DVLAo odNYIOV ypiong: [IAnpoopisg yia Tov ypioy

Zercepac 60 mg KOVIS Y10 TUKVO CKEVOOLA Y10 TAPAGKELT SLHAVNATOS TTPOG £Y(VON

Zercepac 150 mg KOVIg Y10, TUKVO CKEDAGNLO, Y10 TOPUCKELT] SLOADIATOG TPOG £YYLON

Zercepac 420 mg KOVIG Y10 TUKVO GKEVAGLLA Y10, TO.POUOKEVT] SLOADLATOS TTPOGS £YV6T)
TpacTovioLUAUTY

vTo QAPHOKO OVTO TEAEL VIO GUUTANPO®UATIKN TOPoKOA0VONoN. AVt Ba ETLTPEYEL TO YPYOPO
TPOGOIOPIGUO VEDV TANPOPOPLOV aopirelac. Mmopeite va fondnoete pécw g avapopdg mhavmv
AVETOOUNTOV EVEPYEIDV TOL EVOEYOUEVMG TTapovatlalete. BA. T€hog g mapaypapov 4 yio Tov TpOTo
AVOPOPAG AVETIBOUNT®V EVEPYELDV.

AW doTe TPOGEKTIKG OAOKANPO TO PVALO 0ONYLAV YP1|ONG TPV UPYICETE VA YPICLUOTOLEITE
avTo TO PAppaKo, O16TL TEPLLapPdvel onpavTiKEg TANPOPOPIES Y10 GOC.

- DuAGEte avTO TO POALO 0dNYIDV Ypioms. Towg xpewaotel va To dafdcete Eavd.

- Edv éxete mepartépm amopiec, potnote T0 Y10Tpd 1] TO QOPLOKOTOLO GOG.

- Edv mopotmpnoete kamoto avemBOunt eVEPYELD, EVILEPDOTE TOV YLOTPO, TOV GUPUAKOTOL0 1
TOV VOGOKOUO G0G. AVTO 1oY0eL Kot Yo kKaOe mhavr avemBduntn evépyela Tov dev
AVAPEPETOL GTO TAPOV PUAAO 001 YLV yprione. BAére mapdypapo 4.

T nepréyer To mapdv evAro 0dNYLOV:

T elvan To Zercepac ko oo €ival 1 ypnom Tov

T mpémer vo yvopilete mpv cog yopnynbei to Zercepac
IIog yopnyeiton to Zercepac

[MBavéc avemBOUNTES EVEPYELES

[log va puidooete To Zercepac

[Mepieydpeva T CLOKELOCIOG KoL AOUTEG TANPOPOPIES

SAINAIE S

1. T givar To Zercepackan oo, givar 1 ypfiocn 10V

To Zercepac mepiéyel T dpaoTiKy 0VGio TPASTOLLOVUAUT, 1) OTTol0 VOl £V, LOVOKAMVIKO
avticopo. To HOVOKA®VIKA OVTICOUOTO TPOCKOAAMDVTOL € GUYKEKPIUEVEC TPOTEIVEG N avTiydva. H
TPaoTOLLOVUAUTN EIvVOL GYESIOGLEVT] VO OEGUEVETOL EKAEKTIKA LE EVOL OVTLYOVO OV OVOUAleTat
avOpdTIvog emdeppukds avéntiog mapdyovrag vrodoxéo 2 (HER2). To HER2 Bpicketon o€ peydieg
TOGOTNTEG GTNV EMPAVELD OPIGHEVOV KAPKIVIKOV KVTTAP®V, o’ 60V S1eyeipel TV avamntuén Tovg.
Orav 10 Zercepac decpetvetor pe o HER2, otapatd v avamtuén autodv Tov KOTTAPOV Kol TPOKUAEL
70 BAvaTo TOVG.

O y1aTpdc 60G UTOPEL VO GOG GLVTAYOYPUENGEL Zercepac yo T Ogpoameio Tov Kopkivov Tov HaGToD
K0l TOV YOOTPLKOD KOpKivow Otav:

. "Eyete mpoipo kopkivo Tov pootov, pe vynid enineda piog tpoteiving mov Aéyetor HER2.
"Exete petootatikd kapkivo Tov HaoTtod (KapkKivo Tov LooToD mov £xet eEomAmbel TEpav Tov
apyKov 6yKov) pe vymia eninedo HER2. To Zercepac pmopei va cuvtayoypageitol o
GUVOVOGUO LE TO YNUE0BepamEVTIKA PAppoKa ToakATAEEAN 1 doceTa&En g TpmTn Bepomeio
Y10 TO HETOCTATIKO KOPKIVO TOL HOGTOD 1) Witopel vo cuvtayoypasital Lovo Tov EpOcoV Ot
dAdec Oepameieg £xovv amoderyOel avemituyelg. Xpnoonoleital EXioNG 6€ GLVOVAGUO LE
Papuaka Tov ovoudlovtal ovaoToAElG apopoTaong o acbeveig pe vynid eninedo HER2 kot
HE LETAGTOTIKO KOPKIVO TOV HaoToV BETIKG GTOVG 0pHOVIKOLS DTT0d0YEIS (0 KapKivog TTov givat
gvaichntoc otV mapovcio TV ONAVKOV OpUOVAOV).

. 'Exete petaototikd yootpikod kapkivo pe vynAd erinedoa HER2, 6e cuvdvacuod pe diia
PapuoKa KOTO TOL KapKivov, TNy kamesttafivn 1} tnv 5-pOoproovpokiin kot tn GlomAative).
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2. T péner va yvopilete mpoTov cag yopnyn0ei To Zercepac

Mnyv ypnowpomouicete 10 Zercepac £Gv

. glote aAAEPYIKOG 6TV TPASTOVLOVUAUTY, OTIC TPOTEIVES OO UL (TTOVTIKO), 1| GE OTOLOONTOTE
07t TO, GLGTATIKA AVTOD TOL PAPUAKOV (AVAPEPOVTAL GTNV TAPAYPUPO 6).
. avTipeTonilete cofopd avamveELSTIKG TPOPANIATA KATA TV NPEUio TOL 0QEIAOVTIL GTOV

Kapkivo 1| o€ TepinTmon mov ypeldleote Oepaneio pe o&vyovo.

Mposcdomomceig Ko TPOoPLAGEELS
O ywpds oag Ha Tapakorovbel otevd T Bepaneio coc.

Kaporaxoi éreyyor

H Oepoaneio pe Zercepac wg povobepaneio | 6e cuvovacud pe TaEAVT UTOPEL VoL EXNPEAGEL TV
Kapdld, E0WKA 4V €xete ypnoyomonosl avOpakvkAivn (ot tagdveg kot o avOpakvkAiveg sival 600
GAL0. €101 POPLAK®V TOL XPNGILOTOLOVVTOL Y10, TN Bgpameia Tov KapKivov). Ot emdpacelg pmopei va
etvon pétpieg émg coPoapég kan pmopei vo mpokarésovy Bdvoro. Emopévag, n kapdioxn cog Asttovpyia
Oa. eAéyyeTon mprv, katd T d1dprela (kdOe Tpelg pveg) kot petd (pHéxpt 600 £mg TEVTE YpoOVIA) 1|
Oepameio pe Zercepac. Eqv avamtiéete omoiadnmote onpeio KapSiokng aveTapKeLNS (OVETAPKN
®ONoN Tov aipaTog amd TV KaPdld), 1 Kapdlakn oog Aeltovpyio Umopel va EAEYYETOL TTLO LY VA (KaOe
€1 £mg oyT® EPSONAdES), pmopel va AdPete Oepameia Yo TNV KopSLOKT OVETAPKELN 1| LWITOPEL VO
¥peoTel va otapatoste ) Oepamneia e To Zercepac.

Yv{ntote e 10 YloTpd 060G, TO POPUOKOTOLO 1 TO VOGOKOUO GaG TPV Gag yopnynoel to Zercepac
ehv:

. EYETE KAPIOKN AVETAPKELN, OTEPAVINIO VOGO, 0GOEVELD GYETIOUEVT LE TIC KAPOLUKES
BoAPides (puonpata Kopdidg), VYNATY opTNnpLoKY| TESN, EXETE TAPEL OTOLOGNTOTE PAPLOKO
Yo VYNAN aPTNPLOKT THEST 1| TOIPVETE TMPO OTTOLOONTOTE PAPUAKO Y10 VYNAT OPTNPLOKT
mieon.

. £YETE YPNOLOTOMGEL TOTE 1| YPNCUOTOLEITE TOPA. EVO PAPIOKO TOV OVORALETAL
do&opovPikivn (doxorubicin) 1 empovPikivn (epirubicin) (pdpuaia, Ta oroio
YPNOOTOLOVVTAL Yia T Oegpameio TOV KapKivov). AVTd To eAapHOKa (1] OTOIECINTOTE GANEG
avOpakvikivec) pmopodv va PAAYoVY ToV KapdlaKo pv Kot va ovENoovy Tov Kivouvo
KopOoKAOV TpofAnpdtov pe To Zercepac.

. VIOPEPETE OO SVOTVOLD, EOIKA EGV YPTCYLOTOLELTE EML TOV TAPOVTOG pia Ta&avr. To
Zercepac PUmopel Vo TPOKAAEGEL AVATVEVGTIKEG OLCKOMEC, 1Wdtaitepa OTAY Yopmnyeitat Yo
TPMOTN Popd. Avto pmopet va givar coPapotepo edv €xete NN dvomvola. TToAd omdvia,
acOeveig pe coPopés avamvevoTIKEG SUOKOMEG TPV amtd TNV ay®Y™, TEBavaY GTaV TOVG
xopnynOnke Zercepac.

. Aappavate 6to TapeAbov omoladnmote GAAN Oepaneia Yo ToV KapKivo.

Edv Aappavete to Zercepac pe omolodmote GALO GApLOKO Yia T Oepameia TOL KapKivov, OT®G
TAKMTOEEAN, 00CETAEENT, OVOGTOAEN OPOUIOTACTS, KomestTafivr, S-pBoploovpakiin, ] G1GTAOTIVN
0o mpémel emiong va SwoPdoete Ta GLALASIA Yo Tov acBev Yo T TPOTOVTO OVTE.

Haword kon Epnpor

To Zercepac dev GUVIGTATOL GE OTTOL0ONTOTE ATOLO NAKIOG KAT® TV 18 eTdV.

Allo @éppoxe ko Zercepac

Evnuepdote 1o yotpd, 10 @apuaKonold 1) To VOGOKOUO G0G 6V TaipveTe, £XETE TPOGPATO TAPEL 1|
umopeil va Tapete AAAL QApUaKa.

Mmropet va, ypelactovy £0¢ Kot 7 HVeES Yo va, anopokpuviel to Zercepac amd tov opyavicuod cag. [a
70 AdY0 0vTh, €AV GTOVG 7 UNVEG UETE TO TEAOG NG Depamelag apyicete va maipveTE OTOLOONTOTE VEO
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PapuaKo, Bo TPETEL VO EVIUEPMDGETE TO YLOTPO, TO PUPUAKOTOLO 1) TO VOGOKOLO GOG Y10, TO OTL
maipvate Zercepac.

Kvunon kot Oniacpog
. Eav elote éykvog, vopilete 6T pmopei va eiote £ykvog 1] oYEO1ALETE VO ATOKTNGETE

waidi, ntote ™ cLUBOVAT TOV Y1TPOD, TOV POPLAKOTOLOD 1) TOL VOGOKOLOV GOG
TPOTOV TTAPETE AVTO TO PAPLLOKO.

. B0 TPETEL VOL YPTCYLOTOIEITE AMOTEAEGUOTIKT OVTIGOAANYT KOTA T OIAPKELD TG
Oepameiog pe Zercepac kot yio TOLAGoTOV 7 ufveg petd tn AnEn g Bepameiog.
. O yatpdc cag Ba cag GUUPBOVAEYEL GYETIKG [LE TOVE KIVOHVOLS Kol ToL OPEAT TNG ANYNg

Zercepac katd T S1GPKELN TG KUTONG. 1€ EYKVEC YUVOIKES TOV £maupvay Zercepac Kot
G€ OTAVIEG TEPMMTMOGELS, EYEL mapotnpnOel peimon tng mocdTTag ToV (AUVIAKOD) VYPOL
70 0moio TEPPAALEL TO OVATTVGOOUEVO HOPO PESH ot UiTpo. H katdotaon avt
pmopel va glvan emPBAAPNS Y10 TO PO GOG 6T TP Kot £XEL oXeTIo0el pe TNV aTedn
AvATTLEN TOV TVELUOVOV e OTOTEAEG A TOV EUPpitko Bdvaro.

Mn OnAdalete To popd cog Katd ) didpkela g Oepameiag pe Zercepac Kot yio 7 UNVEG UETE TNV
tegvtaio 060m Tov Zercepac Kabmg to Zercepac UTOpEL Vo, TEPAGEL GTO HOPO GO LEGH TOV UNTPLIKOD
YOAOKTOG.

ZntoTE TN GUUPOVAT] TOV YIOTPOD 1] TOV POPLOKOTOL0D GOG TPOTOV TAPETE OTOI0ONTOTE PAPLLOKO.
Oonfynon ko YEPLePOS PNYavPHLaTOV

To Zercepac punopei vo, ETOPAGEL GTIV IKAVOTNTO 001 YNONG CUTOKIVIITOV 1] XEPIGHOD UNYAVILAT®V.
Edv xatd ™ didpketa g Oepanciog Tapovcidoete cuumtdpata, 0nme LaAn, vavniio piyn 1 TupeTo,
dev Ba Tpénel va 00N YNOETE N VO XEPIGTEITE UNYOVIHOTO EMG OTOV OVTE TO GCUUTTOLOTO
e€apavioTovy.

Natpro

To Zercepac nepiéxet Ayotepo omd 1 mmol votpiov avd d6om, OnA. ival ovclooTikd hevdepo
vatpiov.

MoAivcopPiko 20

To Zercepac nepiéyetl 0,24 mg moAvoopPikod 20 oe kGOe Prarido 60 mg, TOv 1GOSVVALOVY HE
0,08 mg/mL (petd v avacvotaon pe 0,3 mL oteipov ¥daTOG Yo EVESIUQ).

To Zercepac nepiéyet 0,6 mg molvcopPikov 20 o€ k4O PraAidio 150 mg, Tov 16odvvapovy pe
0,083 mg/mL (petd v avacvotaon pe 7,2 mL oteipov VOATOG YioL EVEGIUAL).

To Zercepac nepiéyet 1,7 mg molvcopPikov 20 o€ k4O Praridio 420 mg, TOV 1GOSVVALOVV UE
0,085 mg/mL (petd v avacvotacn pe 20,0 mL oteipov VOUTOG Y10 EVEGIUAL).

Ta moAvcopPika propei va tpokorécovv aAlepyikég avidpaoels. Evnuepdote tov watpd cog edv
€YETE YVOOTEG OAAEPYiEC.

3. M og yopnyeiton 10 Zercepac

[pw v évapén g Bepanciog o yroTpdg cog Ba kabopicel Tnv Ttocdtnta tov HER2 otov dyko cog.
Movo ot acBeveic pe peydin mocdmra tov HER2 6o vmofdiiovion oe Begpamneio pe Zercepac. To
Zercepac 0o mpémel va yopnysiton povo amd yratpd 1| voookopo. O yatpdc cog 0o cuvtayoypapnost
) 6601 Kot T OgpamevTiKn aymyn Tov glvan katdAAnAn yio ag. H 66om tov Zercepac e&aptdror amd
TO COUOTIKO oag BApoc.
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To oxevacpo evooPAEPLag yoprynong Zercepac xopnyeitor mg evooeAéPia £yyvon («otdydnvy)
katevbeiav péoa otig pAEPeg coc. H mpdt d60om g Oepaneiog cog yopnyeitar o didotnuo 90
Aemtov kot Oo Tapakorovbeicte amd mTOyyEALATIO TOV TOUEN TNG VYELOVOLUKNG TTEPIfaAyNG o€
TEPINTOON TOL AVATTOEETE AVETIOOUNTEG EVEPYELEG. AV 1) 0pYIKT 000N €ivall KAAG OVEKTT, OL
EMOUEVEC HOOELS UmopovV va yopnynbovv ce didotnua 30 Aertov (PAETE Topdypapo 2 6T
«IIpogdomoinoelg kot TPoPLAGEEIS). O apBuds TV eyyvoewv mov B Adfete eEaptdtal omd 10 TMG
avtonokpiveote oty aywyn. O yatpdc Ba 1o cuintioet padi cog.

[Mpokeyévov va amopevydel 1 AavOacpuévn yopnynon eopLAK®Y, Vol CHOVTIKO Vo EAEYYOVTOL
0l ETIKETEG TOV PLOALSI®V Y10 VO, S100QOMOTEL OTL TO PAPLOKO TOV TPOETOUALETAL

Kot yopnyeitan givon to Zercepac (tpactovlovpdunn) kat 0yt GALO TPoidV Tov TEPIEYEL
TpacTovfovUAUTN (7). TPUoTOLLOVUAUTT ENTAVGIVI ] TPOGTOVLOVUAUTY dEPOVLETEKAVT)).

IMa tov Tpdo Kapkivo HoGToV, TO LETAGTATIKO KOPKIVO LOGTOD Kol TO LETAGTATIKO YOOTPIKO
Kapkivo, To Zercepac yoprnyeitar kabe 3 efdopddec. To Zercepac pmopei emiong va yopnyndei o
@opa TV ERSOASA OTO PETOOTAUTIKO KAPKIVO TOL HAGTOD.

Edv octapatioete va (proipomorsite To Zercepac

MnV GTAPOTAGETE VA YPTCYLOTOLEITE QLTO TO PAPHAKO YWOPIG VOl EYETE LANCEL TPDOTO GTOV Y1ATPO
cogc. Oleg o1 docelg Oa mpémel va Aappdvoviat T oot dpa ovd efoopndda 1 ovd Tpelc efdouddeg
(avoddY®S 10 d0c0Ah0YIKO oYfpa). Avtd Ba fondncel To eappaKo cag vo dpdoel 660 To duvatdv
KaAOTEPO.

Mmropei va, ypelacTovy £0¢ Kot 7 HNVES Yo Vo, amopokpuviel To Zercepac amd ToV 0pyaviGUO Gag.
Emopévac, 0 y1otpdc 060G EVOEYETAL VO, OTOPAUGIGEL VO GUVEYIGEL TOV EAEYYO TNG KOPOIUKNG GOG
Aertovpyliag aKkopo Kot apov £xete TELEIDOEL T Depamneia.

Edv éxete mepiocdtepeg pMTNGELS GYETIKA LE TN XPNOT AVTOV TOL PUPHAKOV, POTNGTE TOV YLUTPO,
TOV POPUOKOTOL) 1] TOV VOGOKOLO GOG.

4. MBavéc avemBOunTEg eVvépysereg

Onwg 6Ma Ta pappoako, £Tol Kol To Zercepac Umopel voL TPOKOAEGEL OVETOVUNTEG EVEPYELEG, OV KO
dev Tapovctalovtal 6€ OAOVG TOVG avOpmITOVS. MepKég amd aVTEG TIC OVETIBVUNTEG EVEPYELEG UTOPEL
va gival coPapég kat PLTopel va. 081 yNoovV o€ Voo AELD.

Yofapéc avemOounTeg evépyereg

Kotd ™ didpkelo piag £yyvong Zercepac, UTOPEL Vo EUPAVIGTODY piyn, TUPETOG KoL GALD
GUUITTOWOTA TOV Potdlovv pe ekeiva TG Ypinmne. Avtd eivon ToAD cvyva (umopei va emnpedlet
mEPLocOTEPOLS 0o 1 otovg 10 avBpdmovg). AAha cupnT®poTe TOV oYeTilovtal pe TV £yyvon sival:
adtabeoio (vavtia), £HETOg, TOVOG, CVENUEVOS HVTKOC TOVOG KOl TPELOVALOG O, TOVOKEPAAOS, LAAN,
OVOTTVEVGTIKEG GUGKOMES, VYNAN 7| YOUNAT apTNPLOKT] TTEST), S10TAPAYEG TOV Kapdiakoy puOpov
(aicOnpo TOAUDV, TTEPVYIOUOG | AKOVOVIGTOG KAPSIUKOS pLOUOS), TPNELLO TOV TPOSHTOV Kol TV
xeMmv, eEavinpua kot aictnuo Kotmcems. Mepikd 0md aVTd To GLUTTOUOTO UTOPEL Vo Elval cofapd
Ko pepikoi acbeveig £yovv mebaver (PAEme mapdypapo 2 vo tov titho «IIpogidononoelg Kot
TPOPVAAEELSY).

O emdpdoeic avtég epeoviloviot Kupimg pe v Tpdt eVOoPAERLa Eyyvon («oTdydnvy» ot EAERa
605), KaBdg Ko KaTd TIC TPMTEG Alyeg dpeg Letd TV Evapsén g Eyyvons. Xvvnbog sival Tpocwpivd.
Oa pénet va giote Vo TV TAPaKOAOHONOT EVOC EmayyEALOTION VYELOG KOTA T SIAPKELD TNG £YXVONG
KoL Y10t TOLAG LoToV €61 dPEG HETA TNV Evapén TG TPOTNG £YXVONG Kot Yo 3OO0 dPES PETE TV Evapén
TV GOV eyyooewv. Edv avantoéete o avtidpoon, Oa emPpaddvovy 1} Ba Stakdyovv tnv yyoon
Kot propet va, cag ddcovy Beparmeia ylo TNV avVTILETOTION TV averBountov evepysimv. H &yyvon
umopel va cuveylotel Letd ™ PEATIOOT TOV CUUTTOUATOV.
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Mepikég popéc, Ta copmTdpata opyilovv To apyodtepo €L dpeg LeTd TNV Evapén g £yxvons. Av cag
oLpPel KATL TETO10, EMKOVOVNOTE LE TO YIUTPO GOC UUECMG. MEPIKEG POPEG, TOL GUUTTMUOT UTOPEL
va BertimBovv kal apydtepa va eTdEVOBovV.

AAec coPapéc avemBOUNTES EVEPYELEC UTOPEL VO ELPAVIOTODY OTOLOONTOTE GTLYUT KOTA TN JldpKELn
g Bepoaneiog pe Zercepac, ywpig amimg va oyetiCovion pe kamowa £yyvor. Eviipepdote 10 y1a1po 1)
VOGOKOUO apécmc, £v TaPATNPNGETE OTOLAONTOTE OO TIC TO.POUKATO UVETIOVUNTES EVEPYELES:

o Mepég popég umopei va mapatnpndodv Kapdiokd TpofANUaTe KOTA T SIGPKEL TG
Oepomeiog Kot TEPIGTOOIOKA LETA TO TEAOG TNG Bepameiog Ko va givol coPfapd.
IeptropPavovv e&acBivnon Tov Kapdlakol PO ToL TOOVAS VoL 001 YEL € KOPOIOKT|
avendpkelo, ereypovn (Stoykopévo, epubpd, (eotd Kat e TOVO) 6TO TEPIPANUA TG KOPOLAS
Kot SratapayES Tov puOpov TG KapddG. AvTd pmopel vo 0dNYNGEL GE GUUTTAOUATO OTWOG
dvomvola (CuUTEPIAAUPAVOUEVC TNG VOKTEPIVG ODGTVOLNG), )0, KATOKPATNON VYPOV
(mpM&po) ota TOd 1) 6TA XEPLA, OicON L0 TOAUDY (TTEPVYIGLOG 1 AKAVOVIGTOG KOPOLOKOG
pvOuog) (PA. mapdypaeo 2. Kapdiaxol Ereyyor).

O yatpdc cog o mapakorovdel TakTikd TV Kapdid cog Katd tn ddpkela tng Oepameiog Kot petd and
) Oepomeio, aAld Oo TPETEL VO EVILEPDGETE TO YIOTPO GOG OUECMG ECV TOPATNPNOETE KATOL0 OO TO
TOPOTAVE® GUUTTOLATO.

o X0vopopo Avong oykov (pio opddo LETAPOMKOV ETTAOK®OV TOV ELPAVIiOVTOL HETE OO
Oepaneia pe kapkivo mTov yapaktnpiletot amd VYNAY enineda KOOV Kol POGPOPIKDY GTO
aipo ko yopnAd eminedo acpeotiov oto aipa). Ta cuumtdpaTa PTOopEl va TEPIAAUBAVOLY
veppikd TpofAnuota (advvapio, SUGKOAIN GTIV OVATVOY|, KOTMOT Kol GOYYVOT]), KopOlokd
TpoPAnpata (TTEPVYIGUOS TNG KOPOLAS ) ToVTEPOS N PPaddTEPOG KOPOLOKOG TOAUAC),
EMANTTIKEG KPIGELS, EUETOC | O1APPOLO KOL LUPUNYKIOCUO GTO GTOUM, TO ¥EPLO, 1] TOL TOSLA.

Edv ateOavOeite omolodnmote and ta Topandve coprntapoto otav 1 Oeponeio cog e Zercepac gl
TEAEWDOEL, Oa TPETEL Vo EMOKEPDEITE TO Y1OTPO COAG KOL VOL TOV/TNV EVIUEPMDGETE OTL EYETE
mponyovpévmg voAnBel oe Bepameia pe Zercepac.

Aldeg avemBOuNTES EVEPYELES

oAV ovyvég avemO@OunTES evépyereg: pmopel va ennpedlovv tepiocdtepovg and 1 otovg 10
avOpmmoug:

howdEetg

diappota

dvokomotnTa

Kavoog (dvomeyia)

KOT®ON

deppatikd eovonuata

mOVOG 610 Bdpaxo

TOVOC TNV KOl

TOVOC 6TIG apBproelg

YOUNAOG ap1Opog epufpdv alpoceapioy Kot AeVK®V aocatlpiov (to onoio fonbdovv oty
KATATOAEUNGN TNG AOTUWOENG) OPIGUEVEG POPEG LLE TVPETO
TOVOG GTOVG HVG

EMTEPLKITION

dakpuppota

pwoppayieg

PVIKT] KA TOpPON

TP OMTOON

TPOHOG

£Gaym
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Cakn

S0TaPAYES TOV OVOY®Y

ammAEL0 BApovg

ammAELln Opeéng

abmvia

aAloiwomn g yevong

XOUNAOG apOpOg apomeTaMmY

UOADTES

HOVLOG O 1] LOPUTYKLOO O TV SAYTOADY TV EPLOV KOl TV TOSIMV, TO, OTOI0 TEPIGTAGIOKE,
UTOPEL VO EKTEIVOVTUL GTO VTTOLOLTO AKPO

epLOpdT™MTO, TPNEWO 1 TANYEG GTO GTOUA KOAL/T) GTO AOLUO GOG

wovog, TPNEWO, EpLOPHTNTO 1] LLPUNYKIOGLO TOV XEPIOV KOV T®V TOSIDV
dvomvola

TOVOKEPAAOG

Pxos

£ueTOg

vavTtia

Yuyvég avemBOunTeg evépysieg: pmwopel va ennpedlovv péypr 1 otovg 10 avlpdmovg:

OAAEPYIKEG AVTIOPACELG

QOPLYYIKES AOUDEELS

AOLUADEELS TNG 0OVPOSHYOL KVGTNG KOl TOV SEPUATOC
(QAEYLLOVT] TOV LLOGTOV

(QAEYLOVT TOV NTATOG

STAPAYES TOV VEQPOV

avénuévog PoiKdg Tovog 1 Tdor (vreptovia)
TOVOG 6TO YEPLOL KON TOSL

KvNopmoeg e€avonua

VIV ALY

OLLOPPOTdEG

payovpa

ENPOTNTA TOL GTOUATOG KOl TOV dEPULOTOG
péria Enpd

€Qidpwon

aicOnuo advvapiog kot adlobeoiog

Gryxog

KatdOAym

aoOua

Aolpmén TV TVELUOVOV

STOPAYES TOV TVELUOVOV

TOVOG GTNV TAGT

TOVOG GTOV QLYEVOL

TOVOG GTO. 06T

ok

KPOUTEC TOV TOJIDOV

‘O ovyvég avemOBOuNTES evépyereg: pmopet va ennpedlovv péypt 1 otovg 100 avBpdmovg:

KOPOON

eEAvOnpa pe ovapoAn ven
GUPLYHOG KOTA TNV OVOITVOT
(QAEYLLOVT 1| OVAT] GTOVG TVEDLLOVEG
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Yaavieg avemOvunTeg evépysaieg: pmopel va emmpedlovv péxpt 1 otovg 1000 avOpdmovg:

. ikTEpPOG
. OVOPLAOKTIKEG OVTIOPAGELG

AvemOOuNTEG EVEPYELES AYVOGTIG CVYVOTNTAG: 1) GLYVOTNTA dEV PUmopel va ekTiunOel amod ta
Stabéoua dedopéva:

Un uceloAoykn 1 drataparypévn Tén ToL aipoTog

VYNAG emtineda KaAiov

oldnua N cupopporyiot 6To TE® PEPOC TV 0POAAUDY
KkatomAnéio

U1 QVGLOAOYIKOG KOopOLoKOg puopog

OVOTTVEVOTIKT OVCYEPELDL

OVOTVELGTIKT] VETAPKELDL

o&elo GLOCMOPEVGT VYPOV GTOVE TVEVUOVEG

oelo oTEVOOT TOV AEPAYDYDV

U1 QLGLOAOYIKE YoUNAd enimeda 0EVYOVOL GTO aipla

dvckolo otV avarvon otav giote EamA®UEVOG

nratikny PAGEN

oidnua 6To TPOGMTO, YEIAN KAl PAPLYYOL

VEQPIKN OVETAPKELD

U1 QUGLOAOYIKA YOUNAL ETITESA VYPOV YOP® 0d TO POPO GTN UATPO
AOLVOLIO TOV TVELUOVOV TOV LOPOV VO, avarTuyBody 6T untpa
LN GLGLOAOYIKT AVATTLEN TV VEPPDV TOV UMOPOV GTI UNTPa

Kdamoleg amd Tig avemBOUNTEC EVEPYELEC TOV TAPOTNPEITE UTOPEL VO OPEIAOVTAL GTOV VTOKEIEVO
kapkivo. Eqv AapPavete Zercepac e cuvovacuod pe ynuetodepaneio, KAmoleg omd avtég pmopet
emiong va opeilovtol ot ynuelodepamneia.

Edv gpoavicete omowadnmote and Tig avemBOUnTeG EVEPYEIES, EVILEPDGTE TO YLOTPO, TO POPLOKOTOLO
1] TO VOGOKOLO GG,

Ava@opd avemOvunTOV EVEPYELOV

Edv mapoatnproete kamola avemBOunTn EVEPYELQ, EVILEPDGTE TOV YIOTPO, TOV POPUAKOTOLO 1) TOV/TNV
VOGOKOWO 6aG. AVTO 1oyveL Kot Yio, ke mhovr avemBountn evépyela Tov OV AvaQEPETAL GTO TAPOV
POAAO 001 YLDV Yprione. Mmopeite emiong va avapépete avembounteg evépyeleg anevbeiog, LEco

Kvnpog

Doppokevtikég Yanpeoieg
Ymovpyeio Yyelog

CY-1475 Asvkoocia

TnA: +35722608607

Dak:+357 22608669

Iototomog: www.moh.gov.cy/phs

E)\AGda

EBvikdg Opyaviopog @appdxmv

Mecoyeimv 284, GR-15562 Xolapydc, ABnva

TnA: +3021 32040337

Iototomog: http://www.eof.gr , http://www kitrinikarta.gr
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Mécm G avapopdg avemBOUNT®V EvePYEI®V pmopeite vo fondnoete ot GLALOYN TEPIGGOTEP®V
TANPOPOPLOV GYETIKE [LE TNV AGPEAELD TOV TAPOHVTOS PAPLLAKOV.

5. Tlogva guAidccete To Zercepac
To Zercepac 0o amoOnkedetan amd exoyyeElIATiES VYEING GTO VOGOKOUEIO 1) TNV KAVIKT.

e To @appako avTd TPETEL VoL PUAACCETAL GE UEPT] TOV gV TO PAETOVY Kal Ogv TO POAvVOLY TO
TSI

e Na pn ypnowomoteiton LeTd TV nuepoumvio ARENG Tov avaypdeetal 6To eEMTEPIKO KOLTI KOt
oV eTkéTa Tov eraAiov petd ™ AHZEH. H nuepopnvia Aqéng eivon ) televtaio npépa Tov
UVOL TOL oVOPEPETOL EKEL.

e To un avorypévo @laridto o mpémel va puidocete og yoyeio (2°C — 8°C).
e Mnv kaToyOYETE TO OVACLOTAOEY ddAV LA,

e To doAvpata Tpog £yyvon Oa TPEmeL va YPNOLLOTOLOVVTOL AUECHG UETA TV dtdAvom. Eqv dev
¥PNOLHOTON 000V ApEC®G, 01 YPOVOL amoBNKELONG KATE TN XPTYON KOl 01 GUVOTKES TPV TN YPNom
elvou evBHVN TOL YPNOTY.

e No pnv ¥pnoonoieite 1o Zercepac, EQOGOV TAPATNPNOETE TVYOV VTOPEN COUATIOIMV Kot
OTOYPOUATICUO TPV T XOPNYNON.

o To pdppoxo dev TPETEL VO, OTOPPITTOVTAL GTO VEPO TNG AOYETEVOTG N TO. GKoLTidw. Potiote T0
POPUAKOTOLO GAG Y10 TO TMG VA TETAEETE TO PAPLLOKA TTOV OgV Ypetdlovtal ma. Avtd to uéTpa Oa
Bonbnoovv otV Tpoctacia Tov mEPPEALOVTOG.

6. Iepreyépeva TS 6VOKEVAGIAS KOL AOLTEG TANPOPOPiES
T nepréyerL To Zercepac

. H dpaotikn ovsia givar n tpactovlovpdaunn. Kabe prokidio nepiéyer eite:

e 60 mg tpacTovlovudunn n onoio tpémetl va drolvbel o 3,0 mL oteipov VOATOG YO EVESIHA N

e 150 mg tpactoviovpdunn n oroia tpénel va drodvbel og 7,2 mL oteipov ¥3ATOG Yo EVESTUA
n

e 420 mg tpactovlovpdaunn n onoia wpénel va d1aAvbei oe 20,0 mL oteipov VOATOG YO
gVESLULAL

e To dulvpa to onoio TpokvTTEL TEPIEYEL MEPimOL 21 mg/mL tpactovovpdpuny.

o Ta dAlo cvotatikd ivon L-iotidiv vopoyrmpiky povobdpikr, L-1otidivn, a-a-tpeaioln
dwodpikn, moivcopPiko 20 (E432) (BA. mapdypago 2 «To Zercepac mepiéyel ToAGopPkd»).

Epeavien tov Zercepac Kot IEPLe(OUEVA TS GVOKEVAGIOG

To Zercepac givar pio KOVIG Y10 TUKVO CKEVOAGLO, Y10 TOPACKELT SIHADOTOC TPOG EYYLOT, 1| OTOl0
Swotifeton péca og YuaAvo QloAidI0 pe EAaoTIKO TOMa Ko Ttepiéyel 60 mg, 150 mg 1 420 mg

trastuzumab. H ck6vn avtr eivan 6e Lop@1 A0OQIA@V KOKK®V AEDKOD 1] DITOKITPIVOL XpdLatoc. Kabe
Kouti meptéyet 1 roAidio oxdvne.

Kéroyog Adcrag Kvkhogopiac:

Accord Healthcare S.L.U.
World Trade Center,
Moll de Barcelona, s/n,
Edifici Est 6° planta,
08039 Barcelona, Iomavio

MHMopackevastic:
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Accord Healthcare Polska Sp. z.0.0
ul Lutomierska 50, 95-200 Pabianice
ITorwvia

Mo omoladnmote TANPOPOPIn GYETIKA LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPAKOAEITTE VO
amevbuvbeite otov Tomukd avtimpdowno tov Katdyov g Adelag Kvkhogpopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL
/NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.
TnA: +34 93 301 00 64

EL
Win Medica A.E.
TnA: +30 210 7488 821
To mapov goiro 0dNyLOV Ypiong avadewpOnke Yo TelsvTaia popa tov 01/2026.

Agmtopepeic TANPOoPopieg Y10 TO APHOKO aVTO givol S100EG1HES 6TO SIKTLOKO TOTO Tov Evpmmaicoh
Opyavicpov Goppdkmv https://www.ema.europa.eu

To moapov POALO 0dNYIBV XproNG givor d1abécipo o OAeg Tig emion e yhwooeg s EE/EOX otov
dktvaxod tomo tov Evponaikod Opyavicuod Ooappdkoy.

O T po@opicg Tov ak0iov0oOV arevdOvoVTaL HOVO GE YLOTPOVG 1] ETAYYELNATIES VYELOG
To Zercepac mapE€yETol G€ OMOGTEPOUEVA, XOPIG GUVTNPNTIKG, LT) TUPETOYOVO, PLOAISIO, LOG YPONC.

[Ipokeévou va amopevybel 1 AavBacuévn yopnynon eopraK®y, ivol HOVTIKO Vo EAEYYOVTaL Ol
ETIKETEG TOV PLOAMSI®V Y10 v SICPAAIGTEL OTL TO PAPLOKO TOV TPOETOUALETOL KO YopnYEiTOL Eival
10 Zercepac (Tpactovlovpdunn) kot oyt GALo Tpoidy Tov TePIEYEL TPASTOV VAU (T,
TpaoTov{oVUAUTN EpTaveivn 7| TpacToL{oVUANT depoLETEKAVT)).

Awnpeite mdvta 0vTd TO POPLAKEVTIKO TPOIOV GTOV 0Py IKO KAEIGTO TepLékt o€ Beppokpacio 2°C -
8°C oto yoyeio.

A€gdoPEVOV OTL TO POPHOKEVTIKO TPOIOV OEV TEPLEYEL KOVEVO, AVTIKPOPLOKSO GUVTNPNTIKO 1
Baktnplooctotikong Tapdyovies, Ba mpénet va ypnoiporom el kKatdAAnin AonmTIN TEVIKN Y10 TG
Sdwdikaoieg avacvotaong kat dStlvong. [Ipénet va Aappavetor pépyva dote va e&acpariletor n
GTEPOTNTA TOV TUPUCKEVAGUEVOV SIOAVUATOV.
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"Eva @oAidio Zercepac donmta avacvotadiy pe oteipo 0omp yia evésiua (ogv dtatiBeton) sivor ymukd
Kot QUOIKA o1afepd Yo 48 dpeg 610G 2°C - 8°C petd v avacvotaot kot dgv Bo Tpémel va
KOTOWYOYETAL.

Metd amd donmt d1AvoT 6€ GaKoVG TOAVABVAEVIOV 1 TOAVTPOTLAEVIOL TTOV TEPIEXOVV EVEGILLO
Sudhvpa yAmprodyov vatpiov 9 mg/mL (0,9 %) n ynukn Kot vk otadepdTTa ToL Zercepac £xEl
amoderyOel yio Emg 84 nuépeg atoug 2°C - 8°C, 7 nuépeg otovg 23°C - 27°C kan 24 dpeg atovg 30°C.

ATO puKkpoPlodoyiki dmoyn, To avacvoTodéy Stdlvpa Kot To Stddvpa yyvong Zercepac Oa mpémet va
xpnoiporotovvtal apéows. Edv 6g ypnoponomOel apéomc, ol xpdvol omobnkevong katd tn ypnon Kot
01 GLVONKEG TPV TN XPNON ATOTEAODY €VOVVT TOL ¥PNOTH, EKTOG KoL EAV 1) AVAGVOTAGT Kot 1) S1dAven
£Ywav KAT® amd EAEYYOUEVES KO ETKVPOUEVEG AONTTEG GLUVONKEC.

Aonmntn mpogtopacio, yelptopdg kot amobkevon:
H mpoetowacio g €yyvong npémet va:
e cKreAgiTon OO EKTOISEVLUEVO TPOCOTIKO COUPOVO, LLE TOVG KOVOVES OPONG TPOKTIKNG, 101MG
000V QPOPA TNV AT TOPAUCKELT] TOPEVIEPIKDV TPOIOVIMV.
®  YivETOL GE OTOPPOPNTNPA LE ELOOTIKT pon 1 Prodoyikd OdAapo acpareiog pe T ypnion
TUTOTOMUEVAOV TIPOPVAAEEDMVY Y10 TOV AGPOAT YEIPICUO EVOOPAERL®OV TapayOVIOV.
e akolovbeitan omd eTOPKT OTOOKEVGT TOV TAPUCKEVAGHUEVOL SWHADUATOS Y10, EVOOQAEPLLL
£€yyvon Yo va S106PAAGTEL 1] S1ULTAPNGCT) TOV ACTTTIKOV GLUVONKOV

Odnyiec yio TNV AoNTTN 0VAGVGTUCN:

1. Xpnopomoumvtog e 6Teipa s0pLyya, vésate Bpadémg Tov KOTAANAO OYKO GTEIPOL VIATOC V1o
evéotpa (5ev mapéyeTat) oto ELOAISIO TOL TTEPEXEL TO AVOPIAO Zercepac, KatevhhivovTag T por| Endvm
ot pala Tov Awoeilov. H yprion dAimv Stodlutdv yio ovacetact 0o Tpémet va amopedyeTal.

2. Meprotpéyate to Qroridio ehappd Yo vo, vofondncete v avacvotocn. MHN ANAKINEITE!

H gpgdvion eLa@pod a@piopod Tov Tpoidvtog KTl TNV avacvotaon dgv ival acvviing. A@Nnote 10
QLoLido va mapapeivel oe npepia yo S mepimov Aentd. To avacvotadév Zercepac mov TPOKVTTEL
glvar &va Aypmuo Em¢ EAAPPMS KITPIVO S10pavES Stddvpa kot O Tpémel va lvar TPOKTIKMOG EAeVOEPO
0pATAOV COUATIOI®V.

Zercepac 60 mg kOVIC Y10 TOKVO OKEDAGLLOL Y10l TOPACKEVT] SWADOTOG TPOG EYYXLOT).

H avacvotoon tov graAdiov 60 mg pe 3,0 mL oteipov ¥datog mpog £yyvomn arnodidet 3,1 mL
SLAOUATOG HLOG XPNoNGS, TOV TEPIEYEL Ttepimov 21 mg/mL tpactovlovudunn ce pH nepinov 6,0. H
nepicoela Oykov 8 % dracparilel Tog uropel va avappoendei amd kdbe elaAido 1 avoypapopuevn
d00om tov 60 mg.

Zercepac 150 mg k6vig Y10 TUKVO GKEVAGLLA Y10 TOPACKELT] SLHADLATOG TTPOG £YXVOT.

H avacvotoaon tov graiidiov 150 mg pe 7,2 mL oteipov 0datoc Tpog £yyxvon amodidel 7,5 mL
SLAOUATOG HLOG XPNONGS, TOV TEPIEYEL TEpimov 21 mg/mL tpactovlovpdunn, o pH wepimov 6,0. H
nepicoela Oykov 5 % dracparilel mog uropel va avappoendei amd kdbe eraAidlo 1 avoypa@ouevn
5001 tov 150 mg.

Zercepac 420 mg kOVIg Y10 TUKVO GKEVAGLLA Y10, TOPACKELT] OLHADLATOG TTPOG £YXVOT.

H avacvotoaon tov graiidiov 420 mg pe 20,0 mL oteipov Kdatog mpog Eyyvomn amodidet 20,6 mL
SLAOUATOG JLOG XPNONGS, TOV TEPIEYEL TEpimov 21 mg/mL tpacstovlovpdunn, o pH mepimov 6,0. H
nepiooeia Oykov 3 % dcparilel mog pnopel va avappoenBet amd kdbe praAidlo 1 avoypapouevn

5001 tov 420 mg.

To Zercepac Ba mpémel va ypnoLoTOoLEiTaL TPOGEKTIKA Katd TV avacvotact. H mpoxinon
VREPPOAIKOV APPIGLOV KATA TNV 0VOCLGTACN 1) TV avakivinon tov avacvuotafévtog Zercepac umopel
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Vo 00N YNGEL GE TPOPANUOTO e TNV TOCOTNTO, TOV Zercepac Tov Umopel va avappoendei arod to
QLoAid10.

Odnyiec yio tnv donmtn 514Ave™ ToV 0vacLETAOEVTOC SHAVUATOS
Y7noloyioTe TOV 0YKO TOV SL0ADLOTOC TTOV OTOLTELTOL:

® g Bdon ™ 6601 pddov TV 4 mg Tpactoviovpdauny/ kg copatikov Bapovg N v
emaxoAov0n efdopadiaio d6on TV 2 mg Tpactoviovudunn/kg copatikod Bapovg:

‘Oyxog (mL) = Zopatiké Bapog (kg) x 66om (4 mg/kg epddov 1) 2 mg/kg yio cuvenpnon)
21 (mg/mL, cuykévtpwon Tov avacvoTadEVTOS SIOADLATOG)

® g Bdon ™ 6601 pddov TV 8 mg Tpactoviovpdauny/ kg copatikov Bapovg N v
emokolovOn efdopadiaio 66om avd 3 gfdonadec tov 6 mg tpactovfovudunn/kg coOUATIKOD
Bapovuc:

‘Oyxog (mL) = Zopatkéd Bapoc (kg) x 66m (8 mg/kg epddov 1 6 mg/kg cuvripnong)
21 (mg/mL, cuykévipwon Tov avacLoTafévtog S10ADIATOG)

H xotdAAnin mocdtnta tov SoAdpatog 0o tpémet va avappopnel amd 1o Pradidio Yp1oYLOTOIDOVTOS
Ui 0TOGTEPOUEVT PEAOVA Kot GUPLYYa Kol Vo Tpoctebel og 6aKo Eyyvong amd TolvatbvAévio 1
moAvmponvAévio ov mepiEyetl 250 mL dradvpartog yAwprovyov vatpiov 9 mg/ml (0,9 %). Na unv
YPNOLUOTOLEITOL e OLOADLOTO TTOV TTEPIEXOLY YAVKOLN. Mg oKomd v avapuén Tov SleAdIOTOS Kot
TNV QTOPLYT APPIGUOV, 0 6dKog Ba Tpénel va avaotpaeel amard. Tao SAdUATA TOPEVTEPIKNG
xpnong Ba Tpémel va EAEYYOVTOL OTTTIKMG Y10 COUATION KOl 0AAOIMOT] TOV YPOUATOG TTPLV TN

xopnynon.
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