European Directorate  Direction européenne

e el Sertaconazole

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepcwus: 1.0

3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumenoBaHue Ha BEIeCTBOTO : Sertaconazole

Kon Ha mponyxra : 201600818

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

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

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

T +33(0)388412035 - F +33(0)388412771
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1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

ToxcuuHoOCT 32 penpoaykimsaTa, Kareropus 2 H361
3a meaHus TekeT Ha H- 1 EUH-npenynpesxeHusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpustan pusnkoxumMmnyHu edexT U HedIaronpusTHN ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpeja
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . BuHuMmanue
Ipenynpexnenus 3a onacHoct (CLP) : H361 - [Ipenmnonara ce, 4e yBpexaa OIUIOAUTEIHATA CIIOCOOHOCT MITH IIOAA.
Ipenopsku 3a 6e3onacHoct (CLP) : P201 - Ipenu ynotpeba ce cHabaeTe ChC CIICHHATHNA HHCTPYKIUH.
P202 - He n3non3Baiite npeay 1a cTe MpoYeIr U pa3opain BCHIKH MPeIIa3Hu MEPKH 3a
6e30macHoCT.

P280 - M3non3BaiiTe nmpeana3Hu pbKaBULI/TIPEAIa3HO 00JIEKIIO/IPeIIa3HN OYrIIa/IIpeina3Ha Macka
3a JIMIE/TIPe/Ia3Hy CPE/ICTBA 32 3allUTa Ha CIIyXa.

P308+P313 - IIPU siBHa MM mpeamionaracMa eKcro3unus: [1oTepcere METUIIMHCKH CHBET/IIOMOLII.
P405 - Jla ce cpxpaHsiBa IOJ KJIOY.
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Sertaconazole

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P501 - CbabpikaHHETO/ChABT Ja CE U3XBBPIIM B IYHKT 38 CbOMpaHe Ha OMACHU HIIH CIIeLUaTHN
OTHagblH, B CbOTBETCTBUE C MECTHUTE, PETHOHAIHN, HATMOHAITHI /i MEXAYHAPOIHU
pasnopenou.

ETI/IKCTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPXKAHUETO HE IIPEBUIIaBa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHTE

HaunmeHnoBanune Hnentuduxarop Ha % Kaacudukanust B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Sertaconazole - <100 Repr. 2, H361

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

H’LpBa TIOMOII IMTPH KOHTAKT C KOXKaTa : I[a C€ OTCTpaHU MaKCUMaJIHO Ype3 I/I36'prBaHe (C YHUCTa U MEKa IonuBalia K’Lpl'[a).

H’LpBa TOMOII IMTPH KOHTAKT C OUUTE : W3mnakaere ounte ¢ Boja Kato npeanasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasu TI0KapoOTaCUTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT HoXap : Bmx maparpad 2.2.

I/IHC’I‘pyKHPH/I 3a raceHe Ha noxapu : I[a C€ U3M0JI3BAT CPEACTBA, IMIOAXOAAINHN 3a raCeHE Ha I10XKapHu B CHCEIICTBO.
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Sertaconazole

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIEUIHH CJIyYan

ABapPIﬁHH IIJTAaHOBE . I[a ce u30srBa BCSIKaKBa M3JIMIIIHA CKCIIO3U LU

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bwx maparpag 1.

PA3/IEJI 8: KoHTpOJI HA eKCIIO3UIIUSITA/THYHYU NMPeANa3HU CPeacTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS U GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE
Hsma nammana nomemanTeTHa HHGOPMAIHS

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.2.1. Iloaxoasi TeXHUYECKH KOHTPOJI

Tloaxoasiy TEXHHYEeCKH KOHTPOJI:
Jla ce cpxpansBa B 100pe npoBeTpuBo nomenieHne. OOGMKHOBEHO ce M3MCKBAT KAKTO MECTHA CMYyKAaTeJIHA BEHTIJIALMS, Taka M BEHTHIANUs Ha 00II0TO
MOMEIICHHUE.
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Sertaconazole

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2. JINuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

HsiMa HaimM4uHa TOMBJIHUTENHA HHQOpMALHS
8.2.2.2. Ilpeana3BaHe HA KOKaTa

3amMTa HA KOKATA M TAJIOTO:
JlaGoparopHa npectuiika

3ammTa Ha pouere:
33.IJ_H/ITHI/I PBKaBUIA

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOMBIHUTEIHA I/IH(i)OpMaLII/ISI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

3AEJI 9: ®u3uyHu 1 XUMHUYHU CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHHM U XHMHYHH CBOIHCTBA

ATperaTHo CbCTOSTHUE : TBBpHO BELIECTBO
IBsT : He e HammuHO
BrHieH Bug : IIpax.

Mupuc . He e manmuuno
I'panunara Ha Mupuca . He e manmuuno
Touka Ha TOIIEHE : He e HammuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUTIEHE : He e HamnmuHO
3anajrumMocT : He e Hanu4no
I'panuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanua Ha EKCITIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3arnanBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe . He e HanmuHo
pH . He e HanmuHo
pH pastsop . He e manmuuno
Bucko3uter, KHuHEMaTHYEH : He e npunoxumo
PastBOpuUMOCT : Boma:< 0,19/l
KoedummenT Ha pa3npenenenne: n-okranoi/soga (Log . He e HanmuHo
Kow)

Hansrane na napute : He e HanmuHo
Hansrane ra mapute npu 50°C . He e manmuuno
IIreTHOCT . He e HanmuHo
OTHOCHUTENHA IUTBTHOCT . He e HanmuHo
OTHOCHTEINHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuiure : He e nanuuno

9.2. Ipyra undopmaunus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJIacoBeTe Ha (PU3HYHA ONACHOCT

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

9.2.2. Jpyru XapaKkTepHuCTHKH 32 6e30macHoCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Sertaconazole

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

TAaOMJIHOCT U PEAKTUBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

He e uszBectHo.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrotpe6a. Brokre Pasmen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xacudunmpa
OcTpa TOKCHYHOCT (epMaiHa) : He ce xacudunmnpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmnpa

Sertaconazole

LD50 opaiHo mrbx > 2000 mg/kg

Koposusroct/npasnene Ha koxara . He ce xnmacuduunpa (JIuncpanum gaHH)

CepHo3HO yBpex/JaHe Ha OUNTe/ApasHeHe Ha OUHTE . He ce xnmacudunupa (JInrcpamy nanHm)

Cencnbunmsanys Ha JUXaTelHATE MBTUINA mi koxkata . He ce kmacugummpa (B3 ocHOBa Ha HAIMYHNTE IaHHU HE Ca M3ITBIIHEHH KPUTEPHHTE 32
KIIacH(HIIpaHe)

MyTareHHOCT Ha 3apOAUIIHATE KIETKU . He ce xmacuduunpa (JIuncpanum gaHH)

Kanueporennoct . He ce xnmacuduunpa (JIuncpanum gaHH)

TokcHYHOCT 3a PENpOAYKIHATA . Ilpexnonara ce, 4e yBpesk/ia OIIOAUTENHATA CIIOCOOHOCT MITH TUIONA.

CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xmacuduumpa

OpraHn) — eJJHOKPATHA EKCTIO3HIINS

CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa

OpraHn) — ITOBTaPSIIIA CE EKCIO3UIIHS

OnacHOCT NpH BJMIIIBAHE . He ce xnacuduunpa (B3 0ocHOBa Ha HAIMYHUTE IaHHHU HE Ca M3IIBJIHCHH KPUTEPHUHTE 32
KkinacuHIpane)

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3IEJI 12: Exojioru4Ha uH(popmanusi

Exonorust - 0610 : He npencraBinsiBa KOHKpETHA OMACHOCT 3a OKOJIHATA CpeJia.
OmnacHo 3a BofHATa cpesia, KPaTKOCPOUHa (0CTpa) : He ce xacuduunpa
OmnacHo 3a BOAHATA Cpesia, ABITOCPOUHA (XPOHHYHA) : He ce xacuduunpa
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Sertaconazole

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUST

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbIHUTE

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 14: UadopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBie ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niau upeHTHUKALUOHEH HOMEDP

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe Ha MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OMacCHOCT NPH TPAHCIIOPTHPAHE

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo | He e npunoxumo l He e npunoxumo

Hsima mombiHHUTENIHA HATTMYHA PIH(l)OpMaI.IHH

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

TpaHcnopt 1o Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo
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Sertaconazole

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BenIeCTBOTO WU CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuio:xenne XVII (YcoBus 3a orpannyapaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, ITpnaoxenue XIV (Cinchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B ITIpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-Bemectsa

Pernament PIC (EC 649/2012, IlpenBapuTe/iHo 060CHOBAHO CHIJIACHE)

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KONTO HApyIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B cricbka ¢ BemecTsa, KOUTO HapymiaBaT o30H0BHs ciioi (Permament EO 1005/2009): Sertaconazole

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a mpemnaraneto Ha masapa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHHU BEIIECTBA)

PernameHT 0THOCHO MpeKypcopuTe Ha HapKoTHYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIeIeHH BEIECTBA, M3MO0NI3BaHN 3a HE3aKOHHO MPOHM3BOJICTBO HA HAPKOTHIHH HIIH TICHXOTPOITHH BEI[ECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HanM4YHa TOMBIHATENHA HHGOPMALUS

PA3IEJI 16: Ipyra nungopmanus

II'bnen Texer na H- u EUH-npeaynpesxkaeHusiTa 3a OIacHoOCT:

H361 IIpenmonara ce, ue yBpek/Ia OIUIOANTEIHATA CIIOCOOHOCT I IUIOZA.

Repr. 2 TokcuuHOCT 3a penpoaykiusTa, Kareropus 2

Nudopmanmonen auct 3a 6esonacuoct (UJ1b), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chabpkaiia ce B To3u MHpOpMaMoHeH JUCT 3a 6€30MacHOCT, € MOIy4YeHa OT U3TOYHHIM, KOUTO CMsITaMe 3a
HaJIeKIHH. Bhrpexn ToBa, HHGOpManusaTa ce npegocTasst 0e3 HUKaKBa rapaHIfys, U3pHYHA WIH T0Apa3dHparia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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