Yelida: 1/6

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

Hpepounvia ektdnwong: 14.03.2023 Ap1Buds €xdoong 3 AvaBempnon: 14.03.2023

TMHMA 1: IIpocoropiopds ovsioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmotkog Tpoiovtog
- Ovopacio Tov Tpoiovrog 6to gumopro: TEETHMATE DESENSITIZER; Liquid

- AprOpdg mpoidvrog: 165-L

- Ap1Opovc KaTayMPLoNg UN (PNCLLLOTOU|CLLO

- 1.2 Zovageic Tpoodoprlopeves ypoELS TS 0VGINGS 1] TOV HEIYHATOS KO AVTEVOEIKVVOIEVES AP CELS
Agv vtapyovv dAleg S100€011LES GYETIKES TANPOPOPIEC.

- Xpion Tov vk / Tov peiypotog Anevaictntomome 0ddvimv

- 1.3 Zroyygeio Tov tpopunBgvT 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 THAEQAOVOL 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 6VGTOTIKG: EKTITTEL
- AM\0. 6VGTOTIKG:

Nepd

Zovinpnrikod
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TMHMA 4: Métpa tpatov fondeiov

- 4.1 Meprypagn pETPOV TPOTOV fondeidv
- Tevikég 0dnyieg: Aev amartovvton e0Kd pHETpa.
- MeTd and giemvor): Anapaitntog o kafapog aépog, GE TEPINTMOT EVOYANCEDY KOAESTE Y1ATPO.
- Metd and emagn pe to déppa: ['evikd to mpoidv dev epebilet o dépua
* NETA 0o EMOPN) NE TO PATIOE
Noa mAdverte ta partia pe avolytd ta PAEPapa kKdtw and TpeyoVevo vepd Yo apKeTH OPO.
- peTa and karamwoon: Edv dwapkolv ot evoyincelg cupovievteite yorpo.
4.2 TNROvVTIKOTEPE CUUTTAONATE KOL EMOPACELS, AUECES 1] NETAYEVECTEPES
Agv drotiBevton GALEG GYETIKEG TANPOPOPIES.
4.3 "Evoi&n 0mo10.601)T0TE 0TOITOOPUEVIIG GUEGNS LATPIKIG PPOVTIOUS Kaon £101KI|G Ogpameiog
Agv drotiBevton GALeG oYETIKEG TANPOPOPIES.

TMHMA 5: Métpoa. Y10 TNV KOTOTOAEPN G TG TUPKOYLAS

5.1 ITvpocPeotika péoca

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

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

- 5.3 ZuoTtdocsig Y10 Toug TUPOSPESTES

- E1d1kég mpootatevTikdg eEomhopog: Agv amottovvion Wiaitepa PETPA.

TMHMA 6: Métpo o€ TepinTmon aKoVGLOS EKAVGTG

- 6.1 IIpocomKES TPOPLAGEELS, TPOGTATEVTIKOG EEOTAIGUOC KO OLUIIKAGIES EKTAKTIG UVAYKNG
BAéne ke 8.
- 6.2 Ieprparhovtikég Tpo@uragers: Agv amartovvral 01K LETPO.
* 6.3 M£00d01 Kot VAIKE Y10 TEPLOPIONO KO KAOUPIoRO: ZUAAEYOVTOL PNYOVIKGL.
- 6.4 Ilapamopmn) og GAro TUNPATA
Agv anehevBepivetar Kapio emkidvuvn ovcia.
[TAnpogopieg yio Tov ciyovpo yeptopd PAéne kepdrato 7.
[TAnpogopieg yio Tov 0TopKd TPOSTATEVTIKO E0TMGO Ppeite 6TO KEQAAOLO 8.
[TAnpopopieg yio Tnv evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@uAAGEELS Y0 0.0@aA] YEIPIoR0 Acv amatteiton va AdPete Wiaitepa pHéTpaL.
- OdNyieg Y10 TOV TPOTO TPOGTUGINS KUTA TG TVPKOIGS Kot Ekpnéng: Aev amarteiton Ayn eBIKOV PETP@V.

- 7.2 ZovOnikeg a6@aiovs pOAAENS, copmepriapavopévev Ty oV acvoppaToTiTOV
- AToOnkevon:
- ATOLTI|GELS Y10 TOVS Y DPOVS OTTOONKEVGNS KO TOVG TEPLEKTES
Amobnkevetar og £va dpocepd pépog (2-25°C).
- Yrodeiterg cvvamoOikevong: dev amarteiton
- Mlgpatép® dNrdcES Y1a TOVG 6poVg amodKevoNG:
Noa dwatnpeitor o€ kodd KAgwopévo doyelo.
No amofnkedetat oTig koAb KAEIGUEVES LOPPES TOV, GE dpocePd Kot ENpod LEPOG.
Noa poctateveton amd ™ {EoTn Kot TV GUEST EMIOPACT) TOL NALOV.
- 7.3 Ewdwki) Telkn yprjon 1 yp1oeis Aev givon d100€o1peg GAAES GYETIKEG TANPOPOPIES.
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TMHMA 8: Eleyyog tnc ék0gonc/atopkn tpoctacio

- 8.1 Mapaperpor eréyyov

- LVOTOTIKA 0TOLYEL0 NE 0POOETIKES TINES LPOPOVOES TOV TOTO EPYOCIOS KOL TOV 0PEIAOVY VO,
EMTNPOVVTOL:
To Tpoidv dev TEPIEXEL ONUOVTIKEG TOGOTITEG OVGLAOV TOV OPOPOVV TNV EPYOCIH KL TOV T OPLa LTAOV Ba
Enpene va EAEYYOVTOL.

- Zopmin popotikéc vroodsitaic:
Tav Baon ypnoipomodnkay ot 1oyHovTEG KATAAOYOL TOV {GYVAV KOTA TNV TOPOY®YT|.

- 8.2 "E)eyyor ék0gong

- Katdlinhor pnyavikoi £leyyor Kopio GAAn ocvotaon, PAéne kepdioto 7.

- M£Tpa aTOpIKNG TPOOTUGINS, OTTMS UTOPUIKOS TPOSTATEVTIKOS EE0TAMGOG

- T'evikd pétpa mpootaciog Kol vyewvg:
[Ipocoyn ota VIOAOUTO TPOSTATEVTIKA LETPOL OGOV APOPE TO YEPIGUO YNUKDOV TPOIOVI®V.

- IIpocTacio TV avaTVELSTIKAV 00MV Agv gival anapaitnto

- IIpooctacio TV xeprodv
To VA6 TV yovTidv Bo tpénet va, givar pn dlomepatd Kot avOeKTIKO EVOvTL TOL TPOidVTOG / TOV VAIKOD / TOV
TOPACKEVACLLATOG.
AOY® [N TPOYUATOTOIN oG SOKIUMY OgV Hmopel vo, TpoTabel KavEva DAKO YovTIOVY Yio. T Tpoidv / To
TAPOUCKEDACHLO / TO YNIKO UElyLLaL.
EmiiéEte o vAIKO TOV YovTio® Aapfdvovtag v dyn Toug xpovoug d1Elevong, To Pabud damepatdHTNTAG KO
™V vofaduion.

- YAIKO yavTiodv
H gmloyn tov KotdAAnAov yavtiov dev e€optdrat Lovov and 1o VAKS, ahAd Kot T EMTAEOV YOPOKTNPLOTIKA
TOLOTNTOG, TO. OTOle SLOPEPOVV AVAAOYO LLE TOV KOTACKELOOTN. Enedn to mpoidv eivor otnv ovoia Eva
TOPOCKEVACHLO TOV ATOTEAEITOL A0 TEPLOTATEPA CLGTUTIKE dgv pmopet va eEakpPwbel n avBekTikdTnTO TOL
VAKOV KOTOOKELTG TOV YOvTIOV Kot Ba Tpémet va eleyyBovv pv amd ) xpnon.

- XpOvog 01eic0V61g TOV VAIKOV YOVTLAV
O axpPng xpovog S1EAEVONG CVAKOVAVETUL OO TOV KOTOOKELOOTH TV TPOGTATEVTIKMV YOVTIAV Kot Oa
TPEMEL VAL TNPELTOL TOVTOTE.

- TIpoctacia TOV pati@v / Tov Tpocdmov [a Tig petayyices cuviotdtot vo BALETE TPOGTUTEVTIKA YVOALA.

TMHMA 9: ®vowkéc Kot ynuIKES 1010TNTES

- 9.1 Zroyygio Yo TS PaSIKES PUVOIKEG KO YNIIKES 1OLOTITES

- T'evikég mAnpoopieg

- PuoKI| KaTdoTaon Yypo

- Xpopa: Srpavég
-Oopiy: doopo

-'Opro oopng: un Kobwpiopévo

- Xnpeio Téemc/onpeio mEemg:

- Xnpeio {Eoeme N apykd onueio (éoemg Ko
neproyn (éoemg

- EvplektoTnTa

“ AVOTOTO KOl KATOTATO 6pro ekpnéipdtnrag

- KOTOTEPO:

S AVATEPO:

- Xmpeio avaeireéng:

- Ogppokpocio avarifeng:

- Ogppokpoocio amrosvvieong:

-pH

- IE®oec:

- Kivnpotiko 1E®oeg

- OUVOLPIKT:

un kabopiopévo

un kabopiopévo
un kabopiopévo

un kabopiopévo
un kabopiopévo
un kabopiopévo

Mn kaBopiopévo.

un kabopiopévo
7,3

un kabopiopévo
un kabopiopévo
un kabopiopévo

(ovvéyelo ot celida 4)
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- AvwAvtéTnTo
" vepo: SoAVTo
- ZOVTELEGTIG KATAVOUNG GE N-OKTAVOLY/VEPO

(RoyaprOpikn Tyu)) un kabopiopévo
- Taon atpav un Kobwpiopévo
- IIvkvéTNTO KOV1] GYETIKI] TUKVOTNTO
- TTokvoTyTa: 1,0 g/ml
- LYETIKN TUKVOTNTO un kobwpiopévo
- ITvkvétnTa atpov un Kobwpiopévo
9.2 Aoutég minpogopisg
“Oyn:
“Mopon: vYpo

- ZNROVTIKEG TANPOPOPIES Y10 TNV TPOGTAGIA TG
vyeiog kot Tov Tepfdirovrog, oAld Ko TNV
ac@dieia.
- Ekpnkrukég 106tnreg: Agv voicTtotot Kivouvog exkpi&ems Tov TpoidvTog.
- MeTaforn g KaTdoTOGNC.
- Impeio/edpog porlakvveng

- OEadmTIKEG 1010TNTEG: un Kobwpiopévo
- PuBpég e&arpong un Kobwpiopévo
- OEadoTika aépra eKminTeL
- Aépro v wigon eKTinTEL
- EYplexta vypa EKTIMTEL
- EV@Lexto oteped eKTinTEL
- AvTtevepyEég ovoisg Kot peiypata eKminTel
- TIupogopika vypa eKTinTEL
- TIvpoopkd oteped EKTTMTEL
- Avto0Bepporvopeveg ovoisg Ko peiypata eKminTel
- Ovoiec Kol pelypato Tov EKADOUY EDPAEKTO 0EPLD
6€ EMOP NE TO VEPD eKTinTEL
- O&edmTika vypa EKTTMTEL
- OEadmTIKG 6TEPEG eKminTEL
- Opyovikd vrepoeiown eKminTel
- Ovoieg Kol peiypota Tov dpovy SWfpTIKd EvavTt
TOV peTdriiov EKTIMTEL
- AmevaioOnTomompuéva EKPNKTIKG/PElypoTe Kot
TPOIOVTA IE EKPNKTIKA eKmintel

TMHMA 10: XtaBgpotTo KOl 0VTIOPACTIKOTTO

-10.1 Avrdpastikétnte Agv Srotibevtar GALES GYETIKES TANPOPOPIES.
- 10.2 Xnukn otabepétyTa
- Ogpukn] amoovvleon / ‘Opor wov npEmeL va amoPevyovToL:
Agv anocvvtifetar av 1 amobrkevon Kot 0 YePIoUOS TOL YIvETAL KOVOVIKA.
-10.3 IMBavoTNTO EMKIVOLVOV avTIdpacemvy Agy gival yvoot Kopia enkivovvn avtidpaon.
- 10.4 ZovOnkeg mpog amo@uyn Agv dwatiBeviar AAAES GYETIKEG TTATPOPOPIES.
- 10.5 Mn ocvppotd vikd: Aev dwotiBevion dAleg oyeTikég TANPOPOpiES.
-10.6 Emkivévvae mtpoidvta amocvvleong: Movoleidio kot d10&gido tov dvBpaka.

TMHMA 11: To&ikoloyikég TANpoQopies

- 11.1 ITAnpogopies Yo TIg TAEEIS KIvoUVOL, 6Tms opiloviar otov kKavoviepd (EK) aprf. 1272/2008

- O&gla To&ikotTnTa Baoet tov S1ubéoipumv dedopévav, ta kpitipla TaEvounong dev TAnpovVTaL.
(ovvéyelo ot oelida S5)
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- Avafpoon ko gpediopdg Tov déppaTog

Bdoet tov dabéciumv dedopévmv, To KpLripla Ta&vounong 0ev TANPovVIaL.
- ZoPapi] opBaipikn Brapn/epediopodg

Bdoet tov dtabéciov dedopévev, Ta kpttipla Ta&vounong dev TANpovVIaL.
- EvousOnromoinon tov avarvensTikov 1 evorcnromoinon 1ov déppatog

Bdoet tov dabécipov dedopévev, To Kpttipla Ta&vounong dev TANPovVIaL.
- MeTaAhaEloyEvesT] YEVVIITIKAV KVTTAP®V

Bdoet tov d1a0écimv dedopévmv, To KpLtipla Ta&vounong dev TANpovVIaL.
- Kapxwoyéveon Baoet tov dtobéoiuov dedopévav, ta kptripla ta&vounong dev TAnpodvol.
- To&wkétnTo 6TV OvaTOPAYOYI]

Bdoet tov dabéciov dedopévev, Ta kptripla Ta&tvounong dev TANpovvIaL.
- Edun to&ikdtnra oto opyova-otoyovg (STOT) - epdmal ékOeon

Bdoet tov dabécipov dedopévmv, To Kpttipla Ta&vounong dev TANpovVIaL.
- Evdun toikoétnTa 6ta 0pyava-ctéyovg (STOT) - emaverinupévn ékBeon

Bdoet tov d100éciumv dedopévmv, To Kpitipla Ta&vounong 0ev TANPovVIaL.
- Emucivdvvétinta avappognong

Bdoet tov dabéciumv dedopévmy, To Kpttipla Ta&vounong oev TANpovvIaL.
- 11.2 TIAnpo@opics Y10 GALOVG TOTOVG EMKIVOVVOTITOG

- 1010TNTEG EVOOKPIVIKIG OLUTAPUYNG
Kavéva, omd cGLGTOTIKG oTot Eln Oev TTEpIE ETOL OTN AloTal

TMHMA 12: OwoLroyikég TANPOQPOPIES

-12.1 To&wotnTo

- Yoatwki] ToSikétnra: Asv dwatiBevion dAAes oxeTikéG TANpoPOpies.

- 12.2 AvOEKTIKOTNTO KoL IKAVOTNTA 0modopunong Asv dwatiBeviot AAAES GYETIKEG TANPOPOPIES.

- 12.3 Avvatétnto frocucodpevong Aegv dwatiBeviar AAAES GYETIKEG TATPOPOPIES.

-12.4 KivnrikétnTa 6to £8a¢pog Aev datifevrol dAleg oyetikég mAnpopopieg.

- 12.5 Anoteréopata g aroroynons ABT ko aAaB

- ABT: Mn ypnGULOTOMGLUO

- AAaB: Mn ypnoipomomoipo

- 12.6 1616t TEG EVOOKPIVIKIG OLUTUPUYNGS
INo TAnpoopieg oxetikd pe Tig W10TNTES S10TaPayNG TOV EVOOKPIVIKOD GLUGTHLATOS, OVATPEETE GTIV EVOTNTA
11.

- 12.7 Ahreg apvnTikég emnt@ocsig Aev dlotibevtar GAleg oyeTikéc TANPOQOpiEG.

- Ilepartépo owkoroyikég evoeiters:

- Tevikég 0dnyisg: ['evikd dev etvon emkivdvvo yia 1o vepo.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gon

- 13.1 M£0odor enelepyooiog anmofitov
- Zootaon: Mikpotepeg TocOTNTEG LTOPOLV VA, 0TOTEBOVV PEGH GTO KOWVE OTOPPIpLLOTa

- AKG00pTES GVOKEVUTIES:
- Xootaon: H evanobeon npénet va yivetal cOppva [ Tig emionueg odnyies.
- Zovietdtonr g pécov kabapicpatog: Nepo, evdeyopévog tpochétete Eva pécov kabapioov.

TMHMA 14: ITAnpo@opieg 6YETIKA PE TN NETAPOPA

- 14.1 ApwOpég OHE 1 aprOpoc tavtétntog
-ADR, ADN, IMDG, IATA EKTIMTEL

(ovvéyelo otn celida 6)
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- 14.2 Oweia ovopaocio omrostoiig OHE
-ADR, ADN, IMDG, IATA EKTIMTEL

- 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 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
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 a.opaierog

- Katovopalopeves emkivovveg ovoies - IAPAPTHMA I Agv mopatifeton kavéva and To GUGTOTIKA.
- Kavoviepoo (EE) api. 649/2012

- Kavoviepog (EK) apr0. 273/2004 epi TV TPodpopmv 0VG1AV TOV VEPKOTIKOV

Kavéva amd cLCTOTIKG oTot Eln dev TTepLEyeTal o AloTa

- Kavoviepoc (EK) ap10. 111/2005 oyxetikd pe mn 0£omion kavovey Yo TNy mopakorovdnon tov
ENTOPIOV TPOIPOUMV OVGLOV VOPKOTIKAV netadv g Kowdmrog kot tpitav yopav

Kavéva omd cuoTaTikd ototyeia dev mepiéxetat ot Alota

- 15.2 A&woroynon ympuuknig ac@dreroc: H agtoAdynon ynukng ac@AIrelos dev mpoyLotomomOnke.

TMHMA 16: Aowtég mAnpo@opieg

Avtég o1 InAdoelg Pacifovtar 6To onpepvo eNINESO TOV YVOGEDV LG, OEV ATOTEAOVV EYYNON YO TIG
WB1OTNTEG TOV TPOIOVTMV 0VTE AUTIOAOYOVV TN dMovpyic CLLPATIKAV VTOYPEDCEWDV.

- Tovtpuiosig kan apktikorega: ELINCS: European List of Notified Chemical Substances
- * Tpomomompéva otoryeio 6 oyéon pe Ty Tponyoduevn £kdoon
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