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

VITA TITANKERAMIK
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TpoidvTog: 101 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA TITANKERAMIK

ApiB. CAS: 66402-68-4
ApiB. EK: 266-340-9

1.2. Tuva@eic Tpoodiopi{deveg XPAOEIC TNEC OUCIOEC N TOU UEIYUOTOG KOl OVTEVOEIKVUOUEVEG XPNOEIG

Xprion TAG ouciag/Tou peiyparTog
Xprion wg epyacTnplakoU avTidpacTnpiou

1.3. Z1oIX€ia TOU TTPoNOeuTh TOU SeATiou Sedouévwv ao@aAgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
006¢: Spitalgasse 3
ToTtog: D-79713 Bad Sdckingen
Taxudpopikni Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 Téhegat: +49(0)7761-562-299
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
Appodiog: regulatory affairs
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
KevTpikn 10ToogAida: www.vita-zahnfabrik.com
Touéag xopriynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
medical device

TMHMA 2: NpoodiopIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ougiag N ToU LEIYPATOG

Kavoviouég (EK) api0. 1272/2008
Auté 10 peiypa de Bewpeitai emikivduvo aup@wva pe Tov kavoviouo (EK) apiB. 1272/2008.

2.2. TToIXEiO ETIKETOG

2.3. AAAo1 Kiviuvol
Aev uttdpyel diabEaiun TTAnpogopia.

TMHMA 3: Z0vBeon/TTAnpo@oOpiEg yia TA CUCTATIKA

3.2. Meiyuyara

XnuIKAi ovopacia TG ouciag
Kepauikn

Emikivduva ocuoTaTikd UAIKA

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

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv

Eiomrvon
E¢aopaAioTte kaBapod aépa.
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Etraepn dépparog

EEmAUpa pe apbovo vepd. BydAte Ta yoAuapéva pouxa kal TTAUVTE Ta TTPIV T EavaxpnOIUOTTOINOETE.
Emagn ota pdtia

=emAUVETE QUEOWG TTPOOEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.

Kartdmroon
=emAUVETE QUECWG TO OTOUA KAl TTIEITE APOOVO vEPO.

4.2. InUavTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evdei€n orolaodATITOTE ATTAITOUMEVNG AUECNC IATPIKAG @POVTIdaC Kal £181KNG BepaTreiag
Bepartreia cUPPWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TV KATATTOAEUNON TNG TTUPKAYIAG

5.1. NupooBeoTikd péoa

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywg TNV TTEPIOXT).
5.2. E151k0i KivBuvol TTou TTpoKUTITOUV a1rd TNV Ougia 1 To Peiyua
Mn gugAexTO.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
> MePITTTWON QWTIAG: XpAon aveEdpTnTnNGg CUOKEUAG TIPOOTACIAG TG AVATTVONG.

ZUTTANPWHATIKEG UTTOEISEIG
DuAagTe EexwpIoTd TO HoAUCUEVO TTUPOCREDTIKG vePS. Mnv To apAaETe va eIc€EABEI aTa avoixTd UdaTa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: MéTpa o€ epiTrTwon akouolag EKAuong

6.1. MNpoowWTTIKEG TTPOQUAGEEIC, TTPOOTATEUTIKOG EEOTTAITHOG Kal S1adIKaTiEq EKTAKTNG AVAYKNG
Fevikég TTAnpogopieg
ATro@UyEeTE TN dnuUIoUpyia okdvNngG. Mn avatrvéeTe TNV KOV

6.2. NepiBaAAovTIKEG TIPOQUAGEEIS
Mpo@uUAGETE OTTO TNV €I0PON OTO ATTOXETEUTIKO OUOTNHA ] 0TO Uypd TTEPIBAAAOVY.

6.3. MéBodol1 kKal UAIKA yia TTEPIOPIoUO Kal KaBapioud

AAAeg TTANpoOPOpiES
ZKOUTTIOTE PNXAVIKA. XEIPIOWOG TOU GUGCWPEUMEVOU TTPOIOVTOG CUN@WVA HE TO KEQPAAQIO dIGBECNG ATTOPPIMKATWY.
6.4. Napatroutri o€ dAAa TuAUATA

Ac@aAng xprion: BAETTe TuAUa 7
ATopIkr TTpooTagia: BAETTE TUAUO 8
AiaBeon: BAETTe TUAPa 13

TMHMA 7: XeipiopoG Kal a1rofnkeuon

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

Ymobdeieig yio aoc@aln Xeipiopo
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

0OBnyieg yia TNV TpoOoTACia O& TTUPKAYIEG Kol EKPAEEIG
Aev gival atTapaitnTa 1I81aiTEPA TTPOCTACIAG ATTO TTUPKAYIC.

ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVH
BydaATe Ta poAuopéva pouxa. MAUvETE Ta xépia TTpiv Ta SIOAEiPPATA Kal KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
2710 XWpPO epyaciag amrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KAl TO GTAPVICHA.

7.2. uvBnkeg ao@aloug @UAagng, cuuTtrepIAauBavouévwy TUXOV aouuBaToTATWY
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ATTaITAOEIG VIO XWPOUG atroffkeuong Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEITPEVO.

0Bnyieg yia TNV a1TOoONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. ExdikA 1Ak Xpion A XpAoeig

medical device

TMHMA 8: 'EAeyxog Tng ékBeong/aToMIKN TTPOCTACIN

8.1. MapaueTpol eAéyxou

8.2. 'EAgyxo1 ékBeong

MéTpa aTOHIKAG TTPOOTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAICNOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
Na @opdTe TTPOCTACIA PATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd TNV epyacia ye XNMUIKEG OUCIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YAVTIWV Ta OTTOI0 PEPOUV TO
XopakTnpioud CE kal Tov TETpawn@Io KwdIKG. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUUQWVA PE
TN OUYKEVTPWON KAl TNV TTOCOTNTA TWV ETTIKIVOUVWY OUCIWY Kol CUPQWVA PE TO XWPO XProng Toug. ZuvioTatal va
EVNMEPWOEITE OTTO TWV KATACKEUAQTTH VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPONEVWY TTPOCTATEUTIKWV YAVTIWV
€I0IKAG XpAoews. NBR (VITPIAIKG KOOUTOOUK) ZuvIOTOUEVA OVTEAQ TTPOCTATEUTIKWY yavTiwv KCL Dermatril P

MpooTtacia Tou dépparog
Xpron TTPOCTATEUTIKOU POUXIoHOU.
AVaTTVEUOTIKA TTPOOTACIA

MpoBAéyTe TOV KOASG agPITUG KAl aTToppOPnon onueiou ae KPITIKA anpueia. Texvntog e€agpiouog Tng B€ong

epyaaiag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixsia yia TIS BACIKES PUOIKES KAl XNHIKES IBIOTNTES

®duoikA KaTdoTaoN: okbvn
Xpwpa:
Oopn: doopo

Znueio T&ewg/onueio TTMEEWG:

Znueio ¢éocwg n apxIkd onueio {Eoewg Kal
TTepIoxN C€0Ewg:

EugAekTdTnTa:

Katwtepo 6pio €kpnéng:
AvwTepo 6pIo €KPNENG:
nueio avagAegng:
O¢puokpaaia amoouvleong:
Tiun pH:
YdatodiaAutoTnTa:
AloAutoTnTa 0 dANoug BIaAUTEG
Oev £xel TpoodiopIoBEi

ZUVTEAEOTAG KATAVOUNAG O€
N-oKTavoAn/vepo:
Mieon atpwv:

(og 50 °C)
MukvoTtnTa:

O¢ev £xel TTPpocdlopIoOEi
O¢ev £xel TTpoadlopIoOEi

dev €xel TTPoadIopIabEi
AVEQPAPPOOTOG
Oev £xel TTpoadlopIoOEi

Oev €xel TTPoadIopIabEi
QAVEQPAPHOOTOG

O¢ev £xel TTPoodlopIoOEi
dev €xel TTPoadIopIabEi
Oxi

O¢ev £xel TTpoodlopIoOEei
<=1100 hPa

2,4 g/lcm?
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ZXETIKA TTUKVOTNTA OTHWV:
9.2. Noirég TAnpo@opiseg

MAnpo@opieg OXeTIKA pe TIG KAATEIG QUOIKOU KIVEUVOU
EKPNKTIKES 1810TNTEG

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

oTepEQ:

agpia:
OLeIdWTIKEG 1010TNTEG

Mn o&eIdWTIKG.

AAAO XOpOKTNPIOTIKA ac@aleiag
TaxuTtnTa e€aTHIONG:
=Npo UTTOAEIupa:

Oev £xel TTPpoadIopIoOEi

Oev €xel TTPoadIopIabEi
ave@ApPooTog

dev €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 ival oTabepd, 6Tav arobnKeUETAI O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY avTIOpAdoEWY

Aev gival yvwoTr Kapia mikivduvn avtidpaon.

10.4. ZuvONKEG TTPOG ATTOQUYI)
Kapia

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

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

TMHMA 11: To§ikoAoyikég TTANpo@opieg

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

Ogua TogIkOTNTA
Bdoel Twv diaBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTAnpouvTal.
ETAmix utroAoyiopévog

ATE (atré Tou otépaTog) > 2000 mg/kg; ATE (814 Tou &éppaTtog) > 2000 mg/kg; ATE (814 TnG €10TTVONRG aTUOG) >

20 mg/l; ATE (814 Tng e10mvoRg okbdvn/oTayovidia) > 5 mg/l
EpeBioTikA kai SiaBpwTikA dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunaong dev TTANpouvTal.
EvaioOnrotrointikn dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITrPIa Tagivopunang dev TTANpouvTal.
Kapkivoyoévog, petaAAagioyovog, Todikn yio Tnv avarrapaywyr dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouUvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - erravelAnpuévn ékBeon

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.
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TOSIKOTNTA AvappOPNOoNg
Bdoel Twv 01a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV
Auté 10 Peiypa Oe Bewpeital TKivOUVO cUP@wva e Tov kKavoviouo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTNnTCA
To mpoidv d¢ev gival: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONONG

TO TTPOIOV dEV BOKIUACTNKE.

12.3. AuvatoTnTta BIOCUCOWPEUCNS

TO TTPOIOV Oev OOKIUAOTNKE.
12.4. KivnTiIkOTNTO 0TO £50pO¢
TO TTPOIOV Oev OOKIUAOTNKE.

12.5. AmroteAéouara Tng agioAdynong ABT kai aAaB

O1 ouadieg aTo piyua dev TAnpoUv Ta KpitApia ABT/aAaB Bdosl REACH, Mapdptnua Xlll.
TO TTPOIOV &€V OOKIUAOTNKE.
12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig

AuTé TO TTPOIOV BEV TTEPIEXEI KATTOIO OUCIA PE 1IB1OTNTEG EVOOKPIVIKOU OIATAPAKTN VIO U OTOXEUOUEVOUG
opyaviopoUg KaBWG Kaveéva ouoTaTIkO dev TTANPOI Ta KPITAPIA.

12.7. AANAEG OPVNTIKEG ETTITITWOEIG
Aev uttdpyxel d1aB£aiun TTAnpoopia.

AAAa oToIXEIT
Na atropetyeTal n eAeuBépwan aTto TTEPIBAAAOV.

TMHMA 13: Z1oixeia oXeTIKG PE TN 316080 N

13.1. Mé60dol emreepyaoiog ammrofARTWY

Emre§epyacia amofARTWV
Mpo@uUA&ETE aTTO TNV EI0PON OTO ATTOXETEUTIKO oUCTNUA 1 0TO UYypd TTEPIBAAAOV. AIdBeon cUP@WVA WE TIG
TTPOJIAYPAPEG TWV APHUOSIWY UTTNPECIWY. KWwiIKOG/TTEPIYPAPR aTTopPINATWY cUNwva ue EWC/AVV
Etmre§epyacia aka@apTwyv amrofATWYV CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
EEmAupa pe apbovo vepd. O1 cuokeuaaieg YTTOPOUV va avakKUKAwBoUv, pévo av givar evieAwg AdEIES.
Kwdikag/meprypa@r) amoppigdtwy cuuewva pe EWC/AVV

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagpopd Sia Enpdg (ADR/RID)

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

TOUTOTNTAG:

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

OHE:

14.3. Ta&n/-1¢ KIvdUvVou KATd Th No dangerous good in sense of this transport regulation.

METAPOPA:

14.4. Opdada ouoKeUaTiag: No dangerous good in sense of this transport regulation.
MeTagpopd pe rotapoétrAoia (ADN)

14.1. Ap1Bu6g OHE A apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

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

OHE:
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14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
META@OPA:
14.4. Opada cuokeuagiag: 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/-1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETO@OPA:
14.4. Opdada cuokevaoiag: No dangerous good in sense of this transport regulation.
Aepotropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap18u6g OHE 1 apiBuédg 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. Ta&n/-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.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO I'lA TO NEPIBAAAON: Oxi
14.6. E151kég Tpo@UAGEeIg yia TOV XPROTN
Aev uttdpyxel O1aB£aiun TTAnpoopia.
14.7. OaAdooleg HETAPOPES XUBNV oUU@WVA LIE TIC TTPdgEIS Tou IMO
QAVEPAPUOOTOG

TMHMA 15: Zto1x€ia VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0soia oXeTIKA NE TV 0O@AAEIQ, TV UYEia Kal TO TTEPIBGAAOV YIa TV ougia N TO YEiyUa

ZTOIXEIO OXETIKA PE TIG KAVOVIOTIKEG Siatageig EE

MAnpogopieg TG EE odnyiag Aev utrdyetal omn EE 0dnyiag 2012/18/EE (SEVESO IlI)
2012/18/EE (SEVESO lll):

E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepd (D): 1 - eAayioTa BAaBepS yia 1o vePo
15.2. A%ioAdynon XnNUIKAG aoc@dAgiag

Aev €xel OlevepynBei aloAdynan XNMIKAG AoPAAEING YA TIG OUTIEG O€ AUTS TO Jiyua.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTpoTrég
AuTé 10 deATIO aoQAAEIag TTEPIEXEI GAAAYEG OTTO TNV TTPONYOUUEVN KOO 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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