VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA MODELLING FLUID
Etre€epydotnke oTig: 14.08.2023 Ap1Budg TTpoidvtog: 014 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA MODELLING FLUID

1.2. Zuva@eic TpoadiopIlOPevEG XPNOEIS TNG OUTIAG 1) TOU PEIYUATOC KOl AVTEVOEIKVUOLEVEG XPNOEIS

XpAon TAG ouciag/Tou peiypaTog
Xpron wg epyacTnpiakoU avTidpacTnpiou
1.3. Z1oIXEia TOU TTpounOguT Tou SeATiou Sedouévwy aog@alsgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0dd¢: Spitalgasse 3
ToTrog: D-79713 Bad Sdckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 TéAegag: +49(0)7761-562-299
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
Appuoédiog: regulatory affairs
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
KevTpIKn 10TOo€AIdA: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcAG EMIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

Kavoviouég (EK) apif. 1272/2008
AuTé 10 Peiyua de Bewpeital eTiKivouvo gUp@wva e Tov kavoviouo (EK) apif. 1272/2008.

2.2. IToIXEia ETIKETAG

2.3. AAAoi Kivduvol
Agv uttdpyxel d1ab€aiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@oOpPiEg YIO T CUCTATIKA

3.2. Meiyuyarta
XnUIKA ovopagoia Thg ouciag
Meiyparta Tpoidv/ulikd gival avopyavo.

Emikivduva cuoTaTtikd UAIKA

kavévag (oupewva pe Tov kavoviouod (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon
E¢aogaliote kaBapod aépa.
Emaen dépparog
EETTAUMA e ApBovo vepd. BydATe Ta poAuapéva pouxa Kal TTAUVTE Ta TTPIV Ta EavaxpnaIJOTTOINCETE.
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Etraegn ota pdatia
=eTAUVETE QUEOWG TTPOOEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.

Kartdmroon
=emAUVETE QUEOWG TO OTOUA KAl TTIEITE APOOVO vEPO.

4.2. InUavVTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPEG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evdei€n orolaodATITOTE ATTAITOUNEVNG ANECNC IATPIKAG @POVTIdAC Kal £181KNG BepaTreiag
Bepartreia cUPPWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTIKA péca

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywG TNV TTEPIOXT).
5.2. E151k0i KivBuvol TTou TTpOoKUTITOUV a1rd TNV OUdia 1 To PEiyua
Mn e0@AexTO.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
> MePITTTWON QWTIAG: XpAon aveEdpTnTng CUOKEUAG TTPOCTACIAG TG AVATTVONG.

TMHMA 6: MéTpa o€ epiTrTWOoN akoUuoiag EKAuong

6.1. MpoowWTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG €0TTAICHOG Kal S1adIKATiEg EKTAKTNG AVAYKNG

levikég TAnpo@opieg
XpPNOIYOTIOINCTE TTPOCWTTIKI) TTPOCTATEUTIKY evdupaaia.
6.2. MepiIBaAAOVTIKEG TTPOQUAGEEIG
Aegv gival atrapaitnTa 101aiTEpa pETPA TTpoaTACIag TOU TTEPIBAAAOVTOG. KaAGG KaBapiopdg Twv BpouikKwy
QVTIKEINEVWV Kal TwV daTTEdWV aUP@wva PE TIG TTEPIBAAAOVTOAOYIKEG BIaTAEEIS.

6.3. MéBodo1 Kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AAAeg TANnpoPopicg
MadZéwTe e OUVOETIKO PEGO yia vePOS (AUMOG, DIATOMITNG, CUVOETIKO PECO YIa 0&EA, YEVIKO OUVOETIKO PETO).
XeIPIOUOG TOU GUGCWPEUHPEVOU TTPOIOVTOG CUNPWVA HE TO KEQPAAQIO SIABE0NG ATTOPPIMKATWY.
6.4. Mapatroutrn o€ GAAA TUAPATA
Ac@aAng xprion: BAETTe TuAUa 7
ATtouIkr TTpooTacia: BAETTE TUAMO 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofnkeuon

7.1. NMNpo@uAdéeig yia ao@aln XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOpo6
Aev gival atrapaitnTa 1I81aitTepa TTPOANTITIKA PETPA.

0dnyisg yia TNV TPOOTACIA O TTUPKAYIEG KOl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAC ATTO TTUPKAYIA.

YUOTAOEIG VIO TN YEVIKN ETTAYYEAMATIKN UYIEIVA
ByaATe Ta yoAuopuéva pouxa. MAUveTE Ta xépia TTpiv T SIGAEIPPATA Kal KATA TO TEAOG TNG EPYATIAg e TO TTPOIOV.
21O XWPO £pyaciag atrayopeUeTal TO ¢aynTtod, TO TTOTO, TO KATTVICUA KAl TO @TAPVIGUA.

7.2. YuvBnkeg aoc@alolg @UAagng, cuptrepiAapfavouévwy TUXOV acuuBaToTATWY

ATTaITAOEIG YIa XWPOoUg atrobnkeuong Kai Soxeia
To doxeio va diatnpeital EpUNTIKA KAEIOPEVO.
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0dnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. E1dIkN TeAIKA XpAoN N XPNOEIS

XpAon wg epyacTnplokou avTidpaaoTnpiou

TMHMA 8: 'EAeyxog TnG éK0eong/aTOMIKN TTPOCTACI

8.1. NapdueTpol eAéyxou

8.2. 'EAgyxo1 ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £SOTTAICUOG

MpooTacia Twv PATIWV/TOU TTPOCWITOU
Na @opdTe TTpoCTACIA HATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETITPETTETE HOVO N XPON TTPOCTATEUTIKWYV YAVTIWYV TA OTToid QEPOUV TO
xopakTnpiopd CE kal Tov TETpawn@Io KwdIké. ETTIAEETE TTPOCEKTIKA Ta XNUIKA TTPOCTATEUTIKGA YAVTIO CUPQWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGCIWV Kal CUPGWVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUOOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWYV TTPOCTATEUTIKWYV YAVTIWV
€I0IKAG XPAOEWG. ZuvioTépeva PovTéAa TTpooTaTeuTIKWYV yavTiwv KCL Dermatril P NBR (VITpIAIKO KAOUTOOUK)

MpooTacia Tou dépparog
Xprion TTPOoTATEUTIKOU POUXIGHOU.
AvaTTVEUOTIKN TTpOCTACIA

>€ TTEPITTITWON AVETTAPKOUG EPIOUOU XPNOIUOTIOIEIOTE JETA ATOMIKNG TTPOCTACIAG TNG avaTtrvong. AvoifTe Ta

TTapdbupa yia va TTETUXETE QUAIKO £EOEPIGHO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oix€ia yia TIG BACIKEG QUOIKEG KOl XNHIKEG 1810TNTEG

duoikA KaTdoTaoN: Yypod
Xpwya: axpwpog
Oopn: XOPOKTNPIOTIKOG

>nueio TA&ewg/onueio TTAEWG:

>nueio C€oswg N apxIkd onueio {éoswg Kal
TTEPIOYN CE0EWG:

Eu@AekToTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTEPO OpIO £KPNENG:
O¢eppokpacia aroolvBeong:
Tiun pH:
AloAutoTnTa 0 dGAAoUG OIaAUTEG
O¢ev €xel TTPOadIoPIoHET
>UVTEAEOTAG KATAVOUNAG O€
Nn-oKTavOoAn/vepo:
Migon aTpwv:
(og 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTO ATHWV:
9.2. Aoimrég TAnpogopieg

MAnpo@opieg OXETIKA PE TIG KAATEIG QUOIKOU KIVEUVou

0°C
100 °C

QAVEQPAPHOOTOG
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
Oev £xel TTPpocdlopIoOEi
Oev €xel TTPoadIopIabei
3,4

dev €xel TTPoadIopIabEi

<=1100 hPa

0,99700 g/cm?
dev €xel TTPoadIopIabEi
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EKPNKTIKEG 1816TNTEG
To mpoidv dev eival: Kivduvog ekpriewg.
O¢epuokpacia autavaeAegng
oTEPEQ: QaVEQAPUOOTOG
agpia: QaVEQAPUOOTOG
OLeIdwTIKEG 1016TNTEG
Mn o&eIdwTIKS.

AAAO XOpOKTNPIOTIKA ac@aleiag
Taxutnta e§aTHIONG: dev €xel TTPoadIopIoOEi
=npo UTTOAEIPpA: 0,0 %

TMHMA 10: Z1aBgpd6TNTa KAI AVTISPACTIKOTNTA

10.1. AvTiSpaoTIKOTNTA

E@doov diac@alifeTal 0 evOedEIYUEVOG TPOTTOG XEIPICPOU Kal aTToBrKeEUONG, BEV ONUEILVOVTAI ETTIKIVOUVEG

AvVTIOPACEIG .
10.2. Xnuikn oTaBepéTnTa

To mpoidv eival aTaBepd, 6Tav amobnkeUeTal O KAVOVIKEG TUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoeTnTa ETMIKIVOUVWY avTISpAoEWY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvBnKkeg TTPOG ATTOPUYN
Kauia

10.5. Mn oupBard uAikd
Aev uttdpyel d1abEaiun TTAnpogopia.

10.6. Emikiviuva mTpoidvra amoouvleong
Aegv gival yvwoTd emikivduva trpoiévta didoTaong.

TMHMA 11: TogikoAoyikéG TTANpO@POpPiEg

11.1. MAnpo@opiteqg via TiIg TaeIg KIVEUVoU, 6TTwg opidovral oTov kavovioud (EK) apif. 1272/2008

0¢%0a TogIkOoTNTA
Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
ETAmix utroAoyiopévog

ATE (atré Tou otépaTog) > 2000 mg/kg; ATE (814 Tou déppuaTtog) > 2000 mg/kg; ATE (314 TnG €10TTVORG aTUOG) >

20 mg/l; ATE (d1a Tng e10mTvoRG okbévn/atayovidia) > 5 mg/l
EpeBioTikA kai SiaBpwTikA dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
EvaioOnroTtrointiki dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
Kapkivoyévog, petaAAagioyévog, ToSIki yia TNV avatrapaywyn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
Ei1di1kA To§Ik6TNTa 0T 6pYyava-oToxoug (STOT) - epdmrag ékBeon

Bdoel Twv d108éaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.
Ei1dikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - eravelAnupévn ékBeon

Bdoel Twv 01a0éo1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
TOSIKOTNTA AvappoéPnoNg

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.

AAAa oToIXEIO ETTI EAEYXWV
Auté 10 peiypa de Bewpeital emKivouvo cUP@wva pe Tov kavoviouo (EK) apiB. 1272/2008 [CLP].
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TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTNTA

To mpoidv dev givai: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOI IKAVOTNTA ATTOSONoNg

TO TTPOIOV &gV SOKIUAOTNKE.

12.3. Auvatétnrta BIocUooWPEUCNS

TO TTPOIOV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80p0¢
TO TTPOIGV dEV BOKIUACTNKE.

12.5. AroteAéouarta TnG afioAdynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta kpithpia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC VO OKPIVIKAG S1aTaApaxXAg
AuUTO TO TTPOIGV dev TTEPIEXEI KATTOIO ouaia e 1I810TNTEG EVOOKPIVIKOU SIATAPAKTN YIA N OTOXEUOUEVOUG
opyaviopoUg KaBwg Kavéva auaTaTiko dev TTANPOI Ta KPITAPIA.
12.7. AAAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

AAAa oToIXEiIT
Na atmogelyetal n eAeuBépwon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxXeTikd pe Tn 81d0eon

13.1. Mé00odol ereéepyaaiag amrofARTWY

Emegepyacia amoBARTWY
AidBeon olpewva PE TIG TTPOBIAYPOPEG TWV APUODIWY UTTNPECIWV.
Emre§epyacia aka0apTwyv amrofAATWY CUCKEUACIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
EEmAupa pe aebovo vepd. O1 cuokeuaaieg HTTOPOUV va avakKUKAwWBoUv, pévo av givar evieAwg AdEIEG.

TMHMA 14: MNMAnpo@opieg OXETIKA HE TN METAPOPG

Meragopd dia Enpdg (ADR/RID)
14.1. Ap1Bu6g OHE 1 ap1Buég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:
14.2. Oikeia ovopagia amoogToARg No dangerous good in sense of this transport regulation.

OHE:
14.3. Ta&n/-g1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETO@OPA:
14.4. Opada cuokeuagiag: No dangerous good in sense of this transport regulation.

MeTagopd pe rotapémAoia (ADN)
14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:
14.2. Oikeia ovopagia amoogToARg No dangerous good in sense of this transport regulation.

OHE:
14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

METAQ@OPA:
14.4. Opdada cuokevagiag: No dangerous good in sense of this transport regulation.

OaAdooia peragopd (IMDG)
14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TAUTOTNTAG:
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14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.
OHE:

14.3. Tagn/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETOQOPA:
14.4. Opdada cuokevaoiag: No dangerous good in sense of this transport regulation.

Aepotropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.
TOUTOTNTAG:

14.2. Oikeia ovopagia amroogToARg No dangerous good in sense of this transport regulation.
OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
META@OPA:

14.4. Opdada cuokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO TIA TO MEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC yIa TOV XPROTN
Aev uttdpyxel 1a6£aiun TTAnpoopia.
14.7. OQaAdooieg HETAPOPES XUBNV oU@WVA UE TIG TTPdgeig Tou IMO
ave@ApPooTog

TMHMA 15: ZT1o1x€ia VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0soia oXETIKA ME TV 0O@AAEIQ, TV UYEia Kal TO TTEPIBGAAOV YId TV ougia N TO YEiyUa

XTolIXEia OXETIKA PE TIG KAVOVIOTIKEG Siatageig EE
Mepiopiopoi epappoyng (REACH, rapdptnua XVII):
Kataxwpnon 75
MNAnpogopieg TNg EE odnyiag Aev uttayetal otn EE odnyiag 2012/18/EE (SEVESO IlI)
2012/18/EE (SEVESO lIl):

E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepd (D): - - Ox1 BAaBepO yia 1O vePO
15.2. AGiloAdynon XnuiKAG ao@daAsiag

Aev €xel OlevepynBei afloAdynan XNMIKAG aoPAAEING YA TIG OUCIEG O€ AuTS TO Jiyua.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTpotrég
AuTé 10 deATIO aoQAAeIag TTEPIEXEI GAAAYEG OTTO TNV TTPONYyoUuEVn KOO OTIG EVOTNTEG: 1.
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ZUVTOHOYPOA@ia KOl aKpWVUHA
ADR: Accord europien 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 europien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
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
MNa cuvTopoypagieg kal akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu

AAAa oToIXEiO
Ta dedopéva autd oTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoteAoUvevToUToIg £yyUnaon yia TIG
1010TNTEG TOU TTPOIGVTOG 9a Kal dev atroTeAoUv Kapia oUpBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV JOG
£€xouv Tnv €uBUvn va Aaaivouv uttéyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUOEG BIATAEEIS.

(Ta dedopéva Twyv eMIKIVOUVWY CUCTATIKWVY UAIKWV TTapaAnebnkav KG6e popd otnv eKkGaToTE IoXUOUOA TeEAsUTaIA
oTd0un TWV avrioToiYwV QUAAWY OTOIXEIWV aQOPAAEIas TWV QPXIKWY TTapaywywy.)
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