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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Dichlorodiaminocyclohexaneplatinum
Xnuwn Ovopacio : Dichlorodiaminocyclohexaneplatinum
apBpuog CAS : 61848-66-6

Kodwog mpoidvtog : 201700163

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc mTpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épgvva kot avamtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds TMAedVOV £Metyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIvouvOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

ZoPapn opbuipkn PAAPN/0@BaA oG epebiopdS, KaTnyopia 1 H318
EvaisOntonoinon tov avomvevotikod, katnyopia 1 H334
EvawsOntonoinon tov déppatog, karnyopio 1 H317
MetoAra&Lyéveon YEVVITIKOV KUTTAP®V, Katnyopio 2 H341
Kapxwoyéveon, katmyopio 2 H351
To&wdmTa 6TV avorapaywyn, katnyopio 1B H360

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and exovelnuuévny  H372
£x0eon, katmyopio 1
I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOopnTeS QUoKONIKES EMIPAGELS, KAOADG Kol EMIPAGEIS 6TV 0vOpAOTIVY VYEio Kot 6T0 TEPIPdAlov

"Yromto yio mpdrhnon kapkivov. Yonto yio TpdkAnon yevetlk®v erattopdtov. Mmopet va PAGyet T yovipdmra i) o éuPpvo. [pokaiel cofapn opboiukn
BAaPN. Mropei va tpokaréoet oAlepyikn deppatikn avtidpact. Mropel va mpokaAécel alhepyia 1 copmtdpote Gobpotog 1} SV6TVoln GE TEPITTMOT EIGTVONG.
[pokaiei Prafeg oto Opyava VoTepa amd TopaTeTAUEVN 1 ETAVEUUEYT ExBeo).
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

2.2. Ltoyeia eTIKETOG

Xapoxktnpiopog copeava pe tov Kavoviopd (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivdvvov (CLP)

Ipogwboromtiky AEn (CLP)

AnAdoelg emkvdvvottag (CLP)

AnAdoeig Tpoeviaéng (CLP)

GHSO05 GHS08
Kivdvvog

H317 - Mropei vo. tpokaAécel 0ALepYIKT SEPUATIKT AvVTidpOoN.

H318 - IIpoxaiei coPapn opBaipkn BAGSN.

H334 - Mnopei va mpokadécetl adlepyio 1| cupmtdpato dodpatog 1 d0omvola og mepintwon
€10TVONG.

H341 - "Y7tomto Y10 TpOKAN G YEVETIKOV EAATTOUATOV.

H351 -"Yronto yio mpoxAnon Kapkivov.

H360 - Mmopei vo. BAdyet T yovipdtnta 1 1o Euppuo.

H372 - TIpoxaiei PAGPec ota Opyavo VOTEPO OO TAPATETAUEVT 1| ETAVEIANUUEVT EKBEOT.

P201 - Epodwiorteite e Tig €181kéG 0dNyieg Tpv amd ) xpron.

P202 - Mnv 10 pNCLOTOMNGETE TPV SOPACETE KL KATAVONOETE TIG 00N YiEG TPOPOAAENS.

P260 - Mnyv avoamvéete okdvn/ovabodoets/aéplo/otayovidlo/atnods/ekvepdpaTa.

P264 - TTAOvete Ta ¥€p1a, TOVG TNYELS (AvTIBPayieL) Kot T0 TPOGMTO GYOMUGTIKE LETH TO XEPIGHO.
P270 - Mnyv 1pdrte, mivete 1 Komvilete, OTAV XPNCLOTOLEITE OVTO TO TPOTOV.

P272 - Ta polvopéva evovpata epyosiog dev mpémet vo. fyaivouy amd o ydpo epyasiog.

P280 - No @opdrte TpOGTATEVTIKE YAVTIO/TPOCTUTEVTIKG EVOVHATO/HEGO OTOHIKIG TPOCTAGIOG Y10 TOL
UATLO/TO TPOGMTO/TAL OVTIA.

P284 - Xpnowonoeiote HESH ATOUIKNAG TPOOTAGING TNG OVOTVOTG.

P302+P352 - ZE IIEPIIITQXH EITA®HX ME TO AEPMA: ITAdvte pe dpbovo vepod.

P304+P340 - ZE IIEPIIITQXH EIXIINOHZ: Metagépate Tov nofovia otov kabapd aépa Kot
AQPNOTE TOV VoL EEKOVPOOTEL GE GTAGT OV SIEVKOAVVEL TNV AVOTTVOT).

P305+P351+P338 - £E IIEPIIITQXH EITAO®HE ME TA MATIA: EenA0vete TPOGEKTIKA LE VEPD
Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eival €0KOA0. Zuveyiote va
Eemlévere.

P310 - KoAéote apéomg 1o KENTPO AHAHTHPIAZEQN 1 éva yotpo.

P314 - ZupPovievbeite/Emokebeite yiotpo edv aicBavieite adabeoio.

P321 - Xpetdleton edkn ayoyn (PAERTE GUUTANPOUATIKESG 0dNYiEG TPOTOV PoNOEIDV OTNV ETIKETAL).
P333+P313 - Eqv mapatmpnBei epediopodg tov déppatog 1 eppavictei e€avonua:
Toppovievbeite/Emokepbeite yotpo.

P342+P311 - Eqv mapovcialovtat avamvevotikd cupntodpato: Koléote to KENTPO
AHAHTHPIAZEQN 1 éva yiotpo.

P362+P364 - BydAte ta polvopéva podyo Kot TAOVTE Ta TPV To. EAVOYPNCLLOTOU|GETE.

P405 - dvidooetatl KAEWB®UEVO.

P501 - AwdBeomn Tov mEPLEXOnEVOV/TEPLEKTN GE oMpelo GLAAOYNG EMKIVELV@OV 1| E18IKOV amoPAT®V,
GULPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Ko dleBveic Kavoviopove.

Iipoaven ocoppove pe: E€oipeitar n eomTepIki] 6vokevOoio, To TEPLEYOPEVE TS 0Toiag OV vepPaivouy Ta 10ml.

Ewovoypdppoata kvdvvov (CLP)

2.3. AlLot Kivoovol

Alheg TANpopopieg

£
GHSO05 GHS08

IIpocoyn - N mapodoa ovcio dev Exel aKOUN SOKILAOTEL TANPWOG.
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 3: XOv0eon/ainpo@opies yio T0 6GVOTUTIKA

3.1. Ovoieg

Ovopa AvayvopioeTikog KOOIKOG % Koraraén cdopeova pe tTnv odnyia
TPoidvTOg 1272/2008 EK [CLP]

Dichlorodiaminocyclohexaneplatinum ap1Bpdg CAS: 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

IIpeg keipevo tov dnhdoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiov

4.1. Meprypoon péTpov TpOTOYV fondsrdv

Fevicd pérpa tpodtev Ponberdv 1 Ye mepintoon ap@BoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbetdv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1EVKOADVEL TV avamvoT|. APriote Tov Tafdvta va EEKOVpaoTel. Te TEPITTOOT AVOTVEVGTIKMOV
mpofinudtov: Kakéote 1o Kévipo Anknmpidoeov 1 1o yatpd coc.

Métpa tpdTev Bondeidv petd omd exaen pe To dEpuo : Bydte ta poivopéva podya. ITivvete amald pe dpbovo vepd kot coamovvi. Eqv to cupntdpata
EMPEVOVV, KAAESTE Y10TPO.

Métpa tpdtev Bondeidv petd amd exapn pe o PLaTio 1 Eemhivete apécmg Kol TOPATETAUEVO HE VEPO KpaTMVTAS avorytd o PAEQapa TovAdy ooV 15
Aemtd). Edv vdpyovv @oioi emaens, apatpEote Toug, EpOcov gival edkolo. Xuveyiote va Eeniévere.
Zvpfovievteite apéoms oeOaipioTpo.

Métpa tpdtov Bondeidv petd amd katdmoon : Eemhdvete o otOpa pe vepd (Lovo edv o dtopo dratnpel Tig atonoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TTOL £XEL XAOEL TIG a1oBfoelg Tov. ZupPovievbeite/Emokepbeite
ApESHG YLTpo.

4.2. TpavTIKOTEPO, GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS LETE OO ELGTVOT : Mnopei va tpokoréoet addepyio 1| copntdpaTo AcOUL0TOS 1) VGTVOLN GE TEPITTOOT EIGTVOTIC.
ZOUTTOUOTO/EMOPACELS UETA OO ETOPT| LUE TO DEPLLOL : Mmnopei va Tpokoréoet aAdepyikn deppatikn avtidpoon.
ZOUTTONOTO/EMOPACELS LETE OO EXAPT| UE TOL LATIOL : Ilpokarel coPapn opbaiuky BAAPN. EpuBpotnta, mévoc.

4.3."Evo€1En 0To10.601)TOTE ATUITOVREVIS GUESTG LUTPIKNG QPOVTIONS KAl 101K G Oepameiag

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 5: Métpa y10. TV KOTOTOAEPNN O] TG TUPKAYLAG

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v tepiBdilovoa Tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodsPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepoo.

5.2. Exdukoi TOmol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRO

X mepinTmon TupKaylig Tapdyovtot ETKivéuva 1 H atelg kavomn anehevbepdver emkivduvo povoeidio tov avBpaxa, d10&€id1o Tov avBpaika Kot
TPOIOVTO amoGHVOESNG ko to&kd agpta. TIBavn amofoln to&kod vEpoug.

5.3. Zv6Ta0E1S Y10 TOVG TUPOGPEoTEg

MéTpa Yo TV KATATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn Tov vepol T TupdcPeong 6To TEPBAALOV.
Ipooctacio katd v TopdoPeon 1 Mnv enepPaivete yopig KatdAANA0 EOTAMOUO. AVTOVOLT AVOTVEVGTIKT] GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKT) GTOAN.
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVOTG

6.1. IIpocomkéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTAMGIOS KOL S10OIKAGIEG EKTOKTNG UVAYKNG

Ievikd pétpa : AmoQevyeTE TV EMOPT} TOV TPOIOVTOG LLE TO SEPLLA, T HATLO ) TO POVYLGLUO.

I TpocOmKS GAro a6 TO TPOGOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG OVAYKNG : ATOHOKPOVETE TO TEPITTO TPOCHOTIKO.
T dTopa wov TpocsPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdAnio eEomhopd. ' tepiocdtepes TAnpopopies avatpiére oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.

6.2. Ileprparrovrikég mpoPuAGEELS
Na anopedyetar 1 Erevbépmon oto mepipdrrov. Eumodicte T €i6080 6T0VG 0mOXETEVTIKOVG 0y®@YOVG 1) 6TO dNUOGLO SiKTVLO VEPOL.

6.3. M£00d01 Kon VAIKG Y10 6VYKPATI 0N Kol KaOoplopo

I'a v amobnkevon : Amoppo@noTe T0 PE £V AdPOVEG DAIKO Kol TOTODETOTE TO G€ Evav KOTAAANLO Teptéktn S1ébeong
amofANTmV.
MéBodot kabopiopod : Eemhdvete TI LOAMGUEVEG EMPAVELES e GpBovo vepd. Kabopiopog (e anoppumavTikd.

6.4. [lopomopnn) og Ghho TpHpATO

Agite to Tpnipa 13 yio Tinpopopieg oxetikd pe ) dudbeon.

TMHMA 7: Xeipiopég kan amodikevon

7.1. TIpo@uAGEELS Y10 AU YELPIOHO

EmumAéov kivovvor katd v enegepyacio . Eyxopovovoeg kot Onialovoeg va v pyoviol 6€ Kopio ETaQ LE TO TPOIoV.
TIpo@uAGEELS Y10 0GQAAN XEPIGUO 1 Amogevyete k6Oe mepirt kbeom. Opovricte OoTE 0 YHPog epyaciog va e&aepileTar cmOTA.
Métpa vylewng : Mnv tparte, mivete 1 kamvilete, Otav xpnoponoteite avtd to mpoiov. Ta polvopéva evdvpato

epyaciog dev mpémet va Byaivouv amnd o xmpo epyacios. [TAOveTE Ta ¥€pLo cog Tpv and Kabe
EPYOCIOKO SLUAELILO KO LETG TO TENOG TNG EPYACING.

7.2. ZovOnkeg 06Qarovs QUAAENG, COPTEPIAARPAVOREVAOV TVYXOV AGVUBATOTNTOV

Zovonkeg @OAUENG 1 AmoBnkedeton og KoAd aeplopevo xmpo. O mepiéktng Sratnpeitar epunTikd KAEGTOG. ATOQEvYETE
™ Céot kot TV Gpeon niokn aktvoPolia.
YAikd cvokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPIEKTES.

7.3. Ewducn} Telkn xpion 1 yp1osis

Agv vdpyovv emmALov TANPOPOPies

TMHMA 8: ‘Edeyyog g ék0eonc/atopiki mpoctacio.

8.1. [TapapeTpor eréyyov

Aev vdpyovv emmAov TANPOPopieg

8.2. 'Edeyyor ék0gong

Katariinior pnyavikoi éreyyol

Katalinior pnyavikoi éreyyou:
Dpovricte hote 0 YDPOg epyaciog vo e&aepiletol 6oTd. ZuvNnOmg ATUITEITAL GUGTNHO YEVIKOD UNYOVIKOD EE0EPIGLOD TOV YDPOV. ZTO HETPO TOV SLVATOD ™)
XPNON TOL TPOIGVTOG TPEMEL VOL YIVETAL GE EPYOGTNPLOKT OBVY).

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

Ipootucio TOV HOTIAOV KOL TOV TPOGAHTOV

IIpocrocia 0pOaipcdv:
Popdre cuokevn TpooTaciog Yo o ptio. [Ipootatevtikd yvad pe mAdylo tpoctatevtikd. (EN 166)
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ipootacio Tov déppatog

IIpocrocia Tov déppartog:
Dopdte KOTGAANAO TPOGTOTEVTIKO povyicpo. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocrocia TOV yePLAOV:
Na popdite kordAAnio yavtue. IIpocstatevticd yavto avOektikd og ynukd npoiovea. (EN 374)

IIpooTucio TOV UVATVEVGTIKMOV 00®V

IIpootacio TOV OVATVEVGTIKAV 00DV:
e mepinTmon Tapay@yng oKOVNG, XPTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e @iktpo : P3

TMHMA 9: ®vokég Kot YNHIKEG 1010TNTEG

9.1. Zroyeia o TS facikéc QUOIKES KoL YNUIKES 1OL0TNTESG

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéopo
Epepdvion 1 Xkovn.
Mopiaxr pata : 380,2 g/mol
Oopn : Mn Swbéorpo
Op1o ooung : Mn Swbéopo
Enpeio théewg : Mn Swbéorpo
Enpeio mhéemg : Mn Swbéopo
Enpeio Bpacpon : Mn Swbéorpo
Evopiektomra : Mn Swbéopo
Xapunkotepo 6pio £kpnéng 1 Aev woyvet
AvdtoTo 0plo expnépomTag 1 Agvioydet
Enpeio avaereéng 1 Aev woyvet
Bepokpacio avTavaPAeEng 1 Agvoydet
Beppokpacio arocHvieong : Mn Swbéopo
pH : Mn Swbéopo
Adropo pH : Mn Swbéorpo
1EDdeg, Kivepatikog (1) : Aevioydel
Awdvtomro : Mn Swbéorpo
2VVTEAEOTNG KOTAVOUNG G€ UELYILO N-OKTOVOANG/VEPOD : Mn Swbéorpo
(Log Kow)

Tdon otumdv : Mn Swbéorpo
ITieon atpov og Oeppokpacio S0°C : Mn Swbéotpo
IMokvotnto : Mn Swbéopo
ZYETIKN TUKVOTNTO : Mn Swbéorpo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéorpo

9.2. Aownéc mAnpoopiss

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xt00gp6tnTo KO AVIIOPUOTIKOTNTO.

10.1. AvtidpacTiKoTnTO.

Agv vrtapyovv emmAéov TANpopopieg

10.2. Xnpwkn) otabepotnra

Agv vrdpyovv emmAéov TANpopopieg

10.3. IMBavéTNTA EMKIVOUVOY AVTIOPAOEDV
Agv vrdpyovv emmAéov TANpoeopieg

10.4. ZovOnkeg Tpog amwopuyn

Agv vdpyovv emmA£ov TANPOPOpie
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Dichlorodiaminocyclohexaneplatinum

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmA£ov TANPOPOPieg

Aev vdpyovv emmAov TANPoPopieg

TMHMA 11:

KOLOYIKEG TANPOPOPIES

Oé&ela to&codmra (amd oTOHOTOS)

Oé&ela to&ucdmroa (Seppotikny)

Oé&ela to&ucdmra (avamvon)

AGBpmon kot epebiopdg Tov d€ppatog

ToPapn opboipun PAPN/epedionog
EvaisOntomoinom tov avamvevotikod 1
gvaucOnTomoinomn Tov dEpRaTog

MetaAro&ryéveon YEVWINTIKOV KUTTOpOV
Kapxwoyéveon

To&wdmTo 6TV Avomapay®Yn

Ewdu to&ucotnta ota dpyava-otoyovg (STOT) —
e@ama& éxbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnupévn ékbeon

Enucvdovotnta avappdenong

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 12: OwoAoyIKES TANPOPOPIESG

Emikivduvo yia to vdativo mepipdilov, Bpayunpobesiog

(0809)

Emicivduvo yia to vdativo meptBdAlov, pokponpobesiog

(xpoviog)

: Mn ta&vounpévog (EAdepatikd dedopéva)
: Mn ta&vounpévog (EAdepatikd dedopéva)
: Mn ta&vounpévog (Eriepatikd dedopéva)

: Mn ta&wopnpévog (EMeparticd dedopévar)
. IIpokodet coPapr o@Boipkr BAGRN.
: Mmopei va mpokarécet adlepyio 1 cvpmtdpato dobpatog 1) SOGTVOLN 68 TEPITTOOT EIGTVOTC.

Mrmopei vo TpokarEcel alepyikn SEPULOTIKY AVTIOPAOT).

: 'Y®omTo o TpOKAN GO YEVETIKOV EANTTOUATOV.

: 'Ymomto yuo mpoéxAnon kopkivov.

: Mmnopei va Brayetl T yovipdmta i to £uppuo.

: Mn ta&wopnpévog (EMeiparticd dedopévar)

. Ipokoiei PAafes ota dOpyovae voTepa amd mapatetapévn 1 eravelAnuuévn ékbeon.

: Mn ta&vounpévog (Eriepatikd dedopéva)

1 Mn ta&wvopnpévog (EMeparticd dedopévar)

1 Mn ta&wvopnpévog (EMeparticd dedopévar)

Dichlorodiaminocyclohexaneplatinum (61848-66-6)

AVOEKTIKOTNTO KoL IKOVOTNTO ATOdOUNGNG

Aev voiotaton Tayeio amocvvieon

Agev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

12.7. AXLeS HVOPEVEIG EMATAOCELS

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 13: Ztorygio oyeTikd pe T 01a0gon

13.1. M£0odor emeCepyaciog amopritov

Aev vdpyovv emmAéov TANpoPopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pe T PETAPOPE.

Zopgova e ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpég OHE 1 apBpég tavtétnTag

ZOpeova e Tig S1otdEels HETapopig To TPoiov autod de yapaktnpiletor og emkivévuvo

14.2. Oweia ovopaosio arostolic OHE

Mn pvOulopevo Mn pvOulopevo Mn pvBulopevo

14.3. Ta&n/-€1g KivdHvov KOTE TN HETAPOPQ

Mn poOulopevo Mn poOuldpevo Mn poOulopevo

14.4. Opada cvokevaciog

Mn poBulopevo Mn pvOulopevo Mn pvOulopevo

14.5. Ileprforrovtikn emKivovvoTnTo

Mn poOulopevo Mn poBulopevo Mn poOulopevo

Aev vrapyovv emmAéov dabéoies TAnpopopies

14.6. Exdukég Tpo@uAa&els yia Tov ypnotn

Eniyewo petagopa
Mn puBulopevo

petapopd pécm Baraoong
Mn puBulopevo

Evoépua petagopd
Mn pvOuldpevo

14.7. @ardooieg petapopis yvony coppmva pe Tig apatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoxtipa

15.1. Kavovicpoi/vopoOecio oyeTikd pe Ty a6Qaiera, TNV vysio Ko 7o agpairov yio TNV ovoia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teptrapBavetat oto Mapapmmpa XVII tov REACH

Hopaptpe XIV tov REACH (Katdloyog ad£1006tnong)

Aev neptrappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev mepiéyet kapio ovsia(eg) mov nepthappavetarovtat) 6Tov Katdioyo vroyneuwy ovcuwv REACH
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Kavoviopog mepi 6ovtog (2024/590)

Aev nephapfdvetonr otov Katdloyo ovciav mov e&acbeviCovv to 6lov (Kavoviepog EE 2024/590)

Kavoviopdog tov Zvpfoviriov (EK) yro Tov £heyyo e1d®@v Simhig ypiong

Aev nepthapfaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnktik®v mpédpopmv overdv (EE 2019/1148)

Agv ovoypageTaL 6ToV KATAoyo TPOSPOUmY 0VGIOV eKPNKTIKOV VAGOV (EE)

Kavoviopog ngpi mpodpopmv overdv vapkotikdv (EK 273/2004)

Agv avoypageTar 6Tov Katdhoyo Tpddpopav ovoidv vapkotikodv (EE)

15.2. A&ordynon ymuikiis oo@dierog

Agv vdpyovv emmA£ov TANPOPOpie

TMHMA 16: Alheg TAnpo@opisg

Emonfpavon airayov

Tunpo Tpomomompévo cTorycio MMapotnpiicers
svnuépmon Ipootédnke
Avtikofiotd v ékdoon Mpootédnke

1.1 apOpog CAS Ipoctédnke

1.2 TIeplopiopoi ot xprion TpomomouniOnke

1.2 Xpron g ovciag/tov pefypatog TpomomouOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemBOUNTEG PLOIKOYNHIKEG EMIPAGELS, KAODG TpomomouOnke
Kot EMOPACELS 6TV avBp@OTIVI VYEin Kot GTO
neptPariov

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | TpomomorOnke
[CLP]

22 Ewovoypdppota kvdvvov (CLP) TpomomouniOnke

22 Anhaoelg Tpoevraing (CLP) TpomomouniOnke

2.2 AnAocelg emkvdvvottag (CLP) TpomomouOnke

2.3 Al\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa mpdtmv Bondetdv Ipootédnke

4.1 Métpa tpdTev Bondeidv petd amd exagn pe o TpomomouOnke
déppa

4.1 Métpa tpdTev Bondeidv petd omd eilomvon TpomomouniOnke

4.1 Métpa TpdTOV Bondeidv petd amd katdmoon TpomomoumOnke

4.1 Métpa tpdtov Bonbewdv petd amd enaen pe To TpomomouOnke
pétio

4.2 ZOUTTOUOTO/EMOPACELS LETE ATO ELGTVOT| TpomomouiOnke

4.2 ZOUTTOUOTO/EMOPACELS LETE OmO ETOPT| LE TO TpomomouOnke
déppa

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOQT| UE TOL TpomomouOnke
pétio

4.2 ZOUTTONOTO/EMSPACELS Agorpédnke

43 AN wTpikn yvopdtevon 1 Oepaneio ApupiOnke
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Dichlorodiaminocyclohexaneplatinum

Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Hopatnpicseig

5.1 AxotdAANAo TPocPECTIKO HEGO Ipootidnke

5.1 Katdhiniao péoa mopdoPeong TpomomouOnke

5.2 Y mepinton TupKayLAS TopayovTal EKIVELVEL Ipootédnke
TPOIGVTO 0TocVVOESN G

5.2 Kivduvog mopkayidc Aparpédnke

53 IIpoctacio kotd TV TopdoPeon Ipootédnke

53 MéTpa Y10 TV KATATOAEUN G TNG TUPKAYLAS TpomomouOnke

6.1 E&omhopndg mpootaciog Ipootidnke

6.1 Métpa KTAKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 [eptBoailovTikés TPOPLAGEELS Ipoctédnke

6.3 T v amobnkevon Ipoctédnke

6.3 MébBodot kabapiopon TpomomouOnke

6.4 Tapanopn og GAho tunpota (8, 13) Ipootédnke

7.1 Emumhéov kivévvol katd v enegepyacio TpomomouOnke

7.1 TIpopuraéels o acQain XEPIGHO TpomomouOnke

7.1 Métpa vylewvig TpomomouOnke

72 XuvOnkeg eoAaENg TpomomouniOnke

7.2 YAkd cvokevaciog Ipootidnke

7.2 Teyvikd pétpa Aparpénke

7.3 Ewwcég ypnoeig telikod katovolot Aparpédnke

8.2 [Ipootacio TV AVOTVELGTIKOV 00MV TpomomouOnke

8.2 IIpoctacio tov yepudv TpomomouOnke

8.2 TIpootooio opOaipmv TpomomouOnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke

8.2 TIpootacio Tov déppotog TpomomouOnke

9 Mopraxn palo Mpootédnke

9 Ooun Aparpédnke

10.1 AvtidpacTtikéTTOL Apurpédnke

10.5 Mn ovppatd vk Aparpédnke

10.6 Emwivduva tpoidvta amocdvieong Aparpédnke

12.1 Oworoyia - yevika Aparpédnke

13.1 Teprpepelakdg kavoviopog mept anofAnTwv Aparpédnke

I\ peg keipevo ppacswv H ko EUH:

Carc. 2 Kapkwoyéveon, katnyopio 2

Eye Dam. 1 YoBapn opOoikn BAABN/0@BaApKdg epebiopdc, katmyopia 1

Muta. 2 Metorra&ryéveon YEVVITIKOV KUTTAP®V, Katnyopio 2

24/09/2026 (svnuépwon)

EL (eAnvicd)

9/10



Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

I peg keipevo ppacewv H ko EUH:

Repr. 1B To&wodmra oty avamapayeyn, katmyopio 1B

Resp. Sens. 1 EvaisOntonoinon tov avoamvevotikov, katnyopio 1

Skin Sens. 1 EvaisOntonoinon tov déppatog, katnyopia 1

STOTRE 1 Edun to&ucdtnta o€ dpyava-ctoxovs Votepa and enavelnupévn ékbeon, katnyopia 1
H317 Mmnopei va. tpokarécet odlepyikn deppatikn| avtidpoon.

H318 Ipokaiel coPapn opOoiuky PAAPN.

H334 Mmnopei va tpokarécet odlepyio 1 cupaTOpAT AGOHATOG 1) FOGTVOLN OE TEPINTTOO EIGTVOT|C.
H341 "YTOTTO Y10 TPOKAN O YEVETIKAV EAOTTOUATOV.

H351 "YTonto yio IpOKANGT KopKivov.

H360 Mmnopei va. PAayet T yovipodta 1 1o pfipuo.

H372 Ipokaiel PAaPes oto Opyava VoTep 0md TOPATETAUEVT 1) EXAVEUUEVT EkOeO.

Aektio Agdopévov Acpaleiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyoviat 6g avtd 10 deltio mpoépyovtar amd mnyég Tig onoieg Oempovpe a&idmiotes. [apdra avtd, divovar
xopis Kapio eyyomon, pnm N dppntn, yie v akpifetd tovg. Ot cuvinkeg i ot pébodot yeptopov, amobnkevong, xpiong 1 ordPPYNG TOL TPOIOVTOG deV

VIOKEWTAL 6T S1KN pLog €0OHYVN Kot PITopEl Kat vor NV EUTITTOVY Kat 6TIS approdtotTég Log. [''avtong Kot yio GAAoVG AdYoVS, omomotovpacte kabe evbovn oe

TEPINTOON AMOAELNG, VAIKNG ) XPNHOTIKAG {Npiog 0o, 1] (e 0Tot0dNToTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodnKevon 1 T XP1oN TOL TPOIdVTOS. AVTO TO

Aektio Agdopévav Acpaleiog cuvtayOnke Kel TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTOv. Edv o Tpoidv ypnoiomoteiteat ©g Guatatikd GAlov
TPOTOVTOG, Ol TANPOPOPIES TTOVL TAPEXOVTOL GG EVOEYETOL VOL UV EIVOIL EPUPUOGLUES. VTEG OL TANPOPOPieS BacilovTal 6TIS TPEYOVGES YVAOGELS oG KOL

TpoopilovTal yio. Vo, TEPLYPAYOVV TO TPOTOV OMOKAEIGTIKA Y10 AOYOVG VYELNG, oQaAElg Kot TEPPAANOVIIKOV ATOITHOEDV. ZVVETMS, dgv Oa Tpémet va OewpnOet

OTL £YYVATOL OTOLINTOTE GUYKEKPULEVT 1O1OTNTOL TOV TPOTOVTOG.
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