JEKJIAPALISI O COOTBETCTBUH

NEKJIAPAHT, IPUHUMAJOLIHANA JIEKJIAPAITHIO O COOTBETCTBHM

AO "ThakcoCmumKnsiin Tpetiiounz"

Ceedenusn o pezucmpayuu opeanusayuu; Meacpaiionnas uncnexyus @edepanvroli Hanozo6ou cayicoot Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenun OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexkm, 0. 374, kopnyc 4, amaoc 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepansubiii Oupexmop Buwnuyruit JI.A.

JHosepennoe nuyo: Kysneyos A.A., dosepennocniy 60-13.09.2018 om 13.09.2018 e.

3ASIBJSIET, UTO

nexapemeennoe cpedemeso. epmoseiim, kpem ons napyscnozo npumenenus 0.05% 25 2, mybor anomunuegoie
(1), nauxu xapmonnwie, PY Ne IT NO15790/01 om 15.01.2009 (0ama s3amenwt 14.11.2017) spidano 340
"IhaxcoCmumKnsiin Tpeitdunz", cepus GNSX, napmus 19160 ynarosox, 200exn 0o 20.09.2020, npoussodcmea
axcoCmumKnsin @apmaceiomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., 189 ul
Grunwaldzka, 60-322 Poznan, Poland, koo OKII/[2 21.20.10.157, koo TH B3] 3004320009, Jucmpubviomop.
coznawenue 6/n om 01.01.2013, uncoutc Ne 4083192856 om 23.10.2018

COOTBETCTBYET TPEBOBAHH M
I1 NO15790/01-141117

JEKJAPALIUSI IPUHSITA HA OCHOBAHHUHA
npomoxon uchuimanuii Ne 7035 m om 14.11.2018 HJT OO0 HI] "PAPMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®JI40, Cepmucpuram POCC PL.OMO8.C27515 om 15.11.2018

JIATA IPHHSITHS! JMEKJIAPALAM 16.11.2018
JEA "'&H%%nﬁCTBHTEanA /09.2020
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“i=”" CBEJIEHHSI O PETHCTPAIIH

OPI'AH MO CEPTU®HKAIIMH, 3APETHCTPUPOBABIUMI JEKJTAPALIMIO

RA.RU.11®PMO8 OPTAH 11O CEPTPI@HKAHHH HIIPONVKLHH OBLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH L[EHTP KOHTPOJISI KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yi. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eet-
caiim: oykx.pg.

JEKJAPAIIHSI O COOTBETCTBHUHU 3APETUCTPHPOBAHA N POCC RU /I-PL. ®@M08.A.07253/18
I(ATA ;EFHG’E AU 16.11.2018
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NMONbLWA

E

Nara ceptudurara Homep ceprudurkara

16-0KT-2018 1000198883

Ten: +48 61 860 12 00 dakc: +48 61 867 57 17

crpatvga 1 w3 1

Onucanune matepuana:  [epmoseit kpem 0,05% 25r x11y6

Homep maTepuana: 281206
Toprosoe HazBaHue: JNEPMOBEAT® kpem ana napyxHoro npumerenus 0,05 %
MpumevaHue:

HacToAwum yaoCcTOBEPAI0, YTO BILLEYNOMAHYTaA UHGOPMaLIWA NOAIUHHA
1 Touna. Cepua npoaykTa bbina npoussefeHa, BKNIOYan yNnakoBKy W
KOHTPONb Kauyectsa B NOJIHOM COOTBETCTBUM € TpebosaHuamu GMP
nokansHoro PerynatopHoro opraHa v co cneyugukaymamm
PerucrpaumuoHHOR JOKYMEHTaUWK MMNOPTUPYIOLLER CTPaHbl.

JloKyMeHTbI No NPoU3BOACTBEHHOMY NPOoLeccy cepui, YyNakoBka
NPOAYKTa U pe3ynbTaTbl KOHTPONA KauecTsa cepult NpoBepeHs.!

u HaxopaTca B cooteeTcTeun ¢ GMP.

Cepus GN5X Cpok rogHocTH: 20.09.2020
Jara u3roToBneHuns: 21.09.2018

MmnopTupyiouan crpaHa

RU
Onucanune Cneyndunkauyuna PesynbTatbl
Onucanue MATKMI Benslil unu nouTu Genbiil NONYNPOo3payHblit Kpem CootBeTcTByeT
MoanuHHOCTL (knobeTtazona nponuoHarta) cooTBeTcTByeT TpeboBaHUAM CootBeTcTByeT
MNopnuHHoCTL (xnopokpe3sona) cooTBeTCTBYET TpEbOBaHWAM CooTeetcTByeT
Macca copepxumoro Tybbl cooTBeTCTBYeT TpeboBaHuAM CoorseTtcrayer
Pa3amep vactuy, [OIKHBI OTCYTCTBOBATL YacTULbl pa3mepom Gonee 80 Mkm CoorseTtcTByeT
pH ot 4,7 no 5,7 5;2
KonuuectseHHoe onpegenexue (knobetazona nponuonara) or 0,0475 go 0,0575 % (s/8) 0,0528
(knobertazona nponuouata) o1 95 no 115 % ot
KonuuecrseHHoe onpefeneHue 106
3aABNEHHOro cofgepianuna
KonuuecteeHHoe onpejeneHue (xnopokpezona) ot 0,064 go 0,086 % (B/8) 0,076
X e 85 no 1159 ABNEHHOTO
KonuyecteeHHoe onpeaeneHue (xnoporpesana) or 83 ao oo 38 101
coflepxaHmn
KsanuduumpoBaHHbIl COTPYAHUK
OpobpeHo 3NeKTPOHHOW NOANUCHIO
MaMunua NOANUCaHTa yKa3aHa HuXe
Ewa Juszczak, 16-OKT-2018 10:28:58
Importing Country: [ /55 y
oY w{ 2.4V 141




