00O bepninH-Xemn/A. MeHapuHu

HOATBEPKJIEHHUE COOTBETCTBHS

\J

Ne T1C-04534A

Toprosoe HAMMECHOBaHHE Kapaocan® 40

MexayHapoIHOE HENaTEeHTOBAHHOE HAUMEHOBAHHE Onmecaprad MeIOKCOMUI

(rpynn¥poBo4HOE WM XHMHYECKOE)

JlexapcTBenHas dopma TabJIETKHU, IOKPBITHIE TIIEHOYHOH
000104KOH

Jlo3zupoBka 40 Mr

®opma BbIITyCKa 14 mwt., 6nucTepsl (2 WT.),- Ma4KH
KapTOHHbIE

Howmep cepun (naptun): 04534A

O6beM cepun(mapTim) 20 160

Jlata BeIITycKa 01.11.2020

T'oen no 01.11.2023

HanmenoBanwe u ampec npomsomurens (c | Mpoussogurens-  Jlanun Cankno

yKa3aHHEM CTaJHi [IPOH3BOJCTBA) FOpoyn I'mM6X (Luitpoldstrasse 1, 85276

Pfaffenhofen,Germany), lepmanus
Bpimyckalommii KOHTPOIb KadecTBa-
bepaun-Xemu AT, 'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 j1aTa perucTpallHOHHOI0 yI0CTOBEPEHHSA JICP-000629/10 ot 03.02.2010
(nata nepeogopmienus 15.02.2017)

Homep ¥ 1aTta HOpMaTHBHOH TOKYMEHTALHH JICP-000629/10-150217, u3m.Nel-3

HanMeHoBaHue H ajipec nepkatens | bepann-Xemu Al 'epManus

PErHCTPALHOHHOTO YAOCTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmmii NoOKyMeHT MOATBEPKAAET:

-JIaHHBIH JICKAPCTBEHHBIA MpenapaT cooTBeTcTByeT 61-03 «O6 obpallieHHH JTeKapCTBEHHBIX
CPENCTB...»;

-CCpHs JIEKApCTBCHHOTO IIpenapara COOTBETCTBYET TPeOOBaHMAM, YCTAHOBJICHHBIM IPH €ro
roCy/1apCTBEHHOH perucTpaliu

(3
&l

000 « '/ Xemu/A. 851 %

—== Cokonos B.JI.  27.07.2021
(moanucs) (nara)

000 “bepnuH-XeMmu/A. MeHapuHKu”

HOpuaundeckuin agpec: Poccua, 123317, r. Mocksa, MNpecHeHckan HaBepexHas, Aa. 10
MNMoyTosein agpec: Poccun, 123317, . Mockea, MNpecHexckan HabepexHasn, 4. 10
Tenedpon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat Certificate of Analysis Ceprugukar anannsa
MpopayxT: Kappocan® 40
Kon npoayxra: F132449
Ne cepuun. 04534A
[ara warotoenenus: 11/2020 lopex go: 11/2023
[ata swinycka cepumn:  22/06/2021
HopmMaTveHas foKymeHTauus: NCP-000629/10-150217 ¢ nam. Ne 1-3
INexapcTeenHan dopma: Tabnetkwn, NoKpbiTbie NNEHOYHOK 0BONOYKOR, 40 Mr
[NeAcTeyiiulee BELECTRO: OnmecapTaHa MeaoKcoMUn
Mpow3ssoauTens AeicTeylowero sewectsa:  Daiichi Sankyo Chemical Pharma Co. Ltd. Odawara Plant, Japan
Obvem cepuu (KONM4eCTBO YNakoBOK): 20160
MNokazavens Crneuucukaum Peaynerar
Onucanune benuie, oBanbHbie, ABORKOBLINYKNbIE TABNeTkM, NOKpbIThIe Bensie, opansHee, ABOAKOBLIMYKMbia
NNBHO4HON OBONOUKON, G OTTUCKOM "C15" Ha O{HOM CTOPOHe, T071ETKM, NOKPLTLE nnekouHal
060oNo4KOR, C OTTMCKOM "C15" Ha oaHoi
C 8/Ba YNOBUMbIM XapakTepHLIM 3anaxoM CTOpOHS, ¢ GABB YMOBHMbIM
XBPAKTePHLIM 38Nnaxom
MoanuHHOCTE BIOXX: Bpems yaepxusanna OCHOBHOTO Nuka Ha MonoxurensHo
Onmecapmana medoKcomust XpOMAaTOrpaMme UCMbITYEMOro pacTeopa AOMKHO

COOTBETCTBOBATL BPEMEHN YAEPKUBAHNA OCHOBHOIO NUKA Ha
XpOMaTorpamme CTaHjgapTHOro pacTeopa onMecapTaHa
MEAOKCOMUNA (OTKNOHEHUE MOXET COCTaBNATL He Gonee 0,5
MMWH)

Y®-cnektpooToMeTpraA: YP-cnekTp UCnsITyeMoro pacteopa B MonoxutensHo
Awnanasoxe gnuH BonH ot 200 go 360 HM pomkeH

COOTBETCTBOBATL YO-CNEKTPY CTaHAapTHOrO pacTeopa u

VMETb MaKCHUMYyM NOTNOLLEeHUA NPU ANUHE BONHbI (257 + 2) HM

CpenHna macca TabneTiu 4320mMrt 5% 430.80 mr
OpaHopoAHOCTE NO Macce 18/20 He Gonee Yem £ 5 %; Coorsercrayer
2/20 re Gonee 4Yem + 10 % oT cpeaHeir Maccel
Pacteopenue He meHee 75 % (Q) onmecaprasa meaokcomuna yepea 30 84. %
Onmecapmana medokcomun MWHYT OT 3aRBNEHHOr0 COAEPKaHWA
Boga He Gonee 6.0 % 40 %
MocTopoxHue npuMecu
OnwmecaprtaH (RNH-6270) He 6Gonee 0.9 % 02 %
RNH-8373 He Bonee 0.6 % < 01 %
nban Apyras equHAYHAA NPUMEecs He Bonee 0.2 % < 01%
cymma nrobiX APYTUX BAMHUYHBIX He Bonee 0.5 % < 01 %
npumecen
O6ulan cymma npumecei He Gonee 1.7 % 0.2 %
MukpoBuonoruyeckas YyucToTa
O6Lee Ynucno aspobHbix He Gonee 10°KOE B 1 1 < 10.
BakTepuin
O6uwee uncno rpuGos He Gonee 10° KOEB 11 < 10.
Escherichia coli Otcytcrene B 11 Cootsercreyer
OpHOPOAHOCTE [O3MPOBAHKA MapameTp npuemnemocTv ana 10 eanHul £15.0
Onmecapmara medokcomusn Ao3uposanuA < 15.0; napameTp NnpuemMnemocTi

Ana 30 eauHuy foaupoBaHva S 15.0, M HK 0aRa M3 eaMHUY
Ao3upoBaHuA He < 0.75 Munn > 1.25 M

KonuvecteenHoe onpeaeneHue 93 - 105 % ot 3aneneHHoro copepxaHua (ot 37.2 mr ao 42.0 102. %
Onmecapmara Medokcomun Mr OnMecapTaHa MejokcoMuna B rabnerke)
Ynakoska Mo 14 Tabnerok 8 KOHTYPHOR AYerkoBOi ynakoske (Bnucrep), CooTeeTcTsyer

W3roTOBNEHHON W3 NaMUHUPOBAHHOM NNEHKM
{nonuamua/anioMuHuia/NBX) v chonbru ankMUHUEBoA,

Mo 2 Bnucrepa ¢ MHCTPYKUMER NO NPUMEHEHWUK) B KAPTOHHON
naudke.

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 (Qualititskontrolle),




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpmxar ananunsa
MpoayxT: Kappocan® 40
Koa npoaykra: F132449

Ne cepuu: 04534A

MapkupoBka

1) MNepenyHan ynakoeka NekapcTBEHHOro npenapara

Ha Bnucrepe Ha pycckom A3bIKe YKasbiBaT,

HaumeHoBaHWe (PMPMbl, OCYLLIECTBNAIOWEN BbINYCKAIOWMIA KOHTPONb KayecTsa
norotun «BERLIN-CHEMIE/MENARINI» (Ha natvHuue)

TOproBOe HAaWMEHOBaHWE NpenapaTta C NpeAynpeAuTENsHON MapKMPOBKOU®
MEX/YHEPOAHOE HENATEHTOBAHHOE HauMeHOBaHue

AO3MPOBKY

Pesynerars!

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapgocan® 40
OnmecapTaHa MeaoKcoMAn
40 mr

CXeMy npuema npenapara UMEeTCA
Ne cepun: 04534A
lopew ao: 11/2023
HEBUAWMMBIA JHAK 38LMTbI umeerca

2) BropudHas ynakoeka

Ha kapTOHHOW Nayke Ha PyCCKOM A3LIKE YKasbiBawT:

Hawuu Camkmo 10poyn TmbX,
Fepmanus

HaWMEHOBaHWe (PUPMbI, OCYLLECTEINAIOLLEN BLINYCKAIOLLMIA KOHTPOMb K8YECTBa, CTpaHy Bepnux-Xemu AT, Mepmanus
norotn «BERLIN-CHEMIE/MENARINI» (Ha natuHuye) BERLIN-CHEMIE/MENARINI
TOproBoe HauMeHoBaKWe Npenaparta ¢ NPeaynpPeAnuTENbHONW MapkupoBkon® Kappocan® 40
MEX[YHApPOAHOE HeMNareHToOBaHHoe HauMeHOBaHWe OnmecapTaxa Meaokcomun
NeKapcTBEHHYI0 (DOPMY, AD3MPOBKY Z;:;’:m":zp::m i
Konu4ecTso TabneTok B ynakoeke 28 Tabnerok

CO/lepXaHUe AenCcTaYIoLEero BeLwlecTsa B ogHon TabneTtke B oaHoit TabneTke NoKpbITOR NNEHOUHOR
ofonoukoft COABPKMTCA ONMECapTaHa
Mmegokcominna 40 mr,

HaumeHoBaHWe MPMbI-NPOUIBOAUTENRA, CTPaHY

YCNOBWA XpaHEHWUA XpanuTh Npu TeMnepatype He ebilue 30°C.
“"CoBnioaaTs MHCTRYKLMIO NO NPUMEHEHWIO NPENAapaTa, KOTOPAA HAaXOAWUTCA BHYTPY yNaKkoBKn" yKasao

"[lekapcTBeHHOe CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeR mecrel" yKkasaHo

"Coaepxur nakTosy" yKagzaHo

PervcTpauMoHHLIR HOMEpP NCP-000629/10

YCNOBWA OTNycka Mo peuenTy

Ne cepuu: 04534A
[ara warotosnenus; 11/2020
lopeH po: 11/2023

WITPUX-KOZR, uMmeeTca
"[na npuema BHyTpbL" yKasaHo

"ManoTeH3neHoe cpeacTeo” yKa3saHo

HEBUAUMbIA 3HAK 3aLLMUTLI nMeeTcH

NPOM3BOACTEEHHBIA KOA nMeetcH

3TUKETKA KOHTPONA NEepPBOro BCKPLITUA He UMeeTcA

CPeACTBA MABHTUDUKALMN CUCTEMbI MOHUTOPUHIA ABMXEHUA NEKapPCTBEHHLIX NpenapaTos MMeeTCA

XpareHwne Mpu Temnepatype He sBbiwe 30°C.
Cpok rogHocTv 3 roga

Ceprudukar:

BuiweykasaHHan cepus oteeuaeT TpeGoBaHUAM HOPMaTUBHOW AOKYMEHTALMK,

4. Tibor Miks

YnonHoMo4eHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Reinhard Uppenkamp (Vorsitzender), Michael Sirotoviteh, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Rainer Kern, Dr. Pio Mei - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 §707-2008 (Qualitéts-
kontrolle).



