00O bepnnn-Xemn/A. MeHapmHH

MNOATBEPKJIEHHUE COOTBETCTBHUS

Ne TIC-14543A

TOpI‘OBOG HaHMCHOBAaHHC

Kapnocan® 40

(rpynnHpoBOYHOE HIH XHMHUECKOE)

MC}KJIYHaPO,I[HOC HemaTeHTOBaHHOE HAUMCHOBAaHHE

OJIMCC&pTaH MEIOKCOMHMII

JlekapcTBeHHas dopma

TabIeTKH, OKPHITHIE MICHOYHOM

yKa3aHHEM CTalHii POU3BOJICTBA)

0001104KOH

Jlo3upoBKa 40 mr

dopma BbINTyCKa 14 wt., 6nucTeps! (2 WIT.),- TaYKH
KapTOHHBIE

Homep cepuu (mapTaH): 14543A

Q0beM ceprH(apTHH) 22 464

Jlara BBIITyCKa 01.12.2021

T'ozxen no 01.12.2024

HauMeHoBaHHe W  aJpec I[POH3BOJHTEINA TMpom3soauTenb-  Jlavun  CaHKHO

FOpoyn I'm6X (Luitpoldstrasse 1, 85276
Pfaffenhofen,Germany), I'epmanus
Boimyckamui KOHTPOJIb Ka4decTBa-
Bepmun-Xemu AT, I'epmannsa(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata perucTpallHOHHOIO YAOCTOBEPEHHA

JICP-000629/10 ot 03.02.2010
(nata nepeoopmienus 01.06.2021)

Homep 1 1aTa HOPMATHBHON TOKyMEHTAIMH

JICP-000629/10-010621

HanmeHoBaHue 51 azipec
PErMCTPAIllHOHHOTO YAOCTOBEPEHHS

JAepiKaTelia

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

HacTosimumii JOKyMEHT NMOATBEePKAAeT:

-JTaHHBII J€KapCTBEHHBIH mMpemapaT cooTBeTcTBYeT 61-03 «O6 obpallleHHH JTeKapCTBEHHBIX

CPEnCTB...»;

-CCpHs JICKapCTBEHHOI'0 IIpeliapaTa COOTBETCTBYET TpCﬁOBaHﬂHM, YCTAaHOBJICHHBIM IIpH €Io

I‘OCYILEIPCTBCHHOFI PErucTpani

M A
e
Jlosepenlocts Ne

000 “BepnuH-Xemn/A. MeHapuHKu”

X eHapHHmMoxonoa B.J.

(roamuck)

01.04.2022
(nara)

KOpuauyeckuii agpec: Poccus, 123317, . Mockea, MpecHexckan HabGepexHasn, a. 10
MoyToBwi agpec: Poccun, 123317, . Mockea, MpecHerckan HaGepexHas, A. 10
Tenedown: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoaykT:

Koa npoaykTa:

Ne cepun: 14543A

[ara uarotoenennn.  12/2021
[ara eoinycka cepuun:  10/03/2022
HopmaTtusHas foKyMeHTauna:
NekapcTeeHHan opma:
[eicTayiollee BeLLECTBO;

lNponasoguTens AeACTBYIOWEBro BELecTsa:

Ob6bem cepum (KONUYECTBO YNaKoBOK):

Doxasavens
OnucaHue

MoanvHHOCTL
Onmecapmara medoxcomun

Pacrsopexue
Onmecapmana medokcomusn
Bopa
PoacTteeHHbIE npUMecw
Onmecapran (RNH-6270)
RNH-8373
noban Apyran eaMHUHHan NpUMech
cymma nmioBbix APYruX 8AUHUYHBIX
npumecen
O6wan cymma npumecen
Mukpobronoruyeckas YucrToTa
O6wee 4rucno aapobHbix
MWUKPOOPraHMamos

OBujee YUCNO [PONOKEBLIX U NNECHEBLIX

rpubos

Escherichia coli
OAHOPOAHOCTE A03UPOBAHUA
Onmecapmarxa medokcomun

KonwdecteeHHoe onpejanexue
Onmecapmana MeooKcoMun

Ynakoska

Vnrsirggnder de; Aufsn'chrsr_ares: Dr. Alberto Giovanni Aleotti - Vorstand: Dr, Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Or. Claudia Abel - Pastanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitétskontrolle),

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kappocan® 40
F141107

NCP-000629/10-010621
TabneTkun, nokpbiTbie nneHo4Hol ofonoukoin, 40 Mr
OnmecapTaHa MBAOKCOMMUN

Ceprugmkar ananusa

lopeH go: 12/2024

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

22464

Creundmkauun

Beneie, oBanbHbie, ABOAKOBLINYKNbIE TABNETKW, NOKPbLITLIE
nneHo4How oBonoykoi, ¢ oTTuckom "C15" Ha oiHOM CTopoHe,
co cnabbiM xapakTepHbIM 3anaxom

BIXX: Bpema yaepnBaHuA OCHOBHOTO NiKa Ha
XpOMaTOrpamMmme UCnbITYEMOro pacTeopa AOTKHO
COOTBETCTEOBATL BPEMEHM YAEPKUBAHWA OCHOBHOTO NKUKa Ha
XpomartorpamMme CTaHAapTHOro pacTeopa onMecapraHa
MefoKCOMIUNA (OTKNOHEHWE MOXET COCTaBNATL He Bonee +0,5
MWH)

Yd-cnektpocoTroMeTpus: YD-CnekTp UCNbITYyemoro pacteopa B

Aunanasode AnvH BonH oT 200 go 360 Hm AomKeH
COOTBETCTBOBATL YP-CNEKTPY CTAHAAPTHOrO pacTeopa

He meHee 75 % (Q) onmecaptaHa Megokcomuna yepes 30
MUWHYT OT 3aABNEHHOr0 CofepaHuA
He Gonee 6.0 %

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

He Gonee 1.7 %

He Gonee 10°KOE g 17
He Gonee 10 KOE® 11

Orcyrcreve s 1r

NapameTp npuemnemocTn Ans 10 eguHuy

AO3vpoBaHMA S 15.0; napameTp NpUeMNeMocTv

ANnA 30 eavHuU Ao3vpoBaHuA S 15.0, v HW caHa U3
OTAENbHbIX eAWHUL A03IUPOBaHUA HE MeHee 0.75 M v He
Gonee 1.25 M

93 - 105 % OT 3aRBNEHHOro copepXanus (o1 37.2 Mr ao 42.0
Mr ONMecapTaHa Megokcomuna e tabnertke)

Mo 14 TabneTok B KOHTYPHON AYEKOBON ynakoeke (BnucTep),
M3roTOBNEHHOW M3 NaMUHUPOBAHHOW NNEHKK
(nonuamua/aniomuHniA/NBX) U honbM aNKOMUHUEBONA,

Mo 2 6nucTepa ¢ MHCTPYKLMER NO NPUMEHEHWIO B KAPTOHHOR
nauke.

Pezynerar

Benbie, osansHbie,
ABoakosbinyksie Tabnertky,
NOKPbITLIE NNEHOYHOR 060N04KON, C
orTuckom "C15" Ha ofHOW CTOpOHE,
€0 cnabbiM XapakTepHbiM 3anaxom

MonoxuTensHo

MNonoxuTensHo

87. %
3.7 %
02 %
02 %

< 01%
< 01%

04 %
< 10.
< 10.

CoorsetcreyeT
£15.0

101. %

CooteercTeyeT



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
Mpoayxr: Kappocan® 40
Kon npogykTa: F141107
Ne cepun: 14543A
Mapkuposka
1) MepeuyHan ynakosKa NekapcTBeHHOro npenapara
Ha 6nn A3bIK T

HaumeHoBaHue ¢MPMH, OCYNGCTBHHIOU.IB;I Bbll'lyCl(ElOLHHﬁ KOHTPONbL Kavyecrsa
norotin «BERLIN-CHEMIE/MENARINI» (Ha natuHuye)

TOProBOE HAaMMEHOBAHWE Npenaparta C NpeAyNPeaUTeNbHON MapKUupoBKOHE
MEXYHapOAHOe HeNaTeHTOBaHHOe HaUMEHOBaHWE

AO3UPOBKY

Cxemy npwema npenapara

Ne cepun: 14543A

lopew ao: 12/2024

HEBUAUMBIA 3HAK 3aLWMTbI

2) BropuyHas ynakoska
TOHHOM NaYk; A3k T

HanmeHoBaHhe hvpMbI-NPOU3BOAUTENA, CTPaHY

HavmeHoBaHWe UPMbl, OCYLLIECTBAOLLIEH BbiNYCKAKOLWUA KOHTPONb KAYeCTea, CTpaKy
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuye)

TOProsoe HaumeHoBaHWe NpenapaTta ¢ NPeAYNPeAUTENbHOW MapKuposkon®
MeXayHapoaHoe HenaTeHTOBaHHOe HauMeHoBaHWe

NEKapcTBEHHYI0 (DOPMY, A03NPOBKY

konuuecTso TabneTok B ynakoske
coAepxaHve AerCTBYIOLero BewecTsa B 0ogHoM TabneTke

YCnoeus XpaHeHuAa

«CobnioaaTe MHCTPYKUMIO NO NPUMEHEHWIO NPenapaTa, KOTOPaR HaXOAWTCA BHYTPW YNakoBKu»
«fleKapCTBeHHOE CPEACTBO XPaHWTL B HEAOCTYNHOM ANA AeTel MecTel»

«Copepxur nakrosy»

PErMCTPaLMOHHbBIA HOMEp

YCnoBua oTnycka

Ne cepum:  14543A

[fara uarovoenenns:  12/2021

lopen go: 12/2024

WITPUX-KOA

«[AnA npUemMa BHyTPb»

«MnoTeHansHoe cpeacTeo»

HEBUAVMbIA HAK 38LLMTHI

NPOW3IBOACTBEHHLIA KOZ

3TUKETKA KOHTPONS NEPBOro BCKPLITUA

CPeACcTBa MABHTU(MKALIMM CHCTEMBI MOHUTOPUHTE ABKEHWA NEKapCTBEHHbIX NPenapaTos

Xpanenue
Cpok ronHocTH

Ceprudmkar:
BuiweykadaHHan cepua oTeevaeT TpeboBaHUAM HOPMATUBHON AOKYMEHTALWUM.

Dr%bé%&ang

YnonHomoueHHoe o

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 (Qualitatskontrolle).

Ceprugukar ananusa

Peaynbrarel

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapnocan® 40
QOnmecapraHa megokcomun
40 mr

nMeerca

uMeaTca

Nauuu Cawkuno KOpoyn MubX,
Fepmanna

Bepnux-Xemu AT, Mepmanna
BERLIN-CHEMIE/MENARINI
Kapaocan® 40
OnmecapTtaHa MeaoKcoMUn
TabneTku, NOKPLITLIE NNEHOYHORA
oBonoukoit, 40 mr

28 rabnetok

B oaroi TabneTtke NOKPLITON NNEHOYHOM
060N04KON COAEPKMTCA OnMecapTaHa

MeJoKCOMUNa 40 mr.

XpaHuTh Npu TeMnepartype He Buile 30°C.

ykaaaHo
yKa3saHo
ykasaHo
NCP-000629/10
Mo peyenty

nmeeTca
yKaaaHo
yKasaHo
nMmeeTca
umeerca

He uMeeTcA
WMeeTCA

Mpu Temnepatype He Bbilwe 30°C.
3 ropa




