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Analysenzertifikat

MpoaykT:

Koa npoayxra:

No cepumn: 04532A

Aara wnarotosnenus: 10/2020
[Nara sbinycka cepwn:  25/05/2021
Hopma‘msuag ACKYMEHTayuA:
NekapcTeenHan dopma:
HeicTayolee BEWECTRBO

MpouseoanTent AEACTBYIOLLErO BELLBCTBA:

Ofvem cepum (KONMHECTBO YNakoBOK):
Nokaszarens
Onucanne

MoaNUHHOCTL
Onmecapmara Medokcomun

CpeaHan macca TabneTtin
O:J.Hopo,qrmmb noe macce

Pacreoperue
Onmecapmana MedoKcoMun
Boaa
MocTopoHHWe npumecu
Onmecapran (RNH-6270)
RNH-6373
noban Apyran eMHANHEA NPUMECh
cymma nioBbix 4PYrMX 80UHUYHBIX
npuMecen
O6wan cymma npumeceis
MukpoBuonoruueckas uicToTa
O6uiee uicno asapobHbix
Baxrepui
OBwee uncno rpubos
Escherichia coli
OaHOPOAHOCTE A03VPOBAHMSA
Onmecapmana MedokcoMmun

KonwuecTeenHoe onpeaenenue
Onmecapmana medoxcomun

Ynakoska

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kapaocan® 40
F132449

ACP-000628/10-150217 ¢ nam, Ng 1-3
TabneTku, NOKPbITLIE NREHOYHON 0Banoukon, 40 Mr
OnmecaptaHa MEAOKCOMMN

Ceprugukar anannaa

lopex go: 10/2023

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

20160

Crneundimkauma

Benvle, osansHbie, [BORKOBLINYKNEIE TABNETKM, NOKPLITLIE
nneHo4Hol ofonoukoit, c oTTuckom "C15" Ha OAHON CTopoHE,
C e/iBa YNOBMMbBIM XapPakTePHbLIM 3aMaxomM

B3XKX: Bpems yoepsuBaHua OCHOBHOMO MUKa Ha
XpOMAaTOrpamMme MCNbITYeMOro PacTBOPa AOMAHO
COOTBETCTBOBATE BPEMEHW YASPMUBAHWA OCHOBHOMD NWKa Ha
XpoMatorpamme CTaHAAPTHOrO pacTBOpa ONMecapTaHa
MeAoKcOMUNa (OTKNOHEHWE MOXKET COCTABNATL He Bonee +0,5
MMH)

Pesynbrar

Benwie, oBantHLIe, ABORKOBLINYKHE
TabneTkm, NOKPLITLIE NAEHOUHOR
obonoukol, ¢ oTTuckom "C15" wa ognoi
CTOPOME, C BABE YNOBUMbIM
XAPAKTEPHBIM 3aNaxoM

MonoxuTtensHo

Y@-cnekTpoghotomMeTpus: Y $-CnekTp MCnbITYeMOro pacTecpa 8 MonakuTensHo

AnanasoHe ANUH Bonk ot 200 Ao 360 HM aomkeH
COOTBETCTBOBATE YP-CNeKTpy CTaHAAPTHOro PacTeopa u
MMETb MaKCUMYM MOTMOWEHWA NP1 ANUHe BONHbI (257 + 2) HM

4320mrt 5%

18/20 He Gonee yem * 5 %,;

2120 He Bonee yem + 10 % oT cpegHen Maccei

He menee 75 % (Q) onmecaprana megokcomuna yepes 30
MUHYT OT 3aABNEHHOMO COAEPXAHWA

He Ganee 6.0 %

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

He Gonee 1.7 %

He Gonee 10°KOE s 11

He Bonee 10° KOE 8 11

OTvcyTcTeMe B 11

MNapameTp npuemnemocTu Ana 10 eguHuy

Ao3vposanuA < 15.0; napameTp npuemMnemocTi

Ana 30 eguHMY QO3MpoBaHKA S 15.0, U HW O4HAE M3 B84KHUY
AoavposarkuA He < 0.75 Munu > 1.25 M

93 - 105 % OT 3aABNEHHOT0 COABPXaHWA (0T 37,2 Mr A0 42.0
MI OniMecapTaHa MegoKkcoMuna B Tabnetke)

Mo 14 TabneTok B KOHTYPHOI A4EIKOBOIA ynakoske (Bnuctep),
M3TOTOBNEHHOM U3 NAMUHUPOBAHHON NNEHKW
(nonamua/aniomuHriA/NBX) 1 donsr anoMUHUEBOI.

Mo 2 Bnucrepa ¢ MHCTPYKUMUEN NO NPUMEHEHWIO B KAPTOHHO
nadke.

431.80 mr
CooteetcTBYET

87 %
40 %
0.2 %

0.1 %

0.2 %

CooTeeTcTeyeT
£15.0

101. %

Coorsercreyer
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Analysenzertifikat Certificate of Analysis
Mpoaykr: Kappocan® 40
Koa npoaykra: F132448

Ne cepun: 04532A

MapkupoBka

1) NepenyHan ynakoska NekapCTBEHHOro npenapara

Ha BnucTepe Ha PyCCKOM A3bIKE YKA3BIBAKOT:

HaumeHoBaHwe (MUPMe!, OCYLIECTBNRIOWEN BbINYCKAIOWMHA KOHTPONL KadecTsa
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOProBoe HaMMeHOBAaHKe NpenapaTta c NpeaynpeanTENbHON Mapkuposkan®
MEXIYHAPOAHOE HENATeHTOBaHHOe HauMeHoBaHue

A03VPOBKY

cxemy npuema npenaparta

N¢ cepuu: 04532A

Topes po: 10/2023

HEBUAMMbIA 3HAK 33LUTh!

2) Bropuunas ynakoska
Ha KapTOHHOI Nauke Ha PYCCKOM S3bIKe YKa3biBaloT.

HaMM@HOBAHME (DMPMbI-NPOU3BOAWTENA, CTPAHY

HaumeHoBaHue hpMbl, OCYLECTBNRIOLIEN BbIMYCKAIOWMIA KOHTPONb KaYecTsa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natvriue)

TOProBOE HAWMEHOBaHWE Npenapara ¢ NpeaynpeanuTentHOR MapkMpoBron®
MEX/yHapOLHOE HENaTEHTOBAHHOE HAUMEHOBAHME

nekapcTBEHHYK thopMy, AO3WPOBKY

KONW4eCTBO TabNeToK B ynakonke
COAEPXaHME AeRCTBYIOLLEro BewecTsa B ogHon TabneTxke

YCNOBWA XPaHeHuA

"Cobniogats UHCTPYKUMEIO MO NPUMEHEHUIO NPENAPATA, KOTOPas HAXORWTCA BHYTPM YNakoBku'

"IlekapcTBEHHOS CPEACTEO XParUTb B HEAOCTYNHOM ANR AeTein mecrel”
"Copepxut nakroay”

PErMCTPaUVOHHBIA HOMER

YCNOBWA OTNyCKa

Ne capumn: 04532A

Harva warotoeneHus; 10/2020

lopen po: 10/2023

WITPUX-KOA

"[Ans npvema sHyTpL"

"InoTeH3vBHOE CpeaCcTeR”

HEBUAUMBIN 3HAK 38L4ATH

NPOU3BOACTBEHHBIA KOA

STUKETKa KOHTPONA NepBOro BCKPLITHUA

CPEACTBA MABHTUDMKALMA CUCTEMBI MOHWTOPWMHIE ABWKEHUS NEKapCTBEHHLIX NPenapaTos

XpaHeHue
Cpok rogHocTn

Ceprudpuxar:
BriweyxadarHasn cepus oTBevaeT TpeGOBaHUAM HOPMATUBHON AOKYMEBHTALMN.

¥nonHomoueHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Varsitzender), Edward Seybowski, Dr. Christian Matschke,
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BERLIN-CHEMIE
MENARINI

Ceprupukar aHanuza

PeaynbTatbl

Bepnun-Xemu A
BERLIN-CHEMIE/MENARINI
Kapgocan® 40
OnmecapTaHa MejoKCoMUn
40 mr

MMEETCA

HMeeTCA

[Oaudm Cankvo KOpoyn MwbX,
Fepmanna

Bepnux-Xemu Al, Nepmanun
BERLIN-CHEMIE/MENARINI
Kapaocan® 40

OnmMecapTaHa MeaoKeoMKn
TabneTkn, NOKPBITHIE NNEHOMHON
ofonoukoi, 40 Mr

28 TabneTox

B oaHoi TabneTtke NOKPITON NNEHOUHOR
060NoYKoi COAEPKUTCA ONMeEcapTana
megokcomuna 40 mr,

XpaWuTs Npi TEMNEpATYPE We Baiwe 30°C.
yKasaHo

yKazaHo

YKaszaHo

NCP-000629/10

Mo peuenty

nMmeerca
YKa3aHo
yKasaHo
UMeeTCs
uMeeTCcs

HE UMESTCAH
nMeeTca

Mpu Temnepatype He soiwe 30°C.
3roga




00O bepnnH-Xemn/A. MeHapuHu

MMOATBEPKJAEHHUE COOTBETCTBHUSA

Ne [1C-04532A

TOpI‘O BO€ HAMMEHOBaHHE

Kapaocan® 40

Mesx/1yHapoiHOe HeNaTeHTOBAHHOE HAMMEHOBAHHE
(rpynnMpOBOYHOE MM XHMHYECKOE)

OnmMecapraH MeZIOKCOMHMII

JlekapcTeHHas popma

TabJIeTKH, TIOKPHITHIC IJIEHOYHO

000J10YKO#H

JlosupoBka 40 mr

®opma BEINyCKa 14 wr., 6nucteps! (2 mr.),- nayku
KapTOHHBIE

Homep cepuu (naptun): 04532A

O6neM cepuu(naptin) 20 160

Jlara npouseoacTea 01.10.2020

['onen no 01.10.2023

Hanmenoeanue wu agpec mpomseogurens (c | Hpomspoamrenn-  Jlamun  CaHkMO

YKa3aHHEM CTaJluH NPOH3BOICTBA)

Opoyn T'm6X (Luitpoldstrasse 1, 85276
Pfaffenhofen,Germany), ['epmanus
Beinmyckarommii KOHTpoab KauecTBa-
Bepnun-Xemu AI', I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u mata perncTpalioHHOTO ya0CTOBEPEHH S

JICP-000629/10 ot 03.02.2010
(nara nepeodbopmienus 15.02.2017)

Homep 1 naTa HopMaTHBHOH JOKYMEHTALMHU

JICP-000629/10-150217, u3am.Nel-3

HaumeHoraHue u ajpec JepKatens
PETHCTPALIMOHHOIO YI0CTOBEPEHHS

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

Hacrosimmii JokyMeHT moaTsepxaaer:

-lAHHBIH JIEKApPCTBEHHBIH npenapar cooTBercTByeT 61-P3 «O6 o6pamenuu NEKapCTBEHHbIX
CPEICTB...»;
-CEpHst JIEKAPCTBEHHOTO TMpernapara COOTBETCTBYET TpeOOBAHMSIM, YCTAHOBIEHHBIM IIPH €ro
roCy/1apCTBEHHOH perueTpaumm

2

B el
(oanuce)

=== T oKolI0B B.J.

25.06.2021
(nara)

000 “bBepnuu-Xemu/A. MeHapuumn”

HOpuawdeckuii agpec: Poccus, 123317, r. Mocksa, MNpecHeHckas nabepexnas, 0. 10

MosTosbif agpec: Pocous, 123317, r. Mock
Tenedpon: +7 (495) 785-01-00, dake: +7 (4

Ba, [pecHeHckan HabepexHasn, a. 10
95) 785-01-01, e-mail: info@b-c.ru



