Q452

Analysenzertifikat

MpoaykT:

Kog npogykra:

Ne cepumn: 12049A

NaTta uaroTOB/EHUAL 03/2021
[laTa Bbinycka cepuu. 25/05/2021
HopmaTtusHans AOKYMEHTaLUA
flexapcTeenHan gopma:
[eicTeylouiee BewecTso:

Mpon3BoANTEND AEACTBYIOLLErD BeljecTsa:
O6bemM cepun (Konu4ecTeo yNaKkoBoK):

MNoxazarens
Onucadue

MoanvHHOGTE (BIMX)

CpepaHas macca
OpHOPOAHOCTbL MO Macce

OAHOPOAHOCTE A03UPOBAHNA

PacnagaemocTb

PacTeopeHue

MoCTOPOHHUE NPUMECH
NioBanr egnHUYHAR
HeUAeHTUULUMPOBaHHAA NPUMECH
Cymma HenaeHTuhuLnpoBaHHbIX
npumMecen

MukpoGuronoryeckan YMeToTa
OBwee Yucno aspobHeix BakTepui
O6uiee uvecno rpubos
Escherichia coli

KonuuecTeeHHoe onpeaenexue
WneynpodeH

Ynakoeka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MUr® 400
F137601

NCc-002211-281011 ¢ uam. Ne1-2
TabneTky, NOKPbIThIE nnexouHol oBonoukon, 400 mr
UBynpodeH

CepTugukar aHann3a

MogeH go: 03/2024

SHANDONG XINHUA PHARMACEUTICAL CO., LTD., China

47760

Cneuundimkauma

OganbHble TabneTku, NOKPbITHIE NNEHOYHON,
oBonoukon, GBenoro unu no4T Genoro LUeeTa,
MMEIoLLME ABYCTOPOHHIOKO PUCKY ANA AENEHWUA
Vi TUCHEHWE Ha OAHOR U3 CTOPOH "E" n "E"

no ofeum CTopoHam OT PUCKN

Bpems yAepXusaHia OCHOBHOTO nuKa Ha
XpOMaTOrpaMme UCnbLITYEMoro pacTeopa ACMKHO
COOTBETCTE0BATL BpeMEeHH YAEPUBaHUA OCHOBHOTO
nuKa Ha XxpomaTorpamme CTaHAapTHOro pacTtBopa
nBynpodena.

Ot 0.633 a0 0.699T

18/20 TabneTok He Bonee £ 5 %;

2/20 TaBneTok He Bonee + 10 %

MapameTp NPUEMNEMOCTU ANA 10 eavHML
aoavposaHus £ 15.0. MapameTp NpMeMNeMocTy ANA 30
eLMHUL A03NPOBAHNA = 15.0 ¥ HW ofHa 13 eanHul He
<cuem 0.75Munm > 125 M

He Gonee 15 MuH

He menee 75 % (Q) vepes 15 mud
He Bonee 0.2 %

He Gonee 0.3 %

He Gonee 10°KOE 8 11
He Gonee 10°KOEB 1T
Otcytceve s 171

B oaHo# TaBneTke AOMKHO COABPHATECA OT 380 mr a0
420 mr (95 % - 105 % oT 3aABNEHHOTO coAepKaHua).

Mo 10 TaBneTok B KGHTYPHOW AYENKOBOW yNakoBke
(6nmcrep) ua NBX/donbry1 AnNoMUHKEB0R.

Mo 1 BAVCTEPY C MHCTPYKUWER NC NPUMEHEHWIO B
KapTOHHOW naudke.

Peaynsrar
OpanbHbie TabneTky, NOKPhbIThLIE
nneHouHoR 06oNoUKoH, noyTy Genoro
LBETA, MMEIOLLIME ABYCTOPOHHIOK PUCKY
ANA OENEHUA U TACHEHWE Ha OAHOW W3
cropoH "E" 1 "E" no obeum cTopoHaM
OT pUCKK

MONCKUTENBHO

0659 r
CooTBETCTBYET

1.8

1. MUH
101. %

< 01 %

< 01 %

<1000.
< 100.

CooTBETCTBYET
401, mr

CooTeeTcrByeT

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand; Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
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Ja52

BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis
MpoaykT: MWUI® 400
Kopa npopykTa: F137601

Ne cepun: 12049A

MapkupoBKa

1) MepBuuHan yNakoBKa nekapcTBEHHOTO npenapara.
Ha 6nvcTepe Ha PYCCKOM A3bIKE YKa3blBaAKT:

TOprosoe HaumeHoBarne npenapara®

MeXayHapoaHoe HenaTerToBaHHOE HaumeHoBaHue
LO3WPOBKY

noroTun «BERL!N—CHEMIEIMENARINI» (na natuHlue)
Ne cepui: 12049A

FopeH no. 03/2024

HEBWAUMBIF 3HAK 3ALLUTS

2) Bropw4Han ynakoBka.

Ha KapTOHHOW Na4Ke Ha pYCCKOM ASLIKE YKa3blBaoT:
HaumeHoBaHue qmprlvnponasop.m'ann, cTpaHy

noroTun «BERLlN-CHEMiEIMENAR!NI» (Ha naTtuhuue)
TOProBOE HAUMEHOBAHWE npenapata®

MexayHapoAHoe HenaTeHTOBaHHOE HaUMEHOBAHWE
A03VPOBKY

NEKapCTBEHHYIO (hopMY, KoAMYecTBO TABNETOK B YNaKoske

cofepxaHne AeRCTBYIOLEND BellecTsa B OAHOM TabneTke

YCNOBWA XpaHeHWA

«CoBoaaTe MHCTPYKLWK NO npyMeHeHuio npenapara, KoTOpas HaxOAWTCA BHYTPY ynaKkosKw»
«JlekapCTBEHHOE CPEACTBO XpaHuTb B HEAOCTYNHOM ANNA peteit mectel»
pefnmpaunoa-mblﬁ HOMED

yCroBuA OTNycka

Ne cepun: 12049A

[ata n3roToBNEHUA: 03/2021

FoaeH Ao 03/2024

WITPUX-KOA

«[lns NpUema BHyTpb»

«Caenaro B lepmaridn»

«OT Bonw W xapa»

HeBWAVUMBIA 3HEK 3aLIThI

npowaao,ucme:—mzanﬁ KOA

ATUKETKA KOHTPONA Nepsoro BCKPBITAR

cpeacTea MaeHTUUKaL M CUCTEMBI MOHWTOPWHIa ABWHEHWA NeKapCTBEHHLIX NPenapaTos

Xpanerue
CpoOK rogHOCTH

CepruukaT:
BoileyKa3aHHas Cepua oteeuaeT TpeboBaHuAM HOPMaTVBHOW AOKYMEHTAUMK.

Diorbermistang

YNonHOMOYEHHOE fAL0

Vorsitzender des Aufsichtsrates: Dr. Alberto Giavanni Aleatti « Vorstand: Dr, Luca Lastrucci {Vorsitzender), Edward Szybowski, Dr. Christian Ma
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CepTuguxar aHanusa

PeaynbTaTbl

MUr® 400

WUBynpodeH

400 mr
BERLIN-CHEMIE!MENARINI

uMeeTcs

BepnuH-Xemu Al lepmanuna
BERLIN-CHEM%EIMENARINI
MWUT® 400

WBynpodeH

400 mr

10 TabneTok NOKPBITHIX NNEHOYHON
060no4KoH

8 1 tabnevke, NOKpLITOR MNEeHOUHORA
06ON0YKOH, COABPKUTCA 400 mr
wbynpogena.

XparuTh NpM TEMNEPATYPE HE goiue 25°C.
yKa3aHo

yKasaHo

nc-002211

Bea peuenta

umeeTcs
yKasaHo
yKa3aHo
yKa3saHo
umeeTcH
UMEETCR
He UMeeTCh
vumMeeTcn

Mpwu TemnepaType He soilue 25°C
3 roaa




M 000 bepnnH-Xemn/A. MeHapnHu

INOATBEP)KAEHUE COOTBETCTBHUA

Ne [IC-12049A

Toproeoe HauMeHOBaHKE

MUI'® 400

Me:xaynapoHoe HENMaTeHTOBAHHOE HAMMEHOBaHHE
(rpynnupoBoYHOE UIH XMMHYECKOE)

HUbynpoden

JlexapcTeeHHas Gpopma

TabeTKH, TOKPHITHIE MIEHOYHOM
obonoykoii

Jo3HpoBKa

400 mr

®dopmMa BEINTyCKa

10 1T, - yNnakoBKH sSiUEHKOBBIE
KOHTypHBIE (] 1IT.) - MaYKH KapTOHHBIE

(10 mT.)
Howmep cepuu (naptum): 12049A
O6beM cepuu(napTHH) 47 760
Jlata npou3BOICTBA 01.03.2021
Tonen 1o 01.03.2024

HaumeHoBaHHe H aapec NpPOHU3BOAUTEIA
YKa3zaHHEM cTagui l'lpOPI3BO,ElCTBa)

(c

IIpousBoauTeb-bepiun-

Xemu AT',I'epmanusi(Tempelhofer
83, 12347, Berlin, Germany)
Boinyekaromuii KOHTpPOJL KavecTBa-
Bepnun-Xemu AT, T'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Weg

Homep u faTa perucTpalMoHHOrO y0CTOBEPEHHS

JIC-002211 o7 28.10.2011
Hara samennl 24.08.2016

HomMmep 1 1ata HOpMaTHBHOM JOKYMEHTALIMH

JIC-002211-281011, u3m.Nel,2

HaumeHoBaHHE u azipec AeprKaTens
PErMCTPALIHOHHOTO YIOCTOBEPEHHS

bepnun-Xemu Al ,I'epmanus
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosiiuii Jo0KyMeHT NOATBEPAAAET:

-IaHHBIA JIEKApCTBEHHBIH Tpernapar COOTBETCTBYET
CPEICTB. .. »;

-cepus IIeKapCTBEHHOTO MperapaTta COOTBETCTBYET
rOCYAapCTBEHHOM perucTpaluu

(moamuce)
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000 “Bepnun-Xemu/A. MeHapnuu”

61-®d3 «O6 obpalieHUH JEeKapCTBEHHBIX

Tpe60BaHI/[HM, YCTAaHOBJICHHBIM TIpU €ro

18.06.2021

(nmara )

HOpuauqeckuii agpec: Poccust, 123317, . Mockea, MNpecHeHckan HabepexHas, a. 10
MoyTosbit agpec: Pocecua, 123317, . Mocksa, MNpecHerckas HabepexHan, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



