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

VITA VM LC PRE OPAQUE
Emre€epyaotnke oTig: 13.08.2019 Ap1Bu6G TTPOoidvToG: 263 2ehida 1 amd 10

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

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VM LC PRE OPAQUE

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

XpAon TAG ouciag/Tou peiypaTog
Xprion wg epyaaTtnpiakou avTidpacTnpiou

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&ivounon TnG ougiag N TOU PEIVUATOG
Kavovioudég (EK) api6. 1272/2008
Eye Irrit. 2; H319
Skin Sens. 1B; H317
Aquatic Chronic 3; H412

Keipevo Twv gpdoewv H: BAETe TMHMA 16.
2.2. FToIX€ia EMOAPAVONG
Kavoviouég (EK) apif. 1272/2008

ZUoTATIKA TTOU KaBopifouv Tov Kivduvo yia Katayp®n
MEBAKPUAIKOG 2-udpouaiBuleaTépag: nEBAKPUAIKS 2-udpofuaiBUAio
7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers)
MEBAKPUAIKOG 2-O1ueBUAaUIVOaIBUAETTEPOG

MposgidotroInTIKNn Mpoaooxn

AEgn:

Eikovoypduparta:

AnAwoeig emKIVEUVOTNTAG

H317 Mrtropei va TrpokaAéoel ahAepyIkr) depuaTikr avTidpaon.
H319 MpokaAei coBapd o@BAAUIKS epeBICHO.
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VITA VM LC PRE OPAQUE

Emre€epyaotnke oTig: 13.08.2019 Ap1Bu6G TTPOoidvToG: 263 2eAida 2 amd 10
H412 EmBAaBEG yia Toug udpoBioug opyaviGuoug, e HAKPOXPOVIEG ETTITITWOEIG.
AnAwoeig TpopUAagng
P261 ATro@eUyeTE VO avaTivéETe oKOVN/avaBUUIATEIG/aéPIa/TUYKEVTPWOEIG

oTayoVISIWV/ATUOUG/EKVEQWATA.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/TTPOCTOTEUTIKA evOUUATA/UECA ATOMIKAG TTPOCTACIAG VIO

Ta PATIO/TO TTPOCWTTO/TA QUTIA.

P305+P351+P338 >E NEPINTQZH EMA®HZ ME TA MATIA: ZeTTAUVETE TTPOCEKTIKA PE VEPO VIO APKETA
AETTTA. AV UTTAPXOUV QAKOI ETTAPAG, AQAIPETTE TOUG, AV €ival EUKOAO. ZUVEXIiOoTE va

CeTTAéveTE.
2.3. AAAoi Kiviuvol
Aev uttdpyxel S1aB£aiun TTAnpoopia.

TMHMA 3: Z0vBeon/TTAnpo@opieg yia Ta CUCTATIKA

3.2. Meiyuata

Emikivduva ouoTaTIKAd UAIKA

Api6. CAS Ovouagia Bdpog
Api6. EK |Ap|9. EupeTtnpiou Api6. REACH
Tagivounon (Kavoviopog (EK) apiB. 1272/2008)

72869-86-4 7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of 30-<35%
isomers)
276-957-5 | [01-2120751202-68
Skin Sens. 1B, Aquatic Chronic 3; H317 H412

94108-97-1 Ditrimethylolpropane Tetraacrylate 10-<15%
302-434-9 | [01-2119977121-41
Eye Irrit. 2, Aquatic Chronic 2; H319 H411

2867-47-2 pEBAKPUAIKOG 2-O1ueBuAapIvoaiBUAEaTEPAG <1%
220-688-8 [607-132-00-3 |
Acute Tox. 4, Acute Tox. 4, Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H312 H302 H315 H319 H317

79-41-4 Methacrylsaure <1%
201-204-4 | [01-2119463884-26
Acute Tox. 3, Acute Tox. 4, Acute Tox. 4, Skin Corr. 1A, STOT SE 3; H311 H332 H302 H314 H335

Keipevo Twv @pdoewv H kal EUH: BAéTe TMHMA 16.

Ei13i1kd 6pi1a ouykévipwaong, ouvTeAeoTég M kail ekTipRoelg oégiag ToikoTnTag (ATE)

ApiB. CAS Api6. EK |Ovopa0ia Bdpog
Eidikd 6pia ouykévipwang, ouvteAeoTég M kal ekTINAOEIG 0&giag TogIkOTNTaG (ATE)

2867-47-2 220-688-8 |pseaKpu)\|Kég 2-O1ueBulapivoalBulecTépag <1%
depparikn: ATE = 1100 mg/kg; otopartikiy: ATE = 500 mg/kg

79-41-4 201-204-4 |Methacrylséure <1%
avatrveuoTikr): ATE = 11 mg/l (atpoi); avativeuoTikiy: ATE = 1.5 mg/l (kbveig 1 ekve@wpaTa);
depuatik: ATE = 300 mg/kg; otouaTiki: ATE = 500 mg/kg

TMHMA 4: Métpa mpwTwyv Bonbsitwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bonbsiwv

Eiomrvon

Eaogaliote kaBapod aépa. Ze TePITTWON ap@IBoAiag r €dv E@avioTOUV CUPTITWHOTA avadnTeioTE I0TPIKA

BonBeia.
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Emaen dépparog
> MePITTTWON ETTAPNG PE TO dEPUA, TTAUBEITE AuETw pe aPBovo vepod Kal aatrouvi. BydAte apéowg OAa Ta
HoAuopuéva pouxa Kail TTAUVTE Ta TTPIV Ta EavaXPNOIYOTIOINCETE. ATTAPAITNTN N IATPIKK QVTIMETWTTION. EETTAUYA JE
a@Bovo vepd.

Emraen ota pdatia
Y& TTEPITITWON ETTAPNG PE TA PATIO EETTAEVETE TA PATIA AVOIKTA PE APOOVO VEPD KAl ETTIOKEPTEITE Evav
o@BaApiaTpo.

Kardrmroon
=emAUvVETE QUEOWG TO OTOMA Kal TTIEITE APOOVO veEPO.

4.2. TNUAVTIKOTEPO CUNTITWHATA KAl EMISPATEIS, AUETES N METAVEVETTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evd&i1gn orolagSAITOTE amaITOUNEVNG AUETNG IATPIKNG @POVTIdag Kal £151KAG BepaTtreiag
BepaTtreia cUPPWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATaTTOAéUNON TNG TTUPKAYIAG

5.1. NupooBeoTiKAG yéoa

KatdAAnAa TTupooBeoTiKA péoa
Mpooappuoyn Twv PETPWY TTUPOOBETNG AVAAOYWG TNV TTEPIOXH.
5.2. E181k0i Kiv3uvol TToU TTpOKUTITOUV OTrd TV ougia 1} TO Peiypa
Mn edgAexTO.

5.3. ZUOTAOEIG YIO TOUG TTUPOTBECTEG
XpAon aveEdpTnTNG EIGTIVEUCTIKAG TTPOCTACIAG KAl TIPOOTOTEUTIKAG EVOUUQTIOG AVOEKTIKA O€ XNUIKEG OUTIEG.
OAOOWHN TTPOCTATEUTIKI) OTOAR.

ZuTTANPWHATIKEG UTTOBEIEIG
Xprion ekve@WTN yia Tov £Aeyx0 Twv agpiwv/avabupidoswv/ekve@updatwy. PuAGETe EEXwPIOTA TO HJOAUGPEVO
TTUPOCRECTIKO vePS. Mnv TO aProeTe va €I0€EABEI OTA avoIXTA UOATA KAl GTO OTTOXETEUTIKO.

TMHMA 6: Métpa yia TNV aVTIMETWTTION TUXaiag EKAuong

6.1. MpoowTTikéS TTPOPUAAEEIS, TTPOOTATEUTIKOG €0TTAIONOG Kal S1adIKagieg EKTOKTNG avAYKNG
levikég TTAnpogopieg
TrApnon emapkoUg agpiopol. Mnv avatrvéete agpia/avabupuidasic/aTuoug/ekve@wpuaTta. ATTOQUYETE TNV ETTAQPN ME
TO Oépua, Ta PATIA KOl TNV EVOUPACia. XpNOIUOTIOINGTE TIPOCWTTIKA TTPOCTATEUTIKA EVOUNAQTia.

6.2. NepiBaAAOVTIKEG TIPOQUAGEEIS
MPo@UAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUOTNHA 1 0TO Uypd TTEPIBAAAOVY.

6.3. MéBodo1 Kal UAIKA yia TTEPIOPIoHO Kal KaBapioud

AAAeg TTANpO@OpiEg
ZKOUTTIOTE PNXAVIKA. XEIPIOWOG TOU GUGCWPEUHNEVOU TTPOIOVTOG CUN@WVA HE TO KEQPAAQIo dIGBEaNG ATTOPPIMMATWY.
6.4. Napatroutri o dAAa TUAATA

Ac@aAng xprion: BAETTE TuAUa 7
ATopIkn TTpooTagia: BAETTE TUAKO 8
AiaBeon: BAETTE TUAPO 13

TMHMA 7: Xeipiop6g Kai amroffnkeucn

7.1. Mpo@uAdéeic yia ao@aAn XEIPIONO

Y1rodeieig yia ao@aln XEIPIONO
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VM LC PRE OPAQUE
Emre€epyaotnke oTig: 13.08.2019 Ap1Bu6G TTPOoidvToG: 263 2eAida 4 amd 10

OBnyieg yia TNV TpoOoTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atTapaitnTa 1I81AITEPA TTPOCTACIAG ATTO TTUPKAYIC.
ZUOTAOEIG YIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
AgaipéoTe auéowg OAa Ta evOUpaTa TToU £X0UV JoAuVBEi. Anuioupyia oxediou yia Tnv TTpocTagia Tou dépuaTog!
MAUOvVTE T XEPIa Kal TO TTPOCWTTO TIPIV TO BIGAEIpA 1} TO TEAOG TNG EpyATiag, A KAVTE £va VIOUG. £TO XWPO
epyaaciag atrayopeveTal To ¢aynTtd, TO TTOTO, TO KATTVICUA KAl TO GTAPVICHA.
7.2. YuvBnkeg acpaloug @UuAa&ng, cuptrepiAapfavopévwy TuX6v acuuBifaoTwyY KATAOTACEWV

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

0OBnyieg yia TNV a1ToONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTEPa TTPOANTITIKA PETPA.

7.3. E1d1kA TeAIKA Xpion N XPNOEIS

Xprion wg epyaaTtnpiakou avTidpaoTnpiou

TMHMA 8: ‘EAeyxog Tng ék0eong/aToMIK TTpOCTACIN

8.1. MNapdueTpol eAéyxou

EV3EIKTIKED OPIOKED TINED ETTAITEAJATIKNG €KOECNO

ApiB. CAS XnUIKOG TrTapayovTag ppm mg/m3| iveg/cm?® Kartnyopia MpoéAeuan
79-41-4 MeBakpuAiké ogu 20 70 8 wpeg
40 140 15 Aemrtd

8.2. 'EAgyyol ékBeong

MéTpa ATOHIKNAG TTPOOTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAIONOG

MpooTacia Twv PaTIWV/TOU TTPOCWITTOU
KaTtdAAnAn TTpooTacia POTIWV: TTOVOKEPAAOL.

MpooTacia Twv XepIwvV
Katd tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPFON TTPOCTATEUTIKWY YAVTIWYV T OTTOIa PEPOUV TO
XapakTnpioud CE kai Tov TETpayn@Io KwdIko. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUUQWVA PE
TN GUYKEVTPWON Kal TV TTOGOTNTA TWV ETTIKIVOUVWY OUGCIWV KAl CUP@WVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNMUEPWOEITE OTTO TWV KATACKEUAQOTH] YIA TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOUEVWY TTPOCTATEUTIKWYV YAVTIWY
€I0IKAG XPATEWG. ZuvioTOueva JovTéAa TTpooTaTeuTIKWY yavTiwv KCL Dermatril P Xpdvog didommaong 30 min NBR
(VITPINIKO KaOUTOOUK)

MpooTtacia Tou dépparog
Xpron TTPOCTATEUTIKOU pOUXIoHOU.

AvaTTVEUOTIKN TTpOCTAC A
MpoBAEWTe TOV KOASG agPICPS Kal aTToppOPnONn anueiou o€ KPITIKA anueia. Texvntog e€agpiopog TG B€ong
epyaaiag

TMHMA 9: ®uoikég Kal XNMIKEG 1816TNTEG

9.1. Zroixsia yia TI BaCIKEG PUOIKES KAl XNUIKES IB10TNTES

duaikn KaTdaTaon:
Xpwua:
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VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

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

VIIA

VITA VM LC PRE OPAQUE

Emre€epyaotnke oTig: 13.08.2019

Ap1Bu6G TTPOoidvToG: 263

2eAida 5 ammo 10

MAnpo@opieg yia Tig uETABOAEG TG PUOIKAG KATAOTAONG

>nueio TA&ewg/onueio TTAZEWG:
2nueio C€oewg 1 apXIKG onueio (€0ewg Kal
TTEPIOYN (E0EWG:
nueio avagAegng:
Eu@AekTOTnTO
aTepedg/uypo:
agpia:

EKpNKTIKEG 18160TNTEG

To mpoidv dev eival: Kivduvog ekpriewg.

KatwTtepo 6plo €kpnéng:
AvWTEPO 6pIOo £KPNENG:
Ogppokpagia auTavAaPAEENg
oTepEQ:
agpia:
O¢eppokpacia aroolvBeong:
Tiun pH:
YdatodiaAutoTnTa:

AlaAutéTnTa 0 GAAOUG SiaAUTEG
O¢ev €xel TTPOadIoPIoHET

JUVTEAEOTAG KATAVOUNAG O€
N-oKTavOAn/vepo:
Migon aTpwv:
(og 50 °C)
MukvoTnTa:
2XETIKA TTUKVOTNTA OTUWV:
9.2. AAAeg TTANPOQYOPIES

Oev €xel TTPoadIopIabEi
?

151°C

dev €xel TTPoadIopIabEei
QAVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIadEi

Oev €xel TTPoadIopIabEi
ave@AapPooTOg

dev €xel TTPoadIopIadEei
dev €xel TTPoadIopIaOEei
Oxi

Oev €xel TTPoadIopIabEi

<=1100 hPa

dev €xel TTPoadIopIabei
dev €xel TTPoadIopIaOEei

MAnpo@opieg OXeTIKA Pe TIG KAAOEIG PUOIKOU KIVEUVOU

OLeIdWTIKEG 1016TNTEG
Mn o&eIdWTIKOG.

AAAa XOPOKTNPIOTIKA ao@aAgiog
=npo UTTOAEIPpa:

TaxutnTa €€ATHIONG:

EmimrAéov oToixeia

49,7 %
O¢ev £xel TTPpoodlopIoOEi

TMHMA 10: Z1aBepoTnTa KAl AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

E@doov diac@alieTal 0 evOEDEIYUEVOS TPOTTOG XEIPITUOU Kal aTToBrKeUaNG, OEV ONUEILVOVTAI ETTIKIVOUVEG

avTIdPAoEIS .
10.2. Xnuikn oTaBepdTnTa

To TTpoidyv eival oTaBepd, dTav aTToBNKEUETAI O KAVOVIKEG OUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTISpAdoEwY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZUVOKEC TTPOC ATTOPUYHV
Kapia

ApIBu6¢ avabBewpnaong: 2 - AvTikaBioTd Tnv €kdoon: 1
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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: 13.08.2019

VITA VM LC PRE OPAQUE
Ap1Bu6G TTPOoidvToG: 263

2eANida 6 atmo 10

10.5. Mn cuuBartd UAIkd

Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikiviuva Tpoidvra ammoouvleong

Aegv gival yvwoTd emikivduva trpoiévta didoTTaong.

TMHMA 11: To§ikoAoyikéG TTANpo@opieg

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

Ogua TogIkOTNTA

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTANpouvTal.

ApiB. CAS Ovopaocia
0066 ékBeong Adon |E|’60g Mnyn MéBodog
2867-47-2 uEBOKPUAIKOG 2-O1ugBulapivoaiBuleoTépag
aTTé TOU OTOPATOG ATE 500
mg/kg
OI& Tou dEPPATOG ATE 1100
mg/kg
79-41-4 Methacrylsaure
a1 TOU OTOUATOG ATE 500
mg/kg
014 Tou dépUaTog ATE 300
mg/kg
018 TNG €I0TTVONAG ATE 11 mg/l
aTpog
814 TNG €I0TTVONG ATE 1.5 mg/l
okovn/oTayovidia

EpeBioTikA Kai SiafpwTikA dpdon

MpokaAei coBapd o@BaAuIKS epeBICuO.

AldBpwon/epeBioudg Tou dépuaTog: Baoel Twv diaBéoipywy dedopévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.

EvaioOnrotrointiki dpdon
MTropei va TTpokaAéoel aAAEPYIKT) BEPUATIKA avTidpaaon.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers);
MEBAKPUAIKOG 2-O1ueBUAapIvOaIBUAETTEPAG)

Kapkivoyévog, petaAAagioyovog, Todikn yia Tnv avarrapaywyr dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTAnpouvTal.
E131kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
E131kf) To§iIkéTnTA OTA 6pYyava-oToxoug (STOT) - erravelAnpuévn ékBeon

Bdoel Twv d108éaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.

TOSIKOTNTA AvappPOPNONg

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpoUvTal.

AAAa oTOoIXEIO ETTI EAEYXWV

AuTé 10 Peiyua Bewpeital emiKivOuvo cUu@wva e Tov kavoviaud (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikéG TTANpoO@OpiEg

12.1. To&ikéTNTCA

EmBAaBEg yia Toug udpoBioug opyaviououg, e JAKPOXPOVIEG ETTITITWOTEIG.
12.2. AvOeKTIKOTNTA KAl IKAVOTNTA ATTodépnong

ApIBu6¢ avabBewpnaong: 2 - AvTikaBioTd Tnv €kdoon: 1
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Emre€epyaotnke oTig: 13.08.2019 Ap1Bu6G TTPOoidvToG: 263

2eANida 7 ammo 10

TO TTPOIOV Oev OOKIUAOTNKE.
12.3. AuvardéTtnTa BIOCUCCWPEEUTNG
TO TTPOIOV &gV OOKIUAOTNKE.

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

12.5. AroteAéouara TG agioAéynong ABT kai aAaB

O1 ouaieg aTo piyua dev TAnpouv Ta kpitApia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEG EVOOKPIVIKAG S1aTapaxnig
AuTté T0 TTPOIGV BEV TTEPIEXEI KATTOIO OUCIA PE 1810TNTEG EVOOKPIVIKOU IATAPAKTH YIO U OTOXEUOH
opyaviopoUg KaBwg Kavéva ocuaTaTiko dev TTANPOI Ta KPITHPIA.
12.7. AA\eG BUOIEVEIC EMITITWOEIS
Aev uttdpyxel S1aB£aiun TTAnpoopia.

AAAa oTolxEia

EVOUG

MpPo@UAGETE aTTO TNV EI0PON OTO ATTOXETEUTIKO oUOTNUA 1 0TO Uypd TrEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO

£0a@og/uTTédagog.

TMHMA 13: Ztoixeia OXETIKA ME TN B1d0goN

13.1. Mé60&o1 Siaxeipiong arofARTWYV

Emre§epyaoia amoBARTWV

MPo@UAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUCTNUA 1 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO

£0a@og/utTédagog. AiIdBeon oUP@WVa e TIG TTPOSIAYPAPES TWV APUOdIWY UTTNPECIWV.
Etre§epyacia aka@apTwyv amrofANTWY CUCKEUAGIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA

XeIpIOTEITE TIG JOAUOUEVEG OUOKEUATIEG OTTWG TO TTPOIOV. KWwdIKOG/TTEPIYpa@r| ATTOPPINATWY CUUQWVA UE

EWC/AVV

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagopd dia Enpdg (ADR/RID)

14.1. Ap18u6g OHE A apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiIKEio OVOUOTia ATTOGTOAAC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-€1c KIvdUvVoU KOTh TN No dangerous good in sense of this transport regulation.

HETAQOPA:

14.4. Oudda oUCKEVATIOG: No dangerous good in sense of this transport regulation.
MeTagpopd pe rotapdtrAoia (ADN)

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

TOUTOTNTAG:

14.2. OiIKeia ovopooia atrooToARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvOUvVoU KOTh Tn No dangerous good in sense of this transport regulation.

HETAQ@OPA:

14.4. Oudda cUCKEVATIOC: No dangerous good in sense of this transport regulation.
OaAdooia peragopd (IMDG)

14.1. Ap18uég 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:
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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.
HETO@OPA:

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

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO I'lA TO NEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC yia TOV XPROTN
Aev uttdpyel diabéaiun TTAnpogopia.
14.7. OaAdooiEg HETAPOPES XUBNV oUPQWVA LE TIC TTPdgelg Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZToixeia VOHOOETIKOU XOPOAKTAPO

15.1. Kavoviouoi/vouofsaia oXeTIKA UE TNV 0CQAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV YIa TNV OUCia ] TO PEiYHO

ZToIXEia OXETIKA ME TIG KAVOVIOTIKEG Siatdgeig EE
Mepiopiopoi epappoyns (REACH, rapdptnua XVII):
Kataxwpnon 75

2010/75/EE (VOC): 0,172 %
2004/42/EK (VOC): 0,172 %
MAnpogopieg Tng EE odnyiag Aev uttayetal otn EE odnyiag 2012/18/EE (SEVESO IlI)

2012/18/EE (SEVESO lIl):

E@vikoi kavoviouoi

Mepiopioudg amaoxdAnong: Mpoo£ETe TOUG TTEPIOPICUOUG £PYATiag GUPPWVA PE TO VOPOOXEDIO Yia
TpoaTacia epyagiag avnAikwv (94/33/EK).

Kartnyopia kivduvou yia 1o vepd (D): 3 - BAaBepo yia 1o vepd

ATtToppoépnon HECW TOU Anpioupyei avTidpdoeig utrepeualoBnaiag aAAepyIKAG HOPPAG.

oéppartog/Evaiodnrotroinon:
15.2. AGioAdynon XnNUIKAG ao@AAgiag

Agv éxel OievepynBei agloAdynan XnNUIKNG ao@AAEING yia TIG OUTiEG O auTS TO Wiypa.

TMHMA 16: AAAeg TTANpo@opieg

MeTaTpotrég
AuTté 10 deATiO AOPAAEIOG TTEPIEXEI AAAAYEG OTTO TNV TTPoNyouuEvn €kdoon OTIG EVOTNTEG:
1,2,4,5,6,7,8,9,11,12,13,14,15,16.

ZUVTOMOYPAQIa KOl AKPWVUHA
ADR: Accord europlen 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
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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

VOC: Volatile Organic Compounds

SVHC: Substance of Very High Concern

MNa cuvTopoypagieg kar akpwvupia, BAETTE Trivaka aTn ogAida http://abbrev.esdscom.eu
Katdragn Twv peiyydtwy Kal xpnoigotroinuévn péBodo BaduoAdynong cup@wva Je Tov Kavoviouo (EK)
api16. 1272/2008 [CLP]

Tagivéunon Aladikacia Tagivounong
Eye Irrit. 2; H319 MéBodog utroAoyiguou
Skin Sens. 1B; H317 MéBodog utroAoyiouoU
Aquatic Chronic 3; H412 MéBodog utrohoyiguou
Keipevo Twv @pdoswv H kai EUH (Ap1Buo6g kai TTARpEG KEIPEVO)
H302 EmBAaBég o€ TTEPITITWON KATATTOONG.
H311 To&Ikd o€ €TTAQPr) PE TO DEPUA.
H312 EmpBAaBég o€ emagn pe 1o dépua.
H314 MpokaAei coBapd deppaTikd eykauuaTa Kar oPBaApIkéG BAAREG.
H315 MpokaAei epeBiouod TOU BEPPATOG.
H317 MTropei va TTpokaAéael GAAEPYIKT) BEPUATIKA avTidpaaon.
H319 MpokaAei coBapd o@BaApIKS epeBICO.
H332 EmBAaBEg o€ TTEPITITWON EI0TTVONG.
H335 Mmropei va TTpokaAéael epeBITPS TNG AVATIVEUTTIKNG 000U.
H411 TogIkd yia Toug udPORIOUG OPYAVIOUOUG, HE HOKPOXPOVIEG ETTITITWOEIG.
H412 EmBAaBEg yia Toug udpoBioug opyaviguous, e HAKPOXPOVIEG ETTITITWOEIG.
AAAa oToIXEIT

Ta dedopéva autd oTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoTteAoUvevToUTOoIG £yyUnaon yia TIG

ApIBu6G avabBewpnong: 2 - AvTikaBioTd Tnv €kdoon: 1 GR-EL Huepopnvia ékdoong: 14.03.2023



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

VITA VM LC PRE OPAQUE
Emre€epyaotnke oTig: 13.08.2019 Ap1Bu6G TTPOoidvToG: 263 >ehida 10 atré 10

1I010TNTEG TOU TTPOIGVTOG 9a Kai dev atroTeAOUV Kapia oUPBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV UaG
€xouv TNV €uBUvVN va Aafaivouv utréyn Toug TOUG IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twv eMIKIVOUVWY GUATATIKWY UAIKWV TTapaAngbnkav Kae popd aTnv eKAaToTE ICYUOUTA TEAEUTAI
oT1@6un Twv avrioToiwv QUAAWVY OTOIXEIWV AOPAAEIaS TWV APXIKWY TTAPAYwYwV.)
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