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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa ovoiag : Dydrogesterone
Xnukn Ovopocio : Dydrogesterone
Kwd.-EE 1 205-806-8
apOpuog CAS : 152-62-5
Kodwodg mpoidvtog : 201600331

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
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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]

Evdokpwvikdg dwatapdrtng ya to mepipdiiov, Katmyopio 2 EUH431

Evdokpwvikdg Swatapdrtng yo Ty avOpomvn vyeio, Kotnyopia 1 EUH380

Kapxwoyéveon, katmyopio 2 H351

Ewwn to&ikomra o€ 0pyoava-ctdyovs Hotepa and exovelnuuévny  H372

£xBeon, katmyopia 1

Emucivduvo yuo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H411

Katnyopiag 2

I peg keipevo tov dniooemv H kot EUH: BAéne tunqua 16

AvemOopnTES QUoUKOYNIKES EMIPAGELS, KAOADG KoL EMIPAGEIS 6TV avVOpAOTIVY VYEio Kot 6T0 TEPIfdiiov
To&wd Yo oG VIPOPLOVG OPYAVIGUOVG, LE LAKPOYPOVIES ETTTMOGELS. Y TOTTO Yl TpdKANon Kapkivov. Ilpokadel PAGPES oo Opyava DVoTEPO OO TAPOTETOUEVT
1 emaveknpupévn £xbeon.

2.2. Zroyeia eTIKETOG

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

Ewovoypappata kivovvov (CLP)

$ )
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

GHSO08 GHS09
[pogwdomomtkn Aé€n (CLP) : Kivduvog
Anhaoeig emkwvdvvornrog (CLP) : EUH380 - Mmropei va mpokarécet evdokpiviky dtatapayf otov avOpmmo.

EUH431 -"Yronto yio tpoxkAnon ev8okpivikig dtotapoyig 6to meptBailov.
H351 -"Yronto yio mpoxAnon Koapkivov.
H372 - Tlpokodei PAGReg ota Opyavo (EVOOKPIVIKO 6VGTNIE) VOTEPO OO TAPUTETOUEV |
emavelnupévn ékbeon.
H411 - To&wko yio Toug v3pOPLovg opyaviGHOUGS, LE HOKPOXPOVIES ETTTOCELS.
AnAdoeig Tpoevraéng (CLP) : P201 - Egodwoteite pe TG e181kég 0d1yieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomcete mpv S0 ACETE KOl KOTAVOTGETE TIG 001YiEg TPOPOAUENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/ctayovidia/otnods/ekvepduata.
P263 - Amopehyete TV £maen 61N SLAPKEL THG EYKVHOGVVIG KO THG YOAov)iog.
P264 - ITAdvete ta gépua, Tovg myels (avtifpdyia) Kot 10 TpdomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, nivete 1 Komvilete, OTAV XPNGUOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyetor 1 ehevbépwon oto meptBdAiov.
P280 - No popdte TpOCTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TO AVTLAL.
P314 - ZupPovrevbeite/Emokepbeite yiatpd edv arcbavieite adiobdeoia.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AudBeon tov mepieyopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVS, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.
Znpavon coppova pe: E&apeitor ) ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv tao 10ml.
Ewovoypdppoata kivdvvov (CLP) :

GHS08

2.3. AALot Kivovvol

H oveia meprapfavetor otov katdhoyo mov kataptifetor cOpeova pe to apbpo 59 mapdypapog 1 Tov kavovicpod REACH yia Tig 1310t teg EVE0KpVIKNG
Swatopaync 1 avayvepiletor 6t £xel WOTNTEG EVEOKPIVIKNG d0Tapoyng cOLP®VE pe Ta Kprenpila mov opilovia otov kot e&ovotoddtnon Kavoviopd mg
Emutponng (EE) 2017/2100 1} tov Kavoviopé g Emrponng (EE) 2018/605
AlAeg mAnpoopieg . Evepyo ovotatiko (o8 QopULOKEVTIKA TPOTOVTQ).

ITpocoyn - N Tapodca ovsio dev £xel aKOUN SOKIUAGTEL TAPMC.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoicg
Ovopa AvayvopieTikog KOOKOG % Koatdraén copoava pe tnv odnyia
TPoidvTOg 1272/2008 EK [CLP]
Dydrogesterone apOpog CAS: 152-62-5 <100 ED ENV 2, EUH431
Ovcia Tpocdiopictnie mg ovaia e 1010t TeS evdokpvikoy | Kwd.-EE: 205-806-8 ED HH 1, EUH380
SatopdrTn Carc. 2, H351
STOT RE 1, H372
Aquatic Chronic 2, H411

ITAnpeg keipevo tv niocemv H kow EUH: BAéne tpnqpa 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Ileprypaon pétpov tpatov fondeidv

Tevikd pétpo mpdtmv fonderdv : g mepintwon apEBOAM®Y 1| €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

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

Métpa tpotmv Bonbeldv petd amd exaen pe To déppa : ATOPOKPOVETE TO LOAVGHEVO POVYIOUO, TAVVETE O TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATOAD
GOTOVVL KOt VEPO, Kal 6Tn cuvéyeta Eemlévete pe (eoTO vepo.
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

Métpa tpdtmv Bondeidv petd and emagn pe o paTio : Eem\dvete pe vepd kpatdvtag o PAE@apa KaAd avoyytd. ZvpBovigvteite yotpd edv cuveyiletat o
mOVOG M| 1| KOKKWVIAQL.

Métpa npdTov fondeidv petd omd Kotdmoon : Eemlivete 10 otOpO pE vepO (udvo edv To dtopo dtotnpei Tig asbnoelg Tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE GTOWO OV £EL YAGEL TIG aucbnoelg Tov. ZupPovievbeite/Emokeqbeite

apécmg yaTpo.

Agv vdpyovv emmA£ov TANPOPOpPies

Aev vdpyovv emmAov TANpoPopie

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAinia yio v epipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPeSTIKO HEGO : Mn ypnoonoteite peydin pon vepov.

X TePinTOON TUPKAYLIG TOPAyOoVTaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivouvo povo&eidio Tov avBpaka, d10&eid1o Tov dvOpaia Kot

mpoidvta amocHvheong dALo To&d aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa yio TNV KOTATOAEUNGN TG TUPKAYLHG : Amo@edyete T Sapuyr Tov vepod TG TVPOSPESNG 6T TEPPAAIOY.
TIpoctacio katd v TupdsPeon : Mnyv erepPaivete yopig katdAnio e£onAMoUd. AVTOVOUN OVOTVEVGTIKY GUOKEVT UE LOVOOT).
OLOGOUN TPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVOLOG EKAVGTG

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

I TpocOmKS GAL0 076 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATOPOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dtopa mov Tpoceipovy TpAdTES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Elevbépmon oto mepipdrrov. Epmodicte Ty €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe 10 Pe £va adpavEG DAIKO Ko TOToDETHOTE TO G€ évav KOTAAANLO meptéktn S1dbeong
amofANToV.
MéBodot kabapiopon : Eemhdvete TIG LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog pe amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e ™ didbeon.

TMHMA 7: Xepiopog omo0nkevon

Emndéov kivdvvor katd v encepyocio . Eyxvopovoioeg kot Onhalovoeg va pmv £pyovial o€ Kopio EToQ He TO TPOidV.
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

TIpopuAdéels Yo acQaAn XEPIGHO
Métpa vylevng : Mnv tpdre, mivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora

1 Amogevyete kGOe mepirt kBeon. Opovricte dote 0 YHpog epyaciog va e&aepileTar cOOTA.

epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv amd kabe
£pYOoLOKO StAELpO KoL LETG TO TENOG TG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, GUPTEPLONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton oe KoAG agplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyete
™ (éotn Kot TV Gpeon nAlokT aktvoBolia.

YAkd cuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telkn xpion 1 (p1oeis

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 8: 'Eleyyog g ék0gonc/atopiki tpoctacio.

8.1. Ilapapetpor eréyyov
Aev vrdpyovv emmAov TANPOPopieg

8.2.'Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote dote 0 YOPOg epyaciog vo eEaepiletol cmotd. TovnOmg amotteitatl GUGTNLO YEVIKOD UNYOvIKoy E0EPIGLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAUV).

ATOPIKOG TPOOTATEVTIKOG EEO0TTAO NGOG

IIpootacio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootacio 0@OIAN®V:

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

Ipootacia Tov déppotoc:
Dopdte KOTAAANAO TPOGTOTEVTIKO povyicd. Xprion og epyactipi : modid epyactnpiov. (EN 13034)

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

IIpocTacio TOV AVUTVEVGTIKAV 00MDV

IIpooTucio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyng okOVING, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeio Yo Tig fAGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTaom Z1eped

KPOHO White. oyedov Agvko.
Epgdvion Crystalline powder.
Moprakn paco 312,5 g/mol

Oopn Mn Swbéopno

Op1o oopng Mn dabéoyo
Inpeio Eemg 169 - 170 °C

Inpeio m&ewg Mn dabéoyto
Inpeio Bpacpod Mn dabéoyto
Evplextomta Mn dabéoyto

Xoapniotepo 6pio £kpnéng
Avdtato 6pro expn&dmrag
Inueio avaregng
Bgppokpacio avtavaereéng
Bgppokpacio arocvuvieong

Agv 1oy0et
Agv 1oy0et
Agv 1oy0et
Aev 1oy0et
Mn dabéoyo
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

pH : Mn dwbéoipo
Awivpo pH : Mn dwbéopo
EmdeG, Kvepotikog (1) 1 Aev oydet
Awrvtomra : Nepo: <0,1 g/l
2uvTedeoTg KOTOVOUNG OE pelypo N-0KTOVOANG/VEPOD <4

(Log Kow)

Téon atpumdv : Mn dwbéopo
ITieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

Aev vdpyovv emmAov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

Agv vdpyovv emmALOV TANPOPOPiES

TMHMA 11: To&ikoroyikég TANPOP

Oé&ela to&codmra (amd 6ToOHaTOC) : Mn ta&wvounuévos (Baoet tov dtubéciumv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
Oé&ela to&ucdmra (Seppotikn) : Mn tag&wvopnpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvopnpévos (EAdepatikd dedopéva)

Dydrogesterone (152-62-5)

LD50 and tov 6tdpaTog 68 0povpaiovg > 4640 mg/kg (Ap. RTECS TU3671000)
AGBpmon ko epediopdg Tov dEppatog : Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kKprtnpio ta&vounong dev minpovvaor)
ZoPapn opOaipkn PAPN/epedionog : Mn ta&vounpévog (Eriepatikd dedopéva)
Evaisbntomoinem tov avamvevustikcov 1 1 Mn ta&vounpévog (EAdeipatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVWINTIKOV KUTTAPOV : Mn ta&wopnpévog (Baoet tov dabéoiuov dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)
Kapxwvoyéveon : 'Yromto yu mpdkinon Kapkivov.

Dydrogesterone (152-62-5)

Aebvég Ivetitovto Epsuvav yio tov Kopkivo (IARC) 2B - Towg KopKivoyovo yia Tov avOpmmo

To&wodTTa 6TNY avamopay®Yn : Mn to&wounpévog (Mn cvumepacpoticd dedopéva)
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn ta&wopnpévog (EMeiparticd dedopévar)

epano ékbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — . Tpokoiei PAaPec ota Opyava (vEoKpVIKO GOGTNA) VOTEPO OO TOPUTETOUEVT ) ELOVEIANUUEVT
emavelnupévn ékbeon £xOeom.

Enucvduvotnta avappdenong : Mn ta&vounpévog (EAiepatikd dedopéva)

1516t TEG EVOOKPIVIKNG dLaTUPAYNS

Avopeveig emmtdoelg oty vyeia mov Tpokorovvtor omd  : Exetl evdokpvikd tpomo dpdong, dniadn petadiiet ™ Aertovpyio N Tig Aertovpyieg tov
10T TEG EVOOKPIVIKAG SLOTAPOYNG £VOOKPWVIKOD GLUOTHULATOG

TMHMA 12: Oworoyikég TApopopies

Emwivduvo yia to vddrtivo mepiBailov, Bpayvrpobeopog : Mn ta&wounpévog (Baoetl tov dtabéctumv dedopévav, to kprmmpla ta&vopunong dgv TAinpodvar)
(0&00)

Emikivduvo yio to vddrtivo mepipdilov, pokporpobecpog : To&ukd yio Tovg VIPOBIOVE OPYOVIGHOVS, HE LOKPOYPOVIES EMTTAOGELS.

(xpoviog)

Dydrogesterone (152-62-5)

LC50 - Yapua [1] 4,8 mg/1 (96 dpeg, Danio rerio(yapt (EPpar)
EC50 - Kapxwvoewdn [1] 5,2 mg/1 (48 @peg, Daphnia magna (NepdyvArog))
EC50 72h - ke [1] 8,9 mg/l (72 dpeg, oK)

Dydrogesterone (152-62-5)

AVOEKTIKOTNTO KO IKOVOTNTO AT0dOUNoNG Aev vpiototor taygio omocvvheon

Dydrogesterone (152-62-5)

ZUVTELEGTNG KOTAVOUNG G Hely o N-0KTovOAN G/ vEPOD <4
(Log Kow)

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmALov TANPOPOPiEs

Avopeveic emmtdcELg 670 TEPBAALOV TTOV . 'Eyet evdoxpivikd tpdmo dpdong, dniadh petaBdider  Aettovpyia 1 Tig AELTOVPYiEg TOV
TPOKOAOVVTOL Ol W10TNTEG EVOOKPIVIKNG SLoTaporyiG €VOOKPIVIKOD GUGTIHHOTOC.

Agv vdpyovv emmA£ov TANPOPOpieg

KGO pe 11 dabeon

Aev vdpyovv emmAov TANpoPopieg
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T PETAPOPA

Zopeova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. ApwOpoc OHE 1 apr@pdg TavtétnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia amostoric OHE

TTEPIBAAAONTIKA EINIKINAYNEX OYZXIEZ,
XTEPEEZX, E.A.O.

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

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

Heprypagi eyypaowv petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ
OYZIEZ, ZTEPEEZ, E.A.O., 9, 111, (-)

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

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, I1I

14.3. Ta&n/-g1g KivdOvov KOTA TN PETAPOPE.

14.4. Opado cvokevaciog

I

1II

I

14.5. Ileprforrovtikn emKivovvoTnTo

Emwcivduvo yio to mepidiiov: Now

Emwivduvo yio to mepipdiiov: Now
MOoAVGHOTIKOG TAPEYOVTOG Y10l TO VIGTIVO
nepdiiov: Now
ApOpog EmS (ITvproayd): F-A
ApBpdc EmS (Awppony): S-F

Emwcivduvo yo to mepidiiov: Now

Agv vrapyovv emmAéov dabéoies TAnpopopieg

14.6. Exdukég Tpo@ura&els yia tov ypnoetn

Eniyewo petagopa

Kddwag ta&vopnong (ADR)

Ewwég datdéerg (ADR)
Mepropiopéveg moodteg (ADR)
E&upovpeveg mocdtteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)
Awtdéel pektg cvokevaocieg (ADR)

Odnyieg yio @opNTEG de&OpEVES KL EUTOPEVUOTOKIPATIOL

x0onv (ADR)

Ewwéc dratdéers yio popntég delapeveg Ko
sumopevpotokiPdTie 6NV (ADR)

Kodwog deEapevig (ADR)

Oympa yo petopopd deEapevig

Katmyopio petagopds (ADR)

Ewducés drataéers yuo ) petapopd - Kéra (ADR)
Ewducés drotaéelg yia ) petapopd - Xodnv (ADR)
Ewducée drataéers yuo ) petapopd - Poptmon,
eKQOPTOON Kat xepopos (ADR)

ApBv avayvopiong kvdvvov (Képiep App.)

. M7

. 274,335,375, 601
. Skg

. El
: P002, IBCO8, LP02, ROO1
. PP12,B3

. MP10

. Tl1, BKI, BK2, BK3

1 TP33

. SGAV, LGBV
. AT
: 3

: VI3

. VCI,VC2
. CVI3
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

Toptokoi dickot

Kodwog meplopiopmv yio onpayyes (ADR)

petapopd péco Baraoong

Ewuc mpopreyn (IMDG)
Iepropopéveg mosodtnteg (IMDG)
E&ampovpeveg mocdtnteg (IMDG)
Odnyieg ovokevasiog (IMDG)

Ewucég dorages ovokevasiog (IMDG)
Odnyieg cuokevasiog EUTOPEVHATOKIBOTIOV-OEEQUEVDY
(xddwkog IMDG)

Ewwcg dorages IBC (IMDG)

Odnyieg ywo de&apevég (IMDG)

Ewwég datdcers v deapevég (IMDG)
Katmyopieg poptiov (IMDG)
Amofnkevon kot yepopds (IMDG)

Evoépua petagopd

PCA E&upovpeveg mocdmteg (IATA)

PCA Tlepropiopéveg mocdtteg (IATA)

KaBopn péytot mocotta yio TEPLoPLoHEVT TOGOTI T
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL
aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emBatnyd aepookden (IATA)
Kabapn péyiom mocdtnta yio emBotnyd aepookaen
Kat ylo agpookden petapopds poptiov (IATA)
Odnyieg ovokevaoiog HOVO Yo AEPOSKAPT LETUPOPES
poptiov (IATA)

Méyiotn mocdTNTO HETAPOPAS ATOKAEIGTIKG amd
aepookden petapopds poptiov (IATA)

Ewducée drotaéerg (IATA)

Kwdikog ERG (IATA)

. El
. LP02, P002
. PP12

. IBCO8

1 274,335, 375, 966, 967, 969

Skg

. B3

. BKl1, BK2, BK3, T1
. TP33

A

Sw23

. El
: Y956
1 30kgG

: 956

: 400kg

: 956

1 400kg

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

14.7. @ardooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio Kot 7o agpifairov yio TV ovcia 1 10 peiypa

kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn616)

Aev neprappaveton oto Mapaptnuoa XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev neptlapPévetar otov Katdioyo vroyneuwy ovoidv REACH

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

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

Kavoviopog tov Zoppoviiov (EK) yia tov Ereyyo e10dv g ypiong

Aev meptrapfavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumng ypnone.

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

Aev nepiéyet kopia ovoio(eg) mov meprapfdvetor(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnitikdv (Koavoviopos EE 2019/1148 oyetucd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)
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Dydrogesterone
Agltio Agdopévev Acpaleiog

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

Kavoviopog mepi mpodpopmv overdv vapkoTikav (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepnog EK 273/2004 oyetikd pe 11 TpOSpOopeS ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikig aoc@dierog

Aev vrtdpyovv emmAéov TANpopopieg

TMHMA 16: ALLeg TANPOQOPIES

Emonqpavon arlrhayov

Tpnpa Tpomomompévo crovyeio Hapotnpiceg
ApBuoc OHE (RID) Ipoctédnke
Ap1Bpds kKOVoV/pmhe ehtov (ADN) Ipoctédnke
Yroypewtikog eEomiopog (ADN) Ipootidnke
Emupenopeva péoa petapopds (ADN) Ipootédnke
E&apovpeveg mocdtteg (ADN) Ipootédnke
Ieplopiopéveg mosdteg (ADN) Ipootédnke
Etucéteg ktvdvvov (ADN) Ipoctédnke
Kwdwog tagivounong (ADN) Ipootédnke
Katdiinin ovopacio amootorrg (RID) Ipootédnke
Ap. Tavtomoinong kwvdvvov (RID) Ipoctédnke
Aépora e&npég (RID) Ipootédnke
Ewdwcég dratagers yuo ) petapopd - Doptmon, Ipoctédnke

eKQOpTOON Kat xewpopdg (RID)

Ewdwcég drotagers yio ) petagpopd - Xoonv (RID) | IIpoctédnke

Ewwég dotagers yio ) petapopd - Aépato (RID) | IIpoctédnke

Mertagopikn kotnyopia (RID) Ipoctédnke

Kodwoi de&apevav ya tig degapevég RID (RID) | [Ipootédnke

Educég dratdéers yio kvmtég defapeveg ko xoonv | Mpoetédnke

nepiékteg (RID)

Odnyieg yio kvntég de€apevég kat ooy mepiékreg | lIpoctédnke
(RID)

Aotaéeis yuo i pektég cuokevaocies (RID) Ipoctédnke
Ewwég datdéerg cuokevaciog (RID) Ipootidnke
Odnyieg ovokevaciog (RID) Ipootédnke
E&apovpeveg mocotteg (RID) Ipootédnke
Ieplopiopéveg mosdtteg (RID) Ipootédnke
Ewu mpopreyn (RID) Ipoctédnke
Kamyopia cvokevaciog (RID) IIpoctédnke
Kddwag ta&vopnong (RID) Ipootédnke
Kodwog ERG (IATA) Ipoctédnke
Edwcég dotaées (IATA) Mpoctédnke

Méyiom mocdT o LETAPOPAG omokAeloTikG and | [IpocTédnke
aepooKapn petapopds poptiov (IATA)
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Dydrogesterone
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 cvokevaGiog LOVO Yo BLEPOSKAPN Ipootidnke
petopopds poptiov (IATA)

KaBapn péyrotn mocomra yo emPotnyd Ipootédnke
OLEPOCKAPT KO Y10, 0EPOCKAPT LETAPOPAS
poptiov (IATA)
Odnyieg cvokevaciog Yo emPatnyd aeposKaen Mpootédnke
(IATA)
Kabapn péyot mocdmta yio Teplopiopévn Ipootédnke
TOGOTNTA EMTPETOUEVN Yl EMLBATNYA 0EPOSKAPN
Ko yuo, 0epockaen petapopds eoptiov (IATA)
PCA Ileplopiopéveg nocomreg (IATA) Ipoctédnke
PCA E&aupovpeveg mocotteg (IATA) Ipootédnke
Etucéreg kivdvvov (IATA) Ipootidnke
Katdhinin ovopacio aroctoinc (IATA) Ipootédnke
Katdiinin ovopacio arostoric (IMDG) Ipootédnke
Etwcéteg ktvdvvov (IMDG) Ipootédnke
ApBuog EmS (Awppon) Ipootédnke
Ap1Bp6g EmS (TTvuproyid) Ipoctédnke
Iepropiopéveg mosdtnteg (IMDG) Ipoctédnke
Amobfkevon kat xeptopog (IMDG) Ipootédnke
Kamyopieg popticov (IMDG) Ipootédnke
Ewdwcég datagers yuo de€apevég (IMDG) Ipoctédnke
Odnyieg yio de&apevég (IMDG) Ipootidnke
Ewwég datdéerg IBC (IMDG) Ipootidnke
Odnyieg cvokevaciog epmopevpaToKIPOTIOV- Ipootédnke
de&apevov (kadkag IMDG)
E&apovpeveg mocdmeg (IMDG) Mpootédnke
Ewduc mpopreyn (IMDG) poctédnke
Ewwég datagers yio ) petapopd - Doptmon, Ipoctédnke
£KQOpTOON Kot Yeplopdg (ADR)
Ewwcéc datdéerg yio  petagopd - Xoonv (ADR) | IIpootidnke
Ewwcég datdéerg yio  petagopd - Koro (ADR) | IIpootéOnke
Kodwog de&apevic (ADR) Ipootédnke
Ewdwcéc dratdéers yio popntés delapeveg Ko Ipootédnke
gumopgvpatokiPatia yvdnv (ADR)
Odnyieg yo opnTég delapleveg Kot Ipoctédnke
gumopevpoToKiBaTio xodnv (ADR)
Awtagers pewtic cvokevaoieg (ADR) IIpoctédnke
Ewwég datdéelc ovokevooiog (ADR) Ipootidnke
Odnyieg ocvokevaciog (ADR) Ipootidnke
Oympa yuo petapopd de&apevng Ipootédnke
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Dydrogesterone
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
Avopeveic emmntdoelg oty vyeio Tov Ipootidnke
TPOKOAOVVTOL OO IOTNTEG EVOOKPIVIKNG
dwatapayng
Avtikafiotd v £kdoon Ipootédnke
evnuépmon Ipootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apBuog CAS Hpootédnke

1.1 ZUVOVOLL Aparpédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomorOnke

1.2 Kopuo katnyopia ypnong Aparpédnke

2.1 AvemBopunteg puotkoyn kg emdpaoels, kabng | TpomororOnke
KO EMOPAGELS 6TV avOpdTvn vYEia Kot 6T0
nepBaAiov

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

2.2 AnAoceig emkvdvvottag (CLP) TpomomouOnke

22 Ewovoypdppora ktvdvvov (CLP) TpomomoumOnke

2.2 Anidaoelg Tpogoraéng (CLP) TpomomouOnke

2.3 AMeg mAnpoopieg Mpoctédnke

4.1 Tevikd pétpa pdTev Pondetdv Ipoctédnke

4.1 Métpa TpdTRVv Pondeidv petd omd enapn pe To TpomomouOnke
dépuo

4.1 Métpa tpodtov Bonbedv petd amd glomvon TpomomouOnke

4.1 Métpa tpmdtmv Bonbeldv petd and katdnoon TpomomouOnke

4.1 Métpa tpdtev Bonbeldv petd amd emaen pe To TpomomouOnke
pétio

4.2 ZOUTTOUOTO/EMOPACELS Aoupidnke

4.2 ZOUTTOUOTO/ETOPACELS LETE 0O KOTATOOT Apurpédnke

4.2 ZOURTOUATO/EMOPACELG UETG OO EMOAPT) LE TO Aparpédnke
dépua

42 ZOURTOUATO/EMOPACELG LETG OO ELGTVON Aparpédnke

42 ZOUNTOUATO/EMOPACELG LETG OO EMAPN LLE TO. Aparpédnke
pétio

43 AN wTpkn yvopdtevon 1 Bepomneio Aparpédnke

5.1 Axatdrinko mopooPeoticd péco Ipoctédnke

5.1 Katdiinka péoa mopocPeong TpomomouniOnke

5.2 Y mepinTOon TUPKAYIAS TOPAyOVTOL ETIKIVELVOL Ipootidnke
TPOIGVTO. 0TOcVVOESNG

5.2 Kivdvvog mupkaytdc Aparpénke

53 Ipootacio katd v TopdoPeon Ipootédnke
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Dydrogesterone
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
53 Métpa Yo TV KATATOAEUNGT TNG TUPKAYLAS TpomomouOnke
6.1 E&omhopndg mpootaciog Ipootédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke
6.1 Tevikd pétpa TpomomouOnke
6.2 IepBoilovtikés TPOPLAGEELS Ipoctédnke
6.3 T v amoOfikevon IpootiOnke
6.3 MébBodot kabapiopon TpomomouOnke
6.4 Hapanopn og GAho tunqpota (8, 13) Ipootédnke

7.1 Emumhéov kivéuvol katd v enelepyacio TpomomouOnke
7.1 Ipo@uldéels yio ao@ain xEPopHd TpomomouniOnke
7.1 Métpa vytevnig TpomomouniOnke
7.2 YuvOnkeg O aENg TpomomouOnke
7.2 YAkd cvuokevaciog Ipootidnke
7.2 Teyvikd pétpa Aparpédnke

7.3 Ewwcég ypnoeig telikod katovolot Aparpédnke

8.2 [Ipoctacio TV AVOTVELGTIKOY 0dMV TpomomouOnke
8.2 IIpoctacio tov xepudv TpomomouniOnke
8.2 TIpootaoio opBaApmv TpomomouOnke
8.2 Katdiiniotr unyavikoi Ereyyot TpomomouOnke
8.2 TIpootacio Tov déppoatog TpomomouOnke
9 Mopraxn pao Ipootédnke

9 XPOHOL Ipootédnke

9 Epgdvion TpomomouOnke
9 Inueio T&emg Ipootidnke

9 YUVTEAEGTNG KOTAVOUNG G€ Helypo n- Ipootédnke

oktavorng/vepoo (Log Kow)
9 Oopn Aparpédnke
10.1 AvtidpaocTtikéTTo Aparpédnke
10.5 Mn cupPatd vikd Agorpédnke
10.6 Emwcivduva tpoidvta amochvieong Aparpédnke
11.1 Aebvég Ivatitovto Epevvav yuo tov Kapkivo IIpootédnke
(IARC)

11.1 LD50 and tov otépatog o€ apovpaiovg TpomomouOnke
12.1 EC50 72h - ®bka [1] Ipoctédnke
12.1 EC50 - Kapkwvoewdn [1] Ipootédnke
12.1 LC50 - Yopua [1] Ipoctédnke
12.1 Oworoyia - yevika Aparpédnke
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Dydrogesterone
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
12.6 Avopeveic emntdoelg 6to mePPEALov Tov Ipootidnke

TPOKOAOVVTOL OO IOTNTEG EVOOKPIVIKNG

dwatapayng
13.1 Tleprpepelakdg Kavoviopog mepi anofANT@v Aparpédnke
14.1 ApOudc OHE (ADN) Ipootédnke
14.1 ApBuoc OHE (IMDG) Mpootédnke
14.1 ApiBuog OHE (IATA) Ipootédnke
14.1 ApOuoc OHE (ADR) Ipootidnke
14.2 KatdiAnin ovopacio amootorric (ADN) Ipootidnke
14.2 Katdhinin ovopacio amootodic (ADR) Ipootédnke
14.3 Etwcéreg kivdvvov (RID) Ipootédnke
14.3 Etwcéteg ktvdvvov (ADR) Ipootédnke
143 KX\éon (ADR) Ipoctédnke
14.4 Katyopio cuokevaciog (ADN) Ipootidnke
14.4 Katmyopio cvokevaciog (IATA) Ipootidnke
14.4 Kamyopia cvokevaciog (IMDG) pootédnke
14.4 Opdda cvokevacios (ADR) Mpootédnke
14.6 ZOUTANPOUOTIKEG OTTOLTHGELS/ TAPUTNPGELS Ipootédnke

(ADN)
14.6 Ewum npopreyn (ADN) Ipootédnke
14.6 Ewwcég dotdéeig ovokevaciag (IMDG) Ipootédnke
14.6 Odnyieg ovokevaciog (IMDG) Ipootidnke
14.6 Kamyopia petapopds (ADR) Ipootédnke
14.6 Ewwég dordéers (ADR) Mpootédnke
14.6 E&apodpeveg mosotnteg (ADR) Ipootédnke
14.6 Ieplopiopéveg mocotteg (ADR) Ipootédnke
14.6 Kwdwkog mepropiopdv yua onpayyes (ADR) pootédnke
14.6 Ap1Bv avayvopiong kivdvvov (Képrep Apiop.) Ipoctédnke
14.6 Kodwag ta&vounong (ADR) Ipootédnke
I\ peg keipevo ppacswv H ko EUH:
Aquatic Chronic 2 Emcivduvo yuo 1o vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 2
Carc. 2 Kapkwoyéveon, katmyopio 2
ED ENV 2 Evdokpwvikog dratapdktng yio to mepipdirov, Kamyopio 2
EDHH 1 Evdokpwvikog dwatapdktng yio v avBpdmvn vyeia, Kammyopia 1
EUH380 Mmropei va. Tpokarécel EVEOKPIVIKT dlaTapoyn 6Tov avOpmmo.
EUHA431 "Ymonto yio TpdkAnom evOokpvIKig SloTapoyig 6To TepBailov.
H351 "YTtonto yio. IpOKANGT KOpKivov.
H372 TIpoxaiei fAaPeg ota dpyava (EvEOKPIVIKO GOGTNHA) VOTEPE OO TOPATETOUEVT 1) ETAVEIANUUEVT EKOEO.
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Dydrogesterone
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:

H411 To&wo Yo Tovg VIPOPLOVG OPYAVIGHOVG, LE HAKPOYXPOVIES ETITTMCELS.

STOT RE 1 Ewwn to&ikotra o€ 0pyova-ctoyovs Hotepa and exovellnupévn ékbeon, katnyopio 1

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovial o antd 10 dehtio mpoépyovtar and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIG Kapio gyydnon, pntm N appnTn, Yo v akpifetd tovg. Ot cuvinkeg N ot EBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPOIOVTOG deV
VIOKEWVTOL OT1 S1KN [aG VOHVI Kot HTOPEL Kot VoL NV EUTTITTOVY Kot 6TIG AprodtOTNTES Hog. I''ovTtong Kot Yo GALoVG AOYOUG, OTOTOI0VHACTE KAOE VBVVN og
TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNuiog 0o, 1] LLe OTTOL0ONTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0toONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvTaydnke KeL TPETEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTOV. Edv T0 Tpoidv ypnoiponoteitent g cuoTatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TOV TUPEXOVTUL £ EVOEXETOL VO LNV EIVOL EQUPUOCILES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMGCELS LLOG KoL
TPoopilovTal Yo VoL TEPTYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10, AOYOLG VYEINS, AGQUAEING Kot TEPPAAAOVTIKAOV OTOITOEWY. ZVUVETMDG, Oev Oa mpémet vo. OewpnOei
OTL £YYLATOL OTOLUONTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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