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

VITA LUMEX AC
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTpoidvTog: 324 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA LUMEX AC

‘Ovopa ouciag: Staub A
1.2. Zuva@eic TpoadiopIlOuEvEG XPNOEIS TNG OUCIAG 1) TOU MEIYUATOC KOl AVTEVOEIKVUOLEVES XPNOEIS

XpRon TAG ouciag/Tou peiypaTog
Xprion wg epyaaTtnpiakou avTidpacTnpiou

1.3. Z1oIX€ia TOU TTPOUNOeUTH TOU SeATiou Sedouévwyv ao@aAgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d6¢: Spitalgasse 3
Totog: D-79713 Bad Saéckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Saéckingen
TnAépwvo: +49(0)7761-562-0 TéAepat: +49(0)7761-562-299
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
Appoédiog: regulatory affairs
HAekTpovikr dieubuvon: info@yvita-zahnfabrik.com
KevTpIKn 10TO0€EAIDA: www.vita-zahnfabrik.com
Topéag xopAynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodiopIcAg MIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

Kavoviouég (EK) apif. 1272/2008
H ouacia auth dev €xel TagivounBei wg emmikivduvo aUu@wva e Tov kavoviouo (EK) apif. 1272/2008.

2.2. IToIXEia ETIKETAG

2.3. AAAoi Kivduvol
Agev uttdpyxel d1abEaiun TTAnpoopia.

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

3.1. Ougigg

XnHIKA ovopagoia TG ougiag
Kepauikn

Emikivduva ouoTaTtikd UAIKA

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

TMHMA 4: Métpa mpwTwyV BonBeiwv

4.1. Nepiypan HETPWYVY TTPWTWYV Bonbsiwv

Eiomrvon
E¢aopaliote kaBapod aépa.

Emaen dépparog
EETTAUMA e ApBovo vepd. BydaATe Ta poAuapéva pouxa Kal TTAUVTE Ta TTPIV T EavaxpnaIJOTTOINCETE.
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VITA LUMEX AC
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTpoidvTog: 324 2eNida 2 atd 7

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.
2710 XWpPOo epyaciag amrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KAl TO GTAPVICHA.

7.2. uvBnkeg ao@aloug @UAagng, cuutrepiAauBavouévwy TUXOV aouuBaToTATWY
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag

oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

Emre€epyaotnke oTig: 15.08.2023

VITA LUMEX AC
Ap1Bu6G TTpoidvTog: 324

2eANida 3 ammo 7

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.

7.3. ExdikA 1Ak Xpion A XpAoeig

Xprion wg epyaaTtnpiakoU avTidpaoTnpiou

TMHMA 8: 'EAeyxog Tng ékBeong/aToMIKN TTPOCTACIN

8.1. MapaueTpol eAéyxou

8.2. 'EAgyxo1 ékBeong

MéTpa aTOHIKAG TTPOOTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAICNOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
Na @opdTe TTPOCTACIA PATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd TNV epyacia ye XNMUIKEG OUCIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YAVTIWV Ta OTTOI0 PEPOUV TO
xapakTtnpioud CE kai Tov TeTpawni@io kwdiké. @ONBR (viTpIAiké kaoutooUk) 02.B008235 ZuvioTatal va
EVNMEPWOEITE OTTO TWV KATACKEUAQTTH VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPONEVWY TTPOCTATEUTIKWV YAVTIWV
€I0IKAG XPATEWG. ZUVIOTOUEVA JOVTEAT TTPOCTATEUTIKWY yavTiwwv KCL Dermatril P

MpooTtacia Tou dépparog

Xpron TTPOCTATEUTIKOU POUXIoHOU.

AVaTTVEUOTIKA TTPOOTACIA

MpoBAEWTe TOV KOAS agPICUS Kal aTTopPOPNON onleiou og KPITIKA anueia. Texvntog e€agpiouog Tng B€ong

epyaaiag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixsia yia TIS BACIKES PUOIKES KAl XNHIKES IBIOTNTES

duaiki KaTaaTaon:

Xpwpa:

Oopn:

Znueio T&ewg/onueio TTMEEWG:

OTEPEDG

doouo

Znueio ¢éocwg R apxIkd onueio {Eoewg Kal

TTepIoxN C€0Ewg:
EugAekTdTnTa:

Katwtepo 6pio €kpnéng:
AvwTepo 6pIo €KPNENG:
nueio avagAegng:
O¢puokpaaia amoouvleong:
Tiun pH:
YdatodiaAutoTnTa:
AloAutoTnTa 0 dANoug BIaAUTEG
Oev £xel TpoodiopIoBEi

ZUVTEAEOTAG KATAVOUNAG O€
N-oKTavoAn/vepo:
Mieon atpwv:

(og 50 °C)
MukvoTtnTa:
SXETIKA TTUKVOTNTA OTHWV:

O¢ev £xel TTPpocdlopIoOEi
X

dev €xel TTPoadIopIabEi
AVEQPAPHOOTOG

Oev £xel TTpoadlopIoOEi
Oev €xel TTPoadIopIabEi
X

O¢ev £xel TTPoodlopIoOEi
dev €xel TTPoadIopIabEi
Oxi

O¢ev £xel TTPpoodlopIoOEei

<=1100 hPa

2,40000 g/cm?
O¢ev £xel TTpoodlopIoOEei
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9.2. Aoitrég TTAnpo@opisg

MAnpo@opieg OXETIKA PE TIG KAATEIG PUOIKOU KIVEUVoU
EKPNKTIKEG 1816TNTEG
To TTpoidv Bev eival: Kivduvog ekpAgewg.
O¢eppokpacia autTavapAegng
oTepEd: Oev £xel TTpoadlopIcBei
agpia: AVEQPAPHOOTOG
OZ&eIOWTIKEG ID10TNTEG
Mn o&eIdWTIKG.

AAAa XOPOKTNPICTIKA ao@aAgiog
Tay0tnTa €€ATUIONG: Oev £xel TTpoadlopIcBei
=npd uTTOAEIUHa: 100,0 %

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTidpaoTikéTnTA

E@doov diac@ahifeTal o evOedelyuEVOG TPOTTOG XEIPIGUOU Kal atroBrkeuong, SEv OnUEIWVOVTAl ETTIKIVOUVEG

AvVTIOPACEIG .
10.2. XnuikA oTaBepdTnTa

To mpoidv eival oTaBepd, 6Tav ATToBNKEUETAI OE KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MOavoeTnTa EMMIKIVOUVWY avTISpAaoewv

Aev gival yvwoTr kapia emikivduvn avtidpaon.

10.4. YuvONKEG TTPOG ATTOQUYI)
Kapia

10.5. Mn cupBard UAIKA
Aev uttdpyxel O1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoidévra amroouvleong
Agv gival yvwaoTd emmiKivouva TTpoidvTa d1aoTTaong.

TMHMA 11: To§ikoAoyikég TTANpo@opieg

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

Ogua TogIkOTNTA

Bdoel Twv 01a0éoipwy dedopévwy, Ta KpITAPIa Tagivounang dev TTAnpouvTal.
EpeBioTikA Kai SiaBpwTikA dpdon

Bdoel Twv d1aBéaipwy dedouévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
EvaioOnrotrointiki dpdon

Bdoel Twv d108éaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.
Kapkivoyévog, petaAAaioyévog, ToSIKR yia TNV avatrapaywyn dpdon

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.
E131kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTAnpouvTal.
E131kA) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - etravelAnuuévn ékBeon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
TO§IKOTNTA AVOpPPOPNONG

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV

To UAIKO €xe1 kaTaTagn pn eTmiKivOuvou UAIKoU KaTd Tov kavoviopo (EK) api. 1272/2008 [CLP].
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA LUMEX AC
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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

AuTn n oucia dev Tnpei Ta Kpitipia ABT/aAaB Tou kavoviopou REACH, Annex XIII.

TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC VO OKPIVIKAG S1aTaApaxXAg

AuTr n oucia dev €xel IDIOTNTEG EVOOKPIVIKOU IATAPAKTN VIO N OTOXEUOUEVOUG OpYavIoUOUG.
12.7. AAAEG OPVNTIKEG EMITITWOEIG

Agv uttdpyxel diaBEaIun TTAnpogopia.

AAAa oToIXEiIT
Na atmogelyeTal n eAeuBépwon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxXeTikd pe Tn 81d0eon

13.1. Mé00odol ereéepyaaiag amrofARTWY

Emegepyacia amoBARTWY
Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUCTNUA 1 0TO UYPO TTEPIBGAAOV. AidBeon olpwva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Emre§epyacia aka0apTwyv amroBARNTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
EEmAupa pe apbovo vepd. O1 cuokeuaaieg HTTOPOUV va avakKUKAwBoUv, pévo av givar evieAwg AdEIEG.

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)
14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.
TAUTOTNTAG:
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VITA LUMEX AC
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6G TTpoidvTog: 324 2eNida 6 atd 7
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.
META@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

XTolIXEia OXETIKA PE TIG KAVOVIOTIKEG Siatageig EE

MAnpogopieg Tng EE odnyiag Aev utrdyetai omn EE 0dnyiag 2012/18/EE (SEVESO llI)
2012/18/EE (SEVESO lIl):

E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepod (D): 1 - eAayioTa BAaBepd yia To vePo
15.2. A%iIoAdynon XnNUIKAG ao@dAgiag

Aev €xel OlevepynBei afloAdynan XNMIKAG aoPAAEING YIa TNV OUGia auTh.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTtpoTrég
AuUTO TO BeATIO ao@Alelag TTepIExEl aAAAYEG aTTd THV TTPONyoUuEvn £kO0OCN 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%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
MNa cuvTopoypagieg kal akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu

AAAa oToIXEiO
Ta dedopéva autd oTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoteAoUvevToUToIg £yyUnaon yia TIG
1010TNTEG TOU TTPOIGVTOG 9a Kal dev atroTeAoUv Kapia oUpBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV JOG
£€xouv Tnv €uBUvn va Aaaivouv uttéyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUOEG BIATAEEIS.
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