B ckrnacue c PernameHnT (EO) Ne 1907/2006 (REACH), MpunoxeHue Il, kakto e nameHeH c PernameHT (EC) Ne
2020/878- bbnrapus

HORIBA WHO®OPMALMOHEH JIUCT 3A
BE3OMNMACHOCT

A91A00736E-R1 BG

PA3OEIJ 1: UneHTUpMKauma Ha BewecTtBoTO/CMECTa U Ha ApYXeCcTBOTO/
npeanpuaTUETO

1.1 UpeHTndmkaTop Ha npoaykKra

HanmeHoBaHue Ha : ABX Pentra Ig A CP - R1// Yumizen C1200 Immunoglobulin A - R1
npoaykra

Kon Ha npogykTa : A11A01923 // 1300023881

SAP kop : 1220001923 // 1300023881

OnucaHue Ha npoaykTa : 28mL//6x14 mL

Twun Ha npoAykTa : TeyHocT.

Opyrn Ha4uuHM Ha : Hama Ha pasnonoxeHue.

naeHTuduULmMpaHe

1.2 UpeHTndmumpaHm ynotpebu Ha BeleCTBOTO UMM CMECTa, KOUTO ca OT 3HaYeHue, U yrnoTpedu, KOMTo He ce
npenopbyBat

MpenopbyaHm ynotpe6un

[narHocTnyeH peakTmB 3a KONIMYECTBEHO in Vitro onpegensHe Ha uMyHornobynuH A (IgA) B cepym nnm nna3ma vpes
TypbuanmeTpus.

Ynotpe6u, KOoUTo He ce npenopbYBaT
Henpunoxumo.

1.3 Moapo6HM AaHHKM 3a AOCTaB4YMKa Ha MH(POPMALIMOHHUS NUCT 3a 6esonacHoCT

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée

BP 7290

34184 Montpellier Cedex 4
FRANCE

Tel: +33 (0) 4 67 14 15 16
Fax: +33 (0) 4 67 14 1517

EnekTpoHHa nowia Ha : documentation.med@horiba.com

nuueTo, OTroBapHO 3a
To3u UINB

HauunoHaneH opraH 3a KOHTaKT

NHTep 6usHec 91

yn. "KewaH" 6, 1527 Codms LieHTbp, Codusa
Ten: 02 944 6363

dakc: 02/944 38 49

nmenn agpec: office@interbusiness-bg.com

1.4 TenechoHeH HOMep NpuU cneLwwHu cryyau

HaguouaneH KOHCYINTAaTUBEH OQraH/ueHT'bQ no oTpoBU

TenedoHeH HoMep 1 +359 2 9154 233 (YMBAJICM H.W. Muporoe EAL)
OocTaBuuk
TenecoHeH HOMep : +80067 141516
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B ckrnacue c PernameHnT (EO) Ne 1907/2006 (REACH), MpunoxeHue Il, kakto e nameHeH c PernameHT (EC) Ne
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ABX Pentra Ilg A CP - R1// Yumizen C1200 Immunoglobulin A - R1

PA3[EJ 2: OnucaHue Ha onacHocTUTe

2.1 KnacudmumpaHe Ha BewWweCcTBOTO UM CMecTa
OedwmHunumsa Ha npoaykta : Cwmec

Knacudwkauusa cbrnacHo PernameHT (EO) Ne 1272/2008 [CLP/GHS]

He e knacuduumpaH.

MpoaykTsT He e knacudmLmpaH kKaTo onaceH B cboTBeTcTBME ¢ PernameHT (EO) 1272/2008 ¢ nameHeHusaTa.

CbCcTaBKM C HeM3BeCTHa 11,2 NpoueHT OT CMeCTa Ce CbCTOU OT C'bCTaBKa(l/I) C HeEn3BeCTHa OCTpa opaliHa
TOKCUYHOCT TOKCUYHOCT
1,2 NpoueHT OT CMeCTa Ce CbCTOU OT C'bCTaBKa(VI) C Hen3BeCTHa OCTpa AepmMmaliHa
TOKCUYHOCT

1,2 NPOLLEHT OT CMecTa Ce CbCTOM OT CbCTaBKa(M) C HEU3BECTHa OCTpa
MHXanauMoHHa TOKCUYHOCT

Bx. Paszgen 11 3a no-nogpobHa nHdopmauusa OTHOCHO Bb3OeNCTBUSATA BbPXY 34PaBETO M CbOTBETHUTE CUMMTOMM.

2.2 EnemMeHTn Ha eTUKeTa

CurHanHa gyma : Hama curHanna gyma.
MpenynpexneHns 3a : He ca nu3BecTHV 3HaUNTENHN €PEKTU UIN KPUTUYHM OMACHOCTW.
onacHocTt
Mpenoptbku 3a 6e3onacHocT
lNMpepoTBpaTsaBaHe : Henpwunoxwumo.
PearupaHe : Henpunoxwumo.
CbxpaHeHue ! Henpwunoxumo.
U3xBbpnsHe/ : Henpwunoxumo.
O6e3BpexgaHe
DonbnHutenHu enemeHTn : MHdopmaumoHeH nucT 3a 6e3onacHOCT Wwe 6bae npeacTaBeH Npu NoMcKBaHe.
Ha eTukeTa
MpunoxeHue XVII - : Henpwunoxwumo.
OrpaHuyeHus 3a
Npon3BoOACTBOTO,

nyckaHeTo Ha nasapa 1
ynotpebaTa Ha
onpepeneHun onacHu
BellecTBa, CMecu u
nspenus

CneuuvanHu N3UCKBaHUA KbM ONMaKoBKUTE
KoHTenHepuTe TpsibBa ga : Henpunoxmmo.
6bAaT CbOPBLKEHU C
MexaHu3bLM 3a 3aTBapsiHe,

KOWTO Aa He MOXe Aa ce
oTBaps OT Aeua

TakTunHo ! Henpwunoxumo.
npeaynpexaeHue 3a
onacHocCT

2.3 pyru1 onacHocTu

Oata Ha nspgaBaHe/[Jarta Ha 1 09/06/2023 2/14
npepasrnexnaHe

Explore the future Automotive | Process & Environmental | Medical | Semiconductor | Scientific HORIBA




B ckrnacue c PernameHnT (EO) Ne 1907/2006 (REACH), MpunoxeHue Il, kakto e nameHeH c PernameHT (EC) Ne
2020/878 - Bbnrapus
ABX Pentra Ilg A CP - R1// Yumizen C1200 Immunoglobulin A - R1

PA3[OEJ 2: OnucaHue Ha onacHocTuTe

MpoAayKTbT OTroBaps Ha : Tasnm cmec He cbabpXa BellecTBa, 3a KOUTO ce cunTta, Ye ca YBAT (ycTonumem,
Kputepunte 3a YBAT OroakymynupaLLm n TOKCUYHN) M MYMBA (MHOro yCTOMYMBW, MHOTO
(ycTonumBm, Buoakymynupalum).

6uoakymynupaium un
TOKCUYHU) unu mYMBA
(MHOro ycton4umBm, MHOIo
6uoakymynupatum),
cbrnacHo PernameHT (EO)
Ne 1907/2006,
Mpunoxexue Xl

Opyru puckoBe, KOUTO He : He e nssectHo.
BOAAT A0 Knacudmkaumsa

PA3LEN 3: ChcTaB/MH(OpMaumsa 3a CbCTaBKUTe

3.2 Cmecun : Cwmec
HanmeHoBaHue Ha WUpeHtudmkatopn |% Knacudwmkauusn 2::";(;:3% Tun
BelwecTBOTO/Npenapara u
KOHUeHTpauusa, M-
chakTopu n
OLIeHKM Ha ocTpa
TOKCUYHOCT
trometamol EO: 201-064-4 <5 Skin Irrit. 2, H315 - [1]

CAS: 77-86-1 Eye Irrit. 2, H319
BuxTe pa3gen 16 3a
NbJIHUA TEKCT Ha
n3bpoeHuTe no-rope
H-nspaswn.

He cbabpska AOMbAHUTENHU CbCTaBKW, KOUTO, JOKOMKOTO € U3BECTHO Ha A0CTaByMKa U Npu npunaraHure
KOHLIEHTpauuMK, Aa ca KnacudvumpaHu KaTo ornacHu 3a 3apaBeTo Unv okonHaTta cpefa, aa ca PBT wnu vPvB, unu ga
ca BellecTBa, nopaxaalliy ekBuBaneHTHa crerneH Ha 6e3noKoNCTBO, UMK Aa ca ¢ onpeaerieHn rpaHnLIM Ha eKkcriosuLms
B paboTHaTa cpefa v crieqoBaTenHo Aa TpsAbea ga 6baaTt onucaHu B Tasu pasgen.

Tun
[1] BewecTBo, KnacuuumpaHo Kato onacHo 3a 3gpaBeTo 1 OKonHaTta cpefa
"paHnunTe Ha ekcnosnumusa B paboTHa cpeaa, ako MMma TakuBa, ca n3bpoerHn B Pasgen 8.

PA30EN 4: Mepku 3a nbpBa NoMoLy,

4.1 OnucaHne Ha MepKUTEe 3a NbpBa NOMOLL

an KOHTAaKT C o4unTte : HesabaBHO namuinTe ounte o6UIHO ¢ Boda kaTo oT BpeMe Ha BpemMe nopaurate
rOpHUA U OONHNA Krnenau. ﬂposepeTe 3a KOHTaKTHU newn 1 rm ceanete, ako nma
TakmBa. I'I0prceTe MeaunUunHCKa NomMoLl ako Bb3HUKHE Apa3HEeHe.

MHxanaunoHHa : N3BepeTe nocTpaganus Ha YUCT Bb3AyX U FO NOCTaBeTe B NO3MLMS, yNecHsABaLla
OuwaHeTo. lMoTbpceTe MeaMuUMHCKa NOMOLL, Npy noaBaTta Ha cumnTomu. B criyyan
Ha BOMLIBaHe Ha NPOAYKTWU OT pasnaraHe npu noxap, CUMNTOMUTE MOXe Aa ce
NPOSIBAT NO-KbCHO. Ha nuueTo, N3noxeHo Ha Bb3OEeNCTBME, MOXE [a CEe HaIOXK
Ja ocTaHe noj MeguLUUHCKo HabntogeHne 48 yaca.

Mpu KOHTAKT € KOXaTa : MNpomunte 3ambpceHaTa koxa obunHo ¢ Boga. CaneTte 3aMbpCeHOTO 06neKno n
06yBku. NoTbpceTe MeguLMHCKa MOMOLL, NpY NosiBata Ha CUMNTOMMU.
Mpwu nornblaHe : MsnnakHeTe yctata c Boga. AKO BELLEeCTBOTO GbAe NorbiHaTo v NMLUeTO,

N3NoXeHo Ha Bb3AENCTBME, € B Cb3HaHWe, AaBaiiTe My Aa Nue Marky KonmyecTea
Boga. He npeauseukeaiiTe noBpblLUaHe, OCBEH ako He € npeanMcaHo oT
MeaMUMHCKM nepcoHan. [NoTbpceTe MeauuUMHCcKa NOMOLL Npu nosiBaTa Ha
CYMMTOMM.
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ABX Pentra Ilg A CP - R1// Yumizen C1200 Immunoglobulin A - R1

PA3LEI 4: Mepku 3a nbpBa nomoLy

3awmTa Ha oKasBaluuTe : He Tpabea na ce npeanpvemart HUKaKBU AeNCTBUA, KOUTO HOCAT PUCK 3a Xopa Unu
nbpBa nomMoLy ce nposexaat 6e3 noaxoasLo obyyeHue.

4.2 Han-cblieCcTBEHU OCTPU U HacTbNBALLM crief U3BECTEH Nepuog oT BpeMe CUMNTOMU U edhekTu
NpusHaun/cuMnTOoMMU Npu usnaraHe Ha Bb3genUcTBUE HaQ AONYCTUMOTO

Mpw KOHTAKT C ounTe : Nluncea koHKpeTHa nHdopmaLms.
MUHxanaunoHHa : Jluncea KOHKpeTHa MHdopMauums.
Mpu KOHTAKT C KoXaTa : Jluncea koHKpeTHa uHdopMaLms.
Mpu nornbwaxHe : Jlnncea koHKpeTHa uHopmaLms.

4.3 Yka3aHue 3a Heo6X0AMMOCTTa OT BCAKAKBU HEOTNIOXHU MEOULMHCKU rPNXu n cneuunariHo re4vyeHue

Benexku 3a nekaps : B cnyyaii Ha BouliBaHe Ha NPOAYKTM OT pasnaraHe npuv noxap, CUMNToOMUTE MOXe
Aa ce NposiBAT NO-KbCHO. Ha nuueTo, n3noXxeHo Ha Bb3gencTeue, Moxe aa ce
HaroXu ga octaHe nog MeauLUuHCKoO HabntogeHne 48 yaca.

Cneundun4vHo neyeHue : Hsma cneumdmnyHo neyeHwne.

PA3LEN 5: NMpoTuBONoOXapHU MepKuU

5.1 NoxaporacutenHu cpeacTsBa

Moaxopawm : M3nonsBaniTe noxaporacuteneH areHT noaxoasil 3a OrbHS HAOKonMo.
noxaporacuTtesiHu

cpencTea

Henogxoaswmn : He e nseectHo.

noxxaporacuTtesnHu

cpeacTtBa

5.2 OcobeHu onacHOCTU, KOUTO NPOMU3TMYAT OT BELLECTBOTO UIM CMecTa

OnacHocTu, npousnusawm : [lpu noxap Unu HarpsiBaHe HansiraHeTo Ce MoBMULLABa U CbAbT MOXE Aa ce NPbCHE.
OT BeLecTBOTO UK

cmecTa

OnacHu npoayKTn nNpm : MNpopykTuTe OT pasnaraHeTo MOXe [a BKIYBAT CriegHTe MaTepuanu:

ropeHe BbrNepoaeH ONoKCUz

BbrepoaeH okcua
a30THKM oKcuam

5.3 CbBeTH 3a NnoxXapHMKapuTe

CneunanHu npeanasHn : Bbp3o nsonupaiite panioHa Ha aBapusiTa, KaTo n3BedeTe xopaTa OT pavioHa Ha
MEpPKM 3a noxapHukapuTte WHUMAEHTa, ako nma noxap. He Tpsabea ga ce npegnpuemat HUKaKBU AENCTBUS,
KOUTO HOCHAT PUCK 3a Xopa unu ce nposexaat 6e3 noaxoasilo obyyeHue.
CneunanHu npeanasHn : lMoxapHukapute TpsbBa Aa HOCAT NoAXoAsLLa 3aLUMTHA eKUMNUPOBKA U aBTOHOMHU
cpencTBa 3a anxatenHu anapatn (SCBA) ¢ nbnHO NOKpMBaHE Ha nuueTo, paboTeLumn B pexmm Ha
noxapHukapute nonoXxuTenHo HanaraHe. OBGRekno 3a NoXxapHUKapy (BKIMIOYUTENHO KacKu, 3alUTHN

BoTywn 1 pbkaBMLUM) CbOTBETCTBALLO Ha eBponencku ctangapT EN 469 ocurypsisa
OCHOBHO HMBO Ha 3aliuTa Npyv XUMUYECKN MHLMOEHTW.
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PA3OEJ 6: Mepku npn aBapMnuHO U3nycKkaHe

6.1 JluuHmn npeanasHu MepKu, NpeanasHu cpeacTBa U npoueaypy Npy CneLHn criyvyam

3a nepcoHan, KOWTo He : He Tps6ea aa ce npeanpuemat HVUKaKBU AEUCTBUS, KOUTO HOCAT PUCK 3a XOpa UIu
OTroBapsi 3a CreLHu ce npoeexaat 6e3 noaxoasilo obyyeHne. EBakynpaiite okonHuTe 30HM. He
cnyyau no3BoNsBanTe Ha Xopa OT NepcoHarna, HeaHraxupaHy ¢ OTCTpaHsABaHeTo Ha

aBapusaTa 1 He3alUMTeHW cpeLly BpedHUTe Bb3AeWCTBUSA, Aa HaBNM3aT B 30HaTa Ha
3ambpcsiBaHe. He gokocBaiTe 1 He MMHaBaliTe Npes pascunaH matepuarn.
CnoxeTe NoAxoAsaLLM NMYHX NpeanasHyu cpeacTsa.

3a nuuarta, oTrOBOPHMU 3a : AKo npv oBnagsBaHeETO Ha pasnuBa Ce Hanara HOCEHeTO Ha crneunanMampaHo

cneLHu crnyyam obnekno, pasrneganTte BHUMaTENHO MHpopMaumsTa B pa3gen 8 3a noaxogsm v
Henoaxoadawm matepuann. BuxTte n nHgopmauuata B Yactta "3a nepcoHan, KOnTo
He OTroBaps 3a CreLHu cnyyan”.

6.2 NpennasHu Mepku 3a : WN3bareanTe pasnpbCKkBAHETO N OTTUYAHETO Ha pa3cunaH MmaTtepuan, Kakto u
ona3sBaHe Ha OKOoJHaTa HEeroBmMsa KOHTaKT C NoyBaTta, BOAHMUTE NbTULA U KaHanusauuaTa. VHdopmupante
cpena CbOTBETHUTE CNY>XOM, ako NPOAYKTLT NPUYNHU 3aMbpcsiBaHe (Ha OTBOAHM KaHanwu,

BOOOMNPOBOAU, NOYBA UMW Bb3OyX).

6.3 Metoan u mMaTepuanu 3a orpaHm4yaBaHe u no4YyncTtBaHe

Mantbk pascun : CnpeTe M3TU4YaHeTo, ako HAMa puUck. MaMmecTeTe KOHTeMHepuTe OT MSICTOTO Ha
pascuneaHeTo. PaspepgeTe ¢ Boaa 1 noAcylleTe, ako e Bogopasteopumo. Kato
anTepHaTVBa, UMM ako e BoAoHepasTBoOpUMO, abcopbupaiiTe ¢ MHEPTEH CyX
maTtepuan v noctaBeTe B NOAXOAsLL KOHTEMHEP 3a TpeTupaHe Ha oTnagbkK.
MN3xBbprsHeTo Ha NpoaykTa TpsibBa Aa ce M3BbpLUBA Ypes NMUeH3MpaHa dupma 3a
TpeTupaHe Ha XUMUYHU OThnaabLM.

Fonsam pascun : CnpeTte n3tnyaHeTo, ako HMa puck. MamecTteTe KOHTeHepuTe OT MACTOTO Ha
pa3cuneaHeTo. [a He ce gonycka nonagaHe B KaHanusauws, Bo4oNpoBosd, MaseTa
Unn 3aTBopeHun nomelleHns. OTMuUTe pasnuea KbM NpevmcTBaTenHa cCTaHums unm
AencTBanTe No cnegHusa HaunH. PasnueuTe Aa ce nonueat C HEropumu
abcopbuvpalum maTepuanu Kato NSAChK, NPbCT, BEPMUKYNUT, AMaTOMUT, Aa ce
cbbupat n cbxpaHABaT B KOHTENHepW 3a nocnensallo U3XBbPIisiHE, CbrNacHo
MecTHUTe pasnopenbu. N3xBbpnaHeTo Ha npoaykTa Tpsbsa Aa ce M3BbpLUBaA Ypes3
nvueH3vpaHa hupmMa 3a TpeTMpaHe Ha XMMUYHW OTnaabLw.

6.4 NMo3oBaBaHe Ha apyru : BwxTe pasgen 1 3a KOHTaKTU B Cryyan Ha CMeLLHOCT.

pasgenu BwxTe pasgen 8 3a nHdopmaLmsa 3a noaxoasawmuTe nNuyYHN npeanasHyu cpeacTaa.
BwxTe pasgen 13 3a gonbnHUTENHa MHOpMaLMS 3a HAYMHUTE Ha TpeTUpaHe Ha
oTnagbuw.

PA3[LEN 7: PaboTta u cbxpaHeHue

NHdbopMaumaTa B TO3M pasaen cbabpXa 06l CbBET U HACOKU. 33 BCUYKW HaNMYHW JaHHU, CBbP3aHn CbC
cneunduyHn ynotpebu, NpeaBuaeHN B cLeHapus (CLeHapu1Te) Ha ekcrnosnums, cneasa aa 6bae pasrnenaH CincbKbT
C uaeHTUdUUMpaHnTe ynoTpebu B pasaen 1.

7.1 NMpeana3Hn Mepku 3a 6e3onacHa paboTta

3aWmnTHU MepKn : lMocTaBeTe noaxoaswm NMYHKN NpeanasHu cpeacTaa (BX. Pasgen 8).
CbBeTu no obwa : fApeHeTo, nueHeTo 1 nyweHeTo Tpabea aa 6baaT 3abpaHeHn B 30HaTa, KbaeTo ce
npodecroHanHa xurueHa paboTu, cbxpaHsiBa 1 obpaboTBa matepuana. PaboTHuumTe Tpsbea aa muaTt

pbLUETE M NULETO CU NPean XpaHeHe, NeHe U nylweHe. CeaneTte 3aMbpCEHOTO
06nekno 1 NpegnasHWTe CpeacTBa, NPeau Aa BreseTe B MecTa 3a xpaHeHe. BuxTe
CbLUO pasgen 8 3a 4OMbIHUTENHa UHOPMALMS 38 XUTUEHHUTE MEPKN.

7.2 YcnoBusa 3a 6e3onacHo CbXpaHABaHe, BKITIOYNTEeJNITHO HeCbBMEeCTUMOCTU

Oata Ha nspgaBaHe/[Jarta Ha 1 09/06/2023 5/14
npepasrnexnaHe

Explore the future Automotive | Process & Environmental | Medical | Semiconductor | Scientific HORIBA




B ckrnacue c PernameHnT (EO) Ne 1907/2006 (REACH), MpunoxeHue Il, kakto e nameHeH c PernameHT (EC) Ne
2020/878 - Bbnrapus

ABX Pentra Ilg A CP - R1// Yumizen C1200 Immunoglobulin A - R1

PA3[LEN 7: PaboTta u cbxpaHeHue

CobxpaHsiBariTe B criegHust TemnepaTtypeH gvanasoH: 2 3a 8°C (35,6 3a 46,4°F). [da ce cbxpaHsiBa CbInacHoO C
MecTHWUTe pa3nopenbu. [la ce cbxpaHsiBa B OpUrMHaneH KOHTenHep, 3alWwuTeH OT AUPEKTHa ClbHYeBa CBETMHA, Ha
CyX0, XMnagHo 1 Jo6pe NpoBeTPMBO MSACTO, Jareye oT HeCbBMeCTMU MaTepuanu (Bx. Pasgen 10), xpaHa u HanuTkw.
CbxpaHsBanTe KOHTeNHepa NMbTHO 3aTBOPEH M 3anevaTaH, AoKaTo CTaHeTe roTOBM 3a M3MON3BaHETO My.
KoHTenHepute, kKouUTO ca 6unm otBapsaHun, TpsabBa BHMMAaTENHO Aa Ce 3anevaTtaT OTHOBO M Aa Ce CbXpaHsiBaT B
n3npaBeHo MoroXeHve, 3a Aa He ce gonycHe pasnue. [a He ce cbxpaHsBa B KOHTenHepu 6e3 obo3HaveHus. [a ce
n3nonssa NoaxodsLy cbA, 3a Aa ce usberHe sambpcsiBaHe Ha okonHata cpega. lpeam pabota nnu ynotpeba, Buxre
pa3gen 10 3a HeCbBMECTUMM MaTepuanm.

7.3 Cneundmyna(m) kpanHa(m) ynotpeba(u)
Mpenopbku : Hswma Ha pasnonoxeHwe.

CneuundmyHu pewenns 3a : Hsima Ha pasnonoxeHue.
MHOYCTPUAanHUs CeKTop

PA3LEN 8: KoHTpon Ha ekcno3MuuaTa/NnMyYHn npeanasHu cpeactea

3a BCUYKM Hann4yHU JaHHW, CBbP3aHu CbC crneumduyHm ynoTpebu, npeasuaeHun B cleHapus (cueHapunTe) Ha
ekcnosuuus, cneasa Aa 6bAe pasrnenaH CrUCbKbT C UaeHTUdMUMpaHuTe ynoTpebu B pasgen 1.

8.1 NMNapameTpu Ha KOHTpoOnN

CpaHuum Ha ekcno3uums B paGoTHa cpena
Hama n3BecTHa rpaHMYHa CTOMHOCT Ha eKCno3nuus.

MHpekcu Ha GuonornyHa ekcnosuums
No exposure indices known.

MpenopbunTenHn : [a ce Hanpaswu crnpaBka CbC CTaHO4APTU 38 MOHUTOPWHT KaTo cnegHuTe:

npouenypu 3a MOHUTOPUHT Esponeticku ctaHgapT EN 689 (Bb3ayx Ha paboTHOTO MACTO - PBKOBOACTBO 3a
OLEeHKa Ha eKkcrnosunumsaTa npy BaMWBaHe Ha XMMWYHW areHTu 3a cpaBHsABaHe C
rPaHWYHN CTOMHOCTM U CTpaTerusi 3a nusmepsaHe) EBponenicku ctangapt EN 14042
(Bb3gyx Ha paboTHOTO MACTO - PbKOBOACTBO 3a NPUMOXEHUE U N3MNON3BaHe Ha
npouenypv 3a OLeHsIBaHe U3naraHeTo Ha Bb34eNCTBME Ha XMMUYHM U BUONOTNYHN
areHTn) Esponewnckn ctaHaapT EN 482 (Bbv3ayx Ha paBoTHOTO MSCTO - OCHOBHM
N3MCKBaHUS NPY U3MbJIHEHWETO Ha NPoLeAypU 38 U3MEPBaHEe Ha XMMUYHU areHTm)
LLle ce u3nckBa CbLLO U NO30BaBaHe Ha HaLMOHanHUTe agMUHUCTPaTUBHU
OOKYMEHTMN 3a MeToauTe 3a onpegensiHe Ha onacHUTe BeLlecTBa.

DNELs/DMELs
Hsima DNELs/DMELSs.

PNECs
Hama Hanudnu PNEC.

8.2 KoHTpon Ha ekcno3uuyusTa

Moaxopsw UHXXeHepeH : [Oobpara oblia BeHTMNaLMA TpsabBa Aa e AocTaTbyHa 3a Aa KOHTponupa
KOHTpOn ekcrnosuumaTa Ha paboTHVKa Ha BpedHW BeLLecTBa BbB Bbaayxa.

MHQMBMQ!GHHM MEepKH/ 3a 3aluuTta

XurneHHu mepkm : NamuBawnTe ctapaTenHo pbueTe 40 Naktute n nuueTo cned 6opaBeHeTo ¢
XUMWUYECKM NPOAYKTU, Mpean XpaHeHe, NyLleHe 1 U3MNon3BaHe Ha ToarneTHa, KakTo u
B Kpasi Ha paboTHWMA AeH. 3a cBansiHeTO Ha NOTEHLUMaNHO 3aMbpCeHOTO 06Nekno
TpsibBa Aa ce M3Non3BaT CbOTBETHN MeTOANKU. MN3nepeTe 3aMbpceHOTO 0bMnekno
npeau nosTopHa ynotpeba. OcurypeTe NyHKTOBE 3a U3MMBAHE Ha OuUTE U OyLIOBe
B 6nnsocTt oo paboTHaTta nnowagka.
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PA3EJ 8: KoHTpon Ha ekcno3uuuAaTa/NIM4HN npeana3Hu cpeacTBa

3awmTta Ha ouuTe/nuueTo

3awuTta Ha KoxaTta
3awmTta Ha pbueTe

3awumTa Ha TAnoTo

.U,pyra 3aluTa Ha KoxXaTta

3awmTa Ha guxaTtenHute
nbTULWA

KoHTpon Ha
eKkcno3uuusitTa Ha
OKomnHaTta cpeaa

KoraTo oueHkaTa Ha p1cka Noka3Ba, 4Ye e Heobxoanmo ada ce nsbsarea nsnaraHeTo
Ha NPBCKU TEYHOCT, N3NapeHusi, ra3oBe UNu npax, cneasa Aa ce HOCAT NpeanasHu
oymna, OTroBapsim Ha ogobpeHnTe cTaHgapTU. AKO € Bb3MOXEH KOHTaKT, TpabBa
[a ce HoCW criedHaTa 3aluMTa, OCBEH aKO OLleHKaTa He M3NCKBa No-BUCOKa CTENEH
Ha 3aluMTa: 3aWuTHM OYMna CbC CTpPaHMYHM ekpaHn. [penopbyBa ce: MNMnbTHO
3aTBopeHu ovnna crnoped EN 166.

KoraTo oueHkaTa Ha pucka Noka3Ba, 4ye e Heobxoanmo, TpsibBa fa ce HOCAT
OTroBapsiLLy Ha ogobpeHnTe cTaHOapPTU XUMUYECKM YCTONYMBU UMMNPErHUPaHN
pbKaBULM MPU BCUYKN Clydam Ha paboTa ¢ XMMMUYeckn npogyktu. Hag 8 yaca
(Bpeme Ha npobue): 3almTHU pbKaBmLm cbrnacHo EN 374.

JInuHuTe npeanasHm cpeacTBa TpsabBa ga ce n3bupar cnopeq usBbpLuBaHaTa
OENHOCT 1 BEPOSTHUTE puUckoBe 1 Tpsabea fa 6baaT oaobpeHun oT cneumnannct
npeau paboTa ¢ TO3n MPOAYKT.

N36upaHeTo Ha noaxoasium obyBKU M BCUYKM LOMBIHUTENHM MEPKM 3a 3alymTa Ha
koxaTa TpsibBa Aa ce u3BbPLUM Ha 6asaTa Ha M3nNblHABaHaTa 3ajaya u
CBbp3aHuUTE puUCKoBe U cneaga Aa 6bae ogobpeHo oT cneumanuct npeaum pabota ¢
TO3M NPOAYKT.

Ha 6a3a Ha pucka 1 noteHumMarna 3a ekcnosuuus, nsdepeTe rasoBa Macka, KosiTo
Aa OTroBapsi Ha CbOTBETHUSI CTaHOAPT Unn cepTudukaums. FasoButTe macku
TpsibBa Aa 6baaT u3nonsBaHu criopes NporpaMara 3a 3aluTa Ha auxaTenHuTe
nbTULA, 32 Aa Ce rapaHTMpa NpaBuUITHO NOCTaBsHE, 00yYEeHMEe 1 OPYTN BaXKHU
acnekTn Ha ynoTtpebaTta. [NpenopbyBa ce: KomGuHMpaHo hmnTbpHO YCTPONCTBO
cbrnacHo EN 14387.

Emucunte oT BeHTUNaumsaTa unm ot paboTHOTO obopyaBaHe Tpsbea aa 6baar
npoBepsiBaHN 3a CbOTBETCTBMETO MM CbC 3aKOHOAdaTenHMTe pasnopendu 3a
onasBaHe Ha oKornHaTta cpefa. B Hsikom cnyyaum we ca Heobxoammm ckpybepw,
GuUNTpY Nnn TexHmdeckn nogobpeHnst Ha paboTHOTO obopyaBaHe 3a HamansiBaHe
Ha eMucuuTe 4O NPUEMIINBU HMBA.

PA3OEJ 9: ®u3n4yHM n XMmMnU4HU CBOUCTBA

Ycnosusita 3a usmepBaHe Ha BCUYKM CBOWCTBA ca NpW CTaHAapTHa TemnepaTtypa v HansaraHe, OCBEH ako He e

NOCO4YeHO Apyro.

9.1 UHdhpopmaumusa OTHOCHO OCHOBHUTE (PM3UYHU U XMMUYHU CBOUCTBA

BbHLWEH BUO
ArperaTHoO cbCTOsIHUe

LUBaT
Mupuc
MpaHuua Ha Mupuca

Touka Ha ToneHe/To4ka Ha
3aMmpb3BaHe

Touka Ha KuneHe m UHTEepBan
Ha KuneHe

3ananumocTt

HonHa n ropHa rpaHuua Ha
€KCMNJIO3UBHOCT

Touyka Ha Bb3nsiaMmeHsiBaHe

Temnepatypa Ha
camo3ananBaHe

TemnepaTypa Ha pa3naraHe

TeuHocT. [Apbk.]
Bes3useTteH.
XapakTepeH. kato PEG
Hsima Ha pasnonoxeHue.
Hsima Ha pa3nonoxeHue.

Hama Ha pasnorioxeHune.

Hesananum.
Mpwn noxap pasnaraHeTo MOXe Aa Aosene A0 nosflydaBaHe Ha TOKCUYHU rasose/
napu.

Hama Ha pasnorioxXeHune.

Hama Ha pa3norioxXeHune.
Hama Ha pasnornoxeHune.

Hama Ha pasnorioxeHune.

Oata Ha nspgaBaHe/[Jarta Ha
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PA3OEJ 9: ®u3an4yHm n

XUMUYHU CBOUCTBA

pH 7328
Buckosutet Hsima Ha pasnonoxeHue.
PasTBopumocT(n)

Cpencteo Pesyntart

cTyaeHa Boga
ropelia soga

JlecHo pasTtBOpuM
NecHo pasTBOpUM

Pa3TBOpVI MOCT BbB BOoga

Moxe ga ce cmecBa ¢ Boga

KoedomumeHT Ha
pasnpegeneHue: n-oktaHon/
BoAa

HansraHe Ha napuTe
OTHOCUTeNHa NNbTHOCT
MnbTHOCT

MnbTHOCT Ha napuTe
Ekcnno3mBHU cBOUCTBA
Okcunagupalym cBomucTBa

XapaKTepucTUKK Ha YacTuumuTe
CpepeH pasMep Ha YacTULuTe

Hama Ha pa3norioxXeHune.

: [Oa.

Henpunoxumo.

Hama Ha pasnonoxeHue.
Hama Ha pasnonoxeHue.
1,019 r/fem® [20°C (68°F)]
Hsima Ha pasnonoxeHue.
Hsama Ha pasnonoxeHue.
Hsama Ha pasnonoxeHue.

Henpunoxumo.

PA3LOEN 10: CtabuUnNHOCT 1 peakTUBHOCT

10.1 PeaktTBHOCT

10.2 Xumu4Ha ctabunHoct

10.3 Bb3MOXHOCT 3a
OonacHu peakuum

10.4 YcnoBus, KOUTO
TpsibBa Aa ce nsdAaArear

10.5 HecbBMecTUMHU
MaTtepuanu

Opyra naucdopmauus

10.6 OnacHu NpoAyKTU Ha
pasnagaHe

Hama HanuyHu KOHKPETHU OaHHU OT U3nnTBaHuaA, CBbp3aHn C peakTUBHOCTTa Ha
TO3U NPOAYKT U HEFoBUTE CbCTaBKWU.

MpoaykTsT € cTabuneH.

npl/l HOpMarnHu ycnosua Ha CbXpaHeHue n yn0TpeGa HAMa Aa nMa onacHu peakuun.

Jluncea KoHkpeTHa MHgopmaLms.

: Jluncea KoHkpeTHa MHdopMauums.

PeaktnBocnocobeH nnn HeCLBMECTUM CbC CreaHuTe mMaTtepuanu: KncenmHn n
OCHOBMW.

Mpv HopMarHKW YCnoBus Ha CbXpaHeHne U ynoTpeba He TpsibBa Aa ce obpasysar
onacHuW pasnagHv NpoayKTy.

Oata Ha nspgaBaHe/[Jarta Ha
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PA3LEN 11: TokcukonornyHa uHgpopmaums

11.1 Uncpopmanuma 3a knacoBeTe Ha ONACHOCT, KakTo ca onpeaeneHu B PernameHT (EC) 1272/2008
OcTpa TOKCUYHOCT
3aknrouyeHne/O606LWeHne : Hsama Ha pa3nonoxeHue.

OueHKMN Ha ocTpaTa TOKCUYHOCT
N/A
Bb3naneHue/Koposus

HanmeHoBaHue Ha Pesynrtart Bua(oBe) |OueHka| Excnosunuusa| HabnogeHue
BellecTBOoTO/Npenapara

trometamol Koxa - YmMepeHo apasHely 3aek - 25 Percent -
Koxa - YmMepeHo apasHely >KeHa - 1 Percent -
Koxa - CunHo gpasHeLy or 3aek - 500 -
CwvineH gpasnHuTen milligrams

3aknrouyeHne/O606LwWeHne : Hama Ha pasnonoxeHue.

ceHcubunusaums

3aknoyeHne/ObobweHne : Hsama Ha pasnonoxeHwue.

MyTtareHHocT

3aknoyeHne/Ob6o6wWweHne : Hama Ha pasnonoxeHwue.

KaHueporeHHOCT

3akntoyeHne/ObobweHne : Hama Ha pasnonoxeHue.

PenpoaykTvBHa TOKCUYHOCT

3aknroueHne/O606wWweHne : Hama Ha pasnornoxeHue.

TepaToreHHOCT

3aknroueHne/O606wWweHne : Hama Ha pasnornoxeHue.

CTOO (cneuncunyHa TOKCUYHOCT 3a onpeaesnieHn opraHu) — eAHOKpaTHa eKcno3vumsa

Hama Ha pa3nonoXxeHune.

CTOO (cneunduryHa TOKCUYHOCT 3a onpeaesieHN opraH1) — NOoBTapsLla ce eKcnosuuus

Hama Ha pa3nonoXxXeHune.

OnacHoCT npu BAUWIBaHE
Hsima Ha pasnonoxeHue.

UHdopmayma oTHOCHO : Hsima Ha pasnonoxeHue.

BEPOATHUTE NbTULLA Ha

ekcno3uuums

MoTeHumanHu akyTHU ePeKTN BbPXY 34PaBeTo
Mpu KOHTAKT Cc ounTe : He ca nu3BecTHM 3HaYUTENHN ePEKTU UIN KPUTUYHM ONACHOCTW.
MHxanaunoHHa : He ca nu3BecTHM 3HaYUTENHN ePEKTU UIN KPUTUYHM ONACHOCTW.
Mpu KOHTAKT € KOXaTa : He ca u3BecTHM 3HaUMTENHN €PEKTU UMK KPUTUYHM ONACHOCTH.
Mpw nornblaHe : He ca nu3BecTHM 3HaUUTENHN ePEKTUN NN KPUTUYHM ONACHOCTW.

CMMnTOMVI, CBbp3aHu € QVBVI‘-IHVITG, XUMUYHNTE U TOKCUKOJTOTMYHUTE XapPaKTePUCTUKAN

Mpu KOHTAKT c ounTe : Jluncea KOHKpeTHa MHOopMaLUus.

WUHxanaunoHHa : JInncea KOHKpeTHa MHAdopMaLms.

Mpu KOHTAKT € KOXaTa : Jluncea koHKpeTHa uHopmMaLms.

Mpwu nornbliaHe : Jluncsa KOHKpeTHa nHdopMaum4.
Oata Ha nspgaBaHe/[Jarta Ha 1 09/06/2023 9/14
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B ckrnacue c PernameHnT (EO) Ne 1907/2006 (REACH), MpunoxeHue Il, kakto e nameHeH c PernameHT (EC) Ne
2020/878 - Bbnrapus
ABX Pentra Ilg A CP - R1// Yumizen C1200 Immunoglobulin A - R1

PA3OEJ 11: Tokcukonorn4yHa nHopmauums

HactbnBawwv cnen usBecteH nepuon oT BpemMe U HenocpeacrBeHu e@eKTVI, KaKTO U XPOHUYHU NocrieaACTBUA
oT KQaTKOTQaﬁHa n g'bnromaﬁl-la eKcnosuuus

KpaTkoTpaliHo usnaraHe
MoTeHuuanHu He3abaBHU : Hama Ha pasnonoxeHue.
echekTn

MoTeHunanHu 3akbcHenu : Hama Ha pa3nonoxeHue.
echekTn

Obn I'OTpal;'lHO n3naraHe

MoTeHunanHu He3abaBHM : Hama Ha pasnonoxeHue.
echekTn

MoTeHuuanHu 3akbcHenu : Hama Ha pasnonoxeHue.
echekTn

MoTeHUManNnHU XpoHNYHU echeKTN BLPXY 3ApaBeTo
Hama Ha pa3nonoXxeHune.

3aknrouyeHne/O606wWeHne : Hama Ha pasnornoxeHuve.

O6wu : He ca n3BeCcTHU 3HAYNTENHN ePEKTN NN KPUTUYHN OMACHOCTU.
KaHueporeHHocT : He ca u3sBecTHM 3HaUMTENHN €PEKTU UK KPUTUYHM ONACHOCTH.
MyTareHHoCT : He ca n3BeCTHU 3Ha4YUTENHN ePEKTU NN KPUTUYHN ONACHOCTU.
PenpoayktuBHa : He ca n3BeCTHU 3HAYUTENHN ePEKTN UIN KPUTUYHMN OMACHOCTU.
TOKCUYHOCT

11.2 UHcbopmaLmsa 3a Apyrm onacHoCTH
11.2.1 CBoicTBa, HapywaBaly (pyHKLMUTEe Ha eHOOKPUHHaTa cuctema
Hsima Ha pa3snonoxeHue.
11.2.2 [ipyra nHdopmauusa
Hsima Ha pa3snonoxeHue.

PA3LEN 12: EkonornyHa uHgopmauums

12.1 TokcuyHocT
3akntouyeHne/O606wWweHne : Hawma Ha pasnosnoxeHue.

12.2 YcTOMuYMBOCT U pa3rpagumMmocTt
3akntouyeHne/O6o06LWeHne : Hsima Ha pasnonoxeHue.

12.3 Bnoakymynupaila cnoco6HocT
Hsima Ha pa3nonoxeHue.

12.4 NMpeHocumocCT B noyBaTa

KoeduuueHT 3a : Hama Ha pasnonoxeHue.
pasgensHe nouyBa/Boga (K

oc)

MoaBwxHoCT : Hama Ha pasnonoxeHue.

12.5 PeaynTtaTtu ot oueHkaTta Ha PBT u vPvB

Tasn cMec He cbabpXa BeLLecTBa, 3a KOUTO ce cunTa, ve ca YBAT (ycTonunsu, Buoakymynupaiiy u TOKCUYHKW) Uu
MYMBA (MHOro ycTOn4MBK, MHOTO Broakymynupatim).
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PA3OEN 12: EkonornyHa nHdopmauumsa

12.6 CBoucTBa, HapywaBalwwm pyHKLUUTE Ha eHOOKPUHHATa cuctema
Hsama Ha pasnonoxeHue.

12.7 Opyrmn HeGnaronpuaTHU echekTn
He ca n3BeCTHM 3HaYUTENHN ehekTn NN KPUTUYHN OMACHOCTMU.

PA3OEJ 13: O6e3BpexaaHe Ha oTnagbLUTe

WHdopmaumsita B TO3M pasgen cbabpxka 06LWM CbBETU U HACOKM. 3a BCUYKU HANUYHWU AaHHWU, CBbP3aHn CbC
crneumdpuyHmn ynotpebu, npeaBmaeHn B CLeHapus (CueHapumTe) Ha ekcnosuums, crnefBa Aa 6bae pasrnegaH CncbKbT
C nageHTuduumpaHmTe ynotpebu B pasgen 1.

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU

Mpoaykr
MeToaw 3a TpeTupaHe : OtgensHeTo Ha oTnagbum cneaea Aa ce u3bsarea N MMHUMU3MPa HaBCSAKbAE,
KbOETO € Bb3MOXHO. VI3XBbpnsiHETO Ha TO3W NPOAYKT, HErOBUTE Pa3TBOPK U
CbMbTCTBALLM NPOAYKTM TpsOBa BUHArM Aa CbOTBETCTBA Ha U3MCKBaHMATA 3a
onasBaHe Ha OKoJfiHaTa cpea, 3aKOHO4ATeNCTBOTO 3a U3XBbPsiHE Ha OTNaabLUy U
BCWYKM U3NCKBAHMS HA MECTHUTE BNacTu. M3XBBbprsHETO Ha U3MULLHK U
Henoanexalum Ha peLunKnupaHe npoaykTy Tpsabsa Aa ce M3BbpLUBA Ypes
nuueH3npaHa upMa 3a TpeTMpaHe Ha XMMUYHM oTnaabun. OTnagbkbT He Tpsibea
Aa Obae U3XBbPMSH B kKaHaNM3aumsaTa HeTpeTMpaH, OCBEH ako HaMbITHO He
OTroBapsi Ha U3UCKBAHMSATA HA BCUYKM KOMMNETEHTHU OpraHu.
OnaceH oTnagbk : Cnopepg HacTosAWwmTe NO3HAHMA Ha 4OCTaBYMKa, NPOAYKTHT HE Ce cYMTa 3a onaceH
oTnagbk cbrnacHo EU Oupektusa 2008/98/EK.
OnakoBaHe
MeToau 3a TpeTupaHe : OTmensiHeTo Ha oTnagbuM cnefBa ga ce u3bsarea unm MMHUMU3Mpa HaBCsKbAE,
KbOeTo e Bb3MOoXxHOo. OTnagbuuTe OT OMakoBKW criedBa Aa ce peumknupar.
OcBoboxaaBaHeTo Ypes u3rapsiHe Unu AenoHMpaHe crneaga Aa ce B3eMe nopg,
BHMMaHWe camo ako PeLUKIMpaHeTo € HEBb3MOXHO.
CneumanHu npeanasHu : Tosn maTepuan v HeroBaTa onakoBka a ce TpeTupaT no 6e3onaceH HauuH.
MepKu lMpasHWTe KOHTEHepU U 06NMLIOBKM MoraT Aa 3aAbpXKaT U3BECTHM ocTaTbLUy OT

npoaykra. N3barearite pa3npbCKBAHETO N OTTUYAHETO Ha pa3cunaH Mmatepuan,
KakTO U HEeroBma KOHTAKT C no4yBaTa, BOAHUTE NbTULLA U KaHanNn3aunaTta.

PA3OEN 14: UHcdhopmaumua OTHOCHO TPpaHCNOPTUPAHETO

ADR/RID ADN IMDG IATA

14.1 Homep no HeperynupaH. HeperynupaH. HeperynupaH. HeperynupaH.
cnucbka Ha OOH
wnu
naeHTMPUKaLMoHeH
HOoMep

14.2 To4yHO Ha - - - -
HauMeHoBaHMe Ha
npartkaTa no
cnucbka Ha OOH

14.3 Knac(oBe) Ha
OMacHoCT npwm
TpaHcnopTupaHe
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PA3OEN 14: UHcdhopmauma OTHOCHO TpaHCNOPTUPAHETO

14.4 OnakoBbyHa |- - - -
rpyna

14.5 OnacHocTH He. He. He. He.
3a OKOJlHaTa cpeja

14.6 CneunanHu npegnasHn : TpaHcnopTupaHe B paMKUTe Ha TepUTOPUATA Ha NOTpebuTens: BMHarm

MepKu 3a noTpeburtenure TpaHCMopTMpanTe B 3aTBOPEHN KOHTENHEPU, KOUTO Ca N3NpaBeHn u 0be3onaceHu.
YBepeTe ce, 4Ye nuuata, npeHacsLwm NpoaykTa, 3HaaT kakso Tpsabsa fa npaBAaT B
cryyan Ha MHUMOEHT Unv pascuneaHe.

14.7 Mopcku TpaHcnopT Ha : HsAMa Ha pasnonoXxeHue.
TOBapu B HACUMHO

CBbCTOSIHME CbITacHo

MHCTPYMEHTU Ha

MexayHapoaHaTa Mopcka

opraHusauus

PA30EJ 15: UHcpopmauma OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneuundcunyHmM 3a BeWECTBOTO UM CMecTa HOpMaTUBHa ypenba/3akoHoJaTesIcCTBO OTHOCHO
6e3onacHocTTa, 34paBeTo U OKoJIHaTa cpeaa

EC PernameHT (EO) Ne 1907/2006 (REACH)
Mpunoxernue XIV - CnuchbK Ha BelwecTBaTa, NpeaMeT Ha paspelueHue

MNpunoxexnue XIV
HWTO eQuH OT KOMMOHEHTUTE HE € PErNCTPUpPaH.

BellecTBa, npeaAn3BUKBaLLN CEPUO3HO 6e3NOKONCTBO
HWTO eguH OT KOMNOHEHTUTE HE € PerncTpmpaH.

MpunoxeHune XVII - : Henpunoxwumo.
OrpaHunyeHus 3a

Npou3BOACTBOTO,

nycKkaHeTo Ha nasapa u

ynortpeb6ara Ha

onpeaeneHn onacHu

BellecTBa, CMecu 1

usgenus

Opyru EU pasnopenbu

Emucuunte ot : He e peructpupaH
NpPoOMMULLNIEHOCTTA

(komMnnekcHo

npeaoTBpaTABaHe U

KOHTpPOJ Ha

3aMbpCABAHETO) -

Bb3ayx

Emucuure ot : He e peructpupaH
npoMuLLNIEHOCTTa

(komnnekcHo

npeaoTBpaTABaHe U

KOHTpPON Ha

3ambpcsaBaHeTo) - Bopa

O3oHopaspyuwaBauim BeulectBa (1005/2009/EC
He e pernctpupaH.
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PA30EJ 15: UHcpopmauma OTHOCHO HOpMaTUBHaTa ypeaba

MpenBaputenHo uHcgopmupaHo cwrnacue (Prior Informed Consent. PIC) (649/2012/EC)

He e peructpupaH.

YcTonunsu OpraHnyHu saMbpcuTenu
He e pernctpupaH.

Oupektua CeBe3o
To3an npogykT He ce koHTponupa no dupektnea Ceseso.
MexayHapoaHu pasnopeabu

Tabnu4yuum cnucbum |, Il n lll Ha xumnyecknTe BewecTBa KbM KOHBEHUMATA 32 XUMUYECKUTE OPBKUA
He e pernctpupaH.

MoHpeancku npoTokon
He e pernctpupaH.

CTOKXONMCKa KOHBEHUUSA 32 YCTOMYUBUTE OPraHMYHU 3aMbpcUTenu
He e peructpupaH.

PoTepaamckaTta KOHBEHLIUA OTHOCHO NpeaBapuTenHo o6ocHoBaHoTo chriacue (PIC
He e peructpupaH.

MpoTtokon Ha UKE Ha OOH Aarhus 3a ycTon4ymBuTe OPraHUyHu 3aMbpPCUTENN U TEXKKW MeTanu
He e pernctpupaH.

Onuc
ABcTpanus : Bcuukn KOMMNOHEHTU Ca pPerMcTpupaHn Unm UKMKYEHN.
Kanapa : BCKYKM KOMNOHEHTM Ca perncTpmpaHy U U3KINKYeHU.
Kutan : Bcuuku KOMMNOHEHTU Ca PErMcTpupaHn Unm U3KMYEHN.
EBpa3suncku : HanuuyHocTu Ha Pyckarta cdenepauus: He e onpeaeneHo.
MKOHOMMWYECKMN CbIO3
AnoHus : flnoHckm pernctbp (CSCL): Becrykn KOMNOHEHTM ca permcTpupaHy unm
N3KITIOYEHMN.
fAnoHcku pernctbp (ISHL): He e onpeneneHo.
HoBa 3enangus : Bcuukun KOMMNOHEHTU Ca perucTpupaHn Unm U3KMYeHN.
dununuHn : Bcuukun KOMMNOHEHTU Ca perMcTpupaHn Unm U3KMYeH .
Peny6nuka Kopes : BcKYKknM KOMNOHEHTN Ca perncTpupaHn Unm N3KMKYEHM.
TanBaH : He e onpepeneHo.
TannaHpg, : He e onpeaeneHo.
Typuus : He e onpegeneHo.
CALL : He e onpepeneHo.
BueTtHam : He e onpegeneHo.
15.2 OueHka Ha : Henpwunoxumo.

6e3onacHOCTTa HA XUMUYHO
BelwecTBO UMK CMeC
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PA3EJ 16: Opyra nncgpopmauumsa

KomeHTapu Bbpxy : Hoe cdopmynsap Ha MSDS.
u3gaHueTo

V' Mokassa I/IHCbOpMaLI,VIFl, KOATO € NpOMeHEeHa CcnpAamMo npeauiliHaTta n3gageHa sepcus.

CbKpalleHUsA U aKpOHUMM : ATE = OueHka Ha ocTpaTta TOKCU4HOCT
CLP = PernameHT 3a knacudpuumpaHeTo, ETUKETUPAHETO M ONaKOBaAHETO
[PernamenT (EO) Ne1272/2008]
DMEL = N34yncneHo HMBO C MUHUManeH edekT
DNEL = MN34ncneHo HMBO 6e3 edoekT
EUH statement = CLP npegynpexaeHue 3a cneundunyHa onacHocT
N/A = Hama Ha pasnonoxeHue
PBT = YcTonunBo, 6uoakymynupailo U TOKCUYHO
PNEC = N3uncneHa koHueHTpaumst 6e3 edekr
RRN = PeructpaumoHeH Homep cbrinacHo REACH
SGG = CerperaunoHHa rpyna
vPVvB = MHOro ycTonimBo n MHOro 6noakymynupalto

Mpoue a, U3nons3BaHa 3a knacuduumpaHe B croTBeTcTBUEe ¢ PernameHT (EO) Ne 1272/2008 [CLP/GHS
He e knacuduumpaH.

[MbneH TeKCT Ha cbKpaTeHute H-uspasu

H315 MNpeounsBukBa gpasHeEHe Ha Koxara.
H319 [NpeounsBukBa Cepno3HO ApasHEHe Ha ouunTe.

MbneH TekcT Ha knacudmkaumurte [CLP/GHS]

Eye Irrit. 2 CEPMO3HO YBPEXOAHE/OPA3SHEHE HA OYUTE - Kateropus 2
Skin Irrit. 2 KOPO3UA/OPASHEHE HA KOXXATA - KaTteropusi 2
[OaTta Ha oTnevyaTBaHe : 15/06/2023

Oata Ha nspaBaHe/ JataHa : 09/06/2023
npepasrnexagaHe

[arta Ha npegUWHOTO : Hama npeawnwiHo yTBbpXaaBaHe
u3gaHue

Bepcus : 3
Benexka 3a uutarensa

[ OKONKOTO HU € N3BeCTHO, m-ld)opmau,vaa, CbhbAbpiKalla ce TyK, e TOYHa. B'bnpeKM TOBa, HUTO CNMOMEeHaTUAT
no-rope AoctaB4YuK, HUTO HAAKOW OT HEroBuTe cbvmuanu HOCM KakBaTo u aa 6uno OTrOBOPHOCT 3a TOYHOCTTa U
NbIHOTATa Ha MH(*)OpMaLIMﬂTa, CbhbAbpiKallia ce TyK.

3a OKOH4YaTesIHOTO onpegensHe Ha NnpurogHoOCTTa Ha BCEKU matepuan oTroBOpPpHOCT HOCHU nOTpe6wren9rr.
Bcunukn mMaTepuanu moraTt ga HOCAT Hen3BeCTHM ONacHOCTU U TpﬂﬁBa Aa ce nanoni3Bart npeanassfiveo.
B'bnpexu Yye HAKOM OonNaCcHOCTU Ca ONUCaHU TyK, He MOXXeM Aa rapaHTupame, 4Yye ToBa ca eAUHCTBEHUTe
ChbllecTByBaLlX ONAaCHOCTU.
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HORIBA WHO®OPMALMOHEH JIUCT 3A
BE3OMNMACHOCT

A91A00736E-R2 BG

PA3OEIJ 1: UneHTUpMKauma Ha BewecTtBoTO/CMECTa U Ha ApYXeCcTBOTO/
npeanpuaTUETO

1.1 UpeHTndmkaTop Ha npoaykKra

HanmeHoBaHue Ha : ABX Pentra lg A CP - R2 // Yumizen C1200 Immunoglobulin A - R2
npopykra

Kopn Ha npoaykTta : A11A01923 // 1300023881

SAP kop : 1220001923 // 1300023881

OnucaHue Ha npoaykTa :6mL//6X5mL

Twun Ha npoAykTa : TeyHocT.

Opyrn Ha4uuHM Ha : Hsima Ha pasnonoxeHue.

naeHTuduULmMpaHe

1.2 UpeHTndmumpaHm ynotpebu Ha BeleCTBOTO UMM CMECTa, KOUTO ca OT 3HaYeHue, U yrnoTpedu, KOMTo He ce
npenopbyBat

MpenopbyaHm ynotpe6un

[narHocTnyeH peakTmB 3a KONIMYECTBEHO in Vitro onpegensHe Ha uMyHornobynuH A (IgA) B cepym nnm nna3ma vpes
TypbuanmeTpus.

Ynotpe6u, KOoUTo He ce npenopbYBaT
Henpunoxumo.

1.3 Moapo6HM AaHHKM 3a AOCTaB4YMKa Ha MH(POPMALIMOHHUS NUCT 3a 6esonacHoCT

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée

BP 7290

34184 Montpellier Cedex 4
FRANCE

Tel: +33 (0) 4 67 14 15 16
Fax: +33 (0) 4 67 14 1517

EnekTpoHHa nowia Ha : documentation.med@horiba.com

nuueTo, OTroBapHO 3a
To3u UINB

HauunoHaneH opraH 3a KOHTaKT

NHTep 6usHec 91

yn. "KewaH" 6, 1527 Codms LieHTbp, Codusa
Ten: 02 944 6363

dakc: 02/944 38 49

nmenn agpec: office@interbusiness-bg.com

1.4 TenechoHeH HOMep NpuU cneLwwHu cryyau

HaguouaneH KOHCYINTAaTUBEH OQraH/ueHT'bQ no oTpoBU

TenedoHeH HoMep 1 +359 2 9154 233 (YMBAJICM H.W. Muporoe EAL)
OocTaBuuk
TenecoHeH HOMep : +80067 141516
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ABX Pentra Ig A CP - R2 // Yumizen C1200 Immunoglobulin A - R2

PA3[EJ 2: OnucaHue Ha onacHocTUTe

2.1 KnacudmumpaHe Ha BewWweCcTBOTO UM CMecTa
OedwmHunumsa Ha npoaykta : Cwmec

Knacudwkauusa cbrnacHo PernameHT (EO) Ne 1272/2008 [CLP/GHS]

He e knacuduumpaH.

MpoaykTsT He e knacudmLmpaH kKaTo onaceH B cboTBeTcTBME ¢ PernameHT (EO) 1272/2008 ¢ nameHeHusaTa.

CbCcTaBKM C HeM3BeCTHa 11,2 NpoueHT OT CMeCTa Ce CbCTOU OT C'bCTaBKa(l/I) C HeEn3BeCTHa OCTpa opaliHa
TOKCUYHOCT TOKCUYHOCT
1,2 NpoueHT OT CMeCTa Ce CbCTOU OT C'bCTaBKa(VI) C Hen3BeCTHa OCTpa AepmMmaliHa
TOKCUYHOCT

1,2 NPOLLEHT OT CMecTa Ce CbCTOM OT CbCTaBKa(M) C HEU3BECTHa OCTpa
MHXanauMoHHa TOKCUYHOCT

Bx. Paszgen 11 3a no-nogpobHa nHdopmauusa OTHOCHO Bb3OeNCTBUSATA BbPXY 34PaBETO M CbOTBETHUTE CUMMTOMM.

2.2 EnemMeHTn Ha eTUKeTa

CurHanHa gyma : Hama curHanna gyma.
MpenynpexneHns 3a : He ca nu3BecTHV 3HaUNTENHN €PEKTU UIN KPUTUYHM OMACHOCTW.
onacHocTt
Mpenoptbku 3a 6e3onacHocT
lNMpepoTBpaTsaBaHe : Henpwunoxwumo.
PearupaHe : Henpunoxwumo.
CbxpaHeHue ! Henpwunoxumo.
U3xBbpnsHe/ : Henpwunoxumo.
O6e3BpexgaHe
DonbnHutenHu enemeHTn : MHdopmaumoHeH nucT 3a 6e3onacHOCT Wwe 6bae npeacTaBeH Npu NoMcKBaHe.
Ha eTukeTa
MpunoxeHue XVII - : Henpwunoxwumo.
OrpaHuyeHus 3a
Npon3BoOACTBOTO,

nyckaHeTo Ha nasapa 1
ynotpebaTa Ha
onpepeneHun onacHu
BellecTBa, CMecu u
nspenus

CneuuvanHu N3UCKBaHUA KbM ONMaKoBKUTE
KoHTenHepuTe TpsibBa ga : Henpunoxmmo.
6bAaT CbOPBLKEHU C
MexaHu3bLM 3a 3aTBapsiHe,

KOWTO Aa He MOXe Aa ce
oTBaps OT Aeua

TakTunHo ! Henpwunoxumo.
npeaynpexaeHue 3a
onacHocCT

2.3 pyru1 onacHocTu
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B ckrnacue c PernameHnT (EO) Ne 1907/2006 (REACH), MpunoxeHue Il, kakto e nameHeH c PernameHT (EC) Ne
2020/878 - Bbnrapus
ABX Pentra Ig A CP - R2 // Yumizen C1200 Immunoglobulin A - R2

PA3[OEJ 2: OnucaHue Ha onacHocTuTe

MpoAayKTbT OTroBaps Ha : Tasnm cmec He cbabpXa BellecTBa, 3a KOUTO ce cunTta, Ye ca YBAT (ycTonumem,
Kputepunte 3a YBAT OroakymynupaLLm n TOKCUYHN) M MYMBA (MHOro yCTOMYMBW, MHOTO
(ycTonumBm, Buoakymynupalum).

6uoakymynupaium un
TOKCUYHU) unu mYMBA
(MHOro ycton4umBm, MHOIo
6uoakymynupatum),
cbrnacHo PernameHT (EO)
Ne 1907/2006,
Mpunoxexue Xl

Opyru puckoBe, KOUTO He : He e nssectHo.
BOAAT A0 Knacudmkaumsa

PA3LEN 3: ChcTaB/MH(OpMaumsa 3a CbCTaBKUTe

3.2 Cmecun : Cwmec
HanmeHoBaHue Ha WUpeHtudmkatopn |% Knacudwmkauusn 2::";(;:3% Tun
BelwecTBOTO/Npenapara u
KOHUeHTpauusa, M-
chakTopu n
OLIeHKM Ha ocTpa
TOKCUYHOCT
trometamol EO: 201-064-4 <5 Skin Irrit. 2, H315 - [1]

CAS: 77-86-1 Eye Irrit. 2, H319
BuxTe pa3gen 16 3a
NbJIHUA TEKCT Ha
n3bpoeHuTe no-rope
H-nspaswn.

He cbabpska AOMbAHUTENHU CbCTaBKW, KOUTO, JOKOMKOTO € U3BECTHO Ha A0CTaByMKa U Npu npunaraHure
KOHLIEHTpauuMK, Aa ca KnacudvumpaHu KaTo ornacHu 3a 3apaBeTo Unv okonHaTta cpefa, aa ca PBT wnu vPvB, unu ga
ca BellecTBa, nopaxaalliy ekBuBaneHTHa crerneH Ha 6e3noKoNCTBO, UMK Aa ca ¢ onpeaerieHn rpaHnLIM Ha eKkcriosuLms
B paboTHaTa cpefa v crieqoBaTenHo Aa TpsAbea ga 6baaTt onucaHu B Tasu pasgen.

Tun
[1] BewecTBo, KnacuuumpaHo Kato onacHo 3a 3gpaBeTo 1 OKonHaTta cpefa
"paHnunTe Ha ekcnosnumusa B paboTHa cpeaa, ako MMma TakuBa, ca n3bpoerHn B Pasgen 8.

PA30EN 4: Mepku 3a nbpBa NoMoLy,

4.1 OnucaHne Ha MepKUTEe 3a NbpBa NOMOLL

an KOHTAaKT C o4unTte : HesabaBHO namuinTe ounte o6UIHO ¢ Boda kaTo oT BpeMe Ha BpemMe nopaurate
rOpHUA U OONHNA Krnenau. ﬂposepeTe 3a KOHTaKTHU newn 1 rm ceanete, ako nma
TakmBa. I'I0prceTe MeaunUunHCKa NomMoLl ako Bb3HUKHE Apa3HEeHe.

MHxanaunoHHa : N3BepeTe nocTpaganus Ha YUCT Bb3AyX U FO NOCTaBeTe B NO3MLMS, yNecHsABaLla
OuwaHeTo. lMoTbpceTe MeaMuUMHCKa NOMOLL, Npy noaBaTta Ha cumnTomu. B criyyan
Ha BOMLIBaHe Ha NPOAYKTWU OT pasnaraHe npu noxap, CUMNTOMUTE MOXe Aa ce
NPOSIBAT NO-KbCHO. Ha nuueTo, N3noxeHo Ha Bb3OEeNCTBME, MOXE [a CEe HaIOXK
Ja ocTaHe noj MeguLUUHCKo HabntogeHne 48 yaca.

Mpu KOHTAKT € KOXaTa : MNpomunte 3ambpceHaTa koxa obunHo ¢ Boga. CaneTte 3aMbpCeHOTO 06neKno n
06yBku. NoTbpceTe MeguLMHCKa MOMOLL, NpY NosiBata Ha CUMNTOMMU.
Mpwu nornblaHe : MsnnakHeTe yctata c Boga. AKO BELLEeCTBOTO GbAe NorbiHaTo v NMLUeTO,

N3NoXeHo Ha Bb3AENCTBME, € B Cb3HaHWe, AaBaiiTe My Aa Nue Marky KonmyecTea
Boga. He npeauseukeaiiTe noBpblLUaHe, OCBEH ako He € npeanMcaHo oT
MeaMUMHCKM nepcoHan. [NoTbpceTe MeauuUMHCcKa NOMOLL Npu nosiBaTa Ha
CYMMTOMM.
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PA3LEI 4: Mepku 3a nbpBa nomoLy

3awmTa Ha oKasBaluuTe : He Tpabea na ce npeanpvemart HUKaKBU AeNCTBUA, KOUTO HOCAT PUCK 3a Xopa Unu
nbpBa nomMoLy ce nposexaat 6e3 noaxoasLo obyyeHue.

4.2 Han-cblieCcTBEHU OCTPU U HacTbNBALLM crief U3BECTEH Nepuog oT BpeMe CUMNTOMU U edhekTu
NpusHaun/cuMnTOoMMU Npu usnaraHe Ha Bb3genUcTBUE HaQ AONYCTUMOTO

Mpw KOHTAKT C ounTe : Nluncea koHKpeTHa nHdopmaLms.
MUHxanaunoHHa : Jluncea KOHKpeTHa MHdopMauums.
Mpu KOHTAKT C KoXaTa : Jluncea koHKpeTHa uHdopMaLms.
Mpu nornbwaxHe : Jlnncea koHKpeTHa uHopmaLms.

4.3 Yka3aHue 3a Heo6X0AMMOCTTa OT BCAKAKBU HEOTNIOXHU MEOULMHCKU rPNXu n cneuunariHo re4vyeHue

Benexku 3a nekaps : B cnyyaii Ha BouliBaHe Ha NPOAYKTM OT pasnaraHe npuv noxap, CUMNToOMUTE MOXe
Aa ce NposiBAT NO-KbCHO. Ha nuueTo, n3noXxeHo Ha Bb3gencTeue, Moxe aa ce
HaroXu ga octaHe nog MeauLUuHCKoO HabntogeHne 48 yaca.

Cneundun4vHo neyeHue : Hsma cneumdmnyHo neyeHwne.

PA3LEN 5: NMpoTuBONoOXapHU MepKuU

5.1 NoxaporacutenHu cpeacTsBa

Moaxopawm : M3nonsBaniTe noxaporacuteneH areHT noaxoasil 3a OrbHS HAOKonMo.
noxaporacuTtesiHu

cpencTea

Henogxoaswmn : He e nseectHo.

noxxaporacuTtesnHu

cpeacTtBa

5.2 OcobeHu onacHOCTU, KOUTO NPOMU3TMYAT OT BELLECTBOTO UIM CMecTa

OnacHocTu, npousnusawm : [lpu noxap Unu HarpsiBaHe HansiraHeTo Ce MoBMULLABa U CbAbT MOXE Aa ce NPbCHE.
OT BeLecTBOTO UK

cmecTa

OnacHu npoayKTn nNpm : MNpopykTuTe OT pasnaraHeTo MOXe [a BKIYBAT CriegHTe MaTepuanu:

ropeHe BbrNepoaeH ONoKCUz

BbrepoaeH okcua
a30THKM oKcuam

5.3 CbBeTH 3a NnoxXapHMKapuTe

CneunanHu npeanasHn : Bbp3o nsonupaiite panioHa Ha aBapusiTa, KaTo n3BedeTe xopaTa OT pavioHa Ha
MEpPKM 3a noxapHukapuTte WHUMAEHTa, ako nma noxap. He Tpsabea ga ce npegnpuemat HUKaKBU AENCTBUS,
KOUTO HOCHAT PUCK 3a Xopa unu ce nposexaat 6e3 noaxoasilo obyyeHue.
CneunanHu npeanasHn : lMoxapHukapute TpsbBa Aa HOCAT NoAXoAsLLa 3aLUMTHA eKUMNUPOBKA U aBTOHOMHU
cpencTBa 3a anxatenHu anapatn (SCBA) ¢ nbnHO NOKpMBaHE Ha nuueTo, paboTeLumn B pexmm Ha
noxapHukapute nonoXxuTenHo HanaraHe. OBGRekno 3a NoXxapHUKapy (BKIMIOYUTENHO KacKu, 3alUTHN

BoTywn 1 pbkaBMLUM) CbOTBETCTBALLO Ha eBponencku ctangapT EN 469 ocurypsisa
OCHOBHO HMBO Ha 3aliuTa Npyv XUMUYECKN MHLMOEHTW.
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PA3OEJ 6: Mepku npn aBapMnuHO U3nycKkaHe

6.1 JluuHmn npeanasHu MepKu, NpeanasHu cpeacTBa U npoueaypy Npy CneLHn criyvyam

3a nepcoHan, KOWTo He : He Tps6ea aa ce npeanpuemat HVUKaKBU AEUCTBUS, KOUTO HOCAT PUCK 3a XOpa UIu
OTroBapsi 3a CreLHu ce npoeexaat 6e3 noaxoasilo obyyeHne. EBakynpaiite okonHuTe 30HM. He
cnyyau no3BoNsBanTe Ha Xopa OT NepcoHarna, HeaHraxupaHy ¢ OTCTpaHsABaHeTo Ha

aBapusaTa 1 He3alUMTeHW cpeLly BpedHUTe Bb3AeWCTBUSA, Aa HaBNM3aT B 30HaTa Ha
3ambpcsiBaHe. He gokocBaiTe 1 He MMHaBaliTe Npes pascunaH matepuarn.
CnoxeTe NoAxoAsaLLM NMYHX NpeanasHyu cpeacTsa.

3a nuuarta, oTrOBOPHMU 3a : AKo npv oBnagsBaHeETO Ha pasnuBa Ce Hanara HOCEHeTO Ha crneunanMampaHo

cneLHu crnyyam obnekno, pasrneganTte BHUMaTENHO MHpopMaumsTa B pa3gen 8 3a noaxogsm v
Henoaxoadawm matepuann. BuxTte n nHgopmauuata B Yactta "3a nepcoHan, KOnTo
He OTroBaps 3a CreLHu cnyyan”.

6.2 NpennasHu Mepku 3a : WN3bareanTe pasnpbCKkBAHETO N OTTUYAHETO Ha pa3cunaH MmaTtepuan, Kakto u
ona3sBaHe Ha OKOoJHaTa HEeroBmMsa KOHTaKT C NoyBaTta, BOAHMUTE NbTULA U KaHanusauuaTa. VHdopmupante
cpena CbOTBETHUTE CNY>XOM, ako NPOAYKTLT NPUYNHU 3aMbpcsiBaHe (Ha OTBOAHM KaHanwu,

BOOOMNPOBOAU, NOYBA UMW Bb3OyX).

6.3 Metoan u mMaTepuanu 3a orpaHm4yaBaHe u no4YyncTtBaHe

Mantbk pascun : CnpeTe M3TU4YaHeTo, ako HAMa puUck. MaMmecTeTe KOHTeMHepuTe OT MSICTOTO Ha
pascuneaHeTo. PaspepgeTe ¢ Boaa 1 noAcylleTe, ako e Bogopasteopumo. Kato
anTepHaTVBa, UMM ako e BoAoHepasTBoOpUMO, abcopbupaiiTe ¢ MHEPTEH CyX
maTtepuan v noctaBeTe B NOAXOAsLL KOHTEMHEP 3a TpeTupaHe Ha oTnagbkK.
MN3xBbprsHeTo Ha NpoaykTa TpsibBa Aa ce M3BbpLUBA Ypes NMUeH3MpaHa dupma 3a
TpeTupaHe Ha XUMUYHU OThnaabLM.

Fonsam pascun : CnpeTte n3tnyaHeTo, ako HMa puck. MamecTteTe KOHTeHepuTe OT MACTOTO Ha
pa3cuneaHeTo. [a He ce gonycka nonagaHe B KaHanusauws, Bo4oNpoBosd, MaseTa
Unn 3aTBopeHun nomelleHns. OTMuUTe pasnuea KbM NpevmcTBaTenHa cCTaHums unm
AencTBanTe No cnegHusa HaunH. PasnueuTe Aa ce nonueat C HEropumu
abcopbuvpalum maTepuanu Kato NSAChK, NPbCT, BEPMUKYNUT, AMaTOMUT, Aa ce
cbbupat n cbxpaHABaT B KOHTENHepW 3a nocnensallo U3XBbPIisiHE, CbrNacHo
MecTHUTe pasnopenbu. N3xBbpnaHeTo Ha npoaykTa Tpsbsa Aa ce M3BbpLUBaA Ypes3
nvueH3vpaHa hupmMa 3a TpeTMpaHe Ha XMMUYHW OTnaabLw.

6.4 NMo3oBaBaHe Ha apyru : BwxTe pasgen 1 3a KOHTaKTU B Cryyan Ha CMeLLHOCT.

pasgenu BwxTe pasgen 8 3a nHdopmaLmsa 3a noaxoasawmuTe nNuyYHN npeanasHyu cpeacTaa.
BwxTe pasgen 13 3a gonbnHUTENHa MHOpMaLMS 3a HAYMHUTE Ha TpeTUpaHe Ha
oTnagbuw.

PA3[LEN 7: PaboTta u cbxpaHeHue

NHdbopMaumaTa B TO3M pasaen cbabpXa 06l CbBET U HACOKU. 33 BCUYKW HaNMYHW JaHHU, CBbP3aHn CbC
cneunduyHn ynotpebu, NpeaBuaeHN B cLeHapus (CLeHapu1Te) Ha ekcrnosnums, cneasa aa 6bae pasrnenaH CincbKbT
C uaeHTUdUUMpaHnTe ynoTpebu B pasaen 1.

7.1 NMpeana3Hn Mepku 3a 6e3onacHa paboTta

3aWmnTHU MepKn : lMocTaBeTe noaxoaswm NMYHKN NpeanasHu cpeacTaa (BX. Pasgen 8).
CbBeTu no obwa : fApeHeTo, nueHeTo 1 nyweHeTo Tpabea aa 6baaT 3abpaHeHn B 30HaTa, KbaeTo ce
npodecroHanHa xurueHa paboTu, cbxpaHsiBa 1 obpaboTBa matepuana. PaboTHuumTe Tpsbea aa muaTt

pbLUETE M NULETO CU NPean XpaHeHe, NeHe U nylweHe. CeaneTte 3aMbpCEHOTO
06nekno 1 NpegnasHWTe CpeacTBa, NPeau Aa BreseTe B MecTa 3a xpaHeHe. BuxTe
CbLUO pasgen 8 3a 4OMbIHUTENHa UHOPMALMS 38 XUTUEHHUTE MEPKN.

7.2 YcnoBusa 3a 6e3onacHo CbXpaHABaHe, BKITIOYNTEeJNITHO HeCbBMEeCTUMOCTU
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PA3[LEN 7: PaboTta u cbxpaHeHue

CobxpaHsiBariTe B criegHust TemnepaTtypeH gvanasoH: 2 3a 8°C (35,6 3a 46,4°F). [da ce cbxpaHsiBa CbInacHoO C
MecTHWUTe pa3nopenbu. [la ce cbxpaHsiBa B OpUrMHaneH KOHTenHep, 3alWwuTeH OT AUPEKTHa ClbHYeBa CBETMHA, Ha
CyX0, XMnagHo 1 Jo6pe NpoBeTPMBO MSACTO, Jareye oT HeCbBMeCTMU MaTepuanu (Bx. Pasgen 10), xpaHa u HanuTkw.
CbxpaHsBanTe KOHTeNHepa NMbTHO 3aTBOPEH M 3anevaTaH, AoKaTo CTaHeTe roTOBM 3a M3MON3BaHETO My.
KoHTenHepute, kKouUTO ca 6unm otBapsaHun, TpsabBa BHMMAaTENHO Aa Ce 3anevaTtaT OTHOBO M Aa Ce CbXpaHsiBaT B
n3npaBeHo MoroXeHve, 3a Aa He ce gonycHe pasnue. [a He ce cbxpaHsBa B KOHTenHepu 6e3 obo3HaveHus. [a ce
n3nonssa NoaxodsLy cbA, 3a Aa ce usberHe sambpcsiBaHe Ha okonHata cpega. lpeam pabota nnu ynotpeba, Buxre
pa3gen 10 3a HeCbBMECTUMM MaTepuanm.

7.3 Cneundmyna(m) kpanHa(m) ynotpeba(u)
Mpenopbku : Hswma Ha pasnonoxeHwe.

CneuundmyHu pewenns 3a : Hsima Ha pasnonoxeHue.
MHOYCTPUAanHUs CeKTop

PA3LEN 8: KoHTpon Ha ekcno3MuuaTa/NnMyYHn npeanasHu cpeactea

3a BCUYKM Hann4yHU JaHHW, CBbP3aHu CbC crneumduyHm ynoTpebu, npeasuaeHun B cleHapus (cueHapunTe) Ha
ekcnosuuus, cneasa Aa 6bAe pasrnenaH CrUCbKbT C UaeHTUdMUMpaHuTe ynoTpebu B pasgen 1.

8.1 NMNapameTpu Ha KOHTpoOnN

CpaHuum Ha ekcno3uums B paGoTHa cpena
Hama n3BecTHa rpaHMYHa CTOMHOCT Ha eKCno3nuus.

MHpekcu Ha GuonornyHa ekcnosuums
No exposure indices known.

MpenopbunTenHn : [a ce Hanpaswu crnpaBka CbC CTaHO4APTU 38 MOHUTOPWHT KaTo cnegHuTe:

npouenypu 3a MOHUTOPUHT Esponeticku ctaHgapT EN 689 (Bb3ayx Ha paboTHOTO MACTO - PBKOBOACTBO 3a
OLEeHKa Ha eKkcrnosunumsaTa npy BaMWBaHe Ha XMMWYHW areHTu 3a cpaBHsABaHe C
rPaHWYHN CTOMHOCTM U CTpaTerusi 3a nusmepsaHe) EBponenicku ctangapt EN 14042
(Bb3gyx Ha paboTHOTO MACTO - PbKOBOACTBO 3a NPUMOXEHUE U N3MNON3BaHe Ha
npouenypv 3a OLeHsIBaHe U3naraHeTo Ha Bb34eNCTBME Ha XMMUYHM U BUONOTNYHN
areHTn) Esponewnckn ctaHaapT EN 482 (Bbv3ayx Ha paBoTHOTO MSCTO - OCHOBHM
N3MCKBaHUS NPY U3MbJIHEHWETO Ha NPoLeAypU 38 U3MEPBaHEe Ha XMMUYHU areHTm)
LLle ce u3nckBa CbLLO U NO30BaBaHe Ha HaLMOHanHUTe agMUHUCTPaTUBHU
OOKYMEHTMN 3a MeToauTe 3a onpegensiHe Ha onacHUTe BeLlecTBa.

DNELs/DMELs
Hsima DNELs/DMELSs.

PNECs
Hama Hanudnu PNEC.

8.2 KoHTpon Ha ekcno3uuyusTa

Moaxopsw UHXXeHepeH : [Oobpara oblia BeHTMNaLMA TpsabBa Aa e AocTaTbyHa 3a Aa KOHTponupa
KOHTpOn ekcrnosuumaTa Ha paboTHVKa Ha BpedHW BeLLecTBa BbB Bbaayxa.

MHQMBMQ!GHHM MEepKH/ 3a 3aluuTta

XurneHHu mepkm : NamuBawnTe ctapaTenHo pbueTe 40 Naktute n nuueTo cned 6opaBeHeTo ¢
XUMWUYECKM NPOAYKTU, Mpean XpaHeHe, NyLleHe 1 U3MNon3BaHe Ha ToarneTHa, KakTo u
B Kpasi Ha paboTHWMA AeH. 3a cBansiHeTO Ha NOTEHLUMaNHO 3aMbpCeHOTO 06Nekno
TpsibBa Aa ce M3Non3BaT CbOTBETHN MeTOANKU. MN3nepeTe 3aMbpceHOTO 0bMnekno
npeau nosTopHa ynotpeba. OcurypeTe NyHKTOBE 3a U3MMBAHE Ha OuUTE U OyLIOBe
B 6nnsocTt oo paboTHaTta nnowagka.
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PA3EJ 8: KoHTpon Ha ekcno3uuuAaTa/NIM4HN npeana3Hu cpeacTBa

3awmTta Ha ouuTe/nuueTo

3awuTta Ha KoxaTta
3awmTta Ha pbueTe

3awumTa Ha TAnoTo

.U,pyra 3aluTa Ha KoxXaTta

3awmTa Ha guxaTtenHute
nbTULWA

KoHTpon Ha
eKkcno3uuusitTa Ha
OKomnHaTta cpeaa

KoraTo oueHkaTa Ha p1cka Noka3Ba, 4Ye e Heobxoanmo ada ce nsbsarea nsnaraHeTo
Ha NPBCKU TEYHOCT, N3NapeHusi, ra3oBe UNu npax, cneasa Aa ce HOCAT NpeanasHu
oymna, OTroBapsim Ha ogobpeHnTe cTaHgapTU. AKO € Bb3MOXEH KOHTaKT, TpabBa
[a ce HoCW criedHaTa 3aluMTa, OCBEH aKO OLleHKaTa He M3NCKBa No-BUCOKa CTENEH
Ha 3aluMTa: 3aWuTHM OYMna CbC CTpPaHMYHM ekpaHn. [penopbyBa ce: MNMnbTHO
3aTBopeHu ovnna crnoped EN 166.

KoraTo oueHkaTa Ha pucka Noka3Ba, 4ye e Heobxoanmo, TpsibBa fa ce HOCAT
OTroBapsiLLy Ha ogobpeHnTe cTaHOapPTU XUMUYECKM YCTONYMBU UMMNPErHUPaHN
pbKaBULM MPU BCUYKN Clydam Ha paboTa ¢ XMMMUYeckn npogyktu. Hag 8 yaca
(Bpeme Ha npobue): 3almTHU pbKaBmLm cbrnacHo EN 374.

JInuHuTe npeanasHm cpeacTBa TpsabBa ga ce n3bupar cnopeq usBbpLuBaHaTa
OENHOCT 1 BEPOSTHUTE puUckoBe 1 Tpsabea fa 6baaT oaobpeHun oT cneumnannct
npeau paboTa ¢ TO3n MPOAYKT.

N36upaHeTo Ha noaxoasium obyBKU M BCUYKM LOMBIHUTENHM MEPKM 3a 3alymTa Ha
koxaTa TpsibBa Aa ce u3BbPLUM Ha 6asaTa Ha M3nNblHABaHaTa 3ajaya u
CBbp3aHuUTE puUCKoBe U cneaga Aa 6bae ogobpeHo oT cneumanuct npeaum pabota ¢
TO3M NPOAYKT.

Ha 6a3a Ha pucka 1 noteHumMarna 3a ekcnosuuus, nsdepeTe rasoBa Macka, KosiTo
Aa OTroBapsi Ha CbOTBETHUSI CTaHOAPT Unn cepTudukaums. FasoButTe macku
TpsibBa Aa 6baaT u3nonsBaHu criopes NporpaMara 3a 3aluTa Ha auxaTenHuTe
nbTULA, 32 Aa Ce rapaHTMpa NpaBuUITHO NOCTaBsHE, 00yYEeHMEe 1 OPYTN BaXKHU
acnekTn Ha ynoTtpebaTta. [NpenopbyBa ce: KomGuHMpaHo hmnTbpHO YCTPONCTBO
cbrnacHo EN 14387.

Emucunte oT BeHTUNaumsaTa unm ot paboTHOTO obopyaBaHe Tpsbea aa 6baar
npoBepsiBaHN 3a CbOTBETCTBMETO MM CbC 3aKOHOAdaTenHMTe pasnopendu 3a
onasBaHe Ha oKornHaTta cpefa. B Hsikom cnyyaum we ca Heobxoammm ckpybepw,
GuUNTpY Nnn TexHmdeckn nogobpeHnst Ha paboTHOTO obopyaBaHe 3a HamansiBaHe
Ha eMucuuTe 4O NPUEMIINBU HMBA.

PA3OEJ 9: ®u3n4yHM n XMmMnU4HU CBOUCTBA

Ycnosusita 3a usmepBaHe Ha BCUYKM CBOWCTBA ca NpW CTaHAapTHa TemnepaTtypa v HansaraHe, OCBEH ako He e

NOCO4YeHO Apyro.

9.1 UHdhpopmaumusa OTHOCHO OCHOBHUTE (PM3UYHU U XMMUYHU CBOUCTBA

BbHLWEH BUO
ArperaTHoO cbCTOsIHUe

LUBaT
Mupuc
MpaHuua Ha Mupuca

Touka Ha ToneHe/To4ka Ha
3aMmpb3BaHe

Touka Ha KuneHe m UHTEepBan
Ha KuneHe

3ananumocTt

HonHa n ropHa rpaHuua Ha
€KCMNJIO3UBHOCT

Touyka Ha Bb3nsiaMmeHsiBaHe

Temnepatypa Ha
camo3ananBaHe

TemnepaTypa Ha pa3naraHe

TeuHocT. [cnabo onanecLeHTeH]
BesuBeTeH 0o KadeHnkaB

bes mupuc.

Hsima Ha pasnonoxeHue.

Hsima Ha pa3nonoxeHue.

Hama Ha pasnorioxeHune.

Hesananum.
Mpwn noxap pasnaraHeTo MOXe Aa Aosene A0 nosflydaBaHe Ha TOKCUYHU rasose/
napu.

Hama Ha pasnorioxXeHune.

Hama Ha pa3norioxXeHune.
Hama Ha pasnornoxeHune.

Hama Ha pasnorioxeHune.
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PA3OEJ 9: ®u3an4yHm n

XUMUYHU CBOUCTBA

pH 7,35 3a 8,35
Buckosutet Hsima Ha pasnonoxeHue.
PasTBopumocT(n)

Cpencteo Pesyntart

cTyaeHa Boga
ropelia soga

JlecHo pasTtBOpuM
NecHo pasTBOpUM

Pa3TBOpVI MOCT BbB BOoga

Moxe ga ce cmecBa ¢ Boga

KoedomumeHT Ha
pasnpegeneHue: n-oktaHon/
BoAa

HansraHe Ha napuTe
OTHOCUTeNHa NNbTHOCT
MnbTHOCT

MnbTHOCT Ha napuTe
Ekcnno3mBHU cBOUCTBA
Okcunagupalym cBomucTBa

XapaKTepucTUKK Ha YacTuumuTe
CpepeH pasMep Ha YacTULuTe

Hama Ha pa3norioxXeHune.

: [Oa.

Henpunoxumo.

Hama Ha pasnonoxeHue.
Hama Ha pasnonoxeHue.
1,026 r/cm® [20°C (68°F)]
Hsima Ha pasnonoxeHue.
Hsama Ha pasnonoxeHue.
Hsama Ha pasnonoxeHue.

Henpunoxumo.

PA3LOEN 10: CtabuUnNHOCT 1 peakTUBHOCT

10.1 PeaktTBHOCT

10.2 Xumu4Ha ctabunHoct

10.3 Bb3MOXHOCT 3a
OonacHu peakuum

10.4 YcnoBus, KOUTO
TpsibBa Aa ce nsdAaArear

10.5 HecbBMecTUMHU
MaTtepuanu

Opyra naucdopmauus

10.6 OnacHu NpoAyKTU Ha
pasnagaHe

Hama HanuyHu KOHKPETHU OaHHU OT U3nnTBaHuaA, CBbp3aHn C peakTUBHOCTTa Ha
TO3U NPOAYKT U HEFoBUTE CbCTaBKWU.

MpoaykTsT € cTabuneH.

npl/l HOpMarnHu ycnosua Ha CbXpaHeHue n yn0TpeGa HAMa Aa nMa onacHu peakuun.

Jluncea KoHkpeTHa MHgopmaLms.

: Jluncea KoHkpeTHa MHdopMauums.

PeaktnBocnocobeH nnn HeCLBMECTUM CbC CreaHuTe mMaTtepuanu: KncenmHn n
OCHOBMW.

Mpv HopMarHKW YCnoBus Ha CbXpaHeHne U ynoTpeba He TpsibBa Aa ce obpasysar
onacHuW pasnagHv NpoayKTy.
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PA3LEN 11: TokcukonornyHa uHgpopmaums

11.1 Uncpopmanuma 3a knacoBeTe Ha ONACHOCT, KakTo ca onpeaeneHu B PernameHT (EC) 1272/2008
OcTpa TOKCUYHOCT
3aknrouyeHne/O606LWeHne : Hsama Ha pa3nonoxeHue.

OueHKMN Ha ocTpaTa TOKCUYHOCT
N/A
Bb3naneHue/Koposus

HanmeHoBaHue Ha Pesynrtart Bua(oBe) |OueHka| Excnosunuusa| HabnogeHue
BellecTBOoTO/Npenapara

trometamol Koxa - YmMepeHo apasHely 3aek - 25 Percent -
Koxa - YmMepeHo apasHely >KeHa - 1 Percent -
Koxa - CunHo gpasHeLy or 3aek - 500 -
CwvineH gpasnHuTen milligrams

3aknrouyeHne/O606LwWeHne : Hama Ha pasnonoxeHue.

ceHcubunusaums

3aknoyeHne/ObobweHne : Hsama Ha pasnonoxeHwue.

MyTtareHHocT

3aknoyeHne/Ob6o6wWweHne : Hama Ha pasnonoxeHwue.

KaHueporeHHOCT

3akntoyeHne/ObobweHne : Hama Ha pasnonoxeHue.

PenpoaykTvBHa TOKCUYHOCT

3aknroueHne/O606wWweHne : Hama Ha pasnornoxeHue.

TepaToreHHOCT

3aknroueHne/O606wWweHne : Hama Ha pasnornoxeHue.

CTOO (cneuncunyHa TOKCUYHOCT 3a onpeaesnieHn opraHu) — eAHOKpaTHa eKcno3vumsa

Hama Ha pa3nonoXxeHune.

CTOO (cneunduryHa TOKCUYHOCT 3a onpeaesieHN opraH1) — NOoBTapsLla ce eKcnosuuus

Hama Ha pa3nonoXxXeHune.

OnacHoCT npu BAUWIBaHE
Hsima Ha pasnonoxeHue.

UHdopmayma oTHOCHO : Hsima Ha pasnonoxeHue.

BEPOATHUTE NbTULLA Ha

ekcno3uuums

MoTeHumanHu akyTHU ePeKTN BbPXY 34PaBeTo
Mpu KOHTAKT Cc ounTe : He ca nu3BecTHM 3HaYUTENHN ePEKTU UIN KPUTUYHM ONACHOCTW.
MHxanaunoHHa : He ca nu3BecTHM 3HaYUTENHN ePEKTU UIN KPUTUYHM ONACHOCTW.
Mpu KOHTAKT € KOXaTa : He ca u3BecTHM 3HaUMTENHN €PEKTU UMK KPUTUYHM ONACHOCTH.
Mpw nornblaHe : He ca nu3BecTHM 3HaUUTENHN ePEKTUN NN KPUTUYHM ONACHOCTW.

CMMnTOMVI, CBbp3aHu € QVBVI‘-IHVITG, XUMUYHNTE U TOKCUKOJTOTMYHUTE XapPaKTePUCTUKAN

Mpu KOHTAKT c ounTe : Jluncea KOHKpeTHa MHOopMaLUus.

WUHxanaunoHHa : JInncea KOHKpeTHa MHAdopMaLms.

Mpu KOHTAKT € KOXaTa : Jluncea koHKpeTHa uHopmMaLms.

Mpwu nornbliaHe : Jluncsa KOHKpeTHa nHdopMaum4.
Oata Ha nspgaBaHe/[Jarta Ha 1 09/06/2023 9/14
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PA3OEJ 11: Tokcukonorn4yHa nHopmauums

HactbnBawwv cnen usBecteH nepuon oT BpemMe U HenocpeacrBeHu e@eKTVI, KaKTO U XPOHUYHU NocrieaACTBUA
oT KQaTKOTQaﬁHa n g'bnromaﬁl-la eKcnosuuus

KpaTkoTpaliHo usnaraHe
MoTeHuuanHu He3abaBHU : Hama Ha pasnonoxeHue.
echekTn

MoTeHunanHu 3akbcHenu : Hama Ha pa3nonoxeHue.
echekTn

Obn I'OTpal;'lHO n3naraHe

MoTeHunanHu He3abaBHM : Hama Ha pasnonoxeHue.
echekTn

MoTeHuuanHu 3akbcHenu : Hama Ha pasnonoxeHue.
echekTn

MoTeHUManNnHU XpoHNYHU echeKTN BLPXY 3ApaBeTo
Hama Ha pa3nonoXxeHune.

3aknrouyeHne/O606wWeHne : Hama Ha pasnornoxeHuve.

O6wu : He ca n3BeCcTHU 3HAYNTENHN ePEKTN NN KPUTUYHN OMACHOCTU.
KaHueporeHHocT : He ca u3sBecTHM 3HaUMTENHN €PEKTU UK KPUTUYHM ONACHOCTH.
MyTareHHoCT : He ca n3BeCTHU 3Ha4YUTENHN ePEKTU NN KPUTUYHN ONACHOCTU.
PenpoayktuBHa : He ca n3BeCTHU 3HAYUTENHN ePEKTN UIN KPUTUYHMN OMACHOCTU.
TOKCUYHOCT

11.2 UHcbopmaLmsa 3a Apyrm onacHoCTH
11.2.1 CBoicTBa, HapywaBaly (pyHKLMUTEe Ha eHOOKPUHHaTa cuctema
Hsima Ha pa3snonoxeHue.
11.2.2 [ipyra nHdopmauusa
Hsima Ha pa3snonoxeHue.

PA3LEN 12: EkonornyHa uHgopmauums

12.1 TokcuyHocT
3akntouyeHne/O606wWweHne : Hawma Ha pasnosnoxeHue.

12.2 YcTOMuYMBOCT U pa3rpagumMmocTt
3akntouyeHne/O6o06LWeHne : Hsima Ha pasnonoxeHue.

12.3 Bnoakymynupaila cnoco6HocT
Hsima Ha pa3nonoxeHue.

12.4 NMpeHocumocCT B noyBaTa

KoeduuueHT 3a : Hama Ha pasnonoxeHue.
pasgensHe nouyBa/Boga (K

oc)

MoaBwxHoCT : Hama Ha pasnonoxeHue.

12.5 PeaynTtaTtu ot oueHkaTta Ha PBT u vPvB

Tasn cMec He cbabpXa BeLLecTBa, 3a KOUTO ce cunTa, ve ca YBAT (ycTonunsu, Buoakymynupaiiy u TOKCUYHKW) Uu
MYMBA (MHOro ycTOn4MBK, MHOTO Broakymynupatim).
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PA3OEN 12: EkonornyHa nHdopmauumsa

12.6 CBoucTBa, HapywaBalwwm pyHKLUUTE Ha eHOOKPUHHATa cuctema
Hsama Ha pasnonoxeHue.

12.7 Opyrmn HeGnaronpuaTHU echekTn
He ca n3BeCTHM 3HaYUTENHN ehekTn NN KPUTUYHN OMACHOCTMU.

PA3OEJ 13: O6e3BpexaaHe Ha oTnagbLUTe

WHdopmaumsita B TO3M pasgen cbabpxka 06LWM CbBETU U HACOKM. 3a BCUYKU HANUYHWU AaHHWU, CBbP3aHn CbC
crneumdpuyHmn ynotpebu, npeaBmaeHn B CLeHapus (CueHapumTe) Ha ekcnosuums, crnefBa Aa 6bae pasrnegaH CncbKbT
C nageHTuduumpaHmTe ynotpebu B pasgen 1.

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU

Mpoaykr
MeToaw 3a TpeTupaHe : OtgensHeTo Ha oTnagbum cneaea Aa ce u3bsarea N MMHUMU3MPa HaBCSAKbAE,
KbOETO € Bb3MOXHO. VI3XBbpnsiHETO Ha TO3W NPOAYKT, HErOBUTE Pa3TBOPK U
CbMbTCTBALLM NPOAYKTM TpsOBa BUHArM Aa CbOTBETCTBA Ha U3MCKBaHMATA 3a
onasBaHe Ha OKoJfiHaTa cpea, 3aKOHO4ATeNCTBOTO 3a U3XBbPsiHE Ha OTNaabLUy U
BCWYKM U3NCKBAHMS HA MECTHUTE BNacTu. M3XBBbprsHETO Ha U3MULLHK U
Henoanexalum Ha peLunKnupaHe npoaykTy Tpsabsa Aa ce M3BbpLUBA Ypes
nuueH3npaHa upMa 3a TpeTMpaHe Ha XMMUYHM oTnaabun. OTnagbkbT He Tpsibea
Aa Obae U3XBbPMSH B kKaHaNM3aumsaTa HeTpeTMpaH, OCBEH ako HaMbITHO He
OTroBapsi Ha U3UCKBAHMSATA HA BCUYKM KOMMNETEHTHU OpraHu.
OnaceH oTnagbk : Cnopepg HacTosAWwmTe NO3HAHMA Ha 4OCTaBYMKa, NPOAYKTHT HE Ce cYMTa 3a onaceH
oTnagbk cbrnacHo EU Oupektusa 2008/98/EK.
OnakoBaHe
MeToau 3a TpeTupaHe : OTmensiHeTo Ha oTnagbuM cnefBa ga ce u3bsarea unm MMHUMU3Mpa HaBCsKbAE,
KbOeTo e Bb3MOoXxHOo. OTnagbuuTe OT OMakoBKW criedBa Aa ce peumknupar.
OcBoboxaaBaHeTo Ypes u3rapsiHe Unu AenoHMpaHe crneaga Aa ce B3eMe nopg,
BHMMaHWe camo ako PeLUKIMpaHeTo € HEBb3MOXHO.
CneumanHu npeanasHu : Tosn maTepuan v HeroBaTa onakoBka a ce TpeTupaT no 6e3onaceH HauuH.
MepKu lMpasHWTe KOHTEHepU U 06NMLIOBKM MoraT Aa 3aAbpXKaT U3BECTHM ocTaTbLUy OT

npoaykra. N3barearite pa3npbCKBAHETO N OTTUYAHETO Ha pa3cunaH Mmatepuan,
KakTO U HEeroBma KOHTAKT C no4yBaTa, BOAHUTE NbTULLA U KaHanNn3aunaTta.

PA3OEN 14: UHcdhopmaumua OTHOCHO TPpaHCNOPTUPAHETO

ADR/RID ADN IMDG IATA

14.1 Homep no HeperynupaH. HeperynupaH. HeperynupaH. HeperynupaH.
cnucbka Ha OOH
wnu
naeHTMPUKaLMoHeH
HOoMep

14.2 To4yHO Ha - - - -
HauMeHoBaHMe Ha
npartkaTa no
cnucbka Ha OOH

14.3 Knac(oBe) Ha
OMacHoCT npwm
TpaHcnopTupaHe
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PA3OEN 14: UHcdhopmauma OTHOCHO TpaHCNOPTUPAHETO

14.4 OnakoBbyHa |- - - -
rpyna

14.5 OnacHocTH He. He. He. He.
3a OKOJlHaTa cpeja

14.6 CneunanHu npegnasHn : TpaHcnopTupaHe B paMKUTe Ha TepUTOPUATA Ha NOTpebuTens: BMHarm

MepKu 3a noTpeburtenure TpaHCMopTMpanTe B 3aTBOPEHN KOHTENHEPU, KOUTO Ca N3NpaBeHn u 0be3onaceHu.
YBepeTe ce, 4Ye nuuata, npeHacsLwm NpoaykTa, 3HaaT kakso Tpsabsa fa npaBAaT B
cryyan Ha MHUMOEHT Unv pascuneaHe.

14.7 Mopcku TpaHcnopT Ha : HsAMa Ha pasnonoXxeHue.
TOBapu B HACUMHO

CBbCTOSIHME CbITacHo

MHCTPYMEHTU Ha

MexayHapoaHaTa Mopcka

opraHusauus

PA30EJ 15: UHcpopmauma OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneuundcunyHmM 3a BeWECTBOTO UM CMecTa HOpMaTUBHa ypenba/3akoHoJaTesIcCTBO OTHOCHO
6e3onacHocTTa, 34paBeTo U OKoJIHaTa cpeaa

EC PernameHT (EO) Ne 1907/2006 (REACH)
Mpunoxernue XIV - CnuchbK Ha BelwecTBaTa, NpeaMeT Ha paspelueHue

MNpunoxexnue XIV
HWTO eQuH OT KOMMOHEHTUTE HE € PErNCTPUpPaH.

BellecTBa, npeaAn3BUKBaLLN CEPUO3HO 6e3NOKONCTBO
HWTO eguH OT KOMNOHEHTUTE HE € PerncTpmpaH.

MpunoxeHune XVII - : Henpunoxwumo.
OrpaHunyeHus 3a

Npou3BOACTBOTO,

nycKkaHeTo Ha nasapa u

ynortpeb6ara Ha

onpeaeneHn onacHu

BellecTBa, CMecu 1

usgenus

Opyru EU pasnopenbu

Emucuunte ot : He e peructpupaH
NpPoOMMULLNIEHOCTTA

(komMnnekcHo

npeaoTBpaTABaHe U

KOHTpPOJ Ha

3aMbpCABAHETO) -

Bb3ayx

Emucuure ot : He e peructpupaH
npoMuLLNIEHOCTTa

(komnnekcHo

npeaoTBpaTABaHe U

KOHTpPON Ha

3ambpcsaBaHeTo) - Bopa

O3oHopaspyuwaBauim BeulectBa (1005/2009/EC
He e pernctpupaH.
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PA30EJ 15: UHcpopmauma OTHOCHO HOpMaTUBHaTa ypeaba

MpenBaputenHo uHcgopmupaHo cwrnacue (Prior Informed Consent. PIC) (649/2012/EC)

He e peructpupaH.

YcTonunsu OpraHnyHu saMbpcuTenu
He e pernctpupaH.

Oupektua CeBe3o
To3an npogykT He ce koHTponupa no dupektnea Ceseso.
MexayHapoaHu pasnopeabu

Tabnu4yuum cnucbum |, Il n lll Ha xumnyecknTe BewecTBa KbM KOHBEHUMATA 32 XUMUYECKUTE OPBKUA
He e pernctpupaH.

MoHpeancku npoTokon
He e pernctpupaH.

CTOKXONMCKa KOHBEHUUSA 32 YCTOMYUBUTE OPraHMYHU 3aMbpcUTenu
He e peructpupaH.

PoTepaamckaTta KOHBEHLIUA OTHOCHO NpeaBapuTenHo o6ocHoBaHoTo chriacue (PIC
He e peructpupaH.

MpoTtokon Ha UKE Ha OOH Aarhus 3a ycTon4ymBuTe OPraHUyHu 3aMbpPCUTENN U TEXKKW MeTanu
He e pernctpupaH.

Onuc
ABcTpanus : Bcuukn KOMMNOHEHTU Ca pPerMcTpupaHn Unm UKMKYEHN.
Kanapa : BCKYKM KOMNOHEHTM Ca perncTpmpaHy U U3KINKYeHU.
Kutan : Bcuuku KOMMNOHEHTU Ca PErMcTpupaHn Unm U3KMYEHN.
EBpa3suncku : HanuuyHocTu Ha Pyckarta cdenepauus: He e onpeaeneHo.
MKOHOMMWYECKMN CbIO3
AnoHus : flnoHckm pernctbp (CSCL): Becrykn KOMNOHEHTM ca permcTpupaHy unm
N3KITIOYEHMN.
fAnoHcku pernctbp (ISHL): He e onpeneneHo.
HoBa 3enangus : Bcuukun KOMMNOHEHTU Ca perucTpupaHn Unm U3KMYeHN.
dununuHn : Bcuukun KOMMNOHEHTU Ca perMcTpupaHn Unm U3KMYeH .
Peny6nuka Kopes : BcKYKknM KOMNOHEHTN Ca perncTpupaHn Unm N3KMKYEHM.
TanBaH : He e onpepeneHo.
TannaHpg, : He e onpeaeneHo.
Typuus : He e onpegeneHo.
CALL : He e onpepeneHo.
BueTtHam : He e onpegeneHo.
15.2 OueHka Ha : Henpwunoxumo.

6e3onacHOCTTa HA XUMUYHO
BelwecTBO UMK CMeC
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PA3EJ 16: Opyra nncgpopmauumsa

KomeHTapu Bbpxy : Hoe cdopmynsap Ha MSDS.
u3gaHueTo

V' Mokassa I/IHCbOpMaLI,VIFl, KOATO € NpOMeHEeHa CcnpAamMo npeauiliHaTta n3gageHa sepcus.

CbKpalleHUsA U aKpOHUMM : ATE = OueHka Ha ocTpaTta TOKCU4HOCT
CLP = PernameHT 3a knacudpuumpaHeTo, ETUKETUPAHETO M ONaKOBaAHETO
[PernamenT (EO) Ne1272/2008]
DMEL = N34yncneHo HMBO C MUHUManeH edekT
DNEL = MN34ncneHo HMBO 6e3 edoekT
EUH statement = CLP npegynpexaeHue 3a cneundunyHa onacHocT
N/A = Hama Ha pasnonoxeHue
PBT = YcTonunBo, 6uoakymynupailo U TOKCUYHO
PNEC = N3uncneHa koHueHTpaumst 6e3 edekr
RRN = PeructpaumoHeH Homep cbrinacHo REACH
SGG = CerperaunoHHa rpyna
vPVvB = MHOro ycTonimBo n MHOro 6noakymynupalto

Mpoue a, U3nons3BaHa 3a knacuduumpaHe B croTBeTcTBUEe ¢ PernameHT (EO) Ne 1272/2008 [CLP/GHS
He e knacuduumpaH.

[MbneH TeKCT Ha cbKpaTeHute H-uspasu

H315 MNpeounsBukBa gpasHeEHe Ha Koxara.
H319 [NpeounsBukBa Cepno3HO ApasHEHe Ha ouunTe.

MbneH TekcT Ha knacudmkaumurte [CLP/GHS]

Eye Irrit. 2 CEPMO3HO YBPEXOAHE/OPA3SHEHE HA OYUTE - Kateropus 2
Skin Irrit. 2 KOPO3UA/OPASHEHE HA KOXXATA - KaTteropusi 2
[OaTta Ha oTnevyaTBaHe : 15/06/2023

Oata Ha nspaBaHe/ JataHa : 09/06/2023
npepasrnexagaHe

[arta Ha npegUWHOTO : Hama npeawnwiHo yTBbpXaaBaHe
u3gaHue

Bepcus : 3
Benexka 3a uutarensa

[ OKONKOTO HU € N3BeCTHO, m-ld)opmau,vaa, CbhbAbpiKalla ce TyK, e TOYHa. B'bnpeKM TOBa, HUTO CNMOMEeHaTUAT
no-rope AoctaB4YuK, HUTO HAAKOW OT HEroBuTe cbvmuanu HOCM KakBaTo u aa 6uno OTrOBOPHOCT 3a TOYHOCTTa U
NbIHOTATa Ha MH(*)OpMaLIMﬂTa, CbhbAbpiKallia ce TyK.

3a OKOH4YaTesIHOTO onpegensHe Ha NnpurogHoOCTTa Ha BCEKU matepuan oTroBOpPpHOCT HOCHU nOTpe6wren9rr.
Bcunukn mMaTepuanu moraTt ga HOCAT Hen3BeCTHM ONacHOCTU U TpﬂﬁBa Aa ce nanoni3Bart npeanassfiveo.
B'bnpexu Yye HAKOM OonNaCcHOCTU Ca ONUCaHU TyK, He MOXXeM Aa rapaHTupame, 4Yye ToBa ca eAUHCTBEHUTe
ChbllecTByBaLlX ONAaCHOCTU.
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