000 BepnuH-Xemn/A. MeHapnHn

MNOJATBEPKIEHUE COOTBETCTBUSI

Ne T1C-04530A

ToproBoe HaHMCHOBaHHE Kapnocan® Ilmoc
Mesx1yHapoJHOEe HelaTeHTOBAHHOE HAUMEHOBAHNIE T'uapoxnopotHasua+OaMecapTaHa
(rpynmUpOBOYHOE HIN XHMHYECKOE) MEJIOKCOMHII
JlekapctBenHas gopma TaOIETKH MOKPBITHIC MIEHOYHOH
0005104KOH
Jlo3MpoBKa 12.5 mr+20 Mr
dopma BBITYCKA 14 wrt. , 6aucTeps (2 1WT.) , Na4KH
KapTOHHBIE
Howmep cepuH (MapTuH): 04530A
O6beM cepuH(NapTHH) 48 384
JlaTa BBIYCKa 01.11.2020
loxeH 1o 01.11.2025
HanmeHoBanne u  aapec mpoussoautens (¢ | IIpoussoauTennb-
yKa3aHHeM CTajli IIPOM3BOJICTBA) Hauuu CaHkHo HOpoyn 'M6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany

BoinycKaomMil KOHTPOJIb Ka4vecTBa-
Bepmun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep 1 J1aTa perncTPalMoOHHOTO yI0CTOBEPEHHUS

JICP-007457/10 ot 30.07.2010 (nata
nepeodopmienus 04.10.2013)

Howmep ¥ aTa HOPMAaTHBHOH JOKYMCHTALHH

JICP-007457/10-300710, u3m.1,2,3

HanmeHoBaHHE u azpec JepKaTes
PErHCTPALHOHHOIO YAOCTOBEPCHUS

3aKkphiToe  AKIMOHEPHOE  OOLIECTBO
"BEPJIMH-®PAPMA" (3AO "BEPJIMH-
®APMA"),Poccust, r. Kamyra, 2-it
ABTOMOOGUIIBHBII NIPOE3 1, 1.5

Hacrosimuii J0KyMeHT NOATBEPKAACT:

-JaHHBI{ JeKapCTBEHHBIH IperapaTr COOTBETCTBYCT
CpPEICTB...»,

-cepus JIEKApCTBEHHOTrO IpernapaTra COOTBETCTBYCT
rocyapcTBEHHOH perHCTpalHy

61-®3 «O06 obpallleHHH JIeKapCTBEHHBIX

TpeGoBaHUAM, YCTAHOBJICHHBIM IPH €ro

o === Cokonos B.JI.  03.12.2020
(moammce) (nara )

000 “BepnuH-XeMu/A. MeHapuHu”

Opuaudeckuia agpec: Poc
MouTtosbin anpec: Poccua,

cvn, 123317, . Mockea, MNpecHeHckan HabepexHas, a. 10
123317, r. Mocksa, MNpecHeHckan HabepexHas, A. 10

Tenedon: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoaykT:

Koa npoaykra:

Ne cepum: 04530A

[ara uaroTOBNEHWA: 11/2020

[Nata sbinycka cepuu:  21/07/2021
HopmaTuBHaRA A0KYMEHTaLuA.
JNekapcTBeHHan opma:

[eAcreyioliee BeLIecTBO;

Mpon3asoaMTENE AEACTBYIOLIErD BELLeCTaa:
OnmMecapraHa MeAoKkcoMnun
MNpou3aBoanTENL AEACTBYKOLLErO BEWecTsa.
TapoxnopoTHasua

O6vem cepuu (KoNUuecTso):

MNoka3zarens

Onucanue

MoanuHHOCTE (BIXX)

- Onmecapmara MedoKcomun
- ludpoxnopomua3ud

Cpeanss macca TabneTok
OaHOPOAHOCTL NO Macce

PacTeopeHue OnimMecapmana medokcomun
PacteopeHve [udpoxnopomuasud

Bopa
POACTBEHHbIE COBANHEHUA!
OnmecapraH
RNH-6373
ACD
CcTZ
HCTZ-Dimer
Cymma npumeced HCTZ
NoBaa Apyras eauHAYHAR NpUMecs
O6Lyan cymma npuMecen
OAHOPOAHOCTD AOINPOBAHWA
Onmecapmana medoxcomurn
rudpoxnopomua3ud
MukpoBuronoru4eckan YucToTa
OBLwee Yyucno aapobHbix GakTepui
O6uwee yucno rpnbos
Escherichia coli
KanuyecTeeHHoe onpegeneHue
Onmecapmana medokcomun
Konu4ecTseHHoe onpeaeneHue
rudpoxnopomuaud
Ynakoska

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kapaocan® nmioc 12,5 mr/ 20 mr
F132438

JICP-007457/10-300710 ¢ uam, 1-3

TaBneTkv, NOKPbITLIE MNEHOUHOR 0BON0UKOM, 12,5 mr + 20 mr
OnmecapTaHa MeAOKCOMUN, MMAPOXNOPOTMa3WA

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

Pharmaceutical Works Polpharma S.A., Poland

48384
Crneundukaums

Kpyrnbie TabneTky, NoKpbIThe nneHouHon oBoNoOYKon, NEPCUKOBOrO UBETa

¢ oTTuckom "C22" Ha OAHOM CTOPOHE, C XapakTepHbIM 3anaxom.
Bud Ha usnome : Genore useta

BpeMEHa YAEPXMBAHUA OCHOBHbIX NUKOB HA XpOMaTorpamMme
WCNBITYEMOrO PacTBOPa AOMKHbI COOTBETCTBOBATD BpEMEHAM

Ceprudmkar anannsa

lopex po: 11/2025

Peaynetar

0BO/NOHKOR, 8PCHKDBOTO LiBETE C
orTUcKoM "C22" Ha OAHOW CTOpOHE, C
XS8paKTEPHBIM Janaxom.

Bud Ha uanowme : Benoro yseTa

Kpyrnbie TaBReTke, NokpbTHE MNeHauHoR

MonoxuTensHo

YAEPXKMBAHUA NUKOB onmecapraHa MeA0oKCoMuna u ruapoxnopoTuasnaa

Ha XpOMATOrPaMMe CTaHAaPTHOrO PacTBopa (OTKNOHEHUE MOXET

cocraenaTte He Gonee £1,5MuH)
2180mr+ 7.5%
18/20 TabneTok: He Bonee yem £ 7.5 %;

21

7.8 mr

CooTtBeTCTBYET

2/20 TabneTok: He Banee YeM 15 % OT pacCUMTaHHOM CPeaHen Macchl

Yepes 30 MUHYT He MeHee B0 % (Q = 75 %)
OT 3asBNEHHOTO COAEPXAHUA

Yepes 30 MuHyT He Meree B0 % (Q = 75 %)
OT 3aABNEHHOTO COAGPXKAHWA

He Gonee 6.0 %

He Gonee 1.0 %
He Gonee 0.6 %
He Gonee 0.6 %
He Gonee 0.5 %
He Gonee 0.5 %
He Gonee 1.0 %
He Gonee 0.2 %
He 6onee 2.0 %

10 TabneTok: ot 85 % A0 115 % wnu 29 TabneTtok: oT 85 % A0 116 %u

1 TabneTka: oT 75 % A0 125 % oT cpefHerc CoAepXaHua

He Gonee 10°B 1T

He 6onee 10°8 1 r

Otcyrcrene s 1r

93 - 105 % OT 3aABNEHHOro CoAepXaHua

(ot 18.6 40 21.0 mr/Tab.)

95 - 105 % OT 3aABNEHHOro COAePXaHWA

(ot 11.875 Ao 13.125 mr / 1a6.)

Mo 14 TaBneTok 8 KOHTYPHYIO AYEAKOBYH YNakoBKy (6nucrep),

<10
<10

90. %

98. %

36 %

01 %
0.1 %
0.0 %
0.0 %
0.0 %
01 %
0.0 %
05 %

Cooreercreyer

CoorsercrayeT

9

9

9.4 %

9.8 %

CooTeercreyer

W3rOTOBNEHHYIO M3 NaMUHUPOBAHHOA NNEHKK (nonuamunlanmmmnﬁmBX)
w dhonbrv anomuHresoi. (o 2 GnucTepa BmecTe © WHCTPYyKUued no

NPUMEHEHWKD NOMELaKT B KapTOHHYH Nayky.

Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle).



BERLIN-CHEMIE
MENARINI
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Analysenzertifikat Certificate of Analysis Ceprucpukar aHannsa
MpoaykT: Kappaocan® nnioc 12,5 mr/ 20 mr
Kop npoaykra: F132438

Ne cepun: 04530A

MapkupoBka

1) MNepsBiUuHAR ynakoBka NeKapCTBEHHOro npenapara

Ha GnucTepe Ha pyCCKOM R3bIKE YKa3kiBaloT.

HAMMEHOBAHME (PMPMBI, OCYLLECTBNAIOLEN BbINYCKAKOWMAA KOHTPONb KAYECTBA
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuye)

TOProsoe HaumeHoBsaHue npenapara®

rpynnUpoBONHOE HavMeHoBaHue

A03NPOBKY

Ne cepumn: 04530A

lopeH po: 11/2025
CXeMy npremMa npenapara
HEBUAWMbBIA 3HAK 3aWMThI

2) BropudHan ynakoeka
Ha KapTOHHO# Naqke Ha PYCCKOM A3bIKE YKa3biBaoT.

HauMeHoBaHWe MPMbI-NPOM3BOAUTENS, CTPaHy

HAUMEHOBAHUE (UPMbi, OCYLLIECTBARIOLLEN BbiNyCKaIOWKWA KOHTPONb Ka4ecTea, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOprosoe HauMmeHoBaHue npenaparta®

rpynnuposoyHoe HauMeHoBaHue

NeKapcTBEHHYI OpMY, A03MPOBKY

KONWUEecTBO TabnNeTok B ynakoske
CofepKaHue AEACTBYIOLMX BELecTs B OAHOK TabneTke

YCNOBWUA XPaHEHNA

"CoaepxuT nakroay”

"CoBMioaaTh MHCTPYKLMI NO NMPUMEHEHUIO NPenapara, KOTOpas HAXOAUTCA BHYTPU ynaxosku”
"JlekapCTBEHHOE CPEACTBO XPEHUTh B HEOCTYNHOM ANA npeten mecrel”

PEruCTPAUMOHHBIR HOMED

YCNOBUA OTNycka

Ne cepun: 04530A

[lata wuaroroeneHun:  11/2020

lopeH po: 11/2025

LUTPUX-KOA

“[1nA Npuema eHyTpL"

"IMNOTEH3MBHOE CcpeacTso”

HEBWAWMBIA 3HAK 3aLMTEI

NPOM3BOACTBEHHBIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITUA

CPEACTBA MAEBHTUPMKALIMA CUCTEMBI MOHUTOPHHTE ABUXEHUA nekapcTBEeHHbIX NpenapaTos

XpaHeHue
CpOK roaHOCTH

Ceprudmkar:
Bbilueyka3saHHan cepus oTeevaeT TpeGosaHnaM HOPMAaTUBHOA AOKYMEHTaLMK.

. Tibor Miko

YNon+HoMO4YeHHoe nuuo

PeaynbTaTtbl

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapaocan® nnioc 12,5 mr/ 20 mr
MwgpoxnopoTuasug +
OnmecapTaHa MEAOKCOMMN

12,5 Mr + 20 Mr

nmeeTcs
WMeeTch

Nawnuu Cankno KOpoyn MmoX,
epmaHus

BepnuH-Xemu AT, lepmanns
BERLIN-CHEMIE/MENARINI
Kapaocan® nntoc 12,5 mr/ 20 mr
FaApOXIopOTHaNA +
OnmMecapTaHa megoKkcoMun

TabneTki, NOKPLITHIE NNEHOYHOA
oBonoqkom, 12,5 mr + 20 mr

28 TabneTtok

B 04HOR TAGNETKE NOKPLITON NNEHOYHOA
oBonouKon copepknTca 20 Mr onMecapTana
MEeA0KCOMUNE, 12,5 Mr ruapoxXnopoTHasua.

XpaHuTe NP TEMNEPATYPE HE Bbillg 25°C.
yKasaHo

yKasaHo

yKa3aHo

NCP-0007457/10

Mo peuenty

MMEETCR
yKa3aHo
yKasaHo
MMEETCA
UMEBTCA
HE umeeTcs
MMEETCR

Mpw Temneparype He Boiwe 25°C.
5 net

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).



