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i/
)‘ L' E G E N NHdopmaumoHeH nuct 3a 6esonacHocT

B cboTBeTcTBME ¢ PernameHT REACH (EO) 1907/2006, nsmexeH ¢ PernameHt (EC) 2020/878
[ata Ha n3gasaHe: 2.12.2022 r. [aTa Ha pepakuusaTta: 2.12.2022 r. Bepcus: 1.00

PA3OEJ 1: UaeHTucpukauma Ha BewecTBOTO/CMECTa U Ha ApyKeCcTBOTOo/NpeanpuaTMeTo

1.1. UpeHTudmkaTop Ha npoaykra

dopma Ha npoaykTa : Uspenve
Tbproscko HaMMeHoBaHWe . Isofrax Rigiform 130
MpoaykToB TMN . MpopykTbT e nsgenve cnopen onpepenenveto B REACH. Bbnpekn ye pasnopenbute 3a

knacudmumpaHeTo n etuketnpaHeto (CLP) cTporo ce npunarar 3a BellecTsa U cMecu, Te
He ce npeaBwxaaT 3a nsgenuata. MHopmMauMoHHMAT NMCT 3a 6e30MacHOCT Ha NPoAyKTa u
onpegeneHuTe eTnketn obade ce NpenocTaBaT Aob6poBonHo. Kato fobpockBECTHO
3agbJrKeHne KbM rIOTpGGVITeJ'IH.

1.2. UpgeHTnduMpaHm BupoBe ynOTpe6a Ha BewwecTBOTO UM CMecCTa, KOUTO ca OT 3Ha4YeHue, n BUuAoBe ynOTpeﬁa, KOUTO

He ce npenopb4BaT
1.2.1. UpeHTUdMUmnpaHm ynotpebu

Ynotpeba Ha BelyecTBOTO/CMECTA

1.2.2. YnoTpe6u, KOUTO He ce npenopb4BaT

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaU.I/Iﬂ

: 3a npomuwineHa ynotpe6a npu BUCOKOTEMMNEPATYPHU MPUNOXKEHMSI.

1.3. Nogpo6Hu AaHHM 3a [OCTaBYMKa Ha MH(POPMaALMOHHUA NUCT 3a 6e3onacHocCT

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

AuctpubyTop

Alkegen (formerly Unifrax)

Via Volonterio 19

21047 Saronno (VA)

Italy

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

E-Mail Ha kKoMneTeHTHOTO 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)

Ruskéa 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

1.4. TenechoHeH HOMep NpU CNELIHN cryvyau

TenedoHeH HOMep Mpu CMNELLHM criyYyaun . XvrneHa Ha TpyAa v rpvxu 3a 3gpaseto: Ten.: + 44 (0) 1744 887603; Umenn:

reachsds@alkegen.com; (8.15-17.10 u.); E3uk : aHrnuiickn
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NHdopmaumoHeH nucT 3a 6e3onacHocT
B cboTBeTCcTBUE C PermameHT REACH (EO) 1907/2006, nsmeHen ¢ PernamenT (EC) 2020/878

CtpaHa OpraHusauus/KomnaHus Appec TenecoHeH HOMep KomeHTap
npuv crewHn cnyyvyam

Bwnrapus National Center of Clinical Toxicology Boul. Totleben 21 +359(2) 915 44 09
Research Emergency, Medical Institute 1606 Sofia
"Pirogov"

PA3MEJ1 2: OnucaHue Ha onacHOCTUTe

2.1. KnacudmumpaHe Ha BellecTBOTO Unn cmecTa

Knacudmkauus B cboTBetcTBUe ¢ PernameHT (EO) Ne 1272/2008 [CLP]

He ce knacuduumpa

He6naronpusatHu dousmkoxumMmnyHu ecbekTn n HebnaronpusaTHU ecpeKTU 3a 3apaBeTo Ha YOoBeKa U OKoNHaTa cpeaa

Mo Halum cBeaeHns, TO3M NPOAYKT He NpeAcTaBnsBa 0CObeH pUCK MpK yCroBuve, Ye ce cnassaTt obLuTe nNpaBuna 3a NpoOMULLINIEHa XUrveHa u

TexHuKa 3a 6esonacHocT.

2.2. EnemMeHTM Ha eTukeTa

ETtukeTtupaHe B cboTBeTCcTBUE C PernameHT (EO) Ne 1272/2008 [CLP]

HonbnHutenHu dpasu : To3u NpoAyKT e n3aenue 1 CbrnacHo AecTBalumTe 3akoHW U PErNMaMeHTU He U3NCKBa
Knacuukaums u eTukeTnpaHe.

2.3. Npyru onacHocTu

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

PBT: Henpunoxwmo - He ce nsnckea permcTpaums
vPVB: HEMPUINOXUMO - HE Ce U3WCKBA pPerncTpaums
He cbabpka PBT/vVPVB BelecTtBa = 0.1%, oueHeHnn B cvoTBeTcTBUE C Mpunoxenne Xlll Ha PernameHt REACH

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

3.1. BewecTtBa

He e npunoxvmo

3.2. Cmecu

KomeHTapwu . Wspenve
Bcunukn npoayktv cbabpkaT M3onaumoHHa Bata (CUHTETUYHU BlakHa, CUMUKaTu Ha
ankanosemHu metanu, CAS 436083-99-7).
Beuyku npogykty cbabpxat MNonuvkpucTtanHy BnakHecTn matepuanu (PCW), CAS 675106-
31-7.

Tasn cMec He cbabpxa BellecTBa, KouTo TpsabBa Aa 6bAaT NocoYeHN CbrMacHo KputepuuTte, ykasanu B pasaen 3.2 ot Mpunoxerwe || Ha REACH

PA30EJ 4: Mepku 3a nbpBa NOMOLY

4.1. OnucaHme Ha MepKuUTe 3a NbpBa NoMoLl

MbpBa nomoLy, - o6LwM Mepkn . BbB BcuYkM cryyan Ha CbMHEHWE, UM ako CUMNTOMUTE NPOAbIMKaBaT, NoTbpceTe
MeAULMHCKA NOMOLL.

[MbpBa nomoLy, Npu BAULLBaHeE . lMpu ynotpeba Moxe Aa ce oTAeny BrakHecT npax. B cnyvaii Ha Apa3HeHe Ha Hoca unu
rbproTo, NpemMecTeTe Ce Ha YUCT Bb3ayX.

[MbpBa NOMOLL, MPU KOHTAKT C KoXaTta : N3muiiTe BHMMaTenHo n obunHo cbe canyH u Boga. Ceanete 3aMbpCceHOTO 06rekrno u ro
n3nepeTe nNpeau NoBTopHa ynotpeba.

MbpBa NOMOLL, NPU KOHTAKT C o4nTe : [NpomuBaiiTe BHUMATENHO C BOAA B NPOABLIMKEHNE Ha HAKOMNKO MUHYTU. CBaneTte
KOHTaKTHUTE MeLly, ako MMa TakvBa M JOKOMKOTO TOBa € Bb3MOXHO. [MpoabnxeTe ¢
N3NnakBaHeTo.

MbpBa nomoLw, Npu nornbLUaHe : TMornbLyaHe e manko BEpOsTHO.
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NHdopmaumoHeH nucT 3a 6e3onacHocT
B cboTBeTCcTBUE C PermameHT REACH (EO) 1907/2006, nsmeHen ¢ PernamenT (EC) 2020/878

4.2. Han-cbliecTBEeHU OCTPM M HacTbNBaLWM cnen U3BeCTeH Nepuoa oT Bpeme CUMNTOMU U edheKkTn

CI/lMI'ITOMVI/ereKTVI crnen sguwiBaHe . MeéxaHW4HO JpasHeHe.
CI/lMI'ITOMVI/ereKTVI criefl KOHTaKT C KoxaTta . MeéxaHW4HO JpasHeHe.
CI/lMI'ITOMVI/ereKTVI criefl KOHTaKT C o4uTe . MeéxaHW4HO JpasHeHe.

4.3. YKka3aHue 3a He0o6XxoAUMOCTTa OT BCAKAKBU HEOTIIOXKHA MeAULIMHCKM FPMXu n cneunanHo nevyeHue

[a ce NekyBa CMMNTOMaTtu4Ho.

PA3OEJ 5: MpoTuBOnoXapHU MepKu

5.1. CpepcTBa 3a raceHe Ha noxap

Mogxogswm noxaporacuTenHu cpeactaa : MpoaykTbT He e 3ananum. Ja ce U3nons3BaT CpeacTBa, NOAXOAsILLM 3a raceHe Ha noxapw B
cbeeacTso. MsHa. Cyx npax. BbrnepoaeH avokeua. BogeH cnipei.
Henoaxopsiwy noxaporacuTenHun cpeacTea : [a He ce n3nonssa cunHa BogHa CTpysi.

5.2. OcobeHu onacHOCTW, KOMTO NPOM3TUYaAT OT BeLeCcTBOTO UNn cMecTa

OnacHocT oT noxap . Hesananum.

OnacHocT OT eKcnno3aust : poayKTHT He e eKCNNO3UBEH.
OnacHu NpodyKTV Ha pa3nagaHe B criyyait Ha : Hsma.

noxap

5.3. CbBeTM 3a noxapHuKapuTte

MHCTpYKUMK 3a raceHe Ha noxapu . [a He ce ponycka usnonssaHata B 6op6ara ¢ noxapa Boga Aa 3aMbpCu OKOSHaTa cpeda.
3almra npum raceHe Ha noxap : [la He ce Bnn3a B 30HK Ha noxap 6e3 npeanasHK CPeACTBa, BKN. U CPpeacTea 3a avuxarenHa
3awmra.

PA3IEI 6: Mepku npu aBapMrnHO U3nycKaHe

6.1. JluuHu npeanasHu mepku, NpeanasHyu cpeacTBa v Npoueaypy NP CNeLHU criyyam

06wy mepkun : [a ce n3bsrea obpasyBaHeTo Ha npax. [la He ce BAWwBa npaxa. [la ce nsbsarea KOHTaKT C
Ko)kaTa 1 ouuTe.

6.1.1. 3a nepcoHarn, KOMTO He OTroBapsi 3a CNELHU cnyYyau

3awuTHM cpeacTea : 3a Nu4HuTe NpegnasHu cpeacTsa, KoUTo TpsiGBa Aa ce U3NonasaT, BuxTe B pasaen 8.
ABapuiiHi NnaHose : [a ce 3aBpaHu Ha NuuaTa HaAMaLUM paspeLleHue.

6.1.2. 3a nuuaTa, OTTOBOPHM 3a CMELIHU cryYau

3awmTHu cpencTea : ,Ela Ce ocurypu nogxoasdila BeHTunayumsa. 3a nuyHuTe npeanasHuy cpeacTea, KOUTo TpH6Ba
Aa ce u3nonsear, BUXTe B pasgen 8.

ABapVIIZHI/I nnaHose : MaHI/II'IyJ'IaLl,I/IVITe TpFIGBa Aa ce u3BbpLiBaT camo oT KBaJ'II/ICbI/ILlI/IpaH n oTopusmnpaH
nepcoHan.

6.2. Npepna3Hn mepku 3a ona3saHe Ha OKOJNHaTa cpefa

[la ce n3bsarea n3nyckaHe B OKOJ1HaTa cpeaa.

6.3. MeToau n matepuanu 3a orpaHu4yaBaHe U NOYUCTBaHe

MeToam 3a nouncteaHe . Cbbepete npoaykra no MexaHuyeH HauuH. [la ce cBefie 4O MUHUMYM 06pa3yBaHeTo Ha
npax. MNpaxbT MoXe Aa ce n3cMykaa ¢ npaxocMykadka ¢ HEPA-cduntbp (ot aHrn. High
Efficiency Particulate Air - BucokoedekTMBHa cuctema 3a otTaensiHe Ha NpaxoBuUTe YacTuum
OT Bb3ayxa).

[Opyra nHdgopmauus . OTcTpaHsiBaHeTO TpsibBa Aa ce 13BbpLUBa B CbOTBETCTBUE C NpeanucaHusTa Ha
KOMMETEHTHWUTE BEAOMCTBA.

6.4. No3oBaBaHe Ha Apyru pasgenu

MHdopmaums 3a 6e3onacHa pabota. BuwxTe Pasgen 7. 3a nuuHuUTe NpeanasHu cpeacTea, KouMTo TpsibBa ga ce M3nonsear, BkTe B pas3gen 8. 3a
noeeye MHopmaums, BuxTe pasgen 13.
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NHdopmaumoHeH nucT 3a 6e3onacHocT
B cboTBeTCcTBUE C PermameHT REACH (EO) 1907/2006, nsmeHen ¢ PernamenT (EC) 2020/878

PA3[EJl 7: PaboTa n cbxpaHeHue

7.1. NMpepna3Hu Mepkn 3a 6esonacHa paboTta

[lonbnHMTENHM onacHOCTM No Bpeme Ha obpaboTka : [la ce ynoBsiT NpaxoBeTe Ha MACTOTO, KbAETO Ce OTAENST.

MpeanasHu mepku 3a GesonacHa paboTta . Mpeaw ynotpeba ce cHaBaeTe CbC creumanH UHCTPYKUMK. V3nonaeaiite npegnucaqnTe
NWYHK NpeanasHu cpeactea. [la ce ocurypu 4obpo nposeTpsiBaHe Ha paboTHOTO MsAcTo. [a
He ce siae, Nve unu Nywu npy ynotpeba Ha npoaykTa. [la ce n3Gsrsa o6pasysaHeTo Ha
npax. [a He ce BauwwBa npaxa. [la ce nsbsrea KoHTakT ¢ ounte. MouncteTe fobpe
3aMbpPCEHUTE 30HU.

XUrmeHHn Mepku . [la ce uaMuAT pbLETE U APYrTe N3NOXKEHN YacTu C MEK canyH 1 BoAa Npeauy XpaHeHe,
nveHe, MylleHe, KakTo 1 NPeau aa ce HanycHe paGoTHOTO MACTO.

7.2. YcnoBus 3a 6e3onacHo CbXpaHABaHe, BKINH4YNTEeNTHO HeCbBMEeCTUMOCTHU

Ycnosusa 3a CbXpaHaBaHe : npO,D,yKT'bT TpﬂﬁBa Aa ce CbXpaHdABa CaMo B OpuUrmHasriHaTa onakoBKa. Oa ce CbXpaHaBa
NNBTHO 3aTBOPEHO Ha CyxX0 N XNagHO MACTO.

MHdJOpMaLWIFI 3a CbXpaHeHue B egHO 1 CbLUOo : dace ObpXWN Aanedye ot XpaHU U HaNUTKN, BKITIOYUTENHO U OT XpaHU 3a XUBOTHMW.

nomeulieHne

7.3. CneuundpnuHa(un) kpanHa(u) ynotpeba(u)

Cawmo 3a npodecroHanHa ynotpeba. Buxre Pasgen 8.

PA3[EJI 8: KoHTpon Ha eKkcno3numaTa/NM4HuM npeanasHu cpeacrBa

8.1. MapameTpu Ha KOHTpON

8.1.1 HauMoHanHM rpaHUYHU CTOMHOCTU Ha NPodPecrMoHarnHa ekcno3uumsi U GUONOrMUYHU rPAHNYHU CTOWHOCTH

Isofrax Rigiform 130

EC - UHAuKaTUBHU rpaHU4HU CTOWHOCTU Ha Nnpod)ecuoHanHa ekcno3uuus (IOEL)

MecTHo HavmeHoBaHWe Man made vitreous fibers (MMVF)

3abenexka The NOEL of 30 x 10° WHO-f/m3 or 10 x 10° f with | > 20 um is used as the starting point
to derive an OEL. Taking into account this well defined NOEL, a LOEL at fivefold higher
concentrations, and the absence of a carcinogenic potential in long term inhalation studies
allows to apply the small uncertainty factor of 3 resulting in the OEL of 10 f/ml (10x10°®
fibres /m3 or 1 mg/m3). (Year of adoption 2002)

MNMo3oBaBaHe Ha HopmaTuBHaTa ypenba SCOEL Recommendations

Bbnrapus - N'paHuum Ha npocdecmoHanHa ekcno3nums

[a ce cnasBsa obwara rpaHun4Ha CTOWMHOCT 3a 3anpalleHocCT.

8.1.2. MpenopbunuTenHn npoueaypu 3a HabnogeHue

Hama HanuyHa gonbnHUTENHa uHMopMauns

8.1.3. O6pa3yBaT ce 3aMmbpcUTENU Ha Bb3ayxa
Hama HanuyHa gonbnHWTENHa nHdopMaums
8.1.4. DNEL n PNEC

Hsama HanuyHa gonbnHUTEnHa VIHd’)OpMaLWIﬂ

8.1.5. PerynupaHe 4pe3 o6xBatu (control banding)

Hama HanuyHa gonbnHWTENHa uHdopMaums
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NHdopmaumoHeH nucT 3a 6e3onacHocT
B cboTBeTCcTBUE C PermameHT REACH (EO) 1907/2006, nsmeHen ¢ PernamenT (EC) 2020/878

8.2. KoHTpon Ha ekcno3nuymaTa
8.2.1. NoaxoAsily TeXHUYECKU KOHTPON

Moaxoasiy TeXHUYECKN KOHTPON:

[a ce ocurypu nobpo nposeTpsiBaHe Ha paboTHOTO MSACTO.

8.2.2. IlnyHm npeanasHu cpeacTea
8.2.2.1. 3awmTa Ha ounTe N NULETO

3awuTa Ha ouuTe:
Mpw oTAensiHe Ha Npax: HoceTe 3alUTHM oYnna

8.2.2.2. Npepna3BaHe Ha KoXaTta

3awmTa Ha KoxXaTta U TAnoTo:
[a ce Hocu noaxoasLo npeanasHo o6ekno

3awuTa Ha pbuerTe:
MpennasHu KoXXeHW pbkaBULM
8.2.2.3. 3awmTa Ha guxaTenHuTe NbTULa

3awmTa Ha guxaTesiHuTe NbTULA:

OTtpensHe Ha npax: npoTuBonpaxosa macka. (FFP2)

8.2.2.4. TepMu4HM onacHoOCTN

Hama HanuyHa gonbnHUTENHa VIH(t)OpMaLlMﬂ

8.2.3. KoHTpon Ha ekcno3uuusaTa B OKorfiHaTa cpeaa

KOHTpOﬂ Ha eKcno3nuusaTa B OKOJIHaTa cpepa:
[a ce nsbsarea n3nyckaHe B OKONHaTa cpepga.

Opyra nicpopmauums:

[a He ce sige, nue unu nywm npum ynotpe6a Ha npogykTa. He HoceTe paboTHUTE Apexu BkbLM. M3nepeTe 3ambpceHoTo 06nekno npeam NnoBTopHa

yn0Tpe6a. Pa6oTHute apexu Aa ce oTAenaT OT oCTaHanuTe gpexu. Oa ce nepart oTaesiHo.

PA3[EJ 9: ®U3n4YHMN N XUMUYHN CBOUCTBA

9.1. UHdopMaLsi OTHOCHO OCHOBHUTE (PM3UYHU U XMMUYHU CBOMCTBA

ArperaTtHo CbCTOsIHME

LssaTt

Mwupuc

paHuLa Ha mypuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuneHe/MHTepBarn Ha KuneHe
3ananumocTt

EkcnnosueHu ceoricTBa
Oxkcuanpallm cBoncTea

"paHnLM Ha eKcnno3mMBHOCT
[onHa rpaHuua Ha ekcrnno3MBHOCT
opHa rpaHuLa Ha eKCnio3vBHOCT
lNMnamHa Temnepartypa
TeMmnepaTypa Ha camo3anarnsaHe
TeMmnepaTypa Ha pasnagaHe

TBbpOO BELLECTBO

6sn. Bexos.

6e3 mupuc.

He e Hanu4yHo

1500 — 1550 °C (BnakHa)
He e Hanu4yHo

He e Hanu4yHo

He e Hanu4yHo

MpoayKTHT He € eKCNIO3MBEH.

Heokcuaunpaly,.

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e HannyHo

pH He e KOHKPEeTHO NPUNOXNMO
pH pa3stBop He e HanuuHo

Bucko3utet, knHemaTumyeH He e npunoxumo
PasTtBOpumocT Bopga: < 1 mg/l (BnakHa)
KoeduumeHT Ha pasnpeaeneHue: n-oktaHon/soaa He e Hanu4yHo

(Log Kow)

HansiraHe Ha napuTe
HansiraHe Ha napuTe npu 50°C
MnbTHOCT

OTHOCHTENHA NABLTHOCT

He e Hanu4yHo
He e Hanu4yHo
300 — 350 kg/m?3 (BnakHa)
He e Hanu4yHo
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NHdopmaumoHeH nucT 3a 6e3onacHocT
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OTHocuTenHa NbTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTnuute : He e Hann4yHO
Pasnpegenexue Ha yactuumTe no pasmep : He e Hann4yHO
dopma Ha yacTuuute : He e Hann4yHO
CbOTHOLLEHME Ha YacTuunTe : He e Hann4yHO
CbCTOsIHME NO OTHOLLEHME Ha arperauusita Ha : He e Hann4yHO
yactmuute

CbCTOsIHME NO OTHOLLEHME Ha arnmoMepauusTa Ha : He e Hann4yHO
yactmuute

CreundunyHa NOBBbPXHOCT Ha YacTuunTe : He e Hann4yHO
eHepupaHe Ha npax oT YacTuum : He e Hann4yHO

9.2. fipyra uncpopmauums
9.2.1. Unchopmaumsa BLB Bpb3Ka C krnacoBeTe Ha huanyHa onacHocT

Hama HanuyHa gonbnHUTENHa VIH(t)OpMaLlMﬂ

9.2.2. [ipyru xapakTepucTuKu 3a 6esonacHocT

[pyru ceoncTBa . [NpeTerneHa cnpsiMo ObMKMHATa CpegHOreoMeTprMyHa CTOMHOCT Ha AMamMeTbpa Ha
BIlakHaTa, cbabpXalm ce B npogykra: 1,9 - 6 um

PA3OEJ 10: CTabMnHOCT U peakTUBHOCT

10.1. PeakuynoHHa cnoco6HoCT

CrabuneH npy HopmarnHu ycrnoBusi Ha ynoTtpeba.

10.2. XuMunyHa ctabunHocTt

MpoaykTbT e cTabuneH npu HopMarnHu ycrnoBusi Ha paboTa u CbxpaHeHue.
10.3. Bb3MOXHOCT 3a onacHu peakuum

Hsama nosHaTu onacHu peakuuu.

10.4. YcnoBusa, Kouto TpsAbBa Aa ce n3bsrear

Hama HannyHa AonbrHUTENHA I/IHd)OpMaLlMﬂ.

10.5. HecbBMecTUMU MaTepuanu

Hama.

10.6. OnacHu NpoAyKTW Ha pa3nagaHe

Mpy HopmarnHu ycnoBus Ha CbxpaHeHue u ynotpeba, He TpsAbBa Aa ce OTAENST onacHW NPOAYKTU Ha pa3naraHe. Cbabpxa OpraHMyHu BeecTsa u
npu MbPBOTO 3arpsABaHe MOXe Aa OTAeNu NeTnmBu opraHnyHy ceeguHenns (VOC).

PA3[OEI 11: TokcukonornyHa nHcgpopmaums

11.1. UHdopmauma 3a knacoBeTe Ha onacHocT, onpeaeneHun B PernameHT (EO) Ne 1272/2008

OcTpa ToKCMYHOCT (oparnHa) : He ce knacudmumpa (Bb3 ocHoBa Ha HanmUYHWUTE OaHHW He Ca U3MbIIHEHN KpUTepuMTe 3a
KnacuduumpaHe)

OcTpa TOKCMYHOCT (AepmarHa) : He ce knacudmumpa (Bb3 ocHoBa Ha HanmMuYHWUTE AaHHW He ca U3MbITHEHW KpUTepunTe 3a
KnacuduumpaHe)

OcTpa TOKCUYHOCT (BOWLLBaHE) : He ce knacudmumpa (Bb3 ocHoBa Ha HanmMUYHWUTE AaHHW He Ca U3MbIIHEHN KpUTEpuMTe 3a
KnacuduumpaHe)

KopoanBHoCT/gpa3HeHe Ha koxarta : He ce knacudmumpa (Bb3 ocHoBa Ha HanmMyHWUTE JaHHW He Ca U3MbITHEHW KpUTepunTe 3a
KnacuduumpaHe)
pH: He e koHKpeTHO NpUNoXxumo

CepurosHo yBpexaaHe Ha ouuTe/apasHeHe Ha : He ce knacudmumpa (Bb3 ocHoBa Ha HanMUYHWUTE AaHHW HE Ca U3MbIIHEHU KpUTepumTe 3a

ounte KnacuguumpaHe)
pH: He e KOHKpeTHO NpUNoXumo

CeHcnbunmnsaumsa Ha amxatenHuTe NbTulla unu : He ce knacudmumpa (Bb3 ocHOBa Ha HanUYHUTE AaHHWU He Ca U3MbIIHEHN KpUTepuute 3a

Koxara KnacuguumpaHe)
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MyTareHHOCT Ha 3apoauLLHUTE KINETKN
KaHueporeHHocT
TOKCUYHOCT 3a penpogykumsiTa

CTOO (cneuudunyHa TOKCUYHOCT 3a onpegenexHn
opraHv) — egHoKpaTHa ekcnoavums

CTOO (cneuudunyHa TOKCUYHOCT 3a onpegeneHn
opraHv) — noBTapsiLLa ce ekcrnosuums
OnacHocT npv BAULIBaHe

11.2. UHdbopmaLma 3a gpyru onacHocTu

He ce knacudvumpa (Bb3 ocHOBa Ha HanNnMYHMTE AaHHU HE Ca U3MbIHEHN KpuTepuuTe 3a
KnacudunumpaHe)

He ce knacndmumpa (Bb3 ocHOBa Ha HanNnMYHMTE AaHHU HE Ca U3MbIHEHN KpuTepuuTte 3a
KnacudunumpaHe)

He ce knacuduumpa (B3 ocHoBa Ha HanMMYHUTE AaHHU HE Ca U3MbIHEHWU KpUTepuuTe 3a
KnacuduumpaHe)

He ce knacuduumpa (B3 ocHOBa Ha HanMMYHMTE AaHHU HE Ca U3MbIHEHWN KpUTepuuTe 3a
KnacuduumpaHe)

He ce knacuduumpa (B3 ocHoBa Ha HanMYHUTE AaHHW HE Ca U3MbIHEHWU KpUTepuuTe 3a
KnacuduumpaHe)

He ce knacuduumpa (He e ot 3HaveHue)

11.2.1. CBoucTBa, HapywaBawm PYHKLMMTE Ha eHAOKPMHHAaTa cuctema

2.12.2022 r. (QaTa Ha pepakuusiTa)
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11.2.2. Apyra uHcpopmaums
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Hpyra nHdopmaums

HpasHewym ceoncTea

Korato TecTbT ce n3sbpLuBa no ogobpexn metoan (dupektusa 67/548/E0O, MNpunoxexune V,
meToa B4), 3a cbabpxawute ce B TO3U Matepuvan BriakHa ce nonyyasa oTpuuaTteneH
pesynTaT. MI3KyCTBEHUTE MVUHEpanHy BNakHa morat Aa npeavssukat cnabo gpasHeHe,
KOETO BOAM [0 Cbpbex, unm psako, Npu HAKOM YyBCTBUTENHM XOpa, A0 NEKO 3a4epBsiBaHe.
3a pasnuvka OT Apyrv peakummn Ha Apa3HeHe ToBa He e pe3ynTar OT aneprus Ui XMMU4HoO
yBpexaaHe Ha KoxaTa, a € Npean3BMKaHO OT BPEMEHEH MEXaHW4eH edexT.

Opyrvi Npoy4BaHus C XXUBOTHU

Te3n maTtepuanu ca pa3paboTeHu Taka, Ye Aa no3BonsiBat 6bP30 M3UMCTBAHE Ha benute
apobose. M Tas3n HMCKka BMOYCTOMYMBOCT € NOTBBbPAEHA OT MHOIO M3CreaBaHns ¢ NoMoLyTa
Ha aTOMHO-eMWUCMOoHHa criekTpockonus (AES) cvrnacHo MNpotokon Ha EC ECB/TM/27(peg.
7).

Mpv BAMIWBaHE, 4OPV 1 BB BUCOKM 03U, T€ HE Ce HaTpyneaT [0 HMBO, KOETOo fa € B
CbCTOSIHWE Aa AoBeAe A0 CEepPMO3HN HebnaronpuaTHN GruonornyHm edextu. Mpu
n3cnegBaHe Ha XpPOHUYHA eKCMOo3ULMA Npe3 LeNnns XX1BOT HE € YCTaHOBEH CBbp3aH C
ekcnosuumsaTa edpekT, KOMTO Aa HaaBULIAaBa TO3W Ha BCEKU ApYr ,MHepTeH” npax.

Mpy nscneaBaHns BbpXy CyOXpOHNYHA eKCMO3MLMSA NPU MakCMMarHuUTe NocTWKUMK 03U B
Han-nowms criydan 6elle HabnogaBaH nNek BpeMeHeH Bb3nanuterneH oTroBop. BnakHa cbe
cblljaTa yCTOWYMBOCT B TbKaHWTE He BOOSAT A0 MosiBaTa Ha TYMOPW, KOraTo Ce MHXeKTupar
B MepuToHearnHaTa KyxvHa Ha nitbXxoBe,XpOHNYHN edeKTu:

MpoyyBaHuns BbpXy MHXanupaHe Ha NOMMKPUCTaNHU BakHa OT NiTbxoBe, 0bxBaLlaLlo
LeNnnsa UM XU1BOT, MOKa3BaT, Ye Npyu MakcumanHaTa uscnefBaHa 4osa HaMa JokasaTerncrsa
3a 6enogpobeH pak, 6enoapobHa hmbposa nnm HskakbB ApYr CbLUECTBEH HeOnaronpuaTeH
edekT. IHTpanepuToHeanHu, MHTpaTpaxearnHu 1 UHTpanneBpanHn NPoyYBaHNs BbPXY
NTbXoBe, 3aefHo C ABa in vitro TecTa, nokasaxa oTpuuaTenHu pesyntatvu. Bonpeku Hakon
OrpaHVYeHns Ha NPoyYBaHUSTa € BaXHO Aa ce NofgvepTae yCTOMYMBOTO OTCHCTBME Ha
KaHLlepOoreHeH OTroBOp Npu MPOYyYBaHNATa BbPXY XUBOTHM.

Mpe3 1988 r. MexayHapoaHaTa areHUuus 3a uscrieaBaHe Ha paka (IARC) oueHmn
KaHLLepOreHHOCTTa Ha HAKOIKO rpynu BriakHa. EgHa ot rpynute, kKosaTo npefcTaBnsisa foLuo
AedvHpaH Habop OT pasnnyHU TUNOBe BMakHa [MONMKpUCTanHu BnakHa, OrHeyrnopHu
KepaMuyHu BriakHa (Hapuyann RCF) n eaMHu4HM kpuctanHm Buckepw] 6elue pasrnenaHa
KaTo obLIMpHa, CaMOCTOATENHA rpyna, HapeyeHa ,kepaMuyHu BnakHa“. B MmoHorpadmaTa
Ha IARC sicHO Gelue NocoYeHo, Ye fJaHHUTE OT TeCcToBeTe, CreuuduyHn 3a
NONUKpUCTarnHNTe BnakHa, 6sixa oTpuuaTernHu, HO cbrnacHo npuHumnuTe Ha IARC 3a
KnacudunumpaHe, NoNoXWUTENHN pe3ynTaTu, NonyyYeHy 3a Apyry TUNoBe BrakHa, AoBeoXa
[0 3aKrnYeHneTo,4e BCUMYKM BriakHa OT rpynarta crnefisa fa ce cuutaT 3a eBeHTyarHu
KaHLeporeHu 3a xopata (kaTteropus 2B Ha IARC). B nocnepagaiya moHorpadms BbpXy
CUMHTETUYHM CTbKNoBKAHM BnakHa (MMVF) (2002 r.) IARC He Hanpaswu cneuudunyHa
npeoLeHKa Ha NoNMKpucTanHuTe BnakHa. B roguwHuna goknag 3a KaHueporeHnTe,
M3roTBeH oT HauuoHanHaTa TokcukonormyHa nporpama (NTP) (nocnegHo nspaxue),
LKepaMmn4Hu1Te BnakHa (pecrnmpabuneH pa3mep)” 651xa knacmuumpaH KaTo C OCHOBaHue
npegnonaraeMmn KaHLeporeHu.

lMpoun3BexaaHuTe NONMKpUCTanHu BnakHa, BknovutenHo n Cacun (Fibermax), ca ¢
OVaMeTbp Ha BNakHOTO, KOMTO € TBbpAe ronsM, 3a Aa 6bae pecnmpabunHo. Peguua
Hay4HM n3cneaBaHusi BOAST 40 3aKMOYEHMETO, Ye NoTeHumanHaTa TOKCMYHOCT Ha eHO
pecnmpabunHo BNakHo e Npsiko CBbp3aHa ¢ G1oyCcTONYMBOCTTA (MPOABIKUTENHOCTTA OT
Bpeme, HeobXxoaMMO Ha BMaKHOTO 3a u3yncTBaHe Ha 6enus apo6). OT orpaHuyeH 6poii in-
vitro nabopaTopHM aHanu3au, Npy KOUTO Ce M3MepPBa CKOPOCTTa Ha pa3TBapsiHe Ha BriakHaTa
B cumynupaHa 6enogpo6Ha TEYHOCT, € M3BECTHO, Ye NOMUKPUCTaNHUTE BriakHa ca
CpPaBHUTENHO YCTONYUBM.

He ca Hanuue paHHu 3a paboTtewm ¢ PCW ot npoyuBaHus 3a HabnogeHne Ha
auxatenHuTe nbtuwa. Mpu manka rpyna ot paboTHuum, nsnoxenn Ha PCW, ¢
npeaucTopust Ha cbekcnoavumst Ha RCF u apyrv BnakHa, He 6sixa HamepeHu
[okasaTerncTea 3a MHTepcTuumanHo 6enoapobHo 3abonsiBaHe Npy PEHTIEHOBO
n3crneaBaHe Ha rpbAHWs KOLL UK 3a NoBULLeHa CTerneH Ha 3aryba Ha 6enogpo6Hu
YHKLMU NpU TeCcTBaHe Ha nynMoHapHuTe dyHkumn. Ekcnosvuma Ha PCW He moxe aa ce
CBbpXKE UMK U3KIM0YM 338 CUMIMTOMHU OTFOBOPY KaTo CNEACTBUE OT NPEAULLHM eKCo3nLmm
Ha BnakHa.
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PA3[EJ 12: Ekonoru4yHa nHcgpopmaumsa

12.1. TokcuuHocT

OnacHo 3a BogHaTa cpefa, kpaTkocpoyHa (octpa) @ He ce knacudumumpa (Bb3 oCHOBa Ha HanNWYHUTE AaHHU He ca U3MbIIHEHWU KpUTEepuUTe 3a
KnacuduumpaHe)

OnacHo 3a BogHaTa cpefa, AbNrocpoyHa . He ce knacuduumpa (Bb3 ocHOBa Ha HanUYHUTE AaHHW HE Ca U3MbIHEHW KpUTepuuTe 3a

(XpoHu4Ha) KnacuduumpaHe)

He ce pasrpaxga 6bp3o

12.2. YCTOWYMBOCT 1 pa3rpagumocT

Isofrax Rigiform 130

YCTONYMBOCT 1 pasrpagmmMocT ‘ He e npunoxumo.

12.3. Buoakymynupaiua cnoco6Hoct

Isofrax Rigiform 130

Buoakymynupalya cnocoGHocT ’ He e npunoxumo.

12.4. NpeHocnMoOCT B no4yBaTa

Isofrax Rigiform 130

Ekonorus - noysa ‘ He e npunoxumo.

12.5. Pe3yntaTtu ot oueHkata Ha PBT n vPvB

Isofrax Rigiform 130

PBT: Henpunoxvmo - He ce Usnckea permcTpaums

vPVB: HEenpunoXxmmo - He ce U3NUCKBa perncTpaums

12.6. CBoncTBa, HapywaBawm PyHKLUMUTE Ha eHAOKPMHHaTa cucTema

Hama HanuyHa gonbnHUTENHa I/IH(*)OpMaLlMﬂ

12.7. Opyru HebnaronpuaTHU edpeKTn

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaLl,VIFl

PA30EJ 13: O6e3BpexaaHe Ha oTnagbLUUTe

13.1. MeToam 3a TpeTUpaHe Ha oTnagbuu

MeToau 3a TpeTupaHe Ha oTnagbun : OTCTpaHﬂBaHeTO Tpﬂ6Ba Aa ce n3BbplLiBa B CbOTBETCTBME C NpeanncaHnaTa Ha
KOMNEeTeHTHUTe BeJOMCTBa. EBpOI‘IeIZCKI/I KaTtanor Ha oTnagbuunTe.

rlpeI'IOp'bKVI 3a oTBeXJaHe Ha oTnagb4yHu BOAM : He ,D,OI'IyCKal7|Te Aa nonagHe B KaHanu3auuatTa nnm Bo40OU3TONHULUTE.

rlpeI'IOp'bKVI 3a oGesBpe)K,ane Ha : OaHece N3XBBbPJIA C AOMALLHUTE OoTnagbuun.

I'IpO,D,yKTa/OI'IaKOBKaTa

PA30EJ 14: UHdopmaLmsa OTHOCHO TPAHCNOPTUPAHETO

B cvotBeTcTBME ¢ ADR / IMDG / IATA / ADN / RID
ADR IMDG IATA ADN RID

14.1. Homep no cnucbka Ha OOH unu naeHTUhUKaUMoOHeH HoMep

He e npunoxumo He e npunoxumo He e npunoxumo He e npunoxumo He e npunoxumo

14.2. ToyHO HaMMeHOBaHMWe Ha npaTkaTta no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxvmo He e npunoxvmo He e npunoxumo

2.12.2022 r. (QaTa Ha pepakuusiTa) BG - bg 10/14



Isofrax Rigiform 130

NHdopmaumoHeH nucT 3a 6e3onacHocT
B cboTBeTCcTBUE C PermameHT REACH (EO) 1907/2006, nsmeHen ¢ PernamenT (EC) 2020/878

14.3. Knac(oBe) Ha onacHOCT npu TpaHcnopTUpaHe

He e npunoxwmmo ‘ He e npunoxnmo ‘ He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxmmo

14.4. OnakoBb4Ha rpyna

He e npunoxumo ‘ He e npunoxvmo ‘ He e npunoxvmo ‘ He e npunoxvmo ‘ He e npunoxumo

14.5. OnacHocTHM 3a oKonHarta cpeaa

He e npunoxwumo ‘ He e npunoxmmo ‘ He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxmmo

Hama ponbnHuTenHa HanvyHa nHpopmMaums

14.6. CneuunanHu npegnasHu MepKu 3a noTpeéurtenure

CyxonbTeH TpaHCnopT
He e npunoxumo

TpaHcnopT nNo Mope
He e npunoxvmo

Bb3ayweH TpaHcnopT
He e npunoxumo

TpaHCnopT NO BbTPELIHUTE BOAHW MbTULLA
He e npunoxumo

XenesonbTeH TpaHCNoOPT
He e npunoxvmo

14.7. MopCKM TPaHCMNOPT Ha TOBapX B HACUMHO CbCTOSIHME CbINacHO UHCTPYMEHTU Ha Mexqquapop,HaTa MOpCKa
opraHnsauusa

He e npunoxumo

PA3[0EN 15: UHdopmaums oTHOCHO HOpMaTMBHaTa ypeaba

15.1. CneuundnyHmM 3a BeweCTBOTO UM CMeCcTa HOpMaTUBHa ypeaba/3akoHo[aTeNICTBO OTHOCHO 6e3onacHOCTTa,
3ApaBeTo M OKONHaTa cpeAa

15.1.1. PernameHTn Ha EC

[pyra nHdopmauus, orpaHuyeHnst U Hapeabu 3a : To3u NpoayKT e U3aenue U CbrnacHo AeicTBalumTe 3aKoHW U PErNMaMeHTU He U3NUCKBa

3abpaHu Knacugukaumsa n etnketmpade. Cnopea uneH 31 Ha REACH 3a To3n npoaykT He ce
n3unckea MHopmaLUMoHeH NUCT 3a 6esonacHocT. HacToAawmsAT MHOpMaLMOHEH NUCT 3a
6e30MacHOCT e M3roTBeH Ha A40BPOBOMNHU Havana.

REACH, NMpunoxeHue XVII (YcnoBus 3a orpaHnyaBaHe)

Henpunoxumo.

REACH, NMpunoxeHue XIV (Cnuckbk Ha BellecTBaTa 3a pa3peLliaBaHe)

Henpunoxumo.

REACH, Cnuctk ¢ kaHanpaTt-BewecTBa (SVHC)

He cbabpka Bellectso(a), BkntoveHo(n) B cnucbka Ha REACH c kaHanpaT-BelwecTsa

PernamenT PIC (EC 649/2012, NMpeaBapuTenHo 060CHOBaHO cbrnacue)

He cbabpxa BellecTBo(a), BkntoyeHo(n) B PIC cnuckka (PernameHt EC 649/2012 0THOCHO M3HOCa M BHOCA Ha ONacHW X1MMUKanu)

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

He cbabpxa BellecTto(a), BkntodeHo(n) B cnucbka ¢ YO3 (PernamerTt EC 2019/1021 OTHOCHO YCTOMYMBUTE OpPraHUYHN 3aMbpcuUTenm)

PernameHT OTHOCHO BeLlecTBa, KOUTO HapyLllaBaT o3oHoBuA cron (EC 1005/2009)

He cbabpxa BellecTBo(a), BKIOYEHO(M) B CNMCHKA C BELLECTBA, KOUTO HapyLuaBaT 03oHoBus croi (PernameHT EO 1005/2009 oTHOCHO BellecTBa,
KOWTO HapyLlaBaT 030HOBWS CrON)
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PernameHT OTHOCHO NpeKypcopuTe Ha B3puBHM BellecTBa (EC 2019/1148)

He cbabpxa BellecTBo(a), BKNOYEHO(M) B CNMCbKa C Npekypcopy Ha B3puBHYM BelecTBa (PernameHTt EC 2019/1148 3a npegnaraHeTo Ha nasapa u
ynotpebarta Ha Nnpekypcopu Ha B3pMBHU BeLLECTBA)

PernameHT 0OTHOCHO NpeKypcopuTe Ha HapKOTU4HM BellecTBa (EO 273/2004)

He cbabpika BellectBo(a), BkMo4eHo(n) B cnuckka c MNMpekypcopu Ha HapkoTuyHuTe Bellectea (Pernament EO 273/2004 oTHOCHO
NpOon3BOACTBOTO U MyCKAHETO Ha Nasapa Ha onpefenieHn BellecTBa, U3Mnon3BaHn 3a HE3akOHHO MPOM3BOACTBO HA HAPKOTUYHU UMK NMCUXOTPOMHU
BeLLecTBa)

15.1.2. HaumoHanHu pasnopendbu

Hama HanuyHa gonbnHUTENHa nHopMaums

15.2. OueHKka Ha 6e30MacHOCT Ha XMMU4YHOTO BeLLecTBO Unm cmec

Hama HanuyHa gonbnHUTENHa nHMopMaums

PA3OEI 16: Opyra nHdopmauus

ChbKpallueHusi U akpOHUMMU:

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 KnacMduumpaHeTo, eTUKETUPAHETO 1 onakoBaHeTo; PernameHT (EO) Ne 1272/2008

DNEL MonyyeHa HepevicTBala A03a/KOHLEHTpaUms

IATA International Air Transport Association

IMDG International Maritime Code for Dangerous Goods

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

RID MpaBunHKK 3a MeXayHapoaeH XXene3onbTeH NPeBO3 Ha onacHN ToBapwu

PBT YcTonumnso, 6roakymynvpailo n TOKCUYHO

vPvB MHoro ycToiumMBo 1 MHOro Groakymynmpaliio

ATE OueHKa Ha ocTpa TOKCUYHOCT

BCF dakTop 32 GUOKOHLIEHTpaLUs

DMEL MonyyeHa MnHMManHa gevicTealla A03a/KOHLEHTpaums

EC50 CpegnHa eeKT1BHa KOHLEHTpaums

IARC MexayHapogHa areHums 3a nscrneaBaHe Ha paka

LC50 CpefHa CMbPTOHOCHA KOHLIEHTpauusi

LD50 CpenHa cMbpTOHOCHa 032

LOAEL Hait-HuckaTta fo3a, npu KosiTo ce Habntoaaea HebnaronpusiteH egekT

NOAEC KoHueHTpaums 6e3 HabntogasaH HebnaronpuaTeH edekT

NOAEL HuBo 6e3 HabnogaBaH HebnaronpusTeH edexT

NOEC KoHueHTpaumsa 6e3 HabntogaBaHo Bb3AeNCcTBME

OECD OpraHu3aums 3a UIKOHOMUYECKO CbTPYAHNYECTBO U pa3BuTue

PNEC lMpegnonaraema HegencTBalla KOHLEHTpaUmMs

nne MHdopmaLmoHeH nucT 3a 6e3onacHocT

STP MpeuncTBaTenHa craHums

TLM CpefHo HMBO Ha TOKCUYHOCT
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M3TOYHMLM Ha AaHHW
Hpyra nHdopmaums

KFT SDS EU 06

[aHHu 3a nponssoamTensi. EBponericka areHuust no xumukanu, http://echa.europa.eu/.
Occupational Hygiene: dawn.webster@alkegen.com.

. MPOIrPAMA 3A MNMONATAHE HA TPVXN

ECFIA, npeacraensiBalla NnpoM3BogUTENUTE Ha BUCOKOTEMMEPATYpHa M30MNaLuoHHa BaTa
(HTIW), npeanpve npunaraHeTo Ha MawabHa nporpama 3a NPOMULLINIEHa XUrMeHa, KOSTO
[a noanomMorHe nNoTpedbuTenuTe Ha BCUYKM NPOAYKTU, KOUTO cbabpxaT HTIW.

LlenuTe ca agBe:

* Aa Ce U3BbpLUBa MOHUTOPUWHTI Ha KOHLEHTpauMsaTa Ha NpaxoBuTe YacTuum Ha paboTHOTO
MSCTO B MOMELLEHNSATA KaKTO Ha Npou3BOANTENUTE, Taka U Ha noTpedutenuTe.

* Aa ce JOKYMEHTMPa NPOM3BOACTBOTO M ynoTpebaTa Ha NpoAyKTM OT OTHEYMNOPHM
Kepamuynu BriakHa (HTIW) oT rmegHa Toyka Ha npomuLineHaTa xurneHa, 3a ga 6oaar
N3roTBEHN CbOTBETHM MPENOPbBKM 32 HamMarnsBaHe Ha ekcno3uuunTe.

. MPEAMNA3HN MAPKW, KOUTO TPABBA A CE B3EMAT MNP OTCTPAHABAHETO HA
MATEPWAN CNEL EKCTUTOATALMA

[Mpun NOYTU BCUYKM NPUMOXEHUS NPOAYKTUTE OT BUCOKOTEMMNEPATYPHU N30NALMOHHN BaTh
(HTIW) ce na3nonseat kaTo M30naunoHeH MaTepmarn, KOMTO cromara 3a nogabpXaHeTo Ha
Temnepartypa ot 900°C nnm no-Bucoka B 3aTBOPEHO NMPOCTPaAHCTBO. B cbecTosIHMETO cneq
npoussoacTeoTo M HTIW ca cTbknoBmaHn MaTepuanu, KoMTo Npy NpoabINKUTENHO
n3naraHe Ha nosuweHa TemnepaTtypa (Hag 900 °C) morat ga nskpuctanuaupart. [NosisaTta u
cTeneHTa Ha obpa3syBaHe Ha KpucTanHa asa 3aBUCAT OT NPOSBbIMKUTENHOCTTA Ha
Bb34EeVICTBMETO HA BUCOKaTa TeMnepaTypa 1 OT camarta TemnepaTypa, OT XMMUYHUS
CbCTaB Ha BnakHaTa Wunm oT HannuneTo Ha cprtocoBe. TbiA KATO CaMO MHOTO ThbHBK CION
OT NnuueBaTa CTpaHa Ha u3onauusita € U3NoXeH Ha B1ucokaTta Temneparypa, nonyvyaBalumaT
ce npwv onepaumuTe Nno OTCTPaHsIBaHETO M pecnmpaduneH npax 0GUKHOBEHO He CbabpXa
OTKpUBaeMM KonmnyecTea KpucTtaneH cunuume guokeng (CS).

Mpu NpunoxeHus, Npu KOUTO MaTepuanbT Ce TECTBA Ype3 HarpsiBaHe, NPOAbIHKUTENHOCTTA
Ha TONSIMHHOTO Bb34eNcTBNE 0OMKHOBEHO € Marika U He HacTbnBa 3HAYUTENHO
M3KpUcTanuanpaHe, KOeTo a no3eossiBa 0bpasyBaHeTo Ha CS. TakbB Hanpumep e
CNy4asT Npy OTNIMBKK, NPU KOUTO BNOCNEACTBME KanmbNbT Ce paspyLuasa.

TokcuKonormyHaTa oLeHka Ha edoekta Ha HanmumeTo Ha CS B nskycTBeHo HarpsBaHu HTIW
MaTepvanu He e rnokasara noBuLIeHa TOKCUYHOCT in vitro 1 in vivo. Pesyntatute ot
pasnuMyHM KoMBUHaUMM OT PaKTOPU KaTO NOBULLEHA KPEXKOCT Ha BrakHaTa unm
MUKPOKpUCTanu, BKIMOYEHN B CTBKIIOBUAHATA CTPYKTYpa Ha BIIakHOTO U criefoBaTernHo
HeHanuyHun oT BruonorvyHa rnegHa Touka, MoraT Aa 06ACHAT OTCbCTBMETO Ha
TOKCUKONOTNYHN €eKTU.

OueHkaTa Ha MexpayHapofHaTa areHuus 3a nscnefsaHe Ha paka (IARC), npeacraBeHa B
MoHorpadus 68, He e peneBaHTHa, Tbii kKaTo CS He e BMONOrMYHO HanMyeH B U3rnesnuTe
ot ekcnnoatauma HTIW 1 Bb3HMKBALLMSAT NpU OTCTPaHSBAHETO UM pecnnpabuneH npax He
CbAbpXKa OTKPUBAEMM KONUYECTBA KPUCTANEH CUNULMEB AVNOKCUA.

Bucoka koHLeHTpauus Ha BrakHa v apyri BUAoBe npax moraTt Aa 6baat reHepupanu,
KOraTo M3Nesnu oT ekcnnoataumsi NPoAyKTM ce pasTpoLlaBaT MeXaHU4YHO Npy onepauum
KaTo Hanpumep paspyLlaBaHe. MNopaau ToBa EBponelickata acounaumst Ha
npousBoguTenuTe Ha kepamnyHu BnakHa (ECFIA) npenopbyBa:

* [la ce NpeanpuemMaTt KOHTPOMHWN MEPKM 3a HamansiBaHe Ha NPaxoBUTE EMUCUU; U

* IVPEKTHO Y4acTBALLUAT NepcoHan Aa M3non3Ba NoAxXoAsiy pecnvpaTop, 3a Aa cBexaa Ao
MUHUMYM eKcrnosuuusTa 1 Aa cbbnogaBa MECTHUTE perynaTopHu orpaHuyeHus.
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NHdopmaumoHeH nuct 3a 6e3onacHoCT
B cboTBeTcTBME ¢ PernameHT REACH (EO) 1907/2006, nsmereH ¢ PernameHT (EC) 2020/878

MHdopmaumsaTa B To3n nHGopMaumnoHeH nucT 3a 6esonacHocT (1) BkovBa NogpobHM aHHW 32 MOEHTUYHOCTTA Ha BELLECTBOTO, 3a
npov3BOAUTENSA/AOCTaBYMKa, XapaKTepucTMKaTa 1 NpeaoTBpaTsiBaHe TOHa PUCKOBETE, pearpaHeTo npu CreLlHy CUTyaummn 1 apyra
creumanuavpana nHgpopmMauysi, (2) SOKONMKOTO HY € U3BECTHO, KbM AaTaTta Ha HEMHOTO NyGnnkyBaHe nogageHaTa MHopMauus e BspHa U e
npeactaBeHa 4obpocbBecTHO, (3) NpeAHasHavYeHa e eAMHCTBEHO Aa NpeaocTaBy Hacoku 3a 6esonacHa pabota, ynotpeba, obpaboTka,
CbXpaHeHve, TpaHcnopTpaHe, o6e3BpexaaHe 1 U3XBbPIIsiHE Ha NMOCOYEHOTO BELLECTBO, (4) criefBa Aa ce YeTe U U3nos3sa B KOMOMHaUWs Cbe
CbOTBETHUTE AaHHU Ha APYXECTBOTO, (5) 0OTHacs ce eqUHCTBEHO A0 KOHKPETHOTO MOCOYEHO BELLIECTBO U MOXE a He e BanvaHa, B ciyyan Ye To
ce usnornsea B KOMGVHaLUs C Apyro BELWEeCTBO UK npouec, U (6) ce npegocTtass 6e3 rapaHuusi, U3pyMyHa unv nogpasbupatla ce, no 3aKoH unv B
[OENCTBUTENHOCT, 32 TbPrOBCKO KAa4eCTBO UM NPUrOAHOCT 3a onpeaerneHa Len. To3u JOKYMEHT He npeacTaBnsiBa NpoAyKToBa creuudukaums v
ropagu ToBa He MOXe [a Cce U3rornaea 3a nosoaBaHe. PaboTogatenute MoraT Aa M3non3BaT HACTOALWMS MHPOPMaLIMOHEH NNCT 3a 6e3onacHoCT
B [IONbIHEHNE KbM OCTaHanarta nHgopmauums, cbbrpaHa oT Tsx B MOAKpena Ha yeunusita UM 3a ocurypsiaHe Ha 3apaBeTo 1 6e3onacHocTTa Ha
paboTHULUTE 1 CNy>XUTENUTE 1 BbB Bpb3ka C NpaBunHaTa ynorpeba Ha npogykra.
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