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

Hpepounvia ektdnwong: 15.03.2023 Ap1Budc éxdoong 2 AvabBempnon: 15.03.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoidvrog 6to gumépro: CERABIEN ZR : Powder Type

- AprOpdg mpoidvrog: 824

- Ap1Opovc KaTayMPLoNg UN (PNCLLLOTOU|CLLO

- 1.2 Zovageic Tpoodoprlopeves ypoELS TS 0VGINGS 1] TOV HEIYHATOS KO AVTEVOEIKVVOIEVES AP CELS
Agv vtapyovv dAleg S100€011LES GYETIKES TANPOPOPIEC.

- Xpiion Tov vAko¥ / Tov peiypatog OdovTiaTpikn Topcserdvn

- 1.3 Zroyygeio Tov tpopunBgvT TOL dEATIOV 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.

- ZOPTAN pOPATIKES ONADCELS
Ta wrpoteyvoroyikd mpoidvta 6mmg opiloviat otov kavovicud (EE) 2017/745 ko to onoia givan enepfotikd
1N XPNOOTOLOVVTAL GE GUEST PVGIKN ETOPN LE TO avOpdTIvo cdpa, e&atpodvTotl amnd Tig dlotdEelg Tov
kavoviopov (EK) apf. 1272/2008 (CLP/GHS) cuvifwg €dv dvor otnv teAkn katdotacn Kot tpoopiletol
Yo ToV TEMKO XpNoT).

- 2.2 Zrovyeio eTikéTOg

- Emonpaven cdpeova pe tov kavoviepé (EK) apr0. 1272/2008 cknintet
- Eikovoypappota Kivdvuvou ekmintel

- IlpogwdomomTikn AéEN ekmintel

- ANAOGELS EMKIVOVVOTNTUG EKTITTEL

- 2.3 AMhot Kivouvor Anovpyio oKOVIG.

- Amoteréopata g a&oroynong ABT ko aAaB

- ABT: Mn ypno1Homomcipo

- AAaB: Mn ypnoiporomoio

TMHMA 3: ZOvOeon/mtinpo@opics Yo T0 GVGTUTIKE

- 3.2 Meiypata
- Mleprypagn: Metypa amotehodpevo amd o akolovBwg avapepdeva ototyeio. pe akivouveg avapeiZets.

- EMKIvOUVa 6VGTOTIKG: EKTITTEL
- AM\0. 6VGTOTIKG:
IMval apythomuprticol kKokiov
XpooTikég ovoieg
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TMHMA 4: Métpa tpatov fondeiov

- 4.1 Meprypagn pETPOV TPOTOV fondeidv
- Tevikég 0dnyieg: Aev amartovvton e0Kd pHETpa.
- MeTd and giemvor): Anapaitntog o kafapog aépog, GE TEPINTMOT EVOYANCEDY KOAESTE Y1ATPO.
- Metd and emagn pe to déppa: ['evikd to mpoidv dev epebilet o dépua
* NETA 0o EMOPN) NE TO PATIOE
Noa mAdverte ta partia pe avolytd ta PAEPapa kKdtw and TpeyoVevo vepd Yo apKeTH OPO.
- peTa and karamwoon: Edv dwapkolv ot evoyincelg cupovievteite yorpo.
4.2 TNROvVTIKOTEPE CUUTTAONATE KOL EMOPACELS, AUECES 1] NETAYEVECTEPES
Agv drotiBevton GALEG GYETIKEG TANPOPOPIES.
4.3 "Evoi&n 0mo10.601)T0TE 0TOITOOPUEVIIG GUEGNS LATPIKIG PPOVTIOUS Kaon £101KI|G Ogpameiog
Agv drotiBevton GALeG oYETIKEG TANPOPOPIES.

TMHMA 5: Métpoa. Y10 TNV KOTOTOAEPN G TG TUPKOYLAS

5.1 ITvpocPeotika péoca
- KatdAnra mopoosPeotika péca. To vikd dev avapréyetat.
- 5.2 E1d1koi Kivouvol 1oy TpoKvATOUY 0T6 TV 0V6id 1] TO peiypa
Agv drotiBevton GALEG OYETIKEG TANPOPOPIES.
- 5.3 ZuoTtdcsis Y10 Toug TUPOSPESTES
- E1d1k6¢ mpootatevTikdg eEomhopog: Agv amottovvion Wiaitepa PETPA.

TMHMA 6: Métpo o€ TepinTmon aKoVGLOS EKAVGTG

- 6.1 IIpocomKES TPOPLAGEELS, TPOGTATEVTIKOG EEOTAIGUOC KO OLUIIKAGIES EKTAKTIG UVAYKNG
BAéne kepdhato 8.
- 6.2 Ieprparhovtikég Tpo@uragers: Agv amartovvral 01K LETPO.
6.3 M£00d01 Kot VAIKE Y10 TEPLOPIONO KO KAOUPLoRO: ZUAAEYOVTOL PNYOVIKGL.
- 6.4 Ilapamopm) og GAro TUNRATA
Agv anehevBepivetar Kapio emkidvuvn ovcia.
[TAnpopopieg yio Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpogopieg yio Tov 0TopKd TPOSTATEVTIKO E0TMGO Ppeite 6TO KEQAAOLO 8.
[TAnpoeopieg yio v evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@UAGEELS Y10, 0GQAAY] YEIPLONLO
Amogevyete va dnpovpyndel oovn.
Dpovticte Yo Tov KOAO eEneptopd/anoppdPNoN TOL 0EPA GTO TOTO EPYOTIOC.
- OdNyigg Y10 TOV TPOTO TPOGTUGING KUTA TG TUPKOIdS Kot EkpnEng: Aev amarteitor Aqyn eBKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs pOAAENS, copmeprAapavopévev Ty oV acvppaToTiTOV

- AmoOnkevon:

- ATOLTI|GELS Y10 TOVG YDPOLS 0modkeveng Ko Tovg Teptékteg Kapia e1dkn a&imon.

- Yrodeiterg cvvamoOikevong: dev amarteiton

- Ilgpatépo® dnrdceis Yo Tovg 6povg amodikevong: No amodnkevetat og Beppokpacio meptBAAAOVTOG
- 7.3 Ewdwki) Telkn yprjon 1 ypioeis Aev givon d100éoipeg GAAES GYETIKEG TANPOPOPIES.
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TMHMA 8: Eleyyog tnc ék0gonc/atopkn tpoctacio

- 8.1 Mapaperpor eréyyov

- LVOTOTIKA 0TOLYEL0 NE 0POOETIKES TINES LPOPOVOES TOV TOTO EPYOCIOS KOL TOV 0PEIAOVY VO,
EMTNPOVVTOL:
To Tpoidv dev TEPIEXEL ONUOVTIKEG TOGOTITEG OVGLAOV TOV OPOPOVV TNV EPYOCIH KL TOV T OPLa LTAOV Ba
Enpene va EAEYYOVTOL.

- Zopmin popotikéc vroodsitaic:
Tav Baon ypnoipomodnkay ot 1oyHovTEG KATAAOYOL TOV {GYVAV KOTA TNV TOPOY®YT|.

- 8.2 "E)eyyor ék0gong

- Katdlinhor pnyavikoi £leyyor Kopio GAAn ocvotaon, PAéne kepdioto 7.

- M£Tpa aTOpIKNG TPOOTUGINS, OTTMS UTOPUIKOS TPOSTATEVTIKOS EE0TAMGOG

- Tevika pétpa mpootaciog kot vyiewvig: Na pnv avomvéete oKOvn/ovabupdcels/ekvep®LOTL.

- IIpocTacio TOV OVATVEVGTIKAV 00OV
INo odvtoun N pukpn exidpovvon va Yp1NCUYLOTOLEITE AVOTVEVGTIKT GUOKELT [LE GIATPO, Yio Evovn 1
TOPOTETOAUEVT EKOEGT TPOOTAUTEVTIKT OVATVEVGTIKT] GLGKELT aveEapTNTa TOL TEPPAALOVTOG 0P

- IIpootacio TV reprodv Asv givar amapaitro.

- YAIKO yovTiodv
H emloyn tov KotdAAnAov yavtiov dev e€optdrar Lovov and 1o VAKS, ahAd Kot T ETTAEOV YOPOKTIPLOTIKA
TOLOTNTOG, TO. OTOl SLOPEPOVYV AVAOYO LLE TOV KOTACKELOOTN. Enedn to mpoidv eivar otnv ovoia Eva
TOPACKEVACLLO TOV ATOTEAEITOL A0 TEPLOGATEPA CLGTUTIKE dgv pmopet va eEakpPwbel n avBekTikdnTO TOV
VAKOV KOTOOKELTG TOV YovTIOV Kot Ba Ttpémet va eleyyBovv pv amd ™ xpnon.

- XpOvog 01ei00V61g TOV VAIKOV YOVTLAV
O axpPng xpovog SLEAEVONG CVAKOVAVETUL OO TOV KOTOOKELOOTH TV TPOGTATEVTIKMV YOVTIAV Kol Oa
TPEMEL VAL TNPELTOL TAVTOTE.

- TIpoctacia TOV patidV / Tov Tpocdmov [IpoctatevTikd YVaALd.

TMHMA 9: ®vokéc Kot ynuIkES 1010TNTES

9.1 Zroyygio Yo TS PaSIKES QUVOIKEG KO YNUIKES 1OLOTITES

- T'evikég mAnpoopieg

- DVOKI KOTAGTOOT oteped

‘Xpopa: YPOUOTIGUEVO
-Oopiy: doopo

~'Opro oopngc: Mn kaBopiopévo.

- Xnpeio éemc/onpeio mEemg:

- Xnpeio {Eoeme N apykd onueio (éoemg Ko
neproyn (éocmg

- EvplektoTnra

“ AVOTOTO KOl KATOTATO 6pro ekpnéipdtnrag

- KOTOTEPO:

S AVATEPO:

- Xmpeio avaeireéng:

- Ogppokpocio avarifeng:

- Ogppokpoocio amrocvvheong:

-pH

- IEmoeg:

- Kivnpotiko 1E®oeg

- OUVOLPLKT:

- AvdvtotnTa

“vepo:

- LOVTEALEOTIG KATAVOUN|G GE N-OKTUVOLY/VEPD
(RoyaprOpikn Tyun))

- Taon atpov

un kabopiopévo

un kabopiopévo

To vAo dev givar eDPAeKTO

Mn kaBopiopévo.
Mn kaBopiopévo.
un kabopiopévo

Mn kaBopiopévo.

Mn kaBopiopévo.
un kabopiopévo
un kabopiopévo
un kabopiopévo
un kabopiopévo

adtdivto

un kabopiopévo
un kabopiopévo

(ovvéyelo ot celida 4)
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- TIukvOTNTO KOV GYETIKT TUKVOTNTO
- TTvkvétyTa: un kabopiopévo
- LYETIKI] TUKVOTNTO un kabopiopévo
- IIvkvéTnTa aTp@V un kabopiopévo
- X0pUKTNPLOTIKA CONATIOI®V Mn kabopiopévo.
9.2 Aoutég minpogopisg
“Oyn:
- Mopoij: TovdpaL
- ZNROVTIKEG TANPOPOPIES Y10 TV TPOCTAGIA TG
vyeiog kot Tov Tepfdirovrog, oAld Ko TNV
ac@aireia.
- Ekpnkrkég 1o6tnreg: Agv voiototon Kivouvog exkpii&ems Tov TpoidvTog.
- MeTaforn g KaTdoTaGNC.
- PuOpég e€atpong un kabopiopévo
- O oTiKa aépra EKTIMTEL
- Aépuo v migom eKminTel
- Ev@plekta vypd eKminTEL
- Ev@lekta oteped eKminTEL
- Avtevepyég ovoigg Kol pelypata EKTTMTEL
- IIvpogopkd vypa eKminTEL
- IIvpo@opikd oteped eKminTEL
- AvTo0gppavopeveg 0VGisg KoL peiypaTa eKTinTEL
- Ovoieg Ko peiypoTo Tov EKADOVY EVPAEKTA AEPLO.
o€ EMO.P NE TO vEPD eKminTEL
- O&ad Tk vypa eKmintel
- OEedOTIKG 6TEPEG eKminTEL
- Opyavikd vepoleionn EKTIMTEL
- Ovoieg ko peiypota Tov opovv dfpaTikd Evavtt
TOV PETALA®OV eKminTel
- ATEVOI60NTOTOMNEVE EKPNKTIKG/PEYPOTH KoL
TPOIOVTA PE EKPNKTIKA EKTINTEL

TMHMA 10: Xta0gpoTTo KOl 0VTIOPOCTIKOTTO

-10.1 Avtdpastikétnre Agv Srotibevtar dAleg oyeTIKEC TANPOPOPIES.
-10.2 Xnuwkn otabepdtnra
- Ogppikn} amocvveon / 'Opot wov pémer va amopevyovTan:
Agv amocvvtifetat av 1 amobfkevon Kot 0 YEPIoUOC TOL YIVETAL KAVOVIKA.
- 10.3 IMMBavoTTe EMKIVOLVOV avTIdpacemv Agv gival yvoot Kopio emkivovvn avtidpaon.
- 10.4 XovOnkeg mpog amo@uyn Aegv dwtiBevion dGAAES oYETIKEG TANPOPOPIES.
-10.5 Mn cvppatd vika: Asv Swotibevion GAAES GYETIKEG TAPOPOPIES.
- 10.6 Emkivovva mpoiévra amosvvleong: kapio

TMHMA 11: To&ikoloyikég TAnpopopies

- 11.1 IIAnpo@opics Yo TIS TAEELS KIvOUVOL, 0TTmS 0pilovrar otov kavoviopd (EK) aprd. 1272/2008
- Oeia To&wotnTa Baoel tov dwbéoiuov dedopévev, ta kpiripla ta&vopnons dev TAnpodvral.
- Avafpoon ko epediopdg Tov déppaTog
Bdoet tov dabéciumv dedopévmv, To Kpttipla Ta&vounong oev TANpovvVIaL.
- ZoPapi] opBaipikn Brapn/epediopidg
Bdoet tov dtabéciov dedopévev, Ta kpttipla Ta&tvouncong dev TANpovvIaL.
- EvousOnrtomoinon tov avarvensTikov 1 evorcdnromoinon 1ov déppatog

Bdaoet tov dabécipov dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
(ovvéyeln ot celida 5)
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- MeTarhalloyéveon YEVVIITIKAV KVTTAPp®V

Bdoet tov dabéciumv dedopévmv, To KpLripla Ta&vounong 0ev TANPovVIaL.
- Kapxvoyéveon Baoetl tov d1béotpmv dedopévav, ta kpitipla TaEvopnong dev TANpovVTaL.
- ToSikétnTa 61NV ovamapaymy

Bdoet tov dabécipov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- Evdun toikétnta 6ta 0pyava-ctéyovs (STOT) - epdmal ékBeon

Bdoet tov da0écimv dedopévmv, To Kptthpla Ta&vounong dev TANpovvVIaL.
- Ewducn to&ikoétnta 6ta 6pyava-ctoyovg (STOT) - emaverinuuévn ékBeon

Bdoet tov dabéciumv dedopévmy, To Kptrnpla Ta&vounong oev TANpovvVIaL.
- Emucwvéovétinta avappoonong

Bdoet tov dtabéciov dedopévev, Ta kptripla Ta&tvounong dev TANpovvIaL.
- 11.2 IIAnpo@opies Y10, GALOVG TOTOVG EMKIVOUVOT TS

- 1010TNTEG EVOOKPIVIKIG draTapayng

Kavéva and cvotaTikd ototyeio dev mepiéyetat ot Alota

TMHMA 12: Oworoyikég TANPOPOPIES

-12.1 To&wétnTo
- Ydatwki] ToSikétnra: Asv dwatiBevior AAAES GYETIKEG TANPOPOPIES.
- 12.2 AvOEKTIKOTNTO KoL IKAVOTNTA 0modopunong Asv dwtibeviatr GAAES GYETIKEG TANPOPOPIES.
-12.3 Avvatétnro frocvoompevong Asv dwtiBevior dAAec oyeTikég TANPOPOPiES.
- 12.4 KivnmikotnTa 670 £80090g Aev datiBevol dAleg oyetikég mAnpopopies.
-12.5 Anoteréopata g a&loréynong ABT ko aAaB
- ABT: Mn ypnGULOTOM GO
- AAaB: Mn ypnoionom oo
- 12.6 I1010TNTEC EVOOKPIVIKNG OLOTAPOYNS
To mpoidv dev mepiéyel ovoies e WOOTNTEG TOL SATAUPACTOVY TO EVOOKPLVIKO GUGTILLA.
- 12.7 Ahreg 0pVNTIKES EMATACELS
- Tlepatépo owkoroyikég evdsiters:
- Tevikég odnyiec:
Emivovvo ya to vddrtivo mepipdirov - Kidon 1 (A pog extipnon): eAa@pds emkivovuvo
Agv emupéneton va d1e1600el oTo Yva vepd, va adetaleTat 6to Vd&Tivo TEPPEALOV 1| GTNV OTOYXETEVOT).

TMHMA 13: Xtoyeio oxeTikd pe T o140gon

-13.1 M£00dor enelepyacios amofintov
- ZvoTacn: Mikpotepeg TOGOTNTEG UTOPOLV VoL amoTeBOVV LEGE GTO KOWVE amoppippaTo

- AkGOaptec ovokevaoisc:
- Xovotacn: H evandbeon npénet va yiveral cOpQ@Va L TG EMioNES 00NYies.

TMHMA 14: ITAnpo@opieg 6YETIKA PE TN NETAPOPA

- 14.1 ApwOpég OHE 1 aprOpoc tavtétntog
-ADR, ADN, IMDG, IATA EKTMTEL

- 14.2 Owkeia ovopaocio omrostoiig OHE
-ADR, ADN, IMDG, IATA EKTMTEL

- 14.3 Ta&n/-e1¢ Ktvdvvov KoTd TN pETOPOPa

-ADR, ADN, IMDG, IATA
- KMdon EKTTMTEL

(cuvéyeln ot oekida 6)
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- 14.4 Opnado cvokevaoiog

-ADR, IMDG, IATA EKTIMTEL
- 14.5 eprparrovrikoi kivovvor: Agv €yet epappoyn
- 14.6 E1dwkéc mpo@ura&ers yia tov ypioetn Agv €xet epappoyn
- 14.7 Q@ordooreg neTa@OPEG JVONV CORLPMOVE PE TIS

npaceg Tov IMO Agev €yel epappoyn
- UN "Model Regulation": eKminTel

TMHMA 15: Xtoyyeio vopoOetikov yopaxtipo

- 15.1 Kavovicpoi/vopo0ecio oyeTikd pe TNV 06Q@aAeId, TV VYEIO KOl TO TEPPALAOV Yi0 TNV OVGIA 1] TO
peiypo

- Oonyia 94/33/EC:
®a mpémel va SIdeTOL TPOCOYN OTOV YPTGLLOTOLOVV 0VTO TO TPOTOV ATOUN KAT® TV 18 eTdV.

- AmoOgpatiko 94/85/EEC: Aev dwutiBevton dhdeg oyetikéc mAnpopopiec.

- A&loroynon ynukg a.oaierog

- Katovopalopeves emkivovveg ovoies - IAPAPTHMA I Agv mopatifeton kavéva and To GUGTOTIKA.
- Kavoviepoo (EE) ap. 649/2012

- Kavoviepog (EK) apr0. 273/2004 epi TV TPodpopmV 0VG1AV TOV VEPKOTIKOV

Kavéva omd cLCTOTIKGE oTot Eln dev TTepLEyeTal oTn AloTa

- Kavoviopoc (EK) ap10. 111/2005 oyetikd pe mn 0£omion kavovey yio TNy mopakorovdnon tov
ENTOPIOV TPOIPOUMV 0VGLOV VOPKOTIKAV netadd g Kowdmrog kot tpitav yopaov

Kavéva omd cuoTaTikd ototyeia dev mepiéyetat ot Alota

- 15.2 A&woroynon ympuknig acedreroc: H agtoAdynon ynukng ac@AIrelos dev mpoyLotomomOnke.

TMHMA 16: Aowtég TAnpo@opieg

Avtég o1 InAdoelg Pacilovtar 6To onpepvo ENINESO TOV YVOGEDV LG, OEV OTOTEAOVV EYYDNON Y1 TIG
WB1OTNTEG TV TPOIOVTMV OVTE AUTIOAOYOVV TN dMovpyic CLLPATIKAV VITOYPEDGEWDV.

- Tovrpuiosig kan apktikorega: ELINCS: European List of Notified Chemical Substances
- * Tpomomompéva otoryeio 6 oyéon pe Ty Tponyoduevn £kdoon
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