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Agltio dedopnEVOV acPaAEiag
oopgova pe 1o 1907/2006/EK, ApBpo 31

Hpepounvia ektdnwong: 03.03.2023 Ap1Budc éxdoong 1 AvaBempnon: 03.03.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoidvrog 1o gumopro: NORITAKE MAGIC FORMER

- AprOpdg mpoidvrog: 1000-MF

- Ap1Opovc KaTayOPLoNg UN (PNCLLLOTOUCLLO

- 1.2 Zovageig Tpoodopriopeves ypoELS TS 0VGING 1] TOV HEIYHATOS KO AVTEVOEIKVVONEVES YPNCELS
Agv vtapyovv dAleg S100€011LES GYETIKES TANPOPOPIEC.

- Xpno1n 100 vAkov / Tov peiypatog Bonntikod yo kotaokewur) 060vTiaTtpikig mopoeAdvig

- 1.3 Zroyyeio Tov tpopunBgvT TOL dgATiOV dEdOPEVOV AGPUAETNS
- IlpopnOevmig:
Kuraray Europe GmbH
Philipp-Reis-Str. 4,
65795 Hattersheim am Main
Germany
Phone:+49 (0)69 305 35835
E-mail: dental.eu@kuraray.com
- Mapoyn minpogoprav: ITpoundevtrg
- 1.4 Ap1Opég THAEQAOVOL ETELYOVGAS UVAYKNG:
(UK ) 0800 680 0425
(GB) +44 20 35147487
(AU ) +61 2 80363166
* 3E Company
* Kuraray Access Code:334674

TMHMA 2: I1po6o10p1topog ETKIVOUVOTNTOG

2.1 Ta&wopnon g oveiog 1| TOV peEiypnoTog
- Ta&wvopnon copeave pe tov kavoviopd (EK) aprf. 1272/2008
To mpoidv dev Ta&vopeital, cOppmva pe tov kavovioud CLP.

- 2.2 Zrovygeia eTwkéTog

- Emonpaven cdpeova pe tov kavoviopd (EK) apr0. 1272/2008 cknintet
- Elkovoypappata Kivdvuvou exmintel

- IIpogrdomowtikn AEEN exmintel

- ANADGELS EMKIVOVVOTNTOG EKTINTEL

- 2.3 A)hot Kivovvor

- Amoteréopata g a&oroynong ABT ko aAaB

- ABT: Mn ypnoyomomaotpo

- AAaB: Mn ypnoylonomciyo

TMHMA 3: ZOvOeon/mtinpo@opies Yo T0 GVGTUTIKA

- 3.2 Meiypata
- Mleprypagn: Meiypa amotehodpevo amd to akolovbwg avapepdpeva ototyeio. pe akivovveg avapeileis.

- Emkivouva oveTatTiKa: eKTTinTel
- AMM0 GUGTOTIKG:
Nepo
[ToAvpepég pe Baom to axpvAkd o0&y

TMHMA 4: Métpa npatov fondsiov

4.1 Heprypagn pérpov tpoOTOV fondardv

- Tevikég 0dnyieg: Aev amartovvot e151KG HETPO.

- Metd and sienvor): Anapaitntog o kabapog aépog, oe TePInT®ON EVOYANGEDY KAAESTE Y1ATPO.
- Meta and emaen pe to déppa: I'evikd to mpoidv dev epebilet o dépua

(ovvéyelo ot celida 2)
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netd amod emopr) pe To paTio:

No mAovete To patio pe avorytd to, BAEQUPO. KAT® 0o TPEYOVIEVO VEPO Y10, PKETH MPOL.
- peTd amd katdmoon: Edv dwapkodv ot evoyAnoelg supfovievteite yorpo.
4.2 ZNROvVTIKOTEPD COUTTOUATO, KO EMOPAGELS, AUECES 1] NETOYEVECTEPES

Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
4.3 "Evo<iEn 0m010.601)T0TE 0TOITOVPEVIIG GUECNS LATPIKNG PPOVTIOUS Kan £101K1G Oepameiag

Agv drotiBevton GALEG GYETIKEG TANPOPOPIES.

TMHMA 5: Métpa 710 TNV KOTOTOAEPN 61 TG TUPKOYLASG

- 5.1 MMvpooPestika péca,
- Katahnho rvpoosPeotikd péca. To vikd dev avapAéyetat.
- 5.2 Eldkoi kivouvol mov mpoKvaTouy 06 TNy 0vsia 1| To peiypa
Agv drotiBevton GALEG OYETIKEG TANPOPOPIES.
- 5.3 Zvotdosis 1o Toug TUPOSPETTES
- E101k0¢ TpootatenTikog eEomhopdc: Agv amartovvtot wiaitepa pétpa.

TMHMA 6: Métpo o€ TepinTtmon aKov6Lug EKAVOG

- 6.1 IIpocomkég TPoPLAAEELS, TPOSTATEVTIKOG EEOTAIGROC KO OLUOIKAGIES EKTAKTNG UVAYKNG
BAéne kepdhato 8.
- 6.2 Tleprfadrhovrikég mpoPUAGEEIS: ApardveTal e TOAD vepo.
6.3 M£00d0o1 kKo VAMIKG Yo TEpLropiopd Kot Kabapiopd:
TUAAEYETOL e GLVIETIKA DAMKE VYP@OV. (GpLpo, evaroBécelc TuporiBov, GUVIETIKA 0EEMV, GUVOETIKE YEVIKMG,
TPLOVOCKOVN).
- 6.4 ITlopamopni og Ao TppoTo
Agv anghevBepdvetar Kaptio emkiduvn ovoia.
[TAnpopopieg yia Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpoeopieg yia Tov aTopkd TpootatevTikd eEomMopd Ppeite 6To Ke@AAoto 8.
[TAnpoeopieg yio v evamoBétnon PAéne kepdiawo 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 TIpo@ura&ers Yo as@ain yepiopd Asv anoteitor va Aafete Wiaitepo pétpa.
- OdNyigg Y10 TOV TPOTO TPOGTUGINS KUTA TG TVPKUIdS Kot EkpnEng: Aev amouteitor Ayn KOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs QUAAENS, copmepriapavopévev Tuyov acvoppfatoTiTOV

- AmoOnkevon:

- ATOLTIGELS Y10 TOVG (DPOVS 00O KeVeNS Kot Tovg Teprékteg Kopio 1dkn a&ioon.

- Yrodeigerg cvvamoOikevong: dev amatteiton

- Tlepartépo dNhdosis Yo Tovg dpovg amodikevong: Na amodnkevetar oe Oeprokpacio neptPaiiovtog
- 7.3 Ewdwki) telkn gprion 1 gpnoeis Acv eivor d1abéoipeg GAAeS oxeTIKEG TANPOPOPIES.

TMHMA 8: 'Eleyyog g ék0eong/atopkn) npootocia

- 8.1 Hapaperpor eréyyov

- ZVOTUTIKG 6TOL(EL0 e 0P0OETIKES TINES BPOPOVOES TOV TOTO EPYOGIAS KOL TOV 0PEIAOVY VO
EMTIPOVVTUL
To mpoidv dev TePIEEL ONUOVTIKES TOGOTITEG OVGLOV OV APOPOVV TNV EPYOCi KoL TOL T OPle VTAV Ba
énpemne va e EYyovToL.

- ZopumAn popaTikég vodsifeis:
Zav Bdon ypnoorodnkay ot 1yHovTeg KATAAOYOL TOV {GYVOV KATAE TNV TOPY®YT|.

- 8.2 "Eleyyor ék0gong
- Katahinhor pnyavikoi éheyyor Kapio GAAn cootaon, fAEne kepdAato 7.

(ovvéyelo ot celida 3)
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- MéTpa aTopIKig TPOOTOGINS, 6TTMS UTONIKOS TPOSTATEVTIKOS EE0TAMGIOG
- Tevikd pétpo TPpooTaciag Kol VYIEVNG:
[Ipocoyn ota VEOAOUTO TPOGTATEVTIKA LETPOL OGOV APOPEL TO YEPIGUO YNUKDV TPOIOVI®V.
- TIpo6Tacia TOV OVATVEVGTIKAV 00V Agv givon amapaitnTo
- IIpootacio TV yepLdV
To VA6 TV yovTidv Bo tpénet va eivar pn Stomepatd Kot avOeKTIKO EVOVTL TOL TPOIOVTOG / TOV VAIKOV / TOV
TOPOCKEVAGHLOTOGC.
AdY® pn TpayHOTOTOINoNG SOKIUOVY OV UTOpEl VoL TPoTabEl KOvEVO LMK YAVTIAV Yo TO TPoidV / T0
TOPOUCKEDACHO / TO YNKO HEtypLaL.
EmuiéEte To vAIKO TOV YovTioh Aapfdvovtag v 6yn Toug povoug diElevuong, To Pabpd damepatOHTNTAG Kot
v vofdduion.
- YAIKO yavTiodv
H enloyn tov kotdAAnAiov yavtiov dev e&optdrat povov amd 10 VAIKO, aAAd Kot T0 EXTAEOV YOPOKTIPIOTIKA
TOLOTNTOG, T, OTTOI0 SLOPEPOVY AVAAOYA LLE TOV KOTOOKELOOTN. Enedn to mpoidv eivatl oty ovoia Eva
TOPOUCKEDOCLLO TTOV ATOTEAELTOL QIO TEPIOGOTEPO GLGTOTIKG dgv pmopel va e&akpiPwbel n avBektikdmTo TOL
VAIKOD KOTOGKEVTG TOV YOVTI®V Kot Oo tpénet va gleyyBovv mpv amnd ) xpnon.
- Xpovog 81£i68V61G TOV VAIKOD YOVTIAV
O axppng xpovog d1éAeVoNG OVAKOVAVETUL OO TOV KOTOOCKELOOTH TV TPOGTATEVTIKMV YOVTIAV Kot Oa

TPEMEL VAL TNPELTOL TAVTOTE.

- Ilpoctacio TOV paTI®V / ToV TPpos®dmov [IpocsTaTevTiKd YyuaAld.

TMHMA 9: ®vokéc Kot ynuIkES 1010TNTES

9.1 Zrovygeio Yo TS PUSIKES PUVOIKEG KL (NMIKES 1OLOTITES

- Tevikég minpoopisg

- DVoKI| KOTAGTOO

‘Xpopa:

-Oopn:

- Impeio éemc/onpeio mEewg:

- Empeio {Eoemg 1] apykod onueio (Eoems ko
neproyn Léoemg

- EvphektotTnTo

* AVOTOTO KOl KATOTATO 6p1o ekpnéipndtnrog

T KOTOTEPA:

S OVOTEPA:

- Xnpeio avagretng:

- @gppokpocio avaPritemg:

- Ogppokpacio awocvvleong:

-pH

- IE@oec:

- Kivnpotiko 1E®oeg

- duvopkn:

- AvwAvtéTnTo

- vepo:

- ZOVTELEGTIG KATAVOPNG GE N-OKTUVOLY/VEPO
(AoyoprOpuci] Tipn)

- Taon atpav

- TIvkvOTNTO KOV1] GYETIKI] TUKVOTNTO

- IIvkvétyta o€ 20 °C:

- LYETIKI TUKVOTNTO

- IIvkvétnTa aTp@v

- LYETIKI] TUKVOTNTO OTRAOV

Yypd

dypopo

doco

un kabopiopévo

un kabopiopévo

To VAo dev givatl eDPAEKTO

Mn kaBopiopévo.
Mn kaBopiopévo.

un kabopiopévo

Mn kabopiopévo.
Mn kaBopiopévo.
Mn kaBopiopévo.

un kabopiopévo

Mn kaBopiopévo.
Mn kaBopiopévo.

OLVOLLLELYVOETOL €V PEPEL

Mn kabopiopévo.
Mn kaBopiopévo.

1,0 g/cm?

Mn kaBopiopévo.
Mn kaBopiopévo.

Not determined

(ovvéyelo ot celida 4)
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9.2 Aoutég mAnpogopies
“Oyn:
Mopeiy: vypod
- ZNROVTIKEG TANPOPOPIES Y10 TV TPOGTAGIN TNG
vyeiog Kot Tov nepfdrlovroc, aArd Ko TNV
ac@aieia.
- Expnrrukég 1o6tnreg: Agv voictotol Kivouvog exkpi&ems Tov TpoidvTog.
- MeTafol) TG KaTdoTAGNC.
- Xmpeio/evpog paraxvvong
- OEa1dmTIKEG 1010TNTES: un kabopiopévo
- PuOpég eEartpong Mn koBopiopévo.
- OEedTIKG aépra eKminTEL
- Aépro. v7é migon EKTIMTEL
- Ev@phekta vypd eKTinTEL
- Ev@lekta oteped eKminTel
- AvTtevepyég ovoisg Kot peiypata eKminTEL
- TIvpoopkd vypd EKTTIMTEL
- IIupo@opikd oteped eKminTel
- Avto0Oeppovopeveg ovoisg Kol peiypata eKminTEL
- Ovoieg KoL pPelypato Tov EKADOUY EDPAEKTO 0EPL
GE EMOPT] NE TO VEPO EKTTMTEL
- O&admTiKdG vypa eKmintel
- OEadoTIKG 6TEPEG eKminTEL
- Opyovika vrepoeiorn eKminTEL
- Ovoieg ko peiypoto 700 0povy SLUPPOTIKA EvavTl
TOV PETAAA®OV eKminTEL
- ATEVOI60NTOTOMNEVE EKPNKTIKG/PEYPROTA KoL
TPOIOVTU IE EKPNKTIKA eKTinTEL

TMHMA 10: XtaBgpotTo Kol 0vTIOPOoTIKOTNTO

-10.1 Avtwdpacstikétnre Acv drotibevrar dAleg oyeTikéc TANPOPOPIES.
-10.2 Xnpuc] ota0epétnTo
- Ogppikn} amwosvvleon / 'Opol wov pémer va. amo@evyovTan:
Agv anocvvtifetar av 1 amobnkevor Kot 0 YEPIoUOS TOL YIVETAL KOVOVIKA.
-10.3 IIBavétyTe eMIKivOUVOV avTIdpdcemv Agv gival yvoot Kopio enkivovvn avtidpaon.
- 10.4 ZovOnkeg mpog amo@uyn Agv dtatifevron GAreg oxeTkég TANPOQPOpPIES.
-10.5 Mn cvpPatd vika: Asv Swtibevion AAES GYETIKEG TANPOPOPIES.
-10.6 Emkivévvae ntpoiovra amocvvlesng: Movoleidio kot d10&gidto tov GvOpaka.

TMHMA 11: To&ikoloyikég TANpoQopies

- 11.1 ITAnpogopics Yo Tig TAEEIS KIvoUVOL, 6Tms opilovtar otov Kavoviené (EK) aprf. 1272/2008
- Oeia To&uotnTa Baoel tov dwwbéoyov dedopévmv, ta kprrnplo ta&vopnong dev minpodvrat.
- AvaBpoon ko gpediopdg Tov déppaTog
Bdoet tov dabécimv dedopévmv, To Kpttipla Ta&vounong dev TANpovVIaL.
- ZoPap 0Baipiki Prapn/epedropidg
Bdoet tov dabéciumv dedopévmv, To Kptripla Ta&vounong 0ev TANpovvVIaL.
- EvaneOntomoinon tov avorvevuotikod 1 evaicdntomoinoen Tov déppatog
Bdoet tov dabéciuov dedopévev, Ta kptripla Ta&tvounong dev TANpovvIaL.
- Metairhalloyéveon YEVVIITIKOV KVTTAPp®V
Bdoet tov dabécipov dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.

- Kapxwoyéveon Baoel tov Stobéoiuov dedopévov, ta kpiripla ta&vounons dev TAnpodval.
(ovvéyelo ot celida 5)
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- To&ikétnTo otV avaTapaymy)

Bdoet tov dabéciumv dedopévmv, To KpLripla Ta&vounong 0ev TANPovVIaL.
- Educn to&ikotnta ota opyava-ctoyovs (STOT) - epamal ékBeon

Bdoet tov dtabéciov dedopévev, Ta kptripla Ta&tvounong dev TANpovvIaL.
- Edw to&ikdtnra oto opyava-otoyovg (STOT) - eraverinupévn ékOgon

Bdoet tov dabécipov dedopévev, To Kpttipla Ta&vounong dev TANPovVIaL.
- Emucivdvvétnta avappoéenong

Bdoet tov d1a0écimv dedopévmv, To KpLtipla Ta&vounong dev TANpovVIaL.
- 11.2 TIAnpo@opies 1o GALOVG TOTOVG EMKIVOVVOTITOG

- 1916TNTEG EVOOKPIVIKIG OLUTUPUYNS

Kavéva amd cLCTOTIKG oTot Eln dev TTepLEyeTal ot AloTa

TMHMA 12: Oworoyikég TANPOPOPIES

-12.1 To&wotnTa
- Yootwi] To&ikotnta: Agv datiBevral GAAec oyeTiKéG TANPOQOPIES.
- 12.2 AvOEKTIKOTNTO Kon IKavOTNTA 0modopunong Asv Swtibevion dAAES GYETIKEG TANPOPOPIES.
-12.3 AvvatétnTo frocucodpevong Aegv dwatiBeviot AAAES GYETIKEG TATPOPOPIES.
- 12.4 Kivnrikotnto 610 £8a9og Aev datifevior GALeg oyeTikég TANpoPOpieS.
-12.5 Anoteréopata g aStohéynons ABT ko aAaB
- ABT: Mn ypnoipomomcipo
- AAaB: Mn ypnoiporomoio
- 12.6 1016TNTEG EVOOKPIVIKIG OLUTUPUYNS
To mpoidv dev TePIEEL OVOIES E WOIOTNTEG TTOL SLTUPACCOVY TO EVOOKPIVIKO GUGTILLO.
- 12.7 Ahreg apVNTIKES EMATAOGCELS
- Tlepantépo okoroyikég evoeiters:
- Tevikég 0dnyieg: ['evikd dev etvon emkivovvo yia 1o vepo.

TMHMA 13: Xtoyyeio oyetikd pe 11 6140gom

-13.1 M£00dor emetepyacios amofrntmv
- Xvotacn: Mikpdtepeg mocoOTTES LITOpOLV Vo aotedovv pésa oTa Kovd amoppippato

- AKGO0pTES CVOKEVAGIES:
- Xvotaon: H evandfeon npémet va yiveral cOpQ®va pe TiG enionpeg odnyiec.

TMHMA 14: ITAnpo@opieg 6YETIKA pe TN NETAPOPA

- 14.1 Ap1Opoéc OHE 1 apOpoc tavtoéTnTac
-ADR, ADN, IMDG, IATA eKTinTEL

- 14.2 Oweio ovopaosia arostoric OHE
-ADR, ADN, IMDG, IATA eKTinTEL

- 14.3 Ta&n/-e1g Kivovvov Katd ™ petagopa

-ADR, ADN, IMDG, IATA
- KAaom eKmintel

- 14.4 Opada cvokevaciog
-ADR, IMDG, IATA EKTIMTEL

- 14.5 TeprparrovTikoi kivovvor:
- @ordoorog Pvravtiig: Oxn

(ovvéyelo ot ceXida 6)
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- 14.6 E1dwkéc mpo@ura&erg yia tov ypnotn Agev €xetl epappoym
- 14.7 Q@ordcoireg HETAPOPEG JVONV CORPMOVA IE TIG

npagerg Tov IMO Agv €yet epappoyn
- UN "Model Regulation"': eKminTEL

TMHMA 15: Xtoyyeio vopodetikov yopaxtipo

- 15.1 Kavovicpoi/vopoOecio oyeTikd pe TNV 06QAAELN, TV VYEIX KO TO TEPIPALAOV VIO TNV OVGIA 1] TO
peiypa

- Oonyia 94/33/EC:
®a mpémel va SISETOL TPOCOYN OTOV YPTGLLOTOLOVV 0VTO TO TPOTOV ATOMO KAT® TV 18 eTdVv.

- AmoBepatiké 94/85/EEC: Aev datifevtatl aAleg oyetikég TAnpopopiec.

- A&loAdynon MUK G A6PAAELNG

- Katovopalopeveg emkivovveg ovoies - IAPAPTHMA 1 Agv mopatifetonl kavéva and To GUGTOTIKA.
- Kavoviopoo (EE) ap10. 649/2012

- Kavoviepog (EK) aprf. 273/2004 epi TV TPOdPOR®OV 0VGIAV TOV VEPKOTIKOV

Kavéva, omd cLGTOTIKG oTot Eln Oev TTepLE ETaL 0T AloTa

- Kavoviopéo (EK) apr0. 111/2005 oyetikd pe ) 0¢omon kKavovey yia Ty Topokorovdnon tov
ENTOPIOV TPOIPOUMV 0VGLOV VOPKOTIKAV pnetadd g Kowdmrag kot Tpitav yopov

KavEva amd cLCTOTIKG oTot Eln dev TTepLEyeTaL 0T AloTa
- 15.2 A&oroynon ynpuuknig ac@arerac: H a&oAdynon ynutkng ao@Aarelos dev TpoyLoTomomOnke.

TMHMA 16: Aowtég TAnpo@opieg

Avtég o1 dnhdoelg Pacifovtatl 6To oNUEPIVO EMIMESO TOV YVAOGEDV LG, OV ATOTEAOVV EYYINON YO TIG
WOLOTNTEG TOV TPOIOVTMV OVTE AUTIOAOYOVV TN OMLLoVPYic CULPATIKMV VITOYPEDCEWDV.

- Tovrpuiosig ko apktikorego: ELINCS: European List of Notified Chemical Substances




