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Ceprugmkar ananun3sa

lopeH o 06/2024

Nnec-002211-120121
TabneTku, NOKPLITEIE NNeHouHo! 0Bonodkod, 400 Mr

[Oencreyllee BEWECTBO: W6ynpodeH
MpouwasopuTens AeicTaylowero sewecrsa:  SHANDONG XINHUA PHARMACEUTICAL CO., LTD., China
O6bem cepun (KONWYECTBO YNaKoBOK): 35280
MNokazarens Cneuundmkauma Pesynbrar
Onucanue OBankHbie TaBNeTkK, NOKPLITHIE NNEHONHOM OparnkHble TaBNETKM, NOKPLITHIE
oGonoukoi, Genoro unu noutu Genoro useTa, NNeHoHHoR 0B0NOMKOA, NoHTH Genare
AMEIOLLIME ABYCTOPOHHIO PUCKY ANS ABNEeHNR LBETA, MMEKILLME ABYCTOPOHHIOK PUCKY
1 TUCHEHWA Ha OLHOM U3 CTOPOH «E» u «E» ‘2:: iﬁ”fg:‘ité‘:c:stél:: 2?:00";;‘:‘1 o
no o6euM CTOPOHAM OT PUCKH pmiu P
MoanuHHocTe (BIHX) Bpems yAepXvBaHua OCHOBHOTO Nika Ha MonoxuTensHo
XPOMATOrPaMmMe UCNbITYEMOro pacTeopa A0MKHO
COOTBETCTBORATE BPEMEHW YAEPKUBAHKA OCHOBHOTO
nuKa Ha XpoMaTorpamme CTaHAapTHOro pacreopa
ubynpocheHa
CpeaHsa Macca 0.666r:5% 0,664 r
PacnajaemocTs He Gonee 15 mud 1. MUH
PacTeopeHue He meHee 75 % (Q) uepes 15 muH 101. %
PoaACTBEHHBIE NPUMECH
- niobBan eauHUIHAR He Bonee 0.2 % < 01 %
HenaeHTUMULUPOBAHHAA NPUMECH
- CYMMa HeuASHTUDULUMPOBAHHBIX He 6onee 0.3 % < 01%
npumecei
OAHOPOAHOCTE 403MPOBaHNUA 3HaveHue nokasatens npuemnemocty (AV) ana nepsbix 10 2.1
EAVHUL A,03MPOBaHUS AOMKHO BbiTe < L1, ECnm 3navenne
nokasaTens npuemnemocty (AV) Gonswe L1, recTupyior
cnegyowme 20 eaunvy AOIMPOBAHNA N BEIMUCNAIOT JHAYEHWE
nokasatens npuemnamocty (AV). 3naueHue nokalatens
npuemnemocti (AV) ana 30 eAnHUY ACINPOBAHNRA AOMKHO BbiTe
< L1 HA B O4HOW E4WHULIE AO3NPOBAKUA COABPKAKNE
NEACTBYIOWETO BEIIECTBA HE A0NKHO BbiTo MEHEE YeM (1-L2x
0,01) M unu Gonee yem (1 +1L2x0,01) M
MukpoBuonorsyeckan YncToTa
e oo He Gonee 10°KOE & 11 <1000, KOEN
i i He Gonee 10°KOE @ 1 <100, KOE/r
Escherichia coli Otecytcreue B 11 CoorseTcrayer
KonuuecTaenHoe onpegenetue (BOMX) OT 380 mr 4o 420 mr ubynpodera s Tabnetke (95 % - 405. mr
105 % OT 3aABNEHHOTD COAEPWAHNR).
YnakoBka Mo 10 TabneTok B KOHTYPHON AYEAKOBON yNaKoBKe CooTeercrayer
(6nucrep) ua NBX/donbrit anioMUHUEBOH.
Mo 1 BrucTepy C MHCTPYKUMENA N0 NPUMEHEHUIO B
KapTOHHOW nauyke.
Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Algotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christi
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BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprupukar ananuza
MpogyxT: MWr® 400
Koa npoaywra: F138868
Ne cepuu: 12578A
MapkupoBska PeayneTarbi
1) MepBu4Han ynakoBKa NeKapCTBEHHOro npenapara
Ha 6nucTepe Ha PYCCKOM S3biKe YKA3LIBAKIT:
TOProBoe HauMeHoeaHue npenapara® MUT® 400
MEXyHapojHOE HENAaTEHTOBAHHOE HAaUMEHOBAHUe NGynpadeH
AQ3UpOBKY 400 wmr

norotun « BERLIN-CHEMIE/MENARINI» (Ha naTtuxuue)
Ne cepuun: 12578A

lopen go: 06/2024

HEBUAWMBIA 3HAK 3aWNTbI

2) BropnyHas ynakoBKa.

Ha kapTOHHOI Na4ke Ha PYCCKOM A3biKE YKa3blBaloT:

HaWMeHoBaHWe PUPMbI-NPOU3BOAUTENRA, CTPaHY

HauMeHOBaHWE DUPMbI, OCYLLECTENAIOLLEH BEINYCKAIOWMA KOHTPOIb
KayecTea, CTpaHy

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

TOpProeoe HaumeHoesaHue npenapaTa®

MEXAYHAPOAHOE HeNAaTEHTOBAHHOE HaUMEHoBaHue

A 03UPOBKY

nekapcTeeHHyio hopmy, konuyecTso TabneTok 8 ynakoske

coAepXaHne ASHCTBYLWEro BELWECTBa B OAHOK TabneTke

YCNOBUA XPAHEHURA
«CobnlofaTh MHCTPYKLIMIO NO NPUMEHEHWIO Npenapara, KoTopas
HaxoaWUTCA BHYTRU YNakoBKku»

«NlexkapcTBEHHOE CPEACTBO XPaHUTE B HEAOCTYNHOM ANA AeTel mecTe!»
perucTpauuoHHblil HoMep

YCNOBUA OTNYCKa

Ne cepun: 12578A

Hara uarotoenenus: 06/2021

loaen go: 06/2024

WTPUX-KOA

«[InA npuema BHyTpb»

«Caenano a Nepmaduny

«Ot 6onu 1 xapa»

HEBWAWMBIV 3HAK 3alMuTbi

NPOU3BOACTBEHHBLIA KO4

3TUKETKA KOHTPONA NEPBOro BCKPLITUR

cpescTBa ABHTUDUKALMMU CUCTEMBI MOHUTOPUHIA ABWKEHWUA
NeKapeTBeHHbIX npenapaTos

XpaHeHue
Cpok rogHocTm

CepTudukar:

Builweyka3aHHan CEpUA oTee4aeT TpeboBaHUAM HOPMATHBHOR A0KYMEHTALMN.

r. Tibor Miké6

YnonHoMoueHHoe nuuo

BERLIN-CHEMIE/MENARINI

WUMEETCH

Bepnun-Xemu AlT, Flepmanua
Bepnuu-Xemu AT, Mepmanus

BERLIN-CHEMIE/MENARINI
MUT® 400

MBynpoden

400 mr

10 TafineTok, NOKPLITEIX NNEHOYHORK
oBonoukoi

B 1 rabneTke, NOKPLITON NNEHOUHOR
oBonouron, copepwurtca 400 mr
wBynpothexa.

XpaHuTe Npu TeMNepaType He Beiwe 25°C.
yKasaHo

yKa3aHo
nec-002211
Beas peuenTa

umeeTcs
ykasaHo
yKa3aHo
yKa3aHo
NMEEeTCA
MMeeTcA
HE WMeeTCs
umeeTca

Mpu TemnepaType He Bbilwe 25°C

Vorsitzender des Aufsichtsrates: Dr. Afberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei {Vorsitzer
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M 000 bepnnH-Xemnu/A. MeHapuHu

MNOATBEPKJEHHUE COOTBETCTBUS

Ne T1C-12578A

Toprosoe HauMeHoBaHHE

MHI'® 400

Me:x1yHapoiHOe HenaTeHTOBaHHOE HAUMEHOBAHHE
(rpynnupoBOYHOE HITH XHMHUYECKOE)

Hoynpoden

JlexapcTeennas popma

TabIeTKH, TIOKPHITBIE MJIEHOYHOH
0b0s104KO#H

Jo3upoBka

400 mr

@opma BEIITyCKa

10 wT. - ynakoBKH sueHKOBbIE
KOHTYpHBIE (] IUT.) - MauKK KapTOHHBIE

(10 mT.)
HoMep cepuu (naptumn): 12578A
OObem cepuu(napTum) 35280
Jlata npou3BoacTBa 01.06.2021
['onen 1o 01.06.2024

HaHMeHOBﬂHHC U a)lpec ﬂpOl/ISBOJ],l/ITeJIﬂ
yYKa3aHHeM CTaJuil NpOU3BOICTBA)

(c

IIpoussoautenb-bepaun-

Xemu AI',I'epmanus(Tempelhofer
83, 12347, Berlin, Germany)
Beinyckarwomuii KOHTpoJIb KadecTBa-
bepnun-Xemu AI, epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Weg

Homep u j1aTa perucTpaliMoHHOTO YI0CTOBEPEHHS

JIC-002211 ot 28.10.2011
Hata zamensr 12.01.2021

Homep u nata HOpMAaTHBHOM AOKYMEHTaLMH

JIC-002211-120121

HaumeHoBanue 7 ajpec Jepkarerns
PErucTPaMOHHOTO YI0CTOBEPEHHUS

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

Hacrosimumii J0kyMeHT noarBepxaaeT:

-JlaHHBIH JICKApCTBEHHBIH IIpernapaTr COOTBETCTBYET
CPELICTRB...»;

-CEpUA JIEKapCTBEHHOTO IIpernapara COOTBETCTBYET
rocy1apCTBEHHON perucTpalum

(3 pI/lHH&/,»{f’”’ e
(noanuce)

Ne 6/n ot 07.09.2020

000 “Bepnun-Xemu/A. MeHaprnHn”
HOpuguueckuin anpec: Poccus, 123317, . Mockea, N
Moutoswit anpec: Poccus, 123317, 1. Mockea,
Tenedpon: +7 (495) 785-01-00, chakc: +7 (495)

- ;«::M

61-®3 «O6 obpalieHHH JeKapCTBEHHBIX

TpeOOBaHMAM, YCTAHOBJICHHBIM TPH €ro

Coxonos B./JI. 06.10.2021

(nara )

pecHenckan HabepexHasn, o. 10
lNpecHerickan HabepexHasn, o. 10
785-01-01, e-mail: info@b-c.ru




