7228

Analysenzertifikat

MpoaykT:

Koa npopaykTa:

Ne cepumn:  14541A

[ata nsrotoBnenus:  12/2021
[ara Bbinycka cepun:  07/03/2022
HopmaTueHas AoKyMeHTaums:
IekapcTBeHHan dopma:
[ewncTytoLlee BELIECTBO:

MpoussoauTenb AENCTBYIOLLErNO BELLECTBA:

O6bem cepum (KONMYECTBO YNaKoBOK):
Mokaszarens
Onucanve

MNoanMHHOCTL
OnmecapmaHa MeOOKCOMUIT

PacteopeHnue
OnmecapmaHa MeOOKCOMUIT
Bopa
PoacTBeHHble npumech
OnmecapTaH (RNH-6270)
RNH-6373
nobas gpyras eAnHUYHas npumech
cyMmMa NBbIX APYrUX efUHNYHBIX
npumecen
O6wasn cymma npumecem
MukpoGuronorudeckas yncrora
Obuiee uncno asapobHbIx
MUKpPOOPraHn3MoB

O6LLee YMCNo APONOKEBbLIX U NECHEBbIX

rpubos
Escherichia coli

OpHOPOAHOCTb J031POBaHUA
Onmecapma+Ha MedoKcoMU

KonuyectseHHoe onpeaeneHne
OnmecapmaHa medoKcoMus

Ynakoska

MENARINI

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kappocan® 40
F141107

JICP-000629/10-010621
TabneTku, NoKpbITble NneHo4YHon obonoykown, 40 mMr
OnmecapTaHa mefoKkcCoMuUn

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

22272

Cneundukaums

Benble, oBanbHble, LBOAKOBbINYKNblE TABNETKM, NOKPbIThIE
nneHoyHon obonoukon, ¢ otTtuckom "C15" Ha ofHOM CTOpOHE,
co crnabbiM XxapakTepHbIM 3anaxom

B3XKX: Bpems yaepXxvBaHUA OCHOBHOTO NMuka Ha
XpomaTorpaMmMe UCnbITYemMoro pactsopa AomHKHO
COOTBETCTBOBATb BPEMEHW YAEPXXMBAHUSA OCHOBHOIO Nuka Ha
XpomaTtorpamme CTaHAapTHOro pacTeopa onmecapTaHa
MeAoKCoMMna (OTKIIOHEHWE MOXET cocTaBnaTkb He Bonee +0,5
MUH)

Y®-cnekTpocoTomeTpus: Y ®-cnekTp UcnbITyemoro pactsopa B

AvanasoHe 4nuH BonH oT 200 go 360 HM AormKkeH
cooTBeTCTBOBaTh YP-CnekTpy CTaHAapTHOro pactsopa

He meHee 75 % (Q) onmecapTtaHa meaokcomuna vepes 30
MWHYT OT 3asiBNEHHOrO COAEpXaHua
He 6onee 6.0 %

He 6onee 0.9 %
He 6onee 0.6 %
He 6onee 0.2 %
He 6onee 0.5 %

He 6onee 1.7 %

He Gonee 10°KOE B 11
He Gonee 10 KOE B 1 1

OtcytctBue B 11

MapameTp npvemnemocTn ana 10 eanHuy

Aosvposanus < 15.0; napameTp NpueMnemMocTu

ans 30 eauHny fosvpoBanus < 15.0, n HYU oaHa U3
OTAEnbHbIX eAVHUL A03VPOBaHus He meHee 0.75 M 1 He
Gonee 1.25 M

93 - 105 % OT 3asiBNeHHOro cogepxanus (ot 37.2 mr go 42.0
Mr ofimecapTaHa Meaokcomuna B Tabnertke)

Mo 14 TabneTok B KOHTYPHO AYENKOBOW ynakoske (6nmcTep),
WN3roTOBNEHHON U3 NaMUHUPOBAHHOW NIIEHKM
(nonnamual/aniomuinin/MIBX) 1 donbrv antoMuHNeBoN.

Mo 2 BnucTepa ¢ MHCTPYKLMEN N0 NPUMEHEHWIO B KAPTOHHOM
nauke.

Benble, oBanbHble,
ABOSIKOBbINYKNble TAGNeTku,
NOKPbITbIE NNEHOYHOW 0GONOYKON, C
otTckom "C15" Ha oAHOW CTOpOHE,
co cnabblM XxapaKkTepHbIM 3anaxom

CeprTugmkar aHanusa

lopeH po: 12/2024

MonoxutensHo

MonoxutenbHo

87. %

3.7 %
0.2 %
0.2 %
0.1 %
0.1 %
0.4 %
< 10. KOEB 1T

< 10. KOEB 1T

CootBeTtcTByeT
<15.0

103. %

CooTBeTtcTBYyET

Vorsit;e"nder de§ Aufsichrsrgtes: 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 (Qualitédtskontrolle).
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MENARINI

Analysenzertifikat Certificate of Analysis
Mpoayk: Kapaocan® 40
Kop npogykTa: F141107

Ne cepun:  14541A

MapkupoBka

1) MepBuyHan ynakoBKa nekapCcTBEHHOro npenapara

Ha Bnmcrepe Ha pyCCKOM si3biKe yKa3blBatOT:

HanmeHoBaHve OUPMbI, OCYLLECTBNAIOLLEN BbINYCKAOLWMI KOHTPOMNb KayecTsa
norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)

TOProBOe HauMeHoBaHWe npenapara ¢ NpeAynpeAnTenbHOM MapkupoBKOU®
MeXAyHapoAHOe HenaTeHTOBAHHOE HauMeHoBaHue

[03UPOBKY

cxemy npvema npenapara

Ne cepun:  14541A

[opeH po: 12/2024

HEBUAUMbIV 3HaK 3aLUUTbI

2) BropuuHas ynakoBka

Ha kapToHHOW Nayke Ha PyCCKOM S3blKe YKa3blBaT:

HanmeHoBaHWe OVPMbI-NPON3BOAUTENS, CTPaHY

HanmeHoBaHWe OpMbI, OCYLLECTBAIOLLEN BbINYCKAOLWMIA KOHTPOMb KayecTsa, CTpaHy
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOProBOE HaMMEeHOBaHWe npenapara ¢ NpPeAynpesUTeNbHON MapkUpPOBKON®
MeXAyHapoAHOe HenaTeHTOBaHHOE HaVMeHoBaHue

nekapcTBEHHY0 (hOPMY, AO3UPOBKY

KONMYecTBO TabneTok B ynakoske
cofepxaHve AeicTByIoLLero BeLecTsa B o4Hou TabneTke

YCrOBUS XpaHeHWst

«CobntoaaTb MHCTPYKLMIO MO NPUMEHEHUIO Npenaparta, KoTopasi HaXOAUTCS BHYTPMY YNakoBKu»

«JlekapcTBeHHOE CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTen mecTe!»
«CoaepxuT nakTosy»
perncTpaumoHHbIN HoMep

yCnoBus oTnycka

Ne cepun:  14541A

[ara narotoBnenus:  12/2021
lopeH po: 12/2024

LUTPUX-KOA

«[Ana npvema BHYTpb»
«'MnoTeH3nBHOE CPeaACTBO»
HEBUAUMBIN 3HAK 3aLUUTBI
NPOV3BOACTBEHHBIV KOA

3TUKETKa KOHTPONA NepBOro BCKPbITUA

cpeactea MAeHTM(bMKaLlVIM CUCTEMbI MOHWUTOPUHIra ABWKEHUA NEeKapCTBEeHHbIX NpenapaToB

XpaHeHue
Cpok rogHocTn

CepTudukar:
BhileykasaHHas cepua otBevaeT TpeboBaHUAM HOPMaTUBHOWM [LOKYMEHTaLMUW.

Dr.\\brb&rtStang

YNonHOMOYEHHOE NULO

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 (Qualitétskontrolle).

BERLIN-CHEMIE
MENARINI

Ceprudukar aHannsa

Pe3ynbrartbl

BepnuH-Xemu Al
BERLIN-CHEMIE/MENARINI
Kappaocan® 40
OnmecapTaHa MefoKkcoMun
40 mr

nmeeTca

nmeeTtca

[aunun Cankuno KOpoyn Mm6X,

FepmaHus

BepnuH-Xemun Al', F'epmaHus
BERLIN-CHEMIE/MENARINI
Kappocan® 40

OrnmecapTaHa MeoKkcomMun
TabneTku, NOKpbITbIe NNIEHOYHON
obonouykown, 40 mr

28 TabneTok

B oaHow TabneTke NOKpbITON NAEHOYHON
060n0YKoW CoaepXUTCA onmecapTaHa
mepaokcomuna 40 mr.

XpaHuTb Npu Temnepatype He Bbilwe 30°C.
ykasaHo

ykasaHo

ykasaHo

JICP-000629/10

Mo peuenTy

nmeercs
ykazaHo
yKazaHo
umeeTcs
nmeeTcst
He umeercs
umeercs

Mpu Temnepatype He Bbiwe 30°C.
3ropa




M 00O beprnnH-Xemn/A. MeHapmHmn

MNOATBEPXKXJIEHHUE COOTBETCTBUA

Ne TIC-14541A

Toprosoe HaMMEHOBaHUE

Kapnocan® 40

MesxayHapoiHOE HETaTeHTOBAaHHOE HAaMMEHOBaHHE
(TpyIMpOBOYHOE UM XMMHYECKOER)

OnMecapTad METOKCOMMIT

JlexapctBennas popma

TaOJIETKH, TOKPHITHIEC TUIEHOYHON

YKa3aHHUEM CTaJIU{ NTPOU3BOJICTBA)

000J104KOi

Jlo3upoBka 40 mr

®dopma BITTyCKa 14 mT., 6ucTepsl (2 mT.),- TaYKd
KapTOHHBIE

Howmep cepuu (maptum): 14541A

O0beM cepun(mapTun) 22272

Jlata BpImycka 01.12.2021

I'ogen o 01.12.2024

HanvenoBanne wu azapec mnpousBoautens (c | [IpousBoauTennb- Hanuun Cankuo

KOpoyn I'm6X (Luitpoldstrasse 1, 85276
Pfaffenhofen,Germany), ['epmanus
Boinyckaoumuii KOHTPOJIb KadecTBa-
bepmun-Xemu AI, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep u 1ata perucTpamoHHOTO YI0OCTOBEPEHHS

JICP-000629/10 ot 03.02.2010
(mata mepeodopmienus 01.06.2021)

Howmep n nata HOpMaTUBHOM JOKYMEHTAIIUU

JICP-000629/10-010621

Hanmenosanue " aapec JiepoKaTess
PETUCTPAIMOHHOTO YIOCTOBEPEHHUS

bepnun-Xemu Al',I'epmanus
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimumii 10KyMEeHT NOATBEP:KIAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTCTBYeT 61-O3 «O06 oOpalieHuH JIeKapCTBEHHBIX

CPEJICTB...»;

-cepusi JIEKApCTBEHHOT'O IMperapaTa COOTBETCTBYET TpPeOOBAHMSIM, YCTAHOBJICHHBIM IPU €ro

rOCyJapCTBEHHOM pEerucTpanun

~OTBETCTR 5

V%4 -

nuH-Xemu/AeN{enapuam»
(moxnuce)

000 “BepnuH-Xemu/A. MeHapuHK"

o p — —
o

“Coxonoe B.JI.  01.04.2022

(nata)

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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