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

VITA Polish Hybrid
Emre€epyaotnke oTig: 21.07.2022 ApIBu6g TTpoidvTog: 3065 2eNida 1 atrd 6

TMHMA 1: AvayvwpioTiKOG KwBIKOG ouaiag/peiyuaTog Kal ETalpeiag/emixeipnong

1.1. AvayvwpIoTIKOG KWOIKOG TTP0oiovTog
VITA Polish Hybrid

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

Aev cuvicTwvTal XpAOEIG OE
Agev uttdpyxel d1ab€aiun TTAnpoopia.

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:
1.4. Ap1Budg TnAE@WVoU +49-(0)761-19240

€TeEiyoucag avaykng:

TMHMA 2: NMpoodi1opICUOG ETIKIVOUVOTNTAG

2.1. Ta&ivounon TnG ougiag N TOU PEIYUATOG

AuTo TO peiypa de BewpeiTal ETTIKIVOUVO cUP@wva pe Tov kavovioud (EK) apiB. 1272/2008 [CLP].
2.2. FToiX€ia EMIOAPAVONG

2.3. AAAoi Kiviuvol
O1 ouaieg aTo piypa dev TAnpouv Ta kpitApia ABT/aAaB Bdogl REACH, Mapdptnua XIll.

TMHMA 3: Z0v0eon/TTAnpoPOopPiEg YIO T CUCTATIKA

3.2. Meiyuyara
Emikivduva cuoTaTtikd UAIKA

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

TMHMA 4: Métpa mpwTwyv BonBeiwv

4.1. Nepiypa@n TwV PETPWYV TTPWTWYV Bonbeiwv

levikég utTodEISEIG
Aev atrairouvTal IdIQiTEPA PETPA.

Eiomrvon
E€aopaAioTte kaBapod aépa.
Etraepn dépparog
>€ €peBIOUOUG TOU OEPPATOG ETTIOKEQPTEITE £vav yIOTPO.
& TEPITTITWAON ETTAPNG KE TO déPUA, TTAUBEITE AUETWGS e APBOVO vEPO Kal GaTToUVI.
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Etraegn ota pdatia
=eTAUVETE QUECWG TTPOCEKTIKA WE VEPO 1) PE TO VTOUL PATIWV.
>¢ epiTTTWOon £peBIoPoU TWV PaTIWV ¢nNTrOoTE T BoriBeia o@BaApiaTpou.
Kartdmroon
ZemAUvETE QUECWG TO OTOUA Kal TTIEITE APOoVOo vePOD.
¢ TePITTTWON au@IBoAiag f €av EUEAvVICTOUV CUUTITWHATA avadnTeioTe 1aTpIKA BonBecia.

4.2. InUavTIKOTEPA CUUTITWHATO KAl ETMISPACEIS, AUECES ) METAYEVESTEPES
HEXPI OTIVUAG AYVWOTN CUPTITwUATOAOYIa.

4.3. 'Evdei€n orolaodATITOTE ATTAITOUNEVNG ANECNC IATPIKAG @POVTIdAC Kal £181KNG BepaTreiag
Bepartreia oUP@EWVA PE TN CUUTTITWHATOAOYIA. .

TMHMA 5: Métpa yia TV KATATTOAEUNON TNG TTUPKAYIAG

5.1. MupooBeoTIKA péca

KatdAAnAa TTupooBeoTikd péoa
To mpoidv dev gival el@AekTO. [pooapuoyr Twv PETPWYV TTUPOCRECNG AvaAOYwG TNV TTEPIOXH.

5.2. E151koi KivBuvol TTou TTpOoKUTITOUV a1rd TNV OUgid 1 To PEiyua
O¢eppIKn dIACTTACT WTTOPET va TTPOKAAETE! EAEUBEPWON EPEBICTIKWV QEPiIWV Kal avaBUUIAoEWVY.

5.3. ZUOTAOEIC VIO TOUG TTUPOORBECTEG
Aev gival atrapaitnTa IBICITEPA TTPOOTACIAG OTTO TTUPKAYIA.

TMHMA 6: MéTpa yia TRV QVTIMETWITION TUXAiag éKAuong

6.1. MpoowWTTIKEC TTPOPUAGEEIC, TTPOOTATEUTIKOG E€0TTAICHOG Kal S1a8IKATiEg EKTAKTNG AVAYKNG

levikég TAnpo@opieg
Trpnon emapkoug agpiopou.

6.2. MepiIBaAAOVTIKEG TTPOQUAGEEIS
Aegv gival atrapaitnTa 1810iTEPA HETPA TTPOCTACIAG TOU TTEPIBAAAOVTOG.

6.3. MéBodo1 Kal UAIKA yia TTEPIoPIoUS Kal KaBapioud

AAAeg TANnpoPopicg
ZKOUTTIOTE PNXAVIKA.

6.4. Mapatroutrn o€ GAAA TUAPATA
Ac@aAng xprion: BAETTe TuAUa 7
Atopikn TTpooTaacia: BAETTE TUAUa 8
AiaBeon: BAETTE TUAPG 13

TMHMA 7: Xeipiopo6g Kal atrofnkeuon

7.1. NMNpo@uAdéeig yia ao@aln XEIPIOUO

Ymodeieig yia ao@aAn XEIPIOuo6
>€ TEPITTITWON XEIPICPOU O€ AVOIXTO PHEPOG, KATA duvaTdTNTA XPronN £E0TTAICHOU YE EVOWUATWHEVO UCTNUA
amoppoPnong.

0dnyieg yia TNV TPOOTACIA O TTUPKAYIEG KOl EKPASEIS
Agv gival atrapaitnTa 1810iTEPA TTPOCTAGIAC ATTO TTUPKAYIA.

7.2. TuvBnkeg ao@aAouc @UAAENG, cupTTEPIAAUBAVOUEVWYV TUXOV 0OUUBIRAOTWY KATAOTACEWV

ATTaITAOEIG YIa XWpPOUGg atrobnkeuong Kai Soxeia
AlatnpeioTte o€ dpoaepd, KaAG e€agpIfOPEVO XWPO.

7.3. E181kA TeAIKA Xpon N XPNOEIS

MNa epIoadTePeS TTANPOPOPIES, TTAPOAKAAEIOOE OTTWG ETTIOKEPOEITE TNV 1I0TOCEAIDQ POG.
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https://www.vita-zahnfabrik.com/ Mpocé€Te TIg 0dnyieg xprong.

TMHMA 8: ‘EAeyxog Tng éKBeoNnNg/aTOMIKN TTPOCTACIN

8.1. MNapdueTpol eAéyxou

ZurAnpwpaTtikég Todeigeig Oplakég TINEG
Méxpl oTiyunG Ogv opiaTNKaV Ol €BVIKEG OPIAKEG TIMEG.

8.2. 'EAgyyol ékBsong

KatdAAnAol pnxavikoi éAgyxol
BAétTe THAMA 7. Agv Bewpeital atrapaitnTn N AqWn emMTTPO0BETWY PETPWV.
MéTpa aTOMIKAG TTPOCTACING, OTTWG OTOMIKOG TIPOCTATEUTIKOG £SOTTAICHOG
MpooTacia TwvV PaATIWV/TOU TTPOCWITTOU
XpPNOIYOTIOIEITE CUOKEUR TTPOCTACIAG PATIWV/TTPOTWITTOU.
MpooTacia Twv XepIwWV
Na @opdTe TTPOCTATEUTIKA YAVTIAL.
MpooTtacia Tou dépparog
MAUOveTe Ta XEpia TTpiv Ta SlaAgiypaTa Kal Katd To TEAOG TNG EpYACiag PE TO TTPOIOV.
AvaTTVEUOTIKN TTPpOCTACIA

>& TEPITTTWON XEIPICPOU O€ AVOIXTO PHEPOG, KATA duvaTdTNTa XPron £E0TTAICHOU YE EVOWUATWHEVO UCTNUA
amoppoPnong.

‘EAeyxo1 repiBaAAovTiKNAG €kBeong
MPo@UAGETE aTTO TNV €I0PON OTO ATTOXETEUTIKO OUOTNUA 1 OTO Uypd TTEPIBAAAOVY.

TMHMA 9: ®uoikég Kal XNMIKEG 1I816TNTEG

9.1. Zroixeia yia Ti BaCIKEG PUOIKES KAl XNHIKESG 1I810TNTES

duoikA KaTdoTaoN: oTePedg
Xpwya: 1WOEG
Oopn: aoopo
MAnpo@opieg yia Tig HETABOAES TNG PUOIKAG KATAOTAONG
Znueio TEewg/onueio TTAEEWG: dev €xel TTPoadIopIabei
nueio (€oewg N apxIkd onueio (EoEwg Kal AVEQAPUOOTOG
TEPIOXN (E0EWG:
Znueio avagAegng: AVEQPAPHOOTOG
Eu@AekTOTNTO
oTepedG/uypo: QaVEQAPUOOTOG
agpia: AVEQPAPHOOTOG

EKpnNKTIKEG 18160TNTEG
Mn €KPNKTIKG oUpwva pe EE A.14

KatwTtepo épio ékpnéng: AVEQPAPHOOTOG
AvwTePO 6pI0 €KPNENG: QaVEQAPUOOTOG
O¢eppokpacia autavagAegng: dev €xel TTPoadIopIadEi
Oepuokpaoio autava@Aegng

oTeped: QaVEQAPUOOTOG
O¢epuokpaaia amoouvBeong: Oev £xel TTpoadlopIoBei
Auvapiko 1IEWOEG: dev €xel TTPoadIopIabei
Kivnuariko 1§wdeg: Oev £xel TTPoodIopIoOEi
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Xpbvog pong:
YdarodiahuTtéTnTa:

AlaAutéTnTa 0 dAAOUG Si1aAUTEG

AVEPAPPOOTOG
Mieon atpwv:
MukvoTnTa:
SXETIKA TTUKVOTNTA OTHWV:
9.2. AAM\eg TTANpo@oOpiEg

AAAa XOpPOKTNPIOTIKA ac@algiag

TaxutnTa €€ATUIONG:
EmitrAéov oToixeia

Agv utt@pyouv diabéoipa oToixeia

ave@AapPooTog

O¢ev £xel TTPpoodlopIoOEi

O¢ev £xel TTpoodlopIoOEi
dev €xel TTPoadIopIaOEi
QAVEQPAPHOOTOG

QAVEQPAPHOOTOG

TMHMA 10: Z1a0gpdTNTA KAI AVTISPACTIKOTNTA

10.1. AvTiIdpaoTIKOTNTA

E@doov diacalieTal o evOedelyUEVOg TPOTTOG XEIPIOUOU Kal aTToBrKeEUaNG, SEV ONUEIVOVTAI ETTIKIVOUVEG

avTIOPACEIS .
10.2. Xnuikn oTaBepdTnTa

To TTpoidV gival xnuIkE aTaBePO UTTO TIG CUVIOCTWHEVEG CUVOAKEG aTroBrKeUoNG, XProng Kal Bepuokpaciag.

10.3. MBavoTnTA EMIKIVOUVWY avTISpAdoEWY

Aev gival yvwaoTh Kayia emmikivduvn avTidpaon.

10.4. ZUVvOAKEC TTPOC ATTOPUYHV

Aev atrairouvTal IdIQiTEPA PETPA.

10.5. Mn cupBard uAikda

Agv amrarrouvrar 1Id1aiTeEpa PETPQ.

10.6. Emikivduva Tpoidvra arroouvlsong

Aev gival yvwoTad IKivouva TTpoiovTa 81doTraong.

TMHMA 11: To§ikoAoyikég TTANpo@oOpieg

11.1. MAnpo@opieg yia Tig TAgEIS KIVEUVOU, OTTwg opifovral oTov kavovioud (EK) api6. 1272/2008

Ogua TogIkOTNTA

Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounong dev TTAnpouvTal

EpeBioTiki kai SiafpwTikn dpdon

Bdoel Twv dlaBéaipwy dedopévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal

EvaioOnrotroinTikn dpdon

Bdaoel Twv d1abéoipwy dedopévwy, Ta KPITAPIa Tagivounong dev TAnpouvTal

Kapkivoyévog, petaAAagioyévog, ToSIki yia TNV avatrapaywyn dpdon
Bdaoel Twv d1abéoipwy dedopévwy, Ta KPITAPIa Tagivounong dev TAnpouvTal

E1d1kf} To§iIkéTnTa OTA 6pYyava-oToxoug (STOT) - epdtras ékBeon
Bdoel Twv diaBéaipwy dedopévwy, Ta KPITAPIa Tagivounong dev TTAnpouvTal

Ei1dikA To§Ik6TNTa 0T 6pyava-oToxoug (STOT) - eravelAnupévn ékBeon
Bdaoel Twv S1abéoigwy dedouévwy, Ta KPITAPIA Tagivéunang dev TTAnpouvTal

TOSIKOTNTA AvappoPNoNg

Bdaoel Twv S1abéoipwy dedouévwy, Ta KPITAPIa Tagivéunong dev TAnpouvTal

Ap1Bu6¢ avabewpnong: 1
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AAAa oToIXEiT
TO TTPOIGV deV SOKINACTNKE. TO CUUTTEPACUA TNG avaQOPAG BYNKE ATTO TO XAPAKTNPIOTIKA TWV GUCTATIKWV.

TMHMA 12: OikoAoyikéG TTANpO@oOpieg

12.1. To&ikéTNTA

Agv uttdpyouv aToixeia diaBéoiua yia To peiypa.
12.2. AvOeKTIKOTNTA KOl IKAVOTNTA A1Todo6uNnong

Agev utTTdpyouv oToixeia dIaBETIua yia TO PEiYHa.

12.3. AuvatoTnTta BIoCUCOoWPEUCNS

Kappia évdeign yia 1o duvapiké BIooucowpeUongG.

12.4. KivnTikéTnTa 010 £50¢p0G
Aev uttdpyxel O1aB£aiun TTAnpoopia.

12.5. AmroteAéopara Tng agioAéynong ABT kai aAaB

O1 ouaieg aTo piypa dev TAnpouv Ta kpithpia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
O1 ouaieg aTo piypa dev TAnpouv Ta kpithpia ABT/aAaB Bdoel REACH, Mapdptnua Xlll.
12.6. 1616TnTEC EVOOKPIVIKAG S1aTapaxAg
AuTté TO TTPOIOV BEV TTEPIEXEI KATTOIO OUCIHA PE 1IB1OTNTEG EVOOKPIVIKOU SIAaTAPAKTN YIO U OTOXEUOHEVOUG
opyaviopoUg kaBwg Kavéva auoTaTiké dev TTANPOI Ta KPITAPIA.
Aev uttdpyxel 1aB£aiun TTAnpoopia.
12.7. AAAeG SUOEVEIG EMTITWOEIS
Aev uttdpyxel d1abEaiun TTAnpoopia.

AAAa oToIXEiT
TO TTPOIOV dEV BOKIUACTNKE.
To ouuTrépacpa TNG avag@opdag BynRKe atrd T XAPAKTNPIOTIKA TWV CUCTATIKWY.
Mnv a@rivete To TTPOIOV va €IGBAAAEI GTO TTEPIBAAAOV XWPig EAEyXO.

TMHMA 13: ZToixeia oXETIKA pE TN B1d0g0N

13.1. Mé60&o1 Siaxeipiong arofARTWYV

Emre§epyaoia amoBARTWV
Ai6Beon olpwva Pe TIG TTPOdIAYPAPES TWV APUOdIWY UTTNPECIWV.
Mmropei va atmmote@pwBei padi e Ta oikKiakd atroppigpata utrd TNV TAPNoN Twv dIaTdewy Kal JETE atrd dIGAOYOo JE
TNV UTTNPECia B1IABEaNG ATTOPPIUPATWY KAl TWV APUOBIWY UTTNPECIWV.

Emefepyacia akd@apTwyv amoBAATWY CUCKEUAOIWYV KOl CUVICTWHEVA ATTOPPUTTAVTIKA
XEeIPIOTEITE TIG JOAUOUEVEG OUOKEUATIEG OTTWG TO TTPOIOV.

TMHMA 14: lMAnpo@opieg OXETIKA PE TN METAPOPG

MeTagopd dia §npdg (ADR/RID)
AMAAeg oxeTikéG TTAnpoPopieg (MeTagpopd Sia §npdg)
ZUpQwva PE TIG BIOTAEEIG HETAPOPAG TO TIPOIOV aAUTO BEV XAPAKTNPICETAI WG ETTIKIVOUVO.
OaAdooia petagopd (IMDG)
AMAeg oxeTikéG TTANpOPOpPieg (OaAdoaia peTagopd)
ZUPQWVA WE TIG DIOTAEEIG JETAPOPAG TO TTPOIOV AUTO eV XapPaKTNEIZeTal WG ETTIKIVOUVO.
AgpoTtropikn petagopd (ICAO-TI/IATA-DGR)
AAAeg oxeTIKEG TTANPOPOPiES (AEPOTTOPIKA METAPOPA)
ZUPQWVA JE TIG DIOTAEEIG PETAPOPAG TO TIPOIOV aUTS dEV XAPOAKTNPIZETAI WG ETTIKIVOUVO.
14.5. NepiBaAAovTiKoi Kiviuvol

EMIKINAYNO I'A TO MNMEPIBAAAON: Oxi
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14.7. OQaAdooieg HETAPOPESG XUBNV ocUUPWVa PE TIC TPAgelig Tou IMO
AVEPAPUOOTOG

TMHMA 15: ZT1o1X€i0 VOMOOETIKOU XOPAKTHPA

15.1. Kavoviouoi/vouo8saia oXeTIKA Y€ TNV 00QAAEIQ, TNV UYEia Kal TO TTEPIBAAAOV yIa TNV OUCia | TO PEiyHa

ZToIXEia OXETIKA ME TIG KAVOVIOTIKEG Silatdgeig EE

2010/75/EE (VOC): AVEQPAPHOOTOG
2004/42/EK (VOC): AVEQPAPHOOTOG

E@vikoi kavoviopoi

Kartnyopia kivduvou yia 1o vepd (D): - - Ox1 BAaBepO yia 1O vePO
EmimrAéov oTolxeia

Kavovioudg (EK) Ap. 1005/2009 yia TiG oudieg TTou KataaTpEéPouv Tn oTIBAda Tou 6JoVToG avEQAEPUOOTOG
KANONIZMOZ (EK) 850/2004 [POP] avepdpuooTog

Kavoviopog (EE) apiB. 649/2012 tou EupwTraikou koivofBouAiou kal Tou GUUBOUAIOU OXETIKG HE TIG EEAYWYEG Kal
EI0AYWYEG ETTIKIVOUVWV XNUIKWV TTPOIOVTWY aveEQPAPUOOTOG

TMHMA 16: AAAeg TTANpoO@OpiEg

AAAa oToIXEiO
O1 TTANPOPOPIEG C' AUTO TO EVTUTTO AOPAAEING OVTATTOKPIVOVTAI OTA HETPA ACPAAEIOG TOU TTPOIGVTOG, OTTWG aUTA
EXOUV PEXPI TNV NUEPoUnvia evnuépwaong Tou eviutrou. O1 TTANpo@opieg oag deivouv onueia avapopdg yia Tov
ACPAAN XEIPIOPS TOU TTPOIGVTOG TTOU aVA@EPETAIl OTIG 0dNnYieg XPATEWS KABWG Kal yia Thv atroBrkeuon,
emegepyaoia, yetagopd kai d1dBeorn. O1 TTAnpogopieg dev IGXUOUV yia GAAD TTPOIOVTA. € TTEPITITWON TTPOOBHKNG
GAAWV UNIKWV OTO TTPOIOV I O€ TTEPITITWON £TTECEPYATIOG TOU TTPOIGVTOG, O TTANPOYOPIEG AUTWYV TWV 0dNYIWV
xprong &ev ptropouv va PeTagepBoUv £T01 aTTAG GTO VEO TTPOIdV. MAVO yia eTTayyEAUATIEG XPrOTEG.

(Ta dedopéva Twv eMIKIVOUVWY OUCTATIKWY UAIKWV TTapaAnebnkav KG6e popd oTnv eKAaToTE ICXUOUOA TeEAsUTaI
oTd0un TWV avrioToiYwv QUAAWY OTOIXEIWV aOPAAEias TWV aQpXIKWY TTapaywywy.)
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