B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV (piong: IIAnpoeopics yra Tov yprjot
Vectibix 20 mg/ml wokvo diaivpa Yo TopacKev)] SLEADRATOS TPOG £Yvon

panitumumab

AP aOTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLAV YPTONGS TIPLV OPYIGETE VU PN CLUOTOLEITE
aVTé TO PAppaKo, S16TL TEPLAANPAVEL ONUAVTIKES TANPOPOPIES Y10 GOC.

o DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

. Edv éxete mepartépw amopieg, p@TNoTE TOV Y10TPO GOG.

. Edv mapotnpfoete Kamoo avemBOunTn evEpyeLd, EVILEPADOTE TOV YIOTPO 0aG. AVTO 1GYVEL KOl
v KGO Thavn avemBOUNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV PVAAO 00T YLDV YPTONG.
B\éne mopdypago 4.

T epLéyeL 1o Tapov GUALO 00N YLOV:

T eivan to Vectibix kot oo givan 1 xprion tov

T npémel va yvopilete npv ypnoonomoste to Vectibix
Iog vo ypnoipomomoete o Vectibix

[MBavég avemBounteg evépyeteg

IMo¢ va pvidooetot to Vectibix

[epreydpevo g cuokeLOCIg Kol AOUTEG TANPOPOPIES

Uk wd P

1. T givon To Vectibix ko ove, givar n yprion tov

To Vectibix ypnoiponoteiton oty Beponeio Tov petaotatikon ophokoiikod kapkivov (Kopkivog Tov
EVIEPOV) GE EVIAIKEG AGOEVEIC e £VOL GUYKEKPIUEVO TOTIO KAPKIVIKOD OYKOV 110V YapaxtnpileTat amd
TO U1 petaAraypévo (puotoroyikd) yovidio RAS. To Vectibix ypnoipomoteitar pévo tov 1 6€
GLUVOLOCUO HE GAAL OVTIKAPKIVIKG QOPHOKAL.

To Vectibix mepiéyet t dpaotikn ovsio panitumumab, Tov aviKel 6e pio KOTyopio gapudkoy mov
ovopdovtol LoVOKA®VIKA avTioduato. To LovOKA®MVIKG avTIcOUATo Eivol TPOTEIVES, Ol OTToiEg
e€edkevpéva avayvmpilovy Kot GuVOEOVTOL e AALES EIOTKEC TPOTEIVES GTOV OPYOUVIGUO.

To panitumumab ovayvopilel Kot GUVIEETAL E0IKA [LE L0 TPOTEIVN TOL EIVOL YVOGTN MG VTLOSOYENSG
ToV emdePUIKOD avénTikoy mapdyovta (EGFR), n omoia PpiokeTan otnv emipdvela opiopuévmv
KOPKIVIKGOV KUTTApmV. Otav ot avéntikoi mapdyoviec (GALEC TPOTEIVEG TOL OPYAVIGHOD) GLVOEOVTOL
otov EGFR, 1o xapkivikd kdttapo gvepyomoteitat yia vo avéndel kot va dtonpedei. To panitumumab
ovvoeétan Tave otov EGFR kot epmodilet to KapKivikd KOTTapo vo AapBAEveL To, invoproto Tov
amortovvTal Yo, TNV avénon Kot T dlaipeon.

2. T npémer vo, yvopilete Tpwv va (pnoipomomjcete To Vectibix

Mnyv gpnopomomoete to Vectibix

. £Gv eiote aldepyikoi oto panitumumab 7 o€ omol0dNToTe GALO 0d T GLOTATIKG CVTOD TOV
QOPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).
o €dv elyate oto TOPeAOOV N £xeTe evdeilelg dideong mvevpovondOelag (0idnuo TV TveLUdVOV

7OV TTPOKOAEL B0l Kot SUGKOAIN GTNV OVATTVOT]) 1] TVEVUOVIKNG tvmong (Vapén ovAdv otov
TVEDLOVO KOl GKATPLVGT] TOV 1GTMV TOV TVEVUOVO UE AUYAVIOCLLOL).
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. o€ ouvdvLaoUd pE ynuelobepaneio pe Paon v oolmiativn, av o Eleyyoc yia to yovidio RAS
deier 0T éxete Oyko pe petarhayuévo RAS 1) av dev gival yvwoth 1| kotdotact tov RAS tov
oykov. [apaxodeiote va cupfovievteite Tov YoTpo Gog av Ogv €1GTE Giyovpot yio TV
katdotoaon tov RAS tov dykov cog.

Ipocidomomoeis ko TPoPLAGEELS

Mmropel vo Topovclicete depUaTIKEG avTIOpAcEl; 1| cofapn S1dyKmaon, Kot PAGRN Tov 10700, gdv
aTEG EmOEV®BOVV 1 Yivouv un avektég TapakaieicBe va evnuepdoete Tov yoTpd 1 Tov voonAeguty/
vooniebtpid cog apécms. Av mapovctdoete cofapn dEPUATIKY] ovTidpacT, 0 YTpdS oG UTopel va
mpoteivel TNy Tpomomoinon g doong Tov Vectibix. Av gppavicete coPapn Aoipmén 1 Tupetd ®g
ATOTELEG IO SEPHOTIKNG AVTIOPAONC, O YIOTPOC GOC UTOPEL VoL GOC GTANOTNGEL T AMyn Bepomeiog pe
Vectibix.

Yovictdrar vo. teplopilete v £kBgomn otov A0 evocm AapuPdavete to Vectibix kot oty mepintwon
OV TOPOLGLALETE SEPUOTIKEG OVTIOPAGELS EMELN| TO NALKO PG UTopel va Tig emdevaoel. Popéote
avTIAOKO Ko KoméLo eqv pdkettal va ektebeite atov nAto. O yatpdg cog evogyetal va cog {ntnost
VoL YPNCUYLOTOGETE EVUOATIKN KPEWQ, avTinAloko (pe dgiktn mpootaciog [SPF] > 15), tomkd
GTEPOELDN KAV AVTIPLOTIKA 0O GTOUOTOC TOV Uopel vo Bonfncovy 6Ty avTIHETOTION TG
depuatikng ToEikotnTag 1 onoio Thavov va oyetileTon pe T ypnon tov Vectibix.

O y1atpog oag Bo eléyéet Ta emineda SL0POP®Y OLGIMY GTO QIO GAG, OTMG TO LYV 10, TO UoPECTIO
KOl T0 KGA0 670 aipo cog tpotov apyicete ) Oepameio pe Vectibix. O yuatpds oag Oa eléyyet
TEPLOOIKA TO, EMITEDO PLOYVIOLOV Kol acPeaTiov 6To aipa cag Katd tn didpkela tng Oepaneiog cag, Kot
v Stdotnua €0¢ 8 efdopddeg uetd to TéAog ¢ Bepaneiog coc. Av avtd To eminedo eivol TOAD
YOUNAQL, EVOEXETAL VOL GOG YOPNYNOEL KOTAAANAN GUUTANPOUATA.

Av mapovoidoete cofapn ddppota TopoKkadeicOes va EVUEPDGETE TOV YIUTPO 1| TOV
VOO AELTI/VOOT|IAEVTPLA GO KaBMDG Umopel va yAceTe PLEYAAT TOGOTNTO VEPOL altd TO SO GOG (VoL
audatwbeite) kot avTd pmopel va mpokaAiécsel fAAPN ota veppd Gag.

AVOQEPETE GTOV YIUTPO GOG OV XPTOLLOTOIEITE PAKOVE ETOPNE KA1 £XETE 1GTOPIKO TPOPANUATOV
TV opBaAudV 6mwg cofapn 0pBulky| ENpoTnTa, AEYLOVY TOVL TPOSO10L TUMHATOG TOL LATION
(Kepatogldng) N EAkn 010 TPAGHo TUNLO TOL HATIOV.

Av exdnhooete ofeia 1 emdevovpevn epuBpoTNTa KOt TOVO 6TO PATL, ovénuévn dakpvppota, B0Amon
g Opaong ka1 evaicdnoio 610 g, Tapukareiche va EVUEPMDCETE TOV Y1OTPO 1 TOV
VOGNAELTIH/VOOTAEDTPLA GOg dpeaa, kabmg pmopel va ypelacbeite enciyovoa Oepomeio (BA. < ‘TTiBavég
avemBounTeg eVEPYELES’’ TOPOUKAT®).

Avaloya pe v nhkio (v Tov 65 €TMV) 1 TN YEVIKY KOTACTOCN TG LYEing cag, o culntioete pe
ToV Y1Tpd oag edv umopeite va aveybeite To Vectibix 6€ GuvdLAGUO LE TN YNUELODEPATEVTIKT GOG
ayoyn.

Alha @appoxo ko Vectibix

Evnuepdote tov y1otpo 1 TOV QOpPHOKOTOI0 GOG EAV TOIPVETE, EXETE TPOGPATO TAPEL AALO QAPLLOKAL,
aKOUO KO 0V TE oV 0gv 6ag Exouv yopnynbei pe cuvtayn Kot To QUTIKE QAP UK.

To Vectibix dev mpénel va ypnoiponoteitol 6€ cuvovacuo pe purnefaciovpdpmnn (GAAL0 HoVOKA®VIKO

aVTICOLO TO 0010 YPNCIUOTOLEITAL GTOV KOUPKIVO TOL TTay£0G EVIEPOV) | LE £V GLVOVOCUO
mueobepamneiog yvootd wg ‘1FL.
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Kinon, Oniaopdég ko yovipotnra

To Vectibix dev éyel peretOei o éykveg yovaikes. Eivatl onpoviikd vo eviUEPDOETE TOV Y1OTPO GAG,
€av elote éykvoc, vopilete 0T pmopei va giote éykvog 1 oyedialete va amoktnoete moidi. To Vectibix
Umopel va EXNPEACEL TO AYEVVITO LOPO GOG 1) TNV IKOVOTNTE GOG VO ST PICETE TNV KONOT).

Edv giote yovaiko og avamopoymytki nAkio, TPETEL VO PT|CLLOTOLEITE ATOTELEGHOTIKEG LEBOOOVE
avTIoOAAMNYNG Katd ) didpketa g Bepameiog pe o Vectibix kot yuo 2 priveg petd v televtaio
doon.

Agv ovviotdton vo OnAdlete 10 popd cog katd ™ didpketa g Bepaneiog pe to Vectibix kot yia

2 pfveg petd v tekevtaio d0or. Etvor onpavtikd vo eviUepOGETE TOV Y1aTpo GOG GV GYEALETE Va.
Onidoerte.

Zntote TN GLUPOVAT TOV YLITPOD 1| TOL POPLOKOTOLOD GOG TPV TAPETE OTOLONTOTE PAPLLAKO.

O ynon Kot yEPGUOS PNYAVOY

[Ipénetl va cuintioete Le TOV YIUTPO GOG TPV 0ONYNOETE 1| XEIPIOTEITE UNYAVES, ETELDN KATOEG
avemOOUNTES EVEPYELEC UTTOPEL VO, EXNPEAGOVY SVGUEVAS TNV IKAVOTNTA GG VO KAVETE QVTES TIG
dOPACTNPLOTNTEG UE OICPAAELX.

To Vectibix wepiéyer vatpro

Av1o 10 pappaxo mepéyet 0,150 mmol vazpiov (mov givon 3,45 mg vatpiov) ava ml mukvon
StAvpatog. Avto Ba mpémel va Aappdvetor veoym amd acheveig mov akoilovBoldv edeyyoduevn dlotta
Yo VATPL0.

3. o va gpnoporomjcere To Vectibix

To Vectibix Oa xopnynBei o€ £va vyglovopko ydpo vd tnv exifreyn evog ylotpov pe EUmEpio. TNV
YPNOM AVTIKAPKIVIKOV QOPLAK®V.

To Vectibix yopnyeiton evdoprefing (og pia pAEPa) pe pa avtdia Eyyvong (Lo GLOKELT TOL KAVEL
pa Bpadeio Eveon).

H ovvietduevn 66om tov Vectibix givar 6 mg/kg (yihootoypappdpia ové idypoaupo Bapoug
oMUOTOC) Yopnyovueva kaBe dvo efdouddes. H Bepaneio yopnyeiton cuvnBwg evtog draotipatog 60
AEMTOV.

4. MBavég avemOOpNTES EVEPYELEG

Onwg 6ha Ta eAppoKa, £TGL KOL AVTO TO PAPUAKO UTOPEl VO TPOKAAESEL AveTIOOUNTEG EVEPYELEG OV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AVEPOTOLG,.

O1 o coPapéc avemBOuNTES EVEPYELES Kol KOPLEG avemBvunTeg evépyeieg yio o Vectibix
VaQEPOVTOL TOPOKATO!

AvTidpacels oyeTilopeveg pe Ty £yyvon

Kotd m dudprela 1 petd m Beponeio pmopel va Exete v eumelpio. Log ovtidpaong oyxeTiloUevng Le
v €yxvon. Mropei va givarl o 1 pétpra (mbovov va, cvuPei oe 4 omd tovg 100 acbeveic mov
naipvovv Vectibix), 1 cofapn (mbavov va copPei oe Arydtepovg amd 1 otovg 100 acbeveic mov
naipvovv Vectibix). Ta copmtopata pmopel va tepiiapuPdvoovv movoképaro, eavOnquata, eoyovpa q
epLOpda e€avOnuata, Eoym, oidnua (TPoodmTov, YEIMDV, GTOUATOC, YOP® OO T, LATLH, KOl TOV
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QAPLYYO), YPIYOPO Kol GKOVOVIGTO KOPILoKO TOAUO, YPYOPOVS TOAUOVS, EQIBP®GT, VOuTio, EUETO,
CéAn, dvckolio TNV avomTvon 1| TNV KATATOGN, 1| LEl®OT TNV apTnploKY mieon 1 onoio urmopel va
glvar coPfopn N anetAntikn yia ) {on kal, 7oA ordvia, vo odnyncetl otov Bdvato. Edv eppavicete
OTO10ONTTOTE OO OVTH TO CUUTTOUATO, TPETEL VO, EVIUEPDCETE TOV Y1ATPO Gag Apesa. O ylotpog cog
UTOPEL VoL 0oQaGicEL Vo, PEtdoeL ToV puOpd Eyyvong 1 va dtakdyel Ty aywyn ocog pe Vectibix.

Addepyikég avTiopdoseig

[ToAV omévia, coPapés arrepyikég avtdpaoelg (VepeLAGONGiaGg) mov TEPIAAUPEVOVY GUUTTOUOTOL
TOPONOL0, e eKEIVa TIg oYeTILOUEVNG HE TV Eyyvor avTidpaong (BA. < Avtidpdoelc oyeTilONeEVES UE
v €yxvon’’) €govv cuuPei Emeito amd TePIocOTEPES 0o 24 dpec petd TV Bepameio kot katéAn&ov
og Bavatnedpa EkPaor. Zntmote apécms Tpikn forfsia eGv TOPOVGLAGETE GUUTTAOUATO AALEPYIKNG
avtidopaong oto Vectibix, mov mepraufdvovv oAl dev mepropilovial 6 SVGKOAID GTNV AVOTVOT|,
o@i&o oto otbog, aicnon mviypov, {&An 1 tdon yio Autobupia.

Agppotoroyikéc avriopdoeig

Avtidpaoelg oyetilopeveves pe to déppa etvar mbavov va supfodv og tepinov 90 and tovg 100
acBeveig mov maipvouv Vectibix kat ivor cuvhmg Nrieg £og pétpieg. To depuatikd eEGvOnpo cuyva
powalel pe okpn Ko cuyva mepthappdvel To tpdowmo, dvo Bdpaka, kot TAATN, dAL UTopEl va
EMNPEACEL OTOLUONTOTE TEPLOYN TOL COUATOG. Mepikd e€avOnpata £xovv cuvdebel pe epvbpdtnTa,
Qoyohpa Kot omo@oAidmaon Tov dEPHOTOG TOL Umopet va gival coPapr|. Xe LePIKEG TEPUTTOGELS,
umopel va TpokoAEcel emyoAlvvOEvTa €Ak Ta. omoia ypelalovTal TPk KoUn XEpovpyikn Bepameia,
N umopei va TpokoAEcovy GoPapég depUATIKEC LOADVGELG Ol OTTOIEC GE GTAVIEG TEPIMTMGELG UTOPEL VO
amofovv Boavatneopec. Le omdvieg mePMTOGELS 01 aofeveic pmopel va epeavicovy puoaiideg 6To
dépLa, TO GTOUA, T HLATLOL KOL TO YEVVITIKG Opyova, ol omtoieg pmopel va vodetkviouy pio coPfapn
depuatikn avtidpaon mov ovoudletal «cuvdpopo Stevens-Johnsony 1 pucaiideg 6o dépua, o1 0moieg
UTopEl va VTOdEIKVOOLV Uiot GoPapr| dSEPLATIKY avTIOPOoT) TOV OVOUALETOL «TOEIKT EMOEPIKT
vekporlvony. Edv epoavicete puoaiideg, Tpémet vo eveEPDOETE AUECHOS TOV Y1aTpo cag. H
mapoteTapévn €kbeon atov Mo pmopel vo emdevaoet to e€avinua. Eniong, Enpodepuia, okacipota
670 3épua. (POYUES TOV OEPUATOC) GTO SAYTVA XEPLOV N TOSLDV, AOTUMEN TV VOXIBY (Tapmvuyin) )
QAeypovn £xovv avaeepBel. Otav 1 Bepaneio TPocwPIVOS GTAULATNOEL 1] SLOKOTEL, Ol SEPUATIKES
avTIOPAcELS YeVIKA Tapépyovtat.O ylatpog cag pmopel va anopocicst va Bepanevoet to Exlepa, va
TPOGOPUOGEL TNV 500N 1| va. drakoyetl T Bepaneia oag pe Vectibix.

Aleg avemBOunTEG EVEPYELEG TEPIAAUPAVOVV:

oAb ovyvéc: pnopet va emmpedoovy mepiocdtepovg amd 1 otovg 10 yprioteg

o YOUNAOG aptBpog epubpdv aipoceatpiov (avaipia), younAid eninteda koliov 6to aipa
(vmoxaAaipia), xopnAd erineda poyvnoiov oto aipa (vwopoyvnoloio),

o QAEYLOVT TOV HOTIOV (ETITEPLKITION),

. TOTIKO 1] YeviKeELUEVO e€avOnua. To omoio umopei va givar avaporo (pe 1 xopig knAidec),
Qoyovpa, KOKKIVO 1) pOAMd®TO,

. TpLomTOo” (eAmmekio), EAKN TOL 6TOUATOG Kot emtyeilog Eprng (oTouaTiTION), PAEYLLOVY TOV
oTOMATOG (PAEY OV TV PAEVVOYOV®V),

o dudppota, vauTio, EPETOG, KOIAUKO AAYOG, SLGKOIMOTNTA, avope&io, (TOPATETOUEVT] ATMOAELD TNG

0peng), LEI®PEVO COUOTIKO Bapog,

o vepPfoAikn Kovpaon (KOTmaon), Tupetog 1 vynin Beppokpacia (topekia), EMAetymn 1 andOAELL
g dvvaung (eacBévnon), cueompevon VYPOL oTa dKpa (0idNUE TEPUPEPLKO),

. ocpuoadyia,

o advvopio vvov (abmvia),

o Bxoc, dvemvola (dveKOAMa GTNV avamTvon).
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Yoyvég: umopel va emmpedoovy émg kKot 1 otovg 10 ypnoteg

. YOUNAGS apOUOC AEVKOV aloc@atpimv (Aevkomevia), YoUnAd eninedo acPectiov 6TO aiplo
(vrmacBectionpio), YopnAd exinedo POGEOPOL 610 aipa (VToPOoPATALin), VYNAAL eTineda
yYAvko(ng oto aipa (veepyloxopio),

o avantuén tov Prepapidwv, por dokpvoVv (SakpVppote aVENUEVT), KOKKIVIGUO TOV HLOTIOV
(vmepaipio Tov potiod), Enpoedaipia, poayovpa oto patio (Kvnouodg Tov Hatiov), epediopds
TOV patidv, epefiopdc Tov Prepdpov (Prepapitida),

. depuatikd €lkoc, epelkida, vepPoiikn Tpryoevia (vrepTpiywon), epBpodTnTa Kot TPHELLO TOV
TOAQUDV TOV YEPIDV 1) TOV TEALATOV TOV TOSDV (GUVOPOLO YEPOS-T000S), VITEPPOALKOS
Wpatag (LIepdpmaoia), depuatikn avtidpacn (depuatitidn),

. eEamiodpevn Aolpmén katm and To dépua (Kuttapitida), Aeypovn tov BOAaKa TG Tpiyog
(Bvhaxitda), eviomopévn Aoipumén, deppatikd eEavonua pe puoaiideg yepdteg e moov
(e&avOnpa Avuktovmoes), ovporoipmen,

o STAPAYES TOV VYLDV, GTAGIUO TV VoV (pNén ovoya),

o aQLOATOoT,

o Enpootopia, dvomeyia, aoppayia amd To 0pho, PAEYLOVH TV YEIMOV (YEMTION), aicOnua
KOGOV GTO GTOUMYL (YOOTPOOIGOPAYIKT TOHAVOPOUNG),

o OVo¢ 610 6TNB0G, TOVOC, piyos, TOVOS GTA AKPX, OVOGOAOYIKY avTidopacT (VrepevatcOnaia),
Ty 0G Kapdakog puluog (tayvrkopdia),

o Opoupog aipotog oTov mvedpova (TVELHOVIKT EUPOAT) TOL CUUTTAOUOTO TOL OTOI0L UTOPEL VoL

glvar Aaydviacpa 1 movog 61o Bdpaka pe arpvioa Evapsn, apoppayio amd tn potn (enictaln),
Opoupor otig ev T Pdbel PAEPEG (v To Pabel eAefikn OpouPwon), VYMAN apTnploky Tieon
(vméptaon), Eaym,

o TOVOKEPAAOGC, LAAN, dryyo.

Oy ovyvég: pumopet va emnpedoovv £mg kot 1 atovg 100 yprioteg

o KLOVOG YPOUOTIGHOG TOL dEPUOTOG Kl TV PAEVVOYOVOVY (KLAV®MGN),

o Kkepoatitida (pAeypovi Tov TPOSHIOV HEPOLG TOV HATION (KEPATOELONG)),

o gpeliopdg Tov Prepapov, okacuéva, xeiln kaun Enpd xeiln, Aoipmén tov patiov, Aoipwén tov
BArepdpov, pvikn ENpotnTa, YOAAPOOT TOV VUYIGV (0VoyxoAvo), eicppuon dvuyoc, vaepPoiikn
TpLopLia (VITEPTPiY®ON).

Yrawieg: umopei va emnpedoovy £o¢ kat 1 atoug 1.000 ypioteg

o eAkddNg Kepatitida (coPapr| dbnon eEédkmwong tov Tpodchion PEPOLG TOV LATION
(kepatoeldng) mov ypnietl enetyovsog Bepaneiog),

o VEKP®ON KLTTAP®V TOL SEPUATOC (VEKPMOT SEPLATOC),

o coPopn SEPHOTIKN avTIOPOOoT| LE PLCUAIDES GTO JEPLA, TO CTOLO, TO LATIO KOL TOL YEVVITIKA

opyova (cvvdpopo Stevens-Johnson),
o coPopn SePUOTIKN avTiOpOoT LE PLGOAIOEC 6TO dEPUO. (TOEIKT EMIOEPLUKT VEKPOALGT)).

AYvVOOTES: M| cLYVOTNTO OV UTopel va extiun el omd o dabéoia dedopéva
o QAEYOVT] GTOVG TVEDHOVES (SIALEST) TVELHOVIKT] VOGOG).

Ava@opd avemOOunTOV evepyELOV

Edv mapotnpfioete Kamoo avemBOUnTn eVEPYELX, EVILEPDTTE TOV YATPO 1] TOV/TNV VOGOKOLO GOG.
Av10 1oyt Kot Yo kdBe mbavr avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPAV GUALO 0dNYIDOV
xphone. Mropeite eniong va avagépete avembBOunteg evépyeleg anevbeiog (dsite AemTouEPELEC
TOPOUKATO). MEGM TNG avapopag avemfountov evepyslmv uropsite va, fondnoete otn cuilloyn
TEPICCOTEPOV TATPOPOPLAV GYETIK(, LLE TNV AGPAAELN TOL TAPOVTOG PUPUAKOV.

EAlLada

EBvikdg Opyaviopog Gapudkmv
Meocoyeimv 284

GR-15562 XoAapyog, ABfva
TnA: +30 21 32040380/337
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®og: + 3021 06549585
Iotétomog: http://www.eof.gr

Kvzpog

Doppokevtikég Ynnpeoieg
Yrovpyeio Yyeiag

CY-1475 Agvkooia

Da&: + 357 22608649

Iototomog: www.moh.gov.cy/phs

5. Mo va puidooste To Vectibix
To Vectibix 8o puAGoGETOL OTN LOVADQ VYEIOVOLUKNG TTEPIBAAYNG OTTOL YPNCULOTOLELTAL.
To @dppaxo ovtd TPETEL VO PLUAACCETAL GE PLEPT] TOV OEV TO PAETOVV KOl OEV TO PTAVOLV TO TTOLOLA.

Ddvidooete og yoyeio (2°C — 8°C).
MnVv KoToOWOYETE.
Ddvrdcoete 610 £MTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO PG,

Na pn ypnoiponoteite avtd T0 EAPUOKO HETA TNV NUEpOUN Vi ANENG TOVL AVOPEPETAL TNV ETIKETA KO
670 KouTti petd 1o AHEH/EXP. H nuepounvia Anéng eivat ) tehevtaio nuépa Tov UMve. Tov
avaQEPETOL EKEL.

Mnv metdte ApUOKa GTO VEPO TNG AMOYETELOTG 1) OTA GKOVTION. POTNoTE TOV QOpLOKOTOLd GOG Yol
TO TG VO, TETAEETE T PAPLLOKO TOV OEV YpNoLoTolEite . Avtd ta uétpa Bo fondncovy oty
TpooTocio Tov TEPPEALovVTOG.

6. Iepredpevo TS GVOKEVAGINS KOl AOUTES TANPOPOPIES
T epréyer to Vectibix

o KéaOe ml mokvod doddpatog mepiéyet 20 mg panitumumab. Kdébe praridio nepiéyer 100 mg
panitumumab og 5 ml, 1 400 mg panitumumab o€ 20 ml.

o Ta dAAa cvotaTikd givat vaTplo yYAmplovyo, vaTplo o&ikd Tprdpikd, o0&k 0&Y (KpLOTAAAIKO)
KoL DO®P Y10l EVECTLLAL.

Epgavien tov Vectibix ko mepreyopevo g svokevaciog

To Vectibix givai éva dypopo vypd mov pmopel vo mepiéyel opatd couaTide Kot TapE eTol 68
@loAido. Kabe cvokevacio mepiéyetl va Qraridto mukvol oAb LoToC.

Mmropei va unv KuKAOQPOpOUV OLEG Ol GLOKEVAGIES.

Karoyog Adsrag Kvkhoopiag ko IMapackevaotig
Amgen Europe B.V.

Minervum 7061

4817 ZK Breda

OAavoio

Karoyog Adsrwog Kvkhogopiog
Amgen Europe B.V.

Minervum 7061

4817 ZK Breda

OA\avoio
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IMopackevaotig

Amgen Technology (Ireland) Unlimited Company
Pottery Road

Dun Laoghaire

Co Dublin

Iphavoia

I"oa omoladnmote TANPOPOPia GYETIKA LE TO TOPOV POPUOKEVTIKO TPoidV, TapakaieicOe va
amgvBouvleite otov TomIKO OvTITPOc®TO ToL Katdyov tng Adsiog Kvuihopopiog:

EA\LGoa
Amgen EALég Qoppoxevtikd E.TLE.
TnA.: +30 210 3447000

Kvnpog

C.A. Papaellinas Ltd

TnA.: +357 22741 741

To wapdv UAA0 00N YLOV Yp1oNS avaBepOnke Yo TELEVTAIO QOpd 6Tig 11/2016.

Agntopepeic mAnpoeopieg yio to pappoko avtd etvar drabéoipeg otov diktvakd T6mo ToL Evporaiko
Opyoviepod ®apudkmv: http://www.ema.europa.eu/

O Tinpo@opicc mov akorovBovV amevOuvovrol povo o€ exayyelpaties vysiog.

To Vectibix mpoopiletar yio pio povo ypnon. To Vectibix npénet va apardvetat o€ vEsto dtdlvpa
yroprovyov vatpiov 9 mg/ml (0,9%) and enayyeipotio Tov Topén VYEIOVOULKNG TTEPIBOAYNG HE TN
ypHoN donmng TEXVIKNAG. MnVv avokiveite 1) avoatopdocete Biota to @loridio. To Vectibix O mpémet
va emBempeitan onTikd Tpty and T yopnynon. To dSidhvpa Oa wpémet va givan dypmpo Kot propel va
ePIEYEL NdL0QAVT £0G AEVKE, 0paTd, ALOPE, TPOTEIVOVYH cmuaTidl (To onoio Oa
amopakpLVVOOIV HEGm Ypapuung omonong). Mnv yopnynoete 1o Vectibix €dv 1 epueavicn tov oev gival
OTMG TEPTYPAPETAL TTLO TAVE®. XPNCLOTOLOVTOG Lt EVO0dEPUIKN Peldva dtapéTpov 21-gauge 1
HKkpOTEPN, AVOPPOPHoTE TV anapoitntn tocotnta Vectibix yio po 66on 6 mg/kg. Mnv
YPTCULOTOUGETE GLOKEVEG YWPIC PEAGVA (TT.). TPOGAPUOYEIG PLOALSIOV) YO VO, AVOPPOPTGETE TO
TEPLEYOUEVO TOV PLoMdion. Apatdote 6g cuvolikd dyko 100 ml. Adoeig vynAidtepeg amd 1.000 mg
npénel vo. apoidvovtat og 150 ml evéoyov draddpatog yhmplodyov vatpiov 9 mg/ml (0,9%). H
TEMKT oLYKEVTpOON dev pénet va viepPaivet To. 10 mg/ml. To apawpévo didlvpo tpénet va
OVOKOTEVETOL LLE MTTLOL AVALGTPOPT], LNV TO OVOKLVELTE.

Amoppiyte 10 PLaAidI0 KAl 660 VYPO UTOUEVEL GTO PLOAISI0 ETELTO GO T YOPTYNON.

H ypoapun €yyvong Oa mpémet va exmAdveton pe StdAvpo yAmptohyov vaTpiov TPV Kot LETE Tn
yopnynon tov VectibixX yio v amopuyn avapuéng pe dAia popprokevtikd tpoiovra 1 evooeA&Pia
Stdvpuara.

To Vectibix mpénel va yopnyeiton wg evoopréfia (1V) éyyvon pe avtiio éyyvong, ypNOLOTOIOVTOG GE
oelpd OikTpo younAng déopevong Tpmteivayv tov 0,2 1 0,22 WKPOoUETpOV, LEGH TEPIPEPIKOD N
KevTpikov eAERkov kabetnpa. O cuvicTduevog Ypdvog Eyyvong eivar mepinov 60 Aemtd. Adcelg
vynAotepeg Twv 1.000 mg Ba mpémel va eyyvovtal o xpovo mepimov 90 Aentmdv.

Agv £xovv mopotnpnBel acvuforotnteg avapeoa oto Vectibix kot og evéoipo didivua yAwplodyov
vazpiov 9 mg/ml (0,9%) ¢ cdrkovg Torvfivoloydmpidiov 1§ TOAVOAEPIVNC.
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