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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO . Albendazole

Kon Ha mponyxra : 201600025

CHHOHUME . Albendazole, 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 WM 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

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

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]

TokcuaHOCT 3a penponykimsTa, Kareropns 1B H360
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IIOBTapsIla ce ekcrosumus,  H372
Kateropus 1

3a meaHus TekeT Ha H- 1 EUH-npenynpesxienusTa 3a OacHOCT: BX. pasnern 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeJ'IﬂHC Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H360 - Moxe na yBpeau omioquTenHaTa CliocoOHOCT WITH TIOAA.
H372 - Tlpuunnsia yBpexkaaHe Ha OPraHUTE MOCPEACTBOM MPOIBIDKHTEIHA HIIH OBTAPSIIIA Ce
CKCIIO3HLIHS.
Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe Mpoveny U pa3dpaiy BCHYKHU Npeara3Hi MepKH 3a
6e30macHoCT.
P260 - He BanmBaiite npax.
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Albendazole

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

P280 - M3nomn3gaiite nmpennasHo o0IeKI0, IPpeAIa3HH PHKaBUIIH.
P314 - IIpu HepasnonoXkeHNe NOThPCeTe MEIUIIMHCKH CHBET/IIOMOLII.
ETHKeTHpaHe B CHOTBETCTBHUE C: M3KIIIOUCHHS 32 BETPEIIHH ONAKOBKH, KOraTo ChABPXKAHHETO He mpepuiasa 10 ml
IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoOCTH

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Albendazole - <100 Repr. 1B, H360
STOT RE 1, H372

3a menHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszien 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa moOMOII|

4.1. Onucanue Ha MEPKHUTE 32 IIbPBAa MOMOLL

[TepBa MOMOLI [IPH BANIIBaHE : Jla ce ocraBH mocTpasaius Ha 9HCT Bh3AyX. OCHIypeTe CBEX Bb3/yX Ha 3aCErHATOTO JIALE.

ITepBa MOMOLI [P KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MakCHMAJHO Ype3 H30bpCBaHe (C YMCcTa M MeKa IToIMBaIia Kepra). M3muiite o6uinHo
¢ BOAA/....

[TepBa MOMOLI [P KOHTAKT C OYUTE . U3mmakuere ¢ BOJa, KaTo IBPXKHUTE OYUTE IIMPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmakuere ycrata. CrieriualiHo JeKapcko Haburoaenue. Mosxe 1a Objie Ipernopbuano

TIPOABIDKUTEITHO METUITUHCKO HaGJ’IIOI[CHHe.

4.2. Haii-checTBeHun OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextu : Bb3moxHH ca 3aKbCHENH eeKTH.

CumrroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.

CumnroMu/eeKTd ciel KOHTAKT C KOXaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTd cire] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

CumroMu/epexTd ciie MorTbInane : CummnromuTe MOTaT 1a ObJaT 3aMaiiBaHus, [1aBOOOIHE, TaeHe i 3aryba Ha KOOpAHHAIIHUSL.

4.3. Yka3aHue 3a HEOOXOTMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JIeYeHH e

IMoTbpceTe MEANIIMHCKH ChBET/IOMOI. [Ipn BE3MOXKHOCT Jia Ce MOKaKe HACTOSIIMS JIHCT, @ aKO HE € Ha Pa3II0I0KEHHE, Jla CE MOKaXe ONaKOBKATa MIIH CTHKETA.
Axtusarop. @apMaleBTUUEH OPOTYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmun TI0KapoTaCUTEIIHA CPECTBA . OILCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.

5.2. Oco6enu 0nacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIM CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.
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Albendazole

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

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpEaCTBA, INOAXOIAIIH 32 TaCEHE Ha OXKapu B ChCEACTBO.

PA3JIEJI 6: Mepku nnpu aBapuiiHo

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite

Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

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

ABapPIﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEANasHO 06JICKJ'IO, PBKAaBULU U 3aIHUTHU CPEACTBA 3a OUUTE UIIHN JIULIETO.

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOIBbJIHKTENHH ONIACHOCTH O BpeMe Ha 06paboTka . Ha norpe6urens na ce 06bpHE BHUMAHHUE 3@ PUCKOBETE, EBEHTYAIHO CBBP3aHH C H3MOJI3BAHETO Ha
MPOJIYKTA 3a JAPYTH 1IEH, PA3JIUYHHU OT TE3H, 38 KOMTO € IPeJHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuana Tps0OBa Ja ce paboT BHUMATENHO. Jla ce u30srBa npekust KOHTaKT ¢ npojaykra. C
Marepuana TpsAbBa Ja ce paboTH Moj JTabopaTopHa KaMHUHA, JIOKOJIKOTO TOBA € Bh3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3MCKBAHHUSATA HA 0OpaTa MPOMUIIIEHA XUTUEHa U IPOLIEYPUTE 3a
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cra3BaT NPIIIOKHUMHTE Pa3IOPEnOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeCcTBa

8.1.1 Hauuonaanu TpaHUYHH CTOIHOCTH HA npod)ecuonam-la E€KCIO3UINS U OMOJIOTHYHH TpaHUYHH CTOIHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.1.2. [lpenopbYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.3. OGpa3syBar ce 3aMbPCHTEJIH HA BB3yXa

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS

03/04/2023 ([lata Ha u3aBane) BG (6barapcku) 3/8



Albendazole

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

8.1.4. DNEL u PNEC

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.5. Peryaupane upe3 o6xBaru (control banding)

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

8.2. KoHTpo.I Ha eKCro3uIusTA

8.2.1. Ioaxoasiuy TEXHUYECKH KOHTPOJI

Ioaxoasiy TeXHHYECKH KOHTPOT:
Jla ce cpxpansBa B 100pe POBETpUBO NoMemIeHre. J{a ce H3Mo3yBa eMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpHpaH GuiIThp. BucokoedexTusen Gpuntsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKaTa U THAJIOTO:
Jla ce n3nonzyBa XuMU4ecku ycToiunBo 3amutHo obnekio. DIN EN 13034

3ammra Ha pbLeTe:
XUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJIHUTE NHTUINA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: npoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oaHa Macka. Hocere auxaresien amapat, ako cTe
U3JI0XKEHHU Ha Mapu/mpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HanuuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT . He e Hanuuno
I'paHuIM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pasnarane . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe . He e nanuuno
pH . He e nanuuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PastBOpuMOCT : Boma:<0,1g/l
KoedunuenT Ha pa3npenenenue: n-okranon/Boga (Log  : He e namuuno
Kow)
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Albendazole

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

Koedwuiment Ha pasnpenenesue: n-okranon/soga (Log @ 2,7

Pow)

Hansrane Ha napure : He e HanuyHo
Hansrane na mapure npu 50°C : He e HanmuyHO
IInsTHOCT : He e Hanuyno
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure : He e HanuynO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CraOuileH Ipu HOPMAJHH YCIIOBHSI.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsima nipu Hopmansa ynorpe6a. Buxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIsI OITaCHU HU3IIapECHUS.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmpa
Albendazole
LD50 opanHo mursx > 2000 mg/kg
KoposuBHOCT/ipa3sHeHe Ha KoXkaTta He ce knacudunupa (Jlnmncamy naHHn)
CepHo3HO yBpexJaHe Ha OUUTE/Apa3HEeHe Ha OYHTE . He ce xnacudunupa (JInncpamy naHHam)
CeHcnbunu3anus Ha AMXaTEIHATE MBTUIA Wik koxkata  ©  He ce kacuduunpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBIHCHH KPUTEPHUHTE 32
KiIacuHIpane)

MyTareHHOCT Ha 3aPOJUIIHATE KIIETKH
Kanneporennoct

TOKCHYHOCT 32 PEHPOAYKIIHATA

CTOO (crenn@uyHa TOKCHYHOCT 32 OIPEICICHI
OpraHy) — eIHOKpPAaTHA EKCIIO3UIIUS

He ce xnacu¢uumnpa (JIuncpanum gaHH)
He ce xnacu¢uunpa (JIuncpanm gaHHR)

Mosxe na YBpEaH OIUIOAUTEIHATA CIIOCOOHOCT WITH mionga.

He ce xmacugpuumpa
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Albendazole

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

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI : IlpuunHsBa yBpexkJaHe HAa OPraHUTE IOCPEICTBOM MPOABILKUTEIHA WU TIOBTAPSIIA CE EKCIIO3UIHS.

OpraHy) — MOBTapSIIA CE eKCIIO3UIU

OmnacHOCT NpH BAMIIBaHE : He ce xnmacu¢unmnpa (B3 ocHOBa Ha HANIMYHUTE JaHHU HE Ca M3ITBIHEHH KPUTEPHUHTE 32
knacuduImpane)

Hsma nammana nomsmauTenHa HHGOPMALHs

PA3JIEJI 12: Exosnornyna ungopmanus

Exkomnorus - o01o : Omnachu otnaxbLy. Jla ce 3mon3yBat MoaXo/ 11 KOHTEHHEPH 3a OTIAHUTE IPOAYKTH.
OmnacHo 3a BOHATa cpeia, KpaTkocpouHa (0cTpa) : He ce xnacudunupa

OmnacHo 3a BOHATa cpeia, IbIrOCpOYHa (XPOHHYHA) . He ce xnacudunupa

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Albendazole

Koeguiment Ha pasnpezneneHue: n-okranon/soza (Log 2,7
Pow)

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O06e3BpexaaHe HA OTHIATbIHUTE

MecTHO 3aKOHOIATEICTBO (OTHaI['LI.II/I) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH nim naeHTHUKAHOHEH HOMEP

He e mpunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

He e mpunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha 0macHOCT NMPH TPAaHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo
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Albendazole

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

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

Hsima nombiHUTENHA HAJIMYHA I/IH(I)OpMaLII/ISI

14.6. CnenuasHu mpeANna3Hu MEPKH 32 MOTPeOUTETUTE

CyxonmbTeH TPAHCIIOPT
He e npunoxxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MesKIyHApOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

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

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cniucbk Ha BelllecTBATA 32 pa3peniaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemiecTBara 3a pa3pelniaBaHe)
REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cimcpka Ha REACH ¢ kanauaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)
Henpunoxumo.
PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BenecTsa, KOUTO HapynraBaT 030H0BHs cioii (Permament EO 1005/2009): Albendazole

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a mpemnaraneto Ha masapa u ynorpebara Ha

MPEKypPCOPH Ha B3PUBHH BEIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha OTpEJICIIeHH BEIECTBA, U3M0NI3BaHNU 3a HE3aKOHHO MPOHM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)

15.1.2. HanuoHaHu pa3nopenou

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUS

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

Hsma HanmvHa JOMbIHUTENTHA HHOPMALUS
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Albendazole

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

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H360 Moske fa yBpeau OIUIOAUTENHATA CIOCOOHOCT WITH III0A.

H372 IpuunHsBa yBpexxAaHEe HAa OPraHUTE MIOCPEACTBOM MPOJIBIDKUTEIHA WIH NOBTAPSILIA CE SKCITO3ULIHS.
Repr. 1B Tokcu4HOCT 32 penpoaykiusTa, Kareropus 1B

STOTRE 1 Creru¢uaHa TOKCHYHOCT 3a OIPE/EIeHN OpraHy — IIOBTapsIa ce excrosumus, Kareropus 1

WudopmanuoneH juct 3a 6e3onacuoct (UJI1B), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chabpkaiia ce B To3u VHopMaoHeH JucT 3a 0€30MacHOCT, € MOJIy4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a

HaOCKTHU. B'bl'IpeKI/I TOBAa, HHd)Opl\{aHHﬂTa CE€ MPEAOCTaBsA 0e3 HUKaKBa TapaHuus, U3puiHa Uin HOHPEI'§6I/I}’)21LL[EI C€, OTHOCHO HelHaTa KOPEKTHOCT
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