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| JEKJIAPALIMSI O COOTBETCTBUU
' | HEKJIAPAHT, INPHHUMAIOMMHA JEKJIAPALMIO O COOTBETCTBHH
- 000 "IOCE ®apma Jdozucmuxc” J
| Ceedenus o peeucmpayuu opeanuzayuu: Mexcpaiwnnas uncnexyus Pedeparonoil Ha1o20601 cayoclui Ne 46 no

2. Mockee 02.08.2010, OF'PH 1107746610180, dama npuceoenus OF'PH 02.08.2010. '
| | Aopec: 105082, Mocxea, Ilepesedenosciuii nepeyaox, 0.13, cmp. 21.Tenechon:8(495)644-33-22 i
'B auye: lenepanvuwiite oupexmop Vuenuna C.A. i
Hosepennoe muo: Apnaym E. ., dosepennoemy No JI-JO®JI-12 om 02.08.2018 2. :

| BASIBJISIET, YTO ‘
Aerapemeennce cpedemeo. Hoomponui PACMBOP 014 8HYMpusennoz2o seedenus 200 maivn, ammyaer 3 ma (6), '
noddonsl naacmurossie (2), nauiu xapmonnvie, PY Ne IT NO14242/01 om 28.05.2009 (dama saviens PY
07.11.2017) ewidano FOCH Dapua C.A., cepun 1809, napmus 7299 ynaxoeox, zoden do 30.09.2023,
npoussoocmea Jiicura Dapvacsiomurarz C P, Hmanus, Aesica Pharmaceuticals S.r [, Via Praglia, 15 - .
| | 10044 Pianezza (T0), ltaly koo OKIIJ2 21.20.10.236, koo TH B3 3004900002, koumpaxm No |
| | LOG/RU/UCB/2011 om 14.01.2011, uneoiic Ne 90001990 om 13.03.2019 [ |
|

COOTBETCTBYET TPEBOBAHUSIM '
| TINO14242/01-280509 (HIT 42-1549-08 usm. Ne 1-4)

‘ AEKJIAPAITHS TIPUHSITA HA OCHOBAHHH

| Mpomoxox ucnsimanui Ne H19-01071 om 20.03.2019 000 "HLJIC "Buomexnonoeusn”, ammecmam
| axxpedumayuu RA.RU.2 1 OMO4, C epmugpuxam POCC IT.OM15.C75086 om 20.03.2019

| JIATA IPHHATHS NEKIAPALIHM 22,03 2079
- AEKJIAPALMS AEWCTBHTEILHA 10 30,09 2023
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" CBEJEHWUS O PETUCTPAILIUA

|
. i
- OPI'AH 11O CEPTHOUKALIMH, 3APEHCTPHPOBABIIUIA AEKJTAPALIN IO = [
- POCC RU.0001. 11 M]3 OPTAH 11O CEPTHOHKALTHH ITPOOVKIHH OBUIECTBO C
OI'PAHHYEHHOH OTBETCTBEHH( JCTBIO "OKPVIKHOH LIEHTP KOHT. PO/ KAYECTBA", 1
| | adpec opeanuzayuu. 115280, > Mockea, ya. Macmeprosa, 6. 4, sm. 5, nom. I xom. 1., adpec opeana no
1? cepmucpurayuy: 143581, Mocroecrkasn otaacme, Hempuncruii pation, dep. Jlewioso, 0. 248, cmp. 1, mea.;
|

| (493)640-96-69, (495)787-92-78 aeb-caiim: oy pe |

- AEKJIAPALMS O COOTBETCTBHH 3APETHCTPH POBAHA N2 POCC RU 1-IT.®0M15.4.11958/19 |
|| JIATA PETHCTPALLIMM 22.03 2070 ||
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‘L AESICA

A Consort Medical Cung vy

KOI: C1A02909

HAMMEHOBAHHE: HOOTPOTTHJ
JIEKAPCTBEHHA Sl hOPMA: Pacroop a

HO3MPOBKA: 1 r/5 sa
YTIIAKOBKA: 5 ma

CEPTHOUKAT KAYECTBA

A8 HHbheK i

Coorpercrayer TpeGoramusm CHEUHBHKALHI, NPeACTARNCH LIM HiKe:

CIHEIHDUKAIIMH

NNAPAMETPBI]
Oncanue

pH
Heanuanocrs:

- NUpaieTam

Konnuecrsennoe onpenenenne:
- MHpaueTam

Hocroponnie npumecn

- 2-nUpponuaoH-N-yKeycHas kuenoTa

-2,5-(anoKco-1-nupponsumimn)
KHCnoTa

CEPTHOHKAT AHAJIM3A

ykcycHas

= CHHHHYHAR HBH}JEHTHCPHHHQUBHHHG“ NPUMECH

- CyMMa nipUMeceii

Mexannueckue sknodenis
CrepunsmocTts
BakTepuanshuie anaoTokeHim

*Tle oTHOWEHMIO K conepaaniio nUpaleTasa

Hactosumy nonreepscaain, uro nee sranuy np
coarnerctauy ¢ TpeGopanuami Hamnesaweil npouano

PErHCTPALNE CTRAHBI/CTPAH HASHA4CHMS,

OH3BOACTRA

CHEHHDHKAIINN
Mpospaunsii Becupernit pacTeop
5,3-6,3

Honomurenshnii B X
Monowurensunit UK

190 - 210 mr/mn

He Bosnee 0,20%*

e 6onee 0,20%*
He Gosnee 0,10%*
He Gonee 0,50%*

Cootrercraver E
Crepunen
He Gonee 5,8 KOE/Mmn

ITepesod

31 okabpx 2018 r,

Ne 201803402
CEPHA: 18109

PE3YJILTATHI
Coorsercrayer
5,8
Moaowwrensio
IonoxuresnbHo

201 Mrima

< 0,10%

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

Cootpetcrsyer
Crepuaen
< 1.2 KOE/mn

CEPHH IOTOBOrO NPOAYKTa GLIAM BHINOMHEHW B NOAHOM
ACTBeHHOIA  npaktuky (GMP) EC TpeboBanusmi g

Konuueerso: 7299 wr 3aperucTpuposansuie yeronus XpaHeHus: XpatuTs He sriute 30 °C
Hata npowssoacrea:  09/10/2018 Tonen no: 30/09/2023

Crpana:  Poccus

YnoaHomouentoe inuo no KEUECTRY

Dr M.G.Valie [Teanuce

Mcixs DapaachioTuxum c.p.a. Ten:+39011 9660 | titanm

Bua Npanes, 15 - 10044 [Tnanenua
{Typun) - Hranim

ake: +39 011 9660 244
enquiries@aesica-pharma com
Www.acsica-pharma.com
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