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

1.1. UpeHTndmkaumja xemmukanuje
VITA AKZENT Plus POWDER FLUID

REACH 6poj: 01-2119449341-44-XXX
CAS 6poj: 111-29-5
EC 6poj: 203-854-4

1.2. W geHTUMKOBaHM HAYMHN KopULheHwa XxeMuKanuje n HaumHu kopuwhexa Koju ce He Npenopy4yjy

Ynotpe6a matepujana/cmelue
Ynotpeba kao nabopatopujckor peareHca

1.3. Nogaum o cHabaeBauy

Onwuc npepnyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuvua: Spitalgasse 3
MecrTo: 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
NHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopMauwje: Regulatory Affairs

HdopnatHa ynyTtcTBa
medical device

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

MOINABJbE 2. UpeHTudMKaLmja onacHOCTH

2.1. Knacudmkaumja xemukanuje
Ypen6om (E3) 6p. 1272/2008

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

2.2. EnemeHTU obenexaBaka

2.3. OcTtane onacHocTH
MHdopmaLmje H1ucy JocTynHe.

MOITIABJBE 3. Cactas/lopaum o cactojuMma

3.2. MNogauwm o cacTojumma cmelle

Xemujcko KapaTepusupame
CynctaHuuja, opraHcko

OnacHe maTtepuje

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

NMOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npee nomohu

Mocne yancamwa
MoTtpebaH cBex Basgyx.
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Y noaupy ca Koxom
Onpatu ca gocta Bofe. CKUHYTW CBY KOHTamuHUpaHy ofjehy 1 onpaTtu npuje noHoBHe ynoTpe6e.

HakoH KoHTaKTa ca ounma
Oamax naxrbMBO M TEMETbLHO MCnpaTh TyLWEM 3a 04U U BOAOM.

HakoH rytama
YcTta ogmax ncnpatu 1 3aTMM NONUTU NYHO BOAE.

4.2. HajBaxHujn cumntomu 1 edheKkTun, akyTHU 1 OANOXKEHU
MHdopmaLmje H1ucy JocTynHe.

4.3. XuTHa MmeguumnHcka nomoh v noceb6aH TpeTMmaH
CumnTOMaTCKN TPETMaAH.

MOINMABJBE 5. Mepe 3a rawemwe noxapa

5.1. CpeacTBa 3a rawieke noxapa

OproBapajyha cpeacTBa 3a raweme
MpunarognTy mepe raliera ca OKONIMHOM.

5.2. Moce6GHe ONAacHOCTU KOje MOry HacTaTu of CyncTaHUuu U cMeLua
Huje 3anarbmeo.

5.3. CaBert 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutu anapaT 3a 3alTUTy A1cajHUX NyTeBa Koju He 3aBUCU Of, OKOJTHOT Basgyxa.

DopatHa ynyTcTBa 3a onpemMambe TeEXHUYKNX n00TpojeH=a

KoHTamuHupaHy BoAy 3a rawene 0gBojeHO cakynutu. HemojTe 4o3BonuTu aa gocne y kaHanusauwjy unm sogy.

MOITABJbE 6. Mepe y cnyuyajy yaeca

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

OnuwTa ynyTcTBa
KopucTUTU NU4HY 3alUTUTHY onpemy.

6.2. MpegoCTPOXHOCTU KOje ce O4HOCE Ha XXUBOTHY CpeauHy
HemojTe no3sonuty fa gocne y kaHanu3auujy unm soge.

6.3. Mepe koje Tpeba npedy3eTy U MaTepujan 3a cnpeyvyaBake WUpeHa U caHauujy

OcTanu nogaum

Cakynutn maTepujanioM koju Beayje TeYHOCTHM (necak, KUCenryp, Be3avBO KUCENuHa, YHMBEP3ariHO BE3MBO).
MpuxBaheH maTepujan Tpeba TpeTupaTh NpeMa oaJIOMKY O Yknakaky oTnaga.
6.4. YnyhuBawe Ha gpyra nornaBjba
Be3benHo pykoBawe: BUaeTn nornasrne 7
JInuHa 3awTnTHa onpema: BuAeTH nornasree 8
Yknawawe: BugeTn nornasme 13

MOINABJbE 7. PykoBawe 1 cknaguwTewe

7.1. NpegocTpoXxHOCTU 3a 6€36eQHO pyKOBaH-€

YnyTtcTBa 3a CUrypHoO pykoBame
Hucy notpebHe nocebHe mepe onpesa.
YnyTrcTBa 3a 3alWITUTY oA noxapa v eKkcnnosuje
Hucy notpebHe nocebHe mepe 3awwTnTe oA noxapa.
YnyTcTBa 3a ONWTY XUrMjeHy y MHAYCTpuju
CkuHYTU KOHTaMUHUpaHy oajehy. OnpaTtu pyke npe nayse u nNpu Kpajy paga. Ha pagHom MecTy HemojTe jecTu,
nUTK, NYLWUTK, LUMpLATH.
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7.2. YcnoBwu 3a 6e36eQHO CKNaguliTewe, YKIiby4yjyhn HeKoMnaTtubunHocTum

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

YnoTpe6a kao naGopaTopujckor peareHca

MOTTIABJbE 8. KoHTpona n3noxeHocTu U nM4Ha 3awTura

8.1. MNapameTpu KOHTPONE U3NTOXXEHOCTU

8.2. KoHTpona u3noXXeHoCT! U JINYHa 3alTuTa

OnwTe Mepe 3alITUTE U XUTKjeHe

3awTuTa ounjy/nuua
HocuTu 3aWwTuTHY 3a o4n/3alwTUTy 3a nuue.

3awTuTHe pyke
Kopg pykoBana XeMujCKMM CyncTaHuujama cMejy ce HOCUTM CaMo 3alUTUTHE pyKaBuLe Koje LUTUTe O XeMukanuja
ca o3HakoMm CE ykrbyumBLUM YeTBOpOUudpeHn 6poj. 3awTuTHe pykasuue of xemukanuja Tpeba nsabpatu tTako ga
HMXOBA N3paja 3aBMCU 0 KOHLIEHTPaLMje onacHe MaTepuje U heHe KONMYMHE Kao of creunduyHmX ycrnosa
pagHor mecTa. [penopyuyyje ce ga ce ca npoussohayem pykasuLa pasjacHuM NOCTOjaHOCT XeMuKanuja rope
HaBeJeHWX 3alTUTHUX pyKaBuLa 3a cneuujanty NpuMeHy.

3awTuTa Tena
MpumeHa 3awTtutHe oaehe.

MOITNABJbBE 9. ®u3nyka u xemujcka cBojcTBa

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

ArperaTHO CTame€: Te4Ho

Boja: 6e3060jHO

Tadyka Tonsrbewa / Tavka 3amp3aBatba: Huje oapeheHo

Tauka krbyyara Unu nodeTHa Tadka 239 °C

Krby4arsa 1 OMcer Kibydara:

3anarbmBocCT: HUje NpUMeHMBO
HUje NpUMeHMBO

[ona rpaHuLa eKcnno3nBHOCTY: Huje oapeheHo

opH-a rpaHmua ekcnio3vBHOCTU: Huje ogpeheHo

Tauka narbema: 135°C

TemnepaTypa pasnarama: Huje oapeheHo

pH: Huje ogpeheHo

PacTtBopsbusocT

Huje ogpeheHo

KoeduumjeHT pasaBajara Huje ogpefheHo

n-okTaHon/soaa:

MpuTtucak nape: <=1100 hPa

(npn 50 °C)
lyctuHa: 0,99000 g/cm?
PenaTnBHa ryctvHa napa: Huje ogpeheHo

9.2. Octanu nogauu

UHdopmaumje y Be3n ca knacama pmM3NYKUX ONacCHOCTH
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EkcnnosavBHa cBojcTBa
Mpoussopg Huje: Eknno3usHO.
Tayka camonarbexa
YspcrTo: HYje NPUMEHVBO
lac: HUje NpUMeHMBO
Okcmayjyha cBojctBa
He nogcTnye Batpy.

Opyre 6e36eaHOCHe KapaKTepucTuKe
WcnapremBocT: Huje ogpeheHo
Cappkaj uBpcTor Tena: 0,0 %

MOrNABJbE 10. CTabMNHOCT U peakKTUBHOCT

10.1. PeakTuBHOCT
Koa pykoBawa u cknaguiiTera npeMa HaMmeHu Hema OnacHuX peakuuja.

10.2. XeMmujcka cTabunHocTt

Mpoussog je ctabunaH y cryyajy cknaguiTerwa nog HopMarnHoj TemnepaTypu OKOMMHe.

10.3. MoryhHOCT HacTaHka onacHux peakuuja

Hwucy nosHaTe onacHe peakuuije.

10.4. YcnoBu Koje Tpe6a nsberaBatu
Hema

10.5. HekomnaTn6unHn matepujanu
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npousBoau pasrpagHe
Hucy nosHaTu onacHu nponssoam pasnaramba.

MOIrNABJbBE 11. TOKCMKONOLLKM noAaum

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

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

OcTanu nogaum o npoBepama
MewwaBunHa Huje knacudurkoBaHa kao onacHa y cmucny nponuca (E3) 6p. 1272/2008 [CLP].

MOINABJbE 12. EKOTOKCMKOJMOLUKM noaauu

12.1. Tokcu4yHoCT
[Mpoussopg Huje: EKOTOKCUYHO.

12.2. [1ep3UCTEHTHOCT U pa3rpagibLUBOCT
[MponsBopg Huje ncnuTaH.

12.3. NMoTeHuujan 6uoakymynauuje

[MponsBopg Huje ncnuTaH.

12.4. MOGUNHOCT Yy 3eMJbLULLTY
[MponsBopg Huje ncnuTaH.

12.5. PesynTtatu 16T n BlBBG npoueHe

Martepuije y cmelumn He ncnywaaajy kputepujyme PBT/vPvB npema REACH-y, nogatak XIIl.
Mpoussopg Huje ncnutax.

12.6. OcobuHe eHAOKPUHUX Nopemehaja
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OBaj npou3Boa He cagpXku CyncTaHLy Koja Mma CBOjCcTBa OMeTara eHAOKPUHOT CMCTeMa Kog opraHusama Koju
HUCY LUWIBbHU jep HujedHa KOMMNOHEHTa He UcnyhaBa Kputepujyme.

12.7. OcTana wreTHa aejcTea
MHdopmaumje HUCY OOCTYMNHe.

DopaTtHu nogaum

MN3GjeraBaTy UCNyLUTaHE Y XXUBOTHY CpeauHYy.

MNOIMABJbE 13. Oanarawe

13.1. MeToge TpeTMaHa oTnaga

YnyTtcTBa ya yknawamwe cmeha

HemojTe gossonutn aa gocne y kaHanusauujy unu soge. Yknawawe cmeha npema 3akoHCKUM nponncuma.

KoHTamuHupaHe ambanaxe

OnpaTtu ca gocra Boge. MoTnyHo Npa3Ha nakoBaka Mory Ce OOHETU Ha PELMKIMpaHsE.

MOrNABJbE 14. NMopgauu o TpaHcnopTy

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

TPaHCNOPTYy:
14.3. Knaca onacHoctu y

TpaHcnopTy:
14.4. AMb6anaxHa 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 yHyTpawHeM pedyHomMm caobpahajy (ADN)

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

TpaHCNopTy:
14.3. Knaca onacHoctu y

TpaHCNopTy:
14.4. AM6anaxHa rpyna:

TpaHcnopT y mopckom cao6pahajy (IMDG)

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

TpaHCNopTy:
14.3. Knaca onacHoctu y

TPaHCMopTy:
14.4. AM6anaxHa rpyna:

BaspywHu TpaHcnopt (ICAO-TI/IATA-DGR)

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

TpaHcnopTy:
14.3. Knaca onacHoctu y

TpaHcnopTy:
14.4. AmM6anaxHa rpyna:

14.5. OnacHOCT NO XXUBOTHY cCpeauHY
OlMNACHO 3A XXMBOTHY CPEOWNHY:

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. NMoce6He NPeAOCTPOXKHOCTU 32 KOPUCHUKA

WHdopmauuje Hucy goctynHe.

14.7. Nomopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA

HMje NpUMeHMBO
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MOrNABJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3u ca 6e36egHowhy, 3qpaB/LEM U XKUBOTHOM CpeguHOM

EY-nponucu

Mopaumn npema cmepHuum 2012/18/EY Not subject to 2012/18/EU (SEVESO lII)
(SEVESO lIl):

HaunoHanHu nponucu
Knaca onacHocTu 3a Bogy (D): 1 - cpeatba onacHoOCT Mo BoAy

15.2. NpoueHa 6e36egHOCTU XeMUuKanuje

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

MOrNABJBE 16. OcTtanu nogauu

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

PeBusuja 6poj: 4 - 3amemnyje Bep3njy: 3 sr Oatym wramnawa: 16.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
Be3begHoOCHM nuct
npema Ypeabu (E3) 6p. 1907/2006

VITA AKZENT Plus POWDER FLUID
[aTtym obpage: 15.08.2023 LLncppa npounssoga: 278 CtpaHa 7 on 7

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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