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ImoudaloTnTat YynAn

[Npoc Tov latpikd ZUAoyo ABnvwv

Ag16TIHOI KUpIOL,

ME TNV TTapoloa eTTIKoIVWYVia Ba BEAAE va 0ag evNUEPWOOUUE OTI N @APUAKEUTIKA eTaipeia Bayer AG o€ cupowvia
pe Tov Eupwradiké Opyavioué Papudkwy kal Tov EBviké Opyaviopo ®apupdkwyv (EO®D), rpayuatotroince oTig
19 Maprtiou 2018, Taxudpouik atTooTOAN piag emTrpéoBeTng 1MIoTOANG Direct HealthCare Professional
Communication (DHPC) o€ ETrayyeApartieg Yyeiag otn XWpa Pag OXETIKA JE TO TTPOIdV TNG £TAIPEIAG, XOFIGO®,
evéoiyo d1IdAupal1100 kBg/ml (SixAwpidio Tou padiou-223).

O okotrég Tng emoToArig DHPC gival n evnuépwon Twv EmmayyeAyatiwv Yyeiag oI 0TToiol guvTayoypagpouy / Xopnyouv
10 XOFIGO® OXETIKA e onUavTIKEG TTANPOQOPiEG ao@AAEIag o oX€on YE TO OKeUAOUQ.

Mo cuykekpIPEVA, N ETTIOTOAR avAQEPETAI OTNV AVTEVOEIEN ouyxopynong Tou dixAwpidiou Tou padiou-223
(Xofigo) pe oIk aptiparepévn (abiraterone acetate) kai pedvi{oAdvn / Tpedvi{évn (prednisolone /
prednisone) evoow n eravegéTaon 1Tou die¢ayetal atrd Tov EupwTraikd Opyaviouo Gapudkwy wg TTPog Ta 0@EAN Kal
KIvOUvoug Tou dixAwpidlou Tou padiou-223 BpiokeTal o€ eEENIEN.

H ev AOyw €TmIOTOAR (ETIOUVATITETAI) EOTAAN aTTo TRV eTaupeia Bayer EAAGG ABEE (Totrikog AvTITIpOCWTTOG TOU
Katdyou Adeiag Kukhogopiag Bayer AG) oTtoug £€n¢ ETTayyeAuarieg Yyeiag otn xwpa pag:

-OupoAéyoug latpolg

-OykoAdyoug larpoug

-Mupnvikoug 1aTpoug

-Pappuakeia adelodOTNPEVWY VOOOKOUEIWY yia Xprion padlo@apudKou

2KOTTOG TNG ETTIKOIVWVIAG PAG €ival va 00G EVAUEPWOOUNE OXETIKA We TNV €moToA; DHPC kai Tn diavopur) Tng kai va
aITNBOUNE TNV TTEPAITEPW EVNUEPWON TWV PEAWV OOG £TTI TOU BEPATOG, OTTWG BewpeiTe KATAAANAO /aTTOTEAEOUATIKO
(1T1.X. avdptnon oTtnv 1IoTooeAida / dIadIKTuaKr) TTUAN Tou ZUAAGyou).

Mo TUXOV EPWTAOEIG ] BIEUKPIVIOEIG, HTTOPEITE VA ETTIKOIVWVIAOETE PE TNV UTTNPECIA IATPIKWY TTANPOPOPIWY TNG
eTaipeiag Bayer EANGG 010 TNA.: 210-6187742, fax: 210-6187522, e-mail: medinfo.gr.cy@bayer.com

204G EUXOPIOTOUE €K TWV TTPOTEPWV YIA THV TTPOCOXK KAl TN ouvEPYaaia Kal TTapauévouue ot d1dBeon oag.

Me exTipnon,
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19 MapTiou 2018

V¥ To Ay hopidro Tov padiov-223 (Xofigo) avrevocikvoTal 6€ 6uvoLOGUO e
ofucn apmipoTepovn (abiraterone acetate) kou wpedvilohovn / mpedvilovn
(prednisolone / prednisone)

A&dtye Eroyyehpatio Yyeiog,

H Bayer AG oe ovpgovia pe tov Evponaixd Opyoviopd dappdxov kot tov E6vicd Opyaviopd
Gappdknv kol evoon 1 enavelétaon mov dieldyerar and tov Evponaiké Opyoviopd Oapudkmv wg
TPOG T 0PEAN KoL KvdOvoug Tov Sydmpidiov tov padiov-223 Ppicketar oe eEEMEN, Ba NBeke va. cog
EVIHEPDOOEL Y10 TOL (KOAOLEL.

Hepiinyn

o Avtevdeikvotor mAéov m xpron tov Xofigo oe cuvdvaopud pe ofky apmpatepodvn
(abiraterone acetate) kot mpedvifohovn / mpedvildévn (prednisolone / prednisone)
evocm 1 Evponoix enavetétaon Pploketor og eEEMEN.

o H oopdiewn kot anoteleopaticotto tov Xofigo o cuvdvooud pe oviayovioTég
VIOO0YEDY OVIPOYOVMV deVTEPNG YEVIAG, OTtmg 1 eviohovtopion (Xtandi) dev éxovv
TekUnpLodet.

o Eivon emPePinuévn n dwkomn g ovyxopnynong tov Xofigo pe 1o avi-avdpoydvo
Zytiga kon mpedviLovn / mpedviloddvn ar M emaveléraon g Bepameiag tov aobevoic.

o H péypr otmiyung ovéivon plog  toyotomompévng  KAMVIKNG  OOKIUAG  ©Of
QOVUTTOUOTIKOVG / N0 COUTTOUATIKODG 0c0eveic e petaotatikd, oviskTikd oTov
guvovyopd kapkivo tov mpootdtn (CRPC), ot omofot dev eiyav AdPer mporyodevn
nretoBepaneia, £de1ge ovénuévo kivovvo BaviTev Kol KOTayRaTOV o8 0obevelg mov
AdpPovay diyampidio tov padiov-223 (Xofigo) o cuvdvaoud pe o&ikh aumipatepdvn
(Zytiga) xot Tpedvilovn / mpedviloddvn (nehétm 15396/ERA).

Avalotinotepa yia ta Oéuara acpdleog

To Xofigo &xer eykpfel v t Bepomeio evniikov pe avBexTikd 6TOV £UVOLYIGHO KOpPKiVO TOL
TPOGTUTT], HE COUTTOUUTIKEG HETAOTAGELS GTO O0TE, KOl YOPIC YVOOTEG OTANYYVIKEG HETACTAGELS.

H xAviki] omoTeAECHOTIKOTNTO KOl AOPAAE TG TopdAANANG évapEng g Oepomeiog pe Xofigo,
ofu apmpatepovn kou mpedvilovn / mpedviCohovn adoroyiBnke oe Lo, Toyoomompévn, Al
TOPAT, heyyxOuevn pe ewovikd @éppaxo perétn (perétn ERA-223) oe acvurntopotikods M fma
COURTONOTIKOVG aoBevelg pe avBektikd otov govovyopd kopkivo TOV TPOCTATY, NE HETAGTOTIKY
v6o0 ota 0otd, ov omoiol dev eiyav AdPer mponyoduevn ynuewobepomeio. Xt perétn avth £ywve
nphdyn dpon g Tveronoinong Pacet cvotaong g AveEdptng Emitpomg IMopaxorobonong
Agdopévarv. To gvdidpeca dedopéva £dei&ay avEnpévn ovyvotnro. kotoypdtov (26,0% &vavit 8,1%)
kot Bavatav (34,7% évavtt 28,2%) petagd tov acbevov mov Adppoavav Xofigo oe cuvdvacud e
ok opmipotepdvn kot mpedviCovn / npedviloddvn (n = 401) oe cOykpion e tovg 0cbeveig wov
AbpPovay gucovicd eappoKo 6e cLVOLAGHO pe o0&kl apmipotepdv kot Tpedvitovn / mpedviloddvn (n
= 405). Ze avt ) peré, N ToapdAAnAn xpnon Swwogovikdv 1) denosumab peince ™ cuyvotia
TOV KOTayPaTmv Kot 6Tl 000 opddeg Oepamneiog.

O Evpanoaikdg Opyoviopds dappbxnv Siepevvh. mepottépm TG ENMIOCEL, OVTOV TOV EVPNUATOV
otV enl tov mapdvtog eykekpyLévn ypnon tov Xofigo. Xto pecoddornua, avtevdeikvotor 1 xpnon
tov Xofigo oe ocvvdvaopd pe ot apmparepdvn ko pedviiovn / mpedvilordvn. H aopdieia kot
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amoterecpoTikdTnTo Tov Xofigo oe GUVIVUCHS pE AVTOYOVIOTEG VTOSOYEMV avdpoydvav dedTepng
vevidg, onmg to Xtandi (gvloAovtopidn) dev €xovv tekumpuwbel. O emayyeAportieg vyeiog oty
Evponoixy Evemon mpénet va. oToplatioouy va, xop1yodv otovg acbeveig To cuvdvaopd tov Xofigo pe
T0 avTl-ovopoyovo Zytiga won mpedvilovn / mpedvilohdvn Kol va emaveEetdlovv 1t Oepoameio Tov
a.60evoic.

[epotépw cvothoetg Ho KovoromBovv, dnmg TpoPAEneTal, 6TO TEAOG TG EMAVEEETAOTG.

Ipécicinon yra avopopd eixolouevay / mlavoloyosueyoy avemOounTwy evepyerdy

IMopokadeicOe vo avapépete OmMOECONTOTE GVETMOVUNTEG EVEPYEIEG MOV TOPOVCLALOVIOL GTOVG
acbeveis ocag ot omoiot Aappdvovv to Xofigo (dyyAwpido tov padiov-223). Katd tnv avagopd,
nopaxareice vo mopéyxete 660 T0 duvaTOV TEPIGGATEPEG TANPOPOPIES, CLUTEPIAOUPAVOHEVOY TOV
TANPOPOPLDOV GYETIKE. LLE TO 1UTPUKO 10TOPUKO, OTOLONTOTE GLYXOPNY1ON GAAOL PapLaKOL, KAODG Kol
TIG NUEPOLNVIEG MYNG TOV POPHEKOV KoL ELPAVIONG TOV AVETIOVUNTMV EVEPYEIDV.

YrevOupiletor 6Tt or avemBONTEG EVEPYELEG TTOV GLVIEOVTUL e TN XpTjon Tov Xofigo (dyhmpidio Tov
padiov-223) pmopovv vo avopEPOVTOL COUPOVO HE TO EBVIKG GOOTNIO CLOOPINTOV OVAPOPDY GTOV
Ebvikd Opyaviopd @oppdxov, Tpape Avembopntov Evepysidv, pe tmv vmopfoin g Kitpwng
Képrag pe toug &g tpdmovg:

- HXextpoviki] vmofoAy g Kitpwng Képtog péow g  totoceridoag tov  EOD
http://www.eof.gr/web/guest/yellowgeneral

-"Evtomn popen pe omootol| pécm tayvdpopeiov, atehds, oto Tpipa Avembountov Evepysidv tov
EO® (Mecoyeimv 284, 15562) mMAEQavo emkowvaviog: 213-2040380 1 213-2040337

- Yoo péom PAE oto 210-6549585

Evolioktikd, pmopeite va. avacpépsra nt@dvokoyoﬁuavag avemBopunteg evépyeleg otov Ymevbuvo
doppokoemorypvmvnong g etoupeiog Bayer EALGG oto mopaxdtom ctotyeio:
Bayer EALGc ABEE tA.: 210-6187747, fax: 210-6187522, e-mail: drugsafety.greece@bayer.com

V To @dppoko ovtd TEAEl VIO CUUTANPOUATIKY TOPOKOAOVONGY. AvTd o emiTpéyel Tov Tod
TPOGIOPICUE VEDV TANPOPOPIDV 0oPbAelos. Znteitor amd TOVG EMOYYEALATIEG TOV TOMED TNG
VYELOVOLUKNG TTEPIBaAYNG VoL ava.péPOVY OTOEGINTOTE TOOVOLOYOVEVEG OVETLOOUNTEG EVEPYELES. 10l
TOV TPOTO AVOPOPaG AVETIOOINTOV evepyeldv mapakareiote vo. avatpéEete otny mapdypago 4.8 g
[Mepiinyng Xopaxtnpiotikdv Tov Ipoidvrog otn Sievbvvon: http:// www.ema.europa.eu/ema/

Edv éyste omoleodmote epmthoelg 1 ypeldleote meportépm TANPOQopies, mopPUKOAEioTE VO
EMKOWMVI|GETE € TNV VANPEGIN WTPIKOV TANpoPoptdv g etanpeiog Bayer EAAGG ota mopaidtm
ototyeio:

Bayer EAAMGg ABEE (Tomikdg Avtimpécmnog tov Katdyov Adsiog Kvkhopopiog Bayer AG)
TnA.: 210-6187742, fax: 210-6187522, e-mail: medinfo.gr.cy@bayer.com

Me exripnon,

ABavdoiog Kdtoavng, MD

Medical Director Greece & Cyprus,
Medical Cluster Head GR-CY-BG-RO-MD
Bayer EALGc ABEE
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