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

VITA TITANKERAMIK MARGIN
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 099 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA TITANKERAMIK MARGIN

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

XpAon TAG ouciag/Tou peiypaTog
Xpron wg epyacTnpiakoU avTidpacTnpiou
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 TéAegag: +49(0)7761-562-299
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
Appuoédiog: regulatory affairs
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
KevTpIKn 10TOo€AIdA: www.vita-zahnfabrik.com
Topéag xoprynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcAG EMIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

Kavoviouég (EK) apif. 1272/2008
AuTé 10 Peiyua de Bewpeital eTiKivouvo gUp@wva e Tov kavoviouo (EK) apif. 1272/2008.

2.2. IToIXEia ETIKETAG

2.3. AAAoi Kivduvol
Agv uttdpyxel d1ab€aiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@oOpPiEg YIO T CUCTATIKA

3.2. Meiyuyarta
XnUIKA ovopagoia Thg ouciag
Kepauikn
Emikivduva ocuoTaTtikd UAIKA

kavévag (oupewva pe Tov kavoviouod (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bonbsiwv

Emagn oTta pdria
=emAUVETE AUEOWG TTPOCEKTIKA PE VEPO I PIE TO VTOUL POTIWV.

Katdmroon
=emAUvVETE QUECWG TO OTOUA KAl TTIEITE APOOVOo veEPO.
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4.2. TNUAVTIKOTEPO CUNTITWHATA KAl EMISPAoEIS, AUETES N METAVEVETTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evdeién omolaodNTIToTE aTmaITOUNEVNG AUETNG IATPIKAG @POoVTidag Kal £151IKAG BepaTreiag
BepaTtreia cUPPWVA WE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATaTTOAéUNON TNG TTUPKAYIAG

5.1. NupooBeoTikd péoa

KartdAAnAa TupooBeoTiKA péca
Mpooapuoynh Twv PETPWY TTUPOGRECNG avaAdywg TNV TTEPIOYT).

5.2. E151k0i Kiv3uvol TToU TTpOKUTITOUV OTTd TNV OUCid I} TO pEiyua
Mn edgAexTo.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
Y& MEPITTTWON QWTIAG: XpAon aveEdpTnTnNG CUOKEUAG TTPOOTACIOG TG AVATTVOAG.

TuTTANPWHATIKEG UTTOBEIEIG
DuAagTe EexwpIoTd TO POAUCUEVO TTUPOCREDTIKG vePS. Mnv To apACETE va eIcEABEI aTa avoixTd UdaTa Kal GTo
QATTOXETEUTIKO.

TMHMA 6: Métpa oe repimTwon akouaoiag éKAuong

6.1. MpoowTTIKEC TTPOPUAGEEIC, TTPOOTATEUTIKOG EO0TTAICHOC Kal S1adIKATieg EKTAKTNG AVAYKNG

levikég TTAnpogopieg
ATro@UyEeTE TN dnuIoupyia okovngG. Mn avatrvéeTe TNV OKOV.

6.2. MNepiBaAAovTIKEG TIPOQUAGEEIS
Mpo@uAda&Te atrd TNV €10pOr) OTO ATTOXETEUTIKO OUCTNHA ) OTO UYPO TTEPIBAAAOV.

6.3. Mé00odo1 Kail UAIKA yia TTEPIOPIoUO Kal KaBapioud

AAAeg TTANpO@POpiEg
ZKOUTTIOTE pNXAVIKA. XEIPIOPUOG TOU GUGOWPEUHPEVOU TTPOIOVTOG CUN@WVA HE TO KEQPAAQIO SIGBECNG ATTOPPIMMATWY.
6.4. Napatroutri o€ GAAa TuAUATA
Ac@alig xprion: BAETTE TuRpa 7
Atopikr) TTpooTagia: BAETTE TUAUO 8
Ai6Beon: 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 WETPA.

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. MAUveETE Ta xépla TTpiv Ta SIOAEiPPATA Kal KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
Mnv TpwTE A TTiVETE OTAV TO XPNOIUOTIOIEITE.

EmitrAéov oToixeia
TexvnTog e€aeplopds NG B€ang epyaaiag MpoBAEwTe TOV KOAG agPIOUO KAl ATTOPPOPNON ONUEIOU OE KPITIKA
onueia.

7.2. YuvBikeg ao@aiolg @UAagng, cupTtrepiAaufavouévwy TUXOvV acupBaToTATWY

ATTITAOEIS YIa XWPOUg atrodfkeuong Kal Soxeia
To doxeio va diatnpeital EPUNTIKA KAEITPEVO.
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0dnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. E1dIkN TeAIKA XpAoN N XPNOEIS

XpAon wg epyacTnplokou avTidpaaoTnpiou

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
luakid TpooTaciag amd okévn

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. ZuvioTépeva PovTéAa TTpooTaTeuTIKWYV yavTiwv KCL Dermatril P NBR (VITpIAIKO KAOUTOOUK)

MpooTacia Tou dépparog
Na @opdTe KatdAANAn TTPOCTATEUTIKA evOUUATia.
AvaTTVEUOTIKN TTpOCTACIA

MpoBAéwTe TOV KOAG aegPICUG KAl aTTopPOPNON onueiou ae KPITIKA anueia. Texvntdg e€agpiouog Tng Béong

epyaociag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

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

duoikn katdoTaon: okovn

Xpwpa:

Oopn: XOPAKTNPIOTIKOG

Znueio TAEswg/onueio TTAgEWG: 770 °C

Eu@AekTOTNTAO: dev €xel TTPoadIopIabEi
ave@AapPooTog

KatwTtepo épio €kpnéng:

AvwTepo 6pIo €kpNEng:

Znueio avagAegng:

O¢eppokpacia atmoouvleong:

Tiyn pH:

YdarodiaAuTtéTnTa:

AloAutoTnTa 0 dAAoug SIaAUTEG
Oev £xel TpoadiopIoBEei

ZUVTEAEOTAG KATAVOUNRG O€

N-oKTavoAn/vepo:

dev €xel TTPoadIopIadEi
Oev €xel TTPoadIopIabEi
?

Oev £xel TTpoadlopIoOEi
dev €xel TTPoadIopIabEi
Oxi

O¢ev £xel TTPpocdlopIoOEi

Mieon atpwv: <=1100 hPa
(oe 50 °C)
MukvoTnTa: 2,40000 g/cm?

SXETIKA TTUKVOTNTA OTHWV:
9.2. Noirég TAnpoPopisg

MAnpo@opieg oXeTIKA pe TIG KAAOEIG QUOIKOU KIVEUVOU
O¢puokpacia auTavageAegng

O¢ev £xel TTPpocdlopIoOEi
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oTEPEQ: dev €xel TTPoadIopIoOEi
agpia: QavEQAPUOOTOG

OLeIdWTIKEG 1016TNTEG
Mn o&e1IdwTIKS.
AAAO XOpOKTNPIOTIKA ao@aAgiag
Taxutnta e€ATHIONG: dev €xel TTPoadIopIoOEi
=npo UTTOAEIPpA: 99,90 %

TMHMA 10: Z1aBgpdTNTa KAI AVTISPACTIKOTNTA

10.1. AvTiISpaoTIKOTNTA

E@doov diac@alifeTal 0 evoedeIYUEVOG TPOTTOG XEIPIGHOU Kal aTToBrKeUaNG, BEV ONUEIVOVTAI ETTIKIVOUVEG
AvTIOPACEIG .

10.2. Xnuikn oTaBepéTnTA

To TTpoidyv eival oTaBepd, dTav aTTOBNKEUETAI O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTISpAdoEWYV

Agv gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvOKEG TTPOG ATTOQUYIH
Kauia

10.5. Mn cupBard uAikd
Aev uttdpyel d1abEaiun TTAnpogopia.

10.6. Emikivduva mpoiévra amroouvleong
Aegv gival yvwoTd emikivéuva rpoiévta didoTaong.

TMHMA 11: TogikoAoyikéG TTAnpo@PoOpieEg

11.1. MAnpowopiteqg via Tig TaeIg KIVEUVoU, dTTwg opidovral oTov kavovioud (EK) apif. 1272/2008

0¢%0a TogIkoTNTA

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
ETAmix utroAoyiopévog

ATE (atré Tou otépaTog) > 2000 mg/kg; ATE (814 Tou &éppaTtog) > 2000 mg/kg; ATE (314 TnG €10TTVORG aTUOG) >

20 mg/l; ATE (314 Tng e10mTvong okévn/atayovidia) > 5 mg/l
EpeBioTikA Kai SiaBpwTikA dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
EvaioOnrotroinTikn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
Kapkivoyévog, petaAAagioyévog, ToSIki yia TNV avatrapaywyn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
E1d1kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdrras ékBeon

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITHPpIa Tagivopunang dev TTAnpouvTal.
Ei1dikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - eravelAnupévn ékBeon

Bdoel Twv d1a0éo1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
TOSIKOTNTA AvappoPNoNg

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

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

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTnTA
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To mpoidv d¢ev givai: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONoNg

TO TTPOIOV &gV SOKIUAOTNKE.

12.3. AuvatotnTta BIoCUCOoWPEUCNS

TO TTPOIOV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80¢p0g
TO TTPOIGV dEV BOKIUACTNKE.

12.5. ATroteAéouarta TnG afioAdynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta Kpithpia ABT/aAaB Bdoel REACH, Mapdptnua XIll.
TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC EVOOKPIVIKAG S1aTapaxig

AuUTO TO TTPOIGV dev TTEPIEXEI KATTOIO ouaia e 1I810TNTEG EVOOKPIVIKOU SIATAPAKTN YIA N OTOXEUOUEVOUG
opyaviopoUg KaBwg Kavéva auaTaTiko dev TTANPOI Ta KPITAPIA.

12.7. AAAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyxel O1a6£aiun TTAnpoopia.

AAAa oTOIXEIT
Na ammogelyetal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxeTikd pe Tn 81d0eon

13.1. Mé0odol ereéepyaaiag amrofARTWY

Emegepyacia amoBARTWY
Mpo@uAdG&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO OUCTNUA 1 OTO UYPO TTEPIBGAAOV. AidBeon oUpwva PE TIG
TTPOBIAYPAPEG TWV APUOBIWY UTTNPECIWY. KwdIKOG/TTEPIYPAPr aTTOPPINATWY oUnwva ye EWC/AVV
Emre§epyacia aka0apTwyv amrofARNTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
E€mAupa pe deBovo vepd. O1 ouokeuaaieg PTTopolv va avakukAwBoUv, povo av gival evTeEAWG AdEIEG.
Kwdikdg/mepiypapr) atmroppipgdrwy aluewva pe EWC/AVV

TMHMA 14: MNMAnpo@opieg OXETIKA HE TN METAPOPG

MeTagopd dia Enpdg (ADR/RID)

14.1. Ap18u6g OHE 1 ap1Budég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiKeia ovopagoio aTooToARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Tagn/-g1g 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.
Meragpopd pe rotapdtTAoia (ADN)

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

TOUTOTNTAG:

14.2. Oikeia ovopagia amrogToARg 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.

METAQ@OPA:

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

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

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

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/vouo0soia oXETIKA ME TV 0O@AAEIQ, TV UYEia Kal TO TTEPIBGAAOV YId TV ougia N TO YEiyUa

E@vikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D): 1 - eNdyioTa BAaBepd yia To vepd

15.2. AZioAdynon XNUIKAG Ao @AAEING

Aev €xel OievepynBei aloAdynan XNUIKAG aoPAAEING YA TIG OUCIEG O€ AUTO TO Yiyua.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég
AuTté 10 deATiO ao@AAeiag TTEPIEXEI GANAYEG ATTO TNV TTpoNyoUuEVn €KdOON 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 oToIXEIO
O1 TANpoYopieg 0" auTd TO EVIUTTO AOPAAEING OVTATTOKPIVOVTAI OTA PJETPA ACQPAAEIAG TOU TTPOIGVTOG, OTTWG aUTA
€XOUV PEXPI TNV NUEPOUNVia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACQAAN XEIPIGUO TOU TTPOIGVTOG TTOU ava@EPETAIl OTIG 0ONYiEg XPATEWS KABWG Kal yia Tnv atrobrkeuaon,
emegepyaaoia, yeTagopd kai d1dbeorn. O1 TTAnpogopieg dev IGXUOUV yia GAAA TTPOIOVTA. Z€ TTEPITITWAON TTPOCONAKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIAG TOU TTPOIOVTOG, O TTANPOPOPIEG AUTWV TWV 0dNYIWV
xprong ogv utropouyv va PJeTagepBouv £Ta1 ATTAG OTO VEO TTPOIOV.
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(Ta dedopéva Twv eMIKIVOUVWY GUATATIKWY UAIKWV TTapaAngénkav Kae popd aTnv eKkAaToTE IoYUOUTA TEAEUTAI
oT1@6un Twv avrioToiwv QUAAWY OTOIXEiIWV aOPAAEIas TwWV ApXIKWY TTAPAYywywV.)
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