ALKEGEN

PC-Max2050b

NHdopmaumoHeH nucT 3a 6e3onacHoCT
B cboTBeTCcTBUE ¢ Pernament REACH (EO) 1907/2006, nsmeHeH c Pernament (EC) 2020/878

[ata Ha n3gasaxe: 30.11.2022 r. [aTta Ha pegakuusTa: 30.11.2022 r. Bepcusa: 1.00

PA3OEJ 1: UaeHTucpukauma Ha BewecTBOTO/CMECTa U Ha ApyKeCcTBOTO/npeanpuAaTMeTo

1.1. UpeHTudukaTop Ha npoayKra

dopma Ha npoagykTa
Tbproscko HaMMeHoBaHWe
MpoaykToB Tvn

. 4neH
: PC-Max2050b
. MNpoaykTbT e nsgenue crnopep onpepeneHneto B REACH. Bbunpekun ye pasnopenbute 3a

knacuduumpaHeTo u etuketnpaHeto (CLP) cTporo ce npunarar 3a Bellectsa U cMecu, Te
He ce npeaBwxaaT 3a nsgenuata. MHopmMauoHHMAT NUCT 3a 6e30MacHOCT Ha NPoAyKTa 1
onpegeneHuTe eTnketn obade ce NpeaocTaBaT Ao06poBonHO. Kato fo6pochbBECTHO

3agblKeHne KbM n0Tpe6MTen;|.

1.2. UpeHTdMUMpaHu BuaoBe ynOTpe6a Ha BewwecTBOTO UM CMeCTa, KOUTO ca OT 3Ha4YeHue, n BUAoBe ynOTpeGa, KOUTO

He ce npenopb4BaT
1.2.1. UpeHTUdMUMpaHn ynotpebu

Ynotpeba Ha BelyecTBOTO/CMECTA

1.2.2. YnoTpe6u, KOUTO He ce npenopb4BaT

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaU.VIﬂ

. 3a npomuwwneHa ynotpe6a npv BUCOKOTEMMNEPATYPHU NPUMOXKEHNS.

1.3. Moapo6Hu AaHHM 3a AOCTaBYMKa HAa MH(POPMaLMOHHUA NUCT 3a 6e3onacHoCT

MpounsBoauten/gocTaBumnK

Alkegen (formerly Unifrax)

Mill Lane, Rainford

UK—-WA11 8LP St Helens, Merseyside
United Kingdom

T + 44 (0) 1744 88 7600 - F + 44 (0) 1744 88 9916
OuctpubyTop

Alkegen (formerly Unifrax)

Kleinreinsdorf 62

DE- 07989 Teichwolframsdorf

Germany

T + 49 (0) 366 24 40020 - F + 49 (0) 366 24 40099
Ouctpubytop

Alkegen (formerly Unifrax)

Shaftsbury Street

DE23 8XA Derby

United Kingdom

T +44 (0) 1332 331808

AunctpubyTop

Alkegen (formerly Unifrax)

Via Volonterio 19

21047 Saronno (VA)

Italy

T +39 02 967 01 808 - F +39 02 962 5721

1.4. TenedoHeH HOMEP Npy cneLwHn crny4yaun

TenedoHeH HoMep NpK CMELLHN cryYau

E-Mail Ha KoOMnNeTeHTHOTO nuue:
reachsds@alkegen.com

OuctpubyTop

Alkegen (formerly Unifrax)
17 Rue Antoine Durafour
42420 Lorette

France

T +33 (0) 477 737 032 - F +33 (0) 477 733 991
OuctpubyTop

Alkegen (formerly Unifrax)
Ruska 311, Pozorka
CZ-417 03 Dubi 3

Czech Republic

T + 42 (0) 417 800 356 - F + 42 (0) 417 539 838

AunctpubyTop

Alkegen (formerly Unifrax)

Cristobal Bordiu 20

ES- 28003 Madrid

Spain

T+ 34913952279 - F + 34 91 395 2124

reachsds@alkegen.com; (8.15-17.10 u.); E3uK : aHrnuiickn

: XurueHa Ha Tpyda v rpwxku 3a 3apaBeTo: Ten.: + 44 (0) 1744 887603; Vimewnn:

CrtpaHa OpraHusauuns/KomnaHus Appec TenecdoHeH HoOMep KomeHTap
npuv cnewHn cnyyvyam
Bwnrapus National Center of Clinical Toxicology Boul. Totleben 21 + 359(2) 915 44 09
Research Emergency, Medical Institute 1606 Sofia
"Pirogov"
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PC-Max2050b

NHdopmaumoHeH nucT 3a 6e3onacHoCT
B cboTBeTCcTBUE C PernameHT REACH (EO) 1907/2006, nsmeHen c Pernament (EC) 2020/878

PA3[EJI 2: OnuncaHme Ha onacHOCTUTE

2.1. KnacucmumpaHe Ha BewecTBOTO MU CMecTa

Knacudmkauus B cboTBetcTBUe ¢ PernameHT (EO) Ne 1272/2008 [CLP]
He ce knacuduumpa
He6naronpusatHu usmkoxumMmnyHu echekTn n HebnaronpuaTHU echeKTU 3a 34paBeToO Ha YOoBeKa U OKOoNnHaTa cpeaa

Mo Haww cBeaeHus, TO3n NPOAYKT He npeacTaBnaBa ocobeH PUCK Npu ycnosue, 4e ce cnasesat obwute npasuna 3a npomMuLLneHa XxmurmeHa n
TexHuka 3a 6e3onacHocT.

2.2. EnemeHTH Ha eTuKeTa

ETtuketupaHe B cboTrBeTCcTBUE ¢ PernameHT (EO) Ne 1272/2008 [CLP]

HonbnHutenHu dpasn . To3n NpoaykT e u3genue n CbrnacHo AeVCTBaLLUTE 3aKOHU U permameHTU He N3ncKaa
Knacudukaums n eTuKeTupaHe.

2.3. pyru onacHocTu

[pyrv onacHOCTH, KOUTO He BOASAT A0 . Moxe ga npeansBuKa MEXaHUYHO ApasHEHe Ha KoXaTa, OuUTe U AMxaTenHUTe MbTuLla.
Knacugukaums

PBT: Henpunoxumo - He ce N3ncKBa perncTpaums
vPVB: HEMPUINOXUMO - HE Ce U3WCKBA PerncTpaums
He cbabpka PBT/vPVB BewectBa = 0.1%, oueHenn B cvoTBeTcTBUE C Mpunoxenne Xlll Ha PernameHt REACH

PA3[0EN 3: CbcTtaB/MH(opmaumsa 3a CbCTaBKUTE

3.1. BewecTtBa

He e npunoxvmo

3.2. Cmecu

KomeHTapwu I uneH
Beuykm npoykty cbabpxat MNonukpucTtanHy BnakHecT matepuanu (PCW), CAS 675106-
31-7.

BELLLeCTBO C HauMoHanHa(1) rpaHnmyHa(M) CTOMHOCT(M) Ha npodhecnoHanHa ekcrnosnums
Cebpa3Baly areHT (OpraHuyeH) < 10%
Tasn cMec He cbabpxa BellecTBa, KoUTo TpsabBa Aa 6bAaT NOCoYeHN CbIMacHoO KputepuuTte, ykasann B pasaen 3.2 ot Mpunoxerwe || Ha REACH

PA3[OEN 4: Mepku 3a nbpBa NoMoLY

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY

MbpBa NomMoLll - 06LIM MepPKM . BbB BCUYKM Criyyam Ha CbMHEHME, UM ako CUMMTOMUTE MPOLbIDKaBaT, NoTbpceTe
MeOyMLMHCKa MOMOLL.

MbpBa NOMoLL NpU BAWULLBaHE . Mpwv ynoTpeba Moxe Ja ce OTAEenM BakHeCT Npax. B cnyyai Ha gpasHeHe Ha Hoca unu
rbPSIOTO, NPEMECTETE CEe Ha YUCT Bb3ayX.

MbpBa NOMOLL, NP KOHTAKT C KoxaTa . MamuiiTe BHUMaTENHO M 06UNHO CbC canyH U Boaa. CBaneTe 3aMbpCeEHOTO 0GIIEKIIO U ro
nanepeTe npeay NoBTopHa ynotpe6a.

MbpBa NOMOLL, MPU KOHTAKT C 04UTE . MpomuBaiTe BHUMATENHO C BoAa B MPOAbIDKEHME Ha HAKOMKO MUHYTU. CBaneTe
KOHTaKTHUTE NeLLy, ako UMa TakvBa U JOKOJIKOTO TOBa € Bb3MOXHO. [MpoabrkeTe ¢
M3nnaksaHeTo.

MbpBa NOMOLL NpU NornbLlaHe : MornbluyaHe e Marnko BeposiTHO.

4.2. Han-cbliecTBEHU OCTPU U HaCTbNBAaLLU crea U3BECTEH nNepuon OT BpemMe CUMNTOMU U edpeKkTH

CVIMI'ITOMVI/ed)eKTVI cnepq sguiBaHe . MeéXaHW4HO JpasHeHe.
CVIMI'ITOMVI/ed)eKTVI cref KOHTaKT C KoxaTta . MexXaHW4HO JpasHeHe.
CVIMI'ITOMVI/ed)eKTVI cref KOHTakKT C o4ute . MexXaHW4HO JpasHeHe.

4.3. Yka3aHue 3a He06X0AMMOCTTa OT BCAKaKBU HEOTNOXHU MeAULMHCKU rPUXun n cneuunanHo ne4vyeHue

[la ce nekyBa cMMNTOMaTUYHO.
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PC-Max2050b

NHdopmaumoHeH nucT 3a 6e3onacHoCT
B cboTBeTCcTBUE C PernameHT REACH (EO) 1907/2006, nsmeHen c Pernament (EC) 2020/878

PA3[EJ 5: MpoTuBonoxxapHu MepKu

5.1. CpenacTBa 3a raceHe Ha noxap

Mogxogswm noxaporacuTenHu cpeactea : MpoaykTbT He e 3ananum. Ja ce U3nons3eaT CpeacTBa, NOAXOAsILLM 3a raceHe Ha noxapw B
cbeeacTso. [sHa. Cyx npax. BbrnepoaeH avokeuna. BogeH cripeit.
Henogxopgsawm noxxaporacutenHu cpeactea : [a He ce n3nonssa cunHa BogHa CTpysi.

5.2. Oco6eHn onacHOCTH, KOUTO NPOM3TUYAT OT BELEeCTBOTO MU CMecTa

OnacHocT oT noxap . Heszananum.

OnacHOCT OT ekcnosus . TpoAyKTHT He e eKCMIO3NBEH.
OnacHu NpoayKTW Ha pasnagaHe B cryyan Ha . Hawa.

noxap

5.3. CbBeTH 3a NoXXapHMKapuTe

MHCTpYKUMK 3a raceHe Ha noxapu . [a He ce ponycka usnonssaHata B 6op6ara c noxapa Boga Aa 3aMbpCu OKOSHaTa cpeda.
3awmra npu raceHe Ha noxap . [a He ce Bnn3a B 30HK Ha noxap 6e3 NpeanasHX CPeACTBa, BKMN. U CPpeacTea 3a avxarenHa
3awmra.

PA3IEIJ 6: Mepku npu aBapMrnHO U3nycKaHe

6.1. JInuHn npegnasHn MepKku, NpeanasHU CPeacTBa U NpoLeaypy Npy CreLuHn cryvaun

O6Lwm MepkM . [a ce nsbsrea o6pasysaHeTo Ha npax. [la He ce BauwBsa npaxa. [la ce n3barsa KOHTaKT C
KoXaTta 1 oumuTe.

6.1.1. 3a nepcoHarn, KOMTO He OTroBapsi 3a CMeLHU cry4Yau

3awunTHM cpeacTea : 3a nu4HuTe npegnasHu cpeacTBa, KoUTo TpsibBa Aa ce U3Non3eaT, BMKTe B pasaen 8.
ABapwuiiHy nnaHose . [a ce 3abpaHu Ha nuuaTa HAMaLW paspeLleHre.

6.1.2. 3a nMuaTa, OTTOBOPHMU 3a CMELLHU cry4yaun

3alwmTHM cpeacTea . [a ce ocurypwv nogxoasiia BeHTUnaums. 3a NUYHUTE npeanasHu cpeacTsa, KoMTo Tpsioea
[a ce U3non3ear, BUXTe B pasgen 8.

ABapuitHy nnaHoee . Manunynauuute TpabBa fa ce U3BbPLUBAT CaMo OT KBanUULMpaH 1 0TOpU3MpaH
nepcoHarn.

6.2. NMpeanasHu mepkKu 3a onasBaHe Ha OKOrHaTa cpeaa

[a ce n3bsirsa n3nyckaHe B OKOJlHaTa cpeaa.

6.3. MeToau n matepmuanu 3a orpaHuyaBaHe U NOYMUCTBaHe

MeTopam 3a nounctBaHe . CbbepeTte npoaykTa no MexaHuyeH HauuH. [la ce cBege 4O MUHMMYM 0Bpa3yBaHeTo Ha
npax. MNpaxbT MoXe Aa ce n3cMmyksa ¢ npaxocMykadka ¢ HEPA-cduntsp (ot aHrn. High
Efficiency Particulate Air - BUCOkOedeKTUBHA cUCTEMA 3a OTAENSIHE HA MPAXOBUTE YaCTULU
OT Bb3ayXxa).

Hpyra nHdopmauus : OTtcTpaHsiBaHeTO TpsbBa Aa ce M3BbPLUBA B CbOTBETCTBME C NpeanncaHvsaTa Ha
KOMMEeTEHTHWTE BEAOMCTBaA.

6.4. No3oBaBaHe Ha Apyru pasgenu

MHdopmaums 3a 6e3onacHa pabota. BuwxTe Pasgen 7. 3a nuuHuUTe NpeanasHu cpeacTsa, KouTo TpsibBa ga ce M3nonsaear, BkTe B pa3gen 8. 3a
noeeye MHopmaums, BuxTe pasgen 13.

PA30EJ1 7: PaboTta U cbxpaHeHue

7.1. Npepna3Hu mepku 3a 6e3onacHa paborta

[onbnHuTenHn onacHocTu no Bpeme Ha obpabotka : [la ce ynoBsiT npaxoBeTe Ha MSICTOTO, KbAETO Ce OTAENST.

Mpepna3Hu Mepku 3a GesonacHa paboTta : Npeam ynotpeba ce cHabaeTte cbe cneuuanin UHCTpykumn. U3nonsgaiite npegnucaHute
NWYHW NpefnasHu cpeacTea. [la ce ocurypu obpo nposeTpsiBaHe Ha paboTHOTO MscTo. [a
He ce siae, e unu nywwu npu ynotpeba Ha npoaykTa. [a ce usbarea obpasysaHeTo Ha
npax. [la He ce BouwBa npaxa. [la ce n3bsarea KoHTakT ¢ oumTe. MouncTtete gobpe
3aMbpPCEHUTE 30HW.

XUrMeHHn Mepkm . [a ce n3musiT pbUeTe 1 ApyruTe U3NOXEHW YacTu C MEK carnyH U Boda Npeamn XpaHeHe,
nveHe, NyLleHe, KakTo U Npeau Aa ce HanycHe paGoTHOTO MSICTO.
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PC-Max2050b

NHdopmaumoHeH nucT 3a 6e3onacHoCT
B cboTBeTCcTBUE C PernameHT REACH (EO) 1907/2006, nsmeHen c Pernament (EC) 2020/878

7.2. YcnoBus 3a 6e3onacHo CbXpaHABaHe, BKNMHYNTEeNTHO HeCbBMEeCTUMOCTHU

YcnoBus 3a cbxpaHsBaHe : npO,D,yKT'bT Tpﬂ6Ba [a ce CbxpaHsiBa CaMO B opuUrmHanHata onakoBka. [la ce cbxpaHsBa
NNBbTHO 3aTBOPEHO Ha CyX0 N XNagHO MACTO.

MHdopmaums 3a cbxpaHeHue B €4HO U CbLUOo : [a ce obpxu ganeye OT XpPaHU U HANUTKW, BKIOYUTENHO N OT XpaHu 3a XUBOTHW.

nomeulieHne

7.3. CneundomyHa(m) kparmHa(u) ynotpeba(m)

Cawmo 3a npodecroHanHa ynotpeba. Buxre Pasgen 8.

PA3OEJ 8: KoHTpon Ha eKcno3uuuaTa/NMMYHU npeanasHu cpeacTBa

8.1. MapameTpu Ha KOHTpON

8.1.1 HauMoHanHW rpaHUYHU CTOMHOCTU Ha NPoPecrMoHarnHa ekcno3uums U GUONOrMYHU rPaHNYHU CTOWHOCTH

PC-Max2050b

Bbnrapus - N'paHuum Ha npocdhecmoHanHa ekcno3nums

[a ce cnasBa obLyaTa rpaHUYHa CTOMHOCT 3a 3anpaLleHoCT.

8.1.2. NMpenopbuuTenHu npouenypu 3a HabnoaeHue

Hama HanuyHa gonbnHUTENHa VIH(t)OpMaLlMﬂ

8.1.3. O6pa3yBaT ce 3aMbpcUTeNu Ha Bb3ayxa

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaU.VIﬂ

8.1.4. DNEL n PNEC

Hama HanuyHa gonbnHWUTENHa nHopMaums

8.1.5. KoHTponHo 6aHpaxupaHe

Hawma HannyHa gonbnHUTENHa nHdopmaums
8.2. KoHTpon Ha ekcno3uuuaTa

8.2.1. MopxoAasiy TeXHUYECKU KOHTPOI

MoaxoAsLy TEXHUYECKU KOHTPON:

[a ce ocurypu 4o6po npoBeTpsiBaHe Ha paBoOTHOTO MSICTO.

8.2.2. InyHm npeanasHu cpeacTBa
8.2.2.1. 3awmnTa Ha o4YMTe N NUUeTo

3awuTa Ha ouuTe:
Mpw oTAensiHe Ha Npax: HoceTe 3alUTHY oYuna

8.2.2.2. Npepna3BaHe Ha KoXaTta

3awmTa Ha KoXaTta U TANoTOo:
[la ce HocM NoaxoasALLo npeanasHo o6rekno

3awwmTa Ha pbuUeTe:
I'Ipe,qnasHM KOXXEHU pbKaBuun

8.2.2.3. 3awmTa Ha guxaTenHUTe NbTULLA

3awmra Ha AguxaTenHuTe NbTULLA:
OTpensHe Ha npax: npoTuBonpaxoBa Macka. (FFP2)

8.2.2.4. TepMUYHM ONACHOCTHU

Hama HanuyHa gonbnHUTENHa UHMopMauns
8.2.3. KoHTpon Ha ekcno3uyusTa B OKOnHaTa cpega

KOHTpO.ﬂ Ha eKcno3nuyunaTa B OKOJIHaTa cpepa:
[a ce n3bsarea n3nyckaHe B OKOJIHaTa cpefa.
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PC-Max2050b

NHdopmaumoHeH nucT 3a 6e3onacHoCT
B cboTBeTCcTBUE C PernameHT REACH (EO) 1907/2006, nsmeHen c Pernament (EC) 2020/878

Opyra nidopmaums:
[a He ce sige, nue unu nywu npu ynotpeba Ha npogykTa. He HoceTe paboTHUTE apexu BKkblumM. M3nepeTe 3ambpceHOTO 06rekno npeay NnoBTopHa
ynotpeba. PaboTHuTe apexu fa ce oTAenaT oT ocTaHanuTe apexu. [la ce nepaTt oTAEMNHO.

PA3OEJ 9: ®U3N4YHN N XUMUYHU CBOMUCTBA

9.1. UIHchopmaLmnsa OTHOCHO OCHOBHUTE PU3NYHU U XMMUYHM CBOMUCTBA

ArperaTHO CbCTOSIHUE

LigaT

BbHLweH Bug,

Mwupuc

paHuua Ha mupuca

Touka Ha ToneHe

Touka Ha 3amMmpb3BaHe

Touka Ha KuneHe/MHTepBan Ha kuneHe
B3ananumocTt

EkcnnosueHM cBONCTBA

Okcuaupalum cBoncTaa

PaHnumM Ha eKcrno3vBHOCT

[onHa rpaHnua Ha ekcnno3mBHOCT

[opHa rpaHMua Ha eKcrno3vBHOCT

MnamHa Temneparypa

TemnepaTypa Ha camo3anansaHe
TemnepaTypa Ha pasnagaHe

pH

pH pastsop

BuickosuTeT, kuHemaTudeH

BuickosuteT, AguHaMuyeH

PastBopumocT

KoedumumeHT Ha pa3npegeneHve: n-oktaHon/soaa
(Log Kow)

KoedumumeHT Ha pa3npegeneHve: n-oktaHon/soaa
(Log Pow)

HansraHe Ha napute

HansraHe Ha napuTe npu 50°C

MnbTHOCT

OTHocuTenHa NITbTHOCT

OTHocuTeNHa NMbTHOCT Ha napute npu 20°C
Pa3mep Ha yacTuuyute

Pasnpenenexue Ha yactuuuTe no pasmep
Popma Ha YacTuuuTe

CbOoTHOLLEHME Ha YacTuuuTe

CbCTOSIHME NO OTHOLLEHME Ha arperaumsita Ha
YacTmumTe

CbCTOSIHME NO OTHOLLEHME Ha arnoMepauusaTa Ha
YacTmumTe

CneundunyHa NOBbPXHOCT Ha YacTUUuTe
"'eHepupaHe Ha npax oT YacTuum

9.2. Aipyra uHdopmauusa

TBbPAO BeLeCcTBO
6san.

BnakHa.

6e3 mupuc.

He e HannyHo

> 2000 °C BnakHa
Henpunoxvmo
Henpunoxvmo
Heropum
MpoayKTBLT HE € eKCMNOo3VBEH.
Heokcuaunpay,.

He e npunoxumo
He e npunoxumo
He e npunoxumo
Henpunoxvmo

He ce camosanansa
He e HannyHo
Henpunoxvmo

He e HannyHo
Henpunoxvmo
Henpunoxvmo
Bopa: < 1 mg/l BnakHa; npakTu4eckn Hepa3TBOpUM
Henpunoxvmo

Henpunoxvmo

Henpunoxvmo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo
Henpunoxvmo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo

He e Hanu4yHo

He e Hanu4yHo
He e Hanu4yHo

9.2.1. Unchopmauums BbB Bpb3Ka € krnacoBeTe Ha puanmyHa onacHocCT

Hsama HanuyHa gonbnHuTEnHa VIHd’)OpMaLWIﬂ

9.2.2. lpyru xapaKkTepucTuku 3a 6esonacHocT
OTHOCUTENHA CKOPOCT Ha uU3napsiBaHe
(6ytunauetar=1)

[Opyru ceoncTBa

Henpunoxvmo

MpeTerneHa cnpsiMo AbIHkUHATa CPEAHOrEOMETPUYHA CTOMHOCT Ha AMamMeTbpa Ha
BrakHaTa, CbAbpXally ce B npogykta: > 3 ym
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NHdopmaumoHeH nucT 3a 6e3onacHoCT
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PA3[LEJ 10: CTabunHOCT n peakTUBHOCT

10.1. PeakunoHHa cnocobHocCT

CrabuneH npy HopmarHu ycrnoBsus Ha ynoTtpeba.

10.2. XMMu4Ha ctabunHocT

npO,ElyKT'bT e ctabuneH npu HopMarsnHu ycrnoesua Ha pa60Ta N CbXpaHeHue.

10.3. Bb3MOXHOCT 3a OnacHu peakuum

Hama nosHaTv onacHu peakuuu.

10.4. YcnoBus, KouTo TpsibBa Aa ce u3bsarear

Hama HanuyHa gonbnHuUTENnHa nHdopmMaums.

10.5. HecbBMecTUMU MaTepuanu

Hsama.

10.6. OnacHu NpoAyKTU Ha pa3nagaHe

Mpu HoOpmanHu ycnoeusi Ha cbxpaHeHue n ynotpeba, He TpsibBa oa ce OTAENAT onacHU NPoAyKTU Ha pa3naraHe. Cbabpa OpraHnYHM BELLECTBa U
npv NbPBOTO 3arpsiBaHe MOXe Aa OTAeNny NeTnnBn opraHnyHn cbegmHeHus (VOC).

PA30EJ 11: Tokcukonorm4yHa nHdopmaums

11.1. UHdbopmaLmsa 3a KnacoBeTe Ha onacHocT, onpeaeneHu B PernameHT (EO) Ne 1272/2008

OcTpa TOKCMYHOCT (oparnHa)

OcTpa TOKCMYHOCT (gepManHa)

OcTpa TOKCUYHOCT (BAMLLIBaHE)
KoposusHocT/apa3HeHe Ha koxaTta

Cepuo3Ho yBpexaaHe Ha ouuTe/apasHeHe Ha
oumTe

CeHcnbunusaums Ha AmxatenHute nbTuLla unm
Koxara

MyTareHHOCT Ha 3apoAULLHUTE KNETKU

KaHueporeHHocT

[onbnHuTenHa nHgpopmaums

TOKCWMYHOCT 3a penpoaykuusita

CTOO (cneuudunyHa TOKCUYHOCT 3a onpeaeneHmn
opraHun) — efiHoKpaTHa eKkcno3uums

CTOO (cneuudunyHa TOKCUYHOCT 3a onpeaeneHn
opraHu) — noBTapsiLla ce eKcno3uuusi
OnacHocT npu BouLLBaHe

He ce knacudmumpa (Bb3 ocHOBa Ha HanMYHMTE AaHHU He Ca U3MbIHEHN KpuTepuuTe 3a
KnacudunumpaHe)

He ce knacudmumpa (Bb3 ocHOBa Ha HanNnMYHUTE AaHHU HE Ca U3MbIHEHN KpuTepuuTe 3a
KknacuduumpaHe)

He ce knacudmumpa (Bb3 ocHOBa Ha HanMYHUTE AaHHU He Ca U3MbIHEHN KpUTepuuTe 3a
KknacuduumpaHe)

He ce knacuduumpa (B3 ocHOBa Ha HanMuHMTE AaHHU HE ca U3MbIHEHWU KpUTepuuTe 3a
KnacuduumpaHe)

pH: Henpunoxwmo

He ce knacuduumpa (B3 ocHOBa Ha HanMyHWUTE AaHHW He ca U3MBbIHEHU KpUTepuuTe 3a
KnacuduumpaHe)

pH: Henpunoxwmo

He ce knacuduumpa (B3 ocHOBa Ha HanMuyHMTE AaHHU HE ca U3MbIHEHWU KpUTepuuTe 3a
KnacuduumpaHe)

He ce knacudmumpa (Bb3 ocHOBa Ha HanMYHMTE AaHHU He Ca U3MbIHEHN KpuTepuuTe 3a
KknacuduumpaHe)

He ce knacndmumpa (Bb3 ocHOBa Ha HanMYHUTE AaHHU He Ca U3MbIHEHN KpuTepuuTe 3a
KknacuduumpaHe)

BnakHa

(metop OECD 451)

OnuTuTe BBLPXY XMBOTHW HE Nokasaxa KaHLeporeHHn edektu

He ce knacuduumpa (Bb3 ocHOBa Ha HanMYHUTE AaHHW HEe Ca U3MbIIHEHU KpUTEepumTe 3a
KnacuguumpaHe)

He ce knacuduumpa (Bb3 ocHOBa Ha HanNMYHUTE JaHHW HE Ca U3MbIIHEHU KpUTEepumTe 3a
KnacuguumpaHe)

He ce knacuduumpa (B3 ocHOBa Ha HaNMYHWUTE JaHHW He ca U3MBbIHEHW KpUTepumTe 3a
KnacuduumpaHe)

He ce knacudmumpa (He e oT 3HaveHune)

PC-Max2050b

Bucko3utet, kKnuHemaTtuieH

Henpunoxvmo

11.2. UHcpopmaumsa 3a Apyrum onacHocTH

11.2.1. CeoucTBa, HapylwaBawm PYHKLMMTE Ha eHAOKPMHHATa cuctema

30.11.2022 r. (AaTa Ha pedakuusiTa)
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11.2.2. Apyra vHdopmaums
[pyra nHdopmauns

XPOHUYHM edheKTH:

MpoyyBaHus BbpXY MHXanupaHe Ha NOMUKPUCTarHU BrakHa OT NiTbXoBe, 06XBaLLaLlo
LeNnns UM XMBOT, NMOKa3BaT, Ye Npy MakcumarnHaTa uscnefBaHa 4o3a HsMa [jokasaTerncrsa
3a 6enogpobeH pak, 6enoapobHa hnbposa nnu HAKaKbLB OpPYr ChLUECTBEH HebnaronpusTeH
edekT. IHTpanepuToHeanHu, MHTpaTpaxeanHu 1 MHTpanneBpanHy NpoyyYBaHusi Bbpxy
NbXoBe, 3aefHO ¢ ABa in Vvitro TecTa, nokasaxa oTpuuaTtenHu pesyntatu. Bbnpeku Hakou
OorpaHuYeHust Ha NpoyYBaHUsiTa e BaXHO Aa ce nogvyeprae yCTONYMBOTO OTCHCTBME Ha
KaHLeporeHeH OTroBOP Npu NPOyYBaHUATa BbPXY XKUBOTHMU.

Mpe3 1988 r. MexayHapoaHaTa areHuusi 3a uscneasaHe Ha paka (IARC) ouexmn
KaHLeporeHHOCTTa Ha HAKOMKO rpynu BnakHa. EgHa ot rpynuTe, KoATO NpeAcTasnsisa foLo
AedurHnpaH Habop OT pasnNMYHK TUMOBE BNakHa [MONUKPUCTANHN BIiakHa, OrHEYNnopHU
KepamnyHu BnakHa (Hapuyanu RCF) n eguHnyHn kpuctanHm suckepu] belue pasrnegaqa
KaTo 06LUMPHa, camoCcTosiTeNHa rpyna, HapeyeHa ,kepaMmnMyHu BnakHa“. B moHorpadumsaTta
Ha IARC sicHo 6eLle NocoyeHo, Ye JaHHUTE OT TECTOBETE, crieundmnyHn 3a
nonvKpuUcTanHuTe BrakHa, 6sxa oTpuuatenHu, Ho cbrnacHo npuHumnuTe Ha IARC 3a
KnacvuuumpaHe, NOMOXUTENHW pe3ynTaTi, NoMyvyeHn 3a Apyr TNoBe BnakHa, 4oBeaoxa
[0 3aKMNYeHNeTo,4e BCUYKM BakHa OT rpynarta crefsa [a ce CHUTaT 3a eBeHTyarHu
KaHueporeHu 3a xopaTa (kaTeropus 2B Ha IARC). B nocneggatiua MmoHorpadusi Bbpxy
CUHTETUYHM CcTbknoBuaHu BnakHa (MMVF) (2002 r.) IARC He Hanpasu cneundmyHa
npeoLieHKa Ha NonuKpUcTanHuTe BnakHa. B roavwHus goknag 3a kaHueporeHure,
M3roTBeH oT HauuoHanHaTa TokcukonormyHa nporpama (NTP) (nocnegHo nspaxue),
,Kepamn4HWUTe BnakHa (pecnupabuneH pasmep)” b6sxa knacubmumMpaHn KaTo ¢ OCHOBaHWe
npeanonaraeMun KaHLeporeHu.

Mpoun3sexagaHuTe NONMKPUCTaNHKU BrnakHa, BkntouutenHo n Cadun (Saffil), ca c anametsbp
Ha BNakHOTO, KOWTO e TBbpAe ronsam, 3a Aa 6bae pecnupabunHo. Peguua HayyHm
n3cneaBaHunsa BOAST A0 3aKOYEHNETO, Ye NnoTeHumanHaTa TOKCUYHOCT Ha eAHO
pecnmpabunHo BnakHo e Npsiko cBbp3aHa ¢ G1oyCcToNYMBOCTTa (MPOABIIKUTENHOCTTA OT
Bpeme, Heo6XxoAMMO Ha BNAKHOTO 3a U3yncTBaHe Ha 6enust opo6). OT orpaHuyeH 6poii in-
vitro nabopaTopHu aHan1au, Npu KOUTO Ce N3MepBa CKOPOCTTa Ha pasTBapsiHe Ha BnakHaTa
B cuMynupaHa 6enogpobHa TeYHOCT, € M3BECTHO, Ye NONUKPUCTanHUTe BrnakHa ca
CPaBHUTENHO YCTONYMBM.

He ca Hanvue aaHHu 3a paboTewwm ¢ PCW ot npoyyBaHus 3a HabnogeHne Ha
avxatenHute nbTuwa. Mpu manka rpyna ot paboTHUuK, usnoxeHn Ha PCW, c
npeaucTopus Ha cbekcnoauumst Ha RCF n apyrv BnakHa, He 65ixa HamepeHu
[oKasaTencTea 3a uHTepctuuymanHo 6enoapobHo 3abonsiBaHe Npy pEHTrEeHOBO
n3cneaBaHe Ha rpbAHMSA KOLL UMK 3a NoBULLEeHa CTeneH Ha 3aryba Ha 6enogpobHu
YHKLMU NpU TECTBAHE Ha NyrMoHapHUTe yHKumn. Ekcnosunuus Ha PCW He moxe aa ce
CBBPXE UMW U3KIIOYM 38 CUMMTOMHW OTFOBOPM KaTo CrieAcTBUE OT NPeANLLIHM eKcno3numm
Ha BnakHa.

PA3OEI 12: ExonornyHa nHcpopmauus

12.1. TOKCU4YHOCT

OnacHo 3a BogHaTta cpefa, KpaTkocpodHa (ocTpa)

OnacHo 3a BoaHaTa cpefa, AbMrocpoyHa
(XpoHu4Ha)

12.2. YCTOMYUBOCT U pa3rpagumocT

He ce knacuduumpa (Bb3 ocHOBa Ha HanNMYHUTE AaHHU He ca U3MbIIHEHU KpUTepumTe 3a
KnacuguumpaHe)
He ce knacuduumpa (Bb3 ocHOBa Ha HanNMYHUTE JaHHW HE Ca U3MbIIHEHU KpUTEepumTe 3a
KnacuguumpaHe)

PC-Max2050b

YCTONYMBOCT 1 pasrpagmmoct

He e npunoxumo.
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12.3. Buoakymynupalilia cnoco6HocT

PC-Max2050b

KoedwuumeHT Ha pasnpeaeneHve: n-oktaHon/soaa Henpunoxvmo
(Log Pow)

KoeduumeHT Ha pasnpeneneHue: n-oktaHon/soaa Henpwunoxumo
(Log Kow)

Broakymynumpalua cnocobHocT He e npunoxwmmo.

12.4. NpeHocumocCT B noyBarta

PC-Max2050b

Ekonorus - noysa He e npunoxumo.

12.5. Peayntatu ot oueHkata Ha PBT n vPvB

PC-Max2050b

PBT: Henpunoxvmo - He ce u3ncksa permcrtpauns

VPVB: Henpunoxmmo - He ce U3nMcKBa perncTpaums

12.6. CBoncTBa, HapyLlaBawm ¢yHKLUMUTE HAa eHAOKPUHHaTa cuctema

Hama HanuyHa gonbnHWUTENHa VIH(t)OpMaLlMﬂ

12.7. Opyrn HeGnaronpuATHU echekTn

Hama HanuyHa gonbnHUTENHa VIH(t)OpMaLlMﬂ

PA30EIJ 13: O6e3BpexaaHe Ha oTnagbUuTe

13.1. MeToau 3a TpeTupaHe Ha oTnaabLUMU

MeToau 3a TpeTupaHe Ha oTnagbum

OTCTpaHHBaHeTO TpﬂﬁBa Aa ce n3BbplLiBa B CbOTBETCTBME C NpeanncaHnaTa Ha
KOMNEeTeHTHUTe BeJOMCTBa. EBpOI'IeVICKVI KaTanor Ha oTnagbuuTe.

I'Ipenopbkm 3a oTBeX[aHe Ha oTnagb4HU BOOAU : He ,D.OI'IyCKaIﬁTe Aa nonagHe B KaHanusauuaTa unn Boaon3TovHuuuTe.

Mpenopbku 3a obesspexaaHe Ha
npoaykTa/onakoskara

: [a He ce U3XBbpIS C AOMALUHUTE OTNaAbLM.

PA30EJ 14: UHdopmaLmsa OTHOCHO TPAHCNOPTUPAHETO

B cvoTtBetcTBre c ADR / IMDG / IATA/ ADN/ RID

ADR IMDG IATA

ADN

RID

14.1. Homep no cnuckka Ha OOH unu naeHTUdMKaLMOHeH HoMep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

He e npunoxumo

He e npunoxumo

14.2. ToyHO HaMMeHOBaHM1e Ha npaTkaTa no cnucsbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

He e npunoxumo

He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT npu TpaHCNopTUpaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

He e npunoxumo

He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

He e npunoxumo

He e npunoxumo

14.5. OnacHOCTM 3a OKONHaTa cpeaa

He e npunoxumo He e npunoxumo He e npunoxvmo

He e npunoxvumo

He e npunoxumo

Hama ponbnHutenHa HannyHa uHdopmMaums
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14.6. CneuunanHu npeanasHn MepKku 3a noTpebutenure

CyxonbTeH TpaHCNopT
He e npunoxmmo

TpaHcnopT no Mope
He e npunoxumo

Bb3ayweH TpaHcnopT
He e npunoxvmo

TpaHcnopT No BbTpelHUTe BOAHW NbTULLA
He e npunoxmmo

XenesonbTeH TpaHCNoOpPT
He e npunoxvmo

14.7. MopcKu TpaHCNOPT Ha TOBapy B HACUIMHO CbCTOsIHME CbINacHo UHCTPYMEHTU Ha Me)Kp,yHapop,HaTa MOpCKa
opraHnsauusa

He e npunoxvmo

PA30EJ 15: UHdopmaums oTHOCHO HOopMmaTMBHaTa ypeaba

15.1. CI'IeLIM(*)VI‘-IHM 3a BewecTBOTO UMK cCMeCcTa HOpMaTUBHa ypeﬂﬁa/3aKOHOAaTeﬂCTBO OTHOCHO 6e30nacHocTTa,
3A4paBeTo U OKOoJIHaTa cpeaa

15.1.1. PernameHTn Ha EC

[pyra nHdopmauums, orpaHuyeHnst n Hapeaou 3a : To3n NpoayKT e n3genue 1 CbrnacHo AeNCTBaLLMUTE 3aKOHWN U pernamMeHTn He N3NCKBa

3abpaHu Knacudukauus n etmketupaHe. Cnopepg uneH 31 Ha REACH 3a To3v npoaykT He ce
n3unckasa MHpopmaLmMoHeH nUCT 3a 6e3onacHocT. HacToAWmAT MHOPMALMOHEH NCT 3a
6e30nacHOCT e 13roTBeH Ha 4OBPOBOMNHM Havana.

REACH, NMpunoxeHune XVII (YcnoBus 3a orpaHnyaBaHe)

Henpunoxumo.

REACH, MpunoxeHue XIV (Cnucbk Ha BellecTBaTa 3a pa3pellaBaHe)

Henpunoxumo.

REACH, Cnucsk ¢ kaHanpaTt-BewectBa (SVHC)

He cbabpxa BellecTBo(a), BkntodeHo(M) B cnucbka Ha REACH c kaHaupaT-BellecTsa

PernameHT PIC (EC 649/2012, NpeaBapuTenHo 060CHOBaHO cbrnacue)

He cbabpxa BellecTBo(a), BkntoyeHo(n) B PIC cnuckka (PernameHTt EC 649/2012 0THOCHO M3HOCa M BHOCA Ha OMNacHV XMMuKanm)

PernameHT oTHocHo YO3 (EC 2019/1021, YcTOW4YMBM OpraHN4HN 3aMbpCcUTENN)

He cbabpxa BelecTto(a), BkntoyeHo(n) B cnucbka ¢ YO3 (PernamernTt EC 2019/1021 OTHOCHO YyCTOMYMBUTE OpPraHUYHN 3aMbpcuTeni)

PernameHT OTHOCHO BeLlecTBa, KOUTO HapyLliaBaT o3oHoBus cnon (EC 1005/2009)

He cbabpxa BeLlecTBo(a), BKIOYEHO(M) B CNMCHKA C BELLECTBa, KOUTO HapyLuaBaT 030HoBus criov (PernameHT EO 1005/2009 oTHOCHO BellecTBa,
KOUTO HapyLuaBaT 030HOBMS CIOW)

PernameHT oTHOCHO NMpeKypcopute Ha B3puBHU BelyecTBa (EC 2019/1148)

He cbabpxa BellecTso(a), BKNIOYEHO(M) B CNUCHKa C Npekypcopu Ha B3puBHM BellecTea (PernameHTt EC 2019/1148 3a npeanaraHeTo Ha nasapa u
ynotpebaTta Ha Npekypcopu Ha B3pMBHU BeLLLECTBA)

PernameHT OTHOCHO NpeKypcopuTe Ha HapKoTM4YHM BelwecTBa (EO 273/2004)

He cbabpxa BellecTBo(a), BKNoYeHo(M) B cnucbka ¢ Mpekypcopun Ha HapkoTuyHuTe BellecTBa (Pernament EO 273/2004 oTHOCHO
npon3BOACTBOTO U NMyCKaHeTO Ha Nasapa Ha onpefenieHn BeLLecTBa, U3MNonN3BaHn 3a HE3aKOHHO MPOM3BOACTBO HA HAPKOTUYHW UMK NMCUXOTPOMHU
BelllecTBa)

15.1.2. HaumMoHanHu pasnopeabu

Hama HanuyHa gonbnHWTENHa nHdopMaums
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15.2. OueHka Ha 6e30MacHOCT Ha XMMUYHOTO BeLLeCcTBO UM CMecC

Hama HanuyHa gonbnHUTENHa nHopMaums

PA30EJ 16: Opyra nHdopmaums

CbKpaleHUs U aKkpOHUMMU:
ADN Accord européen relatif au transport international des marchandises dangereuses par voie de navigation intérieure
(European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways)
ADR Accord européen sur le transport des marchandises dangereuses par Route (European Agreement concerning the
International Carriage of Dangerous Goods by Road)

CLP PernameHT OTHOCHO KnacuguumMpaHeTo, eTUKeTMpaHeTo u onakoBaHeTo; PernameHT (EO) Ne 1272/2008

DNEL MonyyeHa HepelcTBaLLA f03a/KOHLEHTpaLMS

IATA International Air Transport Association

IMDG International Maritime Code for Dangerous Goods

REACH Pervctpauusi, oueHka, paspeluaBaHe 1 orpaHnyaBaHe Ha xumukanu; Pernament (EO) Ne 1907/2006

RID MpaBuWIHKK 32 MeXAyHapOAEH Xene3onbTeH NPEBO3 Ha ONacHW ToBapu

PBT YcTonumnso, 6roakymynvpalLo 1 TOKCU4HO

vPvB MHOro yCTONYMBO 1 MHOFO GMOaKyMynmpaLLo

ATE OueHKka Ha ocTpa TOKCUYHOCT

BCF dakTop 3a BMOKOHLEHTpauust

DMEL MonyyeHa MMHMManHa gercTBalla 4o3a/KoHUEeHTpauums

EC50 CpenHa eeKT1BHa KOHLEHTpaums

IARC MexgyHapoaHa areHUus 3a u3crieaBaHe Ha paka

LC50 CpefiHa CMbPTOHOCHA KOHLIEHTpaLms

LD50 CpepfHa CMbpPTOHOCHA 03a

LOAEL Han-HuckaTa fosa, npv KoATo ce Habnogaea HebnaronpusiteH ecpekT

NOAEC KoHueHTpauusi 6e3 HabnogaeaH HebnaronpuaTeH ecekt

NOAEL HuBo 6e3 HabntogaBaH HebnaronpusiTeH eekT

NOEC KoHueHTpauus 6e3 HabnogaBaHo Bb3aencTBue

OECD OpraHu3aums 3a MKOHOMUYECKO CbTPYAHUYECTBO U pa3BUTue

PNEC Mpepnonaraema HegencTBalla KOHLEHTpaLMs

nne MHdopmaumoHeH nuct 3a 6esonacHoCT

STP MpeuncTBaTenHa craHums

TLM CpefHO HMBO Ha TOKCUYHOCT
M3TouHMUM Ha AaHHK . Oannun 3a nponssoauTens. EBponencka areHumst no xumukanu, http://echa.europa.eu/.
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[pyra nHdopmauus . Occupational Hygiene: dawn.webster@alkegen.com.

. MPOrPAMA 3A MNMONATAHE HA TPVXN

ECFIA, npeacraensiBalla NnpoM3BogUTENUTE Ha BUCOKOTEMMEPATypHa M30MnaLuoHHa BaTa
(HTIW), npeanpve npunaraHeTo Ha MawabHa nporpama 3a NpoMULLINEHa XUMMeHa, KOSITo
[a NoAnoMorHe noTpebuTenuTe Ha BCUYKMU NPOAYKTYW, kKouTo cbabpxaT HTIW.

LlenuTe ca aBe:

* [la Ce U3BBbPLUBA MOHUTOPUWHI Ha KOHLEHTPaLMsiTa Ha NpaxoBuUTe YacTuum Ha paboTHOTO
MSICTO B MOMELLEHUSITA KaKTO Ha NPOMU3BOAUTENUTE, Taka U Ha noTpebutenure.

* [la ce AOKYMEHTMpa NpoM3BOACTBOTO M ynoTpebaTta Ha NpoAyKTU OT OrHEYMNopHU
KepamuyHu BnakHa (HTIW) oT rnegHa Touka Ha NnpoMuLneHaTa xurveHa, 3a ga 6baat
N3roTBEHN CbOTBETHM MPENOPBKM 32 HAMansBaHe Ha ekcnosvummnTe.

KFT SDS EU 06

WHdopmaumsTa B To3n MHMOPMaLUMOHeH NcT 3a 6e3onacHocT (1) BktoYBa NoApoOHM AaHHM 3@ MAEHTUYHOCTTA Ha BELLEeCTBOTO, 3a
npou3BoAMTENs/A0oCTaBuMKa, XapakTepucTukaTa v npeoTBpaTsBaHe ToHa PUCKOBETE, pearnpaHeTo Mpu CreLLHW cuTyaumum u apyra
cneuvanuanpaHa nHopmaums, (2) [OKOSKOTO HU € M3BECTHO, KbM fataTta Ha HeMHOTo ny6nvkyBaHe nogageHaTa nHopMaLuus e BspHa U e
npencraBeHa 4obpocbBECTHO, (3) NpegHasHayveHa e eAUHCTBEHO Aa NpefocTaBn Hacoku 3a 6esonacHa paboTa, ynoTpeba, o6paboTka,
CbXpaHeHue, TpaHcnopTupaHe, obe3BpexaaHe U N3XBbPIIsIHE Ha NMOCOYEHOTO BELLECTBO, (4) cneaBa Aa ce YeTe v U3non3ea B KOMOUHALWS CbC
CbOTBETHWUTE AaHHW Ha APYXeCTBOTO, (5) OTHacs ce eAUHCTBEHO [0 KOHKPETHOTO MOCOYEHO BELLECTBO U MOXE @ He e BanuaHa, B cryyan ye To
ce 13nonaea B KOMOGMHaUMs C ApYro BELLECTBO UNu Npouec, 1 (6) ce npegocTassa 6e3 rapaHumsi, u3puyHa unu nogpasbupalla ce, No 3akoH Unu B
[OeCTBUTENHOCT, 3a TbProBCKO Ka4eCTBO MM NPUrOAHOCT 3a onpeaerieHa Len. To3n JOKYMEHT He npeacTaBrsiBa NpoaykToBa cneumdukaums n
ropaav ToBa He MOXe Aia ce U3non3ea 3a nosoeasaHe. PaboTtogatenute mMorat Aa M3nonaeaT HacTosLWMs MHopMaLMoHeH nNucT 3a 6esonacHocT
B [IOMbJIHEHME KbM OCTaHanaTa nHchopmMaums, cbbrpaHa oT TX B MOAKPena Ha yeunusata UM 3a ocurypsisaHe Ha 3gpaBeTto v 6esonacHocTTa Ha
paboTHULMTE U CNYXUTENUTE 1 BbB Bpb3ka C NpaBunHaTa ynotpeba Ha npoaykra.
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