000 bepnnH-Xemn/A. MeHapmHH

NOATBEPKJIEHHUE COOTBETCTBHAA

Ne [1C-12539A

ToproBoe HaMMEHOBaHHE Kapnocan® 20

Mesk1yHapoHOE HeNnaTeHTOBaHHOE HAHMCHOBAHHE OnmecapTaH MeI0OKCOMHII

(rpymmIHpOBOYHOE WIH XMMHYECKOE)

JlexapcTBeHHas popma TabJIETKH, TTOKPBITHIE IICHOYHOMH

000J104KO#
Jlo31poBKa 20 Mr
®opMa BBINYCKa 14 wT. , 6aucTepsl (2 WT.) , TaYKH
KapTOHHBIE

Homep cepun (mapTm): 12539A

O0beM cepHH(NapTHH) 45120

JlaTa BBITyCKa 01.06.2021

['oneH 1o 01.06.2024

HammenoBanue H  aapec mpousBoaurens (¢ | Ilpom3soauTesib-

yKa3aHUEM CTaJIWi NPOH3BOJICTBA) Hanan CaHkHO IOpoyn I'm6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany
Boinyckawuuii KOHTPOIb KA4ecTBa-
Bepnun-Xemu AD, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u aTa perucTpalHOHHOTO YIOCTOBEPECHHA JICP-000628/10 or 03.02.2010 (nata
nepeodhopmienns 06.02.2017)

HoMmep 1 1aTa HOPMaTHBHOM JIOKYMEHTAIHH JICP-000628/10-060217, uam.Nel,2,3

HaumeHoBaHHe %} aapec nepskareins | Bepiun-Xemn/Menapunn ®apma I'mM6X,

PErMCTPallHOHHOTO YIOCTOBEPEHHSA [epmanus

HacTosiumii A0KYMeHT MOATBEPKAAET:

-JlaHHBIH JIEKapCTBEHHBIN mpernapaT cooTBeTcTByeT 61-03 «O0 o0pallleHHH J1E€KapCTBEHHBIX

CPEeACTB...»;
-cepusi JIEKAapCTBEHHOro I[pelapaTta COOTBETCTBYET TPeGOBAHHMAM, YCTAHOBICHHBIM IpPH €ro
roCy/1apCTBEHHOH perucTpainut

30.11.2021
(nata )

000 “BepnuH-Xemu/A. MeHapuHu”

tOpunudecknia agpec: Poceus, 123317, r. Mockea, MNpecHeHckas HabepexHan, a. 10
MouToswiv anpec: Poccua, 123317, r. Mockea, lNpecHeHckan HabepexHan, a. 10
Tenecbon: +7 (495) 785-01-00, cakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoayxT:

Kon npoaykra:

Ne cepuun: 12539A

Qarta narotoenexus: 06/2021
[aTa Bbinycka cepun: 04/10/2021
HopmaTueHas AOKYMEHTaLMWA:
NekapcTeeHHan opma:
[encTeyOlEee BELWECTBO!

MpowasoaMTENb AEACTBYIOLLIETO BELECTEa:

Ofbem cepui (KONUHeCTBO YNaKOBOK):

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kapgocan® 20
F132437

NCP-000628/10-060217 ¢ uam. Ne 1-3

TabneTki, NOKpPbITHIE NNEHOYHOW 0BoNoukon, 20 mr
OnmecapTaHa MejoKCoMUn

Daiichi Sankyo Chemical Pharma Co. Ltd. Odawara Plant, Japan
45120

Ceprugmkar aHanunsa

lopew po: 06/2024

Cneundmkaumun

Berbie, Kpyrnsie, ABOAKOBLINYKNbIE TabneTky, NoKpsITsIe
NNEeHoYHoM oBonoukoi, ¢ otTtuckom "C14" Ha ogHOM CTOpOHe,
C e/,Ba yNOBUMbIM XaPaKTEPHbIM 3anaxom

Pesynbrar

Benbie, KpYTNbie, ABCAKCBLINYKNbIS
TAGNETKM, NOKPBITHIS NNEHOMHOR
06ONOUKON, G OTTMCKOM "C14" Ha 0AHOR
CTOPOKE, C 8488 YNOBMMBbIM XaPAKTEPHbIM
JanaxoM

Moka3arens
OnucaHwne

BIYX: BpemMs yAepXUBaHUA OCHOBHOTO NAKA Ha MNonoxuTensHo
XpOMATOrpamMMe UCNbITYEMOro pacTeopa AOMKHO

COOTBETCTBOBATL BPEMEHW YABPKNBaHUA OCHOBHOTO NKKa Ha

XpomaTorpamme CTaHAapTHOrO PacTeopa onmecapTana

ME/OKCOMUNA (OTKNOHEHWE MOXET COCTaBNATL He Gonee 10,5

YO-cnekTpoOTOMETPHA: YO-CNexTp UCNbITyeMOoro pactecpa 8
Avanasone AnvH BonH ot 200 fo 360 HM pomKeH
cooTBeTCTBOBaTE YP-CnekTpy CTAHAAPTHOro pacTeopa U UMeTe
MaKCUMyM MOTNIOWEHUA NP1 ANvHe BOMHbI (257 £ 2) HM

MNoanuMHHOCTL
Onmecapmarna Medokcomun

MNonoxurensHo

CpeaHan macca Tabnetku
OaHOPOAHOCT NO Macce

Pacteoperue
Onmecapmana medokcomun

2180mrt 7.5%

18/20 He Bonee yem £ 7.5 %,;

2/20 He Gonee yem £ 15 % OT cpeaHe# Maccel

He MeHee 75 % (Q) OnmecapTana meaokcomuna yepes 30
MWHYT OT 3aABIIEHHOTO COAEPKAHNA

218.90 mr
CooteercrayeT

91. %

Bopa He Gonee 6.0 % 41 %
MocTOpOHHWE NPUMECH

Onmecaptan (RNH-6270) He 6onee 0.9 % 0.2 %
RNH-6373 He 6onee 0.6 % 0.2 %
noBas apyran eaMHUYKan npumecs He Gonee 0.2 % < 01 %
cymma NioBbix APYIMX eAnHUYHBIX npumecen He Gonee 0.5 % < 01%
O6Las cymMmma npumMecei He Gonee 1.7 % 0.4 %
MukpoBuonornyeckas YucTaTa

OBLee YMcno aspobHeIX He Gonee 10°8 1T 10.

GakTepvi

Q6wee unucno rpubos He bonee 1078 17 < 10.

Escherichia coli OrcyrctBue B 11 CootsercreyeT

OAHOPOAHOCTL A03MPOBaHUA MNapameTp npuemnemocTu AnA 10 eanHIY <150

Onmecapmana MedokcoMun poauposanua S 15.0; napameTp NpUeMNeMocTv

ANA 30 eavHuy foauposanua S 15.0, U HY OAHA M3 AMHWL

£031pOBaHNA He < 0.75 Munu > 1.25 M

93 - 105 % OT 3aABneHHoro copepxaxus (o1 18.6 mr go 21.0 Mr 102. %

onmMecapTaHa Meaokcomuna e Tabnetke)

KonuuecTseHHoe onpeaeneHue
OnmecapmaHna MegoKcoMun

Ynakoska Mo 14 TaBneTok B KOHTYPHON A4YERKOBON ynakoske (GnucTep), CooTeetcTByeT
W3rOTOBNEHHOM W3 NaMUHUPOBAHHOW NNEHKA
(nonuamua/aniomutinia/MBX) v doneru anoMuHueson. Mo 2
6rUCTEpa ¢ UHCTPYKLMER N0 NPUMEHEHUIO B KapTOHHOM nadke.
Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Varsitzender), 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
MNpoaykT: Kapnocan® 20
Kop npopykra: F132437

Ne cepun: 12539A

MapkupoBka

1) NepeuyHan ynakoska NekapcTBeHHOro npenapara

Ha 6nucTepe Ha pPyCCKOM R3biKe YKa3biBaoT:

HauMeHoBaHne (PUPMbI, OCYLECTBNAIOLENA BoiNYCKAOLMIA KOHTPONL KavecTsa
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuye)

TOProBoe HaMMEHOBaHWe npenapara ¢ NpeAynpeAUTENBHON MapKUPOBKOHE
MEX4YHapOAHO® HeNaTeHTOBaHHOe HAMMEeHOBaHWe

AO3MpoBKY

CxXeMy npuema npenapaTa

Ne cepun: 12539A

Mopen po: 06/2024

HEBUAMMBIA 3HAK 3aLWMTbI

2) BropuuHan ynakoska
Ha KapTOHHOW NAaYke Ha PYCCKOM R3biKe YKasbiBaKT:

HaUMEHOBaHUE (OMPMLI-NPOUIBOAMUTENR, CTPaHY

HauMeHoBaHVe UPMBbI, OCYLIECTBNAIOLEH BbINYCKAIOWMIA KOHTPONL KAYeCcTsa, CTpaHy
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuye)

TOproBoe HaumeHoBaHue npenapara ¢ NpeaAynpeAnTeNbHON MapKMpoBKon®
MexXayHapoaHOe HeNnaTeHTOBaHHOEe HauMmeHoBaHue

NEKapCTBEHHYIO (DOPMY, A03MPOBKY

KonuuecTso TabneTok B ynakoeke
coAepXaHUe AeNCTBYIOLLEro BELEeCTBa B oaHOMU TabneTke

"Conepxut nakroay"

YCNOBUA XPaHEHUA

"CobnioaaTb MHCTPYKLWIO NO NPUMEHEHMIO Npenapara, KOTOPaA HaxXOAMUTCA BHYTPM ynakoeku'”
"llekapCTEEHHOE CPEACTBO XPaHWTL B HEAQCTYNHOM ANA AeTen mecrel”

PErucCTPaUMCHHbBIVM HOMep

YCNOBMA OTNycka

Ne cepuu: 12539A

[lara narotoenenus. 06/2021

lopex po: 06/2024

LUTPUX-KOA

"ANR npvema BHyTpL"

"MMnoTeHauBHoE cpeacTeo”

HEBMAMUMbIA 3HaK 38LLUWTHI

NPOW3BOACTBEHHBIA KOZ

3TUKETKA KOHTPONSA NEPBOTrO BCKPLITUA

CPeACTBa MABHTU(HMKALIMK CUCTEMbI MOKUTOPMHIA [IBKEHUA NEKAPCTBEHHLIX Npenaparos

XpaHeHue
Cpok rogHocTH

Ceprudpmkar:
BolweykalaHHas cepua oTeeqaeT TpeboBaHMAM HOPMATUBHOR AOKYMEHTaUMK,

Dr. Stang

YNnonHoMoueHHoe JuLo

Varsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr, Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attillio Sebastia, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitdtskontrolie).

Cepru¢pukar ananusa

PeayneTatsl

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapaocan® 20
OnmecapraHa MEAOKCOMMN
20 mr

umeeTcs

nmeeTca

Rawnyn Canio KOpoyn MMBX,
FepMarun

Bepnun-Xemu AT, Mepmanun
BERLIN-CHEMIE/MENARINI
Kappocan® 20
Onmecaprana megokcomun
Tabnertku, NOKPbITbIE NNEHOYHOH
obonoukoi, 20 mr

28 Tabnetok

B opHOM TaBneTke NOKpPLITOM NNEHOUHOM
00O0NOYKOR COABPKUTCA OnMecapTaHa

Megokcomuna 20 mr.

yKa3aHo

XpaxuTe Npu TaMnapatype He sbiwe 30°C.
yKa3iaHo

ykaaaHo

NCP-000628/10

Mo peuenty

uMeeTcs
YKa3aHo
yKa3aHo
uMeeTca
WMMeeTcA
HE UMEETCA
UMEeTCA

Mpu TemnepaTtype He Bbilwe 30°C.
3 ropa




