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

1.1. UpeHTndmkaumja xemmukanuje
VITAVM7

Hasue cynctaHuuje: Staub A

1.2. UnpeHTdMKoBaHU HauYMHU Kopuwhewa XeMuKanuvje u HaumHu Kopuiwhewa Koju ce He npenopyudyjy

Ynotpe6a matepujana/cmelue
Ynotpeba kao nabopatopujckor peareHca

1.3. Nogaum o cHabaeBauy

Onwc npepyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
MecrTo: D-79713 Bad Spackingen
MowTaHckm chax: 1338
D-79704 Bad Spackingen
TenedoH: +49(0)7761-562-0 Pak; +49(0)7761-562-299
EnekTpoHcky agpecy: info@vita-zahnfabrik.com
KoHTakT ocoba: regulatory affairs
EnekTpoHcky agpecy: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopMauwje: Regulatory Affairs
1.4 Bpoj TenedoHa 3a XuTHe +49-(0)761-19240
cnyyvajeBe:

HdopaTtHa ynyTcTBa
medical device

MOITNABIJbE 2. UpeHTUduMKaLmja onacHOCTU

2.1. Knacudmkauumja xemumkanumje

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

2.2. EnemeHTM obenexaBaha

2.3. OcTtane onacHocTu
MHdopmaLmje H1cy JocTynHe.

MOINABJbE 3. CacrtaB/llogaum o cactojunma

3.1. Nogaum o cacTojumma cyncraHue

Xemujcko KapaTepusupate
Kepamuka

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.
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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.

HopaTHa ynyTcTBa 3a onpemahe TEXHUYKUX NOCTpojeHa
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
CnpeuuTu pa3Boj npalunHe. Hemojte yancatu npaumHy.

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

OcTtanu nopauu
Mokynutn mexaHnyku. MNpuxesaheH matepujan Tpeba TpeTupaTy Npema OAJIOMKY O YKnawaky OTnaja.

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.

YnyTtcTBa 3a 3alWITUTY 0 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.

7.2. YcnoBu 3a 6e36eQHO CKNnaguluTewe, YKIiby4yyjyhn HeKoMnaTtubunHocTum
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3axTeBu y norneay npoctopa 3a cknaguiuTele u nocyaa
OpxaTn KoHTejHep [OOpO 3aTBOPEH.

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

7.3. MocebHM HauYnHU Kopuwhexa

Ynotpeba kao nabopaTopujckor peareHca

NMOrNABJbE 8. KoHTpona nanoxeHocTu U NIM4Ha 3awTmUTa

8.1. MapameTpu KOHTPONE U3NOXEHOCTU

8.2. KoHTpona u3noXeHoCTU U NUYHAa 3alITUTA

OnwrTe Mepe 3alTuTe n xurujeHe

3awTuTa oumjy/nuua
HocuTtu 3alwTutHy 3a oun/3awTmTy 3a nuue.

3awTuTHe pyke
Kop pykoBama XeMujcknM cyncTaHumujama cMejy ce HOCUTUM caMo 3alUTUTHE pyKaBuLe Koje ITUTe O XxeMukanuja
ca o3Hakom CE ykrbyumBLuM YeTBOpOUMdpeHn 6poj. 3alwTutHe pykaBuLe of xemukanuvja Tpeba nsabpartu tako aa
HMX0Ba M3paja 3aBUCK Of, KOHLEHTpaLuje onacHe maTepuje 1 ieHe KONMMYnHe Kao of cneumdunyHnx ycrosa
pagHor mecTa. [penopydyyje ce aa ce ca npoussohayem pykasuLa pasjacH/ NOCTOjaHOCT XeMukanuja rope
HaBedeHMX 3alUTUTHMX pyKaBuua 3a cneunjanHy npumeHy. NpenopyyeHe 3awTtuTHe pykasuue KCL Dermatril P
NBR (HUTpunHu kay4dyk)

3awTuTa Tena
MpumeHa 3awTnTHE oaehe.

3awTuTta AMcajHuX nyTeBa

TexHUYKO NpoBeTpaBare pagHor mecta [MobpuHyTU ce 3a ageKBaTHO NPOBETPaBaH-e M MyHKTyarnHo ycucaBamke
Ha KPUTUYHUM Tadkama.

MOrNABJbE 9. ®u3nyka n xemumjcka cBojcTBa

9.1. Mogauun 0 OCHOBHUM (PM3UYKMM U XEMUjCKUM CBOjCTBUMA XeMUKanuje

ArperaTtHo cTame: yBpCT
boja:
Mwupuc: 09?7
MpomeHe cTama
Tauka Tonreewa / Tayka 3amMmp3aBatba: Huje ogpeheHo
Tauka Krbyyarba Unu nodeTHa Tadka ?
Krbyyarsa ¥ Oncer Krbyyara:
Tauka narbema: ?
3anamuBocT
LiBpcT/TeyHO: Huje ogpefheHo
lac: HVje NpUMeHVBO

Ekcnno3uBHa cBojcTBa
Mpowuseopg Huje: EkNno3uBHO.

[ona rpaHnLa eKcnno3nBHOCTH: Huje ogpeheHo
[opHsa rpaHuLLa eKCnio3MBHOCTU: Huje ogpeheHo
Tauka camonarsemwa
YspcrTo: Huje ogpeheHo
lac: HUje NpUMeHMBO
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TemnepaTypa pasnarama: Huje ogpeheHo
pH: Huje ogpeheHo
PactBopremBocT y Boau: He
PacTtBoprsuBOCT
Huje ogpeheHo

KoeduumjeHT pasaBajara Huje ogpeheHo
n-okTaHon/Boaa:

MpuTncak nape: <=1100 hPa

(npun 50 °C)

lNyctuHa: 2,4 g/lcm?
PenatuBHa ryctuHa napa: Huje oapeheHo

9.2. OcTtanu nogaum

WHdopmaumje y Be3u ca knacama pM3mMyYKux onacHocTH

Okcumayjyha cBojctBa
He nogctnye Batpy.

Opyre 6e36egHOCHe KapaKTepPUCTUKe

Cappxaj uBpcTor Tena: 100,00 %
WcnapreusocT: Huje ogpefheHo
[AopaTtHa ynyTcTBa

MOrNABJbE 10. CTabUNHOCT U peakKTUBHOCT

10.1. PeakTMBHOCT
Kop pykoBama 1 cknaguliTera NnpeMa HaMeHU HeMa OnacHUX peakuuja.

10.2. XeMujcka ctabunHocTt

Mpoussop je cTabunaH y cnyyajy cknagullTera nos HopMarHoj TEMNepaTypu OKOSIMHE.

10.3. MoryhHOCT HacTaHka onacHuUX peakuuja

Hwucy nosHaTe onacHe peakuuje.

10.4. YcnoBu Koje Tpeba usberaBatu
Hema

10.5. HekomnaTn6unHu matepujanu
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npou3Boau pasrpagHe
Hucy no3HaTv onacHu npou3Boau pasnaraka.

MOINMABJbBE 11. TOKCMKONOLLUKM noAaum

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

AKyTHa TOKCUYHOCT

Kputepujymu 3a knacudumkaumjy 3a oBy krnacy onacHOCTU He oarosapajy AeduHULmnjm.
MpnTaTUBHOCT M KOPO3UBHOCT

Kputepujymun 3a knacudmkaumjy 3a oBy Knacy onacHOCT/ He oarosapajy AeUHULnju.
CeH3nbunusauuja

Kputepujymun 3a knacudumkaumjy 3a oBy Krnacy onacHOCT/ He OAroBapajy AeUuHULMjU.
KapuuHoreHocT, MyTareHOoCT U TOKCUYHOCT MO penpoayKuujy

Kputepujymmn 3a knacudmkaumjy 3a OBy Krnacy onacHOCTM He OAroBapajy AeUHULMjU.
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CneumdmyHa TOKCMYHOCT LIMILHOT OpraHa Kog jeAHOKpaTHOr usnaramwa

Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULmnjm.
CneuundmryHa TOKCUYHOCT LISBHOT OpraHa Kof, NOHOBILEHOT U3Nnaraka

Kputepujymun 3a knacudmkaumjy 3a oBy Knacy onacHOCT/ He oArosapajy AeUHULnju.
OnacHocT oA acnupaumje

Kputepujymmn 3a knacudmkaumjy 3a oBy Krnacy OnacHOCTM He OAroBapajy AeuHULMjU.

OcTanu nogauu o npoBepama
CyncTaHuuja Huje knacudmkoBaHa kao onacHa y cmucny nponuca (E3) 6p. 1272/2008 [CLP].

MOITIABJBE 12. EKOTOKCMKOSOLUKM nogauu

12.1. TOKCUYHOCT
Mpounssopg Huje: EKOTOKCUYHO.

12.2. MMep3nCTEHTHOCT U pa3rpagibLUBOCT
Mpoussopg Huje ncnutax.

12.3. NMoTeHumjan 6uoakymynaumje
lMpoussopg Huje ncnutax.

12.4. MOGUNHOCT Y 3eMJLULUTY
lMpoussopg Huje ncnutax.

12.5. Pesyntatu 16T m BMBB npoueHe

Oga cyncraHuuja He ucnynwasa kpuTtepujyme PBT/vPvB nponuca REACH, anekc XIlI.

[MponsBopg Huje ncnuTaH.
12.6. OcobuHe eHOokpuHUX nopemehaja

OBa cyncraHua HeMa CBojcTBa oMeTaka eHAOKPUHOI CUCTeMa KOA opraHm3ama Koju HUCY LUIbHU.
12.7. OcTana wreTHa AejcTBa

MHdopmaumje HUCY OOCTYMNHe.

DopatHu nogaum
M36jeraBaTu ncnywitame y XXMBOTHY CPEOUHY.

MOIrNABJbE 13. Ognaramwe

13.1. MeTtoge TpeTmaHa oTnaga

YnyTtcTBa ya yknawawe cmeha
Hemojte no3sonuty ga gocne y kaHanusauujy unm Boge. Yknamwawe cMeha npema 3akoHCKUM nponucuma.

KoHTamunHunpaHe ambanaxe
Onpatu ca gocrta Boge. [oTnyHO Npa3Ha nakoBaka MOry ce OOHETW Ha peLuKnnpame.

MOrNABJbE 14. NMopauu o TpaHcnopTy

TpaHcnopT konHoMm (ADR/RID)

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. AM6anaxHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT y yHyTpawHeM pevHom cao6pahajy (ADN)
14.1. YH 6poj nnu 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:
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14.3. Knaca onacHoctu y

TPaHCNOPTY:
14.4. AMbanaxHa rpyna:

TpaHcnopT y mopckom cao6pahajy (IMDG)
14.1. YH 6poj unu U 6poj:
14.2. YH Ha3uB 3a TepeT y
TPaHCMopTy:
14.3. Knaca onacHocTtu y
TPaHCMopTy:
14.4. AMGanaxHa rpyna:
BasaywHu TpaHcnopT (ICAO-TI/IATA-DGR)
14.1. YH 6poj unu UL 6poj:
14.2. YH Ha3uB 3a TepeTy

TPaHCNOPTYy:
14.3. Knaca onacHoctu y

TpaHCcnopTy:
14.4. AmMb6anaxHa rpyna:

14.5. OnacHOCT NO XWBOTHY CpeauHY

OlACHO 3A XKMBOTHY CPEOVHY:

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. NocebGHe NPegOCTPOXHOCTU 332 KOPUCHUKA

WHdopmaLmje H1cy JocTynHe.

14.7. Momopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA

HWje NpUMerMBO

MOITMABIJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3u ca 6e36egHowhy, 3qpaBrbLeM U XXKMBOTHOM CpeaUuHOM

EY-nponucu

Mogaumn npema cmepHuum 2012/18/EY
(SEVESO llI):

HaumoHanHu nponucu
Knaca onacHocTn 3a Boay (D):

15.2. NpoueHa 6e36egHOCTU XeMUuKanuje

Not subject to 2012/18/EU (SEVESO IlI)

1 - cpeaHa onacHoCT No Boay

3a oBaj maTepwujan Huje cnpoBefeHa OLeHa O CUTYPHOCTM CyrncTaHuuje.

MOIrNABJbE 16. Octanu nogauu

MpomeHe

OBaj NuCT NnoaaTaka cafpXku NpoMeHe NpPeTXoAHe Bepauje y oasiomMmummMa: 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%
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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 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
Mopauu ce Temerbe Ha AaHalkEM CTaky HaLLMX 3HaHa, Koje He NpeacTaBrbajy rapaHuujy kapaTtepuctyka
npou3BoAa 1 He yTemerbyjy HMKakaB YroBOpHU NpaBHM oAHoc. [ocTojehun 3akoHn 1 ogpeabe Mopajy of cTpaHe
npvMaoLua HallMx Npou3Boaa Aa ce NoLwTyjy Ha BNacTUTy OAroBOPHOCT.
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