- Hosepennoe nuyo: Apuaym E. ., oosepennocme J-FOBJI-12 om 02.08.2018z. |

| AEKJAPAITHST TENCTBUTENBHA 10 3/.05.2024

JAEKJIAPAITSI O COOTBETCTBUHU

AEKJIAPAHT, TIPHHUMAIOUI U AEKJIAPAIIMKO O COOTBETCTBHHA
000 "FOCE ®apva Jdooucmuse"
Ceedernua o pecucmpayuu opeanuzayuu.: Medxcpaiionnan uncnexyus Dedepaibnoli naroeo60ii cayvaconr No 46 no :
e. Mockee 02.08.2010, OI'PH 1107746610180, dama npuceoenus OIPH 02, 08.2010. ‘
Aopec: 105082, 2 Mocksa, [lepesedenoscrun nepeyiok, 0.13, cmp. 21. Tenegpon:8(495)644-33-22
B auye: I'enepaisnoii oupexmop Yuwenuna C.A.

3ASIBJISIET, UTO

Aexapemeennoe cpedemeo: 3upmex, matiaemxu NOKpbimeie naeroynoi o6oaouxon 10 me 10 wm., YHAKOGKU
AveUro6vie Konmypuwie (2), nauku kapmounsie, PY No [T NO14186/01 om 13.08.2008 (oama samenst PY
05.06.2018) evioano HOCE ®apuum C.A., cepus 278031, napmus 53760 ynakosox, coden do 31.05.2024. .
npoussoocmea IOCE Qapuiunv C.A., Hlseiyapus, UCB Farchim S.A., Zone Industrielle de Planchy, Chemin de '
Croix-Blanche 10, CH-1630 Bulle, Canton of Fribourg, Switzerland, / Jiicuxa Papmaceiomurans C.p.n., Hmarus, | [
Aesica Pharmaceuticals S.R.L., Via Praglia, 15 - 10044 Pianezza (TO), Italy, koo OKI1[2 21.20.10.256, xo0 TH ||
B3 3004900002, koumpaxm Ne LOG/RU/EA/2011 om 14.01.2011, unsoic Ne 90001314 om 11.10.2019 |

COOTBETCTBYET TPEBOBAHUSM

1INO14186/01-130808 (HIT 42-12290-08 wzm. No 1-6) |
JEKJIAPALIMS IIPUHSITA HA OCHOBAHMUH
npomoxon ucneimanuu Ne 1791n om 22.10.2019 HII 000 HIJ "QAPMOBEOPOHA", ammecmam '
axkpeoumayuu POCC RU.0001.21 D140, C epmugpukam POCC IT ®M15.C88496 om 23.10.2019 g

JATA IIPUHATH S TEKJIAPALIUM 26.710.2019
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CBEJEHHSI O PETHUCTPALIUH |

OPIr'AH I1O CEPTH®HUKALIUH, 3APETHCTPHPOBABLIMI AEKJIAPALIUIO i
POCC RU.0001. 1]90;"./!15 OPTAH ITO CEPTHOHKALIHH TTPOAYKIHH OBIIECTBO C ,i
OIPAHHYEHHOM OTBETC TBEHHOCTBIO "OKPYKHOE LEHTP KOHTPOJIS KAYECTBA | rr

| adpec opeanuzayuu: 115280, ». Mocksa, yr. Macmeproga, 0. 4. om. 3, nom. 1, kom. 1., aopec opeana no

cepmupurayuu: 143581, Mocroecras obaacmy, Hempunekui pation, dep. Jewoeo, 0. 248, cmp. 1, men.:
(493)640-96-69, (495)787-92-78 ae6-caim: ok, peb |

AEKJIAPALIMA O COOTBETCTBUM 3APETHCTPUPOBAHA ¥ POCCRU J-IT.®M15.4.26078/19
JATA PETUCTPALIUM 26.10.2019
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KOJI: CIA03598
HAHMEHOBAHME: 3HPTEK

CEPTHOMKAT KAYECTBA

JEKAPCTBEHHASI GOPMA: Tadaerkn NOKPLITLIE TIEHO4NOIT 06010UKOT
NO3HPOBKA: 10 mr Herupimiua aurnapoxnopiaa/radnerica

VITAKOBKA: 20 Tatacrok

CooTnreTeTRYCT TPEHORAHIAM CNCHUMDHKALLIT, NPEACTARIEHHBIM HIlke:

CEPTHOMKAT AHAJIH3A

CIEIHOUKAL M

HAPAMETPBI

Onucanue

Pacnanaemocts

Boaa

Cpenunan macca
QnnoposocTL 1o Macce

Nopaninocth:

Lerupnanna puruapoxnopuaa (BIXKX)
Hetupusuua anruapoxnopnaa (TCX)
Tutana arokcun

Kosmuee rseHnoe onpejenciie:
Llerpuanna AnrnapoxiopHia
[MocToponiHe npumeck:

Eanununan npimecy

O6utas cymma npumeceri

PactRopenue

OnHoponnocts jwsiposanis
MukpoGnotoruyeckas unetoral™!
OEenn TecTupyerca

" Tect NpoBOAMTER A48 KaKAO!
ACCHTON NapTm

Mepesog

27 centabps 2019 1.

Ne 201902888

CEPHS: 278031

CHELH®UKALAKX

Benvie nponosrorarhie TabneTkn nokpriThie
IJIEHOMHOI 000N104K0IT ¢ ABOAKOBBINYKALIMH
NOBEPXHOCTAMI, C ONHOCTOPOHHEH PUCKOT H
rpaBupoBkoi «Y» no oenm CTopoHasm or
PHCKH

Maxe. 15 mum.

He Bonee 6 %

Okono 118,7 mr

TpouenThoe oTknoHeHke: 7,5 % oT cpenicii
MACChl

Ipueytetsyer
[Mpucyretayer
[Mpueytetsyer

Ot 9,5 Mr ao 10,5 Mr/Tabnerka

He 6onee 0,5 %
He 6once 1,5 %

Q= mun. B0 % uepes 30 munyr
Kpurepuii npuemaemoctin USP
Ph.Eur. 2.9.6
Ph.Eur. 5.1.4

PESYJIbTATDI

Coorpercreyer

3 MHEHYTEI
5%
118,5 mr
-1,6%
1.8 %

Coorsercinyer
Coorsetcinyer
Coorsercreyer

9,7 mritabnerxa

0,1 %
0,1 %

He opumennsmo

He npumennso
He npumennso

Hacroaums nog1uepsaaio, wro gantas Cepis NPUAYKTE GHINA NPOWIBL/ICHA B OIHOM COOTEETCTRIN TpeGonrannsai Hanrexaweli
Mponanoner vennoli Mpakrikn (GM P) EC it u cootBeTeTBnm ¢ TpeGoBaHin i 1o PErHCTPALINE CTPAULYCTPAN HATIAYEe IS,

97776 wr
25/06/2019

Kostnueerno:
Hara nposssogctsa:
Crpaua: Poceis

YrnonaHosoneniioe anio
Dr. P. Pizzarni

Dficixa Dapaacwiorukans C.p.n
HOprantieckuii aapec: Bua Mpanes, 15
10044 | banciua (Lypin) Mg

Yenonuy xpanenis:
Uonen no:

RPansTh Api Temneparype ne shhue 30°C
31/0572024
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