IHAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ellaOne 30 mg dioxio

2. TOIOTIKH KAI IIOXOTIKH XYNGEXH
KdaBe diokio mepréyer 30 mg ulipristal acetate.

"Exdoya pe yvootéc dpdoeig
KdaBe diokio mepiéyet 237 mg hAaktolng (wg Lovoidpikmg).

I"a tov TAnpn kaTdroyo TV ekddy®V, PA. mapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Awokio

Agvkd £0G KPEUDOES e OYN LAPLAPOL, GTPOYYLAEUEVO dtoKio dtopéTpov 9 mm, pe yapoyuévn Ty
évoeldn “ella” xon otig dVO TAEVPEG.

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpamevTiKEG EVOEILELg

Eneiyovoa avticodinym eviog 120 opov (5 nuépeg) petd amd ceE0VaAIKN emapn YOPIC TPOPUAGEELS
N amoTuyio TNG OVTIGVAANTTIKNG HEBOOOV.

4.2 Aocoioyio Kol TPOTOG YOPIYNONS

Aocoloyia

H Bgpancia cuviotator otn Aqyn evog 610Kiov amd To 6TOWA, OGO TO SVVATOV GLVTOUOTEPO, YL OUMOG
apydtepa amd 120 dpec (5 nuépeg) amod T 6e£0VAAIKT| EXAPT YWOPIG TPOPVAAEEIC 1} TNV OTOTLYIN TG
OVTICVAANTTTIKNG peBOSOV.

To dwokio umopei va Anedel € 0mo10dNTOTE PACT] TOL KATAUVIOL KOKAOD.
Edv mpoxAnbei éuetog eviog 3 opav amod tn Afyn Tov diokiov, Tpémel va AaPete GALo diokio.

Edv éyel kaBvotepnoet n epunvoppota 1 1 yovaika Tapouctdlel GUUTTOUATO EYKVUOGVVTS, Oa Tpémet
VO OTOKAELGTEL TO EVOEYOLEVO EYKVLOGVUVNG PV OO T XOPNYNOT| TOL S1oKiov.

Eidixoi wlnBoouol

Negppixn dvoieitovpyio
Agv amonteiton TPocapoyn e d0oNC.

Hrozikn dvolerrovpyio
Adyo EAAEYNG EOIKAOV PHEAETMOV, OEV UTOPOLV VO, S10TLTTOO0HY EVOAAAKTIKEG DOGOLOYIKEG GUGTACELS

ywo v ulipristal acetate.

2ofopn nratikn ovalertovpyio.
AOY® EMAeLYNC EOIKMOV HEAETMV, dEV GLVIGTATOL 1) YopTiynon ulipristal acetate.

Taudrazpiros ninBoouog



Agv vrapyet oyetikn ypnon tng ulipristal acetate oe maidid TpoePnPrkng niwkiag yio v Evoeién g
EMEIYOVGOG AVTIGOAANYTC.

"Epnpeg: n ulipristal acetate yia engiyovoa avticOAANyn ivol KOTAAANAN Yo KAOE yovaiko
AVATOPUY®YIKNG NAKiog, coumeptiAapfovopévav Tov epnpov. Agv éxovv Kataderydel dapopég doov
0QOpPE TNV ACPAAELD KOL THV OTOTEAECUOTIKOTNTA GE GUYKPLOT HE Yuvaikes nMkiog 18 etdv Kot avm
(PA. mapdypogo 5.1).

Tpomoc yopnynong

Amo tov 6TOHATOG.
To diokio umopel va Aapfdaveton pe 1 ympig Tpoon.

4.3 Avtevosielg

YrepevoioOnoio 6t dpacTikn ovcia 1} 6 KAmolo amd To £KO0Y TOV AVUPEPOVTAL GTNV TOPAYPAPO
6.1.

4.4 E10kég TPOELOOTOMGELS KO TPOPVAAEELS KATE TN Y(p1ioN

To ellaOne wpoopileTor LOVO Y10 TEPIGTAGLOKT YPNOT. & KO0 TEPITTMOT] OEV TPEMEL VO,
avtikadiotd Tic cuviBelg peBddovg avTicOAANYNGC. Xe KGO TepinT®ON, TPEmeL va diveTal OTIg
YOVaikeg 1 GLUPBOVAN Vo aKoAoVBOVV ol TaKTIKY HEBOSO AVTICOAANYNC.

H ulipristal acetate dgv mpoopiletar yio xpnomn Katd tn S1dpKELN TNG EYKVUOGVVNG Kol 0V Oa Tpémetl va
AapPavetor amd kopio yovaika wov vroydletar 1 yvopiletl 6Tt givor £ykvog. 261000, dev SLOKOTTEL

TUYOV VOIGTAUEVT] EYKVUOGLVN (BA. Tapdypapo 4.6).

To ellaOne dgv omoTPEMEL TNV EYKLUOGUVT G€ KGOE mEPiTTOO.

Edv 1 emopevn epunvoppota kabootepnoel Tavm omd 7 UEPES, €AV 1 ALLOpPOYie KATH TV
gUUNVOppoLa dev Elval GLGIOAOYIKT, EAV ELPOVIGTOVV GUUTTMLATO TOV VITOOEIKVOOVY EYKVIOGVUVI 1|
o€ TepinT®on OUEPOAM®Y, B TPEMEL Vo TPAYILATOTOEITOL TEGT gyKLOGVVTG. OTtmg o€ k0O
TEPIMTOON EYKLVHOGVUVG, Oa Tpémet va e&eTdleTan To gvdgXOUEVO EKTOTTG KuNone. Eivat onpovtiko va
yvopilete OTL 1| ELEAVIONG QHOPPAYIOG OO T UNTPO. OEV OTOKAEIEL TO EVOEYXOUEVO EKTOTTG KONOTC.
Ot yovaikeg mov pévovv €ykveg petd tn My ulipristal acetate 0o Tpénet vo extkotvovolv e Tov
ywtpo6 toug (BA. Tapdypago 4.6).

H ulipristal acetate mapeumodilel 1 avafdrier v woppnéia (BA. Tapdypapo 5.1). Edv £xe1 non
oupPel moppnéia, dev givor mAéov anotedespatikr]. Kabaog o ypodvog e moppnéiog dev umopei va
nmpoPrebei, To diokio Ba mpémetl va Aappdvetal To cuvtopdTEPO duVTOHV ENELT OO T GEEOVUALKT

EMOON YOPIG TPOPLAGEELC.

Agv vdpyovv dabéciuo dedopéva yia Ty omoteleouatikoTta g ulipristal acetate dtav Aaupdavetot
aov &yovv mapéAbel 120 dpeg (5 nuépeg) amd T 6e&ovoAKT| ETOPN YOPIG TPOPLAGEELS.

[Tepropiopéva kar acapn dedouéva deiyvouy 0Ti 1| amoteAespotikotnTo Tov ellaOne evdéyetal va
pelmBel pe v avénon tov copatikov Bdpovg 1 Tov deiktn pdlog cdpotog (AME) (PA. mapdypopo
5.1). Ze OAeg T1G YOVOIKEG, M ENEIYOVGA OVTIGUAANYT TPETEL VAL AAUPBAVETAL OGO TO SLVOTOV
GUVTOUOTEPN UETE TN GEEOVUALKT EMOPT YWPIC TPOPVAGEELS, oveapTNTMS TOV COUATIKOD Pdpoue 1
Tov AMX ¢ €KAGTOTE YUVOiKOG.

Metd amd ) Mjyn Tov dtokiov, 1 Evapén TG ELUNVOPPOLAG OPIGUEVEG POPES TPAYLLOTOTOLEITOL Alyeg
LUépeC vopitepa 1 apyodTEPU ATO TNV OVOUEVOUEVT. X TTEPITOV 7% TOV YUVAIK®V, 1| ELUNVOPPOLL

Eexivnoe mhvo and 7 nuépeg vopitepa and o avapevopevo. Xe 18,5% tov yovaukadv, mapatnpnnke
rkaBvotépnon peyalvtepn TV 7 nuepmv kot o€ 4% 1 kabvotépnon NTav peyorvtepn tov 20 nuepov.



Agv cuviotdton 1) TawTdyYpovn ypnon ulipristal acetate Kot GKEVAGUOTOC EMEIYOVGAG OVTIGOAAYNC TTOV
nepi€yel AePovopyeoatpédn (BA. Tapdypago 4.5).

Avticodnyn £nerta amd T Ay tov ellaOne

H ulipristal acetate givat éva péco enelyovcag avTicOAANYNG TOL HEIDVEL TOV KIVOUVO EYKVUOGUVNG
énetta, amd 6e£OVOAIKN ETOPT] YOPIS TPOPUVAAEELS, XOPIG OLLMOC VO TAPEXEL AVTICVAANTITIKY TPOCTOGIO
yia TI¢ endpeveg oeEovalkég emapés. Katd cvvémeta, petd ™ ypfon enciyovsag avTicOAANYMG, 0o
TPEMEL VO GUVIGTATOL OTLS YOVOIKEG VO, XPNCIHLOTOL00V 0EIOTLOTI UNYavIK) HEB0O0 avTICOAANYNC

UEXPL TNV EXOUEVT] EUUNVOPPOLOL.

[Mapd to yeyovog ot pe t ypnon ulipristal acetate yia engiyovca aviicOAANY™ dev avievdeikvotal n
GUVEYLOT TNG XPNOMS TG GLVIBOLE OPLOVIKNG AVTIGVAANYTS, TO ellaOne evoéyeTarl va pElDCEL TNV
avTIGVAANTTTIKY dpdion NG v Ady® peBodov (BA. mapdypapo 4.5). Zuvendc, edv 1 yvvaika emibopel
va EEKIVIOEL 1] Va. GuveyIoEL TN (PNOT OPLOVIKNG OVTIGUAANYN G, Utopel va To Tpdéet petd ) yxpnon
tov ellaOne. Qot600, Bo TPEmel va TG diveTar 11 GUUPOVLAN VA, XPTGILOTOLEL OEIOTIOT UNYOVIKNY
LUEBOSO aVTIGOAANIYNG HEXPL TNV ETOLEVT] EUUNVOPPOLAL.

Ewdwoi tAnbvouotl

H ovvtpéyovoa xprion tov ellaOne pe enaywyeig tov CYP3A4 dev ouvictdtol Adym
oAnAemidpdoemv (m.y. PapPrrovpid (cvpmeptAapfoavouévng g TPLUOOVNG Kot TNG
oawvofopPrrding) eawvutoivn, poceatvotoivr, kapBoapalenivn, okappalenivn, uTIKNAG TPpoéhevong
QOPUOKEVTIKA TTPOTOVTa TTOL TEPLEYOLY Hypericum perforatum (St. John's

Wort/Y tepucd/Baioapdyopto), proaumikivn, proapmovtivn, ykpileo@ovAfivn, epafipévin,
vefipoamivn Ko prrovaPipn oe paxpoypovia xpnon).

Agv cuviotdTon 1 xpnon amod yvvaikeg pe copfapd dobua mov Aappdvovv Bepaneia pe
YAVKOKOPTIKOEEG Amd TOV GTOUOTOC.

To mapov eapuakeLTIKO TPOIdV TEPLEYEL AakTOlN. Acbeveic e omdvia KANpovoUKa TpofAnota
dvoave&iog ot yohaktoln, avendpkea g Lapp Aaktdong 1 kakng aroppdenons yAvkolng-
yohaktolng 6ev TpEmetl vo AapPAVOLY aVTO TO POPUAKEVTIKO TPOTOV.

4.5 Almiemopdosic pe GALo QUPPOUKEVTIKA TPOIOVTE Ko GAheg pop@Eéc aiiniemiopacng

Evdegyouevo enidpoonc GAA®V QapUOKELTIKAOV TpoidvTtev otnV ulipristal acetate

H ulipristal acetate petafoAiletan in vitro amd 1o CYP3A4.

- Emaywyeic too CYP3A4

Ta arotedécpata in vivo delyvouv OtL 1 yoprynon ulipristal acetate pe 1oyvpd enoymyéa ToL
CYP3A4 6mwg 1 propapmikivny petdvel onuovtikd ™ Cmax kKo v AUC ¢ ulipristal acetate
katd 90% N meplocdTEPO KO peudvel T ddpketa nulong g ulipristal acetate katd 2,2
(QOPEC e amoTEAEG O LKpOTEPN EkBgom oty ulipristal acetate katd 10 popég mepinov. H
ouvvtpéyovoa yopnynon ellaOne pe emaywyeig tov CYP3A4 (m.y. PapPirovpikd
(ovumepriapfoavopévng e TPYdOVNG Kot Tng eovoPapPitding) eowvutoivn,
poceavutoivn, kapPapalenivn, ofkapPalenivn, PLTIKNG TPOELELONS PAPLLAKA TOV
nepéyovv Hypericum perforatum (St. John's Wort/Ynepucd/Baioapdyopto), prpopmikivn,
PLPAUTOVTIVY, YKPLLEOPOVAPIVN, epafipévin kot vefipamivn) LElDVEL O €K TOVTOVL TIG
ovykevtpmaoelg g ulipristal acetate 6to TAUCUO Kot EVOEXETOL VO, LEIDGEL TNV
amotereopatikotnTa ToL ellaOne. o yovaikeg o1 0moieg £x0VV YPTCILOTOGEL PAPLOKO TOV
EMAyOLV To NITATIKA EVEDpO Kot TN dudpkela Tov terevtainy 4 efdopnddwv To ellaOne dev
ocuviotdral (BA. mapdypaeo 4.4) Kot GUVIGTATAL VO XPTGLULOTO|GOVY [UT] OPLLOVIKY| ENEIYOVGA
avTIGVAAN YT (dNAadn evoountpio oneipapa pe xoAko (Cu-IUD)).



- Avaoroieic tov CYP3A4

Ta aroteAécpara in vivo delyvouv O6TL 1 yoprynon ulipristal acetate L 1oyvpd Kot pétplo
avaotoréa Tov CYP3A4 abénoe 11 Crax kot v AUC g ulipristal acetate xotd 2 kot 5,9
(QOpEC, AVTIOTOTYMC, Kot HEYloTto. Ot emdpdoelg Towv avactorémv tov CYP3A4 dev
OVOUEVETOL VO £XOVV KAIVIKEC ETMTMGCELC.

H pirovoPipn, mov givan avactoréoc tov CYP3A4, pmopet eniong va £xel emaywyikn| enidpaon
ot1o CYP3A4 6tav ypnoyromoteitaol 1o mopateTaptévo Ypoviko ddotnpa. X avTég Tig
TEPIMTAOGELS, M prrovaPipn pumopel va LELOGEL TIG GLYKEVIPAOGELS TG ulipristal acetate oto
TAAG 0. ZVVETMG, OV CLUVIGTATAL 1] TRLTOYPOVT XopNynon tovg (BA. mapdypagpo 4.4). H
emaywyn eviopwmv eEacbevel apyd Kot ol EMOPACELS OTIG CLYKEVTPMOGELS TNG ulipristal acetate
0TO TAAGO, LWTOPEL VO ELPOAVIGTOVY OKOUT KO AV 1] YOVOIKA £XEL GTAUAUTNOEL VO AopPavel
emoywyelg evibpmv katd ) didpkela Tov terevTainy 4 BSoHddmV.

DopokevTIKG TPOIOVTO TOV EXNPEALOVY TO YaoTPIKO pH

H yopnynon ulipristal acetate (diokio 10 mg) 6 cUVOVAGLO pE TOV AVOGTOAEN OVTAING TTPOTOVIY
goopenpaloin (20 mg nuepnocing ent 6 NuUEPEC) eixe mG amoTéAecpa T LelmoN TG HEOT|G TIUAG TNG
Crnax K0T EPinov 65%, kabvotépnon otV Tmax (amd 0,75 dpa, og didpeon Tun, o€ 1,0 dpa) Kot
13% peyardtepn péon tiunq AUC. H khvikr|] cuvageto autig g aAAnAenidpaocng yuo T xopriynon
gpanag 06omg ulipristal acetate mg enciyovso avTicGOAANYT Oev gival YVoOTH.

Evdeyduevo emidpoong tnc ulipristal acetate o€ GAAQ QOPULOKEVTIKA TPOTOVTQ

Opuovike, avtiovAInTTiKe,
Kabmg 1 ulipristal acetate cuvdéetan e ToV LITOS0YEN TPOYEGTEPOVIC AOY® DYNANG GLYYEVELOGS, MG EK
TOVTOV, EVOEYETOL VOl EMNPEACEL TN OPAOT TOV PAPUAKEVTIKMV TPOIOVIMV OV TEPLEYOVY
TPOYECTAYOVAL:
- 1M OVTICVAANTITIKY 0pAcT GUVOVAGHEVMY OPUOVIKMY OVTIGCVAATITIK®Y KOl OVTIGUAANTTIKOV
IOV TIEPLEYOVV LLOVO TTPOYECTUYOVA EVOEXETUL VAL LEIWOET
- dev ouviotdtou M) Tawtdypovn ypnon ulipristal acetate Ko ensiyovcag avTicOAAYNG TOL
nepiéyel AePovopyeotpéin (PA. mapdypopo 4.4).

Agdopéva in vitro vodeikvoouy 0Tt 1 ulipristal acetate kai 0 evepyog petaforitng g dev
avootéAlovv onuovtikd o CYP1A2, 2A6, 2C9, 2C19, 2D6, 2E1 kot 3A4 6e KAVIKE GYETIKEG
GLYKEVTPMOELS. MeTd T yopnynon eednas d6ong, 1 enaywyn twv CYP1A2 kot CYP3A4 and v
ulipristal acetate 1 Tov evepyo petafoiitn g dev givar mbavn. Katd cuvéneia, | xoprynon g
ulipristal acetate dev eitvar mBavo va petaPdirel Tnv k4OAPCT PAPUOKELTIKMOY TPOIOVTWOV TOL
petaforilovion amd avtd to Evivpa.

Yroompwuaro e P-ylvkompwreivis (P-gp)

Agdopéva in vitro vmodeikvoouv 0T 1 ulipristal acetate evoéyetan va amotelel avactoréa g P-gp oe
KAMVIKA ONUOVTIKEG CUYKEVIPOGELS. Ta in vivo dedopéva e To vmosTpopa TG P-gp eefopevadivn
Ntav acaern. Ot emdpdoels Tmv vrooTpopdtev ¢ P-gp dev avapévetor va £xovv KAMViKEG
EMTTMOCELS.

4.6 Tovipétnra, kKONoN KM yorovyio
Eyxvpooivn

To ellaOne dgv poopiletar yia xpron Katd TV €yKLvpocsvHvn Kot dgv Ba tpénet vo Aapupdvetorl and
Kapio yovaika Tov vroyidletot 1 yvopilet 0Tt eivan £ykvog (PA. mapdypoaeo 4.2).

H ulipristal acetate dgv S1aKOTTEL VPIGTAUEVT] EYKVLOGVVT).

Eyxopocvvn pmopel va cuppel oe opiopévec mepumtmoetg petd t Ay ulipristal acetate. [Tapoio mov
dev &yel mapatnpn el evOeOLEVO TEPATOYEVEDTG, T Oedopéva amd (dha eival avemapkn e 0,TL apopd
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™V T0EIKATNTO OTNV ovamopaywyikn wkovotnta (BA. mapdypapo 5.3). And meplopiopéva ddouEVaL
avOpOTOV oYeTIKd pE TNV €kBeon oto ellaOne kotd TV eykvpocvn dev eygipoviol TpofAnuaTicpol
ac@irelng. QQot660, ival onuovtikd Kabe eykopoohvn yovaikog mov £xel Aapet to ellaOne va
AVAQEPETOL GTO UNTPOO WwWw.hra-pregnancy-registry.com. O okomdg Tov &v Ady® S10dIKTVOKOD
UNTPOOL £IVOL 1) GLYKEVTIPWOGOT TANPOPOPLOV ACPAAELNG amd Yuvaikes Tov Ehafav To ellaOne evd
Nrav éykveg N mov Epewvay £ykveg petd m Aym tov ellaOne. Ola ta dedopévo acBevdv mov
SVAAEYOVTOL B0 TOPOLLEIVOLY OVADVLLLAL.

Oniooudg

H ulipristal acetate anekkpivetor 6to untpkd yara (PA. mapdypago 5.2). H enidpact| tng oe
veoyévvnto/Bpéoen dev €xetl pehetnel. Aev pmopel va, amokAelotel o kKivouvog yia to andi mov Onialet.
Metd am6 ) My ulipristal acetate yio engiyovoa avticOAAyM dev cuvietdtal o Oniacuds yio
yPOoVIKé dtdotnua piog efdopddag. Katd to didotnua ovtd cuvietdrol 1 EKOAYT Kot amdppuyr TV
UNTPIKOD YAAOKTOC TPOKEIEVOD va dtotnpn el 1 yahovyia.

Tovwotnta

Eivon mBovi n tayeia emdvodog tng yoviuotntag petd tn Ayn ulipristal acetate yio engiyovoa
AVTIGVAANYT). B0 TPETEL VO GLVICTATOL OTLG YUVOIKEG VO YPNOILOTOL00V 0EIOTIoTN unyovikn pébodo
AVTIGVAANYTG OE OAEG TIC EMOUEVEC GEEOVOMKEG ETAPEG TOVG PEXPL TNV ETOUEVT] ELUNVOPPOLD.

4.7 Emopacels 6Tny IKavOTnTo 001Y106NS KUl LELPLGROD PNy ovav

H ulipristal acetate £yet pkpn N LETpLoL ETIOPACT GTNV IKOVOTNTO OO YNONG N YEPICUOV UNYAVOV:
nma éoc pétpia {aAn givar cuyxvn petd tn Aym tov ellaOne, n vvniio kot 1 Oapm 6paocm dev etvan
GLYVEC, EVO M dloTopoyN TG TPOGOoYNG avapépetal omdvia. O/mn acbevig Tpémel va, eVUEPDOVETOL VO
punv odnyet ovte va yepileton pnyoavéc edv mapatnpel térota copmtdpata (BA. mapdypaeo 4.8).

4.8 AvemOOunrteg evépyereg

IIepiinyn Tov TPOEIA acQaAEiOG

O 10 oVYVEG avemBOUNTEG EVEPYELEC TTOL OVOPEPBN KOV NTAY KEQAAUAYIO, VOVTIO, KOIAOKO GAYOG Kot
dvounvoppota.

H aooedleia g ulipristal acetate éxet aloloynbei og 4.718 yuvaikeg Katd 1 SLOPKELN TPOYPAUUOTOS
KAWVIKN G avamTuéng.

Koataroyoc avemBountmv evepysldv 6€ LOPON TIVOK

Ot avemBounteg evépyeieg mov avapépbnkav oto mpoypappa edong I, oto onoio peteiyav 2.637
yovaikes, TeptAapupdvovtal 6Tov mivaka Tov 0KoAOVOEL.

Ot avemBOUNTEG EVEPYELEG TTOV OVOPEPOVTOL GTT) CLUVEYELD TAEIVOLOVVTOL KATA GLYVOTNTO ELPAVIONC
KoL KATnyopio 0pydvovu GUGTHUATOG XPTNCLUOTOIMVTAG TNV akOA0VON cuvOnKn: Told cuyvég (>1/10),
ovyvéc (= 1/100 éwg <1/10), oy ovyvég (> 1/1.000 émg <1/100), ondvieg (>1/10.000 £mwg <1/1.000),
oAb omavieg (<1/10.000) ko un yvwotég (dev umopobv va, ektiunBovv pe faon to dabécia
dedopévar).



MedDRA

AvemOOunreg evépysieg (cuyvotnTa)

Katmyopia/opyoviké | Zvyvég Oy ovyvég Yrdvieg
cVoTNIO
Aodéelg kot I'putncdomg cvvdpoun
TOPAGITAOGELS
Awotapayéc Tov AwTopayég g 0peéng
UETAPOAICUOD KOl TG
Bpéymg
Yoyrorpikég Awotapoyéc g KoatabMmrikég ATOTPOGAVATOMGLOG
SlTapoyéC d1aBeomg dratapoyéc
Avnovyia
Abnvia
Yreprvnuikotnro
Metaforéc g
YEVETNO0 Opuifig
Awotapoyég Tov Kepaiaryio Yrvniia Tpdpog
VEVPIKOV GUOTAUATOG | ZAAN Huwepavia Awtapoyn otV Tpocoyn
Avcyevoia
Xvuykomn
OpBolpuég Ontikn droTapoyn Mn @vcloroyikd aicOnuo
SloTapoyéC oToV 0QOAALO
Yrepaipio Tov opOoipond
Ddotopofia
Awotapoayéc tov mtdg TAvyyog
Kol Tov AafupivBov
Awotapoyég Tov Enpotnta tov eapuyyo
OVOTTVEVLGTLKOV
GUGTNLOTOG, TOV
Ompako Kot Tov
necobwpdxiov
Awotapoyég Tov Navtio* Aldppota
YOGTPEVTEPIKOD Kowaxo dAyog* Enpoctopio
Avceopia otnv Avoneyia
KOIALOKT] Y®DPOL Metempiopdc
'Epetog*
Awotapoyég Tov Axun Kvidwon
OEPILOTOG KOl TOV Agppatikn BAELnN
VTOAOPIOV 1GTOV Kvnoudg
Awotapoyég Tov Mvaodyia
HVOCKEAETIKOD Ocpuadryia
GUGTNOTOG KOl TOV
OULVOETIKOV 16TOV
Awotapayéc Tov Avounvoppola Mnvoppayio Kvnopdg yevvnrikov
OVOTTOP LY WY TKOD Moo diyoc KoAmuo ékipipa opydvav
ovotnuotog kot tov | EvaioOnoia pactod | Aatapoyés Tov Avornapegvvia

LOOTOV

KOTOUNVIOU KOKAOV

Prén kdotenv wobnkdv

Mnrtpoppayio A10010KOATIKO GAYOG
KoAritida Yrounvoppora*
E&dwerg
IIpogppunvoppuciokd
GOVOPOLLO

Ievikéc dratapayéc Koénwon Piyn Aty

KOl KOTAGTAGELS TG
000V yopfiynong

AloOnpo xokovyiog
TMope&ia




*Toumtopa Tov propel emiong va oxetileTon pe eyKLLOGVVN TToL dev £xet Yivel avtiAnmm (1 oxetildpeveg
EMTAOKEG).

"EpnPeg: to mpogid acpdrelag mov TapatnpnOnke og yovaikeg nhikiog Kato v 18 etV og peréteg
KOOMG Kot LETE TNV KUKAOPOPIO TOL PAPLLAKOV £1val TAPOUOL0 LE TO TPOPIA ACPAAELNG OE EVIAKES
yovaikeg Kotd T ddpkela Tov Tpoypappatog aong I (PA. mapdypago 4.2).

Agdopéva PHeTd TNV KUKAOPOPIa: 01 OVETIOOUNTEG EVEPYELEG TTOV avapEPON KOV avBopuUNTa LETE TNV
KuKAOQOPia NTAV TAPOUOIEG MG TPOG TN PVGT] KOl T GLYVOTNTO LE TO TPOPIA acPAUAEiNG TOV

TEPLYPAPNKE KOTA TO TPOYpappa eaong III.

TIeprypaon smdeyuévav avemBountwyv EVEPYEIOV

2y mhetoyneia Tov yovaikav (74,6%) mov peteiyov oe peréteg pdong I, n exdpevn epunvoppoia
Eexivnoe katd TV avopevopevn nuepounvia 1| evtog = 7 nuepdv, eved oto 6,8% 1 epunvoppoia
Eexivnoe mavo and 7 nuépeg vapitepa and To avapuevopevo kot 6to 18,5% mapatnpndnke
KaBVOTEPNOT LEYOADTEPT) TV 7 NUEPDOV OTO TNV AVALEVOLEVN UEPOUNVIL EVOPENG TNG
eppnvopporoc. H xabuotépnon nrav mave ond 20 nuépec 610 4% 10V yovak®v.

‘Eva, pikpd 10606710 (8,7%) Yovaik®v avEPepav apLoppayio 6To LEGO TOV KOTAUNVION KOKAOL 1) oTtoia
dumpknoe katd pEco 6po 2,4 nuépec. Lty TAsloynoeio Tov tepittocemy (88,2%), 1 apoppayic ooty
avapépinke wg «knAideg aipatogy. Amo Tig yuvaikeg mov Edafov ellaOne oe peréteg pdong 11, poévo
0,4% avépepav ovénuévn pomn aiploTtog 6N LEGT) TOL KOTAUN VIOV KOKAOL.

21ig peréteg eaong M1, 82 yuvaikeg peteiyav o€ pua pedétn mepiocdtepeg amd o opég Ko,
oLVETMG, EAafav TepLocoTEPEG amod [ia d6a¢€lg Tov ellaOne (73 yuvaikeg peteiyov 600 @opég kot 9
UETEL OV TPELS POPEG). L€ AVTA TO LITOKEIIEVA Ogv TTapatnpnOnKe Kopio S10popd GYETIKA e TNV
ACQAAELD DTIO TNV £VVOLN TNG GLYVOTNTOG EUPAVIOTG KOl TS GOPopOTNTS TOV aveETBOUNT®V
EVEPYELDV, TNG OAAAYNG OTN SIIPKELX 1) GTN POT| TNG ELUNVOPPOLOS | GTH GLYVOTNTO EUPAVIOTG
aLoppayicg oTo LEGO TOV KOTOUNVIOU KUKAOV.

Avopopd ThavorloyoOueEVOV avETOOUNTOV EVEPYELDY

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA GO TN YOPTYNoN GOE0g KLKAOPOPIoG
TOL QOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorovdnomn e oyéong
0PEAOVG-KIVOHVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug emayyeAaticg vyeiog vo
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GLUGTNLLATOG
ovaeopds mov avaypdeetor to Hopdptnua V.

4.9 Ymnepdooolroyia

H eumepio oyetikd pe v vrepdocoroyia tng ulipristal acetate sivon mepropiopévn. Eedmraé d6ceig
£€w¢ ko 200 mg yopnynnkav o€ yovaikeg yopic va €yeipovv avnovyieg oyeTika pe v aceaieta. Ot
VYNAEG AVTEG HOCELS NTOV KOAG OVEKTES. 26TOGO, GTIS YUVAIKEG AVTEC TAPATPNONKE GLVTOUELGT] TOV
KATOUVIOL KOKAOL (EUQAVIOT) apoppayiog TS WATPAS 2-3 vopitepa amd TO OVAUEVOLEVO) KOl OE
OPIGUEVEG YOVOIKEG 1 SLAPKELD TNG cpoppayiog Tapatddnie, yopic Opmg va givarl vtepfoAikn o
TOGOTNTA (GTAYOVOELONG). AEV LIAPYOLV AVTIOOTO KOL TVYOV TEPULTEP® OY@YN TPEMEL VAL ELVaL
GUUTTOTIKY.

5. ®APMAKOAOTI'IKEX IAIOTHTEX
51 ®@appokodvvopkés 1010TNTES

Doppokobepamevtikn katnyopio: ['evvntikég oppoveg kot puOpIcTég ToL YEVVNTIKOD GLGTHOTOG,
okevacpota enciyovsag oviiovAnyne. Kodikog ATC: GO3ADO2.
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H ulipristal acetate givan £vag evepydg cuvOeTIKOG EKAEKTIKOG PLOUIGTAG VTOSOYEMY TPOYESTEPOVG
AopPovOopeEVOg amd TO GTOE, TTOV GLUVOLETOL LLE VYNAT GLYYEVELD GTOVG OVOPOTIVOLS VTTOJOYEIS
TpoyeaTEPOVNG. OTaV YPNOIUOTOLEITOL Y10 EXEIYOVGA OVTIGUAANYT], O UNYOVIGUOC dpdong eival n
TopeUTOSIo N KaBuotépnomn g woppnElag HEG® KATAGTOANG TG OTOTOUNG adENGNG TG
oypwotpomov oppovns (LH). @appaxodvvapkd dedopéva katadetkvoovy oti 1 ulipristal acetate,
KON Kot 0TOV AapPAvETOL AUECHS TPV o TV TPOYpoppatiopuévn wobviaktoppnéia (6tav n LH
&xel apyioel oM va aw&averat), pmopet va kabvotepnaoet tn prién Tov mobuiakiov Yo TovAdyioTov 5
nuépeg oto 78,6% twv tepittoocemv (p<0,005 évavtt g AefovopyecTpEANG Kot EVOVTL TOV EIKOVIKOD
eapuaxov) (PA. tov mivaka).

Tpdinym mg woppnéiog?
Ewovikd AgPovopyeotpéin Ulipristal acetate
POaPULAKO n=48 n=34
n=50
Ogpomeio TPV amd TNV n=16 n=12 r(l)zg/

, , 0 0 100%
amotopn ovEnon e LH 0,0% 25,0% £<0.005%
Ogponeio petd ™y awdéToun n=10 n=14 n=14
avEnon ™g LH, aAra wpv 10,0% 14,3% 78,6%
076 TV EKKPLTIKY auypi NSt p<0,005*
g LH
Ozpancio petd v n=24 n=22 n=12
ekkprTiky oy g LH 4,2% 9,1% 8,3%

NS+ NS*

1: Brache et al, Contraception 2013

§: oplopevn wg mapovasio dppnkrov kvplapyov mobviakiov mévte nuépes Letd ) Bepoaneia 6To TEAOG TG
®oBVAOKIKNG PaoNG

*: o€ oVYKPLOT LE TN AePovopYESTPEAT

NS: un oTaTIoTIKE GNUAVTIKY TN

1: o€ oVyKpLoN UE TO EIKOVIKO QAPLOKO

H ulipristal acetate Tapovcidlel eniong VYNAN GLYYEVELN LE TOV DITOS0YEN YAVKOKOPTIKOELSDV KOl
&yovv apotnpnOel in vivo avil-yAukokopTtikoeeis emdpdocelg o€ {ma. 261060, 68 avBpOTOVS dev
€yovv apotnpnBel T€T01EC EMOPAGELC, OKOUN Kot LT omd EXAVAAOUPAVOLEVT] XOPIYNOT NUEPT|CLOG
d0oong 10 mg. H ulipristal acetate tapovcidletl pikpn cuyyEVeLd e TOVG LTOSOYELG aVOPOYOVEOY Kat
Kopio cLYYEVELD LE TOVG VTTOO0YEIS OVOPAOTIVOV 015TPOYOVOV 1 ANTOKOPTIKOELOMOV.

Ta amoteréopata 600 aveEapTnTO®V TVYOOTOMUEVOVY EAeYXOUEVOVY dokiumv (PA. TTivaka) katédei&av
L1 KOTOTEPOTNTA TNG OMOTEAECUATIKOTNTAG TNG EMElYyOVTGOG avVTICOAANYNG e ulipristal acetate Evovtt
NG avtioToyNg Le AEPoVopYECTPEAT GE YOVOIKEC TOV KATEPLYOV GE ENEIYOVGH OVTIGVAANYT LETA OO
dwwomue 0 éog 72 opodv amd ™ ceovolk emapn Y®PIC TPOPLAGEEIC N TNV amotvyio, NG
AVTIGVAANTTTIKN G 1EBOOO0V. Otav Ta dedopéva and Tig 600 SoKIHEG LTOPANONKAY GUVOVACTIKA GE ETO-
avéivon, o kivduvog eykvpochvig pe tnv ulipristal acetate fjtav onuovTIKa PHEIWUEVOC GE GOYKPIOT| UE
1 Aefovopyeotpédn (p=0,046).

IMocoot6 (%) Kuncemv Aodyoc mBavottav [95% CI]
Toyoomompévn evtog 72 opav and 11 6eE0VAMKT ETUPT YOPIG KvdvVov gykvpocvvng, ulipristal
gleyyouevn TPOPLAGEELG 1 TNV AOTUY I TNG AVTIGVAANTTIKNG acetate £vavti Aefovopyecstpéing’
dokin uedo6dov?
Ulipristal acetate AePovopyeoTpéin
HRA2914-507 0,91 1,68 0,50 [0,18-1,24]
(7/773) (13/773)
HRA2914-513 1,78 2,59 0,68 [0,35-1,31]
(15/844) (22/852)
Meto-avaivon 1,36 2,15 0,58 [0,33-0,99]
(22/1617) (35/1625)

2 — Glasier et al, Lancet 2010




Agdopéva oyeTikd e v arotelecuatikotnTa Tov ellaOne ypnoiponotoduevov Emg kot 120 dpeg petd
1 6e£0VOMKT ETAPT YOPIG TPOPLAGEEIS TOPEYOVY dVO SOKIUEC. ZE L0 OVOLKTH KAMVIKT SOKIU oTNV
omoio HETElYAV YOVAIKEG TOV KOTEQLYAV G eMElyovsa ovTIcVAANY Kot Edafav ulipristal acetate petd
omd drdotnua 48 mg 120 wpdv amd ) 6e£ovaiikn emapn XWPIG TPOPLVAGEELS, TO TOGOGTO KVTCEWMV
mov mapatnpnnke Nrav 2,1% (26/1241). EmmAéov, n 6£0tepn GUYKPITIKY SOKIUY OV TEPLYPAPETAL
avatépo Tapéyel emiong dedopéva yia 100 yvvaikeg mov éhafav ulipristal acetate petd amd didotnuo
72 éo¢ 120 opdv amd T 6eEOVAAKT EMUPN XWOPIS TPOPVAALELS, GTIG omoieg dev mapatnpnonkay
KUNCELC.

[Tepropiopéva kat acapr d0edopéva omd KAVIKEG SOKLUEG VTOOEIKVOOUV [iol TV TACT HELWUEVNG
AVTICVAANTTIKN G amotedecpatikdtnTag TG ulipristal acetate o€ yuvaikeg pe VYNAO COUATIKO BAPOC T
AME (BA. mapdypogo 4.4). Ao T LETO-OVIAVOT] TOV TEGGAPOV KAMVIKGOV LeAETOV Ue To ulipristral
acetate mov TopovclaleTol KatoTépm Exovy e&aipebel o1 yuvaikeg mov giyav mepoitépm ceE0VOAIKEG
EMOQEC YOPIG TPOPLAGEELG.

2 Elamoapeig (D,D o10h0y10 Ynéppapeg MHoydocapkeg

AME (kg/m?) 0-18,5 Bapoc 25-30 30-
’ 18,5-25

N 60voho 128 1866 699 467
N gykvpooiveg 0 23 9 12
Mocooté 0,00% 1.23% 1,29% 2,57%
£YKVIOGUVIIG
Adotnpo 0,00 — 2,84 0,78 — 1,84 0,59 — 2,43 1,34 - 4,45
EUMGTOGUVIG

X€ Lo LEAET TOPOTHPNONG HETA TV KUKAOPOPIo TOL PUPUAKOD LE GKOTO TNV ASI0A0YNoN TG
OUTOTEAECUATIKOTNTOG Kol TNG ac@dAsiag tov ellaOne o épnPeg nAkiog Eoc 17 etdv KotadsiyOnke
OTL OV VTLAPYEL KOpio S10popd 6TO TPOPIA AGPAAELNG KOl OTOTEAEGUATIKOTNTAG G CUYKPIOT WE
eviiAkeg yovaikeg nAkiog 18 eTdv Kot Gvo.

52 ®@appoxoxivTikEG 1016TNTES

Amoppdonon

Metd amod ) Mym gpdma 66ong 30 mg and To otopa, 1 ulipristal acetate amoppo@dtol TaXEMS, LUE
LEYIOTN GLYKEVTP®OT 6T0 TAGGHo 176 £ 89 ng/ml 1 omoia mapatnpeiton mepimov 1 mpa (0,5-2,0
®pPEG) HETA TN AW Tov Papudiov, pe AUCoo 556 £ 260 ng.h/ml.

H yopriynon ulipristal acetate 6e cGuVIVAGHO LLE TPOIVO LYNANG TEPLEKTIKOTNTAG O ATAPA ElYE ®G
amotéAeopa T peiowon g péons Tung g Cmax kKaTd mepimov 45%, kabvotépnon 611 Tmax (0o

0,75 mpeg, katd péco 0po, o€ 3 dpeg) Ko peyorvtepn péon T AUC o« katd 25% og cOykpion pe
TN A YN TOL QOPUAKOV o€ KaTdoTtaon vroteioc. [lapopola anotedéopato TapatnpidnKay Kot yio tov
gvepyo povo-amopeduimpévo petafoiim.

Koatavoun

H ulipristal acetate cuvdoéeton oe peydio Pabud (>98%) e Tic Tpwteiveg ToLV TAGGLOTOC,
GUUTEPTAAUPOVOUEVIC TNG AEVK®UATIVIG, TNG GAPA-1-0E1vNG YAVKOTPMTEIVG KOl TG AMTOTP®TEIVIG
VYNANG TUKVOTNTOG,

H ulipristal acetate elval MTmo@IAKT €veoT Kol KOTAVELETOL GTO LUNTPIKO YAAW, [LE LEGT] UEPN O

amékkpion 13,35 pg [0-24 dpeg], 2,16 pg [24-48 opeg], 1,06 png [48-72 wpec], 0,58 ug [72-96 mpec],
ro 0,31 pg [96-120 opeg].
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To dedopéva in vitro VLOSEIKVOOVV OTL 1) 0EIKT OVAMTPIGTAAN EVOEXETOL VAL ATOTEAEL AVAGTOAEN TN
mpoTeivns-petapopéa BCRP (mpwteivn avtoyng 6tov Kapkivo Tov HooeTo) og eviepikd eninedo. Ot
emdpaoelg g 0&kng ovAmpiotdAng otnv BCRP dev eivar mibBavd va £yovv kKMvikég GUVETELES.

H o&wn ovAmpiotddn dev amoterel vdootpopa ovte g OATP1BI1 ovte g OATP1B3.

Buouetooymuoticpuds/arofoin

H ulipristal acetate petafoAiletar ektevdg o€ LoVo-amopefLAMOUEVOVE, d1-0mOUEBVAMUEVOVS Kot
vdpoéuiwpévoug petaforitec. O povo-amopebviimpévog petafoAitng ivor PopUoKoAOYIKE EVEPYOC.
Ta dedopéva in vitro vodekviovy 6Tt avTd oPeiretal kuping 6to CYP3A4 kat og pikpo Paduod ota
CYP1A2 ka1 CYP2A6. H tehkn dudpreia nulmng tng ulipristal acetate oto mAdco LeT@ 0o T
yopnynon epdnas 06ong 30 mg vroroyiletan o 32,4 + 6,3 dpeg, pe péon Kabapor amd Tov GTOUATOG
(CL/F) 76,8 £ 64,0 L/®po.

Ewdwoi tAnbuouotl

Agv &yovv dievepynei poppokokivntikéc peréteg yio tnv ulipristal acetate oe yovaikeg pe veppikn 1
NTATIKT OLGAELTOLPYIOL.

5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

Ta pun KAvikd dedopéva dgv amokaAVTTOVY 1010iTEPO Kivouvo yio Tov dvBpwmo pe Baon Tig
SUUPBUTIKEG LEAETEC POPUOKOAOYIKNG OGPAAELOC, TOEIKOTNTOC ETOVULOUPAVOUEVOV OOCEMV KoL
yovoto&ikotrag. Ta meplocoTeEpa EVPNUATO TOV YEVIKOV HEAETOV TOEIKOTNTOG GYeTilovTon e Tov
pnyoviopd dpdiong g ¢ puBGTH TPOYEGTEPOVIG KOl DTOOOYEMY YAVKOKOPTIKOELODV, EVAD 1) OVTL-
TPOYEGTEPOYOVIKT dpacTnpldtnTa mapatnprinke Katd tnv £ékbeon oe enimeda TapOUOLN LUE TO
OepamenTikd emimeda.

Ot TAnpogopieg and PeAETEG OYETIKG e TNV TOEIKOTNTA TNV AVOTOPAY®YIKH 1KAvOTNTA EIval
TEPLOPIOUEVES MOY® EALEIYNG peTpnoemV EkBeong oTig cuykekpluéves peaétes. H ulipristal acetate
npokaiel epPpuikd Bavarto ce apovpaiovg, Kovvélia (o€ eravarapPavopeves d0celg mve amd 1
mg/kg) Ko og mhnKove. Xe avtég Tig emavarapPavopeveg dGELS, N aoPAAEL Yo TO avOpdTLIVOL
EuPpoa dev gival yvootr. Aev mapoatnpinkay Tepatoyoveg EMOPACELS 0 HOGELS APKETA YAUNAES TOV
VoL EMLTPETOVV TN dloTPNoTN TG KOMoTg o€ €101 {Dwv.

O peréteg kapkivoyéveong (oe emipeg kan poeg) éoet&av ot ) ulipristal acetate dev giva
KOpKIVOyOvoC.

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Kardroyog ekdoymv

Movoddpikn Aaktoln

IToPdovn

Natprotyog kpookapueAdln

XTEATIKO LOyVIOl0

6.2 Aovppoarétnreg

Agv gpapudletan

6.3 Awpkera Long

3 xpovia
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6.4 Iowitepeg mpourdcers katd T @OLAEN TOV TPOIOVTOG

Ddvrdocete og Beppokpacio pikpoTepT TV 25°C. DVAACCETE GTNV 0PYLIKT) CLGKELAGIN Y10l VO,
TPOCTOTEVETOL OO TNV VYpacio. DVAACCETE TNV KVWEAT 6TO eEMTEPIKO KOVTI Y10l VOl TPOGTOTEVETOL
ond 10 POC.

6.5 @von Kol GLETATIKA TOV TEPLEKTT

Koyéln ané PVC/PE/PVDC/aiovpivio pe 1 diokio.
Koyén andé PVC/PVDC/alovpivio pe 1 diokio.

Kdé0e cvokevacio mepiéyet pia Koyén.
Mmropei va, unv KuKAOQOpPOUV OAEG 0L GLOKEVAGIES.

6.6 Iowitepeg mpo@uAGEEIS amoppLYNG

Kopio g1d1kn vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
LABORATOIRE HRA PHARMA

200 avenue de Paris

92320 CHATILLON

ToAAia

8. APIOMOZ(OI) AAEIAX KYKAO®OPIAX
EU/1/09/522/001

EU/1/09/522/002

9. HMEPOMHNIA IMNPQTHXE ET'KPIZHY/ANANEQYXHY. THX AAEIAX
Huepopnvia tpomc £ykprong: 15 Maiov 2009

Hpepounvia terevtaiog avavémong: 21 Moaptiov 2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

<HH/MM/EEEE>

Agntopepeic TAnpoopieg yio T0 Tapdv POPUAKEVTIKO TPoidV givor d1aBécies oTov dSKTLAKO TOTO
tov Evponaikod Opyoviopod Gapudkwv: http://www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ellaOne 30 mg emikoAvppévo pe Aemtd vpévio diokio

2. TOIOTIKH KAI IIOXOTIKH XYNGEXH
KdaBe diokio mepréyer 30 mg ulipristal acetate.

"'Exdoya pe yvootéc dpaoeig
KdaBe diokio mepiéyet 237 mg Aaktolng (wg Lovoidpikmg).

I"a tov TAnpn katdroyo TV ekddy®V, PA. mapdypaeo 6.1.

3.  ®APMAKOTEXNIKH MOP®H

Emwaioppévo pe Aemtod vpévio diokio

Xpuco emikoAvppEVO e AemTO VUEVIO dtokio og oynua aontidag (Stapétpov mepinov 10,8 mm), pe
yopaypévn v évoelln “ella” kot otig 0vo mAgLPES.

4. KAINIKEX IAHPO®OPIEX

4.1 OgpamevTiKEG EVOEiLELg

Eneiyovoa avticodinym eviog 120 opov (5 nuépeg) petd amd ceE0VaAIKT Emapn YOPIC TPOPLAGEELS
N amotuyia TNG OVTIGLAANTTIKNG HEBOSOV.

4.2 Aocoioyio Kol TPOTOG YOPINYNONS

Aocoloyia

H Bgpancia cuviotator otn Aqyn evog 610Kiov amd To 6TOWA, OGO TO SVVATOV GLVTOUOTEPO, YL OUMOG
apydtepa amd 120 dpeg (5 nuépeg) amod T 6e£0VAAIKT| ETAPT YOPIG TPOPVAAEEIC 1} TNV OTOTLYIN TG
OVTICVAAMNTTTIKNG peBOSOV.

To dwokio umopei va Anedel 6€ 0mo10dNTOTE PACT] TOL KATAUVIOL KOKAOV.
Edv mpoxAnbei éuetog eviog 3 opav amod tn Afyn Tov diokiov, Tpénel va Aapete dALo diokio.

Edv &yel kabBvoteproet 1 epunvoppota 1 1 yovaiko Topovclalel GUUTTMOUATE EYKVUOGVVNG, Ba Tpémet
VO OTOKAELGTEL TO EVOEYOUEVO EYKVLLOGVUVNG PV OO T XOPNYNOT| TOL S1oKiov.

Eidixoi wlnBoouol

Negppixn dvoieitovpyio
Agv amonteiton TPocapoyn e d0oNC.

Hrozikn dvolerrovpyio
Adyo EAAEYNG EOIKAOV PHEAETMOV, OEV UTOPOLV VO, S10TLTTOO0HY EVOAAAKTIKEG DOGOLOYIKEG GUGTACELS
ywo v ulipristal acetate.

2ofopn nratikn ovalertovpyio.
AOY® EMAeLYNC EOIKMOV HEAETMV, dEV GLVIGTATOL 1) YopTiynon ulipristal acetate.

Taudrazpiros ninBoouog

13



Agv vrapyet oyetikn ypnon tng ulipristal acetate oe maidid TpoePnPrkng niwkiag yio v Evoeién g
EMEIYOVGOG AVTIGOAANYTC.

"Epnpeg: n ulipristal acetate yia engiyovoa avticOAANyn ivol KOTAAANAN Yo KAOE yovaiko
AVATOPUY®YIKNG NAKiog, coumeptiAapfovopévav Tov epnpov. Agv éxovv Kataderydel dapopég doov
0QOpPE TNV ACPAAELD KOL THV OTOTEAECUOTIKOTNTA GE GUYKPLOT HE Yuvaikes nMkiog 18 etdv Kot avm
(PA. mapdypogo 5.1).

Tpomoc yopnynong

Amo tov 6TOHATOG.
To diokio umopel va Aapfdaveton pe 1 ympig Tpoon.

4.3 Avtevosielg

YrepevoioOnoio 6t dpacTikn ovcia 1} 6 KAmolo amd To £KO0Y TOV AVUPEPOVTAL GTNV TOPAYPAPO
6.1.

4.4 E10kég TPOELOOTOMGELS KO TPOPVAAEELS KATE TN Y(p1ioN

To ellaOne wpoopileTor LOVO Yo TEPIGTAGLOKT YPNOT. € Koo TEPITTMOT] OEV TPEMEL VO
avikadiotd Tic cuviBelg peBodovg avticOAANYNG. Xe Kabe mepintmon, Tpémet va divetol oTig
YOVaikeg 1 GLUPBOVAN Vo aKoAoVBOVV ol TaKTIKY HEBOSO AVTICOAANYNC.

H ulipristal acetate dgv mpoopiletar yio xpnomn Katd tn S1dpKEL TNG EYKVUOGVVNG Kol 0V Oa Tpémetl va
AapPavetor amd kopio yovaika wov vroydletar 1 yvopiletl 6Tt givor £ykvog. 261000, dev SLOKOTTEL

TUYOV VOIGTAUEVT] EYKVUOGLVN (BA. Tapdypapo 4.6).

To ellaOne dgv omoTPEMEL TNV EYKLUOGUVT G€ KGOE mEPiTTOO.

Edv 1 emopevn epunvoppota kabootepnoel Tavm omd 7 UEPES, €AV 1 ALLOpPOYie KATH TV
gUUNVOppoLa dev Elval GLGIOAOYIKT, EAV ELPOVIGTOVV GUUTTMLATO TOV VITOOEIKVOOVY EYKVIOGVUVI 1|
o€ mepintwon oUEPoAM®Y, Ba TPEMEL Vo TPAYILATOTOEITOL TEGT gyKLOSVVTG. OTtmg o€ KGO
TEPIMTOON EYKLVHOGUVG, Oa Tpémet va e&eTdleTan To gvdeXOUEVO EKTOTTG KuNone. Eivat onpoavtiko va
yvopilete OTL 1| ELEAVIONG QHOPPAYIOG OO T UNTPO. OEV OTOKAEIEL TO EVOEYXOUEVO EKTOTNG KON GG,
Ot yovaikeg mov pévovv €ykveg petd tn My ulipristal acetate 0o Tpémet vo extkotvovovv e Tov
ywtpo6 toug (BA. Tapdypago 4.6).

H ulipristal acetate mapeumodilel 1 avafdrier v woppnéia (BA. Tapdypapo 5.1). Edv £xe1 non
ovpPel moppnéia, dev givor mAéov anotedecpatikr]. Kabog o ypodvog e moppnéiog dev umopei va
npoPArebel, To diokio Ba mpémet va Aappdvetal To cuvtopdTEPO duVaTOHV ENELT OO T GEEOVOALKT

EMOLON YOPIG TPOPLAGEELC.

Agv vdpyovv dabéciuo dedopéva yia Ty omoteleouatikotta g ulipristal acetate dtav Aoupdavetot
aov &yovv mapéAbel 120 dpeg (5 nuépeg) amd T 6e&ovoAKT| ETOPN YOPIG TPOPLAGEELS.

[Tepropiopéva kat acapn dedouéva deiyvouy 0TL 1| amoteAecpotikdtnTo Tov ellaOne evdéyetal va
pelmBel pe v avénon tov copatikov Bdpovg 1 Tov deiktn pdlog cdpotog (AME) (PA. mapdypopo
5.1). Ze OAeg T1G YOVOIKEG, 1 ENEIYOVGO OVTIGUAANYT TPETEL VAL AAUPBAVETAL OGO TO SLVOTOV
GUVTOUOTEPN UETE TN GEEOVUALKT EMOPT XWPIg TPOPVAGEELS, oveEapTNTMS TOV COUATIKOD Pdpove 7
Tov AMX ¢ €KAGTOTE YLVOAiKOG.

Metd amd ) Mjyn Tov dokiov, 1 Evapén TG ELUNVOPPOLNG OPIGUEVEG POPES TPAYLLOTOTTOLEITOL Alyeg
HUépec vopitepa 1 apyodTEPU ATO TNV OVOUEVOUEVT. X TTEPITOV 7% TOV YUVAIK®V, 1| ELUNVOPPOLY

Eextvnoe mhvo and 7 nuépeg vopitepa and 1o avapevopevo. Xe 18,5% tov yovoukadv, mopatnpndnke
KaBvoTtépnon peyorlvtepn Tov 7 nuepodv kot o€ 4% 1 kabvotépnon NTav peyorvtepn tov 20 nuepov.
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Agv cuviotdton 1) TawTdyYpovn ypnon ulipristal acetate Kot GKEVAGUOTOC EMEIYOVGAG OVTIGOAAYNC TTOV
nepi€yel AePovopyeoatpédn (BA. Tapdypago 4.5).

Avticodnyn £nerta amd T Ay tov ellaOne

H ulipristal acetate givat éva péco enelyovcag avTicOAANYNG TOL HEIDVEL TOV KIVOUVO EYKVUOGUVNG
éneta, amd 6e£OVOAIKN ETOPT] YOPIS TPOPUVAAEELS, XOPIG OULMOC VO TAPEYEL AVTICVAANTITIKY TPOGTOGIO
yia TI¢ endpeveg oeEovalkég emapés. Katd cvvémeta, petd ™ ypfon enciyovsag avTicOAANYMG, 0o
TPEMEL VO GUVIGTATOL OTLS YOVOIKEG VO, XPNCIHLOTOL00V 0EIOTLOTI UNYavIK) HEB0O0 avTICOAANYNC

HEXPL TNV EXOUEVT] EUUNVOPPOLOL.

[Mapd to yeyovog ot pe t ypnon ulipristal acetate yia engiyovca aviicuAANy” dev avievdeikvotal n
GULVEYLOT TNG XPNOTS THG SLVIBOLE OPLOVIKNG AVTIGLAANYTS, TO ellaOne evoéyeTarl va PEIDCEL TNV
avTIGVAANTTTIKY dpdion NG v Ady® peBodov (BA. mapdypapo 4.5). Zuvendc, edv 1 yvvaika embopel
va EEKIVIOEL 1] VO GuveYIGEL TN (PNOT OPLOVIKNG OVTIGUAANYN G, Utopel va To Tpdéet petd ) ypnon
tov ellaOne. Qotdc0, Bo TPEmel va TG diveTar 1] GUUPOLAN VA, XPTGILOTOLEL OEIOTIOT UNYOVIKNY
UEBOSO aVTIGOAANIYNG HEXPL TNV EMOUEVT] EUUNVOPPOLAL.

Ewdwoi tAnbvouotl

H ovvtpéyovoa xprion tov ellaOne pe enaywyeig tov CYP3A4 dev ouvictdtol Adym
oAnAemidpdoemv (m.y. PapPrrovpid (cvpmeptAapfoavouévng g TPLUOOVNG Kot TNG
oawvofopPrrding) eawvutoivn, poceatvotoivr, kapBoapalenivn, okappalenivn, uTIKNAG TPpoéhevong
QOPUOKEVTIKA TTPOTOVTa TTOL TEPLEYOLY Hypericum perforatum (St. John's

Wort/Y tepucd/Baioapdyopto), proaumikivn, proapmovtivn, ykpileo@ovAfivn, epafipévin,
vefipoamivn Ko prrovaPipn oe paxpoypovia xpnon).

Agv cuviotdTon 1 xpnon amod yvvaikeg pe copfapd dobua mov Aappdvovv Bepaneia pe
YAVKOKOPTIKOEEG Amd TOV GTOUOTOC.

To mapov eapuakeLTIKd TPOidV TEPLEYEL AakTOLN. AcBeveic e omdvia KANPovoUKa TpofAnota
dvoave&iog ot yohaktoln, avendpkea g Lapp Aaktdong 1 kakng aroppdenons yAvkolng-
yohaktolng dev mpémet vo AapBavouy To @ApUAKo oTo.

4.5 Almiemopdosic pe GAlo QUPPUKEVTIKA TPOIOVTA Kot GAheg pop@Eéc aiiniemiopacng

Evdegyouevo enidpoonc GAA®V QapUOKELTIKAOV TpoidvTtev otnV ulipristal acetate

H ulipristal acetate petafoAiletan in vitro amd 1o CYP3A4.

- Emaywyeic too CYP3A4

Ta arotedécpata in vivo delyvouv OtL 1 yoprynon ulipristal acetate pe 1oyvpd enoymyéa ToL
CYP3A4 6mwg 1 propapmikivny petdvel onuovtikd ™ Cmax kKo v AUC ¢ ulipristal acetate
katd 90% N meplocdTEPO KO peudvel T ddpketa nulong g ulipristal acetate katd 2,2
(QOPEC e amoTEAEG O LKpOTEPN EkBeom oty ulipristal acetate katd 10 popég mepinov. H
ouvvtpéyovoa yopnynon ellaOne pe enoywyeig tov CYP3A4 (m.y. PapPirovpikd
(ovumepriapfovopévng e TPYdOVING Kot Tng eovoPapPitding) eowvutoivn,
poceavutoivn, kapPapalenivn, ofkapPalemnivn, PLTIKNG TPOELELONC PAPLLAKA TTOV
nepéyovv Hypericum perforatum (St. John's Wort/Ynepucd/Baioapdyopto), prpopmikivn,
PLPAUTOVTIVY, YKPLLEOPOVAPIVN, epafipévin kot vefipamivn) LElDVEL O €K TOVTOVL TIG
ovykevtpmaoelg g ulipristal acetate 6to TAUCUO Kot EVOEXETOL VO, LEIDGEL TNV
amotereopatikotnTa ToL ellaOne. o yovaikeg o1 0oieg £x0VV YPTCILOTOGEL PAPLOKO TOV
EMAyoLV To NIATIKA EVEDpa Kot T dudpkela Tov terevtainy 4 efdopddwv To ellaOne dev
ocuviotdral (BA. mapdypaeo 4.4) Kot GUVIGTATAL VO XPTGLULOTO|GOVY [UT] OPLLOVIKY| ENEIYOVGA
avTIGVAAN YT (dNAadn evoountpio oneipapa pe xoAko (Cu-IUD)).
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- Avaoroieic tov CYP3A4

Ta aroteAécpara in vivo delyvouv O6TL 1 yoprynon ulipristal acetate L 1oyvpd Kot pétplo
avaotoréa Tov CYP3A4 abénoe 11 Crax kot v AUC g ulipristal acetate xotd 2 kot 5,9
(QOpEC, AVTIOTOTYMC, Kot HEYloTto. Ot emdpdoelg Towv avactorémv tov CYP3A4 dev
OVOUEVETOL VO £XOVV KAIVIKEC EMITTMOELC.

H pirovoPipn, mov givan avactoréoc tov CYP3A4, pmopet eniong va £xel emaywyikn enidpaon
ot1o CYP3A4 6tav ypnoyomoteital 1o mopateTapévo ¥poviko ddotnpa. X avTég Tig
MEPWMTMOGELG, 1 prrovafipn uropel va PEIDOEL TIG GLYKEVTPOGELG TNG ulipristal acetate oto
TAAG 0. ZVVETMG, OV GLUVIGTATAL 1] TALTOYPOVT XopNynor tovg (BA. Tapdypapo 4.4). H
emayoyn eviopwv eEacbevel apyd Kot ol ETOPACELS OTIG GLYKEVTPMOGELG TNG ulipristal acetate
GTO TAGGLO UTOPEL VO ELPAVIGTOVV OKOUN KOL EAV 1] YOVOIKO £YEL OTAUNTIOEL Vo AapPavet
emoywyelg evibpmv katd ) didpkela Tov terevtainv 4 Boopnddmv.

Dapuarevtind Tpoiovra wov exnpealovy 1o yaotpiko pH

H yopnynon ulipristal acetate (dioxio 10 mg) 6 cUVOVAGLO LE TOV AVOGTOAEN OVTAING TPOTOVIV
goopenpaloin (20 mg nuepnoing ent 6 NUEPEC) eiyxe mG amoTéAeca TN LelmON TNG HEOT|G TIUAG TNG
Chnax Kot mepinov 65%, kabvotépnon otV Tmax (amd 0,75 dpa, og dibpeon T, o 1,0 dpa) Ko
13% peyardtepn péon tiunq AUC. H khvik|] cuvageto autig g aAAnAemidpaong yuo T xopniynon
epanag 06omg ulipristal acetate mg engiyovso avTicGOAANYT Oev gival YVoOTH.

Evdeyduevo emidpoong tnc ulipristal acetate o€ GAAQ QOPULOKEVTIKA TPOTOVTQ,

Opuovikd, avtiooAAnmrixa
Kabmg 1 ulipristal acetate cuvdéetan e TOV LITOS0YEN TPOYEGTEPOVIC AOY® DYNANG CLYYEVELOGS, MG EK
TOVTOV, EVOEYETOL VOl EMNPEACEL TN OPAOT T®V PAPUAKEVTIKOV TPOIOVIMV OV TEPLEYOVY
TPOYESTAYOVOL:
- 1M OVTICVAANTITIKY 0pAcT GUVIVAGUEVMY OPUOVIKMY OVTIGCUAATITIK®VY KOl OVTIGUAANTTIKOV
IOV TIEPLEYOVV LLOVO TTPOYECTUYOVO EVOEXETUL VAL LEIWOET
- dgv ovviotdton ) TawTdYpovn ypnon ulipristal acetate Ko englyovcog avTicOAANYNG TOL
nepiéyel AePovopyeotpéin (PA. mapdypopo 4.4).

Agdopéva in vitro vodeikvoouy 0Tt 1 ulipristal acetate kot 0 evepyog petaforitng g dev
avootéAlovv onuovtikd o CYP1A2, 2A6, 2C9, 2C19, 2D6, 2E1 kot 3A4 6e KAVIKE GYETIKEG
oLYKEVTPMGELS. MeTd Tn yopnynon epamnas 06ong, n enaymyn t@v CYP1A2 ka1 CYP3A4 and v
ulipristal acetate 1 Tov evepyo petafoiitn g dev givor mbavn. Katd cuvéneia,  xoprynon g
ulipristal acetate dev eivar mBavo va petaPdirel Tnv k4OaPCT POPUOKELTIKMOY TPOTOVTWOV TOL
petoaporilovtat amd avtd ta EvOupa.

Yroompwuazo e P-ylvkompwreivis (P-gp)

Agdopéva, in vitro vrodetkvoouvv 0Tt 1| ulipristal acetate evoéyetor va amoteAel avactoAréa g P-gp oe
KMVIKA ONUOVTIKEG CUYKEVIPOGELS. Ta in vivo dedopéva e To vmosTpopo TG P-gp eefopevadivn
Ntav acaer. Ot emdpdoelc Tmv vrooTpopdtev g P-gp dev avapévetor va £xovv KAMVIKEG
EMNTAOGELC.

4.6 Tovipotra, kONoN KM yorovyio

Eyxvpooivn

To ellaOne dev mpoopiletar yio xpnom Katd Ty £yKupocvvn Kot dev Oa mpénet va Aappdveton omd
Kapio yovaika Tov vroyidletot 1 yvopilet 0t elvan £ykvog (PA. mapdypoeo 4.2).

H ulipristal acetate dev dlokOTTEL LPIGTALEVT EYKVUOGOVY.
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Eyxvuocvvn pnopet va ovufei oe opiouévec meputtooelg uetd ™ Anyn ulipristal acetate. [Topolo mov
dev &yel mapotnpn el EVOEXOUEVO TEPATOYEVEDTG, T OEdOUEVE A0 (DO Elval aveTapKN GE 0,TL APOopd
TNV To&IKOTNTO TNV OVAmOpoy®YIK| tkavotnta (BA. Tapdypago 5.3). And teplopiopuéva dedopéva
avOpOTOV oYeTIKA pE TNV €kBeon oto ellaOne kotd v eykvpocvn dev eygipoviol TpofAnpoTicpol
ao@dAelag. Qo1d60, sivor onuavTikd kdbe eykvpocivn yovaikag mov £xel AMapet to ellaOne va
OVOQEPETOL 0TO UNTPDOO Www.hra-pregnancy-registry.com. O 6komdg Tov gV AdY® OASIKTVAKOV
UNTPDOL £IVOL 1) GLYKEVTIPWOGCT TANPOPOPLDOV ACPAAELNG amd Yuvaikeg Tov Ehafav To ellaOne evd
NTav £YKveg 1| Tov Euevay £ykueg petd tn Ay tov ellaOne. OAa ta dedopéva acbevav mov
cuAAEyovTal Bo Topapeivovy avmvoua.

OnAacpog

H ulipristal acetate amekikpivetar 6t0 unTpikd yéiao (BA. mopdypagpo 5.2). H enidpaocm tng ot
veoyévvnto/Ppéen dev €xet peretnBel. Agv pumopel va amorkhelotel o kivouvog yia o modi Tov Onialet.
Metd am6 ) My ulipristal acetate yio engiyovoa avTicOAANyM dev cuviotdtal o Oniacuds yio
ypovikd ddotnpa piog efdopddas. Katd to didotnua avtd cuvictdror 1 EKOAYT Kot amdppuyr| Tov
UNTPLIKOV YAANKTOG TPOKEUEVOL v, dlatnpnOel n yokovyia.

Tovwotnta

Eivon mBovi 1 tayeia emdvodog tng yoviuotntag petd tn Ayn ulipristal acetate yio engiyovoa
avVTICOAN Y. Oa TPETEL VO GUVICTATOL GTIS YOVOTKES VO YPTNOLUOTOI00V aEIOMIOTN UNYOVIKY LEBodo
OVTICOAN YN G 68 OAEG TIG EMOLEVEC GEEOVOMKEC ETAPES TOVG UEXPL TNV EXOUEVT] ELUNVOPPOLOL.

4.7 Emopaceig 6Ty IKevVOTNTA 001]Y1|61G KL YEIPIGHOD U OVAY

H ulipristal acetate £yet pkpn 1 H€Tpiol ETIOPAOT GTNV IKOVOTNTO 0ONYNONG N XEPICUOD UNYAVOV:
nma éoc pérpla {aAn elvar cuyxvn petd ) Aym tov ellaOne, 1 vrvniio kot 1 Bapn 6paon dev etvan
GLYVEC, EVO M dloTopayn TG TPocoyng avapépetat omdvia. O/m achevig Tpémet vo, eVIUEPDOVETAL VO
unv odnyet ovte va yepileton pnyavéc edv mapatnpel térola copmtdpata (BA. moapdypoaeo 4.8).

4.8 AvemOopnteg evépyereg

TIepiAnyn tov TPoil oc@aAEiog

O 10 oVYVEG avemBOUNTEG EVEPYELEC TTOL OVOPEPBN KOV NTAY KEQPAAUAYIN, VOVTIO, KOIALOKS GAYOG Kot
dvounvoppota.

H aoopddewa g ulipristal acetate éxet aloloynOei og 4.718 yvvaikeg Katd T SLGPKELD TPOYPAUUATOS
KMVIKNG ovATTUENG.

Kotdhloyoc ovemQountmv EVEPYELDY GE LOPOT TIVOKO

Ot avemBdunteg evépyeleg mov avoeépdnkav oto mpodypaupe edong I, oto omoio peteiyov 2.637
YOVaIKEG, TEPIAAUPAVOVTOL GTOV TIVOKO TOL 0KOAOLOEL.

Ot avemBOUNTEC EVEPYELEC TTOV AVOPEPOVTOL GTT GLVEXELD TOELVOUODVTOL KOTE GLUYVOTNTO ELPAVIONG
KoL KA T yopio 0pydvovu GUOTHUATOG XPNOLLOTOIMVTAG TNV akOA0VON cuvOnKn: ToAv cuyvég (>1/10),
ovyvég (> 1/100 émg <1/10), oy ouyvég (= 1/1.000 éwc <1/100), omdvieg (>1/10.000 £mg <1/1.000),
oAV omdviec (<1/10.000) kot pun yvootég (dev umopotv va extiunfovv pe faon ta dtnbéoipa
dedopévar).
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MedDRA

AvemOOunreg evépysieg (cuyvotnTa)

Katmyopia/opyoviké | Zvyvég Oy ovyvég Yrdvieg
cVoTNIO
Aodéelg kot I'putncdomg cvvdpoun
TOPAGITAOGELS
Awotapayéc Tov AwTopayég g 0peéng
UETAPOAIGLOD KOl TNG
Bpéymg
Yoyrorpikég Awotapoyéc g KoatabMmrikég ATOTPOGAVATOMGLOG
SlTapoyéC d1aBeomg dratapoyéc
Avnovyia
Abnvia
Yreprvnuikotnro
Metaforéc g
YEVETNO0 Opuifig
Awotapoyég Tov Kepaiaryio Yrvniia Tpdpog
VEVPIKOV GUOTAUATOG | ZAAN Huwepavia Awtapoyn otV Tpocoyn
Avcyevoia
Xvuykomn
OpBolpuég Ontikn droTapoyn Mn @vcloroyikd aicOnuo
SloTapoyéC oToV 0QOAALO
Yrepaipio Tov opOoipond
Ddotopofia
Awotapoayéc tov mtdg TAvyyog
Kol Tov AafupivBov
Awotapoyég Tov Enpotnta tov eapuyyo
OVOTTVEVLGTLKOV
GUGTNLOTOG, TOV
Ompako Kot Tov
necobwpdxiov
Awotapoyég Tov Navtio* Aldppota
YOGTPEVTEPIKOD Kowaxo dAyog* Enpoctopio
Avceopia otnv Avoneyia
KOIALOKT] Y®DPOL Metempiopdc
'Epetog*
Awotapoyég Tov Axun Kvidwon
OEPILOTOG KOl TOV Agppatikn BAELnN
VTOAOPIOV 1GTOV Kvnoudg
Awotapoyég Tov Mvaodyia
HVOCKEAETIKOD Ocpuadryia
GUGTNOTOG KOl TOV
OULVOETIKOV 16TOV
Awotapayéc Tov Avounvoppola Mnvoppayio Kvnopdg yevvnrikov
OVOTTOP LY WY TKOD Moo diyoc KoAmuo ékipipa opydvav
ovotnuotog kot tov | EvaioOnoia pactod | Aatapoyés Tov Avornapegvvia

LOOTOV

KOTOUNVIOU KOKAOV

Prén kdotenv wobnkdv

Mnrtpoppayio A10010KOATIKO GAYOG
KoAritida Yrounvoppora*
E&ayerc
IIpogppunvoppuciokd
GOVOPOLLO

Ievikéc dratapayéc Koénwon Piyn Aty

KOl KOTAGTAGELS TG
000V yopfiynong

AloOnpo xokovyiog
TMope&ia
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*Toumtopa Tov propel emiong va oxetileTon pe eyKLLOGVVN TToL dev £xet Yivel avtiAnmm (1 oxetildpeveg
EMTAOKEG).

"EpnPeg: to mpogid acpdrelag mov TapatnpnOnke og yovaikeg nhikiog Kato tov 18 etV og peréteg
KOOMG Kot LETE TNV KUKAOPOPIO TOL PAPLAKOV £1val TAPOUOL0 LE TO TPOPIA ACPAAEING OE EVIIAKEG
yovaikeg Kotd T dtdpkela Tov Tpoypappatog aong I (PA. mapdypago 4.2).

Agdopéva PHeTd TNV KUKAOPOPIa: 01 OVETIOOUNTEG EVEPYELEG TTOV avapEPON KOV avBopuUNTa LETE TNV
KLUKAOQOPia NTAV TAPOLOIEG MG TPOG TN PVGT] KOl T GLYVOTNTO LE TO TPOPIA acPAUAEiG TOL

TEPLYPAPNKE KOTA TO TPOYpappa eaong III.

TIeprypaon smdeyuévav avemBountwyv EVEPYEIDV

2y mhetoyneia Tov yovaikav (74,6%) mov peteiyov oe peréteg pdong I, n exdpevn epunvoppoia
Eexivnoe Katd TV avopevopevn nuepounvia 1| evtog = 7 nuepdv, eved oto 6,8% 1 epunvoppoia
Eexivnoe mavo and 7 nuépeg vapitepa and To avapevopevo kot 6to 18,5% moapatnpnonie
KaBVOTEPNOT LEYOADTEPT) TV 7 NUEPDOV OTO TNV AVALEVOLEVN UEPOUNVIL EVOPENG TNG
eppnvopporoc. H xabuotépnon nrav mave ond 20 nuépec 610 4% 10V yovak®v.

‘Eva, pikpd 10606710 (8,7%) Yovaik®v avEPepa apLoppayio 6To LEGO TOV KOTAUNVIOD KOKAOL 1) oTtoia
dumpknoe katd pEco 6po 2,4 nuépec. Lty TAsloynoeio Tov tepittocemy (88,2%), 1 apoppayic ooty
avapépnke g «knAideg aipatogy. Amo Tig yuvaikeg mov Edafov ellaOne oe peréteg pdong I, poévo
0,4% avépepav ovénuévn pomn aiplatog 6T LEGT) TOL KOTAUN VIOV KOKAOL.

X1ig peréteg eaong I, 82 yuvaikeg peteiyav o€ pua pedétn meptocdtepeg amd o opEg Ko,
oLVETMG, EAaPav TEpLocOTEPEG amod pia d6o¢€lg Tov ellaOne (73 yuvaikeg peteiyov 600 @opég kot 9
UETEL( OV TPELS POPEG). L€ AVTA TO LITOKEIIEVA Ogv TapatnpnOnKe Kopio S10popd GYETIKA Ue TNV
AOQAAELD DTIO TNV £VVOLN TNG GLYVOTNTOG EUPAVIOTG KOl TS GOBopOTNTIC TOV aveETBOUNT®V
EVEPYELDV, TNG OAAAYNG OTN SIIPKELD 1] GTN POT| TNG ELUNVOPPOLOS | GTH GLYVOTNTO EUPAVIOTG
aLopPOYieG GTO LEGO TOV KOTOUAVIOU KUKAOV.

Avapopd mBavoroyovueveov avemBOUNTOV EVEPYELDY

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTNYNoN GO0 KLKAOPOPToG
TOV PAPUOKELTIKOD TPOIOVTOC elvar onuavtikn. Emtpénet tn cuveyn moapakorovdnon g oyéong
0PEAOVG-KIVOHVOL TOV QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyeAaticg vyeiog vo
AVOPEPOVV OTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GLUGTNLLATOG
avaopdg mov avaypdeetotl oto Hopdptnua V.

4.9 Ymnepdooolroyia

H eumepio oyetikd pe v vrepdocoroyia tng ulipristal acetate sivon mepropiopévn. Eedmraé d6ceig
£€w¢ ko 200 mg yopnynnkav o€ yovaikeg yopic va €yeipovv avinovyieg oyeTika pe v aceaieta. Ot
VYNMAEG aVTEG 00GEIC NTAY KOAG 0VEKTEG. L26TOGO, OTIC YOVOIKES AVTEG TOPATN PN ONKE GUVTOLEVGT] TOV
KATOUVIOL KOKAOL (EUQAVIOT) apoppayiog TS WATPAS 2-3 vopitepa amd TO OVAUEVOLEVO) KOl OE
OPIGUEVES YUVOIKEG 1 SLAPKELD TNG opoppayiog Tapatddnie, yopic Opmg va givarl vtepfoAiikn o
TOGOTNTA (GTAYOVOELONG). AEV LIAPYOLY AVTIOOTH KOL TLYOV TEPUITEPM OYMYN TPEMEL VAL EIvVaL
GUUTTOTIKY.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX
51 ®@oppokodvvoptkés 1010TNTEG

Doppokobepamevtikn katnyopio: ['evvntikég oppoveg kot puBuIcTég ToL YeEVVNTIKOD GLGTHOTOC,
okevdopata eneltyovcag avitoAyns. Kodwkdg ATC: GO3ADO2.
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H ulipristal acetate givar £vag evepyog cuvOeTIKOG EKAEKTIKOG PLOUIGTAC VITOSOYEWMY TPOYESTEPOVG
AopPavopeEVog amd To GTOLA, TTOL GLUVOLETOL LLE VYNAT CLYYEVELD GTOVG AVOPOTIVOLS VTTOJOYEIS
TPoyeaTEPOVNG. OTOV YPNOIUOTOLEITOL Y0 EXEIYOVGA OVTIGUAANYT], O UNYOVIGUOG dpdong gival n
ToPEUTOOIOT N KaBuoTépnomn g woppnélag HEC® KATUGTOANG TG OTOTOUNG avENGNG TNG
oypwotpomov oppovns (LH). @appaxodvvapkd dedopéva katadetkvoovy oti 1 ulipristal acetate,
KON Kot 0TOV AopPAveTol apécms TPV amd TV TPpoypoppatiopuévn wobviaktoppnéio (6tav n LH
éxet apyioel NN va av&averar), pmopet va kabvotepnoet ) prén tov mobvrakiomv Yo TtovAdyiotov 5
nuépeg oto 78,6% twv tepittoocemv (p<0,005 évavtt g AefovopyesTpEANG Kot EVOVTL TOV EIKOVIKOD
Qopuaxov) (PA. tov mivaka).

Tp6inym g woppnéiog®
Ewkoviké AgPovopyeotpéin Ulipristal acetate
Qappaxo n=48 n=34
n=50
Ogpomeio TPV amd TNV n=16 n=12 lr(l)f)g/

- /. 0 0, o
amotopn ovEnon e LH 0,0% 25,0% £<0,005%
Ogpancio peTd TV awdéTOUY n=10 n=14 n=14
avEnon ™g LH, alra wpv 10,0% 14,3% 78,6%
076 TV EKKPLTIKY auypi NSt p<0,005*
g LH
Ocpancio petd v n=24 n=22 n=12
ekkprTiky oy g LH 4,2% 9,1% 8,3%

NS+ NS*

1: Brache et al, Contraception 2013

§: op1lopevn wg mapovaio dppnktov Kupiapyov moBvAakiov Tévte NuéPes petd tn Bepoameia 6To TéAOG TG
®oBvAaKIKNG PaoNG

*: og oVYKPLOT LE TN AePOovopYESTPEAT

NS: un oTaTIoTIKE GNUAVTIKN TN

1: o€ oVyKpLoN UE TO EIKOVIKO QAPLOKO

H ulipristal acetate Tapovcidlel eniong VYNAN GLYYEVELN LE TOV DTTOS0YEN YAVKOKOPTIKOELSDV KOl
&yovv apotnpnOel in vivo avil-yAukokopTtikoeeis emdpdcelg o€ {ma. 261060, 68 avBpOTOVS devV
€yovv apotnpnel T€T01EC EMOPAGELC, OKOUN Kot LT omd EXAVAAOUPAVOLEVT] XOPIYNOT NUEPT|CLOG
doong 10 mg. H ulipristal acetate mapovcialetl pikpn cuyyEVELD e TOVG LTOSOYELG aVOPOYOVEOV Kat
Koo cLYYEVELD LE TOVG VTTOSOYEIS OVOPOTIVOVY 015TPOYOVOVY 1 GANTOKOPTIKOELOMOV.

Ta amoteléopata 600 aveEapTnTOV TLYUOTOMUEVAOVY EAeYXOUEVEVY dokipmv (BA. ITivaka) katédei&av
L1 KOTOTEPOTNTA TNG OMOTEAECUATIKOTNTAG TNG EMElYOLGOG aVTICOAANYNG Ue ulipristal acetate Eévavtt
G avtioToymg 1e AePovopyecTpéAn G€ YOVOIKEC TOV KATEPLYOV GE ENEIYOVGH OVTIGVAANYT LETA OO
dwwommue 0 €éog 72 opodv amd T ceovoAkn emapy Y®PIc TPOPLAGLEIG N TNV amotvyio NG
AVTIGVAANTTTIKNG HEBOOOoV. Otav Ta dedopéva and Tig 600 SoKIHEG LTOPANONKAY GLUVOVACTIKA GE LETO-
avdAvon, o kivouvog eykvpocHvig e tnv ulipristal acetate ftav oNUOVTIKA LEIOUEVOC GE GUYKPLOT| UE
) AePovopyeotpédn (p=0,046).

IMocoot6 (%) Kuncemv Aodyoc mbavottav [95% CI]
Toyotomompévn €VTOG 72 wpdv amd TN 6eEO0VOMKN ETAPT Y0P Kvduvou gykvopooctvng, ulipristal
gleyyouevn TPOPLAGEELS 1) TNV AoTLY it TNG AVTIGVAANTTIKNG acetate £vavti AeBfovopyeostpéing’
dokiun uedo6dov?
Ulipristal acetate AePovopyeoTpéin
HRA2914-507 0,91 1,68 0,50 [0,18-1,24]
(7/773) (13/773)
HRA2914-513 1,78 2,59 0,68 [0,35-1,31]
(15/844) (22/852)
Meto-avaivon 1,36 2,15 0,58 [0,33-0,99]
(22/1617) (35/1625)

2 — Glasier et al, Lancet 2010
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Agdopéva oyeTikd pe v arotelecuatikotnta Tov ellaOne ypnoiponotoduevov Emg kot 120 dpeg petd
TN 6€E0VOMKN ETAPT YOPIC TPOPVAAEELS TOPEYOLY dVO SOKIHEC. ZE U0 OVOLKTH KAWVIKT OOKIU OTNV
omoio HETElYAY YOVAIKEG TOV KOTEQLYAV G eMElyovaa ovTicVAANY Kot EdaPav ulipristal acetate petd
amd ddotnua 48 éog 120 mpdv amd T 6e0VOAKY ETAPT YOPIG TPOPVAGEELS, TO TOGOCTO KLTCEMV
mov mapatnpnnke Nrav 2,1% (26/1241). EmmAéov, n 6£0tepT GLYKPITIKY SOKIUY OV TEPLYPAPETAL
aveTtépo mapéyel emiong dedopéva yia 100 yovaikeg mov éhaPav ulipristal acetate petd amd dSioTnuo
72 éog 120 opdv amd TN oeEoVaAKN EMUEN XOPIG TPOPVAAEELS, OTIG onoieg dev mapatnpnOnKay
KUNCELC.

[Tepropiopéva kat aoopn 0ed0UEVA OO KAMVIKEG SOKLUEC VTTOSEIKVOOLV Lo, TTlovn TUoT HEWUEVNS
AVTICVAANTTIKN G amotedespatikdtnTag TG ulipristal acetate o€ yuvaikeg pe VYNAO COUATIKO BAPOC T
AME (BA. mapdypogo 4.4). Ao TN PETO-OVIAVOT) TOV TEGGAPOV KAVIKGOV PeAET®V pe To ulipristral
acetate mov Topovclaletal KatwtéPm Exovy e€aipedel ol yuvaikeg mov giyav meputtépm ceE0VAAIKEG
EMOPES YOPIG TPOPLAAEELG.

2 Elamofapeig (D,U o10h0y1o Ynéppapeg Hoydocapkeg

AME (kg/m’) 0-18,5 Bapoc 25-30 30-
’ 18,5-25

N 60voho 128 1866 699 467
N £YKUHOGUVES 0 23 9 12
Tocosté 0,00% 1,23% 1,29% 2,57%
EYKVROGVVIG
Adotnpo 0,00 — 2,84 0,78 — 1,84 0,59 — 2,43 1,34 - 4,45
EUTLGTOGUVIG

e o LEAETN TOPATHPNONG LETA TNV KUKAOQOPIK TOV PapUAKoL Le OKOTO TNV a&loAdynon g
OUTOTEAECUATIKOTNTOG Kol TNG ac@dAsiag tov ellaOne o épnPeg nAkiog Eoc 17 etdv KotadsiyOnke
OTL dev VTLAPYEL KA O10POPA GTO TPOPIA AGPAAELNG KOl OTTOTEAEGLOTIKOTNTAG OE GUYKPLON LE
eviiMkeg yovaikeg nhkiog 18 etdv kot dve.

5.2 @oppokoKivnTIKEG 1O10TNTEG

Amoppdonon

Metd amd ) Mym gpdma 66ong 30 mg and To otopa, 1 ulipristal acetate amoppo@dTal TAXEMS, |E
LEYIOTN GLYKEVTP®OT 6T0 TAGGH 176 £ 89 ng/ml 1 omoia mapatnpeiton mepimov 1 mpa (0,5-2,0
mpeC) petd ™ ARy tov eapudiov, pe AUCo. 556 £ 260 ng.h/ml.

H yopriynon ulipristal acetate 6e cGuVIVAGHO LE TPOIVO LYNMANG TEPLEKTIKOTNTAG O ATAPA £1YE ®G
amotédeospa T pHelwon g péons TNG TG Cmax Kot mepimov 45%, kabvotépnon ot Tmax (amd

0,75 mpeg, katd péco 0po, o€ 3 dpeg) Ko peyorvtepn péon T AUChw katd 25% og cOykpion pe
TN A YN TOL QOPUAKOV o€ KaTdoTtaon vroteioc. [lapopola anotedéopato TapatnpidnKay Kot yio tov
gvePYO Hovo-amopefuAlopéEvo petafolitn.

Koatavoun

H ulipristal acetate cuvdoéeton oe peydio Padbud (>98%) e Tic Tpwteiveg TOLV TAGGLOTOC,
GUUTEPTAAUPOAVOUEVIC TNG AEVK®UATIVIG, TNG GAPA-1-0E1vNG YAVKOTPMTEIVG KOl TG AMTOTP®TEIVIG
VYNANG TUKVOTNTOC.

H ulipristal acetate givat Mmo@IAK £EVOGT KOl KOTOVEUETOL GTO UNTPIKO YaAa, LE LECT) NUEPTIOL
omékkpion 13,35 pg [0-24 dpeg], 2,16 pg [24-48 dpeg], 1,06 ng [48-72 dpeg], 0,58 nug [72-96 dpeg],
ro 0,31 pg [96-120 opeg].

Ta dedopéva in vitro VITOSEKVOOVY OTL 1| 0EIKT| OVATPIGTAAT EVOEXETOL VO, OTOTEAEL OVAIGTOAEN TNG
npoteivng-petapopéa BCRP (mpwteivn avtoyng otov Kapkivo Tov HooeTov) og eviepikd eninedo. Ot

emOpacelg TG o&ikng ovAmplotdAng otnv BCRP dev gival mBavo va xouv KMVIKEC GUVETELEC.
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H o0&k ovAmpiotdin dev amoterel vmooTpopa ovte g OATPIBI1 ovte Tng OATP1B3.

Buouetooynuotiopndc/arofoin

H ulipristal acetate petofoliletal ektevag oe povo-amopefviimpévong, dti-amopeduiimpévong Kot
VOpoELALOUEVOLC peTafolites. O povo-amopefvAlwpévog peTafoAltng sivar eapuaKoAloykd evepydc.
Ta dedopéva in vitro vrodeikvoovy 6Tt avtd opeiletan kKupimg oto CYP3A4 kot o€ pukpo Babuod ota
CYP1A2 kar CYP2A6. H tehikn| d1dpketa nulong g ulipristal acetate 6to mAdopa LeTd omd
yopnynon epdmos 06ong 30 mg vroroyileton og 32,4 + 6,3 dpeg, pe péon Kabapor omd ToL GTOUATOG
(CL/F) 76,8 + 64,0 L/®pa.

Edwoil mAnbvopuol

Agv &xovv devepynBel papuaxokivnTikég peAétec yuo tnv ulipristal acetate oe yvvaikeg pe veppikn i
nNratikn dSvcAettovpyia.

5.3 TIIpoxlvikd dgdopéva Y10 TNV d6QIrELd

Ta pun KAvikd dedopéva dgv amokaAvmTovy Wiaitepo Kivovvo yia tov avBpono pe Bdon Tig
SLUPOTIKEG LEAETES PUPLOKOAOYIKNG AGPAAELOC, TOEIKOTNTOS ETOVOLAUPAVOLEVOV dOCEMV KoL
yovoto&ikotnrtag. To TePIEEOTEPA EVPNUATO TOV YEVIKOV PEAETOV TOEIKOTNTOG oYeTIloVTOL e ToV
UNYOVIo o dpaomg TG ¢ pLOUIGTN TPOYEGTEPOVIG KO DTOSOYEMY YAVKOKOPTIKOEODV, EVMD 1) OVTL-
TPOYEGTEPOYOVIKT dpacTNPLOTITA TApOTNPHONKE KATd TNV £kBecn o€ EMimeda TAPOLOLN. LIE TO.
Oepamevtikd emineda.

O Anpogopieg amd peréteg oYeTIKA Le TNV TOEKOTNTA GTNY AVOTOPAYMYIKT tavoTnTa lval
TEPLOPIOUEVEC AOY® EAAEIYNG HETPNcE®V EkBeoNG OTIC ouyKeKpuéveg pueréteg. H ulipristal acetate
nwpokaiel epPpuikd Bdvato oe apovpaiovg, Kovvélia (o€ emavarapuPavoueves d0oelg mvo amod 1
mg/kg) kot og TONKoLE. Xe avTEG TIG EmaVIAUUPUVOUEVEG OOGELS, 1| 0CPAAEL Y10 TO, AVOpDTTIVAL
éuPpoa dev gival yvootr|. Aev mapatnpfOnkay tepatoydveg emdpacels oe HOGELS APKETA YAUNAES TOV
Vo EMTPETOVV TN SoTrpNom TG Konong o€ i {dwv.

O peréteg kapkivoyéveong (oe emipveg kon poeg) £oet&av 6tL 1 ulipristal acetate dev giva
KapKvoyovoc.

6. DOAPMAKEYTIKEXZ TIAHPO®OPIEX
6.1 Katdroyog ekdoymv

[vpnvog dokiov:
Movoddpikn Aaktoln
IToP1dovn

Natprovyog kpookapueAdln
2TEUTIKO LAYVI|O10

Enucédoyn pe Aemtd vpévio:
IToAvBvoiikn aikooAin (E1203)
Moaxpoyorn (E1521)

Téixng (E553b)

Aoégidro tov titaviov (E171)
IToAvcopPatn 80 (E433)

Kitpwvo 0&gidio Tov odnpov (E433)
TTvpitikd apythokdito (ES55)
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6.2 Aocvupoarétnreg

Agv epapudletan

6.3 Awapkera {ong

3 xpovia

6.4 Iowitepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG

To pappokevTikd ovTd TPOIOV dev amattel WaiTePES cLVONKEG PUAAENC.
6.5 @von Kol GLETATIKA TOV TEPLEKTT

Kvyéhn and PVC/PVDC (ue ¢idtpo UV)/arovpivio pe 1 diokio.

H ovokevacio mepiéyetl pio koyéan.

6.6 Iowitepeg mpo@uAGEEIS amoppLIYNG

Koapio g1d1kn vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
LABORATOIRE HRA PHARMA

200 avenue de Paris

92320 CHATILLON

TaAAiia

8. APIOMOX(0OI) AAEIAY KYKAO®OPIAX

EU/1/09/522/003

9. HMEPOMHNIA ITPQTHX EF'KPIZHX/ANANEQYXHY. THX AAEIAX
Huepopnvia tpmc £ykprong: 15 Maiov 2009

Huepounvia televtaiog avavémong: 21 Maptiov 2014

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY
<HH/MM/EEEE>

Aentopepeic TANPoQopieg Y10 TO TOPOV QOPUUKEVTIKO TPOioV gival S100EGIIES GTOV SIKTVLAKO TOTO
tov Evponaikod Opyoviopov Gapudkwv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

IHAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AITIOAEXMEYZXH TQN HAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

‘Ovouo kot d1e06vven TV TOPUSKEVOSTMOV TOL Eivorl VITELOVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

Cenexi

17 Rue de Pontoise
FR-95520 Osny
ToArio

Laboratorios Leén Farma S.A.

C/ La Vallina, s/n Pol. Ind. Navatejera
24008 Navatejera, Leon

Ionavia

Delpharm Lille S.A.S.

Parc d’activités Roubaix-Est
22, rue de Toufflers

CS 50070

59452 Lys-Lez-Lannoy
Talhio

270 £VTUTTO OALO 0ANYIDV XPNOTG TOV POUPLOKEVTIKOD TPOTOVTOG TPETEL VAL OVAYPUPETOL TO OVOLLXL
Kot 1 d1evBvvoT TOoL TAPACKELAGTY| TOV gival VTELOLVOG YO TNV ATOSEGUEVGT] TNG CYETIKNG TAPTIONS.

B. OPOI'H NEPIOPIZMOI ZXETIKA ME TH AIAGEXH KAI TH XPHXH
DoppokeuTikd TPOIOV Yo TO 0TTOT0 OEV ATOLTEITOL LLTPIKT GUVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
Ex0¢oe1g Ileproowcng MapakorovOnong tng Ac@daierog

Ot amoitioetg yio v voPoAr ekBécemv Teplodikng Tapakolovdnong g aGPAAELNS Yol TO €V
AOY® QOPUOKEVTIKO TTPOTOV 0pilovTal GTOV KATAAOYO LE TIG NUEPOUNViES avapopdg TG Evoong
(xotdroyog EURD) mov mapatifeton otnv mapdypago 7, tov apbpov 107y, T odnyiog
2001/83/EK kot ka0 emakoAoving enkaipomoinone 0mme ONLOCIEVETAL GTIV EVPOTOIKT|
SIKTLOKT) TOAT| Y10l TO QOPHLOKAL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI ATOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

Xyéowo Awayeiprong Kivovvou (XAK)

O Kdroyog Adetng Kukhopopiog Ba deaydyst Ti¢ omattovpeveg dpactnplotnteg Kol mopeUPacelg
QOPUAKOETOYPOTTVTIONG OTT®G TOPoLGLAlovTal 6T0 cLUE®VNOEV ZAK mov mapovoidletal otny evotnta
1.8.2 ¢ adetag Kukho@opiog Kot 0molecdNmote EnokoAovOe eykekpluéves avadempnoelg tov TAK.

‘Eva emucarporompévo LAK Ba mpénet va kototebet:
e Letd anmd aitnuoe tov Evponaikod Opyaviopod @apudkmv,
® OTIOTESNTOTE TPOTOTOIEITOL TO GVGTNIO SLOYEIPIOTG KIVOVVOD, EITKA MG OTOTEAEG U ANYNG
VE®V TANPOPOPIDV TOV UTOPOVY VOl ETLPEPOVLY GNUAVTIKT OAANYT GTN GYECT) 0QEAOVC-KIVOHVOL

25



N ©G ATOTEAEG LA TNG EMITEVENG EVOG OMLOVTIKOD OPOGTLOV ((PUPUOKOETAYPOTVION 1)
glayioTomoinon Kvévvov).

Edév n vropfoAn pog EIITA kot 1 emkarpomoinon tov ZAK cvpmintovv, dvvatar vo kotatedovv
TOVTOYPOVO.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ellaOne 30 mg dwokio
Ulipristal acetate

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ké0e diokio mepiéyet 30 mg ulipristal acetate

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. BAéne OAALO 0dNyLDV ¥PHONC Y10 TEPICCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

1 dokio.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote 10 PUAAO 0NV YPNONG TPV O TN YOPNYNOoN.
T"a xpnon amod o otopa.

AEN ITPOZETITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI

Na puAdooetor og 0éom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

‘ 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EYX)

Edv &yete ypnoylomooet opiopéva GAA0 QAapuaKa TG TEAEVTOIEG 4 €fOOUAOES, CLYKEKPIUEVA YU

gnuyia, opatioon, yo Aoipwén and 16 HIV 1 putikd ckevdopata mov meptéyovv BaAcopudyopto
(BA. @OAAO), To ellaOne pmopei va Aettovpyel AMydtepo anoterespotikd. Atevbuvheite Tov yotpo 1

TOV QUPUOKOTOL0 GOG TPV ¥pNoluomolioste 1o ellaOne.

‘ 8. HMEPOMHNIA AHEZHX

AHZEH
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9. EIAIKEX XYNOHKEX OYAAZHX

Ddvrdocete o€ Beppokpacio pikpoTepT TV 25°C. DVAACCETE GTNV 0PYLIKT] CLGKELAGIN Y10l VO,
TPOGTATEVETAL OO TNV LYPUcia. PVAAGGETE TV KUYEAN 61O e£MTEPIKO KOLTI Y10 VO TPOGTATEVETOL
ond 10 POC.

10. IATAITEPEX [IPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHHOAEIMMATOQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEJIAY KYKAO®OPIAX

LABORATOIRE HRA PHARMA
200 avenue de Paris

92320 CHATILLON

ToAlia

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/522/001
EU/1/09/522/002

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

Enretyovoa avticvAAym

ITapte €va d10Ki0 TO GLVTOUOTEPO SLVATOV LETE OO GEEOVLOAKN ETAPT| Y®PIG TPOPLVAAEELS 1
TOTUYI TNG AVTICLAANTTIKNG Hefddov.

[Ipénel va mapete 10 TOPOV PappoKko evtog 120 mpmv (5 nuepdv) amd T 6eE0VOMKT ETAPT YOPIC
TPOPLAGEELS 1 TNV ATTOTLYIO TNE OVTIGVAANTTIKNG 1ebodov.

Noa copmeptinebei o kwdikdg tayeiog amoxpiong (QR) mov mepiiapfaverl tov chHvoeso e TO POAAO
03Ny ypfiong

To @OALO 0dNYLDV ¥prioNg dlatifetal oTig NG dlevBivoEls:

XQPA URL

AYZXTPIA www.hra-pharma.com/PIL/AT
BEATIO www.hra-pharma.com/PIL/BE
BOYAT'APIA www.hra-pharma.com/PIL/BG
KPOATIA www.hra-pharma.com/PIL/HR
KYTIPOX www.hra-pharma.com/PIL/GR

TXEXIKH AHMOKPATIA www.hra-pharma.com/PIL/CZ
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AANIA

EXO0NIA
OINAANAIA
TFAAATA
I'EPMANIA
EAAAAA
OYITAPIA
EAANAIA
IPAANAIA
ITAAIA

AETONIA
AIOOYANIA
AOYEEMBOYPI'O
MAATA

KATQ XQPEY
NOPBHI'TA
ITOAQNIA
I[TOPTOI'AAIA
POYMANIA
>AOBAKIKH AHMOKPATIA
YAOBENIA
IZITANIA
YOYHAIA
HNOQMENO BAXIAEIO

www.hra-pharma.com/PIL/DK
www.hra-pharma.com/PIL/LT
www.hra-pharma.com/PIL/FI
www.hra-pharma.com/PIL/FR
www.hra-pharma.com/PIL/DE
www.hra-pharma.com/PIL/GR
www.hra-pharma.com/PIL/HU
www.hra-pharma.com/PIL/IS
www.hra-pharma.com/PIL/UK
www.hra-pharma.com/PIL/IT
www.hra-pharma.com/PIL/LT
www.hra-pharma.com/PIL/LT
www.hra-pharma.com/PIL/BE
A/A
www.hra-pharma.com/PIL/NL
www.hra-pharma.com/PIL/NO
www.hra-pharma.com/PIL/PL
www.hra-pharma.com/PIL/PT
www.hra-pharma.com/PIL/RO
www.hra-pharma.com/PIL/SK
www.hra-pharma.com/PIL/SI
www.hra-pharma.com/PIL/ES
www.hra-pharma.com/PIL/SE
www.hra-pharma.com/PIL/UK

16. ITAHPO®OPIEX XE BRAILLE

ellaOne diokio

17. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AIXAIAXTATOX T PAMMQTOX

KQAIKAX (2D)

A160100TOTOC YPOUU®TOS KDdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.

Agv gpapudletat.

18. MONAAIKOX ANATI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO

TON ANOPQIIO

PC: {op1Bpog}
SN: {ap1Bpoc}
NN: {ap1Buog}
Agv gpapudletat.

31




EAAXIXTEX ENAEIZEIX TIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ellaOne 30 mg diokio
Ulipristal acetate

| 2. ONOMA TOY KATOXO0Y THX AAEJIAY KYKAO®OPIAX

HRA Pharma

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOZX ITAPTIAAX

Moprtida

| 5.  AAAA LTOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ellaOne 30 mg emkaAlvppévo e Aento vuEVio d1oKio
Ulipristal acetate

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ké0e emkaivppévo pe Aemtd vpévio dtokio mepi€yet 30 mg ulipristal acetate

3. KATAAOTI'OX EKAOXQN

ITepiéyet Aaxtdln. BAéne OAALO 0dNyLDV ¥PHONC Y10 TEPICCOTEPES TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

1 emkaAvppévo pe Aemtd vpévio dtokio.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote 10 PUAAO 0NV YPNONG TPV O TN YOPNYNOoN.
T"a xpnon amod o otopa.

AEN ITPOZETITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI

Na puAdooetol og 0éom, TV omoia dgv PAETOLY KoL dev Tpoceyyilovv Ta Tad1d.

‘ 7. AAAH(EY) EIAIKH(EX) ITIPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EYX)

Edv &yete ypnoylomooet opiopéva GAA0 QAapuaKa TG TEAEVTOIEG 4 €fOOUAOES, CLYKEKPIUEVA YU

gnuyia, upatioon, yo Aoipwén ard 16 HIV 1 putikd cxevdopata mov meptéyovv BaAcoudyopto
(BA. @OAAO), To ellaOne pmopei va Aettovpyel Aydtepo anoterespotikd. Atevbuvheite Tov yotpo 1

TOV QUPUOKOTOL0 GOG TPV ¥pNolponolioete 1o ellaOne.

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAZHX

<Aegv epappoleror.>
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10. IAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

LABORATOIRE HRA PHARMA
200 avenue de Paris

92320 CHATILLON

ToAlio

12. APIOMOZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/09/522/003

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

Eneiyovoa avticOAANym

ITapte €va d10Ki0 TO GLVTOUOTEPO SLVATOV LETE OO GEEOVLOAKN ETAPT] Y®PIG TPOPVAAEELS 1
OTTOTLYIO TNG AVTIGVAANTTIKNG HeBdOoL.

[Ipénel va mapete 10 TOPOV PappoKko evtog 120 opmv (5 nuepdv) amd T 6eE0VOMKT ETAPT YOPIC
TPOPLAAEELG N TNV ATOTLYIO TNG OVTIGVAANTTIKNG uebddov.

Noa copmeptinebei o kwdikdg tayeiog amoxpiong (QR) mov mepilapfaverl tov chvoeso e TO POAAO
03Ny XPoNG

To @OALO 0dnydV ypriong dtatiBetar oTig e€Ng devBuvoelc:

XQPA URL

AYXTPIA www.hra-pharma.com/PIL/AT/GS
BEATIO www.hra-pharma.com/PIL/BE/GS
BOYAT' APIA www.hra-pharma.com/PIL/BG/GS
KPOATIA www.hra-pharma.com/PIL/HR/GS
KYIIPOX www.hra-pharma.com/PIL/GR/GS
TXEXIKH AHMOKPATIA www.hra-pharma.com/PIL/CZ/GS
AANIA www.hra-pharma.com/PIL/DK/GS
EXOGONIA www.hra-pharma.com/PIL/LT/GS
OINAANAIA www.hra-pharma.com/PIL/FI/GS
TAAAIA www.hra-pharma.com/PIL/FR/GS

T'EPMANIA www.hra-pharma.com/PIL/DE/GS
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EAAAAA www.hra-pharma.com/PIL/GR/GS

OYITAPIA www.hra-pharma.com/PIL/HU/GS
IZAANAIA www.hra-pharma.com/PIL/IS/GS
IPAANAIA www.hra-pharma.com/PIL/UK/GS
ITAAIA www.hra-pharma.com/PIL/IT/GS
AETONIA www.hra-pharma.com/PIL/LT/GS
AIGOYANIA www.hra-pharma.com/PIL/LT/GS
AOYEEMBOYPI'O www.hra-pharma.com/PIL/BE/GS
MAATA A/A

KATQ XQPEX www.hra-pharma.com/PIL/NL/GS
NOPBHI'TA www.hra-pharma.com/PIL/NO/GS
ITOAQNIA www.hra-pharma.com/PIL/PL/GS
IIOPTOI'AAIA www.hra-pharma.com/PIL/PT/GS
POYMANIA www.hra-pharma.com/PIL/RO/GS
YAOBAKIKH AHMOKPATIA  www.hra-pharma.com/PIL/SK/GS
XAOBENIA www.hra-pharma.com/PIL/SI/GS
IZITANIA www.hra-pharma.com/PIL/ES/GS
OYHAIA www.hra-pharma.com/PIL/SE/GS
HNQMENO BAXIAEIO www.hra-pharma.com/PIL/UK/GS

16. INAHPO®OPIEX XE BRAILLE

ellaOne emucaloppévo pe Aemtd vpévio diokio

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A163146TaTOG YPAPU®TOS KDoA (2D) mov pépel Tov TEPIANEHEVTO LoVadIKO avoyVOPIGTIKO KOSIKO.
Agv gpapuodletar.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC: {ap1Buoc}
SN: {ap1Buog}
NN: {apOpoc}
<Aev epappoleror.>
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EAAXIXTEX ENAEIZEIX TIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

ellaOne 30 mg emikoAvupévo pe Aemtd VUEVIO d1oKio
Ulipristal acetate

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

HRA Pharma

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[Toptida

| 5.  AAAA LTOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpogopics yra Tov yxprjotn

ellaOne 30 mg diokio
Ulipristal acetate

Awfdote TPooEKTIKA 0AOKAN PO TO PVAAO 0ONYIAV YPT|ONG TTPLV UPYICETE VO YP1CLUOTOLEITE GVTO
70 @appoxo, H16TL TEPLAPPAVEL oNUOVTIKEG TANPOPOPiES Y0 TOC.

[Ipénel mavrote va Taipvete avtd T0 PAPUAKO AKPPDC OTMG TEPLYPAPETAL GTO TAPHV PVALO OONYIDV

¥PNOoNG N COLP®VA LE TIG 0OMNYIEC TOV YIATPOV, TOL POAPUAKOTOLOD T} TOV TAPOYOV VYEIOVOUIKNG

nepiBoiymg cog.

- DuraEre avtd To EOALO 0dNYIBV Yprione. Towg ypelaotel va to dwufdoete Eava.

- AmevBuvleite 6TOV POPUAKOTOLO GOG EAV YPELOCTEITE TEPIGGOTEPEG TANPOPOPIEG 1] GUUPOVAEC.

- Edv mapotnpioete Kamoto ovemBOUNTN EVEPYELQ, EVILEPDOTE TOV PAPLLOKOTOLO, TOV YIUTPO
60G M GAAOV TAPOYO VYEIOVOULKNG TTEpiBoAlyMG. AvTd 1oyveL Kol Yo kdBe mhav avemiBount
EVEPYELDL TTOL OEV AVOUPEPETUL GTO TOPOV POUAAO 0dNYIOV YpNoNs. BAéme mapdypapo 4.

T Tepréyel 1o Tapov VAL 00N YIOV:

T etvon to ellaOne kou o givar 1 gp1ioM TOL

T pénet va yvopilete mpv mapete to ellaOne

Ilog va mépete to ellaOne

[TBavéc avemBounteg evépyeleg

I[og va puidcoetal to ellaOne

[Tepreyduevo g ovokevaciog Kot AOTEG TANpoPopieg
- XpMolpec TANPOPOPIEG OYETIKA LUE TNV OVTICOAANYT

A

1. T eivan To ellaOne ko owa givar N yp1jon Tov

To ellaOne givol oKeVOGLO. ETETYOLGOC AVTIGOVAANWTC.

To ellaOne eivat éva ovTIGLAANTTIKO [Le GKOTO TNV OOTPOTH EYKVIOGVUVIG LETA OO 0EEO0VAAKN

EMOEN WPIG TPOPLAAEELG 1 O€ TEPIMTOAON TTOL 1) LEBOSOG UVTIGOAAYNC TOV YPTCILOTOI0NKE

amétuye. [o Tapdderypo

- og mepintwon 6e£0VOMKNG ETAPNG YO PIG TPOPVAAEELS:

- O€ MEPIMT®ON TOL TO TPOPVLAUKTIKO TOL GLVTPOPOV OOG OKIGTNKE, YAIoTpNnoe N PynKe, N o€
TEPIMTOON TOL EEYATOTE VO YPNGULOTOMGETE TPOPVAUKTIKO

- og MEPIMT®OT oL eV TPATE TO AVIIGCVAANTTIKO GOC YTl GOUPOVO LE TIG 00N YiEG TOV GaG EYOVV
do0el.

®a TPETEL VO, TAPETE TO O1GKI0 TO GLVTOHOTEPO SLVATOV LETA TN 6EEOVOAIKT ETAPT, KO EVTOG
péytotov Saotpotog S nuepdv (120 wpav).
To cuykexpiévo ddotno opiotnie KoM T0 oTEPUA UTOPEL VO ETPIOCEL EMG KOl 5 NUEPES HECH

GTO GMUM GOG LETE TN 6EEOVOAIKT| ETAPT.

To pdppako avtd eivar KATAAANAO V1o OAES TIC YUVAIKES OVOTAPUY®YIKNE NAKING,
cuumeptAapPavouévey TV eprfav.

Mmropeite vo TépeTe T0 S16KI0 GE OTOLUONTOTE PACT] TNG TEPLOOOV GUC.

To ellaOne dgv dpa eGv giote NON £yKvoc.

Edv éyel kabvotepnoet n mepioddg cog, eivar mbavo va giote £ykvog. Edv £yel kabvotepnost 1
nepioddg cag 1 Topovclalete cupmTOpTE EYKVPOcLVIG (Bapd otnbog, mpwvh vavtia), Oo tpénet va
ouppovievteite yrotpd 1 GAAOV TAPOYO VYEIOVOLUKNG TTEPIBAAYTG TPOTOL TTAPETE TO S1OKIO.
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e mepinton oeEoVAAKNG EMOPNS YOPIG TPOPVAAEEIS LETA TN AYT| TOV 1oKIoV, TO PAPLLOKO OV Ba
GOG TPOSTATEWEL OO TO VAL LEIVETE EYKLOC.

H ceovahn enapn yopic TpoPLAGEEIS 0TO10ONTTOTE GTIY T KOTA TN SIUPKELN TOL KOKAOV GOg
UTOPEL VO 001 YNOEL GE EYKVLOGUVT.

To ellaOne dgv mwpoopiletor va ypnoonoleiton oc Taktikn HE6odoc avTicOAAYC.

Edv dev ypnoylomoteite Taktikn pEBodo avticOAANYNG, GUINTNGTE UE TOV YIOTPO 1| TOV TAPOYO
VYEOVOLUKNG TTEPIBaAYT G OV Gag TapakolovOel Yo va emlééete o péBodo mov eivorl KOTAAANAN
Yo €G0C.

IIoc Aertovpyei to ellaOne

To ellaOne mepigyel v oveia ulipristal acetate, Tov dpo. TPOTOTOIOVTAG T1 OPOCTNPLOTNTA TNG
(QUOIKNG OPUOVTG TPOYESTEPOVNG, 1| OTTola eivorl amapaitntn Yo va cvpPel woppnéia. Qg ek To0TOL, TO
@apuoKo ovto dpa ovaPdilovtag v woppnéio. H emetyovoa avticOAAym dev elval amoTEAEGLOTIKN
o€ OAgg TIg meputtdoelc. Amd Tig 100 yvvaikeg mov Aapfdavouv to pdppoko avto, mepimov 2 Oa
peivouv €ykveg.

To @appako ovtod givar £va OVTIGVAANTTIKO TOL YPNCYOTOLEITAL Y10, TV OTOTPOTH TG EVAPENG LOG
gyxopoovvne. Edv giote 0 £ykvog, dev TPOKELITUL VO SIOKOWEL TNV VOIGTAUEVT] EYKVUOGHVN.

H eneiyovoo avticOAANWN dev TpooTateDel amd TIC 6£E0VAMKE LETAOIOOUEVEC AOUMEELC.

Movo 10 TPOPLANKTIKG UTOPOVV VO GOG TTPOGTATEYOLV A0 TIG 0EE0VOAIKE LETAIOOUEVES AOTUADEELS.
To pappaxo avtd dev Ba cog Tpoctatéyet omd T Aoipmén ard tov HIV 1 amd diia ce&ovolikd
UETAOIOOUEVE, VOOTILOTA (T1.). YACUOILN, EPTNG TV YEVVITIKDV OPYAVOV, AKPOYOPIOVES TOV
YEVVNTIKOV 0pyavav, Yovoppota, nrotitida B kot cOeidn). Anevbuvbeite oe mhpoyo vyEIOVOUIKTG
mePiBaiymc Yo GUUPOLAEG GV VNGLYELTE YO TAL TOPOATAV®.

[TeprocoTepec TANPOPOPieg OYETIKA e TNV AVTICOAANYT TOPEXOVTAL OTO TEAOG TOV TOPOVTOG GUAAOL
001 YLDV

2. T pémer va yvopilete apv wapete To ellaOne
Mnyv napete to ellaOne

. og mepintwon ailepyiog otnv ulipristal acetate 1) 6 omolodnTOTE GALO OO TOL GLGTATIKA AVTOV
TOV QAPUAKOL (avapEpovTal 6TV Tapdypapo 6).

Ipogdomomosic ko TpoPpvAaEeg

AmevBuvBeite oTov oppakonold, Tov yiatpd cag N GAAoV emayyelpotio vyelag TPy TAPETE TO

@aplLoKo 0VTO

- &bv €xel kaBvoteprioetl 1 Teploddg oag 1 ebv epeoavilovial copnTdpaTa eykopocvvig (Papd
otfoc, Tpwwvn vavtia), kabodg propel va glote 16N €yxvog (PA. v mapdypago «Kdnon,
Onhacpog Kot yovipotntoy):

- &6v mhoyete amd coPapd dobua-

- elv mdoyete and coPapi NTATIKN VOCO.

e OAEG TIC YUVOIKEG, 1) EMELYOLGO AVTICOAANYN TTPETEL VO AAUPEVETOL OGO TO SVVATOV GUVTOUOTEP
peTd ™ ceEovalikn emaen Yopic TpoLAdEels. Ymapyovv oplouéveg evoeifelg 0t n
OTOTEAECUATIKOTNTO CLTOV TOV PUPHAKOL EVOEXETAL VoL PLEW®BEL e TNV ahENoT TOL CEOUATIKOD
Bapovg 1 tov deiktn pnalag copatog (AMY). Qo10660, T0. €V AOY® de00UEVA TTOV TEPLOPICUEVA KOl
acan. XVVenms, n ANy tov ellaOne e€axolovbel va cuvietdtol 6g OAES TIG YUVOIKEC aveEapTNT®S
ocopoTIKoD Bapovg 1 AME.
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Edv éyete omoladnmote avnovyio yio toyxdv mpoPAnpato mov oyetilovtal pe T Ay enetyovcog
AVTIGVAANYTG, armevBuvieite o€ KATOLOV EMAYYEALOTIO TOV TOUED TNG VYELOVOLIKNG TTEPIBAAYTG.

Edv peivere €yxvog mopd ™ Aqyn tov diokiov, ival onuavTikd va ETICKEPTEITE TOV Y10Tpod coc. [
TEPLGGOTEPEG TANPOPOpPiES, avatpéste otny Tapdypapo «Kimon, ONAacIOg Kol YOVILOTNTON.

Al avTicVANTTIKG Kot To ellaOne

To @appoko ovTd PTOPEL VO LEIDCEL TPOCOPIVA TNV ATOTEAEGUATIKOTITO TOV OPUOVIKDV
AVTIGVAANTTIKOV TOV AOUPAVOVTOL/YPNOUOTOI00VTOL TOKTIKA, OTMG yoma Kot entfépata. Edv
Aappdvete ent TOL TAPOVTOG OPLOVIKT AVTIGUAANYY], GLUVEXIGTE VA TN XPNOLUOTOLEITE ®G GLVNO®G
HETd T Aym auTod ToL PappdKov, aAAd VO XPNCLLOTOLEITE TPOPVAAKTIKA o€ KéBe GeEOVOAIKY
EMOQON O0G LEYPL TNV ENOUEVT TTEPL0DO.

Mnv ntapete 10 PappoKo avtd pall pue GAAO YOmL ETEIYOVOAG AVTIGOAAYNG TOV TEPIEYEL
AePovopyeotpédn. Edv ta mapete poll, pmopei va LEIDCETE TNV OMOTEAECUATIKOTNTO OLTOV TOV
QopUAKoL.

Alro @appoxa ko ellaOne

Evnuepoote tov oappokomold, Tov yiotpd oog 1 GAAOV TAPOYO VYEIOVOUIKNG TEPIBaiyMc 6V
TailpVETE, N EYETE TPOGPATA TAPEL AAAL PAPUAKO, AKOUT KOL QVTA TTOL YOPTYOLVTOL YOPIG GLUVTAYN 1
QLTIKA EAPLOKOL.

Optopéva pdppoxo evogyetal va eumodicovy tn cmaoty| opdon tov ellaOne. Edv &xete ypnoytomoiroet

OTO10ONTOTE OO TO, TOPUKATO PAPLOKO KOTE TN d1dpkela TV Terevtainv 4 efdopddwv, To ellaOne

umopel va glvar Myotepo KatdAAnAo Yo e5dc. O ylotpdg 60 UTOPEL VO, GUVTOYOYPAPNGEL KATOLOV

A0 TOTTO (U1 OPLOVIKNG) EMETYOVGAG OVTIGUAANYNG, ONACOT EvOoUNTPLo omeipapa pe yorko (Cu-

IUD):

- (APULOKO TTOV YPNCLUOTOLOVVTOL Y10l TV OVIILETMMICT TG EMANYiNG (Yo Tapddety o, TPdovn,
eawvoPapfrdin, atvutoivn, poceatvotoivn KapPoualerivn, okapPalenivn kai fapPirovpikd),

- (QAPUOKO TOV YPTCLUOTOLOVVTOL Y10 TV OVIILETMOMIO TG PLUATIOONG (Y10 TOpAdELy UL,
PLPOUTIKIVY, PLPAUTOVTIVT))

- Oegpaneia yia tov 16 HIV (prrovafipn, spafipévin, vepipamivn)

- éva papuaKo mov ypnoiponoteital ot Oepaneio poknTIOcIK®OV AOUDEEDV (YKP E0POVAPIvN)

- euTIKd BepamevTid ckevdopata mov mepEyovy Paicapdyopto (Hypericum perforatum).

Yvpupovievteite Tov yTpo 1 TOV QAPLOKOTOO GOg TP Ypnoitonotoete 1o ellaOne 6tav
YpMNOoLomolEite (1 £(ETE TPOSPATO YPTCLLOTOINOEL) OLOOTOTE OO T PAPLLOKO TOV CLVOPEPOVTOL
TAPATAV®.

Kinon, Oniaopdég kor yovipotnra
Kvnon

[Ipotov mhpeTe TO PAPUAKO AVTO, EVIUEPDGTE TOV PUPLOKOTOL0, TOV YIUTPO GOG 1 GALOV ThpOYO
VYELOVOLIKNG TTEPIBOAYTG, 1| KAVETE TEGT EYKVUOGVVIG TPOKEUEVOL Vo Pefarmbeite 0TL dev gioTe 110M
€yvog (PA. v mapdypaeo «IIpogldonomoelg Kot TPoPUAGEELS).

To @dppaxo ovtd glvar Eva ovVTIGVAANTTIKO TOL ¥PNGOTOLEITAL Y10 TNV ATOTPOTH TG EVapENG Hag
gyxopoovvne. Edv glote 10 €ykvog, dev TpoOKeLTaL v SLOKOWEL TNV VOIGTAUEVT] EYKVUOGUVY).

Edv peivete €yxvog mapd tn Ay cwtov TOU GAPUAKOD, OEV VTTAPYOLV GTOXELN TTOL VO VTOGEIKVIOVY
0Tl aLTo Ba ETNPEACEL TNV EYKVUOGVVT] GOG. L20TOGO, EIVOL GTLOVTIKO VO ETICKEPTEITE TOV Y10TPO GOGC.

Onwg og k6O eyxvopooHivn, o yiatpog cag pmopel va embopel va Peforwbel dti to uppvo dev
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OVOTTTOOCETOL EKTOG TNG UNTPOC. AVTO gival 1O104TEPO CNUAVTIKO EQV TAPOVGLAGETE GOPAPO TOVO GTNV
KOWAL4 (oTOopUaYL) 1 otpoppayic N €AV Katd To TapeABoV glyate €yKOUOGOVN EKTOC TNG UNTPAG,
voPAnNONKoTE OE YEPOLPYIKT EXEUPAOT OTIC GAATLYYEG T} TAGYKOTE OO PaKPoypovia (xpdvia)
Aolp@én TV yEVWNTIK®V.

Edv peivere €ykvog mapd ) Ay tov ellaOne, cuvictdral va {ntroete amd Tov y1aTpd Gog va
KATOXWPIGEL TNV EYKLHOGVUVT GOG GE VOl ETIGTUO UNTPp®O. MTopeite va avopEPETE AVTES TIG
TANpoeopiec kKot 1 1010 ot drevBvvon www.hra-pregnancy-registry.com. Ot Tinpopopieg cog Oa
TAPOUEIVOLV avdvopeg — kaveig dev Ba yvmpilel 6Tt ol TANpoopieg apopovv eodg. Edv popacteite
TIG TANPOPOPIEG TTOV CaG APOPOVV Umopel vo. fondncete 610 HEALOV GALEC YUVOIKEG VO KOTOVOT|GOVY
KOAOTEPA TNV AoQAAELN 1] TOLG KIvOUVOLG Tov ellaOne katd T SidpKeLla TS EYKLHOGVVNG,.

OnAacpos

Edv mépete 10 pdppoxo avtd 6co Onralete, un Onidoete eni o efdopdda petd ™ Aqyn. Katd to
SIoTNUE 0VTO GUVICTATOL VO YPTCLLOTOLEITE ONAUGTPO Y10 VO GUVEYICTEL 1] TAPAY®OYT| YOAUKTOG,
OAAG VO TETATE TO PUNTPIKO YAAO OV avTAEiTE. Agv glval YvooT 1 enidpacn mov Ba Exel 0 INAacHOG
GTO L®PO GaG TNV ELOOUAdN LETA TI AYT) CVTOL TOV QAPLAKOL.

Tovipdémra

To @appako ovtd dev Ba eTNpedcel T LEALOVTIKT YOVILOTNTE GOG. L€ MEPINTM®OT GEEOVOAIKNG
EMOPNG YOPIC TPOPLAAEELS LeTd T AW TOL J16KI0V, TO PAPUAKO JEV TPOKELTOL VO ATOTPEWEL LULOL
gykvpoovn. Katd cuvéneta, givor onuavTikd vo Yp1CLLOTOLEITE TPOPLANKTIKA HEYPL TV EMOUEVN
mEP10d0 coC.

Edv embopeite va Eexvnoete N va GUVEYIGETE VO YPNOUOTOLEITE P TAKTIKT HEBOOO AVTIGVAANYNG
UETE TN AYM avToD TOL PaPUAKOVD, UTopEite Vo To TPa&eTe. Q6TOGO0, TPEMEL EMIONG VA
YPT|CULOTOLEITE TPOPVAAKTIKG, LLEYPL TIV ETOUEVT] TEPI0OO GG,

0onynNon Ko YEPIGROS PNYAVOV

Metd ™ Aqyn owtod Tov PapUEKov, OPIGUEVES YuVaiKes eppavicay (aAn, vaBpotnta, Baurr 6pacn
Ko/ amoiela cuykévipmong (PA. mapdypapo 4). Edv epoavicete autd to GuuTTOUATO, UV 00NYEiTe
Ko unv xepileote pnyovec.

To ellaOne mepréyer Aaxtoln.

Edv o yiatpdg oag 1) dAhog mépoyoc vystovoutkng mepiBoalyng obig Exel evnuepdoet 0Tt £xete
dvoaveéio g OpIoUEVO GAKYOPA, EVIILEPDOTE GYETIKA TOV POPLOKOTOLO GOG TPV OO T1 ANYN TOL
GUYKEKPIUEVOL (POPUAKOV.

3. o va napete 1o ellaOne
[Tavtote va maipvete anTO TO PAPUOKO UKPIPMG OTWS TEPTYPAPETAL GTO TAPOV PUAAO 0O YLDV ¥PNONS
N cOLPOVA LE TIC 001 YIEG TOL PUPLLOKOTOLOV, TOV YIATPOL GOG 1| AAAOV TAPOYOV VYELOVOLLKTS

nepiBaiymc. Edv éxete appiPolriec, pmToTE TOV GOPUAKOTOLO 1| TOV YIATPO GOG.

IIo¢ va mapete 10 diokio ellaOne

- AdPete éva d1okio amd TO GTOUN OGO TO SLVOTOV GLVTOUOTEPX Kol O)L APYOTEPQ OO 5 MUEPES
(120 dpeg) petd ™ 6eEO0VAAIKN ETOPT XWOPIG TPOPVAAEELIG N TNV ATOTLYIC TNG OVTIGVAANTITIKNG
pebooov. Idapte to diokio ywpic kabvotépnon .

- Mmopeite va AdPete to d1okio o€ 0mO1ONTOTE PACT TOL KOKAOV GOG.

- Mmnopeite va AdPete To S10Ki0 OTOOONTOTE GTLYUY TNG NUEPOS, TPV, KOTA TN SIAPKELN 1) LETA TO
yeoaL.

- Edv ypnowonoteite £va omd T0 QAPLOKO TOV UTOPEL VO, UMV EMLTPETOVY TN COGTH OPAGCT) TOV
ellaOne (BA. mapdaypogo 2 «T1 mpénet va yvopilete npv mapete to ellaOney) 1 €xete
YPTOULOTOGEL VOl OO 0T TO PApHOKA TG TEAEVTAiEG 4 eBdopddeg, To ellaOne umopei va dpa.
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ALYOTEPO AMOTEAEGHATIKA Y10, €GAG. ZVUPOVAEVTEITE TOV Y1OTPO 1) TOV POPLOKOTOLO GOG TPV
ypnopomomoete to ellaOne. O yiaTpdg cag UTOPEL VO GUVTOYOYPUPT|GEL KATOLOV AAAO TOTO (LN
OPUOVIKNG) EMELYOVGOG AVTICOAANYTG, OnAadn evdountplo ongipapa pe xaAkd (Cu-IUD).

Edv kdvete epetd petd t Aqwn tov ellaOne

- Edv xdvete epetd evtog 3 opmv and ™ ANy tov dickiov, mhpete GALO S10kio TO CLVTOUOTEPO
dvvatov.

Edv £yete oe€ovalxn eraon petd tn Aqwn tov ellaOne

e mepinton oeEoVAAKNG EMOENS YOPIG TPOPVAAEEIS LETA TN AYT| TOV d1oKioV, TO PAPLLOKO OV Ba
G0G TPOCTATEYEL OO TO VO, LEIVETE £YKVOG. APOV TAPETE TO S1oKI0 Ko PEYPL TNV EXOUEVT] TEPT0OO
oag, 0o TPETEL VO, YPTCIUOTOLEITE TPOPLAOKTIKO G€ KABE 6e&£0VOAKT| ETOQN.

Edv xabvotepniost n enduevn tepioddc cac petd tn Anwn tov ellaOne

Metd ™ Aqyn tov diokiov, givar puoloAoykd va kafvotepnoet Aiyeg nUEPES 1| TEPL0DOG GO,
Qac1000, €dv 1 TEPI0dOG co¢ KabvoTePGEL TAV® amd 7 NUEPES, EAV 1 apLoppayio TN TEPLOdoL gival
TOAD LUKPN 1 TOAD LEYEAN 1 AV ELQUVIGETE GUUTTMOLOTA OTTOC TOVO GTNV KOIAA (GTOUd)YL),
gvaucnoia pootov, epetd i vavtia, propel va eiote £ykvog. Oa TPETEL VoL KAVETE AUECHOC TEGT
gyxopoovvne. Edv giote €ykvog, eivarl onuovtikd va emokepteite Tov yiotpo cog (BA. v mapdypagpo
«Kvmon, Oniaopog kot yovipotnto).

Edv napete peyarvtepn 66on ellaOne omd TNV KAvVOVIKN

Agv €xovv yivel avapopés emPBAaPov emdpdoemy amd T Aqyn vymidtepng 666ME 0vTod TOV
QOPUAKOV OO Tr GUVIGTOUEVN. 201060, (NTNGETE T1 GUUBOVLAT TOL POPUAKOTOLOD, TOL YIATPOV GOGC
M GALov TaPOYOL VLYEIOVOUIKNG TTEPiBalymG.

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LE TN YPTOT LTOV TOL PAPUAKOV, POTHOTE TOV
(QOPUOKOTOL), TOV YITPO GO 1 GALOV TAPOYO VYEIOVOULKNG TEPiBoiymC.

4. IMBavéic avemBounTeg evépyereg

Onwc 6Ma o pdppoka, £T6t Kot avTd TO EAPLOKO UTOPEl VO TPOKAAESEL AVETIOVUNTEG EVEPYELEG AV
Kot 0ev Tapovstdlovtal 6e OAOLG ToVG avBpdToVS. OpPIGHEVH GUUTTOATE OTTOC 1) EvaucOncio pLoacTov
K0l 0 TOVOG GTIV KOWMA (GTOpdYL), O EUETOG KoL 1 vovTia ivar Tantdypova Thaveg evoeitelg
gyxopoovvne. Edv dev cag £pbetl mepiodoc Kot TaPOVCIAGETE AVTA TO GCUUTTMLOTO LETE, T AYN TOL
ellaOne, Oa mpénel va kavete teoT gykvpoovvng (PA. Tapdypapo 2 «Kdnom, Onhacuog kot
YOVILOTNTOY).

2oyVvEC avemBOUNTEC EVEPYELEG (UTOPEL Vo, ernpedoovy éws 1 otovs 10 avBpamovg):

- vovrtia, TOVog 1 Suceopia 6TV KoL (GTONAYL), EUETOG
- emimovn Tepiodog, TueAKO dAyog, evaichnoio LacToD

- movokEQUAOG, CaAn, uetaforég otn d160eon

- HiKo6 AAyog, 0GQLOAYiM, KOT®O

Oy ouyvég avemBounteg evépyeleg (umopei vo, exnpeaoovy éwg 1 arovg 100 avBpwmovg):

- dbppota, kaovpa, aéplo, Enpoctopio

- aovvinOeTn 1 aKAVOVIGTN KOATIKY atpoppayio, avENUEVT)/TOPATETAUEVY ELUVOPPOLT,
TPOEUUVOPPLGLOKO GUVOIPOLO, KOATIKOG EpEDIGLOC 1 KOATIKO EKKPLUa, peimon 1 adénon g
ceEovaiikng embopiog

- ekayerg

- oAAayéc onv 6peln, cuvalsOnUaTIKEG dLOTOPAYES, AVIoLYIO, OEYEPTT], SLGKOAN GTOV VTIVO,
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vvnAa, nuiKpavio, onTIKES StoTapayEg
- YpPUIROING GLVOpPOUN
- OKun, oepuatikég PAAPeS, KvNoHOg
- mopetdg, piyn, aichnuo Kakovylog

Zrdvieg avemBounTeC eVEPYELEC (umopel va ernpeaoovy éwg 1 arovg 1.000 avOpwmovg):

- KVNOUOG 1 TOVOG GTO YEVVITIKGA Opyava, TOVOG KATA TN SLAPKELN TNG 6EE0VAAKNG ETAPNS, pPHEN
KOOTNG 0TI ®OoBNKES, acVVHOIoTA EAAPPLY EUUVOPPOLO

- OTOAELN GLYKEVTIPOOT|G, TAYYOG, piyOg, OMOTPOCAVATOAMGLOG, Amobupia

- aovviBioto aicOnpa otov oeOHaALO, EpLOBPOTNTA TOL 0PBUALLOD, PMTOELUIGONGIN

- EnpotnTa oToV PApLYYa, SOTAPAYES TG YEVONG

- kvidwon (e€hvinua pe payopa), aicOnpo diyag

Avagopd avemBOuntov gvepyeidv

Edv mopatnpnoete kKamoto avemBOunt eVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPUOKOTOLO GOG 1)
dAAov emayyeApatio vyeiog. Avto oydel Kot Yo KaOe mboav avemBountn evépysia Tov dgv
OVOQEPETOL OTO TOPOV PUALO 00T YLDV ¥prione. Mropeite emiong va avoaQEpPETE aveTIBOUNTEC
evépyeleg amevbeiag, HEC® TOL EBVIKOD CLGTHIATOG AVOPOPAG TTOV avaypdpetal oto Mapdptnua V.
Méow g avapopdg avemBOUNTOV EvepYEI®V pumopeite vo. fondnoete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV UCPAAELD TOV TOPOVTOC POPUAKOD.

5. IIog va guraccetal To ellaOne
To pdppako avtd TPETEL VO, PUAACGETOL GE PEPT TTOL OgV TO PAETOVY Kot dev TO POEVOLY Ta TALOLdL.

Noa pn ¥pMOLUOTOLEITE AVTO TO PAPLOKO LETE TNV NHEPOUNVIa AENG TTOL AVOPEPETOL GTO KOVTI Kot
otV KyéAN petd v AHEH. H nuepounvia Aéng etvon n tedevtaio nuépa Tov Uivo Tov
OVOQEPETOL EKEL.

Ddvrdocete o€ Beppokpacio pikpoTepT TV 25°C. DVAACCETE TNV 0PYLIKT) CLGKELOAGIN Y10l VO,
TPOCTOTEVETAL OO TNV VYpacio. DVAACCETE TNV KLVWEAN 6TO eEMTEPIKO KOVTI Y10l VOl TPOGTOTEVETOL
omo T0 POC.

Mnv metdite eappoKa 6to vepd g amoyétevons. Potote tov gappokomold Gog yio 10 Tos v
TETAEETE TOL PAPLLOKA TTOV OEV YPNOLoTOoLEiTe . Avtd Ta pétpa Bo fondncovy oty Tpoctacio Tov
nepPdAlovrtog.

6. Iepreyépevo TG CVEKEVAGIOS KOl AOITES TANPOPOPiEg
Ty mepréyer To ellaOne
- Hdpaotikn ovcia eivan ) ulipristal acetate. Kae diokio mepiéyet 30 yihrootdypappo ulipristal

acetate.
- Ta @&\Aa cvotoTikd gival povoddpikn AakToln, ToPiddvn, voTplovyog KpooKaPUEAOLN, GTEATIKO

LLOyVIG10.
Ep@dvion tov ellaOne ko mepley6pevo s 6VOKELAGIOG
To ellaOne givar d1okio Aevkd TPOG KPEUMOES e OYN LOPUAPOV, GTPOYYVAEUEVO, SLOUETPOL 9 mm, LE
yopayuévn v évoeién “ella” xar oTig dVO TAEVPEC.
To ellaOne dwatiBetan 6e Kovti OV MEPIEXEL pio KLWEAN pe 1 diokio.
Kéroyog Aderag Kvkhogpopiag
LABORATOIRE HRA PHARMA
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200 avenue de Paris

92320 CHATILLON

TodAia

E-mail: info-ella@hra-pharma.com

IMopaockevaotic
Cenexi

17, rue de Pontoise
F-95520 Osny
TaAAia

Laboratorios Le6n Farma S.A.

C/ La Vallina, s/n Pol. Ind. Navatejera
24008 Navatejera, Leon

Iomavia

Delpharm Lille S.A.S.

Parc d’activités Roubaix-Est
22, rue de Toufflers

CS 50070

59452 Lys-Lez-Lannoy
TaAlio

I'a omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvbeite otov tomikd aviumpoésmmo Tov Katdyov g Adstoc Kukiopopiag:

Belgié/Belgique/Belgien Lietuva

HRA Pharma Benelux Orivas UAB

Tél/Tel: +32 2 709 2295 Tel: +370 5 252 6570
Bbnarapus Luxembourg/Luxemburg
A&D Pharma Bulgaria HRA Pharma Benelux
Tem.: +359 800 12 400 Tél/Tel: +32 2 709 2295
Ceska republika Magyarorszag

Akacia Group, s.r.0. Aramis Pharma Kft.

Tel: +420-(0)220 610 491 Tel.: +36-(0)1 219 0775
Danmark Malta

Midsona Danmark A/S Laboratoire HRA Pharma
TIf: + 4598 54 22 88 Tel: +33-(0)1 40 33 11 30
Deutschland Nederland

HRA Pharma Deutschland GmbH HRA Pharma Benelux
Tel: +49-(0)234 516 592-0 Tel: +32 2 709 2295

Eesti Norge

Orivas OU Midsona Norge AS

Tel: +372 639 8845 TIf: +47 24 11 01 00
EMado Osterreich

APPIANI PAPMAKEYTIKH AE Sanova Pharma GesmbH
TnA: +30-(0)210 66 83 000 Tel: +43-(0)1 801 040
Espaiia Polska

HRA Pharma Iberia S.L. A&D Pharma Poland Sp. z o. o.
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Tel: + 34-(0)902 107 428

France
HRA Pharma France
Tél/Tel: +33-(0) 1 53 24 81 00

Hrvatska
Arenda d.o.o.
Tel: +385-(0)1 644 44 80

Ireland
Laboratoire HRA Pharma
Tel: +33-(0)1 4033 11 30

sland
Laboratoire HRA Pharma
Simi: +33-(0)1 40 33 11 30

Tel: + 48-(0)22 570 27 00

Portugal

HRA Pharma Iberia S.L.
sucursal em Portugal
Tel: +351 707 501 996

Roménia
A&D Pharma Romania
Tel: +40-(0)372 072 219

Slovenija
Dr. Gorki¢ d.o.o.
Tel: + 386-(0)1 7590 251

Slovenska republika
Liek, s.r.o.
Tel: +421-(0)905 667 410

Italia Suomi/Finland
HRA Pharma Italia srl, societa unipersonale Midsona Finland Oy
Tel: +39 06 59 60 09 87 Pub/Tel: + 358-(0) 20 743 4755

Kvmpog Sverige

APPIANI PAPMAKEYTIKH AE Midsona Sverige AB

TnA: +30-(0) 210 66 83 000 Tel: +46-(0) 20 78 88 01

Latvija United Kingdom

Orivas SIA HRA Pharma UK & Ireland Limited

Tel: +371 676 124 01 Tel: 0800 917 9548

To wapov @VAL0 001YLAV Yp1ioNS ovoOEOmPNONKE YIo TEAELTAIN POPA GTIC

Aemtopepeic TANpoopieg yio To papprako avtd eivar dtabéoipeg 6to dikTvakd TOTO ToL Evpmmaikon
Opyaviopov @apudimv: http:// www.ema.europa.eu.

XPHEIMEXZ NAHPO®OPIEX I'A THN ANTIZYAAHYH
HNEPIZXOTEPEX MAHPO®OPIEX I'TA THN ENIEITOYXZA ANTIZYAAHYH
Oco 7o ohvVToUN TAPETE TO CKEVAGLO ENMEIYOVOAG AVIIGVAANYTG, TOCO TEPIOCOTEPO AVEAVOVTOL OL

TOAVOTNTEG ATOPLYNC TNG EYKVUOGUVNG.
H eneiyovca avticOAAYN dev TPOKELTOL VO EXNPEGGEL TN YOVILOTNTE GOC.

H enelyovoo oavticOAANYN umopel va kabvotepnoet v wobviakioppnéio katd tn StdpKelo £vOG
KATOUVIOL KOKAOV, 0AAG dev Ba GOC TPOSTUTEWEL OO TO VO HEIVETE £YKVOG OF TEPIMTMOOT VENG
0€E0VOMKNG EMAPNG YOPIC TPOPLAGEELS. Ao APeTe TO dloKio EMEIYOVGAG AVTIGVAANYNG Kal UEYPL
TNV enduevN TEP10d0 Gag, Bo TPEMEL VOl YPTICLUOTTOLEITE TPOPVAUKTIKO o€ KAOe 0eE0VAAIKT ETOQT].

HNEPIXXOTEPEX IAHPO®OPIEX I'TA THN TAKTIKH ANTIXYAAHYH

Edv ndpete enciyovoa avticOAANYN Kot dev ypnoiponoleite Taktikn pEBodo aviicAAnyng (1 dev £xete
Bper pébodo avticvAAnyng Tov oag Tonptdlet), {nTnoTe T GLUBOLAT TOV YITPOV GOG T UIKG KAVIKNG
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O1KOYEVELOKOV TPOYPOUUUOTIGHOV. AloTiBevTon TOAAN O10POPETIKA €101 AVTIGOAAN WG, Kal Ba Tpémet val
Ppeite tn pné€Bodo mov givar KatdAANAN Y10, €50G.
Hopadeiypato taxtikdv pedddwmv avticOAANYNG:

KaOnpepivéc pédoodor
AVTIGUAANTTIKO YO

Epdopadraicc | pnviaicg pédooot

AvticuAANTTIKG emibepio KoAmikog d0KTOA0G
Maokpoypoévieg pédooot
AVTIGUAANTTIKO EUPVTEVUOL Evdopntpro oneipaua (IUD)
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@vAro ooV (piong: IIAnpogopics yria Tov yprjot

ellaOne 30 mg emxalvppévo pe Aewtd vUEVIO O16KI0
Ulipristal acetate

AP aoTE TPOGEKTIKA OLOKANPO TO PVAAO 00N YLDV YPIONGS TPLV UPYIGETE VU YPNCLUOTOLEITE AVTO
TO QOPUOKO, OLOTL TEPLAUUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

[Ipénel mbvrote va maipvete avtd T0 PAPUAKO aKPIPOS OTMS TEPTYPAPETAL GTO TOPOV GUALO 0ONYIDOV

¥PNONG N COLP®VA LE TIG 0ONYIES TOL YIATPOV, TOL POAPUOKOTOLOD 1} TOV TAPOYOV VYEIOVOUIKNG

nepiBaiymg coc.

- DuraEre avtd To EOALO 0dNYIDV Yprione. Towg ypelaotel va to dwufdoete Eava.

- AmevBuvleite 6TOV PUPUAKOTOLO GOG EAV YPELNGTEITE TEPIGGOTEPES TANPOPOPIEG 1] GULPOVAEC.

- Edv mapotnprioete Kamolo, avemBounTn evépyela, EVIUEPMDGTE TOV POPLOKOTOLO, TOV YILTPO
G0G M GAAOV TAPOYO VYEIOVOULKNG TTEpiBodlymMG. AvTd 1oyveL Kol Yo kBe mhav avemiBount
EVEPYELD TTOL OEV OVOPEPETOL GTO TAPOV PUALO 0O YLDV Ypronc. BAéme mapdypago 4.

T epréyel 1o mapoév UAA0 00N YIOV:

Tt etvan to ellaOne kot wota givon ) yprion Tov

T pénet va yvopilete mpv mapete to ellaOne

[dg va mépete To ellaOne

[MBavéc avemBounteg evépyeleg

I[og va puidcoetal to ellaOne

[Tepreyduevo g cvokevasiog Kot AoméG TAnpopopieg
- Xp1olUES TANPOPOPIEG GYETIKA LE TNV AVTIGUAANYT)

AN

1. Th givan To ellaOne ko wora givan 1 YpfoN TOL

To ellaOne givol oKeVOGLLO. ETETYOVLGOC AVTIGOVAANWTC.

To ellaOne gival £va OVTIGVAANTTIKO LE GKOTO TNV GIOTPOTN EYKVUOGHVNG UETH 0td GeE0VOAKT

EMOEN WPIG TPOPLAAEELG 1 O€ TEPIMTOON TTOL 1) LEBOSOG UVTIGOAAYNC TOV YPTCILOTO0NKE

ométvye. o mapaderypo:

- og mepintmon 6e£oVaAKNG EMAPNC Y OPIG TPOPLAAEELS:

- O€ MEPIMT®ON TOL TO TPOPLAUKTIKO TOL GLUVTPOPOV COG GKIGTNKE, YAIoTpNnoe i Pynke, N o€
TEPIMTOON TOL EEYACATE VAL PN CULOTONGETE TPOPVAOKTIKO

- og mePImT®OoN MoV deV TPATE TO AVTIGLAANTTIKO GOG YOl COLPOVO LE TIC 0dNYiEG TOV Gag EYouV
do0el.

®o TPEMEL VO, TAPETE TO O1GKI0 TO GLVTOHOTEPO SLVATOV UETA TN 6EEOVOAIKT ETOPT, KO EVTOG
HEY16TOoL dtaeTHUATOC S Nuepdv (120 mpdv).
To cvykekpipévo ddotnuo opictnke Kabmg To oméppa pumopel va emPriocel £m¢ Kot 5 uépeg uéca

GTO GMUM GOG LETE TN 6EEOVOAIKT| ETAPT.

To @appoko ovtd givar KATAAANAO Y10t OAEG TIC YUVOIKES OVOTOPOYMYIKNG NAKIOGC,
cuumePAapPavoUEVEY TV PNBwV.

Mmnopeite vo TapeTe T0 S10KI0 G€ OMOLAONTOTE PACT TNG TEPLOOOV GG,

To ellaOne dgv dpa. £Gv giote NON £YKLOC.

Edv éyel kabootepnoet n mepiododg cog, eivar mbavo va giote £ykvog. Edv £yel kabvotepnost 1
mEP10d0¢ G0 N Tapovstalete copmTOpaTo EYKLHoovvS (Bapd atiboc, Tpmivi vavtia), Ba tpénel va
ovuPovievteite yiatpd 1| GALOV TAPOYO VYEIOVOULKNG TEPIBaAYMG TpOTOD TTdpETE TO d1oKiO.
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e mepinton oeEoVAAKNG EMOPNG YOPIG TPOPVAAEEIS LETA TN AYT| TOV d1oKioV, TO PApPLLOKO OV Ba
GOG TPOSTATEWEL OO TO VAL LEIVETE EYKLOC.

H ceovahin enapn yopic TpoPLAGEEIC 0TOONTOTE GTIYIT KOTA TN SIUPKELN TOL KOKAOV GOg
UTOPEL VO 001 YNOEL GE EYKVIOGUV).

To ellaOne dgv mwpoopiletor va ypnoonoleiton oc Taktikn HE6odoc avTicOAAYC.

Edv dev ypnoylomoteite Taktikn pEBodo avticOAANYNG, GUINTNGTE UE TOV YIOTPO 1| TOV TAPOYO
VYEOVOLUKNG TTEPIBaAYT G OV cag TapakoAlovdel Yo va emlééete po péBodo mov eivorl KOTAAANAN
Y0 €G0C.

IIoc Aertovpyei to ellaOne

To ellaOne mepiéyel v oveia ulipristal acetate, Tov dpo. TPOTOTOIOVTAG T1 OPOCTNPLOTNTA TNG
(QUOIKNG OPUOVTG TPOYESTEPOVNG, 1| OTTola eivorl amapaitntn Yo va cvpPel woppnéia. Qg ek To0TOL, TO
@apuoKo ovto dpa ovaPdilovtag v woppnéio. H emetyovoa avticOAAym dev elval amoTEAEGLOTIKN
o€ OAgg TIg meputtdoelc. Amd Tig 100 yvvaikeg mov Aapfdavouv to pdppoko avto, mepimov 2 Oa
peivouv €ykveg.

To @appaxo ovtd givar £va OVTIGVAANTTIKO TOL YPNGYOTOLEITAL Y10, TV ATOTPOTH TG EVAPENG LOG
gyxopoovvne. Edv giote 10 £ykvog, dev TPOKELITUL VO SIOKOWEL TV VOIGTAUEVT] EYKVUOGHVT.

H eneiyovoo avticOAANWN dev TpooTateDel amd TIC 6£E0VAMKE LETAOIOOUEVEC AOUMEELC.

Movo 10 TPOPLANKTIKG UTOPOVV VO GOG TTPOGTATEYOLV AmO TIG 0EE0VOAIKE LETAIOOUEVES AOTUADEELS.
To @appaxo avtd dev Ba cog Tpoctatéyel omd T Aoipmén ard tov HIV 1 amd diia ce&ovolikd
UETAOIOOUEVE, VOOTILOTA (T1.). YACUDILY, EPTING TOV YEVVITIKDV OPYAV®OV, AKPOYOPIOVES TOV
YEVVITIKOV 0pYyavmv, yovoppota, nratitida B kot cueiln). AnevbuvBeite oe mlpoyo vyEOVOLIKNG
mePiBaiymc Yo GUUPOLAEG GV VNGLYELTE YO TAL TOPOATAV®.

[TeprocoTepec TANPOPOPieg OYETIKA e TNV AVTICOAANYT TOPEXOVTAL OTO TEAOG TOV TOPOVTOG GUAAOL
001 YLDV

2. T pémer va yvopilete apv wapete To ellaOne
Mnyv napete to ellaOne

. og mepintwon ailepyiog otnv ulipristal acetate 1] 6 omolodnTOTE GALO OO TOL GLGTATIKA AVTOV
TOV QAPUAKOL (avapEpovTal 6TV Tapdypapo 6).

Ipogdomomosic ko TpoPpvAaEeg

AmevBuvBeite oTov oppakonold, Tov yiatpd cag N GAAOV emayyelpotio vyelag TPy TAPETE TO

@apLOKO 0VTO

- &bv €xel kaBvoteprioetl 1 Teploddg oag 1 ebv epeoavilovial copnTdpaTa eykopocvvig (Papd
otfoc, Tpwwvn vavtia), kabodg propetl va glote 6N €yxvog (PA. v mapdypago «Kdnon,
Onhacpog Kot yovipotntoy):

- &6v mhoyete amd coPapd dobua-

- elv mdoyete and coPapi NTATIKN VOCO.

e OAEG TIC YUVOIKEG, 1) EMELYOLGO AVTICOAANYN TTPETEL VO AAUPEVETOL OGO TO SVVATOV GUVTOUOTEP
peTd ™ ceEovalikn emaen Yopic TpoLAdEels. Ymapyovv oplouéveg evoeifelg 0t n
OTOTEAECUATIKOTNTO CLTOV TOV PUPHAKOL EVOEXETAL VoL PLEW®BEL e TNV ahENoT TOL CEOUATIKOD
Bapovg 1 tov deiktn pnalag copatog (AMY). Qo10660, T0. €V AOY® de00UEVA TTOV TEPLOPICUEVA KOl
acan. XVVenms, n ANy tov ellaOne e€axolovbel va cuvietdtol 6g OAES TIG YUVOIKEC aveEapTNT®S
ocopoTIKoD Bapovg 1 AME.
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Edv éyete omoladnmote avnovyio yio toyxdv mpoPAnpato mov oyetilovtal pe T Ay enetyovcog
AVTIGVAANYTG, armevBuvieite o€ KATOLOV EMAYYEALOTIO TOV TOUED TNG VYELOVOLIKNG TTEPIBAAYTG.

Edv peivete €ykvog mopd T Aqyn 0vTo0 TOL POPUAKOL, EIVOL CTIUOVTIKO VO ETICKEPTEITE TOV Y1ATPO
cag. [ meprocoTepeg TANpoopieg, avatpééte otnv Tapdypapo «Konor, nrlacpog kot yoviuotntoy.

Al avTicvANTTIKG Kot To ellaOne

To @dappoako ovtd PTOPEL VO LEIDCEL TPOCSOPIVA TNV ATOTEAEGATIKOTITO TOV OPUOVIKDV
AVTIGVAANTTIKOV TOV AGUPAVOVTOL/ PN OUOTOI00VTOL TOKTIKA, 0TS yoma Kot entfépata. Edv
Aappdvete ent TOL TAPOVTOG OPLOVIKT AVTICOAANYT, GUVEXIGTE VO T XPTOLUOTOIEITE MG CLVNBW®G
HeTd T AMyn 1oL S1oKiov, dAAAL VAL YPTCLLOTOLEITE TPOPLANKTIKG GE KAOE GEEOVOAIKY] ETAPY| GOG
péypt v endpevn mepiodo.

Mnv napete 10 ellaOne poli pe GAlo yom enciyovoag avticOAANYNG oV TEPIE)EL AEPOVOPYESTPERT.
Edv ta mépete pali, pmopel vo LEWDGETE TNV TOTEAEGHOTIKOTITO AVTOD TOL POPLAKOD.

Alro @appoxa ko ellaOne

Evnuepdote tov oappokorold, Tov yiurpd oog 1 GAAOV TApoyo VYEOVOKYG TepiBaiymg ebv
aipvete, N Exete TPOGPATA TAPEL AAAL PAPLAKO, AKOLT KOL OVTA TOL YOPTYOLVTAL Y®PIS GuVTAYN 1
QLTIKA EEPLOKOL.

Opiopéva eapuoKo evOEYETAL Vo EUTOdIcoVV Tr 6maoTty opdor tov ellaOne. Edv €yete ypnoyomooet

OTO10ONTOTE OO T TAPUKATO PAPLOKO KOTE TN d1dpkela TV Terevtainv 4 efoopddwv, To ellaOne

umopel va glvar Myotepo KaTtdAAnAo Yo €50G. O yoTpdg GO UTOPEL VO, GUVTAYOYPAPNGEL KATOLOV

Ao TOTO (L1 OPLOVIKNG) EMETYOVGAG AVTIGUAANYNG, ONAAOT evdourtplo oneipapa pe yorko (Cu-

IUD):

- (QAPUOKO TOV YPNCLUOTOLOVVTOL Y10 TV OVTILETMMION TG EMANYING (Yl Topadery o, TPUdOV,
pawvoPapPrrdin, patvutoivn, eoceavotoivn KapPapalenivn, oékapPalenivn kat fapPirovpikd),

- (APULOKO TOV YPNGLULOTOLOVVTOL Y10l TV OVIILETMOMICT TG PLUATIOONS (Yo Topadety L,
PLOOUTIKIVY], PLOOUTOVTIVY)

- Ogpaneia yia tov 16 HIV (prrovafipn, spafipévin, vepipomivn)

- éva pdpuako mov ypnotponoteital ot Oepaneio poknTIOCIKGOV AOUdEEDVY (YKPe0@OVAPIvN)

- @uTIKd BepamevTiKd ckevdopata mov TeEPEyovy Paicapdyopto (Hypericum perforatum).

YvpPovievteite TOV YLOTPO 1) TOV POPUAKOTOLO GaG TPV YpTolLoTolioete 1o ellaOne otov
ypnotponoleite (M &xete TPAHSPATO YPNGULOTOGEL) OLOONTOTE OO TA PAPLLOKA, TTOL CVOPEPOVTOL
TAPATAV®.

Kinon, Onhaopoc ko yovipétnta
Kvnon

IIpotob mhpete TO EAPLOKO AVTO, EVIIUEPDGTE TOV POPLLOKOTOL0, TOV Y1UTPO GaG 1 GALOV TAPOYO
VYELOVOLKNG TTEPIBOAYTG, 1 KAVETE TECT EYKLHOCVVNG TPOKELUEVOL Vo feParmBeite 6TL dev eloTe 10N
€yvog (PA. v mapdypaeo «IIpogldonomoelg kot TPoPUAGEELS).

To @appako ovtd givar £va OVTIGVAANTTIKO TOL YPNGYOTOLEITAL Y10, TV OTOTPOTH TG EVAPENG LLOG
gyxopoovvne. Edv elote 10 éykvog, dev TpoOKeLTOL v SLOKOWEL TNV VOIGTAUEVT] EYKVUOGUVY).

Edv peiverte £yxvog mapd tn Ayn awtod ToL GApPUAKOL, OEV VTAPYOLV GTOLXELN TOL VO DTOSEIKVOOVV
0TL T0 WTO6 Ba eMNpedoel TV €YKLHOoHVN 6ag. 26TOG0, Elval GNUAVTIKO VO ETICKEPTEITE TOV Y1UTPO
cag. Onwg og KGO eykvpociv, o yiotpog cag pumopet vo embopel va Pefaiwbdel 6t 1o EuPpvo dev
avamTOOCETOL EKTOG TNG UNTPOS. AVTO glvarl 1010{TEPA CTIOVTIKO EQV TOPOVGLACETE GOPaPd TOVO GTNV
KOl (oTopdyy) v opoppayic 1 edv Katd to TaperBov elyate €yKLUOGLVN EKTOC TNG UNTPOS,
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vroPAnOnKate o€ YEPOLPYIKN EXEUPOOT OTIC GAATLYYEC 1] TAGYATE OO LaKpoypovia (xpdvia)
Aolp®én TV yEVWNTIK®V.

Edv peivere €yxvog mopd ™ Aqyn tov ellaOne, cuvietdrtal va {nthoeTe amd Tov Y1Tpo Gog Vo
KOTOYMPIGEL TNV EYKLHOGHVN GOG G€ VA EXIONIO UNTPDO. MTopeite v avapEpETe AVTEC TIG
TAnpoeopiec kot 1 1010 61N drevBvvon www.hra-pregnancy-registry.com. Ot minpogpopieg cag Oa
mopapeivouy avovopes — Kaveic dev Ba yvmpilel 61t ot TAnpoopieg apopovv ecdc. Edv popaoteite
TIG TANPOPOPIEG TTOV GAG APOPOVY UTopel vo. fondncete 610 LEAAOV GALEC YUVOIKES VO KOTOVOT|GOLY
KOADTEPO TNV AGPAAELN 1] TOLG KIvdUVOLG ToL ellaOne kotd T didpKela TG EYKVUOGHVNG.

OnAacpos

Edv ndpete 10 papuaxo avtd 6co Onidlete, un OnAdoete ent pua efdopdada petd ) Aqyn. Kotd to
SIoTNUE 0VTO GUVICTATOL VO YPT|CILOTOEITE ONANGTPO Y10 VO GUVEXICTEL 1] TAPAY®OYT| YHAOKTOG,
OAAG VO TETATE TO UNTPIKO YAAQ TOV avTAgite. Agv gival yvmotn 1 enidpacn mov Ba £xel o OnAacpog
07O LOPO GOg TNV EROOUAdE. LETA TN ANYT VTOD TOL PUPAKOV.

Tovipémro

To @appaxo ovtod dev Ba emNpedcel T LEALOVTIKT YOVILOTNTE GOG. L€ MEPINTM®OT GEEOVOAIKNG
EMOPNG YOPIG TPOPLAGEEIS LETE TN AYN AVTOD TOL PAPUAKOD, TO PAPUOKO OEV TPOKELTAL VO
amotpéyel pia eykopoovvn. Katd cuvéneia, eivol onpoviikd va yprcIULOTOIEITE TPOPLAAKTIKA HLEYPL
™V emouevn mePiodo Gag.

Edv embBopeite va Eexivioete 1 va cuveyiceTe Vo YpNGLLOTOLEITE Ll TOKTIKT HEBOOO aVTIGUAANYNG
petd ) Aym avtod Tov papudkov, pmopeite va o mpdete. (26T0G0, TPENEL EMIONG VAL
YPT|CULOTOLEITE TPOPUAAKTIKG, LLEYPL TIV ETOUEVT TEPI0OO GOC.

Oonynon kKo yEPGROS PNYAVEOV

Metd ™ Aqyn owtod Tov PapUEKov, OPIGUEVES YUVaiKeS eppavicay (aAn, vabpotnta, Baurr 6pacn
Ko/ andrela cuykévipmong (PA. mapdaypapo 4). Edv epoavicete avutd o cupntdpato, unv oonyeite
Kot punv xepileote pnyovés.

To ellaOne mepréyer Aaxtoln.

Edv o yiatpog oag 1 GAAOG TApoY0G VYEIOVOUIKNG TepiBalyng odg Exel evUEPDGEL OTL EXETE
dvoaveéio og OploPEVO GAKYOPO, EVIILEPDOTE GYETIKA TOV PUPLOKOTOLO GOG TPV OO TH ANYN TOL
GUYKEKPLUEVOD QOPUAKOL.

3. [og va napete 10 ellaOne
[Tavtote va maipvete avTO TO PAPUOKO UKPIPMG OTWS TEPTYPAPETUL GTO TAPOV PUAAO 0O YLDV YPNONS
N cOLPOVA LE TIC 00T YIEG TOL PUPIOKOTOLOD, TOV YIATPOD GOG 1| AAAOD TAPOYOV VYELOVOUIKNG

nepiBoiyme. Eqv €xete apupiporiec, pmTNOTE TOV GOPUOKOTOLO 1] TOV YIOTPO GOGC.

Il va apete 1o emkoivupuévo pe Aemtd vuévio diokio ellaOne

- AdPete éva d1okio amd TO GTOUA OGO TO SLVOTOV GLVTOUOTEPX Kol O)L APYOTEPQ OO 5 NUEPES
(120 dpeg) petd T 6eE0VOMKN ETAPT YOPIG TPOPLAAEELS 1) TNV ATOTVYIO TNE OVTIGLAANTTIKNG
peboddov. [apte 10 diokio ywpic kabvotépnon .

- Mmopeite va AdPete o d1okio o€ 0mO1ONTOTE PAGT TOL KOKAOV GOG.

- Mmnopeite va AdPete T0 S16KI0 0TOIONTOTE GTIYUT TNG NUEPAS, TPV, KOTA TN SIAPKELN ) LETA TO
yeO AL

- Edv ypnowomnoteite £va amd T0 QAPHOKA TOV PTOPEL VO, UMV EMLTPETOVY TN GOGTH OPAGCT] TOV
ellaOne (PA. mapdypogo 2 «T1 mpénet vo yvopilete npv mapete to ellaOner) 1 £xete
YPTOULOTOGEL EVAL OO QT TO, PapUaKa TG TEAEVTOiES 4 eBdouddes, To ellaOne umopei va dpa.
AYOTEPO AMOTEAEGUATIKA Y10 GGG, ZVUPBOLAEVTEITE TOV YLOTPO 1] TOV POPUAKOTOLO GG TPV
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ypnopomomoete 1o ellaOne. O yaTpdg cag UTOPEL VO GUVTOYOYPUPT|GEL KATOLOV AAAO TOUTO (LN
OPLOVIKNG) emelyovoag ovTIGOAAN YIS, dNAadT| evoounTplo oneipapa pe xaikd (Cu-IUD).

Edv kdvete epuetd petd tn Anwn tov ellaOne

- Edv kdvete guetd evtog 3 ompdv amd ™ Ayn Tov d1oKiov, mhpete GAAO 016Ki0 TO GLVTOUATEPO
duvatov.

Edv éyete oc€ovalxn eraon petd t Awn tov ellaOne

Xe mepinton 6eE0VAAKNG ETAPNS Y®PIC TPOPLAAEEIC LETE T AYN TOL d16KI0V, TO PAPHOKO deV Oa
GOG TPOSTATEWYEL OO TO VO LEIVETE £YKVOG. APOD TAPETE TO OIOKIO Kol LLEYPL TNV EMOUEVT] TEPI0OO
oag, 0o TPEMEL VO, YPTCILOTOLEITE TPOPLVAUKTIKO G€ KABE 6e£0VOAKT| ETOPN.

Edv xabvotepniost n enduevn tepioddc cac petd tn Anwn tov ellaOne

Metd ) Aqyn tov diokiov, eivarl ueloAoYIkd vo Kabvotepnoel Ayec nuépec n Tepiodds cag.
Qc1000, €dv 1 TEPI0dOG c0¢ KaBvoTePGEL TAV® amd 7 NUEPES, EAV 1) apLoppayio TN TEPLOdoL gival
TOAD LUKPN 1 TOAD LEYEAN 1 €AV ELQUVIGETE GUUTTMOLOTA OTOC TOVO GTNV KOIAA (GTOUd) L),
gvoloOnoia pootob, epeTd N vavtio, Uropel va i6Te £YKV0G. Ba TPEMEL VoL KAVETE AUECHOG TECT
gyxopoovvne. Edv giote €ykvog, eivarl onuovtikd va emokepteite Tov yiotpod cog (BA. v mapdypagpo
«Kvmon, Onrhaopog kot yovipotnto).

Edv napete peyarvtepn 66on ellaOne omd TNV KAvVOVIKN

Agv &yovv yivel avapopég emPrapav emdpdoemy amd T AN VYNAOTEPNS 600G AVTOD TOL
QOPUAKOV OO Tr GUVIGTOUEVN. 201060, (NTNGETE T1 GUUBOVLAN TOL POPUAKOTOLOD, TOV YIATPOV GOGC
M GALov TaPOYOL VYEIOVOUIKNG TTEpiBalymG.

Edv &yete mep1ocdtepeg EpMTNOELS GYETIKA LE TN YPTOT CLTOV TOL PAPUAKOV, POTHOTE TOV
(QOPUOKOTOL), TOV YITPO GO N GALOV TAPOYO VYEOVOULKNG TeEPiBoiymc.

4. MBavéc avemOOuNTES EVEPYELEG

Onwg 6ha Ta eApprOKa, £TGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AVETIHOUNTEC EVEPYELEG OV
Kot dgv Tapovcldlovtal o€ OAovGg Toug avBpdOTOLS. OPIGUEVE CUUTTOUATO OTTMOG 1) Evoucncio LacTo
K0l 0 TOVOG GTIV KOWMA (GTOpAYL), O EUETOG KoL 1 vouTia ivar Tantdypova Thaveg evoeitelg
gykvpoovtvng. Edv dev cog €pBet mepiodog Kot mopovcIldcETe OVTA TO GUUTTMUATO LETA T AYN TOV
ellaOne, Ba Tpémel va KaveTe 10T gyKLPOGVVNG (BA. mapdypapo «Kvnomn, Inlaouog Kot
YOVILOTNTOY).

2uyvég avemBounteg eVEPYELEC (umopel va exnpedoovy éwg 1 arovg 10 avBpwmovg):

- vavtia, Té6vog 1 Suoeopia 6TV KotMd (GTopdy), EPETOC
- emimovn Tepiodog, TueAKO dAYog, evaichnoio LacTov

- movokéQUAog, CAAN, uetaforég otn d160son

- Wikd ahyog, ooceualyio, KOTOON

Oy ovyvéc avembBounteg evépyeleg (umopet vo emnpedoovy éws 1 arovs 100 avBpwmovg):

- dbppota, kaovpa, aéplo, Enpoctopio

- aovvnOot M akavOVIeTN KOATIKN Glopporyic, aENUEV)/TOPATETOUEVT EUUNVOPPOLL,
TPOEUUNVOPPLOIAKO GVVIPOUO, KOATIKOG epedopdc 1} KOATIKO EKKpipa, peimon 1 avénon g
oceEovaiikng embopiog

- eEhyerg

- oAayéc onv O6peln, cvvaicOnpaticés dtuTapayés, avnovyia, 0EyePoT), SLGKOAMA GTOV VTIVO,
vvnAa, Npkpavio, OTTIKES SLOTAPOYES
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- YPII®OING GLVOPOUN
- OKun, oepuaTikég PAAPES, KVNOUOG
- mopetdg, piyn, aicnuo Kakovylog

Zrdvieg avemBounTeC eVEPYELEC (umopel va ernpeaoovy éwg 1 arovg 1.000 avOpwmovg):

- KVNOUOG 1 TOVOG OTA YEVVNTIKA Opyaval, TOVOG KOTE T OdpKELD TG GEEOVOMKNG ETAPNS, PEN
KOOTNG OTIC WOoBNKES, acVVNOIoTA EAAPPLY EUUVOPPOLA

- OTOAELN GLYKEVTPOOT|G, TAMYYOG, PiyOg, OMOTPOCAVATOAGLOG, Amobupia

- aovvnboto aictnpa otov oeBarpd, epuBpotnTa Tov 0PHAALOD, PoTOoELAIGONGIN

- EnpotnTa oToV PApLYYa, SOTAPAYES TG YEVONG

- kvidwon (e€hvinua pe payovpa), aicOnuo dlyag

Avagopd avemBOuntwov gvepyeidv

Edv mopatnpnoete kKamoto avemBOunt eVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPUOKOTOLO GOG 1)
dAhov emayyelpotio vygiog. Avto 1oyvet kot yio kiBe mhovi avemBOunTn evEpyeELd TOV dEV
OVOQEPETOL OTO TOPOV PUALO 00T YLDV Yprione. Mropeite emiong va ovaQEPETE aveTIBVUNTEC
evépyeleg amevbeiag, HEC® TOL EBVIKOD CLGTNIATOG AVOPOPAG TTOV avaypdpetal oto Mapdptnua V.
Méo® G avapopds avemBounTmy evepyeldv umopeite va fondnocete 6t GLAALOYY TEPIGGITEPWV
TANPOPOPLDY GYETIKA LLE TNV UCPAAELD TOV TOPOVTOC POPLAKOD.

5. o va puiacoetat To ellaOne
To @appoako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TOl TOdLA.

No pn ¥pMnoLUOTOLEITE AVTO TO PAPOKO LETE TNV NHEPOUNVIa AENG TTOL AVOPEPETOL GTO KOVTL Kot
otV KoyéAn petd v AHEH. H nuepounvia AnéEng etvar n tehevtoio nuépa Tov pnva mov
oVOQEPETOL EKEL.

To pappaxo avtd dev amaitel Waitepeg cvvONKeg POAUENG.

Mnv metdte eappoKa 6to vepd TG omoyétevons. Potmote Tov gappokorold cog yio 1o Tmg va
TETAEETE TO PAPLLOKA TTOV OEV ypnoomoteite ma. Avtd ta pétpa Ba fondncovy oty tpoctacio Tov
nepPdAriovrog.

6. epreyopevo TG GVGKEVAGIAS KOl AOUTES TANPOPOPIES
Tvnegpréyer 1o ellaOne

- Hdpaotikn ovoia etvar i ulipristal acetate. Ka6e emkodvppévo pe Aentd vpévio diokio mepiéyet
30 ytvootoypappa ulipristal acetate.

- Ta @\ha cvototikd givor:

- IvpAvag dioxiov: povobdpikn Aaktoln, mofidovr, vatTplovyog KpookapueAoln, OTEATIKO
HoyviGlo

- Emuwdioyn pe Aemtd vpévio: moAvPrvoiikn adkooin (E1203), paxpoyorn (E1521), tdikng
(E1521), d10&¢gidto tov titaviov (E171), moAvcopBdtn 80 (E433), kitpvo 0&eidio Tov Gidnpov
(E433), mupitikd apythokdito (ES55).

Epg@évion tov ellaOne ko epreydpevo g 6uoKevaciog
To ellaOne givar ypvod emkaivppévo pe Aewto vuévio diokio o€ oynue aomidag (SlapéTpov mepinov
10,8 mm), pe yapaypévn v évoeiln “ella” kot otic dvo TAevpéc.

To ellaOne dwotifeton o€ KoVT TOL TEPIEYEL P KLWEAN pe 1 emMKAAVUUEVO pe AETTO VUEVIO O1GKIO.

Kéroyog Aderag Kvkrhogpopiag
LABORATOIRE HRA PHARMA
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200 avenue de Paris

92320 CHATILLON

TodAia

E-mail: info-ella@hra-pharma.com

IMopaockevaotic
Cenexi

17, rue de Pontoise
F-95520 Osny
TaAAia

Delpharm Lille S.A.S.

Parc d’activités Roubaix-Est
22, rue de Toufflers

CS 50070

59452 Lys-Lez-Lannoy
TaAhia

IMao omoadnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:

Belgié/Belgique/Belgien Lietuva

HRA Pharma Benelux Orivas UAB

Tél/Tel: +32 2 709 2295 Tel: +370 5 252 6570
Bbnarapus Luxembourg/Luxemburg
A&D Pharma Bulgaria HRA Pharma Benelux
Tem.: +359 800 12 400 Tél/Tel: +32 2 709 2295
Ceska republika Magyarorszag

Akacia Group, s.r.0. Aramis Pharma Kft.

Tel: +420-(0)220 610 491 Tel.: + 36-(0)1 219 0775
Danmark Malta

Midsona Danmark A/S Laboratoire HRA Pharma
TIf: + 4598 54 22 88 Tel: +33-(0)1 4033 11 30
Deutschland Nederland

HRA Pharma Deutschland GmbH HRA Pharma Benelux
Tel: + 49-(0)234 516 592-0 Tel: +32 2 709 2295

Eesti Norge

Orivas OU Midsona Norge AS

Tel: +372 639 8845 TIf: +47 24 11 01 00
EMado Osterreich

APPIANI PAPMAKEYTIKH AE Sanova Pharma GesmbH
TnA: +30-(0)210 66 83 000 Tel: +43-(0)1 801 040
Espaiia Polska

HRA Pharma Iberia S.L. A&D Pharma Poland Sp. z o. o.
Tel: + 34-(0)902 107 428 Tel: + 48-(0)22 570 27 00
France Portugal

HRA Pharma France HRA Pharma Iberia S.L.
Tél/Tel: +33-(0) 1 53 24 81 00 sucursal em Portugal

Tel: +351 707 501 996
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Hrvatska Romaénia

Arenda d.o.o. A&D Pharma Romania

Tel: + 385-(0)1 644 44 80 Tel: +40-(0)372 072 219
Ireland Slovenija

Laboratoire HRA Pharma Dr. Gorki¢ d.o.o.

Tel: +33-(0)1 4033 11 30 Tel: + 386-(0)1 7590 251
Island Slovenska republika
Laboratoire HRA Pharma Liek, s.r.o.

Simi: +33-(0)1 40 33 11 30 Tel: +421-(0)905 667 410
Italia Suomi/Finland

HRA Pharma Italia srl, societa unipersonale Midsona Finland Oy

Tel: +39 06 59 60 09 87 Puh/Tel: + 358-(0) 20 743 4755
Kvmpog Sverige

APPIANI PAPMAKEYTIKH AE Midsona Sverige AB

TnA: +30-(0) 210 66 83 000 Tel: +46-(0) 20 78 88 01
Latvija United Kingdom

Orivas SIA HRA Pharma UK & Ireland Limited
Tel: +371 676 124 01 Tel: 0800 917 9548

To Tapov @UALO 00 YLOV Yp1I6NE avols@PNONKE Y10 TEAEVTUIO POPE OTIC

Aentopepeic TAnpoopieg yio To pappoko avtd eivar d1a8éoipeg oto dikTLAKO TOTO ToL Evpmraikon
Opyaviopot @oppdrmv: http:/ www.ema.europa.eu.

XPHXIMEX ITAHPO®OPIEX I'TA THN ANTIXYAAHYH
HNEPIXXOTEPEX IIAHPO®OPIEX I'TA THN EIIEII'OYXA ANTIZYAAHYH

Ooco mo ohviopa ThpeTe TO OKEVUOUO, ENEIYOLGUS AVIIGOAANYNG, TOGO TTEPIGGOTEPO AVEAVOVTOL O1
TOOVOTNTEG ATOPLYNG TNG EYKVUOGVVNG,.
H enelyovca avtic0AANyn 6ev TPOKELTOL VO ETNPEACEL TN YOVILOTNTA GOG.

H enciyovoa avticOAAnyn pnopel va kabvotepnost v mobvlokioppnéio katd ™ Sidpkeld evog
KOTOUNVIOL KOKAOV, 0AAG Oev Oa cag mpootatéyel omd To Vo HEIVETE £YKVOG GE TEPIMTOON VENG
6€EO0VOMKNG ETOPNG Y®PIg TPOoELAAEELS. Apov AdPete To diokio emeiyovsag OvTICOAANYNG Kot PéEyPL
Vv emouevn mepiodod cag, Oa TPEMEL va YPNCULOTOLEITE TPOPVAOKTIKO GE KAOE GEEOVOAIKTY ETOQT].

HEPIZXOTEPEX IIAHPO®OPIEX I'TA THN TAKTIKH ANTIXYAAHYH

Edv napete enctyovsa avTicOAANYT Kot OgV ¥PNGUYLOTOIEITE TOKTIKT HEBOSO avTICOAANYNC (1) dev ExeTe
Bpet ) péBodo avticuAAnyYNG mov cog Toptdletl), {ntRote T CLIBOLATN TOV YIITPOV GOG 1 UG KALVIKNG
O1KOYEVELOKOD TPOYPOUUATIOUOV. AlaTiBevTan TOALA S10pOPETIKA 10T aVTIGOAANYNG, Kal Oo Tpémet va
Bpeite tn pnéBodo mov givar KatdAANAn Y10, €50G.
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TTopadeiypota TokTiK®v HefddmV avIIGOAANYNG:

KaOnpueprvég nébodor
AVTIGUAATTIKOG bt

Epoopadiaisg 1] pnviaieg pédooor
AVTIGUAANTTIKG ETibepal

KoAmuog daxtdAog

Maokpoypoévieg pédooot
AVTIGUAATITIKO EULOVTELLLOL

Evéountpro oneipapa (IUD)
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