COUNCIL OF EUROPE .
edome * Bifonazole

European Directorate | Direction européenne
for the Quality | delaqualité

Agltio Agdopévev Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023 evnuépwon: 07/06/2024  Avtikabiotd Ty £kdoon: 03/04/2023  exdoyn: 2.0

TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa oveiog : Bifonazole
Xnuwn Ovopacio : Bifonazole
Kwd.-EE 1 262-336-6
apOpuog CAS : 60628-96-8
Kodwodg mpoidvtog : 201600107

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpua katnyopia ypnong . To mpoidv mpoopileTal yia TNV £pevva Kot avamtuén Kot TV EnayyELLOTIKY ekTaidevon.
Xpnomn g ovoiog/Tov peiypotog : Movo yuo emoryyeALaTiky xpron
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppotikd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMEIYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL peiypoTog

Katarain oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codTta (amd Tov 6TOHTOC), Katnyopio 4 H302
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpo 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV
ATOQOoT LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Xroyyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogworomtikn AéEn (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
AnAdoelg Tpoeviaéng (CLP) 1 P264 - ITAdvete ta xépua, Toug Tyels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpirte, mivete M| kanvilete, 6tav ypnoonoteite avtd T0 TPOiov.

P301+P312 - XE IEPIIITQXEH KATAIIOXZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av acbavieite adabeoia.

P330 - Eenhdvete 10 oTONO.
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P501 - AdBeon Tov TEPLEYOUEVOV/TEPIEKT GE GNEID GLAAOYNG EMKIVEVVOV 1) EWBIKGOV anoPAnTmY,
GOUPMVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVG, EBVIKODG 1)/Kan debveig Kavoviopolg.

INpaven coppave pe: EEapeitan n ecotepiki cuokevacio, ta neplexdpeva g omoiog dev vepPaivouy to 10ml.

Agv amarteitol oypavon

Agv vdpyovv emmAéov TANPOPOpieg

TMHMA 3: X0v0eon/ainpo@opies Yo T0 GVOTUTIKA

Ovopa AvayvoploTikos Kodwkés | % Kotaroln cdpowva pe tny odnyia
TPOioVTOG 1272/2008 EK [CLP]

Bifonazole apBuog CAS: 60628-96-8 <100 Acute Tox. 4 (A6 tov otopatog), H302
Kwd.-EE: 262-336-6 (ATE=1463 mg/kg cmportikod Bapovg)

TIMpeg keipevo tov nkdoewmv H kar EUH: BAéne tpunpa 16

Agev 1oy0et

TMHMA 4: Métpa npatov fonderov

Métpa npdtev fondetdv HeTd and ena@r pe T0 dEPHO : KoBapiote ™ peyaivtepn duvorn mosdtnto okovmilovtdg m (kabapd Kot Lolakd amoppoenTikd
movi).
Métpa ntpdtev fondeidv petd and exapn pe o LaTio : Eemlovete to patio pe vepo yio AOyous acpoeiog.

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TG TVPKAYLAG

KoatdAinio péoa mopodsPeong : KovBépta mupdoPeong.

Kivévvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNGT THG TUPKOAYLAG : Xpnowonowmote péca katdoPeonsg KatdAAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTG

6.1.1. ' Tpocs TS GAL0 06 TO TPOCOTIKO EKTUKTNG AVAYKNG

Métpa £KTaKTNG OVAYKNG 1 Amopevyete kdBe meprrtn £xbeom.
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6.1.2. T Gropo Tov TPocPépovy TPpATES fonidereg

Aev vrdpyovv emmAéov TANpogopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

lppr, Kol amofnkevon

Agv vdpyovv emmALov TANPOPOPiEs

Agev vdpyovv emmAov TANPOPOpie

BAéme tunpa 1.

TMHMA 8: 'Eleyyoc tg ékBeonc/atopikn mpoctacio

8.1.1 EOvikég oprokés Tipég emayyeipotikig £k0eong ko frohoyukég oprokés Tipég

Agv vrdpyovv emALOV TANPOPOPIES

8.1.2. ZuvioTOpEvES S1001KOGiES TOPAKOLOVONONG
Agev vdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emmALov TANPOPOPies

8.1.4. DNEL kox PNEC

Agev vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPiEs

8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlopevo ydpo. Zuvibg amatteitol GOGTNUA YEVIKOD UNyavikoD) eE0EPIGHOD TOL XDPOL.

8.2.2. ATopikdg TPOoTATEVTIKOG EE0TMONOG

8.2.2.1. IIpooTacio TOV HOTIOV KOl TOV TPOGATOV
Agv vépyovv emmALOV TANPOPOpieg

8.2.2.2. TIpostacio Tov déppatog

Ipootacia Tov déppotoc:

mod14 £pyooTNPiov

IIpoctacio TOV yEPLOV:
IIpoctatevtikd yavtio
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Bifonazole
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00®OV

Aev vrdpyovv emmAéov TANpogopieg

8.2.2.4. Ogppukoi kivovvor

Agv vapyovv emTALOV TANPOPOPiEg

8.2.3."Eleyyor meprfarrovrikig ékbeong

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Kot YNUIKES WOOTNTES

Duon KotdoTaom 1 Xteped
APDHOL : Mn Swbéopo
Epgpdvion 1 Ziovn.

Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyio
Inueio &emg 1 142 °C
Inueio m&emg : Mn dwbéoyio
Inueio Bpacpod : Mn dwbéoyio
Evplextomto : Mn dwbéoyo
Opua kvdvvov ekpnéemg 1 Agv oydet
Xoapniotepo 6pio £kpnéng : Agv oydet
Avdtato 6pro ekpnEpomrag : Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng : Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoipo
EDEC, KIVELLOTIKOG (17) : Agv oydet
Awrvtomta : Negpo:<0.1 g/l
TOVTEAEGTNG KOTAVOUNG GE HEYHO N-0KTAVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atudv : Mn dwbéoipo
ITieon atpov ot Beppokpacio S0°C : Mn dwbéorpo
TTvkvota : Mn dwbéopo
TyETIKN TOKVOTITOL : Mn dwbéopo
ZYeTIKN TUKVOTNTO 0TUDV 6ToVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IIxpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOHVOL

Agev vdpyovv emmAéov TANpoPopieg

9.2.2. AhL0 YOPAKTNPIOTIKG dGQaAEiog

Agv vdpyovv emmALov TANPOPOPiE

TMHMA 10: Xta0gpdtnTo Kol avIIdpuoTIKOTNTO
Z1abepd VIO KAVOVIKEG GUVOTKEG.

Aev vdpyovv emmAéov TANpoPopie

Kavévag yvootog/-17/-6.
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Bifonazole
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Kapio og kavovucr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOCNG, EKTEUTEL EXKIVEVVOVG KOTVODG.

TMHMA 11: LKOAOYIKES TANPOPOPIES

Oé&ela to&codmTa (amd GTOHUTOC) : EmProfég oe nepintoon kotdmoong.
Oé&ela to&ucodmra (Seppotikn) 1 Mn ta&vounpévog (EAepatikd dedopéva)
Oé&ela to&ucodmra (avamvon) 1 Mn ta&vounpévog (EAepatikd dedopéva)

Bifonazole (60628-96-8)

LD50 and tov 6T0p0T0G 68 Apovpaiong > 1463 mg/kg (RTECS number : N13517000)
AGBpmon ko epebiopog Tov d€ppratog 1 Mn ta&vounpévog (EAepatikd dedopéva)
ZoBapn opBarky BAAPN/epediopdg : Mn ta&wopnpévog (EALepaticd dedopévor)
EvaisOntonoinom tov avomveuotikoD 1 1 Mn ta&wopnpévog (EMAeyaticd dedopévar)
gvaucOntomoinomn Tov dEpRaTog
MetaAra&ryéveon YEVWNTIKOV KUTTApOV : Mn ta&wounuévog (EMeparticd dedopévar)
Kapxwoyéveon : Mn ta&vounpévos (Erdepatikd dedopéva)
To&wodTTa 6TV avaTopay®Yn : Mn to&wvounpévog (EMepaticd dedopévar)
Ewwn to&ikomra ota opyava-ctoyovg (STOT) — : Mn ta&wopnpévog (EAdeiatikd dedopévar)
eamaé £xbeon
Ewikn to&ikomra ota opyava-ctoyovg (STOT) — : Mn ta&wvopnpévog (EXkepaticd dedopévor)
emavelnupévn ékbeon
Enucvdovotnta avappdenong : Mn tag&vounuévos (Advvaypio GOAROYNG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: OwKoAoyIKES TANPOPOPIES

Owoloyia - yevikd 1 Aev mopovotdlet Wiaitepo Kivduvo o to TepPaiiov.
Emcivduvo yio to vdatvo mepiBdilov, Bpayurpdbecpog : Mn tadwvounpévog (EAeyaticd dedopéva)

(0809)

Emicivduvo yio to vdatvo mepiBdilov, pakporpodbespog : Mn tadwvounpévog (EAeyaticd dedopéva)

(xpoV10G)

Aev vopiotaton Tayeio amocvvieon

Agv vrdpyovv emmAéov TANpoopieg

Agv vrtdpyovv emmAéov TANpopopieg

Agv vapyovv emmALOV TANPOPOPIiES
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Bifonazole
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 13: Xto

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPD.

Zopeovo pe ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Ap1Opéc OHE 1 apOpog tavtotnTog

Aev 1oy0et Agv woyvet Aev woyvet

14.2. Oweio ovopacio arostoiig OHE

Agv 1oy0gL Agv 1oy0g1 Aev 1oy0et

14.3. Taén/-e1g KIvdOvov KaTd TN PETOPOPA

Aev 1oy0et Aev 1oy0et Agv woyvet

14.4. Opada cvokevaociog

Agv 1oy0gt Agv 1oy0€1 Aev 1oy0et

14.5. MgprporlovTiKi ETKIVOLVOTTA

Agv 1oy0g1 Agv 1oy0g1 Aev 1oy0det

Agv vdpyovv emmAéov Srabéoeg TAnpopopieg

Eniyewo peragopd
Agev 1oy0et

HETOPOPE péc® Burhacong
Aev woyvet

Evaépra petagopd
Agev 1oy0et

Aev woyvet
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Bifonazole
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)
Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon peTd amd evnuépmon)
Aev gpoppodletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletar.

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdveton otov Katdhoyo ovotdv mov eEacbevilovy to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Koavoviepéc mepi mpoédpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephappavetay(oviat) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrapyovv emmAéov TANpopopieg

15.2. A&orhoynon ymuikig aoQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Tpomomoinon Hopatnpriceg
Avtikafiotd v £kdoon Tpootédnke
svnuépmon Ipootédnke

1.1 apBpog CAS Ipootédnke

1.1 Kwd.-EE Ipootédnke

2.1 Katdraén coppova pe mv odnyio 1272/2008 EK | TporomomOnke
[CLP]

22 Anhaoeig emukcvdvvotnrog (CLP) TpomomomOnie

2.2 TIpogidoromtikn AéEn (CLP) TponomomOnke

2.2 Ewcovoypappata kivddvov (CLP) TponomomOnke

2.2 Anidoelg Tpogoraéng (CLP) TpomomowOnie

4.1 Métpa tpdTev Pondeidv petd omd exagn pe To TpomomomOnie
déppa

07/06/2024 (svnuépwon) EL (eMnvikd) 7/8



Bifonazole
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
4.1 Métpa tpdTov Bondeldv petd amd emaen pe To TponomomOnke
pétio
6.1 Métpa EKTAKTNG OVAYKNG TponomomOnke
8.2 TIpootacio tov yepudv TpomomowOnie
8.2 KatdAinkot punyavucoi Edeyyot TpomomomOnie
8.2 [Ipoctacio tov déppatog TpomomomOnie
9.1 Enpeio éewmg ITpootébnke
10.3 MBavoTo EMKIVOLVOV OVTIOPAGEDV Ipootédnke
11.1 Autia gdv dev €qovv Ta&vounBet Ipootédnke
11.1 LD50 and tov otdpatog o€ apovpaiovg TpomomowmOnie
11.1 ATE CLP (A7 00 6TOpHOTOG) TpomomomOnie
12.1 Owoloyia - yevikd TpomomomOnie
12.1 Atio v dev €xovv Tagvopndet ITpootédnke
IIMpeg keipevo ppaoswv H ko EUH:
Acute Tox. 4 (A Tov O&ela to&ucdmra (amd tov 6TdON0TOC), Katnyopio 4
GTOHATOC)
H302 Emprapé oe mepintmon kotdmoong.

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6e avtd 10 deATio mpoépyovtan amd mnyég Tig onoieg Oempovpe a&omiotes. [apdra avtd, divovar
xopis Kapio eyyomen, pnm M appnTn, Yo TV aKpifeid Toug.
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