JEKJIAPATIMSI O COOTBETCTRUMU

AEKJIAPAHT, IPUHUMATO LA AEKJIAPAIIMIO O COOTBETCTBUHU

AO “TharxcoCrumKasiin Tpeiidunz"

Ceedenusn o pezucmpayuu opeanuzayuu: Mesicpationnas uncnexyus Pedepanvroii narozosoii emyauchor Ne 46 no
2. Mocxee 01.01.2008, OI'PH | 027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockaa, Jlenunzpadexuii npocnexm, 9. 374, xopnye 4, samaoic 3, nom. XV, kovnama 1.
Teneqhon:8(495)777-89-00.

B nuye: lenepansniii Oupexmop Jlybsnckuii Onez

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

SASIBJISIET, UTO

Aexapemeennoe cpedemao: Asodapm, xancym 0,5 mz 10 wim., ynakosku aveiKoevie xowmypnuie (3), nawxu
xapmonnvie, PY Ne JIC-000052 om 05.02.2010 (dama samensr 06.02.2018) swroarno 340 "TharcoCyumKnsiin
Tpeiiounz", cepus YS7D, napmus 11440 ynaxoeox, 20den oo 07.10.2022, npoussodcmea IaxcoCumumKnsiin
Dapmacviomurans C.A., Homvwa, GlaxoSmithKline Pharmaceuticals S.A., ul. Grunwaldzka, 189, 60-322,
Poznan, Poland koo OKIT/2 21.20. 10.174, ko0 TH B3] 3004900002, HucmpuGoromop. coznauenue 6/u om
01.01.2013, uneoiic Ne 4083193903 om 22.01.2019

COOTBETCTBYET TPEBOBAHUAM
JIC-000052-060218

AEKJTAPALTMSI TIPHHSITA HA OCHOBAHHU
npomokon ucnsimaruti Ne 631m om 05.02.2019 HJI 000 HI "PAPMOEOPOHA", ammecmam akkpedumayuy
POCC RU.0001.21®J140, Cepmucpuxam POCC PL.®MO8.C33180 om 06, 02.2019

JATA NPUHSATHS TEKJIAPAIIIH 06.02.2079
?w LUEHCTBHTENBHA JI0 07,10.2022

R
>

f o7 4 & 4
R ) Kysnenos A.A.

(nom'?ib D.H.0

!
CBEIEEH)PIH O PETUCTPALIUHA

OPTAH IO CEPTH®UKAIIUY, 3APETHCTPHPOBABIHHI AEKJIAPAITHIO

RA.RU.11®OMO8 OPTAH ITO CEPTHOHKALTHH ITPOIYKI[HH OFIECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOM LEHTP KOHTPOJIA KAYECTBA",

adpec op2anusayuu.: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nowm. I, xom. 1, adpec opeana no
cepmuchuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmeprosa, 9. 4, sm. 3., men.:(495)788-02-88, ee6-
caiim: oyrx.pep.

AEKJIAPAITASI O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU A-PL. DM08.A.14948/19

UeHTp kouTpons | %
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Boigawu;

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NosblUA

Ten: +48 61 860 12 00

Dakc: +48 61 867 57 17

14-AHB-2019

Cipannya 1 y3 2

1000213497

Onucasue MaTepuana:  Asopapr kanc. 0,5 mr. 30 kanc.

Homep marepuana: 283111
Toprosoe nasganue:

Npumevanne:

ABOJAPT®, Kancynet, 0,5 mr

Hacrosauym yaocTosepsio, yro Bbltlleynomsnyras UHOOPMaLMa noanuHHa
u TouHa, Cepun npopykra 6bina npou3segenxa, Bkmioyas YNakoeky m

NPOAYKTa U pesynbrathl kKoHTpons Kay

W HaXOAATCA B cooTBeTCTRIM ¢ GMP.

Cepusa Y57D Cpok rogHocru: 07.10.2022

Hdata usrorosnenus: 08.10.2018

Wmnoprupyowas cTpaHa

RU

Onucanune Cneyuduxayus Pesaynbrare:

Markas, MPOAONroBaTas, Henpo3payHan, xenran

Onucanue PKENATUHOBAA Kancyna, NpoMapkupoBaHHan Kogom «GX Cootsetcrayer
CE2»
{,qyracrepuga) Ha Xpomarorpamme UcnelTyemoro pacteopa

NoAnusHocrs TCX OCHOBHOE NATHO N0 NonoXeHuo AOMKHO COOTBETCTBOBATH Coomsercrayer
MATHY Ha xpomaTtorpamme CTaHRAPTHOrO pacTBopa
AyTacrepupa
(nyracrepupa) Bpemn YAREDHKUBAHUA OCHOBHOTO NuKa Ha
XpoMarorpaMme ucnbiTyemoro Pacrsopa gonxHo

MlognuHocTs BIXX COOTBETCTBOBATL BpemeHy YAGPHUBAHUA OCHOBHOTO NiiKa Cooteercrayer
Ha xpomatorpamme craHaapTHoro pacTtBopa gyracrepuga,
(ﬁwunru,qpommonyona) Bpems ynepmusanus OCHOBHOT0
MKz, anlupyioweroca nocne hyracrepupa, Ha

MogAMHHOCTS BIKX XpomaTorpamme ucnbityemoro pacTeopa gonwHo Coorsercrayer
COBETOBATL BpeMeHU yaepwuBaHus OCHOBHOTO Nuka,
Snupylouerocs nocne AyTactepuga, Ha xpomatorpamme
CTaHAApPTHOTO pacTBopa B T/ayracrepuga.

Konuuecraennoe onpegenexie BIMX (ayracrepuga) 0,475 — 0,525 mr/kancyna 0,494

i g

Konuyectsenuoe onpegeneHue BIMKX (;gyracrepuga) 95.0-105,0% or SRAROeHHGE 98,7
copepxanus

ng;ﬁ ;AH' Ac3UpoBanus , BIKX, mr/ Cootsercrayer Tpebosanuam Egp. O Cootsercrayer

Konuuecrsennge onpefgienetue BIXKX (6ymnm,qpoxcuronyona) 0,028 - 0,042 mr/kancyna 0,035
(Gymnrugpoxcmonyona) 80 - 120 % or 3asenennoro 99

E(fnnuecmeunoe onpegeneHue BIMX

coAepxanun
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Boigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

MONbLIA

Ten: +48 618601200  Qaxc: +48 61 867 57 17

lara ceprudurara Homep ceprudukara

14-AHB-2019 1000213497

CTpaHuua 2 wu3 2

Onucanue

Cneyundukayun Peaynbrathl
PacTBopetie, BIKX, Cragus 1* ?5; i&ﬁ % ot 3anBneHHoro cogepkanna AyTactepupa yepes| 80
KeanuduumpopanHbiil cotpyanmk
OpobpeHo 3neKTPOHHOI Nognucsio
®amunua nognucanTa ykasana Huke
Ewa Juszczak, 14-AHB-2019 11:15:39
Importing Country: {U5S1A
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