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JAEKJIAPAITSI O COOTBETCTBUH

AEKJIAPAHT, MIPUHUMAIOU U JEKJIAPAIIUIO O COOTBETCTBHH

000 "KOCE ®apma Jlozucmuxc"

Ceedenun o pecucmpayuu opzanuzayuu; Mexcpaiionnan uncnexyus @edepanvnon narozoevii cayxucovr Ne 46 no
2. Mockee 02.08.2010, OT'PH 1107746610180, dama npuceoenus OI'PH 02.08.2010.

Adpec: 105082, 2. Mocxea, ITepesedenoscruti nepeynox, 9,13, cmp. 21 . Teneghon:8(495)644-33-22

B nuye: I'enepansuviii oupexmop Yuenuna C.A.

Hosepennoe nuyo: Apnaym E.®., dosepennocmp J-FODJI-12 om 02.08.2018z

3ASABJISET, YTO

Aexkapemeennoe cpedcmeo: Keuzan, mabiemxu nokpuimvie nienounoi obonouxoit 5 vz 7 wm., YRaxkoerku
Aelikoevie Konmypuvie (1), nauku kapmounwvie, PY Ne [T N016137/01 om 19.11.2009 (Oama nepeogoprnenua
PY 08.07.2014) evidano FOCE Papuum C.A., cepus 275409, napmus 50040 ynaxosox, 20den do 31.05.2023,

Blanche 10, CH-1630 Bulle, Switzerland, / Jicuxa Gapmaceiomuxans C.p.n., Hmanua, Aesica Pharmaceuticals
S.rl., Via Praglia 13, I - 10044 Pianezza (TO), ltaly, koo OKIIZ2 21.20.10.256, koo TH B3 3004900002,
xoumpaxm Ne LOG/RU/FA/2011 om 14.01.2011, uneoiic Ne 90001387 om 29.10.2019

COOTBETCTBYET TPEBOBAHUSIM

ITNOI6137/01-191109 uzm. No [-4

AEKJIAPAITMS ITPHHATA HA OCHOBAHHUH

npomoxon ucnetmanuit Ne 2023u om 08.11.2019 HJT OO0 HL] "®APMOBEOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21®DJ140, Cepmugpuxam POCC IT.dM15.C90199 om 11.11.20]9

JATA NPMHSATHSA NEKJAPALAH 14.11.2019
JEKIAPAIAS AEACTBUTEJBHA J0 31.05.2023
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CBEJEHMSI O PETUCTPALIUU

OPI'AH 1O CEPTU®HKAILINH, 3APET HCTPHPOBABIII U AEKJ/IAPAIIHIO

POCC RU.0001.11PM15 OPTAH 1O CEPTH®HKALIHH [TPONVKIHH OBL[ECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJISA KAYECTR "

adpec opzanusayuu: 115280, 2. Mocxkea, yi. Macmeprosa, 0. 4, sm. 3, nom. I, kow. 1., aopec opzana no
cepmugpuxayuu: 143581, Mocxkosckas o6rnacme, Hempunckuii paiion, dep. Jlewroeo, 0. 248, cmp. 1, men.:
(493)640-96-69, (495)787-92-78 geb-caiim: OYKK.p.

AEKJIAPALIUA O COOTBETCTBHU 3APETHCTPUPOBAHA M POCC RU J-IT. PMI15.4.27568/19
AATA PETUCTPALIMM /4.11.2019
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KCHU3AJ (CIAQ2651])

5 mr
7 Tabnerok

COOTBETCTBYET TpeGyensin Creunirkaunam, npeacr.

CEPTH®UKAT AHATU3A

Creundukauin I0OCE

[TAPAMETPLI

Onucatiie

Cozepxcannie sogu’)
Cpesnnas macca

Orknonenne oy Cpedneii mMaces

Noamiunocrs.:

- IEBOUCTHPHI NHA ANrHAPOXTIopi A
- THTaHa Anokcuna (E) 71)
Konnyectpennoe Onpenenexie;

- IEBOUETHPIANHA Anrnapoxnopnaa
Mocroponmie MPHMECH:
n-xnopGeraruapin nunepasny
n-xnopGenarnapon
n-xnopGexsderon

Envunvmon HENACHTHhMUpORaHKHOR
npumecy

Cymwma npumeceii
Dpup |
Sdnp 2

Pacteopenie
MipoGuonornecian HeToralh

“}-Tecmpyt:'rcn Kaxnan 10-a cepun

Hacronuwum MonTeepycaaio, 10 nankns cepun
TpeoBanmy Hannewcawer lMpousnoncraeny

HELNH®

Benwte

HAR noyTH benwre,

Mepevon

08 oxTadps 2019 r.,

CEPTHOHKAT KAUECTBA

ABNEHHLIM Hibke:

Ne Homep CepribHKaT aHa3a
CEPHM1: 275400

PEIVIILTATH!
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TABAETKH, NOKpPbITHIE AeHouHOl o6onoukoi. Ha
ONHOI cTOpoHe Tabnerkn Bhiflannena MapKHponKka

IIYID
He Gonee 6,0 %
103 Mr+ 7,59

Mpouentuoe OTKROMeHH e OT cpenueli mace:

*7,5%

Honoxcurensuun pesynwrar
Momoskurensumig PesyanTar (ecan TecTipyeTcn)

4,75 Mr 10 5,25 Mr/ a6,

He Gonee 0,3 o,
He 6onee 0,2 %,
He Gonee 0,2 %,

[le Gonee 0,2 %

He 6onee 0,8 %
He 6onee 0,2 v,

He Gonee 0,2 o4

Q=75 % yepe3 30 MHH,
Kpirrepu npHesMnemocty USP

(yponens 2)

B cooTserctoin ¢ ph, Eur. (5.1.4)

perHcTpatn CTPRKKI/CTPaH HatHayeny.

[Ipouaromirens: I0OCE Dapurim CA, L[Iacnuapun

Hara npomsogcraa: 26/06/2019
Conen no: 31/05/2023

3apemc'rpuponanﬂble Ycnosun Xpaxenns;

Crpana: Pocenn

Ficixa Papuacsnrtinan, Cpa.
10pnatksecsyit anpec: fia Mpanea 13
10044 Munmeiun (ro)

Hinmm

Ten: 439011 9660 |

Baxc: +39 011 9680 2u4
Email: i ica.
W acsica-phanm com

na MOMeHT Bhimycra

Cootsercrayer
49 %
103 mr

1A% +2,0%

Coortsercrpyer
He npimenimo

4,87 mrita6

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

He nonnaercs
Onpesena o

He nonnaerca
onpeneneHio
He noppaeres
onpeseneHino
<0,05%

89 % 90 %
94% 94 %
85% 86 %
He npisennso

NPORYITa GbL1a MponzBenea MONHOM cooTaeTcTaiy ¢
oft Mpaktuiy (GMP)EC un COOTRETCTANN ¢ TpeGonannany no

Xpanuty Mpil TeMnepaType we pprye 250C g CYXOM MecTe,

Dr. P. Pizzorni
d)apmauea'r, Vno.nwououeuuoe nuuo
<Iloanuce>
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