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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 : Methotrexate

Kox Ha mpoaykra : 201600573

CHHOHUMH . Methotrexate, 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

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), Kareropus 3 H301
MyTareHHOCT 3a 3apOAUIIHH Ki1eTky, Kateropus 1A H340
3a mpauus TekeT Ha H- n EUH-npenynpesxnenusaTa 3a 0macHOCT: BX. paszen 16

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

Onpez[enm—le Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.

2.2. EneMeHTH HA eTHKeTa

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

S

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08
Curnanna gyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H301 - Tokcuyer npu morTbIIaHe.
H340 - Moxe a npu9IuHA TeHETHIHH Te(eKTH.
Ipenopbku 3a 6e3omacuoct (CLP) : P202 - He u3monsBaiite mpeau qa cTe MPOUYeIn U pa3dpain BCHIKU MPEIIa3Hi MEPKH 33
6e30acHOCT.

P308+P313 - [1PU siBHa wiun npemnoiaraema ekcro3umus: [loTbpcere MeJUIMHCKH CHBET/TIOMOIIL.
ETukeTHpaHe B ChOTBETCTBHE C: U3KIIIOUEHHUS 3@ BBTPELIHN OMAKOBKH, KOTaTO ChAbPXKAHUETO He TpeBuiiasa 10 ml
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Methotrexate

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

S

GHS06 GHS08

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyr" onacHOCTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacuduxanus B cbOTBeTCTBHE C
NMPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Methotrexate - <100 Acute Tox. 3 (opanna), H301 (ATE=50 mg/kg

TEJIECHO TETJIO)
Muta. 1A, H340

3a mpauus TekeT Ha H- 1 EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

3.2. Cmecn

He e nmpunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

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.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce OTCTpaHM MaKCUMaJIHO upe3 U30bpcBaHe (¢ YMcTa M MeKa MonuBaiia Kepra). Mizmuiite oOuinHo
c BOJA/....

ITspBa OMOII[ IPK KOHTAKT C OYUTE : Usmaksere ¢ BoJa, KATO AbPKUTE OUHTE MIMPOKO OTBOPCHH.

IIppBa moMo1I PHU MOTITbIAHE . Mznnakuere ycrara. Heza0aBHo ce o6aznete B LIEHTBP [TO TOKCUKOJIOI Sl/Ha nexap.

CriennaiHo Jekapcko HabmoneHne. Moske a1a 0bJie MPenopbyaHo MPOIBIDKUTEIHO MEAUIIMHCKO
HaOII0ICHHE.

4.2. Haii-cbecTBeHun OCTPHU U HACTBIIBALIU CJIe/l U3BECTEH NMEPUOa OT BpeMe CUMIITOMU U e(])elc'm

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

Cumnromu/eeKxTH ciiel BAUIIBAHE . HemoctarbyHu JaHHH.

Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXaTa . HemoctarhyHu JaHHH.

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

Cumnromu/eeKTH ciie] MOrTblaHe : Cumnromure Morar Ja ObaaT 3aMaliBaHus, II1aBo00INE, TaZieHe U 3aryda Ha KOOpJHHALKSL.

4.3. Yka3zanue 3a HEeo0X0AUMOCTTA OT BCAKAKBHU HEOTJIOKHU MEIUIIMHCKH I'PHUXKU U CHIELIMAJIHO JIeYeHue

IMToTbpceTe MEAUIIMHCKH ChBET/IOMOII. [TpH BB3MOXXHOCT J1a ce TIOKa)Ke HACTOSIINS JIUCT, a aKO HE € Ha Pa3MoJIOKEHHUE, 11a Ce MOKaXe OMaKOBKATa WIIH CTHKETA.
AxruBarop. ®apManeBTHUCH TPOJIYKT.

3AEJI S: IIpoTHBOIOKAPHH MePKH

5.1. Cpencrsa 3a raceHe Ha moxap

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

5.2. Ocodenn OIIACHOCTH, KOUTO MPOU3THYAT OT BelIeCTBOTO WJIM CMeCTa

OmnacHoCT OT 1oxap © Bmx nmaparpad 2.2.
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Methotrexate

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

MHcTpyKuunu 3a raceHe Ha MOKapu : Jla ce M3MON3BAT CPEACTBA, MOIXO/IAIIN 33 TACEHE Ha TI0XKAPHU B ChCEICTBO.

PA3JIEJI 6: Mepku npyu aBpapuiiHO H3IIyCKAHE

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ Ipoxykra. He BaumBaiite

[Ipax/MmyIek/ra3/ anM/u3napeHus/aepo30u.

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEIIHH CJIy4Yan

ABapHﬁHH IJIaHOBE . I{a C€ HOCH IIOAXOAIO0 NPEAIIa3sHO 06JICKJ'IO, PBKAaBULIH U 3alIUTHHU CPEACTBA 32 OUUTE WJIN JIMLETO.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CIIEIHH CJIy4an

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

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

PA3JIEJI 7: O0pa0oTKa 1 CbXpaHeHuUe

JIOITBJIHUTEIHY OMIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens na ce 00bpHEe BHUMaHNE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHHU C H3I0JI3BAHETO HA
MPOJYKTA 3a APYTH LIEIH, PA3JIHYHH OT TE3H, 38 KOUTO € IPe/{HA3HAYCH.

TIpenmnasun mepku 3a GezonacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatenHo. [la ce n30srea npekust KOHTaKT ¢ npoaykra. C
Marepraia TpsioBa 1a ce paboTy 1o 1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHMATA Ha T0OpaTa MPOMHIIICHA XUTHEHA U IIPOLICIYPHUTE 3a
6e30IacHOCT.

TexHu4ecKkr MepKH 1 Jla ce cra3BaT IPHIOKUMUTE Pa3HoOpeaOH.
YcnoBus 3a cbXpaHsBaHE . Jla ce cpXpaHsBa 0] KJIIOY.

Bmx maparpad 1.

JIEJI 8: KoHTpOJI Ha eKCIIO3MIUATA/TNYHY NPeNa3HU CPeACTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS M GHOJOTHYHH FPAHUYHH CTOHHOCTH

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

8.1.2. [lpenopbunTETHH NPOLEAYPH 32 HADII0AEHNE

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

8.1.3. OGpa3yBat ce 3aMbPCHTEIH HA BB3IyXa

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.II/Iﬂ
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Methotrexate

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

8.1.4. DNEL u PNEC

Hsima Hanu4yHa ZONBIHUTEIIHA I/IHCI)OpMaLIHﬂ

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo.1 Ha eKCO3NIUATA

8.2.1. Ioxxoasi TEXHUYECKH KOHTPOJI

Hoxxoasim TeXHHYECKH KOHTPOT:
Jla ce cpxpansBa B 10Ope MpOBETPUBO MOMeIeHre. Jla ce u3mon3yBa eIHHCTBEHO B CMyKaTelHa KaOuHa ¢ HHTerpupan Gpuitsp. Bucokoedektusen huarsp 3a
vqactuun (HEPA ¢untep).

8.2.2. JIMYHHU Npeana3Hu CPeACTBA
8.2.2.1. 3amuTa Ha OYUTe W JIULETO

3ammuTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH yCTO4YMBO 3amutHO obnekno. DIN EN 13034

3ammuTa Ha pBLeTe:
XuMHYeCKH yCTOHUMBH npeanazHu pbkasuiy. 1SO 374-1
8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

3ammuTa Ha JUXaTeTHHTE MbTHIIA
OrtaensHe Ha npax: npotuBonpaxosa Macka ¢ Guintsp P3. DIN EN 140 & 149. Teuen nponykT : AnTHaepo3oinHa Macka. Hocere nuxarenen amapar, ako cte
M3JI0’KEHHU Ha ITapy/IpaxoBe/aepo30II

8.2.2.4. TepMUYHH 0NACHOCTH

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

8.2.3. KoHTpo1 Ha eKCNO3UIMATA B OKOJIHATA cpea

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

3AEJI 9: ®u3u4HU U XUMHUYHHU CBOICTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSTHUE : Twepmo BemecTBo
IBsT . He ¢ HamuunO
BrbHiieH Busx  IIpax.

Mupuc : He e npunoxumo.
I'panuuaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KUIIEeHE : He e nanuuno
3ananuMocT : He e nanuuno
I"'paHuIM Ha EKCIUIO3MBHOCT : He e npunoxumo
JloiHa rpaHMIa Ha EKCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3iaraHe : He e npunoxumo
Temneparypa Ha camMo3arajiBaHe : He e npunoxumo
Temneparypa Ha pasrafaHe : He e HanmuuHo
pH . He e nannuno
pH pasrBop © He e Hanuuno
Bucko3uTeT, KHHEMaTH4YeH : He e npunoxumo
PasrBopumoct : Boma:<0.1g/l
Koedurment Ha pasnpenenenue: n-okranoin/soaa (Log  : He e HanuuHO
Kow)

Hansrane Ha napure © He e Hanuuno
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Methotrexate

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

Hansrane Ha napute npu 50°C : He e Hanuuno
IlreTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Haimmuno
OTHocuTeNHa ITBTHOCT 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

CTa0MIIHOCT U PEAKTHBHOCT

CrabuiieH py HOPMAIIHH YCIIOBHSI.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.II/U{

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

Hsma nipur Hopmanua ynorpe6a. Bruokxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpax1aHe OTACJIA OITaCHU U3IapCHUS.

PA3IEJI 11: Toxkcukosoruuna nHgpopmanus

OcTtpa TOKCHYHOCT (OpanHa) : ToKCHYEH NpH HOTTbIIAHE.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa
OcTpa TOKCUYHOCT (BIUILIBAHE) . He ce knacudumupa
KoposuBHocT/mpasnene Ha Koxxara : He ce xnacudumpa (Jluncsanm qaHum)
Cepno3HO yBpek/JjaHe Ha OUMTe/IpasHEeHe Ha OYNTe : He ce xnacudumpa (JInncamy gaHHN)
CeHcnbMIM3anys Ha JUXaTeIHUTE TbTUINA WK Koxkara © He ce kimacuduuupa (B3 0ocHOBa Ha HAaJIMYHUTE JaHHU HE Ca M3ITBIIHEHHW KPUTEPUHTE 32
KJIacHHIIpaHe)
MyTal"eHHOCT Ha 3apOIUIITHUTE KIICTKU . Moxe J1a IpUIUHYU FCHETHYHN Z[eq)eKTI/I.
Kanneporennoct : He ce xmacudummpa
Methotrexate
IARC rpyna 3 - He momnexn Ha knacndukanms
TOKCHYHOCT 32 PENpOAYKIHUATA : He ce knacudunmpa (Apyru ykazanus: Octpa TOKCHYHOCT)
CTOO (cnenu¢pudHa TOKCHIHOCT 3a ONpPE/ICICHH . He ce xnacuduimpa (JlanHute ca yoeAHTENHN, HO HEJOCTATHYHH 32 JIa CC HAMPABH KIIACH(UKALIS)
OpraHu) — eAHOKPATHA EKCHO3UIIHUS
CTOO (cnenu¢prdHa TOKCHYHOCT 3a OIPEICICHH : He ce knacudummpa (Jluncsamm naHam)
OpraHu) — IOBTapsIIIA CE EKCIO3UIU
OnacHOCT IpH BANIIBaHE : He ce xnacuduimpa (Bb3 ocHOBa Ha HANKMYHUTE JaHHU HE CA U3ITBIHEHH KPUTEPHUTE 3a
KIacuHIHpaHe)
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Methotrexate

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

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

PA3JIEJI 12: Exosiornyna nHpopmanus

Exomnorus - 00mmo : OmacHu oTagsuy. Jla ce H3M0NI3yBaT MOAXOMANIN KOHTEHHEPH 3a OTIAJHUTE IPOIYKTH.
OmacHo 3a BogHATa cpeja, KPaTKocpodHa (0cTpa) : He ce xnacudummpa
OmacHo 3a BogHATa cpeia, JbITOCPOUYHA (XPOHUIHA) : He ce knacudummpa

Hsma nanuvHa 1oneiHUTENHA HHGOPMALUS

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

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

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

Hsima Hanu4Ha qONBIHUTENHA UHOOPMATIHS

PA3JIEJI 13: O0e3BpexaaHe Ha OTHAAbIHTE

MecTHO 3aKOHOATENCTBO (OTIIAIBIIN) : Jla ce M3XBBPIH IO Oe30MacCeH HAYMH B CHOTBETCTBHE C MECTHHUTE / HAIMOHAIIHU Pa3Hopen0H.

IIpenopsku 3a 00e3BpexkIaHe HA MPOAYKTa/onaKoBkaTa  : Jla He ce H3XBBPIAT OTMAABLUTE B KaHAIM3AUATA. MI3XBBpIIeTe TO3H MaTepHall X HETOBHS
KOHTeIfHep B ICHTHD 3a ChOMpaHe Ha OIACHU U CIEIHAIHH OTIAIbIIH.

PA3JIEJI 14: Uadopmanusi 0OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH niu naeHTHGUKATNOHEH HOMEDP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI’AHNYHO, H.V .K.

Onucanne Ha TPAHCIOPTHHTE TOKYMEHTH

UN 2811 TOKCUYHO TBBPJIO BEILECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
OPTAHMYHO, H.Y K., 6.1, 11L, (E) 1

14.3. Kinac(oBe) Ha ONACHOCT MPH TPAHCIOPTHPAHE

6.1 6.1 6.1
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Methotrexate

Nudopmanronen muct 3a 6€30macHOCT

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

IMDG

IATA

£

6

14.4. OnakoBbuyHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpeaa

OmnacHo 3a okonHaTa cpena: He

OmnacHo 3a oxonHaTa cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a okonHaTa cpena: He

Hsima nombiHHuTeNHA HATUYHA HHGOPMALHS

14.6. Cneuna/aHu mpeana3Hl MepKH 3a MOTPeOUTeINTe

CyxonbTeH TPAHCIOPT

Krnacudukanmonen xox (ADR)

Crnieunanuu pasnopendu (ADR)

Orpannuenu konuyectBa (ADR)

Wskimovenu koiuuectBa (ADR)

OnakoBbuHH HHCTPYKLMK (ADR)

CriennaiHy onakoBb4HH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

WHCTpyKIMH 32 IPEHOCUMH LIUCTEPHU U KOHTEHEpH 3a
Hacunuu ToBapu (ADR)

CriennaiHy pasnopendu OTHOCHO IPEHOCUMH LUCTEPHU
U KOHTEiHepH 3a HacurHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

Criennaniu pasnopendu oTHocHo nuctepiu (ADR)
IIpeBO3HO CPEACTBO 3a MPEBO3 B LUCTEPHH
Tpancnoprha kareropus (ADR)

Criennanuu pasnopendu 3a npeBo3 - HacumHo
cberosiaue (ADR)

Crienpaniy pa3nopendu 3a NpeBo3 - TOBapeHe,
pastoBapBaHe U 00padotka (ADR)

CriennaiiHy pa3nopendu 3a NpeBo3 — ONEePaTHBHU
nzucksanus (ADR)

Wnentudukanuonex Homep 3a onacHoct (Kemiep No.)
OpanxeBu Tabenu

Kon 3a TyHenHu orpanndenus (ADR)

TpaucnopT no mope

Crnennanuu pasnopenou (IMDG)
Orpannuenu xonmdectsa (IMDG)
Wskiouenu xonmdectsa (IMDG)
OmnaxoBsunH HHCTpyKIuH (IMDG)
IBC onakosbunu naCTpyKImu (IMDG)
IBC cnennannu paznopenou (IMDG)
Wuctpykuun 3a mucreprn ( IMDG)
Cnermanau pasnopen6u otHocHo nucrepru (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kareropus Ha ToBapene ( IMDG)
ITnamua remmneparypa (IMDG)
CaotictBa 1 Habmonenus (IMDG)

AT

T2

274,614

5kg

El

P002, 1IBCO8, LP02, R001
B3

MP10

T1

TP33

SGAH, L4BH
TU15, TE19

2

: VC1, VC2, AP7

CV1s,Cva2s

S9

60

60
2811

223,274
5 kg

El

P002
IBC08
B3

T1
TP33
F-A
S-A

A

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

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

Bb3ayumeH TpaHcnopT

PCA Uzkmouenn kommaectsa (IATA) . El
PCA Orpannyenn KoIM4ecTBa IbTHUYECKU CAMOJIET U 1 Y645
xapro (IATA)

PCA MakcuMasaHO HETHO KOJIMUECTBO 32 OrPaHUYEHO : 10kg
KOJIMYECTBO IBTHHYECKH camodeT U kapro (IATA)

PCA MHcrpykimy 32 oOllakoBaHe IIbTHUYECKH camoner - 670
xapro (IATA)

PCA MakcuMasHO HETHO KOJIMYECTBO ITbTHUYECKH : 100kg
camortet u kapro (IATA)

WHcTpykuuu 3a onakoBane camo kapro (IATA) . 677
MaxkcuManHO HeTHO KoiudecTBo camo kapro (IATA) : 200kg
Cneruanuu pasnopen6u (IATA) : A3, A5
ERG xox (IATA) T 6L

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

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 3a BeNIeCTBOTO UM CMECTAa HOPMATHBHA ypen6a/3aKOHOIATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenune XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, IIpunoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliapaHe)

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

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cncska Ha REACH ¢ kananmar-BenecTsa

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

Henpunoxumo.

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

Henpunoxumo.

PerjiaMeHT O0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTsa, KOUTO Hapymasat o30HoBHs cioil (Permament EO 1005/2009): Methotrexate

PersiaMeHT 0THOCHO TpeKypcopuTe Ha B3puBHM BemectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKJIIOYEHO(M) B CIUCHKA € MPEeKypcopH Ha B3puBHU BemecTa (Permament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpedara Ha
MPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

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

He cbappika BemecTBo(a), BKIOUEHO(H) B criuchbka ¢ [Ipekypcopu Ha HapkoTudyHuTe Benlectsa (Pernmament EO 273/2004 0THOCHO POU3BOJICTBOTO U ITYCKAHETO
Ha T1a3apa Ha OIIpeJIe]IeHH BEIeCTBa, N3IIOI3BaHNU 32 HE3aKOHHO IIPOM3BOJICTBO Ha HAPKOTHYHH HIIU ICUXOTPOIIHH BEIECTBA)

15.1.2. HaunonaHu pa3nopenoun
Hsma HanuyHa DOMbJIHUTETHA MHBOPMALUs
15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI
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PA3JIEJI 16: Ipyra uadgopmanus

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

Acute Tox. 3 (opaiHa) Octpa TokcuuHocT (opanHa), Kateropus 3

H301 TokcuueH npy NOrIbLIAHE.

H340 Moske 1a IPHYNHY TeHETHIHY AS(PEKTH.

Muta. 1A MyrareHHOCT 3a 3apoAUIIHY Ki1eTku, Kareropus 1A

Wndopmannonen et 3a 6ezonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Unpopmarusta, chbpkaiia ce B To3u MHOpMAIMOHEH JIMCT 32 O€30MaCHOCT, € MOJIyYeHa OT U3TOUHHIH, KOUTO CMSITaMe 3a
HaJeXKIHH. Bbrpeku ToBa, HHpOpMaNusTa ce IpefoCcTaBs 0e3 HUKAaKBa rapaHIis, H3pHYHA MU OoApa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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