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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Leuprorelin
Xnuwn Ovopacio : Leuprorelin acetate
apOpuog CAS : 74381-53-6
Kodwdg mpoiévtog : 201700517

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]

Evdokpwvikog dwatapdrtng ya to mepipaiiov, Katmyopia 2 EUH431
Evdokpwvikdg Swatapdrtng yo Ty avBpomvn vyeio, Kotnyopia 1 EUH380
Kapxwoyéveon, katmyopio 2 H351
To&wdmTa 6TV avorapaywyn, katnyopio 1A H360Fd
Ewwn| to&ikotmra o€ 0pyoava-ctdyovs Hotepa amd pio QAnas H371

£xbeon, katnyopio 2

Ewwn to&ikomra o 0pyoava-ctdyovs Hotepa and emovelnuuévny  H372
£xbeon, katnyopio 1

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

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

"Yromto yio mpdrinon kapkivov. Mropet va. PAdayet T yovipodmra. "Yonto yio mpokinon BAGPng oto éufpvo. Mmopei va mpokarécet BAaPeg ota dpyava.
[pokaiel Prafeg oto Opyava votepa amd TopateTapnévn 1 exavelnupévn £xbeon.

2.2. Zroyeia eTIKETOG

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

Ewovoypappata kivovvov (CLP)
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Leuprorelin
Agltio Agdopévev Acpaleiog

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

GHSO08
[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.
H360Fd - Mmopei va. Brayet T yovipdtta. "Yronto yio mpdkinon PAAPnG oto éufpvo.
H371 - Mmopet va. mpokarécet BAaPeg ota Opyava (avamveLoTiKd cOGTNUA).
H372 - Ilpokodei PAGBeg oTa Opyavo. (KEVIPKO VELPIKO GG, KOPILOYYEWKO GVOTNILA,
£VOOKPIVIKO GUOTNUA, OKENETOG, TTENTIKO GVGTNIO) VOTEPQ OO TOPATETAUEVT 1| EMAVEILTLLUEVT
£xBeon.
Anhaoelg tpoevraéng (CLP) : P201 - Egodwaoteite pe TG e181kéG 0dMyieg mpv omd T xpnion.
P202 - Mnv 10 gpnoiponomoete mpv SLofACETE KOl KOTAVOTGETE TIG 001YiEg TPOPOANENG.
P260 - Mnv avonvéete okovn/avaboudoeis/aéplo/ctayovidio/otnods/ekvepaduata.
P263 - Amopehyete TV £maen 6TN SLAPKEL THG EYKVHOGVVIG KO THG YOAOL)ioG.
P264 - ITAdvete ta gépua, Tovg myeLs (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNGULOTOLEITE OWTO TO TPOTOV.
P273 - No amogevyeton 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKE YOVTIO/TPOGTOTEVTIKG EVOOLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 TOL
UATI0/T0 TPOCMOTO/TOL AVTLAL.
P308+P311 - XE IIEPIIITQXH éxbeong 1 mbaviig ékbeong: KaAéote to KENTPO
AHAHTHPIAZEQN 1} éva yuatpo.
P314 - ZupPovievbeite/Emokepbeite yiatpd edv arcbavieite adobdeoio.
P391 - Maléyte ™ yopévn mocdTa.
P405 - dvrdcoeton KAEWOUEVO.
P501 - AwiBeon tov meplexopévou/aepléktn o€ oneio GLALOYNG ETKIVOLVAOVY 1 EWIKOV amoPANTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SeBVElG KOvoVIGHOVE.
ZNpavon coppova pe: E&apeitor n ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.
Ewovoypappoata kivdovov (CLP) :

GHS08

2.3. AlLot Kivovvolr

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. Ovoicg
Ovopa AvayvopioTikog KOowkog | % Kararaén copeova pe tny odnyio
TPOidVTOg 1272/2008 EK [CLP]
Leuprorelin acetate apOpog CAS: 74381-53-6 <100 ED ENV 2, EUH431
Ovoia Tpocdiopictnie Mg ovoia pe 1OTNTEG EVOOKPIVIKOD ED HH 1, EUH380
Satopdrtn Carc. 2, H351
Repr. 1A, H360Fd
STOT SE 2, H371
STOT RE 1, H372

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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Leuprorelin
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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Leuprorelin
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 : AevKo. oyedov AgvKod.
Epopdvion 1 Xkovn.

Mopiaxn pala : 1269.4 g/mol

Oopn : Mn dwbéopo

Op1o oopng : Mn dwbéopo
Inpeio mEemg 1 170 °C

Inueio mEemg : Mn Swbéopo
Inueio Bpaocpod : Mn dwbéopo
Evopiektomra : Mn dwbéopo
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Leuprorelin
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 : Agv woydet
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 : Nepo: > 1000 g/l
TOVTEAEGTNG KOTAVOUNG G HETY L N-0KTAVOAN G/ VEPOD : Mn dwbéopo
(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: Z100gpdtNTO KO OVTIOPOCTIKOTITO.

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&koroyikég 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)

Leuprorelin acetate (74381-53-6)

LD50 and tov 6tdépatog 68 0povpaiovg > 5000 mg/kg (Ap. RTECS OH6390000)
AGBpmon ko epediopdg Tov dEppratog : Mn ta&wvopnpévog (EAdepatikd dedopéva)
ZoPapn opOaipkn PALPN/epedionog : Mn ta&vounpévog (EAdepatikd dedopéva)
Evaisbntomoinem tov avamvevstikov 1 1 Mn ta&vounpévog (EAdeipatikd dedopéva)
gvoucbntomoinon Tov déppatog
Metalho&ryéveon YEVWINTIKOV KUTTAPOV : Mn ta&wopnpévog (Baoet tov dabéoimv dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)
Koapkwvoyéveon : Ymomto 10 mpdKinon KapKivov.
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Leuprorelin
Agltio Agdopévev Acpaleiog

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

To&wodTTa 6TNY avamapay®Yn : Mmnopei va. Brayet T yovipodtta. "'Yronto yio tpdrinon BAAPng oto éufpvo.

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va tpokoréoet PAGBeg 6T Opyave (avamTveLSTIKO GUGTNLA).

epamag Exbeon

Ewum to&ucotnta ota 6pyava-ctoyovs (STOT) — : TIpokoiei PAaPeg ota dOpyova (Keviptkd VELPLKO GUGTNLLO, KOPILOYYEKO GOGTNIE, EVOOKPIVIKO
emavenupévn ékbeon G0OTNU, GKEAETOS, TENTIKO GVGTNLAL) VOTEPO OO TAPOTETOUEVT 1) EXOVEIANUUEVT EKOECT).
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: Oworoyikég TAnpo@opisg

Emcivduvo yio to vdatvo mepiBdirov, Bpayunpdbecpog : Mn tagvounpévog (EAeyaticd dedopéva)
(0809)

Emcivduvo yio to vdativo mepiBdilov, pakporpdbespog : Mn tagwounpévog (EAeyaticd dedopéva)
(xpdviog)

Leuprorelin acetate (74381-53-6)

AVOEKTIKOTNTO KO IKOVOTNTO ATOdOUNGNG Toy£mg amodouncipuo

Aev vdpyovv emmAéov TANPOPopie

Aev vdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Avopeveig emmTOCELS 6TO TEPIBUALOV TOV . 'Eyet evdoxpivikd tpdmo dpdiong, Sniadi petaBaidet t Aettovpyia 1 TG AITOVPYiEG TOV
TPOKAAOVVTOL OO W310TNTEG EVOOKPIVIKNG S0TAPOiG £VOOKPIVIKOD GUGTIHHOTOC.

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 13: Xtovyeio oyeTika pe 0 6100gon

Agv vrdpyovv emmALOV TANPOPOPIiES

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| HETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. ApOpog OHE 1 ap1Opég tavtétnTog

TOpeova pe Tig dtotdEels HETapopig To TPoiov avtod de yapaktnpiletor og emkivéuvo
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Leuprorelin
Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA

14.2. Owkeia ovopoosio awrootoing OHE

Mn poBulopevo | Mn pvBulopevo | Mn poBulopevo

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

Mn povOulopevo | Mn poBuldpevo | Mn poOulopevo

14.4. Opada cvoekevaciog

Mn pvBulopevo | Mn pvBuldpevo | Mn pvBulopevo

14.5. TlepifalhovTIKI EMKIVOVVOTITO

Mn pvOulopevo | Mn pvOulopevo | Mn pvOulopevo

Agv vrdpyovv emmAéov dabéaies TAnpopopieg

14.6. Ewduéc mpo@uAhagels yia Tov (pioetn

Eniyewo petagopa
Mn puOuldpevo

petapopd pécm Boraoong
Mn pvOuldpevo

Evoépuo petagopd
Mn pvOuldpevo

14.7. Oahaooreg peTapopis yvony coppmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vysio Kot 7o agpidirov yio TV ovoia 1 10 peiypa
kavoviopoi EE

Hapaptypa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprappéveton oto Mapaptnuo XVII too REACH

Hapapmpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)

Aev neprappaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev mepilapPbvetar otov KatdAoyo vroyneuwy ovoidv REACH

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

Aev nepthappdvetor otov Katdroyo ovotdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)
Kavoviopog tov Zoppoviiov (EK) yia tov £reyyo e10@v dumhg ypiong

Aev meprapfavetatl otov Kavoviopd (EK) tov Zvppoviiov ya ta £idn dumhng ypnone.
Kavoviopog mepi ekpnkTik®@v Tpédpopmv overdv (EE 2019/1148)

Aev nepiéyet kopia ovoio(eg) mov mepthapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovcotdv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog wepi apodpopmv overtdv vopkatikadv (EK 273/2004)
Aev mepiéyer ovoio(eg) mov mepthappavetayovior) otov Katdhoyo mpddpopmv ovotdv vapketikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpodpopes ovoieg

VOPKOTIKOV)

15.2. A&wordynon ymuikis oo@dierog

Agv vdpyovv emmA£ov TANPOPOpies
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Leuprorelin
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov
Tpnpa Tpomorompévo cToyEio Hopatnpriceg
Avopeveic emmntdoelg oty vyeio Tov Ipootidnke
TPOKAAOVVTOL AT 1O10TNTEG EVOOKPIVIKNG
dwatapayng
Avtikafiotd v £kdoon Ipootédnke
svnuépmon pootédnke
1.1 Kwd.-EE Mpoctédnke
1.1 opOpos CAS Ipoctédnke
1.1 ‘Ovopa TpomomouniOnke
1.2 Tleplopiopoi otn xpron Ipootédnke
1.2 Xpnfion g ovoiog/Tov petypotog Mpootédnke
1.2 Kamnyopia Aetrovpyiog 1 xpriong Mpootédnke
2.1 AvemBOUNTEG PLOTKOYNKES EMOPAGELS, KAOMG Ipootédnke
KO EMOPAGELS 6TV avOpdTIvn vYEia Kot 6T0
nepBéAiov
2.1 Katdtaén ooppova pe mv odnyio 1272/2008 EK | IIpoctédnke
[CLP]
2.2 Ankooeig emukvdvvotntog (CLP) Ipootidnke
2.2 Anidaoelg Tpoporaéng (CLP) Ipootédnke
2.2 Tpogwdoromtikn AéEn (CLP) Ipootédnke
2.2 Ewovoypdpupora kvdvvov (CLP) Ipootédnke
2.3 AMeg mAnpoopieg Ipoctédnke
4.1 Tevikd pétpa pdTOv Pondeidv Ipoctédnke
4.1 Métpa tpodtev Bondedv petd amd enaen pe 10 Ipootidnke
déppo
4.1 Métpa tpdtev Bonbeldv petd amd lomvon Ipootédnke
4.1 Métpa tpdTev Bondeidv petd omd katdmoon Mpoctédnke
4.1 Métpa tpdTev Bonbeidv petd amd exoen pe to Ipootédnke
pétio
5.1 Axatdrinko mupooPeoticd péco Ipoctédnke
5.1 KatdAinka péoa mopocfeong IIpoctédnke
52 Y mepinTon TUPKAYLAS TOPAyOVTOL ETKIVELVEL Ipootédnke
TPOIGVTO. 0TocVVOESNG
53 Ipoctacio katd TV mupdcPeon Ipooctédnke
53 MEtpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG Ipootédnke
6.1 E&onhopnog npoctaciog Ipoctédnke
6.1 Métpa EKTOKTNG OVAYKNG Ipoctédnke
6.1 Tevikd pétpa Ipootidnke
6.2 Tep1Barrovticég Tpo@LAGEELG Ipootédnke
6.3 T'o v anobrkevon Ipootédnke
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Leuprorelin
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
6.3 MébBodot kabapiopon Ipootidnke
6.4 Hapanopn og GAho tunpota (8, 13) Ipootédnke
7.1 Emumhéov kivéuvol katd v enegepyacio Ipootédnke
7.1 IIpo@ulaéels yio ao@ain xEPopHd Ipoctédnke
7.1 Métpa vylevig Ipootédnke
7.2 XuvOnkeg eOAaENg IpootiOnke
7.2 YAkd cvokevaciog Ipootidnke
8.2 TIpoctocio TV AVOTVELSTIKOV 030GV Ipootédnke
8.2 IIpootacio tov yepudv Mpootédnke
8.2 Ipoctacio 0@OaAudY Ipoctédnke
8.2 KatdAinkot pnyavucoi €deyyot Ipoctédnke
8.2 TIpootaoio Tov déppotog Ipootédnke

9 Mopraxn palo Ipootidnke

9 APOLOL Ipootédnke

9 Epopdvion TpomomouOnke
9 YdarodalvtotnTa Ipoctédnke
11.1 LD50 and tov otépatog o apovpaiovg TpomomouniOnke
12.6 Avopeveic emntdoelg 6to mepPAAiov Tov Ipootidnke

TPOKOAOVVTOL OO IOTNTEG EVOOKPIVIKNG
dwatapayng

IMqpeg keipevo ppacewv H ko EUH:

GVGTNWO) VOTEPO OO TAPATETAUEVN 1| EXOVEIAUUEVT EkOEDT.

Carc. 2 Kapxwoyéveon, katnyopio 2

ED ENV 2 Evdokpwvucog dwatapdrtng yia o mepiparrov, Kamyopio 2

EDHH 1 Evdokpvucdg dwatapditng yuo v avOpadmvn vyeio, Kotnyopia 1

EUH380 Mrmopei vo. TpokarEsEL EVOOKPLVIKT Statapoy 6Tov avOpwo.

EUH431 "YTomTo Y10 TpOKANGT EVOOKPIVIKNG SLTapoyiG 0TO TEPPAALOV.

H351 "Yonto yio IpOKANGT KopKivov.

H360Fd Mmopei va. Prayet T yovipomra. "Yronto yio tpdkinon PAaPng oo éuppuo.

H371 Mmnopei va tpokarécet PAABES oTa Opyova (AVATVEVGTIKO GUGTNLA).

H372 TIpoxaiei PAGPeg ota Opyave (KEVTIPIKO VELPIKO GUOTNHA, KOPILOYYELOKO GVOTILLL, EVOOKPIVIKO GUGTNLN, OKEAETOS, TTEMTIKO

Repr. 1A To&wdmTa 6TV avoropaywyn, katnyopio 1A
STOTRE 1 Ewwm to&ikomra og 0pyava-otdyovs Hotepa and exavelknuuévn ékbeon, katnyopia 1
STOT SE 2 Eww to&ikotra og 0pyava-ctdyovg votepa and pio epdnas £ékbeon, katnyopio 2

Aghtio Agdopévov Acpadeiog (AAA), EE
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Agltio Agdopévev Acpaleiog

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

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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