JEKJAPALIASI O COOTBETCTBUH

| JIEEJIAPAHT, IPHHUMAIOL U JIEKJIAPALIHIO O COOTBETCTBHU

000 "IOCE ®apwa Jdoucnuxc”

Ceedenun o pecucmpayuu opeanusayuu; Meacpationnan uncnexyus Pedepaivioit natocosoi cayictst Ne 46 no

2. Mockee 02.08.2010, OFPH 1107746610180, oama npucsoenus OIPH 02.08.2010.

Aadpec: 105082, 2. Mockea, [lepesedenoeckuit nepeyiox, 013, cmp. 21 . Teaegpon:8(495)644-33-22 _
B auye: I'enepanvnotii dupexmaop Ywenuna C.A. !
Hosepennoe auyo: Apnaym E. ., doeepennocme [J-FO®-12 om (2.08.2018e. ‘

3ASABJISIET, YTO

aexapemeerinoe cpedemeo. Keuzan, madiemiu nokpsimsie RI€HOUHON 060104K0T 5 M2 7 WM., YRAKOBK U
Aveiioevle KOHMYpHbie (2), nauxu kapmonnsie, PY Ne [T NO16137/01 om 19.11.2009 (dama nepeodpoprie nus
PY 08.07.2014) eoroano KOCE @apuun C.A., cepus 2658933, napmus 56700 ynaxosok. 2oden 0o 31.01.2023,
npouseodcmea FOCE @apuust C.A., Ulseiyapus, UCB Farchim S.A.. Z.1.du Planchy, Chemin de Croix
Blanche 10, CH-1630 Bulle. Switzerland, / Jiicuxa ®apmvaceiomuxars C.p.a., Hmaws, Aesica Pharmaceuticals
S.rl, Via Praglia 15, I - 10044 Pianezza (TO), Italy, koo OKITA2 21.20.10.256, koo TH B3 3004900002,

| Konmparxm Ne LOG/RU/FA/2011 om 14.01.2011, unsonc Ne 90001313 om 11.10.2019

| COOTBETCTBYET TPEEOBAHHSIM

TITNOI6137/01-191109 uzsm. Ne [-4

JEKJIAPALIUA ITIPHHATA HA OCHOBAHUH

npomoxon ucneimanuit Ne 1 787w om 22.10.2019 HJT QOO HI] "OAPMOBOPOHA" ammecmant
akxkpeoumayuu POCC RU.O001.21DJI40, Cepmucpuram POCC IT.OMIS.C88404 om 23.10.2019
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| AATA IIPMHATHA TEKJIAPALIMH 26.10.2019
| AP RL T My, "
JERJIAPATINSE RENCTBUTENLHA 10 31.01.2023
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CBEJIEHMUSI O PETUCTPALIUU

OPT'AH 1O CEPTH®UKAIIHH, 3APETHCTPHPOBABIL Ui AEKJIAPAITHIO
POCC RU.0001.11®M15 OPTAH ITO CEPTHDHKALIMH HPOAYKLHH OBUECTBO C !
| OFPAHIYEHHOH OTBETCTBEHHOCTBIO "OKPYIKHOF [JEHTP KOHTPOJIS KAYECTBA"
| aopec opzanusayuu. 115280, o. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. I kom. 1., aopec opearia no
cepmugpurayuu: 143381, Mockoeckas otnacme, Hempuncruu paton, oep. Jewroso, 0. 248, cmp. [, men.:
(493)640-96-69, (495) 7§_7-92—?8 geb-caium: ouxkk.pa.
JAEKJIAPALIH ___-ﬁjﬁﬁﬁjrﬁagmmm 3APETHCTPHPOBAHA N2 POCC RU J-IT.®MI5.4.26079/19
JATA PEFL;Q%‘X[ﬁ]H 26:44.2019
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Crewnkaign 100

[TAPAMETPRI

Onncanie

Couepranie pogu)
Cpeanna macea

Orknonenme OT CPEAHCTi Maccy

Homanunocrs:

- ICBOLRTHPII g AUTURPOXAOPI A
- THTANA nokenga (F17 1}
KOHH‘!CCTB(‘HH(JC Onpesgiene:
“leBouCTHPII NI Qipy HPOXNOPI LY
Hoctoponue Hplaecy:
n-xnopﬁemrx:.qpu.-umncpamm
f-Xnopbensriapon
n-Xnopbersfenoy

Enunnayoii Henaenridinuposamion
npisMeci

Cymna npisiecedi

Obup 1
Dépup 2

Pacteopene
Mukpotinosoriueekay metora!)

Y TecTupyeres Kasuan 10-4 cepug

CEP‘!'H&’DI'HQL\'I' AHATIHM3A
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benue I rtovry Benbie, OBAILHOI] (lmpmm
rabaerky, NOKPLITBIE 1e HOY HOT ofonovkoii. Ha

OIHOIT CLOpuHe TaBleTiy BulRanaena sapknposxa
iy

He Gance 6,0 % ua MOMEHT Bhinycka

103 Mt 7,5,

Hpoteirnoe OTRIAOHCHHE OT Cperieil Maccel:
£71.5%

Monookirens i pesyastar
Honoxnrensnuii REIyaLtar (eci tegr Ipyeres)

475 mr a0 5,25 M/ Tad
He Ganee 0,3 o
He Goaee 0,2 o

He Gonee 0.2 o,

He Gonee 0,2 v,

He Gonce 0.8 %

He Gosiee 0.2 0

He Gonee 1,2 v,

Q=751 Hepes 30 s
Kpirrepuii npHeMaesocTy USP
(¥poren, 2)

B coorvercrmy o Ph. Eur, (5.1 A)

No 201902825
CEPHS: 268935

PEIYVJILTATH

Cootne ICrsyer
4.4 9 o
102 mr

~1.9% + 2389

CooTnere rnyer
He MPHMCHIMO

4. 92 mr/1abne

<010 %
<0,10 %
< O. 10 %

He nonnacren
()I’I[)(‘..'ICJIL‘HH!O

He nouuaercy
onpenencHnio

He nopaaercs
Onpeaene o

93 % 93
94 % 9)
90 % 959

He npusiennso

Hacrongig HOMBePpA A0, w0 gapmng Cepia nponyira Gping NponsBeena
Tpedosatnamy Hannexanei Flpmrsm_r.ru:raeuuoﬁ Hpaktigy (GMP) EC
DEFHCTPaL CTPAULI/CTPAN HasHauei iy,

B N0 HOM COOTHETCTRBIY ¢
HH COOTHBETCTHI ¢ Tpcﬁnnammmn no

Mpomssomsen,: [OCE Dapunim €A, Hleeiinapiy

Hara HpousnogCTRa: 26/02/2019 X
Fonen go: 3170172023 ] ~
BHpCFI‘ICT]Jl-IPOBﬂHIIHC NYCIORIS Xpaney- Xpanury Mpuremiepatype ye Bhllig 25 °C CYNOM MecTe.
Crpana: Pocciy : ?
Dr. Paclo Pizsormi
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