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

VITA VIONIC VIGO
Emre€epyaotnke oTig: 15.08.2023 ApIBu6g TTpoidvTog: 3082 2eNida 1 amd 5

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VIONIC VIGO

1.2. Zuva@eic TpoadiopIlOPevEG XPNOEIS TNG OUTIAG 1) TOU PEIYUATOC KOl AVTEVOEIKVUOLEVEG XPNOEIS

XpAon TAG ouciag/Tou peiypaTog
Auxilary for manufacture of dental products

Aev ouvioTWVTOl XPAOEIG OE
Agev utTdpyouv dIaBEaiua oToIxEia

1.3. Z1oIX€ia TOU TTPouNBeuTH) TOU SeATiou Sedouévwv ao@aAgiag

Etaipeia: VITA Zahnfabrik H.Rauter GmbH & Co.KG
0d6¢: Spitalgasse 3
ToTr0G: D-79713 Bad Sdckingen
Tayxudpouikr Bupida: 1338
D-79704 Bad Sdckingen
TnAépwvo: +49(0)7761-562-0 Téhegat: +49(0)7761-562-299
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
Appodiog: regulatory affairs
HAekTpovikn diedBuvon: info@vita-zahnfabrik.com
KevTpikn 10ToggAida: www.vita-zahnfabrik.com
Touéag xopriynong Regulatory Affairs
TTANPOPOPIWV:

TMHMA 2: NMpoodi1opIcOG EMIKIVOUVOTNTOG

2.1. Ta&ivounon TnG ougiag N TOU PEIYLATOG

Kavoviouog (EK) api6. 1272/2008
H ouacia autn dev €xel TagivounBei wg emmikivduvo auugwva e Tov kavoviouo (EK) api. 1272/2008.

To UAIKO €xe1 kaTaTagn pn eTmiKivOuvou UAIKoU KaTd Tov kavoviopo (EK) api. 1272/2008 [CLP].

2.2. TToIXEia ETIKETOG

ZUPTTANPWHATIKEG UTTOSEISEIG
medical device
2.3. AAAoi Kiviuvol
Agv uttdpyxel d1ab£aiun TTAnpoopia.

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

3.1. Ougigg

XnuIKA ovopagia TG oudiag
MAaoTikd €idn

Emikivduva ouoTaTtikd UAIKA

Kavévag (ouppwva pe Tov kavoviopd (EK) api8. 1907/2006 (REACH))

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypan HETPWYV TTPWTWYV Bonbsiwv

Eiomrvon
Aev utTdpyouv dIaBEaiua oToIxEia
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Emaen dépparog
Aev uttdpyouv diabéoiua aToixeia

Emraen ota pdatia

ZeTAUVETE AUECWG TTPOCEKTIKA WE VEPO I PE TO VTOU JATIWV.
Kartdrmroon

Aev utTdpyouv dIabEaiua oToIxEia

4.2. TNUAVTIKOTEPO CUNTITWHATA KAl EMISPATEIS, AUETES N METAVEVETTEPES
Aev uttdpyxel S1aB£aiun TTAnpoopia.

4.3. 'Evd&i1gn orolagSATTOTE AmaITOUNEVNG AUETNG IATPIKNG @POVTIdag Kal £151KAG BepaTtTeiag
BepaTtreia cUPPWVA PE TN CUUTITWHATOAOYIA.

TMHMA 5: Métpa yia TV KATaTroAéUNoN TNG TTUPKAYIAG

5.1. MupooBeoTiKAG yéoa

KatdAAnAa TTupooBeoTiKA péoa
Mpooappuoyn Twv PETPWY TTUPOOBETNG AVAAOYWG TNV TTEPIOXH.
5.2. E181k0i Kiv3uvol TToU TTpOKUTITOUV OTrd TV ougia 1} TO Peiypa
Mn edgAexTO.

5.3. ZUOTAOEIG YIO TOUG TTUPOTBECTEG
e MeEPITTTWON QWTIAG: XpAon avegdpTnTNG CUOKEUAG TTPOOTACIAG TG AVATTVOAG.

ZuTTANPWHATIKEG UTTOBEIEIG

DuAagTe EexwpIoTA TO OAUCUEVO TTUPOGREDTIKG vePS. Mnv To apAaETe va eIc€EABel aTa avoixTd UdaTa Kal GTo

QATTOXETEUTIKO.

TMHMA 6: Métpa og mepimTwon akouaiag éKAuong

6.1. MpoowTTIKEC TTPOQUAGEEIC, TTPOOTATEUTIKOG EO0TTAITHOG Kal S1adIKATiEg EKTAKTNG AVAYKNG

levikég TTAnpogopitg
Aev atrairotvtal 1Id1aiTEPa PETPA.

6.2. MepiBaAAoVTIKEG TTPOQUAGEEIG
Mpo@uAdaTe atrd TNV €10pOr) OTO ATTOXETEUTIKO OUCTNHA ) OTO UYPO TTEPIBAAAOV.

6.3. Mé00do1 Kal UAIKA yia TTEPIOPIoUS Kal KaBapioud

AAAeg TTANpOPOpPiEg

KOUTTIOTE pNXaVIKA. XEIPIOPOS TOU GUGOWPEUPEVOU TTPOIOVTOG OUN@WVA PE TO KEQPAAQIO SIGBECNG ATTOPPIMPATWY.

6.4. Napamroutry og GAAa TUAATA
Ac@alng xprion: BAETTE TuApa 7
Atopikr) TTpooTacia: BAETTE TUAUQ 8
Ai6Beon: BAETTe TUAPa 13

TMHMA 7: Xeipiopo6g Kal atrofnkeucn

7.1. Npo@uAdéeic yia ao@aAn XEIPIOUO

Ymodeieig yio ao@aln Xeipiopo
Aev gival atrapaitnTa 1I81aiTEpa TTPOANTITIKA PETPA.

Odnyieg yia TNV TpoOoTACia O& TTUPKAYIEG KOl EKPAEEIG
Aegv gival atrapaitnTa 1010iTEPA TTPOANTITIKG YETPA.

ZUOTAOEIG YIO TN YEVIKN ETTOYYEAMATIKN UYIEIVI
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

EmitrAéov oTolxeia
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Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.2. TuvBnkeg ao@aAouc @UAAENG, cUPTTEPIAAUBAVOUEVWYV TUXOV 0CUUBATOTATWY

ATTaITAOEIG YIa XWpPoug atrobnkeuong Kai Soxeia
Aev gival amrapaitnTa IBIKITEPA TTPOANTITIKA PETPA.

0dnyieg yia TNV a1roOAKEUON O& KOIVOXPNOTOUG XWPOUG
Aev gival amrapaitnTa IBIGITEPA TTPOANTITIKA PETPA.

7.3. E1d1kn TeAIKA XpAon N XPNOEIg

Auxilary for manufacture of dental products

TMHMA 8: 'EAeyxo0g TnG ékBeaNnG/aTOMIKA TTpOCTACIA

8.1. MNapdueTpol eAéyxou

8.2. 'EAegyyol ékBeong

KatdaAAnAol pnxavikoi éAgyxol

Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.
MéTpa aTOMIKAG TTPOCTACING, OTTWG ATOMIKOG TIPOCTATEUTIKOG £§OTTAICOG

MpooTacia Twv PaTIWV/TOU TTPOCWITTOU
Aev gival amrapaitnTa IBICITEPA TTPOANTITIKA PETPA.

MpooTacia Twv Xepiwv
Katd tnv epyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPON TTPOCTATEUTIKWY YAVTIWV T OTToia PEPOUV TO
XapakTnpiopd CE kai Tov TeTpayn@Io Kwdiko. ETTIAEETE TTPOCEKTIKA Ta XNMIKA TTPOCTATEUTIKA YAVTIO GUPQWVA PE
TN GUYKEVTPWOTN KAl TV TTOGOTNTA TWV ETTIKIVOUVWY OUGIWV KAl CUPGWVA PE TO XWPO XPAONG Toug. ZuvioTatal va
EVNUEPWOEITE OTTO TWV KATACKEUAOTH) YIQ TNV AVOEKTIKOTNTA TWV TTPOAVAPEPOUEVWY TTPOCTATEUTIKWV YAVTIWV
€10IKNG XPATEWG.

MpooTacia Tou 3épparog
Aev gival atrapaitnTa 1I81aiTEpa TTPOANTITIKA PETPA.

AvaTTVEUOTIKN TTPpOCTACIA

Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 9: ®uoikég Kal XNMIKEG 1816TNTEG

9.1. Zroixsia yia TI BaoIKEG PUOIKES KAl XNUIKESG 1I810TNTES

duoikn katdoTaon: OTEPEDG

Xpwua:

YdatodiaAutoTnTa: Oxi

Migon atpwv: <=1100 hPa
(og 50 °C)

9.2. Aoitrég TAnPOYopiEg

MAnpo@opieg OXETIKA PE TIG KAAOEIG PUOIKOU KIVEUVOU
OLeIdWTIKEG 1010TNTEG
Mn o&e1dwTIKS.
AAAO XapOKTNPIOTIKA ac@aleiag
=npd UTTOAEIYHa: 0,0%

TMHMA 10: Z1aBgpdTNTa KAI AVTISPACTIKOTNTA

10.1. AvTidpaoTikOTRTA
E@bdoov diacpalieTal o evdedelyuévog TPOTTOG XEIPIOPOU Kal aTTOBrKEUONG, BEV ONUEIWVOVTAI ETTIKIVOUVEG
AVTIOPACEIG .

10.2. Xnuikn oTaBepdTnTa
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To TTpoidv eival oTabepd, dTav aTToBNKEUETAI O KAVOVIKEG OUVONKEG TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTIOpdoEwY

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvOKEC TTPOG ATTOPUYIN
Kapia

10.5. Mn ocupBard uAikd
Agev uttdpyxel d1abEaiun TTAnpoopia.

10.6. Emikiviuva mpoidvra ammoouvleong
Aev gival yvwoTd mIKivouva TTpoiovTa d1doTraong.

TMHMA 11: To§ikoAoyikég TTANpo@oOpiEg

11.1. NMAnpo@opieg yia Tig TAgEIS KIVEUVOU, 6TTwg opifovTtal oTov kavovioud (EK) api6. 1272/2008

TMHMA 12: OikoAoyikéG TTAnpo@popieg

12.1. To&ikéTNTA

To Trpoidv dev gival: OIKkOTOEIKO
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. AmroteAéouara TG agioAéynong ABT kai aAaB

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

TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEC EVEOKPIVIKAG S1aTapaxnig

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

Aev uttdpyel diabéaiun TTAnpogopia.

AAAa oTolxEia
MPo@UAGETE aTTO TNV EI0PON OTO ATTOXETEUTIKO OUCTNUA 1 0TO Uypd TTEPIBAAAOV. Mnv emITPETTETE Va €10€ABEI OTO
£00a@og/uTTédagog.

TMHMA 13: Ztoixeia oXETIKA ME TN B1d0goN

13.1. Mé60dol emre€epyaciog ammofARTWY

Emre§epyaoia amoBARTWV
Ai6Beon olp@wva Pe TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.

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

TMHMA 14: lMAnpo@opieg OXETIKA PE TN METAPOPG

Metagopd dia Enpdg (ADR/RID)

14.1. Ap1Bu6g OHE 1 ap1Budég J0p@wva e TIG BIOTALEIG HETAQOPAG TO TIPOIOV AUTO OeV XOPAKTNPIZETAI WG
TOUTOTNTAG: ETMIKIVOUVO.
14.2. Oikeia ovopagia amrooToARg Z0p@wva e TIG JIOTAEEIG HETAQOPAG TO TIPOIOV auTO OeV XOPAKTNPIZETAI WG
OHE: €TIKivduvo.
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14.3. Ta&n/-g1g KIvdUvou KaTd Th ZUPQWVa E TIG DIOTAEEIG HETAPOPAG TO TTPOIOV AUTO eV XapaKTNEIZeTal WG
META@OPA: €TMIKIVOUVO.
14.4. Opdda guokeuagiag: JUPQWVa E TIG DIOTAEEIG HETAPOPAG TO TTPOIOV AUTS eV XapaKTNEIZeTal WG
€TIKivduvo.

14.6. E151kég Tpo@UAGEEIG yia ToV XpOTh
Aev uttdpyxel S1aB£aiun TTAnpoopia.

14.7. QaAdooieC HETAPOPEC XUBNV oUuPwVa e TIC TIPdEelc Tou IMO
QAVEPAPUOOTOG

TMHMA 15: ZT1o1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouo0sgia oXeTIKA NE TV 0O@AAEIQ, TV UYEia Kal TO TTEPIBGAAOV YId TNV ougia N TO YEiyUa

E@vikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D): - - OX1 BAaBepd yia 1o vePO
15.2. ASiloAGynon XNUIKAG ao@AAgIag
Aev €xel O1evepynBei aloAdynan XNMIKAG aoPAAEING yia TNV oucia auTh.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTrég
AuTté 10 deATiO ao@AaAeiag TTEPIEXEI GANAYEG ATTO TNV TTpOoNyoUuEvn Koo OTIG EvOTNTEG: 1.

Baoikég BIBAIOYPAPIKES TTAPATTOUTTES Kl TTNYES BeSOMéVWV
O1 TTAnpoYopieG G' auTO TO EVTUTTO 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@EPETAl OTIG 00NYiES XPATEWS KABWG Kal yia Tnv atrobrkeuon,
emegepyaaia, petagopd kai diabeon. O1 TTAnpogopieg dev IGXUOUV yia GAAA TTPOIOVTA. Z€ TTEPITITWAON TTPOCONAKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIGVTOG, O TTANPOPOPIEG AUTWYV TWV 0ONYIWV
Xprnong dgv utropolyv va PeTagepBouv £Ta1 aTTAG aTO VEO TTPOoIGV. OI TTANPO@OpPIEG G' AUTO TO EVTUTTO ACQAAEIAg
AVTATTOKPIVOVTAI OTA METPA AOQAAEIOG TOU TTPOIOVTOG, OTTWG QUTA £XOUV PEXPI TNV NUEPOMPNVIa evnuépwong Tou
evtUtrou. O1 TTANpoYopieg oag deivouv onueia avapopdg yia ToV ao@aAr XEIPIOUO TOU TTPOIGVTOG TTOU AVOQEPETAI
OTIG 00NYieg XPoews KaBWG Kal yia TNV atmoBAKeuan, emegepyaaia, peTagopd kai diaBean. O1 TTAnpo@opicg dev
IoXU0UV yia GAAQ TTPOIGVTA. Z€ TTEPITITWON TTPOCONKNG GAAWY UAIKWYV OTO TTPOIOV 1| O€ TTEPITITWAON ETTEEEPYATIOg
TOU TTPOIOVTOG, Ol TTANPOPOPIEG AUTWV TWV 0dNYIWV XPAoNG dev HTTOPOUV va PETAPEPBOUY £TG1 ATTAG GTO VEO
TTPOIOV.
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