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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Sertaconazole

Kwducde mpoidvrog : 201600818

Suvovopa . Sertaconazole, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

To&wodTa 6TV avamapay®yn, Katnyopio 2 H361
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEio Kon oT0 TEPLPailov
ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza kivdovov (CLP)

GHS08
Ipogworomtikn AéEn (CLP) : IIpocoyn
Anidoelg emkvdvuvomtag (CLP) : H361 -"Yromnto ywa tpéxAnon PAaPng oty yovipdtnta 1 oto ufpuo.
Anidoelg mpoevraéng (CLP) 1 P201 - Egoduwioteite pe tig e181kéc 0dnyieg mpv amod T xprion.

P202 - Mnv 1o ypnoiponomoete nptv S10GoeTe Ko KATAVONGETE TIG 00NYieg TPOPOANENS.

P280 - No gpopdte TpooTateLTIKG YOVTIO/TPOCTUTEVTIKG EVOVLOTO/HEGO ATOLIKNG TPOGTAGIOG Y10l TOL
HETI0/TO TPOCHOTO/TAL AVTLAL.

P308+P313 - XE IIEPHITQXH ékbeong 1 mbavottag £xbeong: Zvpfovievdeite/Emokepdeite
yuTpo.

P405 - dvrdocoeton KAEWB®UEVO.
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P501 - Auibeon tov mepieyopévon/nepiéktn oe onueio cvAloyng emtkivouvev 1 edtkdv omofiitov,
GULLPMVO PLE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG 1)/Koit S1E0VElG KOVOVIGHOVG.

Zhpoven cOpeove pe: eEalpeital 1) E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TNG ontoiag dev vepPaivovy Ta 10ml

Ewovoypdppora ktvdovov (CLP) :

GHS08

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 3: XovOgon/minpopopisg yio 10 6LOTOATIKG

Ovopa AvVayvopieTIKOg KOdKog | %0 Katdroin copeove pe my o0dnyic
TPOIOVTOG 1272/2008 EK [CLP]
Sertaconazole - <100 Repr. 2, H361

IIpeg keipevo tov Inkdoewv H kot EUH: BAéne tpuipa 16

Aev woydet

TMHMA 4: Métpo np@tev fondsiov

Métpa ntpadtmv fonbetdv petd and enoen pe to déppa : Kobapiote ) peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HaAakd amoppoenTikd
Tovi).

Métpa npadtmv fondetdv Letd and enapn 1 To LATIo : Eemldvete o patio pe vepd yio Adyoug acaieiog.

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOPOPIiES

TMHMA §: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

KotdAnia péoa mopdcPeong 1 KovBépta mupdcPeong.

Kivduvog mopkayidg : BMéme tunpa 2.2,

Métpa Y10 THV KOTATOAEUNGOT TG TUPKOYLOG . Xpnowonowmote péca katdoPeong KatdAAnia yo Ty nepdAlovca TupKayid.
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TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

6.1.1. I'e TPooOTIKG GALO 0TTO TO TPOGMOTIKO EKTUKTNG AVAYKNG

Métpa £kTOKTNG OVayKng 1 Amopevyete kGOe meprtn €xbeon.

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPiES

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPIiES

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyepatikig £k0song kau Broloyikés oprakés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynparifovrar otoygio pOmTAVENS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEov TANPOQEOPiEg

8.2.1. Kotdhinho pnyavikoi éreyyot

Koataiinior pnyavikoi éleyyou:
Awnpriote o€ KoAd e&oeptlopevo ydpo. Zuvifog amatteitol cOGTNUIA YEVIKOD HNYOVIKOD eE0EPIGLOD TOV XMDPOV.

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG

8.2.2.1. IIpooTacio TOV HATIAOV KUl TOV TPOCATOV

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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8.2.2.2. Ilpoctacio déppatog
Ipoctocia Tov déppartog:
oS8 EpyacTnpiov
Mpoctocio TOV yEPLOV:
IIpoctotevTikd yavto

8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g teptpaiiovroroyikiis £kOeong o€ Kivovvo

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kot YnUIKES 1OL0TNTES

9.1. Zroyygia Yo TG fUGIKES QUOIKES KOL YNUIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion TZkovn.

Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéorpo
Inueio mEemg © Mn dwbéorpo
Inueio m&emg © Mn dwbéorpo
Inueio Bpoacpod © Mn dwbéorpo
Evpiextomra © Mn dwbéorpo
Opra Ktvdvvov ekpiéems . Aev woyvet
Xapunhotepo 6pio EkpnéEng . Aev woyvet
AvdtoTo 0plo expnépotmrog 1 Agv woydet
Enueio avapieéng . Aev woyvet
Bgppokpacio aTovAPAEENS . Aev woyvet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
Adropo pH © Mn dwbéorpo
EDAES, KivepaTikog (1) . Aev woyvel
AwAvtomra © Nepo:<0,1g/l
TUVTEAEGTNG KATAVOUNG O Helypa n-0KTavOAng/vepoD © Mn dwbéorpo
(Log Kow)

Téon oTudv © Mn dwbéorpo
Iieon atpov ot Beppokpacio 50°C © Mn dwbéorpo
IMukvotnto © Mn dwbéorpo
TyeTIKN TUKVOTITOL © Mn dwbéoipo
ZYETIKN TUKVOTNTO 0THAV 6TOoVG 20°C 1 Agv woy0et
MéyeBog copatidiov © Mn dwbéoipo

9.2. Aowréc TAnpogopieg
9.2.1. TIMpo@opicg GYETIKA pe TIS KAAGELS PUOLKOV KvdHVou
Aev vdpyovv emmaAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 10: Z100gp4TNTO KO OVTIOPOUGTIKOTNTO

10.1. AvtidpacTikoTTO

Z100epd VIO KOVOVIKEG GUVOTKES.

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) a7



Sertaconazole
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Kavévag yvootog/-1/-6.

Agv vapyovv emmAEov TANPOQOPieg

Kapio og kavovicr xprion. BAéne tunipa 7.

Ortav Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EXKIVIVYOUS KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oéeia to&ucotnTa (amd 6TOHATOG) : Mn ta&wopnpévog
Oéeia to&ucotnTa (SeppoTikn) : Mn ta&wopnpévog
Oéeia to&ucotnta (avamvon) : Mn ta&wopnpévog

Sertaconazole

LD50 omd tov 6tdp0Tog 68 apovpaiong > 2000 mg/kg
AGBpwon kot epebiopdg Tov dEppatog : Mn ta&wopnuévog (EAeaticd dedopévar)
ZoPapn opborukn PAAPn/epediopog : Mn ta&wopnpévog (EAreltotiicd dedopévor)
EvaicOntomoinem Tov avamvensTikov 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévmv, Ta Kprtnpio ToSvounong dev TAnpovvoL)
gvoucOnTomoinot Tov dEPUITOG
MetoAho&ryéveon YEVVITIKAOV KOTTAPOV : Mn ta&wopnpévog (EAreltotiicd dedopévor)
Kapkwoyéveon : Mn ta&wopnpévog (EMeaticd dedopévar)
To&wodTa Y10 TV avamopayoyn : Yromto yio mpdrinon PAAPNG ot yoviudtnto 1y 6to Euppuo.
Ewum to&icomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog
epanag ékbeomn
Ewum to&ucomrta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog
emavenupévn kbeon
Enucvduvotnto ovappdenong : Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, To Kprtnpio taEvouneong 8ev mAnpovval)

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd : Aev mapovotdlel iaitepo kivouvo yio To meptBAALOV.
Emicivduvo yia to vddtivo mepiBarlov, Bpayurpodbeopog : Mn ta&wopnpévog

(0&bg)

Emucivduvo yia to vddtivo meptBdAlov, pakporpobeopog @ Mn ta&wopnpévog

(xpoV106)

Agv vdpyovv emmAEOV TANPOQEOPiEg

Aev vdpyovv emmaAéov TANPOQOpieg
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Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPoQOpieg

TMHMA 13: Ztovycio oyeTikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPT,

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpdg TavtotnTog

Agv 1o0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolig OHE

Aev 1oy0et | Aev 1oy0et | Agev 1oy0¢t

14.3. Taén/-1g KivdOvov Kata 1) PETOQPOPA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.4. Opéoda cvokevaciag

Aev 1oy0et ‘ Aev 1oy0et ‘ Aev 1oy0et

14.5. ep1parhovTiKi ETIKIVOVVOTTA

Agv 1oy0eL I Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eriysio petagopd
Aev woydet

HETOQOPA pécm Oaraoong
Agv 1oy0gL

Evoépra petagopd
Aev oydet

Agv 1oy0et
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TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopo0scio 6YETIKG pe THY 06QaLEM, TNV VYEIN KoL TO TEPLPaLhov Yia TNV 0vGia 1| TO peiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpa XIV tov REACH (Kataloyog 0d£1000Tn61|G)

Aev teprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adei0d6tmong)

Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaiveon petd omd evnuépmon)
Aev epappodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gepappodletart.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v tpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov mephapfdveta(ovat) 6tov Katdhoyo mpddpopmv ovaotdv ekpnktikdv (Kavoviouog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapPavetar(oval) 6Tov KaTdAoyo Tpoddpopmv ovctdv vapkeTik®v (Kavoviouog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

H361 "Yromto yio mpdinen BAAPNG ot yovipdtta 1) 6t0 £uppvo.

Repr. 2 To&wodtTa 6TV ovamapoywyn, ketnyopio 2

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOITOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o deAtio mpoépyovtat and mnyég tig omoieg Bempodpe adiomotes. [Tapdia avtd, divovtot
YOpic Kapio gyyomon, pnn 1 appnTn, Yo TV akpifetd tovg.
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