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Analysenzertifikat

MpoaykT:

Koa npoaykTa:

Ne cepun: 02524A

[ara uarotoenenns: 05/2020
[ara ewinycka cepun: 13/04/2021
HopmartveHas A0KyMeHTauma:
NekapcTeenHan gopma:
[eicTeylolLee BEWECTBO:

MpouseoauTens 4eACTBYOWENO BEWECTBa:

Ofvem cepum (KONUHECTBO YNaKoBOK):

Noxa3atens
Onucanue

[ModnuxHHocme
Onmecapmana medokcomun

Cpeannasa macca rabnetku
OQHOPOAHOCTE NO Macce

PacteopeHue
Onmecapmana MedoKcoMun
Bopa
MocTopoHHKE NpUMecH
Onmecaprax (RNH-6270)
RNH-6373
noBan apyran ejuHuYHas NpuMecs
cymma nmobbix Apyrix eAnHWYHBIX
npumecei
OBwan cymma npumecen
MukpoGuonormueckan YmcToTa
O6wee yncno aapobHeix GakTepuid
O6uwee unucno rpubos
Escherichia coli
O[HOPOAHOCTb A03UPOBEHMA
Onmecapmana Medokcomun

KonuyecTeeHHoe onpejenexue
Onmecapmana medokcomus

Ynakoska

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Kapaocan® 10
F132448

Ceprugpukar ananunsa

lopex po: 05/2023

JNICP-010758/09-280217 ¢ nuam. Ne 1-3

TabneTku, NOKPbITbIE NNEHOYHOW 0BonoYkon, 10 mr
OnmecapTaHa MeaoKcomMun

Daiichi Sankyo Chemical Pharma Co. Ltd. Odawara Plant, Japan
21888

Cneundnkaymna

Benbie, Kpyrnbie, ABOAKOBLINYKNbIE TaONETKN, NOKPbLITLIE
nneHouHoi oBonoukoit, ¢ oTruckom "C13" Ha oaHOW CTOpOHE,
C e/Ba yNOBUMbIM XapaKTepHbIM 3anaxom

Pesynerart

3anaxom

B3XX: Bpema yaepXuBaHvA OCHOBHOO Nikka Ha MonoxuTensHo
XpOMaTorpaMmMe UCNLITYEMOro pacTeopa A0MKHO

COOTBETCTBOBATL BPEMEHW YAEepPXUBaHUA OCHOBHOrO MKKa Ha

XpomaTtorpamme CTaHJapTHOro pacteopa onMecapraxa

MeaoKcoMUna (OTKNOHEHUE MOXET cocTaBnATh He Gonee 0,5

MWH)

YO-cnekTpod)oToMeTpus: YP-CnekTp UcnbiTyeMoro pacteopa  MonoxvrensHo
8 AManasoHe AnuH Bonk o1 200 ao 360 KM AorvKeH

COOTBETCTBOBATL Y®-CNEeKTpy CTaHAAPTHOIC pacTeopa w

WNMETb MakCUMyM NOTMNOLEHUS NPU ANWHE BONHbI (257  2) HM

1100mMr+7.5%

18/20 He Gonee yeM £ 7.5 %; CooTteetcreyer
2/20 He Gonee 4em t 15 % OT cpegHein macchl

He menee 75 % (Q) OnMecapTana meaokcomuna yepes 30

MWHYT OT 3aABNEHHOTO COAEPKAHNA

He Gonee 6.0 %

He Gonee 0.9 %

He Gonee 0.6 %

He Gonee 0.2 %

He 6onee 0.5 %

He Gonee 1.7 %

He Gonee 10°KOE 8 11

He Gonee 10°KOE 8 11

Otcytctene B 11 CooTtseTtcreyer

MapameTp npuemnemocti Ana 10 eArHUL A03MPOBAHUA <
15.0; napameTp npuemnemocT¥ AnA 30 eAWHUL A03UPOBAHWA
< 15.0, ¥ HM OAHA M3 EAWHNAL A03MPOBaHWSA He < yem 0.75 M
wnn>1.25M

93 - 105 % OT 3a8BNEHHOTO COAEPMAHNA

(o7 9.3 mr ao 10.5 Mr onmecapTana

megokcomuna e tabnetke)

Mo 14 TaBNeToK B KOHTYPHO AYenkoBoi ynakoeke (Gnucrep), CooTeercrayer
WMIrOTOBNEHHON M3 NAMUHUPOBAHHON NNEHKK
(nonuamup/anioMuHnAMNBX) 1 Gonbri antoMUHUEBON.

Mo 2 6nuUcTepa ¢ MHCTPYKLMEN MO NPUMEHEHMIO B KAPTOHHOM
raudke.

Benuie, kpyrneie, ABOAKOBLINYKNLIE
TabneTiu, NOKPBITLIE NNEHONHOW
obBonovxoi, ¢ oTTrckom “C 13" Ha ogHoR
CTOPOHE, C 8ABa YNOBUMBIM XapaKTepHbIM

110.10 mr

95. %

41 %

0.3 %
02 %
< 01%
< 01%
0.5 %

< 10.
< 10.

£15.0

101. %

Vorsitzender des Aufsichtsrates: Dr. Alberta Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
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MENARINI

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

Ne cepun: 02524A

Mapkuposka

1) MNeperyHas ynakoska NeKkapcTeeHHOro npenapara

Ha GnucTepe Ha pyCCKOM A3bIKE YKaabiBalT:

HaumeHoBaHue (hUpMbl, OCYLLECTBNAIOLWEN BbiNYCKaOWWA KOHTPONL KavyecTea
norotun « BERLIN-CHEMIE/MENARINI» (Ha natuxuue)

TOProBOE HaMMEHOBAHWE NpenapaTta ¢ NpeaynpeanTensHoW MapkupoBkon®
MEXyHapoAHOE HeNaTeHTOBaHHOEe HaUMEHOBaHWe

A031pOBKY

cXxemy npuema npenapara

Ne cepuun: 02524A

lonex po: 05/2023

HEBMAWMBIA 3HAK 3aLUMUTLI

2) BropuyHas ynakoeka
Ha KapTOHHOM NaYke Ha PYCCKOM A3bIKe yKasbiBaT.

HaUMeHoBaHWe (UPMbI-NPOU3BOAKTENRA, CTPaHY

HaWMeHoBaH1e PUPMbl, OCYLLECTBNAILLEA BbiNyCKaoLWMA KOHTPONL KauecTea, crpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue)

TOProBOE HAMMEHOBaHWE NpenapaTa ¢ NPeAyNpPeAnTENEHON MapkupoBkon®
MexayHapojHoe HenaTeHToOBaHHOe HanmeHoBaHue

NeKapcTBeHHYI0 PopMy, A03UPOBKY

konuyecTso TabneTok B ynakoske
coaepxadue AEeACTBYIOLLEro BelecTsa 8 OAHOR rabneTke

"CoaepxuT nakTosy"

YCNOBHUA XpaHeHua

"CobniogaTe WHCTPYKUMIO MO MPUMEHEHUIO Npenapara, KOTOpas HaXOAUTCA BHYTPK yrakosku"
"ekapCTBEHHOE CPEACTBO XPaHUTh B HEAOCTYNHOM ANA AeTel mecTe!”

perncTpaunoHHbIi HoMep

YCNOBUA OTTIyCKa

Ne cepun: 02524A

[ata uarotonenus: 05/2020

logex ao: 05/2023

LITPUX-KOA,

"IN npuemMa BHyTpL"

"IANOTEH3NBHOE CPeACTBO”

HEBWAWMBIA 3HAK 3aLLUMUTLI

NPOW3BOACTBEHHbIA KOJ

3TUKETKA KOHTPONA NMEPBOro BCKPLITUA

CpeacTsa MAEHTUMDUKALMK CUCTEMBI MOHUTOPUHTA ABWKEHWUA NEKapCTBEHHbIX NpenapaTos

XpaHeHve
CpoK rogHocTH

CepTtudukar:
BhilueykadaHHasa cepus oTeeqaeT TpeGoBaHUAM HOPMATUBHOA AOKYMEHTALMM.

Dr. Noyb®h Stang

YNONHOMOYEHHOE Nnuoe

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 +48 30 6707-2008 (Qualitatskontrolie),

BERLIN-CHEMIE

Ceprucpukar ananusa

Pesynbrarsi

Bepnux-Xemu Al
BERLIN-CHEMIE/MENARINI
Kapaocan® 10
OnmecapTaHa MeaoKcoMuUn
10 mr

uMeeTca

UMEeeTca

[Lawun Cankuo KOpoyn MmEX,
Fepmanua

BepnuH-Xemu AT, Fepmanua
BERLIN-CHEMIE/MENARINI
Kapaocan® 10
OnmecapTtaHa MeaoKkcoMun
TabneTky, NOKpbITbIE NNEHOYHON
obonouko, 10 mr

28 rabneTok

B oAHOM TabneTke NOKPLITOW NNEHOMHON
06004k COAEPXKUTCRA ONMecapTaHa

mepokcomuna 10 mr.

yKasaHo

XpaHuTs Npu TeMnepartype we ebiwe 30°C.
yKa3aHo

YKasaHo

NCP-010758/09

Mo peuenty

nMeeTca
yKasaHo
yKa3ano
nmeeTcA
MMeeTCA
HE UMeeTCR
umeeTcs

Mpw TemnepaType He soiwe 30°C.
3ropa




000 beprinn-Xemn/A. MeHapmnHn

NOATBEPKXJIEHHE COOTBETCTBHA

Ne TIC-02524A

ToproBoe HaUMEHOBaHHE Kappocan® 10

Mex1yHapoaHOe HellaTeHTOBaHHOE HAHMEHOBaHHE OnmecapTaH MeIOKCOMHII

(rpynnupoBOYHOE HIH XHMHYECKOE)

JlexapcTBeHHas popma TabNeTKH, MOKPHITHIE INIEHOYHOH

000I1104KO0H
Jlo3upoBKa 10 mr
@dopma BHIITYCKa 14 wt. , 6nucTepsl (2 WT.) , Na4KH
KapTOHHBIE

Homep cepun (napTHH): 02524A

O6beM cepuu(rIapTHH) 2] 888

JlaTa BLITyCcKa 01.05.2020

I"'ogen 1o 01.05.2023

HawmMenoBanue u  agpec npoussoautens (c | [IponsBoauTeib-

yKa3aHHeM CTa/Iui IPOU3BOJICTBA) Hanun  Canmkmo  Mpoyn  I'm6X
(Luitpoldstrasse 1, 85276 Pfaffenhofen),
Germany
BeInycKawIMH KOHTPOJIb Ka4ecTBa-
bepmun-Xemu AI, I'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata perucTpaiiioHHOTO YIOCTOBEPEHHSA JICP-010758/09 ot 29.12.2009 (nmara
nepeodopmiienus 28.02.2017)

Homep u 1ata HOpMaTHBHOMH JOKYMEHTALUU JICP-010758/09-280217, n3m.Nel-3

HaumeHnoBanue U azapec nepxarens | bepnmun-Xemn/Menapunu ®apma 'MOX,

PETHCTPALIMOHHOTO YAOCTOBEPEHHS I'epmanus ((Glienicker Weg 125, 12489,
Berlin, Germany)

HacTosiimmii JTOKYMEHT MOATBEPKAaeT:

-IIaHHBIHA JIEKAapPCTBEHHBIH mpenapar cooTBeTcTByeT 61-P3 «OO6 obpamieHHH JIeKapCTBEHHBIX
CPe/ICTB...»;

-cepHsl JIEKapCTBEHHOTO Mpelnapara COOTBETCTBYET TpeOOBAHHAM, YCTaHOBJIEHHBIM IPH €ro
rocyJapcTBEHHOMN perHcTpaly

oy

Wonuny £ = Cokono B.Jl.  26.05.2021
(o mHeE) (mata )
Menapunny

000 “BepnuH-XeMmu/A. MeHapuHu"

KOpuanueckuia agpec: Poccus, 123317, r. Mockaa, NpecHeHckan HabepexHasn, a. 10
MouTtosbii agpec: Poccua, 123317, r. Mockea, lNpecHeHckana HabGepexHan, a. 10
TenedoH: +7 (495) 785-01-00, ¢pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



