


Emomuovikd mopicpata

H o&wm ovAmpiotddn 5 mg (Esmya) éhafe apyucd adsio kokhopopiog oe OAeG TS ydpeg Tg EE/Tov
EOX oTic 23 Oefpovapiov 2012 péom kevipikng dtadikaciag. Amd 1o 2019, ta yevoon o eépuoko

™G 0&IKNG oOVATPLOTAANG 5 mg Exouv AdPet Adelo KUKAOPOPIg LEGH EBVIKMY JAOIKAGIOV CE

N
duapopeg yopeg g EE pe didpopeg epmopikég ovopaoieg. Extipdror 6t abpototicd 960.414 aoGsv@é\"
eKTéOMKAY oTNV 0E1KT OVAMTPIOTAAN 5 Mg HETEYKPLTIKA, £mG Kot TiS 29 Defpovapiov 2020. N

@

H o&wm ovAmpiotddn apycd Edafe adeto kokhopopiog otnv EE yio tnv mpoeyyeipntikn Oeparsio

TOV PETPLOV £0C GOBUPDY GUUTTOUATOV VOUVOUATOV TNG WATPOS G EVIIMKEG YOVOIKEG

avaTOPAy®YIKNG NAkiog, Le T duipkela Tov kKhkAov Bepaneiog va mepropiletat oTovg 3‘0&&;, AOy®

NG amoVGiag OESOUEVAOV GYETIKA LIE T1 LOKPOXPOVIO OCPAUAELH TNG Y10 TEPIOSO LEYAA %n TV 3
unvov. Otav katéotnoav dtoféoipia dESOUEVE GYETIKA LIE TN LOKPOYPOVIQ ac(pdlm% Kkpibnke

devtepn €vdelln to 2015, 1 omoia enétpene emavoropfavopevous dtoheinovteg 13’@01@ Bepanciog o€
Y

YOVOIKEG Y10 TIG OTTOIEG dEV TPOPAETOTAV XEPOLPYIKN EXEUPaAOT. Q}

Tov Mduo tov 2018, 1 PRAC orokAnpwoe v enaveEétaot g oy£omng oeAovs-kivduvou tov Esmya
duvédpel Tov dpBpov 20 tov kavoviopov (EK) apif. 726/2004 n oroia k K& AMOY® TNG avapOpaG

TPUDV TEPIOTOTIKOV cofapnc NroTIknG PAGPNC Tov 0dNyNoE o8 uswpe’cfsxsvcn nratoc. Katd
dugpkela g enaveEEtaong, ovapépnke Eva eMIALOV TEPIOTATIKG (@i(xg NTATIKNG OVETAPKELOS T

oL

oyetileton pe tn gpnon s o&kng ovAmpiotding 5 mg. Me Baoc @ TOPICLLO TNG EMAVEEETAONG KO
Aappdvovtag voyn ola ta dabéoiua dedopéva, 1 PRAC eio MKe TV EPAPUOYN dEGUNG HETPOV

Yo TNV EACYLOTOTOINGT TOV KIvduvou GoPaprig nratikng PAERIS mov oyetileton pe Tnv o&ikn
ovMmploTdAn 5 Mg, teptlopfavoprévon Tov TEPLOPIGUOY @ evdei&emv. O1 ovotdoelg g PRAC
gyxpidniav amd v Emtporn @apudxov yuo Av@pd)m@ Xpnon (CHMP) tov Mduwo tov 2018. H
o ovAmploTdAn ivan emi Tov TAPHVTOG SYKSKpluéQ&T omv EE/otov EOX yua t1¢ akdAlovBeg

evdeitelc: O

N
* évag kbKiog Oepomeiog yio TV TPOEYXE (&{cﬁ Oepameio TV pETPLOV 0 coPfapdv
CUUTTOUATOV WVOLVOUATOV TG UATPLL 68 EVIIAMKES YOVOIKES OVATOPAYWYIKTG NAKIOG.

EVNAIKEG Yuvaikeg avamopory

¢ NAiog mov dev eivar emiAéliueg yra yepovpyixn exéufaon.

¢ dweinovoa Oepancio TV uérmgg@ GOPBOP®OY GUUTTOUATOV VOUVOUATOV TG WATPOS O

Tov AekéuPpio tov 2019, o EMA@usp(benKs v éva vEO TTEPLOTATIKO coPapng NToTIKNG PAGPNC,

TOL 03MYNCE GE HETAUOGYELOT RATOG HeTh 0o EkBeom Ge 0&IKN OLMTPIGTAAN (5° TEPIGTATIKO
0Bpo1oTIKG). 0

H coBopdmnta 100 ovape@lEVToc TepLoTATIKOD, 1) AUTIOKT GYE0T HETAED OEIKNC OVMTPESTAANG 5 Mg
Ko o&elog NraTiKng ﬁké.]&ng, KaOMG Kot 1 ELOAVION TNG TOPE TV THPNCT TOV EQAPHOLOUEVOV LETPOV
ehayrotomoinong kéhvov, Oewpnonke OtL eyeipovy cofapt| avnovyio Kot GuVIYOpPoLY VIEP TG £1G
Babog 61€4)€A’)V11(@ﬁ V OVTIKTUTTOV TNG 0EIKNG OVAITPIGTAANG OTN GYEGT 0OPEAOVG-KIVOLVOL, KOOmG

KoL OTL TPETEL V. TAOTEL TEPALTEP® 1) AMOTEAEGUATIKOTNTA TOV EQUPULOLOUEVOV LETPMV
skaxlcsronoh’@g KIvoHVo.

X fTel) Mg@ﬂov 2020, n Evponaixn Emitponn kivnoe dadwacio duvapet tov dpbpov 31 g odnyiog

ovti

2001/ K kot {nnoe and tov Opyovioud va a&todoynoet tig mpoovapepbeices avnovyies Kot Tov
0 TOVG OTN GYECT 0QELOVG-KIVOUVOL TNG 0EIKNG OLMIPIOTAANG 5 mg, Kobmg emiong kal va

o MGEL TN YVOUN TOL GYETIKA UE TO €AV 01 AdELES KuKAopopiag Yio TV o0&k oLATPIoTIAN S My
el va dtatnpnovv, va tpomomoinfovv, va avactolovv 1 va avakinbodv. H Evponaikny Emitponi
tnoe eniong amd tov Opyovioud vo, SIUTUTMGCEL T YO TOV CXETIKA LE TO €AV KPIVEL OmapaitnTn

N MYn TPOCOPIVAV LETPMV.

2115 12 Maptiov 2020, kotomy enoveétaons tov daféciumv dedopévav Kat 1dimng tov 5%

COPEVTIKOV TEPIGTATIKOD coPapng NTaTikng PAGPNG ToL 0dnYNoE o8 petapdoyevon nratog, 1 PRAC



glonyNONKe, WG TPOSOPIVO LETPO, TIV OVOGTOAN TNG UOELNG KUKAOPOPTING TMV QOPLOKEVTIKOV
TPOTOVTOV TOL TEPLEYOLV 0EIKT OVMIPISTAAN 5 mg Emg 0ToL AnPOel op1oTIKY ATOPAOT.

H PRAC &&édmoe ovataon otic 3 Zentepfpiov 2020 yia avdxinon g ddetog KukAopopiag Tov vid
g&€taon mpoidvtwv, 1 omoia 6T cvvEyeln eEgTdotnke amd v Emtpon) @appdkwov yioo AvOpdmv ~0
Xpnon (CHMP) coppava pe to apBpo 107w tng odnyiog 2001/83/EK. 037

0‘0
evikn mepidnymn g emotpovikng a&loddynong g Emtponng ®oppokoenoypdmvnong — A
A&oroynong Kwvovvouv (PRAC) O

@

H amoteleopatikdma g 0£1KNG ovMTPIGTAANG 5 mg Yo T Oepaneio TOV GUUTT® YV TV
WOLD®UATOV TG UNTPOG eixe KoTadeyBel katd T xopnynon mg apyikng Goslag KukAogopiag Tov
Esmya. To kAviko 6pelog g mpoeyyepntikng Oepamneiag Ba pmopovoe va ngm@i TEPLOPICUEVO
kaBdg Tpoopiletar yia yprion o€ &vav kKOKAo Bepameiog Tpv amd tnv syxsipncq,)cal VILAPYOVV GAAEG
eVOALOKTIKEG EMAOYES Ppayvypoviag Bepameiag. To 6pelog T 0&ikng oukm)lcsrdkng Bewpeitar 1o
HEYIGTO Y100 TNV £vE1EN TG Srodeimovoag Bepomeiog, firot y1o acOeveic ol dev sivar emAEEes yua
YEWPOLPYIKN eMEUPAOT], KAODG Y10 TIG GLYKEKPIUEVES 0loBEVELG O1 EVOAAARTIKEG EMAOYES Depameiog
gtvon meplopiopéves. Ttig un emALEES Yo xeipovpykn eméuPacn, elg meptiapPfavovtar yovaikeg
01 oToieg, Yol S1Popovs AGYOVG, GLVIGTOVV XEPOVPYIKO KivOuvo, @S Ol ToYOGAPKES, OGES
VIOPEPOVY OO GLVTPEXOVGA VOGO, 6Geg Aapufdvouy Bepameio YKEKPIUEVD PAPLLOKA, 1] OCEG
emBoupovv va dttnpricovv ) yovipodttd tovs. Katd cuvén o ovAmplotdAn 5 mg pumopel va
TAPACKEL KAVIKA OTHLOVTIKO OQELOG OE YUVAIKES IOV OeV BRI ETAEELEG Y10 YELPOVLPYIKT eXERPaON,
TV omoimv N vyeia kou 1 TodtnTa (g emnpedleTon a66&ra GUUTTMOUOTO TOV VOLVOUATOV TNG
utpag, Wing amd v aioppayio. \&,

O «ivéuvog ePEAVIONG POPILOKOYEVOVG TTTOTIKNG MG G€ GLVOVAGHO LE TN XPNOT 0EIKNC
ovMmplotdAng 5 mg éxel e&etacbel d1e&odika wpornyovuevn eraveéétacn tov Esmya duvapetl tov
apBpov 20. AmotéAeaLo OVTNG TNG snows&ér?@lg NTAV 1] «NTOTIKY OVETAPKEL va OempnBel g
avemouunTn evépyela Kot M (papuaKoysvﬁQwanm'] BAGPN ¢ oNUOVTIKOG AVOYVOPICUEVOG KivOUVOg
NG 0EIKNG OLAITPIGTAANG, VO TEPIOPIOTOVV AUPOTEPEG Ol EYKEKPLUEVEG EVOEIEELS KAl VO EPUPLOCTODY
dapopo pétpa glayiotoroinong tow Kiyovvov. Emmiéov, (ntonke omd tov KAK tov Esmya va
TPOYLOTOTONGEL S1AQOpeG HEAETECBEPIMOUPAVOUEVTC AVTAG GYETIKG, LE TOV UNYOVIGHO TNG
oxeTllOMEVNG LE TNV OEIKN OVMZRISTAAN NTATIKNG PAGPNC LE GKOTO TOV TEPALTEP® YOPAKTNPIOUO TOV
Kvduvov. Q61660, 01 v AdY 7Q‘érgg dev GLVEBOAOY OTNV TEPULTEP® ATOGOPNVICT] TOV UNYOVIGLOV
g NEaTikng PAGPNG Tov G&STUA pe v o0&k OLAIPIGTAAN 5 mg Ko, pe faomn ta dabéciua
ATOdEIKTIKG GToYEl, 1) NTrtoTo&IKOTNTO TTOV OYETICETOL e TNV 0&IKT OLAMTPIGTAAN Oempeitor OTL
elval 13100V YKPOCIUIESTPUONGS, LLE OTOTEAEG LN VO Elval SVGKOAOG 0 TPOGOIOPIGUAG TOV EVAAMTMV
acBevov ot omoieg { Exovv avénuévo Kivéuvo.

Q
Metd v mpo y% pevn dwdikacio emaveEétaong, n Gedeon Richter emonpave 6t 1 éxbeon twv
acOevav G‘IQ_ mya onpeimoe onuovtikn peimon (Gveo tov 50%). Meta&y 1 Maptiov 2018 ko 29
CDsBpovaAib‘u 2020, avoaeépbniay 476 véa tepiotatikd Nrotikng PAGPNC (coPapd kot un cofapd) oto
obvoT monompuévng avalnmone MedDRA (SMQ), ex towv onoiwv 97 Ntov coPapd. Entd
TEPLORATUCG TTOPEl ALY ETAPKEIG/ LEPIKADG ETOPKELG TANPOPOPIES Yo AELOAOYNON TNG CLTLDOOVG GYECTG,
UsTe&l TV omoimV £va TEPLETATIKO GoPapng NIaTikng PAGPNG TOL 001 YNCE GE UETAUOGYEVGT NTOTOC
@nspwmru(é aBpototikd). ' To €V AOY® TEPIOTATIKO OEV EVIOMIGTNKAY TAPAYOVTES GVYYLOTG KOt
Ou oKkAeloTnKay GALEC evAOYOPaVElS artioloYieg . Katd cuvémeta, 1 atticdddng oyéon Heta&d oEkng
& ovMmpLoTdANg Kot o&glag nratitidag mov odnyel o€ ofela nratikn PAGPN Kol LETAUOGYEVON NTOTOC
a&lohoynOnke o mbavi/eEapetikd mbavr), Ntot pe onuaviikd vynidtepo Babud PePordotnToc.

EmonuéavOnke emiong 011 dev umopovoe va mpoAngdei n e&EMEn nratikng PAAPNG oe petapdcsyevon
Nratog. g €K TOVTOV, TO €V AOY® TEPIOTATIKO EMPBEPALDVEL OTL 01 GULGTACELG Y10 TOPOKOAOVONOT TG



NTATIKNG AEITOVPYING, Ol OT0lEG TEPIAMNPON KAV GTIC TANPOPOPIEC TPOTOVTOS EMITALOV TNG
TPOTYOVUEVNG SLOOTKOGIOG TOPATOUTNG, OEV KATAPEPAV VO OTOTPEYOLV GE OLEC TIG 0loBevelg TNV
EUEAvVIoN coPapnc NTatikng PAGPNG Tov 0dNYEL 08 LETOUOCYELCT NTUTOG,

210 mAaioto ¢ Tapovcag emavetétaong, ntonke and Toug KAK va e€etdoovy Ty avaykn kot ~0
CKOTUOTNTO ANYNG TEPOUTEP® UETPMV ELOYIGTOTOINGNC TOV KIVODVOL LE GKOTO TOV TEPULTEP® A\"
TEPLOPIGHO TOV KIVIVUVOL EUPAVIONG GOPApHC NIOTIKNG TOEIKOTNTOC, TEPILOUPOVOLEVDY TMV GAAOYOY
GTLG TANPOPOPies TOL TPOTHVTOC, KAOMDS Kot Vo VITOPAAOVY TPOTAGELS Yo TNV TOPAKOAOVON O™ 6
OTOTEAECUATIKOTNTAS TOVC. RN

INa v tepartépm elayiotomoinon Tov Kvovvov, o KAK tov apykov mpoidvtog tov Esiqg TPOTEVE
TNV amdcLpo TG EVOEIENG Y10 TPOEYYEPNTIKY Oepameia, VTOdEKVHOVTOC OTL 1] TPOE }pntucﬁ
Oepaneio pmopei va avtikatactadel pe m ypnon evog ayoviotr| GnRH yu Bpaxvxp{v% ypnon. Onwg
EMGNLOVOV OPICUEVOL EUTELPOYVAUOVES, TOV OTToi®V 1 Yvodun {ntonke oto mhoiéld NG TOPOVG OGS
enoveETaonc, 1 LelwoT Tov GYKOL TOV IVOULMUATOV LEe TNV 0&1KT OLMIPIOT mg dev Bempeital
Wwitepa LEYAAN Kal, O EK TOVLTOV, 1] XPTOT] TOV EV AOY® TPOTIOVTOG GE TPOSYXELPNTIKO TTEPIPAALOV
dev EyeL onpavtikn enidpaon oy emtvyf kPacn g eyyxeipnong. Eniong ot mepiocdtepot
EUTELPOYVAOUOVEG ETICTUAVOY OTL VITAPYOVY EVOALAKTIKES YOl TNV €V ?»éé@évSm&n G€ TPOEYYEPNTIKO
67T4010. Y76 10 Tpicua TV Tpoavapepdivimv kal Aapupdvoviog vmo, V Kivduvo cofapng NIoTiKng
BAGPNG pe TV o0&k ovAmploTdAn S5 mg mov 0dMyel 6€ HETAUOTY: o) NTOTOG, 1) OYE0T OPENOVC-
KIvdUVoL NG 0EIKNG OLMAPLOTAANG 5 Mg 0TV TPOEYYEPNTIKN (@Qnsw TOV HETPLOV MG GoPapiv
CUUTTOUATOV TOV VOLLVOUATOV TG WNTPOS KPIvETaL apvnrm&w NV &V AOY® €vOEIEn Kal, GUVETMG,
N &v AOy® €voeilgn Tpémel vaL Sty popel. ~

IMo v nepartépm layioTomoinen Tov Kivovvov, o ov Esmya npoteive eniong tov meplopiopd
oV TANBLoUOV-GTHYOV Yo TNV EVOEEN TNG 81a7»sinov&ag Oepaneiog o€ acOevelg un emléliues yra
votepextout]. 201060, STLIMOONKAY OVIOLYIEG CHETKE LLE TOV OPIGUO OVTOD TOV VITOGVVOAOD
acBevav. Amo Tig cu{NTHOEIC TG OUAdAG EUT ®OUOVOV, N omoia cLuYKARONKE 6TO TAGic0 TG
ToPoVGOG EMOVEEETAONC, KATEST TPOPAVES'Y TPOTEWVOLEVT] TEPLYPOPT/OPIGUOS AVTOD TOV
VTOGLVOLOL acBevdY gival Wiaitepa svps&up{)g (1. yovaikeg pe Tpo@aveic 1Tpikés ovievoeiEelg
7OV aOKAEIOVY TNV gYYelpN oM, YUVOIKEGOTIG 0TTOiEG AmETVY OV AAAES OEpamEVTIKEG EMAOYEC, YUVOIKESG
ov emBupOLY va S10TNPTCOVY TN yp\@%mrd TOVG KO YOVOIKES TOL Ogv emBupovV va vTofAnBodv
o€ YEPOoLPYIKN eméuPaocn). AvAroy; TNV EPUNVELN OTNV KAMVIKT] TPOKTIKT] TOV 0poL «acOevelg mov
dev emBopodv vo, vtofAndovv 0§\poupyud] eméuPaon» N «aceveic un KoT@AANAES Yo
gyyeipnon/votepextopn», 1 v AbY® €vdeln umopel va apopd moAréc aobeveis, kKTl To omoio
OTOJSVVOLMVEL TOV TEPLOPIoHIMNG £VOEIENG o8 acBeveis «un KATAAANAEG Yo eyyeipnon/voTepEKTOUN»
oG HETPo eayLoTomoinonéTon Kvdivov. Ot EUTEIPOYVALOVES GVOYVOPLGAY ETIGNG OTL, TEPA OO TV
avakKovPloN TOV csvuzcrdudtmv, enti ToL TaPOVTOG OeV VILAPYOVY dESOUEVA Y10 TO OPEAOG TNG OEIKNG
OVMTPIGTAANG 5 m% 1 Y10l TNV OOQUYN TNG EYXEIPTONC/VOTEPEKTOUNG LOKpOTPOOET AL,

Ot gumerpoyvop Q TV omoimv 1 cuvdpopn {ntionke Katd ™ Sdpkela TG enaveEEToomg
glonyndnkav 6 0PEAT Kal 01 KivOuvoL TOL GLVOEOVTOL e TNV 0EIKT] OLAMTPIGTAAN TPETEL VOl
KOWOTOLOVVE EMOPKOG 0TOVG acbeveic —kvpimg ¢ 0 kKivovuvog nratikng PAGPNG— kot TdVicay )
onuacia @povci(wm TOV &V AOY® 0PEADY KO KIVOUVOV GUYKPLTIKE [LE TO, OQEAT KOl TOVG
KvdOuvVo kékmv TV GAlov dwbiotuwnv erthoyov. H PRAC éhape vtoyn toug mpofAnNUaTiouong Tmv
sumsg%?muévwv OTL 01 EVOALOKTIKEG TNG YEPOLPYIKNG BEPATELNS Y10l TNV AVIILETMTICT TOV LETPLOV
0] POV COUTTOUATOV TOV WVOUVOUATOV TNG UNTPag Oev glvar akivovves. Qotdco, 1 PRAC
giQwe OTL jTay OVCKOAN 1 dikain cVYKpIoN UETAED XEPOVPYIKNG KOl QAPUOKOAOYIKNG Oepameiog

¢ Ba émpene va mepAapPivet Stapopa €101 Ppayuypdviev Kot HaKpoypOVIKOV ATOTEAECUATOV Y10

Orhyv vyeia pe v k6Oe Oepansio, kotd Tpotipnon Bdoet cuykprrikdv peketdv. H yeipovpyucn

& Oepamneio umopei va 00N YNGEL G GueoT 0o, LTOPEL OUMG, GE CTAVIEG TEPUTTOCELS, VO, TPOKUAEGEL
Kivduvo Bpayvypoviov 1 LoKpoypOVI®V ETITAOK®V, EVO 1 GAPLAKOA0YIKY Bepareia &xel Kupimg g
OTOTEAECLLOL TNV OVOKOD(PLOT TOV GUUTTOUATOV CALY, GE CTAVIES TEPUTTMGELS, LTOPEL VO 001 YNOEL GE
cofoapéc avemBounteg evépyetec. H Gedeon Richter, 0 KAK tov Esmya, avayvopioe eniong 0t
TPENEL VO, AAUPAVETAL VTTOYT 1] SLVATOTNTO EEAGPAAIONG IGMV EVKALPLDV Y10 OAES TIG aoBeveig



TPOKELLEVOL VO ACUBAVOLY TNV amOPUCT TOVG LETA amtd KATAAANAT eVvUEP®OT), OTWG dE0Vaa.
TANPOPOPNON A TOV BEPATOVTA 1ATPO TOVE GYETIKA LE TOVE KIVODVOLE TV BEPATEVTIKOV ETAOYDV
KOl TOV CLVOQDV ETTTOCEDV TOVG, Kl 0Tt Ue Pdon Ta dtabécipa epyaieio Kot TOvg S100A0VG
gmKovoviag evtomilovtol onUavTIKOl TEPLOPIGHOL. .
H PRAC biatonmoe T yvoun Ott ol Tpotevopeveg aAlayE oTic evoei&elg (Totl 1 dtypaen g )
évodergng mpoeyyepntikng Bepomeiog Kot 0 mepopiopods g EvoeiEng dtakeimovoog Bepaneiog oe OAT
aoOeveic un emiréliues yia eyyeipnon/votepektoun) WTOPEL Vo LEIDMOEL TEPALTEP® TOV APOUO TOV N\
acBevav mov extifevtar o€ o0&k ovAploTdAn 5 mg. Qotdc0, O avayvopioe kot o0 KAK © 9]
Esmya, dev pmopei va opiotel EMGTNHOVIKOG LE GAPNVELD 1] OpAda acBevdv yio TNV onoia siwé
KatdAANAN M Oepameia, yeyovog mov kKabiotd TV amoeact yio Oepoameio pe o&ikn ovAmpioréin 5 mg
udAalov vrokeyeviky. Emimiéov, Aapupavouévng veoyn g 101060YKPAGIOKN S ¢UoNG ToV VVOV Kol
g Suckoriag TpOBAeyMS TG ELPAVISTIG TOV (TL.Y. TPOCSI0PILoVTag CUVAPEIS TAPAYOYTES KIvdHVOL),
1N PRAC éxprve 011 0 kivduvog cofapnc nrotikng PAGPENG dev Oa peiwvotay gnapm’ag&écgg acBeveig
mapéuevay ektedeiuévec. OOTE 01 EUTEPOYVAOUOVES TMV OTOIWMV 1) GUVOPOUN| Cnrﬁ@@s UTOpECAY VO
pocdopicovv Evav TAnBuopd 6tov omoio o kivovvog Ba propovce va TpoPA KoL, Kotd
ovvéneia, va tpoinedel. H PRAC emiofipave emiong Toug meploptopons avapdpykd e tn Suvotdmto
SacPAAIONG TNG TAPOYNG KATAAANANG evnuépmong o OLeg Tig acheveic Tpokeuévov va Aapfdvovv
TNV amOPAGCT] TOVG HETA YVADGENMG TOV TPAYUATOV Kot EKPIVE OTL OV LT va AneBovv mepartépm
UETPOL EAOYIGTOTTOINGNG TOVL KIvOUVOV T, omoio O, Tporaufdavouy Tov Kivdivo epedviencg cofoapng
nratikng PAaPNS. Yo 1o mpicpa tov apoavapepbiviov, 1 PRAC o vOn 611 M oYéon opélouc-
KIvdUVoL NG 0EIKNG 0LMIPLOTAANG 5 mg yia T dwwdeitovca Oep Itsid Tov LETPLOV €00 GOPapidv
CUUTTOUATOV TOV VOUVOUATOV TNG UTPAS NTOV OPVNTIKY.

Aappavopévng voy g coPapdTnTag Kot NG t&ocvpram@]g @0OO™MG TOL KIVOOVOL EUPAVIONG
coPapnc NroTkhg BAGPNC, TS ELPAVIONS NIATIKAC avendpkelag Topd To epapprolopeve péTpa
€\lo1oTOTOINoNG TOV KIVOLVOL, TOL U TPOGIOPICHOV n&népm LETPOV Y10 TNV TPOATYN Kot TN
LEI®OT TOL KIVOUVOL, dALA 0VTE Kol VTOTANBVGHOD OFTaD 1 GXECT 0PEAOVG-KIVODVOL TG
ovAmplotdAng 5 mg o pmopovoe va eivar OeTik, C ameeavin 6t1 0 ev AOy® Kivovvog
VIEPTEPEL TOV 0PEAOVG TNG OEIKNG OLAITPIGTAAN g o Oheg g TIG evoeilelc. EAlelyel cuvinkamv
N TpNon Tev oroiwv Ba katadeikvue 61O uéM@%‘erucﬁ oxéom 0PEAOVG-KIVODVOD Y1a TO €V AOY®
npoiovta, N PRAC gionynonke mv owéudun&va AOEIDV KUKAOPOPLOG Y10 TO PAPLOKEVTIKA
TPOIOVTO, OV TEPLEYOLV 0&IKN OVATPLETEATNS M.

.
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Aobyot yuwn dtuthnwon cvotaonc omd v Emtponn @oppaxoemoypdmvnong - A&ordynong Kiwvovvov
(PRAC)

Extipudvrog ot
«
e H PRAC éhofe voyn 1o amoteAéopota TG dladikaciog Tov KiviOnke duvapel tov apbpov 31 .\g
g odnyiog 2001/83/EK, 6mmwg mpoékuyav omd tnv a&loAdynon Tov ded0UEVMV
PAPUOKOETAYPUTVIONG TOV PUPUAKEVTIKDV TPOIOVIMV TTOV TEPEXOVY OEIKT) OVMTPLETAAN FMNY.

e H PRAC enoavetétaoe Tic mANpopopieg Tov vofANOnKay oty EXITPOTN CYETIKA LE mm&mﬁ
OVATPIOTAAN 5 mg Kal Tov Kivouvo gpedviong cofapng Nratikig PAGRNS, Onwg ta & £V0L, IOV
mapeiye o0 KAK ¢ o&ikng ovAmpiotding 5 mg, 1000 €yypdopmng 660 Kot 6To Aol %
TPOPOPIKAOV e&Nynoemv, Kabmg Kot To mopiopa tng dlafovrevong pe v ad-hoc @ﬂ&xg
eumelpoyvoudvev 1 ool cLYKANONKE 6To TAAIGL0 TG TAPOVCAG 81(1811((10{(1@

e HPRAC enavetétace OAo To TEPIGTOTIKG GoPopng Nrotikig PAARNG oL § Apép@nmxv o€
yovaikeg Tov Elafav o0&k ovATPIGTAAN Smg i T Ogpaneio TV G r@p‘f:irmv TV
WOLVOUAT®VY TG HATPAG, TEPLAUPAVOUEVOL EVOS VEOL TTEPLOTATIKQUGPPBapTG NaTikng PAAPNG
7OV OONYNOE G LETOUOGYELGN NTOTOG (TO 5° TEPIOTATIKO COPEVTIKAVAVEPEPE, OGTOGO, OTL
EQUPLOCTNKAV TO LETPO EAAYLOTOTOINGCTG KIVODVOD TOV GUUPMVAIBITKOY KATO TNV TPOTYOVUEV
mapoamopn duvapel tov dpbpov 20. H CHMP katéinée oto o €POGLLOL OTL 1] LTIOOMG OYEOT
NG 0EIKNG OLAMTPIGTAANG 5 mg pe T cofop1| Nratk) PAA av mhavi/eEapetucd Thavn Kot
EMONUAVE OTL OV UTOPOVGE VoL TPOoAN POl eEEMEN 1 ono@&wsi o€ nratikn PAGPN mov ypnlet
LETOUOGYEVONG HTTOLTOG. VO

e H PRAC ocv(tnoe TpoTaceLg yio TNV TEPULTEPD EABKIGTONOINGOT) TOV KIVOUVOL Kol OEV UTOPECE
va Tpocdlopicel Tpodcheta péTpa ta omoia Oa 61a§gpo’ch§(xv TNV OTOTEAEGLOTIKY] EAOL(LGTOTOINON
TOV KIVOUVOU GE OMOOEKTO EMITEDO. AauBav:&qg VILOY™ NG coPapOTNTOG KOt TNG
10106LYKPAGIOKNS PVGTG TOL KIvODVOV, M P xatéAnge oto cuumépoacua 0Tl 0 eV AOY®
Kkivduvoug vteptepel Tov OQEAOVE TG O ovMmplotdAng 5 mg yio ™ Bepaneio TV
CUUTTOUATOV TOV WVOUVOUATOV TNG UWRTPAS. Agv Tpocdilopiotnke vroopdda aclevdv oty omoin
T 0QEAN NG 0&IKNG OVAMTIPIOTAANG \5) g VIEPTEPOVY TOV KIVOUVDV.

e Emmiéov, n PRAC dev unépscs\@rpoc&opicat ocuvOnfKeg 1 TpNoN TV onoiwv Ba Kotadeikvue
OeTiKn oY€om 0PELOVC-KIVOHVAU 10 T POPUAKEVTIKG TPOTOVTO, TTOV TEPLEXOVY 0EIKN
ovMmploTdAn 5 mg. @)

Koatd ovvéneia, n smrponjﬁ)a 0TL 1| 6Y£€01 0PEALOVG-KIVODVOL TMV POPLAKEVTIKOV TPOIOVIMV TOV
mepi€yovv ok ovAmpiotein 5 mg yia tn Ogpaneio TV GUUTTOUATOV TOV WVOUVOUATOV TNG MTPOC
dev gtvan Betikn Ko gtoq&sirm, cvppova pe to apbpo 116 g odnyiag 2001/83/EK, v avakinon

*

TOV AOELDV KDKXO([)& ¢ OA®V TOV POPUOKEVTIKOV TPOIOVIMV OV TEPEXOVY 0EIKN

ovMmploTdAn 5
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Aentopepnic artiordynon g CHMP Gyetikd e Toug EmoTNHOVIKOUG AOYOVE amdOKAMoNG amd
ovotaon g PRAC

H CHMP éhaBe vroyn m ovcetoon e PRAC kot 11 mpdcebeteg mAnpopopieg mov mapeiyov ot KAK,
KaBMG Kot To TOPIoHa TG dtaffovigvong pe v ad-hoc opdda epmelpoyvopdvev 1 omoio Gl)kaﬁeano
GT0 TAOIG10 TNG TOPOVGaS oladikaciag. Bacel avtov tov otoyeiov, 1 CHMP dev cuoppmvnoce pe r@*
vevikd mopicpata g PRAC kot Toug Adyoug d10tHTmong GUGTAGE®DY. N

&
Znueia oamoxlions omo ) avotaony s PRAC ko emotnuoviko okentiko s Oéong e CHMIZ 0

Ituyéc acQAAELOC O

O «ivévvog gpeaviong cofapng nrotikng PAGRNG pe v o&ikn ovATpioTdAn 5 mg a@yﬁ@nm T0
2018 oto mAhaicto g emavetéTaong Tov Esmya duvapetl tov apBpov 20 kot 6wmmd@1 € TO
ovunépacua amd v PRAC kot tpy CHMP 611 10 Tp0oiév pmopet va, evéyel kivovyQiooPapng nmotiking
PAGpnc. Mapodio mov ot afefardTnTeg GYETIKA e TNV CITIDON OYEON séoucokov%ucav va vpiotava,
1n PRAC ka1 1 CHMP avayvopioay tnv ToAd cofapn EkPacn Tov TepIoTATKOY Natikng PAGPNS mov
ava@épnkay Kot EPOPUOCTNKE Lo OEGUN HETPOV EAAYIGTOTOINOTG TOY), K&)VOD v To Esmya, 6mag
TEPLOPIOUOG TNG EVOEIENG, TPOGHNKT avTévdeling o€ acbeveig pe unom@rsg NTOATIKES SLOTAPAYECS,
oVOTACT Y10, O1EVEPYELN EEETAGEMV NTOTIKNG AEITOVPYIOG TPV Kol K sam duapkela g Bepameiog kot
TPOGHNKN EKTALOEVTIKOV VAIKOV, TEPIAAUPOAVOUEVIG KAPTOG ac0ey ‘é o€ OLEG TIG GLOKELUGIES TNG
0&KknNG OVMTPIOTAANG S Mg TPOKEEVOL Vo Srocpoiileton 6Tt oLgsbeveis ivar enaprdg
EVIUEPOUEVEG GYETIKA UE TOVG TOOVOVS KIvdhvoug nratikng Radpne. Kabaog o xivéuvog
KowomomOnke pe capnveln oTig aobevelg Ko Tovg emaryy {eg Tov Topén NG VYElog, VITNPYE N
nemoifdnon Ot edv eiyov ELLPAVIGTEL TEPIGGOTEPA TEPIOTEFHKE GOPOPNE NTATIKNG PAAPNG oV 0dnyel
o€ UeTapOoyELON NToTog Ba eiyov avapepbel oM. {_

Mo aE10AOYNON TG AMOTELEGHOTIKOTNTOG TOV PEEPMV EAayIGTOTOINONG TOV KWVEHVOL TOL
eM@ONoay To 2018 katédelée 6Tt 0 TEPLOPIoHHCTOVL TANOVGLOD LEGH TOV TEPLOPIGUOD TMV SVO
evoeiewv 0dMynoe o€ peydin peimon tov o, 0 TV acBevav mov éhafav Bepaneio, mepinov 610
25-30% T0V TOGOGTOV TMV AGHEVAV TPV gaLtd TNV Topamoun) duvépet tov apbpov 20 to 2018. H
CHMP emonpave 6TL T0 TOGOGTO OVOIQ &oﬁapﬁg Nratikng PAAPNG mov 0dnyel o€ pPeTapodcyELON
NTOATOG KOl TO 0010 NTOV TNG rdéngy@ ,52/100.000 pe Baon tig 4/765.000 acBeveic mov ektédnicov
otV 0&1KN OLAMTPIGTAAN 5 mg npu@to’ ™V TponyoduevT dradikacio duvapel Tov apBpov 20 kot g
Té&ng tov 0,51/100.000 pe Bao @1/ 194.614 acbeveig mov extédnkay oty oK) ovAmpioTdin 5 mg
HeTd v mpornyovuevn dradikgotd duvdpuet Tov dpbpov 20, Tapéuetve to id10. Emiong, emonudavonke
OTL ALTN 1) GLYVOTNTA ELPAYAOHG GLVADEL LLE L0 GLVTNPNTIKY TPOVTAPYOVGA GLYVOTNTA ELPAVIONG
BavéTov/petopdoysvon HAATog ™G TeENg Tov 0,55 teprotaticd avé 100.000 kotoikovg dmmg
TEPLYPAPETAL OO roylobkﬁez 10 20021,

H CHMP gmon| uowé?fdcmg OTL TO. AMOTEAEGLOTO OE TEPLOPIGUEVO aplOUd aoBevavy e avEnpéveg
TIHEG oTIG e€eThr @nnarmﬁg Aertovpyiog Katd T Stdpkeln TG XPNoNg 0EIKNG OLVAITPIGTAANG 5 Mg
katédeEav Beltimon 1 opolomoinon TV avENpEveY TIHMV oTIC EEETACEIS NTATIKNG Agttovpyiag HeTd
1 S10KOTN| Mymc ovAmpiotdAng. [apdro mov Ta dedopéva avTd givol TeEpLopiouéva,
1)7t058u<v;@v OTL 1 Slevépyeln eEETAGEDY NIATIKNG AgtTovpyiog lvar ypioUUn Yiot TNV TPOANYN TNG
eEEME ¢ Nratkng PAEPns. Qotoco, 1 CHMP avayvdpioe 41t 10 5° mepiotaticd coPapnc
nna@h&ﬁng 7oV avapépnie tov AskéuPpro tov 2019 eixe mbavr/e&onpetikd mbav| oTimon

c pe v o&1kn oVAMTPIGTAAN 5 mg Ko OTL TO €V AOY® TEPIOTATIKO TPOEKVYE TTAPE T Afym

@w\/ €AO(LOTOMOINGNG TOL KIVOUVOL Kat OTL 0V UTopovGE va TPoAneOel ) eEEMEN mov 0dnyel oe
Onroatien, BAGPN Kot 6T GUVEKELN G LETAUOGYEVOT NTATOC.

Y lbafiez L, Pérez E, Vidal X, Laporte JR; Grup d'Estudi Multicénteric d'Hepatotoxicitat Aguda de Barcelona
(GEMHAB). Prospective surveillance of acute serious liver disease unrelated to infectious, obstructive, or
metabolic diseases: epidemiological and clinical features, and exposure to drugs. J Hepatol. 2002
Nov;37(5):592-600.



ZNTNUOTO OTTOTEAEC LOTIKOTNTOC

o TIpoeyyelpntikn Oepaneio TOV PHETPIOV MG GOPAPOYV CUUTTOUATMV TOV IVOUVOUATOV TG
wiTpog S
210 TéA0G £vOG KVUKAOL Oepaneiog (3 pnveg), To 73,4% Kot 75,3% avtictoya, Tov acbevav e 600
dropopeTikég pehéteg paong LI avépepay aunvoppola Kot 0 S1AUECOS OYKOG TMV VOUVOUATMV SiXK
pelmBel oe ovyKpion pe v apykn T katd 21,2% o 35,6% avtictotya. Q@

H peiwon tov peyébovg tov vopwopdtov, 1 oroia Uropel vo S1EVKOAVVEL TNV gyyEipnon, K@d)g KoM
peimon g amdAierag aiparog Kot g avapiog, n owoio feAtidver T yevikn vyeio g agHEY0DG,
Bewpovvron Khvikd onuovtikés. otdc0, To KAVIKA 0QPEAT TNG TPOEYYEPNTIKNG Bepa

BepovvTol TEPLOPICUEVA EVD VTTAPYEL 10, GAAT BpayvypOVic TPOEYXEPTTIKN svaMe@mm'] Oepaneio,
Nrot o ayoviotic GnRH. 0\

r r r 7 r. e g 7 A
e Awiginovoa Bepancio tov pETpLov £0G GOPUPOV CUUTTOUATOV TOV w?gu UAT®V TNG UATPOG

270 TELOG TOV TETAPTOV KOKAOL Bepameiog, Tov avTioTotysi 6e Tepimov dVoxpovia Bepamsiog (4
KOKAOL TV 3 PUNvaVv e KOKAoVS emavaAntikig Bepaneiog mov Eekivou TPpOTN gfdopdada g
OEVTEPNG EUUNVOPPOLAG UETA TNV OAOKATIPMOGT] TOV TPOTYOVLEVOD m’n@v Oepoameiog), To 69,6% TV
acBevav aveépepe apnvoppota Kot 1 Slapect Lelmwon tov dyKov r(s\&@o LVOUATOV omd TNV Py LK)

TN NTov, o pio perém edong I, ion pe 71,8%. Q

To 6perog g 0&1kNg oLAITPIoTAANC Bewpeitar To LéEyoTO yw&v évdeldn g dwkeinovcag
Bepamneiog, NTot Yo acBeveic TV onoiwv N vyeia Kot 1 mowTyta {ong ennpedlovtal and Ta
GUUTTMWOTO TOV WVOUVOUATOV TNG UATPIS, 101mG amd T TOVT] GLLOPPAYiQ, Ol OTTOIEC OUMG dEV

glvar KatdAANAeC Yo xepovpyikn exéppaoc, d10TL yio h}sv AOY® aoBeveic mov ypnlovv
pokpoypoviag Bepoameiog dev VLAPYOLY AAAES TPOCHOPES EVOAALAKTIKEG EMAOYES QAP LAKOAOYIKNG
Oepaneiog. Xtic acbeveic mov dev elvar KATdAAN 10, XEPOLPYIKN emEUPoom meptrapupdavovrol
YUVOIKEG Ol OTOIEC, Y1 H18(POPOVG AOYOLG, ngﬁ@l&@ow YEPOLVPYIKO KIVOLUVO, OTTMG Ol TOYVCUPKEC,
ol yuvaikeg pe avEnpévo kivouvo eAefikng Opopwong, avtéc e suvipéyovca voco, 1| 6ceg
AapPavovy TavTdYpove GALES PopRaKEVTIRES ay@yEc. H yetpovpytky enéuPaocn uropel va pnv sivar
KATOAANAT Kot Yo yovaikeg Tov entdv &?@v va SlTnproovy TV TOAVOTNTA EYKLLOGHVIC.
3
O

2x€omn 0QEAOVC-KIVOVVOL @)

H CHMP emofpave 6t 10 SQapwromKé coPapng Nratikng PAGPNG Tov avaeéptnke pe v o&ikn
ovMmpoTéAn 5 mg éxet mBovi/cEopetucd mhov cauTiddn oyéon pe ™V ofkh ovAMIPoTdAn 5 mg Kot
avoyvoplog 0Tl 1o svjué&o TMEPLIOTATIKO TPOEKLYE TTOPE, TN ANYN UETPOV EAOYIGTOTOINGNG TOV
KIvOOVoU Kot OTL SV UROpOVGE Vo TPpoAneBei 1 eEEMEN mov odnyel o€ NroTiky PAGPT Ko o1
GUVEYELD OE LLETA, chucn nratog. Qotdécso, 1 CHMP emionpave 4t 1 cuyvotnta epeaviong cofapng
NTATIKNG B?»dﬁnégu oonyetl og peTapdoyeLON IATOG AOY® TNG 0EIKNG OLATPIGTAANG 5 mg cLVAdEL
LE o cuvr@nm'] TPoLTApPYoVoH GUYVOTNTO BUVATOV/LETAUOGYELONG NTTOTOC,.

H CHMP,Q‘&WGS nepatépo v npodtact tov KAK tov Esmya oyetikd pe v anmdcvpon g

évdertysyo Vv mpoeyyepntiky Oepaneio pe oxomod tov meplopiond g £kBeong otnv o&ikm
OVLA TAAT KO, KOTO GUVETELD, TNV TEPALTEP® EAAYLGTOTTOINGOT TOV Kivduvov. H évoeién yuo évav

4

K @) TPoeYYEPNTIKNG Bepameiag amotelel £va TPOGTASIO TNG TPOYPUUUOTILOUEVNG XELPOVPYIKNG
&Bacng. Onwc, n peiwon tov peyébous TV WoHLOUAT®V, 0 TEPOPICUOS TNG ATDAELNG OILOTOG KoL
O neioon g avapiog Ospodviar KAviké onpavikd. Qotéco, 1 CHMP érafe vmoyn 61t optopévol

& EUTEPOYVAOUOVEG TV 0ToiVv {NTONKe 1 YVOUN GTO TANIGI0 TG TOPOVGAS EXAVEEETAOTG,
EMONUAVOY OTL 1] LEIOT) TOV GYKOL TOV WOUVOUATOV Ue TNV 0EIKT 0LMIPLoTAAN 5 mg dev Kpibnke
W0woitepa LEYAAN K, O EK TOVLTOV, 1] ¥PTOT] TOV EV AOY® TPOIOVTOG GE TPOEYXELPNTIKO TEPIPAALOV
dev giye onuovtikn enidpaon oty enttuyn EkPoon tng eyxeipnong. H CHMP emonpave exiong 61t ot
EUTELPOYVAOLLOVES VIOYPAUUIGOV OTL VTTAPYOLV EVAALOKTIKES ETAOYEG Yo TNV €V AMOY® €vOelEn og



TPOEYYEPNTIKO 0TAd10. YTIO TO TIpicHa TV Tpoavapepfivimv kot Aapupdvovtag vroyn Tov Kivouvo
cofopng nratikng PAAPNG pe TNV 0E1KN oLAMTPIGTAAN 5 Mg OV 0dNYEL OE HETOUOGYELGT ATOG, M
CHMP cvpoavnoe pe tv PRAC 611 1 o€k ovlmpiotdAn 5 mg dev Tpémel mAdov va

YPNOUOTOEITOL (G TPOEYYEPNTIKN Bepameio TV PHETPLOV EMG GOPAPDY CUUTTOUATOV TOV N O
WOUVOUAT®V TNG UNTPUG KA, O EK TOVTOV, 1 &V AOY® EVOEEN TTPETEL VO, SlayPaPEL. A\_

H CHMP emonpave 6ty PRAC Sratdnmoe emiong v dmoyn 61ty ) dtekeinovoa Oepameion Tow
LETPLOV £00C GOPUPOV GCUUTTOUATOV TOV WVOLVMUATOV TG UTPOS 1] GXECGT OPEAOVG-KIVOVVO
o&umg ovmpirotding 5 mg frav apvntikn. Qotoco, 1 CHMP ékpive 6Tt Ta 0@EAN TG oéuc'm
ovMTPLoTAANG S5 mg otnVv évdelEn tng dadeimovoag Bepaneiog Tapapévovy onpavTuc yaouhio
VTOOUAdN YUVOIKDV e LETPLOL EMG GOPOPE GUUTTOLLATO VOLVOUATOV TG UATPAS, OT EMAOYEG
TOV EUPOMOLOD TOV WOUVOUAT®V TNG UWTPOS KOUM TNG ELPOVPYIKNG ETEUPAOTG Ssv@ou
KATOAANAES 1] €XOVV OTOTVYEL, O10TL Yo TIC €V AOY® 0oBeVELS VTLAPYOLY TOAD nspl(@suévsg
EVOALOKTIKEG OepamenTIKEG EMAOYEC, N

N\
Ot gumelpoyvmpoveg T@v omoimv {ntminke n cuvdpour| katd tn didpkeio ad &cwsépiacmg opadog
eunelpoyvopovev (AHEG), cvppovneay 01t kotd v e6étacn g 08IKNEQUMRPLETAANG S mg wg
dwdeimovoag Oepameiog eivar ToAd onpoavtiKo vo Aapupavovtol vdyn otudvovvol Tov oyetilovton pe
TIG EVOAAOKTIKEG EMAOYEG (VOTEPEKTOUN KOl O ATYOTEPO EMEUPOTIKE AAOICTUCEG YELPOVPYIKES
Bepamneiec, OO KOIALOKT WVOLVMUATEKTOUT| 1] OLEYYELPNTIKT usrof 1M o€ votepeKTopn). M
OMUOVTIKN TTTUYN TTOL TPETEL Vo AapuPaveTor vdym eivot Tt Kd&poupymﬁ EMIAOYT EVEXEL TOVG
d1koVG TG KIVOHVOLG, .Y TO TOGOGTO OvnoIudT TS HETA (mé&srspsmo un xopaiveron and 1 otig
500 éwc 1 otig 3000 acbeveig, evd onpavtikég emMmAOKES & aloppayio 1 1 EVIEPIKN O1dTpnoN
gupaviCouv cuyvotnta 1 otig 100 acbeveic. H vrotpo s@e WOLLOUAT®V PETE TV
VOUV®UOTEKTOUN EVOIL LYV KO EVOEYETOL VOL OLTTOILT npocbetn Oepameio (Apepikavikd Koiéylo
Matevtipov kot 'vvaikordywv, 2008). H kotiiox 1\%“)0)”(1’[8](‘60 U1 EMIONG EVEYEL ONUOVTIKOVG
KIVOUVOLG OVOQOPIKE. [LE T YOVIUOTNTO, OTT®G Ki 0 OLEYYELPNTIKNG LETATPOTNG GE VOTEPEKTOUN KO
GUYVI AVATTOEN HETEYXEPNTIKAV EVOOUNTPUC VUPVGEMV 6€ T0G00TO 3 €6 4% . Ta mocootd tv
LEWLOVOV EMMAOK®V HETA amd EUPOAMGHO siv@'napépoux L€ OVTA TOV EMOVTOL TNG YELPOVPYIKNG
eméuBoonc, 0 LPOMSHOC, MOTOGO, TYETICET e VYNAOTEPO KIVELVO ELACOOVOV ETUTAOK®Y KOL LIE
™V avéykn TpOcOETNG YEIPOVPYIKNG EMERPACTC (TVTIKE VOTEPEKTOUNC).

3
H opédda gpmepoyvoudvev Uﬂ:éSSlf@Tl glvan emiong onuavtiko va egetaletor o TANOLGHOC acbevmdY

7ov dev embupel vo vrroPAnOel céx\elpovpymﬁ eméuPao, OTmg o1 vedTtepeg aiobeveig o1 omoieg
OPVOVUEVEG TNV VOTEPEKTOUN JATNPOVV TNV THOVOTNTA EYKVHOSHVNG. YO avTd T0 TPicHLa, O
TEPIGGOTEPOL OO TOVG EUTT MOUOoVES, TV omoimv {nthonke 1 cuvdpoun oto mhaicto tng ad-hoc
oLVESPLAOTG TNG OUASOC ERTEPOYVOLOVOV, TOVIGAV TNV aviyKn DTapENG TS 0EIKNIC

ovAmPloTdANg 5 mg @ &u%oyﬁg v dredeimovoa Bepanein Tov pETPLOV £0¢ cofap®dv cuUTTOUATOV
TOV WOHVOUATOV r&éﬁtpag.

Emonuavonke € Q]g OTL Ol EUTEIPOYVAOUOVEG TOVIGAV TN CTIOGI0 TG AETTOUEPOVS AVAAVOTG TOV
KWOOVOV Kol TNETPOGEKTIKTG EEETACTG TV LELOVOUEVMV TEPIGTUTIKAV TPV amd TN ANy
ol0coMmoTE pEOPOoTG Yo T Oepaneio Kot vagdel&ov 0Tt | CLUPOVAEVTIKY TOV AGHEVDY TPETEL VAL
amoTelEl &&enﬁcsvrpo Yo T Aqyn omoedcewny. H avimpdcwnoc tov acbevav mov mapafpédnie ot
oVVeEd @n GLUUPAOVNCE LE TNV AToYT aVTH, Tovi{ovTag Tn oNUacio TG ETMA0YNS Kot TNG OTOQAcTS
KaTOALY evnuépmong TV acbevav kot eEétaong OAmV TV J100EGIUMV ETIAOYMV.

MP copedvnoe 0tL 1 amdEacT OG TPOG TO €6V 1 XEWPOVPYIKN eméuPacn amoteAiel TNV KakdtePN
OQLI oYN, TEPLLAUPAVOUEVNG TNG VOTEPEKTOUNG, TPEMEL va AapuPdvetor amd Tov Bepdmovta 1oTpod Kot
v acbevn katomy evnuépmonc. H CHMP datdnwoe emiong tnv Gmoyn 0Tl Koitol To OPEAT Kot Ol
Kkivduvol Tov cuvoEovTal pe TNV 0EIKT OLMTPIGTAAT 5 mg Kot Tig dALeS dobéotuec BepamevTicég
EMAOYEG KOWVOTOLOUVTOL SEOVTMOC TOGO GTOVG EMAYYEALATIEG TOL TOUEN TNG VYELNG OGO KAl OTIG

2 Stewart E. Uterine fibroids. N Engl J Med 2015; 372:1646-1655



aoBeveic, evtoutolg 1 o0&k ovAMmploTdAn 5 mg pénel va cvveyiocet va dtatiBetal yio tn daAeitovca
Oepaneio TV HETPLOV EMG GOPUPHY CUUTTOUATOV TV VOUVOUATOV TNG UNTPOG Y10 EVIAIKEG
TPOEUUNVOTOVGLOKES YUVOIKEG, OTOV 0 EUPOACUOS TOV IVOUVOUATOV TNG WATPOG KOV 1 XELPOVPYIKT
enEUPOOT OEV AMOTELOVV KATAAANAESG EMAOYEG 1] EXOVV ATTOTVYEL. N O

IMo v nepartépm eloy1oTomOINGT TOL KIvODVOL Kot Yo TN BEATIOT TG EVIUEPDONG CYETIKA LE OA\"
TOVG Ktvdvvoug mov oyetifovion pe v o&kn ovAmpiotdin 5 mg, n CHMP eionynOnke v N
EMKALPOTOINGT TOV TANPOPOPIDOV TPOIOVIOS MGTE VO ATOTVTAOVETAL OTL GE OPIGUEVES nepmrcb@cg
nratikng PAAPNG NTav arapaitntn n petapdcoyevon nratoc. H CHMP gionynfnie eniong my
EMKOIPOTTOINOCT TOV EKTOLOEVTIKOD DVAIKOD TOGO Y10 TOVG GLVTOYOYPAPOLS OG0 Kot yia Tig Gd0evels pe
okomd v avénon g evausOntonoinong oyetikd pe Tov kivduvo cofapng nrotikng PAEPNG Kot v
VIOYPAUUIOT) TG AVAYKNG TAPOYNS SVUBOVADOVY OTIC aceVEIC GYETIKA LE TOV Kiv&)vo(@u Ta 0QEAN

TV dtaféciumy BepamevTiK@V EMAOYDOV OGTE v TOVG diveTal 1 duvatdTnTa M\yr@qg v Tolvlelila

TOVG KATOTLY EVIUEPMOOTG. N
@
1lepilnyn TV vé®V GOVIGTOUEVOV UETPOV AD(UA
Tpormomoujoelg otig TANPOPOPLES TPOIOVTOS . 0("
N

H CHMP éxprve 611 amortodviot TpOTOTOMGELS OTIG napw{pd(p@.l, 4.4 ko1 4.8 g [IXII yuo v
gloyiotomoinon Tov Kvdvvov cofapng nratikng PAEPNS mov &ri@smt e TN xpNom 0EKNG
ovAmpiotding 5 mg. ~

H évoeign nepropiotnke ot dwheinovca Bepaneia Tmv \&'pm)v £0¢ cofapmdV GCUUTTOUATOV TV
WOHVOUATOV TNG UNTPOG OE EVIALKES nposuunvonaudgemég yovaikes, 6tav o ELBOAMGUOG TMV
WOHLOUAT®VY TG uATPpag Kavf 1 xepovpykn enépPpon dev anmotelovy katdAinies enhoyég M Exovv
amotvyetl. H évdein tov evog kbuxkiov Bepamet @ NV TPogYXEPNTIKY| Bepaneia draypaenke, Kabmg
N o&kn ovMmploTdAn 5 mg dev Tpémel va Xp@onowirm TAEOV 6NV €V AOY® EvOelEn.

Emumiéov, TpomomomOnkayv n napdypacpog@sposﬁonmﬁcetg KO TPOQUAGEELS KATE, TN XPNO» TOV
TANPOPOPIDY TTPOidVTOG (Tapdypapos 4%), kabmg kot n meptypagn g avembdumTng evépyelag tg
NTOTIKNG OVETAPKELNG TNV napdypcu@4.8 Y10 VO OTOTUTTOVOLV TO YEYOVOG OTL GE OPIGUEVQL
TEPIOTUTIKG NTATIKNG PAAPTG Ko Qrucﬁg OVETAPKELOG TTOV OvapEPONKAY e TNV 0EIKN
ovMmPLoTdAN 5 Mg NTav anapa@§] 1N LETAPOCYEVOT NTTATOG.

To @OALO 0dMyLDV ¥PONC @onouﬁ@nm aVaAOY®G.
A

Eminpoobero pétpa q@mnoinmyg KIvODVoD
AN
O1 KAK mpénet v@ap poéovv cuotnua dwyeipiong Kivdvvov to omoio Ba meprypdpetan 6 Eva

EMIKOLPOTON uéQ; %010 droyeiptong Kvovvou pe Tig €€NG TPOTOTOOELS.

H CHMP é%& OTL 0 VPIGTALEVOS 001 YOG GLVTAYOYPAPNOTG YO YITPOVG TPEMEL VO, TpoToTOoOel
MOOTE VOl O s&uno’)vsrou N avabempnpévn EvOeiEn Kal To YEYOVOG OTL GE OPIGLEVA TEPICTOTIKG NTATIKNG
BAGPNS Koe NTaTikng avemdpKelog Tov avapépnkay pe Ty 0EKN oVMTPIGTAAN 5 mg NToV

amop 1N M LETAROGYELGT NTATOG, KOOMG Kol va voypappiletal ot dev givarl yvootol  cuyvotnta
EUPAVTON G NEaTikng PAAPTS Kol 01 TopayovTeG Kivovvov yia Tig acheveig. Ot cuvtayoypapotl Tpémet
1S va cupPoviedovy Tic aoBeveig GYETIKE [LE TOV KIVOLVO KOl TO OQEAT TV SLoBEcIU®OY
POTEVTIKAOV ETAOYDV TPOKEUEVOD VO AAUBAVOLV TNV ATOPACT] TOVG KOTOTLY EVIUEPMOOT|G.

o

& E&etdotnie emiong To £vOEXOUEVO TPOTOTTOINGTG TS VOIOTAUEVNS KAPTOG TPoEWbomoinong acbevoic
TPOKEEVOL VO AmocapNVIeTEL OTL LIPEAV OAYEPIOLO TEPIGTATIKA OOV TAV OTOPUIiTNTN 1|
LETOUOGYEVCT NTOTOG,



Aueoeg KoIvomomoelS TPog TOVE EMOYYEALOTIES TOD TOUED. THS VYELOS KO GYEOLO KOLVOTOINONG

H emtponn) evékpive T S10TOTTOOT] TG GAUECTG KOWVOTOINOTG TTPOG TOVG EMAYYEALOTIEG TOL TOUEN TNG
VYELOG TPOKELEVOL VO EVILLEP®OOVY Y10 TO, ATTOTEAEGLLOTO TG TOPOVGAG eTaveEETaong, OTwe o .
TEPLOPLOUOG TNG EVOEIENC YO TNV 0EIKN OVATPIGTAAT, 1 TAPOYN PACIKMOV TANPOPOPILDOV TPOG TIC N
aoBeveig yua Tov kivduvo cofapng nratikng PAAPNG Kol 1] GUGTACT] TPOG TOVS EMOLYYEAUATIEG TOV OA\‘
TOULEN TNG VYELNG VO EVILLEPDVOLV TIG 00OEVEIC OYETIKA LE T TOOVAE GNUELN KO CUUTTOUOTO N

NraTkNG PAAPNC, KaBDC Kol oYeTIKE Le TOV Kivouvo Kot Ta, 0pEAT OAV TV J1aBECIU®Y OCU
EVOALAKTIKOV EMAOYOV OOTE VO UTOPovV ot acheveis va Aappavovy my omdeacn Tovg Katdmy
evnuépwong. H emttponi) cuppmvnoe eniong o€ ox£d10 Kowomoinong. YU

Aoyot yra Ty oratvorwon yvauns axé tyy CHMP kai yio To0g A6Y00S ATOKAGHS %’9“] ovoTacy

g PRAC AQ

Y

Extipdvrag 61t Q}

e H CHMP érhafe vtoyn t ovotaon s PRAC yia v o&ikn ovkmpw@n 5 mg, KaBmg Ko OAa
ta 6edopéva mov véRoray ot KAK tng o&ikng ovAmpiotding 5 mg:

e H CHMP emonuave 011 1 auticddng oxéon petasd o&kng ov?»tzc@ng 5 mg kat Tov Sov
TEPIOTUTIKOD coPapng NTOTIKNAG PAGPBNC TOL 001YNGE GE usro@ yevon Nratog £yl agloloynei
¢ mhovy/eEopeticd OOV KOl AVoyvOPIoE OTL OEV UTOP $oe va wpoAneOei n e&EMEN Tov

odnyetl og otk PAAPN Kot 6T GUVEKELD GE LETAUOG Nnatog mapoOAo mov epapudsOnKay
T LETPA ELOYLOTOTOINONG KIVODUVOL TTOL cvu(pmvﬁenmlcatd TNV TPONYOVLEVT] TOPUTOUT
dvvédper Tov dpbpov 20. S

e H CHMP cvppdvnoce 011 0 kivouvog eppdviong copapng nratikng PAaPNg vreptepel Tov 0péAOLS
™G 0&1KNG OLVAMTPIGTAANG WG TpogYXEPNTIKNGBEPaneiag evog KOKAOL TOV PETPLOV E0G GOBapOV
CUUTTOUATOV VOLVOUATOV TNG UATPOS 06(5 AKEG YOVOIKES OVOTOPOY®YIKNG NALKIOG Ko, G €K
TOVTOV, 1 €V AOY® £vdelén Tpémel va 51&@@8i oe cuppavia pe Toug KAK.

e Qot6c0, 1 CHMP éxpive 611 1 oyYéo %Xovg-mv&')vou NG 0&IKNG OLMTPIOTAANG oTNV EVOEEn
g dieimovoag Bepamneiog 8&(11(6 Oel va kpiveron Betikr| povo yio pio vroopdado
TPOEUUNVOTOVG UKDV yvvam(b@e HETPLOL EMG GOPOPE GUUTTOUATO, IVOUVMUATOV TG UATPOS Y10
TIG 0TOiEC 0 EUPOMGUOG TOV @Umudﬂov NG WATPOC KON 1 XEPOLPYIKN eméuPaot dev
OmOTEAOVV KATAAANAES EMABYEG 1] £XOVV OTOTVOYEL, VIO TV TPOUTOOECT TG EMAUPKOVG
EVNUEPOOTG TV 00DEV AR TV GLVTAYOYPAP®Y Y10, TOVG KIVOOVOULG HECH TNG KATAAANANG
SITOTTOOTG GTIC TTAN piec TPOIOVTOC KOl GTO EKTAUOEVLTIKO DAIKO TPOKELUEVOL VO
dtucpaloTtel 0T N drogoaon ya ™ Oepameio Oa Anedel katodmy eunepioTaTopEVNG EVNHEPOGTG
6€ GLVOVAGLO u\@ UETPOL EAAYLOTOTTOINGNG TOL KIVOHVOL TOL EPUPUOLOVTUL G ATOTELEGIO TNG
TPOTYOVUEVT veEéToong.

Koaza cvvéngla,QC MP «pivet 611 1) 6Y€om 0PELOVC-KIVOHVOL TV POPUAKEVTIKMV TPOIOVIMV TOV
TEPIEYOVV O @1 oVMTPLETAAN 5 mg mapapével OeTikn, VIO TNV ETPVAAEN TOV TPOTOTOINCEDY TOV
™ pmpo@ TPOTOVTOG Kot TNG ANYNG TPOGHET®V PETPOV EANYIGTOTOINGNG TOV KIVOUVOL OV
TEPYPAPOVTOL AVOTEP®.

v ¢, 1 CHMP gionyeitat v 1pomomoinct Tov 0pov TV 0dEIDV KUKAOQOPIS Y10, TO
OKELTIKA TTPOTIOVTO TTOL TTEPLEYOLY OEIKT] OLAMTPIGTAAN 5 M.

Q



