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

1.1. UpeHTndmkaumja xemmukanuje
VITA AMBRIA

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

Ynotpe6a matepujana/cmelue
Auxilary for manufacture of dental products

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

HopatHa ynyTtcTBa
medical device

MOINABJbE 2. UpeHTudunKaLmja onacHOCTH

2.1. Knacudukaumja xemmkanuje

UN-GHS (ST/SG/AC.10/11/Rev.9)
MewwaBuHa Huje knacudgukoBaHa kao onacHa y cmucny ST/SG/AC.10/30/Rev.9 (GHS).

2.2. EnemeHTM oGenexaBaka

2.3. OcTtane onacHocTu
WHdopmauuje Hucy goctynHe.

MOINABJbBE 3. CactaB/llogaum o cactojunma

3.2. Nogaum o cacTojumma cmelue

Xemujcko kapaTepusnpame
KameH, runc, uemeHT, Nnpon3Boan oA CTakna u Kepamuke

MOrNABJbE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu

Mocne yancamwa

MoTtpebaH cBex Basayx.
Y pogupy ca Koxom

OnpaTtu ca gocta Boge. CKMHYTH CBY KOHTaMUHUpaHy ofjehy 1 onpaTtu npuje NoHoBHe ynotpebe.
HakoH KOoHTakTa ca ouuma

Oamax naxrbMBO M TEMETbHO MCnpaTh TyLWEM 3a 04U UM BOAOM.

HakoH rytama
YcTta ogmax ncnpatu 1 3aTMMm NonuMTU NyHO BOAE.
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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.

MOIrNMABJbBE 6. Mepe y cnyuajy yaeca

6.1. JIuuHe NpegoOCTPOXHOCTU, 3aLUTUTHA ONpemMa U NoCTynum y cny4ajy ygeca
OnuwrTa ynyTcTBa
CnpeunTu pasBoj npawvHe. HeMojTe yamcaTtu npaiumHy.

6.2. MpeaoCTPOXHOCTU KOje ce ogHOCe Ha XXKMBOTHY CpeauHy

Hucy notpebHe nocebHe Mepe 3alUTUTE YOBEKOBE OKOMMHE. TeMerbHO onpaTu 3anprbaHe npeamere 1 NoBpLUvHe

y3umMajyh y 063up nponuce o HOBEKOBOj OKOSTUHU.
6.3. Mepe koje Tpe6a npeay3eTu U MaTepuvjan 3a cnpevyaBawe Wupeka U caHaumjy

OcTanu nogaum
Mokynutn mexaHunyku. MNMpuxeBaheH matepujan Tpeba TpeTupaTt Nnpema oANI0MKy O YKnawaky o0Tnaaa.

6.4. YnyhuBakwe Ha gpyra nornaBsba
Be3benHo pykoBawe: BUAETU NOrnaerbe 7
JInyHa 3awTnTHa onpema: BUAeTH nornaeroe 8
Yknaware: BuageTtv nornasoe 13

MOIJIABJbE 7. PykoBawe 1 cknaguwtese

7.1. NpegocTpoXHOCTU 3a 6€36eQHO PYKOBaH€

YnyTcTBa 3a CUrypHO pyKoBatbe
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3alITUTY oA Nnoxapa v ekcnrnosuje
Hucy notpebHe nocebHe mepe 3awTnTe oA noxapa.
YnyTtcTBa 3a ONWTY XUrujeHy y UHAYCTpUju
CkuHyTun kKOHTamHupaHy oajehy. OnpaTn pyke npe nayse u npv Kpajy paga. Hemojte ject n nutmn 3a Bpeme
paga.
7.2. YcnoBwu 3a 6e36e4HO cknaguitewe, YKiby4vyjyhu HekomnatubunHocTu

3axTeBM y norneay Nnpocropa 3a CKnaguwTewe U nocyaa
[pxaTtun KoHTejHep OOPO 3aTBOPEH.

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

MOrNABJbE 8. KoHTpona nsnoxeHocTu 1 fIMYHa 3awTuta

8.1. MapameTpu KOHTPONE U3NOXEHOCTU
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8.2. KoHTpona u3noXxeHoCT! U NINYHa 3alTuTa

Oprosapajyhu TexHuuku ypehaju 3a ynpasrbame
Ogaj npouseopg He Tpeba Aa ce KOpUCTU NpPU HEAOBOIbLHO)j MPOBETPEHOCTH.
OnuwTe Mepe 3alITUTE U XUTUjeHe

3awTuTa ounjy/nuua
HocuTwn 3awTuTHY 3a o4m/3awwTuTy 3a nuue.

3awTuTHe pyke
Kop pykoBama XeMujcknM cyrncTtaHuujama cMejy ce HOCUTM caMo 3allTUTHE pyKaBuLe Koje LUTUTe 04 XeMukanuja
ca o3HakoM CE ykrbyumBLuM YeTBOpOUMdpeHn 6poj. 3aluTuTtHe pykaBuLe of xemukanuvja Tpeba nsabpartu Tako aa
HMXO0Ba M3paga 3aBUCK Of KOHLIeHTpaLuje onacHe maTepuje 1 keHe KONMYnHE Kao of cneumdunyHnx ycrnosa
pagHor mecTa. [1penopyuyje ce ga ce ca npoussohayem pykasuLa pasjacHuM NOCTOjaHOCT XeMuKanuja rope
HaBeJeHWX 3alUTUTHUX pyKaBuua 3a cneuujanHy npuMeHy.

3awTuTa Tena
Mpunukom paga HocuTu oarosapajyhy 3awTuTHy oaehy.

3awTuTa AMcajHux nyTeBa

MoGpuHYTK ce 3a afeKkBaTHO NPOBETPaBak-e Y MYHKTYanHo ycucaBake Ha KpUTUYHUM Tadkama. OBaj npoussog
He Tpeba ga ce KOpUCTU NpU HeAOBOIBHOj MPOBETPEHOCTY.

MOITABJBE 9. ®u3nyka un xemujcka cBojcTBa

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

ArperaTtHo cTame: yBpCT
Boja: nonynpo3pa4vyHo
Mwupuc: 6e3 mupuca
Tadka Tonsbewa / Tayka 3amp3aBatba: Huje oapeheHo
Tauka krbyyarba Unu nodeTHa Tadka HWje NpUMeHnBO
KIbyyarsa 1 Oncer Kibyyara:
3anarbmBocCT: Huje ogpeheHo
HUje NpUMeHMBO
[ora rpaHuua ekcnno3nBHOCTMK: Huje oapeheHo
["OpHea rpaHuLa ekcrnno3MBHOCTH: Huje ogpeheHo
Tauka narbema: HWje NpuMeHnBo
TemnepaTypa pasnarama: Huje ogpeheHo
pH: Huje ogpeheHo
PacTtBopremBocCT y Boau: He
PacTtBoprbmBocT
Huje ogpeheHo
KoeduumjeHT pasaBajara Huje ogpefheHo
n-oKkTaHon/soaa:
MpuTtucak nape: <=1100 hPa
(npn 50 °C)
lyctuHa: 2,6000 g/cm?
PenatueHa ryctuHa napa: Huje ogpefheHo
9.2. Octanu nogaum
UHdopmaumje y Be3u ca knacama pmM3nYKMX onacHoOCTH
Tauka camonaroemwa
YspcrTo: Huje ogpeheHo
lac: HUje NpUMeHMBO

Okcumayjyha cBojcTBa
He nogcTtuye Batpy.
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LOpyre 6e36eaHOCHe KapaKTepucTuke
WcnapsreuBocT: Huje ogpeheHo
Cappkaj uBpcTor Tena: 100 %

MOIMABJBE 10. CTabUnHOCT U peakTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBama 1 cknaguliTera npeMa HaMeHU Hema onacHuX peakuuja.

10.2. Xemujcka cTabunHocTt

Mpownssog je ctabunaH y cnyyajy cknaguliTera nogd HopMarnHoj TemnepaTypy OKOMNMHE.

10.3. MoryhHOCT HacTaHka onacHux peakuuja

Hwucy nosHaTe onacHe peakuuije.

10.4. YcnoBu Koje Tpeb6a nsberaBatu
Hema

10.5. HekomnaTuGuNHU MmaTepujanu
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npousBoau pasrpagHe
Hucy no3HaTu onacHu nponssBoam pasnaramba.

MOINABJbBE 11. TOKCMKONOLLUKM noAaum

11.1. NMNopgaum o Tokcn4Hum ecbekTuma

AKyTHa TOKCMYHOCT

Kputepujymum 3a knacudumkaumjy 3a oBy Knacy onacHOCTV He oarosapajy AeUHULnjI.
ATEmix nspauyHar

ATE (opanHo) > 5000 mg/kg; ATE (aepmatonowku) > 5000 mg/kg; ATE (nHxanaumjckv napy) > 50 mg/l; ATE

(vHxanauujckm npawwuHa/marna) > 12.5 mg/l
MpuTaTMBHOCT M KOPO3MBHOCT

Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
CeH3ubunusauyuja

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AedUHULNjM.
KapuuHoreHocT, MyTareHoCT 1 TOKCU4HOCT MO penpoaykKLuujy

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AedUHULnjM.
CneuundmryHa TOKCUYHOCT LITBLHOT opraHa Koj, jeAHOKpaTHOr nanarawa

Kputepujymun 3a knacudmkaumjy 3a OBy Krnacy onacHOCT/ He OAroBapajy AeUHULMju.
CneundmryHa TOKCUYHOCT LMIBHOI OpraHa Ko NOHOBILEHOr u3naratba

Kputepujymu 3a knacudurkaumjy 3a oBy knacy onacHOCTU He oarosapajy AeduHULnju.
OnacHocT o4 acnupaumje

Kputepujymmn 3a knacudurkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
OcTanu nogaum o npoBepama

CynctaHuuja Huje knacudpmkoBaHa kao onacHa y cmucny nponuca (E3) 6p. 1272/2008 [CLP].

MOINABJbE 12. EKOTOKCMKOJMOLUKM noaauu

12.1. TOKCUYHOCT
Mpoussopg Huje: EKoTOKCUYHO.
12.2. Nep3nCTEHTHOCT U pa3rpag/bLUBOCT

[MponsBog Huje ncnuTaH.

12.3. NMoTeHuujan 6uoakymynauuje

PeBusuja 6poj: 5 - 3amemnyje Bepanjy: 4 sr Oatym wramnawa: 18.10.2023




VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

Be3begHOCHU nNucT

npema UN-GHS (ST/SG/AC.10/11/Rev.9)

[aTtym obpage: 18.10.2023

VITA AMBRIA
LLnchpa npounssoga: 321

CtpaHa 5 on 6

[MponsBog HKuje ncnuTaH.

12.4. MOGUNHOCT y 3eMILULLTY
[MponsBog HKuje ncnuTaH.

12.6. OcobuHe eHAOKPUHUX Nopemehaja

OBaj Npon3Boa He cafpXku CyMNcTaHLy koja MMa CBOjcTBa OMeTaHa eHOOKPUHOT CUCTEMA Kof OpraHmM3ama Koju
HUCY LWUIbHM jep HWjeiHa KOMMOHEHTa He UCTNyHaBa KpuTepujyme.

12.7. Ocrana wreTHa AejcTBa
MHdopmaumje HUCY OOCTYMNHeE.

OoaaTHu nogaun

W3GjeraBaTu ucnyLuTame y KUBOTHY CPEAVHY.

NMOIMMMABJbE 13. Ognarame

13.1. MeToge TpeTMaHa oTnaga

YnyTtcTBa ya yknawamwe cmeha

Yknawarwe cmeha npema 3akoHCKMM nponmMcuma.

KoHTamuHupaHe ambanaxe

MoTnyHO npasHa nakoBaka MOry Ce OAHETU Ha pPeLuKImpame.

MOrNABJbE 14. NMopgauu o TpaHCcNopTy

TpaHcnopT y Mmopckom cao6pahajy (IMDG)

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

14.3. Knaca onacHoctu y
TpaHCNopTy:

14.4. AMGanaxHa rpyna:

BaspywHu TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. YH 6poj unu UL 6poj:
14.2. YH Ha3uB 3a TepeTy
TPaHCNOPTY:

14.3. Knaca onacHoctu y

TPaHCNOPTYy:
14.4. AMb6anaxHa 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.

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.

14.5. OnacHOCT NO XWBOTHY CpeauHY
OMNACHO 3A XNBOTHY CPEONHY:

He

14.6. NoceGHe NPefOCTPOXHOCTU 332 KOPUCHUKA

MHdopmaLmje H1ucy JocTynHe.

14.7. Nomopcku TpaHcnopT y puHdysn npema IMO MHCTpyMeHTUMA

HWje NpUMeHMBO

MOrNABJbE 15. PerynatopHu nogauu

HauunoHanHm nponucu

MOINABJBE 16. OcTtanu nogauu

MpomeHe

OBaj NnuCT nogaTtaka cagpXu NpoMeHe npeTxodHe Bepauje y oanomumma: 1,3,9.
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CkpaheHuue n akpoHUMM
ADR: Accord europmen 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%

Oarsu nogaum
Mopaum ce Temerbe Ha AaHallbeM CTakby HalLUX 3Haha, Koje He NpeacTaBrbajy rapaHumjy kapaTepuctuka

NPOM3BOAA U HEe YTEeMerbyjy HMKakaB yroBOPHM npaBHu ogHoc. MNocTojehn 3akoHn n ogpeade Mopajy of cTpaHe
npvMaoua Halmx Npou3Boaa Aa ce MoLwTyjy Ha BNacTUTy OArOBOPHOCT.

(Modauyu onacHux cadpxaHux Mamepuja nomu4y u3 0omu4HUX Mocredre saxehux cue2ypHOCHUX lucmosa
npeducriopy4uoua.)
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