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

VITA MFT Teeth
Emre€epyaotnke oTig: 15.08.2023 ApIBu6g TTpoidvTog: 3066 2eNida 1 amd 5

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA MFT Teeth

EuTtropikn ovopaoia
VITA MFT

1.2. Zuva@eic Tpoodiopi{devEG XPAOEIC TNEC OUCIOC N TOU UEIYUOTOG KOl OVTEVOEIKVUOUEVES XPNOEIG

Xprion TAG ouciag/Tou peiyparog
Auxilary for manufacture of dental products

Asev cuvicTWwVTAl XPAOEIG OE
Aev uttdpyouv diabéaoiua aToixeia

1.3. Z1o1X€ia TOU TTPoNnBeuTh) ToU SeATiou Sedouévwyv ao@aAgiag

Eraipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d0¢: Spitalgasse 3
Tomog: D-79713 Bad Sdckingen
Tayudpopikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvor: +49(0)7761-562-0 Téhepas: +49(0)7761-562-299
HAekTpovikn diebBuvon: info@vita-zahnfabrik.com
Appuoédiog: regulatory affairs
HAekTpovikn diebBuvon: info@vita-zahnfabrik.com
KevTpikn 10T00€AIDA: www.vita-zahnfabrik.com
Touéag xoprynong Regulatory Affairs
TTANPOYOPIWV:

TMHMA 2: NpoodiopIiopo6g eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ougiag N ToU LEIYUATOG

Kavoviouoég (EK) ap16. 1272/2008
H ouaia auth dev €xel TagivounBei wg emmikivduvo aupgwva pe Tov kavoviouo (EK) apiB. 1272/2008.

2.2. TToIXEia ETIKETOG

ZUPTTANPWHATIKEG UTTOSEISEIG
medical device
2.3. AAAoi Kiviuvol
Aev uttdpyxel d1abéaiun TTAnpoopia.

TMHMA 3: Z0v0eon/TTAnpoPopiEg IO T CUCTATIKA

3.1. Ougigg

XnuIKA ovopagia TG ouadiag
MAaoTikd €idn

Emikivduva ouoTaTtikd UAIKA

Kavévag (ouppwva pe Tov kavoviopd (EK) api8. 1907/2006 (REACH))

TMHMA 4: Métpa mpTwv Bondeiwv

4.1. Nepiypan HETPWYV TTPWTWYV Bonbsiwv
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Eiomrvon
Kapia

Etragn dépparog

Kauia
Emagn ota pdria

=eTTAUVETE AUECWG TTIPOCEKTIKA WE VEPO 1) PE TO VTOUL YATIWV.
Katdrmroon

Kapia

4.2. InUAVTIKOTEPA CUUTITWHOTO KAl ETTISPACEIS, AUECES ) NETAYEVEOTEPES
Agev uttdpyxel d1ab€aiun TTAnpoopia.

4.3. 'Evdeién orolagdATToTE aTmaITOUNEVNS AUETNG IATPIKNG @POVTIdag Kal £15IKNG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TnV KaTatroAéunon TG TTUPKAYIAG

5.1. MupooBeoTiKd péoa

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOCRECNG avaAdywG TNV TTEPIOXT.

5.2. E181k0i Kiviuvol TToU TTpOKUTITOUV OTTd TNV OUTid ) TO pEiyua
Mn eU@pAekTO.

5.3. ZuoTAOEIS YIO TOUG TTUPOTBECTEG
¢ ePITTTWon QWTIAS: XpAon aveEdpTnTng CUCKEUAG TTPOCTACIAG TG AVATTVOAG.

ZUTTANPWHATIKEG UTTOSEISEIG
PuAGETE EEXWPIOTA TO HOAUCHEVO TTUPOGRETTIKG vEPS. MnVv To apATETE va €IGEABEI aTA avoiXTa UdaTa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTITWON akoUolag EKAuong

6.1. MpoowTmikéS TTPOPUAAEEIS, TTPOCTATEUTIKOG EO0TTAIOCNOG Kal S1adIKaoieg EKTOKTNG AvAyKNG
[evikég TAnpo@opieg
Aev atrairouvTal IdIQiTEPA PETPA.

6.2. MepiBaAAovTIKEG TTPOQUAGEEIS
Mpo@uAda&Te aTTO TNV EI0PON OTO OTTOXETEUTIKO oUOTNUA 1) 0TO Uuypd TTEPIBAAAOVY.

6.3. MéBodo1 kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AMAAeg TAnpoPopieg
>KouTrioTe punxavikd. XeIpIoPOG TOU GUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEQAAQIO SIGBECNG ATTOPPIMPATWVY.
6.4. Mapatroutri o€ GAAA TUAPATA

Ac@aAng xpron: BAETTe TuApa 7
ATouIkr TTpooTacia: BAETTE TUAWO 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofikeuon

7.1. NMNpo@uAdéeig yia ao@aAn XEIPIOUO

Y1odeieig yia ao@aAn XEIPIOp6
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0Odnyieg yla TNV TPOOTACIA O€ TTUPKAYIEG KOl EKPASEIS
Aev gival atrapaitnTa IBICITEPA TTPOOTACIAG OTTO TTUPKAYIA.

ZUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVA
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Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

EmimrAéov oTolyxeia
Agv gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

7.2. uvBnkeg ao@aloug @UAa&ng, cuuTrepIAauBavouévwy TUXOV aouuBaTOTATWY

ATTaITAOEIG YIa XWPOUG atroffKEuong Kal doxeia
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0Odnyieg yia TNV aToONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 8: 'EAeyx0g TnG éK0eonNG/aTOMIKN TTPOCTACIN

8.1. Mapdauerpol eAéyxou

8.2. 'EAgyxo1 ékBeong

KatdAAnAol pnxavikoi éAgyxol

Aegv gival atrapaitnTa 1810iTEPA TTPOANTITIKG PETPA.
MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOOTATEUTIKOG £SOTTAICUOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

MpooTacia Twv Xepiwv
Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWYV TA OTTOia QEPOUV TO
xopakTnpiopd CE kai Tov TETpawn@Io KwdIké. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO CUPPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUCIWV KAl CUP@WVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUOOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWV TTPOCTATEUTIKWY YAVTIWV
€I0IKAG XPAOEWG.

MpooTacia Tou dépparog
Aev gival amrapaitnTa IBIKITEPA TTPOANTITIKA PETPA.

AvaTTVEUOTIKN TTPpOCTACIA
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oix€ia yia TIG BACIKEG PUOIKEG KOl XNHIKES 1810TNTEG

duoikA KaTdoTaoN: aTEPEDG

Xpwua:

Znueio TEewg/onueio TTAEEWG: dev €xel TTPoadIopIabei

Znueio éocwg R apxIkd onueio {Eoewg Kal dev €xel TTPoadIopIadEei

TTEPIOXH CE0EWG:

Eu@AekTOTNTO: O¢ev éxel TTPOadIoPIoOE]
ave@AapPooTog

KatwTtepo épio €kpnéng: dev €xel TTPoadIopIabei

AvwTepo 6pIo £€KPNENG: Oev £xel TTpoadlopIoOei

Znueio avapAegne: dev €xel TTPoadIopIaOEei

O¢puokpacia amoouvbeong: dev €xel TTPoadIopIaOEei

Tiun pH: Oev £xel TTpoadlopIcOei

YdartodiaAuTtéTnTa:! dev €xel TTPoadIopIoOEi

AloAutoTnTa o€ dAAoug SIaAUTEG

nicht bestimmt
JuVTEAEOTAG KATAVOUNG O€ Oev £xel TTPoodIopIoOEi
N-oKTavoAn/vepo:
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Mieon atpwv: <=1100 hPa
(oe 50 °C)
MukvéTnTa: dev €xel TTPoadIopIoOEi
ZXETIKA TTUKVOTNTA OTUWV: dev €xel TTPoadIopIoOEi

9.2. Aoitrég TAnpo@opisg

MAnpo@opieg OXeTIKA pE TIG KAATEIG PUOIKOU KIVEUVOU
O¢puokpacia autavageAegng

oTepEd: Oev £xel TTPoadlopIcBei
agpia: Oev £xel TTPoadlopIcBei
OZ&eIOWTIKEG 1IB10TNTEG
Nicht brandferdernd
AAAO XOpOKTNPIOTIKA ac@aleiog
TaxuTtnta e€dTHIONG: Oev £xel TTpoadlopIcOei
=npd uTTOAEIUHa: 0.0%

TMHMA 10: Z1a0gpdTNTA KAl AVTISPACTIKOTNTA

10.1. AvTIdpaoTIKOTNTA

E@doov diao@alileTal o evOedeIyUEVOS TPOTTOG XEIPIOUOU Kal aTToBrKEUaNG, OEV ONUEIVOVTAI ETTIKIVOUVEG
avTiIdpdoelg .

10.2. XnuikA oTaBepdTNTa

To mpoidv eival 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 TTAnNpo@opieg

11.1. NMAnpo@opiteg yia Tig TaeIg KIVEUvou, 6TTwg opifovral oTov kavoviogud (EK) apif. 1272/2008

TMHMA 12: OikoAoyikég TTAnpoO@oOpiEg

12.1. To&ikéTNnTA

To mpoidv d¢ev gival: OIKoTOEIKO
12.2. AvOeKTIKOTNTA KO IKAVOTNTA A1Todounong

TO TTPOIGV dEV BOKIUACTNKE.

12.3. AuvatoTnTta BIOCUCOWPEUCNS
TO TTPOIGV dEV BOKIUAOTNKE.

12.4. KivnTiKOTNTA OTO £50(QOG
TO TTPOIGV dEV BOKIUACTNKE.

12.5. AmroteAéopara Tng agioAéynong ABT kai aAaB

AuTA n ougia dev Tnpei Ta Kpithpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.
12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig

AuTr n ouaia dev £xel 1B1IOTNTEG EVOOKPIVIKOU BIATAPAKTN YIO P OTOXEUOPEVOUG OPYaVIOHUOUG.
12.7. AN\EG apVNTIKEG ETTITITWOEIG
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Aev uttdpyel dilabEaiun TTAnpogopia.

AAAa oToIXEiT
MPo@UAGETE aTTO TNV EI0PON OTO ATTOXETEUTIKO OUCTNUA 1 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO
£00a@og/uTTédagog.

TMHMA 13: Ztoixeia oXETIKA ME TN B1d0goN

13.1. Mé€00dol emreepyacioag ammofARTWY

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

Emegepyacia akd@apTwyv amoBAATWY CUCKEUAOIWYV KOl CUVICTWHEVA OTTOPPUTTAVTIKA
XEIPIOTEITE TIG JHOAUOUEVEG OUOKEUATIEG OTTWG TO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

14.6. E1S1kéC Tpo@UAGEEI yia TOV XPAOTN
Agev uttdpyxel d1ab€aiun TTAnpoopia.

14.7. OaAdooieg peETaPOPEG XUdNV oUpPwva uE TiG TPdgeig Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZT1o1X€i0 VOMOOETIKOU XOPAKTAPA

15.1. Kavoviouoi/vouofsaia oXeTIKA UE TNV 0OQAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TNV oUgia ] TO PEiyHa

E@vikoi kavoviopoi

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTpotrég

AuTté 10 deATiO aoPAAEIOG TTEPIEXEI OANAYEG ATTO TNV TTPOoNyoUuEvn €KSOOn OTIG EVOTNTEG: 1.
ZUVTOMOYPAQia 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 TTANpOPOpPIEG G' AUTO TO EVTUTTO ACPAAEING OVTATTOKPIVOVTAI OTA HETPA ACPAAEIQG TOU TTPOIGVTOG, OTTWG aUTA
£XOUV PEXPI TNV NUEPoUnvia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACPAAN XEIPIOPO TOU TTPOIGVTOG TTOU AVA@EPETAI OTIG 0dNYieg XPAOEWS KABWG Kal yia Tnv atrobrkeuon,
emegepyaaoia, yeragopd kai 81d6eorn. O1 TTAnpogopicg dev IGXUOUV yia GAAa TTPOIOVTA. € TTEPITITWON TTPOOBNKNG
GAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIGVTOG, O TTANPOPOPIEG AUTWYV TWV 0dNYIWV
xpriong &gv putropouyv va PeTagepBouv £Ta1 ATTAG OTO VEO TTPOIOV.
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