B. ®YAAO OAHI'TQN XPHXHX
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@viro oonYLav pions: IIAnpoeopics yia Tov a.60evi)

XGEVA 120 mg gvéopo owdivpe
denosumab

V1o @appako avtd TeLel LG CLUTANPOUATIKY TOPaKOoAOVONGN. AvTd Ba emiTpéyeL TOV YN YOpO
TPOCIOPIoUO VEOV TANPOPOPLOV acpdAelac. Mropeite va fondnoete péow e avapopdg movmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatalete. BA. T€log e mapaypdpov 4 yio Tov TpOTo
avaQOPAG aVETIOOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKATPO TO QUAAO 0ONYLOV YP1OTNGS TPV OPYIGETE VA YPTCLUOTOLEITE OVTO

T0 PAPLOKO, OLOTL TEPLAGUPAVEL CIUAVTIKEG TANPOPOPIES Y10 GOG.

- DvraEre avtd To EOARO 0dNYIBV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO, TOV QUPLAKOTOLO 1| TOV VOGOKOLO GOC.

- H cvvtayn yio avtd 1o appoko xopnynnke amokAeloTiKd yio 6og. Agv TPEMEL VoL ODOETE TO
@apupoko oe GAiovs. Mmopel va Toug TpokaAéoel PAAPN, akOUa Kot OTAV TO GUUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotmpnoete Kamoto avemBOunTn eVEPYEL, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0G. AuTd 1oy0eL Kot Yo KaBe mBavn) avemBOUNTN eVEPYELX TOV OV OVALPEPETOL
670 TapHY PUALO 0dNYIDV XpYong. BAére mapdypago 4.

- O y1atpocg oag B cog dmoet pia kapta vIeVOO LGNS Yo TOV 0c0evN, 1| oTola TEPIEYEL
ONUOVTIKEC TANPOPOPIES Y10 TNV ACPAAELD, TIG OTTOIEG TPEMEL VO YVOPILETE TPV KOl KOTA TN
duapxeta tng Bepamneing cag pe 1o XGEVA.

T epréyerL 1o mapov UAA0 00N YIOV:

T etvon o XGEVA o mota givan 1) xprjom tov

T pénet va yvopilete npv ypnoponomoete o XGEVA
Iag va ypnoomomoete o XGEVA

[MBovég avemBOunTeg evépyeteg

g va puidcoete To XGEVA

[epreydpevo e cuokeLOCIG Kol AOUTEG TANPOPOPIES

Uk wdE

1. T givar To XGEVA kot wowa givar 1 ypfion 1ov

To XGEVA nepiéyer denosumab, pa tpoteivn (LovokAmviKo avticmpa) mov dpa emPpaddvoviag v
KOTOOTPOPT] TOV 0GTMV OV TPOKAAEITAL 0md TNV e£AmTA®GT TOoV Kopkivoy 6g avtd (UeTdoTaon oTa
00TA) 1 OO YIYOVTOKVTTAPIKO KAPKIVO TV 00TOV.

To XGEVA ypnowonoteitar € eVAMKEG e KOpKivo yio TV TpOdANYT GoPapdv ETITAOKOV TOL
opeilovTal 6TIG 06TIKEG UETAGTAGELC (TT.)., KATUYUA, TECT) GTO VOTIOAO0 HVEAD 1| VYK ANYNG
axtvobepaneiog N dtevépyetag xeypovpyikng enéppacnc). To XGEVA ypnoyomoteiton emiong yio
Bepameio TOL Y1IYOVTOKLTTOPIKOD KOPKIVOL TV 0GTMV, O 0010G OEV UTOPEL VOL AVTILETOTIOTEL [IE
YEWPOLPYIKN eXEUPacn 1 OTav 1 XEPOLPYIKN emEUPacT dev eivar 1) KAADTEPT] ETIAOYT, OE EVIIAIKES KOl
£QNPOVG TV 0oLV T 0GTA EYOVV GTOUATHGEL VO, AVOTTOGGOVTOL.

2. T péner vo yvopilete mpy ypnoporonicste To XGEVA

Mnyv ypnopomonjoete o XGEVA

- og nepintwon aliepyiog oto denosumab 1 o 0101081 moTE GALO OO TOL GLOTUTIKA AVTOV TOV
QopUAKOV (CVOPEPOVTOL OTNV TAPAYPUPO 6).

O y1atpog oag dev Ba oag yopnynoet XGEVA av £xete ToA0 yoaunia eninedo acfectiov 6To oipo Gog
Ko dgv éyete AGPet Oepameio ylo TNV AVTIUETOTIGT TOVC.
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O emayyehpotiog tng vyeiag cog dev Bo cog yopnynost XGEVA edv éyete un emoviopéveg mnyég
amd odovtiaTpikn Bepaneio 1) eyyeipnon oToOHATOC.

Ipogdomomosic kKo TPpoPLAGEES
Amgv0uvOsite otov YwaTpé cog mpiv mapete To XGEVA.

Zouminpopotikr yoprynon acfectiov kot freapivng D

®a mpénet va AapPavete copminpopato acPectiov kot Prrapiving D yia 6co didotpa taipvete
XGEVA &kt6g kot av €xete vymAa enineda aofeotiov 010 aipa cag. Avtod givar katt mov Ha
ou{ntnoete e Tov yTpd oag. Av £xete YOUNAL ETiTEdH 0loPEGTION GTO AL GG, O YIOTPOG GG
pmopel va 0moQacicel va cag yopnynoel couminpouata acPectiov mpv Egxvnoete Bepaneia pe
XGEVA.

Xounid exinedo acBectiov 6to aipa

[Mopakadieiote va evUEPDOGETE TOV YIOTPO GOG AUECHS £V EYETE UVTKOVS OTAGUOVS, HVTKES
GLOTACELS, 1| KPAUTES KOUN aicOnUo LoVSIAGOTOG 1) LUPUNKINGTC OTO SUYTUAL TOV XEPLDOV KOL TV
oSOV 1] YOP® A0 TO GTOUM KO/ EMANTTIKEG KPIGELS, GUYYLON 1 ATOAEW TOV d1GONGEDV KATA TO
dudotnua mov AapPavete XGEVA. Evoéyetar va éxete yaunid eninedo acPectiov 610 aiflo cog.

Neppwkr) dvciettovpyia

Evnuepaote tov yuatpd cag v Exete 1 glyate moté cofopd TPOoPANUATO GTOVS VEQPOVS, VEQPLKN
avemdpkelo 1 ov ypeldotnie va vroPindeite oe eEmveppikn kdOapomn, yeyovog mov umopel va avénoet
TOV Kivouvo vtacPesTiopiog, E01KA oV OgV TOIPVETE CUUTANPDUOTE 0CPECTIOV.

[pofAnuata oto otéUa, oTa d6VTIR 1] oTN YVvdBo

Mia mapevépyelo TOL AEYETAL 0GTEOVEKP®GT TG YVEOou (BAGPN Tov 06TOD TG Yvabov) £xet
avaeepBel ouyva (umopel va emnpedoet £o¢ 1 ota 10 dropa) oe acbeveic mov AapPdvovy evécelg
XGEVA yuw kotaotdoeig mov oyetifovrat pe tov Kapkivo. H ooteovékpmon g yvabov pumopel
emiong va epeavieTel Kot Petd tnv dtokonn g Oepaneiog.

Eivar onpavtikd va mpooradnocete va TpoAdfeTe TNV ELOAVIOT) TG 0GTEOVEKPMONG TG YVABoL Kabdg
umopel va glvar puo etcddvvn Katdotaor kot prnopet va givar 60okoAn va Bepanevtel. o va peiwoete
TOV KIVOUVO EUQAVIOTIG 0GTEOVEKPMANG TG YVAO0L, VITAPYOVY HEPIKEG TPOPLAGEELS TTOL UTTOPEITE VO
TOPETE:

o Ipw v évapén tng Bepameiag, evnuep®oTE TOV Y10.TpO/VOCOKONUO GOG (ETOyyeApaTio TG
vyeilag) edv £xete omol0dNToTE TPOPANUE HE TO oTOU 1 T dOvVTLo 6ag. O yaTpdc cug umopei
va kaBvoteproel TNV évapén ¢ Oepaneiog cog edv £xete Un ETOVAOUEVES TANYEG 0d
odovtiatpikr) Oepoameio N eyxeipnomn otopatoc. O y1aTpdg OGS LTOPEL VoL GOG GUGTHOEL (o
odovtiatpikn e&€tacm wpv amd v Evapén g Oepomciog ue XGEVA.

o Kotd m didpketo g Ogpanciog, Oo mpémel vo Slatnpeite KOAN GTOUATIKY DYIEWVT KOl VO,
KAVETE TAKTIKOVG 000VTLOTPIKOVG EAEYYOVG pouTivac. Edv gpopdte teyvnti odovioctoryio Oa
npénet va PePorwbeite 611 epappolel cwoTa.

o Edv Aappdavete odovtiatpikn Oepameia | mpokettan vo, vtoPfAndeite o€ odoviiaTpiky
eméuPoacn (w.y. e€aymyn dovVTIoN), EVIUEPDOTE TOV YIUTPO GYETIKA LE TNV 000VTIKY Oepameia
o0G Kol EVNHEPMOTE TOV 0d0ovTiaTpo cag Yo tnv Oepaneia pe XGEVA mov Aappdvere.

. Emkowvoviote e Tov yiTpd Kot Tov 000vTioTpd 6a¢ AUEcOE 0V TOPOVGLACETE OTOL0ONTTOTE
TPOPANUA GTO GTOLO KL GTO SOVTIL GOC OTTMG YoAapd d0vTia, TOVo 1 TPNEWO, U ETOVAMOT
TNYOV 1 ekkpicemv KaBOG avtd umopei va ivar evdeifelc ooteovékpwong g yvadov.

Acbeveic mov vofdariovial og ynuetobepomeio ko /) axtvobepamneio, Aoaudvovv oTePOEdN M| avTL-

QYYEIOYEVETIKA ApuaKa (To 0mToio ypnotpuomolobvtat yio, tnv Oepameio Tov kapkivov), vrofdilovial
6€ 000VTITPIKY EMEUPAOT O 070101 dEV AQUPAVOVV TAKTIKT 000VTIOTPIKT GPPOVTION 1] EXOVV VOGO
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TV 0VAWV 1} 01 ooiot etval KamvioTég umopel va £xovv avEnpévo Kivouvo eppaviong 06TEOVEKPMONG
™m¢ yvabov.

Mn ovvnBeg kdTaypo Tov unpeiov 06Ton

Kamnowot acBeveig égovv gppavicel un cbvnbeg kdtaypo Tov pnpaiov 06tol Kotd T SLapKEL TG
Oepomeiog pe XGEVA. Emkovoviote e ToV Y1aTpd GoG AV VIMGETE VEO 1) L1 60UVNBEG TOVO GTO
1oyio cog, atn fovPrvikn ydpa 1| 6TO UNPO GO,

oo kon £gnpor

To XGEVA 6gv cuvietdtal yio modid kot eprifoug KaTm teov 18 eTdv ekT0g TV £QNPOV UE
YLYOVTOKVTTOPIKO KOPKIVO TOV 0GTMV, TOV OTOIMV T0 06TA £(0VV GTANATAGEL Vo avarticcovtal. H
ypnon Tov XGEVA bev éxel peketnei oe mandid kot epnPoug pe GAA0VS KapKivoug mov Exovv
eEamlmbel 6T 00TA.

Adha gappoxo kon XGEVA

Evnuepdote tov yatpd 1 Tov popuokomold cag Qv TOipVETE, EXETE TPOGOATO TAPEL 1} UTOPEL VAL
mhpete GALO PapLOKO. AVTO GUUTEPIAAUPAVEL PAPLLOKA TTOV XOPTYOVVTOL YWPIG LUTPIKT GUVTOYT.
Eivar dlaitepa onUovTiKo vo EVUEPMDGETE TOV YIUTPO GOC oV VIToPdAleote o Depameia, e

o Koo Ao edapuako mov mepiéyel denosumab

o SPOSPOVIKA

Aev mpémet va happavete XGEVA tavtdypova pe dAla eappoka mov mepiEyovy denosumab 1
SPOOPOVIKA.

Kinon kol Oniaopog

To XGEVA bev é£xel dokiuactel o€ eykdov. [Ipénel ommodNTOTE VoL EVIUEPDOETE TOV YITPO GAG EQV
glofe €ykvog, vopilete 6tL pmopet va eioBe £ykvog 1| oxedidlete va amoktioete moudi. H yprion tov
XGEVA dev cuvictdtar av gloBe ykvog. Ot yuvaikeg avomapaywyikig nhkiog 0o tpénet va

YPTOULOTOLOVV OTOTEAEGUOTIKEG LEBOSOVE AVTIGLAANYNG KaTd TO d1dotnua Oeparnciog e XGEVA
KOl Y100 TODAQYIOTOV 5 uiveg uetd tn dlakomnn tng Oepomeiog pe to XGEVA.

Av petvete éyxvog Katd tn dudpketa g Oepaneiog pe XGEVA 1 og didotnpa tikpotepo tav 5 pnvav
petd tn drakonn tng Bepamneiag pe 10 XGEVA, mapakaiodpe vo evnuepdoeTe Tov y1atpd oog.

Agyv givar yvooto edv to XGEVA anekkpivetal 6to untpkod yora. Eivol onpovtikd va evnuepooete
ToV Y1Tpd oag edv OnAalete 1 oyedidlete va Inhdcete. O yiatpdc oag o cag fondnocel va
amopaocioete €dv Oa dokdyete To Onraoud N ) Oepaneio pe XGEVA Aopfdavovtag vmwodyn 1o 6¢perog

oV OnAacpov yio to mondi kot to 6perog Tov XGEVA yia ) puntépa.

Av Onhalete N oxedualete va OnAdoete Katd ) didpkela g Oepaneiog pe XGEVA mapaxarodye va
EVIUEPDGETE TOV YLOTPO GOG.

Zn™oTE TN GLUPOVAT TOV YLOTPOD 1] TOL PAPUAKOTOLOD GOG TPV TAPETE OTOLOONTOTE PAPLAKO.
001yN o1 KOt LEPIGROS PNYAVDY

To XGEVA bev éxet kopio 1 £xel a0 UOVTIN EXIOPOACT GTNV IKOVOTNTO 0O Y1ONG KoL YEPIGUOD
UNXOVAOV.

To XGEVA agpiéyer copprroin
Edv o yiatpog cag cag €xel met 0t Exete dvosaveéio o KATOLo oliyopo, EVIUEPDGTE TOV YIUTPO GOG

TPV TAPETE OVTO TO PAPLOKO, KOODC meptéyetl copPrroin (E420).
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To XGEVA wegpiéyer vatpro

To edpuaxo avtd mepiéxel Ayotepo amd 1 mmol vatpiov (23 mg) avd 120 mg, dnA. eivor ovcloctikd
“ghevBepo vartpiov”.

3. [ og va ypnoyponromoescte 10 XGEVA
To XGEVA npémer va yopnyeitor vo v evdovn evoc emaryyelpatio g vyeiog.

H ocvvietdpevn do6on givar 120 mg yopnyovpevn pa eopd otic 4 BOopades, ¢ epAmas Eveon KAT®
and 1o déppa (vVodopia). To XGEVA evietal 610 punpod, TV KOWALOKT ¥OPpo. 1] TO GV LEPOG TOV
Bpayiova. Edav Aapfavere Oepameio yio yryavTtokuTtopikod 0yYKo TV 06TMV, 0o Adfete amd pio
emmpochetn d6on 1 efdoudda kot 2 efoopddeg petd v mpmtn S6o.

Mnv avokiveite.

®a mpénet eniong vo Aapfdvete copuminpopate acPectiov kot Prrapiving D yio 660 didotnpo
naipvere XGEVA gx16¢ edv €xete mepicosia acPeotiov oto aipa cog. Avtd eivar Katt Tov Oa
oL{NTNCETE LLE TOV Y1TPO GOG.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPHOT| CLTOV TOV PUPUAKOV, POTNGTE TOV YLOTPO,
TOV QOPLLOKOTOL0, 1] TOV VOGOKOLO GOLG.

4. IBavéc avemOBOuNTES EVEPYELEG

Onwg 6o To eAppOKa, ETGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKUAESEL AVETIOOUNTEC EVEPYELEG OV
Kol Ogv Tapovcldlovtal 6 AoV ToVS avEpOTOLG,.

Evnuep@ote Tov Y10Tpd 605 APESMS 0V TOPOVGLAGETE KATOLN 0T TO AKOAOVOO GLUTTOUOTO EVD

Bpiokeote og aywyn pe XGEVA (umopet va ennpedoovv éoc kat 1 atovg 10 avBpdnovg):

. LUiKOVG GTOGHOVG, HVTKEG GCUGTACELS, KPAUTES, aicOnua povdidouatog | popunkicong ota
SAYTLAN TOV YEPIDV KOl T®V TOOOV 1 YOP® ad TO GTOWUO KoL/ EMANTTIKEG KPIGELS, GLYYLON N
amOAELN TOV aonoemy. Avtd 0o LTopovGaV VO, ATOTEAOVY GNUELR YOUNADY ETTESDV
acPeotiov oto aipa. Ta younid enineda acPectiov oto aipa pmopel exiong vo 0dNynRcovLY G
aAdayn Tov Kopdlakov puBuov mwov ovopdletal mapdtacn tov QT, 1 onoio SMCTOVETOL LE
niextpoxapdioypaenua (HKT).

Evnuepaoote Tov y10Tpd Kot T0V 000VTiOTPO 60G OUECMS OV TAPOVCLAGETE KATO, ard To oKOAovOa

ocopntopate vo Ppiokeote og aymyn ue XGEVA 1 petd ) dlaxomnn g Oeponeiog pe to

XGEVA(unopet va ennpedoovv éog kat 1 atovg 10 avOpdmovng):

o EM{LOVO TTOVO GTO OTONN KaUM o1n Yvabo, Kovn oldnpa | TAnyES 610 oToOpA 1) 61N Yvado mov
dev emovA®VOVTOL, EKKPICELS, Lovdtacua 1 aicOnua Bapovg otn yvabo 1 yoldpmon evdg
dovto0 Bo pmopovoay va eivan onpeio AAPNG 0t0 0016 TG YVabou (0oTEOVEKP®OT).

IMolb cvyvég avemBOunTEg evépyereg (Umopel va emnpedoovy mepiocdtepa and 1 otovg 10
avOphToVC):

. TOVOC 6TO 00TA, 0TI APHPMCEIC KA/ TOVG UDEG TTOL UEPIKEC POPEC Elvar Gofapoc,
o dvomvola,

o duappota.

Toyvég avemBOunteg evépyeies (umopei va emnpedoovy émg 1 otovg 10 avbpdmoug):

. YOUNAG ETITEDD, POGEOPOL GTO aipLo (VTOP®GPATALUIN),

o agaipgorn 60vTion,

o vEePPOAKN EQIdpmOoT).
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Yravieg avemOounteg evépyaies (umopei va emnpedcovy £og 1 otovg 1.000 avOpdrovg):

. OAAEPYIKES avTIOPACELS (T, cLPYUOC (CEUpLyra) 1 SVCKOAIN BTNV AVATVOT], OION L0 TOV
TPOCAHTOV, TOV YEMDV, TNG YADGGAS, TOV AALL0D 1) GAADV LEPDY TOL CAOUATOS, VOO,
Qayovpa N kKvidmon 610 OEpUA). L& OTAVIES TEPITTAOGELG Ol OAAEPYIKEG OVTIOPACELG EVOEYETAL
va glvar coPoapéc,

. VEOG 1 Un ovviBng Tdvog oto wyio cog, otn fovPovikn xdpa 1| 6To UNPo 6os (Kabmg avtd
uropel va amoterel Tpdiun £voeiEn evdg mbovod KaTdyLaTOg TOV UNnploiov 06Tov).

Mn yveotég (N cuyvotTa TOovg dev umopei va vrohoyiobel pe Baon o Srabéotpa dedopévar):

. Evnuepaote tov yrotpd oag edv £xeTe TOVO GTO QVTI, EKKPLoT 0td TO avTi, Ko Aoipmén oto
avti. Avtd pmopet va givol onpadio ooTikng PAAPNS 6T0 avTi.

Ava@opé avemBounTOV EVEPYELOV

Edv mapotnpricete Kamoo avemBOunTn evépyela, EVILEPMDOTE TOV YATPO 1] TOV/TIV VOGOKOLO GOC.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPAV PUALO 01DV
ypnons. Mropeite emiong va avagépete avemBounteg evépyeleg anevbeiag (deite Aemtopuépeieg
TOPOKATO). MEGH TNG Avopopag avemBounTov evepyelmv prnopeite va fondnoete otn GuALOYY
TEPICCOTEPOV TATPOPOPLDV CGYETIK( LLE TNV AGPAAELN TOL TAPOVTOG PUPUAKOV.

EAlada

EBvikdc Opyaviopuog Gapuakmv
Meocoyeiov 284

GR-15562 XoAlapyog, ABnva
TnA: +30 21 32040380/337
Dag: + 3021 06549585
Iototonog: http://www.eof.gr

Kvmpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Agvkooia

dag: + 357 22608649

Iotétomog: www.moh.gov.cy/phs

5. g va puidooete To XGEVA

To @appaxo avtd Bo Tpémel va puAdcceTal 6€ UEPN TTOL dgv 10 PAETOLY Kat dgv T0 POGVOLY Ta.
oL,

Na pun ypnoIUoToLEiTeE AV TO TO PAPUOKO UETE TNV NUEPOUN VIO, ANENGS TOV AVOQEPETAL GTO KOVTL KoL
otV etikéta petd to AHEH/EXP. H nuepounvio Anéng eivar n televtaio nuépa Tov unve. wov
avaQEPETOL EKEL.

dvrdooete og yoyeio (2°C — 8°C).
Mnv katoyoyete.
dvidocoete T0 PLOAISI0 TNV EEMTEPIKT GLOKEVLAGIN Y10l VO, TPOGTOTEVETOL OO TO POC.

Mmropeite vo apfoeTe T0 PLOAIOO GOG EKTOC Wouyeiov péEypL va OTAcEL o€ Beppokpacio dmpaTiov
(puéyp1 25°C) mpv amd v éveon). 'Etol 1 éveon Ba yivel o dveta. Edv agpnoete 1o gaAidtd cog va
otéoel og Beppokpacio dopotiov (uéypt 25°C), Oa wpénel va to ypnouonomoete péoa o€ 30 nuépsc.

Mnv metdte ApUOKO GTO VEPO TNG OMOYETEVOTG 1) OTA GKOVTIOW. P@ToTE TOV POpOKOTOd GOG Yo

TO TG VO, TETAEETE TO PAPLLOKO TOV OEV YPNOLoToleite . Avtd ta uétpa o Bondncovy oty
TpooTocio Tov mepPdAlovtog.
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6. Ieprerdpevo TG GVGKEVAGINS KOl AOUTEG TANPOPOPIES
T wepréyer to XGEVA

- H dpactikn ovoia eivar To denosumab. Kabe graridio mepiéyel 120 mg denosumab g 1,7 mi
daAdpatog (mov avtiotoryei og 70 mg/ml).

- Ta dAlo cvotatikd sivar 0&ikd 0&DH, yoypd, vipo&eidio Tov vatpiov, copPrroin (E420),
TOoAVGOPPKo 20 Kot VWP Yol EVECTLLAL.

Epedavion tov XGEVA kot wepieyépevo T cvokevaciog
To XGEVA givan éva gvéopo didAvpa (Eveoipo).

To XGEVA givai éva d1avyég, dypmpo Emg vrokitpvo dtdAvpa. Mmopel va tepiéyet Alya pikpd
Swpavn émg Aevkd copoTid.

Kd&0e cuokevacio mepiéyet Eva, Tpia N T€ocepa PloAidIa piog yprione.
Mmropei va pnv KuKAOPOpOLV OLEG 0L GUGKEVAGIES.

Karoyog adciog kKokrhopopio kKot Topay®yog
Amgen Europe B.V.

Minervum 7061

NL-4817 ZK Breda

OMovdio

Kéroyog Adsrag Kvkrhogpopiag
Amgen Europe B.V.

Minervum 7061

NL-4817 ZK Breda

OMavdio

Hapaywyds

Amgen Technology (Ireland) Unlimited Company
Pottery Road

Dun Laoghaire

Co Dublin

IpAavoia

INo omoladnmote TANPOPOPia. GYETIKG LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakaleiche va
amevuvheite GTOV TOTIKO OVTITPOCOTO TOL KATOYOV TNG AOELNG KUKAOQOPING:

E)Mada
Amgen EAlég Ooppoxevtikd E.TTE.
TnA.: +30 210 3447000

Kvmpog
C.A. Papaellinas Ltd
TnA.: +357 22741 741

To mapov vilo 0dNYLAOV xpioNs avadempOnke Yo Televtaio gopd otig 09/2017.

Aemtopepeic TANpoeopieg yia 1o Tpoidv avtod gival dabéoiueg otov diktvakod tomo Tov Evporaikon
Opyoviopot Goppdkmv: http://www.ema.europa.eu.
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O Tinpo@opicc mov akoAovBovV amevOivovTal povo o€ erayyeipatieg vysiog:

o [pw amd ™ yoprynon, 1o dtdivpa tov XGEVA npénet va gléyyetat omtikd. To didivpa
umopel va mePEYeL 1yvn omd NUdLOQOV ¢ AEVKA TPOTEIVIKA copatidlo. Mnv
YPTCULOTOLEITE TO SAAVLA €AV €IVl VEPEADIECS, 1] OTOYPDUATIGUEVO.

. Mnv avokiveite.

. I'a va amogyete ) dvoeopio oto onueio g veong, aPNoTe TO0 PLOALO0 va PTAGEL e
Beppokpacio dmpatiov (péypt 25°C) mptv and v éveon kot eyyvote apyd.

. ®a mpémet va gyyveTe OAO TO TEPLEXOUEVO TOL PLOALIIOL.

o I'o ™ yopniynon tov denosumab cvotiveral feAdva 27 gauge.

o Agv Ba TpEMEL v ETAVEIGEPYETAL GTO PLOALSLO.

Kabe aypnoiponointo mpoidév 1| VIOAEUUA TPETEL VO, ATOPPITTETOL COUPMVO LE TIG KOTA TOTOVG
16YVOOVGEG TYETIKEG DATAEELS.
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