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AEKJIAPAIIASI O COOTBETCTBUM

AEKJIAPAHT, IPHHUMAIOL M AEKJIAPALTHIO O COOTBETCTBHH |
000 "IOCE ®apya Jlozucmuxce"” }
Ceedenus o peeucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus Pedeparvroit naiozoeoi ciayucber Ne 46 no
| 2 Mocxee 02.08.2010, OI'PH 1] 07746610180, dama npuceoenus OI'PH 02.08.2010. i
Adpec: 105082, 2. Mockaa, lTepesedenosckuii nepeynox, 0.13, emp. 21, Teneghon:8(495)644-33-22 ’
B nuye: Fenepanvhuiii Oupexmop Ywenuna C.A. f
l
|

|

Hosepeunoe auyo: Apuaym E.@., dosepennocmn Ne A-FODJI-12 om 02.08.2018 .

3AABJISIET, YTO !
Aexapemeennoe cpedemeo. Keusan mabremy ROKpoimble naenoynolt obonoyxoti 5 m2 10 wim., ynakoexu '
Avelrossle KoHmypuvie (1), nayku Kapmonneie, PY Ne I1 N016137/01 om 19.11.2009 (0ama nepeogopsirenus ’

|

)

PY 08.07.2014) evidano FOCE Papuum C.A., cepus 2709] 3, napmus 20160 ynarosox, 200en do 31.03.2023,
npouseoocmea FOCE Dapuiun C.A., Lsetyapus, UCB Farchim S.A., Z1du Planchy, Chemin de Croix
Blanche 10, CH-1630 Bulle, Switzerland / Fnicuxa DPapmaceromukans C. p.1., Hmanua, Aesica Pharmaceuticals
S.rl., Via Praglia 15, I - 10044 Pianezza (TO), lraly, koo OKIIZ2 21.20.10. 236, koo TH B3 3004900002,
xonmpaxm Ne LOG/RU/FA/201] om 14.0] 2011, uneotic Ne 90000810 om 19.06.2019

COOTBETCTBYET TPEBOBAHUSIM
| TIN016137/01-191109 uam. No -4
HAEKJIAPAIIMS IIPHHSTA HA OCHOBAHUH
Npomoxon ucneimanuii No 853n om 18.07.2019 HJT QOO0 HI{ "®APMOBOPOHA" ammecmam axkpedumayuy |
- POCC RU.0001.21 7740, Cepmughuxam POCC IT ®MI5.C82355 om 19.07.2019 ’
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' HAATA IIPUHATHS AEKJIAPALIMH 22.07.2079
i
[

AEKJIAPATINSA JEACTBUTENBHA 10 3/{, 03.2023

l ¥ #i;/ ApHayt E.®. '{
oexnapanm noanuces ®UO o f J

— — I—
CBEJEHUS O PETHCTPA LI |

! OPT'AH IO CEPTH®UKALMH, SAPETUCTPUPOBABIL Ml AEKJIAPALIMIO ¥
J POCC RU.0001.11 PMI5 OPTAH 11O CEPTHOHKAIIHH ITPOQVKIJHH OBLIECTBO C ’
\ O'PAHHYEHHOH OTBETCT, BEHHOCTBIO "OKPYIKHOE LEHTP KOHTPOJIA KAYECT, BA", | ‘
‘ aopec opzanuzayuu: 1] 5280, . Mockea, ya. Macmeprkosa, 0. 4, 3m, 3, nom. I, xom. 1., aodpec opeana no r
| cepmugpurayuu; 143581, Mockoeckas o6aacme, Hempunexuii paiion, oep. Jlewrogo, 0. 248, emp. 1, men. :

/ (495)640-96-69, (495)787-92-78 ge6-catim- oyKK. p. |
| AEKJIAPALIMA O COOTBETCTBUH 3APEFHCTPI/IPOBAHA Ne POCC'RUJ-II@MIS.A.19494/19 I
| IATA PETUCTPALIMM 22.07.2079 | /
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?;u& AESICA

A Comert Meddic sl Cerpaey

CCU3AJL (CIA02846

5 mMr
10 Tabnetok

CEPTHOHUKAT KAYECTBA

cooTaeTerByeT TpefyembiM cNEUNGUKALHAM, NPEACTABMEHHKM HIDKE:

Cneunguxaunn IOCB
MNAPAMETPbI

Onucanue

Copepxane soabt"?
Cpentas macca

OTknoHeHiie oT cpefiHefl Macch!

MoanHHOCTL:

- Juruupoanopiiaa esoUeTipusiita
- uoxewaa tutana (E171)
KonnuecTBeHHOE ONpeae/eHHte:

- JIUFUAPOXNOPHJIA NEDONETHPIAIHA
TMocTOpOHINE NPHMECH:
n-xnopGelsritapHnnHnepasiii
n-xnopGersriapon
n-xnopben3deHok

HeugeHri@uunporadHLe npimec

Cynmma npimecei

Dtpup 1
Bpup 2

Pactpopenie

MukpoBuonoriaeckan uncrora'

(. recTypyerten kacaan 10-1 cepun

CEPTHOUKAT AHAJIM3A

Benwe wi noutn Genwie, opaneHofi Gopmbt
TafneTkn, NoKpbIThie naeHounoil oGonoukol. Ha
onHoil cTopoHe TaGneTky BhIAABASHE MAPKIPOBKA
llYll

He fonee 6,0 % Ha BhINYCK

103 mr+75%

| [pOUEHTHOE OTKIOHEHHE OT CPEAHCTT MACCHI:
£1,5%

TMonoxwutennHbili peaynbrar
Monoxutensksill pesynbraT (ecnn TECTHPYETCH)

4,75 mr no 5,25 mr/ 1a6.
He Gonee 0,3 %

He Gosee 0,2 %
He Gonee 0,2 %

He 6onee 0,2 %

He 6onee 0,8 %

He Gonee 0,2 %

He Gonee 0,2 %

Q=75 % uepes 30 muH,
Mo nopmarnsam USP
(yposeis 2)

Ph. Eur. (5.1.4)

MMepenon

2B man 2019 1,

Ne 201901637
CEPHA: 270915

PE3VJIbTATBI

CooToeTcTByeT
4,7 %
104 Mr

-24%+2,7%

COoOTBCTCTBYCT
He npimennmo

4,90 mr/rabnetra

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

He noanaervcs
onpeneeHiio

He noapnaetcn
onpenencHIng

He noaaoerca
anpenenetio

< 0,05 %

94 % 98 %

96 % 103 %
96 % 99 Y%
He npumennmo

HacTonluum noATBEPIAAIO, YTO AAHHEN CEPHS NPOAYKTY OLula NPOM3IBEQEHR B TIONHOM COOTBETCTEHI

tpeGoranunmi Haanexauieil Npaimsonctaennodt Mpoirikn (GMP) EC 11 b cooTBeTCTRINN C TpeGOBAHIAMI NO PEriCTpauiH

CTPﬂIILIo’CTpﬂII naaHatenin,

Mpopoantens: FOCE @apuwim C.A., Lsefiuapnn

Jlara npowsponcrsa: 10/04/2019
FoacH fo: 31/03/2023

JapericTPIpoBaHNLIE YCAOBHA XpaHeHita: XpauiTs Npi TCMIEPATYpE HE BLilue 25 °C; Xpanuri. p cyxom mecte.

CrpaHa: Poceus

Ditenwa DapyackioTinans Cpar
Bua Tpaaen 15

10044 IMeanenun (TO)

Hraann

Dr. M.G. Valle
Gapmauesr, Y IIOJIHOMOUEHHOE JIHUO
<[Moanmes>

Ten: +39 Q11 9660 )

haxc: +39 011 9660 244

Email: enquirics@uesica-pharina.com
wwiw.aeslca-pharma.com
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