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

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

1.1. UpeHTndmkaumja xemmukanuje
VITA ENAMIC IS

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

Ynotpe6a matepujana/cmelue
KameH, runc, uemeHT, nponssoam of ctakna u kepamuke Auxilary for manufacture of dental products
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
EnexTpoHcky agpecy: info@vita-zahnfabrik.com
KoHTakT ocoba: regulatory affairs
EnexTpoHcky agpecy: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
O6nacT 3a nHdopmaumje: Regulatory Affairs
1.4 Bpoj TenedoHa 3a XUTHe +49-(0)761-19240
cny4ajeBe:

[opaTtHa ynyTcTBa
medical device

MOITNABIJbE 2. UpeHTUduMKaLmja onacHOCTU

2.1. Knacudmkauumja xemumkanumje

Ypen6owm (E3) 6p. 1272/2008
MewaBunHa Huje knacudurkoBaHa kao onacHa y cmucny Ypen6om (E3) 6p. 1272/2008 [CLP].

2.2. EnemeHTM obenexaBaka

2.3. OcTtane onacHocTu
WHdopmauuje Hucy goctynHe.

MOINABJbE 3. CacrtaB/llogaum o cactojunma

3.2. Mopauu o cacrTojumnma cmelle

Xemujcko KapaTtepusupare
KameH, runc, uemMeHT, npon3Boam of CTakna u Kepamuke

OnacHe maTtepuje

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

MOTTIABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

Mocne yancamwa
MoTtpebaH cBex Basayx.

Y noaupy ca Koxom
Onpatu ca gocta Bofe. CKUHYTW CBY KOHTamuHUpaHy ofjehy 1 onpaTtu npuje noHoBHe ynoTpe6e.
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HakoH koHTakTa ca ouuma
Oamax naxrbMBO U TEMESHbHO ncnpaTtu Tywem 3a o4m uim BoaoM.

HakoH rytamwa
YcTta ogmax ncnpatu 1 3aTMMm NonuTU NyHO BOAE.

4.2. HajgaxXHMju cMuMnNTOMU 1 eheKTU, aKYyTHU U OANOXKEHU
MHdopmaLmje H1ucy JocTynHe.

4.3. XuTHa MmeguumnHcka nomoh u noce6aH TpeTMaH
CvmMnTOoMaTCKun TpeTmaH.

MOINMABJBE 5. Mepe 3a raweme noxapa

5.1. CpeacTBa 3a rawese noxapa

OproBapajyha cpeacTtBa 3a rawemwe
MpunaroanT Mepe rallexa ca OKONMHOM.

5.2. Moce6GHe oNacHOCTMU Koje MOry HacTaTu of CyncTaHuu U cMmelua
Huje 3anar-uBo.

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

LopaTtHa ynyTcTBa 3a onpemalse TeXHUUYKUX MOCTPojersa
KoHTaMuHVpaHy BoZy 3a raliexe ofBojeHO cakynuTu. HemojTe 403BONWUTY Aa JOCNE y KaHanv3auujy unv Boay.

MO NABJbE 6. Mepe y cnyyajy yaeca

6.1. JlnyuHe NpeAOCTPOXKHOCTY, 3aLITUTHA ONpemMa U NOCTYNUU y cnyyajy yaeca
OnwTa ynyTtcTBa
CnpeunTu passoj npawvHe. HemojTe yamcati npawmHy.

6.2. MpenoCcTPOXHOCTU KOje ce 0fHOCE 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
Mokynutn mexaHunyku. MpuxeaheH matepujan Tpeba TpeTupaTi NnpemMa o4J/IOMKY O YKnawaky oTnaja.

6.4. YnyhuBawe Ha gpyra nornaBsba
Bes3benHo pykoBawe: BUAETU nornaerne 7
JInyHa 3awTnTHa onpema: BuAeTH nornaeree 8
Yknawawe: BuaeTn nornasme 13

MNMOrJIABJbE 7. PykoBawe u cknaguwitewe

7.1. NpenocTpoxHOCTU 3a 6e30eAHO pyKOBaH-€

YnyTcTBa 3a CUrypHO pyKoBame
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3alWITUTY Of NoXapa u eKcnrno3suje
Hucy notpebHe nocebHe Mepe 3awwTuTe oA noxapa.

YnyTcTBa 3a ONWTY XUrujeHy y UHAYCTPUjn
CkuHYTN KOHTaMUHUpaHy ogjehy. OnpaTtu pyke npe nayse u nNpu kpajy paga. Ha pagHoMm MecTy HemojTe jecTu,
MUTK, NYLUIATK, LUMPLATK.

7.2. YcnoBu 3a 6e36eQHO CKnaguwiTewe, YKIbydyyjyhn HeKomnaTtubunHocTu

3axTeBM y norneay npoctopa 3a cknaguiuTele M nocyaa
OpxaTn KoHTejHep [oOpO 3aTBOPEH.
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YnyTcTBa 3a 3ajeAHUYKO CKNnaauwiTewe
Hucy notpebHe nocebHe mepe onpesa.

7.3. Moce6bHu HauYnHU Kopuwheka

KameH, runc, LueMeHT, NpousBoam of cTakna u kepamuke Auxilary for manufacture of dental products

MOITIABJBE 8. KoHTpona n3noxeHocTy U nNM4Ha 3awTura

8.1. MapameTpun KOHTPONE U3NOXEHOCTU

8.2. KoHTpona u3noXxeHoCT! U NINYHa 3alTUTa

OnuwTe Mepe 3alITUTE U XUTUjeHe

3awTuTa ounjy/nuua
HocuTwn 3awTUTHY 3a o4n/3awwTuTy 3a nuue.

3awTuTHe pyke
Kon pykoBara XeMujCKMM CyncTaHLmjama CMejy ce HOCUTM camo 3alUTUTHE pyKaBULIE KOje LUTUTE Of XeMukanuja
ca o3HakoM CE ykrbyumBLuM YeTBOpOUMdpeHn 6poj. 3aluTuTHe pykaBuLe of xemukanuvja Tpeba nsabpartu Tako aa
HMXOBa M3paja 3aBUCK O KOHLEHTpauuje onacHe MaTepuje U KeHe KONMMYMHE Kao o cneunduyHMX ycrnosa
pagHor mecta. lNpenopy4yje ce aa ce ca npou3sofjadyem pykaBuLia pasjacHu NocTojaHOCT XeMukanuja rope
HaBe[eHMX 3alTUTHUX pyKaBuLia 3a cnewunjanHy NpuMeHy.

3awTuTa Tena
MpumeHa 3awTtutHe oaehe.
3awTuTa AMcajHux nyTeBa

Y cnyyajy HeagekBaTHe BEHTUIIaLMje HOCUTY ONpPeMy 3a 3alUTUTY pecnupaTopHMX opraHa. Hemojte yamcaTu
npatumHy. MoBGpPUHYTK ce 3a afeKkBaTHO NPOBETPaBake U NMYHKTYarHO ycucaBake Ha KpUTUYHUM Tadkama.

MOITABJBE 9. ®u3nyka un xemujcka cBojcTBa

9.1. Nogauu o ocCHOBHUM (PU3UYKMM U XEMU[CKMM CBOjCTBUMA XeMuKanuje

ArperaTHO cTame: yBpCT
boja:
Mwupuc: 6e3 mupuca
MpomeHe cTtamwa
Tayka Tonrena / Tayka 3amp3aBarsa: Huje ogpeheHo
Tauka Krbyyara Unm noYeTHa Tadka ?
Krby4arsa 1 OMcer Kibydara:
Tauka narbema: ?
3anamuBoCT
LiBpcT/TeuHo: Huje oapeheHo
lac: HVje NpMMEeHUBO

Exkcnno3uBHa cBojcTBa
Mpounssopg Huje: EKnnosnsHo.

[ora rpaHuua ekcnno3nBHOCTMK: Huje ogpeheHo
"opHsa rpaHnLa ekcrnno3MBHOCTH: Huje ogpeheHo
Tauyka camonarbewa
Yspcro: Huje ogpeheHo
[ac: HUje NpUMeHMBO
TemnepaTypa pasnarama: Huje ogpeheHo
pH: Huje ogpefheHo
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PacTtBopremBocT y Boau: He

PacTtBoprsuBOCT

Huje ogpeheHo

KoeduumjeHT pasaBajara Huje ogpeheHo

n-okTaHon/Boaa:

MpuTtucak nape: <=1100 hPa

(npun 50 °C)
lNyctnHa: 2,00000 g/cm?
PenaTvBHa ryctuHa napa: Huje ogpeheHo

9.2. OcTtanu nogaum
UHdopmaumje y Be3n ca knacama pmM3NYKUX ONaCHOCTH

Okcuayjyha cBojctBa
He nogctnye Batpy.

Opyre 6e36eaHOCHe KapaKTepucTuke

Capgpxaj uBpcTor Tena: 0,0 %
WcnaprenBocT: Huje ogpefheHo
[JopaTtHa ynyTcTBa

MOrNABJbE 10. CTabMNHOCT U peakKTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBama u ckrnagulliTera NpeMa HaMeHU HeMa onacHUX peakuuja.

10.2. XeMmjcka cTabunHocTt

MpousBop je cTabunaH y cnyyajy cknagullTera nos HopMarHoj TEeMNnepaTypu OKOSMHE.

10.3. MoryhHOCT HacTaHka onacHuUX peakuuja

Hwucy nosHaTte onacHe peakuuije.

10.4. YcnoBu Koje Tpeb6a nsberaBatu
Hema

10.5. HekomnaTn6unHn matepujanu
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npou3Boau pasrpagHe
Hucy nosHaTu onacHu nponssoam pasnaramba.

MOITIABJBE 11. Tokcukonowku nogaum

11.1. UHdopmaumje o knacama onacHocTn Kako cy necdmHucade Ypenoom (E3) 6p. 1272/2008

AKyTHa TOKCUYHOCT

Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
UpuTaTMBHOCT U KOPO3UBHOCT

Kputepujymmn 3a knacudmkaumjy 3a OBy Krnacy onacHOCTM He OAroBapajy AeUHULMjU.
CeH3nbunusauumja

Kputepujymmn 3a knacudmkaumjy 3a oBy Krnacy OnacHOCTM He OAroBapajy AeuHULMju.
KapumnHoreHocT, MyTareHOCT ¥ TOKCUYHOCT MO penpoayKuujy

Kputepujymun 3a knacudmkaumjy 3a oBy Krnacy OnacHOCTM He 0AroBapajy AeuHULMjU.
CneumdmryHa TOKCMHYHOCT LIMILHOT OpraHa Kog jeAHOKpaTHOr usnaramwa

KpuTtepujymn 3a knacudumkaumjy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumnjn.

PeBusuja 6poj: 2 - 3amemyje Bep3njy: 1 SR Oartym wramnawa: 30.03.2023



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

VITA ENAMIC IS
HaTtym obpaage: 30.03.2023 LLndpa npounssoga: 3043 CtpaHa 5 on 7

CneundmryHa TOKCUYHOCT LIMFBHOT OpraHa Koj, NOHOBILEHOT U3narakba

Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnjM.
OnacHocT og acnupauuje

Kputepujymm 3a knacudumkaumjy 3a oBy Krnacy onacHOCTM He oarosapajy AeUHULnju.
OcTanu nogaum o npoBepama

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

MOINABJbE 12. EKOTOKCMKOJOLUKM noaauu

12.1. ToKCUYHOCT
Mpoussopg Huje: EKOTOKCUYHO.

12.2. [lep3UCTEHTHOCT U pa3rpagiLUBOCT
[Mpoussopg Huje ucnutax.

12.3. NMoTeHuujan 6uoakymynauuje
[MponsBopg Huje ncnuTaH.

12.4. MOGUIIHOCT Y 3EMILULLTY
[MponsBopg Huje ncnuTaH.

12.5. PesynTtatu 16T n BlBB npoueHe

Martepuje y cmeLumn He ncnywanajy kputepujyme PBT/vPvB npema REACH-y, nogatak XIIl.
Mpownssoa Huje ncnutaH.
12.6. OcobuHe eHAOKpUHUX nopemehaja
OBaj Npou3Boa He cagpXku CyncTaHLy Koja MMa CBOjCTBa OMeTaka eHOOKPUHOT CMCTeMa Kof opraHusama Koju
HUCY LUIbHY jep HUjeaHa KOMMOHEHTa He UCMyHaBa KpuTepujyme.
12.7. OcTana wreTHa gejcTBa
WHdopmaLmje H1ucy JocTynHe.

DopatHm nogaumn
M3bjeraBaTtu ncnywitame y XXMBOTHY CpPeauHY.

MOINABJbE 13. Ognarawe

13.1. MeToge TpeTmMaHa oTnaga

YnytcTBa ya yknatbawe cmeha
HemojTe no3BonuT aa focne y kaHanusauujy unu Boge. Yknaware cMeha npema 3akoHCKUM nponucrma.

KoHTamuHupaHe amb6anaxe
OI'IpaTVI Ca OocCTa Bofe. |_|0TI'IyHO npas3Ha nakoBawa Mory ce ogHeTu Ha peuunkKnmpame.

MOITNABIJbE 14. NMogauu o TpaHCNOPTY

TpaHcnopt konHom (ADR/RID)

14.1. YH 6poj nnu NN 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 onacHoctu y No dangerous good in sense of this transport regulation.
TPaHCNopTy:
14.4. AmM6anaxHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT y yHyTpawHeM peyHom caobpahajy (ADN)
14.1. YH 6poj unu UM 6po;j: 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 onacHoctn y No dangerous good in sense of this transport regulation.
TpaHcnopTy:
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14.4. AMGanaxHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT y mopckom cao6pahajy (IMDG)
14.1. YH 6poj unu U 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. AMGanaxHa rpyna: No dangerous good in sense of this transport regulation.
BasaywHu 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. AM6GanaxHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHOCT NO XWBOTHY CpeauHY

OMNACHO 3A XXNBOTHY CPEOUHY: He
14.6. MocebHe NpeAOCTPOXKHOCTU 32 KOPUCHUKA
MHdopmaLmje H1cy JocTynHe.
14.7. Nomopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA
HWje NpUMerMBO

MOITMABIJbE 15. PerynatopHu nogauu

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

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

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

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

MOIrNABJbE 16. Octanu nogauu

MpomeHe
OBaj nuCT nogaTaka cagpXv NpomMeHe npeTxodHe Bepsunje y ognomumma: 1.
CkpaheHuue 1 aKpOHUMU
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
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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
intirieures)

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 akpoHnMu Buau cnucak nog;: http://abk.esdscom.eu

Oarsu nogaum
Mogauu ce TeMerbe Ha AaHalEM CTaky HALLKMX 3HaHAa, Koje He NPeACcTaBrbajy rapaHumjy kapatepmctmka
Nnpou3BoAa U He yTeMerbYjy HMKakaB YroBOPHU NpaBHM ogHoc. [ocTojehun 3akoHn 1 oapeabe Mopajy of cTpaHe
npvMaoua Halux Npou3BoAa Aa ce MowTyjy Ha BNacTUTy OArOBOPHOCT.

(Modayu onacHux cadpxxaHux Mamepuja nomuyy uz G0MUYHUX NOCHeOH-e 8axehux cueypHOCHUX slucmosa
npeducriopy4yuoua.)
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