VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@aleiag
gUugpwva pe Tov kavoviouéd (EK) apiB. 1907/2006

VITA LUMEX UNIQUE Paste
Etregepyaotnke oTig: 05.06.2025 Ap1Bu6g TrpoidvTog: 3153 2eNida 1 amd 7

TMHMA 1: MNpoodiopiopog ouoiag/peiynaTog Kal ETaiIpEiag/emixeipnong

1.1. AvayvwpIoTIKOGC KwSIKOG TTPOIOVTOC
VITA LUMEX UNIQUE Paste

1.2. Zuva@eic TpoadiopI{OEVESC XPNOEIC TG OUTIOC ] TOU PEIYHATOG KOl OVTEVOEIKVUOUEVES XPNOEIG

XpAon TAG ouciag/ToU peiyparog
Xpron wg epyacTnpiakou avTidpacTnpiou

1.3. Z1oIXEi0 TOU TTPONOEUTH TOU SeATiou dedouévwy ao@algiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG

0dd¢: Spitalgasse 3

Totrog: D-79713 Bad Sdckingen

TnAépwvo: +49(0)7761-562-0 Téhepat: +49(0)7761-562-299
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com

Apuoédiog: regulatory affairs

HAekTpovikn diedBuvon: info@vita-zahnfabrik.com

KevTpikn 10Too€Aida: www.vita-zahnfabrik.com

Touéag xopriynong Regulatory Affairs

TTANPOPOPIWV:

EmitrAéov oToixeia
medical device

TMHMA 2: NMpoodiopioudg eMIKIVOUVOTNTAG

2.1. Ta&ivéunon TnG ougiag N TOU JEiyuaTog

Kavoviopuég (EK) api8. 1272/2008
Auté 10 peiypa de Bewpeital emiKivOuvo cUpewva Je Tov kavoviopuo (EK) apiB. 1272/2008.

2.2. TToIXEia ETIKETAC

2.3. AAAoi kivduvol
Aev uttapxel diaBEaiun TTAnpo@opia.

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

3.2. Meiypyata
XnuIKA ovopagoia Tng ouciag
Kepauikn
ZXETIKA CUCTATIKA

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

TMHMA 4: Métpa TpwTwV Bondsiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV BonBsiwv

Eiomrvon

E¢ao@ahioTte kaBapd aépa.
Etraen déppatog

EémAupa pe d@Bovo vepd. BydATte Ta poAUGEVA poUXa Kal TTAUVTE T TTPIV TO EAVAXPNOIUOTIOINOETE.
Etragn ota pdaria

ZeTTAUVETE APEOWG TTPOOEKTIKA PE VEPO A YE TO VTOUL PATIWV.
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Kardmroon
ZeTTAUVETE QUECWG TO OTOPA Kal TTIEITE APOOVO veEPOD.

4.2. ZnUAvVTIKOTEPO CUHTITWHATA KOI ETTIOPACEIG, AUECEG 1) HETAYEVEOTEPES
Aev uttapxel diaBEaiun TTAnpoopia.

4.3. 'Evdeién omolaoSATToTE aTmaITOUUEVNG AUEONG I0TPIKAG @POVTIdag Kal £I51IKAG BgpaTtreiag
Bepartreia cUP@EWVA PE TN CUUTTITWHATOAOYIQ.

TMHMA 5: MéTpa yia ThV KATATTOAEUNON THG TTUPKAYIAG

5.1. MupooBeoTiKd péoa

KatdAAnAa TupooBeoTikd Héoa
Mpooappoyn Twv PETPWY TTUPOORECTNG aVOAOYWG TNV TTEPIOXN.
5.2. E181koi Kivduvol TTou TTpoKUTITOUV a1rd TV ougia A To peiypa
Mn gu@pAexTO.

5.3. ZuoTdoEig yia Toug TUPOooBEOTTES
>¢ ePITTTWON PWTIAG: Xprjon avegdpTnTnNG CUCKEUNG TTPOCTACIAG TG AVATIVONG.

ZUTTANPWHATIKEG UTTODEISEIG
PuAaETE EeXWPIOTE TO HOAUCGHEVO TTUPOCRETTIKO VEPS. MnV TO a@rioeTe va €10€AB€1 0Ta avoixTd UdATA Kal GTO
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTITwOoN akoUolag EKAuong

6.1. MpoowTTIKES TTPOPUAGEEIS, TTPOOTATEUTIKOG £EOTTAIONAC Kal S1adiKaoieg EKTOKTNG AVAYKNG

Fevikég TTAnpo@opieg
ATtro@uyeTe Tn dnuioupyia okévng. Mn avatrvéete TRV okovn.

6.2. MepiBaAAovTikéC TTPO@UAGEEIQ
Mpo@uAGETE atrd TNV €£10P0r OTO OTTOXETEUTIKO oUOTNUA 1 OTO UYPS TTEPIBAAAOV.

6.3. MéBodo1 Kail UAIKA yia TTEPIOPIOUS Kal Kabapiouo

AMAAeg TAnpo@opieg
2KOUTTIOTE PNXAVIKA. XEIPIOPOG TOU CUCGOWPEUPEVOU TTPOIOVTOG OUM@WVA PE TO KEQAAaIo S1G0EaNG ATTOPPIUHUATWY.
6.4. Napamroutr) o€ GAAA THAUATA
Ac@alig xpron: BAETTE TuApa 7
ATouIkr TTpoaTaacia; BAETTE TUAKa 8
AiaBeon: BAETTe TUAPO 13

TMHMA 7: Xeipiop6g Kai atroBnkeuon

7.1. Npo@uAd&eig yia ac@aln XeipiIoud

Y1rodeigeig yio ao@aln Xeipiopod
Agv gival atrapaitnTa ISIQITEPA TTPOANTITIKA UETPA.

0OBnyieg yia TNV TTPOCTACIO OE TTUPKAYIEG KOl EKPRASEIS
Agv gival atrapaitnTa 1I81AITEPA TTPOCTACIOG OTTO TTUPKAYIC.

ZUOTACEIG YIO TN YEVIKA ETTAYYEAUOATIKA UYIEIVH
BydaATe Ta pohuapéva pouya. MAUveTe T XEpIa Trpiv Ta SiaAgigpaTa Kal KaTd To TEAOG TNG €pYACiag YE TO TTPOIdV.
2T0 XWPO £pyaciag ammayopeUeTal TO aynTo, TO TTOTO, TO KATIVIOUA KOl TO QTAPVIOUA.

7.2. YuvBikeg aoc@alolg @UAagng, ocupTtrepiAauBavopévwy TUXOV acguuBaToTATWY

ATTAITAOEIS YIO XWPOUG atrofnKeuong Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEIGPEVO.
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0Odnyigg yia TNV a1moBNKEUO O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81I0ITEPA TTPOANTITIKA WETPA.

7.3. E1dIkN TeAIKA XpAoN N XPNOEIS

Xpron wg epyacTtnplokou avTidpaoTnpiou

TMHMA 8: 'EAceyxog TnG ékBeong/aTopuikn TpooTagia

8.1. MNapdueTpol eAéyxou

8.2. 'EAgyYol ék0s0NnNg

MéTpa aTOHIKAG TTPOCTACIAG, OTTWG ATOHMIKOG TIPOOTATEUTIKOG ESOTTAICNOG

MpooTacia TwV HATIWV/TOU TTPOCWITOU

Na @opdTe péoa atouikng TTpoaTaaiag yia Ta ydria/to TpdowTTo.

MpooTacia Twv Xepiwv

Katd tnv epyacia ye XNUIKEG OUTIEG ETTITPETTETE HOVO N XPHON TTPOCTATEUTIKWY YOVTIWV TA OTTOia PEPOUV TO
xapaktnpiopé CE kai Tov teTpawr@io kwdikéd. @ONBR (viTpiAiké kaoutooUk) 02.B008235 ZuvicTaTtal va
EVNUEPWOEITE ATTO TWV KATAOKEUAOTH YIA TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOUEVWY TTPOCTATEUTIKWY YAVTIWV
€I0IKAG XPAOEWG. ZUVIOTOPEVA PHOVTEAD TTPOCTATEUTIKWY YavTiwv KCL Dermatril P

MpooTacia Tou déppaTtog
Xprion TTpooTATEUTIKOU POUXICHOU.
AvaTTvEUOTIKN TTpOCTACIO

MpoBAEWTE TOV KOAG AEPIOUO Kal aTToppdPNnOn onuEiou o€ KPITIKA anueia. TexvnTog e€aepioudg TNG Béang

epyaociag

TMHMA 9: ®uoikég Kal XNHIKES 1810TNTEG

9.1. Z1oIx€ia yia TIC BATIKEG QUOIKES KOl XNMIKES 1IB10TNTEG

duaoikni KaTdoTaoN:

Xpwua:

Ooun:

>nueio TAewg/onueio TTAEEWG:

2nueio C€ocwg n apxIké anueio {E0ewg Kal
Teploxn {éoswg:

EugAexkToTnTa:

doouo

Katwrepo 6plo €kpnéng:

AvwTepo 6plo €kpnéng:

>nueio avapAegng:

O¢epuokpaaia ammoouvBeang:

Tiun pH:

YdatodiaAutéTnTa:

AlaAutéTNTa 08 AANOUG BIaAUTEG
O¢ev €xel TTPOCdIOPIoHET

JUVTEAEOTAG KATAVOUNG O€

n-okTavoAn/vepo:

Oev €xel TTPoadIopIaBEi
X

dev €xel TTPoadIopIaOEei
AvEQAPUOOTOG

O¢ev £xel TTPpoodlopIoOEi
dev €xel TTPoadIopIaOEi
X

Oev €xel TTPoadIopIabEi
Oev £xel TTpoadlopIoOEi
Oxi

Oev €xel TTPoadIopIabei

Migon aTpwv: <=1100 hPa
(og 50 °C)
MukvoTtnTa: 2,40000 g/cm?®

2XETIKI TTUKVOTNTA OTHWV:
9.2. Aoirég TAnpo@opieg

MAnpo@opieg OXETIKA UE TIG KAdOEIG pUOIKOU KIVEUVoU

dev €xel TTPoadIopIabEi
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EKPNKTIKEG 1816TNTEG
To mrpoidv dev eival: Kivduvog ekprewg.
O¢epuokpacia autavaeAegng
oTEPEQ: dev €xel TTPoadIopIoOEi
agpia: ave@AapUooTOog
OLeIdWTIKEG 1810TNTEG
Mn o&e1dwTIKS.

AAAa XapaKTNPIOTIKA ao@aAEiag
TaxutnTa €€ATHIONG: dev €xel TTPoadIopIoOEi
=npo UTTOAEIPPA: 100,0 %

TMHMA 10: ZTa8epOTNTA KOl AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

E@doov diac@alietal o evOedelyuEVOG TPOTTOG XEIPIOKOU KAl ATTOBKEUONG, OEV ONUEILVOVTAI ETTIKIVOUVEG
AvTIOPACEIG .

10.2. XnuIKA oTa0epOTNTA

To mrpoidv eival a1aBepd, 6Tav amobnKeUeTal O KAVOVIKEG OUVONKES TTEPIBAAAOVTOG.

10.3. MBavoeTNTA EMIKIVOUVWY aVTIOPATEWYV

Aev gival yvwaoTh Kapia Tikivouvn avtidpaon.

10.4. ZuvBniKkeg TTPOG aTTOPUYN
Kapia

10.5. Mn cupBard uAikd
Aev uttapxel diaBEaiun TTAnpogopia.

10.6. Emikiviuva mrpoidvra amoolvleong
Agv gival yvwoTd eTmiKivouva TTpoidvTa dIdoTTaonG.

TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1. MAnpo@opieg yia Tig TaEeIC KIVEUVOU, 6TTwg opilovTal aTov Kavovioud (EK) apif. 1272/2008

0¢%U0a ToIkéTNTA
Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounong dev TTAnpouvTal.
ETAmix utroAoyiopévog
ATE (a6 Tou otéuatog) > 2000 mg/kg; ATE (814 Tou dépuatog) > 2000 mg/kg; ATE (di& Tng €10TTvVONG aTPoG) >
20 mg/l; ATE (&1& Tng e10TTvonRg okévn/oTayovidia) > 5 mg/l
EpeBioTiki kai SiapBpwTikn dpdon
AlGBpwon/epeBiopdg Tou dépuaTog: Baoel Twv S1aBéaiywv dedopévwy, Ta KpITAPIa Tagivounong dev TTAnpouvTal.
>oBapr oeBaAuikr BAGRN/epeBiouds: Baoel Twv diobéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
EvaioOnrotrointikni dpdon
Bdoel Twv diabéaipwy dedopévwy, Ta KPITRpIa Tagivopunang dev TAnpouvTal.
Kapkivoyovog, petaAAagioydvog, ToSikn yia TV avatrapaywyr dpdon
MeTtaAAaglyéveon Twv yEVVNTIKWY KUTTApwV: Bdoel Twv diaBéoipwy dedopuévwy, Ta KpITApIa Tagivounang dev
TAnpouvTal.
Kapkivoyévean: Baoel Twv d1aB€aipwy dedouévwy, Ta KpITApIa Tagivopunang 0ev TAnpouvTai.
TogikétnTa OTNV avartapaywyr|: Baoel Twv diaBéoipwy dedopévwy, Ta KpIthpia Tagivounong dev TAnpouvTal.
E131kf} To§IkéTNTO OTO 6pYyava-o1oXoug (STOT) - epdtras €kBeon
Bdoel Twv diabéaipwy dedopévwy, Ta KPITApIa Tagivopunang dev TAnpouvTal.
E1d1kf) TogIkéTnTa OTO Opyava-oT1oXoug (STOT) - eTraveiAnupévn €kBeon
Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounaong dev TTAnpouvTal.
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To§IKOTNTA AVAPPOPNONS
Bdoel Twv diaBéoipwy dedopévwy, Ta KpITAPIa Tagivounaong dev TTAnpouvTal.
AAAa oTolxEla eTTi EAEYXWV
To UAIKS €xel kataTagn pn emmkivouvou UAIkoU kaTtd Tov kavoviouoé (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&IkéTNTA

To mrpoidv d¢ev gival: OIKOTOEIKO.
12.2. AvOeKTIKOTNTO KOl IKAVOTNTO a1modéunong

TO TTPOIGV eV BOKINAOTNKE.

12.3. AuvaTtoTnTa BIOCUCCWPEEUCTNG

TO TTPOIOV Ogv OOKIUACTNKE.
12.4. KivnTikOTnTa 01O £50pOG
TO TTPOIOV Ogv OOKIUACTNKE.

12.5. AtroreAéopara TnG afioAéynong ABT kai aAaB

O1 ouaieg aTo piypa dev TTAnpoUV Ta kpitipia ABT/aAaB Baoel REACH, Mapdptnua XIlI.
TO TTPOIOV OeV OOKIUACTNKE.
12.6. 1516TnTEC EVOOKPIVIKAG SiaTapaxng
AuTté 10 TIPOIOV dEV TTEPIEXEI KATTOIA oUaia PE 1IB10TNTEG EVOOKPIVIKOU SIATAPAKTN YIO N OTOXEUOUEVOUG
opyaviopoUg KaBwWG Kavéva ouaTaTikd dev TTANPOI Ta KPITAPIA.
12.7. AAEC 0PVNTIKEG ETTITITWOEIS
Aev uttdpxel 01aB€aiun TTAnpoopia.

AAAa oToIxEia
Na atmroeuyeTal n eAeuBépwaon oTo TTEPIBAANOV.

TMHMA 13: ZToixeia oxeTIkG pe Tn S160eon

13.1. Mé60doI ereepyaciac amofARTWYV

Emre§epyacia amoBARTWYV
Mpo@uUA&ETE aTTO TNV €1I0PON OTO ATTOXETEUTIKO oUCTNUA 1 0To Uypd TrepIBAAAov. AidBeon cUUQWVA WE TIG
TTPOdIAYPAPES TWV APHOdIWY UTTNPECIWY.

Etmre§epyacia akdBapTwyv amroBARTWY CUCKEUACIWY KOl CUVICTWHEVA ATTOPPUTTAVTIKA
EémAupa pe d@Bovo vepd. O1 cUoKEUADieG PTTOPOUV VO avaKUKAwBOoUV, Yovo av gival evieAws ASEIES.

TMHMA 14: MNMAnpo@opieg OXETIKA PE TN PETAPOPA

MeTagopd dia Enpdg (ADR/RID)
14.1. Ap18u6g OHE A apiBudg No dangerous good in sense of this transport regulation.

TAUTATNTAG:

14.2. OiIKeia ovopooia arooToARG No dangerous good in sense of this transport regulation.
OHE:

14.3. Tagn/-e1¢ KIvEUVoOU KATd TN No dangerous good in sense of this transport regulation.

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

Metagopd pe TrotapétrAoia (ADN)
14.1. Ap1Bu6g OHE A apiBudg No dangerous good in sense of this transport regulation.

TAUTATNTAG:
14.2. OiIKEia ovopaoia atrooToARS No dangerous good in sense of this transport regulation.

OHE:
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14.3. Tagn/-e1¢ KIvEUVoOU KATd TN No dangerous good in sense of this transport regulation.
HETAQOPA:

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

OaAdooia petagopd (IMDG)

14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TOUTOTNTAG:

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

14.3. Ta&n/-e1¢ KIvEUvou KaTd TN No dangerous good in sense of this transport regulation.
HETA@OPA:

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

Aepotropikn peragopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TAUTATNTOG:

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

14.3. Tagn/-e1¢ KIivdUvou KaTtd Tn No dangerous good in sense of this transport regulation.
HETOQOPA:

14.4. Opdda guokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kiviuvol

EMIKINAYNO I'A TO NEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAdEEIC yia TOV XpOTN
Aev uttdpxel 01aBéoiun TTAnpogopia.
14.7. OaAdooIEC HETAQOPES XUBNV oUU@WVA LE TIG TTPdelg Tou IMO
QAVEQPAPOOTOG

TMHMA 15: Z1oix€ia vOOBETIKOU XapaKTRPO

15.1. Kavoviouoi/vouoBeoia oXeTIKA JE TNV ao@AAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yia TNV ougia A To peiyua

ZTOIXEION OXETIKA PE TIG KAVOVIOTIKEG SlaTageig EE

MAnpogopieg Tng odnyiag 2012/18/EE Aev uttayetal otn EE odnyiag 2012/18/EE (SEVESO IlI)
(SEVESO llI):

E@vikoi kavoviouoi
Katnyopia kivéuvou yia 10 vepd (D): 1 - eAdxioTa BAaBepod yia 10 vepd
15.2. ASloAdéynon XnuUIKAG ao@daAgiag

Aev €xel OlevepynBei afloAdynaon XNUIKAG ac@AAEIag yia TNV oudia auTr.

TMHMA 16: Aoitrég TTAnpo@opieg
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ZuvTopoypa@ia Kal 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
Ma ouvtopoypagicg Kal akpwvupia, BAETTE TTivaka oTn aeAida http://abbrev.esdscom.eu

AAAa oToIxEia
Ta dedopéva autd aTnpifovTal OTNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoTeAoUvevTouToIG £yyUnon yia TIG
1816TNTEG TOU TTPOIGVTOG 9a Kail dev atroTeAoUv Kapia ocUpBacn VOUIKAG 10XU0G. O1 ATTOSEKTEG TWV TTPOIOVTWV HOG
£€xouv Tnv €uBUvVN va Aafaivouv uTTéWn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUCEG SIaTAEEIG.

(Ta dedopéva Twv eMIKIVOUVWY CUTTATIKWY UAIKWV TTapaAn@Onkav KaBs @opd aTnv eKAOTOTE I0XUOUTA TEAEUTAIA
oTd0un Twv avrioToiXwv QUAAwY OTOIXEIWV AOPAAEIaS TWV QPXIKWY TTApaywywy.)
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