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

VITA Artificial teeth
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 210 2eNida 1 atrd 6

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA Artificial teeth

EuTtropikn ovopaoia
VITA LINGOFORM®, VITA PHYSIODENS®, VITAPAN EXCELL®, VITAPAN®, EXCELL® DD FRAME,
VITAPAN PLUS®, VITAPAN®, VITAPAN® CUSPIFORM, VITAPAN® LINGOFORM DD FRAME, VITAPAN®
SYNOFORM

1.2. Zuva@eic Tpoodiopi{OevEG 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 TTPonBeuTh) ToU SeATiou Sedouévwyv ao@algiag

Eraipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d6¢: Spitalgasse 3
Tomog: D-79713 Bad Sdckingen
Tayudpopikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvor: +49(0)7761-562-0 Téhepat: +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:

EmitrAéov oToixeia
medical device

TMHMA 2: Npoodi0opIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag 1} ToOU JEIYUATOG

Kavoviouég (EK) api6. 1272/2008
H ouacia auth dev €xel TagivounBei wg emikivduvo oupgwva pe Tov kavoviouo (EK) apiB. 1272/2008.

2.2. ITOoIXEiO ETIKETOG

ZUPTTANPWHATIKEG UTTOSEISEIG
medical device

2.3. AAAoi Kiviuvol
Aev uttdpyel diabEaiun TTAnpogopia.

TMHMA 3: 20v0eon/TTAnpo@oOpiEg yIO T CUCTATIKA

3.1. Ougigg

XnHIKA ovopagoia ThG ouciag
MAaoTiké €idn

Emikivduva ocuoTaTikd UAIKA

Kavévag (oupewva pe Tov kavovioud (EK) apiB. 1907/2006 (REACH))
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TMHMA 4: Métpa mpwTwyv Bonbeiwv

4.1. Nepiypa@n PETPWV TTPWTWYV BonBeiwv

Eiomrvon
Kapia

Etraen dépparog

Kapia
Emraegn ota pdatia

ZeTTAUVETE AUECWG TTIPOCEKTIKA WE VEPO I PE TO VTOU PATIWV.
Kardtmoon

Kapia

4.2. InUAVTIKOTEPA CUUTITWHOTO KAl ETTISPACEIS, AUECES 1) NETAYEVEOTEPES
Agev uttdpyxel d1abEaiun TTAnpoopia.

4.3. 'Evdeién orolaodATToTE aTmaITOUNEVNS AUETNG IOTPIKAG @POVTIdAg Kal £15IKNG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia ThV KAaTaTroAéuNon TG TTUPKAYIAG

5.1. NupooBeoTiKaG yéoa

KatdAAnAa TupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOCRECNG avaAdYwG TNV TTEPIOXT.
5.2. E181k0i Kiv3uvol TToU TTpOKUTITOUV aT1rd TV ougia 1} To peiypa
Mn gU@AekTO.

5.3. ZuoTAOEIS YIO TOUG TTUPOTRECTEG
¢ ePITTTWon QWTIAG: XpAon aveEdpTnTng CUOKEUAG TIPOCTACIAG TNG AVATIVOAG.

ZUTTANPWHATIKEG UTTOSEISEIG
PuAAETE EEXWPIOTA TO HOAUCHEVO TTUPOGRETTIKG vEPS. MnV To aPATETE va €IGEABEI OTa avoIXTa UdATa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: MéTpa o€ epiTITWON akoUuoiag EKAuong

6.1. MpoowWTTIKES TTPOQUAGEEIC, TTPOOTATEUTIKOG EE0TTAITHOG Kal S1a8IKATiEg EKTAKTNG AVAYKNG

levikég TAnpo@opieg
Aev atrairouvTal IdIQiTEPA PETPA.

6.2. MepiIBaAAoOVTIKEG TTPOQUAGEEIG
Mpo@uAda&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO OUOTNUA 1) OTO Uypd TrEPIBAAAOV.

6.3. MéBodo1 Kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AAAeg TAnpoPopitg
SKOUTTIOTE puNXaVvIKE. XeEIPIOPOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEQPAAQIO SIGBECNG ATTOPPIMPATWVY.
6.4. Mapatroutrn o€ GAAA TUAPATA
Ac@aAng xpron: BAETTe TuAUa 7
ATouikr TTpooTacia: BAETTE TUAKO 8
Aid0eon: BAETTE TUAKO 13

TMHMA 7: Xeipiop6g Kal atrofnkeuon

7.1. Npo@uAdéeig yia ao@aAn XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOH6
Aev gival atrapaitnTa 1I81aitepa TTPOANTITIKA PETPA.

Ap1Bu6¢ avabewpnaong: 6 - AvtikaBioTd Tnv €kdoaon: 5 CY -el Huepopnvia ékdoong: 15.08.2023
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OBnyieg yia TNV TpoOoTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atTapaitnTa 1I81AITEPA TTPOCTACIAG ATTO TTUPKAYIC.

ZUOTAOEIG YIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
Agv gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

EmitrAéov oToixeia
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.2. YuvBnkeg ao@aloug @UAaENG, oupTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

ATTAITAOEIG YIa XWPOUG atroffkeuong Kal doxeia
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0Odnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. E1dIkN TeAIKA XpAON N XPNOEIG

Auxilary for manufacture of dental products

TMHMA 8: 'EAeyxog TnG éK0eong/aTOMIKN TTPOCTAC N

8.1. MapaueTpol eAéyxou

8.2. 'EAgyxo01 ékBeong

KatdAAnAol pnxavikoi éAgyxol

Aegv gival atrapaitnTa 1010iTEPA TTPOANTITIKG YETPA.
MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £SOTTAICUOG

MpooTacia Twv PATIWV/TOU TTPOCWITOU
Aev gival atrapaitnTa 1I81aitepa TTPOANTITIKA PETPA.

MpooTacia Twv Xepiwv
Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWYV YAVTIWYV TA OTTOid QPEPOUV TO
xopakTnpiopd CE kal Tov TETpawn@Io KwdIké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA 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.

MpooTacia Tou dépuarog
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

AvaTTVEUOTIKN TTpOCTACIA

Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oixeia yia TIG BACIKEG QUOIKEG KAl XNHIKES 1810TNTEG

duoikA KaTdoTaoN: aTEPEDS

Xpwpa:

Znueio TEewg/onueio TTAEEWG: dev €xel TTPoadIopIaOEei

Eu@AekTOTNTA: dev €xel TTPoadIopIabEi
ave@AppooTog

Katwrepo 6pio €kpnéng: Oev £xel TTPoodIopIcOEi

AvwTepo 6pIo €kpNEng: Oev £xel TTPoadlopIcOei

O¢puokpaaia amoouvbeong: dev €xel TTPoadIoPIoOEi

TiuA pH: dev €xel TTPoadIopIabei

YdarodiahutoTnTa: Oxi

AloAutoTnTa 0 dANoug BIaAUTEG
O¢ev £xel TpoodiopIoBEi
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Artificial teeth

Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 210 2eNida 4 atrd 6
JUVTEAEOTAG KATAVOUNG O€ Oev £xel TTPoodIopIoOEi
n-oKTavoAn/vepo:
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: ave@AappooTog
OLeIdWTIKES 1010TNTEG
Mn o&eIdWTIKG.

AAAa XOpOKTNPIOTIKA ac@aleiog
TaxuTtnta e€aTHIONG: 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. XnuikA oTaBepdTNTa

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

10.3. MBavoTnTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia mikivduvn 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. MAnpo@opiteg yia Tig TaeIg KIvEUvou, 6TTwg opifovral oTov kavoviogud (EK) apif. 1272/2008

TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTNnTA
To mpoidv dev eival: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONOoNG

TO TTPOIGV dEV BOKIUACTNKE.

12.3. AuvatoTnTta BIOCUCOWPEUCNS

TO TTPOIGV dEV BOKIUAOTNKE.
12.4. KivnTikéTnTa 010 £50p0OG
TO TTPOIGV dEV BOKIUACTNKE.

12.5. AmroteAéopara Tng agioAéynong ABT kai aAaB

AuTA n ouaia dev Tnpei Ta Kpithpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.
TO TTPOIOV &gV SOKIUAOTNKE.
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12.6. 1616TNTEC EVOOKPIVIKAG S1aTapaxXng

AuTA n ouaia dev £xel 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIA UN OTOXEUOUEVOUG OpyavIoHOUG.
12.7. AA\EC APVNTIKEG ETTITITWOEISG
Aev uttdpyel diabEaiun TTAnpogopia.

AAAa oToIXEiIT
MPo@UAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUCTNUA 1 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO
£00a@og/uTTédagog.

TMHMA 13: ZToixeia oXETIKA pE TN B1d0goN

13.1. Mé€00dol emreepyagiag ammofARTWY

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

Emegepyacia akd@apTwyv amoBAATWY CUCKEUAOIWV KAl CUVICTWHEVA ATTOPPUTTAVTIKA
XEIPIOTEITE TIG JOAUOUEVEG OUOKEUADTEG OTTWG TO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

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.
HETAQ@OPA:
14.4. Oudada ocuoKeEUATiOg: No dangerous good in sense of this transport regulation.

14.6. E181kéC TTPOQUAGEEIC VIO TOV XPROTN
Aev uttdpyel diabEaiun TTAnpogopia.

14.7. OaAdooiEg HETAPOPES XUBNV oUPQWVA LE TIG TTPdgelg Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZT1o1X€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviouoi/vouo8saia oXeTIKA Y€ TNV 0OQAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TNV OUCia | TO PEiyHa

E@vikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D): - - 0X1 BAaBepd yia To vePO
15.2. A%ioAdynon XnNUIKAG ac@dAsiag

Aev €xel OlevepynBei aloAdynan XNMIKAG AoPAAEING YIa TNV OUGia auTh.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTpoTrég
AuTO TO deATio ao@aAciag TTEpIEXEl AANAYEG aTTd TNV TTPponyoupevn €kBoan 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%

AAAa oToIXEIO
O1 TTANPOPOPIEG G' AUTO TO EVTUTTO AOPAAEING OVTATTOKPIVOVTAI OTA HETPA ACPAAEIG TOU TTPOIGVTOG, OTTWG aUTA
£XOUV PEXPI TNV NUEpounvia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACPAAR XEIPIOPO TOU TTPOIGVTOG TTOU AVA@EPETAI OTIG 0dNYiEg XPAOEWS KABWG Kal yia TV atrobrkeuon,
emegepyaoia, yetagopd kai d1d0eorn. O1 TTAnpogopicg dev IoXUOUV yia GAAD TTPOIOVTA. € TTEPITITWON TTPOOBNKNG
GAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIGVTOG, O TTANPOPOPIEG AUTWYV TWV 0dNYIWV
xpriong &gv putropouyv va PeTagepBouv £T01 ATTAG OTO VEO TTPOIOV.
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