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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO . Regorafenib

Kon Ha mponyxra : 201700630

CHHOHUME . Regorafenib, 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 WM 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 4 H302
ToxcuuHoOCT 32 penpoaykiusaTa, Kareropus 2 H361
Crerudryaa TOKCHIHOCT 32 ONPEJIeTIeHN OpTaHy — IOBTapsIla ce ekcrosumus,  H372
Kateropus 1

OmacHo 3a BOHATA cpesia — OCTpa OMAacHOCT, KaTeropus 1 H400
OrmacHo 3a BOAHATA cpefia — XPOHHYIHA OIIACHOCT, KaTeropus 1 H410

3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH epeKTH 3a 3APaBETO HA YOBEKA M OKOJIHATA cpe/a
OmnpezensHe 4pe3 eKCIEPTHO MHEHHE U 10 CHIIATa Ha TOKA3aTEICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP) : I I

GHS07 GHS08 GHS09
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H361 - Ipenmomnara ce, 4e yBpexkaa OIUIOUTENHATA CIIOCOOHOCT WITH IIIOAA.
H372 - TlpuunnsiBa yBpexkaaHe Ha OPraHUTE MOCPEACTBOM MPOIBIDKUTEIIHA HITH MOBTAPSIIA Ce
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EKCTIO3UIHSL.
H410 - CuitHO TOKCHYEH 3a BOJHUTE OPTAaHU3MH, C ABJITOTPACH EEKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P260 - He BrumBaiite mpax.
P301+P312 - ITPU TTOT' JIBIIAHE: HezabaBuo ce obanere B LIEHTHP I10 TOCKUKOJIOT' U nnu
Ha JIeKap IPH Hepa3MoI0KEHHUE.
P314 - IIpu HepasnonokeHue NOThPCeTe MEIUIIMHCKH CHBET/IIOMOLII.
ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUSHHUS 32 BBTPEIIHH OIIAaKOBKH, KOTaTo ChIbPKaHUETO He IpeBunIasa 10 ml
IMukrorpamu 3a onacHoct (CLP)

GHS08

2.3. JIpyru onacHOCTH

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Regorafenib - <100 Acute Tox. 4 (opannua), H302 (ATE=500
mg/kg TeIecHo TerIo)
Repr. 2, H361

STOT RE 1, H372
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a meHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAHE . Ja ce ocTaBM IIOCTpajaiys Ha YHCT BB3AyX. OCUrypeTe CBEX BB3IyX Ha 3aCETHATOTO JIHIIE.

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

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

ITbpBa MOMOIIL IIPH MOTITbIAHE . Mnmakwere ycrara. CrienmaiHo Jekapcko HaGmmoneHne. Moske 1a 6b1e nmpenopbuaHo

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOI[CHHe.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIM CJie/l U3BECTECH MEPUOJI OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextn : Bb3moxHH ca 3aKbCHENH eheKTH.

Cumnromu/eheKTr cie]] BAUIIBaHe . Henocrarbunm maHHH.

Cumnromu/eeKTd ciell KOHTaKT ¢ Koxara . Henocrarbunm maHHH.

Cumnromu/eeKTd ciel KOHTAKT C OYUTE . Henocrarbunm maHHH.

Cumnromu/eheKTr ciie]] MorabLIaHe : Cumnromute Morar Jia ObJaT 3aMaiiBaHus, IIaBOOOIHE, raJieHe U 3ary0a Ha KOOpJUHAIIHSI.

4.3. Yka3aHue 3a HeOOXOMMOCTTA OT BCIKAKBY HEOTI0KHH MeTNIUHCKH TPHKA U CIIEHATTHO JIeYeHH e

IMoTbpceTe MEANIIMHCKH ChBET/IOMOII. IIpn BE3MOXKHOCT Jia Ce MOKaXe HACTOSIIVS JIHCT, @ aKO HE € Ha PA3MONIOKCHHE, []a Ce IIOKaKe OMTAKOBKATa MM CTHKETA.
Axrtusarop. ®apMaleBTUUEH OPOTYKT.
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PA3JIEJI 5: IIpoTHBONOXAPHA MEPKH

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a racCHe Ha IoXXapu : Ja ce uznonspar CpEaCTBA, IMOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

O6wu Mepku : Jla ce n30srBa npekust KOHTAKT ¢ npoaykTa. He BauiBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE VM JIHIIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CIIEIIHH CJIy4Yau

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

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

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOIBIIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka . Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3IOJI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe{Ha3HAUCH.

IIpenmas3Hu Mepku 3a Ge3omacHa padoTa . C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKkust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj JlabopaTopHa KaMUHa, TOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSTA Ha 00paTa MPOMHUIIICHA XUTHEHA U IIPOLICIyPHUTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bwx maparpag 1.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbUYNTEHH NPOLEAYPH 32 HAGIIOAEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(I)OpMaLII/ISI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpaHsBa B JoOpe NPOBETPUBO NoMelleHHe. Jla ce U3M0I3yBa EAMHCTBEHO B CMyKaTellHa KabuHa ¢ uHTerpupad GpuiTsp. BucokoedexkTiseH Guiarsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XMMHYECKH YCTOIUMBO 3amuTHO obuiekio. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ untep P3. DIN EN 140 & 149. Teuen nponykT : ArTHaepo3onna Macka. Hocere muxarenen anmapar, ako cte
H3JI0)KEHU 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 JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3AEJI 9: ®u3uvyHM 1 XUMUYHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo CBCTOsSIHUE

TBBpIO BEIIECTBO

st He e nanmmuno
BroHien sy Ipax.
Mupuc He e npunoxxumo.

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE
Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
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Regorafenib

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

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e rammynO
pH . He e nanmuuno
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PazrBopumocT : Boma:<1g/l
Koedwunument Ha pasnpenenenue: n-oktanon/soga (Log  : He e nammano
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
ITneTHOCT . He e nanmuuno
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

a0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . Bpenen npu norisimane.

OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa

OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnmacudunmpa
KoposuBHOCT/ipa3sHeHe Ha KoXkaTa . He ce xnacudunupa (JInncpamy naHHam)
Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : He ce xnacuduunpa (JIuncpaum gaHH)
CencnbuIu3anus Ha AMXATEIHUTE MBTUIA Wik koxkata . He ce knacuduumpa (JIunceanm gaHH®m)
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Regorafenib

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

MyTareHHOCT Ha 3apOJMIIHATE KIETKU : He ce ximacuduumpa (Bb3 0ocHOBa Ha HAJTUYHUTE JAHHU HE Ca U3ITBJIHEHU KPUTEPUUTE 32
knacuduImpane)

KaHieporentHoct : He ce ximacuduumpa (Bb3 0ocHOBa Ha HAJTUYHUTE JAHHU HE Ca U3ITBJIHCHU KPUTEPUUTE 32
knacuduImpane)

TOKCHYHOCT 32 PEHPOAYKLHsTA . Ilpeanonara ce, 4e yBpexia OIUIOJUTEIHATA CIOCOOHOCT HIIH IUI0ZA.

CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI . He ce xnacudunupa (Jluncpamy naHH")

OpraHu) — eJJHOKPATHA CKCIIO3ULIUS

CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEIEICHH : IlpuunHsBa yBpexaaHe Ha OPraHUTE MOCPEICTBOM HPOIBIDKUTEIHA WM MOBTAPSIIA CE CKCIIO3HIIMSL.
OpraHu) — IOBTaPsIIIA CE EKCHO3ULHS

OmnacHOCT NpHU BAUIIIBaHE . He ce xnacudunupa (Jluncsamy nanam)

Hsma nammana nomsmanTenHa HHGOPMALHS

PA3JIEJI 12: Exosnornyna ungopmanus

Exounorust - 06110 : Omnacuu oTnajgsiy. Jla ce U3oI3yBaT MOAXOIAIIM KOHTEHHEPH 3a OTIaHUTE POLYKTH.
OrmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa) : CHIJIHO TOKCHYEH 33 BOJHUTE OPTaHU3MH.
OmnacHo 3a BOAHATa cpesia, JBITOCPOYHa (XPOHHYHA) . CHIJIHO TOKCHYEH 33 BOJXHHUTE OPTaHU3MH, C IBITOTPacH e(eKT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAAbIUTE

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

PA3EJI 14: HudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cvotBercTBHe ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH nim naenTHdUKanHOHEH HOMeEP

UN 3077 UN 3077 UN 3077
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Nudopmanronen auct 3a 6€30macHOCT
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ADR

IMDG

IATA

14.2. Touno HaMMeHOBaHHE HA MPaTKaTa Mo ciucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 3077 BEILIECTBO, OITACHO 3A

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPIO, HY K., 9, 1IL, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha OACHOCT MPH TPAHCIIOPTHPaHe
9 9 9

14.4. OnakopbyHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpe/a

OnacHo 3a okosHata cpena: Jla

OmnacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: a

OmnacHo 3a okonHara cpena: [la

Hsma JOIIBJIHUTCITHA HAJIMIHA I/IHCt)OpMaLII/Iﬂ

14.6. Cienqua/iHu mpeana3Hu MepKH 32 MOTPeOHTeInTe

CyxonbTeH TPAHCIIOPT

Kracudukaunonen xox (ADR) M7

Crerpanau pasmnopentdu (ADR) 274, 335, 375, 601
Orpannuenu konuyectsa (ADR) 5kg

W3kmouenu konmyectBa (ADR) El

OmnakoBbunu HHCTPYKIHH (ADR) P002, IBC08, LP02, RO01
Crieraniu onakoBs4HH pasmopenou (ADR) PP12, B3

Cwmecenn onakoBku (ADR) MP10

MucTpykuuu 3a npeHOCUMHU LIUCTEPHU U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

: T1, BK1, BK2, BK3

Creraniu pa3nopeaos OTHOCHO MPEHOCHMH IcTeprn @ TP33

U KOHTelHepH 3a HacunHu ToBapH (ADR)

Konose 3a nucrepuu (ADR) . SGAV, LGBV
IIpeBo3HO CpencTBo 3a MPEBO3 B LIUCTEPHH AT
TpancroprHa kareropust (ADR) © 3
Crerraan pasnopenou 3a npesosa - Omakosku (ADR)  : V13
Crerpaau pasnopenou 3a npeBo3 - Hacumxo : VC1,VvC2
cectostHEE (ADR)

CrerpaiHu pa3nopeoy 3a IpeBo3 - ToBapeHe, CVv13
pa3roBapBaHe u 00padoTka (ADR)

Wnentudukannonen HoMep 3a onacHocT (Kemuep No.) 90

OpamxeBH Tabenn

Kon 3a Tynennu orpanudenus (ADR)

Tpancnopt no Mmope

Crenmanuau pasnopenou (IMDG)
Orpanunuenu konuuectsa (IMDG)
Wzkirouenu konmyectsa (IMDG)

90
3077

274, 335, 966, 967, 969
5kg
El
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Omnakosbunn nHCTpYKIHH (IMDG) LP02, PO02
Crerranau pasnopenou 3a onaxkosane (IMDG) PP12
IBC onakosbunu uacTpykuuu (IMDG) IBCO8
IBC cnenmannu pasnopentu (IMDG) B3
Wnctpyxuuu 3a nucteprau ( IMDG) BK1, BK2, BK3, T1
Creranau pasnopenou otHocHo mucrepad (IMDG) TP33
EmS-Ne (IToxxap) F-A
EmS-Ne (Pa3nmuB) : S-F
Kateropust Ha ToBapene ( IMDG) A
Ckranupane u o6padorka (IMDG) SW23
Bb3aywmeH TpaHcnopT

PCA Uzkimouenn konuuectsa (IATA) El
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 Y956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIHYECTBO 33 OrPaHUYCHO 30kgG
KOJIMYECTBO IIbTHUYECKU camouieT U kapro (IATA)

PCA UHcTpyKIHH 32 OaKOBaHE MHTHUYECKH CAMOIIET U 956
kapro (IATA)

PCA MaxkcumaiiHo HETHO KOJIHYECTBO ITbTHHYECKU 400kg
camouter u kapro (IATA)

Wnctpykunu 3a ornakoBane camo kapro (IATA) 956
MakcuManHO HEeTHO KoindecTBo camo kapro (IATA) 400kg

Creransiu pasnopentou (IATA)
ERG kox (IATA)

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATA MOPCKA OPraHU3alus

He e npunoxumo

. A97, A158, Al179, A197

9L

PA3EJI 15: UHdopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA

cpena

15.1.1. Periniamentu nHa EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpaHn4yaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cniucbk Ha BelllecTBATA 32 pa3peniaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemiecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cricpka Ha REACH ¢ kanauaat-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIaCHE)

Henpunosxumo.

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

Henpunoxumo.

PeriamMeHnT 0THOCHO BelIeCTBA, KOMTO HapymaBaT o3oHoBus cioit (EC 1005/2009)

He ¢urypupa B cniucbka ¢ BelecTBa, KOMTO HapyniaBat 03oHoBus cioii (Permament EO 1005/2009): Regorafenib

PersiameHnT oTHOCHO npekypcopuTe Ha B3puBHH BeutectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIpeKypcopH Ha B3puBHU BemecTsa (Permament EC 2019/1148 3a npennaranero Ha ma3apa u ynorpebarta Ha
MPEKYPCOpH Ha B3PUBHH BENIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnunKTe BemecTBa (Permament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITyCKAaHETO
Ha T1a3apa Ha ONpEJICIICHH BEIECTBA, U3MONI3BaHU 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)
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Regorafenib

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

15.1.2. HauuoHaHH pa3nopeaou

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a 0IacHOCT:

Acute Tox. 4 (opanna) Octpa TokcuuHocT (opanHa), Kateropus 4

Aquatic Acute 1 OrnacHo 3a BOJHATa cpefa — OCTpa OMACHOCT, KaTteropus 1

Aquatic Chronic 1 OrmacHO 3a BOJHATA Cpe/la — XPOHUYHA ONACHOCT, Kateropus 1

H302 Bpenen npu norisliaHe.

H361 Ipenmnonara ce, e yBpexaa OIUIOANTEIHATA CIIOCOOHOCT HITH TUTOZA.

H372 IIprunHsBa yBpeXKIaHEe Ha OPraHUTE IIOCPEACTBOM IIPOABIDKUTEITHA HITH IIOBTAPSIIIA CE SKCIIO3ULIHS.
H400 CHITHO TOKCHYEH 32 BOJAHNTE OPraHM3MH.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH, C JBITOTPacH eeKT.

Repr. 2 Tokcu4HOCT 32 penpoaykiusiTa, Kareropus 2

STOTRE 1 CreruraHa TOKCHYHOCT 32 ONPEIEIeHH OPraHy — MOBTapsIia ce ekcrosuims, Kareropus 1

Wudopmanmonen et 3a 6ezonacHoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusita, chabpxaiia ce B To3u MHpopMannoHeH juct 3a 6e30MacHOCT, € MOoJIy4YeHa OT U3TOYHUIH, KOUTO CMsITaMe 3a
HaJeKIHU. BbIpeku ToBa, nHpopMaIusTa ce IpeaocTas 0e3 HUKAKBa rapaHIis, H3pUYHA N HOpa30upallia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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