BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprudpukar aHanusa
MpoaykT: MWUI® 400
Koa npoaykra: F138868
Ne cepuu: 12572B
Oara warotoenenus: 0672021 lopenx po: 06/2024
[Lara eoinycka cepuu: 07/09/2021
HopMaTueHan AOKYMEHTaLusA: NC-002211-120121
Nekapcreernan dopma: TabneTiu, NOKpLITEIE NneHouHon obonoykon, 400 mr
[leicTayiOLlee BELECTBO! WBynpoder

NpoussoguTens gedcTeyiowero sewecrsa:  SHANDONG XINHUA PHARMACEUTICAL CO,, LTD., China
OBbem cepui (KONMYECTBO YNaKoBOK): 17280

MNokazatens Cneundmkaumns PesyneTar

Onucanue OBanbHble TabneTkn, NOKPLITLIE NNEHOYHOW QeansHole TabneTkn, NoxpbiTole
oBonoukoit, Genoro unu nodTk Genoro UBeTa, nneroqHoi oBonoukoi, nowTy Benoro
VMelLMe ABYCTOPOHHIOK PUCKY ANA AeNeHUA LBETa, UMEIOUIME ABYCTOPOHHION PUCKY

ANA AENEHUA W TACHEHWA Ha OAHOW U3

W TUCHEHWA Ha O4HOIA U3 CTOPOH «E» u «E»
cropoH «E» 1 «E» no oBeum cTopoHam o1

no ofenum CTOpOHEM OT PUCKK

PHUCKK
NoanuHHoCTL (BIMX) Bpema yAepXBAHUR OCHOBHOMO NWKa Ha MonomkuTensHo
XpOMATOrpamMmMe MCNbITYeMoro pacTeopa A0MKHO
COOTBETCTBOBATL BPEMEHU Y EPXUBAHUA OCHOBHOIO
nWUKa Ha XxpoMaTorpaMme CTaHABpTHOro pacTeopa
nbynpoeHa
Cpeaxns macca 0.666r:5% 0.661 r
PacnagaemocTe He Gonee 15 muH 1. muH
Pacteopenve He meHee 75 % (Q) qepes 15 muH 100. %
PoacTeexHbie npumech
- nioban eauHUuHER He Gonee 0.2 % < 01 %
HeuaeHTUhUUUPOBaHHAR NPUMEch
- CyMMa HenAeHTUULNPOBAHHBIX He Gonee 0.3 % < 01%
npumeca
OAaHOPOAHOCTL ACINPOBAHMUA 3HayeHWe NoKalaTens npremnemocTy (AV) Ans nepeeix 10 2.0
€AMHALY A0IUPOBAHNA AomkHO Bbith € L1, ECnu aHaueHue
nokasarens npuemnemocTi (AV) Gonewe L1, Tectupytor
cneayowme 20 eauHWU AO3KPOBAHKA ¥ BLIYUCNRICT IHAYBHNE
noKalaTens npuemnemocTtu (AV). 3HaueHue noxasatens
npuemMnemocTy (AV) 4ns 30 eAuHUL AO3MPOBAHWRA AOMKHO GoiTe
< L1 ¥ HW B OAAHOM AUHULIE ACIMPOBAHURA COAEPXaHue
AEACTBYIOLIETO BELLBCTEA He AOMKHO BbiTh MeHee yem (1-L2x
0,01) M uni Gonee uem (1 +L2x0,01) M
MukpoBuonoruueckan “ucToTa
Ofuwee konuuecTeo aspobHbix 4
MMKDOGDIEHHAMOR He 6onee 10°KOEB 11 <1000. KOE/r
g’:::::::’; ‘:'_;f‘g‘;? ApoNoRSBELX U He Gonee 10°KOE 8 1 1 <100. KOE/r
Escherichia coli Orcytcreue 8 11 CoorsercreyeT
KonuvecrtsenHoe onpeaenenve (BOXX) Ot 380 mr go 420 mr ubynpodena 8 Tabnerke (95 % - 400. mr
105 % OT 3asBNEHHOr0 COAEPXaHWUA).
YnakoBKa Mo 10 TabneTok B KOHTYPHON AYEAKOBOW YNaKoBKe CooreercTayeT
(Brvcrep) ua MBX/cdonbru anioMUHUEE0N.
Mo 1 6nucTepy C MHCTPYKUMEN NO NPUMEHEHWIO B
KAPTOHHON Nayke.
Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke
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Analysenzertifikat Certificate of Analysis
MpoaykT: MUIr'® 400
Koa npoaykTa: F138868

Ne cepuu: 12572B

Mapkuposka

1) NepenyHan ynakoBKa NekapcTBeHHOro npenapara
Ha 6nucrepe Ha pycckom Rasike yKasblBaloT:

TOProBOe HauMmeHoeaHue npenapata®

MEXYHapoAHOE HeNaTeHTOBAHHOE HaUMEHOBaHUE
AO3INPOBKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
Ne cepum: 12572B

lopen po: 06/2024

HEBU MBIl 3HAK 3aLUWThI

2) BropuyHas ynakoska.

Ha KQQTOHHOﬁ nayke Ha PYCCKOM R3blke YKa3biBaIOT:

HaumeHoBaHue UPMbI-NPON3BOANTENS, CTPaHy

HaUMEeHOBaHWe UPMbI, OCYLLECTBNAIOWEHR BbINYCKAIOWNA KOHTPONL
KauecTBa, CTpaHy

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

TOproBoe HauMeHoBaHue npenapaTa®

MEXAYHAPOAHOE HENATEHTOBAHHOE HaWMEHOBaHUE

AO3NPOBKY

nexapcTeeHHYio (POpMY, KONMHECTBO TabNeToK B yNakoske

coaepxaHue AeicCTByOWero sewecTsa B 04HOM TabneTke

YCNOBUR XPaHEHUR
«CoBnioaaTh MHCTPYKLMIC NO NPUMEHEHWIO NpenapaTa, KaTopas
HaxoANTCR BHYTPU YNaKoBKU»

«JlexapcTBeHHOE CPe/ACTBO XpaHUTh B HEAOCTYNHOM ANA AeTen mecte!»
PErACTPaLMOHHBIA HOMEpP

YCNOBUA OTNYyCKa

Ne cepumn: 12572B

Lata wsrotoBnenun; 06/2021

logen go. 06/2024

LLTPUX-KOZ

«[lns npuema BHyTPe»

«CaenaHo B TepmaHum»

«O1 Bonu v xapa»

HEBUAMMbIA 3HAK 3aLWTbI

NPOM3BOACTBEHHBLIA KOA

3TUKETKA KOHTPONS NEpPBOro BCKPbITUR

cpeacTsa UAeHTUUKALNU CUCTEMBI MORUTOPUHIA ABKEHUA
neKapcTBeHHbLIX NPenapaTos

XpaHeHue
CpoK rogHoCTH

Ceprudukar:
BolweykasaHHas cepus oTeeyaeT TpeGoBAHUAM HOPMaTUBHOM AOKyMeHTaLuu.

r. Tibor Miké

YNonHoMmo4eHHoe nuyo

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

BERLIN-CHEMIE
MENARINI

Ceprugpukar aHanusza

Pesynbrathbl

MWI® 400

Wbynpoder

400 mr
BERLIN-CHEMIE/MENARINI

nMeercsa

Bepnun-Xemu AlM, Mlepmanun
Bepnun-Xemu AT, Tepmanua

BERLIN-CHEMIE/MENARINI
MWUI® 400

Wbynpoder

400 mr

10 TabneToK, NOKPBITLIX NNEHOHHOM
ofaoncukoi

B 1 TabneTke, NOKPbLITOR NNEHOYHOR
ofonoukoi, copepxwmrca 400 mr
ubynpocdena.

XpaHWTe NPy TeMneparype re soilie 25°C

ykasaHo

yKasaHo
nc-002211
Bes peuenTa

umeeTcs
yKasaHo
yKasaHo
yKasaHo
umeeTcs
nmeeTcs
HE UMEETCA
umeeTcs

Mpu TemnepaType He seiwe 25°C
3roaa

rke,



V| 000 Bepnun-Xemun/A. Menapumn

NOATBEPKJAEHHUE COOTBETCTBHUS

Ne JIC-12572B

TOpFOBOﬁ HaMMEHOBaHHE

MHUI'® 400

MexyHapoaHoe HenaTeHTOBaHHOE HAUMEHOBAHHE
(rpynn1poBOYHOE MIIH XUMHUYECKOE)

Hoynpoden

JlexapcTeeHHas popma

TabJIETKH, TOKPBITHIE MIEHOYHOH
000/10UKOH

Jo3upoBka

400 mr

dopma BeINTyCKa

10 wT. - ynakoBKH sYeHKOBEIE
KOHTYpHBIe (] LUT.) - MaYKH KapTOHHBIE

(10 mt.)
Homep cepuu (naptun): 12572B
O6beM cepun(naprum) 17 280
JlaTa npousBoacTBa 01.06.2021
I'ogen go 01.06.2024

HaumeHnoBanue ¥ ajpec  MpPOM3BOAMTEINS
yKa3aHMeM CTaui NPOU3BO/CTBA)

(c

IIpouszeoauTens-bepnun-

Xemu Al I'epmanus(Tempelhofer
83, 12347, Berlin, Germany)
Boinyckawmuii KOHTpPoJL KavyecTBa-
bepnun-Xemu AI', 'epmanusa(Glienicker
Weg 125, 12489, Berlin, Germany)

Weg

Homep u naTa perucTpallMOHHOIO Y10CTOBEPEHHUS

JIC-002211 o1 28.10.2011
Hara zamenn 12.01.2021

Homep 1 1aTa HOpMaTHBHOM JOKYMEHTALIMK

JIC-002211-120121

HaumeHoBanue H azpec Jeparens
PEruCTPaLMOHHOTO YI0CTOBEPEHUS

bepmun-Xemu AT, I'epmanus
Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii fokymMeHT noarsep:kaaer:

-IaHHBIM JIEKAPCTBEHHBIH IpenapaTr COOTBETCTBYET
CPEACTB...»;

-Cepusi JICKApCTBEHHOTO Mpernapara COOTBETCTBYET
rocy1apcTBEHHOM perucTpauuu

,b)

61-®3 «O6 obpalieHHH JeKapCTBEHHBIX

TpeOOBaHHUAM, YCTAHOBIICHHBIM IIPH €ro

Cokounos B.JI. 06.10.2021

(mara )

000 “Bepnun-Xemu/A. MeHapuHu”

HOpuguueckuin agpec: Poceus, 123317, 1. Mocksa, MpecHeHckan HaGepexnas, g. 10
MoutoBbi agpec: Poceun, 123317, r. Mocksa, MNpecHeHckas HabepexHas, a. 10
Tenedon: +7 (495) 785-01-00, cbakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




