ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIETIKOQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levitra 5 mg emikodloppévo pe Aemto vuévio diokia

Levitra 10 mg emkoivppéva pe Aemtd vpévio diokio

Levitra 20 mg emkolvppéva pe Aemtd vuévio dtokio

2. MOIOTIKH KAI ITIOXOTIKH LYNOEXH

Kda0e oioxio 5 mg emkorvppéva pe Aemtd vpévio diokia mepiéyel Smg vardenafil (wg hydrochloride).
Kd&0e diokio 10 mg emkaivppéva pe Aemto vpuévio diokio mepieyel Smg vardenafil (o¢ hydrochloride).

Kda0e diokio 20 mg emkaivppéva pe Aemto vuévio diokio mepiéyel Smg vardenafil (o¢ hydrochloride).

INoa tov TApn kaTdloyo TV ekddywv, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Emwoioppévo pe Aemtd vuévio diokio.
Levitra 5 mg emkoloppéva pe Aertd VUEVIO dicKia

AloKi0 YPOLOTOG TOPTOKAAL LLE GTPOYYLAOTOINEVO GYNLLOL, TTOV GEPOVY TO GTOPO TG Bayer ot pio
TAgLPA KoL Tov apBpd ‘5’ oty GAAn.

Levitra 10 mg emkaivppévo pe Aemtd vuévio diokia
AoKi0 Yp®UATOC TOPTOKOAL LE GTPOYYVAOTONUEVO GYNLLOL, TOV PEPOVY TO GTAVPO TNg Bayer ot pia
mAgLPA KoL Tov opBud ‘10° otnv GAAY.

Levitra 20 mg emkaivppévo pe AEmtd vuévio diokia
AoKi0 Yp®UATOC TOPTOKOAL LE GTPOYYVAOTONEVO GYNLLOL, TOV PEPOVY TO GTAWPO TNng Bayer ot pia
TAgLPA Kot Tov apBpd ‘20° oty dAAY.

4. KAINIKEX IIAHPO®OPIEX
41 OgpamevTikég evOEiEelg

Bepameia TN GTLTIKNG OLGAEITOVPYIAG o€ eviAKeC Avdpes. H otuTikh duoAettovpyia etvar n
avikavotnto va emtevydel 1 va dlatnpnBel enapkng oTOGT GTO TEOG Y10, IKOVOTOUTIKY GEE0VAAIKN
dpacTnploTNTO.

INo va givon amotedespotikd 1o Levitra wpénet va vapyel oeEovaiikn déyepan.

4.2  Aocoloyio kol TPOTOS YopyNOoNS

Aocoloyia

Xprjon amo tovg eVIAIKES OVOPES

H cvvietdpevn do6on eivan 10 mg kot Aapfavetol Kotd TNV avaykn, tepimov 25 pe 60 Aentd Tpv amd
™ 0eEoVaALKY dpacTnploTNTe. ME BAON TV OTOTEAECUATIKOTITO KAl TNV AVEKTIKOTNTA, 1] 00T
umopet va avénbet oe 20 mg 1 va ehattwbel oe 5 mg. H péyiot cvvietdpevn d6on givor 20 mg. H
LEYIGTN GUVIGTAOUEVT] CLYVOTNTO ANYTG TOV POPHAKOL glvar pua opd tnv nuépa. To Levitra umopei
va AneBel pe 1 yopic poyntd. H évapén e dpdong propei vo, kabvotepnost eav avtd Anebdei e
ayNTo VYNNG TEplekTikdT TS o8 AMmapd (PA. mapdypapo 5.2).

Eidwxoi ninboouoi
Hhrxiouévor (>63 etwv)
Agv amoiteitol Tpocoppoy Tov 006EmV 6 NAKIOUEVOLS acbevelg. QoTdG0, o avénon oe PEYIoT




0001 20mg Ba mpénel va Anedei cofapd vdym aviroya e TV AVEKTIKOTNTO ATOUKE (PA.
napaypdeovg 4.4 ko 4.8).

Hrazikn dvolerrovpyio

Mua 8601 évapéng tov 5 mg Ba mpémel va AneOel vtdyn oe acbeveic e NI Kol LETPLO NTATIKN
dvorerrovpyio (Child-Pugh A-B). Mg Bdorn v avekTikdTTo KOl TV OTOTEAEGUATIKOTNTA 1] dO0T
umopel otn cvvéyela va avéndel. H péylotn ocuviotopevn d6on oe aobeveig Le LETPLOL NTOTIKY
dvoiettovpyio (Child-Pugh B) givar 10 mg (BA. mapaypdeovg 4.3 kot 5.2).

Negpixn dvolerrovpyio

Agv amouteiton Tpocappoyn e docoloyiag o acbeveic e o G LETPLO VEPPIKT] OVGAELTOVPYIO.
Y& aoBeveic pe coPapn veppikn dvsiertovpyia (kdBapon kpeatviving <30 ml/min), Oa wpénel va,
eEetaoBel ¢ apytkn 66on avt) TV 5 mg. AvAAoyd e TNV OVEKTIKOTNTO KoL TV OTOTEAEGLOTIKOTITA
1 8601 Ba umopel va avénbei oe 10 mg ko 20 mg.

Houdrotpiroc wAnBoouog
To Levitra dev evosikvotar og dropo nhikiog kdtom tov 18 etdv. Agv vdpyetl oxetikn EvOelEn yio ™
xpnon tov Levitra og moudid.

Xpnon o€ acbevels mov ypnooToiony GALo PopUaKEDTIKA TPOIOVTO.

Tovtoypovy ypnon twv CYP3A4 avactoléwv

Otav ypnoonoteitor og cuvovaoud pe avactoreic tov CYP3A4 dnwg 1 epvbpopvkivi N n
KhaptBopokivn, 1 §6on tov vardenafil dev npémet va vepPaivet To 5 mg (PA. Topdypogo 4.5).

Tpoémog yoprynong
IMa amd otouaTog ¥pron.

4.3  Avtevosieg

YnepevoicOnoio 6tn dpactiki ovsia 1| 6€ KATOL0 and Ta £KS0Y TOV AVOYPAPOVIOL TNV
mopaypopo 6.1.

Avtevdeikvutar 1 ouyyopnynomn tov vardenafil pe vitpikd 1 06teg povo&ediov Tov aldtov (0Tmg TO
VITPOOEG apOAL0) pE omoladnmote Lopen| (PA. mapaypdpovg 4.5 kot 5.1).

To Levitra avtevdeikvutal o€ acbevelg pe anmAieia g 0paong otov £va oeOoAd AOYm un
apTNPITOKNG 1ookng onttikng vevpomdbelag (NAION), ave&dptnta arnd 1o av 10 cLUPAV avTd £xet
oLOYETIGOEL 1] 0L LLE TTPOTYOVEVT XOPNYNOT EVOG aVOoTOAEN TG Pwcpodieatepdong S (PDES) (BA.
mopaypapo 4.4).

Ddoppokevtikd Tpoidvia yio tn Oepameia g oTLTIKNG ducAettovpyiog dev Ba mpémel yevikd va
YPNOUYLOTOL0VVTOL OO AVIPES GTOVG OTOIOVS dEV cLVIGTOTAL 1) GEEOVAAKT dpacTnploTnTa ( T.Y.
acBeveic pe coPapég kapdiayyelakég datapoyés Onmg 1 aotadng otBdyyn N n cofapn Kapdiokn
avenmdpketo [New York Heart Association III or IV]).

H acpdlela tov vardenafil dev &gt peretn0el otig axdAovBeg vITOKATNYOPieg 0GOEVAOV Kt ETOUEVAMS

N ¥PNON TOL AVTEVOEIKVLTAL UEXPIC OTOV VEEC TANPOPOPIES eivar dlabEcEC:

- coPapn nratiky dvciertovpyio (Child-Pugh C),

- VEQPIKT| VOGOG TEAKOD 6TOd{0V TOL amoTel aplodidAvon,

- vrotoon (aptmprokh tigon < 90/50 mmHg),

- TPOCGPOTO 1GTOPIKO EYKEPAAIKOD ENEICOOI0V 1| ELPPAYLLOL TOL LLOKOPSTov (KATE TOVG
TeEAEVTAIONG 6 PNVEQ),

- aoTodnNg oTNOAYYN Kol YVOOTEG KANPOVOLKEG EKQPUAMGTIKEG SLATOPOYES TOV AUPLPANGTPOELOOVG,
OTt®G 1 LEAYPOOTIKY apPIPANncTpostdonadela.

H tavtoypovn ypnon tov vardenafil pe tovg 1oyvpovg avaotolreic tov CYP3 A4 ketoconazole kot
itraconazole (0md TOL GTOUATOC) AVTEVIEIKVLTAL GE AVOPEG LEYOADTEPOLVS O 75 €TV.



H towtoypovn ypnon tov vardenafil pe toug avaotolreic e HIV npmtedong 6nmg to ritonavir Kot 1o
indinavir avtevosikvotal, pog kot gival moAd 1oyvpoi avactoreic tov CYP3A4 (BA. mopdypago 4.5)

H ovyyopnynon ue tov avactoréo poopodieotepdone 5 (PDES), copnepilapupavousvov tov
vardenafil,

pali pe d1eyépTeg YOLAVUAIKNG KUKAAGNC, OIS 1 PLOGLYOLATY, AvTEVOEIKVLTAL KAOMDC Propel TBavmg
va

00N YNOEL GE GLUTTOUATIKY VTTOTOOT (diTE TOPAYPAPO 4.5).

4.4  E10kég TPOEIdOTONGELS KOl TPOPVAGEELS KATE TN Y p1ioT

[pwv e&etachel ) xoprynon eappaxoroyikng Bepameiog, mpémel vo AneOei 10 10Tp1Kod 16TOPIKO KAl VoL
vivel puoikn eE€taom Yo T O1dyvmGN NG GTUTIKNG OVGAELTOVPYING KOl VO EVTOTIGTOVY ThavVE
VIOKEIEVA OiTLOL.

[Ipw apyiocet onowadnmote Oepancio yio tn oTLTIKN duoAelTovPYia, Ot YioTpol TpEnel va Adfovy vToyn
TNV KOPOLHYYELOKT] KATAGTUOT TOV acOevdv ToVg, AOY® TOL OTL LIAPYEL Evog Pabuoc Kapdtokoh
KvdLvovL, Tov oyetileton pe ) oeEovaikn opactnpiotra (PA. mapdypaeo 4.3). To vardenafil &xet
OYYELOOUOTAATIKEG 1010TNTEG, TOV EYEL GOV ATOTEAEGLLO NTTIEG KO TAUPOSIKEG UEUDGEIC GTNV APTNPLOKN
wieon (BA. mapdypoeo 5.1). Acbeveic ue amoepaén Tov xdpov eEHONGNG aploTEPNS KOIATNG, .Y,
OOPTIKY] OTEVMOT Kot 10107a01 vepTpoiky vToPaAPidikn oTtévmaon, uropel va givat evaicOnTol ot
dpaom TV 0yYELOSUCTOATIKAOV CUUTEPTLOUPAVOUEVDY TOV OVOGTOAE®V NS POCPOIEGTEPAONC
Tomov 5.

Ta pdppoxa yio tn Ogpameio TG GTLTIKNAG SVGAELTOVPYING TPEMEL VAL YPTCLUOTOLOVVTOL LLE TPOCOYN O
ac0eveic Pe avaTOUIKES OALOIDGELS TOL TEOLS (0TS YOVIMGT, (VOOT TOV OTpayy®mOdY COUAT®V TOL
néovg N voco tov Peyronie) 1} og aoBeveic mov 1 katdotact| Tovg pmopel va Tpodlabétet Yo TpLomcuo
(6TC M OPETAVOKVTTAPIKT CVOLULiO, TTOALOTAOVY HUEAMME 1 AgVyoia).

H acpdlela kot 1 amoTeAeGUATIKOTITO TOV GUVOVAUCUADV TOV EMKAAVUUEVOV e AETTO VUEVIO
diokimv Levitra pe to dtoonepdpeva 6to otopa diokio Levitra, i dhheg Bepaneieg yio Tnv oTUTIKN
duciettovpyio dev £xovv peleTnOel. Zuvenmg, 1 ¥PNOT TETOLOV GUVIVAGU®DV dEV GUVIGTATAL.

H avextikodmra g péyromg doomng tov 20 mg pmopel va etvan pikpotepn o€ nAtkiopévous acheveic
(= 65 etov) (BA. mapaypdeovg 4.2 kot 4.8).

Tovtoypovy ypnon Twv o- avaotoréwy

H tovtoypovn ypnon tov a-avactorémv kot tov vardenafil pmopei va 0dny1GEL G€ CUUTTOUOTIKY
VIOTOCT GE OPIOUEVOLS 0ioBevelg emeldn] Kat Ta dVO eivarl ayyelodtaoTaATikd. Tavtdypovn Bepamneio pe
vardenafil Oa tpénet va Eexvael uovo edv o acBevig €xel otabeponomBei ot Bepaneio pe o-
OVOGTOAELS. Xe avTovg ToVG acbeveic mov €yovv atabepomoindei pe Oepamneia pe a- avaoToleic, T0
vardenafil Oa wpénel va Eekvael e ™ YoUNAOTEPT GLUVIGTAOUEVT dOCT] TOV 5 Mg EMKUAVUUEVOV LE
Aemto vuévio dokimv. To vardenafil propei va yopnynOel omo1admoTe YPOVIKT GTIYUN UE TO
tamsulosin 1 pe To alfuzosin. Me dAlovg a-avactoleic, Oa mpémet va Anedel vdym Eva ypovikd
pecodidotnua 6tav to vardenafil cuvtayoypageital tavtdypova (PA. mapdypapo 4.5). e avTtog TOVg
aoBeveic mov Aappdvovy 1on v KatdAinAn o06or vardenafil, n Oepaneio pe a-avactoleic Oa mpémet
va, Eekvdet pe T younAdtepn 06on. LTadloKky avénon ot 6001 TV 0-0VIGTOAEWV UTOPEL Vo
GUVOSELETAL LE TEPALTEP® UELMOT] TNG OPTNPLOKNG TTieons o€ acBeveic mov Aappdvovv vardenafil.

Tovtoypovy ypron twv CYP 344 avoororéwv

H tovtoypovn ypnon tov vardenafil pe toug 1oyvpotc avaotoreig tov CYP3A4 6mwg n itraconazole
kot ketoconazole (a6 Tov GTOHOTOC) TPEMEL VOL ATOPEVYETAL OEGOUEVOL OTL EMTVYYAVOVTOL TTOAD
VYNAEG ouykevipdoelg vardenafil 6to TAAGHo OTAV OVTE TO POPUAKEVTIKG TPOTOVTA GVVIVLUGOOHV
(BA. mapaypdeovg 4.5 ko 4.3).

[Ipocappoyn docoroyiag Tov vardenafil pmopet va gival amapaitn 6Tav 3opNyovVIOL TOLTOYPOVE



pétpiot avootoreig tov CYP 3A4, dnwg 1 epuBpopvkivn kot 1 KAapvBopvkivy (BA. mapaypdeovg 4.5
Ko 4.2).

Tavtoypovn ypron pe to grapefruit 1 to youod grapefruit, avopévetar va ovENGEL TIG GLYKEVTIPDOGELG
tov vardenafil oto mAdopa. H cvyyopnynon npénetl va amopebyston (BA. mopdypago 4.5).

Eridopaon aro didonua QTc

E@dna& amo tov otopatog 60celg 10mg ko 80mg vardenafil, £yovv deiéetl empunrkuven tov
dwompatog QTe katd éva péco 6po 8msec kot 10msec avtictoya. Eednaf 6ceig tov 10 mg
vardenafil cuyyopnyodueveg tavtdypova pe 400 mg gatifloxacin, pia SpacTiKi ovoia pe cuyKpioun
emidpaon QT, £dei&av pia Tpdcbet emidpacn tov QTc tv 4 msec dtav cuyKpiONKaV Kot e TV Kade
dpaotikn ovoia Egxwptotd. To KAviKo avTtikTtumo avtmv TV aAlaydv tov QT dev eivar yvooto (PA.
napdypoeo 5.1).

H xAwviki cveyétion autol Tov evpduatog eival Ayvmaotr Kot 6gv Umopel va yevikeLOel yio OA0VE TOvg
acBevelg og Oleg TIG TEPMTAOOELS, KOODS EE0PTATAL OO TOVG UTOLLKOVG TAPAYOVTEG KIVOUVOL Kot
gvaoOnoieg mov pmopel vo VILAPYOVY OTOLAONTOTE GTLY LT G€ 0TO10dNTOTE 00HeV). PaPULAKEVTIKA
TPOTOVTO, TOV Prmopel va emunkvuvouy to dtdotnua QTc, cvurepirappavopuévov tov vardenafil, sivat
KOADTEPO VO ATOPEVYOVTAL GE 0GOEVELG e OYETIKOVG TAPAYOVTEG KIVOUVOL, Y1 TAPASELY L,
vroKoAlotpio, cuyyevn empfkoven Tov QT, Tavtdypovn YopNyNon avIiappLOUKOV QOPUOKEVTIKOV
wpoiovtav ¢ taénc I (m.y. quinidine, procainamide) 1§ tng Tdéng III (7., amiodarone, sotalol).

Eridopoon amnv opoon

"Exovv avaeepbei dtatopayéc T 0paong Kol TEPUTTMGELS [T APTNPLITIOIKNG LOYOUIKNG OTTTIKNG
vevpomdBelag pe tn yopnynomn tov Levitra kot tov GAlwv avactorémv g PDES. Ot avaiidcelg tov
OEQOUEVOV TTOPATHPTNONG VITOINADGVOLY aVENUEVO KIvOLVO 0EELG [T apTNPLITIOIKTG LOYOUIKNG OTTTIKNG
vevporabeiag (NAION) og avdpeg pe oTuTikn duoieitovpyio uetd ond éxbeom oe avaoctoleic PDES,
omwg ta vardenafil, tadalafil xou sildenafil (BA. mapdaypago 4.8). Kabmbg avtd pmopel va etvat oxetikd
v 6A0VG TOLG 0oBeveig mov ektifevion og vardenafil, 0 acBevig Tpémel va evnuepmveTal 6Tl G
mePinT®ON aPpvidlag StTapoyng TS OPOUCNG, TPEMEL VO, GTANATAGEL TN ANYT Tov Levitra Kot va,
ocvppovievtel dueca watpo (PA. Topdaypago 4.3).

Eridpaon oy orpoppayio

Meléteg in-vitro, e avOpoOTIVA OUOTETAALN, VTOSEIKVVOVY, OTL TO vardenafil dev €xet dpdon Katd g
GLGGMPELOTG TOV ALUOTETAAI®V OO OV TOL OAAL GE VYNAES (VTTEP-OEPUTEVTIKES) GLYKEVTIPMOGELG
to vardenafil evioybel T dpdom KATA TG CLGGMOPEVCTG TOV OLUOTETAAIDY TOL VITPOTPMSSIKOD
vatpiov, 80t povoewdiov Tov al®@tov. Xtovg avBpmmovg, to vardenafil dev £xel emidpacn ato ypdvo
alpoppoyiag amd HOVO TOL 1) 6 GLVOVAGUO LE TO AKETVAOGOAKVALKO 0ED (PA. Tapdypago 4.5). Agv
dratifevton oTotyein yio TV acediela ot yopnynon tov vardenafil e acOeveic pe drotapayéc
aloppayiag 1 evepyd mentikd EAkoc. Emopévmg to vardenafil mpémet va yopnyeitol 6 awtovg Toug
acBeveic povo petd and TpocsekTikn aEloAdynon TG O®PEAELONS - KIVOUVOU.

45  Allemopdosic pe GALo QUPPIKEVTIKA TPOIOVTO KOl GAAES popPES ahinAemiopaong

Emdpdoeig GAAOV @appokeuTik@V tpotdvimv oto vardenafil

Melétec in- vitro

To vardenafil petapoiileton kKupimg amd ta Nroaticd Evivpa, HESO ToL 1opopPoL 3A4 Tov
kutoypopatog P450 (CYP) pe kdmowo copforn and ta ieopopea CYP3AS kot CYPP2C. Enopévag,
0l OVOGTOAELS AVTOV TV 160eVEOU®V UTOPEL VO, LE®GOLY TNV Kabapon tov vardenafil.

MeAérec in-vivo

Svyyopnynon tov avactoréo, TG Tpwtedong tov HIV indinavir (800 mg tpeig popéc nuepnoimg),
evog woyvpov avactoréa tov CYP3A4, pe vardenafil (10 mg emkaAvppéva e Aemtd vpévio dokia),
elye wg amotéheopa o Kot 16 popég avénomn oty AUC 1ov vardenafil kot pio kot 7 gopég
avEnomn ot Chax TOV vardenafil. e 24 mpeg ta enineda mAdopotog Tov vardenafil iyav peiwbel
nepinov 610 4 % tov péyiotov emmédnv TAdopatog tov vardenafil (Chay).

Svyyopnynon vardenafil pe ritonavir (600mg dvo QopEg NUEPNGIME), ElXE WG OMOTELEGUA, LULOL KOTA



13 popéc avénon ot Crax Tov vardenafil ko pio kotd 49 gopéc avénomn oty AUCy.»4 Tov vardenafil
otav ovuyyopnyndnke pe vardenafil 5Smg. H adinAenidpacn eivar cUVETELN TG OVOGTOANG TOV
nrotikoy petaforicpon tov vardenafil amod to ritonavir, Evav moAd 1oyvpo6 avactoréa tov CYP3A4, o
omolog emiong avactéiel to CYP2C9. To ritonavir exipunkivel onUovtikd to ¥pdvo nulmng Tov
vardenafil og 27.5 dpeg (PA. mapdaypago 4.3).

Yvyyxopnynon ue ketoconazole (200 mg), evog ioyvpov avactorén tov CYP3A4, e vardenafil (5 mg)
elxe o¢ amotédeoua tnv katd 10 popég avénon g AUC tov vardenafil kot tnv katd 4 opéc avénon
G Cmax TOL vardenafil (BA. mopdypago 4.4).

Av ka1 e101KEC pedéteg aAlnAenidopaong dev €xovv devepynbet, n tawtdypovn xpion ALV 1o LPOV
avactorémv tov CYP3A4 (6mmg 1 itraconazole ), eivol avopeVOUEVO VO TPOKAAEGOLV ETimed
mAdopotog vardenafil cuykpiowa pe avtd mov mapnydncav and v ketoconazole. H tavtodypovn
xpnion Tov vardenafil pe toug 1oyvpovg avactoreic Tov CYP3A4 6mmg 1) itraconazole ko ketoconazole
(amd otépaTog xpnon ) o mpénet vo amopevyetal (PA. mapaypdapovg 4.3 kot 4.4). Xe dvopeg
UEYOADTEPOLG TV 75 €TV 1 TOWTOYPOVN ¥pnriomn tov vardenafil pe tnv itraconazole 1| ketoconazole
avtevdeixvotal (PA. mapdypoo 4.3).

H ovyyopnynon pe epvBpopvkivn (500 mg tpeig popég nuepncing ), evog avactorén tov CYP3A4, pe
vardenafil (5 mg) giye w¢ amotérecua v kotd 4 opéc avéEnon otnv AUC tov vardenafil kot xatd 3
eopéc avénomn ot Crax. [laporo mov pa e101kn pehétn oAAnAenidpaong dev £xetl dieloybel, n
ouvyyopnynon g kKiapBopvkivng avapévetar va empépel avtiototyeg emdpdoelg otnv AUC tov
vardenafil ko 6TV Crax. Mmopetl vo givon amapaitntn 1 tpocopuoyn g docoroyiog tov vardenafil
OTAV YP1CILOTOLEITAL GE GLVOVAGHO pe Evav péTpro avaoTtoréa tov CYP3A4 dnwg 1 epvbpopukivn 1
1 KhapvBopvkivny (BA. Tapaypdpovg 4.2 kai 4.4). H oetidivn (400 mg dvo popég nuepnoimg), Evag
U1 €101KO¢ 0vOoTOAENS TOV KuToypdpotog P450, dev elye kapia enidpaomn otnv AUC kat Cpax TOV
vardenafil, 6tav cuyyopnynOnke pe to vardenafil (20 mg) o€ vyieig eBerovtéc.

O youdg grapefruit, £voc acBevig avacstoréag Tov petaforiopot tov CYP3A4 oto eviepikd toiympua,
Umopel va 001 yNoeL o€ PETPIEG AVENTELS TV emmEd®V Tov vardenafil oto TAdoua (PA. Tapdypoapo
4.4).

H ¢poppokokivntikn Tov vardenafil (20 mg) dev ennpedotnie amd Tn GLYXOPNYNON UE TOV
avtayoviot H-2, 1o ranitidine (150 mg dvo popéc nuepnoiong), to digoxin, to warfarin, to
glibenclamide, v aAkooAn (L€co UEYoTO emimedo aAkodAng oto aipa 73 mg/dl) | and epdmas
d0oe1g avtid&vov (magnesium hydroxide/aluminium hydroxide).

Av kot dev €yovv dlevepynbei eldikég pehéteg aANAETIdpaGNC Y10, OAN TOL POPIOKEVTIKA TPOTOVTQ, 1)
TANBVCUIOKT QAPUAKOKIVITIKY aviAvuon dev £0€1Ee KAmol EMIOPACT] TN POPLOKOKIVITIKT TOL
vardenafil, 6tav yopnynOnke TavTOXPOVA LE TO TAPAKATO PAPLLOKA: AKETVAOGAMKLAKS 0EV,
avaotoAeic tov MEA, B-avactoleic, acOeveic avactoAeic tov CYP 3A4, diovpntikd Kot
(POPUOKEVTIKG TPOTOVTa Yo T Bepameio Tov diafnn (sulfonylureas kol metformin).

Emdpdoeig tov vardenafil og dAda @oppokevtikd npoidvea
Agv vrdpyovv otoygia yio TNV aAAnAenidpacn tov vardenafil pe pn €181kovg avasToAElC TNG
PMGPOOIEGTEPACONG OTIMG 1 BE0PLAATVT T} 1] SUTLPIOALUOAN.

Melétec in-vivo

Koapia gvioyvon g vwoTacikng EVEPYELNG TNG VTOYAD GGG VitpoyAvkepivng (0,4 mg) dev
napotnpenOnke 6tov to vardenafil (10 mg) 666nke g didpopa ypovikd dwouotuatoe (1 h émg 24 h) mpwv
N 800 TG VitpoyAvkepivng oe po pehétn pe 18 vyieic dvopec. Adon vardenafil 20mg evioyvoe v
VIOTUGIKY dpdon TG VTOYA®GGloG vitpoyAvkepivng (0.4mg) mov Aednke 1 kot 4 mpeg uetd
yopnynon vardenafil o€ vyeig péong niikiog aobeveic. Agv mopatnpnnke exidpoacn otV apTNPLOKN
mieon Otav 1 vitpoylvkepvn ANeOnke 24 dpeg LeTd T Yop1ynon eeanal doong vardenafil 20mg.
[Mop’6la avtd, dev vdpYoLY TANPOPOPIES Yo TNV TBUVT EVIGYLON TNG VTOTUGIKNG dpdong TV
vitpik®v amo to vardenafil oe acleveic, emopévmg n TawtdYpovn xpron avievosikvotor (BA.
napdypoeo 4.3).



To nicorandil givat VPSS GVVOILOCUOG EVEPYOTOINTY TOV SLOVA®Y KaAiov Kot vitp@oovs. E&attiag
NG VITPOSOVG OUASOG TTOL TTEPIEXEL, £xel TOavOTNTA coPaprg oaAnienidpaong pe to vardenafil.

KoaBac 1 povobepaneio e a-ovactoreis pmopel vo TpoKaiésel GNUAVTIKTY LEIOOT) TN OPTNPLIKNG
mieong, Wwitepa 0pHOCTATIKT VTOTOGCT) KO GUYKOTN, £(0VV dlevepyn el pedéteg aAANAemidpaong e
to vardenafil. Xg dvo peAéteg aAANAETIOpAONG LE VYIELG VOPLOTAGTIKOVG E0EAOVTEC KATOTLY TayETOG
TITAOTTOINONG TOV a-0vaoTorémv tamsulosin 1 terazosin o€ VYNAEG dOGELC, avapépOnke vedtaon (og
KATOLEG TEPMTAOCELG CUUTTOUOTIKY) O £V SNUOVTIKO aptOUO aTOU®V PETH OO GUYYXOPNYNOT| HE
vardenafil. Avaueca oto dropo mov Bepamedbnkav pe terazosin, wapotnpnONKe TO GLYVA LTOTACN
otav 1o vardenafil kot To terazosin yopnynOnkav tavtoypova Tapd dtov ot 006N puesorafodoe éva
XPOVIKO StaoTnue 6 WPOV.

Me Bdon to 0moTEAECUATO, TOV UEAETOV 0AANAETIOpaoNg Tov de&nydnoav e to vardenafil o
acOeveic pe kalonOn vrepmiacio tov tpootatn (KYTII) o otabepn Oepaneia pe tamsulosin, terazosin
n alfuzosin:

. ‘Otav 1o vardenafil (emicodvppévo pe Aemtd vuévio diokia) yopnynonke o 06celg Towv 5, 10 1 20
mg og acbeveig mov Nrav pvbuicuévor pe tamsulosin, dev VINPEE CLUTTOUOTIKY LEI®ON GTNV
aptnplokn mieon av kot 3/ 21 acheveic mov Bepanevfnkav pe tamsulosin mapovoioacay pio
TOPOSIKT) GLGTOAIKT APTNPLOKN Ttieon og OpOa Béom, pucpdtepn ond 85 mmHg.

. Orav 1o vardenafil Smg ( emkaAvppévo, pe Aemtd vuévio diokia) yopnynnke tavtodypova Le
terazosin 5 10 mg, 1 a6 tovg 21 acheveic eupdvicay GUURTOUATIKT 0pBOGTATIKN VITOTUOT).
Agv opatnpnonke vrdtacn dtav ot yopnynon Smg vardenafil ko terazosin pesorafovoe
YPOVIKO ot 6 opmVv.

. Orav 1o vardenafil (emxaAivupévo pe Aemtd vuévio diokia) yopnynbnke oe ddoeig tov 51 10 my
oe acBeveig mov NTav pubouévor pe alfuzosin, oe ohykpion pe 1o glkovikd EapLAKO, dev
VI PEE CLUTTOUATIKN UEIMGN GTNV CPTNPLOKT TEST.

Emopévmg, n tavtdypovn Bepaneia Bo mpémet va Eekivael povov dv o acbevig éxel otabepomotn el
o Bepomeio pe Tovg a-avacToAeic. Xe antovg Tovg acbeveic mov €yovv otafepomombei otn Bepomeia
Le a-ovooToAels, To vardenafil Oa mpémet va Egkivael pe T YOUNAOTEPT CLVIGTMOUEVT dOCT TOV 5 mg.
To Levitra pmopei va, yopnyeitor omotadnmote ypovikn otryun pe tamsulosin i pe alfuzosin. Mg
GAlovg a-avacTtoAeic, Oo Tpémel va AneOei vwdym Eva ypovikod ddotnua e doomng, otov To vardenafil
ocuvtayoypoesitan Totodypove (BA. Tapdypago 4.4).

Agv opatnpnOnkoy onuoviikég aAniemdpaoelg otav n fapeapivn (25 mg), n onoia petaforileton
amo to CYP2C9, 1 n diyo&ivn (0,375 mg) cuyyopnynonkav pe to vardenafil (20 mg emtkaivppéva pe
Aemto vpévio dokia). H oxetucn Prodabecipotnta e yAMPevihapiong (3,5 mg) dev enmnpedotnke
otav cvyyopnynonke ue to vardenafil (20 mg). e o €181k perétn, 6tav to vardenafil (20 mg)
ocvyyopnynonke pe Ppadeiog amodéouevong vigedtivny (30 mg 1} 60 mg) ce vaepTUGIKOVG acbeVEic,
vmp&e o emmpdohen pelmon 6T CLGTOMKN apTNPLOKY Ttieon og VTIa Béon ion pe 6 mmHg kot
oTN SCTOAKN apTNplaxy mieorn o€ vto Oéon ion pe S mmHg, Tov cuvodedtnray e avénon oy
KapdloKn cuyvotnTa ion e 4bpm.

Orav 1o vardenafil (20 mg emtkalvppéva pe AeTTo VUEVIO dloKin) Kot 1) AAKOOAT (LEGO HEYIOTO
eninedo aAkoOANg ato aipa 73 mg/dl) AnebBovv pali, to vardenafil dev evicyvoe v emidpacn g
OAKOOANG OTNV aPTNPLOKT TECT KoL TNV KOPIKT cLYVOTNTO KOL 1] GOpLOKOKvNTIKY ToL vardenafil
dev petafinonke.

To vardenafil (10 mg) dev evioyvoe v abénom tov xpdvov aroppayieg Tov oPeileto o
AKETVAOGAALKVALKO 0&D (2 x 81 mQ).

Ploctyovdt

[MpoxAvikég peréteg £dei&av emmposhetn GLOTNHATIKY PEI®ON TNG OPTNPIUKNG TTiEGNC OTAY
OLVOVAGTNKOV aVOGTOAEIC poo@odiestepdong 5 (PDES) pali pe prostyovdtn. e kKMvikég LEAETES, 1)
prootyovdtn £8eiée po avénon oty VIOTAGIKY dPACT TOV OVAGTOADY pwo@odieotepdong 5 (PDES).



Agv vp&e kapia £voeiEn yia euvoiki KAVIKY 0pdon Yo avTdv ToV GUVILAGIO GTOVG TANBVCHOVE
mov peretnOnke. H tavtdypovn ypnomn e ploctyovdtng pe avaotoreic poopodieotepdong S (PDES),
ocvpmeptapPovopévou tov vardenafil, avtevdeixvotan (deite mapdypagpo 4.3).

4.6 Tovipétnra, kOnon km yorovyio

To Levitra dev gvdeikvotal yio xpron and Tig yovaikeg. Agv vdpyovv peiéteg pe to vardenafil o
€yKveg yovaikeg. Agv dtotifevtor ded0UEVO GYETIKA LE TN YOVILOTNTA.

47 Emopacelg 6Tny tkavoTiTo 001Y161S KO YEIPLGHOD U OVAV

Agv TpayoTOTOmONKOV LEAETEG OYETIKA LE TIC EMOPACELS OTIV IKAVOTNTO 0O1YNGNG KOl EPICUOV
UNYovav.

Koabng éxel avapepBei {aAn kot avopodieg oty dpacn og kKAviKEG dokipég pe to vardenafil, ot
acBeveic mpémel va yvopilovv v avtidpacn Tovg oto Levitra mpv 0d1nyNcGouvV 1 YEPLGTOVY PNYUVES.

4.8  AvemOOunTteg evépysleg

[TepiAnym T0L TPOPIA acPaAELOg

O avemBounteg evépyeteg mov avoeépnkay pe to Levitra emkaAvppéva, e Aemtod vuévio dlokia i pe
ta 10 mg diokio Sl0CTEIPOUEVO GTO GTOUN OTIG KAVIKEG OOKIUES TV YEVIKEA TAPOSTKES KO NTLES £G
uétpiec ot @Vo1 tovg. H 1o cuyvd avaeepduevn averiBountn evépyeia mov cuppaivel 6€ T0606TO
>10 % TV achevdv etval TovokEPaAog.

[Tivakog pe Tic avemBounteg evépyeteg

Or avemBounteg evépyeteg mapoatibevral cupemva pe T cuvinkn cuyvotntag MedDRA: moAl cuyvég
(21/10), ovyvég (=1/100 £mg <1/10), oyt suyvég (21/1.000 £mg <1/100), omdvieg (>1/10.000 éwg
<1/1.000) kou pn yvootég (dev propobdv va ektiunBovv pe Baon to dbécipa dedopéva).

Evtog k40 katnyopiog cuyvotntag eLeaviongs, ot avemBOUNTeG eVEPYELEG TaPaATIOEVTOL KOTA
oBivovoca celpd coPapdTnTag.



O Tapokdto avemBounTeg evépyeleg Exovv avapepOet:

Katnyopia / oAv Yoyvég ‘O ovyvég Yrdvieg Mn I'vootég (Sev
Opyoviko oVYVEG (>1/100 xor | (=1/1.000 Ko (>1/10.000 xon UTopoHV va
Tootnpe (>1/10) <1/10) <1/100) <1/1.000) ekTiun0ovV pe
Baon ta
orabéota
oedouévar)
Aoydgelg ko Enrepukitida
TOPUGITAGCELS
Awtoapayés Alhepykd AMldepytcn
0V oildnua Kot ovtiopaon
OVOGOTOU|TIKO ayYEL0010M et
U GLGTHNOTOG
Poyotpikég Awtapoyn tov | Ayyog
owutapayég VIVOL
Awrapoyéc Kepariaiyia | ZéAn Yrnvniia YuyKomn
TOV VELPIKOV [HoparsOnocio Xracpol
GUGTI|LOTOG Kat Apvnoia
dvcatcOncia
Op0aipkég Ontikn AvEnon oy Mn apTnPITIdIKy
owtapayés dTapoayn gvoopBai o mpdcOia 1oyouKn
OpBaipikn mieon OTTIKT|
vIepoio Avénuévn vevpomdOein
Ontikég dakpvpota Ontikég
YPOUOTIKESG OLOTOPOYES
TOPOLOPPDCELS
OpBadpuKog
TOVOG KO
evoyAnon
DdwtopoPia
AwoTapayég Eppoéc IALpVidla KOP®OT)
TOV MTOG KAl TAvyyog
TOV
Aafopivlov
Kopowrkég AloOnpua "Epepaypa tov
owtapayés TOALDV pookapdiov
Tayvkapdio Kotuokéc
TayvoPPLOLiEg
XmOayym
Ayyelokég "E&ayn Yréptaon
owurapayég Yroétaon
Awtoapayés Pwu Avcnvola Erioctaén
T0V Zopedpnon | Zvpedpnon twv
OVOTVEVGTIKOD napappivieov
GULOTILOTOG, KOAT®V
T0V OOpaka
K01 TOV

pEG00MPaKIOV




Katnyopia / MoAv Yoyvég ‘O ovyvég Yrdvieg Mn I'vootég (bev
Opyoviko GUYVES (>1/100 ko | (>1/1.000 ko (>1/10.000 xon LITOPOVV V.
Xvotnpo (=1/10) <1/10) <1/100) <1/1.000) ekTinOouv e
Baon ta
oloféotLa
OEdOUEVDL)
AwoTapayég Avoreyia lactpooicopayt
0V KN
YOGTPEVTEPLKO TOAVOPOUN O
)] lootpitida
Taotpeviepiog
KOl KOTMOKOG
TOVOG
Aldppoia
"Epetoc
Novtia
Enpooctopia
AwoTapayég AvEnon otig Avénon om v-
TOV 1TOTOG KOL TPAVGOULVAGES | YAOLTAUVAOTPOVG
TOV oepaong
XOANQOp®V
Awtoapayés Ep0Onpa Avtidpaon
TOV 0$PROTOS E&dvOnpa poTtogvacinoiog
K01 TOV
VT0o6pLOV
16700
AwoTapayég [M6évog oty
0V TAGTn
LVOOKELETIKOD AvEnon oty
GUGTIOTOG KPENTIVIKY|
KOl TOV POGPOKIVACN
GUVOETIKOD Mvuahyia
16700 Avénpévog
LiKOG TOVOG
Kol KPOUTES
AwoTapayég Ayatovpio
TOV VEQPAOV
KU1 TOV
0VPOPOpMV
00V
Awtoapayés AvEnon g [pramopog Atpoppoyio Tov
T0V o100 mEOVg
AVOTOPAYOYLIK Apatoomeppio
0V GUGTI|HLATOG
K01 TOV Ho.oTOV
Tevikég AloOnpua Owpuakikdc TOVOg
dwuTapayis Ko adafeciog
KOTUOTAGELS
™G 000V
XOPNYNONS

[Teprypaen) emleypévov avemBOUNTOV EVEPYEIDY
"Exovv avapepbei atpoppayio Tov TEOLE, AUOTOGTEPIIO KO OLOTOVPI0 GE KAVIKEG LEAETEG KOl GE
dedopéva amd ovBOpUNTES LETEYKPITIKES OVOPOPES LE TN YP1oN T®V avacTtorémv tng PDES,

ovumepthapBovousvng g vardenafil.
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e wo d6on tov 20mg emikaAvppévo pe Aerto vuévio diokia Levitra, ou nhkiouévol acbeveic (> 65
ETMV) glyov LYNAOTEPES cLYVOTNTEG 08 KePaaAyies (16,2% katd 11,8%) wan {éAn (3,7% xotd 0,7%)
amo OTL 01 veoTepol 0obevelg (<65 etmv). [evikd, N eninton Tov avemBOUNTOV eVEPYEIDOV (E1O01KA N
«CaAny») éxer koTadeyOel 0Tt elvar ELappdc VYNAGTEPN € 0oheVeElg e 16TOPIKO VTEPTAGTC.

Hapatnpnoeic petd v KukAopopia

Ayyeraxcés orotopoyés

YoBapég KopdlayyelokES OVTIOPAGELS, CUUTEPIAAUPAVOLEVIC TNG OYYELOEYKEPUAIKG OLLLOPPAYING, TOV
a1PpVidlov Kapdlakol Bavdtov, Tng TOPOdIKNG IOYOUIKNG TPOSPoANG, TS aoTafobc oTnOayyNS Kot TG
KOWMOKNG appulpiog, Exovv avapepbel, o YPOVIKT GLGYETION, LETA TNV KUKAOPOPia GALOV
QOPUAKOV OVTNG TS KATNYOoPiog.

Avogopd mBavoroyoOUEVOV OVETIBOUNTMOV EVEPYELDV

H avagopd mbovoroyodpuevov avemBountov evepyeimv PETA amd T Yopnynon adelog KukAopopiag
TOV QUPUOKELTIKOD TPOIOVTOG elvar onpavtikn. Exitpénet tn cuveyn mopoakolovnon e oxéong
0PELOVG-KIVOHVOL TOV QUPOKEVTIKOD TPOIOVTOG. ZNTEITOL AT TOVG EMAYYEALOTIEC TOV TOUEN TG
VYELOVOUIKNG TTEPIBAAYNG VO VOLPEPOVY OTTOIECONTTOTE TOUVOAOYOVUEVEG AVETIOOUNTEG EVEPYELEC
HEG® TOV €BVIKOD GLGTHLATOG AVAPOPAG TTOL avoypdpetal oto Hapdpmua V.

4.9 Ymnepdoosoloyia

Y& ueléteg ebehoviav, pe epdmal doon, d6celg £mg kot 80 mg vardenafil (semaivppéva pe Aemntd
VUEVIO O1oKi) TNV NUEPA, NTOV AVEKTEG XWOPIG VO TAPOVGLUGTOVY GOPapEC avemBOUNTEG EVEPYELEG.

Orav 1o vardenafil yopnynOnke oe vymiotepeg 60GELG KL O GLYVE OO TO GUVIGTMOUEVO SOGOAOYIKO
oynpa (40 mg emikaAvppéva pe Aemtd VUEVIO d1okio dVO POPES NUEPNCIMG.), avapépinKay
TEPMTOGELG coPapod TOVOL TNV TAATH. AVt deV GUGYETILETOL e OTOLOONTOTE LLTKT 1 VEVPOLOYIKT
to&oTNTa.

Yg TEPIMTOOELG VIIEPOOGOAOYING, Ba Tpémel va epapprolovtal To. GuvHON VTOCTNPIKTIKA HETPA, EPOGOV
arorteitot. H veppikn aipokdaBapon dev avapéveral va enttayvvel Ty Kaboapon pe 6edopévo 0Tt 1o
vardenafil decpedetan og VYNAO TOGOGTO GO TIC TPOTEIVEG TOL TAAGUUTOC Kot OgV amofOAAETOL GE
GNUOVTIKO TOGOGTO Amd TO OV

5. DOAPMAKOAOI'IKEX IAIOTHTEX
51 @appokodVVOPIKES 1O10TNTES

dapuaxobepamsvtikn katnyopio: Ovporoywkd, Pdppoka Tov ¥pPNoLLoToovVTOL Y1 Tr SuGAELTOVPYin
oTtoong, kedikoég ATC: GO4BEO9

To vardenafil givon pio amd tov otopatog Bepaneio yia ) Pertimon g Asttovpylag TG oTOONG O
GVOPEC LLE OTLTIKT QLVGAELTOVPYia. X€ PUGIOAOYIKEG GLUVOTKES, ONANOT| e oe&ovaAikn di€yepon,
amokodloTd TV avemopKT 6THGT aVEAVOVTOC TN POT TOV GULOTOC GTO TEOG.

H d1éyepon tov méovg givar pa arpodvvapukn dadikacio. Katd tn didpketo tng ce£ovolikng
diéyepong, ameievBepdvetatl 0&gidlo Tov almTov. AvTo evepyomolei to évlupo guanylate cyclase,
€XOVTOG MG AMOTEAEGLLOL ALENEVA EMITESA TNG KVKAIKNG HOVOP®OGPOPIKNG Yovavosivins (cGMP) oto
oLPAYYMDOEG COUM. AVTO GTN GUVEYELD EYEL OC ATOTELEGHLO TN YOAAP®GT TOL AgiOV HLIKOV 1GTOV,
eMmTpEmoOVTOC TNV avENUEVN €16pon Tov aipatog oto méog. Ta enineda g cGMP pvOuilovrot amod to
pLuOuo ovvBeong péow g guanylate cyclase ko amwd to pLOUO ATOKOSOUNONG HECH TMV
VOPOATIKOV pmcpodieotepac®v (PDEs) tg cGMP.

To vardenafil givon évog 1oyvpog Kot eKAEKTIKOG OVAGTOAENG TNG EOIKNG POOPOSIEGTEPAONS TOTTOV 5
(PDES) tg cGMP, ¢ emikpotésTtepng POGPOJIESTEPACTG TOV CLPAYYDIDY COUATOV TOV

avBpomov. To vardenafil evicgyvel Eéviova Tty enidpacT Tov £vdoyevolg 0&e1diov Tov al®Tov G6To
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oVpayYMOES odpa, avactéllovtag v PDES. Otav aneievBepdvetan to 0&eidio tov aldtov o€
amavinon otn oe&ovalikn di€yepon,  avootoin ¢ PDES a6 to vardenafil éyel og amotélecua
avénuéva emineda g cGMP oto cupayyndeg copa. Emopévmg, n oe&ovaiikn diéyepon gival
amopaitntn ywo to vardenafil, ®ote va Tapdyel To evePYETIKA, OEPATEVLTIKG ATOTEAEGLOTAL.

Mehéteg in- vitro €ovv dgiéel, 0TL To vardenafil eivon mo 1oyvpd otnv PDES and 611 og dAdec yvwotég
pwopodiestepdoes (>15 popég oe oyéon pe 1ig PDE6, >130 popég oe oyéon pe tig PDE1, >300 @opéc
oe oyéon pe tig PDE11, xon >1000 gopéc o€ oyxéon pe tig PDE2, PDE3, PDE4, PDE7, PDES, PDE9
kot PDE10).

e wo, pedét mAnbuopoypagiag tov méovg (RigiScan), to vardenafil 20 mg npokaiovoe 6THGELS, TOV
BewpnOnrav wavomomtikég yia dieiocdvon (60 % oxAnpotnta pe 1o RigiScan) og opiopévoug Gvopeg
pohgoe 15 Aemtd petd ) d60om. H cuvolikn avtamdkpion avtodv tov aclevov oto vardenafil £yive
OTOTIOTIKA OTLLOVTIKTY, GE GYECT LE TO EIKOVIKO QAPLOKO, 25 AemTd uetd tn 600m).

To vardenafil mpokaiel NTieg kKot TAPOSIKES LEUDGELS GTNV APTNPLOKT THEST), O1 0TO1EC OTNV
TAEOYN L0 TOV TEPIMTMOCEWDY deV LETOTPETOVTOL € KMVIKEG evépyeleg. H péomn péyiotn peioon ot
GLOTOMKT apTNPLOKY TTieon (o vrTio Béon) petd amd yoprynon vardenafil 20 mg kot 40 mg fTav -
6,9 mmHg yio ta 20 mg ko - 4,3 mmHg yio ta 40 mg vardeanfil, oe cUyKpion pe 1O gLkoVIKO
QAapuraKo. AVTEG Ol EMOPACELG EIVOL GE GLUPOVIO, LE TIC OYYELOIIUOTUATIKEG EMIOPACELS TOV
avactorémv T PDES ka1 opeihovton mbavag oe avénuéva enineda g cGMP ota Aglo poikd
KOTTOpa TV ayyeiov. Epdraé kot moAhamiéc amd Tov otopatog 60celg tov vardenafil éwg kot 40 mg
OEV TPOKAAEGAV KAIVIKG CTUOVTIKEG METAPOAEG GTO NAEKTPOKOPIIOYPAPTLLA VYLDV OVOIPOV
ebehovtav.

Mia epdmag 600mG, SITA-TUEAN, SIALCTAVPOVUEVT], TUYOLOTOMUEVT LEAETN og 59 vyelg dvopeg,
oULVEKPIVE TIG emdpaoelc 6o didotnua QT tov vardenafil (10mg kot 80mg), sildenafil (50mg ot
400mg) kot placebo. H moxifloxacin (400mg) copnepiAobnke wg £va SpaoTikd EGOTEPIKOD EAEYYOV.
O1 emdpdoeig oto drbotnpa QT perpridnkav pio dpa petd T d6oM (HEON trmax Y1 TO vardenafil). O
TPOTOPYIKOS GTOYOG QVTNG TG LEAETNG TOV VO, amokAgioet pia enidpacn peyaidtepn tov 10msec
(ONA., va dei&el Eddeyn emidpaong) oe epamas amd Tov oTopaTog doorm 80mg vardenafil, 6to
dtotnua QTc og ouykpion pe 1o placebo, OTmg petpndnke amod tn peTafoln Tov dtopbwuévou
Fridericia tomov (QTcF=QT/RR1/3) and T1g apyucés Tyuég émg to onueio piag mpog uetd tm o6on. Ta
aroteléopata tov vardenafil £6ei&ov o avénom oto didotnua QTc (Fridericia) towv 8msec
(90%CI1:6-9) xar 10msec (90% CI:8-11) o d6c¢e1g 10mg kol 80mg og cOykpion pe to placebo ko pia
avénomn oto QTci twv 4msec (90% CI:3-6) kar 6msec (90% Cl:4-7) oe 66ce1g 10 ko 80mg cg
ovykpion pe 1o placebo, pio dpa petd tn 6061. 10 thax , LOVO M péon petaporn oto QTcF yua to
vardenafil 80mg Ntav ektdg Tov Kabopiopévov yio T puedétn opiov (Hécog ypdvog 10msec, 90%Cl
8-11). Otav ypnowomotifnke o atopkdg TOTOC, Koo amd Tig TIHEG dev NTaV EKTOC Opimv.

Ye pio Eeyoplotn peTeyKPLTikn HeEAETN 44 vyeimv ebelovidv, epdmal d6celg Tov 10 mg vardenafil 7
50 mg sildenafil cuyyopnynOnkoav tovtodypova ue 400 mg gatifloxacin, Eva @apUOKO e GUYKPIoUN
enidpaon QT. Kot ot dvo vardenafil kou sildenafil £dei&av avénon oty enidpacn g Fredericia QTc
tov 4 msec (vardenafil) kou 5 msec (sildenafil) 6tav cuykpiOnkav kot pe To kébe Eva papuaiko
Eexymprotd. To axpiéc KAMviko avtiktumo avtd@v TV aAlaydv Tov QT dev eival yvwoTo.

Emunpbdobeteg minpogopieg yio kAvikég dokipég pe ta vardenafil 10 mg diokia dwacmelpduevo gto
oTOUN

H anoteleopotikdmro kot aoedreio tov vardenafil 10 mg diokiov dioonelpduevov 610 otoU
katadeiydnie Eexwplotd o€ Evav evpd TANBVoUO e 600 PEAETEG TOV GLUTEPIEAAPOV

701 tuyoomompévoug acbeveic pe oTLTIKH SLuGAELTOLPYia 01 omoiol VToPANONKaY ot Bepaneia Yo
¢wg 12 efdopddec. H katavoun tov acBevdv 6Tig TpokaBopiopéves Vmoopades kGAvTTE
niwpévoug acbeveic (51%), aobeveig pe 10Top1kd caxyap®d@doovg dafnn (29%), duchmdorpio
(39%) wa1 véptaon (40%).

210 GUYKEVIPOTIKA dedopéva, amd Tig dvo dokués pe ta vardenafil 10 mg diokia dwaomepdpevo oto
otoua, o1 fabfporoyieg mediov otuTiKng Aettovpyiag Tov AleBvovg Agiktn Xtutikig Asttovpyiog
(IIEF-EF domain score) ftav onpavtikd vymiotepeg pe ta vardenafil 10 mg diokio diacmeipdpeva
670 oTOUO aTd 0,71 ue To placebo.
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"Eva 1060616 71% AoV tov ce£ovaMkdv Tpocmafeldy mov avapépOnKay oTic KAVIKES SOKIUES
elyav emtuyn dieicduon o ovyKpion pe 44% OAwv Tov Tpocnabeidv oty opdda placebo. Avtd Ta
OTOTELECLOTA ETIONG OVTIKATOTTPIGTNKOY GTLG VTOOUASES, GTOVG NAMKIOUEVOLG acbevelg (65%),
o1ovg acbeveig pe 1oTopkd cayapmdoovg dtafnt (63%), otovg acbeveig pe 16TOPIKO SuGAMTIOLLLiG
(66%) ka1 véptaong (70%) dhov Tov ce£ovolkdv TpocTadel®v Tov avaeEpdnkay iyav exitoyn
dieiodvon.

Iepinmov 63% 6Awv TV 6eEovolKOV Tpoomadeidv mov avaeépdnkay pe ta vardenafil 10 mg diokia
OLOOTELPOUEVO GTO GTOUA NTAV EMTVYEIS OGOV APOPE TN S0t PNOT| TG OTOONG GE GVYKPIOT| UE
nepinov 26% OAwv TV geyydpevov pe placebo oefovolkdv Tpoonabeldv. XTic Tpokaboplopéves
VIOONADES, 57% (MAKiopévol acBevels), 56% (acbeveig pe 16Topikd cakyapddovg dwafntn), 59%
(aoBeveic pe 1otopikd dvohmdarpiag) kot 60% (acbeveig pe 16Top1Kd VIEPTUONC) OOV TV
npoonadeidv mov avapéptnkov pe ta vardenafil 10 mg diokio dtoomepdpeva 6to 6TOUA HTAV
EMITUYELG GOV 0POPA TN JUTAPNOT THG GTLANG.

Emunpoobeteg minpogopieg yia kAvikég Sokipég

e KAwvikéc peréteg to vardenafil yopnynOnke oe nepiocdtepovg amd 17.000 avdpec, pe 6TLTIKY
dvorertovpyia (ZA) peta&y 18 - 89 ypovav, morrol amd Tovg omoiovg eiyov TOAATAEG GUVOOEG
naforoyikég kataotdoels. [Tdvm amd 2.500 acbeveic siyav vmopAndei o aywyn pe vardenafil yo 6
unveg N mepiocdtepo. Ao avtovs, 900 acbeveic £xovv vtoPAndei oe aymyn yia Eva ypodvo i
mEPIGGOTEPO.

Ot mopakdto opadec aclevav avtimpocmneddnkav: nAtkiouévol (22 %), acleveic pe vréptoon

(35 %), ue caxyapmdn dwfntn (29 %), pe ok’ Kopdlomadeio Kot GAAES KapdloyYELOKES
nmadnoeig (7 %), pe ypovieg mvevpovikég todnoelg (5 %), pe vrepimdoia (22 %), pe korddiym

(5 %), ue p1likn TpootazekToun (9 %). O1 TOPOKAT® OUASES OEV AVTITPOCHOTEDON KOV KAAG OTIC
KAMVIKEG peréteg: nAkiouévol (Mikia >75 etmv, 2,4 %), Kot ac0eveic Le GUYKEKPLUEVEC
Kkapdiayyelakég madnoeig (BA. mopdypapo 4.3). Aev dievepyndnkav KAvikég peréteg o€ Tobnoelg Tov
KNZX (extdc 0d TpanUaTIoHOVG GT GOVOLAIKT GTAAT)), o€ 0o0eVeig e coPapn VEQPIKN N NTATIKN
avETmApPKELD, EYYEIPNOT TLEAMKNG YDPOG (eKTOG 0O PLLIKT TPOCTUTEKTOUN UE Slatipnon
AyYYELOVELPWOMV deNATIOV) 1} Tpav N 1 o€ axTvobepaneio kot petmpévn oegovaikn embopia 1
OVOTOKES OALOLDGELS TOV TEOVG.

Kotd 115 xdpieg khvikég dokipég,  aymyn pe vardenafil (emucaloppéva pe Aemtd vpévio diokia) giye
®C OTOTEAEGUO, L0l PEATIOOT GTI GTLTIKY AELTOVPYIO GUYKPITIKE LLE TO EIKOVIKO QAPUOKO. XE UIKPO
apud acbevav mov emyeipnoov cuvovsia yio péypt kot 4 pe 5 dPeg LETA TN dOGN TO TOGOGTO
emruyiog g deiocdvong kot 1 STPNCT TG OTVONG NTaV 6TAdEPd PEYOADTEPOG OO AVTOV LE TO
EKOVIKO PAPLLOKO.

e peréreg otafepng d0omMg (EMKAAVUIEVA e AETTO DUEVIO d1oKiN), G€ £val EVPV TANBVOUO AVOPDV LE
oTLTIKT dvoiettovpyia, To 68 % (5 mg), o 76 % (10 mg) kot to 80 % (20 mg) Twv acbevdv giyav
emtuyeic dieedvoelg (SEP2) oe aiykpion pe 1o 49 % amd ekeivoug mov ELaPav EKOVIKO PAPUOKO GE
nepiodo perétng 3 unvav. .H wavotnta va dtatnpndei  otoon (SEP 3) 6e avtdv tov euphd mAnboopod
ue XA 860nke cav 53 % (5 mg), 63 % (10 mg) kot 65 % (20 mg) oe cOykpion pe 10 29 % yo 10
EIKOVIKO PAPLLOKO.

g CLUYKEVTPMTIKA OESOUEVA OO TIG KUPLEG OOKIUES OMOTEAEGUATIKOTNTOG TO TOGOGTO TV acHevdv
7oV elyov emTuynuévn deicdvon pe to vardenafil tav OT®G akoA0VO®S: YoYOYEVIS GTLTIKY
dvcrertovpyia (77-87 %), wkti otutikn duoiertovpyia (69-83 %), opyavikn otuTikn dvsiettovpyia
(64-75 %), nlikiopévor (52-75 %), woyoupiky kapdtonddeio, (70-73 %), vrepAmdarpio (62-73 %),
POV TVELOVIKT VOG0G (74-78 %), katdOiwyn (59-69 %), kot acBeveic mov akolovBovcay
TOLTOYPOVE OYMYN HE AVTIVTEPTAGIKA Pappoka. (62-73 %).

Ye KAk peAdétn pe acbeveig pe oaxyopmon dwapnn, to vardenafil fedtimoe onpovtucd
BaBporoyia tng KAMpOKAG TNG GTUTIKNG Agttovpyiag, TNV IKAVOTNTA VO ETLTVYYAVETOL KOl VOL
Slautnpeitan 1 oTvoN APKETH YPOVO Y1 ETLTLYNUEVT] GEEOVOAIKT EMALPT KOl T1 GKANPOTNTA TOL TEOLG
G€ GUYKPIOT] LE TO EIKOVIKO Qdpuoko og docelg vardenafil 10 mg kot 20 mg. Ta mocootd
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OVTOTOKPIONG Y10 TV KOVOTNTO VO, ETLTVYYAVETOL Kol va dtoTnpeiton pia otdon frav 61 % ko 49 %
v tae 10 mg ko 64 % ko 54 % yio to 20 mg vardenafil, oe oOykpion pe to 36 % kot to 23 % g
OLLAS0C TOV EIKOVIKOD Qapuakov, o€ acheveic mov olokAnpwoay tpipnvrn Bepaneia.

e KAwikn dokun e acBeveic petd and mpoctatektoun, to vardenafil feAtimoe onpovticd ™
Babuoroyio g KAMUOKOG TNG GTLTIKNG AEITOLPYIOG, TV IKAVOTNTO VO ETLTUYYAVETOL KO VO
dtotnpeitar 1 6TOOMN APKETO YPOVO Yol EMTLYNUEVT GEEOVOAIKT ETALPT KOl TH GKANPOTNTO TOL TEOLG
0€ GVYKPION UE TO EIKOVIKO Qapuaxo o€ dooelg vardenafil 10 mg kou 20 mg. To mocootd
OVTOTOKPIOTNG Y10 TNV KOVOTTO VO, ETLTUYYAVETOL Kol Vo dtatnpeiton pia otdon frav 47 % ko 37 %
v to 10 mg ko 48 % kot 34 % yio ta 20 mg vardenafil o cuykpion pe 1o 22 % kor to 10 % tov
EIKOVIKOD QOPLAKOL o€ acbeveic Tov odokAnpwoay tpiunvn Oepameia.

e wo, KAMVIKT LEAET evéMKTNG 60c0A0Yiog, o 0oOEVEIC [1E TPAVUATIOUO GTN GTTOVOLAIKT) GTAAY, TO
vardenafil Beltinoe onuavtikd ™ Padporoyio g KAMUAKOG TS GTLTIKNG AELTOVPYiag, TNV IKavOTn T
VoL EMTUYYAVETOL KO VOL ST PELTOL 1| GTVGT aPKETO YPOVO Y10l EMTLYNUEVT] CEEOVOMKT ETOPT KoL TN
GKANPOTNTO TOV TEOVE GE GVYKPIOT| LE TO EIKOVIKO @dpuako. O aptBuog tmv acbevdv mov enaviide
oTN PVG10AOYIKT Pabpoloyia ¢ KAipaKkag TG otuTtikng Asttovpyiag katd IIEF (>26) ntav 53% v
to vardenafil oe cUykpion pe 10 9% yio to placebo. Ta TOGOGTA AVTOTOKPLONS Y10 TV IKAVOTNTA VO
EMTLYYAVETOL KO VO dtatnpeiton pa otvomn, nrav 76% kot 59% yia 1o vardenafil og oOykpion pe to
41% ot 1o 22% Y10, TO EIKOVIKO PAPUOKO Y10 TOVG 0c0eveic Tov oAoKANpwGay Tpiunvn Bepoameio kot
ot ooiot o KAMvikd kot otatioTikd onuoavtikoi (p < 0.001).

H acpdleia kot ) amotelespoticotnto tov vardenafil dtotnpnonie o€ Lokpag S10pKeENG MEAETES.

Hodrorpikodg minBuoog

O Evpomnaikdg Opyoviopoc Popudkmy el dOGEL OTUALXYT OO TNV VTOYPEMOT VITOPOANC TV
OTOTELECUATOV TV HEAETMV Y1a TN Oepameio TG 6TLTIKNAG duGAELTOVPYinG o€ [io | TEPIGCOTEPES
VITOKATIYOPIES TOL ToNd1aTPIKOD TANBVoLOV oty (PAETE Tapdypa@o 4.2 Yo TANPOPOPIES GYETIKA LE
TNV ToudlaTPIKN ¥pNon).

5.2  ®oppoKoKIvNTIKEG 1OLOTNTES

Mehétec PBroicoduvapiog karédei&av o1t To vardenafil 10 mg diokio dwaonelpduevo 61o otdua dgv
eivon Proicodvvapo pe ta vardenafil 10 mg emxoivppéva pe Aemtd vpévio diokio. Tovendc, 1
SOTEPOUEVT] GTO GTOU LOPPT] OEV TPEMEL VAL YPTGIUOTOLEITOL MG 1600VVapo tev vardenafil 10 mg
EMKOAVUUEVOV LE AETTO DUEVIO OIGKImV.

Amoppoéenon

Yo vardenafil emkaivpupéva pe Aemtd vuévio diokia, to vardenafil amoppoedrot tayvTata kot ot
UEYIOTEG GUYKEVIPMOELS GTO TAAGLLO TTOV EMLTVYYOVOVTOL GE OPIGUEVOVG AVOPEG TAPATNPOVVTOL TOAD
vopig, HOMG o€ 15 Aentd pHeTd TNV amd Tov 6TOHNTOC YopnyNnon. Eviovtolg, o€ mocooto 90 % tov
YPOVOL Ol LEYIGTEC GVYKEVTPMGELG 0TO TAAC LA emtTtvyydvovtol péca o€ 30 pe 120 Aemtd (Lécog 6pog
60 Aemtd) petd amnd yopnynon and 10 6TOpA, o€ Katdotaon vioteiag. H péon amodivtn
Brodrobecipotnta petd amd yopnynon arod to otopa ival 15%. Metd and yopnynon vardenafil omd o
otopa, N AUC kot 1 Crax 00EAVOVTOL GYEOV OVOAOYIKE LE TN 00GT G€ OAO TO GUVICTMUEVO £DPOG
d6cemv (5 — 20 mg).

‘Otav 1o vardenafil emkaAvpupéva pe Aewtd vuévio diokio Aaufavetal pe yeouo vyning
TMEPIEKTIKOTNTOG G€ AImn (To omoio mepiéyel 57 % Aimog), o Pabudg amoppOPNONG LEIDVETOL, LE
aHENGT TOV HEGOV tyax KATA pio dpa. ko péom peimon g Cmax Kotd 20 %. H AUC tov vardenafil dev
emnpealeTat. Metd amd éva yevpa mov mepiéyet 30 % Almog 10 T0c0GTd Kot 1) £KTAON TNG
amoppoenong tov vardenafil (tmax, Cmax Kot AUC) mopapévouy apeTdPAnTo GUYKPIVOLEVA. LLE TNV
YOPNYNON O€ KOTACTOCT VNOTELNG.

To vardenafil amoppo@dzot ypriyopa petd m xopnynon tov Levitra 10 mg dickiov d106TElpOuevVOv

070 otopa Yopig vepd. O dapecog ypdvog yia v enitevén g Crax KORAVONKE amd 45 £wg 90 Aentd
KoL TaV TOPOOL0G 1| EAAPPDS KoBVoTEPNIUEVOC (KATA 8 £¢ 45 AemTd) GE GUYKPLOT LE TA.
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emkoAvppéva pe Aemtd vuévio dtokio. H péon AUC tov vardenafil avénonke kotd 21 £og 29%
(neonikeg ko nMkiopévol acBeveic pe otutikn dvsiertovpyia) 1 44% (véa vy dropa) pe Ta dokia
dloomepopeva 6To 6TOpN TV 10 mg 6 cOYKPION UE TO EMKOAVUUEVO IE AETTO VUEVIO OLOKIN, MG
OMOTEAEG LA TG TOTIKNG GTOMATIKNG ATOPPOPNONG LUKPTG TOGOTNTAG TOL PAPLLAKOV GTT] GTOMOTIKN
KowotnTa. Agv mapatnpndnke otabepn dapopd ot HEST Crax LETAED TV S1oKI®V O10CTEIPOUEVDV
OTO GTOUO KOl T®V EMKAAVUUEVOV UE AETTO VUEVIO O1oKI®V.

e acbeveic mov éhaPav ta vardenafil 10 mg diokio diacmelpdueve. 6To 6TOUA PE £va YED O VYN ARG
MEPLEKTIKOTNTAG € AMmapd OV mopatnphonke Kapia enidpacn oty AUC tov vardenafil Kot 6Tov tha,
evd 1 Chax TOV vardenafil peiwbnie xatd 35% otnv katdotoon HETd amd yevpo. Me Bdon avtd ta
amoteAéopara, To vardenafil 10 mg Siokia dtoomepdueva 6to oTOpU0 Uropovy va Anedodv ue 1 ywpig
TPOON.

Edv o vardenafil 10 mg diokio daomeipopeva 6to otopa Anedodv pe vepd, 1 AUC peumdvetor katd
29%, N Crax TOpapEVEL OUETAPANTY Kot 0 OLAUECOGS tmax LELOVETAL KATA 60 AEMTA GE GUYKPLON LE TNV
npocAnym yopic vepod. Ta vardenafil 10 mg diokio diaoneipduevo 610 otope mpinel vo Aappdvovtal
Yopig vypo.

Kotavoun
O pécog 6ykog katavopung tov vardenafil oe otabepn Katdotaon eivar 208 1, yeyovdg mov pavepdvel

Katavour otoug 16tobg. To vardenafil kot o kOprog petaforitng tov oty KukAogopia (M1)
deopevovtatl o€ VYNAO Babud amd tig tpwteiveg Tov TAdcpatog (tepimov o T0606To 95 % Yo o
vardenafil 1} tov M1). Téc0 ywa To vardenafil 660 kot yio Tov M1, 1 déopevon amnod Tig TPOTEIVESG TOL
TAAGLOTOG Etvarl aveEapTnTn otd TIG GUVOMKEG GUYKEVIPMGELG TOL PUPUAKOV.

Me Bdor HeTpNOEIS 6TO GTEPHO VYDV aTOpmY 90 Aemtd petd tn d6or tov vardenafil, éva 10606710,
oy peyarvtepo amo 0,00012 % g yopnynbeicag d6omg, umopel vo eLQOvVIcTEL GTO GTEPUAL.

Buopetaoymuotiopdc

To vardenafil oto emukoivppéva pe Aemtd vuévio dtokia petafoliletar Kupiog e NTaTikod
petaforiopd pécw tov 106pop@ov 3A4 tov Kutoypdpatoc P450 (CYP) pe pepikn cuopforn amd tig
CYP3AS5 ko CYP2C copopeéc.

21ov dvBpwmo, o Kuprog petaporitng (M1) tov vardenafil otnv KukAogopia Tpoépyeton amd TV
amootBvMmon Tov kal petaforileTon Tepattépw pe amofoin amd to TAdcpo e ypodvo MU
nepinov 4 opov. TpMqpotoa Tov M1, Bpiokovtot pe T LOPPT TOL YAVKOVPOVISIOV, 6T GUGTNUOTIKN
KukAogopia. O petaforitng M1 gugovilel eKAEKTIKOTNTO TPOG TIC POGPOIEGTEPAGEC UVAAOYN AVTNG
tov vardenafil kou Tapovoidlel mepimov 28 % in- vivo dpacTIKOTNTO, Y10 T POGPOSIEGTEPACT] TOTOV
5, o ouykpion pe to vardenafil, pe amotédeopa vo cupPAAEL GTNV OTOTELECUATIKOTITO GE TOGOGTO
nepinov 7 %.

O péoog teEMkog ypovog nuilong tov vardenafil o acbeveic mov AapPdvovy Levitra 10 mg diokio
SloomelpdpEVa 6TO 0TOA KLUUAVONKE petaly 4-6 wpav. O ypdvog nulong amofoing Tov petaforit
M1 givar petoéd 3 kot 5 opdv, TUPOUOLN. [LE TO UNTPIKO PAPLOKO.

Amofoin

H oAwm kdBapon tov vardenafil and tov opyavicud sivar ion pe 56 1/h pe eraxdiovbo tehkd ypdvo
nuong mepimov 4-5 dpeg. Metd v and T0L 6TOUATOS Yop1yNnom, to vardenafil amekkpiveton pe
LOpON LETAPOAITOV KUpimG oTo KOTpava (Tepimov to 91-95 % tng d6ong mov yopnyndnke) kat o
Hikpotepo Pabpod ota ovpa (tepinov 2-6 % tng d60mg TOL YOPTYNONKE).

DapuokokvnTikd otoryeio og 101KES oUadeg asbevav

Huriouévor

H nrotikn kéBapon tov vardenafil oe nhkiopévoug vyeic eBehoviéc (dvo tav 65 ypodvav) nTov
LEWEVT o€ oOYKPLoT pe VEOLG VYLElG eBglovtég (18 - 45 ypovov). Katd péco 6po, nlikiopévol
Gvdpeg mov Aappavovy vardenafil emicodoppéva pe Aemtd vpévio dioxia, £6e1&av 52 % vymidtepn
AUC o1 34 % vynhotepn Cpax 070 vardenafil amd 611 veapotepotl avdpes (BA. Topdypapo 4.2).

H AUC ko 1 Crax T Vardenafil otoug nAikiopévoug acBeveic (nhikiog 65 €1dv 1 dvo) Tov
AapBavay vardenafil dtaomepdpeva oto otopa diokia eiye av&nbet amd 31 emg 39% kot 16 emg 21%
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avtiototya, oe ochykpion pe Toug acbeveic nhikiog 45 etdv ko kdtw, To vardenafil dev Bpébnke va
GLGOMPEVETUL 0TO TAACHO o€ acBeveic nAtkiag 45 eTdv Kot KATO 1 65 €TV 1 Aved PeTd amd eedmas
nuepnota docoroyia vardenafil 10 mg diokimv dacmelpdpevev oto otopa yio 10 nuépec.

Negpikn dvolertovpyio

Ye efelovTég e oL mg PHETPLov Pabpod veppikn dvciettovpyia (KaBapor kpeatvivng 30—

80 ml/min), n pappaxoxvntiky tov vardenafil fitav mwapopoe pe ovt TG opddag EAEYYov pe
(PLGLOAOYIKT) VEQPIKN Acttovpyio. e e0ghovtéc e cofapn veppikr dvciettovpyia (kdbapon
kpeatwvivng < 30 ml/min) n péon AUC avéndnke katd 21 % kot n péomn Crax ELaTTOONKE Katd 23 %,
o€ oVYKpIoN Ue ToVg 0eAOVTEG Ywpig veppikn duciertovpyia. Aev Tapatnpnnke oTATIOTIKA
OMUOVTIKT cLOYETION avapeso otV Kabapon kpeatvivng kot otnv £ékBeon oto vardenafil (AUC ko
Crax) (BA. mapdypago 4.2). H poppoakokivntikn Tov vardenafil dev éyel peketnei o aobeveic mov
yperalovton apokadapon (PA. mapdypapo 4.3).

Hrotixn dvaleirovpyio

Ye aoBeveic pe mov Emg péTprov Pabpov nrotikn dvciertovpyia (Child-Pugh A kot B), n kdBapon
tov vardenafil peidOnke ce avaroyio pue 1o Babuo nratikng Svoiettovpyiag. Xe acbeveic pe Nmiov
Babpod nratc) dvsiertovpyia (Child-Pugh A), n péon AUC kot Cra Tov vardenafil av&nfnkay kotd
17 % won 22 % avtictorya, 6€ GOYKPIoT UE TNV OUAda EAEYYOL VYLDV ATOU®Y. T 0oOEVELG e PETPLOV
Babuod nrotiky dveiertovpyia (Child-Pugh B), n péon AUC kot Crax Tov vardenafil avéndnke kotd
160 % war 133 % avtictoryo o chyKplon UE TNV OUAdH EAEYXOL VYOV atouwy (PA. Tapdypao 4.2).
H gpoppakokivntikn Tov vardenafil og acBeveic pe cofapd eEacbevnuévn nrotikn Asttovpyio
(Child-Pugh C) dev &yet uehen0ei (BA. mopdypogo 4.3).

5.3 Mpoxivikd dedopéva Yo TNV a6QAALEL0.

Mn-kAvikd 6edopéva dev OmOKAADTTOVV 11aiTEPO KiVOLVO Yia ToV GvOpmmo pe BAomn Tig CLUPATIKEG
UEAETEG PUPUOKOAOYIKNG AGPAAELNG, TOEIKOTNTOG EXAVOAAUPBAVOLEVOV SOGEMY, YOVOTOEIKOTNTAG,
EVOEYOUEVIC KAPKIVOYOVOL SPAGNC, TOEIKOTNTOG GTIV OVOTUPOY®YIKT] IKAVOTNTA.

6. OAPMAKEYTIKEXZ IIAHPO®OPIEX
6.1 Koatahroyog exdéymv

Hvpnvag diokiov:

Kpoomnofidovn

2TEOTIKO PLAYVT|Gl0

M1kpoKpUGTAAMKT KOTTAPIVN
KoAroedég 0&gidio Tov mupritiov, Gvodpo

Enucédioyn dwokiov:

[MoAvaBvrévo yAvioin 400
YrpopeAroln

Awo&gidto tov Titaviov (E171)

O&eid10 Tov cpov 11, kitpvo (E172)
O&eid10 Tov c1Npov 111, epvbpod (E172)

6.2 AovppoatoTnTeg
Aev epapudletor.
6.3 Awdpkero Cong

3 ypovia
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6.4 Idwitepeg mpo@uracels Kot T OAUEN TOV TPOTOVTOG

Agv vrapyovv 181kEG 00N Yieg S1aTPNONG Y1 TO TPOIOV QVTO.

6.5 @Yo K GLETUTIKE TOL TEPLEKTN

Koyén amd morvmpomuiévio/ pOAAO adlovptviov o€ KovTid Tov 2, 4, 8, 12 kot 20 diokimv.
Mmropei va. unv KuKAOQOpOLY OAEG Ol GUGKEVAGIES.

6.6 Idwitepeg TpouAacels amoppryng

Kopia g1d1kn vroypéwon yio andppiym.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Bayer AG

51368 Leverkusen

Feppovia

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX
EU/1/03/248/001-004, 021

EU/1/03/248/005-008, 022

EU/1/03/248/009-012, 023

9. HMEPOMHNIA ITPQTHXE EI'KPIZHY/ANANEQXHY THX AAEIAX
Hpepopnvia tpong £ykpiong: 6 Maptiov 2003
Huepounvia televtaiog avavémong: 6 Maptiov 2008

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

A€mTOUEPT TATPOPOPLAK(H GTOLYEID Y10 TO TAPOV PUPUAKEVTIKO TPOTOV Eival Slobéciua 6ToV SIKTLOKO
om0 Tov Evpomaikod Opyovicpov Papudkev: http://www.ema.europa.eu.
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Levitra 10 mg diokio di0omelpdUEVH. 6TO GTOUA

2. MOIOTIKH KAI ITOXOTIKH LYNGOGEXH
Kabe diokio daomelpduevo 6to otopa nepiéyel 10 mg vardenafil (wg hydrochloride).

"Exdoya:
7,96 mg copPrroin (E420) kar 1,80 mg acmoaptaun (E951) avad diokio d10.6TELPOUEVO GTO GTOUA.

[Na tov TAnpn kaTdroyo TV ekddywV, PA. Tapdypoeo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

AloKio SL0CTEIPOUEVO GTO GTOUN
AoKio ¥pOUOTOG AEVKOD UE GTPOYYVAOTOUNUEVO GYTLLOL.

4. KAINIKEX TIAHPO®OPIEX
41 OgpomevTikég gvoeitelg

Ogpamneio TG OTLTIKTG SuCAEITOLPYLNG o8 EVIAkeS Gvdpes. H otutikn duchettovpyia etvar m
avikovotnto va enttevyel | va dratnpn0el emapkig 6TOOT 6TO TEOG Y10 IKAVOTOINTIKN 6eE0VOAIKTY
dpacTnploTNTO.

Mo va givon amotedespotikd to Levitra mpénet va vapyel oeEovoaiikn d1€yepan.

4.2  Aocoloyio kor TpoOTOG YOPYNONS

Aocoroyia
Ta Levitra 10 mg dioxia dtoomelpopueva 6to 6topa dev givor froicodvvapo pe ta Levitra 10 mg

emtkolvppéva pe Aemtd vuévio dokio (PA. mapdypago 5.1). H péyiot d6on yio to Levitra diokio
dlaomelpoduevo 6to otopa etval 10 mgmpépa.

Xpnon omo tovg evijlixes avipes
Ta Levitra 10 mg dioxia Stooneipopeva 610 otoua Aoufdvoviol kotd Ty avaykn, tepimov 25 ue
60 Aemtd wpwv omd T 6EEOVAAIKT] SPASTNPIOTNTO.

Ewdkoi mAnbvopol

Hlawuévor (nhixiog >65 etv)

Agv amoiteitol Tpocopoy Tov 006EV 6 NAKIOUEVOLS acbevels. QoTOG0, o avénon oe PEYIoT
d6on Levitra 20 mg emkaivpupévav pe Aemto vpévio diokiov Oa npénet va Anedei cofoapd voyn
avaloya e TNV avekTIKOTNTo atoptkd (PA. mapaypapovg 4.4 kat 4.8).

Hrouxn dvalsirovpyio,
Ta Levitra 10 mg diokia Stoomeipopeva 610 6ToU dev evOgikvuvTal g d0on évaping o acbeveic e
nmo nratiky dvoiertovpyio (Child-Pugh A).

AocBeveig pe o nmatikn dvcAeitovpyio Tpémel va apyilovv  Bepaneio pe Levitra 5 mg
EMKOAVUUEVD PE AETTO DUEVIO dloKia. Mg BAGT TNV OVEKTIKOTNTO KOl TNV OTOTEAEGLOTIKOTITO 1
d6om pmopei va avénbei oe Levitra 10 mg xon 20 mg emkodvppéva pe Aemtd vuévio dtokio 1 Levitra
10 mg diokia S106TEPOUEVE GTO GTOUAL.
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H péyiot ocuvietdpevn d6on oe acbeveic pe uétpro nratikn Svoietrtovpyio (Child-Pugh B) sivon
Levitra 10 mg w¢ emkaivupéva pe Aemtd vuévio diokio (BA. mapdypago 5.2).

Ta Levitra 10 mg diokia d10.6mepOUEVH GTO GTOUO OV TPpoopifovTal Yo xpriom o€ acbevelg Le pétpia
(Child-Pugh B) kot copapr nratikn dvciertovpyia (Child-Pugh C, BA. mapdypago 4.3).

Negpixn dvolerrovpyio,
Agv amouteiton Tpocappoyn e d0onc o€ acbevels pe Mo E0¢ PHETPLOL VEPPIKT SuCAELITOLPYiaL.

Y& aoBeveic pe coPapn veppikn dvsiertovpyia (kaBapon kpeatvivig <30 ml/min) Oo, wpénet va
e€etoobel ¢ apykn d6om avt Tov Levitra 5 mg emkodvppévoy pe Aemtd vuévio diokiov. Avaioya
LLE TNV OVEKTIKOTNTO KOl TNV amoteAeopatikotta, 1 86on Oa propei vo avénbel o Levitra 10 mg kot
20 mg emkoloppévo ue Aemto vuévio diokio 1 Levitra 10 mg diokia dtaomelpduevo 6To 6ToOUa.

To Levitra diokio d106meLPOUEVO 6TO GTOUN OEV TTpoopiletar yio xpnoT o€ acbevelc e veppikn
AVETAPKELD, GE TEAKO 6TAd10 (BA. Topdypapo 4.3).

Houdrazpirog ninBoouog

Ta Levitra diokio S100TEPOUEVO GTO GTOLN OEV EVOEIKVUVTAL GE ATOUN HE NAKIN KAT® TV

18 ypbvov. Agv vapyet oxetikn Evoelén yia yprion tev Levitra d16Ki®Vv SL0CTEPOUEVOY GTO GTOUA.
a6 ool ko eprfovg.

Xpron o€ aobevelc mov ypnolomoiony GALG POPUAKEDTIKA TPOIOVTO.

Tovtoypovny ypnon we puETPLovg 1 1oyvpove avaotolelc tov CYP 3A44.

Amaiteitol Tpocsappoyn g 60omng Tov vardenafil o mepintmon cuyyopRynong HETPLOV 1 IGYLPOV
avactorémv Tov CYP 3A4 (BA. mapdypago 4.5).

Tpomog yoprynong

IMa amd otopaTog ypron.

To dtokio d10oTEPOUEVO GTO GTOUN TPETEL VAL TOTODETEITOL GTO GTOUO EMAVE® OT YADGG, OTTOL Oa
dtahvBet ypryopa, kot otn cvvéyeto Ba Katamobel. Ta Levitra diokio S106mEPOUEVE GTO GTOLN TPEMEL
va Aappavoviot xopig vYPO Kol AUECHS HETA TNV APAIPEST] TOVG OO TI GLOKEVAGIN TOTTOV KLWEANC.

Ta Levitra diokia Stoomelpdueva 610 oTOU Utopody vo, Aaufavovtal Le 1\ xyopic Tpoen.
4.3  Avtevosieg

YnepevoicOnoio 6tn dpactiki ovsio 1] 6€ KATOLo and T £KS0Y TOV OVUPEPOVTUL GTNV
napdypoeo 6.1.

Avtevdeikvutal 1 ouyyopnynomn tov vardenafil pe vitpikd 1 06teg povo&ediov Tov aldtov (0Tmg T0
VITPOOEG apOA10) pE omotadnmote Lopen| (PA. mapaypdpovg 4.5 kot 5.1).

To Levitra avtevoeikvutal 6€ acbeveic pe ammAigia g 0paong otov £va, o@OaArd Adym un
APTNPITOKAG oAk ontikng vevporddelag (NAION), aveEdptnrta amd to av 10 GupuPdy avtod €xet
oLGYETIOEL 1) OYL LLE TTPONYOVUEVT] XOPTYNOT EVOG AVAGTOAED, TG PwGpodiectepdong S (PDES) (PA.
Topaypao 4.4).

Ddoppokevtikd Tpoidvia yio tn Oepameia g oTLTIKNG ducAettovpyiog dev Oa mTpEmel Yevikd va
YPNOUYLOTOLOVVTOL OO AVIPES GTOVG OTMOIOVG OV CLVIGTATOL 1) GEEOVOAIKY| SPAGTNPLOTNTA (TT.).
acBeveic pe coPapég kapdiayyelakég datapoyés Onmg 1 actadng otBdyyn N n cofapn Kapdiokn
avemdpkelo [New York Heart Association III or IV]).

H acpdlela tov vardenafil dev €xetl peretn0el otig axdAovBeg vIokaTnYOpieg 0GOEVOV Kot EMOUEVADS
1N ¥PNON TOL AVTEVOEIKVLTOL UEXPIC OTOV VEEC TANPOPOPIES Eivor S1UOEGIEG:

- coPapn nratiky dvciertovpyio (Child-Pugh C),

- VEQPIKY| VOGOG TEAKOD G6TOd{0V TTOL amonTel aplodidAvon,

- vrotaon (aptmprokh wigon < 90/50 mmHg),
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- TPOGPATO 1GTOPIKO EYKEPOAKOD EMEIGOSIOV 1} ELPPAYLLA TOV HLOKAPSiov (KaTd TOvG
televtaiovg 6 pUnveg),

- aoTodNg oTNOAYYN, Kol YVOOTEG KANPOVOLUKEG EKQUAICTIKEG OLOTAPOYEG TOV
AUPIPANGTPOEIBOVS, OTWC 1 LEAUYPOOTIKN OUEIPANGTPOEIdOTEOELO.

H tovtoypovn ypnon tov vardenafil pe tovg ioyvpovg avactoreic tov CYP3 A4 ketoconazole kot
itraconazole (04 TOL GTOUATOC) AVTEVIEIKVLTOL GE AVOPEG UEYOADTEPOLVG 0d 75 eTV.

H tavtoypovn yopnynon tov vardenafil pe toug avactoreic g HIV mpmtedong, 0mws to ritonavir kot
to indinavir avtevdgikvoutat, piog kot givat oA 1oyvpoi avactoreig tov CYP3A4 (BA.
napbypago 4.5).

H ovyyopnynon pe tov avactoréa poopodiectepdong S (PDES), cuprmepilapfavopévou tov
vardenafil,

pali pe S1ey€PTES YOLAVUAIKNG KUKAAOTS, OTMG 1) PLOGTYOLATT), avtevdeikvutan kabmg purnopel mbavag
va

001 YNGEL GE CLUTTOUOTIKY VITOTOCT (dgite TOPAYpaPO 4.5).

4.4  E101kég TPOEIOOTOM|GELS KO TTPOPVAAEELS KATE TN Y p1]oN

[pwv e€etachel | xoprynon eapuakoroyikng Oepomeiog, mpénel vo ANeOEl T0 101TPIKo 16TOPIKO Kol VoL
Yivelr puoikn eE€taom yia T O1dyvmon TNG GTUTIKNG OVGAELTOLPYING KOl VAL EVTOTIGTOVY Thavd
VIOKEIEVA OiTLOL.

[Ipwv apyicel omowadnmote Bepaneia yio T GTLTIKY SvoAEITOVPYiQ, Ol YiOTPOl TPENEL VO AdovV LITOYM
TNV KOPOLHYYELOKT KATAGTOOT TOV acOevdv Toug, AdY® TOL OTL LIAPYEL Evog Pabuoc Kapdtokoh
KIvoOVoL, Tov oyetileton pe ) ce€ovaikn opactpidmra (PA. mapdypoeo 4.3). To vardenafil Exet
OYYELOOUOTAATIKES 1010TNTES, TOV EYEL GOV ATOTEAEGLLO NTIEG KO TAPOOIKEG LEUDCELS GTNV CLPTNPLOKT
wieon (BA. mapdypago 5.1). AcBeveig ue amoepacn Tov xdpov eEOONONG aploTEPNS KOIATNG ..
QOPTIKT GTEVOON Kot 10107a01 vIepTPoEIKn VITOPAAPIOIKY 6TEVMGT, uTopel va givat gvaicOnTol ot
dpdion TV ayyEL0SOGTUATIKMY GUUTEPTAAUPAVOLEVOV TV AVOCTOAE®V TNG POCPOIIECTEPAOTG
Tomov 5.

Ddappokevtikd Tpoidvta yio T Bepameia TG GTLTIKNG SVGAEITOVPYING TPETEL VAL YPTCLLOTOLOVVTOL LE
TPOCOYN o€ 0COEVEIG LUE AVOTOUIKES OAAOIDGELS TOL TTEOLS (OTME YOVIMGT, TVOOT] TOV CTPayYmODY
COUATOV TOV TEOVG 1| VOoOo Tov Peyronie) 1 6€ acbeveig mov 1 katdoToon TOvg Uropel va Tpodiadétel
Yo TPOTGUO (OGS 1) SPEMOVOKVTTAPIKY OVOLULN, TOAAATAODYV HLEA®LLOL 1] AEVYOULLiOL).

H acpdleio kon ) amotelespoticotnto Tov Levitra diokiov S10oTelpOUeEVOV GTO GTOUO, G
ocuvdvacopod pe Levitra emkoivppéva pe Aentd vpévio dwokia 1 dALeg Bepaneiec GTLTIKNG
dvolettovpyiag, dev €xel pekenBel. Emopévac n epappoyn 1€1010v cUVOLAGUMV O€ GLVIGTATAL.

H avextikdmra g péyromg doong tov Levitra 20 mg emkoAvppévov pe Aentd vpévio diokiov
pmopet va ivon YopunAdtepn og nAKiopévoug acbeveic (nAciag > 65 etmv) (PA. mapaypdpovg 4.2
Ko 4.8).

Tavtoypovny ypnon a-ovootoléwy

H tovtoypovn ypnomn tov a-avactorémv kot tov vardenafil pmopei va 0dny1GEL G€ CUUTTOUOTIKY
VIOTOGCT GE OPIoUEVOLS 0ioBevelg emeldn] Kat Ta dVO eival ayyelodlaoTaATIKd. Tavtdypovn Bepamneio pe
vardenafil o mpénel va Eekvael povo edv o acbevic £xel otobepomonbel otn Oepaneio pe o-
OVOOTOAEIS. Xe avTovg ToVg acbeveic mov £yovv atabepomoindei pe Bepaneia pe a-avacTtoieic, TO
vardenafil Oa mpénet va Eekvaet pe T xapunAdTEPT GLVIGTAOUEVN SOCT] TOV 5 ME EMKUAVUUEVOV UE
Aemto vuévio dokimv. Ot acbeveic mov Aaufavouvv Bepomeio e a-ovacTOAElG dev TPETEL VAL
ypnoponotovy ta Levitra 10 mg diokia diaomeipdpeva oto otopo og ddon Evapénc. To vardenafil
pmopet v, yopnynOel omoladnmote ypovikn otryun pe to tamsulosin 9 pe to alfuzosin. Mg diiovg a-
avaotoAeic, O Tpémel va Anedei vroYN Eva ypovikd puecodtdotnua 6tav to vardenafil
cuvtayoypageitatl tavtoypova (PA. mapdypago 4.5). Xe avtovg Toug 0obeveig mov AauPdavouvy 1o TV

20



KatdAAnAn doon vardenafil, | Oepomeio pe a-avactoreig Oa mpémel va Eekivagt pe T yaunAlotepn
060m. Ztadtakn ovénon ot 666N TOV O- OVUSTOAE®MY UTOPEL VO GUVOOEVETOL LE TEPULTEP® LEIDON
NG apTNPLOKNG Tigong o€ acbeveic mov Aappdvovy vardenafil.

Tavtoypovn ypnon avaotoléwv tov CYP 344

H tovtoypovn ypnon tov vardenafil pe tovg 1oyvpodc avactoreic tov CYP 3A4 dnwg 1 itraconazole
kot ketoconazole (a6 Tov GTOHOTOC) TPEMEL VO ATOPEVYETAL OEGOUEVOL OTL EMTVYYAVOVTOL TTOAD
VYNAEG ouykevipdoelg vardenafil 6to mTAAopo OTaV 0VTE TO POPUAKEVTIKG TPOTOVTA GVVIVLUGOOHV
(BA. mapaypagovg 4.5 ko 4.3).

[Ipocappoyn docoroyiag Tov vardenafil pmopet va gival amapaitn 6Tav yopnyovVIOL TOLTOYPOVE
pétprotl avoaotolreic tov CYP 3A4, dnwg n epvBpopvkivn kot 1 kKAaptBopvkivn (BA. mapaypdapovg 4.2
Kot 4.5).

Tavtdypovn ypnon ue grapefruit  pe to Yoo grapefruit, avapévetor va avENGEL TIG GUYKEVTPDOGELS
tov vardenafil oto mAdopa. H cvyyopiynon npénet va anopevyetol (BA. mopdypapo 4.5).

Eriopoon oo daotnua QTc

Epdna& and tov otopatog 60celg 10 mg kou 80 mg vardenafil, Exovv dei&et empnkvvon tov
dromuotog QTc katd éva péco 6po 8 msec kat 10 msec avtictoya. Eeana doceig v 10 mg
vardenafil cuyyopnyodueveg tavtdypova, e 400 mg gatifloxacin, pia Spactiki ovcia (e cuyKpioun
emidpaon QT, £dei&av pia Tpdcobetn emidpaon Tov QTc Twv 4 msec 6tav cuyKpidNKav Kot pe TV KaOe
pio dpactikny ovoia Egywpiotd. To KAIKO avtiktumo avtdv TV aAlaydv Tov QT dev eivar yvootd
(BA. mapdypago 5.1).

H xAwvikn cvoyétion avutol tov eupipatog eivol dyvoaotr kot dgv umopel va yevikevel yio 6A0vG Tovg
acOeveic o€ OAEC TIG TEPIMTMGELS, KAOMDG E0PTATOL OO TOVG ATOMKOVE TOPAYOVTEC KIVOHVOL Kot
evatodnoieg mov pmopel va vGPYOVY OTOLNONTOTE GTIYUN GE 0TOL0dNTOTE 0GOeVT]. DOUpPUAKEVTIKA
TPoidvTa Tov pmopel va emunkvvovy to dtdotnua QTc, cuunepthappavopévov tov vardenafil, sivon
KOADTEPO VO ATOPEVYOVTOL GE OGOEVELG e OYETIKODE TAPAYOVTEG KIVOUVOL, Y10 TAPASELY L,
VIOKOALOLUiO, cuyyevn exuikuven Tov QT, Tavtdypovn YopNYNCN AVTIPPLOUK®OY QOPUOKEVTIKOY
poidvTwv g TaéNg IA (m.y. quinidine, procainamide) 1 tng Tééng III (.. amiodarone, sotalol).

Eridpaon oy opaon

"Exovv avapepbel dratapayic Tng 0paons Kot TEPITTAOCELS U1 APTNPLTIOKNG IOYOKNG OTTTIKNG
vevporabeiag pe ™ yopnynon tov Levitra kai tov dAlov avactorémv tng PDES. O avaldoelc tov
SedOPEVOV TOPATPNONG LTOOMADVOLY AVENUEVO KIVOUVO 0EEL0G [T apTNPITIOIKTG IOYOUIKNG OTTTIKNG
vevpondbeiag (NAION) ce dvopeg pe otuTikn dvciettovpyia petd and éxbeon oe avactoreic PDES,
onwg ta vardenafil, tadalafil xou sildenafil (BA. mapdypapo 4.8). KabBbg avtd pmopel va etvor oyetikd
yio0 6A0VG TOVG 0oBeveig mov extifevton og vardenafil, o acBevic Tpémel va evnuepdveTaL OTL OE
mepinTOON aPvidiag StaTopoyng TS OPOUONS, TPENEL VAL GTAUATIGEL T ANy TV Levitra diokiov
dloomelpdOUEVOVY 6T0 6TOU KOl Vo cLUBoVAgLTEL duesa watpd (BA. Tapdypago 4.3).

Eridpoon atnv ayoppayio.

Meléteg in-vitro, pe avOpdmIva ouomeTdALo, VITOdEIKVOOLY, 0Tl T0 vardenafil dev £yet dpdon Katd g
GLUGGMPELOTC TOV AUOTETOA®V 0md LOVO TOV aALG 6€ VYNAEG (VITEP-OEPamEVTIKEG) GUYKEVIPAOCELG
to vardenafil evioybel T dpdomn KATA TNG CLGCMOPEVCTG TOV OLUOTETAAI®Y TOL VITPOTPMOSGLKOD
vatpiov, 80t povoéewdiov tov almtov. Xtovg avBpmmovg, to vardenafil dgv éyel enidopoon oto Ypdvo
aloppayiag amd PHOVO TOL 1) G€ GLUVOVAGUO LE TO OKETVAOGOUAKVALKO 05D (PA. Tapdypapo 4.5). Agv
drotifevrar otoryeia yo TNV ac@aielo, otn yopnynon tov vardenafil oe acOeveic pe dratapayéc
alpoppayiag 1 evepyd mentikd éAkoc. Emouévag to vardenafil mpénet va yopnyeitol 6 avtovg Toug
acBeveic povo petd and TpooekTikn aEloAdyNon TG O®PEAELOS - KIVOUVOU.

Aocmaptdun
Av16 10 Qapuaxo mepiéxet 1.80 mg acmaptaung oe kabe 10 mg dickiov diacmelpdpevov oto otdpo. H

aomaptdun ivor Tyn eawvolahavivng. Avtd propel va sivon emPrapéc yia droua pe
pawvviketovovpio (PKU), pia omdvia yeEveTIKn datapoyn OTIV 0Toit GUGGMOPEDETOL POLVOACAAVIVN,
EMELON TO COUO OV Umopel va TV amoPaAlel KaTdAANAL.
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2opPrrdh
Av16 10 Papuako wepiExel 7.96 mg copPrtoin oe kdbe 10 Mg Sickiov SLOCTEPOUEVOL GTO GTOA.

45 AlMmiemopdosig pe GALO QUPUUKEVTIKE TPOTOVTH KoL GAAES HOPPES aAANAemiOpaONG

Emdpdoeilg GAA®V popUoKeLTIKOV TPoidviwy oto vardenafil

Melétec in- vitro

To vardenafil petapoAileton kupimg amd ta NrotiKd Evivua, HEc ToL 16oHopPov 3A4 Tov
rkutoypopatog P450 (CYP) pe kdmoa cvpPoin amd ta 1oopopea CYP3AS kot CYPP2C. Enopévag,
0l OVOGTOAELS aVTOV TV 160eviOU®VY peldVoLY TV Kdbapon Tov vardenafil.

Meléreg in-vivo

Svyyopnynon tov avactoréo, TG tpwtedong tov HIV indinavir (800 mg tpeic popéc nuepnoimg),
evog 1oyvpov avactoréa tov CYP3A4, ue vardenafil (10 mg emikoloppéva pe Aemtod vuévio dtokiar),
elye wg amotéheopa o Kot 16 opég avénom oty AUC tov vardenafil kot pio katd 7 gopég
avénomn ot Chax TOL vardenafil. e 24 @peg, ta enineda TAdouatog tov vardenafil eiyoav petmOei
TEPITOL 670 4 % TV PEYIoTOV ETEdwV TAdopatog Tov vardenafil (Cpay).

Svyyopnynon vardenafil pe ritonavir (600 mg dvo Popég NuUeEPNGIC), eixe MG amotélecua Ui, KoTd
13 popéc avénon ot Crax ToL vardenafil ko pio kotd 49 gopéc avénomn oty AUCy.»4 Tov vardenafil
otav ovyyopnynOnke pe vardenafil 5 mg. H aAAnienidopaon eivol cuvémeia tng avasToANG TOL
nratiko petofoilspon tov vardenafil amd to ritonavir, Evav moAD 1oyvpo avactoréa tov CYP3A4, o
omolog emiong avactéiel to CYP2C9. To ritonavir exipunKivel GnUovTikd to ¥pdvo nulmng Tov
Levitra og 25,7 dpeg (PA. mapdypapo 4.3).

Zvyyxopnynon ue ketoconazole (200 mg), evog ioyvpol avactorés tov CYP3A4, ue vardenafil (5 mg)
elye wg amotéheopa v katd 10 popég avénon g AUC tov vardenafil kot tnv katd 4 opég adénon
™G Cmax TOV vardenafil (BA. mopdypago 4.4).

Av ko €101KEC peréteg aAAnAemidpaong dev £xovv dievepynBel, 1 Towtdypovn xpNoT GALOVY 1IGYXVPDV
avactorémv tov CYP3A4 (6mmg 1 itraconazole), eival avapevoUEVO VoL TPOKOAEGOVY EMTEDN,
mAdouatog vardenafil cuykpiciua pe avtd mov mapnydncav amo tnv ketoconazole. H tavtdypovn
xpnon Tov vardenafil pe Tovg 1oyvpovg avactoreic tov CYP 3A4 6mtwg 1) itraconazole kot
ketoconazole (amd otdpoTog xpnon) Oa tpénetl va amopedyetal (PA. mapaypdpovg 4.3 kot 4.4). Xe
GvOpeC LEYOADTEPOVG TV 75 eTAV 1) TAWTOYPOVT YpTion Tov vardenafil pe tnv itraconazole 1
ketoconazole avtevdeixvotal (BA. mapdypapo 4.3).

H ovyyopnynon pe epvBpopvkivn (500 mg tpeig popég nuepncing), evoc avactoréa tov CYP3A4, ue
vardenafil (5 mg) giye wg anotédeopa v katd 4 eopéc avénomn otnv AUC tov vardenafil kot kotd

3 popég avénon ot Crax. [Toporo mov pia €181k1| HEAETN aAANAeTidpacng dev £xel dte€aybei, n
ovyyopnynon g KAaptbopvkivng avapévetal va emeépet avtictotyeg emdpdoetlg otnv AUC tov
vardenafil kot 6tV Crax. Mmopet va ivar amapaitntn 1 mpocappoyn e docoroyiag tov vardenafil
OTOV ¥PNCLOTTOLEITAL GE GLVOLAGHO LE Evav PETplo avaotoréa Tov CYP 3A4 6mmg n epuBpopvkivi 1
1 KhapBopvkivn (BA. mapaypdpovg 4.2 kot 4.4).

H oyetdivn (400 mg dvo @opéc nuepncime), Evog Un 01KOG avacTOAENS TOV KVTOYpodUaToc P450,
dev eiye xapia enidpaon omv AUC kot Crax TOL vardenafil, dtav cuyyopnyndnke pe to vardenafil
(20 mg) o¢ vyeig ebehovTéc.

O youdg grapefruit, £voc acBevig avacstoréag Tov petaforiopot tov CYP3A4 oto eviepikd toiympua,
umopel va 001 yNnoeL o€ PETPIEG AVENTELS TV emmEd®V Tov vardenafil oto TAdoua (PA. Tapdypopo
4.4).

H ¢poppokokivntikn tov vardenafil (20 mg) dev ennpedotnke amd Tn GLYXOPNYNON UE TOV
avtoyoviom H-2, to ranitidine (150 mg dvo popég nuepncing), To digoxin, To warfarin, to

glibenclamide, v aAkooAn (L€co UEYIoTO eminedo aAkodANng oto aipa 73 mg/dl) | and epdmos
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docelg avto&vov (magnesium hydroxide/aluminium hydroxide).

Av ko dgv Exouv dievepyn el 101KEC peAéTeG AAANAETIOPACT|G YIoL OAN T POPLOKEVTIKE, TPOTOVTA, 1)
TANOLGLLOKT POPLOKOKIVINTIKY 0VOAVOT OV £0€1E€ KAMOLa ETIOPACT| GTI PUPLLOKOKIVITIKY] TOV
vardenafil, dtav yopnynonke TaVTOYPOVA LLE TA TAPUKATO QAPLOKOL: OKETVAOGUAIKVAIKS 0&D,
avaotoAeig tov MEA, B-avactoleic, acbeveic avactoreig tov CYP 3A4, dovprtikd Kot
QOPUOKEVTIKG TPoidvTa Yo T Ogpameia Tov dapntn (sulfonylureas kol metformin).

Emdpdoeig tov vardenafil og GAAa @apuakeLTIKG TPOIOVTOL
Agv vdpyovv ototyeia yio v aAAnieniopaon tov vardenafil pe pn €1d1ko0¢ ovaGTOAELS TG
QPOOEOJLESTEPAON G OTMG 1) BE0PLAAIVI 1] 1] SLTLPLOALOA).

Meléteg in-vivo

Kopia evioyvon g vIoTacIKnG EVEPYELNG TNG VITOYAD GGG VitpoyAvkepivig (0,4 mg) dev
mapotnpnonke 6tav To vardenafil (10 mg) 060nke og didpopa ypovikd Sactiuota (1 h éwc 24 h) Tpv
TN 8001 NG VITPOyALKEPIvG o€ o pedét pe 18 vyieic dvopec. Adon vardenafil 20 mg
EMKOAVUUEVOV LE AETTO VUEVIO S1GKI0 EVIGYVOE TNV LITOTAUGIKY] OPAGT TNG VITOYADGGLOG
vitpoyivkepivig (0,4 mg) mov Aebnie 1 kot 4 dpeg petd ™ yoprynon vardenafil og vyieic péong
niiog acBeveic. Aev mapatnpnOnke eXidpactn GtV oPTNPLEKN TLEST OTOV 1) VITPOYAVKEPLVH ANQOnKe
24 dpec petd ™ yoprynon eeamal doong vardenafil 20 mg emucoAlvppévon e Aemtd vpévio d1okiov.
[Mop’6la avtd, dev vEdpPYoLY TANPOPOPIES Yo TNV TBUVY EVIGYLON TNG VTOTAGIKNG dpdong TV
vitpikev amo to vardenafil oe acBeveic, emopévag n Towtdypovn ypnon Levitra diokiov
SLOOTEPOUEVMVY GTO 6TOUN avTevdgikvuTal (BA. mapdypago 4.3).

To nicorandil givor vBP1OIKOS GUVOILAGHOG EVEPYOTOINTY] TOV SLHVA®Y KaAiov Kol vitp@doovg. E&attiag
NG VITPOSOVE OUAdOC TOV TEPLEXEL, £XEL TOaVOTNTO coPapng aAinienidopaong pe To vardenafil.

Kafo¢ povobepaneia pe a-avactoreic Lmopel va mpokaAESEL GNUOVTIKT LELMOT TNG OPTNPLOKNG
nieonc, Waitepo ophocTATIKN VITOTACT| Kol GLYKOT, £xovV dlevepynOel pehétec oAAnAenidpacnc pe
1o vardenafil. Xe d0o pehéteg aAANAETiOpaong e VYELG VOPLOTAGIKOVG 0ehovTEC Katdmy Tayeiog
TITAOTIOINOTG TOV a-0vacToAEWY tamsulosin 1) terazosin og VYNAEG 0GELS, avapépOnie vdtacm (o€
KATO1EC TEPIMTMOGELG CUUTTOUOTIKY) G £VO, GNUOVTIKO aplOUd aTOU®Y HETH aTd GLYYXOPNYNOT| UE
vardenafil. Avaueca oto dropo mov OepamedOnkav pe terazosin, wopotnpnonKe To cuyva VIOTACN
otav to vardenafil ko o terazosin yopnynOnkav tavtdYpova Tapd dtav ot 060N pesorafovoe Eva
YPOVIKO ot 6 OpmV.

Me Bdon ta anoteAéopato TOV HEAETOV aAANAenidpacng mov de&nybnoav e to vardenafil o
acBeveic pe kolonOn vrepmiacio tov mpootatn (KYII) oe otabepn Oepaneia pe tamsulosin, terazosin
7 alfuzosin:

. Orav 1o vardenafil (erucoloppéva pe Aemtd vpévio diokia) yopnynbnke oe d6celg twv 5, 10 1
20 mg o¢ acbeveic mov Nrav puBcpévol pe tamsulosin, dgv vIPEE GVPTTEOUATIKN pelmon otV
aptnpokn migon av kot 3/ 21 acBeveic mov Oepamedlnkav pe tamsulosin Tapovcioacav pio
TOPOSIKN GLGTOMKT APTNPLOKT Tieon og 6pba BEom, pikpdtepn and 85 mmHg.

. Orav 1o vardenafil 5 mg (emucolvppéva pe Aemtd vuévio diokia) yopnynOnke tavtdYpova pe
terazosin 5 10 mg, 1 a6 tovg 21 acBeveic eppdvicav copntouatiky 0pBOGTATIKY VITOTOOT).
Agv mopatnpndnke vrdtacn oétav ot yopnynon S mg vardenafil ko terazosin pecorafovce
YPOVIKO ot 6 OpmV.

o Orav to vardenafil (emuxaloppévo pe Aemtd vuévio dokia) xopnyndnke og 3061 TV 51
10 mg og acbeveig mov Ntav pubcpévort pe alfuzosin, og chykpion He TO EIKOVIKO GAPLOKO,
ogv VPEE GLUMTOUATIKN PLEIMON OTNV APTNPLOKT TEST.

Emopévamg, n tavtoypovn Bepancio Oo mtpénet va Eekivagt povov edv o acbevnig €xel otabepomoin el
ot Bepaneia pe Tovg a-avacTtoAeic. Xe avtovg Tovg acbeveic mov €yovv otabepomombel otn Bepaneio
Ue a-ovaoToAeig, To vardenafil Oa wpémel va EgKivaegl e T YOUNAOTEPT) CLVIGTMOUEVT dOGT TV 5 Mg.
To Levitra pmopei va yopnyeitot omotadmote ypovikn otryun ue tamsulosin 1y pe alfuzosin. Mg
dAhovg a-avaotoAeic, Ba mpémel va AneBel voym éva ypoviko ddotnua g d6omng, 6tav To vardenafil
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ocuvtayoypoageital tovtdypova (BA. Tapdypago 4.4).

Ta Levitra 10 mg d1okia 10.6TEPOUEVO GTO GTOUO OgV TPETEL VO AapPavovTol og d6om Evapéng oe
acBeveig mov Aappavovy Bepomeia pe a-ovactoreic (BA. mapdypapo 4.4).

Agv Tapoatnpnonkay onpovtikég aAANAEmOpacels 0tov 1 Papeapivn (25 mg), n onoia petaforileton
ar6 to CYP2C9, 1 diyo&ivn (0,375 mg) cvyyopnyndnkav pe to vardenafil (20 mg emkaivppéva pe
Aento vuévio dtokin). H oxetuc) Prodabesipotnto e yMPevihauiong (3,5 mg) dev ennpedotnke
otav ovyyopnyndnke pe to vardenafil (20 mg). Ze o €181k pelétn, 6tav to vardenafil (20 mg)
ouyyopnyndnke pe Bpadeiog anodéopevong vigeoiniviy (30 mg 1 60 mg) oe vaepTacKovg acbeveic,
vp&e W emmpdoden peimon 6T CLGTOAKT OPTNPLOKN Tieon og VTIa B€om ion we 6 mmHg kot
011 SLGTOMKY| apTnplokn Tieon o€ vrtio BEon iom pe 5 mmHg, Tov cuvodevtnray pe avénon oty
Kopdlakn ovyvotnta ion pe 4 bpm.

‘Otav 10 vardenafil (20 mg emkaAvppéva pe Aemtd VUEVIO dloKia) Kot 1 oAKoOAN (LECO UEYIGTO
emingdo arlkooAns oto aipa 73 mg/dl) AneBovv pali, o vardenafil dev evioyvoe v enidpaon g
OAKOOANG OTNV aPTNPLOKN TECT KoL TNV KAPSIOKT GLYVOTNTO KoL 1] @OpUOKOKIVITIKN ToL vardenafil
dev puetafinonke.

To vardenafil (10 mg) dev evioyvoe v abEnom tov ¥podvoL atoppoyiag Tov oQeileto o
AKETVAOGAAKVALKO 0&D (2x81 mQ).

Piocyovdt

[poxAvikég peréteg £0ei&ov emmpochetn GLOTNUATIKY HEI®ON TNE OPTNPIEKNE TTieaNC OTAY
cuvdvdoTNKav avacTtoieic poopodiestepdong S (PDES) padi pe prootyovdrn. Xe kAvikég peréteg, n
ploctyovdrn £d€1Ee pia avénon oty VIOTAGIKY| dPAoT TOV AVOCTOAMV Pmopodiestepdons S (PDES).
Agv vafpée kapio EVOeEN yio EDVOTKT KAVIKT OpAoT Yo duTOV TOV GLVOLACUO GTOVGS TANBVGUOVG
nov peketnOnke. H tawtdypovn xpnon g ploctyovdtng Le ovactoreils pocpodiestepdong S (PDES),
ocvuneptrapPavopévov tov vardenafil, avievdeikvoton (deite mapdypapo 4.3).

4.6 Tovipétnra, kOnon km yorovyio

To Levitra dev gvdeikvotal yio xprion and Tig yovaikeg. Agv vdpyovv peiéteg pe to vardenafil o
€YKVEG YUVOIKEG.
Agv datiBevton dedopéva GYETIKA e T YOVIHLOTNTO.

4.7 Emopacsig 6Tny IKOvOTITO 001]YN61S KUl YEIPLGHOD U OVAY

Agv TpayoTOTOON KOV LEAETEG GYETIKG LE TIC EMOPAGELS TNV IKAVOTNTO 001 YNONG KOl XEPICUOV
UNYOVOV.

Koabng éxel avapepBei {dAn kot avopoiies oty dpacn og kKAvikég dokipég pe to vardenafil, o
acOeveic mpémel va yvopilovv v avtidpaon Tovg ota Levitra diokio SL0OTEPOUEVO GTO GTOLO TPV
001 YIGOLV 1] YEPLOTOVV UN(AVEG.

4.8  AvemOOunteg evépysreg

[epiAnym tov Tpoik acedielog

O avemBounteg evépyeteg mov avoeépOnkay pe to Levitra emkaAvppéva pe Aemtod vUEVIO dloKia ) e
ta 10 mg diokio SL0CTEIPOUEVO GTO GTOUN OTIG KAVIKEG BOKIUES NNTOV YEVIKEA TAPOSTKES KO TLES £MC
pétpieg ot evo1 tovg. H mo cuyva avapepdpevn avemBountn evépyela mov cupPaivel 6€ T0G0oTO
210 % tov acbevav etval TovoKEPAAOG.

[Mivakog tov avemBOunTov evepyeimv

Ot avemBounteg evépyeteg mopatifevral cOLEOvVA pe T oLV KN cvyvottac MedDRA: moAd cuyvég
(>1/10), ovyvég (=1/100 émg <1/10), oy ovyvég (>1/1.000 £mg <1/100), ondvieg (>1/10.000 émg
<1/1.000) kot pn yvootég (dev uropodv vo, ektiunbovv pe Baon to dabécipo dedouéva).
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Evtég ka6 katnyopiog cuyvotnTog ELOAVIONS, O avemBOUNTEG VEPYELES TTapaTiOevTOaL KOTA

eBivovca oelpd coPapdtnrag.

O tapokdto avemBounteg evépyeleg Exovv avapepOet:

Katyopia / oA ovyvég | Tuyvég ‘O ovyvég Yravieg Mn I'vooTtég
Opyaviko (>1/10) (>1/100 émg | (=1/1.000 g (>1/10.000 £mc (8ev umopovv va,
Xdotnpo <1/10) <1/100) <1/1.000) ekTiunfovv e
Baon ta dbéoia
dedopévar)
Aop@éeig ko Emepvukitidoa
TOPUCITAOGELS
Awtapayés Tov Alhepykd Allepycn
IVOGOTOTIKOV oildnua Kot avTiopaon
GUGTI|LOTOG ayY€L0010M e
Youatpkég Awtapoyn ov | Ayyog
owaTapayés VITVOL
Awtapayéc tov | Kepohohyioa | ZéAn Yrvniio 2uykomn
VEVPIKOV HoparcOnoio Yroopol
GUOTNNOTOG ka1 ovcatcsOnoia | Apvnoio
O¢p0arpkég Ontikn AvEnon oty Mn aptnpitidiky
owatapayég dtoTapoayn evoopOaAIaL TPOGHLOL 1GYOUIKT|
OeBoluxn migon OTLTIKY| VEVpOTaOeLa
vIepoio AvEnpévn Ontkég drotapoyéc
Ontikég dakpvppola
YPOUOTIKES
TOPOLOPPDCELS
OpBaipcog
TOVOG KO
evoyAnon
DdwtopoPia
Awtapayés Tov Eppoéc Alpvidia kdemon
®OTOG KoL TOV Tayyog
Aafopiviov
Kaporokég AicOnpa ‘Epgpaypo tov
owaTapayés TOALDV pookapdiov
Tayvkapdio Kotuaxég
TayvoppLOuieS
ZmOayxn
Ayyerokég "E€ayn Ymotoaon
owatapayég Yréptoon
Awtapayés Tov Pwum Avomvola Enictaén
OVOTVEVGTIKOD cupedPToN Zoppopnon Tov
GUGTILOTOG, napappivieov
T0V Opaka Ko KOAT®V

0V
pecodmpaxion
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Katyopia / oA ovyvég | Tuyvég ‘O ovyvég Yravieg Mn I'vooTtég
Opyaviko (>1/10) (>1/100 émg | (=1/1.000 émg (>1/10.000 £mc (8ev umopovv va,
Xdotnpa <1/10) <1/100) <1/1.000) ekTiunovv pe
Baon to dwbéoia
dedopévar)
Awtapayés Tov Avoreyia lactpooicopayt
YOGTPEVTEPLKOD K1
TaAvOpounon
lootpitida
laotpevrepucog
Kol KOWMOKOG
TOVOG
Aldppora
"Epetog
Novtia
Enpoctopia
Awtapayés Tov AvEnon otig AvEnon o v-
NTOTOS KOL TOV TPAVGOULVACES | YAOLTAUVAOTPAVG
20N QOp MV QepAo
Awtapayés Tov Ep0Onpa Avtidpaon
0£PROTOS KoL E&dvOnpa poTogvacnciog
TOV VTOO6PLOV
16700
Awtapayés Tov [T6vog oty
HVOGKEAETIKOV TAGTN
GUGTI|LOTOS KO Avénon oy
TOV GUVOETIKOD KPEATIVIKY|
1670V POCEOKIVAOCT)
Mouahyia
Avénpevog
LiKkog TOVOG Ko
KPOUTEG
Awtapayés TOV Awatovpia
VEQPAV KL TOV
0VPoOPOpPMV
000V
Awtapayés Tov AvEnon g [pramiopode Awoppayio Tov
AVOTOPOYOYLKO GTO0MG TEOVG
U CUGTI|HLATOG Awotoomepuia
K01l TOV HO.6TOV
Ievikég AloOnpua OwpoKiKOc TOVOC
owatapayés Kot adafeciog
KOTOGTAGELS
NG 0000
x0pNYNOoNS

[Teprypaen) emleypévov avemBOUNTOV EVEPYEIDY
"Exovv avapepbei atpoppayio Tov TEOLE, AUOTOGTEPIIO KO OLLOTOVPI0 GE KAVIKEG LEAETEG KOl GE
dedopéva amd ovBOpUNTES LETEYKPITIKES OVOPOPES LE TN YP1oN TV avacTtorémv tng PDES,

ovuneptapupavouévng tng vardenafil.

1 060m tewv 20 mg Levitra emkaAvppévav pe Aento vpévio diokinv, ot nAtkiopévot acbeveig (> 65
£TMV) lyov VYNAOTEPEC GLYVOTNTEC 0€ KePaAadyieg (16,2% watd 11,8%) won Cadn (3,7% katd 0,7%)
amo 0Tt 01 veoTepot aobeveig (<65 etmv). evikd, N eninttwon TV averlBounTOV evepyeldv (e101Kd
"CaAn") £xel katadelyDel OTL etvar EAAPPMG LYNAOTEPT GE AGHEVEIC LIE 10TOPIKO VTTEPTAOT|G.
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Hopatmpnoelg petd v kukiogopio

Ayyeroxés oratopayéc

YoBapég KopOlayyEIKEGUVTIOPACELS, CUUTEPIAAUPBOVOUEVIC TG QY YELOEYKEPUAIKNG OUOPPOYIOG, TOV
aevidov Kapdlokoy BavaTov, TG TOPOSIKNG IOYALUIKNG TPOGPOANGC, TNG aoTafovg otnBdyymg Kot g
KOWMOKNG appuBuiag, Exovv avaeepbei, oe ypoviKn cLGYETION ,UETE TV KuKAOPOpio GALOV
QOPUAKOV OVTAG TS KaTnyopiog.

Avopopd mBavoloyobuevav avemBOuntmv vepyeldv

H avoaeopd mBovoloyodpevmv avemiBount®y evepyei®mv HeTd amd T Yopnynon adstog Kukhopopiog
TOV QUPHOKEVTIKOD TPOIOVTOC glvan onuavtikh. Emtpénel tn cuveyn topakoiovdnon g oyéong
0PEALOVG-KIVODVOD TOV QUPHOKEVTIKOD TPOTOVTOC. Z1Teltan amd TOVg EXAYYEAUOTIEG TOL TOUEN TNG
VYELOVOUIKNG TTEPIBAAYNMG VO AVOPEPOVY OTTOIEGONTOTE TTOAVOAOYOVUEVES OVETIBVUNTES EVEPYELES
HEG® TOV €BVIKOD GLUGTHUATOG AVAPOPAG TTOL avoypdpetal oto Hapdpmua V.

49 Ymnepodoooloyia

e ueréteg ebehovimv, pe gpamal doo, docelg £mg kot 80 mg vardenafil (emkalvpupéva pe Aewtod
VUEVIO dlokia) TV NUEPT, TAV OVEKTEC YWPIG VA TAPOVGIAGTOVV GOPapEG avemBOUNTEG EVEPYELEG..

‘Otav 1o vardenafil yopnynOnke o vynAdtepeg 0OGELS KL L0 GUYVE 0TO TO GUVIGTMOUEVO SOGOAOYIKO
oynua (emtkoivppévo pe Aemtd vuévio dlokio tav 40 mg dvo EopEc NuePNoimC), avapépdnikay
TEPIMTAOGELG GOPaPOD TOVOL GTNV TAATN. AVTO OV GLUGYETILETAL LU OMOLOONTOTE PVIKT| 1] VEVPOAOYIKT
to&ikoTNTO.

Yg TEPIMTAOOELG VIIEPOOGOAOYING, Ba TpEmet va epappolovtal To, GuvNH TN VTOCTNPIKTIKE HETPA, EPOGOV
amorteitat. H veppuc aipokadapon dev avapévetal vo exttayvvel v Kabopon ue dedopévo 0Tt 10
vardenafil decpedetan og VYNAG TOGOGTO GO TIC TPOTEIVEG TOL TAAGUATOC Kot OEV amoPUAAETAL OE
GMNUOAVTIKO TOGOGTO amd T 0VPaL.

5. OAPMAKOAOI'IKEY IAIOTHTEX
5.1 @appokodVVIPIKES 1OLOTNTES

Ddappokobepanentikn katnyopio: OVPOAOYIKE, PAPLUKO TOV ¥PTCLLOTOIOVVTOL Vi T SVGAELTOVPYin
otoong, kadikdég ATC: GO4BEO9.

To vardenafil ivor pio amd Tov otopatog Oepaneia yio ) feAtioon g Asttovpyiag Tng oTOONG G
GVOPEC LLE OTLTIKT QVGAELTOVPYia. X€ PUGLOAOYIKEG GLUVOTKES, ONAdT| e oeEovaAikn di€yepaon,
amokofoTd TNV avemopkn otHoN aVEAVOVTAS TN POT) TOV CULOTOC GTO TTEOG,.

H diéyepon tov méovg givar po arpodvvapukn dadikacio. Katd tn didpketo tng ce£ovolikng
diéyepong, amerevdepmvetar 0&eidio Tov aldtov. Avtd evepyomotei to évivpo guanylate cyclase,
EYOVTOG MG OMOTEAEGLLOL AVENIEVE ETITESD TN KUKAIKNG LOVOQPMOGPOPIKNG Yovavooivig (cGMP) oto
oLPAYYMDOEG GOUM. AVTO GT GUVEXELD EYEL OC ATOTELEGHLO TN YAAAP®GT TOL AEIOV HLIKOV 1GTOV,
EMTPEMOVTOS TNV ALENUEVT ElGpoN ToL aipatog oto téog. Ta emineda g cGMP puBuilovrot amd to
pLOUO ovvleong néow ¢ guanylate cyclase kot amd TO0 PpLOUO CTOIKOSOUNONG HECH TOV
VOPOATIKOV pwcpodieotepac®v (PDEs) tg cGMP.

To vardenafil givon évog 1oyvpog Kot EKAEKTIKOG OVAGTOALNG TNG EOIKNG POCPOSIEGTEPAONS TOTOV 5
(PDES) tg cGMP, ¢ emikpotésTtepng QOGPOSIESTEPACTG TOV CLPAYYMDOIDY COUATOV TOV
avBpodnov. To vardenafil evioydet éviova v enidpact Tov gvdoyevols o&ediov Tov aldtov 6To
ovpayymoeg coua, avactéAlovtag tnv PDES. Otav anehevBepdvetal 1o 0&gidio Tov aldtov og
amavinon otn oe&ovalikn di€yepon, 1 avaotoin g PDES a6 to vardenafil €yl og amotélecpa
avénpéva emineda s cGMP oto cupayyddeg oopa. Emopévmg, n ocegovaiikn diéyepon eival
amopaitntn ywo to vardenafil, ®ote va Tapdyel To evePYETIKA, BEpATELTIKG ATOTEAEGLOTAL.
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Meléteg in vitro €xovv deilel, 6Tt to vardenafil ivar wo 1oyvpd oty PDES amd 011 o€ GAAES YV®OOTEG
eooeodieotepdoes (>15 popég oe oyéon e tig PDE6, >130 gopéc o€ oyxéon pe tic PDEL, >300 @opég
oe oyéon pe tig PDEL1, ko >1000 gopéc o oyéon pe tig PDE2, PDE3, PDE4, PDE7, PDES, PDE9
ka1 PDE10).

Y o pedémn minbuospoypaeiog tov méovg (RigiScan), to vardenafil 20 mg npokaAiovce 6TOCELS, TOL
OewpnOnkay wavomomtikég yia dieicdvon (60 % oxAnpotnta pe 1o RigiScan) o€ opiopévoug avopeg
UoOMG og 15 Aemtd petd ) 06om. H cuvolikn aviandkpion avtodv tov acbevov oto vardenafil £yive
OTOTIOTIKA OTLLOVTIKT GE OXEON LE TO EIKOVIKO QAPLOKO, 25 AemTd PeTd 1 O60T).

To vardenafil mpokaAei NTEC Kot TAPOSIKEG UELDGEIC GTNV OPTNPLOKT TEST), Ol 0TOlEG GTNV

TAELOYN (L0 TOV TEPITTAOCEMY OV PETATPETOVTAL G KAMVIKEG evépyetes. H néon péyiom peimon ot
GLOTOMKT apTNPLOKY TTieon (og vrtio Béom) petd amd yoprynon vardenafil 20 mg kot 40 mg oy —
6,9 mmHg yio ta 20 mg ko - 4,3 mmHg yia ta 40 mg vardenafil, e GUyKpion pe TO E1KOVIKO
QapLoK0. AVTEC Ol EMOPACELS EIVOL GE CUUPMOVIN LE TIG OYYELOOACTUATIKES EMOPAGELS TOV
avactorémv g PDES ka1 opethovton mbavag oe avénuéva eninedo g cGMP ota Aglo poikd
KkOTTOpa TV ayyeiov. Eedraé kot molhamiéc amd Tov otopatog 60celg Tov vardenafil Eog ko 40 mg
OEV TPOKAAEGAV KAIVIKG OTUOVTIKEG LETAPOAEG GTO NAEKTPOKAPIIOYPAPTLLA VYLDV OVOIPDOV
ebehovtav.

Mio epama 600mG, SITAN-TVEAN, SIUGTAVPOVIEVT, TuYOLOTOMUEVT LEAETN og 59 vylelg avopeg,
OLVEKPLVE TIG emBpaoelg oto dudotnua QT tov vardenafil (10 mg xar 80 mg), sildenafil (50 mg kot
400 mg) kot placebo. H moxifloxacin (400 mg) cupmepthjopdnke og Eva SpacTiKd EcMOTEPIKOD
eréyyov. Ot emidpaoelg oto dtaotnuo QT peTpriOnkay pio dpa petd tn 660m (LECT tmax Y10 TO
vardenafil). O TpoTapyKdg GTOYOC OVTHG TNG LEAETNG NTAV VO amokAgioel pio eXidopacn peyoAvtepn
tov 10 msec (dnA. va dei&etl EAdewyn enidpaong) oe epanaé and Tov otoOpHaTog 0601 80 mg vardenafil,
o710 odotnua QTc og chykpion pe o placebo, dmwg petpndnke amd ™ petafoin tov dopbmuévon
Fridericia tomov (QTcF=QT/RR1/3) and T1g apyucég Tyég emg T0 onueio piag opog petd tn o6on. Ta
aroteléopata tov vardenafil £dei&av o avénomn oto didotnua QTc (Fridericia) twv 8 msec

(90% CI: 6-9) ko 10 msec (90% CI: 8-11) o€ d6oeig 10 mg kau 80 mg oe ohykpion ue 1o placebo kat
wa avénon oto QTei twv 4 msec (90% Cl: 3-6) kot 6 msec (90% Cl: 4-7) og d6oeig 10 kou 80 mg og
ovykpion pe To placebo, pio dpa petd tn 6001. 10 thax, LOVO 1 péon petaforn oto QTcF yia to
vardenafil 80 mg fjtav extog Tov kabopiopévou yia T puerétn opiov (uésog ypdvog 10 msec,

90% CI 8-11). Otav ypnoponomdnkKe o aTopIKOG TOTOG, Koo omd TIg TIES OV NTaV EKTOG OpilmV.
Ye pio Eeyoplotn peTeyKplTikn peAéTn 44 vyeimv ebelovidv, epdmal d6celg Tov 10 mg vardenafil 7
50 mg sildenafil cuyyopnynOnkoav tovtodypova e 400 mg gatifloxacin, Eva @apUOKO e GUYKPIoUN
enidpaon QT. Kot ot dvo vardenafil kou sildenafil £dei&av avénon oty enidpacn g Fredericia QTc
tov 4 msec (vardenafil) kou 5 msec (sildenafil) 6tav cuykpibnkav ko pe To kébe Eva papuaio
Eexymprotd. To axpiBéc KAMviKO avTikTtumo ant®@v TV dAlaydv Tov QT dev eival yvwoTo.

Emunpbdobeteg minpogopieg yio kAvikég dokipég pe ta vardenafil 10 mg diokia dwacmelpdueva gto
oToUa

H anoteleopotikdmro kot aoedreio tov vardenafil 10 mg diokiov dioonepduevov 610 otoU
katadeiydnie Eexwplotd o€ Evav evpd TANBVoUO e 600 PEAETEG TOV GLUTEPIEAAPOV

701 tuyoomompévoug acbeveic pe 6TLTIKH SLVGAELTOLPYia Ol omoiol VTOPANONKaY ot Bepaneia Yo
¢wg 12 efdouddec. H katavoun tov acBevdv 6Tig Tpokabopiopéves vmoopades kGAvmTe
niiopévoug acbeveic (51%), aobeveig pe 10Top1Kd caxyapmd@dovg dafntn (29%), duchmdoipio
(39%) wa1 véptaon (40%).

10 GUYKEVIPOTIKA dedouéva, amd Tig dvo dokués pe ta vardenafil 10 mg diokia dwaomepdpuevo oto
otoua, ol fabporoyieg mediov otuTikKng Aettovpyiag Tov AeBvoug Agiktn Xtvtikng Asttovpyiog
(IIEF-EF domain score) ftav onuavtikd vymidtepeg pe ta vardenafil 10 mg diokio diacneipdueva
070 oTOU aTd 0,71 U To placebo.

"Eva 1060010 71% 0 A®v TV 6e£000AKOY TPOSTAHE®Y TOV avapEPONKAY OTIG KAVIKEG dOKIUEG
elyav emttuyn deicduon o ovyKpion pe 44% OV TV Tpocradeidv oty opdda placebo. Avtd Ta
QOTEAEGLLOTOL ETTIOTG OVTIKOTONTPIGTIKAY GTLS VTOOUAOES, GTOVG NMKLOLLEVOLG acBeveils (65%),
o1ovg aobeveig e 16TopKd caxyapmddovs drafinn (63%), otovg acbeveis e 16ToptKO SvoAmdatpiog
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(66%) a1 véptaong (70%) dhov tav ceEovolkdv Tpocmabeldv mov avapEpdnkay iyav exitoyn
dteiodvon.

[epimov 63% 6Awv TV 6e€ovolk®dV Tpocmadeidv mov avaeépdnkay pe ta vardenafil 10 mg diokia
OLOOTEPOUEVO GTO GTOLO NTAV EMTVYEIS OGOV APOpd TN S1aTPNOT TG OTOONG GE GVYKPIOT| UE
nepimov 26% OAV TV gleyyopevav pe placebo 6eovaMKdV TPooTadel®V. ZTIC TPOKABOPIoUEVEG
vroouddec, 57% (MAiopévot acbeveis), 56% (acbeveig e 16Top1Kd Gakyapmdovs drafntn), 59%
(0oBeveig pe 1oTopid dvohmidarpiog) kot 60% (acbeveig pe 16Top1kd VEEPTACTC) OA®V TV
npoonadeidv mov avapépdnkav pe ta vardenafil 10 mg diokia diacmelpdueva 610 6TOUA HTOV
eMLTLYElC OOV 0QOPA TN JUTHPNOT THG GTLONG.

Emumpdobetec mAnpogopieg yia kAvikéc dokiuég

e KAwvikéc peréteg to vardenafil yopnynOnke oe nepiocdtepovg amd 17.000 avdpec, pe 6TLTIKY
dvoiettovpyio (ZA) petaéd 18 - 89 ypovav, moAlol and Tovg 0moiovg elyov TOAATAEC GUVOOEG
naboroyikég kataotdoels. [ave and 2.500 acbeveic vrofAnonkay oe aymyn e vardenafil yia 6
unvec | teplocotepo. And avtovg, 900 acbeveic Exovv vofinbdei oe aywyn yio éva xpovo M
MEPLGGOTEPO.

Ot tapokdto opddeg achevav avtimpocomeddnkay: nAikiwpévot (22 %), acbeveic pe vréptaon

(35 %), ue caxyapmdn dwfnn (29 %), pe ok’ Kopdlomadeio Kot GAAES KapdloyYELOKES
madnoeig (7 %), pe ypovieg mvevpovikég tadnoelg (5 %), pe vrepimdoio (22 %), pe korddiwym
(5 %), ue pilkn wpootozektoun (9 %). O1 TOPAKAT®D OUASES dEV AVTITPOCOTEDONKOYV KOAN OTIG
KAMVIKEG peréteg: nAkiouévol (Mikia >75 etmv, 2,4 %), Kot ac0eveic Le GUYKEKPLUEVEC
kapdlayyelokég madnoeig (PA. mapdypapo 4.3). Aev dievepyndnkav KMvikég peAéteg o€ TobNcELg Tov
KNZX (extdc 0md TpavUaTIoNOVG OT GIOVOLAIKY GTAAT), o€ 0o0EVELg e coPapn VEQPIKN N NTATIKN
aVETAPKELD, EYYEIPNOT TLEMKNG YDPOG (eKTOG ammd PLlIKT TPOCTUTEKTOUN UE Slatipnon
AYYELOVELP®OMOV SELOTI®MV) 1) TPAVUA ) 6 axTvobepameio Kot LetdpEVT oeovaitkn emBopio 1
OVOTOLKES OAALOLDGELS TOV TEOVG.

Kotd 115 xdpieg khvikég dokipég,  aymyn pe vardenafil (emucoloppéva pe Aemtd vpévio diokia) eiye
®C OTOTEAEG O, L0l PEATIOOT) GTI GTLTIKY AELTOVPYIO GUYKPITIKE LLE TO EIKOVIKO QAPUOKO. XE UIKPO
apud acbevav mov emyeipnoov cuvovsia ylo péypt kot 4 pe 5 dpeg LETA TN dOGN TO TOGOGTO
emruyiog g S1elodLoNG Kot 1) S1UTHPNOT TG GTLONG TV GTOOEPA LEYOAVTEPOS OO VTOV LIE TO
EIKOVIKO PAPLLOKO.

e peréteg otafepng d0omng (EMKaALUUEVA e AETTO DUEVIO dloKia), 68 Eva eupy TANBVoUO AVOP®V [E
oTLTIKT dvoiettovpyia, To 68 % (5 mg), o 76 % (10 mg) kot to 80 % (20 mg) Twv acbevdv siyav
emruyeic deodvoelg (SEP2) oe avykpion pe 1o 49 % amd ekeivoug mov ELaPay EKOVIKO PAPUOKO GE
nepiodo perétng 3 unvov. H ikavotnta va datnpnBei n otoon (SEP 3) og avtdv tov guph mAnbuopo
ue XA 860nke cav 53 % (5 mg), 63 % (10 mg) kot 65 % (20 mg) oe cOykpion pe 10 29 % yo 10
EKOVIKO PAPLLOKO.

Y& CLUYKEVTPMTIKA OECOUEVE OO QOKIUEG OTOTEAEGLOTIKOTITOG TO TOGOGTO TOV AGHEVAOVY OV Elyov
emtuynuévn dieicdvon pe to vardenafil Hrav 6nwg akoAoVOmG: Yuyoyevig GTLTIKN duGAELTOVPYiL
(77-87 %), puctn otutiky dvoAertovpyia (69-83 %), opyavikn otutikh duciettovpyia (64-75 %),
nikiopévor (52-75 %), woyopikn kopdionddeia (70-73 %), vrepAmdopio (62-73 %), xpovia
TVELUOVIKT VOo0G (74-78 %), kKatdbiwym (59-69 %), kot acbeveic Tov akolovbovcav TavTdYpOVa
Y@y HE AVTWREPTAGIKA Pappaka (62-73 %).

Ye KAk perétn pe acbeveig pe oaxyoapmon dwapntn, to vardenafil fedtimoe onpovtucd
BaBporoyia tng KAMpOKAG TG GTUTIKNG Agttovpyiag, TNV IKAVOTNTA VO EMLTVYYAVETOL KOl VO
dlotnpeitar 1 6TVGN APKETO YPOVO Y1, ETTLYNUEVT] GEEOVOAIKT ETAPT KOl TH GKANPOTNTA TOL TEOLS
G€ GUYKPIOT] LE TO EIKOVIKO Qdpuoko og docelg vardenafil 10 mg kot 20 mg. To mocootd
OVTOTOKPLOTG Y10 TV KOVOTNTO VO ETLTUYYAvVETOL Kol va dtaTnpeiton pia otdon frav 61 % ko 49 %
v to 10 mg kon 64 % ko 54 % yio ta 20 mg vardenafil, oe cOykpion pe 10 36 % kot 10 23 % g
0UAdOG TOV EIKOVIKOV Qapudiov, e acbeveic mov olokipwoay Tpiunvn Oepamneio.

e Khvikn dokun pe acBeveic petd and mpootatektoun, to vardenafil Beltimos onpoavtikd
BaBporoyia tng KAMPOKOG TG GTUTIKNG AELTOVPYING, TNV IKAVOTNTA VO ETLTUYYAVETOL KOl VO
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dtatnpeiton 1 6TOON APKETO YPOVO Y10 EMLTUYNUEVT] GEEOVAAIKT| ETAPT KO TY) GKANPOTNTO TOV TEOLG
o€ GVYKPION UE TO EIKOVIKO dapuako o€ dooelg vardenafil 10 mg kou 20 mg. To mocootd
OVTOTOKPIOTG Y10 TNV KOVOTNTO VO, ETTLYYAVETOL Kol Vo dtoTnpeiton pia otoon ftav 47 % ko 37 %
v tae 10 mg ko 48 % ko 34 % yia To 20 mg vardenafil og ohykpion pe 1o 22 % kot 1o 10 % tov
EIKOVIKOV Qapudkov o€ aobeveic mov ohokAnpwacav Tpipnvn Bepameio.

e uo, KAMVIKT HeAET evéMKtng 60c0A0Yiog, o 0oOeVEi (e TPAVUATIOUO GTN GTTOVOLAIKT GTAATY, TO
vardenafil BeAtiooe onuavtikd ™ Paduoroyio Tng KMUOKOS TNG GTUTIKNG AELTOVPYING, TNV IKOVOTNTA,
VO EMTUYYAVETAL Kol VO S1aTpEiTan 1) 6THOT OPKETO XPOVO Y10 EXLTUYNUEVT GEEOVOAIKY] ETTOLPT KO TN
OKANPOTNTO TOV TEOVE GE GVYKPIOT| LE TO EIKOVIKO @dpuako. O aptBuog tmv acbevdv mov enaviide
o PVG1oA0YIKT Pabpoloyia ¢ KAipaKkag TG otuTtiking Asttovpyiag kotd IIEF (>26) ntav 53% v
10 vardenafil o€ cOyKkpion pe To 9% yia 1o placebo. Ta TOGOGTA AVTOTOKPIONG VIO TNV TKAVOTNTO VO
EMTLYYAVETOL KO VO dtatnpeitan pa otvomn, nTav 76% kot 59% yia to vardenafil og ohykpion pe to
41% a1 1o 22% Y10, TO EIKOVIKO PAPUOKO Y10 TOVE aoBeveic mov oAoKANpwacay Tpiunvn Bepoameio kot
01 070{0t NTAV KAMVIKG Kot 6ToTIoTKG onpavtikoi (p < 0,001).

H acpddeio kot 1 amotelespotikotnto tov vardenafil dtotnpnnie o€ Lokpag O10pKELNG MEAETES.

Hodrorpikodg minBuopog

O Evpomnaikdg Opyoviopoc @opudkmy Exel dOGEL OmaALOYT Amd TNV VTOYPEMOT VITOPOANC TV
OTOTELECUATOV TV LEAETMV Y1a. TN Ogpameio TG 6TLTIKNAG duGAELTOVPYinG o€ [io | TEPIGCOTEPES
VITOKATIYOPIES TOL TOd1OTPIKOV TANBVoLOV oty (PAETE Tapdypa@o 4.2 Yo TANPOPOPIES CYETIKA LE
TNV ToudlaTPIKn ¥pNon).

5.2  ®oppoKoKIVNTIKEG 1O10TNTES

Mehétec PBroicoduvapiog karédei&av oti To vardenafil 10 mg diokio dwaonelpduevo 61o otdua dgv
etvon Proicodvvapo pe ta vardenafil 10 mg emkoivppéva pe Aemtd vpévio diokio. Tovendc, 1
SOTEPOUEVN GTO GTOUO, LOPQEN] BEV TPEMEL VAL ¥PNCLUOTOLEITOL MG 160dVVapo tov vardenafil 10 mg
EMKOAVUUEVOV LE AETTO VUEVIO JLoKImV.

Amoppoéonon

ta vardenafil emikaAvpuévo pe Aemntd vuévio diokia, To vardenafil amoppo@drot TaydTOTO KoL 01
UEYIOTEG GUYKEVIPMOELS GTO TAAGLLO TTOV EMLTLYYAVOVTOL GE OPIGUEVOVG AVOPEG TOPATNPOVVTOL TOAD
vopig, HOMG o€ 15 Aentd pHetd TNV amd Tov 6TOHNTOC Yopnynon. Eviovtolg g mocootd 90 % tov
YPOVOL Ol LEYICTEC GVYKEVTPMGELS 0TO TAAC LA emtTtvyydvovtol péca o€ 30 pe 120 Aemtd (Lécog dpog
60 Aemtd) petd amd yopnynon and to oToOua, o€ Kotdotaon vnoteiog. H péon amdivt
Brodrobecipotnto petd amd yopnynon arod to otoua gival 15%. Metd and yopnynon vardenafil omd o
otopa, N AUC kot 1 Crax 00EAVOVTOL GYEOOV OVOAOYIKE LE TN 00GT G€ OAO TO GUVICTMUEVO £DPOG
d6cemv (5 — 20 mg).

Orav ta vardenafil emkaivupéva pe Aemtd vuévio diokio Aapfdvovor pe yedua vyming
MEPLEKTIKOTNTOG G€ AN (To omoio mepiéxel 57 % Aimog), o Pabudc amoppOPNONG LELDVETOL, LUE
aHENGT TOV HEGOV tax KATA pio dpa. kot péom peimon g Cmax kKotd 20 %. H AUC tov vardenafil dev
emnpealeTat. Metd amd éva yevpa mov mepiéyet 30 % Aimog 10 T0c0GTd Kot 1) £KTAON TNG
amoppdenong tov vardenafil (tmax, Cmax Kot AUC) mopapévouy apetdfAnTo cUYKPIVOUEVA. LUE TNV
YOPNYNON O€ KOTAGTOOT VNOTELNG.

To vardenafil amoppo@dzon ypriyopa petd ™ xoprynon tov Levitra 10 mg diokimv dtoomepdpevmv
070 otopa Yopig vepd. O dauecog ypdvog yia v enitevén g Crax KORAVONKE amd 45 £wg 90 Aentd
KoL TaV TOPOOL0G 1| EAAPPDS KoBVoTEPNIUEVOC (KATA 8 £¢ 45 AemTd) GE GUYKPLOT LE TA.
emkoAvppéva pe Aemtd vuévio dtokio. H péon AUC tov vardenafil avénfnke kotd 21 £og 29%
(neonhikeg kol nMKiopévol acbeveic e otutikn dusiertovpyia) N 44% (véa vy dropa) pe Ta diokia
dlaomelpopeva 6to otopa Tov 10 mg og chyKpLon e TO EMKUAVUUEVA, e AETTO DUEVIO O1oKia, MG
OTOTEAEG IO TG TOTIKNG GTOLOTIKNG ATOPPOPN NG LUKPTG TOGOTNTAG TOL PAPLLAKOV GTT] GTOMOTIKN
Koot Ta. Agv mapotnphnke otabepn dapopd ot pEoN Crax HETAED T®V S10KIOV SIACTEIPOUEVDV
0T0 OTOLO KOl TOV EMKOAVUUEVOV IE AETTO VUEVIO OloKimV.
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e acbeveic mov éhaPav ta vardenafil 10 mg diokio diacmelpdueve. 6To oTOUA Pe Eva YED O VYNNG
MEPLEKTIKOTNTAG € ATapd dev mopatnphonke Kapia enidpacn oty AUC tov vardenafil Kot 6Tov thay,
evd 1 Chax TOV vardenafil peiwdnie xatd 35% otnv katdotoon HeETd amd yevpo. Me Bdon avtd ta
amoteAéopata, To vardenafil 10 mg Siokia Stoomelpdueva 6To 6TOUN UITopovV va, Aneovv pe 1 xopic
TPOO.

Edv o vardenafil 10 mg diokio daomeipopeva 6to otopa Anedodv pe vepd, 1 AUC peumdvetor Katd
29%, M Crax TOPAUEVEL OUETAPAN TN KoL O OLAUECOGS tmax HEIOVETOL KATA 60 AETTA GE GVYKPIOT UE TNV
npocAnym yopic vepod. Ta vardenafil 10 mg diokio diaoneipduevo 610 otope TpEmel vo Aapdvovtal
Yopig vypo.

Kotavoun
O pécog 6ykog katavopung tov vardenafil oe otabepn Katdotaon eivar 208 1, yeyovdg mov pavepdvel

KOTOVOLT GTOVG 16TOVG.

To vardenafil kot o KOprog petaforitng tov oty Kuklogopia (M1) decugvovial oe vYNASO Babuod arnd
TIG TPOTEIVEG TOL TAGGHATOG (TEpimov g T0c0aTo 95 % Yo to vardenafil § tov M1). Téoo yo to
vardenafil 660 kot yio Tov M1, 1 déopevon amod Tic Tpwteiveg Tov TAGoITOG ival oveEApTnT 0o
TIG GUVOMKEG GUYKEVIPAOGELS TOV PUPUAKOL.

Me Bdor HeETPNOEIS 6TO GIEPHO VYDV aTOpmY 90 Aemtd petd tn d6or tov vardenafil, éva 1060610,
Oy peyarvtepo amod 0,00012 % g yopnynbeicag d6oNg, UTopel vo, ELPOVIGTEL GTO GTEPUAL.

Buopetaoynuotiopog

To vardenafil oto emicodoppéva pe Aemtd vuévio diokio petoPforiletol Kupimg e NTATIKO
petaforiopd pécw tov 106pop@ov 3A4 tov Kutoypdpatog P450 (CYP) pe pepikn copforn amod tig
CYP3AS5 ko CYP2C copopoeéc.

Ytov avBpwmo, o kOprog petaforitng (M1) tov vardenafil otnv KvkAoopia Tpoépyetar amd TV
amoatfvAimon tov kot petoforleTol Tepattépm pe amoforn and To0 TAGGHA pE ¥povo NUIL®NG
nepinov 4 opav. Tufuata tov M1, Bpickovtol pe T LOPOT TOL YAVKOVPOVISIOV, GTI GUGTNUATIKN
KukAogopia. O petaforitng M1 gugovilel eKAEKTIKOTNTO TPOG TIC POGPOIECTEPAGEC UVAAOYN AVTAG
tov vardenafil kot Tapovoidlel mepimov 28 % in- vivo dpacTIKOTNTA, Y10 T POCGPOSIEGTEPACT] TOTOV
5, og ovykpion ue to vardenafil, e oamotéleoua vo cUUPAAEL GTNV OTOTELECUATIKOTITO GE TOGOGTO
nepinov 7 %.

O uéoog teMkog ypdvog nulmng tov vardenafil og acbeveic mov Aappdvoov Levitra 10 mg diokio
dlaoTEPOUEVA 6T0 6TONO KuudvOnke petaéd 4-6 mpmv. O ypovoc nuilmng amofoAng tov petafoiitn
M1 etvon petald 3 Kot S pdv, TapOHOLd LE TO UNTPIKO QAPLLOKO.

Amofol

H oAwm kdBapon tov vardenafil and tov opyaviopod givar ion pe 56 1/h pe emaxdéAovbo tehd ypdvo
nuong mepimov 4-5 dpeg. Metd v and ToL 6TOUATOS Yop1yNom, To vardenafil amekkpiveton pe
pope1 LeTAPOMTOV KLPimG 6T KOTpava (Tepimov 0 91-95 % tng d6ong Tov Yopnynonke) kat 6
puepdtepo Pabud ota ovpa (mepimov 2-6 % tng d6oMG OV YopNYHRONKE).

Dapuokokwnrikd orotyeio oe e10ué opades achevav

Hlawuévor

H nrotwkn xéBapon tov vardenafil 6e nhukiopévoug vyeig eBehovég (dvo Tav 65 ypovov) nTov
HELOUEVT GE GUYKPLOT e VEOLS VY1ElG eBelovTég (18 - 45 ypdvwv). Katd péco 6po, nAtkiopévor

Gvopeg mov AdpPavay vardenafil emucoivppéva pe Aemtd vpuévio diokia, £6e&av 52 % vynidtepn
AUC «a1 34 % vynhotepn Chrax 0710 vardenafil amd 6t veapotepot avopeg (BA. Tapdypapo 4.2).

H AUC «ot 1 Crax Tov Vardenafil otoug nAikiopévoug acBeveig (nlkiog 65 €t1dv 1 dvo) mov
AauPovay vardenafil diacmelpoueva 6to otopa diokia iye ovéndei amd 31 ewc 39% «at 16 emg 21%
avtiototya, oe ochykplon pe Toug acbeveic nhikiog 45 etdv ko kdtw, To vardenafil dev Bpébnke va
GLGOMPEVETUL GTO TAACHO o€ acBeveic nAtkiag 45 eTdv Kot KAT® 1 65 €TV 1 dved PLeTd amd ePdmas
nuepnota docoroyia vardenafil 10 mg diokimv dwacmelpdpevmv 6to otopa yio 10 nuépec.
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Neppixn ovaleitovpyio.

e eBehovTég Le Nrov ¢ pETprov Paduod veppikn dvsiettovpyia (kdBopor kpeativivng 30 -

80 ml/min), n pappaxoxvntiky tov vardenafil fitov mwapopoe pe ovth TG opddag EAEYYoL pe
(QLGLOAOYIKT] VEQPIKT AetTovpyia. Xe e8ehovtég te coPapn veppikn dvoiettovpyia (kaOapon
kpeatvivng <30 ml/min) n péon AUC avé&nbnke kotd 21 % kot 1 péon Chrax eAatt@bnke katd 23 %,
o€ oVYKpIoN Ue ToVg 0eAOVTEG Ywpig veppikn duciettovpyia. Aev Tapatnprinke oTATIOTIKA
OMUOVTIKT cLOYETION avapesa otV Kabapon kpeatvivng kot otnv £ékBeon oto vardenafil (AUC ko
Crax) (BA. Tapdypago 4.2). H pappokokivntikn Tov vardenafil dgv éyel ueketbei oe acbeveic mov
yperalovton aipokadapon (PA. mopdypoapo 4.3).

Hrotikn dvoleirovpyia

Ye aoBeveic pe mov Emg péTprov Pabpod nrotikn dvciertovpyia (Child-Pugh A kot B), n kdBapon
tov vardenafil peidOnke ce avaroyio pe To Babuo nratikng Svciettovpyiag. Xe acbeveic pe Nmiov
Babuod nroatiky dveiertovpyia (Child-Pugh A), n uéon AUC kot Crey Tov vardenafil avénonkay kotd
17 % won 22 % avtiotoryo, 6€ GOYKPIoT UE TNV OUdda EAEYXOL VYIOV aTtOp®V. L& acbeveig pe pétplov
Babuod nrotiky dveiertovpyia (Child-Pugh B), n péon AUC kot Chax Tov vardenafil avEndnke kotd
160 % war 133 % avtiotorya og cOyKpLon Le TNV OpAdo EAEYXOL VYIBV atdpwV (BA. Tapdypagpo 4.2).
H gpoppokokivntikn tov vardenafil, e acOeveig pe coPfapd eEacbevnuévn nratikn Aettovpyio
(Child-Pugh C) dev £yet uehenOei (PA. mopdypogo 4.3).

5.3 [Mpoxivikd dedopéva Yo TNV a6QAALEL0,

Mn-KAwikd dedopéva dev amoKaADTTOVY 131aiTEPO Kivouvo Yio Tov dvBpwmo pe Baon Tig cupPaticéc
UEAETEG QUPUOKOAOYIKNG AGPAAELNG, TOEIKOTNTOG EMAVOAAUPBAVOUEV®DY SOCGEMY, YOVOTOEIKOTNTOG,
EVOEYOUEVC KAPKIVOYOVOL dPAONGC, TOEIKOTNTOG GTIV OVATOPUY®YIKY] TKOVOTNTAL.

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Koatahloyog exdéymv

Acmoptaun (E951)

Apopa pévrag.

2TE0TIKO HOYVIGl0.

Kpoomofidovn.

Movvitoan (E421)

KoAroeldég 0&gidio Tov moptriov, Evudpo.

YopPrtoin (E420)

6.2 AocvpPoatétnreg

Agv gpapudlerar.

6.3 Awdpkero Cong

3 ypovia

6.4 Iowitepeg mpo@urdcels koTa T UAIEN TOV TPOTOVTOG

Dvrdooete GTNV OPYIKT GLOKEVOGIN Y10 VO TPOGTATEDETOL QIO TNV VYPUCIO KOl TO (MG,

6.5 ®@von Ko GVOTATIKA TOV TEPLEKTN

1 x 1 d10.6mEPOUEVO GTO OTOWA SIOKI0 0€ O1ATPNTN KOYEAN Uiag doong and adovuivio / adovuivio,

2 X 1 dwaomepodpeva oto otopa diokio og dSATPNTEG KOWELES oG dOomg amd alovpivio / alovpivio,
4 X 1 dwwomelpdpeva 6To oTOHO d1oKiN 08 SLATPNTEG KOWEAES oG dOomg amd olovpivio / alovpivio,
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8 X 1 dwaomepouevo 610 6TOUE d1oKi0 68 SLATPTTEG KOYELES oG SOOTG ard oAOLUIVIO / alovLivio,
Mmropei va. unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.
6.6 Idwitepeg TpouLAAEELS amoppIYNS

Kopia g1d1kn vroypémon yio andppuym.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Bayer AG

51368 Leverkusen

Feppovia

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/03/248/013-016

9. HMEPOMHNIA INPQTHXE EI'KPIZHX/ANANEQXHY THX AAEIAX
Hpuepounvia tpong £ykpiong: 6 Maptiov 2003

Hpepopnvia tehevtaiog avavémong: 6 Maptiov 2008

10 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AETTOUEPT] TATPOPOPLAKH GTOLYEID, Y10 TO TAPOV PUPUAKEVTIKO TPOTOV Eival Slobiciua 6ToV SIKTLOKO
1610 T0V Evpomaikod Opyoviouod @apudkov: hitp://www.ema.europa.eu.
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ITAPAPTHMA I1

HHAPATI'QI'OX YIIEYOYNOZX I'TA THN AITIOAEXMEYXH
TQN ITAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
IMPOIONTOX
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A HHAPAT'QI'OX YIIEYOYNOX I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

‘Ovopa kot d1evfuvon Tov Tapaywyon mTov ivor vTenfuvoc yia TNV artod£GLUEVCT TOV TUPTIOWV

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Feppovia

B OPOI'H NEPIOPIXMOI XETIKA ME TH ATAGEXH KAI TH XPHXH

DappoxevTikd TPoidv yia To 0molo amorTeital TP CUVTOYT.

I  AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢éog1g Teprodknig wapakorovdnong g acparerlag

Ot amaitnoelg yio TNy voPoAr| ekfécewmv TEPLOSIKNG TAPAKOAOVONGNC TG ACPAAELOG Y10, TO €V AOY®
QOPUOKEVTIKO TTPOTdV opilovTol 6ToV KATAAOYO LE TIg NuEpounViec avapopds ¢ Evoong (katdloyog
EURD) nov mapatifeton oty mapdypago 7, tov apbpov 107y, tng odnyiag 2001/83/EK ko kabe
EMOKOLOLONG EMIKOPOTOINONG OTTMG SNUOGIEVETOL GTNV EVPOTOIKT OIKTVOKN TOAN Y10 TO PAPLLOKAL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY ITIPOIONTOX

. Yyéowo Awayeiprong Kivovvoo (ZAK)

O Kdroyog Adetag Kvkiopopiag Ba die&aydyet Tig amoitodpEVEG dpaoTNPLOTNTES Kot
TOPEUPACELS PUPHOKOETOYPVTVIIONG OTG Tapovcidlovtal 6to cuppovndév ZAK mov
napovotdletor otny evotnto 1.8.2 g doelog kKukAoopiag Kot 0TolEcdNTOTE EMAUKOAOVOES
gykekpipéveg avabempnoeig tov TAK.

"Eva emucoportompévo XAK Oa mpénet va katotedel:
e petd amd aitnuo tov Evponaikov opyaviopod @oppdxwmv,
® OTOTESNTOTE TPOTONOLEITOL TO GVOTN UM OLOYEIPIONG KIvODVOD, EI0IKA MG AMOTEAEG O ANYNG
VE®V TANPOPOPLDY TOV UITOPOVV VO ETLPEPOVY GNUOVTIKT OAAAYT GT GYECT 0QELOVC-KIVODLVOL
N ®G AMOTEAEGLLOL TG EMITEVENC EVOG OTUAVTIKOD OPOCT|LLOV (PUPLLOKOETOYPOTVNOT 1}
EAOYLOTOTOINGT KIVOOVOL).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Levitra 5 mg emkolvoppévo pe Aemto vuévio diokio
vardenafil

[2. TYNGOEZH XE APAXTIKH(EZ) OYZIA(EX)

KdaBe diokio mepiéyet 5 mg vardenafil (wg hydrochloride)

3.  KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO |

2 emKAAVIEVO LE AETTO VUEVIO dloKin
4 gmkolvppéva pe AeTTO DIEVIO d1oKia
8 emikoloppéva pe AemTo vEEVIO dloKio
12 gmucolvppévo pe AemTo VUEVIO doKia
20 emkolvppévo pe AETTO VUEVIO O1oKIO

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ao otONATOG YPIoN.
Awpdaote T0 PUALO 0ONYIDV YprioNG TPV amd TN YOPNYNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

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

8.  HMEPOMHNIA AHEHEZ |

AH

[1]

H

| 9. EIAIKEYX YYNOHKEYX OYAAEHX
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10. IAIAITEPEX TPO®YAAZEEIX I'A THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Ieppovia

[ 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/03/248/001 2 Swokia
EU/1/03/248/002 4 Swokia
EU/1/03/248/003 8 dwokia
EU/1/03/248/004 12 Swokia
EU/1/03/248/021 20 diokia

| 13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEZ XPHIHX

| 16. TTAHPO®OPIEX XE BRAILLE

Levitra 5 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMok (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ 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

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levitra 5 mg emikoloppévo pe Aemtd vuévio diokio
vardenafil

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Bayer (logo)

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

S. AAAA YTOIXEIA
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ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levitra 10 mg emkoivppéva pe Aemtd vpévio dtokio
vardenafil

| 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéyer 10 mg vardenafil (mg hydrochloride)

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H

2 EMKOAVUUEVO e AETTO DUEVIO SloKiaL
4 eMKAAVUEVOL LE AETTTO VUEVIO O1GKIL
8 emkaAvUIEVA LE AETTTO VUEVIO dloKiN
12 emkaAvppéva Pe AETTO LUEVIO dloKin
20 emkaAvppéva pe Aemtd vpévio diokia

| S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog ypnon.
AwoBdote 10 OALO 0dNYIDV YPYoNG TPV ot TN XOPYNon.

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

Na puAdoocetat og 8o, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TaLdLd.

| 7. AAAH(EY) EIAIKH(EY) TIPOEIAONIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YHOAEIMMATON ITOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Ieppovia

[ 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/03/248/005 2 Swokia
EU/1/03/248/006 4 Swokia
EU/1/03/248/007 8 dwokia
EU/1/03/248/008 12 Swokia
EU/1/03/248/022 20 diokia

| 13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEZ XPHIHX

| 16. TIAHPO®OPIEX XE BRAILLE

Levitra 10 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ 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

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levitra 10 mg emkolvppéva pe Aemtd vuévio dtokio
vardenafil

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Bayer (logo)

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

S. AAAA YTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Levitra 20 mg emkoivppéva pe Aemtd vpévio dtokiol
vardenafil

[2. TYNGOEZH XE APAXTIKH(EZ) OYZIA(EY)

Kabe diokio mepiéyet 20 mg vardenafil (w¢ hydrochloride)

3.  KATAAOI'OX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO |

2 EMUKOAVUUEVOL e AETTO DUEVIO SloKia
4 gmkolvppéva pe AeTTO DIEVIO d1oKia
8 emikoloppéva pe AemTo vUEVIO dloKio
12 emkaAvppéva Pe AETTO VUEVIO dloKia
20 emkolvppévo pe AETTO DUEVIO O1oKIO

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ao otONATOG YPIoN.
Awpdaote T0 PUALO 0ONYIDV YprioNG TPV amd TN YOPNYNON.

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

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAONIOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

8. HMEPOMHNIA AHEHZ |

AH

[1]

H

| 9. EIAIKEYX YYNOHKEX ATATHPHXHX
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10. IAIAITEPEX TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

[ 11.  ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Ieppovia

[ 12.  APIOMOZX(OI) AAEIAY KYKAODOPIAY

EU/1/03/248/009 2 dwokia
EU/1/03/248/010 4 Swokia
EU/1/03/248/011 8 dwokia
EU/1/03/248/012 12 dwokia
EU/1/03/248/023 20 diokia

| 13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

| 15. OAHTIEZ XPHIHX

| 16. TIAHPO®OPIEX XE BRAILLE

Levitra 20mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMok (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levitra 20 mg emkodvppéva pe Aemtd vuévio dtokio
vardenafil

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Bayer (logo)

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

S. AAAA YTOIXETA
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ENAEIZEIX I1IOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Levitra 10 mg diokio d106meEpOUEVO. GTO GTOUA
vardenafil

| 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéyer 10 mg vardenafil (mg hydrochloride)

| 3. KATAAOT'OX EKAOXQN

[Tepiéyer aomaptdun (E951) kol copPrroin (E420).
AoBaote T0 EUALO 0INYIDV Y10 TEPICCOTEPES TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H

1 x 1 diokio S10oTEPOUEVO GTO GTOLO
2 X 1 d1oKio SLOCTEPOUEVO GTO GTOLLOL
4 x 1 dtokio S10oTEPOUEVO GTO GTOUA
8 X 1d1okio Sl0oTEPOUEVO GTO GTOL

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

AwBdote To GUALO 0N YLDV YPNONG TPV AT TN YOPTYyNon.
Ao otONATOG YpNIoN. ALOAVETOL GTO GTOLLO.

6. EIAIKH ITIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKETYIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

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

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEYX @PYAAEHX

DVAAGGETE OTNV APYLKT] CLCKEVAGIN Y10 VO TPOGTUTEVETOL OO TNV VYPUGIO KO TO (PG,

10. TAIAITEPEX IPO®YAAEEIX I'TA THN ATOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THE AAEIAX KYKAO®OPIAX

Bayer AG
51368 Leverkusen
Feppovia

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL

EU/1/03/248/013 1 Swokio
EU/1/03/248/014 2 dwoxio
EU/1/03/248/015 4 dwoxia
EU/1/03/248/016 8 doxio

| 13.  APIOMOX ITAPTIAAX

oprtida

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHZHZ

| 16. TIAHPO®OPIEX XE BRAILLE

Levitra 10 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMo (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

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

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

KYYEAH

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Levitra 10 mg diokio diaonelpduevo 6To 6TOUA
vardenafil

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Bayer (logo)

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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B. ®YAAO OAHI'IQN XPHXHX
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@viro oonyav ypiong: IIinpoeopics yia Tov ypriotn

Levitra 5 mg emuxaloppéve pe Aewtéd vpévio diokia,
Vardenafil

A doTe TPOGEKTIKG 0AOKANPO TO GVAAO 0ONYIAV (PTG TPOTOV UPYIGETE VA Y P GLUOTOLEITE

aVTO TO PAPROKO, O1OTL TEPLLARPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

- DvLaEte owTO TO PUALO 0OMYIOV YpNoNG. Towg xpelaoctel va to dafdcete Eovd.

- Edv éxete mepartépo amopieg, poTNOTE TO Y10TPO 1] TO PAPUOKOTOLO GOGC.

- H cvvtayn yio autd 10 pdppoko xopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
QApUOKO 0€ BALOVG. Mmopel var Tovg TPOoKOAEGEL PAGPN, aKOLo Kot OTOV T SNUEiR TG
acBéveldc Toug eivot 101 pe Ta Skl Gag.

- Edv mapatmpnoete kKamowo avemBOunTn evEPYELN, EVILEPDOTE TO YIATPO 1) TO POPUOKOTOLO
00G. AT 1oyvet kot Yo kKaBe mhovn avemBOuNT eVEPYELN TOV dEV OVAPEPETOL GTO TAPOV
@OALO oMYV Yprione. BAéme mapdypagpo 4.

T epréyel 1o Tapov QOALO 00NYLOV:

Tr eivon To Levitra ko ot givat 1 yprion tov

T mpéner va yvopilete mpotod mapete to Levitra

[og va napete to Levitra

[MBavég avemBounteg evépyeteg

[ va pvracoeton to Levitra

[epieydpevo g cuokevaoiag Kot Aoimég TANpoPopieg

oL E

1. T geivan To Levitra kot oo givor n yprjon Tov

To Levitra mepiéyet vardenafil, éva péhog pag katnyopiog appakmy wov ovopdlovtol ovocTOAEIG
NG POCGPOSIECTEPACTIG TOTOL 5. XpNGHoTolovVTaL Yia. T Bgpameia Tng GTLTIKNG SUGAEITOVPYING GE
EVIAIKEC AVOPEC, UI0, KOTAOTOOT) 1] 0010 GUVETAYETOL OVGKOMEC EMiTEVENG KL SLOTHPTONG GTOONC.

TovAdyioToV £vag 6TOVG OEKA AVOPES £XEL TPOPAN LA OTO VAL EMLTVYEL 1] VO SLOTNPGEL GTVLGT KATOL!
¥PoVIKN Tepiodo. Mmopel va vTdpyovy opyavikoi 1 yoyoAoyikoi Adyot, 1| £Voc GUVOVAGIOC KOl TOV
dvo. Omoadnmote kol edv ivar 1 artio, Ady® PETABOADV GTOVG LG Kot GTO aLlo@opa ayyeio dev
TOPOUEVEL TKAVOTOINTIKT TOCOHTNTA ALOTOG GTO TEOC, DGTE VAL TO CKATPUVEL KOl VAL TO SL0TNPCEL
GKANPO.

To Levitra 8o Aettovpynoet povo otav €xete epebiotel cefovoiikd. Meldvel T dpdcn Tov PLGLKOD
ANUIKOD GTO GMUO GOG TOL AvacTELAEL Tig otvoels. To Levitra emtpénet o€ pio otdo™ Vo SlopKécet
OPKETE Y10 EGAC, DOTE VUL OLOKANPADCETE IKAVOTOMTIKA Tr GEEOVOALKT dpaGTNPLOTNTOL.

2. Tuvnpéner va yvopilete apv vo tapete To Levitra

Mnyv napete to Levitra

- Ye nepintoon aArepyiag oto vardenafil 1| o€ omotodMmote GALO AT TO. GVGTOTIKE CLVTOV TOV
QapUaKoL (ava@EpovTol 6TV Topdypaeo 6). Ta onueio Tg aAlepykng avtidpaong,
nmepthappavouv e£avonua, kvnoud, Tpnouévo TPOGHOTO 1 YEIAN Kol SUGKOAMA AVATVONG.

- Edv AapPavete papuoio mov TEPIEYOVY VITPIKE, OT®G YAVKEPIVY TPVITPIKN Yo, Tr oTnOdyym, 1
001e¢ LovoEELdiov Tov al®dTov, dTWS TO VITPDSES ApOAL0. AaUBAvovTag TOLTOYPOVA AVTA TO
@apuaka pe o Levitra ) aptnplokn cog tieon Oa propovce va, ennpeactel copfapd.

- Edv Aappdavete ritonavir 1 indinavir, AppoKo TOL YPNCILOTOIOVVTOL Y10, TV OVTILETOTIOT
AowmEemv amd Tov Tov 16 ¢ avBpdrivng avocoovendpkelog (HIV).

- Edv giote moveo and 75 etov kot Aappdavete ketoconazole 1) itraconazole, avtipvkntiaccd
PapLLOKAL.

- Edv &yete coPfopd kapdiakd | nrotikd TpofAnuo.

- Edv vroPaiiecte og veppikn kabapon.
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- Edv éxete mpdopato mabel eykePalikd ENEIGAS10 1) KOPILOKN TPOGPOAT.

- Edv éxete N elyate yapnAn aptnplokn mieon.

- Edv 1 owoyéveld oag €Yl 1IGTOPIKO EKQUAIGTIKOV TOONGEDV TOV PATIOV (0TGN ueloypwatikny
aupifinotpoecidonadera).

- Eav elyate moté€ mdOnomn mov va copmeptapfdvetl andieio g 6paong eattiag PAGPNG ot
OTLTIKO VEVPO OO CVETOPKN TTOPOYN CUILOTOC, YVOGTH G U1 aPTNPLTIOKT TPOSHIN IGYOLUIKT
onttikn vevporabeia (NAION).

- Edv AapPavete procstyovdtn. Avtd To @ApUOKo Ypnolomoteital yio tn Oepameio g
TVELHOVIKNG OPTNPLOKNG VTEPTACTG (ONAAOT, TVEVUOVIKT VTEPTOACT]) KOL Y10 TNV XPOVIQ
OpoufoeuPorikn mvevpoviky véptacn (dNAadr|, deVTEPOTAONC TVELLOVIKT VIEPTACT AOY®
OpouPwong). Ot avactoreic pooodieotepdone 5 (PDES), énmg to Levitra éxovv diet pia
avENOT OTIV LTOTAGCIKT dPAGT AVTOV ToL Pappdaxov. Edv Aapfdvetol prootyovdtn 1| dev giote
Glyovpol EVNUEPDTTE TO YITPO GG,

[ pocdomounjosic ko TPoPLAGEES
AmevBuvbeite 610 Y10Tpo M TO APUAKOTOLO 6OG TPOTOV TApETE TO Levitra.

Ipocére Waitepa pe to Levitra

- Edv &yete mpofAnpata pe v kapdid. Mmopel va givar emikivovvo yuo e5dg va, Kvete oet.

- Edv vroépete amd akavovioToug Kapdlokovg ToAnove (kapdiaxn appobuio) | amd kdmola
KANpovoukn kapdlokn acBéveln Tov ennpedlel T0 NAEKTPOKAPIIOYPAPNUE GOG.

- Edv &yete kdmola puoikn Katdotaon mov exnpedlel To oyNque Tov TE0VG. AVTo TEPAaUPaver
KOTAGTACELS IOV ovoudlovtal yovimon, vécog Tov Peyronie's kot tvaor Tov Guparyyoeidong
GMOUOTOC.

- Eav éyete v acbévela mov pmopel va TpokaAEl 6GTOGELG IOV dEV VITOX®POLV (TpLamioud). Avtd
TEPIMAUPAVEL TN OPETAVOKVTTAPTIKT OVOLULO, TTOALOTAO LVEAMUO KoL AEVYOULLia.

- Edv éxete €élkog otopdyov (emiong ovoudleton yaotpiko | wewtind EAkog).

- Eav éyete aupoppoayikn dwatapoyny (0mwg n aipoppopilia).

- Edv ypnowonoteite kdmola dAAn Oepaneio yio t SuoKoAio TG GTVGNG, CLUTEPIAOUPAVOUEVOL
tov Levitra diacmepdpueva oto otopa diokia (BA. Tapdypago ‘Aila eapuoko kat Levitra’.

- Edv éxete Eapvikn peimon 1 andAelo g Opacng, otapatiote va taipvete Levitra kot
EVNUEPDOTE AUECMG TO Y1ATPO GOC.

Howwd xon £pnpor
To Levitra dev mpoopiletar yio xprion omd mTodid 1 eprifoug kétom tov 18 etdv.

Alro @appoka kot Levitra

Evnpepoote 1o ylotpd 1 T0 QopUOKOTOLd GG EAV PN OLUOTOIEITE, £XETE TPOGPATO XPTCLULOTOGEL 1)

UITOPEL VO YPNCULOTOMGETE AAAD PAPLOKOL.

Kamow pappoxo propei va dnpiovpyncovy tpofAnpota, Kupiog Ue to:

- Ddéappoxa pe vitpkd yo ) otnBéyym 1 66tec povoéeldiov tov aldtov, OT®S TO VITPMIES
apdio. H Mqyn avtov tov eapudkov pe to Levitra Bo pmwopovoe vo exnpedoet cofapd tnv
apTNpoKn cag wieorn. Zulnmote pe Evav yluorpo, Tpv va tapete to Levitra.

- Ddappoka yo ) Oepaneio v appudbuidv, 6nmg 1 quinidine, procainamide, amiodarone iy
sotalol.

- Ritonavir 1| indinavir, edppaka yio. tov 16 Tov AIDS. Zu{ntiote pe Evav yiotpd, mpv vo TapeTes
7o Levitra.

- Ketoconazole 1 itraconazole, ovTIHOKNTIOGTKE GAPLOKA.

- EpvBpopokivn 1 kKhapoBopokivn, pokpoAidio avtiflotikd.

- A-0vaoTOAELS, £VaAC TOTTOG PUPLAKOL TOV ¥PNCLLOTTOIELTaL Yo TN Bepameio TG LVYNANG
aPTNPLOKNG Tigong Kat TG ueyébuvong tov Tpootdn (g kalondne vrepmloociog Tov TpooTaTy).

- Piocryovd

Mn ypnoponoteite ta. Levitra emkodlvppéva pe Aemtd vuévio 610Kio 6€ GLVOVLOGUO LE OTOLONTTOTE

GAAN Bepaneia yio T oTLTIKN dvoAettovpyia, cvpneprappavopsvey Twv Levitra dtouomepdueva 6to
otou0. dlokia.
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To Levitra pe Tpo@£c TOTA Kol OLVOTVEDUATMON

- Mmnopeite va tapete To Levitra pe 1 yopic eayntd — aArd Katd Tpotipumon oyt Letd amd Evol
Bapd 1 VYNANG TEPLEKTIKOTNTOC GE ATapd YeOpa kaBdg avtd pmopet va kabvotepnoetl v
enmidpaon.

- Mnv zivete youo grapefruit, 6tav ypnoponoteite to Levitra. Mmopel va mapépupet ot
ocuvnOiopévn dpdon Tov papuakov.

- Ta ahicoohoOY0 TOTA UTOPEL VO EMOEVOGOLV TIG SVCKOAIEC GTVOTG.

Kinon ko Oniaocpog
To Levitra dev givar yuo xpnon omd yovaikec.

00161 KOt YEPIGUOS PN UVOY

To Levitra umopei va npoxaréoetl o€ opiopévoug avBpmmoug (GAn N vo, ennpedcel Ty 0pacT TOVG.
Edv aweOaveote Cadn 1 av éxel ennpeactel 1) Opach cag, LETA T ARy tov Levitra unv odnyeite 1
yepileote omoladnmote gpyareio 1 Uy avec.

3. o vo mapete 1o Levitra

[Tédvtote va TaipveTe TO PAPLOKO GVTO QVGTNPE GOUPOVE LE TIG 0dNYieg TOV YloTpoy cag. Edv €yete
apgipolriec, pmtnoTe To Y1Tpd N TO Pappakomold cag. H cuvietduevn doon eivar 10 mg.

[épete éva diokio Levitra mepinov 25 éwg 60 Aemtd mpv n ceEovaiikn| dpactnprotntae. Me )
oeEovaMKT O1EYEPOT, UTOPEL VoL ETTUYETE 10, GTOGT OTOLUONTOTE OTIYUN HETOED 25 AEMTOV Kot
TEGCAPMV LE TEVTE OPMV HETA TN ANYT Tov Levitra.

- Kozamieite éva diokio pe Eva mwotnpt vepod.

Mnyv naipvere To Levitra emxoloppéva pe Aemté vpévio diokia pali pe kamowo GAAN Hoper| Tov
Levitra.

Mnyv ntaipvete To Levitra nepiocdtepo amd pio gopd tnv nuépa.

Evnuepaote 1o yiorpd cog edv vopilete 6ti ) dpdon tov Levitra eivat Todd 1oyvpn 1 ToAH adbva.
Avtog 1 avt popei va cuoTNoEl oAlayn 6€ EVOALOKTIKN popen tov Levitra e dopopetikn doom,
eEapTdpevn and T0 TOGO KOAA AEITOVPYEL TO PAPUOKO Y10 EGAC,

Edv napete peyardtepn 0601 Levitra andé tnv kevoviki)

Avdpeg mov ypnotponoloby Tepiocdtepo Levitra and 6,11 Oa Enpene pmnopei va epeovicovv
TePLocOTEPES AVEMBVUNTEG EVEPYELEG 1 VA EXOLV GoPapoig mOvovg oty mAdTn. Edv tapete
peyoAvtepn d6on Levitra amd v Kavovikn evUEPDGTE TO Y1ATPO GOG.

Edv éxete meprocdtepeg epmTNCELG GYETIKE LLE T YPTOT CVTOV TOL PAPUAKOL POTNOTE TO YTPO 1) TO
(OPLAKOTOLO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To. pAPLOKO, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Tapovctdlovtatl 6e OA0VG Tovg avBpmdmove. Ot meplocoTepEg avemBuuNTES EVEPYELES Elvar

Nmieg N péTplec.

"Eyxel mapovoiactel o€ acBeveic pepiki, apvidia, Tpocopivi 1 LOVIUN Helmon 1 aTdAslo OpUoNC G
éva, 1 Kol 6To 90O HATLOL XTOUATNOTE Vo Taipvete To Levitra Kol EMKOVOVIOTE LUE TO YLOTPO oG
opECMC.

"Eyel avapepbel awpvidio peimon 1 andAeio TG aKong.
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H mBovotnra va £xete avemBOoun evEPYELD TEPLYPAPETAL GTIC TOPAKATM KOTIYOPIES:

IMoAv ovyvég:
umopet va emnpedoovy neplocdtepovg amd 1 atovg 10 yprioteg

[Tovoxépaiog

Yoyvéc:
umopet va emnpedoovy émg 1 otovg 10 ypnoteg

Zan

‘E€aym

Boviopévn pot 1| Katappon
Avormeyio

‘O ovyvéc:
umopel va ennpedoovy éo¢ 1 atovg 100 yprotec

IIpr&o tov d€pUaTog Kot Tov PAEVVOYOVOL, CUUTEPIAAUBOVOUEVOD TPTGUEVOD TTPOGOTOV,
YEWDV 1] TOVL Adpuyya.

Awotapoyn Tov VTVoV

Movdwoopa kot ernpeacuévn aicinon aeng

YrvnAia

Emdpdoeig oty dpacmn, epubpdtnta Tov HaTidV, ETOPACEL OTNV OPUCT] TV YPOUATOV,
0POOAUIKOG TOVOC Kot EVOYANGCT), poTogvacHNGia

Eupoég, iAryyoc

I'piyopor N duvatol kapdiakoi TaApol

Avcrvola

BovAopévn pot

O&wvn avaymyn, yaotpitida, Kothlakdg Tovog, didppota, Euetoc, aicbnua acbévelag (vavtia),
EnpooTtopia

Avénuéva eninedo nratikdv eviOUOV 6TO aijo Gog

E&avOnua, epubpotnTo 1oV dEPUATOG

[T6vog ot TAGTN 1 oikdg TOVOC, adENGCT 6TO aipa evog poikov evibuov (kpeativikn
PWOPOKIVAoT), WIKN SLCKoio

[opatetapéveg oTOGELS

Koakovyia

Xrdwviec:
umopel va ennpedoovy £wg 1 atovg 1.000 ypnoteg

Dreypovi TOV POTIOV (eTimepvKITION)

Alepyucn avtidpaon

Ayyxog

AwmoBopio

Apvnoio

Yrocpol

AvEnuévn mieon ota pdrtio (Yladkwua), avEnpévn daxpippoia

Emdpdoeig oty kapdid (6nmg kapdiokn tpocsBorr, alioyr Tov kapdiokod puOuod 1 aznbdyyn)
Yynif 1 xapnif aptnploki wieon

Pwoppayia

Enidpaon ota amotedéopata TV eEETAGEDV AULATOC Y10 TOV EAEYYO TNG NTOTIKNAG AEITOVPYING
EvaieOnoio tov dépuatog 6to NAoKO Qg

Endovvec otdcelg

Owpaxikd dryog

IMoid onavieg N dvymoTtes:
umopel va ennpedoovy Aydtepo amd 1 otovg 10.000 yprioteg 1 1 GUYVOTNTA TOVG OV UTOPEL VoL
exTiunOei and Ta dSrubéoipa dedopéva

Aiua oto ovpa (Aiuarovpia)
Awoppayio 610 TEOG

54



- Tapovoio aipatog oto onéppo (Adinatoomepuic)

Ava@opad avemOounTOV EVEPYELOV

Edv mapatmpnoete kamowo avemBOunTn evépyela, EVIUEPDOOTE TOV YLOTPO 0aG. AVTO 1GYDEL Kot Y1l
k&g TOAvVN avemBOUNTN EVEPYELD TOV EV AVAPEPETAL GTO POV EOALO 0dNY1dV Ypione. Mropeite
emiong va avapépete avembounTes evépyeles amevbeiog, LEGm ToL EBVIKOD GLGTNATOG AVAPOPHS TOV
avaypdapetatl oto [Hopdaptnua V. Méocw g avagopdg avemiBOuntmv vepyeimv Umopeite va
BonOnoete 6T CLALOYN TTEPIGGOTEP®V TANPOPOPLDY GYETIKA UE TNV OCPAAELD TOV TOPOVTOG
QOPUAKOV.

5. IIag va pvidseetor to Levitra
To @dapuako ovtd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLY TO TOUdLA.

Na pn gpnoponoleite avtd T0 PAPUAKO LETA TNV UEPOUNVIL ANENG TOV OVOPEPETAL BTNV
emonpavon petd ) ‘AHEH’ 1 ‘EXP’. H nuepounvia Anéng elvar ) televtaio nuépa Tov Piva. wov
ovVOpEPETAL EKEL.

Mnyv metdte PAPHOKA GTO VEPD TNG OTOYETEVONG 1] OTA GKOVTISI. POTNOTE TO PaplaKoTold Gog Yo
TO TTAOC VO, TETAEETE T PAPLLOKA, TTOV JEV YPTOLLoTOLETE Tl AvTd T pétpa Bo fondncovy oty
TPOGTUGio TOV TEPPAALOVTOC.

6. Iepreyopeva TS GVOKELUGTOG KUL AOUTEG TANPOPOPIEg

T epréyer to Levitra
- H dpootikn oveia eivan To vardenafil. Kabe diokio mepiéyel 5 mg vardenafil (wg hydrochloride)
- Ta dAho cvotatikd TV dtokiov stvol:
Mvpnvag diokiov: KpocTof1dovT, GTEUTIKO LAVYNOl0, LIKPOKPVOTOAAIKT KUTTOPIVT], KOAAOEIDEG
0&eid1o tov Topitiov, dvvdpo.
EmkdAivyn diokiov: moivatBvAiévo yAvkdin 400, vpoperdoln, dto&eidio tov trtaviov (E171),
o&eido tov adnpov 1L, kitpwvo (E172), o&eidio tov cdnpov 11, epubpo (E172).

Epg@avien tov Levitra kot mepieyopevo. TG 6VOKEVOGIOG

Ta emucodoppévo pe Aemtd vpévio diokia Levitra Smg elvor yp®UOTOG TOPTOKUAL LE TO GTAVPO TNG
BAYER o1 pio mhevpd kot v mepiektikotnta (5) oty aAAn. Ta diokio mopéyoviol 6€ GUCKELOTIEG
ue Blister mov mepiéyouvv 2, 4, 8, 12 1 20 diokio. Mmopel va, punv KokAo@opoHv OAEC 01 GLOKEVOGIEC.

Karoyog Adcrog Kvkhoopiog ko [apackevaotig

Kdaroyoc ddetog xuhopopiog
Bayer AG
51368 Leverkusen

Ieppovia

[Moapaywyog

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Teppovia
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[Ma omolad”moTe TANPOPOPIia GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov ToMIKS avTmpdsmmo Tov Katdyov g Adstog Kukhopopiag:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbnarapus

baitep bearapus EOO/]
Ten.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Jenapharm GmbH & Co. KG
Tel: +49 (0)3641-64 8888
Eesti

Bayer OU

Tel: +372 655 85 65
E\AGdo

Bayer EALdg ABEE

TnA: +30 210 61 87 500
Espafa

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert) : +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 2999313
island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

Tel: +370 523 36 868
Luxembourg/Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéria KFT
Tel.: +36 14 87-4100
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf: +47-23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL.

Tel: +40-21-529 59 00
Slovenija

Bayer d. o. o.

Tel: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 2-59 21 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0) 118 206 3000

To mapdév eviro 0dNYLOV Yprions avadepOnke yro TELEVTAIN POPA OTIC.

Addreg Tyég evuépONG

Aemtopepeic TANPoPopieg Yo TO QPAPLOKO AVTO givol SIBESIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod

Opyavicpov Goppdkov: http://www.ema.europa.eu.
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@viro oonyav ypiong: Iinpoeopics Yo Tov yxpriotn

Levitra 10 mg emkoloppévo pe Aentod vpévio diokio
Vardenafil

AwfdoTe TPOGEKTIKG 0AOKANPO TO GVAAO 0ONYIAV (PTG TPOTOV UPYIGETE VA Y PIGLUOTOLEITE
aVTO TO PAPROKO, OLOTL TEPLLARPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

DvLa&Ete avTO TO PULALO 0OMYLOV YpNoNG. Towg xpelaoctel va to dafdcete Eovd.

Edv éxete mepartépo amopieg, poTNOTE TO Y10TPO 1] TO POPUOKOTOLO GOGC.

H cvvtayn yio avtd 10 pappoko yopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
pdppoko og dAlovg. Mmopet va Toug Tpokaiésel PAAPT, akdpa Kot dtav To onpeio g
acBéveldc Tovg eivor 101 pe Ta Skl cag.

Edv mapatnpnoete kKamowo avemBOUNTN eVEPYELD, EVILEPDOTE TO YIATPO 1) TO POPUAKOTOLO
oaG. AT 1oyvet kot Yo kKaBe mhovy avemBOunTN eVEPYELN TOV OV OVAPEPETOL GTO TAPOV
@OAAO 00MyLdV ¥prionc. BAéne mapdypagpo 4.

T epréyel To Ta POV OUAAO 00NYLOV:

oL E

1.

T eivon To Levitra ko ot givat 1 yprion tov

T péner va yvopilete Tpotod mapete to Levitra

[og va napete to Levitra

[MBavég avemBOunTeg evépyeteg

[ va puracoeton to Levitra

[epieydpevo g cuokevOTiag Kot AoTEG TANpoPoOpieg

T givan o Levitra ko mowa givan 1 xprion tov

To Levitra mepiéyet vardenafil, éva péhog prag katnyopiog appakmy wov ovopdloviol ovVacTOAEIG
NG POCPOSIECTEPACTIG TOTOL 5. XpNGUOTO0vVTAL Y10, T Ogpameia TG GTLTIKNG SUGAEITOVPYING GE
EVIAIKEC AVOPEC, UI0, KOTAOTOOT) 1] OTTOL0 GUVETAYETOL OVGKOMEC EMiTEVENG KL S1OTHPTONG GTOONC.

TovAdyioToV £vag 6TOVG OEKA AVOPES £XEL TPOPAN LA GTO VAL EMLTVYEL 1] VO SLOTNPTGEL GTVLGT KATOL0!
¥POVIKN Tepiodo. Mmopel va vTdpyovy 0pyavikoi 1 Yoyxoroyikoi Adyot, 1| £Voc GUVOVAGIAC KOl TV
dv0. Omoadnmote ko edv ivo 1 artio, Ady® PETOPOADY GTOVG UG KOt GTA ALLOQOpa aryyeia, Ogv
TOPOUEVEL TKAVOTOINTIKT TOCOTNTA ALOTOG GTO TEOC, MGTE VAL TO CKATPUVEL KOl VAL TO SLOTNP1CEL
GKANPO.

To Levitra 8o Aettovpynoet povo otav €xete epebiotel oeCovalkd. Meldvet T dpdon Tov puoikoh
ANUIKOD GTO GMUO GOG TOL AvacTELAEL Tig othoels. To Levitra emtpénet o€ pio otdo™ Vo Slopkécet
OPKETA Y10 EGAC, DOTE VAL OLOKANPADCETE IKAVOTOMTIKA T1 GEEO0VAALKT dpacTNPLOTNTAL.

2.

T nipémer vo yvopilets Tpwv va wapete To Levitra

Mnyv napete to Levitra

Ye nepintoon adrepyiag oto vardenafil 1| € omotodMmote GAAO GO TO. GVGTOTIKE CLVTOV TOV
QapUaKoL (avaeEpovTol 6TV Topdypaeo 6). Ta onueio g aAlepykng avtidpaong,
mepthappavoouv e£GvOnua, kvnoud, TpMNoUEVo TPOGHOTO 1 YEIAN Kol SUGKOAMO AVATVONG,.

Edv AapPdvete papuoio mov TepEYouy VITPIKE, OTIMG YAVKEPIVY TPVITPIKN Yio T oTnOayyn, 1
501e¢ povoéetdiov tov aldTov, OIS TO VITPOOEG apdAto. Aappdvoviag Tavtdypova avtd Ta
oapuako pe o Levitra 1 aptnplokn cog wieon Oa propovoe va ennpeactel copfapd.

Edv Aappdavete ritonavir 1 indinavir, 0v pnGIUOTOIOOVTOL Y10, TNV AVTILETOTICT AOUDEEDV
amd Tov Tov 10 ¢ avOpdmvng avocoavendpkeag (HIV).

Edv giote maveo and 75 etov kot Aappdavete ketoconazole 1) itraconazole, avTipuknTiacKd
PapLOKaL.

Edv éxete coPapod kapdiokd 1 Nrotikd TpOPAN L.

Edv vroBaiiecte og veppikn kabapon.
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Edv éxete mpdopato mabel eykePalkd EXEIGAO10 1) KOPILOKN TPOGPOAT.

Edv éxete N elyate yapnAn aptnplokn mieon.

Edv n owoyéveld oag £yl 1I6TOPIKO EKQUAIGTIKOV TOONGEDV TOV PATIOV (0TTC 1) ueloypwaotikny
aupifinotpoeidonadera).

Edv elyate moté mdOnomn mov va copmeptapfdvetl andieio g 0paong eottiag PAGPNG oto
OTTIKO VEDLPO OO OVETOPKT TTOPOYT OULOTOC, YVOOTN MG U 0PTNPLTIOKN TPOGO1 1oy oK
ontikn vevporddeia (NAION).

Edv Aappavete procstyovdtn. Avtd To @ApUoKo ypnooroteitat yio tn Oepameio g
TVEVUOVIKNG OPTNPLOKNG VITEPTOOTG (ONAOT], TVELLOVIKT VTEPTACT]) KOt Y10, TNV YPOVIOL
OpopposuPorikn Tvevpovikn vEptacn (oNAadT, dEVLTEPOTAONG TVELLOVIKT VIEPTUCT] AOY®
Opopupwong). O avactoreic pooeodieatepdong S (PDES), énwg to Levitra £yovv deifel pua
avEnomn oty VITOTACIKN dPAcT aVToD ToL Papudkov. Edv Aapfdvetol prootyovdtn 1 dev giote
Glyovpol EVNUEPMTTE TO YIOTPO GOC.

[ pocdomounioeis Ko TPoPLAAEES
AmevBuvbeite 610 Y10TpO 1 TO PAPLOKOTOLO GOG TPOTOL TTApPETE TO Levitra.

Ipocére Waitepa pe to Levitra

Edv éyete mpofAnpata pe v kapdid. Mmopel va eivarl emkivovvo yo e5dg va, Kavete oet.
Edv vroépete amd akavovioToug Kapdlokovg ToAnoe (kapdiaxn appobuio) | amd kdmola
KAnpovopky kapdlokn acBévela Tov ennpedlel To NAEKTPOKAPIIOYPAPNUE GOG.

Edv &yete kdmola puoikn Katdotaon mov ennpedlel To oyNue Tov TE0VG. AVTo TEPIAaUPavel
KOTAGTACELS TOL ovoudlovtal yovimon, vécog Tov Peyronie's kot tvior Tov Guparyyoeidong
GMUOTOC.

Edv éygete v acBévela mov pmopet va mpokaAel GTOGELS OV SV VTOYWPOVV (Tpiamious). Avtd
TEPIMAUPAVEL TN IPETAVOKVTTOPIKT OVOLUICL, TOAAOTAO LVEAMMLO, KOL AEVY AL,

Edv éyete €élkog otopdyov (eniong ovopdletol yaotpiko N\ memtikd éAkog)

Eav éyete cupoppayikn dwatapoyr| (0Twe 1 ayoppopilic)

Edv ypnowonoteite kdmoia dAAn Oepaneia yio T SuvokoAio TG GTVGNG GUUTEPIAUUPAVOUEVOD
tov Levitra dwaomeipdpeva 610 otopa dtokia (BA. mapdypago ‘Alro eapuaka Kot Levitra’).
Edv &yxete Eapvikn peimon N andAela Tng Opacng, otapatiote va taipvete Levitra kot
EVIUEPMOTE AUEGMG TO YIOTPO GG,

Howod kon £épnpor
To Levitra dev mpoopiletat yio yprion omd moidid 1 epNPovg Kato tomv 18 etmv.

Alo eappoxa ko Levitra

Evnuepodote 1o yotpd 1 T0 GopUOKOTOd GG EAV XPTCLUOTOIEITE, £XETE TPOGPATO XPTCLUOTOGEL 1)
UTOPEL VOl YPTCUYLOTOGETE GALD QPOPLLOKOL

Kdanow gdppoxa propei va dnpovpyncovv mpoPAiipora, Kupiog pe to:

DOdpuaka pe vitpikd yuo ™ otnBayym 1 06teg povoeidiov tov al®@tov, OTMS TO VITPMOES OLOALO.
H Myn avtev tov eapudkov pe to Levitra 0o propovce va, ennpedosl coPapd tnv aptnplokn
cog mieon. Xvlntiote pe évav yatpo, mpwv va mipete o Levitra.

DOdapuaka yuo ) Oepaneio tov appvduidv, dnwoc n quinidine, procainamide, amiodarone 1| sotalol.
Ritonavir 1 indinavir, edppaxa yio Tov 16 Tov AIDS. Zvintorte pe évav yiotpo, Tptv vao TépeTe To
Levitra.

Ketoconazole 7 itraconazole, ovTIHUKNTIOGIKG QAPLLOKOL.

EpvBpopokivn 1 kKhapoBopokivn, pokpoAidio avtiflotika.

A-0vOooTOAELS, EVOg TUTOC POPUAKOV TOL YPNCLUoTOlEiTal Yia T Oepomeio TG LVYNANS
apTNPLOKNG Tigong Kat TG peyébuvong tov Tpootdtn (o kalonbne vrepmiaociog Tov TpooTaTy).
Piocryovd

Mn ypnouonoteite to Levitra emkaivppéva pe Aemtd vuévio 810Kio 6& GLVILOGUO LE OTOLOONTOTE
GAAN Bepameia yio. T 6TLTIKY SvcAettovpyia, cupmreptiappavouévav tav Levitra siuorepoueva 61o
oTOUa O1oKia.
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To Levitra pe Tpo@£c TOTA Kol 0IVOTVEDPOTOON

- Mmnopeite va mapete 10 Levitra pe 1 yopic eayntd — AL katd Tpotipumon oyt uetd and Eva Bapv
N VYNNG TEPLEKTIKOTNTOG G ATOPA YeO U kaBdg ovtd pmopet va kafvotepnoet Tny enidpaon.

- Mnyv mivete yopod grapefruit, dtav ypnoonoteite 1o Levitra.Mnopel va mapépufet ot
ouvnBiopévn OpAacT TOV POPLLAKOV.

- Ta olkoorobyo TOTH Uopel Vo EMOEVAOCOVVY TIC SUGKOAIEG GTOONG.

Kdnon kot Onraocpog
To Levitra dev gival yuo xpnon omd yovoikec.

001N KOt YEPIGPOS PN UVOV

To Levitra umopei va npokalécel 6€ 0piopévoug avlpmmovg (GAn N vo, ennpedcel TV 0pact TOVC.
Edv aioBdveote (oA 1 av £xel ennpeaotel 1 Opact cag, PLETd T Aqyn tov Levitra unv odnyeite 1
yepileote omoladnmote epyareio 1 unyavec.

3. IMog va mapete To Levitra

[Tévrote va maipvete To APULOKO ALTO AVOTNPE COLE®V HE TIG 0dNYies ToL YoTpov cag. Edv €xete
appipolriec, pmtNoTe TO Y1TPd N TO Pappakomold cag. H cuvietduevn doon eivar 10 mg.

[épete éva dokio Levitra mepinov 25 g 60 Aemtd mpv T oeovolikn Spactnpiotnta. Me
ceEovalki) 01€yepaoT), LWITOPEl VOl EMTUYETE L0, GTOGT), OTOLAONTOTE OTIYUT| HETAED 25 AemTdV Ko
TEGGAPOV UE TEVIE WPOV UETA TN ANy Tov Levitra.

. Korameite éva diokio pe éva mothpt vepd

Mnyv naipvere To Levitra emkaloppéva pe Aemwtoé vpévio diokio poli pe kémoa GAAN popen Tov
Levitra.

Mnyv naipvete To Levitra nepiocdtepo amd pio popd tnv nuépa.

Evnuepaote 10 yotpd cog edv vouilete 6tL m dpdon tov Levitra eivat Todd 1oyvpn 1 ToAd adbvo.
Avtog M avt popei va 6uoTNoEL oAy 6€ EVOALOKTIKN Lopen tov Levitra e dtopopetikn doom,
eEaptdpevn and 10 TG0 KOAA AEITOLPYEL TO PAPHOKO Yo EGAG.

Edv napete peyardtepn 0601 Levitra and tnv kavoviki)

Avdpeg mov ypnoipomolovv tepiocdtepo Levitra and 6,11 Oa Enpene pmopel va gppavicovv
TEPLOCOTEPEG AVETIOOUNTEC EVEPYELEC ) VO £XOVV GOPBOPOLG TOVOLG oty TAATN. Edv mdpete
peyoAvtepn d6on Levitra and tnv Kavoviki eVUEPDGTE TO YUTPO GOGC.

Edv éxete meprocdtepeg epmTNGELG GYETIKE LLE T YPTOT CVTOV TOL PAPUAKOL POTNOTE TO YTPO 1) TO
QOPUOKOTOLO COLC.

4. MBavéc avemBOpuNTEG eVvépysreg

Onwg 6Aa To pApLOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 6gv Topovctalovtal 6€ OA0VG Tovg avBpmmove. Ot meplocoTEPEG AVETIOOUNTES EVEPYELES ElvaL

AmEC 1| LETPLEG.

"Exel mapovoiaotel o€ acheveig pepikn, aupviola, Tpocsmpivi) 1 HOVIUN Leimon 1 andAEL OpaoNC GE
éva, 1 Kol 6To 90O PATLOL XTOUATNOTE Vo Taipvete To Levitra Ko EmMKovmvioTe LE TO YUTPO oG
opEcmC.

"Exet avapepbei arpvidia peimon 1 ardAER TNG 0KONG.
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H mBovotnra va £xete avemBOoun evEPYELD TEPLYPAPETAL GTIC TOPAKATM KOTIYOPIES:

IMoAv ovyvég:
umopet va emnpedoovy neplocdtepovg amd 1 atovg 10 yprioteg
- Iovoképorog

Yoyvéc:

umopet va emnpedoovy émg 1 otovg 10 ypioteg
- Zbén

- E€aym

- Boviopévn pot 1 Katappon

- Avoneyia

‘O ovyvéc:

propel va ennpedoovy éo¢ 1 atovg 100 ypnotec

- TIpn&o tov 6¢ppatog kot Tov PAEVVOYOVOL, GUUTEPIAOUBOVOUEVOL TTPT|CUEVOL TPOGMITOV,
YEMDV 1) TOL AGpLYY.

- Awrtapoyn Tov HTVov

- Movdlacua Kot EnNPeacpéV aictnon aeng

- Yrmvnhia

- Emdpdoeic oty 6poot, pufpotnTa TV HOTI®OV, EMOPAGEI 6TV OPACT] TOV YPOUAT®V,
0PBoAUIKOG TOVOG Kot EVOYANGCT, PprTogvaIGHNGla

- Eupoécg, ihyyog

- I'pfyopot 1 duvaroi kapdiakol mwaipoi

- Abomnvow

- Boviouévn pom

- O&wvn avayoyn, yaotpitida, kKothakdg TOvog, didppota, Epetoc, aictnua acbivelac (vovtia),
EnpooTtopia

- Avénuéva emineda Nrotikdv evEOU®Y GTO Qi GOG

- E&avOnuo, epubpdtnrta tov dEpUaTog

- Iévog oty mAdn 1 woikdg movog, avénom oto aipa evoc poikod eviopov (kpeativixiy
PWOPOKIVATH), WTKT SLCKOio

- Tlopoatetapéveg otooelg

- Kaxovyia

YXrdviec:

umopel va ennpedoovy £wg 1 atovg 1.000 ypnoteg

- OAeyuovi TOV HOTIOV (ETITEQUKITION)

- AMepyw avtidopaon

- Ayxog

- AwmoBvpia

- Apvnoia

- Xmaopol

- Avénpévn mieon ota pata (yAadxwua), ovEnpévn dakpbppota

- Emdpdoeig otny kapdid (0nmg kapdiakn tpocPorny, aliayn Tov Kapdlakod puBuod 1 otnbdyyn)

- YynmAf 1 xopmAf aptnploki wieon
- Pwoppayia

- Emnidpaon ota amoteléopata TV eEETAGEMY QILOTOC Y10 TOV EAEYYO TNG NTOTIKNAG AEITOVPYING
- EvouoOnoia tov 6épuatog 6to nAokd ewg
- Em®dvveg otioelg

- Oopaxikd dlyog

IMoid onavieg N dvymoTtes:

umopel va ennpedoovy Aydtepo and 1 otovg 10.000 yprioteg 1 1 cuyvOTNTA TOVG dEV PTOPEL VoL
extiunOei amod ta Sabéca dedopéva

- Alpo ota o0pa (Aipozovpio)

- Awoppayia oto m€og
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- Tapovoio aipatog oto onéppo (Adinatoomepuio)

Ava@opad avemOounTOV EvEPYELOV

Edv mapatmpnoete kamowo avemBOunTn evépyela, EVIUEPDOOTE TOV YLOTPO 0aG. AVTO 1GYDEL Kot Y1l
k&g TOAvVN avemBOUNTN EVEPYELD TOV EV AVAPEPETAL GTO POV EOALO 0dNY1dV Ypione. Mmopeite
emiong va avapépete avembounTeg evépyeles amevbeiog, LEcm TOL EBVIKOD GLGTNLATOG AVAPOPHS TOV
avaypdapetatl oto [Hopdptnua V. Méocw g avagopdg avemiBOunTmv vepyEIDY UTOPEITE Va
BonOnoete 6T CLALOYN TTEPIGGOTEP®V TANPOPOPLDY GYETIKA UE TNV OCPAAELD TOV TOPOVTOG
QOPUAKOV.

5. IIag va pvidseetor to Levitra
To @dapuako ovtd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLY TO TOUdLA.

Na pn gpnoponoleite avtd T0 PAPUAKO LETA TNV UEPOUNVIL ANENG TOV OVOPEPETAL BTNV
emonpavon petd ) ‘AHEH’ 1 ‘EXP’. H nuepounvia Anéng elvar ) televtaio nuépa Tov Piva. wov
ovVOpEPETAL EKEL.

Mnyv metdte PAPHOKA GTO VEPD TNG OTOYETEVONG 1] OTA GKOVTISI. POTNOTE TO PaplaKoTold Gog Yo
TO TTAOC VO, TETAEETE T PAPLLOKA, TTOV JEV YPTOLLoTOLETE Tl AvTd T pétpa Bo fondncovy oty
TPOGTUGio TOV TEPPAALOVTOC.

6. Iepreyopevatng 6VGKELAGINS KOl LOUTEG TANPOPOPIES

T epréyer to Levitra
- H dpootikn oveio eivan To vardenafil. KaOe diokio mepiéyer 10 mg vardenafil (wg hydrochloride).
- To 6AAa cvototikd TV Stokiov sivol:
Mvpnvag diokiov: KpocTof1dovT, GTEUTIKO LAVYNOl0, LIKPOKPVOTOAAIKT KUTTOPIVT], KOAAOEIDEG
0&eid1o tov Topitiov, dvvdpo.
EmkdAivyn diokiov: moAvatBvAiévo yAvkdin 400, vpoperdoln, dto&eidio tov trtaviov (E171),
o&eido tov adnpov 1L, kitpwvo (E172), o&eidio tov cdnpov 11, epubpo (E172).

Epg@avien tov Levitra kot mepieyopevo. TG 6VOKELOGIOG

Ta emucodoppévo pe Aemtd vpévio dwokia Levitra 10 mg gival ypdUaTog TOPTOKOAAL LLE TO GTAVPO TNG
BAYER o1 pia mievpd ko v meplexticotnto (10) otnv aAln. Ta diokio topéyovtal o€
ovokevaoieg pe Blister mov mepiéyouvv 2, 4, 8, 12 1 20 diokia. Mmopel va v KukAo@opovv GAES ot
GLOKEVUGIES.

Katoyog Adsrog Kvkhogopiag ko Ilapackevastiig

Kdatoyog adetog kukAopopiog
Bayer AG

51368 Leverkusen

Feppovia

[Moapaywyog

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Teppovia
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[Ma omolad”moTe TANPOPOPIia GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov TonKd avimpdsmmo Tov Katdyov g Adstoc Kukhopopiag:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbnarapus

baitep bearapus EOO/]
Ten.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Jenapharm GmbH & Co. KG
Tel: +49 (0)3641-64 8888
Eesti

Bayer OU

Tel: +372 655 85 65
E\AGdo

Bayer EALdg ABEE

TnA: +30 210 61 87 500
Espafa

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert) : +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 2999313
island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

Tel: +370 523 36 868
Luxembourg/Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéria KFT
Tel.: +36 14 87-4100
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf: +47-23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL.

Tel: +40-21-529 59 00
Slovenija

Bayer d. o. o.

Tel: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 2-59 21 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0) 118 206 3000

To mapdév eviro 0dNYLOV Yprions avadepOnke yro TELEVTAIN POPA OTIC.

Addreg Tyég evuépONG

Aemtopepeic TANPoPopieg Yo TO QPAPLOKO AVTO ivol SIBESIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod

Opyavicpov Goppdkov: http://www.ema.europa.eu.
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@viro oonyav ypiong: IIinpoeopics yia Tov ypriotn

Levitra 20 mg emkoloppéve pe Aemto vpévio diokio
Vardenafil

AwfdoTe TPOGEKTIKA 0AOKANPO TO GVAAO 0ONYIAOV (PTG TPOTOV UPYIGETE VA Y PICLUOTOLEITE
aVTO TO PAPRUKO, OLOTL TEPLLARPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

DuAaEte aVTO TO PUALO 00N YLDV ¥pNoNG. Towg ypetaotel va To drofdoete Eavd.

Edv éxete mepartépo amopieg, poTNOTE TO Y10TPO 1] TO POPUOKOTOLO GOGC.

H cvvtayn yio avtd 10 pdppoko yopnyndnke amokAelotikd yio oag. Agv TPEMEL VO SDGETE TO
pdppoko og dAlovg. Mmopet va Toug Tpokarésel PAAPT, akdpa Kot dTav To onpeio g
acBéveldc Tovg eivor 101 pe Ta Skl cag,.

Edv mapatmpnoete kKamowo avemBOUNTn eVEPYELD, EVILEPDOTE TO YIATPO 1) TO POPUAKOTOLO
coc. Avtd oydel kot yuo Kabe mavn avemBOunT evEPYELD TTOV JEV OVAPEPETOL GTO TAPOV
@OAAO 00MyLdV ¥prionc. BAéne mapdypagpo 4.

T epéyerl 10 wapoév OAA0 00N YLOV:

I

1.

T eivon To Levitra ko ot givat 1 yprion tov

T péner va yvopilete Tpotod ypnoponomoete to Levitra
[og va ypnowomomoete to Levitra

[MBavég avemBOunTeg evépyeteg

[og va pvracoeton to Levitra

[epreydpevo T cLGKELOGING KOl AOUTEG TTANPOPOPIES

T givan o Levitra ko mowa givan 1 prion tov

To Levitra mepiéyet vardenafil, éva péhog pog katnyopiog apuak®y mov ovopdoviol ovaoToAElG
NG POGPOSIESTEPACTIG TVTOL 5. Xpnoipomolovvtat yia T Bgpameia Tng 6TLTIKNG dSuGAEITOVPYIG GE
EVIAIKEC AVOPEC, IO KOTACTAOT) 1] OTTOL0l GUVETAYETOL OVCKOAEC EMiTEVENG KOl S10THPTOTG GTOONC.

TovAdyioToV £vag 6TOVG OEKA AVOPES £XEL TPOPAN LA OTO VAL EMLTVYEL 1] VO SLATNPGEL GTVLGT KATOL!
¥POVIKT TePiodo. Mmopel va vITapyovy 0pyaviKoi 1 Yoyxoroyikoi Adyot, 1| £Voc cUVOVAGUOC KoL TOV
dvo. Omoladnmote Kol edv ivo 1 artio, Ady® PETAPOADOV GTOLG UG KOt GTA ALLOQOpa ayyeia, Ogv
TOPOUEVEL TKAVOTOINTIKY TOGHTNTA QiLOTOG GTO TEOC, DGTE VAL TO CKATPUVEL KOl VAL TO ST PCEL
GKANPO.

To Levitra 8a Aettovpynoet povo otav €xete epebiotel cefovoikd. Meldvel T dpdacn Tov PLGLKOD
ANULKOD GTO GMUO GOG TOL AvacTELAEL Tig othoels. To Levitra emtpénet og pio otdo™ Vo Slopkécet
OPKETA Y10 EGAC, DGTE VAL OLOKANPADCETE IKAVOTOWTIKE Tr GEEOVAALKT dPAGTNPLOTNTAL.

2.

T npémer vo yvopilete Tpwv va wapete To Levitra

Mnyv napere o LEVITRA

Xe mepintwon ailepyiag oto vardenafil | 6€ omot0dMmoTE GALO OTO TO. GVGTOTIKE CLVTOV TOV
QapUAKOL (avaeEpovTol 6TV Topdypaeo 6). Ta onueio T aAlepykng avtidpaong,
mepthappavouv e£avonua, kvnoud, TpMoUévo TPOSHOTO 1 eI Kol SVGKOAMO AVATVONG,.
Edv Aappdavete papuoiko mov TEPEYOVY VITPIKE, OT®G YAVKEPTVY TPVITPIKN Yia. Tr oTnOdayym, 1
301e¢ povoéetdiov tov aldTov, OIS TO VITPOIEG apiAto. AapBavoviog TavuTtdypova avTd Ta
oapuaka pe o Levitra ) aptnplokn cog tieon Oa propovce va, enxnpeactel copfapd.

Edv Aappdavete ritonavir 1 indinavir, @AappHOKo TOL YPTGUYLOTOIOVVTOL Y10 TV OVTIUETOTION
AowmEemv amd Tov Tov 16 ¢ avBpamivng avocoovendpkelog (HIV).

Edv giote movew and 75 etov kot Aappdavete ketoconazole 1) itraconazole, avTipuknTiaciKd
PapLoKaL.

Edv éxete coPapod kapdiokd 1 Nrotikd TpoOPANLaL.

Edv vroPaiiecte og veppikn kabapon.
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Edv éxete mpdopato mabel eykePalikd ENEIGAS10 1) KOPILOKN TPOGPOAT.

Edv éxete N elyate yapnAn aptnplokn mieon.

Edv 1 owoyéveld oag £yl 1IGTOPIKO EKQUAIGTIKOV TOONGEDV TOV PATIOV (0TGN ueloypwaotikny
aupifinotpoecidonadera).

Eav elyate moté€ mdOnomn mov va copmeptapfdvetl andieio tng 0paong eattiag PAGPNG ot
OTLTIKO VEVPO OO AVETOPKN TTOPOYN CULLOTOG YVOGTH MG UM APTNPITIOKT TPOGOLN 1o OUIKT|
ontikn vevporabeia (NAION).

Edv AapPdavete procstyovdtn. Avtd To @ApUOKOo YpNnooroteital yio tn Oepameio g
TVELHOVIKNG OPTNPLOKNG VTEPTACTG (ONAAOT, TVEVUOVIKT VEPTACT]) KO Y10 TNV XPOVIQ
OpopposuPorikn Tvevpuovikn vEptacn (oNAadT, dEVTEPOTAONG TVELLOVIKT VTEPTOCT] AOY®
Opopupwong). Or avactoreic pooeodieatepdong S (PDES), énwc to Levitra £yovv dei&el pua
avENOT oTIV VTOTACTKT dPAGT AVTOV ToL Papudkov. Edv Aapfdvetol prostyovdtn 1| dev giote
Glyovpol EVNUEPADTTE TO YTPO GG,

[ pocdomounjoeis Ko TPoPLAGEES
AmevBuvbeite 610 Y10Tpo M TO PAPUAKOTOLO GOG TPOTOD TApeTe TO Levitra.

Ipocére Wraitepa pe to Levitra

Edv éyete mpofAnpata pe v kapdid. Mmopel va givar emikivovvo yo e5dg va kavete oet.
Edv vroépete amd akavovioToug Kapdlokovg ToAnove (kapdiaxn appobuio) M| amd kdmola
KANpovopukn kapdlokn achévela Tov ennpedletl To NAEKTPOKAPSIOYPAPT LA GOGC.

Edv &yete kdmola puoikn Katdotaon mov ennpedlel To oyNe Tov TEoVG. Avtd TepAapPivel
KOTAGTACELS TOV ovoudlovtal yovimon, vécog Tov Peyronie’s kot tvor Tov Guparyyoeidong
GMUOTOC.

Edv éyete v acbévela mov pmopel va TpokaAel 6TOGELG OV deV VITOX®POLV (Tpromioud). Avtd
TEPIMAUPAVEL TN OPETAVOKVTTAPTIKN OVOLLLO, TTOALOTAO LOEAMUO KOl AEVY OO,

Eav éyete €élkog otopdyov (eniong ovopdletat yaotpiko N\ Temtikd é1k0G).

Edv éxete oupoppoyikn| dwatapoyn (0nwg N aipoppopilia).

Edv ypnowonoteite kdmola dAAn Oepameio yio T SuvokoAiio TG 6TVGNG GUUTEPIAAUPAVOUEVOD
tov Levitra diaomepdpeva 6to otopa diokia (A, mapdypago ‘Alro eappaka Kot Levitra’).
Edv &yete Eapvikn peimon N andAela Tng 6pacng, otapatiote va taipvete Levitra kot
EVIUEPMOTE AUEGMG TO YTPO GOGC.

Howowd xon £pnpor
To Levitra dev mpoopiletat yia yprion omd madid 1 pnpovg Kat® Tov 18 gTmv.

Alo gappoxa ko Levitra

Evnuepdote 10 y1atpd 1 TO OPUAKOTOL0 GOG GV YPNOLOTOLEITE, £YETE TPOCPOTO YPTOLLOTOCEL I
UTOPEL VO YP1GULOTOIGETE AALD QAPLOKAL.

Kamrow pappaka propet va dnpovpyncovy tpofinparto, Kopiog pe to:

Dappaka pe vitpikd yuo ™) otnBdyyn 1 06teg povoeldion tov al®@tov, OTMS TO VITPMOES OOALO.
H Myn avtav tov eapudkev pe to Levitra 0o propovce va, ennpedoel cofapd tnv aptnploknm
oog mieon. Xvlntote pe évav yatpo, mpwv va mipete To Levitra.

Ddappoka yo ™ Oepaneio tov appvduidv, dnwoc n quinidine, procainamide, amiodarone 1| sotalol.
Ritonavir 1 indinavir, edappaia yio Tov 16 Tov AIDS. Zv{ntiote pe évay yioutpo, Tptv va TépeTe To
Levitra.

Ketoconazole 7 itraconazole, ovTIHUKNTIONGIKG QAPLLOKOL.

EpvBpopvkivn 1 kKhapoBopokivn, pokpoAidia avtiflotika.

A-0vOOTOAELS, EVOG TOTOC POPUAKOV TOL YPNOLUOTOLELTAL Yo T Bepomeio TG LVYNANG
apTNPLOKNG Ttigomg Kat ¢ ueyEbuvong tov npootdtn (wg kalonbne vrepmioocios Tov TpooTdty).
Piocryovdn

Mn ypnouonoteite To. Levitra emkadvppéva pe Aemtd vuévio 810Kio 6 GLVOLOGUO UE OTOLONTOTE
GAAN Bepaneio yio T oTVTIKY SvcAeiTovpyia, cvumeprapfavouévov Tov Levitra diacmelpdpeva 6to
otoua dtokia.
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To Levitra pe Tpo@£c TOTA Kol OIVOTVEDUOATMON

- Mmnopeite va mapete 10 Levitra pe 1 yopic ayntd — AL katd Tpotipumon oyt uetd and Eva Bapv
N VYNNG TEPLEKTIKOTNTOG G ATOPA YeO U kKaBdg ovtd pmopei va kafvotepnoet Tny enidpaon.

- Mnyv mivete yopod grapefruit, dtav ypnoonoteite 1o Levitra.Mnopel va mapépufet ot
cuvnBiopévn OpAacT TOL POPLLAKOV.

- Ta olkoorobyo TOTH pUropel Vo EMOEVAOCOVVY TIC SUGKOAIEG GTOONG.

Kdnon kot Onhaocpog
To Levitra dev givar yuo xpnon omd yovaikec.

001N o1 KOt YEPIGPOS PN UVEOY

To Levitra umopei va mpoxalécel 6€ 0plopévoug avlpmmovg (GAN N va, EANPeAcEL TV 0pacT TOVC.
Edv atobdveote (oA 1 av £xel ennpeaotel 1 Opact cag, LETA T Aqyr Tov Levitra unv odnyeite 1
yepileote omoladnmote gpyareio 1 Unyavec.

3. IMag va mapete To Levitra

[Tévtote va maipvete To QAPLAKO CVTO aVOTNPE COLE®VO HE TG 00N Yies Tov Yiatpo cog. Edv €xete
appiBolriec, pmTNoTE TO Y1OTPO 1 TO Pappakomold cag. H cuvietduevn d6on eitvan 10 mg.

[apete éva dtokio Levitra mepinov 25 émg 60 Aemtd mpv T oe&ovolikn dpactnpiotnta. Me
0€E0VAAIKT J1€yEPON, UTTOPET VO EMTOYETE 10 GTVGT], OTTOLOONTOTE GTIYUN HETOED 25 AemTAOV KO
TEGGAPOV UE TEVIE MPOV UETA TN ANy Tov Levitra.

" Korameite éva diokio pe Eva motnpt vepod.

Mnyv naipvere To Levitra emxoloppéva pe Aemté vpévio diokia pali pe kamowo GAAN Loper| Tov
Levitra.

Mnyv naipvete To Levitra nepiocdtepo amd pio gopd tnv nuépa.

Evnuepaote 10 yotpd cog edv vopilete 6tL m dpdon tov Levitra eivat Todd 1oyvpn 1 ToAd adbvo.
Avtog M avt popei va cuoTNoEL oALayT) 6€ EVOALOKTIKN Lopen tov Levitra e dtopopetikn doom,
eEaptdpevn and 10 TOG0 KOAL AEITOLPYEL TO PAPHLOKO Y10 EGAG.

Edv wapete peyorvtepn 66on Levitra amd tnv kavoviki

Avdpeg mov ypnoiponmolodv tepiocdtepo Levitra and 6, 1L Ba Enpene pnopel va peavicovv
TEPLOCOTEPEG AVETIOOUNTEC EVEPYELEC ) VOl £XOVV GOPBOPOLG TOVOLG oty TAATN. Edv mapete
peyoAvtepn d6on Levitra amd v Kavovikn evUEPDOOTE TO Y1OTPO GOG.

Edv éxete meprocdtepeg epmTNCELG GYETIKE LLE TT] YPTOT AVTOV TOV PAPUAKOL POTNOTE TO YTPO 1) TO
QOPLOKOTOLO GOG.

4. MBavéic avemBopnTeg evépyereg

Onwg 6Aa ta papuoka, £T61 Kot ovTd T0 PApLOKO pmopel vo Tpokarécel avemBounteg vEPYELES, AV
Kot 6gv Topovctalovtal 6€ OA0VG Tovg avBpmmove. Ot meplocoTEPEG AVETIBOUNTES EVEPYELES Elvarl

Nmieg N PéTpPLec.

"Exel mapovoiaotel o€ acbeveig pepikn, aupviola, Tpocsmpvi 1 HOVIUN LEI®ON 1] ATOAEL OPOCTC GE
éva, 1 Kol 6o OVO HATLOL XTOUATNOTE Vo Taipvete To Levitra Kol EMKOVmOVIOTE LUE TO YLUTPO COG
OpECMC.

"Exet avapepbel arpvidia peioon 1 axdAglo TNG 0KONG.
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H mBovotnra va £xete avemBOoun evEPYELD TEPLYPAPETAL GTIC TOPAKATM KOTIYOPIES:

IMoAv ovyvég:
umopet va emnpedoovy neplocdtepovg amd 1 atovg 10 yprioteg
- Iovoképorog

Yoyvéc:

umopet va emnpedoovy émg 1 otovg 10 ypnoteg
- Zdén

- E€aym

- Boviopévn pot 1 Katappon

- Avoneyia

‘O ovyvéc:

propel va ennpedoovy Eo¢ 1 atovg 100 ypnotec

- IIpn&o tov 6éppatog kot Tov PAEVVOYOVOL, GUUTEPIAOUBOVOUEVOL TTPT|CUEVOL TPOGMITO,
YEMDV 1) TOL AGpLYYa.

- Awrtapoyn Tov HTVov

- Movdlacua Kot EmNPeacpEV aictnon aeng

- Ymvnhia

- Emdpdoeic oty 6poot, pufpotnTa TV HOTI®V, EMOPAGEI GTNV OPACT] TOV YPOUAT®V,
0PBOAUIKOG TOVOC Kot EVOYANGCT, poTogvaIGHNGia

- Eupoécg, ihyyog

- I'pfyopot 1 duvaroi kapdiakol maApoi

- Abomnvow

- Boviouévn pom

- O&wvn avayoyn, yaotpitida, kothakdg TOvog, dtdppota, Epetoc, aictnua acbivelac (vovtia),
EnpooTtopia

- Avénuéva emineda Nrotik@v evOOU®Y GTO Qi GOG

- E&avOnuo, epubpdtnrta tov dEpuraTog

- Iévog oty mAdn 1 pwoikdg movoge, avénom oto aipa evoc poikod eviopov (kpeativikiy
PWOPOKIVATH), WOTKT SLCKOio

- Tlopoatetapéveg otooelg

- Kaxovyia

Xrdwviec:

umopel va ennpedoovy £wg 1 atovg 1.000 ypnoteg

- OAeyuovi TOV HOTIOV (ETITEQUKITION)

- AMepyu avtidopaon

- Ayxog

- AwmoBvupia

- Apvnoia

- Xmacpoi

- Avénpévn mieon ota pata (yAadxwua), ovénpévn dakpbppota

- Emdpdoeig otnv kapdid (0nmg kapdiakn tpocforny, aliayn Tov Kapdlakod puBuod 1 otnbdyyn)

- YynmAf 1 xopmAf aptnploki wieon
- Pwoppayia

- Emnidpaon ota amoteléopata TV eEETAGEMY QILOTOC Y10 TOV EAEYYO TNG NTOTIKNG AEITOVPYING
- EvouoOnoia tov 6épuatog 6to nAokd ewg
- Em®dvveg otioelg

- Oopaxikd dlyog

IMoid onavieg N dvymortes:

umopel va ennpedoovy Aydtepo and 1 otovg 10.000 yprioteg 1 1 cuyvOTNTA TOVG dEV PTOPEL VoL
extiunOei amo ta Sabéca dedopéva

- Alpo ota o0pa (Aipotovpio)

- Awoppayio oto m€og
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- Tapovoio aipatog oto onéppo (Adinatoomepuio)

Ava@opad avemOounTOV EvEPYELOV

Edv mapatmpnoete kamowo avemBOunTn evépyela, EVIUEPDOOTE TOV YLOTPO 0aG. AVTO 1GYDEL Kot Y1l
k&g TOAvVN avemBOUNTN EVEPYELD TOV EV AVAPEPETAL GTO POV EOALO 0dNY1dV Ypione. Mropeite
emiong va avapépete avembounTeg evépyeles amevbeiog, LEcm TOL EBVIKOD GLGTNLATOG AVAPOPHS TOV
avaypdapetatl oto [Hopdaptnua V. Méocw g avagopdg avemiBOuntmv vepyeimv Umopeite va
BonOnoete 6T CLALOYN TTEPIGGOTEP®V TANPOPOPLDY GYETIKA UE TNV OCPAAELD TOV TOPOVTOG
QOPUAKOV.

5. IIag va pvidseetor to Levitra
To @dapuaxo ovtd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TOUdLA.

Na pn gpnoponoleite avtd T0 PAPUAKO LETA TNV UEPOUNVIE ANENG TOV OVOPEPETAL BTNV
emonpavon petd ) ‘AHEH’ 1 ‘EXP’. H nuepounvia Anéng eivar ) televtaio nuépa Tov piva. wov
ovopEPETAL EKEL.

Mnyv metdite QAPHOKA GTO VEPD TNG OTOYETEVOTG 1] OTA GKOVTIOWN. POTNoTE TO PaploKoTold cog Yo
TO TTAOC VO, TETAEETE T PAPUOKA, TTOV JEV YpTOLLoTOLEiTE Tl AvTd T pétpa B fondncovy oty
TPOGTUGio TOV TEPPUALOVTOC.

6. Iepreyopeva TG 6GVOKELAGTUG KUL AOUTES TANPOPOPIEg

T tepréyer to Levitra

- H dpaoctikni ovoia givar to vardenafil. Kéfe diokio mepiéyetl 20 mg vardenafil (g
hydrochloride).

- Ta dAAa cvoToTikd TV diokimv givat:
[vp1vag dtokiov: KpooToPlddvn, 6TEATIKO HOYyVIOL0, IKPOKPVOTAAAKT KOTTAPIVY, KOAAOELDEG
0&eidto Tov moprriov, dvudpo.
ErucdAoyn diokiov: moAvaiBvuiévo yAvkoan 400, vrpopelholn, dro&eidio tov titaviov (E171),
o&eid1o tov onpov 111, kitpvo (E172), 0&eidro tov adnpov 111, epvbpd (E172).

Epgdavion tov Levitra kol wepieyépeva g 6V6KELOGIOG

Ta emucarvppéva pe Aentd vuévio diokia Levitra 20 mg ivat ypdpHoTog TOPTOKOAL LLE TO GTOVPO TNG
BAYER o1 pio mievpd ko v meplektikotnto (20) otnv aAln. Ta diokio tapéyovtal o€
ovokevaoieg pe Blister mov mepiéyouvv 2, 4, 8, 12 1 20 diokia. Mmopel va pnv kokho@opolhv OAEG ot
GLOKEVUCIES.

Katoyog Adcrog Kvkhoopiog ko [apackevaotig

Kdatoyog adetog kuokAopopiog
Bayer AG
51368 Leverkusen

eppovia

[Moapaywyog

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Teppovia
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[Ma omolad”moTe TANPOPOPIa GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov TOMIKS avTmpdsmmo Tov Katdyov g Adstoc Kukhopopiag:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbnarapus

baitep bearapus EOO/]
Ten.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Jenapharm GmbH & Co. KG
Tel: +49 (0)3641-64 8888
Eesti

Bayer OU

Tel: +372 655 85 65
E\AGdo

Bayer EALdg ABEE

TnA: +30 210 61 87 500
Espafa

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert) : +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 2999313
island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

Tel: +370 523 36 868
Luxembourg/Luxemburg
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungéria KFT
Tel.: +36 14 87-4100
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf: +47-23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL.

Tel: +40-21-529 59 00
Slovenija

Bayer d. o. o.

Tel: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.0.

Tel: +421 2-59 21 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0) 118 206 3000

To mapdév eviro 0dNYLOV Yprions avadepOnke yro TELEVTAIN POPA OTIC.

Adreg Tyég evuépONG

Aemtopepeic TANPoPopieg Y10 TO PAPHOKO AVTO ivol SIBESIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod

Opyaviopov Ooappdxkmv: http://www.ema.europa.eu.
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@viro oonyav ypiong: IIinpoeopics yia Tov ypriotn

Levitra 10 mg diokio SracmEIPONEVD. GTO GTONO,
Vardenafil

AwfdoTe TPOGEKTIKG 0AOKANPO TO GVAAO 0ONYIAV YP1|CNG TPOTOV UPYIGETE VA YPIGLUOTOLEITE
aVTO TO PAPROKO, OLOTL TEPLLARPAVEL CNUAVTIKEG TANPOPOPIES Y10 GOC.

DvLa&Ete avTO TO PUALO 0OMYLOV YpNoNG. Towg xpetaoctel va to dafdacete Eovd.

Edv éxete mepartépo amopieg, poTNOTE TO Y10TPO 1] TO POPUOKOTOLO GOGC.

H cvvtayn yio avtd 10 pappoko yopnyndnke amokAeloTikd yio oag. Agv TPEMEL VO ODGETE TO
pdppoko og dAlovg. Mmopet va Toug Tpokaiésel PAAPT, akdpa Kot dtav To onpeio g
acBéveldc Tovg eivor 101 pe Ta Skl cag.

Edv mapatmpnoete Kamowo avemBOUNTN eVEPYELD, EVILEPDGTE TO YIATPO 1) TO POPLOKOTOLO
o0G. AT 1oyvet kot Yo kKaBe mhovn avemBOuNT eVEPYELN TOV JEV OVAPEPETOL GTO TAPOV
@OAAO 00MyLdV ¥prionc. BAéne mapdypagpo 4.

T epréyel To Ta POV OUAAO 00NYLOV:

oL E

1.

T eivon To Levitra ko ot givat 1 yprion tov

T péner va yvopilete Tpotod ypnoponomoete to Levitra
[og va ypnoomomoete to Levitra

[MBavég avemBounteg evépyeteg

[og va pvracoeton to Levitra

[epreydpevo T cuoKeLOCTNG KOl AOUTEG TANPOPOPiES

Tu givon To Levitra ko mowa givan 1 xprion tov

To Levitra mepiéyet vardenafil, éva péhog pag katnyopiog appakmy wov ovopdloviol ovacTOAEIG
NG POGPOSIECTEPACTIG TVTOL 5. XpnoiomolovvTal yia T Ogpameia Tng GTLTIKNG dSuGAEITOVPYING GE
EVIAIKEC AVOPEC, IO, KOTACTOOT) 1] OTTOL0 GUVETAYETOL OVGKOMEC EMiTEVENG KOl S10THPTOTG GTOONC.

TovAdyioToV £vag 6TOVG OEKA AVOPES £XEL TPOPANLLOL OTO VO EMTVYEL 1] VO SLOTNPTGEL GTVOGT KATOL0!
¥POVIKT TEPi0d0. Mmopel va vTapyovV 0pyavIKoi 1] YuxoAoyikol Adyot, 1| £Voc GUVOVAGIOC KOl TOV
dvo. Omoadnmote Ko edv ivo 1 artio, Ady® PETAPOADV GTOLG UG KOt GTA OLLOQOpa ayyeia, Ogv
TOPOUEVEL TKAVOTOINTIKT TOCOHTNTA ALOTOG GTO TEOC, DGTE VAL TO GKATPUVEL KOl VAL TO Sl0TNPCEL
GKANPO.

To Levitra 8o Aettovpynoet povo otav €xete epebiotel cefovoikd. Meldvet T dpdcn Tov PLGLKOD
ANUIKOD GTO GO0 GOC TOV avOoTEAAEL TG 6TOGELG. To Levitra enttpénel oe pia 6TOGM va SlopkéEael
OPKETA Y10 EGAC, DOTE VAL OLOKANPADCETE IKAVOTOMTIKG T1 GEEOVOALKT dpAGTNPLOTNTOL.

2.

T npémer vo yvopilets Tpwv va mwapete To Levitra

Mnyv napete to Levitra

Ye nepintoon adrepyiag oto vardenafil | o€ omotodMmote GALO AT TO. GVGTUTIKA CLVTOV TOV
QapUAKOL (ovaeEpovToL 6TV Topaypaeo 6). Ta onueio T aAlepykng avtidpaong,
mepthappavouv e£avOnua, kvnoud, TpMNoUEVo TPOSHOTO 1 eI Kol SUGKOAMO AVATVONG,.
Edv Aappavete papuoiko mov TEPEYOVY VITPIKE, OT®G YAVKEPTVY TPVITPIKN Yia. Tr oTtnOdayym, 1
501e¢ povoéetdiov tov aldTov, OIS TO VITPDIEG apAto. AapBdvovias Tavutdypova avTd Ta
oapuaka pe o Levitra ) aptnplokn cog wieon Oa propovoe va ennpeactei copapd.

Edv Aappdavete ritonavir 1 indinavir, @appHOKo TOV YPTGUYLOTOIOVVTOL Y10 TV OVTIUETOTION
AowmEemv amd Tov Tov 16 TG avBpdmivng avocoovendpkelog (HIV).

Edv giote movew and 75 etov kot Aappdavete ketoconazole 1) itraconazole, avTipuknTiaccd
PapLOKAL.

Edv éxete coPapod kapdiokd 1 NrotiKd TpoOPANLaL.

Edv vroBaiiecte og veppikn kabapon.
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- Edv éxete mpdopato mabel eykePalikd ENEIGAS10 1) KOPILOKN TPOGPOAT.

- Edv éxete N elyate yapnAn aptnplokn mieon.

- Edv 1 owoyéveld oag £yl 1IGTOPIKO EKQUAIGTIKOV TOONGEDV TOV PATIOV (0TGN ueloypwaotikny
aupifinotpoeidonabdelq).

- Edv elyate moté€ mdOnomn mov va copmeptiapfdvetl andieio tng 6paong eattiag PAGPNG ot
OTLTIKO VEVPO OO CVETOPKN TTOPOYN CULLOTOC, YVOGTH G 1) aPTNPLITIOKT TPOSHIN IGYOLUIKT
onttikn vevporadeia (NAION).

- Edv AapPavete proctyovdtn. Avtd To @ApUOKO YpNolomoteital yio, tn Oepameio g
TVELHOVIKNG OPTNPLOKNG VTEPTACTG (ONAAOT, TVEVUOVIKT] VEPTACT]) KO Y10 TNV XPOVIQ
OpopposuPforikn Tvevpuovikn vEptacn (oNAadT, dELTEPOTAONG TVELLOVIKT VTEPTUCT) AOY®
Opopupwong). O avactoreic pooeodieatepdong 5 (PDES), 6nwg to Levitra £yovv dei&et pa
avENom otV VIOTACIKN dPAcT aVTOD ToL Papudkov. Edv Aapfdvetol prootyovdtn 1 dev giote
Glyovpol EVLEPADCTE TO YTPO GG,

[ pocdomounioeis Ko TPoPLAGEES
AmevBuvbeite 6T0 Y10TpO 1 TO PAPLOKOTOLO GOG TPOTOL TTapETE TO Levitra.

Ipocére Waitepa pe to Levitra

- Edv éyete mpofAnpata pe v kapdid. Mmopel va givar emkivovvo yio e5dg va, Kvete oet.

- Edv vtogépete amd akavovioToug kapdlokovg ToApovs (kapdiaxn appobuio) 1| amd kdmoa
KANpovopkn kapdlokn acBéveln Tov ennpedlel T0 NAEKTPOKAPIIOYPAPNUE GOG.

- Edv éyete kdmola puotkn Katdotaon Tov ennpedalel To oxNUe Tov TEoVg. AvTo TepAauPavel
KOTAGTACELS TOL ovoudlovtal yovimon, vocog Tov Peyronie's kot ivawor Tov cuparyyogidong
CMUOTOC.

- Edv éxete v acbévela mov pumopei va mpokaiel 6THGELG TOV 6EV VIOY®POVV (Tpiomioud). Avtd
TEPIMAUPAVEL TN OPETOAVOKVTTAPIKN OVOLLLO, TTOALOTAO LVEAMUO KoL AEVYOULLia.

- Edv éyete €élkog otopdyov (eniong ovopdletal yaotpiko \| memtikd EAkog)

- Eav éyete cupoppayikn dwatapoyr| (0nwe n ayoppopilic)

- Edv ypnowonoteite kémola dAAn Bepameia yia tn SvokoAio TG 6TOONG, SCLUTEPIAALPBAVOUEVOY
tov Levitra emucoloppévav pe Aemtd vpévio dokiov (BA. mapdypaeo ‘Alia @dppoio Kot
Levitra’).

- Edv &ygete Eapvikn peimon N andAela Tng Opacng, otapatiote va taipvete Levitra kot
EVNULEPDOTE OUECHS TO YIATPO GO,

Howora ko £enpor
To Levitra dev mpoopiletar yio mardid 1 epPovg kdtm tmv 18 eTdv.

Alho oappoxa ko Levitra

Evnuepdote 10 y10tpd 1 TO GOPUOKOTOL0 GOG EAV XPNOLOTOEITE, £YETE TPOCPOTO YPTCLLOTOUCEL 1y

Umopel vaL Yp1GLOTOGETE AALL PAPLLOKOL.

Opiopéva pappoka uropel va dnuovpyncovy tpofAnuata, Kopiog to:

- Dappoka pe vitpikd yuo T otnddyyn 1 66teg Lovoeldion Tov aldTov, OTMS TO VITPOIES
apdio. H iqyn avtov tov gappdakov pe to Levitra 8o propovoe va ennpedost coPapd v
aptnploKn cag mieorn. Xulnmote pe Evav yurpd, Tpv va ndpete to Levitra.

- Dappoka yuo T Oepaneia tov appvbuidv, 6nwg 1 quinidine, procainamide, amiodarone 1
sotalol.

- Ritonavir 1 indinavir, edppoka yio tov 16 Tov AIDS. Zvintiote pe évav yotpo, mpv va Tdpete
to Levitra.

- Ketoconazole 1 itraconazole, ovTIHOKNTIOGTKE QAP LOKAL.

- EpvOpopokivn 1 kKhapoBopokivn, pokpoAido avtilotika.

- A-0vaoTOAELG, £VaG TOTTOG POPLAKOL TOV XPNCIULOTTOIELTAL Yol TN Bepameio TG LVYNANG
APTNPLOKNG TTieoT G Kot TG ueyébuvong tov Tpootdtn (o kalonOng vrepmlooiog Tov TOoTaTy).

- Ploctyovdtn

Mn ypnoponoteite ta Levitra diokio S100TEPOUEVA GTO GTOLO GE GLVOLOCUO LE OTOLOONTOTE GAAT

Oepamneia yio 6TUTIKN SucAettovpyia, cvupmeptiapfovouévav Tov Levitra emkaAvpUévoy pe Aertd
VUEVIO OloKimV.
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To Levitra pe Tpo@£c TOTA Kol OIVOTVEDUATMON

- Mmopeite va mopete To Levitra diokio S100TEPOUEVE GTO GTOWA UE 1] XOPIG PAyNTO, QAAGUNV
TOPETE AVTO TO PAPUAKO LLE OTOLOONTOTE VYPO.

- Mnv zivete youo grapefruit, 6tav ypnoponoteite to Levitra.Mmopet va mapépfet ot
ocuvnBopéVn OPAcT TOV POPLLAKOV.

- Ta ahicooloOY0 TOTA UTOPEL VO ETOEVOGOLV TIG SVGKOAIEC GTVOTG.

Kinon ko Oniaopog
To Levitra dev eivau yuo xprion omd yuvaikec.

00 yN 01 KL LEPICROS UNYAVOV

To Levitra umopet va TpokaAécel 6€ opiopévous avOpmdmovg CaAn 1 vo EXNPEAcEL TV OPOGCT TOVG.
Edv atobdveote (A 1 av £xel ennpeactel 1) Opact cag, LETA T Aqyr tov Levitra unv odnyeite 1
xepileote omoladnmote epyoreio 1 Uy avee.

To Levitra 10 mg diokio 10.6TEPONEVE 6TO 6TORA TEPLEYOVY LopPrToin Kot AcmopTapun.

- Aocmaptaun: Avtd 1o eappoaxo mepiéyxet 1.80 mg acmaptdung o€ kdbe 10 mg diokiov
droomelpduevov oto otoua. H acmaptaun sivor mnyn eawvvrorovivig. Avtd pmopel va eivat
emPraPéc yio dropa pe earvoiketovovpia (PKU), pio omdvia yevetikn dlatapoyr] 6Ty omoia
GLUGGMPEVETAUL POLVOAOANVIVY, ETEDT] TO SO OV UTOpEL va TNV amoPailel KaTdAANAa.

YopPrtoin: Avtd 1o pappoko mepiEyel 7.96 mg copPiroin og kdbe 10 mg diokiov duomePOUEVOD

GTO GTOLAL.

3.  Tlég va mapere o Levitra

[Tédvtote va TaipveTE TO PAPLOKO AVTO AVGTNPE COUPMOVE, LE TIG 001Yieg TOV YyLoTpov cag. Edv €xete
appiBoliec, pmTNOTE TO Y1TPO 1 TO Pappakonold cag. H cuvietdpevn doon etvan 10 mg.

[épete éva diokio Levitra nepinmov 25 émg 60 Aemtd mpv T oe&ovalikn dpactnplotnta. Me
6€E0VOAIKT S1EYEPON, UTOPETL VAL ETITOYETE LU0 GTVGT), OTOLOONTOTE OTIYUN HETOED 25 AEmTV Kot
TEGCAPOV LE TEVIE WPAOV UETA TN ANy Tov Levitra.

- Mnv a@apécete 10 O16Ki0 SLGTEPOUEVO GTO GTOMO aTd TNV KUWEAN Topd Uovo OToV €loTe
étolpog va to mdpete. Me oteyva XEpLa TEGTE ATOAA Y10 VO, AEAEVOEPMGETE TO H10KI0 EMAV®
0710 ¥éptl cag. Mnv ondoete 10 d1oKio.

- TomoBetoTE OAOKANPO TO SUGTEIPOUEVO GTO GTOUN O10KI0 HECH GTO GTOWN GOG, EXAVMD GTN
YAOGooW, 6ToL B d1aAvBel og devTEPOAETTA, KOL KOTOTV KATAMIEITE TO [e TO odAto. To
SloomelpdEVO 0TO OTOUA JoKI0 TTPEMEL VoL AapPaveTol ympic vypo.

ge\
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Mnyv naipvete 1o Levitra diokio owaoneipopeva 6to otopa poli pe kapio GAAN popen| tov Levitra.
Mnyv naipvete To Levitra nepiocdtepo amd pio popd tnv nuépa.

Evnuepoote 10 yorpd cog edv vouilete 0tL ) dpdom tov Levitra eivat ToAd 1oyvpn 1 ToAd adbvom.
Av1o¢ 1 vt pmopel v cLGTIHOEL dALOYT| 6€ EVOALAKTIKT pLopen Tov Levitra pe dtapopetikn doom,
eEaptdpeVn amd 10 TOCO KAAL AELTOVPYEL TO PAPUAKO Y10 EGAC.

Edv napete peyarvtepn 0601 Levitra amé tnv kovoviki)

Avdpeg mov ypnotponoloby teplocdtepo Levitra and 6,11 0o Enpene pumopei va epeovicovy
ePLocOTEPEG AVETOOUNTEG EVEPYELEG 1 VA EXOVV GOPapog TOVoLG oty . Edv mapete
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peyaAvtepn d6om Levitra amd TV KavoviKi EVILEPDGTE TO YIUTPO GOG.

Edv éxete meprocdtepeg pmTNGELG GYETIKA LLE T YPTOT VTOV TOL PAPUAKOVL, POTNOTE TO Y1ATPO 1) TO
QOPLOKOTOLO GOG.

4. MBavéc avemOOuNTES EVEPYELEG

Onwg 6Aa To pAPLOK, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovctalovial 6€ OA0VG Tovg avBpmmove. Ot meplocoTEPEG AVETIBOUNTES EVEPYELES Elvarl
AMEG 1| LETPLEG.

"Exel mapovoiaotel o€ acheveig pepikn, aupviola, Tpocsmpivi) 1 HOVIUN LEI®ON 1] ATOAELD OPOOC GE
éva M KoL 6T, 000 HATIOL ZTOUOTNOTE Vo, ToipveTe To Levitra Kot EMKOVOVNOTE UE TO Y1UTPO GOG
OpECMC.

"Exet avapepbel arpvidia peimon 1 ormAER TNG 0KONG.

H mBavotra va £yxete avemBOpunTn evépyeia mePIYPAPETAL OTIS TAPOKAT®O KOTNYOPIES:

oAb ovyvéc:
umopet va ennpedoovy nepiocdtepovg amd 1 atovg 10 yprioteg
- Tovoképarog

Yoyvég:

umopet va emnpedoovy émg 1 otovg 10 ypnoteg
- Zén

- 'E€aynm

- Boviouévn pom i katappon

- Avoneyia

‘O ovyvég:

umopet va emnpedoovy émg 1 otovg 100 yprioteg

- IIpR&o tov déppatog Kot Tov PAEVVOYOVOL, CUUTEPIACUPOVOUEVOD TPTCUEVOD TPOGAOTOV,
YEMDV 1) TOL AdpLyya.

- Awrtapayn Tov vvov

- Movdcpa Ko ennpeacuévn aicnon aeng

- YravnMa

- Emdpdoeic oty 6poot, puipotnta TmV HOTIOV, ETOPAGEIC GTIV OPUCT] TOV XPOUATOV,
0OoALKOS TOVOC Kot EVOYANGT, PoTogvaIcONGila

- Eppoég, tayyog

- I'pfyopot 1 duvaroi kapdiool ool

- Avcmvow

- BovAiopévn pot

- O&wn avaywyn, yaotpitido, KOIMoKOg TOVoG, d1appota, £UETOC, aioBnua acbévelog (vovtia),
Enpootouia

- Avénuéva emineda Nratik@v evEOU®MY GTO Ol GOG

- E&avOnuoa, epubpdtnrta tov dépuatog

- IIovog otnv mAdn 1) Luikdg TOvog, avénomn oto aipe evog puikod evibpov (kpeativiky
PWOPoKIVAoT), WIKT SLCKOio

- Topozetapéveg otocelg

- Kaxovyia

Yravieg:

umopet va emmpedoovy émg 1 otovg 1.000 yprioteg
- DAeyHoVh TOV HOTIOV (ETITEPVKITION)

- Alepyu avtidpaon

- Ayyog
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- AutoBupio

- Apvnoia

- Xmoopol

- Avénpévn mieon ota pdtio (yAavkwue), oEnuévn dakpvppota

- Emdpdoeig otny kapdid (6nmg kapdiakn tpocforny, aliayn Tov Kapdlakod puBuod 1 otnbdyyn)
- Yynin 1 apunAn aptpiakn wieon

- Pwoppayia

- Emidpaon ota amoteléopata TV e£ETACEMV OILOTOS Y10 TOV EAEYYO TNG NTOTIKNAG AEITOVPYING.
- EvoioOnoia tov 6éppatog 6to nAoKd Qg

- Em®dvveg otooelg

- Oopoakikdg TOVOg

oAb omdvieg 1| GvymoTteg:

umopel va ennpedoovy Aydtepo amd 1 atovg 10.000 yprioteg 1§ 1 GUXVOTNTA TOVG OV UTTOPEL VoL
extyunOei amod ta drabéciuo dedouéva

- Aipa ota odpa (Aiparovpia)

- Awoppayio 610 TEOG

- Topoveia aipatog 610 onépua (Auaroomepuio,)

Ava@opd avemOounTmv evepyEtOV

Edv mapotnpioete Kamoto avemBOUNTH EVEPYELD, EVILEPDOOTE TOV Y1ATPO 0aG. AvTO 1GYVEL KO Y10
KkG0e mBavn avemBounTn gvépyela Tov Oev avaPEPETAL 6TO TTAPOY PUALO 0ONYIDV Yprione. Mmopeite
emiong va avapépete avembounteg evépyeles amevbeiog, LEGm ToL EBVIKOD GLGTNATOG AVAPOPHS TOV
avaypdaoeetor oto Hopdptnua V. Méocw g avagopdg avemBOuntmv evepyeldv pumopeite va
BonOnoete 6T CLALOYN TEPIGGOTEP®V TANPOPOPLDY GYETIKA UE TNV OCPAAELD TOV TOPOVTOG
QOPUAKOV.

5. o va puidooeton To Levitra
To @dapuako ovTd TPETEL Vo PLAACGETOL GE LEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLY TO TOdLA.

Na pn gpnoponoleite avtd T0 PAPUAKO LETA TNV UEPOUNVIL ANENG TOV AVOPEPETUL BTNV
emonuavon peta ) "AHEH" | "EXP". H nuepounvia Anéng eivor 1 televtaio nuépa Tov Livo mov
oVOPEPETOL EKEL.

DVAAGGETE GTNV APYLKT] GLCKEVAGIN Y10 VO TPOGTUTEVETOL OO TNV VYPUGIO KO TO (PG,

Mnv eTdTe QAPLOKO 6TO VEPO TNG OIOYETEVONG 1] 6T GKOVTTISIN. POToTe T0 Papuokorold cog yia
TO TTAOC VO, TETAEETE T PAPUOKA, TTOV JEV YPTOLLoTOLEiTE T, Avtd T pétpa Bo fondncovy oty
TPOGTUGio TOV TEPPAALOVTOG.

6. Mepreyépeva TG GVOKEVAGIAG KOL AOUTEG TANPOPOPIES

T epréyer to Levitra

- H dpaotikn ovoia givar 1o vardenafil. Kéfe dioxio mepiéyet 10 mg vardenafil (og
hydrochloride).

- Ta dAlo cvotatikd Tov diokiov givat:
Yteatikd pavynoto, acmoptaun (E951), dpopa pévrag, povvitodn (E421), copPirtoin (E420),
KpOoToP1dovn), Kot KoALogWEG 0&€ido Tov mupttiov, Evudpo. BAére mapdypagpo 2 "Ta Levitra
10 mg d1oKio SIUGTELPOUEVE, GTO GTOUO, TTEPIEXOVY OCTAPTAUT Kal GopPrtodn”.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Epeavien tov Levitra kot wepieyopuevo. TG 6VOKEVOGIOG

Ta dwokia dwaomepdueva oto otdépa Levitra 10 mg eivor otpoyyvrd kot Aevkd. [lapéyovtol oe
GUGKELUGIES TOV:

1 x 1 droomepodUEVO 6TO GTOUN O10KI0 G S1ATPNTN KOYWEAT oG dOomg and adovuivio / adovpivio,
2 x 1 domelpdueva 610 GTOMO SIoKIN G SLATPNTEC KOWEAES Lo 600NG amd OAOVLLEIVIO / GAOVL VIO,
4 x 1 douomElpOUEV 6TO GTOMO SIOKIN GE SLATPNTEC KOYEAES Log 6O0MG ammd OAOLLLIVIO / 0AOVL VIO,
8 x 1 domelpopeve 6To GTOUN d10Kia 08 SIATPNTEG KLWELEG Hiag dOONG 0O AOVUIVIO / dAovUiVIO.

Mmropel va unv Kokho@opodVv OAEG 01 GUCKEVAGIES.
Karoyog Adcrog Kvkhoopiog ko ITapackevaotig

Kdtoyog adeiag kukAopopiog
Bayer AG
51368 Leverkusen

Teppovia

[Mopaywyog

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Teppovia
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[Ma omolad”moTe TANPOPOPIia GYETIKA LE TO TOPOV POPUAKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov TOMIKS avTmpdsmmo Tov Katdyov g Adstoc Kukhopopiag:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbnarapus

baitep bearapus EOO/]
Ten.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

Jenapharm GmbH & Co. KG
Tel: +49 (0)3641-64 8888
Eesti

Bayer OU

Tel: +372 655 85 65
E\AGdo

Bayer EALdg ABEE

TnA: +30 210 61 87 500
Espafa

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

Tél (N° vert) : +33-(0)800 87 54 54
Hrvatska

Bayer d.o.o.

Tel: + 385-(0)1-6599 900
Ireland

Bayer Limited

Tel: +353 1 2999313
island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvnpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

Tel: +370 523 36 868
Luxembourg/Luxemburg
Bayer SA-NV

Tel/Tel: +32-(0)2-535 63 11
Magyarorszag

Bayer Hungaria KFT
Tel.: +36 14 87-4100
Malta

Alfred Gera and Sons Ltd.
Tel: +35 621 44 62 05
Nederland

Bayer B.V.

Tel: +31-(0)297-28 06 66
Norge

Bayer AS

TIf: +47-23 13 05 00
Osterreich

Bayer Austria Ges. m. b. H.
Tel: +43-(0)1-711 46-0
Polska

Bayer Sp. z 0.0.

Tel.: +48 22 572 3500
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL.

Tel: +40-21-529 59 00
Slovenija

Bayer d. 0. 0.

Tel: +386 (0)1 58 14 400
Slovenska republika
Bayer, spol. s r.o.

Tel: +421 2-59 21 31 11
Suomi/Finland

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

Tel: +46 (0)8 580 223 00
United Kingdom

Bayer plc

Tel: +44 (0) 118 206 3000

To mapdév eviro 0dNYLOV Yprions avadepOnke yro TELEVTAIN POPA OTIC.

Addreg Tyég evuépONG

Aemtopepeic TANPoPopieg Yo TO QPAPLOKO AVTO givol SIBESIUES GTOV SIKTLOKO TOTO Tov Evpmmaikod

Opyavicpov Ooappdkov: http://www.ema.europa.eu.
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