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

1.1. UpeHTndmkaumja xemmukanuje
VITA CAD-Temp Blocs, Discs

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

Ynotpe6a matepujana/cmelue
Auxilary for manufacture of dental products Mpoun3soau og nnactuke
1.3. Nogaum o cHabaeBauy

Onuc npegyseha: 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 Pak; +49(0)7761-562-299
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

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

2.3. OcTtane onacHocTu
WHdopmauuje Hucy goctynHe.

MOINABJbBE 3. CactaB/llogaum o cactojunma

3.2. Nogaum o cacTojumma cmelue

Xemujcko kapaTepusnpame
Mponseogu og nnacTmke

OnacHe maTtepuje

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

NMOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npee nomohu

Mocne yancamwa
MoTpebaH ceex Basayx.
Y noaupy ca Koxxom
OnpaTtu ca gocta Boge. CKMHYTW CBY KOHTaMyHUpaHy ofjehy 1 onpaTtu npuje NoHoBHe ynotpebe.

HakoH KOoHTakTa ca ouuma
Oamax naxrbMBO M TEMETbHO MCnpaTh TyLEeM 3a 04U U BOAOM.
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HakoH rytama
YcTta ogmax ncnpatu 1 3aTuMm NonuTu NyHO BOAE.

4.2. HajpaxXHWju cMMNTOMMU U eheKTU, aKyTHU U OANOXKEHU
WHdopmaLmje H1ucy JocTynHe.

4.3. XuTHa MeguuuHCcKa noMmoh u noce6aH TpeTMmaH
CvmMmnTOMaTCKM TPETMaH.

MOTTIABJbE 5. Mepe 3a rawewe noxapa

5.1. CpeacTBa 3a raweke noxapa

OproBapajyha cpeacTBa 3a raweme
MpunaroanTn mepe rawera ca OKONIMHOM.

5.2. Moce6GHe onacHOCTM Koje MOry HacTaTu oA CYyncTaHUM U cMelua
Huje 3anamuBo.

5.3. CaBert 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutn anapat 3a 3alTUTy ANCajHMX NyTeBa Koju He 3aBUCKU O OKOJHOT Ba3gyxa.

MOITNABIJBE 6. Mepe y cnyuyajy yaeca

6.1. JlInyHe NpeOCTPOXKHOCTH, 3alITUTHA ONPEMa M NOCTYNUM y cny4ajy yaeca
OnuwTa ynyrtcTBa
CnpeunTtu passoj npawmvHe. HemojTe yamcati npawmHy.

6.2. MpegoCTPOXHOCTU KOje ce OHOCE Ha XXUBOTHY CpeauHY

Hwucy n0Tpe6He nocebHe Mepe 3alTUTe YOBEKOBE OKOSIMHE. TeMerbHO onpaTu 3anpibaHe npeameTe 1 NoBpLUMHE

y3umMajyhm y 063up nponuce o YOBEKOBOj OKOSTUHN.

6.3. Mepe koje Tpeba npeAy3eTy U MaTepujan 3a cnpevyaBake WMpeHa U caHauujy

OcTanu nopgaum
Mokynutn mexaHnyku. MpuxeBaheH matepujan Tpeba TpeTupaTti NnpemMa o4J/IOMKY O YKInawaky 0Tnaja.

6.4. YnyhuBawe Ha gpyra nornabjba
Be3benHo pykoBawe: BUAeTU nornaerne 7
JInuHa 3awTnTHa onpema: BuAeTH nornaeree 8
Yknawawe: BugeTn nornasme 13

MOrNABJbE 7. PykoBawe 1 cKknaguwTeswe

7.1. NMpenocTpoxHOCTU 3a 6e36eQHO pyKOBaH-€

YnyTcTBa 3a CUrypHO pyKoBake
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3aliTUTY oA Noxapa u eKkcnnosuje
Hucy notpebHe nocebHe Mepe 3awiTuTe oA noxapa.

YnyTcTBa 3a OnwTy XUrujeHy y MUHAYCTpuju
CkuHyTU KOHTamMuHUpaHy oajehy. OnpaTu pyke npe nayse v npuv Kpajy paga. Ha pagHom mecTy HeMojTe jecTu,
MUTK, NYLUATK, LUMPLATK.

7.2. YcnoBu 3a 6e36eQHO cKNnaguliTewe, YKIby4yyjyhn HeKoMnaTtubunHocTum

3axTeBu y norneady npoctopa 3a cknaguiuTele u nocyaa
[pxaTtn KoHTejHep [OOPO 3aTBOPEH.

YnyTcTBa 3a 3ajeQHNYKO CKNaauiuTeHe
Hucy notpebHe nocebHe mMepe onpesa.

7.3. MoceObHM Ha4YMHN KopUuwhexa
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Auxilary for manufacture of dental products Npoussoau oa nnactuke

MOTTIABJBE 8. KoHTpona n3noxeHocTy 1 nNM4Ha 3awTura

8.1. MapameTpun KOHTPONE U3NMOXEHOCTU

8.2. KoHTpona u3noXeHoCT! U NINYHa 3alTUTa

OnwTe Mepe 3alITUTE U XUTKjeHe

3awTuTa ounjy/nuua
Hocutun 3aluTuTHY 3a oun/3alwlTuTy 3a nuue.

3awTuTHe pyke
Koa pykoBara XeMUjCKMM CyncTaHLmjama CMejy Ce HOCUTM CaMo 3alUTUTHE pyKaBULIE KOje LUTUTE Of XeMukanuja
ca o3HakoM CE ykrbyumBLuM YeTBOpOUMdpeHn 6poj. 3aluTuTtHe pykaBuLe of Xxemukanuvja Tpeba nsabpatu Tako aa
HMXOBa M3paja 3aBUCK O KOHLEHTpauuje onacHe MaTepuje U KeHe KONMMYMHE Kao o cneunduyHMX ycrnosa
pagHor mecta. Npenopy4yje ce aa ce ca npoussofjadyem pykaBuLia pasjacHu NocTojaHOCT XeMukanuja rope
HaBe[eHMX 3alTUTHUX pyKaBuLia 3a cnewunjanHy NpumMeHy.

3awTuTa Tena
MpumeHa sawTnTHE oaehe.
3awTuTa gucajHmx nyteBa

Y cnyuajy HeailekBaTHe BeHTWMaLmMje HOCUTY ONMpeMy 3a 3aLUTUTY pecnupaTopHUX opraHa. Hemojte yaucatu
npaLlunHy.

MOIMABJbE 9. ®u3nyka n xemujcka cBojcTBa

9.1. Mopauym 0 0OCHOBHUM PU3NYKMM U XEMU[CKUM CBOjCTBMMA XeMuKanuje

ArperaTHO cTame: yBpCT

boja:

Mwpuc: 6e3 mupuca

Tauyka Tonrbena / Tayka 3amp3aBatsa: Huje ogpeheHo

Tauyka Krbyyara Unm noYeTHa Tadka X

Krby4arsa 1 OMcer Kibydara:

3anarbmBocT: Huje ogpeheHo
HUje NpUMeHnBO

[ora rpaHvLa ekcrnrno3vBHOCTY: Huje ogpeheHo

[opHba rpaHmLa ekcnino3vBHOCTY: Huje ogpeheHo

Tauka narbema: ?

TemnepaTypa pasnarama: Huje ogpeheHo

pH: Huje oapeheHo

PactBopremBocCT y BOAM: He

PacTtBoprbmBocT

Huje ogpeheHo

KoeduumjeHT pasgsajarsa Huje ogpeheHo

n-oKkTaHon/soaa:

MpuTtucak nape: <=1100 hPa

(npun 50 °C)
lyctuHa: 1,28000 g/cm?
PenatuBHa ryctuHa napa: Huje ogpeheHo

9.2. Octanu nogauu
UHdopmaumje y Be3u ca knacama pmM3nYKMX onacHoOCTH
EkcnnoaneHa cBojcTBa
Mpoussopn Huje: EknnosusHO.
Tauka camonarsewa
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UgpcrTo: Huje ogpeheHo
lac: HVje NpUMEeHVBO

Okcmayjyha cBojcTBa
He noactuye BaTtpy.
[Opyre 6e36eaHOCHe KapaKTepucTuKe
WcnapsreuBocT: Huje ogpeheHo
Cappkaj uBpcTor Tena: 100,0 %

MOINABJbE 10. CTabMNHOCT U peakKTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBama 1 cknaguliTera npeMa HaMeHn Hema onacHuX peakuuja.

10.2. XeMujcka cTabunHocTt

Mpoussog je ctabunaH y cryyajy cknaguwiTerwa nog HopMarHoj TemnepaTypy OKOMMHe.

10.3. MoryhHOCT HacTaHka onacHuX peakuuja

Hwucy nosHaTte onacHe peakuuije.

10.4. YcnoBu Koje Tpeb6a nsberaBatu
Hema

10.5. HekomnaTn6unHn matepujanu
MHdopmaLmje H1cy JocTynHe.

10.6. OnacHu npousBoau pasrpagHe
Hucy nosHaTu onacHu nponssoam pasnaramba.

MOINABJBE 11. TOKCMKONOLLKM noAaum

11.1. Uudbopmauumje o knacama onacHocTU Kako cy aeduHucaHe Ypegoom (E3) 6p. 1272/2008

AKyTHa TOKCMYHOCT

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHoCTU He oarosapajy AeduHULnju.
ATEmix nspauyHar

ATE (opanHo) > 2000 mg/kg; ATE (aepmatonowku) > 2000 mg/kg; ATE (nHxanaumjckv napy) > 20 mg/l; ATE

(vHxanauujckv npawwuHa/marna) > 5 mg/l
MpnTaTMBHOCT M KOPO3UBHOCT

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
CeH3ubunusauyuja

Kputepujymun 3a knacudurkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
KapuunHoreHocT, MyTareHoCT 1 TOKCU4HOCT MO penpoaykKLuujy

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeuHULnjM.
CneundmyHa TOKCUYHOCT LMILHOT OpraHa Kop jeAHOKpaTHOr usnarawa

Kputepujymmn 3a knacudumkaumjy 3a OBy Krnacy onacHOCT/ He oAroBapajy AeuHULMjM.
CneunduryHa TOKCUYHOCT LIMSBHOT OpraHa Koj, NOHOBILEHOT U3narawa

KpuTtepujymmn 3a knacudumkaumjy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumnjn.
OnacHocT oa acnupaumje

Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
OcTanu nogaum o npoBepama

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

MOINABJbE 12. EKOTOKCMKOJMOLUKM noaauu

12.1. TOKCUYHOCT
[Mpoussopg Huje: EKOTOKCUYHO.
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12.2. MNep3nCTEHTHOCT U pas3rpag/bLUBOCT

Mpoussog Huje ncnutax.

12.3. NMoTeHuujan 6uoakymynauuje
[MponsBopg Huje ncnuTaH.

12.4. MOOGUMIHOCT Y 3eMJLULLTY
[MponsBopg Huje ncnuTaH.

12.5. PesynTtatu 16T n BlBB npoueHe

MaTtepuje y cmelumn He ucnyhasajy kputepujyme PBT/VPvB npema REACH-y, gogatak XIII.

Mpoussopg Huje ncnutax.
12.6. OcobMHe eHaoKpMHUX nopemehaja

OBaj Npon3Boa He cafpXu CyMncTaHuUy koja MMa CBOjcTBa OMeTaHa eHOOKPUHOT CUCTEMa Kof opraHmM3ama Koju
HUCY LUWUIbHM jep HWjefHa KOMMOHEHTa He UCTyH-aBa KpuUTepujyme.

12.7. OcTana wiTeTHa gejcTea
MHdopmaLmje H1cy JocTynHe.

DopatHm nogaumn

W3GjeraBaTu ucnyLuTame y KUBOTHY CPEAVHY.

NMOIMMMABJbE 13. Ognarame

13.1. MeToge TpeTmMaHa oTnaga

YnyTcTBa ya yknawamwe cmeha

Yknatate cmeha npema 3akoHckum nponucuma. Lndgpe otnaga/onvcu otnaga npema EKO (EWC)/AVV

KoHTamuHupaHe ambanaxe

OnpaTM Ca OocCTa Boje. rlOTI'IyHO npasHa nakoBaka MOry ce ogHeTu Ha peuuknupaxe. Wndpe oTnaga/onucu

oTnaga npema EKO (EWC)/AVV

MOrNABJbE 14. NMopgauu o TpaHCNOPTYy

TpaHcnopt konHom (ADR/RID)
14.1. YH 6poj unu U 6poj:
14.2. YH Ha3uB 3a TepeT y

TPaHCNOPTY:
14.3. Knaca onacHoctu y

TPaHCNOPTY:
14.4. AmMbanaxHa 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 yHyTpalkeM peyHom caobpahajy (ADN)

14.1. YH 6poj wnu U 6poj:
14.2. YH Ha3uB 3a TepeT y

TPaHCNOPTYy:
14.3. Knaca onacHoctu y

TpaHCNopTy:
14.4. AMGanaxHa rpyna:

TpaHcnopT y mopckom cao6pahajy (IMDG)
14.1. YH 6poj unu UL 6poj:
14.2. YH Ha3uB 3a TepeT y
TpaHCNopTy:
14.3. Knaca onacHocTtu y
TpaHCNopTy:
14.4. AMGanaxHa rpyna:

BasaywHu TpaHcnopT (ICAO-TI/IATA-DGR)

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.
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14.1. YH 6poj unu UL 6poj: No dangerous good in sense of this transport regulation.
14.2. YH Ha3uB 3a TepeT y 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. AMbGanaxHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHOCT NO XWBOTHY CpeaUHY

OMNACHO 3A XXNBOTHY CPEOUNHY: He
14.6. NMoce6He NpeAOCTPOXKHOCTU 32 KOPUCHUKA
MHdopmaLmje H1cy JocTynHe.
14.7. Nomopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA
HWje NPUMEHNBO

MOITIABJbE 15. PerynatopHu nogauu

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

EY-nponucu

Mogaumn npema cmepHuum 2012/18/EY Not subject to 2012/18/EU (SEVESO IlII)
(SEVESO lll):

HauunoHanHu nponucu

Knaca onacHocTu 3a Boay (D): - - He yrpoxasa Boay

15.2. NpoueHa 6e36egHOCTU XeMUKanumje
OueHe curypHocTu MmaTepujana 3a CTyrncTaHumje y OBOj MELLUABUHU HUCY CMPOBEAEHE.

MOIrNABJbE 16. Octanu nogauu

NMpomeHe
OBaj nNuCT nogaTaka cagpXv NpoMeHe NpeTxodHe Bep3suje y ogrnomumma: 1.
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CkpaheHuue 1 akpoHUMU
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 europnen 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
CkpaheHuue n akpoHnMu BuAK cnucak nog;: http://abk.esdscom.eu
Oarsu nogaum
Mopaum ce Temerbe Ha faHallbeM CTakby HalLUX 3Haha, Koje He NpeAcTaBrbajy rapaHuujy kapaTepuctuka
npou3BoAa U He YTEMErbYjy HUKakaB yroBOPHMU npaBHu ogHoc. MNMoctojehn 3akoHn 1 ogpenbe mMopajy of cTpaHe
npumaola HallmMx Npon3Boaa Aa Ce MOLUTYjy Ha BNacTUTy O4roBOPHOCT.

(Modauyu onacHux cadpxaHux Mamepuja nomudy u3 omuy4HUX nocredre saxehux cueypHOCHUX fucmosa
npeducriopyquoua.)
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