000 BbepsinH-Xemn/A. MeHapnHH

MOJATBEPKJJEHUE COOTBETCTBHA

Ne TIC-14785A

ToproBoe HaMMCHOBaHHE MHUI'® 400

MexayHapoHOE HeMaTeHTOBaHHOE HAHMEHOBAHHE HGynpoden

(TpyTIMUPOBOYHOE WM XHMHYECKOE)

JlekapcTBeHHas popMa TaGIeTKH, NOKPHITHIE MJICHOYHOM
0007104K0H

Jlo3upoBKa 400 mMr

dopMa BBIITYCKa 10 1mT. - yIIaKOBKH S4EHKOBEIE

KOHTYypHbI€ (1 LIT.) - MaYKH KapTOHHBIC
(10 mrt.)

Homep cepuu (mapTHH): 14785A

O6nbeM cepuH(TTapTHH) 48 000

JlaTa NpoM3BOJICTBA 01.12.2021

T'opeH 10 01.12.2024

HanMeHoBaHHE M ajpec mpou3BoauTeds (€ IIpoussoauTeab-bepinH-

yKa3aHHeM CTajHil POH3BOJICTBA) Xemu AT',I'epmanusi(Tempelhofer Weg

83, 12347, Berlin, Germany)
BbINYyCKAIOWMA KOHTPOJIb Ka4ecTBa-
Bepmun-Xemu AT, T'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep 1 aTa perHCTpallHOHHOTO YA0CTOBEPCHHUS JIC-002211 ot 28.10.2011
Jlata 3amens! 12.01.2021

Homep u gata HOpMAaTHBHOH JOKYMEHTaLUH JIC-002211-120121

HaumeHoBaHHE 17} azipec nepxatens | bepmun-Xemu Al',I'epManus

PErHCTPALHOHHOTO Y0CTOBEPEHUA Glienicker Weg 125, 12489, Berlin,
Germany

HacTosmuii JOKYMEeHT NOATBEPKAALT:

-NaHHBIA JIeKapCTBEHHBIN Mpenapar cooTBeTcTBYeT 61-D3 «O06 oOpallleHHH JIEKapCTBEHHBIX
CPEICTB...»;

-cepHsi JIEKapCTBEHHOrO TpenapaTra COOTBETCTBYET TpeGOBaHUAM, YCTAHOBJICHHBIM IIPH €rO
rocyapCTBEHHON PErHCTPaliH

o
Hi g .
el apHHH>>_/£'””/”’<ﬂ/"’/"Mﬂ60K0nos BJA.  21.03.2022

lag LS (Mo/mKCs) (mata)
on
By Xemn/A. MeHapuiu»

000 “BepnuH-XeMu/A. MeHapuHu”

IOpuauyeckmii agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HaBepexHasn, a. 10
MouTtosbli agpec: Poccun, 123317, . Mocksa, MNpecHeHckan HabepexHas, A. 10
TenecoH: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpopaykT:

Koa npoaykra:

Ne cepun: 14785A

[ata uarotoBnenns. 12/2021
[ara Beinycka cepuu: 14/02/2022
HopmartusHan AOKYMEHTALMA:
JlexapcTeeHHan gopma:
[leAcTeyouiee BeLLECTRO;

MpoussoguTent AEACTBYIOLEND BEWECTEa:

Obwem cepun (KONWYECTBO YNAKOBOK):

MNokasarens
Onucanue

MoanurHocTs (B3XX)

CpepHns macca

PacnapaemMocTb

Pacreopenue

POACTBSHHI:IB npuMecu
- nban eguHUYHaR
HeuaeHTUUUMpOBaHHaR NPUMech
- CyMMa HenaeHTUUUNPOBAHHbIX
npumecen

OAHOPOAHOCTL 403UPOBAHUA

Mukpobuonoruueckas yucrora
O6uee konu4ecTBo a3pobHbix
MUKPOOPraHuamos
ObLyee KONUYECTBO APOXOKEBbLIX U
nnecHeebix rpubos
Escherichia coli

KonuuecTeeHHoe onpeaenetxue (B3XX)

YnakoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MUI® 400
F138868

NC-002211-120121
TabneTku, NoKpLIThIe NNeHouHoW o6onoykoi, 400 mr
WBynpoder

SHANDONG XINHUA PHARMACEUTICAL CO., LTD.,

48000
Cneuudukauus

OsaneHble TaBneTku, NOKPLITbIE NNEHOYHON
o6onoykoi, 6enoro unu noytu Genoro usera,
nMeroLue ABYCTOPOHHIO PUCKY ANA AeNeHWA
¥ TUCHEHWA HA O4HON U3 CTOPOH «E» 1 «E»
no ofeum CTOpOHaM OT PUCKK

Bpems yaepxuBaHus OCHOBHOrO Nuka Ha
XPOMATOrpaMMe UCNLITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATH BPEMEHU YAEPKUBAHMA OCHOBHOIO
nuKa Ha XpoMaTorpaMme CTaHaapTHOro pacreopa
nbynpodeHa

0.666rt5%

He Gonee 15 MuH

He meree 75 % (Q) yepea 15 MuH

He 6onee 0.2 %
He Gonee 0.3 %

3Hayenne nokalartens npuemnemocTti (AV) ans nepebix 10
eAMHUY A03upoBaHus AoMxHO Bbite s L1, Ecnu aHavenne
nokasarens npuemnemoctu (AV) Gonbwe L1, Tectupylor
cnegyiowme 20 eqMHUL LO3UPOBAHUA W BLIMUCNAIOT IHAYEHWE
nokasatens npuemnemocty (AV). 3Hayexne nokalatens
npuemnemoctu (AV) AnA 30 eguHKL A03IMPOBAHKUA A0MKHO GbiTh
< L1 v HK B 04HOI aUHKLE 40IUPOBAHUA COAEpXaHWe
AEVCTBYIOWEro pelecTsa He AomkHo GbiTe meHee yem (1- L2 x
0,01) M unu Gonee yem (1 +L2x0,01) M

He Gonee 10°KOE B 11

He Gonee 10°KOEB 1T

OtcytctBue B 11
Ot 380 mr ao 420 mr nGynpodena B Tabnetke (95 % -
105 % OT 3aABNEHHOTO COABPXAHWA),

Mo 10 TabneTok B KOHTYPHON AYENKOBOW YnakoBke
(6nucTep) ua NBX/doneri ankoMUHUEBON.

Mo 1 BnucTepy ¢ MHCTPYKUMEA NO NPUMEHEHNIO B
KapTOHHOW navke.

Cepruukar ananusa

Fopex po: 12/2024

China

Pesynbrar
OsansHble TabneTku, NOKpbITLIE
nneHouHoi obonoykoit, noytv Benoro
UBETa, UMEIOLWME BBYCTOPOHHIOK PUCKY
ANA AeNeHUs U TUCHEHWA Ha OAHOW 13
cTopoH «E» u «E» no obeum cTopoxam ot
PUCKW

MonoxutensHo

0.656 r
1. MuH
99. %

46

<1000. KOE/r

< 100. KOE/r

Coorsetcreyer
393. mr

Cooreetcrayer

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastruccei (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 (Qualitatskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucpukar aHannsa
Mpoaykr: MWUIr® 400
Kop npoaykra: F138868

Ne cepumn: 14785A

Mapkupoeka Pesynbrathbl
1) NepBMYHaRA YNaKOBKa NekapcTBeHHOro npenapara
Ha 6nucTepe Ha PYCCKOM A3blKE YKa3biBaKT:

TOprosoe HaumeHoBaHue npenapata® MUI® 400

MexAyHapoAHOe HenaTeHTOBaHHOe HauMeHoBaHue WBynpoceH

L03MPOBKY 400 mr

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

Ne cepumn: 14785A
logeH go: 12/2024
HEBUAWMBIA 3HAK 3aLWNTbI nMmeeTcs

2) BropuuHan ynakoBKa.

Ha kapTOHHOK Nayke Ha PYCCKOM HA3bIKE YKa3biBaKT.
HaumeHoBaHue PUPMBI-NPONIBOANTENA, CTPaHY Bepnutx-Xemu A, Fepmanus
HaumMeHoBaHWe UPMBI, OCYLIECTBNAKLEA BbINYCKaKWWA KOHTPONb

KauecTsa, cTpaHy Bepnun-Xemu AT, Mepmanua

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

TOprosoe HaumeHoBaHwe npenapata® MWUI® 400

MEXAYHapOoAHOE HENaTEHTOBaHHOE HauMeHoBaHWe WeynpodeH

AD3NPOBKY 400 mr

NeKapCTBEHHYIO (POPMY, KONWYECTBO Tabnerok B ynakoeke 10 TabneTok, NOKPbITBIX NNEHOYHOM
oGonoykon

COAEpXaHWe AeicTByloLero BelwecTea B o4HoN Tabnetke B 1 TabneTke, NOKPLITONA NNEHONHON
oBonoukon, copepxutca 400 mr
wbynpodenra.

YCNOBWA XpaHEHUA XpaHuTb Npw TeMnepatype He Bbiwe 25°C,

«CobnioaaTe UHCTPYKUMUIO NO NPUMEHEHUIO Npenapara, koTopan yKa3aHo

HaxXoAWTCA BHYTPHU YNaKoBKA»

«JlexapCTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeil mecre!» yKa3aHo

PerucTpauMoHHBIA HoMep nc-o02z11

ycnoeusa oTnycka bes peuenta

Ne cepun: 14785A
[lata narotoenexus: 12/2021
loaen fo: 12/2024

LITPUX-KOA WMEeTCR
«[lns npuemMa BHYTpb» yKasaHo
«CpaenaHo B lepmaHun» yKa3aHo
«Or Gonu 1 xapa» ykasaHo
HEBWAUMBIA 3HAK 3aLYWTLI nMmeeTca
NPOW3BOACTBEHHBIA KOA WMEETCA
3TWKETKa KOHTPONA NEPBOro BCKPbITUA He uMmeeTcA
cpejcTBa MAEHTUDMKALMU CUCTEMBI MOHUTOPWHIE ABWKEHUA uMmeeTcs
NexapCTBeHHbIX npenaparTos

XpaHeHue Mpu TemnepaType He Bbiwe 25°C
CpoK roaHoCTH 3ropa

CeprudmkaT:
BhilweykasaHHan cepus oTeevaeT TpeGoBaHWAM HOPMAaTUBHOW AOKYMEHTaUuu.

Dr. Nérbe Stang

YnonHOMOYEHHOE L0
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