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

VITA LUMIN® VACUUM
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TpoidvTog: 3035 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA LUMIN® VACUUM

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

XpAon TAG ouciag/Tou peiypaTog
medical device

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:

TMHMA 2: NMpoodi1opIcHAG EMIKIVOUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag 1} ToOU JEIYUATOG

Kavoviouég (EK) api. 1272/2008
H oucia auth dev €xel TagivounBei wg emmikivduvo oupgwva pe Tov Kavoviouo (EK) apiB. 1272/2008.

2.2. ITOoIXEiO ETIKETOG

2.3. AAAol kivduvol
Aev uttdpyxel S1aB£aiun TTAnpoopia.

TMHMA 3: Z0v0eon/TTAnpo@opieg yia T CUCTATIKA

3.1. Ougigg

XnuIKA ovopagia TG ouciag
Kepapikn

Emikivduva ocuoTaTikd UAIKA

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

TMHMA 4: Métpa mpwTwyV BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon
E¢aogaliote kaBapo aépa.

Emaen dépparog
EETAUpa pe apbovo vepd. BydATe Ta poAuapéva pouxa kal TTAUVTE Ta TTPIV Ta EavaXpnOIUOTTOINOETE.

Emraen ota pdatia
ZETTAUVETE APECWG TTPOCEKTIKA PE VEPO N YE TO VTOUL UATIWV.
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Katdmroon
=€TTAUVETE APECWG TO OTOMA Kal TTIVETE 1 TTOTAPI VEPO.

4.2. InUAVTIKOTEPA CUUTITWHUOTO KAl ETTISPACEIS, AUECES ) NETAYEVEOTEPES
Aev uttdpyel diabEaiun TTAnpogopia.

4.3. 'Evdeién omolagdATToTE aTaITOUNEVNG AUETNG IATPIKAG @POVTidag Kal £15IKAG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TV KaTtatroAéunon TnG TTUPKAyIAg

5.1. MupooBeoTIKd péoa

KatdAAnAa TupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywG TNV TTEPIOXT.
5.2. E181k0i Kiviuvol TToU TTpOoKUTITOUV a1rd TV ougia 1} To peiypa
Mn gUgpAekTO.

5.3. ZuoTdOEIS YIO TOUG TTUPOTBECTEG
>¢ ePITTTWON QWTIAS: XpAon aveEdpTnTng CUOKEUAG TIPOCTACIAG TNG AVATTVONAG.

ZUTTANPWHATIKEG UTTOSEISEIG
PulagTe EeXWPIOTA TO HOAUCPEVO TTUPOGREDTIKG veEPS. MnVv To apAaeTe va eI0EABEI aTa avoixTa UdaTa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTrTWOoN akoUoliag EKAuong

6.1. MPooWTTIKES TIPOPUAGEEIS, TTPOOTATEUTIKOG EOTTAIONOG Kal S1a81Kagieg EKTAKTNG avAYKNG

Fevikég TAnpo@opieg
ATTOQUYETE TN dnuioupyia okOvNG. Mn avaTtrveETe TNV OKOvN.

6.2. MepiIBaAAOVTIKEG TIPOQUAGEEI
Mpo@uUA&ETE aTTO TNV EI0PON OTO ATTOXETEUTIKO oUOTNUA 1 0TO Uypd TrEPIBAAAOVY.

6.3. M£€00501 kal UAIKG yia TTEPIOPIoUO Kal KaBapioud
Mo Tov kaBapiopod
ZKOUTTIOTE PNXAVIKA. XEIPIOWOG TOU GUGCWPEUHNEVOU TTPOIOVTOG CUN@WVA HE TO KEQPAAQIO dIGBECNG ATTOPPIMKATWY.

6.4. Napatroutri o€ dAAa TuAUATA
Ac@alng xprion: BAETTE TuRpa 7
ATopIkr TTpooTagia: BAETTE TUAUO 8
Ai6Beon: BAETTE TUAPO 13

TMHMA 7: XeipiopoG Kal a1rofnkeucn

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

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

OBnyieg yia TNV TpoOoTACia O& TTUPKAYIEG KAl EKPAEEIG
Aev gival atTapaitnTa 1I810iITEPA TTPOCTACIAG ATTO TTUPKAYIC.

ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVH
BydaATe Ta poAuopéva pouxa. MAUvETE Ta xépia TTpiv Ta SIGAEiPPATA Kal KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
2710 XWpPO epyaciag amrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KOl TO GTAPVICHA.

7.2. uvBnkeg ao@aloug @UAagng, cuuTtrepiAauBavouévwy TUXOV aouuBaToTATWY

ATTaITAOEIG YIa XWPOUGg atroffkeuong Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEITPEVO.

0Bnyieg yia TNV a1TOONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.
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7.3. E1d1kN TeAIKA XpAoN N XPNOEIS

medical device

TMHMA 8: 'EAeyxog TnG ékBeang/aTopIKA TTpooTACia

8.1. MNapdaueTpol eAéyxou

8.2. 'EAgyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TTPOCTATEUTIKOG £SOTTAICUOG

MpooTacia TwV PATIWV/TOU TIPOCWITOU
Na @opdTe TTpooTaCia HATILWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWYV YAVTIWYV TA OTTOia QEPOUV TO
xapakTnpiopd CE kai Tov TETpawni@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPQWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGIWV KAl CUPGWVA PE TO XWPO XPAOoNG TOoUG. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUQOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWY TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépparog

XpARon TTPOCTATEUTIKOU POUXIGHOU.
AvaTTveEUOTIKN TTPpOCTACIA

>¢ TEPITTTWON AVETTAPKOUG OEPITHUOU XPNOIMOTIOIEIOTE JECA ATOMIKAG TTPOCTACIOG TNG AVATIVONG.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oix€ia yia TIG BaCIKEG PUOIKEG KOl XNHIKEG 1810TNTEG

duoikA KaTdoTaoN: oTEPEDG
Xpwua:

Znueio TNEewg/onueio TTAZEWG:

2nueio C€oewg N apXIKG onueio (€0ewg Kal
TTEPIOXH CE0EWG:

Eu@AekTOTNTAO:

KatwTtepo épio ékpnéng:
AvwTepo 6pIo €KpNENG:
nueio avagAegng:
O¢eppokpacia autavagAegng:
O¢puokpacia amoouvbeang:
Tiyn pH:
YdarodiaAuTtéTnTa:!
AloAutoTnTa o€ dAAoug SIaAUTEG
O¢ev €xel TTPoodIoPITOEi
ZUVTEAEOTAG KATAVOUNRG O€
N-OKTavVOAN/vePO:

dev €xel TTPoadIopIabEi
dev €xel TTPoadIopIabEi

Oev €xel TTPoadIopIabEi
ave@AapPooTog
dev €xel TTPoadIopIabEi
Oev €xel TTpoadIopIabei
QAVEQPAPHOOTOG
dev €xel TTPoadIopIabEei
dev €xel TTPoadIopIabEei
dev €xel TTPoadIopIabEi
Mn avayi§ipog

Oev £xel TTpoadlopIoOEi

Mieon aTpwv: <=1100 hPa
(oe 50 °C)
MukvoTnTa: 2,40000 g/cm?

SXETIKA TTUKVOTNTA OTHWV:
9.2. Noirég TAnpo@opieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG QUOIKOU KIVOUVoU
EKPNKTIKES 1810TNTEG
To mpoidv dev eival: Kivduvog ekprewg.

Oev £xel TTpoadlopIoOEi
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OLeIdwTIKES 1016TNTEG
To mpoidv d¢ev givai: 0&eIdWTIKO.
AAAO XOpOKTNPIOTIKA ao@aAeiag
TaxuTtnta e€ATHIONG: dev €xel TTPoadIopIoOEi
=npo UTTOAEIPpA: 100,0 %

TMHMA 10: Z1aBgpdTNTa KAI AVTISPACTIKOTNTA

10.1. AvTiISpaoTIKOTNTA

E@doov diacpalieTal o evOedelyuEvog TPOTTOG XEIPIOPOU Kal aTToBrKeuaNG, BEV ONUEIWVOVTAI ETTIKIVOUVEG
AvTIOPACEIG .

10.2. Xnuikn oTaBepéTnTA

To TTpoidyv eival oTaBepd, dTav ATTOBNKEUETAI O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTISpAdoEwWV

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 rpoiévta didoTaong.

TMHMA 11: TogikoAoyikéG TTAnpo@poOpiEg

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 SiafpwTiki dpdon

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

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa 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 KPITrpIa Tagivopunang dev TTAnpouvTal.

11.2. NAnpogopieg yia dAAoug TUTTOUG ETTIKIVEUVOTNTAG

AAAa oToIXEIT
To UAIKO €xel kaTdTagn un emikivduvou UAIKoU KaTd Tov Kavoviopo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. To&ikéTnTO

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

TO TTPOIOV &gV OOKIUAOTNKE.
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12.3. AuvatoTnTta BIoCUCOoWPEUCNS

TO TTPOIOV &€V OOKIUAOTNKE.
12.4. KivnTikéTnTa 010 £5090G
TO TTPOIOV &€V OOKIUAOTNKE.

12.5. AroteAéopara Tng agioAéynong ABT kai aAaB

AuTA n ougia dev Tnpei Ta kpitpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.
TO TTPOIGV dEV BOKIUAOTNKE.
12.6. 1516TNTEC EVEOKPIVIKAG SlaTtapaxng

AuTA n oucia dev £xel 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIA Un OTOXEUOUEVOUG OpYaVICHOUG.
12.7. AAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyel diabEaiun TTAnpogopia.

AAAa oToIXEiIT
Na ammogelyetal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxXeTikd pe Tn 81d0eon

13.1. MéBodol emregepyaoiog ammofARTWV

Emre§epyaoia amoBARTWV
Mpo@uAGETe OTTO TNV EI0PON OTO ATTOXETEUTIKO UCTNUA 1 OTO UYPO TTEPIBAAAOV. AidBeon oUp@wva PE TIG
TTPOdIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Emefepyacia akd8apTwyv amoBANTWY CUCKEUAOIWV KAl CUVICTWHEVA OTTOPPUTTAVTIKA
EETAUpA pe apBovo vepd. O1 cuokeuaaieg HTTOPOUV va avakKUKAwWBoUV, Hévo av ival evieAwg AdeIeG.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

Meragopd dia §npdg (ADR/RID)

14.1. Ap18uég OHE 1 apiBuég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiKeia ovopagio aTooToARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvSUVOU KATA TN No dangerous good in sense of this transport regulation.

HETAQOPAG:

14.4. Opdda ouokevaoiag: No dangerous good in sense of this transport regulation.
MeTtagopd pe TrotapétrAoia (ADN)

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

TOUTOTNTAG:

14.2. Oikeia ovopagia amrogToARg No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

METAQ@OPA:

14.4. Opdada cuoKEUagiag: No dangerous good in sense of this transport regulation.
Oaldooia peragopd (IMDG)

14.1. Ap18u6g OHE 1 apiBuédg 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 peragopd (ICAO-TI/IATA-DGR)
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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.
META@OPA:
14.4. Opada cuokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO I'A TO MNMEPIBAAAON: Oxi

14.6. E131kég Tpo@UAGEEIg yia TOV XpAOTH
No dangerous good in sense of this transport regulation.

14.7. OaAdooieg HETAPOPES XUBNV oUPQWVA UE TIG TTPd&elg Tou IMO
ave@ApPooTOg

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviouoi/vouoBsaia oXeTIKG UE TNV aCQ@AAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yia TV ougia

TO PEIYHO

ZTolIXEia OXETIKA PE TIG KAVOVIOTIKEG dilatdgeig EE
MAnpogopieg Tng EE odnyiag Aev utrdyetar omn EE 0dnyiag 2012/18/EE (SEVESO IlI)
2012/18/EE (SEVESO lll):
E@vikoi kavoviopoi
Kartnyopia kivduvou yia 1o vepd (D): 1 - eAdyioTa BAaBepd yia To vePo
15.2. AGiloAbéynon XnuikAg ao@daAgiag
Aev €xel OievepynOei agloAdynon XnNMIKNAG ao@AAEIOG yia TNV ougdia auTr).

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTtpoTrég
AuTO TO BeATIO ao@AAelag TTeEpIEXEl AAAQYEG aTTd THV TTPONYoUUEVn £KkO0OCN OTIG EVOTNTEG: 1.

ApIBu6¢ avabBewpnaong: 2 - AvTikaBioTd Tnv €kdoon: 1 CY -el

Huepopunvia ékdoong: 16.08.2023




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

VITA LUMIN® VACUUM
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TpoidvTog: 3035 2eNida 7 amd 7

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
MNa ouvTtunoeig kai akpwvupia BAére ECHA: KaBodriynon OxeTIKA PE TIG ATTAITHOEIG TTANPOPOPIWY Kal TV
€kBeong XNUIKNG aopaAciag, KepdaAaio R.20 (EupeTripio 6pwv Kal GUVTOUOYPAPIWY).

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 guBUvn va Aaaivouv utroyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

ApIBu6¢ avabBewpnaong: 2 - AvTikaBioTd Tnv €kdoon: 1 CY -el Huepopunvia ékdoong: 16.08.2023



