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

VITA Modelling Fluid RS
Emre€epyaotnke oTig: 15.08.2023 Ap1Bu6g TTpoidvTog: 209 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA Modelling Fluid RS

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. Z1oIXEia TOU TTpounOguT Tou SeATiou Sedouévwy aog@alsgiag

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
AuTé 10 Peiyua de Bewpeital eTiKivouvo gUp@wva e Tov kavoviouo (EK) apif. 1272/2008.

2.2. IToIXEia ETIKETAG

2.3. AAAoi Kivduvol
Agv uttdpyxel d1ab€aiun TTAnpoopia.

TMHMA 3: 20v0eon/TTAnpo@oOpPiEg YIO T CUCTATIKA

3.2. Meiyuyarta
XnUIKA ovopagoia Thg ouciag
Meiyparta Tpoidv/ulikd gival avopyavo.

Emikivduva cuoTaTtikd UAIKA

kavévag (oupewva pe Tov kavoviouod (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon
E¢aogaliote kaBapod aépa.
Emaen dépparog
EETTAUMA e ApBovo vepd. BydATe Ta poAuapéva pouxa Kal TTAUVTE Ta TTPIV Ta EavaxpnaIJOTTOINCETE.
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Etraegn ota pdatia
=eTAUVETE QUEOWG TTPOOEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.

Kartdmroon
=emAUVETE QUEOWG TO OTOUA KAl TTIEITE APOOVO vEPO.

4.2. InUavVTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPEG
Aev uttdpyxel S1aB£aiun TTAnpoopia.

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

TMHMA 5: Métpa yia TNV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTIKA péca

KatdAAnAa TTupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOGRECNG avaAdywG TNV TTEPIOXT).

5.2. E181k0i Kiviuvol TTou TTpoKUTITOUV aT1rd TNV oUCia 1} TO peiyua
Mn e0@AexTO.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
> MePITTTWON QWTIAG: XpAon aveEdpTnTng CUOKEUAG TTPOCTACIAG TG AVATTVONG.

ZUTTANPWHATIKEG UTTOEISEIG
DuAaETe EexwpIoTd TO PoAUCUEVO TTUPOCREDTIKG vePS. Mnv To apAaETe va eIcéABel aTa avoixTd UdaTa Kal GTO
QATTOXETEUTIKO.

TMHMA 6: Métpa o€ epiTrTwon akouolag EKAuong

6.1. MpooWTTIKEG TTPOQUAGEEIG, TTPOOTATEUTIKOG EEOTTAITHOG Kal S1adIKATiEq EKTAKTNG AVAYKNG
evikég TTAnpo@opieg
XPNOIYOTIOINOTE TTPOCWTTIKN TTPOCTATEUTIKY EvOUUaTia.

6.2. NepiBaAAOVTIKEG TIPOQUAGEEIS
Mpo@uUAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUOTNHA 1 0TO Uypd TTEPIBAAAOVY.

6.3. MéBodo1 Kal UAIKA yia TTEPIOPIoHO Kal KaBapioud

AAAeg TTANpoO@oOpitg
MadZéwTe pe OUVOETIKO PETO Yia vepd (AuMOG, BIATOUITNG, CUVOETIKG PECO YIa 0&EA, YEVIKO OUVOETIKO PECO).
XEeIPIOYOG TOU CUGOWPEUPEVOU TTPOIOVTOG OUPGWVA HE TO KEPAAQIO BIGBE0NG ATTOPPIMHATWV.
6.4. Napatroutri og dAAa TUAUATA
Ac@aAng xpron: BAETTe TuAUa 7
ATopIkr TTpooTagia: BAETTE TUAKO 8
Ai6Beon: BAETTE TUAPO 13

TMHMA 7: Xeipiop6g Kal amrofnkeuan

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

Ymobdeieig yio ao@aln Xeipiopo
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

0OBnyieg yia TNV TpOoOTACiIa O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAG ATTO TTUPKAYIA.

ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVH

BydaATe Ta poAuopéva pouxa. MAUvETE Ta xé€pia TTpiv Ta SIGAEIPPATA KAl KOTA TO TEAOG TNG EPYOTiag Pe TO TTPOIOV.

2710 XWpPOo epyaciag amrayopeUeTal TO ¢aynTod, TO TTOTO, TO KATTVICHA KAl TO GTAPVICHA.
7.2. uvBnkeg ao@aloug @UAagng, cuutrepiAauBavouévwy TUXOV aouuBaToTATWY
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ATTaITAOEIG VIO XWPOUG atroffkeuong Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEITPEVO.

0Bnyieg yia TNV a1TOoONKEUOT O€ KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. ExdikA 1Ak Xpion A XpAoeig

Xpron wg epyacTnpiakou avTidpacTnpiou

TMHMA 8: 'EAeyxog Tng ékBeong/aToMIKN TTPOCTACIN

8.1. MapaueTpol eAéyxou

KardAoyog oplakwV TIHWV ETTAYYEAUATIKAG éKBEONG

ApiB. CAS Ovopagia Tou TTapdyovta ppm mg/m3| iveg/cm? Kartnyopia MpoéAeuan
7647-01-0 YdpoyxAwplo 5 8 8 wpeg
10 15 15 Aemrtd

8.2. '[EAegyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £§OTTAICNOG

MpooTacia Twv PaATIWV/TOU TTPOCWTTOU
Na @opdTe TTpooTaCia HATILWV/TTPOCWTTOU.

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QEPOUV TO

XapakTnpiopd CE kai Tov TETpawR@Io Kwdiko. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPQWVA PE
TN GUYKEVTPWOTN Kal TV TTOGOTATA TWV ETTIKIVOUVWY OUCIWV KAl CUPGWVA PE TO XWPO XPAOoNG Toug. ZuvioTatal va

EVNUEPWOEITE ATTO TWV KATACOKEUQADTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWYV TTPOCTATEUTIKWY YAVTIWV
€I0IKAG XPAOEWG. ZuvioTéueva povtéAa TpooTaTteuTikWwy yavTiwv KCL Dermatril P NBR (vITpIAIKG KaouTGOUK)

MpooTacia Tou dépuarog
Xprion TTPOoTATEUTIKOU POUXIGHOU.
AvaTTveUOTIKN TTpOCTACIA

2& TEPITTTWON AVETTAPKOUG QEPIOCPOU XPNOIPOTTOIEIOTE HETA ATOMIKNG TTPOo0TACIag TNG avatrvorg. MNpoBAéwTe Tov
KOAG aepIoUO Kal atroppopnon onueiou o€ KPITIKA onueia. Texvntdg e€aepiopog Tng Béong epyaciag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TI BACIKEG QPUOIKES KAl XNUIKESG 1I810TNTES

duoikA KaTdoTaoN: Yypd
Xpwua: QAVOIXTO KOKKIVO
Ooun: XOPOKTNPIOTIKOG

>nueio TAewg/onueio TTAEEWG:

>nueio C€oewg n apxIkd onueio {Eogwg Kal
TTepIoxN CE0EWG:

EugAekTéTnTa:

Katwtepo 6pio €kpnéng:
AvwTePO 6pIo €KPNENG:
2nueio avapAegng:
O¢epuokpaacia amoouvbeong:
Tiun pH:
KivnuaTtiko 1§wdeg:

(og 20 °C)

O¢ev £xel TTPoodlopIoOEi
100 °C

AVEQPAPHOOTOG
QaVEQAPUOOTOG

O¢ev £xel TTPpoodlopIoOEi
dev €xel TTPoadIopIabei
?

Oev €xel TTPoadIopIabei
3,5

1,4 mm?/s
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YdarodiaAutoTnTa: Oxi
AloAutoTnTa 0 dAAoug SIaAUTEG
O¢ev €xel TTPoodIopIaOEi

JUVTEAEOTAG KATAVOUNG O€ Oev £xel TTPoadIopIoOEi

N-oKTavoAn/vepo:

Mieon atpwv: <=1100 hPa
(og 50 °C)

MukvoTnTa: 1,00760 g/cm?®

ZXETIKA TTUKVOTNTA OTUWV: dev €xel TTPoadIopIaOEei

9.2. Aoitrég TTAnpo@opisg

MAnpo@opieg OXETIKA PE TIG KAAOEIG QUOIKOU KIVEUVoU
EKPNKTIKES 1810TNTEG
To mpoidv dev eival: Kivduvog ekprewg.
O¢puokpacia autavagAegng
oTepEq: ave@AapPooTog
agpia: ave@AapPooTog
OLeIdWTIKEG 1010TNTEG
Mn o&eIdWTIKG.

AAAa XOPAKTNPIOTIKA ao@aAEiag
TaxuTtnta e€dTHIONG: Oev £xel TTpoadIopIcOei
=NpPo UTTOAEIuJQ: Oev €xel TTPoadIopIabei

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTIdpaoTIKOTNTA

E@doov diac@alifeTal 0 evOedEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeuang, OeV ONUEIVOVTAI ETTIKIVOUVEG
avTiIdpdoelg .

10.2. XnuikA oTafepdTnTa

To TTpoidv eival oTabepd, éTav aTobnkeUETAl OE KAVOVIKEG OUVORKEG TTEPIBAAAOVTOG.

10.3. MBavoTNTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia emikivduvn avtidpaon.

10.4. ZuvOAKEG TTPOG ATTOQUYIN
Kapia

10.5. Mn cupuBaTtd UAIKd
Aev uttdpyxel S1aB£aiun TTAnpoopia.

10.6. Emikivduva mpoiévra amroouvleong
Agv gival yvwaoTd mmiKivouva TTpoidvTa d1aoTTaong.

TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1. MAnpo@opieg yia Tig TaeIg KIVEUvVou, 6TTwg opifovral oTov kavoviagud (EK) apif. 1272/2008

Ogua TogIkOTNTA
Bdoel Twv 01a0éoi1pwy dedouévwy, Ta KPITAPIa Tagivéunang dev TTAnpouvTal.
ETAmix utroAoyiopévog

ATE (atré Tou otépaTog) > 2000 mg/kg; ATE (d1d Tou &éppaTtog) > 2000 mg/kg; ATE (814 TnG €10TTVONRG aTUOG) >

20 mg/l; ATE (814 Tng e10mTvoRG okbévn/oTayovidia) > 5 mg/l
EpeBioTikA ka1 SiaBpwTikA dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouvTal.
EvaioOnrotrointikn dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
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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 de BewpeiTal ETTIKIVOUVO cUP@wva pe Tov kavoviouo (EK) apiB. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpoO@oOpiEg

12.1. To&ikéTNnTCA

To mpoidv dev eival: OIKOTOEIKO.

12.2. AVOEKTIKOTNTA KOl IKAVOTNTA ATTOSONOoNg

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. AANAEC APVNTIKEC ETTITITWOEIG
Aev uttdpyxel d1aB£aiun TTAnpoopia.

AAAa oToIXEiIT

Na atropeuyeTal n eAeuBépwan aTto TTEPIBAAAOV.

TMHMA 13: Ztoixeia oXETIKA ME TN B1d0goN

13.1. Mé60dol ereepyaoiog ammofARTWY

Eme§epyacia amoBARTWV

A1GBean oUpQWVaA PE TIG TTPOBIAYPAPESG TWV APHODIWY UTTNPECIWV.

Etmre§epyacia aka@apTwyv amrofARTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
E&mAupa pe apbovo vepd. O1 cuakeuaaieg YTTopoUV va avakukAwBouUv, pévo av gival evieAws AdEIEG.

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagpopd Sia Enpdg (ADR/RID)
14.1. Ap1Buég OHE 1 ap1Budég
TOUTOTNTAG:
14.2. OiIkeia ovopagia amooToAng
OHE:
14.3. Ta&n/-e1g KIv3Uvou KaTd TN
HETAQOPA:
14.4. Opdada cUCKEUATIOG:

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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MeTagpopd pe rotapéAoia (ADN)

14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovopagia amrogToARg No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

META@OPA:

14.4. Opdada cuokevagiag: No dangerous good in sense of this transport regulation.
OaAdooia peragopd (IMDG)

14.1. Ap18u6g OHE 1 apiBuédg No dangerous good in sense of this transport regulation.

TAUTOTNTAG:

14.2. Oikeia ovopagia amooToARg No dangerous good in sense of this transport regulation.

OHE:

14.3. Tagn/-e1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETAQOPA:

14.4. Opdda guokeuagiag: No dangerous good in sense of this transport regulation.
Aepotropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18u6g OHE A apiBuédg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiIKEio OVOpOOia ATTOOTOANC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1¢ KIvdUvVoU KATd Th No dangerous good in sense of this transport regulation.

HETAQOPA:

14.4. Opdada ouoKEUATiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTikoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E151kég TTpO@UAAGEEIC yia TOV XPOTNH
Aev uttdpyxel S1aB£aiun TTAnpoopia.
14.7. OaAdooieg HETAPOPES XUBNV oUUQWVA LIE TIC TTPdEEIS Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZTo1xgio VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0sgia oXETIKA ME TV AO@AAEIQ, TNV UYEia Kal TO TTEPIBAAAOV YIa TNV oUugia N TO YEiyUa

ZTOIXEIO OXETIKA ME TIG KAVOVIOTIKEG Siardeis EE

MAnpogopieg TG EE odnyiag Aev utrdyetal omn EE odnyiag 2012/18/EE (SEVESO IlI)
2012/18/EE (SEVESO lIl):

EOvikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D): - - 01 BAaBepd yia 1o vePO
15.2. AS1Io0AGynon XNUIKAG ao@AAEIag

Aev €xel OlevepynBei aloAdynan XNMIKAG aoPAAEING YA TIG OUCIEG O€ AUTO TO Jiyua.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTpotrég
AuTO TO deATIO ao@aAciag TTEPIEXEl AANAYEG aTTO TNV TTPONyoUpEevn €kBoON OTIG EVOTNTEG: 1.
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ZUVTOHOYPOA@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
SVHC: Substance of Very High Concern
MNa cuvTopoypagieg kal akpwvupia, BAETTE Trivaka aTn oeAida http://abbrev.esdscom.eu
Skin Corr: AiGBpwaon Tou dépuaTog
STOT SE: EidIkr) TOgIKOTNTA OTO OPYAVA-OTOXOUG - Wi pATTaE £KBe0N

AAAa oToIXEiO
Ta dedopéva autd oTnpifovTal oTnNV CNUEPIVA OTABUN TWV YVWOEWV Pag, dev ammoTeAoUvevToUToIg £yyunaon yia Tig
1010TNTEG TOU TTPOIGVTOG 9a Kal dev atroTeAoUv Kapia oUpBacn VOUIKAG 10XU0G. O1 aTTodEKTEG TWV TTPOIOVTWV JOG
£€xouv TNV guBUvn va Aaaivouv utroyn Toug Toug IoXUOVTEG VOUOUG Kal TIG UTTAPXOUTEG DIATAEEIS.

(Ta dedopéva Twv eMIKIVOUVWY OUCTATIKWVY UAIKWV TTapaAnebnkav KG6e popd otnv eKkGaToTe IoxUOUOA TeEAsUTaIA
oTd0un TWV avrioToiYwV QUAAWY OTOIXEIWV aQOPAAEIas TWV QPXIKWY TTapaywywy.)
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