000 BepnnH-Xemn/A. MeHapuHm

INOATBEPXKJIEHHUE COOTBETCTBHA

Ne IIC-12006

TOpl"OBOC HaMMCHOBaHHE

bepnutroH® 300

Mex1yHapoJHOe HenaTeHTOBaHHOE HAHMEHOBaHHE
(TpynmHpoBOYHOE HITH XHMHYECKOE)

THOKTOBad KHCIIOTA

JlekapcTBeHHas popma

KOHILIEHTpAaT A/ PUTOTOBJICHUS
pacTBopa M1 HHY3HI

Jlo3upoBka 25 mr/mn

®dopma BbIITyCcKa 12 M, amnynel (5 wt.) , mayku
KapTOHHbIE

Homep cepun (maptun): 12006

O0beM cepu (mapTum) 7750

JlaTa ImpoM3BoJIcTBa 01.05.2021

I"ozmeH no 01.05.2024

HanmenoBanwe u ajpec mpomsBoguTens (¢ IlponsBoauTenn

yKa3aHHEM CTaHH NIPOH3BO/ICTBA)

OBEP ®apma Hena I'm6X
(Otto-Schott-Str. 15, 07745 Jena, ) ,
I'epmanus
Beinyckawmmii KOHTPOJIb KA4eCTBa
bepmuu-Xemu Al',I'epManus
(Glienicker Weg 125, 12489, Berlin)

Homep ¥ 11aTa perucTpallioHHOTO YI0CTOBEPEHHS

II NO011434/01 ot 02.09.2011
JlaTa BHeceHHs uaMeHeHu# 24.07.2019

Homep ¥ nata HOpMaTHBHOM TOKYMEHTAIHH

ITN011434/01-240719, uzm. Nel

HaumeHoBaHnue H azipec nepxarens bepmin-Xemu AT, 'epmanus,
PETrHCTPAIIHOHHOTO (Glienicker Weg 125, 12489, Berlin)
YIAOCTOBEPEHHS

HacTosimuii J0KYMeHT MOATBEPKIAET:

-JlaHHBIH JIEKapCTBEHHBIH TperapaT cooTBETCTBYeT 61-®3 «O6 oOpallleHHH 1eKapCTBEHHBIX

CPEJICTB. .. »;
-Cepust JICKApCTBEHHOrO IMpernapara COOTBETCTBYeT TpeOOBaHHMSM, YCTAHOBIEHHBIM IPH €ro
roCyZ1apCTBEHHOH perucTpaLuy

=~ CokoJoB B. .

20.10.2021
(mara )

000 “bepnuH-Xemu/A. MeHapuHu"

KOpuaudecknia agpec: Pocecus, 123317, r. Mocksa, MpecHeHckan HabepexHas, . 10
MoyTosbi agpec: Poccuna, 123317, . Mockea, MNpecHeHckan HabepexHasn, 4. 10
TenedpoHn: +7 (495) 785-01-00, pakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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Analysenzertifikat Certificate of Analysis Ceprugpukar ananunsa

MpoaykT: Bepnutuon® 300

Koa npoayxra: F132415

Ne cepvu: 12006

[ata uarotoenenun: 05/2021 lopeH go: 05/2024

[Nara sbinycka cepuu: 24/09/2021

HopmaTtueHan aoKyMeHTauus: M N011434/01-240719 ¢ nam. Ne1

NekapcreexHan opma: KOHUEeHTpaT ANA NpUroToBNEHWA pacTBopa AnA WHgY3WA, 25 mrimn

[leicTeyiollee BeWeCTBO: TuoKTOBaRA KUCNOTa

MpoussoauTens aedcTeyowlero sewecrsa: OnoH C.n.A., Utanus

O6bveM cepum (KonuyecTso): 7750

Mokasarens Cneundukauun Peaynurar

Onucanue Mpo3payHblil 38NeHoBaTo-KenTLIn pacTeop CooTseTctBYeT

LiseTHocTb MHTEHCUBHOCTL OKpacku Npenaparta He A0MKHa NPeBbIWwarh CooreercrayeT
WHTEHCUBHOCTbL OKpacku aTanoHHoro pacteopa GY,

Mpo3apayHocTh Pacraop gorkeH 6biTe Npo3paYHbIM CooreetcreyeT

M3enekaemblih 06bem He menee 12 mn 12. mn

3Havexue pH Or8.0009.0 8.7

MognuHHOCTL Ha xpomarorpaMme WCNLITYEMOrO pacTBopa Hap CTapTOBbLIM NATHOM a MonoxurensHo

TuoKkTOBAR KMCNoTa (TCX) ACMHHO 06HAPYMBATLCA NATHO NO NONOXEHWIO, paamepy u uysety

COBNajamLyee C NATHOM TUOKTOBOM KUCNOTLI Haj CTapTOBLIM NATHOM b
Ha XpoMarorpaMme CTaHAapTHOro pacTeopa

MoanuHHOCTH Bpems yaepusaHWa OCHOBHOMO NMKa Ha XPOMAaTOrPaMMe MCNbITYeMOro MonoxuTensHo
TwokToBas kucnota (BAXX) pacTeopa A0MKHO COOTBETCTBOBATL BPEMEHU YASPHMBAHNA NUKa

TWOKTOBOW KUC/NOTBI HA XPOMATOrpaMMe CTaHAapTHOro pacTeopa
MoanuHHOCTL Ha xpomarorpaMme WCNLITYEMOro pacTeopa Haj CTapToBbIM NATHOM & MonoxutensHo
3runeHguamun (TCX) AOMKHO 0BHapPYMUBATLECA NATHO NO NONOXKEHMUIO, PA3MEpY W LUBETY

COBNapalollee C NATHOM 3TUNEHAUAMWUHA HaJ CTApPTOBbIM NATHOM € Ha
XpOMarorpamme CTaHAapTHOro pacTsopa
MoanWHHOCTL Ha xpomarorpamme UcnbiTyemMoro pacTeopa Hag CTapTOBbIM NATHOM o MNonoxurensHo
Mponunexrnvkons (TCX) AOMKHO OGHAPYKMBATLCA NATHO NO NONOKEHUIO, PasMepy U UBeTY
coenajawuyee c NATHOM NPONUNEHINIMKONA HaA CTAPTOBLIM NATHOM @ Ha
XPOMBTOrpaMMe CTaHQapTHOro pacteopa
MexaHu4yeckue BKNIDHEHUA

Buaumble 4acTuubl MpenapaT He AOMKEH COAEPXaTb BUAMMBIX FNa3oM 4acTuy CootseTcTayet
Hesuaumble yacTuubl 2 10.0 MM — He Bonee 6000 yactuy / amn. 50.
2 25.0 MkM — He Bonee 600 yacTvy / amn. 1

PoacTeeHHbIe npuMecK

Monumepbl TMOKTOBOW KMCNOThI He Gonee 3.0 % 14 %

N-(2-amuHoatun)-5-(1,2-autvonax-3-un)- He Gonee 0.5 % < 01%

neHraHamug (npumecs P)

Nobas eanHWyHaA He Gonee 0.2 % < 01 %

HEWAEHTUDULUMPOBAHHAA NPUMECH

Cymma npumecei (KpOME nonumepos He Gonee 1.0 % < 01%

THWOKTOBOWK KMCNOTbI)
CrepunbHOCTL Mpenapat gomkeH 6biTe CTEPUNBHLIM Cooreertcrayer
BakTepuanbHbie 3HAOTOKCUHBI He 6onee 5 E3/mn < 2. E3/Mn
KonuuecTeeHHoe onpegeneHue

TuokToBaA KMCNoTa Or 23.75 po 26.25 mrimn 24.21 mrimn
¥Ynakoska Mo 12 mn npenapata B aMnynbl TEMHOTO cTekna ¢ 6enbim Cooteercrayer

KONbUOM (NMHKA HaAnoMa) B BepxXHeN YacTu aMnynsl. Mo 5 amnyn
B KapTOHHYIO KOHTYPHYIO ynakosky (noTok). Mo 1 kapToHHO#M!
KOHTYPHOI# yNaKkoBke € MHCTPYKUMel NO NpUMEHeHWIo npenaparta B
KapTOHHYIO Nayky.

MapkupoBka Peaynerar

1. NepBuUyHaA ynakoska NekapcTBEHHOro npenapara.

Ha atukerke amnynol Ha KOM A3bIKe YKa3bIBaloT:

HaumeHoBaHWe PUPMBI - NPOU3BOAUTENA W Mpoussoaurens: 3sep dapma WeHa

HaumeHoBaHue UPMBI, OCYLLECTBNRIOWENR m6X, Fepmanus

BbiNyCKAKOLLMIA KOHTPOMb KauecTea, CTpaHy Buinyckatowumis koHTpons: BepnuH-Xemu AT,
FepMaHus

Vorsi:@nder 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).
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Analysenzertifikat Certificate of Analysis
Mpoayxr: Bepnutuon® 300
Koa npopaykra: F132415

Ne cepuu: 12006

Mapkupoeka

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

TOProsoe HaumeHoBaHWe Npenaparta ¢ NpeaynPeaNUTENbHOM Mapkuposko «®»
NeKapCTBEHHYID CHOPMY, KOHLIEHTPaLMIO

KONnu4ecTso npenapata B OQHOM amnyne (8 MUNNUNUTPax)
COAEPXaHWE TUOKTOBOW KUCNOTLI B 1 amnyne

Ne cepun: 12006

[ara usroroenenus: 05/2021

lopen po: 05/2024

CrepunsHo

€nocod NPUMEHEeHUA

Cobnioaats NPUNOXEHHYI MHCTPYKLMIO NO NpUMeHeHwuio npenapara.
Copepxmoe aMmnynbl passecTu B 250 Mn 0.9 % pacTeopa Hatpus xnopuaal
XpaHuTh B HEAOCTYNHOM ANA feTeit mecTe!

He 3amopamwvisats|

Hesuanmbli 3Hak sawmTe

MNpoussoacTeeHHsIR Kog

2. BropuyHan ynakosxa

Ha kapTonHoi nauke Ha pycckom A3bIKE YKa3bIBAIOT;

HaumeHoBaHWe (hUpMbl - NPOM3BOAKTENA W
HauMeHoBaH1e (PMsI, OCYLLECTBNRAIOLEeH
BbINYCKAIOLLMIA KOHTPOML Ka4ecTsa, cTpauy

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

TOproBoe HaMmeHoBaHWe npenapara ¢ NPeAynpPeAuTENbHOM MapKUPOBKOW «®»
MEX1YHapOAHOE HenaTeHToOBanHoe HaumeHoBaHue

NexapcTBeHHYIO (hOPMY, KOHLEHTPALMIO

KONW4ECTBO NpenapaTa B ORHOW amnyne (B MWUNNUNKUTpax)

KONUYECTBO amnyn B ynakoeke

COAepXaHne AenCTBYIOWero BelecTsa B 1 amnyne

BCNOMOraTentHbl@ BELIECTBA: 3TUNEHAHAMUH, NPONUNEHrNUKONb, BOAA ANA MHLEKUWIA
YCNOBUA XpaHEHUA

CobnioaaTs MHCTPYKLKIO NO NPUMEHEHMIO npenapara, KOTopas HaxoAMTCH BHYTPH yNakoBKu
XpaHuTe B HEAOCTYNHOM ANs AeTed mecTe!

PErvCTPauMoHHbIA HOMEep

YCNOBUA OTnycka

Ne cepun: 12006

fara narotoenenus: 05/2021

logew ao: 05/2024

LUTPUX-KOA

CrepunsHo

cnocof npumMeHeHUA

HEBUAUMBIM 3HAK 3aLMTBI

NPOU3IBOACTBEHHBIA KOA

3TUKETKA KOHTPONA NEPBOro BCKPLITUA

CPeACTBa MABHTUDUAKALIMM CHCTEMbI MOHUTOPMHIE A BMKEHMA NexapcTBEHHbIX NpenapaTos
XpaneHue
Cpok ropHocTH

Ceprtuduxar;
BoileykalaHKasn cepus oTBeqaeT TpeBoBaHUAM HOPMaTUBHOR AOKYMEHTaLMM,

r. Tibor Miké

YnonHoMo4eHHoe nuuo

Versitzender des Aufsichtsrates: Dr, Alberto Giovanni Aleotti - Vorstand: Dr. Luca Lastrucci (Vorsitzender), Edward
Dr. Attilio Sebastio, Dr. Claudia Abe! - Postanschrift: Berlin-Chemie AG, 12485 Berlin - Tel, +49 30 6707-0 (Zentrale), Fax +49 3

BERLIN-CHEMIE
MENARINI

Ceprugukar ananusa

Peaynervar

BERLIN-CHEMIE/MENARIN|

Mpoussoautens:

Bbinyckarowmuin KOHTpons:

Bepnutuon® 300
KonuenTpar ans
NpWIoTOBNEHHA pacTeopa
ANA UHdyauid, 25 mrimn
12 mn

0,300 r

yka3aHo
BHyTpuUBeHHO kanensHo
yKkasaHo

yka3saHo

yKkasaHo

ykasaHo

He Umeertca

nMeeTcs

Jsep ®apma Wena
MEX, Fepmanun
Bepnux-Xemu AT,
lepmanun

BERLIN-CHEMIE/MENARINI

MNpu Temneparype He Bbile 25°C,B 3awMuieHHOM OT ceeTa mecre. He 3amopa

Bepnutuon® 300
TwokToBas kucnora
KowuexTpar gna
NPUroToBNeHUA pacreopa
AN uHdDy3uia, 25 mrimn
12mn

5 amnyn

0,300r

yKasaHo

XpanuTs npu Temneparype
He Beile 25°C,8
JaWMLLeHHOM OT cBeTa
MecTe.

yKkasano

yKasaHo

M NO11434/01

Mo peuenry.

uMeeTcA
ykaaaHo
BHyTpUBEHHO kanenbHO
umeeTcs

umeerca

HE UMeeTcs
umeeTca
MBaTh|

POOWski, Dr. Christian Matschke,
0 6707-2008 (Qualitdtskontrolle)



