Zhermack“®”

UHcpopmaumoHHUa nucTt 3a 6e3onacHoCT
XTX 45 OIL BLEEDING PART B

MpepaboTeHo usgaHue Ne 5
Oata Ha lNpepa6oTtkaTta 09/08/2023

PA3[EJ 1. UpeHTucMkKaumsa Ha BewecTBOTO/CMECTa U Ha ApYyXeCcTBOTOo/NpeanpuaTNeTo

1.1. UpeHTUdnKaTop Ha NpoayKTa
HaumexoaHme Ha npenapara;
Wwe Ha Mpopyira: XTX 45 OIL BLEEDING PART B
Kog: DT21146, DT21147, DT21148

1.2. U peHTUMLUMpPaHM YNOTPebu Ha BeLeCTBOTO MU CMecTa, KOUTO ca OT 3HaYeHue, U
ynoTpebu, KOUTO He ce NpenopbYBaT
CaMo 3a winycTpuanka/ podhecuonanta ynorpeBa. [oGaeka CANWIOH 3a MpapeHe Ha WaBnoHM,

1.3. Moapo6HM [aHHM 3a AocTaB4YMKa Ha MHOPMaLMOHHUA NUCT 3a 6e3onacHoOCT

Wve Ha GupmaraZhermack S.p.a AuctpubyTtop 3a Bbnrapus :

Via Bovazecchino 100 HexHa-Banat EOO[,

45021 Badia Polesine (RO) 5000 Benuko TbpHOBO, [Abnra MTbka 2
Italy Ten : +359894961963

tel. +39 0425-597611 info@smoli-bg.com

fax +39 0425-597689 www.smoli-bg.com

KommerenTHo nuue, ooTrosapaLo 3a rdopmauyorkus nuer 3a Besonactoct: msds@zhermack.com

1.4 TenecpoHeH HOMep NpU CMeLHU cryYyau
Mpu cnewHn cnyyan ce obbpHeTe kbM KnnHMKa No TOKCMKONOIMMSA KbM YHUBEpPCUTETCKA
MHoronpodwunHa 6onHuua YMBATIC ,Muporos®: + 359 2 9154 409; + 359 2 9154 346;
EavHeH eBponeiickn TenedoHeH HOMep 3a CneLlHN NoBMKBaHUA: 112; 24 yaca B AEHOHOLLMNETO;

PA3OEJ 2: OnucaHue Ha onacHOCTUTE

2.1. KnacudmumnpaHe Ha BeLLeCTBOTO UMK CMecTa

Perynaumortm kputepun EK 1272/2008 (CLP):

MpoykTsT He Ce npvema 3a onacka cbrnacHo Mpasunkuka CE 127212008 (CLP).

Hexenai QuaukoXvMIHM MOCTIEAVLIM M NOCNEAVLIM BBDXY YOBELLIKOTO 3paBe U OKonHaTa cpega: Hama Apyru onacHocTi
2.2. EneMeHTH Ha eTUKeTa

MpopykTHT He ce Mpuema 3a onacka cbrnacko Mpasuntuka CE 12722008 (CLP). MukTorpamu 3a onacHocT:
HuikakBa MpegynpexaeHus 3a onacHocT:
Hukaxsa

(Mpenopbiv 3a GesonackocT:Hukaksa

CrevvanHu pasnopenOu:
EUH210 Whchopmaunoer mucT 3a GesonaciocT we Obge MpepcTaBed MM MOWCKBaHE.

Cneuvantu yenosus cnopen Mpunoxerme XV11 Ha REACH w nocneggatuy nonpasi: Hukaksa

2.3. lpyrn onacHocTu
PBT, vVPVB v BeLLgecrsa, HapyLLIaBaLLu CDYHKLITE Ha EHOOKDUHHATA CUCTEMA, HAMMYHU B KOHLIEHTpauus >= 0,1%:
>=0,5% - < 2,5% omamerunuunoterpacunoican; [D4] - Homep Whgerc: 014-018-00-1, CAS:
556-67-2, EC: 209-136-7:
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PBT, vPvB
>=0,5% - < 2,5% Dodecamethylcyclohexasiloxane- D6 - REACH Ne:
01-2119517435-42-0001, CAS: 540-97-6, EC: 208-762-8:
PBT, vPvB
>=0,5% - < 2,5% Decamethylcyclopentasiloxane - D5 - REACH Ne:
01-2119511367-43-0002, CAS: 541-02-6, EC: 208-764-9:
PBT, vPvB
[lpym onackocTu:
Hawma fpyri onackocTn

PA3[EJ1 3: CbcTraB/MHhbopmMmaLms 3a CbCTaBKUTE

3.1. BewecTBa
He € npunoxumo

3.2. Cmecu
Onachw cycrasiu cbrnacHo Pernamenta CLP i chotaethara knaccbikauys:

Konuue |WUme NpeHTudmkaumoHeH Knacudukaums

CTBO HOMep

>=0,5% | oxrameranunnoterpa cunokcar; [D4] | Homep 014-018-00-1 | Flam. Lig. 3 H226 3ananumuTe4HoCT v napu.

-<2,5% Whgerc: Repr. 2 H361f Mpennonara ce, Yeyspexzaa
CAS: 556-67-2 ONNoRUTENHaTa CNOCOBHOCT.
EC: 209-136-7 Aquatic Chronic 1 H410 CunHo Tokcsen

33 BOJHMTE OPraHM3MM, C [bAroTpaeH ecekt. M=10.

>=0,5% | Decamethylcyclopenta |CAS: 541-02-6 MpoayKTLT He C& NpHeMa 3a onacka Cbrriacko MpasunHika
-<2,5% |siloxane - D5 EC: 208-764-9 CE1272/2008 (CLP).
REACH Ne: 01-21195113
67-43-0002
>=0,5% | Dodecamethylcyclohex |CAS: 540-97-6 poByKTBT He ce NpHema 3a onacka cbrmacko MpaunHuka
-<2,5% |asiloxane- D6 EC: 208-762-8 CE1272/2008 (CLP).
REACH Ne: 01-21195174
35-42-0001

SVHC, PBT, vPVB, BelLiectsa, HapyLLIaBaLLyt (yHKUMNTE Ha EHOOKDUHHATA CUCTEMa:

>= (,5% - < 2,5% OKTaMeTMNLMKNOTETpacunokcaH; [D4]
Homep Mhgerc: 014-018-00-1, CAS: 556-67-2, EC: 209-136-7 PBT,
vPvB, SVHC

>=0,5% - < 2,5% Decamethylcyclopentasiloxane - D5
REACH Ne: 01-2119511367-43-0002, CAS: 541-02-6, EC: 208-764-9
PBT, vPvB, SVHC

>=0,5% - < 2,5% Dodecamethylcyclohexasiloxane- D6
REACH Ne: 01-2119517435-42-0001, CAS: 540-97-6, EC: 208-762-8
PBT, vPvB, SVHC

PA3[JEJ 4. Mepku 3a nbpBa nomMoLy,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY
B cnyqaii Ha KoHTaNT ¢ foxara:
[la ce wamme ¢ 06WNHO KONUYECTBO B0 W Canyh.
B cnyyail Ha KoHTaKT ¢ owTe:
Tpu KOHTAKT ¢ OYTE, BeJHA/A [a CE UaNNakHar 0GMMHO ¢ BOJA M A C& NOTHPCH MEMULIMHCKA NOMOLL,
B cnydaif Ha nombLLiake:
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[la He ce npeausBukBa 130610 noBpbliae. 1A CE M3BBPLUM HE3ABABHO MEAVLIMHCKIA NPETNEL.
B cnyyait Ha BoulwBare;

OTHeceTe NOCTPRZAMAA YOBEX HA YHCT Bb3L)X, APBKTE [0 TOML U HENOABIKEH.
4.2. Han-cblecTBeHN OCTPU U HacTbNBaLUK crieqd U3BEeCTeH nepuoa oT BpeMe CUMATOMU U
edekTn

Hukakba
4.3. YKka3aHue 3a He0OGXOAUMOCTTA OT BCAKAKBU HEOTMOXHM MeAULIMHCKN FPUXU U cneuunanHo
neyeHue

Nevetue:

Hukakbs

PA3[EJ 5: NpoTtnBONOXapHN MepPKU

5.1. CpeacTtBa 3a raceHe Ha noxap

TORXOAALL0 CPEACTBO 38 NOTYLIABAHE:

Bopa.

Burnepopen avokeug (CO2).

Cpepcreara 3a notyLwasaHe, KouTo He TpaBBa fa ce uanon3sar ¢ Len GesonacHocT: Hukakeo cneuvdmyHo 3abpaHeHo cpeacTso.
5.2. Oco6eHn onacHOCTU, KOUTO NPOU3TMYAT OT BeLLeCTBOTO UITU CMecTa

He oywuBaiire u3byxHanu 1 ropaLLiy rasose. [OpEHETO MPOM3BEXaA TEXBK

LM,
5.3. CbBeTH 3a NoXapHUKapuTe

Vl3nonsBaiiTe NOJXORALLM anapaTi 3a [ullaHe.

Cubupalire oraenHo sambpceHara Boga ot noxaporacuTenure. Ta He TpabBa 4a ce nycia B KaHanwM3awmsTa,

QrCTpaneTe HEMOBDEAEHHTE KOHTEIHEPH OT HEMOCDEACTBEHaTa 30HA Ha ONACHOCT, 2K T0BA MOXE /A CE HanpaBu no Be3onaceH HauuH.

6.1. JInyHm npegnasHu Mepku, NpegnasHu cpeacTBa U Npoueaypy NPy crewHn cry4van

3a nepcoan, KoifTo He TI0BapA 3a CMIELLIKM cyyan:
Hocere obopy/Bane 3a nvdHa 3awuwTa, Mpemectete xopata Ha 6e30nacHo MACTo.
BuxTe 3alLMTHMTE MepKY B TOYKM 71 8.
32 Muuara, OTTOBOPHH 3a CMIELLHM CRyyau:
Hocere oBopyasate 3a NMyHa 3alLuTa.

6.2. MpegnasHn Mepku 3a onasBaHe Ha OKonHaTa cpefa
He noasonsgaiire a Bnu3a B novBa/nognoysa. He noasonseaiite fia BNW3A B NOBBPXHOCTHM BOAW WM KaHANM3aLMS.
3abpKaiite 3aMbpCeHaTa BOJa U M3XBBpNSIITE.
B cnyvaii Ha uanyckae Ha ra3 Wnvi Ha BMM3aHe BbB BODHM MbTUIL, N0YBA WNW KaHANM3BLWS, WHCDOPMMPAIITE OTTOBOPHKTE CAYXOM.
MoaxomALL Marepuan 3a cubupae: nonusaLL, Matepuan, OpraHuHeH, Nachk

6.3. Metoau n matepuanu 3a orpaHu4yaBaHe M NOYUCTBaHe
WamuiiTe ¢ [OCTATBYHO BOfA.

6.4. MNo3oBaBaHe Ha Apyru pasgenu
Binkte cbluo paspen 8 v 13

PA3OEJ 7: O6paboTka n cbxpaHeHue

7.1. MpepnasHu Mmepku 3a 6e3onacHa paboTa
WsbsirBaliTe KOHTAKT C KOXaTa W QMTe, BIWLBAHE Ha nap U MbrI. BinkTe CLL pasnen 8 3a npenopbyaHo 3awmTHo
obopyrBaKe.
CoBeT 3a obla xurwesa Ha Tpyga:
[1a He ce sge v fa He ce Mg N0 Bpeme Ha pabora.

Mpepaboreno uananve Ne 5Ctpanmua Ne
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7.2. YcnoBus 3a 6e3onacHO cbxpaHABaHe, BKITHYUTENTHO HECbBMECTUMOCTHU
Masere faney 0T XpaHa, Hamimvt u 1opuB0. HECbBMECTUMY BELLECTBa:
Buxre pasgen 10.5.
YkasaHus 3a MACTOTO Ha CbxpaHeHve:Mecta ¢ HyKHOTO MpOBETpeHMe.
7.3. CneuundmyHa(un) kpanHa(u) ynotpeba(u)
Buxre pasgen 1.2,

PA3[EJ 8: KoHTpon Ha eKcno3numMaTa/NMMYHu npegnasHu cpeacTBa
8.1. MapameTpun Ha KOHTpoOnN
XTX 45 OIL BLEEDING PART B
OKTaMeTUnLvknoTeTpacunokcar; [D4] - CAS: 556-67-2

Bug no NAEPC | TWA Mpoab | STEL Mpoatb | Benexkn |[ObpxkaBa
JIXXKUTe JIXKUTe
nHocT nHocT

Hukaxsw Hanuusu [lanHu

Decamethylcyclopentasiloxane - D5 - CAS: 541-02-6

Bug no NAEPC | TWA Mpoab | STEL Mpoatb | Benexkn |[ObpxaBa
KuTe KuTe
JIHOCT JIHOCT

Hukaxsw Hanuusu [lanHu

Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6

Bug no NAEPC | TWA Mpoab | STEL Mpoatb | Benexkn |[ObpxaBa
KuTe KuTe
nHoCT nHoCT

Hukaksi Hanuusi [anHu

Jonyctuma ctoitHocT Ha DNEL Decamethylcyclopentasiloxane - D5 -

CAS: 541-02-6
Motpeburen: 4.3 mg/m3 - Excnosuuns: Bauwwisane npu xopata - Yectora; [JbnrocpouHa, NOKanHu Bb3aevcTaus
Mpochecuonanes pabothne: 24.2 mg/m3 - Excnoaius: Bawusane np xopata - Yectora: bArocpouHa, nokanti BbageiicTaus
Motpeburen: 5 mg/kg bwi/d - Excnosuuns: Opanna npu xopata - Yectora; IbnrocpoyHa, CUCTEMHY Bb3EHCTBIS
Motpeburen: 17.3 mg/m3 - Excnoauuys; Bauwsare npy xopara - YecTora: [JbnrocpoyHa, CUCTEMHM Bb3aevcTBHS
Mpochecuonane pabothne: 97.3 mg/m3 - Excnosuws; Bouiuisare npu xopara - Yectora: [bArocpouHa, CHCTEMH
Bb3AENCTBHA

Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6
Morpebuten: 1.5 mg/m3 - Excnosnuus: Bauwieane npu xopara - Yecrora: KpatiocposHa, nokanku ebageiicraus
Morpebuten: 0.3 mg/m3 - Excnoanuws: Bauwuieane npu xopara - Yecrora: JbArocpoyHa, NokanHu Bb3ecTauA
Mpocpecronanex pabotwur: 6.1 mMg/m3 - Excnoanuus: Bavwwsane npu xopara - Yectota: KpaTkocpoua, NOKanHy BbagevicTams

Mpepaboreno uananve Ne 5Ctpanmua Ne
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Mpochecuonane pabothnk: 1.22 mg/m3 - Excnosnuus; Boywwsane npu xopara - Yectora: [JbnrocpouHa, NokanH BbageiicTaus
Morpeburen: 1.7 mg/kg bw/d - Excnoauuws: OpanHa npu xopata - Yectota; KpatiocpouHa, CUCTEMHM Bb3geicrans
Morpeburen: 1.7 mg/kg bw/d - Excnosuuws: OpanHa npu xoparta - Yectota; IbArocpoyHa, CUCTEMHY Bb3eCTBIS
Motpeburen: 2.7 mg/m3 - Excnosuuns: Bruwuisane npu xopara - Yectora; [JbnrocpoyHa, CUCTEMHY Bb3EHCTBIS
Mpochecuonanex pabothne: 11 mg/m3 - Excnosuuns: Bauwwsane npu xopara - Yectora: [IbArocpouHa, CUCTEMHM Bb3eHCTBIS
Jonyctuma croiHoct Ha PNEC Decamethylcyclopentasiloxane - D5 -
CAS: 541-02-6
Llen: CnaaxosogHa Boga - Ctoitroct: 0.0012 mg/ILlen: Mopcka oga -
CroitHoct: 0.00012 mgl/l
Llen: CepumenTy B cnaakosoaHa Boga - Ctoioct: 11 mgfkgLlen: CeavmenTi B Mopcka Boga -
CroitHocr: 1.1 mglkg
Llen: Muxpooprasu3my npw npeumcTsane Ha ornambyku sogu - Croiwoct: 10 mgf Lien: XpaHutenHa sepura - CtoiHocT: 16
mglkg
Llen: Mouea (3emepencka) - CroiHoct: 1.27 mglkg
Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6
Llen: CenumenTy B cnapkooaa Boga - CroitHoct: 13 mglkgLlen: Ceaumenty B Mopcka Bopa -
Croitroct: 1.3 mglkg
Llen: MuxpoopraHu3myt npH npewcTBaKe Ha oTnagbyki Bog - Croikoct: 1 mgf Lien: XpaHuTenHa sepura - CToitHocT: 66.7
mg/kg
Llen: Moysa (3emepencka) - CroiHocT: 3.77 mglkg
8.2. KoHTpon Ha ekcno3uuusaTa
Mpeanastn Mepi:
[la ce ocHrypu HyXHOTO NPOBETPEHHE Ha MecTaTa, KbAeTo C& ChXpaHdBa NPORYKTLT WM KbaETO ce paboTh ¢ Hero.
(peanaskin CPEACTBa 3a OYHTE:
Mpenopbyga ce ynorpebara Ha XepMeTudHM 3alutHu owana (EN 166).
Mpeanasi cpencTea 3a koxara:
fla ce Hocar paborHu Apexu u 3awwhu obysk 3a npodecuonanta ynotpeda (EN 14605).
(MpeanasHi CpeacTea 3a pbliere:
[la ce npeanasear pbLeTe ¢ paboThy pbkasuum (EN 374).
(v OxoHyaTenHus U30op Ha MaTepuan 3a paboTHi pbkasiLy Aa ce uma npenBig (EN 374): CbBMECTAMOCT, AerpagaLiid, BOEME Ha CHyBaHE 1 MPOHMIBAHE.
B cnyyait Ha Bopasewe ¢ Mpenapath, yCToAuBOCTTa Ha paboTHiTe pbraguLy TpaGBa Aa Gbae npoBepena npeay ynotpebara UM, Thil KATO ChlUATA HE MOKE Aa
fbe npeneuena. PhKkasuuuTe UMaT Bpeme Ha u3xabsBane, KOETO 3aBUCH OT MPOIBIKUTENHOCTTA U HAYMHA HA M3MON3BAHETO WM.
(peanasHi CpencTea 3a AMXATENHUTE MbTULE:
WanonssaiiTe pecnupaTopHa 3alLuTa, KbAETO BEHTURALMATA HE & AOCTATBYHA UMK U3NATaHETO € No-Abo.
VsnonssaneTo Ha 3aLLMTHN CPEACTBA Ha MUXETEMHUTE MbTULLIA € HEODKOBMMO B CNyHail, Ye BBAMPUETATE TEXHUYECKH MEPKA HE Ca BOCTATHYHM, 33 [a CE OrpaHMuM
W3NAraHeTo Ha paboTeLLs Ha NparoBuTe CTOMHOCTM, B3ETH NOA BHUMaKHE (Hamp. TLV-TWA).
TonmAkAu onacHocTi: HukakbB
KonTponw Ha exonortuHoTo Wanrane: HuKakbe
TORXOAALL UHKEHEPEH KOHTpON Ha:HWKaKbB

PA3OEN 9: ®U3N4YHM U XMMUYHN CBOUCTBA

Mpepaboreno uananve Ne 5Ctpanmua Ne
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9.1. UHdopMaLmnsa OTHOCHO OCHOBHUTE PU3NYHU U XUMUYHU CBOMUCTBA

KauectBa CronHocTt MeTon: Benexkun
ArperaTho  ChCTosHiE: TeuHoct -- --
Upsr: npo3payeH - -
Mupuc: Be3 mipu3ma - -

Touka Ha Tonexe/Touka Ha3aMpb3BaHe:

Hama Ha pasnonoxeue

Toyka Ha KuneHe um
HaYanHa TOdka Ha KUNEHEM WHTEpBAN Ha
Kunexe:

Hama Ha pasnonoxetve

3ananumocT:

Hama Ha pasnonoxetme

[lonHa u ropHa rpaHyLia HAgKCNMO3UBHOCT:

Hama Ha pasnonoxeme

Touka Ha BbanNamMeHsBaHe:

Hema Ha pasnonoxexue

TeMHepaTypa Ha aBTOMATHYHO 3anansane; |

Hema Ha pasnonoxetxue

Temnepatypa HapasrpaxzaHe:

Hama Ha pasnonoxenue

pH:

Hema Ha pasnonoxetue

Kunemariven  BuckoauTer:

Hema Ha pasnonoxetxue

PasTBopuMOCT BbB BOga:

HepasTaopum

Pa3TBOPUMOCT B NETPONHUNDORYITH:

Hema Ha pasnonoxetxue

Koedouuyent Ha Hama Ha pasnonoxenie -- --
pasnpesenexme n-
OkTaHon/Boga

(MorapwTmuaHa crofiHocT):

MapHo Hansraxe:

Hama Ha pasnonoxenie

[NBTHOCT WA OTHOCHTENKa NBTHOCT;

Hema Ha pasnonoxetue

QOTHoCHTENHA NTBTHOCT Ha napure:

Hema Ha pasnonoxetue

XapaKrepicTi_ha_“acryre
| Haa v pasrionoenie [ -- --

| Paamepr Ha YacTuuuTe:

9.2. Apyra nndopmauus
Hama fpyra 3Hauuma HOpMALMS

PA3OEN 10: CtabnHOCT U peakTUBHOCT

10.1. PeakuynoHHa cnocobHoCT
CTabuneH npu HOpMAMH CbCTOSHUS

10.2. XumunuHa ctabunHocTt
CrabuneH npu HOpMAMH CbCTOSHIS

10.3. Bb3MOXHOCT 3a onacHu peakuuu
Hukakba

10.4. YcnoBusi, KOUTO TpsAAGBa ga ce usbaresar
CrabunHo npu HopManku yCroBus.

10.5. HecbBMecTUMU MaTepranu
Hama cneuucdHo TaKosa.

10.6. OnacHu NnpoAyKTWU Ha pa3napaHe
Hutkargn.

Mpepaboteno n3pane Ne 5CTpaxmua Ne
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PA3[EJ1 11: Tokcukonorm4yHa nHcpopmauus

11.1. Uucbopmaumsa 3a KnacoBeTe Ha onacHocCT, onpeaeneHn B PernamenT (EO) Ne 1272/2008

TokcuonomuHa MHHOpMaLW 3a npoykTa:
XTX 45 OIL BLEEDING PART B
) 0CTpa TOKCHYHOCT
Heknacucuumpatm

6) Kopo3uHoCT/apasHene Ha koxaraHeknacucmuupanm

B) CEPHO3HO YBPEX7aHe Ha OuMTe/apasHeNe Ha ouuTe Heknacudmuumpany

1) CeHCMBUMMIBLNS Ha BUXETENHUTE MTULLA UMW KoXaTa Heknacnmumpany
[1) MyTaresHOCT Ha 3apoBuiLHUTe KneTkuHexnacudmuumpanm

€] KaHLEpOreHHoCT
Hexnacuduumpatm

) penpogykTuera TokcHyHocTHexnacemumpani

3) CTOO (cneuvchidHa TOKCMYHOCT 3 OMPEAENIEHH Oprak) — eAHOKpaTHA excnoanwys Heknacudmuupmpanu

1) CTOO (cneumdhudna TORCUYHOCT 33 ONPEAENeHi Opraku) — noBTaPALLIA C& excnosuuus Heknacudmuypanm
) ONaCHOCT NP BAMLLBAHEHEKTACHEMLPaHY

TOKCUKONOT/|HA UHGOPMALIMS 33 OCHOBHUTE BELLIECTBA, OTKDUTH B NPOLyKTa: OKTaMeTunumknoTeTpacunokcan; [D4] - CAS: 556-67-2

a) 0CTPA TOKCUYHOCT:
Wscnegeane: LC50 - Bugose: Mmx 36 mg/I - Watowwue: (OECD 403, GLP, rat, 4 h, ECHA dossier).
Wscnegeane: LDS0 - Hawn Ha npuemane: Koxa - Bugose: Mmbx > 2000 mg/kg - Watosne: (similar to OECD
402, rat, ECHA dossier).
Wacnegeae: LD5O - Haunv Ha npuemane: Mepopano - Bupose: Mmx 4800 ma/kg - Wstowwur: (similar to OECD 401, rat,
ECHA dossier).

Decamethylcyclopentasiloxane - D5 - CAS: 541-02-6

) 0CTpa TOKCUMHOCT:
Wscnegeane: LDS0 - Haw Ha npuemane: Mepoparko - Bugose: Mavx > 5000 mg/kg - Wowmk: (OECD 401, MSDS
supplier).
Wscnegeane: LDS0 - Haw Ha npuemane: Koxa - Bugose: 3aex > 2000 mg/kg - Wsrownk: (OECD 402,
MSDS supplier).
Wscnegeane: LC50 - Haw Ha npuemare: Bpwwsane - Bugose: Mmbx 8.67 mg/l - Mpogbmkurennocr: 4h - Wstosn: (OECD
403, MSDS supplier).

Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6

) 0CTpa TOKCUMHOCT:

Mpepaboreno uananve Ne 5Ctpanmua Ne
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Wacnepsare: LD5O0 - Hawnn Ha npuemane: Kowa - Bugose: Mmx 2000 mg/kg - Wsrowuk: (ECHA dossier).
Wacnepsare: LD50 - Hauu Ha npuemane: Mepopanto - Bugose: Mmx 2000 mg/kg - Warowwnk: (ECHA dossier).

11.2. UHchbopmauma 3a Apyrn onacHocTu
CBoiicTBa, HapyLLIaBALLM CDYHKLUMTE HA EHAOKDUHHATA CUCTEMA:
HamMa HanuuHm BELLIECTBA, HADYLLIABALLI CDYHKLMWTE HA EHOOKPMHHATA CUCTeMa, B KOHLIEHTpaLms >= 0,1%

PA3AEJ1 12: EkonornyHa nicgpopmauus

TTpORyATST He € KnacMchuLMpaH 3 XPOHWMHA OMaCHOCT 38 BOBHTE praHwaMu. [poBEaEHM Ca u3NHTBaHWS 3a BioHanuuHocT/ocBoGoxaaBaHe Ha D4 ot
npeacTaBuTeNHa poba 0T nonvMepHM cuukokn no meToga Ha OECD 29. YcTaHoBEHO €, Ye KOMMYecTBoTo
D4, 0cB06O[EHO OT TECTBAHHTE MOMMMEDH, € MO FaHKLATA Ha KOMMYECTBEHO OMpedensHe Ha Metoaa (T.e. 4,4 pph) v cnegoBarenHo nog rpakuuaTa
Ha NOEC ot 0,0044 mg/L 3a pubu u 0,0079 mg/L 3a 8o Be3pblHaH - CTOMHOCTA, HouTO Buxa [OBEMM [0 KnacuchUkaLMA 38 XpOHHYHA
TOCSHOCT 33 BODHH OpTaHU3MM.
12.1. ToKkcu4HoCT
[la ce usnonsea B cooTBeTCTRMe ¢ RoBpHTe npakThkM Ha patiora, kato ce uih3Tea pa3NNABaHE Ha NpodyKTa B OKOMHATa Cpeda.
XTX 45 OIL BLEEDING PART B
MpoayiTsT € knacuchuumpan: - oxametunumnoteTpacunoica; [D4] - CAS: 556-
67-2
a) BogHa ocTpa ToxcuuHoCT:
Kpaiiva Towa: 1C50 - Bugose: Bogopacm > 0.0022 mg/1 - Mpogbmxurentoct 8 yacose: 72h (EPA OTS
797.1050, Selenastrum capricornutum, freshwater, ECHA dossier).
Kpaitha Towa: LC50 - Bupose: Puba > 0.0022 mg/I (Oncorhynchus mykiss, GLP, ECHA
dossier).
Kpaiiva Tosa: NOEC - Bugose: Puba > 0.0044 mg/l (publication, Oncorhynchus mykiss, GLP,
ECHA dossier).

Kpaiha towa: NOEC - Bugose: [acphus = 7.9 UG/L - Mpogbmiurentocr 8 vacose: 21d EPA OTS 797.1330,
Daphnia magna, ECHA dossier

Decamethylcyclopentasiloxane - D5 - CAS: 541-02-6
a) BogHa ocrpa ToxcusHocT:
Kpaitha Towa: LC50 - Bupose: Puba > 0.0016 mg/I - Mpogbmiimentoct B vacose: 96h (OECD 204, Oncorhynchus
mykiss (Trota iridea), SDS supplier).
Kpaitha Towa: EC50 - Bugose: lacprus > 0.00029 mg/I - Mpogwmurentocr 8 vacose: 48h (OECD 202,
Daphnia magna, SDS supplier).
Kpaita Towa: EC50 - Bugose: Bogopacnn > 0.0012 mg/I - Mpogbmkutentoct 8yacose: 72h (OECD 201,
Pseudokirchneriella subcapitata, SDS supplier).
Kpaitha Tosa: NOEC - Bugose: Puba > 0.0014 mg/l (OECD 210, Oncorhynchus mykiss, SDS
supplier).
Kpaitva Tosra: NOEC - Bugose: flacphus > 0.0015 mg/I (OECD 211, Daphnia magna, SDS
supplier).
Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6
a) Bogra ocTpa ToxcusHoCT:
Kpaiha Towa: EC50 - Bugose: Bogopacin > 0.002 mg/I - Mpogbmkurendoct 8 yacose: 72h
(Pseudokirchnerella subcapitata, ECHA dossier).
Kpaitwa towa: NOEC - Bugose: Bogopacu > 0.002 mg/l (Pseudokirchnerella subcapitata, ECHA
dossier).
12.2. YCTOMYMBOCT 1 pa3rpagumocTt
Decamethylcyclopentasiloxane - D5 - CAS: 541-02-6

Mpepaboteno n3pane Ne 5CTpaxmua Ne
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UHcpopmaumoHHUa nucTt 3a 6e3onacHoCT
XTX 45 OIL BLEEDING PART B

Buopasnoxumoct: He ce paspaxga 6bpso
Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6
Buopasnoxumoct: He ce paspaxga 6bpso
12.3. Buoakymynupaiia cnocobHocT
orramerunuwinoreTpacunoicar; [D4] - CAS: 556-67-2
Wacnegeake: Kow - Partition coefficient 6.49 - benexw: (Log Pow, ECHA dossier).
12.4. NMpeHocuMMOCT B no4yBaTa
Hama Ha pasnonoxenue
12.5. Pe3ynTaTtu ot oueHKkata Ha PBT un vPvB
PBT Belwgcmsa:
>= 0,5% - < 2,5% omamemnuunoterpacuncicar; [D4] - CAS: 556-67-2
>=0,5% - < 2,5% Decamethylcyclopentasiloxane - D5 - CAS: 541-02-6
>=0,5% - < 2,5% Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6
vPVvB BewecTBa:
>= 0,5% - < 2,5% onameranupnorerpacunoica; [D4] - CAS: 556-67-2
>=0,5% - < 2,5% Decamethylcyclopentasiloxane - D5 - CAS: 541-02-6
>=0,5% - < 2,5% Dodecamethylcyclohexasiloxane- D6 - CAS: 540-97-6
12.6. CBoncTBa, Hapywasawm PYyHKUMUTE Ha eHAOKPUHHaTa cucTtema
HAMa HankHM BELLIECTBA, HapyLLIaBALLM CDYHKLMITE HA EHEOKDUHHATA CUCTEMA, B KOHLIEHTpaumsa >= 0,1%
12.7. Opyru HeGnaronpuaTHu ecdekTn
Hukakbs

PA3[EJ 13: O6e3BpexgaHe Ha oTnagbuuTe

13.1. MeToam 3a TpeTupaHe Ha oTNagbLM
Cvbepete, ako e Bb3MOKHO. [la Ce [eiicTBA B CHOTBECTBUE C MECTHATE U HAUMOHANHMTE pasnopendu.

PA3OEN 14. UHchopmauma OTHOCHO TPaHCNOPTUPAHETO

14.1. Homep no cnucbka Ha OOH unun naeHTUdUKkauMoHeH Homep
CToKa, KOO HE & onacka Mo CMUCHA Ha HOPMUTE 38 TPHCMOPTUaHE.
14.2. ToyHO HauMeHOBaHMWe Ha NpaTkaTta no cnucbka Ha OOH
Hama Ha pasnonoxenve
14.3. Knac(oBe) Ha onacHOCT Npu TpaHcNopTUMpaHe
Hama Ha pasnonoxenve
14.4. OnakoBbYHa rpyna
Hama Ha pasnonoxenue
14.5. OnacHoCTM 3a OKOJIHaTa cpeaa
ADR-3ambpeuTen Ha ofonHara cpeaa: He IMDG-Marine
pollutant: No
14.6. CneuunanHu npegnasHu Mepku 3a noTpeburtenure
Hama Ha pasnonoxenve
14.7. MopcKku TpaHCNOPT Ha TOBapu B HACUMHO CbCTOSAHUE CbIfTaCHO MHCTPYMEHTU Ha
MexayHapoaHaTa MOpcKa opraHuM3auus
He e npunoxumo

PA3OEJ 15: UHcbopmaumsa OTHOCHO HOpMaTUMBHaTa ypeaba

15.1. CneuuncunyHM 3a BeleCTBOTO UM CMecTa HopMaTUBHa ypeaba/3akoHoAaTencTrBo
OTHOCHO 6e3onacHOCTTa, 34paBeTO U OKOJHaTa cpeaa
[upexvuea 98/24/EQ (puciose, CBbP3AH ¢ XAMUIHN aIEHTH, NOSBRBALLY Ce Ha PaboTHOTO MACTO).
[upexuea 2000/39/EO (fparyHi cToifHocTH Ha npocpecionanta excnosuuns) Pernament (EO) 1907/2006 (REACH)
Pernament (EO) 1272/2008 (CLP)

Mpepaboreno uananve Ne 5Ctpanmua Ne
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PernameHT (EQ) 790/2009 (ATl 1 CLP) n (EC) 758/2013
Pernament (EC) 2020/878
PernamenT (EC) 286/2011 (AT 2 CLP) Pernament (EC)
618/2012 (ATM 3 CLP) PernamenT (EC) 487/2013 (ATN
4 CLP) Pernamenrt (EC) 944/2013 (AT 5 CLP)
PernameHTt (EC) 605/2014 (ATI 6 CLP) PernameHT (EC)
2015/1221 (ATN 7 CLP) Pernament (EC) 2016/918 (ATN
8 CLP) Pernament (EC) 2016/1179 (AT 9 CLP)
Pernament (EC) 2017/776 (AT 10 CLP) PernameHTt
(EC) 2018/669 (ATI 11 CLP) PernameHT (EC)
2018/1480 (ATN 13 CLP)PernamenT (EC) 2019/521
(ATN 12 CLP) Pernament (EC) 2020/217 (AT 14 CLP)
PernamenT (EC) 2020/1182 (AT 15 CLP)PernameHt
(EC) 2021/643 (ATM 16 CLP)
OrpaHiyeHns, CBbP3aHN CbC ChITbPKALLYITE Ce MPORyKTA MW BewwecTea, cnoped Mpunoxenne XVII Ha Pernament (EQ) 1907/2006 (REACH)
NOCNeaBaLLyM UIMEHEHMS:
OrpaHuyeHnst, CBbP3aHM C NPORYkTa; OrpaH4aBaHeTo 3
Orpaxyasareto 40
Orpatitenns, cBbP3aHN CbC CbAbPXALLMTE CE ChCTagKM: OrpaHMyaBaHeTo 70

orpasuyasaneto 75SVHC
Bewecrga:
Cucrasi B cnucuka ¢ ranguam (4n. 59, per. Ne1907/2006, REACH): okrameTunupknoterpacunokcan; [D4]
PBT, vPvB
Decamethylcyclopentasiloxane - D5
PBT, vPvB
Dodecamethylcyclohexasiloxane- D6
PBT, vPvB

Paanopen6u, cewpaan ¢ aupextusa EC 2012/18 (Ceseso IlI);
Kareropust no Cese3o I1l cbrnaco MpuriokeHue 1, YacT LnpogykTT MpUHAANERY KbM KaTeropus:
B

Bewyectsa, nognexalun Ha agbAKEHUETO 3a HoTOMULMPaHe 3a u3Hoc Mpasunnuk (EO) 649/2012: Huraea.

California Proposition 65
Substance(s) listed under California Proposition 65:
Hurarea.

15.2. OueHka Ha 6e30MacHOCT Ha XMMUYHOTO BeLLeCTBO UM CMecC
Hsama u3BbplueHa OLieHKa Ha Be30MaCHOCT Ha XMMUYHO BELECTBO UMW CMEC 3a CMEcTa BELLIECTBa, 3a KOWTO € W3BbLUEHA OLiGHKA Ha Be30NacHoCT Ha XVMMYHO
BELLECTBO MMM CMEC:
Hukaksa

PA3[EJ 16: Opyra nicpopmauyus

Texcr Ha u3peveHusTa uanonssark 8 napapacp 3: H226 3ananumu TeYHOCT U nap.
H361f Mpegnonara ce, Ye YBpeXza OnnomwTeNKara cnocoBHocT.

Mpepaboteno n3pane Ne 5CTpaxmua Ne
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XTX 45 OIL BLEEDING PART B

HA410 CunHo TokcudeH 3a BOTHKTE OpraHU3MM, ¢ bITOTPAgH echex.

Knac Ha onacHocT 1 Kon OnucaHue

KaTeropus Ha

onacHocCT

Flam. Lig. 3 2.6/3 Sananuma TeuHocr, Kareropus 3

Repr. 2 3.7/12 ToxcusHocT 3a penpogykupsra, Kateropus 2

Aquatic Chronic 1 4.1/C1 XPOHHUHA (ZbATOCPOYHA) ONACHOCT 33 BogHaTacpepa, Kareropus 1
Aquatic Chronic 3 4.1/C3 XPOHHGHA (IbATOCPOYHa) ONACHOCT 3a BogHaTacpesa, Kareropus 3

Knacuchuuppare w npougaypa, Wanon3sana 3a NonyuaaHe Ha knacucpurauusTa 3a cmeck cbrnacHo Pernament (EQ) Ne 1272/2008 [CLP]:

KnacudmumpaHe cbrnacHo
PernameHT (EO) Ne 1272/2008

Mpouenypa 3a knacuduuymnpaHe

Aquatic Chronic

B cvorsercTaue ¢ unen 12 ot Pernamenta CLP, "Koraro B pesynrar Ha oueskaa,
W3BbPLLEHA Cbrnacko unew 9, ce

JCTAHOBAT CTIEAHUTE CBOWCTBA UMM ECDEKTH, MPOU3BOZUTENHTE, BHOCHTENHTE

W noTpeBUTENUTE HARoNy NO BEpUTTa T B3GMAT MO BHUMaHVe

32 LenuTe Ha KnacudukauaTa:

[..] 6) ybenuTenHu Hay4Hu excnepUMEHTanH faHHM NoKa3Bar, Ye

BELLECTBOTO UNW CMECTA He & BuonorudeckuHanuyHo(a), kato

yOeMTENHOCTTA M HAJEAKTHOCTTA Ha Te3u faHHM € ycTaHoBewa. 'Cney uacnesBarxe Ha
ocBoboxaapaneTo Ha D4 ypes Tecta Ha OECD 298bpxy nomumepHi npoayiv,
MPEACTABATENHM 3a KonuuecTBaTa DA, rpanwLiara, Koo 6w foBena 4o
KnacudLMPaHe 3a XPOHUYHA TOKCMIHOCT 38 BOHY opranuamu (NOEC ot 0,0044
mg/L 3a pubum 0,0079 mg/L 3a Boam Be3rpbbHadHm), He e

[0CTUIHAT.

To31 OKYMEHT € CBCTaBEH OT KOMMETEHTEH TexHuk B 06nactra Ha SDS, KOIfTO € nomyuun HyXHOTO 06yueHme.

OcHoswu bubnmorpacpem usroukuun: ECHA — European

Chemical Agency

GESTIS - Information system on hazardous substances of the German Social Accident

Insurance

IARC — International Agency for Research on Cancer
IPCS INCHEM - International Programme on Chemical Safety

ISS — Istituto Superiore di Sanita

PubChem - open chemistry database at the National Institutes of Health (NIH)

WHchopmauwsra, KosTo ce Chbpia Tam, ce 6asupa Ha HaLLUTe NO3HaHMA KbM TIOCOYEHaTa No-Tope AaTa. TA e OTHACS BMHCTBEHO 3a NOCOUEHHA MPOLYKT t He
MPELICTABIIABA FaPAHLMS 33 CTIELVICOUHHI KaecTea.

Mpepaboreno uananve Ne 5Ctpanmua Ne

11Ha 12




Zhermack“?”

UHcpopmaumoHHUa nucTt 3a 6e3onacHoCT
XTX 45 OIL BLEEDING PART B

Mon3garensr e AMbkeH fa ce YBEPU B CHOTBETCTBUETO M MbIHOTATA HA Ta3| Mthopmauvm, (Bbp3aHa CbC Cl'leLlI/I(bM‘iHﬂTa ynorpe6a Ha npoaykTa.
Toan VIH(*)OpMaLlVIOHeH et 3a Beonackoct aHynmpa ¥ 3aMeHs BCAKO MPEOULLIHO M3faHue.

ADR: Esponeiicka croroa 3a MeXyHapogHH MPeBo3H Ha OMackM ToBaph
o woce.
ATE: QOueHka Ha ocTpa TOKCHMHOCT
ATEmix: QOueHka Ha ocTpara Tokcu4HocT (Ceck)
CAS: Xumunyeckata pedrepatvera cnyx0a (Chemical Abstracts Service),

nogpasgenchie Ha Avepuanckoto xumudecko obiuecrso (American Chemical Society) (division of
the American Chemical Society).

CLP: KnacuchukaLus, eTukeTMpaKe, onakoBawe.
DNEL: besonacHo pasHilie Ha wanaraHe Ha Bubagedcreuero (DNEL).
EINECS: IAHBenTapu3aLmMoneH criuchk Ha Esponedickata o6lLHOCT Ha

CbULECTBYBALLMTE THPTOBCKI XMMAYHN BELIECTBA.
GefStoffvO: MocTaHoBNEHME 3a ONACHATE BELLECTBa, [epMaHKs.

GHS: [nobanHa xapMoHWaupaHa CHCTEMA 3a KnacudMLMpaHe VETUIETDaHE Ha XUMUKAIW.
IATA: MexzyHaponHa acouauns 3a Bb3ayLIeH TPAHCMOPT.
IATA-DGR: MpaBunHi 3a OnackM ToBapH Ha MexayHapoaHa acoumauys 3a
Bb3yLLeH TpaHcnopt (IATA).
ICAO: MexayHapomHa OpraHi3aLya 3a rpaxzancka asuauys.
ICAO-TI: TeXHI4ECk IHCTPYKUAM Ha MexayHapoaHara opranusaLus 3arpaxgaHcka asuaLms.
IMDG: MexayHapoaeH MOpCKM KOF Ha OmackM TOBapK.
INCI: MexayHapogHa HOMEHKTaTypa 33 FO3METUYHK CCTABHM.
KSt: KoecpuuuenT Ha excnnoau.
LC50: CMbPTOHOCHA KOHLEHTPaLWS 32 50 pOLieHTa 0T M3cgaBaHaTaNoNy naLms.
LD50: CmbproHocHa f03a 3a 50 MpOLEHTa 0T cnedBaKaTa nonynauy.
PNEC: Mpegnonaraema Be3onacha KOHLEHTpaLMA.
RID: TpaBUnHIK 32 MEXOYHAPOLEH XENesombTEH NPeBo3 Ha OnacHUTOBAPH.
STEL: (PaHALA HA KPATKOCPOYHA  EXCHOZALS.
STOT: CiCTEMH TOKCUUHOCT, HACOUEHA KbM CReUyDUYeH OpraH.
TLV: TPaHILa Ha ZOnyCTUMM CTOMHOCTA
TWA: Cpeano npeTerneHo Bpeme
WGK: Hewmckt Knac Ha onacHocT Ha Bogara.

Mpepaboreno uananve Ne 5Ctpanmua Ne
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