OO0 BepsmH-Xemmu/A. MeHapmurm

INOATBEPKJIEHHUE COOTBETCTBHUSA

Ne TIC-18051

Toprosoe HauMeHOBaHKe

MaHHHHA® 5

MexnynaponHoe HenmaTeHTOBaHHOE HAUMEHOBAHHE 'nubeHknamMun

(rpynmupoBOYHOE I XUMHYECKOE)

JlekapcTBeHHas dopma TabIeTKH

JozupoBka 5 MI

®dopmMa BeITycKa 120 mwT., dpnakonsi (1) , mauku
KapTOHHEIE

Homep cepuu (mapTtun): 18051

O0beM cepuu(napTHH) 20 898

JlaTa npousBojcTBa 01.10.2021

["ogex no 01.10.2024

HauMeHoBanue U afpec Mpou3BoaAUTEN (C
yKa3zaHHEM CTaJuil MPOHU3BO/ICTBA)

IIponspoaurens-Menapuau-Pon
Xeinen I'm6X,) Leipziger Strasse 7-13,
01097 Dresden, Germany
Beinyckaronmii KOHTpoIb
kauvecTBa-bepimuH-Xemu AT,
['epmanna(Glienicker Weg 125, 12489,
Berlin, Germany)

HOMCp H 1aTa perucTpallMOHHOI O YOAOCTOBEPEHHS

ITNO11519/01 ot 07.03.2012 (nata
nepeodopmnerus 31.10.2017)

Homep u 1ata HoOpMaTHBHOH HOKYMEHTAIHH

ITNO011519/01-311017 u3m.Nel 2

HaumeHoBaHue H agpec
PETrHCTPAllTHOHHOI'O YAOCT OBCPCHHA

JEpiKaTeia

bepann-Xemu AT, ['epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimmii 1oOKyMEHT MOATBePKAALT:

-MAHHBIH JIEKapCTBEHHBIA Iperapat cooTBeTcTByeT 61-D3 «O6 obpameHHH JIEKapCTBEHHBIX

CPENCTB...»,;

-CepHsl JICKApPCTBEHHOIO IIperapaTa COOTBETCTBYET TPeGOBAaHHAM, YCTAHOBJEHHBIM IIPH €ro

rocy1apCcTBEHHOH perucTpainu

VR il
AEHApHHN»
) (nmoamucs)

0008

L ALy
pgers Ne 6/1 00000,

i e
— Cokonos B./I.

14.02.2022
(maTa)

000 “bepnuH-Xemu/A. MeHapuxu"

HOpuauyeckuin agpec: Poccun, 123317, r. Mockea, MpecHeHckan HabepexHasn, a. 10
Mourtoesin agpec: Poccus, 123317, r. Mockea, MpecHerckas HabepexHasn, 4. 10
Tenedon: +7 (495) 785-01-00, gpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




Analysenzertifikat
Mpoaysr:
Kon npoayxra:
Ne cepum: 18051
[ara narotosnenmnn: 10/2021
Mara soinycka cepun:  17/01/2022

Hopmatuenas aokymeHTaums:
lNekapcreeHHas opma:
HencTeyowee BewecTso:

MpouasoanTens ABRCTBYIOLLEro BEWecTBa:

OBwem cepum (konuuecTso):

MokazaTens
Onucanue

CpeaHsna macca
OAHOPOAHOCTD A03UPOBAHUA

Pacnanaemocre
Pacteopenue
MoanuHocTe {BIXX)

MNocTropoHHue npumecu
BSA
BSC
nioban eanHnYHan
HEWeHTU(MUMPOBAHHAR NPUMECH
cymmMa HenpeHTMULMPOBaHHBIX
npumecen
CymmMa npumecen
Mukpobuonorudeckan YucToTa
Obuwee yncno aapobHbix
MWKPCOPrasuamos
QOBulee 44CNO APOXKEBBLIX U
nnecHesbix rpnbos
Escherichia coli
Konuuecreenwoe onpeaeneHue

Ynakoaka

MapkupoBka

BENARIN

BERLIN-CHEMIE
MENARINI

Certificate of Analysis

MaHuHun ® §
F132446

MN011519/01-311017 ¢ nam. Ne1-2

Tabnetku, 5 mr

FnuBenknamug

LWpw Kpuwka ®apmacsiotvkanc Numurea, MHavs
20898

Cneuuduxayun
Poaosble nnockounnuHapuyeckue TabneTku ¢ dhackoi u
PWUCKOWN C OJJHOW CTOPOHbI Tabnertku

150.00mr £7.5%

MNapameTp npuemnemacTy AnA 10 eAMHUL A03VMPOBAHWUA

n < 15,0, Mapametp npuemnemocTu 4na 30 eguHNL
AO3UPOBaHUA £ 15,0 U KU OAHA U3 BAMHUL AO3UPOBAHUA HE
meHee 0,75M wnu Gonee 1,25 M

He Gonee 15 muH

He menee 65 % (Q) vepes 60 MuH

Bpema yaepXveaHA OCHOBHOrO NUKA Ha Xpomatorpamme
VCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL BpEMEHU
YAEepPKWBaHURA nuka rMubeHknamuaa Ha xpomaTorpamme
CTaHQapTHOro pacteopa

He Gonee yem 0.8 %
He Gonee yem 0.4 %
He Gonee 4em 0.2 %

He Gonee vyem 0.4 %

He Gonee yem 1.5 %

He Gonee 10°KOE e 11
He Gonee 10°KOE 8 11

otcytcreme s 1r

4.75 po 5.25 mr Ha Tabnetky (95 % - 105 %

OT 3aRBNEHHOTO kKonuyecTea rmubeHknamuaa)

Mo 120 rabneTox BO chnaxkoH ua GecuyseTHoro cTekna,
YKYNOPEHHbIA LWTENCeNsHoM NPoBKOW M3 NONM3ITUNEHa,

Mo 1 ¢hnakoHy C MHCTPYKLMER NO NPUMEHEHWIO B KAPTOHHOM

1. MNepBuyYHaR ynakoeka NekapcTBEHHOTO npenapara,

Ha aruketke dnakoHa Ha

CCKOM A3biKe yKa3sbl

KT

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

TOProBOE HaUMeHoBaHWe npenapaTta ®

MexayHapogHoe HenaTteHToBaHHOe HanMeHoBaHue

NeKkapcTBEHHYI0 hopMy
L03UpoBKY

Konu4ecTso TabneTok B ynakoeke
«[1NA npuema BHyTPb»

copepxanne AeicTBYIOWEro sewecTea B ogHow Tabnerke

Ceprugpukar aHanun3sa

Fopex go: 10/2024

Peaynerar

Po30Bwie NNOCKOUMNMHAPWIECcKKe TabneTxu
C hacKOW 1 PUCKOM € DAHOA CTOPOHBI
Tabnetkm

150. mr
1.7

5. MuH
99. %
MonoxurensHo

01 %
0.1 %
01 %

< 01 %
0.1 %

< 10. KOE/r
< 10. KOE/r

CooreertcTeyeT
4.95 mr

CooTsercTeyeT

BERLIN-CHEMIE/MENARINI
Manunun ® 5
nubexknamug

Tabnetku

5mr

120

yKaaaHo

rnuGeHxknamuaa 5 mr

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (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).



WENARI

Analysenzertifikat Certificate of Analysis
MNpoaykr: Manumun ® 5
Kog npogykTa: F132446

Ne cepun: 18051

Mapkupoeka

«unornukemMuyeckoe cpeacTeo

«CobnioaaTe NPUIOKEHHYIO UHCTPYKLIMIO N0 NPUMEHEHMIO NpenapaTtan
«/lekapcTBeHHOR CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTed MecTel»
Ne cepuu: 18051

[ara uarotosnenun: 10/2021

lopew go. 10/2024

HeBuavMelit aHaK 3aLmTsl

MpouasoacTBEHHLIA KOA

2. BropuuHan ynakoska

Ha K&E[OHHDI’l navke Ha pyccKOM A3biKE YKa3blBawT:

HAMMEHOBAHWE MPMbI-NPOUABOANTENSR, CTPaHY

HaumMeHoBaHue UPMBLI, OCYLUECTBNAKLEN BLINYCKAIOWMA KOHTPONb kayecTsa, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natuhuue)

TOpProeoe HaumeHoBaHue npenapara ®

MEXAYHAPOAHOE HENAaTeHTOBAHHOE HAMMEHOBaHWe

NeKkapeTBerHyio Gopmy

ACIUPOBKY

KonuuecTso TabneTok B ynakoske

«[INR NnpyemMa BHYTPb»

copepxaHve AenCTaYIOLEero BELLECTBa B ogHoM TabneTke

YCNOBUA XpPaHEHUA

«lunornukemMuyeckoe CpeacTeo»

«CobnioaaTe MHCTPYKLMIO NO NPUMEHEHMIO NPeNnapara, KOTOPanA HaXOAMTCA BHYTPU yNakoskiny
«/leKapcTBeHHOE CPEACTBO XPaHUTL B HEAOCTYNHOM ANA AeTel mecTely

«CoAepxuT NakTo3y U kpacutens NyHLoBbii [MoHco 4 R] (E124)»

HOMEP PErUCTPaLMONHOIO YAOCTOBEPEHMA

YCroBua oTnycka

Ne cepun: 18051

[ara warotoenenus: 10/2021

Fopex po. 10/2024

WTPUX-KOA

HesuaumsIi 3HaK 3aLmTLl

Mpon3BoCTBEHHBIN KOA

3TUKETKA KOHTPONA NepBOro BCKPLITUA

CPEACTBa MAEHTUUKALMWA CUCTEMbI MOHMTOPWHIA ABWKEHUA NEKAPCTBEHHBIX NPENapaTos

XpaHeuwe MNpwn TemnepaType He Buiwe 25°C
Cpok rogHocTH 3ropna
Ceprucpukar:

BhlweykasaHHas cepua oTBedaeT TpeboBaHMAM HOPMaTUBHOW JOKYMEHTALMM.

DriiloHoér Stang

YNonHoMoueHHoe nuyo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei {Vorsitzender), Edward Szybowski, Dr. Christian Matschke,

BERLIN-CHEMIE
MENARINI

Cepruukar ananusa

Pesynerar

ykaaaHo
yKa3aHo
yKaaaro

umeeTca
uMeeTca

MeHapuHu-@oH XengeH MMEX, MepmaHur
Bepnun-Xemu AT, FepManun
BERLIN-CHEMIE/MENARINI

MaHuHun ® 5

Fnnbernknamug

Tabnerku

5wmr

120

yKkasaHo
rnubeHknamiaa 5 mr

XpaHWTL NpW TeMneparype He Bbiwe 25°C
yKa3aHo

yKa3aHo

yKa3aHo

yKa3aHo

M NO011519/01

Mo peuenty

uMeeTca
uMeeTcs
nMeerca
HEB UMEETCH
WMEETCH
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