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

VITAFOL H Retention crystals
Etre€epydotnke oTig: 14.08.2023 Ap1Bu6g TTpoidvTog: 060 2eNida 1 atrd 6

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITAFOL H Retention crystals

EuTtropikn ovopaoia

VITAFOL H Haftkristalle, Retention Crystals, Cristaux ritentifs, Cristales adesivos, Cristalli ritentivi
Api6. CAS: 7631-86-9
Api6. EK: 231-545-4

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

Xpnon TAG ougiag/ToU peiyparog
XpAon wg epyacTtnpiokou avTidpaaoTnpiou

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:

TMHMA 2: NpoodiopIiopog eMIKIVEUVOTNTAG

2.1. Ta&ivéunon Tng ougiag N ToU LEIYPATOG

Kavoviouég (EK) api0. 1272/2008
H ouaia auth dev €xel TagivounBei wg emmikivduvo aupgwva pe Tov kavoviouo (EK) apiB. 1272/2008.

2.2. TToIXEiO ETIKETOG

2.3. AAAo1 Kiviuvol
Aev uttdpyel diabEaiun TTAnpogopia.

TMHMA 3: Z0vBeon/TTAnpo@oOpiEg yia TA CUCTATIKA

3.1. Ougigg

XnuIKAi ovopacia TG ouciag
TTPOIGV/UAIKO ival avopyavo.

Emikivduva ocuoTaTikd UAIKA

Kavévag (oupewva pe Tov kavovioud (EK) apiB. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv Bondsiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv

Emaen ota pdatia
=€TTAUVETE APECWG TTPOCEKTIKA PE VEPO 1 YE TO VTOUL UATIWV.
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Kardtmroon
Z€eTTAUVETE QPECWG TO OTOMA KA TTIEITE APBOVO vePOD.

4.2. InUAVTIKOTEPA CUUTITWHOTO KAl ETMISPACEIS, AUECES ) NETAYEVEOTEPES
Agv uttdpyxel d1aB£aiun TTAnpoopia.

4.3. 'Evdeién orolaodATToTE amaITOUNEVNS AUETNG IOTPIKNG @POVTIdAG Kal £15IKNG BepaTreiag
Bepartreia cUPEWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KAaTaTroAéuNoN TG TTUPKAYIAG

5.1. NupooBeoTiKaG yéoa

KatdAAnAa TupooBeoTikd péoa
Mpooapuoyn Twv PETPWY TTUPOCRECNG avaAdywg TNV TTEPIOXT.
5.2. E181k0i Kiv3uvol TToU TTpOKUTITOUV aT1ré TV ougia i} To Peiypa
Mn gU@pAekTO.

5.3. ZuoTAOEIS YIO TOUG TTUPOTRECTEG
Y& ePITTTWOon QwTIdg: XpAon avefdpTnTNG CUOKEUNG TTPOCTACIAG TNG AVATTIVONG.

TMHMA 6: MéTpa o€ epiTrTWon akouol1ag EKAuong

6.1. MPpooWTTIKEC TTPOPUAGEEIG, TTPOOTATEUTIKOG €OTTAIONOC Kal 8108IKACgiEg EKTAKTNG AVAYKNG

Fevikég TAnpogopieg
ATro@UyEeTE TN dnUIoupyia okdvng. Mn avaTtrvéeTe TNV KOV
6.2. NepiBaAAOVTIKEG TIPOQUAGEEIS
Aegv gival atrapaitnTa 181aiTEpa PETPA TTPOCTACIAG TOU TTEPIBAAAOVTOG. KaAGG KaBapIiopog Twv BpouIKwy
QAVTIKEIHEVWV Kal TwV 8aTTéEdWV oUPPWVa PE TIG TTEPIBAAAOVTOAOYIKEG BIATAEEIS.

6.3. M£€605o1 Kal UAIKG yia TTEPIOPIoHO Kol KaBapioud
AAAeg TTANpo@oOpitg
>KOUTTiOTE PNXaVIKA. XeIPIOUOG TOU CUGCWPEUPEVOU TTPOIOGVTOG OUN@WVA PE TO KEQAAaio 81G0eang aTTOPPIMUATWY.

6.4. Napatroutri o€ GAAa TUAUATA
Ac@alng xprion: BAETTE TuApa 7
ATopIKN TTpooTagia: BAETTE TUAKO 8
AidBeon: BAETTE TUAPO 13

TMHMA 7: Xeipiopo6g Kai amroffnkeucn

7.1. Mpo@uAdésic yia ao@aAn XEIPIONO

Y1rodeigeig yia ao@aln XEIPION6
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.
Odnyigg yia TNV TPOOTACia O€ TTUPKAYIEG KOl EKPRASEIG
Aegv gival atrapaitnTa 1810iTEPA TTPOCTACIAG ATTO TTUPKAYIA.
ZUOTACEIG YIO TN YEVIKA £TTAYYEAHATIKA UYIEIVE
BydaATe Ta poAuopéva pouxa. MAUveTE Ta x€pla TTpiv T SIGAEIPPATA KAl KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
Mnv TpwTE A TTiVETE OTAV TO XPNOIUOTIOIEITE.

7.2. YuvBnkeg ao@aAoug @UAAENG, cUPTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

ATraITROEIG YIa XWpoug atrobriikeuong kai doxeia
To doxeio va diatnpeital EPUNTIKA KAEITPEVO.

0Odnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 8: 'EAeyxo0g TnG ékBeaNnG/aTOMIKA TTpOCTACIA
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8.1. MNapdueTpol eAéyxou

8.2. 'EAegyyol ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £§OTTAICOG

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

MpooTacia Twv Xepiwv

Katd Tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QEPOUV TO
XapakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNMUIKA TTPOCTATEUTIKA YAVTIO CUPQPWVA PE
TN GUYKEVTPWOTN Kal TV TTOGOTATA TWV ETTIKIVOUVWY OUGIWV Kal CUPGWVA PE TO XWPO XPAONG Toug. ZuvioTatal va
EVNUEPWOEITE ATTO TWV KATACOKEUQAOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWYV TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépuarog

Na @opdTe KatdAANAnN TTPOCTATEUTIKA evOUUATia.
AvaTTveEUOTIKN TTpOCTACIA

MpoBAtwTe TOoV KaAS agpIopd Kal aTToppéPnon onueiou o€ KPITIKA onpeia. Texvntog e€aegpiopdg TG B€ong

epyaaciag

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TiI BaCIKEG PUOIKES KAl XNUIKESG 1I810TNTES

duoikA KaTdoTaoN: oTePedS
Xpwua: dlagpavég
Ooun: doouo

>nueio TAgewg/onueio TTAEEWG:

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

EugAekTéTnTa:

Katwtepo 6pio €kpnéng:
AvwTePO 6pIo €KPNENG:
2nueio avaQAegng:
O¢epuokpaacia amoouvbeong:
Tiun pH:
YdatodiaAutoTnTa:
AlogAutéTNTa 0€ AAAOUG BIOAUTEG
O¢ev €xel TTPOadIoPIoHET
JUVTEAEOTAG KATAVOUNAG O€
N-oKTavOAn/vepo:
Micon aTpwv:
(og 50 °C)
MukvoTnTa:
2XETIKI TTUKVOTNTA OTHWV:
9.2. Noirég TAnpo@opieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG QUOIKOU KIVEUVOU

O¢epuokpaaia autavaeAegng
oTEPEQ:
agpia:

OLeIdwTIKES 1010TNTEG
Mn o&eIdWTIKG.

AAAa XOpAKTNPIOTIKA ao@aAgiog

O¢ev £xel TTPoodlopIoOEi
>999 °C

dev €xel TTPoadIopIabei
AVEQPAPHOOTOG

O¢ev £xel TTPpoodlopIoOEi
dev €xel TTPoadIopIabei
X

Oev €xel TTPoadIopIabei
dev €xel TTPoadIopIaOEei
Oxi

Oev €xel TTPoadIopIaBEi

<=1100 hPa

2,20000 g/cm?
Oev €xel TTPoadIopIabEi

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

VITAFOL H Retention crystals

Etre€epydotnke oTig: 14.08.2023 Ap1Bu6g TTpoidvTog: 060 2eNida 4 atrd 6
TaxuTtnTa e€dTHIONG: Oev £xel TTpoadlopIcOei
=npd UTTOAEIUHa: 100,0 %

TMHMA 10: Z1a0gpdTNTA KAl AVTISPACTIKOTNTA

10.1. AvTIdpaoTIKOTNTA

E@doov diac@alifeTal 0 evOedEIYUEVOG TPOTTOG XEIPICHOU Kal aTToBrKeUaNG, OEV ONUEIVOVTAI ETTIKIVOUVEG
avTIdpdoelg .

10.2. XnuikA oTaBepdTnTa

To mpoidv eival oTabepd, 6Tav arobnKeUETAI O KAVOVIKEG TUVONKES TTEPIBAAAOVTOG.

10.3. MBavoTnTA EMIKIVOUVWY aVTIOpAoEWY

Aev gival yvwoTr Kapia mikivduvn avtidpaon.

10.4. ZuvONKEG TTPOG ATTOQUYIH
Kapia

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

10.6. Emikivduva mpoidévra amroouvleong
Agv gival yvwaoTad IKivouva TTpoiovTa 81daTracng.

TMHMA 11: To§ikoAoyikég TTANpo@oOpieg

11.1. MAnpo@opiteg yia Tig TaeIg KIVEUvou, 6TTwg opifovral oTov kavoviogud (EK) api. 1272/2008

Ogua TogIkOTNTA

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITrpIa Tagivopunang dev TTANpouvTal.
EpeBioTikn kKai SiaBpwTikA dpdon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
EvaioOnrotrointikni dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
Kapkivoyévog, petaAAaioyévog, ToSIKR yia TNV avatrapaywyn dpdon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
E1d31kf) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITrPIa Tagivopunang dev TTANpouUvTal.
Ei131kA To§Ik6TNTA 0T 6pYyava-oToxoug (STOT) - eravelAnupévn ékB@eon

Bdoel Twv d1aBéoipwy dedopévwy, Ta KpITAPIa Tagivounong 8ev TAnpouvTal.
TOgIKOTNTA AVOPPOPNONG

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivopunong 8ev TAnpouvTal.
AAAa oTOoIXEIO ETTI EAEYXWV

To UAIKO €xel kaTaTagn pn eTiKivOuvou UAIKou KaTtd Tov kavoviopuo (EK) api. 1272/2008 [CLP].

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1. To&ikéTNTCO

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

TO TTPOIOV &gV OOKIUAOTNKE.

12.3. AuvardétnTa BIOCUCOWPEUTNS
TO TTPOIOV &gV OOKIUAOTNKE.

12.4. KivnTikOTNTO O0TO £5090¢
TO TTPOIOV &€V OOKIUAOTNKE.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
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VITAFOL H Retention crystals
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12.5. AmroteAéopara Tng aioAéynong ABT kai aAaB

AuTA n ougia dev Tnpei Ta KpiThpia ABT/aAaB Tou kavoviopoUl REACH, Annex XIlI.

TO TTPOIOV &€V OOKIUAOTNKE.
12.6. 1516TnTEG EVOOKPIVIKAG Siatapaxig

AuTr n ouaia dev £xel 1BIOTNTEG EVOOKPIVIKOU BIATAPAKTN YIO P OTOXEUOHEVOUG OPYaVIOHOUG.
12.7. AN\EG APVNTIKEG ETTITITWOEIG

Agv uttdpyxel d1ab£aiun TTAnpoopia.

AAAa oToIXEIT
Na atrogeuyeTal n eAeuBépwan aTto TTEPIBAAAOV.

TMHMA 13: Ztoixeia oOXETIKA ME TN B1d0g0N

13.1. Mé60dol emreepyaoiog ammofARTWY

Emre§epyaoia amoBARTWV
Ai6Beon olpwva e TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.
Etmre§epyacia aka@apTwyv amrofARTWV CUCKEUATIWY KAl CUVICTWHEVA OTTOPPUTTAVTIKA
E&mAupa pe apbovo vepd. O1 cuokeuaaieg YTTopoUlV va avakukAwBouUv, povo av gival evieAws AdEIEG.

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagpopd dia Enpdg (ADR/RID)

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

TOUTOTNTAG:

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

OHE:

14.3. Ta&n/-e1¢ KIvdUvVouU 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.
MeTagpopd pe rotapodtrAoia (ADN)

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

TOUTOTNTAG:

14.2. OiIKeia ovouOoia aTTooTOARC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-€1c KIVOUVOU KOTA T No dangerous good in sense of this transport regulation.

METAPOPA:

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

14.1. Ap1Bu6g OHE 1 apiBuég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. OiKeio ovopooia arooToAAC No dangerous good in sense of this transport regulation.

OHE:

14.3. Ta&n/-e1c KIvdUvou KaTd Tn No dangerous good in sense of this transport regulation.

HETOQOPA:

14.4. Oudda ocuoKeuaoiag: No dangerous good in sense of this transport regulation.
AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)

14.1. Ap18udg OHE 1 apiBuég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

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

OHE:

14.3. Ta&n/-e1c KIvSUVOU KATA TN No dangerous good in sense of this transport regulation.

METOQOPA:
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14.4. Opada cuokeuagiag: No dangerous good in sense of this transport regulation.

14.5. NepiBaAAovTiKoi Kivduvol

EMIKINAYNO T'IA TO MNMEPIBAAAON: Oxi
14.6. E131kég Tpo@UAGEEIg yia TOV XpAOTH
Aev uttdpyel diabEaiun TTAnpogopia.
14.7. OQaAdooieg HETAPOPES XUBNV oUPQWVA UE TIG TTPdgelg Tou IMO
ave@ApPooTOg

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

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

EOvikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D): - - 0X1 BAaBepd yia 1o vePO
15.2. ASioAdynon XNUIKAG ao@AAgIag
Aev €xel OievepynBei afloAdynan XNUIKAG aoPAAEING yia TNV ousia auTh.

TMHMA 16: Aoitrég TTAnpo@opieg

MeTaTtpoTrég
AuTO 1O deATIO ao@aAciag TTEPIEXEI AANAYEG ATTO TNV TTPONyoUpEevn €kBOON OTIG EVOTNTEG: 1.
ZUVTOMOYPAQIa 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%
AMAa oToIxEia
O1 TTANpoYopieG G' auTO TO EVIUTTO AOPAAEING OVTATTOKPIVOVTAI OTA PJETPA ACQPAAEIQG TOU TTPOIGVTOG, OTTWG aUTA
€XOUV PEXPI TNV NUEPOUNVia evnuépwaong Tou eviUutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACQAAN XEIPIGUS TOU TTPOIGVTOG TTOU AvA@EPETAI OTIG 00NYiEG XPATEWS KABWG Kal yia TNV atrobrkeuon,
emegepyaaoia, yetagopd kai diabeon. O1 TTAnpogopieg dev IGXUOUV yia GAAa TTPOIOVTA. Z€ TTEPITITWAON TTPOCONAKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIOVTOG, O TTANPOPOPIEG AUTWV TWV 0ONYIWV
Xprnong dgv uTropoulyV va PETagepBoUV £Ta1 ATTAG OTO VEO TTPOIOV.
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