OO0 bepnnH-Xemn/A. Menapurn

NOATBEPXJIEHUE COOTBETCTBHUS

Ne I1C-23051
Toprosoe HaumeHOBaHKE bBepmutioH® 600
MexnyHaponHoe HenaTeHTOBaHHOE HAMMCHOBAHHE TrokToBas kuciora
TPYIITHPOBOYHOE HIIH XHMHYECKOE)
JlexapcTBenHas popma KOHLEHTPAT /IS IPUTOTOBIIEHUS
pacTBopa i uH} y3Hi
Ho3upoBka 25 Mr/ma
®opma BeIlycka 24 M - ammynet (5 wT.) - navyku
KapTOHHBIE
Howmep cepuu (naprun): 23051
O6bem cepuu(mapTum) 8 168
Mara npousBojcTea 07.2022
I'ozeH mo 07.2025
HaumenoBanwe wu  ampec npousBonutens (c | [Iponssoaurens-3urppun XamenbH
YKa3aHHEM CTaiuii IPOH3BOACTBA) I'M6X, Germany (Langes Feld 13, 31789

Hameln, Germany)

Beinyckaomuii xonTpoan kauecrsa-
Bepmnu-Xemu AT, Tepmanus(Glienicker
Weg 125, 12489, Berlin, Germany)
Homep u nata perucrpanuonsoro YAOCTOBEpEHHS JITI-001615 ot 28.03.2012

(nata nepeodopmaenns 11.03.202 1)

Homep u nata HopmaTiBHOI JOKYMEHTaIHH JII1-001615-081220

HanmenoBanue u ajipec Aepxatend | bepnun-Xemu AT,I'epmanus

PETHCTPAlHOHHOT'O YIOCTOBEPEHHUA Glienicker Weg 125, 12489, Berlin,
Germany

Hacrosimmii moxymenT noarsepxaaer:

-NAHHbIH JICKApCTBEHHBIH Npenapar COOTBETCTBYET 61-D3 «O6 obpamienun JIEKapCTBEHHBIX
CPEICTB...»;

~CCPHS JICKAapCTBEHHOTO TMperapaTa COOTBETCTBYeT TpeGoBaHHsAM, YCTaHOBJIEHHBIM TIPH €ro
rOCy/1apCTBEHHOH perucTparuu

“CokomoB B.JI.  08.11.2022
(mara)

000 “BepnuH-Xemu/A. MexapuHn”

HOpuauyeckuin agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HabepexHasn, a. 10
Moytoewiid appec: Poccus, 123317, r. Mocksa, MNpecHeHckan HabepexHasn, 4. 10
Tenedbon: +7 (495) 785-01-00, gakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugpukar avanusa
MpoaykT: Bepnuruon® 600
Koa npoaykTa: F138227

Ne cepun: 23051

[ara warorosnexns: 07/2022
Dara Bbinycka cepun:  07/10/2022
HopmaTtuBHan foKyMeHTaUMA:
NekapcreerHan opma:
[eAcTeyiollee BELWECTBO:

MpoussoanTeNt AERCTBYIOWErD BELLECTBRa:

nn-001615-081220

FoaeH po: 07/2025

KoHUeHTpaT ANA NPUroTOBNEHUA pacTBOpa ANR MHKY3UR, 25 Mr/mn

TuOKTOBARA KMCNOTa
Onox C.n.A., Mtanus

O6rem cepum (konwyecTso): 8168
Moka3zavenn Hopwmbi Peaynerar
Onucanne Mpo3spaunbii 3eneHoBaTo-XenThii pacTeop Mpo3paunblil 3eneHoBaTO-KeNTbIk pacTBop
MoanuHHOCTL
Tuoxkmoaas kucnoma (B3XX) Bpems yaepxuBaHun OCHOBHOMO NUKA HA XPOMATorpaMme Cooteercrayer
MCNbITY@MOro pacTeopa AOMKHO COOTBETCTBOBATE BPEMEHN
YABPXKMBAHUA OCHOBHOTO NUKA Ha XpOMatorpaMme
CTAHAAPTHOrO PacTBOpa TUOKTOBOW KUCNOTLI (OTKNOHEHWE
MOXeT cocTasnAaTe He Gonee 1 2.0 %)
3muneHduamMuH MosBNAETCA YCTORYMBOR NUNOBOE OKPaLLWBaHWE Cooreercreyer
Mpo3apauHocTs Onanecuexuws npenapata He AOMKHA NpesbilWaThL Cooreercrayer
onanecueHuuio Tanoxa cpasHexns |
LipeTHOCTb VIHTEHCUBHOCTL OKpacku Npenaparta He 40NXHA NPesbILaThL Cootsercrayer
MHTEHCUBHOCTL OKPACKM 3TancHHoro pacreopa GY,
pH Or8.0p08.4 B.2
MexaHuyeckue BKNIOYEHUA
Budumbie yacmuis! Mpenapar He AOMXeH COAEPXaTh BUAUMbIX FNA30M MaCcTHY Coorsercreyer
Heaudumble yacmuusi 2 10.0 Mkm —~ He Gonee 6000 yacTuw/amn. 224,
Z 25.0 mkm — He Gonee 600 yacTuwamn, 2.
Ussnexaembiii obbem He meHee 24 mn 24.9 mn
OAHOPOAHOCTE AO3UPOBAHWA Mepebiid nokasaTens npuemnemocti Ans 10 eguHny, 0.7
Ao3auposanma AV < 15,0 %;
Bropoi nokasatens npuemnemoctu ans 30 eguHUY
A03MpOoBaHKA < 15,0 U HW OAHA K3 eAWHUL AOIUPOBAHWUA He
meHee 0,75M u He Gonee 1,25M.
PoacreeHHble npuMecy
Monumeps: muakmoeold Kkucnomel, TCX He Gonee 2.0 % < 20%
N-(2-amunoamun)-5-(1,2-0umuonan-3- He 6onee 0.5 % 0.2 %
un)nesman-amud (npumecs P), BaXX
TNio6an eduHu4Han He Gonee 0.2 % < 0.1%
HeudenmuguyuposaHHan NpuMecs
Cymma npumeced (KpoMe rnonuMepos He Gonee 1.0 % 02 %
muokmosoll KUCMomsi)
BakrepuanbHble aHAOTOKCUMbI He Gonee 1.8 E3/mn < 0.6 E3/mn
CTepunbHOCTL MpenapaT AonkeH GbiTb CTEPUNbHLIM Cooreercreyer
KonuuecteenHoe onpejenexne
Tuokmoean kucroma Or 23,75 po 26,25 Mr TMOKTOBOW KWCNOTHI B 1 MN 25.14 mr/mn
(95 % -105 % OT 3aRBNEHHOM0 COAEPMaHWA)
Ynaxkoska Mo 24 mn npenaparta B aMnynbl TEMHOrO CTEKNA HOMWHANBLHOR Coorsercreyer
BMECTUMOCTbIO 25 MN ¢ Benoi MeTko-ykasaTenem NuHUN
HBANOMa W TPEMA NONOCKAMM (IBNBHAA — XENTAR - 3eNeHan)
B BEPXHEN YacTW amnynbl.
Mo 5 amnyn noMewaT B NNacTMKOBbLIA NOAAOH.
Mo 1 NopACHY BMECTE C NHCTPYKLMEH NO NPUMEHEHUIO
NOMELLAIOT B KAPTOHHYH Nayky.
MapxupoBka PesyneTar

1. MepBuYHaA ynakoBKa NeKapCTBEHHOro nNpenapara.

Ha aTuxeTke amnynbl Ha PYCCKOM RIbIKe YKa3bIBAKOT:
HaumeHoBaHue OUpPMsl — NPOU3BOAMTENA, CTPaHY

HaUMEeHOBaHWe OUPMbI, OCYLIECTBNAIOWEH BbINYCKAKLIMA KOHTPON KaYecTsa

npenapara, CTpaHy

norotun «BERLIN-CHEMIE/MENARINI» (va natunuye)

TOproBoe HaumeHoBanue npenapata ®

3urgpun Xamenss MMEX, Mepmanun

Bepnux-Xemu A, Fepmanus

BERLIN-CHEMIE/MENARINI
Bepnutnon® 600

TuokToBan kwcnota

KOHUBHTPET ANA NPUFOTOBNEHUA pacTeopa ans
WHdpyauid 25 mr/mn

TPYNNMPOBONHOE HAWMEHOBAHWE
NeKapcTBEHHYI0 OpMY, KOHUEHTPaUMIo

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



Analysenzertifikat Certificate of Analysis
MpoayxT: BepnutuoH® 600
Koa npogykra: F138227

Ne cepun: 23051

Mapxupoexa
CoAepXaHiue TMOKTOBOW KMCNOTbI B 1 amnyne

Ne cepumn: 23051
[Aara waroroenewun: 07/2022
loaeH go: 07/2025
«CTepunsHon»
cnocob npumeneHus
«CobnioaaTe NPUNOXEHHYIO HHCTPYKLMIO NO NPUMEHEHUIO npenapara»
«Coaeprmmoe amnynti passectv 8 250 mn 0,9 % pacTeopa HaTpus xnopuaals,
«XPaHUTb B HEAOCTYNHOM ANA AETER MecTels,
«He 3amopaxwears|»
HeBuaumbIi 3HaK 3aLWMTbI
MNpouasoacTBEHHbIA KOA
2. BropuuHan ynaxkoeka
Ha kapToHH K Kaabl o
HaumeHoBaHWe PUPMbI-NPOUIBOAUTENS, CTPaHY
HauMeHoBaHWe PUPMbI, OCYLUECTBAIOWEN BLINYCKAIOWMIA KOHTPONb KayecTea
npenapara, CTpaHy
norotun «BERLIN-CHEMIE/MENARINI» (Ha natunuue)
TOProsoe HawMeHoBaHue npenapara ®
rPYNNUPOBONHOE HAWMEHOBAHWe
NEeKapCTBEHHYI0 HOPMY, KOHLUEHTPaLMIO

KONU4ECTBO aMnyn B yNakoBKe, KONUYECTBO Npenapata B 0AHOR amnyne (8 MUNAUNKTPax)
COpEpXaHe AEACTBYIOLIEro BewWwecTsa B 1 aMnyne

BCMOMOTaTenbHbie BELUECTBa B 1 aMnyne: ATUNBHAWAMUH, BOAA AN MHBEKLMI

YCNOBHA XPAHEHHA

BERLIN-CHEMIE
MENARINI

Cepruuxar anannsa

Pesynbrar
B 1 amnyne (24 mn) copepxuren
0,600 r THOKTOBOM KHCNOTI,

yka3aHo
AN WHDYINOHHOTD BEEAEHMA.
yKaaaHo

yKa3aHo

yKa3aHo

yKalaHo

He UMeeaTcs

AmMeeTca

3urchpua Xamenoh MGX, Mepmanus
Beprun-Xemu Al, Fepmanng

BERLIN-CHEMIE/MENARINI

Bepnutuon® 600

Twokrosas kwcnota

KonuexTpar ans npuroTosnenus pacrsopa Ans
WUHPY3uiA 25 mrimn

5 amnyn no 24 mn

THOKTOBas kucnota - 0,600 r

ykasaHo

XpaHUTb B 3aLMLIEHHOM OT CBETA MECTe NpH
TemnepaType He Bbille 25°C.

«He 3amopaxusate!» yKalaHo
«Copepxumoe amnynsl pasectu 8 250 mn 0,9 % pacTeopa HaTpua xnopuaals yKa3ako
«CpoK roqHOCTH pacTeopa ANA UHGY3NA NOCNE NPUrOTOBNEHUA — 6 YACOB NPW XpaHeHuu ykBagHo

B 3ALUULEHHOM OT CBETa MecTe»,

«CoBMIoAaTE HHCTPYKUMIO NO NPUMEHEHMIO Npenapara, KOTOPAR HaXOAMTCA BHYTPH YNakoBKu» yKaaaHo
«/lexapcTBEHHOE CPEACTBO XPaHWTL B HEAOCTYNHOM ANR AeTel MecTe!» YKa3aHo
PErucTpauuoHHbIA HoMep nn-001615s
YCNOBWA OTNycKa Mo peuenty
Ne cepum: 23051

[Hara warotosnennn: 07/2022

lopex go: 07/2025

WTpHUx-Koa uwMeercs
«CrepunsHo» yKa3aHo
cnocob npumeHexus AnA MHYINOHHOMO BBEAEHUA.
HEBMIUMbIN 3HAK 3aLMTbI nMeerca
NpOMIBOACTBEHHBIW KOQ nmeercs
3TWKETKA KOHTPONA NEPBOro BCKPLITUS HE WMeeTcA
CPeACTBa MABHTU(DUKALMK CUCTEMBI MOHUTOPUHTE ABUKEHMA NEKAPCTBEHHLIX NPenapaTos umeeTca
XpaHexue B 3aWMuieHHOM OT CBETE MECTe Npi TemnepaType He Buiwe 25°C. He 3Jamopaxuears|
Cpok rogHoCTH 3 ropa

Ceprudiukar:

BoileykalanHan Cepun OTBeYaeT TPeBOBaHNAM HOPMATUBHON LOKYMEHTALMUN,

. Tibor Miké

YnonHoMoueHHoe nuuo

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci {Varsirzcnb’lﬂfgsgg;y_?
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Dr. Attilio Sebastio - Postanschrift: BERLIN-CHEMIE AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 30 ualitdtskontrolle).




