[Ao6poBonHa nHpopmaLmsa 3a 6e3onacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTvkyneH Homep: 3145 JaTa Ha cbcTaBsaHe: 10.12.2020
Bepcus: 3.0 bg MpepaboTeHo n3gaHune: 02.03.2024
3amecTBa BepcuaTa oT: 20.12.2021

Bepcusa: (2)

PA3SAEN 1: UaeHTPMKaLMA Ha BeLLLeCTBOTO/CMeCcTa U Ha Apy>KecTBoTo/
npeanpuaTueTo

1.1 NpeHTndpunkaTtop Ha npoayKTa

NaeHTdrKaums Ha BeLLeCcTBOTO L-apruHuH xugpoxnopug >98,5 %, Ph.Eur., USP
ApPTUKYyNneH Homep 3145

PerncrtpayvioHeH Homep (REACH) 01-2119961765-25-xxxx

EO Homep 214-275-1

CAS Homep 1119-34-2

ANnTepHaTUBHO(M) HAMMEHOBaHMe(s) H-L-Arg-OH - HCI

1.2  WNpeHTMdMUMpaHM ynoTpe6u Ha BELLLeCTBOTO U/IN CMECTa, KOUTO Ca OT 3HaueHue, 1 ynoTpeén,
KOWTO He ce npenopbyBaT

NaeHTnounumpaHn ynotpebu, KouTto ca oT JNlabopaTtopeH xnumuKan

3HayeHue: NabopaTtopHa 1 aHanuUTU4Ha ynotpeba

YnoTtpebu, KOUTO He ce NpenopbyBaT: Ja He ce n3n0a3Ba 3a YacTHW Lenn
(AOMaKMHCTBA). HannTkm n xpaHw 3a xopa un
SKMBOTHW.

1.3 TMNoppo6bHU AaHHU 3a AOCTAaBYMKA Ha NHPOPMALLMOHHUA NUCT 3a 6e3onacHOCT

Carl Roth GmbH + Co. KG
Schoemperlenstr. 3-5
D-76185 Karlsruhe
FepmaHua

TenedoH:+49 (0) 721 -56 06 0

dakc: +49 (0) 721 - 56 06 149

eneKTpoHHa nowa: sicherheit@carlroth.de
Ye6cairT: www.carlroth.de

KomMneTeHTHO nuLe, KOeTO OTroBaps 3a Department Health, Safety and Environment
NHHOPMALIMOHHUS NNCT 3a 6€30MacHOCT:

aApechbT Ha eJIeKTPOHHa noLya sicherheit@carlroth.de
(KOMMNeTeHTHOTO Nnunue):

14 TenedoHeH HOMep NMpU cneLwHn cnyyam

MoweHck TenegoH Ye6caniTt
n kopn/

HaceJieHO
MACTO

National Toxicology Center Totleben Blvd No. 21 1606 Sofia +35929154 233 | www.pirogov.bg
Toxicology clinic "N.I. Pirogov"
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[Jo6poBonHa nHpopmauuma 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

PA3AE/N 2: OnncaHvie Ha onacHOCTUTe

2.1

KnacuéduumpaHe Ha BeLeCTBOTO UM CMeCTa

KnacnpuuympaHe coernacHo PernameHT (EO) Ne 1272/2008 (CLP)

ToBa BeLLLeCTBO He OTroBaps Ha KpuUTepuuTe 3a KnacuduuypaHe cbrinacHo PernameHT Ne 1272/2008/
EO.

EnemMeHTN Ha eTUKeTa

ETukeTupaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)

He ce N31CcKBa

Apyrn onacHocTmn

PesynTtaTun ot oueHKaTa Ha PBT n vPvB

CbrnacHo pesyntatuTe OT oLleHKaTa BellecTBoTO He e PBT nauv vPvB.

CeoilicTBa, HapyllaBalin GyHKLMUTE HA eHAOKPUHHAaTa cMcTtemMa
He cbabpxa eHAOKPUHeH HapywunTen (ED) B koHUeHTpauusa > 0,1%.

PA3AEN 3: CbcTtaB/MHPOpMaLMA 3a CbCTaBKUTe

3.1

BewiecTtBa

HanmeHoBaHMe Ha BeLLecTBOTO L-aprmHmnH xmapoxnopug
MonekynHa ¢opmyna CgH4N,O, - HCI
MonapHaTa maca 210,7 9 mol

REACH per. Ne 01-2119961765-25-xxxx
CAS Ne 1119-34-2

EO Ne 214-275-1

PA3/AE/N 4: MepKkun 3a NbpBa NOMOLL,

4.1

onuncaHue Ha MepKnTE 3a NbpBa NoOMoOLL,

0O6Lwum 6enexxkun

He ca HeobxoanMuM crneumanHn Mepkm 3a 6e30NacHoCT.

Cnep BguwuBaHe

Ocnrypm 4ncT Bb3ayX.

Cnep KOHTAKT € KOXKaTa

Ob6neiiTe KOXaTa C BOja/B3eMeTe AyLil.

Cnep KOHTAKT € ouUnTe

MpomunBanTe BHUMATENHO C BOAA B NPOAB/IKEHMNE Ha HAKOKO MUHYTHU.
Cnep nornbLiaHe

M3nnakHeTe ycTata. [Mpun Hepa3nosioxeHve ce obageTe Ha nekap.
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[Jo6poBonHa nHpopmauuma 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

4.2 Haii-cblLLeCcTBEHM OCTPU M HaCTbNBaLLY C/ie[ U3BECTEH Nepuos oT BpeMe CUMNTOMU U edpeKkTur
CyMnTOMU 1 edeKTU He ca MO3HATU KbM SHELLHa AaTa.

4.3 YKa3aHue 3a H606XOAI/IMOCTTa OT BCAKAKBU HEOT/IOOKHUN MeANLNHCKUN TPVDKU U cnelyuasiHO
ne4yeHwve

HAMa

PA3AEN 5: NpoTBONOXXapHU MepKU

5.1 CpeacTBa 3a raceHe Ha noxxap

MoAaxoAsLm No)KaporacuTeNHn CpeacTBa

Aa Ce KOOPAMHMPAT NPOTUBOMOXAPHUTE MepPKM C OKONHOCTA!
BOZa, NsIHA, YCTOMUMBA Ha anKoXo/ MsiHa, Cyx Npax 3a raceHe, ABC-npax

HenoaxopasaLm no)xaporacuTenHu cpeacTea
BOJHa CTpys
5.2 Oco6eHM onacHOCTU, KOUTO NPOMN3TUYAT OT BELLLeCTBOTO U/IN CMecTa
Fopum.
OnacHu NpoAyKTY Ha UsrapsiHe

B cnyyali Ha noxap Morart Aa Bb3HUKHAT: A30THU okecnam (NOXx), BbrnepogeH MoHookcumg (CO),
BwrnepogeH anokcng (CO,)

5.3 CbBeTM 3a NoXKapHUKapuTe

B CﬂyanI Ha NnoXap n/Nnn ekCcnnosmnsa Aa He ce BaULWIBa guma. acete no>kapa c obuyaHuTe
npeanasHy MepKy OT PasyMHO pa3cTosHue. [la ce HOCM aBTOHOMEH AguxaTesieH anapar.

PA3/AE/ 6: Mepku npu aBapuiiHO n3nycKkaHe

6.1 NInuHn npeanasH MepkKu, npeanasHn cpeactBa m npoueaypuvi npm cnewHuy ciydaun

3a nepcoHa’, KOTOo He OTroBaps 3a CNeLUH c/lyyan
He ca HEO6XOAMMM CrieumnanH Mepku.
6.2 TMpeanasHU MepKK 3a ONasBaHe Ha OKOJIHAaTa cpeAa

I'Ipep,na3|3a|7| OT 3aMbpCdABaHe Ha OTTOYHW KaHain3aynm, NOBbLPXHOCTHU U Nogno4vBeHW BoAN.
3anasu 3aMbpCeHaTa BOAa 3a OTMBaAHE U A U3XBbPJIN.

6.3 MeToan n maTepnanu 3a orpaHuyaBaHe v NnoYncTBaHe
CbBeTV OTHOCHO HaYUHWUTE, N0 KOUTO Aa Ce orpaHnNyYun pasinBbT
MokprBaHe Ha OTTOYHM KaHanmsaumn. [la ce cbbepe MexaHU4YHo.

CbBeTM OTHOCHO HAYMHUTE, NO KOUTO Aia Ce NOYUCTU PasNIUBBLT
Ja ce cbbepe MexaHNYHO.
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[Ao6poBonHa nHpopmaLmsa 3a 6e3onacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTvkyneH Homep: 3145

Apyra nHpopmarms 0OTHOCHO passINBU N U3MNYCKaHUA
MocTaBeTe B NOAXOAALLN KOHTEMHEPY 3@ U3XBBbP/ISHE.
6.4 [lo3oBaBaHe Ha Apyru pasaenu

OnacHW NpoAyKTW Ha U3rapsiHe: BUX pasgen 5. JInuHu npegnasHmM cpeicTBa: BUX pasgen 8.
HecbBMmecTMU MaTepumanu: Bux pasgen 10. ObesBpexaaHe Ha oTnagbLuTe: BUX pa3gen 13.

PA3AE/1 7: O6paboTKa U CbXpaHeHue

7.1 MpeanasHu mepku 3a 6e3onacHa pa6oTa
He ca HeobxoanmMun crneumanHn Mmepkm 3a 6€30NacHoCT.

CbBeTM 3a o6LLia XMrmeHa Ha Tpyaa
[a ce cbxpaHsiBa faneye OT HaMUTKN 1 XPaHW 3a XOpa U XMBOTHMW.

7.2  YcnoBus 3a 6e30MacHO CbXpaHABaHe, BK/IIOUYUTENTHO HECbBMECTMMOCTM
[a ce cbxpaHsiBa Ha Cyxo MacTo. CbAbT Aa Ce CbXPaHsiBa MIbTHO 3aTBOPEH.

HecbBMecTUMM BeLLecTBa U cMecu
Cna3BaliTe ykasaHWUsTa 3@ KOMBUHMPAHO CbXpaHeHue.

CnasBaHe Ha Apyrv cbBeTuU:
Cneun$pnyHO NpoeKTUpaHe Ha NOMELLLEHNSA 3a CbXpPaHEHMe NN Ha CbaoBe
MpenopbyaHa Temnepartypa Ha cbxpaHeHue: 15-25 °C
7.3 CneunduruHa(m) kpaiHa(mn) ynotpeba(un)
HsaMa HannyHa nHopmaums.

PA3/AE/ 8: KOHTpo/1 Ha eKcno3uunaTa/NINYHU npeanasHy cpeacTBa

8.1 MapameTpu Ha KOHTPOJI
HaumoHanHM rpaHNYHN CTOVHOCTU

FPpaHUYHM CTOMHOCTY Ha NpodecmoHasiHa ekcnosmuus (FpaHULM Ha eKCNo3ULMA Ha
pa6boTHOTO MACTO)

Tasn nHdopmMaums He e HaIMYHa.

CToMHOCTM 3a 34paBeTo Ha YoBeKa

CboTBeTHUTE DNEL- 1 apyrn nparoBu HUBa

lMparoso Llen Ha 3awWwuTa, 3non3BaH B Bpeme Ha ekcno3uuus
HUBO NbT Ha
eKkcnosuyus
DNEL 668,2 mg/m3 YyoBeK, MHXanaunoHHa npoMuLLNeH paboTHUK XPOHNYHWN - CUCTEMHN
edexTn
DNEL 947,5 mr/kr yoBekK, AepmasHa npoMuLLNeH paboTHUK XPOHNYHN - CUCTEMHN
TesniecHo Terno/ edexTn
JeH
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[Jo6poBonHa nHpopmauuma 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

R0TH

CTOMHOCTM 3a OKOJIHaTa cpepa

CboTBeTHUTE PNEC- 1 Apyru nparoem HMBa

KpaiiHa Mparoeo OpraHnsbm KOoMnNoOHEeHT Ha Bpeme Ha ekcno3uuus
TOYKa HUBO OKOJIHaTa cpeaa
PNEC 2,2 M9y, BOZIHV OpraHmnsmm cnajka soga KpaTkoTpaliHa (MUrHoBeHa)
PNEC 0,22 M9y, BOZIHV OpraHn3smm MOpcKa Boja KpaTKoTpalHa (MUrHOBeHa)
PNEC 129/ BOAHW OpraHnsmmn npeyncreaTesiHa CTaHUus KpaTkoTpaliHa (MUrHoBeHa)
(STP)
PNEC 4,437 mg/kg BOZIHV OpraHnsmm yTalikn B crnagka Boaa KpaTkoTpaliHa (MUrHoBeHa)
PNEC 0,444 mg/kg BOZIHV OpraHnsmm MOPCKW yTamKkm KpaTKoTpaliHa (MUrHOBeHa)

8.2 KoHTpos Ha ekcno3uvuyusTa

NHanBnayanHun Mmepku 3a 3aLlimTa (IMYHM NpeanasHn cpeacTBa)

3awmTa Ha oumTe/nuueTo

M3non3gai npeAnasHM Mackm CbC CTPaHMYHA 3aLLMTa.

3awnTa Ha KoXkaTa

* 3al4MTa Ha pbLeTe

[la ce HoCAT nogxoAdAwm pbKasnuu. NMoaxoasaLwm ca pbKaBuLmM 3a 3aLlUMTa OT XMMKKaM, KOUTo ca
n3nNuUTaHu B cboTBeTcTBME C EN 374.

* BUA Ha maTepunana

NBR (HnTpunnos kayuyk)

* pe6envHa Ha maTepuana

>0,11 mm

* NISHOCBAaHe Ha MmaTepuasia Ha pbKaBuuyuTe

>480 MUHYTU (NPOHNKBAHE: HNBO 6)

* AONMB/IHNTE/TH MEepPKU 3a 3aliuTa

[a ce ocTaBAaT nepmnoan Ha Bb3CTaHOBABAHE 3a pereHepaund Ha KoxaTa. npoq)VIﬂaKTVl‘«lHa 3alnTa Ha
KoXaTa (3aLlnTHN erMOBe/MeXHEMI/I) ce npenopwb4Ba.

3alwmTa Ha guxaTe/IH1Te NbTULA

9

AnxatenHa 3awmTta e HeobxoauMa npu; OTaensiHe Ha nNpax. Anapat ¢untpupaly, yactuum (EN 143).
P1 (dnntpmpa noHe 80 % OT Bb34YLUIHOMNPEHOCHUTE YacTULM, LIBETOBM Koz: bsn).

Bbarapus (bg)
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[Jo6poBonHa nHpopmauuma 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne

1907/2006 (REACH)

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

R0TH

KOHTPOH Ha eKcno3muyumsaTa Ha OKOJIHaTa cpeaa

I'Ipep,rla3Ba|7| OT 3aMbpCABaHeE Ha OTTOYHW KaHannm3auynn, NOBbPXHOCTHU U nogno4vBeHW BoAN.

PA3AEN 9: PUSNYHU N XMMUNYHW CBOIACTBA

9.1

I/|Hc|>opmauvm OTHOCHO OCHOBHUTE ¢M3I/I'-IHI/I M XMMWNYHU CBOMCTBA

OU3NYHO CBCTOAHKE

®dopma

LBaT

Mupunc

Touka Ha ToneHe/ToYKa Ha 3aMpb3BaHe

Touka Ha KnneHe NN Ha4vasHa ToYKa Ha K1MneHe n
MHTEpPBaa Ha KnneHe

3anaanmocTt

[lofIHa 1 ropHa rpaHMLa Ha eKCna03MBHOCT
Touka Ha 3ananBaHe

TemnepaTtypa Ha camo3ananBaHe
TemnepaTtypa Ha pa3nagaHe

pH (cTonHoCT)

KrnHemaTnyeH BuckosuTteT

PasTBopurmocCT(11)

PasTBOpUMOCT BLB BOJa

KoedbunumeHT Ha pasnpegeneHvie

KoeduuneHT Ha pasnpeseneHvie n-oKTaHoN/BoOAa
(norapnTMUMYHa CTOMHOCT):

HandaraHe Ha napumrte

[MABTHOCT /AW OTHOCUTENIHA NJTBTHOCT

MnbTHOCT

OTHOCUTEeNHa NABTHOCT Ha napute

O6eMHO Terno Ha HacuMnHU MaTepuranu

xapaKTepI/ICTVIKVI Ha vYactnumTte

Apyrv napameTpu Ha 6e30MacHoCTTa

TBbPA
KpUCTanHu

65an

6e3 Mupuc

>225 °C npun 1.013 hPa (ECHA)

235 °C npwu 1.013 hPa (ECHA)

TO3W MaTepuan e roprM, HO HAMa Ja ce 3ananm
NlecHo

He e onpegeneH

He e NPUNOXNM

He e onpegesneH

235 °C npwn 1.013 hPa (ECHA)

5,7 (BbB BogeH pasTteop: 100 9/}, 20 °C)

He Ce OTHacsa

730 9/, npu 20 °C (ECHA)

-3,24 (25 °C) (ECHA)

HeE e onpeaeneH

1,42 9/cms Npun 20 °C (ECHA)

Hama HannyHa I/IH(I)OpMaLl,VIﬂ OTHOCHO TOBa
CBOWCTBO.

~1.250 X9/,

HAMa HannmyHu gaHHW.

Bbarapus (bg)
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[Jo6poBonHa nHpopmauuma 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

R0TH

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

OKCNAMpPALLM CBOIACTBA HAMa

9.2 [Apyra nHpopmauus

MHdopmMaLmsa BbB Bpb3Ka C KnacoBeTe Ha Knacose Ha onacHocT cbra. GHS
$M3MYHa onacHoCT: ($M3MYHKM ONACHOCTMN): He ce OTHAacCH
Apyrn xapakTepucTnkm 3a 6e3onacHoOCT: Hsama gonbaHuTenHa nHdopmaums.

PA3AE/ 10: CTabUNHOCT N peaKTUBHOCT

10.1 PeakuUMOHHA CMOCO6GHOCT

MpoaykTa B focTaBeHaTa GopMa He e B CbCTOAHME Aa eKCNNoAMpa 3anannummns npax; oboratsaBaHeTo
¢ $1H nNpax obaye BOAM A0 ONACTHOCT OT €KCMI03MA Ha 3anaavm npax.

10.2 XumuUuHa cTabunHocT

MaTepwrana e ycToliumB Ha TemnepaTtypa 1 HansraHe unun B obryaiiHa cpesa v Npu NpessuanMmnTe
YCNOBUS Ha CbXpaHeHre 1 paboTa.

10.3 BBb3MOXXHOCT 3a ONacHU peakuuun

Pearupa pa3Ko C: CUIEH OKUCUTEN

10.4 Ycnosus, KonTo Tpsi6Ba Aa ce UsbareaTr

[a ce cbxpaHsaBa ganede oT TonaMHa. PasnaraHe 3anoysa npuv temrnepatypu Hag: 235 °Cnipu 1.013
hPa.

10.5 HecbBMecTMU MaTepuanu
Hama gonbnHuTenHa nHdopmMaums.

10.6 OnacHM NPoAYKTU Ha pa3najaHe
OnacHM NpoAyKTU Ha u3rapsiHe: BUX pasgen 5.

PA3JEN 11: TokcukonornyHa nuiopmaums

11.1 WNHPopmaumsa 3a KnacoBeTe Ha ONacHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008

Knacnukaumsa cernacHo GHS (1272/2008/EO, CLP)

ToBa BeLLLeCTBO He OTroBaps Ha KpuTepuuTe 3a knacudunumpaHe cbrnacHo PernameHT Ne 1272/2008/
EO.

OcTpa TOKCUYHOCT
Ja He ce knacndunumpa KaTo OCTPO TOKCUYEH.

OCTpa TOKCUYHOCT

NbT Ha (GEVEERCEIE] CToMiHOCT N3TOUHUK

ekcnosmymsa

opanHa LD50 12.400 M9/ g nabX ECHA

Kopo3usa/apa3HeHe Ha Ko)kaTa

Jla He ce knacndunumpa KaTo KOpPo3nBeH/Apa3HeLL, 3a KoxaTa.

Ceprio3HO yBpeXXaaHe Ha ounTe/gpa3HeHe Ha ounTe

Ja He ce knacndunumpa KaTo Cepro3HO YBpeXAaLl, O4NTE AN gpa3HeLl o4unTe.
PecnupaTopHa Unm KoXKHa ceHcmbunumnsaums

Ja He ce knacndunumpa KaTo pecnmpaTopeH Nam KoXeH ceHcmbunnmsaTop.
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[Jo6poBonHa nHpopmauuma 3a 6esonacHocT no popmara
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

MyTareHHOCT 3a 3apoAULLUHN KNeTKMN

[a He ce knacndunumMpa KaTo MyTareHeH 3a 3apOANLLHNTE KNEeTKN.
KaHueporeHHoCT

[a He ce knacnounumpa KaTo KaHLEepOoreHeH.

TOKCMYHOCT 3a penpoayKuusTa

[a He ce knacnduumMpa KaTo TOKCUYEH 3a PeNPOAYKLMSTA.

CneuudpurUyHa TOKCMYHOCT 3a onpegeneHn OpraHun - e4HOKpaTHa eKCcno3nuus

Jla He ce knacndunumpa kato cneundPryHa TOKCUYHOCT 3a ONpeaesieHn OpraHu (e4HOKpaTHa
eKcrnosnuus).

CneuudpurUyHa TOKCMYHOCT 3a onpeaenieH OpraHu - NoBTapsLLa ce eKCno3mums

Jla He ce knacndunympa kato cneumdryHa TOKCUYHOCT 3a onpejesieHn opraHu (noBTapsLa ce
eKcrnosnuus).

OnacHoCT npu BgULLBaHe
Ja He ce knacnduumpa KaTo NpeAcTaBAsABaLL, ONAaCHOCT NPY BAULLBAaHe.

CumMmnTomum, CBbp3aHu C ¢M3I/l‘-IHI/ITe, XNMMNYHNTE N TOKCUKOJNTOTMYHUTE XapaKTepUCTukm

* [py nornbLiaHe

He ca Hanuue faHHW.

* [Ipy KOHTaKT Cc ouunTe
He ca Hanuue faHHW.

* [pn BAULLBaHe

He ca Hanuue faHHW.

* [Ipy KOHTAKT € Ko)kaTa
He ca Hanuue faHHW.

* fipyra nidopmauus

He ca n3BecTHUN edekTn BbpXy 34paBeTo. Tasum nHbopMaLMs ce OCHOBaBA Ha HACTOSALLOTO
CbCTOSHME Ha MNO3HAHWSATA HU.

11.2 CsoiicTBa, HapylwaBawm GyHKLMNTE HA eHAOKPUHHATa cucTtemMa
He cbabpxa eHaokpuHeH HapywmnTen (ED) B koHueHTpauwsa = 0,1%.
11.3 WHPopmauma 3a gpyrv onacHocTU
Hsama gonbnHuTenHa nHpopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCMYHOCT
Ja He ce knacndunumpa KaTo onacHo 3a BogHaTa cpeja.
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[Ao6poBonHa nHpopmaumsa 3a 6esonacHoCcT no popmarta
3a HOpMM 3a 6e30MacHOCT cbrsacHo PernameHT (EO) Ne
1907/2006 (REACH)

L-apruHuH xugpoxnopug 298,5 %, Ph.Eur., USP

apTukyneH Homep: 3145

TokcmyHoOCT BbB BoiHa cpepa (ocTpa)

[GEVLERGETE] CTOMHOCT N3TouHUK Bpeme Ha
eKcnosnum
]
LC50 2,89/, pnba ECHA 9% h
EC50 1,89/ BOAHW 6e3rpbbHauHM ECHA 24 h

12.2 YcTOWMUMBOCT U pasrpagnmocT

TeopeTnyHa NOTPe6HOCT OT kKncnopog (6e3 HuTprdukaums): 0,8353 M9/
TeopeTnyHa NOTPEBHOCT OT KNCAOPOA (C HUTpUdUKaums): 1,338 mg/mg
TeopeTuueH BbriepogeH avokcna; 1,253 M9/

BuoxnmunyHo pasrpaxgaHe
BeLLlecTBOTO e nMpsiko 6uopasrpagmmo.

Mpouec Ha pa3srpa)kgaHe

Mpouec AGUOTUNYHO pasrpaxzaaHe

M34yepriBaHe Ha Kucnopoza 60 % 28d

12.3 BMOaKyMynMpalla cnoco6HoCcT
He ce HacuLLa 3HAUWTENHO B OpraHM3MuTe.

n-okTaHon/soga (log KOW) -3,24 (25 °C) (ECHA)

12.4 NpeHocMmocCT B NoyBaTa
He ca Hanvue gaHHW.
12.5 Pe3ynTaTuh oT oueHkaTa Ha PBT n vPvB
He ca Hanvue gaHHW.
12.6 CBoiicTBa, HapywaBaly PYHKLMNTE Ha EHAOKPUHHAaTa cucTtema
He cbabpxa eHAaokpuHeH HapywmnTen (ED) B koHueHTpaums = 0,1%.
12.7 [Apyrv He6naronpusaTHU edpeKkTn
He ca Hanvue gaHHW.

PA3/AE/ 13: O6e3BpexxaaHe Ha oTnagbunTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLLUN

O6bpHeTe ce KbM MeCTHaTa nLeH3rpaHa rpMa 3a CMEeTOM3BO3BaHe OTHOCHO M3XBbPJISHETO Ha
oTnagbLm.

WHdopmMaLmsa 0THOCHO U3XBbPAAHETO B KaHaNIM3aLMOHHATa cucTeMa
[la He ce nsnycka B KaHanM3auuaTa.
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13.2

133

yﬂpaBHEHVIe Ha oTnagbLuuTte oT KOHTeﬁHepM/OnaKOBKI/I

TpeTupalitTe 3aMbpCceHUTE ONAKOBKM MO CbLUMA HAYMH, KaTO CaMOTO BeLLEeCTBO. Hanb/iHO
N3NpasHeHM OMakoBKW MOraT Aa 6b4aT peLmKanpaHu.

CHOTBETHU pasnopeabu oTHacALWM ce A0 oTNaAbLMU

MocTaBAHETO Ha KOAOBE/HAaMMEHOBAHWS BbPXY OTNaAbLUnTE Ja Ce U3BbPLUN B CbOTBETCTBME C
Hapeg6ata 3a kaTanora Ha oTnagbLM, cbobpasHo cneundrkaTa Ha JaeHOTO NPON3BOACTBO UK
npodwec.

3abenexkum

OTI'Ia,U,'bLI,VITe Tpﬂ6Ba Aa 6bAaT pa3aeneHn B Kateropmm, KOUTO MoraTt Aa ce TpeTmpart pasgesiHo oT
MeCTHNTE NN HauMOHa/IHUTE BNacTu 3a yripaBaeHune Ha oTnagbun. VimanTe npeasnj BCNYKU
HaUuMOHaNHWN nanm pernoHaaHm pa3nopep,6|/|, KOUTO Ca OT 3Ha4veHune. I/I3r|pa3HeH|/|Te N NOYNCTEHN
OonakoBKW mMmoraTt Aa 6'b,an peunknnpaHn.

PA3AEN 14: UHpopmaLms OTHOCHO TPaHCNOpPTUPaHeTo

14.1

14.2

14.3
14.4
145

14.6

14.7

14.8

Homep no cnucbka Ha OOH unn He e NpeAMeT Ha TPaHCMOPTHN Hapesou
npaeHTNPnKaLnoHeH Homep

TouyHO HaMMeHoBaHWe Ha npaTkaTa no He e onpegeneH
cnucbka Ha OOH

Knac(oBe) Ha onacHOCT Nnpu TpaHcnopTMpaHe  HAMA
OnakoBb4Ha rpyna He e onpegjeneH

OnacHoCTK 3a OKOJIHaTa cpega 6e3 onacHOCT 3a OKoJ/IHaTa cpepa Ccbrn.
PernameHTnTE 38 ONacHW ToBapw

CneumanHm npeanasHU Mepku 3a noTpebutenurte
Hama gonbnaHUTeNHa MHPopmMauums.

MOpPCKM TPaHCMOPT HA TOBapy B HACUMHO CbCTOSIHUE CbI/IACHO MHCTPYMEHTM Ha
MeXxayHapoaHaTa MOpCKa opraHmM3auus

TOBapa He e npejgHa3Ha4eH 3a NpeB03 B HACUMHO CbCTOAHUE.

NHdopmaumsa 3a BCUYKU NpUMepHU npasuna Ha OOH

ABTOMOGUNHUSA, )XeNe30MbTHUA N BbTPELLUHUSA BOAEH TPAaHCNOPT Ha onacHu Tosapu (ADR/RID/
ADN) - lonbaHUTeNnHa uHpopmaumsa

He ca npegmet Ha ADR, RID n ADN.

MeXxayHapoaeH KoAeKc 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - lonb/HUTENHa
nHpopmauusa

He ca npeamet Ha IMDG.

Me>)xayHapoaHa opraHusauuvs 3a rpakgaHcko sb3ayxonsasaHe (ICAO-IATA/DGR) -
AonbnHntenHa uHpopmavus

He ca npegmet Ha ICAO-IATA.
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PA3AEN 15: UHdopmMaLmsa OTHOCHO HOpMaTMBHaTa ypeaba

15.1 CneundunyHU 3a BeLWECTBOTO NIN CMecTa HoOpMaTUBHa ypeab6a/3akoHoAaTeNICTBO OTHOCHO
6e3onacHOCTTa, 34paBeTo U OKOJIHaTa cpepa

CboTBeTHUTE pasnopea6bu Ha EBponeiickmsa cbio3 (EC)

OrpaHuyeHus cbrnacHo REACH, npunoxxeHue XVII
He e n3bpoeH

CnuchbK Ha BelecTBaTa, npeameT Ha paspelueHme (REACH, npunoxxeHue XIV)/SVHC - cnncbK ¢
KaHAnaaT-BeLecTsa

He e n3bpoeH.

Seveso [lupekTtusa

2012/18/EC (Seveso III)

Ne OnacHo BeLllecTBO/KaTeropmm Ha onacHocT lNMparoBo KONMYeCTBO (B TOHOBE) 3a bene

npuiaraHeTo Ha USNCKBaHUSATa Npu XKKHN
HUCBK N BUCOK PUCKOB NoTeHunan

He e onpejeneH

Deco-Paint inpekTuBa

NOC cbabpx)aHme 100 %

JNIOC cbabpxaHne 1.420 9/,

p‘l/lpeKTI/IBa 3a eMUCcnmnTe OT NPOMULLNIEHOCTTA

N0OC cbabpxaHue 0%

NIOC cbabpxaHne 09/

AvpeKkTBa OTHOCHO OrpaHMYeHUETO 3a ynoTpe6aTa Ha onpegeneHn onacHW BellecTsa B
eNeKTPNYECcKOTO U eNeKTPOHHOTO o6opyaBaHe (RoHS)

He e n3bpoeH

PernameHT 3a cb3paBaHe Ha EBponeiicku perucTsbp 3a U3nNycKaHeTo U NpeHoca Ha
3ambpcutenu (PUN3)

He e n3bpoeH

PamkoBa anpekTuBa 3a BoguTte (PAB)

CnuchbK Ha 3ambpcnTtenu (PAB)

HanmeHoBaHuMe Ha HanmeHoBaHue cbri. CAS Ne N36poe 3abenexxkun

BeLlecTBoTO MHBEHTapusauuaTa HB

L-aprvHUH XMAPOXN0pUS OpraHoxanoreHHu CbCTaBKM 1 a)
BeLLeCTBa, KOUTO MoraT Aa
¢dopmmpaT TakmMBa CbCTaBKM BbB
BOAHa cpeja

NereHpa
a) MpenopbumnTeNeH CNUCHK Ha rMaBHUTE 3aMbpcUTEN
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PernameHT OTHOCHO MpeAJ/laraHeTo Ha Nasapa M N3NoJI3BaHeTO HA NPeKYPCopU Ha B3PUBHU
BelecTBa

He e n3bpoeH

PernameHT OTHOCHO NpeKkypcopuTe Ha HaPKOTUYHUTE BellecTBa

He e n3bpoeH

PernameHT OTHOCHO BelLeCcTBa, KOUTO HapyLlaBaT 030HOBUS coia (ODS)
He e n3bpoeH

PernamMeHT OTHOCHO M3HOCA M BHOCA Ha onacHu xumuikanu (PIC)

He e n3bpoeH

PernameHT OTHOCHO YCTOMUMBUTE OPraHUYHU 3ambpcuTenu (POP)

He e n3bpoeH

Apyra uipopmauums

AvpekTnea 94/33/EO 3a 3akpuna Ha MaajuTe xopa Ha paboTHOTO MACTO. [la ce cnassat
OrpaHNYeHATa 3a TPYA0Ba 3aeTOCT Ha 6peMeHHU N KbpPMeLLM XeHW Cbr1acHO 3akoHa 3a TpyA0Ba
3aWmTa Ha XeHuTte (92/85/EM0).

HauwvoHanHn MHBEHTapumsauumum

CnncobkK

AU AIIC BeLLeCcTBOTO € BNMcaHo
CA DSL BeLLeCcTBOTO e BN1caHo
CN IECSC BeLLeCTBOTO e BNmMcaHo
EU ECSI BeLLecTBOTO € BNMcaHo
EU REACH Reg. BELLLeCTBOTO € BMN1caHo
JP CSCL-ENCS BeLLeCcTBOTO € BNMcaHo
KR KECI BeLLeCcTBOTO e BN1caHo
MX INSQ BELLEeCTBOTO € BNMcaHo
NZ NZIoC BeLLeCcTBOTO e BNmcaHo
PH PICCS BeLLeCTBOTO e BNmMcaHo
TW TCSI BeLLeCcTBOTO € BNMcaHo
us TSCA BeLecTBoTO e BnncaHo (ACTIVE)
VN NCI BeLLeCTBOTO e BNmMcaHo

NereHpa

AIIC Australian Inventory of Industrial Chemicals

CSCL-ENCS List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

ECSI EO cnunckk Ha BewecTBata (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

INSQ National Inventory of Chemical Substances

KECI Korea Existing Chemicals Inventory

NCI National Chemical Inventory

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

REACH Reg. REACH peructpmpaHu BeLlecTsa

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act
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15.2 OueHKa Ha 6e30NacHOCT Ha XMMUUYHOTO BELLECTBO NN CMeC

CwbrnacHo REACH, uneH 14 (1) e u3BbpLUeHa OLleHKa Ha 6e30MacHOCTTa Ha XMIMUYHOTO BeLLLEeCTBO 3a
TOBa BeLLEeCTBO UM KOMMOHEHTW Ha Ta3m CMeC, KOraTto BeLLLeCTBOTO € 6110 perncTpmpaHo B
Konundyectsa oT 10 TOHa MK NoBeye Ha roAviHa Ha PerucTpaHT.

PA3AEN 16: Apyra uipopmaums

NMHpukauma Ha npomMeHU (pegakTupaH MHPOPMALLMOHHUAT JINCT 3a 6e30NacHOCT)

Pazgen BUBLLO BNUCBaHe (TEeKCT/CTOMHOCT) AKTyanHo BnmcBaHe (TeKCT/CTOMHOCT) Ba)>kHo
3a

CUTYpH
ocTa

2.3 CBoiicTBa, HapyLuaBaLwy GyHKLUNTE Ha aa
€HZOKpWHHaTa cncTemMa:
He cbabpxa eHAOKpUHEH HapywuTen (ED) B
KOHUeHTpauus 2 0,1%.

15.1 NOC cbabpxaHue: NOC cbabpxaHue: Jit]
100 % 100 %
,1.420 9/,
15.1 NOC cbabpxaHme: aa
1.420 9/,
15.1 HaumoHanHu nHBeHTapu3aumn: Aa

NPoMsiHa B CNcbKa (Tabnnua)

15.2 OueHKa Ha 6e30MacHOCTTa Ha XUMUYHO OueHKa Ha 6e30MacHOCT Ha XMMUYHOTO aa
BeLLLeCTBO Un CMeC: BELLLEeCTBO WU CMeC:
He e n3roTBeHa oLeHka Ha 6e30MacHOCTTa Ha CbrnacHo REACH, uneH 14 (1) e nssbpLueHa
XVMWYHOTO BeLLLeCTBO 3a TOBa BeLLeCcTBO. oLleHKa Ha 6e30MacHOCTTa Ha XMMUYHOTO

BeLLeCTBO 3a TOBa BeLECTBO N1 KOMMOHEHTU
Ha Ta3n CcMeC, KoraTto BeLecTBoToO € 6uno
pernctpnpaHo B konn4yectsa o1 10 ToHa nan
rnoBeye Ha rognHa Ha perncTpaHT.

CbKpalieHUsa n akpoHUMU

CBbKp. OnucaHuA Ha U3Nos3BaHNTe CbKpalLeHus

ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponeiicko cropasyMeHue 3a MeXAyHapoAeH NpeBo3 Ha OrnacHU ToBapu Nno
BBbTPELUHV BOAHW MbTULLA)

ADR Accord relatif au transport international des marchandises dangereuses par route (cnorogba 3a
MeXAyHapoJeH NpeBo3 Ha OMacHW ToBapw Mo LLIOCe)

CAS Chemical Abstracts Service (cnyx6aTa 3a XUMWYHW NHAEKCK CbCTaBs Hali-n3yepnatenns cnmcbk Ha
XVMUYHW BeLLecTBa)

CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTUKeTUPaAHETO 1 OMakoBaHeTO Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)

DGR Dangerous Goods Regulations (PernameHTV oTHOCHO onacHu ToBapw (BUx IATA/DGR))
DNEL Derived No-Effect Level (MonyyeHa HegeicTBalla A03a/KOHLEHTPaLMSA)
EC50 Effective Concentration 50 % (EpekTrBHa KoHLUeHTpaums 50 %). EC50 cboTBeTCTBa Ha KOHLEHTpauusTa

Ha M3NUTBaHOTO BELLECTBO, MpUUMHsBaLLa 50 % NpoMeHu B OTroBOpa (Harnp. no OTHOLLeHWe Ha
pacTexa) npes nocoYeH BPEMeBYV NHTepBan

ED EHpOKpUHEH HapywinTen

EINECS European Inventory of Existing Commercial Chemical Substances (EBponerlickn cnucbk Ha
CbLLEeCTBYBaLLMTE ThProBCKU XUMUYHN BeLLecTBa)
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CbKp. OnucaHuA Ha U3Nos3BaHNTE CbKpaLLeHus
ELINCS European List of Notified Chemical Substances (EBponelickn cnMcbK Ha HOTUGULIMPAHNTE XUMUYHN
BeLlecTBa)
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "no6anHa xapMmoHu3upaHa
cncTeMa 3a knacuéouumpaHe 1 eTukmMpaHe Ha XMMUYHM NpoayKTn", paspaboTeHa oT OpraHm3aumaTa Ha
obefnHeHNTe HauMn
IATA International Air Transport Association (MeXayHapogHa acoumaumns 3a Bb3AyLLeH TPaHCMopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT OTHOCHO ONacHW ToBapwu 3a
Bb3/yLUeH TPaHCNopT)
ICAO International Civil Aviation Organization (MeXgayHapogHa opraHm3auus 3a rpaXaaHcko Bb34yxonnaBaHe)
IMDG International Maritime Dangerous Goods Code (MexayHapozeH KOAeKC 3a NpeB03 Ha OMnacHM ToBapwu Nno
Mope)
LC50 Lethal Concentration 50 % (J/leTanHa koHUeHTpaumsa 50%): LC50 cboTBeTCTBa Ha KOHLEHTpauusaTa Ha
M3MUTBAHO BeLLeCTBO, NPUYMHABALLA 50% fleTanHOCT Npes NocoveH BpeMeBy NHTepBal
LD50 Lethal Dose 50 % (J/leTanHa go3a 50%): LD50 cboTBeTCTBa Ha A03aTa Ha M3NNTBAHO BELLLECTBO,
npuynHaBalla 50% netTanHoOCT Npes NocoYeH BpemMeBun NHTepBan
NLP No-Longer Polymer (BeluecTBO, KOETO Beye HsiMa CBOCTBA Ha NonnmMep)
PBT YcTonumBo, 61oakymMynmpaLlo 1 TOKCUYHO
PNEC Predicted No-Effect Concentration (Npegnonaraema HeAencTBaLLA KOHLIEHTpaLMs)
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
paspellaBaHe 1 orpaHu4aBaHe Ha XMMUKanun)
RID Reglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/lyHapo/eH Xene3onbTeH NPeBo3 Ha ONacHW ToBapw)
SVHC Substance of Very High Concern (BeLecTBo, MopaxaaLlo cepnmo3Ho 6e3rnoKoricTBo)
vPvB Very Persistent and very Bioaccumulative (MHOro ycToinuneo n MHOro 610akyMynnpaLlo)
EO Ne Cnncbka Ha EC (EINECS, ELINCS 1 NLP-cnncbk) e 3TouHMKBT 3a cegemumdpeHms EO Homep,
NAeHTNPMKATOP Ha BelllecTBaTa B TbproeckaTa Mpexa B pamkuTe Ha EC (EBponeiickms cbios)
noc Volatile Organic Compounds (1eTAnBM OpraHNyYHN CbeANHEHNS)

OCHOBHM NO30BaBaHMA N USTOYHULM Ha JAaHHU B nmnrtepaTtypaTta

PernameHT (EO) Ne 1272/2008 OTHOCHO KnacnbuumpaHeTo, eTMKeTUpaHeTo 1 ONakoBaHETo Ha
BewlecTBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH),
n3meHeH ot 2020/878/EC.

ABTOMOGBUNHNS, XXeNe30MbTHUSA N BbTPELLHWSA BOAEH TPaHCNopT Ha onacHW Toeapu (ADR/RID/ADN).
MexayHapoaeH KoAeKc 3a NpeBo3 Ha onacHu Toeapu no mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBAapW 3a Bb3AyLLEH TPAHCMOPT).

OTKas oT OTroBOpPHOCT

Tasn nHdopmaLms ce OCHOBaBa Ha HACTOSALLLOTO CbCTOAHME HA MNO3HaHUATa HX. HacTtoawmaT LB e
CbCTaBeH N NpeAHa3HayeH e4MHCTBEHO 3a TO3U NPOAYKT.
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