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.

Ap1Bu6¢ avabewpnong: 3 - AvTikaBioTa Tnv €kdoaon: 2 CY-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 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 ao@aAouc @UAaENg, cuptrepIAaUBAVOUEVWY TUXOV aOUUBIRAOTWY KATAOTACEWV

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

8.2. 'EAgyyol 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 XPOTN TTPOCTATEUTIKWY YAVTIWYV TA OTTOia GEPOUV TO
XopakTnpioud CE kal Tov TETpawR@Io KwdIKG. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUUQWVA UE
TN OUYKEVTPWOTN KAl TV TTOCOTATA TWV ETTIKIVOUVWY OUCIWV KAl CUP@WVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNMEPWOEITE ATTO TWV KATACKEUAQOTH VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPONEVWY TTPOCTATEUTIKWYV YAVTIWV
€I0IKNG XPATEWG. ZUVIOTOPEVA PHOVTEAD TTpoaTaTeUTIKWY yavTiwv KCL DermatrilP NBR (vITpIAIKO KaouTOOUK)
Xpoévog didotraong 480 min

MpooTacia Tou dépuarog
XpnAon TTPOCTATEUTIKOU POUXIoHOU.

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

2eANida 5 ammo 11

MpoBAEWTE TOV KOAS agPICUS KAl aTTOpPOPNON onleiou ag KPITIKA anueia. Texvntog e€agpiouog Tng B€ong

epyaaiag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixsia yia TiS BaCIKES PUOIKES KAl XNHIKES IBIOTNTES

duaiki KaTaaTaon:
Xpwua:
MAnpo@opieg yia Tig HETABOAES TNG PUOIKAG KATAOTAONG
Znueio TN&ewg/onueio TTAEEWG:
>nueio C€oewg n apxIkd onueio {Eogwg Kal
TepIoxN CE0EwG:
Znueio ava@Aegng:
Eu@AekTOTNTO
oTEPEDG/UYPO:
agpia:
EKpNKTIKEG 18160TNTEG
To mpoidv dev eival: Kivduvog ekprewg.
KatwTtepo épio ékpnéng:
AvwTepo 6pIo €kpnEng:
OgpuoKkpagia auTavapAegng
oTEPEQ:
agpia:
O¢epuokpaaia amoouvleong:
Tiun pH:
YdartodiaAuTtéTnTa:

AlaAutéTnTa 0 AAAOUG Si1aAUTEG
O¢ev €xel TTPoadIopIaOEi

ZUVTEAEOTAG KATAVOUNRG O€
N-OKTavVOAN/vePO:
Mieon atpwv:
(og 50 °C)
MukvoTtnTa:
2ZXETIKI TTUKVOTNTA ATHWV:
9.2. AAMAeg TAnpo@oOpieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVoU
OLeIdWTIKES 1010TNTEG
Mn o&eIdWTIKOG.

AAAa XOpaKTNPIOTIKA ao@aAgiog
=NpPo UTTOAEIuJA:

TayutnTa €€ATUIONG:

EmimrAéov oToixeia

dev €xel TTPoadIopIaOEei
?

151 °C

O¢ev £xel TTPpoodlopIoOEi
ave@ApPooTog

dev €xel TTPoadIopIabei
O¢ev £xel TTPocdIopIoOEi

dev €xel TTPoadIopIabei
AVEQPAPHOOTOG

O¢ev £xel TTPpoodlopIoOEei
Oev €xel TTPoadIopIabEi
Oxi

O¢ev £xel TTpoadlopIodEi

<=1100 hPa

O¢ev £xel TTpoodlopIoOEei
Oev €xel TTPoadIopIabEi

49,4 %
dev €xel TTPoadIopIabei

TMHMA 10: Z1aBgpdTNTa KAI AVTISPACTIKOTNTA

10.1. AvTiSpaoTIKOTNTA

E@doov diac@alifeTal o evdedelyuévog TPOTTOG XEIPICHOU Kal aTTOBrKEUONG, BEV ONUEILVOVTAI ETTIKIVOUVEG

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

2eANida 6 amo 11

avTIOPAoEIS .

10.2. XnuikA oTa@gpdTNTA

To TTpoidyv eival aTabepd, dTav aTToBnNKEUETAI O KAVOVIKEG OUVORKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTIOpdoewy

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZUVvOKEC TTPOC ATTOPUYHV

Kapia

10.5. Mn oupuBaTtd UAIKG

Agv uttdpyxel d1aB£aiun TTAnpoopia.

10.6. Emikivduva Tpoidvra atroouvleong

Agv gival yvwoTad eTIKivouva TTpoiovTa d1doTraong.

TMHMA 11: To§ikoAoyikég TTAnNpo@opieg

11.1. NMAnpo@opieg yia Tig TagEIS KIVEUVOU, 0TTwg opifovral oTov kavovioud (EK) api6. 1272/2008

Ogua TogIKOTNTA

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITRPIa Tagivopunang dev TTANPoUvTal.

ApiB. CAS Ovouagcia
006¢ ékBeang Adbon |Ei60g MnyR MéBodog
2867-47-2 MEBAKPUAIKOG 2-O1ueBUAaUIVOaIBUAECTEPAG
aTT6 TOU OTOUOTOG ATE 500
mg/kg
016 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 kai SiaBpwTikA dpdon
MpokaAei epeBIo6 TOU BEPUATOG.

MpokaAei coBapd o@BaApIKS epeBICO.

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

peBakpuAikdg 2-0ipeBuAapivoaiBuAeaTépag; Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide)
Kapkivoyévog, petaAAagioyévog, ToSIKi 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 KPITRPIa Tagivopunang dev TTANPoUvTal.
Ei1di1kA To§Ik6TNTa 0T 6pYyava-oToxoug (STOT) - eravelAnupévn ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.

Ap1Bu6¢ avabBewpnaong: 3 - AvTikaBioTa 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

TOSIKOTNTA AvappOPNOoNg
Bdoel Twv 01a0éoi1pwy dedouévwy, Ta KpITAPIa Tagivéunang dev TTAnpouvTal.

AAAa oToIXEIO ETTI EAEYXWV
Auté 10 Peiyua Bewpeital emikivOuvo cUu@wva We Tov kavoviaud (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTNnTCA

EmBAaBEG yia Toug udpoBioug opyaviGuoUgs, e HAKPOXPOVIEG ETTITITWCEIG.
12.2. AvOeKTIKOTNTA KAl IKAVOTNTA ATTod6unong

TO TTPOIOV dEV BOKIUACTNKE.

12.3. AuvatoTnTta BIOCUCOWPEUCNS

TO TTPOIOV Oev OOKIUAOTNKE.
12.4. KivnTiIkOTNTO 0TO £50pO¢
TO TTPOIOV Oev OOKIUAOTNKE.

12.5. AmroteAéouara Tng agioAdynong ABT kai aAaB

O1 ouadieg aTo piyua dev TAnpoUv Ta KpitApia ABT/aAaB Bdosl REACH, Mapdptnua Xlll.
TO TTPOIOV &€V OOKIUAOTNKE.
12.6. 1516TnTEG EVOOKPIVIKAG SiaTtapaxig
AuTé TO TTPOIOV BEV TTEPIEXEI KATTOIO OUCIA PE 1IB1OTNTEG EVOOKPIVIKOU OIATAPAKTN VIO U OTOXEUOUEVOUG
opyaviopoUg KaBWG Kaveéva ouoTaTIkO dev TTANPOI Ta KPITAPIA.
12.7. AA\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. Mé60do1 diayeipiong arofARTWYV

Emre§epyacia amoBARTWY
Mpo@uAdGTe atrd TNV €10pOr OTO ATTOXETEUTIKO oUOTNHA 1 OTO UYPS TEPIBAAAOV. Mnv eTITPETTETE Va €I0€ABEI OTO
£00@og/uTTédapog. AidBeon oUPPWVa WE TIG TIPOBIAYPAPEG TWV APUODIWY UTTNPECIWV.

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

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagpopd Sia Enpdg (ADR/RID)

14.1. Ap1Buédg OHE 1 ap1Budég UN 3243

TOUTOTNTAG:

14.2. OIkeia ovouagia amrooToAng 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. Ta&n/-€1¢ KIVSUVOU KATA TN 6.1
METAPOPA:
14.4. Ouada cuokeuagiag: Il
ETikéTeg: 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 8 atrd 11

Kwdikog Tagivounong:
Eidkég Odnyieg: 217 274 601
Mepiopiopévn ToodTnTa (LQ): 500 g
EkAuBeioa ToodTnTa: E4
MeTagopikA katnyopia: 2
Ap1Budg Kivduvou: 60
Kwdikag TTepIopIoUoU Gripayyag: D/E
Metagpopd pe rotapdtrAoia (ADN)
14.1. Ap18u6g OHE 1 api8udg UN 3243
TOUTOTNTAG:
14.2. OiIKEio OVOUOOia ATTOOTOANG 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. Ta&n/-1¢ KIvEUvVoU KaTd TN 6.1
METAPOPA:
14.4. Opdda cuokeuaoiag:
ETikéTEG:
Kwdikdg Tagivounong:
Eidkég Odnyieg: 217 274 601 802
Mepiopiopévn TTogdétnTa (LQ): 500 g
ExAuBgioa TroooTtnTa: E4
OaAdoola peragopd (IMDG)
14.1. Ap18uég OHE 1 apiBudg UN 3243
TAUTOTNTAG:
14.2. Oikeia ovopaoia arooToARg 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. T&&n/-e1¢ KIVSUVOU KATA T 6.1

HETAQOPG:

14.4. Oudda cuoKEUATIAC: Il

ETikéTeg:

Eidkég Odnyieg:
Meplopiopévn mogdtnta (LQ):
ExAuBcioa TroooTnTaq:

EmS:

AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)
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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
14.1. Ap1Bu6g OHE 1 ap1Budég UN 3243
TOUTOTNTAG:
14.2. OiIKEia ovouaoia amrooToARg 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. Ta&n/-£1¢ KIVSUVOU KATA TN 6.1
HETAQOPG:
14.4. Opdada cuokeuagiag:
ETikéTeG:
Eidkég Odnyieg: AS50
Mepiopiopévn TToodéTNTA (LQ) 1 kg
(emBaTiké agpOTTAGVO):
Passenger LQ: Y644
ExkAuBcica TToo00TNTAO: E4
IATA-Odnyia cuokeuaoiag (eTRATIKO agpOTTAGVO): 669
IATA-AvwTdTtn ToooTNT (ETMIRATIKO AEPOTTAGVO): 25 kg
IATA-OBnyia cuokeuaoiag (9opTnyd agpoTrAGvo): 676
IATA-AvwTdTtn To0oTNTA (POPTNYS AEPOTTAGVO): 100 kg

14.5. NepiBaAAovTiKoi Kiviuvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E151kéc Tpo@uUAGEeIg yia TOV XPROTN
Aev uttdpyxel S1aB£aiun TTAnpoopia.
14.7. OaAdooleg HETAPOPES XUBNV oUU@WVA LIE TIC TTRdEEIS Tou IMO
QAVEPAPUOOTOG

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouoBsoia oXETIKA NE TV 0O@AAEIQ, TRV UYEia Kal TO TTEPIBGAAOV YId TNV ougia N TO YEiyUa

XToIXEid OXETIKA PE TIG KAVOVIOTIKEG Siatdaeig EE
Mepiopiopoi epappoyng (REACH, mapdptnua XVII):
Kataxwpnon 75

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

2012/18/EE (SEVESO lIl):

E@vikoi kavoviopoi

Mepiopiopdg amaocxéAnong: Mpoo€gTe TOUG TTEPIOPICHOUG Epyaniag GUPPWVA PE TO VOPOOXEDIO Yia
TpooTacia epyaaiag avnAikwv (94/33/EK).

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

Atroppdéenon péow Tou Anuioupyei avTidpdoeig utrepeuaiobnaiag aAAEPYIKNG HOPPAG.

oépuatog/EvaiobnroTroinon:
15.2. AZ1Io0AGynon XNUIKAG ao@AAEIag
Aev €xel OlevepynBei aloAdynan XNMIKAG aoPAAEING YIa TIG OUCIEG O€ AUTO TO Jiyua.
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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 10 atré 11

TMHMA 16: AAAeg TTAnpoO@oOpiEg

MeTarpoTrég
AuTté 10 deATIO AOPAAEIOG TTEPIEXEI AANAYEG OTTO TNV TTponyoupevn ékdoon OTIg evoTnTeG: 7,8,14.
ZuvTopoypa®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
VOC: Volatile Organic Compounds
SVHC: Substance of Very High Concern
MNa ouvTopoypagieg kar akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu

Kardragn Twv peiyydtwy Kai xpnoipotroinpévn pébodo BabuoAdoynong cUpupwva pe Tov kavoviouo (EK)
ap18. 1272/2008 [CLP]

Tagivounon Aladikacia Tagivounong
Skin Irrit. 2; H315 MéBodog uttoAoyiouou
Eye Irrit. 2; H319 MéBodog utrohoyiguou
Skin Sens. 1; H317 MéBodog utToAoyiouoU
Aquatic Chronic 3; H412 MéBodog utrohoyiguou
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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

Keipevo Twv @pdoewv H kai EUH (Api1Bu6g Kail TTARPES KEiPEVO)

H302 EmBAaBEg o€ TTEPITITWON KATATTOONG.

H311 To&Ikd o€ eTTaQr) e TO BEPUA.

H312 EmpBAaBég o€ emagn pe 1o dépua.

H314 MpokaAei coBapd deppatikd eykauuaTa Kar o@BaApIkéG BAAREG.

H315 MpokaAei epeBioud TOU BEPUPATOG.

H317 Mrtropei va TTpokaAéael aAAepyIKA BEPUATIKN avTidpaon.

H319 MpokaAei coBapd o@BaAApIKS epeBICUO.

H332 EmBAaBEg o€ TTEPITITWON EI0TTVONG.

H335 Mrtropei va TTpokaAéael epeBIoPS TNG AVATTIVEUTTIKNG 000U.

H361f “Y1rotrTo yia TTpékAnon BAGRNG aTn yoviyoTnTa.

H411 To&Iko yia Toug udPORIoUG OPYAVIOUOUG, HE HOKPOXPOVIEG ETTITITWOEIG.

H412 EmBAaBEg yia Toug udpoBioug opyaviouous, HE HAKPOXPOVIEG ETTITITWOEIG.
AAAa oTOIXEiIO

Ta dedopéva autd oTnpifovTal oTNV onUEPIVA OTABUN TWV YVWOEWVY Pag, dev ammoteAoUvevToUTolg £yyunaon yia Tig
1I816TNTEG TOU TTPOIGVTOG 9a Kal dev aTToTeEAOUV Kapia ouuBacn VOUIKAG IoXU0g. O aTTOdEKTEG TWV TTPOIOVTWV Hag
€XOuv TNV €uBUVN va Aafaivouv uTTéYn Toug TOUg I0XUOVTEG VOUOUG Kal TIG UTTAPXOUTEG dIaTAEeIg.

(Ta 6edopéva Twv eMIKIVOUVWY CUOTATIKWV UAIKWV TTapaAn@bnkav kGBs popd aTtnv eKkAoToTE IoXUoUTa TEAEUTAI
oT1alun Twv avrioToiwv QUAAWVY OTOIXEIWV aoPaAEias Twv apXIKWVY Tapaywywy.)
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