000 BepnnH-Xemn/A. MeHapHHHN

MOJATBEPKJIEHHUE COOTBETCTBHA

Ne T1C-29011
Wopronoe HaMMEHOBaHHE MaHuHUI® 5
MesxIyHapoJHOEe HEMaTCHTOBaHHOE HauMeHOBaHHe 'mbeHKIaMuz
(rpynmupoBOYHOE HITH XMMHUECKOE)
JlexapcTBeHHas popMa TabIeTKH
Jlo3upoBKa Sw™r
dopma BbITYCKa 120 mT., QuiakoHs! (1) , Ma4YKH
KapTOHHEIE
Homep cepuy (MapTHH): 29011
O6beM ceprH(apTHH) 20 845
JlaTa MPOM3BOACTBA 01.01.2022
T'onex 1o 01.01.2025
HauMeHOBaHHE H afpec MPOU3BOTUTENA (c HpoH3BOJIHTe.]'lb-MeHapHHH—CDOH
yKa3aHHEM CTalui TpOH3BO/ICTBA) Xeiinen 'M6X,) Leipziger Strasse 7-13,
01097 Dresden, Germany

BoinyCKaKIIAA KOHTPOIb
kauecrBa-bepinH-Xemu AT,
I'epmanusi(Glienicker Weg 125, 12489,
Berlin, Germany)

HomMep ¥ faTa perucTpariioHHOrO yIOCTOBEPEHUA TINO11519/01 ot 07.03.2012 (mata
nepeopopmienus 12.07.202 1)

HoMmep U jaTa HOPMATHBHOH TOKyMCHTAIlMH IINO011519/01-311017 usm.Nel-3

HaumeHOBaHUE U azpec JepKaTes Bepnun-Xemu AT, ['epManus

PErHCTPALHOHHOTO YIOCTOBEPCHUA (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimui JOKYMEHT NOATBEPKAACT:

-JaHHbIA JeKapcTBEeHHBIH MpernapaT COOTBETCTBYCT 61-®3 «O6 oOpamieHHH JIeKapCTBEHHBIX
CpEICTB...»;

_cepusl JIEKapCTBEHHOIO Ipernapara COOTBETCIBYeT TpeGoBaHMSAM, YCTAHOBJICHHBIM NpH €ro
rocy1apcTBEHHOH peruCTpalih

“Coxomnos BJI.  24.05.2022
(noanues) (nata)

000 “BepnuH-XemwA. MenapuHu”

1Opuavyeckuin agpec: Poccus, 123317, r. Mockea, MNpecHexckan HaGepexHas, A. 10
MouTosbiii anpec: Poccus, 123317, 1. Mocksa, NpecHeHckan HabGepexHas, A. 10
Tenedon: +7 (495) 785-01-00, dpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat

MpoAy«KT.

Kop npoaykTa:

Ne cepum: 20011

[lata naroToBNEHVA: 01/2022
[ara eeinycka cepuu. 03/05/2022
HopmaTuBHan AOKYMBHTAUMA.
NexapcTeeHHan dopma:
[leiicTeyouiee BELWBCTRO:

NpouasoauTENb ABACTBYIOLIEN seujecTsa.

OBuLeM Cepuv (KONM4ECTBO):

Mokazarene
Onucarne

CpeaHnas macca
OpAHOPOAHOCTE AO3UPOBAHUA

PacnapaemocTb
PacTteopeHue
MoanwHocTb (BAXX)

TOCTOpOHHME NPAMECH
BSA
BSC
noban eAUHUIHARA
HeWnaeHTMLMpOBAHHAR NpUMect
cymma HeunaeHTUMLMpOBaHHBIX
npumeced
CymMMma npumecen
MukpoBronoruyeckan uucToTa
0O6uiee uMcno aspobHeix
MMKDPOOPraHuaMos
06LLee YMCNO APONKEBBIX U
nnecressix rpubos
Escherichia coli
KonuuecTeeHHoe onpeAenenve

YnakoBka

MapkwpoBka

1. MNepBuyHan ynakoeka

@ 0

na MKEeTKEe QJiaruna ne
noratvn «BERLIN-CHEMIE/MENARIN
TOproBo@ HaMMeHOBaHKE npenapata ®

MENARMNI

NeKapcTBEHHO

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

Manuuun ® 5
F141482

M N 011519/01-311017 ¢ uam. Na1-3

Tabnetkw, 5 Mr

nuBexknaMua

LLipw KpuwHa dapmacbloTUKanc Numuten, UHaua
20845

Cneundukauma

Po30Bble NNOCKOUANUHAPUUEcK1e tabneTku ¢ ackoi n
PUCKOW C OAAHOWM CTOPOHBI TaGneTkv

150.00mMr+7.5 %

MapameTp NpUeMnNemocTit AnA 10 eauHKL AOIMPOBAHUA

n < 15,0, MNapameTp NPUeMNemMoCTv ANA 30 eguHUY
AO3MPOBAHKA < 15,0 1 HU OfiHA U3 BAWHAL AO3VPOBAHWA HE
meHee 0,75M unu Gonee 1,25 M

He Gonee 15 MuH

He menee 85 % (Q) 4epe3 60 MuH

Bpems YAEPXWBAHWA OCHOBHOrO NUKA Ha xpomarorpamme
WCNbITYemoro pactaopa AOIMKHO COOTBETCTBOBATL BpeMeHW
YAGPKUBAHUA NUKa rMuBeHKNaMuaa Ha XpoMarorpamme
craHaapTHOro pacteopa

He Gonee uem 0.8 %
He 6onee uem 0.4 %
He Gonee uem 0.2 %

He Gonee yem 0.4 %

He Gonee uem 1.5 %

He Gonee 10°KOEB 1T
ve Gonee 102 KOEB 1T

oTcyTcTBue B 11

4.75 po 5.25 mr Ha TabneTky (95 % - 105 %

OT 3@ABMEHHOrO KonuyecTea rnnBeHknamMuag)

Mo 120 TaBnetox B0 hNakoH u3 GecuUBeTHOTO crekna,
YKynOpeHHbIA wrencenbHo# NpoBKo# 13 NONMaTUNeHa.

Mo 1 cpnakoHy C MHCTPYKLMEH MO NPUMEHBHKIO B KBPTOHHOW

ro npenapara.

Q1

I» (Ha NATUHULIE)

MmexayHapoaHoe HenaTeHToBaHHoe HaumeHoBaHwe

NeKapcTaeHHyo popMy
A03MPOBKY

KonuuecTeo TabneTok B ynakoeke
«[ins npuema BHyTpb»

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrueci (Vorsitzender),
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Ci

COAepXaHWe AeWCTBYIOLLIEro sewecTsa B oaHoN TabneTke

hemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentra

Ceprupuxar aHannsa

FopeH go: 01/2025

Pe3ynerar
Po308bie MNOCKCLANKHARUHBCKHE TabneTk
© packo M PUCKOA C opHOW CTOPOHDB!
TabneTM
151. mr
26

4. MUH
08, %
MonoxuTensHo

0.2 %
< 01%
< 01%

< 01 %

0.2 %

5. KOEIr

< 10. KOE/r

CooteercreyeT
4.96 mr

CooTBeTcTByeT

BERLIN-CHEMIE/MENARINI
MaHuHun ® §
nuBexknamna

Tabnetkv

5 mr

120

yKasaHo

rnuGeHknamuaa S5 Mr

Edward Szybowski, Dr. Christian Matschke,
le), Fax +49 30 6707-2008 (Qualitatskontrolia).




Analysenzertifikat Certificate of Analysis
MpoayxT: MaHuHun ® 5
Koa npopykra: F141482

Ne cepuu: 29011

Mapkupoeka

«FunornukeMnM4eckoe CpeacTeo

«CofnoAaTh NPUNOXEHHYHO MHCTPYKLMIO NO NPUMEHEHWI npenapartax
«J/lekapCTeeHHOE CPEACTEO XpPaHWTL B HBAOCTYNHOM ANA AeTel mecTel»
Ne cepun: 29011

[ara naroroenenua: 01/2022

lopeH po: 01/2025

HeBraUMBIA 3HAK 3aLLMTBI

Mpon3BoACTBEHHBIA KOA

2. Bropuyxan ynakoska

Ha KapTOHHOW NauKe HA PYCCKOM A3bIKE YKAIBIBAKT:

HaUMEHOBaHWE (UPMbI-NPOU3BOAWTENA, CTPaHY

HaumeHoBaHHe (PHPMEI, OCYLLECTENAKILWENH BbiNyCKAKOLWUA KOHTPOND KAYeCTEa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)

TOproeoe HaumeHoeaHue npenaparta ®

MEXAYyHapOAHOe HENaTeHTOBaHHOS HAUMEHOBaHUe

nekapcTeeHHyIo hopmy

[03MpOBKY

KonuuecTeo TabneTok B ynakoske

«[lns npuema BHYTPb»

cogepxaHue AedCTBYIOLLEero BelecTea 8 ogHoW Tabnetke

YCNOBWA XpaHeHua

«MnornukemMmMyeckoe cpeacTeo»

«CoBnioaaTe MHCTPYKUMIO MO NPUMEHEHUIO NpenapaTa, KOTOPaA HaXOAWTCHA BHYTPM YNakoBKA»
«/lexapcTeeHHOE CPeACTBO XpaHUTL B HEAOCTYNHOM ANA NeTei MecTel»

«COAEPXUT NakTo3y W KpacuTens nyHuoesli [Moxco 4 R] (E124)»

HOMEp PEeruCTPaLMOHHOro YAOCTOBEPEHUA

YCNOBMA OTNYyCKa

Ne cepun: 29011

[ara waroroenenus: 01/2022

logen go:. 01/2025

LUTPMX-KOA

HeeuauMbiid 3HaK 3aLLMTLI

Mpon3BoACTBEHHBIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITUA

cpencTea UABHTU(MKALMM CUCTEMbl MOHWUTOPWHIA ABWXXEHUA NBKApPCTBEHHLIX MpenaparTos

XpaHexne MNpu Temneparype He Bsiwe 25°C
Cpok rogHocTH 3rona
Ceptudmkar:

BuiweykasaHHan cepun oTeevaeT TpeboBaHUAM HOPMETUBHOW ACKYMEeHTaLMK.

P
Dr. ort% Stang
YnonHomodeHHoe Auuo

BERLIN-CHEMIE
MENARINI

Ceptugukar aHanusa

Peaynurar
yKkasaHo
yKa3zaHo
ykasaHo

MMBeeTCA
uMeeTCAa

MeHapuHu-Pon Xehaen MmEX, Tepmanun
Bepnun-Xemu Al, FepmaHus
BERLIN-CHEMIE/MENARINI

MaHuHun ® 5

FnuBeHknammug,

Tabnetku

5 mr

120

yKa3aHo
rnubeHknammaa 5 Mr

XpaHKTB NpW TemMnepaType He Bbiwe 25°C
yka3aHo

yKkasaHo

yKasaHo

yKkasaHo

M N 011519/01

Mo peuenty

nMmeeTca
nMeeTca
nMmeeTca
HE UMBETCH
WMEEeTCA

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 (Qualitatskontrolie).



