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

1.1. UpeHTndmkaumja xemumkanumje
VITA YZ Blocs, Discs
[pyra TproBa4yka uMeHa
VITAYZ T white, VITAYZ T color, VITAYZ HT white, VITAYZ HT color, VITAYZ XT white, VITAYZ XT color,
VITAYZ XT multicolor, VITAYZ ST white, VITAYZ ST color, VITAYZ ST multicolor,
1.2. UpeHTUdMKOBaAHM Ha4YUHU kopuwheHwa xeMukanuje n HaumHu kopuwhexwa Koju ce He npenopyuyjy
Ynotpeb6a matepujana/cmelue
KameH, runc, uemMeHT, npom3Boaun oA ctakna u kepamuke Auxilary for manufacture of dental products

1.3. Nogaumn o cHabgeBa4y

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
EnekTpoHcky agpecy: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
1.4 Bpoj TenedoHa 3a XxuTHe +49-(0)7761-562-0
cny4ajese:

HopaTtHa ynyTcTBa
medical device

MOrMABJbE 2. UneHTudMKaumja onacHocTn

2.1. Knacudmkaumja xemmkanuje

Ypen6om (E3) 6p. 1272/2008
CyncTaHuuja Huje knacudmkoBaHa kao onacHa y cmucny Ypen6bom (E3) 6p. 1272/2008 [CLP].

2.2. EnemeHTn obenexaBaHa

2.3. OcTtane onacHocTH
MHdopmaumje HUCYy QOCTYMNHE.

MOrMABJbE 3. Cacras/llogaum o cactojumma

3.1. Nogaum o cacrTojumma cyncraHue

Xemujcko KapaTepusnpame
KameH, runc, uemMeHT, Npon3Boan of CTakna u Kepamuke

MOIMABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

Mocne yaucawa
MoTpebaH cBex BasayXx.

Y poaupy ca Koxxom

Onpatu ca gocra Boge. CKMHYTM CBY KOHTaMUHUpaHy ogjehy n onpartu npuje noHoBHe ynotpebe.
HakoH KoHTakTa ca oumMma

OpMax naXkrbMBO U TEMESbHO UCTpaTh TYLLEM 3@ 04X UINN BOAOM.

HakoH rytawa
YcTa ogmax ncnpaTtu 1 3aTum nNonuTK NyHO BOAeE.

4.2. HajgaxxHnju cuMNTOMM U eheKTU, aKyTHU N OOJIOXKEHU
MHdopmaumje HUCYy QOCTYMNHE.
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4.3. XuTHa meguumnHcka nomoh 1 nocebaH TpeTmaH
CvmMmnTOoMaTCKN TpeTMaH.

MOITABJbBE 5. Mepe 3a rawete noxapa

5.1. CpeacTBa 3a rawewe noxapa
OproBapajyha cpeactBa 3a rawewe
MpunarognTn Mepe raliexa ca OKONMHOM.
5.2. NoceGHe oNacHOCTU Koje MOry HacTaTu oA CyncTaHLUM U cMelua
Huje 3anamuBo.

5.3. CaBert 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutu anapar 3a 3allTUTy gucajHux nyTesa Koju He 3aBMCU Of OKOMHOr Ba3ayxa.

JopaTHa ynyTcTBa 3a onpemare TEXHUYKMX MOCTpojerba
KoHTaMuHVpaHy Boay 3a rallere ofBOjeHO cakynuTu. HemojTe fo3BonnTy fa Aocne y kKaHanusauumjy unv sogy.

MOINABJbBE 6. Mepe y cny4ajy yaeca

6.1. JlnyHe NpegoOCTPOXKHOCTU, 3aLUITUTHA oNnpemMa M NOCTynuu y cnyyajy yaeca
CnpeunTy pa3sBoj NpalumHe. HemojTe yamcaTu npaLuunHy.

6.2. NMpegocTpoXHOCTU Koje ce ogHOCe Ha XXMBOTHY CPeAUHY
HemojTte fo3sonuTtu Aa gocne y kaHanusauujy nnm Boge.

6.3. Mepe koje Tpeba npeay3eTu U MaTepujan 3a cnpevyaBawe WMPEHA U caHauujy
Mokynutn mexaHndku. MNpuxeaheH maTtepujan Tpeba TpeTMpaTn NpeMa OANIOMKY O yKNnakaky oTnazga.

6.4. YnyhuBawe Ha gpyra nornassba
Be3benHo pykoBawe: BUOETM Nornaere 7
JInyHa 3awTnTHa onpema: BMAETU Nornaerbe 8
Yknawahe: Buaety nornaere 13

MNMOrNABJbLE 7. PykoBame 1 cknaguvlitTese

7.1. NMpegocTpoXxHocTn 3a 6e36e4HO pyKOBaH:€e

YnyTcTBa 3a CUrypHO pyKoBake
Hucy notpe6He noceGHe Mepe onpesa.

YnyTcTBa 3a 3alITUTY oA NoXapa U eKcnosuje
Hucy notpeGHe noceGHe Mepe 3alwITUTe of noxapa.

7.2. YcnoBu 3a 6e36eQHO CKNaguluTeHe, YKIby4Yyjyhn HeKoMmnaTtuounHocTu

3axTeBu y nornegy npocropa 3a cKknaguwTeswe U nocyaa
[pxaTtn koHTejHep [oOpOo 3aTBOPEH.

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

7.3. MocebHU HauymMHU Kopuwheha

KameH, runc, uemeHT, npomssoau oA crtakna v kepamuke Auxilary for manufacture of dental products

MOITABJBE 8. KoHTpona n3noXxeHoCcT! U NINYHa 3awiTuTa

8.1. MapameTpu KOHTPOJIE U3NOXKEHOCTU

8.2. KoHTpona n3noxeHoCT! M NNYHa 3alTuTa

OnwTe Mepe 3awWITUTE U XUTUjeHe
CkuHyTU KOHTaMUHUpaHy ogjehy. OnpaTtu pyke npe nayse v npu kpajy paga. Ha pagHom mecTy HemojTe jecTu,
nUTY, NYLWUTK, LUMPpLATH.
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3awTuTa oumjy/nuua
HocuTu 3awTuTHY 3a o4n/3awTuTy 3a nuue.

3awTuTHe pyke
Kog pykoBara XeMmnjckuM CyncTaHumjama cMmejy ce HOCUTW camo 3alUTUTHE pyKaBuLe Koje LUTUTE Of
xemukanuja ca o3Hakom CE ykrbyumBLUM YeTBOpOLUmdpeHn 6poj. 3awwTuTHe pykasuLe o xemukanuja Tpeba
n3zabpatu Tako Aa kUX0oBa U3paga 3aBncK O KOHLEHTpaumje onacHe MaTepuje U heHe KONMYMHe Kao of
cneundmn4HKX ycnosa pagHor mecta. [penopyuyje ce Aa ce ca npoussohjadeM pykasuua pasjacHu
MOCTOjaHOCT XeMuKanuja rope HaBedeHVX 3aWTUTHUX pyKaBuLa 3a cneumjanty npyuMeHy.

3awTuTa Tena

MpumeHa 3awTnTHe ofehe.
3awTuTta AMcajHuX nytesa

Y cnyyajy HeagekBaTHe BEHTMUMNaLUmMje HOCUTK ONpeMy 3a 3alTUTy pecnupaTopHUX opraHa. Hemojte ygucatum
npawwuHy. Mo6prHYTK ce 3a ageKkBaTHO NPOBETPaBake 1 MYHKTYanHo ycucaBake Ha KpUTUYHUM Tavkama. Y
cnyyajy HeagekBaTHe BeHTMNaLUMje HOCUTU ONpeMy 3a 3alTUTY pecnnpaTopHMX opraHa.

MOrNABJBE 9. ®u3nyka n xemmjcka cBojcTBa

9.1. Nogaun o OCHOBHUM (PU3UYKUM U XEMU|CKMM CBOjCTBUMA XemMukanuje

ArperaTHo cTame: 4YBpCT
Boja:
Mwpuc: PN
pH: Huje ogpeheHo
MpomeHe cTamwa
Tadyka Tonrbena: Huje oapeheHo
MoyeTHa Tayka Krbyyana 1 oncer X
Kibyyama:
Tauka narbema: X
3anamuBocT
YspcrTo: Huje ogpeheHo
lac: HWje NPUMEeHNBO

Ekcnno3suBHa cBojcTBa
Mpoussoga Huje: EknnosneHo.

[ora rpaHunua ekcnnosmBHOCTHU: Huje ogpeheHo
[opHsa rpaHnLa ekCrnino3nBHOCTY: Huje ogpeheHo
Tauka camonarbema
Yspcro: Huje ogpeheHo
lac: HVje NPUMeHVBO
Temnepatypa pasnarama: Huje ogpeheHo

Okcupyjyha ceojctBa
He noagctuye Batpy.

MpuTtucak nape: <=1100 hPa
(npu 50 °C)
lyctuHa: 3,00000 g/cm?
PacTtBopre1BOCT y BOAM: He
PacTtBoprsuBocT
Huje ogpeheHo
KoeduumjeHT pacnogene: Huje ogpeheHo
PenatuBHa ryctuHa nape: Huje ogpeheHo
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WcnapreusocrT: Huje ogpeheHo

9.2. Octanu nogaum
Cappkaj uBpcTor Tena: 100,0 %

MOINABJBE 10. CTabunHoCT U peakTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBama 1 cknaguiTerwa npema HaMeHn Hema OnacHUX peakuuja.

10.2. Xemujcka cTtabunHocT

Mpouseop je cTabunaH y cnyyajy cknaauliTerba noj HopMarHoj TEMNepaTypu OKOSMHE.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTe onacHe peakuuje.

10.4. YcnoBu Koje Tpe6a nsberasatu
He/HMKOo

10.5. HekomnaTMGUNHKM MaTepujanu
MHdopmaLmje H1Cy JoCTynHe.

10.6. OnacHu npousBoamn pasrpagHie
Hwvcy no3HaTu onacHy Npov3BOAM pasnarama.

MOrITIABJBE 11. ToKCUKOMNOLWIKX Nnogauu

11.1. Nogaum o TokCU4HUM edbeKkTUMA

AKyTHa TOKCUYHOCT

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy geduHuumiu.
MpuTaTMBHOCT M KOPO3UBHOCT

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy oeduHuumju.
CeH3nbunusaumja

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy AeduHuumjn.
KapuuHoreHocT, MyTareHOCT U TOKCMYHOCT NO penpoayKuujy

KpuTtepujymun 3a knacmudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy AeduHuumjn.
CneuundmyHa TOKCUYHOCT LIUILHOI OpraHa Kopg jeqHOKpaTHOr u3narakwa

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy oeduHuumju.
CneuundmyHa TOKCUYHOCT LIMSBLHOr OpraHa Kof NOHOBILEHOr u3narawa

KpuTtepujymun 3a knacudukaumjy 3a oBy Kriacy onacHOCTU He ogrosapajy geduHuumju.
OnacHocT of acnupauuje

Kputepujymm 3a knacudumkaumjy 3a oBy krnacy onacHOCT/ He ofroBapajy gemHuumjn.
OcTanu nogaum o npoBepama

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

MOIMABJbBE 12. EKOTOKCMKOSOLUKU nogaum

12.1. TOKCUYHOCT
Mpoussopa Huje: EKOTOKCMYHO.

12.2. MNep3uCTEHTHOCT U pa3rpag/bLUBOCT
Mpoussoa HWje ucnutaH.

12.3. NMoTeHuujan 6uoakymynauuje
Mpownssog Huje ucnutaH.

12.4. MOGUNHOCT Yy 3eMJbULUTY
Mpoussoa HWje ucnutaH.
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12.5. PesyntaTtu BT n BlBBG npoueHe
[Mpoussoa HWje ucnutaH.

12.6. OcTtanu witeTHu ecbekTn
MHdopmaumje HUCY OOCTYMNHE.

OopatHm nogaum

M3bjeraBatu ncnyLluTake y X1UBOTHY CPEaNHY.

MNOrJABJbE 13. Opnarawe

13.1. MeTone TpeTmaHa oTnaga

YnytcTBa ya yknawame cmeha

HemojTe go3sonuTun ga gocne y kaHanusauumjy unu soge. Yknawawe cmeha npema 3akoHCKMM nponucuma.

KoHTamuHupaHe am6anaxe

Onpatu ca gocTa Boge. MoTnyHo npa3Ha nakoBaka Mory ce ofHeTV Ha peuuknupare. Wndpe otnaga/onucu

oTtnaga npema EKO (EWC)/AVV

MOITNABJbE 14. Nogauu o TpaHcnopTy

TpaHcnopT konHoMm (ADR/RID)

14.1. UN 6po;j:

14.2. UN Ha3uB 3a TepeTy
TpaHCMopTy:

14.3. Knaca onacHoctu y
TPaHCMOPTY:

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 yHyTpawHieM pe4Hom caobpahajy (ADN)

14.1. UN 6poj:
14.2. UN Ha3uB 3a TepeTy

TpaHCMopTYy:
14.3. Knaca onacHoctu y
TPaHCNOpTy:

14.4. AMb6anaxHa rpyna:

TpaHcnopT y mopckom cao6pahajy (IMDG)

14.1. UN 6po;j:

14.2. UN Ha3uB 3a TepeTy
TpaHCMopTy:

14.3. Knaca onacHoctu y
TPaHCNOpTYy:

14.4. AMG6anaxHa rpyna:

BaspgywHu TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. UN 6po;j:
14.2. UN Ha3uB 3a TepeTy
TpaHCMopTYy:
14.3. Knaca onacHoctu y
TPaHCNOpTy:
14.4. AMb6anaxHa rpyna:

14.5. ONacHOCT MO XXUBOTHY CpeauHy

OMACHO 3A XMBOTHY CPEANHY:

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
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14.6. NMoceGHe NPeAOCTPOXKHOCTU 3a KOPUCHUKA
MHdopmaLmje H1ucy JocTynHe.

14.7. TpaHCNOPT Y pacyToM CTaky
HWje NpUMeHMBO

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

3a oBaj maTtepujan Huje cnpoBefeHa OLeHa O CUTYPHOCTU CyncTaHumje.

MOIMABJBE 16. OcTtanu nogaum

CkpaheHuLe N akpOHUMM
ADR: Accord europien 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
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IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
CkpaheHuue n akpoHnMmM Buam cnucak nog: http://abk.esdscom.eu

Oarsu nogaum
Mopauu ce Temerbe Ha AaHallkEM CTaky HalMX 3HaHa, Koje He NpeacTaBrbajy rapaHuuWjy kapaTepuctuka
npou3eBoja 1 He yTeMerbyjy HUKakaB YroBOpHY npaBHu ogHoc. [octojehu 3akoHu 1 oagpenbe mopajy og cTpaHe
npumaoua Halmnx NPoM3BoAa Aa ce MOLUTYjy Ha BMacTUTY OArOBOPHOCT.
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