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NTEKJAPAIIAS O COOTBETCTBHHA

JEKJIAPAHT, TPHHUMAIOUHA JEKJIAPAITMIO O COOTBETCTBUU

AQ "ThakcoCmumKnsiin Tpetiounz"

Ceedenus o pezucmpayuu opzanusayuu: Mescpaiionnas uncnexyus dedepanvroii nanozoeot caychor Ne 46 no
2. Mockese 01.01.2008, OT'PH 1027739011486, dama npuceoernus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenurizpadcxuti npocnekm, 0. 374, kopnyc 4, smaie 3, nom. XV, xomnama 1.
Teneghon.8(493)777-89-00.

B nuye: lenepanvuviii Qupexmop JlyGancruii One2

TMosepennoe nuyo: Kysneyoa A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2.

3ASIBJSIET, YTO

nexapcmeentoe cpedcmeo; Aeodapm, xancynei 0,5 m2 10 wm., ynaxosxu auetikoguie konmypivie (9), nauxu
kapmounsie, PY Ne JIC-000052 om 05.02.2010 (0ama samenvi 22.01.2019) evidarno AO "axcoCruumKnsiin
Tpeiiounz", cepun 9R3U, napmus 23295 ynaroeoxk, z00en do 10.06.2023, npouzsodcmea InaxcoCmumKasiin
Gapmacviomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland, koo OKII/2 21.20.10.174, oo TH B3] 3004900002, Jucmpubviomop. coenawenue 6/1 om
01.01.2013, unsotic Ne 4205284866 om 30.08.2019

COOTBETCTBYET TPEBOBAHHSIM

JIC-000052-060218 usm. Ne |

JEKJAPAIIUSA IPUHSITA HA OCHOBAHHHA

npomoxon ucneimanuii Ne 5302m om 13.09.2019 HJI OO0 HL] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC PL.OMO08.C48349 om 16.09.2019
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CBEmgﬁnﬂ O PETACTPALIMHA

OPTAH 1O CEPTH®UKAIIMH, 3APECUCTPUPOBABINHH JEKJIAPAIIMIO

RA.RU.11®M08 OPTAH IO CEPTH®HKALHH ITPOAYKLIHH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH [JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, kom. 1, aopec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: OykK.pe.

NEKJIAPAIIUA O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU J-PL.®M08.4.36749/19

JATA PEFUCTPALIAH 19.09.2019
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 183
60-322 POZNAN

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

.

Dara ceptudurxata Homep ceptudukara

26-ABr-2019 1000253215

crpanmuya 1 w3z 2

Onucanne matepuana:  Asogapt kanc. 0,5 mr. 890 kanc.

Homep marepuana: 283112
ToproBoe Ha3BaHwue: ABONAPT®, kancynel, 0,5 mr
Mpumeyanne:

HacToswmnm yaocToBepsio, HTC BhILLEYNOMAHYTas WHQOPMALMA NOANUHHE
W Touna. Cepua npogykTa bbina npousBefeHa, BKNIOYas yrnakoBky u
KOHTPOIb KauecTBa B MONHOM COOTBeTCTBIM ¢ TpeGosanuamu GMP
noKanoHOro PerynATopHOro oprata i co cneundukaumami
PeructpayrioHHON JOKYMEHTALMY UMNOPTAPYIOWER CTPaHbl.

LloKyMeHTBI N0 NPOU3BOACTEEHHOMY NPOLUeccy Cepuu, YNakoBKa
NPOAYKTa W pesynbTaTsl KOHTPONA KauyecTBa Cepuit NpoBepeHbl

v HaxoaaTca 8 cooTBeTcTauM ¢ GMP.

Cepun SR3U Cpok ropHocTI: 10.06.2023

Hara usrorosneHua: 11.06.2019

Mmnoprupyouan crpaHa

RuU
Onucavue Cneyudukayus PesynbTathl
Msrkaa, npogonroeartas, Henpo3payuHan, XenTas
OnucaHue MENnaTMHOBAR Kancyna, NpoMapKMposarHas kogom «GX Cooreercrayer
CE2»
{nyTacTepwga) Ha xpomaTorpamme UCAbITYEMOro pacTeopa
OCHOBHOE MATHO NO NOMOKEHUIO AOMKHO COOTBETCTBOBATL
MopgnurHocts TCX CootsetcisyeT
NATHY Ha XPOMAaTOrpaMMe CTaHJapTHOro pacTeopa
ayTacrepuga
(ayractepuga) Bpems yaoepxWBaHWUA OCHOBHOMO AMKa Ha
FlegmmmocTs BIKX XPOMaTorpamme UCTbITYEMOro PacTBopa JO/MKHO T —
COOTBETCTBOBATh BPEMEHW YASPHKUBAHWA OCHOBHOMO NWKa
Ha XpoMaTorpamme CTaHAapTHOrO pacTeopa AyracTepuaa.
{BymunrugpokcuTonyona) Bpema yaepxuBaHua 0CHOBHOIO
NUKa, 3AI0UPYIOLIeroCs NocAe AyTacTepuaa, Ha
YO BIXE XPOMATOTPaMme UCNbITYeMOro pacTeopa JOMKHO Codsaiciavet
COBETORATh BpeMeHy yAepKUBaHMA OCHOBHOMO NKKa,
3nioUpyloLerocs Nocne fyTacTepua, Ha xpomarorpamme
cranpapTHoro pacteopa BIT/nyracrepuaa.
Konuuectsenxoe onpegenenne BIKX (ayracrepwga) 0,475 — 0,525 mr/kancyna 0,481
Konuuecreennoe onpegenerne BIMX {acrepipa) 83,0~ 105, Sor-sanenrennne a8,1
copepKannn Pl ccectm sy
SROpa. JueMpOBaHIL S0 MR CootBercrayeT TpebosaHuam Esp. © {ffgéxsé'fffé}ET ~
Kancyny ¥ WA T
KonuuecraenHoe onpegaenernue B3XKX {(6ytunrunpokcuronyona) 0,028 — 0,042 mr/kancyna 5’ v/

(6ytunrugpokcuronyona) 80 - 120 % ot 3ansneHHoro

KonuuecrsenHoe onpegenendme BIXKX
Cofepmatng




Boipjan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

FIONBLIA
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[ata ceptudukata Homep ceptuduxara

26-ABI-2018 1000253215

Ten: +48 61 8601200  dakc; +48 61 867 5717

cipaHuga 2 w3 2

Onucanue Cneundurayun PeaynbTaTthi

Q = 80 % OT 3aABNEHHOro COAepXanva gyTacrepuia Hepes
45 muH

PacTeopetue, BIXKX, Cragus 1* >= 80

KeanuduumposaHHbi COTPYAHMK

OpnobpeHo 3neKTPOHHOM NOANUCHI0
DamunA NognNUcaHTa YKalaHa Huke

Ewa Juszczak, 26-ABr-2019 09:32:08

Importing Country: Qussip
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