Yelida: 1/6

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

Hpepounvia ektdnwong: 08.05.2023 Ap1Buds €xdoong 3 Avabempnon: 08.05.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoiovrog 6o gunopro: TEETHMATE DESENSITIZER ; Powder

- AprOpdg mpoiovrog: 165-P

- Ap1Opovc KaTayMPLoNg UN (PNCLLLOTOUCLLO

- 1.2 Zovageig Tpoodopriopeves ypoELS TS 0VGING 1] TOV HEIYHATOS KO AVTEVOEIKVUOIEVES YPNCELS
Agv vrtapyovv dAleg S100€011LES GYETIKES TANPOPOPIEC.

- Xpion Tov vk / Tov peiypotog Anevaictntomome 0ddvimv

- 1.3 Zroyygeio Tov TpopunBgvT 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 Ap1Opég THAEQPAOVOL ETELYOVGAS UVAYKNG:
(UK ) 0800 680 0425
(GB) +44 20 35147487
(AU ) +61 2 80363166
* 3E Company
* Kuraray Access Code:334674

TMHMA 2: I1po6o10p1topog ETKIVOUVOTNTOG

2.1 Ta&wopnon g oveiog 1| TOV peEiypnoTog

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

- ZOPTAN pOPATIKES ONADCELS
Ta wrpoteyvoroyikd mpoidvta 6mmg opiloviat otov kavovicud (EE) 2017/745 ko to onoia givan enepfotikd
1N XPNOOTOLOVVTAL GE GUEST PVGIKN ETOPN LE TO avOpdTIvo cdpa, e&atpodvTotl amnd Tig dlotdEelg Tov
kavoviopov (EK) apf. 1272/2008 (CLP/GHS) cuvifwg €dv dvor otnv teAkn 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 AéEN ekmintel

- 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@opics Yo T0 GVGTUTIKE

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

- Emkivouva oveTaTiKG: ekminTel
- AA\0 OVGTOTIKA:
Dwcpopikd teTpacPéctio
Avvdpo poopoptkd dacPésTio
Apopeo mopitio

(ovvéyelo ot celida 2)
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- Zopminpopotikéc vroodsitaic:
0&eid1o tov mopttiov; Navopopoen, Apopeo mopitio, péyedoc copatidiov 1 - 100 nm

TMHMA 4: Métpo tpatov fondeiov

4.1 Tleprypapn pétpov tpatov fondardv

- Metd ano giemvor): Anapaitntog o kafapog aépog, 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 kKdtw and TpeyoVeVo vepd Yo ApKETH OPO.

- peTa and karamwoon: Edv dwapkolv ot evoyinoelg cupovievteite yarpo.

4.2 TNROvVTIKOTEPE CUUTTAONATE KOL EMOPACELS, AUECES 1] NETAYEVECTEPES
Agv drotiBevton GALEG OYETIKEG TANPOPOPIES.

- 4.3 "Evo€i&n 0m0o10.601)T0TE 0TOITOOPUEVIIG GUEGNS LATPIKIG PPOVTIOUS Kan £101KI|G Ogpameiog
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa Y10 TNV KOTOTOAEPN G TG TUPKOYLAG

5.1 ITvpocPeotika péoca

- Katadhiinha mopooPeotikd péca.
CO2, mupocPeotiki okOVN 1 ektivaén vepov vynAng micone. KatamoAépunon mTupkaidc pLeydimv dlootdoemv
pe extivaén vepod vymAng mieong N e appod avOEKTIKO GTO OLVOTVELLOL.

- 5.2 E1d1koi Kivouvol oy IpoKvATOUY 0T6 TV 0V6id 1] TO peiypa
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

- 5.3 ZuoTdcsis Y10 Toug TUPOoSPESTES

- E1d1k6g mpootatevTikdg eEomhopog: Agv amottovvton Wlaitepa PETPA.

TMHMA 6: Métpo o€ TepinTmon aKoVoLOS EKAVGTG

- 6.1 IIpocomKES TPOPVAGEELS, TPOGTATEVTIKOG EEOTAIGHOC KO OLUIIKAGIES EKTAKTIG UVAYKNG
BAéne kepdhato 8.
- 6.2 Ieprparhovtikég Tpo@uragers: Asv amartovvral E01KA LETPO.
6.3 M£00d01 Kot VAIKE Y10 TEPLOPIONO KOl KAOUPIoRH: ZUAAEYOVTOL PNYOVIKGL.
- 6.4 Ilapamopm) og GAro TUNRATA
Agv anehevBepavetar Kapio emkidvuvn ovcia.
[TAnpogopieg yio Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpogopieg yio Tov 0TopKd TPOSTATEVTIKO E0TMGO Ppeite 6TO KEQAAOLO 8.
[TAnpopopieg yio Tnv evamoBétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@uAAGEELS Y0 0.0@aA] YEIPLopo Acv amatteiton va AdPete Wiaitepa pHéTpa.
- OdNyieg Y10 TOV TPOTO TPOGTUGINS KUTA TG TUPKOIGS Kot Ekpnéng: Aev amarteitor Ayn eBKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs pOAAENS, copmepriappavopévey Ty oV acvppaToTiTOV
- AToOnkevon:
- ATOLTI|GELS Y10 TOVS Y DPOVS OTTOONKEVGNS KON TOVG TEPLEKTES

Amobnkevetar og £va dpocepd pépog (2-25°C).
- Yrodeiteg cvvamoOijkevong: dev amarteiton
- Ilgpatép® dNradcEs Y1a TOVG 6povg amodKevoNng:

Noa dwatnpeitor o€ kodd KAgwopévo doyelo.

No amofnkedetat oTig koAb KAEIGUEVES LOPPES TOV, GE dpocePd Kot ENpod LEPOG.

Noa poctateveton amd ™ {EGTN Kot TV GUEST EMIOPACT) TOL NALOV.

(ovvéyela ot oelida 3)
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- 7.3 E1wdwki) Tehukn] yprjon 1 yp1josig Acv gival d100€o1pueg GAAES GYETIKEG TTATPOPOPIES.

TMHMA 8: Eleyyog tnc ék0eonc/atopkn tpoctacio

- 8.1 IMapdapetpor eréyyov

- ZVOTUTIKG 6TOLYEl0 pE 0poBeTIKES TINES BPOPOVOES TOV TOTO EPYUGIAS KOL TOV 0QEIAOVY VO
EMTIPOVVTUL
To mpoidv dev TEPIEXEL ONUOVTIKEG TOGOTITEG OVGLOV TOV OLPOPOVV TNV EPYOCia Kot TOL T Opla LTV Oa
€npene va, EAEYYOoVTOL.

- 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.

- MéTpa aTopKg TPOoTAGINS, 0TS A TONIKOS TPOGTATEVTIKOG EE0TAMONOG

‘T'evikd pétpo tpootaciog Kol vyievg:
[Ipocoyn ota VTOAOUTO TPOGTATEVTIKA LETPO. OGOV APOPE TO YEPIGLO YNUKDV TPOIOVI®V.

- IIpooTacio TOV avaTVEVOTIKAV 000V Agv gival anapaitnto

- IIpoocTacio TV xeprodv
To VAo TV yavtidv o mpémet va gtval pn dtomepatd Kot avOekTKo EVavTl Tov TPoidvTog / ToV VAKOD / ToV
TOPOUCKEVAGLLOTOG.
Adyo® pn TpoypoTomoinong SoKmv dev umopei vo mpotadei kavEva LAKO YovTidV yio To Tpoidv / 1o
mapackedacpa / To ynpkod petypa.
EmiéEre To VAKO TOV YovTioh Aapdvovtag vr' dyn Toug povoug dtEkevong, To Padud damepatdTNTAS Kot
v vroPaduion.

* YMK6 yavTiov
H emloyn tov KotdAAnAov yavtiov dev e&optdrat Lovov and 1o VAKO, aAAd Kot T0 EMTAEOV YOPOKTIPLOTIKA
TOLOTNTOG, TO. OTOl SLPEPOVY AVALOYA LLE TOV KOTAOKELOOTN. Enedn to mpoidv givar otnv ovoia Eva
TOPOUCKEDACLLO TTOV ATOTEAELTOL OO TEPLOTATEPA CLGTUTIKE dgv pmopet va eEakpPwbel n avBekTikdTNTA TOV
VAKOV KOTOOKEVTG TOV YOVTIOV Kot Oa Tpémet va eleyyBovv pv amd ) xpnon.

- Xpovog 01€i60V61G TOV VAIKOD YOVILAV
O axpiPng xpovog SIEAEVONG OVAKOIVAVETUL OO TOV KUTOOKELOOTH TV TPOCGTATEVTIKMY 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 Paoikéc QUOIKEG KO YMNUIKES LOLOTNTES

- T'evikég minpogopieg

- VoK1 KaTdoToon o1eped

- Xpopa: dompo

-Oopn: doopo

-'Opro oopi|g: un kabopiopévo

- Inpeio éemc/onpeio mEewg:

- Inpeio {Eoeme N apyikd onueio (éoemg KoL
neproyn (Eosmg

- EvplektoTnTa

* AVAOITOTO KOl KATOTATO 6pro ekpnéipndtnrog

- KOTOTEPO:

T OVOTEPO:

- Xnpeio avagretng:

- Ogppokpoocio avarifeng:

- @gppokpocio amrocvvOsong:

- IEmoec:

un kabopiopévo

un kabopiopévo
un kabopiopévo

un kabopiopévo
un kabopiopévo
un kabopiopévo
Mn kaBopiopévo.
un kabopiopévo
un kabopiopévo
un kabopiopévo

(ovvéyelo ot oelida 4)
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- Kwnpotikd 1€modeg

- OUVOPLKT:

- AvghvtoTnTa

- vepo:

- LOVTELECTI|G KOTAVOUNG GE N-0KTAVOAN/VEPO
(RoyaprOpikn Typn))

- Taon atpav

- TIvKvOTNTO KOV1| GYETIKI] TUKVOTNTO

- TIvkvotyTa:

- LyYETIK] TOKVOTNTO

- IIvkvétnTa atp@v

- XapoKTNPLOTIKA 6ONOTIOIOV

un kabopiopévo
un kabopiopévo

SlodveTan v PépEL

un kabopiopévo
un kabopiopévo

0,4 g/cm?

un kabopiopévo
un kabopiopévo
BM\éne kepdAato 3.

9.2 Aownég minpogopisg

-Oym:

“Mopon:

- ZNROVTIKEG TANPOPOPIES YI0. TNV TPOSTAGIA TG
vyeiog Kot Tov Tepfdirovrog, oAld Ko TNV
acpdiera.

- EKpNKTIKEG 1010TNTEG:

- Metaforn g KatdoTaonc.

- Xmpeio/edpog poraxkvveng

- OEe10OTIKEG 1010TNTEG:

- PuOpdg e€atpiong

- OEadoTiIKG aépra

- Aépuo v wigon

- Ev@phekta vypd

- EV@lexto oteped

- Avtevepyég ovoieg Kot peiypata

- IIvpogopkd vypa

- IIvpo@opikd otepea

- Avto0gpparvopeveg ovoieg Ko peiypato

- Ovoieg kKo peiypoto mov EKADOVY EVPAEKTO aEPLa
o€ EMO.P 1E TO vEPD

- O&edoTIKdG VYpa

- O&ed TG oTEPED

- Opyovikd vrepoeiown

- Ovoieg Kol peiypota Tov dpovv SfpaTikd évavtt

TOV PETAAA®V
- ArgvaroOnTomompuéva EKPNKTIKG/pelypoTao Kot
TPOIOVTA PE EKPNKTIKA

TovdpaL

Agv voiotatot Kivouvog exkpii&ems Tov TpoidvTog.

un kabopiopévo
un kabopiopévo
EKTTIMTEL
eKTimTEL
eKTimTel
eKTimTel
EKTTIMTEL
eKTimTEL
eKTminmTel
eKTimTel

eKTinmTEL
eKminmTel
eKTimTel
EKTIMTEL

eKminmTel

EKTTIMTEL

TMHMA 10: X100gp0TNTO KOl OVTIOPAGTIKOTNTA

-10.1 AvtidpootikéotiTa Agv drotiBevtot GALEG OYETIKEG TANpOPOpIES.

-10.2 Xnuwkn otabepdtnTa

- Ogppkn} amosvvleon / 'Opot wov Tpémer va amoPevyovTan:
Agv anocvvtifetor av 1 amobrkevor Kot 0 Yeptopds ToL yiveTal KavoviKd.
-10.3 IIBavétyTO eMKivOUVOV avTdpdoemv Aev givar yvoot Kopio enkivovvn avtidpaon.
- 10.4 XovOnkeg mpog amo@uyn Aegv dwatiBeviot AAAES GYETIKEG TANPOPOPIES.
-10.5 Mn cvpPatd vika: Asv SwotibBevion GAAES OYETIKEG TANPOPOPIES.
-10.6 Emkivévva mtpoidévta amocvvleong: Movoleidio kat d10&gido tov dvOpaka.

GR —
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TMHMA 11: To&ikoloyikég TANpoQopies

- 11.1 ITinpogopiss Yo Tig TAEEIS KIvoUVOL, 6Tms opilovtar otov Kavoviepé (EK) aprf. 1272/2008
- Oeia To&uotnTa Baoel tov dwwbéoyov dedopévmv, ta kprrnpla ta&vopnong dev minpodvrat.
- AvaBpoon ko gpediopdg Tov déppaTog
Bdoet tov dabécipmv dedopévav, To Kpitipla Ta&vounong dev TANpovvVIaL.
- ZoPap 0pBaipiki Brapn/epedropidg
Bdoet tov dabéciumv dedopévmy, To Kptrnpla Ta&vounong 0ev TANpovvVIaL.
- EvaneOntomoinon tov averveuotikoy 1 evaicdntomoinon Tov déppatog
Bdoet tov dtabéciuov dedopévev, Ta kpttipla Ta&tvounong dev TANpovvIaL.
- Metairhalloyéveon YEVVIITIKOV KVTTAPp®V
Bdoet tov dabéciov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- Kapxwoyéveon Baoet tov Stobéoipumv dedopévav, ta kpiripla ta&vounong dev TAnpodvol.
- To&wkétnTo otV avaTapaymy]
Bdoet tov dabéciumv dedopévmy, To KpLTipla Ta&vounong oev TANpovvVIaL.
- Ewduen to&ikotnta ota 0pyava-ctoyovs (STOT) - epamal ékBeon
Bdoet tov dabéciov dedopévev, Ta kptripla Ta&tvounong dev TANpovvIaL.
- Edu] toikdtnra ota opyava-otoyovg (STOT) - eraverinupévn ékOeon
Bdaoet tov dabécipov dedopévmv, To Kpttipla Ta&vounong dev TANPovVIaL.
- Emucivdvvétinta avappoéenong
Bdoet tov d1a0écimv dedopévmv, To KpLThpla Ta&vounong dev TANPovVIaL.
- 11.2 IIAnpo@opies 1o 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 0modopunong Asv Swtibevion GAAES GYETIKEG TANPOPOPIES.

- 12.3 Avvatétnto frocucodpevong Aegv dwatiBeviot AAAES GYETIKEG TATPOPOPIES.

- 12.4 Kivnrikotnta 610 £d09og Aev datiBeviol GALeg oyeTikég TANpOPOpPiES.

-12.5 Anoteréopata g aftoléynons ABT ko aAaB

- ABT: Mn ypnolHomomcipo

- AAaB: Mn ypnoiporomoio

- 12.6 1016TNTEC EVOOKPIVIKIG OLUTUPUYNS
Io TAnpoopieg oyeTikd e TIG 10TNTEG SL0TOPAYNG TOV EVOOKPIVIKOD GLUGTNUATOS, OVATPEETE GTIV EVOTNTA
11.

- 12.7 Ahreg apYNTIKES EMATAOGCELS

- Ilepantépo okoroyikég evoeiters:

- Tevikég 0dnyieg: ['evikd dev etvat emkivovvo yia 1o vepo.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gom

-13.1 M£00do1 emetepyacios amofrntmv
- Xvotacn: Mikpdtepeg mocoOTNTES LITOpOoLV Vo amotedovv pésa oTo Kovd amoppippato

- AKGO0pTES CVOKEVOGIES:
- Xvotaon: H evandbeon npémet va yiveral cOpQ®va pe TiG enionpeg odnyiec.
- Zovietdton o pécov kabapicpatog: Nepo, evdeyopévog tpochétete Eva pécov kabapiloov.

GR —
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TMHMA 14: ITAnpo@opieg 6YETIKA pe TN NETAPOPA

- 14.1 ApwOpoc OHE 1 apOpoc tovtoétnTog

- ADR, ADN, IMDG, IATA exmintel
- 14.2 Oweio ovopoocia arostorjc OHE

-ADR EKTINTEL
- ADN, IMDG, IATA EKTMTEL

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

-ADR, ADN, IMDG, IATA
- KMdon EKTIMTEL

- 14.4 Opada 6VoKEVAGIOG

-ADR, IMDG, IATA EKTINTEL
- 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 VOV CORLPMOVE IE TIS

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

TMHMA 15: Xtoyyeio vopoOetikov yopaxtipo

- 15.1 Kavovicpoi/vopo0ecio oyeTikd pe TNV 06@aierd, Ty vyeio Kol to repipdriov yio Tnv oveia 1 T0
peiypo
Agv dratiBevton dAleg oyeTIKEG TANPOPOPIES.

- 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 dhdeg oyetikéc mAnpopopiec.

- A&loroynon ynuKg aoaierog

- Katovopalopeves emkivovveg ovoies - IAPAPTHMA I Agv mopatifeton kavéva and To GUGTOTIKA.
-15.2 A&oroynon ympuknig ac@arerog: H a&oAdynomn ynutkng ao@Aarelos Sev 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 OMLLOVPYic CUUPOTIKGV VITOYPEDCEWDV.

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