Yelida: 1/7
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
Ap1Buds €xdoong 3 (avtkadiotd v ékdoon 2)

TMHMA 1: IIpocoropiopds ovoioc/peiypotog ko eraipeiog/emyeipnong

- 1.1 AvayvopieTikog Kmokog TpoiovTtog
- Ovopacio Tov Tpoiovrog 6to gumépro: CLEARFIL MAJESTY ES-2

- AprOpdg mpoidvrog: 178

- Ap1Opovc kataydprong Asv epapuoleton

- 1.2 Zovageig Tpoodiopriopeves ypfoELS TS 0061 1] TOV HEIYHOTOS KO AVTEVOSIKVOONEVES AP OCELS
Agv vtapyovv dAleg S100€01ES GYETIKES TANPOPOPIEC.

- Xpiion Tov vAkov / Tov peiypotog Odovtiatpikd vAKS

- 1.3 Zroyygeio Tov TpounBevT TOL dEATIOV dEBOPEVOV AGQUAETNG
- 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 Ap1Opog TNAEQPOVOL ETELYOVGAS AVAYKNG:
[Cyprus] Kévtpov AnAntpiécemv; 1401
[3E Company] (Great Britain)+44 20 35147487 (United Kingdom)800 680 0425 (UK English)+44 8 08 189
0979 (Europe Non-Specific)+1 760 476 3962 *Kuraray Access Code: 334674

TMHMA 2: I1po6o10piopog ETKIVOUVOTNTOG

- 2.1 Ta&wvépnon g ovoiog 1] TOV pEIYNHOTOG
- Ta&wvopnon copgava pe tov kavoviopd (EK) apr8. 1272/2008
To mpoidv dev Ta&vopeital, cOpEmva pe Tov kKovoviopud CLP.

- 2.2 Zrovyeia eTwkéTog

- Emonpaven cOpeova pe tov kavoviepé (EK) apr0. 1272/2008 cknintet
- Elkovoypappata Kivovuvou ekmintel

- TIIpogrdomowmtikn AEEN exmintel

- ANADOGELS EMKIVOVVOTTOG EKTITTEL

- 2.3 A)hotL kivovvor

- Amoteréopata g a&oroynong ABT ko1 aAaB

- ABT: Mn ypnoyLomomaotpo

* aAoB: Mn ypnoylonomcipo

TMHMA 3: X0vOeon/mtinpo@opies Yo T0 GVGTUTIKE

- 3.2 Meiypata

- Tleprypagn:
To petypo avtd dev mepi€yel OVGIEG TOL TPEMEL VOL AVOPEPOVTOAL GOUPMOVE LLE TA KPLTTPLO TOV KOVOVIGHLOV
(EK) ap18. 1272/2008.

- Emikivouva cvotatikd: exnintet

- Zopmin popotikéc vrodsitaic:
0&eid10 ToL TVLPITIOL, VOVOLOPPY], TPOTOAVUEPIGUEVO OPYAVIKO TANPOTIKO Kot Apop@o dto&eidio Tov
moptriov, péyebog copatdiov 1 - 100 nm

TMHMA 4: Métpa npatav fondsiov

4.1 Heprypagn pétpov TpoOTOV fondardv
- Mgt and glomvon): ATopoitntog o Kabapog 0épac, GE TEPITTMOT) EVOYANCEDV KOAESTE YIOTPO.
- Metd and emagi] pe to déppa: I'evikd to mpoidv dev epebilet To dépua

(ovvéyelo ot celida 2)
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Yelida: 2/7
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
Ap1Buds €xdoong 3 (avtkadiotd v ékdoon 2)

Ovopoaoia Tov Tpoiovrog 6to gunépro: CLEARFIL MAJESTY ES-2

(ovvéyela and ™ oelida 1)

netd amo emop] pe To paTo:

No miovete To patio pe avorytd to, BAEQapo KAT® 0o TPEYOVLEVO VEPO Y10, OPKETH MPOL.
- peTd amd katdmoon: Edv diapkodv ot evoyinoels supfovievteite yorpo.
4.2 TNRovTIKOTEPO COUTTOUATO, KO EMOPAGELS, AUEGES 1] NETUYEVECTEPES

Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
4.3 ’EvoiEn 0m010.601|T0TE OTOITOOPUEVIIS GUECNS LATPIKNG PPOVTIOUS Kau £101Kg Oepameiog

Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.

TMHMA 5: Métpa y10 TNV KOTOTOAEPN 61 TG TUPKOYLAG

- 5.1 MMvpooPestika péca,
- KatdAiinio mtopooPeotikd péco.
CO2, mupocPeotiki] okOVN N ektivagn vepov vynAng micons. KatamoAiépunon mupkaids peydimv dloaotdoemv
pe extivaén vepoh vymAng mieong M e appod avOEKTIKO GTO OWVOTVELLAL.
Ta pétpa KotacsPécems ™G QOTIAS evaprovilovTat e To TEPIKEEVA.
- 5.2 Ewdikoi kivouvor mov TpokvmTovy amd TNy 0vsia 1| 1o peiypa
Agv dratiBevton GALEG OYETIKEG TANPOPOPIES.
- 5.3 ZvoTdcsis 1o Toug TUPOoSPETTES
- E101k0¢ mpootatenTikog eEomhopds: Agv anartovvtot wiaitepa pHETpaL.

TMHMA 6: Métpo. o€ TepinTmon akoV6LuS EKAVOG

- 6.1 IIpocomkéc TPoPLAAEELS, TPOSTATEVTIKOG EEOTAIOROC KO OLUOIKAGIES EKTAKTNG UVAYKNG
BAéne ke 8.
- 6.2 Ileprparrovtikég Tpopurdcers:
Amopiyete T 314001 TOV VIOAEIUUATOV TOV TPOIOVTOG TOV OEV £YOVV GKANPVVOEL GTO ATOYETEVLTIKD
GUGTN L.
Ipwv amd tov Kabopiopod, tpo-kabapiote Tov e£0mTMoUd KATMO and TPEYOVUEVO VEPD LE EVO VYPO TTOVI.
6.3 M£00001 Ko VAIKG Yo TEPLopIopd Kot Kabapiopd:
Evamoféote poivopéva vikd og emkivovva andfinta katd to onpeio 13.
Pgvotd cvotatikd ototyeio GLAAEYOVTOL [lE GUVOETIKA VAIKA VYPOV.
Amoppognote 1 okovmiote T0 VAWK Kot pi&te 10 o€ Eva doyeio amoppiudtov. E&acpaliote tov eEaepiopo.
Na ypnotponoteite katdAinia péoa atopukng npootaciog (MAIL).
H anehevBépwon vTorelppdTmVy TOV [ GKANPLLLEVOL TPOTOVTOG HEGH TOV EEMADILATOG TOV GTOHOTOG Efvort
TEYVIKA avamdPeLKTn, ToAD Yaunin ewopon. H epappoyn npaypoatonoteitot amd eKmaldevpévo eEEOIKEVILEVO
TPOcOTIKS, AapPavoviag voyn 1o YPdvo GKANPLVGNG.
- 6.4 Ilopamopni] og Ao TpfpoTo
[TAnpopopieg yia Tov ciyovpo yeptopd PAéne kepdiato 7.
[TAnpogopieg yio Tov oTopKd TPooTaTeLTIKd eE0TMGO Bpeite 6TO KeQAAOLO 8.
[TAnpopopieg yio v evamodétnon PAéne kepdiato 13.

TMHMA 7: Xeipropdg kon amodnkevon

- 7.1 IIpo@urd&ers Yo aoc@ai] YE1pLopnd
Dpovtiote yio Tov KaAd eEaeptopd/omoppdPNoT TOV 0€P GTO TOTO EPYOCING.
Amo@evyete emapn Ue TO dEPUA Kot LE Ta paTio. Mnv katomivetre. No amo@gvyete Ty dnpiovpyio okovng.
Mnv avanvéete okovn/kamvo/oépto/opiyAn/otpnods/cnpét.

- Odnyieg Y10 TOV TPOTO TPOGTUGINS KUTA TG TVPKUIAS Kot EkpnEng: Aev amouteitor Ayn KOV PETP@V.

- 7.2 ZovOnikeg a6@aioVs QUAAENS, copmepriapfavopévev T oV acvoppfatoTiTOV
- AmoOnkevon:
* ATOLTTGELS YU TOVS JMDPOVS UTOONKEVONG KUL TOVG TEPLEKTES
Amobnkevetan og éva dpooepd pépog (2-25°C).
- Yrodeiterg cvvamoOikevong: dev amatteiton
(ovvéyelo ot celida 3)
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Yelida: 3/7
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
Ap1Buds €xdoong 3 (avtkadiotd v ékdoon 2)

Ovopoaoia Tov Tpoiovrog 6to gunépro: CLEARFIL MAJESTY ES-2

(ovvéyela and ™ oerida 2)
- Ilepartépo dNrdcELS Y1d TOVS 6poVG o KEVONG:
No dtatnpeiton o KaAd KAelopévo doygio.
No anofnkevetol oTig KOAG KAEIGUEVEG LOPPEG TOV, GE OPOGEPO Kat ENPO HEPOG.
No npootatedetal omd ) (Eotn Kot TV dpeon nidpacn Tov HALoV.
- 7.3 Ewdwki) TeMkn ygprjon 1 ypioeis Asv eivar drabéoipeg dAAec oxeTikég mAnpopopies.

TMHMA 8: 'Eleyyog g ék0eong/atopkn) npoctocia

- 8.1 Hapdaperpor eréyyov

- ZVOTATIKA 6TOLYEl0 pE 0poBeTIKES TINES BPOPOVOES TOV TOTO EPYUGINS KOL TOV 0PEILOVY VO
EMTNPOVVTUL
To mpoidv dev TePLE(EL ONUAVTIKES TOGOTITEG OVGLAOV TOV APOPOVV TNV EPYOCTi KL TOL T OPle VTV Ba
énpene va e EyyovToL.

- ZopumAn popaTikég vmodsifes:
Zav Bdon ypnoorombnkav ot 1yHoVTEG KATAAOYOL TOV {GYLOV KOTE TNV TOPUYOYT|.

- 8.2 "EAeyyor ék0gong

- Katahinhor pnyavikoi éheyyor Kopio GAAn cootaon, fAEne kepdiato 7.

- M£1pa aTopIKiG TPOOTUGINGS, 6TMS UTONIKOS TPOGTATEVTIKOS EE0TMGNOG

- IIpo6TAGiO TOV GVATVEVOTIKAV 00MV ZVVIGTOTOL 1| PTIOT TPOCTATEVTIKNG HLACKOC.

- IIpocTacio TV yeprdV
To VAo tov yavtidv 0o mpémet va gtval pn dtomepatd Kot avOekTiKd EvavTl Tov Tpoidvtog / Tov VAKOD / Tov
TOPOUCKEVAGLLOTOG.
A6Yy® pn mpaypatomoinomg SoKiumy dgv pmopel va mpotabel kavéva LAKS YovTidv yio o Tpoidy / to
TOPACKEDAGLLO / TO YNUKO UETYLLOL.
EmuléEre To vAKO TOL YovTioh Aapfdvovtag ur' dyn Toug xpovoug dtEhevong, To Pabud dramepatdTTAS Kot
v vrofadon.

* YMK6 yavTiov
H emloyn tov KotdAAniov yavtiov dev e&optdtatl Lovov amd 10 VAKS, 0AAd Kol T EMTAEOV YOPOKTIPLOTIKA
TOLOTNTOG, TO. OTOl SLOPEPOVY VALY LLE TOV KOTACKELOOTN. Enedn to mpoidv eivar otnv ovoia Eva
TOPOUCKEDAUCLLO TTOV ATOTEAELTOL OO TEPLOGATEPQ GLOTOTIKA dgv pmopet va eEaxpPwbel n avBekTikdT T TOL
VAKOV KOTOOKEVNG TOV YOVTIOV Kot Oo Tpénet va gleyyBovv pv amd ) xpnon.

- Xpovog 01£i60V01G TOV VAIKOD YOVILAV
O axpPng xpovog SIEAEVONG OVAKOIVAVETOL OO TOV KOTOOKELOOTH TV TPOCGTATEVTIKMV YOVTIAV Kol Oa
TPETEL VAL TNPELTAL TAVTOTE.

- TIpoctacia TOV patidv / Tov tpocdmov [Ipoctatevtikd yoaAld.

TMHMA 9: ®vokég Kot ynUKES 1010TNTES

9.1 Zroyygeia yio Tic Paoikéc QUOIKEG KO YMNUIKES 1OLOTNTES
- Tevikég minpogopieg
- VoK1 KaTdoTOoN o1eped
- Xpopa: APOUOTIGUEVO
-Oopn: doopo
- Xnpeio éemc/onpeio mEemg: Mn xpnGLoTOM GO
- Xnpeio {Eoeme N apykd onueio (Eoemg Ko
neproyn (éocmg un kabopiopévo
- EvghektotTnTo Mn kofopiopévo.
“ AVOTOTO KOl KATOTATO 6pro ekpnéipndtnrag
- KOTOTEPO: Agv 1oyvet.
" OVATEPO: Aev 1oy0¢t.
- Xnpeio avapreéng: Mn xpnGYLOTOW GO
- Ogppokpocio avtavapreing Agv 1oy0el.
- @gppokpoocio amrosvvheong: Agv 1oyvet.

(ovvéyelo ot celida 4)
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Yelida: 4/7
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
Ap1Buds €xdoong 3 (avtkadiotd v ékdoon 2)

Ovopoaoia Tov Tpoiovrog 6to gunépro: CLEARFIL MAJESTY ES-2

(ovvéyela and ™ oelida 3)

‘pH Mn kaBopiopévo.
- Kivnpotikd 1E®oeg Mn xpnoLomomcipo
- AvghvtoTnTa
VEPO: adtdAvto
- LOVTELESTI|G KOTAVOUNG GE N-0KTAVOLY/VEPO
(hoyaprOpikn Tipny) Agv gpoppoletar.
- Taon atpav Mn xpNGUYOTOM GO
- IIvkvétyta o€ 20 °C: 1,8-2,1 g/em?
- ITvkvétnTa atpdv Mn xpnGYLOTOW GO
- XopaKTNPLoTIKE ONOTIOIOV BAéne kepdhato 3.
9.2 Aowtég mAnpogopies
- IIAnpo@opics oYETIKA PE TIC KMAGELS PUGIKOD
KivoOvou
- ExkpnkTikd To mpoidv dev evéyet kivouvo Ekpnéng.
- Evglekta aépra eKminTel
- Agpolvpata eKTinTEL
- O&edoTIKa aépLa EKTTMTEL
- Aépro. v7té micon eKminTEL
- Ev@phekta vypd eKmintel
- Ev@lekta oteped eKminTEL
- Avtevepyég ovoigg Kol pelypata EKTTMTEL
- IIvpogopikd vypa eKTinTEL
- IIvpo@opikd oteped eKminTel
- Avto0gppavopeveg oveisg KoL peiypata eKTinTEL
- Ovoieg Ko peiypoTo Tov EKADOVY EVPAEKTA AEPLO.
o€ EMO.QN NE TO vEPD eKTinTEL
- O&admTIKG VYpa eKmintel
- OEe1dOTIKG 6TEPEG eKTinTEL
- Opyovikd vepoleionn EKTTMTEL
- Ovoieg ko peiypata mov opovv SfpaTikd évavtt
TOV PETALAOV eKminTEL
- ATEVOI60NTOTOMUEVE EKPNKTIKA/PEYROTH KO
TPOIOVTU PE EKPNKTIKA EKTNTEL

TMHMA 10: Xta0gpoTTo KOl 0VTIOPOCTIKOTTO

-10.1 Avtdpastikétnte Agv drotibevtor dAleg oyeTIkéC TANPOPOPIES.
-10.2 Xnuukn otaBepdtnra

Kaopia emkivovvn avtidpaon otav xeipiletar kot omodnkedeTol cOUP@VO LE TIG STAEELS.
-10.3 MBavétyTe eMKivovvOV avtidpdcemv Aev gival yvooti Kopio enkivovvn avtidpaon.
- 10.4 ZovOnkeg mpog amo@uyn Asgv dtatifevron GAreg oxetkég TANPOQOpPiES.
-10.5 Mn cvppatd vika: Asv Swotibevion dALEC GYETIKES TANPOPOPIES.
- 10.6 Emkivdvve ntpoidvta amocvvlesng: Movoeidio kot d10&gidto tov dvBpaka.

TMHMA 11: To&ixoloyikég TANpo@opies

- 11.1 ITAnpogopics Yo Tig TAEEIS KivovVoL, 6™ opilovrar otov kKavoviepé (EK) aprf. 1272/2008
- Oeia To&uotnTa Baoel tov dwbéoiuwmv dedopévav, ta kprrnpla ta&vopnong dev mAnpodvrat.
- Inpovtikég Tipég ta&vounons-LD/LCS0
- Avafpoon ko gpediopdg Tov déppaTog
Bdoet tov dabéoipumv dedopévmv, To Kptripla Ta&vounong oev TANpovvVIaL.

(cuvéyeln ot oelida 5)
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XeModa: 5/7

Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
Ap1Buds €xdoong 3 (avtkadiotd v ékdoon 2)

Ovopoaoia Tov Tpoiovrog 6to gunépro: CLEARFIL MAJESTY ES-2

(ovvéyela and ™ oelida 4)

- ZoPap 0Baipikn Brapn/epedropidg

Bdoet tov dabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANpovvVIaL.
- EvaneOntomoinon tov avemrvevoTikoy 1 evaieOnTomoinen Tov déppatog

Bdoet tov S1béoipmv dedopévmv, Ta kprripla TaEtvounong dev TANpovvIaL.
- MeTalha&loyéveon YEVVIITIKOV KOTTAP®OV

Bdoet tov Sabéoiumv dedopévmv, To Kptripla Ta&vounong dev TANPovVIaL.
- Kapxwoyéveon Baoel tov Stobéoiov dedopévev, ta kpiripla ta&vopnons dev TAnpodvol.
- To&ikétnTa otV avorTapaymy]

Bdaoet tov dabéoipumv dedopévmv, To Kptripla Ta&vounong oev TANpovvIaL.
- Ewduen to&ikotnta 6ta o0pyava-ctoyovs (STOT) - epamat ékBeon

Bdoet tov Sabéoipmv dedopévmv, Ta kprripla Ta&vounong dev TANpovvIaL.
- Educn to&ikétnra oto opyava-otoyovg (STOT) - eraverinupévn ékBeon

Bdoet tov Stabéoiumv dedopévmv, Ta Kptripla Ta&vounong dev TANPovVIaL.
- Emucivdvvétinta avappoéenong

Bdoetl tov Sabéoipov dedopévmv, To Kpitipla Ta&vounong dev TANPovVIaL.
- 11.2 ITAnpo@opics y1a GALOVG TOTOVG EMKIVOVVOTNTOG

- 1916TNTEG EVOOKPIVIKIG OLUTAPUYNGS

KavEVa omd cLCTOTIKG GTot Eln Oev TTepLEyeTaL oTN AloTa

TMHMA 12: Oworoyikég TANPOPOPIES

-12.1 To&wétTnTa

- Yootwi] to&ukotnta: Agv datibevtal GAAeg GYETIKEG TANPOPOPIES.

- 12.2 AvOEKTIKOTNTO KOt IKAvOTNTA 0modopunong Asv Swtibevion AAES GXETIKEG TANPOPOPIES.

-12.3 Avvatétnroe frocucodpevong Aev SwatiBeviot AAAES GYETIKEG TANPOPOPIES.

- 12.4 KivnrikotnTto 670 £8090g Aev datifevior GALeg oyeTikéEG TANpOPOpPIES.

-12.5 Anoteréopata g a&oroynons ABT ko aAaB

- ABT: Mn ypnoipomomcipo

- aAoB: Mn ypnoyomotcipo

- 12.6 1616TNTEG EVOOKPIVIKIG OLUTAPUYNGS
Mo TAnpoopieg oyeTikd e TIG 110TNTEG S10TOPAYG TOV EVOOKPIVIKOD CLUGTNATOG, OVATPEETE GTIV EVOTNTA
11.

- 12.7 AAreC 0pVNTIKES EMATAOCELS

- Ilepantépo owkoroyikég evoeiters:

- T'evikég odnyiec:
Emwivéuvo yua to vddtivo mepifdirov - Kidon 1 (A pog extipnon): eEAappds ETKIVOUVOo
Agv emurpénetol va d1€1660el 6T0 Yive. vepd, va adeldleTot 6To vddTivo TEPPAALOV 1] 0TV AmOYETEVOT] LN
OPOIOUEVO 1 CYETIKA OE PEYOAEG TTOGOTNTEG.

TMHMA 13: Xtoyyeio oyetikd pe 11 61d0gon

-13.1 M£00do1 emeepyacios amofrntmv

- Xotoon:
Amoppiyte avTd TO TPOIOYV MG LATPIKA ATOPANTOL.
Avoxkatéyte To VTOAEIOTO G VAKE oG xpnong (T.y. xopti, H16K0g) Kot amoppiyTe To. ™G OTEPEQ
amoPAnToL.
Ta pn oxAnpopéva vroleippoto Tov Tpoidvtog fa Tpémet va crAnpivovTal Tpv omd T didbeon, qv etvar
dvvatov.

- AKG@O0pTES CVOKEVOGIES:

- Xotaon:
To mepifAnpa (cvokevacio) emPBAALeToL VO ATOPPITTETOL COLE®VA LE TOV KOVOVICUO TTePT TEPPANUATOV.
Mn poivopéva meptpAnpata propodv va §08obv yio avakOKA®on).

(ovvéyelo ot ceXida 6)
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Yelida: 6/7
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
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Ovopoaoia Tov Tpoiovrog 6to gunépro: CLEARFIL MAJESTY ES-2

(ovvéyela and ™ oerida 5)
Mnv EemAévete TOVG TEPLEKTEG TOL TTPOIOVTOG TPV Ao T dtbeon.

TMHMA 14: ITinpo@opieg oYETIKA pe TN NETAPOPA

- 14.1 ApOpég OHE 1 apOpoc tovtoéTnTag
- ADR, ADN, IMDG, IATA EKTITEL

- 14.2 Oweia ovopaocia aroctorjc OHE
- ADR, ADN, IMDG, IATA EKTITEL

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

- KAGon eKTinTEL
- 14.4 Opada cvokevaGiog
-ADR, ADN, IMDG, IATA eKTinTEL
- 14.5 TegprfariovTikoi Kivovvou: Agv &xel epoppoyn
- 14.6 E101kég mpo@ura&erg yia tov yp1otn Agv &xel epoppoyn
- 14.7 Oardooreg peTaQOPES YVONY COUPOVA UE TIS

npaerg Tov IMO Agv &xel epoppoyn
- UN "Model Regulation': EKTIMTEL

TMHMA 15: Xtoyeio vopo0etikod yopaxtipo

- 15.1 Kavoviopoi/vopo0ecio oyetikd pe tTnv ac@aiero, tTnv vyeio kot to tepiffdriov yio tnv ovcio 1 To
neiypa

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

- AmoOgpatiké 94/85/EEC: Aev dwtiBevton dAdeg oyetikéc mAnpopopiec.

- Katovopalopeveg emkivovveg oveicg - IAPAPTHMA 1 Agv mopotiBeton Kovévo amd To GUGTOTIKEL.

- KANONIZMOZX (EE) 2019/1021 yw Tovg éppovovg opyavikovg porovg (POP)
Kavéva and cvoTaTikd ototyein dev mepiEyetan otn Alota

- KANONIZMOZX (EK) ap10. 1907/2006 IAPAPTHMA XVII Opot nepropiopov: 78

- Kavoviepoo (EE) ap10. 649/2012
Kavéva, oamd cLOTOTIKG oTot Eln Ogv TTEpLE ETOL 0T AloTal

- KANONIZMOZX (EE) 2019/1148

‘Mapaptnpe I1 - AHAQTEEX IPOAPOMEX OYXIEX EKPHKTIKQN YAQN
KavEVa omd cLCTOTIKG GTotXEln Oev TTEpLE ETaL 0N AloTal

- Kavoviopog (EK) apr. 273/2004 ntepi 1oV Tpodpopmv 0v61OV TOV VOPKOTIKAOV

Kavéva and cvoTaTikd oTotyein dev mepiEyeton ot Alota

- Kavoviepéo (EK) apr0. 111/2005 oyetikd pe ) 0éomion kKavovey yia Ty mopakorovdnon tov
ENTOPIOV TPOSPOI®V 0VGLOV VOPKOTIKAV neTaév g Kowdtnrag kot Tpitav yopov

KavéVe, oamd cLGTOTIKG GTotXEln Ogv TTEpLE ETOL OTN AloTal

- KANONIXMOZX (EE) 2024/590 o Tig ovoies mov kotaotpi@ovy T oTifdda Tov 6Lovtog

Kavéva omd cuoTaTikd ototyeia dev mepiéxeton ot Alota

-15.2 A&rorhdynon ymuikig ac@areras: H agodAdynon ynukne ac@Aarelos dev mpoyLotomomOnke.

cy —
(ovvéyeln otn oelida 7)



Yelida: 7/7
Agltio dedopEVOV 06PaAEiaG
oVpeova pe 1o Kavoviopoo (EK) apr0. 1907/2006, ApOpo 31

Hpepopnvia extdnmong: 27.08.2025 Avabempnon: 27.08.2025
Ap1Buds €xdoong 3 (avtkadiotd v ékdoon 2)

Ovopoaoia Tov Tpoiovrog 6to gunépro: CLEARFIL MAJESTY ES-2

(ovvéyela and n oedida 6)

TMHMA 16: Aowtég TAnpo@opieg

Avtég ot INhdoelg facifovtatl 6To oNUEPVO EMIMESO TOV YVOGEDV LG, OEV ATOTEAOVV EYYINON YO TIG
WOLOTNTEG TOV TPOIOVTWV OVTE AUTIOAOYOVV TN dMLovpYict CULPATIKGV VITOYPEDGEWDV.

Ta wrpoteyvoroyikd mpoidvra, 6mws opilovtat otov kavovicpo (EE) 2017/745 ko ta omoia ivar
EMEUPOTIKA 1] YPTCYLOTOLOVVTOL GE ALLEST PLGIKT ETAPT LLE TO OVOPOTIVO GO, EEAPOVVTAL OO TIG
dwtdéetg tov kavoviopov (EK) apf. 1272/2008 (CLP/GHS) cuvnBwg edv Bpiokovtol og TEMKN KOTAGTOOM
Kot Tpoopilovtat yio Tov TEAKO YpNoTn.

To mapdv deAtio dedopévav acoareiog cuppopedveral pe tov kavovioud (EK) apf. 1907/2006 , Apbpo 31
omwg tpomomomOnke and tov kovovioud (EE) 2020/878.

- Ta&wvopnon sopemva pe tov kavoviopo (EK) api0. 1272/2008
H TAEINOMHZH TOY MEII'MATOZX BAXIZETAI OYZIAXTIKA XTH ME@OAO YIIOAOTI'IEMOY ME
XPHZH TON XTOIXEIQN YAIKOY 2YMOONA ME TON KANONIEMO (EE) 1272/2008.

- Zovrpiosig kot apktikorego: ELINCS: European List of Notified Chemical Substances

- * Tpomommompéva otoryeio oe oyéon pe Ty wponyoduevn £kdoon

CcYy —



