Analysenzertifikat

MpogykT:

Koa npopyxra:

Ne cepuun: 13613A

[Nata uaroroenenus: 07/2021
fara sbinycka cepun: 21/09/2021
HopmaTueHas gokymeHTaums;
Nexapcreexnan copma:
Hewcreyouiee seliecTso:

Mpouasogutens AS“CTBYIOLE.I&I’O Beuwjecrsa:

OBvem cepuu (KONMYECTBO YNaKkoBoK):

MNokazarens
OnucaHue

MoaNuHHOCTL (BAXX)

CpeaHan macca

PacnaaaemocTb

PacTeoperue

PojacTBerHble npumecu
- niobas eguHuYHanR
HeuaeHTUULUPOBAHHAA NPUMECH
- CyMMa HenaeHTUDULMPOBAHHLIX
npumecei

OAHOPOAHOCTbL 403UpPOBaHUA

MukpoBuonoruyeckan yucrora
OBuwee konudyecTso aapobHbix
MUKPOOPraHW3MOB
Obujee KONUYECTBO APONOKEBbIX U
nnecHesslx rpubos
Escherichia cali

KonuuecTeenHoe onpegenenue (BOXX)

YnakoBKa

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MUIr® 400
F138868

NCc-002211-120121
TabneTky, NOKpLITLIE NneHouHol oBonoukoi, 400 mr
Weynpoden

SHANDONG XINHUA PHARMACEUTICAL CO., LTD.,

48480
Cneuundmkauus

OsanbHble TabneTku, NOKPLITLIE NNEHOYHOM
oBonovkoi, Genoro unu nouru Benoro yeeTa,
MMEILLUE ABYCTOPOHHIOK PUCKY ANA AENEHUA
¥ TUCHEHWUA Ha O HOW U3 CTOPOH «E» u «E»
no ofenm CTOpoHaM OT pUCKM

Bpems yaepKuBaHus 0CHOBHOrO Nuka Ha
XPOMaTOrpaMMe WCMNLITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATL BPEMEHU YAEDKUBAHIUA OCHOBHOTO
NWKa Ha XxpomaTorpamme CTaHAaPTHOro pacreopa
nbynpodcena

0.666r+5%

He Gonee 15 MuH

He mexee 75 % (Q) yepes 15 MuH

He Gonee 0.2 %
He 6onee 0.3 %

3HaueHne noxasarens npuemnemoctu (AV) Ans nepesix 10

4 UHKL A03UPOBAHKA A0NKHO BuiTk < L1. Ecnu 3HaueHue
nokasarens npuemnemocty (AV) Gonblue L1, Tectupyior
cnegyroume 20 egdHuL L0IMPOBANHUA U BbIYWCIAKT IHAYEHUE
nokazarens npuemnemocty (AV). 3nayenne nokaatens
npuemnemoctu (AV) ans 30 eAuKUY 403MPOBAHUA AOMKHO BbiTe
< L1 4 1y B OZHON SAMHULE SOIUPOBEHNS COAEPXaHHE
AEWCTBYIOLIBrO BELLeCTBa He A0MKHO BbiTe MeHee yem (1- L2 x
0.01) M unu Gonee yem (1 +L2x0,01) M

He Gonee 10°KOE B 17

He 6onee 10°KOE & 11

OrcyrcreueB 11
OT 380 mr 40 420 mr ubynpocpeHa B Tabnetke (95 % -
105 % OT 3aRBNEHHOI0 COAEPXKaHUA),

Mo 10 TabneTok B KOHTYPHOR AYEAKOBON ynakoske
(BnucTep) na MBX/donbru ankoMUHUEBOI.

Mo 1 6nucrepy ¢ MHCTPYKUMEN NO NPUMEHEHUIO B
KapTOHHOW nadke.

Ceprugpurxar ananunsa

FogeH po: 07/2024

China i

Pesynerar
OsanbHbie TabneTku, NoKpbITbie
nneHoYHon obonodkon, noytk Genoro
UBETA, UMEIOLLNE [BYCTOROHHIOID PUCKY
ANA AENEHUA U TACHEHWA Ha ORHOW U3
cTopoH «E» u «Ep no ofeum cToponam ot
pUCKN

MonoxuTtensHo

0.661 r
2. MUH
98. %

< 01%
< 01%

2.4

'<1000. KOE/r

< 100. KOE/r

CooTtsercTayeT
400. mr

CootseTcTeyeT
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BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpuxar ananuza
MpoaykT: MUr® 400
Koa npogykra: F138868

Ne cepuu: 13613A

MapkupoBka

1) NepBuYHaR ynakoBKa NeKapcTBEHHOro npenapara
Ha 6nuctepe ra pycckom A3blKe yKasbiBaioT,

TOProBoe HauMeHoBaHue npenaparta®

MEXYHAPOAHOE HENATEHTOBAHHOE HaUMEHOoBaHME
A03UPOBKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTunuue)
Ne cepuu: 136813A

lopen go: 07/2024

HEBWUMbIA 3HAK 3aWUTRI

2) BTopu4Han ynakoska.

Ha KapToHHO| Navke Ha PYCCKOM A3bike YKa3biBawT:

HaWMeHOBaHWe DUPMbI-NPOUIBOAUTENS, CTPaHY

HauMeHoBaHNe (PUPMe!, OCYLLECTBNALENH BbINYCKAKLWWA KOHTPOb
KkaqecTea, CTpaHy

noroTun «BERLIN-CHEMIE/MENARINI» (Ha naTunuue)

TOprosoe HaumeHosaHue npenaparta®

MEeXAYyHapoAHoe HENaTeHTOBAHHOE HaUMEHOBaHKE

AO3UPOBKY

neKapcTeeHHy opMy, KONUYEeCTBO TabNeTok B ynakoeKe

CoAepXaH1e AeRCTBYIOLero BewecTea B 04HOK TabneTke

YCNOBUA XPaHEHUA
«CoBnioAaTh MHCTPYKLMIO N0 NPUMEHeHUIo Npenapara, KoTOpan
HaxOAUTCA BHYTPU yNakoBKU»

«JlekapcTaeHHoe CPeACTBO XpaKuTs B HEAOCTYNHOM ANA geTed mecTe!»
PerucTpayuoHHbIin Homep

yCnoBus otnycka

Ne cepuu: 13613A

Oara warotoenennn; 07/2021

lopew go: 07/2024

LUTPUX-KOA

«[Ins npuema BHYTPbY

«CaenaHo B lepmanuu»

«OT Bonu u xapa»

HEBMAMMBIV 3HAK 33LUTbI

NPOU3BOACTBEHHLIA KO

3TUKETKa KOHTPONA NEPBOrC BCKPLITUR

CpeACTBa WABHTUMDUKAUWM CUCTEMbBI MOHWUTOPUHIa ABWKEHUA
NeKapcTBeHHbIX NpenapaTos

XpaHeHue
Cpok ropHocTH

Ceptudmkar:

BbilueykasarHas cepus oTeevaeT TpeBoBaHUAM HOPMATUBHON AOKyMEHTaLUWK,

Dr/Notr Stang

YnonHomoueHHoe nuuyo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsi

PesyneTarbl

MUI® 400

W6ynpoden

400 mr
BERLIN-CHEMIE/MENARINI

nMmeercsa

Bepnun-Xemu AT, Fepmanun
Bepnu-Xemu AT, lepmanus

BERLIN-CHEMIE/MENARINI
MWUI® 400

WBynpoder

400 mr

10 TabnieTok, NOKPLITLIX NNEHOMHOM
oBonoykon

B 1 TabneTke, NOKPLITON NNEHOMHOR
oBono4koi, cogepxutcs 400 Mr
ubynpogeHa,

XpaHuTs Npu TeMnepaTtype He soiwe 25°C,
yKa3aHo

yKkasaHo
Nnc-002211
Bes peyenta

umeerTca
yKasaHo
YKa3aHo
yKa3aHo
umeeTcs
umeeTcs
He UMeeTcA
uMeeTcs

Mpn Temnepatype He Bobiwe 25°C
3ropa

Or. Attilio Sebastio, Or. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berfin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualititskontrolle)



M 000 bepnun-Xemn/A. Menapunum

HNOATBEPKJIEHUE COOTBETCTBUSI

NeTIC-13613A

Toprosoe HanmeHoBaHKE

MHUI'® 400

MexaynapoaHoe HenaTeHTOBaHHOE HAMMEHOBAHME
(rpyMMUpOBOYHOE HIIH XHMHUYECKOE)

UGynpoden

JlexapcreerHas dpopma

TalbJIeTKH, OKPBITBIE TIEHOYHOMH
000104KOii

Jo3upoBka

400 mr

@opma BEINTycKa

10 wT. - ynakosku sueiikoBsie
KOHTYpHBIE (1 WIT.) - TAaYKK KAPTOHHbIE

(10 wr.)
Homep cepun (maprun): 13613A
O6bem cepun(naprin) 48 480
JlaTta npousBojcTRa 01.07.2021
I'onen no 01.07.2024
Hanmenoranwe wu  agpec npoussoautens (¢ | IpousBoanrens-Bepiun-

YKa3aHHeM cTaaui Npou3soacTBa)

Xemu AI,I'epmanus(Tempelhofer
83, 12347, Berlin, Germany)
Beinyckaommii  koHTpoJs KaueeTBa-
bepmun-Xemu AT, Tepmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

Weg

Howmep u nata peructpaumonnoro YAOCTOBEpEHHUs

JIC-002211 o1 28.10.2011 -
Hata 3amensr 12.01.2021

Homep 1 para HopMatusHO# qOKyMeHTaIIN

JIC-002211-120121

HaHMCHOBaHHe H ajapec AcpxKaTens
PETrHCTPpAUHOHHOIO YAoOCTOBEpeHUs

Bepnun-Xemu AT, I'epmanns
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimii jokyment NOATBEPsKIACT:

-AaHHBIH JIeKapCTBEHHBIH Mpernapar COOTBETCTBYET
CPEeCTB...»;

~CCpH3l JICKApCTBEHHOTO Mpenapata COOTBETCTBYET
rOCy1apCTBEHHOH perucTpaluu

61-®3 «06 obpammennu néKapCTBeHme

TPeOOBaHHAM, YCTAHOBNEHHBIM TPH ero

15.10.2021
(nata )

000 “Bepnun-Xemu/A. Menapuun”
KOpuauveckui appec: Poccus, 123317, r. Mockaa, MNpecHeHckan Habepexnas, a. 10

Mouroeeit agpec: Poccus,
Tenedon: +7 (495) 785-01

123317, r. Mocksa, MNpecHerckas HabepexHas, a. 10
-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



