e

- JIEKJIAPAHT, IIPUHUMAIOUIMIT JIEKIAPALLMIO O COOTBETCTBHH
000 "HOCE ®Papma Jlocucnmune”
Caedenus o pezucmpanuu opearusayun: Mesicpationnan unenexyus Oedeparsnoi nai0eo60i cavoiconr No 46 no
2 Mocxkee 02.08.2010, OI'PH 1107746610180, dama npuceoerus OFPH 02.08 2010
| Aopec: 105082, o Mockea, ITepeaedenoscxuil nepeyiox, 0.13, cmp. 21. Tereghon:8(495)644-33-22
B ruye: enepanvnviii dupexmop Vuwenuna C.A.
| | Hosepennoe tuyo: Apuaym E. ., doeepennocme J-FOD-12 om 02.08.2018> ‘

| BASIBJBIET, UTO |
| aekapemeennoe cpeocmeo: Keusan, magiemu RORPLINbIE NIEHOYHOU 000104kl 5 ate 7 wn., ynaroexki .
Auenkoevie konmypuvie (2), nawku kapmonnvie, PY No IT NO16137/01 om 19.11.2009 (dama nepeogopienun

PY 08.07.2014) ewioano I0CE Papuun C.A., cepust 273361, napmust 80640 ynaxoeox, 200en do 30.04.2023, ‘

| npouseoocmea KOCE Dapuin C.A., Ileeiyapus, UCB Farchim S.A.. Z.1.du Planchy, Chemin de Croix ‘
Blanche 10, CH-1630 Bulle, Switzerland, / Jircura Papvaceiomurans C.p.a., Hmawus, Aesica Pharmacenticals
S.zl, Via Praglia 15, I - 10044 Pianezza (TO), Italy. koo OKITA2 21.20.10.256, koo TH B3I 3004900002,
xonmpaxm Ne LOG/RU/EA/2011 om 14.01.2011, unsotic Ne 90001202 om 20.09.2019

- COOTBETCTBYET TPEEOBAHUSIM

| TIN0I6137/01-191109 usm, No [-4
AEKJIAPALIMS TIPHHSITA HA OCHOBAHHM

| npomoron ucneimanui Ne 13701 om 30.09.2019 HIT OOO HI{ "®APMOBEOPOHA" ammecman
axxpedumayuu POCC RU.0001.21 @140, Cepmugpuram POCC IT.OM15.C86540 om 01.10.2019

- AATA IIPUHATHS JAEKJTAPALUMMU 04.10.2019

' AEKJIAPALIMS AEUCTBUTEJABHA 110 30.04.2023

M.IT.

dexaapanni NOAINHCE d.H.O

| CBEJEHMHS O PETUCTPALIUU

OPTAH 110 CEPTU®UKAIIHUM, 3APETHCTPHPOBABII Ml AEKJTAPALIUTO

POCC RU.Q001.11DMI5 OPFAH 1O CEPTH®HKA LH NTPOAVKIHH OBLECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOL UEHTP KOHTPOISA KAYECTRA",

| adpec opzanusayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 5. now. 1. ko, | ., aopec aopeana no
cepmuchuxayuu: 143581, Mockoeckas oracms, Hempunckuti pation, dep. Jlewkoso, 0. 248, cmp. 1, mea.:
(493)640-96-69, (495)787-92-78 ged-catim: OyKK.peh.

AEKJAPALHS O COOTBETCTBHHW 3APEIH CTPHPOBAHA e POCC RU -1T.OMI15.4.23887/19

AATA PECTUCTPALMM 04.70.2019
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CEPTHDHKAT KAYFCTBA

KCH3AJL (CIA02847)
Smr
Id rabaerok

LooTBeTCTEYeT rpebyeMuig cictndunaun, APCACTABICHHLIM Htice:

CEPTHGHIKA T AHAJIMIA

Ciicimfuxaiun FOCH
HAPAMETTPL!

CHEL b KALIMH
Beaie

Oimicane radierin, HOKpLITLIE

Ne 201902494
CEPHSL: 273361
PE3YIILTAThI

Han nourk Geawie, ovannioli hopmi
lnenounoit obagouroii, Ha

anHoli croposie Tabnetkn seinasiena MApKHpORKa

nyn
Couepixative nogp'"
Cpeanag macea

103 mr 1 7,50,

Orknonenie or CPCAHET MucCi i
5%,
Moannunocrs,:

= JIepoe IE]‘HII!IIIN[ A IUlllu.\JiU{)i-lflu
- THrana anoreuan (E171)
Konceruennoe ONPCACNEH HE;

Honownrennimi pesyinTat

- RO HOHAMG ||I'II,'I|IU‘\ Hopna
Nevtoponnne upisieci:
tEXpGeTHAPHA Iepasi)
n-xaopdeirsriapon
n-xaopdenupenoy

4,75 M a0 5,25 s 7

He Goaee 0,3 %
He Bonee 0,2 %,

He Gonee 0,2 %

Eanninioi HEHACH i poBu ot

He Sonee 0,2 %

npuMecs

Cymma npuseceii He Gouee 0,8 %
le donee 0,2 9%,

ipup |

He

” Oanee 0,2 %4

Jtpup 2 !

Q=75 % uepes 30 smim
Kpurepini npuesiesocn USp
{yposens, 2)

B coorrercrann ¢ . Eur. (5.1.4)

Pacinopenne

MukpaGuonoriveckas wicrory !

Ml rectipyeren asan 102y cepis
Hacraiuum HOMTBCPRUA, 110 jatiiay CEpHR Npeayk1a Buisia
PETHCTPALII CTPAHLI/CTPaN HATHAYCH NS,

Hpomssomirenn, 10OCH Dapuinn CA.
Hara npowssoncrea: 28/05/2019
FMones ao: 30/04/2023

Hlseiitgpis

He Goaee 6.0 % na mosenn BLIIYCKA

Hponenrioe otkionenie or CPEINC Maces!:

Monekirenuiii PEIYARTAT (et TecTupyceTes)

HpUIsEEaCHA
TpeGonanusa Haanes e Hpomssoacrsenioi Hpaktiin (GMP) EC n p CODTHETTTRINY ¢

CovTerctayer
4.8 %

103 mr

-1 0%+ 1,9%

Coursercrnyer
He npuvenin

4, 98 mrirabneria

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

He nosnaeres
ONPEACHCHING

He noanaercs
onpeaenening

He noanaercs
OnpeaeneHIn

< 0,05 %

Q6% BT %
94 % 95 %,
92% 929

He npometinno

B uinos COOTBETCTHHI ¢

TPCOORAHMIMI Fin

3aperucTpuposame YCAORIDE Xpaneting: Xpanniry pn TeMnepaType ue shime 25 %C 5 CYXOM MecTe

Crpaua: Poceny

Hicia Mapurcimsmany U )
ICpneonin anpee Bisa Mpaana 15
0044 Thanneyua (T3

Iranss

Tea 3601 9650 |
Bane <39 011 9660 244

Dr. M.G. Valle
Dapmauent, Ynonsomanenioe o
“Hoanuca =

Heaun



