JEKJIAPAIIUA O COOTBETCTBUHA

JNEKJAPAHT, IPHUHUMAIOIIHAH JIEKJIAPAITHIO O COOTBETCTBHUM

AO "ThaxcoCymumKasiin Tpeiiounz"

Ceedenusn o pezucmpayuu opzanusayuu: Meocpaiionnas uncnexyus edepanonoii nanozoeoii cayaucovi Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocxkea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV, komuama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanonniii oupexmop Buwnuyrcui J].A.

Hosepennoe nuyo: Kysneyoe A.A., dosepennocmy 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO

nexapcmeennoe cpedcmeo. Jlepmosetim, kpem ons napysichozo npumerenus 0.05% 25 2, mybovr amomunuegsle
(1), nauxu xapmonnwie, PY Ne IT N015790/01 om 15.01.2009 (0ama 3amenwr 14.11.2017) ewidano 340
"IhakcoCmumKasiin Tpeiiounz", cepus GNSX, napmus 19160 ynaxoeok, zoden do 20.09.2020, npouseodcmea
IakcoCmumKnsitn Qapmacviomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., 189 ul
Grunwaldzka, 60-322 Poznan, Poland, koo OKIIJ[2 21.20.10.157, koo TH B3/{ 3004320009, Jucmpubviomop.
coznautenue 6/n om 01.01.2013, uneoiic Ne 4083192856 om 23.10.2018

COOTBETCTBYET TPEGOBAHUM SIM

IT1 N015790/01-141117

JEKJAPALIAS IPUHSITA HA OCHOBAHHHU

npomoxon ucnvimariuii Ne 7035 m om 14.11.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
akkpedumayuu POCC RU.0001.21®@J140, Cepmughuxam POCC PL.@M08.C27515 om 15.11.2018

HSTUSI AEKJIAPAIIUH 16.11.2018
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CBEIEHUSI O PECUCTPAIUN

OPI'AH IO CEPTH®HUKAIAH, SAPETHCTPUPOBABILIUI AEKTAPALIHMIO

RA.RU.11®M08 OPTAH I10 CEPTH®HKALIHH ITPONVKIIHH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH [JEHTP KOHTPOJISI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oykx.pa.

I{EKJIAPAI.[HH O COOTBETCTBUHU 3APETHCTPUPOBAHA M POCC RU /JI-PL.®M08.4.07253/18

Kauyan E.B.
MOJITHCh 3am. pykosogurens OC




Bbigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189
60-322 POZNAN

MOJNbLWA

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

16-0OKT-2018 1000198883
ctpanmga 1 u3 1
Onucanve matepuana:  [lepmoseit kpem 0,05% 25r x11y6
Homep marepuana: 281206
Toprosoe Ha3BaHue; JNEPMOBEWT® kpem ana HapyxHoro npumenexus 0,05 %
MpumevaHue:
Hacroswum yaoctorepsio, 4To BbilleynoMaHyTaa MHGOPMaLMA NOANMHHA
1 Touna. Cepua npogykTa 6bina npousseaeHa, BKNIOYaA yNakoBKy
KOHTPONb KayecTsa B NONHOM COOTBETCTBUM ¢ TpebosaHuamu GMP
NOKanbHOro PerynAaTopHoro opraHia u co cneyudukayuamu
PerucrpaumoHHoit fokyMeHTaLu UMNOPTUPYIOWeR CTpaHbl.
[loKyMeHTbl N0 NPOM3BOACTBEHHOMY NPOLIECCY CEPUK, YNaKoBKa
NPOAYKTa U pes3ynbTaTbl KOHTPONA KauyecTBa Cepuu NposepeHb!
W HaxopsaTca B coorsetcTeum ¢ GMP.
Cepun GN5X Cpok rogHocTu: 20.09.2020
Hara usroroBneHun: 21.09.2018
Wmnoprupyouwan crpava
RU
Onucatue Cneuyunduxayus Pesynbrarbi
Onucanue MArKWIA Benbiii UK NouTK Genblil NONYNPO3paYHbIil Kpem CooTBeTcTByeT
MNoanuHHocTh (knobetaszona nponuoHaTa) COOTBETCTBYET TpeBoBaAHUAM CooTtseTcrayeT
MoanuHHoCTL (xnopokpe3sona) cooTeeTcTByeT TpeboBaHUAM CootsercTyeT
Macca copepxumoro Ty6bl cooTeeTcTByeT TpeboBaHuam Coorsercrsyer
Pa3mep vactuy LO/KHbBI OTCYTCTBOBaATL YacTULbl pasmepom Gonee 80 mMKm CootsetcreyeT
pH ot 4,7 no 5,7 52
KonuuyectseHHoe onpenenenue (knobetazona nponuonara) or 0,0475 go 0,0575 % (s/) 0,0528
(knobetazona nponuoxara) ot 95 o 115 % ot
KonuvectBeHHoe onpegeneHue 106
33aABNEHHOro coflepaHuna
KonuuecteenHoe onpegenexue (xnopokpesona) ot 0,064 po 0,086 % (/) 0,076
0,
U — {(xnopokpesona) or 85 go 115 % ot 3asBneHHOro 101
cofiepaHuna

KBanudpuuuposaHHbiil COTPYAHUK

OpobpeHo 3neKTPOHHOM NOANKUCHIO
Gamunua NoANUcaHTa ykasaHa Huxe

Ewa Juszczak, 16-0KT-2018 10:28:58
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