JAEKJIAPAIIUSTI O COOTBETCTBUHU

. | AEKJIAPAHT, IPMHUMAIOW U JEKJIAPAIIMIO O COOTBETCTBHH |
000 "KOCE ®apma Jloeucmurc”

Ceedenus o pecucmpayuu opeanusayuu: Mexcpationnas uncnekyud Pedepaitvnott HA1020601 cavacdnt No 46 no
|| e Mockee 02.08.2010, OT'PH 1107746610180, dama npuceoenus OT'PH 02.08.2010.

‘ Adpec: 105082, 2. Mockea, Ilepesedenoeckuii nepeyiox, 0.13, cmp. 21, Tereqhon 8(4935)644-33-22

| Bauye: 'enepanonoiti oupexmop Ywenuna C.A.

Hosepennoe nuyo: Apnaym E.@., dosepennocme J-FOB-12 om 02.08.2018z.

3AABJISIET, UTO !
AeKapemeennoe cpedcmeo: Jupmex, mabiemxku nokpuimele nienounot 06o10uxon 10 se 10 uem., YRAKOGKU '
Aveurosvie konumypuuie (2), nayxu kapmonnvie, PY No IT NO14186/01 om 13.08.2008 (dama savens PV
05.06.2018) svioano FOCE ®apuun C.A., cepus 280302, napmun 50064 ynaxosox, cooen do 31.07.2024,
npouseodcmea FOCE @apunu C A., Llseiyapusn, UCB Farchim S.A., Zone Industrielle de Planchy, Chemin de ‘
Croix-Blanche 10, CH-1630 Bulle, Canton of Fribourg, Switzerland, / Diicuxa Papyacvromuranz C.p.a., Hmaws, |
Aesica Pharmaceuticals S.R.L., Via Praglia, 15 - 10044 Pianezza (TO), Italy, koo OKIT[J2 21.20.10.256, koo TH
B3N 3004900002, konmpaxm Ne LOG/RU/FA/2011 om 14.01.2011, unsoiic Ne 90001387 om 29.10.2019

COOTBETCTBYET TPEBOBAHHUAM

I NO14186/01-130808 (HI 42-12290-08 uzm. No 1-6)

JAEKJIAPAIIHUS MMPHHSATA HA OCHOBAHUU

npomoxon uchormanuii Ne 2022n om 08.11.2019 HJT OO0 HIJ "®APMOEOPOHA " ammecmam
axkkpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC IT.dMI5.C90195 om 11.11.20]9

| JIATA MPUHSITHS JEKJIAPALIUH /4, 11.2019
AEKJIAPAUMS AEACTBUTEJIbLHA IO 31.07.2024

/

| ML ,
' o W Aphnayt E.O.

deraapanm NOAMHCE O.H.0

CBEJIEHMSI O PETUCTPALIAU |

OPTAH IO CEPTU®HKALMH, 3APETHCTPHPOBABILII It JEKJIAPAIIHUIO
| | POCC RU.0001.11DMI15 OPTAH I10 CEPTHOHKALIHH HPOIVKIHH OBLECTBO C |
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPVIKHOE UEHTP KOHTPOJIA KAYECTBA", |
adpec opeanusayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1., aopec opaana no [
cepmugpurayuu: 143581, Mockosckas oéracme, Hempunckui paiion, dep. Jlewroso, 0. 248, cmp. 1, men.: i ‘
(495)640-96-69, (495)787-92-78 ged-caiim: OYKK. peh. | 5

AEKJIAPALIMS1 O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU A-IT.OMI5.4.27835/19
JATA PETUCTPALIMH /4. 1].2019
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Consort Medical

& Asiico Dan'operant L Jomitoc D AR L Fathgd Dots

KOM: CIA03598
HAUMEHOBAHME: 3UPTEIC

CEPTHOUKAT KA UECTBA

JIEKAPCTBEHHAS DOPMA: Tatnerin MORPLITLIE MiIeHOMHOIT 0Gomoncoi]
JO3HUPOBKA: 10 mr Hernpnsnua Aaurnapoxnopuaa/tabaerica

YITAKOBKA: 20 Tabaetor

CooTtrerctayer TpeboBanusnm cneundmcaynii, NpeAcTaB/eUNbIM Hinke:

Nepasog

11 oktabpa 2019 r,

Ne 201903057

CEPHS1: 280302

CEPTHUDHKAT AHAIH3A
CHELHDHICALMM

[NAPAMETPD] CHEUHMOHK

Onucanue Benwie npononrosareie TAGNETKN MOKpKIThe
nnetosio oGonoicoit ¢ naos KORKINYKAbIMH
NOBEPXHOCTAMY, ¢ OLHOCTOpPOHHCEH piickofi 1
FPasHpoBKOH «Y» no o6es CTOpoHam oT
phHeKH

Pacnagaemocrr, Make. 15 s,

Boaa He Gonee 6 %

Cpenunn macea
OnHopoaHocTs o Macce

MoanuunocTy:
Letnpuairma Anriapoxnopiaa (BIXKX)
Lietnpnauua auriapoxnopuaa (TCX)
Tutana anoxcup

Konimectnernioe onpenenenne:
Lerpnauna aurnapoxnopiia
TMoctoponuie npineci:

Envunyman npuseck

O6uwan cyman npHAecedt

Pactsopenne (1

Ouuopognocre sosuposaniy
MukpoBuonornyecian uncroral’’)
“Eemn rectupyerca
" Tecr nposoires B KA nof
AccaTolt napTin

Hacrosutim MoATBEpKAAID, YTO )y

1431 cepin npoaykra Guina npousseseny o 101103 co

Oxono 118,7 mr
[pouenrtioe o7 KkiloneHse: 7,5 % vt cpenueqt
AACCHI

Mpucyrerayer
Mpueyrernyer
[pueyrereyer

O19,5 M po 10,5 mrirafineria

He Gonee 0,5 %
He Gonee 1,5 9

Q= Mun. 80 % tepea 30 munyr
Kputepuii npnesnenocr usp
Ph.Eur. 2.9.6
Ph.Eur. 5.1 .4

PE3YJThTATH]

Cooraetcrayer

4 MHHYTHI
5%
118,5 mr
-20%

1,4 %
Cooteercisyer
CooTeetcrayer
Coorsercrayer

9,9 Mr/Tabnerxa

< 0,1 %
< 0,1 %

He npusennmo

He npustenmo
He npumennag

oTneTcrany peGonarig Haznexnueii

Al
Mpoiasoncraensoi Mpacenen (GMP) EC 1y cootvercrunin ¢ TpeGonaiin o pertieTpaui CTPAHLYCTPON HaaHa enns,

50400 wr,
23/08/2019

Komnrieerpo:
Lara npomsoscrea;
Crpana: Poccira

¥noanomoucunoe e
DrM. G, Valle

Jitcuxa PapyacLioTiKanA C.p.n.
[Opignicexidi nupee; Bua Mpanea, |5
10044 Munpeuya (Typme) Hranna

Yenowina spavcinis:
[onen go:

Xpanurs npiy TEMACPATYPE He nunwe 30°C
31/07/2024

<MMoginey>
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