NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

R0TH

FoBeXxxaun cepymeH an6ymuH (BSA) ¢ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTuKyneH Homep: 9638 JAaTta Ha cbceraBsaHe: 10.05.2016
Bepcusa: 6.0 bg MNpepaboTeHo nsganuve: 12.06.2025
3amecTBa BepcuaTa oT: 18.09.2024

Bepcus: (5)

PA3SAEN 1: UaeHTPMKaLMA Ha BeLLLeCcTBOTO/CMecTa N Ha
Apy>xecTtBoTo/npeanpuaTneTo

1.1  WNaeHTUPUKaTOp Ha NpoAYyKTa

NaeHTUdrnKaums Ha BeLLeCTBOTO FoBeXxxau cepymeH an6ymuH (BSA) ppakumnsa V
, US-Origin CELLPURE® >98 %, fatty acid-free,
IgG-free, very low endotoxin

ApTuKyneH Homep 9638

PervcrpauvoHeH Homep (REACH) BewiecTtBoTO He nognexmn Ha PernameHT (EO) Ne
1907/2006 (REACH).

EO Homep 232-936-2

CAS Homep 9048-46-8

1.2 WpaeHTnunumpaHm ynotpebu Ha BeLLLeCTBOTO UM CMeECTa, KOUTO ca OT 3Ha4yeHue, 1 ynotTpeéu,
KOWTO He ce npenopbyBaT

NaeHTUdnumpaHu ynotpebu, KoMTo ca oT JlabopaTopeH XMuKan
3HauyeHue: NabopaTtopHa 1 aHanUTU4YHa ynotpeba
YnoTtpebu, KOUTO He ce NpenopbYBaT: Jla He ce n3Mon3Ba 3a YacTHW Lenn (LOMaKMHCT-

Ba). Hanutkmn n XPaHW 3a Xopa N XNBOTHN.

1.3 Moapo6HU AaHHM 3a AOCTaBUMKa Ha MIHGOPMALIMOHHMSA NUCT 3a 6e3onacHoCT

Carl Roth GmbH + Co. KG
Schoemperlenstr. 3-5
D-76185 Karlsruhe
epmaHua

Tene¢oH:+49 (0) 721 -56 06 0

dakc: +49 (0) 721 - 56 06 149

eneKTpoHHa nowa: sicherheit@carlroth.de
Ye6cainT: www.carlroth.de

KomMneTeHTHO /1Lie, KOeTO OTroBaps 3a Department Health, Safety and Environment
NHGOPMALIMOHHMA NCT 3a 6e30MacHOCT:

aApechbT Ha elIeKTPOHHa noLua sicherheit@carlroth.de
(KOMNeTeHTHOTO Nnuue):

1.4 TenedoHeH HOMep NMpM cneLwHn cnyyam

MowyeHc- TenegoH Ye6caiuiT
KW

Koa/Hace-
JIeHO MSCc-
TO

National Toxicology Center Totleben Blvd No. 21 1606 Sofia +35929154 233 | www.pirogov.bg
Toxicology clinic "N.I. Pirogov"

PA3SAE/N 2: OnncaHvie Ha onacHoOCTUTe

2.1 Knacn¢mumpaHe Ha BeLLeCTBOTO UM CMecTa

KnacnuuympaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)
ToBa BeLLLeCTBO He OTroBaps Ha KpUTepuuTe 3a knacuduumpaHe cbrnacHo PernameHT Ne
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,

fatty acid-free, IgG-free, very low endotoxin
apTvkyneH Homep: 9638

2.2

1272/2008/EO.

EnemMeHTV Ha eTUKeTa

ETukeTupaHe cbrnacHo PernameHT (EO) Ne 1272/2008 (CLP)

He ce 131cKBa

Apyru onacHocTu

PesynTtaTu oT oueHKaTa Ha PBT n vPvB

CbrnacHo pesyntatmTe OT OLleHKaTa BeLlecTBOTO He e PBT nnuv vPvB.

CBoliCTBa, HapyLlaBaln GYHKLUUUTE HA EHAOKPMHHaTa cMcTeMa
He cbabpxa eHAOKpUHeH HapywunTen (ED) B koHueHTpauusa = 0,1%.

PA3AEN 3: CbcTtaB/MHPOpMaLMA 3a CbCTaBKUTe

3.1

BewiecTtBa

HanmeHoBaHMe Ha BeLLeCcTBOTO FoBexan cepymeH anbymuH (BSA) pakums V
MonapHaTa maca ~66.000 9/ ol

CAS Ne 9048-46-8

EO Ne 232-936-2

PA3/AE/N 4: MepKun 3a NbpBa NOMOLL,

41

OnucaHue Ha MepKuTe 3a NbpBa NOMOLL,

06wWwm 6enexxkmn

He ca HeobxoanMuM crneumanHn Mepkm 3a 6e30nacHoCT.

Cnep BgnwiBaHe

Ocurypm 4ncT Bb3AyX.

Cnep KOHTAKT € Ko)KaTa

OTcTpaHeTe OT KOXaTa nocunaHmuTe Yactuun. ObneinTe KoxaTa C Boga/B3eMeTe AyLl.
Cnep KOHTAKT C ounTe

MpomunBanTe BHUMATENHO C BOAA B NPOAB/IKEHME Ha HAKOKO MUHYTHU.

Cnep nornbLyiaHe
M3nnakHeTe ycTaTa. [Mpun Hepa3nosioxeHve ce obageTe Ha nekap.

Haﬁ-CbmeCTBEHM OCTpPM N HacTbNBaWn cnejg N3BeCteH nepmoa oT Bpeme cmmnTomMmm m eq)eKTI/I
CumnTOoMKU 1 e(l)EKTVI He Ca No3HAaT KbM JHELLHAa AaTa.

YKa3saHue 3a HEOGXOAVIMOCTTB OT BCAKAKBU HEOTJ/TIOOKHU MeANLUNHCKN FTPVXKN N cnelnasiHO
neyeHwve

HAMa

PA3SAE/ 5: IpoTBONOXXapHU MepKU

5.1

CpeacTBa 3a raceHe Ha noxap
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTVKyneH Homep: 9638

MoAaxoAasALM No)KaporacnTeNnHn cpeacTBa

A3 ce KOOPANHMPAT NPOTUBOMOXAPHUTE MEPKM C OKOJTHOCTA!
BOZa, NsHa, CyX npax 3a raceHe, ABC-npax

HenoaxoasALwm no)kaporacuTenHm cpeacTea

BOAHA CTpys

5.2 Oco6eHV onacHOCTU, KOUTO NPOM3TNYAT OT BELL,ECTBOTO NJIN CMecTa
Fopvm. [lenosnpaHns ropuM rnpax MMa 3HaumTesieH NnoTeHumMan 3a eKCnao3us.
OnacHu NPoAyKTY Ha n3rapsiHe
BwrnepogeH moHookcug (CO), BernepogeH avnokcng (CO,), Mpu ropeHe Moxe fa ce OTAeNAT OTPOBHW
rasoBe, CbAbpPXalLy BbriepogeH MOHOOKCUA,
5.3 CbBeTwn 3a NoOXXKapHUKapwuTe

B cnyuain Ha noxap u/unu ekcnnosuns Aa He ce BAMLLIBA AnMa. [aceTe noxapa ¢ obnyanHuTe npes-
na3HW MepKKM OT Pa3yMHO pa3CcTosiHMe. [la ce HOCKM aBTOHOMEH AuMXaTeneH anapar.

PA3/AE/ 6: Mepku npu aBapuiiHO n3nycKkaHe

6.1 JInuHWM NpeanNasHU MepKW, NpeAnasHU CpeacTBa U NpoLeAypy NpU CNeLuHn ciyyan

3a nepcoHan, KOATo He OTroBaps 3a CNeLUHU c/ly4au
KoHTpon Ha npaxa.
6.2 lNpepnasHM MepKun 3a ona3BaHe Ha OKOJIHATA cpeaa

I'Ipep,rla3Ba|7| OT 3aMbpCABaHe Ha OTTOYHW KaHanm3auynn, NOBbPXHOCTHU U nogno4vBeHW Bo4N. 3ana-
31 3aMbpCeHaTa BOAa 3a OTMMBaHE U A4 U3XBBPJIN.

6.3 MeToan n maTepranu 3a orpaHMyaBaHe U NOYNCTBaHe
CbBeTU OTHOCHO HAYUHUTE, N0 KOUTO Aa Ce OrpaHnNYx pasnnuBbLT
MoKkpmBaHe Ha OTTOYHW KaHanu3aumu. [la ce cebepe MexaHW4Ho.
CbBeTU OTHOCHO HAYUHUTE, N0 KOUTO Aa Ce NOYNCTU PasINBbLT
[la ce cbbepe MexaHn4Ho.
Apyra nipopmanmsa 0OTHOCHO pas/IBY N U3NYCKaHUA
MocTaBeTe B NOAXOAALLN KOHTeMHepn 3a N3XBbPIsHe.

6.4 [lo3oBaBaHe Ha Apyrv pasgenv

OnacHM NpoAyKTW Ha U3rapsiHe: BUX pasgen 5. JInyHm npeanasHuy cpeicTBa: BUX pasgen 8. Hecbs-
MecTMM MaTepuanu: Bux pasgen 10. O6e3BpexaHe Ha oTnagbLuTe: BUX paszen 13.

PA3AE/N 7: O6paboTKa U cbXxpaHeHue

7.1 TMpeana3Hu mepKku 3a 6e3onacHa pa6oTa
He ca Heobxoanmum crneumanHn Mepkm 3a 6€30NacHoCT.

MpoTUBONOXKapHN MEPKU, KaKTO 1 MepKu 3a NpeAoTBpaTABaHETO Ha Npeo6pa3yBaHeTo Ha
aepos30/m U npax

OTcTpaHsiBaHe Ha NPaxoBu AEMO3UTU.
CneundpuuHm 6enexxku/pgetaminm
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

R0TH

FoBeXxxaun cepymeH an6ymuH (BSA) ¢ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin
apTvkyneH Homep: 9638

I'Ipax MOXe Aa Ce HaTpyna BbpPXy BCMYUKU NOBBPXHOCTU 3a OT/laraHe B TEXHNYECKO nomMeLleHune. |-|p0-
AYKTa B JOCTaBeHaTa c|>opma He € B (bCTOoAHME Aa eKcrniognpa 3anaanmmMuna npax; oboratsiBaHeTo C
q)VIH npax obaye BOAM 40 ONACTHOCT OT €KCM/I031s Ha 3arnaamm npax.

CbBeTu 3a 06LLa XMrneHa Ha Tpyaa
[a ce cbxpaHsiBa faneye OT HaNUTKN 1 XPaHW 3a Xopa U XNBOTHMW.

7.2  YcnoBus 3a 6e30MnacHO CbXpaHsABaHe, BK/IIOUYNTEIHO HECbBMECTMMOCTM
[la ce cbxpaHsiBa Ha cyxo MscTo. [la ce CbXpaHsiBa Ha X/1ajHO MACTO.

HecbBMecTMM BelLecTBa NN cMecun
Cna3BaiiTe yKasaH1ATa 3@ KOMOMHMPAHO CbXpaHeHue. HecbBMeCcTMUK MaTepranin: BuxX pasgen 10.

CnasBaHe Ha Apyrv cbBeTu:
M3nckBaHmA 3a BeHTUNALMA
Jla ce n3nonsea nokasnHa 1 obLa BeHTMAALNS.

Cneun$pUUYHO NPOoEKTUPaHE Ha NOMELLLEHNSA 3a CbXpaHeHMe NN Ha CbAoBe
MpenopbyaHa Temnepatypa Ha cbxpaHeHue: 2 - 8 °C

7.3 CneuundwunuHa(n) kpaiiHa(n) ynotpe6a(un)
Hsama HannyHa nHopmaums.

PA3/AE/N 8: KOHTpo/1 Ha eKcno3uumaTa/NINYHU npeanasHy cpeacTBa

8.1 MNapameTpu Ha KOHTpon

HaLWoHaNHU rPaHNYHU CTOVNHOCTU

FPaHNYHM CTOWHOCTM Ha NpodecrnoHanHa ekcnosmuus (FpaHULM Ha eKCNo3nLUA Ha
paboTHOTO MACTO)

Abp- HavmeHoBaHMe Ha CAS Ne NpeHtTn- 8uaca 15min Ceiling Hora-
Xa- peareHTa ¢ukatop [mg/m [mg/m -C ums
Ba 3] 3] [mg/m
*]
BG npax GSRM 5 more2sil NAREDBA
resp, i Ne 13
BG npax GSRM 0,1 more2sil NAREDBA
resp, r, Ne 13
eq4
Hotauusa
15 min lpaHULa Ha KPaTKOCPOYHa eKCNo3nLMS: FPaHNYHa CTOMHOCT, Haj KOATO He TpsibBa Aa Ma eKcrno3nums 1 KoaTo
ce oTHacd 3a 15-MUHYTeH neproj, OCBeH ako He e MOCOYEeHO ApYyro
8 yaca YcpesHeHa BbB BPeMeTO CTOMHOCT (IMMUT Ha AbArOCPOYHAa eKCNO3NLMA): U3SMEPEHO WU N3UNCIEHO MO OTHOLLe-

HVe Ha cpeseH 6a30B Nepuog oT oceM Yaca
Ceiling-C  lpepgenHa BMCOYMHA e rpaHNYHa CTOMHOCT, Haj KOATO He TpsibBa Aa 1MMa ekcnosnuyms
eq4 [Mg/m3] = (0,1 x 100)/%Si02
i WHxanabunHa ¢pakumns
more2silres Cbabpxall Hag 2 % cBoboAeH KpUCTaseH CUAnLmMeB ANOKCUA B pecnupabunHaTa ¢pakums

p
r PecnnpabunnHa ppakums

8.2 KoHTpon Ha ekcno3muymsaTa
NHpamBuayanHu mepku 3a 3awimTta (INYHU npeanasHn cpeacTBa)

3awmTa Ha oumTe/nuuyeTo

13nonseaw npeanasHm Mackm CbC CTPaHWYHAa 3alnTa.
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTVKyneH Homep: 9638

3awuTa Ha KoXKaTa

* 3aLMTA Ha pbLeTe

[a ce HOCAT nogxoadawm pbkasuuu. Moaxoaawm ca pbKaBuLM 3a 3aLUTa OT XUMUKaNU, KOUTO ca 13-
nnTaHuM B cboTBeTcTBUE € EN 374.

* BN/ Ha MaTepmnana

NBR (HuTprnnos kayuyk)

* pe6ennHa Ha maTepmana
>0,11 mm

* I3HOCBaHE Ha MaTepuasna Ha pbKaBmunTe
>480 MUHYTU (MPOHMKBaHE: HMBO 6)

3awmTa Ha gUuxaTeNHUTe NbTULa

%

AnxatenHa 3awmTta e HeobxoanMa npu: OTgensHe Ha npax. AnapaT ¢untpupaty, Yactuuy (EN 143).
P1 (dpuntpmpa noHe 80 % OT BBb3AYLUHOMNPEHOCHUTE YacTULM, LBeTOBM Kog: bsn). O6MKHOBEHO He e
HeobxoAMMa NYHA AnXaTeHa 3aLmTa.

KoHTpoN Ha eKcno3muusaTa Ha OKoNHaTa cpega
MpeanasBaii oT 3aMbpCsiBaHE HA OTTOYHM KaHANN3aLMKN, MOBBPXHOCTHY 1 NMOAMOYBEHM BOAM.

PA3AE/ 9: PUSNYHM N XMMMNUYHU CBOCTBA

9.1 WHdopMaLUA OTHOCHO OCHOBHUTE GUINUYHM N XMMUYHU CBOCTBa

PU3NYHO CLCTOAHME TBBLPA

Popma CbI1. ONNCaHMETO Ha NPOAyKTa
UpaT CBET/IOXBAT - 6eXoB

Mwpuc 6e3 Mnpuc

Touka Ha ToneHe/ToYKa Ha 3aMpb3BaHe He e onpegeneH

Touka Ha KUMNeHe WAV HavanHa ToYKa Ha KUMeHe U He e onpegeneH
MHTEpBan Ha KnMneHe

3ananumoct TO3M MaTepuvan e ropum, HO HAMa Ja ce 3ananu
JlecHo

JonHa v ropHa rpaHuMua Ha eKCcrnjo3nBHOCT He ce oTHacA (TBBLPA)

Touka Ha 3ananBaHe He e MPUNoXUM

TemnepaTtypa Ha camo3anasnBaHe He e onpegeneH

Temnepatypa Ha pa3najaHe He ce oTHacs

pH (cTonHOCT) 6-7,5 (BbB BoAeH pasTteop: 100 9/, 20 °C)

KnHemaTuuyeH BuckosuTeT He ce oTHacA

Pa3TBOPMMOCT(1)
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

R0TH

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTVKyneH Homep: 9638

Pa3TBoprMOCT BLB BOAA (pa3TBOpUM)

KoeduLmMeHT Ha pasnpeaeneHuve

KoedunumeHT Ha pasnpegeneHre n-okTaHoA/Boja Ta3n MHGOPMaLMA He e HaNNYHa
(norapnTMnYHa CTOMHOCT):

HansaraHe Ha napure He e onpeaeneH

MNBTHOCT U/ OTHOCUTE/IHA NABTHOCT

MnbeTHOCT He e onpejaeneH
OTHOCUTENIHA NABTHOCT Ha NapuTte He ce oTHacA (TBBLPA)
O6eMHO Terno Ha HacCMMNHW MaTtepuanu 150 - 450 K9/,1,3
XapakTepucTnkKm Ha YactmuyuTe HAMa HanMYHW JaHHWN.

Apyrn napameTpu Ha 6e3onacHoOCTTa

OKCUAMpPALLM CBOICTBA HAMa

9.2 [Apyra nHpopmauus

NH$opmaums BbB Bpb3Ka C knacoBeTe Ha Knacose Ha onacHocT cbri. GHS
$M3MYHa ONaCcHOCT: ($pM3MYHM ONaCcHOCTN): He ce OTHacs
Apyrvn xapakTepucTnkm 3a 6e30nacHoCT: Hsama gonbnHuTenHa nHpopmaums.

PA3JEN 10: CTabUAHOCT N peaKTUBHOCT

10.1 PeakUMOHHA CMOCO6GHOCT

MpoaykTa B focTaBeHaTa GopMa He e B CbCTOAHME Aa eKCNNoAMpa 3anannummns npax; oboratsaBaHeTo
¢ $1H nNpax obaye BOAM A0 ONACTHOCT OT €KCMI03MA Ha 3anaavm npax.

10.2 XuMMUYHa cTabunHocTt

MaTepurana e ycTo4mMB Ha TemMnepaTypa 1 HansraHe nam B obnyariHa cpeja v Npv npeasnanmuTe
YC/IOBUS HA CbXpaHeHue 1 pabora.

10.3 BBb3MOXXHOCT 3a ONacHU peakuunn

Pearvpa psa3Ko C: CLIeH OKUCnTen

10.4 YcnoBwus, kouTo TpA6Ba Aa ce n36areatr
Hama cneumdunyHm ycnoBusa KouTo Tpsabea ja ce 1364arear.

10.5 HecbBMecTMM MaTepunanm
Hsama gonbnHuTenHa nHopmaums.

10.6 OnacHu NpPoAYKTW Ha pa3nagaHe
OnacHW NpoayKTU Ha n3rapsiHe: BUX pa3jen 5.

PA3AEN 11: TokcmKkonornyHa niopmaums

11.1 WHdbopmauma 3a KnacoBeTe Ha onacHocT, onpeaeneHun B PernameHT (EO) Ne 1272/2008
Knacnjukaumvsa cernacHo GHS (1272/2008/E0O, CLP)
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT ©
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

R0TH

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTVKyneH Homep: 9638

ToBa BeLLeCcTBO He OTroBaps Ha KpuTepumnTe 3a knacduumpaHe cbrnacHo PernameHT Ne
1272/2008/EO.

OcTpa TOKCUYHOCT

Jla He ce knacndunLumpa KaTo OCTPO TOKCUYEH.

Kopo3usa/apa3HeHe Ha Ko)XkaTa

Ja He ce knacndunumpa KaTo KOpo3MBeH/gpasHeLl 3a Koxara.

Cepuo3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ouuTe

Ja He ce knacndunumpa KaTo Cepro3HO yBpeXaall, 0unTe UK APasHEeLL, o4unTe.
PecnupaTopHa Uam KoXKHa ceHcMbunmnsauvs

Ja He ce knacndunumpa KaTo pecnmpaTopeH Nam KoXeH ceHcMbnnmnsaTop.
MyTareHHOCT 3a 3apOoANLLHN KNeTKN

Ja He ce knacndunumpa KaTo MyTareHeH 3a 3apoANLLHNTE KNeTKN.
KaHueporeHHocT

Ja He ce knacndunumpa KaTo KaHLeporeHeH.

TOKCUYHOCT 3a pernpoayKuusTa

Ja He ce knacnpunumpa KaTo TOKCUYEH 3a penpoayKUmaTa.

CneunduryHa TOKCUYHOCT 3a onpeaesieHn opraHu - e4HOKpaTHa eKcrnosnums
Ja He ce knacndunuympa kato cneumPryHa TOKCUYHOCT 3a onpejeneHn opraHun (e4HOKpaTHa ekcno3u-
ums).

CneunduryHa TOKCUYHOCT 3a onpeAesieHN opraHu - NOBTapsALLA ce eKCno3uuusa

Ja He ce knacndunympa kato cneymdryHa TOKCUYHOCT 3a OnpeaeneHn opraHu (NoBTapsiLa ce ekcno-
31 ms).

OnacHoCT nNpv BaULLBaHe
Ja He ce knacnduumpa KaTo NpeAcTaBasaBalLl, ONacHOCT NpU BAULLBAHeE.

EHAOKPMHEH HapyLUUTEe/ Mo OTHOLLEHME Ha 3A4PaBeTO HA YoBeKa
[a He ce knacnounumMpa KaTo eHAZOKPUHEH HapPYLLNTEN MO OTHOLLEHME Ha 34paBeTo Ha YoBeKa.

CMMNTOMM, CBbpP3aHU € PUSNYHNTE, XMUMNYHNTE U TOKCUKONMOTNUYHNTE XapaKTepnNCTUKn
* MMpun nornbLiaHe
He ca Hannue gaHHNn.

* [Ipn KOHTaKT c oumnTe
He ca Hanvue gaHHW.

* Mpu BanuBaHe

He ca Hanvue gaHHW.

* Mpy KOHTaKT € KoXXaTa

He ca Hannue gaHHn.

* ipyra uipopmavusa

He ca n3BecTHu edekTn BLPXY 34paBeTo.

11.2 WUNHPopmaumsa 3a ApYrv onacHOCTU
Hama gonbnHuTenHa nHdopmMaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCUYHOCT
[a He ce knacnduumpa KaTo onacHo 3a BogHaTa cpeja.

12.2 YcTOWYMBOCT M pasrpagumocT
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTVKyneH Homep: 9638

He ca Hanuue faHHW.
12.3 Buoakymynupatla cnoco6HocT
He ca Hanuue JaHHW.
12.4 TpeHocMMOCT B No4yBaTa
He ca Hannue gaHHN.
12.5 Pe3ynTtaTh oT oueHkata Ha PBT n vPvB
CbrnacHo pesyntatmTe OT OLleHKaTa BellecTBOTO He e PBT nnuv vPvB.
12.6 CBoiicTBa, HapywaBawm GYHKLNNTE HAa eHAOKPUHHaTa cucTtemMa
He cbabpxa eHAOKpUHeH HapywuTen (ED) B koHueHTpauusa = 0,1%.
12.7 [pyruv He6naronpuaTHU epekTn
He ca Hanuue faHHW.

PA3JEN 13: O6e3BpexxaaHe Ha oTnagbuuTe

13.1 MeToAan 3a TpeTMpaHe Ha oTnagbLN

O6bpHeTe ce KbM MecTHaTa nLeH3npaHa GrpmMa 3a CMeToM3BO3BaHe OTHOCHO U3XBBbPISHETO Ha
oTnagbUMW.

WNHpopmaLmsa OTHOCHO U3XBBLPJISHETO B KAHA/IM3aLMOHHATa cMcTeMa

[la He ce n3nycka B KaHanM3auusTa.

YnpaBneHue Ha oTnagbLUUTe OT KOHTEVHEpPM/ONaKoOBKM
TpeTupaliTe 3aMbpCceHUTe ONAaKOBKM MO CbLUMA HAYMH, KaTO CaMOTO BeLLecTBO. Hanb/IHO M3npasHe-
HV ONAaKOBKM MOraT fa 6bAaT peunKapaHu.

13.2 CboTBeTHU pasnopeaby oTHaCSALLM ce A0 OTNaAbUMN

[locTaBAHETO Ha KOAOBe/HaI/IMEHOBaHI/IFl BbpXy OTnagbunTe fa Ce M3BbPLLUN B CbOTBETCTBME C Ha-
pesbaTa 3a kaTanora Ha oTnaAgbuu, CbobpasHo cneurdrkaTa Ha AaZAeHOTO NMPOU3BOACTBO NN NPO-
Lec.

13.3 3a6enexku

OTnagbunTe Tpsi6Ba Aa 6bAAT pasjeneHn B KaTeropmm, KOUTO MOraT Aa ce TPeTUpaT pasgenHo oT
MECTHUTE AW HaLUMOHAaNHNTE BACTW 3a ynpaB/ieHne Ha oTnagbLu. MimaliTe npeasm BCUUKW HaLm-
OHaNHW NN PEernmoHanHN pasnopestu, KOMTO Ca OT 3HadeHue. M3npasHeHNTe 1 MOYNCTEHN OMaKoB-
K1 MoraT Aa 6bAaT peumkapaHu.

PA3AEN 14: UHdopmaLMs OTHOCHO TpaHCNOpTUPaHeTo

141 Homep no cnucbKa Ha OOH nnn He e NpeAMeT Ha TPaHCMOPTHU Hapea6bu
naeHTuPUKaLMoHeH Homep

14.2 Tou4yHO HaMeHOBaHWe Ha npaTkaTa no He e onpejeneH
cnucbkKa Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npu TpaHcNopTnpaHe HAMa
14.4 OnakoBbYHa rpyna He e onpejeneH

14.5 OnacHOCTUY 3a OKOJIHaTa cpeja 6e3 0MacHOCT 3a OKOJIHaTa cpeaa cbr. Perna-
MEHTNTE 3a ONaCHW ToBapun

14.6 CneuwnanHu npeanasHN MepKu 3a noTpebutennte
Hsama gonbnHuTenHa nHopmaums.

14.7 MopCKWM TPaHCNOPT Ha TOBapy B HACUMHO CbCTOSAHME CbI/IaCHO MHCTPYMEHTU Ha
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

R0TH

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTvkyneH Homep: 9638

Me>kgyHapoaHaTa MOpCKa opraHm3auums
ToBapa He e NpeAHa3HauyeH 3a NPeB03 B HACUMHO CbCTOSIHNE.,

14.8 WHdopmaumsa 3a BCUYMKU NpMepHU npaBuaa Ha OOH

ABTOMOGUNHUSA, )KeNe30NbTHUA N BbTPELUHUSA BOAEH TPAHCNOPT Ha onacHM ToBapu (
ADR/RID/ADN) - AionbnHNTENHa UHOpMaL U

He ca npegmet Ha ADR, RID n ADN.

MexayHapo/eH KoAeKc 3a NpeBo3 Ha onacHW ToBapu no mope (IMDG) - lonb/IHATETHa
nHdopmauua

He ca npeamet Ha IMDG.

MexayHapoaHa opraHmsauus 3a rpaXkgaHcko sb3gyxonnasaHe (ICAO-IATA/DGR) -
AonbnHutenHa nHpopmauunsa

He ca npeamet Ha ICAO-IATA.

PA3JEN 15: UHdopmaLmsa OTHOCHO HOpMaTMBHaTa ypeaba

15.1 CneunédunyHU 3a BELLECTBOTO NIU CMecTa HOpMaTMBHa ypeaba/3akoHoAaTeNCTBO OTHOCHO
6e3onacHOCTTa, 34paBeTo N OKONIHaTa cpeaa

CboTBeTHUTE pasnopen6u Ha EBponeiickns cbios (EC)
OrpaHuyeHwus cbrnacHo REACH, npunnoxxeHue XVII
He e n3bpoeH

CnuckK Ha BelecTBaTa, npeameT Ha pa3spelwueHme (REACH, npmnnoxxeHmne XIV)/SVHC - cnncebk ¢
KaHAMAaT-BellecTBa

He e n3bpoeH
Seveso [lupekTmBa

2012/18/EC (Seveso III)

Ne OnacHo BelecTBo/KaTeropmm Ha onacHocT lMparoBo KosMYeCcTBO (B TOHOBE) 3a

npuiaraHeTo Ha N3NCKBaHWUSATa Npu
HUCBHK N BUCOK PUCKOB noTeHuyuan

He e onpejaeneH

Deco-Paint AnpekTnBa

NOC cbabpKaHue 0%

AI/IPEKTVIBa 3a eMncmMnTe OT NPOMMNLLJIEHOCTTA

NOC cbabpxaHue 0 %

AnpeKTBa OTHOCHO OrpaHNYeHMeTo 3a yrnoTpebaTa Ha onpezeneHn onacHW BeLllecTBa B
eNeKTPUYECcKOTO N eNeKTPOHHOTO o6opyaBsaHe (RoHS)

He e n3bpoeH

PernameHT 3a cb3paBaHe Ha EBponeiickn peructTsbp 3a U3NycKaHETOo U NPEHOCa Ha
3ambpcuTtenu (PUNM3)

He e n3bpoeH

PamkoBa gnpeKkTunBa 3a sogute (PAB)
He e n3bpoeH

PernamMeHT OTHOCHO NpeAJ/iaraHeTo Ha Nasapa M U3No/I3BaHeTO Ha NPeKyPCcopu Ha B3pUBHU
BellecTBa

He e n3bpoeH
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT ®
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

R0TH

FoBeXxxaun cepymeH an6ymuH (BSA) ¢ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin

apTvkyneH Homep: 9638

PernameHT OTHOCHO NpeKypcopnTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeH

PernameHT OTHOCHO BelLlleCcTBa, KOUTO HapyLLlaBaT 030HOBMA cnoia (ODS)
He e n3bpoeH

PernamMmeHT OTHOCHO U3HOCA M BHOCA Ha onacHu xumukanu (PIC)

He e n3bpoeH

PernameHT OTHOCHO YCTOMUYMBUTE OpraHUYHM 3aMmbpcuTtenu (POP)
He e n3bpoeH

Apyra nidopmauus

AnpekTnea 94/33/EO 3a 3akpuna Ha MiaguTe xopa Ha paboTHOTO MACTO. [la ce cnassBaT OrpaHnNYeHun-
ATa 3a TPYA0BA 3aeTOCT Ha BPEMEHHN N KbPMELLW XEHW CbINacHO 3aKkoHa 3a TPy40Ba 3aLlmMTa Ha Xe-
HuTe (92/85/EMO).

HauvoHanHun MHBEHTapusaynm

CnncbkK

AU AIIC BeLLEeCTBOTO e BM1caHo
CA DSL BeLLEeCTBOTO e BMYcaHo
CN IECSC BeLLeCcTBOTO e BNMcaHo
EU ECSI BeLLeCcTBOTO e BNMcaHo
KR KECI BELL,EeCTBOTO € BN1caHo
NZ NZIoC BELL,ECTBOTO € BN1CaHo
PH PICCS BeLLEeCTBOTO € BN1CaHo
TW TCSI BeLLeCcTBOTO € BNncaHo
us TSCA BeLecTBoTo e BnmcaHo (ACTIVE)

NereHpa

AlIIC Australian Inventory of Industrial Chemicals

DSL Domestic Substances List (DSL)

ECSI EO cnnckbk Ha BewecTBata (EINECS, ELINCS, NLP)

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

KECI Korea Existing Chemicals Inventory

NZIoC New Zealand Inventory of Chemicals

PICCS Philippine Inventory of Chemicals and Chemical Substances (PICCS)

TCSI Taiwan Chemical Substance Inventory

TSCA Toxic Substance Control Act

15.2 OueHKa Ha 6e30MacHOCT Ha XMMUYHOTO BeLLecTBO Un cmec
He e nsroTeeHa oueHkKa Ha 6€30MacHOCTTa Ha XMMMYHOTO BELLECTBO 3a TOBA BeLLLECTBO.

PA3AEN 16: Apyra nuipopmauus

NHanKauma Ha npomMeHu (pegakTpaH NHGOPMALMOHHUAT NINCT 3a 6e30NacHOCT)

Pazpen BnBLIO BNCBaHe (TEKCT/CTOMHOCT) AKTyaiHO BNMCBaHe (TeKCT/CTOWHOCT)

15.1 HaumoHanHu HBeHTapusaumn: Aa
NPOMsIHa B CN1CbKa (Tabnmua)
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WH$opmaLoHeH nncT 3a 6e3onacHocT @

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,

R0TH

fatty acid-free, IgG-free, very low endotoxin
apTvkyneH Homep: 9638

ChKpallieHUsa n akpoHUMU

CBbKp. OnuncaHuA Ha N3NoJI3BaHUTe CbKpalleHus
15 min [paHnLa Ha KpaTKOCPOYHa eKcno3nums
8 vaca YcpeaHeHa BbB BPeMeTO CTOMHOCT
ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponeicko cnopasyMeHue 3a MeXayHapoAeH NpeBo3 Ha onacHM ToBapw No
BbTPeLUHW BOAHV MbTULLA)
ADR Accord relatif au transport international des marchandises dangereuses par route (cnorog6a 3a mexay-
HapoJeH NpeBo3 Ha onacHM ToBapw Mo Loce)
CAS Chemical Abstracts Service (cnyx6aTa 3a XMUYHN NHAEKCU CbCTaBsA Hali-M34epnaTenns Cnncbk Ha Xu-
MUYHW BeLL,ecTBa)
Ceiling-C MpeaenHa BMcoynHa
CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduLmMpaHeTo, eTUKeTUPaAHETO 1 OMNakoBaHeTo Ha BeLlecTBa
n cmecu (Classification, Labelling and Packaging)
DGR Dangerous Goods Regulations (PernameHT 0THOCHO onacHu ToBapw (B IATA/DGR))
ED EHfOKPVHEH HapywinTen
EINECS European Inventory of Existing Commercial Chemical Substances (EBponeiicku cnncbk Ha CbLecTByBa-
LLMTe TbProBCKM XMMUYHY BELLECTBa)
ELINCS European List of Notified Chemical Substances (EBponelickn cnUcbK Ha HOTUGULIMPAHNTE XUMUYHI Be-
Lecrea)
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "rno6anHa xapmoHusnpaHa
cucTema 3a knacudurumpaHe 1 eTUKMpaHe Ha XMMUYHW NPoAykTK'", paspaboTeHa oT OpraHu3aumsTa Ha
obeaVHeHUTE HaunKn
IATA International Air Transport Association (MexayHapoAHa acoumauus 3a Bb3ayLUeH TPaHCMnopT)
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHT/ OTHOCHO ONacHW ToBapwy 3a
Bb3JyLLUeH TPaHCNopT)
ICAO International Civil Aviation Organization (MeXayHapogHa opraHu13auns 3a rpaxxaaHcko Bb3yxonnaBaHe)
IMDG International Maritime Dangerous Goods Code (MexayHapojeH KoZeKc 3a NpeB03 Ha ONacHW ToBapw Nno
Mope)
NAREDBA Ne 13 | Hapeaba Ne 13 ot 30 gekemBpu 2003 r. 3a 3aLmTa Ha paboTeLymTe OT pMCKOBe, CBbp3aHu C eKCrno3nums
Ha XMMUYHUW areHTu npu pabota
NLP No-Longer Polymer (BeLuecTBO, KOETO BeYe HsiMa CBOMCTBA Ha Noanmep)
PBT YcToumBo, 6roakyMynmpaLLo 1 TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Pernctpauwus, oueHka, paspeLuaBa-
He 1 orpaHnYaBaHe Ha XUMUKaaun)
RID Reglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/AyHapOo/AeH Xee30nbTeH NpeBo3 Ha OrnacHu ToBapu)
SVHC Substance of Very High Concern (BeLiecTBo, MopaxaaLlo cepno3Ho 6e3rnoKolicTBo)
vPVvB Very Persistent and very Bioaccumulative (MHOro ycTonumBo 1 MHOro 61MoakymynmpaLlo)
EO Ne Cnncbka Ha EC (EINECS, ELINCS v NLP-cnuncbK) e M3ToOUHUKBT 3a cegemumdpenma EO Homep, naeHTndn-
KaTop Ha BelLlecTBaTa B TbpProBckaTa Mpexa B pamkuTe Ha EC (EBponeickms cbios)
noc Volatile Organic Compounds (1eTA1BM OpraHNYHN CbeANHEHNS)

OCHOBHM No30BaBaHUSA N NU3TOYHULN Ha AaHHU B nmntepartypaTta

PernameHT (EO) Ne 1272/2008 0THOCHO KnacnbuumpaHeTo, eTMKeTUpaHeTo 1 ONakoBaHETO Ha BeLlec-
TBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH), name-
HeH o1 2020/878/EC.

ABTOMOBUNHNS, XXeNe30MNbTHUSA N BbTPELLHWSA BOAEH TpaHCNopT Ha onacHu Toeapu (ADR/RID/ADN).
MexayHapoeH KoeKC 3a NpeBo3 Ha onacHu Toeapu no mope (IMDG). Dangerous Goods Regulations
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NHdopmaumoHeH nucT 3a 6e3onacHoOCT ©
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/878/EC 5”’”

FoBeXxan cepymeH anbymuH (BSA) ppakumsa V, US-Origin CELLPURE® 298 %,
fatty acid-free, IgG-free, very low endotoxin
apTVKyneH Homep: 9638

(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLUeH TPaHCNopPT).

OTKas ot OTroBOPHOCT
Tasn I/IHqJOPMaLI,I/IFI Ce OCHOBAaBa Ha HACTOALLOTO CbCTOAHME Ha NO3HaHMATa HWU. HacTtoawmaT UG e
CbCTaBeH M NpeagHa3HayeH eqMHCTBEHO 3a TO3U NMPOAYKT.
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