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

1.1. UpeHTndmkaTop Ha npoayKra
VITA LUMIN® VACUUM

VMme Ha BelLecTBOTO: ceramics materials and frits
CAS Ne: 66402-68-4
EHO Ne: 266-340-9

1.2. UgeHTndMUMpaHm ynoTpebu Ha BEWeCTBOTO UM CMEeCTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KOMTo He
ce npenopb4yBaT

YnoTtpe6a Ha BewwecTBOTO/CMECTa
medical device

1.3. Nogpo6HU gaHHM 3a JOCTaBYMKA HA MHOPMAaLVMOHHUSA NUCT 3a 6e30nacHOCT

dupwmal/llponssognuTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpec: Spitalgasse 3
Mpagn: D-79713 Bad Spackingen
MoweHcka kyTus: 1338
D-79704 Bad Spackingen
TenedoH: +49(0)7761-562-0 Pakc: +49(0)7761-562-299
EnextpoHHa nowa (e-mail): info@vita-zahnfabrik.com
OTrOBOPEH CbTPYAHUK: regulatory affairs
EnextpoHHa nowa (e-mail): info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OtroBopeH OTgen: Regulatory Affairs
1.4. TenedhoHeH HOMep Npu +49-(0)761-19240

CcnelwHun cny4vyaun:

PA3OEN 2: OnucaHne Ha onacHOCTUTe

2.1. KnacudcdmumpaHe Ha BeWeCcTBOTO UMM CMecTa

PernamenT (EO) N2 1272/2008
BelecTBOTO He e knacudpuumMpaHo kaTo onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EneMeHTU Ha eTUKeTa

2.3. lpyru onacHocTu
Hama HannyHa nHpopmaums.

PA3OEN 3: ChcTaB/MHbopmaLma 3a cbCTaBKUTe

3.1. BeuwecTtBa

XumMunyecka xapakrepucTmka
Kepamuka
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OnacHu cbCcTaBKu

CAS Ne Xumnyecko nme CbabpxaHue
(o)
EHO Ne [pexc Ne [REACH Ne
Knacudmkauus (PernameHT (EO) Ne 1272/2008)
66402-68-4 ceramics materials and frits 100 %
266-340-9 | |

TouyeH TekcT Ha H n EUH uspevenuns: BmxTe pasgen 16.

PA3[EJ 4: Mepku 3a nbpBa NOMOLY,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLL

Cnep BaovwiBaHe
[a ce nogcurypu 4icT Bb3ayx.

Cnepa KOHTAKT € KoXaTa
[a ce namue obunHo c Boga. Ceanete 3aMbpceHOTO 06Mnekro 1 ro usnepeTte nNpeam NnoBTopHa ynotpeba.

CneAa KOHTAKT C ouuTe
BegHara n o6unHo aa ce uannakHe ¢ 0YeH Ayuw vnn Boaa.

Cnep nornblaHe
BegHara ga ce u3nnakHe yctarta u ga ce 1 usnunte 1 yawa soga.

4.2. Han-cbulecTBEeHM 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: NMpoTuBONoXapHU MepKn

5.1. MoxaporacutenHu cpeacTea

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

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

5.3. CbBeTH 3a NoXapHUKapure
B cnyvan Ha noxap: [la ce HocM 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 aBapunHO U3nyckaHe

6.1. JInyHu npegnasHu Mepku, npeanasHu cpeacTBa U Nnpoueaypu Npy cnewwHu cnyvyau

O6LwWwu ykasaHusa
[a ce n3bsarea obpasdyBaHeTo Ha npax. [la He ce BAMLIBA Npaxa.

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

6.3. MeToau n maTepmanu 3a orpaHM4YaBaHe U NOYUCTBaHe
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3a nouncrBaHe
[a ce cbbupa mexaHu4yHo. BaeTusar matepuan ga ce Tpetnpa cbobpasHo pasgena 3a oTnagbLu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaomBmnayanHo 3awuTtHO obopyaBaHe: BuxkTe pasaen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA3[LEN 7: PaboTta n cbxpaHeHue

7.1. NMpegna3sHun Mepku 3a 6e3onacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanH Mepkun 3a 6e3onacHoCT.

Yka3zaHusA 3a 3alimMTa OT eKCNII03UA U noxap
He ca HeobOxoaMMu cneumanHn Mepku 3a NPOTUBOMNOXKapHa 3alumTa.

CbBeTU OTHOCHO obLwaTa XxurmeHa Ha Tpyaa
CaaneTte 3amMbpceHoTO 0bnekno. [la ce nammBar pbLeTe Npean noYmeka 1 B Kpasd Ha paboTHus aeH. [la He ce
ane, nve, NyLwy 1 gonycka xpeMa Ha paboTHOTO MSICTO.

7.2. YcnoBusA 3a 6€30MacHO CbXpaHsABaHe, BKNYUTENHO HECHbBMECTUMOCTU

N3nckBaHus 3a cKnagose u pesepeoapu
CbabT Oa ce AbPXKU NITbTHO 3aTBOPEH.

UHdopMauusa 3a cbxpaHeHUe B 06K CKIagoBU NOMeLLeHUsA
He ca HeobxoamMmu cneumanHu mepkmn 3a 6e3onacHocT.

7.3. CneuundmnyHa(n) kpanHa(u) ynotpeba(m)

medical device

PA3E 8: KoHTpon Ha eKcno3vuuMATa/NnM4YHM npeanasHy cpeacTBa

8.1. MapameTpu Ha KOHTpON

8.2. KoHTpon Ha ekcno3uuusiTa

MHauBuayanHu mepku 3a 3awuTa, KaTo Hanpumep NUYHU NpeanasHu cpeacTBa

3awuTta Ha ouuTe/nuueTo
M3nonseawnTte npegnasHu oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbLUeTe
Mpn paboTa ¢ xMmMuyeckn BeLLecTBa Aa ce HOCAT CaMO PbKaBMLUM 3a XMMUYecKa 3awmTta, 0603Ha4YeHn CbC 3HaK
CE, BkntoyBaLl yeTnpuuudpeH KOHTporieH HoMmep. BuabT Ha pbkaBuUUTE 3a XMMMYecka 3alumTa Tpsabsa
BHMMaTeNHO Aa 6bae noabpaH B 3aBMCMMOCT OT KOHLIEHTPaLMSATa U KONMYECTBOTO Ha OMacHW BELLECTBA,
cbobpasHo cneumndukaTa Ha paboTHOTO MACTO. MNpwu cnyyam Ha cneuunanHa ynotpeba ce npenopbyBa crpaska C
npou3BoAUTENS, JanNN ropenocodeHnTe 3alUMTHN pbKaBuLM NpUTEXaBaT HeobxoaumaTta YyCTOMYMBOCT Ha
XUMUKANW.

3awumTa Ha KoxaTta
V13nonsBaHe Ha 3alUTHO obnekno.
3awmTa Ha guxaTenHUTe NbTULLa

Mpn HegocTaTbYHA BEHTUNAUUA HOCETE CPeACTBa 3a 3alunTa Ha AnxaTenHuTe nbTula.

PA3OEN 9: ®3n4YHM U XMMUYHN CBONCTBA

9.1. UHchopmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CBbCTOSIHME Ha BELLECTBOTO: TBbPA
Ligar:
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MA3meHeHUs Ha CbCTOAHMETO
Touka Ha ToneHe/To4Ka Ha 3aMpb3BaHe:

To4ka Ha KMneHe uUnu HavasnHa Toyka Ha
KuneHe n nHTepBan Ha KunexHe:

Touka Ha Bb3nnaMeHsiBaHe:

3ananumocT
TBbpa/TEYEH:
[as:

B3puBoonacHocTu
MpoaykTbT He e: EkcnnosveeH.

JONHa rpaHnLa Ha B3pMBSIEMOCT:
ropHa rpaHvLa Ha B3pMBAEMOCT:
TemnepaTypa Ha camo3anansaHe:
TemnepaTypa Ha pasnagaHe:
CTolHoCT Ha pH:

PasTBOpMMOCT BbB BoAa:

Opyru pasTeopuTenu
HeonpeaeneH

KoednuneHT Ha pasnpegeneHune
n-okTaHon/soaa:

MapHo HansiraHe:
(npn 50 °C)
MnbTHOCT:
OTHOCMTENHa NITbTHOCT Ha NapuTe:
9.2. fipyra uHdopmauusa

UHcpopmauma BLB Bpb3ka € knacoBeTe Ha (puanyHa onacHocT

Okcuaunpalyuy cBomcTea
MpoayKTLT He e: NoXapoonaceH.

[Opyru xapakTepucTukn 3a 6esonacHocTt
CbabpaHue Ha TBbPAO BELLEeCTBO:

OTHocutenHa CKOPOCT Ha nanapeHue:

HeonpeaeneH
HeonpeaeneH

HEeNpUIoXnm

HeonpeaeneH
HENPUIOXUM

HeonpeaeneH
HeonpeaeneH

HeonpeaeneH
HeonpeaeneH
HeornpeaeneH

He ce cmecBa

HeonpeaeneH

<=1100 hPa

2,40000 g/cm?®
HeornpeaeneH

100,0 %

HeorpeaeneH

PA3LOEN 10: CTabunHoCT U peakTUBHOCT

10.1. PeakTuBHOCT

Mpn npaBunHo 60paBeHe N CbXpaHeHne B CbOTBETCTBUE C pasnopeLlGMTe He Bb3HUKBAT OnacHW peakuunun.

10.2. XuMn4Ha ctabunHocTt

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

10.3. BL3MOXXHOCT 3a ONaCHU peakuumn

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, KouTo Tpsi6bBa ga ce nsbsarear
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hsama Hann4yHa nHpopmaums.
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10.6. OnacHu NpoAyKTWU Ha pa3nagaHe
He ca u3BecTHV onacHu NpoAayKTU Ha pasnaraHeTo.

PA3LOEN 11: TokcukonornyHa nHcdopmauus

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

CunHa TOKCU4HOCT

Bb3 ocHoBa Ha HanNUYHUTE JaHHM He ca U3MbITHEHM KpUTepUUTE 3a knacuduumnpaHe.
Pasgpa3sBaHe u KOPO3UBHOCT

Bb3 0OCHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduuymupaHe.
CeHcubunusmnpallo geMcreme

Bb3 ocHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a knacuduumnpaHe.

KaHueporeHHU, NPOMeHSLLM reHOTUNa M YBpeXaalliyu pasMHOXaBaHeTO Bb3AeNCcTBUA
Bb3 ocHOBa Ha HanMYyHUTE JAHHU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneundryHa TOKCUYHOCT 3a onpeaerneHn opraHu) - eqHOKpaTHa eKCcno3mumsa
Bb3 ocHOBa Ha HanNWYHUTE JAHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuncuyHa TOKCUYHOCT 32 onpeAerieHn opraHu) - NoBTapsila ce eKcno3muus
Bb3 0CHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduyupaHe.
OMacHOCT Npu BAULLIBaHe
Bb3 ocHOBa Ha HanW4yHUTE JAaHHU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.

Opyru gaHHu
BellecTBOTO € KnacuduumpaHo kaTto He onacHo nNo cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: EkonoruyHa uHdopmaums

12.1. TokcuyHocT

MpoaykTbT He e: TOKCMYHM 3a OKonHaTa cpefa.
12.2. YcTON4MBOCT 1 pasrpagumMocTt

MpooyKTbT He e TecTBaH.

12.3. Buoakymynupaiua cnoco6HocT

npOﬂyKT'bT He € TeCTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCcTBaH.

12.5. PesyntaTtu ot oyeHkaTa Ha PBT u vPvB

ToBa BelLLeCcTBO He oTroBaps Ha kputepunte PBT/vPvB Ha PernameHT REACH, MNpunoxenne Xl
[MpoayKkTbT He e TecTBaH.

12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

BelecTBOTO He npuTexaBa CBOMCTBA, BOAELUM A0 HapyLlaBaHe Ha PyHKUMUTE Ha eHAOKPMHHAaTa cuctema no
OTHOLLUEHME Ha HeLeneBn opraHuamMu.

12.7. Opyru He6naronpuaTHU echekTn
Hama HannyHa nHpopmauus.

LonbNHUTENHN AaHHN
[la ce n3bsarea nsnyckaHe B okonHata cpeaa.

PA3[LEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeTtogm 3a TpeTUpaHe Ha oTNagbuu

U3xBbpnsiHe Ha oTNagbLM

,El,a He Ce OonycKa NpoHUKBaHe B KaHanunsauudatTa unn otTkputute BOAHU OacenHun. OTﬂa,D,buMTe Aa ce N3Bo3BaT B
CbOTBETCTBUE C aAMUHUCTPATUBHUTE pasnope,q6|/|.
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N3xBBbpnsiHe Ha HENOYUCTEHU ONAKOBKU M NpenopbYyaHu NOYUCTBALLM NpenapaTn
[a ce namune o6unHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkM MoraTt ga obaat peunknmpaHu.

PA3OEN 14: UHchbopmaums OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)

14.1. Homep no cnuckka Ha OOH
WIu maeHTUduKaLmoHeH HoMep:
14.2. TouHO Ha HAUMEHOBaHMe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHocCT npu

TpPaHCMopTUpaHe:
14.4. OnakoBbLY4Ha rpyna:

PeueH TpaHcnopT (ADN)

14.1. Homep no cnuckbka Ha OOH
Wnu naeHTUdUKaLMoHeH Homep:
14.2. ToyHO Ha HAaUMeHOBaHue 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 ngeHTudMKaLmMoHeH Homep:
14.2. TOYHO Ha HAUMEeHOBaHUEe Ha
nparkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTMpaHe:
14.4. OnakoBb4Ha rpyna:

Bb3ayuweH TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH
nnu naeHTUdUKaLMoHeH HoMep:
14.2. TOMHO HAa HAUMEeHOBaHUe Ha
nparkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

14.5. OnacHoOCTM 3a OKoJiHaTa cpega

OINACHO 3A OKONHATA CPE[JA:

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.

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.

He

14.6. CneumanHu npeanasHn Mepku 3a notpedourtenure

No dangerous good in sense of this transport regulation.
14.7. MopcKku TpaHCNOPT Ha TOBapy B HACUMHO CbCTOsIHNE CbINIACHO UHCTPYMEHTU Ha MexayHapoaHaTa

MOPCKa opraHusauuns
HEeNpuUnoXxmm

PA30EN 15: UHdopmaLmMsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneuundmyHm 3a BELLECTBOTO UM CMecTa HOpMaTMBHA ypeaba/3akoHo4aTesiIcTBO OTHOCHO

6e3onacHOCTTa, 34paBeTo U OKoJHaTa cpega

EC PerynatopHa uHdopmauus
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OaHHu 3a gupektua 2012/18/EC He nognexu Ha dupektuea 2012/18/EC (SEVESO IlI)
(SEVESO lll):
HauunoHanHu pasnopenbu
BambpcaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsiBaly, BogaTa

15.2. OueHka Ha 6e3onacHOCTTa Ha XMMUYHO BeLecTBO UM CMecC
3a ToBa BELLECTBO He Ca U3BBbPLUBaAHKN onucaHus 3a 6e3onacHocT.

PA3LOEN 16: Opyra nHcdopmauus

CbKpaleHUsA 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 europien 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 cbKpalleHust 1 akpoHUMK BX. TabnuuaTa Ha http://abbrev.esdscom.eu
3a cbkpalleHns n akpoHnmm Bx ECHA: PbkoBoACTBO 3a M3nckBaHWA 3a MHpopMaums 1 oLeHkKa 3a
6e30nacHOCT Ha XMMWYHOTO BelLLecTBO, rmasa R.20 (Cnnchbk Ha TEPMUHN 1 CbKPaLLEHUS).

[JonbnHUTENHU AaHHN

,D,aHHI/ITe ce 6aal/|paT Ha HEWHOTO CbCTOAHME HA HaALLUTe NOo3HaHUA, HO Te He AaBaT rapaHuund 3a CBOWCTBaTa Ha
NPOAYKTUTE N HE Ca OCHOBa 3a 3aKOHHU OOroBOPHU OTHOLLUEHUA. I'IonyanenﬂT Ha HalwnTe NpoayKTU TpF|6Ba na
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cbbnoaaBa Ha coGCTBEHa OTTOBOPHOCT CMa3BaHeTO Ha ChLUECTBYBaLUM 3aKOHU U pa3nopeadm.
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