Napaptnpua II

EnioTnHovikda nopiogara kai AOyol avaoToAnG TwV adei®wv KUKAopopiag nou
napouciaornkav ano Tov EMA



EnioTnUovika nopiopara

Fevikn nepiAnyn TnG emoTnpovikngG a§ioAdoynong Tou Novimp 3,6 mg Implantat kai Tov
AoIn®v epnopik®v ovopaciov Tou (BA. MNapaptnua I)

1. Eicaywyn

H yooepeAivn éxel Adpel adsia kukhogopiag, PHeTaEU AAAwv, yia aoBeveig Je KApKivo Tou NpooTdaTn o€
NpoxXwpnUEVo oTdadIo yia TOUG onoioug evdeikvuTal evOoKpIvIKn Bepaneia. AnoteAei aywviorr Tng LHRH
(avahoyo TNG QUOIKNAG EKAUTIKNAG OPHOVNG TNG WXPIVOMOINTIKAG OpPHOVNG) KAl KATAOTEAAEl TNV
TeoToOTEPOVN OTOV 0pPO Ot €nineda €UVOUXIOWOU TMPOKEIYEVOU va avaoTeidel Tnv avdanTtugn Tou
OPHOVOEEAPTWHEVOU KAPKIVWOPATOG TOU NPOCTATH.

KaTta Tnv a&ioAdynon Tng aitnong xopnynong adsiac KUKAOQPOPIag OpIoHEVWY PAPUAK®WY MOU AEPIEXOUV
yooepeAivn napatnpnbnkav avakoAouBieg (n.X. YN oa®ng KaTtavourn acbevwv ava Katnyopia dslyHaTwy
aipatog). O1 avakoAouBiec auTeég eixav wg ouvénelia Tn Jlevépyeld €mBewpnong opdng KAIVIKAG
NPAKTIKNAG €K HEPOUG TNG appodiag yepuavikng apxng (BfArM) oto ocupBeBAnuévo epyaoTriplo. To
OUMBEBANUEVO epyacThpio €ixe dlEvEPYNOEl TNV avaAuon TwV J€YHNATWV MAAOPATOG OTO MAJICIO TWV
KAIVIKOV HeEAeETwV GOS/001/C kar GOS/002/C. Ta anoTeAéopata Twv &V AOYw MEAET®V unoBAndnkav
NpoG OTNPIEN OEIpAG dITHOEWY XOPrnynong adesiag KUKAogopiag yia yevoonua (gpAapuakd fnou nepiEXouv
yooepeAivn nNpokelyévou va kaTtadeixBei BepansuTikn 100duvapia Ne To Npoidv ava@opdac Zoladex, ato
nAaioio aitnong Xxoprynong adsiac kKukAo@opiac cUPpwva Pe To dpbpo 10 napaypagog 3, dnAadr, oTo
nAaioio uBpISIKAG aiTNONG. STOXOG TNG €niBewpnaong NTav va eAeyxBei kaTd nNOCov ol KAIVIKEG HEAETEG
GOS/001/C kar GOS/002/C eixav dievepynBei oUppwva pe TNV 0pBR KAIVIKA NPAkTIKA KAl Toug
IOXUOVTEG KAVOVIOWOUG, ONwG Kal Katd nogov n €ykKupoOTNTA KAl n noloTnTd TwV UunoBAnBEvTwv
dedopévwy gival ENapkeic.

KaTd Tnv eniBswpnon opBng KAIVIKNAG NPAKTIKNAG NPoEKUyav 19 eupnuaTta ek TwV onoiwv 9
XApaKTNPioTNKav w¢ Kpiolung onuaociag, 7 wg peidovog Kal 3 w¢ eEAdcoovoG onpaaiac. KaTta tn
BioavaAuon Twv delyudTwy aipaTtog Toco otn dokiurn GOS/001 (okeUaoua NapaTeTAPEVNG AnodECHEUONG
1 unva) kai atn dokiur GOS/002 (okelaoua napaTteTapévng anodeopeuong 1 kal 3 pnvav)
dianioTwlnkav Kpioiung onupaciag napapidoeig Twv BePeAIOdwY NPOTUNWY 0pONG KAIVIKNAG NPAKTIKAG TNG
AleBvouc Alaokewng Evapuoviong (ICH) kal Twv dieBv®c anodekT®V EpyacTnpIakwV NpoTUn®v. STIG
napaBIAoeiG auTeG NepIAAPBAVETAl N AveNApKNG agionioTia TwvV BloavaAuTIK®V HeBOdwV, N anaAoipr
avene&EpyaoTwVv deSOPEVWV HETW TNG ENAVEYXUONG TWV JEIYUATWY, N AOUVENNG XEIPWVAKTIKN
ENAVEICAYWYN TOV XPWHATOYPAPNHATWY, N EAAEIWN KPIioIUNG onuaaciag kpiTnpiwv anodoxng yia Tig
avaAUgoeIg Kal N avenapkng di1axeipion noloTATAG €K MEPOUG TOU UMOOTNPIKTH. Asdopévou Tou apiBuoul
Kal TNG ooBapdTnTag Twv eAAeiYewy, dev €ival duvaTtr n a&loAdynon TwV anokAicewv PETAEU Twv
METPAOEWV TNG CUYKEVTPWONG OTOV 0pd KAl TWV NPAYHATIKOV CUYKEVTPWOEWVY, TOOO YIa Th YOOEPEAivn
000 Kal yid TNV TECTOOTEPOVN. AOYW TWV KPiolung Kal Peilovog onuaciag eupnuAaTwy nou gvronioTnkav
oTIG HeEAETEG GOS/001/C kar GOS/002/C, dev pnopei va eniBeBaiwbei 0TI o1 HEAETEG dlevepynBnKav
oUPQWVa Pe TNV 0pON KAIVIKN NpakTikn. Ta dedopéva nou naprnxnoav kai unoBAnOnkav yia Tig v
AOYW U0 PEAETEC XapaKTNpioTNKav g Kn agioniora.

2. ZudnTnon
H 6£on Tou KAK

O KAK cup@wvnoe Pe TIC appOdIEC apXEC OTI NpdyuaTi onuel®dnkav napaBiaceic TNG opOdnc KAIVIKAC
NPAKTIKAG OTIC £yKATAOTACEIG BloavaAUTIK®V JOKIKNWV TOU CUMBEBANUEVOU pyacTnpiou kal €AaBe
EKTETAMEVA WETPA YIa TN JIOPOBWON TWV CUVONKWY AUTWV OE HEAANOVTIKEG KAIVIKEG DOKIUEG.

O KAK nioTeuel 0TI 0 @QVTIKTUNOG TWV €V AOYW EUPNHATWV TWV AVAAUGEWY OTA MNOPITHATA TWV KAIVIKGOV

HEAETWV gival NepIOPICPEVOC DIOTI N KAIVIKF ANOTEAECHATIKOTNTA O AUPOTEPEG TIG HEAETEC BaoileTal aTn
olykpion TWV eNNEdwV TECTOOTEPOVNG MOU ENITUYXAVOVTAl KATA Tn Bepansia pe To npoiov Tou KAK kal

ME TO PAPPAKEUTIKO Npoidv olykpionc. Ta duo kUpla KpIThHpla ATav:

e ouykpiolun AUC TeoTOOTEPOVNG KATOMIV ENAPKOUG apiBpol nuepwv Bepansiag Ye To NPoioV Tou
KAK kai To npoidv olykpiang

e TeoTOOTEPOVN KATW ANO Ta £nineda euvouXIiohoU yia dupoTEPA TaA NpoiovTa.



KaBoTi Ta enineda TeoTooTEPOVNG NOU WETPAONKAV ATAV €iTe XaunAOTeEpPa €iTe Npoogyyilav 1o Oplo
noooTikonoinong (0,1 ng/ml) kai nTav ca@®g XaunAdTepa anod Ta enineda uvouxiopou Twv 0,5 ng/ml,
N KAIVIKR) anoTeAeopaTikoTnTa Siac@alifeTal akdun kai av n PéBodog avaiuong dev €ival eENapK®G
akpiBng.

KaTta tnv enavenikUpwaon TnG HeBddou Bacel TeoToaTEPOVNG eNIBeBaIwBONKE N a&lonioTia TWV NPOTEPWV
anoTeAEOPATWV.

O1 akaTtaAAnAol xeipiopoi oTig avaAuoeig 8a ennpéadav katda Tov idlo TPOMNo To Npoiov oUYKPIoNG KAl TO
npoidov Tou KAK, apou n KAIVIKR anoTeAeouaTikoTnTa BaoidoTav oe oUykpion METAEU TwV OUO MpoiovTwyv
Kal, apa, nTav avagevopevo OTI Ta opaAparta availuong 6a ennpéalav ap@oTepa Ta NpoidvTa KaTd Tov
id10 TpONo. Zuvenwc, Ta KAIVIKG CUPNEPACHATA NAPAPEVOUV WE EXOUV.

Mapd To yeyovog 0TI o€ KABe nepinTwon diacpaAileTal n ao@aAsia TwV AoBevV Kal n
anoTeEAECHATIKOTNTA Tou NpoidvTog, o KAK anogdacios va enavaAdapel Tnv KAIVIKI availuon Tou
npoidvTog yooepehivng 1 unva nou €xel AaBel adeia kukAopopiag. EninpooBeTwg, o KAK npocappoos
Tov OoXedIAONO TNG HEAETNG. To VEO OXEDIO HEAETNG UNOBANBNKE oTnV apuddia yeppavikr apxn (BfArM)
NPoG GUUBOUAEUTIKI EKTINGN KAl TEAEI €Ni TOU NAPOVTOG UNO €E€TAON.

AdOPEVWV OAWV TOV WG avw YeyovoTwy o KAK Zntnos and tn CHMP va eniBeBai®oel To NapadekTd Twv
UQIOTAPEVWYV KAIVIK®OV JEDOUEVWV YIa TN YOOEPEAivN Kal va diaTtnpnaoel Tnv adeia KukAogopiag yia Ta
uno e€€Taon npoiovTa.

H 8£on Tng CHMP

Oi0dnnoTe enixeipnua Baciletal ota dedopéva nou naprxbnoav oto cuuPBeBANUEVO EpyaacTnplo gival
akaTaAAnAo Adyw Tou apiBuou Kai TNG ooBapoTnTac TwV eAAEiPewy. Agv €ival duvaTn n €KTiPNon Tou
MEYEBOUG TNG anOKAIONG TWV AMOTEAECHATWY ANO TNV NPAyHaTiKr CUYKEVTPWON OTOV 0p0. SUVENWG,
oUTE 0 OXEDIAOKOG TNG CUYKPITIKNG MEAETNC OUTE Ta avapePBEVTA ANOTEAECPATA TNG HEAETNG HNopoUvV
va avTioTaduioouv TNV aBETnon TV VOUIKWV andiTnoswy SIEVEPYEIAG HEAETWY BATel TNG 0pONG KAIVIKAG
NPAKTIKAC NPog oTAPIEN HIAG aiTnong xopnynong adsiac kukhogopiag. Mpénel va TovioTel 0TI N Jovadikn
Hikpn (N=40) PeAETN papuakodUVapIKAG Nou JIeEvepynBNKE anod TOV UNOOTNPIKTH £XEl WG OTOXO va
UMNoKaTaoTnoel TNV NARPN KAIVIKE avanTugn.

O kUplog aToX0G Hiag diadikaoiag enikUpwaong HeBodou eival va katadei€el Tnv aflonioTia piag
OUYKEKPINEVNC HEBODOOU YIa TOV KABOPIoUO TNG CUYKEVTPWONG AVAAUTWY O GUYKEKPIMEVN PATPA
Bloavaiuong kai npenel va dievepyeital d3edvTwg Npiv ano Tnv availuon delypaTwv
MEAETWV/UNOKEIPNEVWY. ZNUAvTIKA {nTAKATa onwg n duokoAia npoadiopiopoU Twv eNINEdwV evOoyevouq
TEOTOOTEPOVNG O TUPAA dciyuaTa NAGOUATOG YUVAIKWV EEETACTNKAV HOVO OTNV avadpouiKn €kBean
€MNIKUPWONG HE ENNPOCOETEG OOKIPEG OE NPOENEEEPYATHEVN ) NPOENIAEYHEVN UATPA.

SuvoAIKd, n a&ia kai n aglonioTia piag avadpopikig enNikUpwonG HEBODOU PETA TNV NAPEAEUON NEVTE
ETWV KAl Avw ano Tnv oAokAnpwaon Tng GOS/001 kai dvw Twv dUo €TV and TNV oAOKANPwaN TG
GOS/002 cival €EalpeTikG ap@iBoAec.

O1 eMdO0EIG HIaG £YKUPNG KAIVIKNAG Kal BIoavaAuTIkiG HEAETNG, BAdel TNG opBNG KAIVIKAG NPAKTIKAG, €ival
anapaitnTeg yia Tn oTAPIEN TNG aiTnong duvdapel Yiag TETolag VoUIkNnG Baonc.

Bdoel Twv cuvoAik®wV unoBAnBEvTwyY dedopévwy, N CHMP ékpive OTI N BepaneuTikn Icoduvapia Ye To
Zoladex dev £xel kaTadeixBei kal, unod auTnv Tnv £vvola, n ox&on oPEAOUC/KIVOUVOU YId TO €V AOYW
YEVOONHO Npoidv KPiveTal apvnTikn €w¢ 0Tou o KAK kaTagépel va katadei&el Tn BepaneuTikr) 100duvaia
ME To npoidv avagpopdc.

Adyol avaoToARG ToV adeimv KUKAopopiag
EkTipvTag oTI
e n emTponn €EETAcE TNV Napanopnn nNou npayParonoinénke cUPQwva Pe To apdpo 36 Tng odnyiag

2001/83/EK yia To Novimp 3,6 mg Implantat kal TIC AoINEC EUNOPIKEG OVOUATIEG TOU Mou
napatiBevTal oo napdpTnua I



e N EMITPONM CUUP®WVNOE OTI Ol BIOAVAAUTIKEC HEAETEG Nou unERale o KAK dev diggEnxbnoav cUupwva
HE TNV 0pBN KAIVIKA NPakTikr nou npoBAéneral oto napdptnua I Tng odnyiag 2001/83/EK, 6nwg
Tpononoinénke kal, AOyw TnNg @UoNG TwV eUpnUATWY, 0 TPOMNOC JIEEAYWYNC TWV HEAETWV KAl Td
anoTeAéopaTd Toug dev pnopolv va BewpnBolv Baaciya yia Tn diatripnon Tng adeiag KukAogopiag.

AauBavovTag unown Ta wg avw, n CHMP diatunwvel TN yvoun 0TI ol TANPoQopiec nou unoBAndnkav
npog atnpIEn TnG aitnong dev IkavonoloUv TIG anaiThoeIg Tou apBpou 10 Tng odnyiag 2001/83/EK, onwg
Tpononoindnke. H emiTponn kpivel eniong OTI dev €ival eQIkTO, BAoel Twv dedOPEVWY Mou unoBAnRBnkav
npog oTnpIEN TNG Napouaoag aitnong, va diatunwOei BeTIKR oxEon 0PEAOUC/KIVIUVOU YId TO €V AOYW
npoidv Kai 0TI, UNO AUTEG TIG OUVBNKEG, N KUKAOPOpPia Tou NpoidovTog aTnv ayopd B£Tel g€ Kivduvo Tn
dnuoaoia uysia.

SUVEN®C, N EMNITPOMNNA EICNYEITAlI TRV AvaoToAn TWV adeiwV KUKAOPOpIag e Toug Opoug nou avaAlovTal
oTo napdaptnua III TnG yvwunc.





