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PA3[OEN 1: UpeHTudmkaumsa Ha BelecTBOTO/CMecTa U Ha ApyKecTBoTo/NpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha NnpoayKTa
VITA CAD-Temp Blocs, Discs

1.2. UgeHTUdMuMpaHm ynoTpebu Ha BELECTBOTO UMM CMeCcTa, KOUTO ca OT 3HaYeHue, U ynoTpebu, KOUTo He
ce npenopbyBar
YnoTtpe6a Ha BewecTBOoTO/CMECTa
Auxilary for manufacture of dental products NMnactmacosu nsgenusa

1.3. Moapo6HM AaHHM 3a AOCTaBYMKa Ha MHPOPMALIMOHHUA NIUCT 3a 6e3onacHocT

dupwmal/llponssoanten: VITA Zahnfabrik H. Rauter GmbH & Co. KG
MoweHcka KyTus: 1338
79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnektpoHHa nowa (e-mail): info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
1.4. TenedoHeH HOMep Npu +49-(0)7761-562-0

cnelwHu cny4yau:

Opyrv paHHu
medical device

PA3LEN 2: OnucaHne Ha onacHoOCTUTe

2.1. KnacudmympaHe Ha BewwecTBOTO UK cMecTa

PernameHT (EO) Ne 1272/2008
CwmecTa He e knacuduumpaHa kaTto onacHa cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTN Ha eTUKeTa

2.3. Ipyrun onacHocTH
Hama HannyHa nHpopmauus.

PA3[OEN 3: CbcTaB/MHpOpMaLma 3a CbCTaBKUTE

3.2. Cmecu

Xumunuecka xapakrepucTmka
MnacTmacosu usgenus

PA3LEJ 4: Mepku 3a nbpBa NomMoLy,

4.1. OnucaHme Ha MepKUTe 3a NbpBa NOMOLL

Cnep BavwiBaHe
[la ce nogcurypm 4vcT Bb3ayX.

Cnep KOHTaKT € KoXaTa
[a ce namue obunHo ¢ Boga. Ceanere 3aMbpCeHOTO 0BNeEKo 1 ro usneperte Npeamn NoBTOpHa ynoTpeba.

Cnep KOHTaKT ¢ ounTe
BeaHara 1 o6unHo ga ce nsnnakHe ¢ 04eH Ayl unv Boaa.

Cnep nornblyaHe
BeaHara ga ce usnnakHe yctarta v Aa ce faga noBeyve Boga 3a NueHe.

4.2. Han-cbliecTBeHM OCTPU U HacTbNBalM cnef U3BeCTeH Nepuoa oT Bpeme cumntomu u edrektu
Hama HannyHa nHpopmauus.

4.3. Yka3aHue 3a Heo6X0gMMOCTTa OT BCAKaKBU HEOTNIOXKHU MEOULIMHCKU FPUXKKU U cneuunanHo neyeHue
CuMnNTOMaTUYHO NeYveHue.

MHBeHTapeH Homep: 2 BG [arta Ha nevat: 21.04.2020


mailto:info@vita-zahnfabrik.com
http://www.vita-zahnfabrik.com

VITA Zahnfabrik H. Rauter GmbH & Co. KG
MUHdopmaumoHeH Jlnct 3a BesonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA CAD-Temp Blocs, Discs
[ata Ha koHTpon: 09.08.2019 Katanor Ne: 185 CrtpaHuua 2 ot 7

PA3[EN 5: NpoTnBonoxapHn Mepku

5.1. MNoxaporacutenHu cpeacrea

Mopxoaswm noxaporacuTenHu cpeacTea
MepkuTte 3a raceHe Ha noxapa fa ce cbobpassT ¢ obkpbkaBalwarta cpega.

5.2. Oco6eHu oNacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UMK cMecTa
HesbannameHum.

5.3. CbBeTH 3a NoXXapHUKapuTe
B cnyyaii Ha noxap: [la ce Hocm NpoTMBOra3 ¢ aBTOHOMHO NOAABaHe Ha Kucrnopoa.

PA3LEJ 6: Mepku npu aBapMnHO U3nycKkaHe

6.1. JInuHM npegnasHn MepKu, NpegnasHn cpeacTBa M npoueaypy Npy CnewHu cnydvav
[a ce n3bsrea obpasyBaHeTo Ha npax. [la He ce BouLLBa npaxa.

6.2. Npenna3Hu mepku 3a ona3BaHe Ha OKONnHaTa cpena
He ca Heobxoavmu cneunanHu MepkuX 3a 3allmTa Ha oKornHaTta cpefa. 3ambpceHuTe npeaMeTy U NogoBsu
HacCTUIKu Aa ce NoOYNCTAT B CbOTBETCTBUE C HapeabuTe 3a ona3BaHe Ha OKonHaTa cpeaa.

6.3. MeTtoou n maTtepmanu 3a orpaHM4yaBaHe U MNOYUCTBaHE
[a ce cbbupa mexaHn4Ho. B3eTuaT Mmatepuan ga ce Tpetupa cbobpasHo pasaena 3a otnagbLy.

6.4. Mo3oBaBaHe Ha Apyrv pasgenu
CurypHa ynotpeba: BuxTe pasgen 7
MnaveuayanHo 3awmtHo obopyasaHe: BuxTe pasgen 8
M3Bo3BaHe: BmxTe pasgen 13

PA3[EN 7: PaboTta n cbxpaHeHue

7.1. NMpegnasHu mepku 3a 6esonacHa pa6orta

YnbTBaHuA 3a 6e3onacHa ynorpeb6a
He ca HeobGxoaumum cneumanHm mepku 3a 6e3onacHocT.

Yka3saHus 3a 3awmTa oT eKCnno3ums u noxap
He ca Heobxoanmun cneumnantm MepPKKM 3a NPOTUBOMNOXapHa 3alluTa.

7.2. YcnoBus 3a 6e30nacHO CbXpaHsiBaHe, BKIKYUTENIHO HECHLBMECTUMOCTHU

U3nckBaHusa 3a cknagoBe v pesepBoapu
CbObT Aa ce AbPXKU MITbTHO 3aTBOPEH.

MH(bOpMaLlMH 3a CbXpaHeHne B o6wWwu cknapoBu NoMeLeHUs
He ca Heobxoanmu cneuunantm MEpPKKM 3a 6e3onacHocT.

7.3. CneuundmyHa(n) kpanHa(u) ynotpeba(un)

Auxilary for manufacture of dental products Nnactmacosu nsgenus

PA3LEN 8: KoHTpon Ha eKcno3vuuaTa/nM4Hu npeanasHu cpeacTBa

8.1. MapameTpun Ha KOHTpON

8.2. KoHTpon Ha ekcno3mumsita

3aWmTHU U XUTUEHHU MepPKH
Ceanete 3aMmbpceHoTo 06nekno. [la ce nuammear pbLeTe npeau NovMBKa 1 B kpasi Ha paboTHua aeH. [la He ce
ane, nve, NyLwy 1 Aonycka xpema Ha paboTHOTO MACTO.

3awumTa Ha oumnTe/nuueTo
M3nonaBarite npeanasHu oumna/npegnasHa Macka 3a nuue.
3auwmTa Ha pbueTe
Mpun paboTa ¢ XMMM4eckn BelecTBa Aa ce HOCAT CaMo PbKaBuLM 3a XMMMUYecka 3alumTta, 0603Ha4YeHN Cbe
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3Hak CE, BknoYBaLL, YeTMpuumMdpeH KOHTpONeH Homep. BuabT Ha pbkaBuumTe 3a XMMu4ecka 3awuta Tpsbea
BHMMaTenHo ga 6bae nogbpaH B 3aBUCHMOCT OT KOHLEHTPaLmsTa 1 KONIM4EeCTBOTO Ha ONacHMW BeLLecTBa,
cbobpasHo cneuundmrkaTta Ha paboTHoTO MAcTO. [Npu cnyvan Ha cneumanHa ynotpeba ce npenopbyBa crnpaBka
C nNpou3BoauTens, Aanu ropenocoyeHnTe 3alUMTHN pbKaBuLM NpUTexasaT Heobxogmmarta yCToM4MBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTa
13nonsBaHe Ha 3alumMTHO 0bnekno.
3awuTa Ha AgMxaTenHuTe NbTUa

Mpu HegocTaTbyHa BEHTUNALUMUA HOCETE CPeACTBa 3a 3aluuTa Ha auxaTtenHuTe nbTuwa. [la He ce BouLBa

npaxa.

PA3OEI 9: ®u3nyHu n XMMUYHU CBOUCTBA

9.1. UHchopMaLMA OTHOCHO OCHOBHUTE (PM3UYHMU U XUMUYHU CBOMUCTBA

CbCTOSIHME Ha BELLECTBOTO: TBbPA
LigsT:
Mupusma: 6e3 mupuc

CTOWMHOCT Ha pH:
N3meHeHUA Ha CbCTOAHMETO
Touka Ha ToneHe:
Touka Ha KuneHe/MHTepBas Ha KUNeHe:
Touka Ha Bb3nnamMmeHsiBaHe:
3ananumocT

TBbpAO BELLECTBO:

[as:
B3puBoonacHocTu

MpogykTbT He e: EkcnnosveeH.
OOmnHa rpaHuLa Ha B3pMBAEMOCT:
ropHa rpaHuua Ha B3pMBSEMOCT:
CamoBbBb3nnaMeHsseMoCT

TBbpaO BELLECTBO:
Mas:

Temnepatypa Ha pasnagaHe:

MoxapoyckopuTenHu CBONCTBa
He nogaobpxa ropeHeto.

MapHo HansraHe:
(npun 50 °C)

MnbTHOCT:
Pa3TtBopumocCT BbB BOAa:

Opyru pasTBopuTenu
HeonpegerneH

KoeduuneHT Ha pasnpegensHe:
OTHOCMTENHa NITbTHOCT Ha napure:
OTHOCUTENHA CKOPOCT Ha M3napeHue:

9.2. Apyra uHopmaums

CbabpKaHue Ha TBbPAO BELLECTBO:

HeornpegerneH

HeornpegerneH
X
?

HeonpegerneH
HENPUIIOKUM

HeornpegerneH
HeonpenerneH

HeonpeaeneH
HENPUNoXnv

HeonpeaeneH

<=1100 hPa

1,28000 g/cm?
He

HeonpeaerneH
HeonpeaerneH

HeonpeaeneH

100,0 %
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PA3LOEJ 10: CTabunHocT n peakTUBHOCT

10.1. PeakTuBHOCT
Mpu npaBunHoO 6opaBeHEe U CbXpaHeHVe B CbOTBETCTBME C pasnopendute He Bb3HUKBAT OMACHU peakuum.

10.2. XuMn4Ha cTabunHocT

npO,El,yKT'bT e ctabuneH, ako ce CbXpaHdaBa nNpu HopmMarsnHa TeMmnepatypa Ha OKoJiHata cpena.

10.3. BL3MOXHOCT 3a onacHM peakuuu

He ca nssecTHu onacHu peakumm.

10.4. YcnoBus, kouTto TpsibBa aa ce usdsarear
HUKOSI/HUKOM

10.5. HecbBMecTMMM MaTepuanu
Hama HannyHa nHdopmauums.

10.6. OnacHu NpPoOYKTX Ha pa3nagaHe
He ca n3BecTHM onacHu NpoAyKT! Ha pasnaraHeTo.

PA3LEN 11: TokcukonornyHa nHcdopmauums

11.1. UHchopmaums 3a TOKCUKONOTUYHUTE echeKkTun

CunHa TOKCU4YHOCT
B3 ocHOBa Ha HaANMYHUTE AaHHU HEe Ca U3MbIIHEHN Kputepumnte 3a Knacmcpmu,mpaHe.

PasgpasBaHe M KOPO3MBHOCT
Bb3 ocHOBa Ha HanWyHWTe JaHHW He ca U3MbITHEHU KpUTepunTe 3a knacuduumpaHe.

CeHcubunusmnpallo gemcreue
Bb3 ocHOBa Ha HaNM4YHUTE JaHHW He ca U3MbIIHEHM KpUTEpPUMTE 3a KnacudpuumpaHe.

KaHueporeHHU, NPOMEHSILLM reHOTUNa U yBpeXaalu pasMHOXaBaHeTo Bb3aelncTBUA
Bb3 ocHOBa Ha HanWYHUTE JaHHW He ca U3MbIIHEHU KpUTEPUKUTE 3a KnacudmumpaHe.
CTOO (cneuncuyHa TOKCUYHOCT 3a onpeaerieHn opraHu) - eqHOKpaTHa eKCrno3uuus
Bb3 ocHOBa Ha HanNWYHUTE AaHHW HE ca U3MbIIHEHWU KpUTEPUKUTE 3a KnacudmumpaHe.
CTOO (cneundnyHa TOKCUYHOCT 3a onpeaesieHn opraHu) - NnoBTapsLla ce eKCno3nuus
Bb3 ocHOBa Ha HanNWYHUTE JaHHW HE ca U3MbIIHEHWN KpUTEPUKUTE 3a KnacudumumpaHe.
onacHocT npu BAULIBaHe
Bb3 OCHOBa Ha HanMMYHUTE JaHHW HE Ca U3MbITHEHWN KpUTEpUNUTE 3a KrnacuduumpaHe.

Opyru gaHHU 3a NpoBepKM
CwmecTa e knacuduupmpaHa kaTto He ornacHa no cmucerna Ha PermamenT (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: EkonornyHa nHdopmaums

12.1. TOKCUYHOCT
MpoaykTbT He e: OTpOBEH 3a OKONHaTa cpeaa.
12.2. YCTOMYUBOCT U pa3rpagmmoct

MpogyKTbT He e TecTBaH.
12.3. Buoakymynupaiia cnoco6HocT
MpoayKTLT He e TecTBaH.

12.4. NpeHocmMocCT B noyBarta
MpogyKTbT He e TecTBaH.

12.5. Pe3ynTtaTtu ot oueHkata Ha PBT u vPvB
MpoayKTLT He e TecTBaH.

12.6. Opyrn He6naronpuaTHu edekTun
Hama HannyHa nHpopmaums.
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OonbnHUTeNnHW AaHHU

[a ce n3bsrea n3nyckaHe B OKOJ1HaTa cpeaa.

PA3LEJ 13: O6e3BpexpaHe Ha oTnagbLUTe

13.1. MeTogm 3a TpeTupaHe Ha oTnagbum

MSXBBPHHHG Ha oTnagbuu

OTtnagbunTe ga ce n3Bo3BaT B CbOTBETCTBME C aAMUHUCTPATMBHUTE pasnopeadbu. Koa Ha
oTnagbka/obo3HaveHve Ha oTnagbka cbrn. EBponenckma katanor 3a otnagbun/PernameHT 3a cnucbka Ha

oTnagbum

U3xBBbpnsHe Ha HENOYMCTEHU ONAKOBKM U NpenopbYaHy NoYUCTBALLM NpenapaTu
[a ce namme obumnHo ¢ Boga. HanbnHO n3npasHeHnTe onakoBkM MoraT Aa 6baat peunknupanm. Kog Ha
oTnagbka/obo3HaveHre Ha oTnagbka cbrn. EBponenckma katanor 3a otnagbun/PernameHT 3a cnucbka Ha

oTnagbLm

PA3[EI 14: UHchopmaLMa OTHOCHO TPAHCMOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnucbka Ha OOH:

14.2. ToyHO Ha HAaUMeHOBaHUe Ha
npaTkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu
TpaHCcMopTUpaHe:
14.4. OnakoBbY4Ha rpyna:

PeyeH TpaHcnopt (ADN)
14.1. Homep no cnuckka Ha OOH:

14.2. TOYHO Ha HaMMeHOBaHUe Ha
npaTkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTMpaHe:
14.4. OnakoBbYHa rpyna:

TpaHcnopT no mope (IMDG)
14.1. Homep no cnucsuka Ha OOH:

14.2. TOYHO Ha HaMMeHOBaHUe Ha
npaTkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTMpaHe:
14.4. OnakoBbYHa rpyna:

Bb3aywen Tpancnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnucbuka Ha OOH:

14.2. TOYHO Ha HaMMeHOBaHUe Ha
npaTkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTMpaHe:
14.4. OnakoBbY4Ha rpyna:

14.5. OnacHocTu 3a okonHaTa cpega
OlNACHO 3A OKOJTHATA CPELA:

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. CneuunanHu npegnasHM Mepku 3a norpedurenure

Hsama HannyHa nHdpopmauus.
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14.7. TpaHcnopTMpaHe B HaJIMBHO cbCTosiHMe cbrnacHo aHekc Il kbm MARPOL n Kogekca IBC
HEeNpUNoXnum

PA3OEN 15: UHdopmaLmsa oTHOCHO HOpMaTUBHaTa ypenba

15.1. CneundmyHM 3a BELLLECTBOTO UM CMecTa HOpMaTUBHA ypea6a/3akoHOA4aTeNICTBO OTHOCHO
6e3onacHocTTa, 34paBeTo M oKonHarta cpefa

EC PerynaTtopHa uHcopmauus

HanHu 3a gupektusa 2012/18/EC He noanexwu Ha [upekTtnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HauunoHanHu pasnopeabu
3ambpcsaBaHe Ha BoguTe knac (D): - - He3aMbpcsBaLy, BoguTe

15.2. OueHka Ha 6e3onNacHOCTTa Ha XMMUYHO BELLEeCTBO UM cMec

He ca npaBeHu TBbpAeHNs OTHOCHO 6e30MacHOCTTa Ha BellecTsaTta B Ta3u CMec.

PA3OEN 16: Opyra nHcopmauus

CbKpalleHUs 1 akpoHUMMU
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 europiien 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
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3a cbKpalleHusa 1 akpoHnMK BX. Tabnuuata Ha http://abbrev.esdscom.eu

[onbnHUTeNnHW AaHHU
[aHHuTe ce 6a3npaT Ha OHELLHOTO CbCTOSIHME Ha HalLUTEe MO3HAHUS, HO Te He JaBarT rapaHuus 3a cBocTBaTa
Ha NPOdYKTUTE U He ca OCHOBA 3a 3aKOHHW JOrOBOPHU OTHOLWEHUS . MNonyyaTensaT Ha HawuTe NpoayKTU TpsiGea
Ja cbbniogaBa Ha cobCTBEHaA OTFTOBOPHOCT CMNAasBaHETO Ha CbLUECTBYBALLM 3aKOHW U pasnopendu.

(daHHume 3a onacHuUme gelwecmea, enu3auju 8 cbcmaea, ca 83emu guHazu om rocriedHama easnuoHa
mabnuyama ¢ napamempu 3a 6esonacHocm npu paboma, ocuzypeHa om noddocmaesyuka.)
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