AEKJIAPAIIUA O COOTBETCTBUHA

; AEKJAPAHT, IPHHUMAIOIIHUH JTEKJAPALIHIO O COOTBETCTBHH

| | 000 "KOCE Dapua Josucnuwe"

3apeeucmpuposano : Mexcpaiionnas uncnexyus GHC No 46 no o. Mocxee OI'PH 1107746610180 om
[ 02.08.2010

| | Aopec:105082, 2. Mocwaa, lepesedenosckuit nepeyvior, 0.13, cmp. 21 Tenechon:8(495)644-33-22

' B nuye:Tenepanbnwiii oupexmop Ilamoura Jlyoex

| dosepennoe nuyo: Apwavm E. ., oosepennocmy NoJJ-FO®II-2 om 10.01.2018

JASIBJISIET, YTO

| Aerapemeennce cpedcmeo: Hoomponun pacmeop ona srympusentiozo egedenus 200 smelw, avnyast 5 ama (6),
| noddousr miacmuxoesie (2), nauxy kapmonnvie, PY No IT NO14242/01 om 28.05.2009 (dama sasens PV
07.11.2017) svioano KOCE dapvia C.A., cepust 1809, napmust 5586 ynaxoeox, 200en do 31.03.2023,
npouseodcmea icuxa Papyacviomuxans C.p.a., Hmaius, Aesica Pharmaceuticals S.r.l., Via Praglia, 15 -
10044 Pianezza (TO), Italy, koo OKIL/]2 21.20.10.236, koo TH B3] 3004900002, Koumparm No
LOG/RU/UCB2011 om 14.01.2011, unsoiic Ne 90002780 om 26.06.2018

COOTBETCTBYET TPEBOBAHHSIM

| | [TNO14242/01-280509 (HI 42-1549-08 s, No 1-4)

AEKJIAPALIMS TIPUHATA HA OCHOBAHHUM

npomaron ucnotmanui Ne H18-03780 om 03.07.2018 000 "HLJIC "Buomexnonoeus”, ammecmam
axxkpeoumayuit RA.RU.21DMO4, Cepmugpuxam POCC IT OMIS. CE60397 om 03.07.2018

| } JAATA IPHHATHS AEKJIAPALIMU 05072018

KJIAPATIS IENCTBUTEIBLHA 10 31.03.2023
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CBEJIEHUS O PEIT'UC TPAIIUN
OPT'AH 110 CEPTHOHKAIIMM, 3APEIHCTPHPOBABLIHI AEKJIAPALIMEO

|| POCC RU.0001.11DM15 OPIAH [10 CEPTH®HKA UHH ITPOAVKIIHH OFLIECTBO C

‘ ‘ OFPAHHYEHHOH OTBETCTBEHHOC TbIO "OKPYKHOH IIEHTP KOHTPOJIS KAYECTBA",

| adpec opeanusayuu: 115280, - Mockea, yr. Macmeprosa, 0. 4, m. 3, nom. I, kox. 1., adpec opeana no
cepmupuxayuu: 143381, Mockoscras oGracme, Hempuneruit paion, dep. Jlewrwoso, o, 248, emp. 1, mea.:

(495)640-96-69, (495)787-92-78 geb-catim: OYRE.Ph.

AEKJIAPALIN A1 O COOTBETCTBUM 3APETHCTPHPOBAHA M POCC IT. DMI5.461230

. HATA PETUCTPALIMM 05.07.20/8
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A\ AESICA

= Lonsert Maehoat

CEPTHOHKAT KAYECTBA

KOJ1: CIA02909

HAMMEHOBAHHWE: HOOTPOIIWU.I
JIEKAPCTBEHHAS MOPMA: Pacrrop s wirbermuii
JO3HPOBKA: 11 /5 mu

YTTAKOBKA: § M

Cooraetctayer tpeGosaniay cricimduranmii, HPCICTARICHHBIM HIAC;

CEPTH®HKAT AHAIM3A

Ilepesod

18 man 2018

Ne 201801642

CEPHSI: 18D09

TAPAMETPBI | ( !IHIHQH}\AIU‘]H l PE3Y.) IbTAlhl
Buet:n nit B [Ipmpwnhm BeciBe Tt pacmop Comuuunvur ‘
pH ; 5.3-6.3 5.8 ‘
[oaauinocTts: Honokurensisii BIKX Honoxurenno
- nupaleTaM | Honosurennunit MK Honoxutenso
Koauucersennoe onpenencine: ' |
- nMpareTam i 190 - 210 wmr/mn | 198 mr/mu

1 i
[octoponnite npumecy
- 2-nupponuaoH-N-yKCycHas kneioTa | He doiiee 0,20%* < 0,10%
-2,5-(nokco-1-nuppoiuinsn:) YRCyCHas i
KHCJI0Ta | He Gosce 0,20%* I <0,10%
- CARHIMHAS HeHACHTHhUILIPOBAHIAY IpHMECE { He Gosee 0,10%* | <0,10% ;
= CYMMi IPHMECCH | He Bomee 0.50%* <0,10% ‘
‘Vlcxmul{ccxuc BRIONUCHNSA (m)mcu.rs) eT } @ (oommcraycr
CrepunsHocts | Crepus neH Crcpﬁ,lcn
bakrepuansibie MA0TOKCHIBI Ilc Gosee 5.8 h()! M <12 KOE/ f\d,z J‘

*o oTHOWCHHIO K Coepkanio nupatctara

ﬂaCTOHIllHM NOITRCPAAAIO, YTO BCC OTalibl HPOUIBOICTBA CCPHHE TOTOBOIO NPOAYKTa ObLIH BbIIOJIHCHBL B 11OJIHOM

coorReTCIBMN ¢ Tpebonanuami Hagaesameii  nponssoiacteennoii npaktiukn (GMP) EC wn rpeGosanimavu 1o
Peructpawmn crpanni/crpan nasnaucnns.
Konuuccrso: 5586 wr 3aperncrpuposannsic yeionis Xpauerus: Xpanuth He srime 30 °C

Hata npoussosicrea; 09/04/2018 [ozen no: 31/03/2023

Crpana:  Poceuiickas dencpauns

YHOIHOMOMCHHOE M1 No KauecTBy
Dr Paolo Pizzorni [loanuek

Difenka apyachioTikais ¢ Tea: =39011 9660 1 1LITasti
Bua lpanus, 15 - 10044 1naneina
(Typun)  Hrazus

Jaesica-pharma.com
www.aesica pharma.com

Clual



