Yelida: 1/6
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 23.08.2024 Avabempnon: 23.08.2024
Ap1Budc €xdoong 2 (avtkadiotd v éxdoon 1)

TMHMA 1: IIpocoropiopds ovoioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmokog TpoiovTtog
- Ovopacio Tov Tpoiovrog 6o gumépro: NORITAKE MEISTER FINISH

- AprOpdg mpoidvrog: 834

- Ap1Opovc kataydprong Asv epapuoleton

- 1.2 Zovageig Tpoodiopriopeves ypfoELS TS 0061 1] TOV HEIYHOTOS KO AVTEVOSIKVOONEVES AP OCELS
Agv vtapyovv dAleg S100€01ES GYETIKES TANPOPOPIEC.

- Xpiion Tov vAkov / Tov peiypotog Odovtiatpikd vAKS

- 1.3 Zroyygeio Tov TpounBevT TOL dEATIOV dEBOPEVOV AGQUAETNG
- 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 Ap1Opog TNAEQPOVOL ETELYOVGAS AVAYKNG:
[Greece] ThAépwva Extaxtng Avéaykng: +30 2107793777
3E Company; (UK) 0 800 680 0425 (GB) +44 20 35147487 (AU) +61 2 80363166 *Kuraray Access Code:
334674

TMHMA 2: I1po6o10piopog ETKIVOUVOTNTOG

- 2.1 Ta&wvépnon g ovoiog 1] TOV pEIYNHOTOG

- Ta&wvopnon copgava pe tov kavoviopd (EK) apr8. 1272/2008
To mpoidv dev Ta&vopeital, cOpEmva pe Tov kKovoviopud CLP.

- ZOPTAN pORATIKES ONADCELS
Ta wpoteyvoroyikd mpoidvta 6mmg opiloviat otov kavovicpd (EE) 2017/745 kot to omoia ival exepufoticd
1N XPNOOTOLOVVTAL GE GUECT PVGIKN EXOQEN LE TO avOpdTIVO cdpa, e&atpodvTot arnd Tig dloTaEelg Tov
kavoviopov (EK) aptf. 1272/2008 (CLP/GHS) cuvnBwmg gdv gdvat otnv teAkn katdotacn Kot tpoopiletot
Yo Tov TEMKO ¥pNoT).

- 2.2 Xrovyeio eTikéTog

- Emonpaven cOpeova pe tov kavoviepé (EK) apr. 1272/2008 cknintet
- Elkovoypappata Kivovvou ekmintel

- IlpogwdomomTikn AéEN exmintel

- ANAOGELS EMKIVOVVOTNTUG EKTITTEL

- 2.3 A)hotr Kivovvor

- Amoteréopata g a&oroynong ABT kot aAaB

- ABT: Mn ypno1Homomcipo

- aAoB: Mn ypnoyomotcipo

TMHMA 3: XOvOeon/minpo@opies Yo T0. GVOTUTIKE

- 3.2 Meiypata
- Mleprypagpn: Metypa amotehodpevo amd o akolovBwg avapepdueva cTotyeio. pe akivouveg avapeilels.

- EmKivOuva 606 TOTIKG: EKTITTEL
- AM\0. 6VGTOTIKG:

Kepapuxég tveg

Emo&u pntivn

GR —
(ovvéyelo ot celida 2)
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TMHMA 4: Métpa tpotov fondeiov

- 4.1 Meprypagn péTpov TPpOTOV fondeidv

- Meta and siomvon: Anopoitntog o Kabapog aépuc, o€ TEPINTMOT EVOYANGEMV KUAEGTE YIOTPO.

- Meta and emagn pe to déppa: ['evikd to mpoidv dev epebilet To dépua

- netd amod emopi] pe To paTo:
No thdvete To PATIo e ovoLyTa To. PAEQOPO KATM 0Td TPEYOVLEVO VEPO Y10, APKETT OPOL.

- petd amo katdmoon: Edv dtapkodv ot evoyAnoels supfovievteite yorpo.

4.2 TNRovTIKOTEPO COUTTORATO KO EMOPAGELS, AUEGES 1] NETUYEVECTEPES
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

4.3 ’EvoiEn 0m010.601|T0TE OTOITOOPEVIIS GUECNS LATPIKIG PPOVTIOUS Kau £101KG Oepameiog
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa y10 TNV KOTOTOAEPN 61 TG TUPKOYLAG

- 5.1 MMvpooPestika péca,
- KatdAiinio mtopooPeotikd péco.
CO2, mupocPeotiki] okOVN N ektivagn vepov vynAng micons. KatamoAiépunon mupkaids peydimv dlootdoemv
pe extivaén vepod vymAng mtieong N e appd avOEKTIKO GTO OVOTVELLAL.
Ta pétpa KotacsPEécems ™G QOTIAS evapuovilovTat e To TEPIKEILEVA.
- 5.2 Ewdikoi kivouvor mov TpokvmTovy amd TNy 0vsia 1| 1o peiypa
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
- 5.3 ZvoTdcsis 1o Toug TUPOoSPETTES
- E101k0¢ mpootatenTikog eEomhopds: Agv anartovvtot wiaitepa pHETpaL.

TMHMA 6: Métpo. o€ TepinTmon akoV6LuS EKAVOG

- 6.1 IIpocomkéc TPoPLAAEELS, TPOSTATEVTIKOG EEOTAIOROC KO OLUOIKAGIES EKTAKTNG UVAYKNG
BAéne ke 8.
- 6.2 Tleprparhovrikég mpouiaiels: Aev amartodvrol 101K PETPA.
- 6.3 Mé00001 Ko VAIKG Yo TEPLopIopd Kot Kabapiopd:
[Tepropiote v expon, PdAte to petd oe Eva katdAinio doxeio. Elaylotonomote v dnpovpylio okovng.
Mnv 10 yOvete otV amoyétevon N enttpénete va e16EADEL o€ vOATAYM®YOVC.
Amoppoonote 1| ckovmicTe T0 VAKO kot piEte to o€ éva doyeio amoppiudtov. EEacearicte Tov eEaepiopd.
Noa ypnotponoteite katdAinia péoa aropuxng npootaciog (MAIL).
- 6.4 Ilopamopni] og Ao Tppoto
[TAnpopopieg yia Tov ciyovpo yeptopd PAéne kepdiato 7.
[TAnpogopieg yio Tov aTopKd TPooTaTeLTIKd eE0TMGO Bpeite 6TO KeQAAOLO 8.
[TAnpopopieg yio v evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@urdaers Yo aoc@ai] YE1pLopno
Amo@evyete enapn Le TO dEPUA Kot LE T paTio. Mnv katomivete. No ano@gvyete Ty dnuiovpyio cKovng.
Mnv avanvéete okovn/kamvo/aépto/opiyAn/atpnods/onpét.

- Odnyieg Y10 TOV TPOTO TPOGTUGINS KUTA TG TVPKUIGS Kot EkpnEng: Aev amouteitor Ayn KOV PETP@V.

- 7.2 ZovOnikeg a6@aioVs QUAAENS, copmepriapfavopévev Tuyov acvoppatoTiTOV
- AmoOnkevon:
- ATOUTIGELS Y10 TOVG Y DPOVS 00O Kkevens Kot Tovg Teprékteg Kopia dkn a&ioon.
- Ynodeiteg cvvamoOikevong: dev amatteiton
- Mlepartépo dNrdces Y1a TOVS 6povg amodKeEVONG:
No dtatnpeitar o€ KaAd KAelGpEVO doygio.

No npootatederal omd ) (Eotn Kot TV dpeon nidpacn Tov HALoV.
(cuvéyeln ot ogkida 3)
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Noa amofnkedetar o€ Oeppokpacio nepipdirovtog

- 7.3 E1dwki] Tehkn] yprjon 1 yp1josig Agv givar d100€o1pueg GAAES GYETIKEG TTATPOPOPIES.

TMHMA 8: Eleyyog tnc ék0eonc/atopikn) tpoctacio

- 8.1 IMapdapetpor eréyyov

- Z0OTATIKG 6ToLYEl0 pe 0poBeTIKES TINES BPOPOVOES TOV TOTO EPYUGIAS KOL TOV 0QEIAOVY VO

EMTNPOVVTUL

To mpoidv dev TEPIEXEL ONLOVTIKEG TOGOTITEG OVGLMY TOV OPOPOVV TNV EPYOCia Kot TOL T Opla LTV Ba

énpene va EAEYYovTOL.
- Zopmin popoTtikéc vrodsiteic:

Zav Bdon xpnoorombnkav ot 1yHoVTES KATAAOYOL TOV {GYLOV KATE TNV TOPAYOYT|.

- 8.2 "E)eyyor ék0gong

- Katahinhor pnyavikoi éheyyor Kapio dGAAn cootaon, fAEne kepdiato 7.
- METpa aTOpIKIG TPOGTAGINGS, OTTMS ATORIKOS TPOGTATEVTIKOG EEO0TAMOPNOG

- IIpooTaGio TOV OVOTVEVGTIK®V 00MV ZUVIGTATOL 1] XPTOT) TPOGTATEVTIKNG LACKAS.

- IIpootacio TV xeprodV

To vAIKO TV yovTidv Bo Tpéret va, givar pn dlomepatd Kot avOeKTIKO EVOvTL TOL TPOIOVTOG / TOV VAIKOD / TOV

TOPACKEVAGLLATOG.

AOY® PN Tpoypatomoinomg SoKI®Y dgv umopel vo tpoTtabel kaveéva DAKO YovTIdVY yio, To Tpoidv / to

TOPOCKEVAGHLOL / TO YNLUKO pelypa.

EmiiéEte To vAIKO TOV YovTiod Aapfdvovtag v dyn toug xpovoug diEhevong, To Pabud dtamepatdHTNTAG KO

v vofaduion.
- YAIKO yovTiodv

H gmloyn tov KotdAAniov yavtiov dev e€optdtat Lovov amd 10 VAKS, aAAd Kot To EMTAEOV YOPOKTNPLOTIKA
TOLOTNTOG, TO. OTOlR SLOPEPOVY AVAROYO LLE TOV KOTACKELOGTN. Enedn to mpoidv eivar otnv ovoia Eva
TAPOUCKEVACHLO TTOV ATOTEAEITOL OO TEPLOGATEPA GCLOTOTIKG dgv pmopel va eEaxpPwbel n avBekTikdnTo TOL

VAKOV KOTOOKELNS TOV YovTIOV Kot Oa Ttpénet va gleyyBovv pv and ) xpnon.

- XpOvog 01€i60V61g TOV VAIKOV YUVTLAV

O axpPng xpovog S1EAEVONG OVAKOVAVETAL OO TOV KOTOCKELOOTH TV TPOGTATEVTIKMV YOVTIAV Kol Oa

MPEMEL VAL TNPELTOL TAVTOTE.

- TIpoctacia TOV patidv / Tov Tpocdmov [IpoctatevTikd yuaAld.

TMHMA 9: ®vokég Kot ynuIKEG 1010TNTES

9.1 Zroygeio Yo TG PacIKES QUOIKEG KO YNIKES 1OLOTITES

- T'evikég minpogopieg
- DVOIKI| KOTAGTOOT
‘Xpopa:

-Oopn:

- Impeio éemc/onpeio mEewg:

- Xnpeio LEoeme N apykd onueio (éoemg ko
neproyn LEoemg

- EvplextotnTa

* AVOTOTO KOl KATOTOTO 0pLo ekpn&ipotnrog

- KOTOTEPA:

S AVATEPO:

- Xnpeio avagreing:

- Ogppokpacio avtavapreing

- @gppokpocio amrocvvieong:

-pH

oteped

KOOTOVO

UTAE

KOKKLVO

doopo

Mn ypNGUYLOTOM GO

un kabopiopévo
To vAKO dgv givorl EDPAEKTO

Agv 1oyvel.

Agv 1oy0el.

Mn ypNGUYLOTOM GO
Agv 1oyvet.

Agv 1oyvel.

Mn kaBopiopévo.

(ovvéyelo ot celida 4)
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- Kinpotiko 1Eooeg Mn xpnGYLOTOMW GO
- AvwAvtéTnTo
- VEPO: adtrlvto
- LOVTELEGTIG KATAVOPNG GE N-OKTUVOLY)/VEPO
(AoyoprOpuci] Tipn) Agv gpappoletor.
- Téaon atpav Mn xpnoLoTOmGIHo
- TIvkvétyra o5 20 °C: 2,5 g/em?
- IIvkvéTnTa aTp@V Mn ypNGUYLOTOM GO
* X0pUKTNPLOTIKA CONATIOI®V Mn kabopiopévo.
9.2 Aoutég minpogopisg
- IIAnpo@opics oYETIKA pE TIG KAAGELS PUOIKOD
Kivovvou
- Ekpnktikd To mpoidv dev evéyet kivouvo Ekpnéng.
- EYplekta aépro eKminTEL
- Agpolvpata eKmintel
- OEedoTIKG aépra eKTnTEL
- Aépro. 16 migon EKTIMTEL
- Ev@hekta vypd eKminTEL
- EV@lekta oteped eKminTel
- Avtevepyég ovoisg Kot peiypata eKminTEL
- TIvpoopkd vypd EKTIMTEL
- TIvpoopkd oteped eKTinTEL
- Avto0eppovopeveg oveieg KoL peiypata eKmintel
- Ovoieg KoL pelypato Tov EKADOUY EDPAEKTO 0EPL.
O€ EMOQPT NE TO VEPO EKTIMTEL
- O&ad Tk vypa eKminTEL
- OEadmTIKG 6TEPEG eKminTel
- Opyovikd vrepoeioin eKTmTEL
- Ovoieg kKo peiypoto wov opovy SLUPPOTIKA EvavTl
TOV PETALAOV eKminTel
- ATevaio0nTomompéva EKPNKTIKG/PElYPaTo Kol
TPOIOVTU IE EKPNKTIKA eKTinTEL

TMHMA 10: XtaBgpotTo Kol 0vTIOPaoTIKOTNTO

-10.1 Avtdpactikétnre Acv drotibevrar dAleg oyeTikéc TANPOPOpiES.
-10.2 Xnpuki] otebepédtnTo

Kapia emkivovvn avtidpaon dtav yeipiletar kot oamodnkedeTol cOUP®VO LE TIC SUTAEELS.
-10.3 IMBavoTNTO EMKIVOLVOV avTIOpace®VY Agy gival yvoot) Kopia eTkivouvn avtidpaon.
- 10.4 XovOnkeg pog amo@uyn Aegv dwtiBeviat GAAES OYETIKEG TANPOPOPIES.
- 10.5 Mn coppatd vikd: Aev SwotiBevion dAleg oyeTikég TANpopopies.
-10.6 Emkivovve ntpoidvta amocvvleong: Movoleidio kot d10&gido tov dvBpaka.

TMHMA 11: To&ixkoloyikég TAnpo@opieg

- 11.1 ITAnpogopics 1o Tig TAEEIS KivovVOL, 6Tms opiloviar otov kKavoviepé (EK) aprf. 1272/2008
- O&gia To&ikotnTa Baoet tov dwobéoipumv dedopévav, ta kprtipla TaEvopnong dev TAnpovvTaL.
- Avappoon kon gpediopoc Tov dEppaTog
Bdoet tov Stabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- Zofapn opBarpikn BraPn/epedropdg
Bdoetl tov Sabéoipov dedopévmv, To Kptthpla Ta&vounong dev TANPovVIaL.

(ovvéyelo ot ceXida 5)
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- EvanoOntomoinon tov avemrvevotikod 1| evaicOnTomoinoen Tov déppatog

Bdoet tov dabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANpovvVIaL.
- MeTadho&loyéveon) YEVVIITIKAOV KVTTAP®V

Bdoet tov S10béoipmv dedopévmv, Ta kprtipla TaEvounong dev TANpovvIaL.
- Kapxwvoyéveon Baoel tov dwobéoiov dedopévmv, ta kprrnpla ta&vopnong dev minpodvol.
- To&wkétnTa otV averTapaymy]

Bdoetl tov Sabéoipwv dedopévmv, To KpLTipla Ta&vounong dev TANPovVIaL.
- Evun to&ikotnta ota 6pyava-ctoyovs (STOT) - epamat ékbBeon

Bdoet tov dabéoipmv dedopévmv, To Kpttipla Ta&vounong oev TANpovvIaL.
- Ewduen to&ikotnta 6ta 0pyava-ctoyovg (STOT) - emaverinpuuévny ékbeon

Bdoetl tov Sabéoipmv dedopévmv, Ta kprtipla Ta&tvounong dev TANpovvIaL.
- Enucivouvotnta avappoenong

Bdoetl tov Stabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- 11.2 ITAnpo@opics y1a GArhovg TOTOVG EMKIVOVVOTNTOG

- 1010TNTEG EVOOKPIVIKIG OLUTAPUYNGS

Kavéva omd cuoTaTikd ototyeia dev mepiéxeton ot Alota

TMHMA 12: Owkoroyikég TANpo@opies

-12.1 To&wétnTa
- Ydatwki] ToSukdtnra: Agv dwtiBeviar AAAES OYETIKEG TANPOPOPIES.
12.2 AvOeKTIKOTNTO KOn iIKavOTNTA 0modopunong Asv Swtibevion dAdec oxeTIKEG TANPOPOPIES.
- 12.3 AvvatétnTo Brocucodpevong Asv SwtiBevion AAES GXETIKEG TANPOPOPIES.
- 12.4 KivnrikotnTta 670 £d09og Aev datifeviol GAleg oyeTikég mANpOPOpPiES.
-12.5 Anoteréopata g a&loroynons ABT ko aAaB
- ABT: Mn ypnoyLomomaotpo
- aAoB: Mn ypnoylonomcipo
- 12.6 1616TNTEG EVOOKPIVIKIG OLUTAPAYNGS
To mpoidv dev TePEEL OVGIES LE WOOTNTEG TOL SLATAUPACCOVY TO EVOOKPLVIKO GUGTILLO.
- 12.7 AAreS 0pVNTIKES EMATAOCELS
- Ilepatépo owkohoyikég evdsitears:
- Tevikég 0onyieg: ['evikd dev etvan emkivovvo yia 1o vepo.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gon

-13.1 M£00dor eneepyacioc amofrntmv
- Zvotaon: Mikpdtepeg mocdTeS LTopovv va amoteBodv péca ota Kové amoppippota

- AKG@OapTeS ovoKevaoies:
- XooTaon:
To mepifinpa (cvokevacio) emPaiietor va anoppintetor COLE®VA LE TOV KavOVIoUO Ttepl TePPANUATOV.

TMHMA 14: [IAinpo@opies 6YETIKA PE TN PETAPOPE.

- 14.1 AprOpég OHE 1 ap@pdc tavtodTnTag
-ADR, ADN, IMDG, IATA EKTMTEL

- 14.2 Oweia ovopaosia arostoric OHE
-ADR, ADN, IMDG, IATA EKTMTEL

(ovvéyelo ot ceXida 6)
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- 14.3 Ta&n/-e1¢ Kivdovvov KaTd TN pETOQPOPa

-ADR, ADN, IMDG, IATA
- KAMdon EKTIMTEL

- 14.4 Opaoda 6VoKEVAGIOG

- ADR, ADN, IMDG, IATA exminTel
- 14.5 IleprfarrovTikoi Kivovvor: Aev €ygl epappoym
- 14.6 E1d1kég mpo@ura&erg yia tov yp1otn Agv €yel epappoyn
- 14.7 @ordooreg neTa@OPEG JVONV COUPMOVE PE TIS

npagerg Tov IMO Agv &xet epoppoyn
- UN "Model Regulation': eKminTel

TMHMA 15: X1ouygio vopoOeTiko0 yopaKTipa

- 15.1 Kavovicpoi/vopoOBeoia oyetikd pe Tnv ac@aieia, Ty vyeio ko to zepifdriov yro tnv oveia 1 to
peiypa

- Odnyia 94/33/EC:
Ba mpénel va dideTon TPoooyn GTOV YPNGLLOTOLOVV 0VTd TO TPOTHV ATopa KAT® TV 18 eTdVv.

- AmoBgpatiké 94/85/EEC: Aev dwatiBevtot ahreg oyetiég TAnpoopiec.

- Katovopalopeves emkivovveg ovoies - IAPAPTHMA I Agv mapatifeton kavéva and Ta GUGTOTIKA.

- Kavoviopoo (EE) ap10. 649/2012

Kavéva omd cuoTaTikd ototyeia dev mepiéyetot ot Alota

- Kavoviepog (EK) aprf. 273/2004 wepi TV TPOSPOU®OV 0VGIAV TOV VEPKOTIKOV
KavéVe, oamd cLGTOTIKG GTot Eln Ogv TTEpLE ETOL 0T AloTal

- Kavoviopéo (EK) apr0. 111/2005 oyetikd pe ) 0¢omon kKavovey yia Ty Topokorovdnon tov
ENTOPIOV TPOIPOUMV 0VGLOV VUPKAOTIKAV netadv g Kowdtnrag kot tpitav yopov

KavEVa omd cLCTOTIKG GTotXEln Oev TTEpLE eTaL oTN AloTal

- KANONIZMOZX (EE) 2024/590 y10. T\ 006ieS 1OV KATAOTPEPOLY T1) 0TI GO0 TOV 6L0VTOG
Kavéva and cvotaTikd ototyein dev mepiEyetan otn Alota
- 15.2 A&ohoynon kg ac@aierag: H a&ohdynon ymukne acedieiog dev mpaypotonodnke.

TMHMA 16: Aowég TAnpogopieg

Avtég o1 INAdoelg facifovtal 6To oNUEPIVO EMIMESO TOV YVOGEDY UG, OEV ATOTEAOVV EYYOT|ON YA TIG
OOTNTEG TOV TPOIOVTIMV OVTE ALTIOAOYOLV TN dNLovPYict CUUPATIKAV VITOYPEDCEWDV.

To mapdv deAtio dedopévav aceareiog cuppopedvetal pe tov kavoviouod (EK) apd. 1907/2006 , Apbpo 31
omg tpomomomOnke and tov kavovioud (EE) 2020/878.

- Ta&wvopnon copgava pe tov kavoviopd (EK) apr8. 1272/2008
H TAEINOMHZH TOY MEII'MATOZX BAXIZETAI OYZIAXTIKA XTH ME®OAO YIIOAOT'IEMOY ME
XPHZH TON XTOIXEIQN YAIKOY XYM®OONA ME TON KANONIZMO (EE) 1272/2008.

- Tovtpuosig kan apktikorego: ELINCS: European List of Notified Chemical Substances

- * Tpomomompuéva otoryeio 6 oyéon pe Ty wponyovuevy £kdoon
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