AEKJIAPAIIHASL O COOTBETCTBUHA

JAEKJIAPAHT, IPHHUMAIOLI U AEKJAPAIIMIO O COOTBETCTBUH
AO "ThaxcoCyumKnsiin Tpetiounz"

Ceedenusn o pecucmpayuu opeanuzayuu: Mexcpaiionnan uncnexyun edepanvroli Hano2060ii cayorchur Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadciuis npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvnuiii Oupexmop Jybancxuti Onez

Hogepeunoe nuyo: Kysneyos A.A., Oosepennocms 60-13.09.2018 om 13.09.2018 »

3ASIBJISIET, UTO

Aexapemeennoe cpedcmeo: Jlepmoseiim, kpem ons Hapysiciozo npumenenusn 0.05% 25 2, my6er amiomunueavie
(1), navurcu kapmonnvie, PY Ne IT NO15790/01 om 15. 01.2009 (0ama samenwi 14,11.201 7) gvidaro 340
"ThaxcoCuumKnsin Tpetiounz", cepus FU2U, napmus 16680 ynaxosor, z00ex do 25. 03.2021, npouseoocmea
ThaxcoCmumKasiin Gapmacviomuxans C.A., Honvwa, GlaxoSmithKline Pharmaceuticals S.A., 189 ul

Grunwaldzka, 60-322 Poznan, Poland, xod OKIIJ]2 21.20.10.157, kod TH B3JT 3004320009, Hucmpubsiomop.
coznauerue 6/n om 01.01.2013, uneoiic Ne 40831 95008 om 23.04.2019

COOTBETCTBYET TPEGOBAHHSIM
11 NO15790/01-141117

AEKJIAPAIIUA IIPHHSITA HA OCHOBAHHU
npomoxon ucnvimariui Ne 2515m om 08.05.2019 HJT 000 HI] "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmudpuxam POCC PL.OMOS, C39797 om 13.05.2019

Kyzueuor A A.
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CBEEEH’H}I O PETUHCTPAIIUU

OPTAH IO CEPTHOUKAIIUH, 3APETHCTPHPOBABIIUI AEKJIAPAIIUIO

RA.RU.11®MO8 OPTAH ITO CEPTHOHKALHH ITPONYKI[HH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH I[EHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockaa, ya. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeara no
cepmudpurayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: oyxx.pg.

AEKJIAPAITA O COOTBETCTBHH 3APET UCTPHPOBAHA M POCC RU JI-PL.®M08.A.23778/19

Kavau E.B.
3am. pykosoautens OC




BoipaH:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NONbLILA

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

crpaHuya 1 us 1

Hata ceprudurata Homep ceprudumkara

12-ANP-2019 1000229375

Onucanue marepuana: [lepmoseiit kpem 0,05% 25r x1 Y6

Homep marepuana: 281206
ToproBsoe Haspauue: NEPMOBEVT® kpem ans HapykHoro npumerenus 0,05 %
NMpumevanne:

Hacroawmm ygocrosepsio, 4o BbilueyNnoMAHyTas MHOOPMaLMA NOANUHHA
¥ ToyHa. Cepua npoaykTa 6bina npou3segena, BKAICYAR YMakoBky u
KOHTDONb Ka4ecTsa B NOAHOM COOTBETCTBUM ¢ TpeboraHuamm GMP
NIOKaNbHOro PerynaTopHOro oprala v co cnebmduxaLmamu
PerucrpaymonHol gokymenTaumu UMMOPTUPYICWEeNR CTpaHbl,

HokymenTbi No npousBoACTBEHHOMY npoyeccy cepuu, ynakoBka
MPOAYKTa U PE3YNbLTaThl KOHTPONA KauecTBa Cepuu NPoBepeHb!

W HBXOAATCA B cooTBeTCTBUM ¢ GMP.

Cepun Fu2u Cpok rogHocTu: 25.03.2021

Hara usrorosnenun: 26.03.2019

Wmnoptupyrowan crpana

RU

Onucanne Crneyqudukauun Peaynbrarmi
Onucaxue MATKUA Bensit uny noytu Benbiii NoNynpo3payHbiia Kpem Cootsetcrayer
MopnuHHoCTL (knoberazona nponuonara) COOTBETCTBYET TpeboBaHMaAM CootBetcrayer
MNognuunocts {xnopokpesona) COOTBETCTBYeT TpeboBaHmuam CooTtsercrayer
Macca copepxumoro Ty CooTBETCTBYET TREeBoBaHUAM Cooteetcrayer
Pa3mep vacruy ACIKHbI OTCYTCTBOBATL YacTuLbl pa3mepom 6onee 80 Mxm CooTtBetcrayer
pH ot 4,7 po 5,7 5,3
KonuuecreenHoe onpepenexve (knobetazona nponuonara) or 0,0475 no 0,0575 % (s/s) 0,0525
KonuuecTaenHoe onpenenesue (kno6etasona nponuoHata) or 95 ao 115 % o 105

3aABAEHHOrO CofepXaHus

KonuyecrsexHoe onpegenenue (xnopokpesona) ot 0,064 o 0,086 % (8/8) 0,075
Eonuuecraenuoe onpepeneHue E);J;iz::aie ::"a) o185 Ao 115 % or sansrentoro 100

KeanuduumuposaHHbiil coTpyaHuK

OnobpeHo 3neKTPOHHON Nognucbio
Qamunua noanucanTa ykasaHa Huke
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