OO0 beprinH-Xemmn/A. MeHapmHmn

MIOATBEPKJIEHUE COOTBETCTBHA

Ne [1C-22630A

Toprosoe HaMMEHOBaHHE MHUTI'® 400

MexayHapoIHOE HENAaTeHTOBaHHOE HAUMCHOBAHHC Ho6ynpoden

(rpyNIHpOBOYHOE HIIH XHMHYECKOE)

JlexapcTBeHHas Gopma TabJIETKH, TIOKPLITHIE TNICHOYHOM
00071049K0H

Jo3upoBka 400 mMr

@®opma BEINTYCKa 10 wIT.,yrakoBKY sSUEHKOBBIE KOHTYPHBIC

(2 wT.), MaYKHA KapTOHHBIE

Homep cepun (mapTun): 22630A

O61beM cepru(IIapTHH) 23 800

JlaTa IPOH3BOJCTBA 04.2022

TogeH no 04.2025

HaumeHoBanue u ajgpec npousBomutens (c | IpoussoauTens-bepiun-

YKa3aHHEM CTaJIHi IPOU3BOJICTBA) Xemu Al ['epmanus(Tempelhofer Weg

83, 12347, Berlin, Germany)
BbinycKawOIMi KOHTPOJIbL Ka4yecrsa-
Bepmuu-Xemu AL, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u fata perucTpallHOHHOTO YAOCTOBEPEHHUA JIC-002211 ot 28.10.2011
Hara 3amens! 02.11.2021

Homep 1 aTa HOpPMATHBHOMN JOKYMEHTAIHH JIC-002211-021121

HaumeHoBaHHe " azpec nepxarens | bepnun-Xemu Al',I'epmanus

PErHCTpallHOHHOI'O Y10CTOBEPEHHS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimumii JOKYMeHT MOATBEPKIAAET:

-JaHHBIl J1eKapCTBEHHBIA Tpenapar cooTBeTcTByeT 61-®03 «OG obpaiieHHH JeKapCTBEHHBIX
CPENCTB...»;

-cepHsA JIEKAaPCTBEHHOIO IIpenapaTa COOTBETCTBYET TPEOOBAHMAM, YCTAaHOBICHHBIM NPH €ro
roCy/1apCTBEHHOM perucTpainiy

2 '\YBETCFBE -
TpencTpf o P
000 THH-XeM CHapHHU» MOKOHOB B.A.  28.06.2022
&f ey, , i - MOZIHCE naTa
5[ erfH'XEM_Jt,A. "'7‘933 e ( ) ( )
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Jlosepmipc s 011 QOO TBRps 3 A.Menapuuu»
Ne 6/u\WE07.09.2020, MEL3rn S
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O . \035?
N II;OCK A ?-'Q%
000 “BepnuH- eHapuHu"

KOpuauyecknia agpec: Poccus, 123317, r. Mockea, MNpecHeHckasn HaGepexHas, A. 10
MoyToBswiA agpec: Poccun, 123317, r. Mockea, NpecHexckan HaGepexHas, 4. 10
TenedoH: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat
Mpoaykr:
Koa npoaykTa:
Ne cepuu: 22630A
[Nara warotoenexus: 04/2022
[ara sbinycka cepun: 08/06/2022
HopmaTveHaa AOKYMeHTaUus:
NekapcreenHan dopma:
[eicTeyoulee BeLLECTBO:

MpoussoauTENs LEACTBYILEro BELecTsa:

O6bem cepun (KONUWHECTBO YNakoBOK):

Moka3sarens
Onucaxue

NoanuHROCTE (BIXX)

CpepaHsas macca

PacnaaaemocTb

PoacTBeHHbIe NpUMEcH
- nioban eguHUYHaR
HeunaeHTUdUuUuUpoBaHHan npuMecs
- CyMMa HEMAEHTUHULUPOBAHHBIX
npumMecen

OAHOPOAHOCTL 03UPOBAHUA

Mukpobuonoruueckas uucrora*
O6ujee konu4ecTso aapobHbIx
MUKPOOPraHn3mos
Obwiee KONWYECTBO APONOKEBbIX U
nnecHeebix rpuboe
Escherichia coli

KonuyecteeHHoe onpeaenexue (BAXX)

YnakoBka

MENARINI

Certificate of Analysis

MUr® 400
F143601

Nnc-002211-021121

BERLIN-CHEMIE

Ceprugukar aHanu3sa

lopex po: 04/2025

TaBneTk1, NOKpPbITbIE NNEHoYHOH oBonoykoi, 400 Mr

WnGynpoceH

SHANDONG XINHUA PHARMACEUTICAL CO., LTD., China

23800
Cneumdukauma

OBanbHbie TabneTku, NoKpbITbIE NNEHOYHON

oBonoukoi, Benoro unu nouty Genoro UseTa,
MelLLMe ABYCTOPOHHIOKW PUCKY ANA AENeHUs

W TUCHEHWA Ha oaHOR U3 cTopoH «E» v «E»
no oGenm CTopoHaM OT PUCKK

Bpems yaepuBaHWA OCHOBHOIG Nuka Ha

Peaynbrar
OpanbHbie Tabnetku, NoKpbITbie
nneHo4Hon oBonoykon, nout Genoro
LBETa, MMEIOLLIME [BYCTOPOHHIOK PUCKY
ANA AENEHUA U TUCHEHWA Ha O[HOM 13
cTopoH «E» v «E» no obenm cTopoHam ot
puycKku

MonoXuTensHo

XPOMaTorpaMme UCNbITYeMoro pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHW YAEPKMBAHUA OCHOBHOIO
nuka Ha XpoMaTorpamMme CTaHgapTHOro pacreopa

ubynpocbeHa
0666r+5%
He Gonee 15 MuH

He Gonee 0.2 %

He Gonee 0.3 %

3HayeHVe NOKa3aTens npuemnemocTu (AV) ana nepsebix 10

0.662r
2. MUH

< 01 %

< 01%

1.3

eAUHAL A03MpoBaKKA AonxHe Bbite S L1, Ecnu 3HayeHue
nokalarens npuemnemocty (AV) Gonblie L1, TecTupylor
cneayowme 20 8AUHAY AOIMPOBAHWA W BLIYHCNAIOT IHAUEHUE
nokasaTens npuemnemocty (AV). 3Hauerune nokaarens
npwemnemocTk (AV) Ans 30 eAMHAL A03WPOBAHUA ACIKHO 6biTe
< L1 ¥ HUA B OAHOW AKHULE A03WPOBaHWA COfBPXaHWe
AENCTBYIOLLEro BELLECcTBa He AONKHO BbiTe MeHee yem (1-L2 x

0,01) M unu Gonee uem (1 +L2x0,01) M

He 6onee 10°KOE B 1T

He 6onee 10°KOEB 1T

Otcyrctemes 11

OT 380 mr 0 420 Mr uGynpocbeHa B Tabnetke (95 % -

105 % OT 3aABNEHHOrO COAGPXKaHUA).

Mo 10 TabneTok B KOHTYPHOI AYEAKOBOA YNakoBKe

(6nucTep) ua NBX/onbru anioMUHNEBON.

He onpeaensAnock

He onpeaensanock

He onpeaensanoco
401. mr

CooteertcrayeT

Mo 2 6nucTepa ¢ MHCTPYKUUER NO NPUMEHEHWIO B

KapTOHHOW nadke.

* MNposoarTeA Ha kaxaon 10-1 cepum, He MeHee OAHOro pasa B roa

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vo
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale),

rsitzender), Edward Szybowski, Dr. Christian Matschke,
Fax +49 30 6707-2008 (Qualititskontrolle).



Analysenzertifikat Certificate of Analysis
MpoaykT: MUr® 400
Kopa npoaykTa: F143601

Ne cepumn: 22630A

MapkupoBka

1) NepBMyYHaA yNaKkoBKa NnekapcTBEHHOro npenapara
Ha 6nvcTepe Ha PyCCKOM A3biKe YKA3bIBAKT:

TOprosoe HaumeHoBaHue npenapata®

MEXAYHAPOAHOE HeNaTeHTOBaHHOe HauMeHoBaHue
J03UPOBKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuye)
Ne cepuun: 22630A

loaeH po:  04/2025

HEBWANMBINA 3HAK 3aLWTHI

2) BropuuHasa ynakoBka.

Ha kapTOoHHOW na4yke Ha PYCCKOM A3bIKE YKa3blBaKT:

HaumeHoBaHue (PUPMbI-NPOUIBOAUTENA, CTPaHY

HaumeHoBaHuWe UPMbl, OCYLUECTBNAKLLEN BbiNyCKaWWi KOHTPONb
KauecTea, CTpaHy

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

TOproeoe HauMmeHosaHwe npenaparta®

MEeXAyHapoAHOE HenaTeHTOBaHHOe HauMeHoBaHue

L O3UPOBKY

neKapcTBEHHYI0 hopMy, KONUYecTso TabneTok B ynakoeke

coaepxaHve AeNCTBYIOLIEro BelLecTBa B O4HON TabneTtke

YCNOBURA XpaHeHUA

«Cobnioaare MHCTPYKLUMIO NO NPUMEHEHWIO Npenapara, kKoTopas
HEXOAMTCA BHYTPW YNakoBKWU»

«JlekapcTBEHHOR CPEACTBO XPaHWTL B HELOCTYNHOM ANA AeTeil mecte!»
PErncTpaLMoHHsli HoMep

ycnoBeus oTnycka

Ne cepun: 22630A

[ara warotoeneHua: 04/2022

lopgeH pgo: 04/2025

LUTPUX-KOA

«[inA npuema BHYTPb»

«CpenaHo B MepmaHum»

«Ot Gonu 1 xapa»

HEBWAMUMEBIA 3HAK 3aLUNTbI

NPOM3BOACTBEHHbLIA KOA

3TUKETKa KOHTPONA NEpPBOro BCKPbITUA

CpeACcTBa MAEHTUUKALMM CUCTEMEI MOHWTOPWHIE ABMXEHUA
nekapcTBEHHbIX NpenapaTos

XpaHeHue
Cpok rogHoCcTH

Ceprudumxar:

BuilueyKasaHHas cepus 0TBeYaeT TpeboBaHUAM HOPMATUBHON AOKYMEHTAUMHK.

r. Tibor Miké

YnonHoMo4eHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca La
Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel. +49 30 6707-0

BERLIN-CHEMIE
MENARINI

;, 1 L)
n/géri, ﬁq’weﬂ\s
{Zentrale), FaX343 79 575’3;28‘13

Cepruguxar ananusa

PeaynkTatbi

MWI® 400

N6ynpodeH

400 mr
BERLIN-CHEMIE/MENARINI

UMeeTCca

Bepnun-Xemu AT, Fepmanus
Bepnun-Xemu AT, Mlepmanna

BERLIN-CHEMIE/MENARINI
MUIM® 400

WbynpodeH

400 mr

20 TabneTok, NOKPbITLIX NNEHOYHOM
oBonou4Kon

B 1 TabneTke, NOKPLITON NNEHONHON
oBonaukon, copepxutcs 400 mr
nbynpodheHa.

XpaHuTs Npu TEMnepatype He seiwe 25°C.
yKasaHo

yKa3aHo
nc-o02211
bea peuenta

umeeTca
yxa3aHo
yKa3aHo
yKazaHo
nmeeTcs
umeeTcA
He UMeeTcA
MMeeTcA

Mpu Temnepatype He Bbiwe 25°C
3ropa

AN
z)(ﬁ‘é ski, Dr. Christian Matschke,
BiAdlitatskontrolle).



