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Analysenzertifikat
MNpoaykT:
Kop npoayxra:
Ne cepun: 04321A
[lata warotosnerus: 12/2020
[Nara Beinycka cepun: 14/04/2021
HopmaTusHaa JoKyMeHTaUuA:
TNexapcreexHan opma:
[encrsyiolliee BelWecTso:

MpouasoauTent AEACTBYIOLLErO BeLecTsa:

O6wem cepuvt (KONWHeCTBO YNaKkoBok):

Mokasarens
Onucaxue

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MUIr® 400
F132380

Ceprugukar anann3sa

lopeH ao: 12/2023

NC-002211-281011 ¢ uam. Ne1-2

TaGneTky, NoKpbITeie nneHouHok oBonoukai, 400 Mr
WbynpodheH

SHANDONG XINHUA PHARMACEUTICAL CO., LTD,, China
486800

Cneunduxauun

OBanbHble TaBneTKy, NOKPLITLIE MNSHOUHOWN,
oBonovkoi, Genoro unu nouTu Benoro yeeTa,
UMEIOLLNE ABYCTOPOHHIOK PUCKY ANS AeNeHus
W TUCHEHWE Ha OAHOW U3 cTOpoH "E" n "E"

no obeum CTopaHam OT PUCKK

Peaynsrar
OsanbHble TabNeTku, NoKpbIThie
nnexo4Hon oBonoykon, novtk Genoro
LBeTa, uMeLLue ABYCTOPOHHIO PUCKY
ANA AENEHUA U TUCHERUE Ha GAHOA U3
cropoH "E" #u "E" no ofeum cTopoHam

OT pUCKK
CpegHas macca 0710633 006991 06831
OAHOPOAHOCTE A03MPOBAHNA MapameTp npuemnemocty Ans 10 eauHuy 1.8
noavposakus < 15.0. MapameTp NprueMnemocTy Ans 30
eansuy AoavpoBarua < 15.0 U HK OAHE U3 eANHUL HE
<yem 0.75Munu >125M
OAHOPOAHOCTL Macchl 18/ 20 Tabnerok He Sonee £ 5 %,; CooTteeTcTByeT
2 /20 TabneTok He Gonee £ 10 %
PacnapaemocTs He Bonee 15 MuH 1. Mt
Pacrsopenve He meHee 75 % (Q) yepes 15 MuH 89. %
MoanunHocTs MGynpoden (BAXX) Bpems yAepKUBaHUA OCHOBHOMC NUKa Ha MonoxuTensHo
XpoMaTorpamMme UCnbITYEMOro pacTeopa AOJDKHO
COOTBETCTBOBATL BPEMEHW YAEPHUBAHWA OCHOBHOIO
nuKa Ha xpomarorpamme CTaHAapTHOrO pacTeopa
ubynpocheta.
MocTopoHHWE NpUMecK
Moban eguHUYHaR He Gonee 0.2 % < 01 %
HeuaeHTUMLUMpOBaHHaR NPUMECh
CymMma HEWAEHTUMULMPOBaKHBIX He 6onee 0.3 % < 01 %
npumeced
MukpoBuonorndeckans “ucroTa
OBuwee yucno aspobHeix GakTepwit He Gonee 10°KOE 8 11 <1000.
OBLwee uucno rpubos He Gonee 10°KOE B 11 <100.
Escherichia coli Orcytctere B 11 CooteeTcTBYeT
KonuuecTeeHHoe onpejenexue Ot 380 8o 420 mr/ Tab. (95 % - 105 % oT 3aABNEHHOMO 404. mr
UBynpotpena copepxaHua)
Ynakoska Mo 10 TaBneToK B KOHTYPHOR AYEAKOBON ynakoBke CooTeeTCTBYET
(6rvctep) ua NMBX/donsru anoMMHesod.
Mo 1 BrvcTep C UHCTPYKUMER NO NPUMEHEHVIO B
KapTOHHOW nadxe.
Vorsitzender des Aufsichtsrates: Dr. Alberte Giovanni Aleetti - Vorstand: Dr. Luca tastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
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MENARINI

Analysenzertifikat Certificate of Analysis
Mpoayikr: MW@ 400
Koa npoaykra: F132380

Ne cepuu: 04321A

Mapxkuposka

1) MepeuyHan ynakoska NekapcTBEHHOro npenapara.
Ha BnucTepe Ha pyccKkOM A3bIKE YKa3biBaloT:

TOproBoe HauMeHoBaHue npenapata®

MEXAYHAPOAHOE HENaTeHTOBAHHOE HanMEHoBaHue
A03UPOBKY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuxuue)
Ne cepum: 04321A

logen go. 12/2023

HEBU/IUMbINA 3HAK 3aLLUTbI

2) Bropudnan ynakoska.

Ha kapTOHHON Naqke Ha pPyCCKOM A3biKe YKa3biBaloT:
HavmeHoBaHne (hMpMbI-NPON3BOAWTENA, CTPaHY

norotun « BERLIN-CHEMIE/MENARINI» (Ha natuHuue)
TOProBoe HauMeHosaHue npenaparta®

MEXAYHAPOAHOE HENATEHTOBAKHOE HaUMEHOBAHYKE
A03UPOBKY

konu4ecTeo TabneTox B ynakoske, NexkapcTBeHHYI0 hopmy

COABPXaHue AeCTBYIOLLEro BEWeCTBa B 0AHOW TabneTke

YCNOBUA XPAHEHUA

"CobnioaaTte UHCTPYKLWIO NO NPUMEHEHWIO NpenapaTa, KoTopas HaxoAUTCA BHYTPY yNakosky
"IlexapCTBEHHOE CPEACTEO XPAHWTL B HEAOCTYNHOM Ana feTed mecTe!"

PEruCTRALNCHHEIA HOMEP

YCNOBKA OTNyCKa

Ne cepun: 04321A

[Nara nsrotoBnenus: 12/2020

loaeH pgo: 12/2023

LITPUX-KOA

"0na npuema BHYTPL"

"Cpnenaxo B lepmaHui’

"OT Gonu 1 xapa”

HEBUAMMBIA 3HaK 3aWMUTLI

NPOU3BOACTBEHHBIA KOJ

3TUKETKA KOHTPONA NEPBOro BCKPbLITUA

CpeACTBa MAEHTUUKALMK CUCTEMBI MOHWUTOPWHIA ABIDKEHWA NEKapCTBEHHbIX Npenaparos

ApaHeHnue
CpoK rogHocTH

Ceprudbukar:
BbilueykasanHas cepus oreevaeT TpeGoBaHWAM HOPMaTUBHOR AOKYMEHTaLN.

Dr. Ngrbekt Stang

YNonHOMOYEHHPE NULL0

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti « Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski,

BERLIN-CHEMIE

Ceprugukar ananu3sa

PeayneTarhl

MUI® 400

WBynpocbeH

400 mr
BERLIN-CHEMIE/MENARINI

UMeeTCA

BepnuH-Xemu AT, Mepmanus
BERLIN-CHEMIE/MENARINI
MWUI® 400

Wbynpoden

400 mr

10 TabNeToK NOKPLITLIX NITEHOYHON
oB6ono4kon

B 1 TaGneTke, NOKPLITON NAGHOUHOM
ofionoukoii, copepxutcs 400 Mr
ubynpocpeHa.

XpaHWTk NpU TEMNEpaType He Boiwe 25°C.
yKa3aaHo

yKaaaHo

NC-002211

Bes peuenra

umeeTcs
yKazaHo
ykasaHo
yKasaHo
MMEeTCcA
uMeeTcA
HE UMeeTCH
umeeTcs

Mpwu TemnepaTtype He Bbiwe 25°C
3ropa

- Christian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12486 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Quaiitatskontrolle)



M 000 bepnnH-Xemu/A. MeHapnHu

INOATBEPKJIEHHUE COOTBETCTBHUA

Ne [1C-04321A

ToproBoe HauMeHOBaHHE MUI'® 400 |

Mex1yHapoiHOE HENMaTeHTOBaHHOE HAMMEHOBaHHE Uoynpoden

(TpyNIHUPOBOYHOE MM XMMHYECKOE)

JlexapcTBeHHas dopma TabJIETKH, TTOKPHITHIE TIEHOYHOH
000104KOH B

JlozupoBka 400 mr

®opmMa BHIMTyCKa 10 wrT. - ynakoBKH siYeHKOBLIE

KOHTYpHBIE (1 1IT.) - Ma4KH KapTOHHBIE
(10 wr.)

Howmep cepun (naptun): 04321A

O0beM cepuu(napriu) 46 800

JaTa npousBojacTBa 01.12.2020

I'onen o 01.12.2023

HaumenoBanme u  aapec npouzeoautens (¢ | Ilponssoaurenn-bepiaun-

yKa3aHHEM CTaJHi NPOM3BOIACTRA) Xemn Al',I'epmannsa(Tempelhofer Weg

83, 12347, Berlin, Germany)
Boinyckaomuii KOHTPOJIL KayecTBa-
Bepnun-Xemu AI, I'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)
Homep u narta perucrpaunonsoro yaocrosepenuss | JIC-002211 ot 28.10.2011

JHara zamenn 24.08.2016

Homep 1 nata HOpMaTHBHOM JOKYMEHTaLMH JIC-002211-281011, u3m.Nel,2

HaumeHoBaHue U azpec naepxkarens | bepniun-Xemu Al I'epmanus

PErUCTPALMOHHOIO YIOCTOBSPCHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimunii Jo0KyMeHT NoATBEpPXKIALCT:

-JlaHHBIMA JlekapcTBeHHbIH npenapar cootBeTcTBYeT 61-®3 «O6 oOpauieHUH JleKapCTBEHHB'X
CPEeICTB...»;

-CEpHA JICKAPCTBEHHOrO INpernapara COOTBETCTBYET TpeOOBaHMAM, YCTAHOBJIECHHLIM IIPH €ro
roCyAapCTBEHHOH perucTpauuu

= Cokonos BJI. 14052021

i (rmoamnuce) (mara )

000 “BepnuH-Xemn/A. Menapnun”

HOpuaudeckui agpec: Poccus, 123317, r. Mockea, MpecHexckas HabepexHas, 4. 10
Moyrosein agpec: Pococua, 123317, r. Mockea, MNpecHenckas HabepexHas, 4. 10
TenedoH: +7 (495) 785-01-00, cpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



