000 Bepnnu-Xemu/A. Menapuum

INOATBEPKJIEHUE COOTBETCTBUS

NeTIC-11181B

Toprosoe HanmMeHoBaHKEe MesuM® Heo 10000
MexayHapo/iHOe HemaTeHTOBAaHHOE HAUMEHOBAHHE [Tankpeatun
(TpyNIHPOBOYHOE HIIH XHMHYECKOE)

JlekapcTBeHHas hopma KaricyJbl KHIIEYHOPACTBOPHMBIE
Jo3upoBka 10000 EI

dopma BbITyCKa 50 wT.,pakonsl (1) , naYku KapTOHHbIE
Howmep cepuu (naprun): 11181B

O06neM cepun(napTun) 31120

Hara npousBoacTBa 01.02.2021

I"onen oo 01.02.2023
HanMenoBanne u  ampec  mpomssomurens (c | TpoussoanTenL-A13p DapMackIOTHKIC
yKa3saHHEM CTaJuil NpoH3BoaCTBa) C.p.1.,Utanus (Via Martin Luther King

13, 20060, Pessano con Bornago,
Milano, Italy)
Boinyckaommii KoHTpoab KauecTBa-
Bepnun-Xemu AT, Tepmanns(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata perucrpannonnoro YIOCTOBEPEHHUS JII1-001292 ot 28.11.11
Aata 3amMeHel PY 17.08.2020
Homep u j1ata HopMaTHBHO# fJOKyMeHTaMH JIT 001292-281111, uzm.Nel-5
HanMeHoBaHue H anpec JaepxKaTens Bepinn-Xemu/MeHapunu ®apma
PErHCTPALIHOHHOTO YI0CTOBEPEHHS I'mM6X,I'epmannus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimuii noxkymenT noarsep:kaaer:

-JlaHHbIH JICKAPCTBEHHEIH Mpenapar COOTBETCTBYET 61-P3 «O6 obpamieHHH JeKapcTBEHHBIX

CPEJICTB...»;
~CCpHSL JICKAPCTBCHHOIO IIpenapaTa COOTBETCTBYET TPEOOBaHMAM, YCTAaHOBICHHBIM IpH €ro
TOCYNapCTBEHHOMH perucTpanuu

_::TJOKOJIOB B.J. 19.11.2021
(maTa )

000 “Bepnun-Xemu/A. MeHapuHu”

HOpuauyeckunia agpec: Poccus, 123317, r. Mockea, MpecHeHckan HabepexHas, a. 10
Mouytoswit agpec: Pocewn, 123317, 1. Mocksea, MNpecHetickas HabBepexHasn, 4. 10
Tenecbon: +7 (495) 785-01-00, chaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat

Mpogyxr:

Koa npoaykra:

Homep cepum: 11181B

[Aata warotoenexus: 02/2021
Hara eeinycka cepun;  02/08/2021
HopmarueHas aokymeHTaums:
Nexapcreernan opma:
leAcTeyrwee sewecTro:

IMponasogurens geiicTeyoLero BEllecTBa:

OBvem cepum (konudecTeo YNaKoBoK):

MNokasarens

Onucanue

OpnHopoaHoCTL A03MPOBaHUA

Pacnagaemocts
Kancyna (cpeaa wenbitaHma; BoAa)
Conepxumoe kancynbl
(cpena uenbitanus: 0.1 M pacTtsap
XNOPUCTOBOAOPOAHON KUCNOThI)
Copnepxumoe kancynbi
(cpepa ucneiraHua; docdarHbii
GycbepHeiii pacTeop pH 6.8)
KucnoToycroiumeocts

Pacteopetme

MoAnNUHHOCTE

MukpoBuonoruyeckas uuctora

O6Lee yicno aspobHeix Gakrepun
O6wee wucno rpubos
Escherichia coli

Onpesenenwe akTuBHOCTH
Nunonutuyeckas akTueHoCTs
AMUNONUTUYECKAR aKTMBHOCTb

MpoTecnuruyeckas akTMBHOCTL

Ynakoska

MapkupoBka
1. MepeuyHas ynakoska.

MENARINI

Certificate of Analysis

Me3um ® Heo 10000
F136056

BERLIN-CHEMIE

Ceprugukar ananusa

lopen fo: 02/2023

NN 001292-281111 ¢ uam. Ne 1-5

Kancyne kMLesHopacTeopumele, 10000 Ef]
Maxkpeatun

Nordmark Arzneimittel GmbH & Co KG, Germany
33040

Cneunduxauns

HenpoapayHbie Teepabie xenatuHoBble Kancynel
UMNUMHAPMHECKon hopMb: C Nonycthepuyeckinmm KOHUammu
Ne 2: kopnyc kancynsi CBETNO-OpaHKeBsoro UpeTa,
KpBILUEYKA Kancynbl XenTosaTo-3eNeHoro LseTa.
Codepxumoe kancyn: muHn-Tabnerku UWnuHapuYeckon
POPMBbI, NOKPbITLIE KWLLUEYHOPacTBOPUMON 060NOYKON
ceeTno-Gexesoro Useta ¢ Bnecrawed NOBEPXHOCTLI0.

L1 <150%
L2 s250%

He Gonee 15 muH
He ponxHo pacnagatbcs B TeveHue 2 4

He Gonee 1y

He meHee 85 % ocTaTouHon NUNoNUTUYEcKoil aKTUBHOCTM
uyepes 2 vaca

He meree 75 % (Q) yepea 30 MuH OT 3aABNEHHOM
NUNONUTUHECKOW BKTUBHOCTM

MNpenapat pomkeH o6HapyxueaThb TNUNONUTUYECKYHD,
AMUNONUTUYECKYIO U NPOTEONUTUMECKYH AKTUBHOCTh

He Gonee 10° KOE 8 1
He Bonee 10°KOEB 1T
Oteytcteue B 11

Ot 9000 no 14000 EJ Esp. ®. (oT 80 no 140 % ot
3aRBNEHHON)

Ot 8100 a0 20000 E/] Esp. ®. (o1 90 40 222 % o
3aABNEHHOM)

Ot 450 no 1200 EA Eep. @. (ot 90 g0 240 % oT
32RBNEHHOW)

Mo 50 kancyn B nonMNpoNUNEHOBbIMA ®NaKkoH ¢
NONUITUNEHOBOM KPLILIKOW, CHABXEHHON oCyLIMTENeM.
Mo 1 cpnakoHy emecre ¢ MHCTPYKLMER NO NPUMEHEHWUID
NOMELLAT B KAPTOHHYIO Nauky.

Ha atukeTke hnakoHa Ha pycckom sabike yKasuiBawT:
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuLe)

TOPTOBOE HauMeHoBaHWe npenapara ®
TPYANUPOBOYHOE HaUMEHOBaHWE

AO3VIPOBKY (AKTMBHOCTE B EAUHULAX AGHCTBMS)

nekapcTeeHHyro hopmy
KONWYECTBO Kancyn Bo cnakoHe

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

Pesynerar

Henpoapaunsie Teepasie KenaTuHoBble
Kancynbi UWNUHAPUYECKON hopmbi C
nonychepuueckiMm KoHLamu

Ne 2: xopnyc kancynsi CBETNO-CPaHXeBoro
UBETA, KpbILLeYKa Kancynbi XenTosaro-
3eneHoro ysera.

Codepxumoe kancyn: mwHu-Tabnerku
UMNUHAPUYECKON QOPMBI, NOKpLITbIE
KALLEYHCPACTBOPHMONW 0B0NoYKoR
ceetno-Gexesoro yserta ¢ Bnectawen
NOBEPXHOCTbLIO,

11.4

< 15. MuH
>2y

<1y

94. %
125. %

MonoxurensHo

< 10. KOEK

< 10. KOE/Fr
Coorteetcreyer

13000. EQ Esp.9.

12800. E/] Esp.9.

660. E1 Esp.9.
Cooreercrayer
Pesyner:

BERLIN-CHEMIE/MENARINI
Meaum ® Heo 10000
MaHkpeaTux

10000 EQ

Kancynb! kuiedHopacrsopumsie
50 kancyn

Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 {Qualitatskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Cepruguxar ananuza
Mpoaykr: Me3um ® Heo 10000
Kon npopykra: F136056
Homep cepum: 111818
Mapkuposka Pesynerar

«Cobriopate MPUNOKEHHYIO MHCTRYKLWIO MO MPUMEHEHMIO npenapara»
YCNOBWA XpaHEeHWUs

Homep cepuu: 111818

Fopex go: 02/2023

Heeuaumeii 3Hak 3awuTh

MpoussopcTeEHHbIN koA

2. BropuyHan ynakoska

Ha kaproHHoi nauke Ha pycckom sasike YKaablBaioT:

HauMeHosaH1e UPMBI, OCyLIeCTBARIOWEN BbIMYCKAIOWMWIA KOHTPONb K
HauMeHoBaHue h1pMbI-NponaBoauTENs, CTpaHy

norotun « BERLIN-CHEMIE/MENARINI» (Ha nartvHuue)

TOProBoe HaumeHosaHWe npenapara ® (Ha PycCkoM W aHFMUACKOM A3bl

TPYNNMPOBOYHOE HAWMEHOBAHME (Ha PYCCKOM M SHITIMACKOM A3blke)
nekapcTeeHHyo hopmy

AO3MPOBKY (BKTUBHOCTL B AMHULAEX AEACTBKA)
KONUYECTBO Kancyn B ynakoeke

yKa3aHo
XpaHuTs Npu TemnepaType He sbiwe 25°C

nMeerTcs
UMeeTcs

a4ecTea npenapara, CTpaHy Bepriun-Xemu Al', Mepmarus
Aa3p PapmacbioTuknc C.p.n., Utanua
BERLIN-CHEMIE/MENARINI
Ke) Mesum ® Heo 10000
Mezym® neo 10000
MankpeatuH
pancreatin
Kancynbl KULEeYHOpPacTBopUMbIe
10000 EQ ‘
50 kancyn

COAepxaHMe AEMCTBYIOWErO BELLECTEA B ORHOI Kancyne ¢ MMHU-TabneTkamu, NokpeIToiMu 06onoqKkol, ¢ B 1 Kancyne ¢ MUHU-TaBneTkamu, NoKpPLITHIMK

yKa3aHnem (epMeHTaTUBHOW aKTUBHOCTY

YCNOBUA XpaHeHWUs

KULLeYHOpacTeopumon 0Bonoukoi, cogepxuTcn
naHkpeaTuHa 153,5 Mr c MUHMMaNLHON
AKTHBHOCTBIO:

nunasel 10000 Ef

amunassl 9000 E

npoteaan 500 E]

XPaHUTL Npu Temneparype He ebiwe 25°C

«Cobniopats MHCTPYkUMIO No NPUMEHEHMIO NPENAPATa, KOTOPAs HAXOAUTCH BHYTPU YNaKoBKn» yKasaHo
«/lekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA fgeten mecrel» ykasaHo
PErucTpalMoHHLIA HoMep nn-001292
YCNOBUWA OTRyCKa Bes peuenra.
Homep cepun: 111818

[ara warotosnenua: 02/2021

Fogen po: 02/2023

WITpUX-KOA uMmeeTcs
cnocob npuMeHeHus Ans npuema BHyTpL
«[MpovasepeHo no TexHonoruu «Eurand Minitabs® Technology» yKkalaHo
«myesaputensHoe epMeHTHOE cpeacTBOY» ykaaaHo
HEBWANMBIA 3HAK 3aLMTbI HE UMEETCA
NPOU3BOACTBEHHLIA kOg uMeeTcs
STWKETKa KOHTPOMNA NEPBOrO BCKPLITWRA HE MMeeTcR
CPEACTBA MABHTUDUKALIAM CHCTEMBI MOHUTOPUHIA 4BHXEHUS NeKapCTBEHHbIX NpenapaTos umeetca
Xpaxexue Mpu Temneparype He Bbiwe 25°C

Cpok rogHocTm 2ropa

Ceprudpmkar:

BbiweykasanHan cepun oTBevaeT TpeGoBaHUAM HOPMETHUBHON fOKYMEHTALMM,

Dr. Tibor Miké

YnonHoMmoueHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Aiberto Giovanni Aleotti - Vo
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie A

rstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
G, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +49 30 6707-2008 (Qualitatskontrolles).



