Yelda: 1/6

Agltio dedopEVOV 06PaAEiaG
oopgova pe 1o 1907/2006/EK, ApBpo 31

Hpepopnvia extdnmong: 13.06.2019 Ap1Budc éxdoong 1 Avabempnon: 13.06.2019

TMHMA 1: AvayvopioTiKog KOOIKOS 006iac/HElYRATOS KoL ETOIPELNS/EMEIpNONG

- Hpgpopnvia ékdoong: 07.12.2017
1.1 AvayvoploTikog KOOKOS TPoiovTog

- Ovopacio Tov Tpoiovtog 6to gumopro: CERABIEN ZR : FORMING LIQUID

- Ap1Opdg mpoidvrog: 824-FL

- Ap1Opovc KaTayOPLoNg KN (PNOLLOTOU|CLULO

1.2 Zovageic mpocdrlopilopeveg yp1oELS TG 0VGIOG 1] TOV NEIYNOTOS KOL OVTEVOELKVVOUEVES (P CELS
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

- Xpnomn 1ov vAkov / Tig 60vlesng Bonontikd yio KaTaoKeLT) 030VTIOTPIKNAG TOPGEAAVTG

1.3 Ztovygeio Tov TpopunBevt TOV dghTion dEdOopévEV 0GPUALEing
- Mopoyoyog:
Kuraray Europe GmbH
Philipp-Reis-Str. 4,
65795 Hattersheim am Main
Germany
Phone:+49 (0)69 305 35835
Fax:+49 (0)69 305 98 35835
E-mail: dental@kuraray.de
- MMapoyn minpogoprav: Iapaymyodg
- 1.4 Ap1Opog THAEQPOVOL ETEIYOVGAS AVAYKNG:
(UK) 0800 680 0425
(GB) +44 20 35147487
(AU ) +61 2 80363166
* 3E Company
* Kuraray Access Code:334674

TMHMA 2: I1po6o10pitopdg ETKIVOUVOTNTOS

- 2.1 Ta&woépnon tng ovoiog 1| TV peiypatog

- Ta&wvopnon sopgova pe tov kavoviopo (EK) apr0. 1272/2008
To mpoidv dev Ta&vopieital, cOpemva pe tov kKovovioud CLP.

- ZopmAn poOpoTIKES ONADGES:
latpicég ouokevés, omws opilovtar oty Odnyia 93/42/EOK, kat ot omoieg eivon emepPaticég n
YAPNOCUYLOTOLOVVTOL GE ALLECT) PLGIKN EMAPT] [LE TO avBpDOTIVO GO, EEopovvTal omd TiG STAEELS TOV
Kavoviepov (EK) ap. 1272/2008 (CLP/GHS) cuvnfwg 6tav Bpickovtar 6tny telKn popen kot tpoopilovron
Yo Tov TEMKS ¥pNoT).

- 2.2 Xtovyeio emonpavong

- Emonqpaven cOpeova pe tov kavoviepé (EK) apr. 1272/2008 eknintet
- Elkovoypappata Kivovvou exmintel

- IIpogwdomomTikn AEEN exmintel

- ANAOGELS EMKIVOVVOTNTOG EKTITTEL

- 2.3 Ahhot Kivouvor

- Amoteréopora g aoroynons ABT kot cAaB

- ABT: Mn xpnGULOTOM GO

- AAaB: Mn ypnoiponomoipo

TMHMA 3: XOvOeon/mtinpo@opies Yo T0 GVGTUTIKA

- 3.2 Xnuikog yopaxtnpiopog: Meiypota
- Mleprypagni: Metypa amotehodpevo amd o akolovBwg avapepdpeva cTotyeio. te akivouveg avapeilels.

- Emikivovveg oveieg mepreyopévou: exmintet
- AMMO OVGTOTIKA:

IMoAvaBvievoyivkoin

Nepo

(ovvéyelo ot ceXida 2)
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[poopi&elg

TMHMA 4: Métpa tpotov fondeiov

4.1 Meprypoagn] TOV PETPOV TPAOTOV fonderdrv
- T'evikég 0dnyieg: Aev amattovvTon €10UKé PETPO.
" LETA Ao €167TVoN): ATOPOITNTOG 0 KOBaPOS 0EPUC, GE MEPIMTMOT) EVOYAGEDV KAAEGTE YIOTPO.
- neTa ano ewa@n pe to déppa: ['evikd to mpoidv dev epebilet 1o Hépua
* NETA 0o EMO.PN NE TO PATIOE
Noa mAdverte ta partia pe avolytd ta PAEQapa kdtw and Tpexodievo vepd yio apket dpa.
- peTa and karamwoon: Edv dwapkolv ot evoyincelg cupfovievteite yarpo.
4.2 ZNHOvVTIKOTEPE CUUTTAONATE KO EMOPACELS, AUECES 1] NETAYEVECTEPES
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
- 4.3 "Evoi&n 0m010.601|T0TE 0TOITOOUEVIIS GUECNS LOTPIKIG PPOVTIOUS KL E101KN|S Oepameiog
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa. Y10 TNV KOTOTOAEUN 61 TG TUPKOYLAG

5.1 IMvpocPeotika péoca
- KatdAnha mopocPeotika péca. To vakod dev avopAEyeTat.
- 5.2 Eldikoi Kivouvol Tov TpoKvmTouy amd TNV 0vsid 1] To peiypa
Agv dratiBevton GALEG oYETIKEG TANPOPOPIES.
- 5.3 votdcsig Yo Toug TuPosPEcTES
- E1d1k6¢ mpootatevTikog eEomhopog: Agv amottovviot dlaitepa PETPA.

TMHMA 6: Métpa 710 TV OVTIHETAOMLION TUY A0S EKAVOG

- 6.1 IIpocomkég TPOPLAAEELS, TPOSTATEVTIKOG EEOTAIGUOC KOl OLUIIKAGIES EKTAKTIG UVAYKNG
BAéne kepdhato 8.
- 6.2 Mleprparlovtikég Tpopuracers:
Mnv 10 adetdleTe TNV OmOXETELON KO EMPAVEIEG VOAT®V. Agv TPEMEL VoL 1EIGOVTEL GTA YNVaL VEPQ.
6.3 M£000o01 Kot VAIKE Yo TEPLOPIo N6 Ko KaOapiopo:
ZUAAEYETOL LE GVVIETIKA VAKE VYpGV. (GpLpo, evaroBécels TuporiBov, cuVIETIKA 0EEMV, GUVOETIKG YEVIKMG,
TPLOVOGKOVT)).
- 6.4 Ilapamopmn) og Giro TUNPATO
Agv ghevbepdvetan Kopio enkidvvn ovacia.
[TAnpopopieg yio Tov ciyovpo yeptopd PAéne kepdiato 7.
[TAnpopopieg yio Tov oTopKd TPOooTATEVTIKO eEO0TMSHO PAETE KEPAAMLO 8.
[TAnpopopieg yio v evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IMpo@urda&ers Yo ac@al] xeiptopd Asv amotteiton va AdPete Wroitepa péTpa.
- Odnyieg Y10 TOV TPOTO TPOGTAGINS KUTA TG TVPKUIGS Kot EkpnEng: Aev amouteitor Ayn eBIKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs poAaing, copmepriappavopévov Toyov aoopfipactov KatacTdoemv

- EvamoOnkevon:

- A&udoeig og mpog Ta Teppporto ko Tig arodikes: Koo edwkn a&ioon.

- Yrodeiterg cvvamoOikevong: dev amatteiton

- Mlgpatépo® dnrdoeis yua Tovg 6povg evamodikevong: Na anobnkeveton oe Beppokpacio neptfariovog
- 7.3 Ewdwi] TeMkn piion 1 ypnoeig Asv dwotibeviot dALES OXETIKEG TANPOPOPIES.

cy —
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TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopikn npoostacio

- ZopmAn poOROTIKES VITOOEIEEIS Y10 T1 SLEPUOPPOGT] TOV TEYVIKOV EYKUTUCTAGEMV:
Kopio 6AAN cbotaon, PAETE Ke@dAaio 7.

- 8.1 Hapaperpor eréyyov

- Z0OTUTIKG 6TOLYEl0 e 0PoOETIKEG TINES POPOVGES TOV TOTO EPYUGINS KUL TOV MPEILOVY VO,
EMTNPOVVTOL:
To mpoidv dev TEPLEXEL ONUOVTIKES TOGOTITEG OVGLAOV TOV APOPOVV TNV EPYOCiK Kot TOL T Opla VTAOV Ba
€npemne va EAEYYovTOL.

- ZopmANpopaTikég vrodeigars: Zav faon ypnoyonotdnkay ot 15 HovVTes KOTAAOYOL TOPUCKEVAGLOTOG.

- 8.2 'Edeyyor £ék0gong

- ATopkdg eEomMopdc TpooTuciag:

- Tevikd pétpo mpootaciog KAl vyiEVIG:
[Ipocoyn ota VITOAOUTH TPOGTATEVTIKA LETPO. OGOV APOPE. TO UETAYEPIGUO YNKDV TPOIOVIMV.

- Ilpootacia yio TNV avamvor): Agv givor amapaitnto

- Ilpootacio Yo Ta xépro:
To VAo TV yovTidv Ba tpénet va sivar adtamepatod kot ovOeKTKd EvavTt TOV TPOIdVTOg / TOV LAKOD / TOL
TOPOUCKEVAGLLOTOG.
Adyo pn TpaypoTomoinong dokiudv dev propel va tpotabel Kovéva LAKO YavTidV Yio To Tpoidv / 1o
TOPOCKEVAGHO / TO YNLKO petypio.
EmuiéEre To vAKoD TOL YavTion AapBdvovtag v oy Tovg xpdvous diérevong, To Pabid SumepatdTnTog Kot
v vrofaduion.

“ YAKO yavTiodv
H emloyn tov KotdAAniov yavtiov dev e&optdtal povov amd 10 VAKO, 0AAY Kol T ETTAEOV YOPOKTIPLOTIKA
TOLOTNTOG, TO, OTOI SLOPEPOVY AVALOYO LLE TOV KOTOOKELOOTN. Enedn to mpoidv eivar oty ovoia Eva
TOPOCKEDUCLLO TTOV ATOTEAEITAL OO TEPLOGATEPQ GLOTOTIKA dgv pmopet va e&akpPwbel n avBekTikdTTA TOV
VAKOV KOTOOKEVTG TOV YOVTI®V Kot Oo tpénet va gEleyyBovv ptv amd  xpnon.

- Xpovog 81£i63V61g TOV VAIKOD YOVTIAV
O axpiPng xpovog S1EAEVONG OVAKOIVAVETOL GO TOV KOTOOKELOOTH TV TPOGTUTEVTIKMY YOVTIAV Kot Oa
TPEMEL VAL TNPELITOAL TAVTOTE.

- Ilpootacia yo to patwe: Ipootatevtikd yvoiid.

TMHMA 9: ®voikég Kot ynUIKEG 1010TNTEG

9.1 Zroygeio o Tig Pacikéc QUOIKEG KAl YNMKES 1OLOTNTES

- Tevikég minpoopisg
. O‘Vn: 4 r
Mopon: VYpO
Xpopa: dypopo
-Oopn: docuo
-'Opro oopng: Mn kabopiopévo.
- Twn pH: Mn kobwopiopévo.
- Metafoin tng vine.
Xnpeio ™Eewc/onpueio migemc: Mn ypNGYLOTOM GO
Apyxé enpeio (Eoems ko meproyn (Eocmg: Mn ypnoiponomcipo
- Xnpeio avagretng: Mn xpNGUYLOTOM GO
- AvogregpotnTa (6TEPEH, 0EpLo): To vAKo6 dev avapAiéyetat.
- Ogppokpocio avaPrifeng: Mn xpnGYLOTOW GO
- @gppokpocio amrosvvisong: Mn kabopiopévo.
- @gppokpocio avtoavagretng: Mn kobwopiopévo.

(ovvéyelo ot celida 4)
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- Ekpnkrikég wodtnreg: Aev vopiotatol kivovvog ekpnEemg Tov TpoidvTod.
-'Opua Kivovvov ekpnéemg:
KOTOTEPA: Mn kobwopiopévo.
avoTEPA: Mn kaBopiopévo.
- OEadoTIKEG 1010TNTES: un Kobwpiopévo
- ITieon atpav: Mn kobwopiopévo.
- TIvkvotta o€ 20 °C: 1 g/cm?
- LY ETIKI] TUKVOTNTO Mn kaBopiopévo.
- IIvkvétTnTa aTp@V Mn kaBwopiopévo.
- Tayvmnrta eEdTpmong: Mn koBopiopévo.

- AwhvtotnTa o€ / avapeiSipov pe
vepo: OVOLLELYVOETOL EV HEPEL

- ZOVTEAEOTIG KOTAVORTS: N-0KTAVOAN/vEPG: MM kabopiouévo.

- IEmoec: un kafopiopévo

- OUVOUIKNY: Mn kaBwpiopévo.

- KIVI|LOTIKY): Mn kabopiopévo.

9.2 Adheg Thnpoopieg Agv datiBevol GAdeg oyeTikég mANpOPOpies.

TMHMA 10: Xta0gpoTTo KOl 0VTIOPOoTIKOTNTO

-10.1 ApaotikétnTa Aev datiBevtotl drdeg oyeTicég TANpopopiec.
-10.2 Xnuun otaBepdtnra
- Ogppikn} amwosvvieon / 'Opol wov TPémeL va amoPevyovTaL:
Agv anocvvtifetar av 1 amobnkevon Kot 0 YEPIoUOC TOL YIVETAL KAVOVIKA.
-10.3 IMBavoTTO EMKIVOUVOV avTIdpacemv Agv gival yvoot Kapio emkivovuvn avtidpaon.
- 10.4 XovOnkeg mpog amo@uyny Aev datiBeviol dAreg oyeTiKég TANPOPOpPiES.
-10.5 Mn cvppatd vika: Asv Swotibevion GAAES OYETIKEG TAT|POPOPIES.
-10.6 Emkivévve ntpoidvta arocvvlesng: Movoleidio kot S10&gido tov dvOpaka.

TMHMA 11: To&ikoloyikég TAnpo@opies

- 11.1 IIAnpo@opies Y10 TIS TOEIKOAOYIKES ETUTTMOGCELS
- Oeia To&wotnTa Baoel tov dwbéoiuomv dedopévav, ta kpiripla Ta&vopnong dev TAnpodvral.
- Apyki] epebroTikn evépyewa:
- AvaBpoon ko gpediopidg Tov déppaTog
Bdoet tov S1abéoipmv dedopévmv, To kprtipla Ta&vounong dev TANpovvIaL.
- Zofapn Prapn/epediopdg TV poTiodV
Bdoet tov Stabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- AvamvevoeTiki evacsOntomoinon 1 evaeOnromoinon tov déppatog
Bdoetl tov Sabéoipuwv dedopévmv, To KpLtipla Ta&vounong dev TANPovVIaL.
- Ematdoaic KMT (kapkivoyéveon, petarlaloyévesn Kot ToEIKOTNTA Y10 TV AvVOTapoy®y)
- MeTadha&LyEVEGT] YEVVITIK®OV KVTTAP®V
Bdoet tov S1abéoipmv dedopévmv, Ta kprripla TaEtvounong dev TANpovvIaL.
- Kapxawvoyéveon Baoetl tov dwobéoiov dedopévmv, ta kptrnpla ta&vopnong dev TAnpodvol.
- To&ikétnTa 1o TV avomapoyoyn
Bdoetl tov Sabéoipuwmv dedopévmv, To Kpitipla Ta&vouncng dev TANpovVIaL.
- STOT-gpana ékBeon Bdaoel tov drabéoipumv dedopévav, ta kprmmpra tagvounong dev minpovvradt.

- STOT-graverinuuévny £kBgon Baoel tov dwbéoiuov dedopévav, ta kpiripla ta&vounong dev TAnpodvol.
(ovvéyelo ot celida 5)
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- To&ukétnro avappoéeneng Bacel tov dwebéoipumv dedopévav, Ta kprmmpra ta&vounong dgv mAnpovvrat.

TMHMA 12: OworoyikéG TANPOPOPIES

-12.1 To&wétnTo

- Ydatwki] To&ikétnra: Agv dratiBevion AAAES OYETIKEG TANPOPOPIES.

- 12.2 AvOEKTIKOTNTO KoL IKAVOTNTA 0modopunong Asv Swotibeviat GAAES OYETIKEG TAPOPOPIES.

12.3 Avvatétnro Brocvoompevong Asv dwtiBevion dAdec oxeTikéG TANPOPOPIES.

- 12.4 KivnmikotnTta 670 £80¢90g Aev datiBeviol dAleg oyeTikég mApopopies.

- Ilepartépm owkoroyikég evoeiters:

- Tevikég odnyiec:
Emwcivouvo yio to vddrtivo mepifdirov - Kidon 1 (A pog extipnon): eAa@pds ETKivouvo
Agv gmurpénetal va d1E1cdveL 6To YVe vepd, va adeldletal 6To vddTvo TEPIBAALOV 1] 0TV amOYETEVOT] U
OPOIOUEVO 1 CYETIKG OE PEYAAEG TTOGOTNTEG.

-12.5 Anoteréopata g a&oroynons ABT ko aAaB

- ABT: Mn ypnolpHomomcipo

- AAaB: Mn ypnoiporomoio

- 12.6 Addreg apvnTiKéS EMATOOELG Agv dlatifevtan GALeg GYETIKEG TANPOPOPIEC.

TMHMA 13: Xtoyeio oyetikd pe 11 61d0gon

- 13.1 M£0odor dwayeipiong amofinrov
- Zootaon: Mikpdtepeg TocOTNTEG LTOPOVV VA 0T0TEBOVV PEGH GTO KOV OTOppipLpLoTa

- AKG00PTES GVOKEVUGIES:
- Xootaon: H evardbeon yivetar cOpemva pe TG ETion e 0dnyieg.

TMHMA 14: ITinpo@opieg oYETIKA pe TN NETAPOPA

- 14.1 ApOpoc OHE
-ADR, ADN, IMDG, IATA exmintel

- 14.2 Oweia ovopaosia arostorjc OHE
- ADR, ADN, IMDG, IATA exminTel

- 14.3 Ta&n/-e1g Kivovvov Katd T peTagopa
- ADR, ADN, IMDG, IATA

“TGEN ekmintel

- 14.4 Opada cvokevaGiog

“ADR, IMDG, IATA EKTIMTEL

- 14.5 TegprfariovTikoi Kivovvou:

* Marine pollutant: Ox

- 14.6 E1d1kég mpo@ura&erg yia tov yp1otn Mn| ¥pNGYLOTOM GO

- 14.7 X0onv peta@opd cOp@mva pe To mopapTnua
II ™g ovppaocns MARPOL km tov k@owka IBC  Mn ypnooromoiyLo

- UN "Model Regulation': exmintel

cYy —
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TMHMA 15: Ztoyyeio vopo0etikod yopoxtipo

- 15.1 Kavoviepoi/vopo0Beoia 6yeTikdG pe TNV 06QAAELN, TV VYEIN KOl TO TEPIPALLOV YI0. TNV OVGIA 1] TO

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

- AmoBgpatiké 94/85/EEC: Aev dwatiBevtonl aAreg oyetikég mAnpopopiec.

- Odnyia 2012/18 / EE
- Katovopoalopeveg emkivovveg ovoieg - IAPAPTHMA 1
Kavéva omd cuoTaTikd ototyeia dev mepiéxeton ot Alota
-15.2 A&orhoynon ymukig ac@areras: H a&oddynon ynuikng ac@arelos dev TpoyLotomomOnke.

TMHMA 16: A)hec minpo@opieg

Avtég ot INhdoelg facifovtat 6To oNUEPVO EMIMESO TOV YVOGEDV LG, OV ATOTEAOVV EYYINON YO TIG
WOLOTNTEG TOV TPOIOVTIWV OVTE QLTIOAOYOUV VOLUKES GUVETELEG.
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