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

VITA VIONIC WAX
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 316 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VIONIC WAX

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

XpAon TAG ouciag/Tou peiypaTog
Auxilary for manufacture of dental products,kepi

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

2.2. YTOIXEiO ETIKETAG
Kavoviouog (EK) ap16. 1272/2008

AnAwoeig rpopUAagng
P210 Makpid a1mé BeppudTnTa, BEPUES ETTIPAVEIES, OTTIVONPEG, YUUVH QAOYa Kal AANEG TTNYEG
avagAegng. Mnv kaTrvigeTe.
2.3. AAAo1 Kivduvol
Aev uttdpyel diabEaiun TTAnpogopia.

TMHMA 3: Z0vBeon/TTAnpo@oOpieg yio Ta CUCTATIKA

3.2. Meiyuarta
XnuIKA ovopacia TG ouciag
Kepi
Mapagivn
Emikiviuva cuoTaTikd UAIKA

Kavévag (oupewva pe Tov kavovioud (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv
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[evikég utrodeigeig
Aev atrairouvTal IdIQiTEPA PETPA.

Eiomrvon

E¢aopaAioTte kaBapo aépa.
Etraepn dépparog

E&mAupa pe apbovo vepd. BydAte Ta poAuapéva pouxa kal TTAUVTE Ta TTPIV T EavaxpnoIJOTTIOINOETE.
Emagn ota pdria

=emAUVETE QUEOWG TTPOCEKTIKA PE VEPO 1) PIE TO VTOUZ POTIWV.

Katdmroon
=emAUvVETE QUECWG TO OTOUA KAl TTIEITE APOOVOo vePO.

4.2. InUavTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) PETAYEVESTEPES
Aev uttdpyel d1abEaiun TTAnpogopia.

4.3. 'Evdeién omolagdNTIToTE aTmaITOUNEVNG AUETNG IATPIKAG @POoVTidag Kal £15IKAG BepaTreiag
Bepartreia cUP@WVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TNV KATammoAéUNGC TG TTUPKAYIAG

5.1. MupooBeoTIKd péoa

KatdAAnAa TupooBeoTika péoa
Mpooapuoyn Twv PETPpWY TTUPOGRECNG avaAdYwG TNV TTEPIOXT).
5.3. ZuoTdoEIg VIO TOUG TTUPOOBECTES
Y& mepITTTWwon QwTIdg: XpAon avefdpTnTnG CUOKEUNG TTPOCTACIAG TNG AVATTIVONG.

ZuTTANPWHATIKEG UTTOBEIEIG
OuAagTe EexwpIoTd TO oOAUCPEVO TTUPOGRECTIKG vePS. Mnv To apAaeTe va eIc€EABel aTa avoixTd UdaTa Kal GTo
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ mepimTwon akouaiag éKAuong

6.1. MpoowTmikéS TTPOPUAAEEIS, TTPOCTATEUTIKOG €0TTAIOCNOG Kal S1adIKaoieg EKTOKTNG AvAYKNG
[evikég TAnpo@opieg
Makpi& a1ré BepudTNTa, BEPUES ETTIPAVEIEG, OTTIVONPEG, YUUVEG PAOYEG Kal AAAEG TTNYEG avA@AeEng. Mnv
KOTTViCETE.

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

6.3. MéBodol1 kal UAIKA yia TTEPIOPIoUO Kal KaBapioud

AAAeg TTANpoOPOpiES
ZKOUTTIOTE PNXAVIKA. XEIPIOWOG TOU GUGCWPEUMEVOU TTPOIOVTOG CUN@WVA HE TO KEQPAAQIO dIGBECNG ATTOPPIMKATWY.
6.4. Napatroutri o€ dAAa TuAUATA

Ac@aAng xprion: BAETTe TuAUa 7
ATopIkr TTpooTagia: BAETTE TUAUO 8
AiaBeon: BAETTe TUAPa 13

TMHMA 7: Xeipiop6g Kai amrofikeucn

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

Ymobdeieig yio aoc@aln Xeipiopo

Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.
0OBnyieg yia TNV TpoOoTACia O& TTUPKAYIEG KOl EKPAEEIG

Aev gival atTapaitnTa 1I81aiTEPA TTPOCTACIAG ATTO TTUPKAYIC.
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ZUOTAOEIG VIO TN YEVIKN ETTAYYEAMATIKN UYIEIVIA

BydaATe Ta poAuopuéva pouxa. MAUveTE Ta x€pia TTpiv Ta SIGAEIPPATA KAl KATA TO TEAOG TNG £PYATIAg PE TO TTPOIOV.

Mnv TpwTE 1) TTiVETE OTAV TO XPNOIUOTTOIEITE.

7.2. TuvBnkeg ao@aloug @UAaENG, cupTTEPIAAUBAVOUEVWYV TUXOV OCULBOATOTATWY

ATTaITAOEIG YIa XWPOUG atrodfkeuong Kal doxeia
To doxeio va diatnpeital EpUNTIKA KAEIOPEVO.

0Odnyieg yia TNV a1roOAKEUON OE KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA WETPA.

7.3. E1dIkN TeAIKA XpAon N XPNOEIg

Auxilary for manufacture of dental products MNMAaoTika €idn

TMHMA 8: "EAeyxo0g TnG ékBeang/aTopIKA TTpOoCTACia

8.1. MNapdueTpol eAéyxou

8.2. 'EAgyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG ATOMIKOG TIPOCTATEUTIKOG £§OTTAICNOG

MpooTacia TwvV PATIWV/TOU TTPOCWITTOU

XpPNOIYOTIOIEITE CUOKEUH TTPOOTACIAG PATIWV/TTPOCWITTOU.
MpooTacia Twv Xepiwv

Na @opdTe KaTtdAAnAa yavTia.
MpooTacia Tou dépparog

Na @opdTe KatdAANAn TTPOCTATEUTIKA evOUUATia.
AvaTTveEUOTIKN TTpOCTACIA

Aev amrarrouvral 1Id1aiTepa PETPQ.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

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

duaoiki kaTdaTaon: oTePEdS
Xpwpa: pog
>nueio TA&ewg/onueio TTAEWG:

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

Eu@AekTOTNTA:

KatwTtepo 6plo £€kpnéng:
AvwTEPO OpIOo £KPNENG:
>nueio ava@Aegng:
O¢epuokpacia amoolvBeong:
Tiun pH:
YdatodiaAutoTnTa:
AloAutoTnTa 0 dGAAoug SIaAUTEG
O¢ev €xel TTPOadIoPIoHET

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

(og 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTO OTHWV:

70-110°C
nicht anwendbar

Oev £xel TTpocdlopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIoOEei
>140 °C

dev €xel TTPoadIopIabEi
O¢ev £xel TTPocdlopIoOEi
Oxi

dev €xel TTPoadIopIabei

dev €xel TTPoadIopIabei

0,9 g/lcm?®
dev €xel TTPoadIopIabei
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9.2. Aoitrég TTAnpo@opisg

MAnpo@opieg OXETIKA PE TIG KAATEIG PUOIKOU KIVEUVoU
O¢eppokpacia autTavapAegng
oTepEd: Oev £xel TTpoadlopIoOei
agpia: AVEQPAPHOOTOG
OZeIOWTIKEG 1ID1OTNTEG
Mn o€eIdWTIKG.

AAAa XOPAKTNPIOTIKA ao@aAEiag
Tay0tnTa €€ATUIONG: Oev £xel TTpoadlopIoOei
=npd uTTOAEIYHa: 100,0 %

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTiSpaoTIKOTNTA

E@bdoov diacpalifeTal o evdedelyuévog TPOTTOG XEIPICHOU Kal ATTOBNKEUONG, BEV ONUEILVOVTAI ETTIKIVOUVEG
AVTIOPACEIG .

10.2. Xnuikn oTaBepdTnTa

To mpoidv eival oTaBepd, 6Tav amoBnKeUETAI O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoeTnTa EMMIKIVOUVWY avTISpAoEWY

Aev gival yvwoTn Kapia mikivduvn avtidpaon.

10.4. ZuvONKEG TTPOG ATTOQUYIN
Kapia

10.5. Mn cupBard uAikd
Aev uttdpyxel O1aBéaiun TTAnpoopia.

10.6. Emikivduva mrpoiévra ammoouvleong
Aev gival yvwaoTd emmiKivouva TTpoidvTa diaoTraong.

TMHMA 11: To§ikoAoyikéG TTANpo@opieg

11.1. NAnpogopitg yia Tig TaEeIg KIVEUVOU, 6TTwG opifovTal aTov kavoviaud (EK) apif. 1272/2008

Ogua TogIKOTNTA
Bdoel Twv d1a0éoipwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
ETAmix utroAoyiopévog
ATE (a6 Tou otépaTog) > 2000 mg/kg; ATE (d1d Tou déppaTtog) > 2000 mg/kg; ATE (814 TnG €10TTVONRG aTUOG) >
20 mg/l; ATE (814 Tng e101TvORG okbévn/aTayovidia) > 5 mg/l
EpeBioTikA ka1 SiafpwTikA dpdon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
EvaioOnrotrointikni dpdon
Bdoel Twv 01a0éo1pwv dedouévwy, Ta KpITAPIa Tagivounang dev TTAnpouvTal.
Kapkivoyévog, petaAAagioyovog, Togikn yio Tnv avarrapaywyn dpdon
Bdoel Twv d1a0éoi1pwv dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
Ei1dikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - epdmrag ékBeon
Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - eravelAnpuévn ékBeon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpoUvTal.
TOSIKOTNTA AvappoOPNoNg
Bdoel Twv d1a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV
Auté 10 Peiypa Oe Bewpeital eTmKivouvo cUp@wva e Tov kavoviouo (EK) api. 1272/2008 [CLP].
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TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTNTA

To mpoidv dev givai: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOI IKAVOTNTA ATTOSONoNg

TO TTPOIOV &gV SOKIUAOTNKE.

12.3. Auvatétnrta BIocUooWPEUCNS

TO TTPOIOV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80p0¢
TO TTPOIGV dEV BOKIUACTNKE.

12.5. AroteAéouarta TnG afioAdynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta kpithpia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC VO OKPIVIKAG S1aTaApaxXAg
AuUTO TO TTPOIGV dev TTEPIEXEI KATTOIO ouaia e 1I810TNTEG EVOOKPIVIKOU SIATAPAKTN YIO YN OTOXEUOU
opyaviopoUg KaBwg Kavéva auaTaTiko dev TTANPOI Ta KPITAPIA.
12.7. AAAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

AAAa oToIXEiIT
Na atmogelyetal n eAeuBépwon oTo TTEPIBAAAOV.

EVOUG

TMHMA 13: ZToixeia oxXeTikd pe Tn 81d0eon

13.1. Mé00odol ereéepyaaiag amrofARTWY

Emegepyacia amoBARTWY

Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUGTNUA 1 0TO UYPO TTEPIBGAAOV. AidBeon olpwva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV. KWwBIKOG/TTEPIYPAPr aTTOPPINGTWY cUNwva pe EWC/AVV

Emre§epyacia aka0apTwyv amroBARTWY CUCKEUACIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
O1 ouokeuaaieg pTTopolV va avakukAwBouv, yévo av eival evieAwg adeleg. Kwdikag/Teplypaen
olpewva pe EWC/AVV

ATTOPPINATWYV

TMHMA 14: MNMAnpo@opieg OXETIKA HE TN METAPOPG

Meragopd dia Enpdg (ADR/RID)

14.1. Ap1Bu6g OHE 1 ap1Buég 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/-g1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETO@OPA:

14.4. Opada cuokEuagiag: No dangerous good in sense of this transport regulation.
MeTagopd pe rotapémAoia (ADN)

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.

METAQ@OPA:

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

OaAdooia peragopd (IMDG)
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14.1. Ap1Bu6g OHE 1 ap1Buég No dangerous good in sense of this transport regulation.
TAUTOTNTAG:
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. Ap18u6g 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 O1a6£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 YIa TV ougia N TO YEiyUa

E@vikoi kavoviouoi
Kartnyopia kivdUvou yia 1o vepd (D): 1 - eNdyioTa BAaBepd yia To vepd
15.2. ASiloAGynon XnNUIKAG ao@AAgIiag
Aev €xel OievepynBei aloAdynan XNUIKAG aoPAAEING YA TIG OUCIEG O€ AUTO TO Yiyua.

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%
AAAa oToIXEIO
Ta dedopéva autd aTnpifovTal OTNV GNUEPIVA OTABUN TWV YVWOEWV Jag, Oev atroTeAOUVEVTOUTOIG £yyUnan yia TIG
1I810TNTEG TOU TTPOiIdVTOG 9a Kal dev atmoTeAoUv Kapia oUPBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV UOG
€xouv Tnv €uBUvn va Aafaivouv utréyn Toug ToUg IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.
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(Ta dedopéva Twv eMIKIVOUVWY GUATATIKWY UAIKWV TTapaAngénkav Kae popd atnv eKAaToTE ICYUOUTA TEAEUTAI
oT1@6un Twv avrioToiwv QUAAWVY OTOIXEiIWV aOPAAEIaS TwWV ApXIKWY TTAPAYwYwV.)
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