JEKJAPALIUSA O COOTBETCTBUU

| AEKJIAPAHT, IPHHUMAKOUMA NEKJTAPALLNIO O COOTBETCTBHH

| | OO0 "KOCE ©apwa Jlozucmurc "

Csedenus o pezucmpayuu opeanuzayuu: Mesxcpanonnas uncrexyus Qedepansroil Ha1020801 cavicon Ne 46 no |
2. Mocrge 02.08.2010, OI'PH 1107746610180, dama npuceoenus OFPH 02.08.2010. !
Aopec: 105082, o Mockea, Hepesedenosckuit nepeviox, 0.13, ecmp. 21, Tenehon.S(493)644-33-2

|| B auye: Ienepanviwmit oupexmop Vivenuna C.A,

i Hosepennoe ruyo: Apnaym E.D., dosepennocmo No [-10DJI-12 om 02.08.2018 2.

' | 3ASIBJISIET, UTO
aexapemeenioe cpedemeo. Keusan maditemu ROKpsinvie RIEHOUHON 000I0UK0L 5 M2 7 wim., YAAKOGR !
suenkoebie Koumyphvie (1), navuku kapmounwe, PY No IT NO16137/01 om 19.11.2009 (Dama nepeochoprirenus

PY 08.07.2014) evioano FOCE @apuum C.A., cepus 266460, napmus 20160 ynarosok, 20den do 31.01.2023.
npouseodcmea IOCE Papuwun C.A., Ulsetuyapun, UCB Farchim S.A., Z.1.du Planchy, Chemin de Croix

Blanche 10, CH-1630 Bulle, Switzerland / Duicuxa ®apmaceromurans C.p.a., Hmawa, Aesica Pharmaceuticals
S.rl, Via Praglia 15, I- 10044 Pianezza (TO), Iraly, koo OKIIZ2 21.20.10.256, koo TH B3 3004900002,
xonmparm Ne LOG/RU/FA/2011 om 14.01.2011, unsonic Ne 90000583 om 29.04.2019

COOTBETCTBYET TPEGOBAHHSM

ITNO16137/01-191109 win. Ne 1-4

JEKJIAPAILIHSI IIPHHATA HA OCHOBAHHH

| npomoron ucnoimaviutt Ne Hi9-02041 om 08.03.2019 OO0 "HIJIC "Buomexnoiozus", ammecmam
| | axxpeoumayuu RA.RU.21DMO4, Cepmugpuxam POCC IT.DOMI5.C78109 om 13.05.2019

JIATA TIPHHSITUSL IEKTAPALIH 14.05.2019
m«: ) muﬂaﬁﬂglcmmmbn,x 110 31 01.2023

: o 'BIHJ .v."‘. -:,r'é !/
0o g . . __ApuayTE.O.
w;;1 r')e.'c m,':cmm PeY HOAMKCh O.UN.0
| s, AU .&f:"
< . & e e —— e
ﬁh‘é{é‘%’;’;ﬁg;\:‘-"ﬁ ¥

CBEJAEHMUWSI O PETUCTPALIUU

OPI'AH ITO CEPTHO®UKAIIHNH, 3BAPETUCTPHPOBABHINI JIEKJAPALLNIO

POCC RU.0001.11DM15 OPIAH 110 CEPTHOHKALIHH ITPOIVKIIHH OBII{ECTBO ¢
OFPAHHYEHHOH OTBETCTBEHHOCTbBIO "OKPYAKHOH LIEHTP KOHTPOJIS KAYECTBA"

adpec opeanusayuu: 115280, o, Mockea, yi. Macmeprosa, 0. 4, sm. 5, nos. I ko, 1. aopec opeana no
cepmutpurayuu: 143581, Mockosckas oGracme, Hempunciuii pation, oep. Jlewxoso, 0. 248, emp. 1, mea. :
(495)640-96-69, (495)787-92-78 se6-caim: oyxx.peh.

AEKJAPAIIHA O COOTBETCTBHH 3APETHCTPUPOBAHA Ne POCC RU A-IT.OMI5.A.15133/19
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CEPTHOHKAT KAY ECTBA

cooTBeTCTBYET TPEbYeMiin enennikaumm, NPCACTABARINBIM HitKe:

Creunduxaunn [OCH
HAPAMETPL]

Oncanne

Coaepranne sonm
Cpeansin macca

Oreionenie or cpesHel maccew

Monaunnocr,:

= JICHUHUI‘H{JHEHIIH IJ.l-i!'ilJIpUKJ'IOpI!,-'l%l
- Turana anoxenna (E171)
KG."IH‘iCL"l“BClHIhc onpeaenene;

= .’]CBL}[[{‘TI!pII’JI‘IHH ﬂllf'll!lpﬂ\‘ﬂopi-l,ﬂﬂ
IToctoponnue npumec:
N-XN0pGeH3rnaApuamImepasi
n-xnopenarunpon
n-xa0pGenipenon

Enunnunoii vensen “ipunposanoil
npHMecy

Cymma npumecei
Sdmp 1
Dipup 2

Pacteopenie
MukpoGuonorieckan wncroral

- 1ecTpyeten kamkaag 10-9 cepus

CEPTHDOH KAT AHAJIH3A

COELUMPHKA LMK

Beaste wnn noyry Genvle, oBanuuon fopuL
TabaeTku, NOKPHITHIC MACHOUHON ofionoukoil. [1a
QK0T cropone Tabner i BLLIABACHA MapKHposKa
e

He Gosee 6,0 % g MOMCHT BLITYCKA
103Mr£7,5%

Iponenthoe otkrouenne or cpeancit macew:

17,5 %

Noaokurenbuurii pesynuTar
MonmknTeshhngi PEIYNBTAT (cenn TecTupyeres)

4,75 Mr g0 5,25 M1/ Tai,
He 6osiee 0,3 %
He Gonee 0,2 %,

He Bonee 0,2 %

He Gopee 0,2 %,

He Gonee 0,8 %,
He 6onec 0,2 %,

He Gonee 0,2 %

Q=75 % uepes 30 pun,
Kpurepuii npuestnesmocru usp
{yporens 2)

B cootsercrenm ¢ Ph. Eyr. (5.1.9)

No 201900826
CEPHA: 266460

PE3YJIbTATEI

Cooreercrayer
4,6 %
103 mr

-L6%+2,1%

Coorserernyer
e mpusenimo

4,89 Mr/Tab

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

He noanaercn
anpegenediio

He nognaerca
onpeaenenHio
He noapaerca
Onpenene 1o
<0,05 %

96 % 94 %
90 % 99 %
96 % 97 %
He npusennmo

Hacronm NOATREPIK A0, YTO Nannay CEPHA nporykra Gbina nponasenena g NOTHOM COOTECTCTBUY ¢

tpelonanmamn Hagneuciued Mpoussoncraensot Mpakruxn (GMP) EC i 5 COOTBETCTBIM ¢ TpeGoBaKMAMIT 110
PEFHCTPALUMK CTPAHBI/CTpan HatHayer iy,

Tpoussomiren,: 1OCKH Dapiim C.A
Mata npomsoncrea: 11/02/2019
logen po: 31/01/2023
Sapeﬂw'lpnpoaannue YCAOBUSE XpaHeH it : Xpamrl‘l. npu Temneparype ue meiwe 25 °C. CYXOom Mecre.
Crpaua: Poccus Dr. P. Pizzorni
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