Yelida: 1/6

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

Hpepounvia ektdnwong: 02.10.2023 Ap1Budc éxdoong 1 AvaBempnon: 02.10.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoidvrog 6to gumépro: SUPER ROCK Ex

- AprOpdg mpoidvrog: 848

- Ap1Bpovg kataydprong Asv epapuoleton

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

- Xpion o0 vAko¥ / Tov peiypotog Odovtiatptkd LAKS

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

- 2.2 Zrovygeia eTwkéTog
- Emonpaven cdpeova pe tov kavoviopd (EK) apr0. 1272/2008 cknintet
- Elkovoypappata Kivdvuvou ekmintel
- IIpogrdomomtikn AEEN exmintel
- ANADOGELS EMKIVOVVOTNTOG EKTITTEL
- 2.3 A)hotr kivovvor
Anpovpyia okdvng.
[dwaitepog kivdvuvog ohicOnong oto yupéEvo VALKO.
- Amoteréopata g a&oroynong ABT ko aAaB
- ABT: Mn ypnoyLomomaotpo
- 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.

- Emikivouva cvotaTiké: exnintet
- AMAMOL GVGTUTIKAG:
CAS: 10034-76-1/ Huévodpo Oeuxd acPéotio
XpooTikéc ovoieg
- ZopuTAn popaTIikES vodsifeis:
Ap1Buog kataympiong 01-2119444918-26-0274 (CAS: 7778-18-9/ Osukd acPéotio)

TMHMA 4: Métpa tpatov fondeiov

- 4.1 Meprypagn pétpov TpOTOV fondardv
- Tevikég 0dnyieg: Aev amorrodvron e01kd pétpa.
(ovvéyela ot oelida 2)

GR —



Yelida: 2/6

Agltio dedopnEVOV acPaAEiag
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Ovopaoia Tov Tpoiovrog oto gumépro: SUPER ROCK Ex

(cvvéyela and ™ oekida 1)

- Metd and giomvor): ATopoaitntog o Kabapog aépac, GE TEPITTMOT EVOYANCEDV KOAESTE YIOTPO.
- Metd and emagn pe 1o déppa: I'evikd to mpoidv dev epebilet To dépua
* LETA OO EMAQN NE TO, POTLO:

Noa mAdvete ta patio pe avolytd ta PAEQapa kdtw and TpexodeEVo vepd Yo apKeT dpa.
- netd and karamwoon: Edv diapkolv ol evoyancels cupfovievteite yatpo.
4.2 TNROvVTIKOTEPH CUUTTAONATA KO EMOPACELS, AUECES 1] HETAYEVECTEPES

Agv dratiBevton GALeEG OYETIKEG TANPOPOPIES.
- 4.3 "Evo€iEn 0m010.601|T0TE OTULTOVPEVIIG GUEGNS LITPIKIG PPOVTIONS Kon £101KIG Ogpameiag

Agv dratiBevton dAleg oyeTIKEG TANPOPOPIES.

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TGS TUPKAYLAG

- 5.1 IMvpooPestika péca.
- Katdlnha mopooPeotikd péca. To vAkd dev avapréyetal.
- 5.2 E1dkoi Kivouvol 1oy IpoKOATOVY 06 TV 0VGid 1] TO peiypa
Agv dratiBevton dAleg oyeTIKEG TANPOPOPTES.
- 5.3 ZuoTdoelg Yo Tovg TupocPécTeg
- E1d1k0g mpooTatevTikdg eEomhopnog: Agv amaitovvtot Wlaitepa PHETPA.

TMHMA 6: Métpo. o€ TEPITTMON 0KOVOLOS EKAVGTG

- 6.1 IIpocomMKEG TPOPLAAEELS, TPOGTATEVTIKOG EEOTAIGHOS KU LUIIKAGIES EKTAUKTIG UVAYKNG
BM\éme kepdiato 8.
- 6.2 Meprparlovtikég mpo@uragers: Asv amattovvTol EIKA LETPOL.
* 6.3 M£00d601 Kot VAIKE Y10 TEPLOPLONO KoL KAOaPLopo: ZUAAEYOVTOL PNYOVIKAL.
- 6.4 Ilapamopm) o€ GAro TUNRATO
Agv amehevbepivetat Kapio emkidvuvn ovacia.
[TAnpogopieg yio Tov Giyovpo yeptopd PAéne kepdarato 7.
ITAnpogopieg yio Tov 0TopIKd TPOGTATEVTIKO £0TMGO Ppeite 6To KEQAAOLO 8.
[TAnpogopieg yio tv evamofétnon PAéne kepdaioto 13.

TMHMA 7: Xeipropdg kon amodnkevon

7.1 TIpo@uAdters Yo ac@ai] (EPLGRO
Amopevyete va dnpovpyndel okovn.
Dpovtiote Yo ToV KOAO eE0eptopd/amoppOPN G TOV AEPH GTO TOTO EPYOCIOS.
- Qdnyisg Y10 TOV TPOTO TPOGTUGING KATA TG TVPKOIAg Kan Ekpnéng: Aev amarteiton Ay e01KOV PETPWV.

- 7.2 ZovOnkes aoc@arovg QUAOENS, cuprepriapfavopivov Toyév aocvppfatotiTov

- AToOnkevon:

- ATOLTI|GELS Y10 TOVG YDPOVS 0modkevong Kot Tovg Tepiékteg Kapia g1dkn a&ioon.

- Yrodeigerg cuvamodikevong: dev anatteiton

- TMlepartépo dINAdoeLs Yo Tovg dpovg amodnkevong: Na amodnkevetat o Beprokpacio neptPdiiovtog
- 7.3 Ewdwki] Telkn] prion 1 yp1osis Aev givar d100€o1pueg GAAES GYETIKEG TATPOPOPIES.

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
€npene va EAEYYOVTOL.
- Zopmin popotikéc vroodsiteic:
Tav Baon ypnoiporodnkay ot 1oyHovTEG KOTAAOYOL TTOV (oYY KOTA TNV TOPOY®YT|.
(cuvéyeln ot ogkida 3)
GR—




Xelida: 3/6

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

Hpepounvia ektdnwong: 02.10.2023

Ap1Budc éxdoong 1

AvaBempnon: 02.10.2023

Ovopaoia Tov Tpoiovrog oto gumépro: SUPER ROCK Ex

- 8.2 'Edeyyon ék0gong

(cvvéyela and ™ oelida 2)

- Katdiinhor pnyavikoi £leyyor Kopio dAAn cvotaon, PAéne kepdioo 7.
- Mé1pa aTopikig TPOOTOGINS, 6TTMS UTOUIKOS TPOGTATEVTIKOS EE0TAMGIOG
- Tevikd pétpa mpootaciog Kot vyewig: Na unv avomvéete 6KOvn/ ovabupdcels/eKvEPM AT

- IIpootacio TOV GVETVEVGTIK®OV 00®OV

Mo obvroun N pkpn exPdpovvon va YpNCUYLOTOLEITE AVAUTVEVGTIKT GUCKELT [LE GIATPO, Yo Evtovn 1
TOPOTETALEVT £KOEGT TPOCTAUTEVTIKI OVATVEVLGTIKY] GLGKELT aveEdpTNTa TOL TEPPAALOVTOG 0Pl

- IIpoctacio TV reprdv Asv givar amapaitmro.
* YAIKO yavTiodv

H eniloyn tov KotdAAnAov 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
TOPOCKEDOCLLO TTOV ATOTEAELTOL AT TEPLIOGATEPO GLGTOTIKG dgv pmopet va e&axpiPwbel n avBekTikdmTo TOL
VAIKOD KOTOGKEVTG TOV YOVTIOV Kot Oo tpémet va gleyyBovv mpv amnd ) xpnon.

- Xpovog 81£i63V61G TOV VAIKOD YOVTIAV

O axppng xpovog d1éAeVONG OVAKOVAVETAL OO TOV KOTOOKEVLOOTH TV TPOGTATEVTIKMV YOVTIAV Kot Oa

TPEMEL VAL TNPELTOL TAVTOTE.

- IIpoctacio TOV paTI®OV / ToV TPos®dmov [IpocTaTevTiKg YVaALd.

TMHMA 9: ®vokéc Kot ynuIkES 1010TNTES

9.1 Zrovygeio Yo TS PUSIKES PUOIKEG KL (NIIKES 1OLOTITES

- DVoKI| KaTdGTAGT
- Xpopa:

-Oopn:

- Inpeio éemc/onpeio mEewg:

- Inpeio {Eoeme N apyikd onueio (éoemg KoL
neproyn (Eosmg

- EvplektoTnTa

* AVAOTOTO KOl KATOTATO 6p1o ekpnéipndtnrag

- KOTOTEPO:

T OVOTEPO:

- Xnpeio avagretng:

- Ogppokpocio avtavapreing

- @gppokpocio amrocvvOsong:

- IEmoec:

- Kivnpotiko 1E®oeg

- OUVOPIKI:

- AvwAvtéTnTo

vepo:

- ZOVTELECTIG KATAVOUNG GE N-OKTAVOLY/VEPO
(RoyaprOpikn Tyu))

- Taon atpov

- IIvkvéTNTO KOV1] GYETIKI] TUKVOTNTO

- IIvkvétyta og 20 °C:

- LYETIKI] TUKVOTNTO

- TIuvkvéTTO ATROV

- XopaKTNPLoTIKE ONOTIOIOV

oteped

KOoTOVO

Do

doco

un kabopiopévo

un kabopiopévo
To vAco dev gival eDPAEKTO

un kabopiopévo
un kabopiopévo
un kabopiopévo
Mn kaBwpiopévo.
un kabopiopévo
un kabopiopévo
un kabopiopévo
un kabopiopévo
un kabopiopévo

OEV aVOLELYVOETOL 1] OVOUELYVOETAL AlyO

un kabopiopévo
un kabopiopévo

2,3 g/em?

un kabopiopévo
un kabopiopévo
Mn kaBopiopévo.

9.2 Aoutég mAnpogopies

- ZNROVTIKEG TANPOPOPIES YI0. TNV TPOSTAGIA TG
vyeiog Kot Tov Tepfdirovrog, oAld KoL TNV
acpdiera.

- EKpNKTIKEG 1010TNTEG:

Agv voiotatot Kivouvog exkpii&ems Tov TpoidvTog.

(cuvéyelo ot oekida 4)
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Agltio dedopnEVOV acPaAEiag
oopgova pe 1o 1907/2006/EK, ApBpo 31
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Ovopaoia Tov Tpoiovrog oto gumépro: SUPER ROCK Ex

(cvvéyela and ™ oekida 3)

- Metaporn g kKatdoTaonc.
- OEadoTiIKG aépra eKminTel
- Aépuo v76 wigon eKmintel
- Ev@plekta vypd eKTinTEL
- EY@lexto oteped EKTIMTEL
- Avtevepyég ovoieg Kot peiypata eKminTEL
- IIvpogopkd vypa eKmintel
- IIvpo@opikd otepea eKminTEL
- Avto0gpporvopeveg ovoieg Ko peiypato EKTTMTEL
- Ovoieg ko peiypoto mov EKADOVY EVPAEKTO aEPLa

o€ EMO.P NE TO vEPD eKmintel
- O&e1doTIKG VYpa eKTinTEL
- O mTIKaA oTEPED EKTMTEL
- Opyovikd vrepoeiown eKminTEL
- Ovoieg kKol peiypota Tov dpovy SfpaTikd évavtt

TOV PETAAA®V eKminTel
- ArgvaroOnTomompuéva EKPNKTIKG/PElypoTao Kot

TPOIOVTA PE EKPNKTIKA eKTinTEL

TMHMA 10: X100gp0TNTO KOl OVTIOPAGTIKOTTA,

-10.1 Avtidpootikéotita Agv drotiBevtot GALEG OYETIKEG TANpOPOpIES.
-10.2 Xnuwkn otabepdtnTa
- Qgppkn} amosvvleon / 'Opol wov Tpémer va amopevyovTan:
Agv anocvvtifeton av 1 amobrkevon Kot 0 Yeptopds ToL yiveTarl KavoviKd.
-10.3 IIBavétyTo eMKivoOUvOV avTidpdoemv Agv gival yvoot Kopio enkivovvn avtidpaon.
- 10.4 XovOnkeg mpog amo@uyn Agv dwatiBeviot AAAES GYETIKEG TANPOPOPIES.
-10.5 Mn ocvpPatd vika: Asv SwotibBevion GAAES OYETIKEG TANPOPOPIES.
-10.6 Emkivovve ntpoidévra arocvvleong: kavévay

TMHMA 11: To&wkoroyikég TAnpo@opieg

- 11.1 ITAnpogopies Yo Tig TAEELS KivdUVOL, 6Tms opiloviar otov kavoviepd (EK) aprf. 1272/2008
- Oeia To&uotnTa Baoel tov dwwbéoiov dedopévov, ta kpiripla ta&vounong dev TAnpodval.
- Avafpoon ko pediopdg Tov déppaTog
Bdoet tov dtabéciov dedopévev, Ta kpteipla Ta&tvounong dev TANpovvIaL.
- ZoPapi] oeBaipikn BAaPn/epedropdg Movo unyovikég dpacels.
- EvanoOntomoinon tov avemrvevotikod 1| evaicOnromoinon tov déppatog
Bdoet tov da0écimv dedopévav, To KpLthpla Ta&vounong dev TANPovVIaL.
- MeTalhalloyéveon) YEVVIITIKAV KVTTAPp®V
Bdoet tov dabéciumv dedopévmv, To Kptrnpla Ta&vounong oev TANpovvVIaL.
- Kapxvoyéveon Baoetl tov d1béoipmv dedopévav, ta kpitipla TaEvounong dev TANpovVTaL.
- ToSikétnTa 61NV ovamapaymy
Bdoet tov dabéciov dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- Evdun toikétnTa 6t 6pyava-ctéyovs (STOT) - epdmal éxBeon
Bdoet tov da0éciumv dedopévmv, To KpLtipla Ta&vounong dev TANPovVIaL.
- Ewducn to&ikétnta 6ta 6pyava-ctoyovs (STOT) - emaverinuuévn ékBeon
Bdoet tov dabéciumv dedopévmv, To Kpttipla Ta&vounong oev TANpovvVIaL.
- Emucwvéovétinta avappoonong

Bdoet tov dtabéciov dedopévev, Ta kpttipla Ta&tvounong dev TANpovvVIaL.
(ovvéyelo ot oelida S5)
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- 11.2 TIAnpo@opies 1o GALOVG TOTOVG EMKIVOVVOTITOG

- 1916TNTEG EVOOKPIVIKIG OLUTUPUYNGS

Kavéva amd cLCTOTIKG oTot Eln dev TTepLEyeTal ot AloTa

TMHMA 12: Oworoyikég TANPOPOPIES

-12.1 To&wotnTa

- Yootwi] To&ikotnta: Agv datiBevtal GAAec oyeTKEG TANPOQOPIES.

- 12.2 AvOEKTIKOTNTO Kon IKavOTNTA 0modopunong Asv Swtibevion dAAES GYETIKEG TANPOPOPIES.

-12.3 Avvatétnto frocucodpevong Aegv SwatiBeviot AAAES GYETIKEG TATPOPOPIES.

- 12.4 Kivnrikotnto 670 £809og Aev datifeviol GALeg oyeTikég TANPOPOpPIES.

-12.5 Anoteréopata g aStohéynons ABT ko aAaB

- ABT: Mn ypno1pomomcipo

- AAaB: Mn ypnoipomomoio

- 12.6 1016TNTEG EVOOKPIVIKIG OLUTUPUYNS
To mpoidv dev TePIEEL OVOIES E WOIOTNTEG TTOL SLATUPACCOVY TO EVOOKPIVIKO GUGTILLO.

- 12.7 AALeG 0pYNTIKES EMATAOGCELS

- Tlepantépo okoroyikég evoeiters:

- T'evikég odnyiec:
Emwivéuvo yio to vddativo mepipdirov - Kidon 1 (A pog extipunon): eEAappds ETIKIVOLVO
Agv emupénetor va d1€1600el 6T0 Yive vepd, va adeldletot 6To vddTvo TEPPAALOV 1] OTNV ATOYETEVOT] LN
OPOIOUEVO 1 CYETIKA OE PEYAAEG TTOGOTNTEG.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gom

-13.1 M£00dor emetepyacios amofrntmv
- Xvotacn: Mikpdtepeg mocoOTNTES LITOPOLV Vo aotedovv pésa oTo Kovd amoppippato

- AKGO0pTES CVOKEVOGIES:
- Xvotaon: H evandfeon npémet va yiveral cOpQmva pe TiG enionpeg odnyiec.

TMHMA 14: ITAnpo@opieg 6YETIKA pe TN NETAPOPA

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

- 14.2 Oweio ovopaosia arostorjc 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, ADN, IMDG, IATA EKTNTEL

- 14.5 TeprparrovTikoi kivovvor:

- @ordoorog Pvravtiic: Oxn

- 14.6 E1dwkéc mpo@uraterg yia tov ypnotn Agv &xel epoppoyn

- 14.7 @ardooreg peETAPOPES YVONY COUPOVE UE TIS
npagerg Tov IMO Agyv €yel epappoyn

(ovvéyelo ot celida 6)
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- UN "Model Regulation': EKTIMTEL

TMHMA 15: Xtoyeio vopo0etikod yopaxtipo

- 15.1 Kavoviopoi/vopoOecio oyetikd pe tnv a.6@aieio, tTnv vyeio kKot to nepiffdriov yio tnv ovoio 1) To

neiypa
- Odnyia 94/33/EC:
Ba wpémel va SIdETOL TPOCOYN OTOV YPNGLLOTOLOVV 0VTO TO TPOTOV ATOM KAT® TV 18 eTdVv.

- AmoBgpatiké 94/85/EEC: Aev datifevtotl dAleg oyeTikég TANpopopiec.
- Katovopalopeveg emkivovveg ovoies - IAPAPTHMA 1 Agv mopatifeton 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 Ogv TTepLE ETaL OTN AloTal

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

Kavéva amd cLCTOTIKG oTot Eln dev TTepLEyeTal o AloTa

- 15.2 A&oroynon ynpuknig ac@arerag: H a&oAdynon ynutkng ao@Aarelos dev TpoyLotomomOnke.

TMHMA 16: Aowtég TAnpo@opieg

Avtég ot dnhdoelg facifovtatl 6To oNUEPIVO EMIMESO TOV YVAOGEDV LG, OV ATOTEAOVV EYYINON YA TIG
WOLOTNTEG TOV TPOIOVTWV OVTE AUTIOAOYOVV TN OMLLoVPYic CULPATIKMV VITOYPEDCEWDV.

- Tovrpunosig ko apktikoreéo: ELINCS: European List of Notified Chemical Substances
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