VITA Zahnfabrik H.Rauter GmbH & Co.KG
Be3begHoOCHM nuct
npema UN-GHS (ST/SG/AC.10/11/Rev.8)

VITA VM 11

[aTtym obpaage: 02.06.2022 LLndppa npounssoga: 103 CtpaHa 1047

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

1.1. UpeHTndmkaumja xemmukanuje
VITA VM 11

CAS 6poj: 65997-18-4

1.2. UpeHTUdMKOBaAHU HaYUHU KopUwhewa XeMUKanuje n HaumMHu Kopuwhewa Koju ce He Npenopyuyjy

Ynortpe6a matepujana/cmelue
YnoTpeba kao nabopartopujckor peareHca

1.3. Nogaum o cHabaeBa4y

Onuc npegyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuvua: Spitalgasse 3
MecTo: D-79713 Bad Sackingen
MowTaHckm dax: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dak: +49(0)7761-562-299
EnekTpoHcky agpecy: info@vita-zahnfabrik.com
KoHTakT ocoba: regulatory affairs
EnekTpoHcky agpecy: info@vita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
O6nact 3a nHdopmMauwje: Regulatory Affairs
1.4 Bpoj TenecdoHa 3a XuTHe +49-(0)761-19240
cnyvajeBe:

HopaTtHa ynyTcTBa
medical device

MOINABJbE 2. UpeHTudMKaLmja onacHOCTH

2.1. Knacudukaumja xemmkanuje

UN-GHS (ST/SG/AC.10/11/Rev.8)
CyncraHuuja Huje knacudumkoBaHa kao onacHa y cmucny ST/SG/AC.10/30/Rev.8 (GHS).

2.2. EnemeHTM oGenexaBaka

2.3. OcTtane onacHocTu
WHdpopmauuje Hucy goctynHe.

MOINABJbE 3. CacrtaB/llogaum o cactojunma

3.1. Mopgauum o cacTojunma cyncraHue

Xemujcko KapaTepusupate

Kepamuka
OnacHe maTtepuje
CAS 6poj Xemujckn Has3vB KonnuuHa
Knacudukaumja (UN-GHS (ST/SG/AC.10/11/Rev.8))
65997-18-4 Frits, chemicals 100 %

MOITIABJBE 4. Mepe npBe nomohu

4.1. Onuc mepa npse nomohu
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Mocne yancamwa
MoTpebaH cBex Basayx.

Y poaupy ca Koxom
Onpatu ca gocta Boge. CKMHYTU CBY KOHTaMUHUPaHy ogjehy 1 onpaTtu npuje NoOHOBHE ynotpebe.

HakoH koHTakTa ca ouuma
Onmax NaXxrbnBO N TEMESbHO ncnpaTtu Tylem 3a oYM Uim BoaoMm.

HakoH rytama
YcTta ogmax ncnpaTtu 1 3aTMM NonuTU NyHO BOAE.

4.2. HajpaxxHWju cMMNTOMMU U eheKTU, aKyTHU U OANOXKEHU
WHdopmauumje Hucy goctynHe.

4.3. XuTHa MmeguumnHcka nomoh u noce6aH TpeTMaH
CvmMmnTOMaTCKM TPETMaH.

MOTTIABJbE 5. Mepe 3a rawewe noxapa

5.1. CpeacTBa 3a rawexe noxapa

OproBapajyha cpeacTtBa 3a raweme
Mpuvnarogntn mepe rawlewa ca OKOSIMHOM.

5.2. Noce6GHe onacHOCTM KOje MOry HacTaTu oA CYncTaHLUM U cMelua
Huje 3anamuBo.

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

[dopaTtHa ynyTcTBa 3a onpemMare TeXHUYKMX NOCTpojera

KoHTaMuHupaHy Boay 3a rallerwe o4BOjeHO cakynutu. HemojTe 4O3BONUTY Aa gocne y kaHanusauujy unv Boay.

MOIrNABJbE 6. Mepe y cnyydajy yaeca

6.1. JIuuHe NpegoOCTPOXKHOCTU, 3aLUTUTHA ONpemMa U NoCTynuu y cny4ajy ygeca
OnuwrTa ynyTcTBa
CnpeunTu pasBoj npawmHe. HeMojTe yaucaTtu npaiumHy.

6.2. MpeaoCcTPOXHOCTU KOje ce ogHOCe Ha XXKMBOTHY CpeauHy
HewmojTe go3sonuty fa gocne y kaHanu3auujy unm soge.

6.3. Mepe koje Tpeba npeay3eTy U maTepujan 3a cnpevaBake WUpewa U caHaumjy

OcTanu nogaum
Mokynutn mexaHunyku. MpuxeBaheH matepujan Tpeba TpeTupaT NnpemMa oaNoMKy O YKnawaky o0Tnaja.

6.4. YnyhuBakwe Ha gpyra nornaBsba
Be3benHo pykoBahe: BUOETU NOrnaerbe 7
JInyHa 3awTnTHa onpema: BUAeTH nornaeioe 8
Yknawawe: Bugetv nornasoe 13

MOrJIABJbE 7. PykoBawe 1 cknaguwtese

7.1. NMpegocTpoXHocTU 3a 6€36e4HO PpyKOBaH€

YnyTcTBa 3a CUrypHO pyKoBaHwe
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3alWITUTY oA noxapa v ekcnsosmje
Hucy notpebHe nocebHe mepe 3awTnTe of noxapa.
YnyTcTBa 3a ONWTY XUrujeHy y UHAYCTpUju
CkuHyTU KOHTamMmuHUpaHy oajehy. OnpaTu pyke npe nayse v npuv Kpajy paga. Ha pagHom mecTy HeMojTe jecTu,
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nnuTn, NyWwnTn, WIMpUaTn.

7.2. YcnoBwu 3a 6e36eQHO CKNaguliTewe, YKIiby4yjyhn HeKoMnaTtubunHocTum

3axTeBu y norneay nNpocropa 3a CKnaguwTele U nocyaa
[pxaTtun KoHTejHep [OOPO 3aTBOPEH.

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

MO JIABJbE 8. KoHTpona nanoxeHocTu u NnYHa 3awTuTa

8.1. MapameTpu KOHTPONE U3NOXEHOCTU

8.2. KoHTpona u3noXXeHoOCTU U NINYHA 3aLUTUTA

OnwTe Mepe 3alITUTE U XUTUjeHe

3awTuTa oumjy/nuua
HocuTu 3aWwTuTHY 3a o4n/3awTUTy 3a nuue.

3awTuTHe pyke
Kop pykoBama XeMWjCKUM cyrncTaHuujama cMejy ce HOCUTU caMo 3alUTUTHE pyKaBuLe Koje LUTUTe O XeMukanuja
ca o3HakoMm CE ykrbyumBLUM YeTBOpoUudpeHn 6poj. 3awTuTHe pykaBule of xeMukanuja tpeba nsabpatu t1ako ga
HMX0Ba M3paga 3aBUCK Of, KOHLEHTpaLuje onacHe maTepuje 1 ieHe KONMnYnHe Kao of cneumdunyHnx ycrosa
pagHor mecTa. [penopydyyje ce Aa ce ca npoussohayem pykasuLa pasjacH/ NOCTOjaHOCT XeMukarnuja rope
HaBe[eHVX 3aWTUTHUX pykaBuua 3a cneumnjanHy npumeHy. NBR (Hutpunhu kay4dyk) MpenopyyeHe 3awwitntHe
pykaBuue KCL Dermatril P

3awTuTa Tena
MpumeHa 3awTnTHE oaehe.

3awTunTa AncajHux nytesa

MoGpuHYTK ce 3a afileKBATHO NPOBETPABak-E U NMYHKTYarHO ycucaBake Ha KPUTUYHUM Tadkama. TeXHUYKO
npoBeTpaBare pagHor Mecrta

MOINABJbE 9. ®u3nyka n xemujcka cBojcTBa

9.1. Nogaum o oCHOBHUM (hU3NYKMM U XEMU[CKMM CBOjCTBUMA XeMukanuje

ArperaTtHo cTame: 4YBpCT
boja:
Mwupuc: 22?0?07
NMpomeHe cTamwa
Tadyka Tonsbewa / Tayka 3amp3aBatba: Huje oapeheHo
Tauyka Krbyyara Unm noyeTHa Tayka Huje ogpeheHo
Krby4arsa 1 Orcer Kibyyara:
Tauka narbema: HUje NpUMeHnBO
3anamuBocT
LiBpcT/TeyHo: Huje ogpeheHo
lac: HWje NPUMEHUBO

Exkcnno3uBHa cBojcTBa
Mpoussopg Huje: Eknno3usHO.

[ora rpaHuua ekcnno3nBHOCTMU: Huje ogpefheHo
["opH-a rpaHmua ekcnno3vBHOCTU: Huje ogpeheHo
Tayka camonarbemwa
YspcrTo: Huje oapeheHo
lac: HUje NpUMeHnBO
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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)

lNyctunHa: 2,50000 g/cm?
PenatuBHa ryctuHa napa: Huje oapeheHo

9.2. OcTtanu nogaum

WHdopmaumje y Be3u ca knacama pM3mMyYKux onacHocTH

Okcumayjyha cBojctBa
He nogctnye Batpy.

Opyre 6e36egHOCHe KapaKTepPUCTUKe
Capgpxkaj uBpcTor Tena: 0,0 %
WcnapreusocT: Huje ogpefheHo

MOINABJbE 10. CTabMnHOCT U peakTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBama 1 cknaguiiTera npeMa HamMeHn HemMa OnacHUX peakuuja.

10.2. Xemujcka ctabunHocTt

Mpouseop je ctabunaH y criyyajy cknaguwiTera nog HoOpMarnHoj TemnepaTypy OKONMHe.

10.3. MoryhHOCT HacTaHKa onacHUX peakuuja

Hucy nosHaTte onacHe peakuuje.

10.4. YcnoBwu Koje Tpeba nsberasatu
Hema

10.5. HekomnaTuoUNHU MaTepujanu
WHdopmauuje Hucy goctynHe.

10.6. OnacHu npou3BoAM pasrpagHe
Hucy no3HaTu onacHu npousBoam pasnaramba.

MOINABJBE 11. TOKCMKONOLIKM noAauu

11.1. UHdopmaumje o knacama onacHOCTU Kako cy gecdmHucade Ypeg6om (E3) 6p. 1272/2008

AKyTHa TOKCMYHOCT

Kputepujymm 3a knacudmkaumjy 3a oBy Krnacy OnacHOCTM He OAroBapajy AeuHULMju.
MpuTaTMBHOCT M KOPO3MBHOCT

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

Kputepujymmn 3a knacudurkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeUHULnjU.
KapuunHoreHocT, MyTareHoCT 1 TOKCU4HOCT MO penpoaykKuujy

Kputepujymun 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnju.
CneundmyHa TOKCUYHOCT LMILHOT OpraHa Kop jeAHOKpaTHOr usnarawa

Kputepujymmn 3a knacudumkaumjy 3a oBy Knacy onacHOCTV He oAroBapajy AeUHULMjM.
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CneundmryHa TOKCUYHOCT LIMFBHOT OpraHa Koj, NOHOBILEHOT U3narakba
Kputepujymu 3a knacudumkaumjy 3a oBy Knacy onacHOCTU He oarosapajy AeduHULnjM.
OnacHocT og acnupauuje
Kputepujymm 3a knacudumkaumjy 3a oBy Krnacy onacHOCTM He oarosapajy AeUHULnju.

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

MOINABJbE 12. EKOTOKCMKOJOLUKM noaauu

12.1. ToKCUYHOCT
Mpoussopg Huje: EKOTOKCUYHO.

12.2. [lep3UCTEHTHOCT U pa3rpagiLUBOCT
[Mpoussopg Huje ucnutax.

12.3. NMoTeHuujan 6uoakymynauuje
[MponsBopg Huje ncnuTaH.

12.4. MOGUNHOCT Y 3eMJbLULUTY

[MponsBopg Huje ncnuTaH.
12.6. OcobuHe eHAOKPUHUX Nopemehaja

OBa cyncraHua HeMa CBOjCTBa OMeTaka EHAOKPUMHOI CUCTEMA KOA OpraHm3ama Koju HUCY LIUIbHU.
12.7. OcTana wTeTHa gejcTBa

WHdopmaLmje H1cy JocTynHe.

OoaaTHu nogaumn
M36jeraBaTv UCnyLUTarE Y XKUBOTHY CpeauHy.

NMOIMMMABJbE 13. Ognarame

13.1. MeToge TpeTmMaHa oTnaga

YnyTtcTBa ya yknawamwe cmeha
HemojTe go3sonuty ga gocne y kaHanusauujy unm soge. Yknawarwe cMeha npema 3akoHCKUM nponucuma.
LUndppe otnaga/onucn otnaga npema EKO (EWC)/AVV

KoHTamuHmupaHe ambanaxe
OnpaTtu ca gocta Boge. MNoTnyHo npa3Ha nakoBaka MOry ce ofHeTU Ha peunknupatrse. Lndpe otnaga/onucu
oTtnaga npema EKO (EWC)/AVV

MOrNABJbE 14. NMopgauu o TpaHcNopTy

TpaHcnopT y mopckom cao6pahajy (IMDG)
14.1. YH 6poj unu 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:
14.3. Knaca onacHocTtu y No dangerous good in sense of this transport regulation.

TpaHCNopTy:

14.4. AMGanaxHa rpyna: No dangerous good in sense of this transport regulation.
BaspywHu TpaHcnopt (ICAO-TI/IATA-DGR)

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.

TpPaHCNOPTY:
14.3. Knaca onacHocTtu y No dangerous good in sense of this transport regulation.

TPaHCNOPTY:
14.4. AMGanaxHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHOCT NO XWBOTHY CpeauHY
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OINNACHO 3A >XNBOTHY CPEONHY: He
14.6. MNoceb6He NpenOCTPOXKHOCTU 38 KOPUCHMKA
MHdopmaLmje H1ucy JocTynHe.
14.7. MoMopcKku TpaHcnopT y puHdy3u npema IMO nHCTpyMeHTMMA
HWje NpUMerMBO

MOrNABJbE 15. PerynatopHu nogauu

HauunoHanHu nponucu

MOINABJBE 16. OcTtanu nogauu

CkpaheHuue n akpoHUMM
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%
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 akpoHuMmn Buam cnucak nog;: http://abk.esdscom.eu

Oarbn nogaun
Mopauu ce TeMerbe Ha AaHallkeM CTakwy HaLLUX 3HaHa, Koje He NpeAcTaBrbajy rapaHuujy kapatepuctuka
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NPOM3BOAA U He YTEeMerbyjy HMKakaB yroBOPHM npaBHu ogHoc. MNocTojehn 3akoHn n ogpeabe Mopajy of cTpaHe
npumaoua Halimx Npous3eoda Aa ce nowTyjy Ha BNacTUTy o4roBOPHOCT.
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