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

1.1. UpeHTndmkaumja xemmukanuje
VITA VIONIC® DENT DISC

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

YnoTtpe6a koja ce He caBeTyje
Hema nogaTaka Ha pacnonarary

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

YnyTcTBO 3a O3HayaBame
medical device

2.3. OcTtane onacHocTH
WHdopmaLmje H1cy JocTynHe.

MOITIABJBE 3. Cactas/lopaum o cactojuMma

3.1. NMopgauum o cacTojunmMa cyncraHue

Xemujcko KapaTepusupame
Mpownssoau of nnacTuke

OnacHe maTtepuje

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

NMOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npee nomohu

Mocne yancamwa
HemMa

Y noaupy ca Koxxom
Hema

HakoH koHTakTa ca ouuma
Onmax NaXxrbnBo N TEMESbHO ncnpaTtu Tylem 3a oYM Uim BoaoM.
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HakoH rytama
Hema

4.2. HajpaxXHWju cMMNTOMMU U eheKTU, aKyTHU U OANOXKEHU
WHdopmaLmje H1ucy JocTynHe.

4.3. XuTHa MeguuuHCcKa noMmoh u noce6aH TpeTMmaH
CvmMmnTOMaTCKM TPETMaH.

MOINMABJBE 5. Mepe 3a rawehe noxapa

5.1. CpeacTBa 3a raweke noxapa

OproBapajyha cpeacTBa 3a raweme
MpunaroanTn mepe rawera ca OKONIMHOM.

5.2. MNoceGHe onacHOCTM Koje MOry HacTaTu o4 CyncTaHUuM U cMelua
Huje 3anamuBo.

5.3. CaBert 3a BaTporacue

Y cnyyajy noxapa: Ynotpebutn anapat 3a 3alTUTy ANCajHMX NyTeBa Koju He 3aBUCKU O OKOJHOT Ba3gyxa.

[dopaTtHa ynyTcTBa 3a onpemMate TeXHUYKMX NOCTpojera

KoHTamuHupaHy Body 3a rallere 0fBojeHO cakynuTu. HemojTe 103BONUTY Aa AOChe y KaHanu3auumjy unv Bogy.

MOIrNABJbE 6. Mepe y cnyyajy yaeca

6.1. JInuHe NpegoOCTPOXKHOCTU, 3aLUTUTHA ONpemMa U NoCcTynum y cny4ajy ygeca

OnwTa ynyTcTBa
Hucy noTpebHe cneuujanHe mepe.

6.2. MpegoCcTPOXHOCTU KOje ce ogHOCe Ha XXMBOTHY CpeauHy
HemojTe 0o3BonMTY ga aocne y KaHanv3auujy unm Boge.

6.3. Mepe koje Tpe6a npeay3eTu U MaTepuvjan 3a cnpevyaBawe Wupeka U caHaumjy
OcTanu nogaum

nOKyI'IVITVI mMexaHuuyku. NpuxsaheH MaTelejan Tp668 TpeTnpaT npemMma O4JIOMKY O YKnawakwy oTnaaa.

6.4. YnyhuBarwe Ha gpyra nornassba
Be3benHo pykoBawe: BUOETU NOrnaBrbe 7

JInyHa 3awTnTHa onpema: BUAeTH nornaeioe 8
Yknaware: BuaeTtv nornaeoe 13

MOrJIABJbE 7. PykoBame 1 cknaguwTese

7.1. NMpenocTpoXHOCcTU 3a 6€36e4HO PYKOBaH€

YnyTcTBa 3a CUrypHO pyKoBatbe
Hucy notpebHe nocebHe mMepe onpesa.

YnyTcTBa 3a 3alTUTY oA Nnoxapa v eKcnno3suje
Hucy notpebHe nocebHe mepe 3awTuTe oA noxapa.

YnyTtcTBa 3a ONWTY XUrujeHy y UHAYCTpUjn
Hucy notpebHe nocebHe mepe onpesa.

OcTtanu nogauu 3a pykoBawe
Hucy notpebHe nocebHe mepe onpesa.

7.2. YcnoBwu 3a 6e36eQHO cKNnaguliTewe, YKIiby4yyjyhn HeKoMnaTtubunHocTum

3axTeBu y nornefy npocropa 3a cknaguwitTewe 1 nocyaa
Hucy notpebHe nocebHe mepe onpesa.
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YnyTcTBa 3a 3ajeAHUYKO CKNnaauwiTewe
Hucy notpebHe nocebHe mepe onpesa.

MOrTNABJbE 8. KoHTpona n3noxeHocTu 1 IM4Ha 3awTuta

8.1. MapameTpu KOHTPONE U3NOXEHOCTU

8.2. KoHTpona u3noXXeHoCT! U NIYHa 3alTuTa

OproBapajyhu TexHuuku ypehaju 3a ynpasrbame

Hucy notpebHe nocebHe mepe onpesa.
OnwTe Mepe 3awWITUTE U XUTUjeHe

3awTuTa ounjy/nuua
Hucy notpebHe nocebHe mepe onpesa.

3awTuTHe pyke
Kopa pykoBara XeMujCkMm CyncTaHumjama CMejy ce HOCUTM Camo 3alUTUTHE pyKaBuLe Koje LUTUTE Of Xemukanuvja
ca o3Hakom CE ykrbyumBLUM YeTBOpOUudpeHn 6poj. 3awTuTHe pykaBuue of xemukanuja tpeba nsabpatu tako ga
HMXOBa M3paja 3aBMCK Of KOHLEHTpauuje onacHe MaTepuje N 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
Hucy notpebHe nocebHe mepe onpesa.

3awTuTa AucajHux nytesa

Hucy notpebHe nocebHe mepe onpesa.

MOrNABJbE 9. ®u3unyka n xemujcka cBojcTBa

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

ArperaTtHo cTamne: YBpCT
boja:
3anar-1BocT: HWje NpuMeHnBo
PacTteopsbmsocT
Huje ogpeheHo
MpuTtuncak nape: <=1100 hPa
(npn 50 °C)
9.2. OcTtanu nogaum
UHdopmaumje y Be3u ca knacama pM3nMYKMX onacHoOCTH
Tauka camonarbemwa
lac: HVje NpUMEHVBO
Okcmayjyha cBojcTBa
He noactnye BaTtpy.

Opyre 6e36eqHOCHE KapaKTepUCTUKe
Capgpkaj uBpcTor Tena: 0,0%

MOINABJbE 10. CTabMNHOCT U peakKTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBaha 1 cknaguliTera npemMa HaMeHn HeMa onacHMX peakuuja.

10.2. XeMmujcka cTabunHocTt

Mpoussog je ctabunaH y cnyyajy cknaguiTerwa nog HopMarnHoj TemnepaTypu OKOMMHe.

10.3. MoryhHOCT HacTaHka onacHuX peakuuja

Hwucy nosHaTe onacHe peakuuije.
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10.4. YcnoBwu Koje Tpeba nsberasatu
Hema

10.5. HekomnaTuoUNHU MaTepujanu
MHdopmaLmje H1cy JocTynHe.

10.6. OnacHu npousBoAM pasrpagHe
Hucy no3HaTu onacHu NpousBoam pasnaramba.

MOINMABJBE 11. TOKCMKONOLIKM noAauu

11.1. UHdopmaumje o knacama onacHOCTU Kako cy gecdmHucade Ypen6om (E3) 6p. 1272/2008

MOINMABJbE 12. EKOTOKCMKOMNOLUKM noaauu

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

Mpouseopg Huje ncnutax.

12.3. NoTeHuujan 6uoakymynauuje

Mpoussopg Huje ncnutax.

12.4. MOGUNHOCT Y 3eMJLULUTY
Mpoussopg Huje ncnutax.

12.5. Pesyntatu 16T n Bl1BBG npoueHe

Oga cyncraHumja He ucnywaea kputepujyme PBT/vPvB nponvca REACH, aHekc XIlI.
[MponsBopg Huje ncnuTaH.
12.6. Oco6uHe eHOokpuHUX nopemehaja
OBa cyncraHua HeMa CBojcTBa OMeTaka eHAOKPUHOI CUCTEMa KOA OpraHm3ama Koju HUCY LUIbHU.

12.7. Ocrana wreTHa AejcTBa
WHdpopmauuje Hucy goctynHe.

DopaTtHu nogaum
Hemojte no3sonuty ga gocne y kaHanu3aumjy unm soge. Hemojte gonyctutu aa gocne y noanory/3eMrbuiuTe.

MOIrNABJbE 13. Ognaramwe

13.1. MeTtoge TpeTmaHa oTnaga

YnyTtcTBa ya yknawawe cmeha
Yknaware cmeha npema 3aKOHCKMM nponmcuma.

KoHTamunHupaHe ambanaxe
Ca koHTaMuHUpaHUM nakoBakuma Tpeba NnocTynaTi kao ca matepujanom.

MOrNABJbE 14. Nopauu o TpaHcnopTy

TpaHcnopT konHoMm (ADR/RID)

14.1. YH 6poj unu UL 6poj: Hema onacHor matepujana y cMUCIy TPaHCMOPTHUX nponuca.
14.2. YH Ha3uB 3a TepeT y Hema onacHor matepujana y cMucry TpaHCNopTHUX nponuca.
TPaHCNOPTY:
14.3. Knaca onacHoctu y Hema onacHor matepujana y cMucry TpaHCNopTHUX nponuca.
TPaHCNOPTY:
14.4. AMGanaxHa rpyna: Hema onacHor matepujana y cMucry TpaHCMopTHUX nponuca.

14.6. NocebHe NPegOCTPOXHOCTU 332 KOPUCHUKA
WHdopmauuje Hucy goctynHe.
14.7. Nomopcku TpaHcnopT y puHdy3n npema IMO MHCTpyMeHTUMA
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HWje NPUMEHNBO

MOITABIJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3u ca 6e36egHowhy, 3qpaBrbLEM U XKUBOTHOM CpeaUHOM

HaumoHanhu nponucu
Knaca onacHoctu 3a Bogy (D): - - He yrpoxkasa Boay

15.2. NpoueHa 6e36egHOCTU XeMUuKanuje

3a oBaj maTepwujan Huje cnpoBefeHa OLeHa O CUTYPHOCTM CyrncTaHuuje.

MOIrNABJbE 16. Octanu nogauu

MpomeHe
OBaj nucT nogaTaka cagpXv NpomeHe npeTxodHe Bepsuje y oanomumma: 1.

Oarsu nogaum
2272727272 22 22727 222272 22 2227222222272 2227272727272 2 2222272727727 2222222727272 222272 22222272727 22222222
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