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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Etoposide

XHUMUYECKO HAaMMEHOBAHUE : Etoposide

Kon na npoxykra : 201600368

CuHOHMMH : Etoposide, salts, hydrates, isomers and impurities where applicable

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
MyTareHHOCT 3a 3apoJUIIHU KieTku, Kateropus 1B H340
Kanneporennoct, Kateropus 1B H350
ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360FD
CreruuaHa TOKCHIHOCT 3 ONpeJIe]IeHH OPraHy — IIOBTapsIla ce ekcrnosuims,  H372

Kareropus 1
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTCJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H302 - Bpenen npu noraslnase.

H340 - Mo>xe 1a MpHUYUHYA TeHSTHYHU Te(EKTH.
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H350 - Moxe /1a mpu4MHH pax.
H360FD - Mose na yBpeau OIIoAnTeIHaTa CliocoOHOCT. Moe 1a yBpeau Iioa.
H372 - [IpuunHsiBa yBpeXaaHe Ha OPraHUTE TIOCPEICTBOM MPOIBIDKUTEIIHA WM MOBTAPSIIIA CE
eKCIIO3UIIHS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabaeTe ChC CHELUATHU HHCTPYKLUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCHUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumuBaiite mpax/myuiex/ra3/ ium/u3napeHust/acpo30ii.
P264 - la ce u3Mue polieTe 10 JAKTHTE H JIULETO CTAPATEIHO Clie]] yroTpeoda.
P270 - a He ce siae, mue Wiy My npy ynorpeba Ha NpOayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JIBLIAHE: npu Hepasnonoxenue ce obanere 8 LEHTHP I1O
TOKCHKOJIOT' M unu Ha nexap.
P314 - [Ipu Hepa3monoxKeHne NOThPCETE MEUIIMHCKU CHBET/TIOMOIII.
P330 - M3nnakuere ycrara.
P405 - [Ta ce chxpaHsiBa 1oJ| KJIt04.
P501 - CpoapprkaHueTo/chabT Aa Ce U3XBBPIIH B MYHKT 33 CHOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ErtukeTnpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHUS 32 BBTPEILIHH ONAKOBKH, KOraTo ChAbPKAHUETO He npeBuiiasa 10 ml

Iuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 3: CbcTaB/mH(popManusi 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Etoposide - <100 Acute Tox. 4 (opanna), H302 (ATE=1784

mg/kg TexecHo Terio)
Muta. 1B, H340

Carc. 1B, H350

Repr. 1B, H360FD
STOT RE 1, H372

3a neinnus Teker Ha H- 1 EUH-nipenynpexaenusta 3a onacHoOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

ITbpBa MOMOLL IPH BAHIIBAHE : Jla ce 0CTaBH NOCTPAJANKS HA 9HCT Bh3YX. OCUIypeTe CBEK BB3yX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOLI PH KOHTAKT € KOXKaTa : Ja ce OTCTpaHM MaKCHMAaJIHO Ype3 H30BpcBaHe (C 9ICTa M MeKa IONHBaNia kspra). Ja ce n3mue
OOMITHO C BOJIA B KOATO € IIPUOABEH AETEPTeHT.

ITbpBa MOMOLI TP KOHTAKT € OYHTE : M3mmaksere ¢ BoJa, KaTO IBbPIKUTE OUUTE LIMPOKO OTBOPEHH.

ITbpBa MOMOLI IPH MOTITbIAHE : Mznnakrere ycrara. CrienpanHo Jekapcko HaGmoneHne. Moxke a Gbie MpernopsyaHo

TIPOABIDKUTEIIHO MEAUIIUMHCKO Ha6J'IIOI[eHI/Ie.
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Cumnromu/edextn : BB3MOXHE ca 3aKbCHENH ePEKTH.

CumnroMu/e(peKTH clie/l BAUIIBaHe . HenocraTb4Hu HaHHH.

CumnroMu/eeKTH clie/i KOHTAKT ¢ KoXKara . Henocrarb4Hu naHHH.

CuMnToMu/epeKTH Clie/t KOHTAKT C OUUTE . Henocrarb4Hu naHHH.

CumnroMu/eeKTH cliel HOrTbIIaHe . Cumnromure Morart ja ObIaT 3aMaiiBaHusl, 1aBoGoiIne, rajeHe u 3ary0a Ha KOOpAMHALKS.

TloTspcere MeauuuHCKH chBeT/momont. I[Ipn BE3MOMKHOCT J1a ce MOKaXKe HACTOSIIMSA JIUCT, a aKO HE € Ha Pa3IoJI0KEHHE, J1a Ce MOKaKe ONaKOBKAaTa MM CTHKETA.
AxrtuBatop. dapMaleBTHYCH MPOIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : OI[CSIJIO 3a 3aracsH€ Ha OI'bHA.

OmacHOCT OT Moap : Bmx maparpad 2.2.

HHCpr'KIIPIPI 3a raCCHE Ha MOoXapu : Ja ce usnon3par CpeacTBa, MOAXOIAIIH 3a TaCCHE Ha IM0Xapu B CbCEIICTBO.

O06mu Mepku : Jla ce n30sTBa IpeKUst KOHTAKT ¢ MpoAyKTa. He aumBaiite

pax/ImyIek/ras/ M/ u3napeHus/acpo30u.

6.1.1. 3a mepcoHaJ, KOHTO He OTTOBApPsI 32 CIIELIHH CJIy4aH

ABapHﬁHH TTAaHOBE : I[a C€ HOCH IMOJAXOIAIIO NPLEAIa3HO 06J'ICKIIO, PBKAaBUIU U 3aIUTHU CPEACTBA 32 OUNUTE UJIH JIULETO.

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHICUIHH CJIy4Yan

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

Mertoau 3a HOYHCTBAHE N Y6ez(eTe CC, 4€ OTIaaAbLHUTE Ca c1>6paHn M CC ChbXpaHABAT HA CUTYPHO MACTO. TTouuncrere
CTapaTeiHo. I[a CC U3MHUC HeC’BGHpaCMHﬂ OCTaTBK C : PaSTBOp OT HAaTPUEB XUIIOXITIOPHUT.

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

: PaGoTa u chxpaHeHue

JIOITBJIHUTEIHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebGuresns 1a ce 00bpHe BHUMaHHE 3a PUCKOBETE, CBEHTYAIIHO CBBP3aHH C U3MOJI3BAHETO HA
[IPOJIYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IIPeIHa3HAYCH.

Tlpenmnasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatesHO. [la ce n30srBa npekust KOHTaKT ¢ npoykra. C
Marepraia TpsAbBa Jia ce paboTH MoJ TabopaTtopHa KaMHHa, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTy B CHOTBETCTBHE C H3UCKBAHMATA Ha J0OpaTa POMHUIIICHA XUTHEHA U IPOLEypPUTE 32
6e30MacHOCT.
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7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

TeXHU4YeCKH MEPKH : /Jla ce cia3BaT NPHIOKUMUTE PA3OPEAOH.
VYcnoBus 3a chXpaHsBaHe . /Jla ce chxpaHsiBa O/ KIIIOY.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Bk maparpag 1.

PA3J/IEJI 8: KOHTpPOJI HA eKCIIO3MIUATA/THYHH NPEINAa3HH CPeACTBa

8.1. [TapameTpu Ha KOHTPO.JI
8.1.1 HanmoHnajHu rpaHNYHH CTOHHOCTH HA NMPO(eCHOHATHA eKCIIO3UIINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsma HanuyHa D0MbIHUTENTHA HHOPMAIUS

8.1.2. IIpenopb4HTEHH NPOLEIYPH 32 HAGII0eHHe
Hsma Hanu4Ha JOIBIHUTETHA HHPOPMAIHSL

8.1.3. O6pasyBar ce 3aMbPCHTEJIM HA Bb3yXa
Hsima Hanu4Ha JOMBIHUTENIHA HHPOPMALHSL

8.1.4. DNEL u PNEC

Hsima HanmaHaa JIOITBJIHUTEITHA I/[H(bOpMaLII/IFI

8.1.5. Perympane upe3 o6xsatu (control banding)

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

8.2. KoHTpoa Ha eKCIO3HIMATA

8.2.1. Ioaxoasiuy MH:KEHepPeH KOHTPOJX

IMoaxoasiuy HH:KEHEPEH KOHTPOI:
Jla ce chxpansiBa B JoOpe MPOBETPUBO HoMeleHue. Jla ce H3IoN3yBa eAMHCTBEHO B CMyKaTe/lHa KabHHa ¢ HHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JInuHH NpeanasHu CPeAcTBa
8.2.2.1. 3amuTa Ha OYHUTE U JIMLETO

3amuTa Ha ounTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKaTa

3amuTa HA KOKATA M TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOITUmBO 3amuTHO obnexo. DIN EN 13034

3ammuTa Ha pBueTe:
XUMHYECKH YyCTOHUMBY npeanasHu pbkasuuu. [SO 374-1

8.2.2.3. 3amuTa Ha AUXaTEJHUTE MbTHIA

3ammTa Ha TUXaTeTHHTE MbTHINA:

OrtaensiHe Ha npax: potuBonpaxosa Macka ¢ puitep P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/TIpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA HA OKOJHATA cpeAa

Hsima Hanmana JOIIBJIHUTCITHA I/[H(i)OpMaI_II/IH
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PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
BroHIIeH BUL . Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha TOTIEHE . He e nanmuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anaauMoct . He e nanmuuno
I'panui Ha EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe : He e nanuuno
pH : He e Hannuno
pH pasrBop . He e Hannuno
Buckosuter, kuHeMaTHIeH . He e npunoxumo
PazrBopumocT : Boma: <0,1 g/l
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log @ He e nanmuuno
Kow)

Hansrane Ha napure . He e HamnuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHTENHA ITBTHOCT . He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3HYHA ONACHOCT

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBIIHUTEIHA HH(I)OpMaHHﬂ

PA3IEJI 10: Cta0HIHOCT U PeaKTHBHOCT

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma nanuvHa HOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIaCHU U3NapCHUs.
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HKOJIOrM4YHa Hqupmamm

Octpa TOKCHYHOCT (OpasHa) : Bpenen npu norieliate.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacudunupa (Jlurncsamy gaHH")
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce xnacudunupa (Jluncsamy gaHH")

Etoposide

LD50 opanzo mbx 1784 mg/kg
KoposusHocT/ipasnene Ha Koxara : He ce xnacudunupa (JIumncsamy gaHH)
Cepno3HO yBpesk/IaHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xnacudummpa (Jlunceamy naHHN)
CencuOmIM3anys Ha AUXaTeHUTE IBTHINA WM Koxkata : He ce xnacudunnpa (JInmncsamy naHHm)
MyTareHHOCT Ha 3apOAUIIHUTE KIETKU : Mosxe fa IPUYMHA TEHETHYHH Je(eKTH.
Kanneporennoct : Moxe 1a IpUYKHH PaK.

Etoposide

IARC rpymna 1 - KanneporeHeH 3a 4oBeka
TOKCHYHOCT 3a PENPOAYKIHUATA : Mooxe 1a yBpeau OIIOAUTENHATA CIOCOOHOCT. MoXKe a yBpeau mioa.
CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHN : He ce xnacudunupa (Jluncsamy gaHH")

opraHn) — €IHOKpaTHa €KCNO3uLuA

CTOO (CHCI.IPI(l)PI‘{Ha TOKCHYHOCT 3a OIIPECACIICHU : Hpﬂ‘lHHilBa YBpEXKAAHE HA OPTAHUTE MOCPEACTBOM MPOABIDKUTEIHA UITH MTOBTApAIIa C€ EKCIO3UIU.
opra}m) — IOBTapsIla C€ €KCrO3unus

OmnacHocT IIpyu BAUIIBAHE : Hece Knacmbnuﬂpa (Texmzlqecxa HEBB3MOXKHOCT 3a IIOJIyJaBaHE Ha HaHHI/I)

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

Exomorus - o6mio : Omnacuu otnaxsiy. Jla ce U3MOI3yBaT HOAXOMAIIN KOHTEHHEPH 3a OTHAaJHUTE IPOTYKTH.

OmacHo 3a BoJHATa cpefa, KpaTKocpouHa (0cTpa) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KIacuHIIPaHe)

OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHHYHA) : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KIacubHIIpaHe)

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbIHUTENHA HHPOPMAIIUSL

N=}
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PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXBIN

MecTHO 3aKOHOATENCTBO (OTNAIBIIN) : Jla ce U3XBBPIH MO 6E30MaCCH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHU Pa3Hopea0H.

PA3JIEJI 14: UH¢dopMmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKATUOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHMEe HA MPaTKaTa no cnucbka Ha OOH

He e nmpunoxumo He e nmpunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma JOITBJIHUTCITHA HAJTUIHA I/IH(l)OpMaI_IPU{

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0uTeuTe

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt no Mope
He e npunoxxumo

Bb3aywen TpancnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHNE CHIJIACHO MHCTPYMEHTH Ha MesKIyHapOoIHATa MOPCKAa OPraHu3alus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WJIH CMECTAa HOPMATHBHA ypen6a/3aKOHOIATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO U OKOJHATA
cpexa

15.1.1. Pernnamentn na EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [punoxenne XIV na REACH (Crnuchk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH Cnucbk ¢ kanauaar-seugecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunosxumo.

PerjiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He durypupa B cniucbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cioii (Perimament EO 1005/2009)

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IpeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpe6ara Ha
IIPEKypPCOPH Ha B3pUBHU BEIIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuuauTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpPE/ICTICHH BEIIECTBA, U3MOI3BAHM 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEILECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hammaaa JOIIBJIHUTECITHA I/[H(t)OpMaI_II/ISI

15.2. OueHka Ha 0€30MACHOCT HA XUMHUYHOTO BEIIECTBO MJIM CMeC

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3/IEJI 16: Ipyra undgopmanus

Wuaukanus 3a IpoOMeHH

Paznen IIpomeHeH eneMeHT Ipomsina Komenrapn
IprunHa 3a nurca Ha KiIacHpuKarums Jlo6aBeHO
IMpranHa 3a nurca Ha KIIacH(pUKAIms Jlo6aBeHO
3aMeHs BepcHATa OT JlobaBeHo
Jara Ha pepakuusara JlobaBseHo
2.1 Knacudukarus B cborBercTBre ¢ Pernament (EO) | [IpomeneHo

Ne 1272/2008 [CLP]

2.2 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneHo
2.2 Ipenynpexnenus 3a onacxoct (CLP) IIpomeneHo
4.1 IIppBa noMoIIL IPHU KOHTAKT € KOXKaTa IIpomeneHo
11.1 IMprunna 3a unca Ha KIacU(HKAIUSL JlobaBeno

11.1 ATE CLP (opainna) IIpomeneHo
11.1 LDS50 opanHo mabx IIpomeneHo

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

Acute Tox. 4 (opanna) Octpa Tokcu4HoCT (opanHa), Kareropus 4

Carc. 1B Kanneporennoct, Kareropus 1B

H302 Bpenen npu normsiaxe.

H340 Moske 1a IPHIUHA TeHETHIHH ACPEKTH.

H350 Moxe J1a TPUYUHH paK.

H360FD Moske 1a yBpeau OIUIOAUTEINIHATA CIIOCOOHOCT. MojKe J1a yBpeIH IIoza.

H372 IMpruuHsBa yBpexxaaHe Ha OpPraHUTE MIOCPEICTBOM IIPOJBIDKUTEINIHA WK OBTapSIIa C€ eKCIIO3HIIHS.
Muta. 1B MyTareHHOCT 3a 3apouIIHU KieTku, Kateropus 1B

Repr. 1B TokcuuHocT 3a penpoaykiusaTa, Kareropus 1B

STOTRE 1 CreruuyHa TOKCHYHOCT 32 ONpe/ieJIieHH OpraHy — IoBTapsiia ce ekcrosuius, Kareropus 1
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nudopmarmonen suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxkaiia ce B To3u MHdopMaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHUIIN, KOUTO CMSITaMe 3a
Ha/ieX1HU. Bhripexn ToBa, nHQOpManusTa ce npegocTasst 6e3 HUKAaKBa rapaHIisl, I3pUYHA MM T0pa30upalla ce, OTHOCHO HeifHaTa KOPEKTHOCT
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