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oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpononotinke and tov Kavoviouo (EE) 2020/878
Hpepounvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etorpeiog/emyeipnong

1.1. AvayvopioTiKog KmduKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiog 1 6a,9-difluoro-11B-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-oxoandrosta-1,4-dien-17a-
yl propanoate

Kwducde mpoidvtog : 202000207

1.2. Zuvogeig mpocdlopiopevEg P GELS TG OVGLAG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PGELS

1.2.1. Zyetikég mpoPremopeveg Ypioseig

Kbpra katnyopia ypnong . To mpoidv mpoopiletat yio TNV Epevva Ko avamtuén Kot TV EXoyyEMLOTIKT EKTAISEVOT).
Xpnon g ovsiog/Tov petypotog © Movo yio gmayyeALaTIKN ¥pIomn
Kotnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. AvTevoElkvoopeves YpiceEls
ITepropiopoi otn xprion © Mn gpnowonoteite : Katdmoon, Ewonvony, Aeppatikd

1.3. Zroygia Tov Tpoun0evTi) TOL derTiov dedopévav acPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQ®OVOL emMElYOVGUS AVAYKNG

ApBudg mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: [1poco10piopog emKIvVOUVOTNTOG

2.1. Ta&woépnon g oveiag 1| Tov peiypatog

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

To&wodTa 6TV avamapay®yn, Katnyopio 2 H361d
Ewum to&ucodtta o 6pyava-ctoyovs Hotepa amd enavenpupuévn ékbeon, H373
KoTnyopia 2

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TTEPIBaiiov
ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xaopoktnpiopog copgova pe tov Kavoviepsé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovovo (CLP)

GHS08
[poewomomtikn AéEn (CLP) . IIpoocoyn
Ankaoeig emkvdvvotntog (CLP) : H361d - "Yronto yo mpdxAnon BAGSng oto éuppuo.

H373 - Mnopei va tpokarécet PAABES 6T OpYyove VGTEPOL OO TAPOUTETAUEVT T) ELOVEIANLLUEVT
£xOeon.
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6a,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

ovppwva pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviepo (EE) 2020/878

Anidacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101ké 0dnyieg mpv amd T ypnon.
P202 - Mnv 10 pnGLOTOMGETE TPV S0PACETE KoL KATAVONGETE TIG 00N YiEG TPOPVAAENS.
P260 - Mnyv avomvéete okdvn/avabupidosic/oéplo/otayovioto/atods/ekvepdpaTo.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOMIKNG TTPOGTUGILOG Y10, TOL
péatio/TpdcmmO.
P314 - ZupPovievbeite/Emokeqbeite yiotpod edv acbavieite adiabecia.
P405 - dvAdoceTon KAEWBOUEVO.
P501 - AuiBeom 1oV TEPLEXOUEVOV/TEPLEKTN GE OTEID GLAAOYNG ETKIVOLVEOV 1 EOIKOV AmoPANT®V,
GUHO®OVO LLE TOVG TOTIKOVG, TEPLPEPEINKOVGS, £BVIKOVG /Kot dieBveic Kavoviopode.
TApoven cOpeove. pe: EapEiTal | E6MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG ontoiag dev vrepPaivovy ta 10ml

Ewcovoypappata kvddvov (CLP)

GHS08

2.3. AALot Kivovvor

Agv vdpyovv emmAEOV TANPOEOPiES

TMHMA 3: ZOvOeon/TAnpo@opies Yo TO GVOTATIKG

3.1. Ovoigg

Ovopa AvVayvopeTIKOS KOdwkes | % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

60,9-difluoro-11p-hydroxy-16a-methyl-17- - <100 Repr. 2, H361d

[(methylsulfanyl)carbonyl]-3-oxoandrosta-1,4-dien-17a-yl STOT RE 2, H373

propanoate

IMAnpeg keipevo tov dnrdcemv H ko EUH: BAéne tufpa 16

3.2. Meiypota

Agv 1oy0gt

TMHMA 4: Métpa apdTtov fonbsiov

4.1. Ileprypagn péTpov TpOTOV fondeidv

Métpa tpdTev BPonbdeidv Hetd and enaen Le To dEppo . KoBapiote ™ peyodvtepn duvorn moodtnto okovmilovtdg t (kabopd kot palakd amoppoenTikd
mwavi).
Métpa pdTav Bonbeidv pnetd and exagn pe o paTio . Hemhovete to. pdtia pe vepo Yo Ad0youg ao@oeiag.

4.2. ZNPavTIKOTEPO CUPTTONATO KON EMOPAGELS, GPECES 1] HETAYEVECTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evo€1&n 0010601 TOTE AMOLTOOPEVIG GIEST|G LUTPIKIG PPOVTIdUG Kut E18WKN G Ogpaneiog

Aev vdpyovv emmAEOV TANPOQOPieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPUN O] TNG TVPKAYLAG

5.1. MvpooPeotikd péca

KotdAinio péoa mopdsPeong : KovBépta mupdoPeonc.
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60,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

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

Kivduvog mopkayidg © BAéme tunpa 2.2

Métpa ylo TV KOTATOAEUNGT TG TUPKAYLOG . Xpnowonomote péca katdoPeong KatdAnia yo v neptdAlovca TupKaytd.

TMHMA 6: Métpo o€ TepinTmMon 0KoVoL0S EKAVONG

6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNG OVAYKNG : Amogevyete kdBe meprrtn €xbeon.

6.1.2. e GTopa mov TPooPEpovy TPMOTES Por)Bereg

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAEoV TANPOQOpieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agv vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOEOPIiEg

BAéme tunpa 1.

TMHMA 8: ‘EAlegyyoc tnc £ék0eonc/atopikn tpootacio

8.1.1 EOvikég oprokés Tipnés emayyeipatikig £k0song ko frohoyikég oprokés Tipég

Agev vdpyovv emmAéov TANPOQOpieg

8.1.2. ZuvieTdpeves drudikasiss TapakohovOneng
Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.3. Zynpotifovror sToycia pomaveng Tov oépa
Aev vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL xox PNEC

Agv vdpyovv emmAEov TANPOQEOPiEg

8.1.5. Ileproyég eréyyov

Aev vdpyovv emmaAéov TANPOQOpieg
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6a,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

ovppwva pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviepo (EE) 2020/878

8.2."Eleyyor £k0gong
8.2.1. Kotdiinkot pnyovikoi Ereyyon

Katarlinior pnyavikoi éleyyon:
Awmpfiote o€ KoAd eEoeptlopevo ydpo. Zuvibog amatteitor cOGTNHA YEVIKOD UNyavikoD eE0EPIGLOD TOV XDPOL.

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGOG

8.2.2.1. lIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV
Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.2. Ilpootacio déppatog

Ipoctucia Tov déppartog:

oS8 EpyacTnpiov

Mpoctocio TOV YEPLOV:

ITpoctotevtikd yovTio

8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0d®V

Agv vdpyovv emmAEOV TANPOYOPiES

8.2.2.4. Ogppkoi kivovvol

Agv vapyovv emmAEOV TANPOQOPiEg

8.2.3. Oprobétnon kon wapokorovOnon e teprfailovroroyukns ékbeong o€ Kivovvo

Agv vdpyovv emmaAEOV TANPOQYOPiEg

TMHMA 9: ®vuoikég Ko ynuKEG 1016TNTEG

9.1. Zroyeia Yia Tig facIKES QUOIKES KO YNIIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Oopn © Mn dwbéorpo
Op1o oopng © Mn dwbéoipo
Enpeio théewg © Mn dwbéorpo
Enpeio T&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéorpo
Evpiextomta © Mn dwbéoipo
Opra KtvdOvov ekpnéEemg 1 Agv woy0et
Xapunhotepo 6pio EkpnéEng 1 Agv woydet
Avartato dpro expn&uydmrag 1 Agv woydet
Inueio avapreéng 1 Agv woydet
Bgppokpacio avtavaereéng 1 Agv woy0et
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
Awdropo pH © Mn dwbéoipo
EDAES, KivepaTikos (1) 1 Agv woydet
Awdvtomta © Mn dwbéoipo
YUVTEAEOTNG KOTAVOUNG O€ HElYL N-OKTOVOANG/VEPOD © Mn dwbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéorpo
IMukvotnto : Mn Swbéorpo
ZYETIKN TUKVOTNTOL © Mn dwbéopo
ZyeTikn mokvoTnTa aTUAV 6TovG 20°C © Aev oyet
Méyebog copatidiomv © Mn dwbéopo
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60,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

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

9.2.1. IIMpo@opicg oYETIKA pE TIS KLAGELS PUOLKOV KvdHVOU

Agv vapyovv emmAEov TANPOQOPieg

9.2.2. AMLa YOpUKTNPIOTIKG 06QaAEiog

Aev vdpyovv emmAéov TANPOQOpieg

THMA 10: X100gp6TNnTO KO AVTIOPOCTIKOTNTO.

2tabepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmAEOV TANPOQOPiEg

Kavévag yvootog/-1/-0.

Agv vdpyovv emmAEOV TANPOQOPieg

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaivetan LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVYOUG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

111, Minpogopiss 11a T e kvbivov, émog opilovean otov kavoviond (EK) aptd. 12722008
Oé&ela to&womra (amd oToOHATOS) : Mn ta&wopnpévog

O&ela to&ucomta (Seppatikn) : Mn ta&wopnpévog

Oé&eia to&womra (avamvon) : Mn ta&wopnpévog

AGBpwon kot gpebiopdg Tov dEppartog : Mn ta&wopnpévog

ToPapn opboipkn PAG/ epediopog : Mn ta&wopnpévog

EvaisOntomoinemn Tov avamvenstikov 1 : Mn ta&wopnuévog

gvaucOnTomoinem Tov dEpUaTOG

MetoAho&ryéveon YEVVINTIKAOV KOTTAPOV : Mn ta&wopnuévog

Kapkvoyéveon : Mn ta&wopnpévog

To&wodTa Y10 TV avamopayoyn : Yronto yo mpdxkinon PAPng oto Eufpuo.

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog

epanag ékbeom

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) — : Mmopet va npokarécet BAAPeg ota dpyava HoTEPE Ao TOPATETAUEVN 1) ETAVELUEVT EkOeo).
emavenupuévn xeon

Enucvduvotnto ovappdenong : Mn ta&wounuévog

Agv vdpyovv emmAEOV TANPOQEOPiEg
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60,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

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

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd 1 Aev mapovctdlel wiaitepo Kivouvo yio To meptBaAiov.

Enucivduvo yia to vddrtivo mepiBdriov, Bpayvrpodbecpog : Mn ta&wounpévog

(080¢)
Emucivduvo yia to vddrtivo meptBdrlov, pakporpdbecpog : Mn ta&wopnpévog

o

%
S‘
o

o

Aev vdpyovv emmAéov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agev vdpyovv emmAEoV TANPOQOpieg

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 14: ITAnpo@opies GYETIKA PE TT) HETAPOPT.

Topewva pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog

Aev 1oy0et ‘ Aev 1oy0et ‘ Aev 1oy0et

14.2. Oweia ovopooia awostoric OHE

Agv 1oy0et I Aev 1oy0et l Aev 1oy0et

14.3. Ta&n/-e1g KtvdHvov KOTa TN PETOPOPE

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.4. Opéada cvokevaciog

Aev woyvet Aev 1oy0et Aev 1oy0¢t

14.5. MeprpairovTiKi] EmKIVOUVOTNTA

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

Agv vdpyovv emmiéov Srabioiueg TAnpoopieg
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6a,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

ovppwva pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviepo (EE) 2020/878

14.6. Exdwkéc Tpo@uAa&ers yia tov xpnotn

Eriysio petagopd
Agv 1oyvet

peTaQOpa péce Baraoong
Agv 1oy0et

Evaépra petagopd
Agv 1oy0et

14.7. @aracoreg peTa.QOPEg yVONY oOpPmva pe Tig Tpaéeg Tov IMO

Agv 1oy0et

TMHMA 15: Ztoygio vopoOetikot yopoxtipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe TNV 06QaLEWD, TNV VYEIX KoL TO TEPIPaLLOY Yia TNV 0VGiA 1] TO peiypa
15.1.1. xavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev neprapféveton oto Hapdaptnpa XVII tov REACH

Hapaptnypa XIV 100 REACH (Katdroyog 0d£1006Tn61G)
Aev meprapPavetor oto Hapdaptnua XIV oo REACH (Katdhoyog adetoddtnong)

Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

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

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomror)

Aev gpappoletor.

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

Aev neprapfavetor otov Katdhoyo ovotdv mov eEacbeviCovv to 6Cov (Kavoviopdg EE 1005/2009)

Kovoviepdg mepi ekpnkTik®v apodpopev overdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov mepthapfdvetaovtat) 6Tov Katdrhoyo mpddpopmv ovctdv ekpnitikdv (Koavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

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

Aev mepiéyel ovoia(eg) mov mepthapPaveta(oval) 6Tov KoTdAoyo mpddpopmv ovotdv vapkatikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agev vdpyovv emmAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 16: Alkeg TAnpo@opisg

I peg keipevo pacswv H kar EUH:

H361d "Yromto yio mpdkinen PAAPng oto Epuppuo.

H373 Mmopet va tpokarécet BAaPeg ota dpyava HoTEPE Amd TOPATETAUEVN 1] ETAVENLUEVT EkDeO).

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 7/8



6a,9-difluoro-11g-hydroxy-16a-methyl-17-[(methylsulfanyl)carbonyl]-3-
oxoandrosta-1,4-dien-17a-yl propanoate
Agltio Agdopévov Acpareiog

ovppwva pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tporormomnke and tov Kavoviepo (EE) 2020/878

I peg keipevo pacewv H kar EUH:

Repr. 2 To&ucdmta oty avamapayoyn, Katnyopio 2

STOTRE 2 Ewdun to&ikotnra o€ 0pyava-otdyovs Hotepa and exovelknuuévn ékbeon, katnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov mepiéyovial o€ antd T0 deATIO TPoEpYovTal amd TyES TS onoieg Bempovpe agiomotes. [Tapdia avtd, divovtat
xopis Kapio eyyomon, pnm N appnTn, Yo TV aKpifetd Toug.
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