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MENARINI

Analysenzertifikat

MpoaykT:

Kop npoaykTa:

Ne cepuu:  49026B

[ata unarotoenenus: 09/2024

[ara Bbinycka cepun:  12/05/2025
HopmaTtueHas AoKyMeHTaums:
JlekapcTeeHHas dopma:
[eicTaytoLee BELLECTBO:

Ne cepum AeiCTBYIOLLErO BELLECTBa:
MpoussoauTenk AEACTBYIOLEro BELLeCTBa:
Ob6beM cepun (KONNYECTBO YNaKoBOK):

Moka3zarenb
Onucanve

MoanuHHOCTL
OnmecapmaHa medoKkcomun

Pacteopexue
OnmecapmaHa medokcomun
Bopa
PoacTeeHHbIE NpUMecH
OnmecaptaH (RNH-6270)
RNH-6373
nrobasn Apyras eAMHUYHasi NPUMeCh
cymma nioBbix APYrnx eAUHUYHBIX
npumecen
O6wasa cymma npumecen
MwkpoBuronoruyeckas yncroTa
O6Lyee 4mcno aspobHbIX
MUKPOOPraHn3mMoB
O6Lee YMCNO APONOKEBBIX U NNECHEBbIX
roubos
Escherichia coli
OAHOPOAHOCTL A03UPOBAHNSA
OnmecapmaHa medokcomun

KonuuyectBeHHOe onpeaenexne
OnmecapmaHa MedoKcoMus

YnakoBka

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti -
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Certificate of Analysis Ceprungukar aHannsa

Kappocan® 10
F154265

JICP-010758/09-210323

TabneTku, NoKpbITbIe NNEHOYHOM o6onoykon, 10 Mr
OnmecapTaHa MeaoKkcoMun

4F24019

Zhejiang Tianyu Pharmaceutical Co. Ltd., China

92736

Cneuundumkaumsa

Bernble, Kpyrnble, ABOSAKOBbLINYKMbIE TaBNETKW, NOKPbITLIE NNEHOYHOW
oBonoukon, ¢ oTTuckom "C13" Ha of4HOW CTOPOHE, co cnabbim
XapaKTepHbIM 3anaxom

COXX: Bpemsi yaepK1BaHua OCHOBHOrO Mika Ha Xxpomatorpamme
MCNbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL BPEMEHU
YOEPXKUBaHWSI OCHOBHOTO NUKa Ha XpOMaTorpaMMe CTaHapTHOro
pacTeopa ofimMecapTaHa MeAoOKCOMUNA (OTKIMOHEHNE MOXET
cocTasnsATe He Gonee + 5 %)

Y®-cnekrpodoTomeTpust: YP-cnekTp UCnbITyeMOro pactsopa B
AnanasoHe anuH BonH ot 200 o 360 HM AOMKEH COOTBETCTBOBATL
Y®-cnekTpy CTaHAapTHOrO pacTBopa U UMETb MakCUMYM MOrMOLLEHNS
npwv ANVHE BONHbI 257 £ 2 HM.

He meHee 75 % (Q) onmecapTaHa meaokcomuna yepesd 30 MUHYT OT
3aABMNEHHOro CoaepXaHuns

He 6onee 6.0 %

He Gonee 0.9 %
He B6onee 0.6 %
He Bonee 0.2 %
He 6onee 0.5 %

He Gonee 1.7 %

He Gonee 10°KOE B 1 1

He 6onee 10°KOEB 11

OTcytctBue B 11

MapameTp npuemnemoct ans 10 eanHny aosmposanusa < 15.0;
napameTp npuemnemoct Ans 30 eanHUL ao3vposaHus < 15.0, 1 H1
oAHa U3 eanHUL Ao3npoBaHns He meHee 0.75 M unu He Bonee 1.25 M

93 - 105 % OT 3as8BNEHHOrO cCoAepXaHusa

(o1 9.3 Mr go 10.5 mMr onmecapTaHa

mMepgokcomuna B Tabnerke)

Mo 14 TabneTok B KOHTYPHO A4EVKOBOIA ynakoske (6nmctep),
WN3roTOBNEHHOMN U3 NaMUHUPOBAHHOM NNEHKN
(nonuamua/antoMuHMA/NBX) 1 honbrn ankoMUHUEBON.

Mo 2 6nucTepa ¢ MHCTPYKLMEN N0 NPUMEHEHWIO B KAPTOHHO Najke.

logeH po: 09/2027

Pesynbrar

Benblie, Kpyrnble, ABOAKOBbINYKNbIE
TabneTku, NOKpPLITLIE NNEHOYHON
oBonoukon, ¢ orTuckom "C13" Ha
OAHOW CTOPOHeE, CO cnabbiM
XapakTepHbIM 3anaxom

MonoxutensHo

MonoxutensHo

98. %

4.4 %

0.1 %
0.1 %
0.1 %
0.1 %

A AN AN A

< 01%
< 10. KOE/r

< 10. KOE/r

CooteeTcTByeET
<15.0

102. %

CootBeTcTByeT

Vorstand: Dr.Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Stefano Papa,
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MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: Kappocan® 10
Kop npoaykTa: F154265

Ne cepumn:  49026B

MapkupoBka

1) MepBuYHas ynakoBka NekapCcTBEHHOrO Npenapara

Ha 6nucTepe Ha pycckom si3blke yKasbiBaKoT:

HauMeHOBaHWe UPMbI, OCYLLECTBSIOLLEN BbINyCKaOLWMIA KOHTPOMb KadecTBa
norotun « BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)

TOProBOE HaMMEHOBaHWE NpenapaTa C NpeaynpeauTenbHON MapKUpoBKOV®
MeXAyHapoAHOe HeNnaTeHTOBaHHOE HauMeHoBaHue

[L03MPOBKY

cxemy npuema npenapara

Ne cepumn:  49026B

lopeH po: 09/2027

HEBUAMMBIN 3HaK 3aLLUTbI

2) BropuyHas ynakoBka
Ha kapTOHHOW nayke Ha PyCCKOM A3bIKe yKa3blBatoT:

HauMeHoBaHue (OUPMbI-NPOU3BOAUTENS, CTPaHY

HavmeHoBaHue (MPMbI, OCYLLECTBNSIIOLLEN BbIMYCKAOLLWIA KOHTPOSb KayecTsa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)

TOProBOe HaMeHOBaHWE npenapara C NpeaynpeauTenbHON MapkupoBKON®
MeXAyHapOoAHOE HENaTeHTOBAHHOE HauMeHoBaHne

neKkapcTBEHHY hopMy, [L03UPOBKY

KONMYecTBO TabneTok B ynakoske
COAEpPXKaHWe AeCTBYIOLLEro BeLecTsa B ofHOM TabneTke

BERLIN-CHEMIE
MENARINI

Ceprucukar anannsa

Pe3ynbrarbl

BepnuH-Xemu Al
BERLIN-CHEMIE/MENARINI
Kappocan® 10
OnmecapTtaHa MeaoKcoMun
10 mr

nmeercs

HE umeeTcs

MeHapuHu-d®oH XenaeH
'm6X, Mepmanusa
BepnuH-Xemun AT, Mepmanus
BERLIN-CHEMIE/MENARINI
Kappocan® 10
OnmecapTtaHa MeaoKcoMuUn

Tabnetku, NokpbITbie
nneHoyHow o6onoykonn, 10 mr
28 TabneTtok

B oaHon TabneTke NokpbITOW

8105

nneHo4YHow 06OMNOYKON CoaepPXNUTCS
onmecapTtaHa megokcomuna 10 mr.

"CopepxuT nakrosy" yKa3aHo

yCnoBusi XpaHeHus XpaHuTb Npu Temnepatype He Bbiwe 30°C.
"CobntoaaTh MHCTPYKUMIO NO NPUMEHEHUIO Npenapara, KoTopas HAXOAWUTCS BHYTPY ynakosku'" yKa3aHo

"JlekapCTBEHHOE CPEACTBO XPaHUTL B HELOCTYMNHOM ANA AeTen mecte!” yKkazaHo

PEerucTpaumnoHHbI Homep JICP-010758/09

yCcrnosusi oTnycka Mo peuenTy

Ne cepun:  49026B
[ata narotoenenus: 09/2024
lopeH po:  09/2027

LUTPUX-KOA nmeeTcs

"[lns npuema BHyTpb" yKa3aHo

"MMNoTEH3NBHOE cpeacTBo” yKasaHo

HEBMAMMBIN 3HAK 3aLLMTbI nmeeTcs

NPOV3BOACTBEHHBIN KOA, nmeetcsa

3TUKETKA KOHTPONS NEPBOro BCKPbLITUA He umeeTca

CpeacTsa UaEeHTUMOVKALMN CUCTEMbI MOHUTOPUHIa ABUKEHUS NIEKapCTBEHHbIX NpenapaTos nmeeTcs

XpaHeHue MNpu Temnepatype He Bbiwe 30°C.
Cpok rogHOCTH 3ropa

Ceptudumkar:

BblweykasaHHas cepus oTBeqaeT TpeboBaHAM HOpMaTVIBHOﬁ AOKyMeHTauun.

YNonHOMOYEHHOE NnLo

Vorsitzender des Aufsichtsrates: Dr.Alberto Giovanni Aleotti - Vorstand: Dr.Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Stefano Papa,

Dr. Attilio Sebastio, Christiane von der Eltz, Ivan Bergstein - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-
2008 (Qualitatskontrolle).



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-49026B

ToproBoe HaMMEHOBaHUE Kapnocan® 10

MexnyHapoaHOE HEMATEHTOBAHHOE HAUMEHOBAHNE OnmecapTad MEIOKCOMMII

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas ¢hopma Ta0JIETKH, TOKPBITHIE TUICHOYHOM
000J104YKOM

Jo3upoBka 10 mr

®dopma BbIITyCKa 14 wr. , 6iuctepsl (2 WT.) , MAYKA
KapTOHHBIE

Howmep cepuu (naptun): 49026B

O0Bem cepun(mapTun) 88 512

JlaTa Beimycka 09.2024

I'onen no 09.2027

HanvenoBanwe wu aapec mpousBoauTens  (C MMpouszBoaurtens I'VJID

yKa3aHUEM CTaJuil IPOU3BOJICTBA) Menapunu-®on Xeiaen [MOX,
I'epmanus

(Leipziger Strasse 7-13, 01097 Dresden,
Germany)
YnakoBmuk/(pacoBmuk -

(B IEpBUYHYHO/BTOPUYHYIO YIIAKOBKY)
bepmuna-Xemu AI, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Boinyckaouuii KOHTPOJIb Ka4ecTBa-
bepmun-Xemu Al', I'epmanus(Glienicker

Weg 125, 12489, Berlin, Germany)

Homep u mata peructpaiiioHHOTO yI0CTOBEPECHHS JICP-010758/09 ot 29.12.2009 (mata
nepeodopmienus PY 21.03.2023)

Howmep 1 1ata HOpMaTUBHOW JTOKYMEHTAIlUU JICP-010758/09-210323
HaumenoBanue 31 azpec nepxkarens | Menapunau  UMutepusman - Onepednins
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JlrokceMOypr CA., JlrokceMOypr

(1, Avenue de la Gare, L-
1611,Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAEeT:

-JTaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYyeT 61-D3 «OO6 oOpalieHuu JeKapCTBEHHBIX
CPEJICTB...»;
-cepusi JIEKApCTBEHHOTO IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanun

[IpencraBuTens

.v/>

£—== CoxonosBJ|  17.11.2025
(monmucek) (mata)

HKOpuauyeckuin anpec Poccvm 123317, . Mockea, lNpecHeHckasa HabepexHas, a. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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