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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITAYZ T COLORING LIQUID

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
Ynotpeba Ha nabopaTopHu peareHTn

1.3. Nogpo6GHU AaHHM 3a JocTaBYMKa HA MHOPMAaLUWOHHUSA NUCT 3a 6e3onacHoOCT

dupwma/llponssoguTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpec: Spitalgasse 3
Mpaa: D-79713 Bad Sackingen
MowieHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc; +49(0)7761-562-299
EnektpoHHa nowa (e-mail): info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnektpoHHa nowa (e-mail): info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs
1.4. TenecdhoHeH HoMep Npwu +49-(0)761-19240

cnewHu cny4yau:

Opyrv gaHHu
medical device

PA3OEN 2: OnucaHne Ha onacHOCTUTe

2.1. KnacudcdmumpaHe Ha BeWecTBOTO UMM cMecTa

OOH-I'XC (ST/SG/AC.10/11/Rev.8)
Tasu cmec He e knacudmumpaHa kato onacHa cerinacHo ST/SG/AC.10/30/Rev.8 (FXC).

2.2. EneMeHTU Ha eTUKeTa

2.3. lpyru onacHocTu
Hama HannyHa nHpopmaums.

PA30EN 3: CkcraB/MHdOpMmaLms 3a cbCTaBKUTE

3.2. Cmecu

XumMunuyecka xapakrepucTmka
Cwmecu Cy6eTaHumst, opraHnyeH

PA3[E 4: Mepku 3a nbpBa NOMOLY,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMoOLY

Cnep BaovwiBaHe
[a ce nogcurypu 4nct Bb3ayx. [pu 3aTpyAHEHO AWLIaHe UNn CNpaHe Ha OULIaHeTo HanpaBeTe U3KYCTBEHO
anwaHe. HeobxoamMMo e neyeHue ot fekap.

Cnea KOHTaKT € KoXaTa
Cnepn KOHTaKT ¢ koXaTta, BegHara ga ce uamme obunHo ¢ Boga v canyH. HesabaBHo cBaneTte LANOTO 3aMbpPCEHO
0o0nekno v ro nsnepete nNpeaun NoBTopHa ynoTpeba. Mpu nosea Ha KOXHO ApasHeHe: MNoTbpceTe MeANLIMHCKA
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CbBEeT/MOMOLLL.
Cnepa KOHTaKT C ouuTe
BepnHara n o6vnHo aa ce M3nnakHe ¢ 04eH Ayl unuv Boaa.
Cnep nornblaHe
Mpun noBpbLlaHe B3eMeTe nNog BHUMaHWE OnacHOCTTa OT acnupauus. BegHara ga ce nsnnakHe ycrara u ga ce
[ana noseye BoAa 3a NUEHeE.

4.2. Han-cbulecTBeHM OCTPU U HacTbNBaLWM cnej U3BeCTEH Nepuod OT BpemMe CMMNTOMU U edhekTn
Hama HannyHa nHpopmaums.

4.3. Yka3zaHue 3a He06X0AUMOCTTA OT BCAKAKBU HEOTNOXHU MEAULIMHCKU FTPUXU U cneuunanHo fieyeHme
CuMnNTOMAaTUYHO NeYeHne.

PA3LEN 5: MpoTuBOnNoXxapHU MepKn

5.1. MoxaporacutenHu cpeacrTea

Moaxoaswum noxaporacuTenHu cpeacTBa
MepkuTe 3a raceHe Ha noxapa fa ce cbobpasaT ¢ obKkpbXKaBallaTa cpeaa.

5.2. Oco6eHn onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO USIM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a NoXapHUKapure
B cnyvan Ha noxap: [la ce HoCcM NpoTMBOras ¢ aBTOHOMHO MogaBaHe Ha Kucnopog.

JonbnHUTenHn ykasaHus
3ambpceHaTa Boga OT raceHe ga ce 0b6mpa otgenHo.[la He ce [onycka n3tn4aHeTo 1 B KaHanusauuaTa nnm
OTKPUTUTE BOAMW.

PA3LEJ 6: Mepku npu aBapuMnHO U3nyckKaHe

6.1. llnyHu npegnasHyM Mepku, npegnasHyU cpegcTBa U Npoueaypu NpuY cnewwHu crnyvyau
O6LwWwu ykasaHusa
M3nons3eaiTe nuyHa 3awuTtHa eKMNnpoBKa.

6.2. Mpegna3Hn Mepku 3a onasBaHe Ha OKOJIHAaTa cpeda
[a He ce ponycka NPOHUKBAHE B KaHanM3auusita UM oTKpUTUTE BOAHU BacerHu.

6.3. MeToau 1 maTtepuanu 3a orpaHMyaBaHe U NOYUCTBaHe
Opyra nicpopmauus

[la ce nonne mexaHN4HO CLC CBBLP3BALY, MaTepuan (I'IFlC'bK, AnaToMunT, CBBbP3BaALLO BELECTBO 3a KNCENTUHU UINKN
yHMBepcanHo). BaeTtuar matepuan ga ce Tpetupa CbO6pa3HO pasgena 3a otnaabun.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynotpeba: Bmxrte pasgen 7
MHaovBmayanHo 3awmuTHO obopyaBaHe: BUXTe pasaen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA3[LEN 7: Pa6oTa u cbxpaHeHue

7.1. NMpegnasHun mepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxoavmu cneumanHu mepkmn 3a 6e3onacHocT.
Yka3zaHusA 3a 3aliMTa OT eKCNIIo3UA U noxap
He ca HeobxoaMMu cneumanHn Mepku 3a NPOTUBOMNOXKapHa 3alumTa.
CbBeTu OTHOCHO o6waTa XxurmeHa Ha Tpyaa
CBaneTe 3ambpceHoTo 06nekno. [la ce uaMmBaT pbLeTe npeaun NodMBka 1 B kpast Ha paboTHus aeH. [1a He ce
saae, nve, NyLwy 1 gonycka xpeMa Ha paboTHOTO MSICTO.
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7.2. YcnoBusA 3a 6e30nacHO CbXxpaHsaBaHe, BKNOYNTENTHO HECHLBMECTUMOCTU

W3unckeaHusa 3a cKnagose u pesepsoapu
CbabT Oa ce AbpXKK NITbTHO 3aTBOPEH.

UHdopmMauusa 3a cbxpaHeHUe B 06K CKNagaoBU NOMeLLeHuUs
He ca Heobxoammu cneunanHu mepkmn 3a 6e3onacHocT.

PA3[OEN 8: KoHTpon Ha ekcno3uuuaTa/nuyHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpON

FpaHU4YHM CTOMHOCTU Ha XMMUYHUTE areHTU BbB Bb3Ayxa Ha paboTHaTa cpeaa

CAS Ne XUMWYEH areHT ppm mg/m3|  Bn/cm3 Karteropus M3TOYHUK

100-51-6 BeHsunHankoxon - 5 8 yaca

8.2. KoHTpon Ha ekcno3uuusita

MHAMBMAyaﬂHM MepKU 3a 3aliuTa, KaTo HanpumMmep NMU4YHU NnpeanasHu cpeacTBa

3awuTa Ha oumnTe/nuueTo
V3nons3gaiTe npeanasHu oumna/npegnasHa macka 3a nvue.

3awmTa Ha pbueTe
Mpu paboTa c xnMnyecku BelecTBa Aa Ce HOCAT CaMo pbKaBULM 3a XMMUYecka 3alimTa, 0603HavYeHn CbC 3HaK
CE, BkntoyBaLL YeTupuundpeH KOHTponeH HoMmep. BUabT Ha pbKaBuUMTE 3a XMMUYecKa 3almTa Tpsiba
BHMMaTenHo aa 6bae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaUMsATa U KONMMYECTBOTO Ha OMNacHW BELLEeCTBa,
cbobpasHo cneumdukaTa Ha paboTHOTO MsAcTo. INpu cnyyam Ha cneuuwanHa ynotpeba ce npenopbyBa cnpaska ¢
NPOM3BOAUTENS, AaNv rOPernocoyeHNTe 3alUMTHN pPbKaBULM NpUTExXaBaT HeobxoaumaTa yCTONYMBOCT Ha
xumukanu. MNpenopbuntenHn sugose 3awmuTHu pbkaBmuy KCL Dermatril P NBR (Hutpunos kayuyk)

3awmTa Ha KoxaTta
M3nonaeaHe Ha 3aWMTHO 0bnekno.
3awuTa Ha guxartenHuTe NbTULla

[MorpuxeTe ce 3a 4OCTaTbYHO BEHTUNALNA Y TOYKOBO N3CMYKBaHeE Ha KPUTUYHU TOYKA. TexHnyecka BeHTUNauus
Ha pa60THOTO MACTO

PA3OEN 9: ®1314HN U XUMUYHN CBONCTBA

9.1. UHchopMaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOSAHNE Ha BELLECTBOTO: TeueH
Ligar:
Mwupuama: XapaKkTepeH

N3mMeHeHMA Ha CbCTOAHMETO

Touka Ha ToneHe/Touka Ha 3aMpb3BaHe: HeonpeaeneH
Touka Ha KMNeHe Unu HayarnHa Toyka Ha 100 °C
KMNeHe 1 NHTepBarn Ha KUneHe:
Touka Ha Bb3nnaMeHsiBaHe: HEMNpUNoXum
3ananumocTt
TBbpAa/TeyeH: HEenpunoXxum
las: HenpunoXxnm
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B3puBoonacHocTu
MpoaykTbT He e: EkcnnosneeH.

OO0JHa rpaHula Ha B3pnBAEMOCT:
ropHa rpaHuua Ha B3puBA€eMOCT:

TemnepaTtypa Ha camo3ananBaHe

TBbpAO BELECTBO:
[as:

TemnepaTypa Ha pa3nagaHe:
CTONHOCT Ha pH:
[dvHaMn4eH BUCKO3NTET:

Pa3TtBoprMoOCT BbB Boaa:

Opyru pasTBopuTenu
HeonpeneneH

KoedvmuneHT Ha pasnpepenexne

n-okTaHon/Boaa:

MapHo HansraHe:
(npu 50 °C)

MnbTHOCT:

OTHOCUTENHA NABTHOCT Ha NapuTe:

9.2. fipyra uidopmauyms

UHcopmauma BLB Bpb3ka € knacoBeTe Ha (puanyHa onacHocT

Oxkcuaunpalum ceomncTea
He nogavpxa ropeHeTo.

Apyru xapakTtepucTmkm 3a 6esonacHocT

C'b,ﬂ,'bp)KaHVle Ha TBbpAo BeLleCTBO:

OTHocuTenHa CKOPOCT Ha nanapeHue:

HENPUNoOXnm
HEeNnpUoXnm

HENPUNoOXnm
HENPUNoOXnm

HeonpeaeneH

3,0
3-5mPas
He

HeonpeaeneH

<=1100 hPa

1,16000 g/cm?®
HeonpepeneH

0,05 %

HeonpeaeneH

PA30EN 10: CTabunHoOCT U peakTUBHOCT

10.1. PeakTuBHOCT

[pn npaBunHo 60paBeHe N CbXpaHeHne B CbOTBETCTBUE C pa3r|ope,u,6v1Te He Bb3HWKBAT OMacHW peakunun.

10.2. XuMn4Ha ctabunHocTt

MpoayKTbT e cTabuneH, ako ce CbXxpaHsaBa Npyu HopMarnHa TeMneparypa Ha oKonHara cpeaa.

10.3. BL3MOXXHOCT 3a ONaCHU peakuuun

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, KOUTo TpsiGBa ga ce usbsareat

HUKOA

10.5. HecbBMecTUMU MaTepuanu

Hama HannyHa nHdopmauums.

10.6. OnacHM NpoAyKTWU Ha pa3nagaHe

He ca n3BecTHV onacHW NPoayKTU Ha pa3naraHeTo.

PA3LOEN 11: TokcukonornyHa nHcdopmauus

11.1. UHdbopmauums 3a KnacoBeTe Ha onacHocCT, onpegeneHn B PernameHT (EO) Ne 1272/2008

CunHa TOKCUYHOCT

Bb3 ocHOBa Ha HanWYHUTE JaHHW He ca U3MbIIHEHU KpUTEpUUTE 3a knacuduumpaHe.
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Pazgpa3BaHe u KOpO3UBHOCT

Bb3 ocHoBa Ha HanNU4YHWUTE JaHHW HEe ca U3MbITHEHU KpUTepUUTE 3a knacuduumnpaHe.
CeHcnbunusupallo gencreue

Bb3 ocHoBa Ha HanNU4YHUTE JaHHW HEe ca U3MbITHEHM KpUTEepUUTE 3a knacuduumnpaHe.
KaHueporeHHU, NPOMEeHsILLM reHoTUNa U YBpeXaaliyM pasMHOXaBaHeTO Bb3AeNCTBUA

Bb3 ocHoBa Ha HanNM4YHWUTE JaHHW He ca U3MbITHEHM KpUTEepUUTE 3a knacuduumnpaHe.
CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeaeneHn opraHun) - eqHOKpaTHa eKcno3muus

Bb3 oCcHOBa Ha HaNUUYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduuupaHe.
CTOO (cneuundnyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NoBTapsilla ce eKCno3uuus

Bb3 ocHOBa Ha HaNM4YHUTE JAaHHW HE ca U3MbITHEHU KpUTEpUUTE 3a knacuduumnpaHe.
OMacHOCT Npy BOVLIBaHe

Bb3 ocHoBa Ha HaNU4YHWUTE JaHHW HEe ca U3MbITHEHM KpUTepUUTe 3a knacuduumnpaHe.

[Opyrv AaHHM 3a NPOBEPKU
CwmecTa e knacuduumpaHa kaTo He onacHa no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exonorm4Ha nHcgpopmaums

12.1. ToKCUYHOCT

MpoaykTbT He e: TOKCUYHM 3a okonHaTta cpeja.
12.2. YCTOWUUBOCT U pasrpagumMocT

MpoayKTLT He e TecTBaH.

12.3. Bunoakymynupaia cnoco6HocT

MpoayKkTbT He e TecTBaH.

12.4. NpeHOCUMOCT B noyBaTa
MpoayKTbT He e TecTBaH.

12.6. CBOMCTBAa, HapylwaBawmn hyHKLUNTE HA eHOOKPUHHaTa cucTtema
To3u NpoAYyKT He CbabPXa BELLECTBO, KOETO NPUTEXAaBa CBOWCTBA, BOAELLM 00 HapyLlaBaHe Ha PyHKUMUTE Ha
€HOOKPMHHAaTa cUCTeMa no OTHOLLEHWE Ha HeLeneBu OpraHn3Mu, Tbi KaTo HAMa KOMMOHEHTU, KOUTO Aa OTroBapsaT
Ha KpuTepuuTe.

12.7. Opyrn He6GnaronpuATHU eheKkTun
Hsama Hann4yHa nHpopmaums.

OonbnHuTenHun fgaHHu
[a He ce gonycka NpoOHUKBaHE B KaHanM3auusita unu oTkpuTute BoaHu 6acenHun. [la He ce gonycka NpoHUKBaHe
B no4saTta/nop noysaTta.

PA3OEN 13: O6e3BpexaaHe Ha oTNaagbLUUTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUU

N3xBBbpnsiHe Ha oTNagbLyY
[a He ce gonycka NpoHUKBaHe B kKaHanM3auusiTa unm oTkputuTe BogHu G6aceiiin. [1a He ce gonycka NpoHMKBaHe
B noyBaTa/nog no4sata. OTnagbunTe Aa ce M3BO3BaT B CbOTBETCTBUE C aAMUHUCTPATUBHUTE pa3nopenou.
N3xBBbpnsiHe Ha HEMOYNCTEHM ONAKOBKU U NpenopbYaHu NOYMCTBALLM NpenapaTy
3ambpceHuTe onakoBku TpsibBa Aa ce TpeTupaT KaTo caMmusi matepuarn.

PA3OEN 14: NHdhopmauusa OTHOCHO TpaHCNOPTUPAHETO

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
uiun M.Cl,eHTVId)MKaLI,VIOHeH HOMep:
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14.2. TOYHO Ha HAUMEHOBaHWe Ha No dangerous good in sense of this transport regulation.
nparkata no cnuckbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.

Bb3aywen TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu uaeHTUdUKaLMoHeH HoMep:

14.2. ToyHO Ha HAaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkaTta no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaHe:

14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoOCTM 3a OKOJiHaTa cpega
OINACHO 3A OKOJTHATA CPEJDA: He

14.6. CneumanHu npeanasHn Mepku 3a noTpedourtenure
Hama Hann4yHa nHdpopmaums.

14.7. MoOpCKU TpaHCNOPT Ha TOBapX B HACUMHO CbLCTOAAHUE ChINAcHO MHCTPYMeHTU Ha MexayHapogHarta

MOPCKa opraHusauuns
HENpPUNoXxmm

PA30EN 15: UHdopmaLmMsa oTHOCHO HOpMaTUBHaTa ypeaba

HauunoHanHu pasnopeabu

AGcopbGupaHe oT koxata / Bb36yxaa cBpbXYyBCTBUTENIHA peakuust OT anepruyeH Tun.
CeHcunbunusauums:

PA3OEN 16: Opyra nHcdopmauus

MpomeHun
To3u cnCbK CbabpXKa NPOMEHM B CPaBHEHWE C NpedviiHaTa Bepcus B pasgen(v): 1,9.
CbKpalleHUs 1 akpoOHUMMU
ADR: Accord europmen sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
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EC50: Effective Concentration 50%

ErC50: Effective Concentration 50%, growth rate

NOEC: No Observed Effect Concentration

BCF: Bio-concentration factor

PBT: persistent, bioaccumulative, toxic

vPVB: very persistent, very bioaccumulative

RID: Regulations concerning the international carriage of dangerous goods by rail

ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europiien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)

EmS: Emergency Schedules

MFAG: Medical First Aid Guide

ICAO: International Civil Aviation Organization

MARPOL: International Convention for the Prevention of Marine Pollution from Ships

IBC: Intermediate Bulk Container

VOC: Volatile Organic Compounds

SVHC: Substance of Very High Concern

3a cbKpallleHns 1 akpoHumK BX. Tabnvuara Ha http://abbrev.esdscom.eu

JonbnHUTeNnHU gaHHU
[aHHuTe ce GasnpaT Ha AHELIHOTO CbCTOSIHME Ha HalUTe No3HaHWS, HO Te He JaBaT rapaHuusi 3a cBoMcTBaTa Ha
NpoAyKTUTE N HE Ca OCHOBA 3a 3aKOHHM JOrOBOPHMW OTHOLUEHUS. MonyyaTensaT Ha HaluTe NpoaykTu Tpsibea aa
cbbniogaBa Ha cobcTBEHa OTFOBOPHOCT CMa3BaHEeTO Ha CbLUECTBYBALLM 3aKOHW U pasnopeadu.

(daHHume 3a onacHume gewecmea, 8n1u3alju 8 Cbcmaea, ca 83emu guHaz2u om rnocredHama sanudHa
mabnuyama c napamempu 3a b6ezonacHocm ripu paboma, ocugypeHa om rnoddocmasyuka.)
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