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

1.1. UpeHTndmkaumja xemmukanuje
VITA SUPRINITY PC

CAS 6poj: 65997-17-3

1.2. UpeHTUdMKOBaAHU HaYUHU KopUwhewa XeMUKanuje n HaumMHu Kopuwhewa Koju ce He Npenopyuyjy

Ynortpe6a matepujana/cmelue
KameH, runc, uemeHT, nponssoan of ctakna u kepamuke Auxilary for manufacture of dental products
1.3. Nogaum o cHabaeBa4y

Onuc npegyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuvua: Spitalgasse 3
MecTo: D-79713 Bad Sackingen
MowTaHckm dax: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dak: +49(0)7761-562-299
N-mejn: info@vita-zahnfabrik.com
KoHTakT ocoba: regulatory affairs
N-mejn: info@vita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopmMauwje: Regulatory Affairs

HdopaTtHa ynyTtcTBa
medical device

MOITNABIJbE 2. UpeHTuduMkaumja onacHocTU

2.1. Knacudimkauuja xemukanuje

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

2.3. Ocrane onacHocTH
MHdopmaLmje H1ucy JocTynHe.

MOITNABIJbE 3. Cacrtas/logaum o cacTojunma

3.1. Nogauum o cacTojumma cynctaHue

Xemujcko KapaTepusupame
KameH, runc, LeMeHT, Npon3Boan Of CTakna n Kepamuke

OnacHe maTtepuje

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

MOrTIABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

lNMocne yaucamwa
MoTpebaH cBex Basayx.
Y poaupy ca KoxXom
OnpaTtu ca gocta Boge. CKMHYTW CBY KOHTaMUHUpaHy oajehy 1 onpaTtu npuje noHoBHe ynoTtpebe.
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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.

MOIrNABJBE 6. Mepe y cnyuyajy yaeca

6.1. Jln4yHe NpPegoCTPOXHOCTU, 3aLUTUTHA ONpeMa U NOCTyNnuM y cny4ajy ygeca

OnuwrTa ynyTcTBa
CnpeuuTn pa3Boj npalinHe. Hemojte yancatu npatumHy.

6.2. MpegoCTPOXHOCTU KOje ce O4HOCE Ha XXUBOTHY CpeauHy

Hucy notpebHe nocebHe Mepe 3alLTUTE YOBEKOBE OKOMMHE. TeMerbHO onpaTy 3anprbaHe npeamere 1 nospLuvHe

y3umMajyhm y 063up nponuce 0 YOBEKOBOj OKOSTUHN.
6.3. Mepe koje Tpeba npeAy3eTy U MaTepujan 3a cnpevyaBake WpeHa U caHaumjy

OcTtanu nogaum

Mokynutn mexaHunyku. MNpuxeaheH matepwjan Tpeba TpeTupaTy Npema OANIOMKY O YKnawawy oTnaja.

6.4. YnyhuBawe Ha gpyra nornaBiba
Be3benHo pykoBare: BUOETU NOrnaere 7
JInyHa 3awTnTHa onpema: BMAETU nornaer-e 8
Yknawawe: Bugetv nornasoe 13

MOrNABJbE 7. PykoBawe 1 cknaguwtese

7.1. NMpegocTpoXHOCcTU 3a 6€36eQHO PYKOBaHke

YnyTcTBa 3a CUrypHO pyKoBaH-e
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3alWITUTY oA noxapa v ekcnsosmje
Hucy noTpebHe nocebHe mepe 3awTnTe of noxapa.

YnyTcTBa 3a OnwITy XUrnjeHy y mHaycTtpuju

CkuHyTu KOHTamuHupaHy oajehy. OnpaTu pyke npe nayse u npwv Kpajy paga. Hemojte ject n nutun 3a Bpeme

paga.
7.2. YcnoBwu 3a 6e36eQHO CKNaguliTewe, YKIby4yyjyhun HeKoMnaTtubunHocTum

3axTeBu y norneay npocTtopa 3a CKnaguuwTewe U nocypa
[pxatun 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

OproBapajyhu TexHuyku ypefaju 3a ynpasrbame

Osaj npoussog He Tpeba Aa ce KOPUCTM NPU HEAOBOSLHO] MPOBETPEHOCTU.

OnwTe Mepe 3alWITUTE U XUTKjeHe

3awTuTa ounjy/nuua
HocuTwn 3awTuTHY 3a o4m/3awwTuTy 3a nuue.

3awTuTHe pyke

Kon pykoBara XeMWjCKMM CyncTaHLmjama CMejy ce HOCUTM caMo 3alUTUTHE pyKaBULIE KOje LUTUTE Of Xemukanuja
ca o3HakoM CE ykrbyumBLuM YeTBOpOUndpeHn 6poj. 3aluTutHe pykaBuLe of xemukanuvja Tpeba nsabpatu Tako aa
HMXOBa M3paja 3aBUCK O KOHLEHTpauuje onacHe MaTepuje U KeHe KONMMYMHE Kao o cneunduyHMX ycrnosa
pagHor mecta. lNpenopy4yje ce aa ce ca npou3sofadyem pykaBuLia pasjacHu NocTojaHOCT XeMukanuja rope

HaBeJeHMWX 3alUTUTHUX pyKaBula 3a cneuujanHy npuMeHy.
3awTuTa Tena

Mpunukom paga HocuTu ogrosapajyhy 3awTuTHy oaehy.
3awTuTa gucajHux nyteBa

|_|O6pVIHyTVI Ce 3a afjeKkBaTHO nNpoBeTpaBake€ N NYHKTyalnHO ycucaBaw€ Ha KpUTUYHUM Tayvkama. OBaj npon3eoa

He Tpeba ga ce KOpUCTU Npu HeAOBOILHOj MPOBETPEHOCTY.

MOITNABJbE 9. ®u3nyka n xemujcka cBojcTBa

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

ArperaTHO cTame: 4BpCT
Boja: nonynpo3pavyHo
Mwupuc: 6e3 mupuca

Tauka Tonrbera / Tayka 3amp3aBatba:
Tauka Krbyyara Unm noyeTHa Tayka
Krby4arsa 1 OMncer Kibydara:
3anar-1BocT:

[ora rpaHuua ekcnno3nBHOCTMK:
opH-a rpaHmua ekcnio3vBHOCTU:
Tadka narbema:
TemnepaTypa pasnarama:
pH:
PacTtBopsrbmBoOCT y Boau:
PacTtBopsbusocT

Huje ogpeheHo
KoeduumjeHT pasaBajara
n-okTaHon/soaa:

Huje ogpefheHo
?

Huje ogpeheHo
HUje NpUMeHMBO
Huje ogpeheHo
Huje ogpeheHo

?

Huje ogpefheHo
Huje ogpeheHo
He

Huje ogpefheHo

MpuTtuncak nape: <=1100 hPa
(npn 50 °C)
l'yctuHa: 2,62000 g/cm?
PeBusuja 6poj: 5 - 3amemnyje Bep3njy: 4 sr Oartym wramnawa: 15.08.2023
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PenatueHa ryctuHa napa: Huje ogpeheHo

9.2. Octanu nogauu
UHcopmauumje y Be3n ca knacama (puanykux onacHoCTun
Tauka camonarsewa
YspcrTo: Huje oapeheHo
[ac: Huje NpUMeHnBO
Okcuayjyha cBojctBa
He noactuye Batpy.

Opyre 6e36enHOCHe KapaKTepUCTUKe

WcnaprenBocT: Huje oapeheHo
Cappxaj uBpcTor Tena: 0,0 %

MOINABJbE 10. CTabuUnHOCT U peakTUBHOCT

10.1. PeakTUBHOCT
Kop pykoBama 1 cknaguliTera npeMa HaMeHn HemMa OMnacHUX peakuuja.

10.2. XeMmujcka cTabunHocTt

Mpowuseoga je cTabunaH y cnyyajy cknaguiuTersa nog HopMarnHoj TeMnepaTtypu OKONUHe.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTte onacHe peakuuje.

10.4. YcnoBwu Koje Tpeba nsberaBsatu
Hema

10.5. HekomnaTn6unHu maTepujanu
MHdopmaLmje H1cy JocTynHe.

10.6. OnacHu npou3BoAM pasrpagHe
Hucy no3HaTu onacHu NpousBoam pasnaramba.

MOINMABJBE 11. TOKCMKONOLIKM noAauu

11.1. Uudopmaumje o knacama onacHoCTU Kako cy gecdmHucade Ypenoom (E3) 6p. 1272/2008

AKyTHa TOKCUYHOCT

KpuTtepujymmn 3a knacudmkauujy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumju.
MpuTaTMBHOCT M KOPO3UBHOCT

Kputepujymmn 3a knacudumkaumjy 3a oBy Knacy onacHoCTU He oarosapajy AeduHULnju.
CeH3nbunusauumja

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHoCTV He oarosapajy AeUHULnjM.
KapuuHoreHocT, MyTareHOCT 1 TOKCUYHOCT MO penpoaykKuujy

Kputepujymum 3a knacudumkaumjy 3a oBy Knacy onacHOCT/ He oarosapajy AeUHULMjM.
CneuunduryHa TOKCUYHOCT LISBLHOT opraHa Koj, jeAHOKpaTHOr nanarawa

KpuTtepujymun 3a knacudumkauujy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuumju.
CneundmryHa TOKCUYHOCT LIFBHOT OpraHa Koj, NOHOBILEHOT U3narakba

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeUHULnjU.
OnacHocT of acnupaumje

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHoCTV He oarosapajy AeUHULnjI.

OcTanu nogaum o npoBepama

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

MOINABJbE 12. EKOTOKCMKOJOLUKM noaauu

12.1. TOKCUYHOCT

PeBusuja 6poj: 5 - 3amemnyje Bepanjy: 4 sr
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Mpoussopg Huje: EkOTOKCUYHO.

12.2. MNep3nCTEHTHOCT U pas3rpag/bLUBOCT

Mpoussopg Hyje ncnutax.

12.3. NMoTeHuujan 6uoakymynauuje
[MponsBopg Huje ncnuTaH.

12.4. MOOGUMIHOCT Y 3eMJbLULLTY
[MponsBopg Huje ncnuTaH.

12.5. PesynTtatu 16T n BlBB npoueHe

Osa cyncraHuuja He ucnymasa kputepujyme PBT/vPvB nponuca REACH, anekc XIII.

Mpoussopg Huje ncnutax.

12.6. OcobMHe eHaoKpMHUX nopemehaja

OBa CyncTaHua Hema CBOjCTBa OMeTaka eHAOKPUHOT cUcTeMa Ko opraHMsama Koju HUCY LUSBHU.

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

Yknawarwe cmeha npema 3akoHCKUM nponmMcuma.

KoHTamuHupaHe ambanaxe

nOTI'IyHO npas3Ha nakoBakwa MOory ce o4AHeTU Ha peuunknmpaHse.

MOrNABJbE 14. NMopgauu o TpaHCNOpPTy

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

14.3. Knaca onacHocTtu 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 cao6pahajy (ADN)

14.1. YH 6poj unu UM 6po;j:
14.2. YH Ha3uB 3a TepeTy
TPaHCNOPTYy:

14.3. Knaca onacHoctu y

TpaHCNopTy:
14.4. AMGanaxHa rpyna:

TpaHcnopT y mopckom cao6pahajy (IMDG)

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

TpaHCcnopTy:
14.3. Knaca onacHoctu y

TpaHCcnopTy:
14.4. AMbanaxHa rpyna:

BasaywHu TpaHcnopT (ICAO-TI/IATA-DGR)

14.1. YH 6poj wnu U 6poj:

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.
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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 MO XWBOTHY CpeaUHY

OMNACHO 3A XXNBOTHY CPEOUNHY: He
14.6. NoceGHe NPefOCTPOXHOCTU 332 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 CpeauHOM

Haunonanhu nponucu
Knaca onacHocTu 3a Boay (D): - - He yrpoxxasa Boay

15.2. NpoueHa 6e36egHOCTU XeMUuKanuje

3a oBaj maTepwujan Huje cnpoBefeHa OLeHa O CUTYPHOCTM CyrncTaHuuje.

MOINABJbE 16. Octanu nogauu

MpomeHe
OBaj nuCT nogaTtaka cagpxu NpoMeHe NpeTxoAHe Bep3vje y oanoMumma: 1.
CkpaheHuLe N akpOHUMM
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%
Oarsu nogaum
Mopauym ce TeMerbe Ha AaHallHEM CTakby HaLLMX 3Haka, Koje He NpefcTaBrbajy rapaHuujy kapatepuctuka
NPoOun3BOAA U He YTEMErbYjy HMKakaB yroBOPHM npaBHu ogHoc. MNocTojehn 3akoHn n ogpeabe Mopajy of cTpaHe
npymMaoLa Halmx NpousBoaa Aa ce NowTyjy Ha BNacTUTy OATOBOPHOCT.
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