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

VITA CAD WAXX Blocs, Discs
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 177 2eNida 1 atrd 6

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA CAD WAXX Blocs, Discs

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

XpAon TAG ouciag/Tou peiypaTog
MAaoTikd €idn Auxilary for manufacture of dental products

1.3. Z1oIX€ia TOU TTPOoUNOeUTH ToU SeATiou Sedouévwyv ao@aAgiag

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
H ouacia autn dev €xel TagivounBei wg emikivduvo auu@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

3.1. Ougigg

XnUIKA ovopagoia Thg ouciag
MAaoTiké €idn

Emikivduva cuoTaTtikd UAIKA

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

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon
E¢aogaliote kaBapod aépa.

Emaen dépparog
EETTAUMA e ApBovo vepd. BydATe Ta poAuapéva pouxa Kal TTAUVTE Ta TTPIV Ta EavaxpnaIJOTTOINCETE.
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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. E181k0i Kiviuvol TTou TTpoKUTITOUV aT1rd TNV oUCia 1} TO peiyua
Mn e0@AexTO.

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

ZUTTANPWHATIKEG UTTOEISEIG
DuAaETe EexwpIoTd TO PoAUCUEVO TTUPOCREDTIKG vePS. Mnv To apAaETe va eIcéABel aTa avoixTd UdaTa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTrTwon akouolag EKAuong

6.1. MpooWTTIKEG TTPOQUAGEEIG, TTPOOTATEUTIKOG EEOTTAITHOG Kal S1adIKATiEq EKTAKTNG AVAYKNG
evikég TTAnpo@opieg
ATtro@UyeTE TN dnuIoupyia okdvNngG. Mn avatrvéeTe TNV KOV

6.2. NepiBaAAOVTIKEG TIPOQUAGEEIS
Mpo@uUAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUOTNHA 1 0TO Uypd TTEPIBAAAOVY.

6.3. MéBodo1 Kal UAIKA yia TTEPIOPIoHO Kal KaBapioud

AAAeg TTANpoO@oOpitg
ZKOUTTIOTE PNXAVIKA. XEIPIOPOG TOU GCUGCWPEUHNEVOU TTPOIOVTOG CUN@WVA [E TO KEQPAAQIO dIGBECNG ATTOPPIMKATWVY.
6.4. Napatroutri og GAAa TUAUATA

Ac@aAng xpron: BAETTe TuAUa 7
ATopIkr TTpooTagia: BAETTE TUAKO 8
Ai6Beon: BAETTE TUAPO 13

TMHMA 7: Xeipiop6g Kal amrofnkeuan

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

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

0OBnyieg yia TNV TpoOTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAG ATTO TTUPKAYIA.

ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVH
BydaATe Ta poAuopéva pouxa. MAUvETE Ta xé€pia TTpiv Ta SIGAEIPPATA KAl KOTA TO TEAOG TNG EPYOTiag Pe TO TTPOIOV.
Mnv TpwTE A TTiVETE OTAV TO XPNOIUOTIOIEITE.

7.2. uvBnkeg ao@aloug @UAagng, cuutrepiAauBavouévwy 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.

TMHMA 8: 'EAeyx0g TnG ékBeang/aToMIKA TTpOoCTACia

8.1. MNapdueTpol eAéyxou

8.2. 'EAgyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOOTATEUTIKOG £§OTTAICNOG

MpooTacia TwvV PATIWV/TOU TTPOCWITTOU
Kapia

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWYV YAVTIWV TA OTTOia QPEPOUV TO
xapakTnpiopd CE kai Tov TETpawni@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGCIWV KAl CUPGWVA PE TO XWPO XPAONG TOoug. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUQATH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWV TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépuarog

Na @opdTe KatdAANAn TTPOCTATEUTIKA evOUUATia.
AvaTTveEUOTIKN TTpOCTACIA

Kapia

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

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

duoikA KaTdoTaoN: oTePedg
Xpwua: Axpwuog
Ooun: XOPOKTNPIOTIKOG

>nueio TA&ewg/onueio TTAEEWG:

>nueio C€oewg R apxIkd onueio {Eogwg Kal
TTEPIoYN CE0EWG:

Eu@AekToOTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTEPO OpIO0 £KPNENG:
>nueio avapAegng:
O¢epuokpacia amoouvBeong:
Tiun pH:
Y&arodiahutéTnTa:
AloAutoTnTa 0 GAAOUG OIaAUTEG
O¢ev €xel TTPOadIoPIoHET
>UVTEAEOTAG KATAVOUNAG O€
N-oKTavOAn/vepo:
Mieon aTpwv:
(og 50 °C)
MukvotnTa:
2XETIKI TTUKVOTNTA ATHWV:
9.2. Noirég TAnpoopieg

MAnpo@opieg oXeTIKA PE TIG KAAOEIG PUOIKOU KIVOUVOU

Oev €xel TTPoadIopIabEi
?

O¢ev £xel TTpoadlopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTpoadIopIabei
dev €xel TTPoadIopIabei
> 250 °C

dev €xel TTPoadIopIabEi
O¢ev £xel TTpocdlopIoOEi
Oxi

Oev €xel TTPoadIopIabEi

<=1100 hPa

1,18000 g/cm?
Oev €xel TTPoadIopIabEi
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Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 177
O¢epuokpacia autavaeAegng
oTEPEQ: dev €xel TTPoadIopIoOEi
agpia: QAVEQPAPHOOTOG

OLeIdWTIKEG 1016TNTEG
Mn o&e1IdwTIKS.
AAAQ XOpOKTNPIOTIKA ao@aAeiag
Taxutnta e€ATHIONG: dev €xel TTPoadIopIoOEi
=npo UTTOAEIPpA: 100,0 %

TMHMA 10: Z1aBgpdTNTa KAI AVTISPACTIKOTNTA

10.1. AvTiISpaoTIKOTNTA

E@doov diac@alifeTal 0 evoedeIYUEVOG TPOTTOG XEIPIGUOU Kal aTToBrKeUONG, 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 trpoiévta d1doTTaong.

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.
EpeBioTikA kai SiaBpwTikn dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
EvaioOnrotrointikn dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
Kapkivoyévog, petaAAagioyovog, Todikn yio Tnv avarrapaywyr dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTAnpouvTal.
E131kf) To§iIkoTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
E131kf ) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - eravelAnpuévn ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITRPIa Tagivopunang dev TTANpouvTal.
TOSIKOTNTA AvappPOPNOoNg

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
AAAa oToIXEIO ETTI EAEYXWV

To UAIKO €xel kaTaTagn un emikivduvou UAIKOU KaTd Tov kavoviouo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTnTCA
To mpoidv dev gival: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONONG
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TO TTPOIOV Oev OOKIUAOTNKE.
12.3. AuvardéTtnTa BIOCUCCWPEEUTNG
TO TTPOIOV &gV OOKIUAOTNKE.

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

12.5. AroteAéouara TG agioAéynong ABT kai aAaB

AuTA n ougia dev Tnpei Ta kpitpia ABT/aAaB Tou kavoviopoUu REACH, Annex XIlI.
TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEG EVOOKPIVIKAG S1aTapaxnig

AuTA n ouaia dev £xel 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIA U OTOXEUOUEVOUG OpyavIoHOUG.
12.7. AA\EG APVNTIKEG ETTITITWOEIG
Aev uttdpyel dilabEaiun TTAnpogopia.

AAAa oToIXEiT
Na atropetyeTtal n eAeuBépwan aTo TTEPIBAAAOV.

TMHMA 13: Ztoixeia oOXETIKA ME TN B1d0goN

13.1. Mé€00dol emreepyaciag ammofARTWY

Emre§epyaoia amoBARTWV
AidBean oUPPWVA PE TIG TTPOBIAYPAPESG TWV APHOdIWY UTTNPECIWY. KWOIKOG/TTEPIYPAPH ATTOPPINATWY CUN@WVA PE
EWC/AVV

Emefepyacia akd@apTwv amoBAATWY CUCKEUAOIWYV KAl CUVICTWHEVA ATTOPPUTTAVTIKA
O1 ouokeuaaoieg YTTopouv va avakukAwBouUv, pévo av eival evteAwg adeieg. KwdIKOg/Teplypagr amroppIgdrwy
oupewva ye EWC/AVV

TMHMA 14: lMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagopd dia §npdg (ADR/RID)

14.1. Ap18u6g OHE 1 apiBudg 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 ouoKeEUATiOg: No dangerous good in sense of this transport regulation.
MeTagpopd pe TrotapétrAoia (ADN)

14.1. Ap18u6g 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. Oudda CUOKEUATIOC: No dangerous good in sense of this transport regulation.
OaAdoola peragpopd (IMDG)

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

TOUTOTNTAG:

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

OHE:

14.3. Tagn/-e1g kivdUvou KaTd TN No dangerous good in sense of this transport regulation.

HETOQOPA:

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

Ap1Bu6¢ avaBewpnaong: 5 - AvtikaBioTd Tnv €kdoaon: 4 GR-el Huepopnvia ékdoong: 15.08.2023



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

VITA CAD WAXX Blocs, Discs

Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 177 2eNida 6 atrd 6
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 amoogToARg 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.

META@OPA:

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

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC yia TOV XPROTN
Aev uttdpyxel S1a6£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 0OQ@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. ASiloAGynon XnNUIKAG ao@AAgIiag
Aev €xel O1evepynBei aloAdynan XNMIKAG AoPAAEING yia TNV oudia auTh.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég
AuTté 10 deATIO ao@AaAeiag TTEPIEXEI GANAYEG ATTO TNV TTpoNyoUuEvn €KSOON 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%
AMAa oTolxEia
Ta dedopéva autd aTnpifovTal OTNV GNUEPIVA OTABUN TWV YVWOEWV Jag, OV atroTeAOUVEVTOUTOIG £yyUnan yia TIG
1I010TNTEG TOU TTPOiIdVTOG 9a Kal dev atmoTeAoUv Kapia oUPBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV UOG
€xouv Tnv €uBlvn va Aafaivouv utréyn Toug TOUG IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.
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