JAEKJIAPALNS O COOTBETCTBHUH

AEKJIAPAHT, IPHHUMAIOIIHI JTEKTAPAILHIO O COOTBETCTBHU

QOO0 "TOCE dhapwa Tocucmure”

Ceedenws 0 pecucmpayuu opeanuzayun: Meycpaiwonnas uncnekyus Dedepaivnon naiocoeots cancan No 46 no
2 Mocree 02.08.2010, OFPH 1107746610180, oama npuceoenus OFPH 02.08.2010

Adpec: 105082, o Mocrea, Mepeaedenoscruii nepevaox, 0. 13, cmp. 21 Teaeqhoii 8i4951644-33-22

B auye: Fenepaisnoiit oupexmop Viweruna C A,

Hdosepennoe vimo: Apnavm E ., dosepennocms No L-FODI-12 om 02.08.2018

JASMBJISIET, UTO

terapemacninoe cpedcmso. Kcusar madiemxu nokprimstie naenownoii odoiouroil 5 e 7 . VRAROBK
AveurRoguie koumypiisie (1), nauxt kapmonnvie, PY Ne [T NO1613701 om 19.11.2009 idama nepeodiopieis
PYO8.07.2014) swioano 1OCE dapuit C.A.. cepus 264633, napmus 20160 ynaxosor, cooen oo 31122022,
npouseoocmea 10CE Dapuncy C. A Ulseiyapus, UCB Farchim 5.4., 7.1.du Planchv. Chemin de Croix
Blanche 10. CH-1630 Bulle, Switzerland / Jiicura Dapyaceromurarz C.p.a.. Hmaius, Aesica Pharmaceuticals
S.el. Via Praglia 15, I - 10044 Pianezza (T0)), ltaly, koo OKILI2 21.20.10.256, koo TH B 3004900002,
koumparm Ne LOG/'RU/FA2011 om 14.01.2011, unsoic No 90000413 om 27.03.2019

COOTBETCTBYET TPEBOBAHHSIM

TTNGI6I37/07-191109 uzse. No [ -4

AEKJAPALLMS MTPUHSATA HA OCHOBAHWUH

npomoxor uenvimanun Ne HI19-01435 om 08.04.2019 OO0 "HLIC "Buomexuoiocus”, ammecmam
arspedumayut RA.RU.21DMO4, Cepmucpuxam POCC [T DMI5.C76328 om 08.04.2079

JATA n[‘lj!-!flTilﬁl HAEKTAPAUMM /7042019
AEKJIAPALMA TENCTBUTEALHA 10 3/./2 2022
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e CBEJIEHUSI O PETUCTPALIMUA

OPTAH 11O CEPTHOUKALMH, 3APETHCTPHPOBABIL Ml JAERTAPAILHIO

- POCC RUG0O01.1IDMIS OPTAH 110 CEPTHOHKALIIH ITPOTVKIHIH OBIIECTBO C

- OPPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPVKHOS LEHTP KOHTPOIA KAYECTBA"
aopec opeanusaynu: 115280, o Mocksa, va. Macmeprosa, 0. 4. om. 3, now. I won. |1, anpec opeand no
cepmudpurayuu; 143581, Mockoscrkas odaacm, Hempuncruit pation, oep. ewsoso, 0. 248 cmp. 1. me -
(493)640-96-69, (495)787-92-78 ged-caium. OURK. P,

JAERJAPAUMA O COOTBETCTBHH SAPETHCTPHUPOBAHA X2 POCC RU A-IT.OMI5.4.13811/19
JATA PETHCTPAULMM /7042070
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A Cotnant el Cug rpe

KCH3AJL (CIA02631)

7 TatneTok
coaracrerayer Tpebye

Cretmducaunn FOCE
HAPAMETPLI

Onucanne

Copepaanue sojal
Cpenuisg macca

Orraonenne o1 cpeaneil maceh
Moans nmocr:

- JeBoe THPW3KHA Jll-h"ll.’l%‘O.\J’I\.‘PI'I:lB
- THTada anokcuaa (E171)

Ko neecisennoe onpenesemie:

- -ICBOUSTHPHIHHA THTHAPOXADPItaa
Hoctoponine npumecu:
0-XA0PGeHIrHAPHATINEpa TN
f-xaopbensypan
f-xacpdenshenon

Ennunoi HENATHTHOHIPORAH KO
npUMecit

Cyma npumeccii

Sihup |

pup 2

Pactsopenie
Mukpodbuonorieckan ductoral?

- recTHpyeten kaxcaas 10-x cepuy

TTepesoa

U5 map1a 2019 r,

CEPTHOHURAT KAUYECTBA

MBIM CHCUIH’D]IKKUHHM. NPCACTABNCHHBIM HilKe;

CEPTHOHKAT AHATTH3A Ne 201900489

CEPH A 264633

CHEUMDHKATIAN PE3YIILTATLI
Benvle umt nouti Genwie, owmaanHoil ropanl

rabneTku, NOKPLITLIC neHo4Holt o0e0ukoil. Ha

QNHOI cTOpoHe TabeTk BLAaBNeHa MapKHPOBKa

b s CooTrererayer
e Gosee 6,0 % na momenT BLINYCKA 4,5 %

103 mr+75% 103 mr

[polenTios oTICIoRe e 01 Cpeatel Macen: 23% 260
= & o i 2,6

e )

Lloaosnrensupii pesynsLTar

Coorsetcrayer
Hoaosarensnuii pesyswrar (ecan Tect npyercsn)

He npumenimo

4,75 mruo 5,25 mr/ ra6. 4,98 mritab
He Gonee 0,3 % <0,10 %
He Gonee 0,2 % < 0,10 %
He Gonee 0.2 © <0.10%
He Bonee 2 %, <0,05%
He 6onee 0,8 % < 0,05 %

He 6onee 0,2 % < 0,05 %

He Bonee 0,2 % <0,05%

Q =75 % uepes 30 mun 95 % 100 "/u
Kpwrepuit ipuesaesocin USP 96 % 9‘;
(yponen 2) 927 % 97 %

B3 coorseternun ¢ Ph. Eur, (3.1.4) He rlpnMumMO

”HL’IOHI]UI'\J HOATBEPHUNGIO, MTO Adan Cepra npeaykra buina nposuiseneHa B [osHoM COOTBETCTBHII C

rpeGonanimn Hauienaneii Fponzronctae

uol fpastusy (GMP) EC 1t B cootseTeTBilN ¢ Tpeboranwamm 1o

PCrHCTpALNN L'I'pﬂlfbl-LTpﬂ!! HasHAYCHHA.

Npoimgouiens: KOCE Dupuum C.A,,

Hava uponsponcrea: 21/01/2010
[lones no: 3141272022

Il seliapus

Jape neTpHpoRakbie yerorig XpaieHia: Xpanuth 1py TeMIepaType He nbline 25 T, & cyxom mecte.

Cipaia: Poccin

Fircun s Dapicians uva i p
1Oz mecs il anpee: Bus Mpasen 15
HA4 flesnenus (TO)

Haass

Dr. M.G. Valle

bapmanent, Ynoutomouennoe nio
<HMoanuep=

Ten +392001 0660 |
@anc. *3G 011 99637 244
Frait: engmities@acuca-phonm com

www aesica-pharma.com
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