00O bepnnH-Xemn/A. MeHapuHm

MOATBEPKJIEHHE COOTBETCTBHS

Ne TIC-12527B

Toprosoe HauMeHOBaHHE Kapnocan® 10

MexnyHapoHOe HEMaTeHTOBAaHHOE HAUMEHOBAHHUE OnMecapTaH MeIOKCOMMIT

(rpyniMpoBO4YHOE HIH XHMHYECKOE)

JlexapcTBeHHas dopma TabJICTKH, MOKPBITHIC IVICHOYHON

060J104KOi
Jo3upoBka 10 Mr
Popma BhITYCKa 14 wr. , 6aucteps! (2 mWT.) , MAYKH
KapTOHHBIE

Howmep cepuu (maptun): 12527B

O0beM cepuu(napTun) 81 600

JlaTa BeIITyCcKa 01.05.2021

I'ogeH g0 01.05.2024

HaumenoBanne wu  azpec mnpousBoautens (c | [pousBoaurens-

YKa3aHHEM CTaJIHH MPOHU3BOACTBA) HJawmun  Cankno  HOpoyn  I'm6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany
Brinyckamomuii KOHTPOIb KadecTBAa-
bepmun-Xemu AT, 'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep ¥ 1aTa perMcTpalluOHHOTO YAOCTOBEPEHUS JICP-010758/09 ot 29.12.2009 (nata
nepeodopmiaenus 28.02.2017)

Homep ¥ nata HOpMaTHBHOH TOKYMEHTALMH JICP-010758/09-280217, u3m.Nel-3

HanMeHoBaHKHe H aznpec nepxarens | bepaun-Xemu/Menapunu @apma I'mOX,

PErMCTPAllMOHHOIO YAOCTOBEPEHHS I'epmanus ((Glienicker Weg 125, 12489,
Berlin, Germany)

Hacrosimuii 10KYMEHT NOATBEPKAALT:

-JaHHBIA JIEKapCTBEHHBIH IpernapaT cooTBeTcTBYeT 61-P3 «OO6 obpallleHHH JeKapCTBEHHBIX

CPENCTB...»;
-CepHs JIEKapCTBEHHOI'O IMpenapaTra COOTBETCTBYET TpeOOBaHHSAM, YCTAHOBICHHBIM IIPH €ro
rocyJapcTBEHHOH perucTpainun

=

£—== Coxonos BJl. ~ 02.02.2022
(moxmHcE) (nara )

000 “BepnuH-Xemu/A. MeHapuHu”

KOpuaudeckuid agpec: Poccus, 123317, r. Mocksa, MNpecHeHckan HaGepexHas, a4. 10
MoyToBsln agpec: Poccun, 123317, r. Mockea, NpecHeHckan HabepexHan, A4. 10
TenedpoH: +7 (495) 785-01-00, gpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MponykT:

Kop npopyxra:

Ne cepumn: 12527B

[Mata warotoBneHus: 05/2021
[Nara ebinycka cepuun; 06/01/2022
HopMaTuBHaA AOKYMEHTAUMA;
INekapcreenHas dopma:.
[enicTeyroliee BEWECTBO;

MpouasoauTens ASACTBYIOLLIErO BELLecTsa:

O6bem cepun (KONUUECTBO YNaKoBOK):

Noka3lartens
OnucaHue

ModnuxHocme
Onmecapmara medoxcomun

CpeaHsa macca TabneTku
OaHopoaHOCTL NO Macce

PacreopeHue
Onmecapmara medokcomun

Bopa
MocTopokHue npumecH
Onmecaprax (RNH-6270)
RNH-6373
moban Apyras eAUHUYHEA NPUMECH
cymMma niobbix APYrvX eguHUHHBIX
npumecen
OBLan cymma npumecei
MukpoBuonormyeckas umucToTa
O6uwee yucno aspobHbix BakTepui
O6uwee uucno rpubos
Escherichia coli
OpaHopoAHOCTE A03IUPOBAHUSA
Onmecapmana MEQOKCOMUN

KonnuectsenHoe onpeaeneHve
OnmecapmaHa MedokcoMmun

YnakoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kapaocan® 10
F132448

NCP-010758/09-280217 ¢ uam. Ne 1-3

Tabnetku, nokpbiTbie NneHouHon o6onoukoi, 10 Mr
OnmecapTaHa MeaoKcomun

Daiichi Sankyo Chemical Pharma Co. Ltd. Odawara Plant, Japan
81600

Cneundukaum

Benbie, kpyrneie, ABOAKOBbINYKNbIE TaBneTki, NokpsITbie
nnerouHoi oBonoukoi, ¢ oTTuckom "C13" Ha oaHOM CTopoHe, ©
e[Ba YNOBMMbIM XapakTepHLIM 3anaxom

B3XX: Bpema yaepxuBaHus OCHOBHOrO NWKa Ha XpoMaTorpaMmme
MCNbLITYEMOrO pacTBopa A0MXHO COOTBETCTBOBATH BPEMEHM
YAEPXKUBAHUA OCHOBHOIO NWKa Ha XpoMaTorpamMme CTaHAapTHOro
pacTsopa onmecapTaHa MegoKCoOMUNA (OTKNOHEHUE MOXET
cocTaenaTk He Bonee 0,5 MuK)

Y®-cnextpocoToMeTpus: Y®-CnekTp UCNbITyeMoro pacTeopa B
Awana3soHe AnvH BonH ot 200 go 360 Hm gonxeH
COOTBETCTBOBATL Y®-CNekTpy CTaHAAPTHOrO PacTeopa v UMETL
MaKCUMYM NOrNOLLEeHUA NpU AnuHe BONHbI (257 + 2) HM

1100mMr275%

18/20 He Gonee uem + 7.5 %;

2/20 He Bonee yeM 1 15 % OT cpepHei Macchl

He mexee 75 % (Q) Onmecaprtanda megokcomuna yepes 30 MUHYT
OT 3aABMEHHOTO COAEPXKaHUA

He Gonee 6.0 %

He Gonee 0.9 %
He Gonee 0.6 %
He Gonee 0.2 %
He Gonee 0.5 %

He BGonee 1.7 %

He Gonee 10°KOE 8 1 r

He Gonee 10°KOEB 1t

Otcyrcteue B 11

Napametp npuemnemocTy 4na 10 eauHny A03MpoBanHua < 15.0;
napameTp npuemnemMocTy Ana 30 eaMHAY AO3MpoBaHUA S 15,0, u
HWA OAHa U3 eAWMHUY A03MpoBaHKA He < Yem 0.75 Munn > 1.25 M

93 - 105 % OT 33ABNEHHOIO COAEPXaHUA

(or 9.3 Mr o 10.5 mr onmecaprana

Mepokcomuna B Tabnetke)

Mo 14 TaBneToK B KOHTYPHOM AYERKOBOM ynakoeke (6nuctep),
WM3roTOBNEHHOW U3 NaMWHWPOBAHHOW NIEHKA
(nonnamua/antoMuenid/NBX) u onsr ankMUHWEBON,

Mo 2 BnucTtepa ¢ HCTPYKUMEN NO NPUMEHEHWIO B KAPTOHHOM
nadke.

Ceprugukar aHanusa

lopeH go: 05/2024

Peaynurar

Benuie, kpyrnvie, 4BOAKOBLINYKNbIE
TabNaTKA, NOKPLITLIE NNEHOUHOR
oBonoukon, ¢ orTckoM "C 13" Ha ogHoR
CTOPOHE, C 883 YNOBMMbIM XAPAKT8PHLIM
3anaxom

MonoxurensHo

MonoxuTensHo

110.00 mr
Cootsercreyer

94. %

39 %

0.2 %
0.1 %
< 01%
< 01%

03 %

< 10. KOE/r

< 10. KOE/r
CooteeTtcTByeT

£15.0

102. %

CootsetcTByeT

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualititskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugmxar anannsa
MpopykT: Kappocan® 10
Koa npopaykra: F132448
Ne cepuu: 125278
Mapkupoeka Peaynerarbl

1) MepeuyHas YNaKoBKa NekapcTBeHHOro npenapara

Ha GnucTepe Ha pyccKOM Rabike yKa3blBawT;

HaUMEHOBaHWE (PMPMbI, OCYLLECTBIAKLUEH BLINYCKAOLLWA KOHTpPONb KauecTea
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuhuue)

TOprosoe HaumeHoBaHWe npenaparta c NpeAynpeAnTenbHOR MapkUPOBKOA®
MEMAYHAPOAHOE HENAaTEHTOBAHHOE HaUMEHOBaHUe

A03UPOBKY

Cxemy npuema npenapara

Ne cepuu: 12527B

logew pno: 05/2024

HEBUANMbIA 3HAK 3aLLUTbI

2) BropuyHas ynakoeka

Ha KapTOHHOM NaYKe Ha PYCCKOM R3blke YKa3biBawT:

HaMMeHoBaHKe (PUPMbI-NPOM3BOAUTENS, CTPaHY

HauMeHOBaHWE (IUPMbI, OCYLLECTBNAIOLLEN BbINYCKAIOLWWIA KOHTPONb KayecTea, cTpaHy
norotun « BERLIN-CHEMIE/MENARINI» (Ha naruHuye)

TOproBoe HauMeHoBaHWe nNpenapara ¢ NpeaynpeauTENsHON MapkupoBKkoR®
MeXAyHapoAHOEe HeNaTeHTOBAHHOE HaWMEHOBaHWe

nekapcTeeHHyl hopMy, A03UPOBKY

Konu4ecTao TabneTok B ynakoeke
COAepXaHWe AeNCTBYIOLLEro BELLECTBA B OAHOW TabnaTke

"CoaepxmT nakrosy"
YCNoBusa XpaHeHus

"CobnioaaTe MHCTPYKUMID NO NPUMEHEHWIO npenapara, KOTOPas HAXOAWTCA BHYTPU YNakosku"

"[lekapcTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed MecTe!”
PErucTpaunoHHbIR HoMep

YCNOBUA OTNyCKa

Ne cepun: 125278

Hara uarotoenenuns: 05/2021

lopen po: 05/2024

LWTpUX-KOA

"[ns npyema BHYTPL"
"rinoTeHauBHOE cpeacTso”
HEBWMAWMbIA 3HAK 3aLMThbi
NPOU3BOACTBEHHLIA KOA

3TWKETKa KOHTPOSIA NEPBOTO BCKPbLITUA

CPeAcTBa MABHTUGUKALIMKA CUCTEMBI MOHUTOPUHIa ABUXEHWUA NEeKapCTBEHHbLIX Npenaparos

XpaHeHue
Cpok ronHocTH

Cepruduxar:
BbiweykasaHHas cepus oteevaeT TpeGoBaHUAM HOPMATUBHOR ACKYMEHTaLMK.

r. Tibor Miké

YNonHoMOoYeHHoE Nuuo

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapaocan® 10
OnmecapraHa Meaokcomun
10 mr

umMeeTca

uMeeTcn

Haunuu Carkno KOpoyn Mm6X,
Fepmanuna

Bepnuy-Xemu AT, Fepmanus
BERLIN-CHEMIE/MENARINI
Kapaocan® 10

Onmecaprava Megokcomun
TabneTku, NOKpPbIThIE NNEHOYHOM
oBonoukon, 10 mMr

28 TabneTok

B oaHoi TabneTke NOKPBITOA NNEHOYHOM
0Bono4Koi COgepXUTCA OnMecapTaHa

Megokcommna 10 mr.

yKa3aHo

XpauuTe Npu TeMmneparype He Bbiwe 30°C.
yKaaaHo

yKasaHo

NCP-010758/09

Mo peuenty

UMEeeTCs
yKaaaHo
yKasaHo
MmeeTcs
uMeeTcs
He umeeTcs
umeeTtcs

MNpu TemnepaTtype He Bbiwe 30°C,
3ropa
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