VITA Zahnfabrik H.Rauter GmbH & Co.KG
Be3beaHoCHU nuct
npema Cnyx6eHu rmacHuk PC 11/24

VITA LUMEX UNIQUE LIQUID
[atym obpapge: 05.06.2025 LLndpa nponssoga: 3152 CtpaHa 1047

Mornaemse 1. UaeHTUdMKaumja xemmKanuje n npuBpeaHoOr ApywTBa/ npeay3eTHUKa

1.1. UneHTndomkarop nponssoaa
VITA LUMEX UNIQUE LIQUID

1.2. UgeHTdMKOBaHU Ha4yMHU Kopuwhewa xemukanuvje n HaYMHU kopuwhetwa Koju ce He Npenopy.yjy

YnoTtpe6a matepujana/cmeLue
Ynotpeba kao nabopatopujckor peareHca

1.3. Nogaumn o cHabgeBayy 6e36eQHOCHOr NUCTa

Wwme npepnyseha: VITA Zahnfabrik H.Rauter GmbH & Co.KG

Ynvua: Spitalgasse 3

Mecro: D-79713 Bad Sackingen

TenecdoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
N-mejn: info@vita-zahnfabrik.com

KoHTakT ocoba: regulatory affairs

N-mejn: info@vita-zahnfabrik.com

MHTepHeT: www.vita-zahnfabrik.com

O6nacT 3a uHdopmaumje: Regulatory Affairs

HdopnaTtHa ynyTcTBa
medical device

MornaBrse 2. UaeHTUdUKaumja onacHocTH

2.1. Knacudmkaumja xemmukanuje

Ypen6om (E3) 6p. 1272/2008
Cwmelua Huje knacudmkoBaHa Kkao onacHa y cmucny Ypegbom (E3) 6p. 1272/2008 [CLP].

2.2. EneMmeHTn obenexaBata

2.3. OcTtane onacHocT!
MHdopmaLmje H1UCy JoCTymnHe.

Mornaerse 3. Cactas/ Noaauu o cactojunma

3.2. Mogauum o cacTojumma cmeLle

Xemujcko kapaTepusnpame
Kepamuka

PeneBaHTHM cacTojumn

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

MornaBrse 4. Mepe npBe nomohu

4.1. Onuc Mepa npee nomohu

Mocne yaucawa

MoTpebaH cBex Basayx.
Y noaunpy ca Koxom

Onpartu ca gocra Boge. CKnMHyTM CBY KOHTaMMHUpaHy ogjehy n onpartu npuje NnoHoBHe ynotpebe.
HakoH KoHTaKTa ca ounma

Opnmax naxreuBO U TEMErbHO UcMpaTh TyLLEM 3a 04U UM BOAOM.

HakoH rytama
YcTta ogmax ucnpatu 1 3aTum nonuTu NyHo BoAe.
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4.2. HajsaxHuju cuMmnToMu N edpekTn, akyTHU U OANOXKEHU
WHdopMaumje HUCYy OOCTYMNHe.

4.3. HazHayaBah-€ NoTpe6GHe XUTHe MegMUUHCKe NoMohu U NnoceGHOr TpeTmMaHa
CumnTOMaTCKM TpETMaH.

Mornaerbe 5. Mepe 3a rawewe noxapa

5.1. CpeacTBa 3a rawewe noxapa

OproBapajyha cpeactBa 3a rawewe
MpunaroguTh Mepe rallera ca OKONMHOM.

5.2. MoceGHe ONAcHOCTU KOje NOTUYY of CYNCTaHLe Uin cmeLle
Hwuje 3anarbmeo.

5.3. CaBer 3a BaTporacue
Y cnyyajy noxapa: Ynotpebutu anapart 3a 3awTuTy AUCajHMX NyTeBa KOju He 3aBMUCK 0f OKOMHOr Basgyxa.

[opnaTtHa ynyTcTBa 3a onpemame TEXHUYKUX NOCTPojerba
KoHTamuHupaHy Bofy 3a rawiere ogBojeHO cakynuTu. HemojTe 4O3BONUTM Aa Aocne Yy KaHanusauujy unm soay.

Mornaerbe 6. Mepe y cnyuyajy cnyvajHor ucnywrasa

6.2. MpegocTPOXHOCTU 33 XKUBOTHY CpeguHy
HemojTe no3BONMTU Aa Aocne y KaHanusauujy unv Boge.

6.3. MeToge u MmaTtepujanu 3a orpaHMyaBase 1 Ymwhemwe

OcTanu nogauu
Mokynutn mexaHndku. MNpuxeaheH maTtepujan Tpeba TpeTMpaTn NpeMa OATOMKY O yKNnakaky oTnazga.

6.4. YnyhuBaw-e Ha gpyra nornaesba
Be3benHo pykoBawe: BUOETM HACNoB 7
JInyHa 3awTnTHa onpema: BMOETM HacnoB 8
Yknawan€e: BuaetTn Hacnos 13

lNMornaBrse 7. PykoBawe U CKnagvwTewe

7.1. MpenocTpoXHOCTN 3a 6e30e4HO pyKOBaH-€

YnyTcTBa 3a CUrypHoO pykoBake
Hucy notpebHe nocebHe mepe onpesa.

YnyTcTBa 3a 3aliTUTY Of noXxapa u ekcnnosmje
Hucy notpebHe nocebHe Mepe 3alLTWUTe oA Noxapa.

YnyTcTBa O ONwTOj XUrnjeHn Ha pagHOM MecTy
CkuHyTn KOHTamMuHUpaHy ogjehy. OnpaTu pyke npe nayse v npu kpajy paga. Ha pagHoM MecTy HemojTe jecTu,
nUTW, NYLWATK, LWIMpLATK.

7.2. YcnoBu 3a 6e36egHO cknaguiuTeHwe, YKIiby4yjyhu HekoMnaTtuomnHocTu

3axTeBu y nornegy npocropa 3a cKknaguwTexwe U nocyaa
[pxaTtun koHTejHep [o6po 3aTBOPEH.

YnyTcTBa 3a 3ajeAHMYKO CKNnaguliTeHe
Hucy notpebHe nocebHe mepe onpesa.

7.3. CneundnyHe Kpajwe ynorpebe

Ynotpeba kao naGopaTtopujckor peareHca

Mornaerse 8. KoHTpona usnoxeHocTu/ NMYHa 3awTUTa

8.1. KoHTponHu napameTpu
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8.2. KoHTpona n3noxeHocTu

Mepama unHouBuayanHe 3awTute, Kao WTO je JINYHA 3alUTUTHa onpema

3awTuty ounjy/nuua
HocuTwn 3awTuTHY 3a o4n/3awTuTy 3a nuue.

3awTuTy KoXe pyKy
Kog pykoBama XxeMmnjckMm cyncraHuujama cMejy ce HOCUTU camo 3alLTUTHE pyKaBuLie Koje LITUTe o4 XeMukanvja
ca o3HakoM CE ykrbyumBLum YeTBopoumdpeHn 6poj. @ONBR (HutpunHm kayuyk) 02.B008235 MNpenopyu4yje ce aa
ce ca npousBohayem pykaBuLa pasjacH1 NOCTOjaHOCT XeMuKanuja rope HaBeAeHMX 3alTUTHUX pykasuLla 3a
cneumjanHy npumeHy. MNpenopyyeHe 3awTtutHe pykasuue KCL Dermatril P

3awTuTy Koxe Apyrux aenosa tena
Ynotpeba 3awTuTHOr NnpemMasa.
3awTuTy AMcajHMxX opraHa

|_|06pVIHYTVI Ce 3a afleKkBaTHO NpoBeTpaBake M MyHKTyanHO ycucaBake Ha KpUTUYHUM Tadkama. TEXHUYKO
nposeTpaBake pagHor Mecta

MornaBrbe 9. Pusnyka n xemmjcka cBojcTBa

9.1. Mogaum o oCHOBHUM (hU3UYKMM U XEMUjCKUM CBOjCTBMMA

DU3NYKO CTame:

Boja:
Mwupuc: 6e3 mupuca
Tauka Tonrbera / Tauka MpXKHehba: Huje ogpeheHo
Tauka kIby4ara Unm novYeTHa Tadka X
Krby4arsa 1 OMcer Kibydara:
3anaruneocT: Huje oapeheHo
HWje NpUMeHMBO
[ora rpaHuua ekcnio3nBHOCTH: Huje ogpeheHo
lopHsa rpaHnLa eKCrnno3nBHOCTY: Huje ogpeheHo
Tadyka nar-ema: 115 °C
TemnepaTtypa pacnagama: Huje ogpeheHo
pH: 8-9
PacTtBoprsvBocT y Boau: He
PacTBoprsuBocCT y Apyrum pacteapaymma
Huje ogpeheHo
KoeduumjeHT pacnogene y cuctremy Huje ogpeheHo
n-okTaHon/soja:
HanoH nape: <=1100 hPa
(npn 50 °C)
lyctuHa: 2,40000 g/cm®
PenatuBHa ryctuHa nape: Huje oapeheHo
9.2. OcTtanu nogaum
Mopauu y Be3n ca knacama pmM3nyke onacHoOCTn
EkcnnosunBHa cBojcTBa
Mpoussog Huje: EknnoaneHo.
Temnepatypa camonarbewa
YspcrTo: Huje oapeheHo
Mac: HWje NpUMeHVBO

Okcuayjyha cBojctBa
He nopctuue Batpy.

Opyre 6e36egHOCHe KapaKkTepucTuke
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WcnapreuBocT: Huje oapeheHo
Cappxaj uBpcTor Tena: 100,0 %

MornaBmse 10. CTaGUIIHOCT U peakKTUBHOCT

10.1. PeakTuBHOCT
Kop pykoBama 1 cknaguiTerna npema HaMeHn Hema OnacHux peakuuja.

10.2. Xemujcka ctabunHocTt

Mpownseog je cTabunaH y crnyyajy cknagviiTera nof HopMarHoj TeMnepaTtypu OKONUHe.

10.3. MoryhHOCT onacHux peakuuja

Hucy nosHaTe onacHe peakuuje.

10.4. YcnoBu Koje Tpe6a nsberasatu
Hema

10.5. HekomnaTM6UNHKM MaTepujanm
MHdopmaLmje H1ucy JocTynHe.

10.6. OnacHu npou3BoAun pasrpagwe
Hwvcy no3HaTv onacHy Npov3BOAM pasnarama.

MornaBrse 11. TOKCUMKONOLLKK nogauun

11.1. MNogaum y Be3n ca knacama onacHoOCTH No 3apaBsbe Koje cy yrBpheHe nponucom kojum ce ypehyje
knacudmkaumja, nakoBake U obenexaBake XeMUKanmja

AKyTHa TOKCUYHOCT
Ha ocHoBy JOCTYNHMX nodaTtaka, Kputepujymu 3a krnacudumkaumjy HUCY UCTYHEHN.

ATEmix nspauyHar
ATE (opanHo) > 2000 mg/kg; ATE (aepmatonowukn) > 2000 mg/kg; ATE (mHxanaumjckm napy) > 20 mg/l; ATE
(nHxanauwmjckun npawunHa/marna) > 5 mg/l

UpuTaTMBHOCT N KOPO3UBHOCT
Koposuja koxe/uputaumja koxxe: Ha ocHOBy JOCTYMNHMX NodaTaka, Kputepujymu 3a knacudukaumjy Hucy
UCTYH-EHW.
Tewko owTeherwe oka/mpuTaumja oka: Ha oCHOBY AOCTYNHMX nNofgaTaka, KpuTepujymn 3a knacudukauumjy Hucy
UCTYH-EHW.

CeH3ubunusauuja
Ha ocHoBy OOCTYNHMX nNogartaka, Kputepujymu 3a knacudmkaumjy HUCY UCNYHEHU.

KapuuHoreHocT, MyTareHOCT ¥ TOKCMYHOCT NO penpoAyKuujy
MyTareHocT repmuHaTmBHuX henvja: Ha ocHOBY AOCTYyNHMX nogaTaka, Kputepujymn 3a knacudukaumjy Hucy
ncnyHeHw.
KapumHoreHocT: Ha ocHOBY AOCTYMHWUX nogaTaka, KpUtepujymm 3a knacudpukaumjy HACY UCNyHsEHW.
TokcunyHOCT Mo penpoaykumjy: Ha ocHOBY AOCTYMHMX nodataka, KpUTepujyMmu 3a knacudukaumjy HUCY UCNYHEHW.
CneuunduryHa TOKCUYHOCT LIUILHOI OpraHa Ko, jeAHOKpaTHOr u3narawa
Ha ocHoBy 4OCTYNHMX nogaraka, Kputepujymu 3a knacudumkaumjy HUCY UCNyHEHW.
CneundmryHa TOKCUYHOCT LIUSLHOT OpraHa Kof, NOHOBILEHOT u3narakba
Ha ocHoBy AOCTYNHMX nogaTtaka, KpuTepujymn 3a Knacudukaumjy HUCY UCTYHEHM.
OnacHocT og acnupauuje
Ha ocHoBy AOCTYNHMX nofaTtaka, KpuTepujymmn 3a knacudukaumjy HUCY UCTYHEHMN.
OcTanu nogaum o npoBepama
CyncTaHuuja Huje knacudurkoBaHa kao onacHa y cmucny nponuca (E3) 6p. 1272/2008 [CLP].

MornaBrbe 12. EKOTOKCMKOSMOLIKU Nnogaum

Bpoj pesusuje: 1 SRB - sr Oatym wramnama: 05.06.2025



VITA Zahnfabrik H.Rauter GmbH & Co.KG
Be3begHOCHM NucT

npema Cnyx6eHu rmacHuk PC 11/24

VIIA

VITA LUMEX UNIQUE LIQUID

[atym obpapge: 05.06.2025 LLndpa nponssoga: 3152 CtpaHa 5oa 7

12.1. TokCU4HOCT
Mpownssoa Huje: EKOTOKCUMYHO.

12.2. Mep3uCTEHTHOCT U pa3rpag/bUBOCT
Mpoussoa HWje ucnutaH.

12.3. NMoTeHuumjan 6Guoakymynauuje
Mpoussoa HWje ucnutaH.

12.4. MOGUNHOCT Yy 3eMJbULUTY
Mpoussoa HWje ucnutaH.

12.5. Pesyntatu BT m BMNBB npoueHe

Martepuje y cmelun He ucnywasajy kputepujyme PBT/vPvB npema REACH-y, poaarak Xll.
[MpounsBoa Huje ncnutaH.
12.6. Mopaum o ceBojcTBUMa y Be3n ca eHAOKpUHUM nopemehajuma

OBaj npoun3soa He cagpXu CyncTaHLuy Koja MMa CBOjCcTBa OMeTara eHAOKPUHON CUCTEMAa KOA OpraHu3ama Koju
HUCY UMIBbHU jep HUjedHa KOMMOHEHTa He Ucnykasa Kputepujyme.

12.7. OcTtanu WTeTHU echeKkTn
MHdopmaLmje H1Cy JocTynHe.

OopatHm nogaum
M3bjeraBatu ncnyluTame y X1UBOTHY CPEaNHY.

Mornaerse 13. Ognarawe

13.1. MeToge TpeTmMaHa oTnaga

YnyTcTBa ya yknawawe cmeha
HemojTe no3BonuTn Aa gocne y kaHanusauujy nnu soge. Yknawawe cMeha npema 3akoHCKUM nponncuma.

KoHTamuHupaHe am6anaxe
Onpatu ca gocta Boge. MNoTnyHo npasHa nakoBaka MOry Ce OLHETU Ha peuuKiparse.

MornaBrse 14. Noaauu o TpaHcnopTy

KonHeHun TpaHcnopt (ADR/RID)
14.1. UN 6poj unwu ID 6poj:
14.2. UN Ha3MB y TpaHCNOpTYy:
14.3. Knace onacHoctu y

TpaHcnopTy:
14.4. l'pyna nakoBaka:

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.

TpaHcnopT y yHyTpawHieM pe4HoM caobpahajy (ADN)
14.1. UN 6poj nnu ID 6poj: No dangerous good in sense of this transport regulation.
14.2. UN Ha3uB y TpaHCNOPTY: No dangerous good in sense of this transport regulation.
14.3. Knace onacHocTu y No dangerous good in sense of this transport regulation.

TPaHCNOpPTY:
14.4. l'pyna nakoBama:
TpaHcnopT y Mopckom cao6pahajy (IMDG)

No dangerous good in sense of this transport regulation.

14.1. UN 6poj unu ID 6poj:
14.2. UN Ha3uB y TpaHCNOPTY:
14.3. Knace onacHocTtu y
TpaHCNOpTy:

14.4. l'pyna nakoBaa:

BasaywHu tpaHncnopt (ICAO-TI/IATA-DGR)

14.1. UN 6poj unu ID 6poj:
14.2. UN Ha3uB y TpaHCNoOpTYy:

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.
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14.3. Knace onacHoctu y No dangerous good in sense of this transport regulation.
TpaHCNopTy:
14.4. l'pyna nakoBama: No dangerous good in sense of this transport regulation.

14.5. ONnacHOCTU NO XXUBOTHY CpeauHy

OlNACHO 3A XNBOTHY CPEAVHY: He
14.6. NocebHe NpeAoOCTPOXHOCTU 32 KOPUCHUKA
MHdopmaLmje H1ucy JocTynHe.
14.7. MoMOpCKM TPAHCNOPT Y PacyTOM CTakby Yy cknagy ca aktuma MeflyHapooHe noMopcke opraHusaumje
HWje NPUMEHNBO

MornaBrse 15. PerynatopHu nogauum

15.1. NMponucu y Be3u ca 6e36egHowhy, 3qpaBibemM U XXKMBOTHOM cpegVWHOM cneundmryHu 3a xeMukanujy

EY-nponucu

Mopaumn npema Aupektusun 2012/18/EY Not subject to 2012/18/EU (SEVESO IlII)
(SEVESO lll):

HauunoHanHu nponucu

Knaca onacHocTwn 3a Bogy (D): - - He yrpoxasa Bofy

15.2. NMpoueHa 6e36eAHOCTU XeMuUKanuje
3a oBaj maTepujan Huje cnpoBeAeHa OLeHa O CUTYPHOCTU CyncTaHumje.

Mornaerse 16. Octanu nogaum
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KpaheHuua u akpoHuma
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 europnen relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: 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 n akpoHMmM BMAM cnucak nog: http://abk.esdscom.eu
Oarsu nogaum
Mopauu ce Temerbe Ha JaHallkeM CTaky HalMX 3Haka, Koje He NpeacTaBrbajy rapaHumjy kapaTepuctuka
npov3Boaa 1 He yTeMerbyjy H1MKakaB YroBOPHU NpaBHU ogHoc. MNMocTojehu 3akoHu 1 oapenbe mopajy of cTpaHe
npumaola HallmMx NPoM3BoAa Aa ce MOLUTYjy Ha BMacTUTY OArOBOPHOCT.

(Modauyu onacHux cadpxaHux Mamepuja nomudy u3z domuy4Hux nocredre gaxehux cuaypHOCHUX flucmosa
npeducropy4uouya.)
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