B. ®’YAAO OAHI'TQN XPHXHX
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®viro ooV ypiong: IIinpoopics yia Tov a.c0evi)

Lynparza 100 mg emxoloppéva pe Aewtd vuévio oioKia
Lynparza 150 mg emkoloppéva pe Aemtod vpévio dickio
olamopipmn

AwPaoTe TPOGEKTIKA OLOKANPO TO QPVAAO 00N VLAV YP1ONG TPV OPYIGETE VU TAIPVETE GVTO TO
QAaPROKO, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GOG.

. DdvrdEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dufdcete Eovd.
. Edv éyete mepoartépm anopiec, potiote ToV Y1oTpd, TOV GAPUAKOTOL) 1) TOV VOGOKOLO GOC.
. H ocvvtayn yia autd 1o eappoko xopnynnke amokAeloTiKd Yo 6oG. Agv TPEMEL VO ODGETE TO

@Aappako og aGAAovG. Mmopel va Tovg TpokaAéoel PAAPN, akoOpa Kot OTAV TO GUUTTAOUOTO TNG
acBévelog Tovg givart 1010 pe Ta O1Kd Gag,.

. Edv mapotnpfoete KOmoo avemBOUnTN eVEPYEL, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOLO 1] TOV
VOGOKOUO 60G. AVTO 1oYvEL Kot Yl kaBe mhavi avemBountn evépyela TOv SEV AVUPEPETAL GTO TOPOV
@OALO oMYV Yprong. BAéne mapdypapo 4.

T tepréyer To mapdév VAL 00NYLAOV

T1 givon To Lynparza ko oo ivat 1 ypnon tov

T mpénet va yvopilete Tpv mapete To Lynparza

[og va ndpete to Lynparza

[MBavég avemBounteg evépyeteg

[og va puidocoete to Lynparza

[epieydueva tng cLoKELAGING Kol AOITEC TANPOPOPIES

oukrwhE

1. T eivon To Lynparza kot wowa givar ) ypiion tov
T eivon To Lynparza kot wowa givor n 0paon tov

To Lynparza mepi€yet t dpactiki ovcio odamopipnr. H ohamapiynn givar €100 avtikapkivikod @apudikon
7ov ovoudletar avaoctoréag e PARP (avactoléag g poly [adenosine diphosphate-ribose] polymerase,
TOALUEPAOT) TNG TOAL-OLPOCPOPIKNS PLOAdEVOTTVIG).

Ot avaotoleic ™g PARP pumopolv va kataoTpéyouy To KopKIVIKA KOTTapa, To 0moin 6gv eitval KaAd oty

emd16pOmon tov KatestpappéEvov DNA. Ta cuykekpyévo KapKivikd KOTTapo LITtopovy Vo ovoyvepioTouy

ano:

. ™V avtomdkpilon ot ynueodepancio e TAotiva 1

. ™mv avolnomn eEANTTOUOTIK®V Yovidiav emdtdpbmong tov DNA, énmg ta yovidio BRCA (yovidia tov
KOPKIVOD TOL HOGTOD).

‘Otav to Lynparza ypnoylonotleitan 6€ GLVOLAGHO LE OUTLPOTEPOVT] (OVOGTOAENS GNUOTOOOTNONG T®V
VIOO0YEWV AVOPOYSHV®V), 0 GLVOVOCUOG UTOPEl v BonBNGEL 6TV EVIGYLOT TG AVTIKOPKIVIKIG OPACTC GE
KOPKIVIKG KOTTAPO TOV TPOGSTATN UE 1 Yopig ehattopatikd yovidla emdtopbwong tov DNA (m.y. yovidia
BRCA).

INoa towx GO on ypnopomorcitor To Lynparza

To Lynparza ypnoyiomoteiton yio T Oepamneio
. £VOG TUTOV KUPKivov TOV 0o0nkav (ne petarroén BRCA) mov £xer avromokpifsi oty mpd1
Ogpameia Tomki|g ynpeobepanciog pe paon v Thativa.
o Xpnowonoteitor pio eEétaon yio vo dtamiotoiel edv £xete Kapkivo ToV @ONKOV pe
petairiaén BRCA.
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. TOV KUPKIVOL TOV ®00NKAY Tov eraveppaviotnke (vrotpomalov). Mropei va ypnoyromoindei
0oV 0 KapKivog &xel avtamokplfel g Tponyovuevn Bepameio pécm cuvniBovg ynuelobepaneiog e
Baon v mhativa.

. £vOg TOTTOV KOPKivoy TOV monkdv (HRD-0gtikog 0mtmg opileTan amd o petarriaén BRCA 1
a6 YoViSLopaTiKY 06130s10) oV £XEL avTamokplOsi otV TPOTY Oepancio pe TpoTLTN
mperodepancio pe faon v mrartiva ko prefacilovpapnn. To Lynparza ypnowonoteitor pali pe
umePacilovpaunn.

. £VOG TOTTOV KOPKivoy ToV paotod (ne petarraén BRCA, HER2-apvntikog), 6tav o kKopkivog dgv
&xer eEamhmBel o Ghho pépn 1oV cOPOTOS KoL 1 Oegpameio TpokerTarl va yopnynOei petd v
eyyeipnon () Oepancia perd v eyyeipnon ovopdlerar emkovpiky) Oepancin). Oa wpémer va
&xete Maper pappoxa ynuewodepaneiog mpiv N petd v eyyeipnon. Edv o kapkivog cag gival
0£TIKOG 6TOVG 0PIOVIKOVS VTTOO0YEIS, 0 YIOTPOG 0UG NTTOPEL ETIGNS VO GUVTAYOYPUPNGEL OPIOVIKT
Oepameia.

o Xpnowonoteitan pio e£€taom yuo va damiot®bel edv €xete Kapkivo Tov HOGTOL e HeTdAAAEN
BRCA.

. £vOG TOTOV KOPKivov Tov pactov (ne petdrraén BRCA, HER2-apvntikdc), o omoiog &xsl
e€amlmOsi TEpav Tov apykov dykov. Ao Tpémel va Exete AdPel ynuetobepamevtikd edpuaxo gite
TP glte PETA TNV EEAMA®GT TOV KOPKivov.
o Xpnowonoteiton pio e£€taom yuo va damiotwbel edv Exete KapKivo Tov HOGTOL pE HeTdAAaEN
BRCA.

. £vOG TUTOV KAPKivov Tov maykpéatog (ne petarroén BRCA) wov £xer avramokprOsi oty Tpd
Oepameio pe v keOrepopévn mperodeparsio pe paon v Thativa.
o Xpnowonoteitar pio e&€taom yuo va damiotmbel edv Exete KapKivo TOV TOyKPEATOC UE
petdaroén BRCA.,

. £vOg TOTOV KOpKivov Tov Tpostdty (ne petdrroin BRCA), o omoiog £yt eEamhwOsi aépav Tov
UPYLKOV GYKOV KUL OEV UVTUTOKPIVETUL TAEOV GE PUPUOKEVTIKY 1] YEIPoLPYIKY Oepaneio pe
AOPNAOTEPT] TEGTOOTEPOVY. Oa Tpémel va £xete VITOPANDEL o€ GUYKEKPIUEVEG OpHOVIKES Depameieg,
omwg¢ enzalutamide 1 o&ixy aumpoTepoV.

o Xpnotonoteiton pio eE€taon yia va damotwbel edv £xete KapKivo TOL TPOSTATN pHE
petdaraén BRCA.,

. €VOG TOTOV KaPKiIvOL TOV TPOOTATI, 0 0TT0i0g £YEl EEamAmOEL o€ GAA népn TOV CONATOG
(nETAOTATIKOG) TEPAV TOV UPYLKOV GYKOV KON OEV UVTATOKPIVETOL TAEOV GE PUPUOKEVTIKI
xeWpovpykn Oepameio wov per@veL TV TEGTOGTEPOVY. To Lynparza ypnoylonoteital 6€ GUVOLAGUO
Ue va GALO AVTIKOPKIVIKO (pAPLLOKO TTOV OVOUALETOL OUTIPaTEPOVN, Lol LE TO GTEPOEIOES PAPLLOKO,
npedvi{ovn 1 TpedviLorlovn.

‘Otav 10 Lynparza yoprnyeitor oe cuvovacud pe GAAO OVTIKAPKIVIKG QApLoKa, sivol onuoavtikd vo dlafdcete
EMIONC TA VAL 0OMYIDV YPNONE OVTAOV TOV GAA®Y apudkov. Edv £xete 0molecdnTote amopieg oxeTIKa e
oVTA TO PAPUOKA, POTACTE TOV YLUTPO COC.

2. Tvnpéner vo yvopilete mpv wapete To Lynparza

Mnyv napete To Lynparza

. o€ TepinTon aAlepyiog 6TV OAATAPILITN 1) G OTOLOONTOTE AAO OTO TOL GUGTATIKA OVTOV TOV
QUPLAKOV (OVaPEPOVTUL GTNV TOPAYPapo 6).
. o€ mepintwon mov OnAalete (PAEne Tapdypao 2 TOPUKAT® Y10 TEPICCOTEPEG TAT|POPOPIECS).
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Mnyv mdpete 10 Lynparza €dv kdmoto and ta mapondve oyvel yio e6as. Edv dev eicbe oiyovpn,
amevBuvbeite oToV Y10TPd GOG, TOV POPUAKOTOLO 1] TOV VOGOKOUO oag TPty mipeTe To Lynparza.

[pocdomonjosic Ko TPoPLAGEES
AmevBuvbeite 61OV Y1I0TPO, TOV POPLOKOTOLO 1| TOV VOGOKOUO GOg TPV 1} KOTA T dtdipkela TG Oepameiog pe
to Lynparza

. 0€ MEPIMTOOT OV EYETE YOUNAEC TIES KVTTAP®V TOL OipaTog. AVTEC UTOpEl va elvar YounAEg TIHEG
Yo T €pLOPOKVTTOPA T} TO AEVKOKDTTOPO. 1) YOUNAEG TUEG aupomeTaimvy. BA. mapdypoapo 4 yio
TMEPLGCOTEPEG AETTOUEPELEG OYETIKG, LLE AVTEG TG AVETIOVUNTEG EVEPYEIEG, CUUTEPIAAUPAVOLEVOV TV
onpeimv Kol TV CUUTTOUATOV TOV TPENEL VAL SLATICTOVETE (Yol Tapadery o Tupetdg 1 Aoinwén,
LOA®TEG 1 cpoppayio). Emdvia propel va amoteAovv onpeia mo cofapdv tpofAnpdtav Tov puehob
TOV 06TOV OTMG "puehodvomiactikd cuvopouo” (MAX) 1 "oela poeroedng Aevyapia (OMA).

. 0€ MEPITTOOT OV EYETE VEN 1 EMOEWVOVUEVO GCUUTTMUOTO SVCKOAING TNV avamvon, frxa 1
ovptypov. ‘Evag pukpdc apBpog aclevav mov Edafav Lynparza avépepe pAeypovi T@v Ivevudvmv
(mvevpovitida). H mvevpovitida amoterel cofapn ndnon mov pnopei cuyvd va amoitel ppoviida 6to
vocokopeio.

. 0€ MEPIMTMOT OV EUPAVIGETE OTOLNONTOTE VEA 1) EMOEWVOVUEVO COUTTOUNTO TOVOL 1 TPNEMO GE Eval
GKpo, dVGTVOLN, TOVO 0T0 6THOOG, OVATTVOT| TOV EIVOL TTLO YPTYOPN OT0 TO KAVOVIKO 1] 1) KOPOld Y TUTd
7o YpNyopa. amd 1o Kovovikd. ‘Evag pikpog aptBpog acbevav mov éhapav Oepaneio pe Lynparza
avapépinke 6t avéntuéav OpopPo aipatoc oe ev 1o Pabet pAEPa, cuviBwg oto O (PAEPKN
Bpoppwon) 1 BpdpPo otovg TveLOVES (TVELUOVIKT ELPOAN).

. 0€ MEPIMTOOT TOV TOPATIPNCETE KITPIVIGO TOV dEPUATOS GOG 1] TOL AELKOD TOV UATIDV GOG, 1N
(QVOIOAOYIKA GKOVPOYPOUE 00pa (KOPE ¥pDUATOC), TTOVO 0T 0e€1d TAEVPA TNE TEPLOYNG TOL
oToudyoL (Kothakn xdpa), aicOnuoe kOTmong, aictnuo Atydtepng meivog omd to cuvnbicuévo q
avegnyntn vautio Kol EUETO, EMKOWVMVIOTE AUECHG LE TOV YLOTPO 00, KOOMG auTd gVvOEXETAL VO
amotelel EvOEIEN OTL £xeTe TPOPANLATA LLE TO GUKMTL GOG

Edv vopilete 611 kdmo10 amd avtd evogyetal va 1oybEL otV TepinTwon cag, ancvbuvbeite oTov yotpo, Tov
(OPLOKOTTOLO 1 TOV VOGOKOWO GO TPy N Kotd T dudpketla ¢ Oepaneiog pe Lynparza.

Eetaoeig ko éheyyol
O ywtpdc cag Ba e€etdiost To aipa cag mpv kot katd T Sdpkela g Bepaneiog pe to Lynparza.

Ba Kavete eEETOON ALATOG

e 7mpw omod t Oegpameio

e kGOe punva yio Tov TpadTo ¥pdvo TG Bepomeiog

®  0g TOKTIKA pHesodacTnate Tov Ba aropacilel 0 yloTpdg oG PHETA TOV TPMTO YPOVO TG Bepamneiag.
Edv n yevikn e&étaom aipatog eivol TToTik o€ pel@péva enimeda, UTopel va YpelaoTel va Kavete petdyyion
aipatog (6mov oag yopnyeital véo aipa 1 TPoidvTa aipatog omd Evav doTn).

Ao @appoxa kot Lynparza

Evnuepdote Tov y1atpd, TOV QOpUOKOTOLd 1) TOV VOGOKOUO Gag €6V maipvete, £xete TPOGPATO TAPEL |
umopel va mapete aAia pappoka. [eptiappdvovtor eappoka wov Aapufavovtal ympic 1Tpiky cuVTOYn Kot
Qappaka eLTIKNG Tpogievonc. O Adyog eivar 6TL To Lynparza pmopel va ennpedoet Tov TpOTO TOv dpouv
oplopéva GAra pappoka. Emiong, opiopéva dAlo pappoKko LTopel va EXNPEACOVY TOV TPOTO OV dPQ TO
Lynparza.

Evnuepdote Tov y1aTpd, TOV QOPUOKOTOLd 1] TOV VOGOKOUO GaG GV Taipvete 1 oxedldleTe va TAPETE KATOL0
oo o akoAovda papuaio

. GAAOVG OVTIKOPKIVIKODG TOPAYOVTES

. éva eUPOAIO M VO PAPLLOKO TOL KATOGTEAAEL TO AVOGOAOYIKO GUGTNUA, S1OTL Umopel va omartnOei n
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OTEVI GOG TOPOKOAOVO O

. rtpakovalorn, provkovaloin - ypnoyomoteitat yia tn Oepameio poknTIICEOY
teMBpopvkivn, KhapBpopokivn, epubpopukivn - ypnoomoovvtat yo ) Bepaneio faxtnplakmdv
roudéewv

. OVOGTOAEIG TNG TPOTEACTG EVIGYLUEVOL UE prTovafipn 1 KOUTIGIoTATN, LTocenpePRipn, tTehampePipn,
vePipoamivn, epafipévin - xpnotponotovviot yia tn Bepaneia 1oyevav Aopudcemv, neptlopfavopévon
tov HIV

. PLPAUTIKIVY, PLPATEVTIVT), PLOAUTOVTIVY - YPTGLLOTOLOVVTAL Yo TN Bepameio PakTnplokdy
roméenv, mepiapfavopévng g evuatioons (TB)

. eawvotoivn, kopPfopalenivn, eavoPapPitdin - xpnoonotobVIoL M NPEUSTIKG 1 Yio T Oepameia
Kpiocewv (omacu®v) Kot EmANyiog

. QLTIKNG TTpoéAevong Bepameieg mov mepiéyovv Parcaudyopto (St John’s Wort, Hypericum perforatum)
- ypMoonoteitan Kuplwg oTnv Katdoinym

. oryo&ivn, dtktialéun, povpooeuidn, Pepamapiin, BaAcaptdvn - ypnoiLomolovvTal yio T Oepameio
KopAOK®OV TodNcemv 1| VYNANG apTnplokng Tieong

. Booevtdvn - ypnotponoteital yio ™ Bepomeio TG TVELHOVIKNG OPTNPLOKNG VITEPTACNG

. otativeg, Yo mapddetypa oipufoaoctativn, Tpafactotiviy, pocovfacTaTivn - YPNCLLOTOIOVVTOL Y10l T
peimon TV emTédV YoANoTEPOANG GTO aipa

. dafryatpdvn - xpPNOUOTOLEITOL VIO TNV APOIMGCT) TOV CU[LOITOC

YABEVKAQUION, ueT@opuiv, pemayAtvion - ypnouomotobvtal yia n Oepameio Tov StoprTn

OAKOAOELDN TNG EPLGIPDOIOVE OAVPOG - YPTCLLOTOIOVVTOL Yo TN Oepameio TOV NUIKPAVIDY KOl TOV

TOVOKEPAA®V

QAVTOVOAT - ypnoipomoteitat yia Tn Bepameio Tov KapKIVIKOD TOVOL

mpolion, kovetiamivn - xpNoLomolobvTal yiao T fepameio TV Yuxik®v TpoPANUATOY VYElag

olampion - ypnoonoteitan yo T Oepameios GTOHOYIK®V TPOPANUATOV

KoAywcivn - ypnoomoteiton yiao tn Bepaneio g ovpikng apbpitidog

KUKAOGTOPiVT), GIPOAUOVS, TOKPOALOVGS - XPTCLULOTOIOVVTOL Y10l TV KATAGTOAN TOU 0VOGOTOUTIKOD

GUGTNHOTOG

. pebotpelarn - ypnoiponoeital yio ) Bepomeio Tov Kapkivov, TG pELLOTOESOVG aphpiTidog Kot TG
yoplaong

Evnuepdote tov yotpd, ToV QopHoKoTold, 1 TOV VOGOKOUO GO AV TAIPVETE KATO0 At TO TAPOTAVE 1
omoladnmote Ao eappaka. Ta eapuaKe Tov avaypaeovtal 30 EVOEYETOL VA UNV gival T, nova, ov Oa.
umopovoay va ennpedoovy to Lynparza.

To Lynparza pe wotd
Mnyv mivete youd ykpéumepout evo giote vd Oepaneio pe Lynparza. Mrmopei va ennpedoet tov Tpdmo dpaong
TOL POPUAKOL.

AvTicOAnyn), kKOnon ko Oiacpog

luvaikec aoBeveig

e  Mnv naipvete 1o Lynparza gdv gic0e éyxvog 1| umopet va peivete €ykvog. O Adyog givar 0TL pumopei va
npokoAécel PAAPN o€ Eva, ayévvnto uwpo.

e Agv mpémel va peivete £ykvog evd maipvete avtd to pdpuoko. Edv éxete 6e£ovaMkég ETapEs, TPEMEL Vol
YPNOLOTOLEITE SVO OmOTELECUATIKEC LEDOOOVG AVTIGOAANYNC EVD TTOUPVETE OVTO TO PAPUOKO KoL Lo
6 pnveg petd t Ay g televtaiog 66ong Tov Lynparza. Aev glvan yvwotd katd ndéco to Lynparza
UTOPEL VO EMNPEACEL TNV OTTOTEAEGUATIKOTITO OPIGUEVOV OPUOVIKADV aVTICVAANTTIK®V. [TopakaieicOe
VO EVILEPDCETE TOV YIOTPO GOG O MEPITTMOT TOL TOUPVETE KATO10 OPUOVIKO AVTIGUAANTTIKO, S10TL O
Y10Tpdg GOG UTOPEL VOL GLGTNOEL TV TPOGHNKN O (11 OPLOVIKNG AVTIGVAANTTIKNG Hefddov.

o [Ipémel va kdvete T€0T €yKLIOGHVNG TPV TV Evapén Tov Lynparza kol o€ TOKTIKE O10GTHUATO KATA TN
duapkela g Bepameiog kot o€ dtdotnue 6 uMvodv PETA T ANyn TG Tehevtaiag 66ong tov Lynparza.
Edv peiverte €yxvog katd tn didpkeio avtig e Teptodov, Tpénet va omevbuvheite oTov yloTpd 6o
opEcmC.

o Asgv gival yvoot6 kotd toco 10 Lynparza mepvd 6to untpikd yéia. Mn Onidlete edv maipvete to
Lynparza kot yia otdotnuo 1 pnvog petd t Aqyn g tehevtaiog 06ong tov Lynparza. Xe nepintoon
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mov oyeddlete va Onhdoete, EVUEPDGTE TOV Y10TPO GOLC.

Avdpec acBeveig

. [Ipémet va xpnoiponoleite TPoELANKTIKO OTav £xete 6eE0VOAMKEG EMAPEG UE pia OfAL GOVTPOPO,
axoua Kot ov etvat éykvog, eved maipvere to Lynparza kot yio dtdotnpo 3 pnvov petd t Aqym g
teAevtaing 06onc. Aev givar yvootd edv to Lynparza tepvd 6to onéppa.
H nAv odvipopog cog tpémet emiong va ¥pNGILOTOMGEL ol KATAAANAN pnéB0do avTcOAANYNG.
Agv mpénel va dwpilete omépua evd maipvete to Lynparza kot yuo Stdotnua 3 unvav Petd tn Aqym
g terevTaiog dOoNG.

Odfynon Ko YEPIOROS PN AV RATOV
To Lynparza pmopel va ennpedost Tnv tkavotntd cag va odnyeite kot va yelpileote unyaviuato. Edv
alcBavleite (dAn, advvapio 1| kovpoor evad maipvete To Lynparza, unv odnyeite 1| ypnoyLonoteite epyoreio

1 pmyovipaTo.

IAnpo@opisg oyeTIKA pe GALN GVOTATIKG GE GVTO TO PAPLAKO
To @appaxo avtd mepEyet Aydtepo and 1 mmol vatpiov (23 mg) ava diokio 100 mg 7 150 mg, givar avtd
7ov ovoudlovue «ehevBepo voTpiovy.

3. og va wapete To Lynparza

[Tévtote va maipvete T0 PAPLAKO QVTO ALGTNPE GOUPOVO LE TIG 0ONYIES TOV Y1OTPOV, TOV PAPUAKOTOLOD 1
TOV VOGOKOUOL cag. Edv éxete appifories, potiote Tov yoTpo, TOV QUPUOKOTOO 1) TOV VOGOKOUO GOG.

&g vo To TapeTe

. No koatamivete ta diokio Lynparza ohoxAnpa, pe 1 xopig tpoen.

. Na maipvete to Lynparza pio @opd to mpmi kot pic gopd To amdygvpa.

. Mn pocdre, Opoppatifete, dStahdete N TEUvETE Ta S10Kio KAODS 0LTO EVIEXETAL VAL EXNPEACEL TO TOGO
YPNYOPO TO PAPLLOKO EIGEPYETOL GTO CALLO GOC.

oo mocOTNTO VO TAPETE

. O ywatpog cag Oa Gog evnUeEPMGEL GYETIKA UE TO TOca diokia Lynparza va mdpete. Eivatl onuavtikd va
TOPVETE TO GLVOLO TNG CLVIGTMOUEVNG dOoNG KaBE nuépa. Xvveyiote pe Tov 1010 TPOTO Yia 6GO Kapd
GOG £XEL TEL O YTPOGS, O PAPLOKOTOLOG 1] 0 VOGOKOUOG GOG.

. H ouvnng cuvictdpevn d6on givar 300 mg (2 dwokia x 150 mg) mov Aapfdvovtar 500 Qopég
NUeEPNGIMG - cLVOALKA 4 diokia kaOe nuépa.

O YwTpog 060G PTOPEL VO GLVTAYOYPUPIGEL PLX OLOPOPETIKT 0001 EAV

. éxete mpoPAnuata pe Toug veppovg cag. Oa cag (ntndei va napete 200 mg (2 diokia X 100 mg) dvo
(QOPEC TNV NUEPA — GUVOAIKA 4 dtokia KaBe nuépa.
ToipveTe GLYKEKPIUEVO Papuaka T onoia exnpedlovy to Lynparza (BA. mopdypapo 2).
£yeTe GLYKEKPIUEVEG avemBOUNTEG evEpYeleg evd ntaipvete Lynparza (BA. mapdypago 4). O yiotpdg
00.G EVOEYETOL VO LELOCEL TN dOGM 60¢ 1 Vo dtakoyel T Bepomeia, €ite yio Eva GUVTOUO YPOVIKO
o, gite udviua.

Edv napete peyardtepn 06061m Lynparza amé tnv kavoviki
Edv mapete peyodvtepn d6om tov Lynparza amd Ty KoVOVIKT, ETIKOWVOVIAGTE LE TOV Y1UTPO Gag N TO
TANGLEGTEPO VOGOKOUEID AUETWG,.

Edv Eeydoete va mapete To Lynparza

Edv Eeydoate va mapete To Lynparza, mipte v ETOUEVT KOVOVIKT GOG SOOT) GTOV TPOYPUUUATIGUEVO TNG
xPpOvo. Mnyv mépete SimAr| 8001 (dvo dOGEIC TNV 1d10L GTIYUN) Y10 VO AVOTAPOGETE TN dOGN TTOL EEXACATE.

Edv &xete meplocdtepeg epmTNCELG OYETIKE LLE TN YPTOT] QVTOV TOV QAPUAKOV, POTHOTE TOV YIUTPO, TOV
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(QOPUOKOTOLO 1) TOV VOGOKOUO GOG.

4. MBavéic avemBounTeg evépyereg

Onwg 6Aa ta papuaka, £T61 Kot avTd T0 GApLaKo pumopel vo Tpokarécsel avemBOUNTES EVEPYELES, AV KoL OgV
mapovctdfovtol oe OAOVG TOVG AVOPAOTOVG.

Evnuepoote Tov 710Tpo 605 APECOS £GV TOPATNPGETE KATOLES 00 TIS 0KOAOVOES avemOVUNTES
gvépyeleg

oA ovyvég (umopel va emnpedoovy mepiocdtepa and 1 ota 10 dropa)
. duoKoAia oty avamvon, aictnua vepfoikng Kovpaons, ®ypd dEPLA 1] TayVG KOPOLOKOS TOALOS —

umropel va amoTeLoHV CUUTTONOTA YOUNAOD aplBov epvBpokuTTdpmV (avorlpiog).

‘O ovyvég (Umopel va ennpedcovy tepiocotepa amd 1 ota 100 dropa)

. oAhepykég avtidpacelg (.. kvidwon, SuoKoAio GtV avamvorn 1 TV Katdmoon, (oA, ot omoieg elvat
onueio Kol CLUTTOUOTO AVTIOPAGEMY LITEPEVAIGONGINC).

. Kvnoumoeg eavOnua 1 TPNOUEVO, KOKKIVIOUEVO dEpua (deppaTition)

. cofapd TpoPANUOTO PE TOV LVEAD TV 00TMV (LVEAOSVGTANGTIKO GUVOPOUO 1) 0EEL0 LLEAOYEVNC

Agvyoupia). BA. mapdypapo 2.
Alreg avemBOunTeg evépyereg mepriappavooy

MoAY ovyvéc (umopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa)
aicOnpo adbeciog (vavtio)

adwbecio (epetog)

aicOnua kovpaong 1 advvapiog (KOT®o)

dvomeyio 1| omicBootepvikog Kavcog (duomeyia)

anmAeln Opeéng

TOVOKEPOUAOG

petaforég g aicOnong yevong tov tpoedv (dvoyevcia)
aioOnpa {éding

Prixag

dvomvoln (dvemvola,)

duppota - edv avénbei n PapdTNTA TG, EVUEPDOOTE OUECMS TOV YLUTPO GOC.

oA ovyvég avembBounteg evépyeteg mov pmopel va topatnpndoiv otic eEetdoelg aipatog
. YapAOg apldudc AevkokvTTap®Y aiportog (Aevkomevia 1 OVIETEPOTEVIN) OV UTOPEL VoL LEIDGEL TNV
KavOTNTA GOG VO, AVTIETOTICETE TIG AOUMEEIS Kol UTOPEL VO, GUGYETIOTEL [LE TVPETO.

Yuyvég (umopel va emmpedcovy émg 1 ota 10 dtoua)

. eEavonua

. GVOG GTO GTOLO (CTOHOTITION)

. TOVOG GTNV TEPLOYT TOV GTOUAYOV KAT® 0t TO TAEVPA (AAYOS GVED KOTAOKNG YDPOS).

. Opoppog aipatog og ev T Pabel pAEPa, cuvnBmg oto OO (Aefikn Bpdupwon) Tov umopet va

TPOKOAECEL GUUTTOUATA, OTTMG TTOVO | TPNEWO oTa TOd10L 1) OpOUPo 6TOVG TVEDLOVES (TVEVOVIKN
eUPoAN) OV PmOpPEl VO TPOKOAEGEL CUUTTOUATO OTWG SVOTVOLA, B®PaKIKd GAy0g, AVOTVOT OV Eivat
7O YPNyopn amd TO KOVOVIKO 1) KOPOLE TOV XTLRE 7o YP1YOPa OO TO KAVOVIKO.

Yuyvég avemBounteg evépyeleg mov Umopel va mapatnpndodv oTig eEETACELS ipOTOg

. YOUNAOC apOIOC AEVKOKLTTAP®V OiLOTOC (AEUPOTTEVID), TOV PUTOPEL VO LELDOCEL TNV IKAVOTNTE GOg VL,
OVTIHETOTILETE TIC AOUMEELG KOl UTOPEL VO GUGYETIOTEL LE TVUPETO
. peimon Tov apBpod TV apoTeEToAM®Y 6To aipa (Bpoufomevia) - UTOPEL Vo TAPATNPICETE TA

oKOAOVOO CLUTTAOLOTOL:
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o UOAOTEG 1] QpLopporyion Yio LeYOADTEPO YPOVIKO ST A’ 6Tl CLVHBWE GE TEPITTMOT TOL

TPOVUOTIOTELTE
. avénomn oty kpeatvivn aipatog - ovtn 1 eEETaoN XPNCLULOTOEITOL Yio TOV EAEYYO TNG Agttovpyiog TmV
VEQPAV GOLC.
. U1 PLGLOAOYIKA OTOTEAECUATA OTIG EEETAGELS NTOTIKTG AELTOVPYLNG.

‘O ovyvég avemBountes evépyeteg mov pumopel vo mopatnpndovv otig e€etdoelg aipatog
. avEnon tov peyEBovg Tmv epuBpokvLTTapP®Y (1oL dev GYETILETAL UE OMOLONTOTE GUUTTMLOTO).

Yrdvieg (umopel va emnpedoovv £o¢ 1 ota 1.000 dropa)
. 01010l TOL TPOSMTOL (Y YEL001OTLLAL).
. ENMOIVVN GAEYLOVT TOV MT®OOVE 1670V KAT® amd T0 6éppa. (0lmdeg epvdnuUQ).

Mn yvooetég (0ev pmopovv va ektiunfoiv pe Bdon ta dtabéoipa dedopuévar)

o Ynuadio NTATIKOV TPOPANUATOV, OTMG KITPIVIGHE TOV SEPUATOS GO 1| TOL AEVKOD TV LOTIOV GOG
(ixtepog), vavtio 1 Euetog, TGvog 0N de€ld TAEVPA TNG TEPLOYNG TOL GTOUAYOL (KOTAOKN XDpa),
oKOVPOYPOLA 0VPa (KAPE Yp®OUATOS), aicOnua Aydtepng neivag amd to cuvnbicpévo, aicnua
KOTWONG.

O ywtpog cag Oa eEetdletl To aipa cog kdbe pqva yio Tov TpmTo YPpovo Bepameiog Kot 6€ TUKTA YPOVIKA
dwotnuato otn cvvéxeld. O Yatpds oag o Gag EVUEPDOEL EAV VTLAPYOLY OTOIEGONTOTE LETAPOAEG OTNV
e&étaon aipoatog cog mov evdgyetan va, xpniovv Bepoameiog.

Edv mapatnpnoete Kamowo avemBOUNTN evEPYELX OV OEV OVAPEPETAL GTO TTAPOV GVAAO 0ONYIDV,
TOPOKOAEICOE VO ETIKOVOVIGETE LE TOV YIOTPO GOG AUECHG,.

Ava@opd avemOopunTOV EVEPYELOV

Edv mapatnproete Kamowo avemBOUnTn eVEPYELL, EVIUEPMDGTE TOV YIATPO, TOV PUPLOKOTOLO 1) TOV/TNV
VOGOKOUO 60G. AVTO 1oyveL Kot Yo kéfe mbovr avemBountn evépyela mov dev avapEPETal 6To Tapdv GUALO
odnydv yprions. Mropeite eniong va avapépete avembounteg evépyeieg angvbeiag, otov EBvico Opyoviopo
Ddopuakmv, Mecoyeiov 284, 15562 Xohapydc, Adnva, Tn: 2132040380/337, Da&: 2106549585,
Iotétomog: http://www.eof.gr. Méom g avagopds avembountov evepyeidv umopeite va Bondnoete ot
GLAAOYN TTEPLGGOTEPMV TANPOPOPLDV GYETIKA UE TIV OCPUAELN TOV TAPOVTOG PUPLAKOV.

5. og va pvracoete To Lynparza

To @apuako owtd TPETEL Vo PUAACCETOL GE UEPT) TOV OgV TO PAETOVV Kal OV TO POAVOLV T, TOdLA.

Na pn ypnolLonoteite ovtd T0 PAPHOKO UETE TV NUEPOUNVia ANENG TOV aVOPEPETAL GTO KOVTL KOl GTIV
Koyéin petd ™ AHEH/EXP. H nuepounvia AMéng sivar 1 tedevtaio nuéEPO TOL PHVO TOV OVOPEPETAL EKEL.

To @apuaxo owtd dev amattel 1Wdlaitepeg cuvONKeg Oeppokpaciog yio v UAAEN TOL.

DVAAGGETE GTNV OPYLKT] GLOKEVAGIN Y10 VO TPOCTATEVETOL OO TV VYPUGIaL.

Mnv metdite PAPLAKO GTO VEPO TNG AMOYETEVGNS 1] GTA OKLOKA amoppitpate. Potote tov papprokomold
00 Y10 TO TMG Vo TETAEETE T PAPLOKO TTOV dgv ypnoionoteite mo. Avtd to pétpa o fondncovv oty
TPOGTUGI0, TOV TEPPAALOVTOC.

6. [epreyépeva TG GVOKEVUGING KL AOUTEG TAPOPOPIES

Tvepréyer o Lynparza
H dpaoctikn ovsio eivarl ohamapipmn.
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. Kd&0e emcodvppévo pe Aemtd vpévio diokio Lynparza 100 mg wepiéyet 100 mg ohoamapipmng.
. Kd&0e emcodvoppévo pe Aemtd vuévio diokio Lynparza 150 mg wepiéyet 150 mg ohomapipmng.

Ta GAha cvotatkd (€kdoya) elvar

. [Mvupnvag diokiov: komoPiddvn, moptriov 0&eidio, KOALOEWES Gvudpo, LaVVITOAY, VATPLO
OTEATLAOPOVLLOAPLKO.

. Enwcédloyn diokiov: vrpopeAhdln, molvarbvievoyiAvkoin 400, titaviov 610&eido (E171), o&eidio tov
onpov kitpwvo (E172), o&eidio tov odnpov pérav (E172) (udvo yia ta diokio tov 150 mg).

BA\éne mapdypopo 2 «ITAnpogopieg oyeTIKd e GALD GUGTUTIKG GE AVTO TO PAPLAKO.
Epg@évion tov Lynparza kol aepieyépeva TS 6VGKELAGIOG

Ta dioxio Lynparza 100 mg eivat kitpva Eémg okobpa KiTpva, mogdn, AUEikupTa, EXKOAVUUEVO UE AETTO
vpévio dtokia, yapaypéva pe tnv £voeltn «OP100» ot pia mhevpd Kot xopic yapaén otnv GAAn TAELPAL.

Ta dioxio Lynparza 150 mg eivat mpdoiva £0¢ Tpactva/ykpt, ®OEON, AUeikupTa, EMKOAVUUEVO UE AETTTO
vuévio otokia, yapayuéva pe tnv £voeitn «OP150» ot pia mhevpd kot xopic xapaén otnv GAAN TAELPA.

To Lynparza d1otibstol 68 6VoKEVAGIEG TTOV TEPIEYOVY 56 emKOAVUUEVO e AETTO LUEVIO dtokio (7 KuyELES
v 8 diokinv 1 kabepio) | o€ ToOAVGVOoKELAGIEC TOV TTEPIEXOLY 112 (2 cuokevasieg TV 56) emkaAlvpuévol
pe Aentd VUEVIO d1oKidL.

Mmnopet va. unv KoKAOQopoHV OAEG Ol CUGKEVAGIEC.

Karoyog Adcrog Kvkhogopiag
AstraZeneca AB

SE-151 85 Sodertélje

Zoundia

Hopaokevactiig
AstraZeneca AB
Gartunavégen
SE-152 57 Sodertélje
Zoundia

AstraZeneca UK Limited

Silk Road Business Park
Macclesfield, Cheshire, SK10 2NA
Hvopuévo Baciielo

IMo omoladnmote TANPOPOPin, GYETIKE, LLE TO TOPOV PAPUAKEVTIKO TPOIOV, Tapakareiote va omevduvbsite
6ToV TOTIKO avtimpocmno tov Katdyov e Adsiag Kukhopopiag:

Belgié/Belgique/Belgien Lietuva

AstraZeneca S.A./N.V. UAB AstraZeneca Lietuva
Tel: +322 37048 11 Tel: +370 5 2660550
Boarapus Luxembourg/Luxemburg
Actpa3eneka bearapus EOO/] AstraZeneca S.A./N.V.
Ten.: +359 24455000 Tél/Tel: +32 237048 11
Ceska republika Magyarorszag
AstraZeneca Czech Republic s.r.o. AstraZeneca Kift.

Tel: +420 222 807 111 Tel.: +36 1 883 6500
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Danmark Malta

AstraZeneca A/S Associated Drug Co. Ltd

TIf: +45 43 66 64 62 Tel: +356 2277 8000
Deutschland Nederland

AstraZeneca GmbH AstraZeneca BV

Tel: +49 40 809034100 Tel: +31 85 808 9900

Eesti Norge

AstraZeneca AstraZeneca AS

Tel: +372 6549 600 TIf: +47 21 00 64 00

EMada Osterreich

AstraZeneca A.E. AstraZeneca Osterreich GmbH
TnA: +30 210 6871500 Tel: +431711310

Espafia Polska

AstraZeneca Farmacéutica Spain, S.A. AstraZeneca Pharma Poland Sp. z o.0.
Tel: +34 91 30191 00 Tel.: +48 22 245 73 00
France Portugal

AstraZeneca AstraZeneca Produtos Farmacéuticos, Lda.
Tél: +33 141294000 Tel: +351 21 434 61 00
Hrvatska Romaéania

AstraZeneca d.0.0. AstraZeneca Pharma SRL

Tel: +385 1 4628 000 Tel: +40 21 317 60 41

Ireland Slovenija

AstraZeneca Pharmaceuticals (Ireland) DAC AstraZeneca UK Limited

Tel: +353 1609 7100 Tel: +386 1 51 35 600

island Slovenska republika

Vistor hf. AstraZeneca AB, 0.z.

Simi: +354 535 7000 Tel: +421 2 5737 7777

Italia Suomi/Finland

AstraZeneca S.p.A. AstraZeneca Oy

Tel: +39 02 00704500 Puh/Tel: +358 10 23 010
Kvnpog Sverige

Aléktop Qappokeutiky Atd AstraZeneca AB

TnA: +357 22490305 Tel: +46 8 553 26 000

Latvija United Kingdom (Northern Ireland)
SIA AstraZeneca Latvija AstraZeneca UK Ltd

Tel: +371 67377100 Tel: +44 1582 836 836

To mwapév pvAlo 0dNYLAOV YpioNS avabempOnke Yo TEAsVTOiN Popd Tov 10/2023
AALeg TNYEG TANPOPOPLOV

Aentopepeic mAnpogopiec Yo 1o apuaxo avtd gival dtabéoiues 6tov diktvoakd Tdmo Tov Evpomaikov
Opyavicpov doppdxov: http://www.ema.europa.eu.
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