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

VITA INTERNO Fluid
Etre€epydotnke oTig: 14.08.2023 Ap1Bu6g TTpoidvTog: 064 2eNida 1 atrd 6

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA INTERNO Fluid

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
H ouacia autn dev €xel TagivounBei wg emikivduvo auu@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

3.1. Ougigg

XnUIKA ovopagoia Thg ouciag
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

Emagn oTta pdria
=emAUVETE AUEOWG TTPOCEKTIKA PE VEPO I PIE TO VTOUL POTIWV.

Katdmroon
=emAUvVETE QUECWG TO OTOUA KAl TTIEITE APOOVOo veEPO.
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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
Mpooapuoynh Twv PETPWY TTUPOGRECNG avaAdywg TNV TTEPIOYT).
5.2. Ei131koi KivBuvol TTou TTpoKUTITOUV a1rd TNV OUgid ) To pEiyua
Mn e0@AekTo. O1 avabupidaoelg, aTpuoi, JTTopoUv va dNUIOUPYACOUY £va eKPNKTIKG WiyHa o€ €KBeor Toug aTov
agpa.

5.3. ZuoTAOEIG VIO TOUG TTUPOORECTES
Y& MEPITTTWON QWTIAG: XpAon aveEdpTnTnNG CUOKEUAG TTPOOTACIOG TG AVATTVOAG.

TuTTANPWHATIKEG UTTOBEIEIG
MNa Tnv TTpocTacia Tou TTPOCWTTIKOU Kal Yia TNV Wign Twv SoxEiwv oTnv TTEPIOX KIVOUVOU XPNOIHOTIOIEIOTE OTTPEU
vepoU. PUAGETE EeXxwPIOTA TO HOAUCHEVO TTUPOORETTIKO VEPS. Mnv To a@roeTe va €10€ABel 0Ta avoixTd UdaTa Kal
OTO OTTOXETEUTIKO.

TMHMA 6: Métpa oe repimTwon akouaoiag éKAuong

6.1. MpoowTTIKEC TTPOPUAGEEIC, TTPOOTATEUTIKOG EO0TTAICHOC Kal S1adIKATieg EKTAKTNG AVAYKNG

levikég TTAnpogopieg
XpPNOIYOTTOINCTE TTPOCWTTIKI) TTPOOTATEUTIKNA EvOUATia.

6.2. MNepiBaAAovTIKEG TIPOQUAGEEIS
Mpo@uAda&Te atrd TNV €10pOr) OTO ATTOXETEUTIKO OUCTNHA ] OTO UYPO TTEPIBAAAOV.

6.3. Mé00odo1 Kail UAIKA yia TTEPIOPIoUO Kal KaBapioud

AAAeg TTANpOPOpiEg
Maléwte pe ouvdeTIKO Péao yia vepd (AUPOG, BIATONITNG, GUVOETIKO PECO yia 0&Ea, YEVIKO GUVOETIKO PECO).
XEeIPIOYOG TOU CUCGOWPEUPEVOU TTPOIOVTOG OUPQWVA PE TO KEPAAQIO BIGBECNG ATTOPPIMHATWVY.
6.4. Napatroutri o€ dAAa TuAUATA
Ac@alig xprion: BAETTE TuRpa 7
Atopikr TTpooTagia: BAETTE TUAUQ 8
AiaBeon: BAETTe TUAPa 13

TMHMA 7: Xeipiopog Kal a1rofnkeucn

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO

Ymobdeieig yio ao@aln Xeipiopo
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

OBnyieg yia TNV TpooTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atTapaitnTa 1I81aiTEPA TTPOCTACIAG ATTO TTUPKAYIC.

ZUOTAOEIG VIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
BydATe Ta yoAuopéva pouxa. MAUVETE Ta xépla TTpiv Ta SIOAEiPPATA Kal KOTA TO TEAOG TNG EPYOTiag e TO TTPOIOV.
Mnv TpwTE A TTiVETE OTAV TO XPNOIUOTIOIEITE.

7.2. YuvBnkeg aoc@alolg @UAagng, cuptrepIAaufavopévwy TUXOV aoupBaToTATWY

ATTaITAOEIG YIa XWPOUG atroffKEuoNg Kal doxeia
To doxeio va diatnpeital EPUNTIKA KAEIOPEVO.
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0dnyigg yia TNV a1rofRKEUON G& KOIVOXPNOTOUG XWPOUG
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.3. E1dIkN TeAIKA XpAoN N XPNOEIS

XpAon wg epyacTnplokou avTidpaaoTnpiou

TMHMA 8: 'EAeyxog TnG éK0eong/aTOMIKN TTPOCTACI

8.1. NapdueTpol eAéyxou

8.2. 'EAgyxo1 ékBeong

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £SOTTAICOG

MpooTacia TwvV PATIWV/TOU TTPOCWTTOU
Na @opdTe TTpoCTACia HATIWV/TTPOCWTTOU.

MpooTacia Twv XepIwWV

Katd tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YAVTIWV TA OTTOia PEPOUV TO
XapakTnpEioud CE kai Tov TETpayn@Io KwdIkd. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUPQWVA PE
TN GUYKEVTPWON Kal TV TTOGOTNTA TWV ETTIKIVOUVWY OUCIWV KAl CUP@WVA PE TO XWPO XPAONG TOUG. ZuvioTatal va
EVNUEPWOEITE OTTO TWV KATACKEUAQOTH YIA TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOPEVWYV TTPOCTATEUTIKWV YAVTIWV
€I0IKAG XPAOEWG. ZuvioToueva JovTéAa TTpooTaTeuTIKWY yavTiwv KCL Dermatril P NBR (VITPIAIKO KQOUTGOUK)

MpooTtacia Tou dépparog
Na @opdTte KaTAAANAN TTPOCTATEUTIKA EVOUUOTIa.
AvaTTVEUOTIKN TTPpOCTACIA

TexvnTog e€aepiopds NG B€ang epyaaiag MpoBAEWTe TOV KOAG agPIOUO KAl ATTOPPOPNON CONUEIOU GE KPITIKA

onueia.

TMHMA 9: ®uoikég Kal XNUIKEG 1810TNTEG

9.1. Zroixsia yia Tig BaoIkéG QUOIKEG KAl XNUIKEG 1516TNTEQ

duaikn KaTdaTaon:

Xpwya: axpwpog
Znueio TAewg/onueio TMAgEWG:

>nueio C€oswg R apxIkd onueio {éoewg Kal

TTEPIOYN CE0EWG:

Eu@AekToTNTAO:

KatwTtepo 6plo €kpnéng:

AvwTePO OpIo £KPNENG:

Znueio ava@Aegng:

O¢eppokpacia amoolvBeong:

Tiyn pH:

AloAutoTnTa o dGAAoug SIaAUTEG
O¢ev €xel TTPoodIopIadEi

2UVTEAEOTAG KOTAVOMNG O€

Nn-oKTavOAn/vepo:

Oev €xel TTPoadIopIabei
192 °C

QAVEQPAPHOOTOG
QAVEQPAPHOOTOG

2,6 6ykog %

12,6 6ykog %

93 °C

dev €xel TTPoadIopIabEi
O¢ev £xel TTPoodlopIoOEi

dev €xel TTPoadIopIabei

Micon aTpwv: <=1100 hPa
(oe 50 °C)
MukvoTnTa: dev €xel TTPoadIopIadei
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ZXETIKA TTUKVOTNTA OTUWV: dev €xel TTPoadIopIoOEi

9.2. Aoitrég TAnpo@opisg

MAnpo@opieg OXeTIKA pe TIG KAATEIG QUOIKOU KIVEUVOU
O¢puokpacia autavageAegng

oTepEQ: ave@AappooTog
agpia: ave@AappooTog

OLeIdWTIKEG 1010TNTEG
Mn o&eIdWTIKG.

AAAO XOpOKTNPIOTIKA ac@aleiog

TaxuTtnta e€dTHIONG: Oev £xel TTpoadlopIcOei
=npd uTTOAEIUHa: 1,0 %

TMHMA 10: Z1a0gpdTNTA KAl AVTISPACTIKOTNTA

10.1. AvTIdpaoTIKOTNTA

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

avTiIdpdoelg .
10.2. Xnuikn oTa8epdTnTA

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

10.3. MBavoTnTA EMIKIVOUVWY aVTIOPATEWY

Aev gival yvwoTr Kapia emikivduvn avtidpaon.

10.4. ZuvONKEG TTPOG ATTOQUYIH
Kapia

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

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

TMHMA 11: To§ikoAoyikég TTANpo@oOpieg

11.1. NMAnpo@opiteg yia Tig TaeIg KIvEUvou, 6TTwg opifovral oTov kavovioud (EK) api. 1272/2008

Ogua TogIkOTNTA

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITpIa Tagivopunang dev TTANpouvTal.
EpeBioTikn kai SiaBpwTikA dpdon

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

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

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
E1831kA) To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon

Bdoel Twv d1aBéaipwy dedopévwy, Ta KPITPIa Tagivopunang dev TTANpouvTal.
Ei1di1kn To§Ik6TNTa 0T 6pYyava-oToxoug (STOT) - eravelAnupévn ékBeon

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

Bdoel Twv d1aBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TAnpouvTal.
AAAa oToIXEIO ETTI EAEYXWV

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

TMHMA 12: OikoAoyikég TTAnpo@opieg
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12.1. To&ikéTNTA

To 1rpoidv dev gival: OIKoTOEIKO.
12.2. AVOEKTIKOTNTA KAl IKAVOTNTA ATTOSONONG

TO TTPOIOV Oev OOKIUAOTNKE.
12.3. AuvartéTtnTa BIOCUCOWPEUONG
TO TTPOIOV &gV SOKIUAOTNKE.

12.4. KivnTikdTnTa 010 £50p0OG
TO TTPOIOV &gV SOKIUAOTNKE.

12.5. AroteAéouara TG agioAéynong ABT kai aAaB

AuTA n ouaia dev Tnpei Ta kpitpia ABT/aAaB Tou kavoviopol REACH, Annex XIlI.

TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEC EVEOKPIVIKAG S1aTapaxig

AuTA n ouaia dev £xel 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIA UN OTOXEUOUEVOUG OpyavIoHOUG.
12.7. AA\EG APVNTIKEG ETTITITWOEIG

Aev uttdpyel diabéaiun TTAnpogopia.

AAAa oTolxEia
Na atropetyeTtal n eAeuBépwan aTo TTEPIBAAAOV.

TMHMA 13: ZToixeia OXETIKA ME TN B1d0goN

13.1. Mé60dol emreepyaciog ammofARTWY

Emre§epyaoia amoBARTWV
Mpo@uUAGETE aTTO TNV EI0PON OTO ATTOXETEUTIKO UCTNUA 1 0TO UYps TTEPIBAAAOV. AiGBeon cUP@WVa PE TIG
TTPOJIAYPAPEG TWV APHUOSIWY UTTNPECIWV.

Etre§epyaoia aka8apTwyv amrofATWV CUCKEUAGIWY KOl CUVIOTWHEVO OTTOPPUTTAVTIKA
XEIPIOTEITE TIG HOAUOUEVEG OUOKEUATIEG OTTWG TO TTPOIOV.

TMHMA 14: IMAnpo@opieg OXETIKA PE T METAPOPG

MeTagopd dia Enpdg (ADR/RID)

14.1. Ap18u6g OHE 1 apiBuédg 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/-e1c KIvdUvou KaTd Tn No dangerous good in sense of this transport regulation.

METOQOPA:

14.4. Oudda ouoKeEUATiOg: No dangerous good in sense of this transport regulation.
MeTagpopd pe rotapoétrAoia (ADN)

14.1. Ap1Bu6g OHE A apiBuédg No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

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

OHE:

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

HETAQ@OPA:

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

14.1. Ap18u6g OHE 1 ap18uég No dangerous good in sense of this transport regulation.

TOUTOTNTAG:

14.2. Oikeia ovouagia amrooToARg No dangerous good in sense of this transport regulation.

OHE:
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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/vouo0soio oXETIKA ME TV 0OQ@AAEIQ, TRV UYEia Kal TO TTEPIBGAAOV YIa 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 OievepynBei aloAdynan XNUIKAG aoPAAEING yia TNV ousia auTh.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég
AuTté 10 deATIO ao@AAeiag TTEPIEXEI GANAYEG ATTO TNV TTpOoNyoUuEVn KOO 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 oToIXEIT
O1 TANpoYopieg 0" auTd TO EVIUTTO AOPAAEING OVTATTOKPIVOVTAI OTA PJETPA ACQPAAEIAG TOU TTPOIGVTOG, OTTWG aUTA
€XOUV PEXPI TNV NUEPOUNVia evnuépwaong Tou eviUutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACQAAN XEIPIGUO TOU TTPOIGVTOG TTOU avaA@EPETAl OTIG 0ONYiEg XPATEWS KABWG Kal yia Tnv atrobrkeuaon,
emegepyaaoia, yetagopd kai d1abeorn. O1 TTAnpogopieg dev IGXUOUV yia GAAA TTPOIOVTA. Z€ TTEPITITWAON TTPOCBNAKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIAG TOU TTPOIOVTOG, O TTANPOPOPIEG AUTWV TWV 0dNYIWV
xprong dgv utropouyv va PeTagepBouv £Ta1 ATTAG OTO VEO TTPOIOV.
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