000 bepnnn-Xemn/A. Menapurn

HNOATBEPKJAEHUE COOTBETCTBHSI

Ne [1C-04534A

Toprosoe HaumeHORaHHE Kaprocan® 20

MexayHapoHOe HenaTeHTOBaHHOE HANMCHOBAHMG Onmecapran Menokcomun

(TpYNIMpPOBOYHOE HIIH XHMHYECKOE)

JlexapctBennas popma TabJIETKH, OKPHITHIE IIEHOUHOMH

000J104KOMH
Ho3upoBka 20 mr
@opMa BEITycKa 14 wrr. , 6nucrepsr (2 wr.) , navyku
KapTOHHBIE

Howmep cepuu (naprun): 04534A

O6beM cepun(napTun) 35902

JaTa Brimycka 01.10.2020

['osnen o 01.10.2023

Hamvenosanne wu  agpec  npomssommtens (c | IlponsBoauTeb-

YKa3aHHeM CTalki NPOM3BOACTRA) Januu Cankuo FOpoyn I'M6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany
Boinyckarommii koHTposIb KauecTBa-
Bepaun-Xemu AT, 'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata perucrpaunonnoro YAOCTOBEPEHHUS JICP-000628/10 or 03.02.2010 (zara
nepeopopmienus 06.02.2017)

Homep u mata HopmarueHoii JOKYMEHTALHH JICP-000628/10-060217, n3m.Nel,2,3

Hanmenoanue " azpec Aepxatend | bepnun-Xemu/Menapunu dapma Tm6X,

PErMCTPaLIHOHHOTO YIOCTOBEPEHHS ['epmanus

Hacrosimmii nokymenr MOATBEPKIALT:

~AaHHBIA EKapCTBEHHBIN IMpenapat CoOTBETCTBYET 61-D3 «O6 obpaienun JIEKAPCTBEHHBIX
CPEICTB...»;

~CCpHIL JICKApCTBEHHOTO Npernapara COOTBETCTBYET TpeGoBaHMSM, YCTaHOBIICHHBIM TPH €ro
FOCYNapCTBEHHOM perucrpaluu

!"‘u—'—‘

Coxonoe B.JI.  26.05.2021
(nara )

000 “Beprnun-Xemu/A, MenapuHu”

FOpuaudeckui anpec: Poccus, 1 23317, r. Mocksa, NpecHenckas HabepexHas, a. 10
Moutosbii apgpec: Poceus, 12331 7, r. Mockea, MNpecHeHckan HabepexHasn, a. 10
Tenedbon: +7 (495) 785-01-00, akc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpogykr:

Koa npoaykra:

Ne cepun: 04534A

[ara narotosnenus: 10/2020

[arta eeinycka cepuv;  06/04/2021
HopmaTueHas AoKyMeHTauma:
NexapcreerHas dopma:
[eAcTeylOWEe BelecTRo:
MpovasoauTens AGKCTRYIOLWErD BEWECTBA:
Obvem cepuu (KONWYBCTBO YNaKkosok):
MNoxazatens

Onucanue

MopnuHHOCTE
Onmecapmasa medoxkcomun

CpenHan macca tabnetku
OpHOPOAHOCTL NO Macce

PacTsopenve
Onmecapmarna medokcoMun
Bopa
MocTopornvie npumecu
OnmecapTad (RNH-6270)
RMNH-8373
nban Apyras eAVHUNHAES NPUMECH
cymma NoBbiX APYIMX EAMHANHBLIX NPUMECEr

O6uiar cymma npuMecein
MukpoBuonorueckan yncroTa
Obuwee vncno aspobHbix
Bakrepui
OBuwee wicno rpudos
Escherichia coli
OAHOPOAHOCTL R03MPOBaHNA
QOnmecapmara MedoKcomun

KonwuecTeeHHoe onpegenexve
Cnmecapmara Medokcomun

Ynakoska

2952

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kapgocan® 20
F132437

NCP-000628/10-060217 ¢ uam. Ne 1-3
TabneTku, NOKPLITEIE NNEHONHOH 0Gonoukol, 20 Mr
OnmecapraHa MegqOKCOMMUA

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

35504

Cneyndukayms

Be.nblﬁ. Kpyrnoie, ABO%IOBhIﬂyKﬁbIG THSJ'IBTKM, NOKpPbIThIE
nNeHo4HoN 0Bono4KoN, ¢ oTTHCKOM "C14" Ha OaHOM CTOPOHE,
C 8/iBa YNOBUMbIM XBPaKTEPHLIM 3aNaxom

BIXX: BpemMs yAepMMBAHUA OCHOBHOrC NviKa Ha
XPOMBTCrPaMME WCMBITYEMOrO PACTBOPA AOMKHO
COOTBETCTBOBATh BPEMEHW YAEPXKMBAHWA OCHOBHOIO Nka Ha
XPOMAaTOrpaMme CTaWapTHOro pacTeopa OnMecapraHa
MEACKCOMUNA (OTKNOHEHUE MOXET COCTABNATL He Gonee 0,5
Y®-cnektpooTomeTpus: Y-CNekTp UCneiTyeMoro pacTeopa 8
AvanasoHe AnUH BonH o1 200 ao 360 HM gorkeH
COOTBETCTBOBATL YP-CNeKTpy CTaHAAPTHOrO PacTBoOpa U NMETh
MaKCHMYM NOrMOWEBHWA NPY ANWHE BONHbI {257 £ 2) HM
218.0mMrx 7.5%

18/20 He Bonee yem £ 7.5 %,

2/20 He Bonee Yem £ 15 % OT cpegHel Macce:

He menee 75 % (Q) OnmecapraHa MeaokcoMmuna sepea 30
MWUHYT OT 3aABNEHHOrO COABPKARWA

He Bonee 6.0 %

He Bonee 0.9 %
He Bonee 0.6 %
He Bonee 0.2 %
He Bonee 0.5 %

He Bonee 1.7 %

He 6onee 10%8 1 1

He Bonee 10%8 1 r

OTtcyreteve e 11

NapameTp npuemnemocTi ans 10 eauHny

foavposanus < 15.0; napameTp nNpUEMNBMOCTY

Ana 30 eguHny A03upoBaHnA < 15.0, W HW OAHA M3 EAMHWUY
AO3UpoBaHWA He < 0.75 Munu > 1,26 M

93 - 105 % oT 3asBneHHOrO cofepxanun (o1 18.6 Mr 40 21.0 mr

onmecapTaia MegokcoMuna B Tabnetke)

Mo 14 TaBneTok B KOHTYPHOW AYEAKOBOW ynakoske (EnucTep),
M3rOTOBNEHHOA N3 NAMUHUPOBAHHON NIEHKN
(nonuamua/aniomMuHai/NBX) v conern anoMmHreson. Mo 2
BnucTepa C UHCTPYKUMER MO NPUMEHERMIO B KADTOHHOM Nauke,

iforsir{sfnd‘w dns.a Aufsichitsrates: Dr. Atberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Cheistian M:
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berfin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskont

Ceprudpuxar ananusa

Mopen no: 10/2023

PesyneTat

Benbie, Kpyrnnie, ABORKOBLINYKNbIS
TabNeTkH, NOKPbITHIE NNBHOYHON
ofonoukod, ¢ 0TTMCKGM "C 14" Ha oaHoR
CTOPQHE, C BABE YNOBMMBIM XAPAKTEPHYIM
3anaxom

MNonoxwrensHo

NonoxwmrensHo

218,90 mr
Cooteercreyer

90, %
3.9 %

0.2 %
0.1 %
0.1%
0.1%

0.2%

Coorsercreyer
£150

102. %

CootsetcTayet
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BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: Kapaocan® 20
Kopn, npopykra: F132437

Ne cepuu: 04534A

MapkupoBka

1) MepeuuHas ynakoska NexapcTBEeHHOro npenapara

Ha GnucTepe Ha PYCCKOM A3bIKE YKA3biBaT:

HaUMEHOBAHWE IMPMBl, OCYLBCTBNAIOLIEN BbINYCKaWMIA KOHTPOMb KavecTea
norotun «BERLIN-CHEMIE/MENARINI» (Ha naturuue)

TOProBOE HEMMEHDBaHWE NpenapaTa C NpeAyNPeAnuTENbHOW MapkupoBKon®
MEXQYHAPOAHOE HENAaTEHTOBaHHOe HauMeHOBaHWe

RO3UPOBKY

Cxemy npuema npenapara

Ne cepui: 04534A

lopen ao: 10/2023

HEBUAUMbBIA 3HaK 3alLUTbI

2) BropudHas ynakoeka
Ha KapTOHHOW NaYke Ha PYCCKOM A3LIKE YKadblBaoT:

HAVMEHOBaHNE (DUPMBI-NPON3BOANTENR, CTPaHY

HEUMEHOBAHWE HUPMBI, OCYLIECTBNAOLEH BEINYCKAIOWWA KOHTPOMNbL Ka4ecTea, CTpaHy
norotun « BERLIN-CHEMIE/MENARINI» (Ha natvHuue)

TOProBOE HAMMEHOBAHWE NPENapaTa C NPeAYNPeANTENLHOU MapkKposKkon®
MENKAYHAPOAHOS HENAaTEHTOBAHHOE HAMMEHOBAHWE

NeKapCTBEHHYIO (hOPMY, AO3MPOBKY

KONU4eCTBO TAGNETOK B YNaKoBke
COABPWAHME ABNCTBYIOLLErO BeWecTsa B oaron TabneTke

"Copepxut nakrosy”

YCINOBUA XpaHeHus

"CoBriioaars MHCTPYKUMK NO MPUMEHEHMIO NPEnapara, KoTopas HaxoguTCa BHYTPU ynakosku'
"flekapCcTBEHHOR CPBACTBO XPaHNTb B HEAOCTYNHOM ANA geted mectel”

perucTpaumMaHHbIn HoMep

ycnoaus oTnycka

Ne cepun: 04534A

[ara usrotosnexnsa: 10/2020

lopex go: 10/2023

WITPUX-KOA

"AnA npuema BHyTpL"

"TUNOTEH3MEHOE CPEACTEO"

HEBWAWMbBIA 3HEK 3aLLMTSI

NPOU3BOACTEEHHbLIN KOA4

3TUKETKA KOHTPOMNA NEPBOoro BCKPLITHA

CPEACTBA WAESHTUDMKALIMM CUCTEMbBI MOHUTOPWHIE ABMXXEHMA NEKAPCTBEHHLIX Npenaparos

Xpaxexue
Cpok rogHocTH

Ceprudmxar:
BuilweykasanHan cepus oTBedaeT TpeboBaHUAM HOPMaTUBHOWM AOKYMEHTaLUWM.

arbeft Stang

YNonNHOMOYEHHSGE NKUo

Vors{rga_mder des Aufsichtsrates: Or. Aiberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschie
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berfin-Chemie AG, 12485 Berlin - Tel. +49 30 8707-0 (Zentrale), Fax +49 30 6707-2008 {Qualititskontrofie)

Cepruchukar ananusa

PesynbTaTel

BepnunH-Xemmn Al
BERLIN-CHEMIE/MENARINI
Kapaocan® 20
OnmecapTaHa MeZOoKCoMUn
20 mr

UMEETCH

MMEETCH

Naudu Caxkuo Kopoyn MubX,
FepMaHus

Bepnun-Xemn AT, Fepmanna
BERLIN-CHEMIE/MENARINI
Kapaocan® 20
OnmecapTana MejoKCoMnI
TabneTku, NOKPbITHIE NNEHOYHOR
ofonauxois, 20 Mr

28 TaBneTok

B oaHoW TaBneTke NOKPLITONH NNEHOYHOM!
0B0NOYKOR CONBPKUTCA ONMEcapTana
mepaokcomuna 20 mr,

yKasaHo

XpaKwTe NpW TEMNEPaTYPE He Bolue 30°C,
yKasaHo

yKasaHo

NCP-000628/10

Mo peuenty

UMeeTca
yKa3aHo
yKasaHo
MMEETCA
UMEEeTCA
HEe umeeTCca
umeeTca

Mpu Temnepatype He Bbilwe 30°C,
3ropa




