00O bepnmH-Xemn/A. Menapunn

IHOATBEPKJIEHHUE COOTBETCTBUS

Ne TIC-11526A

Toprosoe HanMeHOBaHue

Kapnocan® 10

MesxayHapoHOe HenaTeHTOBaHHOE HaMMEHOBAHHE
(TpynnupoBoYHOE HIH XHMHYECKOE)

OnmecapTan MeJOKCOMHIT

JlekapcTBeHHas ¢opma

TabJICTKH, TOKPBITHIE IJICHOYHOH

obonoykoi
JlozupoBka 10 mr
®opma BeINTycKa 14 wr. , Gucteps (2 wit.) , nayku
KapTOHHBIE
Howmep cepuu (maprun): 11526A
O0beM cepun(miapThm) 29 376
JlaTa Belnycka 01.05.2021
['ozmeH no 01.05.2024
HanmeHoBannme u  aipec  npousBojuTens (c | Mpon3sBoauTeNL-
YKa3aHHEM CTaJiHil IPOU3BOACTBA) Havuu  Canmkmo  FOpoyn  I'm6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany

Boinyckaoummii KOHTpons kavecrsa-
Bepnun-Xemu AT, epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 nata perucTpaiHoHHOrO yI0CTOBEpEHHS

JICP-010758/09 or 29.12.2009 (nata
nepeodopmaenns 28.02.2017)

Homep u nata HopmaTHBHOM JoKyMeHTamu

JICP-010758/09-280217, uam.Nel-3

HaumeHnoBanue H anpec
PETHCTPAIHOHHOI'O YI0CTOBEPEHHS

nepxKaTens

bepnnn-Xemn/Menapuan ®apma I'mM6X,
I'epmanns ((Glienicker Weg 125, 12489,
Berlin, Germany)

Hacrosimmii noxkymenT moarsepsxaaer:

-JlaHHbI JICKAPCTBEHHBII MNpemapar cooTBETCTBYET 61-P3 «O6 obpameHun JekapcTBEHHBIX
CPENCTB...»;
~CepHi JICKAPCTBCHHOrO MpenapaTta COOTBETCTBYET TPeOOBAHHAM, YCTAHOBICHHBIM OpH ero
TOCYZapCTBEHHOM PETHCTPAI[HH

000 “Bepnun-Xemu/A. Menapunun"

(nata )

KOpuguyecknii anpec: Poceun, 123317, 1. Mocksa, MpecHeHckas HabepexHas, Aa. 10
MNouToseit agpec: Poccun, 123317, r. Mocksa, MNpecHeHckan HaGepexHas, a4. 10
TenedoH: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugukar anannza

MpoayxT: Kappocan® 10

Koa npoaykra: F132448

Ne cepun; 11526A

[Nara warotoenennn: 05/2021 lopex go: 05/2024

Hara sbinycka cepun: 05/10/2021

HopmaTuBHan AoKyMeHTaums: NCP-010758/09-280217 ¢ uam. Ne 1-3

NekapcTeeHHas opma: TabneTku, NOKpLITLIE NNEHOYHON 060N0NKON, 10 Mr

[encTeylLee BELLECTBO: OnmecapraHa MeAOKCOMUN

Npoussoautens aeicTeyowero sewectsa: Daiichi Sankyo Chemical Pharma Co. Ltd. Odawara Plant, Japan

O6vem cepum (KONUYECTBO YNAKoBOK): 29376

Nokasatens Cneuundukauun Pesynbrar

Onucanne Benbie, kpyrnbie, ABOAKOBbLINYKNble TabneTkW, NOKpbITbIe B:EM' KPYTTIbi@, BORKOBLINTYKbIS
MNeHo4HoA 0GOMOKOR, C OTTHCKOM "C13" Ha 0AHOM CTOPOHE, C (g TTEL Ml Mokl
€/1Ba yNoBMMbIM XapakTepHbiM 3anaxom CTOPOHE, C 8488 YNOBUMbIM XBPAKTEPHLIM

Janaxom
lModnunHocme B3XX: Bpemn yAEPXMBAHWA OCHOBHOIO NUKA Ha Xpomarorpamme NonoxuTenbHo
Onmecapmana medokcomun MCMLITYEMOro pacTeopa A0MKHO COOTBETCTBOBaTh BPEMEHU

YAGPXMBAHNA OCHOBHOTO NWKa Ha XpOMaTorpamMme CTaHAapTHOro
pacTteopa onmecapTaHa MefoKCoMUNa (OTKNOHEHNE MOXET
cocTaBnaTe He 6onee 0,5 MuH)

Y®-cnekTpodoToMeTPHA: YP-CNEKTP HCNLITYEMOro pacTeopa b MNonoxwuTensHo
AnanasoHe AnuH BonH o1 200 Ao 360 HM gorxeH

COOTBETCTBOBATL YP-CNEKTPY CTAHAAPTHOrO PacTeopa U UMEeTL

MaKCHMYM NOrNOLWEHUA NPK ANKHE BONHbI (257 + 2) HM

CpeaHns macca TabneTku 1100mMr£7.5% 110.60 mr
OaxopoaHocTe No Macce 18/20 He Gonee yem £ 7.5 %:; CooTtsercrayer
2/20 ne Gonee veMm 1 15 % oT cpeaHei Macchl
PacreopeHue He meHee 75 % (Q) OnmecapTaHa meaokcomuna yepea 30 MUHYT 93. %
Onmecapmara Mmedokcomun OT 3aABNEHHOIr0 COAEpPXaHUs
Boaa He 6onee 6.0 % 4.0 %
MocTopoxHue npumecu
Onmecapran (RNH-6270) He Bonee 0.9 % 0.2 %
RNH-6373 He Gonee 0.6 % 0.2 %
nban Apyran eAMHUYHAA NPUMECH He Bonee 0.2 % < 01 %
Cymma niobbix Apyrux eAuHUUHbLIX He Bonee 0.5 % < 01 %
npumecen
O6uwan cymma npumecei He Gonee 1.7 % 04 %
MukpoGuonornyeckan yucrtota
Obwee yACno aapobHbix BakTepui He Gonee 10°KOE & 1r 10.
Obuee uucno rpubos He Gonee 10°KOE B 11 < 10.
Escherichia coli OrtcytcTeme B 11 CooteetcreyeT
OaHopoAHOCTE 403UMpOBAHKA MapameTp npuemnemocTv AnsA 10 eanHUy Ao3uposaHua S 15.0; <15.0
Onmecapmara Medokcomui napamMeTp npuemnemoctu 4nA 30 eanHUY Ao3upoBaHua < 15.0, u

HU 0AHA M3 BAUHUY A03MPOBaHUA He < YeM 0.75 Munu > 1.26 M

KonuyecteeHHoe onpeaeneHue 93 - 105 % oT 3aABNEHHOTO COARPKAHNA 100. %
Onmecapmana medokcomun (or 9.3 mr a0 10.5 mr onMecapTaHa

meaokcomuna B Tabnerke)
YnakoBka Mo 14 TabneTok B KOHTYPHOM A4eAKOBONM ynakoeke (GnucTep), CootBetcTBYET

WM3roTOBNEHHOMA M3 NAMUHWPOBAHHOW NNEHKK
(nonmamua/aniomuHnit/NBX)  Gonbrn anlOMUHNEBON.

Mo 2 6rucTepa ¢ MHCTPYKLMEH NO NPUMEHEHMIO B KAPTOHHON
nauke.

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (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 6§707-2008 {Qualitatskontrolle).



MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: Kapnocan® 10
Koa npoaykra: F132448

Ne cepun: 11526A

Mapkupogeka

1) NepsuyHan ynakoska nekaj EHHOro npenapara

Ha BnucTepe Ha pycckom asbike ykaswisaioT:

HauMeHoBaHWe HUPMbI, OCYWECTBNAIOWEN BhINYCKAIOLWMN KOHTpONb Ka4ecTsa
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuye)

TOpProBoe HauMeHoBaHWe Npenapara ¢ NPeaynpeaUTENbHON MapkupoBkon®
MEXAYHapoAHOE HENaTEHTOBaHHOE HaUMEHOBaHWe

03UPOBKY

Cxemy npuema npenapara

Ne cepuu: 11526A

lopen go: 05/2024

HEBUAMMBIA 3HAK 3aWMTbI

2) BropuuHas ynakoska

Ha KapTOHHOR Nauke Ha PYCCKOM A3LIKE YKa3biBaKOT:
HauMeHoBaHWe (PUPMLI-NIPOUIBOAMTENS, CTPaHY

HauMeHoBaH1e (PUpPMbI, OCYLLECTBNAKWENR BBINYCKAIOWWIA KOHTPONL KayecTea, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOprosoe HauMeHoBaHWe Npenaparta ¢ npeaynpPeANTENLHON MapKUpOBKOH®
MEXAyHapo4HOe HeNaTeHTOBAHHOE HAaMMEHOBAaHWe

NeKapcTBEHHYI0 (hOpPMY, A03NPOBKY

Konu4ecTso TabneTok B ynakoeke
CoAepxaHve 4eUCTBYIOWErD BEWECTsa B 0AHON TabneTke

"Coaepxut nakroay”

YCNOBUA XpaHeHus

"CobnionaTte MHCTPYKLUMIO NG NPUMEHEHIIO npenapara, KoTopas Haxo0AWTCA BHYTPU yNakoBKn"
"llexapcTBeHHoe CPeACTBO XPaHUTL B HEAOCTYNHOM ANA AeTei mecTe!"

PErMCTPaLMOHHBIKN HOMEP

YCNOBMA OTnycka

Ne cepun: 11526A

Hara warorosnenus: 05/2021

lopeH po: 05/2024

WITPUX-KOA

"Ana npuema BHYTPL"

"r'MnoTeHaueHoe cpeacTeo”

HEBMAWMbIA 3HAK 3aLWMTb

NPOM3BOACTEEHHLIA KOJ

3THKeTKa KOHTPOMNA NepBOT0 BCKPLITUA

CPeACTBA MABHTUUKALMM CUCTEMBI MOHUTOPHHIA [BUKEHMSA NeKkapcTBeHHBIX NpenapaToB

XpaHenue
Cpok rogHocTh

Ceprudcmxar:
BelweykasaHHan cepun oTeevaeT TpeBoBaHuAM HOPMaTUBHOW AOKYMEHTaLMK,

Dr. Nerbér Stang

YnonHomouernHod nuuo

BERLIN-CHEMIE

Ceprucpukar ananuza

PesyneTartei

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapaocan® 10
OnmecapraHa meaokcomun
10 mr

nMeetca

uMeeTca

Aanum Cankvo KOpoyn MuGX,
lepmanus

Bepnun-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI
Kappocan® 10

OnmecapTaHa meaokcomun
Tabnerku, NoKpPbIThIE NNEHONHOM
oBonoukoi, 10 mr

28 TabneTok

B ogHoii TabneTke NoKpLITON NNeHoYHON
ofonouKoi cogepxuTca onMecapTaxa

Meaokcomuna 10 mr,

yKka3aHo

XpaHuTL Npu TeMnepaType He sbiwe 30°C,
yKasaauo

yKa3aHo

NCP-010758/09

Mo peuenty

umeeTca
ykasaHo
ykasaHo
uMeeTcs
umeeTca
He umeeTcs
umeerca

Mpu Temnepatype He ebiwe 30°C.
3roaa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (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 (Qualitdtskontrolie),




