CT-U.S.-IRMA - KIP0429

MNHdopmaumoHeH nuct 3a 6esonacHocT

B cvotBeTcTBUE C PernameHT (EC) 2020/878

¢ DiaSource®

[aTa Ha n3gaBaHe: 27.08.2024 r. [ata Ha npepasrnexaaHe: 28.03.2025 Bepcusi/aameHeHa Bepcus: 1.1/1.0

UHdopmaumoHHUAT nuct 3a 6e3onacHocT (UJ1B) cneaBa fna ce nanonssa 3a:

KIP0429 CT-U.S.-IRMA

BuxTe NHCTPYKUMUTE 3a MbJTHUA CNUCHK Ha KOMMNOHEHTUTE Ha NPOAYKTa

EAWHMYHN KOMMOHEHTU C ONacHU CbCTaBKU @é

REF Nme Cumson Bepcus
3104263 Tpakep (iiog 125 Ab) A\ 1.0
3501020 MueL NpoayKT KOHLEHTpaT @ 2.0

MpoueTtete UJ1B 3a kOMNOHEHTa Ha crnegBalUMTe CTPaHULN.

5o
EAWHMYHN KOMMOHEHTH, CbAbPXKALUN GuonoruyeH MaTepuan Z

n
Nwme Mg?::::ﬂ:a Cumeon
3104263 Tpakep (of 125 Ab) YKUBOTUHCKM Npousxon,
3204208 Tpv0Ou c NnokpuTHne YKnBOTMHCKM Nponsxon ]
3204272 Kanu6patop 0 YoBeLLKM Npou3xof,
3204274 Dil Spe UoBeLLKW Mpon3xos,
3204276 KoHTpon 1 YoBeLLK/ Npounsxop, CONTROL[1]
3204277 KoHTpon 2 YoBeLLKy Npounsxon, Ol
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3204279 Kanun6patop 1-N YoBeLwuKkn npounsxon

EAWHMYHM KOMMOHEHTU 3a eAHOKpaTHa ynOTpeGa ®

Nme Cumson
3204208 Tpbby ¢ nokpuTre i

HeBkrntoyeHUTe B cnucbka eAMHMYHU KOMMOHEHTU He CbAbPXKaT ONacHMU BellecTBa B KOHLEHTPaUUKn, KOUTo Aa 6baar AeKnapupaHu, He ce
U3NCKBa eTUKeTupaHe.

[aTa Ha oTne4yaTBaHe 13/05/2026 BG (Bbnrapcku)
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1 MpeHTncpmkaumna Ha BewecTBoTo/CMECTa U NpeanpUATUETO

1.1 WpeHTudomkatop Ha npoaykTa

dopma Ha npoaykTa : Cwmec

Mme Ha npogykTa . Tpakep (iog 125 Ab) [Ab]™Z#1

KatanoxeH Ne : 3104263 REF

1.2 CbOTBETHU MAeHTUULMPaHM ynoTpe6u Ha BeLecTBOTO UMM CMecTa M ynoTpebu, KOUTO ce NpenopbyBa Aa He ce U3BBLpLUBAT
1.21 CbOoTBETHU naeHTUuLMpaHn ynotpebu

Ynotpeba Ha BelyecTBoTO/CMECTa . JlabopaTopeH peakTus, ViMyHoaHanmam

3a npodecuoHanHa ynotpeba

1.2.2 YnotpebaTa He ce npenopbyBa
Hama HanuyHa gonbnHUTEenHa nHdopMauus

1.3 [aHHM 32 gocTaBYMKa Ha MH(POPMaALIMOHHUA NUCT 3a 6e3onacHocT
[ocTaBuuk/npousBoauTen

DIAsource ImmunoAssays S.A.

Rue du Bosquet, 2

B-1348 Louvain-la-Neuve

Benrus

Ten. Homep: +32 (0)10/84.99.11

Mwmenn agpec: products.support@diasource.be

1.4 TenedoHeH HOMep 3a cnewHn cnyvyan
DIAsource (camo B paboTHO Bpeme) : +32(0)10/84.99.23
LleHTbp 3a npoTnBOAENCTBMA NpuU . 070 245 245

oTpaBsiHusi (BE)

Mons, o6bpHeTe ce KbM MECTHUS LIeHTbP 3a MPOTUBOAENCTBUS NpU
oTpaBsHus!

y UpeHTndbnumpaHe Ha onacHOCTUTE

21 Knacudmkauma Ha BelecTBOTO UNu cmecTa

Knacudukaums B cbotBeTcTBue ¢ PernamenT (EO) Ne 1272/2008 (CLP)
He e knacuduumpaH kato onaceH
CbrnacHo avpektuBute Ha EO nnm cboTBETHUTE HaLMOHAINHU 3aKOHU NPOAYKTLT He TpsbBa Aa 6bae knacuduumpaH unu eTukeTupaH

2.2 EnemeHT ,ETHKeET"

ETnkeTnpaHe B cboTBeTCcTBUE ¢ PernameHT (EO) Ne 1272/2008 (CLP)

Cumson 3a onacHocT (CLP) : He e knacuduumpaH kato onaceH

CurHanHa gyma (CLP) : He e knacuduumpaH kato onaceH

MpenynpeautenHa gpasa 3a : Hama npeaynpegutenHa cpasa 3a onacHocT

onacHocT (CLP)

MpepynpeautenHa dpasa 3a . P280 HoceTte 3awuTtHM pbkaBuuy, 3alLMTHO 061eKNOo, NpeanasHn CpeacTsa 3a o4mnTe u
BHUMaHue (CLP) nnMueTo

P305+P351+P338 Npwu nonagaHe B ounte: Mannaksante BHUMATENHO C BOAA B
NPOLbIMKEHNE HA HAKOMNKO MUHYTU. OTCTpPaHETE KOHTaKTHUTE NeLLM, ako Ca Hanu4Hu 1 e
TNecHo aa ce Hanpasu. [pogbrkeTe U3nnakBaHeTo

P309+310 IMNPW ekcnosuums nnv ako ce nodyscteare 3ne: Obagete ce Ha LIEHTBP 3A
MPOTUBOJENCTBUE HA OTPABAHUA nnu Ha nekap

2.3 Opyru onacHoctu

PagnoaktuBeH matepuan A : Tasu cmec cbabpxa noa-125, akTMBHOCTTa Ha CMecTa € NMoCoYeHa Ha eTukeTa Ha NPoAyKTa. Mopn-125 e nsnbysaten Ha
rama-nbum (35,5 keV) n peHtreHoBm nbum (28 keV). OT pagrauusita moxe Aa ce ocurypv npegnassaHe ¢ 1 MM onoBo. [Nepvog Ha nonypasnag: 59,4
OHW.

Tosu NPOAYKT CbAbpiKa KOHUEeHTpauun Ha a3na nog onacHoOTo HUBO, KOUTO NMPpY MHOrokpaTeH KOHTaKT C OyioBO U Me[, 4eCTO CpellaHn BbB
BOAONPOBOAHUTE KaHann, Morat Aa goseat A0 HaTpynBaHe Ha YyBCTBUTESTHU KbM yaap CbeAUHEHUA. HanVIeBVIﬂT asung o6pa3yBa €KCnno3nBHN
CbeONHEHUA C TEXKN MeTanu.

CwMmecTa He cbabpka BELEeCTBO(a), BKMHOYEHO(M) B CNUCHKA, M3rOTBEH B CbOTBETCTBME C YrneH 59, naparpad 1 ot REACH, koeTo(kouTo) uma(T)
CBOWCTBA, HapyLaBaly PYHKUMNTE Ha EeHOOKPUHHATa cucTema, unm He e(ca) naeHTnduumpaHo(n) kato MalLo(1) CBOMCTBA, HapyLuasaly PyHKUuuuTe
Ha eHOOoKpUHHAaTa cUcTeMa, B CbOTBETCTBUE C KpUTEPUMTE, NocodeHun B fenerupan pernameHT (EC) 2017/2100 Ha Komucusta nnu PernameHT (EC)
2018/605 Ha KomucusiTa.

[ata Ha oTneyaTtBaHe 13-05-26 BG (Bbvnrapcku) CtpaHunua 1/6
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3 CwbcrtaB/vHdopmauus 3a CbCTaBKUTE

3.1 BewecTtBa
He e npunoxvmo
3.2 Cwmecu
NUme WaentudukaTtop Ha npoaykra % Knacudwmkauus B cboTBeTCTBUE C
PernamenT (EO) Ne 1272/2008 [CLP]
HaTtpues a3ug (CAS Ne) 26628-22-8 <0,05 Ocrtpa 3a BogHata cpega 1, H400

(EO Ne) 247-852-1
(MHpekc Ha EO Ne) 011-004-00-7

XpoHuyHa 3a BogHaTa cpepa 1, H410

[MbneH TekcT Ha NpegynpexaeHvaTa 3a OnacHoCT: BX. pasaen 16

4 Mepku 3a okasBaHe Ha NbpBa NOMOLY,

41 OnucaHue Ha MepKUTe 3a OKa3BaHe Ha NbpBa NOMOLL,

O6LLM MepkK 3a OKa3BaHe Ha MbpBa MOMOLL

Mepku 3a oka3BaHe Ha MbpBa NOMOLL, NpK
BAMLUBaHE

Mepkun 3a oka3BaHe Ha MbpBa MOMOLL, NpK
KOHTaKT C KoxaTa

Mepku 3a oka3BaHe Ha MbpBa MOMOLL, NpK
KOHTaKT C o4uTte

Mepku 3a oka3BaHe Ha MbpBa NOMOLL, NpK
nornbliaHe

I'IOprceTe NneKapcka nomolLl, ako ce novyecTBaTe 3Ie. AKO e Bb3MOXHO, MOKaXeTe UM To3n
nncT. AKo He ycrneeTe Aa ro HanpaesuTe, Nnokaxete UM OnakoBKaTa Unmn eTuketa. Hukora He
fasaviTe HULLO npe3 yCTaTa Ha YoBeK B 6e3cb3HaHue. NocTaBeTe nocTpanasnoTo nvue B
no3nuna 3a Bb3CTaHOBABaHe.

3BegeTe noctpaganvsa Ha 4ymcT Bb34yX N TO OCTaBeTe B MoKoW B y,EI,O6HO 3a auwaHe
nonoxeHue.

HesabaBHo cBaneTe BCUYKM 3aMbpceHun Apexu. iamuinte BHUMATENHO ¢ 0BMIHO KONMMYECTBO
BOAA W CanyH.

MPU MOMAOAHE B O4YUNTE: Mannakeante BHAMAaTENHO C BOAA B NPOABIDKEHNE HA HAKOIKO
MUHYTU. OTCTpaHeTe KOHTaKTHUTE NeLLn, ako Ca HaMMyHU 1 e NeCHO Aa ce Hanpasu.
[MpoabxeTe nsnnaksaHeTo.

MannakHeTe yctata. HE npeaunssuksavite nospblyaHe. MNuiite MHOro BoAa KaTo npeanasHa
MsipKa.

4.2 Han-BaxHuTe cumnTomu u epeKkTH, KaKTO OCTPMU, Taka u 3abaBeHn

CumnTomu/edextn

He ce ovyaksa fa npeacTaBnsBa 3HauYMTENHaA OMacHOCT MPU 04YaKBaHUTE YCIOBMUS Ha
HopmarsiHa ynotpeba.

4.3 MNoka3saHue 3a He06X0AMMOCT OT He3abaBHa MeAULIMHCKa MOMOLL U crieLuanHo fneyeHue

JlekyBante CMMNTOMaTUYHO.

5 Mepku 3a noxaporaceHe

5.1 CpepncrTBa 3a raceHe
Moaxoasiiy cpefcTBa 3a raceHe

Henoaxoaswwm cpeactea 3a raceHe

MoxaporacuTenHuTe cpeAcTBa TpsibBa Aa ca NoAXoAsiLLUM 3a KOHKpETHaTa cpeaa.
BvrneponeH anokena. MaHa. Cyx noxaporacuteneH npax. PasnpbckBaHe Ha Boaa.

He n3nonssaite cunHa BogHa CTpyA.

5.2 CneundmryHM onacHoOCTU, CBbpP3aHu C BELECTBOTO UIU CMecTa

OnacHv NpoayKTu Ha pasnagaHe B cryyan Ha
noxap
5.3 CbBeTH 3a NoXapHuKapu

WHCTpyKUuuM 3a noxaporaceHe

3awmTta no BpeMe Ha raceHe Ha noxap

MoraT na ce obpasyBaT TOKCUYHM ra3oBe. BbrnepoaeH auokena. BbrnepoaeH MoHoKeuA,.

He ,D,OHyCKaVITe BoAaTa, n3nosfi3BaHa 3a raceHe Ha noxapa, fa nonagHe B OKonHaTa cpeana.
M3nonseavite BogHa CTpyA nnn Mblna 3a oxnaxgaHe Ha OTKpUTu KOHTeVIHepM.

M3anonsBanTe camocTosTeneH auxaTeneH anapar, KakTo U 3allnTeH KOCTHOM.

6 Mepku npu cny4yaMHo usnyckaHe B OKOJNIHaTa cpega

6.1 JNnyHm npeanasHu Mepku, 3alMTHO oGopyABaHe U NpoLleaypy Npu U3BbHPEAHU CUTYyauum

O6Lwm Mepkm

OcurypeTe gocTaTbyHa BEHTUNALUMS Ha Bb3ayxa . M3bsreanTe KOHTaKT € KoxaTa u ounTe. He
BAMVLUBAWTE N3NapeHns/mpbCKM .

6.1.1 3a nepcoHar, KONTO He AencTBa Npy CheLLHK cryyaun

Mpoueaypw Npu cnewHn cryyan

6.1.2 3a cnacuTtenHute ekunu
3almTHO obopyaBaHe

EBakyunpavite HeHy>XHNS nepcoHarn.

M3nonssavite nnu4HK npegnasHu cpeactBa , KakTo ce U3UCKBA . B cnyqaﬂ Ha HeJoCTaTb4yHa
BEeHTUNaumnAa HoceTe AuxaTesnHa 3almTa.

6.2 Mepku 3a onasBaHe Ha OKornHara cpeaa

OrpaHudeTe pasnuea, 3a [a npeaoTBpaTuTe pasnpocTpaHeHneTo My. He gonyckante HepaspeneHuaT NpoayKT Aa nonagHe B
KaHanM3aumnaTa/MoBbPXHOCTHUTE UM MOAMNOYBEHNUTE BOAMW.

6.3 MeToau n matepuan 3a usonuMpaHe M noYucTBaHe

MeToawm 3a nouncTeaHe

AbcopbupaliTe pasneTuTe TEYHOCTU, 3a la NPEAOTBPaTATE PaAMOaKTUBHO 3aMbpCsiBaHe.
Abcopbupalite pasnueute ¢ abcopbupall, MaTepumar, HanpumMep XapTUeHn Kbpru.

[aTa Ha oTnevyaTBaHe 13-05-26
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[esakTnBupante ¢ NOAXoAALLM NPOAYKTU. M3XBbpNsANTe B CbIMacHO CbOTBETHUTE MECTHU
pasnopenou.

6.4 CnpaBka KbM Apyru pasgenu

KoHTpon Ha ekcnosnuusta 1 nuyHa 3awuTa, BX. pasgen 8. OTHOCHO N3XBBPNAHETO Cried NoYncTBaHe, BX. pasagen 13.

7 BopaBeHe U cbXxpaHeHue

71 MNpeana3Hun mepku 3a 6esonacHa pabota

MpennasHu Mepku 3a 6e3onacHa pabota : Ocwurypete gobpa BeHTUnNaums Ha paboTHOTO MsCTO. M3nonaearite NMuHW npeanasHu
cpencTBa. V3bsareaiite KOHTaKT € KoxaTa 1 ounTe. He BavwBainTe nanapexHus/aepo3onm.

Mepku 3a xurneHa . PaboTeTe B cbOTBETCTBUE C A0OPUTE NpoLedypu 3a NPOMULLNIEHA XUrMeHa 1 6Ge30nacHoCT.
Mpu ynotpeba He sxTe, He NUIATE U He nyweTe. VI3amninTe pbLeTe 1 apyrute OTKpUTU MecTa C
MeK canyH v Boga npeau XpaHeHe, NeHe Unu nyLieHe 1 crieq HanyckaHe Ha paboTa.

7.2 YcnoBus 3a 6e3onacHo cbXxpaHeHue, BKIIIOYUTEINTHO BCAKAKBU HECbBMECTUMOCTHU

Ycnosusa Ha CbxpaHeHue . CbxpaHsiBanTe B opurnHanHarta onakoska. CbxpaHsiBanTe KOHTenHepa NbTHO 3aTBOpeH. 3a
Aa 3anasnTe Ka4ecTBOTO Ha NPOAyKTa, CbXpaHsiBanTe ro B CbOTBETCTBME C MHCTPYKLMMTE Ha
eTukeTa Ha npoaykTa.

3abpaHu 3a cMeceHo CbxpaHeHue
HecbBmMecTMn maTepuanu . Hama HanuyHa gonbnHuTenHa nHgopmaums.

[a ce na3u oT XxpaHa, HanUTKWN 1 XpaHu 3a XUBOTHW.

7.3 CneuundpmyHa(u) kparHa(u) ynotpeba(m)
JNaGopatopeH peaktus, imyHoaHanuam

8 KoHTpon Ha ekcno3uuuaTa/3almra Ha nepcoHana

8.1 MapameTpu 3a KOHTpOn
[MpoAyKTBHT He CbAbpXXa HUKAKBM CbOTBETHU KONMMYECTBA MaTepuanu ¢ KpUTUYHU CTOMHOCTK, KOUTO TpsibBa Aa ce HabntopgasaTt Ha paboTHOTO MSICTO.

8.2 MepKu 3a KOHTPON Ha eKcno3uumsaTa
MoaxoasLy, HXeHepeH KOHTpon . OcurypeTe nokanHa cmykatenHa unu oblia BeHTUnaums Ha NnoMeLLeHneTo, 3a Aa ceejeTe
00 MVHUMYM KOHLIEHTpauuaTa Ha napuTe.

3awuTa Ha pbLeTe . Hocete nogxogsawm pbkasuum (EN 374). HutpuneH kayuyyk, 0,35 Mm. HutpuneH kayuyk,
0,5 mm. TouHOTO BpemMe Ha NpobuB TpsibBa Aa 6bae yCTaHOBEHO OT NPOM3BOAUTENS HA
3alUMTHUTE pPbKaBMUM M a ce cnasea.

3awmTa 3a ounte . Hocete npeagnasnu ounna (EN 166).

3awuTa 3a Koxarta u TAnoTo . HoceTe noaxogsiLo 3almTHoO obnekso.

CpepcTBa 3a 3awmTa Ha guxaTenHure . IMpun HopmanHu ycnosus ynotpebaTta Ha TO31 NPOAYKT He TpsibBa Aa u3nckea gnxartenHa
nbTULLA 3awmTa.

Mepku 3a KOHTPOM Ha ekcno3numsaTa Ha . U3bsareaiTe n3nyckaHeTo B OKonHaTa cpeaa.

OKOJHaTa cpefa

9 ®U3NYHU U XMMUYHN CBOUCTBA

9.1 WHdopmauus 3a ocHOBHUTE (PU3NYHU U XUMUYHU CBOMCTBA
PU3NYHO CBCTOSHME . TeyHocT

LBat . YepBeH

Mwupuc . bes mupuc
Temnepatypa Ha ToneHe/3ampb3BaHe : Hama HanuuHu gaHHm
TemnepaTypa Ha KUMEHe UNKN Ha4YanHa TemnepaTypa Ha  : Hsama HanuyHu gaHHKU

KnneHe n ananasoH Ha KuneHe

Bananuvoct

[onHa 1 ropHa rpaHuLa Ha ekcnnosus
TemnepaTypa Ha 3anansaHe
TemnepaTypa Ha camo3anarneaHe
Temnepatypa Ha pasnagaHe

pH

KnHemaTnyeH BuckosnteT
PastBopumocT

KoedunumeHT Ha pasnpegeneHue H-okTaHon/soaa
(norapuTMmnyHa CTOMHOCT)

Hansraxe Ha napuTe

MANbTHOCT M/MNKM OTHOCUTENHA MITbTHOCT
OTHOCUTENHA MITLTHOCT Ha napuTe
Pa3mep Ha yacTuumTe

Hsma HanuyHu gaHHn
Hama HanuyHu gaHHu
Hama HanuyHu gaHHM
Hama HanuyHu gaHHu
Hama HanuuHu gaHHu
[5,5—6,5] @ 20°C
Hama HanuuHu gaHHu
Hama HanuyHu gaHHu
He e npunoxumo

Hsima HanuuHu gaHHW
1,00 npn 20°C

Hsima HanuuHu gaHHu
He e npunoxvmo

[aTa Ha oTnevyaTBaHe 13-05-26

BG (Bwnrapckun)
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9.2

9.2.1
EkcnnosuneHu ceoncTBa

Opyra nicopmaums

OKMCnUTENHU CBOMCTBA

9.2.2 [pyrv xapakTepuctuku 3a 6esonacHocT
Hsima HanuyHa gonbnHUTeNnHa nHopmaums

MHdopmaLumsa no oTHoLEHME Ha KracoBeTe Ha (hmnsmyecka onacHoCT
Hama ekcnnoausBHM cBoWCTBa
Hama okucnurtenHu ceorictea

10 CTabunHOCT U peakKTUBHOCT

10.1 PeakTuBHoCT

He ca nsBecTHM onacHu peakummn npy HopMarHu ycnoBusa Ha yn0Tp96a.

10.2 Xumuyecka ctabunHocTt

CtabuneH npu ycrnoeus Ha ynotpeba 1 cbxpaHeHue, KakTo e npenopbyaHo B pasgen 7.

10.3 Bb3MOXHOCT 3a OnacHu peakuum
Hsima npu HopmanHa ynotpeba.
10.4 Ycnosus, kouto TpsibBa Aa ce usbsarear

M3bsrearTe na3naraHeTo Ha TONMMHA U Npsika ClTbHYEBa CBETMMHA.

10.5 HecbBmMecTMKU maTepuanu
Hama HanuyHa gonbnHUTENHa nHdopMaums.

10.6 OnacHu NpoAyKTY Ha pa3napaHe

[Mpu cTarHa Temnepartypa He Ca U3BECTHM OnacHW NPoayKTU Ha pa3nagaHe B cnyqalh Ha noxap Morart ga ce 06pa3yBaT TOKCUYHM rasoBe. BbrnepogeH

avokeva. BbriepogeH MOHOKeHA,
11

1.1
OcTpa ToKCU4HOCT

TokcukonornyHa nHdopmauums

Koposusi/gpa3HeHe Ha koxara

CepunosHo yBpexaaHe/apa3HeHe Ha ounte
[uxaTenHa unm koxHa ceHcmbrunusaums
MyTareHHOCT 3a 3apoAULLIHU KINETKU
KaHueporeHHocT

PenpoaykTnBHa TOKCUYHOCT

TOKCUYHOCT 3a cneumdUYHN LLeneBn opraHm

(epHoOKpaTHa ekcrno3nuus)

TOKCMYHOCT 3a cneunduyHN Lenesmn opraHu
(MHOrokpaTHa ekcno3uumsi)

OnacHocT oT acnupauusa

11.2 WHdopmaums 3a apyru onacHocTun

Bb3moxHu HeGJ'IaFOI'IpMﬂTHVI ed)eKTVI BbpPXY HYOBELUKOTO 34paBe U CUMIMTOMU

KJ'IaCI/Iq’.)VIKaLWIFl He Ca U3NbJIHEHU

WHdopmauus 3a knacoBeTe Ha ONacHOCT, KakTo ca onpeaerneHu B PernameHT (EO) Ne 1272/2008

He e knacudmumpaH
Bb3 ocHOBa Ha HanMM4YHUTE AaHHW KpUTEpUKUTE 3a Knacudmkaums
He e knacudwmumpaH
Bb3 ocHOBa Ha HaNM4HWUTE AAHHW KpUTEpUMTE 3a KnacudvKaums
He e knacudvumpax
Bb3 ocHOBa Ha HaNWM4HWUTE AAHHW KpUTEpUMTE 3a KnacudmKaums
He e knacuduumpaH
Bb3 ocHOBa Ha HanMWM4YHUTE AaHHW KpUTEpUUTE 3a Knacudmrkaums
He e knacuduumpaH
Bb3 ocHOBa Ha HaNWM4HWUTE AaHHW KpUTEpPUMTE 3a KnacudvKaums
He e knacudvumpaH
Bb3 ocHOBa Ha HaNWM4HWUTE AaHHW KpUTEpUMTE 3a KnacudvKaums
He e knacuduumpaH
Bb3 ocHOBa Ha HanMWM4YHUTE AaHHW KpUTEpUKUTE 3a Knacudmrkaums
He e knacuduumpaH
Bb3 ocHOBa Ha HaNWM4HWUTE AAaHHW KpUTEpPUMTE 3a KnacudvKaums
He e knacudvumpaH
Bb3 ocHOBa Ha HaNWM4HWUTE AaHHW KpUTEpUMTE 3a KnacudmKaums
He e knacuduumpaH
Bb3 ocHOBa Ha HanMWM4YHUTE AaHHW KpUTEpUUTE 3a Knacudmrkaums

He Ca N3NMbJIHEHN

He Ca U3MbIIHEHN

He Ca U3NMbIIHEHN

He Ca NU3NMbJIHEHN

He Ca U3NMbIIHEHN

He Ca U3MbIIHEHN

He Ca NU3NbJIHEHN

He Ca U3NMbIIHEHN

He Ca U3NMbIIHEHN

He Ca NU3NbJIHEHN

Bb3 ocHOBa Ha HanNWYHWUTE AaHHU Kputepuute 3a

12 Ekonoru4vHa nHcdopmauus

121
OcTpa TOKCUYHOCT 3a BOAHWTE OpraHn3Mu

OcTpa TOKCUYHOCT

XPpOHMYHA TOKCUYHOCT 3a BOAHUTE OpraHuamu
12.2

He ce usuckea 3a HeopraHn4Hu BellecTea.

12.3 MoTeHuuan 3a 6MoakymynupaHe
He ce usuncksa 3a HeopraHW4HM BelLEecTBa.

YcTOM4YMBOCT M pasrpagumMocT

He e knacudwmumpaH
He e knacudwmumpaH

[aTa Ha oTnevyaTBaHe 13-05-26

BG (Bwnrapckun)
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12.4 Mo6unHocT B noyBata
Hama HanuyHa gonbnHUTENHa nHdopMauums.

12.5 PesynTtatm ot oueHkata Ha PBT un vPvB
He oTroBapsi Ha KpUTEpUKUTE 3a YCTONYMBOCT, G1oakymMynaTMBHOCT U TokcuuHoCT (PBT) 1 3a BicoKa YCTOMYMBOCT U BUCOKa BroakymynaTmsHocT (VPVB).

12.6 CBOWCTBa, NPUYNHABALLM €HOAOKPUHHU HapyLleHUs
HsiMa HanuyHa gonbnHUTeNnHa HpopmaLums.

12.7 Opyru He6naronpuaTHU edpeKTn
HsiMa HanuyHa gonbnHUTeNnHa HopmaLums.

13 CbobpaxeHus 3a U3XBbpNAHe

13.1 MeToau 3a TpeTUpaHe Ha oTnagbLuu
PervoHanHo 3akoHogaTencTeo (oTnagbLm) . UaxBbpnsiTe no 6esonaceH Ha4YMH B CbOTBETCTBME C MECTHUTE/HALMOHaNHUTe pasnopenou.
MeToaum 3a TpeTmpaHe Ha oTnagbum : [a He ce usnycka B kaHanusauusTa. Visxebpriete To3u MaTepuan 1 HEroBUSi KOHTEHEp Mo

6e3onaceH Ha4uH.

Kop Ha oTnagbuute . KogbT Ha oTnagbka cbriacHo Hapenbarta 3a eBponeickus kaTarnor Ha oTnagbLyTe 3aBucu
OT MPOV3BOAUTENS Ha OTMNaAbKa U CriefoBaTerNHo MOXe [a Bapypa 3a BCEKV MPOYKT.
Mopaau ToBa KOABT Ha oTnagbuuTe TpsibBa Aa 6bae nosyyeH NOOTAENHO OT BCEKU
MpOM3BOAMTEN Ha OTNagbLUN.

14 WHdopmaumns 3a TpaHCNopTUpaHe

B cvoTtBeTcTBME ¢ ADR / IMDG / IATA

141 Homep no OOH unu naeHTudmrkaunoHeH Homep

Ne no OOH (ADR) : He e npunoxumo
Ne no OOH (IMDG) . He e npunoxumo
Ne no OOH (IATA) : He e npunoxumo
14.2 OdmumanHo HauMeHoBaHWe Ha ToBapa cbrinacHo OOH
OdmumanHo HanmeHoBaHue Ha ToBapa (ADR) : He e npunoxumo
OduumanHo HaumeHoBaHue Ha ToBapa (IMDG) : He e npunoxumo
OdumumanHo HaumeHoBaHue Ha ToBapa (IATA) . He e npunoxumo
14.3 Knac(oBe) Ha onacHOCT npu npeBo3

Knac(oBe) Ha onacHocT npu npeso3 (ADR) : He e npunoxumo
Knac(oBe) Ha onacHocT npu npeso3 (IMDG) : He e npunoxumo
Knac(oBe) Ha onacHocT npu npeso3 (IATA) : He e npunoxumo
14.4 OnakoBbY4Ha rpyna

OnakoBbyHa rpyna (ADR) : He e npunoxumo
OnakoBbyHa rpyna (IMDG) : He e npunoxumo
OnakoBbyHa rpyna (IATA) : He e npunoxumo
14.5 OnacHocCTM 3a OKofHaTa cpeaa

OnacHo 3a okonHata cpega : He

Mopcku 3ambpeuten . He

Opyra nHdopmauus : Hama HanuuHa gonbnHUTENnHa uHdopMauns
14.6 CneuuanHu npegnasHu Mepku 3a notpebuTens
TpaHcnopT no cyLua : He e npunoxwvmo
TpaHcnopT no mope : He e npunoxwvmo
TpaHcnopT no Bb3AyX : He e npunoxumo
14.7 Mopcku TpaHCMOPT B HACUMHO CHCTOAAHNE B CLOTBETCTBUE C MHCTPyMeHTUTe Ha MMO

He e npunoxvmo

15 HopmaTtuBHa nHdopmaumsa

15.1 CneundmyHM 3a BELLECTBOTO UMM CMecTa pasnopeabu/3akoHoaaTencTBo 3a 6e30nacHOCT, 3ApaBe M OKoJiHaTa cpeaa

15.1.1 PernameHntn Ha EC
He cbabpxa BelecTBa OT cnucbka Ha kaHauaaTute no REACH.
He cbabpka Bewectsa oT MNpunoxeHune XIV Ha REACH.

15.1.2 HauwnoHanHu pasnopenbu
CnasBaiTe NpuUnoXxummnTe MECTHU pasnopeadu.

[ata Ha oTneyaTtBaHe 13-05-26 BG (Bbvnrapcku) CtpaHunua 5/6
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15.2 OueHKa Ha XuMu4yeckaTta 6esonacHocT
He e usBbpLUBaHa oLeHka Ha XxuMuyeckaTa 6esonacHocCT.

16 [Opyra uHdopmauus

M3TOYHMLM Ha AaHHK : PEFMAMEHT (EO) Ne 1272/2008 HA EBPOMENCKNA MAPNIAMEHT U HA CBbBETA ot 16 gekemepu
2008 rognHa 0THOCHO KnacuduumpaHeTo, eTUKETUPAHETO 1 ONaKoBaHETO Ha BeLLecTBa U CMecH, 3a
N3MeHeHWe 1 oTMsAHa Ha aunpekTuemn 67/548/ENO n 1999/45/EO un 3a nameHeHne Ha PernameHT (EO) Ne
1907/2006.

[MpomsiHa B cpaBHeHWe C npeaulHaTa Bepcust - -

Cprameva N aKPOHUMMU:

ADR EBponeiicka cnorog6a 3a mexxayHapogeH npeBo3 Ha onacHu ToBapw no woce (European Agreement concerning the International Carriage of
Dangerous Goods by Road)

CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacudguumnpaHeTo, eTUKETUPaAHETO M ONakoBaHeTOo Ha BellecTBa 1 CMecu

DMEL HvBo Ha npousBoAeH MUHMManeH edexT

DNEL HwBo Ha nponsBoaeH HeedekT

EC50 EdekTvBHaTa KOHLEHTpaL s Ha BELLECTBO , KOATO npeanssukea 50% OT MakcMmanHaTta peakuusi (MeavaHHa edekTMBHa KOHLeHTpauus)

IATA MexayHapofHa acoumaumns 3a Bb3ayLLeH TpaHCnopT

IMDG +MexayHapoaeH MOpCKM Ko4eKe 3a onacH1 ToBapy “ 3a NpeBo3a Ha onacHW ToBapw Mo Mope

LC50 CMBbpTOHOCHA KoHUeHTpaumsa Ao 50 % o1 TectosaTta nonynauus (MegnaHa CMbpTOHOCHA KOHLIEHTpaLus)

LD50 CmbpTOHOCHa Ao3a Ao 50 % ot Tectosara nonynauvsa (MegnaHa CMbpTOHOCHA 403a)

LOAEL HuBO Ha Hal-HUCBHK HabnoaaBaH cTpaHudeH edekT

NOAEC/L HsiMa KOHLEHTpaumMs/HUBO Ha HabnogaBaH CTpaHuyeH edekT

NOEC/L Hsama koHueHTpauma/HuMBo Ha HabnogasaH e ekt

ounce OpraHn3aums 3a UKOHOMUYECKO CbTPYAHNYECTBO M pa3BuTme

PBT YcTonuneo, 61oakymynmpatLo n TOKCUYHO BELLLECTBO

PNEC MporHo3Ha be3 edekT KoHueHTpaumsa

REACH PernamenT (EO) N2 1907/2006 OTHOCHO perucTpaumsTa, oueHkaTa, paspeLlaBaHeTo U OrpaHM4yaBaHeTo Ha XUMuKanm

nne MHdopmauuoHeH nuct 3a 6esonacHocT

STP MpeyncTBaTenHa cTaHuMs 3a oTnaabyHu BoAK

UFI YHuKaneH ngeHTudukaTop Ha opmyna

vPvB Bucoko ycToiumB 1 BUCOKO BroakymynaTuBeH

MbneH TekcT Ha H- n EUH-dpasute:

OcrTpa 3a BogHaTa OnacHo 3a BogHaTa cpefia — OCTpa onacHocT, kateropus 1

cpega 1,

XpoHuyHa 3a OnacHo 3a BoaHaTa cpefa — XPOHUYHA ONacHocT, kaTeropus 1

BogHaTa cpeaa 1,

H400 CWNHO TOKCUYEH 3a BOAHWUTE OpraHn3Mu.

H410 CUInHO TOKCUYEH 3a BOAHUTE OPraHu3Mu, C AbMAroTpaeH edekT.

WNB Ha EC (Mpunoxexwe || Ha REACH)

Tasu MHCbOpMaLI,VIﬂ Ce OCHOBaBa Ha HalnM4yHUTE HM KbM MOMEHTa 3HaHUA U UMa 3a uen Aa onuwie npoaykTa eAuHCTBEHO C orne cna3BaHeTo Ha
N3NCKBaHKsATa B obnacTra Ha 30paBeona3BaHeTo, 6e3onacHoCTTa 1 ona3BaHeTo Ha oKomnHaTa cpefa. I'Iopa,qm TOBa T4 He Tpﬂ6Ba [a ce TblIKyBa KaTo
rapaHumsa 3a KOHKpeTHU CBOWCTBA Ha npoaykra.

[ata Ha oTneyaTtBaHe 13-05-26 BG (Bbvnrapcku) CtpaHunua 6/6
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1 MpeHTncpmkaumna Ha BewecTBoTo/CMECTa U NpeanpUATUETO

1.1 WpeHTudomkatop Ha npoaykTa

dopma Ha npoaykTa : Cwmec

Vme Ha npoaykTa . Wash SoIN Conc

KatanoxeH Ne : 3501020 REF

1.2 CbOTBETHU MAeHTUULMPaHM ynoTpe6u Ha BeLecTBOTO UMM CMecTa M ynoTpebu, KOUTO ce NpenopbyBa Aa He ce U3BBLpLUBAT
1.21 CbOoTBETHU naeHTUuLMpaHn ynotpebu

Ynotpeba Ha BelyecTBoTO/CMECTa . JlabopaTopeH peakTus, ViMyHoaHanmam

3a npodecuoHanHa ynotpeba

1.2.2 YnotpebaTa He ce npenopbyBa
Hama HanuyHa gonbnHUTEenHa nHdopMauus

1.3 [aHHM 32 gocTaBYMKa Ha MH(POPMaALIMOHHUA NUCT 3a 6e3onacHocT
[ocTaBuuk/npousBoauTen

DIAsource ImmunoAssays S.A.

Rue du Bosquet, 2

B-1348 Louvain-la-Neuve

Benrus

Ten. Homep: +32 (0)10/84.99.11

Mwmenn agpec: products.support@diasource.be

1.4 TenedoHeH HOMep 3a cnewHn cnyvyan
DIAsource (camo B paboTHO Bpeme) : +32(0)10/84.99.23
LleHTbp 3a npoTnBOAENCTBMA NpuU . 070 245 245

oTpaBsiHusi (BE)

Mons, o6bpHeTe ce KbM MECTHUSA LIEHTbP 3@ NPOTUBOAEVCTBUSA Npu
oTpaBsaHus!

y UpeHTndbnumpaHe Ha onacHOCTUTE
21 Knacudmkauma Ha BelecTBOTO UNu cmecTa

Knacudukaums B cbotBeTcTBue ¢ PernamenT (EO) Ne 1272/2008 (CLP)
CeHcnbunusaums Ha koxata, kateropus 1 H317 Moxe aa npeamssuka anepruiHa KoxHa peakums.
(MbneH TekcT Ha NpefynpexaeHnsTa 3a onacHoCT: BX. pasagen 16)

HebnaronpusTHu U3NKOXMMUYHU edhekTU, eddeKTU BbPXY HYOBELLKOTO 34paBe U OKonHaTa cpeja
Mpeaun3BrKBa TEXKM U3rapsHUS Ha KoxaTta U yBpexaaHe Ha ouute
2.2 EnemeHT ,ETHKeET"

ETuketupane B cboTBeTcTBUE € PernameHT (EO) Ne 1272/2008 (CLP)
Cumson 3a onacHocT (CLP)

Curnanxa gyma (CLP) . MNpepynpexneHune

MpepynpenutenHa dpasa 3a : H317 Moxe pa npeav3Burka anepriuyHa KoxHa peakumsi

onacHocT (CLP)

MpepynpenutenHa dpasa 3a : P280 Hocerte 3awutHn pbkaBumuum, 3aMTHO 00nekno, npeanasHu CpeacTsa 3a ounTe u
BHUMaHue (CLP) nuueto P363 M3nepeTte 3aMbpceHOTO 06nekno npeay noBTopHa ynotpeba

P301+330+331 lNMpu nornbLuaHe: usnnakHete yctata. HE npeanssrksanTe noBpbLyaHe
P302+P352 MNPV NMOMAOAHE BBbPXY KOXXATA: M3muiiTe ¢ 06UNHO KONnM4ecTso Boaa U
canyH

P309+310 MPW ekcriosuuys unuv ako ce novyscTaaTe 3ne: Obaperte ce Ha LIEHTBHP 3A
MPOTUBOJAENCTBUE HA OTPABAHUA nnu Ha nekap

P333+P313 lNpu apasHeHe Ha koxaTa unu obpma: MNMoTbpceTe nekapcka nomoLl/cwLeeT

2.3 Opyru onacHocTH

CwmecTa He cbabpka BeLEeCTBO(a), BKMHOYEHO(M) B CNUCHKA, M3rOTBEH B CbOTBETCTBME C YrneH 59, naparpad 1 ot REACH, koeTo(kouTo) uma(T)
CBOWCTBA, HapyLlaBaly PYHKUMNTE Ha EHOOKPUHHATa crucTema, unm He e(ca) naeHTnduumpaHo(n) kato MalLo(1) CBOMCTBA, HapyLuaBaly PyHKUuuuTe
Ha eHOOoKpUHHAaTa cUcTeMa, B CbOTBETCTBUE C KpUTEPUMTE, NocodeHun B denerupan pernameHT (EC) 2017/2100 Ha Komucusta nnu PernameHT (EC)
2018/605 Ha KomucusiTa.

[ata Ha oTneyaTtBaHe 13-05-26 BG (Bbvnrapcku) Ctpannua 1/7
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3 CwbcrtaB/vHdopmauus 3a CbCTaBKUTE
3.1 BewecTtBa
He e npunoxvmo
3.2 Cwmecu
NUme WaentudukaTtop Ha npoaykra % Knacudwmkauus B cboTBeTCTBUE C
PernamenT (EO) Ne 1272/2008 [CLP]
peakuuoHHa Maca Ha: 5-xnopo-2-metun-4-nzotmasonvi- | (CAS Ne) 55965-84-9 <0,005 KoxHa vyBcTBUTENHOCT. 1, H317
3-0H [EO Ne 247-500-7] u 2-meTun-4-n30TmasonuH-3-oH (EO Ne) -
(3:1) (WHaekc Ha EO Neo)
Ume WpeHTudmkaTtop Ha npoaykTa KoHKpeTHMrpaHMYHMKOHLIEHTPaLuKn B
cboTBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008
[CLP]
peakuMoHHa Maca Ha: 5-xnopo-2-mMetun-4-usotuasonud- | (CAS Ne) 55965-84-9 (C 2 0,6) Kopoaus Ha koxata 1B, H314
3-0H [EC# 247-500-7] 1 2-MeTUN-4-130TNA30MNNH-3-OH (EO Ne) - (0,06 < C < 0,6) ipasHeHe Ha koxara. 2, H315
(3:1 (MHpekc Ha EO Ne) (0,06 < C < 0,6) ipasHeHe Ha ounTe 2, H319
(C = 0,0015) KoxHa ceHcmbunmzaumsa 1, H317

[MbneH TekcT Ha NpedynpexaeHvaTa 3a OnacHocCT: BX. pasaen 16

4 Mepku 3a oka3BaHe Ha NbpBa NOMOLY,

41 OnucaHue Ha MepKUTe 3a OKa3BaHe Ha NbpBa NOMOLY,

O6Lm Mepku 3a OkasBaHe Ha MbpBa NMoMoLL, . TNoTbpceTe nekapcka NoMOLL, ako ce MoYyBCTBaTe 3re. AKO € Bb3MOXHO, MOKaXeTe UM TO3U
nmcT. AKO He ycreeTe [ia ro HanpaBuTe, MoKaxeTe UM OrakoBKaTa Unv eTukeTa. Hukora He
[aBaiiTe HULLO NMpe3 ycTaTa Ha YoBek B GeacbaHaHue. [ocTaBeTe NocTpaganoTo nuue B
no3uLMst 3a Bb3CTAaHOBABAHe.

Mepku 3a oka3BaHe Ha MbpBa NOMOLL, NpK : WN3BepeTte nocTtpaganus Ha YMCT Bb3AyX U 0 OCTaBeTe B MOKOW B yAoOHO 3a AuiaHe

BOVLIBaHE MOSOXEHNe.

Mepku 3a okasBaHe Ha MbpBa NOMOLL, Npu . HesabaBHO cBaneTte BCUYKM 3aMBbPCEHN Apexn. VI3MuinTe BHUMATENHO ¢ 0BUMHO KONMYECTBO

KOHTaKT C Koxara BOAA W CanyH.

Mepku 3a okasBaHe Ha MbpBa NOMOLL, Npu : MPU NOMALAHE B OYUTE: N3nnakeanTe BHUMATENHO C BOAA B MPOABLIDKEHME HA HAKOIKO

KOHTaKT C o4ute MUHYTU. OTCTpaHeTe KOHTaKTHUTE MeLLu, aKo Ca Hann4yHU 1 e NECHO Aa Cce HanpasW.
MpoabmxeTe n3nnakBaHeTo.

Mepku 3a oka3BaHe Ha MbpBa NOMOLL, NpK . W3nnakHeTe yctata. HE npegnssuksarite nospbLyaHe. MNuiite MHOro Boga kaTo npeanasHa

normbLyaHe MsipKa.

4.2 Han-BaxHuTe cumnTomu u epeKkTu, KaKTO OCTPMU, Taka u 3abaBeHn

CumnTomu/edextn . He ce oyakBa ga npeacraensaBa 3Ha4YMTENHA OMACHOCT MPU OYaKBaHUTE YCIOBUSA Ha

HopMmariHa ynoTpeba.

4.3 Moka3aHue 3a He06XOAMMOCT OT He3abaBHa MeAULMHCKA NOMOLL U CneuuanHo reyeHne
JlekyBante cMMNTOMaTUYHO.

5 Mepku 3a noxaporaceHe

5.1 CpepncrTBa 3a raceHe

Mopxoaswm cpencTea 3a raceHe : MoxaporacutenHute cpeacTsa TpsibBa Aa ca NOAXOASALLM 3a KOHKpeTHaTa cpeaa.
BwvrnepopeHr anokeuna. MsHa. Cyx noxaporacuteneH npax. PasnpbckBaHe Ha Boaa.

Henoaxopswwm cpeacTsa 3a raceHe : He nsnonseavite cunHa BogHa cTpys.

5.2 CneundmryHM onacHoOCTU, CBbpP3aHu C BELECTBOTO UIU CMecTa

OnacHv NpoayKTu Ha pasnagaHe B cnyyan Ha  : Morat ga ce obpasyBat TOKCUMYHM ra3oBe. BbrnepoaeH avokeuna. BurinepoaeH MoHokema,.

noxap

5.3 CbBeTH 3a NoXapHuKapu

WHcTpyKummn 3a noxaporaceHe : He ponyckaiTe BoaaTa, n3nonasaHa 3a raceHe Ha noxapa, Aa nornagHe B oKonHaTa cpefa.
M3nonaBanTte BogHa CTPys MNu Mbrna 3a oxnaxaaHe Ha OTKPUTU KOHTENHEPW.

3awyTa no BpemMe Ha raceHe Ha noxap : V3nonsBaiiTe camocTosiTeneH auxaTeneH anapar, KakTo U 3aLuTeH KOCTIOM.

6 Mepku npu cny4yamHo usnyckaHe B OKOJIHaTa cpega

6.1 JNnyHm npeanasHu Mepku, 3alMTHO oGopyABaHe U NpoLleaypy NpU U3BBHPEAHU CUTYaLun

061w Mepkm : OcwrypeTe gocTaTbyHa BEHTUNALUMS Ha Bb3ayxa . M3bsreanTe KOHTaKT ¢ KoxaTa u ounTe. He
BAVLUBaWTE M3napeHns/mpbCKu.

6.1.1 3a nepcoHar, KONTO He AencTBa Npy CheLLHK cryyaun

Mpoueanypu npu crnewwHn cnyyan . EBakyvpanTe HeHyxHus nepcoHarn.

6.1.2 3a cnacuTenHunTe ekvnm

3awuTHo obopyaBaHe : VanonseaiiTe nnyHK NpeanasHu cpeacTaa, kakTo ce uanckaa. B cnyyait Ha HegocTaTbyHa

BEeHTUNaumna HoceTe AuxaTtesnHa 3awmTa.
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6.2

Mepku 3a ona3BaHe Ha OKofiHaTa cpeaa

OrpaHuyeTe pasnvea, 3a Aa NpefoTBpaTuTe pas3npocTpaHeHeTo My. He gonyckante HepaspeaeHUsT NpoayKT Aa nonagHe B
kaHanu3auusTa/NnoBbPXHOCTHUTE U NOANOYBEHNUTE BOAW.

6.3
MeToam 3a nouncreaHe

6.4 CnpaBka KbM Apyru pasgenu

MeToau n mMmaTtepuan 3a u3onupaHe n noyncreaHe

ABcopbupaiTe pa3naToTo, 3a Aa NpefoTepaTvTe noBpeaa Ha matepuana . M3bbpluete ¢
abcopbuvpaly, maTepuan (Hanpumep Kbpna). [lonuBaiTe pasnuBUTE C UHEPTHU TBBPAU
BELLeCTBa, KaTo HanNpuMep rMyHa UM AMaToMmM4Ha NPbCT Bb3MOXHO Hal-CKOPO.
M3xBbprsnTe B CbrMacHO CbOTBETHUTE MECTHM pa3nopeadm.

KoHTpon Ha ekcnosnuuaTa v nuyHa 3alumTa, BX. pasgen 8. OTHOCHO N3XBBPIIAHETO cne no4yncrteaHe, BX. pasaen 13.

7 BopaBeHe U cbXxpaHeHune

71
Mpennasuu mepky 3a GesonacHa paGota

Mepku 3a xurnexa

7.2
YcnoBus Ha CbxpaHeHne

3abpaHu 3a cMeceHo CbxpaHeHue
HecbBmecTvMun maTtepranu

7.3
JlabopaTopeH peaktus, iMyHoaHanmau

YcnoBus 3a 6e3onacHo cbxpaHeHue,

MNpeana3Hun mepku 3a 6esonacHa pabota

OcurypeTe fobpa BeHTUNaUuMsi Ha paboTHOTO MSCTO. 3nonssaiTe NUYHK NpeanasHu
cpepcTBa. V3bsareaiite KOHTaKT € KOxaTa 1 ounTe. He BavwBainTe nanapeHus/aepo3onm.

PaboTteTe B cboTBETCTBME C OOPUTE NpoLEeAypPV 3a NPOMULLINIEHA XMUTMeHa 1 6e3onacHoCT.
Mpu ynotpeba He sikTe, He NuiiTe 1 He nyweTe. 3muiiTe pbLeTe 1 ApyriTe OTKPUTU MecTa C
MeK canyH v BoAa Npeau XpaHeHe, NeHe Uiu nyLLeHe 1 cnep HamyckaHe Ha paborta.
BKITHOYUTENHO BCSIKAKBU HECHBMECTUMOCTHU

CbxpaHsiBanTe B opuriHanHarta onakoska. CbxpaHsiBanTe KOHTenHepa MiTbTHO 3aTBOPeH. 3a
Aa 3anasnTe Ka4eCTBOTO Ha NPOoAyKTa, CbXpaHsiBanTe ro B CbOTBETCTBME C MHCTPYKLMMTE Ha
eTukeTa Ha npoaykTa.

[la ce nasu oT xpaHa, HanuUTK1 U XpaHu 3a XUBOTHW.
Hsma HanuyHa gonbnHUTENHa MHopMauums.

CneuundpmyHa(u) kparHa(u) ynotpeba(m)

8 KoHTpon Ha ekcno3uuuaTa/3almra Ha nepcoHana

8.1 MapameTpu 3a KOHTpOn

npO,D,yKT'bT He CbAbpXa HUKAKBWN CbOTBETHW KONMMYECTBA MaTeEpUanu ¢ KpUTUYHU CTOMHOCTU, KOUTO TpHGBa na ce Habrnogasat Ha paGOTHOTO MACTO.

8.2 MepKu 3a KOHTPON Ha eKcno3uumsaTa
MoaxoasLy, HXeHepeH KOHTpon

3awura Ha pbueTe

3awmTa 3a ounte
3alumTa 3a koxaTta u TAnoTo

CpepcTBa 3a 3awmTa Ha guxaTenHure
nbTyLa

MepKI/I 3a KOHTPOI Ha ekcno3nuusaTa Ha
OKOJHaTa cpefa

OcmrypeTe NoKalHa cMyKaTesiHa unm obLla BeHTUNauus Ha noMmeLLeHneTo, 3a Aa cBeaeTte
00 MUHUMYM KOHLIEHTpauuaTa Ha napuTe.

HoceTe noaxopsium pbkasuum (EN 374). HutpuneH kay4yk, 0,35 MMm. HutpuneH kay4yk,
0,5 mm. ToyHOTO BpeMe Ha nNpobue TpsibBa Aa 6bae yCTaHOBEHO OT NPOM3BOAUTENS HA
3alUMTHWUTE pbKaBULM 1 Ja ce cnasBa.

HoceTe npegnasHu ounna (EN 166).
HoceTe noaxoasiuo 3awmuTHo obnekro.

Mpwn HopmanHu ycnosusi ynotpebaTta Ha To3u NpoayKT He TpsibBa Aa U3NckBa AvxaTtenHa
3awuTa.

M3bsarsarite nsanyckaHeTo B oKonHaTa cpefa.

9 ®U3NYHU U XMMUYHN CBOUCTBA

TeuHocT
BesugeteH

9.1 MHdopmauus 3a ocHOBHUTE (PU3NYHU U XUMUYHU CBOMCTBA
®PU3NYHO CbCTOSIHME

LBat

Mwupuc

Temneparypa Ha ToneHe/3ampb3BaHe

TemnepaTypa Ha kuneHe WU HavarHa Temnepartypa Ha

KUMeHe 1 AnanasoH Ha KuneHe
3ananumoct

[onHa 1 ropHa rpaHuLa Ha ekcnnosusi
TemnepaTypa Ha 3anansaHe
TemnepaTypa Ha camo3anarnsaHe
Temnepatypa Ha pasnagaHe

pH

KnHemaTnyeH BuckosnteT
PastBopumocT

KoedunumeHT Ha pasnpegeneHue H-okTaHon/Boaa
(norapuTMmnYHa CTOMHOCT)

Bes mupuc
Hsma HanuyHu gaHHn
Hama HanuyHu gaHHu

Hama HanuyHu gaHHu
Hsma Hanu4Hu AaHHK
Hsma Hanu4Hu AaHHK
Hsma Hanu4Hu AaHHK
Hama HanuyHu gaHHu
[7,5 — 8,5] npn 20°C
Hama HanuyHu gaHHun
Hsma Hanu4Hu AaHHK
He e npunoxumo
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HansraHe Ha napute : Hama HanuyHu gaHHu

MAbTHOCT W/MNKU OTHOCUTENHA NITbTHOCT : 1,00 npu 20°C

OTHOCUTENHA NITLTHOCT Ha NapuTe © Hama HanuyHu gaHHu

Pasmep Ha yacTnumTe : He e npunoxumo

9.2 Opyra uHdopmaums

9.21 MHopmaLms No OTHOLLEHUE Ha KracoBeTe Ha huanyecka onacHoCT

EkcnnosnsHu cBoncTBa : Hama ekcnnoaunsHu cBoncTBa

OK1CnUTENHU CBOMCTBA : Hama okucnurtenHu csoncTea

9.2.2 [pyru xapaktepuctuku 3a 6esonacHocT

Hama HanuyHa gonbnHUTEeNHa MHdopMauus

10 CTabunHOCT U peakKTUBHOCT

10.1 PeakTuBHOCT
He ca n3BecTHM onacHu peakumm Npy HOpMariHu ycroBust Ha yrnoTpeba.

10.2 Xnmuyecka ctabunHoct
CrabuneH npw ycrnosus Ha ynotpeba n cbxpaHeHue, KakTo e npernopbYaHo B pasgen 7.

10.3 B1b3MOXHOCT 3a onacHu peakuum
Hsama npu HopmanHa ynoTtpeba.

10.4 Ycnosus, kouto TpsibBa Aa ce usbsireat
M3b6sireaiiTe nanaraHeTo Ha TONNMHa U Npsika ClbHYeBa CBETMMHA.

10.5 HecbBmMecTUMKU maTepuanu
Hama HanuyHa gonbnHuTenHa nHdopmauus.

10.6 OnacHu NpoayKTU Ha pa3nagaHe

Mpu cTaiiHa TeMnepaTtypa He ca U3BECTHM OMacHu NpPoayKTW Ha pasnadaHe B cnyyaii Ha noxap MoraT aa ce oGpasyBaTt TOKCUYHM ra3oBe. BbrnepoaeH
auokeua. BburnepoaeH MoHokeua.

11 TokcukonormvyHa nHgpopmaums

1.1 WHdopmauus 3a knacoBeTe Ha ONacHOCT, KakTo ca onpeaerneHu B PernameHT (EO) Ne 1272/2008
OcTpa TOKCMYHOCT . He e knacudunumpan

Bb3 ocHOBa Ha HaNWM4HWUTE AAHHW KpUTEPUMTE 3a KnacuduvKaums He ca U3MbIHEHN
Koposusi/gpa3HeHe Ha koxata . He e knacudpuumpan

Bb3 ocHOBa Ha HanMMuYHUTE AaHHU KpUTEPUKUTE 3a Knacudukauma He ca U3MbIHEHN
CepuosHo yBpexaaHe/apasHeHe Ha o4nTe . He e knacuduumpax

Bb3 ocHOBa Ha HaNWM4HWUTE AAHHW KpUTEPUMTE 3a KnacuduvKaums He ca U3MbIHEHN
[OuxatenHa unu koxHa ceHcnbunusaums . He e xnacugpwmumpan

Bb3 ocHOBa Ha HaNWM4HWUTE AAHHW KpUTEPUMTE 3a KnacudurKaums He ca U3MbIHEHN
MyTareHHOCT 3a 3apOoAMLLHN KNETKN . He e knacuduumpax

Bb3 ocHOBa Ha HanMM4YHUTE AaHHU KpUTEPUKUTE 3a Knacudukaumsa He ca U3MbIHEHN
KaHueporeHHocT . He e knacudpwmumpan

Bb3 ocHOBa Ha HaNWMYHWUTE AAHHW KpUTEPUMTE 3a KnacudvKaums He ca U3MbIHEHN
PenpoaykTBHa TOKCUYHOCT . He e knacuduumpan
Bb3 ocHOBa Ha HaNWM4HWUTE AAHHW KpUTEPUMTE 3a KnacudurKaums He ca U3MbIHEHN
TokcKYHOCT 3a cneumndUYHN LieneBn opraHu . He e knacudpwmumpan
(eAHokpaTHa exkcnosnLius) B3 OCHOBA Ha HanM4YHUTE AaHHN KpUTEPUNTE 3a KNacuUKaLms He Ca U3MbHEHN
ToKCMYHOCT 3a cneundUYHN LieneBn opraHu . He e knacudpwmumpar
(MHorokpaTHa ekcnosnums) Bb3 ocHOBa Ha HaNWM4HWUTE AAaHHW KpUTEPUMTE 3a KnacudyvKaums He ca U3MbIHEHN
OnacHocT OoT acnupauus . He e knacuduumpaH

Bb3 ocHOBa Ha HaNMYHUTE JaHHW Kputepumnte 3a KJ'IaCVI(bVIKaLlI/IH He Ca U3NbJIHEHU

11.2 WHdopmaums 3a apyru onacHocTn

Bb3MoxHU He6J'IaFOI'IpVIF|THI/I ed)eKTI/I BBbpXYy HOBELLKOTO 3paBe 1 CUMNTOMU : Bb3 ocHOBa Ha HaNWYHUTE JaHHW KputepumuTte 3a
KJ'IaCI/ld)IAKaLlMﬂ He ca U3NbJIHEHU

12 EkonoruvHa nHcopmauus

121 OcTpa TOKCUYHOCT
OcTpa TOKCUYHOCT 3@ BOAHWTE OpraHn3Mm . He e knacudvumpax
XPpOHMYHA TOKCMYHOCT 3a BOAHWTE opraHn3ammn  : He e knacvudmumpan
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12.2 YcTOMYMBOCT U pasrpagumMocT
He ce usuckBa 3a HeopraHW4HN BeLLEeCTBa.

12.3 MNMoTeHuman 3a 6MoakymynupaHe
He ce n3unckea 3a HeopraH14HM BellecTaa.
12.4 Mo6unHocT B noyBarta

Hsima HanunyHa gonbrHUTENHa MHdOpMaLms.

12.5 PesynTtatm ot oueHkata Ha PBT u vPvB
He oTroBapsi Ha KpUTEpUKUTE 3a YCTONYMBOCT, G1oakyMynaTMBHOCT U TokcuuHOCT (PBT) 1 3a Bicoka YCTOMYMBOCT U BUCOKa BroakymynaTmsHocT (VPVB).

12.6 CBoWcTBa, NPUYNHABALLM €HOAOKPUHHU HapyLUeHUsA
Hama HanuyHa gonbnHUTEeNHa HopmaLms.

12.7 Apyru HeGnaronpusaTHU edhekTn
Hama HanuyHa gonbnHUTENHa nHdopMauums.

13 CnobpaxeHus 3a U3XBBLPIIAHE

131 MeToam 3a TpeTupaHe Ha oTNaabLM
PervoHanHo 3akoHogaTencTeo (oTnagbLm) : UaxBbpnanTe no 6e3onaceH HauYvMH B CbOTBETCTBME C MECTHUTE/HAUMOHaNHUTE pasnopenou.
MeToau 3a TpeTvpaHe Ha oTnagbum : [a He ce usnycka B kaHanusauusATa. VIsxebpriete To3n MaTepvan 1 HEroBUSt KOHTEHEp Mo

6e30naceH HaunH.

Kop Ha oTnagbuute . KoagbT Ha oTnagbka cbriacHo HapenbaTa 3a eBponenckust kKatarnor Ha oTnagbunte 3aBucu
OT Npou3BOAUTENS Ha OTMadbKa M CriefoBaTeNHO MOXe Aa Bapupa 3a BCEKU NPOAYKT.
Mopaawn ToBa KOABT Ha oTNagbUuTe TpsAbBa Aa 6bAe NonyyYeH NOOTAENHO OT BCEKU
npou3BoANTEN Ha oTnagbLUum.

14 WHdopmauma 3a TpaHCnopTUpaHe

B cvoTtBeTcTBME ¢ ADR / IMDG / IATA

14.1 Homep no OOH unu npeHTumnkaLumoHeH Homep

Ne no OOH (ADR) : He e npunoxumo
Ne no OOH (IMDG) . He e npunoxumo
Ne no OOH (IATA) : He e npunoxumo
14.2 OdhmumnanHo HaumeHoBaHue Ha ToBapa cbrnacHo OOH
OdmupmanHo HanmeHoBaHue Ha ToBapa (ADR) : He e npunoxumo
OdmupmanHo HanmeHoBaHue Ha ToBapa (IMDG) : He e npunoxumo
OdmupmanHo HanmeHoBaHue Ha ToBapa (IATA) : He e npunoxumo
14.3 Knac(oBe) Ha onacHOCT npu npeBo3

Knac(ose) Ha onacHocT npu npeso3 (ADR) : He e npunoxumo
Knac(ose) Ha onacHocT npu npeso3 (IMDG) : He e npunoxumo
Knac(oBe) Ha onacHocT npu npeso3 (IATA) : He e npunoxumo
14.4 OnakoBbY4Ha rpyna

OnakoBbyHa rpyna (ADR) : He e npunoxumo
OnakoBbyHa rpyna (IMDG) : He e npunoxumo
OnakoBbyHa rpyna (IATA) : He e npunoxumo
14.5 OnacHocTu 3a OKoJNHaTa cpeaa

OnacHo 3a okonHata cpega : He

Mopcku 3ambpcuten : He

[pyra nHdopmauus : Hama HanuyHa gonbrHUTENHa uHpopMauns
14.6 CneuuarnHu npeanasHu Mepku 3a notpedurens
TpaHcnopT no cyLua : He e npunoxwvmo
TpaHcnopT no mope . He e npunoxwvmo
TpaHcnopT Mo Bb3ayx : He e npunoxwvmo
14.7 Mopcku TpaHCMOPT B HACUMHO CbCTOSAHUE B CLOTBETCTBUE C MHCTPyMeHTUTe Ha MMO

He e npunoxumo

15 HopmaTtuBHa nHdopmaumsa

15.1 CneuundryHmM 3a BeLwecTBOTO UK cMecTa pasnopeabu/aakoHoaaTencTeo 3a 6e3onacHoOCT, 3apaBe U OKofHaTta cpeaa

15.1.1 Pernamentn Ha EC
He cbabpika BellecTBa OT cnucbka Ha kaHamaatute no REACH.
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He cbabpka Bewectsa oT MNpunoxeHune XIV Ha REACH.

15.1.2 HaunoHnanHu pasnopenbu
CnasBaiTe NpUnoXummnTe MECTHI pasnopeaou.

15.2 OueHKa Ha XMMU4eckaTa 6e3onacHocT
He e n3BbpLuBaHa oueHKa Ha xuMmuyeckata 6e30nacHoCT.

M3ToYHULM Ha faHHK : PETTNAMEHT (EO) Ne 1272/2008 HA EBPOTMENCKW/A MAPIIAMEHT U HA CBBETA ot 16 gekemspy
2008 rognHa OTHOCHO KracuuuMpaHeTo, eTUKETMPAHETO 1 ONakOBaHETO Ha BELLeCTBa U CMecH, 3a
N3MeHeHVe 1 oTMsAHa Ha aupekTuem 67/548/ENO n 1999/45/EO un 3a nameHeHve Ha PernameHT (EO) Ne

1907/2006.
[MpomsiHa B CpaBHEHWE C NpeauvLLIHaTa Bepcust
MpeauwHa Bepcus: 1.0 Hactoswa Bepcus: 2.0
3.2 Knacudwmkauus 3.2 Knacudmkaums
Ha cMecuTe CbINacHo Ha cMecuTe CbrnacHo
PernameHT (EO) Ne 1272/2008 [CLP] PernameHnT (EO) Ne 1272/2008 [CLP]
[pasHeHe Ha KoxHa vyBcTBUTENHOCT. 1, H317
koxarta. 2, H315
[pasHeHe Ha ouunte

2, H319 KoxHa
ceHcubunmsaums 1,

H317
Cprau.leva N aKPOHUMMU:
ADR EBponeliicka cnorogba 3a MexzayHapofeH NpeBo3 Ha onacHu ToBapwu no woce (European Agreement concerning the International Carriage of
Dangerous Goods by Road)
CLP PernameHT (EO) Ne 1272/2008 0THOCHO knacudumumnpaHeTo, eTUKETUPaHETO M ONakoBaHeTOo Ha BelLecTBa 1 cMecu
DMEL HvBo Ha npousBoAeH MUHMManeH edekT
DNEL HwvBo Ha npousBoaeH HeedekT
EC50 EdekTvBHaTa KOHLEHTpaALMS Ha BELECTBO , KOATO npeanssukea 50% OT MakcMmanHaTta peakuusi (MeamaHHa edekTMBHa KOHLeHTpauwms)
IATA MexayHapogHa acoumaumns 3a Bb3ayLleH TpaHcnopT
IMDG ,MexayHapoaeH MOPCKM KOAEKC 3a OnacHuW ToBapu “ 3a NpeBo3a Ha onacHW ToBapw no Mope
LC50 CMBbpTOHOCHa KoHUeHTpaums Ao 50 % ot TectoBaTta nonynauus (MegnaHa CMbpTOHOCHA KOHLIEHTpaLUst)
LD50 CmbpTOHOCHa Ao3a Ao 50 % ot TecToBaTa nonynauus (MegnaHa CMbpTOHOCHA [03a)
LOAEL HvBO Ha Hali-HUCbK HabnaaBaH cTpaHuyeH edexT
NOAEC/L Hama koHUeHTpauma/HUBO Ha HabnogaBaH CTpaHnyeH edekt
NOEC/L HsiMa KOHLEHTpaumMsi/HUBO Ha HabnogaBaH edekT
OunCP OpraHu3auusi 3a MKOHOMUYECKO CbTPYAHUYECTBO U pa3BuUTne
PBT YcToirumnBo, 61noakymMynmpatlo 1 TOKCUYHO BELLECTBO
PNEC MporHo3Ha bes edekT KoHueHTpaumsa
REACH PernamenT (EO) N2 1907/2006 OTHOCHO perucTpaumsTa, oueHKkaTa, paspeLlaBaHeTo 1 OrpaHM4yaBaHeTo Ha XUMUKanm
nne MHdopmaumoHeH nuct 3a 6e3onacHocT
STP MpeyncTBaTenHa cTaHuus 3a oTnagbyHu Boau
UFI YHuKaneH naeHTtudukaTop Ha dopmyna
vPvB Buicoko ycToinumB 1 BUCOKO G1oakymyrnaTuBeH
[MbneH TekcT Ha H- n EUH-dpasuTe:
Koposusi Ha koxaTa. | Koposusi Ha koxaTa, kateropus 1B
1B
[pasHeHe Ha [pasHeHe Ha koxaTta, kateropus 2
KoxaTta. 2
KoxHa CeHcnbunusaums Ha koxata, kateropusi 1
ceHcubunusaums. 1
[pa3HeHe Ha ounTe | [pasHeHe Ha ounTe, KaTteropus 2
2
H314 Mpeamn3BrKBa TEXKM U3rapsHNS Ha KoxaTta v yBpexaaHe Ha ounte
H315 Mpenun3BukBa Apa3HeHe Ha koxara.
H317 Moxe oa npeavsBuka anepruyHa KoxHa peakums
H319 MpeamnsBukBa Cepro3HO Apa3HeHe Ha ovuTe.

WNB Ha EC (Mpunoxerwe || Ha REACH)
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Tasu uHdopMaLusi ce OCHOBaBa Ha HaNMYHUTE HM KbM MOMEHTa 3HaHWsA 1 MMa 3a uen [a onuiie npoaykTa equHCTBEHO C ornen cna3BaHeTo Ha

u3nckBaHWsTa B obracTtra Ha 3gpaBeonasBaHeTo, 6e3onacHoCTTa 1 onasBaHeTo Ha okosHaTa cpefa. MNopaau ToBa TS He TpsibBa Aa ce ThilkyBa KaTo
rapaHuus 3a KOHKPETHU CBOWCTBA Ha NPOAYKTA.
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