| JEKJAPAITASI O COOTBETCTBUU

l AEKJIAPAHT, TIPHHUMAJOLL[ M JAEKJIAPALIMIO O COOTBETCTBHH

' 000 "FOCE Dapma Jlozucmure”

3apecucmpuposano : Mexcpaiionnas uncnexyun DHC Ne 46 no 2. Mockee OFPH 1107746610180 om
02.08.2010

Adpec: 105082, 2. Mockea, Ilepesedenoscruii nepeyiok, 0.13, emp. 21.Terehon:8(495)644-33-22

B muye:Tenepansuiii dupexmop Yuwenuna C.A.

Hosepennoe auyo: Apnaym E. ., dosepennocns NolJ-FODI-2 om 10.01.2018

SASABJIAET, YTO

Aekapemeentioe cpedcmso: Keusan matiemsu nokpyimoie nieHoyHoii 0Gor0uroll 5 m2 10 wm., ynaxoeru
Aveurossie konnnpune (1), nauxu kapmounvie, PY Ne ITNO16137/01 om 19.11.2009 (dama nepeoghopraenus
PY 05.07.2014) evidano FOCE Dapuwum C.A., cepus 238783, napmus 40140 ynaxoeox, 200en do 30.11.2021,
npouseodcmea HOCE Gapuiun C.A,, lseiyapus, UCB Farchim S.A.. Z.1.du Planchy, Chemin de Croix
Blanche 10, CH-1630 Bulle, Switzerland, / Diicuwa Dapwacviomuxars C.p.n., Hmaws, Aesica Pharmaceuticals
S.rl, Via Praglia 15, I - 10044 Pianezza (TO), Italy, ko0 OKIIJ2 21.20.10.256. k00 TH B3 3004900002,
koumparm Ne LOG/RU/FA/2011 om 14.01.2011 . wngoiic No 90000990 om 11.07.2018

COOTBETCTBYET TPEFOBAHUSIM
[INO16137/01-191109 usm. No -4
AEKJIAPALIUSI TIPUHATA HA OCHOBAHUH ‘
npemoron ucnvimanuit Ne H18-04014 om 19.07.2018 000 "HLJIC "Buomexronozun", ammecmam
akxkpeoumayuu RA.RU. 2 [ PMO4, Cepmugpuxam POCC IT.OM15.C62164 om 0] 08.2018 L
\

| AATA UIPHHSITHS! TEKIAPAIIH 07,05, 2075
AEKAAPAISL AEHCTBUTENBHA 10 30.11.2021
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AESICA

# Convert Medieal Cempang

A

KCH3AJI (C1A02846)
S mr
10 rabnetox

[epenon

24 maz 2018

CEPTHDOHKAT KAYHECTBA

COOTBETCTHYET TPCS)"CMI»IM cueuwdmxauuﬁm, HpeacTaBae HHLIM HHKe!

Creundurauun HOCB
MMAPAMETPBI

Ornucanne

Conepxanne soust!
Cpennss macca

OTioHeHHe ot cpeaHeit Macce

[MortmaHoCTh:

- JIMruApoXnopHaa JEBOUCTHPHIMHA
- Huokcnna turana (E171)
Koaunuecrsennoe ONpEAC/ICHHE!

- Auruapoxnopuaa neBoUSTHPHIHHE
ITocToponHne npuMec:
n-Xn0pSeH3rHAPHITHNEPa3HH
n-xa0pbenirnapon
a-xnopbenipenon

HeunnenruprunposanHeie npuMect

Cymma npumecedt
Ddup 1

Ddup 2

Pacrtaopenne
MukpoGuonorirticckas yncrora'll

M- recthpyeTen kamnan 10-a cepus

CEPTHOHUKAT AHAJIM3A

CIIEIIHOHUKALIHH

beasie unn nmoutn Oemble, oBAILHON opMmal
TabieTku, HokpLIThie nuenodnoil obonoukoit. Ha
ool cropoue TabNeTKH BblIABNEHE MADKHPOBKA
iy

He Gostee 6,0 % ans swimycka

103 Mr 7,5 %

[TpouenrHoe oTKIOHEHHE OT cpeaHel Macchl:
+7,5 %

[MpucyTcisyel
MpucyteTsyer (ecan Tectupyercs)

4,75 mr 10 5,25 Mr/ Tad.,

He Gonee 0,3 %
He Gonee 0,2 %
He Gousee 0,2 %

He Gonee 0,2 %

He Gonee 0,8 %

He Gosnee 0,2 %

He Gonee 0,2 %

Q=75 % uepes 30 Mmun.
Ho Hopmatisam USP
(yposesib 2)

Ph. Eur. 5.1.4

Ne 201800580

CEPHA: 238785
PE3VJILTAThI

Cootnercrsyer
44 %
103 mr

- 1.9 % + 2,2 %

CooTsercTryeT
He npumenumo

4,97 mi/rab

<0,1 %
<0,10%
<0,10%

He nopaerca
OTIpE/IENIEHHIO

He noanaercs
OlpPEIENeHAI
< 0,05 %

e noaaercs
onpeleneHn

90 % 97 %
20% 92 %
96 % 93 %
He npumerumo

Hacrosiiunm noATBep®/1aio, 4To AaHHa% cepus npouykTa Gbina NPOHABC/EI@ B TONHOM COOTRETCTEHH

TpebosaniaMn Hawnewameii [ponaseaeruenuoh Tpakruks (GMP) EC u 5 cootreTeranu ¢ Tpebopanusm no PCrUCTpaUiH

CTPHHH!’C‘IPRH Ha3KAYCHHA,

Mpoussoanrens: FOCE Mapunm CA, Ulsefinapus

JlaTa npoussocTaa: 19/12/2017
Tonew no: 30/11/2021

3aperucTpiposatitiie YCNOBHA XpaHeHus: XpaHuTh 1pH TeMheparype ne poiwe 25 "C; Xpauuts B cyxom mecre.

Crpana: Poceus

Ditenra Dapmackiorinknas C.pa.
Bua Mpaans 15
10044 [Meaneina (Typin)

Hranus

Dr. Paole Pizzomi

apmatenT, YHOIHOMOMEHHOE JHLO

<[Tosnncy>

Ten: +39 011 9660 1

Dakc: =36 011 9660 244

Email: gpquirics@aesica-phanma.com
www.aesica-pharma.com
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