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JAEKJIAPAIIUSI O COOTBETCTBUM

AEKJAPAHT, IPUHUMAIOII AN JEKJAPALIMIO O COOTBETCTBUH

- 000 "KOCE ®apya Jlocucmuxe"

o : - s N
Ceedenus o pecucmpayuu opeanuzayuu: Medgicpationnan uncnexyus Pedeparvhoit Ha102060i cayoncbol Ne 46 no

2. Mocree 02.08.2010, OFPII 11077466101 80, oama npuceoenua OIPH 02.08.2010.

Adpec: 105082, 2. Mockea, lepegedenosckuii nepeyno, 9. 13, cmp. 21.Teaeghon:8(493)644-33-22
B auye: enepanvuoii dupexmop Yuenuna C.A.

Jloseperroe nuyo: Apuaym E. ., dogepennocms No JJ-KODJI-12 om 02.08.2018 -

3ASBJISAET, UTO
Aexapemeenrioe cpedemeo: Keusar madaemwu nokpeimvie nienounoi o6orouxoit 5 me 10 wm., YHakoexu

S.rl., Via Praglia 15, I - 10044 Pianezza (TO), Italy, koo OKII/12 21.20.10.256, koo TH B3] 3004900002,
konmparm Ne LOG/RU/FA/2011 om 14.01.2011, unsoiic Ne 90000965 om 19.07.2019

COOTBETCTBYET TPEBOBAHUSIM

 TIN016137/01-191109 usa. No 1-4

AEKJIAPALTU S ITPHHSITA HA OCHOBAHUU
npomoxon ucneimanuit Ne H19-02845 om 26.07.2019 OO0 "HIJIC "Buomexnonozus", ammecmam

- akkpedumayuu RA.RU.21DMO4, Cepmugpuram POCC IT.OMI15.C82737 om 26.07.20]9

NATA IPHHATUS JEKJIAPALIMH 30.07.2019

AEKJAPALIHS JEHCTBUTEJbHA N0 3/.03.2023
R,

AvenRosbie konmypneie (1), nauxu kapmonnsie, PY No IT N0OI16137/01 om 19.11.2009 f0oama nepeoghopmaenus
PY 08.07.2014) estoano FOCE @apuiun C.A., cepus 273332, napmus 60120 ynaroeok, 200en 0o 31.03.2023,
| npouseodcmsa OCE DPapun C A., Ulseinyapus, UCB Farchim S.A., Z.1.du Planchy, Chemin de Croix
Blanche 10, CH-1630 Bulle, Switzerland / Diicuxa @apuacviomurans C.p.a., Hmawus, Aesica Pharmaceuticals
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Yo CBEJEHHMS O PETUCTPALIUU
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OPI'AH 11O CEPTH®HUKALIMH, 3APETHCTPHPOBABILI M AEKJIAPAITHIO

POCC RU.0001.11®PMI5 OPTFAH 110 CEPTHOHKALIHH ITPOAYKIIHH OBLIECTBO C
OFPAHHYEHHOH OTBETCTBEHHOCThIO "OKPY;KHOH HHEHTP KOHTPOJIS KAYECTBA Y
adpec opzanuzayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, am. 5, nom. I kom. 1., aopec opzana no

cepmucpurayuu: 143581, Mockoeckan o6racme, Hempunckuii paiion, dep. Jlewnoso, 0. 248, cmp. 1, men.:

(495)640-96-69, (495)787-92-78 se6-caiim: OUKK. pe.

JEKJIAPALIUSI O COOTBETCTBHUHU 3APETHCTPHPOBAHA ¥ POCC RU A-ITOM15.A4.20028/19
JATA ‘;,, PALIUH 30.07.2019
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CEPTHOHUKAT KAYECTBA

coorreTeTRYET TPElYeMuIM CIEIMHKAIMIM, NPEJICTARIEHHBIM HIDIE!

Cnempnduxanun KOCB
OAPAMETPBI

Onucanie

Coaepsxanue soa(
Cpejuas macca

Ortrenoteiie oT cpeaHeii Maccs:

JToMHHHOCTS!

- IMruapoxaopyaa JEBOLETHPBIHA
- Jlnoxcuta tirada (E171)
KosnuecTseHHoe ONPCACICHHE:

- JIruApOXNOpHA IEBOLETHPHIIHA
[Hocroponinie MpHMECH:
n-xnopBeH3rMAPHNITHICPAIHH
n-xnopGensruapon
n-xnopGeusdieHon

HenpenriQunposaHHble NpHMecH

Cymma npuneceit

Dpup 1
Ddup 2

Pactoopenne
MuxpoBuonoruycckas uncrorall

(M- reetupyeres kanasn 10-1 cepus

CEPTHOHKAT AHAJIH3A Ne 201902059
CEPHA: 273352

CHENHDHKALIMHA PE3VJILTATE]

Bensie man noutH Geasie, opaabHoil  (opmbl

TabneTky, HOKPLITEIC MACHOUHOM ofonoukoit. Ha

ofHoii cTopone TabNeTKH BLIJBBAECHE MAPKHPODKA

"y CooTBETCTBYET

He Bonee 6,0 % Ha srinyck 4.7 %

103mr+=7,5% 103 mr

[pouenTHoe OTKIOHENHE OT cpeanch Macchn:
1"-‘7,5 Yo

TlonoxuTennhblit pe3yInTaT
TTosoKHTENbHBIH pe3ynsTaT (CCH TECTHPYETER)

4,75 mr 210 5,25 Mr/ Tab.
He 6onee 0,3 %

He 6onee 0,2 %
He 6onee 0,2 %

He 6onee 0,2 %

He Gonee 0,8 %

He 6onee 0,2 %

He Gonee 0,2 %

Q =75 % yepes 30 MuH.
[To nopmarnram USP
(yponers 2)

Ph. Eur. (5.1.4)

-22%+12%

CootserciryeT
He npumenumo

4,99 mr/rabinetka

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

He mopnaercs
ONPEHENCHUIO

He nojuyiaercs
OnNpEACNCHHIO

He nopnaercs
ONpPeAeICHHIO

<0,05 %

94 % 101 %
99 % 92 %
97% 91 %
He npuMenumo

Hactoauum TOATREDOIK/IALO, YTO JaHHaA CEpHA npoayKra Obina TIpON3BEJIeHa B IIOAHOM COOTBETCTBHH

TpeGosaHHAMH Haanenemedi Tpowssoacreennoit Ipawrikn (GMP) EC 1 b cootneTcrnitk ¢ TPeHOBAHMAMM 110 PErHCTPALMH

CTpAHLI/CTPAN HAIRAYEHHA,

Ipowssopwrens: I0CE @apuimm C.A., Ulselinapus

Jlara npousnoacrna: 17/04/2019
Tones no: 31/03/2023

3aperucTPHPUBAIHLIE YCIOBHA XPAKCHHUA: XPaHHTL 1IpY TEMINEPATYPE HE BHING 25 OC; XpanunTh B CyXOM MECTE.

Crpaua: Poccus

Diewica Wapaacnioriwans Cop.a.
Bia [panes 15

10044 Ipaneiwa (TO)

Hranna

Ten; 439 011 9660 1

Dr. M.G. Valle
dapmauesT, YIoIHOMOYEHHOE JIHUO
<lloanuce>

Hitann 7 ¢
dake: 139 011 9660 244 w3
Email: enquiries(@aesica-pharma,com
www.acsica-pharma.com




