NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11 JaTa Ha cbcTassiHe: 07.09.2016
Bepcusa: 2.0 bg MNpepaboTeHo nsgaHmve: 26.01.2022
3amecTBa BepcuaTa oT: 07.09.2016

Bepcusa: (1)

PA3AEN 1: UaeHTPMKaLUNA Ha BeLLLeCTBOTO/CMeCTa U Ha Apy>KecTBOTO/

npeanpuaTneTo

1.1 NpeHTndunkaTop Ha npoaykKTa

NaeHTdrkaums Ha BeLLecTBoTO PasTBOp Ha reHeTUUUH aucyndar (G418).
CELLPURE® 50 mg/ml, ctepuneH

ApTrKyneH Homep CP11

PerncrpauvioHeH Homep (REACH) He e OT 3HayeHune (cmec)

1.2  WNpeHTMdMUMpaHM ynoTpe6u Ha BELLLeCTBOTO U/IN CMECTa, KOUTO Ca OT 3HaueHue, 1 ynoTpeén,
KOWTO He ce npenopbyBaT

NaeHTnounumpaHmn ynotpebu, KouTto ca oT NlabopaTtopeH xnmukKan
3HayeHwne: NabopaTtopHa 1 aHanuUTU4Ha ynotpeba
Ynotpebu, KOUTO He Ce NpenopbYBaT: [la He ce n3non3Bea 3a NPOAYKTU, KOUTO B/IN3AT B

KOHTAaKT C XpaHUTeNHW NMpoaykTn. [la He ce
M3MN03Ba 3a YacTHW Luenu (4OMaknHCTBA).

1.3 MNoppo6HU AaHHU 3a AOCTAaBYMKA Ha NHPOPMALLMOHHUA NUCT 3a 6e3onacHOCT

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

TenedoH:+49 (0) 721 -56 06 0

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

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

KomMneTeHTHO nnLe, KOETO OTroBaps 3a :Department Health, Safety and Environment
NHGOPMALIMOHHMSA NCT 3a 6e30MacHoCT:

aApechbT Ha e1IeKTPOHHa noLya sicherheit@carlroth.de
(KOMMNeTeHTHOTO Nnunue):

14 TenedoHeH HOMep NMpU cneLwHn cnyyam

MoweHck TenegoH Ye6caniTt

n kopn/
HaceslIeHO
MACTO

National Toxicological 21 Totleben Boulevard 1606 Sofia +3592 9154 378
Information Centre
Emergency Medicine Institute
'Pirogov
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

R0TH

apTukyneH Homep: CP11

PA3AEN 2: OnncaHmne Ha onacHocTuUTe

2.1

2.2

KnacuéduuupaHe Ha BeLLECTBOTO UM CMeCTA

KnacnpuuympaHe cernacHo PernameHT (EO) Ne 1272/2008 (CLP)

Knac Ha onacHocT KaTerop Knac HaonacHocTt [peaynpex
usa U KaTeropus Ha AeHve 3a
onacHocT ornacHocTt
3.4R PecnnpatopHa ceHcnbunmnsaums 1 Resp. Sens. 1 H334
3.4S KoxHa ceHcnmbunmsaumns 1 Skin Sens. 1 H317

3a MbJIHUA TEeKCT Ha CbkpalleHusaTa: BX. PA3AEN 16
EnemeHTWN Ha eTuKeTa

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

CurHanHa ayma OnacHo

NMukTorpamm

GHSO08

MpeaynpexxpaeHnMs 3a onacHoOCT

H317 Moxe Aa NpUUYnNHKY aneprmyHa KoxXHa peakuus
H334 Moxxe fa NPUYNHU aneprmyHmn nan actTMaTUYHN CUMATOMU WU 3aTPYAHEHVA B
AVLLIAHETO Npuv BAWLLBaHE

Mpenopbku 3a 6e30nacHoOCT

Mpenopbku 3a 6e30nNacHOCT - NpU NpeaoTBpaTABaHe
P280 M3non3BainTe npeanasHu pbkaBuum/npeanasHm ovmia

Mpenopbkuy 3a 6e30MacHOCT - PX pearvpaHe

P302+P352 MNPV KOHTAKT C KOXATA: i3amuiiTe 061nHO ¢ Boga

P304+P341 MNPV BANLUBAHE: MNMpw 3aTpyAHEHO AVLLAaHe U3BejeTe NnocTpajanns Ha YncT
Bb34yX M ro nocraBeTe B NO3UNLNSA, YNeCHABAaLLA AMLLIAaHeTO

P333+P313 Mpuy NosiBa Ha KOXHO Apa3HeHe nam obpurB Ha KoxaTa: [oTbpceTe MeANLMHCKIA
cbBeT/nomoLy,

ETKeTUpaHe Ha onacHU CbCTaBKU: Dwusiarczan genetycyny (siarczan G418)

ETUKeTMpaHe Ha oNnakoBKU, KOraTo CbAbp>kaHUETO He npeBumwiasa 125 ml
CurHanHa gyma: OnacHo

Cumson(n)
H317 Moxe Aa NpryrHN anepruyHa KoxHa peakums.
H334 Moxxe fa NpUYMHN anepruyHm Uam actTMaTUYHN CUMNTOMU AN 3aTPYAHEHWS B AULLIAHETO Npu BAMLLBAHeE.
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11

P280 M3non3eaiTe npegnasHu pbkaBuuu/npesnasHu o4mna.

P302+P352 MPN KOHTAKT C KOXATA: N3muniiTe 06MIHO € BoAa.

P304+P341 MNP BAVLLBAHE: MNpw 3aTpyAHEHO AMLLaHe 13BeAeTe NocTpajannsa Ha YMCT Bb3yX 1 o nocraseTe B
no3nums, ynecHaBalla A1aHeTo.

P333+P313 Mpu nosiBa Ha KOXHO Apa3HeHe nan obpuB Ha KoxaTa: NoTbpceTe MeANLIMHCKN CbBET/MOMOLL,

CbAbpXxa: Dwusiarczan genetycyny (siarczan G418)

Apyrun onacHocTun

PesynTtaTun ot oueHKaTa Ha PBT n vPvB
CmecTa He CbAbpXa BeLlecTsa, oleHeHn kaTo PBT van vPvB.

PA3JEN 3: CbcTtaB/MHOpMaLMA 3a CbCTaBKUTe

3.1

3.2

BewiecTtBa
He e OT 3HaueHume (cmec)

Cmecn

OnucaHue Ha cmecTa

HanmveHoBaHue NpeHtndumkat TernoBHm Knacmndukaums coera. MukTorpammn Benexxku

Ha BeWwecTBoTO (o] ] %

Dwusiarczan CAS Ne 3-<10 Resp. Sens. 1/ H334
genetycyny (siarczan 108321-42-2 Skin Sens. 1/ H317
G418)

3a NbAHUA TEKCT Ha CbKpalleHuaTa: BX. PA3/JIE/ 16

PA3AE/ 4: MepKku 3a nbpBa NOMoLL,

4.1

OnucaHue Ha MepKuTe 3a NbpBa NoMoLL,

06wm 6enexxKkm
CBaneTe 3aMbpCEHOTO 06AEK/0.
Cnep BguiuBaHe

OCI/IprVI YNCT Bb34yX. |-|pI/I BCUYKWN CNyHYan HA CbMHEHMe, Unn npun Hann4dne Ha CMMNToMmn Aa ce
NOoTbLPCN MeEANLUMNHCKA NMOMOLL,.

Cnep KOHTaKT € KOXKaTa
Cnep KOHTaKT C KOXaTa, BeAHara Aa ce nsmue obuaHo ¢ BoAa. MNpu KOXHM peakumn noTbpceTe nekap.
Cnep KOHTAKT € ounTe

np0MI/IBaI7ITe BHMMaATENHO C BOAa B NMpo4gb/DKEHME HA HAKOJIKO MUHYTW. |_|pVI BCUYKWN CNyHan Ha
CbMHEHNE, NI Npun Hain4dme Ha CUMNTOMK Aa Cce NOTbpPCn MeANLNHCKa MOMOLL.

Cnep nornbLijaHe

M3nnakHeTe ycTaTa. [pn HepasnonoxeHuve ce obageTte Ha fiekap.

Hair-cbLuecTBeHM OCTPM U HaCTbNBALLW Cej U3BECTEH Nepuoa OT BpeMe CUMMNTOMM U epeKTr
AneprnyHn peakumm, Kawnumua, 3agyx

YKasaHue 3a HeOGXOAVIMOCTTa OT BCAKAKBU HEOT/TOOKHN MeANLUNHCKUN TPpVOKU U cneyuasiHo
ne4yeHwve

HAMa
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTVkyneH Homep: CP11

PA3SAE/ 5: TpoTBONO>XXapHU MepKu

5.1 Mo>xaporacntenHu cpeacTea

MoaxoasAL M NoXKaporacuTeNHN CpeacTBa

Ja ce KOOpAMHMPAT NPOTUBOMOXAPHUTE MEPKU C OKOJTHOCTA
BOAHMW NPBHCKU, YCTOMNUYMBA Ha afIKOXO/ MNsAHA, CyX Npax 3a raceHe, BC-npax, BbrnepojeH AMoKCnz
(COy)

HenoaxopsLum no>xaporacmuTenHu cpeacrTea
BOJZHa CTpys
5.2 Oco6eHn onNacHOCTN, KOUTO NPON3TNYAT OT BELLLECTBOTO W/ CMecTa
Heropum.
OnacHu NpoAyKTU Ha U3rapsiHe

B cnyyali Ha noxap Morart Aa Bb3HUKHAT: A30THU okecnam (NOXx), BbrnepogeH MoHookcumg (CO),
BvrnepogeH gmnokcng (CO,)

5.3 CbBeTun 3a NoOXKapHUKapuTe

B cnybla|7| Ha noXap n/Mnn ekCcnnosmsa Aa He ce BauLBa gmma. acete no>kapa c obuyaHuTe
npeanasHy Mepkn OT pa3yMHO pa3CTodHuMe. Ja ce HOCK aBTOHOMEH AuxaTteneH arapar.

PA3/AEN 6: Mepku npv aBapuinHO UsnyckaHe

6.1  JlInuHu NpegnasHU MepKU, NpeanasHN CPeAcTBa 1 NpoLeaypy NpU CNeLUuHK cy4dan

3a nepcoHar, KOWTOo He OTroBapsl 3a CNeLUHK c/lyvyaun

Ja ce n3bsarea gonup Ha NpPoAyKTa € KoxaTa, ounTe 1 obneknoTo. [la He ce BaMLiBa napute/
aepo3sorna.

6.2 [peanasHu MepKu 3a onasBaHe Ha OKOJIHaTa cpeja

Mpeanassail OT 3aMbpCcsABaHe Ha OTTOYHW KaHaNM3aLmm, NOBbPXHOCTHU U MOANOYBEHW BOAN.
6.3 MeToam n maTepmanu 3a orpaHMyaBaHe U NOYUCTBaHe

CbBEeTU OTHOCHO HAYMHMNTE, MO KOUTO Aia ce OrpaHU4mn pasnnuBbLT

MNMoKkpmBaHe Ha OTTOYHW KaHaM3aunn.

CbBeTN OTHOCHO HAYMHUTE, N0 KOUTO Aa ce MoUYnNCTU Pa3nnBbT

[la ce nonvie MexaHN4YHO CbC CBbP3BaLL, MaTepuan (NACHK, ANAaTOMUT, CBbP3BALLIO BELLLeCTBO 3a
KNCENNHWN UV YHUBEPCA/HO).

Apyra nHpopmarms 0OTHOCHO pasINBU N U3MYCKaHUA
MocTaBeTe B NOAXOAALLN KOHTEMHEpU 3@ U3XBbpP/IsSHE.
6.4 lo3oBaBaHe Ha Apyru pasaenm

OnacHM NpoAyKTWN Ha n3rapsiHe: BuxX pasgen 5. JInuHn npegnasHmy cpeicTBa: BUX pasgen 8.
HecbBmecTMU MaTepmanu: Bux pasgen 10. Obe3BpexaaHe Ha oTnagbLmTe: BUX pasgen 13.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTVkyneH Homep: CP11

PA3JEN 7: Pa6oTa n cbxpaHeHne

71

MpeanasHn mepku 3a 6e3onacHa pa6oTta
OcurypsiBaHe Ha AoCTaTb4yHa BeHTUNALMS.
CbBeTM 3a 06LLia XMrMeHa Ha Tpyaa

Ja ce n3MmBaT pbleTe Npean NoYnBKa U B Kpasi Ha paboTHMA AeH. [la ce cCbXxpaHsiBa jasiede oT
HaMUTKX N XPaHW 3a XOpa W XXNBOTHM.

YcnoBus 3a 6e30MacHO CbXpaHsABaHe, BK/IOYNTE/IHO HECbBMECTMMOCTU
[la ce cbxpaHsiBa Ha X1agHO MSACTO.

HecbBMecTMUY BeLLeCcTBa UM CMecU
Cna3BaiiTe yKasaHUATa 38 KOMBUHMPAHO CbXpaHeHwMe,

CnasBaHe Ha pyrv cbBeTu:

CneundpunyHo NpoeKTMpaHe Ha NOMeLLEeHUS 3a CbXpPaHeHVe NN Ha CbAaoBe
MpenopbyaHa Temnepartypa Ha cbxpaHeHue: 2 - 8 °C

CneyundunyHa(n) kpaHa(n) ynotpeba(un)

HsmMa HannyHa nHopmaums.

PA3/AE/ 8: KOHTpo/1 Ha eKcno3uunaTa/NINYH npeanasHU cpeacTBa

8.1

MapameTpu Ha KOHTPOJ
HaunoHanHM rpaHUYHN CTOVHOCTN

FpaHUYHM CTOWHOCTY Ha NpodecuoHanHa ekcno3uuma (FpaHULUM Ha eKCno3nLus Ha
pa6boTHOTO MACTO)

Tasu nHdopmMaLusa He e Hann4YHa.
KoHTpon Ha ekcno3vymsaTa
NHanBnayanHun Mmepku 3a 3alimTa (IMYHM nNpeanasHn cpeacTBa)

3awmTa Ha ounTe/nnueTo

3non3Bain npegnasHy Macky CbC CTPAHWYHA 3aLymTa.

3awmTa Ha KoXkaTa

* 3al4MTa Ha pbLeTe

[la ce HocaT nogxoAdaLLy pbKasuLmn. MNoaxoaaLm ca pbKaBuLM 3a 3aLlMTa OT XUMKUKaNn, KOUTO ca
n3nuTaHm B ceoTBeTcTere ¢ EN 374. 3a cneuuanHum uenu, ce npenopbyBa Aa ce nposepu
YCTONUMBOCTTa Ha XUMUKANAN Ha 3aLLUTHUTE pbKaBMLK, CNOMEHAaTU MOo-rope, 3aeiHO € JOCTaBuMKa
Ha Te3u pbKasuLUW. BpeMeHaTa ca NpubAnN3NTENHN CTOMHOCTM OT n3MepBaHus npu 22 ° Cu
NMOCTOSIHEH KOHTAKT. [MoBMLLIEHWTe TeMMepaTypu, Ab/XKaLlM Ce Ha HarpsiBaHW BeLLecTsa, TOrjvHa Ha
TANIOTO U T.H. U HAMansiBaHe Ha epeKTMBHaTa gebenrHa Ha cnos upes pasTaraHe, MoraT 4a gosegaT
[0 3HaUMTeNIHO HamansiBaHe Ha BpeMeTo 3a NpobunB. AKO nMaTe CbMHEHMs, CBbpXeTe ce C
npowunssogutens. NMpu npubnansmtenHo 1,5 nbTn no-ronsma / no-manka gebenviHa Ha cnos,
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTVkyneH Homep: CP11

CbOTBETHOTO BpEME 3a I'Ip06VIBaHe ce yaBosBa / HaMmanaBa HanonoBMHa. lJaHHNTEe ce OTHACAT caMo
3a 4YncToTO BellecTBo. KoraTo ce npexBbvpaAaAT KbM CMeCK OT BeLeCTBa, Teé MoraT Ja Ce pasrnexaart
CaMO KaTO PpbKOBOACTBO.

* BUA Ha MaTepuana

NBR (HuTprnnos kayuyk)

* pe6envHa Ha maTepmuana

>0,11 mm

* U3HOCBaHe Ha MaTepuasa Ha pbKaBuLUTe
>480 MUHYTU (NPOHNKBAHE: HNBO 6)

* AONMB/IHNTE/TH MEepPKU 3a 3alimTa

[a ce ocTaBAaT nepmnoan Ha Bb3CTaHOBABAHE 3a pereHepaund Ha KoxaTa. ﬂpoq)vmaKquHa 3alnTa Ha
KoXaTa (3aLlnTHN KpEMOBe/MeXﬂeMI/I) ce npenopwb4Ba.

3alwmTa Ha guxaTe/IH1Te NbTULLA

-/
AvixaTenHa 3awmta e HeobxoavMa npu: O6pasyBaHe Ha aepo30JiHa Mbra.

KOHTPOH Ha eKcno3muyumsaTa Ha OKOJIHaTa cpeaa
I'Ipep,rla3Ba|7| OT 3aMbpCABaHe Ha OTTOYHW KaHannm3aynn, NOBbPXHOCTHU U nogno4vBeHW BoAN.

PA3AEN 9: PUSNYHUN N XMMUNYHW CBOIACTBA

9.1

I/|Hc|>opmauvm OTHOCHO OCHOBHUTE ¢M3I/I'-IHI/I M XMMWNYHU CBOMCTBA

PU3NYHO CbCTOSIHVE TeueH
LeaT 6e3uBeTeH
Mwpuc 6e3 Mupuc
Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe 0°C

Touka Ha KMNeHe 1AM HayasiHa Touka Ha KuneHe n 100 °C
WHTepBaJ Ha KuneHe

3anannmoct Heropum

JoNHa 1 ropHa rpaHMLUa Ha eKCna03MBHOCT He e onpegeneH

Touka Ha 3ananBaHe He e onpegeneH

TemnepaTtypa Ha camo3ananBaHe He e onpegeneH

Temnepatypa Ha pa3najaHe He ce OTHacs

pH (cTonHoCT) ~7 (20 °Q)

KnHemaTnueH BUCKO3NTET He e onpegeneH

PasTBopurmocT(11)

Pa3sTBOprMOCT BLB BoJa MOXe [ila ce CMeCBa BbB BCAKAKBM Nponopumnm
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTVkyneH Homep: CP11

9.2

KoedurumeHT Ha pa3npeaeneHune

KoeduumeHT Ha pasnpeseneHvie n-oKTaHoNA/BoOAa
(norapnTMuYHa CTOMHOCT):

HanaraHe Ha napute

MABTHOCT U/ VAW OTHOCUTENIHA NJTBTHOCT

MnbTHOCT

OTHOCUTeNHa NABTHOCT Ha napuTte

XapaKkTepucTrKn Ha YacTuumuTe

Apyrv napameTpu Ha 6e3onmacHoCTTa

OKCUAMpPALLM CBOIACTBA

Apyra uipopmauyums

HdopmMaLKs BbB Bpb3Ka C knacoBeTe Ha
dM3MYHa onacHOCT:

Apyrv xapakTepucTrK 3a 6e30MacHoCT:

CTeneH Ha cMecBaHe

He ce oTHacA (HeopraHM4YHo)

HE € onpeaeneH

19 s

HSIMa Ha/M4YHa MHGOpPMaLMs OTHOCHO TOBa
CBOWCTBO

He ce oTHacs (TeyeH)

HAMa

KnacoBe Ha onacHocT cbra. GHS
(dbn3nYHM onacHoOCTM): He ce OTHacH

HaMnbJ/IHO Ceé CMeCBa C BOAa

PA3EN 10: CTabUAHOCT N peaKTUBHOCT

10.1

10.2

10.3

10.4

10.5

10.6

PeakTnBHOCT

To3n MaTepuran He e peakTVBEH MpY HOPMaJIHWN YC/I0BMSI Ha cpeaaTa.

XMu4Ha ctabunHocT

MaTepurana e ycToiumB Ha TemnepaTypa 1 HansraHe Uam B obryariHa cpega 1 npy NpeasnanMuTe

YC/I0BMS HA CbXpaHeHue 1 pabora.

BBb3MOXXHOCT 3a onacHu peakunm

Pearnpa psi3Ko C: CU/1eH OKUC/INTEN

Ycnosus, Kkouto Tpsi6Ba fa ce usbareat

Hsama cneumdunyHm ycnosus Konto Tpsabea ga ce 1364arear.

HecbB™MecTUMU MaTepunanu

Hama gonbnHnTenHa nHGopmaums.

OnacHu NpoAyKTW Ha pasnapaHe

OnacHW NpoAyKTV Ha u3rapsiHe: BUX pasjen 5.

Bbarapus (bg)
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NHdopmaLmoHeH nncT 3a 6e3onacHOCT ©

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11

PA3AEN 11: TokcukonornyHa nHopmaums

11.1 WNHdopmaumsa 3a KnacoBeTe Ha ONacHOCT, onpeaeneHu B PernameHT (EO) Ne 1272/2008
Jlnnca Ha AaHHW OT U3NMTBAaHe 3a usnarta cMec.
Mpouepypa 3a kKnacnunuympaHe

MeToabT 3a kKnacumuUmMpaHe Ha CMecn ce OCHOBaBa Ha CbCTaBKUTe Ha cMecTa (dopmyna Ha
AANTUBHOCT).

Knacnjukaumsa cernacHo GHS (1272/2008/EO, CLP)

OCTpa TOKCUYHOCT
[a He ce Knacmc|>|/|u,|/|pa KaToO OCTPO TOKCNYEH.

OCTpa TOKCUNYHOCT Ha KOMNOHEHTUTE Ha CMeCTa

HavmeHoBaHue Ha MbT Ha KpaiiHa CToMHOCT
BELLecTBOTO eKkcnosuum Touka
A
Dwusiarczan genetycyny (siarczan 108321-42-2 opanHa LD50 >2.000 mg/kg nABLX
G418)

Koposusa/apasHeHe Ha Ko)KaTa

Ja He ce knacndunumpa KaTo KOpo3nBeH/Apa3HeLl, 3a KoxXaTa.

Cepuo3HoO yBpeXxxaaHe Ha ounTe/gpa3HeHe Ha ounTe

Ja He ce knacndunumpa KaTo Cepro3HO yBpeXaall, 0unTe UK APasHeLL o4unTe.
PecnnpaTtopHa nnm KoXKHa ceHcmbnnusaumvs

Moxe aa NPUYNHW aneprmyHn nnn aCtMaTn4YHn CUMNTOMU NN 3aTPyAHEHWA B ANLLAHETO Npu
BAVLLIBaHe. Moxe ja MPUNYNHN aneprmyHa KoXxHa peakuyusa.

MyTareHHOCT 3a 3apoAULLHU KJ1I€TKWN

Ja He ce knacndunympa KaTo MyTareHeH 3a 3apoAnNLLHUNTE KNEeTKN.
KaHueporeHHoOCT

Ja He ce knacndunumpa KaTo KaHLeporeHeH.

ToKcM4YHOCT 3a penpogyKuumaTa

Ja He ce knacndunumpa KaTo TOKCUYEH 3a penpoayKLmaTa.

CneundpuryHa TOKCMYHOCT 3a onpeaesieHUN oOpraHu - e4HOKpaTHa eKcno3nuus

Ja He ce knacndunumpa kaTo cneumPryHa TOKCUYHOCT 3a onpejenieHn opraHn (e4HOKpaTHa
eKcrno3nuus).

CHELI‘VIq)I/I‘-IHa TOKCMYHOCT 3a onpeAesieHn opraHum - noBTapsiulia ce ekcnosmyus

Jla He ce knacndunumpa kaTo cneumdryHa TOKCUYHOCT 3@ ONpeesieHn opraHu (NoBTapsLa ce
eKcrnosnuus).

OnacHoCT npu BaULLBaHe
[a He ce knacudurLMpa KaTo NpeAcTasaBall, ONacHOCT Npu BAULLIBaHeE.

CvmnTomMm, CBBbpP3aHn C q)VIBVI‘-IHVITe, XUMUNYHUTE N TOKCUKONTOTNYHUNTE XapPaKTepUucTmukKun

* [py nornbLiaHe
He ca Hannue gaHHN.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTVkyneH Homep: CP11

* [Ipy KOHTaKT C ouunTe
He ca Hannue gaHHN.
* [pu BAULLBaHe
Moxe fa npeAn3BmKa anepruvHy peakumm, kawnmua, 3agyx
* [Ipy KOHTAKT € Ko)kaTa
Moxe aa npeamr3BrKa anepruyHn peakumm, Cbpbex, NoKasHo noyepBeHsABaHe
* fipyra nidopmauus
HAMa
11.2 CBoiicTBa, HapylwaBawm GyHKLMNTE HA eHAOKPUHHATa cucTtema
Hunkos OT CbCTaBKUTE He e n3bpoeHa.
11.3 WNHPopmauma 3a apyrv onacHocTU
Hsama gonbnHnTenHa nHopmaums.

PA3AEN 12: EkonornyHa nHpopmavmsa

12.1 TOKCMYHOCT
Jla He ce knacndunumpa KaTo ornacHo 3a BoAHaTa cpeja.

BuoxnmMmunyHo pasrpaxxgaHe

MeToauTe 3a onpegensiHe Ha CTeneHTa Ha pa3rpaxzsaHe He ca NPUAOXKUMU NPU HEOPraHNYHN
BelllecTBa.

12.2 TMpouec Ha pasrpaxagaHe
He ca Hanvue gaHHW.
12.3 Buoakymynupaiya cnocobHocT
He ca Hanvue gaHHW.
12.4 NpeHocMmocCT B NoyBaTa
He ca Hanvue gaHHW.
12.5 Pe3syntatu oT oueHkaTa Ha PBT n vPvB
He ca Hanvue gaHHW.
12.6 CBoircTBa, HapywaBawy PYHKLMNTE Ha EHAOKPUHHAaTa cucTtema
H1Kos OT CbCTaBKUTE He e N3bpoeHa.
12.7 [Apyrv He6naronpusaTHU edpeKkTn
He ca Hanvue gaHHW.

PA3JEN 13: O6e3BpexxaaHe Ha oTnagbuuTe

13.1 MeToawn 3a TpeTnpaHe Ha oTNaabLUM

To3u MaTepuan 1 HeroeBaTa OMakoBKa Aa ce TpeTMpaT KaTo onaceH oTnaabk. CbAbpXaHMeTo/CbAbT
Aa Ce N3XBbP/IV B CbOTBETCTBUE C MEeCTHaTa/pervoHanHaTa/HauoHanHaTa/MexayHapoHaTa

ypeaba.
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NHdopmaLmoHeH nncT 3a 6e3onacHoOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

R0TH

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTVkyneH Homep: CP11

NHdopmaLumsa 0THOCHO U3XBBPJISHETO B KAaHaNU3aLMOHHaTa cMcTeMa
[la He ce n3nycka B kKaHanmMsaumnaTa.
13.2 CboTBeTHU pasnopeAby oTHaCALLM ce A0 OTNaAbLUM

[MocTaBsaHeTO Ha KOAOBe/HAaUMEHOBAHMWA BbPXY OTNagbuuTe 4a Ce N3BBLPLUMN B CbOTBETCTBUE C
Hapega6baTa 3a KaTanora Ha oTnagbuu, cbobpasHo cneundrkaTa Ha Aa4eHOTO NMPOU3BOACTBO UK
npouec. PernameHT Ha oTnagbuuTte (FfepmaHmng).

13.3 3abenexku

OTnagbuunte Tpﬂ6Ba Aa 6'bAaT pa3aeneHn B Kateropmm, KOUTO MoraTt Aa ce TpeTmpart pasgesiHo oT
MeCTHNTE NN HauMOHa/IHUTE BNacTu 3a yripaBaeHune Ha oTnagbun. VimanTe npeasnj BCNYKU
HaUuMOHaNHWN nanm pernoHaaHm pa3nopep,6|/|, KOUTO Ca OT 3Ha4veHune.

PA3AEN 14: HdopMaLMsa OTHOCHO TPAHCMOPTUPAHETO

14.1 Howmep no cnuckbka Ha OOH nnn He e NMpeAMeT Ha TPaHCNOPTHW HapeAbun
naeHTNPnKaLmnoHeH Homep

14.2 To4yHO Ha HaMMeHOBaHWe Ha npaTkaTa no He e onpejeneH
cnucbka Ha OOH

14.3 Knac(oBe) Ha onacHOCT Npu TpaHcnopTMpaHe  HAMA
14.4 OnakoBbYHa rpyna He e onpegeneH

14.5 OnacHOCTW 3a OKOJIHaTa cpega 6e3 0MacHOCT 3a OKOJIHaTa Cpeja Cbr.
PernameHTVTE 3a OMacHM ToBapu

14.6 CneuwanHu npepanasHN Mepku 3a noTpeébutenunTe
Hsama gonbnHuTenHa nHopmaums.

14.7 MopCK/ TPAHCMNOPT Ha TOBapy B HACUMHO CLCTOAAHME CbIJIACHO MHCTPYMEHTM Ha
Me>XxayHapoaHaTa MOpCKa opraHunsauus

TOBapa He e npejHa3Ha4eH 3a NpeBO3 B HACUMHO CbCTOAHNE.

14.8 WHPopmauma 3a BCUYKU NPpMEPHU npaBuna Ha OOH

ABTOMO6GUNHUSA, )XeNEe30MbTHUA N BbTPELLUHUSA BOAEH TPAHCNOPT Ha onacHm Tosapu (ADR/RID/
ADN) - lonbaHUTeNHa UHGopMaLmsa

He ca npegmet Ha ADR, RID n ADN.

MeXxayHapoaeH KoAeKc 3a NpeBo3 Ha onacHu ToBapu no mope (IMDG) - lonb/HUTENHa
nHopmauusa

He ca npegmet Ha IMDG.

Me>)xayHapoaHa opraHusauvs 3a rpakgaHcko sb3ayxonsasaHe (ICAO-IATA/DGR) -
JonbnHnTenHa nHpopmaums

He ca npeamet Ha ICAO-IATA.

PA3AEN 15: NHpopmaLma OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneunduyHU 3a BELLECTBOTO WU CMeCcTa HopMaTMBHa ypeaba/3aKoHOAaTENICTBO OTHOCHO
6e30nMacHOCTTa, 34paBeTo U OKOJIHaTa cpepa
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11

CboTBeTHUTe pasnopea6bu Ha EBponeiickmsa cbio3 (EC)

OrpaHuyeHus cbrnacHo REACH, npunoxxeHue XVII

OnacHu BellecTBa ¢ orpaHuyeHus (REACH, NMpuno>xeHmne XVII)

HanmeHoBaHue Ha HanmeHoBaHwue cbra. OrpaHn4yeHue
B€eLLecTBOTO UHBEHTapusauuaTa
Pa3TBOp Ha reHeTUUMH ancyndat TO3M NPOAYKT OTroBaps Ha R3 3
(G418). KpuTepunTte 3a knacubukaums
cbrnacHo PernameHT Ne 1272/2008/
EO
Dwusiarczan genetycyny (siarczan BellecTBa B MacTuiaTa 3a R75 75
G418) TaTyMPOBKN V1 NEPMAHEHTEH rPUM
JlereHpa
R3 1. 3abpaHsBa ce ynoTpebarta 1M B:

- AeKOpaTMBHWN N3jenuns, npejHasHavyeHn 3a noayyaBaHe Ha CBETAVHHU WY LiBETHN eeKTW NoCcpecTBOM PasinyHu
da3u, kaTo Hanpumep JeKOpaTUBHM NaMNn 1 NenenHnLY;

- pokycu n weru;

- UIFPY 3a €VIH NIV NMOBeYe YYacTHULN AW U3Jenuns, NpejHa3HayvyeHu Aa ce U3noa3saTt KaTo Takuea, Jopu v C
AeKOPaTVBHU Lenu.

2. He ce nyckaT Ha nasapa nsjenus, KOMTo He OTroBapaT Ha U3NCKBaHMATa Ha naparpad 1.

3. He ce nyckaT Ha nNa3apa, ako CbAbpXaT OLBETUTENIN, OCBEH KOraTo Ce M3Moa3BaT 3a QUCKaNHW Lean, nav napeprom,
Wnn n ABeTe, ako Te:

— MoOrar ja ce 13Mnoa3BaT KaTo ropuso B AeKopaTUBHM MacaeHn namnu, NpeAgHasHayeHu 3a MacoBma noTpebuTten, n
— NpeACcTaBaaBaT ONacHOCT NpY BAMLIBaHE U Ca eTUKeTUPaHU ¢ puckosa ¢pasa H304.

4. He ce nyckaTt Ha nasapa AeKopaTBHM Mac/ieHn [aMnu, NpegHasHayeHn 3a MacoBMsa NoTpebuTen, oCcBeH KOraTto
oTroBapsiT Ha EBponenckns ctaHAapT 3a AekopaTuBHU MacieHn namnu (EN 14059), npuet oT EBponelickmsa kommTeT
no ctaHgaptusaumnsa (CEN).

5. Bes pa ce 3acAra M3nbAHEHNETO Ha ApYry pa3nopes6bun Ha Cblo3a, OTHACALLM ce 4o KnacnduumpaHeTo,
eTVKeTMpaHeTo 1 ONakoBaHeTO Ha BelllecTBa U CMecu, JOCTaBUMLMTE rapaHTMpaT, Ye npeAn nyckaHe Ha nasapa ca
V3NBAHEHN CNefHUTE YCI0BUS:

a) MacnaTta 3a namnu, eTMkeTnpaHu ¢ puckosa ¢pasa H304, npegHa3HaveHN 3a MacoBUs NoTpebuTen, MMaT BUAMMA,
YeTNvBa N He3aIM4YMMa MapKMpoBKa, KakTo ceABa: ,JlamnuTe, MbHM C Ta3n TEYHOCT, Aa Ce CbXpaHABaT N3BbH
obcera Ha geua“. u, ot 1 gekemBpwn 2010 r., ,CaMo eAHa rNbTKa Maca0 3a AaMnu — UAW AOPU CMyYeHeTo Ha duTnna
Ha namnaTa — MoXe Aa foBeJe A0 XNBOoTo3acTpaluasaLlo 6enogpobHo yBpexaaHe”;

6) ot 1 gekemBpyn 2010 r. TeYHOCTUTE 3a 3ananBaHe Ha ckapw, eTUKeTUpaHW ¢ puckosa ppasa H304, npesHasHaveHn
33 MacoBMA NOTpebuTen, UMaT YeTIMBa U He3aIn4YMa MapKMPOBKa, KakTo ceaBa: ,Camo rabTka OT TeYHOCTTa 33
3ananBaHe Ha cKapu MoXe Aa JoBeje A0 XMBOTo3acTpallaBaLlo 6enogpobHo yBpexaaHe”;

B) oT 1 AekemBpwu 2010 r. Macnata 3a 1amnu 1 TeYHOCTUTE 3a 3anasBaHe Ha CKapy, ETUKETVPaHN C pUCKoBa ¢dpasza
H304, npegHa3Ha4veHn 3a MacoBMs NOTpebuTes, ce onakoBaT B HePHW HeMpPO3payH KOHTeiHepy C BMeCTUMOCT A0 1
NTBP.
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R75

1. He ce nyckaT Ha nasapa B cMecu, nNpejHa3sHayveHu 3a TaTtyrpaHe, N cMecnTe, CbAbpXXalln Koe ja e oT Te3un
BeLLleCTBa, He Ce U3M0A3BaT 3a Le/inTe Ha TaTynpaHeTo

cneg 4 aHyapu 2022 r., ako BbMNPOCHOTO BeLLEeCTBO MM BeLLecTBa NPUCLCTBA(T) NpY ciejHuUTe 06CTosaTeNCTBa:

a) B Cyyali Ha BeLLecTBO, knacnpuumpaHo B YacT 3 oT npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kaTo
KaHLeporeHHo, kaTeropusa 1A, 1B nauv 2, unn mytareHHo

3a 3apoAVLLIHNTE KNeTKK, KaTteropus 1A, 1B nau 2, BelectBoTo NPUCHCTBA B CMeCTa B KOHLEHTpaLMs, paBHa Ha Uau
no-ronsiMa ot 0,00005 TernoBHW NPoLEHTa;

6) B C/lyyali Ha BeLecTBo, knacndumumpaHo B 4acT 3 oT npunoxeHuve VI kbM PernameHT (EO) Ne 1272/2008 kato
TOKCMYHO 3a penpoayKkuusaTa, kateropus 1A, 1B nan 2, BeLLecTBOTO NPUCHCTBA B CMeCTa B KOHLEHTpaLuus, paBHa Ha
nnu no-ronsma ot 0,001 TernoBHM NPOLEHTa;

B) B C/ly4ail Ha BeLLecTBO, KnacnpuumpaHo B HacT 3 ot npunoxeHue VI kbm PernameHT (EO) Ne 1272/2008 kaTo KOXeH
ceHcnbunmsarop, kateropus 1, 1A unu 1B, BeLLeCTBOTO NPUCHCTBA B CMeCTa B KOHLEHTpaLus, paBHa Ha WUau no-
ronsma ot 0,001 TernoBHM NPOLEHTa;

r) B Clyyaii Ha BeLlecTBo, knacnduumpaHo B YacT 3 ot npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 kato
npeAn3BLKBaLLO KOPO3KMA Ha KoxaTa, kaTeropus 1, 1A, 1B nav 1C, unn gpa3sHeHe Ha Koxarta, kaTeropus 2,
BELLeCTBOTO NMPUCHLCTBA B CMECTa B KOHLIEHTPALMS, paBHa Ha Uan No-rofiimMa oT:

i) 0,1 TernoBHM NPOLLEHTA, aKO BELLECTBOTO Ce N3M0/13Ba eANHCTBEHO KaTo perynaTop Ha pH;

ii) 0,01 TernoBHM NpoOLeHTa BbB BCUYKW APYri Cay4dau;

4) B CyYali Ha BeLLecTBo, knacuduumpaHo B npunoxeHue II kbm PernameHT (EO) Ne 1223/2009 (*1), BeLecTBOTO
NPUCLCTBA B CMeCTa B KOHLIEHTpaLVs, paBHa Ha uan no-ronsma ot 0,00005 TernoBHY NpoLeHTa;

e) B Cly4vail Ha BeLLecTBO, 3a KOeTO 3a eMH WUn noseye OT C/ieHMUTE BMUA0BE e NOCOYEHO YC/I0BME B KOJI0Ha X (Bua
Ha NPOAYKTa, YacTL Ha TAN0TO) OT TabnuuaTa B npunoxeHue IV kbMm PernameHT (EO) Ne 1223/2009, BeLL,ecTBOTO
NPUCLCTBA B CMeCTa B KOHLIEHTpaLVs, paBHa Ha uan no-ronsma ot 0,00005 TernoBHY npoleHTa:

i) ,[poaykTn c oTMMBaHe"

ii) ,[la He ce n3non3ga B NPOAYKTU 3a NPUIOXKEHNE BbPXY NraBuumnte”;

iii) ,[la He ce n3non3ea B NPOAYKTM 3a o4Un”;

) B C/ly4ali Ha BeLLEeCTBO, 3a KOETO € NOCOYEHO YC/10BMe B KONOHa 3 (MakcrMaHa KOHLEeHTpaL s B roToBMS 3a
ynoTtpeba npenapar) nav konoHa u (Apyrv) ot Tabavuata B npunoxeHue IV kbM PernameHT (EO) Ne 122372009,
BeLLIeCTBOTO NPUCHLCTBA B CMECTa B KOHLEHTPaLMSA UK MO APYr HAaYMH, KOUTO He OTroBapsT Ha YC/I0BUETO, MOCOYEHO
B Ta3W KOJIOHa:

3) B C/lyYali Ha BeLLeCcTBO, M36poeHO B AONb/HEHME 13 KbM HaCTOALLOTO NPUIOXKEHWE, BELLLeCTBOTO NPUCHCTBA B
CMeCTa B KOHLEHTpaLWs, paBHa Ha Wian no-rofisma oT rnpejenHaTta KOHLEeHTpaLus, NocoyYeHa 3a ToBa BELLECTBO B
NMOCOYEHOTO AOMb/IHEHME.

2. 3a uenvTe Ha ToBa BMMCBaHe N3M0J13BaHETO Ha CMeC ,3a TaTyMpaHe” 03HayvaBa VHXeKTMPpaHe Uav BbBexX/aHe Ha
CMecTa B Koxara, inraeuuaTta Uam o4yHaTta abbika Ha anLe NocpeACcTBOM NPOLLeC AN npoLegypa (BKIOUNTENHO
npoueaypuv, ObMKHOBEHO HapYaHW ,MepMaHeHTeH rpum”, ,,KO3MeTUYHO TaTynmpaHe”, ,MUKpobnengnHr" n
LMUKPONUIrMeHTauusa"), LensLa nocTuraHe Ha 3Hak Uin pucyHka BbpXy TAI0TO My.

3. AKO BeLLLeCTBO, KOETO He e 136poeHO B JonbiHeHMe 13, monaja B 0bxBaTa Ha noseye OT €jHa OT TOUKM a)—X) OT
naparpad 1, 3a ToBa BeLLeCTBO Ce npunara Hain-ctporaTa npejenHa KoOHUEeHTpauus, yCTaHOBeHa BbB BbMPOCHNUTE
TOYKMW. AKO BeLLLecTBO, KOeTO e N36poeHo B JonbAHeHMe 13, nonaja 1 B 06xBaTta Ha eAHa Wav noseye oT TOUKWN a)—X)
oT naparpa¢ 1, 3a ToBa BeLLeCTBO Ce npwara npejenHarta KOHLEHTpaLVs, yCTaHOBEHa B TOYKa 3) OoT naparpad 1.

4. Ypes geporauus naparpad 1 He ce npwuiara 3a ciejHuTe BelecTsa 40 4 aHyapu 2023 r.:

a) Pigment Blue 15:3 (CI 74160, EO Homep 205-685-1, CAS Homep 147-14-8);

6) Pigment Green 7 (CI 74260, EO Homep 215-524-7, CAS Homep 1328-53-6).

5. Ako yact 3 ot npunoxeHue VI kbM PernameHT (EO) Ne 1272/2008 6b4e nsmeHeHa cneg 4 aHyapu 2021 r., 3a ga ce
Knacnourumpa nan npeknacbuumpa gajeHo BeLecTBo, Taka ye To Aa nonaja B o6xsaTa Ha TO4KM a), 6), B) Uan r) ot
naparpad 1 oT HaCTOALLOTO BNNCBaHe UM Aa Nornaja B pa3/iMyHa TouKa OT OHasu, B KOATO e nonazjano npean Toea, 1
AaTaTa Ha npunaraHe Ha Ta3u HoBa WY NpepasriejaHa knacubvkaums e ciej gatata, nocoveHa B naparpad 1, uam
B 3aBMCKMOCT OT C/lyyas, B naparpad 4 oT HacTOALLOTO BNMCBaHe, TO 3a Lie/InTe Ha NpuaaraHeTo Ha HacToALLOTO
BMVCBaHe Mo OTHOLLIEHVE Ha MOCOYEHOTO BELLECTBO TOBA M3MEHEHMe ce TPeTupa KaTo BAM3AaLL0 B CUa Ha JaTaTta Ha
npunaraHe Ha Tasv HOBa WM NpepasrnejaHa Knacnudukalms.

6. Ako npunoxeHwue II unn npunoxerHune IV kbm PernameHT (EO) Ne 1223/2009 6bae n3meHeHo cneg 4 aHyapu 2021 r.,
3a ja 6bae fobaBeHO B CNCbKa AaZeHOo BELLeCTBO WM BMMCBAHETO My Aa 6bje NPOMEeHeHO, Taka ye To Aa nonaja B
obxBaTa Ha TOUKM ), €) Uam X) oT naparpad 1 oT HaCTOALLOTO BNUCBaHe, WK Aa Nonaja B pas3fivyHa ToukKa OT OHasw,
B KOATO e Monajano npeam Tosa, M U3MEHeHNeTo BAK3a B cuna /e AaTaTta, mocoveHa B naparpad 1, uav B
3aBMCUMOCT OT Clyyas, naparpad 4 oT HaCTOALLOTO BNMCBaHe, TO 3a LieINTe Ha MpuiaraHeTo Ha HaCTOALLLOTO
BMMCBaHe Mo OTHOLLIeHVe Ha MOCOYEeHOTO BeLLeCTBO TOBa M3MeHeHe ce TpeTupa KaTo BAM3aLlo B cnna 18 meceua
cfief, BIN3aHeTO B CMNa Ha akTa, C KONTO e HanpaBeHO NOCOYEHOTO N3MEHEHNe.

7. jocTaBumLnTe, KOUTO MycKaT Ha Nasapa cMec, NpeAHa3HayeHa 3a TaTyupaHe, rapaHTupar, ye cies 4 aHyapu 2022
r., BbpXy eTuKeTa Ha cMecTa e nocoyeHa ciejgHata nHbopmaums:

a) TekcTbT ,CMec, NpejHasHayveHa 3a TaTypoBKU UNU NEePMaHeHTEeH rpum”;

6) yHVKaneH pedepeHTeH HoOMep 3a naeHTUPULMpaHe Ha NapTuaaTa;

B) CMUCBbKBLT Ha CbCTaBKUTE B CbOTBETCTBME C HOMEHKNATypaTa, ycTaHoBeHa CbC CrpaBoOYHMKa Ha obLonpreTnTte
HaMMEeHOBaHWSA Ha CbCTaBKUTE CbINACcHO YneH 33 oT PernameHT (EO) Ne 1223/2009, nnu npu imncata Ha obLionpreTo
HavMeHoBaHMe Ha CbCTaBka, HanMmeHoBaHumeTo no IUPAC. Mpw nnnca Ha HanMeHoBaHMe UM HaMeHOBaHe no
IUPAC, HoMepbT no CAS 1 EO HomepbT. ChCTaBKUTe ce n36posiBaT B HU3XOASALL, pej No Tera0To uin obema Ha
CbCTaBKMTe Mo Bpeme Ha opmyampaHeTo. ,CbCTaBka” 03HauYaBa BCAKO BelLecTBO, 406aBeHO Mo BpeMe Ha npoLeca
Ha GopMy/mMpaHe 1 NpUCHCTBALLO B CMeCTa, NpeAHa3HayeHa 3a TaTynpaHe. OHeUMCTBaHMATa He ce cuMTaT 3a
CbCTaBKW. AKO BeYe CbLeCTBYBa N3MCKBaHe HaIMEHOBAHNETO Ha JaJleHO BeLLLeCTBO, U3M0I3BaHO KaTo CbCTaBKa Nno
CMUCb/1a Ha TOBa BNMCBaHe, Ja 6bJe NoCoYeHO BbpXy eTKeTa B CboTBeTCcTBUE € PernameHT (EO) Ne 1272/2008, He e
HeobXx0A1MMO Tasu CbCTaBKa Ja 6bje NocoyeHa B CbOTBETCTBME C HACTOALLMSA PeriameHT;

r) AOMBAHUTENHUAT TEKCT ,perynaTop Ha pH” 3a BewecTBaTa, Nnonagawy B obxsata Ha naparpad 1, 6yksar),
MOATOYKaA i);

4) TekcTbT ,,ChAbpKa HrKen. Moxe Aa npean3BuKa anepruyHm peakumn.”, ako cMecta CbAbpiKa HUKe Mnogj
npejenHata KOHLEHTpaLus, mocoveHa B JonbaHeHMe 13;

e) TekcTsT ,,Chabpxa XpoM(VI). Moxe fa npeam3BMKa aneprmyHn peakumn.”, ako cMecTta cbabpia xpom(VI) nog
npejesHata KOHLEHTpaLus, NocoYeHa B JonbiaHeHMe 13;

) MHCTPYKLMK 3@ 6e30MacHa ynoTpeba AOTOKOBA, AOKONIKOTO gocera cbrnacHo PernameHT (EO) Ne 1272/2008 He ce e
N3ncKBano Aa 6bAaT MOCoYeHN BbPXY eTukeTa. IHpopmaLumsaTa e SCHO BUAMMA, IeCHO YeTMa 1 0603HayeHa Taka,
ye ga 6bae Hesannumma. MIHpopmaumsTa ce n3nmncea Ha odurumanHma(nTe) eamk(umn) Ha AbpxasaTta(uTe) uneHka(m), B
KOATO(KOWTO) CMeCTa e NycHaTa Ha rnasapa, 0OCBeH ako BbB BblpocHaTa(nTe) AbpxasBa(n) uneHka(u) He e npeABuaeHo
Apyro. Korato ToBa ce Hanara 3apagmv pa3mepa Ha ornakoBKaTa, MocoyeHaTa B NbpBaTta ajnHes nHdopmaums, ¢
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n3KaYeHe Ha bykBa a), BMeCTo ToBa Ce BK/Il0UBa B MHCTPYyKLUMUTe 3a ynoTpeba. MNMpean Aa n3nonssa cMec 3a Lenute
Ha TaTynpaHeTo, INLETO, KOETO N3MN03Ba CMeCTa, NpeAoCTaBs Ha INLETO, KOeTO ce noj/ara Ha npouegypara,
vmcpopma)u,mma, 0603HaveHa BbpXy OnakoBKaTa Wan BKAOYEeHa B MHCTPYKLMUTe 3a ynoTpeba CbrnacHo To3u
naparpad.

8. Cmecn, YnnTo eTUKeTU He CbabpXat Tekcta ,CMec, npeJgHasHavYeHa 3a TaTyUPOoBKU UNU MepMaHeHTeH rpum”, He ce
13MNON3BaT 3a Lie/inTe Ha TaTynpaHeTo.

9. ToBa BN1CcBaHe He ce Npuara 3a BellecTBa, KOUTO ca razose npu TemnepaTtypa ot 20 °C n HanaraHe ot 101,3 kPa
WAV reHepupaT HansraHe Ha napute oT Hag 300 kPa npu Temnepatypa ot 50 °C, ¢ nskntoueHne Ha dopmangexng (CAS
Homep 50-00-0, EO Homep 200-001-8).

10. ToBa BNUCBaHe He ce nNpuaara 3a NyckaHeTo Ha nasapa Ha cMec, NpeAHasHaveHa 3a TaTynpaHe, Unu 3a
M3MN0N3BaHeTO Ha CMecC 3a LenunTe Ha TaTyMpaHeTo, KOraTto e nycHaTa Ha nasapa U3K/1r4YnTenHo KaTo MeAnLMHCKO
vsgenne Ui npruHagnexHocT KbM MeANLIMHCKO u3genne rno cMucbna Ha PernameHt (EC) 2017/745, nnwn koraTo ce
M3M0N3Ba U3KAKUUTENHO U3KNUYNTENHO KaTo MeANLMHCKO N3Aenve Unv npuHaAIexHocT KbM MejNLIMHCKO nsgenve
B CbLUMS CMUCBA. KOraTo nyckaHeTo Ha nasapa wiv 13non3BaHeTo MoraTt Aa He 6bAaT U3KIKYNTENHO KaTo
MeAVLIMHCKO U3jenve Nan NpuHagnexHocT KbM MeANLIMHCKO U3jenne, ndncksaHusaTa no PernameHT (EC) 2017/745 n
Mo HaCTOALLMA pernaMeHT ce npuaaraTt KyMynaT1mBHO.

CnuchbK Ha BellecTBaTa, npeameT Ha pa3spelueHme (REACH, npunoxxeHue XIV)/SVHC - cnincbK ¢
KaHaupaT-BeLecTBa
Hunkos oT cbCcTaBKMTE He e n3bpoeHa.

Seveso [ilupeKkTnBa

2012/18/EC (Seveso III)

Ne OnacHo BeLecTBo/KaTeropyum Ha onacHocT lMparoBo KoaIMYECTBO (B TOHOBE) 3a

npunaraHeTo Ha USNCKBaHUATa Npuv
HUCBHK N BUCOK PUCKOB NoTeHUyunan

He e onpejeneH

Deco-Paint inpekTuBa

NOC cbabpKaHME 0%

AvipekTuBa 3a eMUCUUTE OT NPOMULLIEHOCTTA

NOC cvbabpXKaHUe 0%

AvpeKTBa OTHOCHO OrpaHNYeHUETO 3a ynoTpe6aTa Ha onpeaesneHU onacHW BellecTsa B
e/IeKTPUYecKoTOo N eNeKTPOHHOTO o6opyaBaHe (RoHS)

HNKOA OT CbCTaBKNTE He e |/|36poeHa

PernameHT 3a cb3paBaHe Ha EBponeiicku perucTbp 3a U3NycKaHeTo U NPeHoca Ha
3ambpcutenu (PUN3)

HVKOS OT CbCTaBKUTE He e N36poeHa
PamkoBa gnpekTuBa 3a BoguTte (PAB)
HMKOS1 OT CbCTaBKUTE He e N36poeHa

PernameHT OTHOCHO NpeA/laraHeTo Ha Nasapa M N3NoJI3BaHeTO Ha NPEKYPCoOpU Ha B3PUBHUA
BellecTBa

HMKOSI OT CbCTaBKMUTE He e U3bpoeHa

PernamMmeHT OTHOCHO NPEKYPCOpPUTE HAa HAPKOTUUYHNTE BeLlecTBa

HVKOS OT CbCTaBKUTE He e N36poeHa

PernameHT OTHOCHO BelLeCcTBa, KOUTO HapyLlaBaT 030HOBUS cioi (ODS)
HMKOS1 OT CbCTaBKUTE He € N36bpoeHa

PernameHT OTHOCHO U3HOCA U BHOCA Ha onacHu xumukanu (PIC)

HMKOS1 OT CbCTaBKUTE He € N36bpoeHa
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11

PernaMmeHT OTHOCHO YCTOMUYMBUTE OpraHUYHU 3ambpcuTenu (POP)
HVKOS OT CbCTaBKUTE He e N3bpoeHa

Apyra uipopmaums

AnpekTnea 94/33/EO 3a 3aKpuna Ha MnaguTe xopa Ha paboTHOTO MACTO. [la ce cnassaT
orpaHVYeHnsATa 3a TPyAOBa 3aeTOCT Ha 6peMeHHU 1 KbPMELLIM XXeHW CblrNacHO 3akoHa 3a TpyAoBa
3awmTa Ha XxeHuTte (92/85/EN0).

HauMoHaNHN NHBEeHTapn3aumn

CnucbkK CraTtyc

AU AICS He BCUYKW CbCTaBKM Ca N36poeHun
CA DSL He BCUYKWN CbCTaBKM Ca N36poeHun
CN IECSC BCUYKWN CbCTaBKM Ca N3bpoeHu
EU ECSI He BCUYKWN CbCTaBKM Ca N36poeHun
JP CSCL-ENCS He BCUYKWN CbCTaBKM Ca N36poeHmn
KR KECI He BCUYKM CbCTaBKW ca N3bpoeHn
MX INSQ He BCUYKW CbCTaBKW Ca N36poeHun
NZ NZIoC He BCUYKWN CbCTaBKM Ca N36poeHun
PH PICCS He BCUYKWN CbCTaBKM Ca N36poeHun
T™W TCSI BCUYKWN CbCTaBKM Ca N36poeHu
us TSCA He BCUYKW CbCTaBKM Ca N36poeHun

NereHpa

AICS Australian Inventory of Chemical Substances

CSCL-ENCS List of Existing and New Chemical Substances (CSCL-ENCS)

DSL Domestic Substances List (DSL)

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

IECSC Inventory of Existing Chemical Substances Produced or Imported in China

INSQ National Inventory of Chemical Substances

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 6e30NacHOCTTa HAa XUMUYHO BeLLEeCcTBO U cMec
He ca npoBegeHM oLleHK Ha 6e30MacHOCT 3a XMMUYHU BeLLLeCTBa B Tasn CMec.

PA3AEN 16: Apyra uipopmauus

MHpukaumna Ha npoMeHU (pegakTupaH MHPOPMALLMOHHUAT JINCT 3a 6e30NacHOCT)

MpuBexaaHe B CbOTBeTCTBUE C pernaMeHT: PernameHT (EO) Ne 1907/2006 (REACH), nameHeH ot 2020/
878/EC

MpecTpykTypupaHe: pasgen 9, pasgen 14
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NHdopmaLmoHeH nNnCT 3a 6e3onacHOCT
cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH)

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11

Pazpen B1BLUO BNMCBaHe (TEKCT/CTOWHOCT) AKTyanHo BNMcBaHe (TeKCT/CTOMHOCT)

2.1 Knacuéuumpare cbrnacHo PernameHT (EO) Ne aa
1272/2008 (CLP):
NpoMsiHa B cncbka (Tabnnua)

2.1 3abenexku: aa
3a MbAHWA TEKCT Ha NpeaynpexaeHnsaTa 3a
OMacHOCT 1 nNpeaynpexaeHusita Ha EC 3a
onacHocT: BX. PA3AEN 16.

2.2 MukTorpamm: Aa
NpoMsiHa B cNncbKa (Tabnnua)
2.2 Mpenop®bKM 3a 6€30MacHOCT - Npu Ja
npejoTepaTaBaHe
2.2 Mpenopbku 3a 6€30MacHOCT - Npu Ja
npeAoTepartsaBaHe:
NPoMsiHa B CncbKa (Tabamua)
2.2 ETnkeTnpaHe Ha onacHu CbCTaBKU: ETnkeTnpaHe Ha onacHu CbCTaBKK: Ja
Geneticin disulphate (G418-sulphate) Dwusiarczan genetycyny (siarczan G418)
2.2 ETvkeTpaHe Ha onakoBKW, KoraTto aa

CbAbpXaHWeTo He npesuwasa 125 ml:
NpoMsiHa B CNCBKa (Tabnnua)

2.2 CbAbpXa: CbAbpXa: Aa
Geneticin disulphate (G418-sulphate) Dwusiarczan genetycyny (siarczan G418)
2.3 [pyrn onacHocT: [pyrn onacHocTn Aa
Hsima gonbaHnTenHa nHdopmaums.
2.3 Pe3syntatn oT oueHkata Ha PBT n vPvB: aa
CmecTa He CbAbpiKa BeLlecTBa, OLeHeHN KaTo
PBT vnn vPvB.

C'prau.q,eva N aKpoHMMM

CBbKp. OnuvcaHus Ha U3N0JI3BaHUTE CbKpaLleHus

ADN Accord européen relatif au transport international des marchandises dangereuses par voies de
navigation intérieures (EBponeiicko cnopasymMeHue 3a MexXayHapoAeH NpeBo3 Ha ONacH1 ToBapuy No
BBTPELUHW BOAHW MbTULLA)

ADR Accord relatif au transport international des marchandises dangereuses par route (cnorog6a 3a
MeXAyHapoAeH NPeBo3 Ha OMacHM ToBapw Mo Loce)

CAS Chemical Abstracts Service (cnyx6aTta 3a XMMUYHW MHAEKCU CbCTaBsA Hall-n3vepnaTtenms Cnmucbk Ha
XUMWUYHW BeLLecTBa)

CLP PernameHT (EO) Ne 1272/2008 0THOCHO KnacnduumpaHeTo, eTUKeTUPAHETO 1 OMNakoBaHeTO Ha BeLlecTBa
n cmecn (Classification, Labelling and Packaging)
DGR Dangerous Goods Regulations (PernameHT 0THOCHO onacHu ToBapu (B IATA/DGR))
EINECS European Inventory of Existing Commercial Chemical Substances (EBponelicku cnucbK Ha
CblLeCTBYBALLMTE ThProBCK/ XMMUYHN BeLLeCcTBa)
ELINCS European List of Notified Chemical Substances (EBponelicki CnMCbK Ha HOTUGULIMPAHNTE XUMUYHN
BeLLecTsa)
GHS "Globally Harmonized System of Classification and Labelling of Chemicals" "no6anHa xapMoHu3npaHa

cucTema 3a knacnduumpaHe 1 eTUKMpaHe Ha XMMUYHW NpoayKTn", paspaboTeHa oT OpraHu3auusTa Ha
obeaMHeHUTe Hauun

IATA International Air Transport Association (MeXayHapogHa acoumauuns 3a Bb3AyLUeH TPaHCMopT)

Bvnrapus (bg) CtpaHunua 15/16



®

NHdopmaLmoHeH nncT 3a 6e3onacHOCT

cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH) 5”’”

PasTBOp Ha reHeTULUH ancyndart (G418). CELLPURE® 50 mg/ml, ctepuneH

apTukyneH Homep: CP11

CbKp. OnucaHwva Ha U3Nos3BaHNTe CbKpalleHus
IATA/DGR Dangerous Goods Regulations (DGR) for the air transport (IATA) (PernameHTV OTHOCHO OMNacHX TOBapw 3a
Bb3/yLLEeH TPaHCNOoPT)
ICAO International Civil Aviation Organization (MeXayHapogHa opraHu13aLums 3a rpaxaaHCcKo Bb3jyxorniaBaHe)
IMDG International Maritime Dangerous Goods Code (ME)KAy)HapOAEH KOZleKC 3a NpeBOo3 Ha onacHu ToBapu Nno
mope
LD50 Lethal Dose 50 % (J/leTanHa go3a 50%): LD50 cboTBeTCTBa Ha A03aTa Ha M3NNTBaHO BELLLECTBO,
npuumnHsBeatla 50% neTanHoOCT Npes NocoyeH BpemMeBn UHTepBa
NLP No-Longer Polymer (BeLlecTBo, KoeTo Beye HsiMa CBOCTBA Ha NoavnmMep)
PBT YcTonumBo, 61oakyMynmpaLLo n TOKCUYHO
REACH Registration, Evaluation, Authorisation and Restriction of Chemicals (Perncrpauus, oueHka,
paspellaBaHe 1 orpaHnyaBaHe Ha X1MUKanu)
Resp. Sens. PecnnpatopHa ceHcnbunmnsaums
RID Reéglement concernant le transport International ferroviaire des marchandises Dangereuses (MpaBUAHNK
3a MeX/yHapoJeH xenesonbTeH NPeBo3 Ha ONacHW ToBapw)
Skin Sens. KoxHa ceHcmbunmsayms
SVHC Substance of Very High Concern (BeLLecTBO, MopaxaaLlo cepruo3Ho 6e3MoKoNCTBO)
vPvB Very Persistent and very Bioaccumulative (MHOro ycTonunBo 1 MHOro 61oakymynnpaLLo)
EO Ne Cnncbka Ha EC (EINECS, ELINCS n NLP-cnncbk) e 3TOUYHUKBT 3a cegemumpeHmns EO Homep,

nAeHTMdUKATOP Ha BellecTBaTa B TbProBckaTa Mpexa B paMkumTe Ha EC (EBponeinckms cbtos)

NHaekc Ne NHaeKkc HoMepbT e NAeHTUOUKALNOHHUST KOA, AajeH Ha BELLLeCTBOTO B 4acT 3 Ha npuioxeHue VI kbm
PernameHT (EO) Ne 1272/2008

noc Volatile Organic Compounds (neTAnBu opraHNYHN CbeANHEHNS)

OCHOBHM No30BaBaHUA N1 U3TOYHULM Ha AaHHU B nuTepaTtypaTa

PernameHT (EO) Ne 1272/2008 OTHOCHO KNacnpuLMpaHeTo, eTUKETUPAHETO 1 ONMakoBaHETO Ha
BellecTBa 1 cMecu (Classification, Labelling and Packaging). PernameHT (EO) Ne 1907/2006 (REACH),
n3meHeH ot 2020/878/EC.

ABTOMOBUAHWSA, XeNne30NbTHUA 1 BbTPELLHNSA BOAEH TPAHCNOPT Ha onacHu ToBapu (ADR/RID/ADN).
MexayHapoZeH KoJeKc 3a NpeBo3 Ha onacHu Toeapu no mope (IMDG). Dangerous Goods Regulations
(DGR) for the air transport (IATA) (PernameHT OTHOCHO OMacHM TOBapW 3a Bb3AyLLeH TPaHCNopPT).

Mpouepypa 3a knacnunuympaHe

PUBNYHN N XUMWNYHW CBOCTBA. KnacnduumpaHeTo ce 0CHOBaBa Ha MNOANIOXEHUTE Ha U3NnUTBaHe
cmecn.

OnacHocTun 3a 3gpaBeTo. ONacHOCTK 3a oKONHaTa cpega. MeToAbT 3a KnacnpumumpaHe Ha cMecu ce
OCHOBaBa Ha CbCTaBkMTe Ha cMecTa (opmMyna Ha agUTUBHOCT).

CNNCbK Ha CbOTBETHUTE ¢ppa3n (KOA N MbJIeH TEKCT KaKTO ca NOCOYEHMU B pasaenu 2 u 3)

Kogp, TekcTt
H317 Moxe fa NnpuYnHM anepruyHa KoxHa peakums.
H334 Moxe Aa NPUYMHU anepruyHn Uav acTMaTUYHU CUMNTOMU WAV 3aTPYAHEHWA B ANLLIAHETO NPW BAVLLBaHe.

OTKas OT OTrOBOPHOCT

Tasn nHdopmaLms ce OCHOBaBa Ha HACTOSALLLOTO CbCTOAHME HA MNO3HaHUATa HX. HacTtoawmaT LB e
CbCTaBeH N NpeAHa3HayeH e4MHCTBEHO 3a TO3U NPOAYKT.
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