JNEKJAPALIMSA O

AEKJAPAHT, MIPHHUMAIOUIMIA AEKJTAPALIMIO O COOTBETCTBUH
000 "IOCK Dapyia Nocuemure"”
3apeeucmpupoaano : Mexcpationnan uncnexyus ®HC Ne 46 no ». Mockee OI'PH 1107746610180 om
02.08.2010
Aopec:105082, 2. Mockea, llepesedenoscxuis nepeyiok, 0.13, cmp. 21 Texeghon:8(495)644-33-22
B e enepanvuoiii Oupexmop [Tamovra Jlyoex
Hosepennoe auyo.: Apuaym E. @, oosepenrnocms Ne/[-FODI-2 om 10.01.2018

JAABJISIET. UTO

Aderapemeennoe cpedemeo: Keusanr matiemsu HOKpBIMbIe rienounon 00ot0ukon 5 M2 7 wm., ynaxosicu

AveiRO8bIe KOmypune (2), nauku rapmonneie, PV Ne [T NO16137/01 om 19.11.2009 (dama nepeopopyaeHus
PV 08.07.2014) esoano KOCE DPapuiun C.A., cepus 236437, napmus 60300 ynaxosox, 200en do 30.11.2021,

npowssodcmea FICE Qapuiun C A Ulsetyapus, UCB Farchim S.A., Z.1.du Planchy, Chemin de Croix

Blanche 10, CH-1630 Bulle, Switzerland, / Diicura Papmacvriomuxars C.p.n., Hmaws, Aesica Pharmaceuticals

S.rl, Via Praglia 13, I - 10044 Pianezze (T0), Iraly, koo OKITH2 21.20.10.256, koo TH B3J/T 3004900002,
- koumpakm Ne LOG/RU/FA/2011 om 14.01.2011. unsoiic Ne 90000615 om 04.05.2018

COOTBETCTBYET TPEBOBAHUSIM

ITNOI6137/01-191109 uzm. No ]-4

AEKJAPALIMS TPHHATA HA OCHOBAHUH

Hpomoxon ucneimanui Ne H18-02821 om 14.05.2018 000 "HIIC "Buomexnoaozus”, ammecmam
axkpedumayin RA.RU.2 [ PMOS, Cepmudhuxam POCC IT dMI5.C57037 om 14.05. 2018
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CBEJEHUWS O PET HCTPAIIH

- OPTAH 11O CEPTHOUKALIUH, 3APETMCTPHPOBABUIHIT JAEKJAPALIHIO
- POCC RU.0001.110M] 5 OPFAH 1O CEPTHOHKALIHH NTPOAVKIIHH OBIIECTBO ¢
OIF'PAHHYEHHOH OTBETC TBEHHOCTBIO "OKPYKHOH LEHTP KOHT. POIA KAYECTBA ",
aopec opeanuzayuu: 115280, > Mocxea, yr. Macmeprosa, 0. 4, sm. 5. now. I kon. 1., adpec opaana no
- cepmutbuxayiu. 143581, Mockoscras obracmiv, Hempunesutt paiion, dep. Jlewkoso. 0. 248, cmp. 1, mex. .
(495)640-96-69, (495)787-92-78 geb-caiim: OYKK. P,
JAEK) APA 1510 COOTBETCTBHU 3APETUCTPHPOBAHA ¥ POCC IT, DPMI5.057760
CFPAMMMN 14.05. 2018

o

// s
B i Ll 3apeiToBckas H.A.
MOANMUCE Pykosoaureas OC




Jlororun Ditcnka

CEPTUDUKAT KAYECTBA

KCU3AJL (CIAD2847)
Swmr
14 ra@aerox

COOTBCTCTRBYET TPCOVCMBIM CTICHHMHKAIIHAM, TIPEACTABICTIHBIM HItKE:

Cneundmrannn X0Ch
[TAPAMETPLI

Onucanue

Conepwanne soasl'"’
Cpeiuigs Macca

OTksiotEHHE OT Cpe/Iici Macch)

[MouminocTn:

- JIMTHIIPOXI10PH/LA ICBOICTHPHANHA
- Jlnoxenaa turana (E171)
KoauuecTBenHoe onpeieicimne:

- Jurn(poxaopu1a ICBOICTHPHINTA
Hocropouine npuMeci:
l'l-KJIDP‘:‘!B!I'}I"HI[]‘IH.'Il[H rnepasiin
N-X10p0cH31 1Pl
n-xjaopoensdenon
HewaenuduiMposaiiisie npuMech
Cymma npumeceil

Ddup 1

Dpmp 2

Pacteopenue
Mukpoduoieruteckas yperorat!!

. TecTupyetca kA 10-1 cepi

MKAT AHAJTIH3A

CHENHOHKALIMHA

Wi noutn  Geable,  OHaLHOM
opmbl TaBASTEM MOKPLITHIC nacHoYHOf
oBonoukoit, Ha ool cropouce TaBactx
Abi1aBacHa Mapkuposka "Y"

Maxcumysm 6,0 % Ans suinycka

103 mMr=75%

ITpoueHToe GTRIOHCHHE OT CpeiHeH
maccel £7,5 %

beaue

lpneyrerayer
[TpHEYTCTBYET (CCIH TCCTHPYETCH)

4,75 mr 10 5,25 wr / Tab.

Makc. 0,3 %

Makc. 0,2 %

Maxke. 0.2 %

Make. 0.2 %

Maxce. 0,8 %

Maxe. 0,2 %

Make. 0.2 %

Q = 75 % ucpes 30 mun.
Tlo nopwatusam USP
(yposens 2)

Ph. Eur. 5.1.4

IMepeson

17 anpens 2018

No 201801244
CEPHA: 236437
PE3VYJIbTATLI

CooTBCTCTBYCT

52%

103 mr

- 21 %%15%
[onokurensio
He npnwvenuso
4,94 mr/rad

< 0,10 %

< 0,10 %
< 0,10 %

He nojiaacTes onpeacicuiio

<0.05 %

He noanaeres ONpeaAcICHHIO
He noanaetcs QUPC/ICACHHIO

92 % 96 %
97 % 97 %
95 % 96 %
He npumennmo

HacTosuuM NOATBCPKIAK0, HTO JIaHHAR ccpHa NPOAYKTA Oblaa HPOH3BCICHA B NMOJHOM COOTBCTCTBHH

tpeboBannamin Hauexaueii Mponssoictacnnoii Mpaktukn (GMP) EC u B cootseTcTBhN € TPeOOBAHMAMY 110 PCIHCTPAILII

CTPAHLI/CTPAH HAZHAYCHUS,

IMpowssonresn: IOCE @apunit CA, Hlnciinapis

Jlata npoussoactaa: 29/12/2017
Toaen o 30/11/2021

3aperHCTPHPOBAINLIC YCIOBIH XPAneuns: XpainTs ne seiiue 25 UC; XpauuTs B CyXOM MECTC.

Crpaua: Pocens

Ditcaxa Gapmacwornxans Copor
Bua lNpaies 15

10044 Musiera (Typin)

Hranmn

Dr. Paolo Pizzorni
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Tea: +39 011 9660 1

axc: +39 011 9660 244

Email: enquines(a aesica-pharma.com
www.acsica-pharma.com
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