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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO 1 Cyproterone acetate
IUPAC naumMeHoBaHue . Cyproterone acetate
EO Ne 1 207-048-3

CAS Ne 1 427-51-0

Kon Ha npoxykra : 201600247

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Kanneporennoct, Kateropus 2 H351
ToxcuuHocT 3a penpoxykuusaTa, Kareropus 1A H360
ToKCHYHOCT 3a peNpOIyKIMsATA, JOMBIHNTENHA KaTeropus, epektn  H362
BBPXY MIIM UPE3 JIAKTALMATA

OnacHo 3a BoJIHaTa cpejla — XPOHWYHA ONACHOCT, KaTeropus 2 H411

3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (I)I)BI/IKOXHMPIWHM eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3IPaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

TokcuueH 3a BOXHUTE OPTAaHU3MH, C ABIroTpacH edekrt. [Ipeanonara ce, 4e npuyrHsBa pak. Moxe 1a yBpeau OIUIOMUTEIHATa CIIOCOOHOCT Witk wiozaa. Moxe ma
ObJe BpeeH 3a KbpMayerTa.

2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a omnacHoct (CLP)

$ )

GHSO08 GHS09
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Cyproterone acetate

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : H351 - IIpennonara ce, 4e NpUYMHSIBA PaK.
H360 - Moxe 1a yBpeu OIUIOIUTENIHATA CIIOCOOHOCT MIIH IUIOAA.
H362 - Moxe na Ob1e BpeieH 3a KbpMauerTa.
H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C ABJITOTPACH EeKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKLIUH.
P202 - He u3non3Baiite npeau Ja CTe MPOYEsU U pa30paiu BCHUKH MPEANIa3HA MEPKH 3a
06e30MacHoOCT.
P260 - He BaumuBaiite npax/myuiex/ra3/ ium/u3napeHust/acpo30ii.
P263 - la ce u30sirBa KOHTAKT [0 BpeMe HAa OPEMEHHOCT U TIPH KbPMEHE.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHoO Clel yrnoTpeba.
P270 - [la He ce e, mue WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P273 - Jla ce n36srBa U3IMycKane B OKOJIHATA Cpea.
P280 - U3nomn3Baiite npeanasHu pbKaBUIH/IPEINa3HO 00IEKI0/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMIe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuust: [loTbpcere MEAUIMHCKH ChBET/TTIOMOLI.
P391 - Cpbepere pazasToro.
P405 - Ta ce chxpaHsiBa 1oJ| KJIHo4.
P501 - CpapprxaHneTo/chabT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MJIN MEX/ILyHapOIHU
pasnopenou.
Ertukernpane B choTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAaHHETO HE NpeBuirasa 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra nadopmanus : AKTHUBHO BelecTBO (BB (hapMalleBTHIHH IPOILYKTH).
BHumanue - BeleCTBO, KOETO BCE OILE HE € U3MIUTAHO HAITbJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Cyproterone acetate CAS Ne: 427-51-0 <100 Carc. 2, H351
EO Ne: 207-048-3 Repr. 1A, H360
Lact., H362
Aquatic Chronic 2, H411

3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

H’BpBa moMo1f - 06IIII/I MEpPKHU . B®B Bcnukn CjIydan Ha CbMHEHUE, WK aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEUITUHCKA
TTOMO1II.
H’BpBa TIoMo1I Ipyu BAUIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0O TIOCTABETE B IIO3UL MU, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

TocTpagaans n1a Cu NOUYNHE. B cnyqaﬁ Ha IpujioniaBaHe: HompceTe MCIUIUHCKHA C’bBeT/HOMOI]_L

H’pra TIOMOII IPU KOHTAKT € KOXKaTa : I[a C€ CBaJI1 3aMBPCEHOTO 00JIEKIIO U M3JIOKEHHUST Y4acCThK OT KOKaTa J1a C€ U3MHUE C MEK CallyH U
BOJa, KaTo CJICIa TOBA CE€ U3IIJIaKHE C TOILIA BOAA.

H’pra TIOMOII IPU KOHTAKT C OUUTE . Wsmnmakuere ¢ BOJa, KaTo ABPKUTE OUUTE IUPOKO OTBOPECHU. HOT’LpCeTe MCIOIUOWHCKaA ITOMOII], aKO
GOJIKaTa, MUT'aHETO UM 3a4€PBABAHETO MPOABIIKAT.

H’pra TIOMOII IPpH IMOTTbIIaHE . Wsmnakuere ycrarta ¢ BoJa (CaMO aKo nocTpagaiusiar € B C’b3HaHHe). Huxora He naBaiite HAIIO pes3
ycraTa Ha YOBEK B 6e3cp3nanune. HezabaBHO TIOTBPCETE MEJUITUHCKHA C’bBeT/HOMOI]_L
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Cyproterone acetate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

IToaxonsum no)aporacuTeNH| CpeICTBa : Jla ce U3Mon3BaT CpeCTBA, MOAXOAAIIM 32 TaCeHe Ha I0KapU B ChCEICTBO. BBIiepoJieH IMOKCH .
Bonen cnpeii. Cyx mpax. Oznesuio 3a 3aracsiHe Ha OT'bHSL.
Henoaxonsmu moxaporacuTesIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha 11okap : HensiiHOTO TOpeHE 0CBOOOX/1aBa OMIACCH BBIJTIEPOJICH OKHUC, BBIUICPOACH ABYOKHC U APYI'H TOKCUYIHH

TazoBe. Bb3MOXKHO € OTJeNsIHeTO Ha TOKCHYHI H3napeHus.

MHcTpykuny 3a raceHe Ha Moxapu : Jla He ce [0mycKa n3mon3BaHaTa B GopbaTa ¢ mokapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJ, KOITO He O0TroBaps 3a CHEIIHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIy4Yau

3aIUTHY CpeCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 MOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBede HHpOpMaNus,
BiokTe pasznen 8: "KoHTpour Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTaa’.

Jla ce u3bsrBa u3myckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIICCTBEHUTE BOH.

3a 3agbppiKane : Tlonwiite ¢ HHEPTEH MaTepUal i MOCTABETE B MOJXO/IAI] KOHTEHHED 3a 00e3BpeKIane Ha OTIAIbIIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE OBBPXHOCTH OOKIHO C Bojia. [104YnCTBaHE ¢ MOMILTA HA JETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

: PaGoTa u chxpaHeHue

JIOITBITHUTEITHY ONIACHOCTH TI0 BpeMe Ha paboTa . Jla He ce n3nmarat GpeMEHHNTE )KEHH HIIH KbPMAuKHTE.

Tpennaszun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEpKN : Jla e ce sze, nmue wim mymm npu yrnorpeba Ha npoaykTa. Jla He ce n3HacsA 3aMBPCEHO PabOTHO

00JICKIIO U3BBH pa60THOT0 TIOMELICHUE. ,Z[a C€ UBMMUAT PBUETE NIPEAU ITOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA paﬁoTaTa.
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Cyproterone acetate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

VYcnoBus 3a chXpaHsBaHe . /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . Jla ce chXxpaHsiBa B OpUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPEANAa3HHU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCo3uIHUATA

HO)]XO)]ﬂH.l HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 10o6po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTe/IHA BEHTHIAINS, TaKa M BEHTUIALHS Ha 00LIOTO
nomerenue. C Matepuana TpsOBa a ce paboTH o1 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JIMYHH Npena3sHy cpeacTBa

3amMTa HA 0YMTE M JULETO

3amura Ha ouMTe:

Jla ce HocsIT peanazHu ounta. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npecrtisika. (EN 13034)

3ammuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBY Npeana3Hu pprasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 06pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
IBsar : Osu1. moYTH OsI.
BpHiieH Bug . Kpucranen npax.
MonekynHa Maca 1 416.9 g/mol
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1 =210°C

Touka Ha 3aMpB3BaHE : He e mannuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e manmuuno
JlonHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanura Ha eKCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajiBaHe : He e npunoxxumo
Temmnepatypa Ha pasznaraHe : He e HannuHo
pH : He e HannuHo
pH pastBop . He e HanuuHo
Bucko3uter, kuHeMaTuueH : He e npunoxumo
PasrBopumoct : Boma: <0.1 g/l
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Cyproterone acetate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Koedunuent Ha pasnpenencuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Koedunuent na pasnpenencnue: n-okranon/soga (Log @ <4

Pow)

Hansrane Ha napure : He e Hanuyno
Hansirane na napute npu 50°C : He e Hanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA [ITBTHOCT : He e HanuyHO
OtHOcuTeNHa INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa OMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA Hthopmaum

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsama manmnyaa JOIIbJIHUTCIIHA I/IH(‘I)OpMaI.II/[ﬂ

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTETHA HHOOPMAIIUS

PA3JIEJI 11: CUKOJIOTHYHA HHcl)opmaumI

Octpa TOKCHYHOCT (OpajiHa) . He ce knacuduumpa (Bp3 ocHOBa Ha HATUYHHUTE JAHHH, HE Ca H3IIBIHEHH KPUTEPHHUTE 32
KIacupHIEpaHe)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢uupa (Jlunceat nanxu)

OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanHu)

Cyproterone acetate (427-51-0)

LD50 opanso mrbx > 5000 mg/kg

KoposusHocT/ipasnene Ha Koxara . He ce xnacudunupa (Jlunceat nanHm)

Cepno3HO yBpeskJ[aHe Ha OUHTe/IpasHEHe Ha OUnTe : He ce xnacudumupa (JIuncear nanHm)

CeHcHOMITH3aLKs Ha IUXaTeIHATE IBTUIA WK Koxkata  : He ce kiacuguumnpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE Ca U3ITBIIHEHN KPUTEPHUTE 32
KIacu(pHIIpaHe)

MyTareHHOCT Ha 3aPOJUIIHITE KICTKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHU KPHUTEPUUTE 32
KJIacudupane)

Kanneporennoct : Ilpennonara ce, 4e MPUYMHSBA PaK.

TOKCHYHOCT 3a peNpOAyKIHATA : Moxe 1a yBpeau OIUIOJMTENIHATAa CHOCOOHOCT MK 1u10aa. Moske fja Ob/ie BpE/IeH 3a KbpMaueTa.

CTOO (cnennduyHa TOKCHYHOCT 32 ONPEIEICHN : He ce xnacu¢mupa (JIunceat nanam)

OpFaHH) — €/IHOKpaTHa €KCIO3UIUA
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Cyproterone acetate

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI . He ce xnacuduuupa (JIuncear jaHHmN)
OpraHi) — IOBTapsIIa CE EKCIO3ULHS

OnacHOCT NpH BIMIIBaHE . He ce knacuduupa (JIuncear gaHHm)

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 12: Exosioruuna uagopmanus

OrnacHo 3a BOJ(HATa Cpeia, KpaTKOCpoUHa (0CTpa) . He ce knacudunupa (B3 0cHOBA Ha HATMYHUTE JAHHHU, HE Ca U3IIBJIHEHH KPHTEPUUTE 32
KIacu(pHIIpaHe)
OrnacHo 3a BOJ{HATA CPefia, ABIrOCPOYHA (XPOHHYHA) . ToKCHYeH 3a BOJHHTE OPraHU3MH, C JIBITOTPACH e(eKT.

Cyproterone acetate (427-51-0)

EC50 - Pakoo6pasuu [1] 2.4 mg/1 (48 gaca, Daphnia magna (Boana 6b1xa)) (Meton OECD 202)

Cyproterone acetate (427-51-0)

YceToWaMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Cyproterone acetate (427-51-0)

Koe¢uiuent Ha pasnpeznenenue: n-okranon/sona (Log <4
Pow)

Hsma nanwyHa 1oneIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMAIHS

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIHS

Hsima HanmuuHa TOMBJIHUTETHA PIH(bOpMaI.II/Iﬂ

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

Hsima HaymMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3EJI 14: UndopManysi OTHOCHO TPAHCTIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucska Ha OOH nian uaenTudgukanuoneH Homep

UN 3077 UN 3077 UN 3077
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Cyproterone acetate

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, IlI, MARINE

POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Kiiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe

14.4. OnakoBb4Ha rpyna

111

1

111

14.5. OnacHocTH 32 0KOJIHATA cpelia

OmacHo 3a okonHara cpexaa: la

OmnacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeunten: Jla
EmS-Ne (TToxxap): F-A
EmS-Ne (Paznus): S-F

OmacHo 3a okonHata cpeaa: la

HsiMa mompiHuTeIHA HaNHYHA HHQOPMALHS

14.6. Cnenma,THu npeana3Hu MePKH 3a MOTPedUTeINTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Crniennanuu pasnopenou (ADR)

Orpannuenu konmuectsa (ADR)

W3kiroyenu konmyectsa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CrienaiHu onakoBbYHH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIHH 32 IPEHOCHUMH LIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

CnenyanHu pa3nopeoy OTHOCHO IPEHOCUMH LIUCTEPHU

1 KOHTelfHepy 3a HacurHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPECTBO 3a MPEBO3 B UCTEPHH
TpancnoprHa kareropus (ADR)

Crenuaniu pasnopenou 3a npesosa - Onakosku (ADR)
Crienanau pasnopenou 3a npeso3 - Hacumso
cberosiHue (ADR)

CrienaHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBane 1 06paboTka (ADR)
Vnentudukannoner Homep 3a onacHoct (Kemuep No.)
OpamxeBHu Tabenn

Kon 3a TyHennu orpanudenus (ADR)

TpancnopT 1o mope
Cnenuanuu pasnopenou (IMDG)
Orpannyenu konudectsa (IMDG)

M7

. 274,335,375, 601
. Skg

. El
: P002, IBCOS, LP02, ROO1
. PP12,B3

: MP10

. Tl1, BKI, BK2, BK3

. TP33

. SGAV, LGBV
. AT
03

: VI3

. VCI, vC2
: CVI3

;90

90
3077

1 274,335, 375, 966, 967, 969
Skg
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W3kimrouenu konmyecta (IMDG) El
Onakobunu uHcTpykuuu (IMDG) LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) PP12

IBC onakopwsunu uncrpykuuu (IMDG) IBCO8

IBC cneunanuu pasnopendou (IMDG) B3

Wucrpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo nucrepuu (IMDG)

BK1, BK2, BK3, T1
TP33

A

Kareropus na toBapene ( IMDG)

Critagupane u o6pabotka (IMDG) SW23
Bb3ayuied Tpancnopr

PCA Uskmrouenu konuuecta (IATA) El
PCA OrpaHuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO 30kgG
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuny 3a OnakoBaHe IbTHUYECKH CaMOJIET U 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camoutet u kapro (IATA)

WHerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcuMaaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crienmanuu pasnopendu (IATA) 1 A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. Cuienuynm 32 BEMIECTBOTO HJIH CMECTA HOPMATHBHA Ypea0a/3aKOHO0AATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YcioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuinoxenue XIV (Cnucbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT OTHOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusI cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ aBoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ACHHOCT M TpaH3UTA Ha U3JEIIHs U TEXHOIOTHH C JBOWHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemmecTBo(a), BKIIIOYEHO(M) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATENTHA HHQOpMALHS
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PA3JIEJI 16: Ipyra ungopmanus

HNupnkanus 3a NMPOMEHHU

Pasznen IIpomenen eemMeHT KomenTtapu

N3kirouenu konmuuectsa (IMDG) JobaBeHo
PCA Uzkmouenn xommaectsa (IATA) Jlo6aBeno
ERG kon (IATA) JobaBeHo
Crenuanuu pasnopenou (IATA) JobaBeHo
MakcHMaTHO HETHO KOJINYECTBO CaMO Kapro Jlo6aBeno
(IATA)

WucTpykunu 3a onakoBane camo kapro (IATA) JobaBeHo
PCA MaxkcumaaHO HETHO KOJIUYECTBO JobaBeHo

IIBTHUYECKH camoneT u kapro (IATA)

PCA HHucTpyKImH 32 OITaKOBaHe MBTHUYECKHI Jlo6aBeno
camoret u kapro (IATA)

PCA MakcuManHO HETHO KOJIHYECTBO 3a Jlo6aBeHo
OrpaHUYCHO KOJIMYECTBO MBTHUYECKH CaMOJIET U

kapro (IATA)

PCA OrpaHuueHn KoJIn4ecTBa MbTHUYECKU JobaBeHo

camortet u kapro (IATA)

Erukern 3a onacuoct (IATA) JobaBeHo
Touno npeBo3HO HanMeHoBaHue (IATA) Jlo6aBeHno
Touno npeso3no HanmeHoBanue (IMDG) Jlo6aBeno
Etukeru 3a onacuoct (IMDG) JobaBeHo
EmS-Ne (PaznuB) JobaBeHo
EmS-Ne (TToxap) JlobaBeHo
Orpannuenn xonndectsa (IMDG) JobaBeHo
Ckunanupane u 06padorka (IMDG) JobaBeHo
Kateropus Ha ToBapene (IMDG) Jlo6aBeno
Crienpaiiiy pa3nopenidy OTHOCHO LUCTEPHHU Jlo6aBeno
(IMDG)

Wucrpykuuu 3a uucrepuu (IMDG) JobaBeHo
IBC cneunannu pasnopendu (IMDG) JlobaBeHo
IBC onakosbunn nactpyknun (IMDG) JloGaBeno
Crenmanau pasnopenou (IMDG) JobaBeHo
Creruanau pa3nopenou 3a IpeBo3 - TOBapeHe, JobaBeHo

pastoBapBane u o0padbotka (ADR)

Crerpraniu pasnopenou 3a npeso3 - Hacumxo JobaBeHo
cberosiHue (ADR)

Creuuaniu pasnopenou 3a npesosa - Onakosku | lo6aBeHo
(ADR)

Konose 3a nucrepuau (ADR) JobaBeHo
CreruarHu pa3nopeoy OTHOCHO IIPEHOCUMU Jlob6aBeHo

HUCTECPHU U KOHTCfIHepH 3a HACHUITHU TOBapu
(ADR)
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HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
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Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
VHCTpyKIUH 33 IPEHOCUMH [TUCTEPHU U Jlo6aBeno
KOHTeifHepH 3a HacuHu ToBapu (ADR)
Cwmecenn onakoBku (ADR) JobaBeHo
Crienpaiiiu onakoBb4HU pasznopenou (ADR) JobaBeHo
OnakoBbuHU uHCTpYKLIMH (ADR) Jlo6aBeno
ITpeBo3HO cpeaCTBO 3a MPEBO3 B UCTEPHH JlobaBeno
3amMeHs BepcusTa OT JobaBeHo
Jlata Ha pegakuusara Jlob6aBeHo
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.1 CHHOHUMH IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMecTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxuarto
2.1 Heb6naronpusitTin QU3HKOXUMUYHH e(DEKTH 1 IIpomeneno
HeOaronpusaTHU e(PeKTH 3a 37paBeTo Ha YOBEKa U
OKOJIHATa cpejia
2.1 Krnacugukauus B ceorBerctue ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 TTukrorpamu 3a omnacuoct (CLP) IIpomeneno
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
22 Ipenynpexnenus 3a omacuoct (CLP) IIpomeneno
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa nomo1 - 001K MEPKH JobaBeHo
4.1 ITepBa momol1 NpH KOHTAKT € KOKaTa ITpomeneno
4.1 IIppBa nomoll pu BAUIIBAHE IIpomeneno
4.1 IIppBa moMoIL TP KOHTAKT C O4UTE IIpomeneno
4.1 II'ppBa NOMOII IPH TOTITBILIAHE IIpomeneno
4.2 Cumnromu/epexTu IIpemaxnarto
4.2 CumnToMu/epeKTH ciel MorabiaHe IIpemaxuato
4.2 Cumrnitomu/eheKTH Clie] KOHTAKT ¢ KoXkKarta ITIpemaxunato
4.2 CuMnTomMu/eexTH ciell BAUIIBaHE IIpemaxunarto
4.2 CumMnromu/edeKTu ciesy KOHTaKT C OYUTe IIpemaxunaro
43 Jlpyro MeIMIMHCKO CTAHOBUILE WIIU JICYCHHUE IIpemaxuarto
5.1 Henonxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeno
5.1 Toaxoasmu noxaporacuTesHi CpecTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pas3NajlaHe B cilyyail Ha JobaBeHo
Toxap
52 OnacHocT OT moxap IIpemaxunaro
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HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
53 3amuTa Ipy raceHe Ha IoXKap JlobaBeHo
53 MucTtpyxunu 3a racene Ha MoXapu IIpomeneno
6.1 3amuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiHy I1aHOBE IIpomeneno
6.1 O6mm Mepku ITpomeneno
6.2 IMpennasHu MepkH 3a ona3BaHe Ha OKoJHata cpena | JlobaBeHo
6.3 3a 3aabpikaHe JobaBeHo
6.3 MeTtoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBane Ha apyru paznent (8, 13) JobaBeHo
7.1 JIObIIHUTEHU ONIACHOCTH O BpeMe Ha paborta IIpomeneno
7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa IIpomeneno
7.1 XUTHEeHHU MEPKH IIpomeneno
72 OnakoBBbYHH MaTepHAIU Jlob6aBeHo
7.2 TexHuuecku MepKu IIpemaxunarto
7.2 Vcnosus 3a cbXpaHsBaHE IIpomeneno
7.3 CreuuduyHy KpaiHu yrnoTpeou IIpemaxuato
8.2 3amyta Ha TUXaTETHUTE IBTUIIA IIpomeneno
8.2 3amura Ha pbleTe IIpomeneno
8.2 Tloaxosii HHKEHEPEH KOHTPOJT IIpomeneno
8.2 3amura Ha OYUTE IIpomeneno
8.2 3alura Ha Ko)Kara U TSUIOTO IIpomeneno
9 Mupuc IIpemaxnaro
9 MornekyiHa Maca JobaBeHo
9 IBsar Jlo6aBeHno
9 BroHIEeH BUI IIpomeneno
9 Touka Ha TOTIEHE Jlo6aBeno
9 KoedurimenT Ha pa3npeneieHue: n-okranoi/soaa | Jlo6aBeHo
(Log Pow)
10.1 PeaknronHa criocobHOCT IIpemaxnato
10.5 HecwsBmMecTumu Marepuanu IIpemaxunarto
10.6 OmnacHu IPOLYKTH HA pa3lafaHe IIpemaxunarto
11.1 LD50 opanHo maex IIpomeneno
12.1 Exonorus - 00110 IIpemaxnarto
12.1 EC50 - Pakoo6pasuu [1] Jlo6aBeno
13.1 Pernonanau pa3nopendy 3a OTHAABIHTE ITpemaxnaro
14.1 OOH Ne (ADR) JlobaBeHo
14.1 OOH Ne (IMDG) Jlo6aBeno
14.1 OOH Ne (IATA) Jlo6aBeHo
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HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
14.2 TouHo npeBo3HO HanMeHoBaHKe (ADR) JobaBeHo
143 Kiac (ADR) Jlo6aBeno
14.3 Etukeru 3a onacuoct (ADR) JobaBeHo
14.4 OnakosbyHa rpyna (IMDG) JobaBeHo
14.4 OmnakoBbyHa rpymna (IATA) JlobaBeHo
14.4 OnakoBpuna rpyna (ADR) JloGaBeno
14.6 Uskmouenn konmdectsa (ADR) Jlo6aBeno
14.6 Crienmaniu pasnopendu 3a onakosane (IMDG) JobaBeHo
14.6 OnakoBbunu uHcTpykuuu (IMDG) JobaBeHo
14.6 TpancnoprHa kareropus (ADR) JobaBeHo
14.6 Crenuanuu pasnopenou (ADR) JlobaBeHo
14.6 Orpannuenn konmnaectsa (ADR) JobaBeHo
14.6 Kox 3a tynennu orpanuuenus (ADR) Jlo6aBeno
14.6 Wnentudukanuones Homep 3a onacHocT (Kemuep | lo6aBeHo
No.)
14.6 Krnacupukaunonen xox (ADR) JobaBeHo

[I'bnen Texker Ha H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Aquatic Chronic 2

OrnacHo 3a BoJHATA Cpe/ia — XPOHUYHA OITACHOCT, KaTeropus 2

Carc. 2 Kanneporennoct, Kateropus 2

H351 IIpenmnonara ce, ye NPUYMHSABA PAK.

H360 Moske 1a yBpey OIUIOUTENIHATA CIOCOOHOCT MITH TUIOJA.

H362 Mosxe a ObJe BpeieH 3a KbpMadeTa.

H411 Tokcu4eH 3a BOXHHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Lact. TokcruaHOCT 32 PENPOAYKIHATA, HOMBIHATEIHA KaTeTOPHs, €peKTH BbPXY WX Upe3 JIAKTallUITa
Repr. 1A ToxcuunocT 32 penpoxykiusaTa, Kareropus 1A

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpkaiia ce B To3u MHdopMaoneH IucT 3a 6e30MacHOCT, € MOdy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a

HaOCKTHHA. BLHpCKI/I TOBAQ, I/IHq)OpMaI_lI/I}IT'd Ce npeaocTaBsa 0e3 HUKaKBa TapaHuys, n3puiHa Ui noz[pa36npa111a CC, OTHOCHO HelHaTa KOPEKTHOCT. YcnoBusara unmn

MCTOOUTE 3a pa60Ta, CbXpaHCHHUEC, yHOTpC6'd i 0603ch>1<;[ch Ha IpOAYKTa Ca N3BBH HAIIM KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIETEHTHOCT. HOpa,IlI/I

Tasyu U APYTHU IMIPUYUHHA, HUC HE ITOEMaME OTTOBOPHOCT U U3PUYHO CC OTKa3BaMe OT OTTOBOPHOCT 3a 3'dl"y6I/I, HIETH UKW pa3Xoau, NPpOU3TUYAIIH OT WU CBBP3aHN

110 HAKaKbB HA4YUH C pa60TaTa, CbXpPaHCHUCTO, yn()Tpc6aTa NI 0603BpC)K,ElaHCTO Ha OpOoayKTa. To3u MH(bOpMaLlI/IOHCH JIUCT 3a 0€30TaCHOCT € U3TOTBCH U Tpf{6Ba

Ja Ce U3MoJj3Ba caMo 3a TO3U MPOAYKT. Axo MIPOAYKTHT C€ U3IOJI3Ba KATO ChbCTaBKa HA APYT'y NPOAYKTH, HAJTUIHATA I/IH(I)OpMaI_II/I}I Ou Mora J1a CC OKaxe
HETIPUIOXKUMA. Tazu I/IHCl)OpMaLH/IH CC OCHOBaBa HAa HAIIMUTC TCKYIIH MMO3HAHUS U € IPCAHA3HAYUCHA J1a 1a/I€ ONMCAaHNEC Ha MPOAYKTa CaMO 3a LCIUTE Ha
31paBCOMa3sBaHECTO, 0e30MMacHOCTTa M OKOJIHATA cpena. Hopa,:m TOBA, TS HE TpHGBa J1a C€ ThJIKYBA KAaTO rapaHiys 3a CBOMCTBaTa Ha NIPOAYKTaA.
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