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

Hpepounvia ektdnwong: 27.10.2023 Ap1Budc éxdoong 6 AvabBempnon: 27.10.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoidvrog 1o gpumépro: PANAVIA 21 ; OXYGUARD II

- AprOpdg mpoidvrog: 050-O

- Ap1Opovc KaTayMPLoNG UN PNOLLLOTOUCLLO

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

- Xpion 100 vAko¥ / Tov peiypotog OdovtiaTptkd LAKS

- 1.3 Zroyygeio Tov tpopunBevT 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 THAEQPAOVOL ETELYOVGAS UVAYKNG:
[Greece] ThAépwva Extaxtg 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.

- ZOpTAN pOPATIKES ONADGELS
Ta wrpoteyvoroyikd mpoidvta 6mmg opiloviat otov kavovicud (EE) 2017/745 ko to onoia givan enepfotikd
1 XPNOOTOLOVVTAL GE GUEST PVGIKN ETOPN LE TO avOpdTIvo cdpa, e&atpodvTotl amnd Tig dlotdEelg Tov
kavoviopov (EK) apf. 1272/2008 (CLP/GHS) cuvifwc €dv edvor otnyv teAkn katdotacn Kot tpoopiletol
Yo Tov TEMKO XpNoT).

- 2.2 Zrovyeio eTikéTog

- Emonpaven cdpeova pe tov kavoviepé (EK) apr0. 1272/2008 cknintet

- Elkovoypappota Kivdvuvou ekmintel

- IlpogwdomomTikn AéEN exmintel

- ANAOGELS EMKIVOVVOTTUG EKTITTEL

- Emiofpaven Tov 60oKeLas1OV €P660v To epieyodpevo oev vrepPaiver ta 125 ml
- 0dnyieg aocpareiag EUH210: Aghtio dedopévav acpareiog S100€c1lo KOTOTLY OLTHOTOG.
- 2.3 A)hot Kivovvor

- Amoteréopata Tng a&oroynong ABT ko aAaB

- ABT: Mn ypnGULOTOM GO

- AAaB: Mn ypnoionomcipo

TMHMA 3: ZovOeon/aAnpo@opies Y10 T0 GVOTAUTIKA

- 3.2 Meiypata
- leprypagi: Metypa amotehodpevo amd o akolovBwg avapepdpeva oTotyeia. pe akivouveg avapeigels.

- Emikivovva cvotoTiké:
CAS: 56-81-5 IMokepivn 50 -70%
EINECS: 200-289-5 | ovcia yio. TV omoia vadpyel Kowvotiko 0pto £kBeong 6to ydpo epyaciog

- AMLO OVGTOTIKA:
IMoAvaBvievoyivkoin
Kartolvteg
Emtoyovtég

(ovvéyeio ot celida 2)
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Baoen

TMHMA 4: Métpa tpatov fondeiov

- 4.1 Meprypagn pETPOV TPOTOV fondeidv
- T'evikég 00nyieg:
ATOQEVYETE TNV ETOEN LLE TO PLATLOL.
ATopevyeTe TNV ETOEN LE TO dEPLLAL.
- MeTd ano giemvor): Anapaitntog o kafapog aépug, GE TEPIMTMOT EVOYANCEDY KOAESTE Y1ATPO.
- Metd ano emagn pe to déppa: ['evikd to mpoidv dev epebilet o dépua
* NETA amo EMOPN NE TO PATIOE
Noa mAdvete ta partia pe avolytd ta PAEPapa Kdtw and TpeyoVLevo vepd Yo apKeT OPO.
- peTa and karamwoon: Edv dwapkolv ot evoyinoelg cuppovievteite yarpo.
4.2 ZNROvVTIKOTEPE CUUTTAONATE KO EMOPACELS, AUECES 1] NETAYEVECTEPES
Agv drotiBevton GALEG OYETIKEG TANPOPOPIES.
4.3 "Evo€i&n 0mo10.601)T0TE 0TOLTOOPUEVIIG GUEGNS LATPIKIG PPOVTIOUS Kaon £101KI|G Oepameiog
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa Y10 TNV KOTOTOAEUN G TG TUPKOYLAG

5.1 ITvpocPeotika péoca
- Katdiinha mopooPeotikd péca. Ta pétpa katacPEcems TG OTIAG gvapuovilovTol e To TEPIKEINEVAL.
- 5.2 E1d1koi Kivouvol oy IpoKvATOUY 0T6 TV 0V6id 1] TO peiypa
Agv dratiBevton GALEG oYETIKEG TANPOPOPIES.
- 5.3 Zuotdcsis Yo Toug TUPoSPEcTES
- E1d1k6¢ mpootatevTikdg eEomhopog: Agv amoitovvton Waitepa PETPA.

TMHMA 6: Métpo o€ TepinTmon aKoVoLOS EKAVGTG

- 6.1 IIpocomKES TPOPVAGEELS, TPOGTATEVTIKOG EEOTAIGHOC KO OLUIIKAGIES EKTAKTIG UVAYKNG
BAéne kepdhato 8.
- 6.2 Ileprparrovtikég Tpo@uLAGEELS:
Apardveton pe ToAD vePO.
Mnv 10 adetdleTe OTNV OmOXETELON KO EMLPAVEIEG LOIAT®V. Agv TPEMEL VoL H1EIGOVCEL GTA YNVA VEPL.
6.3 M£000601 kKot VKA Yo TEpLoplopé Ko KaOapiopo:
ZUAAEYETOL LE GUVIETIKA VAKE VYP@dV. (Gppo, evaroBécels TuporiBov, cuVIETIKA 0EEMV, GUVOETIKE YEVIKMG,
TPLOVOGKOVT)).
- 6.4 Ilapamopm) og GAlo TUNRATA
Agv anehevBepivetar Kapio emkidvuvn ovcia.
[TAnpogopieg yio Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpogopieg yio Tov 0TopKd TPOSTATEVTIKO E0TMGO Ppeite 6TO KEQAAOLO 8.
[TAnpoeopieg yio Tnv evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@uAAGEELS Y0 0.0@aA] YEIPLopo Acv amatteiton va AdPete Wiaitepa pHéTpa.
- OdNyieg Yo TOV TPOTO TPOGTUGING KUTA TG TUPKOIdS Kot Ekpnéng: Aev amarteitor Ayn eBKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs pOAAENS, copmepriapavopévey Ty oV acvppaToTiTOV
- AToOnkevon:
- ATOLTI|GELS Y10 TOVG Y DPOVS 0modkeveng Kol Tovg Tepékteg Na dwatnpeitan oto yoyeio (2-8°C).
- Yrodeiterg cvvamoOikevong: dev amarteiton
- Ilgpatép® dNrdcEs Y1a TOVG 6povg amodKevoNG:
Noa amofnkedetal 6Tig koAb KAEIGUEVES LOPPES TOV, e dpocePd Kat ENpod LEPOG.
(ovvéyelo ot oelida 3)
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Noa dwatnpeitor o€ Kodd KAgGPEVO doyelo.
Noa pootatevetot amd ) {EGTN Kot TNV GUEST] EXIOPOCT] TOV NALOV.
- 7.3 E1wdwki) Tedukn] yprjon 1 yp1josig Acv givar d100€o1pueg GAAES GYETIKEG TTANPOPOPIES.

TMHMA 8: Eleyyog tnc ék0eonc/atopkn tpoctacio

- 8.1 IMapdapetpor eréyyov

- LVOTOTIKA 0TOLYEL0 NE 0POOETIKES TINES LPOPOVOES TOV TOTO EPYUCINS KOL TOV OPEIAOVY VO,
EMTNPOVVTOL:

56-81-5 I'\vkepivy
TWA (GR) ‘ MeyoAvtepo gpoviko 6pto: 10 mg/m?

- 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.

- METpa aTopIKG TPOOSTAGINS, TS A TONIKOS TPOGTATEVTIKOG EEO0TAMONOG

‘T'evikd pétpo tpootaciog Kol vyiewvg:
[Ipocoyn ota VTOAOUTO TPOSTATEVTIKA LETPO. OGOV APOPE TO YEPIGLO YNUKDOV TPOIOVI®V.

- IIpooTacio TOV avaTVEVOTIKAY 000V Agv gival anapaitnto

- IIpooTacio TV eprdV
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 mpotadei kavEva LAKO YovTidV yio To Tpoidv / 1o
mapackedacpo / To ynpkod petypa.
EmiéEre To VAIKO TOV YovTioh Aapdvovtag vr' dyn Toug povoug dtElevong, To Pabud damepatdTTAS Kot
v vrofaduion.

“ YMK6 yavTiov
H emloyn tov KotdAAniov yavtiov dev e&optdrat Lovov and 1o VAKO, aAAd Kot T0 EMTAEOV YOPOKTIPLOTIKA
TOLOTNTOG, TO. OTOl SLPEPOVY AVALOYO LLE TOV KOTACKELOOTN. Enedn to mpoidv givar otnv ovoia Eva
TOPOUCKEDUCLLO TTOV ATOTEAEITOL A0 TEPLOGATEPA CLGTOTIKA dgv pmopet va eEakpPwbel n avBekTikdTTA TOV
VAKOV KOTOGKEVTG TOV YOVTIOV Kot Oa Ttpémet va eleyyBovv pv amd ™ xpnon.

- Xpovog 01£i60V061G TOV VAIKOD YOVTLAV
O axpiPng xpovog SLEAEVONG OVAKOIVADVETUL OO TOV KUTOOKELOOTH TV TPOCGTATEVTIKMY YOVTIAV Kot Oa
TPEMEL VAL TNPELTOAL TAVTOTE.

- TIpoctacia TOV patidv / Tov tpocdmov [IpoctatevTikd YuaAld.

TMHMA 9: ®voikéc Kot ynUIKES 1010TNTES

9.1 Zrovyeia yio TS PaoikéS QUOIKEG KO YMNUIKES LOLOTNTES
- DVOKI| KOTAGTOOT Yypo
‘Xpopa: TPAGLVO
-Oopiy: doopo
- Enueio méewc/onusio méewg: 18.2 °C (glycerol)
- Xnpeio LEoeme N apykd onueio (éoemg Ko
neproyn LEoemg 290.0 °C (yhvkepivn)
- EvplextotnTa Mn ¥pNGYOTOW GO
* AVOTOTO KOl KATOTATO 0p1o ekpn&ipétnrog
- KOATOTEPO: 0.9 Vol % (yAvkepvn)
S AVATEPO: Mn kaBopiopévo.
- Enpeio avapreéng: 160 °C (glycerol)
- Qgppoxpocio avtavaerieing 400.0 °C (glycerol)
- Ogppokpocio amocvvieong: un kabopiopévo
‘pH 5,8-6,2

(ovvéyelo ot celida 4)
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- IEmoec: un Kobwpiopévo
- Kivnpotiko 1E®oeg un kabopiopévo
- OUVOHIKT: un kabopiopévo
- AvdvtoTnTa
" vepo: OVOLLELYVOETAL TANPOG
- ZOVTEAEOTIG KATAVOUN|G GE N-OKTOUVOLY/VEPD
(LoyapOpucn Tipn) Mn kobopiopévo.
- Taon atpov 0.1 hPa (20°C, yAvkepvn)
- Taon atpov og 50 °C ~0 hPa
- IIvkvéTNTO KOV1] GYETIKI] TUKVOTNTO
- IIvkvétyTa: Agv gival TpocdlopIoHéVo
- LYETIKN TUKVOTTO un kobwpiopévo
- [TvkvétnTa atpov Mn kofopiopévo.
9.2 Aoutég minpogopisg

- ENUOVTIKEG TANPOPOPIES Y10, TV TPOGTOCI TNG
vyeiog kot Tov Tepfdirovrog, aAhd KoL TNV

acpdrera.
- Ekpnkrucéc wootnrec: Aev vpiotatot kivovvog ekpnEemg Tov TpoidvTog.
- Metapforn g kKatdoTaonc.
- OEadoTiIKG aépra eKminTEL
- Aépuo v wigon eKminTEL
- Ev@plekta vypd eKminTEL
- EY@lexto oteped EKTTMTEL
- Avtevepyég ovoieg Kot peiypata eKminTEL
- IIvpogopkd vypa eKmintel
- IIvpo@opikd otepea eKminTEL
- Avto0gpparvopeveg ovoieg Ko peiypato EKTIMTEL
- Ovoieg kKo peiypoto mTov EKADOVY EVPAEKTO aEPL

o€ EMO.P NE TO vEPD eKmintel
- O&e1doTIKG VYpa eKTinTEL
- O&edmTIKG oTEPEG EKTMTEL
- Opyovikd vrepoeiowa eKTInTEL
- Ovoieg Ko peiypota Tov dpovv SfpaTikd évavtt

TOV PETAAA®V eKTimTEL
- ATrgvaroOnTomompuéva EKPNKTIKG/pEiypoTo Kot

TPOIOVTA PE EKPNKTIKA EKTINTEL

TMHMA 10: X100gp0TNTO KOl OVTIOPAGTIKOTNTA

-10.1 Avridpootikéotita Agv drotiBevtot GALEG OYETIKEG TANpOPOpiES.
-10.2 Xnuwkn otabepdtnTa
- Qgppkn} amosvveon / 'Opot wov Tpémer va amoPevyovTan:
Agv anocvvtifetor av 1 amobrkevor Kot 0 Yeptopds Tov yiveTatl KavoviKd.
-10.3 IIBavétTyTO eMIKivOUVOV avTdpdoemv Agv givar yvoot Kopio enkivovvn avtidpaon.
- 10.4 XovOnkeg mpog amo@uyn Aegv dwatiBeviot AAAES GYETIKEG TATPOPOPIES.
- 10.5 Mn cvpPatd vika: Asv SwotibBevion GAAES OYETIKEG TANPOPOPIES.
-10.6 Emkivévvae ntpoidévta amocvvleong: Movoleidio kat d10&gido tov dvOpaka.

TMHMA 11: To&wkoloyikég TAnpo@opieg

- 11.1 ITAnpogopies Yo Tig TAEELS KivdUVOL, 6Tms opiloviar otov kavoviepd (EK) aprf. 1272/2008
- Oeia To&uotnTa Baoel tov dwbéoiuov dedopévov, ta kpiripla ta&vounong dev TAnpodval.
- AvaBpoon ko pediopdg Tov déppaTog

Bdoet tov dtabéoiov dedopévev, Ta kptripla TaEtvounong dev TANpovVIaL.

(ovvéyelo ot oelida S5)
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- ZoPap 0pBaipiki Prapn/epedropidg

Bdoet tov dabéciumv dedopévmv, To KpLripla Ta&vounong 0ev TANPovVIaL.
- EvaneOntomoinon tov averveuotikoy 1 evaicdntomoinoen Tov déppatog

Bdoet tov dtabéciov dedopévev, Ta kpttipla Ta&tvounong dev TANpovvIaL.
- Metairhalloyéveon YEVVIITIKOV KVTTAPp®V

Bdoet tov dabéciov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- Kapxwoyéveon Baoet tov Stobéoiuov dedopévov, ta kpiripla ta&vounons dev TAnpodval.
- To&ikétnTo otV avaTapaymy)

Bdoet tov dabéciumv dedopévmv, To Kpiripla Ta&vounong oev TANpovvVIaL.
- Ewduen to&ikotnta 6ta 0pyava-ctoyovs (STOT) - epamal ékBeon

Bdoet tov dtabéciov dedopévev, Ta kpttipla TaEvounong dev TANpovvIaL.
- Edw toikdtnra oto opyava-otoyovg (STOT) - eraverinupévn ékOeon

Bdaoet tov dabécipov dedopévev, To Kpttipla Ta&vounong dev TANPovVIaL.
- Emucivovvétinta avappoéenong

Bdéoel tov da0écimv dedopévmv, To KpiTipla Ta&vouncong dev TANpovvVIaL.
- 11.2 TIAnpo@opies y1a GALOVG TOTOVG EMKIVOVVOTITOG

- 1916TNTEG EVOOKPIVIKIG OLUTUPUYNS

Kavéva amd cLCTOTIKG oTot Eln dev TTepLEyeTal oTn AloTa

TMHMA 12: Oworoyikég TANPOPOPIES

-12.1 To&wotnTO

- Yootwi] to&ikotnrta: Agv datiBevral GAAec oyeTKéEG TANPOQOPIES.

- 12.2 AvOEKTIKOTNTO Kon IKavOTNTA 0modopunong Asv SwtiBevion AAAES GYETIKEG TANPOPOPIES.

- 12.3 Avvatétnro frocucodpevong Ay SwatiBeviot AAAES GYETIKEG TATPOPOPIES.

- 12.4 Kivnrikotnto 610 £d09og Aev datifeviol GAleg oyeTikég TANpoPopies.

-12.5 Anoteréopata g aStohéynong ABT ko aAaB

- ABT: Mn ypnolHomomcipo

- AAaB: Mn ypnoiporomoio

- 12.6 1016TNTEC EVOOKPIVIKIG OLUTUPUYNS
To mpoidv dev TePEyEL OVOIES LIE WOIOTNTEG TTOV SLTAUPACCOVY TO EVOOKPIVIKO GUGTILLO.

- 12.7 Ahreg apYNTIKES EMATAOGCELS

- Ilepantépo owkoroyikég evoeiters:

- T'evikég odnyiec:
Emwivouvo yio to vddtivo mepipdirov - Kidon 1 (A pog extipunon): eEAa@pds ETIKIVOUVO
Agv emurpéneton va d1€1600el 6T0 Yive vepd, va adeldletot 6To vddTvo TEPPAALOV 1] OTNV ATOYETEVOT] LN
OPOIOUEVO 1 CYETIKG OE PEYAAEG TTOGOTNTEG.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gom

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

- AKGO0pTES CVOKEVAGIES:
- Xvotaon: H evandbeon npémet va yiveral cOpQmva pe TG enionpeg odnyieg.
- Zovietdton o pécov kabapicpatog: Nepo, evdeyopévog tpochétete Eva pécov kabapiloov.

TMHMA 14: ITAnpo@opieg 6YETIKA pe TN NETAPOPA

- 14.1 ApwOpoc OHE 1 apOpoc tovtoétnTog
-ADR, IMDG, IATA EKTINTEL

(cuvéyelo ot oekida 6)
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- 14.2 Oweia ovopaocio omrostoiig OHE
-ADR, IMDG, IATA EKTIMTEL

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

-ADR, ADN, IMDG, IATA
- KMdon EKTIMTEL

- 14.4 Opada 6VoKEVAGIOG

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

npageg Tov IMO Agev €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:
Ba mpémel va SIdeTOL TPOCOYN OTOV YPTGLLOTOLOVV 0VTO TO TPOTOV ATOUN KAT® TV 18 eTdV.

- AmoOgpatiko 94/85/EEC: Aev dwtiBevton dhheg oyetikéc mAnpopopiec.
- Katovopalopeveg emkivovveg oveicg - IAPAPTHMA 1 Agv mopoatiBetot Kovéva amd To GLGTOTIKG.
- Kavoviopoo (EE) ap0. 649/2012

- Kavoviopéog (EK) apr0. 273/2004 epi TV Tpodpopmv 0V61AV TOV VEPKOTIKOV

Kavéva omd cuoTaTikd ototyeia dev mepiéyetat ot Alota

- Kavoviepéo (EK) apr0. 111/2005 oyetikd pe ) 0éomion Kavoveoy yia Ty 7opakorovdnon tov
EUTOPiOv TPOIPOPUMY 0VOLOV VOPKOTIKAOV peTadY T Kowdtntog kot Tpitov yopov

Kavéva and cvotaTikd ototyein dev mepiEéyetan ot Alota
- 15.2 A&orhoynon kil ac@dierag: H a&oldynon ynuikng acedieiog dev mpaypotonodnke.

TMHMA 16: Aowég mAnpogopieg

Avtég o1 dnAdoelg Bacifovtal 6To onuePVO EMIMESO TV YVOGEDY UG, OEV ATOTEAOVV EYYVT|ON YA TIG
O1OTNTEG TOV TPOIOVTMV OVTE OLTIOAOYOVV T1) OMLLOVPYio CUUPTIKAV VITOYPEDCEWDV.

- Xovtpuiosig kan apktikorega: ELINCS: European List of Notified Chemical Substances
- * Tpomomompéva otoryeio o oyéon pe Ty wponyoduevn £kdoon
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