JEKJIAPAIIASA O COOTBETCTBUU

JEKJIAPAHT, IPHHUMAIOIIHHI JEKJTAPAIIHIO O COOTBETCTBUHA

AO "TharxcoCmumKnsaiin Tpetiounz"

Ceedenun o pecucmpayuu opeanusayuu: Meacpaiionnan uncnexyus Dedeparsroli Hano206oii cayxchst Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoernus OF'PH 24.07.2002.

Aodpec: 125167, 2. Mocxea, Jlenunzpadckuti npochnexm, 0. 374, xopnye 4, amaoic 3, nom, XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuuviii oupexmop Buwnuyruit JTA.

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

Aexapcmeennoe cpedcmeo: Asodapm, kancynvt 0,5 mz 10 wm., ynaxosku sueiikogsie konmypusie (9), nauxu
kapmonnwie, PY Ne JIC-000052 om 05.02.2010 (0ama samener 06.02.2018) esdano 340 "ThaxcoCuumKnsiin
Tpeiiouna", cepus MVSL, napmun 11466 ynarosox, 200en do 15.08.2022, npouseodcmea IaxcoCmumKnniin
Qapmacviomurans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland, koo OKII/]2 21.20.10.174, koo TH B3/ 3004900002, [Jucmpubeiomop. coanawenue 6/4 om
01.01.2013, unsoiic Ne 4083193248 om 22.11.2018

COOTBETCTBYET TPEBOBAHHSIM

JIC-000052-060218

JEKJIAPAITUS IPHHSTA HA OCHOBAHHH

npomoxon ucneimanuit Ne 7574m om 06.12.2018 HIT 000 HI] "®APMOEOPOHA", anmmecmam
axxpeoumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC PL.®OMO8.C29433 om 07.12.2018

Kysnewo A.A.
©.H.0

/
\

CBEJEHHS O PETUCTPALIAN

OPIAH IO CEPTU®UKAILIUU, 3SAPETUCTPHPOBABIHINNA JEKJIAPAIIUIO

RA.RU.11®MO08 OPIAH 11O CEPTHDHKAIJHH TPONYKI[HH OFII[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPY)XHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHZ, zapoo Mockea, ya. Macmepkosa, 0. 4, am. 5., men. :(495)788-02-88, seb-
caiim: oyxkx.pg.

}{EIC}IAPAHM O COOTBETCTBHUH 3APETHCTPHPOBAHA M POCC RU [{-PL. ®M08.4.09570/18

Hunenxo H.B.
Pyxoronurens OC




BbigaH:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 188

60-322 POZNAN

MNONbLUA

Ten: +48 61 860 1200  Qakc: +48 61 867 57 17

15-HOA-2018 1000204643

crpadmya 1 w3 2

Nara ceptudurkara Homep ceptudmiata

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

Homep maTtepuana; 283112
Toprosoe Ha3BaHue: ABOJIAPT®, kancynbl, 0,5 mr
Mpumevanue:

HacToatwmm yAOCTOREPAIO, HTO BbILLIEYOMAHYTaA UHOOPMALKMA NOAIMHHA
1 TouHa. Cepus npofykTa Bsina npou3sefeHa, BKIIOYas ynakoBKy U
KOHTPOfib KauecTsa B NONHOM COOTBETCTBMMN C TpeboBaHMAMI GMP
HOKanbHOro PerynaTopHOro oprata 1 co cneyudukalnami
PerucrpaunoHHON OKYMEHTaLMA VIMMOPTUPRYIOLEN CTPaHbi.

[loKyMeHTbI N0 NPOU3BOACTBEHHOMY MPOUECCY Cepum, YNakoska
NPOAYKTa U pe3ynbTaTel KOHTPONA KAUECTBA Cepuu NpOoBEperbl

1 HaxopaTca 8 cooTeTcTumn ¢ GMP.

Cepusa MV5L Cpok rogHocTH: 15.08.2022
P

Lara usrovoBReHus: 16.08.2018

mnopTupyouan cTpaHa

RU

Onucaxne Cneuyndunrayus PesynbTathl

Msrkas, NPoRONToOBaTasn, Henpo3pauHas, XenTan

Onucanue JKenaTVHOBaA Kancyna, NpoMapkuposaHHaa Kofom «GX CooTBETCTBYET
CE2»
(nyracrepupa) Ha xpomatorpamme UCbITYEMOro pacisopa

——— OCHOBHOE MIATHO MO NOAOXKEHWIO JOMKHO COOTBETCTBOBATh R —

A NATHY Ha XpOMaTOrpaMme CTaHAapTHOTO PacTBopa ¥

aytacrepuja
{nyTactepuaa) Bpemna yAepXKUBaHUA OCHOBHOTO NIMKa Ha
XpOMATOrpamMme UCNbITYEMOro PacTBopa JIOMKHO

ﬂOﬂﬂMHHOCTb LB COOTBETCTBOBaTE BpemMeHu yoepHuBaHua OCHOBHOIO NWKa COOTB&TCTB}I&T
Ha XpomaTtorpamme CTaHAapTHOro PacTBOpa AyTacTepuaa.
(ByTunrugpokcuTonyona) Bpems yAepHuBaHUA OCHOBHOTO
N1Ka, SNIOMPYIOLLEraca Nocne QyTacTepuaa, Ha
XpOMATOTpaMme WCMbITYeMOro PacTeopa ROMXKHO

NopmmuHocTs BIMX COBETOBaTb BPEMEHU YePHUBaHUA OCHOBHOTO NWKa, LoomeTcinm
SNIOMPYIOLLEracA NoCne AyTactepuga, Ha xpomarorpamme
cranpapTHOro pactsopa bl T/pyTactepuaa.

Konwuecteexroe onpegenetue BIXKX (nyTactepupa) 0,475 — 0,525 mr/kancyna 0,487

KonuuectsenHoe onpeneneHne BIMX (myractepupa) 95,0 — 105,0 % ot anenexHoro 97,5
copepxaHnna ’

A , BIXX,
S;:‘l“c‘;?;m' Roauposatus , BINKX, r/ CoorBercrayeT TpebopaHuam Esp. CooteercrByer
KonuuectsenHoe onpepenesue BIXX (6yTunruppoxcutonyona) 0,028 — 0,042 mr/kancyna 0,033
_ 0,
Konusecraennoe onpenenenue BINX {6ytunruppoxcutonyona) 80 - 120 % ot 3ansneHHorO 95

cofiepaHna
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbLLA

. -
Ten: +48 61 860 1200  Qaxc: +48 61 867 57 17 Ll b e
15-HOR-2018 1000204643

Crpavuua 2 wm3 2

Onucanune Cneyndurayna Pesynbrartsl

Q = 80 % ot 3asBReHHOro CoAepXaHusa yracrepua yepes - 80
45 MuH

PacreopeHue, BIXX, Cragua 1*

KeanuouymMposaHHbIi COTPYAHUK

OpobpeHo 3NeKTPOHHOW NOANUCHIO
Damunus NognMcaHTa yKalaHa Huxe

Ewa Juszczak, 15-HOA-2018 08:26:05

imporung Country: &(55/4
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