I AEKJAPAHT, IPHHUMAIOULHI] AERJIAPALIMIO O COOTBETCTBUN
000 "IOCE ®apya Jocucnume"

| Bapezucmpuposano - Mexcpationnan uncnexyus OHC No 46 no 2. Mockee OIPH 1107746610180 om
02.08.2010

Adpec: 105082, o. Mockea, Hepesedenoserui hepeyaor, 0.13, emp. 21 Terepon:8(495 J644-33-22

B auye:Fenepamvnvni oupexmop lamouka Tyoex

Hosepennoe nuyo: Apuaym .., dosepenriocns NetOD1-4 om 23.08.20162.

SAABJBIET, UTO

Aekapcmeennoe cpedemeo: Jupmex matnemuu HOKpBIMbe naenounon oGoaoukoi 10 vz 7 .. YRaroexu

| AvenxKosnie konmypnote (1), nauiy Kapmonnoie, PY No [1 NO14186/01 om 13.08.2008 (dama zavenet 10.07.2077)
sotoaro IOCE bapua €. 4., cepun 224684, napnus 14448 Yrakosok, 2oden do 31.05.2022 npau3coocmea

CH-1630 Bulle, Canton of Fribourg, Switzerland. / Jticuxa Papyacwiomurans C P Hmanus, Aesica
Pharmaceuticals SRL., Via Praglia, 15 - 10044 Pianezza (1T0), lraly, koo OKTI2 21.20.10.256, koo TH BT
3004900002, konmpaxm No LOG/RU/FA/2011 om 14.01.2011, unsoiic No Q0001540 om 07.11.2017

COOTBETCTBYET TPEER OBAHUSIM

T NO14186/01-130808 (HI 42-12290-08 uzv. No 1-3)

JAEKJAPALLUS IPUHSATA HA OCHOBAHHUHN

npomoxor ucnvimanuit No H17-07016 om 5. 11.2017 000 "Hipnc "Buomexnoiocun”, ammecmeam

[ arkpedumayuu RA.RU.2 [ PMO4 Cepmudhuram POCC IT dMI 5. C435292 0m 15.11.2017

| AATA [IPHHSITHS AEKJIAPALIMM /5./7.20)7
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OPI'AH 110 CEPT]I@HKAL[HH. 3APEI“HCTI’I’IPOBAB]III/Iﬁ AEKJIAPALIM IO

POCC RU.0001. 11 0MT 5 OPIAH 110 CEPTHDHKALIHI HPOIVKIIHH OBILECTBO ¢

| OFPANHYEHHOH OTBETCTBEHHOCTB 10 "OKPVIKHOI HEHTP KOHTPOJIS KA YECTBA",

- aopec Opeanuzayuu; 105062, 2. Mocxesa, Dypyarnmi nep., 010, emp. ], aocpec opeanda no cepmuhurayuy;
| 143581, Mocroeckas ooracmo, Hempunciui; paton, dep. Jlewirkoso, 0. 248, cmp. |, mea.:(495)640-96-69.
| (493)787-92-78 geb-caim: OYKK. pep.

J AEKJIAPAILUST O COOTBETCTBHH 3APEI"[-1CTP]'[P()BAHA M POCC ITOMIS. 145813
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IOCE Daprun . 4., Lseiiyapua, UCB Farchim 5.4, Zone Industrielle de Planchy, Chemin de Croix-Blanche 10,



Jlorotin 3ucuka

3HUPTEK (CIA02903)
10 mr
7 1abiteTok

CEPTHDOUKAT KAYECTBA

COOTBCTCTBYCT TPeOYCMBIM CrEMBUKALMAM, TIPHIOKEHHBIM HUKE:

CIELIMDHKALMA 10CE

CEPTHDOHKAT AHAJTHM3A

23 oxrabpx 2017

Ne201701145

CEPHA: 224684

[TAPAMETPLL CIELIHUDHKATTHH PE3VIILTATEI
Onucanue Besne npuﬂuﬁr_(;;a'rbsu TabALTRH HOKPLITLIC "(Eon'racrcmyer
nachodHoR e0o104KoH, Ha O/IHOH CTOPOHE C©
) pPHCKOH 1 Mapxrponkoit Y/Y -
PacnazaeMocTh o | Makc. 15 suH. | 3 MHHYTHI
Bona B B T'1le Gonee 6% %
Cpenustst macca { Oxono 1 18,7 mr 116,7 mr

0.’1H0p0,'IHOCTb 10 Maccee

IIponextHoe oTkaoHeHne: 7,5 % or cbeuucﬁ

-1,2%+ 1,5%

HopnsHH0CTh:

| - LleTHpusuna aurunpoxsopiia

- JIHOKCHI THTaHA

KoJin4ecracHHoe OHUpEACIEHYC]

Macchl
Hpueyternyer - Ipucyrersyer
MpreyTeTRyeT o _| Mpucyrersyer

- [lerpuanna surnapoxaopuaa

| Or9smr 10 10,5 mr/rabnersa

9, K mr/Tabictra

| Hpoaykrst pacoania:
Hnausupyarenuii

He Gonee 0.5%

0,1 %

CyMmyaprnti

He 6ouee 1,5%

0,3 %

PactRopenne @

Q= wun. R0% uebe_a_'m MHHYT
| Kputepuit npuesiemoctu USP

He npuseimivo

MukpoGuonoruscckas uncrora™

| Ph.Eur. 5.14

He npuMennso

OanopoanocTs go3uponanus

| Ph-Bur. 2.9.6

@Ecau recrupyeres

He npumenumo

®) Tect npoBOAKTES Ans KaXA0H ACCHTOR TIapTHm

Mui [HOATRCPAJIEEM, YTO! - DTOT NPOAYKT NPOHIBC/ICH, YNAKOAAH H MAPKUDOBAH COTNTACHO YCTUHOBICHHBIM, TEKYHIHM

Laponeicksmu

npasunemn Xopowei

HCMOJIL30BAHMA,
= KOHEYHBIA DPCJAYKT 11O BCCM ACTIEKTAM OTREHACT TPCOOBAHMAM, HPEABABIACHHBIM MCCTHbIM
PHIHOYHLIM 3JAKOHOAATENBCTBOM, JACHCTRYIOUIMM R CTPaHe,

lponssoaurenn: FOCh Qapwns CA, 1sciinapus

Hara npoussozgcrsa: 20/06/2017
Touen no: 31/05/2022

Vipousnoscrnesinodt  [Mpaxruin
MCIHITHHCKHX [IPOJIYKTOR NPCAHATHAYCHHBIX KaK JUIA 4Yejlonexa,

{GMP) nns

TaK M JUIR BETCPHHAPHOTO

Dr. Paolo Pizzorni

Dapsanent, OTseTeTREHIOE THLO

3aperucTpupoBEKALIC VCIOBHS Xpanenus: Xpaiuty ne puwe 30°C

Crpanu: Poccns

Jlicuka Dapmacemani C.p.a,

QBIURCTEO € OTPIHMHEHHOR OTBETCTICHHOTTLIO

IAcura PapmaceTHRan /lumnten
Kpnanueckuid appec: Bua Npanws, 15
10044 Neaneuua (Typs} Mraaun

Ten: +39 011 9660 1
Dakci+39 011 9660 244

Emailienquiries@aesica-pharma.com

www ,aesica-pharma..com

<llopnuen>




