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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHnoBaHue Ha BELIECTBOTO . Teriflunomide

Kon na nponykra : 201601110

CHHOHUME : Teriflunomide, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
ToxcuuHocT 32 penpoaykimsaTa, Kareropus 1A H360D
OrmacHo 3a BOHATa cpesia — XPOHHYHA OIACHOCT, KaTeropus 3 H412

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeﬂﬂHC Ype3 CKCIIEPTHO MHCHUE U 110 CHJIaTa Ha JOKA3aTCJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMukrorpamu 3a omacHoct (CLP)

GHS06 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H301 - TokcuyeH npu HorIbIIAHE.

H360D - Mosxe na yBpeau mioja.
H412 - BpeneH 3a BOXHHUTE OPraHU3MH, C IBITOTPacH e(eKT.
Ipenopsku 3a 6e3omacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe Mpoveny U pa3dpaiy BCHYKHU Npeara3Hi MepKH 3a
6e30MacHOCT.
P301+P310 - ITPU TIOT'JIBIIIAHE: Heszabasuo ce obanere B IEHTHP 110 TOKCUKOJIOT U ninu
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Ha JIeKap.
P308+P313 - TP siBHa wim npe/mnonaraema excrno3unus: [IoTppcerte MEIUIIMHCKY ChBET/TIOMOLIL.
ETukeTrpaHe B ChOTBETCTBHUE C: N3KIIIOYCHHS 32 BBTPELIHU ONIAKOBKHU, KOTaTO ChABPKAHUETO He mpesuiiasa 10 ml

S

GHS06 GHS08

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoOCTH

Hsima HanmmaHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Teriflunomide - <100 Acute Tox. 3 (opanna), H301 (ATE=100

mg/kg TeIecHO TerIo)
Repr. 1A, H360D
Agquatic Chronic 3, H412

3a memHuA Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAHE . Ja ce ocTaBM IIOCTpajaiys Ha YHCT Bh3AyX. OCUrypeTe CBEX BB3IyX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL PH KOHTAKT C KOXKaTa : Jla ce OTCTpaHH MakCHMAaJIHO upe3 H30bpcBaHe (¢ YMCTa M MeKa MoNHBaIla Kbpra). Jla ce u3mue
OOMITHO C BOJIa B KOSITO € IPUOABEH JIETEPTeHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTO IBPXKUTE OUUTE IHPOKO OTBOPEHH.

ITepBa MOMOII IIPH MOTITBINAHE . Usnnaknere ycrata. He3abasHo ce o6aznere B IEHTBP ITO TOKCHUKOJIOI' M Sl/Ha nexap.

CrenmaiHo Jiekapcko Ha0oieHre. Moxe ja Ob/ie PEernopbuaHo MPOIBIDKUTEIHO MEIUIITHCKO
HaOJIFO/ICHUE.

4.2. Haii-chuecTBeHun OCTPH U HACTBIIBALIIM CJie/l U3BECTCH MEPUOJI OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextu : Bb3moxHH ca 3aKbCHENH eeKTH.

CumnroMu/epexTd ciiel BAUIIBaHe . Hepmocrarbunu JaHHH.

CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTd cie] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

CumToMu/epexTd Ciie MorTbIane : CummromuTe MOTaT Aa ObJAT 3aMaiiBaHus, [1aBO0OIHE, TaeHe 1 3aryda Ha KOOPIWHALIHS.

4.3. Yka3aHue 3a HEOOX0TMMOCTTA OT BCAKAKBH HEOTIOKHH MeTHITNHCKH TPHKA U CIIEIUATHO JIeYeHne

IMoTbpceTe MEAUIIMHCKE ChBET/IOMOII. [Ipn BE3MOXKHOCT Jia Ce MOKaXe HACTOSIIMS JIHCT, @ aKO HE € Ha PA3MONIOKCHHE, []a Ce IIOKaKe OITAKOBKATa MM €THKETA.
Axtusarop. @apMaleBTUUEH IPOTYKT.

31EJI S: IIpoTuBONOXAapPHA MEPKHU

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmu TI0KapoTaCUTCIIHA CPEACTBA . OZLCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

OmacHOCT OT moskap : Bmx maparpad 2.2.
MHCTpyKIUH 32 TaceHe Ha TOXKapH . Jla ce M3MOM3BAT CPEICTBA, OAXOIAIIM 3a TACEHE HA TIOXKAPH B CHCEICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite

Ipax/IyIeK/ras3/ M/ u3napeHus/aepo30iIH.
6.1.1. 3a mepcoHaj, KOHTO He OTTOBAPS 32 CIIEHIHH CJIy4an

ABapHiiHH IJTaHOBE : Jla ce HOCH NMOAXOMSAIIO NPEAIA3HO O0OJIEKIIO, PHKABHIIU U 3aILUTHHI CPEACTBA 32 OUHTE MM JIMLETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGCJICTC C€, 4€ OTHaaABbLHUTE Ca c1,6paHn 1 CE CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMHﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

JIOIBIHUTEITHH OMIACHOCTH MO BpeMe Ha o0paboTka : Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3IOJI3BAHETO Ha
HPOJIYKTa 3a JIPYTH LIeIH, PA3INYHH OT TE3H, 32 KOHTO € MPEIHA3HAUCH.

IIpenmasHu Mepku 3a Ge3omacHa padoTa : C marepuana TpsiOBa 1a ce paboTn BHEMaTENHO. J{a ce M30srBa MpeKust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj JlabopaTopHa KaMUHa, TOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSTA Ha JJ00paTa MPOMMUIILICHA XUTHEHA U IPOLSAYPHTE 3a
6e301acHOCT.

TeXHUYEeCKH MEPKH : Jla ce cnia3Bat NPHIIOKHMUTE Pa3nopenoH.

VcnoBus 3a chbXpaHsBaHe : Jla ce cbXpaHsiBa MOJ KIIOY.

Bmx maparpag 1.

PA3/IEJI 8: KOHTPOJI Ha eKCIIO3UIUATA/THYHH MPeINa3HH CpeIcTBa

8.1.1 Hauuonaanu TpaHUYHHU CTOWHOCTH HA npo(l)ecuona.m-la eKCIO3ULHS H OMOJIOTHYHH TPAaHUYHH CTOWHOCTH

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

8.1.2. IlpenopbYNTETHH NMPOLETYPH 32 HAGII0IeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Nudopmanronen auct 3a 6€30macHOCT
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8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.4. DNEL u PNEC

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JONBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2. KoHTpo.1 Ha eKcno3uusiTa

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

Ioaxoasiy TEXHMYECKH KOHTPOJT:
Jla ce cpxpansiBa B 100pe IPOBETPUBO HOMelleHHe. J]a ce H3M0N3yBa SAMHCTBEHO B CMyKaTenHa KaOuHa ¢ MHTerpupaH Gpuitsp. Bucokoedexruser Gpuirsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHM npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYHUTE U JHUIETO

3amuTa Ha o4yHTe:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa M TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIETe:
XUMHUYECKH YCTONYHBY npe/nasuu pbkasunu. SO 374-1

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

3anmTa HA AMXATeTHHTE TbTHILA
OrtzensHe Ha mpax: npotuBomnpaxosa Macka ¢ ¢puntsp P3. DIN EN 140 & 149. Teuen npoaykr : AHTHaepo3onHa Macka. Hocere uxarenen amapar, ako cTe
H3JI0KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIIbJIHUTCITHA I/IH(i)OpMaLII/IS[

PA3IEJI 9: ®u3u4yHu 1 XMMUYHH CBOHCTBA

9.1. MndopmManusi OTHOCHO OCHOBHHUTE (PUBHYHM U XHMHYHHU CBOiiCTBA

ATperaTHo CbCTOSHUE : TBBpHO BELIECTBO
IBsT . He e HanmuHo
BrHIEH Bug © IIpax.

Mupuc . He e npunoxumo.
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpb3BaHe : He e nannuno
Touka Ha KHUIIEeHe : He e nannuno
3ananumocT . He e manuuno
I'panuIyM Ha €KCIUIO3UBHOCT . He e npunoxumo
JloyHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHHIia Ha €KCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pa3narase . He e npunoxumo
Temmnepartypa Ha camo3amnajaBaHe . He e npunoxumo
Temneparypa Ha pasnajgaHe . He e manuuno

pH . He e nHanmmuno

pH pasrBop : He e nanuuno
Bucko3uter, KHHEMaTHYEH : He e npunoxumo
PasrBopumocT : Boma:<1g/l
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Teriflunomide

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

KoedunuenT Ha pa3npenenenue: n-oktanoin/soga (Log  : He e nammuno
Kow)

Hansrane Ha napure : He e HanuyHo
Hansrane na mapure npu 50°C : He e HanmuyHO
IInsTHOCT : He e Hanuyno
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OtHOCHTENHA MITBTHOCT Ha napute npu 20°C . He e npunoxumo
Pasmep Ha yactunure : He e HanuynO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nanmdana nomemanTenHa HHGOPMAIHs

TA0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsima nipu Hopmansa ynorpe6a. Buxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIsI OITaCHU U3IIapCHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . TokcH4YeH IpH MOTITbINaHe.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BHILIBAHE) . He ce xmacudunmpa
KoposuBHocT/ipa3HeHe Ha Koxara : He ce xmacuduumpa
Cepno3HO yBpesK/jaHe Ha OUHTE/IpasHEeHe Ha OUUTe : He ce xmacuduumnpa
Cencubunusanys Ha AMXaTEIHUTE MBTUIA Wik Koxkata . He ce kiacuduumpa
MyTareHHOCT Ha 3aPOJIMIIHATE KICTKH : He ce xnacuduumpa
Kanneporennoct : He ce xnmacuduumpa
TOKCHYHOCT 32 PEHPOAYKIHsITA © Moske na yBpeau Iioza.
CTOO (crenupudHa TOKCHYHOCT 32 OMPEICTCHH : He ce xnacu¢uunpa

OpraHu) — €JHOKpaTHA €KCTIO3UIHS
CTOO (crenupudHa TOKCHYHOCT 32 OIPEACTICHI : He ce xmacuduumnpa
OpraHn) — IOBTaPsIIA CE EKCIO3UIIHS

OnacHOCT npH BJMIIBaHE : He ce xmacuduumpa
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Teriflunomide

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 12: Exonornyna nHpopmManus

Exonorus - 06mo . Omacuu oTamsid. Jla ce M3MON3yBaT MOAXOAAIIN KOHTEHHEPH 3a OTIAIHHUTE MPOTYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, JBITOCPOUHA (XPOHHYHA) . Bpenen 3a BogHHUTE OpraHU3MU, C ABJITOTPACH S(EKT.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'I'd,I['LI.[PI) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

HpeHOp’LKPI 3a 06€3Bpe)KIlaHe Ha npo,uyKTa/ OIlaKkOBKaTa : I[a HE C€ U3XBBPJIIAT OTHAABIUTE B KaHAJIU3aIlHATA. I/stm;pne're TO3U MaTe€pHall U HETOBUS
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUATHU OTHaAbIIN.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMED

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

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

Omnucanne Ha TPAHCNOPTHUTE TOKYMEHTH

UN 2811 TOKCHYHO TBBPJIO BEII[ECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, 11l
OPTAHMYHO, H.Y K., 6.1, lll, (E) n

14.3. Kinac(oBe) Ha OMaCHOCT NPH TPAHCIIOPTHPaHe

6.1 6.1 6.1
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IMDG

IATA

£

6

14.4. OnakoBbYHa rpyna

14.5. OmacHocTH 3a OKOJHATA cpea

OnacHo 3a OKOJIHATa cpena: He

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

OrnacHo 3a OKOJIHATa cpena: He

HsiMa nombiHHTEIHA HATMYHA HHOpMALHs

14.6. CiequaaHu MpeAna3sHA MepPKH 32 MOTPeOnTeIHTe

CyXonmbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR)

Creranau pasnopenou (ADR)

Orpannuenn xomngectsa (ADR)

Wswitouenn xommdectsa (ADR)

OmnakoBb4HH HHCTPYKIMHU (ADR)

Cwmecenn onakoBku (ADR)

VHCTpyKIUH 33 IPEHOCUMH ITUCTEPHU U KOHTEIHepH 3a
HacunHH ToBapH (ADR)

Creransu pa3nopenoy OTHOCHO IIPEHOCUMH LIUCTEPHU
1 KOHTeliHepH 3a HacuHY ToBapy (ADR)

Konose 3a nucreprau (ADR)

Creranau pasnopenoyu oTHocHO nuctepHu (ADR)
IIpeBo3HO CPeNCTBO 3a MPEBO3 B IUCTEPHH
TpaucnoptHa kateropust (ADR)

Crenmanau pasnopendu 3a npesos - Hacumao
cectostHEE (ADR)

Crenmanay pasnopeou 3a mpeBo3 - TOBapeHe,
pa3roBapBaHe u 00paboTka (ADR)

Crenmaneu pasnopeou 3a MpeBo3 — OTIEPaTUBHA
n3uckBanus (ADR)

Vnentndukannoner Homep 3a omnacHocT (Kemnep No.)
OpanxeBu Tabenu

Kox 3a tynennn orpanndenus (ADR)

Tpancnopr no mope

Creraan pasnopenou (IMDG)
Orpannuenn xonmdectsa (IMDG)
Wzkirouenu konmmuectsa (IMDG)
Onakosbunn naCcTpYKIHn (IMDG)
IBC omakoBbunn nactpyknun (IMDG)
IBC cnienmnannu pasnopendu (IMDG)
Wncrpyknun 3a mucreprn ( IMDG)
Crerranau pasnopenou otHocHo mucrepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kateropust Ha ToBapere ( IMDG)
Caoiicta u Habmoxenus (IMDG)

Bb3aymen Tpancnopt
PCA Uzkirouenu konuuecta (IATA)

T2

274,614

5kg

El

P002, IBC08, LP02, R001
MP10

T1

TP33

SGAH, L4BH
TU15, TE19
AT

2

VC1, VC2, AP7
CV13,Cv28
S9

60

60
2811

223,274
5kg
El
P002
IBC08
B3

T1
TP33
F-A
S-A

A

Toxic if swallowed, by skin contact or by inhalation.

El
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PCA OrpaHu4eHn KOIHYIECTBA IIbTHUYECKU CAMOJIET U © Y645
xapro (IATA)

PCA MaxkcuMaiHO HETHO KOJIMYECTBO 32 OTPaHHYCHO : 10kg
KOJINYECTBO IIbTHUUECKH camonieT U kapro (IATA)

PCA MHcTpykiuu 3a ollakoBaHe IbTHUUECKH camoneTru  © 670
xapro (IATA)

PCA MaxkcuMaitHo HETHO KOJIMYECTBO ITbTHHYECKU : 100kg
camornet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) T 677
MakcuMa HO HeTHO KosmuecTBO camo kapro (IATA) : 200kg
Creranau pasnopenou (IATA) : A3, A5
ERG xox (IATA) © 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CoenuguyHu 3a BeNIeCTBOTO UJIN CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YciioBus 3a orpaHn4yaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenune XIV (Cniucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV sra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kanauaar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIACHE)

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymaBaT 030H0BH: cioit (Permament EO 1005/2009): Teriflunomide

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a npeasaranero Ha masapa u ynotpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIFOUEHO(H) B cinchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO IPOM3BOJCTBOTO U ITyCKAaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, M3MO0NI3BaHN 3a HE3aKOHHO MPOHM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 0€30MacHOCT HA XHMHYHOTO BelIeCTBO HJIH CMeC

Hsma HanmvHa JOMbIHUTENTHA HHOOPMALUS

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIacHoOCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3

Aquatic Chronic 3 OrmacHo 3a BOAHATA CPe/la — XPOHUYHA OMACHOCT, KaTeropus 3
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II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H301 ToKcHYeH MpHU MOTTbIIAHE.

H360D Moske fa yBpeau Iioza.

H412 Bpezen 3a BOAHHTE OpPraHU3MH, C ABJITOTPACH e(EKT.
Repr. 1A ToxcuuHOCT 32 penpoxykiusaTa, Kareropus 1A

WudopmanuoneH juct 3a 6e3onacuoct (UJI1B), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpkamia ce B To3u VH(popMaImoHeH I1UCT 3a 0€3011aCHOCT, € IOIyYeHa OT H3TOYHUIN, KOUTO CMITaMe 3a
HaJeKAHHU. Bbhpexu ToBa, HHpoOpManusiTa ce MpefocTaBs 0e3 HUKaKBa rapaHIlis, N3pHYHA WK T0Jpa30oupaia ce, OTHOCHO HeHHaTa KOPEKTHOCT
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