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

1.1. UpeHTndmkaumja xemmukanuje
VITA Artificial teeth

[pyra TproBayka umeHa
VITA LINGOFORM®, VITA PHYSIODENS®, VITAPAN EXCELL®, VITAPAN®, EXCELL® DD FRAME,
VITAPAN PLUS®, VITAPAN®, VITAPAN® CUSPIFORM, VITAPAN® LINGOFORM DD FRAME, VITAPAN®
SYNOFORM

1.2. UnpeHTUdMKOBaAHU HauYUMHU KopUuwhewa XeMUKanuje u HaumHu Kopuwhewa Koju ce He Npenopyuyjy

Ynotpeb6a matepujana/cmelue
Auxilary for manufacture of dental products

Ynotpe6a koja ce He caBeTyje
Hema nopgaTaka Ha pacnonarawby

1.3. Nogaum o cHabaeBauy

Onwc npepyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
Mecro: D-79713 Bad Spackingen
MowTaHckn dax: 1338
D-79704 Bad Sackingen
TenecoH: +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
WHTepHeT: www.vita-zahnfabrik.com
O6nact 3a MHdopMauwje: Regulatory Affairs

HopaTtHa ynyTcTBa
medical device

MOITABIJbE 2. UpeHTUduMKaumja onacHOCTU

2.1. Knacudumkauumja xemumkanumje

Ypen6om (E3) 6p. 1272/2008
CyncraHuuja Huje knacudmkoBaHa kao onacHa y cmucny Ypen6bom (E3) 6p. 1272/2008 [CLP].

2.2. EnemeHTM obenexaBawa

YnyTcTBO 3a O3HaYaBawe
medical device

2.3. OcTtane onacHocTu
MHdopmaLmje H1Cy JocTynHe.

MOrNABJbE 3. CacrtaB/llogaum o cactojunma

3.1. Nogaum o cacTojumMma cyncraHue

Xemujcko KapaTepusupame
MpownsBoau og nnacTuke

OnacHe maTtepuje

He/Huko (Npema Ypenba (E3) 6p. 1907/2006 (REACH))
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NMOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npee nomohu

Mocne yancamwa
Hema

Y poaupy ca Koxom
HemMa

HakoH KoHTakTa ca ouuma
Oamax naxrbMBO U TEMETBHO ncnpaTtu Tywem 3a oYM unm Boaom.

HakoH rytama
Hema

4.2. HajBaxkHuju cumnTomu u echekTu, akyTHU U OAN0XKEHU
WHdopmauuje Hucy goctynHe.

4.3. XuTHa MmeguuuHcka nomoh u noce6aH TpeTMaH
CvmMmnTOMaTCKM TPETMaH.

MOTTIABJBE 5. Mepe 3a rawewe noxapa

5.1. CpeacTBa 3a rawieke noxapa

OproBapajyha cpencrBa 3a raweme
Mpunaroantn mepe rawlewa ca OKOSIMHOM.

5.2. NocebHe onacHOCTU KOje Mory HacTaTu o4 CyncraHuu U cMmelua
Huje 3anamuBo.

5.3. CaBert 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutn anapat 3a 3aliTUTy AncajHuX NyTeBa Koju He 3aBUCK O OKOJTHOT Ba3ayxa.

[JopatHa ynyTcTBa 3a ornpeMate TEXHUYKMX NOCTpojera

KoHTamuHupaHy BoAy 3a rawlene 04BOjeHO cakynutu. HemojTe 4o3BonuTu Aa gocne y kaHanusauwjy unm sogy.

MOINMABJbBE 6. Mepe y cnyuajy yaeca

6.1. Jlu4yHe NPegoCTPOXHOCTU, 3aLITUTHA ONpeMa U NOCTyNnuM y cny4ajy ygeca

OnuwTa ynyTcTBa
Hucy notpebHe cneuujanHe mepe.

6.2. MpegoCTPOXHOCTU KOje ce O4HOCE Ha XXUBOTHY CpeavuHy
HemojTe go3sonuty fa gocne y kaHanu3auujy unm soge.

6.3. Mepe koje Tpeba npeay3eTy U MaTepujan 3a cnpeyvyaBake Wpewa U caHaumjy

OcTanu nogaum
Mokynutn mexaHunyku. MNpuxesaheH matepujan Tpeba TpetTupaTy Npema OANIOMKY O YKnawawy oTnaja.
6.4. YnyhuBawe Ha gpyra nornaBiba
Be3benHo pykoBare: BUOETU NOrnaerse 7
JInyHa 3awTnTHa onpema: BMAETU nornaer-e 8
Yknaware: Bugetv nornasoe 13

MOINABJbE 7. PykoBawe 1 cknaguwtese

7.1. NMpegocTpoXHOCcTU 3a 6€36eQHO PYKOBaH€e

YnyTcTBa 3a CUrypHO pyKoBaHwe
Hucy notpebHe nocebHe mepe onpesa.
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YnyTtcTBa 3a 3alWITUTY 0 Nnoxapa v eKkcnnosuje
Hucy notpebHe nocebHe mepe 3awwiTuTe oA noxapa.

YnyTcTBa 3a ONwWITY XUrKjeHy y MHAycTpuju
Hucy notpebHe nocebHe mepe onpesa.

OcTanu nogaum 3a pykoBawe
Hucy notpebHe nocebHe mMepe onpesa.

7.2. YcnoBu 3a 6e36e4HO cknaguwTewe, YKIbyyyjyhn HekomnatubunHocTu

3axTeBuM y norneAy NpocTopa 3a CKnaguwTexwe 1 nocyaa
Hucy notpe6He nocebHe mepe onpesa.

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

7.3. Moce6bHU HauYnHU Kopuwheka

Auxilary for manufacture of dental products

MOINABJbE 8. KoHTpona nsnoxeHocTu U IMYHa 3awTUTa

8.1. MapameTpun KOHTpPONE U3NOXKEHOCTU

8.2. KoHTpona u3noXeHoCT! U NInYHa 3alTuTa

Oprosapajyhu TexHuuku ypefaju 3a ynpasrbame
Hucy notpebHe nocebHe mepe onpesa.
OnuwTe Mepe 3alITUTE U XUTUjeHe
3awTuTa ounjy/nuua
Hucy notpebHe nocebHe mepe onpesa.

3awTuTHe pyke

Koa pykoBara XeMWjCKMM CyncTaHLmjama CMejy ce HOCUTM camo 3alUTUTHE pyKaBULIE KOje LUTUTE Of, XeMukanuja
ca o3HakoM CE ykrbyumBLuM YeTBOpOUMdpeHn 6poj. 3aluTuTHe pykaBuLe of Xxemukanuvja Tpeba nsabpartu Tako aa
HMXOBa M3paja 3aBUCK O KOHLEHTpauuje onacHe MaTepuje U KeHe KONMMYMHE Kao o cneunduyHMX ycrosa
pagHor mecta. Npenopy4yje ce aa ce ca npou3sofjadyem pykaBuLia pasjacHu NocTojaHOCT XeMukanuja rope

HaBeeHUX 3allTUTHUX pyKaBuLa 3a cneu,mjanHy npuUMeHy.

3awTuTa Tena
Hucy notpebHe nocebHe mepe onpesa.
3awTuTa AMcajHux nyTeBa

Hucy notpebHe nocebHe mepe onpesa.

MOITIABJBE 9. ®u3nyka n xemujcka cBojcTBa

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

ArperaTHO cTame: yBpCT
boja:
Tauka Tonrbewa / Tayka 3amMmp3aBamba: Huje ogpeheHo
3anarb1BocCT: Huje oapeheHo
HWje NpUMeHnBO
[oma rpaHnLa eKcnno3nBHOCTY: Huje ogpeheHo
["OpHsa rpaHnLa ekcnno3MBHOCTH: Huje oapeheHo
TemnepaTypa pa3narawa: Huje ogpeheHo
pH: Huje ogpefheHo
PactBoprenBocT y Boau: He
PacTteopsbmeocT

Huje ogpeheHo
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KoeduuumjeHT pasaBajara
n-okTaHon/Boaa:
MpuTncak nape:

(npun 50 °C)
lN'yctuHa:
PenatueHa ryctuHa napa:

9.2. Octanu nogauu
UHcopmauumje y Be3n ca knacama (puanykux onacHoCTun
Tauka camonarsemwa
YspcrTo:
lac:
Okcuayjyha cBojctBa
He noactuye Batpy.

Opyre 6e36enHOCHe KapaKTepUCTUKe
WcnapreuBocT:
Cappxaj uBpcTor Tena:

Huje ogpeheHo
<=1100 hPa

Huje ogpeheHo
Huje ogpeheHo

Huje ogpefheHo
HUWje NPUMeHNBO

Huje ogpefheHo
0,0 %

MOINABJbE 10. CTabuUnHOCT U peakTUBHOCT

10.1. PeakTUBHOCT

Kop pykoBarba 1 cknaguwiTersa NnpemMa HameHn Hema onacHUX peakuuja.

10.2. XeMmujcka cTabunHocTt

Mpownseoga je cTabunaH y cnyyajy cknaguiuTera nog HopMarHoj TeMnepartypu OKoNUHe.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTte onacHe peakuuje.

10.4. YcnoBwu Koje Tpeba usberaBsatu
Hema

10.5. HekomnaTn6unHu matepujanu
MHdopmaLmje H1cy JocTynHe.

10.6. OnacHu npou3BoAM pasrpagHe
Hucy no3HaTu onacHu NpousBoaM pasnaramba.

MOINABJBE 11. TOKCMKONOLUKM noAaum

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

MOINMABJbE 12. EKOTOKCMKOMOLUKM noaauu

12.1. TOKCUYHOCT
Mpownseopg Huje: EKOTOKCUYHO.
12.2. Mep3nCTEHTHOCT U pa3rpagibUBOCT

[MponsBopg Huje ncnuTaH.

12.3. NMoteHuujan 6uoakymynauuje

Mpoussopg Huje ncnutax.

12.4. MOGUNHOCT Yy 3eMJLULUTY
Mpoussopg Huje ncnutax.

12.5. Pesyntatu 16T n Bl1BB6 npoueHe

OBa cyncraHuuja He ucnynwana kputepujyme PBT/vPvB nponuca REACH, aHekc XIII.

lMpoussopg Huje ncnutax.
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12.6. OcobuHe eHaoKpuHUX nopemehaja

OBa cyncraHua HeMa CBojcTBa OMeTaka eHAOKPUMHOI CUCTEMa KOA OpraHm3ama Koju HUCY LUTbHU.
12.7. OcTana WwTeTHa gejcTBa
WHdopmaLmje H1uCy JocTynHe.

OopatHm nogauun
Hemojte go3sonuty ga gocne y kaHanu3saumjy unm soge. Hemojte gonyctuTtn aa gocne y noanory/3eMrbuLlTe.

MOINABJbE 13. Ognaramwe

13.1. MeToge TpeTmaHa oTnaga

YnyTcTBa ya yknawawe cmeha
Yknawarwe cmeha npema 3akoHCKMM nponMcuma.

KoHTamuHnpaHe am6anaxe
Ca koHTaMUHUpaHUM nakoBakUMa Tpeba nocTynaTh kao ca matepujanom.

MOrJIABJbE 14. Nopauu o TpaHcnopTy

TpaHcnopT konHom (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.
TPaHCMNOPTY:
14.3. Knaca onacHocTu y No dangerous good in sense of this transport regulation.
TPaHCMNOPTY:
14.4. AM6anaxHa rpyna: No dangerous good in sense of this transport regulation.

14.6. NMoce6GHe NpeAOCTPOXHOCTU 32 KOPUCHUKA
MHdopmaLmje H1ucy JocTynHe.

14.7. Nomopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA
HWje NpUMerMBO

MOITABIJbE 15. PerynatopHu nogauu

15.1. NMponucu y Be3u ca 6e3begHowhy, 3apaB/LEM U XXKUBOTHOM CPeAVUHOM

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

15.2. NpoueHa 6e36egHOCTU XeMUuKkanuje

3a oBaj maTepwujan Huje cnpoBefeHa OLeHa O CUTYPHOCTM CyrncTaHuuje.

MOIrNABJbE 16. Octanu nogauu

MpomeHe
OBaj nuCT nogaTaka cagpXv NpomeHe npeTxodHe Bepsuje 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%
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