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

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il
Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2ehida 1 amd 10

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il

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:

EmimrAéov oToixeia
medical device

TMHMA 2: NMpoodi1opIcAG EMIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

Kavoviouég (EK) apif. 1272/2008
Flam. Liq. 2; H225
Skin Irrit. 2; H315
Skin Sens. 1; H317
STOT SE 3; H335

Keipevo Twv @pdacewv H: BAéTTe TMHMA 16.
2.2. Froixeia eTIKETAG
Kavoviouog (EK) ap16. 1272/2008

ZuoTaTIKA TTOU KaBopifouv Tov Kiviuvo yia KaTtayp®n
peBakpUAIKOG pEBUAETTEPOG

MpogiSotroinTikn Kivduvog
AESN:
Eikovoypdupara:

AnAwoeig emKIVEUVOTNTOG

H225 Yypo Kal aTuoi TTOAU eU@AEKTO.

H315 MpokaAei epeBIoUG TOU BEPUATOG.

H317 Mrtropei va TTpokaAéoel ahAepyIKr deppaTikr avTidpaon.
H335 Mtropei va TTpokaAéael epeBIoUG TNG AVATIVEUTTIKNG 000U.

Ap1Bu6¢ avabBewpnaong: 6 - AvtikaBioTd Tnv €kdoaon: 5 GR - el Huepopunvia ékdoong: 22.10.2024



VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

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

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il

Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2eAida 2 amd 10
AnAwoeig TpopUAagng
P210 Makpid a1ré BepuoTNTA, BEPUES ETTIQPAVEIEG, OTTIVONPES, YUUVH QASGYQ Kal AAAEG TTNYEG
avagAegng. Mnv KaTTvileTe.
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.
P403+P235 AtroBnkeUeTal o€ KaAG agpifOuevo Xwpo. AlaTnpeital dpoaepd.

2.3. AAAol Kivduvol

Aev uttdpyxel S1aB£aiun TTAnpoopia.

TMHMA 3: Z0vBeon/TTAnpo@opieg yia Ta CUCTATIKA

3.2. Meiyuyara

ZXETIKA OUOTATIKA

Api6. CAS Ovouagia

Apif. EK [Api8. Eupetnpiou [Api6. REACH
Tagivounon (Kavoviopog (EK) apiB. 1272/2008)

80-62-6 HEBAKPUAIKOG HEBUAETTEPOG 95 -<100 %
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

99-97-8 N,N-31ueBuAo-p-ToAouidivn

202-805-4

[612-056-00-9 |

H412

Acute Tox. 3, Acute Tox. 3, Acute Tox. 3, STOT RE 2, Aquatic Chronic 3; H331 H311 H301 H373

Keipevo Twv @pdoewv H kal EUH: BAére TMHMA 16.
Ei131kd 6pi1a ouykévipwaong, ouvreAeoTég M kail ekTIpRoElg ofgiag To§iIkoTnTAaG (ATE)

ApiB. CAS ApiB. EK

| Ovopacia

Eidika 6pia ouykévrpwang, ouvteAeaTég M kai ekTiunoelg ofgiag TogikotnTag (ATE)

80-62-6 201-297-1

|u£6aKpU)\|Kég peBUAEaTEPOG

depuarTik: LD50 = > 5000 mg/kg

99-97-8 202-805-4

| N,N-d1ugBulo-p-ToAouidivn

avamveuoTikh: ATE = 3 mg/l (atpoi); avatrveuoTiky: ATE = 0.5 mg/l (kdveig i ekvepwpata);
deppatik: ATE = 300 mg/kg; otouaTiki: ATE = 100 mg/kg

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV BonBsiwv

Eiomrvon

E€aogaliote kaBapo aépa. ATTapaitntn n IATPIKI AVTILUETWTTION.

Emaen dépparog

> MEPITTTWON ETTAPNG PE TO BEPHA, TTAUBEITE apéowg pe APBovo vepd Kal oatrolvi. BydATe apéowg 6Aa 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 OVOIKTA PE APOOVO vEPD KAl ETTIOKEPTEITE Evav

o@BaApiaTpo.
Kardrmroon

=emAUvVETE QUEOWG TO OTOUA Kal TTIEITE APOOVOo vEPO.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il
Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2¢eAida 3 amd 10

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

4.3. 'Evdeién omolaodNTIToTE aTmaITOUNEVNG AUETNG IATPIKAG @POoVTidag Kal £151IKAG BepaTreiag
BepaTtreia cUPPWVA WE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATaTTOAéUNON TNG TTUPKAYIAG

5.1. NupooBeoTikd péoa

KartdAAnAa TupooBeoTiKA péca
Aio&eidio Tou dvBpaka (CO2), Appdg, NMupooBeoTiKr okbvn.
AKAaTAAANAQ TTUPOOPBECTIKA péCa
Nepd.
5.2. E181k0i Kiviuvol TToU TTpOoKUTITOUV a1rd TV ougia 1} To peiypa
MoAU eb@AekTo. O1 avaBupIAoEIG, aTpoi, HTTOpoUV va dNUIOUPYACOUV £va EKPNKTIKG Uiypa o€ €KkBeor) Toug aTov
agpa.
5.3. ZuoTdOEIS YIO TOUG TTUPOTBECTEG
Xpron avegdpTnNTNG EICTIVEUCTIKAG TTPOOTOCIAG KOI TIPOOTATEUTIKAG EVOUNACTiag avOEeKTIKI) O& XNUIKEG OUTIEG.
OAGOWN TTPOCTOTEUTIKF OTOAR.

ZUTTANPWHATIKEG UTTOSEISEIG
MNa Tnv TpooTaCia TOU TTPOCWTTIKOU KAl YIa TNV YUgn Twv S0XEiwv aTnV TTEPIOXA KIVOUVOU XPNOIUOTIOIEIOTE GTTPEU
vePOU. Xpron EKVEQWTH yIa TOV EAEYXO TwV aEPiwV/avabuuidoewv/ekvePuuaTwy. PUAGETE EEXWPIOTA TO HOAUCEVO
TTUPOORECTIKO vEPS. Mnv To aProeTe va €I0EABEI OTA AvOIXTA USATA KAl GTO ATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTrTWON akouolag EKAuong

6.1. MPooWTTIKES TIPOPUAGEEIS, TTPOOTATEUTIKOG EOTTAICNOG Kal S1a8iKagieg EKTAKTNG avAYKNG

Fevikég TAnpo@opieg
ATtropakpUVeTE OAEG TIG TTNYEG avagAegng. Mnv avarvéeTe aépla/avabupidosig/aTgolg/ekvepwpaTa. ATTOQUYETE
TNV ETTOQN WE TO OEPUA, Ta PATIO Kal TNV evOupaagia. XpnoIKMOTTOINOTE TIPOCWTTIKI) TTPOCTATEUTIKN EvOUNAaTia.

6.2. NepiBaAAOVTIKEG TTPOQUAGEEIS
Mnv agrivete To TTpoidV va eIoBAAAel aTo TrEpIBAAAOV Xwpig EAeyxo. KivOuvog ekprgewg

6.3. Mé00odo1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AMAAeg TTANpOPOpiEg
MadZéwTe e oUVOETIKO PEGO yia vePOS (AUMOG, DIATOMITNG, CUVOETIKO HECO YIa 0&Ea, YEVIKO CUVOETIKO HECO).
XeIPIOUOG TOU CUGCWPEUHPEVOU TTPOIOVTOG CUNPWVA HE TO KEPAAQIO SIABECNG ATTOPPIMMATWY.
6.4. Napamroutrl og dAAa TUAATA
Ac@aAng xprion: BAETTe TuAUa 7
Atouikn TTpooTacia: BAETTE TUANO 8
Aid0eon: BAETTE TUAKO 13

TMHMA 7: Xeipiopo6g Kal atrofnkeucn

7.1. Npo@uAdéeig yia ao@aAn XEIPIOUO

Y1odeieig yia ao@aAn XEIpIopo
>¢ EPITTTWON XEIPICPOU O€ aVOIXTO PHEPOG, XProN EOTTAICUOU PE EVOWHATWHEVO GUATNHA atroppoenong. Mnv
QAVATTVEETE A€PIO/aVaBUNIAOEIG/ATHOUG/EKVEQUINATA.

0dnyieg yia TNV TPOOTACIO O TTUPKAYIEG KOl EKPASEIS
Makpid a1ré TTNYEG avAPAEENnGS - ATTayopeUeTal TO KATTVIGHA. AGBETE TTPOCTATEUTIKA WETPA EVAVTI
NAEKTPOOTATIKWY €KKEVWOEWY. O avabuuidaoelg, aTuoi, JTTopouv va dnPIoupyHoouV £va eKPNKTIKO UiyHa o€
€KBeON TOUG GTOV aépal.
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Emre€epyaotnke oTig: 05.09.2024

VITA Zahnfabrik H.Rauter GmbH & Co.KG

AgATio Aedopévwv Ao@alciag

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

VITA VIONIC BOND Ii; VITA VIONIC BOND multiDose Il
Ap1Bu6g TTpoidvTog: 289

2eANida 4 ammo 10

ZUOTAOEIG VIO TN YEVIKN ETTAYYEAMATIKN UYIEIVIA
ApaipéaTte auéowg OAa Ta evdupara TTou £Xouv JoAuvBei. Anuioupyia axediou yia Tnv TTpooTacia Tou dépuarog!
MAOvVTE TO X€PIa Kal TO TTPOOWTTO TIPIV TO JIGAEINPA A TO TEAOG TNG £pyaaiag, ) Kavte €va vioug. Mnv TpwTe i
TTiVETE OTAV TO XPNOIUOTIOIEITE.

7.2. TuvBnkeg ao@aAoug @UAaENG, cupTTEPIAAUBAVOUEVWYV TUXOV OCULBOATOTATWY

ATTQITAOEIG YIa XWPOUG atrodfkeuong Kal doxeia
To doxeio va diatnpeital epunTIKA KAEIoPévo. AlaTnpeioTe oe Opooepsd, KaAd e€agpI{duevo Xwpo. Makpid attd
OepudTNTQ, BEPUEG ETIPAVEIEG, OTTIVOAPES, YUUVES PAOYEG KAl GAAEG TTNYEG avAPAEENGS. Mnv KaTTvifeTe.

0Odnyieg yia TNV a1roOAKEUON O& KOIVOXPNOTOUG XWPOUG

Mnv atroBnkeleTe padi pe: O&e1dwTiKA (£6) ouaia. NuUPOPOPIKES 1) AUTOBEPUAIVOUEVEG ETTIKIVOUVEG OUTIEG.

7.3. E1dIkN TeAIKA XpAon N XPNOEIg

Xprion wg epyacTnplakou avTidpacTnpiou

TMHMA 8: 'EAeyx0g TnG ékBeang/aTopIKA TTpOoCTACIia

8.1. MNapdueTpol eAéyxou

EVOEIKTIKED OPIOKED TIMED ETTAITEAMATIKNG £KBEONO

ApiB. CAS XnUIKOG TrapayovTag ppm mg/m3| iveg/cm? Kartnyopia MpoéAeuan
80-62-6 MeBakpuAik6g peBuleoTépag 50 - 8 wpeg
100 - 15 Aetrd

8.2. 'EAegyyol ékBeong

KardAAnAor pnxavikoi éAeyxol
2€ TTEPITTITWON XEIPICUOU O€ avoIXTd PEPOG, XPNoN EOTTAICUOU PE EVOWNATWHEVO cUaTNUa amoppoenong. Mnv
avaTTvéETE aépIa/avaBUNIAoEIG/aTUOUG/EKVEQUWATA.

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TTPOOTATEUTIKOG £SOTTAICUOG

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

MpooTacia Twv Xepiwv
ZuvioTéueva povtéAa TTpooTaTeuTIkWV yavTiwv KCL Butoject BoutuAiké kaoutgoUk Xpoévog didoTtracng 60 min
Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPOTN TTPOCTATEUTIKWYV YAVTIWYV TA OTTOia QEPOUV TO
XopakTnpioud CE kal Tov TETpawn@Io KwdIKS. ETTIAECTE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUUQWYA HE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUCIWV KAl CUPGWVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNMEPWOEITE ATTO TWV KATACKEUAQOTH VIO TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOPEVWY TTPOCTATEUTIKWYV YAVTIWV
€I0IKAG XPAOEWG.

MpooTacia Tou dépuarog
Na @opdTe KatdAANAn TTPOOTATEUTIKA EvOUUATia.

AvaTTveEUOTIKN TTpOCTACIA

TexvnTog e€aepIouOs TNG B€ang epyaaiag MpoBAEWTe TOV KOAG agPIOUO KAl ATTOPPOPNCN CNMEIOU GE KPITIKA

onueia.

Ap1Bu6¢ avabBewpnaong: 6 - AvtikaBioTd Tnv €kdoaon: 5
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il
Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2eAida 5 amd 10

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixsia yia TiS BaCIKES PUOIKES KAl XNHIKES IBIOTNTES

duaiki KaTaaTaon: Yypo
Xpwya: axpwpog
Oopn: KOQTEPO
Znueio TEswg/onueio TTAZEWG: dev €xel TTPoadIopIadei
Znueio (éoewg A apxIkd anueio (EoEwg Kal 101 °C
TTEPIOYN (E0EWG:
Eu@AekTOTNTAO: AVEQPAPHOOTOG
AVEQPAPHOOTOG
Katwtepo 6pio €kpnéng: 2,1 6ykog %
AvwTePO OpIOo £KPNENG: 12,5 6ykog %
Znueio avagAegng: 10 °C
O¢epuokpaaia autavagAegng: 430 °C
O¢puokpacia amoouveeong: dev €xel TTPoadIopIabEei
TiunA pH: Oev €xel TTPOCdIOPIoOE
YdarodiahutdTnra: Oxi
AloAutoTnTa o€ dAAoug SlaAUTEG
dev €xel TTpoadiopIoBei
SUVTEAEDTIG KATAVOUN|G O€ dev €xel TTPoadIopIaOEei
N-OKTavVOAN/vePO:
Mieon atpwv: <=1100 hPa
(og 50 °C)
MukvéTnTa: 0,94000 g/cm?
ZXETIKA TTUKVOTNTA OTUWV: dev €xel TTPoadIopIaOEi
9.2. Aoirég TAnpo@opieg
MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVoU
O¢puokpacia auTavagAegng
oTepEQ: ave@AapPooTog
agpia: ave@AapPooTog
OLeIdWTIKEG 1010TNTEG
Mn o&eIdWTIKG.
AAAa XOPOKTNPIOTIKA ao@aAgiog
Tay0tnTa €€ATUIONG: Oev £xel TTpoadlopIoOei
=npd uTTOAEIUHa: 0,0 %

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTIdSpaoTIKOTNTA
MoAU e0@AekTO.

10.2. XnuikA oTafepdTNTA

To TTpoidv eival oTabepd, dTav aTTobnKeUETAl OE KAVOVIKEG OUVORKEG TrEPIBAAAOVTOG.

10.3. MBavoTNTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia mikivduvn avtidpaor.

10.4. YuvBAKEG TTPOG ATTOQUYH
KpatioTe pakpid atré mnyEg avagAegng kal TTupokTwpéveg eoTieg. O avaBupidoelg, atpoi, uropouyv va
ONUIOUPYNOOUV €va EKPNKTIKO Piyua o€ €KBECG TOUG OTOV aépal.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il
Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2eAida 6 amd 10

10.5. Mn cupuBard uAikd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mrpoiévra ammocuvleong
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.
ETAmix utroAoyiopévog

ATE (amé Tou otépartog) > 2000 mg/kg; ATE (81& Tou déppatog) > 2000 mg/kg; ATE (d1& Tng €10TTVONG OTUOG) >
20 mg/l; ATE (816 Tng s10TTVONrG okévn/aTtayovidia) > 5 mg/l

ApiB. CAS Ovopaoia
056¢ £kBeanc [a6on |Eisog [rnve [Mégos0g
80-62-6 UEBOKPUAIKOG peBUAEDTEPOG
S1& Tou dEPPATOG LD50 > 5000
mg/kg
99-97-8 N,N-31ueBulo-p-TtoAouidivn
a1 TOU OTOUATOG ATE 100
mg/kg
014 Tou dépPaTog ATE 300
mg/kg
018 TNG €I0TTVOAG ATE 3 mgl/l
aTuog
814 TNG €I0TTVONG ATE 0.5 mgl/l
okovn/oTayovidia

EpeBioTikn kai SiafpwTikn dpdon
AldBpwon/epeBiopdg Tou dépuaTog: MpokaAei epeBioud Tou dEpPaTog.
>oBapr oeBaAuikr BAGBN/epeBiouds: Baoel Twv dioBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
EvaioOnrotrointiki dpdon
Mrropei va TrpokaAéael alepyikn depUaTikr avTidpaon. (MEBAKPUAIKOG ueBUAETTEPQG)
Kapkivoyévog, petaAAaioyévog, ToSiki yia TNV avatrapaywyn dpdon
MeTaAAaglyéveon Twv yeEVVNTIKWY KUTTApwWV: Bdoel Twyv d1aBéaipwy dedopévwy, Ta KpITApia Tagivounang dev
TAnpouvTal.
Kapkivoyévean: Baoel Twv d1abéaipwy dedopévwy, Ta KpIthplia Tagivopnong dsv TTAnpouvTal.
TogikétnTa oTnv avatrapaywyn: Baoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTAnpouvTal.
E131kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon
Mtropei va TTpokaAéael epeBIoHG TNG AvaTTVEUOTIKNG 000U. (UEBAKPUAIKOG HEBUAECTEPAG)
E131kA) To§ikéTnTa OTA 6pYyava-oToxoug (STOT) - erravelAnuuévn ékBeon
Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITAPIa Tagivounong dev TAnpouvTal.
TOgIKOTNTA AVaPPOPNONG
Bdoel Twv d108éaipwy dedopévwy, Ta KPITRpIa Tagivopunaong dev TTAnpouvTal.
AAAa oTOoIXEIO 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
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il
Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2eNida 7 amd 10

To mpoidv d¢ev givai: OIKOTOEIKO.
12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONoNg

TO TTPOIOV &gV SOKIUAOTNKE.

12.3. AuvatotnTta BIoCUCOoWPEUCNS

TO TTPOIOV dEV BOKIUACTNKE.
12.4. KivnTikéTnTa 010 £80¢p0g
TO TTPOIGV dEV BOKIUACTNKE.

12.5. ATroteAéouarta TnG afioAdynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta Kpithpia ABT/aAaB Bdoel REACH, Mapdptnua XIll.
TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC EVOOKPIVIKAG S1aTapaxig

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

12.7. AAAEG OPVNTIKEG EMITITWOEIG
Aev uttdpyxel O1a6£aiun TTAnpoopia.

AAAa oTOIXEIT
Na ammogelyetal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: ZToixeia oxeTikd pe Tn 81d0eon

13.1. Mé0odol ereéepyaaiag amrofARTWY

Emegepyacia amoBARTWY
Mpo@uAdG&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO OUCTNUA 1 OTO UYPO TTEPIBGAAOV. AidBeon oUpwva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV.

Emre§epyacia aka0apTwyv amrofARTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
XeIPIOTEITE TIG JOAUOEVEG OUOKEUAQTIEG OTTWG TO TTPOIOV.

TMHMA 14: NMAnpo@opieg OXETIKA PE TN HETAPOPA

Metagopd dia Enpdg (ADR/RID)

14.1. Ap1Bu6g OHE 1 ap1Budég UN 1992

TOUTOTNTAG:

14.2. Oikeia ovopagia amogToARg FLAMMABLE LIQUID, TOXIC, N.O.S. (ueBakpuAikdg ueBuAeaTEPag
OHE: N,N-31peBuro-p-tolouidivn)

14.3. Tagn/-g1g KIvdUvou KaTd Th 3

META@OPA:

14.4. Oudda cuoksuagoiag: Il

ETikéTeg: 3+6.1

Kwdikog Tagivounong: FT1
Eidkég Odnyieg: 274
Mepiopiopévn TroodTnTa (LQ): 1L
EkAuBeioca ToodTnTa: E2
MeTagopikA katnyopia: 2
Ap1Budg Kivduvou: 336
Kwdikag TTepIopIopou aripayyag: D/E

MeTagpopd pe rotapoétrAoia (ADN)
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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: 05.09.2024

VITA VIONIC BOND Ii; VITA VIONIC BOND multiDose Il
Ap1Bu6g TTpoidvTog: 289

2eAida 8 amo 10

14.1. Ap18uo6¢ OHE 1 apiBuocg

UN 1992

TOUTOTNTAG:

14.2. OIKeia ovopagia arooToARg

OHE: N,N-31peBuro-p-tolouidivn)
14.3. Ta&n/-e1¢ KIVEUVOU KATA TN 3
pETOAPOPA:
14.4. Opada ouokevagiag: Il
ETikéTeg: 3+6.1
Kwdikog Tagivounong: FT1
Eidkég Odnyieg: 274 802
Mepiopiopévn ToodTNTA (LQ): 1L
ExAuBecioa TroooTnTa: E2
OaAdooia peragopd (IMDG)
14.1. Ap18u6g OHE 1 apiBuég UN 1992

TQUTOTNTAG:

14.2. OiIKeia ovopaoia aTooTOANS

OHE: N,N-81ueBuho-p-ToAouidivn)
14.3. Tagn/-c1¢ KIvdUvVoU KATA TN 3
HETAQOPA:
14.4. Opdda cUCKEUATIag: Il
ETikéTeg: 3+6.1
Ve
e é%
v
Eidkég Odnyieg: 274
Mepiopiopévn moodtnTa (LQ): 1L
EkAuBgioa TToodTnTa: E2
EmS: F-E, S-D
AgpoTtropikn peragopd (ICAO-TI/IATA-DGR)
14.1. Ap1Bu6g OHE 1 apiBudég UN 1992

TOUTOTNTAG:

14.2. OiIKeia ovopaoia arooTOANG

OHE: N,N-31peBuro-p-tolouidivn)
14.3. Tagn/-g1g KIvdUvou KaTd Th 3

HETAPOPAG:

14.4. Opada ouokevagiag: Il

ETikéTeG: 3+6.1

Eidkég Odnyieg: A3

Mepiopiopévn TToodéTNTa (LQ) 1L

(emBaTiké agpOTTAGVO):

Passenger LQ: Y341

EkAuBtioa TroooTnTa: E2

IATA-Odnyia cuokeuaoiag (emRaTIKG agpoTTAGVO): 352
IATA-AvWTATN TTOCOTNT (€TTIRATIKO AEPOTTAGVO): 1L

FLAMMABLE LIQUID, TOXIC, N.O.S. (ueBakpuAikdg ueBuAeaTEpPag

FLAMMABLE LIQUID, TOXIC, N.O.S. (ueBakpuAiKog peBuleoTépag

FLAMMABLE LIQUID, TOXIC, N.O.S. (ueBakpuAikdg ueBuAeaTépag
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il

Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 2eAida 9 amd 10
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. E131kég Tpo@UAGEEIg yia TOV XpAOTH
Mpoooxn: EugAekTa uypd. TogIko.
14.7. OQaAdooieg HETAPOPES XUBNV oUPQWVA UE TIG TTPdgelg Tou IMO
ave@ApPooTog

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviouoi/vouofsaia oXeTIKA PUE TNV 0CQAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TNV OUCia | TO PEiYHO

ZToIXEia OXETIKA PE TIG KAVOVIOTIKEG dlatdageig EE
Mepiopiopoi epappoyng (REACH, mapdptnua XVII):
Karaxwpnon 3, Kataxwpnon 40

E@vikoi kavoviopoi

Mepiopiopdg amaoxéAnong: Mpoo€gTe TOUG TTEPIOPICUOUG EpYaTiag GUPPWVA PE TO VOPOOXEDIO Yia
TpoaTacia epyagiag avnAikwv (94/33/EK).

Kartnyopia kivduvou yia 1o vepd (D): 1 - eAayioTa BAaBepS yia 1o vePo

ATToppOYPNOoN HECW TOU Anuioupyei avTidpdoeig uTTepeuaiobnaiag aAAEPYIKNG HOPPAG.

0épuartog/EvaiobnroTroinon:
15.2. A%ioAdynon XnNUIKAG ao@dAgiag

Aev €xel OlevepynBei aloAdynan XNMIKAG aoPAAEING YIA TIG OUTIEG O€ AUTS TO Wiyua.

TMHMA 16: Aoitrég TTAnpo@opieg

ZUVTOMOYPAQIa KOl AKPWVUHA
Flam. Liq: EO@AekTO UYPO
Acute Tox: O&eia TOgIKOTNTO
Skin Irrit: EpeBiop6g Tou dépuaTtog
Skin Sens: EuaioBnrotroinon Tou 8éppatog
STOT SE: EidIkr TOEIKOTNTA OTO OPYAVA-OTOXOUG - Hia eQATTaE £KBEON
STOT RE: EidIkA 10IKATNTO 0TA 6pyava-oToOXouG - eTTavaAapBavopevn €kBeon
Aquatic Chronic: Xp6viog kivduvog yia 1o uddTivo TTepIBAAAov
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%
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA VIONIC BOND II; VITA VIONIC BOND multiDose Il
Emre€epyaotnke oTig: 05.09.2024 Ap1Bu6g TTpoidvTog: 289 >ehida 10 atré 10

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

Tagivounon Aiadikagia Tagivounong
Flam. Liq. 2; H225 Me Baon Ta aTTOTEAEOUATA TOU TEQT
Skin Irrit. 2; H315 MéBodog utrohoyiguoU
Skin Sens. 1; H317 MéBodog utroAoyiguou
STOT SE 3; H335 MéBodog utroAoyiguoU
Keipevo Twv @ppdoewv H kai EUH (Ap1Budg kai TTARPES KEIPEVO)
H225 Yypo kai atpoi TToAU eU@AEKTa.
H301 Togik6 o€ TTepPITITWOoN KATATmoong.
H311 To&Ikd o€ €TTaQPr) PE TO DEPUA.
H315 MpokaAei epeBIouod TOU BEPUATOG.
H317 MTropei va TTpokaAéael aAAEPYIKT) BEPUATIKA avTidpaan.
H331 Togik6 o€ TTePITTTWON EI0TTVOAG.
H335 Mtropei va TTpokaAéael epeBIogud TNG AvATIVEUTTIKNG 000U.
H373 Mmropei va TrpokaAéael BAGBeG aTa dpyava UOTEPA ATTO TTAPATETAUEVN 1) ETTAVEIANPPEVN
€kBeon).
H412 EmBAaBEg yia Toug udpoBioug opyaviGuous, JE HAKPOXPOVIEG ETTITITWOEIG.
AAAa oToIXEIO

O1 TTANpOPOpPIEG G' aUTO TO EVTUTTO ACPAAEING OVTATTOKPIVOVTAI OTA HETPA ACPAAEIQG TOU TTPOIGVTOG, OTTWG aUTA
EXOUV PEXPI TNV NUEPoUnvia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACPAAR XEIPIOPO TOU TTPOIGVTOG TTOU AVAPEPETAI OTIG 0dNYiEg XPAOEWS KABWG Kal yia Tnv atrobrkeuon,
emmegepyaaoia, yetagopd kai 81a0eorn. O1 TTAnpogopicg dev IGXUOUV yia GAAa TTPOIOVTA. € TTEPITITWON TTPOOBNKNG
GAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIGVTOG, O TTANPOPOPIEG AUTWYV TWV 0dNYIWV
xpriong &gv putropouyv va PeTagepBouv £TG1 ATTAG OTO VEO TTPOIOV.

(Ta dedopéva Twyv emiKivOUVWY CUCTATIKWVY UAIKWV TTapaAnebnkav KG6e popd otnv eKAaToTE ICXUOUOA TeEAsUTaI
oTd0un TwVv avrioToiYwv QUAAWYV OTOIXEIWV aQOPAAEIas TWV QPXIKWY TTapaywywy.)
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