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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHoBaHKe Ha BEIIECTBOTO : Regorafenib impurity FP-B
Kon Ha mponyxra : 201900053

1.2. MnenTuduuupann BUI0Be YNOTPeda Ha BeECTBOTO WM CMECTa, KOUTO €a OT 3HA4YeHHe, U BHIOBE YIOTPeda, KOMTO He ce
Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Koposust/mpa3Hene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrenmdiyHa TOKCHIHOCT 3 OTPE/IETIEHN OPraHN — €HOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, npa3HeHe Ha IUXaTeTHHUTE ITHTUIIA
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
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu noribsiuane.

H315 - [Ipenn3BrkBa qpa3HEeHe Ha KOXKATA.
H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H335 - Moyke 1a npean3BHKa Jpa3HEeHe Ha TUXaTETHUTE IHTHIIA.
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Regorafenib impurity FP-B

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

IMpenopsku 3a 6e3omacuHoct (CLP) : P301+P312 - [TPU ITOTJIBILIIAHE: He3a6asHo ce o6anere 8 IEHTBP I10 TOCKUKOJIOT U nin
Ha JIeKap IIpH Hepa3IoJI0KeHHUeE.

ETI/IKCTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPEIIHU OITAKOBKH, KOraTO ChbABPKAHUETO HE IIPEBUIIIaBa 10 ml

He ce u3uckBa eTHKeTHpaHe

HsiMa Hanu4YHA JOIBIHUTENIHA HH()OPMALUST

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Regorafenib impurity FP-B - <100 Acute Tox. 4 (opanna), H302 (ATE=500

mg/Kg TesecHo Termo)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL

H’LpBa TioMo1l IpY KOHTAKT € KOXKaTa : I[a C€ OTCTpaHHU MaKCHUMaJIHO 4Ype3 H36’prBaHe (C YuCTa 1 MCKa IonuBalia K'Lpl'[a).

H‘I:pBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ Boja KaTto TIpearnasHa Mspka.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 5: IIpoTuBONO:KAPHU MEPKHU

TToaxoasu TIOKapOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKI.H/H/I 3a racCHe Ha noxapu : I[a C€ U3M0JI3BAT CPEACTBA, IOAXOIAMIIHN 3a TACEHE Ha IOXKapHu B CbCEACTBO.

PA3IEJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBaps 32 CIEIHH CJIy4an

ABapuifHu IIaHOBE : Jla ce n30srBa BCAKAKBA M3IUIIHA CKCIIO3UIINS.
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, namenen ¢ Pernament (EC) 2020/878

6.1.2. 3a IunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMALIUS

padoTKa u ¢

Hsma HanmaHa gombiIHHUTENHA HHOOPMALUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Bwx maparpag 1.

8.1.1 HanuoHaTHU TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIO3HIUS M OHOJIOrMYHU TPAHUYHHU CTOHHOCTH

Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.2. [IpenopbYNTEHH MPOLETYPH 32 HAGIIOIeHHE
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bh3IyXa

Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Moaxoasiu TEXHUYECKH KOHTPOJI

Tloaxoasiiy TeXHUYECKU KOHTPOJI:
I{a C€ CbXpaHsABa B Z[OGPC TIPOBETPUBO NOMEIICHHUE. OOUKHOBEHO CE U3MCKBAT KaKTO MECTHA CMYKaTejIHa BEHTWIAlWs, TaKa 1 BEHTUIIAllUS Ha 06H10T0
TIOMEIICHHUE.

8.2.2. JInuHH Npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE U JIMIETO

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
8.2.2.2. Ilpeana3BaHe Ha KOKAaTa

3amMTa HA KOKATA M THAJIOTO:
JlaGoparopHa npecTrika
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Nudopmanronen auct 3a 6€30macHOCT
B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878

3amuTa Ha pBUeTE:
3aIUTHA PHKABULU

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

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

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.3. KoHTpo.1 Ha eKCcno3uIusATa B 0KOJHATA Cpea

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

3IEJI 9: ®u3u4yHN U XHMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XHMHYHHU CBOHCTBA

ArperatHo CbCTOSIHUE : TeBpno BemecTBoO
IBsT : He e HammuHO
Mupuc . He e manmuuno
I'panunara Ha Mupuca . He e manmuuno
Touka Ha TOTIEHE : He e HamnmuHO
Touka Ha 3aMpb3BaHe : He e HammuHO
Touka Ha KUIIEHE : He e HammuHO
3anajrumMocT : He e Hanuuno
I'panuiy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCINIO3UBHOCT : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e HammuHO
pH : He e nannuno
pH pastsop . He e manmuuno
Buckosuter, KuHEMaTHYCH : He e npunoxumo
PaztBOpumoct : He e HammuHO
KoeduimenT Ha pa3npenenenne: n-okranoi/soga (Log : He e HanmuHo
Kow)

Hansrane na napute © He e Hannuno
Hansraune na napute npu 50°C : He e Hannuno
ITnbTHOCT © He e Hannuno
OTHOCHUTENHA IUTBTHOCT © He e Hannuno
OTHOCUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanuuno

9.2. ipyra undopmanus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA OMACHOCT

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30MacCHOCT

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknimoHHA CIIOCOOHOCT

CrabuieH npu HOPMAJIHH YCIOBHSL.

10.2. XuMHu4HA CTA0OMJTHOCT

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, namenen ¢ Pernament (EC) 2020/878

He e uszBectHo.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma npu Hopmansa ynorpe6a. Buxre Pazzgen 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

Octpa ToKCHYHOCT (OpaiHa) : Bpenen npu norieliate.

OcTpa TOKCHYHOCT (JiepMaltHa) : He ce xnacuduunpa

OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xmacuduunpa

Koposusroct/npasuene Ha koxara : IlpenusBukBa Apa3sHEHE Ha KOXKATA.

Cepno3HO yBpek/jaHE Ha OUHTE/IpasHEHEe Ha OUNTE . Ilpenu3BUKBa CEPHO3HO Apa3HEHE HAa OUHTE.

CeHcHOMIM3aIMs Ha UXaTSIHUTE IBTHINA WK Koxkata . He ce knmacuduuupa (JIumncsamy jaHHM)

MyTareHHOCT Ha 3aPOHIIHUTE KJICTKU . He ce ximacuduuupa (B3 ocHOBa Ha HAJIMYHUTE AaHHU HE Ca M3IIBJIHCHU KPUTEPUUTE 32
KIacHHUIHpaHe)

Kanreporennocr . He ce ximacuduumnpa (B3 ocHOBa Ha HAJIMYHUTE JIAHHU HE Ca M3IIBJIHCHHU KPUTEPUUTE 32
KkIacuHUIIpaHe)

ToxcHYHOCT 3a peNpPORYKIHATA . He ce xiacudunnpa (Apyru yxazauus: Octpa TOKCHYHOCT)

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI : Mosxe na npenu3BUKa Ipa3sHeHe Ha AUXATEITHUTE ITbTUIIA.

OpraHu) — eJJHOKPATHA EKCTIO3HIINS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xacudunmpa (Apyru yxazanns: CTOO (crnenuduuHa TOKCHIHOCT 32 ONPEieNIeHH OpraHn) —

OpraHu) — ITOBTaPsIIIA CE EKCIO3UIHS €IHOKPAaTHA eKCITO3UIIHS)

OnacHOCT IIpU BAUIIBaHE . He ce xnmacuduunpa (JIuncpanum gaHH)

Hsma HanmuvHa TOMBIHATETHA HHPOPMAIIHS

31AEJI 12: ExonoruuHa uapo

Exomnorus - 0610 . He npencrasnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA Cpefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumnpa
OnacHo 3a BOJHATA CPE/Ia, ABIrOCPOUYHA (XPOHHYHA) : He ce xmacuduumpa

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Regorafenib impurity FP-B

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

12.6. CBoiicTBa, HapymIaBamy (pyHKIHUTE HA €HIOKPHHHATA CHCTEMA

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

12.7. ipyru He4IaronpusitTHu edexTu

Hsma Hanm4Ha JONBIHUTENTHA HHOPMALUS

PA3JIEJI 13: OGe3BpexkaaHe Ha OTHAIBLUTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nim upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HaMMeHOBaHHE HA MpaTKaTa Mo cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCIIOPTHPaHE

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakopbyHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiaHHTeTHA HATHYHA HHQOpMAITHS

14.6. CiequaaHu MpeANa3sHA MePKH 32 MOTPeONTeIHTe

CyxombTeH TPAHCIIOPT
He e npunoxxumo

Tpauncnopt no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxumo

14.7. MOpCKP[ TPAHCHOPT HA TOBAPU B HACUITHO CHCTOAHUE CHIJIACHO HHCTPYMEHTH Ha MemyﬂaponHaTa MOPCKa opranusanus

He e npunoxumo

PA3IEJI 15: UudopManusi OTHOCHO HOpMATHBHATA ypenoda

15.1. CnenupuyH 32 BeNIECTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aK0HO0IATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpeia

15.1.1. Persiamentu na EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII Hra REACH
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Regorafenib impurity FP-B

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

REACH, ITpunoxenue XIV (Ciuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

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

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroiiuuBU OPraHuYHU 3aMbPCUTETHN)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B criucbka ¢ BelecTa, KOUTO HapyiasaT 030HoBHs cioil (Permament EO 1005/2009): Regorafenib impurity FP-B

PernameHnT oTHOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaraneto Ha ma3apa H yrnorpebara Ha
[IPEKyPCOPH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ [pexypcopu Ha HaproTnuauTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOICTBOTO U IIYCKAHETO
Ha f1a3apa Ha OIPE/ICIICHH BEIIECTBA, U3MO0JI3BAHU 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHH BEIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHocT (opanHa), Kateropus 4

Eye Irrit. 2 Cepro3Ho yBpexIaHe/apasHene Ha ounte, Kareropus 2

H302 Bpenen npu nornsinase.

H315 IIpenu3BukBa Ipa3sHEHe HAa KOXKATa.

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H335 Moske fa mpear3BUKa Ipa3HeHe HA AUXATSIHUTE THTUILA.

Skin Irrit. 2 Koposusi/npasuene na koxara, Kareropus 2

STOT SE 3 CreruuaHa TOKCHYHOCT 3 ONPE/IETICHN OPTraHy — eJHOKpaTHa ekcro3uims, Kateropus 3, Apa3HeHe Ha AUXAaTeIHUTE MTBTUIIA

Nudopmanmonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT UupopmarnmsTa, Chabpikaiia ce B To3u MHOpMaIMOHEH JIMCT 3a 0€30MacHOCT, € MOIyYeHa OT U3TOUHHIN, KOUTO CMsITaMe 3a
HaJISKIHU. Bhrpeku ToBa, HH(GOpMAIHATA Ce TIPE0CTaBs 0e3 HUKaKBa TapaHIlus, H3pHYHA WM TT0/Ipa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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