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NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 1 mg emkaivppévo pe Aemtod vuévio diokio
Inlyta 3 mg emkaivpupéva pe Aemtd vuévio diokio
Inlyta 5 mg emkaivppéva pe Aemto vuévio diokio
Inlyta 7 mg emkaivppéva pe Aento vuévio diokio

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Inlyta 1 mg emkaivupéva pe Aewtd vuévio diokio
Kd&0e emcodoppévo pe Aemtd vpévio diokio mepiéyetl 1 mg axitinib.

Inlyta 3 mg emkaivupéva pe Aewtd vuévio diokio
Kd&0e emucodoppévo pe Aemtd vpévio diokio mepiéyel 3 mg axitinib.

Inlyta 5 mg emkaivupéva pe Aewtd vuévio diokio
Kd&0e emucodoppévo pe Aemtd vuévio diokio mepiéyel 5 mg axitinib.

Inlyta 7 mg emkaivupéva pe Aewtd vuévio diokio
Kda0e emcodoppévo pe Aemtd vuévio diokio mepiéyel 7 mg axitinib.

"Exdoyo pe yvoon dpdon:

Inlyta 1 mg emxolouuévo ue lemro vuévio dickio
Kd&Be emucodoppévo pe Aemtd vpuévio diokio mepiéyet 33,6 mg povoddpikng Aaktolng.

Inlyta 3 mg emixolvuuévo ue Aemrd vuévio diokio
Kd&0e emucorvppévo pe Aemtd vpévio diokio mepiéyet 35,3 mg povoddpikng Aaktolng.

Inlyta 5 mg emixolvpuévo ue Aemrd vuévio diokio
Kd&0e emucodvoppévo pe Aemtd vpuévio diokio mepiéyel 58,8 mg povoddpikng Aaxtolng.

Inlyta 7 mg emixolvpuévo ue Aemrd vuévio diokio
Kd&0e emucoroppévo pe Aemtd vpévio diokio mepiéyel 82,3 mg povoddpikng Aaktolng.

Mo tov TAnpn Katdhoyo Tmv ekddywv, BA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Emwcoloppévo pe Aemtd vpévio diokio (S1okio).
Inlyta 1 mg emkaivupéva pe Aewtd vuévio diokio

EpvBpov ypdpatog, moeldég, ETKaAVUIEVO e AETTO VUEVIO SIOKIO LLE YOPOaYHEVO TO GTOLKELN
«Pfizer» on pio Oym kot «1 XNB» oty aAdn dym.

Inlyta 3 mg smikodivupévo pe Aemntd vuévio diokio
EpvOpov ypdpatog, oTpoyyuAd, ETUKOAVUUEVO IE AETTO DUEVIO S1OKIO LE YOPOYUEVO TO GTOKELN
«Pfizer» ot pia oyn kot «3 XNBy» otnv dAin oym.

Inlyta 5 mg emkoivppéva pe Aentd vuévio diokio
EpvOpov ypdpatog, Tprymvikd, EMKOAVUUEVO e AETTO DUEVIO O10KI0 [LE YoparyIEVO. TO GTOLYEL
«Pfizer» o pia oyn kot «5 XNB» otnv dAin oym.

Inlyta 7 mg emkoivppéva pe Aentd vuévio diokio
Epv0Opov ypduatog, ETKoAlvppévo e Aemtd véVio d1okio o oynua pouPov, Le opayuéva Ta




otoyela «Pfizer» otn pia Oyn xon «7 XNB» ot dAin oyn.

4. KAINIKEX ITAHPO®OPIEX

4.1 OepamevTikég evoeierg

To Inlyta gvéeikvoton yio ) Bepaneio evniikov acBevOV e TPOY®PNUEVO VEPPOKVTTAPIKO
kapkivopa (RCC-Renal Cell Carcinoma) petd and amotuyio mponyovuevns Oepaneiog pie sunitinib 1
KLTOKIVEC.

4.2 Aocoloyia Kol TPOTOS Yop1yNoNS

H Oeponcio pe Inlyta 0o mpémnet va dieEdyeton amd 10Tpod EUTELPO OTH XPNOT| OVIIKAPKIVIKDV
Oepaneimv.

Aocoloyia

H ocvviotdpevn d6on axitinib givail 5 mg 0o popég tnv nuépa.

H Oeponeio 0o mpénet va cuveyiletal yio 660 mopotnpeitan KAVIKO OQEAOC 1} LEYPL VO ELPOAVIOTEL U
OTOOEKTY] TOEIKOTNTA 1] OTTOi0L €V SVVATAL VO AVTILETOTICTEL [LE GUYYOPTYOVHUEVE POPLUAKEVTIKA

TPOTOVTO, 1 UE TPOCUPUOYES TNE HOOTG.

Av 0 acbevig Kavel gpeto 1 Topaieiyel pio d6om, dev Ba Tpémel va Aappdaveton emmAéov d6on. H
emopevn ovvtayoypapndeica door Ba tpémel va Anedet T cuvnBiouévn dpa.

Tpocapuoyéc tne 0éonc

Yvviotdton 1 avénon N N ueimon g 60omg PAGEL TG Ac@dAELNg Kol avoyng Yo Kabe acOevn.

Ytovg acBeveig mov Ba aveyBovv v apyikn d6on axitinib Tv 5 mg 600 popég TNV Nuépa Ywpig va
TOPOVCIAGOVV avemBOUNTEG EVEPYELES > BaBov 2 (dnA. yopig cofapég avemBounteg evépyeteg
ooppova pe o Kprmpia Kowng Oporoyiag yioa AvemBounteg Evépyeieg [Common Terminology
Criteria for Adverse Events, CTCAE], éxboom 3.0) yia d0o cuveydpeveg efoopddeg umopel va yivet
avénon g 060G ota 7 mg dV0 OPES TNV NUEPA EKTOG KAl OV 1) OPTNPLOKN TTieon Tov achevn eivat

> 150/90 mmHg 1| €dv o acBevic Aappdvel avtreptacikn aywyn. Etakdéiovba, ypnoyonoidviog ta
O kprTnpia, otovg acbeveic wov Oa aveybovv ) d6on TV 7 mg axitinib 600 Popég TV NUEPLL
umopel va yiver avénom g 060omg Toug 6To PEYISTO TV 10 mg 600 PopEc TV NUEPQL.

H avtipetdnion optopévov avemBounTtmyv evepyelmv UTOPEL VO, ATALTEL TPOC®PIVI 1| OPLOTIKN
dtokom Kaun peimon g 66omg g Bepaneiog pe axitinib (BA. mapdypapo 4.4). Otav givar
amopaitntn n peimon g 660mg, n d0o1 Tov axitinib pmopel va pelmbel g 3 mg dHo Popég TNV Nuépa
Kot TEPALTEP® o€ 2 mg 000 POPES TV NUEPO.

Agv amaitohviot TPocapuoyEéG TG dOoNG Le faoT TV nlikia, Tn GLAN, T0 POAO 1| TO PAPOG COUOTOC
Tov acbevi.

2vyyopnyovuevor 1oyvpoi avootoleis tov CYP3A4/5

H ovyyopnynon tov axitinib pe 1oyvpoic avaoctoreic tov CYP3A4/S5 pumopel vo avéncet Tig
GLYKEVTPMGELC TOL axitinib oto mTAdopa (PA. Tapdypago 4.5). Tvvietdtor 1) exthoyn evog
EVOALOKTIKOD GLYYOPTYOVLEVOL (POPLOKEVTIKOD TPOTIOVTOG e KaBOAov 1 EAdy1oTn duvatdTNnT
avaotoAng tov CYP3A4/S.

[Mapdro mov 1 Tpooapuoyn ¢ d6omng Tov axitinib dev éxel peket el e acbeveic mov Aapupdvovy
oyvpovg avactoAeig tov CYP3A4/S, oe mepintwon mov eivar avaykaio va cuyyopnyndel £vag 1oyvpog
avactoAréac tov CYP3A4/5, cuviotdton peimon g 660mg Tov axitinib wepimov 610 cd (w.y.,



apykn door Ba mpémel va peiwbel and 5 mg dVo popég v Nuépa o€ 2 mg dHo popég Ty nuépa). H
OVTIHETMOTIOT OPICUEVOV OVETIOOUNT®V EVEPYELDV UMOPEL VO OTTALTEL TPOCWPIVI 1) OPLOTIKT S1KOTN
¢ Oepameiog pe axitinib (BA. mapdypao 4.4). Av d10k0mel | GLYYOPIYNGT TOL IGYVPOL OVACTOAEN,
0o tpémel vo EeTOOTEL TO EVOEYOUEVO EMGTPOPNG GTN 0OGT TOV axitinib OV ¥PNGILOTOIOVVTOV TPLY
amo v évapén xop1ynomng Tov .oxvpov avacotoréa tov CYP3A4/5 (BA. mapdypapo 4.5).

2vyyopnyodusvor woyopol exaywyeic tov CYP3A4/5

H ovyyopnynon tov axitinib pe 1oyvpotc enaywyeic tov CYP3A4/5 pumopel va peidoet Tig
CULYKEVTPMGELS TOL axitinib oto mAdoua (BA. mapdypaeo 4.5). Zuviotdrtal 1 emA0YN €VOG
EVOALOKTIKOD GLYYOPTYOVUEVOL (OPLOKEVTIKOD TPOTOVTOG LE KaBOAoL 1 EAGYIGTN duvaTdTNTa
emayoyng tov CYP3A4/5.

[Mapodro mov 1 Tpocapuoyn g d6omng Tov axitinib dev éxel peket el oe acbeveic mov Aapupdvovy
oyvpovg enaywyeig tov CYP3A4/5, o mepintwon mov eivan avaykaio va cuyyopnyn0el £vag 1oyvpoc
emaywyéag tov CYP3A4/5, cuviotdrtor ) otadiokn adénon tng 66ong Tov axitinib. Exet avapepbei 611
1N HEYLOTN EMOYWYN Le VYNAEG dO0ELS Woyvpdv enay@yéwy Tov CYP3A4/5 Aappdvel ydpa evtog piog
efdoudodag Oepameiag pe tov emaymyéo. Av avéndei n d6om tov axitinib, o acbevig Oo Tpémel va
nmopokolovOsital TPooeEKTIKA Yo eKdNAdoEeLg ToSikotnTog. H avtipetdnion opiopévov avembountov
EVEPYEIDMV UTTOPEL VAL OTTOLTEL TPOSMOPIVI 1] OPLOTIKTY S10KOTH KOvT peiwon g doong tng Bepameiog pe
axitinib (PA. mapdypapo 4.4). Av S10K0TEL 1| GLYYOPTYNOT TOV 1GYVPOV ENOYWYEQ, 1) 0OCT TOV axitinib
0o Tpémel vo emavEADEL AUEGH GE OUTH OV XPNCLUOTOLOVVTAV TPV Amtd TNV EvapEn YOpPNynomng Tov
woyvpov enaymyén Tov CYP3A4/5 (BA. mapdypago 4.5).

Eidwkoi mlnBvouoi

Himawuévor (= 65 etdrv)
Agv amatteitol mpocappoyn g 06ong (BA. mapaypdpovg 4.4 kot 5.2).

Negpixn dvoiertovpyio,

Agv amaiteitol mpocappoyn g 66ong (BA. Tapdypago 5.2). OvclacTiKd 0V VITAPYOLY GYEOOV
kaB6A0V drabéciua dedopéva oyetika pe ) Oepaneio pe axitinib og acbeveic pe kdBapon kpeaTvivig
< 15 mL/Aento.

Hrozikn dvoleitovpyio

Agv amaiteitol Tpocappoyr] g 60ong Katd T yopnynon axitinib oe acbeveig pe N NroTikn
dvoiertovpyia (katnyopia A katd Child-Pugh). Zvvictdror peimon g 66omg Kotd T yopnynon
axitinib o€ acOeveic pe pétpro nratikn dvciettovpyio (katnyopia B katd Child-Pugh) (w.y. n apyim
doom Oa Tpémel vo petmvetal omd 5 mg dVo Popég TV NuEpa o€ 2 mg 600 Popéc TV Nuépa). To
axitinib dgv &xel pedetnfei oe acbeveig e cofapn nratikn dSvoretovpyia (kotnyopia C katd Child-
Pugh) ko 6 B mpémer va ypnoiponotgitol otov TANBuepd avtod (PA. mapoaypdeovg 4.4 kot 5.2).

THoidratpikog ninBoouog

H acpdAeia kot 1 amoterecpatikotnto tov Inlyta ota Toudid kot otovg gprifoug < 18 etdv dev Exovv
tekunpiwbei. Agv vdpyovv dabécyio dedopéva.

Tpdroc yopnynong

To axitinib poopiletar yio and otopaTog xpnon. Ta diokia Oa mpénet va Aappdvovior dvo eopég Tnv
nuépa mepimov ava 12 dpec pe N xopig tpoen (BA. mapdypago 5.2). o tpémel vo. Kotamivovtol
oAOKAN PO UE Eva TOTHPL VEPOD.

4.3 Avtevositeg

YrepevaicOnoia 610 axitinib 1] 6€ KAmO10 0 TO EKGOYA TOV OVAPEPOVTOL GTNY TOPAYPUPO 6.1,



4.4 Edwkég mpogidomonoelg kot apo@uidiers katd ) ypion

Oa wpémel va, mapoakolovdovvtal cuykekpiuéva coppdpata aceoieiog Tpv Ty Evapén Kot TEPLOdIKA
KkaBOAN T dudpkela ¢ Oepameiag pe axitinib, OTOG TEPTYPAPOVTUL TAPAKAT®.

Ene160010 Kapdlokg ovembpKelog

e KAwvikég peréteg pe axitinib yuo ) Oepomeio acbevav e RCC, avapépinkoy enelicddio Kopdlokng
avendpkelog (To omoio TEPEAGUPAVY KOPIOKT OVETAPKELD, GUIPOPTTIKY|] KAPILUKN AVETAPKELD,
KOPOLOOVOTVEVOTIKY] OVETAPKELD, SVOAELTOVPYIO TG APIOTEPNG KOIALG, HEIWUEVO KAAGHA eEmOnong
Kot overdpkela g 0e&1dg kothiog) (BA. Tapdypago 4.8).

Kof’ 6An m dibpkela g Oepaneiog pe axitinib amorteiton meplodikn Tapakorovnon yio onpeio 1
CUUTTOUOTO KOPSIOKNG OVETAPKELNS. 100 TNV AVTILETOTIOT TOV EXEIGOOIMV KOPOIOKNG AVETAPKELOG
EVOEYETOL VO OTOLTELTOL TPOCMOPIVI | OPLOTIKY SLKOTN KON peimon g doong g Oepameiag pe
axitinib.

Ynéptoon
e Khvikéc peléreg pe axitinib yuo ) Oepameio acbevav pe RCC n véptaom avapépbnke okl cuyvd

(BA. mapdypapo 4.8).

e pio eheyyOuevn KAVIKN LeEAET, 0 O1AUECOC YPOVOG ELPAVIONC TNG VITEPTAOTS (CUGTOALKN
aptnploxn mtigon > 150 mmHg 1 Staotolkn aptnploky| wieon > 100 mmHg) fjtav péoa otov TpdTo
v amo v évapén g Oepameiog pe axitinib kot ot 0vENCELS TG APTNPLOKNAG THECTG
mopotnenOnKay akdun Kot 4 nuépeg uetd v Evapén tov axitinib.

H aptploxn mieon npénet va eEléyyeton KaAd mpv amd tnv Evapén g Oepaneiog pe axitinib. Ot
acOeveic O Tpémel va mapakorovbodvtal Yo VEEPTACT Kot Vo Aapfavouy énwg aratteitot T cuvion
OVTIVTEPTOGIKT AYWYT. L€ TEPIMTOON EUUEVOVCAG VIEPTAUCTC, TAPA TNV YPNON OVTIVTEPTACIKMDY
(OPLOKEVTIKAOV TPOIOVTI®YV, 1 000 Tov axitinib Oa Tpémel va elattbel. ZvvioTdTon 1 TPOCOPIVY
dlaKom TG yopnynong axitinib ce acOeveic pe coPapn véptacn kot exavévapén tng Oepameiag pe
YOUNAOTEPT 0OGT HOAIS M apTNPLokT TTiEoT ETaVELDEL GE PUGIOAOYIKA emineda. Av dlakomel 1)
YopNyNnon axitinib, o1 acOeveig mov AOUPAVOLY AVTIVEPTAGIKY| OY@YN TPENEL VO, TOPAKOAOLOOVVTOL
v votaon (PA. Tapdypago 4.2).

Y mepinton cofapng N ELUEVOVCAG OPTNPLOKNG VTEPTUCTG KOl CUUTTMOUATOV EVOEIKTIKMY TOV
ouvdpopov omticblog avaotpéyiung eykeparonddelag (PRES - Posterior Reversible Encephalopathy
Syndrome) (PAéne mopokdtm), 0o Tpémel va Anedei vwoyn N dielaywyn piog dSloyvOoTIKAG
poayvntikng topoypagiog (MRI-Magnetic Resonance Image) eykepdlov.

Avciertovpyio tov Bupeoeldong
e KAwvikéc peréteg e axitinib yuo ) Oepoameio acbevav pe RCC avaeépOnkav tepiotatikd
VTOBVPEOEIDIGUOD KO, GE HKPOTEPO Pabud, vtepBupeoeldicpod (PA. mapdypapo 4.8).

H Bvpeoeidkn Aertovpyia Oo mpémetl va mapakorovdeital mpv omd v Evapén Kot TepLodikd KabOAN
T dudpkela g Oepaneiog pe axitinib. O vroOLPEOEWOIGHOG 1) 0 VIIEPBVPEOEIDICUOC TPETEL VAL
AVTIHETOTICETOL COUPMVA [LE TN GLVI O WITPIKN TPOKTIKN Yo TN doTnpNnon e vBvpeoeldikng
KOTAGTOOTG.

Apmprloxd spfold kot OpopfwtiKd eneicddn

e KAwvikéC peréteg pe axitinib avaeépnkay aptnplokd epPoitkd Kot Opouputikd erelcOo1o
(cvumEPIAAUPOVOUEVOD TOV TOPOSIKOV IGYULUIKOD ETEIGOSI0V, TOV EUPPAYUATOS TOV HVOKAPHIOV, TOV
OYYELKOD EYKEPOAKOV ENTEIGOOI0V KOl TNG AOPPAENG TNG OUPPANOTPOEdIKN G apTnpiog) (BA.
napdypoeo 4.8).

To axitinib Oa wpémet va, YpnGILOTOLELTAL [LE TTPOGOYN O 0GOEVEIS TOV KIVOVVEDOVY VAl TOPOVCIAGOVY
N &YovV 16ToP1KO oLTOV TV cupPdvimv. To axitinib dev &xel pedetndel oe acbeveig mov vaéotnoav
apTnPLaKo uPoiikd 1 OpouPmTikd eTeIGOS10 EVIOS TMV TPOTYOOUEVOV 12 unvov.



DhrePuch gpPorucd ko Bpoufotikd encicdon

e KAwvikéc peréteg ue axitinib avoeépOniay eAePikd sufolikd kot Opoupfwtikd eneicddo
(cvumeprAapfovoprévng TN TVEDIOVIKNG EUPOANG, TNE &V T® Pabet pAefimc Opoufmonc kot g
amoppatne/Opopfmonc eAERog Tov aueiPAnctpogdong) (BA. mapdypapo 4.8).

To axitinib Oa wpémel vo, ypnoiponoleital pe Tpocoyn o acbeveic mov Ppickoviol oe Kivouvo yio 1
€Youv 16TopKd aVTOV TV cupPaudtov. To axitinib dev £yel peetn el oe acheveic mov véonoay
QAEPIKO gpPoricd N OpopPaTIKO EMEIGOSI0 EVIOC TOV TPOTYOUUEVDV 6 PUNVAV.

Avénon g a1poceaipivng 1) Tov cpatoKpitn

Eivar mBovo vo tpoxdnBodv avéncels tng aptos@alpivig 1 Tov oo toKpiTn, ol Omoieg
avtikarontpilovv Tig avénoeig g palog tov epubpokutTapny, katd T didpkele g Depomeiog pe
axitinib (PA. mapdypago 4.8, moAvkuttapaipio). H advénon g nalog tmv epubpokuttdpmv evosyetat
va ovénoet Tov Kivouvo gpforkdv Kot OpopuPoTikdv enelcodiov.

H aipoceapivn ) 0 arpatokpitng Oa mpémet va mapakolovbovvtar pv amd v Evapén Kot TepLodikd
KkaBOAN T dudpkela g Bepaneiog pe axitinib. Av 1 aiposeapivn 1 0 apoatokpitng ovénbodv navm
07O TO, QLGLOAOYIKG emimeda, o1 aobevelg Oa mpémet va avtipeTOTI{ovTol GOUE®OVA e TN cLVHON
LOTPIKN TPAKTIKY OOTE Vo UELWOEL 1 Alloc@pivn 1] O LOTOKPITNG G€ am0deKTO EMImES.

Auwoppayia
Y& KAwvikég peréteg ue axitinib avaeépOnkay apoppayikd encioddin (PA. mapdypogo 4.8).

To axitinib dev &xel peretn0el oe acbeveig mov Tapovoidlovy evoei&elg eyKEPOAIKNG LETACTOOTG YO
v omoia dev Eyovv AdPet Bepaneio 1] TPOCPAUTNG EVEPYOVG ALOPPAYIONG TOV YOOSTPEVTIEPIKOV GMOANVOL
Kot 6gv O Tpémel vo ypnoiponoleital og avTovg Tovg acheveic. Av omoladnToTe aoppayio xpniet
Tpkne mapéuPfoong, n 66om axitinib wpénet vo, SIOKOTTETAL TPOSHOPIVA.

AvevphouoTo Kot apTnplokol dloympiopol

H ypnion avactoréwv VEGF cg acbeveig pe 1 yopic vréptaon umopel va €0VONGEL TOV GYNUATICUO
OVEVPUOUATOV KOUT 0pTNPLOIKOV dlayoptopdv. O kivduvog avtdg mpénet va AapuPAveTal TPOoEKTIKA
VoY TPV amd Vv Evapén c Oepaneiog pe Inlyta oe acOeveig mov Tapovclalovy mopdyovTeg
KIVOUVOL OTIMG VITEPTOOT] T} IGTOPIKO ALVEVPVUGLLOTOG,.

AlGTPNON TOL YOOTPEVTEPIKOD COAVO KO GYNUOTIGUOG GLPLYYIOV
Y& KAwviKéC peAéteg pe axitinib avaeépOnkay TeptoToTikd S1ATPNoNG TOL YUGTPEVIEPIKOD COANVO, KOl
ocvptyyiov (BA. Tapdypago 4.8).

Oa TPETEL VO, YIVETOL TEPLOSIKT| TAPAKOAOVONGT TOV CUUTTOUATOV OLATPTONG TOV YUGTPEVIEPLKOD
ocwlva 1 cupryyiov KaBoAn ) ddpketa g Beponeiog pe axitinib.

Emumhokéc emovAmong Tpodlotog
Agv &povv die€aybel emionpec peréteg yio v enidpacn Tov axitinib oty ETOVAWOGCT TPAVLATOC.

H Oeponeio pe axitinib Oa wpémel va S10kOTTETOL TOLAAYIGTOV 24 DPEG TPV OO TNV
TPOYPOUUATICUEV YEPOVPYIKT eméuPacn. H arndeacn va Eavapyiocel | Oepameio pe axitinib petd v
eméuPoaon Oa mpémel va Paciletor oty KAVIKY 0E0AGYNOT TG EXAPKOVG ETOVAMGCTG TOL TPOOHLOTOG.

2Hvdpopo omichiag avaotpéyiung eykeparondeiag (PRES)
e Khvikéc peréreg pe axitinib avoaeépOnkay meprotaticd PRES (BA. mapdypagpo 4.8).

To PRES givar pio vevporoyikn diatapayn mov yopaktnpiletal and KepoAaAyio, ETANTTIKEC KPIGELS,
MBapyo, chyyvon, TOPA®GT Kot GALEG OTTIKEG KOl VEVPOAOYIKES dlatapayés. Mmopei eniong va
ouvvodeveTal kKo amd pétpla £og coPapn vréptact. Eival anapaitnt n diedaywyn poryvntikng
Topoypaeiog yo tnv emPefainon g duyvoong tov PRES. e acbeveig pe onpeio | copuntdpoto



PRES, n yopniynon axitinib Oa wpénet va SaxdnTETON TPOSOPIVA 1| Vo Teppatiletal oplotid. Agv
elvar yvoot 1 aceaietn tng emavévapéng tng Bepoameiog pe axitinib og acbeveic o1 omoiot £xovv
mponyovpéveg avantvuéel PRES.

pwreivovpia
e KMvikég peléteg pe axitinib avaeépOnkay TepIoToTIKG TPOTEIVOUPIOG CLUTEPIAOUPAVOIEVIC Kot
npoteivovpiog Babuod cofapomtac 3 kot 4 (BA. Tapdypago 4.8).

YvoTiveTol 1 Tapakorlovinon g Tpwteivovpiag TP amd TV Evapén Kot TEPLOKA KOTE Tn
dupkela g Oepaneiag pe axitinib. I'o Tovg acbeveic mov avantucoovy pétpia Eog cofapn
TPOTEIVOLPIO HELDOTE TN dOOT 1} SLKOYTE TPOoWPIVA TN Bepaneio pe axitinib (PA. mapdypapo 4.2).
To axitinib Oa wpénet va SaxdTTETAL EAV 0 00OEVIG AVOTTTUEEL VEPPOTIKO GOVIPOLLO.

Hrotwég ovemBounteg evépyeieg

e pila eheyyopevn kKAvikn pedétn pe axitinib yio ) Ogpaneio aclevaov pe RCC avaeépOniay
NRATIKES ovemBounteg evépyeileg. O mo cUYVA avOQEPOUEVES NTATIKEG AVETIOVUNTES EVEPYELES
mepledauPovay avéncelc 6Ty apvotpaveeepdon g aravivng (ALT), oty aomapTikn
apwotpaveepdon (AST) kar oty yorepubpivn aipotog (PA. mapdypoeo 4.8). Aev Tapatnpndnkay
Tavtoypoveg avénoelg 1ov ALT (> 3 popéc Tavm omd T0 avmdTaTo 0plo TG PLGIOAOYIKNG TIUNG
[ULN]) ko tng yorepuOpiving (> 2 popéc mavm omd to ULN).

e pio KAk HeEAETN TPOGdopIGHoD TG 000G mapaTnphOnKe Tawtdypovn avénon tov ALT

(12 @popég mive amd to ULN) ko g yorepuOpivig (2,3 popéc méve amd to ULN), 1 omoia
OewpnOnke nratotoéikdmra oyetilduevn pe ) Oepamneia, oe 1 acbevi mov Aafe axitinib pe d6om
évapéng ta 20 mg 500 opéc TV NUéEPa (4TAAG1o O TN CLUVIGTAOUEVN APYIKT dOOT)).

O e&etdoelg nmatikng Asttovpyiag Oo Tpémet vo mapakorovBovvtol Tpy and v Evapén Kot
TEPLOOTKA KaBOAN T didpketa TG Oepameiog e axitinib.

Hrotwr) duciettovpyia

e KAwvikég peAéteg ue axitinib, 1 cuonuatiky £kbeon oty axitinib ftav wepinov dSuThdcia o€
acleveic pe pétpra nrotikn dSvciertovpyia (kotnyopia B katd Child-Pugh) o cuykpion pe tovg
acBeveic e PLGLOAOYIKN NTATIKN AElTOVPYia. ZuvioTdtal pueimon Tng dOoNG KATd TN XOpNyNon
axitinib o€ acOeveic pe pétplo nmatikny dSvciettovpyia (katnyopia B katd Child-Pugh) (BA.
napdypoeo 4.2).

To axitinib dev &yel peretn0el o acbeveic ue cofapn nrotikn dvciertovpyia (kotnyopio C kotd
Child-Pugh) kot d¢ Oa wpémet va, ypnciponoteital 6tov TANLGUO 0To.

Hluxiopévol (> 65 e1mv) Kot QAN

e pia eheyyouevn kKAvikn peAétn pe axitinib yio tn Oegpaneia acfevaov pe RCC, to 34% tov acbevav
mov voPANONKav o€ Bepaneia pe axitinib NTav > 65 etov. H nheloynoio tov acbevov ntov

Aegvkoi (77%) 1 Aoidteg (21%). [Tapodrio mov dev pumopel va amokAeloTel 1| peyaAvtepn svauctnacio
oTNV ELPAVION AVETIHOUNTOV EVEPYEIDV GE OPICUEVOLS 000EVELG PeyadluTEPNG NAKIOG Kol AGLATEG
acOeveic, cuVOLIKE, dev mapoaTPHONKAY CNUAVTIKEG SL0POPES GTIV OCPAAELN. KL TV
OTOTELECUATIKOTNTA TOL axitinib peta&y tv acbevov mov Nrav nikiog > 65 Kot pn NAMKIOPEVOY
acevav, kot HETOED AgVKDV aclevmv Kot 0cOeVAY amd AAAEG PLAES.

Agv amaiteitol mpocappoyn g 66ong ue Pdon v nAikio Tov acleviy ) T LA (BA. TapaypPAPOLE
4.2 ka1 5.2).

"Exdoya

Aaxtoly

AVTO TO QOPUAKEVTIKO TPOTIdV TTEPLEYEL AakTON. Ot 0160gVElg e OTTaVIO, KANPOVOULKE, TTPOPAT LT,
dvcavetiag otn yohaktoln, TANPT OVETAPKELN AOKTAOTG 1 KOKT amoppoenot YAvko{nc-yorlaktolng
OV TPEMEL VO, TAPOLY OLTO TO PAPHOKO.



Ndézpio
AvT06 TO POPUAKEVTIKO TPOTOV TTEPLEYEL AlydTEPO atd 1 mmol vatpiov (23 mg) avd eTKOAVUPEVO LE
AemTO VUEVIO OloKio, glvar ovTd OV ovopdlovue «eAeH0gpO vaTpiovy.

4.5 AlMiemdpdosic pe GAlo QUPUOKEVTIKA TPOIOVTA Ko Grheg pop@éc ailniemiopaocng

In vitro dedopéva detyvouv 0Tt o axitinib petaforileton kvpimg amd to CYP3A4/5 ki, o€ pikpdtepo
Babuo, and o CYP1A2, CYP2C19 kot T YAUKOUPOVOGUAOTPAVGPEPAGT] TG POGPOPIKNG 0VPLdivNg
(UGT) 1AL.

Avaoctoleic tov CYP3A4/5

H ketokovaloln, évag ioyvpdc avactoréag tov CYP3A4/S, 6tav yopnynonke og vyeig eBeloviéc oe
doom tov 400 mg o eopd TV Nuépa Yo 7 nuépee, avénoe ™ uéon TEPLOYN KAT® 0d TNV KOUTOAN
(AUC) ka1 1 Crax TG €@ama amd 100 6TOUATOG 000N ¢ axitinib 5 mg kotd 2 popéc kat 1,5 popég,
avtiototrya. H ovyyopnynon axitinib pe 1oyvpotc avactoreig tov CYP3A4/S (n.y., ketokovaloin,
rpakovaloin, kKhapiBpopvkivn, epuBpopvkivn, atalovaPipn, wdwapipn, vepalodovn, verpvafipn,
prrovoPipn, cakovvafipn kot TeAbpopvkivn) puropel vo avENoEL TIg GVYKEVIPAOGCELS TOV axitinib 6To
mhdoua. To ykpéumepovt pmopel eniong va ovENGEL TIG CLUYKEVTIPMOGCELG TOL axXitinib 610 TAAGA.
ZVVIGTATOL 1] ETIAOYT CLYYOPTYOVLEVOV POPUOKEVTIKAV TPOIOVI®MV [E KOBOAOVL 1 Ao
duvatdtnra avactoing tov CYP3A4/5. Av npémel va cuyyopnyn0el £vag 1oyvpdc avacToAéng

tov CYP3A4/5, cuvietdral n Tpocappoyn g 06ong tov axitinib (BA. mapdypago 4.2).

Avootoleic Tov CYP1A2 kai tov CYP2C19

Ta CYP1A2 kot CYP2C19 amoterovv ehdiocoveg 0000¢ (< 10%) petafoiiopot tov axitinib. H
EMIOPAON TOV IOYVPDOV AVAGTOAE®Y OVTOV TV 160EVIOIL®V GTN GOPLOKOKIVITIKN TOL axitinib dgv
éxel peetnfel. Zuviotdrol Tpocoyn A0Y® Tov Kvdivou avénons Tov GUYKEVIPOGE®Y axitinib oto
TAdopo. o€ acBeveic Tov AapuPdvouy 1yvPolE OVAGTOAEIS AVTMOV TV 160eVIDU®YV.

Enayoyeic too CYP3A4/5

H ppapmikivn, évag toyvpds eraymyéag tov CYP3A4/5, dtav yopnyndnke oe vyieic ebelovtég oe
doom tv 600 mg o eopd v Nuépa Yo 9 nuépec, ueimoe ™ péon AUC kot T Crax TG EQATOE
d0oong axitinib 5 mg katd 79% katd 71%, avticTotya.

H ovyyopnynon tov axitinib pe 1oyvpoic eraywyeic tov CYP3A4/5 (w.y. prpapmikivn, deEapebalovn,
eawvotoivn, kopPapalenivn, prpourovtivr, prparevtivn, eawvoBapPitdin kol Hypericum perforatum
[Yvwotd kot wg St. John’s Wort]) pumopei va LeldOEL TIG CLUYKEVTPMGELS TOL axitinib oto TAGGHA.
SVVIGTATOL ] EXIAOYT CLYYOPTYOVUEVOV QUPUOKEVTIKOV TPOIOVI®V e kKaBOAov 1 eEAdy1oT
duvatdtnra eraymyne tov CYP3A4/5. Av npénel va cuyyopnyn0ei évag 1oyvpdc emaymy£ag Tov
CYP3A4/5, cuvictdrol 1 Tpocappoyn g 60ong tov axitinib (BA. mapdypapo 4.2).

In vitro pehétec avaotoing kot emaywyng tov CYP kot g UGT
In vitro peléteg £de1&av 0T 1o axitinib dev avactédel ta CYP2A6, CYP2C9, CYP2C19, CYP2D6,
CYP2E1, CYP3A4/5,1 UGT1A1 ot Bepamentikég GUYKEVIPDOGELS GTO TAACLLL.

In vitro peléteg £6e1&av 0Tt 10 axitinib €yel T duvatodtnta va avactéAlel to CYP1A2. Zvvendg,
ovyyopnynon Tov axitinib pe vrootpdpote Tov CYP1A2 pmopei va 0dnyfoet og avEnpéveg
GLYKEVTPMGELC GTO TAAGLO TV VTooTpOUdTtev Tov CYP1A2 (7). Og0puAdivn).

In vitro peléteg £dei&av emiong 0Tt 1o axitinib £yet T duvatdtta va avactériel to CYP2CS. Qotdco,
1 GLYYOPNYNON TOL axitinib pe makATa&éA, Eva Yvwotd vrostpopo ov CYP2CS, dev odnynoe oe
QVENUEVEC GLYKEVTPMGELS TNG TOKAITOEEAN G 6TO TAdoUa o€ acbeveic pe Tpoywpnuévo Kapkivo,
YEYOVOG TOL VITOINAMVEL EAAEYT avacTtolng Tov CYP2C8 oe khvikd eminedo.

In vitro peléteg og avOpamIva NrotokOTTOPO. £6€1EAV EMioNg 0TL To axitinib dev emdyel ta CYP1AL,
CYP1A2 1 CYP3A4/5. Zvvenmg, | cuyyopnynon tov axitinib dgv avauévetal vo HEWMGEL in Vivo TN
OULYKEVTPMOT GTO TAAGLO TV GLYYOPTYOUREV®V VTooTpopudtov Tov CYP1ATL, CYP1A2 4
CYP3A4/5.



In vitro peAétec pe P-yAvkompmteivn

In vitro peléteg £dei&av 4TL 10 axitinib avaotédel v P-yAvkorpwteivn. Qotdc0, To axitinib dev
QVOUEVETOL VO avaoTeidel TNV P-yAvkonpmteivn o€ Oepamevtikég cLYKEVTPMOGELS GTO TAAGLA.
YVVEnMG, 1 CLYXOPNYNON TOL axitinib dev avapévetot va avENGEL in Vivo T GLYKEVTPWOOT| GTO TAGCH
g Otyo&ivng 1 GAA®V VTOGTPOUAT®V TNG P-yAvkonpwteivig.

4.6 Covipétnra, kimon kot yorovyio

Eyxvpocvvn

Agv vrapyovv otolygio GYETIKA LE TN ¥PpNoN TOL axitinib o€ eykbove. Bacel Tov QoploKoroyiK®Y TOv
1B10TNTOV, T0 axitinib propel va TpokaAésel PAAPN oto EUPpuo 6TOV YopnyEiTOL 68 £YKLO YuVaiKa.
Meléteg oe {ha katédel&ov ToEIKOTNTO OTNV AVOTUPAYOYIKT IKOVOTNTO, GCUUTEPIAAUPAVOUEVOVY TOV
dvomhactodv (PA. mapdypago 5.3). To axitinib dev TpEmel va ¥pNGILOTOLEITOL KATA T1 SLAPKELL TNG
EYKVLOOUVNG EKTOG €AV 1 KAIVIKT] KOTACGTOON TNG Yuvaikag amoitel Oepameio Le TO GUYKEKPIUEVO
QOPLOKEVTIKO TPOIOV.

IMuvaikeg o avamapaymyikn nAkio TPETEL VO, XPTGLLOTOIOVV OTOTEAEGHOTIKY OVTIGOAANYT KOTA TN
dudpkela g Bepameiog kot Emg 1 fdopdda PeTd TNV OAOKANP®GCT TG,

OnAacpog
Agv givol yvooto gdv to axitinib anekkpivetal oto avBpomvo ydia. O kivovuvog yia ta OnAdlovta

Bpéopn dev umopei va amokAeiotel. To axitinib dgv mTpémet Vo ypNOLUOTOLEITOL KOTA TN SIGPKELD TOV
Onioouov.

Tovomro
Bdaoet un kKAwvik®@v supnudtov, to axitinib £yetl tr SuvaTOTNTO VO EXNPEACEL TV OVOTOPOYDYIKT

Aertovpyia Kot Tn yovipotnta 6tovg avipdnovg (BA. Tapdypago 5.3).
4.7 Emopaceig 6Ty IKAvOTNTO 001Y1|61)G KO (ELPIGHOV PN UVAY

To axitinib €yel pikpn exidpacn otV KvOTNTA 01 YNoNG Kol XEPLoHoD unyavav. Ot acbeveig Ba
TPEMEL VAL EVIILEPOVOVTAL OTL THAVOV VO TOPOVCIAGOLY EKONADCELS OTTMG CAAN KU/ KOT®MON KoTd Tn
dudpkela ¢ Bepameiog e axitinib.

4.8 AvemOOunTeg evépyeieg

Hepilnyn tov mpoeil aopdleiog

Ot mopakdte Kivduvol, GUUTEPILAUBAVOUEV®Y TOV KOTAAANA®Y EVEPYELDV TOV TPETEL VoL ANeBolyv,
ov{NToHVTUL AVUAVTIKOTEPO OTNV TOPAYPAPO 4.4: EXEIGOOIN KAPIIOKNG AVETAPKELNS, VITEPTACT),
duciettovpyio Tov Bupeoeldovg, aptnplokd uPoiikd kot OpoufoTtikd enelcddia, EAEPKd suPolikd
Kot OpopPotid emelcodio, oVENCT TG ALOCEAIPIVIG T} TOV ALOTOKPiTY, aipoppayia, SiGTPMNON TOV
YOGTPEVTEPTKOV GMANVO KO GYNLUOATIGUOC GLPLYYIo, EMTAOKEG ETOVAMONG TPOVLOTOC, GUVOPOLO
omicOwog avaotpéyung eykeparonddelag (PRES), mpoteivovpio kot avénpéve exinedo Nrotikov
evlopov.

O1 cuyvotepeg (> 20%) avemBounteg evépyeleg Tov TopoTnpnOnKay HeTd tn Bepaneia pe axitinib
Ntav dappola, VITEPTOCT), KOTWGT, LEWUEVN OpEEN, VaVTio, COUATIKO BAPOC UEIMUEVO, SVoP®VIO,
oLVOpOUO ToApO-TEApOTIONNG EpvOpoducatcOnciog (cHVIpOLO TOAAUDV-TEALATOV), apoppayia,
voBvpeoedonds, £UETOC, TPMTEIVOLPIN, PY0C Kol SVGKOIAOTNTA.

Kotdhoyog avemBountmv evepyeidv vmd Lopen Tivaka

Ytov [Mivaka 1 mwapovsidlovtotl ol avemBounteg vEPYELES TOV avaeEPONKAY GE VO CUYKEVTPMTIKO
obvolo dedouévav omd 672 acbeveic, o1 omoiot Elafav axitinib oe KAMvikEG peléteg yia T Oepameio
acOevav pue RCC (PA. mapdypago 5.1). Zoumepthapupdvoviol emiong ol avemBounteg evépyeleg LETA
TNV KUKAOQOpia TNV oyopd mov S1omioT®dOnKay 68 KAWVIKEG HEAETEG,




Ot avemBOunTEG EVEPYELEG TOPATIOEVTOL VA KOTYOPio OPYOVIKOD GUOTHHATOG, KO T Yopio

ouyvotnTog Kot Badud cofapotntac. Ot katnyopieg cvyvotntog opilovtal g eE1G: TOAD GLYVES

(= 1/10), ovuyvéc (= 1/100 éwg < 1/10), oyt ouyvés (= 1/1.000 émg < 1/100), ordvieg (= 1/10.000 £mg

< 1/1.000), ol ondvieg (< 1/10.000) kon pn yvwotég (dev umopodv va ektiundovv pe Baon to
Swabéoipa dedopéva). H ioydovoa Bdon dedopévav acpoleiag yia to axitinib eivot ToAD pukpn yio tnv
aviyVeLoN GTAVI®V Kol TOAD CTAVI®V AVETIOOUNTOV EVEPYELDV.

Ot kotnyopieg kabopiotnray pe BAoT TIG ATOAVTEG GUYVOTNTEG OTO GUYKEVIPOTIKG dedouéva
KAMVIKOV HEAETMV. Xg KAOE Kotnyopio opyoviKod GUGTHUATOS, Ol AveTOOUNTEG EVEPYELEG UE TNV OO
ovyvoTNTa Tapovalalovtal e oepd Oivovcag coPapdtnrag.

Hivaxoeg 1. AvemO@ounteg evépyereg mov avaEpOnkay og peréteg Tov RCC o¢ a60eveic mov
éhapav axitinib (N = 672)

Katyopia . . Oloror | BaOpod | BaOpov
0pYOVIKOD E)%%Z‘:]i :;lg i":;?gzg :‘TSQ BaOpoi? 3k 4P
GUGTILOTOG % % %
Awotapayéc Tov 2uyvE Avapia 6,3 1,2 0,4
OLLLLOTOWN TIKOV KOl Opoppomevia 1,6 0,1 0
TOV AEUQIKOD [MoAvkvtTapoyio! 1,5 0,1 0
GUGTHHATOG Oy ovuyvég Ovdetepomevia 0,3 0,1 0
Agvkomevia 0,4 0 0
AwTapayég Tov [ToAd cuyvéc YroBvpeoediouog! 24,6 0,3 0
€VOOKPIVIKOD Yoyvéc YrepBupeoediopog! 1,6 0,1 0,1
GUGTNOTOG
Awotapayéc Tov IToAd Guyvéc Mewwopévn 6peén 39,0 3,6 0,3
petafoiopod Kot | Xvyvég Ag@uddtoon 6,7 3,1 0,3
™me Opéyng Y meprotonpio 2,7 1,2 0,1
YrepacPeotionpio 2,2 0,1 0,3
Awotapayéc Tov [ToAd cuyvéc Kepolaryia 16,2 0,7 0
VELPLIKOD Avoyesvcia 11,5 0 0
GULGTIHLOTOG Yuyvég 76 9,1 0,6 0
Oyt ovyvés XHvdpopo omicOiog 0,3 0,1 0
OVOOTPEYIUNG
gykeporomadeiac
Awotapayéc Tov 2uyvE Eppoég 3,1 0 0
®TOG KO TOV
AapopivBov
Kopdiaxég Yuyvég Eneic0d10 kapdrokng 1,8 0,3 0,7
daTaparyES avemdpkeach >
Ayyelokég [ToAd cuyvéc Ynépraon® 51,2 22,0 1,0
Sratopoyss Awopporyio?: 1 25,7 3,0 1,0
Suyvég Dreficd epforikd Kot 2,8 0,9 1,2
Opoupotuca
enetsodr >
Apmnprokd guforikd 2,8 1,2 1,3
Kot Opopfotid
gngoddar !
Mn yvootég Avevpiopoto kot - - -
aptnploxol
dwywpiouol
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Koatnyopia . . Olorov | BaOpod | BaOpov
o | Kol moies | g | S
GUGTIUOTOG % % Y%
Awotapayéc Tov [ToAd cuyvéc Aborvolo® 17,1 3,6 0,6
OVOTTVEVGTIKOD Brjyoc 20,4 0,6 0
GULGTILLOTOC, TOVL Avcowvio 32,7 0 0,1
Bcdpaxa kot Tov Xuyvég ZTOUOTOPAPVYYIKO 7,4 0 0
uecofwpdxiov éhyoc
Awotapayéc Tov [ToAd cuyvéc Aldppola 554 10,1 0,1
YOOTPEVTEPIKOD ‘Epetog 23,7 2,7 0,1
GUGTAHLATOC Nowrtio 33,0 2,2 0,1
Kothakd dAyog 14,7 2,5 0,3
Avckotdotra, 20,2 1,0 0
Yropatitido 15,5 1,8 0
Avoneyia 11,2 0,1 0
Yoyvéc Alyog Qv KOTAOKTG 9,4 0,9 0
ADPAG
Metempiopdc 4,5 0 0
Aoppoideg 33 0 0
TI'\wcecoduvvia 2,8 0 0
Aldtpnon tov 1,9 0,9 0,3
YOGTPEVTEPIKOV
COAVO Kot cupiyylo?
Awotapayéc Tov Suyvég YrepyorepvOpvarpio 1,3 0,1 0,1
NTOTOC KOl TOV
XOANPOP®V
Tuyvég Xolokvotitda® 1,0 1,6 0,1
Awotapayéc Tov [ToAd cuyvéc 2HVOPOLLO TOACUO- 32,1 7,6 0
S£PLOTOC KOl TOV TeApaTIONNG
VTOJOPIOV 16TOV gpvBpoducatcOnciog
(cOvdpopo moraudv
TEAUATOV)
E&avOnua 14,3 0,1 0
Enpodepuia 10,1 0,1 0
Xuyvég Kvnopog 6,0 0 0
EpvOnua 3,7 0 0
Alomexio 5,7 0 0
AwTapayég Tov [ToAd cuyvéc ApBparyia 17,7 1,9 0,3
LVOGKEAETIKOV Alyoc oto Kpa 14,1 1,0 0,3
GULGTYLLOTOG KoL Zoyvéc MuaAyia 8,2 0,6 0,1
TOV GUVOETIKOV
1GTOV
Awotapoyéc tov [ToAd cuyvéc [pwreivovpia® 21,1 4,8 0,1
VEPPOV KoL TOV Xuyvég Neppun avernbpkera” 1,6 0,9 0,1
0VPOPOP®YV 0ODY
levikég Sratapayég | TToAd ovyvég Konmon 45,1 10,6 0,3
KOl KOTAGTOGELS AcOévero? 13,8 2,8 0,3
™¢ 0600 Dheypovn 13,7 1,0 0
YOPNYNoNG BAevvoydvou
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Karnyopi’a Katnyopia AvemOopnee ‘Olor oL BaOpov | BaBpod
HMoparkivikég [ToAd cuyvéc Melopévo coUATIKO 32,7 4,9 0
egetdoelg Bapog
2uyvE Awmdion avénuévn 3,7 0,7 0,7
Apwvotpavoeepaon 6,5 1,2 0
NG AACVIVIC
ovEnpévn
Apvidon avénuévn 34 0,6 0,4
AomapTikn 6,1 1,0 0
OUVOTPAVOPEPEOT
ovEnpévn
AMCOMKY] pOOQOTACT 4,8 0,3 0
avénpévn
Kpeatwvivn avénuévn 5,7 0,4 0
BVPEELBOTPOTOG 7,9 0 0
oppdvn avénpévn

* Or avemBounteg evépyeleg mapatifevrar pe Baon T cuyvoTNTO ELPAVIONS TOVS KOTd TN Bepaneia Kot

aveEapTNTOG ITIOAOYINGC.

PKprripra Kowng Opodoyiag yia AvemBounteg Evépyeieg tov EOvikot Ivetitovtov Kapkivov tov HITA,

ékdoon 3.0.

Y BA. mapdypago «Ileptypaen emAeyUEVOV aVETIBOUNTOV EVEPYELDVY.

¥ AvapépOnkay Bavotnedpeg nepurtdoelc (Baduov 5).

& ZopmepAapPavopévng AEVKOEYKEPAAOTAOELNG.

Ot ZOUTEPIAOUPAVOUEVOV KOPIIOKNG OVETAPKELNS, GCUUPOPNTIKNG KOAPIIOKNG OVETAPKELNS, KOPIIOTVELLOVIKNG
OVETAPKELNG, LEIOUEVOL KAGopHaTOg e£mONoNG, SuoAertovpyiag aplotepn KOotMag Ko avemdpkelog 0e&lig
KOWAT0G.

¢ Toumepthapfavopivoy ETLTAXVVOLEVIC VIEPTACTC, AVENUEVIIC OPTNPIOKTC TEGTC, VITEPTOONC Kal
VIEPTOUGIKT|G Kpiomg.

T SoumepthaplBavoprévav TopdTaoTg Tov YpOVoV evEPYOTOmUEVIG Lepikng Bpopfomiactivig, altoppayiog Tov

TPOKTOV, opoppayiag aptnpiog, mopovsiog aiplatog 6ta 0VPa, ALOPPAYING KEVIPIKOD VELPIKOV GUGTHLOTOC,

EYKEPUALKNG aLpLoppayiag, TapATOOTS TOV YPOVOL THENG, ALLOPPOYING TOV EMTEPLKOTO, LOADTIGUOD,

QLLLOPPOYIKNG S1APPOLUG, SVGAEITOVPYIKNG OLLOPPAYIOS TNG WATPOGS, EMIOTUENS, YOOTPIKNG doppayiag,

QLLOPPOYING TOV YOOTPEVIEPIKOD COANVA, OLOPPOYING TOV OVAMVY, OLLATELESNC, ALLOTOYXECING, LEIDMONG TOV

OLLLOTOKPITY, QUOTOUATOG, OUOTOVPIOG, HEIMONG TNG AUOCPAIPIVIG, OUOTTUONG, GLLOPPAYioG, Oloppoyiog

NG OTEQOVINING apTNPIaG, AHLOPPAYING TOL OLPOTOMTIKOV, CLLLOPPOTOIKNG CLULOPPAYING, OULOCTUONG,

aLENUEVG TAONG Y10 EKYVUDGELS, abENONG TOL O1E6VOVG KOVOVIKOTOM HEVOL TNATKOV, OLoppayiog Tov

KOTMOTEPOL YOGTPEVIEPTKOV GCOANVA, HELOVOG, TETEYEIDV, POPVLYYIKNG Qoppayiog, TapdToons Tov xpovou

TpoBpopPivng, TVELLOVIKNG a1popparyiag, Topehpas, apoppayiog amd to 0phd, peimong epvbpov

ALLOCPALPIOV, VEQPIKNG OLLOPPAYING, CKANPIOIKNG OLLOPPAYIOG, OGYEIKNG OLOTOKAANG, CTANVIKOD

OLLOTMLOTOG, YPALUOEWS0VE OLLOppayiog, DITAPAYVOELZ0VG ALLoppayiag, ALoppayiag TG YAMGSOG,

ALHLOPPOYiCG TOV AVATEPOV YUOGTPEVIEPIKOV CMOANVO KO KOATIKNG OLLOppayiog.

Svuneprrapfavouévov cuvopopov Budd-Chiari, ev tom Baber prefikng Bpoupwong, Opoppmong cpayitidoc,

TEMKNG PAEPKNG BpOpPmong, Tvevpovikng eLPoing, andepatng eAEPag apePAnctpoedoic, Bpopfmong

PAEPag apePAnotpoetdoic, Bpoppmang vokieldiov PAEPag, pAePfikng Bpoufmong kot prePikng Opoufwong

dicpov.

SopumepAapPavopévav 0EE0G EPPPAYIOTOC TOV pHuokapdiov, ELPOANS, ELEPEYIOTOS TOV HLOKAPSIo,

amOQPaENg ™S AUPIPANGTPOEOIKNG OPTNPLOG KOl TOPOSIKOD 1GYOUKOD ETEIGOSI0V.

H dudtpnomn tov yaoTpevteptkod oAV Kol To cupiyyla TEpAapuPdvouy Toug €E\G TPOTEWVOLEVOVG OPOLG:

KOWALOKO OTOGTNLLOL, OTOGTILO TOV TPMOKTOV, GUPLYYL0 TOL TPWKTOV, GLUPTYYL0, YAGTPEVTEPIKT] OVOCTOUMTIKN

d1appon, H1ATPNGN TOL YUCTPEVTEPIKOD GCOANVO, 1ATPNON TOL TAXEOS EVIEPOV, 01G0PAYOPPOYYIKO GLPLyYLo

KOl TEPLTOVITION.

# H npoteivovpio mepthapfével Tovg TopoKaTm TPOTILOUEVOVE OPOVG: TPMOTEIVY 0VP®Y, TOPOLGIN TPMTEIVNG
0VpWV Kot TPMTEIVOLPLAL.

¥ Youmeprropfovopévng o&elog veppikng avenapKeLog

¥ H yohokvotitido nepthapPdvel ofeia yoAokvoTiTida, Y0A0KVGTITISN, YOAOKVLGTITISO AOILMOIN
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[Ieprypa@n emAeYUEVOV OVETIOOUNTOV EVEPYEIDV

Ercio0di0. kapdioxnc averndpreioc (fA. mopdypapo 4.4)

e pia eheyyouevn kKAwvikn pedétn pe axitinib (N = 359) yio ) Oepamneio acbevav ue RCC,
avaeépOnKav enelcddlo Kapdlakng avendpkelog 6to 1,7% twv aclevov mov éhafav axitinib,
copumeprropfoavopévng g kapdiakng averdapkelag (0,6%), Tng Kopdl00vVATVELGTIKNG OVETAPKELOS
(0,6%), ¢ ducAettovpyiog g aplotepng Kotkiog (0,3%) Kot ¢ overdpkelag TG 0e€10¢ Kothiag
(0,3%). AvemBounteg evépyeteg kapdlakng avemdpkelog Babuov 4 avapépdniay oto 0,6% tov
acBevav mov édafav axitinib. @avatnedpa kapdiokn avendpkelo avapépdnke oto 0,6% TV achevav
7ov éAafav axitinib.

Ye peréteg povobepamneiog pe axitinib (N = 672) yio ) Oepancio acfevov pe RCC, avapépbnkav
EMEICOOL0 KOPOLOKNG avemdpkelog (To omoio TePIEAAUPAVOY KOPOIOKT OVETAPKELN, GULLPOPT|TIKN
KopOLoKN avemdpKeLD, KOPOLOAVATVEVCTIKY AVETAPKELX, SVGAEITOVPYID TG APLETEPNG KOIATAG,
petmpévo kKAdouo eEdBnong kot avendprelog g 6e&1dg Kotkiog) oto 1,8% tmv achevav mov Elafav
axitinib. BaBpob 3/4 eneicodio kapdiokng avendpkelog avapépdnkav oto 1,0% tov acbevov, evad
eMEcO010 BovaTnEOPUG Kapdlakng avemdpkelog ovapépnkay 6to 0,3% tev aclevav wov Erapay
axitinib.

Avoiertovpyia tov Gupeosidoie (BA. mapdypapo 4.4)

e pia eheyyouevn kKAvikn pedétn pe axitinib yio tn Ogpaneia aclevav pe RCC avaeépbnie
vroBupeocdopog oto 20,9% twv acbevov kot vepBupeoediopnog oto 1,1% tov acbevov.
AvaeépOnke Bupeocidotpdnog oppuovn (TSH) avénuévn wg avemBountn evépyeia 6to 5,3% tov
acOevav mov édafav axitinib. Katd tn didpkela epyaoctnplakdy e£€Ttdoewmy povtivog o€ acbeveic Tov
elyav TSH < 5 pU/mL mpv and ) Bepaneio, onueiddnkav avénoeig g TSH éwg > 10 pU/mL oto
32,2% tov acBevov mov haPav axitinib.

Y& CLYKEVTPMTIKEC KAVIKEG peAéteg pe axitinib (N = 672) yia ) Ogponeio acOevav pe RCC,
avaeépOnke vroBvpeoediopog oto 24,6% twv acBevav mov Edafav axitinib. YrepBupeoetdiopog
avapépbnke oto 1,6% tv acbevav mov Ehafav axitinib.

Dlefika sufolixo kou poubwtika excioodio (BA. mopaypapo 4.4)

e pila eheyyopevn kKAvikn pedétn pe axitinib yio ) Ogpaneio aclevaov pe RCC avaeépOniay
eAePucéc euPfolikég kat Opopfmtikéc avemBounteg evépyeleg 6to 3,9% twv aclevav mov rafav
axitinib, copmepriappovopévng g mvevpovikng epPorns (2,2%), tng andepaéng/Opdpupwong
apeipAnotpoedikng eAEPag (0,6%) kot g ev o Pader pAefikng Opoupwonc (0,6%). Babuov 3/4
eAefucéc euPfolikég kat OpouPmticéc avemBounteg evépyeieg avaeépdnkay oto 3,1% tov acbevov
ov éhafav axitinib. Oavommedpa Tvevpovikn euforn avoaeépbnke og évav acbevn (0,3%) mov élaPe
axitinib.

Y& CLYKEVTPMTIKEC KAVIKEC peAéteg pe axitinib (N = 672) yia ) Ogponeio acOevav pe RCC,
avaeépOnkav eAefikd epfoiikd Kot Opoppatikd enelcodia 610 2,8% twv aclevodv mov Ehafav
axitinib. BaBpov 3 eiefud gpfoikd kot Opoppwticd eneicodia avaeépdniay oto 0,9% tmv
acOevav. Babuov 4 giefucd epPorikd kot Opoufmtikd encicddio avapépdnkoy oo 1,2% tov
acevav. @avatneopa erefid eppoiikd kot Opopufotikd encicodio avapépbnkav oto 0,1% twv
acBevov mov édafav axitinib.

Aptnpraxd suflolixd koi Opoufwtina ensioddia (PA. woapdypopo 4.4)

e pila eheyyopevn kKAvikn pedétn pe axitinib yio ) Ogpaneio aclevaov pe RCC avapépOniay
aptnprokéc epuPorikéc kot Opoupwtikég avemBounteg evépyeieg 610 4,7% TtV aclevav wov Erafav
axitinib, cupnepAapPovopEVOD TOL ELPPEYLOTOG TOV PoKapdiov (1,4%), Tov mapodikod 1oYatKod
ene1codiov (0,8%) Kot Tov oyyeloKkov eyke@aikol enelcodiov (0,6%). Aptnplaxég epPoiucég Kot
OpopPotikég avemBounteg evépyeteg Babpov 3/4 avapépdnikav oto 3,3% tov achevav mov Elafav
axitinib. 'Eva Oavomedopo o&d Euepaypo Tov pookoapdiov Kat ayyeloakd eYKEQUAKO EnEIGOS10
avaeépOnkav 1o kabéva o évav acbevn (0,3%). Te pelétec povobepameiog e axitinib (N = 850)
avaeépOnkav aptnplaxd epporikd Kot Opopufotikd engicddi (GLUTEPIAAUPOVOUEVOD TOV TOPOITKOV
LGYOLUIKOD ETEIGOOIOV, TOV EUPPAYILOTOS TOV HVOKAPSIOL KoL TOV OYYELOKOD EYKEPOUALKOD ETEIGOSIOV)
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010 5,3% tv acBevov mov éhafav axitinib.

Y& CLYKEVTPMTIKEC KAMVIKEG peAéteg pe axitinib (N = 672) yia ) Ogponeio acOevav pe RCC,
avaeépOnkav aptnplaxd epfoiikd kot Opoufmtikd encicddia oo 2,8% tv acbevav mov Erafay
axitinib. BaBpov 3 aptnplokd epforikd kot Opoppotikd eneicodia avaeépnkay oto 1,2% tov
acBevav. Babpov 4 aptnplaxd gpfoiikd kot Opopfotikd eneicodio avapépdnikay oto 1,3% tov
acOevav. Oavatneopa aptmplakd epPforikd kot Opoufmtikd encicddio avapépdnkoay oto 0,3% tov
acBevov mov élafav axitinib.

Holvkvtropouuio (PA. AdEnon e auoopoipiviie 1 TV AUATOKPITH TNV TaPayPepo 4.4)

e pia eheyyouevn kKAvikn pedétn pe axitinib yio tn Ogpaneia aclevav pe RCC avaeépOnie
noAivkuttapoipio 6to 1,4% tov aclevov mov éaafav axitinib. Katd tn didpkela epyaoctnplakdy
eEetdoev pouTivag aviyvedTnke avénon g aposeatpivng tave amd to ULN oto 9,7% tov
acOevav mov dafav axitinib. Te técoepig KAMvVIKEG puedétec pe axitinib yio ) Ogpomeio acOevov pe
RCC (N = 537) napatnpnnke avénon g arpoceaipivng téve and 1o ULN oto 13,6% tov acdevav
nov éhafav axitinib.

Y& CLUYKEVTPMTIKEG KAMVIKEG peAéTeg pe axitinib (N = 672) yia ) Oepaneio acOevov pe RCC,
avaeépOnke molvkuttapapio oto 1,5% tov acbevav mov Elafav axitinib.

Awoppoyio (PA. wopdypopo 4.4)

e pila eheyyopevn kKAvikn pedétn pe axitinib yio ) Ogpaneia aclevaov pe RCC and v omoia
amokAeioTKaY acOeVELS Ie EYKEPAUAKEC LETOOTAGELS Y10 TIG OTTOleg Oev glyav Aapet Oepameia,
avaeépOnKav atpoppayikéc avemBounteg evépyeteg 6to 21,4% tov acbevav mov Elafav axitinib. Ot
apoppayikég avembounteg evépyeteg otovg acbeveig mov Elafav axitinib copmephappavay enictaén
(7,8%), arpatovpia (3,6%), opomToon (2,5%), apoppayio tov opbov (2,2%), ovroppayia (1,1%),
yaotpoppayia (0,6%), eykepaiikn apoppayio (0,3%) Kot aiptopparyicl TOL KATHOTEPOL YUGTPEVIEPIKOV
ocwva (0,3%). Awwoppayikég avembounteg evépyeleg Babuov > 3 avapépbnkav oto 3,1% tov
acBevav mov édafav axitinib (cvumeptAapfovoprévng TG EYKEPAAKNG apoppayiog, TG
YOGTPOPPAYIOG, TNG GLLOPPAYING TOV KOTMTEPOL YUGTPEVIEPIKOD COANVO, KOL TNG UOTTVUGNC).
Bavatneopog apoppayio avapépdnke oe Evav acbevn (0,3%) mov £hafPe axitinib (yaotpoppayia). Te
peiéteg povobepamneiog pe axitinib (N = 850) avapépnke apoémTvoT 610 3,9% TV acbevov.
Awomrvoon Babpov > 3 avaeépOnke oto 0,5% tov acbevav.

Y& CLYKEVTPMTIKEG KAMVIKEG peAéTeg pe axitinib (N = 672) yia ) Oepaneio acOevov pe RCC,
OLLOPPAYIKA ETEIGOdIN avapEpOnKay 6To 25,7% TtV acBevodv mov éhafav axitinib. Babuov 3
alpoppayikég avemounteg evépyeteg ovapépnkay 6to 3% tov acbevav. Babpob 4 apoppoyikéc
avemBounteg evépyeteg ovapépnkay 6to 1% tv acbevav, eved Bavatnedpog aoppayio
avaeépOnke oto 0,4% tov aohevodv mov ElaPav axitinib.

A16Tp1N07 TOV YOTTPEVIEPIKOD TWANVO, KO TYHUATIOUOC oVPLYYIo (BA. mapdypopo 4.4)

e pila eheyyopevn kKAvikn pedétn pe axitinib yio ) Ogpaneio acBevaov pe RCC avaeépOniav
EMEGOOL0L TOTOL SLATPTONG TOV YUGTPEVTEPIKOV SANVA 610 1,7% twv acBevodv mwov éhafav axitinib,
oupumeEPLOUPAVOUEVOL TOL TPOKTIKOV cuptyyiov (0,6%), Tov cupryyiov (0,3%) Kot g didtpnong Tov
yaotpevteptkov coinva (0,3%). Le pelétec povobepaneiog pe axitinib (N = 850), avapépOnkav
EMEGOAL0L TOTTOL LUTPTONG TOV YOGTPEVTIEPIKOV COANVA 6T0 1,9% TtV acbevodv kot Bavatnedpa
dtdTpnon Tov yaoTpevteptkod cwlva oe Evav acbevi (0,1%).

Y& CLYKEVTIPMTIKEG KAVIKEG peAéteg pe axitinib (N = 672) yia ) Oepaneio acOevov pe RCC,
avaQEPON KAV SLUTPTON TOVL YOGTPEVTEPIKOD COAMVE Kol cupiyylo oto 1,9% tev acbevdv mov EAafav
axitinib.

Avopopd mBavoroyodUEVOY aVETIBOUNTMOV EVEPYELDV

H avagopd mibavoroyoduevmv avemtdOuntov evepyelmy LETH amd TN yopnynon adelog kukiopopiag
TOV PAPUAKEVTIKOD TTPoidVTOC givar onuavtikn. Exttpénet tn cuveyn mopakoiovdnon g oyéong
0PEAOVG-KIVODVOD TOV PUPUOKEVTIKOD TPOIOVTOC. ZNTEITAL 0O TOVG EXAYYEAUATIEG TOL TOUEN TNG
VYELOVOUIKNG TTEPIOaAYNC VO avaéPOVY 0TTO1EGONTOTE TOUVOAOYOVUEVEC OVETIOVUNTEG EVEPYELES
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LEC® TOV £BVIKOV GUOTNUATOG AVOPOPAS OV avoypapetat 6to [lapdpmmua V.
4.9 Ynepoocoroyia
Agv vrdpyel cuykekpiuévn Oepameia yuo TNy vrepdocoloyia e axitinib.

e pia eheyyouevn kKAvikn pedétn pe axitinib yio tn Oepaneio acbevav pe RCC, évag acevic éhope
Kkatd AdBog pio d6om 20 mg dHo popég TV Nuépa Yo 4 Nuépeg Kot Topovciace (dAn (Babuov 1).

e pia KAvikn peAétn mpocdloptopon g d0ong e axitinib, dropo mov Edafav apyikéc 60CELS TV
10 mg 000 popég v nuépa 1 20 mg dVO POPES TNV NUEPA TOPOVGIAGOY AVETIODUNTES EVEPYELEC TTOV
neplerdpufovay VITEPTACT, EMANTTIKEG KPIGELG OXETILOUEVEG e VTEPTAOT Kot BovaTnQOpO OLOTTLGT.

Y& TEPIMTAOOELS OV LILAPYEL VTTOYin VIEPOOCOAOYING, TPEMEL VO, SIOKOTTETAL TO axitinib kot vo
YOPNYELTOL VITOGTNPIKTIKTY YY)

5. OAPMAKOAOTI'IKEY IAIOTHTEZ
5.1 D opPoKOIVVIUIKES LOLOTNTES

Ddappokobepanentikn Katnyopio: AVIIVEOTAAGUATIKOL TOPEYOVTES, AVOGTOAEIS TNG TPMTEIVIKNG
Kvéong, kodtkoc ATC: LOIEKO1

Mnyovicpog dpbong

To axitinib givot évog 1oyvpog Kol EKAEKTIKOG OVOGTOALNG TNG TUPOCIVIKNG KIVAONG TV VTOS0XEMV
TOV ayYEWK®V gvootnAtakmv avéntikav tapayoviov VEGFR-1, VEGFR-2 kot VEGFR-3. Avtoi ot
VTOd0YEIC eUTAEKOVTAL GTNV TADOAOYIKT AyYELOYEVEDT, GTNV AENGT TOL OYKOV KOl T LETOGTUTIKY
e&eM&n Tov Kapkivov. ‘Eyet derybei 61 To axitinib avacTtéAAel 1oyvpd TOV pecorafodEVO o TO
VEGF noloamlaciacud kot extimon tov evéodniiakmv kuttdpov. To axitinib avéoteile )
ewcpopvAiinon tov VEGFR-2 oty ayyeimon t@v Egvopoosyevpatik®@v 0ykmv mov eEEepale T0 6TOY0
in vivo Kol TpoKaAEse KoBuoTEPN O TG aENONG TOV OYKOV, VTOGTPOPT TOV OYKOL Kol OVAGTOATN TNG
EULPAVIONG LETOCTAGEWDY GE TOAAG TEPAUATIKA LOVTELD KOPKIVOV.

Enidpaon oto dbotua QTc

e pia toyoomomuévn, SmAd SlaotavpoduEVT HEAETN, xopnynOnke og 35 vyu] dtopa epdanas and Tov
oTouaTOog 060 axitinib (5 mg) uovn 1 oe cuvdvaoud pe 400 mg ketokovaloAng yio 7 nuépes. Ta
amoTeléouata VTG TN LEAETNG €de1&ov OTL OTav 1) £kBeom Tov axitinib 610 TAAGHO NTOV £®C Ko
dV0-POopEG LEYOADTEPN A0 TaL BEPATEVTIKG ETITEDA TOVL AVOUEVOTAV PETH amd dO0oT 5 mg, dev
TPOKANONKE KAMVIKG onuavTikh Tapdtaoct tov daothiuotoc QT.

Kiwvikn anoteleopotikdtnro Kot acQAarELD

H acpdlelo kot 1 amotelecpaticdTnTo ToV axitinib a&loAoynOnkav e pio TUXOOTOINUEVT), OVOLYTY|,
TOAVKEVTPIKN peAétn Pdong 3. Acbeveic (N = 723) pe mpoywpnuévo RCC mov napovsiacay Tpoodo
NG VOGOV KOTA TN SIUPKELN 1] LETA OO TPOTYOVUEVT] CLGTNUATIKY Oepaneio, copneptlapfavopévov
TOV GYNUATOV TOV TEPLElYAV Sunitinib, bevacizumab, temsirolimus 1 kvtokivn, TuoyaiomomOnkay (1:1)
va AGpovv axitinib (N = 361) 1} sorafenib (N = 362). To tpmtedov teAiko onueio, n eredbepn Tpoddov
vooov emifinon (PFS), a&loloyndnke pésm tvpromomuévon, aveEapTnTov KeVTptkov eréyyov. Ta
devtepevovTa TEAKA onpeia TepleAdpfovay To T0GooTd OVTIKEUEVIKNG avTanokpions (ORR) kot v
oAkn emPioon (OS).

Amo tovg acBeveic mov glonydncav oe avty T perétn, 389 acbeveig (53,8%) eiyav AdPet pio
npornyovpevn Bepameia pe sunitinib, 251 acBeveig (34,7%) eiyav AdPel pio tponyovuevn Bepomeio pe
KuTtokiveg (vtepAevkivn-2 N tepeepovn-a), 59 acbeveic (8,2%) giyav Aapet pio Tponyoduevn
Bepameia pe bevacizumab kot 24 acBeveig (3,3%) giyav AaPet pio mponyoduevn Bepaneio pe
temsirolimus. To apytkd SNUOYPAPUKH GTOLYEIR KOl YOPOKTNPIOTIKA TG VOGOL NTAV TopOHOLo LETAED
TOV opadmv mov Ehafav axitinib kot sorafenib g mpog v NAikia, To VA0, TN PLAT, TNV KATAGTACN
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wavotntog katd ECOG (Eastern Cooperative Oncology Group), T Ye@YpaQIKN TEPLOYN KOL TNV
mpornyovuevn Oepamneia.

370 GUVOAMKO TANBVGUS TV 0eBEVAOV KOl TIC V0 KOPLEC VTTOOUASES (PO YoV eV G Depameiog e
sunitinib kot Tponyovuevng Bepameiog Le KVTOKIVES) TapATNPNONKE GTOTIOTIKH CTLOVTIKO
TAEOVEKTNLO Y1aL TO aXitinib £vavti Tov sorafenib yia 10 mpwtevoV TEMKS onueio g PFS (BA.

[Mivaka 2 kot Zyquoto 1, 2 ko 3). To uéyebog tov amoterécpotoc ot diduecn eredbepn Tpooddov
vooov emPinon (PFS) fitav dapopetico yuo Tic vroopddeg ue Bdon v mponyoduevn Bepaneia. Avo
OTTO TIG VIWOOUAOEG TAV TOAD HIKPEG Y10 VL OOCOVV OEIOTIGTA ATOTEAECHATA (TPONYOVUEVNS
Oepomeiog pe temsirolimus 1 bevacizumab). Agv vaApPEay GTATIOTIKA GNUAVTIKES SLopopEC LeTa D TmV
oKEADV MG TTPog TNV oAk™ emiPioon (OS) 6To Guvorikd TANOVGLO 1 GTIG VITOOUASES LLE TPOTYOVLEVT
Oepaneia.

Iivakog 2. Agdopéva Yo TNV 0T0TELECUATIKOTNTO

Telko onpeio - . . ]
/ TANOVGPGG perETG axitinib sorafenib HR (95% CI) | Tyij-p

Yovolki ITT N =361 N =362

AtGpeon PFS“P e wiveg (95% | 6,8 (6,4,8,3) | 4,7 (4,6,6,3) | 0,67(0,56,0,81) |<0,0001"
CI)
Atépieon OS® og piveg (95% CI) | 20,1 (16,7, 23,4) 19,2 (17,5, 22,3)| 0,97 (0,80, 1,17) | NS

ORR % £ % (95% CI) 19,4 (15,4,23,9) | 9,4 (6,6,12.9) | 2,06 (1,41, 3,00) | 0,0001°
I[Iponyovuevn Oepameio pe N=194 N=195
sunitinib

Atépeon PFS“P e pveg (95% | 4,8 (4,5,6,5) | 3,4(2,8,4,7) | 0,74(0,58,0,94) | 0,0063"
CI)
Atgpeon OS® o wiveg (95% | 15,2 (12,8, 18,3) |16,5 (13,7, 19,2)| 1,00 (0,78,1,27) | NS
CI)

ORR % £ % (95% CI) 11,3(7,2,16,7) | 7,7 (4,4,12,4) | 1,48°7 (0,79, 2,75) NS
[ponyoduevn Oepancio pe N=126 N=125
KUTOKIVES

Atdpeon PFS “P e uiveg (95% | 12,0 (10,1, 13,9) | 6,6 (6,4,8.3) | 0,52 (0,38,0,72) |<0,0001"
CI)

Atgpeon OS? o wiveg (95% | 29,4 (24,5, NE) (27,8 (23,1, 34,5) 0,81 (0,56, 1,19) NS
CI)
ORR P* % (95% CI) 32,5 (24,5, 41,5) | 13,6 (8,1,20,9) | 2,397 (1,43-3,99) | 0,0002°

CI = Awdotpa gpmictoovvng, HR = Zyetikog kivovvog (axitinib/sorafenib), ITT: IIpd0eon ywo Oepaneio, NE: 3¢

pmopei va ektipn0ei, NS: pun otatiotikd onuovtikd, ORR: ITocootd avtikeevikng avromokpiong, OS: Olkn

sm[hm(sn PFS: EAed0epn npoddov vocov emiBionon.
Xpovog and Ty TuYaoToiNoT MG TNV VIOTPOTY| TNG VOGOV 1] T0 Bdvato aveEaptnTms aitioloyiag, OToo amd
ta. 000 ovuPet Tpmrto. Huepounvia anoxonng: 03 Iovviov 2011.

P Kotomy afoddynong pe aveldptnto axtivoloyikd éleyyo Pacer tov Kprrnpiov AEloAdynong g
Avtandkpiong eni Zopnayov Oykev (RECIST).

T Movomievpn Tun-p and dokpacio log-rank g Oepaneiog orpopatorompévn pe faomn v KoTdoTaon

wavotrog kot ECOG kot v tponyodpuevn Bepamneia.

Hupepounvia amoxomnic: 01 Nogufpiov 2011.

¢ Hpepounvia anoxonng: 31 Avyovcstov 2010.

°*  Tho 1o Tocootd aviikelevikng avromokpiong (ORR) ypnoonoteital o Adyog kivddvov. ‘Evag Adyog kivdhvov
> 1 €de1&e peyadbtepn mBavOTHTA OVTOTOKPLONG 6T0 okéAOG Bepaneiog e axitinib, evd évag Adyog Kivdhvou
<1 €de1&e peyadbtepn TOAVOTHTA OVTOTOKPLONG 6TO0 okéAOG Bepaneiog e sorafenib.

¢ Movémhevpn Tyn-p omd dokyacio Cochran-Mantel-Haenszel tng Ogpanciog otpopatomompévn pe Bdon my
kotdotaon wavotntog katd ECOG kot tmv mponyovpevn Bepaneio.

T Movomievpn Tun-p omd dokipocio log-rank g Bepaneiog otpopatomomuévn pe Baon Ty Katdotach

wavotrag Katd ECOG.

Movomhevpn tyun-p and dokyacio Cochran-Mantel-Haenszel g Ogponeiog otpopotonomuévn pe pdon v

Katdotaon wavotntog kotd ECOG.
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Yype 1. Kapmroln elevdepng mpodoov vocov emPimong katd Kaplan-Meier faost aveéaptntng

a&lorhoyN01|G Y10 TO GVUVOLIKG TANOVONO

Mocooté £A00EP0 TPOGIOL TNG VOGOV

Yympa 2. Kapadin elev0epnc mpodoov vécov emPioong kotd Kaplan-Meier Bacel aveldptntng
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IN,LYTA (N=3,61)
Awdpeco 6,8 pipveg
Sorafenib (N=362)
Awapeco 4,7 piveg

YyeTikog Kivovvog =
0,67

95% CI [0,56, 0,81]
Twn p <0,0001
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Xpovog (uveg)

24 26

a&loAoyNoNg Yo TNV VTOONAda TPONYOVUEVYS Oepameiag pe sunitinib

IMocooté erevOepo Tpoddov

¢ vécov

Yympa 3. Kapavin ehev0epnc tpodoov vécov emPioong kotd Kaplan-Meier Bacel aveldptntng
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Xpovog (pijves)
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INLYTA (N=194)
Awdpeco 4,8 prjveg

Sorafenib (N=195)
Awdpeco 3,4 piveg

Xyetikog Kivovvog =
0,74

95% CI [0,58, 0,94]
Twn p =0,0063
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a&loA0YN01|G YU TNV VITOOUAIA TTPONYOVUEVIG OEpameiag pe KUTOKIVES

\ INLYTA (N=126)
" Awipsoo 12,0 piveg

! Y Sorafenib (N=125)
06—y . = 707 Awdpeco 6,6 pijveg

Y ZyYETIKOG

b Kivéuvec=0,52
B . 95% CI1 10,38, 0,72]
% AR Ty p < 0,0001

IMocooté erevBepo Tpoddov NG
-

VOGOV
&
|

P

_____

J

Xpovog (uMveg)

Hodrorpiicdg minBuopog

O Evponaikoc Opyoviouds apudkmv £xel 0OGEL OmaAlayr) omd TNV VTOYPEMST VITOPOANG TOV
OTOTELECUATOV TV LEAETMV UE TNV axitinib g OAEG TIG LTOKATYOPiEg TOV TSI TPIKOD TANOLGLOD
v TN Bgpomeion TOL VEPPOKVTTOPIKOD KOPKIVMOUOTOS KOl TNG VEQPIKNG TLELOL (e&apdvTag To
VEQPPOPAAGTOUN, TN VEPPOPAACTOUATMGN, TO SL0VYOKLTAPPIKO GAPKMUA, TO LEGOPANCTIKO VEPP®LO,
TO VEQPIKO HDEAIKO KapKivoua Kol To pafdoeidn 6yko Tov veppov) (BA. mapdypapo 4.2 yia
TANPOPOPIES GYETIKA LE TNV TOLSIOTPIKT YPNON).

5.2 @oappokoKivnTiKES 1WO10TNTES

Metd v and 6TOUATOG XOp1yNoT TV diokimv axitinib, n péon amdivtn frodabecotnta givor S8%
o€ GUYKPLoN UE TNV EVO0PAEPLa yoprynon. O ypdvog nuicelag (ong tov axitinib oto TAdoua
kopaivetar omd 2,5 €wg 6,1 dpec. H yopriynon axitinib oe d0om tv 5 mg 600 gopég v nuépa
TPOKAAEGE LKPOTEPT OO SITAAGLO GCLCCMOPEVCT| GE GUYKPLOT| LE TN Yoprynon epdmnas d6one. Baocet
TOV GUVTOUOV YPOVOL Muicelog {ong Tov axitinib avapéveror va enttevydel otabepr| KatdoTooT EVIOS
2 €m¢ 3 NUeEPOV amd TNV apyIkn dOoT).

Amoppdenon Kot KoTovour

O1 PéYIoTEC GLYKEVTPMGELS axitinib oto TAGCHA ENLTVYYAVOVTOL YEVIKDG HECH GE 4 DPEC 0 TNV Ad
OTOLOTOG YOpNyNon axitinib, evd o d1dpecog Tmax KOHOIVETOL 0O 2,5 ¢ 4,1 dpes. H yopnynon
axitinib pe éva yeopo PETPLOG TEPIEKTIKOTNTOG G Aopd odfynoe o€ 10% youniotepn ékbeon oe
oLYKpLoN pe TNV oAovokTia vioteia. Eva yebuo mhodoto og Mmapd kot vynAng Oepuidikng a&iog
odnynoe o€ 19% vynAotepn ékbeomn o ohyKpion Ue tnv oloviktio vnoteio. To axitinib umopei va
xopnynOet pe N xopic tpoen (BA. Tapdypoapo 4.2).

H péon Crax kot AUC avénbnkav avaroyikd 6to 8060 A0Y1KO g0pog petaly 5 kot 10 mg axitinib. H
in vitro décpevon Tov axitinib otig avBpodmveg Tpwteiveg TAdGHATOG lvar > 99% e emidekTiky
déoevon 6N Aevkmpotivn Kot LETPLe SEGUEVLST OTNV o-0EVN YAVKOTPOTETVN. XN 800T TV 5 mg
V0 QOPEC TNV MUEPQ GE KATAGTOOT GITIONG, 1] YEMUETPIKN UEST UEYIGTN CLUYKEVTPMGT GTO TAGGLOL
kot 1 240pn AUC frav 27,8 ng/mL kot 265 ng.h/mL, avtictorya, o€ acbeveic pe mpoympnuévo RCC.
H yeopetpucr péon kdBaporn and Tov GTOUATOG KOl O YEMUETPIKOS HEGOC PUIVOUEVIKOG OYKOG
katavoung nrov 38 Altpa/mpa kot 160 Aitpa, avtictoya.

Buopetaoynuotiopog kot amrofoin
To axitinib petaporiletor Kupimg oto Nmap and 0 CYP3A4/5 kon o€ pukpdtepo Pabpo and ta
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CYP1A2, CYP2C19 koau UGT1AL.

Metd, and yopnynon podievepyov ddong axitinib 5 mg amd to otopa, 30-60% g padievépyelog
avakmOnke ota kompova kot 23% ota 0bpa. To apetdPinto axitinib, Tov aviietoryovoe 610 12%
g 860G, NTAV TO KHPLO GLGTUTIKO TOV TRVTOTOONKE GTO KOTPAVA. LT 0VPO OEV AVIYVELTIKE
apetdfAnto axitinib, eved To kKapPoEvAtko 0&L Kot 01 GOLAPOEESIKOL LETAPOAITES OVTIOTOLYOVGAY GTO
UEYOAVTEPO TOGOGTO PASIEVEPYELNG GTO OVPO. LTO TAAGUA, 0 N-yAuKovpovidkog petafoiitng nrov
T0 KOp1o padievepyd ovotatiko (50% g Kuklopopohoag padlEVEPYELNS) Kot TO aUETAPANTO axitinib
Kot 0 GOLAPOEEDKOG PETaPoAiTNG avTioTolovGaV 610 20% TEPITOL NG KLUKAOPOPOVGaG
padievépyelag to Kabéva.

Ot covApoedkol kot N-yAvkovpovidikoi petafoiriteg mapovoidlovv mepimov 400 kar 8000 popég
wikpdtepn in vitro 100, avrtiotoyya, évovit tov VEGFR-2 g clykpion pe to axitinib.

Ewwotl tAnbvopuol

Himaiwuévor, pvlo kai poln

DappokokivnTikég avaidoelg TANOLVCUGV o 0GOEVEIG [LE TPOY®PMUEVO KAPKIVO
(ovumeprapfovopévou tov tpoywpnpévov RCC) kan vyteic eBelovtég deiyvouv OTL dev VITapPYOLY
KAVIKGA GNULOVTIKEG EMOPAGELC TNG NAKING, TOV VA0V, TOV BAPOVS GMUATOC, TNG PLANG, TNG VEQPIKNG
Aettovpyiag, Tov yovotvmov tov UGT1AT 1 tov yovotumov tov CYP2C19.

Houdrarpioc ninBoouoc
To axitinib dev &yel peretn0el oe acbeveic nAikiog < 18 etdv.

Hrotixn dvalertovpyio
In vitro xar in vivo dedopéva delyvouv 011 10 axitinib petaforiletar kvping amod To NTOP.

g oUYKPLON UE TO ATOUO LE PLGIOAOYIKY] NTATIKY AELTOVPYiD, | CLOTNUOTIKY £kBeon petd and
epamas 06om axitinib Tav Tapdpola oe acbeveis pe N NraTiky Svciertovpyia (kKotnyopio A Kotd
Child-Pugh) ka1t vynidtepn (nepimov dimAdoin) og acheveic pe HETPLO NTATIKY SVGAELTOVPYIN
(xatnyopia B xatd Child-Pugh). To axitinib dev éyel peketn el og dropa pe coPapr NTATIKY
dvoiertovpyia (katnyopia C katd Child-Pugh) kot de Oa mpémel va ypnoyomoteitoan otov minbovoud
avtd (BA. Tapdypoeo 4.2 Y10 GLGTAGEIC TPOSUPUOYNC TNG OOGNG).

Neopikn dvalertovpyio,
210, 00p0, OV aVLYVEDTNKE aUETAPANTO axitinib.

To axitinib dev &gl peretn0el o dropa pe veppikn dvciertovpyia. Xe KAMvikég pehéteg e axitinib yio
™ Oepamneio acbevav pe RCC, amoxieiomnkay ot acbeveig pe kpeativivn opod > 1,5 eopéc mdvm arnd
T avatepa uctoroyikd opto (ULN) 1 extipndpevn kabapon kpeativivng < 60 mL/Aento.
DdappokokivntTikég avardoelg TAnduoumv ooy 6Tl 1 KaBapon tov axitinib dev petafindnke oe
dTopo LE VEQPIKT SLGAEITOVPYI KOl £TGL OEV AMALTEITOL TPOGAPHOYT| TNG OOCTG TOL axitinib.

5.3 Ipoxivikd dedopéva Yo TNV a6QaALEL0

To&ioétnta erovaraufavopevav décemv

Ta, peilovog onpociog svpruate ToEIKOTNTOG GE TOVTIKIO KO GKOAOVG UETE o emovaiauBovouevn
YOPNYNON Yo SIAGTNHO E®G 9 UVES NTAV OTO YUOTPEVTIEPTKO, OLLOTOTIKO, OVOTOPAYWOYIKO,
OKEAETIKO KOl 000VTIKO GVGTNUA, EVE TO ENIMEDO GTO OTTOI0 OEV TAPATNPEITOL KOopio SLCUEVIS
emidpaon (NOAEL- No Observed Adverse Effect Levels) tav mepimov 160d0vapo pe | youniotepo
oo TNV avopevopevn avBpomvn ékBeor ot cuvicTdpevn KAvikn doom évapéng (Pdost Tov
emmédmv AUC).

Kopxivoyéveon
Agv &govv Tpaypotonom el LEAETEC KapKIVOYEVEST|G e TO axitinib.
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Tl'ovoto&wotto

To axitinib dev NTav peTaALoEl0YOVO Kot dEV TPOKAAESE PHEN TOV YPOUOCOUATOV OTAV
a&lohoynonke pe copPatikéc in vitro doxyooieg yovoto&ikdmrag. [Hopatnpndnke onuovtikn avénon
NG TOATTAOELSING in Vitro 6€ cLYKEVTPOGELS > 0,22 ug/mL, kot avénon Tmv HKpoTup VeV G
TOALYPOUATIKA EpuBpoKOTTAPO in Vivo, He enimedo oTo omoio dev Topatnpeital Kopio EXidpaoT
(NOEL) 69 popéc vynAdtepo amod tnv avopevopevn avBpomvn ékbeon. Ta guprpata
yovoto&ikdtrag oev Bempovvral KMvikd onuavtikd ota enineda £x0eong mov TapaTnPOHVTUL GTOVS
avOpoTOoLG.

To&ikdtnTa 6TV avoTapay@y”

Ta oyetildueva pe To axitinib evpNUOTO GTOVEC OPYELS KOL TNV EMOOVUIdA TEPIEAGUPAVAY LEIOUEVO
Bapoc TV opyavmv, atpoeic 1 EKPOAICT, LEIOUEVO 0plBUd PAACTIKOV KUTTAP®V, VTOCTEPIN 1|
AVOUOAEG LOPPES OTEPLOTOLMAPIMY, LEIOUEVT] TUKVOTITO GTEPUATOS KOl LELOUEVO 0plOpud
oneppatolmapiov. Avtd ta evpruota Tapatnpnnkay o wovrikio og enineda £xOeong mepimov 12
QOPEC LYNAOTEPQ OO TNV AVOUEVOLEVT avBpOTIVY £kBECT] Kol € GKVAOVG O emimeda £KOeoNC
YOUNAOTEPQ OO TNV avapevOueVn avBpdmivn £kBeomn. Agv TapatnpnOnke enidpaon ot ovlevén 1
OTN YOVILOTNTO TOV OPCGEVIKMY TOVTIK®V € eninedo, ékOeong mepinmov 57 opéc vymAdtepa amd TV
avapevouevn avBpomivn ékBeon. Ta evpripata ota Onivkd Tepreddpfovay onueio KaBvotepnuévng
0e£0VOMKNG OPILAVONG, LEIMUEVO 0plBUd 1 ATOVGTio OYPOV COUATIOV, LEIOHEVO BApog Kot atpopia
unitpog o€ €kBeon oxeddv 10odvvaun Le TV avapuevouevn avipomvn ékbeon. [apatnpndnke
UE®UEVT YoVILOTNTA Kol Brociudtnta Tov euppov e ONAukd movtikio 6€ OAEC TIG 0OGELS EAEYYOV,
ue emineda €xbeong ot xounAotepn do6om mepinov 10 popég VYNAOTEPO OO TNV OVAUEVOUEV
avOpamvn éxbeon).

Eyxvpovobdvta movtikio mov ektédnkav 6to axitinib eiyav avénuévn epeavion dSuoTiocidv
VIEPMIOCYIOTIOG KOl CKEAETIKMY OVOUOAMY, CUUTEPAOUPavOIEVNG TNG KaBvoTEPTLEVIG
00TEOTOINONG, G€ emineda EkBeong youUnAOTEPQ aTd TNV avapevopevn avlpanivn £kbeon. Agv Eyovv
wpaypororoin el peréteg ToEIKOTNTOC GTNV TEPLYEVVITIKT] KOl LETUYEVVITIKY aVOTTUED.

Evprpoata tofwdtrag og avopipo Loa

Mopatnpndnke avasTpéyin 6TovELAOETIPLGIOKT SVGTANGIN GE TOVTIKLN Kol GKOAOVG OTTOV
yopnynonke axitinib yio tovAdyiotov 1 pnva oe enineda xbeomng mepimov 6 Popég LYNAOTEPA ATO TV
avapevopevn avBpomivn £kBeon. [apatnpndnke peptkdg avaoTpéyiun TepndOva. G€ TOVTIKIN TOV
Aapupavay Oepaneio yio teplocdtepo amd 1 ufva o€ enimeda £KOEoNC TAPOUOLN [LE TNV AVOUEVOUEVT
avOpomvn éxBeo). Agv €yovv extunBel dileg TootnTEG Yo ThAVY| avnoLyia € TOdTPIKOHS
acBeveic, oe veapd {oa.

6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Katdroyog ekdoymv

Hvpnvag diokiov

MiKpoKpLGTOAAIKT KOTTOPTV
Movoddpikr| Aaktoln

KopueAddln vorplovyog 6106 TonpodEYT
2TEOTIKO LLOyVI G0

Emwdioyn dioxiov pe Aemtd vuévio
YrpoueAroln 2910 (15 mPa-s)
Awo&gidio tiraviov (E171)
Movobdpikn Aoaktoln

Tpuaketivn (E1518)

O&eid10 o1ompov gpvbpo (E172)

20



6.2 Acvppatotnreg

Aev epopudletar.

6.3 Avdpxero Cong

3 xpovia.

6.4 Iowitepeg TPoPLAAEELS KOTA T VLAEN TOV TPOIOGVTOG
Agv vapyovv €181kéEG 0dNYieg d10TPNOTG YO TO TPOIOV OVTO.

6.5 ®VHo1 KOl GLOTATIKE TOVL TEPLEKTN

Inlyta 1 mg emkoivppévo pe Aentd vuévio diokio

Kowyéln adovpviov/aiovpiviov mov mepiéyet 14 emkaivppéva pe Aemto vpévio dokio. Kabe
ovokevacia meptéyel 28 N 56 emikodvupévo e Aemtd vuévio diokia.

D16 and moivaiBvAiévio vyning Ttokvotntag (HDPE) pe anoénpavtkn yéAn mopitiov kot adpe omwd
TOALTTPOTVAEVIO TTOV TeptEYel 180 emkaAvpupéva pe AemTd LUEVIO dloKia.

Inlyta 3 mg emkoivppévo pe Aentd vuévio diokio
Kvoyéln adovpviov/aiovutviov mwov mepiéyet 14 emkaivpuéva pe Aemto vuévio dtokio. Kade
ovokevacia meptéyel 28 N 56 emikodvupévo pe Aemtd vuévio dokia.

D16 and morvaiBvAiévio vyning Tokvotntag (HDPE) pe anoénpavtikn yéAn mopitiov kot adpe omwd
TOAVTTPOTVAEVIO TTOV TTEPIEYEL 60 EMUCOAVUUEVE pe AETTO VUEVIO d1oKiaL.

Inlyta 5 mg emkoivppévo pe Aentd vuévio diokio
Koyéln adovpviov/aiovutviov mwov mepiéyet 14 emkaivpuéva pe Aemto vuévio dtokio. Kade
ovokevacia meptéyel 28 N 56 emikodlvupévo pe Aemtd vuévio dokia.

1A and morvaiBvAiévio vyning Tokvotntoag (HDPE) pe anoénpavtikn yéAn mopitiov kot Tdpe oand
TOAVTTPOTVAEVIO TTOV TTEPIEYEL 60 EMUCOAVUUEVE pe AETTO VUEVIO dloKiaL.

Inlyta 7 mg emkoivppévo pe Aentd vuévio diokio
Kvoyéln adovuviov/aiovutviov mwov mepiéyet 14 emkaivpuéva pe Aemto vuévio diokio. Kade
ovokevacia meptéyel 28 N 56 emikodlvupévo pe Aemtd vuévio diokia.

D16 and morvaibvAiévio vyning Tokvotntag (HDPE) pe anoénpavtikn yéAn mopitiov kot adpe omd
TOAVTPOTVAEVIO TTOV TTEPIEYEL 60 EMUCOAVUUEVE pe AETTO VUEVIO dloKiaL.

Mmopei va unv KoKAOQOpoLY OAEG Ol GUOKEVAGIEC.

6.6 Iowitepeg TPpoPLAGEELS amOpPIYNG

Kda0e aypnoiponointo eopuokevtikd Tpoidv 1 VITOAELUO TPETEL VO UTOPPITTETAL GOUPDVO, JLE TIG
KOoTé TOTOVE 16 DOVGEG OYETIKES SLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles
Béhyo
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8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

Inlyta 1 mg emkaivuuévo pe Aemtd vuévio dtokio
EU/1/12/777/001
EU/1/12/777/002
EU/1/12/777/003

Inlyta 3 mg emwoioupéva pe Aemtd vuévio diokia,
EU/1/12/777/007
EU/1/12/777/008
EU/1/12/777/009

Inlyta 5 mg emkaAvupévo pe Aemtd vuévio dtokio
EU/1/12/777/004
EU/1/12/777/005
EU/1/12/777/006

Inlyta 7 mg emkaAvuuévo, pe Aemtd vuEvio diokio
EU/1/12/777/010
EU/1/12/777/011
EU/1/12/777/012

9. HMEPOMHNIA ITPQTHXE ETKPIXHY/ANANEQXHY. THX AAEIAX
Huepounvia mpatng £ykpiong: 3 ZentepPpiov 2012

Huepounvia televtaiog avavémong: 22 Maiov 2017

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

A€mTOpEPT TANPOPOPLAKH GTOLYEI Y10l TO TAPOV PAPUAKELTIKO TPOIOV Eival S100Ea1a 6TOV SIKTLOKO
610 tov Evponaikod Opyavicpov Gopudkov: https:/www.ema.europa.eu.
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IHAPAPTHMA 11

IMAPAXKEYAXTHX YIIEYOYNOX I'TA THN AIIOAEXMEYXH
TQN ITAPTIAQN

OPOI H HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAETIAYX KYKAO®OPIAX
OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. IHAPAXKEYAXTHX YIIEYOYNOX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovoua ko 81e00vven Tov TAPAUCKEVAGTH TOL £ival VTELHVVOC Y10, TNV OTOOEGUELGT) TOV TAPTIOWV

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1

79108 Freiburg Im Breisgau

Teppovia

B. OPOI H HEPIOPIZMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoproKeLTIKO TPOIOY Y10 TO 0010 OTatTeitan TEPLOPIGUEVT oTpikT] cuvtayn| (PA. mapdpmmua I:
[epiinym tov Xapoktnpiotikdv tov [poidvtog, mapdypaeog 4.2).

I. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢éog15 meprodknig mapakorovdnong g acpdrerag (EIMAC)

O amaitioeig yio tnv vrofoAn EINIIAG yio 1o ev Ady® @oppokentikd Tpoidv opilovial otov
KaTdAoyo pe Tig nuepounvieg avagopdg g Evoong (katdloyoc EURD) wov mopatifetal oty
napdypoeo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot kdOe emakdlovdng emkaipomroinong
O®G ONUOGIEVETAL GTNV EVPMOTOIKT SIKTVOKT) TOAT] Y10 TO, PAPUOKOL.

A. OPOI H HEPIOPIEMOI IIOY XXETIZONTAI ME THN AX®PAAH KAI
ATIOTEAEEIMATIKH XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéo10 owayeipiong Kivovvov (ZAK)

O xdroyog adetag kukAopopiag (KAK) Ba dieEaydyel Tig amoitodpeveg SpaotnplotnTes Kot
TOPEUPAGELS PUPILOKOETOYPVTVNONG 0TS Tapovstdloviol 6to cupupwvnbéy TAK mov
mopovctaletar otny evotnta 1.8.2 ¢ ddelag KukAoQopiag Kot 0T01EGONTOTE ETOKOAOVOEC
eykekpipéveg avabempnoeig tov TAK.

"Eva emixotporompévo LAK Oa wpénel va katotedsi:

e uetd and aitnpo tov Evponaikov opyovicpot @appakmv,

. OTOTEONTTOTE TPOTOTOIEITAL TO GUGTILLA SLXEIPIOTG KIVOVVOL, EIOIKA OC OTOTEAEC O AYNG
VE®V TANPOPOPIDOV TOV UTOPOVV VO EMUPEPOVY CTIUAVTIKT] GAAXYT] GTI GYECT] 0QELOVC-KIVOHVOL
N ©OC OTOTEAECUA TG EMITEVENG EVOC GIUAVTIKOD OPOCTHOL (PAPUOKOETOYPVTVOT 1)
glayliotomoinon Kvévvov).
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IHAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH

26



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 1 mg emkaivpupéva pe Aewtd vuévio diokio
axitinib

[2.  XYNOEZH XE APAXTIKH(EZ) OYZIA(EL)

KdaBe emucodvoppévo pe Aemtd vuévio diokio mepiéyel 1 mg axitinib.

| 3. KATAAOT'OX EKAOXQN

[epéyer Aaktoln. BAéme 1o @OAAO 001 YIDV YPTIONG YO TEPOULTEP®D TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

28 diokio
56 dokia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 QUALO 0INYIDOV ¥PNOTG TPV 0T TN XPNOT).
Ao oTtONATOG YpIoN.

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éom, TV ool dev PAETOLY Ko dev Tpooeyyilovy Ta Taldid.

[7. AAAH(EX) EIAIKH(EX) NPOEIAONOIHZH(ELY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

10. JTAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYGYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/12/777/001 28 Swokia
EU/1/12/777/002 56 doxia

13. APIOMOZX ITAPTIAAX

[optida

| 14. T'ENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTIEX XPHIHX

| 16. NAHPO®OPIEX XE BRAILLE

Inlyta 1 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMok (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVmPIGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®IAAH

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Inlyta 1 mg emkaivpupéva pe Aewtd vuévio diokio
axitinib

[2.  TYNOEZH XE APAXTIKH(EL) OYIIA(EL)

Kda0e emcodoppévo pe Aemtd vpévio diokio mepiéyel 1 mg axitinib.

| 3. KATAAOT'OX EKAOXQN

[epéyer Aaktoln. BAéme 1o @OAAO 001 YIDV YPTIONG YO TEPOULTEP®D TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

180 doxia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV XPNOTG TPV AT TN XPTOT).
Ao otONATOG YpIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetar o€ B€on, tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. JTAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®QOPIAX
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Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/12/777/003

13. APIOMOZX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIIEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Inlyta 1 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KMok (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO VaYVPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 1 mg emkaivppéva pe Aento vuévio diokio
axitinib

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Pfizer

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5.

AAAA XTOIXEIA

31




ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Inlyta 3 mg emkaivpupéva pe Aemtd vuévio diokio
axitinib

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EYX)

Kd&0e emucodvppévo pe Aemtd vpévio diokio mepiéyel 3 mg axitinib.

| 3. KATAAOT'OX EKAOXQN

[epéyer Aaktoln. BAéme 1o @OAAO 001 YIDV YPTIONG YO TEPOULTEP®D TANPOPOPIEC.

| 4.  GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 diokio
56 dokia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 QUALO 0INYIOV ¥PAOTG TPV OO TN XPNOT).
Ao oTtONATOG YpIoN.

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éom, v omoia, dev PAETOLY Kot dev TPpooeyyilovv Ta Tadid.

[7. AAAH(EX) EIAIKH(EX) IPOEIAOINOIHEH(EIL), EAN EINAI ATAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12.  APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/12/777/007 28 Swokia
EU/1/12/777/008 56 doxia

13. APIOMOZX ITAPTIAAX

[optida

| 14. T'ENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHIIEX XPHEZHX

| 16. NAHPO®OPIEX XE BRAILLE

Inlyta 3 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMok (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVmPIGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN

33



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®IAAH

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Inlyta 3 mg emkaivpupéva pe Aemtd vuévio diokio
axitinib

[2.  TYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

KdaBe emkodoppévo pe Aemtd vpévio diokio mepiéyel 3 mg axitinib.

| 3. KATAAOI'OX EKAOXQN

[epéyel Aaktoln. BAéme 10 @OALO 001 YLDV YPTIONG YO TEPOULTEP® TANPOPOPIEC.

| 4.  GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

60 dwoxia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Ao otONATOG YpIoN.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetar o€ €on, tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) TPOEIAOITIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX
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Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12. APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/12/777/009

13. APIOMOZX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZH I'TA TH ATAOEXH

| 15. OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Inlyta 3 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMOKaAG (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Inlyta 3 mg emkaivppéva pe Aento vuévio diokio
axitinib

2.  ONOMA KATOXOY THX AAEJTAY KYKAO®OPIAX

Pfizer

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5.

AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 5 mg emkaivpupéva pe Aemtd vuévio diokio
axitinib

[2.  TYNGOEZXH ZE APAXTIKH(EX) OYZIA(EX)

KdaBe emodvppévo pe Aemtd vpévio diokio mepiéyel 5 mg axitinib.

| 3. KATAAOI'OX EKAOXQN

[epéyel Aaktoln. BAéme 10 @OALO 001 YIOV YPNONG YO TEPULTEP® TANPOPOPIEC.

| 4.  GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 diokio
56 dokia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 QUALO 0INYIOV ¥PAOTG TPV OO TN XPNOT).
Ao oTtONATOG YpIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetar o€ €on, tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) TPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. JTAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX
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Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/12/777/004 28 diokio
EU/1/12/777/005 56 diokia

13. APIOMOZX ITAPTIAAX

[Moprtica

| 14. TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. NAHPO®OPIEX XE BRAILLE

Inlyta 5 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMok (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVmPIGTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®IAAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Inlyta 5 mg emkaivpupéva pe Aemtd vuévio diokio
axitinib

[2.  TYNOEZH XE APAXTIKH(EL) OYIIA(EL)

KdaBe emodvppévo pe Aemtd vpévio diokio mepiéyel 5 mg axitinib.

| 3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. BAéme 1o @OAAO 001 YIDV YPTIONG YO TEPOULTEP®D TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

60 dwoxia

[5. TPOIOX KAI OAOX(OI) XOPHTHZHX

Awpaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).
Ao otONATOG YpIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetar o€ €on, tnv omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

| 7. AAAH(EY) EIAIKH(EY) TPOEIAOITIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. JTAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX
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Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12. APIGMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/12/777/006

13. APIOMOZX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15.  OAHI'IEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Inlyta 5 mg

17. MONAAIKOX ANATNQPIEZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMOKaAG (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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EAAXIXTEX ENAEIZEIX ITIOY IIPEITIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 5 mg emkaivppéva pe Aemto vuévio diokio
axitinib

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Pfizer

3.  HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5.

AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 7 mg emkaivpupéva pe Aewtd vuévio diokio
axitinib

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EYX)

Kd&0e emucodvppévo pe Aemtd vpévio diokio mepiéyel 7 mg axitinib.

| 3. KATAAOT'OX EKAOXQN

[epéyer Aaktoln. BAéme 1o @OAAO 001 YIDV YPTIONG YO TEPOULTEP®D TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

28 diokio
56 dokia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpaote 10 QUALO 0INYIOV ¥PAOTG TPV OO TN XPNOT).
Ao oTtONATOG YpIoN.

6. EIAIKH ITPOEIAOITIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITIPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éom, v omoia, dev PAETOLY Kot dev TPpooeyyilovv Ta Tadid.

[7. AAAH(EX) EIAIKH(EX) IPOEIAOINOIHEH(EIL), EAN EINAI AIAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN ‘H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12.  APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/12/777/010 28 Swokia
EU/1/12/777/011 56 doxia

13. APIGMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'lA TH ATAGEXH

| 15. OAHTIEX XPHIHX

| 16. NAHPO®OPIEX XE BRAILLE

Inlyta 7 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMok (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVmPIGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®IAAH

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Inlyta 7 mg emkaivpupéva pe Aewtd vuévio diokio
axitinib

[2.  TYNGOEXIH XE APAXTIKH(EX) OYZIA(EYX)

KdaBe emodoppévo pe Aemtd vpévio diokio mepiéyel 7 mg axitinib.

| 3. KATAAOT'OX EKAOXQN

[epéyer Aaktoln. BAéme 1o @OAAO 001 YIDV YPTIONG YO TEPOULTEP®D TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

60 dwoxia

| 5. TPOIIOX KAI OAOX XOPHI'HXHX

Awpdote T0 EUALO 0ONYIDOV XPNOTG TPV OO TN XPNOT).
Ao otONATOG YpIoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puidoocetar o€ B€on, tnv omoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tadid.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATTAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX @PYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX
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Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Béhyo

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/12/777/012

13. APIOMOZX ITAPTIAAX

[Moprioa

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

| 15. OAHTIIEX XPHXHX

| 16. IMAHPO®OPIEX XE BRAILLE

Inlyta 7 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUL®TOS KMOKaAG (2D) mov gépel Tov TEPIANPOEVTH LOVOSIKO OVayVOPIGTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

BLISTER

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Inlyta 7 mg emkaivppéva pe Aento vuévio diokio
axitinib

2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Pfizer

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5.

AAAA XTOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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®vrho oonNYIOV ypiongs: [IAnpogopicg yia Tov acOeviy

Inlyta 1 mg emkaioppévo. pe Aentd vpuévio dlokia

Inlyta 3 mg emkaioppévo. pe Aentd vpuévio dlokia

Inlyta 5 mg emxoloppéva pe Aewtod vuévio dioKia

Inlyta 7 mg emxoloppéva pe Aewtod vuévio SioKia
axitinib

AwfdoTe TPOGEKTIKA 0AOKANPO TO PUALO 0ONYLAV YP1)CIS TPOTOV UPYIGETE VO TAIPVETE AVTO TO
QOAaPLOKO, OLOTL TEPLAGUPAVEL CNUAVTIKES TANPOQOPIES Y10, GOG.

- DdvidEre avTd TO PUALO 0dNYIBY Ypiong. Towg ypelaotel va to daPdcete Eavd.

- Edv éxete mepattépm amopieg, pOTNOTE TOV Y1OTPO, TOV POPLOKOTOLO 1| TO VOGOKOWO GOC.

- H ocvvtayn yU' avtd 10 gapproko xopnynonke amokAEIGTIKG Yio 60G. AV TPETEL VO ODGETE TO
QAapuroKo o€ AAAOVG. Mmopel va Toug TpoKaAEseL PAAPT, aKOUa Kot OTOV TO OMUELD TNG
acBéveldc Toug eivor 101 e TaL KA Gag,.

- Edv mopotmpfoete Kamowo avemBOUNT eVEPYELD, EVILEPDOTE TOV YIOTPO TOV QUPUOKOTOL0 1
TOV VOGOKOUO G0G. AVTO 1oy0el Kot Yo KaOE mhavi avemBOUNTN EVEPYELD TOV OEV OVAPEPETOL
OTO TOPOV PUALO 0dNYIOV YpNoTg. BAéme mapdypapo 4.

T TePLéYEL TO TAPOV PUAAO 00N YLOV:

T etvon to Inlyta ko oo ivan 1 xpiom tov

T npéner va yvopilete Tpotod mapete to Inlyta

[og va ndpete to Inlyta

[MBavég avemBounteg evépyeteg

[og va puidooetar to Inlyta

[epreydpevo ¢ cuokevaoiag Kot AoTég TANpoPopieg

ANl S e

1. T givan To Inlyta kon wova givor i (prion Tov

To Inlyta givon éva pappoko Tov Tepiéyel T dpaotikn ovcia axitinib. To axitinib peimvetr v
QLATOOT TOV OYKOL Kot ETPBPadiverl TV avamTtuén Tov KopKivov.

To Inlyta gvéeikvoton yio T Bepaneio ToL TPOYOPNUEVOL KAPKIVOL TOL VEPPOL (TPOY®PNUEVO
VEQPPOKVTTOPIKO KOPKIVOUA) GTOVG EVAAIKES, OTOV KATO10 AAAO QAPLOKO (e TNV ovopacio sunitinib
1M pia kvtokivn) dev pmopel TAEOV Vo, GTARATAGEL TNV TPAOSO TNE VOGOU.

Av €xeTe OMOLOONTOTE ATOPI0, GYETIK LUE TOV TPOTO dPAGTC QLTOV TOV PAPUAKOL 7| TO AOYO Y10, TOV
01010 GaG GLVTAYOYPAPNONKE AVTO TO PAPUAKO, POTNGTE TOV YLOTPO GOC.

2. Tvpémer va yvopilete npwv va wapete To Inlyta

Mnyv wapete 1o Inlyta:

Ye mepintwon aliepyiag oto axitinib 1 6€ 0TO1001TOTE AAAO AT TOL GVGTATIKE CVTOV TOV PUPLAKOV
(avapépovtatl oty Tapdypago 6).

Av vopilete 0T umopei va £xete adlhepyia, couPovAievteite ToV Y0TpO GOG.

[pocdomomoeis Ko TPOPVAAEELS

AmevOuvlsite oTov YiaTpo 1 TOV VOGOKON0 cug TPoTov apeTe To Inlyta:

. Av &yete vynin apTpLOKY Tigo).
To Inlyta pmopel va avénoet v aptnplaxn cag mieon. Etvatr onpavtikd va eléyEete v
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OPTNPLOKT GG TEST TPOTOV TAPETE AVTO TO PAPLLOKO KO VO, TN LETPATE AVE TAKTE YPOVIKA
dloTNHATO Yol 660 d1doTnpa To ToipveTte. Av £xete VYNAN opTNPloKn Tigon (VIépTaon),
umopei va oag xopnyndodv eapuaka yuo t peioon mc. O yiotpdg cag mpénet va, feforwbei ott
N apTNPLaKn cag wieon eivar vo Eleyyo mpotov Eekivnoete ) Oepameia pe Inlyta kot yio 660
dtdotnpa tn ovveyilete.

Av &yete mpopipata pe To Ovpeordi] 6og adéva.

To Inlyta pmopel vo mpokarécel mpofAnuata oto Bupeoedn adéva. Evnuepmaote tov yiatpo cog
oV KovpALeoTeE TO EVKOAD, OV GE YEVIKES YPOUUUEG KPUMVETE TEPIGGOTEPO OO TOVG AAAOVS 1) OV
N eV cag Pabivel katd tn didpkela g Bepaneiog pe ovtd T0 PappoKo. Ao TPEMEL va
eréyEete N Oupeoeldikn oag Aettovpyio Tpotov whpete To Inlyta Kot avd TakTd ypovikd
SloTNUATO Yo 0G0 JAGTNA TO ToipVETE. AV 0 BLPEOEIdNG UG 0OEVAG dEV TAPAYEL UPKETN
Bupeoeidikn oppuovVN TPV, N Katd TN dudpkela g Oepaneiog pe avtd 10 edppaxo, o Tpénel va
AaPete Oepameio vrokaTacTOONC UE OVPEOEISIKES OPUOVES.

Av avTipetonicate npéc@atao Ttpofinparta pe 0poppoug aipotog 6Tig PAEPES KAl TIg
apTpicg 6ag (TVTOL ayYEi®V TOV AipaTog), COUTEPAAUPAVOREVOD TOV EYKEQUAIKOD
EMELG0010V, TNG KOPOLUKNS TPOSPoing, TG Epforng 1] TG Opoppmonc.

Znmote auéong enciyovoa fondsia Kot ETKOIVOVIGTE LLE TOV YIOTPO GG OV EUQUVICETE
CUUTTOUOTO OTIMG TOVO 1| Tieon oto ot fog, TOVO oTa YEPLO, OTNV TAATI, GTOV OLYEVA 1 OTN
yvabo, dvomvola, povdtooua 1 advvapio ot o TAELPE TOV COUATOG GOS, TPOPANLN GTNV
oAia, ToVoKEPAAOD, OTTIKEG dtaTapoyég 1 (AN katd T didpkela TG Oepomeiog pe ovTd TO
QAPLLOKO.

Av vro@épeTe amo TpofipaTa aipoppayiag.

To Inlyta pmopel vo avénoet v mbavotta apoppayiog. Evnuepdote tov yiotpd cog av kotd
T d1dpkela g Oepomeiog pe ovTd TO PAPLOKO EYXETE arpoppayia, Prixa pe aipa 1 Troela, pe
aipo.

Av &yete N giyote KOTA TO TAPELOOV avedpoopa (d107KwoN Kan e£acBévion Tov
TOYAUATOS ULLOPOPOV ayYEIOV) 1] SLOYMPLGUO TOV TOLYONATOS ULLOPOPOV O yYEiOL.

Av Kot T OwdpkeLn TG Ogpameiog pe avTd TO PAPROKO VIDOETE GoPfapo GTOPAY KO
(ko1h1oK6) TOVo 1| TOVO 6TO GTONRAYL TOV OEV VTTOYWPEL.

To Inlyta pmopel vo avénoet Tov Kivouvo S1iTpnong ToV GTOUAYOV 1 TOL EVIEPOL 1|
OYNUOTIGLOD GLPLYYiov (Un PLGIOAOYIKO COANVOELDEC TEPAGLA OO LIt PUGIOAOYIKN
KOWAOTNTO TOV GMUOTOG G iol GAAT KOIAOTNTO TOV COMOTOS 1) TOV OEPUATOG).

Evnuepaote tov yratpd cag eav Exete cofapod kothlakd woévo evd Aapupdvete Bepomeio pe avtd
TO QAPLLOKO.

Av pokerTal vo vrofrn0site o eyyeipnon 1 £YETE KATOW0 TPAVNO. TOV OEV ETOVAMVETUL.
O ywtpog oag Oa mpénet va cog dtokdyel to Inlyta tovddyiotov 24 dpeg mTpwv omd TV
eyyeipnon oag kabmg pumopel va exnpedosl v emovimaon Tov Tpavuatos. H Oepaneia cog pe
avTtd 10 Phpuako Oa Tpénet va, Eavapyicel OTavV To TPAVI ETOVANMDEL ApPKETA.

Av katd ™ oudpkera TG Ogpameiog pe aVTO TO PAPNAKO, £YETE COUTTAONATA OTTMG
TOVOKEQPUAO, GUYYVON, ETANTTIKEG KPIGELS (OTTAGIOVS), 1] OraTapayES 6TV 6pao pe 1
AOPIg VYN apTpLOKN TigoT.

Znmote apécmg enciyovoa Pondeia Ko ETKOIVOVIOTE LLE TOV YITPO 0aG. AVTO Umopel vo
etvan pia omwdvia vevporoyikn avemBount evépyeto Tov ovoudletol chvopopo omichiag
avaoTPEYIUNG EYKePaAoTdOeLng.

Av &yete Tpofipota pe To NTop coc.

Oa mpénet va voPAndeite o e&eTdoelg aipoTog Amd TOV YITpd GO Y10 TOV EAEYYO TG
NTATIKNG GO AELTOLPYING TPV Kal Katd T didpketa tng Oepomeiog pe Inlyta.
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. Av Kot T1] OLdpKeELn TG Ogpameiog HE AVTO TO PAPUUKO EYETE CLUTTONATO, OTTOG
vaepfoikn] kovpaon, APNEYO 6TV KOLAE, TO TOOLA 1] TOVG AGTPAYAAOVS, OVGKOAIN GTNV
avamvon 1 Tpoecéyovosg PAEPeg 6TOV Aapo.

To Inlyta pumopei vo avénoet Tov Kivouvo eppaviong enelcodiny kapdiakng averndpkeag. O
YwTpdg cag Oa TPEmEL v GO TAPAKOAOVOEL TEPLOJTIKA V1oL GNUELN 1) CUUTTOUATO EXEIGOSIDV
KopOlOKNG avemapkelag ko’ OAn ) ddpketa g Oepaneiog pe axitinib.

Xpnon o€ Tood ko epnpovg
To Inlyta de cuotvetar yio avBpdmovg nhikiog kéto tov 18 et@v. To edppako avtd dev £xel
peietnOei o mad1d Kot gprfoug.

Ao @dppoxa ko Inlyta

Optopéva pdapuaxo propel va ennpedoovy to Inlyta, 1| va ennpeacBodv and avtd. Evnuepoote tov
YITPO, TOV PUPLOKOTOL0, 1| TO VOGOKOUO GO GYETIKA UE OAQ, TO, PAPUOKO TOV £XETE TAPEL TPOCPATO.
N ToipveTe 1| GKOTEDETE VAL TAPETE, AKOUA KOl VT TOV Gag EYOLV YopnynOel ympic wTpikn cvvtayn,
T1G Prrapiveg N ta euTIKA Pdppoka. To EApHOKE TOV AVOEEPOVTAL GTO TAPOV GUALO 00N YOV Umopel
va pnv givot ta pova mov propodv va aAAniemidpdcouy e to Inlyta.

Ta akdiovBa edppaxe propel va avENcovy Tov Kivouvo EREAVIoT|G AVETIOVUNTOV EVEPYELDY TOL
oyetiCovton pe 1o Inlyta:

. ketokovalOoin N 1tpakovaloin, xpnotporotobvtot yio T Oepameio POKNTIOCIK®Y AOUMEEWDY,

. KhapBpopvkivn, epubpopvkivi 1 teABpopvkivr, avTiBloTicd Tov PNCIHOTOOVVTOL Y1d. TN
Oepomeio Paktnplokdv Aounéemy,

. atalavaBipn, wowapipn, vehovafipn, prtovaPipn 1 cakovvapipn, ypNOYLOTOIOVVTOL Y10 TN
Oepomeio tov HIV Aowméewv/AIDS,

. vepaloddvn, ypnoionoteital yio tn Oeparmeio tng KaTaOAIYNG

Ta akdAovba edpuaxe UmTopel va LELOGOVY TNV ooTeEAecUaTIKOTNTA TOV Inlyta:

. PLPOUTIKIVY, PLOAUTOVTIVI 1] PLOATEVTIVT), YPTCLLOTOI0VVTL Yo TN Bepameio TG pLUATIOONG,

. oeapebalovn, £va oTEPOEIOEG PAPLLOKO TOV GUVTOYOYPOPELTAL Y10, TOAAES SLOPOPETIKES
ac0éveleg, cuUTEPILAUPBUVOUEVEOV OPICUEVODV GORup®OY acbeVEIDY,

. eowvotoivn, koppaualenivi 1 eavoBopBrtdin, avVTIETIANTTIKA TOV YPTCULOTOLOVVTOL YO TN
OLOKOT EMANTTIKAOV KPIGEMV 1| CTOACUDV,

. St. John’s wort (Hypericum perforatum), £vo. QUTIKO TPOiOV OV YPNCUOTOLEITOL Y1 TN

Oepamneio TG KatdOAnymg.

Agv 00 pémer va mapete avTd To PhppaKa Katd T didpkela g Oepaneiog cag pe to Inlyta. Edv
TOPVETE OTOLOONTTOTE OO AVTA, EVIUEPDCETE TOV YIUTPO, TOV PAPUAKOTOL0 1) TO VOGOKOU0 cag. O
YTpOG GO Umopel vo aALAEEL TN dOCT TOV GUYKEKPIUEV®Y PapudK®V, va oAAdEel T 06on Tov Inlyta
N Va. GO¢ YOPNYNOEL KATOL0 GAAO (PAPLLOKO.

To Inlyta pumopel vo avénoet Tig avemBounteg evépyeleg mov oyetiCovtor pue ™ Bgo@uAiivn, n onoia
ypnowonoteitat yio tn Oepameio Tov A6OUOTOC 1 GAADV TVELLOVIK®V TaONGEDV.

To Inlyta pe Tpo@ég ka1 woTd

Mnv TépEeTE AVTO TO PAPUOKO LLE YKPETPPOLT 1 YLUO YKPEMPPOLT, KaODC pmopel va, avénoel tnv

mOavOTNTA ELEAVIOTG AVETIOOUNTOV EVEPYELDV.

Kdnon kot Onraocpog

. Edv giote éykvog 1 OnAdlete, vopilete 0tL umopet va giote £ykvog 1 oYedGLETE VO OMOKTNOETE
nondi, {nrnote TN GVUPOLAN TOL YIATPOV, TOL PAPLAKOTOLOD 1| TOV VOGOKOLOV GOG TPOTOV

TOPETE VTO TO PAPLLAKO.

. To Inlyta pumopei vo mpokarécel PAGPec oto EuPpvo 1 o€ Bpéen mov OnAdlovv.
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. Mnyv maipvete anTtod T0 PAPUOKO KATH TN O1GpKELD TNG €YKLooHVNC. Evnuepmate tov yiatpd
GOG TPOTOV TO TAPETE, EAV €l0TE £YKLOG N Umopel va peivete £ykvog.

. Xpnowonoteite pio aglomotn péBodo aviicuAAnyng eved Aappdvete to Inlyta g kou 1
efdoudda PeTd TN TEAELTALO OGN ALTOV TOV PAPUAKOL, YIo TNV TPOANYN TNE EYKVUOGVVNG.

. Mnyv OnAdlete katd ™ ddpketo g Oepaneiog pe Inlyta. Av Onrialete, Oo mpénel va cvlntnoete
LE TOV YoTpo cog ov Ba dtakoyeTe o OnAacud 1 ) Bepancia pe Inlyta.

001ynon Ko YEPIGUOS PN YoV RATOV
Av viooete {OAN Kaun Kobpaon Katd tn didpkela g Oepaneiag pe Inlyta, mpocééte daitepa KoTd

TNV 001 YNGoMN 1] TO XEPICUO UNYOVNUATOV.

To Inlyta mepréyer Aaxtoln
Av 0 yuTpdg cag, oag evnuépmae 0Tl £xete dvoavebio o oploUéEVa GAKYAPa, ETIKOIVOVIOTE [LE TOV
YTpO GO TPV TAPETE OVTO TO PAPLLOKO.

To Inlyta mepiéyer varpro
To papuaxo avtd mepiéyet Aryodtepo amd 1 mmol vatpiov (23 mg) avd eTKOAVUUEVO pe AETTO VUEVIO
dtokio, eivat avtd mov ovopdlovue «ehevlepo votpiovy.

3. o va wapete o Inlyta

[Tédvtote va maipvete To PAPLOKO CVTO ALGTNPE COUPOVO. e TIG 0ONYiEg TOV YioTpoL cag. Edv £yete
au@Boriec, pmTAGTE TOV YTPO, TOV PAPUAKOTOLO 1) TO VOGOKOUO GOC.

H ocvvietdpevn d6on etvar 5 mg d0o popéc v nuépa. O Y1otpog oG UITOPEL 0TI GUVEYELX VO AVENCEL
N va. LEWDOEL T 0061 Gag avaloya Le TV avoyn oag ot Bepamneia pe to Inlyta.

Noa kotanivete ta d1okio OAOKANPa Le vepod, pe 1 xopig eayntd. Na maipvete T1g 06o¢1g Inlyta pe
nepinmov 12 dpeg dtapopd.

Edv wapete peyorvtepn 66omn Inlyta amd tnv kavoviki

Av mapete katd AdBog mepiocoTEP diokia 1 VYNAGTEPT 600 and QLT TOV YPELALEDTE,
EMKOVOVNOTE QUECHS LLE EVOV Y1OTPO Y10 VO 650G GLUPoVAELGEL. AV glvan duvartd, dei&te oToV YioTpo
TN ovokevaGio 1 aVTd T0 POALO 00N YIOV. MTOpPEl Vo YPELOCTEITE 10TPIKT TapaKoAoHONG.

Eav Egyaoete va mapete to Inlyta

[apete v emduevn 066M cag T cuynoicuévn dpa. Mnv Tapete STAY 6OGN Y VO, AVOTANPDCETE TO.
dtokia mov Egydoare.

Ed&v xavere £peto katd ™ Myn tov Inlyta

Av Kavete éueto, ¢ B mpémel va AneOei emimAéov 06om. H emdpevn cvviayoypagndeica d6om Oa
npénel va Aappdvetar T cuvnOiopévn mpa.

Edav otapatiocete va naipvere to Inlyta

Av dev pmopeite va TApETE 0LTO TO PAPHOKO COLPMVA LE TIG 001 YIEG TOL YTPOL GOG 1) acBdveoTe
OTL 0eV 10 YPELBLEDTE TALOV, EMKOIVMOVNGTE AUECHS [LE TOV Y1UTPO OOG.

Edv éxete meplocdtepeg EpMTNCELS OYETIKA LLE TN YPNOT CVTOV TOV QAPLAKOV, POTIHGTE TOV Y10TPO,
TOV PUPHLOKOTOLO 1) TO VOGOKOUO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

'Onwg 6A0 ToL PAPUOKE, £TGL KOL GVTO TO PAPUOKO UTOPEL VO TPOKOAESEL OVETIOVUNTES EVEPYELEC, OV
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Kot 6gv Topovclalovtal 6€ OAOVG TOVG AvEpMOTOLG,.

Opropéveg avemBOUNTES evEPYELES pumopei va ival coPapéc. IIpEmel va EMKOVOVIIGETE APECMG
HE TOV YLOTPO GOS UV ERPUVICETE 0TOLHONTTOTE OTO TIS 0KOAOVOES coPapéc avemBounTeg
evépyareg (Préne emiong mapdypao 2 « Ty péner va yvopilete Tpotod mapete To Inlytay):

Engio00010 kKapowokig avendpkelac. Eviuepmote Tov yiatpd 6og 0V TOPOVGLAGETE
vrepPorkn Kovpaor, TPREO TS KOIMOG, TOV oSOV 1] TOV aoTPaydA®V, SuGKOAM GTNV
avamvon 1 TpoeEyovoeg PAEPES oTOV AAUO.

BOpoéppor aipatog oTig PAEPES KL TIC apTNPiES oUg (TVTOL AyYEi®V TOL GipTOG),
oVUTEPLAAPPAVOUEVOV TOV EYKEPUAIKOD ETELGOOI0V, TN KAPOLUKIS TPOSHOANGS, TG
gupoing g Opoppwonc. Zntote auéomg eneiyovso Bondela Kot ETKOVOVNGTE UE TOV
YWTPd GOG OV EUPOVICETE GUUTTOUATO, OIS TOVO 1) TiEoT 6TO 6TNO0G, TOVO GTO XEPLQ, TNV
TAdTN, oToV avyéva 1 ot Yvabo, dvomvola, povdlacpa 1 advvapio ot pio TAEVPH TOL
OOUATOG 00G, TPOPANL TNV OUALN, TOVOKEPAAOD, OTTTIKEG OLALTAPOYES, T CAAN.

Awpoppayia. Evnuepmote apécmg Tov yrotpd 6ag oV ELPUVICETE OTOL0ONTOTE Ao Ta,
TOPOKATO CUUTTOUATO 1] GoPapd TpOPANLa apoppayiog Katd tn didpkela tng Oepaneiog pe
Inlyta: pavpo cav wicoa koémpova, Py Le aipo 1 TTOEAN LE oipa 1 GALOYT GTI] VOT|TIKNG GOG
KOTAGTAOTG.

AldTpnon Tov otopdyov 1) TOL EVTEPOL 1] GYNUATICROS GLPLYYioV (1] PVGLOA0YIKO
OOANVOEOES TEPUGNO. OO NiG, PUGLOAOYIKY] KOLAOTITA TOV CAOUATOS OE P GAAN
KOLAOTI|TA TOV GONATOS 1] TOV 6éppraTog). Evnuepmaorte tov yiatpd cag av vidbete cofapod
KOWAMOKO TOVO.

Yofapn avénon g apTnproknc micong (vrepracikn kpion). Evnuepmdorte tov yatpd cog av
€YeTe TOAD LYNAN 0pTNPLOKY] TTiEoN, coPapd Tovoképaro 1 coPapd mOVo 6To 6T BoC.

AvVaoTPEYIHO EYKEPUMKO 010N pa (6VVOPONO 0TTicO0g OvasTPEYIUNG EYKEQUAOTAOEING).
Znmote auéong enciyovoa fondsia Kot ETKOIVOVIGTE LLE TOV YIOTPO GG OV EUQUVICETE
CUUTTOUOTO OTIMG TOVOKEPUAO, GUYYVOT), ETMANTTIKEG KPIGELS (OTAGH0VC), 1 S10TAPAYES TNG
OpaoNg e 1 Y®Pic VYNAN apTNnploKy TiEoT).

AAeg avemBounteg evépyeteg pe to Inlyta pmopet vo meptiapupdvouv:

oAb ovyvéc: pmopei va ennpedoovy neprecdtepa and 1 oto 10 Gropa

YynAn aptnplokn wieon 1 avénomn g apTnploKng Teong
Adppora, aicOnua 1 téon yio epetd (vavtia 1 £ReT0q), TOVOS 610 oToUdYL, SvoTeyia, TOVOG
070 GTOLO, GTN YADOOO 1] 6T0 PAPLYYO, SOLGKOIMOTNTA

Avcrnvoia, Pryag, Bpdyyos pmvig (Bpdyviacuo)

"EMewym evépyetag, aicOnuo advvapiog 1 Kovpaong

Y7robvpeoediopnog (vrodpactiplog Bupeoetdng) (Lmopel va Qovel 6TIG ALOTOAOYIKEG GG
egetdoeig)

EpvOpdtra kon Tpné&ipo tov ToAoUdV TOV YEPIMV 1] TOV TEAUATOV TV TSV (cHVOpPOLo
TOAGUDV TEALATOV), depuaTikd eEavOnua, Enpodeppiio

[Tovog otig apBpioelg, TOVOG oTa XEPLL 1] OTOL TOSLHL

Amndiewo TG Opeéng

[pwteivn (Aevkopa) ota obpa (Uropel va avel oTig 0VPoroYIKEG oag eEETAGELS)

Andiewn fapovg

[Movoképaiog, dtotapayn 1 OTOAEW TNG YEVONG

Yuyvéc: pumopel va exnpedoovy £0g 1 ota 10 dropa

A@uddtmon (AT®AELN TOV COUATIKAV VYPOV)
Neppin avendprkeo
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. Metewpiopog (aépia), opoppoides, apoppayio amd ta 0O A, alpoppayio amd to ophd, aicnon
KOWILOTOG 1] LOVOIAGLOTOC GTO GTOLA

. YrepOupeoeidiouds (vmepdpactnprlog Bupeoetdng) (UTopel va QaVEL GTIC OUATOAOYIKES GOG

egetdoeig)

[Movoroyog 1 epebiopdg otn POTN Kot 6T0 AdLd

Mvikdc movog

Awoppayio omd T pon

dayovpa oto déppa, EpLOPOTNTO TOL FEPUATOG, TPLYOTTOOT

Boviopa ota avtid (spfoég)

Meiwon tov aplfpov tev epufpmv apoceapiny (LTopel vo Qavel GTIG QLOTOAOYIKEG OOG

eketdoelg)

. Meiwon tov aplfpov tev aiponetaiiov (kottopa Tov fonbodv otnv TN Tov aipotog) (umopel
VO QOVEL OTIC ALILATOAOYIKEC GOG EEETAGELS)
[Mopoveio epubpdv apoceapiny ota ovpa (UTOPEL Vo Pavel GTIC 0VPOLOYIKEG oaG eEETAGELS)

. Metafoin TV eTmEdMV SAPOPOV YNUKOV 0Voldv/evidumy oto aipa (uropel va eavel oTig
OLOTOAOYIKEG GG EEETATELS)

. AvENOM T0L Op1BpRoD TV gpvBpokvTTap®Y (UTOPEL Vo POaVEL OTIC OLLOTOAOYIKEG GOG EEETATELS)

. [pr&yro g Kokiag, TV TSV 1} TOV 0oTPaydAmV, TpoeEéyovoes AEPEC 6TOV Adpd,
VIEPPOAIKT KOVPOOT], SVGKOAIL GTIV 0vaTVoT| (oTpeiol ETEIGOSIMV KOPIIOKNE OVETAPKELNS

. Zupiyyro (U1 LGLOAOYIKO COANVOELSEG TEPACLO OO Ui PLGIOAOYIKT] KOTAOTITO TOL GMOOTOG
o€ pio GAAT KOIAOTNTO, TOV GOUATOG 1 TOL SEPILOTOC)
ZGaAn

. dAeyuovn g YoANdGYoL KOGTNG

Oy ovyvég: propei va emnpedoovy émg 1 ota 100 aropa
. Meimon tov aplfuod TV AeVKdV apoceuipiov (UTopel va pavel OTIC ALULOTOAOYIKES GOG
eketdioelg)

Mn yvooT1ég: | ovvoTnTOo 0V pmopel va ektipun0sei pe faon ta Srwbéopa dedopéva
o A0ykmon kot e£0cHEVion TOL TOYMHIATOG ALLOPOPOL AYYEIOL 1 S10Y®PICUOC TOV TOLYMOTOG
ALLOEOPOL aryyeiov (aveLPHGLATO KO APTNPLOKOL SLOY®PIGHOT).

Ava@opd avemOuunToV EVEPYELOV

Edv mapotnpfoete Kamoo avemOOunT evEpyeLa, EVILEPDOTE TOV YIOTPO, TOV PUPUAKOTOLO | TOV/TNV
VOGOKOWO 60G. AVTO 1oyveL Kot Yl kaOe mhovr avemBountn evépyeia mov dev avapEPETAL GTO TAPOV
@OALO 0ONYIDV Yprions. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiog, HESw TOL
€0VIKOU GLGTNUATOG AVaPOPAS TOV avaypapetat 6To [lapdpmua V. Mécm g avapopds
avemOUNTOV EVEPYEIDV UTOPEITE Vo PonONoETE GTN GLALOYT TEPIGGATEPWOV TANPOPOPLOY GYETIKG.
LLE TNV ACPAAELD TOV TAPOVTOG PUPHAKOL.

5. IIog va uiaocoeton To Inlyta

To @apuako ovtd TPEMEL VO PUAACCETOL GE UEPT) TOV OEV TO PAETOVY KoL OV TO POAVOLY TO, TOSLA.
Na pn ypnoLonoteite ovtd T0 PAPHOKO UETE TNV MUEPOUN VIR ANENG TOV AVOQEPETAL GTO KOVTL KO
otV KuyéAn (blister) ] otn eLaAn petd v « AHEH», «<EXP». H nuepounvia Anéng etvon ) terevtaio
NUEPO TOVL UAVA TTOL OVOQEPETOL EKEL.

Agv vrdpyovv 1d1kég 0dNyieg d1aTiPNoNG Yo TO TPOIOV AVTO.

Noa un xpno1HomTotodvToL 0l GLOKEVAGIES TOV TaPOLGLALoVY otoladnToTe POOPE 1 o1 oTTolEC PaiveTIt
va £xouv avoryBet.
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Mnyv metdte QAPLOKO GTO VEPO TNG OMOYETELOTG 1) OTA GKOVTidL0. Potnote Tov appakorold cag yio
TO TOG VoL TETAEETE TO PAPLLOKA TOV OEV YpNolomoteite ma. Avtd Ta pétpa Ba fondrcovv oty
TPOCTOGio, TOV TEPPAALOVTOC.

6. Mepreyopevo TG CVOKEVAGINS KOl LOWTES TANPOPOPiEg
T tepréyer to Inlyta

. H dpaotikn ovoia givar 1o axitinib. Ta emkaivppéva pe Aemtd vpévio diokia Inlyta SiartiBevron
o€ OLOPOPEC TEPLEKTIKOTITEG.
Inlyta 1 mg: ka0O¢ diokio mepiéyetl 1 mg axitinib
Inlyta 3 mg: k40¢ diokio mepiéyel 3 mg axitinib
Inlyta 5 mg: kG0¢ diokio mepiEyetl S mg axitinib
Inlyta 7 mg: ka0e diokio mepiéyel 7 mg axitinib

. Ta, GAAa GVOTOTIKG VOl LKPOKPLGTUAAIKT] KUTTOPIVY, LOVODIPIKT AaKTOLT, KapueAAoln
vaTPLoHY0G OLLGTAVPOVEVT], OTENTIKO LOYVIG10, DITPOUEAAGN 2910 (15 mPa-s), dro&eidio
tiroviov (E171), tplaketivn (E1518), o&eidio cidmpov epubpd (E172) (PAéne mapdypapo 2 To
Inlyta mepiéyet Aaktoln).

Epgavien tov Inlyta ko wepieydpevo g 6vokevociog

Ta emucodoppéva pe Aemtd vpévio diokia Inlyta 1 mg eivar epuBpol ypdpHOTOC, 0N, Le Yopayréva
ta otoyeia «Pfizer» ot pio oyn kot «1 XNB» oy dAin éym. To Inlyta 1 mg dwotibeton o piaieg
tov 180 diokinv kot cuokevacicc kKuyEANG (blister) tov 14 diokiov. Kdbe cuckevacio kuywéing
nepiéyel 28 1 56 dokia.

Ta, emucodoppéva pe Aemtd vpévio diokia Inlyta 3 mg eivor epBpod ypdUATOC, GTPOYYVLAL, UE
yopaypéva ta ototyeio «Pfizer» ot pia 6y kot «3 XNB» otnv dAAn 6yn. To Inlyta 3 mg dartiBeton
o€ P1aAeg Twv 60 diokimv Kot cuokevaoieg kKuyéAng (blister) Twv 14 diokiov. Kdbe cuokevacio
KOWEANG TTEpLEXEL 28 N 56 diokia.

Ta enucodvppéva pe Aemtd vpévio diokia Inlyta 5 mg etvar epuBpod ypodpatog, TPryOVIKA, LE
yopaypéva ta ototyeio «Pfizer» ot pia 6y kot «5 XNB» oty dAAn 6yn. To Inlyta 5 mg dartiBeton
o€ PLaAeg Tov 60 diokimv kol cuokevaoieg koyéAng (blister) Twv 14 diokionv. Kdbe cuokevacio
KOWEANG TepLEyeL 28 1 56 diokia.

Ta emucodoppéva pe Aemtd vpévio diokia Inlyta 7 mg eivar epBpod ypdpatog, oynuatog poupov, e
yopoyuéva ta ototyeio «Pfizer» ot pia oy kot «7 XNB» otnv aAAn oyn. To Inlyta 7 mg diartiBeton
o€ P1aAeg Twv 60 diokimv kot cuokevaoieg kKoyéAng (blister) Twv 14 diokiov. Kdbe cuokevacio
KOWEANG TTEpLEXEL 28 N 56 diokia.

Mmnopei va unv KoKAOQOpoLY OAEG Ol GUCKEVAGIEC.
Kartoyog Adsrog Kvkhogopiag

Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles
Béhyo

54



Hopaokevactiig

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1

79108 Freiburg Im Breisgau

Teppovia

INo omoladnmote TANPOPOPic GYETIKE LLE TO TAPOV PAPUOKEVLTIKO TPOIOV, TapaKoieiche va
amevuvleite GTOV TOMIKO AVTITPOGOTO TOV KATOYXOL TNG ASELNG KUKAOPOPING:

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje

Belgié/Belgique/Belgien
Pfizer NV/SA

Tél/Tel: +32 (0)2 554 62 11

Bbarapus
[aiizep JlrokcemOypr CAPJI, Knon bearapus
Ten.: +359 2 970 4333

Ceska republika
Pfizer, spol. s r.o.
Tel: +420 283 004 111

Danmark
Pfizer ApS
TIf: +45 4420 11 00

Deutschland
PFIZER PHARMA GmbH
Tel: +49 (0)30 550055-51000

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EXrGoa
Pfizer EAMGG ALE.
TnA: +30 210 6785800

Espafia
Pfizer, S.L.
Tel: +34 91 490 99 00

France
Pfizer
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: +385 1 3908 777

Ireland

Pfizer Healthcare Ireland Unlimited Company
Tel: 1800 633 363 (toll free)

Tel: +44 (0)1304 616161
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Tel: +370 5 251 4000

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

Magyarorszag
Pfizer Kft.
Tel.: +36 1488 37 00

Malta
Vivian Corporation Ltd.
Tel: +356 21344610

Nederland
Pfizer bv
Tel: +31 (0)800 63 34 636

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z 0.0.
Tel.:+48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0) 21 207 28 00

Slovenija
Pfizer Luxembourg SARL

Pfizer, podruznica za svetovanje s podrocja

farmacevtske dejavnosti, Ljubljana
Tel: +386 (0)1 52 11 400



island Slovenska republika

Icepharma hf. Pfizer Luxembourg SARL, organiza¢né zlozka
Simi: +354 540 8000 Tel: +421 2 3355 5500

Italia Suomi/Finland

Pfizer S.r.1. Pfizer Oy

Tel: +39 06 33 18 21 Puh/Tel: +358 (0)9 43 00 40

Kvnpog Sverige

Pfizer EAAGG A.E. (Cyprus Branch) Pfizer AB

TnA: +357 22817690 Tel: +46 (0)8 550 520 00

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel: +371 670 35 775
To mwapov vAlo 00NYLOV Yp1oNs avaBeopOnke Yo TeEleVTOIO QOPa
Adreg TN YEG TANPOPOPLOV

Agmtopepn TANPOPOPLOKY GTOLYEIR Y10 TO TPOTOV 0LTO Eivat dSLOBECIUN GTOV SIKTLOKO TOTO TOV
Evpomnaiikod Opyaviopod @appdkov: https://www.ema.europa.eu.
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