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

1.1. UpeHTndmkaumja xemmukanuje
VITA LUMIN® VACUUM

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

Ynotpe6a matepujana/cmelue
medical device

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

MOINABJbE 2. UpeHTudMKaLmja onacHOCTH

2.1. Knacudmkauumja xemumkanumje

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

2.2. EnemeHTM obenexaBaha

2.3. OcTane onacHocTu
MHdopmaLmje H1cy JocTynHe.

MOINABJbE 3. CacrtaB/llogaum o cactojunma

3.1. Nogaum o cacTojumma cyncraHue

Xemujcko KapaTepusupate
Kepamuka

OnacHe maTtepuje

He/HuKko (npema Ypen6a (E3) 6p. 1907/2006 (REACH))

MOITNABIJbBE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

Mocne yancamwa
MoTpebaH ceex Basayx.

Y noaupy ca Koxxom

Onpatu ca gocta Bofe. CKUHYTW CBY KOHTamuHupaHy ogjehy 1 onpaTtu npuje noHoBHe ynoTpe6e.

HakoH KoHTaKTa ca ounma
Oamax naxrbMBO M TEMETbLHO MenpaTh TyLEeM 3a 04U UM BOAOM.

HakoH rytama
YcTta ogmax ncnpatu 1 3atum nonuTu 1 yawly Boge.
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4.2. HajpaxxHuju cuMNTOMU U eheKTU, aKyTHU U OAJIOXKEHU
MHdopmaumje HUCY OOCTYMNHe.

4.3. XuTHa MeguumnHcka nomoh u noceb6aH TpeTMmaH
CumnTOMaTCKN TPETMaH.

MOINMABJBE 5. Mepe 3a rawene noxapa

5.1. CpeacTBa 3a rawehe noxapa

OproBapajyha cpeacTtBa 3a rawemwe
MpunaroamMT Mepe rallexa ca OKONMHOM.

5.2. Moce6GHe oNacHOCTMU KOje MOry HacTaTu of CyncTaHuu U cMmeLua
Hwuje 3anarbmBo.

5.3. Casert 3a BaTporacte
Y cnyyajy noxapa: Ynotpebutn anapat 3a 3alTuTy AUCajHMX NyTeBa Koju He 3aB1UCKU O OKOMHOT Ba3gyxa.

HDopatHa ynyTcTBa 3a onpemMambe TeEXHUYKNX nOCTpOjEH:sa

KoHTaMnHMpaHy BoAy 3a rallere oBOjeHO cakynutu. HemojTe 403BONUTU Aa AOcne y KaHanusauujy unv Boay.

MOITABIJIBE 6. Mepe y cnyuyajy yaeca

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

6.2. MpenoCTPOXHOCTU KOje ce OHOCE Ha XXUBOTHY CpeauHY
HemojTe no3sonuty fa gocne y kaHanv3auujy unm soge.

6.3. Mepe koje Tpeba npeAy3eTy U MaTepujan 3a cnpevyaBake WMpeHa U caHauujy
3a ynwhemwe
Mokynutn mexaHunyku. MNpuxesaheH matepujan Tpeba TpeTupaTy Npema OANIOMKY O YKnamwawy oTnaja.

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

NMOrNABJbE 7. PykoBawe 1 cknaguwtese

7.1. NMpegocTpoxHOCcTU 3a 6€36eQHO PYKOBaHke

YnyTcTBa 3a CUrypHO pyKoBaHwe
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3alWITUTY oA noXxapa v eKkcnsosunje
Hucy notpebHe nocebHe Mepe 3awTnTe of noxapa.

YnyTcTBa 3a ONWITY XUrKjeHy y MHAycTpuju
CkuHyTUn KOHTamMmuHUpaHy oajehy. OnpaTu pyke npe nayse u npuv Kpajy paga. Ha pagHom mecTy HeMojTe jecTu,
nUTK, NYLWUTK, LUMpLATW.

7.2. YcnoBwu 3a 6e36eQHO CKNnaguliTewe, YKIiby4yyjyhn HeKoMnaTtubunHocTum

3axTeBM y norneay nNpocropa 3a cknaguwTele U nocyaa
[pxatun KoHTejHep [OOPO 3aTBOPEH.

YnyTcTBa 3a 3ajeAHUYKO CKnaguwiTete
Hucy notpebHe nocebHe mepe onpesa.

7.3. MNocebHU HaunHU Kopuwhexa

medical device
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MOrITIABJBE 8. KoHTpona nsnoxeHocTu 1 NIM4Ha 3awTuta

8.1. MapameTpu KOHTPONE U3NOXEHOCTU

8.2. KoHTpona u3noXXeHoCcT! U NIYHa 3alTUTa

OnwTe Mepe 3awWITUTE U XUTUjeHe

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

3awTuTHe pyke
Kopa pykoBara XeMujCkum CyncTaHumjama CMejy ce HOCUTM CamO 3alITUTHE pyKaBuLe Koje LUTUTE Of Xemukanuvja
ca o3HakoMm CE ykrbyumBLUM YeTBOpOUudpeHn 6poj. 3awTuTHe pykasuue of xemukanuja tpeba nsabpatu tako ga
HMXOBa M3paja 3aBMCK Of KOHLEHTpauuje onacHe MaTepuje 1 keHe KONMYMHE Kao of cneunduyHmX ycrosa
pagHor mecTa. [penopyuyyje ce ga ce ca npoussohayem pykaBuLa pasjacHu NOCTOjaHOCT XeMUKanuja rope
HaBe[eHVX 3aWTUTHUX pyKaBuLa 3a cneuunjanHy npumMeHy.

3awTuTa Tena
MpumeHa 3awTnTHe oaehe.

3awTuTa gucajHux nyteBa

Y cnyqajy HeaaeKkBaTHe BeHTVIJ'IaLI,VIje HOCUTU onpemMy 3a 3alUTUTY pecnnpaTopHUX opraHa.

MOrNABJbE 9. ®u3unyka n xemujcka cBojcTBa

9.1. Mopaum 0 0CHOBHUM PU3NYKMM U XEMU[CKUM CBOjCTBMMA XemMuKanuje

ArperaTtHo cTamne: YBpCT

boja:

Tadyka Tonsbewa / Tayka 3amp3aBatba: Huje oapeheHo

Tauka krby4ara Unu nodeTHa Tadka Huje oapeheHo

Krby4arsa 1 OMcer Kibydara:

3anarbmBocCT: Huje ogpeheHo
HUje NpUMeHMBO

[ona rpaHuLa ekcnno3nBHOCTH: Huje oapeheHo

opH-a rpaHmua ekcnio3vBHOCTU: Huje ogpeheHo

Tadyka narbema: HWje NpUMeHnBO

TemnepaType narbema: Huje oapeheHo

TemnepaTypa pasnarama: Huje oapeheHo

pH: Huje ogpeheHo

PacTtBoprbmBoCT y Boau: Hwvje moryhe mewatu

PacTtBopsbusocT

Huje oapeheHo

KoeduumjeHT pasaBajara Huje oapeheHo

n-okTaHon/soaa:

MpuTtucak nape: <=1100 hPa

(npn 50 °C)
lyctuHa: 2,40000 g/cm?
PenaTnBHa ryctvHa napa: Huje ogpeheHo

9.2. OcTtanu nogauu

UHdopmaumje y Be3n ca knacama puM3n4KUX ONacHOCTH
EkcnnosvBHa cBojcTBa

Mpoussopg Huje: Eknno3usHO.
Okcmayjyha cBojcTBa

Mpowussog Huje: okeuanpajyhu.

[Opyre 6e36eaHOCHe KapaKTepucTuKe
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Cappxaj uBpcTor Tena: 100,0 %

MOINABJbE 10. CTabuUNHOCT U peakTUBHOCT

10.1. PeakTUBHOCT
Kop pykoBama 1 cknaguliTera npema HaMeHn HeMa onacHUX peakuuja.

10.2. XeMujcka cTabunHocTt

Mpowuseoga je cTabunaH y cnyyajy cknaguiuTera nog HopMarsnHoj TeMnepaTtypu OKoNUHe.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTte onacHe peakuuje.

10.4. YcnoBu Koje Tpeba nsberaBsatu
Hema

10.5. HekomnaTn6unHu maTepujanu
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npou3BoAM pasrpagHe
Hucy no3HaTu onacHu NpousBoam pasnaramba.

MOINMABJBE 11. TOKCMKONOLIKM noAaum

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

AKyTHa TOKCUYHOCT

KpuTtepujymun 3a knacudumkauujy 3a oBy Kriacy onacHOCTU He oAaroBapajy AeuHuLmju.
MpuTaTMBHOCT M KOPO3UBHOCT

Kputepujymun 3a knacudumkauumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnjU.
CeH3nbunusauumja

Kputepujymm 3a knacudumkaumjy 3a oBy Knacy onacHOCTV He oarosapajy AeUHULnjM.
KapuunHoreHocT, MyTareHOCT 1 TOKCUYHOCT MO penpoaykKuujy

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCT/ He oarosapajy AeUHULnjM.
CneuundmryHa TOKCUYHOCT LIMTBLHOT opraHa Ko, jeAHOKpaTHOr nanaramwa

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

Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AedUHULnjU.
OnacHocT of acnupaumje

Kputepujymum 3a knacudumkaumjy 3a oBy Knacy onacHOCT/ He oarosapajy AeUHULnjU.

11.2. UHdbopmaumje o Apyrum onacHocTUMa

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

MOINMABJbE 12. EKOTOKCMKOMOLUKM noaauu

12.1. TOKCUYHOCT
Mpounseopg Huje: EKOTOKCUYHO.
12.2. [lep3UCTEHTHOCT U pa3rpag/bLUBOCT

Mpownssog Huje ncnutaH.

12.3. NoTeHuujan 6uoakymynauuje

Mpoussopg Huje ncnutax.

12.4. MOGUNHOCT Yy 3eMJLULUTY
Mpoussopg Huje ncnutax.
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12.5. PesynTtatu 16T n Bl1BB6 npoueHe

Oga cyncraHuuja He ucnywaea kputepujyme PBT/vPvB nponvca REACH, aHekc XllI.

[MponsBopg Huje ncnmTaH.

12.6. OcobuHe eHaoKpuHUX nopemehaja
OBa cyncraHua HeMa CBOjcTBa OMeTaka eHAOKPMHOI CUCTEMA KOA OpraHm3ama Koju HUCY LIUIbHU.

12.7. Ocrana wreTHa AejcTBa
WHdopmauuje Hucy goctynHe.

DopatHu nogauun

W3bjeraBaTu ncnyLuTare Yy KUBOTHY CPeauHY.

NMOIMMABJbE 13. Ognarame

13.1. MeToge TpeTMaHa oTnaga

YnyTtcTBa ya yknawawe cmeha

Hemojte no3sonuty ga gocne y kaHanusaumjy unm Boge. Yknawawe cMeha npema 3akoHCKUM nponucuma.

KoHTamunHupaHe ambanaxe

Onpatu ca gocta Boge. MoTnyHo npasHa nakoBaka MOry ce OOHETU Ha peuuKknmpae.

MOrNABJbE 14. Nopauu o TpaHcnopTy

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

TPaHCNOPTY:
14.3. Knaca onacHoctu y

TpaHcnopTy:
14.4. AmM6anaxHa 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 pevHom cao6pahajy (ADN)

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

TpaHcnopTy:
14.3. Knaca onacHoctu y

TpaHcnopTy:
14.4. AmM6anaxHa rpyna:

TpaHcnopT y MopckoM cao6pahajy (IMDG)

14.1. YH 6poj unu UM 6poj:
14.2. YH Ha3uB 3a TepeT y

TPaHCNopTy:
14.3. Knaca onacHoctu y

TPaHCNopTy:
14.4. Amb6anaxHa rpyna:

BasaywHu TpaHcnopT (ICAO-TI/IATA-DGR)

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

14.3. Knaca onacHocTtu y

TPaHCNOPTY:
14.4. Amb6anaxHa rpyna:

14.5. OnacHOCT NO XUBOTHY CpeAUHY

OMACHO 3A XBOTHY CPEOMHY:

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. MocebHe NpeAOCTPOXKHOCTU 32 KOPUCHUKA
No dangerous good in sense of this transport regulation.

14.7. MoMopcKkn TpaHcnopT y puHdy3u npema IMO nHCTpyMeHTMMA
HWje NpUMeHMBO

MOrNABJbE 15. PerynatopHu nogauu

15.1. NMponucu y Be3u ca 6e36egHowhy, 3gpaBrbeM U XKUBOTHOM CpeVUHOM

EY-nponucu

Mopaum npema cmepHnum 2012/18/EY Not subject to 2012/18/EU (SEVESO IlI)
(SEVESO lll):

Hauuouanuu nponucu
Knaca onacHoctu 3a Bogy (D): 1 - cpegHa OoNacHoOCT No BoAy

15.2. NpoueHa 6e3begHOCTU XeMUukanuje

3a oBaj MaTepujan HUje CNpoBEAEHa OLieHa O CUIYPHOCTU CyncTaHuuje.

MOIrNABJbE 16. Octanu nogauu

MpomeHe
OgBaj nuCT nogaTtaka cagpkv NpoMeHe NpeTxodHe Bep3uje y oanomumma: 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
3a ckpahenuue n akpoHume Buam ECHA: cmepHuue y3 nHdopmMaumnoHe 3axTeBe U y3 ouermBare 6e3beaHocTn
matepuje, nornaerse R.20 (cnucak nojmoBa u ckpaheHnuua)
Oarsu nogaum
Mopaum ce Temerbe Ha faHallbeM CTakby HalLUX 3Haha, Koje He NpeAcTaBrbajy rapaHuujy kapaTepuctuka
npoun3BoAa U He YTEMErbYjy HMKaKaB yroBOPHMU npaBHW ogHoc. MNMocTojehu 3akoHn 1 ogpenbe mopajy of cTpaHe
npumaola HallmMx Npon3Boaa Aa Ce MOLUTYjy Ha BNacTUTy O4roBOPHOCT.
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