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e g Dichlorodiaminocyclohexaneplatinum
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Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovoiog . Dichlorodiaminocyclohexaneplatinum
Kwducde mpoidvrog : 201700163

1.2. Zuvageig mpocdloplopEVES P GELS TS 0VGILAG 1) TOV UEIYIATOS KU OVTEVOELKVUOILEVES Y PHGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG

Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Metaha&ryéveon YevvnTIKGOV KuTtdpmv, Katnyopio 1B H340
Kapkwoyéveon, katmyopio 2 H351
ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TTEPIfaiiov

ATOQa0T HESH KPIONG EUTELPOYVOUOVOV KoL OTOSEIKTIKNG 1oYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza kivdovov (CLP)

GHS08

Ipogwomomtikn AéEn (CLP) : Kivdvvog

Anlooeig emuctvduvottog (CLP) © H340 - Mropei vo TpokoAEécel YEVETIKG EAOTTOOTA.
H351 - "Yronto yio tpdxAnon kapkivov.

Anidoelg mpoevraéng (CLP) : P202 - Mnv 10 ¥pnoomooete Tpv S1oPAcETE Kol KATOVONGETE TIG 0d1yieg Tpo@OAaEnC.
P308+P313 - XE IIEPIITQXH ékbeong 1 mbavottag Exbeong: Zvpfovievdeite/Emokepdeite
YTpo.

Zipoven cOpeve pe: eEolpeital | E0OTEPIKT GLOKELAGIN, TO TEPLEXOUEVE TNG omoiag dev vepPaivovy Ta 10ml
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Ewcovoypappata kvddvov (CLP)

GHS08

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVOTUTIKA

3.1. Ovoigg
Ovopa AvayvoploTikog Kodikog | % Katdraén oopomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]
Dichlorodiaminocyclohexaneplatinum - <100 Muta. 1B, H340
Carc. 2, H351

ITAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev oy0et

TMHMA 4: Métpa npatov fondsiadv

4.1. Ileprypa@n pétpov tpdTOV fondeidv

Métpa TpdTRv Pondeidv petd omd elomvon . Bydhte Tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOGPANONKE Vo avamvedoet kabapd
agpa.

Métpa TpdTev Pondeidv pHetd omd enapn pe TO dEpa . KoBapiote ™ peyoidtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Lodakd amoppoenTikd
mavi). [TAovte pe apbovo vepod/....

Métpa TpmdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag ta PAEQapo Kakd avoryTd.

Métpa TpdTOV Pondeidv petd omd Katdmoon . Hemhovete to otopa. Evaéyetar va cuot el mapatetapévn woTpikn mapokoiovbnon.

4.2. INPOVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMBPACELS © BAaPeg otnv vyeio evdéyeton va eppaviotovv pe kabvotépnon.
SOUTTOUOTO/EMOPAGELS LETE ) E16TVOT . Avenopkn dedopéva.
ZOUTTOUOTO/EMBPACELS LETE OO EXOPT| LE TO SEPHOL . Avenopkn dedopéva.
ZOUTTOUOTO/EMOPAGELS LETE b EXOQT UE TOL pTio . Avenopkn dedopéva.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVG GIESTS LOTPIKNG PPOVTIdUG Kot E101KN G Oepameiag

Zvpfovievdeite/Emorepbeite yiotpd. Edv eivan duvatd dei&te avtd o OAAo aceareiog, Kt av OyL, dei&te T cvokevaoio 1) TV ETIKETA.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TUPKAYLAG

5.1. IvpocPestikd péoa

KatdAnia péca mopdofeong . KovBépta mupdoPeong.

5.2. Exdukoi TOo1 EMKIVUVOTITOS TOV TPOKVTTOVV 0Td TNV 0VGia 1| TO peiypa

Kivévvog mupkoaytdg 1 BM\éme tuiqua 2.2.

5.3. ZveTdosig Yo Tovg TupocPioteg

Métpa Yo, TNV KOTOTOAEUNGT| TG TUPKAYLAG : Xpnowonomote Léca KoTdoPeons KatdAnia yio Ty teptPailovca TupKayid.
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

Tevika pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,

6.1.1. I'a TPooOTIKG GALO 0TT6 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG QVAyKNG 1 Qopdte KATIAANLO TPOGTATEVTIKO POVYIGHO, YAVTIO Kot TPOGTAGIO Y10, TO. LATior Ko TO TPOCOTO.

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Mébodot kabapiopon 1 Ziyovpéyte, 0Tt Ta. amoppipota Oo mepicuAeyoUV kot Oo amobnkevtovv acearés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV IO VTTOYA®PLDIOVG
vatpiov.

Agv vdpyovv emmaAEOV TANPOYOPiEg

TMHMA 7: X&eipiopoég kot amodnkevon

Emm\éov kivduvol katd v enetepyocio . Egiotaron eniong n mpocoyn| Tov xpNotn 6tovg mifovoig Kivdhvoug Tov EVUTAPYXOVV GTNV TEPINTOOT
TOV TO TPOLOV xpnoloromdel pe Tpdmo mov opileTar amd TIG KATUGKEVAGTIKES TPOSIOLYPAPES.

TIpo@uraéels yio ac@ain yeipiopnd : XpNoomomote To POV e TPOGOYT. ATOPUYETE TV QUECT) EMAPN LLE TO TPOIOV. XTO HETPO TOV
Sduvato 1 yp1HoT TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOGTIPLOKT] YOOV

Métpa vytewng 1 Xpnon tov Tpoidvtog pe ophn Propmyoavikn vyewn kot dradikacicg aceoeiog.

Teyvikd pétpo T Zoppopeobeite pe Tovg 16YDOVTEG KOVOVIGHOVG.
TovOnkeg @OAaENG 1 Ouldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPiEg

8.1.2. ZuvicTdpeveg drodikocics TapakorovOneng
Aev vdpyovv emmaAéov TANPOQOpieg

8.1.3. ynuarifovrar etoyygio pomavens tov aspa
Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Meproyég eréyyov

Agv vdpyovv emmAEOV TANPOQPOPIiEg
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévov Acpareiog

oopgova pe Tov Kavoviepndo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

8.2."ELeyyor £k0gong

8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og koA e&aeplopevo ydpo. XpnoonoLEite AToKAEIGTIKG 6€ KAEIGTN Y04V Le EVOOUOTOUEVO GiATpo. DIATPO 0EPOCHOUOTISIOV VYNANG
amotedecpatikotrog (HEPA filter).

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG
8.2.2.1. IIpocTacio TOV HATIAV KUl TOV TPOGAHTOV

Ipoctucia 0pOorpndv:
Ipoctatevtikd yooiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

Ipoctacio Tov déppatog:
Xpnowonoteiote tpootatevtikd povyopod yo ynukd. DIN EN 13034

Mpooctucio TOV yePLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

IIpoctucio TOV AVETVEVGTIKOV 00AOV:
Ye nepintoon amekevbipmong okovng : pnaokes pe eidtpo yio okoves P3. DIN EN 140 & 149. Yypo mpoidv : Mdoko agpoidpatos. Popdte avamvenoTikn
GLGKELT O€ TEPITTOON £kBeong o€ aTHODG/GKOVES/ aEPOAD AT

8.2.2.4. Ogppkoi kivovvol

Agv vapyovv emmAEOV TANPOQOPiEg

8.2.3. Oprobétnon kor wapokorovOnon s teprfailovroroyukns ékbeong o€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynMKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNHIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Epopdvion ToZkovn.

Oopn 1 Agv oyoet.
Op1o oopng © Mn dwbéorpo
Enpeio téewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéoipo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomrta © Mn dwbéorpo
Opra Kvdvvov ekpiéemg 1 Agv woy0et
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato dpro ekpn&ydmrog 1 Agv woy0et
Inueio avapreéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv woydet
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
Awdivpo pH : Mn Swbéorpo
EDeC, KvepoTkog (1) T Agv woydet
AwAvtomTa © Mn dwbéopo
ZVVTEAECTIG KATOVOUNG G pelypa n-0KTavOAng/vepoD : Mn Swbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéorpo
IMoukvotnro : Mn Swbéorpo
ZYETIKN TUKVOTNTOL © Mn dwbéopo
Zyetikn mokvoTnTa aTUdV 6tovg 20°C © Aev oyet
MéyeBog copatidiov : Mn Swbéorpo
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Dichlorodiaminocyclohexaneplatinum

Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

I ZtofgpdTNTO KO AVTIOPUOTIKOTN T

Z1abepd VIO KOVOVIKEG GUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmAEOV TANPOEOPiES

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) : Mn ta&wopnuévog
Oé&ela to&coTTa (Seppatikn) : Mn ta&wopnuévog
O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog

AGBpmon kot epebiopdg Tov déppartog
ToPapn opboipkn PAaPn/epediopog
EvaisOntomoinon Tov avamvenostikon 1
gvaucOnToToino TOL dEPUOTOG
MetoAho&ryéveon YEVWINTIKAOV KOTTAPOV

: Mn ta&wopnuévog (EAkewtotiicd dedopévor)
: Mn ta&wopnpévog (EAeaticd dedopévar)
: Mn ta&wopnpévog (EAeaticd dedopévar)

: Mmopet vo TpoKaA£GEL YEVETIKG ELATTOUOTA.

Kapkwoyéveon : Yronto yio mpoKAN G KapKivov.
To&wodTa Y10 TV avamopayoyn : Mn ta&wopnuévog

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mn ta&wopnpévog

epanag éxbeon

Ewdum to&icomta ota opyava-otoyovg (STOT) — : Mn ta&wopnpévog

emavenupévn xbeon
Enucvduvotnro ovappdenong

© Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévav, Ta Kprtnpio to&vounong dev minpovval)

Aev vdpyovv emmAEOV TANPOQOPieg

TMHMA 12: OwoAroyikéc TANpoQopies

Owoloyia - yevikd . Emwivdvva andpinta. Xpnoponoteite katdAinia doxeio amdppymg.
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Dichlorodiaminocyclohexaneplatinum
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Emucivduvo yio to vddtivo mepiBdiiov, Bpayvnpodbecpog : Mn ta&vopnpévog
(080g)

Emucivduvo yio to vddtivo meptBdilov, pakporpodbespog : Mn ta&wvopnpévog
(xpdviog)

Agv vapyovv emmAEov TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOPieg

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 13: Ztovycio oyetikd pe tn ovd0eon

Tomwr| vopoBeaio (andfinto) . Kotaotpéyte pe aopol TpOTO GOUPOVO e TOVG TOTIKOVE/ £BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA PE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 oprOpog tovtéTnTog

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoriig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.5. Mep1pairovTiKi ETKIVOUVOTNTA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

Aev vdpyovv emmiéov Srabéotues TANpoopieg

Eniyewa peragopd
Aev oydet
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Dichlorodiaminocyclohexaneplatinum
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

peTaQOpa péco Baraocong
Agv 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@alacoieg peta@opig 0oy cdppova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoygio vopoBetikod yopoxktipa

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TV 06QaAELN, TNV VYEIO KO TO TEPYBAALOV YI0 TNV 0VGIO 1] TO PETYRO
15.1.1. kavoviopoi EE

Hapaptnpae XVII Tov REACH (IlIpotmoBicers mepropiopom)

Aev neprapfaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)

Aev meprapPavetor oto Hapaptnua XIV oo REACH (Katdloyog adetoddtnong)
Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)
Aev gpappdletart.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbevilovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmv over®v (EE 2019/1148)

Aev mepiéyet kopia ovoio(eg) mov mepthapfdveta(ovat) 6Tov Katdhoyo mpddpopmv ovatdv ekpnktikdv (Koavoviouog EE 2019/1148 oyetikd pe v eumopio. kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPaveta(oval) 6Tov KoTdAoyo Tpoddpopmv ovctdv vapkotik®v (Kavoviouog EK 273/2004 oyeticd pe Tig Tpoddpopies ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Carc. 2 Kapxwoyéveon, katnyopio 2

H340 Mmopet voL TPOKAALGEL YEVETIKA ELATTMLOTA.

H351 "Yronto yio mpdhnon kapkivov.

Muta. 1B MetaAro&ryéveon YEVWINTIKOV KuTTapmV, Kotrnyopio 1B

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd T0 AT TpoépyovTal omd TNYEG Tig omoieg Oewpovpe aiomiotes. [Topdha avtd, divovtot
XOPIG Kapio yyvmon, pnTi 1 GppnTn, Yo Ty okpifeld tovg.
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