AEKJIAPAHT, IIPUHUM AOUL U AEKJIAPALIMIO O COOTBETCTBHU

000 "HOCE ®apya Tosucmuxe”

Ceedenus o pezucmpayuu opeanusayuu: Mexcpationnas uncnexyus Dedeparsnoi nar0060k cayaeont No 46 no
1 2. Mocree 02.08.2010, OI'PH 1107746610180, oama npucsoenus OF'PH 02.08.2010.

| Aopec: 105082, 2 Mocxea, Mepesedenoscruii nepeyaok, 0.13, cmp. 21 Tenepon:8(495)644-33-22

| B auye: Teneparsmbiii oupexmop Yuenuna C.A.

l Josepennoe 1uyo: Apnaym E.@., dosepennocms J-FODII-12 om 02.08.20] 8.

' 3ASBJISIET, YTO

| lekapemeennoe cpedemso: Keusan, mabremeu ROKpoImble NIEHOYHOU 00010uKOl 5 M 7 wm., ynarkosxu
AveUKosbIe KoHMypHovie (2), nayku kapmonnoie, PY No [1 NO16137/01 om 19.11.2009 (dama nepeogopmiaens
PY 08.07.2014) evioano IOCE DPapuun C.A., cepus 273361, napmus 80640 ynaxosox, 2oden do 30.04.2023,
npoussodcmea FOCE @apuun C.A., Lleeiyapus, UCB Farchim S.A., Z.1.du Planchy, Chemin de Croix
Blanche 10, CH-1630 Bulle. Switzerland, / Dicura Qapvacsviomuxanz C. p.a., Hmanua, Aesica Pharmaceuticals
- S.zl, Via Praglia 15, I - 10044 Pianezza (T 0), lialy, koo OKIIJ2 21.20.10.256, koo TH B30 3004900002,
koumparxm No LOG/RU/FA/2011 om 14.01.20]] . uneouc Ne 90001202 om 20.09.2019

| COOTBETCTBYET TPEEOBAHUAM
TINO16137/01-191109 uzm. Ne 1-4
| AEKJIAPALIMS IPUHSITA HA OCHOBAHHH
i npomoxon ucneimanut Ne 15701 om 30.09.2019 HJT OO0 HI] "®APMOEOPOHA " ammecmam
\
\

| akkpedumayuu POCC RU.0001.21 D140, C epmugpuxam POCC IT.OM15.C86540 om 01.10.2019

|
' JIATA IIPHHSITHSI AEKJAPALIUM 04.10.2019
} AEKJIAPAUMSA AEHCTBUTEJIBHA 10 30.04.2023

|
|
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|

1 CBEJAEHUS O PETUCTPALIUU

' OPI'AH IO CEPTU®HUKALIMH, 3APET UCTPHPOBABIIHNH JIEKJIAPALIMIO
- POCC RU.0001.11®MI5 OPTAH I1O CEPTHOHKALIHH ITPOIVKIHH OFI{ECTBO C
| | OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYJKHOH HIEHTP KOHTPOJIS KAYECTBA %
| | adpec opzanuzayuu: 115280, 2. Mockea, ya. Macmeprosea, 0. 4, sm. 3, nom. I, kom. 1., aopec opzana no
- cepmuchurayuu: 143581, Mockoscras obnacme, Hempunckuii pation, dep. Jlewxogo, 0. 248, cmp. 1, men. :
| (495)640-96-69, (495)787-92-78 geb-caim. OYRK.p. ey
' | AEKJIAPALIMSA O COOTBETCTBHH 3APEL HCTPUPOBAHA ¥ POCC RU J-IT. OM15.4.23887/19
| AATA PETHCTPALIMH 04.10.209 e
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CEPTHDHKAT KAYECTBA

COOTBETCTBYCT Tpet’:yem.m cnelur(]mkaumw. HPEACTABICHHBIM HIDKE:

Cneimtpukane KOCRH
LHAPAMETPDI

Oinicanne

Coaepranie sojs'
Cpennan macca

OrknoHcHue oT CpCIi?iu‘l“l MACChI

IMoanuunocTts;

= Jegone HPLESM b TIPOXIOP I
- rutany anowenna (E171)
Konnuccrscunee onpencnenie:

- IEBONETHPHZHIG AUTIADOXA0DIyLA
[Toctoponune upisecn:
1-XA0POCIArIAPHARNIEPasIH
n-xaopheHiripon
n-xnopdensenon

Eanninoi nenuenmduiiponuinoii
nprsecn

Cymma npnmeceii

Tup |

ip 2

Pacrsopenne
MukpoBuonornueckas qierora !

Y- recrupyerea kaumas 10-9 cepus
Hacromuns nogimepkmaio,

CEPTHMHKAT AHAJIM3A Ne 201902499

CEPHA: 273361

CHELIHDHKALIHH PE3YIIhTATE]
beawble nan nowns Geawnte, opagbioil popmul
1abneTin, NokpuTLe nnenounoii oGonouknii. Ha
OAHOT cTOpOHEe TalieTRI BLIABICHA MapKHPORKE
g

He Goace 6,0 % na moment biycra

103 Mre7.5%

[MpotienTioe orknonenie ot cpeaneii Maccnl:
+7.5%

CootnercTyer
4.8 %
103 mr

L0 1,9 %

Honowirennuwil pesyinrar
Monokurenbiuit pesyantar (cem TCCTHPYCTEH)

Coorsercroyer
He nprvcuino

475 M1 20 525 s f b 4, 98 mr/Tabnerka

He Gosaee 0,3 % <0,10 %
He 6onee 0,2 %, <0,10 %
e Bonee 0,2 %% < 0,10 %

He 6onee 0,2 % He nojimaercs

ONpPEACIICHIND

He noanaercs
onpeaenenno

He Gunee 0,8 %

lle Gonee 0,2 %

He noanaercs
OMPEICICHIN
He Gonee 0,2 % < 0,05 %
Q=75 % uepes 30 mun,
Kpurepuit npuemnesocrn USP
(yposeny, 2)

B cooTsercTani ¢ Ph. Eur. (5,1.4)

96 Y% 97 %
94 % 95 %
02 % 92%

He npomienivo

WO JdHHas cepus mpoavkta ObLi1a HPOM3BCACHA B NOJHOM  COOTRETCTBHII ¢

rpeGosanmsmy Haanenawedi pomsnoacteenoli Mpuwricy (GMP) EC nop cootserctsin ¢ TpeboBaHUAMK No
perncTpaumn c1panm.’c1pau HAZHaAYCHA,

NMponssomirenn: OCH tapunm C.A ., Hlseituap s

Jlata npomssoscrea; 28/05/2019
["uen jo: 30/04/2023

3APErICTPHPORAIHBIC YCIORIT XPANCHI: XPanuts tpi resnepatype ve soine 25 °%C g CYXOM MeCTE.

Crpana: Poccin
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