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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia
Ovopa ovoiag : Letrozole
Xnukn Ovopocio . Letrozole
apOpuog CAS : 112809-51-5
Kodwdg mpoiévtog : 201600516

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

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

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]

Evdokpwvicodg dwrtapdirtng yua o teptpdilov, Katmyopia 1 EUHA430
Evdokpwvikdg Swatapdrtng yo Ty avOpomvn vyeio, Kotnyopia 1 EUH380
Kapxwoyéveon, katmyopio 2 H351

To&wdmTo 6TV avorapaywyr, katnyopio 1B H360FD

Ewwn to&ikomra o€ 0pyova-ctoxovs botepa and exavelnuuévny  H372

£xBeon, katmyopio 1

Emucivduvo yo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410 M=10)

Kkatnyopiag 1

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

AvemOopnTES QUoUKOYNIKES EMIPAGELS, KAOADG KoL EMIPAGEIS 6TV avVOpAOTIVY VYEio Kot 6T0 TEPIfdiiov

TToAb to&tkd Yo Tovg VEPOPLOVS OPYAVIGLOVG, LE HOKPOYXPOVIES ETTTMOGELS. Y TOTTO Yl TpOKANGN Kapkivov. Mmopet va fAGwet T yovipdtnta. Mmopei va
Brayet to £uppvo. Ipokaket BraPeg ota dpyava Hotepa amnd TopateTapéVN 1| ETavenpevn Ekbeon.

2.2. Zroyeia eTIKETOG

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

Ewovoypappata kivovvov (CLP)

$ )
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Letrozole
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.

EUH430 - Mnopei va. tpokarécel EvE0KpIVIKY dloTapoyn 6To meptBaAlov.
H351 -"Yronto yio mpoxAnon Koapkivov.
H360FD - Mmopeti va. BAGwet ) yovipdtnro. Mropei va BAdyet to épfpvo.
H372 - Ilpokodei PAGBeg ot dpyova (EVOOKPIVIKO 6VGTNI) VOTEPO OO TAPUTETOUEV |
emavelnupévn ékbeon.
H410 - TToAd T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIEG EMATOGELS.
Anhaoeig Tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 0dMyieg mpv omd Tt xpnion.
P202 - Mnv 10 gpnoiponomcete mpv S0 ACETE KOl KOTAVOGETE TIG 001 YiEg TPOPOANENG.
P260 - Mnv avonvéete okovn/avabopdoeis/aéplo/otayovidia/otnods/ekvepaduata.
P263 - Amopehyete TV £maen 61N SLAPKEL THG EYKVHOGVVIG KoL THG YoAov)iog.
P264 - ITAdvete ta gépua, Tovg TS (avtifpdyia) Kot 10 TpOomTO GXOAUGTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, nivete 1 Komvilete, OTAV XPNGUOTOIEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1 ehevépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YOVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P314 - ZupPovievbeite/Emokepeite yratpd edv arcbavieite adiobdeoio.
P391 - Maléyte T yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPARTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.
ZNpavon coppova pe: E&apeitor n ecwtepikn) cvokevaoio, Ta teplexoeva g omoiag dev veepPaivovv to 10ml.
Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AALot Kivovvol

Avti 1 oveio/piypa dev el ta kprmpa ABT tov kavoviepnod REACH, Hopdaptpoe XIIT
Avti 1 ovoio/piypa dev Tpel ta kprmpla aAoB tov kavovicpod REACH, Iapdaptnpa XIIT

H oveia meprapfavetor otov katdhoyo mov kataptifetor cOpeovae pe to apbpo 59 mapdypapog 1 Tov kavoviopod REACH yia Tig 1310t teg EvE0KpVIKNG
Sratopaync 1 avayvepiletor 6t £xet WOTNTEG EVOOKPIVIKNG d0Tapoyng cOLP®VE pe Ta Kprenpila mov opiloviar otov kot e&ovotoddtnon Kavoviopd mg
Emutporng (EE) 2017/2100 1} tov Kavoviopé g Emrponng (EE) 2018/605
Alheg TAnpoopieg . Evepyd ovotatikd (o€ QoproKkenTIKG TpoidvTa).

IIpocoyn - N mapoHoa ovGio dev Exel OKOUN SOKILUOTEL TANPWOG.

TMHMA 3: X9vOeon/aAnpo@opies Y10 To CVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopioTikog KOowkog | % Kararaén copeova pe tny odnyio
TPOidVTOg 1272/2008 EK [CLP]
Letrozole apOpog CAS: 112809-51-5 <100 ED ENV 1, EUH430
Ovoia Tpocdiopictnie Mg ovoia pe 1OTNTEG EVOOKPIVIKOD ED HH 1, EUH380
Satopdrtn Carc. 2, H351
Repr. 1B, H360FD
STOT RE 1, H372
Aquatic Chronic 1, H410 (M=10)

ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

TMHMA 4: Métpa npaTov fondsiov

4.1. Ileprypagn pétpov ap@TOV fonderdv

Tevikd pétpo mpdtmv fondeidv : g mepintwon apEBOAMMY 1| €0V TO. CUUTTOUOTA ETUEVOVV, KOAEGTE YLOTPO.
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Letrozole
Agltio Agdopévev Acpaleiog

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

Métpa tpdtmv Bondeidv petd and glomvon : Metagépete Tov mafdvta otov kabapd aépa Kot apnoTe ToV vo. EEKOVPOTEL 68 6TAOT TOV
Stevkolivet v avomvon. Agrote Tov Tabdvta va Eekovpaotel. Le nepintmon adiobdesiag :
SvpPovievdeite/ Emokepbeite yiatpo.

Métpa npdTov fondeidv petd omd enapn pe To déppa : ATOUAKPOVETE TO LOAVGUEVO POVYICHO, TAVVETE OAN TNV ekTEDEEVN TEPLOYT| OEPLATOG [e omard
comovVL Kot vepo, kat ot cuveéyeta Eemhévete pe Leotod vepod.

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

Métpa tpdTav ondetdv petd and katdmoon : Eem\dvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig s oelg tov). Mnv yopnynoete moté

0TWNTOTE OO TO GTOWA GE GTOUO TTOL £XEL XAoEL Tig a1oBnoelg Tov. TupPovievbeite/Emokepbeite
ApECOG YLaTpo.

Agev vdpyovv emmAov TANPoPopie

Aev vdpyovv emmAov TANpoPopie

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

Katdnka péca nopdcPeong : Xpnoworomote péca Kotdofeons katdAinia yio v teppdrlovca mopkayid. Ato&eidio Tov
avBpoxa. WYekaopog pe vepd. Enpn okévn. KovBépta mupdoPeonc.
AxatdAnko TopocPeSTIKG HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TVPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H otelg kodon amekevbepdver emkivovvo povoéeidio tov dvBpaka, d1o&eidio Tov avBpaka Kot
mpoidvta amocHvheong dAAo To&d aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa yio TV KOTATOAEUNGN TG TUPKAYLHG : Amo@edyete T Sapuy1 Tov vepod TG TVPOSPESNG G6TO TEPPAAIOV.
IIpoctacio katd v TupdsPeon : Mnyv erepPaivete yopig katdAnio e£omAopd. AVTOVOUN OVOTVEVLGTIKY GUOKEVT UE LOVOOT).
OLOGOUN TPOGTUTEVTIKY) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVOTG

Tevikd pétpa : ATIOQEVYETE TNV EMOPT| TOV TPOIOVTOG LE TO OEPLOL, TOL LATIO 1] TO POVYIOUO.

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

E&omhopog mpootaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANPOQOpies avatpéste oTnv
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

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

T v arobnkevon : Amoppo@noTe 10 pe £va adpovEG VAIKO Ko TOToDETHOTE TO 68 évav KATGAANLo meptéktn Stdbeong
amofANToV.
MéBodot kabapiopon : Eemhivete TIG LOAMGUEVEG EMPAVELES pe GpBovo vepd. Kabopiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.
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Letrozole
Agltio Agdopévev Acpaleiog

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

TMHMA 7: Xepiopog ko awodnkevon

7.1. IIpo@vAGEELS Y10, AGQUA YEIPLONO

Emn\éov kivduvor katd v eneepyacio . Eyxvpovotoeg kot Onhalovoeg va pnv £pyoviat o€ Kopio EToet| He T0 Tpoidv.

Ipoeuld&ers yio aoorn XEPIoUO 1 Amogevyete kaOe mepirth ékbeon. Dpoviicte MOTE 0 YOPOG epyosiog va e&uepileTal cOOTA.

Métpa vylevng : Mnv tpdre, nivete M| komvilete, dtav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévporo
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv amd kdbe
£pYOOLOKO StEAeyLpa KoL LETE TO TENOG TG EPYAGTINGC.

7.2. ZovOnkeg a6Qaiovg @OLAENS, cupmePLopfavopévay T 6y acoppototiTeOv

ZovOnkeg eoAagng : Amofnkedeton og KoAd aepllopevo ympo. O meptéktng dratnpeitat epunTikd KAEWGTOS. AToQevyeTe
™ (éotn Kot TV dpecn nAloKT akTvoBolia.
Y\id cvokevasiog 1 AltnpioTe GTOVG APYLKOVG TEPLEKTES.

7.3. Exducn) tehkn) yprion 1 yprioeig

Aev vrdpyovv emmAov TANPOPopieg

TMHMA 8: ‘Eieyyog g ék0eonc/atopiki tpoctacio

8.1. [Tapapetpor eréyyov
Agev vrdpyovv emmAéov TANpoQopieg

8.2."ELeyyor £ék0gong

Katalinior pnyavikoi éheyyon

Katariinior pnyavikoi éreyyon:
Ppovriote dote 0 YDPOg epyaciog vo eEaepiletol cmoTd. TvvN0mG AmoLTeital GUGTNLO YEVIKOD UNYOVIKOD EEQEPIGULOD TOV YDPOV. LTO HETPO TOV SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTNPLUKT YOAV).

ATopIKOG TPOOTATEVTIKOG EE0TAO NGOG

IIpootacio TOV pOTIOV KOL TOV TPOGAHTOV

Ipootacio 0@OaAN®V:

Dopdre cuokevh Tpoctaciog yio ta pata. [Ipostatevtikd yvaid pe TAdylo tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipocrocia Tov déppartog:
Dopdte KOTAAANAO TPOGTOTELTIKO povyicd. Xprion oe epyactipia : modid epyactnpiov. (EN 13034)

IIpocTocia TOV yEPLOV:
Na popdte kordAAnia yavtue. IIpoctatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctacio TOV UVOTVEVCTIKAV 00®V

IIpooTacio TOV AVATVEVGTIKAOV 00(DV:
e mepintmon Tapaywyng oKOVNG, YPTCLLOTOWOTE TPOSTUTEVTIKY HAoKa pe ¢iktpo : P3

TMHMA 9: ®voikég Ko ynRIKES 10T TES

9.1. Zroyyeia Yo Tig facIKES QUOIKES KA YNMIKES 1O10TNTES

Duokn KoTdoToom 1 Zteped

APDHOL : White. xitpvomodc.
Epopdvion : Crystalline powder.
Mopiaxn pala 1 285,3 g/mol

Oopn : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio mEemg 1 =180°C

Inueio mEemg : Mn Swbéopo
Inueio Bpaocpod : Mn dwbéopo
Evopiektomra : Mn dwbéopo

20/11/2025 (svnuépwon)
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Letrozole
Agltio Agdopévev Acpaleiog

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

Xapunhotepo 6pio £kpnéng : Aev oydet
AvdtoTo 0pio expnépomrag : Aev oydet
Inpeio avapreéng 1 Aev oydet
Ogppokpacio avtovapreéng : Aev oydet
Ogppokpacio anocHvbeong : Mn dwbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) : Aev oydet
Awrvtomra : Negpo: <0,1 g/l
TOVTEAEGTNG KOTAVOUNG G HETY L N-0KTAVOAN G/ VEPOD : <4

(Log Kow)

Téon aTumdv : Mn dwbéopo
Ilieon atpov og Beppoxpacio 50°C : Mn dwbéopo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTOL : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6TOoVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéorpo

Aev vdpyovv emmAov TANPoPopie

TMHMA 10: Zta0gp6TnTO KOl 0VTIOPAGTIKOTNTA

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrapyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOPieg

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd oToONHOTOC) : Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wvopnpévos (EAdepatikd dedopéva)
Oé&ela to&ucdmra (avamvon) : Mn ta&wvounpévos (Erdepatikd dedopéva)

Letrozole (112809-51-5)

LD50 and tov 6tdépatog 68 0povpaiovg > 2000 mg/kg
AGBpmon ko epediopdg Tov dEppratog 1 Mn ta&wounpévog (EXelparticd dedopévar)
ZoPapn opOaipkn PALPN/epedionog : Mn ta&vounpévog (EAdepatikd dedopéva)
Evaisbntomoinem tov avamvevstikov 1 : Mn ta&wvopnpévog (EXeiporticd dedopévar)
gvoucbntomoinon Tov déppatog
Metalho&ryéveon YEVWINTIKOV KUTTAPOV : Mn ta&wopnpévog (EAleipatikd dedopévar)
Koapkwvoyéveon : Ymomto 10 mpdKinon KapKivov.
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Letrozole
Agltio Agdopévev Acpaleiog

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

To&wodTTa 6TNY avamapay®Yn : Mmopei va BAayet T yovipodtro. Mmopet va pAGyet o épfpuo.

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvopnpévos (EAdepatikd dedopéva)

epamag Exbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : TIpokoaiei PAaPeg ota Opyava (EVEOKpVIKO GOGTNLEL) VGTEPC OO TOPUTETOUEVT T) EXOVEIANUUEVT
emavenupévn ékbeon £xOeom.

Enucvduvotnta avappdenong : Mn ta&wopnpévog (EMeiparticd dedopévar)

1016t TES EVOOKPIVIKIG draTapoyng
Avopeveic emmtdoelg oty vyeia mov Tpokorovvtor omd ¢ Exet evdokpvikd tpoémo dpaong, dntadn petapdriet ™ Aertovpyio N Tig Aertovpyieg tov
10T TEG EVOOKPIVIKAG SLOTAPOYNG €VOOKPIVIKOD GUGTHLLOTOS

TMHMA 12: Owkoloyikég TAnpo@opisg

Emwcivduvo yio to vdatvo mepiBdilov, Bpayvrpdbeopog : Mn ta&wopnpévog (Baoetl tov dtabéotumv dedopévav, o kprmpla Tasvopnong dgv TAnpovvar)

(0&09)

Emcivduvo yio to vdatvo mepiBdilov, pakporpdbespog : IToAd T0&1kd yio TOLG VIPOBLOVG OPYOVIGOVGS, HE LOKPOYPOVIEG EMMTAOGELS.
(xp6vioc)

Letrozole (112809-51-5)

LC50 - Yapu [1] > 37 mg/l (96 dpeg)

EC50 - Kapxwvoewdn [1] > 35 mg/l (48 dpeg, Daphnia magna (Nepoyuvirog))
EC50 72h - ®vxia [1] > 100 mg/1 (72 dpeg)

NOEC ypévia yépa 0,005 mg/1 (21 nuépeg, Oryzias latipes (Pvioyapo))

Letrozole (112809-51-5)

AVOEKTIKOTNTO KOt IKOVOTNTO ATOdOUNONG Aev voiotaton Tayeio amocvvieon

Letrozole (112809-51-5)

TOVTEAEGTNG KOTAVOUNG GE HETYO N-0KTAVOANG/VEPOD <4
(Log Kow)

Aev vdpyovv emmAéov TANPOPOpies

Letrozole (112809-51-5)

Avti 1 ovsia/piypa dev pet a kpreiplo ABT tov kavoviopod REACH, Hapdaptnpa XIIT

Avti 1 ovoio/piypa dev mpet ta kprripla aAaB tov kavoviopod REACH, Mopdaptnpo XIIT

Avopeveic emmtdocelg 610 mePBAALOV TTOV . 'Eyet evdoxpivikd tpomo dpdong, dniadh petaBdider m Aettovpyia 1 Tig AELTOVPYiEG TOV
TPOKOAOVVTOL 00 W10TNTEG EVOOKPIVIKNG SLoTaporyiG €VOOKPIVIKOD GUGTIHHLOTOC.

Aev vdpyovv emmAéov TANPOPopie
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Letrozole
Agltio Agdopévev Acpaleiog

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

TMHMA 13: Xtovyeia oyeTika pe tn 613d0gon

13.1. M£00odor emeCepyaciog amopritmv

Agv vdpyovv emmALov TANPOPOPiEg

TMHMA 14: [TAnpo@opisg 6YeTIKE pe T PETAPOPE.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA
14.1. ApwOpég OHE 1 apiBpég tavtétnTag
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacsio arostolic OHE

TTEPIBAAAONTIKA EIIKINAYNEX OYZXIEE,
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, III, MARINE
POLLUTANT

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

14.3. Ta&n/-e1¢ KivdHvov KOTA TN RETO.QOPA

14.4. Opada cvokevaociog

111

11

111

14.5. Tlep1falhovTIKI EMKIVOVVOTITA

Emwivduvo yo to mepipdiiov: Now

Emcivouvo yo to mepipdiiov: Now
Molvopatikdg Tapdyovtog Yo To VOATIVO
neppaiiov: Now
ApBudc EmS (TTupkayid): F-A
ApOuds EmS (Awppony): S-F

Emwcivduvo yo to mepipdiiov: Now

Aev vrdpyovv emmAéov dabéaies TAnpopopies

14.6. Ewdwuéc mpo@uAhagerg yia Tov (pioetn

Eniyewo petagopa

Kddwog ta&vounong (ADR)

Ewducée dotaées (ADR)
Mepropiopéveg mosdteg (ADR)
E&apovpeveg mocdmteg (ADR)
Odnyieg ovokevaoiog (ADR)

Ewducés dotaéelg ovokevooiog (ADR)
Awtdéelg pektg ovokevaocieg (ADR)

Odnyieg Yoo opNTES SEEAUEVEG KOl EUTOPEVULOTOKIBATIOL

x0dnv (ADR)

Ewducég drataéers yio popntég deEapevig Kot
gumopevpotokiBatia xodnv (ADR)

Kodwog de&apevig (ADR)

Oympo yo petopopd deEapevig

Katmyopia petagpopds (ADR)

Ewducés drataéers yuo ) petapopd - Kora (ADR)

M7

. 274,335,375, 601
: Skg

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

: MP10

. TI1, BKI, BK2, BK3

. TP33

. SGAV, LGBV
. AT
: 3

: VI3

20/11/2025 (svnuépwon)

EL (eAnvicd)

714



Letrozole
Agltio Agdopévev Acpaleiog

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

Ewducés drotaéelg yia mn petapopd - Xodnv (ADR) : VCIL,vC2
Ewducés drataéers yuo ) petapopd - Poptmon, : CVI13
eKQOpTOON Kat xeptopos (ADR)

ApBv avayvopiong kvdvvov (Képiep App.) : 90

IMoptokoAi dickot

Kodwog meploptopmv yio onpayyes (ADR) Do-

petagopd pécm Baraocong

Ewua mpopreyn (IMDG) 1 274,335, 375, 966, 967, 969
Iepropopéveg mosodtnteg (IMDG) : Skg

E&apovpeveg mosdtnteg (IMDG) : El

Odnyieg ocvokevasiog (IMDG) : LP02, P002

Ewwég datdéelg ovokevooiog (IMDG) : PPI12

Odnyieg cvokevaciog sunopevpotokiBotiov-de&apevav : IBCO8

(kadwkog IMDG)

Ewwég datdéerg IBC (IMDG) : B3

Odnyieg v de&apevég (IMDG) : BKI, BK2,BK3, T1
Ewwég datdcers v de€apevég (IMDG) . TP33

Katyopieg poptiov (IMDG) DA

Amofnkevon kot yepiopnds (IMDG) : SW23

Evoépua petagopd

PCA E&aupovpeveg mocdmteg (IATA) : El
PCA Tlepropiopéveg mocdtteg (IATA) : Y956
Kabapn péyom mocdtta yio tepopiopévn tocdmta @ 30kgG
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBotnyd aepookaen : 400kg

Kat ylo agpookden petapopds eoptiov (IATA)

Odnyieg ovokevaoiog HOVO Yol 0EPOGKAPT) LETUPOPES 1 956

poptiov (IATA)

Méyiotn mocdTTO HETAPOPAS ATOKAEIGTIKG ad : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotasers (IATA) 1 A97, Al1S8, A179, A197, A215
Kwdwkog ERG (IATA) : 9L

14.7. @aldooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopoktipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio kKot 7o agpifdirov yio TV ovcia 1 0 peiypa
kavovicpoi EE

Hapéptype XVII tov REACH (IIpobmoBéceic mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61\G)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev meptlapfavetotl 6tov KatdAoyo vroyneuwv ovcimwv REACH

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

Aev nepthappdvetor otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)
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Letrozole
Agltio Agdopévev Acpaleiog

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

Kavoviopog tov Zvpfoviriov (EK) yia Tov éheyyo e1d®@v dimhig ypiong
Aev neprappaveton otov Kavoviepd (EK) tov Zvpfoviiov yia to £i6n Sumhng xprions.

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

Aev mepiéyer kopia ovoio(eg) mov meprapfavetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNoN TPOSPOUDY OVGLDY EKPNKTIKADV)

Kavoviopog mepi mpédpopmv overdv vapkoTikav (EK 273/2004)

Aev mepiéyet ovaio(eg) mov mepthapfavetayovial) 6Tov Kotdhoyo Tpddpopmy ovetdv vapkatikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopes ovoieg
VOPKOTIKOV)

15.2. A&oroynon yMuikig acQaielog

Agv vrtapyovv emmAéov TANpopopieg

TMHMA 16: AlAeg TANPOQPOPIES

Emonqpavon arlrhayov

Tpnpa Tpomomompévo croryeio Hapotnpiicerg
ApBuoc OHE (RID) Ipoctédnke
Ap1Bpds kKOVeV/pmhe ehtov (ADN) Ipoctédnke
Yroypewtikog eEomiopog (ADN) Ipootidnke
Emutpenopeva péoa petapopds (ADN) Ipoctédnke
E&apovpeveg mocotteg (ADN) Mpootédnke
Ieplopiopéveg mosdteg (ADN) Ipootédnke
Etucéteg ktvdvvov (ADN) Ipoctédnke
Kodwog tagvounong (ADN) IIpoctédnke
KatdiAnin ovopacio amootorrg (RID) Ipootédnke
Ap. tavtoroinong kwvovvou (RID) Ipootédnke
Aépora e€npég (RID) Mpootédnke
Ewdwcég datagers yuo ) petapopd - Doptmon, Ipoctédnke

ekQOpTOON Kot xeplopdg (RID)

Ewwég dotagers yio ) petagpopd - Xoonv (RID) | IIpoctédnke

Ewwcéc datdéerg yio  petagopd - Aépota (RID) | MIpootidnke

Mertagopikn kotnyopia (RID) Ipoctédnke

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

Educég drataéers yio kvmtég defapeveg ko xoonv | lpoetédnke

nepiékteg (RID)

Odnyieg yio kvntég de&apevég kat ooy mepiékteg | lIpoctédnke
(RID)

Aotaéets v i pektég cuokevaocies (RID) Ipoctédnke
Ewwég datdéerg cuokevaciog (RID) Ipootidnke
Odnyieg ocvokevasiog (RID) Ipoctédnke
E&apodpeveg mocotteg (RID) Mpootédnke
Ieplopiopéveg mocdtteg (RID) Ipootédnke
Ewum mpopreyn (RID) Ipoctédnke
Kamyopia cvokevaciog (RID) IIpoctédnke
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Letrozole

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
Kodwag ta&vounong (RID) Ipoctédnke
Kodwog ERG (IATA) Ipoctédnke
Ewwcéc dwatdéers (IATA) Ipootédnke
Méyiom mocdtTa LETAPOPas amokAeloTikd and | [IpocTédnke
aepooKapn petapopds poptiov (IATA)

Odnyieg cuokevasiog HOVO Yo AEPOSKAPT Ipootédnke
petagopds poptiov (IATA)
KaBapn péyrotn mocotro yuo emPotnyd Ipootidnke
0EPOCKAPT KOL Y10, 0EPOCKAPT LETAPOPAG
poptiov (IATA)
Odnyieg cvokevaciog Yo emPatnyd aepocKaQN Ipootidnke
(IATA)
KaBapn péytot mocomta yio TepLopiopév Ipootédnke
TocOTNTA EMTPETOUEVT VIO EMPATNYA 0EPOTKAPN
Koyl 0gpockaen petapopds eoptiov (IATA)
PCA Tlepropiopéveg mocotteg (IATA) Ipootédnke
PCA E&apovpeveg mocomreg (IATA) Ipootédnke
Etwcéteg kivdvvov (IATA) Ipoctédnke
Katdhinin ovopacio aroctoAng (IATA) Ipootidnke
KoatdAinin ovopacio anoctoing (IMDG) Ipoctédnke
Etwcéreg kivdvvov (IMDG) Mpootédnke
ApBudc EmS (Awppory) Mpootédnke
ApBuoc EmS (Iuproyidr) Ipootédnke
Iepropopéveg mosotnteg (IMDG) IpootéOnke
Amobnfkevon kot yeptopog (IMDG) Ipootédnke
Katmyopieg poptiov (IMDG) Ipootédnke
Ewwés datdéers v deapevég (IMDG) Mpootédnke
Odnyieg yio de&apevég (IMDG) poctédnke
Ewwég datages IBC (IMDG) Ipoctédnke
Odnyieg cvokevasiog ePTOPELUATOKIPOTIOV- Ipootidnke
de&apevov (kodikag IMDG)
E&upovpeveg mocdmteg (IMDG) Ipootidnke
Ewwmn mpopreyn (IMDG) Ipootédnke
Ewwcéc dratdéels yio  petagopd - Doptwon, Ipootédnke
£KQOPTOON Kat xepopog (ADR)
Ewdwcég dotaéers yio ) petapopd - Xoonv (ADR) | IIpoctédnke
Ewdwég dotagers yio ) petapopd - Kora (ADR) | IIpoctédnke
Kodwog de&apevig (ADR) Ipoctédnke
Ewducéc dratdéers yio popntég de&apeveg kot Ipootidnke
gumopgvpatokiPatia yvdnv (ADR)
Odnyieg o popnTég deapevég Kot Ipootédnke
gumopgvpatokiPatia yvdnv (ADR)
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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
Awtdéeig pektg cvokevacieg (ADR) Ipootidnke
Ewwég datdéels ovokevaoiog (ADR) Ipootédnke
Odnyieg cvokevaciog (ADR) Ipootédnke
Oynua yio peta@opd de&apevig Ipoctédnke
Avopeveic emnTdoelg oty vYeio TOVL Ipootédnke
TPOKOAOVVTOL OO 11OTNTEG EVOOKPIVIKNIG
Swtopayns
Avtikafiotd v £kdoon Ipootidnke
evnuépmon Ipootidnke

1.1 apBpog CAS Ipootédnke

1.1 Zuvevopa Aparpédnke

1.2 Teplopiopoi otn xprion TpomomouOnke

1.2 Xpron g ovciag/Tov pelypatog TpomomoumiOnke

1.2 Kopa katnyopia xpriong Aparpédnke

2.1 AvemBOunTEG PUOIKOYNIUKEG EMSPACELS, KAODG TpomomouOnke
KoL EMOPACELS GTNV avOpOTIVI VYEiD Kot GTO
nepPariov

2.1 Katdtaén ooppmva pe v odnyia 1272/2008 EK | TpomomouOnke
[CLP]

22 Anhaoeig emukivdvvotntog (CLP) TpomomounjOnke

2.2 Ewovoypdppota kvdvvov (CLP) TpomomouOnke

2.2 Anhaoelg Tpogvraing (CLP) TpomomouOnke

2.3 Al\eg mAnpogopieg Ipootidnke

4.1 Tevikd pétpa mpdtmv fondetdv Ipootédnke

4.1 Métpa tpdTev Bonbeldv petd amd enan pe 10 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bondeidv petd omd eilomvon TpomomouOnke

4.1 Métpa TtpdTOVv Pondeidv petd omd Katdmoon TpomomouOnke

4.1 Métpa tpdtov Bondeldv petd amd exaen pe To TpomomouOnke
pétio

42 ZOURTOUATO/ETOPACELS Aparpédnke

42 ZopuntdpoTo/emdpAcELG HETE amd KaTdmoon Aparpédnke

4.2 ZOUNTOUOTO/EMOPACELS LETEL OO EMAPN LLE TO Aparpédnke
dépuo

4.2 ZOUTTOUOTO/ETOPAGELS LETE OO ELGTVOT| Agarpédnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETUPT| UE TOL Agorpédnke
pétio

43 AN wTpkn yvoudtevon 1 Bepomeio Aparpédnke

5.1 AxotdAAnio TpocsPecTikd HéEGo Ipootidnke

5.1 Katdhinkao péoa mopdoPeong TpomomouOnke

20/11/2025 (evnuépmon) EL (eMnviké) 11/14



Letrozole

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 YuvOnkeg eOAaENg TpomomouOnke

7.2 Ylkd cvuokevaciog Ipootédnke

7.2 Teyvikd pétpo Agorpédnke

7.3 Ewdwcéc ypnoeig telcon Kotovolot Aparpédnke

8.2 TIpootooio TV AVOTVELSTIKOV 03MV TpomomouOnke

8.2 TIpootacio tov yepudv TpomomouOnke

8.2 Ipoctacio 0@OaAudY TpomomouniOnke

8.2 Katdiinkot punyavucoi Edeyyot TpomomouniOnke

8.2 IIpoctacio Tov déppatog TpomomouOnke

9 Moproxn palo Ipootidnke

9 Inueio T&emg Ipootédnke

9 XPOHOL Mpootédnke

9 Epopdvion TpomomouOnke

9 YVVTEAEOTNG KOTAVOUNG O€ Helypa n- Ipootédnke
oktavoing/vepov (Log Kow)

9 Oopn Aparpédnke

10.1 AvtidpactikdtnTa Aparpédnke

10.5 Mn ovppatd vika Aparpédnke

10.6 Emivduva tpoidvta amocHvieong Aparpédnke

11.1 LD50 and tov otépatog o€ apovpaiovg Ipootédnke

11.1 Iepartépo TAnpogopieg Agorpédnke

12.1 NOEC ypovia yapuo Ipootidnke

12.1 EC50 72h - ®bka [1] Ipoctédnke

12.1 LC50 - Yapua [1] Ipootédnke
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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
12.1 EC50 - Kapxwoewdn [1] Ipootidnke
12.1 Owoloyia - yevika ApupiOnke
12.6 Avopeveic emmntdoels 6to mePPAAiov Tov Ipootédnke

TPOKOAOVVTOL OO IOTNTEG EVOOKPLIVIKNG

Swatapayng
13.1 [eprpeperords kavoviopog tepi anofrntmv Aparpédnke
14.1 ApBuog OHE (ADN) Ipootédnke
14.1 ApBuoc OHE (IMDG) Ipootidnke
14.1 ApOuoc OHE (IATA) Ipootidnke
14.1 ApOuodc OHE (ADR) Ipootédnke
14.2 KatdAinin ovopacio amroctolic (ADN) Ipootédnke
14.2 KatdAinin ovopacio aroctolng (ADR) Ipoctédnke
143 Etwcéteg ktvdvvov (RID) Ipoctédnke
14.3 Etucéreg kivdvvov (ADR) Ipootidnke
14.3 KX\éon (ADR) Ipootidnke
14.4 Kamyopia cuokevaciog (ADN) pootédnke
14.4 Kamyopio cvokevaciog (IATA) Mpootédnke
14.4 Kamyopia cvokevaciog (IMDG) Ipootédnke
14.4 Opdda cvokevaciog (ADR) Ipoctédnke
14.6 ZOUTANPOUOTIKEG OTTOLTOES/TOPAUTNPNOELS Ipootidnke

(ADN)
14.6 Eww tpopreyn (ADN) Ipootidnke
14.6 Ewwés dwatdéels ovokevaoiog (IMDG) Ipootédnke
14.6 Odnyieg ovokevaciog (IMDG) pootédnke
14.6 Kamyopia petapopds (ADR) Ipootédnke
14.6 Ewwég dotages (ADR) Ipootédnke
14.6 E&upovpeveg mocdtteg (ADR) Ipootidnke
14.6 Teplopiopéveg moodteg (ADR) Ipootédnke
14.6 Kwdikog nepropiopndv yio onpayyes (ADR) Mpootédnke
14.6 ApBv avayvopiong kivdvvov (Képurep Apop.) Ipoctédnke
14.6 Kodwag ta&vounong (ADR) Ipoctédnke
M peg keipevo ppacswv H ko EUH:
Aquatic Chronic 1 Emkivduvo yua to vddrvo mepifdArov — Xpoviog kivduvog, katnyopiag 1
Carc. 2 Kapxwoyéveon, katnyopio 2
ED ENV 1 Evdokpwvicodg dwatapdrtng yia o mepiBdriov, Kamyopia 1
ED HH 1 Evdokpvucdg dwatapdrtng yuo v avOpomvn vyeio, Kotnyopia 1
EUH380 Mrmopei vo. TpoKarETEL EVOOKPIVIKT Statapoy} 6TovV avOpmo.
EUH430 Mmnopei va TpokarEcel EVOOKPIVIKY dloTapayn) 6TO TEPIPUALOV.
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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:

H351 "Yronto yu mpdxAnon kapkivov.

H360FD Mrmopei va. pAdyet T yovipotnta. Mmopei va. BAdyet To Epfpvo.

H372 TIpoxarei PAGPeg ota dpyava (EvEOKPIVIKO GOGTNHA) VOTEPA OO TOPATETALEVT 1) ETAVEIANUUEVT EKOEO.
H410 TToAd to&o 1o Tovg VEPOPLOVS OPYAVIGHOVG, LE LOKPOYXPOVIES ETTTMCELS.

Repr. 1B To&wodmTa oty avamapayoyn, katyopio 1B

STOTRE 1 Ewdum to&ucotnta o Opyava-otoéyovs Votepa and enavelnupévn ékbeomn, katnyopia 1

Aghtio Agdopévaov Acpaleiog (AAA), EE

ATIOITIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtal 6& avtd o dEATIO TpoépyovTat omd TyES TIg omoieg Oewpovpe aomiotes. ITopodra avtd, divovrar
YOPIG Kapio gyydnon, pntn N appnTn, Yo v akpifetd tovg. O cuvinkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoidVTog deV

VIOKEWVTOL 6T SIKN Hog gVOHVI Ko Htopet Ko vor unv eUminTony Kot 671G approdtotntég pog. I'iowtong kat yio GALovg AGYoug, omonolovpacte kabe svbuvn oe
TEPIMTOON OTMOAELNG, VAIKNG 1| YPNUOTIKNG CNuicg 0o, 1] [Le 0TTO100NTOTE TPOTO GUVOEVELEVT LE, TO YEPLGUO, TNV 0tobnKevoN 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aehtio Agdopévav Acpaleiog cuvtaydnke Kel TPETEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPIUEVO TPOTOV. EAv TO TPoidV ¥pNoIHoTOIEiTeENL 10 GLGTAUTIKO GAAOL
TPOIOVTOG, 0L TANPOPOPIES TOV TAPEXOVTOL EOM EVOEYETOL VOL LNV EIVOL EQAPHOCIUES. VTES OL TANPOPOpPies PacilovTol TS TPEYOVCES YVMGELS LOG KOt

TPoopilovTat yio Vo TEPTYPAWYOLV TO TPOIOV AOKAEIGTIKA Y10t AOYOLS VYEinG, AoPOAEing Kot TEPIPUALOVTIKMOV OTOITHOEMV. ZVVETMS, dev Do mpémet va BewpnBet

OTL €YYLATOL OTTOLOONTOTE GUYKEKPILEVT] 1O1OTNTO TOV TPOIOVTOG.
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