Yelida: 1/6
Agltio dedopEVOV 06PaAEiaG

oVp@ova pue 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31 ./I&%faé&

Hpepopnvia extdnmong: 19.03.2026 Avabempnon: 09.03.2026
Ap1Budc €xdoong 2 (avtkadiotd v éxdoon 1)

TMHMA 1: IIpocoropiopds ovoioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmokog TpoiovTtog
- Ovopacio Tov Tpoidvrog 610 gpnépro: NORITAKE MAGIC SEPARATOR

- ApOpdg mpoidvrog: 1000-MS

- 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] (Great Britain (London))+44 20 351 47487, (United Kingdom - Domestic)+44 800 680 0425,
(United Kingdom - International)+44 808 189 0979 (Europe Non-Specific)+1 760 476 3962 *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
H ovcia dev ta&wvopeital, coppava pe tov Kavoviopd CLP.

- 2.2 Zrovyeia eTwkéTog

- Emonpaven cOpeova pe tov kavoviepé (EK) apr0. 1272/2008 cknintet
- Elkovoypappata Kivovvou ekmintel

- IIpogrdomowmtikn AEEN exmintel

- ANADGELS EMKIVOVVOTTOG EKTITTEL

- 2.3 A)hotL kivovvor

- Amoteréopata g a&oroynong ABT ko aAaB

- ABT: Mn ypnoyLomomaotpo

- aAoB: Mn ypnoylonomcipo

TMHMA 3: X0vOeon/mtinpo@opies Yo T0 GVGTUTIKE

3.1 Ovoigg
- Ap0. CAS, 6vopa
63148-62-9 IToAvdipueBvroctro&avio

TMHMA 4: Métpa npatav fondsiov

4.1 Heprypagn pérpov TpoOTOV fondardv
- Mgt and giomvor): ATopoitntog o Kabapog aépac, GE TEPITTMOT) EVOYANCEDV KOAESTE YIOTPO.
- Metd and emagi) pe to déppa: I'evikd to mpoidv dev epebilet To dépua
" ETA OO EMAQN NE TO POTLO:

Noa mAdvete ta patio pe avolytd ta PAEapa kdtw and TpeyodeEVo vepd Yo apKeT dpa.
- peTd ano karamwoon: Edv dwapkolv ot evoyincelg cupfovievteite yatpo.
4.2 TNROvVTIKOTEPH CUUTTANATA KO EMOPACELS, GUECES 1] LETAYEVECTEPES

Agv datiBevton GALEG OYETIKEG TANPOPOPIES.

(cuvéyelo ot oelida 2)
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4.3 "Evo€i&n 0mo10.601|0TE OTOITOOPUEVIIS GUECNS LATPIKIG PPOVTIOUS Kot 101K Oepameiog
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpoa. Y10 TNV KOTOTOAEUN G TG TUPKOYLAG

5.1 IMvpocPeotika péoca
- Kataiinha mopoosPeotikd péca.
CO2, mupocPeotiki] oKOVN 1| ektivaén vepod vynAng wicong. Katamoiépunon mupkaids peydimv dlootdoemv
pe extivaén vepod vymAng Tieong N Le appod avOEKTIKO GTO OLVOTVELLA.
Ta pétpa KoTaoPECEMG TG POTIAS EVAPUOVILOVTOL LLE TO TEPIKEIIEVA.
- 5.2 Eldikoi Kivouvol Tov TpoKvmTouy amd TNV 0vsid 1] To peiypa
Agv datiBevton GALEG OYETIKEG TANPOPOPIES.
- 5.3 veTtdcsis 1o Toug TUPoSPEcTES
- E1d1k6¢ mpootatevTikog eEomhopog: Agv amottovviot dlaitepa HETPA.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLOS EKAVGNG

- 6.1 IIpocomkég TPOPLAAEELS, TPOSTATEVTIKOG EEOTAIGUOS KOl OLUIIKAGIES EKTAKTIG UVAYKNG
BAéne ke 8.
- 6.2 Mleprparlovtikég Tpopuracers:
[Ipw amd tov kKabapiopod, npo-kabapicte Tov eEomhopd Kdtm and Tpeyodevo vepd pe éva vypd movi.
6.3 M£000o01 kKot VAIKE Yo TEpLopIopé Ko KaBapiopo:
Evamoféote poivopéva vk og entkivovva andfinta katd to onpueio 13.
Pgvotd cvotatikd ototyeion GLAAEYOVTOL e GUVOETIKA VAIKA VYPOV.
Amoppopnote 1| okovTioTe T0 VAIKO Kot piEte o og éva doyeio amoppiudtov. EEacpariote Tov eEaepiopd.
Noa ypnotponoteite katdAAnia péca atopukng npootaciog (MAIL).
- 6.4 Ilapamopmn) og Giro TUNRATA
[TAnpopopieg yio Tov ciyovpo yeptopd PAéne kepdiato 7.
[TAnpogopieg yio Tov 0TopIKO TPOSTATEVTIKO EO0TMGO Bpeite 6TO KEQALOLO 8.
[TAnpopopieg yio v evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

7.1 MIpo@uAAEELS Y10 0.6QPAAY] YEIPLOULO
Dpovticte Yo Tov KoAd eEaeptopd/amoppdPncn Tov aépa GTO TOTO EPYOCIOGC.
Amo@evyete eman e To dEpHa Kot Le ta pata. Mnyv katonivetre. Na amo@gvyete v dnpovpyic okovig.
Mnv avamvéete oKOVN/Komvo/aéplo/opiyAn/aTpos/cepél.

- OdNyieg Y10 TOV TPOTO TPOGTUGING KUTA TG TVPKUIGS Kot EkpnEng: Aev amauteitor Ayn eBKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs pvAAENS, copmepriapfavopévev Ty oV acvppfaToTiTOV
- AToOnkevon:
- ATOTHGELS Y100 TOVS Y DPOVG 00O KEVONG Kot TOVS TEPLEkTeg ATobnievote oe 1 - 30 °C
- Yrodeitelg cvvamoOikevong: dev amatteiton
- Mlgpatép® dNrdGES Y10 TOVG 6poVg amodKEVONG:
Noa dwatnpeitat o€ kald Krewopévo doyeio.
No amofnkedetat oTig KaAd KAEIGUEVES LOPPES TOV, GE dpocePsd Kat ENpod LEPOC.
Na poctateveton amd ™ {Eotn Ko TV AUeEST enidpaoT| TOL NALOV.
- 7.3 E1dwi) ek yprjon 1 ypijoeis Agv givon dtabéoipeg GAAES GYETIKEG TANPOPOPIES.

(ovvéyelo ot celida 3)
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TMHMA 8: ‘Eleyyog ¢ £ék0eonc/atopkn npoctacio

- 8.1 Mapaperpor eréyyov

- LVOTOTIKA oTOLYEL0 pE 0p0BETIKES TINES LPOPOVOES TOV TOTO EPYUCINS KOL TOV OPEIAOVY VO,
EMTNPOVVTOL:
Agv vrhpyet.

- Zopmin popotikéc vroositeic:
Tav Baon ypnoorombnkay ot 1HoVTEG KATAAOYOL TTOV {GYVAV KOTA TNV TOP0Y®YT.

- 8.2 "ELeyyor ék0eong

- Katdlinhor pnyavikoi £leyyor Kopio GAAn ovotaon, PAéne kepdrato 7.

- M£Tpa aTOIKNG TPOGTUGINGS, OTMS UTOPUIKOS TPOGTATEVTIKOS EE0TAMGOG

- TIpo6Tacia TOV OVATVEVGTIKAV 00DV ZUVIGTATOL 1| (P1OT) TPOGTUTEVTIKNG HAGKOC.

- IIpoctacio TV LoV
To vAKO TV YyovTidv Ba Tpéret va givar pn dtomepatd Kot avOeKTIKO EVOvVTL TOL TPOIOVTOG / TOV VAIKOV / TOV
TOPOGKEVAGHLOTOC.
AdY® pn TpayHOTOTOINGNG SOKIUOVY OV UTOpEl va TPoTabel KovEVE LMK YaVTIAOV Yio TO TPoidV / T0
TOPOCKEVAGLLO / TO YLK ety
EmuiéEte To vAKO TOv YovTiod Aapfdvovtag v dyn Toug povoug dtEhevong, To Pabud damepatdHTNTAG KoL
v vofaduion.

* YAKO yavTiodv
H entloyn tov KotdAAnAov yavtiov dev e&optdral povov amd 10 VAKO, 0AAL KoL TO EXITAEOV YOPOKTIPLOTIKG
TOLOTNTOG, TO, OTTOI0 SLOPEPOVY AVAAOYA LLE TOV KOTOUCKEVOGT.

- Xpovog 01£i63v61G TOV VAKOD YOVTIOV
O axppng xpovog d1éAeVONG OVAKOVAVETOL OO TOV KOTOCKEVOOTH TV TPOGTATEVTIKMV YOVTIAV Kot Oa
TPEMEL VOL TNPELTAL TAVTOTE.

- IIpoctacio TOV paTI®OV / TOV TPos®dTov [IpocTaTeLTIKG YVUALE.

TMHMA 9: ®vowkéc Kot ynukEG 1010TNTES

9.1 Zroygeio Yo TG PASIKES UOIKEG KL (NMKES 1OLOTITES
- Tevikég minpoopisg
- PuoKi KatdoTaon Yypo
‘Xpopa: dypopo
-Oopn: doouo
- Impeio éemc/onpeio mEewg: Mn ypNGUYLOTOM GO
- Xmpeio {Eogmg 1] apykod onueio (Eoeme kKan

neproyn Léoemg un kabopiopévo
- EvphektotTnTo Mn kaBopiopévo
* AVOTOTO KOl KATOTATO 6p1o ekpnéipndtnrog
T KOATOTEPO: Mn kafopiopévo
T OVOTEPA: Mn kaBopiopévo
- Inpeio avapreéng: >300 °C (63148-62-9 [ToAvdiuebvrociAo&dvio)
- Ogppokpocio avtavaereéng >400 °C (63148-62-9 [ToAvdeBvurocirotdvio)
- Ogppokpacio amwocvvleong: Agv 1oyvet.
-pH Mn kaBopiopévo
- Kivnpotikd 1E®oeg Mn koBopiopévo
- AvdvtotnTa
" vepo: adtdAvto
- ZOVTELEOTIG KATAVORN|G GE N-OKTUVOLY/VEPD

(RoyaprOpikn Tyun)) Agv gpappoletor.
- Taon atpav Mn kaBopiopévo
- ITvkvétnra og 20 °C: 1 g/em?
- ITvkvétnTa atp@v Mn kaBopiopévo

(ovvéyela ot celida 4)
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- X0pUKTNPLOTIKA CONATIOI®V Agv 1oyvet.
9.2 Aoutég minpogopisg
- IIAnpo@opics oYETIKA pE TIG KAAGELS PUOIKOD

Kivovvou
- Ekpnktikd To mpoidv dev evéyet kivouvo Ekpnéng.
- EYplekta aépro eKTinTEL
- Agpolvpata eKmintel
- OEedoTIKG aépra eKminTEL
- Aépro. 76 migon EKTTMTEL
- Ev@phekta vypd eKminTEL
- EV@lekta oteped eKmintel
- Avtevepyég ovoisg Kot peiypata eKTmTEL
- TIvpoopkd vypd EKTIMTEL
- TIvpoopkd oteped eKminTEL
- Avto0eppovopeveg ovoieg Kol peiypata eKminTel
- Ovoieg KoL pelypato Tov EKADOUY EDPAEKTO 0EPL.

G€ EMOQPT] UE TO VEPO EKTIMTEL
- O&admTiKaG vYpa eKminTEL
- OEedOTIKG 6TEPEG eKmintel
- Opyovikd vrepoeioin eKminTEL
- Ovoieg ko peiypoto wov opovy SLPPOTIKA EvavTl

TOV PETALAOV eKminTel
- ATEVaIo0NTOTOMUEVE EKPNKTIKG/PEYPNOTE Kol

TPOIOVTU IE EKPNKTIKA eKTinTEL

TMHMA 10: Xta0gpotnTo Kol 0vTIOPAoTIKOTNTO

-10.1 Avtdpacstikétnroe Acv drotibevtar dAleg oxeTikéc TANPOPOpiES.
-10.2 Xnpuki] otobepédtnTo

Kapia emkivovvn avtidpaon dtav yeipiletar kot oamodnkedeTol cOUP®VA e TIC STAEELS.
-10.3 IIBavoTNTO EMKIVOLVOV avTIOpace®VY Agy gival yvoot) Kopia enkivouvn avtidpaon.
- 10.4 XovOnkeg pog amo@uyn Aegv dwotiBeviat GAAES GYETIKEG TATPOPOPIES.
- 10.5 Mn osoppatd viké: Ioyvpol oEedmrikol mapdyovteg
-10.6 Emkivovve ntpoidvta amocvvleong: Movoleidio kot d10&gido tov dvBpaka.

TMHMA 11: To&ixoloyikég TAnpo@opieg

- 11.1 ITAnpogopics 1o Tig TAEEIS KivovVOL, 6Tms opiloviar otov kKavoviepd (EK) aprf. 1272/2008
- O&gia To&ikotTnTa Baoet tov dwubéoipumv dedopévav, ta kprtipla TaEtvounong dev TAnpovvTaL.

- Inpovtikég Tipég ta&vopnons-LD/LCS0
63148-62-9 IMoivdrpedvioctio&avio
And 10 oTONO ‘ LD50 ‘ >5.000 mg/kg (apovpaiog)

- AvaBpoon ko gpediopdg Tov déppatog

Bdoetl tov Sabéoipuwv dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- ZoPap opBaipikn Brapn/epedropidg

Bdaoet tov dabéoiumv dedopévmv, To Kpttipla Ta&vounong oev TANpovvIaL.
- EvaneOntomoinon tov avemrvevotikod 1| evaicOnTomoinen Tov déppatog

Bdoet tov S1abéoipmv dedopévmv, Ta kprtipla TaEtvounong dev TANpovvIaL.
- MeTadha&loyéveon YEVVIITIKOV KOTTAP®OV

Bdoel tov Stabéoipmv dedopévmv, Ta Kptripla Ta&vounong dev TANPovVIaL.

- Kapxwoyéveon Baoetl tov Stobéoiuov dedopévev, ta kpiripla ta&vopnons dev TAnpodval.
(ovvéyelo ot ceXida 5)
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- To&wkétnTa otV avorTapaymy)

Bdoet tov dabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANpovvVIaL.
- Ewduen to&ikotnta 6ta opyava-ctoyovs (STOT) - spamat ékBeon

Bdoet tov Sabéoipmv dedopévmv, Ta kprripla Ta&tvounong dev TANpovvIaL.
- Educn to&ikétnra oto opyava-otoyovg (STOT) - eraverinupévn ékOgon

Bdoet tov Stabéoipmv dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- Emucivdvvétinta avappoéenong

Bdoetl tov Sabéoipwv dedopévmv, To KpLTipla Ta&vounong dev TANPovVIaL.
- 11.2 ITAnpo@opics y1a GALOVG TOTOVG EMKIVOVVOTNTOG
- I016TNTEg EVdOKpIVIKI|G dratapayis H ovcia dev mepiéyetan

TMHMA 12: Owkoroyikég TANpo@opies

-12.1 To&woétnTa
- Ydatwki] ToSukdtnra: Agv drotiBeviar AAAES OYETIKEG TANPOPOPIES.
- 12.2 AvOeKTIKOTNTO KOn IKavoOTNTA 0modopunong Asv dwtibevion dAAec oyeTIKEG TANPOPOPIES.
-12.3 AvvatétnTo Brocucodpevong Asv SwtiBevion dAAES GXETIKEG TANPOPOPIES.
- 12.4 KivnrikotnTto 670 £d09og Aev datiBevior GAleg oyeTikEG TANPOPOpPIES.
-12.5 Anoteréopata g a&oroynons ABT ko aAaB
- ABT: Mn ypncyLomomatpo
- aAoB: Mn ypnoylonomcipo
- 12.6 1616TNTEG EVOOKPIVIKIG OLUTAPUYNGS
To mpoidv dev TePEEL OVOIES LE WOOTNTEG TOL SLATAUPACCOVY TO EVOOKPLVIKO GUGTILLO.
- 12.7 AAreS 0pVNTIKES EMATAOCELS
- Ilepatépm owkohoyikég evdsiters:
- T'evikég 0onyieg: ['evikd dev etvat emkivovvo yia 1o vepo.

TMHMA 13: Xrtoyyeio oyetikd pe 11 61d0gon

-13.1 M£00dor eneepyacioc amofrntomv

- XooTaon:
Amoppiyte avTd TO TPOIOV MG LATPIKA ATOBANTOL.
Avoxotéyte ta vroleippoto o VMK pog xpnong (T.y. xopti, Hi6Koc) Kot amoppiyte To ™G oTEPEA
omdpAnTO.

- AKG@OapTeS ovoKevaoies:

- ZooTaon:
To mepifinpa (cvokevacio) emPaiietor va anoppintetor COLEMVA LE TOV KavoVIoUO Ttepl TepANUbT@V.
Mn poivopéva meptpAnpata propodv va 60800V yio avakikAwo).
Mnyv Egmhévete TOVG TEPLEKTEG TOL TPOTOVTOC TPV amrd T Stbeon.

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

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

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

- 14.3 Ta&n/-e1g Kivovvov Katd T petagopa

-ADR, ADN, IMDG, IATA
- KAMGon eKTInTEL

(ovvéyela ot ceXida 6)
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- 14.4 Opaoo cvokevaoiog

-ADR, ADN, IMDG, IATA EKTTIMTEL
- 14.5 eprparirovTikoi kivoovor: Agv €yet epappoyn
- 14.6 E1d1kéc mpo@ura&erg yia tov ypiotn Agv €yet epappoyn
- 14.7 O@ordooreg neTa@opég JHONV COLPMOVE IE TIS

npacerg Tov IMO Agev €yel epappoyn
- UN "Model Regulation": eKmintel

TMHMA 15: Xtoyyeio vopoOetikod yopoxtipo

- 15.1 Kavovicpoi/vopo0Beoia oyeTikd pe Tnv ac6@aieid, Ty vyeio Kol to 7epifdriov yio tnv oveia 1 o
peiypo
- Oonyia 94/33/EC:
®a mpémel va SIdeTOL TPOCOYN OTOV YPTGLLOTOLOVV 0VTO TO TPOTOV ATOUN KAT® TV 18 eTdMV.
- AmoBgpatiké 94/85/EEC: Aev datiBevtotl aAreg oyeTKég TANPOQOpiES.
- Katovopalopeves emkivovveg ovoies - IAPAPTHMA I H ovoia dev mepiéyeton
- KANONIZMOZX (EE) 2019/1021 ywa Tovg £ppovovg opyavikovg pvrovs (POP) H ovcia dev mepiéyeton
- Kavoviopoo (EE) ap0. 649/2012 H ovcia dev mepiéyeton
- KANONIEMOZX (EE) 2019/1148
‘TMapaptnpe I1 - AHAQTEEXZ IPOAPOMEX OYXZIEX EKPHKTIKQN YAQN H ovcia dev mepiéyeton
- Kavoviepog (EK) aprf. 273/2004 epi TV Tpodpopmv oveidv 1oV vapKoTik®v H ovcola dev mepiéyeton
- Kavoviopoo (EK) ap10. 111/2005 oyetikd pe 1 0éomon kavovay Yo TNy mopakorovdnon tov
ENTOPIOV TPOIPOUMV 0VGLAOV VOPKOTIKAV netadd g Kowdtnrog kot tpitav yopaov
H ovcia dev mepiéyetan
- KANONIZMOZX (EE) 2024/590 yia Tig ovoics mov kotaoTtpi@ovy T1 oTifdda 1o 6Lovtog
H ovocia dev mepiéyeran
- 15.2 A&ohoynon muikiig ac@aierag: H a&ohdynon ymukng acedieiog dev mpaypotonodnke.

TMHMA 16: Aowtég manpogopieg

Avtég o1 INAdoelg facifovtal 6To oNUEPIVO EMIMESO TOV YVOGEDY UG, OEV ATOTEAOVV EYYOT|ON YA TIG
O1OTNTEG TOV TPOIOVTMV OVTE ALTIOAOYOLV TN dNLovPYiot CUUPATIKAVY VTOYPEDCEWDV.

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 TAZINOMHXH TOY MEII'MATOZ BAXIZETAI OYZIAZTIKA XTH ME®OAO YIIOAOTIEMOY ME
XPHXH TQN ZTOIXEION YAIKOY ZYMO®QOQNA ME TON KANONIZMO (EE) 1272/2008.

- * Tpomomompéva otoryeio o oyéon pe Ty wponyoduevn £kdoon
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