JEKJIAPAIIUAST O COOTBETCTBUH

‘ AEKJIAPAHT, MPHHUMAROIIUNA JEKJIAPALIUIO O COOTBETCTBHU
000 "IOCE Dapya Jlocucmurc”
Ceeoenus 0 peucmpayuu opeanusayuu: Mexepaiionnas urcnexyua @edepaivnoll nano206oi cayxcoer No 46 no
e Mocxkee 02.08.2010, OFPH 1107746610180, dama npuceoenus OI'PH 02.08.2010.
|| Aopec: 105082, 2. Mockea, [lepegedenosckuil nepeyaox, 0.13, cmp. 21. Texepon:8(495)644-33-22
| Bauye: Teneparsuvti oupexmop Yuenuna C.A,
| Josepennoe nuyo: Apnaym E.d., doeepernocms J-IOD-12 om 02.08.2018..

|
|
|

SASBJISIET, YTO

Aerkapemeennoe cpedcmeo: Keusan maiemsu noxpeinisie nienounoi oborouxoti 5 sz 10 wm.. YRAKOBKU
Auelkossie kounypusie (1), nauxu kapmownnwie, PY Ne I NO16137/01 om 19.11.2009 (Oama nepeoghoprienus
PY 08.07.2014) svioano FOCE ®apwuv C.A., cepus 273355, napmua 20160 ynaxeeor, 2oden do 31.03.2023,
npoussoocmea IOCE Papununt C.A., Ulseiyyapus, UCB Farchim S.A.. Z.1.du Planchy, Chemin de Croix

| S.rl, Via Praglia 15, I - 10044 Pianezza (TO), Italy, koo OKII2 21.20.10.256, koo TH B23/] 3004900002,
konwmpaxm Ne LOG/RU/FA/2011 om 14.01.2011, uneoiic Ne 90001088 om 23.08.2019

COOTBETCTBYET TPEBOBAHHSM

IINOI6137/G1-191109 uzm. Ne -4

AEKJIAPALLUA ITIPUHATA HA OCHOBAHHHU

npomoxoa ucnavimanui Ne 13821 om 02.09.2019 HJI 000 HI] "®APMOEOPOHA" ammecmamn
axkpedumayvu POCC RU.0001.21®JI40, Cepmugpuxam POCC IT.OMI5.C84781 om 03.09.2019

JATA IPUHATHS AEKJAPALIUM 19.09.2019
; ﬂElgW@[?}g@gEﬁCTBHTEJIBHA A0 31.03.2023
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"« CBEJEHUS O PETHCTPALIMA

|
| OPTAH IO CEPTU®HUKALNH, 3APETMCTPHPOBABUINH AEKJIAPALIHIO
POCC RU.0001.11®M15 OPTAH IO CEPTH®HKALIHH HPOAVKIHH OBIECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHO HEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuu. 115280, 2. Mockea, ya. Macmeprosa, 0. 4, sm. 3, nom. I, kou. |, aopec op2ana no
cepmugpurayuu: 143581, Mockoeckan o6iacme, Hempunckuit paiion, oep. Jlewkogo, 0. 248, cmp. 1, mea,:
(493)640-96-09, (495)787-92-78 ge6-caiim: OURK.pep.
| AEKJIAPALIMSA O COOTBETCTBHU 3APETHCTPHPOBAHA N POCC RUA-ITOM15.4.22891/19

JATA PETHUCTPALMH 19.09.2019
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Blanche 10, CH-1630 Bulle, Switzerland / 3icuxa Dapmaceiomuranz C.p.n., Hmawsn, Aesica Pharmaceuticals
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CEPTHOUKAT KAYECTBA

COOTBETCTAYET TpeOyeMbiM CIEEE.!H(IJI—IKEU.IMM, NPeACTABNIEHHLIM HIKE:

Creurduxann KOCB
[APAMETPLL

Onucanne

Couepscanie voup'
Cpeanan Macca

Orinonzhie 0T cpeanedt Maccl

[outunocb:

- durunpoxnopisa neBoueTHpiiHa

- lluoxcipa Turana (E171)
Koniuectaentoe onpepencuue:

- Jnruapoxnopuaa nesouctupizia
[loctoposine npumecu:
n-xﬂnpﬁeInr'tulpll:mlmepmnn
n-xnopbensriapon
n-xnopbemderion

Hennewrupuunposanisie npinecit

Cysma npumeceii

Dinp 1
Dhup 2

PacrBopanie
Mukpo6uonoruscexan uncrora”

U tecTupyercs kaxaas |0-a cepus

CEPTHUDOHKAT AHAJIM3A

CHEIH®HICALIHH

Beavie wimn nowrn Geawvte, onanuhoil (hopmbt
TAGACTKH, NOKPLITLIE NACHOMHOI 060 oukoi. Ha
OfLHOT cTOpOIE TABACTKI BhIJABNEHA MADKIPOBKA
l'\!f"

He Guiiee 6,0 % na swinycex

103 Mr+75%

[Tponeimnoe otkaoneie o1 epetelt Macch!:

+7,5 %

Honoxcureawusli pesynurar
Monoxrennustit peayanrat (ceam TECTHPYETCA)

4,75 mr no 5,25 mr/ Tad.
He 6onee 0,3 %,

lle Gonee 0,2 %
He bonee 0,2 %

He Gonee 0,2 %,

He Gonee 0,8 %

He 6onee 0.2 %,

He Gonee 0,2 %

Q=75 % uepes 30 muu.
o nopmarigam USP
(ypoBeHs 2)

Ph. Eur. (5.1.4)

[Meperon

23 momn 2019 v,

Ne 201902304
CEPHSI: 273355

Cootsercinyer
4.8 %
103 Mr

=2,6% +34 %

CooTeerciByeT
He npumennso

4,89 mr/tabnetka

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

He nonaaetca
OMNPCACHCHHIO

He nomaercy
onpeneneniio

lle nopaaercs
ornpenciieH K

= 0,05 %

43 % 101 %
96 % 95 %
97 % 102 %

He npusctnmo

Hacrosuum noatsepsicaar, 1o nanmas cepia nponykTa Geina NPOH3BEIEHA B 1OJHOM COOTBETCTRIN

Tpedopanmanmm Hanekauteii Iponanoacteeniioii [partukn (GMP) EC

c1\pm1hl:‘crpaﬂ HaznayeH .

Mpowssoantens: KOCE ®apumm C A, LUaciiuapiis

Hata npowussoacrea: 18/04/2019
I"oaen no: 31/03/2023

3apeructpuponaimivie yenoous xpaneins: npi reMneparype tie suie 25

Crpana: Poccus

Jienwn Qapuackiotnwan C.p.a.
B [Mponwa 15

10044 Nuanewuns (TO)

Hranus

C 1 cyxom mecre. 2
Dr. Paclo Pizzorni
Dapsatiest, Y 1oaHoMOuSHEOE AN

<Moanmncy>

Ten: +39.011 9660 |
Dake: 132011 9660 244
Email: enquiriesiaesica-pharma com

www aesiea-pharma.com
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