TEKJIAPAIIASL O COOTBETCTBHU

JTEKJIAPAHT, [IPHHAEMAIONHI JEKJIAPATIHIO O COOTBETCTBHHA

AO "ThaxcoCmumKnatin Tpetiounz"

Ceedenus 0 pesucmpayiu op2anisayuu. MeoicpaiioHHas UHCHEKYUA Dedepansioii Han02060i cayoicoer Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1 027739011486, doama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jenunzpadcruii npocnexm, 0. 374, kopnyc 4, smaorc 3, nom. XV, xomnama I.
Tenechon:8(495 1777-89-00.

B auye: Tenepanviuiii Qupexmop Buunuyrui [TA.

Jloeepennoe nuyo: Kysneyos A.A., dosepennocmy 60-13.09.201 8 om 13.09.2018 .

3ASIBJISIET, UTO
AeKapcmeenHoe cpedcmeo: Jlepaogeiim, mass QNS HAPYICHOZO NPUMEHEHUR 0.05% 25 2, mybbl anoMuHuesble

(1), nauxu KApMOHKbIE, PV Ne IT NO15790/02 om 15.01.2009 (dama samenwt 21.11.2017) gwioaro 3A0
"TnaxcoCmumKsin Tpetidunz", cepun DV7R, napmus 19720 ynaxoeox, z0deH do 1 6.09.2020, npouzgoocmea
TiaxcoCyumKnaiin @apmaceiomuxans C.A., Ionsua, GlaxoSmithKline Pharmaceuticals S.A., ul.
Grunwaldzka 189, 60-322, Poznan, Poland, ko0 OKITJ2 21.20.10.157, ko0 TH B3J] 3004320009,
Jlucmpubpiomop. CO2Nauenue 6/1 om 01.01.2013, uneotic Ne 4083192937 om 29.10.2018

COOTBETCTBYET TPEBOBAHHSIM

11 N015790/02-211117

JEKJAPALMS IIPHHATA HA OCHOBAHUH

npomoxon ucnsimanui Ne 7263m om 23.11,2018 HII 000 HIJ "DAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmucpuxam POCC PL.OMO8. C28377 om 26.11.2018

Kysueuos AA.
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CBEJEHUSA O PETHCT PAIINH

OPTAH IO CEPTH®HKAIINH, 3APErMCTPHPOBABIITN JEKTAPATIHIO

RA.RU.11®MO8 OPTAH 110 CEPTHOHKALIUH TTPOIYKIIHH OFIJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH LTEHTP KOHTPOJIA KAYECTBA",

adpec opearusayuu: 11 5280, 2. Mocxaa, yn. Macmepxoea, O. 4, am. 5, nom. I, koM. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockaa, yr. Macmepoea, d. 4, am. 5., men.:(495)788-02-88, e6-
caiim: oykK.po. ‘

JIEKJIAPAITMA O COOTBETCTBHU 3APETUCT PHPOBAHA A2 POCC RU J-PL. OM08.A.08373/18
JATABEFHT] ATTAH 27.11.2018

@7[ Jlunenxo K.B.

TIOTINCE Pyxosomutens OC
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GlaxoSmithKline Pharmaceuticals

ul. Grunwaldzka 189

60-322 POZNAN
MONbILA

2 o

[lata ceptudmrara Homep cepTudukara

23-0KT-2018 1000200268

Ten: +48 61 860 1200  ®dakc: +48 61 867 57 17

crpaHuiga 1 w3 1

Onucanne matepnana: [epmoseit Mazb 0,056% 25r x11y6
Homep maTepuana: 281227
Toprosoe Ha3saHue: JEPMOBEWT® masb Ana HapyxHoro npumetrerus 0,05 %o

MpumeyaHne:

HacToAlMM YAOCTOBEPAIO, YTO BoilUEYNOMAHYTaR WHPOPMILUA NOANUHHE
1 TouHa. Cepus npogykTa Goina npouaseeta, BKI0YaA YNAKOBKY U
KOHTPO/b Ka4ecTBa B NONHOM COOTBETCTEWM C TpeSosaHuAMU GMP
NOKanbHOro PerynaTOpHOra opraHa U Co cneuuduKayuamu
PerucTpaLiMoHHOM JOKYMEHTAUMU UMNOPTUPYIOWEeH CTPaH!.

[loKyMeHTbi N0 NPOU3BOACTBEHHOMY NPOUECCY CepiK, YNAKOBKa
NpoayKTa W Pe3ynbTaTbl KOHTPONA K3YeCTea Cepum NpoBepetbl

1 HaxopaTca 8 cooteercreumn ¢ GMP.

Cepus DV7R Cpox rogHocTI: 16.09.2020
[ata usroToBneHua: 17.09.2018

MmnopTupyowan crpaHa

RU
OnucaHue Coneyndpurayuns PesynsTaThbl
Onucarue mAarkas, benas unu nout benaa NoRynNpo3payHan masb CoorseTcTBYET
MopNMHHOCTE cooTBeTCTBYeT TpeboBaHuaM CoorBeTcTBYET
Macca conepxumoro Tybei cooTseTcTBYeT TpeGoBaHKAM CooteeTcrayer
Paamep 4acruy [0MKHBI OTCYTCTBOBATh YacTULibl pasmepom Gonee 80 MKkM CooTseTcTBYET
KonuuecTeeHHoe onpegeneHue ot 0,0500 no 0,0575 % 0,0533
ot 100,0 go 115,0 % ot 3assneHHOro copepXatua
KonuuecteeHHoe onpegeneHue G08mo 1 ol g 106,6
knoferasona nNponuoHaTa

KeanuduyMposaHHbIA COTPYAHUK

Opo6peHo 3NEKTPOHHOI NOAMMUCHI0
QamMunua NOANMCaHTa YKa3aHa Huxe

ini 43 Osoba Wykwalifikowana/
Magdalena Dominiczak, 23-OKT-2018 09:13:09 an“ fied Person

Importing Country: QUSS T2 -meod Y AOHYL

Magdalena Dominiczak
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