JEKJIAPAIIUS O COOTBETCTBUH |

JEKJIAPAHT, MIPUHUMAIOUIHUMA JEKJIAPAIIMIO O COOTBETCTBHH
000 "KOCE ®apma Jozucmurc”

Csedenus o pecucmpayuu opeanusayuu: Mexcpatonnas uncnexyus Pedepaivhoil Har02060ii cayxciot No 46 no |
2. Mockee 02.08.2010, OI'PH 1107746610180, oama npucsoenus OI'PH 02.08.2010.

Aodpec: 105082, z. Mockea, ITepesedenosckuti nepeyaox, 0.13, cmp. 21.Teneghon:8(495)644-33-22 |
B nuye: I'enepanvhbrii oupexmop Yuwenuna C.A. '
Hosepennoe nuyo: Apnaym E. ., dosepennocms J-FODJI-12 om 02.08.2018e.

3AABJISIET, UTO

JeKkapcmeeHHoe cpedcmeo. Jupmex, madiemKky ROKPsIMble RACHOYHOU oGonoykoi 10 me 10 wm., ynaxosku
Avelikoguie KOHMYypHbie (2), nauku xapmounvie, PY Ne IT N014186/01 om 13.08.2008 (oama 3amensr PY
05.06.2018) swioano FOCE @apwum C.A., cepur 280298X, napmus 79632 ynaxosox, 20den do 31.07.2024,
npouzsodcmea FOCE @apuunm C.A., Hleeiyapus, UCB Farchim S.A., Zone Industrielle de Planchy, Chemin de
Croix-Blanche 10, CH-1630 Bulle, Canton of Fribourg, Switzerland, / Diicuxa @apmacviomurans C.p.a., Hmaius,
Aesica Pharmaceuticals S.R.L., Via Praglia, 15 - 10044 Pianezza (TO), Iraly, koo OKIT[[2 21.20.10.256, koo TH
B3 3004900002, koumpaxm Ne LOG/RU/FA/2011 om 14.01.2011, unsouic Ne 90001387 om 29.10.2019 I

COOTBETCTBYET TPEBOBAHUSIM

[T NO14186/01-130808 (H 42-12290-08 uzm. Ne 1-6)

JEKJIAPALIUS TPHUHATA HA OCHOBAHHH

npomoxon ucnstmanuit Ne 2021w om 08.11.2019 HIT OO0 HI] "®APMOEOPOHA" ammecmam
axkpedumayuu POCC RU.0001.21®DJI40, Cepmugpuxam POCC IT. ®M15.C90194 om 11.11.2019

JATA IPUHSITAS NEKJIAPALIMM [4.11.2019
AEKJIAPAUMS JEACTBUTEIbLHA 10 31.07.2024 |
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CBEJEHMS O PETUCTPALIUHA

OPI'AH ITO CEPTU®HUKAIIUY, 3BAPETHCTPUPOBABIIHUNA JEKJIAPALIHIO

POCC RU.0001.11DM15 OPTAH 110 CEPTH®HKALTHH ITPONYKLHH OFL[ECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYXHOH JEHTP KOHTPOJIS KAYECTBA " |
adpec opaanuzayuu. 115280, 2. Mocxea, y1. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1., adpec opzana no |
cepmucpurayuu: 143581, Mockosckan obracms, Hempunckuii pasion, oep. Jlewrkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (493)787-92-78 eb-caiim: oyxx.p.

AEKJIAPALMS O COOTBETCTBHM 3APETUCTPUPOBAHA N POCC RU J1-IT.OMI15.4.27834/19
AATA PETUCTPALIMNA 14.11.2019
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Nepeooa

Consort Medical

Asdes Davwloperany o Hanazne am L Fashps Dove
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CEPTUOUKAT KAYECTBRA

KOJI: C1A03508
HAHUME] IOBAHHE: 3HPTEK

JEKAPCTBEHHA 5 ®OPMA: Ta6nerien MOKRPEITLIC Nenounof; ofonoukoi
NO3HUPOBKA: 10 mr WeTupismua A:rnr,upomoplma/'raﬁne'ncat
YIIAKOBKA: 29 Tabaerox

Comne‘rcrayer TpeGopannan cneundurkaunii, NPeACTABREHHBIM Hipyce:

CEPTHMOUKAT AHAJIH3A Ne 201903012
CITELIH U KALIHH CEPHS: 280298X

A PAMETﬂ;_J CHEHN UK AITHMH PE3YIILTATDI
Onucun e Benme npononronareie Tabnerii NMOKPbIThIe Coornercmyer

fineHounolt o6onouroii ¢ ABORKOBRINY KKALIM K

nosepxtocTamy, ¢ ONHOCTOpOIMEH prekoii 1

FpaBuposkoi «Yy» no o6eun croponan or

prHCKH
Pacnanaemocrs Make. 15 apy. 4 MuHYTHI
Bona He Gonee 6 o 5%
Cpeanns macea Oxono 118,7 ur 119,9 mr
Onxoponiiocts no macee [Mpouenrnoe OTKAOHeHKE: 7,5 % o spomicl . 209

LRIY 1.8 %
11,].3 Trre—
Uetuphanna Auriuapoxnopuga BIXX) i'lpucyrc-reycr Coo'racmmycr
Letvpianna au FHApaxaopuna (1 ‘CX) ﬂpucyrcmyc*r Coomc-rc'rayc-r
Thtana miokeiy Hpueyrersyer CooTnerc-rs_ch

KDI!H‘EQCT{]BHIIGC onpenenemle:
LletpHanna ANruzpoxnopipa
Mocroponnug apumech:
Ennnuvnag npumecy

Obwan cymma Mpusecert
Pactaopenne

Onwoponueers Aao3nponany (7
MukpoGuonoriyecias wieroral’')
“Ecny TECTHpyerch

) Tecr poBoalTeA A8 a0l
AccaTol naprim

Or 9,5 atr o 10,5 mr/Tabneria

He Bonec 0,5 o,
He Gonee | 504

Q= . 80 % epes 30 Munyr
Kpurepuii Npuenmnerocry USp
Ph.Ewr. 2.9.6
Ph.Eur. 5.1 4

Hacroaua noATHe e paio, yro Aanuan cepyn nponykra Geuna lipoi3Benena o nonnoy ¢
lponsmoscrnenioi Mpascrien {GMP)EC 11 caoTsercTun ¢ TpeGasama g peritctpaun, CTRRIBVCTDAH Ha3Lay ey,

Konnuecrno:
Jara npoissoycy:
Crpana: Poccisn

79632 yn.
21/08/2019

‘:’numlo.\m':emmc o
Dr. P. Pizzomi

Sitenxa %pa:ncn.uonmnn; C.pa.
IOpraieckun anpec: Bua lMpanss, 15
10044 IHyaneyyg (Typin) Hranys

Yenonun XpaneHix:
Foxcn no:

10,0 mr/raGnericn

<0, %
<01 %

He npusterine

He npumennmo
He npumenno

Xpawuwrs npy TEMIepa1yPe ne nuwe 30°C

31/07/2024
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