JEKJIAPAIIUSI O COOTBETCTBHH

JEKJIAPAHT, TIPHHUMATOUIHI JEKJAPAITUIO O COOTBETCTBHU

AO "axcoCrumKnaiin Ipetidunz" i
Ceedenus o pezucmparyuu opzanuzayiu: Mesicpationnan uncnexyus Pedepanvioii Hanozo6o1 cayxcter No 46 no
2. Mockae 01.01.2008, OT'PH 1027739011486, dama npucgoenus OIPH 24.07.2002.

Adpec: 125167, 2. Mockaa, Jlenunzpadcxuii npocnexm, 0. 374, xopnye 4, amaoic 3, nom. XV, kovsama 1.
Teneghon:8(495)777-89-00.

B muye: lenepansuviil dupexmop Jybancxuii Onez

Hogepennoe muyo: Kysueyoe 4.4, dogepenriocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, YTO

rexapemaenHoe cpedcmeo: [epyosedm, kpeat 0ns Hapyacnozo npuvenenus (,05% 25 2, mybel anomMunuessie
(1), nauxu xapmonmvie, PY Ne IT NO15790/01 om 15.0] 2009 (@ama zamens 20.12.2018) enidano AO
"TaacoCxumKaniin Tpetidunz" cepust YG6J, napmus 18920 ynaxoeox, 200en do | 7.06.2021, npoussodcmea
FarcoCrumKausitin Dapyacsiomurans C.A., llomvwa, GlaxoSmithKline Pharmaceuticals SA., 189 ul
Grunwaldzka, 60-322 Poznan, Poland, xod OKIIA2 21.20.10.157, ko0 TH BOJ 3 004320009, Jucmpubsiomop.
cozrawenue 6/w om 01.01.2013, ungotic Ne 4083196048 om 19.07.2019

COOTBETCTBYET TPEBEOBAHHSIM ’
I NOIS790/01-141117 uzv. MNe ]

AEKJTAPALMA NPUHSITA HA OCHOBAHUH

npomaokon ucneimariui Ne 4198y om 30.07.2019 HJT Q00 HIJ "®APMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuram POCC PL.®MO8.C45229 om 31.07.2019

CHCTBUTEJIBHA JIO 17.06.2021

- 4
/ Kyzneuos A A.

r MOMTACH D .0

Ty
s

§3 A
GHE

g}.&“ J

oo

X

7]
CBEJIEHHS O PETHCTPAIIUH

OPI'AH IIO CEPTHO®UKAITAH, 3APETHCTPHPORBABIITHIL HAEKJAPAITHIO

RA.RU.11 ®MO8 OPIAH IO CEPTHOHKALTHH HPOQVKIHH OFI[ECTBO C Ol PAHHYEHHOH

OTBETCTBEHHOCTLIO "OKPYIKHOH IJEHTP KOHTPOJII KAYECTBA g

adpec opzanuzayuu: 115280, 2 Mocxsa, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, aopec opzana no

cepmuguicayun: 115280, POCCHA, z0pod Mocxaa, ya. Macmepxoea, 0. 4, sm. 5., men. :(495)788-02-88, get>-

caum: oyxx.pep.

AEKTAPAITHSA O COOTBETCTBUH 3APETMCTPHPOBAHA M POCC RUJ-PL.OMO8.A.31806/19

JIATA CATTHM 3/.07.2019
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Beigau:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbLUIA

= i e ’
Hara ceprudukara Homep cepruduxara

Ten: +48 61860 1200  Qakc: +48 61 867 57 17
12-11071-2019 1000245556

CTpanvua 1 wuz 1

Onucanue matepuana:  [lepmoseiit kpem 0,05% 25r x11y6

Homep martepuana: 2812086
Toproeoe HasBanue: FJEPMOBEAT® xpem ans HapyxHoro npumenerus 0,05 %
MNMpumevanne:

Hacroawum ynocrosepsio, yto BbILISYTOMAHYTAR MHGOPMALMA NOATUHHA
¥ To4Ha. Cepus NpopyKTa Bbinia Npou3seneHa, BRIIYAR YMaKoBKy 1
KOHTpONL KavecTsa B NONHOM COQTBETCTEMM € TpeGosanuamu GMP
NOKaneHOro PerynaTopHoro opraHa W ¢o cneumdukaymsmu
PerncTpaunonHon gokymeHTagmm VMMNODTHDYIOWLEA CTPaHbI.

HokymenTsl no npoun3BoaCTBEHHOMY NpoUeccy cepun, ynakoeka
MPOAYKTa 11 PE3yNbTaThi KOKTPONS Ka4eCTBa Cepui NpoBepeHb

W HaXOAATCA B CooTBETCTBUM ¢ GMP.,

Cepus YG6J Cpok rogHocTu: 17.06.2021
Aata usrotosnenus: 18.06.2019

WmnopTupyiowasn crpana

RU
Onucanne Cneundurayna Pesynbratni
Onucasne markuia Bentili unu nouty Genbin NONYNPO3pauHbIi Kpem CooTBeTCTBYET
MNopnukkocTs (knobetasona nponvotiata) cooTeeTcTayeT TpeGasaHuam CooteeTcrByer
MognuHHocTb (xnopokpesona) cooteercrayer Tpebosarnam Coareetcreyer
Macca copepumoro Ty6i COOTBETCTRBYET TPeGOoBIHNAM CootBercrayeT
Paamep vactiy AQNMKHbI OTCYTCTBOBATE HacTulbl pasmMepom Gonee 80 MM Cocraercreyer
pH ot 4,7 n0 5,7 5.3
KonwdecraenHoe onpegeneHue (knobetazona nponuonara) ot 0,0475 go 0,0575 % (8/8) 0,0533
KonuecTaeHHoe anpenenesite (kno6etazona nponuorata) ot 95 fo 115 % ot 107
33ABNEHHOrD COAepKanua
KonuuyecteesHoe onpegenexue (xnopokpeszona) ot 0,064 go C,086 % (s/8) 0,076
KonuyecTeeriHoe onpegenenue g;ig?:;ﬁ::ﬂa} o7 85 a0 115 % o 3asenentioro 101 .
KeanuduumposanHeil corpyaHmx
OpobpeHo 3neKTROHHAN NOANUCHD — i
Qamunus NOANMCAHTa yKa3aHa HuKe §7 180 0/ ,_-‘;‘/-“e%\
Fooanasn o
Ewa Juszczak, 12-MI01-2019 10:46:49 y /& Rt

Importing Country: Lussin
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