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MNMOrNABIJbLE 1. UpeHTudmkaumja xemmkanuvje n nogaum o nuuy Koje ctaBrba XxeMuKanujy y npomet

1.1. UpeHTndmkaumja xemmukanuje
VITA VIONIC WAX

1.2. UneHTdMKOoBaHU HauYMHU KopuwheHwa XeMuKanuvje u HaumHu Kopuiwhewa Koju ce He npenopyuyyjy

Ynotpe6a matepujana/cmelue
Auxilary for manufacture of dental products,Bocak

1.3. Nogaum o cHabaeBauy

Onuc npepy3seha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
Mecro: D-79713 Bad Sackingen
MowTaHckm chax: 1338

D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0
N-mejn: info@vita-zahnfabrik.com
KoHTakT ocoba: regulatory affairs
N-mejn: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopMauwje: Regulatory Affairs

HopatHa ynyTtcTBa
medical device

dak: +49(0)7761-562-299

MOINABJbE 2. UpeHTudunKaLmja onacHOCTH

2.1. Knacudukaumja xemmkanuje
Ypen6om (E3) 6p. 1272/2008

MeLllaBuHa Huje KnacugunkoBaHa kao onacHa y cmucny Ypeabom (E3) 6p. 1272/2008 [CLP].

2.2. EnemeHTM oGenexaBaka
Ypen6owm (E3) 6p. 1272/2008

Mepama npeAoCTPOXHOCTH

P210 [Opxatu paree o n3sopa TonnoTe, Bpyhnx NoBpLUMHA, BapHMLA, OTBOPEHOT NnaMeHa u

Opyrnx n3sopa narbexa. 3abpareHo nyLueH-e.

2.3. OcTrane onacHocT
MHdopmaLmje H1cy JocTynHe.

MOITNABIJbE 3. Cacrtas/logaum o cacTojunma

3.2. Nogauum o cacrtojumma cmelue

Xemujcko KapaTepusupame
BOCakK
MapadoumH
OnacHe maTtepuje

He/Huko (npema Ypenba (E3) 6p. 1907/2006 (REACH))

MOrTABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu
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OnuwTe nHdopmauumje
Hucy notpebHe cneuujanHe mepe.

NMocne yaucamwa
MoTpebaH cBex Basayx.

Y poaupy ca Koxxom

OnpaTtu ca gocta Boge. CKMHYTW CBY KOHTaMUHUpaHy oajehy 1 onpaTtu npuje noHoBHe ynotpebe.

HakoH KoHTakTa ca ouuma
Oamax naxrbnueo 1 TEMErbHO ncnpaTtu Tywem 3a o4m unm BoaoMm.

HakoH rytama
YcTa ogmax ucnpaty v 3aTMM NonuTu MyHO BOAE.

4.2. HajgaxXHMju cMMNTOMU N eheKTU, aKyTHU U OAONOXKEHU
MHdopmaLmje H1ucy JocTynHe.

4.3. XuTHa MmeguumnHCKa noMoh u noce6aH TpeTMaH
CvmMnTomMaTCKun TpeTmaH.

MOINMABJBE 5. Mepe 3a rawemne noxapa

5.1. CpeacTBa 3a rawere noxapa

OproBapajyha cpeacTtBa 3a rawemwe
Mpunaroantu mepe rawlesa ca OKOSIMHOM.

5.3. CaBert 3a BaTporacue

Y cnyuajy noxapa: Ynotpe6uTty anapat 3a 3alTUTy AMCajHUX NyTeBa KOju He 3aBUCU Of, OKOMHOT Ba3ayxa.

[dopnaTtHa ynyTcTBa 3a onpeMare TeEXHUYKMX NOCTpojera

KoHTamuHupaHy BoAy 3a rawene o4BojeHO cakynutu. HemojTe 4o3BonunTu Aa Jocne y kaHanusauwjy unm sogy.

MOITIABJbE 6. Mepe y cnyuyajy yaeca

6.1. JIuuHe NpegoCTPOXHOCTU, 3aLUTUTHA ONpemMa U NOCTynuM y crny4ajy ygeca

OnwTa ynytcTBa

OpxaTu garse o n3Bopa TonnoTe, Bpyhnux NOBpLUMHA, BapHULIA, OTBOPEHOT MnaMeHa v Apyrnx 3Bopa narbema.

3abparbeHo nyLieme.

6.2. MpenoCcTPOXHOCTU KOje ce OfHOCE Ha XXUBOTHY CpeauHy
HemojTe no3sonuty fa gocne y kaHanv3auujy unm Boge.

6.3. Mepe koje Tpeba npeay3eTy U MaTepujan 3a cnpevyaBake WUpeHa U caHauujy

OcTanu nogaum

MokynuTy MexaHuuku. MpuxeaheH maTepujan TpeGa TpeTupaTi NpeMa oANoMKY O YKNakaky oTnaja.

6.4. YnyhuBaw€e Ha gpyra nornaBjba
Bes3benHo pykoBawe: BUAETU Nornaemne 7
JInuHa 3awTnTHa onpema: BuaeTH nornaeree 8
Yknawawe: BugeTn nornasme 13

MNMOrJIABJbE 7. PykoBawe u cknaguwiterwe

7.1. NpenocTpoxHOCTU 3a 6e36eAHO PpyKOBaH-€

YnyTcTBa 3a CUrypHO pyKoBame
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3aWITUTY OZ noxapa U eKkcnrnosuje
Hucy notpebHe nocebHe Mepe 3alTUTe of Noxapa.

YnyTcTBa 3a ONWTY XMrujeHy y UHAYCTPUjn
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CkuHyTu KOHTamHupaHy opjehy. OnpaTn pyke npe nayse u npwv Kpajy paga. Hemojte jectu n nutun 3a Bpeme
paga.
7.2. YcnoBu 3a 6e36eQHO cKknaguwiTeHe, YKIbyvyjyhn HekomnatuéunHocTu

3axTeBu y norneay nNpocropa 3a CKnaguwTele U nocyaa
[pxaTtun KoHTejHep [OOPO 3aTBOPEH.

YnyTcTBa 3a 3ajeAHUYKO CKnaguwiTewe
Hucy notpebHe nocebHe mepe onpesa.

7.3. MNocebHU HaunHU Kopuwhexa

Auxilary for manufacture of dental products Npoun3ssoau o nnactuke

MOTTIABJbE 8. KoHTpona n3noxeHocTu U nM4Ha 3awTura

8.1. MNapameTpu KOHTPONE U3NTOXKEHOCTU

8.2. KoHTpona u3noXXeHoCT! U JINYHa 3alTuTa

OnwTe Mepe 3alITUTE U XUTKjeHe

3awTuTa ounjy/nuua

HocuTu 3awTuTHe Haovape/3awTuTy 3a nuue.
3awTuTHe pyke

HocuTtu ogrosapajyhe 3awtntHe pykaBsuue.
3awTuTa Tena

Mpunukom paga HocuTu odrosapajyhy s3awTuTHy oaehy.
3awTuTa AncajHux nytesa

Hucy noTpebHe cneuvjanHe mepe.

MOITNABJbE 9. ®u3unyka n xemujcka cBojcTBa

9.1. Mopaum 0 0CHOBHUM PU3NYKMM U XEMU[CKUM CBOjCTBMMA XeMuKanuje

ArperaTHo cTame: yBpCT

Boja: py>xu4acTto

Tadyka Tonsrbewa / Tavka 3amp3aBatba: 70-110°C

Tayka Krby4ara Unm noYeTHa Tayka nicht anwendbar

Krby4yarsa 1 Orncer Kibyyara:

3anarbmBocCT: Huje ogpeheHo
HVje NpMMEeHVNBO

[lora rpaHvLa ekcrnno3vBHOCTY: Huje oapeheHo

[opHsa rpaHuLa eKCno3nBHOCTU: Huje ogpeheHo

Tauka narbema: >140 °C

TemnepaTypa pasnarama: Huje oapeheHo

pH: Huje ogpeheHo

PacTBopremBocCT y Boau: He

PacTteopsbmsocT

Huje ogpeheHo

KoeduumjeHT pasaBajara Huje oapeheHo

n-okTaHon/soaa:

MpuTtucak nape: Huje oapeheHo

(npu 50 °C)
lN'yctuHa: 0,9 g/cm?
PenatueHa ryctuHa napa: Huje oapeheHo

9.2. OcTtanu nogaum
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UHdopmaumje y Be3n ca knacama (puanykux onacHoCTun
Tauka camonarsewa
YspcrTo: Huje oapeheHo
[ac: HWje NpUMeHnBO
Okcumayjyha cBojctBa
He noactnye Batpy.

Opyre 6e36enHOCHe KapaKTepUCTUKe
WcnapreuBocT: Huje oapeheHo
Cappxxaj uBpcTor Tena: 100,0 %

MOINABJbE 10. CTabuUnHOCT U peakTUBHOCT

10.1. PeakTUBHOCT
Kop pykoBama 1 cknaguillTera npeMa HaMeHn HeMa OnacHUX peakuuja.

10.2. XeMujcka ctabunHocTt

Mpowuseopa je cTabunaH y cnyyajy cknaguiuTersa nog HopMarnHoj TeMnepaTtypu OKONUHe.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTe onacHe peakuuje.

10.4. YcnoBwu Koje Tpeba nsberaBsatu
Hema

10.5. HekomnaTuGunNHU MmaTepujanu
MHdopmaLmje H1cy JocTynHe.

10.6. OnacHu npousBoAM pasrpagHe
Hucy no3HaTu onacHu NpousBoam pasnaramba.

MOINABJBE 11. TOKCMKONOLIKM noaaum

11.1. Uudopmaumje o knacama onacHOCTU Kako cy gecdmHucade Ypenoom (E3) 6p. 1272/2008

AKyTHa TOKCUYHOCT

KpuTtepujymun 3a knacudumkauujy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumju.
ATEmix napauyHar

ATE (opanHo) > 2000 mg/kg; ATE (aepmaTonowku) > 2000 mg/kg; ATE (mHxanauwmjcku napy) > 20 mg/l; ATE

(MHxanauujcku npawwmnHa/marna) > 5 mg/l
UpUTaTMBHOCT U KOPO3UBHOCT

Kputepujymmn 3a knacudmkaumjy 3a OBy Knacy onacHOCTM He OAroBapajy AeuHULMjU.
CeH3nbunusauuja

KpuTtepujymun 3a knacudukauujy 3a OBy Kriacy onacHOCTU He oAaroBapajy AeuHuumju.
KapuuHoreHocT, MyTareHOCT U TOKCUYHOCT MO penpoayKuujy

KpuTtepujymun 3a knacudumkauujy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumju.
CneumdmyHa TOKCUYHOCT LIMILHOT OpraHa Kog jeAHOKpaTHOr usnaramwa

Kputepujymu 3a knacudurkaumjy 3a oBy knacy onacHOCTU He oarosapajy AeduHULmnjm.
CneuunduryHa TOKCUYHOCT LISBHOT OpraHa Koj, NOHOBILEHOT U3narakwa

Kputepujymun 3a knacudmkaumjy 3a oBy Knacy onacHoOCTV He oarosapajy AeuHULMju.
OnacHocT oa acnupaumje

Kputepujymmn 3a knacudmkaumjy 3a oBy Krnacy OnacHOCTM He 0AroBapajy AeuHULMjU.
OcTanu nogauum o nposepama

MewwaBunHa Huje knacudmrkoBaHa kao onacHa y cmucny nponuca (E3) 6p. 1272/2008 [CLP].

MOITIABJBE 12. EKOTOKCMKOSOLUKM nogauu
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12.1. TOKCUYHOCT
[Mpownssopg Huje: EKOTOKCUYHO.

12.2. MNep3nCTEHTHOCT U pa3rpagibLUBOCT
Mpoussopg Huje ncnutax.

12.3. NMoTeHumjan 6uoakymynaumje
lMpoussopg Huje ncnutax.

12.4. MOGUNHOCT Yy 3eMJLULUTY
lMpoussopg Huje ncnutax.

12.5. Pesyntatn 16T m BlBB npoueHe

Martepuije y cmeLumn He ucnywaeajy kputepujyme PBT/vPvB npema REACH-y, npogatak XIIlI.
[Mponssopg Huje ncnuTaH.
12.6. OcobuHe eHAOKpUHUX Nopemehaja
OBaj Nnpou3Boa He caapXu CyncTaHuy Koja Mma CBOjCTBa OMeTara eHAOKPUHOr CUCTeMa Ko opraHusama Koju
HUCY UMIBbHU jep HujegHa KOMMOHEHTa He UChyHaBa KpuTepujyme.
12.7. Octana wreTHa gejcTeBa
WHdopmaLmje H1ucy JocTynHe.

DopatHm nogaumn
M3bjeraBaTu ncnywtare y XNBOTHY CpeaunHy.

MOIrNABJbE 13. Ognaramwe

13.1. MeToge TpeTmaHa oTnaga

YnytcTBa ya yknawawe cmeha
HemojTe gossonutn ga gocne y kaHanusauujy unum soge. Yknawawe cmeha npema 3akoHCKUM nponncuma.
LWndgpe otnaga/onucn otnaga npema EKO (EWC)/AVV

KoHTamuHupaHe am6anaxe
MoTnyHo npa3Ha nakoBaHa MOry ce ogHeTn Ha peuuknupare. Lndpe otnaga/onmen otnaga npema EKO
(EWC)AVV

MOrNABJbE 14. Nopauu o TpaHcnopTy

TpaHcnopT konHom (ADR/RID)

14.1. YH 6poj nnu U 6poj: No dangerous good in sense of this transport regulation.

14.2. YH Ha3uB 3a TepeTy No dangerous good in sense of this transport regulation.

TpaHcnopTy:

14.3. Knaca onacHocTu y No dangerous good in sense of this transport regulation.

TpaHcnopTy:

14.4. AM6anaxHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT y yHyTpawHeM peyHom cao6pahajy (ADN)

14.1. YH 6poj nnu NN 6poj: No dangerous good in sense of this transport regulation.

14.2. YH Ha3uB 3a TepeTy No dangerous good in sense of this transport regulation.

TPaHCNOPTY:

14.3. Knaca onacHocTtu y No dangerous good in sense of this transport regulation.

TPaHCNOPTY:

14.4. AMGanaxHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT y mopckom cao6pahajy (IMDG)

14.1. YH 6poj unu UL 6poj: No dangerous good in sense of this transport regulation.

14.2. YH Ha3uB 3a TepeTy No dangerous good in sense of this transport regulation.

TpaHCNopTy:
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14.3. Knaca onacHocTtu y No dangerous good in sense of this transport regulation.
TpaHCNopTy:

14.4. AMbanaxHa rpyna: No dangerous good in sense of this transport regulation.

BaspywHu TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. YH 6poj nnu U 6poj: No dangerous good in sense of this transport regulation.
14.2. YH Ha3uB 3a TepeTy No dangerous good in sense of this transport regulation.
TPaHCNOPTY:
14.3. Knaca onacHocTtu y No dangerous good in sense of this transport regulation.
TPaHCNOPTY:
14.4. AMGanaxHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHOCT MO XWBOTHY CpeauHY

OMNACHO 3A XXNBOTHY CPEOUHY: He
14.6. MocebHe NpeAOCTPOXKHOCTU 32 KOPUCHUKA
MHdopmaLmje H1ucy JocTynHe.
14.7. MoMopcKn TpaHcnopT y puHdy3u npema IMO nHCTpyMeHTMMA
HWje NpUMeHMBO

MOrNABJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3u ca 6e36egHowhy, 3qpaBrbLEM U XXKUBOTHOM CpeaUuHOM

HaunoHanHu nponucu
Knaca onacHocTtu 3a Boay (D): 1 - cpeatba onacHoOCT Mo BoAy

15.2. NpoueHa 6e36egHOCTU XeMUuKanuje

OueHe curypHoCTV Matepujana 3a CTyncTaHumje y OBOj MeLUaBMHU HUCY CNIPOBEAEHE.

MOrNABJBE 16. OcTtanu nogauu

MpomeHe
OBaj NuCT nogaTtaka cagpXuv NpoMeHe npeTxodHe Bepauje y oanomumma: 1.

CkpaheHuue n akpoHUMM
ADR: Accord europwmien 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%
Oarsu nogaum
Mopaum ce Temerbe Ha AaHallbeM CTakby HalLMX 3Haha, Koje He NpeacTaBrbajy rapaHumjy kapaTepuctuka
NPOV3BOAA U HEe YTEeMerbyjy HMKakaB yroBOPHM npaBHu ogHoc. MNoctojehn 3akoHn n ogpeade Mopajy of cTpaHe
npymMaoLa Halmx Npouseoaa Aa ce NowTyjy Ha BNacTUTy OATOBOPHOCT.

(Modauyu onacHux cadpxaHux Mamepuja nomu4y u3 0omu4HUX rnocnedre saxehux cueypHOCHUX lucmosa
npeducriopy4uoua.)
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