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

VITA VIONIC® DENT DISC
Emre€epyaotnke oTig: 15.08.2023 ApIBu6g TTpoidvTog: 3072 2eNida 1 amd 5

TMHMA 1: MNpoocdiopiopog ouaiag/peiyMaTog Kal ETaIPEiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA VIONIC® DENT DISC

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

Aev cuvicTwvTal XpAOEIG OE
Aev uttdpyouv diaBéoipa aToixeia

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:

TMHMA 2: NMpoodi1opIcHAG EMIKIVOUVOTNTAG

2.1. Ta&ivéunon Tng ouagiag 1} ToOU JEIYUATOG

Kavoviouég (EK) api. 1272/2008
H oucia auth dev €xel TagivounBei wg emmikivduvo oupgwva pe Tov Kavoviouo (EK) apiB. 1272/2008.

2.2. ITOoIXEiO ETIKETOG

ZUPTTANPWHATIKEG UTTOSEISEIG
medical device

2.3. AAAo1 Kivduvol
Aev uttdpyel d1abEaiun TTAnpogopia.

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

3.1. Ougigg

XnuIKA ovopagoia Tng ouciag
MAaoTiké €idn

Emikivduva ocuoTaTtikd UAIKA

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

TMHMA 4: Métpa mpwTwyv Bonbeiwv

4.1. Nepiypa@n HETPWYV TTPWTWYV Bondeiwv

Eiomrvon
Kapia

Etragn dépparog
Kauia
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Etraegn ota pdatia

=eTAUVETE QUEOWG TTPOOEKTIKA PE VEPO I PIE TO VTOUZ POTIWV.
Kartdmroon

Kauia

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. MPoOoWTTIKEG TTPOPUAGEEIG, TTPOOTATEUTIKOG EOTTAICNOG Kal 81a8IKaCgiEg EKTAKTNG AVAYKNG

evikég TTAnpo@opieg
Agv amrarrouvrar 1Id1aiTepa PETPA.

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

ZKOUTTIOTE PNXAVIKA. XEIPIOPOG TOU GCUGCWPEUHNEVOU TTPOIOVTOG CUN@WVA [E TO KEQPAAQIO dIGBECNG ATTOPPIMKATWVY.

6.4. Napatroutri og GAAa TUAUATA
Ac@alng xprion: BAETTE TuRpa 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 TpoOTACia O& TTUPKAYIEG KAl EKPAEEIG
Aegv gival atrapaitnTa 1810iTEPA TTPOCTAGIAG ATTO TTUPKAYIA.

ZUOTACEIG YIA TN YEVIKA ETTAYYEAUATIKA UYIEIVH
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

EmimrAéov oToixeia
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

7.2. TuvBnkeg ao@aAoug @UAaENG, cupTTEPIAAUBAVOUEVWYV TUXOV OCUUBOATOTATWY
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ATTaITAOEIG VIO XWPOUG atroffkeuong Kal doxeia
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

0Bnyieg yia TNV a1TOoONKEUOT O€ KOIVOXPNOTOUG XWPOUG

Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 8: 'EAeyx0g TnG ékBeang/aToMIKA TTpOoCTACia

8.1. MNapdueTpol eAéyxou

8.2. 'EAgyyol ékBeong

KardAAnAor pnxavikoi éAeyxol
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £§OTTAICNOG

MpooTacia Twv PaATIWV/TOU TTPOCWTTOU
Aev gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

MpooTacia Twv Xepiwv

Katd Tnv gpyacia pe XNUIKEG OUTIEG ETTITPETTETE HOVO N XPION TTPOCTATEUTIKWV YAVTIWV TA OTTOia QEPOUV TO
XapakTnpiopd CE kai Tov TETpawn@Io Kwdiké. ETTIAEETE TTPOCEKTIKA Ta XNUIKA TTPOCTATEUTIKA YAVTIO CUPQWVA PE
TN OUYKEVTPWOTN KAl TV TTOGOTNTA TWV ETTIKIVOUVWY OUGCIWV Kal CUPGWVA PE TO XWPO XPAOoNG Toug. ZuvioTatal va
EVNUEPWOEITE ATTO TWV KATACOKEUQAOTH YIA TNV AVOEKTIKOTATA TWV TTPOAVAPEPOUEVWY TTPOCTATEUTIKWY YAVTIWV

€I0IKAG XPAOEWG.
MpooTacia Tou dépparog

Aegv gival atrapaitnTa 1010iTEPA TTPOANTITIKG YETPA.
AvaTTveEUOTIKN TTPpOCTACIA

Agv gival atrapaitnTa 1I81aiTepa TTPOANTITIKA PETPA.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia TiI BaCIKEG PUOIKES KAl XNHIKEG 1I810TNTES

duoikA KaTdoTaoN: oTePEDS
Xpwua:
Eu@AekTOTNTAO:
YdatodiaAutoTnTa:
AloAutoTnTa 0 dGAAoug SIaAUTEG
O¢ev €xel TTPOadIoPIoHET

Migon aTpwv:

(og 50 °C)

9.2. Aoitrég TAnpo@opieg

MAnpo@opieg OXETIKA PE TIG KAAOEIG QUOIKOU KIVOUVOU
Oeppokpacia autavapAegng

agpia:
O&eIDWTIKES 1810TNTEG

Mn o&eIdwTIKS.

AAAO XOpOKTNPIOTIKA ac@aAeiag
=NpPO UTTOAEIuJA:

AVEQPAPHOOTOG
Ox.

<= 1100 hPa

QAVEQPAPHOOTOG

0,0%

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTidpaoTikOTHTA

E@ooov diac@ahileTal o evOedelyPEVOG TPOTTOG XEIPITPOU Kal atroBAKeUong, SEV GNUEIWVOVTAl ETTIKIVOUVEG

aAvVTIOPACEIG .
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10.2. XnuikA oTa@gpoTNTA

To TTpoidv eival aTabepd, dTav aTToBNKEUETAI O KAVOVIKEG OUVORKES TTEPIBAAAOVTOG.

10.3. MBavoTnTa EMIKIVOUVWY avTIOpdoewy

Aev gival yvwaoTh Kayia emmikivouvn avTidpaon.

10.4. ZuvOKEC TTPOG ATTOQUYIN
Kapia

10.5. Mn ocupBard uAikd
Agv uttdpyxel d1aB£aiun TTAnpoopia.

10.6. Emikiviuva mpoidvra ammooguvleong
Agv gival yvwoTad mIKivouva TTpoiovTa d1doTraong.

TMHMA 11: To§ikoAoyikég TTAnNpo@opieg

11.1. MAnpo@opieg yia Tig TagEIS KIVEUVOU, 0TTwg opifovral oTov kavovioud (EK) api6. 1272/2008

TMHMA 12: OikoAoyikéG TTAnpo@popieg

12.1. To&ikéTNTA

To Trpoidv dev eival: OIkoToEIKO
12.2. AvOekTIKOTNTA KOI IKAVOTNTA ATTodoMnong

TO TTPOIGV dEV BOKIUAOTNKE.
12.3. AuvartéTtnTa BIOCUCOWPEUONG
TO TTPOIOV &gV SOKIUAOTNKE.

12.4. KivnTik4TNnTa 010 £50p0OG
TO TTPOIOV &gV SOKIUAOTNKE.

12.5. AroteAéouara TG aioAéynong ABT kai aAaB

AuTA n ouaia dev Tnpei Ta kKpitpia ABT/aAaB Tou kavoviopoUl REACH, Annex XIlI.

TO TTPOIGV dEV BOKIUACTNKE.
12.6. 1516TNTEG EVEOKPIVIKAG S1aTapaxnig

AuTA n ouaia dev £xel 1810TNTEG EVOOKPIVIKOU BIATAPAKTN YIA UN OTOXEUOUEVOUG OpYavIOHOUG.
12.7. AAAEC OPVNTIKEG EMITITWOEIG

Agev uttdpyxel d1ab€aiun TTAnpoopia.

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

TMHMA 13: ZToixeia OXETIKA ME TN B1d0g0N

13.1. Mé60odol emreepyaoiog ammofARTWY

Emre§epyacia amoBARTWYV
Ai6Beon olpwva Pe TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.

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

TMHMA 14: lNMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagopd dia Enpdg (ADR/RID)

14.1. Ap1Bu6g OHE 1 apiBudég Z0p@wva PE TIG BIOTALEIG HETAQOPAG TO TIPOIOV aAUTO OEV XOPAKTNPIZETAI WG
TOUTOTNTAG: €TIKIVOUVO.
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VITA Zahnfabrik H.Rauter GmbH & Co.KG
AgATio Aedopévwv Ao@alciag
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Emre€epyaotnke oTig: 15.08.2023

14.2. OIKeia ovopagia arooToANG
OHE:
14.3. Tagn/-€1¢ KIvdUvVOU KATA TN

META@OPA:
14.4. Ouada cuoKeuagiag:

VITA VIONIC® DENT DISC
ApIBu6g TTpoidvTog: 3072 Zelida 5 atré 5
ZUPQWVa E TIG DIOTAEEIG HETAPOPAG TO TTPOIOV AUTO eV XapaKTNEIZeTal WG
€TIKivduvo.
JUPQWVa E TIG DIOTAEEIG HETAPOPAG TO TTPOIOV AUTS eV XapaKTNEIZeTal WG
€TIKivduvo.
JUPQWVa WE TIG DIOTAEEIG HETAPOPAG TO TTPOIOV AUTO dev XapaKTNPIZeTal WG
€TIKivduvo.

14.6. E181kéG TTPpO@UAAGEEIC VIa TOV XPOTN

Aev uttdpyxel S1aB£aiun TTAnpoopia.
14.7. QaAdooieC HETAPOPEC XUBNV oUNPWVa E TIC TIPAEelc Tou IMO

QAVEPAPUOOTOG

TMHMA 15: Zto1x€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviopoi/vouolsoia oXeTIKA ME TV 0O@AAEIQ, TV UYEia KAl TO TTEPIBGAAOV YIa TV ougia N TO YEiyUa

E@vikoi kavoviopoi
Kartnyopia kivdUvou yia 1o vepd (D):

15.2. AZioAdynon XNUIKAG ao@AAEING

- - Ox1 BAaBepPO yia To vePO

Aev €xel O1evepynBei aloAdynan XNMIKAG aoPAAEING yia TNV ouaia auTh.

TMHMA 16: Aoitrég TAnpo@opieg

MeTaTpoTtrég

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

AAAa oToIXEIT

O1 TTANpoYopiEG G' aUTO TO EVTUTTO AOPAAEING OVTATTOKPIVOVTAI OTA JETPA ACPAAEIG TOU TTPOIGVTOG, OTTWG aUTA
£XOUV PEXPI TNV NUEPoUnvia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACPAAR XEIPIOPO TOU TTPOIGVTOG TTOU AVA@EPETAI OTIG 0dNYiEg XPATEWS KABWG Kal yia Tnv atrobrkeuon,
emegepyaaoia, yeragopd kai 81d06eorn. O1 TTAnpogopieg dev IGXUOUV yia GAAa TTPOIOVTA. Z€ TTEPITITWON TTPOCONKNG
GAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON ETTECEPYATIOG TOU TTPOIGVTOG, O TTANPOPOPIEG AUTWYV TWV 0dNYIWV
Xpriong &ev utropouyv va PeTagepBouv £Ta1 ATTAG OTO VEO TTPOIOV.
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