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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO . Regorafenib impurity D

XUMHYECKO HANMEHOBaHHE : 3,7-difluoro-N,N’-dimethyl-5-0x0-2,8-dioxa-4,6-diaza-1(4),9(4)-dipyridina-3(1,4),7(1,4)-
dibenzenanonaphane-1,9-dicarboxamide

CAS Ne 1 2438857-80-6

Kon Ha npoxykra : 202400607

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHocT 3a penpoaykuusra, Kareropus 2 H361
CrenndiyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — oprapsimia ce  H372
excnozunus, Kareropus 1

OnacHo 3a BOJHaTa cpejja — OCTpa OMACHOCT, KaTteropus 1 H400
OnacHo 3a BoJiHaTa cpejja — XPOHWYHA ONACHOCT, KaTeropus 1 H410

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])eKTn 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu nornbiiane. CUITHO TOKCHUYEH 3a BOJHUTE OPraHU3MHU, ¢ AbJIroTpaeH edekr. [Ipeanonara ce, 4e yBpexaa OIUIOUTENHATA CIIOCOOHOCT MM TIOAA.
[NpuunHsBa yBpeKAaHE HA OPraHUTE MOCPEICTBOM MPOIBIKATEIIHA WITH OBTAPSIIIA CC SKCIIO3HIIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

$
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GHSO07 GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : H302 - Bpezaen npu noribliase.

H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H372 - [lpuunHsiBa yBpeXaaHe Ha OPraHUTE MIOCPEICTBOM MPOIBIDKUTEIIHA WM MOBTAPSIIIA CE
CKCIO3ULIHS.
H410 - CuiHO TOKCHYEH 3a BOJHUTE OPraHU3MU, C IBITOTPACH e(eKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax.
P301+P312 - ITPU ITOT'JIBIIAHE: He3a6asno ce obanere B LEHTHP 10 TOCKUKOJIOI' U nin
Ha JIeKap TP HepasHoIoKeHue.
P314 - Ilpu Hepa3monoKeHNe MOThPCETe MEAUIIMHCKH CHBET/TOMOLIL.
ETukerupane B choTBeTCTBUE C: V3KII04EHHS 32 BBTPELIHU OMAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. [Ipyru onacHoCTH

I[pyra HH(bOpMaLH/Iﬂ . Buumanme - BCIIECTBO, KOETO BCEC OLIEC HE € U3IUTAHO HAIIBJIHO.

PA3/IEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
3,7-difluoro-N,N’-dimethyl-5-0x0-2,8-dioxa-4,6-diaza- CAS Ne: 2438857-80-6 <100 Acute Tox. 4 (opanna), H302
1(4),9(4)-dipyridina-3(1,4),7(1,4)-dibenzenanonaphane-1,9- Repr. 2, H361
dicarboxamide STOT RE 1, H372
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a meinnus Teker Ha H- 1 EUH-nipeaynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITepBa nomony - 00N MEpPKU : BbB Bcuuku ciyyan Ha CbMHEHHE, WM aKO CHMIITOMUTE IPOIBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa noMoNI IPH BIUIIIBaHE : M3Bezmere IHIETO Ha YHCT BB3YX U I'0 IIOCTaBETE B IIO3MIIMS, YIICCHIBaIA AUNIaHeTo. [la ce octaBu
MOCTpaJalys Ja CU odnHe. B cirydaii Ha mpunomasane: [ToTbpceTe MEIUIIMHCKY CHBET/IIOMOLI.

ITepBa noMoLI IPH KOHTAKT € KOXKaTa : Jla ce cBayy 3aMBPCEHOTO OOJICKIIO U H3JIOKEHHUST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJ TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITspBa mOMOII IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIMPOKO OTBOPEHH. [loThpceTe MeUIMHCKa TOMOL, aKO
0oJkaTa, MUTaHETO MU 3aUePBSIBAHETO IPOIBIDKAT.

ITspBa HOMOI TIPX MOTJTBIIAHE : M3makeere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaliTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3Hanue. HezabaBno ce obanere B IEHTBP I1O TOKCUKOJIOT Usl/va
JIeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsima Hanmana JOIIBJIHUTCIIHA HH(I]OpMaI_II/Iﬂ

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa 10mbIHUTETHA HHOPMAIUST
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00padoTKa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
IBsT . He e mamuuno
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannmuHO
Touka Ha 3aMpB3BaHE . He e HannuHO
Touka Ha KUTIEHE . He e HannuHO
3ananuMocT . He e HanuuHo
JlonmHa rpaHHIIa Ha eKCIUIO3UBHOCT : He e npmioxxumo
T'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npmioxxumo
IInamua remneparypa . He e npunoxumo
Temmneparypa Ha camo3arajBaHe : He e npmioxxumo
Temmneparypa Ha pazinaraHe . He e HannuHo
pH . He e HannuHo
pH pastBop . He e HannuHO
Bucko3uTer, KHHEMaTH4eH . He e npunoxumo
Pa3ztBopumocT . He e HannmuHo
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute . He e HannmuHo
Hansrane na napute npu 50°C : He e HannmuHO
IImpTHOCT . He e HannuHO
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. Ipyra uapopmanusi

Hsma HanuyHa I0MBJIHUTENTHA HHOPMAIUS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.

OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)

OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

KoposusHocT/mpasnene Ha Koxara : He ce knacu¢uupa (Jlunceat nanHu)

CepHo3HO yBpexJaHe Ha OYMTE/Apa3HEeHe Ha OYUTE : He ce knacu¢umpa (JIunceat nanxu)

CeHcnbuIM3anys Ha JUXaTeHATE IBTULIA WK Koxkata  : He ce kiacu¢uumpa (JIuncsar 1aHam)

MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncat nanxm)

Kanneporennoct . He ce xnacudunupa (Jlumnceat naHHm)

TOKCHYHOCT 3a peNpOAyKIHATA : Ilpexnonara ce, ye yBpesk/ia OIUIOAUTEIHATA CIIOCOOHOCT WIIM TUIOAA.
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xknacu¢uupa (JIunceat nanam)

OpraHu) — €JIHOKPATHA EKCIIO3HIINS

CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : IlprumnsBa yBpe)kaaHe Ha OpraHUTE IIOCPEICTBOM IIPOBIDKUTEIIHA WU IOBTapSIIA CC SKCIO3HIIHS.
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAHE : He ce xnacudunupa (Texaudecka HeBB3MOXKHOCT 3a IIOTyYaBaHE HA JAHHH)

Hsima HanmuuHa TOMBJIHUTETHA I/IH(I)OpMaI.II/Iﬂ

PA3IEJI 12: ExosioruuHa uHgopmanus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) : CHMIIHO TOKCHYECH 3a BOJHUTE OPraHU3MHU.
OnacHo 3a BOJHATA CpeJia, BIrOCPOUHA (XPOHHYHA) : CHIJIHO TOKCHYECH 3a BOJHUTE OPraHU3MHU, C JIbJITOTPAcH eeKT.

3,7-difluoro-N,N’-dimethyl-5-oxo0-2,8-dioxa-4,6-diaza-1(4),9(4)-dipyridina-3(1,4),7(1,4)-dibenzenanonaphane-1,9-dicarboxamide
(2438857-80-6)

YCToiYMBOCT U pa3rpaauMocT He ce pasrpaxna 6bp30
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Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

Onucanne HA TPAHCIOPTHHTE TOKYMEHTH

UN 3077 UN 3077 , MARINE POLLUTANT UN 3077

14.3. K1ac(oBe) Ha omacHOCT NPU TPaHCHOPTHPaHe

He e npunoxxumo He e npunoxumo He e npunoxumo

1 4] 1

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okosHata cpena: Ja OnacHo 3a okonHara cpeza: [la OnacHo 3a okosHata cpena: Ja
Mopcku 3ambpenten: Ha

Hsima nombiHHTENIHA HANMYHA HHq)OpMaHHﬂ

CyxonbTeH TPAHCIIOPT
Hsma Hanu4HM TaHHA
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
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TpaucnopT no mope
Hsama Hanu4eu JaHHNA

Bb3ayuien Tpancnopt
HsMa HanmuyHu JaHHA

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOHATA MOPCKA OPraHu3alust

He e npunoxxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMaTHBHATa ypenoda

15.1. CienpvyHH 32 BEIECTBOTO MJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€30MaCHOCTTA, 3PABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PeriaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeleCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiameHT 32 M3J1e/MsITa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauna 3a BpBex/IaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHHOCT M TpaH3UTa Ha U3JEIHs U TEXHOIOTHH C JBOWHA yrmoTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IIPEeKypcopH Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

Per;1aMeHT 0THOCHO MpeKypCOpHTE Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha OIIpe/IeNICHH BEIeCTBa, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BOJICTBO Ha HAPKOTHYHH M IICHXOTPOIIHH BEIIECTBA)

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa nombiIHUTETHA HHOPMALUS

PA3JIEJI 16: Ipyra ungopmanus

IIbaen Tteker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0OacHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainna), Kareropus 4

Aquatic Acute 1 OmnacHo 3a BoJIHaTa cpejia — OCTpa OMACHOCT, Kareropus |

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYIHA OIACHOCT, KaTeropus 1

H302 Bpenen npu nornsiaxe.

H361 IIpeamnonara ce, ye yBpex/Ja OIUIOUTEIIHATA CIIOCOOHOCT MIIH TUIOJA.

H372 IprunHsBa yBpexKAaHEe HA OPraHUTE MTOCPEACTBOM MPOIBIDKHTEIHA WM ITOBTAPAIIA CE eKCITO3UIHS.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPTaHH3MH.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPacH e(eKT.

Repr. 2 ToxcuuanocT 3a penpoxykmusta, Kareropus 2
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Regorafenib impurity D

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

STOTRE 1 CrenndiyHa TOKCHYHOCT 3a ONPE/IENICHN OpraHy — MOBTapsIla ce excrosuims, Kareropus 1

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cpabpikamnia ce B To3u MHpOpMamoHeH JucT 3a 6e301acHOCT, € HOJIy4eHa OT H3TOYHUIH, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaImsITa ce IpeaocTans 0e3 HUKAaKBa rapaHIys, H3pUYHA HIIM [I0pa30upalia ce, OTHOCHO HeHHATa KOPEKTHOCT. Y CIIOBHSITA WU
MeToauTe 3a paboTa, ChXpaHeHHe, yIoTpeda Wik 00e3BpexkJaHe Ha IPOAYKTa ca H3BBbH HAIIMS KOHTPOJ U MOXKE J1a ca U3BBH Halata komrneTeHTHocT. [Topanu
Ta3u U JIPyrd NPUUUHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOHu, ILETH WX Pa3XOou, IPOU3TUYALIM OT WM CBbP3aHU
110 HAKAKBbB HAUMH ¢ paboTaTa, CbXpaHEeHNEeTo, ynoTpedaTa min 00e3BpekIaHeTo Ha npoaykra. To3u MHpopMannoHeH et 3a 6e3011aCHOCT € N3TOTBEH U TPsIOBa
J1a ce M3I0JI3Ba CaMo 3a TO3M HPOAYKT. AKO IIPOJYKTHT CE H3II0I3BA KaTO ChCTAaBKa HA JPYTH NPOAYKTH, HATMYHATA HH(OpPMaNus OU MOTJIa Ja ce OKaxe
HenprIokuMa. Ta3n nHdopMaIs ce OCHOBaBa Ha HAIIWTE TEKYIIH ITO3HAHMS M € IPeJHa3HauYeHa J1a 1aJie OIHCAHKe Ha IIPOYKTa caMo 3a IEJIUTEe Ha
3[paBeoIia3BaHeTo, 0e30IIACHOCTTa M OKOJIHATA cpena. [lopaam ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIIMs 3a CBOMCTBATA HA MPOIYKTA.
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