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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Cyproterone

Kodwog mpoidvtog : 201600247

Svvdvopo . Cyproterone, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

To&wdmta otV avomapaywyn, katyopic 1A H360
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpnTEG QUOIKOYNMIKES EMIPAGELS, KAOMG KUt EMIPAGEIS 6TNV 0vOpOTIVY VYEio Kon 610 TEPLPdALov
Amdeaon HEGE KPIoTG EUTEPOYVOUOVAV KO ATOIEIKTIKNG 1)YD0G.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos cvpeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHS08
[pogdomomtikn Aé€n (CLP) : Kivdvvog
Anhaoeig emkwvdvvomrag (CLP) : H360 - Mropei va. BAdyet T yovipodma 1 To £uppvo.
Anidoeilg Tpopvriaéng (CLP) : P202 - Mnv to ypnoiponomoete npv dofdoete Kot KatovonoeTe Tig 0dnyieg Tpo@vraéng.
P308+P313 - XE IEPIIITQXH éxbeong 1 mbavottag ékbeong: Zvppovlevbdeite/Emokepbeite
yoTpo.

Zhpavon cOpemva pe: eEapeital 1 E0MTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml
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Cyproterone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Ewovoypdppata kivdvvov (CLP)

GHS08

Agv vrdpyovv emmAéov TANpopopie

TMHMA 3: ZdvOeon/TAnpo@opisg y1a T0. GLCTATIKA

Ovopa AvayvopioTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Cyproterone - <100 Repr. 1A, H360

TIMpeg keipevo tov rdoewv H ko EUH: BAéne tprpa 16

Aev 1oy0et

TMHMA 4: Métpa npatov fondsiaov

Métpa npdTav Ponbdeidv petd amd gilomvon © Bydte tov mofovta otov kabapd afpa. APote To GTopo mov TpocPAninke va avorvedoel kabapd
aépaL.

Métpa pdTav Pondetdv petd and emaen pe o dEppa : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi). [TAvte pe dpbovo vepd/....

Métpa npdtav fondetdv HeTd amd emaen 1e o LaTio . Eemhovete pe vepd kpotdvtog o PAEQapO KoAd avoryTd.

Métpa tpdTev Ponbdeidv petd and katdmoon © Eemhovete 1o otopa. Ewdkn wrpkh mapaxorovdnon. Evééyetar va cuom el mapatetapévn otpikn
mapakorovOnon.

TOUTTOUOTO/EMOPACELS : BMaPeg oty vyeia evdéyetor va gppaviotodv pe kabvotépnon.

TOUTTOUOTO/EMOPAGELS LETG AO ELGTVOT| . Avemapkn dedopéva.

TOUTTOUOTO/EMOPAGELS LETE OO EXOQT| LE TO FEPLLQL . Avemapkn dedopéva.

TOUTTOUOTO/EMOPAGELS LETG b ETAQT LE TOL Pt 1 Avemapkn dedopéva.

TOUTTOUOTO/EMOPAGELS HETA 0 KOTAmOon . To copntopato evégyeton va givor (aln, kKepolakyies, vavtio Kot aT®AELL GUVTOVIGHOV.

Yvppovievdeite/Emokepbeite yiorpod. Edv eivar duvatd dei&te avtd to gOrko acpodeiog, ki av oxt, dei&te ) cvokevacia 1 Ty etikéta. Evepyn ovoia.
DappokevTikod TPoidv.

TMHMA 5: Métpa yio TNV KOTOTOAEPN 06N TG TVPKAYLOG

Katddnka péca mopdcPeong : KovBépta nupdcPeong.

Kivévvog mopkayiag : BMéme tpnpo 2.2.

MéTpa Y100 TNV KOTOTOAEUNGT| TG TUPKOYLAG : Xpnowomomote péca Katdofeons KatdAinia yio v mtepBAALovcH TUPKAYLA.
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Cyproterone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

Tevikd pétpo 1 ATo@OYETE TNV GUECT ETOPT LE TO TPOIOV. MNV avamvéete
okovVn/avabopdoeis/aépla/oTayovidia/aToNs/ EKVEQM LT,

6.1.1. I'a TPOCOTIKO GLLO A6 TO TPOSCMOMUKG EKTUKTIG UVAYKNG

Métpa €KTaKTNG AVAYKNG : Dopdte KOTAANAO TPOGTATEVTIKO POVYIGUO, YAVTIO KOL TPOCTAGIO Y10l TO. MATLOL KOL TO TPOCEOTO.

6.1.2. T Gtopa mov TPocpipovy TPpAOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopie

Agv vrdpyovy emmA£ov TANPOPopieg

MéBodot kabapiopod 1 Zryovpéyre, Ot to amoppipata Oa tepiouileyodv kon Ba amobnkevtodv acparéc. Kabapiote
mpooekTikd. [IMbvete Ta vroreippota wov dev pmopeite vo avakToeTe pe : AlGAvpo VTOYA®PLHOIOVG
vatpiov.

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Emnéov kivovvor katd v enelepyacio . Eguotdron emiong n mpocoyn tov xpiot 6toug Thavods Kvdivoug Tov EVOTAPYOLY GTNV TEPITTOGT
OV TO TPOTIOV XpNGLoTonOel pe TPOTO TOL 0pileTarL OmTd TIG KUTACKEVOGTIKEG TPOILOY POUPES.

TIpo@uraéels yio ac@ain yepiopnd 1 XpNOoWonomoTe T0 TPoidv pe TPOcoy. ATOPHYETE TNV AECT ETOPY HE TO TPOTOV. XTO HETPO TOV
duvatoD 1 xpNHoN TOL TPOTOVTOG TPETEL VO YIVETOL GE EPYUGTNPLOKT YOGV,

Meétpa vyewng : Xp1ion tov mpoidvtog e opH Blopunyavikn vYLEWN Kot SLodKacies 0oQaAEiog.

Teyvucd pétpo T Zoppopeabeite pe TOVG IGYOOVTEG KAVOVIGHOVG.
ZovOnkeg OA0ENG 1 DdvAdooetol KAEW®LEVO.

BAéne tuqpa 1.

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpevES Sradikacisg mopakorovOnong

Agv vrdpyovv emmAéov TANpoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Agev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ieproyés eréyyov

Agev vrdpyovy emmAov TANpoPopieg
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Cyproterone
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

8.2. "Edeyyon ék0gong
8.2.1. Katariinkot pnyovikoi £reyyot

Kotdhinhor pnyoavikoi £reyyol:
Awnpiote og kaAd eEaeplOpevo xdpo. XpnolLomoleite amoKAEIOTIKG 6€ KAEOTN YOGV LE EVOOUATOUEVO QILTPo. DIATPO 0EPOCOUOTIOIOY VYNANAS
amoteheopaticomrog (HEPA filter).

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGPOG
8.2.2.1. TIpocTucio TOV HOTIAOV KOl TOV TPOGAHTOV

Ipootacio 0@OAAN®OV:
Ipoctatevtikd yvaid. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpootacio Tov déppatoc:
XpNoonoteioTe TPOGTATEVTIKO POoVYISHO Yo ynpikd. DIN EN 13034

IIpocTocia TOV yEPLOV:
[Ipoctotevtikd yavtio avhektikd og ynuud tpoidvra. ISO 374-1
8.2.2.3. IIpocTucic TV UVATVEVGTIKAV 00DV

IIpooTacio TOV OVATVEVGTIKAOV 00ADV:
Ye nepintoon anelevdépmong okovNg : paokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypod mpoiov : Mdaoka agpordporoc. Popate avamvenoTikn
GLGKELT 6€ TepinTon £keong oe aTnodE/oKOVES/ 0EPOAD AT

8.2.2.4. Ogppukoi kivovvol

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. OproBétnon ko TapakorovOneon g meptparhovroroyikig £kBeong o€ Kivovvo

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voi1kég Kot ynNUIKES 1010TNTEG

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNHIKES 1O10TNTES

ook Kotdotoon T Zteped
APDOUOL : Mn dwbéopo
Epedvion T Zkovn.

Ooun © Aevoyoet.
Op1o ooung : Mn dwbéopo
Enpeio th&ewg : Mn dwbéopo
Enpeio mhéewg : Mn dwbéopo
Enueio Bpacuod : Mn dwbéopo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro Ekpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Bgeppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDSeg, Kivepatikog (1) : Agvioyber
AwAvtomzto : Nep6:<0.1g/l
ZVVTEAEOTNG KOTAVOUNG GE MELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otpumdv : Mn dwbéopo
ITieon atpov oe Beppokpoacio S0°C : Mn Swbéorpo
IMukvomta © Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTikn TokvoTTe ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

03/04/2023 (Huepopmvia ékdoong) EL (eMnvicd) 4/8



Cyproterone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

9.2.1. IIAnpo@opics GYETIKA IE TIS KLAGELS UGIKOD KIVIVVOU
Agev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 10: Xta0gpdtnTo KOl avVIIOPUoTIKOTNTO

Z1afepd VIO KAVOVIKEG GUVONKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Ortov Beppaivetat p€ypt Tov onpeiov S1GCTOONG, EKTEUTEL EMKIVIVVOVG KOTVODG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komTa (amd 6TOHATOG) 1 Mn ta&wvopnpévog
O&eia To&komTo (deppoTikn) © Mn ta&wvopnpévog
O&eia To&otTa (avomvon) 1 Mn ta&wvopnpévog
Cyproterone
LD50 and tov 61dp0T0g 68 Apovpaiong > 2000 mg/kg
AGBpmon kot epebiopdg Tov dEppatog : Mn ta&vopnpévog (EAreipatikd dedopéva)
ZoPBopn opbBaipikn PAAPN/epebiopog 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
EvaisOntomoinon tov avomvevotikod 1y © Mn taéwopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)
gvaicOntomoinomn Tov d€ppatog
MetaAro&ryéveon YEVWINTIKOV KUTTAP®OV © Mn ta&wvopnpévog (EArepatikd dedopéva)
Kapxwoyéveon : Mn ta&vopnpévog (EAreipatikd dedopéva)
To&wdmTa Y100 TV avemepoy®yn © Mmopei va BAGyet T yovipomto 1 To Eppvo.
Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&vopnpévog
epamag £xbeon
Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn taéwvopnpévog
gmavelnupévn ékbeon
Enuwvdovomta avappoenong 1 Mn tag&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta Taévounong dev TAnpovvrat)

Agv vrdpyovy emmAfov TANpoPopieg
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Cyproterone
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 12: Owoloyikég TANpo@opisg

Oworoyia - yevika . Emivdvva amdfinta. Xpnowomroteite katdinia doyeio andppymg.
Emikivduvo yio to vddtvo meptBaAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo y1o to vddtivo meptBaAlov, pakporpdbeopog : Mn ta&vopunpévog

(xpéviog)

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpogopieg

TMHMA 13: Xtovyeio oyeTika pe T 0130gon

Tomun vopobesio (amdPAnTo) 1 Kataotpéyte pe ao@ain tpdmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKA pE T HETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog tavtotnTog

Aev 1oy0et ‘ Aev woydet | Agv et

14.2. Owkeia ovopasia awostorisc OHE

Aev 1oydet ‘ Aev 1oy0et | Aev 1oybdet

14.3. Taén/-e1g KtvdOvov KaTa T PETO.QPOPE

Agv 1oy0gL Agv 1oy0et Aev 1oydet

14.4. Opddo cvoksvaciag

Agv 1oy0et Agv 1oy0et Aev 1oybdet

14.5. Tleprpaihovriki emkivovuvoTnTO

Agv 1oy0et Agv 1oy0€t Agv woyvet

Agv vdpyovv emmhéov Srabécieg TAnpoopieg
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Cyproterone
Aghtio Aedouévav Acpadreiog

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

14.6. Ewdwkég mpouAdEerg yia Tov ypiotn

Eniyewa petagopa
Aev 1oydel

petapopd péco Balacong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg peTa@opis yvony copgpmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe THY 06QGLEWD, TNV VYEIX Kou TO TEPLBaLLoV Yia TNV 0VGia 1] TO peiypa
15.1.1. kavoviopoi EE

Mapdaptnpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev tephapfavetat oto Moapapmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TN01|G)
Aev nepihappaveron oto [apapmua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov ovoidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyodusvn cuvaivesn petd omé evnpépmon)

Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavikoi pomor)

Aev gpapuoletat.

Kavoviopdg mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepihapfaveton 6tov Katdroyo ovoidv mov eEacbevitovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®dv tpodpopmv ovordv (EE 2019/1148)

Aev Tepiéyel kapio ovaia(eg) mov nephappdavetar(ovtat) 6Tov KatdAoyo pddpopmv ovoimv ekpnktikdv (Kavoviopoc EE 2019/1148 oyetikd pe v epmopio Kot
™ XpHon TPOSPOL®Y OLCLDY EKPNKTIKDOV)

Kavoviopdg mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mephapfavetayovat) otov Katdhoyo Tpddpopmv ovetdv voprkatikdv (Kavoviepog EK 273/2004 oyeticd pe t1g mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg

15.2. A&ohdynon ymuikig ocQaielog

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 16: AlAheg TANPOQOPiES

ITqpeg keipevo ppacsov H ko EUH:

H360 Mmropei va. PAayet T yovipodmta i 70 Euppuo.

Repr. 1A To&wodmra oty avaropayoyn, katnyopio 1A

Aektio Agdopévov Acpaleiag (AAA), EE
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Cyproterone
Agltio Aedopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

ATIOITOIHXEH EY®NHZX Ot mAnpo@opieg mov TEPEYOVTIAL 6€ aDTO TO EATIO TPOEPYOVTUL OO TNYES TIG OToieg Dewpovpe aomiotes. [apdra avtd, divovron

xopis Kapio eyyonon, pnt i &ppntn, Yo Ty okpifeid Tovg.
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