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&HealthCare | & soins de santé CONSEIL DE L'EUROPE ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tponomomOnke amd tov Kavoviepo (EE) 2020/878
Hpepopnvia ékdoong: 22/10/2025  exdoyn: 1.0

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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Dydrogesterone impurity A

Xnuwn Ovopacio : 9beta,l0alpha-Pregna-4,6,8(14)-triene-3,20-dione
apOpuog CAS : 23035-53-2

Kodwdg mpoiévtog : 202500599

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog . Emompovik épevva kon avémtoén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV aGPaLeiag
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1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

Evdokpwvikog dwatapdrtng ya to mepipaiiov, Katmyopia 2 EUH431
Evdokpwvikdg Swatapdrtng yo Ty avBpomvn vyeio, Kotnyopia 1 EUH380
Kapxwoyéveon, katmyopio 2 H351
Ewu to&ucotnta o 0pyova-oto)ovs votepa and exovelnupévny  H372
£xbeon, katnyopio 1

Emcivduvo yio 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&wo Yo Tovg VEPOPLOVG OPYAVIGUOVG, LE LAKPOYPOVIES ETTTMOGELS. Y TOTTO Yl TpOKANon Kapkivov. Ilpokadel PAGPeS oo Opyoava DoTEPO 0O TAPOTETOUEVT
1N emaveknupévn £xbeon.

2.2. Zroyyeia eTIKETOG

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

Ewovoypappata kivovvov (CLP)

GHSO08 GHS09
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Dydrogesterone impurity A
Agltio Agdopévev Acpaleiog

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

Ipogworomtikn AéEn (CLP) : Kivdvvog
AnAdoelg emkvdvvomtag (CLP) . EUH380 - Mmopei va mpokarécet evdokpiviky dtatapoyf otov avOpmmo.
EUH431 -"Yronto yio TpdkAnon ev8okpvikig dtotapoyig 6to meptBailov.
H351 -"Yronto yio mpoxAnon Koapkivov.
H372 - Tlpokodei PAGBeg ota dpyovo (EVOOKPIVIKO 6VGTNIE) VOTEPO OO TAPUTETOUEV |
emavelnupévn ékbeon.
H411 - To&wko yio Toug v3pOPLovg opyaviGHOUGS, LE HOKPOXPOVIES ETTTOCELS.
AnAdoetg Tpoeoiaéng (CLP) : P201 - Egodwaoteite pe TG £181kéG 0dMyieg mpv omtd T xprion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVOGETE TIG 001YiES TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.
P263 - Amopehyete TV £man 6TN SAPKELR THG EYKVHOGVVIG KO TG YOAOU)ioG.
P264 - ITAovete ta gépra, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE 0WTO TO TPOTOV.
P273 - No amogevyeton 1 ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobdeoio.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AuiBeon tov mepiexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO L€ TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KovovioHove.
ZNuavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.
Ewovoypdppoata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvol

H oveia meprapfavetor otov katdhoyo mov kataptifetor cOpeova pe to apbpo 59 mapdypapog 1 Tov kavoviepod REACH yia Tig 1310t teg EvE0KpVIKNG
Swatopaync 1 avayvepiletor 6t £xet WOTNTEG EVEOKPIVIKNG d0Tapoyng cOLP®VE pe Ta Kprenpila mov opiloviar otov kot e&ovotoddtnon Kavoviopod mg
Emutponng (EE) 2017/2100 1} tov Kavoviopé g Emrponng (EE) 2018/605

AlAeg mAnpoopieg : IIpocoymn - n mapovca ovsio dev Exet aKOUN SOKIUAGTEL TAPMC.

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

3.1. Ovoicg
Ovopa AVayvopeTIKOG KOOKOG % Koatdraén copoova pe tnv odnyia
TPoidvTog 1272/2008 EK [CLP]
9beta, 1 0alpha-Pregna-4,6,8(14)-triene-3,20-dione apOpog CAS: 23035-53-2 <100 ED ENV 2, EUH431
Ovoia TpocdiopicTnke Mg ovcia e 131OTNTEG EVOOKPIVIKOD ED HH 1, EUH380
Satopdrtn Carc. 2, H351
STOT RE 1, H372
Aquatic Chronic 2, H411

ITAnpeg keipevo tv niocemv H kot EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. Ileprypaon pétpov tpatav fonderav

Tevikd pétpo mpdtmv fonderdv 1 e mepintoon apEBOAM®Y 1| €0V T CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpotev Bonbeldv petd and glomvon 1 Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT TOV
S1eVKOADVEL TNV avamvon). Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbetdv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOUO, TAVVETE OAN TNV EKTEDEWEVT TEPLOYN SEPLOTOG e ATAAD
GOTOVVL KOt VEPO, Kol 6Tn cuvéyeta Eemlévete pe (eoTO vepo.

Métpa Tpotmv Bondetdv petd and exagn pe to pdtio 1 Eemlovete pe vepd Kpotdvtag to fAEPapa kaAd avorytd. Zvpfovievteite yoTpd £4v cuveyiletal o
TOVOG N 1 KOKKIVIAQL.
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Dydrogesterone impurity A
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv onderdv petd and katdmoon : Eemhdvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE GTOWO OV £EL YAGEL TIG aucOnoetlg Tov. ZupPovievbeite/Emokepbeite
apécmg yatpd.

Agv vdpyovv emmA£ov TANPOPOPie

Aev vdpyovv emmAov TANPOPOpie

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrrovca mopkayid. Ato&eidio Tov

avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTiKd HEGO : Mn ypnoonoteite peydin pon vepov.

g TePINTOON TUPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivéuvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia kot
mpoidvta amocHvheong Lo ToEd aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLOG 1 Amo@ebyete T S10puYT TOL VEPOL TNG TVPOSHRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepPaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

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

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a aropa mov Tpoceipovy TpATES foriOsieg

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

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

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpavEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1ébeong
amofANToV.
MéBodot kabapiopon : Eemhivete TI LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopoég kon amo0ikevon

Emmdéov kivdvvor katd v encepyocio : Eyxvopovotoeg kot Onialovoeg va pmv £pyovtal o€ Kopio EToQT 1e TO TPOidV.
ITpopuld&ers Yo acorn XEPIGHO 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal GOOTA.
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Dydrogesterone impurity A
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora
epyaociag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAELO KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vdpyovv emmAov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [TapapeTpor eréyyov
Aev vrdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavikoi éreyyon:
Ppovricte Gote 0 YDPog epyaciog va eEaepiletol cmoTd. TovnOmg amoTeital GHGTNLL YEVIKOD UNYOVIKOD EEQEPIGLLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAV).

ATOPIKOG TPOOTATEVTIKOG EEOTTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

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

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

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

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyfig oKOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNRUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm 1 Xteped
APDHOL : Mn Swbéopo
Mopoxn pada 1 310,4 g/mol
Oopn : Mn Swbéopo
Op1o oopng : Mn dwbéoyo
Inpeio Eemg : Mn dwbéoyo
Inpeio m&ewg : Mn dwbéoyo
Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet
Avdtarto 6pro expn&pdmrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
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Dydrogesterone impurity A
Agltio Agdopévev Acpaleiog

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

EmdeG, KvepoTikog (1) : Agv oydeL
Awrvtomra : Mn dwbéopo
2uvTedeoTNG KATOVOUNG OE pelYHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

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)

AGBpmon ko epediopog Tov d€ppratog

ZoPapn opbaipkn BAPN/epediondg
EvasOntonoinon tov avomveuotikod 1
guatedntonoinon Tov déppratog

MetaAlo&ryéveon YevwnTikdv KuTTtapov
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewu) to&ucdtnta ota 6pyava-ctoyovs (STOT) —
epanaé £xbeon

Ewdu to&wcotnrta ota dpyava-ctoyovg (STOT) —
emavelnupévn ékbeon

Enucvdovotnta avappdenong

: Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpio to&vounong dev minpovvaor)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
1 Mn ta&vounuévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvror)
1 Mn ta&vounpévog (EAdeipatikd dedopéva)
: Mn ta&wopnpévog (EAleiatikd dedopévar)

: Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpia to&vounong dev minpovvon)
: 'Yromto yio tpoxAnon Kopkivov.

: Mn to&wounpévog (Mn cupmepacpotikd dedopéva)

1 Mn ta&wopnpévog (EMeparticd dedopévar)

: Tpokodei PAaPeg ota Opyava (EvE0KpVIKO GOOTNLE) VOTEPO. 0O TAPUTETUUEVT | ELOVEIANUUEVT

ékOeon.

: Mn ta&wounuévog (EMeparticd dedopévar)
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Dydrogesterone impurity A
Agltio Agdopévev Acpaleiog

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

1016t TES EVOOKPIVIKIG draTapoyng

Avopeveig emmtdoeig oty vyeio wov Tpokolovvtat omd  : Exet evdokpvikd tpomo dpdong, dniadn petadrlet  Agttovpyio 1) TIG Aettovpyieg Tov
10T TEG EVOOKPIVIKNG SLOTAPOYNG £VOOKPIVIKOD GLUGTHHOTOG

TMHMA 12: Owoloyikég TANpopopieg

Emkivduvo yuo to vddrvo mepidrov, Bpayvrpddeopog : Mn ta&vopunpévog (Baoet tav dwubéocipumv dedopévav, to kpreipla tagvounong dev Thnpovvrot)
(0&bg)

Emkivduvo yo to vddtvo mepifdarov, pakporpdbeopog : To&ikod yio Tovug vOpOBLOVG OPYUVIGHOVS, LE LUKPOYPOVIEG EMTTOCELS.

(xpoV10G)

9beta,10alpha-Pregna-4,6,8(14)-triene-3,20-dione (23035-53-2)

LC50 - Yopa [1] >1-<10 mg/l (96 dpeg) (exTidpevn Tyn)
EC50 - Kapxwvoewdn [1] >1-<10 mg/l (48 dpeg) (exTiudpEYN TYN)
EC50 72h - @bk [1] >1-<10 mg/l (72 dpeg) (exTipdpevn Tyn)

9beta,10alpha-Pregna-4,6,8(14)-triene-3,20-dione (23035-53-2)

AVOEKTIKOTNTO KOt IKOVOTNTA ATOdOUNONG Aev voiototon Tayeio amocvvieon

Agv vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIES

Avopeveic emmtdcELg 610 mEPBAALOV TTOV . 'Eyet evdoxpivikd tpomo dpdong, dniadh petaBdider m Aettovpyia 1 Tig AELTOVPYiEG TOV
TPOKOAOVVTOL 0l W10TNTEG EVOOKPIVIKNG SoTaporyiG £VOOKPIVIKOD GUGTIHHOTOC.

Agev vdpyovv emmAov TANPOPOpieg

TMHMA 13: X710

Aev vdpyovv emmAéov TANpoPopie

TMHMA 14: [TAnpo@opisg 6YeTIKG pe TN RETAPOPE

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpég OHE 1 apBpég tavtétnTag

UN 3077 UN 3077 UN 3077
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Dydrogesterone impurity A

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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Dydrogesterone impurity A

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

22/10/2025 (Hpuepounvia ékdoong)
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Dydrogesterone impurity A
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

I peg keipevo ppacewv H ko EUH:

Aquatic Chronic 2 Emwcivduvo yio to vddtvo mepidrlov — Xpoviog kivduvog, katnyopiog 2

Carc. 2 Kapkwoyéveon, katnyopio 2

ED ENV 2 Evdokpwvikog dratapdrtng yio to mepipdirov, Katyopio 2

EDHH 1 Evdokpwvikdg dratapdrrng yuo v avBpdmivn vyeio, Katnyopia 1

EUH380 Mmropei va. Tpokarécel EVEOKPIVIKY dloTapoyn oTov avOpwmo.

EUH431 "Ymonto yio TpdkAnom evOoKpVIKNG SloTapoyig 6To TepBailov.

H351 "Yronto yuo mpdxAnon kopkivov.

H372 TIpoxarei PAGPeg ota Opyava (EvEOKPIVIKO GOGTNUA) VOTEPA OO TOPATETOUEVT 1) ETAVEIANUUEVT EKOEON.
H411 To&wd Y10 TOVG VIPOPLOVG OPYOVIGHOVS, LE HAKPOYPOVIEG EMITTMCELS.

STOTRE 1 Eduh to&ucdtnta o dpyava-otoyovs Dotepa and enavelnupévn ékbeon, katnyopia 1

Aghtio Agdopévov Acpareiog (AAA), EE

ATIOINOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd 1o dehtio mpoépyovtat and mnyég Tig onoies Bempodpe adiomotes. [Tapoia avtd, divovtot
YOPic Kapio eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot péBodot yeptopod, amobnkevong, xpnong 1 ardppyng Tov TPoiovTog dev
VIOKEWVTAL 6T 1KY pag gvBOVN Kot propet kot vo unv UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GALovg AdYous, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNG 1| XPNUOTIKNG Cnpiag omod, 1 pe 0TotodNToTe TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0obNnKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvtdydnke Kel TPEMEL VoL YPTGILOTOLEITOL YOl TO GUYKEKPILEVO TTPOTldV. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TTOV TTUPEXOVTAL EOGD EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTol GTIC TPEXOVCES YVMGELS LLOG KO
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNS, acpuAeing Kot TEPPAAAOVTIKAOY OmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATOAL OTOLOONTOTE GUYKEKPILEVT] 1OTNTOL TOV TPOIOVTOG.
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