NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

Poloxamer 188

apTukyneH Homep: 20N0 JaTa Ha cbcTassiHe: 28.03.2023
Bepcusa: 2.0 bg MNpepaboTeHo nsgaHme: 02.03.2024
3amecTBa BepcuaTa oT: 28.03.2023

Bepcusa: (1)

PA3AEN 1: UaeHTPMKaLUNA Ha BeLLLeCTBOTO/CMeCTa U Ha Apy>KecTBOTO/

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO Poloxamer 188

ApTUKyNneH Homep 20NO

PerncrtpauyvioHeH Homep (REACH) BewyectBoTO He noanexmn Ha PernameHT (EO) Ne
1907/2006 (REACH).

CAS Homep 9003-11-6

1.2  VpaeHTUdUUUpPaHM yNnoTpe6u Ha BELLLeCTBOTO N/IN CMECTa, KOUTO ca OT 3HaueHue, 1 ynoTpeéu,
KOMTO He ce npenopbYBaT

NaeHTudnumpaHu ynotpebu, KouTto ca ot JlabopaTopHa 1 aHanuUTU4YHa ynotpeba

3HauyeHue: JlabopaTopeH xumMuKan

YnoTpebun, KOUTO He ce npenopbYBaT: [la He ce n3N0N3Ba 3a YacTHU Lenmn
(AoMaKKMHCTBA). HannTky 1 xpaHu 3a xopa v
XXWUBOTHW.

1.3 MNoapo6HU AaHHK 3a AOoCTaBUYMKA Ha NHPOPMALLMOHHUA NUCT 3a 6e30nacHOCT

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

Tene¢oH:+49 (0) 721 -56 06 0

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

eneKTpoHHa nowa: sicherheit@carlroth.de
Ye6caunT: www.carlroth.de

KomMneTeHTHO f1Lie, KOeTo OTroBaps 3a Department Health, Safety and Environment
NHGOPMALIMOHHMSA NCT 3a 6e30MacHoCT:

ajpechbT Ha eNleKTPOHHA nowya sicherheit@carlroth.de
(KoMneTeHTHOTO nunue):

1.4 TenedoHeH HOMep NMpU cneLwHn cnyyam

MowieHck TenedoH
n koa/

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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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

Poloxamer 188

apTukyneH Homep: 20N0O

PA3AE/ 2: OnncaHve Ha onacHOCTUTe

2.1 KnacuduuympaHe Ha BeLLLeCTBOTO WM cMecTa

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

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

2.2 EnemeHTU Ha eTUKeTa
ETukeTupaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)
He ce N3ncKBa

2.3 [Apyruv onacHocTum
Pe3syntaTtun oT oueHKaTa Ha PBT v vPvB
CbrnacHo pesyntatmTe OT OLleHKaTa BellecTBOTO He e PBT nauv vPvB.
CBoicTBa, HapylwaBal GyHKLMUTE HA EHAOKPUHHATa cucTemMa
He cbabpxa eHAOKPUHeH HapywwuTen (ED) B koHueHTpauusa = 0,1%.

PA3AEN 3: CbcTtaB/MHPOpMaLMA 3a CbCTaBKUTe

31 BewiecTBa
HanmeHoBaHMe Ha BeLLeCcTBOTO Poloxamer 188
CAS Ne 9003-11-6

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

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLL,

0O6Lwum 6enexxkun
He ca HeobxoanMuM crieumanHn Mepkm 3a 6€30MacHoCT.
Cnep BguuBaHe

Ocurypu 4ncT Bb3gyX. Mpu BCUUKK C/lydam Ha CbMHEHWE, UKW NPU HAaAWYMe Ha CUMMTOMM Aa Ce
NOTbPCU MEeANLMHCKA MOMOLLL,

Cnep KOHTaKT C KOXKaTa
O6neinTe KOXaTa € BOAa/B3emMeTe AyLul.
Cnep KOHTaKT C oumnTe

npOMMBaMTe BHMMaTE/IHO C BOAa B NpoAb/DKEHME HA HAKO/TIKO MUHYTW. anI BCUYKKN CNy4HYan Ha
CbMHEHWNE, NI Npun Haanydme Ha CUMNTOMK Aa Cce NOTbpPCn MeANLNHCKa MOMOLL.

Cnep nornbLijaHe
M3nnakHeTe ycTaTa. [Mpn Hepa3nosioxeHve ce obageTe Ha nekap.

4.2 Hali-cblLeCcTBEHM OCTPU M HACTbNBALLY C/ie[ U3BECTEH Nepuos oT BpeMe CMMNTOMU U edpeKTr
CumnToMu 1 epekTn He ca NO3HATU KbM AHeLlHa AaTa.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

Poloxamer 188

apTukyneH Homep: 20N0O

4.3 YKasaHue 3a He06XO0AMMOCTTA OT BCAKAKBU HEOT/IOXKHU MEAULIMHCKU FPUYXKU U CNeLmnasnHo
neyeHune

HAMa

PA3AEJ1 5: TpoTBONOXXapHU MepKUn

5.1 CpeacTBa 3a raceHe Ha nox<ap

MoaxoAasAwm NoXkKaporacuTesIHM cpeacTBa

Aa Ce KOOPAMHMPAT NPOTUBOMOXAPHUTE MepPKM C OKONHOCTA!
BOZa, NsIHa, CyX NMpax 3a raceHe, ABC-npax

Henoaxopasawimn no)xaporacuTesHy cpeacTBa
BOJHa CTpys
5.2 Oco6eHn onacHOCTU, KOUTO NPOM3TMYAT OT BELL,ECTBOTO NN CMecTa
Fopum.
OnacHu NpoAyKTY Ha UsrapsiHe

BwrnepogeH moHookcug (CO), BernepogeH avnokcung (CO,), Mpu ropeHe Moxe fa ce OTAeNAT OTPOBHW
rasoBe, CbAbpPXallUy BbriepogeH MOHOOKCUA,

5.3 CbBeTu 3a NoOXXKapHUKapuTe

B cnyyaii Ha moxap W/uam eKCniosns Aa He ce BAWLLIBA AMMa. [aceTe noxapa ¢ obuyaliHiTe
npeAnasHY Mepku OT Pa3yMHO pascTosiHue. [la ce HOCK aBTOHOMEH AuMxaTeneH anapart.

PA3/AE/ 6: Mepku npu aBapuiiHO n3nycKkaHe

6.1  JIuuHM NpeanasHU MepKU, NpeAnasHU CpeAcTBa U NpoLeAypuy NpU CleLuHn ciyyau

3a nepcoHarn, KoATo He OTroBaps 3a CNELLHU criyvaun
KoHTpon Ha npaxa.
6.2 lpepnasHn mepkun 3a onasBaHe Ha OKOJIHaTa cpeaa

anAﬂa3BaI7I OT 3aMbpCdABaHe Ha OTTOYHW KaHaan3ayn, NOBbPXHOCTHU U Nogno4vBeHW BoAN.
3anaswu 3aMbpCeHaTa BO4a 3a OTMMBaAHE U A N3XBbPJIN.

6.3 MeToAn N MaTepmanu 3a orpaHMYaBaHe 1 NOYNCTBaHe
CbBeTV OTHOCHO HaYMHUTE, N0 KOUTO Aa ce OrpaHUuyu pasnnBbT
MokpuBaHe Ha OTTOYHU KaHanm3aumu. [la ce cbbepe MexaHNYHO.
CbBeTM OTHOCHO HaYUHUTE, N0 KOUTO Aa Ce NOYUCTU Pa3NnBbLT
[a ce cbbepe MexaHVYHO.
Apyra nHpopmMmaLUsa OTHOCHO PasNnBU N N3NYCKaHUA
MocTaBeTe B MOAXOAALLM KOHTeHepy 3a N3XBbpsiHe. MpoBeTpsiBaiil 3acerHaTaTa 30Ha.
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC 5”’”

Poloxamer 188

apTukyneH Homep: 20N0O

6.4 [lo3oBaBaHe Ha Apyruv pasaenu

OnacHW NpoAyKTWN Ha n3rapsiHe: BuX pasgen 5. JInuHn npegnasHm cpeacTBa: BUX pasgen 8.
HecbBmecTMK MaTepuranu: Bux pasgen 10. ObesBpexaaHe Ha oTnagbuuTe: BUX pa3sgen 13.

PA3AE/1 7: O6paboTKa U CbXpaHeHue

7.1 MpepnasHn mepku 3a 6esonacHa pa6oTa
OcurypsiBaHe Ha AOCTaTb4YHa BEHTUNALNSA.

CbBeTM 3a 06LLia XMrmeHa Ha Tpyaa
[la ce cbxpaHsiBa ganeye oT HaNUTKL 1 XpaHW 3a XOpa 1 XXUBOTHMU.

7.2  YcnoBus 3a 6e30MacHO CbXpaHABaHe, BK/IIOYUTENTHO HECbBMECTMMOCTM
[la ce cbxpaHsiBa Ha CyXo MSCTO.

HecbBMecTMMUM BeLwecTBa UM cMecu
CnasBaiite YKa3aHWATa 3a KOM6I/IHI/IpaHO CbXpaHeHue.

CnasBaHe Ha Apyrv cbBeTu:

N3nckBaHUsA 3a BEHTUNALMA

Jla ce n3nonssa nokasnHa 1 obLa BeHTUNaLMS.

Cneun$pnyHO NpoeKTUpaHe Ha NOMELLLeHNSA 3a CbXpPaHEHME N Ha CbAoBe
MpenopbyaHa Temnepatypa Ha cbxpaHeHue: 15-25 °C

7.3 CneunduruHa(m) kpariHa(un) ynotpeba(un)
Hama HannyHa nHdopmaums.

PA3SAE/ 8: KoHTpon Ha eKcno3nunaTa/AINYHU npeanasHn cpeacTBa

8.1 MapameTpu Ha KOHTPOJ

HauVOHaNHM rPaHNYHM CTOHOCTMN

FpaHNYHM cTOHOCTM Ha NpodecnoHanHa ekcnosnuus (FpaHULM Ha eKCno3uLUs Ha
pa6boTHOTO MACTO)

Abp HanmeHoBaHue Ha CAS Ne MpeHtTmn 8uyaca 15min Ceiling Hotay W3ToYHM
>KaBa peareHTa dukaTtop [mg/ [mg/ -C[mg/ unsa K
m3] m3] m3]
BG npax GSRM 5 dust, NAREDBA
more2sil Ne 13
resp, i
BG npax GSRM 0,1 dust, NAREDBA
more2sil Ne 13
resp, r,
eqd
HoTauwusa
15 min MpaHMLA Ha KPaTKOCPOYHa eKCMo3MLWs: FPaHUYHa CTOMHOCT, Haj KOsITO He TPA6Ba Aa MMa eKCno3uLms U KOsITO
ce oTHacd 3a 15-MUHYTeH Neproj, OCBEH ako He e MOCOYEHO ApYyro
8 yaca prep,HEHa BbB BpEMETO CTOMHOCT (ﬂVIMI/IT Ha AbNroCcpoYHa EKCI'IO3I/IL|,I/IF|)I M3MepeHo Nin N3vmcieHo no

OTHOLLeHVe Ha cpeZieH 6a30B Nepuoj OT oceM Yaca
Ceiling-C  MpepgenHa BMCOYMHA e rpaHNYHa CTOMHOCT, Haj KOATO He TpsibBa Aa 1MMa ekcnosnums
dust KaTo npax
eqd [Mg/m3] = (0,1 x 100)/%Si02
i WHxanabunHa ppakumns
more2silres CbabpxaLl Hag 2 % cBo6OAeH KpUCTaneH CUAMLMEB ANOKCUA B pecnpabunHata ¢pakums

p
r PecnnpabunHa ppakums
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC
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apTukyneH Homep: 20N0O

8.2 KoHTpon Ha ekcno3vyusaTa
NupmBnayanHn mepku 3a 3aljuta (MMYHM npeanasHn cpeacTBa)

3awmTa Ha oumTe/nnueTo

M3nonseaw npeanasHy Mackm CbC CTPaHWYHAa 3alnTa.

3awmTa Ha Ko)KaTa

¢ 3dlliTa Ha pbLUeTe

Jla ce HOCAT NoAxoAALLN pbKaBULUM. MOAXOAALLIN Ca PbKaBULM 3a 3aLiMTa OT XUMUKaNW, KOUTO ca
M3nmTaHu B cboTBeTcTBME C EN 374.

* BUA, Ha MaTepuana

NBR (HuTpmnnoB kayuyk)

* ne6envHa Ha maTepmana

>0,171 mm

* N3HOCBaHe Ha MaTepuasna Ha pbKaBuLuTe
>480 MUHYTU (MPOHMKBaHE: HMBO 6)

* AONMBJIHUTEJTHN MEpPKK 3a 3almTa

[la ce ocTaBAT Nepmoan Ha Bb3CTaHOBABAHE 3a pereHepauuns Ha Koxarta. MpodunakTnyHa 3awmra Ha
KOXaTa (3aWwmTHN KpemMoBe/MexiemMun) ce npenopbyBa.

3awmTa Ha gMXaTe/IHMTe MbTULLA

9C

AnxatenHa 3awmTta e HeobxoanMa npu: OTaensHe Ha npax. AnapaT ¢untpupaly, Yactuum (EN 143).
P1 (dnntpmpa noHe 80 % OT Bb34YLUHONPEHOCHUTE YacTULM, LBEeTOBM Kog: bsn).

KOHTpOﬂ Ha eKcno3myumsaTa Ha OKOJIHaTa cpeaa
I"Ipep,na3|3a|7| OT 3aMbpCdABaHe Ha OTTOYHW KaHannm3aynm, NOBbLPXHOCTHU U Nogno4vBeHW BoAN.

PA3JEN 9: PUSNYHUN U XMMNYHMN CBOMCTBA

9.1 NHdopmaLms 0OTHOCHO OCHOBHUTE PU3NYHU U XMUMNYHM CBOCTBA

PU3NYHO CbCTOAHME TBbPA
dopma npax

LeaT 6san

Mwupwuc NleKo oce3aeMm
Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe 52 °C

Bbarapus (bg) CrpaHnua 5712



NHdopmaLmoHeH nncT 3a 6e3onacHOCT
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®

R0TH

9.2

Touka Ha Ku1rneHe Wiy Ha4vanHa ToYKa Ha KuneHe m
MHTEpPBan Ha KnneHe

3anannmocTt

[JloNIHa 1 ropHa rpaHnLa Ha eKcnao03nBHOCT
Touka Ha 3ananBaHe

TemnepaTtypa Ha camo3anasBaHe
Temnepatypa Ha pa3nagaHe

pH (cTonHoCT)

KnHemaTnyeH BuckosuTeT

PasTBopumocT(1)

Pa3TBop|/| MOCT BbB BO/Ja

KoedbunumeHT Ha pasnpegeneHve

KoedbunumeHT Ha pasnpejeneHrie N-OKTaHo1/BOAa
(norapnTMunYHa CTOMHOCT):

HanaraHe Ha napuTe

MnBbTHOCT /N OTHOCUTENIHA MABTHOCT

MnbTHOCT

OTHOCUTeNHa NABTHOCT Ha napute

O6eMHO TEern0 Ha HaCUMHW MaTepuanu

XapaKkTepucTrKn Ha YacTuuyuTe

Apyrv napameTpu Ha 6e3onacHoCTTa

OKCNAMpPALLM CBOIACTBA

Apyra uipopmanums

HbopmMaums BbB Bpb3Ka C kKnacoBeTe Ha
$M3MYHa ONaCHOCT:

[pyrv xapakTepucTkm 3a 6e30MacHoCT:

He e onpegeneH

TO3W1 MaTepuan e ropyM, HO HAMa Ja ce 3ananm
necHo

He e onpegeneH

260 °C

290 °C

He ce oTHacs

5-7,5 (BbB BogeH pasTteop: 10 9/, 20 °C)

He Cce OTHacsa

(pasTBOpUM)

Ta3n I/IH(I)OpMaLI,I/IFl He e Ha/ln4YyHa

HE e onpegeneH

HE e onpeaeneH

Hama HannyHa nHdopmauya OTHOCHO TOBa
CBOICTBO.

400 %9/,,5

HAama HannuHu gaHHW.

HAMa

KnacoBe Ha onacHocT cbrn. GHS
(dM3nYHM onacHOCTM): He ce OTHacH

Hama gonbaHUTeNHa MHPopMaLms.

Bbarapus (bg)
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PA3EN 10: CTabUAHOCT N peaKTUBHOCT

10.1

10.6

PeakLMOHHA cNOCO6GHOCT

[MpoaykTa B AfOoCTaBeHaTa ¢opma He € B CbCTOAHME Aa eKcnaoAnpa 3anaanmMma npax; oboraTtaBaHeTO
C d)I/IH npax obaue BOAWN A0 ONACTHOCT OT eKCN103UA Ha 3anasinM npax.

XMunuHa ctabmnHocT

MaTtepuana e ycTONYMB Ha TemnepaTypa W HansraHe nam B obnyaliHa cpesa v npy npeasuanMmTe
yCNOBUSi HA CbXpaHeHre 1 paboTa.

Bb3MOXXHOCT 3a onacHU peakumu

Pearuvpa pA3Ko c: cuieH okucamTen

YcnoBus, kouto Tpsi6Ba fa ce usbareart

Hsma cneumdunyHm ycnosmsa KoUTo Tpabea ja ce 13bsarear.
HecbB™MecTUMU MaTepunanu

Hsama gonbnHuTenHa nHpopmaums.

OnacHu NpoAyKTWU Ha pasnagaHe

OnacHW NpoAYKTWN Ha n3rapsHe: BUX pasgen 5.

PA3AEN 11: TokcmKkonornyHa niopmaums

1.1

NHdopmauumsa 3a KacoBeTe Ha ONACHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008

Knacnjukaumsa cbrnacHo GHS (1272/2008/EO, CLP)

ToBa BeLLeCTBO He OTroBapsA Ha KpuTepuuTe 3a knacuduumpaHe cbraacHo PernameHT Ne 1272/2008/
EO.

OcTpa TOKCMYHOCT

Ja He ce knacndunumpa KaTo 0CTPO TOKCUYEH.

Kopo3usa/apa3HeHe Ha Ko)kaTa

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

Ceprio3HO yBpeXXaaHe Ha ounTe/apa3HeHe Ha ounTe

Ja He ce knacndunumpa KaTo CEPMO3HO YBPEXAALL, OUNTE NN Apa3HeLl ouunTe.
PecnupaTopHa Unm KoXKHa ceHcmbunumnsaums

Ja He ce knacndunumpa KaTo pecnmpaTopeH Nam KoXeH ceHcMbunnmsaTop.
MyTareHHOCT 3a 3apOAVLLHU KNeTKN

Ja He ce knacndunumpa KaTo MyTareHeH 3a 3apOoAULLHNTE KIeTKN.
KaHueporeHHoOCT

Ja He ce knacndunumpa KaTo KaHLepOoreHeH.

ToKCUYHOCT 3a penpoaykumsaTa

Ja He ce knacndunumpa KaTo TOKCUYEH 33 penpoayKUnsTa.

CneundpuryHa TOKCMYHOCT 3a onpeaeneHn opraHu - e4HOKpaTHa eKcnosnuus

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

Cneuné$uUYHa TOKCUYHOCT 3a ONpeAeseHn OpraHu - NoBTapsLLa ce eKcnosnums
[a He ce knacnounympa kato cneudrnyHa TOKCMYHOCT 3a onpejesieHn opraHu (MoBTapsiLa ce
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113

eKcrnosnuus).
OnacHoOCT npu BgULLBaHe
[la He ce knacndurumpa KaTo NpeacTaBasBall, 0MacHOCT NPUY BAMLLBAHE,

CMNTOMM, CBbpP3aHU € PUSNYHNTE, XUMUYHUTE U TOKCUKOJIOFTMYHNTE XapaKTepncTukun
* [pn nornbLiaHe

He ca Hannue gaHHW.

* [Mpyn KOHTaAKT € ounTe

He ca Hannue gaHHW.

* [lpn BAULWLBaHe

BaniwBaHeTo Ha rnpax Moxe Aa goBeje A0 pa3jpa3BaHe Ha AUXaTEeNTHUTE NMbTULL A, Kalnua,
3aTpyaAHEHNA B ANLLAHETO

* Mpn KOHTaKT € KoXaTa

He ca Hannue gaHHN.

* Apyra nipopmauus

HAMa

CBolicTBa, HapyllaBalin PyHKLMUTE HA eHAOKPUHHAaTa cMctemMa
He cbabpxa eHAoKpUHeH HapywunTen (ED) B koHueHTpauusa = 0,1%.

WH$opmaLuumsa 3a Apyrv onacHoOCTU
Hama gonbaHUTEeNHa MHPopMaLus.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1

12.2

123

124

125

12.6

12.7

ToKCUYHOCT
[la He ce knacndurumpa KaTo oNacHo 3a BoAHaTa cpeja.

YCTOMUMBOCT U pa3rpagmnmocTt

He ca Hanuue faHHW.

Bnoakymynupaiya cnoco6Hoct

He ca Hanuue faHHW.

NMpeHocMoOCT B NoyBaTa

He ca Hanuue faHHW.

Pe3synTtaTun ot oueHKaTa Ha PBT n vPvB

He ca Hanuue faHHWN.

CeolicTBa, HapyllaBalim GyHKLMUTE HA eHAOKPUHHAaTa cMcTtemMa
He cbabpxa eHAOKpUHeH HapywinTen (ED) B koHueHTpauusa > 0,1%.
Apyrn He6naronpuAaTHN epeKTU

He ca Hanuue faHHW.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
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PA3JEN 13: O6e3BpexxaaHe Ha oTnaagbuuTe

13.1 MeToam 3a TpeTUpaHe Ha oTNaabLUU

O6bpHeTe ce KbM MeCTHaTa NvLeH3npaHa ¢prpMa 3a CMeToOM3BO3BaHe OTHOCHO N3XBBLP/IAHETO Ha
oTnagbum.

MHPopmaLmsa OTHOCHO U3XBBLPISIHETO B KAHA/IM3aLMOHHATA cMcTemMa
[a He ce n3nycka B KaHaNM3aumsATa.
YnpaBneHve Ha oTNaAbLMTe OT KOHTeliHepu/onakoBKU

TpeTMpa|7|Te 3aMbpCceHnTE ONakKoBKN MO CbLMA HAaYMH, KaTO CaMOTO BeLleCTBO. HanbnHo
M3Npa3HeH OMNakKoBKWM MOraT Aa 6baat peunknmnpaHn.

13.2 CboTBeTHU pasnopeaby OoTHaCALLM ce A0 OTNaAbLUM

MocTaBsAHETO Ha KOAOBe/HaUMeHOBaHMS BbPXy OTNaZbLMTe Aa Ce U3BbPLUM B CbOTBETCTBUE C
Hapes6ata 3a katanora Ha oTnagbLUy, Cbo6pasHo creyndrkaTa Ha 4aJeHOTO MPON3BOACTBO MK
npouec.

13.3 3abenexxkm

OTnagbunTe Tpsi6Ba Aa 6bAAT pasjeneHn B KaTeropum, KOUTO MOraT Aa Ce TPeTUPAT PasjesiHo OT
MECTHUTE NN HaLUMOHANMHNTE BIAcTW 3a yNpaB/ieHne Ha oThagbum. MimaliTe npeasng BCUUKM
HaLWOHANHW WAV PErVIOHANHN Pa3nopestn, KOUTO ca OT 3HaueHure. M3npasHeHnTe N NOYNCTEeHN
OMaKoBKW MoraT a 6bAaT peunkavpaHu.

PA3AEN 14: NHdopMaLMsa OTHOCHO TPAHCMOPTUPAHETO

14.1 Howmep no cnucbka Ha OOH nnun He e MpeAMeT Ha TPAHCMOPTHU Hapeabu
naeHTUPprKaLmMoHeH Homep

14.2 Tou4yHO HaMMEeHOBaHWe Ha npaTkaTa no He e onpegeneH
cnncbka Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npy TpaHCMopTUpaHe  HAMa
14.4 OnakoBbYHa rpyna He e onpejeneH

14.5 OnacHOCTM 3a OKOJIHaTa cpega 6e3 0racHOCT 3a OKO/IHaTa cpesa CbI.
PernameHTVTE 33 ONacHM ToBapw

14.6 CneuwanHu npeanasHN Mepku 3a noTpebutenuTte
Hama gonbnHuTenHa nHdopmMaums.

14.7 MopCKM TPAHCNOPT HA TOBapy B HACUMNHO CbCTOAAHUE CbINIACHO UHCTPYMEHTM Ha
MeXayHapoaHaTa MopcKa opraHmM3auus

ToBapa He e nNpezHa3HauyeH 3a NPeB03 B HACUMHO CbCTOsIHME.

14.8 WHpopmaLma 3a BCUUKU NpUMepHU npaBuaa Ha OOH

ABTOMO6UNHMSA, )KeNne30MbTHUA U BbTPELLUHNA BOAEH TPaHCNOPT Ha onacHu ToBapu (ADR/RID/
ADN) - lonbnHuTeNnHa nHpopmaums

He ca npegmet Ha ADR, RID n ADN.

Me>xayHapoaeH KoaeKc 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - Jonb/HUTENHA
nHpopmauusa

He ca npeamet Ha IMDG.
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

Poloxamer 188

apTukyneH Homep: 20N0O

R0TH

Me>)xayHapoaHa opraHusauvs 3a rpaxgaHcko sb3ayxonsasaHe (ICAO-IATA/DGR) -

AonbnHntenHa nuHpopmavms
He ca npeamet Ha ICAO-IATA.

PA3AEN 15: UHdopmaLima OTHOCHO HOpMaTMBHaTa ypeaba

15.1 Cneun¢unUHU 3a BeLLLeCTBOTO N/IU CMeCcTa HoOpMaTUBHa ypeA6a/3aKoHOAaTeNICTBO OTHOCHO

6e3onacHocTTa, 3ApaBeToO N OKOJIHaTa cpeaa

CboTBeTHUTE pasnopea6bu Ha EBponeiickmsa cbios (EC)

OrpaHuyeHus cbrnacHo REACH, npunoxxeHue XVII

He e n3bpoeH

CnucbK Ha BellecTBaTa, NnpegmMeT Ha pa3pewueHme (REACH, npunoxxeHue XIV)/SVHC - cnncbk ¢

KaHAauaaT-BelecTsa
He e n3bpoeH.

Seveso [lupekTtusa

2012/18/EC (Seveso III)

Ne OnacHo BeLllecTBO/KaTeropmm Ha onacHocT

MNparoBo Ko/INYecTBO (B TOHOBE) 3a bene
npunaraHeTo Ha USNCKBaHMATa NpU XKKMN
HUCBK N BUCOK PUCKOB NoTeHuuan

He e onpejaeneH

Deco-Paint inpekTuBa

NOC cbabpxaHue

0%

p,l/lpEKTI/IBa 3a eMUCNnNTE OT NPOMULLNIEHOCTTA

NOC cbabpxaHme

0%

AnpeKTyBa OTHOCHO OrpaHUYeHMeTOo 3a yrnoTpeb6aTta Ha onpegeneHn onacHM BellecTBa B
e/IeKTPUYECcKOTO 1 eIeKTPOHHOTO o6opyaBaHe (RoHS)

He e n3bpoeH

PernameHT 3a cb34aBaHe Ha EBpOI'IEVICKVI perncTop 3a U3NyCKaHeTo N NpeHocCa Ha

3ambpcutenu (PUN3)
He e n3bpoeH

PamKoBa AnpekTuBa 3a BoguTte (PAB)
He e n3bpoeH

PernameHT OTHOCHO NpeAJ/iaraHeTo Ha Na3apa v U3Mos3BaHeTo Ha NPeKYPCopy Ha B3pUBHU

BellecTBa
He e n3bpoeH

PernameHT OTHOCHO npekypcopmntTe Ha HAQPpKOTUYHUTE BellecTBa

He e n3bpoeH

PernameHT OTHOCHO BeLL,eCTBa, KOMTO HapyLUaBaT 030HOBUS cnoid (ODS)

He e n3bpoeH

PersfiamMeHT OTHOCHO M3HOCA M BHOCA HA onacHu xumuikanu (PIC)

He e n3bpoeH

Bvnrapus (bg)
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

Poloxamer 188

apTukyneH Homep: 20N0O

PernaMmeHT OTHOCHO YCTOMUYMBUTE OpraHUYHU 3ambpcuTenu (POP)
He e n3bpoeH

Apyra uipopmaums

AnpekTnea 94/33/EO 3a 3aKpuna Ha MnaguTe xopa Ha paboTHOTO MACTO. [la ce cnassaT
orpaHVYeHnsATa 3a TPyAOBa 3aeTOCT Ha 6peMeHHU 1 KbPMELLIM XXeHW CblrNacHO 3akoHa 3a TpyAoBa
3awmTa Ha XxeHuTte (92/85/EN0).

HauMoHaNHN NHBEeHTapn3aumn

CnucbkK CraTtyc

AU AIIC BeLLeCcTBOTO e BNmMcaHo
CA DSL BeLLEeCTBOTO € BNMcaHo
CN IECSC BeLLecTBOTO € BNMcaHo
JP CSCL-ENCS BeLLeCcTBOTO e BNmcaHo
KR KECI BeLLEeCTBOTO € BNMcaHo
NZ NZIoC BeLLeCcTBOTO e BNmMcaHo
PH PICCS BeLLEeCTBOTO € BNMcaHo
TW TCSI BeLLecTBOTO € BNMcaHo
us TSCA BeLecTBoTO e BrincaHo (ACTIVE)
VN NCI BeLLEeCTBOTO € BNMcaHo

NereHpa

AIIC Australian Inventory of Industrial Chemicals

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

DSL Domestic Substances List (DSL)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

KECI Korea Existing Chemicals Inventory

NCI National Chemical Inventory

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act

15.2 OueHKa Ha 6e30MacHOCT Ha XMMNYHOTO BeLLEeCTBO UM cMmec

He e n3rotBeHa oueHKa Ha 6e30MnacHOCTTa Ha XMMNYHOTO BeLLeCcTBO 3a TOBa BeLLeCTBO.

PA3AEN 16: Apyra nuipopmaums

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

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

CUTYPH

OoCTa
2.3 CBolicTBa, HapyLwaBawy GyHKUMUTE Ha CBoiicTBa, HapyLuaBaLwy GyHKUUNTE Ha aa
eH/IOKpMHHaTa cucTema: eHA0KPUHHaTa cncTema:
He cbabpxa eHAgokpurHeH HapywunTen (EDC) B He cbabpxa eHAOKpUHEH HapywuTen (ED) B
KOHUeHTpauus = 0,1%. KOHUeHTpauus 2 0,1%.
15.1 HaunoHanHn nHBeHTapusauumn: Jit]
NpPOMsiHa B CNUCBKa (Tabnnua)

Bvnrapus (bg)

CrpaHuua 11 /12




NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nsmeHeH ot 2020/878/EC

Poloxamer 188

apTukyneH Homep: 20N0O

CbKpalieHUsA U akpoHUMU

C'pr. OnucaHUA Ha N3NON3BaHNTE CbKpallueHus
15 min paHMLa Ha KpaTKoCpOYHa ekcrno3nuymsa
8 vaca YcpesHeHa BbB BpemMeTo CTOMHOCT
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponelicko cnopasymeHue 3a MexXAyHapoAeH NpeBo3 Ha ONacH1 ToBapu no
BbTPEeLLUHW BOAHWN MbTULLA)
ADR Accord relatif au transport international des marchandises dangereuses par route (cnorogba 3a
MeXAyHapoAeH NpeBo3 Ha ornacHM ToBapu Mo Loce)
CAS Chemical Abstracts Service (cnyx6aTa 3a XUMWYHW NHAEKCK CbCTaBs Hali-n3yepnatenns CnMcbk Ha
XUMWUYHW BeLecTBa)
Ceiling-C MpepenHa BMcounHa
CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTUKeTUPaAHETO 1 OMNakoBaHeTO Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)
DGR Dangerous Goods Regulations (PernameHT\ oTHOCHO onacHu ToBapw (BUx IATA/DGR))
ED EHAOKpVHEH HapywinTen
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "lno6anHa xapmoHu3npaHa
cucTema 3a knacnuumpaHe 1 eTUKMpaHe Ha XMMUYHW NpoAykTn", paspaboTeHa oT OpraHu3aumaTa Ha
obeanHeHNTe HaUMn
IATA International Air Transport Association (MexayHapoaHa acoLmaLms 3a Bb3ayLleH TPaHCNopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT/ OTHOCHO ONacHW ToBapwu 3a
Bb3/yLLeH TPaHCnopT)
ICAO International Civil Aviation Organization (MexXxayHapogHa opraHm3auus 3a rpaXAaaHcko Bb34yxonnaBaHe)
IMDG International Maritime Dangerous Goods Code (MeXayHapoZaeH KoAeKC 3a NPeBO3 Ha 0OnacHW ToBapwu no
Mope)
NAREDBA Ne 13 Hapegba Ne 13 o1 30 gekemBpwu 2003 r. 3a 3aLimuTa Ha paboTeLLmTe OT PUCKOBE, CBbP3aHW C eKCMO3MLUA
Ha XMMWUYHW areHTn Npu paboTa
PBT YcToliumBo, 61oakyMyampaLlo u TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
pa3pellaBaHe 1 orpaHM4aBaHe Ha XMMUKasn)
RID Réglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHUK
3a MeX/yHapOo/JeH Xesie30NbTeH NPeBo3 Ha OrnacHu ToBapu)
SVHC Substance of Very High Concern (BeLyecTBo, NopaxzaLlo ceprmo3HoO 6e3rnoKoiicTBo)
vPvB Very Persistent and very Bioaccumulative (MHOro ycToinunmBo 1 MHOro 610aKyMynnMpaLLlo)
noc Volatile Organic Compounds (neTAnBM OpraHNYHN CbeANHEHNS)

OCHOBHM NO30BaBaHMA N USTOYHULM Ha AAaHHU B nmntepaTtypaTta

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

ABTOMOGUNHNS, XXeNe30MbTHUA N BbTPELLHWSA BOAEH TPaHCNopT Ha onacHW Toeapu (ADR/RID/ADN).
MexayHapoaeH KogeKc 3a NpeBo3 Ha onacHu Toeapu no mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLEeH TPaHCMopPT).

OTKas ot OTroBOpPHOCT

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