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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Dichlorodiaminocyclohexaneplatinum
XHUMHYECKO HANMEHOBaHHUE : Dichlorodiaminocyclohexaneplatinum
CAS Ne 1 61848-66-6

Kon na npoxykra : 201700163

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

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYecKH U3MUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpHs Ha ynoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEenopbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MH(POPMALMOHHHUS 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 HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeliecTBOTO UJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
PecrimpaTopHa cencnbmmmsanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kateropus 1 H317
MyTareHHOCT 3a 3apOAMINHY Ki1eTku, Kareropus 2 H341
Kanneporennoct, Kateropus 2 H351
ToxcnunocT 3a penpoxykuusta, Kareropus 1B H360

CrenmdiyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — noprapsima ce  H372
excnozunus, Kareropus 1
3a meanus TexcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Ipennonara ce, ye npuuuHsABa pak. [Ipeanonara ce, ye NpUYMHABA reHETHUHH AedekTr. Moke 1a yBpeau OIUIOAMTENHATa ClIOCOOHOCT Wi 1ioaa. [Ipenn3Buksa
CEepUO3HO yBpeXk/IaHe Ha ounTe. MosKe [a MPUYUHH aleprudHa KoXKHa peakiys. Moxe 1a NPUYHHY alIeprUuHU WM aCTMATHYHN CUMIITOMH WX 3aTPyIHCHUS B
JIMIIAHETO TPH BAUIIBaHE. [IpHYnHABA yBpEkKJaHE Ha OPraHUTE HOCPEICTBOM TPOABIDKUTEIHA HITH TIOBTAPSIIIA CE EKCIO3UIIHSL.
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Dichlorodiaminocyclohexaneplatinum

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETA

ETnkerupane B cboTBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)

Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

GHSO05 GHSO08
OrnacHo

H317 - Moxe 1a IPUYMHHU aJlepruyHa KOXKHa peaKiys.

H318 - IIpean3BukBa CEpHO3HO YBPEKAAHE HA OUUTE.

H334 - Mo>xe 1a MpUYUHH aJeprUIHA WIX aCTMATUYHH CHMITOMH MM 3aTPYXHEHHUS B TUIIAHETO
TIpH BAUIIBAHE.

H341 - IIpennonara ce, 4e IPUINHSABA TeHETUIHN JE(EKTH.

H351 - IIpennonara ce, 4e IPUINHSBA PaK.

H360 - Mo>xe 1a yBpeau OIUIOAUTENHATA CIOCOOHOCT MIIH IUIOA.

H372 - IIpuunHsBa yBpexkIaHe Ha OPraHUTE IIOCPEICTBOM IPOIBDKATEIHA HIN [IOBTApSIIIA ce
€KCTIO3UIIHSL.

P201 - Ilpenu ymotpeba ce cHabneTe ChbC CIEIUATHU HHCTPYKIUH.

P202 - He n3non3Baiite npeau a CTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
0e3omacHoCT.

P260 - He aumBaiiTe mpax/ImyIex/ras/auM/U3IapeHus/aepo30iIH.

P264 - Jla ce m3mue pbueTe 10 TaKTUTE U JHIETO CTapaTelHo CIel yIoTpeoa.

P270 - Jla He ce sine, MHe WK IIyIIU OpH YIOTpeOa Ha IPOIYKTa.

P272 - Jla He ce u3Hacs 3aMBbpPCEHO pabOTHO OOJICKIIO U3BBH PaOOTHOTO OMELICHHE.

P280 - M3non3BaiiTe npennasHy pbKaBULU/TIPENa3HO 00ICKIO/MPena3Hi OYrIa/Ipea3Ha Macka
3a JHIIe/Ipeana3H CPEeCTBA 32 3alIUTa Ha CIyXa.

P284 - Hocete cpencTsa 3a 3amuTa Ha AUXAaTEIHUTE TBTUINA.

P302+P352 - ITP1 KOHTAKT C KOXXATA: U3muiite 0OMIHO C BOIA.

P304+P340 - [TPU BAWNIIBAHE: 13Benere MUIETO HA YUCT BB3AYX M IO OCTABETE B MO3UIINS,
yIIeCHSBAIIA JUIIAHETO.

P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIDKEHUE
Ha HAKOJIKO MUHYTH. CBajieTe KOHTAKTHHTE JICIIH, aKO UMa TAKHBA H JOKOJIKOTO TOBA € BH3MOXKHO.
IIpoxbmKeTe ¢ M3ILIAKBAHETO.

P310 - Hezab6aBHo ce obanere B IEHTBP [1O TOKCUKOJIOI' A nnu Ha nekap.

P314 - TIpu Hepa3noI0KeHNE MOTHPCETEe MEAUIIMHCKH CHBET/TIOMOIII.

P321 - Cnenuanusupano je4yeHue (BXK. TOMBbIHUTEIHA HHCTPYKLUS 32 IIbPBa IOMOIIL Ha TO3H
€THKET).

P333+P313 - [Ipu mosiBa Ha KOXXKHO JIpa3HEeHe WK 0OpUB Ha KoxaTa: [loThpcere MeTUIMHCKU
CBBET/IIOMOLLI.

P342+P311 - [Ipu cumntomu Ha 3atpyaHeHo aumane: Obanere ce B UIEHTHP 10
TOKCHKOJIOT M unu Ha nexap.

P362+P364 - Cpanete 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETe NpeIu MOBTOPHA yrnoTpeda.

P405 - Jla ce cbxpaHsiBa 1o KIr0y.

P501 - CbappkaHHETO/CHABT Aa CE€ U3XBBPIIH B IyHKT 3a CHOMpPaHE Ha OMACHH WITH CTICLHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHY, HAIIMOHAIHY /UM MEKIyHApOJHU
pasnopenou.

E'l‘l/lKC’l'l/lpallC B cChOTBeTCcTBHE ¢: U3K/II0ueHus 3a BBTPCIUIHU ONIAKOBKH, KOraT0 CbAbP’KAHUETO HE NPEeBUIIIaABAa 10 ml.

ITukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHocTH

Jpyra uadopmarys

gy

GHS05 GHS08

Buaumanwue - BCHICCTBO, KOCTO BCEC OIIC HE € U3IIMUTAHO HAITBJIHO.
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Dichlorodiaminocyclohexaneplatinum

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 Npentundukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Dichlorodiaminocyclohexaneplatinum CAS Ne: 61848-66-6 <100 Eye Dam. 1, H318

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

Repr. 1B, H360
STOT RE 1, H372

3a mennus TekeT Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

IIbpBa nomo1i - 001K MEPKU : B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE TPOIBIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa nomo1 Mpu BIUIIBAHE . H3Besere nMLETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpagaiys a CU nodnHe. B ciy4aii Ha pecriupatopau cumnromu: Obanere ce B TOKCHKOJIOTHYCH
LEHTBP WIH Ha JIeKap.

[IbpBa HOMOIIL IPY KOHTAKT € KOXKATa . Caaziere 3aMbpceHOTO 00J1eKI10. VI3MHIiTe BHUMATEIHO U OOMIIHO ChC CallyH U BoJa. AKO
CHMIITOMHUTE HPOJBIDKABAT, J]a Ce IIOBUKA JIeKap.

[IbpBa noMoILL TPY KOHTAKT € OYUTE . MznakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPKUTE KICHAYUTE HIMPOKO OTBOPEHU (B
HPOBIDKCHNE Ha NOHE 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIHU, aKO MMa TAKHBA M JIOKOJIKOTO TOBA
€ Bb3MOXKHO. [Ipoabmkere ¢ u3iakBaneTo. Jla ce H3BBPIIN He3a0aBeH Mperiies OT 0QTaIMOIIOT.

ITbpBa oMo IPH MOTTBILAHE : Msmiaksere ycraTa ¢ Boja (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4OBeK B Oe3cb3HaHue. He3abaBHO MOThpceTe MEAHIIMHCKH ChBET/IIOMOLIL.

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

CP[MHTOMI/I/C(i)eKTI/I CJIe BAUIIBAHE : Moxe na NPUYINHU aJTIEPTUIHU WIIK aCTMAaTUYHU CUMIITOMH WM 3aTPYAHCHHUA B JUIIAHETO IIPH
BIWIIBAHE.

CP[MHTOMI/I/C(i)eKTI/I CJIE] KOHTAKT C KOXKaTa : Moxe na NPUINHHU aJIEPrudHa KOXKHA peaKkuus.

CP[MHTOMI/I/C(i)eKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO YBPEKIAHE HA OUUTE. 3a‘IepBﬂBaHI/Iﬂ, Gosika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIMHCKH T'PUKHA U CIELIMAJTHO JIeYeHue

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

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BBIiepoieH AHOKCH .
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIsIiu moxaporacuTelIHA CpeICTBa : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO NPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Onacau IPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap : HemwmaoTO TOpCHE 0013060>K,ua13a OITACC€H BBIJICPOJICH OKHUC, BBIVICPOACH JABYOKHUC U IPYTA TOKCUIHU
razoBe. Bp3MOXKHO € OTAENSIHETO Ha TOKCHYHU U3IIapCHUA.

5.3. CbBeTH 32 NOKAPHUKAPHUTE

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 03 MOAXOSIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxaresHa 3anmTa. [IsiHa 3amura Ha TSI0TO.
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Dichlorodiaminocyclohexaneplatinum

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

3EJI 6: Mepku npu aBapuiiHO U3IyCKaHe

6.1. JInuHM MpeANa3HH MePKH, MPeANa3HU CPeICTBA H MPOLeIyPH NPH CHEIIHH CIy9an

OO0y MepKu : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H JIPEXHTE.

3a nepcoHaJi, KOITO He O0TroBaps 3a CHElIHHU CJIydYan

ABapuifHu TI1aHOBE : Jla ce oTCTpaHH HEHY>KHUS IIEPCOHAIL.

3a JIMIATAa, OTTOBOPHHU 32 CIICIIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 060pyaBaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha eKCro3uLusaTa/ TMYHU Mpena3Hu cpeacTsa’.

6.2. l'[pezmasfm MEPKH 32 Olla3BaHe HA OKOJIHATA cpeaa
I[a ce u3bsrsa HU3IIYCKaHE B OKOJIHATa cperaa. Hpe,Z[OTBpaTeTC HaBJIM3aHETO B KaHAJIU3alUATa U B OﬁH.ICCTBeHPITC BOOH.
6.3. MeToau u MaTepHaJid 3a OorpaHnvyaBaHe U MNOYUCTBaHE

3a 3abpKaHC : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U ITIOCTABETE B ITOAXOIAILL KOHTCﬁHCp 3a 0663Bp€)1(2[6He Ha OTIaabIu.
Metoau 3a MO4YnCTBaHEe . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTH 00mITHO ¢ Boza. [TouncTBaHe ¢ MOMINTA Ha JACTEPIeHT.

6.4. [To3oBaBaHe Ha APYrU pa3aean

Bxre Pasnen 13 otHOCHO HH(pOpMarust 3a 06e3BpexkIaHe Ha OTIAJBIHUTE.

PA3JIEJI 7: Pa6oTa u cbXpaHeHue

7.1. Ilpenna3uu MepkH 3a 0e3onacHa padora

JIOI'BIIHUTENHY ONTACHOCTH TI0 BpeMe Ha padboTa : Jla He ce u3narar OpEeMEHHHTE KEHHU WIIM KbpPMayKHTE.

Ipeana3uu Mepku 3a 6e3omacHa paboTa : Jla ce u30srBa BCSKaKBa U3NHUIIHA eKcrio3ulus. [la ce ocurypu 100po nmpoBeTpsiBaHe Ha pabOTHOTO
MSCTO.

XUTUEHHH MEPKH : Jla He ce s/, nHe WK IIyIIH OpH yrnotTpeda Ha nmpoaykra. Jla He ce n3Hacs 3aMbpCeHO paboTHO

00JIeKII0 U3BBH pabOTHOTO oMeleHue. Jla ce I3MUAT pblieTe NPy IOYUBKHUTE H CIEN
IPHUKIIOYBaHE Ha paboTaTa.

7.2. YcnoBus 3a 0e301aCHO ChbXPaHsABAHe, BKJIKYHTEIHO HECbBMECTHMOCTH

VcnoBust 3a ChXpaHsSBaHEe : Jla ce cpxpansBa Ha 10Ope mpoBeTpHBO MsicTo. ChABT [a Ce ChbXpaHsiBa ILTFTHO 3aTBOPEH. Jla ce
a3 OT TOIUIMHA U IIpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHN MaTepHAIH : Jla ce cpxpaHsBa B OpHTMHATHHTE KOHTCHHEPH.

7.3. Cnennduuna(n) kpaiina(u) ynorpe6a(m)

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALIHS

31EJI 8: KoHTpo.1 Ha eKCIIO3UIMATA/JINYHH NPEeANa3HH CPeCTBA

8.1. [IapameTpn Ha KOHTPO.JI

Hsma HanuyHa AOMBIHUTEIHA I/IH(I)OpMaLH/IH

8.2. KoHTpo.1 Ha eKCIO3HIMATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Ioaxoasiy MHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMYKaTEIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH Mo 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIMYHM Npena3sHu cpeacTBa

3ammTa HA OYHUTE U JIMLETO

3amuTa Ha ounTe:
Ja ce HocsT npeanazau ouna. [IpeanasHu oumna cbe crpaHuyHa 3amuTa. (EN 166)
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Dichlorodiaminocyclohexaneplatinum

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

3ammTa Ha Ko}KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOAIIO HpenasHo obieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmiika. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONUMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa HA AMXATEJHATE IIBTHINA:
B ciyuaii Ha 0O6pa3yBane Ha IIpax [1a ce H3MOJI3Ba anapar 3a quiuane ¢ Guarsp: P3

3JIEJI 9: ®u3uyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSTHUE : TBBPIO BEIIECTBO
Bsar . He e HanuuHO
BbHIleH BHT : IIpax.
MonekyiHa Maca : 380,2 g/mol
Mupuc : He e Hanuuno
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha TONEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUIIEHE . He e HanuuHO
3anajauMoct . He e HanuuHO
JlonHa rpaHuLa Ha €KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHHMIIa HA EKCIUIO3UBHOCT . He e npunoxumo
[Tnamua TeMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amajiBaHe . He e npunoxumo
Temmneparypa Ha pa3iaraHe . He e HanuuHo
pH : He e nannuno
pH pasrBop : He e nanuuno
Bucko3uTeT, KHHEMaTHUEH : He e npunoxumo
PazrBopumoct . He e HannuHO
KoeduimeHT Ha pa3npenesnenue: n-okranoin/soga (Log  : He e HanuuHO
Kow)

Hansrane na napure . He e HannuHo
Hansrane na napute npu 50°C : He e nanuuno
ITIrpTHOCT . He e HanuuHo
OTHOCHUTEIHA IUITBTHOCT . He e HannuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha gacTuiure . He e HannmuHo
9.2. Ipyra uagopmanus

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

3AEJI 10: CTa0MJIHOCT U PEAKTHBHOCT

10.1. PeakunoHnHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(bOpMaLII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTENTHA HHPOPMAIUST

10.3. Bb3MOKHOCT 32 ONACHH PeaKIUH

Hsma HannyHa nombiHUTETHA HHOPMALUS

10.4. YcioBusi, KONTO TPsIOBA /1a ce H30ATBAT

HsiMa Hann4yHa JOMBJIHATENTHA HHQOPMALHS
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Dichlorodiaminocyclohexaneplatinum

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

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PIH(bOpMaHHﬂ

PA3JEJI 11 HYHA MHopMaLus

Ocrpa TOKCHYHOCT (OpaiHa) : He ce xknacu¢umpa (JIunceat nanxu)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xknacu¢umpa (JIunceat nanxu)

OcTpa TOKCUYHOCT (BIMIIBAHE) : He ce xknacu¢umpa (JIunceat nanam)

KoposzusHocT/ipa3Hene Ha Koxara : He ce xnacudunupa (JIuncsat nanxm)

CepHo3HO yBpeXkIaHe Ha OUHTe/pa3HeHe Ha OUHTe : TIpeausBHKBa CEPHO3HO yBPEKAHE HA OUMTE.

CeHcnbunu3alys Ha JUXaTEIHUTE IBTHIIA WK Koxkara  :© MojKe [a IPUYUHY AJIePTHYHHI HIIH aCTMATUYHH CHMIITOMH WJIM 3aTPYAHEHHS B AHIIAHETO [PU
BauIIBaHe. Moxe a IPHYMHI aJIepruyHa KOXKHA PeaKiusl.

MyTareHHOCT Ha 3aPOJNLIHATE KICTKH . Tlpenmonara ce, 4e NPUUYNHSIBA TEHETHYHH JS(PEKTH.

Kanneporennoct . Tlpenmonara ce, 4e NPUUUHSIBA paK.

TOKCHYHOCT 3a PEHPOMYKLHATA : Moxe 1a yBpeau OIUIOAUTEIHATA CIOCOOHOCT HIIH ILIOJA.

CTOO (cnenurdHa TOKCHYHOCT 3a OIPEACTICHI . He ce xnacuduuupa (JIuncsat faHHN)

OpraHu) — eIHOKPATHA EKCITO3UIIUS
CTOO (crnenuduyHa TOKCHYHOCT 32 ONPEICICHU : IlpuunHsiBa yBpexAaHe HA OPraHUTE MOCPEICTBOM MPOIBIKUTEIHA WITH [OBTAPSIIIA CC SKCIIO3HIIHS.
OpraHu) — MOBTApPsILIa CE EKCIIO3ULIUS

OnacHOCT NpH BJNIIBaHE : He ce xnmacudumupa (JIuncear nanHm)

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaHHﬂ

PA3EJI 12: Exojioru4yHa uH(popmanust

OmacHo 3a BoHAaTa cpejia, KpaTKoCpodHa (0cTpa) : He ce xnacudunupa (JIuncsat nanxm)
OmacHo 3a BogHAaTa cpefia, IBITOCpPOUYHa (XPOHHYHA) : He ce xnacudunupa (Jluncsat nanxm)

Dichlorodiaminocyclohexaneplatinum (61848-66-6)

YcToiuMBOCT U pasrpaauMocT He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaHHﬂ

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaI.II/[SI

Hsma nanwyHa gonbiHUTENHA HHOOPMAIIUSL

Hsma HanuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIUS
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Dichlorodiaminocyclohexaneplatinum

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

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXBIN

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

PA3JIEJI 14: UHdopManusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH nin naeHTHGUKAUOHEH HOMEP

He e oOekT Ha HapeOUTE 3a TPAHCIIOPT

14.2. Touno HaMMeHOBaHMe HA NPaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynmpa He ce perynupa

14.3. Knac(oBe) Ha 0NAaCHOCT MPH TPAHCHIOPTHPAaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBbuHa rpyna

He ce perymupa He ce perynupa He ce perymupa

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He ce perynupa He ce perynupa He ce perynupa

Hsma JOITBJIHUTCITHA HAJTUIHA I/IH(l)OpMaI_IPU{

14.6. CnenuajiHy npeana3sHu MepKH 32 OTpeduTeuTe

CyxonbTeH TPAHCIIOPT
He ce perymupa

Tpaucnopt no mope
He ce perymupa

Bb3ayumien Tpancnoprt
He ce perymupa

14.7. MopckH TPAaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha MeKIyHapoAHATA MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenoda

15.1. CnenuduyHu 3a BeNIeCTBOTO UJIH CMECTAa HOPMATHBHA ypen6a/3aKoHOIATEICTBO OTHOCHO 0€30MaCHOCTTA, 3IPABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, lIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [punoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seumiecrsa (SVHC)

He cpappixa BemecTBo(a), BKItodeHo(n) B ciucbka Ha REACH ¢ xannunar-senecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO HAPYIIABaT 030HOBUS cJI0ii (2024/590)

He ¢urypupa B cnuchKa ¢ BelecTBa, KOUTO Hapymasat 030HoBus cioit (Permament EO 2024/590)
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Dichlorodiaminocyclohexaneplatinum

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/IeJIUs ¢ IBOHHA ynoTpeda

He ¢urypupa 8 PETJTAMEHTA HA CBHBETA (EC) 3a koHTpoI Ha M3/€/Hs C ABOIHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeectBa (EC 2019/1148)

He ¢urypupa B cnucbka ¢ npexypcopu Ha B3puBHH Betiectsa (EC)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKoTH4YHM BemecTBa (EO 273/2004)

He ¢urypupa B crimcska ¢ npekypcopn Ha HapkotraaH BemecTsa (EC)

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hammana JOITBJIHUTCITHA HH(l)OpMaLIPI}I

PA3/IEJI 16: Ipyra undgopmanus

Nuankanus 3a npoMeHn

Pasznen IIpomeHeH eneMeHT Komentapu
Jlara Ha pepakuusara Jlo6aBeHo
3aMeHs BepcusTa OT JobaBeHo

1.1 CAS Ne Jlo6aBeHo

1.2 Orpanudenus 3a ynorpeda IIpomeneno

1.2 Ynorpeba Ha BelecTBOTO/CMecTa IIpomeneno

1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxnarto

2.1 Heb6naronpusitHn QU3HKOXUMHUYHH e(DEKTH 1 IIpomeneno
HeOIaronpuaTHU e(peKTH 3a 31APaBeTO Ha YOBEKa U
OKOJIHATa cpejia

2.1 Krnacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

22 IMuxrorpamu 3a onacHoct (CLP) IIpomeneno

2.2 Tpenopsku 3a 6e3omacHoct (CLP) IIpomeneno

2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno

2.3 [pyra unpopmarius JobaBeHo

4.1 ITepBa nomons - 00N MEpKU Jlo6aBeHo

4.1 IIppBa noMoIIL TP KOHTAKT € KOXKaTa IIpomeneno

4.1 IIppBa nomo1 npu BAUIIBAHE IIpomeneno

4.1 II'ppBa nomo1I npu NOrTbIAHE IIpomeneno

4.1 IIbpBa mOMOIIL IPU KOHTAKT C OYUTE IIpomeneno

4.2 CumnTomu/eexTd ciell BAUIIBaHE IIpomeneno

4.2 Cumrnitomu/eheKTn clies KOHTAKT ¢ KoXKarta ITpomeneno

4.2 CumMnromu/edeKT ciielf KOHTaKT C OYUTEe IIpomeneno

4.2 Cumnromu/edextu IIpemaxunaro

43 Jlpyro MeIMIMHCKO CTAHOBUILE WIIU JICYEHHUE IIpemaxnarto

5.1 Henonxxonsuy noxaporacuTenHu CpeACTBa Jlo6aBeHo

5.1 Tloaxoasmu noxaporacuTesH1 CpecTBa IIpomeneno

5.2 OmnacHY IPOIYKTH Ha paslajiaHe B cIydail Ha Jlo6aBeno
oxap

52 OmacHOCT OT IoXKap IIpemaxnarto
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Dichlorodiaminocyclohexaneplatinum

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

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu
53 3amura Ipy raceHe Ha IoXap JlobaBeHo
53 MucTtpyxunu 3a racene Ha MOXapHu IIpomeneno
6.1 3amuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiHy IIaHOBE IIpomeneno
6.1 O6mm Mepku ITpomeneno
6.2 IMpennasHn MepkH 3a ona3BaHe Ha OKoJsHata cpena | JlobaBeHo
6.3 3a 3aabpikaHe JobaBeHo
6.3 MeTtoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBane Ha apyru paznen (8, 13) JobaBeHo
7.1 JIObIIHUTEIHU ONIACHOCTH 1O BpeMe Ha paborta IIpomeneno
7.1 Ipenmna3uu Mepku 3a Ge3omnacHa paboTa IIpomeneno
7.1 XUTHEeHHU MEPKH IIpomeneno
72 YcnoBus 3a cbXpaHsIBaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 TexHuueckn MEpKu IIpemaxnarto
7.3 CreuuduyHy KpaiHu yrnoTpeou IIpemaxuato
8.2 3amyta Ha TUXATEITHUTE ITUIIA IIpomeneno
8.2 3amura Ha pbLETe IIpomeneno
8.2 3ammra Ha OYUTE IIpomeneno
8.2 Tloaxoasiin HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3alura Ha Ko)Kara U TSUIOTO IIpomeneno
9 MornekyiHa Maca JlobaBeHo

9 Mupuc IIpemaxunarto
10.1 PeakionHa criocoOHOCT IIpemaxnarto
10.5 HecwBmMecTumu Matepuanu IIpemaxHarto
10.6 OnacHu NPOJYKTH Ha pasmnagaHe IIpemaxuarto
12.1 Exonorus - o010 IIpemaxnaro
13.1 Pernonanuu pasnopeno1 3a OTnabIHTE IIpemaxunato
II'bnen Texer na H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Carc. 2 Kanueporennoct, Kareropus 2

Eye Dam. 1 Cepro3Ho yBpexaane/apasHeHe na ounte, Kareropus 1

Muta. 2 MyTareHHOCT 3a 3apoJUIIHU KiIeTkH, Kateropus 2

Repr. 1B ToxkcnunocT 3a penpoxykuusaTa, Kareropus 1B

Resp. Sens. 1 PecnmpaTopra cencnbunmzanust, Kateropus 1

Skin Sens. 1 Koxna cencubunmzanust, Kateropus 1

STOTRE 1 CrennpuyHa TOKCHYHOCT 32 ONPEETICHN OPTaHu — MOBTapsila ce excrno3uwys, Kareropus 1
H317 Moske J1a IPUUUHH aJepruyHa KOXKHA PeaKIys.
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Dichlorodiaminocyclohexaneplatinum

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

I'baen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHoOCT:

H318 IIpenn3BukBa cepro3HO yBpEXkKIaHE HA OUUTE.

H334 Moske 1a IPHYMHY aIePTUYHU WIH aCTMATHYHU CHMIITOMH WM 3aTPyJHEHUS B JUIIAHETO IIPU BIMIIBAHE.
H341 Ipenmonara ce, 4e NPUYNHABA TCHETUIHU I(EKTH.

H351 IIpeamnonara ce, ye NPUYUHSABA PAK.

H360 Mosxe 1a yBpeIy OIUIOJUTENIHATA CIIOCOOHOCT MITH TUIOJA.

H372 IpuurHsBa yBpexaaHe HA OPraHUTE MOCPECTBOM NPOBIKUTETHA MIIU OBTaPSIIIA CE €KCIIO3HIIHS.

Wudopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmarusTa, Chabpikaiia ce B To3u MHGopMaIoHeH JIMCT 3a 6€3011aCHOCT, € MoJIy4eHa OT H3TOUYHHIIU, KOUTO CMsTaMe 3a
HaJIeKIHA. Bhrpeku ToBa, MH(pOpMaILUATa ce npeaocTaBs 0e3 HUKaKBa rapaHiiys, M3pu9Ha WK nojpa3duparia ce, OTHOCHO HeifHaTa KOPEKTHOCT. Y CJIOBHsITA UIIH
MeTojuTe 3a paboTa, ChbXpaHeHHe, yIoTpeda ik 00e3BperkKIaHe Ha MPOJIYKTa Ca W3BbH HAIINS KOHTPOJ U MOJKE Ja Ca M3BbH Halata KoMIeTeHTHOCT. [Topau
Ta3u U JIPyTU NPUUMHH, HIE HE TOeMaMe OTTOBOPHOCT M U3PUYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IIETH MM Pa3X0JIH, MPOU3THYAIIHN OT WK CBbpP3aHH
0 HAKAaKbB HAUMH ¢ paboTaTa, ChXpaHEHHETO, yroTpedaTa win 00e3BpexkIaHeTo Ha poaykTa. To3u MH(popMalnoHeH JIMCT 3a 6€30MacHOCT € U3rOTBEH U TPsiOBa
Jla Ce U3I0JI3Ba CaMo 3a TO3H MPOIYKT. AKO IMPOIYKTHT C€ M3I0JI3Ba KaTO ChCTABKa Ha JIPYTH MPOJIYKTH, HATHYHATa HH(OpMAaIKs O MOTJIa Jia Ce OKaxe
HenpuiokuMa. Ta3u uHpOpMaIKs ce OCHOBABa Ha HALIMTE TEKYIH MO3HAHUS U € TPeJHa3HaYCHa JIa J1a/Ie ONMCaHNe Ha MPOIYKTa CaMo 3a LEeJIUTe Ha
3/[paBeoIa3BaHeTo, 0e30MacCHOCTTa M OKOJIHATA cpeia. [Topajiu ToBa, TS He TpsAOBa Jla ce THIIKYBa KaTO rapaHIMs 3a CBOMCTBATa Ha MPOJIYKTa.
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