NEKJIAPAIIAS O COOTBETCTBUH

JAEKJIAPAHT, MPHHUMAKUHUA AEKJIAPALIIIO O COOTBETCTBUH _ ‘
000 "IOCE ®apmva Jdo2ucmuxe" | |
| 3apecucmpupoeano : Mexcpationnas wienexyus MHC Ne 46 no 2. Mocrkee OFPH 1107746610180 om -
02.08.2010 |
| Aopec 105082, 2. Mockea, Ilepesedenosckuit nepeyaok, 0.13, cmp. 21. Terepon:8(495)644-33-22
| B auye:leneparonoiit dupexmop Vuwenuna C.A.
: Hosepennioe tuno: Apnaym E. ., oosepennocmy NeJl-IODJI-2 om 10.01.2018
|
- 3ASIBJIAET, UTO !
| ekapemsennoe cpeocmeo: Keusai kaniu 01s npuema aHympe 5 meian 10 sma, garon-kanexonuyw (1), navku
| kapmonnwie, PY Ne JICP-001308/08 om 29.02.2008 (Oama nepeochopmnenua PV 10,04.2014) swioano FOCH
i - @apuun C.A., cepus 18D09, napmus 20064 ynakosox, 200en oo 31.03.2021. npouzeodcmea Iicuka
|| @apuacviomuxans C.p.1., Hmaws, Aesica Pharmaceuticals S.r L., Via Praglia 15, 10044 Pianezza (TO), ltaly.
| k00 OKITJ2 21.20.10.256, koo TH B3 3004900002, roumparm Ne LOG/RU/FA/2011 om 14.01.2011, unaoiic
- Ne 90000991 om 11.07.2018
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' COOTBETCTBYET TPEEOBAHUSIM |
| JICP-001308/08-290208 (H/T 42-14928-07 uzs. Ne 1-2) ||
JAEKJIAPALIUS ITPUHSTA HA OCHOBAHUH | '
npomoros wcneimanui Ne Hi8-04021 om 27.07.2018 OO0 "HIUIC "Buomexnoaozus". ammecman
- akkpeoumayuu RA.RU.21DMO4, Cepmugpuram POCC IT PM15.C61952 om 30.07.2018

JATA IIPMHSITUST TEKJIAPALIVH 02.08.20]8 |
- IEKJIAPAITMST AEACTBUTEIBHA J10 37.03.202] |

MIT, P ’
| ‘ __ ___/ o ___ApuayrE.®. '

aeriaapanm MOJAMHCh D.H.O

| CBEJEHHS O PETUCTPALIMA

i OPI'AH IO CEPTHOHKALIUH, 3APETHCTPUPOBABII UK AEKJAPALIHIO [
POCC RU.0001.11®MI15 OPTAH IT0 CEPTHOHKALIHH ITPOJYKIHH OBLUECTBO C l

| OFPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPYHOF HEHTP KOHTPOJIA KAYECTBA", I

- aopec opeanusayuu; 115280, 2. Mocxea, yi. Macmeprosa, 0. 4, sm. 5, now. 1, kow. 1., aopec opeana no I

{ cepmudhuxayuu.: 143581, Mockoscrkuas obaacme, Hempunckui paiion, oep. Jlewkoso, 0. 248, cmp. 1, men.: 1

|| (495)640-96-69, (493)787-92-78 ged-caiim: OYKK. P,

i JAEKJTAPALIMSA O COOTBETCTBUH 3APEIHCTPHUPOBAHA M POCC IT. OM15.763031 [
- JATA PEFHCTPALIMH 02.08.2018 [
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A Consort Madical Company

J\L AESICA

KCH3AJ (C1A02901)
Kannn § mr/mn
10 Mn

Ileperon

27 anpens 2018

CEPTUOHKAT KAUECTBA

COCTBETCTBYCT TpeDYeMbIM CIeImIHKal laM, NPEACTARIEHHBIM [HHKE:

Creunduxanim
ITAPAMETPBI

Brewnall sua

pH
OTHoCHTeNbHAR IO THOCTH
Jlosmponka u OIAHOPOIHOCTL 035!

ToaaMFHOC T, aKTUBHOTO BellecTBa:

- JlenoueTupuann aurnapoxiopua
Hanmuye koncepranton:
- MerwimaparsapoxcuGenaoar

- lpomuimaparnupokcrGersoat
Conepxanie akTuBHOrO BelecTsa:
- JleBoueTHpusn Anrnapaxsopiaa

Concpxarne KonceppanTon:

- Metunnaparuapokcubensoara
- lponuanaparuapokcubenzoaTa
Conepxkanne npumeceii;

- N-xaopoben3rnapon

= n-xaopobensoderon

Ddwp 1 (RRT 0.9)

Otup 2 (RRT 1.2)

D¢up 3 (RRT 1.3)

Ensnvinan venuneduponanss HPHMECH

- ofman cymma npitveces

Xupantbhas qHeToTa: Hpivech uch 28557

Konceprnpyioume nemecrsa:
- n-ruapoGeH3ioiiHas kucnoTa

CEPTHOUKAT AHAJIM3A Ne 201801211
CEPHA: 18D09
CIELH®UKAL MM PE3VJILTATEI

Hpaxtuyeckr Gecunernuit cnadio onanecunpyro i
PACTROp STANOH cycnensdn |. MHTeHCHBHOCTY

OKPUCKH HE NpesbINaeT 3Ta 0K pacTropa BY Coorsercrayer
45-55 5,0
1,060 10 1,100 1,080

CropocTh kanenn ve Gonee 2-x kanenn lcexyuny
Orriosenne emmmgHol 1036l fe Bosee uem 10 % ot
CpeliHeH Maccewl

Orksonenwe cymmer 10 noa He Gosiee 'em 15 % ot

2 kanny /cexynay

-2%+2%

3%

HOMMHATRHOH Maces: 10-Ti o3

[pucyrerayer CoorneTcTayer

[pucyretayer Cootsercrayer
CooTreTcTryeTt

IpucyreTayer

4,75 -5,25 Mr/ Mn

: 2 s 5,04 mr /mn

(95%-105% ot 3AARIEHHOTO)

0,3038- 03713 Mr/ mn
0,0338 - 0,0413 mr/ mn

0,3368 Mr/mn
0,0375 mr/ma

He 6onece 0,5 % < 0,10 %
He Gonee 0,5 % < 0,10 %
He tonce 0.4 % <0,10 %
He Gonee 0.4 % <0,10 %
He Gosee 0.4 % <0,10%
He Bonee 0.4 % < 0,10 %
He Gonee 2.0 % <10
He 6osee 2.0 % 1,3 %

He Gonee 1.0 % <0,30%

Mukpo6uonoruueckas umerora Espounciickan ®apmakones 5.1.4

Cooteercrayer

Hacrostmm TTOATREPHKAAIO, YTO JaHHAN CCpHs npoaykra SLLa NPOM3BENEHa B NOMHOM COOTBETCTEHH
Tpebonanuami Hanewauei [Iponssoncrrennoii Mpakriy {GMP) EC u (a3 EC) » coornercerhin ¢ TpeGosanuamu no

PCIHCTPAIMH CTPAKKY/CTPAH HAIHAYEHKS,

/lata npowssoacrea: 09/04/2018
Cporx roanocT: 31/03/2021

3aperucTpuponantne yenosina xpaners: Xpawurs npi Temneparype e shime 30 °C, Janpuars ot cHeTa,

Crpena: Poccua

Dr. P. Pizzorni

Dapmatiest, YronsoMouenHoe niio
<Ilomnuce>

Dficnka DapymackioTikans C.p.n.
Busa [Mpaiws 15 Dake: +39 011 9660 244
10044 IMuaneia (Typin) Email enquiries@aesica-pharma.com wTAMN
Hranin www.aesica-pharma.com

Ten. +39 011 9660 |



