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

VITA SUPRINITY PC
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 154 2eNida 1 atrd 6

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA SUPRINITY PC

ApiB. CAS: 65997-17-3

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

Xprion TAG ouciag/Tou peiyparTog
AvTikeipeva atréd TETPa, yOwo, TOIPEVTO, YUOAT Kal kepapikd Auxilary for manufacture of dental products

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
Taxudpouikr 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
H ouacia auth dev €xel TagivounBei wg emmikivduvo aupgwva pe Tov kavoviouo (EK) apiB. 1272/2008.

2.2. TToIXEia ETIKETOG

2.3. AAAo1 Kiviuvol
Aev uttdpyel diabEaiun TTAnpogopia.

TMHMA 3: Z0vBeon/TTAnpo@oOpiEg yia TA CUCTATIKA

3.1. Ougigg

XnuIKAi ovopacia TG ouciag
AvTikeipeva ato TTETPA, yOWo, TOIYEVTO, YUOAT KOl KEPAMIKO

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.

Etraepn dépparog
E&mAupa pe apbovo vepd. BydAte Ta poAuapéva pouxa kal TTAUVTE Ta TTPIV T EavaxpnaIJOTTIOINOETE.
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Etraegn ota pdatia
=eTAUVETE QUEOWG TTPOOEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.

Kartdmroon
=emAUVETE QUEOWG TO OTOUA KAl TTIEITE APOOVO vEPO.

4.2. InUavVTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPEG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evdei€n orolaodATITOTE ATTAITOUNEVNG ANECNC IATPIKAG @POVTIdAC Kal £181KNG BepaTreiag
Bepartreia cUPPWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTIKA péca

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywG TNV TTEPIOXT).
5.2. E151k0i KivBuvol TTou TTpOoKUTITOUV a1rd TNV OUdia 1 To PEiyua
Mn e0@AexTO.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
> MePITTTWON QWTIAG: XpAon aveEdpTnTng CUOKEUAG TTPOCTACIAG TG AVATTVONG.

TMHMA 6: MéTpa o€ epiTrTWOoN akoUuoiag EKAuong

6.1. MpoowWTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG €0TTAICHOG Kal S1adIKATiEg EKTAKTNG AVAYKNG

levikég TAnpo@opieg
ATTo@UyeTE TN dnuIoupyia okovNG. Mn avatrvéeTe TV OKOVN.
6.2. MepiIBaAAOVTIKEG TTPOQUAGEEIG
Aegv gival atrapaitnTa 101aiTEpa pETPA TTpoaTACIag TOU TTEPIBAAAOVTOG. KaAGG KaBapiopdg Twv BpouikKwy
QVTIKEINEVWV Kal TwV daTTEdWV aUP@wva PE TIG TTEPIBAAAOVTOAOYIKEG BIaTAEEIS.

6.3. MéBodo1 Kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AAAeg TANnpoPopicg
SKoUuTTiOTE puNXaVIKE. XEIPIOPOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEPAAQIO SIGBECNG ATTOPPIMPATWVY.

6.4. Mapatroutrn o€ GAAA TUAPATA
Ac@aAng xprion: BAETTe TuAUa 7
ATouIkr TTpooTacia: BAETTE TUAMO 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofnkeuon

7.1. NMNpo@uAdéeig yia ao@aln XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOpo6
Aev gival atrapaitnTa 1I81aitTepa TTPOANTITIKA PETPA.

0dnyisg yia TNV TPOOTACIA O TTUPKAYIEG KOl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAC ATTO TTUPKAYIA.

YUOTAOEIG VIO TN YEVIKN ETTAYYEAMATIKN UYIEIVA
ByaATe Ta yoAuopuéva pouxa. MAUveTE Ta xépia TTpiv T SIGAEIPPATA Kal KATA TO TEAOG TNG EPYATIAg e TO TTPOIOV.
Mnv TpwTe 1| TTiveTE GTAV TO XPNOIUOTTOIEITE.

7.2. YuvBnkeg aoc@alolg @UAagng, cuptrepiAapfavouévwy TUXOV acuuBaToTATWY

ATTaITAOEIG YIa XWPOoUg atrobnkeuong Kai Soxeia
To doxeio va diatnpeital EpUNTIKG KAEIOPEVO.
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0dnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. E1dIkN TeAIKA XpAoN N XPNOEIS

AvTiKeipeva atréd TETPa, yOWo, ToIPEVTO, YUOAT Kal kepapikd Auxilary for manufacture of dental products

TMHMA 8: 'EAeyxog TnG éK0eong/aTOMIKN TTPOCTACI

8.1. NapdueTpol eAéyxou

8.2. 'EAgyxo1 ékBeong

KardAAnAor pnxavikoi éAeyxol

AuTé TO TTPOIOV BEV TTPETTEI VA £TTECEPYALETAI UE AVETTAPK EEAEPITUO.
MéTpa aTOMIKAG TTPOCTACING, OTTWG ATOMIKOG TTPOCTATEUTIKOG £SOTTAICUOG

MpooTacia TwV PATIWV/TOU TIPOCWITOU
Na @opdTe TTpooTaCia HATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWYV YAVTIWYV TA OTTOia QEPOUV TO
xopakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGIWV KAl CUPGWVA PE TO XWPO XPAoNG TouG. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUQOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWY TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépparog

Na @opdTe KatdAANAnN TTPOCTATEUTIKA evOUUATia.
AvaTTveEUOTIKN TTPpOCTACIA

MpoBAéwTe TOoV KOAS aePIoUG KAl aTToppOPNnCN onueiou ae KPITIKG anueia. Autd To TTpoidv Oev TTPETTEI Val

eTTEEEPYALETAI PE QVETTAPKNA ECAEPIOUO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oixeia yia TIG BaCIKEG QUOIKEG KOl XNHIKEG 1810TNTEG

duoikA KaTdoTaoN: oTEPEDG
Xpwua: dlagpavég
Ooun: daoouo

>nueio TA&ewg/onueio TTAEWG:

>nueio C€ocwg N apxIkd onueio {Eoswg Kal
TTEPIOYN CE0EWG:

Eu@AekToOTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTEPO OpIO0 £KPNENG:
>nueio avapAegng:
O¢epuokpacia amoouvBeong:
Tiun pH:
YdatodiaAutoTnTa:
AiaAutoTnTa 0€ AAAOUG BIaAUTEG
O¢ev €xel TTPOCdIOPIoHET

>UVTEAEOTAG KATAVOUNAG O€
n-okTavoAn/vepo:
Migon aTpwv:

(og 50 °C)
MukvoTnTa:

Oev €xel TTPoadIopIabEi
?

O¢ev £xel TTPpoadlopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIaOEei
?

Oev €xel TTPoadIopIabEi
O¢ev £xel TTPpoodlopIoOEi
Oxi

Oev €xel TTPoadIopIabEi
<=1100 hPa

2,62000 g/cm?
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ZXETIKA TTUKVOTNTA OTUWV: dev €xel TTPoadIopIoOEi

9.2. Aoitrég TAnpo@opisg

MAnpo@opieg OXeTIKA pe TIG KAATEIG QUOIKOU KIVEUVOU
O¢puokpacia autavageAegng

oTepEd: Oev £xel TTPoadlopIcOei
agpia: ave@AappooTog

OLeIdWTIKEG 1010TNTEG
Mn o&eIdWTIKG.

AAAO XOpOKTNPIOTIKA ac@aleiog

TaxuTtnta e€dTHIONG: Oev £xel TTpoadlopIcOei
=npd uTTOAEIUHa: 0,0 %

TMHMA 10: Z1a0gpdTNTA KAl AVTISPACTIKOTNTA

10.1. AvTIdpaoTIKOTNTA

E@doov diac@alifeTal 0 evOedEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeUaNG, OEV ONUEIVOVTAI ETTIKIVOUVEG

avTiIdpdoelg .
10.2. Xnuikn oTa8epdTnTA

To mpoidv ival oTabepd, 6Tav arobnKeUETAI O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia emikivduvn avtidpaon.

10.4. ZuvONKEG TTPOG ATTOQUYIH
Kapia

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

10.6. Emikiviuva mpoidévra amroouvleong
Agv gival yvwaoTad IKivouva TTpoiovTa 81daTracng.

TMHMA 11: To§ikoAoyikég TTANpo@oOpieg

11.1. NMAnpo@opiteg yia Tig TaeIg KIvEUvou, 6TTwg opifovral oTov kavovioud (EK) api. 1272/2008

Ogua TogIkOTNTA

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
EpeBioTikn kai SiaBpwTikA dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
EvaioOnrotrointikni dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
Kapkivoyévog, petaAAagioyévog, ToSIKR yia TNV avatrapaywyn dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
E1831kA) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouvTal.
Ei1di1kn To§Ik6TNTa 0T 6pYyava-oToxoug (STOT) - eravelAnupévn ékBeon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
TOgIKOTNTA AVOPPOPNONG

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV

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

TMHMA 12: OikoAoyikég TTAnpo@opieg
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12.1. To&ikéTNTA

To 1rpoidv dev gival: OIKoTOEIKO.
12.2. AVOEKTIKOTNTA KAl IKAVOTNTA ATTOSONONG

TO TTPOIOV Oev OOKIUAOTNKE.
12.3. AuvartéTtnTa BIOCUCOWPEUONG
TO TTPOIOV &gV SOKIUAOTNKE.

12.4. KivnTikdTnTa 010 £50p0OG
TO TTPOIOV &gV SOKIUAOTNKE.

12.5. AroteAéouara TG agioAéynong ABT kai aAaB

AuTA n ouaia dev Tnpei Ta kpitpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.

TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEC EVEOKPIVIKAG S1aTapaxig

AuTA n ouaia dev £xel 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIA UN OTOXEUOUEVOUG OpyavIoHOUG.
12.7. AA\EG APVNTIKEG ETTITITWOEIG

Aev uttdpyel diabéaiun TTAnpogopia.

AAAa oTolxEia
Na atropetyeTtal n eAeuBépwan aTo TTEPIBAAAOV.

TMHMA 13: ZToixeia OXETIKA ME TN B1d0goN

13.1. Mé60dol emreepyaciog ammofARTWY

Emre§epyaoia amoBARTWV
Ai6Beon olp@wva Pe TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.

Etre§epyaoia aka8apTwyv amrofATWV CUCKEUAGIWY KOl CUVIOTWHEVO OTTOPPUTTAVTIKA
O1 ouokeuaoieg YyTTopolv va avakukAwBouv, pévo av gival evieAwg adeieg.

TMHMA 14: lMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagopd dia Enpdg (ADR/RID)

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

TOUTOTNTAG:

14.2. OiIKeia ovouOoia aTTOOTOARC 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. Oudda ouoKeEUATiOg: No dangerous good in sense of this transport regulation.
MeTagpopd pe rotapdtrAoia (ADN)

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

TOUTOTNTAG:

14.2. Oikgia ovopagoio 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. Oudda CUOKEUATIOC: No dangerous good in sense of this transport regulation.
OaAdoola peragopd (IMDG)

14.1. Ap18u6g OHE 1 ap18uég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovouagia amrooToARg No dangerous good in sense of this transport regulation.

OHE:
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14.3. Tagn/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.
HETOQOPA:

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

Aepotropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.
TOUTOTNTAG:

14.2. Oikeia ovopagia amroogToARg 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.
HETO@OPA:

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

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO TIA TO MEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC yia TOV XPROTN
Aev uttdpyxel 1a6£aiun TTAnpoopia.
14.7. OQaAdooieg HETAPOPES XUBNV oU@WVA UE TIG TTPdgeig Tou IMO
ave@ApPooTog

TMHMA 15: ZT1o1x€ia VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0soio oXETIKA ME TV 0OQ@AAEIQ, TRV UYEia Kal TO TTEPIBGAAOV YIa TV ougia N TO YEiyUa

E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepd (D): - - OX1 BAaBepd yia To vePO
15.2. ASiloAGynon XnNUIKAG ao@AAgIiag
Aev €xel OievepynBei aloAdynan XNUIKAG aoPAAEING yia TNV ousia auTh.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég

AuTté 10 deATIO ao@AAeiag TTEPIEXEI GANAYEG ATTO TNV TTpOoNyoUuEVn KOO OTIG EVOTNTEG: 1.
ZUVTOMOYPAQIO 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%

AAAa oToIXEIT

Ta dedopéva autd aTnpifovTal OTNV GNUEPIVA OTABUN TWV YVWOEWV Jag, OV atroTeAOUVEVTOUTOIG £yyUnan yia TIG
1I010TNTEG TOU TTPOiIdVTOG 9a Kal dev atroTeAoUv Kapia oUPBacn VOUIKAG 10XU0G. Or aTTodEKTEG TWV TTPOIOVTWV UOG
€xouv TNV €uBUvn va Aafaivouv utréyn Toug ToUg IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.
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