoe HasBaHue: ABOJAPT®, kancynbi, 0,5 mr

Mpumevanne:

HacToALMM YAOCTOBEPAIO, UTO BbILLEYNOMAHYTasA UHOOPMAUUA NOANMHHA
1 ToyHa, Cepua npofykTa Bbina Npou3seeHa, BKAIOHaA YNAKkoBKy U
KOHTPO/Ib Ka4ecTBa B NOJIHOM COOTBETCTBUM ¢ TpebGoBarHuamu GMP
NnoKansHoOro PEI’YHHTO;JHOI'O opradHa u Co cneuwéxmgauumuu
PerucTpauoHHOM JJOKYMEHTALMM UMNOPTUPYIOULEH CTPaHbl.

HoKymeHTbI No NPoU3BOACTBEHHOMY NPOLECCY CepUi, YNaKoBKa
NPOAYKTa W Pe3yAbTaThl KOHTPONS KayecTsa Cepuu NPoBepeHsi

W HaxonaTca B coorsetcraun ¢ GMP.

Cepus HR8T Cpok rogHocTi: 21.06.2022
Harta usrovosneHun: 22.06.2018

HAmnoprupyrouian crpana

RU
Onucanne Cneyudukayun Pesynbratot
Mnrkana, npogonrosartas, Hernpo3pavHan, Xenras
Onucarue XenaTuHoBas Kancyna, NpoMapKupoBaHHas Kogom «GX CooreetciByer
CE2»
(ayracrepupa) Ha xpomaTtorpamme wcnbiTyemoro pacteopa
OCHOBHOE AATHO MO NONOMKEHWUIO JOMKHO COOTBETCTBOBATS
NognurHocrs TCX CootsetcryeT
MATHY Ha XpoMaTorpamme CTaHAAPTHOTO pacTeopa
nyracrepuga
{nyractepuna) Bpema ygepXuBaHua OCHOBHOIO NUKa Ha
FloRmMHHOCTS BIX XpPOMarorpamMme UCNLITYEMOro pacTBopa JO/MKHO Caanssitiayer
COOTBETCTBOBATL BPEMEHUN YACPKUBAHNA OCHOBHOIO NUKa
Ha XpOMATOrpaMme CTaHAapPTHOrC PacTROpa AyTacTepupa.
(Bymwnruppokcutonyona) Bpems yaepmuBaHus 0CHOBHOrO
MKKa, NI0UPYIoLerocs nocne AyTacTepuaa, Ha
FlopmusioeTs BIWOC XPOMATOrpamMme UCTbITYEMOrO PacTBoOpPa JOMKHO .
COBETOBATb BPEMEH! YEPHUBAHUA OCHOBHOIO fkKa,
NoMpyoweroca nocne gyracrepiia, Ha Xpomartorpamme
CTaHpapTHoro pacrsopa bl T/gyractepupa.
KonuuecrseHHoe onpegenenne BIXX (nytacrepupga) 0,475 — 0,525 mr/kancyna 0,499
T —— (nytacrepupa) 85,0 — 105,0 % ot 3assneHHoro 99,8
COflePaHuA
SAIOPETH. ARIMPOBANA ; B3MK, v/ Cootsercrayer Tpebosaruam Esp. © CooteetcrByeT
Kancyny
KonudecteeHHoe onpepenetve BIXKX (6ymunruppokcutonyona) 0,028 — 0,042 mr/kancyna 0,034
= 9
T ————— gﬂ::gﬂﬁzxmmnyona) 80 - 120 % ot 3aABneHHoro o8
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BoigaH:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbA

Ten: +48 61 860 1200  (axc: +48 61 867 57 17 e
15-0KT-2018 1000198521

CTpanua 2 w3 2

Onucavue Creyudukayus Pesynbrarthi

Q = 80 % o7 3asBneHHOrO COflepXanua AyTacTepuaa Yepes
45 muH

PacreopeHue, BIXKX, Cragua 1* >= 80 |

KBanuduLiMpoBaHHbI COTPYAHUK

OpobpeHo 3neKTPOHHON NOANMCHI0
Damunua NOJIIMCAHTA YKa3aHa Huxe

Ewa Juszczak, 15-0KT-2018 09:47:53

importing Country: RUSHA
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