VITA Zahnfabrik H. Rauter GmbH & Co. KG
AgATio Aedopévwv Ao@aleiag
oUugwva pe Tov kavovioud (EK) apiB. 1907/2006

VITAVM 11
EmegepyaoTtnke oTig: 02.08.2019 Ap1Budg TpoidvTog: 103 2ehida 1 amrd 7

TMHMA 1: AvayvwpIoTIKOG KW3SIKOG ouaiag/peiydaTog Kal eTaipEiag/emixeipnong

1.1. AvayvwpIoTIKOG KwSIKOG TTPOIdVTOg

VITAVM 11
ApiB. CAS: 65997-18-4
ApiB. EK: 266-047-6

1.2. Juva@eic TpoodiopI{ONEVES XPNOEIC TNG OUTIAG 1) TOU MEIYUOTOG KOl AVTEVOEIKVUOUEVES XPNOEIS

Xpron TAG ouciag/ToU peiyparog
Xpron wg epyacTnpiakou avTidpacTnpiou
1.3. Z1o1Xgia TOU TTPouN0euTA TOU SeATiou dedopuévwy ao@alsiag

Etaipeia: VITA Zahnfabrik H. Rauter GmbH & Co. KG
Taxudpouikr) Bupida: 1338
79704 Bad Séckingen
TnAépwvo: +49(0)7761-562-0 TéAepag: +49(0)7761-562-299
HAekTpovikr &ieuBuvon: info@yvita-zahnfabrik.com
KevTtpikn 10ToogAida: www.vita-zahnfabrik.com
1.4. Ap1Bu6g TNAE@WVoU +49-(0)7761-562-0

€Teiyoucag avaykng:

EmimrAéov oToixEia
medical device

TMHMA 2: MNpocd10pIoHOG EMIKIVEUVOTNTOG

2.1. Taivéunon TG ougiag 1) TOU PEIYUATOG

Kavoviouég (EK) api6. 1272/2008
H ouaia auTr dev €xel Tagivounbei wg emikivouvo ocUp@wva Pe Tov kavoviauod (EK) apiB. 1272/2008.

2.2. TToIXEia ETMIOCAPAVONG

2.3. AMN)oi Kivduvol
Aev uttdpxel 01aB€aiun TTAnpoYopia.

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

3.1. Ougigg
XnuIKA ovopagoia Tng ouciag
Kepauikn

Emikivduva ouoTaTtiké UAIKG

ApiB. CAS Ovopaocia Bdpog
ApB. EK |Ap|6. Eupetnpiou |Ap|6. REACH
Tagivéunon GHS

65997-18-4 Frits, chemicals 100 %
266-047-6 | |

Keipevo Twv @pdocwy H kai EUH: BAéte TuAua 16.

TMHMA 4: Métpa TpwTwV Bondeiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWV BonBeiwyv

Eiomrvon
Eao@ahioTte kaBapd aépa.
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Etragn dépuartog

EémAupa e d@Bovo vepd. BydATte Ta HoAuGEVa poUxa Kal TTAUVTE T TTPIV TO EAVAXPNOIUOTIOINCETE.
Etraen ota pdartia

=eTAUVETE OPEOWG TTPOOEKTIKA UE VEPO A PE TO VTOUL PATIWV.
Kardtroon

=eTTAUVETE aPEOWG TO OTOPA Kal TTIEITE APBoVOo vePO.

4.2. TnUaVTIKOTEPO CUUTITWHATA KOI EMOPACEIG, AUETEG 1) HETAYEVEOTEPEG
Aev uttapxel diaBEaiun TTAnpoopia.

4.3. 'Evdeién o1rolaodATToTE aTraITOUUEVNG AUEONG IOTPIKAG @POVTIdAg Kal £151KAC BgpaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIQ.

TMHMA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTiKA péoa

KatdAAnAa TTupooBeoTIKA HEoO
Mpooappuoyn Twv PETpwY TTUPOTRETNG avaAdywg TNV TTEPIOXN.
5.2. E181koi Kiviuvol TTou TTpoKUTITOUV a1rd TNV ougia 1 To peiyua
Mn gUgpAexTO.

5.3. ZuoTdOoEIg YIa TOUG TTUPOOBEDTES
¢ TEPITTTWON QWTIAG: Xprion aveEdpTnTNG CUCOKEUNG TTPOCTACIAG TG AVATIVONAG.

ZUTTANPWHATIKEG UTTODEISEIG
PuAGETE EeXWPIOTE TO HOAUCHEVO TTUPOCRETTIKG VEPS. MnV TO a@roeTe va €1I0€ABEI OTA avoIXTd UdATA KAl GTO
QATTOXETEUTIKO.

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXaioag éKAuong

6.1. MPpooWTTIKEG TTPOQPUAAEEIG, TTPOOTATEUTIKOG £EOTTAITHOG Kal S1a8IKOTIEC EKTAKTNG AVAYKNG
ATtro@uUyeTe T dnuioupyia okOvNng. Mn avaTTvEETE TRV OKOVN.

6.2. NepiBaAAoVTIKEG TTPOQUAGEEIS
Mpo@uAd&Te 11O TNV €10PO0I OTO ATTOXETEUTIKO OUCTNUA ) 0TO UYPO TTEPIBAAAOV.

6.3. M£€605o1 kal UAIKA yia TTEPIOPICUO Kol KaBapioud
2KOUTTIOTE PNXAVIKA. XeIPIOPGG TOU CUCCWPEUPEVOU TTPOIOVTOG CUPPWVA PE TO KEPAAaIo B1GBeong
ATTOPPIPPATWY.

6.4. MapamrouT) g dAAa TUAPATA
Ac@alig xprion: BAETTE TuApa 7
Atopik TTpooTacia: BAETTE TuAUa 8
Ai6Beon: BAETTe TUAPa 13

TMHMA 7: Xeipiopog Kal aroBnKeuon

7.1. Npo@uAdgeig yia ac@aAn XEIPIoPO

Y1rodeigelg yio ac@aln XeIipiopuo
Aev gival attapaitnTa 1IS1I0ITEPA TTPOANTITIKA UETPA.

0OBnyieg yia TNV TPOOTACiO OE TTUPKAYIEG KOl EKPAEEIG
Aev gival atrapaitnTa 1S10iTEPA TTPOCTACIAG ATTO TTUPKAYIC.

7.2. TuvBnkeg ao@alolc @UAagng, cuptrepiAauBavouévwy TUXOV acuuBifaoTwy KOTAOTAOEWV

ATTaITAOEIG Yia XWpoug amodnkeuong kai Soxeia
To doxeio va diatnpeital EPUNTIKA KAEIGPEVO.

0Odnyigg yia TNV a1moBNKEUO O€ KOIVOXPNOTOUG XWPOUG
Aev gival attapaitnTa 1IS1I0ITEPA TTPOANTITIKA WETPA.
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7.3. E1dIkN TeAIKA XpAoN N XPNOEIG

Xpron wg epyacTtnplakou avTidpaoTnpiou

TMHMA 8: ‘EAeyxog TnG £€KBeoNG/ATOUIKK TTPpOCTACI

8.1. MNapdueTpol eAéyxou

8.2. 'EAsyXo1 ékBeong

MéTpa uyielvig

BydATe Ta poAucopuéva pouxa. MAOveTe Ta xépia TTpiv Ta SIOAEIMPOTA KAl KOTA TO TEAOG ThG EpyaTiag YE TO

TTPOIGV. ZTO XWPO epyaaciag armayopeUeTal TO @AynTo, TO TTOTO, TO KATIVIGUA Kal TO GTAPVICUA.

MpooTacia Twv HATIWV/TOU TTPOCWITOU
Na @opdTe TTPOCaTACIa PATIWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd TNV gpyacia Ye XNUIKEG OUTIEG ETTITPETTETE YOVO N XPrON TTPOCTATEUTIKWY YAVTIWY TA OTTOI0 QEPOUV TO
xapaktnpiopd CE kai Tov TeTpayn@io KwdIkG. ETIAEETE TTIPOCEKTIKA TA XNUIKA TTPOOTATEUTIKG YAVTIA CUPQWVA
ME TN OUYKEVTPWOT KaI TNV TTOOOTNTA TWV ETTIKIVOUVWY OUCIWV KAl CUPPWVA PE TO XWPO XPHONG TOUG.
ZuvioTaTtal va eVNPEPWOEITE aTTd TWV KATACKEUQATH YIA TNV AQVOEKTIKOTNTA TWV TTPOAVAPEPOUEVWV
TTIPOCTATEUTIKWY YOVTIWV €I0IKAG XPRoEews. NBR (VITPIAIKO KOOUTGOUK) ZUVIOTOUEVA JOVTEAQ TTPOCTATEUTIKWV

yavTiwv KCL Dermatril P
MpooTacia Tou déppaTtog

Xprion TTpPooTaTEUTIKOU POUXICUOU.
AVATTVEUOTIKH TTPOCTAC IO

MpoBAEéwTe TOV KOAG agPIOUO Kal aTToppOPNaN anueiou o€ KPITIKG anueia. TexvnTog e€aepiopdg TNG BEong

epyaaiag

TMHMA 9: ®uoikég Kal XNHIKEG 1810TNTEG

9.1. Z1oIx€ia yia TiIG BaTIKEG QUOIKEG KOl XNMIKES 1I810TNTEG

duoikA katdoTaon: oTEPEDG
Xpwua:
Oopn: XOPAKTNPIOTIKOG
TiunR pH: O¢ev £xel TTPocdlopIoOEi
MAnpo@opieg yia Tig HeTABOAEG TNG PUOIKAG KATACTAONG
Znueio TAEWG: O¢ev £xel TTPocdlopIoOEi
ApxIKO onueio ¢éong kal Treploxn ¢éong: Oev £xel TTpoadlopIoOei
Znueio avagAegng: aAvVEQAPUOOTOG
Ava@Ae§ipoétnTa
oTEPEQ: O¢ev £xel TTPoodlopIoOEi
agpia: ave@AapuooTog

EkpnKTIKEG 18160TNTEG
To mrpoidv Oev cival: Kivduvog ekprewg.

Katwtepo 6pio ékpngng: Oev £xel TTpoadlopIoBei
AvwTepo 6plo €kpnéng: Oev €xel TTPoadIopIabEi
Ogppokpagia auToavapAegng
oTEPEQ: dev €xel TTPoadIopIabEi
agpia: aAvEQAPUOOTOG
O¢puokpaaia amoolvbeang: Oev £xel TTpoadIopIcOei
ApIBu6g avabewpnang: 2 GR-EL Hupepopnvia ékdoong: 21.04.2020
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O&e1dwTIKEG 1810TNTEG
Mn o&eIdwTIKO.
Micon aTpwv: <=1100 hPa
(oe 50 °C)
MukvoTnTa: 2,50000 g/cm?
YdatodiaAutéTnTa: Oxi
AlaAutéTnTa 08 GAAOUG BlaAuTEG
O¢ev £xel TPoodIopIoBEi
2UVTEAEOTAG KATAVOUNG: Oev £xel TTPoodIopIcOEi
MukvoTnTa OTUWV: O¢ev £xel TTPpoodlopIoOEi
TaxutnTa €€ATUIONG: Oev €xel TTPoadIopIabEi
9.2. AMeg TAnpoopieg
=npd UTTOAEIPMA: 0,0 %

TMHMA 10: Z1aBepOTNTA KAl AVTISPACTIKOTNTA

10.1. AvTiISpaoTIKOTNTA
E@doov diac@alieTal o evOedelyuEVOg TPOTTOG XEIPIOKOU KAl ATTOBNKEUONG, OEV ONUEIWVOVTQI ETTIKIVOUVEG
AvVTIOPACEIG .

10.2. Xnuikn oTa8epbTNTA

To TTpoidv eival oTaBepO, éTav amodnKeUETal O€ KAVOVIKEG CUVOKEG TTEPIBAAAOVTOG.

10.3. MBavoeTNTa EMIKIVOUVWY aVTIOPATEWYV

Agv gival yvwoTn kapia etmikivouvn avTidpaon.

10.4. ZuvONKEG TTPOG ATTOPUYAV
Kavévag, Kappia, kavéva/kavévag

10.5. Mn cupBard uAikd
Aev uttdpxel d1aBéoiun TTAnpogopia.

10.6. Emikiviuva mpoidvra amoouvleong
Aev gival yvwoTa eTIKivouva TTPoidvTa dIGoTTaong.

TMHMA 11: To§ikoAoyikéG TTAnpo@opieg

11.1. MAnpo@opiteg yid TIG TOSIKOAOYIKEG ETTITITWOEIG

OgUa ToIkéTNTA

Bdoel Twv diaBéoipwy dedopévwy, Ta KpITAPIa Tagivounaong dev TTAnpouvTal.
EpeBioTikA kai diaBpwTikn dpdon

Bdoel Twv diabéaipwy dedopévwy, Ta KPITRpIa Tagivounang dev TAnpouvTal.
EuvaioOnrotroinTikn dpdon

Bdoel Twv diabéaipwy dedopévwy, Ta KPITRAPIa Tagivopunang dev TAnpouvTal.
Kapkivoyovog, petaAAagioyovog, ToSiki yia TV avatrapaywyn dpdon

Bdoel Twv diabéaipwy dedopévwy, Ta KPITRAPIa Tagivopunang dev TAnpouvTal.
E131kf) To§Ik6TNTO OTO 6pYyava-oT1oXoug (STOT) - epdtras ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITRpIa Tagivopunang dev TAnpouvTal.
Ei131kA To8Ik6TNTA OTA 6pyava-oToxoug (STOT) - eravelAnppévn ékBeon

Bdoel Twv diabéoipwy dedopévwy, Ta KpITRpIa Tagivopunang dev TAnpouvTal.
TOgIKOTNTA AVAPPOPNONG

Bdoel Twv diaBéoipwy dedopévwy, Ta KPITAPIa Tagivounong dev TTAnpouvTal.
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AAAa oTolxEla eTTi EAEYXWV
To UAIKO €xel kaTdTtagn pn emkivduvou UAIKOU kaTd Tov kavovioud (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTANpo@opieg

12.1. ToSIkéTNTA
To mrpoidv d¢ev givai: OIKOTOEIKNA.
12.2. AvOeKTIKOTNTA KAl IKAVOTNTO a1TTodéunong

TO TTPOIOV Ogv OOKIUACTNKE.

12.3. AuvaTtoTnTa BIOCUCOWPEEUCNS

TO TTPOIOV OV DOKIUACTNKE.
12.4. KivnTikOTnTa 01O £50pOG
TO TTPOIOV Ogv OOKIUACTNKE.

12.5. AroreAéopara TnG aéioAdynong ABT kai aAaB
TO TTPOIOV OV OOKIUACTNKE.

12.6. AAAEC APVNTIKEG ETMITITWOEIS
Aev uttdpxel 01aBéoiun TTAnpogopia.

AAAa oToIXEIO
Na atroeuyeTal n eAeuBépwaon oTo TTEPIBAAAOV.

TMHMA 13: Z1oixeia oXeTIKA pE Tn 81d0eon

13.1. Mé00do1 diaxeipiong amofARTWYV

Emegepyacia amoBARTWV
Mpo@uA&ETE aTTO TNV €1I0PON OTO ATTOXETEUTIKO OUCTNUA 1 0TO Uypd TrEpIBAAAov. AiIdBeon cUUQWVA LE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWY. KWwOIKOG/TTEPIYpa®r aTToppIaTWY cUupwva ye EWC/AVV
Emre§epyacia akdBapTwy ammoBARTWY CUCKEUACIWY KOl CUVICTWHEVA ATTOPPUTTAVTIKA
EémAupa pe d@Bovo vepd. O1 cuokeuaaieg YTTopoUv va avakukAwBoUv, pévo av gival evieAwg adeIeg.
KwdIkag/meplypaer ammoppipdtwy olpugwva ye EWC/AVV

TMHMA 14: MNMAnpo@opieg OXETIKA PE TN PETAPOPA

Meragopd Sia Enpdg (ADR/RID)

14.1. Ap10u6¢ OHE:
14.2. OIKeia ovopagia amrooToANg

OHE:

14.3. Tagn/-g1g KIvdUvou KaTtd Tn
HETO@OPA:

14.4. Opdada ocuoKeuaoiag:

MeTagpopd pe orapotAoia (ADN)

14.1. Ap18u6g OHE:
14.2. OIKeia ovopagia amooToARg

OHE:

14.3. Ta&n/-e1g KIvdUvou KATd Th
METAQOPA:

14.4. Oudda cuoKEUATIag:

OaAdooia petagopd (IMDG)

14.1. Ap18uo6¢g OHE:
14.2. OIkeio ovopagoia arooToARg

OHE:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
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14.3. Ta&n/-e1¢ KIvEUvVoU KaTd TN No dangerous good in sense of this transport regulation.
HETAQOPA:
14.4. Opdda ougKeUagiag: No dangerous good in sense of this transport regulation.
Aepotropikn peragopd (ICAO-TI/IATA-DGR)
14.1. Ap18uég OHE: No dangerous good in sense of this transport regulation.
14.2. Oikeia ovopagia amogToARg No dangerous good in sense of this transport regulation.
OHE:
14.3. Ta&n/-e1¢ KIvEUvVoU KATd TN No dangerous good in sense of this transport regulation.
HETO@OPA:
14.4. Opdda ouogKeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTikoi Kiviuvol
EMIKINAYNO T'lA TO MNMEPIBAAAON: Oxi

14.6. E151KEG TTPOQUAGEEIC VIO TOV XPROTN
Aev uttapxel diaBEaiun TTAnpoopia.

14.7. X08nv peTa@opd ocUp@wva ue 1o Tapdptnua ll Tng ouuaong MARPOL kai Tov kwdika IBC
ave@ApPooTOg

TMHMA 15: Z1oix€ia VOUOBETIKOU XapOKTAPO

15.1. Kavoviguoi/vouoBeoia oXeTIKG UE TNV ao@AAEIQ, TNV UYEia Kal TO TTEPIBAAAOV via TNV ougia f} TO peiyua

ZTOIXEIO OXETIKA PE TIG KavOVIOTIKEG Siatageig EE

MAnpogopieg TG EE odnyiag Aev utrayetal otn EE odnyiag 2012/18/EE (SEVESO IlI)
2012/18/EE (SEVESO lIl):

E@vikoi kavoviouoi
Katnyopia kivduvou yia 10 vepd (D): 1 - eAdyxioTa BAaBepod yia To vepd
15.2. ASloAdynon XnUIKAG ao@aAgiag

Aev €xel BievepynBei agloAdynon xnNUIKAG ao@AAEIag yia Tnv ouaia auTh.

TMHMA 16: AAAeg TAnpo@opieg

ZuvTOHOYpPA@Pia KAl AKPWVUH
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%
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EC50: Effective Concentration 50%

ErC50: Effective Concentration 50%, growth rate

NOEC: No Observed Effect Concentration

BCF: Bio-concentration factor

PBT: persistent, bioaccumulative, toxic

vPVvB: 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

SVHC: Substance of Very High Concern

Ma ouvtopoypaieg Kal akpwvuuia, BAETTE TTivaka oTn agAida http://abbrev.esdscom.eu

AAAa oToIXEIO
Ta &edopéva autd aTnpifovTal OTNV CNUEPIVE OTABUN TWV YVWOEWV Pag, dev armoTeAoUvevToUToIg yyunaon yia
TIG IBIOTNTEG TOU TTPOIGVTOG 9a Kail dev aTroTEAOUV Kapia oUPBacn VOUIKAG 10XU0G. O1 aTTOdEKTEG TWV TTPOIOVTWV
Hag €xouv Tnv euBuvn va AaBaivouv uTTéWn Toug Toug I0XUOVTEG VOUOUG Kal TIG UTTAPXOUCEG BIATAEEIS.
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