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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Terbinafine

Kox Ha mpoaykra : 201600875

CHHOHUMH : Terbinafine, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

CrernuuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIA e eKCIO3HIIHS, H372
Kareropus 1
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHusaTa 3a OMacHOCT: BXK. pas3fen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacuoct (CLP) : H372 - IpuunnsBa yBpexaaHe Ha OPraHUTE MOCPEICTBOM MPOIBIDKUTEIHA HITH TIOBTAPSAILA CE
EKCITO3UIIHS.
Ipemopbku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiite npax/myIek/ras/anM/u3napeHuns/aepo30iu.

P314 - Tlpu Hepa3monoKeHHe MOThPCETe MEAUIIMHCKH CHBET/IIOMOIII.
ETukeTHpane B ChOTBETCTBHE C: H3KITIOUCHHS 38 BETPELIHH OIIAKOBKH, KOTATO ChBPKAHHETO He mpeBumana 10 ml
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Terbinafine

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

ITnxrorpamu 3a omacuoct (CLP)

GHS08

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

PA3JIEJI 3: ChreraB/mH(pOpManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
MPOIAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Terbinafine - <100 STOT RE 1, H372

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a 0IacHOCT: BX. paszen 16

He e npunoxumo

PA3/IEJI 4: Mepku 3a nbpBa IIOMOIIL

IIbpBa oMol npy BAMIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEX Bb3/IyX Ha 3aCErHATOTO JIULE.

IIppBa MOMOIIL TPH KOHTAKT C KOXKAaTa : Jla ce OTCTpaHM MaKCUMaJIHO upe3 u30bpcBaHe (¢ YyhcTa M MeKa nonusaina kepma). Mizmuiite o61iHo
cBoza/....

IIbpBa moMoIIL MPH KOHTAKT € OYUTE : UsmnakseTe ¢ BOJa, KATO ABPKUTE OUHTE IIUPOKO OTBOPCHH.

IIpBa oMol mpy MorbIIaHe  Usmnakuere ycrata. CrieruaiHo j1ekapcko HabmoneHne. Moxe fa Ob/ie npernopbyaHo

TPOABIKATEITHO METUITUMHCKO Ha6mo;[e}me.

Cumnromu/edextu : Bb3MoxHH ca 3aKbCHENH ehEeKTH.

CumnroMu/e(eKTn ciie/| BAMIIBaHe . Hepmocrarbuuu raHuu.

CumnroMu/edeKTd ciIe/l KOHTaKT ¢ KoXara . Hepmocrarbuuu raHuu.

CumnroMu/eQeKTH ciie/l KOHTAKT C OUHUTe : Hepmocrarbunu raHHu.

CumnroMu/e(eKTa ciiel HOrTbIaHe : CumnromuTe Morar Ja Obar 3aMaiiBaHus, r1aBo0oJIHe, rajicHe | 3aryda Ha KOOpAMHALHS.

TloTspcere MeauuuHCKH chBeT/moMot. [Ipu BE3MOXKHOCT Jla ce MOKa)ke HAaCTOSIHS JIUCT, a aKO HE € Ha Pa3IoJI0KEHHE, J1a Ce MOKaKe ONaKOBKATa MIIH CTHKETA.
AxrtuBartop. dapMaleBTHICH MPOLYKT.

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxosum TI0KapOTaCUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmnacHOCT 0T moXxap : Bwx naparpad 2.2.

I/IHCprKIII/II/I 3a raceHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CBCEACTBO.
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Terbinafine

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

€PKH NPH aBapHiiHO U3IyCKaHe

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ npoxykra. He BaumBaiite
[pax/MmyIek/ra3/ anM/u3napeHus/aepo30Iu.

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEIIHH CJIyYaH

ABapHﬁHH IJIaHOBE . I{a C€ HOCH IOAXOAIO0 NIPEAIIAa3sHO 06JICKJ'IO, PBKAaBUIH U 3alIUTHU CPEACTBA 32 OUNUTE WJIH JIULETO.

6.1.2. 3a 1unaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha nOnbIHUTENHA UHOOPMALIHS

Hsima HanmuuHa JOMBJIHUTEIHA I/IH(I)OpMaI.[PUI

Mertoau 3a HoYHCTBaHE . Y6e/:leTe C€, 4€ OTHaabLHUTE Ca C’L6paHI/l 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere

CTapaTeyiHo. I[a CC u3Mue HCC’L6I/IpaeMI/I$I OCTaTbK C : PaSTBOP OT HATPUEB XUIIOXJIOPHUT.

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Oo6paboTka u ¢

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka . Ha norpeGures qa ce 00bpHe BHUMaHKE 32 PUCKOBETE, CBEHTYAIIHO CBBP3aHHU C U3I0JI3BAHETO Ha
MPOJYKTA 3a JAPYTH LIeIH, PA3JIMYHH OT TE3H, 38 KOUTO € IIpeJHa3HAYCH.

Tlpeanasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsiOBa 1a ce paboTu BHUMarenHo. [la ce n30sArsa npekus KOHTakT ¢ npoaykra. C
Marepuaia TpsioBa 1a ce paboTH o JTabopaTopHa KaMHUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

XHUrueHHH MepKU : Jla ce paGoTH B CHOTBETCTBHE C M3UCKBAHUATA HA 100paTa MPOMHIIUICHA XMTHEHA U [IPOLCIYPHUTE 3a
6e30I1acHOCT.

TexHu4ecKH MEpKH . Jla ce cra3BaT IPHIIOKUMUTE Pa3HopeaOH.
YcnoBus 3a cbXpaHsBaHE . Jla ce cpXpaHsaBa 0] KJIIOY.

Bwx maparpad 1.

PA3JIEJI 8: KoHTpOJI Ha eKCNIO3UIMATA/TUYHHU NPeANa3sHu cpeacTBa

8.1.1 HanMoHAa/IHH rPAHNYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OUOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. TIpenopbYnTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsima HanmuHa nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

8.1.5. Perysinpane upe3 ooxBatu (control banding)

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.lI/Iﬂ
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Terbinafine

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Iloxxoasin TEXHUYECKH KOHTPOJI

IMoaxoasiiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B 100pe MpOBETPUBO MOMeIeHre. Jla ce u3mon3yBa eqUHCTBEHO B CMyKaTeHa KabnHa ¢ HHTerpupan Guirsp. Bucokoedexrusen Gpuarsp 3a
gactuun (HEPA ¢untep).

8.2.2. JIMYHHU Npeana3Hu CPeACTBA
8.2.2.1. 3amuTa HA 0YHTE U JHUIETO

3ammuTa HA OYHTE:
[pennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH yCTO4YMBO 3amutHO obnekino. DIN EN 13034

3ammuTa Ha pBLeTe:
XuMHYECKH yCTOHUMBH npeanazHu pbkasuiy. 1SO 374-1
8.2.2.3. 3amuTa HA JUXATEJTHHTE IbTHIA

3amuTa HAa AUXATETHATE IBTHINA:
Otaensue Ha npax: npotuBonpaxoBa Macka ¢ Guarsp P3. DIN EN 140 & 149. Teuen npoaykt : AnTHaepo3onna Macka. Hocere puxaresnen amapar, ako cTe
U3JI0)KEHHU Ha Tapy/IpaxoBe/aepo30iu

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

8.2.3. KOHTpOJI Ha eKCIIO3HIHATA B OKOJIHATA cpeJa

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

3AEJI 9: ®u3u4HU U XUMHUYHHU CBOICTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSHUE : TBBPIO BEIIECTBO
IBsT . He ¢ HamuunO
BrbHiieH Busx  IIpax.

Mupuc : He e npunoxumo.
I'panuuaTa Ha Mupuca : He e nanuuno
Touka Ha TONeHe : He e HanuuHO
Touka Ha 3aMpb3BaHe : He e HanuyHO
Touka Ha KUTICHE : He e HannyHO
3ananumoct : He e HannyHo

I"'paHuIM Ha EKCIUIO3MBHOCT
JloJHa rpaHMIa Ha KCIUIO3MBHOCT
I'opHa rpaHuIa Ha eKCIIO3UBHOCT
Temneparypa Ha pa3iaraHe
Temneparypa Ha camMo3arajiBaHe
Temneparypa Ha pasnafane

pH

pH pasrBop

Bucko3uTet, KHHEMaTHYEH
PazrBopumoct

KoedurmeHT Ha pa3npeneneHue: n-okranoi/soaa (Log

Kow)

Hansraxe Ha napute
Hansrane Ha napure npu 50°C
ITrsTHOCT

OTHOCHTEIIHA ITBTHOCT

OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C

Pasmep Ha yacTunure

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e Hanuuno
He e Hanuuno
He e Hanuuno
He e npunoxumo
Boma: 0.1 -10 g/l
He e Hanuuno

He e naiimuno
He e nannuno
He e naiimuno
He e nanimuno
He e npunoxumo
He e naymuno
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Terbinafine

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsima HanmuHa JOMIBIHUTETHA I/IH(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

10: CTaONJIHOCT M PeaKTHBHOCT

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsma HanuvHa 1OOBIHUTETHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npu Hopmanua ynorpe6a. Buxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3JIEJI 11: Toxcs Oru4yHa HH(popManus

OcTtpa TOKCHYHOCT (OpanHa) : He ce knacudumupa
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa
OcTpa TOKCUYHOCT (BIUIIIBAHE) . He ce knacudumupa
Terbinafine
LD50 opanso mrbx > 2000 mg/kg
KoposzuBHOCT/ipa3HeHe Ha KoXkata . He ce xnacudummpa (Jlunceamm jaHam)
CepHO3HO yBpexJaHe HA OUNUTE/ApasHEeHe Ha OUUTE : He ce xmacudummpa (Jlunceamm jaHam)
CeHcubuUIH3anys Ha JUXaTeIHUTE IBTUIA WK Koxkata . He ce kimacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHHU HE Ca M3IIBIHCHH KPUTCPUUTE 32
KIacHpHIEpaHE)
MyTareHHOCT Ha 3apOJIUIITHATE KICTKU : He ce xnacudumpa (JIunceamy gaHumN)
Kanneporennoct : He ce xnacudummpa (Jlunceamm jaHam)
TOKCHYHOCT 3a penpoAyKIHUATA : He ce xmacudummpa ([pyru ykasanus: CTOO (cnenududHa TOKCHIHOCT 33 OINPEIEICHH OPTaHH) —
TIOBTApSIA CE eKCIIO3UIINS)
CTOO (creunduvHa TOKCHIHOCT 32 ONPEICICHA : He ce knacudpummpa
OpraHu) — eAHOKPATHA EKCHO3UIIUS
CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONpPEICICHH . IlpuunHsBa yBpexk/JaHe Ha OPTaHUTE MOCPEACTBOM MPOABIDKUTEIHA HITH TIOBTAPSIIA CE SKCITO3ULIHS.
OpraHu) — IOBTaPsIIIA CE CKCIO3UIHS
OnacHOCT IpH BANIIBaHE : He ce xnacuduimpa (Bb3 ocHOBa Ha HANKMYHKUTE JaHHU HE CA U3ITBIHEHU KPUTEPHUTE 3a
KJIacupHIHIpaHe)

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI
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Terbinafine

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 12: Exonoruysa undopmanus

Exomnorus - 00mmo : OmnacHu oTnagsuy. Jla ce U3M0I3yBaT MOAXOASAMIN KOHTSHHEPH 3a OTIAIHUTE IPOIYKTH.
OmacHo 3a BogHATa cpeja, KPaTKocpodHa (0cTpa) : He ce xknacudumnupa
OmnacHo 3a BogHATa cpeia, JbITOCPOUYHA (XPOHUIHA) : He ce xnacudummpa

Hsma nanudHa 10TBIHATETHA HHPOPMAIIHS

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3JIEJI 13: O0e3Bpeskaane HA OTHAABIUTE

MecTHO 3aKOHOATENCTBO (OTIIAIBIIN) : Jla ce U3XBBPIH IO 630IaCCH HAYMH B CHOTBETCTBHE C MECTHHUTE / HAIIMOHAIIHU PAa3HoOpea0H.

PA3JIEJI 14: Uadopmanusi 0OTHOCHO TPAHCIIOPTHPAHETO

B cvotBetctBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH niu naeHTHGUKATNOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.3. Knac(oBe) Ha omacHOCT MPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbYHA rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpea

He e npunoxxumo He e npunoxumo He e npunoxxumo

Hsma nompiaHuTeHA HATMYHA HHGOPMALIUS
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Terbinafine

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

14.6. CnenuaiHu MpeAna3Hi MEPKH 32 MOTPeOUTeTUTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3aymen Tpancnopt
He e nmpunoxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOPCKa OpraHusanus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CienuuvHM 32 BEUIECTBOTO WJIH CMECTA HOPMATHBHA YPea0a/3aKOHO0IATE/ICTBO OTHOCHO 0€30MACHOCTTA, 3APABETO H OKOJHATA
cpexa

15.1.1. Pernamentu Ha EC

REACH Ilpuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BeliecTBaTa 3a pa3peniaBaHe)

He ¢urypupa B [lpunoxenune XIV na REACH (Criuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaaTt-semiectsa (SVHC)

He ¢urypupa B cnucrka Ha REACH ¢ xanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHuYHU 3aMbPCUHTEH)

Henpunoxumo.

Per;iaMeHT 0THOCHO BelecTBa, KOUTO HapyHmaBaT o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B crimcbka ¢ BelecTBa, KOUTO HapymaBat 030HoBus cioil (Permament EO 1005/2009): Terbinafine

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappika BemecTBo(a), BKIFOYEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeutaraneto Ha masapa 1 ynorpebara Ha
IPEKypPCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HA HAPKOTHYHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunute Beniectsa (Permament EO 273/2004 0THOCHO POHU3BOACTBOTO H ITyCKAHETO
Ha rasapa Ha OIpe/ICICHH BEIECTBA, U3MOI3BAHU 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MM IICUXOTPOITHH BEIECTBA)

15.1.2. HauuoHaJHu pa3nopenou

Hsima Hanmmana JOITBJIHUTEITHA I/IHq)OpMaI_(I/ISI

15.2. Ouenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

Hsima Hanmana JOITBJIHUTEITHA I/IHq)OpMaI_(I/ISI

PA3JIEJI 16: pyra undgopmanus

II'bnen Texer na H- u EUH-npeaynpeskaenusita 3a oacHocT:

H372 IprunHsBa yBpekaHe Ha OpPraHUTE MOCPEICTBOM MIPOIBIDKUTEIHA WIH IIOBTAPAIIA CE €KCIIO3UIINS.

STOTRE 1 CreruuyHa TOKCHYHOCT 32 ONpe/Ie]IeHH OpraHy — MoBTapsiia ce ekcrosuius, Kareropus 1

Nudopmannonen et 3a 6esonacnoct (MJ1b), EC
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Terbinafine

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

OTKA3 OT OTTOBOPHOCT UupopmarnusTa, chrbpikaiia ce B To3u MHOpMAIMOHEH JIUCT 3a O€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMsTaMe 3a

HaJICKIHU. BLHPCI\‘I/I TOBA, HH(lJOpMClLIHHTEl Ce NMpeaocTaBs 0e3 HUKaKBa rapannus, u3spuyHa ui l'IO:[pa}(’)HpElLHEl ce, OTHOCHO HeWHaTa KOPEKTHOCT
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