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

VITA AKZENT Plus POWDER
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTPOoidvTog: 279 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA AKZENT Plus POWDER

EuTtropikn ovopaoia
VITA AKZENT Plus BODY STAINS POWDER, -EFFECT STAINS POWDER, -GLAZE POWDER, - GLAZE LT
POWDER, - FINISHING AGENT POWDER, - CHROMA STAINS

Ovopa ouciag: staub a
1.2. Tuvaeig TpoadiopI{OUEVES XPNOEIS TG OUTIAg | TOU PEIVUATOG KOl OVTEVOEIKVUOUEVES XPHOEIS

Xprion TAG ouciag/Tou peiypaTog
Xprion wg epyaoTnpiakoU avTidpacTnpiou

1.3. Z1oIX€ia TOU TTPpouNOeuTh TOoU SeATiou Sedouévwv ao@aAgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d6¢: Spitalgasse 3
ToTroG: D-79713 Bad Sdckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 TéAepat: +49(0)7761-562-299
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
Appodiog: regulatory affairs
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
KevTpikn 10ToggAida: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOYPOPIWIV:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcUOG ETIKIVOUVOTNTAG

2.1. Ta&ivounon TnG ougiag N TOU PEIYUATOG

Kavoviouoég (EK) ap16. 1272/2008
H ouadia auth dev €xel TagivounBei wg emmikivduvo guugwva pe Tov kavoviouo (EK) apiB. 1272/2008.

2.2. TTolXEia ETIKETOG

2.3. AAAo1 Kivduvol
Aev uttdpyel d1abEaiun TTAnpogopia.

TMHMA 3: Z0vBeon/TTAnpo@opieg yia TQ CUCTATIKA

3.1. Ougigg

XnuIKA ovopagoia Thg ouciag
Kepauikn

Emikivduva ocuoTaTtikd UAIKA

Kavévag (oupewva pe Tov kavovioud (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv
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VITA AKZENT Plus POWDER
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTPOoidvTog: 279

2eANida 2 ammo 7

Eiomrvon
E¢aogpalioTte kaBapo aépa.

Etragn dépparog

EETAUpQ pE apBovo vepd. BydATe Ta poAuapéva pouxa Kal TTAUVTE Ta TTPIV Ta EavaxpnOIUOTTIOINOETE.

Emagn ota pdria

=eTTAUVETE AUECWG TTIPOCEKTIKA WE VEPO 1) PE TO VTOUL YATIWV.
Katdrmroon

=emAUvETE QUEOWG TO OTOUA Kal TTIEITE APBovOo vePO.

4.2. InUAVTIKOTEPA CUUTITWHOTO KAl ETTISPACEIS, AUECES ) NETAYEVEOTEPES
Agev uttdpyxel d1ab€aiun TTAnpoopia.

4.3. 'Evdeién orolagdATToTE aTmaITOUNEVNS AUETNG IATPIKNG @POVTIdag Kal £15IKNG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TnV KaTatroAéunon TG TTUPKAYIAG

5.1. MupooBeoTiKd péoa

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOCRECNG avaAdywG TNV TTEPIOXT.

5.2. E181k0i Kiviuvol TToU TTpOKUTITOUV OTTd TNV OUTid ) TO pEiyua
Mn eU@pAekTO.

5.3. ZuoTAOEIS YIO TOUG TTUPOTBECTEG
¢ ePITTTWon QWTIAS: XpAon aveEdpTnTng CUCKEUAG TTPOCTACIAG TG AVATTVOAG.

ZUTTANPWHATIKEG UTTOSEISEIG

PuAGETE EEXWPIOTA TO HOAUCHEVO TTUPOGRETTIKG vEPS. MnVv To apATETE va €IGEABEI aTA avoiXTa UdaTa Kal GTO

QATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTITWON akoUolag EKAuong

6.1. MpooWTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG E0TTAITHOG Kal S1a8IKATiIEC EKTAKTNG AVAYKNG

[evikég TAnpo@opieg
ATToQUYETE TN dnuIoupyia oKOVNG. Mn avaTTvEETe TNV OKOVN.

6.2. MepiBaAAovTIKEG TTPOQUAGEEIS
Mpo@uAda&Te aTTO TNV EI0PON OTO OTTOXETEUTIKO oUOTNUA 1) 0TO Uuypd TTEPIBAAAOVY.

6.3. MéBodo1 kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AMAAeg TAnpoPopieg

>KouTrioTe punxavikd. XeIpIoPOG TOU GUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEQAAQIO SIGBECNG ATTOPPIMPATWVY.

6.4. Mapatroutri o€ GAAA TUAPATA
Ac@aAng xpron: BAETTe TuApa 7
ATouIkr TTpooTacia: BAETTE TUAWO 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofikeuon

7.1. NMNpo@uAdéeig yia ao@aAn XEIPIOUO

Y1odeieig yia ao@aAn XEIPIOp6
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0Odnyieg yla TNV TPOOTACIA O€ TTUPKAYIEG KOl EKPASEIS
Aev gival atrapaitnTa IBICITEPA TTPOOTACIAG OTTO TTUPKAYIA.

ZUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVA
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VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

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

VIIA

VITA AKZENT Plus POWDER

Emre€epyaotnke oTig: 15.08.2023

Ap1Bu6G TTPOoidvTog: 279

2eANida 3 ammo 7

ByaATe Ta poAuopuéva pouxa. MAUveTE Ta xépia TTpiv Ta SIGAEIPPATA KAl KATA TO TEAOG TNG EPYATIAg PE TO TTPOIOV.
210 XWPO £pyaciag atrayopeUeTal TO ¢aynTtod, TO TTOTO, TO KATTVICUA KAl TO GTAPVIGUA.

7.2. TuvBnkeg ao@aAouc @UAAENG, cUPTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

ATTaITAOEIG YIa XWpPOoUug atrobnkeuong Kal Soxeia
To doxeio va diatnpeital EpUNTIKA KAEIOPEVO.

0dnyieg yia TNV a1roOAKEUON OE 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 £§OTTAICUOG

MpooTacia Twv PaATIWV/TOU TTPOCWTTOU
Na @opdTe TTpooTaCia HATILWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QEPOUV TO
XapakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO CUPQWVA 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 TTPOAVAPEPOUEVWV TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépuarog

Xprion TTPOoTATEUTIKOU POUXIGHOU.
AvaTTveEUOTIKN TTpOCTACIA

>€ TTEPITTITWON AVETTAPKOUG aEPICUOU XPNOIUOTIOIEIOTE JEOT ATOMIKAG TTPOOTACIAG TNG AVATIVONG.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TI BACIKEG QPUOIKES KAl XNUIKEG 1I810TNTES

duoikA KaTdoTaoN: oTePEDS
Xpwua:
Oopn: doopuo

>nueio T&ewg/onueio TTAEWG:

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

Eu@AekToTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTEPO OpIO £KPNENG:

Znueio avagAegng:
O¢eppokpacia amoolvBeong:
Tiun pH:

Y&atodiaAutoTnTa:

AiaAutoTnTa 08 AANOUG BIaAUTEG

O¢ev €xel TTPoadIopIadei
2UVTEAEOTAG KOTAVOMNG O€
N-oKTavOAn/vepo:

dev €xel TTPoadIopIabEi
X

O¢ev £xel TTPocdlopIoOEi
AVEQPAPHOOTOG

dev €xel TTPoadIopIabEi
O¢ev £xel TTPocdlopIoOEi
X

dev €xel TTPoadIopIabei
O¢ev £xel TTPpoodlopIoOEi
Oxi

dev €xel TTPoadIopIabEi
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA AKZENT Plus POWDER

Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTPOoidvTog: 279 2eNida 4 amd 7
Mieon atpwv: <=1100 hPa
(og 50 °C)
MukvoTtnTa: 2,40000 g/cm?

SZXETIKA TTUKVOTNTA OTHWV:
9.2. Noirég TAnpo@opiseg

MAnpo@opieg OXeTIKA pE TIG KAATEIG PUOIKOU KIVEUVOU
EKPNKTIKES 1810TNTEG

To mpoidv dev eival: Kivduvog ekprgewg.
O¢puokpacia auTavageAegng

oTepEQ:

agpia:
OLeIdWTIKEG 1010TNTEG

Mn o&eIdWTIKG.

AAAa XOpOKTNPIOTIKA ac@aleiag
TaxuTtnTa e€aTHIONG:
=NpPo UTTOAEIulA:

Oev £xel TTPpoadIopIoOEi

Oev €xel TTPoadIopIabEi
ave@AapPooTog

Oev €xel TTPoadIopIabEi
100,0 %

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTiIdpaoTIKOTNTA

E@doov diac@alifeTal 0 evOeDEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeuang, OEV ONUEIVOVTAI ETTIKIVOUVEG

avTiIdpdoelg .
10.2. Xnuikf oTa8epdTnTA

To mpoidv eival oTabepd, 6Tav ammobnkeUETal O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY avTIOpdoEWY

Aev gival yvwoTr Kapia mikivduvn avtidpaon.

10.4. ZuvOKEG TTPOG ATTOQUYI
Kapia

10.5. Mn cuuBaTtd UAIKd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoidévra amroouvleong
Agv gival yvwoTad IKivouva TTpoiovTa 81daTracng.

TMHMA 11: To§ikoAoyikég TTANpo@opieg

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

AAAa oToIXEIO ETTI EAEYXWV

To UAIKO €xel kaTaTagn pn eTmiKivOuvou UAIKou KaTtd Tov kavoviopo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTNTO

To 1rpoidyv dev eival: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONONG

TO TTPOIOV &gV OOKIUAOTNKE.

12.3. AuvatotnTta BIocUooWPEUCNS

TO TTPOIOV &€V OOKIUAOTNKE.
12.4. KivnTikOTNTO O0TO £5090¢
TO TTPOIOV &gV OOKIUAOTNKE.

12.5. ATroteAéouara TnG aféioAdynong ABT kai aAaB
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U I I l \ oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

Emre€epyaotnke oTig: 15.08.2023

VITA AKZENT Plus POWDER
Ap1Bu6G TTPOoidvTog: 279

2eANida 5 ammo 7

AuTA n ouaia dev Tnpei Ta KpiThpia ABT/aAaB Tou kavoviouoUl REACH, Annex XIlI.

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

AuTr n ouaia dev £xel 1B1IOTNTEG EVOOKPIVIKOU BIATAPAKTN YIO P OTOXEUOHEVOUG OPYaVIGTHOUG.

12.7. AN\EG apVNTIKEG ETTITITWOEIG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

AAAa oToIXEIT

Na atropeuyeTal n eAcuBépwan aTto TTEPIBAAAOV.

TMHMA 13: ZToi1xeia oXETIKA ME TN B1d0e0N

13.1. M€60dol ereepyaoiog amrofANTWY

Emre§epyacia amoBARTWYV

Mpo@uAdagTe atrd TNV €10pOr OTO ATTOXETEUTIKO 0UOTNHA 1 O0TO UYpd TTEPIBAAAOV. AIGBean UP@WVa UE TIG

TTPOBIAYPAPESG TWV APUOSIWY UTTNPECIWV.

Emre§epyacia aka@apTwyv amrofATWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA

E&mAupa pe apbovo vepd. O1 cuokeuaaieg YTTOPoUV va avakukAwBoUv, pévo av gival evieAws AdEIES.

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagpopd Sia Enpdg (ADR/RID)
14.1. Ap1Buédg OHE 1 ap1Budég
TOUTOTNTAG:
14.2. Oikeia ovopagia amooToARg
OHE:
14.3. Ta&n/-e1g KIv3Uvou KaTd TN
HETAQOPA:
14.4. Opdda guokeuagoiag:

MeTagpopd pe rotapéAoia (ADN)
14.1. Ap1Bu6g OHE 1 apiBudg
TOUTOTNTAG:

14.2. OiIkeia ovopagia amrooToARg
OHE:
14.3. Tagn/-e1g KIv3Uvou KaTd TN

METAPOPAG:
14.4. Opada ocuokevagiag:

OaAdooia petagopd (IMDG)
14.1. Ap18u6g OHE 1 ap1Buég
TOUTOTNTAG:
14.2. Oikeia ovopagia arooToAng
OHE:
14.3. Ta&n/-e1g KIv3UvoU KATA TN
HETAQOPA:
14.4. Opdda cuoKeUaoiag:
Agpotropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap1Bu6g OHE 1 apiBudég
TOUTOTNTAG:
14.2. Oikeia ovopagia amrooToARg
OHE:
14.3. Ta&n/-e1g KIvdUvou KaTd TN
METOQOPA:

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.
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.

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

VITA AKZENT Plus POWDER
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTPOoidvTog: 279 2eNida 6 atd 7

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

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E131kég Tpo@UAGEEIg yia TOV XpAOTH
Aev uttdpyel diabEaiun TTAnpogopia.
14.7. OQaAdooieg HETAPOPES XUBNV oUPQWVA UE TIG TTPdgelg Tou IMO
ave@ApPooTOg

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviouoi/vouoBsgia oXeTIKA PUE TNV 0CQAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TNV OUCia | TO PEiYHO

ZTolIXEia OXETIKA PE TIG KAVOVIOTIKEG dilatdgeig EE

MAnpogopieg Tng EE odnyiag Aev utrdyetar omn 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 To vePo
15.2. AGiloAbdynon XnuikAG ao@daAgiag

Aev €xel OlevepynOei agloAdynon XnNMIKAG ao@AAEIOG yia TNV ougdia auTr).

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTtpoTrég
AuTO TO BeATIO ao@Alelag TTepIEXEl aAAAYEG aTTd THV TTPONYoUuEVn £kO0OCN OTIG EVOTNTEG: 1.

ApIBu6¢ avaBewpnaong: 7 - AvTikaBioTd Tnv €kdoaon: 6 GR-el Huepopunvia ékdoong: 16.08.2023
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA AKZENT Plus POWDER
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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.
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