000 BepnnH-Xemn/A. MeHapmHH

NOJATBEPKJIEHUE COOTBETCTBUS

Ne I1C-18039
Toprosoe HaMMEHOBAHHE ManuauI® 5
Mesk qyHapoiHOe HenaTeHTOBaHHOE HANMEHOBAHHE 'nuGeHKnaMuI
(rpynmHpPOBOYHOE HIIH XHMHYECKOE)
JlexapcTBeHHas GopMa TabIeTKH
Jlo3upoBKa SwMr
®opma BBIITYCKa 120 wr., ¢pnaxoHsl (1) , Nayku
KapTOHHBIE
Homep ceput (TapTHH): 18039
O6beM cepHH(IapTHH) 20 844
JlaTa mpoU3BOJCTBA 01.09.2021
["oneH 1o 01.09.2024
HauMeHOBaHHE H ajipec MpOH3BOAUTENs (C IIpoun3sBoaureb-MenapHHH-DOH
yKa3aHHEM CTa Ui IPOH3BOICTBA) Xedinen I'm6X,) Leipziger Strasse 7-13,

01097 Dresden, Germany
BoinyckamuH KOHTPOJIb
kauecrsa-bepnuH-Xemu AT,
Iepmanus(Glienicker Weg 125, 12489,
Berlin, Germany)

Howmep 1 naTa perucTpallHOHHOIO yIOCTOBEPCHHS TINO011519/01 ot 07.03.2012 (nara
nepeodopmitenns 31.10.2017)

Homep M 1aTa HOPMaTUBHOH JOKYMEHTALHU ITNO011519/01-311017 nam.Nel,2

HaumeHoBaHue U azapec JepKaTels Bepmun-Xemu Al', 'epmannd

PErHCTPaLlHOHHOTO YA0CTOBEPEHHS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimuii JOKYMeHT IOATBEPAIAET:

-JAHHBI JIeKApCTBEHHBIH MpemapaT cooTBeTcTBYeT 61-@3 «O6 0OpalleHHH JEKapCTBEHHBIX
CpeICTB...»;

-CepHsl JIEKAPCTBEHHOTO IIpenapaTta COOTBETCTBYET TPEOOBAaHHSAM, YCTAHOBICHHBIM IIPH €ro
rocyaapCTBEHHOH perucTpalii

“Cokonos B.JI.  26.11.2021
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000 “BepnuH-XeMu/A. MeHapuHu"

IOpuaudeckmia agpec: Poccun, 123317, . Mocksa, lNpecHeHckan HabepexHas, A. 10
MouToesiid agpec: Poccus, 123317, . Mockea, MNpecHeHckan HabepexHas, a. 10
Tenedpon: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



MENARINI

BERLIN-CHEMIE
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Analysenzertifikat Certificate of Analysis Ceprugpukar ananusa
MpoaykT: Manunun ® 5
Koa npoayxra: F132446
Ne cepuu: 18039

[ara uarotoenexuns: 09/2021

[ara ewinycka cepuu:  01/11/2021
HopmatveHan pokymeHTauua:
lNekapcTBenHan opma:

NeicTayouiee BeuiecTso:

MpoussoauTens AEKCTBYIOLLEro BeulecTsa:
O6vem cepun (konuuecTso):

M N 011518/01-311017 ¢ uam. Ne1-2

Tabnetkn, 5 mr

Mmubexknammug

Wpw KpuwHa ®apmaceiotukanc Numuren, MHaua
20844

Topenx po: 09/2024

MNokasarens Cneuudmxayun Pesynerar
Onucanue Poaosbie nnockoynnuHapudeckve TabneTky ¢ dackoi u P030Bb@ NNOCKOLIMHAPUGECKHE TaGNETKM
PUCKOWM C OHOM CTOPOHbI TaBneTku € (haCcKOH M PUCKO C OAHOM CTOPOHLI
Tabnamo
Cpearnn macca 150.00 Mr+7.5% 151, mr
OpHOPOAHOCTL A03UPOBAHUA NapameTp npuemnemocTu Ansa 10 e4UHWY AC3MPOBAHUA 3.9
n £ 15,0. NapameTp npuemnemoctv ans 30 eaunHKLY
A03MpoBaHuA S 15,0 ¥ HY OAHA U3 EAMHUL| [O3UPOBAHWA He
menee 0,75M unu Gonee 1,25 M
PacnapaemocTs He Gonee 15 mux 5. MUH
PacTeopenune He meree 65 % (Q) yepea 60 MuH 98. %
MoanuHocTs (BAXKX) Bpema yaepMBaHUA OCHOBHOrO NWKa Ha XpOMAaTorpaMme MonoxutensHo
MCNbITYEMOro pacTBopa A0MKHO COOTBETCTBOBATL BPeMeHU
YAEPXuBaHWA nnka rnnbeHknaMuga Ha xpoMaTorpaMme
CTaHAapTHOro pacTeopa
MNocropoxkue npumecu
BSA He Gonee yem 0.8 % 0.1%
BSC He Gonea yem 0.4 % < 01%
noban eguHYHanR He Gonee yem 0.2 % < 01%
HeuaeHTuUYMpoBaHHas npumMecs
CyMMa HenAEHTUULMPOBAHHbIX He Gonee yem 0.4 % < 01%
npyvMecen
CyMMa npumecen He Bonee yem 1.5 % 0.1 %
MukpoBuonoruyeckan wicToTa
O6wiee yncno aapobHbix He Gonee 10° KOE s 1r < 10, KOE/r
MWKDOOPraHW3MoB
Obwee YMCNo ApOXOKEBbIX U He Gonee 10°KOEB 11 < 10. KOE/r
nnecHeskix rpuGos
Escherichia coli oTcyTcTeue B 1T Cootaetcrayet
KonuyecteenHoe onpegenesxue 4.75 po 5.25 mr Ha Tabnerky (95 % - 105 % 4.84 wmr
OT 3aRBNBHHOIO KonuuyecTea rnubeHknamuaa)
Ynakoexa Mo 120 TabneTok 8o thnakoH ua BecuseTHOro cTekna, CooTsercreyer
YKYNOPEHHLIA LUTencensHoM NpobKkoi U3 nonuatunenxa,
Mo 1 nakoHy ¢ MHCTPYKUMEIA N0 NPUMEHEHUIO B KAPTOHHOM
Mapkuposka
1. NepeuyHan ynakoBKa NekapcTBeHHOro npenapara,
Ha atukeTke dnakoHa Hi CCKOM A3bIKE YKa3bIBAKT:
norotun « BERLIN-CHEMIE/MENARINI» (Ha natvHuue) BERLIN-CHEMIE/MENARINI
TOproeoe HammexoBsaHwe npenaparta ® MaHuhun ® 5
MEeX/YHapOAHOE HENATEHTOBAHHOE HAaWMEHOBaHWe nuberknamug
NeKapcTBEHHYIO Gopmy TabneTku
A03UPOBKY 5 mr
Konu4ecTao TabneTok B ynakoske 120
ykasaHo

«[lNA npuema BHYTPb»

rnuGexknamuaa 5 mr

COpepxaHue erCTBYIOLEro BELLECTBa B 0AHONW TabneTke

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 +43 30 6707-2008 (Qualitdtskontrolle).
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BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpuxar ananunsa
Mpoaykr: Manunun ® 5
Koa npoaykra: F132446

Ne cepuum: 18039

Mapkupoeka Peaynbrar
«lMnornuKeMUIeckoe CpeacTBON yKasaHo
«Cobnoaate NPUNOKEHHYIO MHCTPYKUMIO MO NPUMEHEHUIO Npenaparar ykasaHo
«[lekapcTeeHHOe CPEACTBO XPaHWUTL B HEAOCTYNHOM ANA AeTer mecTe!» ykasaHo

Ne cepuu: 18039

[ara uarotosnenns: 09/2021

Fopen go: 09/2024

HeBuanMbii 3HaK 3awmnThi WMeeTcR
MpouasoaCcTBEHHLIR Kog vmeeTca

2, BropuyHan ynakoska

Ha xapTonHoil nauke Ha pycckoM Adbike YKa3blBawoT:

HEUMEHOBaHIE DUPMbI-NPOUIBOANTENR, CTPaHY

MeHapuHu-®oH XeaeH MMEX, epmanun

HaWMEHOBaHWE (DMPMbI, OCYLIECTBNAIOLLEN BbINYCKAKLLMIA KOHTPOMb KayecTea, CTpaHy Bepnun-Xemu AT, Mepmanus

norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOpProeoe HaumeHoBakwe npenapara ®

MEX/1YHAPOAHOE HENaTeHTOBAHHOE HAUMEHOBAHWE
NekapCTBeHHY hopmy

A,031pOBKY

konuyecTeo TabneTok B ynakoeke

«AnA npUema sHyTpb»

COAepxXaHne AENCTBYIOLero BELUECTBa B oHOW Tabnerke
YCNOBWUA XpaHeHUR

BERLIN-CHEMIE/MENARINI
MaHuHun ® 5
Fnubexknamug

Tabnetku

5 mr

120

yKasaHo
rrmBeHKnamMuna 5 mr

XpaHuTh Npu Temnepatype He Bbiwe 25°C

«Mwnornukemmnyeckoe cpeacTsan yKkaaaHo
«CoBnioaats MHCTPYKLMIO N0 NPUMEHEHMIO Npenapara, KOTOPas HaxoAWTCA BHYTPWU YNaKoBKu» yKasaHo
«/lexapCTBeHHOR CPEACTBO XPaHUTL B HEAOCTYNHOM A9 AETel MecTel» yKasaHo
«CoapMNT NakKTO3y U KpacuTens nyHuoasii [MoHco 4 R] (E124)» yKka3aHo
HOMEPR PErucTpaLuoHHOro yA0CTOBEPEHUA MN011519/01
YCNOBWA OTNyCKa Mo peuenty
Ne cepuu: 18039

[ara warotoenexwa: 09/2021

loaen po: 09/2024

WTPUX-KOA UMeeTcs
Heaunnuuﬁ 3HaK 3aunTbl umeeTcA
MNpon3BoACTBEHHLIA KOA wmeeTca
ITWKETKA KOHTPONA NEePBOro BCKPLITHUS He umeeTca
CPEACTBA MABHTU(MUKALMN CHCTEMBI MOHUTOPUHIA [BMKEHUA NEKaPCTBEHHLIX npenapartos MmMeerTca
XpaneHue Mpw Temnepatype He Bbiwe 25°C

Cpok rogHocTH 3ropa

Ceprudukar:

BbilweykaszanHas cepus oTBevaeT TpeGOBaHUAM HOPMATUBHOM AOKyMEeHTaUMK.

. Tibor Miké

YNnonHoMo4eHHoe nuuo

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).




