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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Mitomycin

Kox Ha mpoaykra : 201600599

CHHOHUMH : Mitomycin, 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 U3CIIEIBAHNS, AHAIM3H U HAYYHO-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 : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. 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), Kateropus 2 H300
MyTareHHOCT 3a 3apOAUIIHH Ki1eTky, Kateropus 1A H340
Kanneporennoct, Kareropus 2 H351

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpeaa

Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTCJICTBA.

2.2. EneMeHTH HA eTHKeTa

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

S

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H300 - CMmbpTOHOCEH MPH MOTITBIIAHE.

H340 - Moxe 1a npu9InuHA TeHeTHIHH Ae(eKTH.
H351 - [Ipenmosnara ce, 4e MPUYHHSIBA PaK.
Ipenopbku 3a 6e3omacuoct (CLP) : P202 - He n3mons3Baiite mpeau oa cTe MPOUYeIn U pa3dpain BCHIKU MPEIa3Hi MEPKH 33
06e30MacHOCT.
P308+P313 - [1PU siBHa win npemnoiaraema ekcro3umus: [loTbpcere MeqUIIMHCKA ChBET/TIOMOIII.
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ETI/IKeTI/IpaHe B CbOTBETCTBUE C: U3KIIIOYEHU 32 BBTPCIIHU OIIAKOBKH, KOTaTO ChAbP)KAHUETO HE IIPEBUIIaBA 10 ml

S

GHS06 GHS08

IMTukrorpamu 3a onacHoct (CLP)

2.3. Ipyr" onacHOCTH

Hsma HanuvHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NMPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Mitomycin - <100 Acute Tox. 2 (opanna), H300 (ATE=5 mg/kg

TEJIECHO TErJIO)
Muta. 1A, H340
Carc. 2, H351

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OHacHOCT: BX. pasfen 16

3.2. Cmecn

He e mpunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol Iy BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3IyX Ha 3aCETHATOTO JIHIIE.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MaKCUMaJHO upe3 u30bpcBaHe (¢ YyucTa M MeKa nonusaina kepma). Mizmuiite o61nHo
c BOJA/....

ITbpBa MOMOII] IPK KOHTAKT C OYUTE : Usmaksere ¢ BOJa, KATO ABPKUTE OUHTE MIUPOKO OTBOPCHH.

IIppBa moMoIIL PHU TMOTITbIAHE . Mzmnakuere ycrara. HezabasHo ce o6aznetre B LIEHTBP ITO TOKCUKOJIOI Ufl/Ha nekap.

CriennaiiHo Jekapcko HabmoneHne. Moske n1a ObJie MPenopbyaHo MPOIBIDKUTEIHO MEAUIIMHCKO
HaOII0ICHHE.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIBALIMU CJIe/l U3BECTECH NMEPUOa OT BpeMe CUMIITOMHA 1 e(l)eKTPl

Cumnromu/edextu . Bb3MOXHH ca 3aKbCHETH e)EeKTH.

Cumnromu/eeKxTH ciiel BAUIIBAHE . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXKaTa . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciie[] KOHTAKT C OUUTE . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciie] MOrTblaHe : Cumnromure Morar Jia ObaaT 3aMaliBaHus, II1aBo00INE, TaIeHE U 3ary0a Ha KOOPAMHALIHSL.

4.3. Yka3zanue 3a HEeo0X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU METUIIMHCKH I'PHUXKH U CHIELIMAJIHO JIeYeHue

IToTbpceTe MEANIIMHCKH ChBET/MOMOIIL. ITpi BE3MOXKHOCT Jia ce MOKaKe HAaCTOSIIMS JIHCT, a aKO HE € Ha Pa3MOoJI0KEeHHE, JIa Ce IIOKaKe ONaKOBKATa MIIH CTHKETA.
AxruBarop. ®apManeBTHYCH HPOJIYKT.

3AEJI S: IIpoTHBOIOKAPHH MePKH

5.1. Cpencrsa 3a raceHe Ha moxap

Tonxoasum TI0KapoOTaCcUTECIIHN CPEACTBA . Opesuto 3a 3aracsiHe Ha OI'bHSI.
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
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OmnacHOCT OT moxap : Bwx maparpad 2.2.

I/IHCprKI.II/IPI 3a racCHE Ha MOXKapu . I[a C€ U3MI0JI3BAT CPEACTBA, IMMOAXOAAIIA 32 TACCHE HA MMOXKApH B CBhCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OO61u MepKu : Jla ce u30srBa nmpeKust KOHTAKT ¢ npoaykrta. He BaumiBaiite
npax/myIex/ra3/AnM/u3napeHus/aepo30iIH.

6.1.1. 3a mepcoHaJ1, KOTO He OTrOBapsI 32 CIIEIIHH CJIyYaH

ABapuiiHY IUTAaHOBE : Jla ce HOCH HOAXOMSIIO HPEJNa3Ho 00IeKI0, PbKABULH U 3aIUTHH CPEACTBA 32 OYUTE WIIM JIULETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIy4an

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Meroau 3a HoYHcTBaHE . VGSZ[CTe C€, Y€ OTHaaABLIUTE Ca csﬁpa}m 1 C€ ChXpaHABaAT Ha CUTYPHO MSCTO. ITouuncrere
CTapaTeiiHo. I[a CC usMue HCC'bﬁPIpaCMI/ISI OCTaTbK C : Pa3TBOp OT HAaTPUEB XUIIOXJIOPHUT.

Hsawma mamuunaa JOMBJIHUTCTHA HHq)OpMaIIPISI

JIOITBJIHUTEIHY OMACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebureis na ce 00bpHEe BHHMaHNE 32 PUCKOBETE, CBCHTYAIHO CBBP3aHM C U3MOJI3BAHETO HA
MPOJYKTA 3a APYTH LIEIH, PA3JIHYHH OT TE3H, 38 KOUTO € IIPeJHA3HAYCH.

TIpenmnasun mepku 3a GezonacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatenHo. [la ce n30srea npekus KOHTaKT ¢ npoaykra. C
Marepraia TpsioBa 1a ce paboTH oJ TabopaTopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MepKU : Jla ce paGoTH B CHOTBETCTBHE C M3UCKBAHMATA HA T00paTa MPOMHIIUICHA XMTHEHA U IIPOLCIYPHUTE 3a
6e30MacHOCT.

TexHUUECKN MEPKHU : /Jla ce cia3BaT NPHIOKUMHUTE Pa3IOpeaOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa MMoJ{ KJII0Y.

Bmx maparpad 1.

PA3JIEJI 8: KoHTpoJI HA eKCIIO3UIMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1.1 HanmoHaTHH rPAHUYHM CTOHHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH

Hsima HanmuHa JONIBIHUTEIHA PIH(bOpMaI.II/ISI

8.1.2. IlpenopbUNTETHH NPOLEIYPH 32 HAGII0JeHHe

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.1.3. O6pa3yBar ce 3aMbPCHTENIM HA Bb31yXa

Hsima Hanu4yHa ZONBIHUTEIIHA PIH(l)OpMaLlI/ISI

8.1.4. DNEL n PNEC

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.1.5. Perysimpane upe3 o6xBartu (control banding)

Hsma HannuHa 10mbJIHUTETHA MHBOPMALUs

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Tloxxoasiuy TeEXHUYECKH KOHTPOJI

Ioxxoasii TeXHMYECKH KOHTPOI:
Jla ce cpxpaHsBa B J0Ope POBETPUBO HoMeIeHHe. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal Guitsp. Bucokoedexrusen Gpuarsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeanasHu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE H JIUIETO

3ammTa Ha oUYHTE:
Ipexnna3uu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce u3non3yBa XUMHUYECKH YCTOWYMBO 3aiuTHO 06aekio. DIN EN 13034

3amuTa Ha pbueTe:
XUMHYeCKH YCTOHUYHMBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3ammTa Ha JUXATEJHUTE IHTHIIA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtzxensHe Ha mpax: nmpotuBonpaxosa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen nponykt : AHTHaepo3onHa Macka. Hocere nuxarenen amapar, ako cTe
H3JI0)KEHHU Ha TapH/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLH/Iﬂ

8.2.3. KoHTpo1 Ha eKCNO3HIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XHMHYHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperatHo CbCTOSHHE : TBBpIO BELIECTBO
st : He e Hamuuno
BbHIeH Bux : Ilpax.

Mupuc : He e npunoxumo.
I'pannnaTa Ha MupHca : He e nanuuno
Touka Ha TOneHe : He e Hamuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KUNICHE : He e Hamuuno
3amanuMocT : He e Hamuuno
I'pannny Ha EKCIIO3UBHOCT : He e npunoxumo
JlonmHa rpaHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT : He e npunoxumo
Temmnepartypa Ha pasiaraHe : He e npunoxumo
Temmneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temmnepartypa Ha pasnajaHe : He e nanuuno

pH . He e manmmuno

pH pastBop : He e nanuuno
Bucko3uter, KHHEMaTHUEH : He e npunoxumo
Pa3tBOpUMOCT : Boma:1-104g/l
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Koedunuent Ha pasnpenenenue: n-okranoi/sona (Log  : He e HanuuHO
Kow)

Hansrane na napure : He e Hanuuno
Hansrane Ha napute npu 50°C : He e HannuHO
IInmpTHOCT : He e Hannuno
OTHOCHTENHA ITFTHOCT : He e Haimuno
OtHocHuTeNHa INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

PA3JIEJI 10: CTa0MiIHOCT U PEAKTHBHOCT

CrabuiieH py HOPMAIIHH YCIIOBHSI.

Hsma nanuvHa 1OOBIHUTETHA HHGOPMALIUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

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

Hsma nipur Hopmanua ynorpe6a. Bukxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxkcukosoruuna nugopmanus

Octpa TOKCHYHOCT (OpanHa) : CMBPTOHOCEH MPH MOTIIBLIAHE.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa
OcTpa TOKCUYHOCT (BIUIIBAHE) . He ce knacudumupa
KoposuBHocT/mpasnene Ha Koxxara : He ce xnacudumpa (Jluncpanm qaHum)
CepHO3HO yBpexkIaHe HAa OYUTE/Apa3HEHE Ha OYNTE . He ce xnacudummpa (JIuncsaum gaHem)
CencubunM3aIys Ha AMXaTeIHUTE IBTUIIA WK Kockata . He ce knacudunupa (B3 ocHOBa Ha HANMYHUTE JAHHU HE Ca U3IIBJIHCHU KPUTEPUHTE 32
KJIacHpHIIpaHe)
MyTal"eHH()CT Ha 3apOIUIITHUTE KIICTKU . Moxe J1a IpUIUHU FCHETHYHH z[e(i)el(”m.
Kanneporennoct . Ilpenmomnara ce, 4e IpUIHHSABA PAK.
Mitomycin
IARC rpyna 2B - Moxe na 0b/1e KaHIEpOTeHEeH 3a YOBeKa
ToKCHYHOCT 32 PEIPOLYKIHATA : He ce xnacudummpa ([Ipyru ykazanus: OcTpa TOKCHIHOCT)
CTOO (creunduuHa TOKCHIHOCT 32 OIPEICICHI : He ce xnacudumpa ([Janaurte ca yoeAuTeTHH, HO HEAOCTATHYHM 32 []a CE HAMIPABH KIACH(DHKAIIS)

OpraHu) — eAHOKPATHA EKCIO3UIIUS
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CTOO (cnenuduyHa TOKCHYHOCT 33 ONPEIeIICHN : He ce knacuduupa

OpraHu) — MOBTApSIIA CE EKCIIO3UIIHS

OmnacHOCT IIpH BAUIIBAaHE . He ce xnacuduimpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE CA U3IIBIHEHH KPHUTEPHUTE 3a
KIacupHIEpaHe)

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

PA3EJI 12: Exojioru4uHa uHgpopmanus

Exosorus - 06110 : Omnachu otnajgbuy. Jla ce U3M0I3yBaT MOAXOSIIN KOHTCHHEPH 3 OTHAAHNUTE HPOLYKTH.
OnacHo 3a BOAHATA cpefia, KpaTKocpouHa (ocTpa) : He ce xnacudumpa
OnacHo 3a BOJHATA CPeJIa, IBIrOCPOUHA (XPOHUYHA) : He ce xnacudumpa

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

Hsima Hanu4Ha qOMBIHUTENHA UHDOPMAIIHS

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

HE HA OTHHAABIIUTE

MecTHO 3aKOHOIATEIICTBO (OTHa,Z[’B].II/I) . I[a C€ U3XBBPJIHU IO 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HaUuOHATTHA pasnope;[6n‘
HpCHOp’LKI/I 3a oGezBpe)m(aHe Ha npo;:[yKTa/ OITaKOBKaTa . I[a HC CC U3XBBPJIAT OTHAABLUTEC B KAHAJIA3ALIHATA. I/ISXB’LpJ'IeTe TO3U MaTCpUAJI U HETOBUA
KOHTeﬁHep B LICHTHDP 3a c1>6upaHe Ha ONaCHU M CIICHHUATTHA OTIIaabIIN.

PA3JIEJI 14: UudopManusi OTHOCHO TPAHCTIOPTUPAHETO

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uian naeHTHUKAIOHEH HOMEP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

TOKCHUYHO TBHPJO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPT'AHUYHO, H.V.K.
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ADR

IMDG

IATA

Onucanue HA TPAHCIOPTHHUTE JOKYMEHTH

OPI'AHUYHO, H.V K., 6.1, 11, (D/E)

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

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

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCTIOPTHPAHE

6.1

6.1

6.1

14.4. OnakoBb4yHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpeaa

OmacHo 3a okonHaTa cpena: He

OmacHo 3a okonHata cpeza: He
Mopcku 3ambpeuten: He

OmacHo 3a okonHaTa cpena: He

Hsima nombiHHUTENHA HATUYHA HHGOPMALHS

14.6. Cneuna/aHu mpeana3sHu MepKH 3a MOTPeOUTeIHTe

CyxonbTeH TPAHCIOPT

Knacudukaunonen xoxg (ADR) T2
Crneunanuu pasnopenou (ADR) 274,614
Orpannuenu konuyectsa (ADR) 5009
Wzkirouenu komuyectBa (ADR) E4
OnakoBb4HHU HHCTPYKIMH (ADR) P002, IBC08
CrienmanHy onakoBbYHH pasnopendu (ADR) B4

Cwmecenn onakoBku (ADR) MP10
MucTpykuuu 3a NpeHOCUMH LIMCTEPHH U KOHTEHHEpH 3a T3

HacunHu ToBapu (ADR)

CreruanHu pa3nopeadn OTHOCHO IPEHOCHMH [IUCTEPHU TP33

U KOHTEiHepH 3a HacurHu ToBapu (ADR)

Kogoge 3a uucrepuu (ADR) SGAH, L4BH
Crienmaniu pasnopendu oTHocHo nuctepiu (ADR) : TU15, TE19
IIpeBo3HO CpeCcTBO 32 MPEBO3 B IUCTEPHHU AT
TpaucnoptHa kareropust (ADR) D2
Criennanuu pasnopenodu 3a npesosa - Onakosku (ADR) V11
Crerpanau pa3nopeatn 3a IPeBo3 - TOBapeHe, CV13,CVv28
pastoBapBaHe U 00padotka (ADR)

CreruanHu pas3nopeatn 3a IPeBo3 — ONePaTHBHU S9, S19
nzucksanus (ADR)

Unentudukannonen Homep 3a onacHoct (Kemuep No.) 60

OpanxeBu Tabenu

60
2811

Kon 3a TyHenHu orpanundenus (ADR) D/E
TpaucnopT no mope

Crnennanuu pasnopenou (IMDG) 274
Orpannyenn kosmdectsa (IMDG) 5009
Wskitouenu xonmdectsa (IMDG) E4
OmnaxoBbuHH HHCTpyKInH (IMDG) P002
IBC omnakosbunn uacrpykuud (IMDG) 1BCO8
IBC cnennanau pasnopenou (IMDG) B2, B4
Wuctpykuuu 3a mucreprn ( IMDG) T3
Crienmaniu pasnopendu oTHocHo nuctepau (IMDG) TP33
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B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

EmS-Ne (IToxxap) : F-A
EmS-Ne (Pa3nus) : S-A

Kareropus na ToBapere ( IMDG) B
ITnamua temneparypa (IMDG) :
CaotictBa 1 Habmonenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3ayumieH TpaHcnopT

PCA U3kirouenu konmuecta (IATA) . E4
PCA OrpaHuueHn KOJIHYECTBA IBTHHYECKU CAMOJIET U 1 Y644
xapro (IATA)

PCA MakcuMasaHO HETHO KOJIMUECTBO 3@ OrPaHUYEHO . 1lkg
KOJIMYECTBO IBTHUYECKH camodeT U kapro (IATA)

PCA MHcTpykimy 3a OllakoBaHe IIBTHUYECKH camoneT 1 . 669
xapro (IATA)

PCA MakcuMaiiHO HETHO KOJIMYECTBO IIbTHUYECKU . 25kg
camortet u kapro (IATA)

WHcTpykuuu 3a onakoBane camo kapro (IATA) . 676
MaxkcuManHoO HeTHO KoindecTBo camo kapro (IATA) : 100kg
Cneruanuu pasnopenou (IATA) : A3, A5
ERG xox (IATA) T 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHHE ChIVIACHO MHCTPYMEHTH Ha MeskIyHApOHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO (G€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpeaa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII ra REACH

REACH, Ilpuioxenne XIV (Cnuchbk Ha BellecTBaTa 3a pa3pemiaBane)

He ¢urypupa B ITpunoxernne XIV na REACH (Criucbk Ha BelecTBara 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ xananmar-BenecTsa

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

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHUYHU 3aMbPCUTEH)

Henpunoxumo.

PerjiaMeHT O0THOCHO BellecTBa, KOMTO HapywmaBat 030HoBu# cioii (EC 1005/2009)

He ¢urypupa B crinchbka ¢ BelecTBa, KOUTO Hapymasat 030HoBus cioil (Permament EO 1005/2009): Mitomycin

PersiaMeHT OTHOCHO TpeKkypcopuTe Ha B3puBHM BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKJIOYEHO(M) B CIUCHKA € MPEeKypcopH Ha B3puBHH BenecTa (Permament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpedara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHU BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOUEHO(H) B criuchbka ¢ [Ipekypcopu Ha HapkoTuyHuTe BenlectBa (Pernament EO 273/2004 0THOCHO POU3BOJICTBOTO U ITYCKAHETO
Ha I1a3apa Ha OIIpeJie]IeHH BEIeCTBa, U3II0JI3BaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHHM MM ICUXOTPOITHH BEIECTBA)

15.1.2. Hannonaauu pasnopenou
Hsma HanuyHa DOMBJIHUTENTHA HHGOPMALUs
15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa ZONBIHUTEIHA PIH(bOpMaLU/ISI
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NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 16: Ipyra uadopmanus

[I'bnen Texker nHa H- u EUH-npenynpeskieHusiTa 3a 0acHoOCT:

Acute Tox. 2 (opasHa) Octpa TokcuuHocT (opanHa), Kateropus 2

Carc. 2 Kanneporennoct, Kateropus 2

H300 CMBPTOHOCEH IIPH HOTIIBIIAHE.

H340 Moske 1a IPHYNHY TeHETHIHY AS(PEKTH.

H351 [penmosara ce, 4e MPUYHHIBA PAK.

Muta. 1A MyTareHHOCT 3a 3apOoJUIIHU KiIeTKU, Kateropust 1A

Mudopmanuonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MupopmarnoneH auct 3a 6e30macHoCT, € HoIydeHa OT U3TOUHUIIM, KOUTO CMsTaMe 3a
HaneXaAHU. Boipexu ToBa, nHGopManusTa ce mpeocraps 0e3 HUKaKBa rapaHIis, U3pHYHA WIH II0Apa30oupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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