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NHO®OOPMALIMOHEH JIUCT 3A BE3OITACHOCT
B choTBeTcTBHE ¢ Pernnament 1907/2006 (REACH),
¢ HeroBoTo u3Mmenenue Peraament (EC) 2020/878 u Peraament (EO) 1272/2008 (CLP)

CUHTETUYEH MUEI ITPEITAPAT “NO VEX”

[pepaboreno wa: 15.09.2023 rog. Crp.(Opoii): 8

1. UnenTudukanus Ha BelieCTBOTO/CMECTA U HA IPYKeCTBOTO/PeNPUsITHETO

1.1. UnenTH(rKaTOpU HA MPOTYKTA
Tvpeoscka nHaumenogamue : CUHTETUYEH MUEII] ITPETIAPAT “NO VEX”
3a JIOMAKHHCKH ChJIOBE

Jlpyeu naumenosanus: Teden nmpenapar 3a MUEHE Ha TOMAaKUHCKU ChI0BE
Xumuuro HaumeHosanue: Henpunoxumo

CAS Ne Henpunoxumo

ECNe Henpumoxumo

Hno.Ne Tpunoowcenue VI CLP - HenmpuiaoxXumo

1.2. Unentudunmupanu ynorpedu Ha BemeCTBOTO WJIM CMeCTa, KOUTO ca OT 3HAYEHHUE, U YIOTpeou,
KOHMTO He ce Mpenopb4yBar

Ynompeba (u): 3amacora ymorpeda, IIpenapar 3a MuieHe Ha ChJIOBE

Ynompebu, koumo ne ce npenopvusam.: Hsma

1.3. IlonpoOHN 1aHHM 32 NOCTABYMKA HA MHGOPMANMOHHUS JIMCT 3a 0e30IacHOCT
[IpousBoguren: WHAACH“ OO0
P BBJI'APUA, rp. Lllymen, Oym. ,,Puiiku mpoxox” 56
ten./(akc: +359 54 830 611; +359 54 861 163;
www.disi-ltd.com
e-mail:disi_ltd@abv.bg

1.4.TesiepoHen HOMep NPH CIIELIHM CJTY4aH :
HartronaneH TOKCHKOJIOTHYEH HH(POPMAIHOHEH IIEHTBD,
Mmuoronpoduiaa 60THATIIA 32 aKTUBHO JICUCHHE U CTIeTHa MeauiHa "I uporos”
Tenedon 3a criendu ciryyau / paxe +359 2 9154 409
E-mail: poison_centre@mail.orbitel.bg
http://www.pirogov.bg

| 2. Onucanye Ha ONMACHOCTHTE

2.1.Knacuunupane Ha BeLIeCTBOTO HJIM CMeCTa

Kiacugukanus B chorBercrBue ¢ Pernament 1272/2008 (CLP)

&

GHS05
Curnanza gyma: OnacHo.
Jpa3HeHe Ha KOkaTa,KaTeropus Ha ONacHOCT 2.
Cepro3HO yBpexJaHe Ha OUUTe, KATETOpHs Ha OMACcHOCT 1.
IpenynpexneHus 3a OnacHOCT:
H315 IpuunnsiBa qpa3sHeHe Ha Koxarta.
H318 IlpenusBukBa cepHo3HO YBPEXKIAHE HA OUHTE.
Heo0aronpusatuu edgekTH 3a Bb31elicTBHE BbPXY Y0BELIKOTO 31paBe U 0KOJIHATa cpea
[Ipenu3BrkBa qpa3HEeHe HA KOXKAaTa, CEPHO3HO YBPEXKAaHE Ha OUHUTE.
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2.2. EneMeHTH HA eTHKETA
Erukerupane B cborBercTBHe ¢ Periiament 1272/2008 (CLP)
[TukTorpama:

&

OmacHo.

[IpemynpexxneHus 3a OMacHOCT:

H315 IprunnsiBa npa3HeHe Ha KoxKarta.

H318 IpenmsBrkBa cepro3HO YBpEKIaHE HA OUHTE.

[Ipemnopbku 3a 6€30MaCHOCT:

P102 Jla ce cpxpaHsiBa u3BBH 0Ocera Ha Jiera.

P 264 Jla ce u3MusT phlIeTe CTAPATEIHO ClIeN yIoTpeda.

P305+P351+P338 TIPU KOHTAKT C OUUTE: IIpomuBaiitTe BHUMATEIHO C BOAA B MPOABIDKCHUE HA HSIKOJKO
MuHyTH. CBajieTe KOHTAKTHHUTE JICIIH, aK0 ¥Ma TAaKMBa M  JIOKOJIKOTO TOBa € BB3MOXHO. IIpommmkere c

HM3IUIAKBAHETO.
P310 Hezab6asHo ce obanere B LIEHTBP 10 TOKCUKOJIOT YA wiu Ha siekap.

2.3. Ipyru onacHOCTH

PBT wm vPvB: B chotBerctBue ¢ mpunokenue XIII ot Permament (EO) Ne1907/2006 u HeroBute
W3MEHEHUs, HE € YCTOIUMBO, He e Onoakymynupamio U He € TokcuuHo (PBT). Cmecta He chabpika BelecTBa
otroBapsu Ha kpurepuute 3a PBT mwnu vPvB > 0.1% cbrinacuo IIpunoxxenue XIII na Permament REACH.
CMecta He ChAbpIKa BEIIECTBA, KOUTO NPEAN3BHKBAT HApyIIaBaHe (PYHKIMUTE HA CHIOKPUHHATA CHCTEMA, B
CBhOTBETCTBHE ¢ KpuTepuute, onpenencuu B Jlenerupan Pernament (EC) 2017/2100 na Komucusita i PersameHt
(EC) 2018/605 na Komucusita B KOHIIEHTpanys, paBHa Wi mo-Bucoka ot 0,1 ternosen %.

| 3. CberaB/undopmanus 3a CbCTABKUTE

Crriaacno Persiamenr 1907/2006 cMecTa € MHOTOKOMIIOHEHTHA.
Jexiapupanu BellecTBa, KIacuUIIMPaHu KATO ONACHH B ChCTaBA HA CMecTa:

XUMHUYHO HAUMEHOBAHUE CAS Ne Ne EINECS Knacuduxariust Coabpxanue,
cer.Pernament 1272/2008 %
Linear Alkyl Benzene 68584-22-5 271-5289 Met. Corr. 1, H290 >=1.0-<10
Sulfonic Acid Skin Irrit. 2, H315
Eye Dam.1, H318
Acute Tox.4,H302
2-aminoethanol 141-43-5 205-483-3 Acute Tox.4, H332 >=1.0-<'5

Acute Tox.4, H312

Acute Tox.4, H302

Skin Corr.1B, H314
STOT SE3, H335

Sodium Alkyl Ethoxy 68891-38-3 500-234-8 Skin Irrit.2, H315 >=1.0-<5
Sulfate 70% Eye Dam.1, H318
Bronopol 52-51-7 200-143-0 Eye Dam.1, H318 <=0.05

Acute Tox.4, H302
Acute Tox.4, H312
Skin Irrit.2, H315
STOT SE3, H335
Aquatic Acute 1 H400
Aquatic Chronic H410

4. Mepku 3a mbpBa NOMOII

4.1.0nucanne Ha MepKHTe 32 MbPBa MOMOII]

IIpu BaumBane: Henpunoxumo

IIpu koHTAKT ¢ Ko:kaTa:  M3muii ¢ Boga. ChOaeun BCHUKHM M3LaNaHy ¢ IpenapaTa ApexH.

Ipu xoHTaKT € ounTe: [Ipommii He3a0aBHO ¢ OOMITHO KOJTMYECTBO TeUalla Bojia / B IpoIbiokeHre Ha 10 MuH/.

Hezabapno ce obanere 8 LIEHTBP I[10 TOKCUKOJIOI'MA nmm Ha nekap. [Tokaku eTrkeTa Ha MPOAYKTA.
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IIpu noruasmane: IIpomuit ycrara u reproro ¢ Boja. M3muih 1-2 uvamm Boma. I[loTepcu
MeIUIMHCKa noMoll. [Tokakn eTukera Ha NPOyKTa.

4.2.Haii-cbuiecTBeH! OCTPH M HACTHIBAIIM CJIel M3BECTeH NMEePUO] 0T BpeMe CUMITOMHU U eeKTH

Octpu peakuuu: He ca u3BectHm.

3a0aBeHU MOCIEANLIH: He ca uzBectHu.

4.3.Yka3zanue 3a HCOﬁXOIlI/lMOCTTﬂ OT BCAKAKBH HCOTJI0KHU MCIUIIUHCKH I'PHIKHA M CIICIHIUATHO JICYCHHE

5. IIpoTHBONIOKAPHHU MEPKH

5.1.I1oxkaporacuTte/IHU CpeICTBa

IMoaxoas M MOKaPOracUTeJHH CPeACTBA: BCHUKU CTaHAAPTHU CPEACTBA Ca MHOIXOASAIIN.
Henoaxoasimm mo:kaporacuteJHu cpeacTBa: He ca n3ecTHu.

5.2. Ocodenn onacHOCTH, KOUTO MPOU3THYAT OT BelIeCTBOTO HJIU CMECTa

IponykTu npu u3rapsine: He ca u3BecTHu.

5.3. CbBern 3a noxkapunkapure: He ca ussectHu.

6. Mepku npu aBapuiiHO U3NyCKaHe

6.1. JInuHu npeAnasHU MepKH, NPeINa3Hu CPeACTBa U NPoUelyPH NPU CIIELIHH CJy4Yau
PasmunenusT MaTepran MoKe J1a IPECTABIISIBA OIIACHOCT 10 OTHOLICHNE HA ITOIXTb3BaHE.
6.2. [Ipeana3uu MepKu 3a oNa3BaHe HA OKOJHATA cpeaa

He wn3xBBpisii B MIOBBPXHOCTHHUTE W MOATIOYBCHN BOMM.

6.3. MeToau 1 MaTepHaJIu 32 OrPAHUYABaHe U MOYHCTBaHe

OtcTpanu MexaHn4HO. M3Muii ocTaThka ¢ OOMITHO KOJIMYECTBO BOJIA.

6.4. [To3oBaBaHe Ha IPYyru pa3jeju

Bux pazngen 8 u 13.

7. PaGoTa u chbxpaHeHue

7.1. Illpexna3uu Mepku 3a 6e3omacHa padora

[Ipenmaznu mepku:

He ce m3uckBaT crienmaiiHu MEpKH 3a 0€30IMacHOCT, aKO Ce M3IO3Ba [0 MPeIHA3HAYCHUE.
ChbBeTH OTHOCHO 00IlIaTa XUTUEHA HAa TPYyJa: Hsma

7.2. YciioBus 3a 6e30IaCHO CbXPaHABaHE, BKJIIOYUTETHO HECHbBMECTUMOCTH

YcnoBus Ha CbXpaHEeHHe: Jla ce chxpaHsiBa Ha CyXo TpH Temrieparypa mexy 0 u 35°C.
Ja He ce u3mara Ha npsika CITbHYEBA CBETIIMHA.

HecwBmectrmu BemectBa/cmecu: Hsama uHbopmariys.

7.3. Cneuuduyna kpaiina ynorpeda

Hauyun Ha ynmorpeba: He ce m3uckBar crelmagHd MEpKH 3a O€30IacHOCT, aKo CMeCTa Ce H3ION3Ba I0
npenHazHadeHue. PaboTHa KoHIeHTpalys: 1g npenapar ce pa3teaps B 171 Boa.

8. KoHTposn nmpu ekcno3unusATa/IMYHNA NPEINa3Hu CPeACTBA.

8.1.IlapameTpu Ha KOHTPO.I
['pannunm croliHOoCcTH Ha mpodecroHaHa ekcro3unus: Hsma onpenenenn rpanwdnn croitHoctd (IT11K) BBB
BB3/IyXa Ha paOOTHOTO MSICTO 32 ChCTABKHUTE HA CMECTA.

8.2.KoHTpos Ha ekcno3UIMSL:

8.2.1.ITonxozs1 MHKeHepEeH KOHTPOIT:

Ha ce ocurypu eheKTHBHA BEHTUIIALMS HA BB3yXa HA PaOOTHOTO MSCTO.

8.2.2. lnauBrTyasHU MEPKH 32 3allliTa KaTo JINYHU MPE/Ia3Hu CPEICTBA TIPH IIPOMHUIILICHA ynoTpeda Ha CMecTa.
[NocouyennTe mpemma3Hyu MEPKU Ce OTHACSAT CaMo 3a IPOMUIIIICHA YIIOTpeOa Ha cMecTa/ He 3a JOMAKUHCKH IICITH /.

3amuTa Ha JUXATEeJIHUTE MHTHINA: He e neoOxomumo.

3amuTa Ha pbueTe: Jla ce n3Mnomn3Bar 3alTHA PHKaBUIM / KAydyKOBH, HEOIIPEHOBH /
NpU TPOIBIDKUTENIEH IUPEKTEH KOHTAKT C MPOIYKTa.

3aImmTa HA OYUTE/IULIETO: [a ce HOCSIT MOAXOSIIIH TUTHTHO TPHJIETTHAIY TPEA3HI OUnIIa.

3aimmTa HA KOKATA: Jla ce HoCH MTOJIXO/ISAII0 XMMHUYECKH YCTOHYMBO PabOTHO OOJIEKIIO.

8.2.3. KoHTpo:1 Ha eKCIio3uIusATa Ha OKOJTHATA Cpefia
[Ipu ronemu pasnuBu Aa ce yBEIOMSBAT KOMIIETEHTHUTE OPraHH.
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| 9. ®u3HYHM ¥ XUMHUYHH CBOICTBA

9.1. Undopmanust 0THOCHO OCHOBHUTE PU3NYHH M XUMMUYHH CBOHCTBA

BrpHiien Bum: bucrtpa Bucko3Ha Te4HOCT
Mupnuc: Cneuududer Ha TUMOH
pH Ha npoxykTa: 6.0-8.0

Touxka Ha ToreHe/ToUKa Ha 3aMpbh3BaHe Henpunoxumo

Touka Ha KUTICHE/MHTEPBAJl HA KUTICHE Henpunoxumo

Touka Ha 3anajBaHe Henpunoxumo

CkopocT Ha u3napsiBaHe Henpunoxumo
3ananuMocT (TBBPIO BELIECTBO, ra3) Henpunoxumo
JloyHa/ropHa rpaHMIIa Ha 3aMaJIMMOCT U €KCIUTO3HSI Henpunoxumo

Hansrane na napute Henpunoxumo
[IrpTHOCT Ha apure Henpunoxxumo
OTHOCHUTENTHA TIBTHOCT 1.01 —1.03 g/en®
PaztBopuMocT(1) Pa3tBOprM BBB BOJIa U ATKOXOJI
KoedunueHT Ha pasnpeenicHUe: N-OKTaHOJI/BOAA Henpunoxxumo
TemmnepaTypa Ha camo3ariajiBaHe Henpuinoxumo
Temmneparypa Ha pa3nagaHe Henpunoxumo
Buckosurer 1000—- 2200 mPa.s
Ekcnno3uBHU cBOHCTBA Henpunoxumo
Oxkcuaupaliiy CBOMCTBa Henpunoxxumo

9.2. ipyra undopmanus
Jpyru Gpu3HvHA WM XUMHYHH TAPAMETPU: Hsma

10. CraGuiaHocT U peaKTUBHOCT

10.1.PeakTuBHOCT He ca u3BecTHM npu NpaBUITHO U3MOJI3BaHE HA CMECTA.
10.2.XuMu4YHa CTAOUITHOCT CralwicH mpy HOPMAHH YCIOBUSL.

10.3. BB3MOKHOCT 32 ONIACHH PeaKIH He ca mBecTHr npy NpaBHITHO M3IIONI3BAHE HA CMECTA.
10.4.YcnoBusi, KOUTO TPSIOBA 1a ce U30SIrBAT He ca m3BecTHM Tpy NPaBHUITHO M3IIOJI3BaHE HA CMECTa.
10.5.HechrBMecTHMH MaTepHAIH He ca m3BectHu.

10.6.0OnacHu NpOAYKTH Ha pa3nagaHe He ca m3BecTHH TIpy PaBUITHO M3IMIOI3BAHE HAa CMECTA.

11. Tokcukosornuna uagopmamnus

11.1.Andopmanus 3a TOKCHKOJOTHIHUTE e(eKTH

He ca u3BbpiiBany M3cneaBaHNs 3a TOKCHKOJIOTUYHUTE €(DEKTH Ha MperapaTa.

IMocouenn ca JaHHM 32 TOKCHKOJIOTUYHKUTE €()eKTH Ha ChCTABKUTE HA IIperapara:

JIuHeiiHa aJku OeH3eH CyJI(OHOBA KHCEJHHA:

OcTpa TOKCHYHOCT:

H302: Bpenen npu normsiane. Oral LD50=650mg/kg (Rat)

Bb3MOKHH HAYMHU 32 IPOHMKBaHe: [{ornbliane ¥ KOHTAKT ¢ KOXKaTa.

- Ha kokaTa: Pa3soxnan Ha koxxaTa. He ce ouaksa ja ceHCHOMIM3Upa KoXkKata.

- Ha ouynTe: CHIIHO pa3skan 3a ounte. Mojke Ja mpeIu3BUKa ITOCTOSHHO YBPEXKIaHE Ha OYNTE U 3ary0a Ha
3pEHHUETO.

Banmsane: [Topaan HECKaTa JETIMBOCT Ha IIPENapaTa He C€ OYAKBa Ja € OnaceH npu BaumBaHxe. [Ipu HarpsBaHe
Moxe J1a 00pasyBsa napu, Mbria ot SO2

Horasmane:. Bpenen npu normbiiaHe.

HNudopmanust 0THOCHO cJIeABAIIUTE PYNH N0 TEHIHATHH NMOCJIACTBHSA: HIMA HAINYHA

JIONbJIHUT €JTHA TOKCHKOJIOTHYHA HHGOpMaNMs: HIMa HAIMYHA

MonoeraHonaMuu

OcTpa TOKCHYHOCT: LD50: 1515 mg/kg (mrex Mbxku 1 skerckn) (OECD Ykazanus 3a m3nursane 401)
BaumBane: LC50: > 1.3 mg/l (u1bX MBKKH ¥ skeHCKH; 6 h; apn)

Koxken: BpeneH nmpu KOHTaKT ¢ KOXKata.

Jpa3HeHe:

Ko:ka: Pesynrar: koposzuones edekt (3aek) (OECD Ykazanus 3a uznursane 404)

Ouun  Pesynrar: [IpennsBuksa cepnosno yBpexxaane Ha ounte. (3aek) (OECD Ykazanwus 3a msnutsane 405). _
Cencnonnnsanus: Pesynrart : He e u3BecTHO 1a MMa ceH3uTHpAaIl e(eKT IPH KOHTAKT C KOXKaTa.
TokcHYHOCT 3a onpe/e/1eHH LeJdeBH OPTraHu

EnHoxpartHo u3narane:
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BaumBane: sxenanute opranu: JluxaTteina cuctema
Moske 1a npeau3BHKa Ipa3HEeHe Ha IUXaTeTHUTE MbTUILA.
HexonkokpaTHO Bb31elcTBHE
3abenexka: CyOcTaHIUATA WM CMECTA He € Kilacu(HIMpaHa KaTo mopassBsaiia Clieu(pUIHO MICTO OT OPTaHHUTE,
MHOTOKpPaTHO M3JIaraHe.

JApyru TOKCUKOJOTUYHM CBOMCTBA

TOKCHYHOCT NPH MOBTAPSIIH Ce 1031

NOAEC :0,010 mg/l (ITnpx, Mbxku 1 sxeHckn) (4 Weeks; 5 nau/cenmuna) (OECD VYkazauus 3a nznursase 412)
NOEC : 0,150 mg/l (ITlnbx, MBXKH U sxeHCkH) (4 Weeks; 5 nan/cenmuna) (OECD Yka3anus 3a nsnursane 412)

Hatpuep naypus erepcyvadar

AES (ankun etep cyndar) ce abcopOupa B CTOMAITHO-UPEBHUS TPAKT MPH YOBEKA U ITHXOBETE M CE OTIENSI OCHOBHO Upe3
ypuHarta. JIbDKMHATa Ha eTOKCHIAaTHATa 4acT B Mousekynata AES miriexna, 9e nMa BaXKHO BB3/ICHCTBHE BBPXY
omoknHeTnkute Ha AES mpm xopata W mTpH  ITBXOBeTe. AJIKOXOJIHHUTE ETOKCHCYI(paTH C TMO-TBJITH
eTokcunatHu Bepuru (> 7.9 EO enuHumm) ce oTnessiT B NHO-rojsiMa 4yacT B u3npaxkHenwsita. Cien kato ce
abcopbupa, AES ce merabonusupa ot OeTa-mim oMera OKUCIICHUE.

IIpu BaAuBaHe:

BrumBaneTo Ha caMus MPOIYKT, HE € BEPOSITHO MOPAJAH BUCKO3UTETa U HACKO HAJISTaHE Ha MTAPHTE.

IIpn norasmane:

Ocrtpa opanna Tokcugnoct LD50: > 2000 mg/kg (turex, OECD 401) (Bien E, 1995)

TokCHYHOCT MPH MOBTAPSIINA ce 1032

Cy6xpornmuna NOAEL 3a cucteMHa TOKCUYHOCT € To-roJisiMo oT 300 mr / kr TenecHo terio / neH (ILrsx, opanHo
conma OMCP 408), pa3nuyHu U3CIeIBaHUS.

JIBe noxonenue TokcnaHocT: NOAEL 3a 3a penpoykTuBHOCT To-rojisiMa oT 300 MT / KT TeJIeCHO TerJio / JieH.
Toxkcnunoct 3a pazsutrero: NOAEL ot 1000 Mr / Kr TenecHo Terio / JeH.

IIpu KOHTAKT ¢ KOKaTa

Ocrtpa xoxxHa TokcnaHocT: LD50> 2 000 mr / (urex, OUCP 402, LAS) (Hofmann T & Jung R 1989a)
Pesynrar 3a eputema: 2.8 ot Mmakcumym 4 (24 48 7243) HanrbaHO 00paTHMU (3a€K 10Ty OKITy3UBEH / 0OpBCHAT)
OECD 404; Kreiling R (1996 1.).

Orok: 0,7 Ha Makc. 4 (24 48 72 1) HanrbaHO oOpatumu (R38).

IIpn koHTAKT ¢ ounTe

Cnopen Haynes G, 1984b

3aex OECD 405 octpo Bb3naJIeHHE Ha OYHTE / KOPO3HUS

Poroswuma: 0.5 or makcumym 4 (24 48 72 1) He ca HaITBJIHO OOpaTHMHU B paMKuTe Ha 72 daca. Upwuc:

0.4 ot makcumyM 2 (24 48 72 1) He ca HaTBJIHO OOpaTHMHU B paMKkuTe Ha 72 daca Kontonkrusara: 0.9

oT He moBede oT 3 (24 48 72 1) He ca HaITBJIHO 0OpaTHMHK B paMKuTe Ha 72 daca Xemosuc: 0.8 oT

MakcuMyM 4 (24 48 7243) He ca HaITbJIHO OOpaTHMU B paMKuTe Ha 72 yaca (R41).

OcTpa TOKCUYHOCT
Bpenen npu morTeIiane WK MIPH KOHTAKT C KOXKAaTa.

OpaiHo LD50 305 mg/kg (Rat) (OECD 401)
JepmanHo LD50 > 2 000 mg/kg / (Rat) (OECD 402)
Wnxanarusao  LC50/4 u. > 0.588mg/L (Rat)

Kopo3uBHoCT/Ipa3HeHe HA KOKATA

[Ipenu3BukBa Ipa3HEeHE HA KOXKaTa.

Cepno3Ho yBpeskIaHe Ha OYMTe/IpPa3HeHe Ha OUuTe

[Tpenn3BuKBa CeprO3HO YBpEKIaHE HA OUUTE.

CeHcnOnIM3anus HA TUXATETHUTE MHTUIA WIH KOXKATa

BB3 ocHOBa Ha HAJTMYHHUTE JAHHHU HE Ca W3ITBIHEHN KPUTEPUUTE 32 KIacu(puIIupaHe.
MyTareHHOCT Ha 3apOANIIHUT € KJIETKH

B®3 0CHOBA Ha HATMYHWUTE JAHHU HE Ca U3ITBJIIHCHU KPUTCPUUTE 38 KITACU(PUIIIPAHE.
Kanneporennocr

B®3 0cHOBA Ha HATTMYHWUTE JAHHU HE Ca U3ITBJIIHCHU KPUTCPUUTE 38 KITACU(PUIIIPAHE.
PenpoaykTHBHA TOKCMYHOCT

B®3 0cHOBa Ha HAJTMYHKUTE JAHHU HE Ca M3ITBIHCHU KPUTCPUUTE 32 KITaCUPUITUPAHE.
CTOO (cnenndpuyHa TOKCHIHOCT 32 ONpeaeSieHH OPraHu) — eTHOKPATHA eKCIO3H IS
Moske na mpean3BHUKa Ipa3HeHe Ha AUXATCITHUTE ITbTHIIA.

CTOO (cnenupuyHa TOKCHIHOCT 32 ONpe/aeSieHH OPraHu) — MOBTAPAIIA ce eKCTO3HITUSI
BB3 ocHOBa Ha HATMYHHUTE JAHHU HE Ca M3ITBIHEHU KPUTEPUUTE 32 KIacu(UIIUpaHe.
OnacHoCT npyu BAUIIBaHe

B®3 0CHOBA Ha HATTMYHWUTE JAHHU HE Ca U3ITBJIIHCHU KPUTCPUUTE 38 KIIACU(PUIIIPAHE.
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11.2.Wndopmanus 3a Ipyru ONacHOCTH
11.2.1 CroiicTBa, Hapymapamy GyHKIUHTE HA eHIOKPHHHATA CHCTEMA:
HeOnaronpusiTHH mocjeAunu 3a 3ApaBeTo, NPHYHHEHH OT CBOICTBa, HapymiaBamy (yHKIUHUTEe Ha
eH/IOKPMHHATA cucTeMa:
CMecTa HE ChIBPIKa BEIIECTBA, KOUTO MIPEIU3BUKBAT HapyIIaBaHe (QYHKIIMUTE HA EHAOKPHHHATA CHCTEMA, B
CBOTBETCTBHE C KpuTepuuTte, onpeneneny B Jlenerupan Pernament (EC) 2017/2100 na Komucusra nnu Permament
(EC) 2018/605 na KomucusTa B KOHIIEHTpAIH, paBHA WK TT0-BHcOKa oT 0,1 Teriosen %.
11.2.2 Ipyra undopmausi
CuMIITOMH, CBBP3aHU C (PU3UIHATE, XUMHUYHHUTE M TOKCHKOJIOTHIHHUTE XapaKTEPUCTHKH, 3a MoBede HHPOpMAIIHS,
BUXKTeE pazjen 4.

12. Exogornyna nagopmanusi

He ca m3BbpmIBany n3cneaBaHus 3a eKONOrMYHHUTE edexTr Ha mperapara. [TocoueHa e ekonormdHara nH(GoOpManus 3a
CBCTABKHUTE HA IPeTapara:

JInHeiiHa aJkua_OeH3eH cya(oHOBA KHCEJIMHA:

JlonbiHUTeIHA HH(OPMaNUA 32 OKOJIHATA Cpefia:

- O0mm ykasanus: /[a He ce fonmycka monajgaHeTo Ha NMpenapara B NOANOYBeHU BOH, BOAHHU OaceilHU 1
rpajcKaTa BOAONPEHOCHA Mpexka U KaHAJIH3alus.

I'spBuuHO OMopasrpaxane: >90%(OECD screening test (sodium salt)). BemecTBoTO M3MBIHSBA HEOOXOAUMHUTE
MHUHUMAaJTHN H3UCKBaHU 32 OMOparpaguMocT.

Exotokcnunoct: 2.49 mr O2/mr

IMoaBUIKHOCT -HSIMA HATTMIHN JaHHA

IMoTenunan 3a GMOHATPYNBaHe - HIMa HAINYHU JaHHN

MoHoeTaHOJAMMH

TokcnaHOCT

Komnonenr: Eranonamun CAS Homep 141-43-5

OcTpa TOKCHYHOCT

Puda LC50: 349 mg/l (Cyprinus carpio (Illapan); 96 h) (momycratuuen tect)

ToxcuueH 3a fadHA U IPyTrH BOAHM 6e3rpbOHAYHM

EC50: 65 mg/l (Daphnia magna; 48 h) (cTarndeH Tecr)

Bonpopacan

NOEC: 1 mg/l (Pseudokirchneriella subcapitata (3enenn Bonopacin); 72 h) (OECD VYka3zanue 3a tectBane 201)
Bakrepus

EC10: > 1000 mg/1 (bakrepus; 30 min) (OECD Yka3anue 3a TectBane 209)

YcroitunBocT 1 pazrpaauMoct

IIpoabizKUTeTHOCT

Pesynrat : Hama nagopmanmst

CrnocodHOCT 3a OHopasrpakiaHe.

Pesynrat: > 90 % (aepoben; AktuBupana yraiika; Bpeme na excriozunus:21d)(OECD Ykazanue 3a TectBane 301A)
JlecHo Guopasrpagumo.

Buoakymysmmpaina cnocooHocT

Buoakymyaupane: Hama nndopmanus

IIpeHocumocT B mouBaTa

MMoasu:kHOCT: Hama nadopmanus

Pe3syarartu ot ouenkara Ha PBT u vPvB

PesynTat: ToBa BemiecTBO He € OTPEISNIEHO KaTO YCTOWYNBO,0n0akymynupanto uiu Tokcuaao (PBT). Tosa
BEILIECTBO HE € OIPEJIEJICHO KATO MHOT'O YCTOWYHMBO U MHOTO Onoakymyiupanio (VPvB).

Jpyru HeOnaronpusaTHH edeKTH

JlonbJHNUTe/IHA eKOJT0THYHA HH(popManus

Pesynrat: He oTMuBaiite B HOBBPXHOCTHH BOJIM MIIM B OTXO/IHATA KAHAIN3ALHS.

He nonyckaiite mpoHUKBaHE B TIOYBATA.

HartpueB 1aypuj erep CVJ'[(_haT

Ocha TOKCHYIHOCT

Edexr KosmmuectBo Bpeme Ha excniozunust Bun Meton Pe3yarar mg/l

Acute Fisch Tox  LC50 96 h Brachidanio Rerio OECD 203 7.1

Acute Daphnia Tox EC50 48 h Daphnia Magna OECD 203 7.4 (AD)

Acute Algae Tox EC50 72h Scenedesmus subspicatus ~ OECD 201 27 (AI)
NOEC 0.955AI)

Micro-org tox EC10 16 h Pseudomonas Putida DIN 38412 ¢ >10000 (AI)
EC50 * >10000 (AI)
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TOKCHYHOCT C IBJATOTPaeH ePeKT

Bpeme Ha excrio3uuust Bun Meton Pesyarar (mg/l)
Fisch Tox 45 n Pimephales Promelas BruBane B npsicHa BoJa NOEC : I mg/L
OECD 203 = OECD 210, 215 EC10: 0.98 mg/L
Daphnia Tox 21 n Daphnia Magna OECD 211 NOEC : 0.27 mg/L
IIpennonaraemara konnenTpanus 6e3 Bp3aeiicreue (PNEC)
Bona
[psicna Boza 0.24 mg/1
Mopcka Boza 0.024 mg/1
VYraiika
[IpscHa Boa 5.45 mg/kg dw
Mopcka Boga 0.545 mg/kg dw
ITousa 0.946 mg/kg dw
IIpeuncrBaTenHa cTaHIUA 10 g/l
YceToH4YMBOCT H Pa3rpaguMocT
AOMOTHYHO

BerectBoTo € siecHo 6nopasrpaarmo. OCBeH TOBa, JIUICATa Ha YyCTAHOBEHA XUAPOIU3HNpaHa XUMHYECKa IPyIIa B

CTpYKTypara [oKa3Ba, 4e XupoJin3a v poTosn3a ca MHOTO MaJIKO BEPOSITHO Aa ObJIaT IbTHIIA HA SITMMHHUPAHE.

Buopa3spymaBane

Boaa

BemiectBoTo € tecHo Ouopasrpaaumo. Hskonko pesyarara OT TECTOBETE ca Ha pa3noI0kKEeHUE, TOKA3BalllH JIeCHA

OHropasrpaauMocCT.

Ipumep: OECD 301D Tect 3aTtBopena kosba: 77-79 % cnen 28 muu (02 xoncymarwms criopen beprep (1996a)

Yraiikn

Honyxusot (DT50): 2.6 yaca BeB Bona (Federle TW & Nuck BA (1994a).

BerectBoTO € siecHO O6MOpa3rpaauMo B yTalKuTe.

IHouBn

B crotBerctBre ¢ Unen 2 or REACH Anekc [X, u3nurBane 3a OnopasrpaxaaHe B II0YBaTa He € HEOOXOAUMO JIa ce
MPOBEXK/IA Thil KATO BEIIECTBOTO € JIECHO OHOpa3rpaanmo.

Bpononon

ToxcnuHocT

AKBaTHYHA TOKCHYHOCT:

EC50/72u. 0.068 mg/L (Anabaena flos aqua) (OECD 201)
ECS50 /48 4. (crarmano) 1.04 mg/L  (Daphnia Magna) (OECD 202) LC50 /
96 4. (IMHAMHYHO) 3.00 mg/L  (Oncorhynchus mykiss) (OECD 203)
NOEC/21d 0.06 mg/L  (Daphnia Magna) (OECD 211)
NOEC/28d 2.61 mg/L  (Oncorhynchus mykiss) (OECD 210)
NOEC/ 72 u. 0.0025 mg/L  (4Anabaena flos aqua) (OECD 201)
Onenka:

CHIIHO TOKCHYEH 3a BOJAHUTC OpraHn3Mu.
CHIIHO TOKCHYEH 3a BOAHUTC OpraHu3MHy, C AbJrOTpacH e(l)eI(T.

YcroiftunBocT M pa3rpaauMocT

CrereH Ha eTTMMIHALIS:

BuonorunuHo pasrpaxnane

OECD 301 B CO2-Evolution >70 % (fanghi attivi) (OECD 301 B (mod.-Sturm-Test ))
OECD 314 Simulation Tests Biodegradation 63.5 % (-) (OECD 214)

Buoakymyimpama cnocodHoCT
Buoakymyaupane

IToBeneHue B moJieTa Ha OKOJHATA Cpefa:
Ouenka: He ce xoHUeHTpHpa B OpraHusMa.

IIpeHocumocT B mouBaTa
Hsima HaNu4HY APYTU BaXKHU CBEJICHHS

Pesyararu ot onenkara Ha PBT n vPvB

ToBa BEIIECTBO HE € ONpeNeNIeHO KaTo YCTONIMBO,0MoakyMyupanto win TokcuaHo (PBT).
ToBa BeIIeCTBO HE € ONpeNeNieHO KaTo MHOTO YCTOHYMBO M MHOTO Oroakymymmpamio (VPvB).
Jpyru HebaronpuatHu edekTH

He ce ouakBat npyru HeGnaronpusaTHA epekTH BEPXY OKOJHATA CPEena.

CpoiicTBa, HapymaBamy ()yHKIMATE HA €HIOKPHHHATA CHCTeMa

HeOsaronpusiTHH NOC/IeIUIM 32 OKOJHATA Cpelda, NPUYMHEHH OT CBOICTBA, HApyImIaBalmM (yHKIUHUTEe HA
CHIOKPMHHATA CHCTeMa:

CmMecra He ChIbpiKa BELIECTBA, KOUTO NPEIU3BUKBAT HapyllaBaHe (QyHKIMHUTE HA CHAOKPUHHATA CHCTEMa, B
CBOTBETCTBHUE ¢ Kputepuute, onpeaencau B Jenerupan Pernament (EC) 2017/2100 na Komucusra wiu Pernament

(EC) 2018/605 na KomucusTa B KOHIICHTpAIUS, paBHA WK T0-Brcoka oT 0,1 TeriioBeH %. Crp7or8
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|13.06e3Bpem)1aHe HA OTHAXBIMTE

13.1.MeToau 3a TpeTHpaHe HA OTHAXbIM
ChIIIacHO JTBhpKaBHUTE M MECTHH Pa3Niopei0r 3a TPETUPAHE Ha OTIAIBITUTE.

OTnagbIy OT ONIAKOBKH/KOHTEHHEPH: Otmagpiiire  OT  MOTPEOWTENICKA  OMAKOBKM MoraT Jna Objaar
U3XBBPJIIHA B KOHTCHHEPHTE 32 OTHaAbI. JJOMAKHHCKUATE Pa3TBOPH MOTAT J1a ObJaT M3XBBPJISHU B KAHATM3AIIHSITA.
Tperupane Ha OTIAIBIIH: [Tpou3BOAUTEIST TPETHUPA TOIEMUTE KOITMYECTBA [IPA3HH WK Ie(HEKTHH

OIIAKOBKH, CTIa3BaliKy HApen0aTa 3a YHUINIOKABAHE HA OTIaabluTe. VHIyCTpHAIHUTE OTIAIHHA BOIH, ChIBPIKAIIH
MPOJIYKTA, C€ TPETUPAT ChITIACHO MECTHUTE Pa3IopeI0H.

| 14. Uudopmanusi 0THOCHO TPAHCIIOPTHPAHETO |

T'otoBaTa cMec He IpEacTaBsiBa OIMACHOCT IPH TPAHCIIOPTUPAHE.

Homep no cnucbka na OOH Henpunoxum
To4HOTO Ha HAUMEHOBAHNE HA MPATKATA 110 CHCHKA Ha 0
OOH Kiiac(oBe) Ha OaCHOCT NP TPAHCIIOPTHPAaHe Henpunoxum
OnakoBb4Ha rpyna 0
OnacHOCTH 32 OKOJIHATA cpela Henpmoxum
CnenmaiaHu npeanasHu MepKu 3a noTpeduTemMre 0
TpaHcnopTUpaHe B HACUITHO ChCTOSIHHE Henpunoxum
cbrJ1. npuioxkenue I or MARPOL 73/78 n Kopexe IBC 0

| 15 Undopmaimsi OTHOCHO HOPMATHBHATA ypenoa

15.1.Cneunuynn 32  BelIeCTBOTO WJIM CMeCTa HOPMATHMBHA Ypena0a/3aKOHOJATEICTBO OTHOCHO
0e301aCHOCTTA, 3[PABETO H OKOJIHATA cpeAa

Bcenukn xomnonentu ca ceriacHo cnmcbka Ha EINECS w/mmm ELINCS na EC. Tasum cmec e wiacuduimpana
CBIIACHO KpUTEpHUTE 3a oracHOCT Ha Pernament 1272/2008 (CLP).

Etuxerupane B crotBetcTBHE ¢ Permament 1272/2008 (CLP).

Bk Paznen 2 oTHOCHO KTaCH(UIMPAHETO U €TUKETHPAHETO HA CMECTA.

15.2.0ueHKa Ha 6€30MACHOCT HA XHMHYHO BEIIeCTBO HJIM CMeC
Hee M3BBpPIIBAHA OIICHKA HA 0€30I1aCHOCT Ha CMECTA.

| 16.Apyra undopmanys
HNudopmanus 3a M3TOYHMIMTE HA [AHHHW, W3MOJ3BAHM NPH ChCTaBAHe HAa HWH(OPMALMOHHMSA JHCT 3a
oe3onacHoct: MJIb e m3rotBen B chotBeTcTBUE ¢ Permament (EOQ) Ne 1907/2006 na EBpormeiickust mapiaMeHT U Ha
ChbBeTa OTHOCHO pETHCTpaIyATa, OIEHKaTa, pa3pelnaBaHeTo M orpanndaBaneTo Ha xumukamu (REACH), ¢ HeroBoto
m3meHenue Pernament (EC) 2020/878 u Permament (EO) 1272/2008 (CLP) .
Tosu WJIb e w3rotBeH Ha 0aza wWHpOpPMAIMATA, TPENOCTaBEHA OT (UPMHTE — JOCTABUMIM HA CYPOBHHH.
Knacudukanmsra Ha TIpoayKTa € M3BbPILIEHA 110 M3YMCIMTENHUS METO]| 1ocodyeH B wieH 9 ot Pernament (EO)
1272/2008 (CLP).
YnbrBaHus 3a o0yueHue:
Nudopmupaiite nepcoHana 3a npernopbyaHUTe HAYMHN Ha ynoTpeda, 3a/Ib/DKUTEITHOTO 3alIUTHO 000pY/IBaHe, MEPKUTE
3a OKa3BaHE Ha ITbPBA NOMOII ¥ 3a0paHeHUTE HAUYMHH 32 YIIOTpeOa Ha POIYKTa.
II'byauAT Texer Ha H-npuitoskeHusiTa ce oTHacs 3a 1.3
H290 Moxe na Ob11e KOpO3UBHO 33 METAIUTE.
H302 Bpenen rnpu rmorireIaHe.
H312 BpeneH rpu KOHTaKT ¢ KOYKaTa.
H314 [MpuauHsBa TEXKHM U3TapsTHUS Ha KOYKaTa U CEPHO3HO YBPEKIaHEe HAa OUHUTE.
H315 [puunnsBa qpa3HeHe Ha KoXkaTa.
H318 IlpenusBrkBa cepHO3HO YBpPEXKIAHE HA OUMTE.

H332 Bpenen npu BauIlIBaHe.

H335 Moxe 1a npenu3BUKa pa3HEHe HA JUXATETHUTE TBTUILA.
IIpepaGoreno n3nanue: 3amenst m3aanue ot 05.10.2018 rox.
M3Bbpmiena npoMsina: IIpectpyxrypupane u gonbisane Ha NJIb.

Hacrosmmusit  mHpOpManmoHeH JIMCT 3a  Oe30MacHOCT € TpeaHasHadeH 3a Oe3omacHa paboTa, W3ION3BAHE,
00paboTKa,ChXpaHeHHe, TPAHCIOPTUPAHE U OOC3BPOKIAHE W CE TPEHOCTaBs C OIJIeJ  Cla3BaHE HA JICHCTBAIIUTE
HOpPMATHBHH JIOKyMEHTH. He mpencTaBisiBa TBBPICHHE, Y€ CMECTa € OMAaCHO, KOraTto Ce M3IMOJI3Ba M0 MPEIHA3HAYCHIC
U B CHOTBETCTBHE C MpPEIIUCAHITE MaHHITYJIAlMOHHH mporeaypu. MHbopmarmsita ce 0THACs 3a OMUCaHATa TYK CMeC U
HE Ce OTHACs 32 yIoTpeOa B KOMOMHAIIMS C IPYTH BEIECTBA HITH CMECH.

WIACH” OOJ] He moema OTrOBOPHOCT 3a IIETH BBPXY KAaKBOTO M Ja OWMJIO WMYIIECTBO, MPOW3THUYAIIN OT
HEPaBIIHA yIOTpeda Ha KOHTPOJIpaHATa CMeC.
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