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

VITA AKZENT Plus POWDER FLUID
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTpOoidvTog: 278 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA AKZENT Plus POWDER FLUID

Ap1Buég karayxwpiong REACH: 01-2119449341-44-XXX
Api6. CAS: 111-29-5
Api6. EK: 203-854-4

1.2. Zuva@eic TpoadiopI{OuEVvEG XPNOEIS TNG OUTIAG 1) TOU PEIYUATOG KOl OVTEVOEIKVUOLIEVEG XPNOEIG

XpAon TAG ouciag/Tou peiypaTog
Xprion wg epyacTnplakoU avTidpacTnpiou

1.3. Z1oIX€ia TOU TTPOoNOeuTH ToU SeATiou Sedouévwyv 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 TéAe@ag: +49(0)7761-562-299
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
Apuoédiog: regulatory affairs
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
KevTpikn 1aToggAida: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcuOg EMIKIVOUVOTNTAG

2.1. Ta&ivounon TnG ougiag N TOU PEIYUATOG

Kavoviouoég (EK) ap16. 1272/2008
Auté 10 Peiypa de Bewpeital eTikivouvo gupgwva pe Tov kavoviouo (EK) api. 1272/2008.

2.2. TToIXEiO ETIKETOG

2.3. AAAoi Kivduvol
Aev uttdpyel d1abEaiun TTAnpogopia.

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

3.2. Meiypyata
XnuIKA ovopagoia Tng ouciag
Ouoia, yypa
Emikivduva ocuoTaTikd UAIKA

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

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv

Eiomrvon
E€aopaAioTte kaBapod 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 og mepimTwon akouaiag éKAuong

6.1. MpoowTTIKEC TTPOQUAGEEIC, TTPOOTATEUTIKOG EO0TTAITHOG Kal S1adIKATiEg EKTAKTNG AVAYKNG
levikég TTAnpogopitg
XPNOIYOTIOINCTE TTPOCWTTIKI) TTPOCTATEUTIKY evdupaaoia.

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
MadZéwTe e oUVOETIKO PEGO yia vePOS (GUMOG, DIATOMITNG, GUVOETIKO HECO YIa 0&€a, YEVIKO OUVOETIKO HEGO).
XeIPIOPOG TOU GUGOWPEUHEVOU TTPOIOVTOG CUNPWVA HE TO KEQPAAQIO dIABEONG ATTOPPIMMATWY.
6.4. Napamroutry og GAAa TUAATA
Ac@alng xprion: BAETTE TuApa 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 poAucpéva pouxa. MAOveTe Ta XEpia TTpiv Ta SIGAEippaTa Kal KOTd TO 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 ao@aAouc @UAAENG, cUPTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

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 @opdTe TTpooTaCia HATILWV/TTPOCWTTOU.

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.
MpooTacia Tou dépuarog
Xprion TTPOoTATEUTIKOU POUXIGHOU.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TI BaCIKEG PUOIKES KAl XNUIKEG 1I810TNTES

Yypo
axpwuog

duoiki kaTdoTaon:
Xpwua:
>nueio TA&ewg/onueio TTAZEWG:

Oev €xel TTPoadIopIabEi

>nueio C€ocwg N apxIkd onueio {Eoswg Kal 239 °C

TTEPIOYN CE0EWG:

Eu@AekToOTNTAO: QAVEQPAPHOOTOG
QAVEQPAPHOOTOG

KatwTtepo 6plo €kpnéng:

Oev €xel TTPoadIopIabei

AvwTEPO OpIO0 £KPNENG: Oev £xel TTPoadIopIoOEi
>nueio avapAegng: 135°C
O¢epuokpacia amoouvBeong: Oev £xel TTpoadlopIcOei
Tiun pH: Oev £xel TTPoodIoPIoOE]

AloAutoTnTa 0 GAAOUG OIaAUTEG
O¢ev €xel TTPOCdIOPIoHET

>UVTEAEOTAG KATAVOUNAG O€

n-okTavoAn/vepo:

Oev €xel TTPoadIopIabei

Micon aTpwv: <=1100 hPa
(og 50 °C)
MukvoTnTa: 0,99000 g/cm?

2XETIKI TTUKVOTNTO ATHWV:
9.2. Noirég TANpoPopieg

MAnpo@opieg oXeTIKA PE TIG KAAOEIG PUOIKOU KIVOUVOU

Oev €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

ETAmix utroAoyiopévog

ATE (atré Tou otépatog) > 2000 mg/kg; ATE (814 Tou &éppaTtog) > 2000 mg/kg; ATE (81& TnG €10TTVORG aTUOG) >

20 mg/l; ATE (814 Tng e10mvoRg okbévn/oTtayovidia) > 5 mg/l

AAAa oTOoIXEIO ETTI EAEYXWV
Auté 10 peiypa de Bewpeital TKivouvo cUp@wva pe Tov kavoviouo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTnTA

To mpoidv dev givai: OIKOTOEIKS.
12.2. AvBeKTIKOTNTA KaI IKAVOTNTA aTTodounong

TO TTPOIOV &€V OOKIUAOTNKE.

12.3. AuvaTtdétnTa BIOOCUCOWPEUTNG

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

12.5. AtroteAéouara TnG afioAdynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta Kpithpia ABT/aAaB Bdoel REACH, Mapdptnua XIlI.
TO TTPOIOV Oev OOKIUAOTNKE.
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12.6. 1516TNTEC EVOOKPIVIKAG S1aTapaxnig
Auté TO TTPOIOV BEV TTEPIEXEI KATTOIO OUCIA PE 1I81OTNTEG EVOOKPIVIKOU SIaTAPAKTN YIO U OTOXEUOHEVOUG
opyaviopoUg KaBwg Kavéva ocuaTaTiko dev TTANPOI Ta KPITHPIA.

12.7. AA\EC APVNTIKEG ETTITITWOEISG
Aev uttdpyel diabEaiun TTAnpogopia.

AAAa oToIXEiIT
Na atropetyetal n eAeuBépwan aTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oXETIKA pE TN B1d0goN

13.1. Mé€00dol emreepyagiag ammofARTWY

Emre§epyaoia amoBARTWV
Mpo@uUAGETE aTTO TNV EI0PON OTO ATTOXETEUTIKO UCTNUA 1} OTO UYpPO TTEPIBAAAOV. AiGBeon cUP@WVa PE TIG
TTPOJIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Emegepyacia akd@apTwyv amoBAATWY CUCKEUAOIWYV KAl CUVICTWHEVA ATTOPPUTTAVTIKA
E€mAupa pe deBovo vepd. O1 ouokeuaaieg PTTopoUv va avakukAwBoUv, povo av gival evTeEAWG AdEIEG.

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagopd dia §npdg (ADR/RID)

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

TOUTOTNTAG:

14.2. OiIKEio OVOUOTia ATTOCTOAAC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvdUvou KaTd Tn No dangerous good in sense of this transport regulation.

METOQOPA:

14.4. Oudada ocuoKeEUATiOg: No dangerous good in sense of this transport regulation.
MeTagpopd pe TrotapétrAoia (ADN)

14.1. Ap1Bu6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikgia ovopagio arooToARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvEUVOU KATA TN No dangerous good in sense of this transport regulation.

HETAQ@OPA:

14.4. Opdda ocuokevaoiag: No dangerous good in sense of this transport regulation.
OaAdooia peragopd (IMDG)

14.1. Ap1Bu6g OHE 1 ap1Buég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.

OHE:

14.3. Tagn/-1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETOQOPA:

14.4. Oudda cUOKEUOTIAC: No dangerous good in sense of this transport regulation.
AgpoTtropikn peragpopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6g OHE 1 apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopagia amogToARg 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.

HETOQOPA:

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

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E181KéC TTPOQUAAGEEIC VIa TOV XPOTN
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

Agv éxel OievepynBei agloAdynan XnNUIKAG ao@AAEIOG yia TIG OUTieEg O auTd TO Wiypa.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTtpoTrég
AuTO TO BeATIO ao@Aaeiag TTeEpIEXEl aAAAYEG aTTd THV TTPONYoUuEVn €KkO0OCN 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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