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

1.1. UpeHTndmkaumja xemmukanuje
VITA VIONIC VIGO

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

Ynotpe6a matepujana/cmelue
Auxilary for manufacture of dental products

YnoTtpeb6a koja ce He caBeTyje
Hema nogataka Ha pacnonarawy

1.3. Mogauu o cHabgeBayy

Onwc npepnyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuvua: Spitalgasse 3
MecTo: D-79713 Bad Spackingen
MowTaHckm dhax: 1338

D-79704 Bad Spackingen
TenedoH: +49(0)7761-562-0
N-mejn: info@vita-zahnfabrik.com
KoHnTakT ocoba: regulatory affairs
N-mejn: info@vita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopmMauwje: Regulatory Affairs

dak: +49(0)7761-562-299

MOINABJbE 2. UpeHTudMKaLmja onacHOCTH

2.1. Knacudukaumja xemmkanuje
Ypen6om (E3) 6p. 1272/2008

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

2.2. EnemeHTU o6enexaBawa

YnyTcTBO 3a 0O3Ha4YaBawe
medical device
2.3. OcTtane onacHocTu
MHdopmaLmje H1ucy JocTynHe.

MOINABJbE 3. CactaB/llogaum o cactojunma

3.1. Nogaum o cacTojumma cyncraHue

Xemujcko KapaTtepusupare
Mpoussoau oa nnacTtuke

OnacHe maTtepuje

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

MOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

Mocne yancamwa
Hema nogataka Ha pacnonararby
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Y Aoaupy ca KoXom
Hema nogaTaka Ha pacnonarary

HakoH KoHTaKTa ca ounma
Oamax naxrbMBO M TEMETbLHO MCnpaTh TyLWEM 3a 04U U BOAOM.

HakoH rytama
Hema nopataka Ha pacnonarary

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
Hucy notpebHe cneuujanHe mepe.

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 nogaum
Mokynutn mexaHnyku. MNpuxesaheH matepujan Tpeba TpeTupaTy Npema OAJIOMKY O YKnawaky OTnaja.
6.4. YnyhuBawe Ha gpyra nornaberba
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 onpesa.

YnyTcTBa 3a ONwITy XUrnjeHy y mHaycTpuju
Hucy notpebHe nocebHe mepe onpesa.

OcTanu nogaum 3a pykoBawe
Hucy notpebHe nocebHe mepe onpesa.
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7.2. YcnoBwu 3a 6e36eQHO CKNaguliTewe, YKIiby4yjyhn HeKoMnaTtubunHocTum

3axTeBu y norneay nNpocropa 3a CKnaguwTele U nocyaa
Hucy notpebHe nocebHe mepe onpesa.

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

7.3. MNocebHU HaunHU Kopuwhexa

Auxilary for manufacture of dental products

MOTTIABJbE 8. KoHTpona n3noxeHocTu U nM4Ha 3awTura

8.1. MNapameTpu KOHTPONE U3NTOXXEHOCTU

8.2. KoHTpona u3noXXeHoCT! U JINYHa 3alTuTa

OproBapajyhu TexHuuku ypehaju 3a ynpasrbame
Hucy notpebHe nocebHe mepe onpesa.
OnwTe Mepe 3alITUTE U XUTUjeHe
3awTuTa ounjy/nuua
Hucy notpebHe nocebHe mepe onpesa.

3awTuTHe pyke

Kopa pykoBara XemMujckum CyncTaHumjama CMejy ce HOCUTM camo 3alUTUTHE pyKaBuLie 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 N keHe KONMYMHE Kao of cneunduyHmX ycrnosa

pagHor mecTa. [penopyuyyje ce ga ce ca npoussohayem pykasuLa pasjacHy NOCTOjaHOCT XeMUKanuja rope

HaBeJeHMX 3alUTUTHUX pyKaBuLa 3a cneuujanHy npuMeHy.
3awTuTa Tena

Hucy notpebHe nocebHe mepe onpesa.
3awTuTa gucajHuX nyTesa

Hucy notpebHe nocebHe mepe onpesa.

MOrNABJbE 9. ®u3unyka n xemumjcka cBojcTBa

9.1. Mopauym 0 0CHOBHUM PU3NYKMM U XEMU[CKUM CBOjCTBMMA XeMuKanuje

ArperaTtHo cTame€: 4YBpCT
Boja:
PacTBopremBocCT y Boau:

He

MpuTtucak nape: <=1100 hPa

(npn 50 °C)
9.2. OcTtanu nogaum

UHdopmaumje y Be3n ca knacama puM3n4KUX ONacHOCTH
Okcmayjyha cBojcTBa
He noactnye Batpy.

[Opyre 6e36eaHOCHe KapaKTepucTuKe
Cappxaj uBpcTor Tena:

0,0%

MOITIABJbLE 10. CTabuNHOCT U peakTUBHOCT

10.1. PeakTMBHOCT
Kop pykoBama 1 ckrnaguliTera npemMa HaMeHn HeMa onacHUX peakuuja.

10.2. XeMujcka ctabunHocTt

MpousBop je cTabunaH y crnyyajy cknagullTera nos HopMarHoj TEMMNepaTypu OKOSIMHE.
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10.3. MoryhHOCT HacTaHka onacHuX peakuuja

Hwucy nosHaTe onacHe peakuuije.

10.4. YcnoBu Koje Tpe6a nsberaBatu
Hema

10.5. HekomnaTn6unHu matepujanu
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npousBoau pasrpagHe
Hucy nosHaTtu onacHu nponssoam pasnaramba.

MOINABJBE 11. TOKCMKONOLLKK noAaum

11.1. UHdopmaumje o knacama onacHocTn Kako cy necdmHucade Ypenoowm (E3) 6p. 1272/2008

MOINMABJbE 12. EKOTOKCMKOJOLUKM noaauu

12.1. TOKCUYHOCT
Mpoussopg Huje: EKOTOKCUYHO
12.2. [lep3UCTEHTHOCT U pa3rpagiLUBOCT

[Mpoussog Huje ncnutax.

12.3. NMoTeHuujan 6uoakymynauuje
[MponsBopg Huje ncnuTaH.

12.4. MOOGUMIHOCT Y 3eMJbLULLTY
[MponsBopg Huje ncnuTaH.

12.5. Pesyntatu 16T n BlBB npoueHe

Osa cyncraHuuja He ucnyhasa kputepujyme PBT/vPvB nponuca REACH, anekc XIllI.
Mpoussopg Huje ncnutax.
12.6. Oco6uHe eHgokpuHux nopemehaja

OBa cyncraHua HeMa CBOjcTBa OMeTana €HAOKPUHOT CUCTEMa KO OpraHnsama Koju HACY LIMIbHW.
12.7. OcTana wiTeTHa gejcTea
MHdopmaLmje H1ucy JocTynHe.

DopatHm nogaum
Hewmojte go3sonuty ga gocne y kaHanu3sauujy unm soge. Hemojte gonyctuTtu ga gocne y noasnory/3eMmrbuLuTe.

NMOIMMMABJbE 13. Ognaramwe

13.1. MeToge TpeTmMaHa oTnaga

YnyTcTBa ya yknawamwe cmeha
Yknaware cmeha npema 3akoHCKUM nponucuma.

KoHTamuHupaHe ambanaxe
Ca KoHTaMuHMpaHUM nakoBawuma Tpeba nocTynaTi Kao ca maTepujanom.

MOITIABJbE 14. NMopgauu o TpaHCNOPTY

TpaHcnopt konHom (ADR/RID)

14.1. YH 6poj unu UL 6poj: Hema onacHor matepuvjana y cMuUcry TpaHCnopTHUX nponuca.
14.2. YH Ha3uB 3a TepeT y Hema onacHor matepujana y cMucry TpaHCMopTHUX nponuca.
TPaHCNOPTY:
14.3. Knaca onacHocTtu y Hema onacHor matepujana y cMucry TpaHCMoOpTHMX nponuca.
TPaHCNOPTY:
14.4. AMbGanaxHa rpyna: Hema onacHor matepujana y cMucry TpaHCMoOpTHMX nponuca.
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14.6. MocebHe NpeAOCTPOXKHOCTU 32 KOPUCHUKA
MHdopmaLmje H1ucy JocTynHe.

14.7. MoMopcKkn TpaHcnopT y puHdy3u npema IMO nHCTpyMeHTMMA
HWje NpUMeHMBO

MOrNABJbE 15. PerynatopHu nogauu

15.1. Mponucu y Be3u ca 6e36egHowhy, 3qpaB/LEM U XKUBOTHOM CpegUuHOM

HaumoHanHu nponucu
Knaca onacHocTy 3a Bogy (D): - - He yrpoxasa Boay

15.2. NpoueHa 6e36egHOCTU XeMUuKanuje

3a oBaj maTepwujan Huje cnpoBefeHa OLeHa O CUTYPHOCTM CyncTaHuuje.

MOrNABJBE 16. OcTtanu nogauu

MpomeHe
OBaj NuCT nogaTtaka cagpXuv NpoMeHe npeTxodHe Bepauje y oanomumma: 1.

BaxHu nopauum o nutepaTypu U U3BOopM nogaraka
2922272 27 22272 22227 22 22272222222 22722222 2 2222222727 22?22?2227272 22?2772 222222722 2222?2277
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