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PA3[EN 1: UpeHTudmkaumsa Ha BellecTBOToO/CMecTa U Ha ApyKecTBoTo/NpeanpuATMeTo

1.1. UgeHTudMkaTop Ha npoaykTa
VITA CEREC POWDER
1.2. UgeHTndMUMpaHn ynoTpe6y Ha BELLECTBOTO UMM CMeCTa, KOUTO Ca OT 3Ha4YeHue, U ynotpebu, KOUTo He
ce npenopb4Bar
YnoTtpe6a Ha BewecTBoTO/CMECTa
Auxilary for manufacture of dental products

1.3. Nogpo6HU AaHHU 32 AOoCTaBYMKa Ha MH(OPMALMOHHUS NIUCT 3a 6e30NacHOCT

dupmalllpounssoagunTen: 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)761-19240

cnelwHu cny4yau:

Opyrn paHHu
medical device

PA3[EI 2: OnucaHme Ha onacHocTuTe

2.1. KnacudmympaHe Ha BewwecTBOTO UK cMecTa

PernameHT (EO) Ne 1272/2008
CwmecTa He e knacuduumpaHa kato onacHa cbrnacHo PermameHT (EO) Ne 1272/2008.
2.2. EneMeHTH Ha eTUKeTa

PernameHT (EO) Ne 1272/2008

O6Go3HauYeHue Ha cneymanHm cMecu
EUH210 MHdopmMaLMoHeH nUCT 3a 6e30nacHOCT e 6bae npeactaBeH Npu NOUCKBaHe.
2.3. lpyru onacHocTu
Hsama Hann4yHa nHpopmaums.

PA3[OEN 3: ChcTaB/MHpopMaums 3a CbCTaBKUTe

3.2. Cmecu

XumMunuyecka xapakrepucTuka
MpopnykTbT/cybCTaHUMATa € HEOPraHUYeH.

OnacHu cbCTaBKu

CAS Ne XnMmyecko nume CbabpkaHueo
EHO Ne [naexc Ne [REACH Ne
Knacudwmkaumsa cvrnacHo Pernmament (EO) Ne 1272/2008 [CLP]

1314-23-4 Zirkonoxid 50 - <55 %
215-227-2 | |

13463-67-7 | Titandioxid 40-<45 %
236-675-5 | |

TouyeH TekcT Ha H n EUH n3peyenus: smxte pasgen 16.
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PA3[EI 4: Mepku 3a nbpBa nomMmoly,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY

Cnep KOHTaKT ¢ ounTe
BeaHara 1 o6unHo ga ce nsnnakHe ¢ O4eH Ayl unv Boaa.

Cnep nornbliaHe
BenHara ga ce usnnakHe yctarta v Aa ce gaga noseyve Boga 3a NnueHe.

4.2. Han-cbLecTBeHM OCTPU U HacTbNBaLWM crnef U3BeCTEH Nepuos oT BpeMe CUMMNTOMU U echekTun
Hama HanvyHa nHdopmauums.

4.3. YKka3zaHue 3a He06X0OQUMOCTTa OT BCAKAKBU HEOTIIOXKHU MEeAULIMHCKN FPUXK U cneuuarnHo nevyeHue
CumMnTomMaTU4YHO NeYeHue.

PA3OEN 5: NMpoTtuBonoXxapHu MepKu

5.1. MNoxaporacutenHu cpeacrea

Moaxoaswm noxaporacuTenHu cpeacrsa
MepkuTte 3a raceHe Ha noxapa fa ce cbobpassT ¢ obkpbxkaBallata cpeaa.

5.2. Oco6eHu oNacHOCTU, KOUTO MNPOU3TUYAT OT BELLECTBOTO UMM cMecTa
HesbannameHum.

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

JonbnHUTEeNHU yKasaHus
3aMbpceHaTa BOAa OT raceHe fga ce c1;6v|pa otaenHo.[la He ce gonycka n3tn4aHeTo 1 B KaHanusaumaTa unm
OTKPUTUTE BOAOMWU.

PA3MEJ 6: Mepkun npu aBapMnHO M3nyckKkaHe

6.1. JInuHu NnpegnasHu MepKu, NpeanasHU cpeacTBa U Npoueaypy NpU cnewHn cnyyau
[a ce n3bsarea obpasyBaHeTo Ha npax. [la He ce BOWLIBa Npaxa.

6.2. MpeanasHu Mepku 3a onasBaHe Ha OKONHaTa cpeAa
[a He ce gonycka NpoHWKBaHe B KaHanNMW3auMsaTa Un OTKPUTUTE BOAHW GacerHu.

6.3. MeTtoau n maTtepmanu 3a orpaHM4yaBaHe U NOYUCTBaHe
[a ce cbbupa mexaHn4yHo. B3eTuat matepuan ga ce Tpetupa cbobpasHo pasgena 3a otnagbLm.

6.4. MNo3oBaBaHe Ha ApYyru pasgenu
CurypHa ynotpeba: BuxTe pasgen 7
WnameuayanHo 3awmtHo obopyasaHe: BuxTe pasgen 8
M3Bo3BaHe: BmxTe pasgen 13

PA3LEN 7: PaboTta n cbxpaHeHue

7.1. NMpegnasHu Mmepku 3a 6e3onacHa pa6orta

YnbTBaHuA 3a 6e3onacHa ynorpeba
He ca Heobxoaumum cneumanHm mepku 3a 6e3onacHocT.

Yka3saHus 3a 3awmuTa oT eKCnno3umsa u noxap
He ca Heobxognmun cneuunantm MepPKKM 3a NPOoTUBOMNOXapHa 3alluTa.

7.2. YcnoBus 3a 6e30nacHO cbXpaHsiBaHe, BK1HOYUTENTHO HECLBMECTUMOCTU

M3nckBaHunA 3a cknagose u pe3epBoapu
C'bﬂ'bT Aa ce OAbpPXXN NITbTHO 3aTBOPEH.

Yka3saHusi Nnpuy cknagupaHe Ha pa3nuyHu BellecTBa
He ca Heobxoanmu cneumnantm MEpPKKM 3a 6e3onacHocT.
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7.3. CneuundmnyHa(n) kpanHa(m) ynotrpeba(un)

Auxilary for manufacture of dental products

PA3LEN 8: KoHTpon Ha eKCno3vuuaTa/NM4Hu npeanasHyu cpeacTBa

8.1. MapameTpu Ha KOHTpoOn

rpaHI/I"IHVI CTOMHOCTU Ha XUMUYHUTE areHTU BLB Bb3Ayxa Ha pa60THaTa cpena

CAS Ne XUMWYEH areHT ppm mg/m3  Bn/cm3 KaTteropus
13463-67-7 TuTaHoB AMoKkecua, pecnupabuneH npax - 10, (8 vaca)
- - (15 MuH.)

8.2. KoHTpon Ha ekcno3nuymsaTa

3alWnUTHN U XUTUEHHHN MepKu

CBarneTe 3aMbpCeHOTO ob6nekno. [la ce nsmmear pbUeTe nNpean nodmeka U B Kpad Ha paGOTHI/IFI neH. [la He ce

sa4e v nve no BpemMe Ha pabora.
3awmTa Ha pbLueTe

Mpu paboTa ¢ xuMMYeckn BeLLecTBa Aa ce HOCAT CamMO PbKaBULM 3a XMMUYeECKa 3alumTa, 0603HaYeHn Cbe
3Hak CE, BkntouBaLl YeTnpnundpeH KOHTponeH Homep. BnabT Ha pbkaBuumUTE 3a XMMUYECKa 3alunTa Tpsbea
BHUMaTENHoO Aa 6bae noabpaH B 3aBUCUMOCT OT KOHLEHTpaLMATa U KONMYECTBOTO Ha OMacHu BellecTsa,
cbobpasHo crneuudmkara Ha paboTHoTo mMAcTOo. [MNpu cnyvam Ha cneyunanHa ynotpeba ce npenopbyBa crnpaBka
C Npou3BoamUTENs, Aanu ropenocoveHnTe 3aUTHN PbKaBMLW NpuTexasBaTt HeobxogrmMaTta yCTOMYMBOCT Ha
xumumkanu. NBR (Hutpunos kay4yk) MNpenopbuntenHu Buaose 3awmtHn pbkasuum KCL Dermatril P

3awumTa Ha KoxXxaTa
[la ce Hocx noaxoasLuUo 3aWmnTHO 0bnekno.
3awuTa Ha guxaTenHuTe NbTULA

[la ce oTBOPAT Npo3opuKTe,3a Aa CE OCUTYPU ECTECTBEHO NPOBETPEHNUE.

PA3LOEJ 9: ®U31M4YHN U XUMUYHU CBOMUCTBA

9.1. UHchopmaumsa OTHOCHO OCHOBHUTE (hU3UYHU U XMMUYHU CBOUCTBA

CbCTOSHME Ha BELLECTBOTO: TBBbPA,
LiBaT: 6enesHukas
Mwupuama: XapakTepeH

CTOMHOCT Ha pH:

MA3meHeHus Ha CbCTOAHMETO
To4yka Ha ToneHe:
Touka Ha KuneHe/MHTepBars Ha KUNeHe:

Todka Ha Bb3nsaMeHsiBaHe:

3ananumoct
TBbpPAO BELLECTBO:

[as:

[OOInHa rpaHunua Ha B3pnBAEMOCT:
ropHa rpaHvua Ha B3pnBAEMOCT:
CamoBbBb3naMeHAeMoCcT

TBbpPOO BELLECTBO:
[as:

Hopma 3a koHTpon
Heonpeaenex

HeornpegerneH
X

X

HeonpeaeneH
HemnpUNoXmm

HeonpeaeneH
HeonpeaeneH

HeonpeaeneH
HENPUNoOXnm
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TemnepaTypa Ha pa3nagaHe: Heonpeaenex
MoxapoyckopuTenHu cBoncTBa

He nopabpxall, ropeHeTo.
MapHo HansraHe: >1100 hPa

(npun 50 °C)

MnbTHOCT: 4,50000 g/cm?
PasTBOpUMOCT BbB BoAa: He
Opyru pastBoputenu

HeonpeaeneH
KoedmumeHT Ha pasnpegensiHe: Heonpeaenex
OTHOCUMTENHa NITbTHOCT Ha napure: Heonpeaenex
OTHOCMTENHa CKOPOCT Ha usnapexuve: Heonpeaenex

9.2. fipyra uHdopmauus
CbabpKaHue Ha TBbPAO BELLECTBO: 100,0 %

PA3OEN 10: CTabunHocT n peakTUBHOCT

10.1. PeakTuBHOCT

Mpwu npaBunnHo 6opaBeHe 1 CbxpaHeHe B CbOTBETCTBME C pa3nopeaduTe He Bb3HUKBAT ONAacHW peakumu.

10.2. XumMun4yHa cTtabunHocTt

MpoayKTbT e cTabuneH, ako ce CbXpaHaBa npy HopMmarHa TemnepaTypa Ha OKonHaTta cpefa.

10.3. BbL3MOXHOCT 3a OnacHU peakuuu

He ca nssecTHM onacHu peakumm.

10.4. YcnoBus, kouto TpsibBa ga ce usdarear

HUKOS/HUKOW

10.5. HecbBMecTMMU MaTepuanm

Hama HannyHa nHpopmaums.

10.6. OnacHu NpoAyKTU Ha pa3nagaHe

He ca n3BecTHV onacH1 NpodykTy Ha pasnaraHeTo.

PA3LEN 11: TokcukonorniHa nHgopmauma

11.1. MHchopmaumua 32 TOKCUKONOTUYHUTE edheKkTHn

CunHa TOKCUYHOCT

Bb3 ocHOBa Ha HanWYHUTE JaHHW He ca U3MbIIHEHU KpUTEPUKUTE 3a KnacudmumpaHe.

CAS Ne Xumunyecko nme
MapuwpyT Ha n3naraHe |[osa BuonornyeH sug |I/I3T0l4HV|K MeTton
13463-67-7 |Titandioxid
aepmaneH LD50 >10000
mg/kg

PasgpasBaHe M KOPO3MBHOCT

Bb3 ocHOBa Ha HanWYHUTE AaHHW He ca U3MbIIHEHU KpUTEPUKUTE 3a KnacudmumpaHe.

CeHcubunusmnpallo gemcreue

Bb3 ocHOBa Ha HanWYHUTE AaHHW He ca U3MbIIHEHU KpUTEpUKUTE 3a KnacudumumpaHe.

KaHueporeHHU, NPOMEeHSILLM reHOTUMNA U yBpeXAally pa3MHOXaBaHeTO Bb3AeNCTBUS
Bb3 ocHOBa Ha HanWYHUTE AaHHW He ca U3MbIIHEHU KpUTEPUKUTE 3a KnacudumumpaHe.

MHBeHTapeH Homep: 1
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CTOO (cneundnyHa TOKCUYHOCT 3a onpeaerieHn opraHu) - eqHOKpaTHa eKcno3nuums
Bb3 ocHOBa Ha HanNMYHUTE JaHHW HE Ca U3MbITHEHWN KpUTEpPUNTE 3a KrnacuduumpaHe.
CTOO (cneuundnyHa TOKCUYHOCT 3a onpeAesieHn opraHu) - NnoBTapslla ce eKCno3nuums
Bb3 ocHOBa Ha HanNMYHUTE OaHHW HE Ca U3MbITHEHWN KpUTEPUNTE 3a KnacuduumpaHe.
OMacHOCT Npu BAULIBaHe
Bb3 0CHOBa Ha HaNMYHMTE JAHHW HE Ca U3MbITHEHWN KpUTEpUNTE 3a KnacnuduumpaHe.
[pyru naHHW 3a NPoBepPKU
CwmecTa e knacuduumpaHa kaTto He ornacHa no cmucena Ha PermamenT (EO) N:1272/2008 [CLP].

PA3LOEN 12: EkonornyHa nHdopmaums

12.1. TOKCUYHOCT
MpoaykTbT He e: OTpOBEH 3a OKONHaTa cpeaa.
12.2. YCTONYMBOCT U pa3rpagmmocTt

npO,El,yKT'bT He e TeCTBaH.

12.3. Bunoakymynupaliia cnocooHocT

MpoayKTbT He e TecTBaH.

12.4. NpeHocmocCT B noyBarta
MpodyKTbT He e TecTBaH.

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

12.6. Apyrv HeGnaronpuaTHu edekTn
Hama HannyHa nHpopmaums.

ﬂon'anMTenHVl AdaHHU
[a ce n3bsrea nanyckaHe B okonHarta cpega.

PA3[ENN 13: O6e3BpexAaaHe Ha oTnagbLuTe

13.1. MeTtoau 3a TpeTupaHe Ha oTnagbLUu

U3xBbpnsiHe Ha oTnagbLUu
[la He ce gonycka NpoHMKBaHe B KaHanMsauusita Unm oTKkputuTe BogHu baceiin. OTnagbunTe Aa ce u3Bo3BaT
B CbOTBETCTBUE C aAMUHUCTPATUBHUTE pasnopendu.

N3xBBbpnsHe Ha HEMOYMCTEHU ONAKOBKU U NPenopbYaHy NOYMCTBALLM NpenapaTu
[a ce uamune obunHo ¢ Boga. HanbnHo n3npasHeHWTe ONakoBKU MoraT Aa 6bAaaT peunKkiMpaHu.

PA3[0EI 14: UHchopmaLMsa OTHOCHO TPAaHCMOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)

14.1. Homep no cnuckka Ha OOH: No dangerous good in sense of this transport regulation.
14.2. To4yHO Ha HaUMeHoBaHue Ha No dangerous good in sense of this transport regulation.
nparkara 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.

PeueH TpaHcnopT (ADN)

14.1. Homep no cnucbka Ha OOH: No dangerous good in sense of this transport regulation.
14.2. To4yHO Ha HauMeHoBaHue Ha No dangerous good in sense of this transport regulation.

npaTkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHoOCT npu No dangerous good in sense of this transport regulation.
TpaHCMopTUpaHe:
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14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT no mope (IMDG)
14.1. Homep no cnucbka Ha OOH: No dangerous good in sense of this transport regulation.
14.2. To4yHO Ha HauMeHOBaHuUe 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. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
Bb3ayuwen tpancnopt (ICAO-TI/IATA-DGR)
14.1. Homep no cnucbka Ha OOH: No dangerous good in sense of this transport regulation.
14.2. ToyHO Ha HauMeHOBaHue Ha No dangerous good in sense of this transport regulation.
npartkaTta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupate:
14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHocTu 3a oKonHaTa cpega
OMNACHO 3A OKOJIMHATA CPE[JA: He

14.6. CneumanHu npeanasHu MepKu 3a noTtpeburtenure
Hsama HannyHa nHdopmauums.

14.7. TpaHcnopTMpaHe B HAJIMBHO CbCTOsIHME cbrnacHo aHekc Il kbm MARPOL u Kogekca IBC
HENPUNoXmnm

PA3LOEN 15: UHdopmaLma oTHOCHO HOpMaTUBHaTa ypenoba

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

HauunoHanHu paznopeabu

Knac Ha 3acTpalleHoCT Ha BogaTa 1 - cnabo yBpexgaly Bogata
(D):

15.2. OueHka Ha 6e30nNacHOCTTa Ha XMMUYHO BeLLEeCTBO UM cMec

He ca npaBeHn TBbpAaeHnA OTHOCHO Ge3onacHoCTTa Ha BellecTBaTta B Tasu CMecC.

PA3OEN 16: Opyra nHcgpopmauus

CbKpalleHUsi U 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%

ToueH TekcT Ha H u EUH uspeyenus (Homep u nbneH TekcT)
EUH210 MHdopmMaLMoHeH nUCT 3a 6e30nacHOCT e Gbae NpeacTaBeH Npu NOUCKBaHe.
JonbnHuTenHun gaHHu

HaHuHuTe B Tasnm Hapenba 3a 6e3onacHOCT CbOTBETCTBAT Ha 4OOPOCHBECTHOTO U3NaraHe Ha HaluWs ONMUT KbM
MOMEHTa Ha oTnevaTBaHe. MHdopmaunsTa Tpabea aa By gage ocHOBHM Hacokm 3a 6e3onacHa paboTa ¢ T03u
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npoaykT, nocodeH B Hapenbata 3a 6e3onacHOCT, OTHOCHO HEFOBOTO ChXpaHeHue, npepaboTka, TpaHCMopT u
n3xBbprisiHe. [laHHWTE He MoraT Aa ce NpeHecaT BbpXy APYrv NpoayKTh. AKO NPOAYKTLT Ce CMecu Unm
npepaboTu ¢ Apyrn Matepuanu, Unu ako ce noanoxu Ha obpabotka, AaHHWTe B Tasn Hapepnba 3a 6e3onacHocT
He MoraT Aa 6baaT NpeHeceHn BbPXy HOBUSI MaTtepuar, OCBEH ako U3PUYHO HE Ce NOCoYBa ApYro.

(daHHume 3a onacHume 8ewecmsaa, enu3auju 8 cbcmaea, ca 83emu guHazu om rnocriedHama eanuoHa
mabnuyama ¢ napamempu 3a 6esonacHocm rpu paboma, ocuzypeHa om noddocmaes4uka.)
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