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

VITA VM LC OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186 2eAida 1 amd 12

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

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VM LC OPAQUE LIQUID

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

XpAon TAG ouciag/Tou peiypaTog
Xpron wg epyacTnpiakoU 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 oTolxeia
medical device

TMHMA 2: NpoodiopIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag ] TOU JEIYUATOG

Kavovioudég (EK) api6. 1272/2008
Flam. Lig. 2; H225
Skin Irrit. 2; H315
Skin Sens. 1; H317
STOT SE 3; H335

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
MEBOAKPUAIKOG HEBUAEOTEPAG: HEBAKPUAIKO HEBUNIO- 2-ueBUNOTTPOTT-2-£VIKOG HEBUAEOTEPAG: 2-EBUAOTTPOTT-2-EVIKO
MEBUAIO: 2-ueBUAOTTPOTTEVIKOG HEBUAEDTEPAG: 2-ueBUAOTTPOTTEVIKG UEBUAIO
MEBAKPUAIKOG 2-udpouaiBuAeaTEépag: nEBAKPUAIKS 2-udpofuaiBUAio
MEBAKPUAIKOG peBUAeaTEPAG
O1uEBaKPUAIKS aIBUAEVIO
7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers)
MEBAKPUAIKOG 2-O1ueBUAaUIVOaIBUAETTEPOG
MposidotroinTikn Kivduvog
AEgn:
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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 OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186 2eNida 2 amd 12

Eikovoypduparta:

AnAwoeig emKIviuUvoTNTOG

H225 Yypo kai atpoi TTOAU eU@AEKTO.

H315 MpokaAei epeBiood TOU BEPUATOG.

H317 MTropei va TTpokaAéael aAAEPYIKT) BEPUATIKA avTidpaaon.

H335 Mmropei va TTpokaAéael epeBITPS TNG AVATIVEUTTIKNG 000U.

AnAwoeig rpo@UAagng

P210 Makpid a1ré BepuoTNTA, BEPUES ETTIPAVEIES, GTTIVONPES, YUUVH @AY Kal AAANEG TTNYEG
avapAegng. Mnv kaTrvieTe.

P233 Na diarnpeital o TTEPIEKTNG EPUNTIKA KAEIOTAG.

P261 ATTo@eUyETE VO avaTTVEETE OKOVN/QVABUUIATEIG/AEPIA/TUYKEVTPWOEIG
oTayoVISIWV/ATUOUG/EKVEQWATA.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/TTPOCTATEUTIKA evOUUATA/PECA ATOUIKAG TTPOCTACIAG YIA
Ta PATIO/TO TTPOCWTTO/TA QUTIA.

P233 Na diarnpeital o TTEPIEKTNG EPUNTIKA KAEIOTAG.

2.3. AAAoi Kivduvol
Agev uttdpyxel d1abéaiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@opiEg yIO T CUCTATIKA

3.2. Meiyuyarta

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2 CY-EL Huepopnvia ékdoong: 15.03.2023



U I I l \ oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

VITA VM LC OPAQUE LIQUID

Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186

2eAida 3 ato

Emikivduva cuoTaTtikd UAIKA

ApiB. CAS

Ovouagia

Bdpog

Apif. EK [Api8. Eupetnpiou [Api6. REACH

Tagivounon (Kavoviopog (EK) apiB. 1272/2008)

97-90-5

O1uEBaKPUAIKO aIBUAEVIO

55-<60 %

202-617-2 [607-114-00-5 [01-2119965172-38

Skin Sens. 1, STOT SE 3; H317 H335

80-62-6

HEBAKPUAIKOG peBuAeaTEPOG

20-<25%

201-297-1 | 607-035-00-6 |01 -2119452498-28

Flam. Lig. 2, Skin Irrit. 2, Skin Sens. 1, STOT SE 3; H225 H315 H317 H335

72869-86-4

7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of
isomers)

10-<15%

276-957-5 | [01-2120751202-68

Skin Sens. 1B, Aquatic Chronic 3; H317 H412

2867-47-2

pEBAKPUAIKOG 2-O1ueBUAapIVOaIBUAECTEPAG

1-<5%

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

868-77-9

MEBaKPUAIKOG 2-udpofualBUAEaTEPAG: HEBAKPUAIKG 2-udpogualBUAio

1-<5%

212-782-2 [607-124-00-x |

Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H315 H319 H317

80-62-6

HEBAKPUAIKOG HEBUAEOTEPAG: HEBAKPUAIKO HEBUAIO: 2-ugBUAOTTPOTT-2-eVIKOG HEBUAEGTEPAG:
2-peBUAOTTPOTT-2-£VIKO UEBUAIO: 2-pEBUAOTTPOTTEVIKOG UEBUAETTEPOG: 2-UEBUAOTTPOTTEVIKO UEBUAIO

<1%

201-297-1 607-035-00-6

Flam. Liqg. 2, Skin Irrit. 2, Skin Sens. 1, STOT SE 3; H225 H315 H317 H335

Keipevo Twv @pdocwv H kai EUH: BAére TMHMA 16.
E181kd 6pla ouykévrpwong, ouvteAeoTég M Kail ekTIpNoEIg ogiag TogikoTnTag (ATE)

Api6. CAS

Api6. EK [ovopaoia

Bdpog

Eid1ké 6pia ouykévipwaong, auvteAeaTég M kal eKTINAOEIG 0&eiag TogikdTnTag (ATE)

97-90-5

202-617-2 |6|useaKpu)\|Kc') alBuAévio

55 - <60 %,

deppamikr: LD50 = 3300 mg/kg STOT SE 3; H335: >=10 - 100

80-62-6

201-297-1 |p£9quu)\|Kég peBUAETTEPAG

20-<25%

Oeppartikiy: LD50 = > 5000 mg/kg

2867-47-2

220-688-8 |p£90KpU)\IK6g 2-O1ueBulapivoalBulecTépag

1-<5%

depuaTik: ATE = 1100 mg/kg; otoparikr): ATE = 500 mg/kg

868-77-9

212-782-2 |p£6aKpu)\|Kég 2-udpogualBUAEaTEPOG: NEBAKPUAIKG 2-udpoguaiBUAio

1-<5%

otopaTikr: LD50 = 5050 mg/kg

80-62-6

201-297-1 HEBAKPUAIKOG HEBUAECTEPAG: UEBAKPUAIKO UEBUAIO: 2-UEBUNOTIPOTTI-2-EVIKOG
MEBUAEDTEPAG: 2-peBUNOTTPOTT-2-£VIKO HEBUAIO: 2-peBUAOTTPOTTEVIKOG HEBUAETTEPOG:
2-peBUAOTTPOTTEVIKO PEBUAIO

<1%

Oeppartiki: LD50 = >5000 mg/kg

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bonbsiwv

Eiomrvon

Eaogaliote kaBapo aépa. Ze TEPITITWON AP@IBOAIaG 1 €dv EUPAVIOTOUV CUPTITWHATA avadnTeioTE I0TPIKA

BonBeia.

Ap1Bu6¢ avaBewpnaong: 3 - AvTikaBioTd Tnv €kdoaon: 2 CY-EL Huepopnvia ékdoong: 15.03.2023




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

VITA VM LC OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186 2eNida 4 amd 12

Emaen dépparog
> MePITTTWON ETTAPNG PE TO dEPUA, TTAUBEITE AuETw pe aPBovo vepod Kal aatrouvi. BydAte apéowg OAa Ta
HoAuopéva pouxa Kail TTAUVTE Ta TTPIV Ta EavVaXPNOIYOTTOINCETE. ATTAPAITNTN N IATPIKK AVTIMETWTTION.
Emraen ota pdatia
Y& TTEPITITWON ETTAPNG YE TA PATIO EETTAEVETE TA PATIA AVOIKTA PE APBOVO 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 TupooBeoTiKA péoa
Alogeidio Tou avBpaka (CO2), Appdg, MupoaBeaTik okvn.
AKaTdAANAa TTUPOORECTIKA péCa
Nepd.
5.2. E181K0i Kiv3uvol TToU TTpOKUTITOUV OTrd TV ougia } To YEiyua

MoAU eb@AekTo. O1 avaBupIAoEIG, aTpoi, HTTOpoUV va dNUIOUPYACOUV £va EKPNKTIKG piyua o€ €KBeoT) TOug aToV
agpa.

5.3. ZUOTAOEIC VIO TOUG TTUPOORBECTEG

Xpron aveEdpTnTNG €ICTIVEUCTIKAG TIPOCTACIAG KAl TIPOCTATEUTIKAG EVOUUOTIOg avOEKTIKA O€ XNUIKEG OUTIEG.
OAGOWN TTPOCTATEUTIKI OTOAR.

ZUTTANPWHATIKES UTTOBEIEIG
MNa Tnv TpooTagia TOU TTPOCWTTIKOU KAl yia TNV Wugn Twv Soxeiwv aTnv TTEPIOXA KIVOUVOU XPnOINOTIOIEIOTE GTTPEU
vepOU. Xpron EKVEQPWTH YIO TOV EAeyX0 TWV AEPiWV/avaBUPIAoEWV/eKVEQUUATWY. PUAGETE EeXWPIOTA TO HOAUTEVO
TTUPOGRECTIKO vEPS. Mnv To aProeTe va e1I0€ABEI OTA avOoIXTA USATA KAl GTO ATTOXETEUTIKO.

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXAiag éKAuong

6.1. MpoowTTiKéQ TIPOPUAAEEIS, TTPOCTATEUTIKOG EOTTAICNOG Kal S1adIkaoieg EKTOKTNG avAyKng
Fevikég TTAnpo@opieg
ATtropakpUveTe OAEG TIG TTNYEG avAQAeEnS. Mnv avartvéeTe aépla/avabupidoeig/aTuolg/ekve@wuaTa. ATTOQUYETE
TNV €TTOQN WE TO dEPUA, Ta PATIO Kal TNV evOupaagia. XpnoIKMOTIOINOTE TIPOCWTTIKI) TTPOCTATEUTIKN evOUupaaia.

6.2. MepiIBaAAOVTIKEG TIPOQUAGEEIG
Mnv aprivete To TTpOoidV va eIoBAAAel aTo TrEpIBAAAOV Xwpig EAeyxo. Kivduvog ékpngng.

6.3. MéBodo1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AAAeg TAnpoPopitg
MadZéwTe e OUVOETIKO PEGO yia vePO (AUMOG, BIATOUITNG, GUVOETIKO PECO YIa 0&EA, YEVIKO OUVOETIKO PETO).
XeIPIOUOG TOU CUGCWPEUHPEVOU TTPOIOVTOG CUNPWVA HE TO KEPAAQIO BIGBECNG ATTOPPIMKATWY.
6.4. Mapatroutrn o€ GAAA TUAPATA
Ac@alng xprion: BAETTe TuAua 7
ATtouIkr TTpooTacia: BAETTE TUAWQ 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiop6g Kal atrofnkeuon
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VIIA

Etre€epyaotnke oTig: 17.01.2023

VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag

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

VITA VM LC OPAQUE LIQUID
Ap1Bu6G TTpoidvTog: 186

2eANida 5 ammo 12

7.1. Npo@uAdéeig yia ao@aln XEIPIOUS

Y1odeieig yia ao@aAn XEIPIOHO
>& TEPITTITWON XEIPIOPOU OE AVOIXTO PHEPOG, XPron EOTTAICUOU PE EVOWMATWHEVO cUCTNHA atroppopnong. Mnv
avaTtrvéeTe aépla/avaBupIdoEIg/aTHOUG/EKVEQUUATA.

0dnyieg yia TNV TPOCTACIA O€ TTUPKAYIEG KOl EKPASEIS
Makpid a1ré TTNYEG avAPAEENGS - ATTayopeUETal TO KATTVICHA. AGBETE TTPOCTATEUTIKA UETPA EVAVTI

NAEKTPOOTATIKWY eKKEVWOEWV. O avabuuidaoeig, aTuoi, JTTopouv va dnPIoUpyHoouV £va EKPNKTIKG JiyHa o€

€KBeOT TOUG GTOV aépal.

YUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVIA
ApaipéaTe auéowg OAa Ta evdupaTa TTou £Xouv JoAuvBei. Anuioupyia axediou yia Tnyv TTpooTacia Tou dépuaTog!

MAUOVTE TO X€PIQ KAl TO TTPOCWTTIO TIPIV TO JIGAEIUPA i} TO TEAOG TNG EPYATIAg, A KAVTE £vVa VIOUG. XTO XWPO

€pyaaiag amayopeveTal TO ¢aynTod, TO TTOTO, TO KATIVICUA KAl TO QTAPVIGUA.

7.2. TuvBnkeg aoc@alouc @UAaéng, ocuptrepIAauBavouévwy TuXOoV acuuBifaoTwy KATAOTATEWYV

ATTaITAOEIG YIa XWpPOoug atrobnkeuong Kal Soxeia

To doxeio va diatnpeital epunTIKA KAEIopévo. Na QuAdooeTal KAEIdWPEVO. ATTOBNKEUOTE O€ PEPOG TTPOaRACIUO
Movo o e€ouaiodoTtnuéva atopa. MpoBAEWTe TOV KOAS gPIOUO KAl ATTOPPOPNCN CNMEIOU GE KPITIKA OnEia.
AlatnpeioTte o€ dpoaepd, KaAd e€agpifOpevo Xxwpo. Makpid atd BepudtnTa, Bepuég EMPAVEIES, OTTIVOAPEG,

YUUVEG QAOYEG Kal AANEG TTNYEG avAPAEeEng. Mnv KaTTvieTe.

0dnyieg yia TNV a1roOAKEUON TE KOIVOXPNOTOUG XWPOUG
Mnv amroBnkeleTe padi pe: OEe1IdwTIKG Péoo. MNMuPoPOoPIKES 1 AUTOBEPUAIVOUEVEG ETTIKIVOUVEG OUTIEG.

TMHMA 8: 'EAeyxog Tng é&kBeong/aTOMIKN TTPOCTACIN

8.1. MNapdueTpol eAéyxou

KaTtdAoyog opIaKWV TIMWYV ETTOYYEAUATIKAG éKOEONG

ApiB. CAS Ovopagia Tou TTapdyovta ppm mg/m3| iveg/cm? Kartnyopia MpoéAeuan
80-62-6 MeBakpuAiké peBUAIO 50 - 8 wpeg
100 - 15 AeT1d

8.2. 'EAgyyol ékBeong

O O

KatdAAnAol pnxavikoi éAgyxol
>€ TEPITTITWON XEIPIGPOU T€ avoIXTO PEPOG, XPNOoN EEOTTAICUOU PE EVOWUATWHEVO GUATNHA atroppoenong. Mnv
avaTTvéETE aéPIa/avaBUNIAoEIG/aTUOUG/EKVEQWHATA.

MéTpa aTOHIKAG TTPOOTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAICNOG

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

MpooTtacia Twv Xepiwv

Katd TNV epyacia pe XNMUIKEG OUCIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YAVTIWV Ta OTTOI0 PEPOUV TO

XopakTnEIioud CE kal Tov TETpawnR@Io KwdIKG. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUUQWVA PE
TN CUYKEVTPWON KAl TNV TTOCOTNTA TWV ETTIKIVOUVWY OUCIWY Kol CUPQWVA PE TO XWPO XProng Toug. ZuvioTatal va

EVNMEPWOEITE OTTO TWV KATACKEUAQTTH] VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPONEVWY TTPOCTATEUTIKWV YAVTIWYV
€I0IKAG XPATEWG. ZUVIOTOUEVA JOVTEAT TTPOOTATEUTIKWY yavTiwv KCL Vitoject Xpdvog didotraong 30 min FKM

(pBopIoUx0 KAOUTOOUK)

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2

CY-EL

Huepopnvia ékdoong: 15.03.2023




AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VM LC OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186

2eANida 6 atmo 12

MpooTtacia Tou dépparog

Evdupaoid yia Bepuikn rpooTagia. PopdTte avTIOTATIKA TTATTOUTOIO KOI POUXIOUO. .

AvVaTTVEUOTIKN TTPpOCTACIA

>& TEPITTTWON AVETTAPKOUG OEPITUOU XPNOIUOTIOIEIOTE JEGA ATOMIKNG TTPOCTACIAg TNG avatvor|g. MNpoBAéyTe Tov
KOAG agpIoUO Kal arroppoOpnon onueiou o€ KPITIKA onuegia. Texvntog e€agpionog Tng B€ong epyaaciag

TMHMA 9: ®uoikég Kal XNMIKEG 1816TNTEG

9.1. Zroixsia yia TI BaoIKEG PUOIKES KAl XNUIKES IB10TNTES

duaoikn KaTdaTaon: Yypd
Xpwua: QaVOIXTO KiTPIVO
Oopn: XOPOKTNPIOTIKOG

MAnpogopiteg yia Tig HeETABOAEG TNG PUOIKAG KATACTAONG
>nueio TA&ewg/onueio TTAEWG:
2nueio C€oewg 1 apXIKG onueio (€0ewg Kal
TTEPIOXH CE0EWG:
nueio avaQAegne:
Eu@AekToTNTO
oTEPEDG/UYPO:
agpia:
EKpnKTIKEG 18160TNTEG
To mpoidv dev eivail: Kivduvog ekprewg.
KatwTtepo 6plo €kpnéng:
AvwTePO 6pIo €KPNENG:
Oepuokpacia autava@Aegng
oTepEQ:
agpia:
O¢puokpacia amoolveeong:
Tiun pH:
YdatodiaAutoTnTa:

AlaAutéTnTa 0 GAAOUG Si1aAUTEG
O¢ev €xel TTPOadIoPIoHET

>UVTEAEOTAG KATAVOUNAG O€
n-okTavoAn/vepo:
Migon aTpwv:
(o€ 50 °C)
MukvoTnTa:
SXETIKA TTUKVOTNTA OTHWV:
9.2. AAAeg TTANPOQYOPIES

MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVOU
OLeIdwTIKEG 1016TNTEG
Mn o&eIdWTIKG.

AAAO XOpOKTNPIOTIKA ac@aleiag
=npo UTTOAEIPpA:

TaxutnTa €€GTHIONG:

EmimrAéov oToIxeia

dev €xel TTPoadIopIabEi
101 °C

10°C

AVEQPAPHOOTOG
QAVEQPAPHOOTOG

2,1 6ykoG %
12,5 6ykog %

ave@AappooTog
ave@AapPooTog

dev €xel TTPoadIopIabei
O¢ev £xel TTPpocdlopIoOEi
Oxi

Oev €xel TTPoadIopIabei

<=1100 hPa

dev €xel TTPoadIopIabei
O¢ev £xel TTpoadlopIodEi

0,0 %
O¢ev £xel TTPpoodlopIoOEi

Ap1Bu6¢ avaBewpnaong: 3 - AvTikaBioTd Tnv €kdoaon: 2 CY-EL
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AeAtio Aedopévwv Ao@al
oUpgwva pe Tov kKavoviouo (EK) api@. 1

VITA VM LC OPAQUE LIQUID

VITA Zahnfabrik H.Rauter GmbH & Co.KG

giag

907/2006

Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186

2eNida 7 amo 12

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

oAU gU@pAeKTO.

10.2. XnuikA oTa@gpoTNTA

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

10.3. MBavoTnTa EMIKIVOUVWY avTISpAdoEwY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZUVOAKEC TTPOC ATTOPUYHV

KpatioTe pakpid atré mny£g avagAe€ng kal TTupokTwuéveg eatieg. O avabupuidoelg, atpoi, ytropoulyv va
OnUIoUPYNOOoUV éva eKPNKTIKO piyua o€ €KBECH TOUG OTOV aépal.

10.5. Mn ouuBaTtd UAIKG

Agev uttdpyxel d1ab€aiun TTAnpoopia.

10.6. EmkKivduva Tpoidvra arroouvleong

Aev gival yvwoTd eTIKivOuva TTpoiodvTa d1doTraong.

TMHMA 11: To§ikoAoyikéG TTANpO@oOpiEg

11.1. NMAnpo@opieg yia Tig TAEEIS KIVEUVOU, OTTwg opifovTral oTov kavovioud (EK) api6. 1272/2008

O%ua TogIKOTNTA
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.

ApiB. CAS Ovopaoia
0066 ékBeong Adon |Ei60g Mnyn MéBodog
97-90-5 O1uEBAKPUAIKS aIBUAEVIO
O1& Tou dEPPATOG LD50 3300
mg/kg
80-62-6 MEBAKPUAIKOG HEBUAEDTEPQG
SId Tou dEPUATOG LD50 > 5000
mg/kg
2867-47-2 PEBAKPUAIKOG 2-O1ueBuAapivoaiBUAEaTEPOG
a1 ToU OTOUATOG ATE 500
mg/kg
O16 Tou dEpUATOG ATE 1100
mg/kg
868-77-9 HEBOKPUAIKOG 2-udpofualBuAeaTépag: HeBaKPUAIKG 2-udpofuaiBUAio
atré ToU OTOPATOG LD50 5050 Apoupaiog
mg/kg
80-62-6 MEBAKPUAIKOG UEBUAEOTEPAG: PEBAKPUAIKG HEBUAIO- 2-UEBUAOTIPOTT-2-EVIKOG UEBUAECTEPAG:
2-PeBUAOTTPOTT-2-£VIKO PEBUAIO: 2-UEBUAOTTPOTTEVIKOG HEBUAEOTEPAG: 2-UEBUAOTTPOTTEVIKO UEBUAIO
014 Tou dépPaTog LD50 >5000
mg/kg

EpeBioTikA ka1 SiaBpwTikA dpdon
MpokaAei epeBIo6 TOU BEPUATOG.
>oBapr o@BaAuikr BAGRN/epeBioudg: Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIA TagIvOUNang dev TTANpouvTal.

Ap1Bu6¢ avaBewpnaong: 3 - AvTikaBioTd Tnv €kdoaon: 2 CY-EL

Huepopnvia ékdoong: 15.03.2023




AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VM LC OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186

2eANida 8 atod 12

EuvaioOnrotroinTikn dpdon

Mrtropei va TrpokaAéael alepyikn depuaTikr) avtidpaon. (S1ueBaKPUAIKS alBUAévio; HEBAKPUAIKOG peBUAEOTEPAG;
7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers);
HEBAKPUAIKOG 2-81ueBUuAapIvoalBUAEaTEPAG; HEBAKPUAIKOG 2-udpogualBuAeaTépag: HEBAKPUAIKO 2-udpogualBUAIo;
MEBAKPUAIKOG HEBUAEOTEPAG: HEBAKPUAIKO HEBUNIO- 2-pueBUNOTTPOTT-2-£VIKOG HEBUAEOTEPAG: 2-EBUAOTTPOTT-2-EVIKO

MEBUAIO- 2-ugBUAOTTPOTTEVIKOG HEBUAEDTEPAG: 2-uEBUAOTTPOTTEVIKG YEBUAIO)

Kapkivoyévog, petaAAaioyévog, ToSikn yia TNV avatrapaywyn dpdon

Bdoel Twv d108éaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.

E131kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdaTtras ékBeon

Mtropei va TTpokaAéael epeBITUO TNG avaTTveEUoTIKAG 000U. (SIeBAKPUAIKO aIBUAEVIO; HEBAKPUAIKOG

MEBUAETTEPQG)
E131kA) To§ikéTnTa OTA 6pYyava-oToxoug (STOT) - erravelAnuuévn ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivopunong 8ev TAnpouvTal.

TOgIKOTNTA AVaPPOPNONG

Bdoel Twv d1a8éaipwy dedopévwy, Ta KPITRpIa Tagivopunong dev TTAnpouvTal.

AAAa oToIXEIO ETTI EAEYXWV

AuTé 10 Peiypa Bewpeital emmikivouvo aUp@wva Pe Tov kavoviauo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikéG TTANpo@opieg

12.1. To&ikéTNTA

To 1rpoidv dev eivar: OIKOTOEIKO.

ApiB. CAS Ovopagcia
TogikéTnTa vepou |A(’)0n | h1 | [d] |E|’60§ MnyA MéBodog
868-77-9 pEBaKPUAIKOG 2-udpofualBuAeaTEépag: HEBAKPUAIKG 2-udpofualBUAio
O¢eia To&ikoTnNTA OTA LC50 227 mg/l 96 h|Pimephales
WYapia promelas
12.2. AvOeKTIKOTNTA KAl IKOVOTNTA ATTodéunong
TO TTPOIOV dEV BOKIUACTNKE.
12.3. AuvaTtéTnTa BIOCUCOWPEUONG
TO TTPOIGV dEV BOKIUAOTNKE.
ZUvTeEAEOTAG KATAVOMNG N-OKTAVOAN /vepod
ApiB. CAS Ovopaaia Log Pow
868-77-9 HEBAKPUAIKOG 2-udpogualBuAeaTépag: HEBAKPUAIKS 2-udpogualBUAio 0,47

12.4. KivnTikOTnTA OTO £50(OG
TO TTPOIOV Oev OOKIUAOTNKE.

12.5. AmroteAéouara Tng agioAéynong ABT kai aAaB

O1 ouaieg aTo piyua dev TAnpoUv Ta KpitApia ABT/aAaB Bdosgl REACH, Mapdptnua XIll.

TO TTPOIOV &€V OOKIUAOTNKE.
12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxAg

AuTté 1O TTPOIOV BEV TTEPIEXEI KATTOIO OUCIA PE 1IBIOTNTEG EVOOKPIVIKOU SIAaTAPAKTN VIO U OTOXEUOUEVOUG

opyaviopoUg KaBWG Kaveéva ouoTaTIkO dev TTANPOI Ta KPITAPIA.
12.7. AAN\eG BUOIEVEIC ETITITWOEIS
Aev uttdpyxel 1a6£aiun TTAnpoopia.

AAAa oToIXEiIT

Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUOTNUA 1] 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO

£5a@oc/uTTédapog.

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2 CY-EL

Huepopnvia ékdoong: 15.03.2023




VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

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

Etre€epyaotnke oTig: 17.01.2023

VITA VM LC OPAQUE LIQUID
Ap1Bu6G TTpoidvTog: 186

2eAida 9 amod 12

TMHMA 13: Zroixeia oXETIKA ME TN B1d0goN

13.1. Mé060do1 diaxeipiong amoBARTWY

Emre§epyaoia amoBARTWV

Mpo@uUAGETE OTTO TNV €I0PON OTO ATTOXETEUTIKO OUCTNUA 1] 0TO uypd TTEPIBAAAOV. Mnv emiTpETTETE Va €10€ABEI OTO
£50a@oc/utrédaog. AidBeon oUp@wva PE TIG TTPOBIAYPAPES TWV APUOdIWY UTTNPECIWV.

Emefepyacia akd@apTwyv amoBAATWY CUCKEUAOIWYV KAl CUVICTWHEVA ATTOPPUTTAVTIKA
MA poAUCUEVEG Kal ABEIEG CUOKEUATIEG TTOPOUV VA AVAKUKAWBOUV. XEIPIOTEITE TIG JOAUOUEVEG CUOKEUATIEG

OTTWG TO TTPOIGV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPT

MeTagpopd dia Enpdg (ADR/RID)
14.1. Ap18udg OHE 1 apiBuég
TOUTOTNTAG:
14.2. Oikeia ovouacia amrooToARg
OHE:
14.3. Ta&n/-e1g kKIvdUvou KaTd Tn
HETAQOPA:
14.4. Opdada cUoKEUATiag:
ETikéTeg:

Kwdikog Tagivéunong:

Eidkég Odnyieg:

Meplopiopévn mogdnta (LQ):

ExkAuBcica TToooTNnTAO:

MeTtagopikA katnyopia:

Ap1Bu6g KIvouvou:

Kwdikag 1TepIopiouou arpayyag:
MeTagpopd pe rotapérAoia (ADN)

14.1. Ap1Bu6g OHE A apiBudg

TOUTOTNTAG:

14.2. Oikeia ovopagia amoogToAng

OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Tn

METAPOPA:

14.4. Opdada guokeuaoiag:

ETikéTeg:

Kwdik6g Tagivéunong:

Eidkég Odnyieg:

Mepiopiopévn ToodTnTa (LQ):

EkAuBeica ToodTnTO!
OaAdooia peragpopd (IMDG)

14.1. Ap18u6¢g OHE A ap18uég

TOUTOTNTAG:

UN 1247
METHYL METHACRYLATE MONOMER, STABILIZED

3

F1
386
1L
E2
2
339
D/E

UN 1247
METHYL METHACRYLATE MONOMER, STABILIZED

3

F1
386
1L
E2

UN 1247

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2

CY-EL

Huepopnvia ékdoong: 15.03.2023




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

VITA VM LC OPAQUE LIQUID

Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186 >ehida 10 atrd 12
14.2. OiIKeia ovopaoia aTTooTOANS METHYL METHACRYLATE MONOMER, STABILIZED
OHE:

14.3. Ta&n/-£1¢ KIVSUVOU KATA T 3
HETOQOPA:
14.4. Oudda ouokEUATIag: Il
ETikéTeg: 3
Eidkég Odnyieg: 386
MNepiopiouévn ToootnTa (LQ): 1L
EkAuBtica TroooTnTa: E2
EmS: F-E, S-D
AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap1Bu6g OHE 1 api1Buég UN 1247
TOUTOTNTAG:
14.2. OiIKEio ovopooia aTTooTOANC METHYL METHACRYLATE MONOMER, STABILIZED
OHE:
14.3. Ta&n/-£1¢ KIVSUVOU KATA TN 3
METAPOPA:
14.4. Opdda CUCKEUATIOG: 1l
ETikéTeg: 3
Eidkég Odnyieg: A209
Mepiopiopévn ToootTa (LQ) 1L
(emBaTikd agpoTrAdvo):
Passenger LQ: Y341
ExAuBtgioa roooTnTa: E2
IATA-Odnyia cuokeuaoiag (EmRATIKG agpoTTAGVO): 353
IATA-AvwTaTn TOooTNT (EMRATIKO AgPOTTAGVO): 5L
IATA-OBnyia cuokeuaoiag (QopTnyd agpotrAGvo): 364
IATA-AvWwTATn TTOGOTNTA (POPTNYO AEPOTTAGVO): 60 L

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC VIO TOV XPROTN
Mpoooxn: EugAekTa uypd.
14.7. QaAdooieg HETAPOPEG XUSNV oUNPWVA UE TiG TTPGEelg Tou IMO
AVEPAPUOOTOG

TMHMA 15: Z1oixeia VOHOOETIKOU XOpaKTAPA

15.1. Kavoviouoi/lvouofsoia oXETIKA UE TNV AO@AAEIA, THV UyEia Kal To TEPIBAAAOV yia TV oucdia 1) To peiyua

ZTOIXEIO OXETIKA ME TIG KAVOVIOTIKEG Siardeig EE
Mepiopiouoi epappoyns (REACH, rapdptnua XVII):
Kataxwpnon 3, Kataxwpnon 40, Kataxwpnon 75
2010/75/EE (VOC): 1,216 %
2004/42/EK (VOC): 1,216 %

Ap1Bu6¢ avaBewpnaong: 3 - AvTikaBioTd Tnv €kdoaon: 2 CY-EL Huepopnvia ékdoong: 15.03.2023



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

VITA VM LC OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186 >ehida 11 atd 12

MAnpogopieg Tng EE odnyiag P5c EYOAEKTA YTPA
2012/18/EE (SEVESO lIl):

E@vikoi kavoviopoi

Mepiopiopdg amaoxdAnong: Mpoo€gTe TOUG TTEPIOPICHOUG £pyaciag OUPPWVA PE TO VOUOOXEDIO Yia
TpooTacia epyaciog avnAikwv (94/33/EK).

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

ATtroppdenon péow Tou Anuioupyei avTidpdoeig uTTeEpeUIodnNaiag aANEPYIKNG HOPPNG.

oépuatog/EvaiobnroTroinon:
15.2. ASioAdynon XNUIKAG ao@AAglag
Aev €xel OievepynBei aloAdynan XNMIKAG aoPAAEING YIa TIG OUCIEG O€ AUTO TO Jiyua.

TMHMA 16: AAAeg TTANpO@OpiEg

MeTaTpotrég
AuTté 10 deATiO ao@AAeing TTEPIEXEI AANAYEG OTTO TNV TTponyouuevn ékdoan aTIG evoTnTeg: 1,14.
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%
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

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2 CY-EL Huepopnvia ékdoong: 15.03.2023



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

VITA VM LC OPAQUE LIQUID
Etre€epyaotnke oTig: 17.01.2023 Ap1Bu6G TTpoidvTog: 186 >ehida 12 atrd 12

SVHC: Substance of Very High Concern
MNa cuvTopoypagieg kar akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu

Katdragn Twv peiyydtwy Kal xpnoigotroinuévn péBodo BaduoAdynong cup@wva Je Tov Kavoviouo (EK)
api16. 1272/2008 [CLP]

Tagivounon Aladikacia Tagivounong
Flam. Liqg. 2; H225 Me Bdaon Ta amroTeAéguaTa Tou TEQT
Skin Irrit. 2; H315 MéBodog utroAoyiouoU
Skin Sens. 1; H317 MéBodog utrohoyiguou
STOT SE 3; H335 MéBodog utrohoyiouou
Keipevo Twv @ppdoewv H kai EUH (Api1Ou6g kKai TTARPES KEIPEVO)
H225 Yypo Kail aTpoi TToAU eU@AEKTA.
H302 EmBAaBég o€ TePITITWON KATATTIOONG.
H312 EmBAaBég o€ emagn pe To Oéppa.
H315 MpokaAei epeBioPod Tou dépaTog.
H317 Mrtropei va TTpokaAéoel ahAepyIkr depuaTikr avTidpaon.
H319 MpokaAei coBapd o@BaAuIKS epeBIouo.
H335 MTropei va TTpokaAéoel epeBIOPO TNG AvaTIVEUOTIKAG 000U.
H412 EmBAaBég yia Toug udpodRioug opyaviopoUg, e HOKPOXPOVIEG ETTITITWOEIG.
AMAa oToIxEia

Ta dedopéva auTtd aTnpifovTal OTNV GNUEPIVA OTABUN TWV YVWOEWV JaG, OV atroTeEAOUVEVTOUTOIG £yyUnan YA TIG
1I810TNTEG TOU TTPOIGVTOG 9a Kal dev atroTeAOUV Kapia oUPBacn VOUIKAG 10XU0G. Or aTTodEKTEG TWV TTPOIOVTWYV UaG
€xouv Tnv €uBUvN va Aaaivouv utréyn Toug Toug IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twv eMIKIVOUVWY GUATATIKWY UAIKWV TTapaAneénkav Kae popd oTnv ekGaToTE IoYUOUTa TEAEUTAIA
oT1@6un TwWv avrioToiwv QUAAWY OTOIXEiIWV aOPAAEIas TwWV ApXIKWY TTApaywywyV.)

Ap1Bu6¢ avabBewpnong: 3 - AvTikaBioTd Tnv €kdoaon: 2 CY-EL Huepopnvia ékdoong: 15.03.2023



