OO0 BepnuH-Xemu/A. Menapunn

MOJATBEPXIEHHE COOTBETCTBUS

Ne [1C-12538A

Toprosoe HaumeHoBaHKEe Kapaocan® 20

MesxnyHapoHOe HenlaTeHTOBaHHOE HAMMEHOBAHHE OnMecapTan MegokcoMun

(rpynmupoBouHOE HiIH XHMHYECKOE)

JlekapcTBeHHas opma TalbJIETKH, IOKPHIThIE IEHOYHOM

obostoykoi
o3upoBka 20 mr
DopMa BBITTYCKa 14 wr. , 6nuctepsr (2 wr.) , nauku
KapTOHHbIE

Homep cepun (naptum): 12538A

ObbeM cepun(naptim) 45 504

Mara BeImycka 01.06.2021

I'onen g0 01.06.2024

Hanmenopanme u  ampec npousBoaurens (¢ | lpoussoauren-

YKa3aHHEM CTajlii IPOH3BO/ICTBA) Haman  Camkmo  IOpoyn  I'm6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany
Beimyckaomuii koHTposk KauecTsa-
bepnun-Xemu AT, I'epmanua(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata peructpanuonsoro YAOCTOBEpEHHS JICP-000628/10 ot 03.02.2010 (nata
nepeogopmiienus 06.02.2017)

Howmep u nata HopmaTHBHOM OKyMeHTaImu JICP-000628/10-060217, uzm.Nel,2,3

HaumenoBanue 141 anpec Aepxatens | bepnu-Xemu/MeHapunu ®apma [M6X,

PETHCTPAlIHOHHOTO YIOCTOBEPEHHS ['epmanus

L

Hacrosimmii xokymenT MOATBEPKIAAET:

-NaHHBIH JIEKAPCTBEHHBIH Npemapar coorBeTcTBYeT 61-03 «O6 0b6pamieHuu JIEKapCTBEHHBIX
CPEICTB...»;

~CCPHA JICKAPCTBEHHOI0 MpenapaTa COOTBETCTBYET TpeGOBAHHAM, YCTAHOBICHHBIM IpH ero
TOCYJapCTBEHHON perHCTpaIHu

>

W E—e=="Toxono B.. 02.12.2021

(monmuce) (mara )

000 “Bepnun-Xemu/A. MeHapuHu"

KOpuaudeckuin agpec: Poccus, 123317, r. Mockea, MNMpecHeHckas HabepexHas, a. 10
MouTosbin agpec: Poccus, 123317, 1, Mocksa, MNpecHeHckan HabepexHas, Aa. 10
Tenecpon: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugukar aHanunaa

Mpoaykr: Kapnocan® 20

Koa npoaykra: F132437

Ne cepumn: 12538A

Nara uarotoenenus: 06/2021 lNopex po: 06/2024

[ara eeinycka cepum:  01/10/2021

HopmarueHas aoKyMeHTaUMA: NCP-000628/10-060217 ¢ uaM. Ne 1-3

NekapcreeHHan copma: TabneTku, NOKpLITLIE NNEHO\HOK oBonoykoi, 20 Mr

[eiicTeylowee BeLWBCTRO! OnwmecapTaHa meaokcomun

MNpounasoguTens AeHCTBYIOWEro BeLlecTsa; Daiichi Sankyo Chemical Pharma Co. Ltd. Odawara Plant, Japan

O6vem cepun (KONUYECTBO YNakoBoK): 45504

Mokazarene Cneundukaunn Pesynerar

Onucaxue Bensie, Kpyrnbie, ABOAKOBLINYKNbIE TAGNETKW, NOKPLITLIE Bensie, kpyrnsie, ABoAKOBbINYXIIE
MNEHOHOM 0BOMONKOM, C OTTUCKOM “C14" Ha ORHOM CTOPOHE,  eor o <o " s e o oasos
C af8a YNOBUMbIM XapaKTepHbIM 3anaxom CTOPOME, C 8ASE YNOBMMBIM XaPaKTEPHbIM

Janaxom
MoaNUHHOCTL B3XX: Bpema yAepxvBaHUA OCHOBHOTO NiKa Ha MonoxwurensHo
Onmecapmana MedokcomMun XPOMaTOrpaMme UCNLITYeMOro pacTeopa fOMKHO

COOTBETCTBOBATL BPEMEHU YAEPXKWBAHWA OCHOBHOIO NUKa Ha
Xpomatorpamme CTaHAapTHOro pacTeopa onmecapTaHa
MEAOKCOMUNA (OTKNOHEHWE MOXET COCTaBNATL He Bonee 10,5

Y®-cnekTpodhoToMeTpUA: Y®-CnekTp HCNbITYEMOro pacTeopa B MoNoUTeNnsHO
Auanasoxe AnuH BoNH oT 200 a0 360 HM AomkeH

COOTBETCTBOBATE Y P-CNeKTpy CTAHAAPTHOrO pacTeopa U UMeTh

MaKCHMYM NOTMOWEHNA NP ANUHE BONHB! (257 £ 2) KM

CpenHan macca TabneTku 218.0mrx 7.5% 217.60 mr
OpHopogHOCTL NO Macce 18/20 He Gonee yem % 7.5 %; CoorsetcTayer
2120 He Bonee yem + 15 % oT cpegHeil Maccel
Pacreoperne He meHee 76 % (Q) OnmecaptaHa meaokcomuna uepes 30 92. %
Onmecapmara medoxcomun MHWHYT OT 3aRBNEHHOTO COAEPKaHWA
Boaa He Gonee 6.0 % 41 %
MocToporHne npumecwu
OnmecapTan (RNH-6270) He Gonee 0.9 % 0.2 %
RNH-6373 He 6onee 0.6 % 0.2 %
moban Apyras euHUYHAR NPUMECE He Bonee 0.2 % < 01%
cymma niobbix Apyrux eauHnYHbIX npumecein He Bonee 0.5 % < 01%
O6wasn cymma npumecei He 6onee 1.7 % 0.4 %
MukpoBuonorudeckan uactora
O6wee uncno aspobHbIX He 6onee 108 1 r < 10.
Baxrepun
O6wee yucno rpubos He Gonee 108 1r < 10.
Escherichia coli Oreyrcreve s 11 Cootsercreyer
OAHOPOAHOCTE 403MPOBaHUA MapameTp npuemnemocTv AnA 10 eauHUyY 5150
Onmecapmara medoKkcomun A03upoBaHKMA S 15.0; napameTp npuemneMocTv

Ana 30 eauHuL A03MpoBaHKUA < 15.0, U HWA OAHA M3 BAMHWUL
AC3NpOoBaHUA He < 0.75 Munu > 1.25 M

KonudecTeeHnHoe onpeaenaHue 93 - 105 % oT 3aneneHHOro coaepxanun (ot 18.6 Mr go 21.0 mr 102. %
OnmecapmaHa medokcomun onmecapTaHa megokcomuna e Tabnerke)
Ynakoska Mo 14 TaBneTok B KOHTYPHOW AYEliKOBONH ynakoske (BnucTep), CooTeeTcTeyeT

W3rOTOBNEHHOA U3 NaMUHWPOBAHHOW NNEHKKU
(nonuamua/anioMuHiA/NBX) U doneri anomuHueson, Mo 2
GnucTepa ¢ UHCTPYKUMENR N0 NPUMBHEHUIC B KAPTOHHON Nauke.

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 (Zentrala), Fax +49 30 6707-2008 (Qualitétskontrolle).



MENARINI

Analysenzertifikat Certificate of Analysis
MpoayxT: Kappocan® 20
Koa npoayxra: F132437

Ne cepun; 12538A

MapkupogBka

1) Neper4Han ynakoBKka NekapcTBEHHOro npenapara

Ha GnucTepe Ha pycckoM A3biKe yKa3blBaloT:

HBMMEHOBaHWE PUPMbI, OCYLLIECTBNAILLEN BbINYCKAMWMIA KOHTPONE KauecTea
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)

TOProeoe HaMMeHoBaHWe npenapara ¢ NpeaynpeauTensHO# MapkupoBKkon®
MEXQYHapOAHOe HeNaTeHTOBaHHOe HAaUMEHOBAHWME

AQ3NPOBKY

cxemy npvema npenapara

Ne cepun: 12538A

Fogex go: 06/2024

HEBUAUMBIA 3HaK 3aLMThI

2) BropudHan ynakoska
Ha xapTOHHOIA Nauke Ha PYCCKOM A3biKe yKasbiBaroT:

HaUMEHOBAHWE (DMPMbI-NPOM3IBOAUTENSA, CTPaHY

HaUMEHOBaHUE (DUPMbI, OCYLLECTBNAIOLENR BbiNYCKAIOWMWIA KOHTPONb KAYECTBA, CTPaHY
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuxuue)

TOProBoe HauMeHoBaHMe npenapaTa C NpeaynpeAnTensHOK MapKUPOBKOHE®
MeXAyHapoaHOe HenaTeHTOBaHHOe HaWMeHoBaHue

NeKkapcTBeHHyI0 (hopMy, A03UPOBKY

xonudyecTeo TabneTok B ynakoske
cofepxaHue AeiCTBYILLEro BellecTsa B ogHol TabneTke

"Coaepxut nakrosy"

YCNOBWA XpaHeHna

"CobnioaaTh MHCTPYKUMIO NG NPUMEHEHWIO npenapara, KOTOpaA HaXOAWUTCA BHYTPU yNnakoBxm™
"llexapCTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed mecTs!”

PEruCTPaUMOHHbLIA HOMEep

YCNoBuA oTnycka

Ne cepumn: 12538A

Nara warotoenexmna: 06/2021

lopex po: 06/2024

LUTPHX-KOA

"ina npuema BHyTpL"

"ranoTeHaneHoe cpeacTeo”

HEBUAMMBIA 3HAK 38WATbI

NPOM3BOACTBEHHbBIA KOA

3TUKETKA KOHTPONSA NEPBOro BCKPLITUA

CpeAcTsa UABHTU(MKALMM CUCTEMbI MOHUTOPMHIA ABWKEHUA NEKAapCTBEHHbIX NpenapaTos

XpaHeHue
Cpok rogHocTn

Cepruchuxar:
BollweykasaHHan cepun oTeedaeT TpeGOBAHUAM HOPMATUBHOW AOKYMEHTALMM,

r. Tibor Miké

YnonHoMoueHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

BERLIN-CHEMIE

Ceprucpukar ananusa

Pe3ynbTrartsl

Bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapaocan® 20
OnmecapTaHa MesokcoMun
20 mr

nmeeTcR

UMEeTCA

Aanum Cankuo KOpoyn TmM6X,
Fepmarun

BepnuH-Xemu AT, MepMaHma
BERLIN-CHEMIE/MENARINI
Kappocan® 20

OnmecapTasa MeaokcoMun
TabneTku, NOKPLITbIE NNEHOYHOR
ofonoukon, 20 Mr

28 TabneTok

B oaHoi TabneTtke NOKPbITOH NNEHOYHOM
000N04KOA COABPXUTCA ONMEcapTaHa
megokcomuna 20 wmr,

YKa3aHo

XpaHuTs NPH TeMnepaType He ebiue 30°C.
yKasaHo

ykasaHo

NCP-000628/10

Mo peuenty

umeercs
yKa3aHo
yka3aHo
UMeeTCR
uMeeTca
HE MMBETCA
numeeTca

Mpw Temneparype He Bbilwe 30°C.
3ropa

Dr. Attilio Sebastio, Dr. Claudia Abel - Pustanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolle).



