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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 : Oxaliplatin

Kon na npoxykra : 201600666

CuHOHMMH : Oxaliplatin, salts, hydrates, isomers and impurities where applicable

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€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 HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
Pecnmpatopna cencnbmmzanust, Kateropus 1 H334
Koxna cencubmmmzanus, Kateropus 1 H317
MyTareHHOCT 3a 3apOAMIIHY Ki1eTku, Kareropus 2 H341
Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360FD
CreruuaHa TOKCHIHOCT 32 ONpeJie]IeHH OPraHy — IOBTapsIia ce ekcrosuims,  H372

Kareropus 1
3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'1Hl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3PaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKA3aTEJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO05 GHS08
Curnanna gyma (CLP) : OmacHo
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Ipenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3onacuoct (CLP)

H317 - Moxe /1a IpU4MHHM ajJepruyHa KOXKHa PeaKiys.

H318 - [Ipean3BuKBa CeprHO3HO YBPEKAAHE HA OUUTE.

H334 - Moske ja pHYUHY aJePrUYHN WIK ACTMATHYHY CHMIITOMH WIIH 3aTPY/JHCHHS B UIIAHETO
[IPY BIUIIBAHE.

H341 - IIpeanonara ce, ye NPUYMHSBA FCHETUYHH AS(EKTH.

H351 - IIpeamnonara ce, 4e NpUYMHABA PAK.

H360FD - Mose na yBpeau oImIoAuTeIHaTa ciocoOHoCT. Moe 1a yBpeau Iioja.

H372 - IlpuunnsBa yBpexkJaHe Ha OPraHUTE MOCPEICTBOM MPOABIKUTEIIHA HITH TIOBTapsIIIa ce
CKCIO3ULIHA.

P201 - IIpeau ynotpeba ce cHabneTe ChC CIELUATHI HHCTPYKLUH.

P202 - He usnon3BaiiTe npeay Aa cTe Mpoyeau U pa3dpaai BCHYKH NPEa3Hu MEpKH 32
6e30macHOCT.

P260 - He BaumBaiiTe mpax/myIex/ra3/anM/u3napeHus/acpo30iu.

P264 - Jla ce u3mue pbLeTe JI0 JJAKTUTE U JIMIETO CTAPATENHO clie]] ynoTpeda.

P270 - [la He ce sae, nMue WK MyIId Ipy ynoTpeda Ha MpoayKTa.

P272 - Jla He ce u3Hacs 3aMbpCEHO pabOTHO OOJICKIIO U3BBH PaOOTHOTO MOMELIECHHE.

P280 - U3non3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIIO/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMLE/IPEe/Na3Hu CPEJICTBA 32 3allUTa Ha CIIyXa.

P284 - Hocete cpencrsa 3a 3amyra Ha AMXATEIHUTE IBTUILA.

P302+P352 - [TPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.

P304+P340 - [TPU BAWIIIBAHE: 13Beaere NUIETO HAa YUCT BB3AYX U IO OCTABETE B MO3ULIUSA,
yJIeCHsBaIlA JUIIAHETO.

P305+P351+P338 - [IP1 KOHTAKT C OUYMUTE: npoMuBaiiTe BHUMATEIHO € BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIM, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
[poabkere ¢ U3MIAKBAHETO.

P310 - He3a6asHo ce o6aznere B IEHTHP [10 TOKCUKOJIOT' U4 wiu Ha nekap.

P314 - Ilpu Hepa3nonoKeHNe MOThPCeTe MEAUIIMHCKH ChBET/ITOMOLI.

P321 - Cnenuanu3upano je4eHue (BXK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa OMOIIL HAa TO3H
€THUKET).

P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEeHe Win oOpuB Ha KoxaTa: [loTbpcere MeTMIMHCKU
CHBET/IOMOIII.

P342+P311 - [Ipu cumnromu Ha 3arpynHeHo auiane: O6anere ce B IEHTBP 10
TOKCHKOJIOT' S unu Ha nexap.

P362+P364 - CBanere 3aMbpCEHOTO 00JIEKIIO M TO M3IEpeTe Mpe/IH MOBTOPHA yoTpeba.

P405 - [la ce cbxpaHsiBa 1101, KJIr04.

P501 - CbabpixaHHETO/CHIBT J1a CC U3XBBPJIH B IIYHKT 33 ChOMPaHEe Ha ONMACHU WU CIICLUATIHH
OTHajbIH, B ChOTBETCTBHE C MECTHHTE, PETHOHAITHH, HALIMOHAIIHY H/MJIN MEXTyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CbOTBETCTBUE C: U3KIHOYCHHUS 32 BBTPCIIHN OIIAKOBKHU, KOIaTO ChABPKAHUETO HE IIPEBUIIIABA 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08 GHSO05
2.3. JIpyru onacHocTH
HsiMa Hann4YHa JONBIHATENHA HHGOPMAIVS
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Oxaliplatin

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]
Oxaliplatin - <100 Eye Dam. 1, H318

Resp. Sens. 1, H334
Skin Sens. 1, H317
Muta. 2, H341
Carc. 2, H351

Repr. 1B, H360FD
STOT RE 1, H372

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

3.2. Cmecu

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOLI

H’pra nomous - o0Iu MEPKHU . HeszabaBHo 12 ce M3MHUe 30HATa HA KOHTAKT C TOJEMH KOJIHUYECTBA BOJIA.

H’pra ToMoul Ipyu BAXUIIBAHE : Z[a C€ OCTaBHU MOCTpaAINA HA YUCT BB3AYX. OCI/IrprTC CBCXK Bb3/1yX Ha 3aCE€rHaTOTO JIMLEC.
Heots10xHN METUIIMHCKH TPUKH U CIELHUATHO JICYHEHHUE, aKO € HCO6X0£lHMO.

H’pra TIOMOLI IIPU KOHTAKT C KO)KaTa : Z[a C€ OTCTPaHU MAaKCUMAJIHO 4YpeE3 H36’LpCBaHC (C YUCTa 1 MCKa IonyuBamia K"bpl'[a). I[a CE€ U3MHC

OOMITHO € BOJIa B KOATO € NpubaBeH aeteprext. [la ce u3IuIakpa ¢ XJ1aJKa BoJa B MPOAbKEHHE Ha 15
MHHYTH. AKO JIpa3HEHETO Ha KO)KaTa MPObIKaBa, J]a Ce HAalpaBU KOHCYJITALHs C JeKap.

ITbpBa oMo P KOHTAaKT C O4YUTE : Msnnaksere ¢ BoJa, KATO ABPKUTE OUUTE LIUPOKO OTBOPeHH. CBaneTe KOHTAKTHUTE JICLIHU, aKO UMa
TaKMBa U JOKOJIKOTO TOBA € B3MOXHO. [IpoJbiiKeTe ¢ U3ILIIaKBaHETO. AKO APa3HEHETO MPOBIIKH,
KOHCYNTHUpaiiTe ce ¢ 0(hTaIMOIOT.

ITepBa oMo IPH MOTTBIIAHE : Msnnaksere ycrata. Jla He ce mpean3BUKBa MoBpbInaHe. CrenHaHoO JekapcKo HaOmoaeHne. Moxe
Jia O'b/ie IPENOPBhYaHO MPOIBIDKUTEIHO MEUIIMHCKO HAOIIOACHHE.

4.2. Hali-chbIecTBeH! OCTPH M HACTBIIBALIU CJIe/l U3BECTEH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]/l

Cumnromu/edextn : Ilpenu3BukBa n3rapsiHus. Bp3MoxkHE ca 3aKbCHENN eheKTH.

CumMnromu/edexTu ciell BAUIIBaHe : HenocrtaTeunu nanHn. Moxe Jja IpeIM3BHKA 3a/bXBAHE, YCEIIAHE 3a TEXKECT B I'bPJHUTE, JPa3HEHE
Ha I'bPJIOTO U KallJIHIA.

CumMnromu/edeKTu cielf KOHTAaKT ¢ KoxaTa . Henocrarpunu nanHn. 3auepBsBaHus, OOKa.

CumMnromu/edeKTu ciie]] KOHTaKT C OYNTe . Henmocrarpunm nanuu. 3auepBsiBaHus, OOKa.

CumMnromu/edeKT cie]l MorIbliaHe : W3rapsiHus Ha CTOMaNIHO-YpeBHUTE IHUTraBUIM. CHMITOMHTE MOTaT 1a ObIaT 3aMaiBaHus,

FJ'IaB060J'II/Ie, rajcHe u 3ary6a Ha KoopAuHaIus.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeANIMHCKH I'PMKHU U CIEIMATHO JIeYeHUue

HonpceTe MCIUIOUHCKHA C'LBGT/HOMOI]_L HpH BB3MOKHOCT [1a C€ IMOKaX€ HACTOSAIIUA JIUCT, @ aKO HE € Ha Pa3I0JIOKEHHUE, Na CE TIOKaXXE OIMaKOBKaTa UK €TUKETA.
AKTPIBaTOp. d)apMaueBTquH TIPOOYKT.

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap
HOI[XO,I[SIH_II/I TI0)KapOTaCUTCIIHA CPEIACTBA : OI[C}IHO 3a 3aracCsHe Ha OT'bHI.

5.2. Oco0eHn 0NIACHOCTH, KOUTO NPOM3THYAT OT BELIECTBOTO HJIM CMECTa

OnacHOCT OT moXap : Bmx naparpad 2.2. Puck ot o0pa3yBaHe Ha TOKCUYHH ¥ KOPO3UBHHU Ta30Be.
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Oxaliplatin

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

I/IHC’I‘pyKLII/IPl 3a racCHE Ha NOXapu N I[a C€ U3MN0JI3BAaT CPEACTBA, NOAXOAAIIHN 32 rACEHE Ha IM0YXKapu B CbCEICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U

OO0y Mepku : Jla ce u30sirBa npeKusi KOHTAKT ¢ npoaykrta. He BaumBaiite
npax/myIex/ra3/AnM/u3napeHus/aepo30im.

6.1.1. 3a nepcoHaJ1, KOiTO He OTrOBapsl 3a CIIELIHHU CJIy4Yan

ABapuilHU TIIAHOBE : Jla ce HOCH IOJXO/SIIO MPEANa3HO 00ICKII0, PHKABULH U 3aIUTHI CPEICTBA 3a OYUTE HIIN JILETO.

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

3alUTHU CpecTBa . Bwxkre Pasnen 8.

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IHﬂ

Meroau 3a noyrcTBaHE : Y6621€Te C€, 4€ OTIIaABLUTE Ca C’BGpaHH H CC CbXpaHsABAT Ha CUTYPHO MACTO. TTouncrere
CTapaTeIHO. C Marepualia TpSI6Ba Jace pa60'm BHUMaTeIHO. BbB BoHA cpena: KOpOBPIBeH 3a
O4YUTE, AUXaTeJIHaTa CUCTEMA U KOXKaTa. )13. C€ U3MHEC Hecx6npaeMI/m OCTaTBK C : PaBTBOp OT HaTpUECB
XHUIIOXJIOPHUT.

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

PA3JIEJI 7: O6pa0oTka u chbXpaHeHHe

JIOIbIIHUTETHY ONIACHOCTH 10 BpeMe Ha 006paboTka : Ha notpeburens na ce 00bpHE BHEMaHHE 32 PUCKOBETE, €BEHTYAIHO CBBP3aHH C U3IIOI3BaHETO Ha
MPOAYKTa 3a APYTH IIeNH, Pa3IH9HH OT Te3H, 32 KOUTO € IpeAHa3HadeH. BpB BogHa cpema:
Kopo3useH 3a ounrte, JUxaTenHaTa CHCTEMa U KOXKaTa.

IIpenmasznu Mepku 3a Oe3omacHa paboTa : C matepuana Tps6Ba aa ce paboTu BHEMaTeIHO. [la ce H30srBa MpeKus KOHTAKT ¢ mpoxykra. C
MaTepHaa Tpsa0Ba Jja ce paboTH IoJ Ta00opaTopHa KaMUHA, JOKOIKOTO TOBA € B3MOXKHO.

XUrHeHHH MEpKI : Jla ce paboTH B CHOTBETCTBUE C H3UCKBAHMATA Ha N0OOpaTa IPOMUIIICHA XHUIHEHA U IPOIEAyPUTE 32
6€30I1aCHOCT.

TexXHUYECKU MEPKH : Jla ce crma3BaT MPHIIOKUMHTE PAa3IOpenOH.
YcnoBus 3a chXpaHsBaHe : Jla ce chXpaHsBa O[] KIIFOY.

3EJI 8: KoHTpoJ1 Ha eKCIO3MIMATA/JIMYHH NPeANAa3HU CPeICcTBa

8.1.1 HanmoHaJHH rPAHHYHYU CTOIHOCTH HA MPO(QECHOHATHA eKCO3NIUSA H OHOJOIrHYHY TPAHUYHH CTOHHOCTH

Hsma HanuvHa TOTBITHUTENHA HHOOPMAIIHS

8.1.2. IIpenopbYHTeHH NPOLEIYPH 32 HAGII0eHHe

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ
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Oxaliplatin

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

8.1.3. O6pasyBar ce 3aMbPCUTENIM HA BB3/1yXa

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

8.1.4. DNEL u PNEC

Hsma HannyHa nombiHUTETHA HHOPMALUS

8.1.5. Peryinpane upe3 o6xBatu (control banding)

Hsima HanmaHa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKco3uIuATA

8.2.1. IToaxoasii TeXHHYECKH KOHTPOJI

IMoaxoasiiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B 100pe MPOBETPUBO MOMeIIeHHe. Jla ce H3M0N3yBa eIMHCTBEHO B CMyKaTellHa KaOUHA ¢ HHTerpupaH GunTep. Bucokoedektusen Guarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIn4uHM npeanasHu cpeacTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIYKBO 3amuTHO obnekito. DIN EN 13034

3amuTa Ha pbueTe:
XuMHYECKH yCTOHUMBH Npeana3Hu pbraBuiy. ISO 374-1
8.2.2.3. 3amuTa Ha IUXaTeJTHHTE MbTHINA

3amuTa Ha AUXaTeJHATE MBTHINA:
Ortaensite Ha npax: npotuBonpaxosa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoaykr : AuTHaepo3onHa Macka. Hocere auxareneH amapar, ako cTe
H3JI0)KEHHU Ha MapH/IpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMaI_II/IH

8.2.3. KoHTpO./1 Ha eKCNO3HIMATA B 0KOJIHATA Cpela

Hsima HanuyHa AONBIHUTEIHA I/IH(I)OpMaLH/IH

PA3IEJI 9: ®u3nyHu U1 XMMMYHHM CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo ChCTOSHUE : TBBPIO BElECTBO
IBsT . He e Hamuuno
BrbHieH Bug : Ilpax.

Mupuc : He e npunoxxumo.
I'panuuara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HannuHO
Touka Ha KUIIEHE . He e HannuHO
3anaaumoct . He e HanuuHo
I'paHHIM Ha eKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha eKCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIa Ha EKCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npunoxumo
Temmeparypa Ha camo3amajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo

pH : He e nanuuno

pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHUEH . He e npunoxumo
PazrBopumoct : Boma: 1-10g/1
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Oxaliplatin

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

Koedunuent na pasnpeneneHue: n-oxranon/soaa (Log He e nanuuno
Kow)

Hansrane Ha napure He e nanuuno
Hansirane na napute npu 50°C He e nanuuno
IInsTHOCT He e nanuuno
OTHOCHTENHA ITBTHOCT He e namuuno
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C

P a3sMCp Ha YaCTHULUTE

He e npunoxumo
He e nanuuno

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KiIacoBeTe HAa GU3NYHA ONIACHOCT

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XapaKTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsma HanwyHa 1OoMBIHHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTAC/IA OITaCHU U3NapCHUA.

PA3JEJ 11:

HKOJIOrM4YHa HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposusHoct/npa3nene Ha KoxaTa

CepHO3HO yBpex/JaHe Ha OUHTe/ApasHeHe Ha OUUTe

CCHCI/I6I/IJII/ISaIII/Iﬂ Ha IUXaTCIIHUTE ITbTHUIIA UIIA KOXKaTa

MyTareHHOCT Ha 3aPOAUIIHUTE KICTKH
KanneporenHoct

TOKCHYHOCT 32 PEIPONYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICIICHN
OpraHu) — €IHOKpaTHA €KCIIO3UIHS

CTOO (crienmduvHa TOKCHYHOCT 3a ONPEICICHA
OpraHu) — MOBTaPSIIIa Ce EKCITO3UIIUS

OnacHocT NpyU BAUIIBAHEC

He ce xnacuduuunpa (Heybeaurenuu nanum)

He ce xnacudunupa (Jlumncsaiy qaHam)

He ce knacudunupa (Jluncpauy 1aHHT)

He ce xnacudunmpa (Heybenntennn nanum)

Ipean3BHKBa CEPHO3HO YBPEXKIAHE HA OUUTE.

Moske [a MPUYMHY alepriuyHN WM ACTMAaTHYHY CHMIITOMHU WK 3aTPYIHECHUS B IUIIAHETO MPH
BaumIBaHe. MOXe 1a IPUYMHHA aJIeprUYHa KOXKHA PEaKIHs.

Ipenmonara ce, 4e NPHYMHSBA [CHETHYHH JTC(EeKTH.

Ipenmoara ce, 4e MPHYHHABA PaK.

Mosxe J1a yBpeH OIUIOAUTENHATA CIIOCOOHOCT. MoXe /ia yBpeau IIIoa.

He ce xnacudunupa (JIuncanm 1aHHN)

IIprunHsiBa yBpexaaHe Ha OPraHUTE IIOCPEACTBOM NPOABIDKUTEIIHA WITH TIOBTAPSIIA CE SKCIIO3UIIHS.

He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJTyYaBaHE Ha JaHHH)
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Oxaliplatin

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

Exoutorust - 001o : Omnacuu ornagbiy. Jla ce U3MO0I3yBaT MOAXOMSIIN KOHTSHHEPH 32 OTHA/HUTE HPOLYKTH.
OmacHo 3a BoHaTa cpesa, KpaTkocpoyHa (octpa) : He ce xnacuduimpa (JIuncsaum fanunm)
OrnacHo 3a BOJIHATA CPefia, ABIrOCPOYHA (XPOHHYHA) . He ce knacuduuupa (JIuncpaim 1aHHuH)

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbNIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nonMbIHUTENHA HHOpMATHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABIUTE

MecTHO 3aKOHOIATEICTBO (omam;un) : I{a C€ U3XBBPJH 110 6e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHU pa3r10pe;[614.

PA3IEJI 14: UndopManusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH ninn uaenTudgukanuoHeH Homep

He e npunoxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HaMMeHOBaHMe HA NpaTKaTa o cnucbka Ha OOH

He e nmpunoxumo He e mpunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo He e npunoxumo He e npunoxumo
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Oxaliplatin

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

ADR IMDG IATA

Hsma JOITBJIHUTCITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpe0UTeuTe

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha MesKayHapoIHATa MOPCKAa OPraHU3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyHY 32 BENIECTBOTO HJIN CMECTA HOPMATHBHA ypen6a/3aKoHOAATeJICTBO OTHOCHO 6€30NMacHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn na EC

REACH Ilpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Cnucbk Ha BelmecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIIacHe)

Henpunoxxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cnmchKa ¢ BemecTBa, KOUTO HapymiaBat 030HoBust cioit (Permament EO 1005/2009): Oxaliplatin

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

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha

HIPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HaproTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, H3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaI_IPIH

15.2. OneHka Ha 0€30IaCHOCT HA XHMHUYHOTO BEeIIECTBO MJIH CMeC

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/IH

PA3JIEJI 16: Ipyra undgopmanus

Wuankanus 3a npoMeHn:
Knacu¢unupane Ha BemectBoTo min cmecta. TokcukonornyHa napopmaius. Exonornina napopmarus.
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I/IH(I)OpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

Carc. 2 Kanneporennoct, Kateropus 2

Eye Dam. 1 Cepuo3HO yBpexaane/ipazHene Ha ounte, Kareropus 1

H317 Moxe 1a IPUYMHH aJepruyHa KOXKHA PeaKIts.

H318 TIpenn3BuKBa cepro3HO yBpEkKIaHE HA OUUTE.

H334 Moske 1a MPUYMHHM aJIePrUYHU UM aCTMATHYHU CUMIITOMU WJIH 3aTPYJAHEHUS B IMIIAHETO IPH BAUILBAHE.
H341 Ipenmoara ce, ye NPUYNHABA TCHETUYHHU Te(HECKTH.

H351 IIpenmnonara ce, ye NPUUUHABA PaAK.

H360FD Moske 1a yBpeIu OIUIOJUTENIHATA CIIOCOOHOCT. MoXe J1a yBpeIH IIoja.

H372 IMpruunsBa yBpe)xaaHe Ha OpraHUTE MOCPEICTBOM NPOIBIDKUTEIHA WM HOBTAPSIIIA C€ eKCIIO3HIIHS.
Muta. 2 MyTareHHOCT 3a 3apOJUIIHU KiIeTkH, Kateropus 2

Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

Resp. Sens. 1 Pecnimpatopna cencnbunmzanusi, Kateropus 1

Skin Sens. 1 Koxna cencnbnmzanus, Kareropus 1

STOTRE 1 Creru$uyaa TOKCHYHOCT 32 OIpeJielIeHH OpTraHy — IIOBTapsIa ce excrosuius, Kareropus 1

Nupopmanmone suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(GOpMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, nHGOpMaNuATa ce IpeaocTaBs 0e3 HIKaKBa TapaHIus, H3pUYHA WK HOoApa3duparna ce, OTHOCHO HeHAaTa KOPEKTHOCT
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