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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 2eAida 1 atrd 11

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

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE

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 i Tou PEiypaTog
Kavovioudég (EK) api6. 1272/2008
Skin Irrit. 2; H315
Eye Irrit. 2; H319
Skin Sens. 1; 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
Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide

MposgidotroInTIKNn Mpoaooxn

AEgn:

Eikovoypduparta:
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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 PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 2eAida 2 atrd 11

AnAwoeig emKIviuUvoTNTOG

H315 MpokaAei epeBiopd TOU BEPUPATOG.

H317 Mrtropei va TrpokaAéoel ahAepyIkr) depuaTiKr avTidpaon.

H319 MpokaAei coBapd o@BAAUIKS epeBITHO.

H412 EmBAaBEg yia Toug udpoBioug opyaviouous, HE HAKPOXPOVIEG ETTITITWOEIG.

AnAwoeig rpopUAagng

P261 ATro@eUyETE VO aVaTIVEETE OKOVN/avaBUNIATEIG/AEPIA/TUYKEVTPWOEIG
oTayoVISiwV/aTUOUG/EKVEQWATA.

P273 Na atropetyeTal n eAeuBépwan aTo TTEPIBAAAOV.

P280 Na @opdTe TTPOCTATEUTIKA YAVTIQ/TTPOOTATEUTIKA EVOUUATA/PUECA ATOUIKAG TTPOCTACIAG YIa
Ta PATIO/TO TTPOOWTTO/TA AUTIA.

P302+P352 SE NEPINTQZH EMNA®HZ ME TO AEPMA: MAUvTE e dpBovo vepo.

P305+P351+P338 2E MEPINTQXH EMA®HX ME TA MATIA: ZeTTAUVETE TTPOOEKTIKG PE VEPD VIO APKETA
AETTTA. AV UTTAPYXOUV PAKOI ETTAPNAG, APAIPETTE TOUG, AV gival EUKOAO. ZuvexioTe va
ZerAéverTe.
2.3. AAAol kivduvol
Aev uttdpyel d1abEaiun TTAnpogopia.

TMHMA 3: 20vBeon/TrTAnpo@opieg yia Ta CUCTATIKA

3.2. Meiypata

Emikivduva ouoTaTikd UAIKG

ApiB. CAS Ovopaocia Bdpog
ApB. EK |Ap|e. Eupetnpiou Api6. REACH
Tagivounon (Kavoviouog (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 15-<20 %
isomers)
276-957-5 | [01-2120751202-68
Skin Sens. 1B, Aquatic Chronic 3; H317 H412

94108-97-1 Ditrimethylolpropane Tetraacrylate 5-<10%
302-434-9 | [01-2119977121-41
Eye Irrit. 2, Aquatic Chronic 2; H319 H411

2867-47-2 HEBAKPUAIKOG 2-d1ueBUAapIvoaiBUAEDTEPQG 5-<10%
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

10373-78-1 Camphorquinone 1-<5%
233-814-1 | |
Skin Irrit. 2, Eye Irrit. 2, STOT SE 3; H315 H319 H335

75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide 1-<5%
278-355-8 | |
Repr. 2, Skin Sens. 1, Aquatic Chronic 2; H361f H317 H411

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 @pdocwv H kar EUH: BAéTe TMHMA 16.
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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 PASTE und VM LC GINGIVA OPAQUE PASTE

Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 2eAida 3 atrd 11

E151kd 6pi1a cuykévripwong, cuvteAeoTég M Kail eKTIHAOEIG o&giag TogIkoTNTAS (ATE)

ApiB.CAS  |ApiB. EK [ovopaoia Bépog|
Eidika 6pia ouykévrpwang, ouvteAeaTég M kai ekTiynoelg ofgiag TogikotnTag (ATE)

2867-47-2 220-688-8 |p£9quu)\|Kég 2-31peBulapivoalBuAeaTépag 5-<10%
deppartikn: ATE = 1100 mg/kg; otopartikiy: ATE = 500 mg/kg

79-41-4 201-204-4 |Methacrylséure <1%
avatrveuoTikn: ATE = 11 mg/l (atpoi); avatrveuoTikiy: ATE = 1.5 mg/l (K6veIg ] ekvepupaTa);
Oeppartik: ATE = 300 mg/kg; otouartikr): ATE = 500 mg/kg

TMHMA 4: Métpa mpwTwyV BonBsiwv

4.1. Nepiypa@n TwV PETPWY TTPWTWYV Bondeiwv

Eiomrvon
E€aopaliote kKaBapod aépa. Ze TTEPITITWON AP@IBOAIOG 1 €AV EUPAVICTOUV CUNTITWHOTA avadnTeioTE I0TPIKA
BonBeia.
Etraepn dépparog
> EPITTITWAON ETTAPNG ME TO dEPUA, TTAUBEITE AuETWG pE APBovo vepd Kal aatrouvi. BydAte apéowg OAa ta
HoAuapéva poUya Kal TTAUVTE Ta TTPIV Ta {AavayPNOIMOTTIOINCETE. ATTAPAiTNTN N IATPIKA OVTILETWTTION.
Emagn ota pdatia
2& TEPITTITWON ETTAPNG ME TA PATIO EETTAEVETE TA PATIO AVOIKTE PE APOOVO VEPD Kal ETTIOKEPTEITE Evav
o@BaApiaTpo.
Kardmroon
=emAUVETE QUECWG TO OTOUA KAl TTIEITE APOOVO vEPO.

4.2. InUavTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPES
Aev uttdpyxel O1aB£aiun TTAnpoopia.

4.3. 'Evdei€n orolaodATITOTE ATTAITOUNEVNG AUECNC IATPIKAG @POVTIdag Kal £181KNG BepaTreiag
Bepartreia cUPPWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TV KATATTOAEUNON TNG TTUPKAYIAG

5.1. NupooBeoTikd péoa

KatdaAAnAa TupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywg TNV TTEPIOXT).
5.2. E151koi KivBuvol TTou TTpoKUTITOUV a1rd TNV Ougia 1 To Peiyua
Mn eugAexTO.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
Xpron aveEdpTnTNG EIGTIVEUCTIKAG TIPOCTACIAG KAl TIPOCTOTEUTIKAG EVOUUATIOG avOEKTIKA O€ XNUIKEG OUTIEG.
OASCGWN TTPOCTATEUTIKI) OTOAR.

ZUTTANPWHATIKEG UTTODEISEIG
Xpron ekve@wTn yia Tov €Aeyx0 Twv agpiwv/avabupidocwv/ekve@updaTtwy. PUAGETE EEXwPIOTA TO HJOAUCPEVO
TTUPOOoReaTIKG vePS. Mnv TO agproeTe va €1I0€ABEI 0Ta avolxTé UdATA KAl OTO ATTOXETEUTIKO.

TMHMA 6: MéTpa yia TRV QVTIMETWTTION TUXAiag éKAuong

6.1. MPpooWTTIKES TIPOPUAAEEIG, TTPOOTATEUTIKOG €0TTAICUOG Kal 51081Kagigg EKTAKTNG AVAYKNG
evikég TTAnpogopieg
TApnon eTapkoUg agpiopol. Mnv avattvéeTe agpia/avabuuidaeig/aTuouc/ekve@wuaTta. ATTOQUYETE TNV ETTAQPN HE
10 €A, TA PATIA KAI TNV EVOUPOCIa. XpnOIUOTTOINOTE TIPOCWTTIKY TTPOCTATEUTIKA evOuuaaoia.

6.2. MepiIBaAAOVTIKEG TIPOQUAGEEI
Mpo@uUA&ETE aTTO TNV €I0PON OTO ATTOXETEUTIKO oUOTNHA 1 0TO Uypd TrEPIBAAAOVY.
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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 PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 2eNida 4 atrd 11

6.3. MéBodo1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AAAeg TAnpoPopicg
SKouTTiIOTE puNXavIKA. XeIPIOPOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUNGWVA PE TO KEQAAQIO SIGBECNG ATTOPPIMPATWVY.
6.4. Mapatroutrn o€ GAAQ TUAUATA
Ac@aAng xprion: BAETTe TuAUa 7
Atouikr TTpooTacia: BAETTE TUANO 8
AidBeon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofnkeuon

7.1. NMNpo@uAdéeig yia ao@aAn XEIPIOUS

Ymodeieig yia ao@aAn XEIPIOUO
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0dnyieg yia TNV TPOCTACIO O TTUPKAYIEG KAl EKPASEIS
Aegv gival atrapaitnTa 1810iTEPA TTPOCTACIAC ATTO TTUPKAYIE.

ZUOTAOEIG VIO TN YEVIKNA ETTAYYEAUATIKNA UYIEIVE)
A@aipéaTe auécwg OAa Ta evdupaTa TTou £XoUV JoAUVBEei. Anuioupyia axediou yia Tnv TTPooTaGia Tou dépuaTog!
MAOVTE T X€pIa Kal TO TIPOCWTTO TIPIV TO BIGAEIMPA 1) TO TEAOG TNG EPYATIAG, I KAVTE VA VIOUG. 2TO XWPO
£PYaOiag ammayopeUETal TO paynTo, TO TTOTO, TO KATTVICUA KAl TO QTAPVIOMA.

7.2. TuvBnkeg aoc@alolg @UuAagng, cuptrepiAapfavouévwy Tuxov acuuBiBaoTwy KATAGTAOEWV

ATTaITAOEIG YIa XWPOUGg atrobnkeuong Kal Soxeia
To doxeio va diatnpeital EpUNTIKA KAEIOPEVO.

0dnyieg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

7.3. E18IKA TeAIKA Xpon N XPNOEIg

Xprion wg epyaoTnplakoU avTidpacTnpiou

TMHMA 8: 'EAeyx0g TnG ékBeaNG/aTOMIKA TTPOCTACIA

8.1. MNapdueTpol eAéyxou

EV3EIKTIKED OPIOKED TIMED ETTAITEAPATIKNG €KOECNO

Api6. CAS XnUIKOG TTapayovTag ppm mg/m3| iveg/cm?® Katnyopia MpoéAeuon
79-41-4 MeBakpuAik6 ogu 20 70 8 wpeg

40 140 15 AeiTd
13463-67-7 TiTaviou d10&gidio (e10TTV.) - 10 8 wpeg

8.2. 'EAeyyol ékBsong

MéTpa aTOMIKAG TTPOCTACING, OTTWG ATOMIKOG TTPOOTATEUTIKOG £EOTTAICUOG

MpooTacia Twv PATIWV/TOU TTPOCWITTOU
KaTtdAANAn TTpooTacia JaTiwy: TTOVOKEQPAAOI.

MpooTacia Twv Xepiwv
Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPOT TTPOCTATEUTIKWY YAVTIWYV TA OTTOia QEPOUV TO
XapakTnpioud CE kal Tov TETpawR@Io KwdIKG. ETTIAECTE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUUQUWVA UE
TN OUYKEVTPWOTN KAl TV TTOCOTATA TWV ETTIKIVOUVWY OUCIWV KAl CUP@WVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Zahnfabrik H.Rauter GmbH & Co.KG

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218

2eANida 5 ammo 11

EVNMUEPWOEITE OTTO TWV KATACKEUAQOTH] YIA TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOPEVWY TTPOCTATEUTIKWV YAVTIWYV
€I0IKAG XPNOEWG. ZuvioToueva JovTéAa TTpooTaTeuTIKWV yavTiwyv KCL DermatrilP NBR (vITpIAIKO KOOUTGOUK)

Xpovog didotaong 480 min
MpooTtacia Tou dépparog

Xpron TTPOCTATEUTIKOU POUXIOHOU.
AvVaTTVEUOTIKN TTPpOCTACIA

MpoBAEWTe TOV KOAS agPICUS KAl aTTOpPOPNON anueiou o€ KPITIKA anueia. Texvntog e€agpiopog TG B€ong

epyaaiag

TMHMA 9: ®uoikég Kal XNMIKEG 1816TNTEG

9.1. Zroixsia yia TI BaoIKEG PUOIKES KAl XNUIKES IB10TNTES

duaikn KaTdaTaon:
Xpwua:
MAnpo@opieg yia Tig HETABOAES TG PUOIKAG KATAOTAONG
Znueio T&ewg/onueio TTAEEWG:
>nueio C€ocwg N apxIkd onueio {éogwg Kal
TTEPIOYN CE0EWG:
nueio avagAegng:
Eu@AekToTnTa
oTEPEDG/UYPO:
agpia:
EkpnKTIKEG 1B10TNTEG
To Trpoidv dev eivai: Kiviuvog ekpAgewg.
KatwTtepo 6pio €kpnéng:
AvwTepOo 6pIo €KPNENG:
Oepuokpaoio autava@Aegng
oTEPEQ:
agpia:
O¢epuokpaacia amoouvBeong:
TiuA pH:
YdatodiaAutoTnTa:

AlaAutéTnTa 0 dAAOUG Si1aAUTEG
Oev £xel TpoadiopIoBei

ZUVTEAEOTAG KATAVOUNRG O€
N-oKTavOAn/vepo:
Micon aTpwv:
(oe 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTO ATHWV:
9.2. AAM\eg TANpo@opieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVoU
OLeIdWTIKEG 1010TNTEG
Mn o&e1dwTIKS.

AAAO XapOKTNPIOTIKA ac@algiag

=Npo UTTOAEIupA:

O¢ev £xel TTpocdlopIoOEi
?

151°C

Oev €xel TTPoadIopIabEi
AVEQPAPHOOTOG

O¢ev £xel TTPpocdlopIoOEi
Oev €xel TTPoadIopIabEi

Oev £xel TTPpocdlopIoOEi
QAVEQPAPHOOTOG

Oev €xel TTPoadIopITBEi
Oev €xel TTPoadIopIabEi
Oxi

O¢ev £xel TTpoodlopIoOEi

<=1100 hPa

Oev €xel TTPoadIopIabEi
dev €xel TTPoadIopIabEi

49,4 %
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VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE

Emre€epyaotnke oTig: 18.11.2022

Ap1Bu6g TTpoidvTog: 218

2eANida 6 amo 11

TaxutnTa €€aTHIONG:
EmitrAéov oTolxeia

O¢ev £xel TTPoodlopIoOEi

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTISpaoTIKOTNTA

E@doov diac@alieTal 0 evOEDEIYUEVOS TPOTTOG XEIPICUOU Kal aTToBrKeuaNG, OEV ONUEILVOVTAI ETTIKIVOUVEG

avTIdPAoEIS .
10.2. Xnuikn oTaBepdTnTa

To TTpoidv eival oTaBepd, dTav aTTOBNKEUETAI O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTISpdoEwyV

Aev gival yvwaoTn Kayia emmikivouvn avTidpaon.

10.4. ZUuvOKEC TTPOC ATTOPUYHV
Kapia

10.5. Mn ocupBard uAikd
Agv uttdpyxel d1ab€aiun TTAnpoopia.

10.6. Emkivduva Tpoidvra atroouvleong

Aev gival yvwoTd mIKivouva TTpoiodvTa d1doTraong.

TMHMA 11: To§ikoAoyikég TTAnNpo@opieg

11.1. MAnpo@opieg yia Tig TAgEIS KIVEUVOU, 6TTwg opifovTtal oTov kavovioud (EK) api6. 1272/2008

Ogua TogIKOTNTA

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.

ApiB. CAS Ovopagcia
0086¢ ékBeong Adon |Ei60g MnyR MéBodog
2867-47-2 UEBOKPUAIKOG 2-O1ueBUAapIvOaIBUAEDTEPOG
a1 TOU OTOUATOG ATE 500
mg/kg
014 Tou dépPaTog ATE 1100
mg/kg
79-41-4 Methacrylsaure
aTTé TOU OTOPATOG ATE 500
mg/kg
OI& Tou dEPPATOG ATE 300
mg/kg
814 TNG €I0TTVONG ATE 11 mg/l
ATUOG
814 TNG EI0TTVOAG ATE 1.5 mg/l
okévn/oTayovidia

EpeBioTikA ka1 SiaBpwTikA dpdon
MpokaAei epeBIoP6 TOU BEPUATOG.
MpokaAei coBapd o@BaApIKS epeBICO.

EvaioOnrotrointikni dpdon

Mrtropei va TTpokaAéoel ahAepyIkr depuaTikr avTidpaon.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers);

MEBaKPUAIKOG 2-dieBulapivoaiBuieaTépag; Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide)

Ap1Bu6¢ avaBewpnaong: 3 - AvTikaBioTd Tnv €kdoaon: 2
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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 PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 2eNida 7 atrd 11

Kapkivoyévog, petaAAagioyovog, Togikn yio Tnv avarrapaywyn dpdon
Bdoel Twv 01a0éoipwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
Ei1dikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - epdmrag ékBeon
Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - eravelAnpuévn ékBeon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
TOSIKOTNTA AvappoéPNoNg
Bdoel Twv d1a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.
AAAa oToixela eTTi EAEyXwv
AuTO TO peiypa BewpeiTal ETTIKIVOUVO cUP@wva pe Tov Kavoviouod (EK) apib. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpoO@oOpiEg

12.1. To&ikéTNnTCA
EmBAaBEG yia Toug udpoRioug opyaviouoUs, e HAKPOXPOVIEG ETTITITWCTEIG.
12.2. AvOeKTIKOTNTA KAl IKAOVOTNTA ATTodéunong

TO TTPOIGV dEV BOKIUACTNKE.

12.3. AuvatoTnTa BIOCUCOWPEUCNS

TO TTPOIGV dEV BOKIUAOTNKE.
12.4. KivnTik4TNnTa 010 £50p0G
TO TTPOIGV dEV BOKIUAOTNKE.

12.5. AmroteAéouara Tng agioAéynong ABT kai aAaB

O1 ouaigg aTo piypa dev TANpouv Ta kpitipia ABT/aAaB Bdoel REACH, Mapdptnua XIlI.
TO TTPOIOV &gV OOKIUAOTNKE.
12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig
AuTé TO TTPOIOV BEV TTEPIEXEI KATTOIO OUCIA PE 1I810TNTEG EVOOKPIVIKOU OIATAPAKTN VIO U OTOXEUOUEVOUG
opyaviopoUg KaBwg Kaveéva ouoTaTIkO dev TTANPOI Ta KPITAPIA.
12.7. AAN\eG BUOIEVEIC EMITITWOEIS
Aev uttdpyel d1abEaiun TTAnpogopia.

AAAa oToIXEIT
Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUOTNUA 1 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO
£50@oc/uTTédaPog.

TMHMA 13: ZToixeia oXETIKA ME TN B1d0g0N

13.1. Mé€00odoi diaxeipiong ammroBARTWYV

Emegepyacia amoBARTWY
Mpo@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUOTNUA 1 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO
£5a@og/utTédapog. AidBeon oUP@Wva PE TIG TTPOBIAYPAPES TWV APUOBIWY UTTNPECIWV.

Emre§epyacia aka@apTwyv amrofARTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
MR HOAUCHEVEG Kal ADEIEG CUCKEUATIEG TTOPOUV VA AVAKUKAWBOUV. XEIPIOTEITE TIG JOAUCUEVEG CUOKEUATIEG
OTTWG TO TTPOIGV. KWwOIKOG/TTEPIYPAPR aTTOPPINATWY CUNQWVa pe EWC/AVV

TMHMA 14: lNMAnpo@opieg OXETIKA HE TN METAPOPG

Metagopd Sia {npdg (ADR/RID)
14.1. Ap1Buédg OHE 1 ap1Budég UN 3243
TOUTOTNTAG:
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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 PASTE und VM LC GINGIVA OPAQUE PASTE

Emre€epyaotnke oTig: 18.11.2022

Ap1Bu6g TTpoidvTog: 218

14.2. OiIKEia ovouaoia ammrooToARg
OHE:

14.3. Ta&n/-€1g KIvSUVOU KATA TN
HETO@OPA:

14.4. Opada cuokeuagiag:
ETikéTeG:

Kwdikog Tagivounong:

Eidkég Odnyieg:

Meplopiopévn mogdTnta (LQ):
ExkAuBcica TToo00TNTAO:
MeTagopikA katnyopia:

Ap1Budg kivduvou:

Kwdikag TTepIopIoUoU Gripayyag:

Metagpopd pe rotapdtAoia (ADN)

14.1. Ap1Bu6g OHE 1 apiBudég
TOUTOTNTAG:

14.2. Oikeia ovopagia amooToARg
OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd TN
HETAQ@OPA:

14.4. Opdda cUCKEUATIOG:
ETikéTEG:

Kwdikdg Tagivounong:

Eidkég Odnyieg:
Mepiopiopévn TTogdétnTa (LQ):
EkAuBeica ToodTnTa:

OaAdoola peragpopd (IMDG)

14.1. Ap18u6g OHE R ap1Buédg
TAUTOTNTAG:

14.2. OiIKeia ovOpOOia aTTOOTOANG
OHE:

14.3. Ta&n/-€1¢ KIvSUVOU KATA TN
HETOQOPA:

14.4. Opdada cuokevaoiag:
ETikéTeg:

SOLIDS CONTAINING TOXIC LIQUID, N.O.S.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]
ester)

6.1

217 274 601
500 g

E4

2

60

D/E

UN 3243

SOLIDS CONTAINING TOXIC LIQUID, N.O.S.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]
ester)

6.1

217 274 601 802
500 g
E4

UN 3243

SOLIDS CONTAINING TOXIC LIQUID, N.O.S.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]
ester)

6.1

6.1
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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 PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 2eAida 9 atrd 11

Eidkég Odnyieg: 217,274
Mepiopiopévn TroodTNTa (LQ): 500 g
ExAuBeioa TroooTnTa: E4
EmS: F-A, S-A
AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap18u6g OHE 1 apiBuég UN 3243
TOUTOTNTAG:
14.2. OiIKEio OVOHOOia ATTOOTOANC SOLIDS CONTAINING TOXIC LIQUID, N.O.S.
OHE: (7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime

thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]

ester)
14.3. Taén/-g1¢ KIvEUvVoU KaTd TN 6.1
METAPOPAG:
14.4. Opdda cuokeuaoiag:
ETikéTeg:
Eidkég Odnyieg: A50
Mepiopiouévn TToodtnTa (LQ) 1 kg
(emBaTikdé agpoTrAdvo):
Passenger LQ: Y644
ExAuBcioa roodTnTa: E4
IATA-Odnyia cuokeuaoiag (emRaATIKG agpoTTAGVO): 669
IATA-AvwTdTn ToooTnT (EMBATIKO AEPOTTAGVO): 25 kg
IATA-OBnyia cuokeuaoiag (QopTnyd agpotrAGvo): 676
IATA-AvWwTdTn TTOGOTNTA (POPTNYO AEPOTTAGVO): 100 kg

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
AVEPAPPOOTOG

TMHMA 15: ZT1o1X€i0 VOMOOETIKOU XOPOAKTHPA

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

ZTOIXEiA OXETIKA ME TIG KAVOVIOTIKEG Slatdgeig EE
Mepiopiouoi epappoyng (REACH, rapdptnua XVII):
Karaxwpnon 75

2010/75/EE (VOC): 0,102 %
2004/42/EK (VOC): 0,102 %
MAnpogopieg Tng EE odnyiag Aev uttayetal otn EE odnyiag 2012/18/EE (SEVESO IlI)

2012/18/EE (SEVESO lIl):

E@vikoi kavoviouoi

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2 GR-EL Huepopnvia ékdoong: 21.11.2022



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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE

Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 >ehida 10 atré 11
Mepiopiopdg ammaoxdAnong: Mpoo€gTe TOUG TTEPIOPICUOUG Epyaciag OUPPWVA PE TO VOPOOXEDIO Yia
TpooTacia epyaciog avnAikwv (94/33/EK).
Kartnyopia kivdUvou yia 1o vepd (D): 3 - BAaBepo yia 1o vepd
Atroppdéenon péow Tou Anpioupyei avTidpdoeig utrepeuaiodnaiag aAAepyIKAG HOPPRG.

oépuatog/EvaiobnroTroinon:
15.2. AZiIoAdynon XNUIKAG ao@AAEING

Aev €xel O1evepynBei aloAdynan XNMIKAG aoPAAEING YIa TIG OUCIEG O€ AUTO TO Jiyua.

TMHMA 16: AAAeg TTANpOPOPiEg

MeTaTpotrég
AuTté 10 deATiO ao@AAeIng TTEPIEXEI AANAYEG OTTO TNV TTponyouuevn ékdoan aTIg evoTnTeg: 7,8,14.
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
SVHC: Substance of Very High Concern
MNa ouvtopoypagieg kal akpwvupia, BAETTE Tivaka oTn oeAida http://abbrev.esdscom.eu
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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 PASTE und VM LC GINGIVA OPAQUE PASTE
Emre€epyaotnke oTig: 18.11.2022 Ap1Bu6g TTpoidvTog: 218 >ehida 11 atré 11

Katdragn Twv peiypdrwy Kai Xpnoigotroinuévn péBodo BaduoAdynong ocup@wva e Tov Kavoviouo (EK)
ap18. 1272/2008 [CLP]

Tagivounon Aiadikagia Tagivounong
Skin Irrit. 2; H315 MéBodog utroAoyigpou
Eye Irrit. 2; H319 MéBodog utrohoyiguoU
Skin Sens. 1; H317 MéBodog utroAoyiguou
Aquatic Chronic 3; H412 MéBodog utroAoyiguoU
Keipevo Twv @pdoswv H kai EUH (Ap1Buo6g kai TTARpEG KEiEVO)
H302 EmBAaBég o€ TTEPITITWON KATATTOONG.
H311 TogIkd o€ €TTaQr) ME TO DEPUA.
H312 EmpBAaBég o€ eTagn pe 1o dépua.
H314 MpokaAei coBapd deppaTikd@ eykauuaTa Kar oPBaAuIkEG BAAREG.
H315 MpokaAei epeBIoUG TOU BEPUATOG.
H317 Mmropei va TTpokaAéael aAAepyIKA DEPUATIKN avTidpaon.
H319 MpokaAei coBapd o@BaApIKS epeBICO.
H332 EmBAaBEg o€ TEPITITWON EI0TTVONAG.
H335 Mtropei va TTpokaAéael epeBITPS TNG AVATIVEUTTIKNG 000U.
H361f “YtroTrTo yia mpdkAnon BAGRNG oTn yovipdTtnTa.
H411 TogIkd yia Toug udPORIOUG OPYAVIOUOUG, HE HOKPOXPOVIEG ETTITITWOEIG.
H412 EmBAaBEG yia Toug udpoBioug opyaviGuougs, e HAKPOXPOVIEG ETTITITWCEIG.
AAAa oToIXEia

Ta dedopéva autd aTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoTeAoUveVTOUTOIG £yyUnan yia TiG
1010TNTEG TOU TTPOiIdVTOG 9a Kal dev atmoTeAoUv Kapia oUPBacn VOIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWVY JOG
€xouv Tnv €uBuvn va Aafaivouv utToyn Toug TOUG IGXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twy emiKivOUVWY oUATATIKWVY UAIKWYV TTapaAnebnkav KG6s popd atnv eKkAaToTE ICxUOUTA TeEAsUTaI
oT1d6un Twv avrioToiwv QUAAWY OTOIXEIWV AOPAAEIaS TWV APXIKWY TTAPAYwWYWYV.)
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