Analysenzertifikat

MNpoaykT:

Koa npoaykTa;

Ne cepuu: 14760A

[faTta warctosnenun: 11/2021
Aara sbinycka cepun: 07/02/2022
HopmaTusHas foKyMeHTaUus:
NexkapcreenHan dopma:
[eiicTeyioulee BelecTBO:

Mpoussoautens geicTayiouiero BeLjecTsea;

OB6bem cepuy (KONUYECTBO YNAKOBOK):

MNoka3atens
Onucanue

MopnuHHoCT (BIXX)

CpeaHsn macca

Pacnaaaemoctb

PacreopeHve

PoacTeeHHble npuMecu
- niobas eanHUYHan
HEWAEHTUULUPOBAHHAR NPUMECH
- CYMMa HenaeHTUULMPOBAHHBIX
npumecei

OAHOPOAHOCTL A403UPOBAHUA

MukpoBuonoruyeckas yucrora
Obujee konnyecTBo asapobHbix
MUKPOOPraHuiMoB
Ofee KONUYECTBO APONOKEBBIX N
nnecHeBbiX rpuboB
Escherichia coli

KonuyecreeHroe onpeaenexue (BOXX)

YnakoBka

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MUI® 400
F138869

NC-002211-120121
TabneTku, NoKpbITLIe NNeHoYHoW oBonoykoi, 400 mr
Nbynpoden

SHANDONG XINHUA PHARMACEUTICAL CO., LTD.,

23600
Cneundmraunn

OsankHble TabneTkn, NOKPbITbIE NNEHOYHON
obonouykoit, Genoro unu noutn Genoro useTa,
UMEeKLLUe ABYCTOPOHHIO PUCKY ANA AEBNeHUA
U TUCHEHUA Ha OAHOM U3 cTopoH «E» u «Ex»
no o6enm CTOpoHam OT PUCKU

Bpems yaepxvBaHusa OCHOBHOrO nuka Ha
XpomaTorpaMmme UCNbITYEMOro pacTeopa ACMKHO
COOTBETCTBOBATh BPEMEHU YAEPXKUBAHWA OCHOBHOIO
nuKa Ha XxpoMaTorpaMmMe CTaHAapTHOro pacTeopa
nBynpochera

0.666r+5%

He Gonee 15 mux

He meHee 75 % (Q) yepes 15 MuH

He 6onee 0.2 %
He Gonee 0.3 %

3Hauenue nokasaTens npuemnemocTy (AV) ans nepebix 10
eANHUY A03UPOBaHWA ACNXHO BbiTe < L1. Ecnu 3navenue
noka3atens npuemnemocTn (AV) Gonblwe L1, Tectupyior
cneaywowuve 20 8ANHWL AO3UPOBAHUA U BLIMUCNAIOT IHAUEHWE
nokalartens npuemnemocty (AV). 3HaueHue nokasarens
npuemnemoctu (AV) ans 30 eguHuL 403MPOBAHKUA A0MKHO BbiTe
< L1 1 41 B OAHON EAMHWLE A03MPOBAHWA COAEPNaHWE
AERCTBYIOLIErO BELLecTBa He J40MKHO BbiTh MeHee yem (1-L2 x
0,01) M wnu Gonee yem (1 +L2x0,01) M

He Gonee 10°KOEB 11

He Gonee 10°KOE B 11

Orcytctenes 1r
Ot 380 mr a0 420 mr ubynpochena B Tabnetke (95 % -
105 % OT 33aRBNEHHOI0 COABPKAHUA).

Mo 10 TabneTok B KOHTYPHON AYEAKOBOI ynakoske
(6nuctep) na MNBX/donbru anKOMUHUEBON.

Mo 2 6nuctepa ¢ MHCTPYKUMER NO NPUMEHEHUID
KapTOHHOW nayke.

Ceprucukar ananunsa

lopeH go: 11/2024

China

Pesynerar
OeanbHblie TabneTku, NoKpbIThie
nneHoyHow oBonoyko, noutv BGenoro
uBeTa, UMEIoLUUE ABYCTOPOHHIOK PUCKY
ANK A€NeHUA ¥ THCHEHWA Ha OAHOW U3
cropoH «E» v «E» no obeum cTopoHam ot
pUCKK

MonoxurensHo

0.666 r

101. %

2.5

<1000. KOE/r

< 100. KOE/r

CooTBeTcTBYET
404, mr

CooteeTcreyeT

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 (Qualitatskontrolle).



Analysenzertifikat Certificate of Analysis
Mpoaykr: MUIr® 400
Koa npoaykra: F138869

Ne cepun: 14760A

MapkupoBka

1) NepBuyHan ynakoBka nekapcTBeHHOro npenapara
Ha 6nucrepe Ha pYCCKOM A3bIKE YKa3bIBAIOT:

TOpProBoe HaumeHosaHue npenaparta®

MeXxayHapoaHOe HenaTeHTOBaHHOEe HauMeHoBaHue
A03UPOBKY

norotun «BERLIN-CHEMIE/MENARINI» (Ha naTuHuue)
Ne cepuu: 14760A

Fopgen po: 11/2024

HBBMAMMHﬁ JHaK 3aluThbl

2) BropuyHas ynakoska.

Ha kapToHHOW Na4ke Ha PYCCKOM A3bIKE YKa3bIBaKOT:

HaumeHoBaHWe VPMbi-NPOM3BOAWTENA, CTRAHY

HauMeHoBaHWe MPMbI, OCYLLECTBNAIOWEA BbINYCKAKLWMA KOHTPONS
Kayecrtsa, CTpaHy

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

TOproBoe HaumeHoBaHue npenapata®

MEXAYHAPO/AHOE HENaTEHTOBaHHOE HAUMEHOBaHUe

AO3UPOBKY

nekapcreernylo opmy, konudecTso TabneTok B ynakoBke

coAepxaHue AeiCTBYIOWero BeLlecTsa B 04HoM TabneTke
YCNOBWA XpaHeHUs

«CobniopaTh MHCTPYKUMIO NO NPUMEHEHUKO Npenapata, koTopas
HaXOAWTCA BHYTPU YNAKOBKU»

«JlekapcTBEHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTeil MecTel»

PerncTpaunoHHbLIn HoMmep

YCNOBUA OTNycKa

Ne cepumn: 14760A

[lata uarotoBnenun: 11/2021

loaen po: 11/2024

LTPUX-KOA

«[lns npuema BHYTPb»

«Cpenano B lepmaHumny

«Ot Gonu u xapa»

HEBUAMMBIA 3HAK 3aWMTbI
NPOU3BOACTBEHHbLIA KOA

3TUKETKa KOHTPONSA NEPBOro BCKPLITUR
CpeacTBa WABHTUDUKALMN CUCTEMBI MOHUTOPUHIE ABUXEHUA
NeKapcTBEHHbIX NpenapaTos

XpaHeHue
Cpok rogHoCTH

CepTtudukar:

BhllweykasaHHan cepus oTeedaeT TpebGoBaHWAM HOPMAaTUBHOM| AOKYMEHTALUA.

T Tibor Miké

YnonHomoueHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward Szybowski,

BERLIN-CHEMIE
MENARINI

Cepruchukar ananusa

Pesynbrathi

MWIr® 400

WBynpodeH

400 mr
BERLIN-CHEMIE/MENARINI

UMeeTCcs

bepnun-Xemu AT, MepmaHus
BepnuH-Xemu AT, l'epmanun

BERLIN-CHEMIE/MENARINI
MUI® 400

W6ynpodeH

400 mr

20 Tabnerok, NOKPLITLIX NAEHOYHOW
oGonoukon

B 1 Tabnerke, NOKPLITOW NNEHOYHOW
obonoukoi, cogepxurca 400 mr
wbynpodpena.

XpaHuTk Npu TemnepaType He Boiwe 25°C.
yKa3aHo

yKasaHo
NC-002211
bea peuenta

umeeTcs
yKasaHo
yKasaHo
yKaaaHo
MMEEeTCs
umeerca
He umeercs
UMEETCA

Mpu TemnepaType He Bbilwe 25°C
3ropa

9125 .
Stian Matschke,

Dr. Attilio Sebastio, Dr. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel. +49 30 6707-0 {Zentrale), Fax +48 30 6707-2008 (Qualitdtskontrolle).



000 bepsimH-Xemmn/A. MeHapmuHu

HNOJATBEPXKJIEHUE COOTBETCTBUS

Ne ITIC-14760A

Toproeoe HaMeHOBaHHE MUI'® 400

Me:xnyHapoaHOe HENaTeHTOBaHHOE HAUMEHOBaHHE Ub6ynpoden

(rpynnMpoBOYHOE HIIH XHMHYECKOE)

JlexapcTBenHasa ¢opma TabNeTKH, MOKPHITHIE IJICHOYHOMH
0001104KO

Jo3upoBka 400 mr

®opMa BhIITyCcKa 10 mT.,ynmakoBKH S4EHKOBBIE KOHTYPHBIE

(2 mT.), MAYKKU KApTOHHBIE

Homep cepun (naptuu): 14760A

O06beM cepur(napTiH) 23 600

Jlata npousBoacTBa 01.11.2021

I"ozteH 1o 01.11.2024
HanmeHoBanue U ajapec npoussoautens (c | IIpouseoaurenn-bepaun-

yKa3aHHEM CTaJui MPOHU3BOICTBA) Xemu Al',I'epmanusa(Tempelhofer Weg

83, 12347, Berlin, Germany)
Beinyckarommii KOHTpOIb KauecTBa-
bepnmuu-Xemu A, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

HoMmep u jnarta peructpanmonHoro yaocropepenus | JIC-002211 or 28.10.2011
Hara 3amens! 12.01.2021

Homep 1 1aTa HOPMAaTHBHOH TOKYMEHTAIHH JIC-002211-120121

HaumeHoBaHue H aapec nepxarens | bepaun-Xemu AT,['epmanus

PETHCTPAaLlHOHHOTO YAOCTOBEPEHUS Glienicker Weg 125, 12489, Berlin,
Germany

HacTosimuuii 10KyMeHT OATBEPXKAA€ET:

-[I@aHHBIH JIEKapCTBEHHBIH Ipemapar cooTBeTcTBYyeT 61-O3 «O6 06pallleHHH JIeKapCTBEHHBIX
CPENCTB. ..»;

% aa' /A .MeHapHHH» - ‘é Pyzanosa T.B. 03.03.2022

AL .
> (noanice) (mara)

B0

Jlosepennocts or Q00 «bepuun/Xemu/A.Menapuau»
Ne 6/n o1 10.01.2022

000 “bepnuH-XeMmn/A. MeHapuHu"

HOpuaudeckuin agpec: Poceus, 123317, r. Mocksa, MNpecHeHckan HaGepexHas, 4. 10
Moytoselin agpec: Poccun, 123317, . Mockea, MpecHeHckan HabepexHasn, a4. 10
TenedpoH: +7 (495) 785-01-00, ¢paxc: +7 (495) 785-01-01, e-mail: info@b-c.ru



