' IEKJIAPAHT, MPUHUMAIOLIWI JEKJIAPALIMIO O COOTBETCTBUA
| 000 "KOCE ©apya Jleeucmurce"

|| Ceedenus o peeucmpaiu opeanusayuu: Mexcpaionnai uncnexyus Qedeparsuot naioeoeolt cayxchivt No 46 no |
¢. Mockee 02.08.2010, OI'PH 1107746610180, dama npuceoenus QFPH 02.08.2010.

Aopec: 105082, 2. Mockea, ITepesedenosekut nepeyaox, 0.13, emp. 21. Teaepon:8(493)644-33-22
B nuye: Ienepansuniii dupexmop Yuwenuna C.A.

Hogepennoe 1uyo: Apnaym E.@., dosepennocms J-IOBJ-12 om 02.08.2018.

3ASABJISIET, UYTO

Aexapemeenrioe cpedcmeo: Keusar kaniu 018 npuesa enymps 5 me/ma 10 wma, (haaxon-kaneavnuyor (1), navxu
xapmonnvie, PY Ne JICP-001308/08 om 29.02.2008 (dama nepeogopmacnun PV 10.04.2014) swidano 10CE
Papuwunt C.A., cepun 19G01, napmus 34848 ynaxoeox, 200en 0o 30.06.2022, npouseodcmea Jicuxa
Papmacviomurans C.p.a., Hmanua, Aesica Pharmaceuticals S.r.L., Via Praglia 15, 10044 Pianezza (TO), ltaly
| | woo OKII2 21.20.10.256, koo TH B3 3004900002, konmpaxm Ne LOG/RU/FA/2011 om 14.01.2011. uneoiic
; Ne 90001088 om 23.08.2019

COCTBETCTBYET TPEBOBAHUSM
JICP-001308/08-290208 (H/{ 42-14928-07 uzw. Ne 1-2)
AEKJIAPALIUS [IPHHATA HA OCHOBAHUH
| npomoxoa ucnermanui Ne H19-03444 om 12.09.2019 000 "HIIC "Buomexnoiozus” ammecman
| axxpedumayuu RA.RU 21 OMO4, Cepmugpuxam POCC [T.OM15.C85591 om 13.09.2019

|

|| AATAIPMHSITHSI JEKJIAPALHH 19.09.2019

- AEKAAPAUNS IEACTBHTEILHA J(O 30.06 2022
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| CBEJEHUSI O PETUCTPALIUM

OPT'AH 110 CEPTHO®HUKALIMH, 3APETHCTPHPOBA BLI HIT JEKJIAPALLUIO

POCC RU.0001.11®M15 OPIAH ITO CEPTH®HKALIHH NPOAVKLIIHH OFLJECTBO ¢
OFPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIS KAYECTBA"

adpec opzanwsayuu. 115280, 2. Mockea, ya. Macmeprosa. 0. 4, am. 3, nom. I, kow. 1., adpec opeana no
cepmudpurayuu.: 143581, Mocrkoeckasn odnacme. Hempunexut paiion, oep. Jlewroso, 0. 248, cmp. [, men.:
(495)640-96-69, (495)787-92-78 geb-caiim: OYKK. peh.

AEKJAPAUMA O COOTBETCTBUM 3APETHCTPUPOBAHA Ne POCC RU J-IT.®M15.4.22903/19

JATA [’EFHCTP,:@:']KJ,HH 19.09.2019
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AESICA

AConsurt Medica' Corqerg

KOJI: C1A02901
HAMMEHORAH K E-
HEKAPCTBEHHAH
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Obman C¥ana npinvecest

Xispatuman unicrora: npuseck uch 28557
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Benzofinan wncaora
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Orenenenne Cyavine 1 e
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CEPTHOHKAT AHAIIA

CHEHADHIALY

Onanceucigg SITdNON

Lveneng |

Hirenenms o, OKPEICKI He npenyiwae r
MK pacisopa BY,

1,060 a0 1,100

4.5-55

Hpucyvierayer

Hprieyrergyer
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I Eprcs':cm; el

Q75 -525 Mt (95 %-105 %)

0,3038-0.3713 e g (90 Y-110 %)
00738 - 0,0413 yp/ MD (90 %110 %)

He fagee 0,4 LA
He bonee 0.5 9
He Goaee 0.4 5,
He Gones 0.4 44
He Gonee 0.4 9,
He 6onee 0,4%

He Gonee 2.0 %
He Bonee 2.0 ¢,

He Gopee 1.0 9,

Lkopocts kanenn pe fnes 2-x kangan/c
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10 % o7 epeapient MACCH

Orenonenne CYMMELTO nsace we Gonee yen
15 % or HOMUBBIbHOI Macew 101 101

B coornercrann ¢ Ph.Eur,

Ten: +33011 6660 )
Wakc: +39 011 9560 241
Ermany Coguines @aesica-ph. na.com

Wwwiw.sesica pharma.com
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Meperoy

L AESICA

” 1 A Comant Motk vene pany

CEPTHDHKAT KAUECTBA

25 mona 2019
KO/: C1A02901

HAUMEHOBAHH I Keusan
JNEKAPCTBEHHAS COPMA: Kang ans npuesta BRyTpL

NOBHPOBKA: Kanan 5 s Jlesouerupusim anroapoxnopuna / 1 ma
YITAKOBKA. 10 ma

[f.’ICTé'FIlIIHM HORTECPKRIADI0, Y10 pee ApuizRoeACTBE HkLIC CTLTIH Taunon CEPMIM TOTOROT HNPOAYKTA Gikacin RhITIORHEH K iy

NOTHOM COOTRETCTRIN 1peBoua s Haanewxaueii Hperssogerae inoii Hpakeisn (GMTYEC 1 n com BCTCTRIN ¢
l'{k_’ﬁ(il(itllﬂﬂhllt no LIL‘I'iIC'l'P&IIIH]I (‘TP-"H[.I-"("I'pﬂH Hll'lll.l‘l‘.'lllllt.

Konuuecrno: 34R48 nrr, Japer HETPHpOBAHHKIC Yehonia Npatiern: npu TeMmeparype ve srime 30 °C
B SAWHIIEHHOM 01 Ciera vecre

lara pousaoacion: 01/07/20) 9 Foaen po: 30/062022
Crpana; Poccns

Vaomomonenioe o

Dr. P, Pizzorni <loanucn>
Mcsia Papmackraniuana p.Aa. Ten: +39 011 9640 |
Bia Apeava 15 Takc +3901] 9660 244

10044 l"runuaminily_wu]

Email: enjuines Daesica-pharmg, Len wrams
HAranna

Www aesdca-pharma.com







