Yelida: 1/6
Agltio dedopnEVOV acPaAEiag
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Hpepounvia ektdnwong: 08.03.2023 Avabempnon: 08.03.2023
Ap1Budc €kdoong 7 (avtkadiotd v xdoon 6)

TMHMA 1: IIpocdropiopds ovoioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog TpoiovTtog
- Ovopacio Tov Tpoidvrog 6to gumopro: CARIES DETECTOR

- AprOpdg mpoidvrog: 043

- Ap1Opovg kataydprong Asv epapuoleton

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

- Xp161 100 VAIKOV / TOV peElypaTog uoKeL EVIOTIGUOD TEPNOOVIC

- 1.3 Zroyyeio Tov popunBevT 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 Ap1Opog TNAEQPAOVOL ETELYOVGAS UVAYKNG:
(UK ) 0800 680 0425
(GB) +44 20 35147487
(AU ) +61 2 80363166
* 3E Company
* Kuraray Access Code:334674

TMHMA 2: I1poc6o10piopog ETKIVOUVOTNTOG

2.1 Ta&wopnon g oveiog 1| TOV peiypnotog

- Ta&wvopnon copeave pe tov kavoviopud (EK) aprf. 1272/2008
To mpoidv dev Ta&vopeital, cOppmva pe tov kavovioud CLP.

- ZOpTAN pOPATIKES ONADGELS
Ta wrpoteyvoroyikd mpoidvta 6mmg opiloviat otov kavovicud (EE) 2017/745 kot to onoia givan enepfotikd
1M XPNOOTOLOVVTAL GE GUEST PVGIKN ETOPN LE TO avOpdTIvo cdpa, e&atpodvTotl amnd Tig dlotdEelg Tov
kavoviopov (EK) apf. 1272/2008 (CLP/GHS) cuvifwg €dv edvor otnyv tedkn 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 AEN exmintel

- ANAOGELS EMKIVOVVOTNTUG EKTITTEL

- 2.3 A)hor Kivovvor

- Amoteréopata g a&orhoynong ABT kol aAaB

- ABT: Mn ypno1pomomcipo

- AAaB: Mn ypnoiporomoio

TMHMA 3: ZOvOeon/mtinpo@opies Yo T0. GVGTUTIKE

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

- EMKIvOUVa 6VGTOTIKGA: EKTITTEL
- AM\0. 6VGTOTIKG:
[pordvio-1,2-516An
Xpopoto
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TMHMA 4: Métpa tpatov fondeiov

- 4.1 Meprypagn pETPOV TPOTOV fondeidv

- Meta and siomvon): Anopoitntog o Kabapog aépac, o€ TEPINTMOT EVOYANGEDV KUAEGTE YIOTPO.

- Meta and emapn pe to déppa: ['evikd to mpoidv dev epebilet o dépua

- netd amod emopr) pe To paTio:
No thdvete To PaTio e ovoryTd To PAEQPOP KATM omd TPEYOVUEVO VEPS Y10 APKETT DPO.

- peTd amd katdmoon: Edv dwapkodv ot evoyinoeis supfovievteite yorpo.

4.2 TNRovTIKOTEPD COUTTOUATO, KO EMOPAGELS, ANECES 1] NETOYEVECTEPES
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

4.3 "Evo<iEn 0m010.601)T0TE OTOLTOVPEVIIG GUECNS LATPIKNG PPOVTIOUS Kan £101KNG Oepameiag
Agv drotiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa 710 TNV KOTOTOAEPN 61 TG TUPKOYLASG

- 5.1 MMvpooPestika péca,
- Katédiinho mopooPeotikd péca. Ta pétpa katacPEcemc g oTidg evapuovifovTol pe To TeEPIKEIpEVaL.
- 5.2 Eldkoi kivouvol 1ov mpoKvaTouy 06 TNy 0vsid 1| To peiypa
Agv drotiBevton GALEG GYETIKEG TANPOPOPIES.
- 5.3 Zvotdosis 1o Toug TUPOoSPETTES
- E101k0¢ TpootatenTikog eEomhopdg: Agv amartovvtot wiaitepa pétpa.

TMHMA 6: Métpo o€ TepinTtmon aKov6LuS EKAVOG

- 6.1 Ilpocomkég TPoPLAAEELS, TPOSTATEVTIKOG EEOTAIOCROC KO OLUIIKAGIES EKTAKTNG UVAYKNG
BAéne kepdhato 8.
- 6.2 Ileprparhovtikég Tpo@uraiers:
Apardvetot pe ToAD vePO.
Mnv 10 adeldleTe OTNV ATOXETEVON KO EXLPAVEIEG VOAT®V. AV TPEMEL VO, SIELGOVGEL GTA YNIVA VEPUL.
6.3 M£000d0o1 Ko vAMIKG Yo TEpLopiopd kKot Kabapiopd:
TUAAEYETOL LE GLVIETIKA DMK LYP@OV. (GpLpo, evaroBécelc TuporiBov, GUVIETIKA 0EEMV, GUVOETIKE YEVIKMG,
TPLOVOCKOVN)).
- 6.4 Ilopamopni og Ao TpfpoTo
[TAnpopopieg yia Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpoeopieg yia Tov oTopkd TpooTatenTikd eEomMod Bpeite 6To Ke@AAao 8.
[TAnpoeopieg yio Tnv evamodétnon PAéne kepdiawo 13.

TMHMA 7: Xeipropdg kon amodnkevon

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

- 7.2 ZovOnikeg a6@aiovs QUAAENS, copmepriapfavopévev Tuyov acvoppfatoTiTOV
- AmoOnkevon:
* ATOLTTOELS YU0 TOVG Y OPOVS UTOONKEVONG KU TOVS TEPLEKTES
Amobnkevetar og £va dpocepd pépog (2-25°C).
- Yrodeigerg cvvamoOikevong: dev amatteiton
- Mlgpartépo dNrdcES Y1a TOVS 6povg amodKeEVONG:
No dtatnpeiton o Kahd KAEGUEVO doyElo.
No armofnkevetol oTig KOAG KAEIGUEVEG LOPPEG TOV, GE OPOGEPO Kat ENPO HEPOG.
Noa npootatedetatl omd ) (Eotn Kot TV dpeon nidpacn Tov HALOV.

(cuvéyeln ot ogkida 3)
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- 7.3 Ewdwki) Tedukn] yprjon 1 yp1josig Acv givar d100€o1pueg GAAES GYETIKEG TTANPOPOPIES.

TMHMA 8: Eleyyog tnc ék0eonc/atopkn tpoctacio

- 8.1 IMapdapetpor eréyyov

- ZVOTUTIKG 6TOLYEL0 pE 0poBeTIKES TINES BPOPOVOES TOV TOTO EPYOCIAS KOL TOV 0QEIAOVY VO
EMTIPOVVTUL
To mpoidv dev TEPIEXEL ONUOVTIKEG TOGOTITEG OVGLAOY TOV OLPOPOVV TNV EPYOCia Kot TOL T Opla LTV Oa
€npene va EAEYYOVTOL.

- Zopmin popoTikéc vrodsitaic:
Zav Bdon ypnooroidnkav ot 1yHovTeg KATAAOYOL OV {GYVAV KATE TNV TOpay™YT|.

- 8.2 "E)eyyor ék0gong

- Katahinhor pnyavikoi éheyyor Kapio dGAAn cvotaon, fAEne kepdioto 7.

- MEéTpa aTopIKG TPOOSTAGINS, OTTOS OTONIKOS TPOGTATEVTIKOG EEOTAMONOG

- T'evikd pétpo tpootaciog Kol vyiewvg:
[Ipocoyn ota VTOAOUTO TPOGTATEVTIKA LETPO. OGOV APOPE TO YEPIGLO YNUIKDV TPOIOVI®V.

- IIpooTacio TOV avaTVEVOTIKAV 000V Agv gival anapaitnto

- IIpooTacio TV xeprdv
To VAo TV yavtidv o Tpémet va gtval pn dtomepatd Kot avOekTiKo EvavTl Tov TPoidvtog / Tov VAKOD / Tov
TOPOUCKEVAGLLOTOG.
Adyo® pn TpoypoTomoinong SoKmv dev umopei vo mpotadel kavEva LAIKO YovTidV yio To Tpoidv / 1o
mapackedacpo / To ynpkod petypa.
EmiiéEte To VAIKO TOV YovTioh Aapdvovtag v dyn Toug povoug dtEkevong, To Padud damepatdTNTAS Kot
v vroPaduion.

* Y MK6 yavTiov
H emloyn tov KotdAAnAov yavtiov dev e&optdrat Lovov and 1o VAKS, aAAd Kot To EMTAEOV YOPOKTIPLOTIKA
TOLOTNTOG, TO. OTOl SLPEPOVY AVALOYA LLE TOV KOTACKELOOTN. Enedn to mpoidv givar otnv ovoia Eva
TOPOUCKEDACLLO TTOV ATOTEAELTOL A0 TEPLOGATEPA CLGTOTIKE dgv pmopet va eEakpPwbel n avBekTikdTTA TOV
VAKOV KOTOGKEVNG TOV YOVTIOV Kot Oa Ttpémet va eleyyBovv pv amd ™ xpnon.

- Xpovog 01€i60V061G TOV VAKOD YOVTLAV
O axpPng xpovog SLEAEVONG OVAKOIVADVETAL OO TOV KOTOOKELOOTH TV TPOGTATEVTIKMY YOVTIAV Kol Oa
TPEMEL VAL TNPELTOAL TAVTOTE.

- TIpoctacia TOV patidv / Tov tpocdmov [a Tig petayyices cuviotdtot vo BALETE TPOGTUTEVTIKA YVOALA.

TMHMA 9: ®voikéc Kot ynuUIKES 1010TNTES

9.1 Zrovyyeio yio TS PaoikéS QUOIKEG KO YMNUIKES LOLOTNTES
- T'evikég minpogopieg
- VoK1 KaTdoToon Yypo
‘Xpopa: KOKKIVO
-Oopn: doopo
- Xnpeio Téemc/onpeio mEemg: -68 °C (mpomavo-1,2-610An)
- Xnpeio {Eoeme M apykd onueio {Eoemg Ko
neproyn (éocsmg 185 °C (mpomoavo-1,2-616An)
- EvphektotTnTo Mn kofopiopévo.
“ AVOTOTO KOl KATOTATO 6pro ekpnéipdtnrag
- KOTAOTEPO: 2.6 Vol % (mpomavo-1,2-610A1)
S AVATEPO: 12.6 Vol % (mpormavo-1,2-516An)
- Xmpeio avaeireéng: 101 °C (mpomovo-1,2-616An)
- Ogppokpocio avarifeng: 371.0 °C (mpomavo-1,2-610An)
- Ogppokpoocio amrosvvieong: un Kobwpiopévo
-pH o€ 20 °C 5,0~6,0
- IEmoec: un Kobwpiopévo

(cuvéyelo ot oekida 4)
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- Kiwnpotikd 1€modeg Mn kaBopiopévo.
- AvwAvtéTnTo
- vepo: QVOUELYVOETAL TANP®G
- ZOVTELEGTIG KATAVOPNG GE N-OKTUVOLY/VEPO
(AoyoprOpuci] Tipn) Mn kabopiopévo.
- Taon atpov 0.1 hPa (20°C, mpomavo-1,2-610An)
- TIvkvOTNTO KOV1] GYETIKI] TUKVOTNTO
- IvkvétyTa: un kabopiopévo
- Ly €TIK TUKVOTNTO un Kobwpiopévo
- [IvkvétnTa aTp@v Mn kaBopiopévo.
9.2 Aoutég mAnpogopies
“Oyn:
Mopeiy: vypod

- ZNROVTIKEG TANPOPOPIES Y10 TV TPOGTAGIN TNG
vyeiog Kot Tov nepfdrlovroc, aArd Ko TNV
ac@aireia.
- Expnrrukég 1016t reg: Agv voictotol Kivouvog exkpi&ems Tov TpoiovTog.
- MeTafol) TG KaTdoTAGNC.
- Xmpeio/evpog paraxvvong

- OEa1dmTIKEG 1010TNTES: un Kobwpiopévo
- PuOpég eEarpong un Kobwpiopévo
- OEadTIKG aépra eKTimTEL
- Aépro. v7é migon EKTTMTEL
- Ev@phekta vypd eKminTel
- EV@lekta oteped eKminTel
- Avtevepyég ovoisg Kot peiypata eKminTEL
- TIvpoopkd vypd EKTTMTEL
- IIvpo@opikd oteped eKminTel
- Avto0eppovopeveg ovoisg Kol peiypata eKminTel
- Ovoieg Kol pPelypato Tov EKADOVY EDPAEKTO 0EPL
GE EMOPT] NE TO VEPO EKTIMTEL
- O&admTiKa vypa eKTminTEL
- OEadoTIKG 6TEPEG eKmintel
- Opyovikd vrepoeiorn eKminTEL
- Ovoieg ko peiypoto 7ov 0povy SLPPOTIKA EvavTl
TOV PETAAA®DV eKminTEL
- ATEVOIG0N TOTOMIEVE EKPNKTIKG/PEYPROTA KoL
TPOIOVTU IE EKPNKTIKA eKTimTEL

TMHMA 10: XtaBgpotTo Kol 0vTIOPaoTIKOTTO

-10.1 Avtdpaostikétnre Acv drotibevrar dAleg oyeTikéc TANPOPOPIES.
-10.2 Xnpuci] otafepétnTo
- Ogppikn} amwosvvleon / 'Opol wov pémer va. amo@evyovTan:
Agv anocvvtifetar av 1 amobnkevor Kot 0 YEPIoUOS TOL YIVETAL KAVOVIKA.
-10.3 IIBavétyTe eMIKivOLVOV avTdpdcemv Agv gival yvoot Kopio enkivovvn avtidpaon.
- 10.4 ZovOnkeg mpog amo@uyn Agv dtatifevron GAreg oyxeTkég TANPOQOpPiES.
-10.5 Mn ocvpPatd vika: Asv Swtibevion AAES GXETIKEG TANPOPOPIES.
-10.6 Emkivévvae ntpoiovta amocvvleong: Movoleidio kot d10&gidto tov GvOpaka.
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TMHMA 11: To&ikoloyikég TANpoQopies

- 11.1 ITAnpogopics Yo Tig TAEEIS KIvoUVOL, 6Tm¢ opilovtar otov kKavoviepé (EK) aprf. 1272/2008
- Oeia To&uotnTa Baoel tov dwwbéoyov dedopévmv, ta kprrnplo ta&vopnong dev minpodvrat.
- AvaBpoon ko gpediopdc Tov déppaTog
Bdéoet tov da0écimv dedopévav, To Kpttipla Ta&vounong dev TANpovVIaL.
- ZoPap opBaipiki Prapn/epedropdg
Bdoet tov dabéciumv dedopévmy, To Kptripla Ta&vounong 0ev TANpovvVIaL.
- EvaneOntomoinon tov averveuotikod 1 evaicdntomoinon Tov déppatog
Bdoet tov dabéciuov dedopévev, Ta kpttipla Ta&tvounong dev TANpovvIaL.
- Metairhalloyéveon YEVVIITIKOV KVTTAPp®V
Bdoet tov dabéciov dedopévev, To Kptripla Ta&vounong dev TANPovVIaL.
- Kapxwoyéveon Baoet tov Stubéoiuov dedopévav, ta kptripla ta&vounong dev TAnpodvol.
- To&ikétnTo otV avaTapaymy]
Bdoet tov dabéciumv dedopévmv, To Kpirnpla Ta&vounong oev TANpovvVIaL.
- Ewduen to&ikotnta ota 0pyava-ctoyovs (STOT) - epamal ékBeon
Bdoet tov dtabéciov dedopévev, Ta kptrnpla Ta&vounong dev TANpovVIaL.
- Edu toikdtnra oto opyava-otoyovg (STOT) - eraverinupévn ékOeon
Bdaoet tov dabéciov dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- Emucivduvvétinta avappoéenong
Bdoet tov da0écipmv dedopévmv, To KpLtipla Ta&vounong dev TANpovVIaL.
- 11.2 IIAnpo@opics y1a GALOVG TOTOVG EMKIVOVVOTITOG

- 1916TNTEG EVOOKPIVIKIG OLUTUPUYNS

Kavéva amd cLCTOTIKG oTot Eln dev TTepLEyeTal o AloTa

TMHMA 12: Oworoyikég TANPOPOPIES

-12.1 To&wotnTa

- Yootwi] to&ikotnta: Agv datiBevral GAAec oyeTiKéG TANPOQOPIES.

- 12.2 AvOEKTIKOTNTO Kon IKAvOTNTA 0odopunong Asv SwtiBevion GAAES GYETIKEG TANPOPOPIES.

-12.3 AvvatétnTo frocucodpevong Ay dwatiBevior AAAES GYETIKEG TATPOPOPIES.

- 12.4 Kivnrikotnta 610 £d09og Aev datiBevior GALeg oyeTikég TANpoPoOpies.

-12.5 Anoteréopata g aStohoynons ABT ko aAaB

- ABT: Mn ypnolHomomcipo

- AAaB: Mn ypnoiporomoio

- 12.6 1016TNTEG EVOOKPIVIKIG OLUTUPUYNGS
Io TAnpoopieg oyeTikd e TIG 10TNTEG S10TOPAYNG TOV EVOOKPIVIKOD GLUGTNUATOS, OvATPEETE GTIV EVOTNTA
11.

- 12.7 Ahdreg apvnTikéc emntaosig Aev dlotibfevtar dAleg oyetikéc TAnpogopieg.

- Ilepantépo okoroyikég evoeiters:

- T'evikég odnyiec:
Emwivouvo yio to vddtivo mepipdirov - Kidon 1 (A pog extipunon): eEAapp®s ETIKIVOUVO
Agv emurpéneton va d1e1660eL 6T0 YivVe. vepd, va adeldletot 6To vddTvo TEPPAALOV 1] OTNV ATOYETEVOT] LN
OPOIOUEVO 1 CYETIKG OE PEYAAEG TTOGOTNTEG.

TMHMA 13: Xtoyyeio oyetikd pe 11 6140gom

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

- AKGOapTES CVOKEVOGIES:
- Xvotaon: H evandbeon npémet va yiveral cOpQmva pe Tig enionpeg odnyieg.
(ovvéyelo ot ceXida 6)
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- Zovietdtonr g pécov kabapicpatog: Nepo, evdeyopévog tpochétete Eva pécov kabapiopov.

TMHMA 14: ITAnpo@opieg 6YETIKA PE TN NETAPOPA

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

- 14.2 Oweia ovopaocio omrostoriig OHE
-ADR, ADN, IMDG, IATA EKTIMTEL

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

-ADR, ADN, IMDG, IATA
- KMdon EKTTMTEL

- 14.4 Opada 6VoKEVAGIOG

-ADR, IMDG, IATA EKTINTEL
- 14.5 IleprfarrovTikoi Kivovvor:
- @araoorog Pomavtiig: Oy
- 14.6 E1dwkéc mpo@ura&ers yia tov ypioetn Agv €xet epappoyn
- 14.7 Q@ordooreg neTA@OPEG JVONV CORLPOVE IE TIS

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

TMHMA 15: Xtoyyeio vopoBetikov yopaxtipo

- 15.1 Kavovicpoi/vopo0ecio oyeTikd pe TNV 06@aierd, Ty vyeio Kol to repipdriov yio tnv oveia 1 T0
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 dwatiBevton dhdeg oyetikéc mAnpopopiec.

- A&roroynon ynukg a.oaierog

- Katovopalopeves emkivovveg ovoies - IAPAPTHMA I Agv mopatifeton kavéva and To GUGTOTIKA.
-15.2 A&oroynon ympuuknig ac@arewog: H a&loAdynon ynutkng ac@Aarelog dev TpoyLoTomomOnKe.

TMHMA 16: Aowtég TAnpo@opisg

Avtég o1 dnAdoelg facifovtal 6To oNUEPIVO EMIMESO TOV YVOGEDV LG, OEV ATOTEAOVV EYYVT|ON YO TIG
WOLOTNTEG TOV TPOIOVTIMV OVTE QUTIOAOYOVV TN OMLLLOVPYic CUUPOTIKGV VITOYPEDCEWDV.

- Zovrpiosig kot opktikorega: ELINCS: European List of Notified Chemical Substances
- * Tpomomompéva otoryeio o oyéon pe Ty Iponyoduevn £kdoon
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