000 BepinH-Xemn/A. MeHapHHH

MOATBEPKJIEHUE COOTBETCTBHS

Ne TIC-11004
Toprosoe HAUMEHOBAHHE Bepautnon® 300
MeskIyHapoIHOE HENAaTeHTOBAHHOE HAUMCHOBAHHC THOKTOBAas KUCIOTA
(CpynnupoBOYHOE HIH XHMHYECKOE)
JlekapcTBeHHad (opma KOHIIEHTPAT J|J1si IPHTOTOBJICHUA
pacTBOpa A1 HHY3Hi
Jlo3HpOBKa 25 Mr/mMn
@dopma BBIITYCKa 12 Mn , amryoel (S 10T.) , Da9KH
KapTOHHBIE
Homep cepuH (IIapTHH ): 11004
O6beM cepuH (TapTHH) 7 625
JlaTa mpou3BOACTBA 01.02.2021
["ozien 10 01.02.2024
HanMmcHOBaHME W  ajgpec npousBomurens (¢ IIpon3soauTeNb
yKa3aHHeM CTajlHii POH3BO/CTBA) OBEP dapma Hena I'M6X
(Otto-Schott-Str. 15, 07745 Jena, ),
['epmaHus
BrinycKaumi KOHTPO/Ib KA9ecTBa
Bepnuu-Xemu AT ,I'epManus
(Glienicker Weg 125, 12489, Berlin)
Homep 1 1aTa perHCTPAaLlHOHHOTO YIOCTOBEPCHUA 1 N011434/01 ot 02.09.2011
JlaTa BHeceHHs H3MeHeHH# 24.07 2019
Homep H j1aTa HOPMATHBHOM JIOKYMEHTALMH I1 NO11434/01-240719, u3m. Nel
HaumeHoBaHHe 5§ azpec JiepxKarens Bepiuu-Xemu Al', 'epmanus,
perucTpaldoOHHOI0 (Glienicker Weg 125, 12489, Berlin)
yAOCTOBEPEHHS

HacTosimdii JOKYMEHT MOATBEPKAAET:

-JAHHBIH JIEKApPCTBEHHBIH IpenapaTr COOTBETCTBYCT 61-®3 «O6 obpalleHHH JICKapCTBEHHBIX
CPEACTB. .. »;

-cepusl JIEKAPCTBEHHOTO IIpernapara COOTBETCTBYET TpeGoBaHHsAM, YCTAHOBJICHHBIM IIpH €O
rocy1apCTBEHHON pericTpalui

S
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shpunmy__~——e=_ Coxonos BJl. ~ 24.09.2021

(moamuck) (mara)

. MeHapuHu»

000 “BepnuH-Xemu/A. MeHapuHKu”

KOpuandeckuin agpec: Pocecus, 123317, r. Mocksa, MNpecHeHckas HaGepexHas, A. 10
MouToesbi agpec: Poccua, 123317, . Mockea, MpecHeHckan HabepexHas, A. 10
Tenecdpou: +7 (495) 785-01-00, cpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




BERLIN-CHEMIE
MENARINI

Analysenzertifikat Certificate of Analysis Ceprugukar aHann3sa
MpoaykT: BepnutuoH® 300
Koa npoaykra: F132415

Ne cepwu: 11004
Narta uarotosnenua: 02/2021

[ata suinycka cepuv: 16/08/2021

HopmaTusHan AOKYMEeHTauuA:
NekapcTBeHHaR opma:
[eicTeylouiee BewecTso.

MpouasognTens AEWCTBYIOWEro BelecTea:

Fonex po: 02/2024

M NO11434/01-240719 ¢ uam. Ne1

KoHueHTpaT ANA NPUroTOBNEHWA pacTeopa AnA uHcbyaui, 25 mrimn
TwuokToBanA KMUCNOTA

Onox C.n.A., Utanua

aas2

Obbem cepumn (KONUYecTso): 7625
MNokasaTtens Cneundukauun Peaynbrar
Onucanwve Mpo3pauHbIi 3eNeHOBATO-KENTLIA pacTeop CooTseTcTayeT
LiseTHOCTb MHTeHCWBHOCTh OKPACcKu1 Npenapata He A0MKHa NpesbilaTh CooreercTByeT
WHTEHCMBHOCTb OKPackv aTanoHHoro pacteopa GY)
Mpo3payHocTb PacTteop ponxeH GbiTe Npo3padHeiM CooteeTtcTeyeT
MaBnexaembiih 06bEM He menee 12 mn 12. mn
3navenune pH Or8.0p09.0 8.7
MoANWHHOCTE Ha xpomaTorpamMme UCNbITYeMOro pacTeopa Haa CTapToBbiM NATHOM @ MonoxuTensHo
Tuoktosan kucnota (TCX) AOMKHO 0GHAPYNBATLCA NATHO N0 NONOXEHWIO, PA3MEPY W usety
COBNaaIoWee C NATHOM TMOKTOBOW KUCNOTeI HAA CTapTOBbIM nATHOM b
Ha xpomatorpaMMe CTaHfapTHOro pacTeopa
MoAnNMHHOCTL Bpems YAEPKMBAHUA OCHOBHOTD NUKA Ha XPOMATOrPaMME WCTILITYEMOro MonNoXUTENLHO
Twoktoeaa kucnota (BAMX) pacTBOPa AOMKHO COOTBETCTBOBATL BPEMEHW YASPKUBAHWA nuka
TVIOKTOBOW KMCNOTHI HA XpOMatorpamme CTaHAapTHOro pacTeopa
MoanMHHOCTL Ha xpoMaTorpamme UCNbITYemoro pacTeopa Haa CTapToBkiM NATHOM @ MonoXWTensHo
SrunenanamiH (TCX) [OMKHO OBHaPY*MBATLCA NATHO NO NONOXEHWI0, PA3MEpY W LiBeTy
cosnagawlyee C NATHOM atvneHgnaMmunHa Hagn CTapToOBbIM NATHOM C Ha
XpoOMaTtorpamMMe CTaHAapTHOro pacTeopa
MoaAnWHHOCTL Ha XpoMaTorpaMme CNbITYEMOoro pacTeopa Haa CTapToBbIM nATHOM d MoNOXKUTENBHO
Mponunexrnukons (TCX) AONKHO OBHAPYKMBATECA NATHO NO NONOXEHUIO, PA3MEDY W LBETY
cosnagaroujee ¢ NATHOM NPONUNEHIMWKONRA Haj CTapTOBbIM NATHOM € Ha
XpOMaTorpamMme CTaHAapTHOTO pacTeopa
MexaHuveckue BKIIHEHUA
BUANMBIE HaCcTULbI Mpenapar He AOMKEH COAEPKATL BUANMBIX FNA3OM HacTuLl CooreetcTeyeT
HeBnavmble HacTULibl = 10.0 MkM — He Bonee 6000 yacTuy / amn. 38.
= 25.0 mkM — He Gonee 600 yacTuy / amn. 2.
PoacTeeHHbIe NpUMech
(onUMEpPbI TUOKTOBOA KMCNOTbI He Gonee 3.0 % 08 %
N-(Z-aMMHOGTMn)-5-(1,2-AMT%DH3H-3-MD)— He 6onee 0.5 % < 01%
neHTanamug (npumecs P)
Miwban eagrHU4HanA He 6onee 0.2 % 0.1%
HeuaeHTUdUUMPOBaHHARA NPUMECh
Cymma npumeced (kpome nonMMepos He Gonee 1.0 % 02 %
TMOKTOBOM KUCNOTbI)
CTepunbHOCTb Mpenapat AomkeH BbiTb CTEPUNbHLIM CooTsercTeyeT
BakTepuanbHbie 3HA0TOKCHHBI He Gonee 5 E3/Mn < 2. E3/mn
KonuyecTeeHHoe onpejeneHve
TWOKTOBaR KWMCNOTa Ot 23.75 go 26.25 mrimn 25.17 mrimn
YnakoBkKa Mo 12 mn npenaparta B aMnynbl TEMHOrO CTEKNA C 6enbim CooTeeTcTeyeT

KONbLOM (NUHUA Haanoma) B sepxHe 4acTu amnynbl. Mo 5 amnyn

B KAPTOHHYIO KOHTYPHYIO YNaKoBKy (NOTOK). Mo 1 KAPTOHHOM

KOHTYPHO yNakoske C MHCTPYKLMEH NO NPUMEHEHWIO npenaparta s

KapTOHHYIO NAYKy.
MapkupoBKa Peaynbrar
1. MepBnYHan yNakoBKa NekapcTBeHHOro npenapara.
Ha 3TUKEeTKE amMnynbl HA PYCCKOM A3bIKE YKA3bIBAIOT:
HauMeHoBaHue (hupmbl - Npon3soauTens U
HaumeHoeaHue rpMbl, OCYLLECTBNAWEN
BLINYCKAIOLLMIA KOHTPONb Ka4eCTaa, CTpaHy

Mpou3soawTens: Jeep Gapma Mena
'M6X, Mepmanua
BbINyCKaIoWMA KOHTPONb: Bepnun-Xemu AT,
Tepmanua

Vorsitzender des Aufsichtsrates: Dr. Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucei (Vorsitzender), Edward Szybowski, Dr. Christian Matschke,
Dr. Attilio Sebastio, Or. Claudia Abel - Postanschrift: Berlin-Chemie AG, 12486 Berlin - Tel. +49 30 6707-0 (Zentrale), Fax +49 30 6707-2008 (Qualitatskontrollel.
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MENARING

Analysenzertifikat Certificate of Analysis
MpoaykT: Bepnutnon® 300
Koa npoaykra: F132415

Ne cepuu: 11004

MapkupoBka

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

TOProBoe HaMMeHOBaHUE Npenapara ¢ NPeaynNpPeauTeNnsHOR MapkMpoBKOA «®»
NEXaPCTBEHHYI0 POPMY, KOHUEHTPaUNIC

KONMYECTBO Npenaparta B 04HOW amnyne (B MUNNUNUTPax)
COAEpXaHWe TMOKTOBOW KWCNOTkI B 1 amnyne

Ne cepuw: 11004

[ata narotosnenuna: 02/2021

lopeH po: 02/2024

CrepunsHo

cnocob npUMeHeHUs

CobnioaaTtb NPUNOXKEHHYIO MHCTPYKLUIO NO NPUMEHEHWI0 Npenapara.
Cogepxamoe amnynsi paisectu g 250 mn 0,9 % pacrsopa HaTpus xnopuaal
XpaHuTb B HEROCTYNHOM ANA aeTten mecre!

He 3amopaxwveaTs!

HeBnanmbiA JHAK JanTel

MpoM3BOACTBEHHBIA KOA

2. BropuyHan ynakoBka

Ha kapTOHHOR NaYKe HA PYCCKOM A3LIKE YKA3bIBAOT:
HauMeHoBaHwe MPMbl - NPOWIBOAMTENSA W
HauMeHOoBaHWe rPMbl, OCYLLECTBNAIOWENA
BbINYCKAIOLMIA KOHTPONb KAYecTsa, CTpaHy

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

TOProBoe HAaMMEHOBAHWE Npenapara ¢ NPeAynpPeanTENLHON MapKUpoBKon «®»
MEXYHAPOAHOE HeNaTEeHTOBAHHOE HaUMeHOBaHWE

NEKapPCTBEHRY I (POPMY, KOHUEHTPaLMO

KONMYECTBO NpenapaTta B OAHOW aMmnyne (B MUNNMNUTPax)

KONWYECTBO amnyn B ynakoBke

cogepxaHwe AeACTBYIOWero eewlecTea e 1 amnyne

BCNOMOraTenbHble BEWECTBa 3TUNEHAMAMUH, NPONUNEHINIMKONL, BOAA ANA UHBLEKLMA
YCNOBUA XPaHEHWA

CobnicaaTte MHCTPYKUMIO NO NPUMEHEHUIO NPenapara, KOTOPaA HaxOAWTCA BHYTPU yNaKoBK1
XpaHwTb B HEAOCTYNHOM ANA AeTein mecTe!

PErucTpaunoHHLIR HOMEp

yCNOBUA OTNycKa

Ne cepun: 11004

[Nara uarotoenexun: 02/2021

lopew po: 02/2024

LUTPUX-KOA

CTepunsHo

cnocob NpUMEHEHNA

HEBMAUMBIA 3HAK AT

NPON3BOACTBEHHBIW KOO

3TUKETKA KOHTPONA NEepPBOro BCKPLITUA

CPeACcTBa MAEBHTUDMKALMK CUCTEMbl MOHWTOPWHIa ABWKEHWA NEKapCTBEHHbIX Npenaparos
XpaHeHue
CpoOK rogHOCTH

Ceprudmxar:
BbilweykazaHHas cepus oteevaeT TpefosaHMAM HOPMATUBHOW AOKYMEHTaLWUM.

Dr. Samy Schwandt

YNonHOMOYEHHOE NUUO

3 ropa; 6 YacoB NOCNE NPUroTOBNEHUA PaCcTBOPa ANA WHAYIUA,

BERLIN-CHEMIE
MENARINI

Ceprudukar ananusa

PeayneT

BERLIN-CHEMIE/MENARINI

MNpoussoauTens:

BoinyckatoLui KOHTPONb:

Bepnutuon® 300
KoHueHTpar ans
NPUroTOBNEHHA pacTeapa
ANA WHADY3WRA, 25 mr/mMn
12 mn

0,300r

yKa3aHo

BHYTPUBEHHO KanensHo
yKasaHo

yKkasaHo

yKasaHo

yKasaHo

HE NMeeTCR

umeeTcs

Jsep Papma Wena
'MBX, Mepmanua
BepnuH-Xemu AT,
lepmanus

BERLIN-CHEMIE/MENARINI

Bepnutuon® 300
TUOKTOBaR KWCNOTA
Kouuentpar gns
NPUroTOBNEHUA pacTeopa
Ana wHgyann, 25 mrimn
12 mn

5 amnyn

0,300r

yKasaHo

XpaHuTb Npu Temneparype
He Bblwe 25°C.B
JalMULLEHHOM OT CcBeTa
Mecre.

yKa3laHo

yKa3aHo

M NO11434/01

No peuenTy.

wmeercs
ykasaHo

BHyTpuBEHHO KanenbHo
MMEeTCR

umeeTcs

He uMeeTcA

umeeTca

Mpw TemnepaType He Boile 25°C,B 3alMLIeHHOM OT ceeTa MecTe. He aamopaxwearts!

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



