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MOIMABJbE 1. UneHTudMKaumja xemmkanuje n nogaum o nuuy Koje ctaBfba XeMuKanujy y npomet

1.1. UpeHTndmkaumja xemumkanumje
VITA ENAMIC Blocs, Disc

[pyra TproBa4yka uMeHa
VITA ENAMIC, VITA ENAMIC multiColor

1.2. UnpeHTUdMKOBaHM Ha4YMHU Kopuwhewa xeMukanuje n HaumMHu Kopuwhera Koju ce He npenopyuyjy

YnoTtpe6a matepujana/cmelue
KameH, runc, uemeHT, npomssoau oA ctakna u kepamuke Auxilary for manufacture of dental products

1.3. Nopauun o cHabgeBauy

Onuc npegyseha: VITA Zahnfabrik H. Rauter GmbH & Co. KG
MowTaHcku dax: 1338
79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dak: +49(0)7761-562-299
EnekTpoHCcKy agpecy: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
1.4 Bpoj TenedoHa 3a XUTHe +49-(0)7761-562-0
cnyyvajeBe:

[dopatHa ynyTtcTBa
medical device

MOIMABJbE 2. UaeHTndMKaLmja onacHoCcTH

2.1. Knacucdmkauumja xemukanuje

Ypen6om (E3) 6p. 1272/2008
MeLwaBurHa Huje knacudmrKoBaHa kao onacHa y cmucny Ypegbom (E3) 6p. 1272/2008 [CLP].

2.2. EnemeHTn obenexaBawa

2.3. OcTtane onacHocTu
WHdpopmauumje Hucy goctynHe.

MOIMABJbE 3. CacrtaB/llogaum o cactojumma

3.2. Mogaum o cacTojumma cmelue

Xemujcko kapaTepusnpame
KameH, runc, uemMeHT, NpouM3BoAn 04 CTakna u kepamuke

MOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npBe nomohu

Mocne yaucawa
MoTpebaH cBex Basgyx.

Y poaunpy ca KoXxxom
Onpatu ca gocta Boge. CKUHYTV CBY KOHTaMUHMpaHy ogjehy 1 onpatu npuje noHosHe ynotpebe.

HakoH koHTakTa ca ouMma
O,qmax NaXxrbnBo N TEMEJbHO ncnpatu Tywem 3a o4n nnm Boaom.

HakoH rytawa
Ycta ogmax ncnpatuv 1 3aTum nNonuTy NyHO BoAeE.

4.2. HajpaxxHMju cuMNTOMM U eheKTU, aKyTHU N OOJIOXKEHU
WHdpopmauumje Hucy goctynHe.

4.3. XuTHa meguumHcka nomoh n nocebaH TpeTmMaH
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CumnTomaTtckm TpeTMaH.

MOINABJbBE 5. Mepe 3a rawiese noxapa

5.1. CpeacTBa 3a rawewe noxapa

OproBapajyha cpeactBa 3a rawewe
MpunaroguTn Mepe rallera ca OKONMHOM.

5.2. MNoceGHe oNacHOCTU Koje MOry HacTaTu oA CyncTaHLUM U cMelua
Huje 3anaruBo.

5.3. CaBert 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutu anapar 3a 3allTuTy AucajHux nyTesa Koju He 3aBMUCU Of, OKOMHOr Ba3ayxa.

JopaTHa ynyTcTBa 3a onpemarbe TEXHUYKMX NOCTpojerba
KoHTaMuHVpaHy Boay 3a rallerse 0fiBojeHO cakynuTu. HemojTe fo3BonuTy fa Aocne y kaHanusauumjy unv sogy.

MOINABJbE 6. Mepe y cny4ajy yaeca

6.1. Jlu4uHe NpeOoOCTPOXKHOCTM, 3aLITUTHA oNpemMa M NOCTYNuM y cnyyajy yaeca
CnpeunTn pas3goj npawuuHe. Hemojte yamcartu npaimHy.

6.2. NMpeaocTpoXHOCTU Koje ce ogHOCEe Ha XXMBOTHY CPpeaAUHY
HemojTe no3BoNMTU Aa Aocne y KaHanusauujy unv Boge.

6.3. Mepe koje Tpeba npeay3eTu u MaTepujan 3a cnpevyaBawe WMPEHA U caHauujy
Mokynutn mexaHundku. MpuxeaheH matepujan Tpeba TpeTnpaTy Npema oasIoMKy O yKnakaky oTnaja.

6.4. YnyhuBawe Ha gpyra nornasrba
Be3benHo pykoBawe: BUOETM Nornaeme 7
JInyHa 3awTnTHa onpema: BMAETU Nornaeibe 8
Yknawane: Bnaetv nornaere 13

MOrNABJbLE 7. PykoBame 1 cKknagvitTeHwe

7.1. NMpegocTpoXxHOCTN 3a 6e36e4HO PyKOBaH:-€

YnyTcTBa 3a CUrypHO pyKoBake
Hucy notpeGHe noceGHe Mepe onpesa.

YnyTcTBa 3a 3alITUTY O NoXapa v eKcnnosuje
Hucy notpeGHe noceGHe Mepe 3alwITUTe of noxapa.

7.2. YcnoBu 3a 6e36eQHO CKNagulLTeHe, YKIbY4Yjyhn HeKoMNnaTuounHocTun

3axTeBu y nornegy npocropa 3a cCknaguilTeswe U nocyaa
[pxaTtn koHTejHep [o6pOo 3aTBOPEH.

YnyTcTBa 3a 3ajeAHMYKO CKNnaguliTeHe
Hucy notpebHe nocebHe mepe onpesa.

7.3. MNoceOGHM HaYMHU Kopuwhehwa

KameH, runc, uemeHT, npomssoau oA ctakna u kepamuke Auxilary for manufacture of dental products

MOrJABJbE 8. KoHTpona n3noxeHocTy u NnYHa 3awTura

8.1. MapameTpu KOHTPOJIE U3NOXKEHOCTU

8.2. KoHTpona n3noxeHoCcT! 1M NUYHa 3alWTuTa

OnwTe Mepe 3alWITUTE U XUTUjeHe
CkuHyTU KOHTaMuHUpaHy ogjehy. OnpaTn pyke npe nayse v npu kpajy paga. Ha pagHom mecTy HemojTe jecTu,
MUTW, NYLWATK, LWIMpLATK.

3awTuTa oumjy/nuua
Hocutu 3alwtuTHY 3a oun/3awwTuTy 3a nuue.
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3awTuTHe pyke
Kop pykoBara XxeMujCKMM CyrncTaHumjama CMejy ce HOCUTU camo 3alUTUTHE pyKaBuLe Koje LITUTe of
xeMukanuja ca o3Hakom CE ykrbyumBLun yeTBOopoundpeHn 6poj. 3awTuTHe pykaBuue o xemukanuja Tpeba
n3abpatu Tako Aa kUXoBa uspaga 3aBncK O KOHUEHTpauuje onacHe MaTepuje U heHe KONMYMHE Kao of
cneundmn4HKX ycnosa pagHor mecta. [penopyuyje ce Aa ce ca nponssohayemM pykasuua pasjacHu
MOCTOjaHOCT XeMMKanuja rope HaBedeHVX 3aWTUTHUX pyKaBuLa 3a cneumjanty npuMeHy.

3awTuTa Tena
MpumeHa 3awTnuTHe oaehe.
3awTuTta AMcajHuX nytesa

Y cnyuajy HeaflekBaTHe BeHTMNaLMje HOCUTM ONPEMY 3a 3aLUTUTY PECNIMPATOPHKX opraHa. HemojTe yaucaTu
npaLumHy. MoGpuHYTK ce 3a afeKkBaTHO NPOBETPaBakbe U NMYHKTyarHO yCUCaBake Ha KPUTUYHUM Tadkama.

MOINABJbE 9. ®u3nyka n xemmjcka cBojcTBa

9.1. Mogauu 0 OCHOBHUM (hU3UYKUM U XEMUjCKMM CBOjCTBMMA XeMUKanuje

ArperaTtHo cTame€: yBpCT
boja:
Mwpuc: 6e3 mmpuca
pH: Huje ogpeheHo
MpomeHe cTamwa
Tadyka TonrbenAa: Huje ogpeheHo
MoyeTHa Tayka Krbyyaha 1 oncer ?
Krby4yarsa:
Tauyka narbema: ?
3anarsuBocT
Yspcro: Huje ogpeheHo
[ac: HWje NpUMeHNBO

Ekcnno3suBHa cBojcTBa
Mpoussopa Huje: EknnoaneHo.

[ora rpaHnLa ekcrnio3nBHOCTU: Huje oapeheHo
[opHba rpaHnLa eKCnno3nBHOCTU: Huje ogpeheHo
Tauka camonarbetwa
YspcrTo: Huje ogpeheHo
Mac: HWje NPUMEHMBO
Temnepatypa pasnarawa: Huje ogpeheHo

Okcupyjyha cBojcTBa
He nogctuye Batpy.

MpuTtucak nape: <=1100 hPa
(npu 50 °C)

MyctuHa: 2,00000 g/cm®

PactBoprsuBocT y BOAu: He

PacTBoprouBocT

Huje ogpeheHo

KoedmuujeHT pacnogene: Huje ogpeheHo

PenaTtuBHa ryctuHa nape: Huje ogpeheHo

WcnapreueocT: Huje ogpeheHo
9.2. OcTtanu nogaum

Cappxaj uBpcTor Tena: 0,0 %

PeBu3uja 6poj: 2 SR [artym wramnawa: 21.04.2020



VITA Zahnfabrik H. Rauter GmbH & Co. KG
Be3begHOCHU NucT
npema Ypenbu (E3) 6p. 1907/2006

VITA ENAMIC Blocs, Disc
Oatym obpage: 13.08.2019 LLindpa nponseoga: 270 CtpaHa4 og 7

MOINABJBE 10. CTabunHoCT 1 peakTUBHOCT

10.1. PeakTuBHOCT
Kopg pykoBawa 1 cknagvwTera npema HameHn Hema onacHuUX peakuuja.

10.2. Xemujcka ctabunHocT

Mpouseop je cTabunaH y cnyyajy cknaguliTersa nof HopMarHoj TEMNepaTypu OKOIMHE.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTe onacHe peakuuje.

10.4. YcnoBu Koje Tpeba nsberaBatu
He/HMKOo

10.5. HekomnaTMGUNHKM MaTepujanu
WHdopmauuje Hucy goctynHe.

10.6. OnacHu npousBoau pasrpagHie
Hucy nosHaTu onacHy Npou3BOAM pasnaramba.

MOIMABJBE 11. Tokcukonowku nogaum

11.1. Moaaum o TOKCUYHUM edheKkTUMa

AKyTHa TOKCUYHOCT

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy oeduHuumju.
UpuTaTMBHOCT N KOPO3UBHOCT

Kputepujymmn 3a knacudurkaumjy 3a oBy Krnacy onacHOCTU He ofroBapajy geuHuumjn.
CeH3nbunusaumja

Kputepujymmn 3a knacudurkaumjy 3a oBy Knacy onacHOCTU He ofroBapajy geuHuumjn.
KapuuHoreHocT, MyTareHOCT U TOKCMYHOCT NO penpoayKuujy

Kputepujymmn 3a knacudurkaumjy 3a oBy Krnacy onacHOCTU He ofroBapajy geuHuumjn.
CneuundmryHa TOKCUYHOCT LIUILHOI OpraHa Ko, jedHOKpaTHOr u3narawa

KpuTtepumjymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogroBapajy oeduHuumjn.
CneuuncuryHa TOKCUYHOCT LIUILHOI OpraHa Kof, NOHOBILEHOr usnarawa

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy oeduHuumju.
OnacHocT og acnupauuje

Kputepujymm 3a knacudumkaumjy 3a oBy Krnacy onacHOCT/ He OfroBapajy gecuHuumjn.

OcTtanu nogauu o npoBepama
MeLwaBurHa Huje knacmudurKoBaHa kao onacHa y cmucrny nponuca (E3) 6p. 1272/2008 [CLP].

MOIMABJbBE 12. EKOTOKCMKOSOLUKU Nogaum

12.1. Tokcu4HOCT
Mpoussog Huje: EKOTOKCMYHO.

12.2. Mep3uCTEHTHOCT U pa3rpag/bUBOCT
Mpoussoa Huje ucnutaH.

12.3. NMoteHuujan 6uoakymynauuje

[Mpownssog Huje ucnutaH.

12.4. MOGUNHOCT Yy 3eMJbULUTY
Mpoussoa HWje ucnutaH.

12.5. PesyntaTtu NBT n BB npoueHe
Mpoussoa HWje ucnutaH.

12.6. OcTtanu witeTHu ecdbekTn
MHdopmaumje HUCYy QOCTYMNHe.
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DopatHu nogaumn

WN3GjeraBatu UcnyLTake Y XKUBOTHY CPEOMHY.

MOIMABIJbE 13. Ognarawe

13.1. MeToge TpeTmaHa oTnaga

YnyTcTBa ya yknawatbe cmeha

HemojTe no3BonuT Aa gocne y kKaHanusauujy unu soge. Yknawawe cmeha npema 3akoHCKUM nponucuma.

KoHTamuHupaHe ambanaxe

Onpatu ca gocra Boge. MoTnyHo npasHa nakosaksa MOry Ce OAHETU Ha PeLMKNpase.

MOrMNABJbE 14. Nogauu o TpaHcnopTy

TpaHcnopT konHoMm (ADR/RID)

14.1. UN 6poj:

14.2. UN Ha3uB 3a TepeTy
TpaHCMopTy:

14.3. Knaca onacHoctu y
TPaHCNOpTYy:

14.4. AMG6anaxHa rpyna:

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.

TpaHcnopT y yHyTpalwHieM pe4HoMm caobpahajy (ADN)

14.1. UN 6poj:

14.2. UN Ha3uB 3a TepeTy
TPaHCMOopTYy:

14.3. Knaca onacHocTtu y
TpaHcnopTy:

14.4. AMGanaxHa rpyna:

TpaHcnopT y mopckom cao6pahajy (IMDG)

14.1. UN 6poj:

14.2. UN Ha3uB 3a TepeTty
TpaHCMopTYy:

14.3. Knaca onacHoctu y
TpaHcnopTy:

14.4. AMb6anaxHa rpyna:

BasaywHu tpaHcnopt (ICAO-TI/IATA-DGR)

14.1. UN 6poj:
14.2. UN Ha3uB 3a TepeTy
TpaHCMopTYy:
14.3. Knaca onacHocTtu y
TPaHCNOpTY:
14.4. AMb6anaxHa rpyna:

14.5. OnacHOCT Mo XXUBOTHY CpeauHy

OMNACHO 3A XMBOTHY CPEONHY:

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. NocebGHe NPeJoCTPOXHOCTM 32 KOPUCHUKA

MHdopmaLmje H1ucy JocTynHe.
14.7. TpaHCNOPT Yy pacyToM CTakwy
HWje NpUMeHMBO
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MOrNABJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3n ca 6e36egHowhy, 3apaBrbLEM U XKUBOTHOM CpeAUHOM

EY-nponucu

Mopauu npema cmepHuum 2012/18/EY Not subject to 2012/18/EU (SEVESO IlI)
(SEVESO lll):

HaumoHanHu nponucu
Knaca onacHoctu 3a Boay (D): - - He yrpoxasa Boay

15.2. NpoueHa 6e36e4HOCTU XeMUKanuje

OueHe curypHoCTV MaTepujana 3a CTyncTaHuuje Y 0BOj MELLaBUHN HUCY CMPOBEAEHE.

MOIMABJbE 16. OcTtanu nogaum

CkpaheHuLe N akpOHUMM
ADR: Accord europmen 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
ICAO: 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
CkpaheHuue 1 akpoHumn Buau cnucak nog: http://abk.esdscom.eu
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Oarsu nogaum
Mopaum ce Temerbe Ha AaHallkbeM CTakby HaLUMX 3Haka, Koje He NpeacTaBrbajy rapaHumjy kapatepuctuka
npovn3BoAa 1 He yTeMerbyjy H1KaKkaB YroBOPHM NpaBHU ogHoc. MNocTojehu 3akoHu 1 oapenbe mopajy of cTpaHe
npumaoua HalmMx NPoM3BoAa Aa ce MOLUTYjy Ha BMAacTUTY OArOBOPHOCT.

(Modayu onacHux cadpxxaHux Mamepuja nomu4y u3 00MUYHUX NOCAEOH-€ 8axehux cugypHOCHUX slucmosa
npeducrnopy4uouya.)
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