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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHoBaHMe Ha BEIIECTBOTO . Artenimol

Kon Ha mponyxra : 201600066

CHHOHUME . Dihydroartemisinin. Artenimol, 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 . IIpoayKThT € IpeJHa3HAYCH 32 N3CIICABAHNS, AaHATIN3H U HAyIHO-00pa30BaTEITHN LEIIH.
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 usnoin3sa : [lormsiane, Baumsane, 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 OMACHOCTHTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

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

ToxcuuHocT 32 penpoxykuusaTa, Kareropus 1B H360D
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) : H360D - Moxe na yBpenu mioga.
H372 - TlpuunnsiBa yBpeskIaHe Ha OPraHUTE MOCPEACTBOM MPOIBIDKUTEIIHA HITH MTOBTAPSIIA Ce
CKCIIO3HLIHS.
Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe Mpoveny U pa3dpaiy BCHYKHU Npeara3Hi MepKH 3a
6e30MacHOCT.
P260 - He BanmBaiite npax.

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 1/8


mailto:sds@edqm.eu
http://www.edqm.eu/

Artenimol

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

P280 - M3nomn3gaiite nmpeanasHo 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]
Artenimol - <100 Repr. 1B, H360D
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 octaBH moCTpaaius Ha YHCT Bh3ayX. OCHUIypeTe CBEeX BB3/IyX Ha 3aCEHATOTO JIAILIE.

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 IBPXKUTE 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/IOMOII. [Ipn BE3MOXKHOCT Jia Ce MOKaKe HACTOSIIMS JIHCT, @ aKO HE € Ha Pa3IoJI0KEHHE, Jla CE MOKaXe ONaKOBKAaTa 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. Oco6eHnu 0acCHOCTH, KOUTO IMPOU3THYAT OT BEIeCTBOTO HJIM CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.
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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 IOAXOAAIILO NpeANasHO O6J'ICKJ'IO, PBKAaBULU U 3aIIUTHU CPEACTBA 34 OUUTE UIIN JIULETO.

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

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 ga 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
Marepuaa TpsAbBa Ja ce paboTH Mojl J1abopaTopHa KaMHHA, JTOKOJIKOTO TOBA € Bh3MOKHO.

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

TexHUYECKN MEPKH : Jla ce cna3BaT NPHIIOKUMHTE 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 rlpoc[)ecum-la.m-la EeKCIO3UIUS M OMOJIOTHYHH IrPaHUYHHA CTOHHOCTH

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 TOMBIHUTENHA HHPOPMAIIHS
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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

Hoaxoasiy TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe IpoBETpUBO HoMemeHre. J{a ce H3Mmon3yBa eMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpupaH GuiThp. BucokoedexTuseH ¢puntsp 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. 3amuTa Ha JUXaTeJHUTE MHTUIIA

3ammTa 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 JOIIBJIHUTCITHA I/IHCI)OpMaI_II/ISI

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 HannuHo
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
PazrBopumocT : Boma:<1g/l
KoedunuenT Ha pa3npenenenue: n-okranon/Boga (Log  : He e namuuno
Kow)

Hansarane na napure . He e nanuuno
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Hansrane na mapure npu 50°C : He e HanmuyuO
IInsTHOCT : He e Hanuyno
OTHOCHTENHA ITBTHOCT . He e nanuano
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa HOMBIHUTEIHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIs OITaCHU HU3IIapECHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

1.1, Muopmaus 52 scxaconere wa onacuoct, onpexcaenn » Peraavent (EO) Ne 12722008

Ocrtpa ToKcHYHOCT (OpaiHa) . He ce ximacuduumpa

OcTpa TOKCHYHOCT (iepMaiHa) : He ce xmacuduumpa

OcTpa TOKCHYHOCT (BJHILIBAHE) : He ce xmacudunmpa

KoposzuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnmacudunupa (JInrcpamy naHHm)

Cepno3HO yBpesK/jaHe Ha OUHTe/IpasHEeHe Ha OUUTe . He ce xnmacuduunpa (JIuncpanum gaHH)

Cencnbunu3anys Ha AUXaTEIHUTE MBTUIA Wik koxkaTa  © He ce knacuduumpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBJIHCHH KPUTEPHUUTE 32
KkiIacuHIpane)

MyTareHHOCT Ha 3apOIUIITHATE KJIETKA : He ce xmacuduumpa (JIumncpamm nanam)

Kanneporennocr : He ce xnmacudunupa (JInmcBamy naHHN)

TokcHYHOCT 3a PENPOAYKIHATA : Moxe 1a yBpenu mioja.

CTOO (crenuprdHa TOKCHYHOCT 3a OMPEACTCHH . He ce xnacu¢uunpa (B3 0ocHOBa Ha HAIMYHUTE JAHHU HE Ca M3IIBIHCHHU KPUTEPHUHTE 32

OpraHy) — eIHOKPATHA eKCIIO3UIIUS KiIacuduImpane)

CTOO (crnenupudHa TOKCHYHOCT 32 OIPEACTCHI : IlpuunnsBa yBpe)kaaHe Ha OpraHHTE IOCPEICTBOM IPOIBDKUTENIHA WM HOBTaPSIIIA C€ eKCIO3HIIHS.

OpraHu) — MOBTapsIA C€ EKCIIO3UIUSL

OmnacHOCT NpH BJMIIIBaHE . He ce xnmacuduumpa (B3 ocHOBa Ha HAJIMYHUTE JTAHHY HE Ca W3ITBIHEHN KPUTEPHUHTE 32
KIIacuHIHpaHe)

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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PA3JIEJI 12: Exonornyna uHpopmManus

Exonorus - 06mo . Omacum oTamsid. Jla ce M3MON3yBaT MOAXOAAIIN KOHTEHHEPH 3a OTIAIHHUTE MPOTYKTH.
OmacHo 3a BOHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

MecTHO 3aKOHOAATENICTBO (OTIMAIbIH) : Jla ce n3xBBpiH 110 Ge30M1aceH HAUMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHU Pa3nopenon.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMED

He e npunoxumo | 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 OmacHOCT MPH TPAHCIIOPTHPaHE

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma mombiHATETHA HATMYIHA HHOOPMAIIHS
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14.6. Cnienqua/iHyu mpeana3Hu MepKH 32 MOTPeOHTeINTe

CyxonbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no Mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

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

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BENIeCTBOTO UM CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cniucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV sra REACH (Crimchk Ha BemiecTaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kananaar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIACHE)

Henpunosxumo.

PersnamenT orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHUYHU 3aMBPCHTEIIH)

Henpunoxumo.

PeriiameHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTsa, KOUTO HapymiaBaT 030HOBH: ciioii (Permament EO 1005/2009): Artenimol

PeriiameHT OTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a mpeanaraneto Ha ma3apa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, U3M0NI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEI[ECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 6€30MacCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMeC

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

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npenynpesxkaeHusiTa 3a OIacHoOCT:

H360D Moxe 1a yBpenu mioa.
H372 IpuunHsiBa yBpexAaHe Ha OPraHUTE TOCPEACTBOM NMPOABIDKUTEIHA WIH TOBTAPSIIIA CE CKCITIO3UIIHS.
Repr. 1B ToxcuunocT 3a penpoxykuusta, Kareropus 1B
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Artenimol

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

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

STOTRE 1 CreruuaHa TOKCHYHOCT 32 ONPEIEICHN Oprany — MoBTapsiia ce ekcrosuius, Kareropus 1

Nudpopmannonen sucr 3a 6e3onacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusita, chabpxaiia ce B To3u MHpopMannoHeH et 3a 6e301acHOCT, € MOoJIy4eHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaJIek1HU. Berpeku ToBa, nH(popManusTa ce npeaocrans 0e3 HUKaKBa rapaHiiys, M3pU4Ha WK 110jpa3dupaiiia ce, OTHOCHO HeHHaTa KOPEKTHOCT
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