00O bepnnH-Xemn/A. MeHapnHmn

NOATBEPKJEHUE COOTBETCTBUA

Ne IIC-14698A

Toprosoe HaMMEHOBaHHE MHUI'® 400

MexkayHapoHOE HENATEHTOBAHHOE HAUMEHOBAHHE Hobynpoden

(rpynnUpOBOYHOE WIIH XHMHYECKOE)

JlexapcTBeHHas (popma TaOJICTKH, MOKPHITHIE UICHOUHOI
0007109KOM

Jlo3upoBKa 400 mr

®opma BhIITyCKa 10 mIT. - ynakoBKH A4€HKOBBIE

KOHTYpHbIE (1 IIT.) - MaYKu KapTOHHBIC
(10 mwr.)

Homep cepuu (maptun): 14698A

OObeM cepuH(IIapTHH) 49 440

Jlata npou3BoaCTBa 01.10.2021

T'onen mo 01.10.2024

HaumenoBanve © azapec npowusoautens (c | [lpoussoamrenn-bepaun-

yKazaHHEM CTaJHH NPOHM3BOJICTBA) Xemu Al ,['epmanusa(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beinyckaomuii KOHTpPOJAb KadecTBa-
bepnun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMep H naTa perucTpallHOHHOIO yAOCTOBEPEHHS JIC-002211 ot 28.10.2011
Jlara 3amens! 12.01.2021

HoMep U 1aTa HOpMAaTUBHOM JTOKYMEHTALHH JIC-002211-120121

HaumeHoBaHue " azpec nepxarens | bepnun-Xemu Al I'epmanus

PETHCTPALIMOHHOTO YAOCTOBEPEHUS Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosmmii AOKYMEHT NOATBEPKIAECT:

-JaHHBII JIeKapCTBEHHBIH NpenapaT cooTBeTcTBYeT 61-P3 «OO6 obpalieHHH JeKapcTBEHHBIX
CPEJICTB...»;

-cepusl JIEKapCTBEHHOI'O Ipenapara COOTBETCTBYET TpeOOBaHHMAM, yCTAHOBJIEHHBIM IIPH €ro
rocyJapcTBEHHOH pPerucTpalmu

, ==CokonoB B.JI.  21.12.2021
(ToATHCB) (nata)

JloBepeHHOCTb O QY : ShHTA. MeHapuin»
Ne 6/u o1 07.09.2020

000 “BepnuH-XeMmu/A. MeHapuHK"

KOpuaudeckun agpec: Poccua, 123317, r. Mocksa, lNpecHerckans HabepexHasn, a4. 10
MoutoBwin anpec: Poccun, 123317, r. Mockea, lNpecHeHckan HabepexHan, 4. 10
TenedpoH: +7 (495) 785-01-00, dpaxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



Analysenzertifikat

MpoAykT:

Koa npoaykra:

Ne cepumn: 14698A

[ara narotoBnenun: 10/2021
[aTa ebinycka cepuun: 26/11/2021
HopmaTtuBHan AOKYMEHTaUuA:
lNexapcTeeHHan opma:
[ewcrayollee BEWECTBO:

MpoussoanTeNns ASACTBYIOLErO BEWECTRa:

O6bem cepun (KONWYECTBO YNaKOBOK):

MNoka3zatens
Onucanve

MognuHHOCTL (BIXX)

CpeaHsa macca

PacnagaemocTb

Pacreopenne

PoacTBEeHHbIE NpUMECH
- nioban egnHNYHan
HEeWAEHTUbULMPOBaHHAR NPUMeECh
- CyMMa HenaeHTUNUMPOBaHHbIX
npumecen

OAHOPOAHOCTbL A03UPOBAHUA

Mukpobuonoruyeckan uicToTa
O6uiee konu4ecTso aapobHbix
MWUKPOOPraHU3MOoB
Obwee kKONMYECTBO APONOKEBLIX U
nnecHesbix rpubos
Escherichia coli

KonwyecreeHHoe onpegeneHue (BIMXX)

YnakoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MUI'® 400
F138868

Nnc-002211-120121
TabneTku, NOKpLITLIE NNeHovHoi o6onodkoi, 400 mr
N6ynpodex

SHANDONG XINHUA PHARMACEUTICAL CO,, LTD.,

49440

Cneundukauus

OsanbHbie TabneTku, NOKPLITLIE NNEHOYHO|
o6onoukoi, 6enoro unu noytu 6enoro ueeTa,
UMeloWKne ABYCTOPOHHIOK PUCKY ANA AENeHUA
N TUCHEHMUA Ha OAHOW U3 CTOPOH «E» n «E»
no o6enm CTOpPOHaM OT PUCKK

Bpam YAepXuUBaHWA OCHOBHOMO NUkKa Ha
XpPOMarorpaMMe UCNbITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEHW YAEPXKUBAHWA OCHOBHOIO
nuKa Ha XpoMaTorpamme CTaHAApPTHOro pacteopa
nbynpodheHna

0.666r+5%

He Gonee 15 MuH

He meHee 75 % (Q) yepes 15 MuH

He Gonee 0.2 %
He Gonee 0.3 %

3Havyenwe nokasaTena npuemnemMocTtv (AV) Ana nepseix 10
eANHUY A03MpoBaHKHA A0mkHO BbiTh < L1, ECnn aHaueHue
nokasarens npuemnemocTu (AV) Gonele L1, Tectupyor
cnegyowme 20 eAMHUL AOIMPOBAHWA W BbINUCNAIOT JHANEHKHE
noka3sarens npuemnemocTu (AV). 3Hayenne noxkalaTens
npuemnemocTy (AV) ana 30 eAMHUY A0IMPOBEHWA A0MKHO BbiTh
< L1 v HW B OAHOW €/iMHULIE AO3IUPOBAHUR COAEPXaHKe
ASACTBYIOLLErO BELLECTBa He A0MKHO BbiTo MeHee yem (1- L2 x
0,01) M unu Gonee uem (1 +L2x0,01) M

He 6onee 10°KOEB 11

He Gonee 10°KOE8 1t

Otcytcteues 1 r1
OT 380 mr a0 420 mr ubynpocera B Tabnetke (95 % -
105 % OT 3anBNEHHOro COAEpPXaHuA).

Mo 10 TabneTok B KOHTYPHON AYENKOBOW yNakoske
(6nucrep) ua NBX/donbru anioMuHNeBoN.

Mo 1 6nucTepy ¢ MHCTPYKUWEA NO NPUMEHEHUIO B
KapTOHHOR nauke.

Ceprughukar ananusa

lopex ao: 10/2024

China

Peaynerar
OeanbHbie Tabnerku, NOKpbITbie
nneHo4Hon o6ono4kon, noyut Genoro
UBeTa, UMelLLUe ABYCTOPOHHIOK PUCKY
ANA AENEHUR U TACHEHWUA Ha O HOW U3
cropoH «Ex» v «E» no o6enm cTtopoHam oT
pucku

MonoxurensHo

0663 r
1. MUH
97. %

2.0

<1000. KOE/r

<100. KOE/r

CooTsetcrayeT
400. mr

CooTeetcrayer

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitétskontrolle).



BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprucnkar aHann3aa
MpoaykT: MUIr® 400
Koa npoaykra: F138868
Ne cepuu: 14698A
MapkupoBka PesynbTathl
1) NepBWYHAA yNnakoBKa NeKapcTBEHHOro npenapara
Ha 6nucrepe H KOM A3bIKE YKa3biBaAKT:
Toproeoe HaumeHoeaHue npenapata® MUI® 400
MEX/YHapoAHOe HenaTeHTOBaHHO® HaUMeHOBaHue W6ynpodcex

400 mr

AO3NPOBKY
norotun «BERLIN-CHEMIE/MENARINI» (Ha naTtuHuue)
Ne cepuu: 14698A

lopen pgo: 10/2024

HEBUAUMBIA 3HAK 3aWMTbI

2) Bropu4Has ynakoBka.

Ha xapToHHOW Nayke Ha PYCCKOM A3bIKe YKa3blBAKIT:

HanmeHoBaHue PUPMbI-NPOM3BOAUTENA, CTPaHY

HauMeHOBaHWe (PMPMbl, OCYLLIECTBNAIOLEN BbiNYCKAKLLWA KOHTPONL
Kayecrea, CTpaHy

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

TOoprosoe HaumeHoBaHwe npenapaTta®

MEXAYHapoAHOe HenaTeHTOBaHHOE HauMEeHOBaHue

A03NPOBKY

nekapcTeeHHy hopMy, konu4ecTeo TabneTok B ynakoeke

coAepxanne AeACTBYIOLero BeLWecTea B o4HoN TabneTtke

YCNOBMA XpaHEHUA
«Co6nioaaTh WHCTPYKUMIO NO NPUMEHEHWIO NpenapaTta, KoTopas
HaXOANTCA BHYTPU YNAKOBKU»

«JlexapcTeeHHoe CPeACTBO XPaHUTL B HEAOQCTYNHOM ANA AeTel MecTe!»
PerucTpaunoHHbIW HoOMep

ycnoBsus oTnycka

Ne cepuun: 14698A

[fara waroToenenuna: 10/2021

lopgen po: 10/2024

WITpUX-KOA

«[InA npuema BHYTpb»

«CpenaHo B MepmaHuu»

«Ort Bonu u xapa»

HEBUAWUMBIA 3HAK 3aLNTbI

NPOU3BOACTBEHHbLIA KOA

3TUKETKA KOHTPONA NEpPBOro BCKPbITURA

CpeACTBa MAEHTU(DUKALWYU CUCTEMBI MOHUTOPUHIA ABMKEHUSA
nNekapcTBEHHbIX NpenapaTos

XpaHeHue
Cpok rogHocTH

Ceprudpukar:

Boilueyka3aHHas cepust oTeeqaeT TpeGoBaHUAM HOPMAaTUBHOW AOKYMEHTaLMK.

r. Tibor Miké

YnonHoMo4eHHoe nuyo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fex +49 30 6707-2008 (Qualitatskontrolle).

BERLIN-CHEMIE/MENARINI

WMeeTca

BepnuH-Xemu AT, Fepmanun
Bepnun-Xemu AT, Nepmanun

BERLIN-CHEMIE/MENARINI
MWIr® 400

WBynpodeH

400 mr

10 TaBnerok, NOKPLITLIX NNEHOYHOW
obonoykon

B 1 raBnerke, NOXPLITOU NNEHONHOM
obonodkoi, conepxutca 400 mr
ubynpadeHa.

XpaHuTb Npu Temneparype He eoiwe 25°C,
yKaiaHo

yKa3aHo
Nnc-002211
Bea peuenta

UMEETCA
ykasaHo
yKa3aHo
ykaaaHo
umeeTcs
UMeeTcA
He UMeeTCA
umeercs

Mpu Temnepatype He esiwe 25°C




