@viro oonylov ypiong: Iinpoopics yia Tov ypriotn

EVENITY 105 mg gvéoipo 01dAvpa 68 TPOYEPLIGREVT] CUGKELT] TOUTTOV TTEVOG
romosozumab

V¥V To gdppako antd tedel VO cLUTANPOUATIKY Tapakoroddnon. Avtd O emTpéyet TO YpHyopoO
TPOGOLOPIGUO VEMV TANPOPOPLOYV acpAielag. Mmopeite vo fonbnoete HEcm TG avaopic Thavmy
AVETLOONTOV EVEPYELDV TTOV EVOEXOUEVMG TTopovotdlete. BA. Téhog g mapaypdeov 4 yio Tov Tpdmo
avapopdg avemBOUNTOV EvePYELDV.

AW PaoTE TIPOGEKTIKA OLOKAN PO TO GUAAO 00N YLOV YPIGNGS TPV UPYICETE VA YPTCLUOTOLEITE AVTO

T0 PAPNOKO, OLOTL TEPIAAPPAVEL CNUAVTIKEG TANPOPOPIES YU GUG.

- DdvrdEte avTd TO PUALO 0dNYIDV YpronG. Towg ypelaotel va to defdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNGTE TO YLOTPO 1| TOV PAPLOKOTOLO GOC.

- H cvvtayn yio autd 10 pdppoko xopnyndnke amokAelotikcd yio oag. Agv TPEMEL VO ODGETE TO
Papuoko o€ GAlovc. Mmopel va Tovg TPoKaAESEL BAAPT], KOO Kot OTOV TO GCUUTTOHOTO TNG
ac0éveldc Tovg eivoar 101 pe Ta, S1Kd Gag.

- Edv mapotnproete kKamoto avemBOunT evEPYELN, EVILEPDOTE TO YIOTPO | TOV PUPUUKOTOLO
c0g. Avtd 1oydel kot yio Kabe mhovn avemfBountn evEPYELD TOL OEV AVOPEPETAL GTO TAPOV
@OAAO 0OMyLdV ¥prionc. BAéme mapdypagpo 4.

- Oa cog 600l Lo Kapto TPogdoToinong achevos, 1) 0moio TEPLEYEL CNUAVTIKEC TANPOPOPIES
acpdielag mov mpémetl va yvopilete mpv kot katd n didpkela e Bepaneiog oag pe To
EVENITY.

T wepréyel 10 mapoév OAA0 00N YLOV:

T eivar o EVENITY ko o givan n ¢prion tov

T mpéner va yvopilete mpv ypnowonomoete 1o EVENITY
[Tog va ypnoonomoete 1o EVENITY

[MBavég avemBOunTeg evépyeteg

[og va puidooete 1o EVENITY

[Tepieydpeva ¢ cuokevaciog Kot Aoutég TANPoPopieg

ocoarowndE

1. T eivar to EVENITY kot wowa givar n yprjon tov

Tuveivan To EVENITY
To EVENITY nepiéyet t dpactikn ovsio romosozumab, éva edpuako mov fondd va yivouv to 0otd
70 SVVATE KO LEIDVEL TOV KIVOUVO GOGUEVOV 0GTAOV.

I'a owov Aoyo ypnoponorcitan to EVENITY

To EVENITY ypnowonoteitat yio ) Oepomeio tng coPapnc 06T€0ndpmong GE YUVOIKeS LETO TNV
EUUNVOTOVGT TTOL SLATPEXOVY AVENIEVO KIVOLVO GTIOCUEVAOV 06TOV (KATAYLATOC).

H octeondpwon givar po acBéveia mov Kdvel Ta 06Td Gog va yivoviol Aentd kot evfpavota. [ToArég
0ac0evelg |1E 0GTEOTOPMGT OEV £YOVV GUUTTOUATA, OAAL UTOPEL VO, SATPEYOVY aENUEVO KIVOLVO
KOTOYLATOV.

g Aertovpyei to EVENITY

To EVENITY egivat éva povokhmviko avticoua. Eva povokiwovikd avticopo eival évog TOmog
TPOTEIVNG IOV EYEL GYXESOOTEL Y1 vaL avoryvepilel Kol VO GUVOLETOL LE CUYKEKPUUEVES TPMOTEIVES GTO
ocopa. To EVENITY mpocoaptdror og pia mpmteivn mov ovopdletot cAepooivr. Me v Tpocdptnon
KOl TOV OTOKAEIGUO TNG OpooTnplotTnTag TG oiepooivng, to EVENITY:

. BonBd ot dnuovpyic vEov 06TOD KOt

. EMPPUSVVEL TNV ATMAELN TOL VIAPYOVTOG OGTOV.

Av16 Kavel Ta 00TA TO OLVOTA KOl PLELMVEL TOV KIVOLVO KOTOYLLATWOV.



2. T pémer va yvopilete nprv ypnoipomronjcete To EVENITY

Mnyv ypnoipomorcite 1o EVENITY

. o€ mepinTwon oAepyiog oto romosozumab 1 o 0m01081moTE GAAO GO TO GLOTOTIKG AVTOD
TOV POPUAKOV (OVaPEPOVTAL 6TV TTOpdypapo 6),

o eav €yxete younAd emineda aofectiov 610 aipa (vracPeotionpia). O yaTpdc cog Ba cag el edv
TOL EMITESD GO EIVOL TOAD YOUNAQ,

o €4V €YETE 1GTOPIKO KAPIIOKNG TPOGPOANG 1 AYYELOKOD EYKEPAAIKOD EMEIGOSIOV.

Mnv ypnowonoteite to EVENITY &dv kdmolo and to mapondve woyvet yio €6dg. Edv dev giote
olyovpn, WANGTE LE TO YIOTPd | TOV PAPUOKOTOLO Gag TPy ypnoiponotioete 1o EVENITY.

IIpocdomou]oeis Ko TPOPVAAEELS
AmevBuvleite 610 Y1TPO M TOV QOPHOKOTOLO GOG KOl GULNTHOTE TO W0TPKO GAG LOTOPIKO TPV
ypnoomomoete o EVENITY.

Kopdiokr) mpocfoin Kot ayyeloKd YKEQOAMKO EXEIGOOI0

Koapdiokn mposforn Kot ayyelokod eyke@oiko enelcdolo £xovv avapepbel oe dropa mov Aapfdavouv

EVENITY.

Znmiote apécng wTpikn Pondsia, edv eppavioete:

. ndévo oto 6tbog, dvomvola,

. TOVOKEPOAO, LOVOLOGHE 1] AOVVALIC GTO TPOCMTO, T YEPLN 1 TAL TOON GO, SLGKOAA GTNV
oMo, aAdayEc oty OpaocT], OTOAELN 1GOPPOTIOGC.

O ywatpog oag Oa aEloA0YNOEL TPOSEKTIKG TOV KIvOUVO KOPILOYYELNK®OV TPOPANUATOV TPOTOV GOG
emutpéyet va Eexivnoete T Oepamneia pe to EVENITY. Evnuepdote tov yotpd cog edv yvaopilete 0Tt
éxete aLENUEVO KiIVOUVO ELPAVIONC KAPILOYYELOK®OVY TPOPANUATOV, OTMOC EYKATESTNUEVN
KOpOLOYYELOKT] VOGO, VYNAT 0pTNPLOKY] TEST), VYNAQ ENimEdA AITOVG GTO alipla, SN, KATVIGUA 1)
VEQPIKE TPOPANLATAL.

XopnAd enineda acBeotiov oto aipa (vracfectionpio)
To EVENITY pmopel va Tpokarécet yapnAd eninedo aoPecTtiov 610 aijlo oag.
Evnuepoote Tov 10Tp6 060G £V TOPATNPY|CETE:

. GTAGLOVS, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
o LOVJAGHO 1) LOPUNYKIOG U GTA OAYTUAG GOG, OTA SAYTLAC TV TOS®V 1 YOP® amd TO GTOUA
o0,

O y10tpdGg o0g UITopEl VoL cuVTAYoYpoenoel acBéatio kot Prrapivn D yio va anotpéyet Ta xounid
enineda aoPfeotiov 070 aipa cag mpy Eekvnoete T Oepaneia oag kot eved maipvere to EVENITY,
AdPete aoPéotio ko Prrapivn D, 6mwg cog Aéetl 0 yiatpog oag.

Evnuepdote 10 yotpd cog eqv €xete 1 iyote moTté GoPapd VEQPUKH TPOPANLOTO, VEPPLIKT OVETAPKELL
N ¥peoTNKUTE OLoKaOapo, Kabhc avtd uropel va avénoet Tov Kivouvo younAov acPectiov 6to
aipa edv ogv AauPavete couminpopato acpectiov.

2oBapéc arlepykéc avTIOPAGELS

Mmnopel va ooy cofapég arlepyikés avtidpdoelg oe dtopa mov ypnoiponotovv to EVENITY.

Zntiote apécmg waTpikn fondsia edv eppavicere:

. TPNELLO TOL TPOGMTOV, TOV GTOUATOC, TOV AULLOD, TV YEPLDV, TOV TOJDV, TOV ACTPAYIA®Y,
TOV KATO dkpov (ayyerooidnua) 1 kvidmon,

. 0&0 depuatikd e£avOnua pe TOAATAEG OTPOYYLAEG KOKKIVES/ POl KNAIOES [IE GYNUATICUO
KOYEADV 1] EQEAKIOMOOVE KEVTPOL (TTOAVLOPQO £pVON L),

. SVOKOAIN KOTATOOTG 1 OLVOTTVOT|G.




Hpofinuata pe 10 otdua, ta dévtia 1 ) yvabo

Mo avemiBO N evépyeta mov ovoudletatl ooteovékpwon g yvéBov (ONJ) (BAEPN TV ooTdV 611
yvabo) &xel avapepbel ondavia (umopei va emmpedoet £o¢ 1 ota 1.000 dropa) oe acbeveic mov
happdvoov EVENITY. H ONJ evoéyeton emiong va eupaviotel petd m dtokonn g Oepaneiog. Eivan
ONUAVTIKO Vo TpooTadnoete vo amotpéyete tnv eueavion g ONJ, kabdc propei va, givat po
oduvnpn KATAoTOoN TOV UTOPEL Vo €lval OOGKOAO VA OVTILETOMIGTEL [0 Vo LEIDGETE TOV Kivouvo
eupdviong ONJ, vapyovv opiopéves TPOPLVAGEELS TOV TPEMEL VO, AGPETE.

[Ipwv and ™ Aqym tov EVENITY, evnuepdote to ylotpo 1 Tov VOoAELTH coG €6V:

. £€yete TPOPANLOTA UE TO OTOWUA T TO, OOVTIO GOG, OTMC KAKT 030VTIKN vYEia, acbéveln Tmv
00A®V N TPOYPAULOTIGUEVT EEAYWOYT OOVTLDV,

. dev LouPaveTe TOKTIKN 000VTIOTPIKT PPOVTIOn 1 OEV £YETE TPOYUATOTOINGEL 0OOVTIUTPLIKO
ELeyyo Yo LEYAAO XPOVIKO S1AGTN O,

. elote kamviotpla (kabdg avtd uropel va avénoet Tov Kivouvo 080VTIKGOV TPOPANUATOV),

. &xete mponyovpeves AaPet Oepaneio pe S1pwcPoviko drog (ypnoiponoteiton yia ) Oepaneio n

™V TPOANYT SATUPOYDV TOV 0GTAOV, OTMOG 1| 0GTEOTOPW®AT)),
Aappdvete eappaka wov ovoualovtol KopTikooTePoELdT (0mmg mTpedvilohdvn 1 deauedaldvn),
. ThoYETE QMO KOPKIVO.

O ywatpog oag pumopel va oag {ntmoet va voPAnbeite og odovtiatpikn eEEtaon Tpotov EEKIViOETE T
Oepancio pe to EVENITY.

Kotd ™ didpkela g Oepanciog, Oo mpémel va dratnpeite KA GTOUATIKN VYIEWVT Kot VO AapfaveTe
TOKTIKOVG 000vVTIOTPIKOVS eEAEYYOVS. EGv popdte teyvnh 0dovtoototyia, Oa mpénel va PeParwbeite 6T
taptalel 6to otopa cog cmotd. Edv vtofdiiecte oe odoviiatpikn Bepameio 1 TpoOKELTAL VO
vroPAnOeite og odovtioTpikn enépfoocn (m.y. e&aywyég SOVTIOV), EVIUEPDGTE TO YIATPO GAG Yo TNV
odovTiatpikn Oepameia kot Tov 0dovtiatpo cog 0Tt AauPavete Beponeio pe to EVENITY.

Emwcowvmvnote apécmg Pe To Y1oTpo Kol TOV 000VTIOTPO GOG 0V OVTILETOTILETE TPOPANLATA LIE TO
oTOUA M TO SOVTIH GOG, OTTMC:

. YoAopd dovTia,

o noévo 1 Tpnéo,

o TANYEG OTO GTOLO, TTOV JEV ETOVADVOVTOL,
° eKkpioelc.

Acuvif16Ta KOTAY AT TOV UNPLeinY 06TOV

Atopa ov &yovv yprowomomost o EVENITY, ondvia avénrtuéav acuvifiota katdypota Tov
unplaiov 06ToL TOL TPOKAAOVVTAL ad KPS 1 KaBOAov Tpadpa. Avtd To €101 KOTOYHATOV GUYVE
TPONYOVVTOL LE TPOEWOTOMTIKES EVOEIEEIS TOVOL GTOV LNPO N TN POVPOVIKT XDPO Y10t TOAAES
ePdoudoeg mpv eméAbel To KATaypa. Agv gival yvooto av To EVENITY mpoxdiece avtd ta
acvvnOioTa Katdypota. Evnuepmote 1o Yotpo 1 TOV QApUOKOTOL0 GOG EAV ELPAVICETE VEOUG 1|
acvVNB1oTOVG TOVOLG GTO 16Y 10, TN PovPrViKn YDPa 1} TOV UNPO Gag.

Howowd xon £pnpor
H ypron tov romosozumab cg maidid kot priffovg dev £xel peretnOei Ko dev eivor eyKeEKPLUEVO V1o
¥pHon o€ mardlatpikovg acbeveic (nAkiag <18 etmv).

Al @dppoxa kot EVENITY
Evnuepdote 10 yatpd 1 TOV QopuaKonold cag edv maipvete N £xete mpds@ata Tapet 1| Lmopel va
népete GAAA QApLaKa.

Kdnon kot Onraocpog

To EVENITY npoopileton povo yio xpnon amd yovaikeg HETA TV EUUNVOTAVGT).

To EVENITY dev 6o mpémel va ypnGLOTOLEITAL OO YOVOIKEG OVOTAPOY®OYIKNG NAKIOG 1 o€ £YKVEG
yovaikeg 1 o€ ONAdlovoeg yovaikec. Aev givar yvootd edv 1o EVENITY umopei va mpokoadécet BAGPT
o€ ayévvnro Toudi | OnAdlov maidi.



Emikowveovnote pe tov ylorpo oag GV £ETE OMOIEGONTOTE EPMTNOELS.

00N yNoN KO LEPICROS PNY AV RATOV
To EVENITY dev avapéverot va et enidpacn 1 €L EAAYIOTN EXIOPACT OTNV IKAVOTNTO 0ONYNONG
KOl XEPIOUOD UNYOVNLATOV.

To EVENITY mepiéyer vatpro
To eapuaxo ovtd mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) avé d6omn, eivor ovtd Tov
ovoudlovpe «erevBepo vaTpiovy.

3. Iag vo ypnowponomoesete o EVENITY

H 0Bepancio pe 1o EVENITY Qo mpémel va Egxva kot va TapakoAovbeitol amd 101Kovg 1aTpols e
gUmEPla, GTNV AVILETOTION TNG 06TEOTOP®ONG. I1dvToTe Vo YpNGILOTTOLEITE TO PAPUAKO AVTO
AVGTNPE GOUPOVO. [E TIG 00NYieg TOV YlorTpoy cag. Edv éxete aueiporieg, pomote Tov yoTpd 6og.
H éveon mpénet va yopnyeiton Lovo amd ATopHo mov £XEL EKTOOEVTEL COOTA.

1660 vo (pNoINOTOU|CETE

. H ocvvietouevn d6on EVENITY givar 210 mg.

. Koabng pia Ttpoyepiopévn cuokent| tomov wévag mepiéyetl 105 mg dpactikng ovoiog
romosozumab og 1,17 ml dtodvpatog (90 mg/ml), yia kéOe d6on TPEREL VO, YPNCLOTOLOVVTOL
2 TPOYEUMOUEVEG GUOKEVEG TOTOL TTEVAC. H devtepn éveon Oa mpémet va yopnyeitan apécmg petd
TV TPOTN, 0AAG G€ dlapopeTikn B€om Eveonc.

. Av10 10 KaveTe pia popd kabe uqva yio 12 pnveg.

[ ®g va to ypnopomou|ceTe

. To EVENITY mpénet va yopnyeitor pe £veon k4t® ond 1o dépua (vmoddpia Eveon).

o To EVENITY npénet va yopnyeiton pe éveon gite otnv mEPLOYN TOV GTOUAYOV (KOIMOKY YDOPO),
glte otov unpd. To eEmtepikd Tov Avm Ppayiova cog pmopel eniong va ypnoipomoindel mg
onueio £veong oAl pLOvov edv coc Kavel KATOLog AAAOG TNV EVEDT).

o Edv 1 idwo teproyn éveonc oyeotdletor va ypnoomombei yia tn devtepn veon, O, mpénet va
yp1oLoToINn el SopopeTikd onueio Eveong.
o To EVENITY bgv mpénetl va eyyéetal og meployég 0mov to déppa eivar evaicOnro,

LOA®TIGUEVO, pLOPO 1| GKANPO.

Eivon onpovtikd va dSafdaoete 1ig Odnyieg Xpiomng yio avoAvTikég TANPOPOpIleg OYETIKA [IE TO TAOG VOl
YPNOLLOTOLELTE TNV TTPOYEMGUEVT cLoKeELT| TOoL tévas EVENITY.

Potmote 10 yrotpd 1 TOV QUPUAKOTOL0 GOG EAV EYETE MEPULTEPM ATOPLEG GYETIKE LLE TN YPTOT TOL
QOPLAKOV.

Edv ypnowponomosete peyorvtepn o6on EVENITY amdé tnv kavovikn
Edwv, xatd AdBog, mépete peyardtepn 66on EVENITY amd tnv Kavoviky], EMKOIVOVIOTE LE TO YOTPO
1 TOV QAPLOKOTOLO GOG.

Edv Egyaoete 1 0gv propeite va ypnoipomonjoete o EVENITY o1 6uviiOn dpa cog

Edv ydoete o d6om tov EVENITY, emkotveoviote e 1o Y10Tpd GOg TO GUVTOUOTEPO SLVOTO YO VL
TPOYPUUUOTICETE it GAAN dOGM. TN GLVEYELD, 1) ETOUEV oo Bo Tpémet va didetar oyl vopitepa
oo €Vo. UVaL LETE TV nuepounvio ¢ tedgvtaiog S6omgG.

Edv ctopaticere va naipvere to EVENITY
Edv oképteote va otapatioete ) Oepaneia pe 1o EVENITY, culntote 1o pe 10 yotpd cag. O
Ywtpog cag Ba cog cupfoviéyet Yo m6Go Kupod Ba mpénel va AdPete Oepaneia pe to EVENITY.

Edv éxete mep1ocdtepeg epMTNCELS GYETIKA LLE TN YPTOT AVTOV TOL PAPUAKOV, POTHOTE TO YTPO N
TOV POPLOKOTOLO GOG.



Yv{nmote pe 1o YTpd Gog TV avaykn petdfacng o GAAN Bepameia Yo THV 00TEOTOPWOOT LUETH TO
téA0G TG Oepameiag cag pe o EVENITY.

4, IMBavéic avemBounTeg evépyereg

Onmg 6Aa To pAPLOKD, £TCL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovc1alovtal 6€ OAOVG TOVS avOPMOTOLG.

Zntiote apécng wTpikt] fondsia sdv eppavicete kdmolo amd to akdAovda mbava cuuTTOHOTO

KopOLoKnG TposPorns 1 ayyelakod £YKEQUMKOD £TEL608i0v (O)L CLYVES: EVIEYETAL VO EXNPEAGOVY

€w¢ 1 ota 100 dtopa):

e 7dvo oto otnbog, dvoervola,

®  TOVOKEQOAO, LOOOLOGUE 1 AOVVOLLIC, GTO TPOGMTO, TA YEPLOL 1 TA TOSLN GO, OVGKOALN GTNV OMAL,
aALOYEC OTNV OPOOT|, ATAOAELR 1GOPPOTLNGC.

Zntiote apécmg wTpikt] fondseia sdv speavicete ta okdA0LOA GLUTTOUATE GCOPAPNS AALEPYIKNAG

avtidpacng (omavieg: evdéyetan va ennpedoovy émg 1 ota 1.000 dropa):

. TPNEWO TOV TPOGHTOV, TOL GTOUATOG, TOV ACLLOV, TOV YEPLDV, TOV TOSIDV, TOV ACTPUYIA®V 1
TOV KATO dKpoVv (ayyelooidnua) 1 Kvidwon,

. o0& depuatikd e£avOnua mov delyvel TOAAUTAEG GTPOYYLAES KOKKIVES/ pol KNAideg e
CYNUOTIGLO KOWEADV 1] EPEAKIODO0VG KEVTPOL (TOADLOPPO £phONLQL),

. SVOKOAIN KOTATOOTG 1) OVOTTVOT|G.

Evuep@ote T0 Y10Tp6 060G GV TOpATNPNOETE TO 0KOAOLOO GUUTTOUATA YORUNAAOV EMTESOV
aofeotiov 010 aipa (vrooPeotiapio) (Ot cuyvic: evdéyetol va ennpedoovy £o¢ 1 ota 100 dropa):

. OTAGUOVC, CLOTAGELC 1| KPAUTES GTOVG LG GO,
. HOVSLOG LA 1] LOPUAYKIOGLO GTO OGYTUAN GAG, GTO dAYTLAM TV TOADV 7| YOP® Ot TO GTOUO
oG,

BA. eniong mapdypogo 2 «Ti wpénetl va yvopilete mpv ypnoyomomioete 1o EVENITY»,
AAAeg avemBounteg evépyeteg TePLOUPAVOLV:

IMoAd ovyvéig avemOOuNTES EVEPYELES (EVOEXETOL VO EmTpedoovy Tdvm and 1 ota 10 dropa):
. Kowo kpvordynua,
° ApOpairyia.

Yoyvég avemBOuNTeg evépyeres (evogyetol va exnpedoovy €mg 1 ota 10 dtopa):
E&GvOnpa, pAeypovi tov dépuatoc,

[Hovoképaiog,

Iypopitida,

[T6vog 6tov awyéva,

Moiiég Kpapmeg,

EpvBpdtnrta 1 mévog yopm omd to onpeio 6mov yopnyndnke n £veon.

Oy ovyvég avemOBounTeg evépyereg (evoéyeton va ennpedsovy éog 1 ota 100 dropa):
e E&avOnuo (kvidwon),
o  Koartappdxnge.

Ava@opd avemOounTov evepyEi@dv

Edv moapotmpnoete kKamolo avemBOUNTN eVEPYELD, EVILEPDOTE TOV YIUTPO, TOV POPUAKOTOLO 1) TOV
VOGOKOUO 60G. AVTO 1oYVEL Kot Y10, KOO Thovn avemBountn evépyeia Tov OV aVaPEPETUL GTO TAPOV
@OALO 0OMYIDV Yprione. Mropeite emiong vo avapépete avemBounteg evépyeleg omevdeiog, pécw Tov
€BVIKoO GLGTHATOG AVAPOPAG:



EBvikoc Opyaviouog @appakamv

Meooyeimv 284

GR-15562 XoAlapyog, Ava

TnA: + 30 21 32040380/337

®a&: + 30 21 06549585

Iotdtonog: http://www.eof.gr

Méow g avapopag avemiBounT®mV evepyelmy pmopeite va fonbfoete 6T GUALOYN TEPIGGOTEPWOV
TANPOPOPLOV GYETIKE [LE TNV AGPAAELD TOV TAPOVTOC PUPAKOV.

5. Iag vo pvrhdooete To EVENITY
To @apuaxo avtd TPETEL Vo PLAAGGETOL GE LEPT) TOV OgV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnoponoleite anTd T0 PAPUAKO LETA TNV UEPOUNVIL ANENG TOV OVOPEPETAUL BTNV GUGKEVT
kot otV eEmTePiKn ovokevacio petd ™ AéEn AHEH. H nuepounvia Anéng ivor n tedevtaio nuépa
TOL UAVO TTOV OVOPEPETOL EKEL.

dvldooete o yoyeio (2 °C — 8 °C). Mnv kotayvyeTe.

A@pbtov BydAete Tn YAPTIVI] GUCKELOGIN TOV TEPLEXEL TNV TPOYEUICUEVT] CLGKEDT] TOTOV TEVOS OO TO
YuYEio Yo xpNoT|, OEV TPETEL VO, TNV TOTODETNGETE TGM® GTO YLYELD, AAAG LWITOPELTE VOL TNV KPATNGETE
og Beppokpaocio dopatiov (€mg 25°C) yio puéypt ko 30 nuépec. Edv dev ypnotpomombei eviog ovtng
NG XPOVIKNG TEPLOSOV, TO TPOTOV TPEMEL VoL amopPLeOEt.

DvAdooeTe TNV TPOYEUICUEVT] GLUGKEDT] TOTTOL TEVAC 6TO EMTEPIKO KOVTI Y10l VO, TPOGTUTEVETAL OO
TO MG,

EXéyEte omtikd T0 d1dAv e, MnV T0 ¥pnoLonolEite €4V TO SOV EIVOL OTOYPMUATIGUEVO, BOAO M
TEPIEYEL VIQADEG 1) COUOTIOL.

Mnyv mtetdite @APLAKO GTO VEPD TNG AMOYETEVCNC 1| OTA O1KIOK( amoppippoto. Potiote tov
QOPUOKOTOLO GOG YO TO TTMOG VO TETAEETE TO, PAPLOKO TTOL OEV YPTCLUOTOIEITE . AVTA To, LETPA. Oa
BonBnoovv oty mpoctacia tov mepPdAilovtog.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

Tvepréyer o EVENITY
H dpactikn ovoia givar o romosozumab. Kébe mpoyepioévn cuokent| TOmoL TEVOS TEPLEXEL
105 mg romosozumab cg 1,17 ml drodvpartog (90 mg/ml).

- Ta Aownd cvotatikd givarl aoBéotio 0&ikd, Toydpopeo o&ikd 0&D, vatpiov vopoeidto (Yo
pvOuion tov pH), cakyapoln, tolvcopPikd 20 kot VWP yia evéoipa. BA. ntapdypago 2 «To
EVENITY nepiéyet vatpion.

Epoeavien tov EVENITY kot wepreydpeva g cuokevaciog

To EVENITY egivot dianyég Emg onaAilov, dypmpo £mG avolkTd KiTpivo eVEGILO SIGAV L0 TOV
TOPEXETAL GE EQPATAE YPTONG TPOYEMOUEVT GLOKELT TOTOV TEVaS. H chpiyya péoa oty méva givan
KOTAGKELOOUEV OTt0 TAUGTIKO UE OV 0o avoEeidmTo OTGAAL.

To péyeboc e ocvokevaoiog elval 2 TPOYEUIGHEVEG GUOKEVES TOTOV TTEVAG,.
IMoAlamAn cuokevacio mov wepléxet 6 (3 CLOKELOGIES TV 2) TPOYEUIGUEVES GUOKEVEC TOTTOV TEVOLC.
Mmropel va, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIEC.

Kéroyog Aderag Kvkhopopiag
UCB Pharma S.A.,

Allée de la Recherche 60,
B-1070 Bruxelles, BéLyio


http://www.eof.gr/

opoockevaotig

Amgen Europe B.V,,
Minervum 7061,

4817 ZK Breda, OA\avdia

Mo omoladnmote TANPOPOPic GYETUCH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TOPAKOAEITTE VO
amevBuvbeite otov Tomiko avtitpdommo Tov Koatdyov tng Adsiog Kukhopopiog:

Belgié/Belgique/Belgien Lietuva

UCB Pharma SA/NV UCB Pharma Oy Finland
Tel/Tel: + 32/(0)2 559 92 00 Tel: + 358 9 2514 4221
Boarapus Luxembourg/Luxemburg
1O CH BU Boarapus EOO/] UCB Pharma SA/NV
Ten.: + 359 (0) 2 962 30 49 Tel/Tel: + 32/(0)2 559 92 00
Ceska republika Magyarorszag

UCB s.r.o. UCB Magyarorszag Kft.
Tel: + 420 221 773 411 Tel.: + 36-(1) 391 0060
Danmark Malta

UCB Nordic A/S Pharmasud Ltd.

TIf: + 45/ 32 46 24 00 Tel: + 356 /21 37 64 36
Deutschland Nederland

UCB Pharma GmbH UCB Pharma B.V.

Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

EALGoo
UCB AE.
TnA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 47 29 44 35

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000

Tel.: +31/(0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 47 / 67 16 5880

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z 0.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenské republika
UCB s.r.0., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020



Italia Suomi/Finland

UCB Pharma S.p.A. UCB Pharma Oy Finland

Tel: +39/02 300 791 Puh/Tel: + 358 9 2514 4221

Kbnpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: + 357 22 056300 Tel: + 46/ (0) 40 29 49 00

Latvija United Kingdom (Northern Ireland)
UCB Pharma Oy Finland UCB (Pharma) Ireland Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel : + 353/ (0)1-46 37 395

To mapdév @vAro 0dNYLAOV YprioNg avedespOnke Yo TelevTaio gopa Tov Avyovoto 2023.
AdLeg TN YEG TANPOPOPLOV

Aentopepeic mAnpogopiec yio 1o appako avtd gival dabéoieg 01o dikTvaKd T0TO ToLV Evpmmaikol
Opyavicpod Gapudkov: http://www.ema.europa.eu.



https://www.ema.europa.eu/en

I'vpicte 6elida Yo TIg 001 yiES Yp1oNG.

OAHI'IEX XPHXHX I'TA THN ENEXH EVENITY MEXQ IPOTEMIZMENHX XYXKEYHX
TYIIOY IIENAX

Xopnyeiote pe £veon 000 TPOYEPIGUEVES GVOKEVES TUTOV TEVAS T Nid GUECOS HETA TNV GAAY,
Yo vo Aapete pua Tajpn o6on

Ot mopakdte 0dnyiec e€ENyodv ToV TPOTO ¥PNOTG TNG TPOYEUIGUEVIIC GLGKEVT TUTTOL TTEVOC Y1 VO
Kkdvete Tnv éveon tov EVENITY.

. AwPaoTe TPOCEKTIKA OVTES TIG 001)YiEg KOl aKkolovO6TE TIg frpa tpog Pripa.

. Edv éyete onmoeodnmote epmtioeig N arcBdveste aféfaia yio T dradikacio Eveong,
amevBuvbeite og ylaTpd N PapUAKOTOL0.

. Eivan onuavtikd va Befoiwbeite 6t1 1 éveon yopnyeitol Lovo omd dTopo mov £xel EKTOOELTEL
KaTdAANAQL.

. H mpoyepiopévn cuokeut Tomov mévag avapEPETaL ETIONG WG «TO PAPUAKO.



Onyoc €apTNRATOV: TPOYEMGUEVT] GVGKEVT] TOTOV TEVOG

Mpwv am6 ™ ypion Metd ™ ypiion

LAXOOO(XY

Huepopmvia R
MiEng
[Mopabvpo
ddappoko

Agvkd ThOp
tomofeTnpévo

Hpepounvio Anéng

Kitpwvo mapdbupo
(mAnpng €veon)

Kitpwvo xéivppo
acQoAieiog

Agvkd topo
apoipedév

Awfaote avTo TPLY 076 TV £VEST TOV

STOP QAPIAKOV.
O mapoyog vyelovoKNG TeEPiBaAYNG ExeL
cuvtayoypapnost o d6on 210 mg kabe pnva:
I va AaPete Tnv T pn 6661M 60g, TPETEL Vo,
KAvete £vEoT) pe 000 TPOYEIMOUEVES CVGKEVEG
Tomov wévag 105 Mg, ™ pio apéocwg petd v
aiinm.
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Bijpa 1: Ilpogtoipacia

A e Bydhte tn yaptivn cuckevacio wov mePEXEL TIG 0V0 TPOYELGUEVES GUCKEVEG TOTTOL TTEVOG

amd To yoyeio.

. O1 TPOYEMGHEVEC GOG CLOKEVEC TOTOV TEVAG TPEMEL VO LEIVOLV EKTOG Yuyeiov Yo val
etdoovv ot Bepuokpacio dopatiov (Eoc kot 25°C) yua tovhdyietov 30 Aemwtd mpv amd v
éveon (unv Beppavete pe dAlo tpomo). Avtd Ba Kavel Ty €veon To Gvet.

. Avoi&te ) xaptiv) cuokevacio Kot GLAAEETE OA TaL VAIKA TOV ypeldleoTe Yo Ty £veon
(6mowg avagépetar oto Brjpa B).

. [T\ Ovete kald Ta xépla oag.

. YNKOOTE TIG TPOYEUOUEVEG GUGKEVEC TOTOL TTEVOG €vbeia TPog Ta TAvm amd T ¥apTIvn
GLOKELAGTO — UMV QQALPEITE OKOUO TO AEVKE TAOLOTO OO TIG TPOYEUICUEVES GLOKEVEC TOHTTOV
TEVOC.

. Mnv avoKiveite T TPOYEUIGUEVES GUGKEVEG TOTTOV TTEVOC.

. ELéyEte To dpuako pécm tov Tapabvpov npofoiic. To pdppoko mTpémetl va givar Eva
dtoyéc £mc omorilov, dypouo £0C 0VOIKTO KITPVo S1OAV .

- Mnv ¥pnNGUOTOLEITE TIC TPOYEUICUEVEC GVGKEVEG TOTTOV TTEVOG EAV TO dldALLL efvart
ATOYPOUATIGHEVO, BOLO 1) TEPLEYEL VIQASES 1 COUATIOW.

- Mmnopei va deite puoaiideg aépa. H &yyoon Tov dtodvpatog vrodoping (kdtw amd to
dépa) ov TEPIEYEL PLOOAIDEG aépa lvar afAafnc.

e Mnv enovaypNCLOTOLEITE TIC TPOYEUOUEVEG CLGKEVEC TUTTOL TTEVAGS, EAV:

- €&yovv méoel KATW,
- TO A8VKO TOHO Agimel 1 dev gival acPAA®G TomoBeTnéVO,
- 1M oepdyion Aeinel 1 eival oTacpUEV 1 €AV OTO100NMTTOTE GALO TURKA TNG PaivETOL
POYIGUEVO 1) GTOGUEVO.
X aUTNV TNV TEPINTAOGT, XPNCUYLOTOUGTE VEX GLGKEDT] TUTOV TEVOAG KOl ETIKOVMVT|GTE LLE TOV
Y1aTpd GOC TO GLVTOUOTEPO SVVATO.

e o kobopn, KoAd eOTICUEVT ETIPAVELN EpYACiag, ToToBeToTE T ENG:

. 000 TPOYEUIOUEVEG GLOKEVEG TOHTTOV
TEVOLG

o 00 PAVTINAGKLO EUTOTICUEVO. LIE
OLVOTVELLOL

. 000 pmdieg Pappdxt 1§ emBépata yalog

. 000 OVTOKOAANTOVG EMOEGLOVG

. €101K6 doyeio amdppIYNG.

[Ipoetoudote kot kabapiote To SEPUA OOV TPOKELTAL VO KAVETE £VECT] L€ TO PAPLLOKO. MTopeite
va, emAEEETE amo:

*  TOUG pMpovg,
® TNV TTEPLOYN TOV GTOUAYOV (KOIALOKT YDPO), OAAG OYL

, , , , , E&wtepucny meproyn tov
TV TEPLOYN S EKOTOGTMY YOP® OO TOV OPUAD,

ave Ppayiovo

. v e€mTEPIKN TTEPLOYN] TOV GV Ppoyiova (bv .
KAT010G AAAOG GOG KAVEL TNV EVEOT)). Heproyn oropdyov
(KotMakn YdOo)
Mnpdg
L\
. H 6e0tepn éveon Ba mpémel va yopnyeital oe dlapopeTikn BEom amd avTiv Tov

ypMnooromdnke yio v Tpdy éveon. Edv embopeite va ypnoylorooste v id1o
meployn éveone, PefoarmBbeite ot dev eivar To 1d10 onpeio Eveonc.
. Mnv kévete éveon og meployEg 6oL To dEpLa ivarl evaicOnto, LoAoTcUEVo, EpVOPO,
oKANPO, £xEL OLVAEC | paryddeg 1| ExEl TOIEG, EpVOPEC N POAMDWTEG KNAISES 1] AAAOLDGELS.
. KaBapiocte tnv meployn 6mov TpoKeLTal Vo KAVETE TNV EVEST LE VAL LOVTIAGKL
EUTOTICUEVO UE OVOTTVEDUA. APTOTE TO OEPLN VO, GTEYVMDGEL TPV OO TNV EVEGT).
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o  Mnv ayyilete Eava avTiv TNV TEPLOYN TPV KAVETE TNV EVECT).

Bipa 2: Etowpaorteite

Tpapné&te 6o T0 Aevkd TOHA Alyo TPV TNV €veon).
MoMg agoarpebet to TdpA, 1) Eveon Tpémel va yopnynoel pésa o 5 Aemtd. Agv vrdpyel Adyog
va Blaoteite yuo v éveon - 5 Aemtd glvan opkeTOG XPOVOC.

o Mn otpifete N Avyilete To AgLKO TAOUA.

o Amoppiyte 10 Aevkd TOUA TNG PEAOVOG 6TO €101KO doyeio amoppiyng. Mnv tomobeteite 10
AeVKO TAOUO TGO CTNV TPOYEUICUEVT] GUCKEVT] TUTOL TEVAG.

. [Tapdro mov dev elvar epeavig, n akpn g PeAdvag xetl amokaAvedel Tdpo. My

nwpoonabnoete va ayyitete ™ Pedlova, kabng Bo uropohoe va evepyonotceL TV
TPOYEUGEVT] GUGKELT TOTOL TTEVOG. Eivan pucotioloyikd va PAEmeTe o otoydvo vypod 6TV
dxpn ¢ Perdvog (péoa 6To KITPIVO KAAVULO OCQOAELNG).

Tevidote N mé€oTe TO oNpEio TG Eveong yia vo SNUIOVPYNOETE o oTabfepn EMLPAVELL.
M£0000¢ TEVTONATOG

. Tevtdote 10 dépUa 6TAOEPE, LETAKIVAOVTAG TOV AVTIXEIPQ KOt To dAYTUAN TPOC avTifeTeg
KOTELOVVOELS, Y10 VO SNULOVPYNOETE UL TTEPLOYT TAATOVG TTEPITOL 5 EKATOGTOV.
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H
M£0000¢ TOLUTROATOG
. ITidote o déppa oTabepd petalh TOv avTiyelpa Kol TV SUKTOAMY, Y10 Vo SNIOVPYHOETE
pio Tepoyn TAGTOoVG TEPITOL 5 EKOTOTTMV.

. Inpovtiké: Kpoatote 1o d€ppra TEVIOUEVO 1 TOURNUEVO KATA TNV £VEON.

Bipo 3: Kdavete tnv éveon

XT o Inpoavtiké: H tpoyepuopévn cuokevt| THmov mévag 0ev TPEMEL VO GTPADYVETUL TPOGS TOL
KOT® pEYPL va eloTe ETOYUN VO KAVETE T TPOAYLATIKY] EVEOT).
. To déppa mpémet va kpatnOel teviopévo 1 toumnpévo. Me to Ao ¥£€pt, To KiTptvo

KAAVULO 0GQUAELONG TG TPOYEUIGUEVTG CUGKEDTG TOTOV TEVAG TPETEL VO, ToTobeTeiTan
OTNV MEPLOYN TOL dEPUATOC TTOV EXEL TPOTYOLUEVOC KaBuploTel (oT0 «onpeio TG Eveoncy)
og yovia 90°.

Kirpwo KGAv U acPaAEing

Z . H mpoyeiopévn cvokevn Tomov mévag Ba mpémet va méleTon Tpog Ta KATM oTadepd 6T
OEPLOL LEYPL VO CTOUATHGEL VO, KIVEITOL TO KiTPvo KAAVUpO acpaleing. Otav akovoeTe 1)
aoBavOeite éva Khk, n éveon Ba Eekivioet.

Yoveyiote vo mélete 1o déppa. H éveon pmopel va dapkéael mepimov 15 devtepoienta.

e Orav ohoxinpwBei 1 €yyvon, To Tapdbupo Tpofoing Oa yiver TANpo¢ kitptvo Kot pumopel

emiong va akovoete 1| va oioBavOeite Eva de0TEPO KAIK.

I
°

XrPpOETE TPOG TO KAT®
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15 devteporenta

To mapdBopo yiveror mAnpwg kitpivo
otav oAoKANpwOel 1 £yyvon.

e  H ypnowomomuévn mpoyetoéVr] GUGKELT TOTTOV TEVAG UTOPEL TP Vo aparpedel
TPOPDOVTOC TV TPOGEKTIKA gVOEiD TPOG TA TAV®D AT TO dEPLLAL.

o  Xnuovtiko: Otav agoipeite TNV TPOYEUGUEVT CLGKELN TOTTOV TTEVAC, £V TO TapdBvpo
dev &yel yivel TAMpag Kitpvo 1 €dv paivetor 6Tl To pappako eEakorovdel va e&épyetat,
oVTO onpaivel 0Tt dev Exet yopnyndei oAdKAN PN 1 066M. O TAPOYOC TNG VYELOVORIKNG
nepiBaiymc cog Ba tpémel va evnuepwbel To cuvtopdTEPO dLVATO.

e Metd TV aQoipeST TG TPOYEUICUEVTG CLGKELNG TOTOV
évag amd To OEpUa, 1 feLOva B KOADTTETOL QVTOUATA.

Mnv mpooradncete va ayyi&ete ) PeAdva.

Bipa 4: Améppuyn

©® o Anoppiyte OAOKANPN TN YPNCLOTONUEVT TPOYEUGUEVT
GLOKELT TOTOL TTEVAG KO TO AEVKO TOUO GE £Val EO1KO
doyelo amdppIYNG APEGME LETA TN YPNON).

e Mnyv metdte (QmoOpPIATETE) TNV TPOYEUGUEVT] GLOKELT] TOTOV TEVOG GTO OTKLOKEL
omdpAntoa.

e MnV enovoyypNGLLOTTOLELTE TNV TPOYEUGUEVT] CLGKELT] TOTTOV TEVOLC.

o  Ynpovtiké: Awatnpeite TOvToTE TO €101KO doyelo poKpld amd Béom tnv omoia PAETOLY Kot
npooeyyilovv Ta maldld.

Bipa 5: EAéyEte To onueio g éveong

I Edv vrdpyer aipa, ypnopononote va Papfdrt 1 évoa Koppdtt yalog Kot epappoote EAaepiil
Tieon TAve amd To onueio TG £veong Yo Leptkd devtepdienta. Mnv 1pifete To onueio g
éveonc. To onueio g éveong pumopet va KoAvebei pe Eva PKpo ovToKOAANTO ETIOEG O, EGV
glvan amopaitnto.
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Bipo 6: Eravalafete T 080TEPN £vEON Y10 VO TAPETE TNV TAN PN 660N

EnavaidBete 6ha ta frpata mov apyilovv and to Pripa I' pe m devtepn mpoyepicuévn
GLOKELT TOTTOV TEVAG YO TNV £YYVOT] TNG TANpoLg ddong. H devtepn éveon Ba wpémet va
xopnyeitol o€ SPoPETIK BE01 amd avTV TOV YPMCILOTOONKE Yo TNV TPpdTN €veon. Edv
embopeite va ypnoiponomoete TV id1a meployn éveone, Befoarmbeite dti dev givor To 1d10
onueio éveong.
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@viro oonylov ypions: Iinpoopics Yo Tov ypriotn

EVENITY 105 mg gvéoipo d1divpo 6 Tpoyspiopév copryya
romosozumab

V¥ To @dppako avtd TeLel VIO GLUTANPOUATIKY TOPAKOLOVONGT. AVTO Do ETITPEYEL TO YPTYOPO
TPOGIOPIGUO VEDV TANPOPOPIOV AGPAAELNG. ZNTEITOL 0O TOVG EXAYYEAUOTIEG VYEING VO OVAPEPOLY
omoleodnmote mBavoloyoOueVeEG avemBOunTeg evépyeteg. BA. 1€hog ¢ mapaypdpov 4 yia Tov TpOTO
ovaPOPAS AVETIBOUNTMOV EVEPYELDV.

AP acTe TPOGEKTIKA 0AOKANPO TO PVALO 0ONYLAV YP1)ONG TPV UPYICETE VA YPCLUOTOLELTE AVTO

70 PAPROKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- DdovrdEte avTd TO EUALO 0dNYIDV YprionG. Towg ypelaotel va to defdcete Eavd.

- Edv éxete mepartépo amopieg, poTNGTE TO Y1OTPO 1] TOV PAPLOKOTOLO GOGC.

- H cvvtayn yio ovtd 10 gapuako xopnyndnke amokAeloTikd, yio oag. Agv TPEMEL VO SDGETE TO
PapuaKo o€ GAAOVC. Mmopel va TOVg TPOKAAEGEL PAAPT], KOUO KoL OTOV TO GUUTTOUOTO TNG
acBéveldg Tovg givon 1010 pe Ta S1Kd cag,.

- Edv mapotmpnoete kKamoto avemBOun evEpyela, EVIUEPDOTE TO YIOTPO | TOV PUPUUKOTOLO
coc. Avtd 1oydel kot yio Kabe mhovn avemBount EVEPYELD TTOL EV AVAPEPETUL GTO TAPOV
@OALO 0dM YLDV Xpnone. BAéme mapdypapo 4.

- ®a cag 000l o kapta Tpogdonoinong acbevovg, 1 omoia TePEXEL ONUAVTIKES TANPOPOPiES
acPAAELNG IOV TTPETEL VO YVopilete mpv Kot Katd tn diapkela tng Oepameiog cag e To
EVENITY.

T wepréyerl 1o wapoév OAA0 00N YIOV:

Tt etvar to EVENITY kot ota givo i) ypiion tov

T péner va yvopilete mpwv ypnoomomoete to EVENITY
[og va ypnoyomomoete to EVENITY

[TBavég avemBOuNTEG EVEPYELEG

[og va puidcoete to EVENITY

[epreydpeva tng cuokevLUGiog Kot AOITES TANPOPOPiEg

caprLNE

1. Ti givar to EVENITY ko owa givan i) ypijon tov

Ti eivor to EVENITY
To EVENITY mepiéyel v evepyn ovsia, romosozumab, éva dppako mov Bondd va yivovv ta 0otd
7o SVVATA KOl LEIDVEL TOV KIVOUVO GTOUGUEVOV 0GTAV.

I'a wowov Adyo ypnopomoreitan 1o EVENITY
To EVENITY ypnoonoteiton yio ) Oepaneio tng coPfapis 061e0nOpmONG 68 YOVAIKEG LETA TNV
EUUNVOTONGT] TTOV SLATPEXOVY ENUEVO KIVOLVO GTAGUEVOV 06TAOV (KOTHYUATOG).

H ooteondpmon elvar pio achévela mov kdvel Ta 06Td Gog va yivovtol Aemtd kot e00pavota. [ToAdég
ac0eveic e 00TEOTOPWGT OEV £X0VV GUUTTOUATA, OAAG UTopel va dlatpéyovy owénuévo Kivovvo
KOTOYLATOV.

Hoc Aevtovpyei to EVENITY

To EVENITY egivat éva povoxhmviko avticouo. Eva povokiwovikd avticopo eival évog TOmog
TPOTEIVNG OV EYEL 6YESOOTEL Yo vaL avoryvepilel Kol Vo GUVOLETOL Le CUYKEKPUUEVES TPMOTEIVESG GTO
ocopa. To EVENITY mpocaptdror og pe puo mpoteivn mov ovopdletal cheposivn. Me v
TPOCEPTNGN KOl TOV ATOKAEIGUO TNE dPpacTNPLOTNTOC TNG GAEpocivng, To EVENITY:

. Bon0d ot dnuovpyic vEov 06T0D, Kot

. EMPPUSVVEL TNV ATMAELD TOL VITAPYOVTOG OGTOV.

Av16 KGvel Ta 06TA TO dLVOTA KOl LELOVEL TOV KIVOLVO KOTAYLATWOV.
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2. T pémer va yvopilete nprv ypnoipomronjcete To EVENITY

Mnyv ypnoipomorcite 1o EVENITY:

. o€ mepintwon oAepyiog oto romosozumab 1 o 0m01081moTE GAAO GO TO GLOTUTIKG AVTOD
TOV POPUAKOV (OVaPEPOVTAL 6TV TTOpdypapo 6),

o eav €yxete younAd emineda aofectiov 610 aipa (vracPeotionpia). O yaTpdc cog Ba cag el edv
TOL EMITESD GO EIVOL TOAD YOUNAQ,

o €4V €YETE 1GTOPIKO KAPIIOKNG TPOGPOANG 1 QYYELOKOD EYKEPAAIKOD EMEIGOSIOV.

Mnv ypnowonoteite to EVENITY &dv kdmotlo amd to mopondve woyvet yio €6dg. Edv dev giote
olyovpn, WANGTE LE TO YIOTPd | TOV PAPUOKOTOL0 Gag TPV ypnoiponotioete o EVENITY.

IIpocdomou]oeis Ko TPOPVAAEELS
AmgvBuvleite 610 Y1TPO M TOV QOPHAKOTOLO GOG KOl GULNTHOTE TO WTPKO GAG LOTOPIKO TPV
ypnoomromoete o EVENITY.

Kopdiokr) mpocfoin Kot ayyeloKd YKEQOAMKO EXEIGOOI0

Koapdiokn mposforn Kot ayyelokod eyke@oiko enelcdolo £xovv avapepbel oe dropa mov Aapfdavouv

EVENITY.

Znmiote apécmg waTpikn fondsia edv eppavicere:

° movo o610 otnbog, dvomvola,

. TOVOKEPOAO, LOVOLOGHE 1] AOLVALIC GTO TPOCMTO, T YEPLA 1 TA TOON GO, SVGKOAN GTNV
oMo, aAlayEC TV OpaoT], OTDOAELN 1GOPPOTIOGC.

O ywatpog oag Oa aEloA0YNOEL TPOCEKTIKE TOV KivOUVO KOpILOyYELNK®OV TPOPANUATOV TPOTOV GOG
emutpéyel va Eexivnoete T Ogpamneia pe to EVENITY. Evnuepdote 10 yiotpo cog edv yvopilete 6Tt
&xete aLENUEVO KIVOLVO ELPAVIONC KAPOLOYYELOK®DY TPOPANUATOV, OTMOC EYKATEGTNUEVN
KOPAOYYELOKT] VOGO, DYNAT 0pTNPLOKY| TEST], VYNAG ENiTEdA AITOVG GTO aipla, dtfNTn, TO KATVIGHO
N VEPPIKd TpoPAnpaTa.

XopnAd enineda acBeotiov oto aipa (vracfectionpio)
To EVENITY pmopel va Tpokarécet yapnAd eninedo aoPecTtiov 610 aijlo oag.
Evnuepoote Tov 10Tp6 060G £V TOPATNPY|CETE:

. GTAGLOVS, GLGTAGELS 1| KPAUTEG GTOVG LG GG,
o LOVJAGHO 1) LOPUNYKIOG U GTA OAYTUAG GOG, OTA SAYTLAC TV TOS®V 1 YOP® amd TO GTOUA
o0,

O y10tpdGg o0g UITopEl VoL cuVTAYoYpoenoel acBéatio kot Prrapivn D yio va anotpéyet Ta xounid
enineda aoPfeotiov 070 aipa cag mpy Eekvnoete T Oepaneia oag kot eved maipvete o EVENITY,
AdPete aoPéotio kon Prrapivn D, 0mwg cag Aéet o yiatpog oag. Evinuepdote 10 yiotpo cog edv £xete 1
glyate moTé coPapd VEPPIKA TPOPANLOTO, VEPPIKY] OVETAPKELD 1] XPELOCTIKATE cpokdbapon, Kabmg
ovtd umopel va ovénoet Tov Kivouvo youniov acPectiov oto aipa 4y dev AauPAaveTe GUUTANPOUOTO
acPeoTtiov.

2oBapéc arlepykéc avTIOPAGELS

Mmnopel va ooy cofapég arlepyikés avtidpdoelg oe dtopa mov ypnoiponotovv to EVENITY.

ZnTmiote apécmg wTpikn Pondsia, edv eppavioete:

. TPNELLO TOV TPOGAOTOV, TOV GTOUOTOC, TOV A0V, TOV XEPIDV, TOV TOSLDV, TV OCTPUYOAMV,
TOV KATO dkpov (ayyerooidnua) 1 kvidmoon,

. 0&0 deppotikd e£avOnua e TOAAATAES GTPOYYVAEG KOKKIVES/ POl KNAIOEG LLE OYNLOTIGUO
KOWEADV 1| EPEAKIODO0VG KEVTPOL (TOADUOPPO £pUONUA),

. SVoKOAO KOTATOGNC | OVOTTVOT|G.

[pofiuata pe to otdua, o d6vTa 1 T Yvabo
Mo avemiBO N evépyeta mov ovoudletatl ooteovékpwon g yvébov (ONJ) (BAEPN TV 0oTdV 611
yvabo) &xetl avagepbei omavia (umopei va emmpedoet £o¢ 1 ota 1.000 dropa) oe acbeveic mov
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Aappdvoov EVENITY. H ONJ evoéyeton emiong va epupaviotel petd  dtaxonn g Oepaneioc. Eivar
oNUAVTIKO va Tpocmafdnoete vo amotpéyete TV eueavion g ONJ, kabnhg uropsei va givar pua
00VVNPY| KATAGTAGT] TOV UTOPEl Vo gival SOGKOAO va avTipeTonotel. o va peimoete Tov kivouvo
eupdaviong ONJ, vapyovv opiopévec TPoPLAGEEIC TOV TPEMEL va, AAPETE.

[Ipwv and ™ Aym tov EVENITY, evnuepdote to ylotpo 1 tov VOonAELTH oG €6v:

. £yeTe TPOPANLOTA UE TO OTOWA T TO OOVTIO GOGC, OTMC KAKT 030VTIKN VYEia, acbévela Tmv
00AMV N TPOYPAULATIGUEVT EEAYOYT OOVTLDV,

. Oev AUPAVETE TAKTIKT 000VTIOTPIKT PPOVTION 1) OV EXETE TPAYLOTOTOINGEL OOOVTIUTPIKO
ENEYYO Y10 LEYAAO YPOVIKO OLAGT (L0,

. elote kamviotpla (kabdg owtd pmopel va ovENceL Tov Kivduvo 0d0VTIK®Y TPOPANUATOV).

. éxete mponyovuéveg Aapet Bepaneia pe dupmopovikd dlog (xpnotponoteitol yio T Bepaneio
TV TPOANYT| SL0TAPUYDY TOV 0GTAOV, OTMG 1| 0GTEOTOPMOT)),

° Aappdvete eappoka Tov ovoualovtol KopTiKooTePOELdT (0mmg Tpedvilohdvn 1 de&auedaldvn),

. ThoYETE QMO KOPKIVO.

O ywtpdc oag propei va cog {ntioet vo vtoPfAnbeite oe 0dovTioTpikn EEETAOT) TPOTOV EEKIVI|GETE TN
Oepaneio pe 1o EVENITY.

Kotd ™ dibprera g Bepaneiog, O mpémel va dtotnpeite KA GTOUATIKN VYIEWVH Kot VoL AdpPAveTe
TOKTIKOVG 000VTIOTPIKOVG EAEYYOVC. Edv @opdte eyt odovtoatolyio, Oa mpémel va Pefaiwbeite 6T
Taptdlel oto oToU Gog cwotd. Edv vtofdiiecte oe odovtiatpiky Oepameio 1 TpoKeLToL va
vroPAnOeite og odovtioTpikn emépPfocmn (m.y. eEaywyég SovVTIDV), EVIUEPDOTE TO YTPO GO Yo TNV
odovtiatpikn Oepameio kot Tov odovtiotpd cog 6Tt Aapfdavete Oepamneio pe to EVENITY.

Emwcowvmviote apécmg Ie T Y1oTpo Kol TOV 000VTIOTPO GOG AV OVTIETOTILETE TPOPANLATA LIE TO
oTOUA M TO OOVTIN GOG, OTMC:

. Yoropd dovTa,

o novo 1 Tpnépo,

o TANYEG OTO GTOLO, TTOV JEV ETOVADVOVTOL,
. eKKploELG.

AocvvnioTo KaTéYHoTo TOV uNnploiny 06TdV

Atopa ov &yovv yproomomost o EVENITY, orndvia avénrtuéav acuviiota katdypota tov
unplaiov 06ToL TOL TPOKAAOVVTOL OO KPS 1 KaBOAov Tpadpa. Avtd To €101 KOTOYLATOV GUYVE
TPONYOHVTAL LLE TPOELOOTOMTIKEG EVOEIEELG TOVOL GTOV UNpd 1 TN POVPOVIKT YOPO Y10 TOAAEG
ePdoudoeg mpv eméAbet To KaTaypa. Agv gival yvooto av to EVENITY mpoxdiece avtd ta
acvvniota katdypoto. Evnuepmaote To yotpd 1 Tov Qaprokorold cog eqv epeovicete véoug i
acvVNB1oToVg TOVOLG 61O 1oY 10, TN PovPrviKn YHpa 1} TOV UNPo cag.

Mowowd xon £pnpor
H ypnon tov romosozumab cg maidid kot priffouvg dev £xel peretnOei ko dev eivort £yKeEKPLUEVO V1o
xpNon o€ mtadlatpikovg acbeveic (nAkiog <18 eTmv).

Ao @dppoxa kot EVENITY
Evnuepdote 10 yotpd 1 10V Qappakonold cag edv maipvete N £xete mpds@ata TapeL 1| Lwopel va
mépete GAAO QApLKa.

Kdnon kot Onraocpog

To EVENITY npoopiletar povo yio xpion amd yovaikeg HETA TV EUUNVOTAVGT).

To EVENITY 6gv Oa mtpémet va ypnOLUOTOLEITOL OO YOVOIKEG OVOTOPAY®OYIKNG NAKIOG 1 08 £YKVES
yovaixkeg 1 o€ ONAdlovoeg yovaikee. Aev givarl yvootd edv o EVENITY umopei va mpokadécet BAGPT
oe ayévvnro moudi | InAdlov mondi.

Enwowmvnote pe Tov y1aTpd oo Qv EYETE OTOIECONTOTE EPOTNCELS.
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001 yNnon Kot YEPIGROS PNY OV RATOV
To EVENITY dev avapévetar va €xet enidpacmn 1 €£xel EAAyLoTn eXidpAoT GTNV IKOVOTNTO 001 yNoNG
KOl XEPIGUOD UNYOVNULAT®V.

To EVENITY nepréyer vatpro
To eapuaxo ovtd mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) avd d6om, givat ovtd Tov
ovopdlovpe «elevBepo vatpiovy.

3. Hog va ypnowonomeere To EVENITY

H Oepoancio ue 1o EVENITY 0o mpémetl va Egxva kot va Tapakoiovdeitol amd €101Ko0g 1otpols Ue
gumepio 6NV OVIPETOTIOT TS 00TE0TOponC. [Idvtote va yproiponoteite to PaproKo ovtd
AVOTNPE GUUPOVO. [LE TIG 0dMYieg TOV YloTpoy cag. Edv éyete apeipolrieg, potote Tov ylotpd cog.
H éveon mpénet va yopnyeitotl povo omd ATopo mov EYElL EKTAUOEVLTEL COGTA.

I[Iéoo va ypnoipomouoeTe

. H ocvvietdpevn d6on EVENITY givan 210 mg.

. Kabmg pia mpoyspuiopévn obpryya mepiéyet 105 mg dpaoctikng ovsiag romosozumab, yio kabe
300 TPETEL VO, YPTGILOTOI0VVTOL 2 TPOYEUIoUEVEC cvpLyyec. H devtepn éveon Oa mpénet va
YopMyeital aUESOS UETE TNV TPMTY, OAAG G dlapopeTkn Béom Eveonc.

. AvT0 TO KGVeTE pio Popa Kabe uva yio 12 pnveg.

I[®g va to ypnopomo|ceTe

o To EVENITY npénet va yopnyeital pe éveon kdtw amd to d€ppa (vmododpia Eveon)).

o To EVENITY mpénet va yopnyeitot pe éveon gite otnv mePLoyn TOV GTOUAXOV (KOWMOKY] YDPOL)
gite atov unpo. To e€ntepikd Tov Avm Ppoyiova cag pmopel exiong vo ypnotpomomOel og
onueio éveong ahdd povov edv cag KAVEL KATO10G AAAOG TNV £VEDN).

. Edv n 1010 Teployn éveong oyedidleton vo ypnoonombet yio m devtepn Eveon, Ba mpénet va
y¥pMNoLomTonoel dSapopeTikd onueio Eveong.
. To EVENITY dev npénel va eyyéeton og Teployég 6mov to dépa givar evaicOnro,

HOAOTIoUEVO, EpVOPO 1| TKANPO.

Eivon onuavtikd va Stafdoete tig Odnyieg Xpnong yio avoAvTiKég TANPOPOpieg OYETIKG LLE TO TAG
ypnotpomoteital n mpoyepiopévn ooptyyoa EVENITY.

Potmote 1o yiatpo 1 ToV QapHaKoTOld GOg AV EXETE TEPAUTEP® ATOPIEC GYETIKA LLE T XPTOT] TOVL
QOPUAKOL.

Eév ypnowpomouioete peyarvtepn 66on EVENITY and tnv kavovikii
Edwv, xatd AdBog, mépete peyardtepn 66on EVENITY amd tnv Kavoviky], EMKOIVOVIOTE LLE TO YUTPO
1 TOV PAPLOKOTOLd GOG.

Eav Egyaoete va ypnoipomonoete 1) dgv propeite va napete to EVENITY 61 ouviOn opa coc
Edv yaoete o d6om tov EVENITY, entkotveoviote pe 1o Y10Tpd Gog TO GUVTOUOTEPO SLVOTO YO VO,
TPOYPUUUATICETE o GAAN dOGM. TN GLVEYELD, 1) ETOUEVT dOcn Bo Ttpémet va didetan L vopitepa
oo £vo Uiva LETd TV nuepounvia g teAgvtaiog S6omG.

Edv otapatiocere va naipvere to EVENITY

Edv oxépteote va otapoatoete t Oepamneia pe to EVENITY, culnmote 10 pe 10 yiotpd coc. O
YwTpog cag Ba og cupPfoviéyet Yo moco Kopod Ba mpénet va AdPete Oepaneia pe to EVENITY.
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Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE TN YPTOT GVTOV TOL PAPUAKOV, POTACTE TO YTPO N
TOV PUPLLOKOTOLO GOG,.

Yv{ntote pe 1o yiTpd oog TNV avayKn PETAPacng oe dAAN Bepameia Yo TV 06TEOTOPOOT) LETA TO
téA0g NG Bepameiog cag pe to EVENITY.

4, IMBavéc avemBopnTEG EVEPYELEG

Onwg 6Aa To pApLOKa, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovclalovial 6€ OAOVG TOVG AvEpMOTOLG,.

Znmiote apécng wTpiky] Pondsia sdv gppavicete ta akdiovba mhavd GCUUTTONATH KAPOLIKIG

POSPOM|S | AYYELIKOD EYKEQUMKOD ETELG0DT0V (O)1 cLYVES: evdéyetan va ennpedoovy émg 1 ota

100 dropa):

e 7ovo oto otnfog, dvonvola,

®  TOVOKEQOAO, LOVOLOGHLO 1) 0dVVOLLI0 GTO TPOSMTO, T YEPLA 1| Te TOSA GOC, SVCKOALL GTNV oAl
aAlay€g otV Opao, ATMOAELN IGOPPOTING.

Zntiote apécmg wTpikn fondsia sdv eppavicete ta akdAovOa GLUTTOUATE COPAPNS AALEPYIKNAG
avtidpaong (omavieg: evdéyetar va emnpedoovy émc 1 ota 1.000 droua):

. TPNEWO TOV TPOCHTOV, TOL GTOUATOG, TOV AULUOV, TOV YEPLDV, TOV TOJNDV, TOV ASTPUYIADY,
TOV KATO dkpov (ayysooidnua), 1 kvidwon,

. 0&0 depuotikd eEavOnua mov deiyvel TOAATAEG GTPOYYLAEG KOKKIVES/ POl KNAIOES LUE
SYNUATICUO KOYEADV 1] EPEAKIODO0VS KEVTPOL (TOADLOPPO epLON L),

. dvoKoAio KOTATOGNG 1 AVOTVOT|G.

Evnuepaote to y10Tpd 60g GV TopatnpioeTe To 0KOAOLOO GCUUTTOUATE YOPUNAAV EMTEIDV
acpeostiov oto aipa (vracPeotionpia) (Oxt cvyvég: evdgxeton va emnpedoovy £o¢ 1 ota 100 dropa):

. OTAGUOVS, GLGTACELS 1| KPAUTEG GTOVS VG GO,
. LOVJUGHO 1) LOPUNYKIOOUO GTO SGYTUAG GOG, T SUYTVAN TV TOSDV 1} YOP® and TO GTOWA
oG,

BA. eniong mapdypago 2 «Ti wpénetl va yvopilete mpv ypnoyomomioete 1o EVENITY».
AAlec avemBounteg evépyeleg meptlappdvovy:

oAV ovyvéig avemBOuNTES eVvEpyareg (evoéyetal va ennpedoovy mhve amd 1 ota 10 dropa):
. Kowé kpvoroynua,
. ApBpairyia.

Yoyvés avemOounteg evépyereg (evoéyetar va ennpedoovy £mg 1 ota 10 dropa):
E&GvOnua, Aeypovi tov dépuotoc,

[Movoképarog,

Iypopitido,

[Tévog otov avyéva,

Mvikég kpdmec,

EpvOpdtnra 1 mévog yop® omd to onueio 6mov yopnyndnke n Eveon.

'Oy ovyvég avemOBounteg evépyeleg (evoéyetan va emmpedcovy Eog 1 ota 100 dtoua):
o E&bvOnpa (kvidmon),
o Kotappaxtng.

Ava@opd avemBOunTOV gvepyaLOV
Edv moapotmpnoete kKamoto avemBOUNTN VEPYELD, EVILEPDOTE TOV YIUTPO, TOV POPUAKOTOLO 1) TOV

VOGOKONO Gag. AVt 1oYvEL Kot Yio kébe mbavr avemBountn evépyela Tov dev avaQEPETAL GTO TAPOV
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@OAAO 0dNY1dV Ypione. Mropeite emiong vo avagépete avemBounteg evépyeleg angvbelag, LEGm Tov
€0VIKoO GLGTNHOTOG OVAPOPAG:

EBvikog Opyaviopog @apudxmv

Meooyeimv 284

GR-15562 XoAapyog, Adnva

TnA: + 30 21 32040380/337

®ag: + 30 21 06549585

Iotétomnog: http://www.eof.gr

Mécm g avapopdg avemBOUNT®V EvEPYEI®V Umopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TAPOVTOC PUPHAKOV.

5. ag va gvracoete 10 EVENITY
To @apuako ovtd TPETEL Vo PLAACGETOL GE LEPT) OV OgV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnopomoleite avTd T0 PAPLAKO LETA TNV NUEPOUNVIC ANENG TOV OVOPEPETAL GTI] GUPLYYO Kol
otV e£mtepikn cvokevacio petd ™ AéEn AHEH. H nuepounvia AéEng etvan n tehevtaio nuépa tov
UNVOL TTOV OVOQEPETOL EKEL.

duvrdooete og Yyoyeio (2 °C — 8 °C). Mnv kotoyOyeTE.

A@b6tov BydAete Tn 1OPTIVI] GUGKELOGIN TOV TEPIEXEL TNV TPOYEUIGUEVT] GUPLYYO OO TO YLYELO Vi
¥PNon, dev mPEMEL va. TNV ToMo0ETOETE TGO GTO YLYELD, AAAG UTOPEITE VO TNV KPOTHGETE O
Bepuokpaocio dopatiov (¢ng 25°C) yio uéypt ko 30 nuépeg. Edv dev ypnoponomdei evidg ovtie g
YPOVIKNG TTEPLOSOV, TO TPOTIOV TTPEMEL VO amopplPpOet.

PuAdooeTe TNV TPOYEUIGUEVT] GUPLYYO OTO EEMTEPIKO KOVTE Y10l VO TPOGTUTEVETAL OO TO PG,

EXéyEte omtikd T0 d1dAv 0. MnV T0 ¥pnoLuoToteite €6v To LAV EIVOL OTOYPMOUATIGUEVO, BOAO 1
TEPLEYEL VIPAOES 1] COUOTIOWN.

Mnv metdite @APLAKO GTO VEPD TNG AMOYETEVLGNC 1| OTA OKLOK( amoppippoto. Potiote tov
(POPLOKOTOLO GOG YO TO TTMOG VO TETAEETE TOL PAPHOKA TOL OEV YPNOLUOTOIEITE M. AVTA TOL LETPA. Ot
Bonfnocovv oty Tpoctacia Tov TePPAAAOVTOG.

6. [epreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES

Tvepréyer o EVENITY

. H dpaotikn ovesio givar romosozumab. Kabe npoyepuopévn ovpryya nepiéyer 105 mg
romosozumab oe 1,17 ml dweAvpatog (90 mg/ml).

. Ta, Aowrd cvotatikd givarl aoPéotio 0&ikd, Toydpopeo o&ikd 0&D, vatpiov vOpoeidio (Yo
pvBuion tov pH), cakyapoln, TolvcopPikd 20 kot VOwWP Yo evésipa. BA. mapdypago 2 «To
EVENITY nepiéyet vdtpio.n

Epg@évion tov EVENITY ko epreyopeva g cvokevaciog

To EVENITY egivot dtanyég émg omaAilov, Gypmuo £m¢ avolkTo KITpIvo EVEGIUO SLIAV O TOV
TOPEYOVTOL GE oG YpHoNe Tpoyeouévn cvptyya. H cldpryya sivol Kotaokevaopévn and TAacTikO pe
Belova amd avoleidwto atcdt.

Méyeboc cuokevaciog 2 TpoyEMGUEVEG GUPLYYEG.
IToAomhn cvokevacio mov TePiEyeL 6 (3 cLoKEVAGIES TV 2) TPOYELGUEVEG GUPLYYEG.
Mmropet va. unv KuKAOQOpoLV OAEG Ol GUGKEVAGIEC.

Karoyog Adsrog Kvkiogopiag
UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, BéAyto

Hopackevaotic:

21


http://www.eof.gr/

Amgen Europe B.V., Minervum 7061, 4817 ZK Breda, OXhavdia

INo omoladnmote TANPOPOpio GYETUKH LLE TO TOPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amgvBuvbeite otov TomiKo avtimpdommo Tov Katdyov tng Adsiog Kuihopopiag:

Belgié/Belgique/Belgien
UCB Pharma SA/NV

Tél/Tel: + 32/ (0)2 559 92 00

Bbuarapus
10 CU BU bearapus EOO/]
Ten.: + 359 (0) 2 962 30 49

Ceska republika
UCB s.r.o.
Tel: + 420 221 773 411

Danmark
UCB Nordic A/S
TIf: +45/32 46 24 00

Deutschland
UCB Pharma GmbH
Tel: + 49 /(0) 2173 48 4848

Eesti
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

Elrada
UCB AE.
TnA: + 30/ 2109974000

Espafia
UCB Pharma, S.A.
Tel: +34/91570 34 44

France
UCB Pharma S.A.
Tél: +33/(0)1 47294435

Hrvatska
Medis Adria d.o.o.
Tel: +385 (0) 1 230 34 46

Ireland
UCB (Pharma) Ireland Ltd.
Tel: + 353/ (0)1-46 37 395

island
Vistor hf.
Simi: + 354 535 7000
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Lietuva
UCB Pharma Oy Finland
Tel: + 358 9 2514 4221

Luxembourg/Luxemburg
UCB Pharma SA/NV
Tel/Tel: +32/(0)2 559 92 00

Magyarorszag
UCB Magyarorszag Kft.
Tel.: + 36-(1) 391 0060

Malta
Pharmasud Ltd.
Tel: + 356/ 21 37 64 36

Nederland
UCB Pharma B.V.
Tel.: + 31/ (0)76-573 11 40

Norge
UCB Nordic A/S
TIf: + 47/ 67 16 5880

Osterreich
UCB Pharma GmbH
Tel: + 43-(0)1 291 80 00

Polska
UCB Pharma Sp. z 0.0. / VEDIM Sp. z o.0.
Tel: + 48 22 696 99 20

Portugal
UCB Pharma (Produtos Farmacéuticos), Lda
Tel: + 351 /21 302 5300

Romania
UCB Pharma Romania S.R.L.
Tel: + 40 21 300 29 04

Slovenija
Medis, d.o.o.
Tel: + 386 1 589 69 00

Slovenska republika
UCB s.r.o., organiza¢na zlozka
Tel: + 421 (0) 2 5920 2020



Italia Suomi/Finland

UCB Pharma S.p.A. UCB Pharma Oy Finland

Tel: +39/02 300 791 Puh/Tel: + 358 9 2514 4221

Konpog Sverige

Lifepharma (Z.A.M.) Ltd UCB Nordic A/S

TnA: + 357 22 056300 Tel: + 46/ (0) 40 29 49 00

Latvija United Kingdom (Northern Ireland)
UCB Pharma Oy Finland UCB (Pharma) Ireland Ltd.

Tel: + 358 9 2514 4221 (Somija) Tel : + 353/ (0)1-46 37 395

To mapdév @vAro 0dNYLAOV YprioNg avedespOnke Yo TelevTaio gopa Tov Avyovoto 2023.
AdLeg TN YEG TANPOPOPLOV

Aentopepeic mAnpogopiec yio 1o appako avtd gival dabéoieg 01o dikTvaKd T0TO ToLV Evpmmaikol
Opyavicpod Gapudkov: http://www.ema.europa.eu.

INvpicte 6elida Yo TIG 001 YiES Yp1oNG.
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OAHI'IEX XPHXHX I'TA THN ENEXH EVENITY MEXQ TIPOTEMIZMENHX XYPIITAX

XopnyeioTe pe £vest) 600 TPOYEPIGUEVES GUPLYYES TN Pid apuécG PETA TNV GAAN Yo vo AaPeTe
pio TApn 06061

O tapokdtom odnyieg €EnNyovv Tov TPOTO XPNONE TNG TPOYELUGLEVIC GUPLYYOS Y0 VO KAVETE TNV
éveon tov EVENITY.

. AP doTe TPOGEKTIKG GVTEG TIG 001)YiEG KO aKolovO6TE TIS Prina wpog Pfripa.

. Edv éxete onoleodnmote epwtoeig 1 ausBdveote apéPaia yio  drodikacio Eveonc,
amevBuvleite o€ YaTpd 1| POPLLOKOTOL0.

. Eivai onuoavtikd va Befoiwbeite 6t1 1 éveon yopnyeitol wovo omd dTopo mov £xEl EKTOOELTEL
KOTAAANAQL

. H mpoyepiopévn ciptyya ovapEpetal Emions MG «TO PAPLOKOY.

0onyég €aptudTov: Tpoyspiocpévy ovpryya

4 . .\ [ . .
IIpw amod T xpnon Meta ™ ypion

Xpnoworompévn papdog epnfpdrov

Papdog epfforov
Mapéppoopa Saxtvrov
D péupuon
— o
Etucéta kon nuepopnvio Aéng
Hopéppoopa daxtvAOL |
| Kvpo copa ypnoporompévng oopryyos

Etwcéta ko S | ;|

- *z
npepopnvia An&ng

J

OF

Kvpio copa copryyog

Déppaxo

T'kpt kKéoppo

Xpnopomompé
¢ vn Behova

BEAGVOC I'kpt k@oppo erovog aparpedév

TonobeTnuévo

N J

N
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ocuvtayoypaenoetl 66on 210 mg ke pnva: Ta va
Aapete TV TAPN 66061 G0G, 00 TPETEL VO KAVET!
éveon 000 mpoysmouévev cupiyymy 105 mg, T |
Opéomg PETA TNV AAMY).

STOP A aote ovTo TPLY 06 TV £VEGT TOV QUPRAKO @
O mapoyog vyeloVoUKNG TEPiBalyNG ExEl
= | 7
+ = 1 d660m

Bijpoa 1: Ipogtoipnacio

Bydiite 1t 1apTivn cuokevacio mov TePIEyEL TIG V0 TPOYEUICUEVES CVPLYYES AT TO
yoyeio.

. Ot Tpoyepicpéveg oag aOptyyes Ba Tpémet va peivouy ekTog Woyeiov yia va Tioovy 6€
Oeppokpacio dwpatiov (¢mg 25°C) ywa rovAdyietov 30 hertd mpwv and v éveon (unv
Oepudvete pe GALo Tpomo). AvTd Bo KAVEL TNV £VECT] TTO GVETT).

. Avoi&te ) xapTIvn GuoKeELAGTA KOl CLAAEETE OAO T VALKE IOV Y peldleaTe Yia TV éveon
(6mwg avapépetor oto Brjua B).

. [TAdvete kadd o y€pLa oag.

. Apapéote 000 TPOYEUIOUEVEG GOPLYYES OO TN XAPTIVI] GLOKELOGIN OTWOC PaiveTal GTNV
EIKOVAL.

. Inpovtiké: Kpotdte Tavta 11§ TpoyeLGUEVEG GUPLYYEG OO TO KOUPLO AL TNG CVPLYYUCS.

. TomoBetnoTE TO déLYTLAO 1} TOV AVTIXEIPO GTNV GKPT| TOL HIGKOV Y10 VA TOV ACPOAICETE
EVO 0QOLPEITE TIG TPOYEUGUEVES GUPLYYEC.

. IIdote TO KVPLO GO TNG GVPLYYOS Y10, VO POLPECETE TIC TPOYEUOUEVEG CVPLYYES A0 TO
dicko.

Méote €00

Mnyv mdvete tn pafdo gpforov 1 To ykpt KAAvppa g ferovag.
Mnv agarpeite To YKpL KAADUUO OO TIC TPOYEUICUEVEG GUPLYYES OKOLT).
Mnv agarpeite to Tapéupoopo daxtOAov. ATOTEAEL LEPOG TNG TPOYELIGUEVNG CUPLYYUG.
Mnv avoKiveite TIg TPOYELGUEVEG GUPLYYEG.
EAéyEte to pdpuaxo otig cOptyyes. To pappoko mpémetl va eivar éva dtowyég Emg
omoAilov, Aypouo £0¢ 0VOIKTO KITPVO SLOAVUA.
- Mnyv ypnoyonoieite 11§ TPOYEMGUEVES GUPLYYEG EQV TO dldALL gfvort
OTOYPOUOTIGUEVO, BOAO M TTEPLEYEL VIPAdES 1 cruaTiOw.
- Mmnopei va dgite puoarideg aépa. H £yyvon tov dtaddpatog vrodoping (kKdtm ond To
O0épua) mov mePLEXEL PLOAAIdEG aépa glvar afrafnc.
. Mnv xp1CLUOTOLEITE TNV TPOYEUGUEVT] GUPLYYX EAV:
- &yeLmécel Kato,
- 10 YKptL kdAvpupa e Perdvag Aeimetl 1} dgv elval aoPUADS TOTOBETNLEVO,
- &0v 1 oppdyion Aeimel N lval GTAGUEVN 1] GV OTTOLOONTOTE TUN O TG PaiveTL
POYIGUEVO 1) CTTOGUEVO.
X€ QUTNV TNV TEPIMTMOOT], YPNOLOTOUWOTE VEQ GVPLYYQ KOl ETIKOWVMVTGTE LE TOV Y10TPO GOG TO
GUVTOUOTEPO dLUVATO.

e o kaBapn, KoAd QOTIGUEVT ETPAVELN EPYACING, TOTOOETNOTE TO €ENC:
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®  OV0 TPOYELGUEVEG GUPLYYEG,
e 30O UOVTNAGKLO EUTOTIGUEVA. LIE s g =il 9

OLVOTVEL L, j
e JVOo umdreg Pappdit ) emBépota yaloc, )
e 00 (X’U‘EOK(V)’XXT]T(,)UQ EMOEGLOVG, —c 9 “ : 2 =
e £101K0 doyElo amdppLYMC. &=

[Ipoetoudote kot kabapiote To HEPUA OOV TPOKELTAL VO KAVETE EVECT] LLE TO PAPLLOKO.
Mmnopeite va emthéEete omd:

® TOVG UNpovge, E&wtepuci meproyn tov
. TNV TEPLOYN TOV GTOUAYOV (KOTAOKY| YMdPAL), GALG ave Bpaiova

OYL TNV TTEPLOYN 5 EKATOCTOV YOP® OO TOV OPUAO, :
o v e€®TEPIKN TEPLOYN TOV (v Bpoaryiova (ebv Tepioy oToutyov

, , p , (xothokn xdpa)
KATO10¢ GAAOG GaG KAVEL TNV £VEOT).
Mnpog
WA

. H debtepn éveon Ba mpémel va yopnyeitan og Sl0QopeTIKN BEoN Ao QL THY TOV

ypnoomomdnke yo v pmdTn €veon). Edv embupeite va ypnoyonooete v idla
meployn éveone, Pefoarmbeite ot dev eivan To 1d10 onpeio veonc.

. Mnv kéivete éveon og meployEg 6oL To dEpua ivarl evaicnto, LoAoTcuévo, puopo,
oKANPO, £xEL OLVAEC | paryadeg 1| ExEL TO(IES, EpVOPEC N POAMDWTEG KNAIDES ] AAAOLDGELC.
. KoabBapicte v meployn 6mov TpdKeITol v KAVETE TNV EVEST| LLE VO LOVTNAGKL

EUTOTIGUEVO UE OWVOTTVELUO. APTOTE TO OEPLN VO GTEYVMDGEL TPV OO TNV EVEGT).

G

. Mnv ayyilete Eavd vtV TNV TEPIOYN TPV KAVETE TNV EVEDN.

Bipa 2: Etoynaocteite

. Tpaprére amevbeioag to yKpt kKdAvppa g ferdvog ko pe katebbvvon pokpid and 1o
oMU Alyo TPy amd TV EVeo.
- Tlpocééte va unv ayyi&ete ) Bedova i va apnoete T Perdva va ayyi&et
OTOL0ONTOTE EMPAVELQ.
. Mohic apoaipedel To kdAvppa, n éveon mpénet vo xopnynOel péoca og 5 Aentd. Agv vdpyet
AOYOC va Praocteite Yoo TN veon - 5 hemtd ivon apketog ypdvoc.
- Eivor puotodoywkod va fAémeTe pia otoydva vypov otnyv dkpn e Beldvoac.

. Mnv otpifete 1 Avyilete To YKt KAAVUUO TNG PEAOVOC.
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. Amoppiyte 10 YKpL KGALUH TG PEAOVOG 6TO €101KO doyeio amdppryng. Mnv Ttomobeteite
TO YKPL KO v o TG BEAOVAG oW oTNV TPOYEUICUEVT] GUPLYYOL.

E o ITidote 0 Oéppa oTabepd peTad Tov avtiyelpa Kol TV SOKTOAWOV GOC, ONULOVPYDVTOG
pio otafepn| emEAveln TAATOVG TEPITOV 5 eKATOGTMV.
-
=
. Inpovtiké: Kpatote 1o 6éppa otabepd Katd tnv Eveon.

Bipa 3: Kdavere v éveon

XT o Inpovtiko: H pdPdog tov epfdrov dev TPEMEL VoL GTPDYVETOL TPOG TO, KAT® PEXPL VO
elote £TOLUN VO KAVETE TNV TPUYUATIKY EVEOT).
o [péner va kpatnBel to déppo. Me to GAAO ¥EPL, N PEAOVA TNG TPOYEMGUEVTG CUPLYYOS
TPEMEL VO, ELGAYETOL GTIV TEPLOYT TOL OEPUATOC TTOV EYEL TPONYOLUEVOC KADOPIoTEL (TO
«onueio g éveongy) oe yovia 45 éwg 90°.
. Mnv tomoBeteite 10 SAKTVAO Gag 0T0 EUPOAO KT TNV el00y®Y™| TG PeAdvag.

Z o Xpnoonoimvtag apyn kot otadepn| wieon, onpoéte ) pafdo Tov euPforov péypt va
OTOLOTAOEL VO KIVELTOL, DTTOdEIKVDOVTAC OTL £)EL Yop1yndel oAdoKAnpn M do6om. H
TPOYELGUEVT] GUPLYYO TPETEL VO, TOPOUUEVEL EVTOG TOV OEPUATOG KOTA TNV OAOKANP®GN
™mg Xopnynong me doong.
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Mog oAoxAnpmBOel, apoTE TOV OVTIXEPA COG KOl CNKDOGTE ATOAN TNV TPOYEMGHUEVT
ovpLyyo omd To dEPLO oTNV 1010 Yovia e TV omoia el0XOn.

- A@o0 aQaipéoeTe TNV TPOYEUIGUEVT CUPLYYQ OO TO OEPLL, 1| GUPLYYO TPETEL VAL Elval
adelaL.

. Inpoviké: Av goivetot 0Tt To eApUOKO PBpiokeTol axoua LEGH 6T GUPLYYQ, CVTO
onuaivel 6t dgv ExeTe YOPMNYNOEL TANP®G TNV €veoT]. O TAPOY0G TNG VYEIOVOUIKNG
nepiBaiymg cog Oa Tpémel va evnuepmbel To cLVTOUOTEPO SVVATO.

Bijpa 4: Amoppwyn

. Amoppiyte OAOKANPT] TN YPNCYOTOMUEVT]
TPOYEUITUEVT) GVPLYYQ KoL TO YKPL KAAVULLO TNG PEAOVOC
o€ &va €101KO doyelo amdpPIYNG APEGMOC LETA T YPNOT).

Mnyv metdite (amoppinTETE) TNV TPOYELUGLEVT] GUPLYYO OTO OKLOKE aTOPANTA.

. MnV enavoyPNOLLOTOLEITE TNV TPOYELUGLEVT GOPLYYO.
Inpovriké: Atotnpeite tavtote To €101k0 doyeio pakpld amnd 0éon v omoio PAETOLY
Kot Tpooeyyilovv ta moudid.

Bijpa 5: EAéyEte To onueio g éveong

Edv vrapyet aipo, ypnoyoromote Eva Bappdkt 1 éva koppdtt yalag Kot epapuoote Eappid
mieon TAve omd To onpeio ¢ £veong Yo uepikd devteporenta. Mnyv tpiPete 1o onueio g
éveonc. To onpeio tng éveong pumopel va Kahvedei pe Eva pkpo auTOKOAANTO ETIOEGHO, £V
glvon amopaitnro.

Bipo 6: Eravalapete T dg0tEpPN £veon Yo v TAPETE TNV TANPY 600N

Eravalapete dha tao fripota wov apyilovv and 1o Prjpa I' pe ) devtepn mpoyepiopuévn
oVPLYYA Y10, TNV £YYLCT OAOKANPNG TNG 600G, H devtepn éveon Ba mpémetl va yopryeitat o€
dlopopeTikn BEoM amd aVTHY OV XPNOLUOTOONKE Yia TV TpdTn £veon. Edv emboueite va
ypNoLomomoete TNV o0 meployn Eveong, PeParwbeite 611 dev eivar To 1010 onueio Eveong.
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	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον χρήστη
	Μην χρησιμοποιείτε το EVENITY
	 σε περίπτωση αλλεργίας στο romosozumab ή σε οποιοδήποτε άλλο από τα συστατικά αυτού του φαρμάκου (αναφέρονται στην παράγραφο 6),
	 εάν έχετε χαμηλά επίπεδα ασβεστίου στο αίμα (υπασβεστιαιμία). Ο γιατρός σας θα σας πει εάν τα επίπεδα σας είναι πολύ χαμηλά,
	 εάν έχετε ιστορικό καρδιακής προσβολής ή αγγειακού εγκεφαλικού επεισοδίου.
	Μην χρησιμοποιείτε το EVENITY εάν κάποιο από τα παραπάνω ισχύει για εσάς. Εάν δεν είστε σίγουρη, μιλήστε με το γιατρό ή τον φαρμακοποιό σας πριν χρησιμοποιήσετε το EVENITY.
	Προειδοποιήσεις και προφυλάξεις
	Κύηση και θηλασμός
	Οδήγηση και χειρισμός μηχανημάτων
	Εάν, κατά λάθος, πάρετε μεγαλύτερη δόση EVENITY από την κανονική, επικοινωνήστε με το γιατρό ή τον φαρμακοποιό σας.
	Εάν ξεχάσετε ή δεν μπορείτε να χρησιμοποιήσετε το EVENITY στη συνήθη ώρα σας
	Εάν σταματήσετε να παίρνετε το EVENITY

	5. Πώς να φυλάσσετε το EVENITY
	Το EVENITY είναι διαυγές έως οπαλίζον, άχρωμο έως ανοικτό κίτρινο ενέσιμο διάλυμα που παρέχεται σε εφάπαξ χρήσης προγεμισμένη συσκευή τύπου πένας. Η σύριγγα μέσα στην πένα είναι κατασκευασμένη από πλαστικό με βελόνα από ανοξείδωτο ατσάλι.
	Παρασκευαστής
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά τον Αύγουστο 2023.
	Φύλλο οδηγιών χρήσης: Πληροφορίες για τον χρήστη
	Μην χρησιμοποιείτε το EVENITY:
	Μην χρησιμοποιείτε το EVENITY εάν ​​κάποιο από τα παραπάνω ισχύει για εσάς. Εάν δεν είστε σίγουρη, μιλήστε με το γιατρό ή τον φαρμακοποιό σας πριν χρησιμοποιήσετε το EVENITY.
	Προειδοποιήσεις και προφυλάξεις
	Κύηση και θηλασμός
	Οδήγηση και χειρισμός μηχανημάτων
	Εάν, κατά λάθος, πάρετε μεγαλύτερη δόση EVENITY από την κανονική, επικοινωνήστε με το γιατρό ή τον φαρμακοποιό σας.
	Εάν ξεχάσετε να χρησιμοποιήσετε ή δεν μπορείτε να πάρετε το EVENITY στη συνήθη ώρα σας
	5. Πώς να φυλάσσετε το EVENITY
	Το EVENITY είναι διαυγές έως οπαλίζον, άχρωμο έως ανοικτό κίτρινο ενέσιμο διάλυμα που παρέχονται σε μίας χρήσης προγεμισμένη σύριγγα. Η σύριγγα είναι κατασκευασμένη από πλαστικό με βελόνα από ανοξείδωτο ατσάλι.
	Παρασκευαστής:
	Amgen Europe B.V., Minervum 7061, 4817 ZK Breda, Ολλανδία
	Το παρόν φύλλο οδηγιών χρήσης αναθεωρήθηκε για τελευταία φορά τον Αύγουστο 2023.

