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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 : Miconazole nitrate

Kox Ha mpoaykra : 202000132

CHHOHUMH : Miconazole nitratel, 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 € MpeqHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H 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 : [Tornbuiane, Bauisane, 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
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onncanue Ha OACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

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

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
OmacHo 3a BoJHATa cpesia — 0CTpa OMAacHOCT, KaTeropus 1 H400
OmacHo 3a BoJHATa cpesia — XPOHHYHA OIMAaCHOCT, KaTeropus 1 H410

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3NKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpeja
OmnpezensiHe upe3 eKCHEPTHO MHEHHE U 110 CHJIaTa Ha JJOKA3aTeNCcTRa.

2.2. EneMeHTH Ha eTHKETA

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

IMuxrorpamu 3a onacuoct (CLP)

¥

GHSO07 GHS09
Curnanna nyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.

H410 - CuHO TOKCHYEH 3a BOJHUTE OPTaHH3MH, C JBJITOTPACH ePEeKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3amue phleTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIeA yrnoTpeba.
P270 - J1a e ce size, mie WK MyIIH IPX yIoTpeOa HA MPOAYKTA.
P273 - la ce u3bsrea u3myckaHe B OKOJIHATA CPe/Ia.
P301+P312 - ITPU IIOTJIBLLIAHE: npu sepasmnonoxenue ce obamere B ITEHTBP 10
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Miconazole nitrate

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

TOKCHKOJIOT' VS unu Ha nekap.
P330 - Uzmnakuere ycrara.
P391 - Csbepere pa3msroro.
P501 - ChabpxaHHETO/CHABT Aa CE M3XBBPIIH B IyHKT 32 CHOMpPaHE Ha OMACHH I CHCLIHATHH
OTHaably, B CbOTBETCTBUE C MECTHUTE, pETUOHAIHY, HAITMOHATHU W/ MEXAYHapOAHA
pasnopenou.

ETI/IKeTI/IpaHC B CHOTBETCTBUE C: U3KI/IIOUYCHUS 32 BBTPEIIHU OITAKOBKH, KOTAaTO ChbAbPKAHUETO HE IPEBUIIAaBA 10 ml

He ce u3nckBa eTHKeTHPaHE

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

3: ChcraB/uHGpopManus 3a CbCTABKY

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Miconazole nitrate - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/kg TenecHo Tero)
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa NoMoII{

H’LpBa TIOMOII MTPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C YuCTa U MCKa ImomnuBama K’Lpl’[a)‘

H’pra TIOMOII MTPU KOHTAKT C OYUTE . M3nmakHeTe O4YMTE C BO/A KAaTO npearnasna Msapka.

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/I}I

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

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

OmacHOCT OT HoXap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIH 32 rACCHE Ha I10Kapu B CBCEACTBO.
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Miconazole nitrate

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

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

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

ABaprIHH IJIaHOBE . I{a ce n30srBa BCSIKAaKBa M3JIHIIHA CKCIIO3U L.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

PA3JIEJI 7: O0pa0oTKa B cCbXpaHeHUe

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

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NMPeANa3sHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS M OHOJOTHYHH IPAHUYHH CTOHHOCTH

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

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonmsaHUTENHA HHOPMALHSA

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

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

8.2.1. Iloxxoasil TEXHUYECKH KOHTPOJ

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B I[06p€ IIPOBETPUBO IIOMEIICHUE. OOWKHOBEHO €€ M3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMs, TaKa U BEHTUJIALUs Ha 00110TO
TIOMEUICHHUE.
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Miconazole nitrate

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

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Ilpeana3BaHe HAa KoOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCIO3HIMSTA B 0KOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3WYHM U XMMUYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnm Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuia Ha €KCIIIIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KHuHEMaTHYEH : He e npunoxumo
Pa3TBOpHMOCT : Boma: 0.1-1g/l
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e nanuuao
Kow)

Hansrane na napure : He e nanuuno
Hamsrane na mapure mnpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (U3n4yHa onacHoCT

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Miconazole nitrate

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

EJI 10: CTa0MJIHOCT U PeaKTHBHOCT

CrabuieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

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

Hsma npy Hopmainna ynotpe6a. Buokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACJIsI OITAaCHU U3IIapEeHUs.

PA3IEJ 11: THYHA HHpopManus

OcTpa TOKCHYHOCT (OpasHa) . Bpenen npwu norneiane.

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudumupa (Jlunceamm jaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) . He ce xnacudumupa (JIunceamm jaHam)
KoposzuBHocT/mpa3Hene Ha Koxkata : He ce xnacudummpa (JIunceamm gaHam)
CepHO3HO yBpexkIaHe HA OYUTE/APAa3HEHE HA OYUTE : He ce xnacudumpa (Jluncsaum qaHum)
CeHcnbMIM3anys Ha JUXaTeHUTE TbTUINA WK koxkata . He ce ximacuduuupa (JInncpanm nanHn)
MyTareHHOCT Ha 3apOJMIIHUTE KIETKU . He ce xnacudummpa (Jlunceamm jaHam)
Kanneporennoct . He ce xnacudummpa (Jlunceamm jaHam)
TOKCHYHOCT 3a penpoAyKIUATA : He ce xmacudumupa (Jluncsamu qaHamN)
CTOO (creunduvHa TOKCHIHOCT 33 ONPEICICHA : He ce xnacudumpa (Jluncpanm qaHum)

OpraH1) — eJIHOKPATHA €KCIIO3UIIUS
CTOO (cneun$uyHa TOKCHIHOCT 32 OIPEACICHU  He ce knacudummpa (JIuncsamm q1aHHmN)
OpraH{) — IOBTapsIIIA CE SKCIO3UIHS

OrmacHocT TIpY BAUIIIBAHE . Hece K)Iacn(bnnnpa (TeXanecxa HEBB3MOXKHOCT 3a IIOJIyJaBaHE Ha lIaHHI/I)

Hsawma manmuanaa JOMBJIHUTETHA I/IH(i)OpMaIII/ISI

PA3IEJI 12: Exosnoru4usa ungopmanus

Exosorust - 061110 © He npezncraBisBa KOHKpETHA OMACHOCT 3a OKOJIHATa Cpefa.
OmacHo 3a BoJgHATa cpesia, KPaTKOCpodHa (0cTpa) : CHIHO TOKCHYEH 32 BOJHUTE OPTraHH3MH.

OmnacHo 3a BOJHATa cpefa, IbIAr0CpoYHa (XpOHUYHA) : CHJIHO TOKCHYEH 3a BOJIHUTE OPT'aHH3MH, C IBITOTPACH e(EeKT.

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMALIUS
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Miconazole nitrate

NudopmanroneH aucT 3a 6€30macHo

CT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

12.4. TIpeHoCHMOCT B MOYBATA

Hsma HanuyHa DOMBJIHUTENTHA MHGOPMALUs

12.5. Pesyararu ot ouenkara Ha PBT u vPvB
Hsma HanuvHa DOMBJIHUTENHA HHPOPMALUS

12.6. CBoiicTBa, HapymaBauy (GpyHKOuuTE HA

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

12.7. Ipyru He41aronpusiTHu epekTH

Hsma HannuHa 10mbJIHUTETHA MHGOPMALUs

CHAOKPUHHATA CUCTEMa

PA3JIEJI 13: OGe3BpexaaHe HA OTHATBLUUTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAXBIH

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLH/IH

PA3JIEJI 14: WH¢popManusi OTHOCHO TPAHCIOPTHPAHETO

B croterctBue ¢ ADR / IMDG / IATA

UN 3077

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niu nieHTHUKAUOHEH HOMeP
UN 3077 UN 3077

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa Mo cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPJIO, H.Y K., 9, 111, (-) SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCTIOPTHPAHE
9 9 9

14.4. OnakoBbYHa rpyna

14.5. OmacHoOCTH 32 0OKOJIHATA cpena

OmnacHo 3a okoJHaTa cpena: a

OmnacHo 3a okonHata cpena: [la
Mopcku 3ambpeuten: [la

OmacHo 3a okonHaTa cpena: Ja

Hsma JOIIBJIHUTECIIHA HAJIMYHA I/IHq)OpMaIII/ISI

14.6. CnieMaJiHy NpeIna3sHu MEPKH 32 MOTpeduTeIuTe

CyXombTeH TPAHCIIOPT
Knacudukanuonen xox (ADR)
Cnermanau paznopen6ou (ADR)
Orpannuenn xonndectsa (ADR)

o M7
: 274,335, 375, 601
: 5kg
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Miconazole nitrate

Nudopmanronen nucT 3a 6€30macHOCT

B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Wskmouenn xonmdectsa (ADR)

OmnakoBbuHH HHCTPYKIUH (ADR)

CreruanHu onakoBsYHU paznopenou (ADR)

Cmecenn onakoBku (ADR)

WHCTpyKINH 3a IPEHOCHMY IIUCTEPHU U KOHTEIHEPH 3a
HacurHu ToBapu (ADR)

CrernuanHu pa3nopendl OTHOCHO IPEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacuHY ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBo3HO CPeACTBO 3a PEBO3 B IIUCTEPHU
Tpancnoprha xareropus (ADR)

Crnienmaniu pasnopenodu 3a npeosa - Onakosku (ADR)
Crniennanuu pasnopendu 3a npeBo3 - HacumHo
cberosinue (ADR)

Crienpaniu pasnopendu 3a NpeBo3 - TOBapeHe,
pastroBapBane u 00padotka (ADR)
Wnentudukanuonen Homep 3a onacHoct (Kemiep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpanudenus (ADR)

TpaHcnopT no mope

Cnenuanuu pasnopen6u (IMDG)

Orpannuenn konmuectsa (IMDG)

Wzkirouenn konryectsa (IMDG)

Onakosbunn nacTpyKiuu (IMDG)

Cneruanuu pasnopen6u 3a onakosane (IMDG)
IBC onakosbunu uHcTpyKimu (IMDG)

IBC cnenmanuu pasnopendu (IMDG)
Wucrpykuun 3a nucrepuu ( IMDG)
Cneruanau pasnopenou otocHo uucrepuau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kareropus na ToBapene ( IMDG)

Cxiagupase u o6padotka (IMDG)

Bb3aymen Tpancnopt

PCA Uzknrouenu konuuecta (IATA)

PCA OrpaHuyeHH KOJIMYECTBa MbTHUYECKH CAMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMUECTBO 32 OTPAaHUYEHO
KOJIMYECTBO IIbTHUYECKU camouieT U kapro (IATA)
PCA MHcTpyKuuu 3a ONakoBaHEe MbTHUYECKH CAMOJIET U
kapro (IATA)

PCA MakcuManHO HeTHO KOJTHYECTBO MbTHUUECKU
camoret u kapro (IATA)

Wucrpykuun 3a onakoaHe camo kapro (IATA)
MakcuManHoO HeTHO KosmyecTBo camo kapro (IATA)
Crnennanuu pasnopendu (IATA)

ERG xon (IATA)

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHApO/HATa MOPCKA OPraHU3alus

He e npunoxumo

. AT

El

P002, IBC08, LP02, RO01

PP12, B3

MP10

T1, BK1, BK2, BK3
TP33

SGAV, LGBV

3

© V13
: VC1,VvC2

Cv13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, PO02

PP12

IBC08

B3

BK1, BK2, BK3, T1
TP33

F-A

S-F

A

SW23

El
Y956

30kgG
956
400kg

956
400kg

© A97, A158, A179, A197, A215

9L
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Miconazole nitrate

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

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOAATEICTBO OTHOCHO (€30MaCHOCTTA, 31PABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, Ilpuioxenne XIV (Cniucbk Ha BelllecTBAaTa 3a pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTe1H0 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToluuBY OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersaMeHT 0THOCHO BellecTBa, KOMTO Hapywmasat o30HoBusA c1oii (EC 1005/2009)

He ¢urypupa B ciuchka ¢ BeIIeCTBa, KOUTO HapymIaBat o30HoBuUs cioil (Permament EO 1005/2009): Miconazole nitrate

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

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IpeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npenaranero Ha nasapa ¥ ynorpedara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTuuHuTe BemecTsa (Permament EO 273/2004 oTHOCHO IPOU3BOACTBOTO U ITyCKaHETO
Ha T1a3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BaHHU 32 HE3aKOHHO IIPOM3BOCTBO HAa HAPKOTUYHH MM IICHXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopenou
Hsma Hannyna JIOITBJIHUTCIIHA PIH(I)OpMaLII/[ﬂ
15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

Wnpukanust 3a NPOMeHH
Kracuduimpane Ha BEIIECTBOTO HJIH CMECTA.

[I'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a onacHocT:

Acute Tox. 4 (opasHa) Octpa Tokcu4HOCT (opanHa), Kateropus 4

Aquatic Acute 1 OmacHo 3a BOAHATa cpefia — OCTPa OIACHOCT, KaTeropus 1
Aquatic Chronic 1 OmacHo 3a BoAHATa cpefia — XPOHHYHA OIACHOCT, KaTeropus 1
H302 Bpezen npu moribliaHe.

H400 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHH3MH, C IBITOTPACH e(EKT.

Nudopmanmonen snmct 3a 6e3onacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chirbpikaiia ce B To3u MH(pOpManMoHeH JIMCT 3a 6€30M1aCHOCT, € MOJIyYeHa OT U3TOUHUIIU, KOUTO CMsITaMe 3a
HaJiex(HU. Beripeku ToBa, mHpOpManusTa ce npeaocrans 03 HUKAaKBa rapaHIys, U3pUYHa WM 0pa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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