European Directorate  Direction européenne

e om gyl Ondansetron

HNudopmanmoneH aucT 3a 6€301macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B chotBeTcTBHE ¢ Pernament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878
[ara Ha uznasane: 31/01/2023 Bepcus: 1.0

31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Ondansetron

Kox Ha mpoaykra : 201600659

CHHOHUMH : Ondansetron, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [lornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuuHOCT (opanHa), Kareropus 3 H301
CepHo3HO yBpexJaHe/npa3HeHe Ha ounTe, Kateropus 1 H318
OmacHo 3a BogHATa cpefia — 0CTpa OMAaCHOCT, KaTeropus 1 H400
OmacHo 3a BogHATa cpesia — XPOHHYHA OIMAaCHOCT, KaTeropus 1 H410

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BX. paszen 16

Hebaaronpusitiu pU3aNKOXMMUYHYN epeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa H OKOJIHATA cpeia
OmnpenernsiHe upe3 eKCHEepTHO MHEHHE U TI0 CUJIaTa Ha JIOKa3aTesICTRa.

2.2. EneMeHTH Ha eTHKETA

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

s> L

GHS05 GHS06 GHS09
Curnanuaa qyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H301 - Tokcuyen npu morTbIIaHe.

H318 - [Ipeau3BrKBa Cepro3HO yBPEKAaHE HA OUHUTE.

H410 - CuHo TOKCHYEH 3a BOJHUTE OPTAHH3MH, C JBJITOTPACH ePEeKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3amue phleTe A0 JAKTUTE U JHLETO CTAPATEeNIHO CIE yrnoTpeba.

P270 - J1a e ce size, mie WK MyIIH IPY ynoTpeOa HA MPOAYKTA.
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P273 - [1a ce n30srBa U3ycKaHe B OKOJIHATA CpeJia.
P280 - M3non3Baiite npeana3sHu ppKaBULIH/IPEANA3HO 00IEKIO/IpeNa3Hy OYmIa/Ipena3Ha Macka
3a JIMIe/IpeNa3Hu CpeICTBA 3a 3alIUTa Ha CIIyXa.
P301+P310 - ITPU TTOT'JIBILIAHE: He3abaBHo ce 0bajere Ha jiekap.
P305+P351+P338 - [TP1 KOHTAKT C OUUTE: npomuBaiiTe BHEUMATEIHO C BOJA B IPOABIDKEHHE
Ha HAKOJIKO MUHYTH. CBaJleTe KOHTAKTHHTE JICIIHY, aKO IMa TaKHBa U JJOKOJIKOTO TOBA € BE3MOXKHO.
ITpoxbioKeTe ¢ M3ILUIAKBAHETO.
P310 - HezabasHro ce obanere B IEHTHP ITO TOKCUKOJIOT MU wiu Ha sekap.
P321 - Crienmanusupano jedene (BXK. HOMBIHATENHA HHCTPYKIHS 32 MbPBa MOMOII Ha TO3U
€THKET).
P330 - Uzmnakuere ycrara.
P391 - Csbepere pa3asroro.
P405 - J1a ce cbxpaHsiBa MO/ KIIIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIH B IIYHKT 32 CHOMUpaHe Ha OTMACHH HJIH CIIELHATHA
OTHafbL, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHATHY W/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 3@ BBTPELIHN OIIAKOBKH, KOTaTO ChABPXKAHUETO He npesuirasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS05

2.3. Ipyru onacHoCcTH

Hsma HanuvHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumeHnoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Ondansetron - <100 Acute Tox. 3 (opanna), H301 (ATE=95 mg/kg

TEIIECHO TEII0)

Eye Dam. 1, H318
Aquatic Acute 1, H400
Agquatic Chronic 1, H410

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BXK. pas3ien 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

IIbpBa nomo1 - 001K MEPKU . He3abaBHO 11a ce M3MHUe 30HATa Ha KOHTAKT C TOJEMH KOJIMYECTBA BOJIA.

[TppBa HOMOLI NIPY BAMIIBAHE : Jla ce oCTaBH MOCTPaAANHs HA YUCT BB3AyX. OCUrypere CBeX Bb3AyX Ha 3aCETHATOTO JIHIIC.
HeoTio)XH1 MEIUIMHCKA TPIKA U CHELHAIHO JICYSHHE, aKO € HEOOXO0IUMO.

[IppBa moMoOIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C yhcTa M MeKa nonuaaia kepma). la ce usmue
0OMITHO ¢ BO/Ia B KOSITO € mpubaBeH JieTepreHT. [a ce u3niakea ¢ XjajaKa BoJa B poAbJDKEHHE Ha 15
MHHYTH. AKO Apa3HEHETO Ha KOXKaTa MpOAbJDKABa, 1a Ce HAPABH KOHCYIITALHS C JIeKap.

[TppBa HOMOIIL IPU KOHTAKT C OYUTE : W3miaksere ¢ Boaa, KaTO ABPIKUTE OYUTE IUPOKO OTBOpEHU. CBajeTe KOHTAKTHHUTE JICIH, KO HMa
TaKHMBa U JOKOJIKOTO TOBa € BE3MOXKHO. [IpObIKeTe ¢ M3IIIAKBaHETO. AKO JIPA3HEHETO POIBIIKH,
KOHCYJITUpaiiTe ce ¢ oTanIMoIIor.

IIppBa noMoII IPU MOTIIbIIAHE : Wzmnakuere ycrara. Heza0aBHo ce o6aznere B LIEHTBP I[TO TOKCUKOJIOI' U fl/Ha nekap. la ve ce
MpeAn3BUKBa NOBpbIaHe. CHEeLHaIHO JIEKapCKO HAOII0ICHUE.
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Cumnromu/eextn . Ilpenu3BUKBa U3TrapsHUS.

Cumnromu/eheKTH Clies BANIIBAHE : Henocrarbynu jaHHE. MOXe fa IpeIH3BHUKa 3abXBaHE, YCCIIAHE 3 TEKECT B IbPIUTE, ApasHEHE
HAa TBPIOTO U KAILIHIIA.

CumnTomu/e(eKTH ClIex KOHTAKT C KOXKara : HenmoctaThunu ganHu. 3adepBsABaHHs, OOJIKA.

CumnTomu/e(heKTH CIex KOHTAKT C OYUTE : HepmoctaThunu ganHu. 3adepBsABaHHs, OOJIKA.

Cumnromu/eheKTH ClIex MorIbIiaHe : MWsrapsHus Ha CTOMAIIHO-YPEeBHUTE IUraBUIH. CHMIOTOMHTE MOTaT Aa ObaaT 3aMaliBaHus,

riaBoboIHe, TajieHe U 3ary0a Ha KOOPIHHALIHS.

TloTbpcere MeauuuHcKy chBeT/momont. [Ipu Bb3MOXKHOCT /1a Ce MOKa)Ke HACTOSILMSA JIHCT, a aKO HE € Ha PA3MOI0KEeHHE, [ja ce MOKaXKe OMAKOBKATA MIIM €THKETa.
AxrtuBarop. ®apMaleBTHICH MPOLYKT.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

TToaxopsuu TI0XKapoOTaCUTCIIHU CPEACTBA . Opesuto 3a 3aracsiHe Ha Or'bHSI.

OnacHocT OT Hoxap : Bwx naparpad 2.2. Puck ot o6pa3yBaHe Ha TOKCHYHU U KOPO3UBHH ra30Be.

I/IHCT‘pyKHHI/I 3a racCHe Ha I1oOXKapu . I{a C€ U3M0J13BaT CPEACTBA, IIOAXOAAIIHN 3a rACCHE Ha I10)KapH B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn . Jla ce m304rBa NIpeKns KOHTAKT ¢ IpoxykTa. He BrumBaiite

TIpax/IyIeK/Ta3/ MM/ U3 IapeHns/aepo30ITH.

6.1.1. 3a mepcoHaJ1, KOiTO He OTrOBaps 32 CHEIIHH CJIyYau

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIHHU CIy4Yan

3aIUTHH CpelCcTBa . Bmxre Pa3znen 8.

Hsawma manmuuaa JOMBJIHUTCTHA HHq)OpMaIIPISI

MeToau 3a nouncTBane : VYbenere ce, 4e OTHALBIHTE Ca CHOPAHH U CE ChXPAHIBAT HA CUT'YpHO MsACTo. [Touncrere
craparenHo. C MaTepuana Tps6Ba na ce paboTu BHEMaTeIHO. BBB BogHa cpena: Koposusen 3a
OuHTe, IUXaTeHATA CHCTEMa U KOXKaTa.

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

EJI 7: PaGoTa u chbXpaHeHHe

JIOITBJIHUTEIHY ONIACHOCTH 10 BpeMe Ha 00paboTka : Ha norpeburens na ce 00bpHe BHUMAaHHE 32 PUCKOBETE, CBEHTYaIHO CBHP3aHHU C H3OI3BAHETO HA

HPOJYKTa 3a APYTH LIEIH, Pa3InYHU OT TE3H, 38 KOMTO € NpejHa3Ha4YeH. BbB BogHa cpeza:
Kopo3uBeH 3a o4nTe, ANXaTEIHATa CHCTEMA U KOXKaTa.
IIpenmasuu Mepku 3a Oe3omacHa paboTa : C martepuaia TpsioBa na ce paboTu BHuMatenHo. [la ce u30srsa mpekust KOHTAaKT ¢ HPO/IyKTa.
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XurueHHu MEpKH . Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHUSITA HA TOOpATa MPOMHUIIUIEHA XUTHEHA U TIPOIIEyPHUTE 32
06e30MacHOCT.

7.2. YcnoBusi 3a 6e301IaCHO ChbXpPaHsIBaHe, BKJIIYNTETHO HECHBMEeCTHMOCTH

TexHuueCKn MEPKH . /Jla ce ca3BaT NpHIOKUMHUTE Pa3IOPeaOH.
YcnoBust 3a chbXpaHsBaHe : Jla ce cbxpaHsBa MOJ KJII0Y.

7.3. Cneunduuna(u) kpaiina(u) ynorpeoa(i)

Bux maparpad 1.

31EJI 8: KoHTpo.1 Ha eKCIIO3UIUATA/JIMYHH NPEeANa3HH CPEICTBA

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HanMoHAaJHH IPAHUYHHU CTOIHOCTH HAa MPOPECHOHATHA eKCIIO3HIUS U GHOJIOTMYHN TPAHUYHHU CTOHHOCTH
Hsima HanuvHa ZOMBJIHUTETHA HHPOPMALIUS

8.1.2. IIpenopbuMTEIHH NPOLEAYPH 32 HAOII0/IEHUE

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS

8.1.3. O6pa3yBat ce 3aMBPCHTEIH HA BB3AyXa

Hsima Hanu4vHa ZOMBJIHUTETHA HHPOPMALIUS

8.1.4. DNEL u PNEC

Hsma HanuuHa 10onbJIHUTETHA MHGOPMALUs

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo.I HA eKCIIO3NIusATA

8.2.1. Ioaxoasi| TeXHUYECKH KOHTPO.I

Hoxxoasi TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 10Ope MPOBETPUBO MOMeIIeHHe. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal Guiatsp. Bucokoedexrusen Gpuarsp 3a
yactuiy (HEPA ¢untep).

8.2.2. JIM4HM npena3sHu cpecTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce u3noszyBa XUMHUYECKH YCTOHYMBO 3a1uTHO o6iekio. DIN EN 13034

3amuTa Ha phIleTe:
XuUMHUYECKH yCTOHUMBH Mpeana3Hu pbkasuiy. 1SO 374-1

8.2.2.3. 3ammTa HA JUXATEJHUTE IIHTHIIA

3ammuTa HA UXaTeTHHTE ITBTHIIA

OtaensiHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3onHa Macka. Hocere nuxaresnen amapar, ako cTe
M3JI0’KEHHU Ha Mapy/TpaxoBe/aepo30iu

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanmuna JOITBJIHUTEITHA PIH(bOpMaLII/ISI

8.2.3. KoHTpo1 Ha eKCIO3UIMSTA B OKOJIHATA cpeaa

Hsma HanuyHa DOMBJIHUTENTHA MHBOPMALUs
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Ondansetron

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

EJI 9: ®u3n4Hu ¥ XHMHUYHH CBOIICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT . He e nanuuno
BroHIeH BuI : Ilpax.

Mupuc © He e npunoxumo.
I'panunna Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KUIIEHE/HHTEPBAII Ha KUIICHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIIO3UBHOCT © He e npunoxumo
IInamua Temnepatypa © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
Temmnepatypa Ha pasnajaHe : He e nanuuno

pH . He e manmuuno

pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHUCH : He e npunoxxumo
PastBopumoct : Boma: 10 -33.3 ¢/l
KoeduuuenT Ha pasnpenenenue: n-okranoi/sona (Log : He e nanuuno
Kow)

Hansrane na napure . He e nanuuno
Hansrane na mapute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OtHocuTenHa IWIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsawma manmuunaa JOMBJIHUTCTHA I/IH(i)OpMaIII/ISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/Iﬂ

Hsawma mamuanaa JOMBJIHUTCTHA I/IH(i)OpMaIII/ISI

Hsima HanmuHa JOMIBIHUTEIHA I/IH(l)OpMaI.II/Iﬂ

Hsma npu HopmanHa ynotpe6a. Buokre Pasnen 7.

Hpn 3arpsiBaHe 10 TOYKAaTa Ha pasrpak1aHe OTJCJIA OITaCHU U3IIapCHUS.

o
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OKCHKOJIOTHYHAa IlH(l)OpMaIIHSI

Octpa TOKCHYHOCT (OpayHa) : Toxcuuen mpu noraplaHe.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jlunceamm ganam)
OcTpa TOKCHYHOCT (BIAMIIBAHE) : He ce xnacudumnupa (Jlunceamm ganam)
Ondansetron
LD50 opanuo mrbx 95 mg/kg
KoposusHoct/apa3HeHe Ha KokaTa : He ce xnacudunupa (Jlunceamm ganam)
Cepro3HO yBpeK/jaHe Ha O4nTe/IpasHeHe Ha OYnTe . Ilpenu3BuKBa ceprO3HO YBPEKIaHE Ha OUHTE.
Cencubunuzanys Ha JUXaTeJIHUTE IbTUIIA WiK Koxkata . He ce ximacuduuupa (JIuncpanum naHHn)
MyTareHHOCT Ha 3apOJMIIHUTE KICTKU : He ce xnacudummpa (JInncsamy raHHN)
Kanneporennoct : He ce xnacudumupa (Jlunceamm jaHam)
TOKCHYHOCT 3a penpoOAyKLIHUATA . He ce xnacudummpa (JIuncaru faHHm)
CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce knacudumpa (Jluncsaum qanum)

OpraH1) — eJIHOKPATHA €KCHIO3UIIHS
CTOO (cneunduyHa TOKCHIHOCT 32 OIPEACICHU : He ce xnacudunumpa (JIuncsamm n1aHam)
OpraH{) — IOBTapsILa CE EKCIO3ULMS

OnacHocT IIpY BAUIIIBAHE : Hece Knacmbnunpa (TeXHPI‘IeCKa HEBB3MOXKHOCT 3a I10JIyJaBaHE Ha Z[aHHPI)

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3IEJI 12: Exonoruysa undopmanus

Exomnorus - 00mmo : OmacHu oTagsy. Jla ce H3M0NI3yBaT MOAXOMANIM KOHTEHHEPH 3a OTIAJHUTE IPOTYKTH.
OmacHo 3a BoJHATa cpea, KPaTKocpodHa (ocTpa) : CHIHO TOKCHYEH 32 BOJHUTE OPTraHH3MH.
OmacHo 3a BogHATa cpejia, JbITOCPOUHA (XPOHUIHA) :  CHIHO TOKCHYEH 3a BOJHHUTE OPraHU3MH, C IBITOTPacH e(eKT.

Hsima Hanu4Ha qOMBIHUTENHA HHDOPMAIIHS

Hsima HanmuuHa JOMBIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

MecTHO 3aKOHOATEICTBO (omazn:un) . I{a C€ U3XBBPJIH 11O 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHUTE / HAL[MOHAIHH pa3r[0pen6n.
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HpenoprI/I 3a 06e3Bpe)K/:[aHe Ha HpOHyKTa/OHaKOBKaTa . I[a HE C€ U3XBBPIAT OTIIAABIUTE B KaHAIU3allUATaA. I/I3XB’I>pJ'IeTe TO3U MaT€pHall U HETOBUS
KOHTeﬁHep B LHEHTHP 3a c1>61/1paHe Ha ONMaCHHU U CIICUAJTHU OTIIaaBbIIH.

PA3JIEJI 14: UudopManysi 0THOCHO TPAHCTIOPTUPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH niun naeHTHUKALMOHEH HOMeP
UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPAO BELIECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCIIOPTHHUTE JOKYMEHTH

UN 2811 TOKCUYHO TBBPJIO BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, Il1,

OPI'’AHUYHO, H.Y K., 6.1, 111, (E), OIIACHO 3A 111, MARINE ENVIRONMENTALLY HAZARDOUS
OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCTIOPTHPAaHE
6.1 6.1

6
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=

&

6
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6

14.4. OnakoBbuyHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okonHata cpeza: [la

OnacHo 3a okonHata cpeza: [la
Mopcku 3ambpeuren: Jla

OmnacHo 3a okonHaTa cpena: Jla

Hsima nonbyiHUTEIHA HATMYHA I/IH(l)OpMaLH/IH

14.6. Cnenna;THu Mpena3HA MEPKH 3a MOTPeOUTeINTE

CyxonbTeH TPAHCIOPT

Knacudukanmonen xox (ADR) T2

Cnermanau paznopenou (ADR) 1 274,614
Orpannuenn konnuectsa (ADR) : bkg

W3kroyenu konuyectsa (ADR) El

OmnakoBbuHH HHCTPYKIMH (ADR) P002, IBC08, LP02, RO01
CriennanHy onakoBb4HH pasnopendu (ADR) B3

Cwmecenn onakoBku (ADR) : MP10
WHcTpyKuuu 3a MPEeHOCUMH LIUCTEPHU U KOHTeiHepr 3a @ T1

HacunHu ToBapu (ADR)

CreruanHu pa3nopeadn OTHOCHO IPEHOCHMHE IcTepHn @ TP33

U KOHTEiHepH 3a HacurHu ToBapu (ADR)

Kogoge 3a uucrepuu (ADR) . SGAH, L4BH
Crnienmanuu pasnopendu oTHocHO nuctepHu (ADR) : TU15, TE19
IIpeBo3HO CpencTBO 32 MPEBO3 B IUCTEPHHU AT
Tpaucnoptra kareropust (ADR) D2

Crermanau pasnopenbu 3a npeBo3 - Hacumuo . VC1, VC2, AP7
cberosinue (ADR)

CreruanHy pasnopeaou 3a IpeBo3 - TOBapeHe, CV13,CVv28

pasroBapBate u oopaboTka (ADR)

31/01/2023 ([lata na u3naBane)
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Ondansetron

Nudopmanronen muct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

CrernuanHu paznopen0H 3a IPeBo3 — ONePaTHBHU
n3uckBanus (ADR)

Wpnentudukanuonex Homep 3a onacHoct (Kemiep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpanudenus (ADR)

TpaHcnopT no mope

Crieunanuu pasnopenou (IMDG)
Orpannuenu konnyectsa (IMDG)
Wskirouenn konryectsa (IMDG)
OmnaxoBbuHH HHCTpYKIUH (IMDG)
IBC onakosbunu nacTpykiuu (IMDG)
IBC cnenunannu pasnopenou (IMDG)
Wucrpykuuu 3a nucrepuu ( IMDG)
Creruanuu pasnopenou otHocHo uucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pasnus)

Kareropust Ha ToBapene ( IMDG)
ITnamua temueparypa (IMDG)
CgoiictBa u HabmoaeHus (IMDG)

Bb3gymien Tpancnopt

PCA Uzkmouenu komuaectsa (IATA)

PCA OrpanndeHr KOIHYeCTBa IIBTHUYECKU CAMOIIET U
kapro (IATA)

PCA MakcuManHO HeTHO KOJIHYECTBO 332 OTPaHUYCHO
KOJIMYECTBO IBTHHYECKH caMoieT U kapro (IATA)
PCA HHcTpykiuu 3a 0OITaKOBaHEe IBTHUYECKH CAMOIIET U
xapro (IATA)

PCA MakcuManHO HETHO KOJIHIECTBO IBTHUYECKI
camoret u kapro (IATA)

Wucrpykuun 3a onakoaHe camo kapro (IATA)
MakcuManHo HeTHO KosmyecTBo camo kapro (IATA)
Crniennanuu pasnopendu (IATA)

ERG kogx (IATA)

S9

60

223,274
5kg

El

P002
IBCO8
B3

T1

TP33
F-A

S-A

A

Toxic if swallowed, by skin contact or by inhalation.
El

Y645

10kg

670

100kg

677
200kg

© A3,A5

6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHU3aLus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypeada

15.1. Cneunqm'nm 3a BEeIeCTBOTO UJIM CMeCTa HOPpMAaTUBHA ypenﬁa/zaxonoz[aTeJICTBo OTHOCHO 6830ﬂaCHOCTTa, 3ApaBe€TO U OKOJIHATAa

cpexa

15.1.1. Pernamentu Ha EC

REACH Ipuaoxenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (CiuchbK Ha BeliecTBaTa 3a pa3peiniaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Criuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kananaar-semectsa (SVHC)

He ¢urypupa B cimcska Ha REACH ¢ xannunar-Bemectsa

Pernament PIC (EC 649/2012, IIpeaBapuTeiHo 000CHOBAHO ChIJIacHe)

Henpunoxumo.

31/01/2023 ([lata na u3naBane)
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Ondansetron

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuuBH OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywaBat 030HoBus caoii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIecTBa, KOUTO HapymaBat o30HoBus cioii (Permament EO 1005/2009): Ondansetron

PersiaMeHT OTHOCHO NpeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npeanaraneto Ha na3apa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe HA HApKOTHYHH BemecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha [a3apa Ha OIPE/ICIICHH BEIIECTBa, H3MOI3BAHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'aen Texker Ha H- 1 EUH-nmpexynpeskaennsTa 3a omacHoCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcuuHOCT (opainHa), Kateropus 3

Aquatic Acute 1 OmnacHo 3a BOJHATa cpejia — OCTpa OMACHOCT, Kateropus 1
Aquatic Chronic 1 OmnacHo 3a BOJHATA Cpe/la — XPOHUYHA ONACHOCT, Kareropust 1
Eye Dam. 1 CepHo3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropus 1

H301 ToKCHYEH NpH MOTITBILAHE.

H318 IIpenn3BuKBa CEpHO3HO yBpEXKIaHE HA OUHUTE.

H400 CHITHO TOKCHYEH 33 BOJHUTE OPTaHH3MHU.

H410 CHITHO TOKCHYEH 33 BOAHUTE OPraHU3MH, C IBJITOTPAacH e(eKT.

Nudopmannonen et 3a 6ezonacuoct (MJ1B), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpskaia ce B To3u MHpopMannoHeH IucT 3a 6e301MaCHOCT, € IOTyYeHa OT U3TOYHHIH, KOUTO CMATaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, ml(l)opmumma Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiHa uin nonparﬁ()wpama ce, OTHOCHO HelHaTa KOPEKTHOCT
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