Analysenzertifikat
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Kog npoaykra:

Ne cepuun: 025284

Hara varotosnenus: 05/2020

Hara seinycka cepun: 0371 212020
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CpenHsn macca TabneTok
OaHopoaHoCTE no Macce
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Pacteopenue I udpoxnopamua3sud
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PoacrBeHHbie CoBAMHEHUR
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NwBan apyras epunuunas npuMecs

Ofwan cymma npumecen
OaHopogHocTs ACIMpoBaHUS
Onmecapmana medokcomun
Tudpoxnopomuasud
MukpoBuonoruyeckas “uerToTa

Obwee wucno a3polHbix GakTepui

O6wee wiucno rpubos

Escherichia coli
Konuuecrsentoe onpegeneHne
Onmecapmarna MEAoKCOMUN
Konuyecteennoe onpepenexve
ludpoxnopomuasud
Ynakoska
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MENARINI

Certificate of Analysis

Kapaocan® nnioc 12,5 mr / 20 mr
F132438

NICP-007457/10-300710 ¢ vam. 1-3

TabneTku, nokphiTeie nnetouHoM 0BoNoYKo, 12,5 Mr + 20 mr
Onmecaprara Meaokcomun, MApoxXnopoTuasng

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

Pharmaceutical Works Polpharma S.A., Poland

48768
Cnegumuxal_.mg

Kpyrnbie taénerxu, NOKPLITEIE NNEHONHOM
C oTTUckom "C22" Ha ogHon CTOpOHe, © XapakTepHuIM 3anaxom.
Bud Ha usnome Benore usera

Bpemenra YAEPHMBAHUA OCHOBHEIX NMKOB Ha XpOMarorpamme
MENbLITYEMOIO PacTBOpa A0MKHbL COOTBETCTBOBATE BPEMEHaM
YREPKUBAHUA NMKOB OnMecapTana mea
Ha xpomarorpaMme CTaHAAPTHOro pacTeopa (OTKNOHeHWe MOXET
COCTaBNATL He Gonee +1,5muH)

21B0mr 7.5%

18/20 Tabnerok: He Gonee vem + 7.5 %;

2/120 Ta6netok: He Gonee Hem & 15 % oT paccumTanHoi cpeaHen macck
Hepea 30 MuHyT He Menee BO % (Q =75 %)

OT 3aRBNEHHOMO COpepKaHms

Yepes 30 MUHYT He MeHee 80 % (Q = 75 %)

OT 3dRBNEHHOTO cofepaHun

He Gonee 6.0 %

He Gonee 1.0 %
He Gonee 0.6 %
He Bonee 0.6 %
He Conee 0.5 %
He 6onee 0.5 %
He Gonee 1.0%
He Bonee 0.2 %
He Gonee 2.0 %
10 raBnetok: ot 85 % A0 115

1 raGnetka; or 75 % A0 125 % o7 cpepHero COABDKAHWUA

He Bonee 10°s 1 ¢

He Gonee 10%a 1 1

OTcyrereue s 11

93-105% or JAABNERHOIQ COAEPMAHUR
(oT 18680210 Mr/ Tab.)

95-105% or 38ABNEHHOr0 CoaepKaHmua
(o7 11.875 40 13.125 mr/ Tab )

Mo 14 1abneTok & KOHTYPHYIO A4eikoBYD ynakosky (Gnucrep
U3roToBNEHHYIO 13 NaMWHUDOBAHHON NNeHKu

)2

ofonoykon, nepcukosoro ysera

% wnu 29 TaBnetox: ot B5 % A0 115 % u

Cepruduxar ananysa

Foaen go: 05/2025

Pesynirar

Kpyrnoie Tatnetxa, NOKPLITLIE MNEHEUHGR
obonoukof, NOPLHKOBOrD ypeTa ¢
OTTHCKOM "C22" Ha 0aMOR Cropome, o
XAPAKTENHBIM Janaxom

Bud Ha vanome : Banoro useTa

NonoxurentHo

OKCOMMNA U ruapoXnopoTHasUga
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Analysenzertifikat Certificate of Analysis
MpoaykT: Kapaocan® nnioc 12,5 Mr | 20 mr
Koa npogykra: F132438

Ne cepuu: 025284

Mapkuposka

1) Nepeuunan YNAKOBKa NekapcTeeHHoro npenapara

Ha Bnucrepe na PYCCKOM A3bike ykaasipalT:

HameHoBarue Mupmbl, OCywecTansawen BEINYCKAOWMK KOHTPONE kavecTea
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTunye)

TOProBoe HauMeHoBaHWe npenapara®

rpynnuposoyHoe HaumeHoBaHue

A03nposky
Ne cepun: 025284
Foaer po: 05/2025
CXemy npuema npenapara
HEBULUMbBIF 3HAaK 3aluTe

2} Bropuunas ynakosxa
Ha kapToHHoi nauke Ha PYCCKOM R3bIKE YKa3bIBAIOT:

HaUMeHoBARMe MUPMBI-NpoMaBoUTeNS, CTpany

HaumeHoBaHue dupmbi, OCYLLECTBNAIOWE BbINyCKaKOLLMNA KOHTPONL kauectsa, crpamy
noreTun «BERLlN-CHEMlEIMENAR!NI» (Ha naTummye)
TOProBOE HauMeHoBaHue npenapara®

rpynnMpoBoYHoe HauMeHosaHne

NekapcTeeHHyo hopmy, AO3npoBKy

KanuuecTso TabneTok B ynakopke
COAEPXaHUE ABUCTBYIOWMX BElliecTs B ogHoM TabneTke

YCAOBUA XpaHeHus
"Conepxut nakroay"

"Cobriogats MHCTRYKLWIO N0 NpuMeHeHnio Npenapara, xoTopas Haxoa
"NekapcreenHoe CPeACTBO XPaHUTL B HBAOCTYNHOM ANA geTei mecTel”
PETUCTPALMOHHLIA HoMep

ycnoeus otnycka

Ne cepuu: 02526A

[Lara usroTosnenus: 05/2020

Fogen no: 05/2025

Wrpux-kog,

"Ans npuema sryTps”

"r'noTeHsusHoe cpeacreo”

HEBUANMBINA 3HAK 3alyuTe:

MPOUIBOACTBEHHBIA Kog

STUKETKE KOHTPONS NepBeoro BCKPBLITHUA

cpeacrea M,QBH'\"‘H(*JHK&HHM CucTEeMB! MOHUTODUHIra ABUXEHUR NeKapCTBeHHbIX npenaparos

XpaveHue
Cpok roanocru

Ceprucbukar:
BoitweykasanHas Cepua oTeevaeT TpeGosanuam HOPMATUBHOR QOKyMEHTaL M,

D Morbdr Stahg

YNoNHOMO4EHHOS JuLo

Vorsitzender des A ulsichtsrates: Dr, Alberto Giovanni Ale
Or Attitio Sebastio, Dr,
kontroiie),

UTCA BHYTDU ynakoeku"

ol « Vorstand: Dr. Reinhard Up,
Rainer Kern, Dr, Pio Mei Postanschrife: Berlin-Chemis AG, 12485 Berfin - Tel. +49 30 670790 (Zent

BERLIN-CHEMIE
MENARINI

Ceprugpnkar ananuaa

Pesynurathi

Bepnun-Xemu Al
BERLIN-CHEMIE/MENARIN
Kapaocan® nnioc 12,5 Mr/ 20 mr
Muapoxnopotinasng +
Onmecaprana MEOKCOMA

125 Mr + 20 mr

UMEETCH
uMmeercs

Hawuu Cankno Kpoyn r'méix,
Fepmanun

Bepnun-Xemu AT, Fepmanus
BERL!N-CHEMIE!MENARINI
Kapaocan® nnioc 12,5 mr / 20 mr
Fuapcxnopomasm +
Onmecaprana megokcomun
Tatinerku, nokpulTeie ANBHOMHOR
oBonoukon, 12,5 Mr + 20 mr

28 TabneTok

B oanoi tabinerke NOKPLITOW NNEHOYHOHK
oBonoukon COREPXUTCA 20 i onmecapTana
Meaokcomnna, 12,5 mr TMAROXNOpOTUAIM,a

XpanuTe npu TeMnepaType ue apuue 25'C.
ykasaHo

yKasamo

yKkazaHo

NCP-0007457/10

Mo peuenty

umeeTcs
yKasaHo
ykasaHo
VMEETCR
umeercs
He umeeTcs
umeercs

Mpu Temneparype we asiue 26°C.
5 ner

penkamp Vorsitzendar, Michael BT 7 RMat:

1 M
rale), Fax +49 30 6707-2008 {Q




M

(0]0]s bepnnn-Xemu/A. Menapuun

IIOATBEPKIEHHE COOTBETCTBUS

Ne [1C-0252

6A

EOPFOBOS HaHMEHOBaHue

-

Kapnocan® IToc

ME}KJIYHHPOJIHOB HENaTeHTOBaHHOE HauMeHOBaHue

r Hapoxmoporuazua+Onmecaprana

I
(rpynmupoBounoe wmn XHMHYECKOE) ‘ ME/IOKCOMHIT
JlexapcTeennas gopma , TalIIeTKH MOKPEITHIE MIEHOYHO
obon0ukoii
Lﬂoznpoaxa ’ 12.5 Mr+20 mr
®opma BeInycka ‘ 14 mwr. | GucTepsl (2 mr.) , mayknu
KapTOHHEIE
LHomep CepHH (NapTHH): [ 02526A
O6Bem cepum(naprun) ] 48 768
Mara npousrosnctea | 01.05.2020
["onen no 01.05.2025
Hanmenosanue u allpec  npousBoaMTens (¢ Ipouseoaurens-
YKasaHueM cTanuii NPOM3BOJCTEA) Janun Cankno Opoyn I'm6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany

Boeinyckarommuii KOHTPOJIb KadecrBa-
Bepnuu-Xemu AT, ["epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata PETUCTPALMOHHOTO y10CTOBEepeHH s

JICP-007457/10 ot 30.07.2010 (gara
nepeopopmienus 04.10.201 3)

Homep u nata opmarueroii JOKYMeHTaLHu

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

Haumenoranne H ajgpec nepxartens
PETUCTPALMOHHOIO YI0CTOBEpeHHs

L

3akpriToe aKUHOHEpHOe  0bIecTro
"BEPJIMH-GAPMA" (3AO0 "BEPJIMH-
DPAPMA"),Poccus;, . Kanyra, 2-i
ABTOMOGHBHEI npoes, 1.5 ]

Hacrosimmii AOKYMEHT MOATBepKIaeT:

-AHHBIH JIEKapCTBEHHBII npenap
CPENCTB. .. »;

-CePHsT NIEKApCTBEHHOTO npermnap
FOCYNapcTBEHHOH perucTparyu

aT COOTBCTCTB}’GT

daTa COOTBCTCTB}/ET

000 “Bepnun-Xemu/A. Menapuuu”

HOpunuueckui anpec: Poccus, 123317, r. Mockea
Movrossin 7, r. Mocksa, N
Tenegon: aKc: +7 (495) 785-01

aapec: Pocews, 12331
+7 (495) 785-01-00, (es]

61-03 «O6 obpamennn TeKapCTBEHHBIX

TpeBOBaHMAM, YCTAHOBIEHHBIM IpH ero

o ——

e Cokono BJI.  18.02.202]
(moamuce) (mara )

, MpecHerckan HabepexHas, 0. 10
pecHerckasn HabepexHasn, a.10
-01, e-mail: info@b-c.ru



