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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa ovoiag . Cyproterone acetate
Ovopa [TUPAC . Cyproterone acetate
Kwd.-EE 1 207-048-3

apOpuog CAS : 427-51-0

Kodwodg mpoidvtog : 201600247

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

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

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

Kapxwoyéveon, katmyopio 2 H351

To&wdmTa 6TV avorapaywyr, katnyopio 1A H360

To&wdmTo 6TV avorapaywyn, ETmpdchetn katmyopia, emdpdoeg H362

o711 YoAovyio 1 HES® TNG Yolovyiog

Emucivduvo yo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H411

Katnyopiag 2

I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov
To&wd Yo Tovg VIPOPLOVG OPYAVIGLOVG, LE HOKPOYXPOVIES EMTTMGELS. Y TOTTO Y10 TpOKANGN Kopkivov. Mmopel va fAdyet T yovipdtnta 1 to £uBpvo. Mmopet va
Brayet ta Bpéen Tov TPEPOVTOL LE UNTPIKO YAAA.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

GHSO08 GHS09
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

[pogdomomtkn Aé€n (CLP) : Kivdvvog
AnAdoelg emkvdvvomtag (CLP) : H351 -"Yronto yw tpdkAinon kapkivov.
H360 - Mropei vo. BAdyet T yovipdtnta 1 1o £uppuo.
H362 - Mmopei va BAdyet Ta. Bpépn mov TpEPovTaL e UNTPIKO YOAL.
H411 - To&wko yio Toug v3poPLovg opyavicos, e HOKPOXPOVIES ETTTOCELS.
AnAdoeig Tpoeoraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 001 yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SofACETE KOl KOTAVONGETE TIG 001YiEg TPOPOAAENG.
P260 - Mnv avonvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/sekvepduata.
P263 - Amopehyete TV £maen 6T SLAPKEL THG EYKVHOGVVIG KoL THG YoAovyiog.
P264 - ITAovete ta gépua, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1 ehevdépwon oto meptBdAiov.
P280 - No popdte TpOoCTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOVLATO/UEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P308+P313 - XE IIEPIITQXEH éxbeong 1 mbavotnrag £xbeong: Zvpfovievdeite/Enorxepbeite
yTpo.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.
INpavon coppova pe: E&apeitor n ecwtepikn) cvokevaoio, Ta meplexopeva g omoiag dev veepPaivovv ta 10ml.
Ewovoypdppoata kivdovov (CLP) :

GHS08
2.3. AXot kivovvor
Alheg mAnpogopieg : Evepyd ovotatikod (o8 QapHOKEVTIKE TPOTOVTQL).

ITpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIULAGTEL TAPMC.

TMHMA 3: Z9vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvopeTIKOg KOOK6G % Koatdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
Cyproterone acetate apOpog CAS: 427-51-0 <100 Carc. 2, H351
Kwd.-EE: 207-048-3 Repr. 1A, H360
Lact., H362
Aquatic Chronic 2, H411

ITAnpeg keipevo tov Mniocewv H kow EUH: BAéne tpnqua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpo mpdtmv fonderdv : e mepintwon apeBOAMMY 1| €AV TO CUUTTOUOTE EXTUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and slomvon ;. Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL GE GTAGT IOV
S1eVKOADVEL TNV avarvon). Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotev Bondeldv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOWO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATOAD
GATOVVL Kot VEPO, Kol 6Tn cuvéyeln Eemhévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exagn pe to pdtio . Eemlovete pe vepd kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £dv cuveyiletal o
TOVOG N 1 KOKKIVIAQL.

Métpa Tpotmv fondetdv petd and katdroon : Eemlovete 1o otopa pe vepod (LOvo edv To dTopo dratnpel i aebnoelg tov). My yopnynoete moté

0TINTOTE OO TO GTOUN GE GTOHO TOV £XEL YAGEL TIS 010N GELS Tov. ZvpPovievdeite/Emokepheite
apESHG YoTpd.
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

TMHMA 5 Y10, TV KOTOTOAENON

KatdAnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio vy nepipdrlovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okévn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAyOoVTOaL ENLKIVOVLVO : H atelig kavomn anglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidio Tov dvOpaia Kot
mpoidvta amocHvieong Ao To&d aépta. [TiBovn amoBoin To&tkov vEpoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TUPKOYLOG : Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv erepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGNG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOTIKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dropa mov Tpoceipovy TpdTES foriOeieg

E&omhopdg mpoctaciog : Mnv enepPaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia'.

Na anopedyerar 1 Erevbépmon oto mepipdrrov. Epmodiote T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v amnobnkevon 1 ATOpPOPNGTE TO LE £VOL 0OPAVES VAIKO Kot TomoBetnoTe T0 6€ Evav KatdAAnio mepiéktn didbeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIG LOAMGUEVEG EMPAVELES [e GpBovo vepd. Kabopiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

Emndéov kivdvvor katd v encepyocio . Eyxvopovotoeg kot Onialovoes va pmv £pyovial o€ Kopio EToQ He TO TPOIdV.
IIpo@ura&els yio acQaAn YepIopod 1 Amogevyete kaOe mepirt Ekbeon. Dpovticte doTE 0 YOPOG epyosiag va e&uepileTal OOTA.
Meétpa vytewvng 1 Mnv tpdre, mivete M| komvilete, 0tav ypnoiponoteite ovtd To Tpoidv. Ta poivouéve evévpota

epyaciog dev mpémet va Pyaivovv and to ydpo epyacioc. [TMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton og KoAG agplopevo xmpo. O mepiéktng dwatnpeiton epuntikd KAEWTOG. AToQevyeTe
™ (éotn Kot TV dpeon nAlokn aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telkn xpion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog ¢ ék0gonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol cmoTd. ZovnOmg amotteital GUGTNLLO YEVIKOD UNYOVIKOD E0EPIGLOD TOV YDPOV. LTO HETPO TOL SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAUV.

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre cLuoKeLT TpocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTELTIKO povyicpd. Xprion og epyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtie. [Ipoostatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctocio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng okOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeio Yo TG faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped

APOLOL 1 AguK0. oYedOV AEVKO.
Epgdvion : Kpvotodikn okovn.
Mopuoxn pada 1 416.9 g/mol

Oopn : Mn Swbéopo

Op1o oopng : Mn dwbéoyo
Inueio &emg 1 =210°C

Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet

Avdrtarto 6pro ekpn&dmrag 1 Agv oydet

Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet

Bgppokpacio arocvuvieong

: Mn dwbéoyo

pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEUOTIKOG (17) 1 Agv oydet
Awrvtomra : Negpb: <0.1 g/l

09/04/2025 (svnuépwon)

EL (eAnvicd) 4/12



Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

2uvTedeoTNG KOTOVOUNG O pelypo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

2uvTedeoTNG KATOVOUNG OE pelYHo N-0KTOVOANG/VEPOD <4

(Log Pow)

Téon atumdv : Mn dwbéoipo
Ilieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
Zyetkn TokvoTnTa aTHAV 6Tovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agev vdpyovv emmAov TANPoPopie

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopies

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

TMHMA 11: To&wkoroyikég TANPOPOPIES

Oé&ela to&codmra (amd oTOHATOS)
Oé&ela to&ucdmra (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpio to&vounong dev minpovvaor)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)

Cyproterone acetate (427-51-0)

LD50 and tov 6tdpaTog 68 0povpaiovg

> 5000 mg/kg

AGBpmon ko gpediopdg Tov dEppatog
ZoPapn opOaipkn PAAPN/epedionog
Evaisbntomoinem tov avamvevustikov 1
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVNTIKOV KOTTAPOV
Kapxwoyéveon

To&wodmTa 6TV avamopay®yn

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) —
emavelnppévn €kbeon

: Mn ta&wounuévog (EMeparticd dedopévar)
: Mn ta&vounpévog (EAiepatikd dedopéva)

1 Mn ta&vounpévos (Baoet tov dtabéciamv dedopévav, ta kptipia Tagvounong dev TAnpovvrat)

: Mn ta&wopnpévog (Baoet tov dabéoiov dedopévmv, ta kprmpia To&vopunong dgv tAnpodvral)
: 'Yromto yu mpdkinon Kapkivov.
: Mmropei va PAdyet T yovipotea 1) 7o éuPpvo. Mropei va. Prayet Ta Bpéen mov tpépovton e

UNTPIKo YoAQ.

: Mn ta&vounpévog (EAepatikd dedopéva)

: Mn to&wvopnpévog (EMAepaticd dedopévar)
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

Enwivduvotnta avappdenong : Mn ta&wopnpévog (EMeiparticd dedopévar)

Agv vdpyovv emmAéov TANPOPOpies

TMHMA 12: Oworoyikég TANpoQopies

Emwcivduvo yio to vddartivo mepiparrov, Bpayvrpodbeopog : Mn ta&wopnuévog (Baoetl tov dtabéotumv dedopévav, to kprmpla ta&vopunong dgv TAnpodvar)
(080¢)

Emikivduvo yio to vdartivo mepiBdrrov, pokporpodbeopog : To&ukd yio Tovg VIPOBIOVE OPYOVIGHOVS, HE LOKPOYPOVIES EMTTAOGELS.

(xpdviog)

Cyproterone acetate (427-51-0)

EC50 - Kapkwoewdn [1] 2.4 mg/l (48 dpeg, Daphnia magna (Nepoyvirog)) (MéBodog OOZA 202)

Cyproterone acetate (427-51-0)

AVvOeKTIKOTNTO KOl IKOVOTNTA ATOdOUNONG | Aev voiototon Tayeio amocvvheon

Cyproterone acetate (427-51-0)

YUVTEAEGTNG KOTAVOUNG GE MElY L0 N-0KTAVOAN S/ VEPOD <4
(Log Pow)

Aev vrdpyovv emmAéov TANpoPopieg

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeia oyeTika pe 0 61d0gon

Agv vdpyovv emTALOV TANPOPOPiEg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Xoppwvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 ap1Opég tavtétnTog

UN 3077 UN 3077 UN 3077
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

ADR

IMDG

IATA

14.2. Owkeia ovopaosio arootolig OHE

IMEPIBAAAONTIKA EIMIKINAYNEX OYZXIEZ,
XTEPEEX, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Heprypagi eyypaowv petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEX
OYZIEZ, XTEPEEZ, E.A.O., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, IlI, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Ta&n/-€1g Kivovvov Kot T PeETaQopa

14.4. Opaoda cvokevaciog

111

1

111

14.5. IleprforhovTiki] emKivouvoTNTA

Emwivduvo yuo to mepipdiiov: Now

Emkivdvvo yuo to meptpdirov: Not
Molvopatikdg Tapdyovtog yio To VOATIVO
mepPaiiov: Non
ApBpodc EmS (TIupkayid): F-A
ApBuog EmS (Awppony): S-F

Emwivduvo yuo to mepipdiiov: Now

Agev vapyovv emmAéov Stabéotpes TANPOEopie

14.6. E101kéc TPOoQUAGEELS Y10 TOV (P1GTN

Eniyewo petagopa

Kodwag tag&vounong (ADR)

Ewdwcés dotaées (ADR)
[epopiopéveg mosdteg (ADR)
E&mpovpeves mocotnteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwés dotaéers ovokevooiog (ADR)
Awtaéers pekmg cvokevooies (ADR)

Odmyieg Yoo OPNTEG SEEAUEVEG KOl EUTOPEVUOTOKIBATIOL

xoonv (ADR)

Ewducég drotaéers yio popntég de&opevig Kot
gumopevpotokiBdtio xodnv (ADR)

Kodwog de&apevig (ADR)

Oympo yo petopopd deEapevng

Kamyopia petapopds (ADR)

Ewdwég doraéers yuo ) petapopd - Kora (ADR)
Ewdwcés drotaéels ya ) petagopd - Xodnv (ADR)
Ewwég dotaéers yuo ) petapopd - Poptmon,
£KPOPTOO Kot xeplopog (ADR)

Ap1Bv avayvopiong kwvdvvov (Kéurep Apiop.)
IMoptokoi dickot

Kodwog teplopiopmv yo onpayyes (ADR)

petapopd pécm Boraoong
Ewdu mpopreyn (IMDG)
[epropiopéveg moosotnteg (IMDG)

M7

. 274,335,375, 601
. Skg

. El
: P002, IBCOS, LP02, ROO1
. PP12,B3

: MP10

. Tl1, BKI, BK2, BK3

: TP33

. SGAV, LGBV
. AT
03

: VI3

: VCI,vVC2
: CVI3

;90

90
3077

1 274,335, 375, 966, 967, 969
Skg
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

E&upovpeveg mocdmreg (IMDG)

Odnyieg ovokevaciog (IMDG)

Ewducés datdéers ovokevasiog (IMDG)

0dnyieg cLoKELAGIOG EUTOPEVUATOKIBOTIOV-OEEQUEVDY
(kddwcog IMDG)

Ewucés daraées IBC (IMDG)

Odnyieg yio de€apevég (IMDG)

Ewducés drataéers v deEapevég (IMDG)

Katyopieg poptiov (IMDG)

Amobnkevon kot yepopds (IMDG)

Evoépuo petagopd

PCA E&mupovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocotteg (IATA)

Kabapn péylom mocdmta yio meploptopévn tocomto
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBatnyd aepookaen
KO yuo 0epookaen petapopds eoptiov (IATA)
Odnyieg ovokevaoiog HOVO Yo AEPOSKAPT LETUPOPES
poptiov (IATA)

Méyiot mocOTNTO. LETAPOPAG OTOKAEIGTIKG Ad
aepookden petapopds poptiov (IATA)

Ewducés drotaéelg (IATA)

Kwdikog ERG (IATA)

. El

. LP02, P002
: PP12

. IBCO8

. B3

. BKI, BK2, BK3, T1
. TP33

DA

SwW23

: El
: Y956
: 30kegG

: 956
: 400kg
: 956
: 400kg

. A97, A158, A179, A197, A215
: 9L

14.7. Oaldooreg petapopis yvony coppmva pe Tig Tpacels ron IMO

Aev 1oy0eL

TMHMA 15: Xtorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopoOeoio 6yetikd pe Tnv a6@arerad, tTny vysio kou to nepifariiov yia Ty ovcia 1 To peiypa

kavovicpoi EE

Mapéaptpae XVII tov REACH (IIpodmoBéceic mepropiopov)

Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)

Aev nephappaveton oto Mapaptnuoa XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyigiov overdv REACH (SVHC)

Aev nepthapPdaveton otov kKatdroyo vroyneuwy ovoidv REACH

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

Aev nepthapfdvetonr otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopiog tov Zvpfoviriov (EK) yia Tov £heyyo e1d®@v Simhig ypfiong

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

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

Aev mepiéyet kopia ovsio(eg) mov meplapfdvetoi(ovtat) 6Tov Katdroyo Tpddpopmv ovcoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot

™ ¥XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopiog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetay(oviar) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe T Tpodpopes ovoieg

VOPKOTIKOV)

15.2. A&ordynon ymuikis a.o@dierog

Aev vdpyovv emmALov TANPOPOpieg
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceg
E&aupovpeveg mocdtteg (IMDG) Ipootidnke
PCA E&apovpeveg mocomteg (IATA) Ipootédnke
Kwdwog ERG (IATA) Ipootédnke
Ewdwcég dotaées (IATA) Ipoctédnke

Méyiom mocdTTa LETAPOPAS omokAEoTiKG and | [IpocTédnke
aepookaen petapopds poptiov (IATA)

Odnyieg cuokevasiog HOVO Yol AEPOSKAPN Ipoctédnke
petapopdg poptiov (IATA)

KaBapn péyrotn mocomra yo emPotnyd Ipootédnke
OLEPOCKAPT KO Y10, 0EPOCKAPT LETAPOPES
poptiov (IATA)

Odnyieg cvokevaciog yo emPotnyd aeposKaen Ipootédnke
(IATA)

Kabapn péyiot mocdmta yio Teplopiopévn Ipootédnke
TOGOTNTA EMTPETOUEVN Yl EMLBATNYE 0EPOCKAPN
Ko Yo 0gpookden petapopds optiov (IATA)

PCA Ileplopiopéveg nocomreg (IATA) Ipoctédnke
Etwcéteg kivdvvov (IATA) IIpoctédnke
Katdhinin ovopacio aroctoAng (IATA) Ipootidnke
Katdhinin ovopacio arostorrc (IMDG) Ipootédnke
Etwcéreg kivdvvov (IMDG) Ipootédnke
ApBudc EmS (Awppory) Mpootédnke
ApBpdc EmS (ITuproyidr) Ipoctédnke
Iepropopéveg mosotnteg (IMDG) Ipoctédnke
Amobfkevon kot yeptopog (IMDG) Ipootédnke
Kamyopieg poptiov (IMDG) Ipoctédnke
Educég dartaers yuo de€apevég (IMDG) Mpoctédnke
Odnyieg yio de&apevég (IMDG) Ipoctédnke
Ewwég darages IBC (IMDG) Ipoctédnke
Odnyieg cuoKeLAGIOG EUTOPEVUATOKIBMOTIOV- IIpoctédnke

de&apevov (kmdicag IMDG)

Ewu mpopreyn (IMDG) Ipoctédnke

Ewwcés dratdéels yio  petagopd - Doptwon, Ipootédnke
£KQOPTOON Kat xepopog (ADR)

Educég dratdéers yio ) petagpopd - Xodnv (ADR) | Ipoctédnke

Ewdwcég dotaéers yio ) petapopd - Kora (ADR) | IIpoctédnke

Kodwodg de&apevig (ADR) Ipoctédnke

Ewducéc datdéerg yio popntég deEapeveg Ko Ipootidnke
gumopgvpatokifatia yvdnv (ADR)
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Cyproterone acetate
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
Odnyieg yo popnTég de&apevés Kot Ipootidnke
gumopgvpatokiPatia yvdnv (ADR)
Awtdéeig pektg cvokevacieg (ADR) Ipootédnke
Ewwég datdéels ovokevaoiog (ADR) Ipootédnke
Odnyieg ovokevaciog (ADR) Ipootédnke
Oynpo yro peta@opd de&apevig Ipootédnke
Avtikafiotd v £kdoon Ipootidnke
svnuépmon Ipootidnke

1.1 Kwd.-EE Ipootédnke

1.1 apBpog CAS Mpootédnke

1.1 Zuvovopa Apurpédnke

1.1 ‘Ovopa TpomomoumiOnke

1.2 IIepropiopoi ot xpnon TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvemBOunTeG PUGIKOYNUKEG EMOPACELS, KAODG TpomomouOnke
Ko €mBpAcELS 6TV avOpdTvn vyeia Kot 6T0
nepBAiov

2.1 Katdraén ooppova pe myv odnyio 1272/2008 EK | TpomoroviOnke
[CLP]

2.2 Ewovoypdppota ktvdvvov (CLP) TpomomouOnke

2.2 AnAdacelg Tpoporaéng (CLP) TpomomouOnke

22 Ankooeig emkivdvvotnrog (CLP) TpomomouiOnke

2.3 AM\eg mAnpogopieg Ipootédnke

4.1 Tevikd pétpa tpdTev Pondetdv Ipoctédnke

4.1 Métpa tpdTev Pondeidv petd omd exopn pe To TpomomouOnke
déppa

4.1 Métpa tpodtov Bondeldv petd amd glomvon TpomomouOnke

4.1 Métpa tpdTev Bondedv petd amd emapn pe To TpomomouOnke
pétio

4.1 Métpa tpdtmv Bonbeldv petd and katdnoon TpomomouOnke

4.2 ZoUNTOUATO/EMOPACELS Aparpédnke

4.2 ZOUTTOUOTO/EMOPAGELS LETE 0d KOTAmoom Agarpédnke

4.2 ZOUTTOUOTO/ETOPAUCELS UETE OO ETOPT| UE TO Agorpédnke
déppa

4.2 ZOURTOUOTO/EMOPACELG LETG OO ELGTVON Aparpédnke

42 ZOURTOUATO/EMOPACELG UETG OO EMOPT LLE TO. Aparpénke
pétio

43 AN wTpkn yvopdtevon 1 Bepoaneio Aparpédnke

5.1 Axatdrinlo mvpooPeotikd péco Mpoctédnke

5.1 Katdiinka péoa mopdcPeong TpomomouniOnke
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Cyproterone acetate
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

52 Y mepInTOon TUPKAYIAS TOPAyOVTOL ETKIVELVEL Ipootidnke
TPOIGVTO. 0TocVVOESNG

5.2 Kivdvvog mupkayidc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke

53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&onhonog mpoctaciog Ipoctédnke

6.1 Métpa éktaktng ovéykng TpomomouOnke

6.1 Tevikd pétpa TpomomouOnke

6.2 Tep1parrovticég Tpo@LAGEELG Ipootédnke

6.3 To v amobfkevon Mpootédnke

6.3 MéBodot kabapiopod TpomomouniOnke

6.4 Iapamopnn oe dAha tpipota (8, 13) Ipoctédnke

7.1 Emumhéov kivéuvor kotd v eneéepyacio TpomomouOnke

7.1 TIpo@uAGEeLS Yo aGQOAN XEPIGUO TpomomouOnke

7.1 Métpa vytevnig TpomomouOnke

7.2 Y\ cvokevaciog Ipootédnke

7.2 Teyvikd pétpoa Apurpédnke

72 XovOnkeg eOAaENg TpomomouniOnke

7.3 Ewdwcéc ypnoeig telcon Kotovolot Aparpédnke

8.2 TIpootooio TV AVOTVELSTIKOV 03MV TpomomouOnke

8.2 TIpootacio tov yepudv TpomomouOnke

8.2 KatdAinkot punyavicoi Edeyyot TpomomouniOnke

8.2 Ipoctacio 0@OaApdY TpomomouniOnke

8.2 IIpoctacio Tov déppatog TpomomouOnke

9 Oopn Aparpénke

9 Mopraxn pao Ipootédnke

9 XPOHOL Mpootédnke

9 Epopdvion TpomomouOnke

9 Enpeio éewg Ipootédnke

9 ZUVTELEOTNG KOTAVOUNG GE Melypo n- Ipootidnke
oktavorng/vepov (Log Pow)

10.1 AvtidpactikdtnTa Aparpédnke

10.5 Mn ovppatd vika Aparpédnke

10.6 Emivduva tpoidvta amocHvieong Aparpédnke

11.1 LD50 and tov otépatog o€ apovpaiovg TpomomouOnke

12.1 Owoloyia - yevikd Agorpédnke

12.1 EC50 - Kapxwoewdn [1] Ipootidnke

13.1 Ieprpepertards kavoviopog tepl anofAntmv ApupiOnke

14.1 ApOuodc OHE (ADR) Ipootédnke
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Cyproterone acetate
Agltio Agdopévev Acpaleiog

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

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
14.1 ApBuoc OHE (IMDG) Ipootidnke
14.1 Ap1Ouog OHE (IATA) Ipootédnke
14.2 KatdhAnin ovopacio amootolic (ADR) Ipootédnke
143 KX\éon (ADR) Ipoctédnke
143 Etwcéteg ktvdvvov (ADR) Ipoctédnke
14.4 Kamyopia cvokevasiog (IMDG) Ipoctédnke
14.4 Katmyopio cvokevaciog (IATA) Ipootidnke
14.4 Onada cvokevaciog (ADR) Ipootédnke
14.6 E&apovpeveg mocdtteg (ADR) Mpootédnke
14.6 Ewdwég datages osvokevaoiog (IMDG) Ipoctédnke
14.6 Odnyieg ovokevaciog (IMDG) Ipoctédnke
14.6 Kamyopia petapopds (ADR) IIpoctédnke
14.6 Ewwég datdéerg (ADR) Ipootidnke
14.6 Tepropiopéveg moodteg (ADR) Ipootédnke
14.6 Kodwog meplopiopmv yio onpayyes (ADR) Ipootédnke
14.6 ApBv avayvopiong kvdvvov (Képrep Apop.) Ipoctédnke
14.6 Kodwag ta&vounong (ADR) Ipoctédnke

T peg keipevo ppacewv H kor EUH:

Aquatic Chronic 2 Emkivduvo yuo to vddrvo mepifdArov — Xpoviog kivduvog, katnyopiog 2

Carc. 2 Kapxwoyéveon, katnyopio 2

H351 "Yronto yuo mpdxAnon kapkivov.

H360 Mmropei va. PAdyet T yovipodtnta 1 To Eufpuo.

H362 Mropei vo. BAdyet Ta. Bpépn oL TPEPOVTAL e UNTPIKO YO

H411 To&wd Y10 TOLG VIPOPLOVG OPYOVIGHOVS, LE HAKPOYPOVIEG EMTTMCELS.

Lact. To&wodmTa 6TV avamapoy®yn, Emrpochetn KoTnyopia, ETOPAGELS 6T YOAOLYio 1| LEG® TNG YOAOLXioG
Repr. 1A To&wodmTa 6TV avamapayoyn, katyopio 1A

Aghtio Agdopévav Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyovtat 6g avtd 10 deAtio mpoépyovtar amd mnyég Tig onoieg Oempovue a&dmiotes. [apdra avtd, divovat

xopis Kapio eyyomon, pntm M appntn, yio v akpifetd tovg. Ot cuvifkeg i ot pébodot xeptopov, amobnkevong, xpiong 1 ordPPYNG TOL TPOIOVTOG deV

VIOKEWTAL 6T Sk pog €0OHVN Kot PIToPET Kat VoL NV EUTITTOVY Kot 6TIS appodtdotTég Hog. [''avtong Kot yio GAAovg AdYove, omomotovpacte kabe evbovn oe

TEPINTOON AMDAELNG, VAIKNG 1) XPNHOTIKAG {NUiog amd, 1 e 0TotodNmoTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodnKevo 1) TN XP1oN TOL TPOIOVTOS. AVTO TO

Aehktio Agdopévav Acpaleiog cuvtayOnke Kel TPETEL VoL XPNGILOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. EGv to mpoidv ypnoiomoteiteat ©g cuatatikd GAlov

TPOTOVTOG, Ol TANPOPOPIES TTOV TAPEXOVTOL GG EVOEYETOL VOL UMV EIVOL EPUPUOGLUES. VTEG Ot TANPOPOPieS BacilovTal 6TIC TPEYOVGES YVAOGELS UG KOL

TpoopilovTal yio. vo. TEPLYPAYOLV TO TPOTOV OTOKAEIGTIKA Y10 AOYOVG VYELNG, o@aAelog Kot TEPPAAAOVIIKOV ATOITHOEDV. ZVVERMS, dgv Oa Tpénet va HewpnOet

OTL £YYVATOL OTOLOINTOTE GUYKEKPULEVT 1O1OTNTOL TOV TPOTOVTOG.
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