Yelida: 1/6

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

Hpepounvia ektdnwong: 02.03.2023 Ap1Budc éxdoong 2 AvaBempnon: 02.03.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoidvrog 61o epmépro: EX-3 PRESS

- AprOpdg mpoiovrog: 831

- Ap1Bpovg kataydprong Asv epapuoleton

- 1.2 Zovageic Tpoodopriopeves ypoELS TS 0VGINGS 1] TOV HEIYHATOS KO AVTEVOEIKVVOIEVES YPNCELS
Agv vtapyovv dAleg S100€011ES GYETIKES TANPOPOPIEC.

- Xpiion Tov vAko¥ / Tov peiypatog OdovTiaTpikn Topcerdvn

- 1.3 Zroyygeio Tov tpopunBevT 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 THAEQPAOVOL 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
- Meta and swomvon: Anopaitntog o kabapog aépag Koty fefardtnta cvppovievteite yratpo.
- Meta and emagn pe to déppa: Eemlvbeite apécwg pe vepo Kot comodvi kot ToAd KaAd EEmAvpa.
- netd amo emopr) pe To paTio:
No mAovete To patio pe avorytd to, BAEQUPO. KAT® Otd TPEYOVIEVO VEPO Y10, PKETH MPOL.
 peTd amd katdmoon: Edv dwapkodv ot evoyinoelg supfovievteite yorpo.
4.2 TNROvVTIKOTEPD COUTTONRATO KO EMOPAGELS, ANECES 1] NETOYEVECTEPES
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
4.3 ’Evo<iEn 0m010.601)T0TE 0TOLTOVNEVIIG GUECNS LATPLKIG PPOVTIOUS Kan £101KNG Oepameiag
Agv drotiBevton GALEG OYETIKEG 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 Tleprpadrhovrikég mpouAGEels: Aev amattodvTol 101K PETPA.
6.3 M£00d0o1 kKo VAMIKG Yo TEpLropiopd Kot Kabapiopd:
ToAAEYyOVTOL PLNYOVIKA.
Mepiuviote Yo emapKt| aePIGUO.
Na ypnotponoteite katdAinia péca atopxng npootaciog (MAIL).
- 6.4 Ilopamopmi og Ao TppoTo
[TAnpopopieg yia Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpopopieg yia Tov aTopkd TpoctatevTikd eEomMopod Ppeite 6To Ke@aioto 8.
[TAnpoeopieg yio Tnv evamoBétnon PAéne kepdiawo 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@UAGEELS VIO 0OQAAY] YEIPLONLO
Amopevyete va dnpovpyndei okovn.
Dpovtiote yio Tov KaAd eEneptopd/amoppoOPNGT TOV 0EPH GTO TOTO EPYOTINGS.
Amo@evyete emapn L TO dEPUA Kot LE T paTio. Mnv katomivete. No amopevyete tnv dnpiovpyio 6KOvG.
Mnv avanvéete okovn/kamvo/aéplo/opiyAn/otpnodc/onpét.
- Odnyigg Yo TOV TPOTO TPOGTAGING KATA TG TVPKOIAG Ko Ekpnéng: Aev amanteitor Ay E0IKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs QUAAENS, copmepriapfavopévev Tuyov acoppfatoTiTOV

- AmoOnkevon:

- ATOUTIGELS Y10 TOVG (DPOVS 00O KeVeNS Kot Tovg eprékteg Koaptia dkn a&ioon.

- Yrodeigeg cvvamoOikevong: dev amatteiton

- Tlepartépo dNhdosis Yo Tovg dpovg amodikevong: Na amodnkevetar o Oeprokpacio neptPaAiovtog
- 7.3 Ewdwki) telkn prion 1 gpnoeis Aev givar dtabéoipeg GAAeg oxeTIkEG 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

‘Xpopa:

-Oopn:

- Empeio Téewg/onpeio memg:

- Xnpeio LEoeme N apykd onueio (éoemg ko
neproyn LEoemg

- EvplextomnTa

* AVOTOTO KOl KATOTOTO 0pLo ekpn&ipétnrog

- KOTOTEPO:

S AVATEPO:

- Xnpeio avapreéng:

- Ogppokpacio avaPriEeme:

- Ogppokpocio amosvvieong:

-pH

- IE®oec:

- Kwnpotikd 1€modeg

- OUVOHIKT:

- AvghvtoéTnTa

- vepo:

- LOVTELECTI|G KOTAVOUNG GE N-0KTAVOAN/VEPO
(RoyaprOpikn Typn))

- Taon atpov

oteped
YPOUOTIGUEVO
doopo

un kabopiopévo

un kabopiopévo
un kabopiopévo

un kabopiopévo
un kabopiopévo
un kabopiopévo

Mn kabopiopévo.

un kabopiopévo
un kabopiopévo
un kabopiopévo
un kabopiopévo
un kabopiopévo

adidAivto

un kabopiopévo
un kabopiopévo

(ovvéyelo ot celida 4)
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- TIukvOTNTO KOV GYETIKT TUKVOTNTO

- IIvkvétyra og 20 °C: 2,6 g/cm?

- LYETIKI] TUKVOTNTO un kabopiopévo

- IIvkvéTnTa aTp@V un kabopiopévo

- X0pUKTNPLOTIKA CONATIOI®V Mn kabopiopévo.
9.2 Aoutég minpogopisg

“Oyn:

- Mopoij: xamo

- 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.
- Impeio/edpog porlakvveng

- OEadmTIKEG 1010TNTEG: un Kobwpiopévo
- PuOpég egarpong un Kobwpiopévo
- OEadoTika aépra eKminTEL
- Aépro v wigon eKminTEL
- EYplexta vypa EKTTMTEL
- EV@lexta oteped eKminTEL
- AvtevepyEég ovoieg Kot peiypata eKminTEL
- TIupogopika vypa eKTinTEL
- TIvpo@opkd oteped EKTTMTEL
- AvtoOepporvopeveg ovoisg ko peiypata eKminTEL
- Ovoiec Kol pelypato Tov EKADOUY EDPAEKTO 0EPLO
6€ EMOP NE TO VEPD eKminTEL
- O&edmTika vypa EKTIMTEL
- OEadmTIKG 6TEPEG eKminTEL
- Opyovikd vrepoeiorn eKminTel
- Ovoieg KoL peiypota Tov dpovy SfpTIKA EvavTl
TOV peTdriiov EKTTMTEL
- AmevaloOnTomompuéva EKPNKTIKG/pElypoTe Kot
TPOIOVTA IE EKPNKTIKA eKmintel

TMHMA 10: XtaBgpotTo Kol 0vVTIOPACTIKOTTO

-10.1 Avrdpastikétnte Agv Srotibevtarl GALES OYETIKES TANPOPOPIES.
- 10.2 Xnpkn otabepétyTa
- Ogpukn] amoovvleon / ‘Opor wov mpémeL va amoPevyovToL:
Agv anocvvtifetar av 1 amobnkevon Kot 0 YEPIoUOS TOL YIvETAL KOVOVIKA.
-10.3 IMBavoTNTO EMKIVOLVOV avTIdpacemvy Agy gival yvoot Kopia enkivovvn avtidpaon.
- 10.4 ZovOnkeg mpog amo@uyn Aegv dwatiBeviar AAAES GYETIKEG TTATPOPOPIES.
- 10.5 Mn cvppatd viakd: Aev SwotiBevion dAleg oyeTikég TANPOPOpiES.
- 10.6 Emkivovva tpoiovta amocvvOsong: kapio

TMHMA 11: To&ikoloyikég TAnpoQopies

- 11.1 ITAnpogopies yia Tig TAEEIS KtvoUVOL, 6Tmc opiloviar otov kKavoviepé (EK) aprf. 1272/2008
- O&gla To&ikotTnTa Baoel tov Sbéoiumv dedopévav, ta kpitipla TaEvounong dev TAnpovVTaL.
- Avappoon kon gpediopog Tov dEppaTog
Bdoet tov dabécipov dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- ZoPapn opBarpikn BAaPn/epedropndg
Bdoet tov da0écimv dedopévav, To KpLtipla Ta&vounong dev TANpovVIaL.
(ouvéyelo ot oelida 5)
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- EvanoOntomoinon tov avemrvevotikod 1 evaicOntomoinon tov déppatog

Bdoet tov dabéciumv dedopévmv, To KpLripla Ta&vounong 0ev TANPovVIaL.
- MeTadhalloyéveon YEVVIITIKAOV KVTTAPp®V

Bdoet tov dtabéciov dedopévev, Ta kpttipla Ta&vounong dev TANpovVIaL.
- Kapxwoyéveon Baoel tov Stobéopov dedopévmv, ta kprrnpla tagvopnons dev minpodviol.
- To&ikétnTo otV avaTapaymy]

Bdéoet tov da0écimv dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- Ewducn to&ikétnta ota 0pyava-ctoyovs (STOT) - epamal éxBeon

Bdoet tov dabéciumv dedopévmy, To Kpttipla Ta&vounong oev TANpovvVIaL.
- Ewduen to&ikotnta 6ta opyava-ctoyovs (STOT) - emaverinupévny ékbeon

Bdoet tov dtabéciov dedopévev, Ta kptenpla Ta&tvounong dev TANpovVIaL.
- Enucivouvotnto avappoenong

Bdaoet tov dabéciov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- 11.2 TIAnpogopies y1a GALoVG TOTOVG EMKIVOVVOTITOG

- 1916TNTEG EVOOKPIVIKIG OLUTAPUYNGS

Kavéva omd cuoTaTikd ototyeia dev mepiéyetat ot Alota

TMHMA 12: OwkoAroyikég TANpoQopies

-12.1 To&woétTnTa
- Ydatwki] ToSukétnra: Agv dwatiBeviar GAAES GYETIKEG TANPOPOPIES.
- 12.2 AvBekTIKOTNTO KO IKavOTNTA 0odopunong Asv dwtiBevion dAAes oxeTikég TANpoPopies.
-12.3 AvvatétnTo frocucodpevong Asv SwtiBevion dAAeS GYETIKEG TANPOPOPIES.
- 12.4 KivnrikotnTa 670 £d09og Aev datiBeviol GALeg oyeTIKEG TANPOPOPIES.
-12.5 Anoteréopata g a&loréynong ABT ko aAaB
- ABT: Mn ypnoyLomomaotpo
- AAaB: Mn ypnoylonomciyo
- 12.6 1016TNTEG EVOOKPIVIKIG OLUTAPUYNGS
To mpoidv dev TePiEyel OVOIES LE WOOTNTEG TOL SLATAUPACTOVY TO EVOOKPLVIKO GUGTILLO.
- 12.7 AhreS 0pVNTIKES EMATAOGCELS
- Ilepatépo owkoroyikég evdsiters:
- T'evikég 00nyieg:
Emwivéuvo ya to vdédativo mepipdirov - Kidon 2 (Awr pog extipmon): emkivouvo
Agv gmurpéneton va d1elcdveL oTo Yva vepd, va adeldleTat 6To VOaTIvo TEPPAALOV 1] GTNV OTOXETEVON).
Emwivéuvo yia to Tdoio vepd axodun Kot 6tov EKPEVGOVV GTO VIESAPOG LKPEG TOGOTNTEC.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gon

-13.1 M£00dor emetepyacioc amofrntmv
- Zvotaon: Mukpdtepeg mocdTTES Lmopovv va. amotebBodv péca ota Kowvé omoppippota

- AKG@OapTeS ovoKevasiss:
- Xootaon: H evanobeon npénet va yivetral coppova pe Tig emionueg odnyies.

TMHMA 14: [Iinpo@opiec oYETIKA PE TN NETOPOPE.

- 14.1 AprOpéc OHE 1 apBpodc tovtdTnTag
-ADR, ADN, IMDG, IATA EKTMTEL

- 14.2 Oweio ovopoocia arostoric OHE
-ADR, ADN, IMDG, IATA EKTMTEL

(ovvéyelo ot GeXida 6)
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- 14.3 Ta&n/-e1¢ Ktvdvvov KoTd TN pETOPOPa

-ADR, ADN, IMDG, IATA
- KMdon EKTTMTEL

- 14.4 Opada cVoKEVAGIOG

-ADR, IMDG, IATA EKTINTEL
- 14.5 IleprfarrovTikoi Kivovvor: Aev €ygl epappoym
- 14.6 E1dwkéc mpo@ura&erg yia Tov ypiotn Agv €xel epapuoyn
- 14.7 @ordooreg HETAPOPEG JVONV CORPOVE PE TIS

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

TMHMA 15: X1ouyeio vopoOeTikoy yopakTipa

- 15.1 Kavovicpoi/vopoOeoio oyetikd pe Tnv a6@aiera, Ty vyeio ko to zepifdriov yio tnv ovcia 1 to
peiypa

- Odnyia 94/33/EC:
Ba mpénel va dideTon mPoooyn TV YPNGLULOTOLOVV 0T TO TPOTHV dTopa KAT® TV 18 eTdVv.

- AmoBgpatiké 94/85/EEC: Aev datifevtonl dAleg oyeTikég TANpopopiec.

- A&lohdynon UK G 06QAAELNG

- Katovopalopeveg emkivovveg oveicg - IAPAPTHMA 1 Agv mopotiBeton Kovévo amd To GLGTOTIKG.
- Kavoviopoo (EE) ap10. 649/2012

- Kavoviopéog (EK) apr0. 273/2004 epi TV Tpodpopmv 0v61AV TOV VEPKOTIKOV

Kavéva omd cuoTaTikd ototyeia dev mepiéxetat ot Alota

- Kavoviepéo (EK) apr0. 111/2005 oyetikd pe ) 0éomion Kavovey yia Ty 7opakorovdnon tov
EUTOPiOV TPOIPOPMY 0VOLOV VOPKOTIKAOV peTedY T Kowdtntog kot Tpitov yopov

Kavéva and cvotaTikd ototyein dev mepiEéyetat otn Alota
- 15.2 A&oroynon ymuikiis ac@dierog: H a&ohdynon ynuikng acedieiog dev mpaypotonodnke.

TMHMA 16: Aowég mAnpogopieg

Avtég o1 INAdoelg Bacifovtal 6To onuePVO EMIMESO TOV YVOGEDY UG, OEV ATOTEAOVYV EYYOT|ON YO TIG
WOLOTNTEG TOV TPOIOVTIMV OVTE OULTIOAOYOVV T1] ONLLOVPYio CUUPATIKAV VITOYPEDCEWDV.

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