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

VITA AMBRIA INVEST F
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 329 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA AMBRIA INVEST F

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

XpAon TAG ouciag/Tou peiypaTog
Auxilary for manufacture of dental products
Xnuikd epyacTnpiou
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 TéAeag: +49(0)7761-562-299
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
Appuoédiog: regulatory affairs
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
KevTpIKn 10TO0€AIdA: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOPOPIWV:

TMHMA 2: NMpoodi1opIcHAG EMIKIVOUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag 1} ToOU JEIYUATOG

Kavoviouég (EK) api. 1272/2008
Auté 10 peiypa de Bewpeital emmikivduvo oUp@wva pe Tov Kavoviouo (EK) apiB. 1272/2008.

2.2. ITOIXEiO ETIKETOG

2.3. AAAol kivduvol
Aev uttdpyxel S1aB£aiun TTAnpoopia.

TMHMA 3: Z0v0eon/TTAnpo@opieg yia T CUCTATIKA

3.2. Meiyuyara

XnuIKA ovopagia TG ouciag
Meiypata TTpoiév/uAiko gival avopyavo.

Emikivduva ocuoTaTikd UAIKA

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

TMHMA 4: Métpa mpwTwyV BonBeiwv

4.1. Nepiypan HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon
E¢aogaliote kaBapo aépa.

Emaen dépparog

EETAUpa pe apbovo vepd. BydATe Ta poAuapéva pouxa kal TTAUVTE Ta TTPIV Ta EavaXpnOIUOTTOINOETE.
Emraen ota pdatia

ZETTAUVETE APECWG TTPOCEKTIKA PE VEPO N YE TO VTOUL UATIWV.
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Katdmroon
=emAUVETE QUECWG TO OTOUA KAl TTIEITE APOOoVOo vePO.

4.2. InUAVTIKOTEPA CUUTITWHUOTO KAl ETTISPACEIS, AUECES ) NETAYEVEOTEPES
Aev uttdpyel diabEaiun TTAnpogopia.

4.3. 'Evdeién omolagdATToTE aTaITOUNEVNG AUETNG IATPIKAG @POVTidag Kal £15IKAG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TV KaTtatroAéunon TnG TTUPKAyIAg

5.1. MupooBeoTIKd péoa

KatdAAnAa TupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywG TNV TTEPIOXT.
5.2. E181k0i Kiviuvol TToU TTpOoKUTITOUV a1rd TV ougia 1} To peiypa
Mn gUgpAekTO.

5.3. ZuoTdOEIS YIO TOUG TTUPOTBECTEG
>¢ ePITTTWON QWTIAS: XpAon aveEdpTnTng CUOKEUAG TIPOCTACIAG TNG AVATTVONAG.

TMHMA 6: Métpa oe repimTwon akouaoiag éKAuong

6.1. MpoowTTIKEC TTPOPUAGEEIC, TTPOOTATEUTIKOG EO0TTAICHOC Kal S1adIKATieg EKTAKTNG AVAYKNG

levikég TTAnpogopieg
XPNOIYOTTOINCTE TTPOCWTTIKI) TTPOOTATEUTIKNA EvOUpATia.
6.2. MNepiBaAAovTIKEG TIPOQUAGEEIS
Aev gival atrapaitnTa 1010iTEPA PETPA TTPOCTACIAG TOU TTEPIBAAAOVTOG. KaAGG KaBapIoudg Twv BPOUIKwY
QAVTIKEIHEVWY Kal TV daTTEdWV CUPQWVA e TIG TTEPIBAAAOVTOAOYIKEG DIATALEIS.

6.3. Mé00odo1 Kail UAIKA yia TTEPIOPIoUO Kal KaBapioud

AAAeg TTANpOPOpiEg
Maléwte pe ouvdeTIKO Péao yia vepd (AUPOG, BIATONITNG, GUVOETIKO PECO yia 0&Ea, YEVIKO GUVOETIKO PECO).
XEeIPIOYOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUPPWVA PE TO KEPAAQIO BIGBECNG ATTOPPIMHATWVY.
6.4. Napatroutri o€ dAAa TuAUATA
Ac@alig xprion: BAETTE TuRpa 7
Atopikr TTpooTagia: BAETTE TUAUQ 8
AiaBeon: BAETTe TUAPa 13

TMHMA 7: Xeipiopog Kal a1rofnkeucn

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO

Ymobdeieig yio ao@aln Xeipiopo
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

OBnyieg yia TNV TpooTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atTapaitnTa 1I81aiTEPA TTPOCTACIAG ATTO TTUPKAYIC.

ZUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
BydATe Ta yoAuopéva pouxa. MAUvETE Ta xépla TTpiv Ta SIOAEiPPATA Kal KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
270 XWPO epyaciag atrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KAl TO GTAPVICHA.

7.2. YuvBnkeg aoc@alolg @UAagng, cuptrepIAaufavopévwy TUXOV aoupBaToTATWY

ATTaITAOEIG YIa XWPOUG atroffKEuoNg Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEIOPEVO.

0OBnyieg yia TNV a1ToONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.
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Eri rAéov TTANpO@OpPiEg OXETIKA ME TIG CUVOAKES ATTOBRKEUONG

Bepuokpacia eUAagns: 5 - 35° C
7.3. ExdikA 1eAIk) XpAon A XPAOEIS

Auxilary for manufacture of dental products, Xnuikd epyacTtnpiou

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.
MpooTacia Tou dépparog

Xprion TTPOoTATEUTIKOU POUXIGHOU.
AvaTTVEUOTIKN TTpOCTACIA

> € TEPITTITWON AVETTAPKOUG OEPITUOU XPNOIMOTIOIEIOTE JECA ATOMIKAG TTPOCTACIOG TNG AVATIVONG.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

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

duaiki KaTdaTaon: Yypo
Xpwpa: Aeukog
Znueio TAewg/onueio TTAgEWG:

>nueio C€oswg R apxIkd onueio {éogwg Kal
TTEPIOYN CE0EWG:

Eu@AekToOTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTePO OpIo £KPNENG:
Znueio ava@Aegng:
O¢eppokpacia amoolvBeong:
Tiyn pH:
YdatodiaAutoTnTa:
AloAutoTnTa o dGAAoug SIaAUTEG
O¢ev €xel TTPoodIopIadei
2UVTEAEOTAG KOTAVOMNG O€
Nn-oKTavOAn/vepo:
Micon aTpwv:
(o€ 20 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTO ATHWV:
9.2. Aoitrég TAnpoopieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG QUOIKOU KIVEUVou

0°C
100 °C

QAVEQPAPHOOTOG
QAVEQPAPHOOTOG

dev €xel TTPoadIopIabEi
O¢ev £xel TTpocdlopIoOEi
AVEQPAPHOOTOG

dev €xel TTPoadIopIadEi
9,5

€ukoAodIGAuTO

dev €xel TTPoadIopIadei

23 hPa

1,1-1,4 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

=npo6 utTTOAsIppa: Oev €xel TTPoadIopIoOEi

AuvopIiko 1EWBEG: <20 mPa's
(o€ 20 °C)

TMHMA 10: Z1aBgpd6TNTa KAI AVTISPACTIKOTNTA

10.1. AvTiSpaoTikOTNTA
E@doov diac@alifeTal 0 evOedEIYUEVOG TPOTTOG XEIPICPOU Kal aTToBrKeUONG, OEV ONUEILVOVTAI ETTIKIVOUVEG
AvTIOPACEIG .

10.2. Xnuikn oTaBepéTnTa

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

10.3. MBavoeTnTa ETMIKIVOUVWY avTISpAoEWY

Aegv gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvBAKEQ TTPOG ATTOQUYN
ATtadA, Ahoupivio, XaAKOg

10.5. Mn cupBard uAikd
Aev uttdpyel d1abEaiun TTAnpogopia.

10.6. Emikiviuva mpoidvra amoouvlsong
Aegv gival yvwoTd emikivduva trpoiévta didoTaong.

TMHMA 11: TogikoAoyikéG TTANpO@POpPiES

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

ETAmix utroAoyiopévog
ATE (atré Tou otépaTog) > 2000 mg/kg; ATE (814 Tou &éppaTtog) > 2000 mg/kg; ATE (814 TnG €10TTVORG aTUOG) >
20 mg/l; ATE (814 Tng e10mvoRg okbévn/oTtayovidia) > 5 mg/l

AAAa oTOoIXEIO ETTI EAEYXWV
Auté 10 peiypa de Bewpeital eTKivouvo 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 BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80p0¢
TO TTPOIGV dEV BOKIUACTNKE.

12.5. AtroteAéouara TnG afioAdynong ABT kai aAaB
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O1 ouaieg aTo piyua dev TAnpouv Ta kpitApia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEC EVOOKPIVIKAG S1aTapaxnig
Auté T0 TTPOIGV BEV TTEPIEXEI KATTOIO OUCIA PE 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIO U OTOXEUOH
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.

EVOUG

TMHMA 13: ZToixeia oXETIKA pE TN B1d0goN

13.1. Mé€00dol emreepyagiag ammofARTWY

Emre§epyaoia amoBARTWV
Ai6Beon olpwva Pe TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.

Emegepyacia akd@apTwyv amoBAATWY CUCKEUAOIWV KAl CUVICTWHEVA ATTOPPUTTAVTIKA

E€mAupa pe depBovo vepd. O1 ouokeuaaieg PTTopolv 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 ovouOoia aTrooTOAAG 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.
AgpoTtropikni peragopd (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:
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14.4. Opada cuokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO I'lIA TO NEPIBAAAON: Oxi
14.6. E131kég Tpo@UAGEEIg yia TOV XpAOTH
No dangerous good in sense of this transport regulation.
14.7. OQaAdooieg HETAPOPES XUBNV oUPQWVA UE TIG TTPdgelg Tou IMO
No dangerous good in sense of this transport regulation.

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): - - Ox1 BAaBepO yia To vePO
15.2. AGiloAbdynon XnuikAG ao@daAgiag

Agv éxel OievepynBei agloAdynan XnNUIKAG ao@AAEING yia TIG OUTieg O auTd TO Wiyua.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTtpoTrég
AuTO TO BeATIO ao@Alelag TTepIEXEl aAAAYEG aTTd THV TTPONYoUuEVn £kO0OCN OTIG EVOTNTEG: 1.
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ZUVTOHOYPOA@ia KOl aKpWVUHA
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
CAS: Chemical Abstracts Service
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
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
ADR: Accord europien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
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)
IMDG: International Maritime Code for Dangerous Goods
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
IATA: International Air Transport Association
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 TTPOIOVTWY JOG
£€xouv Tnv €uBUvn va Aaaivouv uttéyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG BIATAEEIS.

(Ta dedopéva Twv eMIKIVOUVWY CUCTATIKWVY UAIKWV TTapaAnebnkav KG6e popd otnv eKkAaToTe IoXUOUOA TeEAsUTaIA
oTd0un TWV avrioTolYWV QUAAWY OTOIXEIWV AQOPAAEIas TWV aQPXIKWY TTapaywywy.)
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