EVENITY®

(romosozumab)
Kdpta Mpoeldoroinong
AcBevouq

AuUTA N KAPTA TIEPIEXEI OCNMAVTIKEG MANPOdOpIEG.
Oa npémnel va TNV £XeTE Maldi oag KaTd Tn
d1dpkKela TnG Oeparneiag ye

To EVENITY ka1 yia éva pfiva getd. Oa npEnel va
TN d&iXVETE OE OTIOIOVIATIOTE 1ATPO 1) AAAOV
snayysApaTia uysiag EMOKENTEOTE.

Eykpibnke anéd tov EO®: 24-06-2025
GR-RM-2500008: Mdptiog 2025

AlaBdaoTe To ®UAAO Odnyiwv XprRong (POX)

Tou EVENITY yia nepioodTepeg nAnpodopicg.

ANA®OPA ANEMIOGYMHTQN ENEPFEIQN

Edv mapatnpnoete KArola averubuunTn evEpPyeLd, EVNHEPMOETE TOV/TN YLATPO,

ToV/TN $pappakorold, i Tov/tnv voonAeutn(-Tptd) oag. Auto LoXUEeL yia kaBe mubavn

averuBuunTn evépyela akopa KL av dev avapépetat oto dUAAO Odnylwv Xprong.
Eival onpavtiké va kataypadpei 1600 n epmopiki ovopacia 600 Kat o apidpédg
napTidag Tou mMPoidvTog Tou AapBAVETE.

Mropeite va ouvelopEpeTe 0TV MapakoAouBnon Tng acpdielag tou EVENITY®
avapépovtag TIg avertBUpnTeG EVEPYELEG TIOU 0AG MapouctaZovtal oTov EBvikod

NMQZ NA AABETE TH OEPATIEIA ZAZ

Oa mpénel va xopnynboluv AYO ENEZEIZ yia KAGE MHNIAIA AOZH
—n uia auéowg peTd TNV AAAN, OTNV KOIALOKA X®pPad, 0Toug Unpolg i
oto Avw PéPog TwV Bpaxlovwy. AeTropepeic TANpodopieq OXETIKA UE
TOoV TPOTO XOopNynong Twv evéoewv Tmapéxovtal ot Odnyieg
Xphong oto miow pEpog Tou GUANoU OdnyLdv Xpnong (POX).

Ol evéoelg Mpémel va xopnyouvTal Jévo and Atopo KataAAnAa
EKTAIBEUNEVO.

Kataypdyte Tnv nuepounvia xopnynong g Kabe pnviaiag d6ong d00
EVECEWV.

Stv teheutaia d60n, ¢povTioTe va WIANOETE HE TOV YlATPO 0ag
OXETIKA [e TO Tola Bepareia mapakoAoUBnong rpémet va EeKvioeTe.
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ZTOIXEIA

EMIKOINQNIAZ

‘Ovopa latpol
(mov cuvtayoypadnoe To
EVENITY):

Ap. TNAedwvou 1aTpoL:

Opyaviopd ®apudkwv (EO®D), e tn xpnon g Kitpivng KapTag, dla8éoiung otov
SikTuakd Témo (http://www.eof.gr) Tou EO®, Meooyeinv 284, GR-15562 XoAapyog,
ABMva, TnA: + 30 21 32040337. Emiong, umidpyxel n duvatodTnTa va capOoeTe HEOW
Tou «£EUTVOU» KIVNTOU 0ag TOV Mapakatw Kwdikd QR yla va petapeite otnv
lotooelida http://www.eof.gr yia ™ cupr\ipwon g «KITPINHZ KAPTAS»

To 6voud pou:

To TNAEPwVO pou:

Aleukplvifetal 6Tt 0 EO® dev MapéxeL lATPIKEG CUMPBOUAEG OXETIKA [E TOV TPOTIO
AVTIMETMOTONG MBAVAOV AVETIBUUNTWY EVEPYELDV. APUOSLOG YId TNV TAPOXT|
TETOLWV CUPMBOUAMV eival povov o 1aTtpdG 0ag.

‘Ovopa yla eneiyovoa
ETUKOIVWViA:

Ap. TNAedwvou yia
€Teiyovoa emikovwvia:




ZHMANTIKEZ NAHPO®OPIEZ lIA TIZ
AZOENEIZ KAI TOYZ OPONTIZTEZ TOYZX
To EVENITY cupBAAAEL oTnV €vioxuon TwV O0TWV KAl 0T Yeiwon Tou Kivdivou

kataypdtwy. Onwg pe OAa Ta Appaka, ULTAPXel Kivouvog avamtuéng
averBupnTwy evepyelwv. AuTEG TiepAapBavouy ta e61G:

‘ XapnAd enineda acPfectiov oto aipa (vrtacPeotiaipia)

Z1n Siapkela tng Bepaneiag pe o EVENITY, evnuepwote Tov yiatpd cag
£av avantOéete:

e Inacpolg, CUCTIACEIC | KPAUTIEG OTOUG UUG OaG.

e Moudlaopa f HLUPHAYKIAoUA OTA SAXTUAQ TWV XEPIWV A TWV TOSIWV N
yOpw ané to otépa.

NaBete, ocOUPwWva pe TIG 0dnyieg, cuumAnpwuata acBeaotiovu kat Brrapivng D yia

va oag Bonbricouv aTnv MEOANYN TwWV XapunAwv eriunédwyv acBeotiov, edv oag tTa

ouvtayoypadroel o ylatpog oag.

' Mpo6BAnpa pe To oTopa, Ta dévtia fj tn clayéva

‘Exouv undp€el omdvieg avadopeg ooteovékpwong tng yvabou (ONI) oe
aobeveig Tou €xouv AdPel to EVENITY. H ONI™ eival pia evbéexopévwg copapn
KATAOCTAON, N OToia UTIOPEL va TIAPOLCIAOTEl WG OTOUATIKY TIANYR HECW TNG
oroiag oplopéves GopeS eival opatod To ootd TG yvadou.

ETIKOIVWVAOTE QUECWG PE TOV yIaTPo cag eav avantléeTe mpofARuata pe
To oTépa f Ta dévtia oag, ONwWG:

e Xalhapa so6vTtia.
e [lovo A pA&ipo.
o [MIAny€g oTo oTOUA IOV S€V EMOVAWVOVTAL

o NMuwdelg EKKPIoEIG.

lMNa va pewwoete Tov Kivouvo yia ONI™ kata tn Siapkela Tng Bepaneiag:

e AlaTnpPEeite KAAR  OTOUATIKN
06ovTIaTpPIKoUG EAEYXOUG.

LVYIEIVA) KAl  AapBAaveTte  TAKTIKOUG

e Eav ¢popdte tEXVNTA obovtooTolxia, BeBaiwbeite 6TL edpappolel cwotd
OTO OTOMA Oag.

e EvnuepwaoTte TOV ylaTpd 0ag yia TUXOV TIPOYyPAUUATIOHNEVN OSOVTIATPIKN
Beparneia ) odovTiaTPIKN eMEPPAoN (T.X. EEAYWYES SOVTIWV).

e Evnuepwote Tov odovtiatpd cag OTI Aappavete Bepaneia pe EVENITY,
npiv and onoladnnote odovTiaTpikiy Bepaneia.

.' KapSiakn ipoofoAr] Kat ayyelako eyKePaAlko enelcodlo

Kapdiakr mpooBoAr kat ayyelakd eykedallko emeloodlo €xouvv avadepbei oe
drtopa 1ou AapBavouv EVENITY.

Mn Aapete to EVENITY eav €xete vntootei kapdlakn pooBoAn i ayyelako
EYKEPAAIKO eMELCOSI0.

ZntRote apéowg laTpLKn Bordela eav epdavicete:

e lovo oto otnbog. o Avokolia otnv opiAia.

e Avlomvola.

e [Movokédalo. o ANWAELQ ICOPPOTTAC.
e MoUélaopa f aduvayia oTto MPoéoWTOo, Ta XEPLA ) Ta 6dla 0ag.

o AAN\ayég otnv 6paocn.

O vyuwtpdég ocag 6a  aflohoynoel TPOOEKTIKA TOV KivdUvo KapdlayyelaKOV
MPoBANUATWY Mpotol oag erutpéPel va Eekivnoete TN Bepareia pe 1o EVENITY.
Evnuep®OTe TOV YIATPO 0ag €AV YVWPIleTe OTL £XeTe auEnuévo kivduvo epdaviong
KaPdIaYYEIWAK®Y  TPOBANUATWY, ONMWG eYKATEOTNUEVN KAPSIAYYELAKA VOO0,
uPnAn aptnplakn mieon, uPnAd emineda Auudiwv oto aipa, daBhTn, KATVIOPA 1§
VEDPIKA TIpOoBATpaTa.

ZHMANTIKEZ NAHPO®OPIEZ llA TOYZ
EMATTEAMATIEZ YTEIAZ

H aoBevrig avtr Aappavel Beparneia pe EVENITY (romosozumab).

MAPOAIKH YMNMAZBEZTIAIMIA éxel mapatnpnBei oe aobeveiq ouv Aappavav
7o EVENITY.

e H unacBeoTiaia anoteAei avtEveeign.
e Xopnynote oTI¢ acBeveic cupmAnpwpaTta acBeoTiov Kat Brrapivng D.

o [MapakoAouBeite TIG a0BeVEiQ yia onpeia kalcuPNTWHATA LTTACBECTIQIUIAG
Kal YETPATE Ta emineda acBeotiov oTov opd €Av LTAPXEL LToYia yla
vnacBeoTiayia.

e Ye aoBeveig mov £xouv Bapia vedppikr SuoAelToupyia f ov vrtofaAAovrtat
o€ alpokadapon, Ba npérel va mapakoAovBouvtal Ta enineda acfeoTtiov
oTo aipa.

EMO®PATMA TOY MYOKAPAIOY (EM) KAI AITEIAKO ETKE®AAIKO
EMEIZOAIO ¢xouv napatnpnBei oe acBeveig mou AdpuBavav 1o EVENITY.

e To 10TOPIKO €UGPAYUATOG TOL MLOKAPSIOL N AyYEIAKOU E€YKEPAAIKOU
enelcodiov anotelei avtEveeign.

o Alakoyte 1o EVENITY edv n acBeving epdavioel Epdpaypa Tov puokapdiou
N ayyelako eykepalikod eneloodio otn Sidpkela Tng Beparneiag.

OZTEONEKPQZH THZ TNAGOY (ONTr) éxel avadepBei onavia oe aobeveiq
mou AdpBavav To EVENITY.

e EvBapplvete TIG aoBeveic va Slatnpolv KAAf CTOMATIKA ULYIEWR, va
KAVOULV TAKTIKOUG 080VTIATPIKOUG EAEYXOULG Kal va avapEPOoLV apEcwe
TUXOV CTOUATIKA CUUTITWHATA.

o [MapanépwTte TIG aoBeveiq pe mBavoloyovpevn ) emBepaiwpévn ONI oe
odovTiarpo N oe yvaboxelpoupyod pe eunelpia otnv ONI.

e Efetaote 10 evdexoOpevo Siakomng Tou EVENITY éwg 6Tou n karaotaon
€TIALOEIL Kal oL CUVTEAEOTEG KIVOUVOUL HETPIAcTODV, OTIOL gival SuvaTtov.

O1 emayyeApatieg vyeiag ymmopouvv va Sovv MAnpogopieg yia
TOUG ONUAVTIKODG KIVOUVOULG KAl TNV AVTIHETWIILCN TOUG
oTOoV S1a8IKTUaKOG TOTI0: WWW.romosozumabrmp.eu
Avatpégte oty Iepidnyn Xapaktnpiotikov tov IIpoiovrog
(ITXTI) tov EVENITY yia Ttepiocotepes MAnpo@opies 6to
ovvdeopo https://www.ema.europa.eu/el/documents/
product-information/evenity-epar-product-
information_el.pdf.
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