JEKJIAPATIUA O COOTBETCTBHUH

| JEKJAPAHT, IPHHUMAIOIIHUHA JTEKJTAPAIIMIO O COOTBETCTBHH
| 000 "HOCE Qapma Jlozucmuxce”

Ceedenua o peeucmpayuu opeanusayuu. Mexcpationnas uncnexyus Pedepaivloi Ha1020601 cAYucabr No 46 no

|2 Mockee 02.08.2010, OF'PH 1107746610180, oama npuceoenus OFPH 02.08.2010.
Adpec: 105082 2. Mockea, Hepesedenoecrkuii nepeyrox, 0.13, emp. 21 Teregpon:8(493)644-33-22
B ouye: Fenepanenenit dupexmop Vutenuna C.A.

- Hosepennoe auyo: Apnaym E.D., dosepennocmp J-I0D-12 om 02.08.2018e.

| 3ASIBJSIET, HTO

aekapemeennoe epedcmeo: Hoomponua, pacmeop oas auympueennoco asedenun 200 ve/ma, avnyast 3 i (6),
OO0 LL naGemuroasie (2), nauku kapmoiinsie, PY No TT NO14242/01 om 28.03.2009 (dama zavennt PV

07.11.2017) emodano HOCE Qapvia C.A., cepus 19G2Y9, napmus 14979 ynarosor, cooen do 30.06.2024,

npouzeodcmea Icuka Papsacviomurans C.p.r., Hmaws, Aesica Pharmaceuticals S.rl.. Via Praglia. 15 -

10044 Pianezza (T0), ltaly, koo OKITJ2 21.20.10.236, koo TH B3 3004900002, konmparxm No
- LOG/RU/UCB2011 om 14.01.2011, uneoiic Ne 90008123 om 18.10.2019

COOTBETCTBYET TPEEOBAHUSIM

[T NOT4242/01-280509 (HT 42-1549-08 wzn. No [-4)

JNEKJIAPAUMS ITPUHSITA HA OCHOBAHHHU

| nporokon ucnetmanuit Ne 19300 om 29.10.2019 HJT OO0 HI] "©APMOEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21¢0J140, Cepmudgpuxam POCC IT.OMI15.C89116 om 30.10.2019

JNATA TIPHHATHA NEKITAPALIMU 02.11.2019

- AEKJIAPAUMS JENCTBUTEJIBHA J1O 30.06.2024

MIT w0 y'!._-'

AL Apuayt E.OD.
- oertapann MOANUCH ®.N.O

CBEJEHHSA O PETUCTPALINUA

: OPI'AH ITO CEPTH®HKALHH, 3APETHCTPUPOBABUIHIA JEKJIAPALIMIO

POCC RU.0001.11DM15 OPTAH 110 CEPTHOHKALIHH ITPOAVKLIHH OBIIECTBO C

| OFTPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPVKHOMH LHEHTP KOHTPOJIS KAYECTBA"

aopec opeanusayuu: 115280, 2. Mockea, y1. Macmeproea, 0. 4, am. 5, nom. I, kom. 1., adpec opeana no

|| cepmugpurayuu: 143381, Mockosckas oGracme, Hempunexuit paiion, oep. Jewxoso, 0. 248, cmp. 1, mea..

(493)640-96-69, (493)787-92-78 eeG-caum: oyxk.pe.
JAEKJAPAUHA O COOTBETCTBHH 3APETUCTPHPOBAHA N POCC RU A-1T.MMI5.4.26648/19

- JATA PEPHCTPAMNM 02.11.2019
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CEPTHDHRAT KAMECTBA
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Koumecrsennoe aripenenenie.

- Hipauerasa

Nocroponnue npuseen
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- CAMMHY Ay NEHACHTHMIpORa 1A, npusech
S C¥MMaA npuMmece;

Mexarimeckne BEMOYEHI
Crepunumocry,
Bak repmaim e FHAOTOKCHHBI

o orimmeng K Comepmamn nupanerasa
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[pospaymnmi Becuperi pactsop
5,3-6,2

Honoxwurenpmpi BIAX
F]ommurrcnului'r MK

190 - 210 Mr/an
He Goaee 0,20 24+

He Bonee 0,20 %*
He Gonee 010 1y
He Gonze 0,50 o5+

i COOTRETCTRHY ¢ By
Crepitaen
He Goaee 5.8 KOE/y

Hepeano
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0,10 9

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

(‘noTnercray:r
Crepuaen
< 1,2 KOE/my

|'lﬂl.}'f‘(lilllllﬂ\| fIO,’I'l'BL‘DJK.?mD. T nee 2T npou‘.mt)ucrna Cepim roTonoro npoayira Gutan tulinomierw p nanmom

CROTRETCTRUL ¢ THefoRA 1 any Harnescnmeii
Perucrpaig CrpanieTpan HATHACHIg,

Hnpon ROJICTHE HHOM[

ApakTuicw  (GMP) R Tpeforams My o

Rosnuecruo: 14979 1y Saper HCTPHPOBANKLIE Ve10k Iy XPAHEHMR. XpayyTs npu
TEMMEPaTYPe He Bre 30 0C

Jara npoM3BOACTRA: 29/07/2019 Foaen no: 30/06/2024
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