JAEKJAPALIMS O COOTBETCTBUU

AERJAPAHT, MPHHUMAIOMHI AEKJTAPALLMIO O COOTBETCTBUH

Q00 "FOCE Gapya Jdozucmure”

- 3apecucmpuposane . Mexcpaiionnas unenexyust QHC No 46 no o, Mockee OFPH 1107746610180 om
| 02.08.2010

- Aopec: 105082, 2. Mockea, [lepesedenosexui nepeyvaox, 0. 13, cmp. 21 Teaepon:8(495)644-33-22

B auye Tenepaivnonis oupexmop Iamouxa Jydex

Hosepennoe ruo: Apuaym E.@., oosepennocms No/I-KOD-2 om 10.01.2018

3ASIBJISIET, UTO
Aerapemeciiioe cpedemso: Kewsar kanau oas npuesia sivmpo 5 seia 10 o, drrarxon-kaneavnuns (1), nauxu
Kapmonnsie. PV Ne JICP-00130808 om 29.02.2008 (dama nepeagpoprenus PY 10.04.2014) emoano 1OCE
Dapuwiun C.A., cepus 18B26, napmus 92576 yvnaxosox. coden oo 31.01.2021, npouzsodcmsa dicura
Dapvacviomurais C.p.a., Hmaws, Aesica Pharmaceuticals S.rl.. Via Praglia 13, 10044 Pianezza (TO), lialv,
k00 OKILH2 21.20.10.256, koo TH BT 3004900002, roumparm No LOG/RUFA2001 om 14.01.

2011, unsotic
Ne 90000476 om 03.04.20]8

- COOTBETCTBYET TPEBOBAHHSM

- JACP-001308/08-290208 (HIT 42-14928-07 uzs. No 1-2)

AEKJIAPALLMS HIPHHSITA HA OCHOBAHUH

npomoro ucrvimanuit No H18-02209 om 16.04.2018 QOO0 "HLIIC "Buomexnoiosus”. ammecman
axkpedumayuu RA.RU.21DMO4, Cepmuchuxam POCC IT.OMIS.C55548 om 16.04.20]8
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CBEJAEHUSI O PETMCTPALIUU

OPIAH 110 CEPTHOHKALLHH, SAPETHCTPHPOBABUIHI AEKJIAPALLHIO
POCC RU.D001.1IDMIS OPFAH ITO CEPTHOHKA LHH ITPOAVKUHH OKHIECTBO C
OFPAHHYEHHON OTBETCTBEHHOCTBIO "OKPYKHOI HEHTP KOHTPOJIS KAUECTEA"
aopec opeanusanyuu: 115280, o Mocrea, 1. Macmeprosa, 0. 4, ym. 3, now. I ko, |, aopec opeana no

i cepmuggunayuu: 143581, Mocxosenas obaacms, Hempunerui paiion, oep. Jewnono, 0. 248, cmp. 1, men:
(493)640-96-69, (495)787-92-78 sed-caim. OURK. PG,

- JAEKJIAPALIMA O COOTBETCTBUM 3APEIMCTPHPOBAHA M POCC IT. DMIS 156235

‘ AATA PETHCTPALIMH /7.04.2018
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Mepenon

AESICA

AConsan Madiest Conqun

Hepeodopsaen 05 aupessn 2018
CEPTH®HKAT KAYECTBA
KCHIAJ (C1A02901)
Kanmt 5 me/ma
10 mn

COOT[!-..‘TCT!I)’L‘!'I ‘l'p(fﬁ_‘r‘(‘l-!bl-‘kl C[ICIllI(JJI-IKiIUHH.\!_. MPCACTABNCHIILIM HILKe:

CEPTHOHEKAT AHATIMIA No 201800797
Creundicanun CEPHSL: 18826
HAPAMETPL] CHEHMMOHEATIA PE3YJILTAThI
Ipaktiucekn Gecuretnnitt crato UHAAECIHIPYHOTi
Buennni sz PACTBOP. MHTEHCHBIIOCTH DEPACKH He npeesiwaeT Caorsercreyer
ranan pacteopa BY,
pH I8 55 4,9
OTHOCKTE \LHAK MIOTHOCTE 1,060 o 1,100 1,050
Hoznposka 1 0HOPOAIOCTL RUIH Cropocts kanenn e oaee 2-x xanens leexynay 2 kam ‘cexynay

OTRIOHEHRNE eI KO Aok He Gonee vem 10 % or
CpelHet macchl
Quisonenne cymmsi 10 103 e Gonee dem 15 % oT

‘2""‘-'0:/'1

5%
HOMHHAIBHON Maccw! 10- 03
Hommunoeth aktrnoro e i
- JTesoucrapirm JHPHAPOXI0PHI Opueyrerayer [lpucyrcTayer
Hamwine ponceprarrron:
- Meraapariapokenensonr Mpueyrernyer Tpucyrersyer
- Mpomwinaparunporenberizoay [previcrayer [pucyTeTeyer

Conepkarne akTHBHOIO RewecTHn:
N 4,75-5.25 mr/ mn
= JACHOUETHPHINMY AUTHADONTO Vg S8 v "
e Al 1 (95%-105% or 1ashaeHnora)

4,96 M1 /v
C()Jlepmafilfe KO”C(‘FHHHT{TE.

- Memwinaparunpokcntersoara 0,3038- 03713 Mr/ ma 0,3322 Mr/mMa
- Ilponunnaparuapokcute nzonta 00338 - 0,0413 mr/ aa 0,0358 mi/mn
Coaepaanne npimeeeit:

= n=xaopolessruapon Makce. 0,5 % <{,10%

- =xaopobenzodenc Maxe. 0,5 % <0,10%
Dgup | (RRT 0.9) Marke. 0.4 % <0,10%
Dgup 2 (RRT 1.2) Makc. 0.4 % <0,10%
Dbup 3(RRT 1.3) Makce. 0.4 % <0,10 %
Eanumunay HEHHACPHUIPOBUHHAs npumeck Maxke. 0,4 %, <0,10%

- ofligay cymama npimecen Maxe. 2.0 % < 0,10 %
Xnpanuuas uncrora: npisect uch 28557 Make. 2.0 % 0.9 %
Koucepsupyomne nemecipa:

- N-ruapobensofivas kucsora Make. 1.0 % < 0,30 %
MukpoSuonornueckas uncrora EBponefickan Bapvarones 5. 4 Coomsercrayer

Hacros i NOJATBCIKLAIO, 110 AdiHaR cepia NPOAYKTA Bbii2 NPOHIBEACHA & TOTHOM COOTBETCTRMN
TpeBOBAHMEMH Hineaamedi Hpowsmoxetsennoit | pakriien (GMP) EC ut (anx EC) B coarsereTnim C rpeloBaniss no
PEPHETPANHY CTPANLL/CTPAN HidHa4E Y

Hata npoussoacrra: 26/02/2018

Cpok rognoeri: 3140142021

3aperncTpuposaiiiste YeRoma Xpanena; Xpaimes ve suiwe 30 °C, Janmmars, or coera.
Crpanz: Poceus Dr. M.G. Valle,
Wapyauent, Ynonnosmouentoe aiuo

<Hoanuen>
Jidcura Capmacsiotrkang C.p.n. Ten: +39 011 9660 1
Baa Npasbn 15 Parc: +39 011 95560 244
10044 Nuaneyua (Typm) Email: enguiries@aesica-pharma com wramn
Wranun

www.aesica-pharma.com



