OO0 bepnuH-Xemn/A. MeHapmuun

MOTBEPKIEHUE COOTBETCTBHUSI

Ne TIC-14784A

ToproBoe HanMeHoBaHHE MUT'® 400

MexnyHapoJHOe HeaTeHTOBAHHOE HaHMEHOBAHHE H6ynpoden

(TpyNIMpOBOYHOE WIH XHMHYECKOE)

JlekapcTBenHas ¢opma TabeTKH, MOKPHITHIE IJIEHOYHOH
obououKoit

Jo3upoBka 400 mr

®opma BBIITyCKa 10 wT. - ynakoBKH si4eiikoBble

KOHTYpHEIE (1 IUT.) - MaYKH KapTOHHbIC
(10 mr.)

Howmep cepuu (nmaptun): 14784A

O0beM cepuH(napTHH) 47280

JlaTa npou3BOACTBA 01.12.2021

I"ozeH 1o 01.12.2024

HauMmeHoBanue W afpec mpousBomuTens (c IIponsBoaurens-bepnun-

yKa3aHHEM CTaJui MPOM3BO/CTBA) Xemu ATl',I'epmanusa(Tempelhofer Weg

83, 12347, Berlin, Germany)
BhinycKaOmMi KOHTPOJIbL Ka4yecTBa-
bepnun-Xemu AT, T'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u nata perucrpalioHHoro yaocrosepenus | JIC-002211 ot 28.10.2011
Hara 3amens! 12.01.2021

Homep u aTa HOpMaTHBHOMN JOKYMEHTAINH JIC-002211-120121

HaumenoBanue H azpec Aepxkarens | bepnun-Xemu AL, I'epmanus

PETHCTPALHOHHOIO YI0CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimmii noxymeHT noarsepxaaer:

-IaHHBIA JIEKapCTBEHHBIH TNpemapar cooTBeTcTByeT 61-D3 «O6 oOpallleHHH JIeKapCTBEHHBIX
CPEICTB...»,

-CCpHs JICKapCTBCHHOI'O TperapaTa COOTBETCTBYET TpeOOBaHMAM, YCTAHOBJIEHHBIM IPH €ro
rOCy1apCTBEHHOH perucTpanuu

,)
HH» /=== Cokonos BJI.  09.03.2022
B (moamuck) (nara)

.Menapunny»

000 “BepnuH-XeMu/A. MeHapuHKW"

KOpuauyeckuia agpec: Poccus, 123317, r. Mocksa, MNpecHeHckas HaGepexHasn, 4. 10
MNMouToBewif agpec: Poccun, 123317, r. Mockea, NpecHeHckas HabepexHan, a. 10
Tenedpon: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoaykT:

Koa npoaykTa:

Ne cepuu: 14784A

[ara narotosnenna: 12/2021
[ara swinycka cepuu: 09/02/2022
HopmaTueHas AOKYMEHTaUusA:
JlexapcTBeHHan gopma:
[AeicTeyroliee BeWECTBO:

MpouasoauTens AEUCTBYIOLLEro BewecTea:

Obwem cepuy (KONUYECTBO YNAKOBOK):

Nokasavens
OnucaHue

MoanuHHocTe (BIXKX)

CpeaHsas macca

PacnajgaemocTb

PacrteopeHue

PoacCTBEHHBIE NPUMECKH
- niobas eguHUYHaRA
HEeWAEHTUULMUPOBaHHAR NpUMech
- CYyMMa HeUAeHTUULMPOBAHHBIX
npumecen

OAHOPOAHOCTL 403UPOBAHUA

MukpoBuonorudeckasa YucroTa
O6wee konu4ecTBo aapobHbix
MWKPOOPraHM3amMoB
Obuee KONUYECTBO APONOKEBLIX U
nnecHesbix rpubos
Escherichia coli

KonuyecteeHHoe onpeaenexue (B3XX)

YnakoBKa

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MWUIr® 400
F138868

NCc-002211-120121
TabneTku, NOKpbITbIE NneHodHon obonoyukon, 400 mr
UbynpodheH

SHANDONG XINHUA PHARMACEUTICAL CO., LTD.,

47280
Cneuyndukaums

OgansHble raﬁnenm, NOKPbIThIE NNEHOUHOW
obonoykoii, 6Genoro unu noytu Genoro usera,
MMEILLUEe ABYCTOPOHHIOI PUCKY ANA AeNeHWA
W TUCHEHWA HA OAHOW W3 CTOPOH «E» 1 «E»
no o6enmM CTOPOHaM OT PUCKH

Bpems yaepxuBaHua OCHOBHOrQ nuka Ha
XpomaTorpaMmme UCNLITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATH BPEMEHU YARPKUBAHUA OCHOBHOMO
NuKa Ha XpomMaTorpamMmMe CTaHAapTHOre pacteopa
wbynpodera

0.666r+5 %

He 6onee 15 MuH

He menee 75 % (Q) yepea 15 MuH

He Gonee 0.2 %
He 6onee 0.3 %

3HayeHune nokalatena npuemnemoctu (AV) ana nepewix 10
eAUHKY A03npoBanHva JoNXHO Bbitb < L1, Ecnu anaqexune
noxaaarens npuemnemocty (AV) Gonewe L1, Tectupyior
cneaylowwe 20 eguHWY A03MPOBAHWA W BLINMCNAIOT 3HAYEHWE
nokasarens npuemnemocty (AV). Inayexne nokasarens
npuemneMocti (AV) ans 30 eAuHUY AC3UPOBAHUA AOIKHO BbiTh
< L1 1MW B OHOM EANHALE JO3NDOBAHWA COABPKAHUE
AeiCTayIOLero BeLlecTsa He A0MxHO BbiTb MeHee yem (1 - L2 x
0,01) M unu Bonee uem (1 +L2 x0,01) M

He Gonee 10°KOE B 1 1

He Gonee 10°KOE B 11

OrtcyrcreueB 1 r
Ot 380 mr o 420 mr ubynpodcpeHa B Tabnerke (95 % -
105 % OT 3aABMEHHOr0 COAEPXAHUS).

Mo 10 TabneTok B KOHTYPHOW AYEHKOBOW YnakoBKe
(6nucrep) us NBX/donbrn anioMUHNEBOH.

Mo 1 6nucTepy C UHCTPYKUUERA NO NPUMEHEHUIO B
KapTOHHOW Nauyke.

Ceptuguxar aHanusa

MoaeH go: 12/2024

China

Pesynerar
OsanbHble TabneTku, NOKpbITbIE
nneHouyHon o6onovkoil, nouty Benoro
LiBeTa, UMeIoLLUe ABYCTOPOHHIIK PUCKY
ANS DENEHWA U TACHEHWA HA OAIHOW U3
ctopoH «En 1 «E» no obGewm cToporam ot
pUCKM

MonoxutensHo

0.664 r
1. MUH
100. %

< 01 %

< 01%

<1000. KOE/r

< 100. KOE/r

CooTeeTcTByET
393. mr

CooTeetcreyeT

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).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: MUI® 400
Koa npoaykra: F138868

Ne cepun: 14784A

Mapkupogka

1) NepBMy4Han ynakoBka nekapcTBeHHOro npenapara
Ha Bnuctepe Ha pycCKoM A3bike YKa3biBaloT:

TOproeoe HauMeHoBaHue npenapara®

MEXAYHApPOAHOE HeNATEeHTOBAHHOE HauMeHOoBaHMe
AO3NPOBKY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
Ne cepuu: 14784A

lopex go:  12/2024

HEBUAUMBIA 3HAK 3aLUThI

2) BropuyHan ynakoeka.

Ha kapToHHOI Nayke Ha PYCCKOM A3bIKE YKa3bIBAKT:

HauMeHoBaHWe (OUPMbI-NPOU3BOAUTENA, CTPaHY

HaumeHoBaHue UpMbI, OCYLLIECTBNRAIOLEN BbIMYCKAOLWMUA KOHTPONb
KauecTea, CTpaHy

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

TOpProBoe HauMeHoBaHue npenapata®

MEXAYHApPOAHOE HEMATEHTOBAHHOR HauMeHOoBaHWe

AO3UPOBKY

nekapcTeeHHyr Gopmy, konuyecTso TabneTok B ynakoske

coAepxaHue 4eWCTBYIOWEro BellecTea B oAgHol TabneTke

YCNOBWA XpaHEHUR
«CobnioaaTe MHCTPYKUUIO NO NPUMEHEHUIO Npenaparta, koTopas
HaxXOAUTCH BHYTPYW YNaKOBKU»

«JlekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed mecTe!»
PEerucTpaunoHHbIA HoMep

YyCNOBWA OTNycKka

Ne cepuun: 14784A

[ata narotonenus: 12/2021

FopeH po: 12/2024

WTPUX-KOA,

«[lns npuema BHyTpb»

«CpaenaHo B lepmanuu»

«OT Bonu n xapa»

HEBUAWMbBIA 3HAK 3aLLMTbI

NPOW3BOACTBEHHBIA KOp

3TUKETKA KOHTPONA NEPBOro BCKPLITUA

CpeacTBa WABHTU(PMKALMKM CUCTEMBI MOHWTOPUHIE ABUXEHURA
NekapcTBeHHbIX NpenapaTos

XpaHeHue
Cpok rogHOCTH

CepTtuchuxar:
Bollweyka3aHHan cepua oTBeYaeT TpeGoBaHUAM HOPMaTUBHOW AOKYMEHTaLMKU.

. Tibor Miké

YnonHoMo4eHHoe nuuyo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzenderh
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +39

Ceprugmrar aHannsa

Peaynurathl

MUIr® 400

WbynpodceH

400 mr
BERLIN-CHEMIE/MENARINI

UMeeTcAa

Bepnun-Xemu AT, Mepmanns
Bepnun-Xemu AT, Fepmanus

BERLIN-CHEMIE/MENARINI
MUWUIr® 400

WBynpochen

400 mr

10 TabneToK, NOKPLITLIX NNEHOYHOM
oBonouykoi

B 1 TabneTke, NOKpbITOW NNEHOYHON
oBonouKou, coaepxutca 400 mr

ubynpodrena.
XpaHuTth Npu TEMnepaTtype He Bbiwe 25°C.

yKasaHo

yKa3aHo
Nic-002211
Bea peuenta

uMmeeTcA
yKa3aHo
yKasaHo
ykasaHo
umeeTcs
MMEeeTCcA
HEe uMeeTcA
umeeTcs

Mpu TemMnepaType He Bhilwe 25°C
3 roaa

30

(Moarck 8¥Dowski, Or. Christian Matschke,
30 6707-2008 (Qualitatskontrolle).



