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PA30EN 1: VYAEHTU®UKALINA HA BELLECTBOTO/CMECTA U AIPYXXECTBOTO/

NPEANPUATUETO

1.1 UpeHTndmkatop Ha npoayKta
TbproBcko HaMMeHoBaHue
KatanoxeH Ne

1.2 WpeHTudunumnpanm ynotpebu Ha BewecTBOTO
WK cMecTa, KOUTO Ca OT 3Ha4YeHue, U
ynoTtpe6u, KOUTO He ce NpenopbuBaT
Upentuduumnpana(v) ynotpebda(m)

1.3 Monpo6HM AaHHKM 3a AOCTaBYMKA Ha
MH(OPMaALIMOHHUA NUCT 3a 6e3onacHocCT
MaeHTndukaumsa Ha gpyxecTBoTo

TenedoH
Mmewin (komneTeHTHO nuue)

1.4 TenedoHeH HOMep Npu CMNELWHN criyvyaum
TenedoHeH HOMep Npu CNELLHU Cry4Yau

Multichem U
05P80-10 n 08P89-10

PeaktuB 3a vH BUTPO OMArHOCTUKa.
Camo 3a npodpecnoHanHa ynotpeba.

Abbott GmbH & Co.KG
Max-Planck-Ring 2

65205 Wiesbaden

epmaHus

(+49)-6122-58-0
gcsupport@technopathcd.com

+353 (0) 61 525700

PA3OEN 2: ONMUCAHUE HA ONACHOCTUTE

2.1 Knacudmkaums Ha BelecTBOTO UM cmecTta
PernameHT (EO) Ne 1272/2008 (CLP)

2.2 EnemeHTH Ha eTukeTa

2.3 Apyru onacHocTh

He e knacuduumpaH kaTo onaceH 3a goctaeka/ynotpeba.
He e knacuduumpaH kaTo onaceH 3a gocTaeka/ynotpeba.
He ca Heo6xoanmmu Mepku.

C'b,Cl'bp)Ka MaTtepumanu oT HYoBeLUKU npousxoa.

PA30EN 3: CbCTAB/MH®OPMALIUA 3A CbCTABKUTE

3.2 Cmecu
OnucaHue:

OnacHu cbCTaBku:

3.3 HonbnHutenHa nHdopmaums

PeakTtuB 3a vH BUTpO amarHocTtuka. BogeH pastsop.
CrabunuanpaHa YoBelLlKa ypuHa C KOpUrnpaHu HMBa Ha
onpegeneHy aHanuTu.

To3M NPOAYKT He CbAbpXa ONacHW CbCTaBKU B KONMYECTBA,
noanexaiuy Ha foknaaBaHe.

CepymbT OT BCEKM JOHOP Ha ypuHa 3a TO3u MaTepuan e
TecTBaH No meToau, ogobpeHn oT AreHumaTa no XpaHuTe un
nekapcteata Ha CALL (Food and Drug Administration, FDA),
1 e yCTaHOBEHO, Ye e oTpuuaTeneH 3a aHtutena cpetyy HIV
1 HCV un He pearupa Ha HBsAg
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PA30EN 4: MEPKM 3A OKA3BAHE HA NbPBA NMOMOLL

4.1

OnucaHuMe Ha MepKuTe 3a OKa3BaHe Ha NbpBa
nomouy
Mpu BanwBeaHe

[Mpun KOHTaKT ¢ KoXaTa

[Mpun KOHTaKT ¢ ouunte

MNpwn nornbLaHe
4.2 Han-cbuiectBeHn ocTpu n 3abaBeHn cumnToMm
N Bb3AencTBuA
Moka3aHus 3a Heo6xoAUMOCT OT He3abaBHa
niekapcka nomMmoly U crneumarnHo nevyeHme

4.3

OcurypeTe OOCTbMN Ha CBEX Bb34yX; NOTbpceTe nekapcka
NMOMOLLL, aKO MMa OrnyiakBaHus.

MamuninTe koxaTa cbe canyH 1 Boga. CBanete 3aMbpCeHOTO
obnekro.

M3nnakHeTe BHUMATENHO C BoAa B NPOabiMKeHMe Ha
HSIKONKO MUHYTU. [oTbpceTe nekapcka NoOMOLL, ako uma
onnakBaHus.

Ma3munTte yctata ¢ Boga. NoTbpceTe nekapcka NOMOLL,

aKo Mma onnaksaHusi.

Hama.

Hama.

PA3LEN 5: NTIPOTUBOMOXAPHWU MEPKU

5.1 CpencTsa 3a raceHe
Mopaxoasiwm cpencTBa 3a raceHe

5.2  OcoGeHu onacHOCTU, MPoM3TUYaLLMN OT
BelecTBOTO UIM CMecTa

5.3  CbBeTM KbM NoxapHuUKapuTe

CO2, npax nnu BogHa cTpys. [Mo-ronemm noxapwu ce racsit ¢
BOAHA CTPYS UMM YCTONYMBA Ha arnkoxon nsHa.

B cnyyan Ha noxap e Bb3MOXHO U3nyckaHe Ha criegHuTe
BellecTBa: BbrnepogHu okcuam (COXx), a3oTHU okeman
(NOX).

[a ce n3nonssaTt NOAXOAsALWM METOAM 3a raceHe cropes
0BKpBXKaBaLLMTe YCNoBUS.

Mo Bpeme Ha raceHe Ha NMoxapu Aa ce HOCU MbITHO 3aLLUMTHO
ob6nekno v 3aTBopeH auxaTeneH anapat (SCBA).

PA3[EN 6: MEPKU MNP ABAPUAHO U3IMYCKAHE

6.1 JInyHM npegnasHun Mepku, NnpeanasHu
cpeAcTBa M aBapyMnHU nNpoueaypu

6.2 MpeanasHn mepku 3a onasBaHe Ha OKonHara
cpepa

6.3 MeToau n matepuanu 3a orpaHM4yaBaHe U 3a
noyucTBaHe

6.4 Mo3oBaBaHe Ha Apyru pa3genu

M3onupanTte pasnuea n nouncrtete He3abaBHoO.
MpoueTeTe Pa3gen 8 3a npegnasHuTe Mepky npu pabota
C pasnua.

[la He ce gonycka nonagaHe B KaHanu3auusita unm peku.

[a ce nonue c abcopbupall, TeHHOCTM MaTepuan (xapTueHa
Kbpna, Nsicbk, MHGY30pHa NpbCT, abcopbupallm KUcenuHmu
MaTtepuvanu, yHusepcarnHu abcopbupalum matepuanm,
ObPBEHU CTBProTMHM). 3aMbPCEHUAT MaTepuan aa ce
obe3Bpeamn kaTo oTnagbk cbrnacHo Pasgen 13. 3oHaTta ga
Ce MOYMCTMN C HAaTPUEB XUMOXMOPUT UNK Apyr
ne3nHdEeKUMoHeH npenapar.

8,13

PA30EN 7: PABOTA U CbXPAHEHUE

7.1 Mpeanasvu mepku 3a 6e3onacHa pa6oTa

C 1o3u NpoAYKT cneaBa fa ce paGOTM KaTo C noTeHunanHo
3apaseH martepuan, TbW KaTO HUKOSI N3BECTHA npoueaypa
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C METOA 3a U3NWUTBaHe He MOXe Ja Aaje MbiiHa YBEPEHOCT,
Ye NpoayKTUTE, NOSTy4YeHN OT MaTepuanu OT YOBELUKU
npou3xoA, HAMa Aa npefagar 3apasHu BelecTsa.

BwxTte Ounpektusa 2000/54/EQ 3a nHpopmaums OTHOCHO
paboTaTa ¢ G1ONIOrMYHO OMAaCHU MaTepuanm.

[a ce n3bsirsa KOHTaKT C OUNTE, KOXKaTa U NUraBuLmuTe.

[a ce cbxpaHsiBa Ha HEAOCTBMHO 3a ela MsICTO.

[a ce navmBaT pbLeTe Npeau NoYnBkK 1 cried padora.
PaboTHOTO MSICTO fla Ce MOYUCTU C XUMOXIIOPUT UMW APYro
Oe3nHekumpaLlo BeLwecTBo.

7.2 YcnoBus 3a 6e3onacHo cbxpaHeHue, CbxpaHsBaniTe B OPUIMHANHWA KOHTENHEP Npu Temnepartypu
BKITIOUYMTENHO HECHBMECTUMOCTHU oT 2 go 8°C.
7.3 CneuundmyHa(u) kparHa(u) ynotpeba(u) M3nons3BanTe cbrnacHo MHCTPyKUMKTE 3a ynotpeba.

PA30EN 8: KOHTPOJ HA EKCNO3ULIUATA/NMUYHU NPEANA3HU CPEACTBA

8.1 MapameTpu 3a KOHTponupaHe
8.1.1 T[paHM4YHM CTOMHOCTU Ha NnpochecuoHanHa MpoayKTBbT He CbabpXa HUKAKBM CbLLECTBEHN KONNYeCTBa
ekcno3uuus MaTepuany ¢ KpUTUYHM CTOMHOCTH, KOMTO TpsibBa ga 6baar
HabnogaBaHu Ha paboTHOTO MSICTO.

8.2 CpepacTBa 3a KOHTPOJ1 HA eKCNo3uumaATa
8.2.1 NopaxopAawm nHXeHepHU cpeacTBa He ce oTHacaT 3a T03n martepuarn.
8.2.2  JlnyHu npepnasHu cpeacTBa
3awmra Ha oumTe/nuueTo lMpenopbyBa ce HoceHeTo Ha nNpeanasHu ounna. (EN166).

3awmTa Ha pbueTe PbkaBuum 3a egHokpaTHa ynoTtpeba. (EN374).

MaTtepuan Ha pbkaBuUUTE: IlaTekc/ectecTBeH kayyyk, HUTpuneH kay4yk.
Bpeme 3a npoHukBaHe npe3 maTtepuana Ha YCTONYMBOCTTA Ha pbKaBULIMTE HE € OT CbLLECTBEHO
pbKaBuUMTE:! 3Hau4eHue, KoraTo ¢ npoaykTa ce paboTun cbrnacHo
MHCTPYKUMUTE 3a ynotpeba.
3awymta Ha TanoTo INTabopaTopHa npecTtunka.
3awumTta Ha guxaTenHuTe nNbTuwla OOMKHOBEHO He Ce MU3NCKBA.
8.2.3 CpeacTtBa 3a KOHTPON Ha eKCNO3nLUsiTa Ha He ca HeobxoamMmMu cneumanHu Mepku.

OKOJiHaTa cpepa

PA3[EN 9: ®U3UYHU U XMUMUYHU CBOUCTBA

9.1 UHdopmauus 3a ocHOBHUTE PU3UYHM U
XMMUWUYHU CBONCTBA
BbHLweH Bug, TeuyHocT.
LiBsT OpaHxeB.
Mwupuc Ilek.
Mpar Ha mypuc (ppm) He e onpepeneH.
pH (cToiHocT) 5,8-16,2.
TemnepaTtypa Ha ToneHe (°C)/TemnepaTypa MopobHo Ha BogaTa, npubnuamtenHo 0°C.
Ha 3ampb3BaHe (°C)
TemnepaTypa Ha kuneHe/amanasoH Ha Mopo6Ho Ha BogaTa, npubnuautenHo 100°C.

kunene (°C):
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9.2

TemnepaTypa Ha Bb3nnameHsBaHe (°C)
CkopocT Ha nsnapsisaHe (BA = 1)
3ananumocT (TBBbPAO BELLECTBO, ras)
paHMuM Ha AnanasoHa Ha B3pMBOOMACHOCT
HansraHe Ha napuTe (mm Hg)

MnbTHOCT Ha napwuTe (Bb3ayx = 1)
MnbTHOCT (g/ml)

PastBopumocT (Boaa)

PastBopumocT (apyro)

KoeduumeHT Ha pasgensHe (n-oktaHon/soaa)

TemnepaTypa Ha camo3anansaHre (°C)
Temnepartypa Ha pasrpaxgaHe (°C)
Buckosutet (mPa.s)

B3puBHu cBoCTBa

OKucnUTENHU CBOMCTBA

Opyra nidopmauums

He ce oTHacs.

He e onpegeneH.

He ce oTHacs.

He ce oTHacs.

MopobHo Ha BogaTa, npubnuantenHo 23 hPa.
He e onpepeneH.

~1

HanbnHo ce cmecsa ¢ BogaTta.
He e onpegeneH.

He e onpegeneH.

He e onpegeneH.

He e onpegeneH.

He e onpegeneH.

He e B3pmBooOnaceH.

He e okucnuten

Hama.

PA30EN 10: CTABUITHOCT U PEAKTUBHOCT

10.1
10.2

10.3
10.4
10.5
10.6

PeakTuBHOCT
XuMun4yHa crabunHocTt

Bb3MOXHOCT 32 onacHu peakuum
Ycnosus, kouto TpsAiGBa Aa ce usbarear
HecbBMecTMMM MaTepuanu

OnaceH(1) npoayKT(K) oT pa3nagaHe

He ca nssectHn.

MpoaykTsT € cTabuneH B CbOTBETCTBUE C MPenopbYBaHnUTe
YCrOBUS Ha CbXpaHeHue.

He npoTnya onacka nonumepusauums.

Hama.

He ca nssectHu.

He ca nssectHu.

‘ PA3LOEN 11: TOKCUKONOIr'M4HA NH®OPMALINA

111

UHdopmaumsa 3a TOKCUKONOrnyHuTe ecpekTn

11.1.2 Cmecu

OcTpa TOKCUYHOCT

[pasHeHe

KoposusHocT

CeHcubunusaums

TOKCUYHOCT NMPU MHOTOKPaTHMW J03
KaHueporeHHocT

MyTtareHHOCT

PenpoaykT1BHa TOKCUYHOCT

CTOO - egHokpaTHa eKkcrno3nums
CTOO - noBTapsiLLia ce ekcrnosuums
OnacHOCT Npu BAULLIBaHE

Bb3aeicTBUA BbpPXY 34paBeTo U CUMNTOMMU

Bb3 ocHOBa Ha HanNW4yHWUTE AaHHU Kputepuute 3a
KJ'IaCMCbMKaLWIFl He Ca n3NbJIHEHW.
Bb3 ocHOBa Ha HanW4yHWTE AaHHU Kputepuute 3a
Knacmcbmxaumq He Ca N3NbJIHEHW.
Bb3 ocHOBa Ha HanNU4HWUTE AaHHK Kputepuute 3a
Knacmcbmxaumq He Ca N3NbJIHEHW.
Bb3 ocHOBa Ha HanNU4HWUTE AaHHU Kputepuute 3a
Knacmcbmxaumq He Cca U3NbJIHEHW.
Bb3 ocHOBa Ha HanNW4HWUTE AaHHU Kputepuute 3a
KJ'IaCMCbMKaLWIFl He Ca N3NbJIHEHW.
Bb3 ocHOBa Ha HanW4HWUTE AaHHU Kputepuute 3a
KJ'IaCMCbMKaLWIH He Ca N3NbJIHEHW.
Bb3 ocHOBa Ha HanW4HWTE AaHHU Kputepuute 3a
KJ'IaCMCbMKaLWIH He Ca U3NbJIHEHN.
Bb3 ocHOBa Ha HanW4HWTE AaHHU Kputepuute 3a
Knacmcpw(aumn He Ca U3NbJIHEeHWU.
Bb3 ocHOBa Ha HaNU4HWUTE AaHHU Kputepuute 3a
Knacmcpw(aumn He Ca U3NbJTHEeHWU.
Bb3 ocHOBa Ha HanU4HWTE AaHHU Kputepunte 3a
Knacmd)w(aumn He Ca U3NbJIHEeHWU.
Bb3 ocHOBa Ha HaNW4HWUTE AaHHU Kputepuute 3a
Knacmd)w(aumn He Ca U3NbJTHEHWU.
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[Mpun KOHTaKT C KoXaTa
Mpun KOHTaKT ¢ ounTe
Mpw nornbLaHe

11.2 [Opyra uHdopmaums

He ce ovyakBa 3HauyMTENHO BpeaHO Bb3AeNCTBME.
He ce ovyakBa 3HauMTENHO BpeaHO Bb3AeNCTBME.
He ce ovakBa 3HauMTENHO BpeaHO Bb3AeNCTBME.

He ce oTHacs.

PA30EN 12: EKONOrMM4YHA MHOOPMALIUA

12.1 ToKcuyHocT

12.2  YcTOM4YMBOCT U pa3rpagMmocTt

12.3 Buoakymynupaiwa cnocobHocT

12.4 TpeHOCUMOCT B nNo4yBaTa

12.5 PesynTatu ot oueHkarta 3a PBT n vPvB
12.6 [Opyrun HexenaHu edekTn

MpoAyKTbT He CbAbpPXa 3HAYNTENHW KOMMYECTBA CbCTaBKM,
TOKCWU4HM 3a OKOMHaTa cpeaa.

MpoayKTHLT € NecHo BMOMOrMYHO pasrpagum.

He ce ovaksa.

Mpepnonara ce, Ye NPOAYKTLT MMa BUCOKA NMPEHOCUMOCT B
noyeara.

He ce oTHacs.

He ce oTHacs.

PA30EN 13: OBE3BPEXOAHE HA OTNAOBLWUTE

13.1 MeToau 3a o6e3BpexaaHe Ha oTNaabLUUTe

MpoAaykT:

EBponencku kaTanor Ha oTnagbuuTe:

OnakoBka:

[la ce n3xBbpNM KaTo NOTEeHUManHo 6nonornyHo onaceH
oTnagbK U B CbOTBETCTBUE ChC 3aKOHWTE 3a 6opba cpeluy
3aMbpCsIBAHETO M APYrn 3aKOHU Ha CbOTBETHATA AbpXKasa.
3a pa ce rapaHTvpa cna3BaHeTo UM, NpernopbyBame aa ce
obbpHeTe 3a MHPOPMAaLMS KbM CbOTBETHUTE (MECTHU)
opraHu n/unu ogobpeHo ApyxecTBo 3a obesBpexaaHe Ha
oTnagbuu.

18 01 03.

[la ce obe3Bpean B CbOTBETCTBME C MECTHOTO, LLIATCKOTO
nnn HauMoHarHOTO 3aKOHO4ATENCTBO.

3ambpceHnUTe onakoBkM ce 06e3BpexaaT Mo CbLUMS HAuWH,
KaKTO NMPOAYKTbT.

OnakoBbYyHUTE MaTtepuanum, KOUTo He ca 3aMbpCeHn, morat
fa 6baaT peumknupany. 3a 4onbhHUTENHA UHDOpMaLMs
ce 06preTe KbM MECTHUTE A0CTaB4YMLUMN HA YCIyru.

PA30EN 14: UHPOPMALIUA 3A TPAHCNOPTUPAHE

14.1 Howmep no cnucsbka Ha OOH

14.2 To4HO HaumMeHOBaHWe 3a ekcrneguuus No
cnucbka Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npu TpaHCNopTUpaHe

14.4 Tpyna onakoBku

145 OnacHocTu 3a OKOJIHaTa cpeaa

14.6 OcobeHu NnpepgnasHN MepKu 3a noTpebuTens

14.7 TpaHcnopTupaHe B HaCMMHO CbLCTOsIHUE

cbrnacHo lNMpunoxexue Il kbm MARPOL73/78
n kogekca IBC

He ce oTHacs
He ce oTHacs

He e knacuduumpaH kaTo onaceH 3a TpaHcnopTupaHe.
He ce oTHacs
He ce oTHacs
He ce oTHacs

He ce oTHacs
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l PA30EN 15: UH®OPMALIUA 3A HOPMATUBHATA YPELLBA

151 CneuundunyHmM 3a BeleCcTBOTO UMK CMecTa Hupektnea 98/79/EO OTHOCHO AMArHOCTUYHUTE
Hapeao6u/3aKoOHU OTHOCHO 6e30NacHOCTTa, MeOULUMHCKM n3genus in vitro.
3ApaBeTo M OKonHaTta cpepa PernamenTt (EC) 2017/746 3a megnumMHCKUTE U3Aenus 3a UH

BMTPO AMarHoCTUKa
PernameHT (EC) Ne 1272/2008 (CLP)
PernameHT (EC) N2 1907/2006 (REACH)

15.2 OueHka 3a XuMHU4Ha 6e3onacHocT He ce oTHacs.

PA30EN 16: APYIT'A AH®OPMALINA

NErEHpA
CTOO CneuudunyHa TOKCMYHOCT 3a OnpeaeneHn opraHn

Mpenpatku:
WHdopmaLMOHHM NncToBe 3a 6e30nacHOCT Ha CypOBUHUTE.

ETukeTnTe Ha donakoHuTe cbabpkaT 6eH30heHOH

OonbnHuTenHa nHdopmauma
UaroTtBun: Dr. J. J. Tobin, ChemHaz Solutions, Wwmenn: info@chemhazsolutions.com

,D.OKOJ'IKOTO HU € U3BECTHO, I/IHq)OpMaLWISITa, CbAbpalla ce TyK, e TOYHa. anpeKM TOBaA HUTO NMOCOYEHUAT Nno-rope
O0CTaB4MK, HUTO HAKOEe OT HEroBmte AbLEepPHU OpYy>XeCTBa He NoeMa KakBaTo U fa € OTTOBOPHOCT 3a TOYHOCTTAa nnu
NbMIHOTaTa Ha CbAbpXallaTa ce TyK I/IHq)OpMaLlI/IFI. OKOH4YaTEeNHOTO onpegensaHe Ha roAHOCTTa Ha BCEKU maTtepuan e
OTroOBOPHOCT €AVNHCTBEHO Ha I'IOTpeGI/ITeﬂﬂ. Bcuukm Martepuanu morat ga npeacrtaBnsaBat HEU3BECTHU ONACHOCTU U
TPHGBa Oa ce n3nons3eart C NOBULLEHO BHUMaHKe. anpeKM 4ye TyK Ca onucaHu onpenenieHn onacHOCTU, He MOXeM Aa
rapaHTupame, 4e ToBa Ca €AUMHCTBEHUTE ONaCcHOCTU, KOUTO CbLUeCTByBaT.
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