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

VITA Modisol
Etre€epydotnke oTig: 14.08.2023 Ap1Bu6g TTpoidvTog: 088 2eNida 1 amd 7

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA Modisol

EuTtropikn ovopaoia

VITA Modisol Isolierstift, VITA Modisol separating pen, VITA Modiso Insulating Pen
ApiB. CAS: 8012-95-1
Api6. EK: 232-384-2

1.2. Zuva@eic TpoodlopIlOPEVES XPNOEIC TNG OUCIAG 1) TOU MEIYUOTOC KOl AVTEVOEIKVUOUEVES XPNOEIC

Xpnon TAG ougiag/ToU peiyparog
Auxilary for manufacture of dental products

1.3. Z1o1X€ia TOU TTPoNBeuTh) TOU SeATiou Sedouévwv ao@algiag

Eraipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d0¢: Spitalgasse 3
Tomog: D-79713 Bad Sdckingen
Tayudpopikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 Téhepat: +49(0)7761-562-299
HAekTpovikr dielBbuvon;: info@vita-zahnfabrik.com
Appuoédiog: regulatory affairs
HAekTpovikr dielBbuvon;: info@vita-zahnfabrik.com
KevTpikn 10TO0€AIDA: www.vita-zahnfabrik.com
Touéag xoprynong Regulatory Affairs
TTANPOPOPIWV:

EmimrAéov oToixeia
AN\ TTpoidvVTa e TTPORAETTOUEVN aTTEAEUBEPWOT OUCIWY, TTPOCOIOPIOTE

TMHMA 2: Npoodi0pIopog EMIKIVEUVOTNTAG

2.1. Ta&ivéunon TnG ouagiag 1} TOU JEIYUATOG

Kavoviouég (EK) api6. 1272/2008
H oucoia auth dev €xel TagivounBei wg emmikivduvo oUpgwva pe Tov kavoviouo (EK) apiB. 1272/2008.

AN\ TTpoidvTa e TTPORAETTOUEVN OTTEAEUBEPWOT OUCIWY, TIPOCOIOPIOTE
2.2. Zro1xeia eTIKETAG

2.3. AAAoi Kivduvol
Agev uttdpyxel d1ab€aiun TTAnpoopia.

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

3.1. Ougigg

XnUIKA ovopagoia Thg ougiag
Ouaia, yypa

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
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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
eUQAeKTA UYPA

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.

Mnv TpwTE A TTiVETE OTAV TO XPNOIUOTIOIEITE.
7.2. YuvBnkeg ao@aloug @UAaéng, ouptrepIAauBavouévwy 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

Auxilary for manufacture of dental products

TMHMA 8: 'EAeyxog Tng ékBeong/aToMIKN TTPOCTACIN

8.1. MapaueTpol eAéyxou

8.2. 'EAgyxo1 ékBeong

MéTpa aTOHIKAG TTPOOTACING, OTTWG OTOUIKOG TTPOOTATEUTIKOG EEOTTAICNOG

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUCIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWYV YAVTIWYV TA OTTOia QEPOUV TO
xopakTtnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKGA YAVTIO CUPPWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTATA TWV ETTIKIVOUVWY OUCIWV KAl CUP@WVA PE TO XWPO XPAONG TOUG. ZuvioTaTal va
EVNUEPWOEITE ATTO TWV KATACOKEUQOTH] YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWV TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépparog

Na @opdre KatdAANAn TTPOOTATEUTIKA EvOUUATia.

AvaTTVEUOTIKN TTPpOCTACIA

AvoifTte Ta TTAPABUPA yIa va TTETUXETE QUOIKO £EAEPIOUO.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TiG BaoIkEG QUOIKEG KOl XNMIKEG IB10TNTEG

duaoiki KaTdaTaon:

Xpwua:
Ooun:

>nueio TA&ewg/onueio TTAgEWG:

Yypd
axpwHog
daoouo

>nueio C€ocwg N apxIkd onueio LEoswg Kal

TTEPIOYN CE0EWG:
Eu@AekTOTNTAO:

KatwTtepo 6plo €kpnéng:
AvwTEPO OpIOo £KPNENG:

>nueio ava@Aegng:

O¢epuokpacia autavaeAegng:
O¢epuokpacia amoouvBeong:

Tiun pH:
YdatodiaAutoTnTa:

AloAutoTnTa 0 dAAoUG SIaAUTEG
O¢ev €xel TTPOadIoPIoHE]
>UVTEAEOTAG KATAVOUNAG O€

n-okTavoAn/vepo:
Migon aTpwv:

(og 50 °C)
MukvoTnTa:

2XETIKI TTUKVOTNTO ATHWV:
9.2. Noirég TAnpoPopieg

dev €xel TTPoadIopIabEi
300-450 °C

AVEQPAPHOOTOG
AVEQPAPHOOTOG

Oev €xel TTPoadIopIabEi
Oev £xel TTpoadlopIodEi
>180 °C

> 300 °C

Oev €xel TTPoadIopIabei
8,0

Oxi

dev €xel TTPoadIopIabEei

<=1100 hPa

0,84940 g/cm?
dev €xel TTPoadIopIabEei
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MAnpo@opieg oXeTIKA pe TIG KAAOEIG QUOIKOU KIVEUVOU
O¢puokpacia autavageAegng
oTepEQ: ave@AapPooTog
agpia: ave@AapPooTog
OLeIdWTIKEG 1010TNTEG
Mn o&eIdWTIKG.

AAAO XOpOKTNPIOTIKA ac@aleiag

TaxuTtnTa e€aTHIONG: Oev £xel TTPoadlopIcOei
=npd uTTOAEIUHa: 0,0 %
Auvopiko 1EWOEG: 33,3 mPa-s

TMHMA 10: Z1aBgpdTNTa KAI AVTISPACTIKOTNTA

10.1. AvTiISpaoTIKOTNTA

E@doov diac@alifeTal 0 evoedEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeEUONG, BEV ONUEILVOVTAI ETTIKIVOUVEG

avTIOPACEIG .
10.2. Xnuikn oTaBepdéTnTa

To mpoidv eival oTaBepd, 6Tav amoBnkeUETal O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoeTnTa ETMIKIVOUVWY avTISpAoEWY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvBNnKeg TTPOG ATTOPUYN
Kauia

10.5. Mn cupBard uAikd
Aev uttdpyel d1abEaiun TTAnpogopia.

10.6. Emikiviuva mmpoidévra amoouvlsong
Aegv gival yvwoTd emikivduva trpoiévta didoTaong.

TMHMA 11: TogikoAoyikéG TTANpO@POpPiIES

11.1. MAnpo@opiteg via Tig TAeIg KIVEUVoU, dTTwg opifovral oTov kavovioud (EK) apif. 1272/2008

0¢%0a TogIkOoTNTA

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
EpeBioTikA Kai SiaBpwTikA dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivopunang dev TTAnpouvTal.
EvaioOnrotrointikn dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
Kapkivoyoévog, petaAAagioyovog, Todikn yio Tnv avarrapaywyr dpdon

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTAnpouvTal.
E131kf To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv diaBéaipwy dedopévwy, Ta KpITApIa Tagivopunang dev TTAnpouvTal.
E131kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - erravelAnpuévn ékBeon

Bdoel Twv d108éaipwy dedopévwy, Ta KPITRPIa Tagivopunaong dev TTAnpouvTal.
TOSIKOTNTA AvapPPOPNONg

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANPoUvTal.
AAAa oTOIXEIO ETTI EAEYXWV

To UAIKO €xel KaTATagn pn €TTIKivOuvou UAIKOU KaTd Tov kavoviopo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikéG TTAnpo@opieg

12.1. To&ikéTnTOA
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AgATio Aedopévwv Ao@alciag
oUpgwva pe Tov kavoviouo (EK) apib. 1907/2006

VITA Modisol
Etre€epydotnke oTig: 14.08.2023 Ap1Bu6g TTpoidvTog: 088 2eNida 5 amd 7

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

AuTA n ouaia dev Tnpei Ta kpithpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.
TO TTPOIOV Oev OOKIUAOTNKE.
12.6. 1816TnTEC EVOOKPIVIKAG S1aTapaxig

AuT n oucia &ev €xel ID1IGTNTEG EVOOKPIVIKOU IATAPAKTN VIO KN OTOXEUOUEVOUG OpYavIoUOoUG.
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@uAd&Te aTTO TNV EI0PON OTO ATTOXETEUTIKO oUCTNUA 1] OTO UYPO TTEPIBGAAOV. AidBeon oUpwva PE TIG
TTPOBIAYPAPEG TWV APUOSIWY UTTNPECIWV. KWBIKOG/TTEPIYPA®r aTTOPPINGTWY cUNwva pe EWC/AVV
Emre§epyacia aka@apTwyv amrofARNTWY CUCKEUATIWY KOl CUVICTWHEVA OTTOPPUTTAVTIKA
EémAupa pe deBovo vepd. O1 ouokeuaaieg PTTopolv va avakukAwBoUv, povo av gival evTEAWG AdEIEG.
Kwdikdg/mepiypapr) amoppipgdtwy oluewva pe EWC/AVV AidBeon ouugwva pe Tig TTpodiaypagEég Twv apuodiwy
UTTNPECIWV.

TMHMA 14: MNMAnpo@opieg OXETIKA HE TN METAPOPG

MeTagopd dia Enpdg (ADR/RID)

14.1. Ap18u6g OHE 1 ap1Budég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiKeia ovopagoio aTooToARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Tagn/-g1g KIvdUvou KaTd Th No dangerous good in sense of this transport regulation.

HETOQOPA:

14.4. Opada cuokeuagiag: No dangerous good in sense of this transport regulation.
Meragpopd pe rotapdtTAoia (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.

METAQ@OPA:

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

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

TOUTOTNTAG:
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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.
HETOQOPA:
14.4. Opdada cuokevaoiag: No dangerous good in sense of this transport regulation.
Aepotropikn petagopd (ICAO-TI/IATA-DGR)
14.1. Ap18u6¢g OHE 1 apiBudg No dangerous good in sense of this transport regulation.
TOUTOTNTAG:
14.2. Oikeia ovopagia amroogToARg 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.
HETO@OPA:
14.4. Opdada cuokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO TIA TO MEPIBAAAON: Oxi
14.6. E151kéC Tpo@UAGEEIC yIa TOV XPROTN
Aev uttdpyxel 1a6£aiun TTAnpoopia.
14.7. OQaAdooieg HETAPOPES XUBNV oU@WVA UE TIG TTPdgeig Tou IMO
ave@ApPooTog

TMHMA 15: ZT1o1x€ia VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0soia oXETIKA ME TV 0O@AAEIQ, TV UYEia Kal TO TTEPIBGAAOV YId TV ougia N TO YEiyUa

E@vikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D): 1 - eNdyioTa BAaBepd yia To vepd

15.2. AZioAdynon XNUIKAG Ao @AAEING

Aev €xel DievepynBei aloAdynan XNUIKAG aoPAAEING yia TNV oucia auTh.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég
AuTté 10 deATiO ao@AAeiag TTEPIEXEI GANAYEG ATTO TNV TTpoNyoUuEVn €KdOON OTIG EVOTNTEG: 1.
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%
AAAa oToIXEIO
O1 TANpoYopieg 0" auTd TO EVIUTTO AOPAAEING OVTATTOKPIVOVTAI OTA PJETPA ACQPAAEIAG TOU TTPOIGVTOG, OTTWG aUTA
€XOUV PEXPI TNV NUEPOUNVia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACQAAN XEIPIGUO TOU TTPOIGVTOG TTOU ava@EPETAIl OTIG 0ONYiEg XPATEWS KABWG Kal yia Tnv atrobrkeuaon,
emegepyaaoia, yeTagopd kai d1dbeorn. O1 TTAnpogopieg dev IGXUOUV yia GAAA TTPOIOVTA. Z€ TTEPITITWAON TTPOCONAKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIAG TOU TTPOIOVTOG, O TTANPOPOPIEG AUTWV TWV 0dNYIWV
xprong ogv utropouyv va PJeTagepBouv £Ta1 ATTAG OTO VEO TTPOIOV.
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