JNEKJIAPAHT, MPHHUMAIOUIHI JEKJAPAIIHIO O COOTBETCTBHUH

000 "HOCE Papya Jlocucnuwe”

Sapecucmpupoeano : Mexcpaiionnas uncnesyus @HC Ne 46 no 2. Mockee OI'PH 1107746610180 om
02.08.2010

Aodpec:105082, 2. Mockea. Ilepesedenosckuit nepeyior, 0.13, emp. 21. Teredpon:8(495)644-33-22

B auye:leneparonstit oupexmop Vuenuna C.A.

Hosepennoe nuyo: Appaym E.@., oosepennocms NeJ-I0DJT-2 om 10.01.2018

SASIBJISIET, YTO

aexapemeenroe cpedcmeo. Keusan madiemxu ROKpointsie R1eHOWHON 00010uRON 5 M2 7 im., VAAKOGKU

avetikogvte Koumypuuie (1), nauxu kapmownnote, PY Ne IT N016137/01 om 19.11.2009 (0ama nepeogpopmaenus
PV 08.07.2014) ewioano I0CE ®apwun C.A., cepus 240161, napmua 20160 ynarosox. 200en 0o 31.12.2021,

npowseodcmea FOCE Gapuun C.A., Hleeimapus, UCB Farchim S.A., Z.1.du Planchy. Chemin de Croix

Blanche 10, CH-1630 Bulle, Switzerland, / Diicuxa ®apyvacwomurans C.p.1., Hmamws, Aesica Pharmaceuticals
| S.rl.. Via Praglia 15, I - 10044 Pianezza (10), Italy, koo OKITJ2 21.20.10.256, koo TH B31 3004900002,

xonmpaxm No LOG/RU/FA/2011 om 14.01.2011, uneoiic Ne 90000990 om 11.07.2018

COOTBETCTBYET TPEBOBAHHAM

| ITN0I6137/01-191109 uzm. Me 1-4

OEKJIAPAITUS ITPUHSITA HA OCHOBAHHHA
npomoxon ucneimanutt No H18-04015 om [19.07.2018 O0Q "HIIC "buomexrnonozun", ammecmant

| axkpeoumayiuu RA.RU.21OM04, Cepmugpuxam POCC IT.PM15.C62165 om 01.08.2018

’ JATA HPUHATHS NEKJTAPALAH 01.08. 2018

,:{EKJIAPA&ﬁﬁIL_EﬁCTBHTEJIbHA 21O 3):12.2021
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e CBEJIEHUSI O PETUCTPALIIN

OPI'AH 10 CEPTH®HKALMMW, 3APETHCTPUPOBABUIHI JIEKJTAPALIHIO

POCC RU.000L.11DMIS OPTAH O CEPTHOHKALIHH HTPOJVKIIHH OBL{ECTBO C
OFPAHHYEHHOH OTBETCTBEHHOCTbIO "OKPYVKHOH LIEHTP KOHTPOJIS KAYECTBA",
aopec opeavuzayuu. 115280, 2. Mockea, yi1. Macmeproga, 0. 4, am. 3, nos. I, kom. 1., adpec opeana no

: cepmuurayuu: 143381, Mockoeckaa oénacms, Hempunckuit pation, dep. Jlewroeo, 0. 248, ecmp. 1, men.:
(495)640-96-69, (495)787-92-78 ged-caium: oyxi.pgh.

AEKJAPALLUA O COOTBETCTBHUU 3APETHCTPUPOBAHA Ne POCC IT.®@M15.763008
JATA PETHCTPALLMM 07.08.2018
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CEPTHOHKAT KAYECTBA

COOTBETCTBYET TPEGYEMEIM CHCUH(HKALMAM, NPEACTADNS HHBIM HUKe:

Cremndumxawn 10CEH

Onucanue

Conepikanne pojsit!
Cpenuan mMacca

Otxnonenue ot cpemueit Maceh

HommurocTs:

- Anrupoxnopina nesoieTupusmta
- Anokeuna Turana (E171)
Konuuecrsennoe onpenencuue:

= ﬂlll'anOX;’leHﬂﬁ JIEHUIIBTTIPHJH Hd
[Tocroponine npumec:
N-X10pOEHITHAPHATTHIIE a3 H
n-Xs10p6eHsruaposn
n-xnuplensdenon

Henzenruguumposamisic npumecu

Cymma npumecei

3dmp 1
Soup 2

Pactropenne
MukpoGuonoruyeckas uncroral!!

- recrupyeres kakaas 10-5 cepus

Hacrosumum noatsepxaaio, uto nannas CCpis npo,
TpeboBanusvMu Hauexaimeii TIpousnoicTnenno

CTPEHBI/CIPAN HAHAYCHNS.

CEPTHOUKAT AHAJIU3A

CNEHHPHUKALIMHA

Benute wnn nourw Genwe, onanbhoil Hopmbl
1alIeTKH, NOKPLITLIE MACHOMHON obosoykoil. Ha
0IHOH cTopoNe TabNeTKn BhINABNEH MapKkHpoBKa
nyn

He Gonee 6,0 % nnn BBITTYCKA

103 Mr+ 7,5 %

[TpouenTHoe oTknosenme 0T cpejined Maccs:

+7,5 %

[Mpueyrernyer
Tpucyrersyer (ecau TECTUPYETCH)

4,75 M1 0 5,25 mr / a6,

He 6osiee 0,3 %
He Gonee 0,2 %
He 6oaec 0,2 %

He Gonee 0,2 %

He Gonee 0,8 %

He Bonee 0,2 %

He Gosee 0,2 %
Q =75 % uepes 30 Mun.
[To wopmarusam USP

(YpoBeHB 2)
Ph. Eur. 5.1.4

[ponssopurens: OCB @apuiy CA, [Lsediapus

Hara npoussoncrsa: 25/01/2018
Tonen no: 3111212021

Ne 201801179

CEPHL: 240161
PE3VJIBTATSI

CooTserctayer
4,2 %
102 mr

-28%+2,7%

CooTsetcTayer
He npumenumo

5,02 mriTab

<0,1 %
<0,10 %
<0,10 %

0,1 %

0,1 %

He nouaercs
onpejeneHuo
< 0,05 %

92% 99 %

96 % 92 %

93 % 97%

He uprmennmo

AYKTA OLINA NIPOMIBENCHE B [101HOM COOTBETCTBIH
Hpakruin (GMP) EC u 8 cootnereromm ¢ TPEOOUAHMAMM 10 perncTpalin

daperucTpuponannsie yeiomna xpanenus: Xpanure ve aviwe 25 °C; Xpanure n cyxom Mecre.

Crpana: Poccus

Jitenka Dapaaceioriram C.p..
Bua llpanea 15

10044 1narewa (Typin)

Wranma

Dr. P. Pizzorni
DapmalcsT, Y noanoMoYentoe niHio
<[loznuen>

Ten: +39 011 9660 |

Gake: +39 011 9660 244

Email: enquiries@acsica-pharma.com
www.aesica-pharma.com

Ilramn



