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Callusl HA BeIIIeCTBOTO/CMeCTa H HA "eCTBOTO/HpeZLHpHﬂTHeTO

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHME Ha BEIECTBOTO . Nitrofural

Kon na nponykra ;201600642

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

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHOBHa KaTeropust Ha ynorpeda : TIpoxyKTsT € NIpeHa3HAYEeH 32 M3CIICABAHUS, AHAIH3H U HAYYHO-00pa30BaTeIHNU LeIH.
VYnorpeba Ha BemecTBOTO/CMeCTa : Camo 3a npodecroHanHa ynorpeba
DyHKIMA UK KaTeTOpHs Ha ynoTpeba . JlaGopaTOpHM XNMHKAIH

1.2.2. Ynorpedu, KOMTO He ce MPenopb4YBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

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

TenedoHeH HOMEp TIPH CHEIIHA CITyIan :© +33(0)390215608

PA3JIEJI 2. Onncanne Ha ONACHOCTHTE

Kaacupuxauus B chorBercTBHe ¢ Periiament (EQ) Ne 1272/2008 [CLP]

Octpa TokcuuHoCT (opanHa), Kateropus 4 H302

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

HebaaronpussTau GU3HKOXUMHUYHH edeKTH 1 HeOIaronpusiTHH eeKTH 32 31PaBeTo HA YOBEKAa H OKOJHATA cpeaa

OHpCI[CJ'IﬂHC Ype3 CKCIIEPTHO MHECHUE U I10 CHJjlaTa Ha JOKa3aTeJICTBA.

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

ITukrorpamu 3a onactoct (CLP)

GHS07
Curnanna nyma (CLP) . Buumanue
IIpenynpexnenus 3a onacHocT (CLP) : H302 - BpeneH npu norisiiate.
IIpenopwku 3a 6e3omacuoct (CLP) : P301+P312 - ITPU MOI'JIBILIAHE: npu Hepasnonoxenue ce obanete Ha jeKap.

EtukeTrpaHe B ChOTBETCTBHUE C: H3KIIIOUCHHMS 3@ BBTPEIIHN OMIAKOBKH, KOraTo ChABPXKAaHHETO He mpeBumrasa 10 ml
He ce u3nckBa eTukeTupane

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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Nitrofural

HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: ChcraB/uHdopmManus 3a CbCTABKUTE

HaumeHnoBanune HNnentnduxarop Ha % Kaacnpukanusi B cbOTBeTCTBHE €
NPOAYKTa Pernament (EO) Ne 1272/2008 [CLP]
Nitrofural - <100 Acute Tox. 4 (opanna), H302 (ATE=300
mg/kg TenecHo Tero)

3a menaus Teket Ha H- 1 EUH-npenynpexnenusaTa 3a onacHocT: BX. paszen 16

He e npunoxxumo

4: Mepku 3a

IIppBa moMoII IpY KOHTAKT C KOXKAaTa : Jla ce oTcTpaHH MaKCHMAIHO 4pe3 H30bpCcBaHe (C YMCTa H MeKa IONUBAIA KbpIIa).
IIppBa MOMOIL IPY KOHTAKT C OYUTE : HMsnnakHere oyMTe ¢ BOJa KaTo Npe/na3Ha MspKa.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALIUS

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OnacHocT OT noxap : Bwx nmaparpad 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIHN 3a rAaCCHE Ha IO)Kapu B CBCEIACTBO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBAPS 32 CIIEIIHH CJIy4an

ABapuiiHu MIaHOBE . Jla ce u30srBa BCIKaKBa U3JHIIHA EKCIIO3HIIUS.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsma nanwyHa 1OoMBIHUTENHA HHPOPMALIUST

Hsima Hanu4Ha JONBIHUTENHA HHYOPMAIHS
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HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

PA3JIEJI 7: O0paboTka u chbXpaHeHHe

Hsima Hanu4Ha JONbIHUTENHA UHOOPMALHS

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

Bux maparpag 1.

PA3JIEJI 8: KoHTpoJI Ha eKCIIO3UIMSATA/JTMYHH MPeANAa3Hu CpecTBa

8.1.1 HanMoHA/IHY TPAHUYHH CTO{HOCTH HA NPO()eCHOHATHA eKCIO3HIHS H GHOJOTHYHH IPAHUYHH CTOHHOCTH

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

8.1.2. IlpenopbUYMTETHH POLEAYPH 32 HAGII0JeHHe

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

8.1.3. O6pa3yBat ce 3aMBPCHTEIH HA BB3yXa

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

8.1.4. DNEL u PNEC

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

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanu4Ha qOMBIHUTENHA HHYOPMAIIHS

8.2.1. Iloxxoasi TEXHUYECKH KOHTPOJI

TMMoaxoasimn TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsABa B /:[06pe TIPOBETPUBO NOMCIIICHHUEC. OOHKHOBEHO CE M3UCKBAT KAKTO MECTHA CMyKaTC/IHa BCHTUJIALUA, TaKa U BEHTUJIalluAg Ha 00110TO
IIOMCUICHHUEC.

8.2.2. JIMYHHU NpeIna3Hu CPeACTBa

8.2.2.1. 3amuTa HA OUMTE U JIMIETO

Hsma nanuyHa noneHUTENHA HHGOPMAUST
8.2.2.2. TIpeana3BaHe Ha KoKaTa

3ammTa HA KOKATA U TSIOTO:
JlabopartopHa mpecTHIKa

3aumra Ha pbleTe:
3aH.II/ITHI/I PBKaBUIIA

8.2.2.3. 3amuTa HA JUXATEJTHUTE IbTHIIA

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuHa JOMIBIHUTEIHA I/IH(l)OpMaIII/ISI

8.2.3. KOHTpOJ Ha eKCIIO3HIUATA B OKOJIHATA cpeaa

Hsma HanuvHa 1OTBIHUTETHA HHOOPMALIUS
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HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

EJI 9: ®u3n4Hu ¥ XHMHUYHH CBOIICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT . He e nanuuno
BroHIeH BuI : Ilpax.

Mupuc . He e mamuuno
I'panunara Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KunEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3narane © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH . He e manmuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHUCH : He e npunoxxumo
PastBopumoct : Boma: 0.1-19/l
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure . He e nanuuno
Hansrane na napute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OtHocuTenHa IWIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA OIACHOCT

Hsawma manmuunaa JOMBJIHUTCTHA I/IH(i)OpMaIII/ISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

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

He e u3zBectHO.

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

Hsma npu HopmanHa ynotpe6a. Buokre Pasnen 7.

Hpn 3arpsiBaHe 10 TOYKAaTa Ha pasrpak1aHe OTJCJIA OITaCHU U3IIapCHUS.
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HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

OKCHKOJIOTHYHAa IlH(l)OpMaIIHSI

Octpa TOKCHYHOCT (OpayHa) © Bpenen npu noribiiaxe.
OcTpa TOKCHYHOCT (epMaiHa) : He ce knacudunupa
OcTpa TOKCHYHOCT (BIAMIIBAHE) : He ce xnacudummpa
Nitrofural
LD50 opaiHo murex 300 — 2000 mg/kg
KoposusHoct/apa3HeHe Ha KokaTa : He ce xnacudunupa (Jlunceamm ganam)
Cepro3HO yBpeK/jaHe Ha O4MTe/JpasHeHe Ha OYNTe : He ce xnacuduimpa (JIuncsaiuy faHHu)
Cencubunuzanys Ha JUXaTeIHUTE IBTUIA WK Koxkata . He ce kiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHHU HE Ca U3IIBIHCHW KPUTEPUUTE 32
KIacupHIEpaHe)
MyTareHHOCT Ha 3apOJMIIHUTE KIECTKU : He ce xnacudumpa (JInnceamy gaHHN)
Kanneporennocr : He ce xnacudummpa
Nitrofural
IARC rpyna 3 - He moanexu Ha kiacuduKarys
TOKCHYHOCT 32 PENPOLYKIHATA : He ce xknacudummpa ([Ipyru ykazanus: Octpa TOKCHIHOCT)
CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONPEICICHH : He ce xnacudummpa (Ipyru ykazanus: OcTpa TOKCHYHOCT)
OpraHu) — eAHOKPATHA EKCIO3HIIHS
CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI © He ce knacudumpa (Ipyru ykasanus: Octpa TOKCHYIHOCT)
OpraHu) — IOBTaPsIIA CE CKCIO3ULHS
OnacHOCT IpH BANIIBAHE . He ce xnacuduimpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE CA U3IIBIHEHU KPHUTEPUUTE 3a
KIacupHIHEpaHe)

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

PA3EJI 12: Exojioru4yHa uH(popmanus

Exoiorus - o6mio : He npexcrasnsiBa KOHKpETHa OITACHOCT 3a OKOJIHATA CPEia.
OrnacHo 3a BoJHATa cpejia, KpaTKoCpouHa (0cTpa) : He ce xnacudumpa
OrnacHo 3a BOJHATA CPeJIa, JBJIrOCPOYHA (XPOHUYHA) : He ce xnacudumpa

Hsawma mamuanaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsima Hanu4Ha qOMBIHUTENHA HHOOPMAIIHS

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsma HanuvHa TOTBIHUTENHA HHPOPMALIUS

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.II/Iﬂ
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Nitrofural

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cucbka Ha OOH nan naenTudgukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.4. OnakoBpb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ’ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA PIH(bOpMaHI/IH

14.6. Cnenna;THu Mpena3HA MEPKH 3a MOTPeOUTeINTE

CyXombTeH TPaHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmen TpancnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApo/HATa MOPCKA OPraHU3aIus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHOIATEJICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B ITpunoxenne XIV sva REACH (Cnmchk Ha BemecTBara 3a pa3peniapaHe)

REACH Cnucbk ¢ kanaugat-seiectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kanaunar-senecTsa

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

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

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PeriamMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B criuchbKa ¢ BeIIeCTBa, KOUTO HapymIaBat o30HoBus cioii (Permament EO 1005/2009): Nitrofural

PersiaMeHT OTHOCHO NpeKkypcopuTe Ha B3puBHM BemectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(M) B CIIUCHKA ¢ peKypcopH Ha B3puBHH BemectBa (Perimament EC 2019/1148 3a npeanaraneto Ha masapa u ynorpedara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cpappaxka BemecTBo(a), BKIIOUEHO(H) B cIUChKa ¢ [Ipekypcopu Ha HapkoTuuHuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO U ITyCKaHETO
Ha razapa Ha OIIPE/ICIICHH BEIECTBa, U3MOJI3BAaHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaHPIﬂ

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHocT:

Acute Tox. 4 (opanma) Ocrtpa TokcuuHOCT (opainHa), Kareropus 4

H302 Bpezen npu moriblaHe.

Mudopmanuonen auct 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MHpopMannoHeH IucT 3a 6e301MaCHOCT, € IOTyYeHa OT U3TOYHHIH, KOUTO CMATaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, I/III(I)OpMélIIl/IﬂTa Ce npeaocTaBs 0e3 HUKaKBa rapannus, u3apuiyHa uiu nonpa’s()wpama C€, OTHOCHO HeiHaTa KOPEKTHOCT
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