VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.8)

VITA CAD-Temp Blocs, Discs
Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6g TTpoidvTog: 185 2eNida 1 amd 7

TMHMA 1: AvayvwpioTiKOG KwBIKOG ouaiag/peiyuaTog Kal ETalpeiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA CAD-Temp Blocs, Discs

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 MAaoTikd €idn

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:
1.4. Ap1Budg TnAE@WVoU +49-(0)761-19240

€TeEiyoucag avaykng:

EmitrAéov oToixeia
medical device

TMHMA 2: NpoodiopIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag ] TOU JEIYUATOG

GHS 1ou OHE (ST/SG/AC.10/11/Rev.8)
Auté 10 peiypa de Bewpeitai emmikivduvo aupgwva pe ST/SG/AC.10/30/Rev.8 (GHS).

2.2. Froix€Eia emonpavong

2.3. AAAo1 Kivduvol
Aev uttdpyxel O1aB£aiun TTAnpoopia.

TMHMA 3: Z0vBeon/TTAnpo@opieg yio Ta CUCTATIKA

3.2. Meiyuyara

XnuIKA ovopaoia ThG oudiag
MAaoTIKG €idn

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bondeiwv

Eiomrvon
E¢aopaAioTte kaBapod aépa.
Etrapn dépparog
E&mAupa pe apbovo vepd. BydAte Ta poAuapéva pouxa kal TTAUVTE Ta TTPIV T EavaxpnOIJOTTIOINOETE.

Emagn ota pdria
=eTTAUVETE AUEOWG TTPOCEKTIKA PE VEPO I PIE TO VTOUL POTIWV.
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Katdmroon
=emAUVETE QUECWG TO OTOUA KAl TTIEITE APOOoVOo 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.

TMHMA 6: Métpa yia TNV aVTIMETWTTION TUXaiag EKAuong

6.1. MpoowTTIKEC TTPOPUAGEEIC, TTPOOTATEUTIKOG EO0TTAICHOC Kal S1adIKATieg EKTAKTNG AVAYKNG

levikég TTAnpogopieg
ATro@UyEeTE TN dnuIoupyia okovngG. Mn avatrvéeTe TNV OKOV.
6.2. MNepiBaAAovTIKEG TIPOQUAGEEIS
Aev gival atrapaitnTa 1010iTEPA PETPA TTPOCTACIAG TOU TTEPIBAAAOVTOG. KaAGG KaBapIoudg Twv BPOUIKwY
QAVTIKEIHEVWY Kal TV daTTEdWV CUPQWVA e TIG TTEPIBAAAOVTOAOYIKEG DIATALEIS.

6.3. Mé00odo1 Kail UAIKA yia TTEPIOPIoUO Kal KaBapioud

AAAeg TTANpO@POpiEg
ZKOUTTIOTE pNXAVIKA. XEIPIOPUOG TOU GUGOWPEUHPEVOU TTPOIOVTOG CUN@WVA HE TO KEQPAAQIO SIGBECNG ATTOPPIMMATWY.
6.4. Napatroutri o€ GAAa TuAUATA
Ac@alig xprion: BAETTE TuRpa 7
Atopikr) TTpooTagia: BAETTE TUAUO 8
Ai6Beon: BAETTe TUAPa 13

TMHMA 7: Xeipiopog Kal a1rofnkeucn

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO

Ymobdeieig yio ao@aln Xeipiopo
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA WETPA.

OBnyieg yia TNV TpooTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atTapaitnTa 1I81aiTEPA TTPOCTACIAG ATTO TTUPKAYIC.

ZUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
BydATe Ta yoAuopéva pouxa. MAUveETE Ta xépla TTpiv Ta SIOAEiPPATA Kal KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
270 XWPO epyaciag atrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KAl TO GTAPVICHA.

7.2. YuvBnkeg aoc@alolg @UAagng, cuptrepiAapfavopévwy Tux6v acuuBifaoTwy KATAOTACEWV

ATTaITAOEIG YIa XWPOUG atroffKEuoNg Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEIOPEVO.

0OBnyieg yia TNV a1ToONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 8: 'EAeyxog TnG éK0eong/aTOMIKN TTPOCTACI
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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 CUPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUGCIWV 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.
AvaTTveUOTIKN TTpOCTACIA

2 TEPITTITWON AVETTAPKOUG OEPICHOU XPNOIYOTTOIEIOTE HECA ATOMIKAG TTPOCTACIOG TNG AVATTVONG. Mn avaTTvéeTe

TNV OKOV.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Z1oixeia yia TIG BaCIKEG QUOIKEG KOl XNHIKEG 1810TNTEG

duoikA KaTdoTaoN: oTEPEDG
Xpwua:
Ooun: daoouo

MAnpo@opieg yia Tig HETABOAES TNG PUOIKAG KATAOTAONG

Znueio TN&ewg/onueio TTEEWG:
>nueio C€ocwg R apxIkd onueio {Eogwg Kal
TTePIoYN CE0EWG:
Znueio avagAegng:
Eu@AekTOTnTO
oTepedG/uypo:
agpia:
EkpnkKTIKéG 1810TNTEG
To Trpoidv dev eivai: Kivduvog ekpAgewg.
KatwTtepo épio €kpnéng:
AvwTePO OpIo £KPNENG:
OgpuoKpagia auTavAPAEENG
oTEPEQ:
agpia:
O¢puokpaaia amoouvBeong:
Tiun pH:
YdarodiaAuTtéTnTa:
AlaAuTéTnTa 0€ dAAOUG Si1aAUTEG
O¢ev €xel TTPoodIopIaOEi
ZUVTEAEOTAG KATAVOUNRG O€
N-oKTavoAn/vepo:
Mieon atpwv:
(oe 50 °C)

Oev £xel TTpoadlopIoOEi
X

O¢ev £xel TTPoodlopIoOEi
AVEQPAPPOOTOG

dev €xel TTPoadIopIaOEei
O¢ev £xel TTpoodlopIoOEei

dev €xel TTPoadIopIaOEei
QAVEQPAPHOOTOG

Oev €xel TTPpoodIopIabEi
dev €xel TTPoadIopIadEi
Oxi

O¢ev £xel TTPocdlopIoOEi

<=1100 hPa
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VITA Zahnfabri
AgATio Aedopévwv Ao@alciag
gupgwva pe Tov UN-GHS (ST/SG/AC.10/11/Rev.8)

k H.Rauter GmbH & Co.KG

VITA CAD-Temp Blocs, Discs

Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6g TTpoidvTog: 185 2eNida 4 amd 7
MukvoTtnTa: 1,28000 g/cm?
ZXETIKA TTUKVOTNTA OTUWV: Oev €xel TTPoodIoPIoOE]

9.2. AAAec TAnpO@OPpIES

MAnpo@opieg oXeTIKA pE TIG KAAOEIG PUOIKOU KIVOUVOU
OLeIdWTIKEG 1016TNTEG
Mn o&eIdWTIKOG.

AAAa XOPAKTNPIOTIKA ao@aAgiag
=npd uTTOAEIYpa: 100,0 %
TaxuTtnTa e€ATHIONG: Oev €xel TTPoadIopIabEi

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTiIdpaoTIKOTNTA

E@doov diac@alieTal 0 evOedeIyUEVOG TPOTTOG XEIPIOHUOU Kal aTToBrKeUaNG, OEV ONUEIVOVTAI €
avTiIdpdoelg .

10.2. XnuiKA oT0@gpOTNTA

To mpoidv ival oTabepd, 6Tav aTroBnKeUETAI O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY avTIOpAoEWY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvONKEG TTPOG ATTOQUYRV
Kapia

10.5. Mn cupBartd UAIKd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoidévra amroouvleong
Agv gival yvwoTad IKivouva TTpoiovTa 81daTracng.

TIKIVOUVEG

TMHMA 11: To§ikoAoyikéG TTANpo@oOpieg

11.1. MAnpo@opieg yia Tig TaeIg KIvEUvou, 6TTwg opifovral oTov kavovioud (EK) apif. 1272/2008

Ogua TogIkOTNTA

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
EpeBioTikn ka1 SiaBpwTikA dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
EuvaioOnrotroinTikn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
Kapkivoyévog, petaAAagioyévog, ToSIKR yia TNV avatrapaywyn dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong dev TAnpouvTal.
E1831kA) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdrras ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouvTal.
Ei1di1kA To§Ik6TNTa 0T 6pYyava-oToxoug (STOT) - eravelAnupévn ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
TO§IKOTNTA AVOPPOPNONG

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
AAAa oTOoIXEIO ETTI EAEYXWV

Auté 10 peiypa de Bewpeital eTmKivouvo cUp@wva pe Tov kavoviouo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTANpo@oOpiEg
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AgATio Aedopévwv Ao@alciag
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VITA CAD-Temp Blocs, Discs
Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6g TTpoidvTog: 185

2eANida 5 ammo 7

12.1. To&ikéTNTA

To 1rpoidv dev gival: OIKoTOEIKO.
12.2. AVOEKTIKOTNTA KAl IKAVOTNTA ATTOSONONG

TO TTPOIOV Oev OOKIUAOTNKE.
12.3. AuvartéTtnTa BIOCUCOWPEUONG
TO TTPOIOV &gV SOKIUAOTNKE.

12.4. KivnTikdTnTa 010 £50p0OG
TO TTPOIOV &gV SOKIUAOTNKE.

12.6. 1616TNTEC EVOOKPIVIKAG S10TApaXNS

AuTO TO TTPOIGV dev TTEPIEXEI KATTOIO ouaia e 1I810TNTEG EVOOKPIVIKOU SIATAPAKTN YIA N OTOXEUOUEVOUG
opyaviopoUg KaBwg Kavéva auoTaTiko dev TTANPOI Ta KPITAPIA.

12.7. AA\eG SUOEVEIG EMTITWOEIS
Agv uttdpyxel d1ab£aiun TTAnpoopia.

AAAa oToIXEiT
Na atmmopelyeTal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oXeTIKA pE Tn 81d0eon

13.1. Mé60d0o1 diaxeipiong amroBARTWY

Emre§epyaoia amoBARTWV

Ai6Beon olpwva e TIG TTPOdIAYPAPES TwV APUOdIWY UTTNPEECIWY. KwdIKOG/TTEPIypa® aTroppIddTwy oUPNQWVa JE

EWC/AVV

Emefepyacia akd@apTwyv amroBAATWY CUCKEUAOIWV KAl CUVICTWHEVA ATTOPPUTTAVTIKA
E&mAupa pe apbovo vepd. O1 cuokeuaaieg uTTopoUv va avakKukAwBouUv, povo av gival evieAws AdEIEG.
Kwdikog/meprypa@r| amoppigdtwy cupewva pe EWC/AVV

TMHMA 14: lMAnpo@opieg OXETIKA PE TN METAPOPG

OaAdooia peragopd (IMDG)

14.1. Ap18udg OHE 1 apiBuég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopaoio aTrooToARC No dangerous good in sense of this transport regulation.

OHE:

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

HETOQOPA:

14.4. Opdda cuoKEUaTiac: No dangerous good in sense of this transport regulation.
Agpotropikn peragopd (ICAO-TI/IATA-DGR)

14.1. Ap1Bu6g OHE 1 ap1Budég 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.

METOQOPA:

14.4. Oudda ocuoKevaTiaC: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MEPIBAAAON: Oxi
14.6. E151kéC TTpOo@UAGEEIG YIa TOV XPAOTH
Aev uttdpyxel S1ab£aiun TTAnpoopia.
14.7. OaAdooieC HETAPOPES XUBNV oUPPWVA LIE TIC TTPAgEIS Tou IMO
AVEPAPPOOTOG
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VITA CAD-Temp Blocs, Discs
Etre€epyaotnke oTig: 02.06.2022 Ap1Bu6g TTpoidvTog: 185 2eNida 6 atd 7

TMHMA 15: Z1oixeia VOHOOETIKOU XOpOAKTAPO

EOvikoi kavoviouoi

TMHMA 16: AAAeg TTANpoO@oOpieg

MeTaTpoTrég
AuUTO TO BeATIO ao@AaAleiag TTepIExEl aAAayEG aTTd TNV TTponyouuevn €kdoaon OTIG evoTnTeg: 7,8,9,13,15,16.
ZuvTopOoYypPa@ia KOl OKPWVUHA
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
ICAO: 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
lMNa ocuvTouoypaieg kal akpwvuuia, BAETTE TTivaka oTn oeAida http://abbrev.esdscom.eu
AMAa oToIXEia
Ta dedopéva autd aTnpifovTal OTNV CNUEPIVA OTABUN TWV YVWOEWV Jag, dev atroTeAOUVEVTOUTOIG £yyUnan yia TIG
1I010TNTEG TOU TTPOiIdVTOG 9a Kal dev atroTeAoUV Kapia oUPBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWVY UaG
£€xouv Tnv €uBUvn va Aafaivouv utréyn Toug ToUg IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
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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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