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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 : Capecitabine
XHUMHYECKO HANMEHOBAHHUE : Capecitabine
CAS Ne 1 154361-50-9
Kon na npoxykra : 201600140

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
MyTareHHOCT 3a 3apOAMIIHYU KIeTku, Kareropus 1B H340
Kanneporennoct, Kareropus 1B H350
ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360FD

TOKCHYHOCT 3a penpoyKIMsATa, JOMBIHNTENHA KaTeropus, epektn  H362
BBPXY MIIM UPE3 JTAKTALMATA

CrrenniyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsima ce  H372
excnozunus, Kareropus 1

3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

Moske 1a IpUYMHU pak. Mose 1a IPUYMHE TeHeTHYHH AeheKkTH. Moe 1a yBpear OIIoAUTeIHaTa criocoOHocT. Moske na yBpeau miozaa. Mosxe na Obe BpeeH
3a KppMauera. [Ipen3BHKBa CEpHO3HO ApasHeHe Ha ounTe. [Ipen3BrKBa apa3HeHe Ha Kokata. [IpiHunHsBa yBpeKaAaHe Ha OPraHUTE MOCPEICTBOM
MPOABIDKATEITHA UIIH TTOBTAPAIIA € CKCIIO3UIIHA.
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Capecitabine

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)
Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

GHSO07 GHSO08
OmacHo
H315 - IIpean3BukBa Apa3HEeHe Ha KOXKaTa.
H319 - IIpean3BukBa cepHO3HO Jpa3HEHE HA OYUTE.
H340 - Mo>xe 1a MpHUYUHYA TeHSTHYHU Te(EKTH.
H350 - Moxe a IpU4MHHU paK.
H360FD - Moxe 1a yBpean OIUIOUTENHaTa CIOCOOHOCT. Mojke 1a yBpeau IIofa.
H362 - Moxxe na Obzie BpesieH 3a KbpMadeTa.
H372 - IlpuunnsBa yBpexxIaHe Ha OPraHUTe (XpaHOCMHJIATENIHA CHCTEMA, KPBB, ChPICUHO-CHI0BA
CHCTeMa, [IeHTpaJIHa HepBHA CHCTEMa, KOXKa) IIOCPECTBOM IIPOIBIDKUTEIHA WM OBTapsIIIa ce
€KCIO3HULUs (OpaHO).
P201 - Ilpenu ymotpeba ce cHabneTe ChC CIEIHUATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/ImyIex/ras/AuM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce m3mue pbIeTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [la He ce sine, Mxe WK U OpH YHOTpeOa Ha IPOIYKTa.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPena3Hi OYriIa/Ipea3Ha Macka
3a JHIe/Ipeana3H CPEeCTBa 32 3aIIUTa Ha CIyXa.
P302+P352 - ITP1 KOHTAKT C KOXXATA: U3muiite 0OMIHO C BOIA.
P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B MPOIBIDKCHUE
Ha HAKOJNKO MUHYTH. CBaeTe KOHTAKTHHTE JICIIH, aKO UMa TAKHBA H JOKOIKOTO TOBA € BH3MOXKHO.
ITpoxbmKeTe ¢ M3ILIAKBAHETO.
P314 - TIpu Hepa3MnoI0KEHNE MOTHPCETEe MEAUIIMHCKH CHBET/TIOMOIII.
P321 - CnennanusupaHo 1edeHue (BXK. JOIbIHUTEIHA HHCTPYKIHS 32 IbPBa IIOMOII HA TO3H
€THKET).
P332+P313 - [Ipu mosiBa Ha KOXXHO Jpa3HeHe: [loTbpceTe MeANIIMHCKH ChBET/IOMOIIL.
P337+P313 - [Ipu npoab/DKUTENHO JIpa3HeHe Ha ounte: [IoTbpceTe MEANIMHCKH CHBET/TIOMOIII.
P362+P364 - Cpanete 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETe NpeIu MOBTOPHA yrnoTpeda.
P405 - Jla ce cbxpaHsiBa 1o KIr04.
P501 - CbappxaHHETO/ChABT Aa CE€ U3XBBPIIH B IIyHKT 3a ChOMpaHe Ha ONACHH WITH CIELHATHU
OTIaABILY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHY H/MIH MEKIyHApOJHI
pasnopenou.

Etnxernpane B CbOTBETCTBHE C: [I3KII0UCHNS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He IpeBumana 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

2.3. /Ipyru onacHocTH

GHS08

ToBa BemecTBo/cMec He otroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne X111

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Tpunoxenne X111

Jlpyra napopmarms

AKTHBHO BELIECTBO (BBB (hapMaleBTUYHU MIPOTYKTH).
BHuMaHMe - BelIeCTBO, KOETO BCE OIE HE € U3MHUTaHO HAIBIIHO.
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Capecitabine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Capecitabine CAS Ne: 154361-50-9 <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
Muta. 1B, H340
Carc. 1B, H350
Repr. 1B, H360FD
Lact., H362

STOT RE 1, H372

3a menHus TekeT Ha H- u EUH-nipenynpexxaenusita 3a onacHOCT: BX. paznen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MePKHUTE 32 MPBA MOMOLI

IIbpBa nomoii - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE MPOABIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIII.
IIbpBa nomo1 Mpu BIUIIBaHE . H3Besere JMLIETO HA YKUCT BB3/LyX U IO MIOCTABETE B MO3MLIMUS, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaIairs 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

ITbpBa oMo IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUSAT Y4acThK OT KOXKaTa Ja ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA Ce M3IIAKHE C TOIUIA BOJA. AKO JPAa3HEHETO Ha KOXKaTa MPO/IbIDKABa, 1a ce
HaIpaBK KOHCYJITALUS C JIeKap.

[IbpBa nOMOILL IPU KOHTAKT C OUUTE . MznakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHAYUTe HIMPOKO OTBOPEHU (B
MpoIbJDKeHUE Ha oHe 15 MuHyTH). CBasleTe KOHTAaKTHUTE JICILH, aKO UMa TAKUBA U JIOKOJIKOTO TOBA
¢ Bb3MOXHO. [Ipogbmkere ¢ u3miakBaneto. IloTbpceTe MeUIMHCKA TOMOIL, aKo OOJIKaTa,
MHTaHETO WIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITbpBa MOMOLI IPH MOTTBIIAHE : Msmiakserte ycraTa ¢ Boa (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4OBeK B Oe3cb3HaHue. He3abaBHO MOThpCceTe MEAHIMHCKH ChBET/IIOMOLIL.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : HpeZ[PBBI/[KBa JIpa3HCHE Ha KOXKaTa.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[PBBI/[KBa CEPHO3HO APA3HEHE HAa OYHUTE. 3a‘{€pBﬂBaHH${, Gosika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIHMHCKH T'PUKHA U CNIELIMAJTHO JIeYeHue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

5.1. CpeacTBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhriiepoeH AHoKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIs1iu moxaporacuTelIHA CpeCTBa : Jla He ce U3M0N3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

Onacau IIPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap . HemwmaOTO TOpCHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENsIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 O’KaAPHUKApHUTe

WHCTpyKIHUH 3a TaceHe Ha M0XKapu : Jla He ce IOIycKa H3MoJI3BaHaTa B 6opbara ¢ moxapa Bojia 1a 3aMbPCH OKOJIHATA CpPe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 0e3 MOAXOISIIO 3alUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxartesHa 3anmTa. [IsiHa 3amura Ha TSI0TO.
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Capecitabine

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

PA3JIEJI 6: Mepku npu aBapuiiHoO u3

OGH.II/I MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CpeACTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

JIOITBITHUTEITHY ONTACHOCTH 110 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU UM KbPMAUIKUTE.

TIpennaszuu Mepku 3a Ge3omacHa pabora : Jla ce n30srBa BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce u3Hacsi 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MomenieHue. [la ce U3MUAT phleTe NPeIu MOYUBKUTE H CIIE]T
MPUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILTHHA U IPSIKa CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCHOBI’I[[HHT?I/JIH‘[HH npeamnmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJ

IMoaxoas HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeanasHu cpeacraa

3ammTa HA OYHTE H JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Capecitabine

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

3ammTa Ha Ko})KaTa

3amuTa Ha KOKATa H TAJIO0TO:

Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:

Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)

3amuTa Ha JUXaTeJJHUTE IbTHIA

3amuTa HA AMXATETHUTE MbTHIIA:

B cinyuaii Ha 06pa3yBaHe Ha Hpax Ja ce U3IO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHE CBOiCTBA

ArperaTtHo ChCTOSTHUE

st

BrbHIIEH BUT

MorekynHa Maca

Mupuc

I'panuuaTa Ha MUpHUCca

Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUIIEHE

3anajauMoct

JlonHa rpaHuIa Ha €KCIIO3UBHOCT
T'opHa rpanuIa Ha eKCIUIO3UBHOCT
Ilnamua Temmeparypa
Temmeparypa Ha camo3amajiBaHe
Temmeparypa Ha pa3iaraHe

pH

pH pasrBop

Bucko3uTer, KHHEMaTHUEH

TBBPIO BEIIECTBO
OsuU1. IOYTH OSLIT.
Ipax.

359,35 g/mol

He e nannuno
He e nannuno
115-125°C

He e Hanuuno
He e nannuHo
He e nannuHo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e HannuHo
He e HannuHo
He e HannuHo
He e npunoxumo

PasrBopumocT : Boma: 10-33,3 g/
Koeduiuent Ha pasnpeznenenue: n-okranon/sona (Log @ =45

Kow)

Hansrane na napure : He e nanuuno
Haunsrane Ha napure npu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTEIIHA ITBTHOCT : He e naymuno
OTHOCHTENHA IUTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e manuuno

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

PA3/IEJI 10: CTaGHMIHOCT U PEAKTUBHOCT

Hsma nanwyHa 1onbIHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha qonbIHUTENHA HHDOpMATHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS
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Capecitabine

HudopmarmoneH aucT 3a 6€300acHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.5. HecrBMecTHMH MaTepHAIH
HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS
10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGopManus

11.1. Madopmanusi 3a KIacoBeTe HA ONACHOCT, onpeaeaeHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

He ce Knacmbnunpa (B'I:3 OCHOBA Ha HAJIMYHHUTE JaHHH, HE Ca U3II'BJIHEHU KPUTEPUUTE 3a
Knacmbnuupaﬁe; TTormpiianeTo He ce cuuTa 3a Bb3MOXKEH HA4MH Ha eKCHOCH/II.II/IFI)
He ce Knacmbnunpa (.HI/IHCBaT JIaHHU; [TormpinaneTo He ce cunTa 32 BH3MOXKEH HAUWH Ha

EKCIIO3HUIIN)
OcTpa TOKCHYHOCT (BAMIIBAHE) He ce knacuguuupa (JIuncear nanuau; [lormbianeTo He ce cuuTa 3a Bb3MOXKCH HauHMH Ha
€KCIIO3HUIIN)
Capecitabine (154361-50-9)
LD50 opanHo misx > 2000 mg/kg

Kopo3uBHOCT/ Ipa3HeHe Ha KoXKaTa

CepHO3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUUTE
CeHcnbunu3anus Ha AUXATCIHATE IBTUIA WIH KOXKaTa
MyTareHHOCT Ha 3apPOJHIIHUTE KICTKH
Kanmeporensoct

TOKCHYHOCT 3a PENPOAYKIUATA

CTOO (cneuuduyHa TOKCHYHOCT 32 ONPEICICHN
OpraHH) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHIHOCT 33 OIPEICICHU
OpraHi) — MOBTaPSIIIa C€ EKCITO3UIIHSI

OnacHOCT NpH BAMILIBaHE

11.2. Uudopmanust 3a Ipyrd ONaCHOCTH

Hsima HanuyHa A0NBIHUTEIHA m—[(bopMaum

Ipenu3BuKBa Jpa3HEHe HA KOXKaTa.

TIpean3BUKBa CEPHO3HO Jpa3HEHE HA OUUTE.

He ce xnacu¢unupa (JIuncsat nanxm)

Moske 1a IPUYUHN TeHETUYHU Je(eKTH.

Moske J1a IpHIHHU PaK.

Moske 1a yBpeau oIuioauTeNHaTa ciocobHocT. Moske na yBpenu miozna. Moxke na 6b1e BpesieH 3a
KbpMauera.

He ce xnacu¢unupa (JIuncsat nanxm)

IprunHsBa yBpexXAaHe HAa OpraHuTe (XpaHOCMUIIATENHA CHCTEMa, KPBB, ChPCYHO-Ch0BA CUCTEMA,
LICHTpaJIHa HEPBHA CHCTEMa, KOXKa) [OCPEICTBOM IPOABIDKUTEIIHA HITH TIOBTAPSIIIA CE SKCIIO3ULIHS
(opaiHo).

He ce knacuduuupa (Jlunceat ganHm)

PA3EJI 12: Exojioru4Ha uHgopmanus

12.1. Tokcu4YHOCT

OmacHo 3a BoJHATa cpefia, KpaTKocpouHa (ocTpa)

OrmacHo 3a BojiHaTa cpeaa, ApJIrocpoyHa (XpOHI/I‘{Ha)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE Ca U3IIBIHCHH KPUTSPUUTE 32
KJIacH(pHIIpaHe)
He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHH, HE Ca U3IIBIHCHH KPUTSPUUTE 32
KIIacH(pHIIpaHe)

Capecitabine (154361-50-9)

LC50 - Pu6u [1]

> 867 mg/l (96 yaca, Oncorhynchus mykiss ( Isrosa msctspsa )) (Mmeron OECD 203)

EC50 - Pakoo6pasnuu [1]

> 850 mg/1 (48 yaca, Daphnia magna (Boxna 6b1xa)) (Meronq OECD 202)

ECS50 72h - Bonopaciu [1]

200 mg/l (72 gaca, Selenastrum capricornutum (3enenu Boxopacin)) (merogq OECD 201)

NOEC xponnyHa pakooOpaszHu

112 mg/l (21 mau, Daphnia magna (Boxna 661xa)) (Meron OECD 211)

NOEC xpornuHa Bogopaciu

14 mg/1 (72 gaca, Selenastrum capricornutum (3exexu Bogopacnu)) (merog OECD 201)
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Capecitabine

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

Capecitabine (154361-50-9)

Y CTOHYMBOCT M pasrpajuMoCT | Pasrpaxna ce 65p30

Capecitabine (154361-50-9)

Koeduient Ha pasnpezaenenue: n-okranon/sona (Log ~4,5
Kow)

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

Capecitabine (154361-50-9)

Tosga BerecTBo/cMec He otroBapst Ha kputepunte PBT Ha Permament REACH, Ipunoxenue XIII

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ipunoxenne X111

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa OMIBIIHUTETHA HH(I)OpMaHHﬂ

PA3JIEJI 13: O0e3Bpe:xaaHe Ha OTHAIbUUTE

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uadopmanus OTHOCHO TPAHCIIOPTHPAHETO

B cvotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

He e obexT Ha Hapen6uTe 3a TpaHCTIOPT

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He ce perymnupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perynupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 0KOJIHATA cpeaa

He ce perymupa He ce perymupa He ce perymupa

Hsima nombiHHATENIHA HANTMYHA I/IH(bOpMaLII/Iﬂ
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Capecitabine

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He ce perynupa

Tpancnopt o Mope
He ce perynupa

Bb3aynien Tpancnopr
He ce perynupa

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOiHA ynoTpeda

He durypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H3Je1Hus ¢ JBOHHA yrnoTpeba.

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

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOUeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Ouenka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapn
JaTa Ha pemaxkuusiTa Jlo6aBeno
3amMeHs BepcusiTa OT JobaBeHo

1.1 CAS Ne Jlo6aBeHo

1.1 CHHOHUMU IIpemaxunaro

1.2 Orpannuenns 3a ynorpeda ITpomeneno

1.2 VYnorpeba Ha BelecTBOTO/CMECTa IIpomeneno
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Capecitabine

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.2 OcHoBHa KaTeropus Ha ynorpeda IIpemaxnaro
2.1 Hebnaronpusatan Gpu3nKOXUMHYHU eHEKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpejia
2.1 Knacudukarus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Iuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 IMpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.2 TIpenynpexnaenus 3a onacHoct (CLP) IIpomeneno
2.3 Jpyra uadopmaruys Jlob6aBeHo
4.1 IIppBa nomoi - 001K MEPKH JobaBeHo
4.1 IIppBa HOMOIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 pu BIUIIBAHE IIpomeneno
4.1 ITspBa oMo Npu NMOrIbIIAHE ITIpomeneno
4.1 IIppBa moMo1I IPHU KOHTAKT C OUUTE IIpomeneno
4.2 CumMnromu/eexTH ciell KOHTAKT ¢ KOXKaTa IIpomeneno
42 Cumnromu/e(peKTu cie] KOHTaKT C OYUTE IIpomeneno
4.2 Cumnromu/epexTu IIpemaxHarto
4.2 CuMnToMu/epeKTH Ciell MorIblaHe IIpemaxuaTo
4.2 CumnTomu/eexTH ciell BAUIIBaHE IIpemaxunaro
43 Jlpyro MeIUIHCKO CTAaHOBUIIE HIIU JICUYCHUE IIpemaxuato
5.1 Henoaxonsmu noxaporacuTeHu cpeacTa Jlo6aBeHo
5.1 TToaxonasiy nokaporacUTEIHU CPeICTBA IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3ajiaHe B cilyyaid Ha JobaBeHo
moxap
52 OmnacHOCT OT noXap IIpemaxunato
53 3amuTa npy raceHe Ha rnoxap Jlo6aBeno
53 WHcTpyKuuy 3a TaceHe Ha I0oXKapu IIpomeneno
6.1 3anuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiH¥ IUIaHOBE IIpomeneno
6.1 O0umm Mepku IIpomeneno
6.2 Ipennasuu MepkH 3a ola3BaHe Ha OKoJHata cpena | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Metoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 JIOIbJIHUTENTHY ONTACHOCTH 110 BpeMe Ha padoTta IIpomeneno
7.1 Ipenmna3uu Mepku 3a Ge3omnacHa paboTa IIpomeneno
7.1 XHUIueHHH MEPKH ITpomeneno
7.2 YcnoBust 3a CbXpaHsIBaHE IIpomeneno
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu

7.2 OnakoBBbYHH MaTepUAIN JlobaBeHo

7.2 TexHu4ecku MepKu IIpemaxunarto

7.3 CriennduyHM KpaiHu ynorpedu IIpemaxnarto

8.2 3almurTa Ha JUXaTeaTHUTE IIbTUIIA IIpomeneno

8.2 3amura Ha pbleTe IIpomeneno

8.2 3amuTa Ha OYUTE IIpomeneno

8.2 Tloaxoasi HHKEHEPEH KOHTPOII IIpomeneno

8.2 3aluTa Ha KO’KaTa U TSUIOTO IIpomeneno

9 MornekyiaHa Maca JobaBeHo

9 Touka Ha TONIEHE Jlo6aBeno

9 LBat JobaBeHo

9 Koeduuumenr na pasnpenesnenue: n-oktraHon/soga | Jlo6aBeHo
(Log Kow)

9 Mupuc IIpemaxuato

10.1 Peaknmonna criocoOHOCT IIpemaxuarto

10.5 HecwsBmMecTumu marepuanu IIpemaxnarto

10.6 OnacHu NPOJYKTH Ha pa3nagaHe IIpemaxunarto

11.1 LD50 opanHo miaex Jlo6aBeno

12.1 NOEC xponn4Ha pakooOpa3Hi Jlo6aBeno

12.1 NOEC xpoHndHa BOZOPACIH Jlo6aBeno

12.1 EC50 72h - Bopopacau [1] Jlo6aBeno

12.1 LC50 - Pubu [1] Jlo6aBeno

12.1 EC50 - Pakoo6pasuu [1] Jlo6aBeHo

12.1 Exosorust - 061110 IIpemaxuarto

13.1 Pernonannu pasnopen0u 3a OTHabIHTE IIpemaxnaro

II'bnen Texker na H- u EUH-npegynpeskaeHusiTa 3a oIacHoOCT:

Carc. 1B Kanueporennocr, Kareropus 1B

Eye Irrit. 2 Cepro3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropus 2

H315 IIpenn3BukBa 1pa3HeHe HA KOXKaTa.

H319 IIpenu3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H340 Moske 1a MPUYMHYA TeHETHYHU Je(eKTH.

H350 Moske 1a MPUYMHHU paK.

H360FD Mosxe J1a yBpeIy OIUIOIUTENIHATa CIIOCOOHOCT. MoXe J1a yBpeIH IuIoja.

H362 Mosxe a Oblie BpelieH 3a KbpMayeTa.

H372 IMprunHsBa yBpexAaHe Ha OpraHUTEe (XpaHOCMUIATENIHA CHCTEMa, KPbB, ChPJIEYHO-CH0BA CUCTEMA, ICHTPAIHA HEPBHA CHCTEMA,
KOJa) HOCPEACTBOM MPOABIDKUTENTHA MM ITOBTAPSINA CE eKCIIO3UNNUS (OPaIHO).

Lact. TokcuaHOCT 32 PENPOLYKIHATA, JOMBIHATEIHA KaTETOPHs, €peKTH BbPXY HIN Upe3 JIAKTallUATa

Muta. 1B MyTareHHOCT 3a 3apoauIIHu KieTku, Kateropus 1B
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[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

Repr. 1B ToxcnunocT 3a penpoaykuusaTa, Kareropus 1B
Skin Irrit. 2 Koposust/npa3nene Ha koxara, Kareropus 2
STOTRE 1 Creruduaaa TOKCHYHOCT 32 OIpeielIeHH OpTaHy — IIOBTapsIa ce excrosumus, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHopMaIoneH JMcT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a
HajekKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIH
MeToauTe 3a paboTa, ChbXpaHeHue, yrnoTpeba mik 00e3BpexkIaHe Ha MPOIYKTa Ca W3BBH HAIIHs KOHTPOJI X MOJKE [ja ca M3BBH HalllaTa KOMIIETEHTHOCT. [lopagu
Tasu U APYTU HPUYHHH, HUE HE TI0EMaMe OTTOBOPHOCT M M3PHYHO CE OTKAa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM Pa3XO/IH, IPOU3TUYALIY OT WIH CBbP3aHH
110 HSKaKbB HAYMH C pabOTaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 6€301macHOCT € H3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H MPOIYKT. AKO MPOIYKTHT CE U3MOJI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATAa HH(OPMALHs O1 MOTJIa /1a Ce OKaxKe
Henpmiokuma. Ta3u HHpopMarMst ce OCHOBABA HA HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA Ja ajic ONMCAHHE Ha MPOYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpera. [lopaau ToBa, T He TPsIOBa [a ce THIKyBa KaTO FapaHIMs 32 CBOHCTBATA HA MPOMYKTA.
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