Yelida: 1/6

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

Hpepounvia ektdnwong: 07.07.2023 Ap1Budc éxdoong 1 Avabempnon: 07.07.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoidvrog 610 gpnépro: NORITAKE MAGIC SEPARATOR

- AprOpdg mpoidvrog: 1000-MS

- ApOpég CAS:
63148-62-9

- Ap1Opovg KOTUOPLoNG UN (PN OLLOTOU|CLLO

- 1.2 Zovageic mpocdrlopilopeveg yp1oELS TG 0VGILOS 1] TOV NEIYNOTOS KOL OVTEVOELKVVOUEVES (P OELS
Agv vrtapyovv dAleg S100€011LES GYETIKES TANPOPOPIEC.

- Xpnomn 100 vAkov / Tov peiypatog Bonbntikod yio Kotaokewy 080vTiatpiking mopceAdvng

1.3 Ztovygeio Tov TpounBevty TOov dgAhTion dgdopévev acareiog
- IIpopnOBevTic:
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 winpogoprav: [Ipoundevtrg
- 1.4 Ap1Opog THAEQOVOL ETELYOVGAS OVAYKNG:
(UK) 0800 680 0425
(GB) +44 20 35147487
(AU ) +61 2 80363166
* 3E Company
* Kuraray Access Code:334674

TMHMA 2: I1po6o10piopdg ETKIVOUVOTNTOS

- 2.1 Ta&wvoépunon tng ovoiog 1| TOV peiypotog
- Ta&wvopnon sopeave pe tov kavoviopuo (EK) apr0. 1272/2008
H ovcia dev ta&vopeital, coppava pe tov kavoviopd CLP.

- 2.2 Zrovyeio eTikéTOg

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

- IlpogwdomomTikn AéEN exmintel

- ANAOGELS EMKIVOVVOTNTUG EKTIMTEL

- 2.3 A)hot kivovvor

- Amoteréopata g a&oroynong ABT ko aAaB

- ABT: Mn ypno1Homomcipo

- AAaB: Mn ypnoiporomoio

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

3.1 Ovoigg
- Ap10. CAS, évopa
63148-62-9 IToAvdipeBviciho&dvn

TMHMA 4: Métpa tpatov fondeiov

- 4.1 Meprypagn péTpov TpOTOV fondardv
- Tevikég 0dnyieg: Aev amorrodvror 01kd pétpa.
- Meta and siomvon): Anopoaitntog o Kabapog aépac, o€ TEPINTMOT EVOYANGEDV KUAEGTE YIOTPO.
- Meta and emagn pe to déppa: ['evikd to mpoidv dev epebilet o dépua
- netd amo emopr] pe To paTio:
No mAovete To pLatio e avorytd to, BAEQUPO. KAT® 0o TPEYOVIEVO VEPO Y10, PKETH MPOL.
(cuvéyelo ot ogkida 2)

GR —



Yelida: 2/6

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

Hpepounvia ektdnwong: 07.07.2023 Ap1Budc éxdoong 1 Avabempnon: 07.07.2023

Ovopoaoia Tov Tpoiovrog 6to gumépro: NORITAKE MAGIC SEPARATOR

(ovvéyela and ™ oekida 1)
- netd and karamwoon: Edv diapkolv o1 evoyAncels cupfovievteite yotpo.
4.2 TNRovTIKOTEPH CUUTTONATE KO EMOPACELS, GUECES 1] NETAYEVEGTEPES
Agv dratiBevton dAleg oyeTIKEG TANPOPOPIES.
4.3 'EvO€IEN 0T0L0.60NTOTE OTULTOVIEVIIS AUECT|G W TPLKIG PPOVTIONS Kol E0IKIG Oepameiog
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa 710 TV KOTOTOAEPN 61 TS TUPKAYLAS

- 5.1 MMvpooPestika péca.
- Katahinha rvpoosPeotikd péca. To vikd dev avapAéyetat.
- 5.2 Ewdwkoi Kivouvor Tov TpoKOTTOUV 00 TV 0VGia 1] TO peiypo
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
- 5.3 Zvotdosis 1o Toug TUPoSPETTES
- E1d1k0g mpootatevTikdg eEomhiopog: Agv amoitovviat Wlaitepa HETPOA.

TMHMA 6: Métpo. o€ TEPITTMON 0KOVOLOS EKAVGTG

- 6.1 Ilpoc®OmMKEG TPOPVAAEELS, TPOGTUTEVTIKOG EEOTAIGOG KO OLUSIKAGIES EKTUKTIG UVAYKNG
BAéne kepdhato 8.
- 6.2 Ileprfarhovrikég mpoUAGEEIS: ApardveTal e TOAD vepo.
6.3 M£00o0o1 kKot vAIKa Yo mepropiopd ko kadapiopd:
TUAAEYETOL [LE GUVIETIKA VMK VYp@V. (Gppo, evarofécelg TuporiBov, cuVIETIKA 0EEMY, GUVOETIKG YEVIKMG,
TPLOVOGKOVT)).
- 6.4 Ilapamopm) 6 GAlo TPUNROTO
Agv amelevbepoveton Kapio emkidvvn ovoia.
[TAnpoeopieg yia Tov ciyovpo yeprond Préne kepdroto 7.
[TAnpogopieg yia Tov atopkd mpoctatevtikd eEomMopd Ppeite 6to Ke@aroto 8.
[TAnpopopieg yia v evamoBétnon PAéne kepdrawo 13.

TMHMA 7: Xeipiopdg kot amodnkevon

- 7.1 TIpo@ura&ers Yo ac@ain yeipiopd Asv anoteiton va Aafete Wiaitepa péTpa.
- Odnyisg 1o TOV TPOTO TPOGTAGING KATA TNG TVPKOIAg Ko Ekpnéng: Aev amanteiton Ay E0IKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs QUAAENS, copmepriapfavopévev Tuyov acvoppfoatoTiTOV

- AmoOnkevon:

- ATOITI|GEIS Y10 TOVG (DPOVS 00O KevenS Kot Tovg Teprékteg Koaptio 1dkn a&ioon.

- Yrodeigelg cuvamodikevong: dev anatteitot

- Mlepartépo dNhdosis Yo Tovg 6povg amodikevong: Na amodnkevetal o Beprokpacio neptPaAiovtog
- 7.3 E1wdwki) Tedukn] yprjon 1 yp1josig Acv gival d100€01pueg GAAES OYETIKEG TTATPOPOPIES.

TMHMA 8: Eleyyog tnc ék0eonc/atopkn tpoctacio

- 8.1 IMapdapetpor eréyyov

- ZVOTUTIKG 6TOLYEl0 pE 0poBeTIKES TINES BPOPOVOES TOV TOTO EPYUCIAS KOL TOV 0QEIAOVY VO
EMTIPOVVTUL
Agv vrapyet.

- 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 cootaon, fAEne kepdioto 7.
- MEéTpa aTopIKG TPOOSTAGINS, 0TS A TONIKOS TPOGTATEVTIKOG EEO0TAMONOG
‘T'evikd pétpo tpootaciog Kol vyiewvg:
[Ipocoyn ota VTOAOUTO TPOSTATEVTIKA LETPO. OGOV APOPE TO YEPIGLO YNUKDV TPOIOVI®V.
(ouvéyelo ot oekida 3)
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Xelida: 3/6

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

Hpepounvia ektdnwong: 07.07.2023

Ap1Budc éxdoong 1

Avabempnon: 07.07.2023

Ovopoaoia Tov Tpoiovrog 6to gumépro: NORITAKE MAGIC SEPARATOR

(cvvéyela and ™ oekida 2)

- IIpootacio TOV avaTvVEVOTIKAV 000V Agv gival anapaitnto

- IIpooTacio TV xeprdv

To VAo TV yavtidv o mpémet va gival 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.

Emé&te 0 vAKo Tov Yavtiod AapPdvovtag v dyn tovg xpdvoug SiEAevoNG, To fabud domepatdTNTS Kot

™mv vroPadon.
“ Y6 yavTiov

H emloyn tov KotdAAniov yavtiov dev e&optdrat Lovov and 1o VAKS, aAAd Kot To EMTAEOV YOPOKTIPLOTIKA

TOLOTNTOG, TO. OTOL SLPEPOVY AVAAOYA LLE TOV KOTACKELOOTN. Enedn to mpoidv givar otnv ovoia Eva

TOPOUCKEDACLLO TTOV ATOTEAELTOL A0 TEPLOTATEPA CLGTUTIKA dgv pmopet va eEakpPwbel n avBekTikdTNTA TOV

VAKOV KOTOGKEVTG TOV YOVTIOV Kot Oa Ttpémet va eleyyBovv mpv amd ) xpnon.

- Xpovog 01£i60V061G TOV VAMKOD YOVTLAV

O axpiPng xpovog SLEAEVONG OVAKOIVAVETUL OO TOV KUTOOKELOOTH TV TPOCGTATEVTIKMY YOVTIAV Ko Oa

TPEMEL VAL TNPELTOAL TAVTOTE.

- TIpoctacia TOV patidV / Tov Tpocdmov [IpocTatevTiKd YVUAL].

TMHMA 9: ®vokéc Kot ynUIKES 1010TNTES

- T'evikég minpogopieg

- VoK1 KaTdoToon

‘Xpopa:

-Oopn:

- Xnpeio éemc/onpeio mEemg:

- Xnpeio {Eoeme M apykd onueio (Eoemg KoL
neproyn (éocmg

- EvplektoTnra

“ AVOTOTO KOl KATOTATO 6pro ekpnéipdtnrag

- KATOTEPO:

S AVATEP:

- Xmpeio avaeireéng:

- Ogppokpocio avtavagreing

- Ogppokpoocio amwocvvheong:

-pH

- IEmoeg:

- Kivnpotiko 1E®oeg

- OUVOLHIKT:

- AvhvtotnTa

“vepo:

- ZOVTEALEOTIG KATAVOUN|G GE N-OKTOUVOLY/VEPD
(LoyaprOpikn Tyun))

- Taon atpov

- TTukvOTNTO KOV GYETIKT TUKVOTNTO

- TTvkvotta o€ 20 °C:

- LYETIKI] TUKVOTNTA

- IIvkvéTnTa aTp@v

9.1 Zrovyeia yio TS PaoikéS QUOIKEG KO YMNUIKES LOLOTNTES

Yypo

dypopo

doopo

un kabopiopévo

un kabopiopévo
To vAwo dev givarl edPAeKTO

Mn kaBopiopévo.
Mn kaBopiopévo.
un kabopiopévo

Mn kaBopiopévo.
Mn kaBopiopévo.
Mn kaBopiopévo.
un kabopiopévo

Mn kaBopiopévo.
Mn kaBopiopévo.

OVOLLELYVOETAL EV HEPEL

Mn kaBopiopévo.
Mn kaBopiopévo.

0,96 g/cm?
Mn kaBopiopévo.
Mn kaBopiopévo.

9.2 Aownég minpogopisg
-Oym: )
“Mopon:

vyeiog Kot Tov Tepfdirovrog, aAld Ko TNV
acpdiera.
- EKpKTIKEG 1010TNTEG:

- ZNROVTIKEG TANPOPOPIES YI0. TNV TPOSTAGIA TG

VYpPoO

Agv voiototot Kivouvog exkpii&ems Tov TpoidvTog.

(cuvéyeln ot oekida 4)
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Yelida: 4/6

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

Hpepounvia ektdnwong: 07.07.2023 Ap1Budc éxdoong 1 Avabempnon: 07.07.2023

Ovopoaoia Tov Tpoiovrog 6to gumépro: NORITAKE MAGIC SEPARATOR

(ovvéyela and ™ oekida 3)

- Metaporn g kKatdoTaonc.
- Xmpeio/edpog paraxkvveng
- OEadTIKEG 1010TNTES: un Kobwpiopévo
- PuOpég e€atpong Mn kaBopiopévo.
- O mTiIKa aépLa EKTIMTEL
- Aépro. v7é micon eKTInTEL
- Ev@phekta vypd eKmintel
- Ev@lekto oteped eKminTEL
- Avtevepyég ovoigg KoL pelypata EKTTMTEL
- TIvpoopkd vypd eKTinTEL
- IIvpo@opikd oteped eKminTel
- Avto0gppavopeveg oveisg KoL peiypata eKTimTEL
- Ovoieg Ko peiypoto wov EKADOVY EVPAEKTA AEPLO.

o€ EMOP NE TO vEPD eKTinTEL
- O&ad Tk vypa eKmintel
- OEedOTIKG 6TEPEG eKminTEL
- Opyoavikd vepoleionn EKTTMTEL
- Ovoieg ko peiypota Tov opovv SfpaTikd Evavtt

TOV PETALAOV eKminTel
- ATEVOIG0NTOTOMIEVO EKPNKTIKG/PEYPOTH KoL

TPOIOVTU PE EKPNKTIKA EKTINTEL

TMHMA 10: Xta0gpoTTo KO 0VTIOPOCTIKOTTO

-10.1 Avtdpastikétnte Agv Srotibevtor dAleg oyeTIKEC TANPOPOPIES.
-10.2 Xnuwkn otabepdtnra
- Ogppikn} amwosvvleon / 'Opol wov pémer va amopevyovTan:
Agv amocvvtifetar av 1 amobfkevon Kot 0 YEPIoUOC TOL YIVETAL KAVOVIKA.
- 10.3 IMBavoTTO eMKIVOLVOV avTIdpacemv Agv gival yvoot Kopio erkivovvn avtidpaon.
- 10.4 XovOnkeg mpog amo@uyn Aegv dwtiBevion dAAES oYETIKEG TANPOPOPIES.
- 10.5 Mn cvpPatd vika: Asv Swotibevion GAAES GYETIKEG TAPOPOPIES.
- 10.6 Emkivéuvae ntpoidvta amocvvlesng: Movoleidio kat 510&gido tov GvBpaka.

TMHMA 11: To&ikoloyikég TAnpopopies

- 11.1 IIAnpogopics Yo TS TAEELS KIvOUVOV, 0TTmS 0pilovrar otov kavoviopd (EK) aprd. 1272/2008
- Oeia To&uotnTa Baoel tov dwbéoiuov dedopévev, ta kprripla ta&vounons dev TAnpodvral.
- Avafpoon ko epediopdc Tov déppaTog
Bdoet tov dabéciumv dedopévmy, To KpLtipla Ta&vounong 0ev TANPovVIaL.
- ZoPapi] opBaipikn Brapn/epediopidg
Bdoet tov dtabéciov dedopévev, Ta kpttipla Ta&tvouncong dev TANpovvIaL.
- EvousOnrtomoinon tov avarvensTikov 1 evorcnromoinon 1ov déppatog
Bdoet tov dabécipov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- MeTarhalloyéveosn) YEVVIITIKAV KVTTAP®V
Bdoet tov d100écimv dedopévmv, To KpLtipla Ta&vounong dev TANPovVIaL.
- Kapxwoyéveon Baoet tov Stonbéciuov dedopévav, ta kptripla ta&vounong dev TAnpodvol.
- To&wkétnTo 6TV OvOTOPAYOYI]
Bdoet tov dabéciov dedopévev, Ta kptripla Ta&vounong dev TANpovvIaL.
- Edun to&ikdtnra ota opyova-otoyovg (STOT) - epdmal ékOeon
Bdoet tov dabéciov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- Evdun toikétnTa 6ta 0pyava-ctéyovg (STOT) - emaverinupévn ékBeon
Bdoet tov d1a0écimv dedopévav, To Kptthpla Ta&vounong dev TANPovVIaL.
- Emucivdvvétinta avappoéenong

Bdoet tov dabéciumv dedopévmy, To Kpitipla Ta&vounong oev TANpovvIaL.
(ouvéyelo ot ogkida 5)
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Agltio dedopnEVOV acPaAEiag
oopgova pe 1o 1907/2006/EK, ApBpo 31
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(cvvéyela and ™ oekida 4)

- 11.2 TIAnpo@opies 1o GALOVG TOTOVG EMKIVOVVOTITOG

- 1916TNTEG EVOOKPIVIKIG OLUTUPUYNGS

H ovcia dev mepiéyetan

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:
- Tevikég 00nyieg: ['evikd dev etvot emkivdvvo yia 1o vepo.

TMHMA 13: Xrtoyyeio oyetikd pe 11 61d0gom

-13.1 M£00do1 emetepyacios amofrntmv
- Xvotacn: Mikpdtepeg mocoOTNTES LITOPOLV VoL aotedovv pésa oTo Kovd amoppippato

- AKGO0pTES CVOKEVOGIES:
- Xvotaon: H evandbeon npémet va yiveral cOpQ®va pe TiG enionpeg odnyiec.

TMHMA 14: ITAnpo@opieg 6YETIKA pe TN NETAPOPA

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

- 14.2 Oweio ovopaosia arostoric 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 Pvravtiig: Oxn
- 14.6 E1dwkéc mpo@uraterg yia tov ypiotn Agv &xel epoppoyn
- 14.7 @ardooreg peTaPOPES YVONY COUPOVE UE TIS
npagerg Tov IMO Agv &xel epoppoyn
- UN "Model Regulation': EKTIMTEL

GR —
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TMHMA 15: Xtoyeio vopo0etikov yopaxtipo

- 15.1 Kavovicpoi/vopo0ecio oyeTikd pe TNV 06QAAELN, TV VYEIX KO TO TEPIPALAOV VIO TNV OVGIA 1] TO

peiypa
- Oonyia 94/33/EC:
®a mpémel va SIdETOL TPOCOYN OTOV YPTGLLOTOLOVV 0VTO TO TPOTOV ATOHO KAT® TV 18 eTdv.

- AmoBgpatiké 94/85/EEC: Aev datifevtot alleg oyetikég TAnpopopiec.

- A&loAdynon MUK G AGPAAELNG

- Katovopalopeveg emkivovveg ovoies - IAPAPTHMA 1 Agv mopatifetonl kavéva and To GUGTOTIKA.
- Kavoviopoo (EE) ap10. 649/2012

- Kavoviepog (EK) aprf. 273/2004 epi TV TPOIPOR®OV 0VGIAV TOV VEPKOTIKOV
H ovcio dev mepiéyeran

- Kavoviopéo (EK) apr0. 111/2005 oyetikd pe ) 0¢omon kKavovey yia Ty mopokorovdnon tov
ENTOPIOV TPOIPOUMV OVGLOV VOPKOTIKAV pnetadv g Kowdmrag kot Tpitaov yopov

H ovcia dev mepiéyetan

- 15.2 A&oroynon ynpuuknig ac@arerag: H a&loAdynon ynutkng ao@Aarelos dev TpoyLoTomomOnKe.

TMHMA 16: Aowtég TAnpo@opieg

Avtég o1 dnhdoelg facifovtat 6To oNUEPIVO EMIMESO TOV YVAOGEDV LG, OV OTOTEAOVV EYYUNON YO TIG
WOOTNTEG TOV TPOIOVTMV OVTE AUTIOAOYOVV TN OMLLOVPYic CULPATIKMV VITOYPEDGEWDV.

To mapdv deAtio dedopévav acpareiog cuppopedvetol pe tov kavovioud (EK) apif. 1907/2006 , Apbpo 31
omwg tpomomombnke amd tov kovoviopod (EE) 2020/878.




