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

1.1. UpeHTndmkaTop Ha npoayKra
VITA CAD WAXX Blocs, Discs

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
MnacTtmacosmn nsgenusa Auxilary for manufacture of dental products

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

Opyrv gaHHu
medical device

PA3[EN 2: OnucaHue Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BeWeCTBOTO UMM CMecTa

PernameHT (EO) Ne 1272/2008
BelecTBOTO He e KnacuguumpaHo kato onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

2.3. [lpyru onacHocTtu
Hama HanvyHa nHdopmauums.

PA3[OEN 3: ChcTaB/MHpopmaLma 3a cbCTaBKUTe

3.1. BewecTtBa

XumMunyecka xapaktepucTmka
[MnacTtmacoBu nsgenus

OnacHu cbCcTaBKu

HuKosi/HMKon (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKuTe 3a NbpBa NOMoLL

Cnepn BAUWwBaHe
[a ce nogcurypu 4nct Bb3ayx.

Crnep KOHTaKT C KoXaTta
[a ce namue obunHo ¢ Boga. CeaneTte 3aMbpceHOTO 0BNEKIo 1 o u3nepeTe Npeamn NoBTopHa ynotpeba.
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CneAa KOHTAKT C ouuTe
BegHara n o6unHo aa ce uannakHe ¢ OYeH Ayuw vnn Boaa.

Cnep nornblaHe
BegHara ga ce u3nnakHe yctarta u aa ce gaga noseye Boa 3a nueHe.

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 fieyeHue
CuMnNTOMAaTUYHO NeYeHne.

PA3LEN 5: NMpoTuBONoXapHU MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

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

5.2. Oco6eHn onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UJIM 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. JInyHn npeanasHn Mepku, npeana3Hdu cpeactBa U npoueaypu npuy cnewHu cnyyaum
O6LwWwu ykasaHusa
[a ce n3bsarea obpasdyBaHeTo Ha npax. [la He ce BAMLIBA Npaxa.

6.2. MMpegna3Hn Mepku 3a onasBaHe Ha OKOJIHAaTa cpeda
[a He ce ponycka NPOHUKBAHE B KaHanM3auusita UM oTKpUTUTE BOAHU BaceriHu.

6.3. MeToou n maTepmanu 3a orpaHM4YaBaHe U NOYUCTBaHe

Opyra nicpopmauus
[a ce cbbupa mexaHnyHo. B3eTnat matepman aa ce TpeTvpa cbobpasHo pasfena 3a oTnagbLu.

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

PA30EN 7: O6paboTka u cCbxpaHeHue

7.1. NMpegnasHun mepku 3a 6esonacHa pa6ora

YnbTBaHMA 3a 6e3onacHa ynoTpeba
He ca Heobxoavmu cneumanHu mepkmn 3a 6e3onacHocT.

YKka3aHuA 3a 3amTa oT eKCnno3usa u noxap
He ca HeobxoaMMu cneumanHn Mepku 3a NPOTUBOMNOXKapHa 3alumTa.

CbBeTu OTHOCHO o6waTa XxurmeHa Ha Tpyaa
CaneTe 3ambpceHoTo 06nekno. [la ce uaMmBat pbLeTe npeaun NodMBka 1 B kpast Ha paboTHus aeH. [la He ce
s4e 1 nue no BpeMe Ha paborTa.

7.2. YcnoBusi 3a 6e30nacHO CbXpaHsiBaHe, BKITIOYUTENTHO HECbBMECTUMMOCTH
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M3ncksaHus 3a cknagose U pesepBoapu
CbAabT Aa ce ObpPXKK MITbTHO 3aTBOPEH.

UHdopmauun 3a cbxpaHeHue B o6LlWuM cknagoBU NoMeLleHUs
He ca Heobxoammu cneumantm MepKn 3a GesonacHocT.

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHn npeanasHu cpeacTea

8.1. MapameTpun Ha KOHTpON

rpaHVl‘-IHI/I CTOMHOCTU Ha XMMUYHUTE areHTU BbB Bb34yXa Ha paGOTHaTa cpeaa

CAS Ne XUMUYEH areHT

ppm

mg/m3|  Bn/cm3 Karteropwus M3TOYHUK

9011-14-7 MonumeTtnnmeTtakpunat

20 8 yaca

8.2. KoHTpon Ha ekcno3uumusaTa

MHAMBMAyaﬂHM MepKU 3a 3aliuTa, KaTo HanpumMmep nNMU4YHU NnpeanasHu cpeacTBa

3awuTa Ha ouuTe/nuueTo
HUKos

3awmTa Ha pbueTe

Mpu paboTa C XMMUYECKM BelLecTBa a Ce HOCAT CaMO PbKaBMLM 3a XMMUYecKa 3almTa, 0603HaYeHn CbC 3HaK
CE, BkntoyBaLL YeTupuumdpeH KOHTPONeH Homep. BuabT Ha pbkaBuuMTe 3a XMMUYecKa 3almTa Tpsbea
BHMMaTesHo Aa 6bae noabpaH B 3aBUCMMOCT OT KOHLEHTPaLUMSATa U KONIMYECTBOTO Ha OMacHW BeLLecTsa,
cbobpasHo crieundmkarta Ha paGoTHOTo MsicTo. Mpu cnyyan Ha cneumanHa ynoTpe6a ce npenopbyYBa cripaeka ¢
NPOU3BOAUTENS, AN rOpenocoYeHNTe 3aLLMTHN PbKaBULM NpUTexaBaT HeobxoammaTta YCTOMUYMBOCT Ha

XUMUKanu.

3awmTa Ha KoxaTta
[a ce HOCK NOAXOAALLO 3aLLMTHO 0BMeKno.
3auwuTa Ha guxaTeniHUTe NbTULlA

HUKOA

PA3OEN 9: ®1314YHN U XUMUYHN CBONCTBA

9.1. UHchopMaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLEeCTBOTO: TBbPA
LiBaT: OesuBeTeH
Mwupuama:

To4ka Ha ToneHe/ToYKa Ha 3amMpb3BaHe:
Touka Ha KUMeHe UNu HavarnHa Tovka Ha
KWNEHe 1 UHTEPBAarn Ha KUneHe:
B3ananumoct:

[OrHa rpaHuLa Ha B3pUBSIEMOCT:

ropHa rpaHvLa Ha B3p1BSIEMOCT:

Touyka Ha Bb3nnaMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CTtonHocCT Ha pH:

PasTBoprMOCT BbB Boaa:

Opyrn pastBopuTtenu
HeonpeaeneH

KoeduuneHT Ha pasnpegeneHune

n-oKkTaHon/soaa:

XapaKkTepeH

HeonpeaeneH
?

HeorpeaeneH
HEMPUIIOXNUM
HeonpeaeneH

HeonpeaeneH
> 250 °C
Heonpeaenex
Heonpeaenex
He

HeonpeaeneH
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MapHo HansraHe: <=1100 hPa
(npun 50 °C)
MnbTHOCT: 1,18000 g/cm?
OTHOCUTENHA NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcopmauma BLB Bpb3ka € kKnacoBeTe Ha (puanyHa onacHocT
TemnepaTypa Ha camo3anansaHe
TBbpOO BELLECTBO: HeonpeaeneH
[as: HenpuNoOXum
Oxkcuavpalym cBorcTBa
He nopabpxa ropeHeTo.

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCUTENHa CKOPOCT Ha M3napeHue: HeonpeaeneH
CbAabpxaHue Ha TBbPAO BELLECTBO: 100,0 %

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHa CNOCOGHOCT

Mpwy npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBUE C pasnopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMn4Ha ctabunHocTt

MpoayKTbT e CTabuneH, ako ce CbXpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okofniHaTa cpea.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakuuu.

10.4. YcnoBus, KouTo TpsiobBa aa ce usbsareat
HUKos

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHpopmauus.

10.6. OnacHM NpoAyKTU Ha pasnagaHe
He ca n3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: Tokcukonorn4yHa nHcdopmauus

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

CunHa TOKCUMYHOCT

Bb3 ocHOBa Ha HanMYHUTE JAHHU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
Pasgpa3BaHe 1 KOpO3MBHOCT

Bb3 ocHOBa Ha HanNWYyHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CeHcubunuaunpallo geMcreme

Bb3 ocHOBa Ha HanNWYHUTE JAaHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
KaHueporeHHU, NpoMeHsLM reHOTUNa ¥ YBpeXaallM pasMHOXaBaHeTO Bb3AencTBUsA

Bb3 ocHOBa Ha HanNWYHUTE JAaHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuundryHa TOKCUYHOCT 3a onpeaereHn opraHu) - eAHOKpaTHa eKcno3muums

Bb3 ocHOBa Ha HanMYyHUTE AAHHWU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
CTOO (cneuundmnyHa TOKCUYHOCT 3a onpeaerieHn opraHu) - NoBTapsilla ce eKCrno3uuus

Bb3 ocHOBa Ha HanNW4yHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OnacHocT npu BAULIBaHe

Bb3 ocHOBa Ha HanNWYHUTE JAHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

Opyrv AaHHU 3a NpoBepKU
BeLecTBoTO € KnacnduumpaHo kaTto He onacHo nNo cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].
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PA3OEN 12: Exkonorm4Ha nHcgpopmaums

12.1. ToKCUYHOCT

MpoaykTbT He e: TOKCUYHM 3a oKkonHaTta cpeja.
12.2. YCTONYMBOCT M pa3rpagmmocTt

MpoayKTLT He e TecTBaH.

12.3. Buoakymynupaia cnoco6HocT

MpoayKkTbT HE e TecTBaH.

12.4. NpeHoCMMOCT B no4yBarta
[MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB

Toea BeLlecTBO He oTroBapsi Ha kputepunte PBT/vPvB Ha PernameHt REACH, Mpunoxenue Xl
MpooyKTbT He e TecTBaH.

12.6. CBOMCTBA, HapywaBawmn hyHKLUNTE Ha eHOOKPUHHaTa cucTtema

BeLlecTBOTO He npuTexasa CBOMCTBA, BOAELLM 0O HapyLlaBaHe Ha (PyHKUMUTE Ha eHOOoKpMHHAaTa cuctema no

OTHOLLEHME Ha HeLueneBn opraHM3Mu.
12.7. Opyru He6naronpuaTHu echekTn
Hama HannyHa nHpopmaums.

JonbnHUTeNnHN gaHHU
[a ce n3bsrea Mn3nyckaHe B OKOJ1HaTa cpena.

PA3[LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUu

N3xBBbpnsHe Ha oTNaabLu
OTnagbumMTe ga ce M3BO3BaT B CbOTBETCTBME C agMUHUCTPaTUMBHUTE pa3snopendbun. Kog Ha

oTnagbka/obo3HadeHne Ha oTnagbka cbrn. EBponelickmsa katanor 3a otnagbun/PernameHT 3a cnucbka Ha

oTnagbLUm

N3xBBbpnsiHe Ha HEMOUYNCTEHM ONAKOBKU U NpenopbYaHu NOYMCTBALLM NpenapaTy

HanbnHo nanpasHeHnTe onakoBkM MoraT ga 6baoar peuunknupanu. Kog Ha oTnaabka/obo3HadeHne Ha oTnagbka

cbrn. EBponenickus katanor 3a oTnaabuu/PernamMeHT 3a cnncbka Ha oTnagbLm

PA3OEN 14: NHdhopmMauus OTHOCHO TpaHCNOPTUPAHETO

CyxonbTeH TpaHcnopTt (ADR/RID)

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

Wnu uaeHTUdUKaLMoHeH HoMep:

14.2. ToYHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.

npartkarta no cnucbka Ha OOH:

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

TpaHcnopTupaHe:

14.4. OnakoBbL4Ha rpyna: No dangerous good in sense of this transport regulation.
PeueH TpaHcnopT (ADN)

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

unu naeHTuduKaLmoHeH Homep:

14.2. ToyHO HauMeHOBaHWe Ha No dangerous good in sense of this transport regulation.

npartkata no cnucbka Ha OOH:

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

TpaHcnopTupaHe:

14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.
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TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH
unu naeHTUdMKaLMOoOHEH HOMep:
14.2. TOYHO HaUMEeHOBaHUe Ha
npartkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

Bb3ayuweH TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep no cnucbka Ha OOH
Unu uaeHTudUKaLmMoHeH HoMmep:
14.2. TOYHO HaMMeHOBaHWe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT nNpu

TpaHcnopTupaHe:
14.4. OnakoBbLY4Ha rpyna:

14.5. OnacHoOCTM 3a OKOJiHaTa cpega
OlMNACHO 3A OKOJTHATA CPE[OA:

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

Hama HannyHa nHpopmaums.

14.7. MopcKu TpaHCNOpPT Ha TOBapy B HACUNMHO CbCTOAHUE ChINAacCHO MHCTPYMeHTU Ha MexxayHapoaHarta

MOPCKa opraHun3auusa
HENPUNoXum

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneuncdnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHa ypep.ﬁalsaKOHo.quenCTBo OTHOCHO

6e3onacHOCTTa, 34paBeTo U OKoNHaTa cpega

Haunonanhuu pasnopendm
3ambpcaBaHe Ha BoauTe knac (D):

15.2. OueHKa Ha 6e30NacHOCT Ha XUMUYHOTO

1 - cnabo 3ambpcsBalLy BogaTa

BelwecTBO Unun cmec

3a ToBa BELLECTBO He ca M3BBbPLLUBAHN ONUCaHUA 3a 6e3onacHocT.

PA3OEN 16: Opyra nHcdopmauus

MpomeHu

To3u cnucbK CbabpXKa NPOMEHN B CPaBHEHWeE C NpeavluHaTa Bepcus B pasgen(m): 1.

CbKpaleHUs 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%

OonbnHUTenHU gaHHn

[aHHnTe ce 6a3MpaT Ha QHEeLWHOTO CbCTOSAHUE Ha HalUTe NO3HaHUA, HO Te He JaBaT rapaHumMs 3a CBOMCTBaTa Ha
NPOAYKTUTE M HE Ca OCHOBA 3a 3aKOHHW JOTOBOPHU OTHOLLEHUS. MonydyaTenaT Ha HalwuTe NPOAYKTU TpF|6Ba na
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cbbnoaaBa Ha coGCTBEHa OTTOBOPHOCT CMa3BaHeTO Ha ChLUECTBYBaLUM 3aKOHU U pa3nopeadm.
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