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JEKJIAPAIIASA O COOTBETCTBHUHA

JEKJAPAHT, MPUHUMAIOUWMA JEKJIAPALIMIO O COOTBETCTBHH

000 "IOCE hapma Jlozucmuxe”
3apezucmpuposano : Mevxcpationnas uncnexyus @HC Ne 46 no 2. Mockee OI'PH 11 07746610180 om

02.08.2010

Aopec:105082, o. Mockea, TTepesedenosckuii nepeynok, d.13, emp. 21. Teneon:8(495)644-33-22
B nuye:Tenepanvnviit Oupexmop Ilamouka Jlyoex

JHosepennoe niyo: Apuaym E. ., dosepennocms No/I-IO®D/1-2 om 10.01.2018

3ASIBJISIET, UTO

nekapemsensoe cpedcmeo: 3upmex mabaenxu Nokpeimsie naenouno o6oaoukol 10 mz 10 wm., ynakoexu
Aueiixosvie koumypnote (2), nauku kapmonnsie, PY No I N014186/01 om 13.08.2008 (dama samenw 10.01.2017)
guioaro FOCE @apuiun C.A., cepus 234217, napmun 96762 ynakosok, 2oden 6o 30.09.2022, npouseodcmea
FOCE ®apuun C.A., Ulseiyapus, UCB Farchim S.A4., Zone Industrielle de Planchy, Chemin de Croix-Blanche 10.
CH-1630 Bulle, Canton of Fribourg, Switzerland, / Diicura @apmacvromurans C.p.1., Hmaaua, Aesica
Pharmaceuticals S.R.L.. Via Praglia, 15 - 10044 Pianezza (TO), Italy, koo OKII[J2 21.20.10.256, koo TH B3/
3004900002, xoumpaxm Ne LOG/RU/FA/2011 om 14.01.2011, unsotic Ne 90000412 om 22.03.2018

COOTBETCTBYET TPEBOBAHUAM

ITN014186/01-130808 (HI 42-12290-08 uzm. Ne 1-5)
JEKJIAPALLAS IPUHATA HA OCHOBAHHHA
npomoraon ucnoimanuii Ne H18-01856 om 28.03.2018 OO0 "HLVIC "Buomexunono2us”, ammecmam

axxpeoumayuu RA.RU.21 OM04, Cepmughurxam POCC IT.DM15.C54678 om 03.04.2018

JATA IIPHHATHA JEKJTAPATIIMH 03.04.2018
JEEKJAPAHMS AEUCTBUTEJBHA J10 30.09.2022
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©.H.O

CBEAEHHUS O PETUCTPALIMH

OPT'AH MO CEPTU®HKAUMH, 3APETHCTPHPOBABUIHI JEKJIAPALIUIO
POCC RU.0001.11DMI5 OPIAH 110 CEPTHOHKALIHH NPONVKIIHH OFL[ECTBO C

JATA PETUCTPALLMH 03.04.2018
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NOAINHCH

- OFPAHHYEHHOH OTBETCTBEHHOCTBK) "OKPYVKHOH IHEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, om. 3, nom. I, xom. 1., adpec opeana no
cepmuchurayuu: 143581, Mockosckasn oGracme, Hempunckui paiion, dep. Jlewkoea, 0. 248, ecmp. 1, mea.:
(493)640-96-69, (495)787-92-78 ged-caiim: oyrr.peg.

JEKJAPALIHS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC IT.®MI15.1455418

3apuiToBckas H.A.

Pyxoroautens OC




Nepesoy,

24\ AESICA

13 mapra 2018
CEPTHOHKAT KAUECTBA
3UPTEK (CIAD3598)
10 mr
20 tabnerok
COOTBCTCTBYCT Tpebyembim crielmdHKalLmsm, IPC/ICTABJICHHBIM HHKE!
CEPTHOHKAT AHAJIM3A Ne201800848
CHEIHOUKALIIMNA IOCE CEPUS: 234217
| [IAPAMETPD | COEMOUKALN | PE3VJIbTATEI
Onucasnue beuibie upojonrosarsie Tabuetkn HOKPBITHIC Coorscrernyer
1ICHOUHON 000:10UKOoH, Ha 0aHOH CTOPOHE ¢
_ - . _PHCKOil 1 Mapkuposkoil Y/Y -
Pacrasacmoctn Maxkc. 15 Mun. 3 MUHYTHI
Boia He Gouiee 6% 4 %
_ Cpe.wss vacca - Oxoito 118.7 wr _ 118.7 mr
Onunopoanocts 1o macce Hpouenthoe otkionenne: 7,5 % or CpeHeH -1,0% +2.6%
g MACCRL S
HoaTuHHOCTY: B
- Letnpusuna surnipoxsiopu ta [lpucyrcrsyer o llpucyrersyer
- Jlnokema tirana - lpneyrerayer Ipucyrersyer
Kosuecrsennoe onpeaeienne: o L o |
;E-En_gmm ,um'wlpn_)g.lg‘plpza “7__ Or 9.5 mr 510 10,5 M['!Tﬂﬁ,!iéﬂg:! B 9.m'ra6uﬂxg
- poaykTh pacnaja: L
Wuausuavaisibii He Gosee 0,5% 0,1 % n
CyMmuvapubiii He Gouiee 1,5% 0.4 %
Pactsopenne Q= mun. 80% uepes 30 munyt He npumennmo
o Kpurepuii npuesiesocrn USP
Mukpobuonoruucckas uucrora™ | Ph.Eur. 5.1.4 He npumennmo
OaHOPOAHOCTS 103UpOBatHs Ph.Eur.29.6 - - | He [PHMCHHMO
@Ec m TCCTHpYETCH ™ Teer nposoauTes s kax10i JICCATOM ' He Gouce ykazauuoro
e i mapruu He upuvenumo '

Hactosumm noarsepxaato, wro janmas Cepis npoIykTa Gblla NPON3BEICH B NOTIOM COOTROTCTRHN rpebonammit Hagaewamei
Hponssoncrsenoii Npakrikn (GMP) EC 1 g CeOTBETCTEIY © TpefoBalisMI 0 perucTpanmy CTPaHLI/CTPan Haznavenys.

Hpounssonnrenn: 1OCH dapiimm CA, [Beittapus

Hara npoussocrna: 26/10/2017 Dr Paolo Pizzorni

Toner no: 30/09/2022 Dapmatest, OrBeTCTBCHHOE JiMuO
Japernctpuposannuie yeronis xpancuist: Xpakuth ne awiine 30°C <loanuee>
Crpana: Poccus

3licura Dapmacuiotukans C.p.n. Ten: +39011 9660 1

O6L4ecT80 € orpanuerHoR CTBRTCTBEHHOCTbIO Dakc: + 39011 9660 244

Jicure PapmaceoTirans /lumares Email: enquiries@aesica-pharma.com
Kpuavueckuis appec: Bua Npanesa, 15 www, aesica-pharma..com

10044 Noaneuua (Typun) UTanus
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