MY EGEN ISOFRAX

NHdopmaumoHeH nucTt 3a 6e3onacHoCT

B cboTBeTcTBME ¢ PernameHt REACH (EO) 1907/2006, nsmereH ¢ PernamenT (EC) 2020/878
[ata Ha n3gasaHe: 18.7.2022 r. [ata Ha pepakuusaTta: 18.7.2022 r. Bepcus: 1.00

PA30EJ 1: UaeHTuduKauma Ha BeleCcTBOTO/CMeCTa U Ha gpyXecTBOTo/NpeanpuAaTUETO

1.1. UpeHTudbmkaTop Ha npoaykra

dopma Ha npoaykTa . BeuwectBO

TbproBcko HaMMeHoBaHue : ISOFRAX

XuUMUYecko HaMmeHoBaHue . M3onaumoHHa BaTa (CMHTETUYHM BNakHa, CUIMKaTU Ha
ankanoseMHu mMeTanu)

EO nHpekc Ne : 650-016-00-2

EO Ne : 610-130-5

CAS Ne 1 436083-99-7

REACH-peructpauuoHeH Homep 1 01-2119457644-32-0001;01-2119457644-32-0002

Kog Ha npopykTa : 600

1.2. UpeHTUdNLUMpaHn yn01pe6M Ha BelWweCTBOTO UITN CMeCTa, KOUTO Ca OT 3Ha4YeHue, n yn0Tpe6M, KOUTO He ce

npenopbyBar

1.2.1. UaeHTucmumpaHu ynotpedu
OcHoBHa kaTteropusi Ha ynotpeba

Ynotpeba Ha BeLlecTBOTO/CMECTA

1.2.2. YnoTtpebu, KOUTo He ce NnpenopbyYBaT

Hama HanuyHa gonbnHUTENHa VIH(t)OpMaLlMﬂ

: lMpomuwnena ynotpeba
: 3a npomuLuneHa ynotpeba npu BUCOKOTEMNEPATYPHU NMPUNOXKEHNUS.

1.3. Nogpo6Hu AaHHM 3a f[OCTaBYMKa Ha MH(POPMaLMOHHUA NUCT 3a 6esonacHocCT

HocTtaBuuk

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 KoMnNeTeHTHOTO 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

1.4. TenechoHeH HOMep NpU CMELLUHU cryYaun

TenedoHeH HOMep NpU CrELHN cryYan : XvrneHa Ha TpyAa v rpvxu 3a 3gpaseto: Ten.: + 44 (0) 1744 887603; Umenn:

reachsds@alkegen.com; (8.15-17.10 u.); E3vk : aHrnuiickn
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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. KnacucmumnpaHe Ha BelecTBOTO UM CMecTa

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

He ce knacuduumpa

HeGnaronpusaTHu hu3nKoXMMmnYHN ecpekTn U HebnaronpuaTHU ecpekTn 3a 3gpaBeTo HA YOBeKa U OKomnHarta cpeaa
Hsima HanuyHa gonbnHUTENHa UHopMaLmst

2.2. EnemeHTH Ha eTukeTa

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

durypupa B MNpunoxexue VI : EO vHaekc Ne: 650-016-00-2

2.3. Opyru onacHocTun

ToBa BellecTBO/cMeC He oTroBapsi Ha kpuTepumte PBT Ha Pernament REACH, Mpunoxenwne Xl
ToBa BeLLecTBO/CMeC He oTroBapsi Ha kpuTepumte VPVB Ha PernameHT REACH, Mpunoxenwne Xl

BelLlecTBOTO He e BKMIYEHO B CNUCHKA, M3rOTBEH B CbOTBETCTBUE C UneH 59, naparpad 1 o REACH, 3a nputexaBaHeTo Ha CBOWCTBa,
HapyLaBaLym yHKLUMUTE Ha eHOOKPUHHATa CUcTeMa, UM He € UAEHTUULMPaHO KaTo NpUTEXaBallo CBOMNCTBA, HapyLUaBaLy pyHKUMUTE Ha
€HJOKpWHHaTa cucTema, B CbOTBETCTBUE C KpuTepuute, onpeaenenu B enervpad PernamenT (EC) 2017/2100 Ha Komucusita unu B PernameHT
(EC) 2018/605 Ha Komucusta

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

3.1. BewecTtBa

HanmeHoBaHue UpeHntudukatop Ha % Knacudumkaumsa B cboTBeTCTBUE C

npoaykTa PernameHT (EO) Ne 1272/2008
[CLP]
M3onaumoHHa BaTa (CUHTETUYHM BNakHa, CUnukaTu CAS Ne: 436083-99-7 100 He ce knacudmumpa
Ha EO Ne: 610-130-5
ankarnosemMHu metanm) EO wHpekc Ne: 650-016-00-2

REACH Ne: 01-2119457644-
32-0001;01-2119457644-32-
0002

3.2. Cmecu

Henpunoxvmo

PA30EJ 4: Mepku 3a nbpBa NOMOLY

4.1. OnucaHue Ha MepKuUTe 3a NbpBa NOMoLY

MbpBa NoMoLL - 06LLM MepPKU 1 B cniyyait Ha CbMHeHMWe Unu ako ce HabnoaasaT CUMNTOMM, MOTbPCETE MEAULIMHCKM
CbBeT.

MbpBa NOMOoLL NpU BAWULLBaHE . [a ce ocTaBu nocTpaganus Ha YMCT Bb3ayX.

MbpBa NOMOLL, NP KOHTAKT C KoxaTa : MamuiiTe BHUMaTENHO M 06UNHO CbC canyH U Boaa. CBaneTe 3aMbpCeEHOTO OGIIEKIIO U ro
nanepere npeay NoBTopHa ynoTtpeta.

MbpBa NOMOLL, MPU KOHTAKT C 04UTE : MpomuBaiTe BHUMATENHO C BOAAa B MPOAbIKEHNE HA HAKOSIKO MUHYTH.
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MbpBa nomoL, Npu nornbLUaHe . MannakHeTe ycTata.

4.2. Han-cbLecTBEHU OCTPU U HAaCTbNBALLM Criea U3BECTEH Nepuon OT BpemMe CUMNTOMU U edpeKkTH

CvmnTomun/edbekTu cnen BonuBaHe : [OpasHely 3a guxaTenHute nbTua U NUraBuumuTe. MEXaHUYHO ApasHeHe.

CvmMnToMu/edbeKTn cnea KOHTaKT C Koxara : Moxe ga npeamsBrka Neko U NPEXOAHO Apa3HEHe. MEXaHWYHO Apa3HEeHe.

CvmMnTomMu/edbeKTn cnea KOHTakT ¢ ounTe : Moxe ga npeamsBuka NeKo U NPEXOAHO Apa3HEHe Ha OYHUTE NMUraBuULM. MEXaHUYHO
OpasHeHe.

4.3. Yka3aHue 3a He06XoAUMOCTTa OT BCAKAKBU HEOTIIOXKHU MeAULIMHCKN rpnXkn n cneuunanHo nevyeHue

[la ce nekyBa cMMNTOMaTUYHO.

PA3OEJ 5: MpoTtuBonoxapHU MepkKu

5.1. NoxaporacuTtenHu cpeacTBa

Moaxoaswum noxaporacutenHu cpeacTea . Heropum. CbobpassBaHe Ha MepkuTe 3a MNoTyLlaBaHe Ha noxapa c okonHata cpega. lNsHa.
Cyx npax. BbrnepoaeH auokeua. BoaeH cnpeii.
Henoaxopsiwy noxaporacuTenHun cpeacTea : [a He ce n3nonssa cunHa BogHa CTpysi.

5.2. Ocob6eHn onacHOCTHU, KOUTO npoun3TuydaTr oT BeLWwecTBOTO U CMecTa

OnacHocT oT noxap . Hesananum.

OnacHocCT OT eKcnno3us : poAyKTHT He e eKCNIO3UBEH.
OnacHu NpofyKT Ha pa3nagaHe B criyyai Ha : Hsma.

noxap

5.3. CbBeTH 3a NoxapHUKapuTe

MHCTpYKUMK 3a raceHe Ha noxapu : [a He ce gonycka uanonasaHarta B 6op6ara c noxapa Boda Aa 3aMbpCy OKoSHaTa cpega.
3almra npum raceHe Ha noxap : [la He ce Bnn3a B 30HK Ha Noxap 6e3 npeanasHX CpeacTea, BKM. U CPeACcTBa 3a AuxaTesiHa
3awmra.

PA3IEI 6: Mepku npu aBapMrnHO U3nycKaHe

6.1. JInuHM npegnasHy MepKu, NpeanasHU cpeacTBa M nNpoueaypy Npu crnewwHn crnyyam

O6LwM Mepku : [a ce usbsrsa o6pasysaHeTo Ha npax. [la He ce BAWwWBa npaxbT. [la ce u3bsrsa KOHTaKT ¢
KoXarta u ouuTe.

6.1.1. 3a nepcoHan, KOWTO He OTroBaps 3a CNeLHW cny4yau

3awuTHu cpeacTea : 3a nu4HuTe npegnasHu CpeAcTBa, KOUTO TpsibBa Aa ce U3Non3BeaT, BMKTe B pasaen 8.
ABapuiiH¥ nnaHose : [a ce 3abpaHu Ha nuuaTa HAMaLW paspeLleHume.

6.1.2. 3a nuuaTa, OTTOBOPHM 3a CMELUHU CriyYau

3awuTHK cpeacTea : [a ce ocurypu nogxoasila BeHTUNaums. 3a NuYHUTe NpeanasHy CpeacTsa, KouTo Tpsiea
[a Ce U3Monaeart, BUXTe B pasaen 8.

ABapuiiHi NnaHose 1 ManunynauumTe TpsiGBa Aa ce U3BbPLUBAT CaMO OT KBanuuumpaH 1 oTopusupaH
nepcoHar.

6.2. Npepna3Hn mepku 3a ona3saHe Ha OKoJnHaTa cpefa

[la ce n3bsarea NPOHWKBAHETO B KaHanu3auuaTa u nuTerHarta Boaa. [a ce n3bsarea NPOHWKBAHETO B NOANOYBEHNS CNOW.

6.3. MeTtoau u mMaTtepuanu 3a orpaHn4aBaHe U no4YncTBaHe

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 oTAensiHe Ha NpaxoBuUTe YacTuum
OT Bb3ayxa).

[Opyra nHdopmauus 1 OTcTpaHsiBaHeTO TpsibBa Aa ce 13BbpLUBa B CbOTBETCTBUE C NpeanucaHusiTa Ha
KOMMETEHTHWUTE BEAOMCTBA.
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6.4. Mo3oBaBaHe Ha Apyru pasgenu

Bwxte Pasgen 7. BwkTte Pasgen 8. BuwkTe Pasgen 13.

PA3[EJl 7: PaboTa n cbxpaHeHue

7.1. Npepna3Hn mepku 3a 6e3onacHa pabota

[onbnHUTENHW onacHOCTK Mo BpeMe Ha obpaboTka : [la ce ynoBsAT NnpaxoBeTe Ha MSICTOTO, KbAETO Ce OTAENAT.

MpennasHu mepkn 3a 6e3onacHa paboTa : MNpegm ynotpeba ce cHabaeTe cbe cneumanHy MHCTpykumu. [la ce ocurypu nobpo
npoBeTpsiBaHe Ha paboTHOTO MACTO. V3nonseante npeanucaHnTe NYHU NpegnasHu
cpenctea. [la He ce BauwBa npaxbT. [la ce ns3bsarea KOHTAKT ¢ koxara un ounte. [la He ce
s0e, nve unu nywm npu ynotpeba Ha npogykTta. lNMoynctete fobpe 3aMbpceHUTE 30HU.

XUrMeHHN MepKn : [a ce nsMmuaT pbLeTe U ApyruTe M3NOXKEHW YacTu C MeK canyH 1 BoAa nNpean XpaHeHe,
nueHe, NyLUeHe, KaKTo U Npean Aa ce HanycHe paboTHOTO MACTO.

7.2. YcnoBusi 3a 6e30nacHO CbXpaHsiBaHe, BKNHOYUTENTHO HECHLBMECTUMOCTHU

Ycnosusa 3a CbXpaHaBaHe : npO,D,yKT'bT TpﬂﬁBa Aa ce CbXpaHdABa CaMO B OpuUrmHasiHata onakoBKa. [a ce CbXpaHaBa
NNBbTHO 3aTBOPEHO Ha CyxX0 N XNagHO MACTO.

MHdJOpMaLWIFI 3a CbXpaHeHue B egHO 1 CbLUOo : dace ObpPXWN Oanedye o1 XpaHU U HaNUTKN, BKITIOYUTENHO U OT XpaHU 3a XMBOTHU.

nomeulieHne

7.3. Cneuundmyna(m) 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 HaumMoHanHu rpaHM4YHMU CTOMHOCTM Ha NpodecroHanHa ekcno3nuumsa U 6MoNOrMYHN rpaHUYHN CTOMHOCTH
Hsama HannyHa AOoNbITHUTEIHAa I/IHCbOpMaLl,VIFl

8.1.2. NMpenopbuutenHu npouenypu 3a HabnoaeHne

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaLlMﬂ

8.1.3. O6pa3syBar ce 3aMbpcUTENN Ha Bb3ayXxa

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaLl,VIFl

8.1.4. DNEL n PNEC

Hama HanuyHa gonbnHUTENHa I/IH(*)OpMaLlMﬂ

8.1.5. KoHTponHo 6aHgaxupaHe

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaLl,VIFl
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8.2. KoHTpon Ha ekcno3uyuaTa

8.2.1. MoaxoasLy TeXHMYECKU KOHTPOT

Moaxoasiy TeXHUYEeCKU KOHTPOI:
[a ce ocurypu nobpo nposeTpsiBaHe Ha paboTHOTO MSACTO.

8.2.2. IlnyHm npeanasHu cpeacTBa

CumBon(u) 3a NnMYHKM NpeanasHy cpeacTea:

8.2.2.1. 3awmTa Ha ounTe U NUuUeTo

3awuTa Ha ouuTe:
I'Ipe,qnaaHm o4yuna CbC CTpaHU4Ha 3aWnTa

8.2.2.2. NpeannasBaHe Ha KoxaTta

3awmTa Ha Koxarta U TANoTo:
[la ce HocK NoaxoasLwo npeanasHo o6ekno

3awuTa Ha pbuerTe:
rpeanasHy pbKkaemLm

8.2.2.3. 3awmTa Ha guxaTenHuTe NbTULLA

3awuTta Ha guxaTenHuTe NbTULA:
OTpensiHe Ha npax: npoTuBonpaxoBa Macka. (FFP2)

8.2.2.4. TepMnYHM onacHOCTHN
Hawma HannyHa gonbnHUTENHa nHdopmaums
8.2.3. KoHTpon Ha ekcno3uuusTa B OKOJNIHaTa cpeaa

KOHTpOﬂ Ha eKcno3nuusTa B OKOJIHaTa cpena:
[a ce nsbsarea n3nycKkaHe B OKOJIHaTa cpefa.

Opyra niucopmauums:
[la He ce spe, nue unu nywm npu ynotpeba Ha npogykTa. He HoceTe paboTHUTE Opexu BKbLUM. M3nepeTe 3aMbpceHOTO 06nekno npeay NoBTOpHa
ynoTtpeba. PaboTHuTe apexu Aa ce oTAensT OT ocTaHanuTe apexu. [la ce nepaT OTAEMHO.

PA3[OEJ 9: ®U3n4yHM U XUMNYHU CBOUCTBA

9.1. UHdopmaLmsi OTHOCHO OCHOBHUTE (PU3UYHM U XMMUYHW CBOUCTBA

ArperaTHO CbCTOsIHVE : TBbpao

LissaT : Ban.

BbHLUEH BUA . BnakHa.

Mwpuc : 6e3 mupuc.
paHuLa Ha mupurca . He e Hann4yHO
Touka Ha ToneHe : 1500 — 1550 °C
Touyka Ha 3ampb3BaHe . Henpwunoxumo
Touyka Ha KuneHe/MHTepBan Ha KuneHe . Henpwunoxumo
3ananumocTt . Henpunoxumo
EkcnnosvBHM cBOCTBA : poayKTbLT He e eKCNNo3MBEH.
Okcmanpalum cBonCTBa : Heokcuampaly,.
"paHnLm Ha ekcnno3nBHOCT . Henpwunoxumo
[onHa rpaHuua Ha ekcrno3MBHOCT . Henpwunoxumo
['opHa rpaHvLa Ha eKCnno3vBHOCT . Henpwunoxumo
MnamHa Temneparypa . Henpwunoxumo
TemnepaTypa Ha camo3anarnsaHe . He ce camo3anansa
TemnepaTypa Ha pasnagaHe : He e HanuyHo

pH : Henpunoxumo

pH pastBop . He e Hann4yHO
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BuckosuTteT, kuHematnyeH
Buckosutet, guHamu4eH
PastBopumocT

KoeduumeHT Ha pasnpegeneHune: n-oktaHon/soaa

(Log Kow)

HansraHe Ha napuTe

Hansrane Ha napwte npu 50 °C

MnbTHOCT

OTHOCUTENHA NITLTHOCT

OTHocuTenHa NbTHOCT Ha napute npu 20 °C
Pasmep Ha yacTnumte

Pa3npepenenve Ha YyacTuuute no pasmep
dopma Ha yacTuuute

CbOoTHOLLEHME Ha YacTuunTe

CbCTOsHME MO OTHOLLEHWE Ha arperaumsaTa Ha

Henpwunoxumo
Henpwunoxumo
Bopa: < 1 mg/l
Henpwunoxumo

Henpwunoxumo
He e Hanu4yHo
He e Hanu4yHo
2,6

Henpwunoxumo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo
He e Hanu4yHo

vYyacTuuute

CbCTOSIHME NO OTHOLLEHNE HA arnomMmepauudaTta Ha
vYyacTuuute

CrIeLWICbI/NHa NOBBPXHOCT Ha YacTuuuTe
FeHepMpaHe Ha npax ot Yactuuu

He e Hanu4yHo

He e Hanu4yHo
He e Hanu4yHo

9.2. Apyra nHdopmaums

9.2.1. UHchopmauusa BLB Bpb3Ka C krnacoBeTe Ha huanyHa onacHocT

Hama HanuyHa gonbnHUTENHa MHd)OpMaLWIﬂ

9.2.2. [ipyrn xapaKkTepucTuKu 3a 6e3onacHocT

OTHOCHTENHa CKOPOCT Ha m3napsiBaHe Henpwunoxumo
(6byTunauetat=1)
OTHOcHTENHa CKOPOCT Ha n3napssaHe (eTep=1) Henpwunoxumo

[MpeTerneHa cnpsamMo AbJKMHATa CPEAHOreoMeTpUYHa CTOMHOCT Ha AuaMeTbpa Ha
BIlakHaTa, cbabpXalim ce B npogykTa: 1,9 - 6 uym

PA3OEJ1 10: CTabuUnHOCT U peakTUBHOCT

10.1. PeaktTnBHOCT

Hpyrv cBoncTBa

CrabuneH npy HopmarnHu ycnoBsus Ha ynoTtpeba.

10.2. XuMmu4Ha ctabunHocTt

MpogykTbT e cTabuneH npu HopMarnHu ycrnoBusi Ha paboTa u CbxpaHeHue.
10.3. Bb3MOXHOCT 3a OonacHu peakuuu

Hsama nosHaTu onacHu peakuun.

10.4. Ycnosus, Kouto TpsibBa Aa ce n3barear

Hama HanuyHa gonbnHuTenHa nHdopmaums.

10.5. HecbBMecTUMUM MaTepuanu

Hsma.

10.6. OnacHu NpoAyKTM Ha pa3nagaHe

I'IpM HOpMarsiHn yCrnoBua Ha CbXpaHeHue 1 yn0Tp86a, He Tpﬂ6Ba Aa ce oTaendT onacHu NpoAyKTU Ha pa3naraHe.

PA30EJ 11: TokcMkonor4yHa nHdopmaums

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

He ce knacuduumpa (B3 ocHOBa Ha HaNM4HWUTE JaHHW HE ca U3MbIHEHW KpUTepuUTe 3a
KnacuduumpaHe)

OcTpa ToKCMYHOCT (oparnHa)
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OcTpa TOKCMYHOCT (AepmarHa) . He ce knacudmumpa (Bb3 ocHOBa Ha HanMMYHWUTE AaHHW HE Ca U3MbIIHEHN KpUTepunTe 3a
KnacudunumpaHe)

OcTpa TOKCUYHOCT (BAWLLBaHE) . He ce knacudmumpa (Bb3 ocHoBa Ha HanMMYHWTE AAHHW HE Ca U3MbITHEHW KpUTEpUMTE 3a
KnacudunumpaHe)

KoposusHocT/apa3HeHe Ha koxarta . He ce knacudmumpa (Bb3 ocHOBa Ha HanMMYHWUTE AaHHW HE Ca U3MbIIHEHN KpUTepunTe 3a
KnacudunumpaHe)
pH: Henpunoxumo

[onbnHuTenHa nHgopmaums : (metog OECD 404)

CepuosHo yBpexaaHe Ha ounTe/gpasHeHe Ha . He ce knacuduumpa (Bb3 ocHoBa Ha HanM4YHUTE AaHHU HE Ca U3MbIHEHWN KpUTepuuTe 3a

ouute knacuduumpaHe)
pH: Henpunoxumo

[onbnHuTenHa nHgpopmaums : (metog OECD 492)

CeHcnbunusaumsa Ha guxatenHuTe NbTuwa unm . He ce knacuduumpa (Bb3 ocHoBa Ha HanM4YHUTE AaHHU HE Ca U3MbIHEHWN KpUTepuuTe 3a

Koxara knacuduumpaHe)

MyTareHHOCT Ha 3apoauLIHUTE KNEeTKN . He ce knacuduumpa (Bb3 ocHoBa Ha HaNMYHUTE AaHHU HE Ca U3MbIHEHWN KpUTepuuTe 3a
KnacuduumpaHe)

HonbnHutenHa nHcpopmaums : (metog OECD 471)
(meTog OECD 476)

KaHueporeHHocT . He ce knacuduumpa (Bb3 ocHoBa Ha HaNMuYHUTE AaHHU HE Ca U3MbIHEHWU KpUTepuuTe 3a
KnacuguumpaHe)

[onbnHuTenHa nHgpopmaums . (metog OECD 451)

TOKCUYHOCT 3a penpogykumusita . He ce knacuduumpa (Bb3 ocHoBa Ha HanMuYHUTE AA@HHU HEe ca U3MbIHEHWU KpUTepuuTe 3a
KnacuguumpaHe)

HonbnHutenHa nHopmaums : (vetop OECD 421)

CTOO (cneundunyHa TOKCMYHOCT 3a onpeaeneHu . He ce knacuduumpa (Bb3 ocHoBa Ha HanM4HWUTE AaHHW He ca U3MBbIHEHN KpUTepuuTe 3a

opraHv) — efgHOKpaTHa ekcnoavums knacvduumpaHe)

CTOO (cneunduyHa TOKCMYHOCT 3a onpeaeneHu . He ce knacuduumpa (Bb3 ocHoBa Ha HanMMYHUTE AaHHW HE Ca U3MbIHEHWN KpUTepuuTe 3a

opraHv) — noBTapsiLLa ce eKcrnosuums knacvduumpaHe)

OnacHocT npv BAULBaHe : He ce knacudmumpa (He e ot 3HayeHwne)

M3onaumoHHa BaTa (CUMHTETUYHM BriakHa, CUNUKaTU Ha
ankanosemHu metanu) (436083-99-7)

BuckosuteT, kuHematnyeH ‘ HeI'IpI/IJ'IO)KI/IMO

11.2. UHcdbopmaLmsa 3a gpyrn onacHocTu

11.2.1. CeoicTBa, HapywaBalwm PyHKUMUTE Ha eHAOKPUHHATa cuctema

Hsama HannuHa AONMbJHNTENHA I/IHCI)OpMaLI,I/IFI
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11.2.2. ipyra vHdopmaums
[pyra nHdopmauns

[pa3sHelyn ceorncTea

Korato TecTbT ce n3BbpLiBa no ogobpexHn metoau (Oupektusa 67/548/E0, MNpunoxexue V,
MeTog B4), 3a cbabpxalmTe ce B TO31 MaTepuar BrakHa ce nornyvasa oTpuuaTeneH
pesynTaT. MI3KycTBEHUTE MUHEpanHW BNakHa MoraT aa npeamssukat cnabo apasHeHe,
KOETO BOAM O0 Cbpbex, Unm psigko, Npu HAKOW YyBCTBUTENHM XOpa, 0 NEKO 3a4epBsiBaHe.
3a pasnuka OT Apyrv peakummn Ha Apa3HeHe ToBa He € pe3ynTaT OT aneprust Unm XMMUYHO
yBpexaaHe Ha KoxaTa, a e npean3BuMKaHo OT BPEMEHEH MEXaHUYeH edDekT.

,D,pyrm npoy4BaHUA C XMBOTHU

Tes3un maTepuanu ca pa3paboTeHn Taka, Ye Aa No3BossBaT 6bP30 n34McTBaHe Ha bGenute
apobose. U Tasn HUcka GMOYCTOMYMBOCT € NOTBbPAEHA OT MHOMO U3CNEABaHNS C MOMOLLTA
Ha aTOMHO-eMUCHOoHHa criekTpockonusi (AES) cbrnacHo MNpotokon Ha EC ECB/TM/27(peg.
7).

Mpw BAWLWBaHE, JOPU U BB BUCOKU [03M, TE€ HE Ce HaTpynBaT 4O HUBO, KOETO Aa € B
CbCTOsIHWE Aa JoBeAe A0 CEPUO3HM HeGnaronpusiTH1 GuonornyHm edekTu. Mpu
n3crieBaHe Ha XpOHWYHa eKCNo3unLMs Npes LEnus XKMBOT He € YCTaHOBEH CBbP3aH C
ekcrnosvumsTa edekT, KOTo Aa HaaBuLLaBa TO3M Ha BCEKU APYr ,MHEPTEH” npax.

Mpu uscneaBaHnsi Bbpxy CyBXPOHWYHA EKCMO3MLMS MPY MaKCUManHUTE NOCTUXUMK [03U B
Haii-noLuus crydan Gelle HabnoaaBaH Nek BpeMeHeEH Bb3nanuTeneH oTroBop. BnakHa cbe
cbllaTta yCTOMYMBOCT B TbKaHUTE HE BOAST A0 MosiBaTa Ha TYMOPM, KOraTo ce UHXeKTUpaTt
B NepuUTOoHeanHarta KyxvuHa Ha nibXoBe.

PA3[EJ1 12: Ekonorn4yHa nicgpopmaums

12.1. TokcuuHocT

OnacHo 3a BogHaTa cpefa, kpaTkocpoyHa (ocTpa)

OnacHo 3a BogHaTa cpefia, AbNrocpoyHa
(XpoHUYHa)

12.2. YcTONMYMBOCT M pasrpagumocTt

Hama HanuyHa gonbnHUTENHa I/IH(*)OpMaLlMﬂ

12.3. Buoakymynupaiua cnoco6Hoct

He ce knacuduumpa (Bb3 ocHoBa Ha HanUYHWUTE AaHHW HE Ca U3MbIHEHW KpUTepumTe 3a
KnacuduumpaHe)
He ce knacucuumpa (Bb3 ocHoBa Ha HaNUYHWUTE AaHHW HE Ca U3MbIHEHW KpUTepumTe 3a
KnacuduumpaHe)

ankanosemMmHu metanu) (436083-99-7)

U3onaumoHHa BaTa (CI/IHTeTVI‘-IHM BJ1aKHa, CUJTIUKATU Ha

KoeduumeHT Ha pa3npeaeneHue: n-oktaHon/sona Henpunoxumo

(Log Kow)

12.4. NpeHocumocCT B noyBaTa

Hsima HanvuHa gonbnHUTenHa nHdopmauums
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12.5. Pe3yntatu ot oueHkata Ha PBT n vPvB

M3onaumnoHHa BaTa (CUHTETUYHM BriakHa, CUNUKaTU Ha
ankanosemHu metanu) (436083-99-7)

ToBa BeLecTBO/CMeC He oTroBapsi Ha kputepunte PBT Ha PernameHt REACH, Mpunoxexue Xl

ToBa BeLecTBO/CMeC He oTroBapsi Ha kputepunte VPvB Ha Pernament REACH, Mpunoxenne Xl

12.6. CBoncTBa, HapylwaBawm PyHKLUMUTE Ha eHAOKPMHHaTa cucTema

HebnaronpuaTtHn nocneavum 3a okonHarta cpeaa, . BellecTBOTO He e BKMIOYEHO B CMUCHKA, M3rOTBEH B CbOTBETCTBME C uneH 59, naparpad 1
NPUYNHEHN OT CBOWCTBA, HapyLuaBaln yHKUMUTE oT REACH, 3a nputexaBaHeTO Ha CBOWCTBA, HapyLuaBalum PyHKUMMTE Ha eHAOKPUHHATa
Ha eHOOKpUHHAaTa cnuctema cucTemMa, Unu He e aeHTUgUUMPaHO KaTo NpuTexasallo CBOMCTBA, HapyLlaBallm

dYHKUMUTE Ha eHOOKPMHHaTa cucTemMa, B CbOTBETCTBME C KpUTEpUNUTE, ONpeaeneHn B
Henernpan PernamenT (EC) 2017/2100 Ha Komucusita unm B PernamenT (EC) 2018/605 Ha
Komucusata

12.7. Qpyrm HebnaronpuaTHU epeKkTn

Hama HanuyHa gonbnHUTENHa I/IHC*)OpMaU.VIﬂ

PA30EJ 13: O6e3BpexaaHe Ha oTnagbLUUTe

13.1. MeToamn 3a TpeTupaHe Ha oTNagbLM

Mpenopbku 3a 06e3BpexaaHe Ha 1 [Oa ce n3xsbpnu no 6e3onaceH Ha4MH B CbOTBETCTBME C MECTHUTE / HALMOHAMHN
npogykTa/onakoBkarta pasnopenbu.
Koa cbrnacHo EBponerickusi cnnckbk Ha : 10 11 03 - oTnagbyHM MaTepuany Ha OCHoBaTa Ha CTbKIEHW BriakHa

oTnagbumte (LoW)

PA3[EJ 14: UHchopmMaLMa OTHOCHO TPAHCNOPTUPAHETO

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

14.1. Homep no cnucbwka Ha OOH wnu naeHTuukKaLMoHeH Homep

Henpunoxvmo ‘ Henpunoxvmo ‘ Henpunoxumo ‘ Henpunoxvmo ‘ Henpwnoxvmo

14.2. ToyHO HaMMeHOBaHMe Ha npaTkara no cnucbka Ha OOH

Henpunoxvmo ‘ Henpunoxvmo ‘ Henpunoxumo ‘ Henpunoxvmo ‘ Henpwnoxvmo

14.3. Knac(oBe) Ha onacHOCT nNpu TpaHcnopTupaHe

Henpunoxvumo ‘ Henpunoxumo ’ Henpunoxwmo ‘ Henpunoxwmo ‘ Henpunoxvumo

14.4. OnakoBb4Ha rpyna

Henpunoxumo ‘ Henpunoxumo ‘ Henpunoxumo ‘ Henpunoxumo ‘ Henpunoxumo

14.5. OnacHoOCTHM 3a OKONHaTa cpeaa

OnacHo 3a okonHaTta OnacHo 3a okonHaTta OnacHo 3a okonHaTta OnacHo 3a okonHaTta OnacHo 3a okonHaTta
cpega: He cpega: He cpega: He cpena: He cpena: He
Mopcku 3ambpcuten: He

Hsama ponbnHuTenHa HanuyHa VIHd’)OpMaLWIﬂ

14.6. CneuunanHu npeanasHuU MepKku 3a notpedutenure

CyxonbTeH TpaHcnopT
TpaHcnopTHU pasnopenbu (ADR) : Henpunoxumo
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TpaHcnopT no Mope
TpaHcnopTHu pasnopenbu (IMDG) : Henpunoxumo

Bb3ayweH TpaHcnopTt
TpaHcnopTHu pasnopeadu (IATA) : Henpunoxumo

TpaHcnopT No BbTPeLWHWTe BOAHM MbTULLA
TpancnopTHu npasuna (ADN) : Henpunoxumo

XenesonbTeH TpaHcnopT
TpaHcnopTHu pasnopenbu (RID) : Henpunoxumo

14.7. MopcKu TpaHCNOPT Ha TOBapy B HACUMNHO CbCTOSIHUE CbINacHO UHCTPYMEHTU Ha Me)KAyHapop,HaTa MOpCKa
opraHnsauusa

Henpunoxvmo

PA3[OEN 15: UHdopmaums OTHOCHO HOpMaTMBHaTa ypeaba

15.1. Cneumpuqua 3a BewecTBOTO UMK CMecTa HOpMaTUBHa ypep,6a vnu cneuncur4HO 3aKOHOAATENICTBO OTHOCHO
6e30nacHoOCTTa, 3A4paBeTo U OKOoJIHaTa cpeana

15.1.1. PernameHTn Ha EC

Hsima orpaHuyeHust B cboTBeTcTBUe C Mpunoxenne XVII Ha REACH

MN3onaumoHHa BaTa (CUHTETUYHM BNakHa, CUNMKaTn Ha

ankarnosemMHu metanu) He e B KaHaupaTt-cnucbka 3a paspelwuaBaHe Ha REACH

MN3onaumoHHa BaTa (CUHTETUYHM BNakHa, CUNMKaTn Ha

ankarnoseMHu MeTanu) He e B cnucbka Ha Mpunoxenne XIV Ha REACH

ISOFRAX He e npeameT Ha PernameHT (EC) Ne 649/2012 Ha EBponelickus napnaMmeHT n Ha CbBeTa oT 4 tonu 2012 rogmHa 0THOCHO n3Hoca 1
BHOCA Ha OMacHU XUMUKanu.

ISOFRAX He e npeameT Ha PernameHT (EC) Ne 2019/1021 Ha EBponeiickusi napnameHT u Ha CbeeTa oT 20 toHu 2019 roguHa 0THOCHO
YCTONYMBUTE OPraHN4HM 3aMbpcuTen

MN3onaumoHHa BaTa (CUHTETUYHM BnakHa, CUnukaTn Ha

ankano3eMHu MeTanu) He e npeameT Ha PEFTIAMEHT (EO) Ne 1005/2009 HA EBPOMNEVCKWA MAPITAMEHT /1 HA CBBETA oT 16 centemepu
2009 roanMHa OTHOCHO BelLLlecTBa, KOUTO HapyLLaBaT O30HOBUS CIOWN.

He cbabpxa BellecTBo, npeamet Ha PernameHT (EC) 2019/1148 Ha EBponeiickusi napnameHT u Ha Cbeeta ot 20 toHu 2019 roguHa 3a
npeanaraHeTo Ha nasapa v ynotpe6aTa Ha Npekypcopu Ha B3pMBHY BeLLecTBa

He cbabpxa BellecTBo, npeameT Ha PernameHT (EO) Ne 273/2004 Ha EBponetickus MapnameHT n Ha CbBeTta oT 11 cdeBpyapu 2004 roguHa
OTHOCHO NPOW3BOACTBOTO M MyCcKkaHETO Ha Nasapa Ha onpeaeneHn BelwecTBa, U3MNon3BaHn Npu He3akoOHHOTO MPOW3BOACTBO HA HAPKOTUYHMN 1
NCUXOTPOMHM BeLLecTBa.

15.1.2. HaunmoHanHu paznopeadu

Hama HanuyHa gonbnHUTENHa I/IHCbOpMaLl,VIFl

15.2. OueHka Ha 6e3onacHOCTTa Ha XUMUYHO BeLLecTBO UITU CMeC

Hee M3BbpLUEeHa OLUeHKa Ha XuMmndeckarTa 6esonacHocT

PA30EJ 16: Opyra nHdopmaums

CbKpaleHUs 1 aKkpoOHUMU:

ADN EBponeincko cnopasymeHue 3a MexayHapoaeH NpeBo3 Ha OnacHW ToBapy No BbTPELUHUTE BOAHWU MbTULLa
ADR EBponeliicka crnorogba 3a mexayHapoeH NpeBo3 Ha OrnacHW ToBapu No Loce

CLP PernameHT OTHOCHO KnacuguumpaHeTo, eTukeTMpaHeTo u onakoBaHeTo; PernameHT (EO) Ne 1272/2008
DNEL MonyyeHa HepelcTBaLLa f03a/KOHLEHTPaLMS

IATA MexagyHapogHa acoumauus 3a Bb3gyLleH TpaHCnopT

IMDG MexayHapoaeH Koeke 3a NpeBo3 Ha onacHu ToBapu No Mope
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REACH Pernctpauus, oueHka, paspeluaBaHe v orpaHnyaBaHe Ha xumukanu; Pernament (EO) Ne 1907/2006
RID [MpaBunHKK 3a MexayHapoAeH Xene3onbTeH NPeBo3 Ha onacHN ToBapu

PBT YcTonumnso, 6noakymynvpaLLo 1 TOKCUYHO

vPvB MHoro ycToiuvBo 1 MHOro Groakymynmpalio

MN3TOYHMLM Ha faHHW
[pyra nHdopmauns

KFT SDS EU 06

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

. MPOIr'PAMA 3A MNOJIATAHE HA TPUXU

ECFIA, npeacraBnsiBalla Nnpou3BoguTeENMTE Ha BUCOKOTEMINEPATypHa M3onauuoHHa BaTa
(HTIW), npeanpve npunaraHeTo Ha MawabHa nporpama 3a NPOMULLIIIEHa XUIMEHa, KOSITO
[a nognomorHe noTpebutenute Ha BCUYKM NPOAYKTU, KOUTO cbabpxaT HTIW.

Llenute ca gge:

* la Ce U3BbPLUBA MOHUTOPUHTI Ha KOHLEHTpaUMsATa Ha NpaxoBUTe YacTuum Ha paboTHOTO
MSICTO B MOMELLEHUSITA KaKTO Ha NPOU3BOAUTENMUTE, Taka U Ha NoTpeduTenuTe.

* la ce JOKYMEHTMPa NPOM3BOACTBOTO M ynoTpebaTa Ha NpoayKTU OT OrHEYNOPHU
KepaMuynu BrakHa (HTIW) oT rmegHa Toyka Ha npomuLineHaTa xurineHa, 3a aa 6baat
M3roTBEHN CbOTBETHM NPENOPbHKM 32 HamarnsiBaHe Ha eKCro3uuumTe.

. MPEOMNA3HN MAPKW, KOUTO TPABBA OA CE BSEMAT NMPU OTCTPAHABAHETO HA
MATEPWANN CNEA EKCIIJTOATALINA

Mpn NOYTH BCUYKN NPUNOXEHNUSA NPOAYKTUTE OT BUCOKOTEMMNEPATYPHU N30NaLIMOHHN BaTK
(HTIW) ce n3nonseat kato M3onaumoHeH MaTepuarn, KOMTO cnomara 3a nogabpXxaHeTo Ha
Temnepatypa oT 900°C unu no-Brncoka B 3aTBOPEHO NPOCTPaHCTBO. B cbCTOAHMETO cnef,
npounssoacTeoTo M HTIW ca cTbKnoBmaHU MaTepuanm, KOUTo Npy NPOABLIMKUTENHO
nsnaraHe Ha nosuweHa Temneparypa (Hag 900 °C) moraTt Aa uskpucranuaumpar. [Nosisata u
cTeneHTa Ha obpasyBaHe Ha kpuctanHa dasa 3aBUCHAT OT NMPOABIKUTENHOCTTA Ha
Bb3AENCTBMETO Ha BUCOKaTa Temnepartypa v oT camaTta Temneparypa, oT XMMUYHUSA
CbCTaB Ha BnakHaTa wunu ot HanmuneTo Ha contocose. TbIl KATO CaMO MHOIO ThHBK CION
OT NnuueBaTa cTpaHa Ha u3onaumsTa e M3NoXeH Ha B1UcokaTta TemnepaTypa, nonyyaBalumnsT
ce npu onepauumTe No OTCTPaHABaHeTO ¥ pecnnpabuneH npax 06MKHOBEHO He CbabpXka
OTKpMBaeMu KonunyecTBa kpuctaneH cunuumes amokeug (CS).

Mpun npunoxeHus, Npu KOUTO MaTepnanbsT ce TECTBA Ype3 HarpsiBaHe, MPOABLIMKUTENHOCTTA
Ha TOMMNWHHOTO Bb3AeCTBNE OOMKHOBEHO € Marka U He HacTbNBa 3Ha4YUTeNHO
N3KpUCTanuanpaHe, KOeTo Aa no3sosnssa obpasyBaHeTo Ha CS. TakbB Hanpumep e
Cny4asT npu OTNIMBKKW, NPU KOUTO BNOCNEACTBUE KanbMbT Ce paspyLuaBa.

TokcukonormyHaTa oLeHka Ha edekTa Ha HanmuneTo Ha CS B uskycTBeHo HarpsisaHu HTIW
MaTepuanu He e nokasana noBuLLEHa TOKCUYHOCT in vitro 1 in vivo. PesynTtatute ot
pa3nnyHn KOMBMHaLMK OT PaKTOpK KaTo NOBULLIEHA KPEXKOCT Ha BnakHaTa umnm
MWKPOKPUCTanW, BKMIOYEHN B CTHKNOBMAHATA CTPYKTYpa Ha BNAkHOTO M crnefoBaTenHo
HeHanu4Hu oT 6ronormyHa rnegHa Todka, Morat Aa 00sCHAT OTCHCTBUETO Ha
TOKCUKOSOTMYHMN edpekTn.

OueHkaTa Ha MexayHapoaHaTta areHums 3a nscneggsaHe Ha paka (IARC), npegcraseHa B
MoHorpacus 68, He e peneBaHTHa, Tbih kaTo CS He e BUONOrMYHO HanMYeH B U3NesnuTe
oT ekcnnoatauus HTIW 1 Bb3HUKBALLMAT NpU OTCTPaHSIBAHETO UM pecnupabuneH npax He
CbAbpXa OTKPUBAEMM KONMYECTBa KpUCTaNeH CUNULMEB AVNOKCUA.

Bucoka koHLeHTpauus Ha BrakHa v Apyri BuaoBe npax morat Aa 6baat reHepupanu,
KoraTo M3nesnu oT ekcnnoataumsi NPoAyKTM ce pa3TpoLlaBaT MexaHU4YHO Npu onepauum
KaTo Hanpumep paspylwasaHe. [Nopagn ToBa EBponeiickaTa acounauus Ha
npoussoguTenute Ha kepamunyHu BnakHa (ECFIA) npenopbyBa:

* la ce NpeanpremMaTt KOHTPOMHW MEPKM 3a HamansiBaHe Ha NpaxoBUTe eMUCKU; U

* AVPEKTHO y4acTBaLLMAT NepcoHan Aa M3nonaea NoAxXoAsiy pecnvpaTop, 3a Aa cBexaa Ao
MWHMMYM eKcro3uuusiTa u Aa cbbniogasa MeCTHUTE perynaTtopH/ orpaHudeHust.
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NHopmaumsTa B To3n MHMOPMaLMOHeH cT 3a 6e3onacHocT (1) BktovBa NoApoOHN AaHHW 38 AEHTUYHOCTTA Ha BELLEeCTBOTO, 3a
npou3BoaMTeNs/aocTaByvKa, XxapakrepuctukaTa u npefoTpaTsiBaHe TOHa PUCKOBETE, pearvpaHeTo Npu CreLLHy cuTyauum u gpyra
cneuvanuaupaHa nHopmaums, (2) 4OKOKOTO HU € M3BECTHO, KbM fataTta Ha HeMHOTO Ny6nvkyBaHe nogageHaTa nHopMauus e BspHa U e
npencraBeHa 4obpocbBECTHO, (3) NpegHa3HayYeHa e eQUHCTBEHO Aa NpeJoCcTaBy Hacoku 3a 6esonacHa paboTa, ynotpeba, obpabdoTka,
CbXpaHeHue, TpaHcnopTupaHe, obe3BpexaaHe 1 N3XBbPIIsSIHE Ha NMOCOYEHOTO BELLECTBO, (4) cnedBa Aa ce YeTe v U3non3sa B KOMOUHaLMS CbC
CbOTBETHUTE AaHHW Ha APYXeCTBOTO, (5) OTHacs ce eANHCTBEHO A0 KOHKPETHOTO NMOCOYEHO BELLECTBO M MOXE [a He e BanuaHa, B cryyain ye To
ce n3nonaea B KOMOMHaUMs C ApYro BELLECTBO Unu npouec, 1 (6) ce npegocTassa 6e3 rapaHumsi, u3puyHa unu nogpasbupalla ce, No 3akoH Unu B
[OeCTBUTENHOCT, 3a TbProBCKO Ka4eCTBO MNW NPUroAHOCT 3a onpefeneHa uen. To3n 4OKyMeHT He npefcTaBnsiBa NpoAyKToBa cneumdukaums u
ropaav ToBa He MOXe Aia ce U3non3ea 3a no3osaBaHe. PaboTopgatenute moraT Aa M3nonssaTt HacTosLWMs UHPOPMaLMOHEH NUCT 3a 6e3onacHocT
B OMbIIHEHME KbM OCTaHanaTa nHchopmMauus, cbbrpaHa oT TsX B NoAkpena Ha ycunusta uM 3a ocurypsiBaHe Ha 3gpaBeTo 1 6e3onacHocTTa Ha
paboTHULMTE U CNYXUTENUTE 1 BbB Bpb3Ka C NpaBunHaTa ynotpeba Ha npoaykra.
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