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PA3[OEN 1: UneHTudukauma Ha BewecTBOTO/CMECTa U Ha ApYy)XecTBOoTOo/NpeanpusaTUeTo

1.1 UpeHTndbmkaTop Ha npoaykta
- TbproBcko HaumeHoBaHue: DPD No. 3
- Homep Ha apTtukyna: 00511081, 511080BT, 511081BT, 511082BT, 511540BT, 00511549BT, 00511089BT, 56 T001350

- 1.2 UpeHTMdMuMpaHu ynoTpebu Ha BewwecTBOTO UNU CMECTa, KOUTO ca OT 3Ha4YeHue, U ynoTpedu, KOUTO He ce
npenopbuBaT

- MpunoxeHue Ha BewecTBOTO / Ha NPUroTOBINeHNETO PeareHT 3a aHanv3 Ha Boaara
1.3 Noapo6HM AaHHKM 3a AOCTaBYMUKA HA MH(POPMALMOHHUA NUCT 3a 6e3onacHocCT

- MpounsBoguTen/gocraBYmK:

Tintometer GmbH

Schleefstrafle 8-12

44287 Dortmund phone: +49 (0)231 94510-0
Made in Germany e-mail: sales@lovibond.com

www.lovibond.com

The Tintometer Limited
Lovibond®House

Sun Rise Way

Amesbury

Wiltshire SP4 7GR phone : +44 1980 664800
United Kingdom e-mail: SDS@)]ovibond.uk

- NaBawo uHdopmaumsa HanpaBneHue:
En. nowa: sds@lovibond.com
Otpen ,BesonacHocT Ha npogykTuTe®

- 1.4 TenechoHeH HOMep NpU CNeLHU cryYau:
+359 2 9154 233 (National Toxicology Center)
unm
+44 1235 239670
E3numn: aHrnunckm n 6bnrapcku

PA3OEN 2: OnucaHue Ha onacHOCTUTe

- 2.1 KnacudcgpmumpaHe Ha BeleCcTBOTO UMK CMecTa

- Knacudmkauusa B cborBeTcTBUe ¢ PernameHT (EO) Ne 1272/2008

@ GHSO08 onacHocT 3a 3gpaBeTo

STOT RE 1 H372 YBpexaa wmToBMAHATA Xres3a nNpy NPoAbimKMTENHA UK NoBTapswa ce ekcno3uums. MbT Ha ekcnosnums:
rbnTaHe.

- 2.2 EnemMeHTU Ha eTuKeTa

- ETukeTupaHe B cboTBeTcTBME ¢ PernameHT (EO) Ne 1272/2008
MpenapaTbT e knacudnumpaH 1 eTUKMpaH Cnopea perrnameHTa OTHOCHO KnacuduumpaHeTo, eTUKMPaHeTo 1 ONakoBaHETO
(CLP).

* MukTorpamm 3a onacHocTt

%

GHSO08

- CurHanHa gyma OnacHo
. Onpe,qenﬂu.wl OnacHOCTTa KOMMOHEHTU 3a eTUKeTupaHe:
potassium iodide
(NpoabmKkeHWe Ha cTp.2)
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- MpepynpexaeHus 3a onacHocT
H372 YBpexga wutoBugHaTa xresa npu npogb/PKUTENHA UNu NoBTapsillia ce ekcnosuuus. MNbT Ha ekcno3nums: rerTaHe.
- Mpenopbku 3a 6e3onacHocT
P264 [la ce namume pbLeTe cTapaTernHo cneq ynotpeba.
P314 lNpwn HepasnonoxeHne NOTbPCETE MEAULNHCKM CbBET/MOMOLL,.

- 2.3 Opyrn onacHocTun
OcCHOBHWTE MbTULLA Ha NpMEMaHe Ha Kanues oaua ca: BAMLLIBaHE Ha Npax M aepo30nv Ha pa3TBopa, KakTo 1 nepopariHo
normbLyaHe.

- Pesyntatu ot oueHkaTta Ha PBT u vPvB
Tasun cMec He Ccbabpxa BELLECTBa, KOUTO Ca OLEHEHM KaTo yCcTonumnBK, GuoHaTpynsaLLm u TokcnyHu (PBT) nnu Bucoko
YCTOM4YMBM 1 BUCOKO Guoakymynupaiim (VPvB), B CboTBETCTBME C KpuUTEPMUTE, NocoveHn B MpunoxeHue Ne XlIl Ha pernameHTa
REACH.

- OnpenensHeTo Ha CBOMCTBATa, HapyLwaBaLwy yHKLUMUTEe Ha eHAOKPUHHATa cucTema
MpoaykTbT He CbAbpxa BellecTBa CbC CBOMCTBA, pa3pyLuaBalyy eHAOKpUHHATa cuctema.

PA3[EN 3: CbcraB/MHpOopMaLma 3a CbCTaBKUTE

- 3.2 Cmecu
- OnucaHume: CMecC OT HEOPraHNYHN CbEAMHEHNSI.

- OnacHu cbCTaBHU BelwecTBa:

CAS: 7681-11-0 potassium iodide & STOT RE 1, H372 10-20%
EINECS: 231-659-4
Reg.nr.: 01-2119966161-40-XXXX

- onbnHUTENHN YKa3aHus: CDopmynMpOBKaTa Ha U3INOXEeHUTEe yKa3aHuA 3a ©e3onacHoCT aa ce B3eMe oT [nasa 16.

PA3[EN 4: Mepku 3a nbpBa NnoMoLy

4.1 OnucaHne Ha MepKUTe 3a NbpBa NOMoOLY,
- O6wWwM yka3zaHuA: 3ambpceHo C NpoayKTa obnekrno Aa ce oTcTpaHsiBa He3abaBHO
- Cnep BauwBaHe: NogaBaHe Ha YUCT Bb3ayX, MpU onnakeaHust obpbluaHe KbM fekap.
- Cnep KOHTAKT € KoxaTta: He3abaBHO n3MumBaHe € Boga v canyH 1 0OMITHO U3nnakBaHe.
- Cnepa KOHTaKT c ounTe:
M3nnakBaHe Ha o4MTe MPU OTBOPEHU Krenayum ¢ Tevalla Boga B NPOALIMKEHNE HA HAKONKO MUHYTU. Mpu npoagbiikaBallm
OnIlakBaHWsi KOHCYITUPaHE C fekap.
- Cnep nornbluaHe:
MannakeaHe Ha ycTaTta u crnej ToBa U3nMBaHe Ha OBUITHO KONM4YecTBO BoAa.
Mpu onnakBaHWsa Aa ce KOHCynTupa nekap.
- 4.2 Han-cblyecTBeHM OCTPU U HacTbNBALUM crieql U3BECTEH Nepuoa oT BpemMe CUMNTOMU U echeKTn
OpasHeHe
cnep nornbllaHe 1 BOULLBaHe:
abcopbupaHe
cnep abcopbupaHe Ha ronemm Konu4yecTea:
XKaxpa
[apeHe
noBpbLLaHe
anapws
cTomallHa bonka
NOoHWXaBaHe Ha KPbBHOTO HansiraHe
CbpAeYHO-CbA0BU 3abonsiBaHNst
cnaboct
maBobonue
HapyLUeHe Ha enekTponuTHUst 6anaHc
- OnacHocTun
OnacHoCT OT HapyLLEHUS! HA CbpPAEYHUS PUTHM.
OnacHOCT OT HapyLLEeHMs Ha AWULIAHETO.
- 4.3 YKa3aHue 3a He06Xo0AMMOCTTa OT BCSAKAKBM HEOTNOXHU MEOULIMHCKU FPUXU U CMeLuanHo fieyeHue
A6copbums: B cnyvan Ha CBPbXYYBCTBUTENHOCT KbM 04, AOPW Cref OTHOCUTENHO HUCKM [03U, Bb3MOXHM OCTPU

pecnnpaTopHu U CbpAEYHO -CbA0BU HAPYLUEHMS (BEPOATHO LUOK), peakummn Ha koxata u nurasmuute. (GESTIS)
(npoabmkeHne Ha cTp.3)
BG —
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CumnTomMuTe Ha OTpaBAHe MoraT fa ce NoABAT YakK crnen HAKOJIKO Yaca.

PA3LEI 5: NMpoTnBonoXxapHn MepKu

- 5.1 CpepncTBa 3a raceHe Ha noxap
- Moaxoasawm racawm cpeactea: CbobpassBaHe Ha MepKUTE 3a MOTyLIABaHE Ha noXxapa ¢ OKofHaTa cpeaa.
- 5.2 OcobeHn onacHOCTW, KOMTO NPOM3TUYAT OT BELECTBOTO UNu cMecTa
MpoayKkTbT € Heropum.
Mpu 3arpsiBaHe unu B cryyainm Ha noXxap Bb3MOXHO 0Opa3yBaHe Ha OTPOBHU ra3oBe.
Mpwn noxap morat Aa 6baaTt oTAeNeHun:
Xnoposogopog (HCI)
dvikanves okcup
Woposoaopog (HJ)
- 5.3 CbBeTH 3a NoXapHUKapuTe
- CneumarnHu 3alWwmTHU cpeacTBa:
HoceHe Ha He3aBUCUM OT OKOSHUSI Bb3ayX pecnupaTtop.
[a ce Hocu 3aLMTEH KOMOUHE30H 3a LIANOCTHa 3alluTa.
- Opyru paHHu
3ambpceHaTta Boaa OT raceHeTo Aa ce cbbupa oTAenHo, He 6mBa Aa nonaga B kaHanusauusaTa.
OcTaTtbuunTe crieq noxapa u 3aMmbpceHaTta BoAa OT raceHeTo cneasa Aa 6baart oTCTpaHeHn B CbOTBETCTBME C NpeanucaHnsita.
Mpun obukHOBEH NOXap MoraT Aa ce 0CBOOOAAT ONacHU U3napeHust.

PA3[EJ 6: Mepku npyn aBapMnHO U3nycKaHe

- 6.1 IluuHu npeanasHu Mepku, NpeanasHu cpeacTBa v Npoueaypy Npu CheLwwHu cryvyau
- UHCTpYKUMM 3a nepcoHars, KOUTO He OTroBapsi 3a CNeLHU cny4vau:
HoceHe Ha 3awuTHM cpencTea. HesawmTeHu nuua aa He ce gonyckar.
OcurypsiBaHe Ha OCTaTbYHO NPOBETPEHNE.
* MIHCTpyKuuM 3a nuuarta, OTTOBOPHU 3a cnelwuHu cryyau: [NpeanasHu cpeactsa: BuxTe pasgen 8.

- 6.2 Npepna3Hn Mepku 3a onasBaHe Ha okonHaTta cpepa: [la He ce fonycka nonagaHeTo B kaHanusauusita unv BbB BOAM.
- 6.3 MeToau n matepuanm 3a orpaHv4yaBaHe U NOYUCTBaHe:

[la ce ocurypm 4ocTaTbyHO NPOBETPEHNE.

MexaHu4Ho cbbupaHe.

3aMbpceHnsT maTepuan ga ce OTCTpaHM KaTo oTnaabk no Tovka 13.
- 6.4 Mo3oBaBaHe Ha Apyru pasgenu

3a nHdopmaumsa 3a NMYHUTE NpeanasHN cpeacTea BUX rnasa 8.

3a nHdopmaums 3a oTCTpaHsABaHeTo BUX rnasa 13.

PA3[EN 7: O6paboTka U cCbXxpaHeHue

- 7.1 NMpepna3Hu Mepku 3a 6e3onacHa paboTta
- Yka3aHusA 3a 6e3onacHa pa6oTa: [pu o6pasyBaHe Ha npax npeaBmxaaHe Ha acnupauust.
- XUrMeHHU Mepku:

He3abaBHo cBaneTe LsAnNoTo 3aMbpceHo 0bekno.

Mpeau nounBKkUTE M NpY NpUKNoYBaHe Ha paboTa pbLeTe Aa ce M3MUBAT.

[a He ce sige, nne Unm Nywn npu ynotpeba Ha npoaykra.

- 7.2 YcnoBus 3a 6e3onacHoO CbXpaHsiBaHe, BKNIOUYUTENTHO HeCbBMECTUMOCTH
- UanckBaHMs KbM CKNafoBUTe NOMeLLEHUA 1 pesepBoapuTe: [la ce CbxpaHsiBa Ha XnagHo MSACTO.
- YkazaHusi Npy oGO0 CbXpaHeHue:
[la He ce cbxpaHsiBa 3aeHO C KUCEMUHW.
[la ce cbxpaHsiBa OTAENHO OT OKUCHSIBALLM cpeacTBa.
- lpyr1 AaHHN OTHOCHO YCIoBUATa B CKnagoBeTe:
[a ce nasu noa Koy Uy AOCTBMNHO CaMo 3a KOMMNETEHTHM Nvua unu Jenctealim no TAXHO nopbyeHue nuua.
[a ce nasu OT TONNMHA 1 NPEKN CITbHYEBU NTbYM.
[la ce cbxpaHsBa B oGpe 3aTBOPEHW Bapenu Ha XNagHo M Cyxo MSICTO.
[la ce naau oT Bb3AENCTBUETO Ha CBETNMHATA.
[a ce nasu oT Bb3AyLIHA BRara 1 Boaa.
MpoayKTbT € XMIPOCKOMUYEH.

- MpenoptbyBaHa Temnepartypa Ha cbxpaHeHue: 20°C +/- 5°C
(npoabmkeHue Ha cTp.4)
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- 7.3 CneundwmuHa(n) kpanHa(mn) ynotpeba(n) Hama HannyHu pyrv BaXKHU CBeAEHUSI.

PA3[EJ 8: KoHTpon Ha ekcno3MumaTa/nM4YHU npeanasHU cpeacTea

- 8.1 MapameTpu Ha KOHTpON
- CbCTaBHM YacTu CbC CBbpP3aHu ¢ paboTHUTE MecTa, nognexawy Ha cnegeHe rpaHUYHU CTOMHOCTU:
CAS: 7447-40-7 potassium chloride
C (BG) | paHW4HKM cToHocTH 8 Yaca: 5,0 mr/m’
CAS: 7681-11-0 potassium iodide
C (BG) | paHW4HKM cToHocTH 8 Yaca: 5,0 mr/m’
- UHdopmauusa oTHocHO HopmaTuBHaTta ypen6a 'C (BG): [bpxaBeH BeCcTHUK, Opoii: 47, 04.06.2021 r.

- DNEL-cTorHOCTH
M3umcneHo H1Bo 6e3 edbekt (FNEL)

CAS: 7681-11-0 potassium iodide

OpanHo DNEL | 0,01 mr/kr /bw/d (Consumer / acute / systemic effects)
0,01 mr/kr /bw/d (Consumer / long-term / systemic effects)
HepmanHo DNEL |1 mr/kr /bw/d (Worker / long-term /systemic effects)

1 mr/kr /bw/d (Consumer / long-term / systemic effects)
MuxanatusHo | DNEL | 0,07 mr/m® (Worker / long-term /systemic effects)

0,035 mr/m® (Consumer / long-term / systemic effects)

- PNEC-cTonHOCTM
MpenBuaeHa koHueHTpaumsa 6e3 edpekt (PNEC)

CAS: 7681-11-0 potassium iodide

PNEC | 0,007 mr/n (Fresh water)

PNEC | 0,075 mr/kr (Aquatic intermittent release)
0,007 wmr/kr /sediment (Fresh water sediment)

- DonbnHUTEeNHU yKasaHusa: Kato ocHoBa cnyxuxa BanuaHuTe npy CbCTaBsHETO NUCTHU.
- 8.2 KoHTpon Ha ekcno3numnaTa

* UHXKeHepHU mMepKu:
Ha TexHuyeckute Mepku n nogxoaswmte paboTHu npouecn Tpsibea Aa ce Aade NPeauMCTBO Npef U3MNon3BaHeTo Ha fIMYHU
npeanasHu cpeacTsa.
Buxre T.7.

- UngnBuAayanHu Mepku 3a 3aliMTa, KaTo Hanpumep NMYHU NpeanasHu cpeacTBa
3awmTHOTO 06nekno TpsAbea fa ce n3bepe crnopes paboTHO MSCTO, B 3aBUCMMOCT OT paboTaTa, KakTo U OT KOHLIEHTpaumsaTa u
KONMMYECTBOTO Ha OMacHOTO BELLECTBO.
- 3awuTa Ha ouuTe/nuueTo
3awmTHM oumnna
[a ce 13non3ea cpeLly nocneanuy oT uanapeHusi / npax
M3nonasanTte npeanasHu o4nna, KoMTo ca TECTBaHM U 04006peHN B CbOTBETCTBUE C NPaBUTENCTBEHU cTaHaapTy kato EN 166.
- 3awmra Ha pbueTe
MpenopbYBa ce NpeBaHTMBHA 3aLLMTa Ha KoxaTa Ypes3 U3Non3BaHe Ha CpefcTBa 3a 3aluMTa Ha Koxara.
Cnep ynotpebaTta Ha pbKkaBuum 4a ce M3nons3saTt CpeacTBa 3a MOYMCTBAHE U FPUXKK 3a KoxaTa.
- MaTepuan 3a pbKkaBuum
Hutpunkayuyk
MpenopbunTenHa aedenvHa Ha matepuana: > 0,11 mm
- Bpeme 3a NnpoHMKBaHe Ha MaTepuarna 3a pbKaBuLM
CToMHOCT 3a NPOHMKBaHETO: HMBO < 1 (10 min)
ToyHOTO Bpeme Ha NpobuB crieeapa Aa ce y3Hae OT MPOM3BOAMUTENS Ha 3aLUUTHWM pPbKaBULM U Aa ce crnas3Bsa.
- Opyru 3awmTHU Mepku (3awmTa Ha TanoTo): 3awmTHO paboTHO 06neKno
- 3awmTa Ha AuxaTenHuTe nbTULa Npy Bb3gencTBME Ha Napu/npax/aepo3on Aa ce M3non3ysa pecnvparopHa macka.
‘ MpenopbyBaH hunTbp 3a KpaTKOBPEMEeHHO usnonssaHe: ®untbp P2

' KOHTPO.I'I Ha eKcno3numsaTa Ha oKkonHarta cpepa [la He ce OonyckKa nonagaHeTo B KaHann3auuaTa unn BbB BOAMN.

BG—
(npoabmKeHne Ha cTp.5)
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d  PA3EN 9: ®U3nyHM U XMMUYHN CBOUCTBA

- 9.1 UHdopmMaumnsa 0OTHOCHO OCHOBHUTE (PU3MYHU U XUMUYHU CBOMUCTBA

- ArperaTHoO CbCTOsIHUe TBbPAO

- Popma: Tabnetn

- UsaT 06sno

- Mupwuc: 6e3 mvpusma
- 'paHnua Ha mupuca: HEenpUnoXnmo

- Touyka Ha ToneHelTemnepaTypeH UHTEepBasn Ha cTonsiBaHe: He e onpeaeneHo.
- TOuKka Ha KUNeHe UNu HavyanHa Touyka Ha KuneHe u

MHTepBarn Ha KuneHe He e onpegeneno.
- 3ananumocTt MpogyKTBT He ropw.
- BapuBoonacHocT: MpoayKTbT He e B3pMBOONAceH.
- lonHa 1 ropHa rpaHuLa Ha eKCno3uBHOCT
DonHa: HemnpunoXxumo
lopHa: HenpunoXxumo
- MnamHa TemnepaTypa HenpunoXumo
- TeMnepaTtypa Ha camo3ananBaHe: HenpunoXxmmo
- TemnepaTtypa Ha pasnaraHe: He e onpegeneno.
- pH (13 r/n) npu 20°C 6,3
- KnuHemaTnyeH Buckosuter He e npunoxwumo (TBbpao).
- PaztBOpUMOCT
- Bopa: pa3TBOPMMO
- KoecdomumneHT Ha pasnpeaeneHune n-oktaHon/soaa
(norapuTmMMyHa CTOMHOCT) He e npunoxwumo (cmec).
- MapHo HansraHe: He e npunoxumo (TBbpao).
* MnbTHOCT N/MnNn oTHOCUTENHA NABTHOCT
- MnbTHOCT Npm 20°C: 2,16 rlcm®
- OTHOCUTEeNHa NNBbLTHOCT He e onpegeneHo.
- OTHOCUTeNHa NNBTHOCT Ha NnapuTe He e npunoxumo (TBbpao).
- XapakTepucTuKM Ha YacTuuuTte He e onpegeneHo.

- 9.2 Alpyra uHcbopmauus

- UHdpopmauumsa BbB Bpb3Ka € KnacoBeTe Ha huanyHa

onacHocT

- BewecTBa unm cmecu, KOpo3MBHMU 3a MeTanu oTnaga
- Apyrm xapakTepucTMKu 3a 6e3onacHoCT

- OKcuaupawy cBoncTBa: HAMa

- Opyrvu paHHu

- CbAbpKaHMe Ha TBbPAO BELLEeCTBO: 100 %

PA3[OEN 10: CTabMnHOCT U peakTUBHOCT

- 10.1 PeakumoHHa cnoco6HocT BuxkTe pasgen 10.3
- 10.2 XumunyHa crtabunHoct CtabunHo npu TemnepaTtypa Ha okonHaTa cpega
*10.3 Bb3MOXHOCT 3a OnacHu peakuum

Peakumnu c npekucu.

Peakumu ¢ xanoreHmpaHn CbeanHEHMSI.

Peakumm c kucenuHu.

Peakuunu c ankanHu metanu.

Peakumu ¢ okucnutenu.

Pas3BuTue Ha TonnuHa.
- 10.4 YcnoBus, kouto TpAGBa Aa ce n3bAreaT 3a n3bsrsaHe Ha TePMUYHO pasnaraHe fa He ce nperpsiea
- 10.5 HecbBMecTMMU MaTepuanu: Hama Hann4yHW apyrn BaXKHW CBEOEHWSI.
-10.6 OnacHM NpoAyKTM Ha pa3nagaaHe: BUXTe pasgen 5.

PA3[0EN 11: TokcukonornyHa nHdgopmauma

-11.1 MHhbopmauma 3a knacoBeTe Ha onacHocT, onpeaeneHu B PernameHT (EO) Ne 1272/2008

. OCTpa TOKCUYHOCT Bb3 OCHOBa Ha HanuyHuTe OaHHN He Ca U3NbJTHEHUN KpUTepunTe 3a KnacmcbmumpaHe.
(npoabmKeHue Ha cTp.6)
BG—
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- PeneBaHTHM 3a kaTeropusauusita ctomHocTu Ha LD/LC50 (netanHa Ao3a/netanHa KOHUeHTpauus)
CAS: 7681-11-0 potassium iodide
OpanHo |LD50 2779 mr/kr (nnbXx)
OepmanHo [LD50 | 3160 mr/kr (3aek)

NOAEL | 0,01 mr/kr /bw/d (4oBek)
organ: Thyroid

' KOpO3I/IBHOCTIApa3HeHe Ha KoxaTta Bb3 ocHOBa Ha HanuMyHUTE JaHHW He ca U3MbIHEHU KpuTepunTe 3a KnacuduumpaHe.
' Cepuosuo yBpexaaHe Ha quTelnpaSHeHe Ha o4yuTe
Bb3 ocHOBa Ha HanM4YHUTE JAaHHWU HE Ca U3NbIIHEHN KpUTEPUUTE 3a KnacuduumnpaHe.

- CeHcMbunusauus Ha guxatenHuTe NbTULLA UMK KoXaTta
Bb3 ocHOBa Ha HanMYHUTE JaHHU HE ca U3MbITHEHW KPUTEPUUTE 3a KnacuduumpaHe.
- UHopmaumsa 3a KOMNOHEHTUTe:
CnegHoTo ce oTHacs 3a nogmauTe KaTo usno: BbamoxHa e ceHenbunmsauusa npu npegpasnosnoxeHn nuua.

. MyTareHHOCT Ha 3apoAMLLHUTE KIeTKU Bb3 OCHOBa Ha Hann4HUTE AaHHM He ca U3NBbJIHEHWN KpUTepUUTe 3a KnacuguumpaHe.
' KaHLIepOFeHHOCT Bb3 ocHOBa Ha HanM4YHUTE JAaHHWU HE Ca U3NbIIHEHN KpUTEPUUTE 3a KnacuduumnpaHe.
- TOKCUYHOCT 3a penpoaykuuaTa B3 ocHoBa Ha HanNM4HUTE LaHHW HE ca U3MbIIHEHN Kputepumnte 3a Knacmbmu,vlpaHe.

- UHopmaumsa 3a KOMNOHEHTUTe:
OUCP 414: TecTBaHe 3a TepaTOreHHOCT
OUCP 473: TecTBaHe 3a MyTareHHOCT
OUCP 471, 474, 476, 487: TecTBaHe 3a MyTareHHOCT 3a 3apPOANLLHUTE KINETKU
CAS: 7681-11-0 potassium iodide
OECD 471 (otpuuaTteneH) (Bacterial Reverse Mutation Test - Ames test)
OECD 476 | (otpuuatenen) (In Vitro Mammalian Cell Gene Mutation Test)
Mouse (lymhoma L5178Y cells)

- CTOO (cneuundmyHa TOKCMYHOCT 3a onpeaerieHn opraHun) - eAHOKpaTHa eKcno3nuus
Bb3 ocHOBa Ha HaNMUMYHWUTE AAHHW HE ca U3MbITHEHW KpUTEPUNTE 3a KnacuduumpaHe.
- CTOO (cneuundomyHa TOKCMYHOCT 3a onpeaeneHn opraHu) - NoBTapsiLa ce eKCno3uuus
YBpexaa LWMToBMAHaTa Xresa npu NpoabikKUTENHa U NOBTapsiLLa ce ekcrioanums. MbT Ha eKcnosuumst: rbrTaHe.

- OnacHocT npuv BAMLIBaHe B13 0CHOBa Ha HaNMYHUTE JaHHM HE Ca U3MbIIHEHN Kputepumnte 3a Knacmbmu,vlpaHe.

- UHdopmaumusa OTHOCHO BEPOATHUTE MbTULLA HA €KCNO3MLMA

OcHOBHM NbTULA Ha ekcno3uuus:Ha paboTHUTe mecTa npuembT Ha kanuves nogug (Kl) e Hali-BeposiTHO aa ce cnyyum npes
anxatenHuTe nbTuwa.M3BbH paboTHOTO MSICTO MOAMANTE Ce NOrMbLUAT C XpaHa (eceHumanHa), a noHsKora u ¢
nekapctea.quxatentu nbruwa: Kl moxe aa ce BAMLLIBA KaTo Npax Mnu aeposon oT pa3TBopu. [poBeaeHn ca nHxanaumoHHM
n3cneaBaHns ¢ aepo30nn Ha YacTuum, CbAbpXalln HaTpMeB NoauA, KaTo Ce U3Mnon3saTt PasfuyYyHN XMBOTUHCKN BUOOBE
(mMarmyHn, muwku, oBue). Habniogaea ce 6bp3a u ecbekTvBHA abcopbuusa npes anxatenHute nbTuwa. ToBa ce npyema u 3a Ki,
Tb KaTO HeroBaTa pa3TBOPUMOCT e cpaBHUMa.Koxa: OT TecToBe Bbpxy A4o6poBONUM, Ha KOUTO € 61N NpunoxeH BoaeH
pa3teop Ha Kl Bbpxy npeamuwHnumTe (12,5 cm?), konnyectsoTo abcopbupaH noa e oueHeHo Ha 0,1%. Mopagu ToBa ce cumTa,
Yye abcopbuusiTa npes koxaTta HaMa HUKakBo 3HaveHne.CToMalLHO-4YpeBeH TpakT: PastBopumuaAT nogmg ce abcopbupa noyutn
M3UA0 Npes3 CTOMaLLHO-4YPEBHNS TpaKT. ToBa e 4oKa3aHo OT pesynTaTtu oT npoyyBaHus ¢ Kl Bbpxy Bb3pacTHM JoOpoBoONuw.
(GESTIS)

- JonbnHUTeNHa TOKCUKONOrM4Ha nHdopmaums:

CAS: 7681-11-0 potassium iodide

(n3TouHuk: GESTIS)

OCHOBHW TOKCUYHU eheKTu:

OcTpu: [pasHeHe Ha ounTe, KoxaTa U guxatenHiTe NbTULLa, HapyLlleHue Ha PyHKUUSITa Ha LUMTOBMAHATA Xre3a,

CbpAEYHO-CHA0BU eheKTU, METABONUTHU HapYLLEHNS.

XpoHuyHa: HapylueHne Ha hyHKUMATa Ha LWMTOBUAHATA Xre3a, CUCTEMHO 00YCNoBEHO yBpeXaaHe Ha koXaTa M Bb3narneHue

Ha nuraBuUMTE.

HonbnHutenHa nHdopmauus (GESTIS, Merck):

Mankute konmM4ecTBa oA ca OT CbLUECTBEHO 3HaYeHWe 3a TAnoTo. MNpoabmKkMTENnHOTO Npefo3vpaHe Ha nog obaye Boan Ao
HapyLLUeHWs BbB (PYHKLUMATA Ha LWMTOBUAHATA Xnesa (XMno- unm xmnepTnpeonanasbm, BEPOATHO NPUAPYKEH OT
TMpeonaur).

OcBeH TOBa, CUMNTOMW Ha XPOHWYHO OTpaBsiHe C o (MoaHa TOKCMKO3a) MoraT Aa ce MosIBAT cref NpMeM Ha BUCOKW J03M
OT NpeapasnorioXeHn nuua. Te ce CbCTOAT raBHO OT CUCTEMHO O0BYCNoBeHW Apa3HeHe/Bb3nanuTenHu U3MeHeHUst Ha
nuraBuLnTE M KOXaTa.

MoanabT npemuHaBa Npes nnaueHTaTa u, Korato ce npunara (opanHo) Ha GpEMEHHM XeH B MHOTO BUCOKM 031, MOXe Aa
fosefe A0 XMNOTUPEOUAN3BbLM U/UNK rylua npu nrnoda CbC CMbPTHU Criydaun OT KOMMpecus Ha TpaxesTa.

(npoabmkeHne Ha cTp.7)
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- 11.2 UHchopmauma 3a Apyrn onacHocTH
- CBOMCTBA, HapyLwaBalwy yHKLUMMTEe Ha eHAOKPUHHATa cucTema
MpoAyKTHT He CbAbpXKa BelLecTBa CbC CBONCTBA, pa3pyLUaBalum eHOOKPpMHHATa cuctema.

- Opyra nHcpopmauums
Opyru onacHu cBONCTBa He MoraT Aa ObaaT U3KMHYEHN.
Cnopeg nHdopmauumaTa, ¢ KOATO pa3nonarame, XMMUYHUTE, (OU3NYHUTE N TOKCUKONIOTMYHNTE CBOMCTBA Ha BeLLecTBaTa,
noco4eHn B MMaea 3, He ca Npoy4eHn 3aabN6oYeHO.

PA3[0EN 12: ExonornyHa nHcopmauma

- 12.1 TOKCUYHOCT
- AKBaTU4YHA TOKCUYHOCT:
CAS: 7681-11-0 potassium iodide

EC50 (7,5 mr/n/484. (Daphnia magna) (OECD 202)
Merck

LC50 | 3780 mr/n/964. (Oncorhynchus mykiss) (OECD 203)
Merck

- 12.2 YCTOMNUYMBOCT U pa3rpagumoct .

- Opyru ykasaHus:
CMec OT HeopraHU4HU CbeANHEHMSI.
MeToauTe 3a onpegensiHe Ha GropasrpaguMocTTa He ca NPUMOXMMUK 3a HEOPraHUYHN BELLECTBA.

- 12.3 Buoakymynupalla cnocobHOCT Hsima HanuyHu Apyrv BaXKHU CBEAEHMSI.

- 12.4 NMpeHocuMoOCT B no4yBaTa Hama HannyHu Apyru BaXXHU CBEAEHUS.

- 12.5 Pe3ynTatu ot ouyeHkara Ha PBT u vPvB
Tasun cMec He CbabpKa BeLLecTBa, KOUTO Ca OLEHEHM KaTo yCTon4YmnBK, OMoHaTpynBaLLm u TokcnyHu (PBT) nnm Bucoko
YCTOMYMBU 1 BUCOKO Buoakymynupaium (VPvB), B cbOTBETCTBME C KpUTEpmmUTe, nocoveHu B MNpunoxeHue Ne Xl Ha pernameHTa
REACH.

- 12.6 CBoMcTBa, HapylwaBawm ¢yHKUMMTEe Ha eHOOKPUHHaTa cuctema

MpoayKkTbT He CbAbpKa BELLeCTBa CbC CBOMCTBA, pa3pyLuaBalyy eHAoKpUHHATa cuctema.

-12.7 Opyrm He6naronpusaTHu edrekTn [la ce n3bsrea n3xXBbprisiHe B OKONHaTa cpeaa.

- OnacHocT 3a BoguTe:
[a He ce ponycka nonagaHe B NOAMNOYBEHMTE BOAM, BOOHM GaceriHn unu B KaHanvM3aumsaTa, 4opy B Masku KONnM4yecTsa.
3ambpcsaBaHe Ha NUTenHaTa BOAA AOPU MPW U3TUYAHETO Ha Hal-Marky Konm4ecTBa B NOANOYBEHUS CION.

PA3[EN 13: O6e3BpexaaHe Ha oTnagbLuTe

- 13.1 MeToau 3a TpeTMpaHe Ha oTnagbLM
- MpenopbKa: He 6vBa Aa ce n3xBbpins 3aefgHo ¢ butosuTe oTnagbum. [la He ce Aonycka nonagaHe B kaHanusaumsaTa.

- EBponencku katanor Ha oTnagbLuuTe
16 05 07* | oTNagbYyHU HEOPraHWYHN XMMUKanNW, CbCTOSLLM Ce OT UNWN CbAbpXKalllM onacHU BelecTea

- Heno4yncreHn onakoBKM:
: MpenoptbkKa: OTCTpaHﬂBaHe B CbOTBETCTBME C NpeanncaHmnAaTa Ha KOMNeTeHTHUTE Be4OMCTBa.
: Mpenopb4yBaHO NoYncTBaLo cpeacTBo: Boaa, €BeHTyallHO C pobaeka Ha nouncTealLm npenapartun.

PA3OE 14: UHdhopmaumus OTHOCHO TPAHCNOPTUPAHETO

- 14.1 Homep no cnucvka Ha OOH unu npeHTUdUKaLMOHEH HoOMep

- ADR, IMDG, IATA otnaga
- 14.2 ToyHO HaMMeHOBaHWe Ha nparkara no cnucbka Ha OOH
- ADR, IMDG, IATA oTnaga

- 14.3 Knac(oBe) Ha onacHOCT npu TpaHcnopTupaHe

-ADR, IMDG, IATA
" Knac oTtnaga

(npoabmKeHne Ha cTp.8)
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- 14.4 OnakoBb4Ha rpyna

- ADR, IMDG, IATA oTtnaga

- 14.5 OnacHocTu 3a oKONHarta cpeaa:

- Mopcku 3ambpcuTten: He

- 14.6 CneunanHu npeanasHuU Mepku 3a noTpeéurenute HenpuUNoOXUMo

- 14.7 Mopcku TpaHCNOPT HAa TOBapu B HAacUMNHO CbCTOsIHUE
CbrnacHo MHCTPYMeHTH Ha MexxayHapoaHaTa Mopcka
opraHusaums HEMNpUNoXnmMo

- TpaHcnopT / Apyru AaHHK: He e onaceH maTepuan no ropHute Hapeabw.

PA3[OEN 15: UHdopmaLmsa OTHOCHO HOpMaTUBHaTa ypeaba

- 15.1 CneundnyHM 3a BeWeCTBOTO UIIN CMeCTa HOpMaTUBHA ypeAGa/3aKOHOAaTenCTBO OTHOCHO Ge30onacHoCTTa,
3A4paBeToO U OKOJIHaTa cpeaa

- PernameHT (EC) 2019/1148 3a npeanaraHeTo Ha nasapa v ynotpe6arta Ha NpeKypcopu Ha B3pMBHU BellecTBa
He ce perynupa

- PernameHT (EC) Ne 649/2012
He e n3bpoeHo HUTO eHO OT CbAbpPXaLUUTE Ce BeLlecTsa

- PernameHT (EO) Ne 1334/2000 3a BbBeXaaHe pexumMm Ha OGLHOCTTa 32 KOHTPOJ HA U3HOCA HAa CTOKU U TEXHONOMU C
ABOWHa ynoTtpeba:

He e I/I36p06HO HUTO €QHO OT CbAbpXalluuTe ce Belecrea

- PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa
He e n3bpoeHo HUTO eHO OT ChabpXaLluTe ce BELLECTBaA

- PernameHT (EO) 111/2005 32 onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbproBusiTa Mmexay O6WHocTTa U TpeTn
CTpaHu B o6nacTtra Ha npeKkypcopuTe

He e VI36pO€HO HUTO €4HO OT CbAbpXKallnuTe ce BellecTBa

- PernameHT (EO) Ne 1005/2009 oTHOCHO BeljecTBaTa, KOUTO HapyluaBaT 030HOBUS CION:
He e n36poeHo HUTO eHO OT CbAbPXKaLUWTE Ce BeLlecTBa

- PEFMMAMEHT (EC) 2019/1021 0THOCHO yCTOWYMBUTE OpraHu4Hu 3ambpcutenu (YO3)
He e n3bpoeHo HUTO eaHO OT ChAabpXallMTe Ce BellecTBa

- CNMUCBK HA BELLECTBATA, NOAOJNIEXALLUU HA PA3SPELLABAHE (MPUINOXEHUE XIV)
He e n3bpoeHo HUTO eHO OT CbAbpXaLUUTE Ce BeLlecTsa

- BewlecTBa, npegM3BMKBaLLyM cepruo3Ho 6e3nokoncTBo cbrnacHo REACH, unen 57
To3un NpoAyKT He CbAbpXa BeLLlecTBa C MHOro ronsiMo 6e3noKoNcTBO Haj, 3akoHOBaTa rpaHuLa Ha KoHueHTpauus = 0,1% (w/w).

- OupekTuBa 2012/18/EC (SEVESO lil):
- MoumeHHO nocouyeHun onacHu BewecTBa - MIPUINTOXKEHMUE | He e n3bpoeHo HUTO eAHO OT ChabpXaLlMTe Ce BellecTBa

- YkazaHusA 3a orpaHM4yaBaHe Ha paborara: [la ce cnassa orpaHnyeHMeTo 3a paboTta Ha mnagexu (94/33/EO).

- 15.2 OuyeHka Ha 6€30MacHOCT Ha XMMUYHOTO BELLEeCTBO UNn cMec Xummuyecka 6e30nacHoOCT 3a oLeHKa He e n3BbpLUEHA.

d  PA3JEN 16: Opyra nHdopmaums

[aHHMTe noYmBaT Ha HaCTOSALLIOTO PaBHMLLE Ha MO3HaHMATa HW, HO Te He MpeAcTaBnaBaT rapaHuus 3a CBOMCTBaTa Ha NpPoaykTa
1 He obocHOBaBaT AOrOBOPHO NPaBOOTHOLLEHNE.

To3n MHpopMaLMoHeH nncT 3a 6e3onacHocT e B cboTBeTcTBME ¢ PernameHT (EO) Ne 1907/2006, YneH 31 nameHeH ¢
PernamenT (EC) 2020/878.

- Hacoku 3a o6yueHue OcurypeTe noaxoasila UHopMaLmsi, UHCTPYKLUUK 1 0ByYeHre Ha onepaTopuTe.

- CblUeCTBEHM yTalku
H372 lMNMpuunHnaBa yBpexaaHe Ha opraHuTe.

. C'praLl.l,eHMﬂ N aKpoHUMMU:
ICAO: International Civil Aviation Organisation
EC50: effective concentration, 50 percent (in vivo)
(npoabmKeHne Ha cTp.9)
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OWCP: OpraHn3aumsi 3a MKOHOMUYECKO CbTPYAHUYECTBO U pa3BuThe
STOT: cneundmryHa TOKCUYHOCT 3a ONpeAeNieHn opraHn
SE: egHokpaTHa ekcnosnums
RE: noBTapsia ce ekcnosnums
EC50: nonosuHaTa oT MakcumanHata epekTuBHa KOHLEHTpaLms
IC50: nonoBmHaTa OT MakcMmanHaTa KOHLEHTpaLus Npu BANULLBaHE
NOEL unn NOEC: HuBo Ha HeHabntogaBaHu HebnaronpustHy edekTn
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of Dangerous
Goods by Road)
RID: Reglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations Concerning the International Transport of
Dangerous Goods by Rail)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
DNEL: Derived No-Effect Level (REACH)
PNEC: Predicted No-Effect Concentration (REACH)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
SVHC: Substances of Very High Concern
vPVB: very Persistent and very Bioaccumulative
STOT RE 1: CneunduyHa TOKCMYHOCT 3a onpeaeneHn opraHn (nosTapsila ce ekcnoavums) — Kateropus 1

- U3TOYHMLM
JaHHuTe ca B3eTU OT MHOPMAaLMOHHN NMCTOBe 3a 6e30MacHOCT, CNpaBOYHM U3LaHNsa 1 NuTepaTtypa.
ECHA: European CHemicals Agency http://echa.europa.eu
GESTIS- Stoffdatenbank (basa naHHu 3a BewecTeara, epmaHus)

- * laHHKN, NPOMEHeHN CNpsIMO NpeauLIHaTa Bepcus.
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