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

1.1. UpeHTndmkaTop Ha npoayKra
VITA LUMIN® VACUUM

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

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 nowia: info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

PA3[EN 2: OnucaHue Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BelWeCcTBOTO UMM CMecTa

PernameHnT (EO) Ne 1272/2008
BelecTBOTO He e knacudpuumpaHo kaTo onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemMeHTU Ha eTUKeTa

2.3. [ipyru onacHocTtu
Hsama HannyHa nHdpopmauus.

PA3OEN 3: ChcTaB/MHopmaLma 3a cbCTaBKUTe

3.1. BewecTtBa

XuMunyecka xapakTepucTuka
Kepamuka

OnacHu cbCcTaBKK

HUKosi/HMKoM (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3[OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BavwuBaHe
[a ce nogcurypu 4nct Bb3ayx.

Crnep KOHTaKT ¢ KoxaTta
[a ce namue obunHo c Boga. Ceanete 3aMbpPCEHOTO o6nekno n ro nanepete npean noBTopHa yn0Tpe6a.

Cnep KOHTaKT C ouuTe
BegHara n o6unHo ga ce uannakHe ¢ OYeH Ayl Unv Boaa.
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Cnep nornblyaHe
BegHara fga ce u3nnakHe yctarta u aa ce 1 usnunte 1 yawa soga.

4.2. Han-cbliecTBeHM OCTPU U HacTbNBaLM cried U3BECTEeH Nepuoa oT BpeMe CUMNTOMU U edhekTu
Hsama Hann4yHa nHpopmaums.

4.3. YKka3zaHue 3a He06X0QUMMOCTTa OT BCAKAKBU HEOTIOXKHU MeAULMHCKN TPUXU U CEeLnanHo nevyeHue
CuMnNTOMaTUYHO NEYeEHNe.

PA3[EN 5: NpoTuBonoxapHu Mepku

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoasawm noxxaporacutenHn cpeacraea
MepkuTe 3a raceHe Ha noxapa ga ce cbobpasaT ¢ obKpbXKaBallaTa cpeaa.

5.2. Oco6eHu onacHOCTWU, KOUTO NPOU3TUYAT OT BELLEeCTBOTO UMM CMecTa
HeBb3nnameHum.

5.3. CbBeTU 3a NoXxapHUKapure
B cnyuawi Ha noxap: [la ce HOCKM NpOTMBOra3 ¢ aBTOHOMHO MogaBaHe Ha Kucropog.

ﬂOITanVITenHVI YKa3aHus
3ambpceHaTa Boga oT raceHe fa ce cbbupa otaenHo.[la He ce gonycka M3TM4aHeTo 1 B KaHanu3aumsTa unm
OTKpUTUTE BOOMWN.

PA3LEN 6: Mepku npy aBapMinHO U3nyckKaHe

6.1. JluuHu NnpegnasHu Mepku, NpegnasHu cpeacTBa U npoueaypu Npu cnewHu cnyvyaum
06K yKkasaHua
[a ce n3bsrea obpasyBaHeTo Ha npax. [la He ce BAMLIBA Npaxa.

6.2. MpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
[la He ce gonycka NPoOHMKBaHE B KaHanm3auusita unu oTKpUTuTe BOAHNM GacerHu.

6.3. MeToau n matepmanu 3a orpaHM4YaBaHe U NoYUCTBaHe
3a nouncrteaHe
[a ce cbbupa mexaHu4yHo. BaeTusat maTepuan ga ce TpeTMpa cbobpasHo pasgena 3a oTnagbLum.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaovBmnayanHo 3awuTHO obopyaBaHe: BUXTe pasaen 8
M3Bo3BaHe: BxTe pa3gen 13

PA30EN 7: O6paboTka u cbXxpaHeHue

7.1. NpegnasHu Mepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca HeobxoamMmu cneunanHu mepkmn 3a 6e3onacHocT.

Yka3aHuA 3a 3amTa OT eKCnno3nsa u noxap
He ca HeobxoamMMu cneumanHn Mepku 3a NPOTUBOMNOXapHa 3alumTa.

CbBeTu OTHOCHO obwaTa xurmeHa Ha Tpyaa
CaneTe 3ambpceHOTO 06nekno. [la ce uaMmeat pbLeTe npeaun NodMBka 1 B kpasi Ha paboTHus aeH. [la He ce
sane, nve, NyLwy 1 4onycka xpeMa Ha paboTHOTO MSICTO.

7.2. YcnoBusi 3a 6e30nacHO CbXpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTH

W3ncksaHus 3a cknagose u pesepBoapu
CbabT Aa ce ObpXKK NITbTHO 3aTBOPEH.

WUHdopMaumsa 3a cbxpaHeHUe B 06K CKNaaoBU NoMelleHns
He ca HeoGxoaumu crieumanHn Mepku 3a 6e3onacHoCT.
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7.3. CneundmnyHa(u) kpanHa(u) ynotpeba(u)

medical device

PA3[LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHu npeanasHu cpeacTea

8.1. MapameTpun Ha KOHTpON

8.2. KoHTpon Ha ekcno3uumsaTa

MHAMBMAyaHHM MepKU 3a 3aliuTa, KaTo HanpumMmep NMU4YHN NnpeanasHu cpeacTBa

3awuTa Ha ounTte/nuueTo

M3nonseante npeanasHu oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbLUeTe

Mpu paboTa ¢ XMMUYECKM BeLLECTBa a Ce HOCAT CaMO PbKaBMLM 3a XMMUYecKa 3alumTa, 0603HaYeHn CbC 3HaK
CE, BkntoYBaLL YeTupuumdpeH KOHTPOeH Homep. BuabT Ha pbkaBuuMTe 3a XMMUYecKa 3almTa Tpsibea
BHMMaTesHo Aa 6bae noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMSATa U KONIMYECTBOTO Ha OMacHW BeLLecTsa,
cbobpasHo creundmkarta Ha paGoTHoTo MsicTo. Mpu crnyyan Ha cneumanHa ynoTpe6a ce npenopbyBa cripaeka ¢
NPOU3BOAUTENS, Aanv rOPEnoCoOYeHNTE 3aLLMTHN PbKaBULM NpuUTexaBaT Heobxoammarta YyCTOMUYMBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTta

M3nonaeaHe Ha 3aWumTHO 0bnekno.
3awuTa Ha guxartenHuTe NbTULLA

I'IpM HegocCcTaTb4YHa BeHTUNauna HoceTe CpeacTBa 3a 3alluTa Ha gmxatenHuTte nbTuula.

PA3OEN 9: ®u3anyHu n XMMUYHU CBOUCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLEeCTBOTO:
LiBaT:

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe:
To4ka Ha KMneHe unu HavarnHa Toyka Ha
KuneHe n nHTepBan Ha KunexHe:

3ananumoct:

[O0JHa rpaHnLa Ha B3pMBSIEMOCT:
ropHa rpaHvla Ha B3pMBAEMOCT:

Touka Ha Bb3nnaMeHsiBaHe:

TemnepaTypa Ha camo3anansaHe:

TemnepaTypa Ha pa3nagaHe:
CTONHOCT Ha pH:

Pa3TBoprMOCT BbB BoAa:
Opyru pa3tBoputenu
HeonpeaeneH

KoeduuneHT Ha pasnpenenexHve

n-okTaHon/Boaa:

MapHo HansraHe:
(npun 50 °C)

MnbTHOCT:

OTHOCUTENHA NBLTHOCT Ha napure:

9.2. ipyra nidopmauus

TBbPA

UHcpopmauma BLB Bpb3ka € KnacoBeTe Ha (puanyHa onacHocT

HeonpeaeneH
HeonpeaeneH

HeonpeaeneH
HENPUIIOKUM
HeonpeaeneH

Heonpeaenex
HEMpUNoXnm
HeonpeaeneH
HeonpeaeneH
Heonpeaenex
He ce cmecBa

HeorpeaeneH

<=1100 hPa

2,40000 g/cm?
HeonpepeneH
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BapueoonacHocTh

MpoaykTbT He e: EkcnnosveeH.
Okcnaunpalum cBoncTea

MpoaykTLT He e: NoXapoonaceH.

[Opyru xapakTepucTukn 3a 6esonacHocTt
OTHOCUTENHA CKOPOCT Ha M3NapeHue: HeonpeaeneH
CbabpxaHue Ha TBbPAO BELLEeCTBO: 100,0 %

PA3LOEN 10: CTabunHoOCT U peakTUBHOCT

10.1. PeakunoHHa cnocoGHOCT
Mpu npaBunHo 6opaBeHe U CbXpaHeHe B CbOTBETCTBME C pasnopenduTe He Bb3HMKBAT ONAcHU peakunu.

10.2. XuMn4Ha ctabunHocTt

MpoaykTbT e cTabuneH, ako ce CbXpaHsiBa Npyu HopManHa Temneparypa Ha okonHaTa cpeaa.

10.3. Bb3MOXHOCT 32 onacHU peakuuu

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, kouto TpsA6Ba Aa ce u3barear
HUKOS

10.5. HecbBMecTUMUM MaTepuanu
Hsama Hann4yHa nHpopmaums.

10.6. OnacHu NpoAyKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpPoAayKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa uHdopmauums

11.1. UHdbopmauusa 3a KnacoBeTe Ha onacHocCT, onpegeneHu B PernameHT (EQ) Ne 1272/2008

CurnHa TOKCUYHOCT

Bb3 ocHOBa Ha HanNWUHWTE JaHHW He Ca U3MbITHEHU KpUTepuMTe 3a KnacuduuupaHe.
Pazgpa3BaHe u KOpo3uBHOCT

Bb3 0OCHOBa Ha HaNUYHUTE JAHHW HE Ca U3MbITHEHW KpUTEPUUTE 3a KnacuduyupaHe.
CeHcubunusmnpallo geMcreme

Bb3 0CHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHM KpUTEpUUTE 3a KnacuduumupaHe.
KaHueporeHHu, NpoMeHsILLM reHOTUNA U YBpeXAally pa3sMHOXaBaHeTO Bb3AeNCTBUSA

Bb3 0OCHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduuymupaHe.
CTOO (cneuncunyHa TOKCUYHOCT 3a onpeAerieHn opraHun) - eqHOKpaTHa eKCno3uuus

Bb3 ocHOBa Ha HanNWUYHWTE JaHHW HEe Ca U3MbITHEHU KpUTepuuTe 3a KnacuduumupaHe.
CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeAerieHn opraHun) - NoBTapsila ce eKkcno3muus

Bb3 ocHOBa Ha HaNMUYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduyupaHe.
OnacHOCT Npu BAULIBaHe

Bb3 0CHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a KnacuduumnpaHe.

11.2. UHdopmauums 3a gpyrm onacHocTU

Opyrm gaHHun
BelecTBOTO € knacugmumpaHo KaTto He onacHo no cmmncebna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exonorm4yHa nicgpopmaums

12.1. ToKCUYHOCT

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

MpoayKThT He e TecTBaH.
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12.3. Buoakymynupaiwa cnocobHocTt
MpoaykTbT He e TeCcTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCcTBaH.

12.5. PesyntaTtu ot oyeHkaTa Ha PBT u vPvB

ToBa BeLLeCcTBO He oTroBaps Ha kputepunte PBT/vPvB Ha PernameHT REACH, MNpunoxenne Xl

MpoayKTLT He e TecTBaH.

12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

BellecTBOTO HE NpuTeXaBa CBONCTBA, BOAELLMN 0 HapyLwlaBaHe Ha d)yHKLl,l/IVITe Ha eHOOKpUHHaTa cuctema no

OTHOLLUEHME Ha HeLeneBn opraHuamu.
12.7. Opyrn HeGnaronpuaTHU eheKkTn
Hsama Hann4yHa nHpopmaums.

JonbnHUTeNHM gaHHn

[la ce n3bsarea nsnyckaHe B okonHata cpeaa.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToau 3a TpeTupaHe Ha oTNnagbuu

M3XB'bpﬂilHe Ha oTnagbuu

[la He ce gonycka NPoHVKBaHEe B KaHanm3auusTa unm oTkputuTe BogHu 6aceriHn. OTnagbuute Aa ce n3Bo3esaT B
CbOTBETCTBUE C aAMMHUCTPATUBHUTE pa3nopeadu.

U3xBBbpnsiHe Ha HENOYUCTEHU ONAKOBKU M NpenopbyYaHu NOYUCTBALLM NpenapaTn
[a ce namue o6unHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkKM MoraT Aa obaar peunknmpaHu.

PA3OEN 14: UHchbopmaums OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnuckka Ha OOH
WIu uaeHTUduKaLmoHeH HoMep:
14.2. ToMHO HauMeHOBaHMe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoCT npu

TpaHCMopTUpaHe:
14.4. OnakoBbLY4Ha rpyna:

PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH
nnu nageHTudKaLmMoHeH Homep:
14.2. ToYHO HauMeHOBaHue Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH
unu ngeHTudKaLmoHeH Homep:
14.2. TOMHO HaUMEHOBaHWe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTMpaHe:
14.4. OnakoBb4Ha rpyna:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
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Bb3ayweH TpaHcnopTt (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 HaUMeHOBaHWe 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
No dangerous good in sense of this transport regulation.

14.7. MoOpCKMu TpaHCNOPT Ha TOBapy B HACUNMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHusauuns
HEenpunoXxmmv

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BeLLeCTBOTO UMM CMecTa HOpMaTUBHA ypeab6a/3akoHo4aTeICTBO OTHOCHO
O6e3onacHocTTa, 34paBeTo U OKONHarta cpega

EC PerynatopHa uHdopmauus

OaHHu 3a gupektusa 2012/18/EC He nognexwu Ha Oupektnea 2012/18/EC (SEVESO III)
(SEVESO lIl):

HauunoHanHu pasnopen6bu
3ambpcaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsiBaly BogaTa

15.2. OueHKa Ha 6€30NacHOCT Ha XMMUYHOTO BELUEeCTBO UIIU CMeC

3a ToBa BeLLECTBO He Ca U3BBLPLUBaAHN OnncaHns 3a 6e30nacHoCT.

PA30EN 16: Opyra nHdopmauums

MpomeHn
To3u cnucbk CbabpKa NPOMEHU B CpaBHeHWE C npeguliHaTa Bepcus B pasgen(u): 1.
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Cprau.leva U aKpOHUMU

ADR: Accord europiien 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%

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 europnen relatif au transport international des marchandises dangereuses par voies de navigation

intvirieures)

EmS: Emergency Schedules

MFAG: Medical First Aid Guide

ICAQ: International Civil Aviation Organization

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

IBC: Intermediate Bulk Container

SVHC: Substance of Very High Concern

3a cbKpalleHns 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu

3a cbkpalleHus n akpoHumm Buxx ECHA: PbKoBOACTBO 3a M3NCKBaHMA 3a MHCpOpMaUUs 1 oLeHKa 3a

6e30nacHOCT Ha XMMUYHOTO BeLlecTBo, rmasa R.20 (CnMCbK Ha TEPMUHU U CBKPALLEHNS).
ﬂOITanVITenHVI AaHHU

[aHHuTe ce 6asupaT Ha AHELIHOTO CbCTOSIHME Ha HaLLUTE NO3HaHWS, HO Te He AaBaT rapaHuusi 3a CBOMCTBaTa Ha

NpoAyKTUTE N HE Ca OCHOBA 3a 3aKOHHM JOrOBOPHMW OTHOLUEHMS. MonyyaTensaT Ha HalmTe NpoaykTn Tpsibea aa

cbbnogaBa Ha co6CcTBEHaA OTTOBOPHOCT CMA3BaHETO Ha ChLUECTBYBALLM 3aKOHW U pasnopeabu.
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