JEKJAPAIIASI O COOTBETCTBUM

JEKJAPAHT, MTPUHUMAROUIHAI JEKJIAPAIIMIO O COOTBETCTBUU

AO "ThakcoCxumKnain Tpetuounz"

Ceedenusn o peaucmpayuu opzanuzayuu: Mevcpaiionnas uncnexyus Qedepansioii nanozoeoii cayrcto: No 46 no
2. Mocxse 01.01.2008, OI'PH 1027739011486, dama npuceoernua OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuti npocnexm, 0. 374, xopnye 4, amaoic 3, noam. XV, xomnama 1.
Tenechon:8(493)777-89-00.

B nuye: Ienepanvuwiti dupexmop Jyéancxuii Onez

Hosepennoe nuyo: Kyzneyos A.A., doeepennocms 18-09.08. 201 9om 09.08.2019 2.

3ASIBJISIET, UTO

nexapemeennoe cpedcmeo. Aeooapm, kancyaet 0,5 m2 10 wim., ynaxogxu suetikogeie konmypusie (9), navxu
xapmonnwie, PY Ne JIC-000052 om 05.02.2010 (dama 3amenw: 22.01.2019) svidano AO "ThaxcoCmumKnniin
Tpetiounz", cepun IRIU, napmus 23295 ynarosox, 200en 0o 10.06.2023, npouzsodcmea IaxcoCuumKasiin
@apmacviomuxans C.A., Homeuwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,

Poznan, Poland, xod OKITJ2 21.20.10.174, koo TH B3 3004900002, Jlucmpubsiomop. coenauenue 6/u om
01.01.2013, ungotic Ne 4205284866 om 30.08.2019

COOTBETCTBYET TPEBOBAHHSIM

JC-000052-060218 uzm. Ne |

JAEKJIAPALIMSA ITIPUHSITA HA OCHOBAHHUH

npomokon ucnvimariui Ne 5302y om 13.09.2019 HIT OO0 HI] "®APMOKROPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 PJI40, Cepmugpuxam POCC PL.DMO8.C48349 om 16.09.2019
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= CBE,\&Eilm O PETUICTPAIIMH

OPT'AH IIO CEPTUPHUKAIIHU, BAPETICTPHPOBABINHN JEKJIAPAIIUIO

RA.RU.11DMO8 OPIAH IO CEPTHO®HKALIHH ITPOYVKI[HH OBLU[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH JEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmeprkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20poo Mocksa, yn. Macmeprosa, 3. 4, sm. 5., men.:(495)788-02-88, se6-
caiim: OyxK.pg.
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Boigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NonbuA

Ten: +48 61 860 12 00

Onucanue marepuana:
Homep martepuana:
Toproeoe HassaHue:

283112

Mpumeyanune:

Makc: +48 61 867 57 17

26-ABI-2019

CTpaHuya 1 w3y 2

1000253215

ara ceptugurara Homep ceprudukara

Asoftapt kanc. 0,5 mr, 90 kanc.

ABOLAPT®, kancyne, 0,5 mr

HacToAwmuM yAoCTOBEPSAIO, YTO BbIlEYNOMAHYTaA UHGOPMALMA NOANMHH
1 TouHa. Cepud npopyKTa Gbina NpousBegeHa, BKAKOYas yNakoBKy U
KOHTPONb Ka4ecTBa B MOMHOM CooTBeTCTBUM C TpeGoBaHuamm GMP
NOKanbHOro PerynaTopHOre oprada u co cneunduKkatuamu
PerucTpaLoHHoi ROKYMEHTALIM UMNOPTURYIOWEN CTPaHbI

HokyMeHTbl N0 NpOW3BOACTREHHOMY NPOUECCY Cepuu, YNaKoeKa
NPOAYKTa 11 Pe3yNbTaThl KOHTPONSA KaYeCTBa Cepun NpoBepeks

u HaxopaTca 8 cooreercreun ¢ GMP,

L\
A

Cepun 9R3U Cpok rogHocTA: 10.06.2023%, 2\
Hara usrovosnenua: 11.06.2019 \((Q\
Wmnoprupyouan crpana
RU
Onucanne Cneyudunkayus PesynbraTtbi
Msarkaa, npogonroearas, Henpo3apayuHas, )enTan
Onucanue MENATUHOBAR Kancyna, NpoMapKkuposaHHas kogom «GX CooTtBeTcrayeT
CE2»
(ayractepupa) Ha xpomaTorpamme MCbITyeMoro pacTeopa
OCHOBHOE MATHO N0 NOAOKEHUIO [OMKHO COOTBETCTBOBATD
MNopnunHocTs TCX CootseTcTByeT
NATHY Ha XPOMATOrPamMme CTaHfapTHOro pacTeopa
AyTacrepuga
{(ayTactepuga) Bpems yaepKUBAHAA OCHOBHOIO NKMKa Ha
o
T —, XPOMaTOrpamme UCrbITYEMOro pacTBopa JomKHO Costeercrayer
COOTBETCTBOBATE BPeMeHW YASPKUBAHUA OCHOBHOIO NUKA
Ha XpOMaTOrpamme CTaHQapTHOrO pacTeopa AyTacTepupa.
(Byrunruppaokcutonyona) Bpems ynepxuBaHUA oCHOBHOrO
nnKa, 3MOUpPYIoIerocs nocne gyracrepuga, Ha
FopnmHsocrs BOKX XPOMATOrPamMme UCNbITYEMOro PacTBoOpa JOMKHO Coomaercrayer
COBETOBATL BPEMEHU YALDKUBAHNA OCHOBHOIO NUKa,
IMOUpPYIOLIErocs Nocne AyTtactepusa, Ha XxpoMaTorpamMme
CTaHpapTHoro pactsopa B T/nyracrepuga.
KonuuecteeHHoe onpegenenue BIKX (gyractepuga) 0,475 — 0,525 mr/kancyna 0,481
Konuuecreennoe onpegenetue BIXX (Ryracrepupa) 85,0 — 105,0 % or 3aanenroro 98,1
cofepKaHua i
. o B3XX, mr/
i‘?:;i;m AESAROBanItL: BRI ME Coortsercreyer TpeGosaHuam Eep. © Cootsercrayer
KonuuecreenHoe onpegenexue B3XX (6ytunruppokcuronyona) 0,028 — 0,042 mr/kancyna 0,034
Konuuecraeinoe onpegenetiue BS (Byrunrunpokcuronyona) 80 - 120 % ot 3aseneHHoro a7

cofiepKaHmn




Boigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOonbUWA

flata ceptudukara Homep ceptuduxara

Ten: +48 61 860 12 00 Qac: +48 61 867 57 17
26-ABI-2019 1000253215

CTpaHuya 2 um3 2

Onucarue Cneundukauna PeaynbTtarthbi

Q = B0 % ot 3aABNEHHOrO cofepKaHna AyTacTepuga Hepes
45 munH

PacTtBopenue, B3XKX, Cragus 1* >= a0

KeanupuumposaHHbiil COTPYAHMK

OpobpeHo aneKTPOHHOI NOANUCHI0
Qamunua NoANUCaHTa yKalaHa Huxke

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

Importing Country: @J 5518
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