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' 000 "IOCE Dapma Jozucmuxc”

3apezucmpuposano : Meacpationnan uncnexyus OHC )

02.08.2010

Aopec:105082, 2. Mockea, [epesedenosckui nep

B nuye -Tenepanonwviii oupexmop Ilamoura Jyoex
Hosepennoe auyo: Apnaym E.®., dosepennocms NoJl-FODII-2 om 10.01.2018

3ASIBJISIET, YTO

Aexapemeennoe cpedcmeo. Keusan matnemsu ROKPbLNBLE
A4 UROBbIE KOHMVPHBLE (2), navku Kapmonusie, PY
PY 08.07.2014) svidano KOCE Papuium C.A., cepun 228834, napmus 502
npouseodcmea FOCE Dapuiuw C.A., Ulsetapus, UCB Fa

JAPAIIHIO O COOTBETCTBUH

eyrox, 0.13, emp. 21. Teaehon:8(495)644-33-22

B 46 no 2. Mocrkee OI'PH 107746610180 om

NAEHOYHOU 060104KOU 5 M2 7 wim., Ynakosku
Ne I NO16137/01 om 19.11.2009 (dama nepeohopmaenus
20 ynarosox, 200en 0o 31.08.202].

rchim S.A., Z.I.du Planchy, Chemin de Croix

Blanche 10, CH-1630 Bulle, Switzerland, / Diicuxa @apvacwviomuxarz C.p.a., Hmas, Aesica Pharmaceuticals |

S.rl., Via Praglia 135, I - 10044 Pianezza (TO), Italy, koo OKITH2 21.20.10.25 6. k00 TH B3JT 3004900002,
Kormpaxm Ne LOG/RU/FA/2011 om 14.01.2011. uneouc Ne 9000

COOTBETCTBYET TPEBOBAHUSIM
TINO16137/01-191109 wsm. No -4

" AEKJIAPALIMISI IPHHSITA HA OCHOBAHWUH

hpomoxon ucneimanuu Ne H18-00063 om 15.01.20] 8§ OO0 "HIAC "Buomexnonrocua”, anmmecmam
axkpedumayuu RA.RU.2 1 PMO4, Cepmucpuxam POCC IT.dM]I5

AATA TIPHHSATHST NEKJTAPALMHM /5.07.20/8
| EAPA T LAEUCTBUTEIbLHA 10

_——

MOAMHCE

CBEAEHMUSI O PETUC

- OPTAH 110 CEPTU®HKA
POCC RU.0001.11M15 OP
OI'PAHHYEHHOH OTBETCTBE HHOCTBIO "
adpec opeanuzayuu. 105062, .. Mockea, Ovpvannsi nep.,
143581, Mockoscrkan obaacns, Hemp

(495)787-92-78 geb-caiim: OYKK. peh.

AEKJAPALIHSI O COOTBETCT
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POAVKIIHH OBLIECTBO ¢
OKPYKHOH HEHTP KOHTPOJIS KAYECTBA"

0.10, emp. 1, aopec opeana no cepmughurayuu;
/Tewikoso, 0. 248, cmp. [, men. (495)640-96-69,

0001 om 03.01.2018

C49097 om 15.01.2018

_ApHayrE.®.
D.H.0

POCCIT.®M15./714973]

3apbitoekas HUA.

Pykosonureh OC 7,



Jlorotun iicuka

KCHU3AJI (CIA02847)

5 Mr.
14 TabieTok

CEPTUOUKAT KAUECTBA

cOOTBETCTBYET TPeOYyeMbIM ClEIMDHKALIMAM, IPHIOKCHHBIM HIKE!

AHAJIMTUUYECKHAM OTYET

Creunduxanun FOCh
TMAPAMETPbI

Onucanue

Conepwatiue Bojb!'
Cpenusas macca

OTKIOHEHHE OT CpeHeH MacChl

[TOTHIHOCTD:

- JIUrWpOXII0pHA JICBOLIETHPHIN A
- Tmoxcupa THTana*
KonuuecTBEHHOE ONPE/ICTICHHC:

- JIMIrHAPOXI0PH/iA NEBOLETHPHIHHA
[TocTopoHHHe MPHMECH:
N-XJ10pOCHIMHAPHITTHIIEPA3HH
n-xaopbensrugpon
n-xjopbensdenon
HeupeHTrpHIMpoBaHHbIE NPHMECH
Cymma npumeceii

Ddup 1

Ddmp 2

Pacteopeiine
MUKpOBHONOTMUCCKAS YHCTOTA!

1 -tecrupyercs kaucaas H-n cepis

Mal 110/ITBEPIKIIAEM, YTO:

CITEIIMDOUKATINH
Beasle win  noutd  Oensle,  OBAILHON
Gopmsl TAbIETKH MOKPLITLIE TLIEHOUHOMN
oBonoukoit. Ha ouoil cropone Tabaerku
pLIIaBAeHa Mapkuposka "Y"
Maxcumym 6,0 % st BLITIyCK2
103mr+7,5%
TTpoLenTHOS OTKNOHEHHE OT cpeateii
macchr: 7,5 %

IpucyTcrayet
Tlpucyrcrayer

4,75 Mr j1o 5,25 mr/ Tab.

Makc. 0,3 %

Maxc. 0,2 %

Makc. 0,2 %

Make. 0,2 %

Make. 0,8 %

Makc. 0,2 %

Make. 0,2 %

Q =75 % uepe3 30 MuH.

ITo nopmatusam USP (ypopens 2)
Ph. Eur. 5.1.4

05 nexabpa 2017

Ne 201701402

Cepnn: 228834
PE3YJIBTATHI

CooTtseTcTBYCT

4,4 %
102 mr

-20%+16%

TMonoxrensHo
He npumenHMo

4,85 mr/Tab

<0,10 %

<0,10 %

<0,10 %

He nojnaercs onpeagneH o
He nojiaerca onpenenenuio
He nojgnaercst onpeneneHnio
< 0,05 %

94 % 97 % 100%

95 % 98 % 96 %

He npumenimno

- 3TOT MPOYKT NPOM3BEEH, YNAKOBAH W MAPKHPOBAH COINIACHO YCTAHORICHILIMHM TEKYILHMH Esponeiickumu
npasiaamu Xopowedt Tpoussoscrsennoii [paxnkn (GMP) juin - MEAMIHHCKHX NPOXYKTOR NpeaHa3HaieHHbIX
KaK JIis UEJIOREKA TAK ¥ JUIS BETCPHHAPHOIO MCHONL30BAHIN,

- KoHeuHHIf NpOAYKT 10 BCeM acrekraM OTBedaeT TpeboBaHusM, LPCALARICHHBIMH MECTHBIM PBIHOYHBIM
3aKOHOUATE/ILCTBOM, JIefiCTBYHOLIUM B CTpaHe.

[Mpoussomuresn: KOCL dapiam CA, Hlseliapus
Jlara npoussoacraa: 11/09/2017
[onex ao: 31/08/2021
3aperucTPHPOBAHHLIC YCIOBHA Xpaneus: He XpannTs Bhiue 25 C, Xpanuts B CYXOM MecCTe.
Crpana: Poccna
Dr. Paolo Pizzomni

@apmailesT, Y IOTHOMOYEHHOE JIMLO
<MMoanuce>

Fiteura @apsmacsiorncan C.pa.
Bua [lpansa 15

Ten; +39 011 9660 1
®axc: +39 011 9660 244




