JEKJTAPALIUSI O COOTBETCTBUU
AEKJIAPAHT, IPHHUMAK NN JEKJAPALIMIO O COOTBETCTBHH

000 "HOCE Mapya Jocucmure”

Sapeencmpuposano . Mexcpaiwonnas unenexyus GHC No 46 no . Mockse OFPH 11 07746610180 om
02.08.2010

Adpec: 105082, o, Mockea, Tlepeseoenoscruii nepeyiox, 0,13, emp. 21 Terehon:8495)644-33-22

B e Tenepaivnmit oupexmop Yiuenuna C.A.

Hosepennoe auyo: Ipukuna B.M., dosepennocmn Ne J-FODI-5 om 17.0] 2018

JAABISIET, UTO

Aerapemeennoe cpedcmeo. Jupmex kaniu o npuesa enympo, 10 ste/ra (haaxon ¢ kpotukoi kaneasnuyets) 10
it (1), naviku kapmonnwie, PY Ne [T NO11930/01 om 29.05.2007 (oama savenst PY 10.01.2017) ewoano KOCE
Daparnt C. A, cepust 18E29, napmus 185856 ynaroeor, coden do 30.04,2023, npouzeoocmea icura
Dapuacviomuxars Cp.a.. Hmawa, Aesica Pharmacenticals S.R.IL. Via Praglia, 15 - 10044 Pianezza (TO),
ltaly. koo OKIT/2 21.20.10.256, k00 TH B3] 3004900002, kowmparxm Ne LOG/RU/FA2011 om 14.01.20]1.
unoie Ne 90001120 om 03.08.2018

COOTBETCTBYET TPEBOBAHUSM

[INO11930/01-290507 (HJT 42-2515-05 wzn. Ao 1-3)

JEKJIAPALIMS ITPHHSATA HA OCHOBAHUH

npomokon ucreimarnui Ne H18-04481 om 17.08.2018 OO0 "HIUIC "Buomexnoaosus " ammecmam
arkpedumaiuu RA.RU.21DMO4. Cepmucpunam POCC IT OMIS.C62988 om 17.08.2018

AATA IPUHATHS AEKJAAPALLAM /7,08 20/ 8
JAERJAPALIMSA AEHCTBHTEIBHA A0 30.04.2023

- - SR (S lpnwkmna BM.
Dergapaeny - : MOANKUCH D.H.O

OPTAH O CEPTUOUKALIH, 3APETHCTPHPOBABLLHIT IEK/IAPALIMIO

POCC RU.0001.11DMI5 OPIAH 110 CEPTHDHKALHH TPOIVKIIHH OBIECTBO C
OFPAHHYEHHOR OTBETCTBEHHOCTHIO "OKPYKHOH ITEHTP KOHTPOJIS KA YECTBA",
aopec opeawuzayuu. 1135280, o, Mocrea, ya. Macmeprosa, 0. 4, sm. 5. now. I kou. 1., aopec opeana no
cepmugpuxayuu.: 143581, Mocrosexan odracme. Hempuverxuit paiion, dep. Jleuroso, 0. 248, cmp. 1. men.:
(495)640-96-69. (495)787-92-78 eeb-caiim; OYRK. pefr.

AERJIAPALLMSA O COOTBETCTBHHU 3APEITMCTPHPOBAHA M POCCIT, OMI15.163831

AATA PEFUCTPAITMM /7.05.207 %
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CEPTHOHKAT KAUYECTBA
KOJ: C1A02902
HAUMEHOBAHWE: 3UPTEK
JAEKAPCTBEHHA S OPMA: Kawim i npuesma BHYIpHL
HO3HUPOBKA: 10 mr Herupusina anrwipoxaopuaa /1 wma
YTIAKOBKA: 10 ma

Coorserersyer rpedosanisy CHCHUMOHKAIL, IPe/CTABACHIRIM ke

CEPTH®HKAT AHAJIM3A

Hikponug

26 mions 2018

CHENMOHUKALIMH

HAPAMETPBI
Oncanme

Ornocureibuas niotiocrs,
pH

Heitmunoets akrunsoro BCLICCTRA:

Lempuonna AHPHIPOX 0PI (BKX)
- Hemmpisina anrnipoxiopuia (TCX™)

Haamune concepsanioa:

- Meruanapariposeubenioar

- Hponsnmaparuporesbenoar
Couepwarie axrusuore senecrna
- Uerpunina JMruapoxiopuia

Couepwarine KOHCCPRANTOR
- Menwnzpariupoxentenoar

- Hpomitiaparnaposentcrson

Hpuween:

- =xa0poGenaruipo

- Hxaopobensodenon

= 2pup rmaepuna

- HPOMILICE KO8 Iup |

- HpomsLIeH KOs Y 2

- HEOLIPCAC ICHH LIC llpu.‘l'\"!\"l‘hl pacuau;-
- CYMMA UPOIYKTOB paciaa
Koueepaupylomue setee rsa:

- I-CHApoKeHbeiolinag kuciora

Aoza n oopoanocty, 1o poBaHNS
Cropocts kanen

Orxonense cummanoii 1os:
Orritonenne eymamr 10 wace
Hosmunasm i o6nen'™

Mukpobitosoriveckas HHCTOTA
"Ecan tectupyercs

Ditenra Gapymackiorigirs Cipan

OB1uectso ¢ orpannscnioi OTHETCTBEHHOC TBIO

Dicuka Gapmacniotikar i il
Hpuamiecknii axpec: Bua lpass, 15
10044 [ Thavera (Typun) Hrazus

Ne201801995

CEPHSIL 18E29

CHEHHOUKA LMY PE3VIILTATEI
Tpopaunas Gecusernas xuakocth co caerga CIAZIRNNM Coorsererayer
BKYCOM M FOPBEMM HPHBKycOM

1060 1o 1,100 1,092

4.5 -55 49
Hpueyrersyer (BIHX) Cooreercrayer
Hpueyrersyer (TOX™) Coorrercrayer
Hpucyrersyer Coorsererayer
Ipueyrernyer Cootsercrayer

10,0 sr/sn
Hpeiean: 95,0

1,35 mrima

Hpesenst: 90,0
0.15 1:1
Hpenensi: 90,0

He Goaee 0,2 %
He Goitee 0,2 9,
He Goiee 0,2 %
He 6oace 0,2 9%
He 6o:tee 0,2 %
He Bouee 0.2 4%
He Goaee 1,0%

=

He Goitce 0.5 %

Cropocth kaneis ue Gonee 2.x Kallenn/cexynay

100 srvsen

105,0 %

1,354 mr/mn
110.0 %

0151 mi/mn
110,0 %5

<0.10%
<0,10%
< 0,10 %
<0,10%
< 0,10 %
<010 %
<0,10 %

< 0,20 %

2 KaIum/cex

Orx:roncitne emnisnoi o He Boctee wenm 10% o cpeiMei -3%
MACCHI 3%
OTkioHeHe cymybr 10 vace He Boee wem 15 % or 2%

HOMEHAILHOH Macent 101w 03

He smenee yrasannoro wosunaznmoro obuesa

Coorserernyer
Coorsercrayer Ph [ur.

Coorserernyer

Tea: - 39011 9660 |
Dake: = 39011 9660 244 Hiramn
Email: enquiries( agsica-phanna.com

www. aesica-pharma.com
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CEPTUO®HKAT KAYECTBA
KO/ C1A02902
HAMMEHOBAHWE: 3UPTEK
JEKAPCTBEHHAS ®OPMA: Kawau JLIH IpHeMa BHYTPL
JO3HPOBKA: 10 mir Herupusnna anewapoxaopuaa /1 s
YIIAKOBKA: 10 ma

Hacroaumm nogsepsiaio, yro see TIPOHIBOACTBCHNBIC T4 AAUHOH COPUI IOTOBOID NPOAYKTE OBLIH BLIIOIHCHB! B 110:1HOM
coorsereTivm ¢ rpebosannamu Haviewameii Ilponssoncreennoii Hpaktukn (GMP) EC u coorsercTann ¢ TpebosanuavMy o
PCTHCTPAILMH CTPAHBY/CTPAH HA3HAYCHMS,

Kounueerso: 189 728 yn. Japeructpuposannme YCAOBHH XpancHus: Xpanuts npu reMueparype ne abiue 25°C
Hara npoussoncrsa: 29/05/2018 lones no: 30/04/2023

Crpana: Poceus

YioasoMosenoe o

Dr. P, Pizzorni <Moanunes>
Ditenxa DapmackioTikg Cpa Tea: = 39011 9660 |
OBuiectso ¢ orpamnicnioii orpe TCTHEHHOC T IO Dakc: + 19011 9660 244 Ulramn
Ditcuxa GapmachioTnra Huatieres Email: g_qgw;jgs_f’g,;:ﬁiaa-phamg.‘_l_g)m
Opuanucexuii anpec: Bua [pasing, 15 www. aesica-pharma.com

10044 Nusnenna (Typun) Mrazms






