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

VITA VMK Master
Emregepyaotnke oTig: 30.03.2023 Ap1Bu6G TTpoidvTog: 214 2eNida 1 amd 7

TMHMA 1: AvayvwpioTiKOG KwBIKOG ouaiag/peiyuaTog Kal ETalpeiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VMK Master

‘Ovopa ouciag: Staub a
1.2. Zuva@eic TpoadiopIlOuEvEG XPNOEIS TNG OUCIAG 1) TOU MEIYUATOC KOl AVTEVOEIKVUOLEVES XPNOEIS

XpRon TAG ouciag/Tou peiypaTog
Xprion wg epyaaTtnpiakou avTidpacTnpiou

1.3. Z1oIX€ia TOU TTPOUNOeUTH TOU SeATiou Sedouévwyv ao@aAgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d6¢: Spitalgasse 3
Totog: D-79713 Bad Saéckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Saéckingen
TnAépwvo: +49(0)7761-562-0 TéAepat: +49(0)7761-562-299
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
Appoédiog: regulatory affairs
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
KevTpIKn 10TO0€EAIDA: www.vita-zahnfabrik.com
Topéag xopAynong Regulatory Affairs
TTANPOPOPIWV:
1.4. Ap1Buédg THAEQWVOU +49-(0)761-19240

gTMeiyoucag avdaykng:

EmimrAéov oToixeia
medical device

TMHMA 2: Npoodi0pIopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag 1} TOU JEIYUATOG

Kavoviouég (EK) api6. 1272/2008
H oucia auth dev €xel TagivounBei wg emmikivduvo oupgwva pe Tov Kavoviouo (EK) apiB. 1272/2008.

2.2. F1oix€ia emMOoApavong

2.3. AAAoi Kiviuvol
Aev uttdpyxel d1aB£aiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@opieg yia T CUCTATIKA

3.1. Ougigg

XnuIKA ovopagia TG ouadiag
Kepapikn

Emikivduva ouoTaTtikd UAIKA

Kavévag (ouppwva pe Tov kavoviopd (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv BonBsiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bondeiwv

Eiomrvon
E¢aogaliote kaBapo aépa.
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Emaen dépparog

E€mAupa pe deBovo vepd. BydATe Ta poAuopéva polya Kal TTAUVTE Ta TIPIV TO EAVAXPNCIKOTIOINOETE.
Emraen ota pdatia

ZeTAUVETE AUECWG TTPOCEKTIKA WE VEPO I PE TO VTOU JATIWV.
Kartdrmroon

=emAUvVETE QUEOWG TO OTOMA Kal TTIEITE APOOVOo veEPO.

4.2. TNUAVTIKOTEPO CUNTITWHATA KAl EMISPATEIS, AUETES N METAVEVETTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evd&i1gn orolagSATTOTE AmaITOUNEVNG AUETNG IATPIKNG @POVTIdag Kal £151KAG BepaTtTeiag
BepaTtreia cUPPWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATaTroAéUNoN TNG TTUPKAYIAG

5.1. MupooBeoTiKAG yéoa

KatdAAnAa TTupooBeoTiKA péoa
Mpooappuoyn Twv PETPWY TTUPOOBETNG AVAAOYWG TNV TTEPIOXH.
5.2. E181k0i Kiv3uvol TToU TTpOKUTITOUV OTrd TV ougia 1} TO Peiypa
Mn edgAexTO.

5.3. ZUOTAOEIG YIO TOUG TTUPOTBECTEG
e MeEPITTTWON QWTIAG: XpAon avegdpTnTNG CUOKEUAG TTPOOTACIAG TG AVATTVOAG.

ZuTTANPWHATIKEG UTTOBEIEIG
DuAagTe EexwpIoTA TO OAUCUEVO TTUPOGREDTIKG vePS. Mnv To apAaETe va eIc€EABel aTa avoixTd UdaTa Kal GTo
QATTOXETEUTIKO.

TMHMA 6: Métpa yia TNV aVTIMETWTTION TUXaiag EKAuong

6.1. MpoowTTIKEC TTPOQUAGEEIC, TTPOOTATEUTIKOG EO0TTAITHOG Kal S1adIKATiEg EKTAKTNG AVAYKNG
levikég TTAnpogopitg
ATtro@UyeTe TN dnuIoupyia okovng. Mn avatrvéeTe TV OKOVN.

6.2. MepiBaAAoVTIKEG TTPOQUAGEEIG
Mpo@uAdaTe atrd TNV €10pOr) OTO ATTOXETEUTIKO OUCTNHA ) OTO UYPO TTEPIBAAAOV.

6.3. Mé00do1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AAAeg TTANpOPOpPiEg
KOUTTIOTE pNXaVIKA. XEIPIOPOS TOU GUGOWPEUPEVOU TTPOIOVTOG OUN@WVA PE TO KEQPAAQIO SIGBECNG ATTOPPIMPATWY.
6.4. Napamroutry og GAAa TUAATA

Ac@aAng xprion: BAETTe TuAUG 7
Atopikr) TTpooTacia: BAETTE TUAUQ 8
Ai6Beon: BAETTe TUAPa 13

TMHMA 7: Xeipiopo6g Kal atrofnkeucn

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO

Ymodeieig yio ao@aln Xeipiopo
Aev gival atrapaitnTa 1I81aiTEpa TTPOANTITIKA PETPA.
Odnyieg yia TNV TpoOoTACia O& TTUPKAYIEG KOl EKPAEEIG
Aev gival atrapaitnTa 1010iTEPA TTPOCTACIAG ATTO TTUPKAYIE.
ZUOTAOEIG YIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
BydATte Ta poAuopéva pouxa. MAOveTe Ta XEpia Tpiv Ta SIGAEippaTa Kal KaTd 1O TEAOG TNG EPYACiag PE TO TTPOIOV.
270 XWPO epyaaciag atrayopeUeTal TO YaynTod, TO TTOTO, TO KATTVIOUA KAl TO GTAPVIOUA.
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7.2. TuvBnkeg aoc@alouc @UAaéng, ouptrepIAauBavouévwy TuXOoV acuuBifaoTwy KATAOTATEWYV

ATTaITAOEIG YIa XWpPOoug atrobnkeuong Kai Soxeia
To doxeio va diatnpeital EpUNTIKG KAEIOPEVO.

0dnyieg yia TNV a1roOAKEUON O& KOIVOXPNOTOUG XWPOUG
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

7.3. E1d1kn TeAIKA XpAon N XPNOEIg

Xprion wg epyacTnplakoU avTidpacTnpiou

TMHMA 8: 'EAeyxo0g TnG ékBeaNnG/aTOMIKA TTpOCTACIA

8.1. MNapdueTpol eAéyxou

8.2. '[EAegyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £§OTTAICNOG

MpooTacia Twv PaATIWV/TOU TTPOCWTTOU
Na gopdTe TTpoaTacia patiwv/ITpoowTrou. MuaAid TTpooTagiag atmd akévn

MpooTacia Twv Xepiwv
Katd Tnv epyacia pe XNUIKEG OUTIEG ETITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QEPOUV TO
XapakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPWVA PE
TN GUYKEVTPWOTN Kal TV TTOGOTATA TWV ETTIKIVOUVWY OUGIWV Kal CUPGWVA PE TO XWPO XPAONG Toug. ZuvioTatal va
EVNUEPWOEITE ATTO TWV KATACOKEUQAOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWYV TTPOCTATEUTIKWY YAVTIWV
€I0IKAG XPAOEWG. ZuvioToueva PovTéAa TTpooTaTeuTIKWY yavTiwv KCL Dermatril P NBR (VITpIAIKO KAOUTGOUK)

MpooTacia Tou dépuarog
Xprion TTPOoTATEUTIKOU POUXIGHOU.

AvaTTveEUOTIKN TTpOCTACIA
2& TEPITTTWON AVETTAPKOUG QEPICPOU XPNOIPOTTOIEIOTE HEGA ATOMIKNG TTPooTaCiag TNG avatvorg. MNpoBAéwTe Tov
KOAG aepIoPO Kal atroppoOpnon onueiou o€ KPITIKA onueia. Texvntdg e€agpiopog Tng Béong epyaciag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. ZToixeia yia TG BaCIKEG PUOIKES KOl XNUIKES 1810TNTEC

duoikA KaTdoTaoN: oTePEdS
Xpwua:
Oopn: XOPOKTNPIOTIKOG
MAnpogopitg yia Tig HeETABOAEG TNG PUOIKAG KATAOTAONG
Znueio TNEswg/onueio TTAZEWG: dev €xel TTPoadIopIabEei
nueio (€oewg N apxIkd onueio (EoEwg Kal Oev £xel TTPoodIoPIoOE]
TTEPIoYN CE0EwG:
Znueio avagAegng: Oev £xel TTPoadlopIcOei
Eu@AekToTnTA
oTEPEDG/UYPO: dev €xel TTPoadIopIoOEi
agpia: ave@AapPooTog

EKpnKTIKEG 1816TNTEG
To mpoidv dev eival: Kivduvog ekprewg.

Katwtepo 6pio €kpnéng: Oev £xel TTPoadIopIcOEi
AvwTeEPO OpIOo £KPNENG: Oev £xel TTPoodIoPIoOE]
O¢epuokpacia autavaeAegng: dev €xel TTPoadIopIabei

Oepuokpaoio autavAa@Aegng
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag

oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

Emregepyaotnke oTig: 30.03.2023

VITA VMK Master
Ap1Bu6G TTpoidvTog: 214

2eANida 4 ammo 7

oTEPEQ:

agpia:
O¢epuokpaacia amoouvBeong:
TiuA pH:
YdarodiahutéTnTa:

AlaAutéTnTa 0 dAAOUG Si1aAUTEG

O¢ev £xel TpoadiopIoBei
ZUVTEAEOTAG KATAVOUNRG O€
N-oKTavoAn/vepo:

Mieon atpwv:
(og 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTA ATHWV:
9.2. AAMeg TAnpo@oOpieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVoU

OLeIdWTIKEG 1010TNTEG
Mn o&e1dwTIKS.

AAAQ XOpOKTNPIOTIKA ao@aAeiag

=Npo UTTOAEIupa:
TaxuTnta €€ATUIONG:
EmitrAéov oToixeia

Oev £xel TTPpoadIopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIabei
Oxi

O¢ev £xel TTPocdlopIoOEi

<=1100 hPa

2,40000 g/cm?
dev €xel TTPoadIopIabEi

100,0 %
dev €xel TTPoadIoPIaOEi

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTIdpaoTIKOTNTA

E@doov diac@alieTal 0 evOedEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeUaNG, OEV ONUEIVOVTAI ETTIKIVOUVEG

avTiIdpdoelg .
10.2. Xnuikn oTa8epdTnTA

To TTpoidv eival oTabepd, éTav aTobnkeUETAl OE KAVOVIKEG OUVORKEG TTEPIBAAAOVTOG.

10.3. MBavoTNTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia mikivduvn avtidpaon.

10.4. ZuvOKEG TTPOG ATTOPUYHV
Kapia

10.5. Mn cupBaTtd UAIKda

Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoiévra ammoouvleong

Agv gival yvwaoTd mmiKivOuva TTpoidvTa d1aoTTaong.

TMHMA 11: To§ikoAoyikég TTAnNpo@opieg

11.1. MAnpo@opieg yia Tig TaeIg KIVOUvou, 6TTwg opifovral oTov kavoviagud (EK) apif. 1272/2008

Ogua TogIkOTNTA

Bdoel Twv d1a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivounang dev TTAnpouvTal.

EpeBioTikA ka1 SiaBpwTik dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong 8ev TAnpouvTal.

EvaioOnrotrointiki dpdon

Bdoel Twv d1aBéaipwy dedouévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
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Kapkivoyévog, petaAAagioyovog, Togikn yio Tnv avarrapaywyn dpdon
Bdoel Twv 01a0éoipwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
Ei1dikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - epdmrag ékBeon
Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - eravelAnpuévn ékBeon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
TOSIKOTNTA AvappoéPNoNg
Bdoel Twv d1a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
AAAa oToixela eTTi EAEyXwv
To UAIKO €xel KaTATagn PN €TTIKivOUVoU UAIKOU KaTd Tov kavoviopo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpoO@oOpiEg

12.1. To&ikéTNnTCA

To mpoidv dev eival: OIKOTOEIKO.
12.2. AvOeKTIKOTNTA KO IKAVOTNTA A1Todounong

TO TTPOIGV dEV BOKIUACTNKE.

12.3. AuvatoTnTa BIOCUCOWPEUCNS

TO TTPOIGV dEV BOKIUAOTNKE.
12.4. KivnTik4TNnTa 010 £50p0G
TO TTPOIGV dEV BOKIUAOTNKE.

12.5. AmroteAéouara Tng agioAéynong ABT kai aAaB

AuTA n ougia dev Tnpei Ta KpiThpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.

TO TTPOIOV &gV OOKIUAOTNKE.
12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig

AuTr n ouaia dev £xel 1B1IO0TNTEG EVOOKPIVIKOU BIATAPAKTN YIO P OTOXEUOHEVOUG OPYaVIOHUOUG.
12.7. AAN\eG BUOIEVEIC EMITITWOEIS

Aev uttdpyel d1abEaiun TTAnpogopia.

AAAa oToIXEIT
Na atropelyeTal n eAcuBépwan aTto TTEPIBAAAOV.

TMHMA 13: ZToixeia oXETIKA ME TN B1d0g0N

13.1. Mé€00odoi diaxeipiong ammroBARTWYV

Emegepyacia amoBARTWY
Mpo@uAd&&Te OTTO TNV EI0PON OTO OTTOXETEUTIKO oUCTNUA 1 0TO UYPO TTEPIBGANOV. AidBeon oUpwva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Etmre§epyacia aka@apTwyv amrofARTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
E&mAupa pe apbovo vepd. O1 cuokeuaaieg YTTOPoUV va avakukAwBoUv, pévo av gival evieAws AdEIEG.

TMHMA 14: lNMAnpo@opieg OXETIKA HE TN METAPOPG

Metagopd Sia {npdg (ADR/RID)
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.

HETAQOPA:
14.4. Opdda guokeuagoiag: No dangerous good in sense of this transport regulation.
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MeTagpopd pe rotapéAoia (ADN)

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

TOUTOTNTAG:

14.2. Oikeia ovopagia amrogToARg 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 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:

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.

HETAQOPA:

14.4. Opdda guokeuagiag: No dangerous good in sense of this transport regulation.
Aepotropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6g OHE A apiBuédg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiIKEio OVOpOOia ATTOOTOANC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1¢ KIvdUvVoU KATd Th No dangerous good in sense of this transport regulation.

HETAQOPA:

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

14.5. NepiBaAAovTikoi Kivduvol

EMIKINAYNO I'lA TO MNEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEeIg yia TOV XPROTN
Aev uttdpyel d1abEaiun TTAnpogopia.
14.7. OaAdooiEg HETAPOPES XUBNV oUPQWVA UE TIG TTPdgelg Tou IMO
ave@ApPooTOg

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo8soia oXETIKA ME TV 0O@AAEIQ, TV UYEia Kal TO TTEPIBGAAOV YId TV ougia N TO YEiyUa

ZTOIXEiO OXETIKA ME TIG KAVOVIOTIKEG Slardgeig EE

MAnpogopieg Tng EE odnyiag Aev utrdyetai otn EE 0dnyiag 2012/18/EE (SEVESO IlI)
2012/18/EE (SEVESO lIl):

E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepd (D): 1 - eAdyioTa BAaBepd yia 1o vePo
15.2. AGiloAbéynon XnuikAg ao@daAsiag

Agv €xel OlevepynBei agloAdynon XnNMIKAG ao@AAEIOG yia TNV ougdia auTr).

TMHMA 16: AAAeg TTANpo@oOpieg

MeTaTtpotrég

AuTO TO deATiO ao@aAciag TTepIEEl aAAayEG atrd Tnv TTponyouuevn ékdoon oTig evoTnTeG: 1,9.
ZUVTOMOYPAQIa KOl AKPWVUHA

ADR: Accord europlen 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
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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
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
MNa cuvTopoypagieg kar akpwvupia, BAETTE Trivaka aTn ogAida http://abbrev.esdscom.eu
AAAa oTOoIXEIT
Ta dedopéva autd aTnpifovTal oTnV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoTeAoUvevToUToIG £yyUnaon yia TIG
1010TNTEG TOU TTPOiIdVTOG 9a Kal dev atroTeAoUv Kapia oUPBacn VOIKAG 1I0XU0G. O1 aTTodEKTEG TWV TTPOIOVTWVY YOG
£€xouv TNV guBUvn va Aafaivouv utroyn Toug TOUG IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.
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