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V4 m COUNCf OFEUROPE Tamoxifen

HNudopmanmoneH aucT 3a 6€301macHOCT
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Jara Ha usnasane: 03/04/2023 Bepcusi: 1.0

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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Tamoxifen

Kox Ha mpoaykra : 201600867

CHHOHUMH 1 Tamoxifen, 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 ToxcuuHOCT (opanHa), Kareropus 4 H302
MyTareHHOCT 3a 3apOAUIIHY KiIeTkH, Kateropus 2 H341
Kanneporennoct, Kareropus 1A H350
OmacHo 3a BoJHATa cpesia — XpOHHYHA OIIaCHOCT, KaTeropus 2 H411

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

Hebuaaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
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) : I I

GHSO07 GHSO08 GHS09
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.

H341 - [penmosnara ce, 4e MPUYHHABA TCHETHIHH AC(PEKTH.
H350 - Moe 1a mpuYnHHA pak.
H411 - Tokcu4eH 3a BOJHUTE OPraHU3MH, C IBITOTPAcH e(eKT.
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Tamoxifen

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

Ipenopsku 3a 6e3omacHocT (CLP) : P202 - He u3nomn3Baiite npeau fa cTe IpodelIr U pa3dpaiu BCHUKHU IIPEeIIa3Hu MEPKH 3a
6e30macHOCT.
P308+P313 - [TPU sBHa mnu npeanonaraeMa ekco3umus: [loTbpcere MeJUIIMHCKI CHBET/TIOMOII.
ETuxeTnpane B CbOTBETCTBHE C: H3K/IIOUCHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChIbPKaHUeTO He IpeBuniaBa 10 ml
IMTukrorpamu 3a onacHoct (CLP)

GHS08

2.3. Ipyr" onacHOCTH

Hsma HanuvHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

Tamoxifen - <100 Acute Tox. 4 (opanna), H302 (ATE=300
mg/kg TexecHo Terio)

Muta. 2, H341

Carc. 1A, H350

Aquatic Chronic 2, H411

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. pasfen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol Ipy BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIULE.

[IppBa moMoOIIL TPU KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MaKCUMAJIHO upe3 U30bpcBaHe (¢ YMcTa M MeKa MonuBaiia Kepra). Mizmuiite o01iHo
c BOJA/....

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

IIppBa moMoIIL PHU TMOTITbIAHE . Mzmnakuere ycrara. CnienuanHo Jiekapcko Ha0moaeHue. Moxe 1a Ob1e npernopbyaHo

MPOIBIDKUTENIHO MEAUIIMHCKO HAOII0ICHUE.

4.2. Haii-cbecTBeHun OCTPHU U HACTBIBALIU CJIe/l U3BECTECH NMEPUoa OT BpeMe CUMIITOMU U e(l)eKTl/[

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

Cumnromu/eeKTH ciiel BAUIIBAaHE . HemoctarhyHu JaHHH.

Cumnromu/eeKTH criey KOHTaKT ¢ KOXaTa . HemoctarhyHu JaHHH.

Cumnromu/eeKTH ciies] KOHTAKT C OUUTE . HemoctarhyHu JaHHH.

Cumnromu/eeKTH ciie] MOrTblaHe : Cumnromure Morar Jia ObaaT 3aMaliBaHus, II1aBo0OINE, TaIeHE U 3ary0a Ha KOOPAMHALIHSL.

4.3. Yka3zanue 3a HEOOXO0UMOCTTA OT BCAKAKBY HEOTJIOKHH MeINIHHCKH T'PUKHA U CIIELIMAJIHO JIeYeHue

IToTbpceTe MEANIIMHCKH CHBET/MIOMOIIL. [TpH BE3MOXKHOCT J1a ce IOKa)Ke HACTOSAIIHMS JIKCT, a aKO HE € Ha Pa3MoIOKEHHE, J]a Ce TIOKaXKe OMTAKOBKATa MM €THKETa.
AxrtuBarop. PapMaleBTHYEH MPOLYKT.

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpencrsa 3a raceHe Ha moxap

Tonxoasum TI0KapoOTaCcUTECIIHN CPEACTBA : Opesuto 3a 3aracsiHe Ha OTI'bHSI.
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Tamoxifen

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

OmnacHOCT OT moxap : Bwx maparpad 2.2.

I/IHCprKI.II/IPI 3a raCcCHE 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 mpeKkust KOHTAKT ¢ mpoaykta. He BaumBaiite
npax/myIex/ra3/AnM/u3napeHus/aepo30iIH.

6.1.1. 3a mepcoHaJ1, KOTO He OTrOBapsI 32 CIEIIHH CJIyYan

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

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIyYan

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

Meroau 3a HoYHcTBaHE . VGSZ[CTe C€, Y€ OTHaaABLIUTE Ca csﬁpa}m 1 C€ ChXpaHsABAT Ha CUTYPHO MSCTO. TTouncrere
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 norpebures na ce 00bpHE BHUMAaHNE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHHU C H3I0JI3BAHETO 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
MarepHaia TpsioBa 1a ce paboTH 1o 1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MepKU : Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA HA T0OpaTa MPOMHIIICHA XUTHEHA U IPOLIEIYPUTE 32
6e30MacHOCT.

TexHUUECKH MEPKH : /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 HAGII0eHHe

Hsma HanuvHa 1OTBIHUTENHA HHOOPMALIUS
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Tamoxifen

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 1onbJIHUTETHA MHBOPMaLUs

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Tloxxoasiuy TeEXHUYECKH KOHTPOJI

Ioxxoasii TeXHHYECKH KOHTPOI:
Jla ce cpxpaHsBa B JoOpe 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 YCTOHYMBO 3aiuTHO o6aekno. DIN EN 13034

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

8.2.2.3. 3ammTa Ha JUXATEJTHUTE IHTHIA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtzaensHe Ha Ipax: nmpotuBonpaxosa Macka ¢ Guatrsp P3. DIN EN 140 & 149. Teuen nponykt : AnTHaepo3osHa Macka. Hocete nuxareneH 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

3EJI 9: ®u3uyHu U XUHMHYHH 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 nanmuuno

pH pastBop : He e nanuuno
Bucko3uter, KHHEMaTHUEH : He e npunoxumo
Pa3tBOpUMOCT : Boma:1-104g/l
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Tamoxifen

HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

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

Hansrane na napure : He e Hanuuno
Hansrane Ha napute npu 50°C : He e Hanuuno
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 1onbIHUTENHA HHGOPMALUS

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) © Bpenen npu normsiiase.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xmacudummpa
Tamoxifen
LD50 opanso mrbx 300 — 2000 mg/kg
KoposuBHocT/ipa3Hene Ha Koxkata : He ce xmacudummpa (Jlunceamm gaHam)
CepHO3HO yBpexJaHe Ha OUHUTE/Ipa3sHEeHe Ha OUUTE : He ce xmacudummpa (Jlunceamm jaHam)
CeHcuOMIH3aLus Ha JUXaTCIHUTE IBTUIA WK Koxkata . He ce kiacuduuupa (B3 0CHOBa Ha HAIMYHUTE JaHHHU HE Ca M3ITbIHEHHU KPUTCPUHTE 32
KIIacupHIEpaHe)
MyTareHHOCT Ha 3apOJIMIIHUTE KIECTKU . Ilpenmnonara ce, 4e NPUYHHSBA TCHETUYHU JAe(EKTH.
Kanneporennoct : Mosxe 1a IpHYUHY paK.
TOKCHYHOCT 3a penpOAyKLIHUATA : He ce xnacudummpa ([Ipyru ykazanus: MyTareHHOCT Ha 3apOJUIIHUTE KJICTKH)
CTOO (cnenu¢pudHa TOKCHIHOCT 3a ONpPEICICHH : He ce knacudpummpa

OpraHu) — eAHOKPATHA EKCHO3UIHUS
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Tamoxifen

HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

CTOO (cnenuduyHa TOKCHYHOCT 33 ONPEIeIICHN : He ce knacuduupa

OpraHu) — MOBTApSIIA CE EKCIIO3UIIHS

OmnacHOCT IIpH BAUIIBaHE . He ce xnacuduimpa (Bb3 ocHOBa Ha HANHYHKUTE JaHHU HE CA U3ITBIHCHH KPUTEPHUTE 3a
KIacupHIEpaHe)

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

PA3EJI 12: Exojioru4uHa uHgpopmanus

Exosorus - 06110 : Omnachu otnajgpuy. Jla ce U3M0I3yBaT MOAXOMSIIN KOHTEIHEPH 3a OTIHAJAHNTE IPOIYKTH.
OnacHo 3a BOAHATA cpefia, KpaTKocpouHa (ocTpa) : He ce xnacudumpa
OnacHo 3a BOJHATA CPeJIa, IBIrOCPOUHA (XPOHUYHA) . TokcuueH 3a BOJHHTE OPTaHU3MH, C IBITOTPacH e(heKT.

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

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

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanudHa noneiHUTENHAa HHGOPMALUST

Hsima Hanu4Ha qOMBIHUTENHA UHDOPMAIIHS

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

aHe HA OTHHaAbIIUTE

MecTHO 3aKOHOIATEIICTBO (oma,zn,un) . I[a C€ U3XBBPJIHU IO 6e30MaceH HaUYMH B ChOTBETCTBHE C MECTHUTE / HalMOHAJTHU pasnope/:lﬁu.

PA3JIEJI 14: Ua¢dopmanusi OTHOCHO TPAHCII

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uiau naeHTH(UKAIIHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPJIO, H.Y K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPO, HV K., 9,111, (E) | SUBSTANCE, SOLID, N.O.S., 9, lll, MARINE solid, n.o.s., 9, I
POLLUTANT
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Tamoxifen

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

ADR IMDG IATA
14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCTIOPTHPAHe
9 9 9

14.4. OnmakoBbYHAa rpyna

14.5. OnacHocTH 3a 0KOJIHATA cpeja

OnacHo 3a okonHara cpeza: [a

OrmacHo 3a okoiHara cpefa: [la
Mopcku 3ambpeuten: [la

OnacHo 3a okoiHaTa cpena: Ja

Hsma nombiaHUTENHA HATMYHA HHBOPMALUs

14.6. CnenuaJiHu MpeANna3HH MePKH 32 NOTPeOUTeTUTe

CyxonbTeH TPaHCIOPT

Knacudukanuonen xox (ADR)

Cnermanuau pasnopenou (ADR)
Orpannuenu xonndectsa (ADR)
Wskiouenu xonmdectsa (ADR)
OmnakoBbuHH HHCTPYKIHH (ADR)
CreruaiHu oakoBsYHU paznopenou (ADR)
Cmecenn onakoBku (ADR)

I/IHCprKI_II/II/[ 3a IPECHOCHUMHU HUCTEPHU U KOHTCI‘/‘IHepI/I 3a

HacurHu ToBapH (ADR)

CrermanHu pa3nopenol OTHOCHO IPEHOCHMH IIUCTEPHU

U KOHTeitHepH 3a HacHIHY ToBapu (ADR)
Konose 3a nucrepuu (ADR)

ITpeBo3HO cpeCTBO 3a MPEBO3 B LIUCTEPHHU
TpancnoptHa kareropust (ADR)

Crieninaniu pasrnopendu 3a npeposa - Onakosku (ADR)

CrermanHu pasnopen6u 3a npeso3 - Hacumao
cecrosiHEe (ADR)

CrermainHu pa3nopen0H 3a IPeBo3 - TOBapeHe,
pasroBapBane u 00padotka (ADR)
Wnentndukanuonex Homep 3a onacHocT (Kemiiep No
OpamxeBu Tabenu

Kop 3a tynennu orpanundenust (ADR)

TpaHcnopt no mope

Crnennanuu pasnopenou (IMDG)

Orpannuenu konuuectBa (IMDG)

W3krouenu konuyectsa (IMDG)

Onakobunu uHcTpyKimu (IMDG)

Criennanuu pasnopenodu 3a onakoane (IMDG)
IBC onakosbunu unctpykimn (IMDG)

IBC cneunanuu pasnopendou (IMDG)
WHerpykuuu 3a nucrepuu ( IMDG)
Criennantu pasnopendu otHocHo nucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pasius)

Kareropus na ToBapene ( IMDG)

Cxianupane u o6padotka (IMDG)

M7

274, 335, 601, 375

5kg

El

P002, IBC08, LP02, RO01
PP12, B3

MP10

T1, BK1, BK2

TP33

SGAV, LGBV

. AT

3

. V13

: VC1,VvC2

)

Cvi13

90

90
3077

274, 335, 966, 967, 969
5kg

El

P002, LP02

PP12

IBC08

B3

T1, BK1, BK2, BK3
TP33

F-A

S-F

A

SwW23
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Tamoxifen

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

ITnamua temneparypa (IMDG)

Bb3aywmeH TpaHcnopT

PCA Uzkmouenn kommaectsa (IATA) . El
PCA OrpaHnueHr KOJIHYECTBa IBTHUYECKU CaAMOJIET U © Y956
xapro (IATA)

PCA MakcuManHO HETHO KOJIMYECTBO 33 OrPaHUYCHO . 30kgG
KOJIMYECTBO IIBTHUYECKH camodeT U kapro (IATA)

PCA MHctpykimy 32 OllakoBaHe IbTHUYECKH camoner 1 - 956
xapro (IATA)

PCA MakcuMasHO HETHO KOJIMYECTBO ITbTHUYECKH : 400kg
camoret u kapro (IATA)

WHcTpykuuu 3a onakoBane camo kapro (IATA) : 956
MaxkcHuManHO HeTHO Koiu4uecTBo camo kapro (IATA) : 400kg
Cneruanuu pasnopenou (IATA) . A97, A158, A179, A197
ERG xox (IATA) T 9L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHHE ChIVIACHO MHCTPYMEHTH Ha MeskIyHApOHATA MOPCKA OPTraHU3alus

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuuyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHO0IATEICTBO OTHOCHO (G€30MaCHOCTTA, 3IPABETO H OKOJIHATA
cpexa

15.1.1. Pernamentu Ha EC

REACH Ipuao:xenne XVII (YcinoBusi 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenne XVII nra REACH

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

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

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ kananaar-BeecTsa

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

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT O0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIecTBa, KOUTO HapymaBat 030HoBus cioii (Permament EO 1005/2009): Tamoxifen

PersiaMeHT OTHOCHO TpeKypcopuTe Ha B3puBHM BemectBa (EC 2019/1148)

He cbappika BemecTBo(a), BKJIOYEHO(M) B CIUCHKA ¢ MPpeKypcopy Ha B3puBHH BenecTa (Permament EC 2019/1148 3a npeuiaraneTo Ha nasapa u ynorpedara Ha
MPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cbappixa BemecTBo(a), BKIOUEHO(M) B criuchbka ¢ [Ipekypcopu Ha HapkoTudHUTE BeniecTBa (Pernament EO 273/2004 0THOCHO MPOHM3BOJICTBOTO M ITYCKAHETO
Ha T1a3apa Ha OIpeJIe]IeHH BEIeCTBa, H3II0I3BAaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTUYHH MU ICUXOTPOITHH BEIECTBA)

15.1.2. HaunonaHu pa3nopenoun
Hsma HanuuHa DOMbJIHUTENTHA HHBOPMALUs
15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIECTBO MJIH CMeC

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
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Tamoxifen

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ 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. 4 (opaiHa) Octpa TokcuuHocT (opanna), Kateropus 4

Aquatic Chronic 2 OnacHo 3a BOJIHATa cpejia — XpPOHUYHA OITACHOCT, KaTeropus 2
Carc. 1A Kanneporennoct, Kateropus 1A

H302 Bpenen npu norneimane.

H341 TIpenmnonara ce, 4e NPUYMHSABA TEHETUYHH 1E(EKTH.

H350 Moske 1a IPHIHHA PakK.

H411 ToKcu4eH 3a BOIHUTE OPTAHU3MH, C IBITOTPAcH e(eKT.

Muta. 2 MyTareHHOCT 3a 3apOJUIIHU KiIeTKH, Kateropus 2

Nudopmannonen smer 3a 6esonacnoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chirbpskaiia ce B To31 MH(pOpMaMOHEeH JIMCT 3a 6€3011aCHOCT, € MOJIyYeHa OT U3TOUHULM, KOUTO CMsATaMe 3a
HaJiexHU. Beripeku ToBa, vHpOpManusTa ce npeaocrans 63 HUKaKBa rapaHiys, W3pUUHa WK 1ojipa3dupalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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