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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Vivanza 5 mg emkodvppéva pe Aemtd vuévio dtokio
Vivanza 10 mg emkoAvppéve. e Aento vpéVio diokia
Vivanza 20 mg emikoloppévo pe Aemtod vuévio diokia

2. INOIOTIKH KAI MOXOTIKH XYNGOEXH

Kd&be diokio 5 mg emucoloppévo, pe Aemtd vpévio diokia mepiéyel 5 mg vardenafil (¢ hydrochloride).
Kdbe diokio 10 mg emkarvppéva pe Aentd vpévio diokia mepiéyet 5 mg vardenafil (og hydrochloride).
Ka0e diokio 20 mg emkodvppéva ue Aemtd vuévio diokio mepiéyel 5 mg vardenafil (og hydroch\@ ide).

&
Mo Tov mpn katdloyo Tov exdoywv, PA. Tapdypapo 6.1. a o
«@O
}
3. DOAPMAKOTEXNIKH MOP®H 0\0
N
Emicoloppévo pe Aemtd vpévio d1okio 1 >
: &
Vivanza 5 mg smkoivupuéva pe Aertd vuévio diokia ZO
AGKi0 YP®UATOG TOPTOKAAL [LE GTPOYYVLAOTOUNIEVO GYN LML, TTOV gpé@s'%va V¢ ot pio mievpd Ko Tov
apOpd ‘5’ otnv GAA. OQ
Q

Vivanza 10 mg gmucoiopuéva pe Aemtd vpévio diokia }O
Alokio Yp®OUOTOG TOPTOKOAL LLE GTPOYYVLAOTOINUEVO cﬁ'_ \&', oL EEPeEL €va ‘V© ot pio TAgvpd Kot Tov
apOuo ‘10’ otnv GAAn.

O

Vivanza 20 mg emkoivppéva pe Aentd v uéwoéQKia
AGKi0 ¥pOUOTOC TOPTOKOAL pE Grpoyyukon@q HEVO oynua, Tov PEPEL €va V¢ ot pio TAEVPA KoL TOV
apOuo ‘20’ otnv GAAn.

¥

N

4. KAINIKEX HAHPO(DOS )y
O

41 OgpomevTiKég svﬁaoi&lg

AN
Ogpameio TNG GTLTIKA Q%Gksnoupyiag o€ eviilikeg avopec. H otutikn duchettovpyia givor n avikavotnto
va emTevyel M V()él pnOel ETapKNg GTOOTN GTO TEOG Y10 IKOVOTOUNTIKY GEEOVOALKT] OPOUGTNPLOTNTA.
F
Mo va givan (‘e/@%rskacpamcé 10 Vivanza npémnel va vapyel 6e£0voAkn| Si€yepon).
=
4.2 @cokoyia Ko TPOTOG YopnynNong
R
A@okoyia

Xpnon omo tovg evirikes avopeg

H ocvvietdpevn d6on eivar 10 mg ko Aapfavetar katd tnv avaykn, tepinov 25 pe 60 Aentd mpv and
oeEovalikn dpaoctnplotTnTa. Me Baom TV amOTELECUATIKOTITO KOl TNV OVEKTIKOTNTO, 1 00T UTopel vo
avénbei og 20 mg M va ehottodel oe S mg. H péyiom cuviotodpevn d6om givar 20 mg. H péyiom
GUVIGTOUEVT GLYVOTNTA ANYNG TOL QOPLAKOL gival po popd tnv nuépa. To Vivanza pumopei va Anebet pe
N yopic eaynto. H évapén tng dpdong uropet va kabvotepnoet edv avutd ANeoet e eoyntd vynAng
MEPLEKTIKOTNTAG 0€ Amapd (BA. Tapdypago 5.2).



Eidwxoi wAnBoouoi

Hliiowpévor (>65 etwv)

Agv amaiteitol Tpocappoyn Tov 606EmV g NAKI®UEVOLS aobeveic. Qotdco, pia avénon oe Péylotn doom
20mg Ba mpémet vo AneOei coPapd vIdYN avAroya [E TNV AVEKTIKOTNTA aTopkd (BA. mapaypdpovg 4.4 Kot
4.8).

Hrauixn dvolertovpyio

Mua 660m évapéng tov 5 mg Oa mpénet va AneOel vToy™n o€ acbeveig e NI Kot LETPLOL NTTOTIKY
dvoiertovpyio (Child-Pugh A-B). Mg Bdon TV avekTIKOTNTA KoL TNV GTOTELECUATIKOTNTO 1) 600T Uropel
ot ovvéyelo, va avénbei. H péyiotn ocuvictopevn 60om o€ acheveig pe péTpia Nrotikn SueAertovpyia

(Child-Pugh B) givar 10 mg (BA. mapaypdapovg 4.3 kot 5.2). \{9
o
Neppixn dvoiertovpyio N

&
Agv amaiteiton mpocappoyn g docoroyiog oe achevelg pe o £ LETPLA VEQPLKN SUGXSQOUpyia.
Ye aoleveic pe cofapn veppikn dvchertovpyia (kabBapon kpeatvivng <30ml/min), gxﬁ%nal va eetacbel

®G apyIKn 600M avti TV 5 mg. Avddoyo Le TNV AVEKTIKOTNTA Kol TNV OTOTEAECUALREOTTA 1) 060N Bat
umopet vo avénbei e 10 mg ko 20 mg.

) 40\
THoudrozpixog winOvouog @
To Vivanza dev gvdeikvutol o€ dtopo nMkiog kdtm tov 18 etdv. Agv 1%@81 OYETIKN €vOEEn Yo TN
y¥pNoM Tov Vivanza 6€ Toidid. .,
O
Xpnon oe aobevels Tov ypnoomoiody dlia popuaKevTiKa npoi'o'cs@\
Tavtoypovny ypnon twv CYP3A4 avactoléwy Q

Otav xpnoILOTOIEITAL GE GUVIVAGUO LIE AVOGTOAEIS TOV C*&A4 omm¢ M epubpopvkivn M1
KAlaptBopukivn, 1 66on Tov vardenafil dev mpémet va Df\@‘b'aiva ta 5 mg (BA. mapdypopo 4.5).

Tpomog yoprynong (0\0
INo and otopaTog xpron. ~0£D

. AN
4.3 Avrevisiteig )

O
YnepevarcOnoia 6tn dpacTiKy ovcé@] 0€ KATO10 Ao To £KO0Y0 TOL avaypdpovtal oty Tapdypago 6.1.

Avtevideikvotor cuyxopﬁynaqpcou vardenafil pe vitpucd 1 80teg povo&ediov tov aldTov (67TMG TO
VITPMOOESG OUVAL0) GE ono%éﬁnora popon (PA. mapaypdpovg 4.5 kar 5.1).
N

. O
To Vivanza avrsvﬁe@rm o€ aobevelg pe ammAeio TG Opaong GToV £va 0QOUALO AOY® U apTNPITISIKNG
oyapukng ontikigwvevpornadeiag (NAION), ave&aptnta amo 1o av To GLUPEY 0vTd Xl GLOYETIGOEL 1] oYL
ue nponyoﬁuayg:g%)pﬁyncn €vOG avactoréa TG poopodiestepdong 5 (PDES) (BA. mapdypago 4.4).

O
DoppokeREKa Tpoidvta yio tn Oepameio g oTuTIKNG ducAettovpyiog dev Oa Tpémel yevikd vo
xpnot 10HVTaL 0T AvOpeG 0TOVG 0ToioVG dev cuvicTatol | 6eEoVaAIKT dpacTnpldtTnTa (T.Y. acbeveig pe

6(&( ¢ KOPOAYYELOKEG dloTapayés OTMG 1) acTtadng otnddyyn N N coPapn Kapdtak ovendpkeio [New
Yerk Heart Association III or IV]).

H aoc@dieia tov vardenafil dev Exet peketndel otic akdAovbec vrokatnyopiec aobevmY KoL ETOUEVOC N

XPNOM TOL OVTEVOEIKVLTOL LEXPIS OTOV VEEC TANPOPOpPiES elval S100ECIIEG:

- cofapn nrotikn dvciertovpyia (Child-Pugh C),

- VEQPIKN VOGOG TEAMKOD GTAdI0V OV amalTel Aod1dAvo,

- vrotaon (aptnprokn migon < 90/50 mmHg),

- TPOGPATO 1GTOPIKO EYKEPAAIKOD EMEICOOIOV 1 ELPEPAUYLLO TOV LVOKOPSTov (KoTd Tovg TEAgvTaions 6
HMVEG),

- aoTadng oTNOAYyN Kol YVOOTEG KANPOVOLIKEG EKQUAIGTIKEG SLOTAPOYEG TOV AUPIPANGTPOEIB0VG,
O™ 1 LEAAYPMOTIKY AUPPANGTPOEIDOTAOEL.



H tavtdypovn ypnon tov vardenafil pe tovg ioyvpoic avactoreic tov CYP3A4 ketoconazole kot
itraconazole (0md TOL GTOUATOG) AVTEVIEIKVLTAL GE AVOPEG LEYOADTEPOLVS Ol 75 €TV.

H tavtdypovn ypron tov vardenafil pe tovg avactodreic g HIV mpotedonc, 6nmg to ritonavir kot To
indinavir avtevdgikvotal, pog kot givatl ToAd oyvpoi avactoreic tov CYP3A4 (BA. mapdypago 4.5).

H ovyyopnynon avactorémv pocpodiestepdong S (PDES), cuprepiiapfovouévov tov
vardenafil, pali pe dieyéptec yovavorikng kukAdong, 0nmg 1 proctyovdrn, avievdsikvoton kabhg uropel
TOOVAHS VoL 00N YNOEL GE GUUTTOUATIKN VIOTOCT (deite mapdypapo 4.5).

N
4.4 E101kég Tpog1domon)oEls Kot 1010itepEg TPOPULAGEELS KOTA TN (prion \o‘\~

. P , VA
Ipw g&etactel n yoprynon eoppokoroyikng Bepaneiog, Tpénet va Anebel to 10tpikod lGT%U Kot va yivet
QLOIKT €EETOON Y100 TN SLAYVOGT TNG OTVTIKNG OLGAEITOVPYING KoL VO EVIOTIGTOUV mﬁg/@ moKEILEVA aiTLa.

[pwv apyicel onowadnmote Oepameia yio T oTLTIKN dvcAELTovpYia, Ol YioTpol npéqg va Aapovv voymn v
KopAyYEKN KaTdotaor Tov achevav Toug, Adym Tov 0Tt vrdpyet Evag fof }@@(up&m{m’) Kvd0VoL, Tov
oyetileton pe ) oeEovoikn Spactnpotnta (BA. mapdypago 4.3). To varderafil éxet oyyelodtooTodTikég
WOLOTNTEC, TOL £XEL OOV OMOTEAEGO, NTLEG KOL TOPOSIKES PEIDCELS GTNV a@ﬁquud] wieon (BA. Tapdypago
5.1). AcBeveic pe amdepatn Tov xdpov eEDONoNG apioTePng KOWMAS L. X2 0opTIKN 6TEVMOT Kot 15107adn
VIEPTPOPIKT LTOPUAPIOIKN oTEVMOT|, PUopel va givor evaicOnrtot 6\’0» (o1 TOV 0YYELOOACTOATIKOV
GUUTEPIAAUPBAVOUEV®V TV OVOGTOAEMVY TNG (pcoc(po&ecrspdcnbﬁénou 5.

Q
YoBapd kapdroayysiakd coppapota Omws opvidlog Bavares; tayvkapdia, ELpayLo Tov pvokapdiov,
KOk TayL-appuduic, oTnOAyyn Kot yKePaAoayyet Swatapoyés (cvpmeptiapfoavopudvng g
TOPOSTIKNG IOYAULUIKNG TPOGPOANG KOt EYKEPAUAIKNG ‘éT)p(xyi(xg) &xovv avapepbel oe ¥povikn cLGYETION LUE
10 vardenafil. O mep1ocOTEPOL OO TOLVG ac@svs'géggll)g onotovg &yovv avapepbel avtd Ta cuppdapata
elyav TpoiTAPYOVTES TAPAYOVTES KAUPSLOOYYEL Kwvdovov. Tapodra avtd, dev gival Suvatody va
kaBopiotel v avTd To GLUPAUOTO GYETILOVTQL GLEST PE OTOVG TOVG TAPAYOVTES Kvdvvov, o vardenafil,
N 6€E0VOAIKT dPOCTNPLOTNTA 1) OE GDY%)@ISH(') AVTOV N GAL®V TApayOVTOV.

AN

Toa eappaxa yio ™ Bepameio TS GTUTIKNG SLGAEITOLPYIOG TPETEL VAL YPTGLLOTOIOVVTAL LLE TTPOGOYN COE
ac0eveic e aVOTOUIKEG (xMombc@g Tov TEOVG (OTMG YOVIMoT, iVOoT T®V GNPOYYOO®V COUATMOV TOV TEOVG
1 vo6co tov Peyronie) 1} og (xcﬁ\@sig OV 1| KATAGTAOY TOVG UTOPEL VO TPoSIaBETEL Yo TPLOMIGUO (OTT®G 1|
OPEMOVOKVTTOPIKT owmpf,@okkankoﬁv poéhopa 1 Asvyoipior).

AN
H acpdielo ko m am Qsouatu«')mw TOV CLVOVAGUOV TOV ETKOAAVUUEVOV LE AETTO VUEVIO SIoKIOV
Vivanza pe to 81&6[ popeva 6to otopa dtokia Vivanza n aileg Oepameieg yio T 6TUTIKY duoAgrtovpyia,
dev Eyouv us?»s:,{.qbsi. ZUVEnR®MC, 1 (PO TETOLOV GUVOLAGLMOV O€ GLVIGTATOL.

H avextt Q‘g‘fw g péYetng 60omg tov 20 mg pmopel va eivar pikpdtepr o€ nAKiopévoug acbeveic (> 65
ETMV) @napowpd(povg 4.2 ka1 4.8).

O
T @m’){powy XPION TV G-0VoTTOAEWY
H tovtoypovn xpnon tov a-avactorémv kat tov vardenafil umopel va 001 yncel 6€ CUUTTOUATIKY] VTOTOOT)
o€ oplopévoug acbeveic emeldn kat ta 600 givar ayyslodtactorticd. Tavtdypovn Oeparneio pe vardenafil Oa
nwpénel va EeKvagl povo edv o acBevig €xel otabepomomnbel otn Bepancia pe a-avactoreic. e avTohs TOVG
acBeveic mov €yovv otabepomoindei pe Bepaneia pe a-avactoreic, To vardenafil Bo mpénet va Eekivaet pe
YOUNAOTEPT) GUVIGTAOEVT 0OCT TV 5 mg eMKAAVUUEVH Le AemTO vUEVIo diokia. To vardenafil propel va
yopnynOei omoladnmote ypovikn otiyun pe to tamsulosin 1 pe to alfuzosin. Me dAAovg a-avactoAeig, Oa
npémnel va Anedel voyn €va gpovikd pecodidotnua otav to vardenafil cuvtayoypageital tavtdypova (PA.
Tapdaypago 4.5). Xe avtole Tovg acbeveic mov Aapdvouv non v katdAAnin d6omn vardenafil, n Oeponeio
ue a-avaotoleis 0o mpénet va Eekivael pe ™ yaunmAidtepn door. Ltadiakn avénon ot 666N TV o-



OVOOTOAEMV UTOPEL VUL GUVOOEVETAL LE TEPALTEP® UEIMOT TNG OPTNPLUKTG TiESTG 68 acbeveic Tov
Aappavouvv vardenafil.

Towvtdypovy ypron twv CYP3A44 ovaororéwv

H tavtdypovn ypnon tov vardenafil pe tovg ioyvpoic avactoreic tov CYP3A4 6mmg 1) itraconazole kat
ketoconazole (amd TOV GTOUOTOG) TPETEL VO, ATOPEVYETAL SEGOUEVOV OTL ETLTVYYAVOVTAL TOAD VYNAEC
ovykevipmoelg vardenafil 6to TAdGopHa OTAV OVTA TO PAPUAKELTIKY TPOiIOVTO GLVIVAGHOVV (BA.
Tapoypaeovg 4.5 kat 4.3).

[pocappoyn docoroyiag Tov vardenafil pmopei va ival amapaitnn 6tav yopnyovvIoL TAVTOYPOVE HETPLOL
avactohreic tov CYP 3A4 , 6nwg 1 epubpopvkivn kot n kAapBopvkivn (BA. mapaypdeovg 4.5 kot 4:2).
Toavtodypovn ypnon pe to grapefruit 1§ To yopd grapefruit, avapévetor va avénoet Tig Gustvrpg)}?mg OV
vardenafil oto mAdopa. H cuyyopfynon mpénet va amopevyetan (PA. mapdypopo 4.5).

, . ‘q,o
Eriopaon oto oidornua QTc
Epdna& amd tov otopatog 60oeig 10mg ko 80mg vardenafil, £yovv dei&el empun u&\m TOV O10GTHLOTOC
QTc katd éva péco 6po 8msec kat 10msec avriotoyya. Epdmaé d6ceig v LO@ vardenafil
GLYYOPIYOVHEVES TaVTOYpOVa pe 400 mg gatifloxacin, pia Spaoctiky ovoia povykpiown enidpacn QT,
éoei&ov pio Tpocbertn enidpaom tov QTc Twv 4 msec dtav GuykpiOnKay pe TV Kabe dpacTiky ovcia
Eeywprotd. To Khvicd avtiktumo avtdv Tov adiaydv Tov QT dev siv&@vwcré (BA. mapdrypago 5.1).

H «Awvikn cuoyétion avutod tov evpOpaTog eival dyvooTr Kot B:ﬁnopei va yevikevBet yioo GAovg Toug
acOeveig og OAeg TIg TEPTTOGELS, KaOOcEENPTATAL OO TOVG OFQ[LIKOVS TAPAYOVTEG KIVOUVOL Kol
evaiclnoieg mov pmopel va vITEPYOVY OTOIONTOTE GTIYUN] 010010t aoBeVT). PapUAKEVTIKG
TPOidVTO TOL UTOPEL Vo emunKLVOLY 10 dtdotnua QTc, gvpurnepthapfovopévov tov vardenafil, eivat
KOADTEPO VO, ATOPEVYOVTOL OE 0COEVELG [IE GYETLKOD ﬂ&rpéwovrsg KIvOHVOU, Y10 ToPAdELy e, DTOKOALOLIA,
cvyyevn emunkovven tov QT, tavtdypovn yopn n@q@vuappuﬁuwo’ov QOPUAKEVTIKAV TPOIOVI®V TG TAENS
I (m.x. quinidine, procainamide) 1} ng Tééng 1 .x- amiodarone, sotalol).

, , &
Eridopoon oy épaon )
"Exovv avapepbei dratapoyés g (')pa@g(al TEPIMTMOGELG LT OPTNPLTLOIKNG ICYULUKNG OTTIKNG
vELPOTADELNG LLE TN YOPTYNOT TOL anza Kol ToV GAL®V avactoréwv g PDES. Ot avalvoelg tov
dedoEV@V TOPOTPNOTG 1)7:08117@\/01)\/ avénuévo kivouvo o&eiag un apTnPITdIkNG IGYALUKAG OTTIKNG
vevpondbeiag (NAION) o¢ @ G e oTLTIKN ducAettovpyia petd and ékBeon o avaotoleic PDES, dnwg
to, vardenafil, tadalafil xoy sildenafil (BA. mapdypago 4.8). KabBmg avtd pnopel va givar oyxetikd yio. GAovg
Tovg acbeveic mov smieéx 1 og vardenafil, o acBevig mpémel va vnuepOVETAL OTL GE TEPITTMOOT OLPVIOING
dTapoyng g (')pacé@, TPEMEL VO GTAUOTNOEL TN Ayn Tov Vivanza kot va cupfovievtel dueca wtpo (PA.
Tapaypago 4.3). ‘O

N

Eridpoon omydyoupoppayio
Meléteg 'F(axézf%ro, LE avOpdTIVOL ALUOTETAALY, VTOSEIKVDOVY, OTL To vardenafil dev €yel dpdon Katd g
GLOCMORPEYCNG TOV OUOTETAAIWV 0md POVO TOV AL G€ VYMAES (VITEP-OEPATEVTIKEC) CLYKEVIPDOGELS TO
Vard@égl EVIOYVEL TN OPAON KAUTA TNG GVCCOPELONG TOV AUUOTETOAM®MY TOV VITPOTPOCTIKOL VOTPion, 0T
u&)iaéiou Tov afdTov. ZTovg avBpmmovg, To vardenafil dev £xel enidpaon oto ypovo apoppayiog amd
HUOVO TOL 1 6€ GLVOVUGUO LE TO AKETVAOGUALKVAIKO 0EL (PBA. Tapdypago 4.5). Aev diatibBevtal ototysia yio
Vv ao@aieln ot yopnynon tov vardenafil oe acBeveic pe dotapayéc apoppayiog 1 evepyd nentikd
é\koc. Emopévag, to vardenafil npémnet va yopnyeitar € avtodc toug acbeveic LOVo HETA OO TPOGEKTIKN
aELoAOYNoN TOV 0PEAOVC - KIVOHVOU.



4.5 AlMAemopdosic pe GAlo QUPUIKEVTIKG TPOIOVTA Ko GAheg popPEéc ahiniemiopaong

Emdpboeic GAA®V @opULOKEVTIKOV Tpoidvimy oto vardenafil

Mehéteg in- vitro

To vardenafil petafoAriletor kuping and ta Nroticd Evivpa, HEC TOL 1I6OHOPPOL 3A4 TOV KVTOXPMLOTOC
P450 (CYP) pe kdmoia copporn and ta icoépopea CYP3AS ko CYPP2C. Enopévmg, ot avaoTolelg avtdv
TOV 160eVEOUOV UTOpEl Vo LetdsovV TNV Kabapon tov vardenafil.

Meléteg in-vivo

Zvyyopnynon tov avactorén g tpotedons tov HIV indinavir (800 mg tpeic @opég niepnoing), £40¢
woyvpov avactoréa tov CYP 3A4, e vardenafil (10 mg emkolvppéva e ATt LUEVIO 81(51({(1)6 O
amotéleopa po katd 16 gopég avénon omv AUC tov vardenafil kot pio kotd 7 @opéc avénen ot Cmax
tov vardenafil. X 24 dpeg To eninedo mAdopatog tov vardenafil iyav pewwbel mepimov o104 % v
péyiotov emmédov mAdopatog tov vardenafil (Cumax). ~@O
Yvyyopnynon vardenafil pe ritonavir (600mg dvo Popég NuepNGimg), eiye G anoT\év\gu(x Jo KoTd

13 popéc avénon ot Cmax Tov vardenafil kon pia katd 49 popéc adénon cmy&@(}o.zz; tov vardenafil otav
ovyyopnynonke pe vardenafil Smg. H aAAnienidpaon givarl Guvénelo e ovEGTOANG TOL NTOTIKOD
petapoiiopov tov vardenafil amd to ritonavir, évav moAd 1oYLVPO AVACT @& tov CYP3 A4, o onoiog emiong
avaotérel to CYP2C9. To ritonavir empnkvvel onuovtikd to xpovo 1&: Mg tov vardenafil og 27.5 dpeg
(BA. mopdypaeo 4.3). ‘\0

Yvyyopniynon ue ketoconazole (200 mg), evog 1oyvpov avact@gx tov CYP3 A4, pe vardenafil (5 mg) &iye
¢ amotédespo TV katd 10 eopég avénon e AUC tov \q;@enaﬁl Kot TNV Katd 4 eopég avEnon g Crmax
tov vardenafil (BA. Tapdypago 4.4). {_\)‘{"

Av ko 101KéG peréteg aArnienidpaong dev £xo végvspynesi, 1 TAVTOYPOVN (PO AAADYV 1GYLPDOV
avaotorémv Tov CYP3 A4 (6nwg ) itraconazo wam OVOUEVOLEVO VO TPOKAAECOVV EMIMEdA TAAGLLOTOG
vardenafil cuykpicipa pe avtd mov napﬁx@ngqv amo v ketoconazole. H tawtdypovn yprion tov vardenafil
ne Toug 1oyvpovg avaotoreic Tov CYP3AP 0w 1 itraconazole kat ketoconazole (and otopatog yprion) Ha
npémet va amopedyeton (BA. mapaypheeds’4.3 kat 4.4). Te dvdpeg peyoaldTEPOLS TV 75 TGOV 1 TONTOXPOVN
xpron tov vardenafil pe tnv itracm@o e 1 ketoconazole avtevoeikvutar (BA. mapdypago 4.3).

H ocvyyopnynon ue spuepoum(@\? (500 mg tpeic popég nuepnoing), evog avactoréa tov CYP3A4, pe
vardenafil (5 mg) giye wc.amotédecua v kotd 4 popéc avéEnon oty AUC tov vardenafil kot katd 3 popég
avénon ot Crax. Hapé@ 0V pia 101K PEAETN aAANAemtidpacng dev Exel die€aybel, n cuyyopyNnon g
KAoptBopvkivng ava&@erm va emeépet avriotoryeg emdpdoeig oty AUC tov vardenafil kot otnv

max- MTOPEL v, aibu oamopaitnTn 1 TPOcuproyn TG docoroyiog tov vardenafil 6tov ypnoyonoleiton o€
ouvovacuod ue vy pétpilo avactorén tov CYP 3A4 dnmg 1 epubpopvkivi M khapiBopvkivy (BA.
napaypdeous 4.2 kot 4.4). H oyetidivn (400 mg dvo popég nuepnoing), Evog Un e101KOG 0vOoTOAENS TOV
KLTOYP® s&tfg P450, dev eiye kapia enidpacn otnv AUC kot Cmax TOU vardenafil, étav cvyyopnyndnke pe
TO VarQ fil (20 mg) o€ vyeig ebehovtéc.
O@)Op()g grapefruit, é&vag acBevig avactoréng Tov petafoiiopon tov CYP3A4 610 gviepikod toiympo,
umopet vo. odnynoet o€ Pétpieg avénoelg Tov emmédwv Tov vardenafil oto mAdoua (BA. Tapdypago 4.4).

H gpoppokokivntikn Tov vardenafil (20 mg) dev ennpedotnie and T cuyyopnynon Le Tov avtayoviotn H-
2, 7o ranitidine (150 mg dvo @opég nuepnoing), To digoxin, To warfarin, to glibenclamide, tnv aAkooin
(Léco péyioTo emimedo aAkoOANG oto aipe 73 mg/dl) 1 amd epdnal dooelg avtidévav (magnesium
hydroxide/aluminium hydroxide).

Av ko dev Eyovv devepynBel elducéc peAéteg aAANAETIOpaonG Y100 OAL TO POPLOKEVTIKA TPOIOVTQ, M
TANOVGHIOKT] POPUAKOKIVITIKY oviAvon dev £d1&e KAmolo enidpaon ot QopUOKOKIVNTIKY Tov vardenafil,
oTaV YopNYNONKE TOLTOYPOVE LLE TO TOPOKAT® PAPLOKH: OKETVAOGUAKVAIKO 05D, avaotoleig Tov MEA, B-



avaotoAeic, aofeveig avaotoreig tov CYP 3A4, SroupnTikd Kot @aprokeLTIKd Tpoidvta yio T Oepameio
Tov dwPnn (sulfonylureas kot metformin).

Emdpdosic tov vardenafil 6g GALQ QOPUAKELTIKA TTPOTOVTAL

Agv vrapyovv otorygia yio TNV arAnienidpacn tov vardenafil pe pun €101kob¢ avaoToAElG TN
POOPOJIESTEPAONG OTT™G 1) BE0PLALIVI 1] 1] SUTVPIOAUOAT).

Mehéteg in-vivo

Kapia gvioyvomn g vmotacikng evEPYELNG TG VIOYADOGL0G VitpoyAvkepivg (0,4 mg) dev mapatnprdnke
0tav o vardenafil (10 mg) 566nke o Sapopa ypovikd Swactipata (1 h éog 24 h) Tpv T 660N i,
vitpoyAvkepivng o o peAétn pe 18 vyleic dvdpeg. Adon vardenafil 20mg emuolvpupéva e Xs@“&"vuéwo
diokia evioyLOE TNV VTOTOCIKN dPAGT TG VIOYAD GGG VitpoyAvkepivig (0.4mg) mov kﬁ(p(ﬂrqss\l Ko 4
mpeg petd  yopnynon vardenafil oe vyieic péong nAuciog acBeveic. Aev mapotnpnnke gntopaocn oty
aptnplokn mieon 6tav n vitpoyAvkepvy ANeOnke 24 dpeg petd ™ yopnynon eedmal 5¢gng vardenafil

20mg emikaivppéva pe Aertd vuévio dwokia. [lap’oia avtd, dev LVIAPYOVY TANPOP v TV Thovn
€VioYLOT TNG VTOTAGIKNG OPAGCTG TV VITPIKAOV artd To vardenafil e acOeveig, sn({&/cog 1 TOLTOYPOVN
xpnon avrevoeikvotat (BA. mapdypaeo 4.3). )

o

To nicorandil gfvan vBp1dKdG GLVILAGHOG EVEpYOTOMTT| TOV SLOAMY 0@'&)1) Ko vitpadovg. E&attiog g
VITPMOOVG OUASOG TOV TEPIEXEL, EYEL TOOVOTNTO GOPapTg akkn%anié&g ¢ pe to vardenafil

O
Kabag n povobepaneio pe a-ovactoleic pmopei vo Tpokoiécet Q\towrucﬁ Helon TNG 0PpTNPLOKNG TEOTG,
Wwitepa 0pHOCTATIKY VTOTOCT) KOl GUYKOT, £XOVV OLEVEPY peAéteg adAnienidpaong pe to vardenafil.
e 600 peAéteg AAANAETIOPOONC [LE VYIEIC VOPLOTAGIKOVG e@&ovrég KOTOTLY TOyElag TITAOTTOINGNC TV O-
avaotoAémv tamsulosin 1 terazosin oe VYNALG SOGELS, EpOnke voTooN (08 KATOEG TEPIMTMOGELS
GUUTTOUOTIKT) GE EVO. OTLOVTIKO 0p1OUd aTOUMVY [ toano ovyyopnynon ue vardenafil. Avapecsa ota
dropa mwov BepamevOnkav Le terazosin, Tapatnp 9&%&: o oVYva vdtaom otav to vardenafil kot To
terazosin yopnynonkav tavtdypova mapd OToV, d060m uecorafoivoe Eva ypoviko SAcTUL 6 OPOV.
Me Bdion To amoTEAECUATA TOV LEAETOV abk%uaniépacng nov de&Nydnoav pe to vardenafil og acBeveic pe
KaAon0n vrepmlacio Tov TpootdTn ( ) og otaBepn| Oepancio pe tamsulosin, terazosin 1 alfuzosin:

. Orav to vardenafil (emcoAyupéva pe Aentd vpévio diokia) xopnynbnke o doceig v 5, 10 11 20 mg
o€ acbeveig mov fTav paa\@wuévm pe tamsulosin, 6gv VANPEE GUUMTOUATIKY LEIMGTN GTNV APTNPLOKA
mieon av kot 3/ 21 ageveig mov Bepamevdnioy pe tamsulosin wapovsiocay pio TOPOSIK ) GLGTOAIKY
apTnpLoKky wieon g80pOia OEon, pikpdtepn omd 85 mmHg.

. Otav 10 Varde%& 5 mg (emKoALpUpPEVE e AeTTO VIEVIO dloKia) yopnynonke TovtdYpova LE
terazosin 5 {10 mg, 1 and tovg 21 acheveic eppavicav copntopatikn opbostatiki votacn. Agv
napatnpRdike vtoTaon 6tov ot Yopnynorn Smg vardenafil kot terazosin pecorafovoe ypovikod
81&01@& 6 ®pOV.

. Oroawito vardenafil (emucaloppéva pe Aemtd vpévio diokia) xopnyndnke oe d6oeig twv 5 1 10 mg oe

evelg mov Nrav puBspévol pe alfuzosin, oe GOYKPION LE TO EIKOVIKO PAPLLOKO, OgV VINPEE

S UTTOUOTIKY LEIMOT oTNV 0pTNPLoKn Ttieon.

Enopévag, n tavtdypovn Bepancio Bo mpénet va Eexvael povo edv o aocBevig €xel otabepomombel ot

Oepomeio pe ToVg a-avacToieic. Xe avTovg Tovg acbeveic mov £yovv otabepomombei ot Bepameia pe

a-0vaotoleig, To vardenafil Oa wpémel va Egkvael e T xapnAotepn cuvieTdpeV 06on TV S mg. To

Vivanza pmopeti vo yopnyeitol omoladnmote ¥povikn otryun pe tamsulosin 1 pe alfuzosin. Me dAAovg

a-0vaoToAElS, Oa Tpémel va AneBel vToyT va ypovikd dtdotnua g 0d6ong, 6tav to vardenafil

ouvtayoypapsitat Tovtoyxpova (PA. Tapdypapo 4.4).

Agv mapotnpnOnkay onuovtikég aAlnienidpdoetg 6tav 1 apeapivn (25 mg), n onoia peraforiletar amd
o CYP2C9, 1} 1 dryo&ivn (0,375 mg) cuyyopnynbnkav pe to vardenafil (20 mg emikoivupévo pe Aentod



vuévio dtokia). H oyxetikn frodiabecipotnta g yAPevichapiong (3,5 mg) dev ennpedotnke 6tav
ovyyopnynnke pe to vardenafil (20 mg). Xe o 101k peAén, 6tov 1o vardenafil (20 mg) cvyyopnynonke
ue Ppadeiog amodéouevong vipedirivny (30 mg 1 60 mg) og vepTacikovg acheveic, vanpée Lo
emMmPOGOEeTN LEIOT OTN GLGTOAKN APTNPLOKT Tieon o€ VT B€om ion pe 6 mmHg Kot ot dcTOoAK
aptnplokn mieon o€ vtwo B€omn ion pe S mmHg, Tov cuvodevTnKay e avEnon oty Kapdlakn cuyvoTnTo
ion ue 4 bpm.

Orav 1o vardenafil (20 mg emucaAvppéva pe Aentd vpévio diokia) kot 1 ahkoOoAn (LEco LEYIOTO EMinedo
aAK0OANG oto aipa 73 mg/dl) AneBovv pali, to vardenafil dev evioyvoe v enidpacn g AAKOOANG oTNV
APTNPLOKTN TIECT KL TNV KOPSHKT GLYVOTNTO KOl 1 poppakokivntikn Tov vardenafil dev petafinonke.

N
To vardenafil (10 mg) dev gvioyvoe Ty avEnomn Tov ¥pdvov aoppayiog Tov oQeileTo ot o‘\~
OKETVAOGOAIKVALKO 0EV (2x81 mg). O@\

Ploctyovdm . OA
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[poxAwvikéc peréteg £dei&ay emmpdohetn CLGTNUOTIKY UEIDOT TNG APTNPLOKNAG niscﬁé’owv cuvovdeTNKOY
avaoToAeic poopodieotepdong S (PDES) pali pe prostyovdtn. e kKAViKEG uskétg@l,\\n proctyovatn €deiée
o aHENom oIV VITOTUCIKT dPACT] TOV AVAGTOADY POGPOSIEGTEPACG 5 (PDEQ. Agv vip&e Kapio
EvBEIEN Y10l LVOIKT KAMVIKT Spaion Y100 avTdV ToV GVVEVAGHO 6TOVG TANOLGEHS oL pekethOnke. H
TAVTOYPOVT YPNON TNG PLOGIYOVATNG LUE OVAGTOAELS (pcoG(po&sctspdcnsog}@DES), GLUTEPTLOUPAVOUEVOL
tov vardenafil, avtevéesikvotan (deite mapdypago 4.3). )
O
4.6 Tovipétnra, kOnon kot yerovyio OQ\

Q
To Vivanza dgv gvdgikvutat yia xpnon omnd Tic Yuvaike. Q?gndpxovv peAéteg pe to vardenafil oe €ykveg
yovaikeg. Agv dwatiBevton d100éoipa dedopéva stm(é&_ NETN YovipoTOL.
4.7 Emopdoeig otnv IKavoTnTO 001YN0NG %ﬁlpwuoﬁ PN AV LATOV

Agv mpaypotoroOnKay HEAETEC GYETIKA HECELS EMOPACEIC GTNV IKAVOTNTO 00N YNOTG KO XEIPIGLOD
UNYXOVILATOV. )
O
Kabag &xel avapepbet {adAn kot ov g»ieg oV O6pacn o€ KAvikég dokipéc pe to vardenafil, ot acOeveig
TPEMEL vaL Yvopilovv TV own'ép(@n Tovg 670 Vivanza Tptv 0dnNynoovy N ¥EPIGTOVV UNYOVALLOTA.
&O
4.8  AvemOOunrteg evépyrdieg
5

[TepiAnyn tov mpopt Qg(paksiag

Ot avemBounteg 88‘ €1€G TTOVL AVOPEPONKAY e Ta Vivanza eTKOAVUUEVO LE AETTO DUEVIO dloKia 1) LE TO
10 mg éiokia § EPOLEVO, GTO GTOUA GTIC KAMVIKEG SOKIEG NTOV YEVIKA TOPOSIKES KO NTLEG MG PETPLES
o1 PUON T ﬁd O GLYVA AVOQEPOLEVT AVETBOUNTN EVEPYELX TTOV cvpfaivel 6 Tocoatd 210 % Tmv
acOeviv 8@? TOVOKEPAAOG,.

Hiv@&g AvEMOOUNTOV EVEPYELDV

OstmOl');mrsg gvépyeleg Tapatibevrol cOpemva pe tn cuvinkn cuyvotntag MedDRA: mold cuyvég
(=1/10), cvyvég (=1/100 £wg <1/10), oyt cvyvég (>1/1.000 £mg <1/100), ondvieg (=1/10.000 émg <1/1.000)
Kot Un yvootég (dev umopovv vo, ektiunfovv pe Paon to dtabécio dedopéva).

Evtog k40 katnyopiog cuyvotntog eupdvions, ot avemBounteg evépyeleg mopatifevral katd ehivovsa
oelpd coPapdtnTag.



O mapakdto avemBounteg evépyeteg £xovv avapepOei:

Katnyopia / o0 Xvyvég | Toyvég Oy ovyvég YXravieg Mn YvO6TéG
Opyaviko (=1/10) (=21/100 emwg | (=1/1.000 (>1/10.000 ¢ (dev pmopovv
YooTnpo <1/10) €wc<1/100) <1/1.000) Vo KT Bovv
ue paon to
dwbéoua
dedopéva)
AoudEeg ko Emirepukitida
TUPUCLTOOELS
Awtapayég Tov Alrepykod Alrepyn J
UVOGOTON|TIKO oidnua kot avtidopaon o‘\“
Y CLGTINOTOS ayYE10010n 1oL lq,\
Yootpikég Awtapoyn Tov Ayyog XY O
owtapayég VTVOU QO
Awrapayés tov | Kepaiadlyia | ZaAn YrvnAia YvyKomn X Eyxepoikn
VELPIKOV [MopocOnoio kot | Zrocpol, s ooppayio
GUGTI|LATOG dvocaistnoia Apvnei
Hop&diko
tcsgtpmc()
| Eme1c6d10
O0¢p0arpkég Ontwcn ‘\0\ ﬂAl’)&nGﬂ otV Mn
owatapayég datopayn O evoopOdAIaL apTNPITIOKNY
O@Ga%u@& mieon npdcoia
VIEPQ Avénuévn IGYOULLKT|
Onﬁ:&?ﬂ daxpvpola OTLTIKN
® LOTIKEG vevpondOein
zoti)mpauop(pd)cmg Ontikég
‘O Opbarpucog SloTapayEg
O\ | moévog ko
. 00 gvoyANon
o Ddotopofia
Awrtapayég Tov Q) \ EpPoég Awpvidun
710G KU1 TOV O Tayyog KOP®ON
Aafopivlov &o
Kapdwakég ‘,*OA AicOnuo oipav | ‘Epepaypo tov Awpvidiog
owatapayég 0\ Tayvkapdio pvokopdiov Bavarog
<\Q Koutmoxkég
o) Tayvappuduisg
&\{" YmOayyn
Ayyelokég co\) "E&ayn Ymnotoon
owTapa Ynéptaon
Awr@ég TOV Pwvum Avdonvown Eniotaén
a\&a VOTIKOU Zoupopnon | Zupeopnon Tov
GUGTNLOTOG, mopoppiviev
70V Opaka KOATTQOV
KOl TOV

pecofmpakiov




Katmyopia / oAb Xvyvég | Xoyvéc Oy ovyvég Xaavieg Mn yvooTtég
Opyaviko (=1/10) (>1/100 ewg | (=1/1.000 (>1/10.000 gmg (8ev pmopovv
Yoomnua <1/10) €m¢<1/100) <1/1.000) va ekTiun0ovv
ue Baon ta
Sbéoa
dedouéva)
Awtapayéc Tov Avoneyia lactpooicopayt
YOGTPEVTEPIKOD K1 ToAvOpOIon
GULOGTILOTOG Taotpitida
Taotpevtepkog
KOl KOTALOKOG J
ToOVOCg o‘\“
AlGppora q/\
"Epetoc o)
Nowrtia N OA
Enpoctopio N ©
Awtapoayés Tov AvEnon ot AvEnon G(ﬁﬁ(—
NTOTOS KUl TOV TPOVGOUVAGES y?»ommg&orpavc
10M@opav 9epd
Awtopoayés Tov EpOOnpua A@H&pacm
déppraTog KoL E&avOnpa (?wrosuatcenciag
TOV LITOSOPLOV ‘\0 "
16TOV (\Q
Awtapayés Tov [T6vog & -
JVOGKELETLKOD TAGT T
GUGTI|LOTOG KOl Al’)\% omv
TOV GUVOETIKOV e TIVIKT|
16700 62)[)0)6([)01(1\/(&01]
O] Mvaiyio
O | Avdnpévog
. 00 HLiKOG TOVOG Kot
o KpOpmEg
AwrTapoyés Tov o > IAloTovpio
VEQPAV KUl TOV )
o0VPoOPOPMV &o
000V D
Awrtapayég Tov é\v AvEnon g [promopde IApoppayio Tov
UVOTOPUYOYIKO <\Q oTOoMNg mEovg
¥ ovotipotos O IApatoomeppliol
K01 TOV LOGTOUN
Ievikég Q/\) ) AicOnpa OwpaKiKOg TOVOC
drotapoyss Kl aodtafeciog
KOTOGTA0ELS
T v
20pNYNOoNg

Ieprypoaon emAeyuévav ovemBountwv VEPYELHV

"Exovv avaepBel apoppayio Tov TE0VE, OUUTOCTEPUIO KO OUOTOVPIO 0€ KAMVIKEC LEAETEG KOl OE
dedopEVE amd 0OOPUNTEG LETEYKPITIKEG OVOQOPES LE TN Yp1oN TV ovacTtoréwv g PDES,
ocvuneptiapPavopévng g vardenafil.

Ye pia 660m TV 20mg emikoAlvupévo pe Aemtd vuévio diokia Vivanza, ol nAKIopévol acbeveig (> 65 etdv)
elyav vyYMAOTEPEC GLYVOTNTEC 6€ KeParayieg (16,2% watd 11,8%) ot (A (3,7% katd 0,7%) and 6T1 o1
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veotepol acbeveig (< 65 etwv). [evikd, N enintwon tov avemBountov evepyeldv (eW0wka 1 "(dAn’) éxet
KkataderyOel 6TL lval eEAaPPOC VYNAOTEPT G AoHEVELS LE 1GTOPIKO VTTEPTUCTC.

Avaeopd mBavoloyovuevav avemBOuNTOV EVEPYELOV

H avagpopd mbBavoroyodpevemv avemBountov evepyeudv HeTd arnd T yopnynon adetug KukAopopiog Tov
(POPUAKEVTIKOD TTPOiOVTOG iva onuovtikn. Emitpénet mn cvveyn mapakorovBnomn g oyEong opéAovs-
KIvOHVOL TOL POPUAKEVTIKOD TPOTIOVTOG. ZNTEITOL OO TOVG EMAYYEALOTIEC VYELOG VO AVOPEPOLY
0mo1EGONTOTE TOUVOLOYOVUEVEG AVETIOOUNTEC EVEPYEIEG LEG® TOV EBVIKOD GUGTHUATOG OVOPOPAS TOV
avaypagetal oto [apdptnuo V.

4.9 Ynepoocoroyia N)
\o\\~
e peléteg eBehovimv, pe epdmas doom, 06celg Emg kKot 80 mg vardenafil (emikaAvppéva pe é(gm') VUEVIO
StoKia) TNV NUEPA, NTAV AVEKTEG YMPIC VO TOPOLGLUGTOVY GOPUPEC avemBOUNTES svépys;ﬁg.

O
Ortav to vardenafil yopnyhnke o€ vynAdTEPES SOGELS KO O GLYVE OO TO GLVIGTHREVO SOGOLOYIKO
oynua (40 mg emkaAvppéva e Aemtd VUEVIO Stokio SVO POPES NUEPNCIMG. ), OVAQEPONKAY TEPITTACELS
coPopod THVoL otV TAATY. AVTO dev GLOYETICETAL L OTOLOONTTOTE PLTKT I KQ) 0A0YIKT To&IKOTNTA.

Xe mepumTMoElg LIEPOosoroYiag, Ba Tpémet vo epapprdlovtol To cuvio qﬁcmpucmcd pétpa, EpOCOV
arorteitor. H veppikn arpokdBapon dev avopévetat vo emttoybvel mbﬁeapm} e dedopLévo 0Tt To
vardenafil decpeveTon og VYNAG TOGOGTO ATO TIG TPWTEIVEG TOL n%@umog Kot dgv amoPaiAeTal o€
ONUOVTIKO TOGOCTO Ao TO 0VPaL. Q)

\)\{}
0{-
51 @oappokodovopkéc 1010TNTES ‘D(o\

5. OAPMAKOAOI'TKEX IAIOTHTEX

dappoakobepanevtiky katnyopio: OvporoyKé, PéppoKa Tov ¥PNGYLOTOLOVVTAL Y10l TN SVGAELTOVPYiaL
oTO0MG, Kdwkog ATC: GO4BEO9 e
\\
To vardenafil etvou pio amd Tov cr@%g Oepameia yio ) Beltioon g Aettovpyiog Tng oTOoNG G€ Avopeg
Le oTLTIKT SuoAELTOLPYin. Xe QUSLOAOYIKEG cLVOTKES, dINAadT| e ceEovalikn diEyepon, anokabloTd TNV
QVETOPKT] GTVOT AVEAVOVTAS AT POT] TOV GLLOTOG GTO TTEOG.
H diéyepon tov méovg s@u pa opodvvaptkn oadikacio. Katd ) didpkeia tng oeEovalikng di€yepong,
amelevbepaveral 0&gidlo Tov almtov. Avto gvepyomotei To éviupo guanylate cyclase, éyovtag o¢
QTOTEAEGLLOL au&%@'va EMMEID TNG KVKAKNG LOVOQMGPOPIKNG Yovavosivig (cGMP) oto cupayyddes
ompo. Avto CTAN VVEXELD £XEL MG OMOTEAEG LA TN XOAGPWGST) TOV AElOV HVTKOD 10TOD, EMTPETOVTAS TNV
avénuévn s@%ﬁ Tov aipatog oto méoc. Ta enineda g cGMP pvOuilovtot amd to puOpd cvvieong péow
g guanylate cyclase kot and 10 puOUO ATOIKOIOUNGTG LEG® TOV VOPOAVTIKAOV POGPOIIEGTEPACDV

PDE GMP.
( Og@g c

T@rardenaﬁl glvar £vag 1oYVPOg Kot EKAEKTIKOC OVAGTOAENS TG EOIKNG POGPOSIECTEPACTG TOTOL 5
(PDES) tg cGMP, ¢ enkpatéotEpNG POOPOSIEGTEPAONS TOV GLPAYYDOIDY GOUATOV ToVL avBpmmov. To
vardenafil evioybel évtova v enidpacm Tov evdoyevoug 0&e1diov Tov aldTOV GTO GLPAYYDIEC GMLLQL,
avaotéArovtag v PDES. Otav aneievfepdvetal 1o 0£€id10 Tov al®d@TOV GE AmAVINGT 6T GEE0VAAIKN
Siéyepon, n avaoctorn g PDES and to vardenafil €yel og amotéhecpa avénpéva erineda tng cGMP oto
ovpayymoeg copa. Eropévmg ) ceEovaiikn diéyepon eivan amapaitntn ywo to vardenafil, ®ote va mopdyet
TO, EVEPYETIKA, BEPUTEVTIKA AMOTEAEGLLOTAL.

Meléteg in- vitro éyovv deiet, 0Tt To vardenafil givon wo woyvpd oty PDES and 611 o8 GAAeg yvwoTég
Pwo@odieotepdoes (>15 popég oe oyéon e tic PDE6, >130 gopéc o€ oxéon pe 1ig PDEL, >300 @opég og
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oyéon e 1ig PDEL1, kou >1000 popég oe oyéon pe 1ig PDE2, PDE3, PDE4, PDE7, PDES, PDE9 kot
PDE10).

Y o perémn minfuopoypaeiog tov méovg (RigiScan), to vardenafil 20 mg npokaiovce 6TOCELS, TOVL
BepnOnkav wavoromtikég yia dieicdvon (60 % oxkAnpodtta pe o RigiScan) oe opiopévoug vopeg
uohicoe 15 Aemtd petd ) 066m. H cuvolikn aviandkpion avtdv tov acbevov oto vardenafil ywve
GTOTIGTIKA GTILOVTIKT GE GYECT UE TO EIKOVIKO QAPUOKO, 25 AemTd PeTd TN d60T).

To vardenafil mpokaiel Nrieg Ko TUPOSIKEG UELDGEIS GTNV APTNPLOKT TIECT, OL 0OTT01EC OTNV TAEIOYNGia
TOV TEPITTOGEMV OEV PETATPETOVTOL O KAWVIKEG evépyetec. H péon péyiom peimon otn cuGTOAK
apmprakn wigon (og vt Bon) petd amd yoprynon vardenafil 20 mg kot 40 mg Hrav - 6,9 mmHgyyw ta
20 mg ka1 - 4,3 mmHg yia ta 40 mg vardeanfil, o€ clhykpion e TO EKOVIKO QAPLOKO. AVTEG OL pacelg
elval 6e cLUE®VIN [LE TIG AYYELOSIOCTAATIKEG EMOPAGELS TV avacTOAE®V TG PDES kot opef ovTaL
mbavog og avénuéva enineda g cGMP ota Agla poikd kouttopa tov ayyeiov. Eedraé KaQOXkankég ano
T0V 6TOHATOG d0GELG Tov vardenafil £og kar 40 mg dev mpokdAecay KAMvIKG onuavtikégpetafolés 6o
NAEKTPOKOPILOYPAPT L VYLDV OVOPDV EBEAOVTAOV. &Q’

Mia g@anag d00mg, SUTAN-TVPAN, SLULCTAVPOVLEVT), TUYALOTOUUEVT] LEAETT qs@)yteig GvOpEG, CUVEKPLVE
T1¢ emdpaoelc oto dtdotnua QT Tov vardenafil (10mg ko 80mg), sildenafil 30mg kot 400mg) ko placebo.
H moxifloxacin (400mg) cupnepidnebnke g £vo, dpacTIKO EGOTEPIKOY g@iyxov. O1 emdpdoelg oto
Staotnpo QT petprOnkav pio dpo petd ™ 6001 (LEOT tmax Yo TO Vardedafil). O npwtapykds otdY0G
OLTAG TNG LEAETNC TAV VO OTTOKAEIOEL o eMidpaoT PEYAADTEPT msec (OnA., va deiet EAdeyn
enmidpaonc) o€ gpamas amd Tov otopatog 66on 80mg vardenafil 530 didotnua QTc oe chykpion pe 10
placebo, onwg petpnnke and m petaforr] Tov dopbwpévoy Fidericia tomov (QTcF=QT/RR1/3) and tig
aPYIKEG TILEG MG TO onpeio piog mpog petd ) d06on. Ta eléopata tov vardenafil £de1&av o avénon
o710 dtdotnua QTc (Fridericia) twv 8msec (90% CI:6-9) ke 10msec (90% CI:8-11) oe d6oe1g 10mg won
80mg o ovykplon pe o placebo kat po avénon ot ci tov 4msec (90% CI:3-6) kot 6msec (90%
CI:4-7) o€ 660¢e1c 10 ka1 80mg o€ cOyKpLon e ro@écebo, pio ®po LeTd T dOOM. ZTO tmax, LOVO 1) PLECT)
petafoin oto QTcF ywn 1o vardenafil 80mg T’]réDsmég oL Kabopiopuévov yia, T peAétn opiov (LEGOG
ypévoc 10msec, 90%ClI: 8-11) .Otav xpncluq{om@nm 0 OTOUIKOC TOTTOC, Kapio amd Tig THEG OEV TV
exTOg oplv. )

O

e uia EexploTh HETEYKPITIKN UEALTN 44 vyeldv ebedovtdv, epanal dooelg twv 10 mg vardenafil 1| 50 mg
sildenafil cuyyopnynbnkav pe 4@ mg gatifloxacin, é&va appakxo pe cvykpioyn enidpacn QT. Kot ot dvo
vardenafil ko sildenafil éSat@a{Qﬁ)&ncn otV emidpaon g Fredericia QTc towv 4 msec (vardenafil) kot 5
msec (sildenafil) dtav cuykpibnkav kot pe to kaOe Eva papuaxo Egympiotd. To axpiféc avtiktvmo avtdv
v adAaydv Tov QT dgiretvar YvooTo.

Emumpdobeteg nkné)gooisc vy KMvikég dokuéc pe ta vardenafil 10 mg diokio SracmelpdUEVO GTO GTOUO

H amotelecpa k&%'mw ka1 ao@aielo, Twv vardenafil 10 mg diokimv S106TEPOUEVOV GTO GTOUO
KatadeiydnkeEexwpiotd o Evav gupv TANBuoPd og dVo peAéteg mov cupmeplErafay

701 Toya muévoug acbeveic e otuTiKn duoiertovpyio ot omoiot vwofAnOnKav ot Bepomeia Yo EmG

12 ¢Bo e¢. H xatavopn tov acBevdv oTig Tpokafoptopéveg Vtoopddeg KAALTTE NAKIOUEVOLS acBevei
(55@@(1068\/8@ LE 16TOPIKO GaKyop®@oovg dtafntn (29%), duvchmdaio (39%) kot vaéptaon (40%).

> de&apevn dedopévav amd Tig dvo dokiuég pe ta vardenafil 10 mg diokio dtauomelpdpeva 6To GTOA, OL
Babporoyiec mediov oTLTIKNG AgtTovpyiog Tov AteBvoic Agiktn Ztutikng Asttovpyiag (IIEF-EF domain
score) fTav onpovTIKa vynAdtepes pe to vardenafil 10 mg diokio Stoacmelpdpeva 610 6TOUN 0O O,TL LE TO
placebo.

"Eva, 1060616 71% 6Amv tev 6e&£0valkdv Tpocradeidv mTov avapEépniay oTig KAVIKEG dOKIUEG Elyov
emTuyn Oeicdvuon oe avykplon pe 44% OAwv TV Tpoctabeidv otnv opdda placebo. Avtd ta
OMOTEAEGLLOTO EMIOTC OVTIKATOTTPIGTIKOV GTIG VITOOLADES, GTOVE NAKI®IEVOLG aoBeveis (65%), oTovg
acOeveic e 16TopIKd Gakyapmdovg dtafrtn (63%), otovg acheveic pe 1wtopucd dvchmdapiog (66%) kot
vréptaong (70%) OAwv TV 6eE0VOAMKOV TpooTabeidv mov avapépdniay elyov emtuyn deicdvon.
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[epimov 63% OA®Vv TV ceovaMKOVY TpooTabeidv Tov avaeépnkav pe ta vardenafil 10 mg diokia
OLOOTIEPOUEVE GTO GTOLO NTAV EMTLYEIC OGOV APOPE TN SLOTPNON TNG GTVCTG GE GVUYKPLOT UE TEPITOV
26% oAV Tov gleyyopevev te placebo cefovalik®dv tpoorabeldv. Xtig mpokafopiouéves VTOOUADES,
57% (mAwwwpévor acBeveic), 56% (acbeveig pe 10Topikd cakyapmddovg dafnn), 59% (acbeveic pe
16T0p1Kd dvohmidarpiog) ko 60% (acbevelg pe 16T0p1IKd VIEPTUGNC) OADV TOV TPOCTADEIDY TOV
avaeépbnkav pe to, vardenafil 10 mg diokia S106TElpOUEVI GTO GTOWO HTAV ETTVYEIG OGOV APOPA TN

dlaTnpnon g 6THoNG.

Emunp6oBeteg minpogopiec yio kKAMVIKES SOKIUES

e Khvikég peréteg to vardenafil yopnynOnke oe nepiocdtepovg amd 17.000 dvdpeg pie oTuTiKn \\~
dvorertovpyio (ZA) peta&y 18 - 89 ypovdv, morhol amd Tovg omoiovg giyav TOAAATAEG (SDVOS.S@\
nmaforoyikég kataotdoels. [Tavm amo 2.500 acbeveic gliyav vrofAindei o aywyn e Vlvanzaefw 6 unveg N
nePLec0TEPO. ATO 0wTovGg, 900 acbeveig £xovv vroPAndet o aywyn Yo va xpoVO 1| TEPLEGOTEPO.

4

Ot mopokdto opddeg aclevav aviumpoownevdnkoy: nAtkiopévot (22 %), acesva%kvnspwcn (35 %), pe
caxyopmon dwpntn (29 %), pe woyopikn KopdomdOeio Kot GArec kKapdiayyelokés nabnoeic (7 %), pe
XPOVIEC TVELHOVIKES TaBNOELS (5 %), pe vrepAmdarpia (22 %), pe K(XT(IGKI\@ %), pe priucn
npootatekToun (9 %). Ot mopakdtem opades dev avTimpocwTenkay KO)\Q 16 KMVIKEC LEAETEG:
niukiopévol (mikio >75 etov, 2,4 %) kot 0c0gvelg e CUYKEKPIUEVES wyyelokég madnoelg (PA.
mapdypoo 4.3). Aev dtevepynOniay KAMVIKEG LEAETEG OE naGncatg T NX (ektdG 0O TPAVUATICUOVG OT1
OTOVOLAIKT] GTAAN), 6€ aoBEVELS e GoPapn VEQPIKN 1} NTOTIKN o PKEL, EYYEIPNON TLEMKNC YDPOC
(ext6¢ amd PliKN TPOCTATEKTOUN LE JATH PO OLYYELOVELPMO, epatiov) | Tpavpa 1| og aktvobepaneio
Kot petopévn oe&ovahkn embupio 1 ovoTopKég aMow’acetdg? TEOVG.

Koatd tic kOpleg kKAvikég doKIUEG, 1) aymYT| e Vardenq@D(snmaM) ppéva pe Aemtd LUEVIO dloKin)elye Mg
amotélecpa pio feEATimon 6T GTVTIKT AgrTovpYia c@/Kmea LLE TO EIKOVIKO QAPLOKO. ZE LKPO aplOuod
acBevav mov emyeipnoov cuvovsia yio pHéxpt K (ﬂ/us 5 dpeg petd ™ 6661 T0 TOG06TO EMTLYING TNG
deiodvuong kot 1 dtpnon TG 6TOGNG nm\{\ oé%spa LEYAADTEPOG OO AVTOV LE TO EIKOVIKO PAPHOKO.

Ye peréteg otabepnc d6ong (emkaiv upé@? e Aemtd vpévio dokia) , o€ Eva upl TANBVGLO AVOPDV pe
oTVTIKN dvoiettovpyia, To 68 % (5 70 76 % (10 mg) kot to 80 % (20 mg) Twv acbevav giyov emTuyeic
otewedvoelg (SEP2) oe ouykpion pngdo 49 % and ekeivovg mov Ehafoav ukovikd eapuoKo og mepiodo
perétng 3 unvov. H woavotnto Mewdiotnpndei n otoon (SEP 3) 6e avutov tov evpd minbuoud pe A d60nke
ocav 53 % (5 mg), 63 % (103@) kot 65 % (20 mg) oe cVykpion pe 10 29 % Y10 T0 EIKOVIKO PAPUOKO.

€ GUYKEVTPMTIKA &2@@?\/0& 070 TIC KOPLEC SOKIUEG OTOTELEGUATIKOTITOG TO TOGOGTO TOV AGHEVOY TOL
glyav emroym uswl S¥€iGovon pe to vardenafil NTav 6mwc 0koAoVOWG: YLYOYEVIC GTVTIKT SVGAEITOVPYIN
(77-87 %), ikt Gutikn ducherrovpyia (69-83 %), opyavikn 6TuTiky ducherrovpyia (64-75 %),
n?mq(opsvom gﬂ 5 %), woyopikn xkopdiondOewa (70-73 %), vrepAmdopio (62-73 %), ¥pOViQ TVELLOVIKY|

voooc (74-78)%), katdOiwm (59-69 %), kot acBeveic mov akolovBovcav TavTdHXPOVa AyYT| LE
OVTIVTE wd pdppaxa (62-73 %).

Z@Q\/mﬁ peAétn pe acbeveig pe caxyapmon dwafrn, To vardenafil eitiooe onuavtikd ) Pabuoroyio
NG KMUOKOG TNG OTUTIKNG AELTOVPYING, TNV IKAVOTNTA VO, EMTVYYAVETOL KO Vo S0 TN peital 1 6TOON ApKETO
APOVO Yol EMTUYNUEVT] GEEOVAAIKT ETOPT] KO T GKANPHTNTA TOV TEOVG GE GUYKPLGT] LLE TO EKOVIKO
oapuakxo og d6celg vardenafil 10 mg kot 20 mg. Ta T0GOGTH AVTATOKPIONG Y10 TV IKOVOTNTO, VO
eMTLYYAveTOL Kot va, dtatnpeitol po otoorn fTav 61 % kot 49 % yo ta 10 mg ko 64 % ko 54 % yuo to, 20
mg vardenafil, oe ocOykpion pe 1o 36 % xar 10 23 % g opddus Tov EKOVIKOD Papurdkov, o achevelg mov
olokAnpwoay Tpipnvn Bepaneia.

Ye KAvikn ook e acbevelg petd omd mpootatektoun, To vardenafil feitiooe onpovtikd tn fadpoioyio

™G KMUOKOG TNG GTUTIKNG AEITOVPYIOG, TNV IKOVOTNTO VO ETLTLYYAVETOL KOl Vo Olatnpeital n 6THoN apKeETO
APOVO Y10 ETTUYNUEVT] GEEOVOAIKT ETAPT KOL T GKANPOTNTA TOV TEOVG GE GUYKPIOT] LLE TO EIKOVIKO
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papuako og d6celg vardenafil 10 mg kot 20 mg. Ta T0OGOGTA AVTATOKPIONG YO TNV IKOVOTNTO VOl
emTuyyaveTon Kot va dtatnpeitarl po otoon nTav 47 % kot 37 % ywo ta 10 mg ko 48 % ko 34 % ywo to 20
mg vardenafil g cOyKkpion pe to 22 % kot 1o 10 % tov gikovikod eapurakov og acheveic Tov
oloxAnpwoav tpipnvrn Bepamneia.

e pio KAk peATn evéMktng 60c0A0YiaGg, o 0cOEVEIC |LE TPOVUATIGUO GT GIOVOLAIKY GTAAT, TO
vardenafil feAtimoe onpavtikd ™ Badporoyio TG KAILAKOG TNG GTLTIKAG AEITOLPYING, TNV KAVOTNTO VO
EMTUYYAVETOL KOL VO SLOLTNPEITOL 1] GTOOT] OPKETO YPOVO YOl EMTUYNUEVT GEEOVUAIKT ETAPT KOL T1)
SKANPOTNTO TOV TEOVG GE GUYKPLOT| LLE TO EIKOVIKO @apuako. O apBpdc tov acbevdv mov eraviiAbe ot
@Lo1oA0YIKT Babpoioyia Tng KAipaKag TG oTuTikng Asttovpyiag kotd IIEF (>26) Rtav 53% yio 10
vardenafil og 60ykpion pe 10 9% yia to placebo. To T0G06TE AVTOTOKPIONG Y10 TNV KOVOTNTOL VO, L
emTuyybvetal Kot vo dtatnpeiton pa otoom, nTav 76% kot 59% ywa 1o vardenafil oe cvykpion ’\o 41%
Kol 10 22% Y10 TO EIKOVIKO QAPLLOKO Y10 TOVS 0e0eveic Tov OAOKANp®GAY TPipmnvN Osp(msuugx ot omoiot
Nrav KAVIKA Kot 6ToTioTikd onpoviwol (p < 0.001). XY o)

O

H aocediela kot n anoteleopatikdtnta tov vardenafil diotnpnbnke oe pokpdic BLdpRVfrlg peréTec.

Houdwtpukde TAnbvcude

O Evpomnaikog Opyoviouds Gapudkmv £xel 0MGEL 0maAlayr omd TNV LIOY| é@\cn vtofoAng Tov
AMOTELEGUATMV TOV PEAETMV Y10, TN Bgpaneio TNG GTLTIKNG SLVGAEITOVP 1%§68 uia M TePLoCcOTEPES
VTOKATIYOPIEG TOL TOSLATPIKOV TANBVGHOL otV (PAEme napowpa(po 412 yi0 TAnpopopieg oYETIKA pe TNV

TOSLOTPIKT XPNon). ‘\0

5.2  @appoKoKIVTIKEG IOLOTNTES

O
, , Ay , , ,
Mehéteg Proicodvvapiog katédelov 6t to vardenafil Qﬁhg O10Ki0 J1CTEPOUEVO GTO GTOUA OEV Eivat
Broicodvvapo pe to vardenafil 10 mg emkaivppévo eNTO VUEVIO S10KI0. ZUVETMG, 1| SIOUCTEIPOUEVT GTO
OTOLN LOPPT OEV TPETEL VAL YPTCLLOTOLEITOL coc_‘, vouo tov vardenafil 10 mg emkoloppuévov pe Aentd
VUEVIO O1oKI®V.
Amoppdenon OQ
ToppdENC .
O

Yo vardenafil emkodvppéva pe kséb vuévio diokia, to vardenafil amoppopdror ToybTaTA KO Ol LEYIGTEG
GUYKEVIPOGELG 6TO TAAGHO TTOV EFITVYYAVOVTIOL GE OPIGUEVOVG GVOPES TUPATNPOVVTOL TOAD VOPIG, HOAG OE
15 Aemtd petd v and Tov 6TQRITOS Yopynom. Eviodtolg, e mocootd 90 % tov ypdvov ot péyioteg
GUYKEVIPMGELS GTO nkdc@kmwyxéwovrm péoa o€ 30 pe 120 Aentd (Léoog dpog 60 Aemtd) petd amd
xoprynon ond 1o cTON . Kkatdotoon vnoteiog. H péon andivtn Prodiabecipuotnta petd and yopnynon
amo to otopa givar 15%. Metd and yoprynon vardenafil amd to otopa, 1 AUC kot 1 Crax a0EGvVOvVTOL
GYEOOV OVOAOYIKGHE T 800M 6€ OLO TO GLVIGTMUEVO £0POG dOoEMV (5 — 20 mg).

Orav ta va %@'ﬁgafll EMKOAVUUEVD PE AETTO DUEVIO S1oKIO AOUPAVETOL e YED O DYNANG TTEPLEKTIKOTNTOG GE

Mnn (to aReto mepiéyet 57 % Aimog), o PabUOC omoppOENONG LEIDVETAL, HE ODENCT TOV UEGOD tmax KATE piio:

dpa KaUpEo peimon g Cmax Kotd 20 %. H AUC tov vardenafil dev emnpedletor. Metd amod éva yeopa

mov deprexet 30 % Ainog 10 mocooTod Kot 1) éktacn TG amoppoenong tov vardenafil (tmax, Cmax ko1 AUC)
UEVOLV AUETAPANTO GUYKPIVOLEVA LLE TNV YOPTYNOT OE KATAGTACT VIOTELOG.

To vardenafil amoppopdral ypriyopa petd m xopnynon tov Vivanza 10 mg dioxiov d106TEPOUEVOV GTO
otopo Ywpic vepd. O didpecog xpovos yia TV emitevén TG Cmax KOUAVONKE 0md 45 £wg 90 Aemtd kot HTov
TOPOUO10G 1 ELaPPdC Kabvotepnévog (katd 8 émg 45 Aentd) o€ GOYKPLOT LE TO, EXIKOAVUUEVO IUE AETTO
vuévio dokia. H péon AUC tov vardenafil avénbnke katd 21 éwg 29% (peoniikeg kot nAkiopévol
acBevelg pe otuTikn duciettovpyie) 1 44% (véa vyr) dTopa) pe ta dtokio SLUCTEPOUEVE GTO GTOLO TMV
10 mg o€ cOYKpPLoN HE TO EMKAAVIUEVO LE AETTO VUEVIO O10KI0, (G OTOTELEGILOL TNG TOMIKNG CTOUOTIKNG
amoppOPNONG WKPNG TOGOTNTAG TOV POPLAKOV GTI GTOUATIKY KOIAOTNTa. Agv mapatnpnionke otabepn
Stapopd 6N péoT Crax LETAED T®V S10KIWV S10GTEIPOLEVOV GTO GTOUO KOl TOV EMKOAVUUEVOV [LE AETTO
vUéVio dloKimy.
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Y& aobeveic mov éloPav ta vardenafil 10 mg diokio dSLOGTELPOUEVO GTO GTOLO LLE EVOL YEDLLO VYNANC
TEPIEKTIKOTNTOG G ATopa dev mapotnpnonke kapia enidpacn otnv AUC tov vardenafil kot 6TOV tmax, EVD
1M Crmax TOV vardenafil peidOnke xatd 35% otnv Katdotoor petd amod yedpoa. Me Bdon avtd ta
amoteAéopara, to vardenafil 10 mg diokio dtoomelpodUeEVa 6TO GTOL LTOpPovV vo AneBodv Le 1 ympig

TPOQN.

Edv 1o vardenafil 10 mg dioxia Staomepodpeva 610 otopa Anebodv pe vepd, 1 AUC pewwverar katd 29%,
Crnax TOPAPEVEL AUETAPANTN KOL O SIGUEGOG tmax LELDVETOL KOTA 60 AETTA G€ GUYKPLOT UE TNV TPOGANYN
xopig vepd. Ta vardenafil 10 mg diokia douomEPOUEVA GTO GTOLN TPETEL VO, AapPavovTal xmpic vypo.

, N
Koatovoun o‘\~
O pécog dykog katavoung tov vardenafil g otafepn koatdotacn eivor 208 1, yeyovog mov (pangd)va
KOTOVOLLT GTOVG 16TOVG,. o)

N OA

To vardenafil kot 0 KOprog petaforitng tov oty kKukiogopia (M1) decugbovior og %Xé Babpo and tig
TPOTEIVES TOV TAACUATOG (TEPiTOL G€ 060610 95 % Y10 To vardenafil § Tov M1 Fdc0 ywo To vardenafil
060 kat o tov M1, 1 8éopevon ond Tig TpmTeiveg T0L TAAGHOTOG EVOL AVEGUATATN OO TIG GLVOAKES
GUYKEVTPMGELS TOL PAPUAKOV. 1 >

Me Bdon petprioglg oto omépa VYOV atop®mV 90 Aentd HeETA TN dOC %%Vardenaﬁl, éva T0G0GTo, OYL
peyarvtepo amd 0,00012 % g xopnynbeicag d6omg, pwropei va sp(\@ t6Tel 6TO OMEP|LOL.
R

Blouetooynuatiopndg Q
To vardenafil oto Vivanza emxoloppéva pe Aento v uév10*§@tda petoforiletar kupimg pe NToTIKO
petapoiiopd pécm tov 16opopeov 3A4 tov Kuroxpobuo@‘%P%O (CYP) pe pepikn) cuopuPoin amo tig
CYP3AS5 ko CYP2C 1copopoéc. 0{'

N\

21ov dvBpwmo, o kuplog petaforitg (M1) rou&@rdenaﬁl GTNV KUKAOQOPIO TPOEPYETOL ATTO TNV
amoatfviimon| Tov kot petaforiletan TEPOITERE UE amofoAn amd to TAdGua pe ypdvo NuLong tepinov 4
opov. Tpppata Tov M1, Bpiokovtot pe TRIHOPEN TOL YAVKOVPOVISIOD, GTN CLGTNHATIKY KVKAOPopia. O
petapoiitng M1 eppavilet SKksmu«')r@& TPOG TIS POOPOJESTEPACES AVAAOYT 0LTHG TOL vardenafil kot
napovotdlel mepimov 28 % in- vivo GTIKOTNTA, Y10 TY] QOGPOIEGTEPACT TOTOV 5, 0€ GVYKPION LE TO
vardenafil, pe amotédeopa va 0856(1 €1 OTIV OMOTELECUATIKOTNTO GE TOGOGTO TEPITOL 7 Y.

O péoog TeMkog ¥pdvog 1 Ol}lg tov vardenafil o€ acOeveic mov AapPdvovv VivanzalO mg diokia
dlaomelpodEVa 6TO GT(’)]& vUavONKe peTaod 4 - 6 opav. O ypdvog Nulong arofoing tov petaforitn M1
glvan peta&d 3 ko 5 {@ov, TOPOLLOL0L [LE TO UNTPLIKO QPAPLLAKO.

AmofoAn \\1_0

H oAum kdBepon tov vardenafil and tov opyaviouo givar ion pe 56 1/h pe emaxdéAovbo tehkd ypdvo
nulong @%ﬁon 4-5 mpec. Metd v omd 1oV 6TONATOG Yopnynomn, to vardenafil amekkpivetal pe tn popon
uewBo{»}%v Kupiog oto KOTpava (tepimov 10 91-95 % g dooNg oL YopNYNONKE) KOl GE UIKPOTEPO
B(g@sw ovpa. (mepinov 2-6 % g doomg oL YopM YN ONKE).

DoppoakokivnTikd otoryeio og e1dKEC opddec achevav

Hliwpévor

H nratikn kdBapon tov vardenafil oe nAikiopévoug vyeig eBeloviéc (Avm twv 65 ypdvmv) NTav peltmpévn
o€ oVYKpLon pe véoug vyteig eBehovtéc (18 - 45 ypovav). Katd péso 6po, nMkiopuévol dvopeg Tov
Aappdavovv Vivanza emikoivppévo pe Aemto vpévio diokia £dei&av 52 % vymidtepn AUC ko 34 %
vynAoTtepPN Cmax 0710 Vardenafil amd 611 veapdtepot avopeg (PA. mapdypoeo 4.2).

H AUC kot 11 Cax Tov vardenafil otoug nhkiopévoug acbeveic (nAiciog 65 et@v 1 Gvm) tov Adupoavoy
vardenafil diaomepdpeva 6to otopa dtokia eiye avéndel amd 31 ewg 39% kot 16 emg 21% avtictoya, o€
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oVLYKPLoT pe Tovg acbeveig ndkiog 45 etdv kot kdtm, To vardenafil dev Bpébnie va cuccmpedeTal oTo
T Aopo o€ acBeveig nhikiag 45 etdv Kol KAT® 1 65 eTdv 1} dvo PeTd amd epdma nuepiola Socoloyia
vardenafil 10 mg diokiov daomelpduevav oto otopa yio 10 nuépec.

Negppixn ovoieitovpyio.

Y e0ehovtég e fov Emg peTpov Pabuod veepikr dvciettovpyio (kdbapon kpeativivng 30-80ml/min), 1
papuakokvnTikn Tov vardenafil itav wapopoa pe avt e opadag EAEYXOV LLE PLGIOAOYIKT VEQPIKN
Aertovpyia. Xe eBedovtég pe coPapn veppikn dvciettovpyia (kaBapor kpeatvivig <30 ml/min) 1 péon
AUC avénbnke katd 21 % kot 1 péon Crax EAattd@ONKE KOTG 23 %, 08 GUYKPLON UE TOVg 0ENOVTEC Ywpig
veppiKn ducAettovpyio. Agv TapatnPRONKE GTOTIGTIKG GNLOVTIKY GUOYETION OvApESa oTnV KAOapon
Kkpeotvivig kot oty €kbeon oto vardenafil (AUC kot Cmax) (BA. Topaypopo 4.2). H goppokokvijym tov
vardenafil dev éyel peretn et oe acbeveig mov ypedloviot apokabapon (PA. mapdypago 4.3). \O

Hratikn dvoiertovpyio, O@

Y& aobeveic pe Nmov €mg pétplov Pabpov nratiky dvciertovpyio (Child-Pugh A kou B@‘H KkéBapon Tov
vardenafil peiwbnke o avoaroyia pe to Pabud nratikng dvchertovpyiag. Xe acbevei Nmov Padpov
nratikn dvciertovpyio (Child-Pugh A), n péon AUC kot Ciax TOV vardenafil (wéq'%v katd 17 % ko

22 % avtiotoyya, o€ GUYKPLON UE TNV OUAdA EAEYXOV VYDV OTOUWV. X aceayg"gls pétprov Pabpov
nrotikn Svoiertovpyia (Child-Pugh B), 1 péon AUC kot Crnax 0V vardenafilgm&nonke katd 160 % kat
133 % avtiotorya o€ cOYKPIoT LE TNV OUASA EAEYXOV VYLDV ATOU®V (Bk@&pdwp(x(po 4.2).H
papuakokvntikn Tov vardenafil oe acBeveic pe coPapd eEacBevnuévn Rroatikn Aettovpyio (Child-Pugh C)
dev €xet pedetnBel (BA. Tapdypago 4.3). ‘\0("

EmunpdoBeteg minpogopieg Q

Agdopéva in vitro vTodNAOVOLY OTL dEV UTOPOVV VL omoﬁc@roi)v emdpaocelg g vardenafil oe
VITooTPOUATO P-yAvkonpmteivng o evaictnto amod T;L'@%F;ivn. H ete&iiikn dafryatpdvn eivar éva
TOPASEIY LA Y10 EEALPETIKA EVOICONTO VTOCTPDUATOLEVTEPIKOV P-yAvKoTpOTEIVOV.

(0\0
5.3 IIpoxivikd dedopéva yia TNV uc(p(ikméo

Mn-KAvikd dedopéva dev OmOKAADTTOVY WBLoitepo Kivouvo yia Tov avBpwmo pe fdon tig cupPaticég
HEAETEC PAPUAKOLOYIKAC OGPUAELOG, TACHKOTNTOG ETOVAAAUPBAVOLEVOV SOGEMY YOVOTOEIKOTNTAG

EVOEYOUEVNC KAPKIVOYOVOL dpach KOTNTOG OTNV AVOTOPOYOYIKT IKAvOTNTA.
&
6. (I)APMAKEYTHéEE IHNAHPO®OPIEX
N
6.1 Kataroyog 8]@%“
[Mvpnvog SchiQQl-o
KpocnoBtS()\@)’\

2TE0TIKO Moo
MikpokKpPUoTaAAKY KVuTTOpivy

Ko?@&t g 0&eidto tov Tuprtiov, Avudpo

Enucéioym diokiov:

MoAvaBvrévo yAvioin 400
YnrpopeAddln

A1oégidro tov Titaviov (E171)

Oé&eidro Tov odnpov 11, kitpwvo (E172)
O&eidio Tov ownpov 11, epvbpd (E172)
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6.2 AocvppatoTnTeg

Agv gpapudleta.

6.3 Awdpkera {ong

3 xpovia

6.4 Idwitepeg TPoPLAAEELS KOTA T QVAIEN TOV TPOTOVTOG

Agv vtdpyovv €1d1KEG 001 Yieg daTpnong yio To TPoidv avto.

6.5 ®@Von Ko GLOTUTIKA TOV TEPLEKTN

Koyéln and molvrpomurévio/ pOALO alovutviov o€ kouTid tov 2, 4, 8, 12 kat 20 816@&
Mmopei va pnv Kokho@opohv OAEG Ol GUGKEVAGIEG.
6.6 Idwitepeg TpouLAEELS amoppLYNG o

&
Kapio g1dkn vroypémon yio amdppryn. °

1. KATOXOX THX AAEIAY KYKAO®OPIAX Q

Bayer AG )
51368 Leverkusen +
Teppavia

Q
8. APIOMOZX(OI) AAEIAX KYKAO®OPIAZ

\
EU/1/03/249/001-004, 013 OQ\O
EU/1/03/249/005-008, 014
EU/1/03/249/009-012, 015 &O

‘OA

9. HMEPOMH%Q NPQTHX ET'KPIZXHX/ANANEQXHY THX AAEIAX

Huepopunvia n&Q&ng éykpiong: 4 Maptiov 2003

Huspoqu"cslevwwg avavéwonc: 4 Maptiov 2008
Q\}

1@9 HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepn TANPOPOPLIKA GTOLYEIN VIO TO TAPOV PUPUAKEVTIKO TPOIOV eivar d100Ecipla 6ToV SIKTLOKO TOTO
tov Evponaikod Opyoaviopuod Gapudkmv: http:/www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Vivanza 10 mg dickia S106mEpOUEVO GTO GTOUO.

2. MHOIOTIKH KAI MIOXOTIKH XYNOEXH
Kd&0e d1oxkio daonepdpevo oto otopa mepieyel 10 mg vardenafil (wg hydrochloride).

"Exdoya:
7,96 mg copPrroin (E420) kou 1,80 mg acmaptdun (E951) ava diokio S100mEpOUEVO GTO GTOUAL. 1Y

IMa tov mApn KatdAoyo tov ekddymv, PA. Tapdypago 6.1.

O)
3. DOAPMAKOTEXNIKH MOP®H Q}qj

AoKi0 SICTEPOUEVO GTO GTOLA
Aokio Yp®UATOG AEVKOV LLE GTPOYYVAOTOMUEVO GYNLLOL. o

4, KAINIKEX TAHPO®OPIEZ N 0("
41 OgpomevTikég gvositelg Q

Bgpameio TNG GTLTIKNG OVGAEITOVPYING OE EVIIAKEC dvﬁqgt H ortutikn dvsiettovpyia givor n avikovotnto
va emttevydel 1 va St pn el emaping oTOON 6TO nég 100 IKOVOTTOMTIKY GeE0VAAIKT dPAGTNPIOTNTO.
N\

. &
INa va givar amotelespotiko to Vivanza npén@ vrdpyel ceEovahkn S1Eyepon.

4.2 Aocoloyio kor TpoOTOG xopﬁyango
\\
Aocoloyia Q\O
Ta Vivanza 10 mg diokia 61acsn@0psva 070 otopa dev givon Proicoddvapo pe ta Vivanza 10 mg
EMKOAVUUEVO LE AETTO Uuéw&@clda (BA. mopaypao 5.1). H péyrot 66om yia o Vivanza diokio
OLOGTTELPOLEVO GTO Gr(')uq g&m 10 mg/muépa.
A\
Xpnon omo tovg evijh Oo'cvépgg
Ta Vivanza 10 mg-diokia dtaomelpduevo 6to otopo Aaupdvovtal Katd v avaykn, Tepinov 25 pe
60 Aemtd TPV xagfrm 6€E0VOAMKT OPUCTNPLOTNTA.
O
Elélko(;r@ ool
Hlu ol (MMkioc >65 etdv)
Asvg@x‘nsiwt TPOCAPUOYN TV HOCEMV G€ NAIKI®UEVOLS aobeveic. Qotdc0, pia avénon oe Péylotn door
Vivanza 20 Mg emKOAVUPEVOV e AETTO LUEVIO diokimv Ba Tpémel va Anebel coPfapd vdyn avaioya e
TNV avekTIKOTNTA atopukd (BA. mapaypdeovg 4.4 kot 4.8).

Hromixn dvalertovpyio
Ta Vivanza 10 mg diokia dtaomelpduevo oto otopo dev evosikvovtal g doon évapéng o aobeveic ue Ao
nratikn dvciertovpyio (Child-Pugh A).

Aocbeveic pe fmia nrotikn dvchertovpyia npénet va apyilovv ) Oeponeia pe Vivanza 5 mg emkaAvppéva
ue Aemtd vpuévio diokia. Me Bdon v avekTIKOTNTA Kol TV OTOTEAECUATIKOTNTA 1] 006N Umopel va ovéndel
oe Vivanza 10 mg ka1 20 mg emkodvppéva pe Aemtd vuévio dtokio 1 Vivanza 10 mg diokia dacmepduevo
GTO GTOLO.
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H péyiotn ovvictodpevn 86on og aobeveic ue uétpia nrotiky dvoiertovpyia (Child-Pugh B) givar Vivanza
10 mg mg emikoivppéva pe Aemtd vpuévio diokia (PA. mapdypoapo 5.2).

Ta Vivanza 10 mg dickia draomepdpevo oto otope dev mpoopifovtar yia ypron oe acbeveic pe pétpio
(Child-Pugh B) kot cofapn nratikn duvciettovpyio (Child-Pugh C, BA. mapdypago 4.3).

Neopikn dvoleitovpyio
Agv amaiteitol Tpocappoyn g 60ong e acheveic e Nie ¢ HETPLO VEPPIKT SVGAELTOVPYICL.

Ye acleveic pe cofapn veppikn dvciertovpyia (kabapon kpeatvivng <30 ml/min) Oa mpénet vo egggacOel
wg apyky 66on avt Tev Vivanza 5 mg enikalvppévov pue Aemtd vuévio Siokiov. Avaroyo pe iy
OVEKTIKOTITO KO TNV OMOTEAECHOTIKOTNTO, 1) 800T B0 popei va avénbdei oe Vivanza 10 m%@\t 20 mg
emcoAvppévo e Aemto vuévio diokia 1 Vivanza 10 mg diokio diaonelpdueva 6to otopa

To Vivanza diokio d1067ElpOUevo 610 6TOUN dEV TPOOPILETOL Yo XpTion 6 acbeveic @ PPN
avemdpkelo og TeEMKO 6Tad0 (PA. Tapdypao 4.3). Q}

Houdrozpixog winOvouog . 40\
Ta Vivanza dickio S106TeElpOIEVO GTO GTOWO OV EVOEIKVUVTOL GE GTOO LUE ﬁz\mda KGTo TV 18 Ypovav.
Agv vmdpyel oyetikn EvOsiEn yia ypron Tov Vivanza dickiov 81a0n81p§gg\mv 670 GTOMO 0o Tod1d Ko
gonPovug. .,

‘\0
Xpnon oe aoOevels Tov ypnoiomoiody diia popuakevTiKa npoi’o?@
Tovtdypovi yphion e uétplovg 1 1oyvpode avaotoieic oo CYRIA4.
Amatteiton mpocappoyn g 60omng Tov vardenafil ce mepi 1 GLYXOPNYNOTG LETPLOV 1] IGYLPDV
avaoctorémv tov CYP 3A4 (BA. mapdypapo 4.5). {_\)
Tpomog yopnynong (0\0
[Na and otodpatog ypron. O
To diokio dlaomelpdpEVO 6T0 OTONN TPETEL Yo TOToBETETAL 6TO OTONN ENAVE® 6TN YAOGGW, OTTOL Bt
dtaAv0el ypriyopo, KoL 6T GUVEXELN 60{ @bxno@si. Ta Vivanza diokio S106melpOUEVO GTO GTOUO TPETEL VO,
Aappavoval xwpig VYPO KoL AUECHOGC LRl v aQAipEST] TOVG OO TI GLGKELOGIO THTOV KLWEANG.

Ta Vivanza diokia SLOOTELPOHENY, GTO GTOUO HTOPOVV Vo AapBavovTaL e 1 Opig Tpoen.

H ovyyopiymon avactorémy goopodiectepdong 5 (PDES), copmeptioppavopévov tov
vardenafil, pali pe BLSYépté@onowuhKﬁg KUKAGONG, OTG 1) PLOGLYOVATY], avTevdeikvuTal KaBdg pmopet
TOUVAS VoL 001 YN oEL Ge@mwummﬁ vrotaon (deite Topdypao 4.5).

LN

4.3 Avravaiiég.&

Ynspsuoquqc{a 01N OPOOTIKY] OVGIN 1] GE KATO0 amd Ta EKO0Y0 TOV AVAPEPOVTOL GTNV TapAYPapo 6.1.

Avt \@?KVDTOLI N ovyyopnynon tov vardenafil pe vitpikd 1 06teg povo&eldiov Tov almtov (OTmS TO
v1@§3€g apOA0) o€ omotadNToTe Lopen (PA. mapaypdpovg 4.5 kat 5.1).

To Vivanza avievdeikvotol o€ aobeveic ue amdAeia e Opacng otov Eva opOalud AOY®m un apThpITidtkng
woyapukng ontikng vevporadeiag (NAION), aveaptnto amd o av To GLUPEY avTo €Yl GuoYETIOEL 1) O)L e
TPOTYOVLEVT XOpNYNoN EVOG avaoToréa TG pwopodieotepdons S (PDES) (BA. mapdypapo 4.4).

DQoapuaxevtikd tpoidvta yio T Oepameio g oTLTIKNAG dvoAertovpyiog dev Ba mpémel yevikd va
XPTOULOTOI0VVTOL OO AVOPES GTOVG OTOIOVE OgV cuVicToTal 1 GEEO0VAAIKN dpacTnpoTTa (TT.Y. acOeveic pe
ooPapéc Kapdlayyelakeg dtatopayss Onwe 1 aotadng otndyyn N n coPfapr| kapdiakn averdpreio, [New
York Heart Association III or IV]).
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H acpdiela tov vardenafil dev €xet pedetn el otig axdAovbeg viokatnyopiec aoBevadv Kol ETOUEVAOG M

YPNOT TOL AVTEVOEIKVLTOL LLEYPLIG OTOL VEEG TANPOPOpieS elvar dlabéoipleg:

- cofoapn nrotikn dvsiertovpyia (Child-Pugh C),

- VEQPIKN VOGOG TEAMKOD GTAGI0V OV AALTEL ALOdIdAVGT,

- vrotoon (aptnplaxn tieon < 90/50 mmHg),

- TPOCPUTO 1GTOPIKO EYKEPAAIKOD EMEIGOSIOV 1) EUEPAYLLO TOL LVoKapdiov (Katd Tovg Televtaiovg 6
Hnvee),

- actafNg oTNOAYYT, Kol YVOGOTES KAPOVOUIKES EKPUAIGTIKES SLOTAPAYES TOV OUPPANGTPOEISOVC,
OT®G M LEAUYPOOTIKY aUPIPANCTpOEdOTAdELD.

H tavtoypovn xpiion tov vardenafil pe tovg 16xvpolg avactoreic tov CYP3A4 ketoconazole ko 1Y
itraconazole (amd TOL GTOUATOG) AVTIEVIEIKVLTAL GE AVOPEG LEYOAVTEPOLVS 0t 75 eTV. \O

&
H tavtdypovn yoprynon tov vardenafil pe toug avactoreic g HIV npwtedong, dnwg to r\Q)naVir KOl TO
indinavir avtevdeikvotat, pog kat gival moAd 1oyvpoi avactoreic tov CYP3A4 (BA. « pa@o 4.5).

N
S
[pw e€etachei n yoprynom eapuakoroyikng Bepaneiag, mpénet vo Aneoei t&)\xrpu«') 1GTOPIKO Kot Vo Yivel
QLOIKN €€€TOOM Yo TN SIAYVMOOT| TNG GTLTIKNG SLGAELITOVPYIOG Kot val 8)6 610UV TOAVA VITOKEIEV aLTLAL.

4.4  E10kég TPOEIdOTOUGELS KUl TPOPVAGEELS KATE TN Y p1o

[pw apyicel omoladnmote Oepameia yio T GTLTIKN Sucskswoupyi(xg\Qcﬂmpoi npémel va AGfovv vdyn v
KOPOLOYYELOKT] KATAGTOOT TV 060evmdv ToVg, AdY® TOL 0T VITEPYEL Evag Babpog KapdiakoD Kvdvvov, Tov
oyetileton pe ) oeEovakiky dpactnpromta (PA. mapdypapo £3). To vardenafil &xel ayyel0di06TaATIKES
1OLOTNTEG, TOL £XEL OOV OMOTEAEGLO, NTTLEG KOl TOPOSTKES Gelg otV apTnplakn wieon (BA.
mapdypoeo 5.1). AcBeveic pe amdepacn tov yopov e£GMIoNG aploTePg KOIAING .. COPTIKT GTEVIOOT] Kol
1010101 VIEPTPOPIKN VITOPAABLOIKN GTEVMOT), Lo &a glva evaicOntot ot dpdon TV
OYYELOOLUOTAATIKMY GUUTEPIAALPOVOLEVEOY Tm\éo&roké(ov ™G POGPOJEGTEPAOTG TUTOV 5.
ZoBapd kapdroayyelokd cvpfapate Onog apyidtog Bavatog, Tayvkapdic, Epepaypa Tov pvokapdiov,
KOWALKN TayL-appuduic, otnddyyn Kot QOAOYYEIOKES OLATOPAYES (CUUTEPIAAUPAVOLLEVIC TG
TOPOOIKNG IGYALUIKNG TPOGBOANG Kot 8@%&7@1«'@ alpoppayioag) £xovv avapepbei og ¥povikn CLGYETION UE
to vardenafil. Ot tepiocoTEPOL anéé@t)g acBevelg otovg omoiovg £xovv avapepbel avtd ta cupuPapata
elyav Tpobmapyovteg Tapayoviegkapdooyyeiakot kvdvvov. Iapdia avtd, dev ivon Suvatov va
Kabopiotel €dv avtd Ta cquég@w oyetiovTal Gpeca pe avTovg TOVg TaPdyovTteg Kivdvvov, to vardenafil,
TN 6€£0VaAKN Bpacmplgiqua N o€ cuVdLACUO AVTAOV 1 GAADV TEPUYOVTOV.

AN

DopuaKeLTIKE TPOIGNTA Yo TN Bepameio TG GTLTIKNG SVGAEITOVPYIOG TPEMEL VAL YPTGLLOTOLOVVTOL LE
TPOCOYN o€ aceav@g LE OVOTOIKEG OAAOIDGELS TOV TEOVG (0TS YOVIMGT, ivdon TmV 6npayymdmv
COUATOV TOV TEBUG 1| VOG0 Tov Peyronie) 1 o acBeveig mov 1 KatdoTtoor Tovg umopel va Tpodiadétet yio
TPLOTIGHLO (‘é(jz))g 1 SPETOAVOKVTTOPIKT AVALLLICL, TOAAATAOVY HVEA®LLO 1] AgVy o).

Hoao éﬁga KO 1] OTOTEAEGHATIKOTNTO, TV Vivanza S1oKimv S106TEPOUEVOV GTO GTOLO GE GUVOVAGUO LE
T 8@&1 vupéva pe Aemto vuévio dokia 1 dAAeg Bepameieg oTLTIKNG duoAettovpying, oev €xel peretnOel.
Emduévog 1 epoppoyn tétolmv cuvOLacU®OY 0 GUVIGTATOL.

H avektikdto g péyiomg d6ong tov Vivanza 20 mg emkaAvpupévov pe Aentd vpuévio diokimv pmopei va
glvar yapunAdtepn oe nAKiopévoug acbeveic (nAkiog > 65 etdv) (PA. mapaypdpovg 4.2 kot 4.8).

Tavtoypovy ypHon a-avoororéwv

H tavtdypovn ypnon tov o-avactorlémv kot Tov vardenafil pmopei va 00NyNnoeL 6€ GUUTTOUATIKY VITOTACT

o€ oplopévong acbeveic emedn kot ta 000 gival ayyelodiaotodtikd. Tavtoypovn Bepameio pe vardenafil Oa

npénel va EeKvael Lovo edv o acbevig €xel otabepomoindel otn Bepancio pe a-avacToreic. e avToHE TOVG
acBeveic mov €yovv otabfepomomOei pe Bepaneia pe a-avactoreic, To vardenafil Ba mpénet va Eekivaet pe
YOUNAGTEPT CUVIGTOEVT dOOT TOV 5 Mg EMKAAVUPEVOV L AemTd VEVIO dtokiwy. O acBeveilg Tov
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Aopfavovy Bepameio pe a-ovactoleig dev mpémel va ypnoomotovy ta Vivanza 10 mg dioxia
dloTEPOUEVA G6TO GTOWA MG dOom évapéng. To vardenafil propel va yopnynOel omoradnmote ypovikn
oTiyun e to tamsulosin 1 pe to alfuzosin. Me dAAovg a-ovactolels, Oa npénet va Anedel voyn Eva
YPOVIKO pesodidotnpa 6tav to vardenafil cuvtayoypagpeitar tavtdypova (PA. mapdypopo 4.5). e avtovg
Tov¢ aobeveic mov Aappdvovyv NN v KatdAAnAn doon vardenafil, n Oepaneio pe a-avaoctoreic Oa mpémet
va EgKvael pe Tn ounAotepn 06om. Zradiokn abénomn ot 6001 TOV 0- AVUGTOAE®Y UTOPEL Va.
OULVOOEVETAL LIE TEPULTEPM UEIMOT TNG ApTNPLOKNG TTieong o€ aobeveig mov Aapfdvovv vardenafil.

Tavtoypovn yprion avoaotoréwy tov CYP 344

H tovtoypovn xpnon tov vardenafil pe toug 1oyvpotc avactodreig tov CYP 3A4 6nwg 1) itraconazole kot
ketoconazole (06 T0v 6TOPNTOG) TPEMEL VO 0mOoPeDYETON dEGOUEVOD OTL EMTVYYEVOVTOL TOAD LYNAEG
ovykevipwaoelg vardenafil oto mAdopa dTav aVTA Ta PAPUOKEVTIKA TPO1dvTa cLuVOLAGOOVVY (BA.
mopaypdeovg 4.5 ko 4.3). O@\
[Ipocappoyn docoroyiag tov vardenafil pmopet va givar amopaitnt 6tav yopnyobvtal @réxpova pétpiot
avaotoieic tov CYP 3A4, dnwe 1 epuBpopvkivn kot 1 khapBopvkivn (BA. napayp{\ ¢4.2 ka1 4.5).

A\
Tavtdypovn yprion pe grapefruit 1§ pe o yopd grapefruit, ovapéverol va ou)e“;ﬁ(&ong GULYKEVTPMGELG TOL
vardenafil oto mAdopa. H cuyyopinynon npénet va amopevyeton (PA. napdz{)@o 4.5).
&

Eridopoon oo diaornuo QTc o)

Epdna& and tov otopatog d6ceig 10 mg kon 80 mg vardenafil, éx@l@%&iiga EMUNKVVOT] TOV JLOGTILLOTOG
QTc kotd éva péco dpo 8 msec kar 10 msec, avtiotoyo. E@dna&doceic twv 10 mg vardenafil
cvyyopnyovpeveg towtoypova pe 400 mg gatifloxacin, pa dpggtikn ovsia pe cuykpiown enidpaon QT,
€de1&av pia mpochetn enidopacn tov QTc Twv 4 msec dtavGOTKPiONKaY Kot pe TNV KAbe pio dpactikn
ovcia Egywplotd. To KAMvikd avtikTumo avtdv TV aAley®Y Tov QT dev etvar yvwoto (BA. mapdypago 5.1).
H xAvikn cuoyétion ovtod Tov evpiUaTog Eival AyvmETr Kot OV UTOPEl va YeVIKELOEL Yoo OAOVG TOVG
acOeveic o€ OAEG TIG TEPMTOGELS, KOOMG e&apTd, ) 0 TOVG OTOLUKOVG TOPAyoVTEG KIvOHVOL Kot
gvoioOnoieg mov pumopel va vEPYOLY OTOLNdN OTIYUN 6€ 0molodNmoTe a.cHeV]). PapULOKEVTIKA
TPOTOVTO TOV LITOPEL VO ETUNKVOVOLV TO Suiq\n ua QTc, ovumepthappavouévov tov vardenafil, sivat
KOADTEPO VO AmOoPeVYOVTAL G 0oBevelg L YETIKODS TAPAYOVTEG KIVODUVOUL, Y10 TOPASELY L0, VTOKOALOLLO,
ovyyevn empnkouvon tov QT, wméxpé XOPNYNON AVTIPPLOUKAOV POUPUOKEVTIKAOV TPOTOVTIMV TNG TAENGS
IA (m.y. quinidine, procainamide) ncﬁg Tééng I (.. amiodarone, sotalol).

Eridopoon oy dpaon &00

"Exovv avaeepBel dtatapaydl g 0paong Kot TEPIMTMGELS L] APTNPLITIOKNG IGYOLUKNG OTTTIKNG
vevpomddelag e ™ Xop@écn tov Vivanza kat tov aAov avactoréov e PDES. Ot avolvoeig tov
dedopévav TapatHPRSNS LITOONADVOLY AVENUEVO KIVOUVO 0EEL0G [T aPTNPLITIOIKNG IOYOUIKNG OTTIKNG
vevpordBeiag (N ) og Gvopeg e GTLTIKY ducsAertovpyia peTd amd £kBeon oe avactoAeig PDES, omwmg
to, vardenafil, %@éﬁl ka sildenafil (BA. mapdypoeo 4.8). Kabdc avtd pmopet va eivar 6yetiod yio 6Aovg
Tovg acbeveictov ektiBevton og vardenafil, o acOevig Tpémel va evnuep®VETAL OTL GE TEPITTMOT CLPVISLOG
Satapoydang Opaong, Tpémet v otapatioel T AMyn tov Vivanza diokiov S106TelpOUEV®mV 6T0 6TOMA
KoL VoL BovAevtel dueca wTpd (PA. Tapdypapo 4.3).

O
E&pamy oty aipoppayio.
Mehéteg in-vitro, pe avOpdmva, opuoneTdiio, vrodetkvoovy, 61t To vardenafil dev &yl dpdon katd g
GLGGMPEVOTNG TOV AUOTETUAIMV OO LLOVO TOV 0AAG G€ DVYNAEG (VITEP-OEPUTEVTIKEG) GUYKEVIPDGELS TO
vardenafil evioyvet T dpdAon KOTA TG GLGCMPELGTNG TOV AUOTETAAI®V TOL VITPOTPMOCGIKOD VATPiov, dOTN
povoéeidiov tov almtov. Xtovg avOpmmovs, To vardenafil dev éxel enidpacn oto ypodvo apoppayiog amd
pUovo 1oL 1 6€ GLVOLOGUO LE TO AKETVAOGUAIKVAIKO 0EL (PBA. Tapdypago 4.5). Aev datiBevtal ototyeia yio
™V ao@aieln ot yopnynon tov vardenafil g acBeveic pe dotapayéc apoppayiog 1 evepyd TenTIKO
é\kog. Emouévog to vardenafil mpémetl va yopnyeitat € avtoe Toug 060eveic LOVO HETE amd TPOGEKTIKY
a&loAdyNoN ToV 0PEAOVC - KIvOHVOUL.
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Acmnoptaun
Av16 10 Qappako meptEyel 1.80 mg aomaptaung o€ kabe 10 mg dickio draomelpduevo oto otoua. H

acTopTaun eivor Tyn eovvdlaiavivine. Avtd umopei va givar emProPéc yio dtopa pe potvoAKeTovoupio
(PKU), wio omdvia yevetikn dtatapayn oty omoio. GUGCMPEVETUL PALVUANANVIVT, ETEWON TO SO OEV
umopet vo v omofarAiel KaTAAANAL.

2opPrron
Av16 10 Qapuako mepEyel 7.96 mg copPrroin og kabe 10 mg d10Kiov SIUCTELPOLUEVOL GTO GTOLLO.

45 Allemopdaosic pe GAho QUPUUKEVTIKA TPOIOVTH Ko dAheg pop@Eéc ahiniemiopaocng

NS
Emdpdosic GAA®V QopULOKEVTIKOV TpoidvimV oto vardenafil o‘\~
N

&
Melétec in- vitro o)
To vardenafil petafoArileton kvpimg amd To nratikd Evivpo, LEGH TOL IGOUOPPOV 3A‘4@% KOTOYPMUOTOG
P450 (CYP) pe xamowa supPoirn and ta iedpopea CYP3AS ko CYPP2C. Emopévae OVOGTOAELS ALTAOV
TV 160eV{OUOV PeW®VOLY TNV Kabapor tov vardenafil. \Q
N \QO

Meleteg in-vivo @
Yvyyopnynomn Tov avactoréa tng tpatedong tov HIV indinavir (800 g@sig POPEC NUEPNOIMG), EVOG
woyvpov avaotoréa tov CYP3 A4, pe vardenafil (10 mg emkoivppév “}@ AETTO LUEVIO O10K10), ElYE ©OC
amotéieopa o Kotd 16 popés avtnon otnv AUC tov vardenafil kdyTiia kotd 7 popéc avénon ot Crax
tov vardenafil. Ze 24 mpeg, Ta enineda TAACUATOG TOV VardenafE)Qxav pewwbel mepimov oto 4 % twv
UEYIOTOV emmEdV TAGGHoTOG ToL vardenafil (Cmax). O&

Yvyyopriynon vardenafil pe ritonavir (600 mg dvo (popé@%pnciwg), glye ®G OmMOTEAEGLOL [0l KOTOL

13 popég avénom 6t Cmax TOL vardenafil kot pio Ko a9 popég avénomn otnv AUCq24 Tov vardenafil 6tav
ocvyyopnynOnke pe vardenafil 5 mg. H adAnieni @é\ €lval GUVETELN TNG AVOGTOANG TOV MTTATIKOV
petafoiicpov Tov vardenafil amd to ritonavir,gyelv moAv 1yvpd avactoréa Tov CYP3 A4, o omoiog eniong
avaotérel to CYP2C9. To ritonavir EMUNKOYEL CNUOVTIKG TO %pOVO 1 wlong tov Vivanza og 25,7 dpeg

(BA. mapdypago 4.3). )
O

Svyyopnynon pe ketoconazole (20 %, &vOg 1oyvpov avactorén tov CYP3 A4, pe vardenafil (5 mg) giye
®¢ omotéleoua TV katd 10 (popg avénon g AUC tov vardenafil kon tnv kotd 4 popég avénon ™G Crmax
tov vardenafil (BA. napdypa(p&@A).

RN
Av Ko €101KEC PHEAETEG Aemidopaong dev €xovv devepynbei, n TavTOYPOVN YPNOT GAADY 1GYLPOV
avaotorémv Tov CYRSA4 (6nmg 1 itraconazole), eivar avapevolevo va TpokaréGovy enimedo TAAGLOTOC
vardenafil csvpri@J He onTd Tov TopnyOnoay amod v ketoconazole. H tavtodypovn ypiion tov vardenafil
1e Tovg woyvpoptavactoreig tov CYP 3A4 6nwg 1) itraconazole kot ketoconazole (0md otopatog ypfon) Oa
nmpénel va anQpevyetat (PA. mapaypdpovs 4.3 kot 4.4). Ze Avopeg LeyaADTEPOVS TOV 75 ETMV 1) TALTOYPOVN
poulol ro&gérdenaﬁl pe tnv itraconazole 1| ketoconazole avtevdsikvotal (BA. mapdypapo 4.3).

H cwagopfwncn pe epuBpopvkivn (500 mg tpeig popég nuepncing), evoc avactorén tov CYP3A4, ue
vérdenafil (5 mg) eiye og anotéreopa v Katd 4 eopéc avénon otnv AUC tov vardenafil kot kotd 3 popég
avénon 611 Cax. [Taporo mov o £101k1 pedétn aAinienidpaocng dev Exet die&oyOei, 1 GuyyopyNom e
KAaptBopvkivng avapévetar vo emipépet avrtiotolyeg emdpdoelg otnv AUC tov vardenafil kot otnv Cpax.
Mmopei va glvar amapaitnn 1 Tpocapuoyn g docoroyiag tov vardenafil 6tav ypnoylomoteitan o
ouvoLaGHO pe Evav PETplo avaotoAréa Tov CYP 3A4 6nwe 1 epuBpopvkivn M KhaptBopwkivn (BA.
mopaypdeovg 4.2 ko 4.4).

H oyetidivn (400 mg dvo popég nuepncimg), £voc 1n €101KOC avacToAEdg TOL Kutoypmpatog P450, dev

elye xopia emidpaocn oty AUC kat Crax TOV vardenafil, dtav cuyyopnynonke pe to vardenafil (20 mg) oe
vy1eig ebeloviée.
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O youog grapefruit, évag acBevig avactoréag tov petafoicpod Tov CYP3A4 610 evtepikd tolympa,
umopet vor 0dnynoet o€ PETpieg avénoelg Tov emmédwv Tov vardenafil oto mAdoupa (BA. Tapdypago 4.4).

H gpoppokokivntikn Tov vardenafil (20 mg) dev ennpedotnie and T cuyyopnynon Ue Tov avtayoviotn H-
2, to ranitidine (150 mg dvo eopég nuepnoing), To digoxin, To warfarin, to glibenclamide, tnv aAkooin
(Léco péyioTo emimedo aAkoOANG oto aipe 73 mg/dl) 1 amd epdana dooelg avtidévav (magnesium
hydroxide/aluminium hydroxide).

Av ka1 0ev €govv dtevepyn el e1dkég peréteg aAANAETIOpaoTG Yiot OO TAL POPLOKEVTIKA TPOTOVTO, 1|
TANOVOULOKT] POPUAKOKIVITIKY oviAvon dev £d€1Ee KAmola emidpaon ot GOPUOKOKIVNTIKY ToL vardenafil,
Otav yopnyfHnke TowTOYPOVL HE TO TOPOKAT® PAPHOKO: AKETVAOGAAKVAKO 080, avaoTtodeic Toy MEA, B-
avaotoleic, aobeveic avaotoreig Tov CYP 3A4, dtoupnTikd Kot QOpUAKEVTIKG TPOIOVTA Yo rrk@ nela

Tov owaPnn (sulfonylureas kol metformin). O@
Emdpaosic tov vardenafil og dAla @opUoKeELTIKG TPOIOVTQ ‘@OA
}

Agv vrapyovv otoygia yio TNy aAAnienidpacn tov vardenafil pe un €181kove av cgmig mg
POOPOdIESTEPAONG OTT®G 1| B20PLALIVI 1] 1] SITVPIOAUOAT). . 40

%
Mehéteg in-vivo ((/4
Kapio gvioyvomn g vIoTacIKNG EVEPYELNG TG VIOYADCGLOG vnpoyh)l(‘gbwng (0,4 mg) dev mapatnpndnke
otav 1o vardenafil (10 mg) d60nke 6e dAPOPA YPOVIKA SLOGTHLLOL £w¢ 24 h) mpwv ™ d601M NG
vitpoyAlvkepivng o€ o perétn pe 18 vyieic dvdpec. Adon varde 20 mg enKOAVUUEVODV LE AETTO

vpévio dokio evicyuoe TV VITOTAGIKY dpdomn TG VIoYA®GcWEVITpoyAvkepivng (0,4 mg) mov Anednke 1
ka4 dpeg petd ™ yopnynon vardenafil og vyieic péong oG aoBeveic. Agv mapatnpnOnke enidpaon
GTNV OPTNPLOKY TEST] OTOV 1 VITPOYALKEPIVI ANQONKE 24 Dpeg uetd tn yopnynon epdmas odong vardenafil
20 mg emikoAvppéEVoL pe AemTd VUEVIO O1oKiov. Hap’d&'(x aVTA, OEV VTLAPYOLV TANPOPOPIES Y1 TNV AV
€VIOYLOT| TNG VIOTAGIKNG OPAGCTG TV VITPIKOV 1@\% vardenafil og acOeveic, emopévamg n TavTOYPOVN
ypron Vivanza dickiov diacnelpopevav oto orddo avievdeikvotot (PA. tapdypoago 4.3).
To nicorandil giva vp1OKOS GUVOILOGUO \%)yonomrﬁ TOV S100A®V KaAiov kot vitp@oovs. E&attiag tng
VITP®OOVG OULASAG TTOV TEPLEYEL, EYEL n@ﬁmm cofapng aAinAienidpaonc e To vardenafil.
Kabng povobepameia pe oc-owoccs@keig UTOPEL VO TPOKAAEGEL GTUOVTIKY MEI®GT TNG 0pTNPLOKNIG TTiEoNC,
Wwitepa ophooTaTiKn mt(')wgq@(al ovykomn, £xovv dtevepynOel peléteg alinienidopaong pe to vardenafil.
e 000 peréteg oA emidpdong Le vyteig voprotactkovg eBelovtéc katdmy Toyeiog Tithomoinong twv a-
avootorémv tamsulosin térazosin oe VYNALG 80oE1G, avapépOnke VOTOON (GE KAMOIEG TEPUTTAOGELG
CUUTTOUOTIKY) 0€ EVORBNUAVTIKO optOpd atopmv petd amd cuyyoprynon pe vardenafil. Avapeca ota
dTopa mTov Ospana@ﬁv Ue terazosin, mopatnpnOnKe mo cvyva vrdtact 6tav to vardenafil kot o
terazosin xopn;(' Kav ToTOYpOovVa Topd dTav ot 00601 pHecorafovoe Eva ypovikd dldoTna 6 ®PdV.

O

Me Bdorg@-qdnorskécuam TOV HEAETOV aAANAeTidpaonc mov dieEnydnoav pe to vardenafil oe acBeveic pe
K(Ikofb% nepniacio Tov mpootdn (KYII) oe otabepn Bepaneia pe tamsulosin, terazosin 1| alfuzosin:
O

o &70Orav 10 vardenafil (emodvppévo pe Aemtd vpévio diokia) yopnynonke o d6celg Twv 5, 10 4 20 mg
o€ acbeveig mov Ntav pubuicuévor pe tamsulosin, dev VN PEE CLUTTOUATIKY LEIDMCT) GTIV APTNPLUKN
mieon av kat 3/ 21 acBeveic mov BepamebOnioy pe tamsulosin Tapovsiocay pio Tapodtky GUGTOMKN
aptnploxy tigon o€ 6pba Bom, ikpotepn amd 85 mmHg.

o Orav 1o vardenafil 5 mg (emucoloppéva pe Aemtd vuévio diokia) yopnynonke Tavtdypova e
terazosin 5 | 10 mg, 1 amd tovg 21 acheveic eppdvicav copntopotiki opbootatikn vadtacn. Agv
TapaTnPROnKe vroTOoT OTOY GTN YOpNYNom S mg vardenafil kot terazosin pecorafovoe ¥povikod
daotnpa 6 wpov.

. Ortav 1o vardenafil (emkaAvppévo. pe Aemntd vuévio diokia) yopnynbnke oe ddceig tov 51 10 mg oe
acBeveic mov Ntav pubeuévor pe alfuzosin, e GUYKPION UE TO EIKOVIKO PAPUOKO, dEV VITPEE

23



CUUTTOUOTIKN LEIMOT GTNV apTNPloKn Ttieon.

Emopévmg, n tavutoypovn Bepomeio Oa mpénet va Eekivael povo edv o acbevig Exel otabepomoindel ot
Oepameio pe TOVg a-avaoToAeic. Xe avTovg Tovg acbeveic mov £yovv otabepomombei otn Bepaneia pe
a-avoaotoAgic, To vardenafil Ba wpénetl va Egxvael pe ) yaunAdtepn cvvictdpevn d6on Tov 5 mg. To
Vivanza umopei va. yopnyeital omoladnmote ypovikn otiyun pe tamsulosin 1 pe alfuzosin. Mg GAlovg
a-0vOoTOAELG, Oa Tpémel va AneBel vToyT €va ypovikd drdotnpa g 06ong, 6tav to vardenafil
ovvtayoypapeitoat Tavtoxpova (PA. Tapdypapo 4.4).

Ta Vivanza 10 mg diokia dtaomelpdpevo oto otopo dev mpénel va doapfdvoviol og d6om Evapéng ot
acOeveic mov Aapupdvovv Bepaneia pe a-avactoreic (PA. mapdypapo 4.4).

Agv TapotnpnOnkay onuavtikég aAAnAemidpdoelg 6tov 1 Bapeapivn (25 mg), n omoia psraﬁok@\fm amno
to CYP2C9, 1 n dryo&ivn (0,375 mg) cuyyopnyndnkav pe to vardenafil (20 mg snu(a?mpusvguk AemMTO
vuévio dokia). H oyxetikn frodiabecipotnta g yAPevichapiong (3,5 mg) dev ennpedotnKedtay
ovyyopnynOnke pe to vardenafil (20 mg). e o €191kn peAétn, o0tav to vardenafil (20 cuyyopnynonke

pe Bpadeiag arodéopevong vigedurivn (30 mg 11 60 mg) o€ vIEPTAGIKOVG AGOEVELS, pEe o
eMmPOCHETN LEI®ON GTN GLGTOAKT OPTNPLOKY TTigoT o€ Vtio Oéon ion pe 6 m KO 6T SLOGTOAIKT
apTnploky mieon og vtia Béon ion pe S mmHg, Tov GuvodevTKAY e om&ngm MV KaPSIOKT GVYVOTNTA,
ion pe 4 bpm. (o

Orav 1o vardenafil (20 mg emkaAvppévo pe Aemtod vuévio diokio) Ko ﬁQ((XKookn (uéoo péyioto eminedo
aAkoOANG oto aipa 73 mg/dl) AneBodv poli, to vardenafil dev evig, ™V eMidpaoT TS AAKOOANG OTNV
OPTNPLOKT TLECT KL TV KOPOHKN GUYVOTITO KoL 1 ¢apuaKOKt6QlKﬁ tov vardenafil dev petafAanonke.

To vardenafil (10 mg) dev evicyvoe v adENOT TOL Xp(’)vgjguoppayiag OV OPEILETO OE
OKETVAOGOALKVAKO 0ED (2x81 mg). {_\)

Puocryovd \0

[Ipoxhvikéc pedéteg £de1&av emmpochetn cmo@amcﬁ Helmo™ TS apTNPLOKIG TEONG OTOV GLVOLAGTHKAY
avaoToAEls poopodieatepdong S (PDES) nagi pe prootyovd. Ze KAMVIKEG PLEAETEG, 1 plOGTyoVdTn €0E1EE
o avENom oTNV VTOTAUCIKY dpAcT TV oo TOADY Pcpodieatepdong S (PDES). Aev vipé&e kapia
€voelln vyl euvoikn kKMvikn dpdom yu OV TOV GLVOLUCUO GTOVG TANBLGLOVG TToV peAetOnke. H
TOVTOYPOVT XPNOTN TS PLoGtyovdTnEE avactoleic pooeodieotepdong 5 (PDES), cuounepirappavopévon
tov vardenafil, avtevdeikvotot (@irs Tapdypopo 4.3).

46 Tovipotmra, Kﬁncsa)qu yaiovyio
To Vivanza dgv 8\/88{@?10(1 YL xpnomn ond Tig yovaikeg. Agv vhpyovv pehéteg pe to vardenafil og éykveg

yovaikeg.
Agv SLanOsvrq{ OUEVO GYETIKG [LE TN YOVILOTNTA.

4.7 Enéqgﬁcmg GTNV LKOVOTNTO 001]YNONG KL JEPLGHOD UNYOVI|LATOV

Aquﬁxyuaronom@mcav UEAETEG OYETIKA [LE TIG EMOPAGELS GTNV KOVOTNTA 001 YNOTG KOl XEPIGHOD
UiovnUaToy.

Kabag éyel avapepbei {aAn kot avouadieg otnv dpacn oe KAvikég dokipuég pe to vardenafil, ol acOeveig
npénel va yvopilovv v avtidpacn tovg oto Vivanza diokio S1ocTEPOUEVO GTO GTOUN TPV 0T YHGOLVY 1
XEPLOTOVY LUNYOVILOTOL.

4.8  AvemOOunreg evépyereg
[epiAnyn Tov mpoid ac@aieiog

O1 avemBOunteg evépyeleg mov ovagépOniay pe to Vivanza smikaivppéva pe Aemrtd vpévio diokio 1 He o
10 mg d1okia S100TEPOUEVE GTO GTOUM OTIG KAMVIKEG OOKLUEG NTOV YEVIK( TOPOIIKES Kol NTLES £WG HETPLES
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o eVon Tove. H 1o cuyvd avaeepduevn avemiBount evépyeto tov cuppaivel oe mocooto =10 % tov
acBevov givorl TovoKEPAAOG.

ITivokoc avemtfOUNTOV EVEPYEIDV

Ot avemBOunTeg evépyeleg mopatifevral cOpemva pe ) cuvinkn cuyvotntag MedDRA: mold cuyvég
(=1/10), ovyvég (=1/100 £mg <1/10), 6yt cvyvég (>1/1.000 £mg <1/100), ondvieg (>1/10.000 £mg <1/1.000)
Kot Un yvootég (dev pmopovv va ektiunBovv pe Baon ta drebécipa dedopéva).

Evtoc¢ kdbe kotnyopiog cuyvotnTog EUPAVIONS, Ol avemBOunTeg evépyeleg mopatifevral katd eOivovsa

oelpd cofapdTnTag.

)
O1 mopakdto avemBounTeg evEpyeieg EXovv avapephet: \o\\“
&
Katnyopie / MoAd Xoyvég Oy ovyvég Xaavieg %\H YVOGTEG
Opyaviko GUYVEG (=1/100 (>1/1.000 g (>1/10.000 £wmg «@0 dev pmopovv va
Yootnua (=1/10) éwg <1/10) | <1/100) <1/1.000) & ekt 0oV pe
\ Béon ta
. 40 Swbéoa
. 2 dedouéva)
AondEeg kKo E m‘&?bmdn&x
TAPUACLTOGCELS ¢
Awrtapayég Tov Allepyikod \mkspym’]
OVOGOTONTIKOV oidnua ko ¥ avridpaon
OLOTHNATOG AYYEL00TONME
Yoyotpikég Awwpq@ﬁ“\fou Ayyog
owtapayés OVO
Awrapayéc tov | Kepaioiyl | Zakn Y@n?i(x Yvykomn Eykepaiin
VELPLKOV o 4 patcOncio Yroacpol opopparyio
GUGTI|LATOS ‘¢ kon SucsarsOnsia | Apvnoio
A\ [Mopodikd
. 00 IGYOYKO
X » EMEGOO10
Op0aipkég O\\ Ontikn AvEnon otv Mn aptnpitidikn
dwutapayig o€> Swtapoyn evoopOai oL Tpocoia
A OeBaAipiknm mieon oY OLLUKT) OTCTIKN
- ‘OA vrepopLion Avénuévn vevpomadeia
0\ Ontikég dOKPVUPPOLO Ontikég
. QQ YPOUOTIKES SroTapayég
{_O TOPULOPPDCEL
A O@Oaipog
co\) TOVOG Kol
0{' gvoyAnon
(\\} dotogofia
POYES TOV Eppoéc Awpvidw
®OTOG KOL TOV Tayyog KOE®ON
Aapopivlov
Kapowukég AioOnpa ‘Epppaypo tov Awpvidiog
dwutapayig TOAUDV pvokapdiov Oavartog
Tayvkapdio Kowmaxkég
Tayvappudpieg
Z0ayxn
Ayyerokég E€ayn Ymnotaon
owtapayésg Yréptaon
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Katnyopia / MoAd Xoyvég Oy ovyvég Xravieg Mn yvooTtég
Opyaviko GUYVEG (=1/100 (>1/1.000 g (>1/10.000 £wmg (8ev umopovv va,
Yootnua (=1/10) éwg <1/10) | <1/100) <1/1.000) exTyumOovv pe
Béon ta
Sbéoa
dedouéva)
Awtapayéc Tov Pwum AvYornvown Eniotaén
UVUTVEVGTIKOD cupeopnon | Xvpedpnon tov
GULOGTNLOTOS, TOV mopoppiviev
0dpuxa KoL TOV KOATTQOV
pecodmpakiov Y
Awrtapayég Tov Avcmeyia lNaotpooisopayt \o\\‘
YOGTPEVTEPIKOD KN %
GUGTILOTOG TaAvdpounon .\ O
lNootpitda .
Taotpevtepkodg }Q/
Kol KOIAMOKOG \Q
TOVOC . 40
Awdppora %
"Epetoc ‘O(a\
Novtio
- , G
Enpootopio O
Awtopoayés Tov AvEnon otig OQ AvEnon ot v-
NTOTOS KUl TOV TPOVGOLULVE YAOUTOUVAOTPAVG
2O QOpV Aw @epdon
Awrtapayég Tov Epv0 Avrtidpaon
O£PROTOG KoL E&évOnua poTogvocinoiog
70V V036pLOV O
16700 ©
Awtopoayés Tov O\ | ITévog oy
HVOGKELETIKOV . 00 TAGTY
GUOTNOTOS KoL o\ Avénon oy
TOV GLVOETIKOV OQ KPEATIVIKY|
16TOV J POOPOKIVAOT
&o MouaAyio
RO Avénpévog
o LG TOVOG Kat
(\Q KPOUTTEG
Awtapayéc ToyO| Apatovpia
VEQPOV Kol
ovpoq)()p
00V
AT, qilxsg TOV AvEnon g [promopdg Awoppayio Tov
POYOYLKO 6THoNg TEOVG
o‘m patog Awyatoomeppia
KOl TOV PO.oTov
Ievikég AioOnpa OwpaKiKog TOVOG
owaTapayés Ko adtadeciog
KUTOOTAGELS TG
0909 yopiiynong
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IIeprypoaon emrAeyuévav ovemBountmv VEPYELHV

"Exouvv avaepBel aipoppayio Tov TE0VE, OUUTOCTEPUIO KO OUOTOVPIO 0€ KAMVIKEC LEAETEG KOl OE
dedopéva amd avbBOPUNTES HETEYKPITIKES OVOPOPEG LE TN YPNoT TOV avactorémv g PDES,
ocvuneptiapPavopévng g vardenafil.

¥t 600om twv 20 mg Vivanza emikalvpupévov pe Aentd vpévio diokinv, ot nAKitopévol aobeveic (> 65
ETMV) glyav VYNAOTEPEG CLYVOTNTEG G8 KePaAaAyies (16,2% katd 11,8%) kar {aAn (3,7% xotd 0,7%) omd
OT1 01 vedTepOl aobeveig (<65 etdv). Ievikd, n enintoon Tov avemBopntov evepyeldv (g10wkd "CaAn") &xet
KkataderyOel 6Tt lval eEhaPpd VYNAOTEPN G aoBEVELS LE 16TOPIKO VTTEPTUCNC.

Avaeopd mBavoloyovuevav avemBOuNTOV EVEPYELOV )
H avagopd mbavoroyodpevov avemBopuntov evepysimv UeTd omd Tn yopnynomn Goelug KDKK@%’piag TOV
(POPUOKEVTIKOD TTPOidVTOG elvar onuavtikny. Empémel ) ocvveyn mapaxoroddnon g oxéeng oeEélovs-

KIVOOVOL TOV QUPUOKEVTIKOD TPOIOVTOG. ZNTEiTal Omd TOLG EMOYYEAUOTIES Uysi&g o ovVaQEPOLV
omolecdNTOTE TOAVOAOYOOUEVEG aVETMIOOUNTEG EVEPYELEC MEC® TOL E€BVIKOV GDGTWOQ avaQopag mTov

avaypdoeetal oto [Hapdpmua V. &
>
4.9 Yrgpdocoroyia )
o
i

Ye peréteg ebehovimv, pe epamaé do6om, 060€1g Emg Kot 80 mg Vardenaf%@mamuuéva Ue AenTO VUEVIO
dloKia) TNV NUEPA, NTOV AVEKTEG XMPIC VO TOPOVGLUGTOVY GOPOPES aye: Bounteg evépyeteg..

O

AN
‘Otav to vardenafil yopnynOnke oe vyNAOTEPEG BOGELS KOL TTLO GHYVE OO TO GLVIGTOUEVO SOGOAOYIKO
oynua (emkaivppévo pe Aemtd vuévio dokia tawv 40 mg 6v &pég NUEPNGIMC), avaeEPONKAY TEPIMTMOGCELG
coPapovd Tévov otV TAATYH. AVt dev cvoyeTileTan pe OTEE_\(} NTOTE LUIKT 1| VELPOLOYIKT TOEIKOTNTA.

O

Ye TepTOGELS VItEPdOGoroYiag, Bo Tpémet va smapb&gf)vrm T0, GLVINON VIOGTNPIKTIKE PLETPA, EPOCOV
omorteitor. H veppuch arpokddopon dev avopsdvengvo, emtoydver tnv kGBapon pe dedopévo 61t 1o
vardenafil decpeveton og VYNAO TOGOGTO ATO ‘é}zpmrs'fvsg TOV TAUCUATOG KO OV OTOPAALETAL O
OMUOVTIKO TOGOGTO amd Ta 0Vpa. Q

)
\\o

&)
5. OAPMAKOAOI'TKEX IA@I‘HTEE

O
51 ®appoxodvvopikég 1&9:111:%
DoppoxobepamevtiKng @%nyopia: OvporoyiKd, PEpLOKA TTOL ¥PNGILOTOIOVVTAL Y1d. T SVGAEITOVPYiL
oTOONC, KOS AT@}O4BEO9.

To vardenafil K\E&l pia amd Tov otépatog Bepaneia yio T PeATioon TN AetTovpYiag TNG 6TVOTG O AVOPEC
L€ GTLTIKT @bksnovpyiu. & PLOIOAOYIKEG GUVONKEG, ONANOT e ae&ovalikn| di€yepor, amoKableTd TV
owsnapbe VoM aEGVOVTAG T POT| TOL GLLOTOG OTO TTEOG.

H é@g\p}cm oL TEOVG elvar ol atpodvvoukn dtadikacio. Katd tn didpkeia T 6e£0vaMknig d1éyepong,
antglevbepaveral 0&gidio Tov almtov. Avto gvepyomotei To éviupo guanylate cyclase, éyovtog o
arotélecpa avénpéva enineda TG KUKAKNG LOVOPOGPOPIKNG Yovovosiving (cGMP) oto cupayyddeg
oo, AVTO GTI CUVEKELD EYEL OC ATOTELEGLO TN YAAAPOGCT) TOL AEIOV HVTKOD 1GTOV, EMTPETOVTOS TV
avénuévn elepon Tov aipatog 6to TEog. Ta enineda tng cGMP pvbuilovtar amd To puOud chvheong péow
g guanylate cyclase kot amd o puOpd amoKodOUNoTG LEGH TOV VOPOAVTIKAOV POCPOSIECTEPUTHY
(PDEs) g cGMP.

To vardenafil givon évag 1oyvpdg Kot EKAEKTIKOG OVOGTOALNG TNG EWOIKNG POGPOSIESTEPAONG THTOV 5

(PDES) tg cGMP, ¢ enkpatéotEpng POOPOSIEGTEPAONS TV GLPAYYDIDY GOUATOV ToVL avBpmdmov. To
vardenafil evioybel évtova v enidpacm Tov evdoyevovg 0&e1diov Tov aldTOV GTO GLPAYYDIEC GMLLAL,
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avaotéAlovtag v PDES. Otav angievBepmvetarl 1o 0£gid10 ToL al®dTOV GE AMAVINGT OTI GEE0VAAIKN
d€yepon, n avactorn e PDES and 1o vardenafil £xel mg amotédecpa avénpéva enineda g cGMP oto
ocvpayymdeg copa. Emopévac, n oeovalikn diéyepon givar omapaitntn yia to vardenafil, dote va mapdyet
TOL EVEPYETIKA, BEPUMEVTIKA OmOTELEG AT,

Meléteg in vitro €govv deilel, 0Tt o vardenafil gival 7o 1oyvpd otnv PDES amd 011 6 GAAeC YvmOTEG
Qewoeodieatepaces (>15 popég oe oxéon e tig PDE6, >130 popég oe oyéon pe 1ig PDE1, >300 popég oe
oyéon e 1ig PDEL1, kou >1000 popég oe oyéon pe 1ig PDE2, PDE3, PDE4, PDE7, PDES, PDE9 kot
PDE10).

Zg o perétn mindoopoypagpiog tov téovg (RigiScan), to vardenafil 20 mg mpokarodoe 6THGEL, TYL
BepnOnkav wavomomtikég yia deicdvon (60 % oxkAnpodtnrta pe o RigiScan) o opiopévoug é; c UOALG
o€ 15 Aentd petd ™ d60m. H suvolkn avtamdkpion avtodv tov aclevav oto vardenafil éngv&'rancruc('x
OMUOVTIKT] GE GYEON LE TO EIKOVIKO OAPLOKO, 25 AemTd PeTd TN dO0M. XY

To vardenafil mpokaAei Nmiec Kot TAPOOIKEG UELDGEIS GTNV OPTNPLOKT TLECT], OL ono'm\g%omv mieloynoio
TOV TEPITTOGEDV OEV PETATPENOVTOL GE KAVIKEG evépyeteg. H péom péyiom uaimqﬁ\crn GLGTOMKN
aptnplokn mieon (og vTia Bom) petd and yopnynon vardenafil 20 mg ko 49@ ntav — 6,9 mmHg o ta
20 mg kat - 4,3 mmHg yia ta 40 mg vardenafil, oe cOyKkpion pe T0 EIKOVIKO QUPRAKO. AVTES Ol EMSPACELS
elval o€ GUUPVIO LLE TIC 0y YELOSIOOTOATIKEG EMIOPACEIC TOV AVOGTOAE ‘(J\]g PDES kot opeidovton
mBavag og avénpéva enineda g cGMP ota Aela poika kottapa tov. oyyeiov. Eeanaé kot moAaniéc and
TOV oTOUATOC d0oEl; Tov vardenafil Eo¢ kot 40 mg dev npOdescos( WVIKG oNUaVTIKEG LETAPOAEG OTO
NAEKTPOKOPILOYPAPT L VYLDV OVOPDV EBEAOVTAOV. OQ

Mia epdmag 60omg, STAN-TVPAY, SLUGTAVPOVUEVT, TLYALOTOUFREVN HeEAETN o€ 59 vyielg Gvdpeg, cuVEKpPLVE
T1G emdpdoels 610 ddotnua QT tov vardenafil (10 mg ka mg), sildenafil (50 mg ka1 400 mg) Kot
placebo. H moxifloxacin (400 mg) cuopmeptAnpbnke o @%{ OpaoTIKO 6MTEPIKOV EAEYYOL. Ot emdpdioelg
o710 dtdotnua QT petpnOnkov pio dpa pHeTd ™ 306G o1 tmax Y100 TO vardenafil). O Tp@TopyKdg 6TOYOC
OVTAG TNG LEAETNG TV VO aoKAEloEL ia emidp en eyaAvtepn Tov 10 msec (dnA. va dei&el Erdeym
emidpoonc) o€ epdmas and Tov oTopATog doon 8P mg vardenafil, oto ditloTnua QTc og cOYKpion e TO
placebo, 6mwg petpdnke amd T peTafoin oV opbopévov Fridericia tomov (QTcF=QT/RR1/3) amo tig
OPYIKES TIES £®G TO onpeio piog dpag Petd tn doon. Ta amotedéopata tov vardenafil £de1av pio avénon
oto odotnpa QTc (Fridericia) Tov 8 @Q (90% CI: 6-9) ka1 10 msec (90% CI: 8-11) o d6ceic 10 mg kot
80 mg o€ cOyKpion pe to placebo 10 avénon oto QTci Twv 4 msec (90% CI: 3-6) kot 6 msec

(90% CI: 4-7) og d6o¢e1g 10 ko @mg o€ ovyKplon Ue to placebo, pio dpa PETA TN 0OGN. ZTO tmax, LOVO T
péon petaporn oto QTcF yu vardenafil 80 mg Ntav k1o TOL KABOPIGUEVOD Yia TN HEAETT Opiov
(néoog ypovog 10 msec, 90% CI: 8-11). Ortov ypnoiponomOnie o atopkdg TOTOC, Kapio omd Tig TIEG 0eV
Nrav ektdg opiwv. 6\

e Ho éaxcoptcrﬁ*bﬁ%%(pmkﬁ puerétn 44 vysiwv ebehoviav, epdmnal d6celc twv 10 mg vardenafil 1 50 mg
sildenafil cuy MOnkav tavtoypova pe 400 mg gatifloxacin, éva eappoko pe cvykpiown eniopoaon QT.
Ko ot dvo vaidenafil kou sildenafil é6ei&av avénon oy emidpaon g Fredericia QTc twv 4 msec
(vardena a1 5 msec (sildenafil) 6tav cuykpiOnkav kot pe to kdbe Eva eapuako Eexwpiotd. To akpiPég
kamé\?grﬁ(wno ovToVv TV aAAaydv Tov QT dev glval yvooTto.

E@cpéc@srsc mAnpooopiec yio kKhvikéc dokwéc ue ta vardenafil 10 mg diokio dracmelpdueve 610 oTdu

H anoteleopotikdnto kot oodieio tov vardenafil 10 mg diokiov dtacnepduevav 6to otop
katadeiydnke Eexwplotd o€ Evav eupd TANBVGUO og dVO PeAéTEG OV cupmeplEAaPay

701 tuyoiomompévoug acbeveig pe oTuTIKY SucAeitovpyia o1 omoiot vroPfAnOnkav otn Bepansio yio £wg

12 gBdopddec. H katavour tov acdevmv oTic TpokaBoplolEVEG VTTOOUAdES KAALTTTE NAKIOUEVOLS acOeveig
(51%), aoBeveig pe 10T0pkd cakyapmdovg daprtn (29%), Suvchmdaipio (39%) kot vaéptaon (40%).

T GVYKEVIPOTIKA dedopéva omd Tig dbo doxiuéc pe ta vardenafil 10 mg diokio dwaonepdueve 6to otdp,
ot BaBuoroyieg mediov aruTikng Asttovpyiag Tov AeBvoug Agiktn Xtvtikng Aettovpyiog (IIEF-EF domain
score) ftav onuovTika vynidtepeg pe to vardenafil 10 mg diokio dtaomeipopeva 610 6TOU 0md O,TL LE TO
placebo.
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"Eva 1060616 71% 6Amv TV 6e£0valkdV Tpocnafeldy Tov avapEpinkay oTig KAVIKEG doKIES elyov
emuyn oeicdvon oe ovykpion pe 44% OAwv TV Tpoctadeidv oty opdda placebo. Avtd ta
QOTEAECLLOTO ETIONG OVTIKATONTPIGTNKOY GTLS VTOOUASES, GTOVG NMKLopEVOLG acbeveic (65%), oTovg
acBeveic [ 10TopKd cakyapddovg draprtn (63%), otovg acbeveic pe 1Topcd dvoiumdarpiog (66%) Kot
vréptaong (70%) dhov tav oefovalkdv Tpoomadeldv mov avapépdnkay eiyav exitoyn dieicovon.
IMepimov 63% OAwv TV 6eE0VOMKDV TPpooTabedY mov avapépdnkay pe ta Vivanza 10 mg diokia
OLOTIELPOUEVO OTO GTOLA NTAV EMTLYEIG OGOV aPOPd TN SLOTPNON TNG GTVCNG GE GUYKPLOT UE TEPITOV
26% o v TV eeyyduevov ue placebo ceovoalikdv tpocmadeimy. XTi¢ Tpokafopiopuévec VITOOUADES,
57% (mAuiopévor acBeveic), 56% (acbeveig pe 16T0p1Kd cakyap®mdovg dafnm), 59% (acbeveic pe
1670p1Ko dvohmdopiag) ko 60% (acheveis pe 16TopIKo VIEPTACNS) OA®VY TV TPOSTABELDY TOV 1Y
avoeépbnkav pe to Vivanza 10 mg diokio S100TEpOUEVE GTO GTOUN TTOV ENLTVYEIC OGOV 0POPd

ST pNoN TG GTVOT|G. O@\

Q

Emumpdobetec mAnpogopieg yio kAvikég dokiuég ‘@O

e Khvikég peréteg to vardenafil yopnynOnke oe mepiocdtepovg amd 17.000 depsQ\ms GTUTIKY|
dvodettovpyia (ZA) peta&o 18 - 89 ypovav, morrol and Tovg omoiovg glyav nok@wkég OULVOOEG
nmaforoykég kataotdoels. [lavo and 2.500 acbeveig £xovv voPindel oe ay ue vardenafil yio 6 prveg M
neplocdTEPO. Ao avtoie, 900 acbeveig xovv voPAnbel og aymyn Yo év& %\Vc'i/o 1N TEPLGGOTEPO.

Ot mapokdto opddeg achevov aviimpoocmnevdnkav: nAtkiopévot (22 ‘%@(mcesvsig ue véptaon (35 %), ue
caxyap®dn dwpnm (29 %), pe woyorkn kapdonddeia kot dAleg kopdrayyelokés nabnoeis (7 %), e
ApOVIEC TVELHOVIKEG TN oIS (5 %), He viepAmSoupia (22 %), pakdtdadiwm (5 %), pe prik
npoototekTopun (9 %). Ot TopakaT® OUASES OEV AVTITPOCMTEY Vv KOAG 0TIG KAVIKEG PEAETEC:
nAukiwpévol (miikio >75 etav, 2,4 %), kol acBeveic e ov pévec kapdtayyetokéc mabnoelg (BA.
mopdypaeo 4.3). Agv dievepynonioav KAvikég perétec og gobnoeig tov KN (ekto¢ amd Tpavpatiopods ot
OTOVOLAIKY] GTAAN), 6€ acBevelg e cofapn veQpK RMRATIKN OVETAPKELD, EYYXEIPNOT TVEAKNG XDPOG
(ext0G Ao PLLIKN TPOOTUTEKTOUN UE SLOTPTON AYYEIOVELP®ODOV dEPUTI®OV) ) TPAVUA | O€ axTvobepameio
Kol petwpévn oeEovaiikn embopio M avatouugéﬁ@t OLDGELS TOV TEOVG,.

Katd 115 xdpieg kKAvikég SoKIES, 1) aymyn & Vardenafil (emxoAvppéva pe Aemtd vpéVio diokia) elxe ¢
anotélecpa po feEATiOON 6T GTLTIKILAEITOVPYiO GUYKPLTIKG LE TO EKOVIKO QappoKo. Ze picpd apduo
acBevmV oL EMLYEIPNCAY GLVOLGIN @\uéxpt Kol 4 pe 5 ®peg LETA TN 6OGN TO TOGOGTO EMTVYING TNG

dteiodvong kai 1 dtatnpnon g otivng NToV 6Taldepd LEYOADTEPOS OO QLTOV LIE TO EIKOVIKO OAPLLOKO.

Ye peréteg otabepng 600G és?«xh) ppéva pe Aemtd vpévio diokia), og Eva guph TANOLGUO OVOPAOV pEe
oTLTIKT duoAettovpyia, ;@% % (5 mg), t0 76 % (10 mg) kot to 80 % (20 mg) TV acbevdv siyav enttvyeic
detodvoelg (SEP2) oe ghykpion pe 10 49 % amd exeivovg mov EAafav EIKOVIKO QpAPLOKO og TEPI0d0
peAétng 3 pmvav. Hkavotra vo dwnpnbei n otoon (SEP 3) og avtdv tov evpd tknbocpo pe LA d66nke
oav 53 % (5 mg&_@ % (10 mg) ka1 65 % (20 mg) oe cOyKplon pe 10 29 % Y1 TO EKOVIKO QAPUOKO.

R

g GLYKEV KA dgdopEVE amd SOKIUEG ATOTELEGLOTIKOTNTOG TO TOGOGTO TV 0oBEVAOV OV ElyoV
gmLTLYN dtelodvon pe 1o vardenafil NTov 6mwc akoAovOWG: Yuyoyevig oTLTIKY ducAiettovpyia

(77-8 %), ikt otutikn dSuciettovpyia (69-83 %), opyavikn otutikn ducAettovpyia (64-75 %),
n?&j@bué\/m (52-75 %), woyoyuky kapdronddeia (70-73 %), vrepAumdaipio (62-73 %), ¥pOVIOL TVELUOVIKY
vo60g6 (74-78 %), katdbiwym (59-69 %), kot acBeveic Tov akoAovBoVLGAV TAVTOXPOVO AY®YN UE
avtwneptacikd edpuaxa (62-73 %).

e KAvikn pedétn pe acbevelg e caxyopmon dwaprntn, to vardenafil fedtimoe onuavucd ) fobuoroyio
NG KMUOKOG TG OTUTIKNG AELTOVPYING, TNV IKAVOTNTO VO EMTVYYAVETOL KO Vo SloTnpeitat 1 6TOON ApKETO
YPOVO Y100 EMTUYNUEVT] GEEOVOAIKN ETTOLPT KO TN GKANPOTNTO TOV TEOVE GE CUYKPLOT| LLE TO EIKOVIKO
eappako og d6celg vardenafil 10 mg kot 20 mg. Ta T0G0GTH AVTATOKPIONG Y10 TV IKOVOTITA VO
emTuyyaveTot Kot vo dtatnpeiton o otvon frav 61 % kot 49 % ywo ta 10 mg ko 64 % kot 54 % yo to

20 mg vardenafil, e cUykpion pe 10 36 % ko 10 23 % NG OUASNS TOV EIKOVIKOD QUpLLiKoV, 6€ 0oeveig
OV OAOKANp@GaY Tpiunvn Oepameia.
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e KMvikn dokiun pe acbeveig petd amd mpootatektoun, to vardenafil Bedtiooe onpavticd ™ Babuoioyio
NG KALOKOG TG OTUTIKNAG AELTOVPYinG, TNV IKAVOTNTA VO ETTVYYAVETOL KO VO OL0TNPELTAL 1) OTUGT OPKETO
YPOVO Y10, EMITUYNUEVT] GEEOVOAIKT] ETAPT KOL T CKANPOTNTO TOV TEOVG GE GUYKPLIOT| LLE TO EIKOVIKO
pdppoko og d6oelg vardenafil 10 mg kat 20 mg. Ta TOGOGTAE AVTATOKPIONS YO TNV IKAVOTITO VO
emTLYYaveTOL KoL Vo Statnpeiton po otdon NTov 47 % kan 37 % ywo ta 10 mg ko 48 % ko 34 % yuo ta

20 mg vardenafil o cuykpion pe 10 22 % kot to 10 % Tov g1koviKoD PupIAKOL 6€ acbeveig Tov
oloxAnpwoav tpipnvrn Bepamneia.

e o KAV peAétn evéMkng 6ocoroyiag, o 0oBeVEIC LE TPOVIOATIGUO GTN GTOVOLAIKT GTHAT, TO
vardenafil Beitioce onpaviucd t Pabuoroyio tng Kiipakeg g oTLTIKNG Agrtovpyiog, TNV KavVOTHEO VoL
EMTVYYAVETAL KO VO, SLATNPELTAL 1] GTUGT OPKETO YPOVO Y10 EXLTUYNLEVN GEEOVOMIKT ETOPN Ko
SKANPOTNTA TOV TEOVG GE GLYKPLOT] LE TO €IKOVIKO dpuako. O apBpdc tov acbevdv mov € \}1;0\,68 ot
@Lo1oA0YIKT Babpoioyia Tng KApoKag g otuTikng Asttovpyiag kotd [IEF (>26) ntov 5390)/10( 10
vardenafil oe cUykpion pe 10 9% Yo to placebo. Ta TococTd AVTATOKPIONG YL TNV 1K nta va
EMTVYYAVETOAL KOt VO, dlaTnpeital po otoor, nrov 76% kot 59% ywo 1o vardenafil o Kpion pe 1o 41%
Kot 70 22% Y10 T0 €IKOVIKO QAPLLOKO Y10 TOVG AGHeVELS TOV OAOKApOCUV tpipmvy Bepaneio kau ot omoiot
Nrav KAVIKA Kot 6ToTioTikd onpoviwot (p < 0,001). . \4

@
H acedieia kot n anotehecpatikotnto tov vardenafil datnpnnke oe %@g\%dg apKeLoG HEAETEG.

Hodwrpucde mAnduopde Q("
O Evpomnaikog Opyovioudc Gapudkmv Exel 0OGEL 0maAlayn an@%v VROYPEMGT VITOPOANG TOV
ATOTEAEGUATMV TOV PHEAETMV Yl T Oepomeio TG 6TLTIKNG dLEAEITOVPYiOG OE pia 1 TEPIGCOTEPES

VIOKATNYOPieS TOL TOUdIATPIKOV TANOLGLOV otV (PAémE JAypopo 4.2 yloL TANPOPOPIEG OYETIKA e TNV
TOOLOTPIKT XP1oN). )

04—
5.2 D opPoKOKIVITIKES 1010TNTEG

zD(o
Mehéteg Proticodvvapiog katédel&ov Ot To \@;g%naﬂl 10 mg é1okio Sl0oTEPOUEVO OTO GTOO OEV Elvar

Broicodvvapo pe to vardenafil 10 mg EMUSAAVLUEVO [IE AETTO VUEVIO d10Ki0. ZUVEMADG, 1) SWICTIEPOLEVT GTO
OTOUO LOPPT| BEV TPEMEL VAL YPNOLUOT a1 ¢ wodvvapo tov vardenafil 10 mg emkodlvppuévov pe Aentd

VUEVIO dloKimV. o
, )
Amoppognon &0
“
Yto vardenafil emcadiveva pe Aemtd vpévio diokia, To vardenafil amoppo@dtot TayvToTo Kot 01 PEYIGTEG

GUYKEVIPOGELS 6T0 TAGOLO TOV EMTVYYEVOVTAL GE OPIGLEVOUG GVIPEG TaPUTNPOVVTOL TOAD VoI, HOAIG OE
15 Aemta petd mygnd tov 6topatog xopNynon. Eviovtoig oe 106016 90 % tov xpovov ot péyioteg
cvwcevrpcocetk mAdopa emtvyydvovtor péca o€ 30 pe 120 Aemtd (pésog 6pog 60 Aemtd) PeETH amd
xopnynon axdto otopa, o€ Katdotoon vinoteiog. H péon andivtn frodwabecipdtra petd amd yoprynon
a6 To oTORA gival 15%. Metd and yopnynon vardenafil oo to otopa, 1 AUC kot 1 Crax a0&avoviot
GXS&')é aAoYIKd pLE T 006 g OAO TO GLVIGTMUEVO VP0G ddcewV (5 — 20 mg).

O%dv ta. Vivanza EMKOAVUUEVA, [Le AETTTO VULEVIO OloKio AapPAvovToL [LE YEO O DYNANG TEPLEKTIKOTNTAG OE
Aimn (o omoio mepiEyetl 57 % Aimoc), o PabUOG AmoppOPTONG LEWDVETAL, LE ADENCT) TOV HEGOV tmax KOTA pio
opa kot péon petwon g Cmax kKatd 20 %. H AUC tov vardenafil dev ennpedletar. Metd omd €va yedpa
nov mepéyet 30 % Aimog 10 T0c06To Ko 1) £KTaiomn TG anoppoenong tov vardenafil (tmax, Cmax kot AUC)
TOPUUEVOLY OUETAPANTO GUYKPIVOUEVO LE TNV YOPNYNON OE KATAGTAGCT| VI|OTEING.

To vardenafil amoppopdral ypriyopa petd m xopnynon tov Vivanza 10 mg dioxiov S106TEPOUEVOV GTO
otopo Ywpic vepd. O didpecog xpovos yia TV emitevén TG Cmax KOUAVONKE 0md 45 £wg 90 Aemtd kot HTov
TOPOUO10G 1 ELAPPOC KabvoTepnuévog (katd 8 Emg 45 Aemtd) o€ chYKPIoT LLE TO EXKOAVUUEVO UE AETTO
vpévio doxia. H péon AUC tov vardenafil av&ndnke katd 21 émg 29% (peonikes Kot NAKLOUEVOL
acBeveic pe otutikny dvsiertovpyie) 1 44% (véa vy dropa) pe o dSioKio SIUCTEIPOLEVO GTO GTOUN TMV
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10 mg o€ cOYKPIoN LE TO EMKAAVUUEVA UE AETTO DUEVIO SIOKIN, (OC OMOTEAEGA TG TOMIKNG OTOHOTIKNG
OTOPPOPNONG LUKPTG TOGOTNTAG TOL PAPLAKOV GTN GTOHOTIKT KOOt TO. Agv mapatnpnOnke otabepn
dtapopd ot PEST Crax HETAED TV SIOKI®MV O10GTEPOUEVOV GTO GTOO. KOL TOV ETKOAVUUEVOV e AETTO
VUEVIO S1oKI®V.

Ye acbeveic mov édapav to vardenafil 10 mg diokio Soomeipdpeva 610 6TOU HE EVOL YED O DYNANG
TEPIEKTIKOTNTOG G ATopa dev mapotnpnionke kapio enidpacn otmv AUC tov vardenafil kot 6TOV tmax, EVD
N Cmax TOVL vardenafil peid@bnke katd 35% otnv Katdotoorn petd and yedua. Me Bdorn avtd ta
amoteiéopata, to vardenafil 10 mg dickia Stacmelpdpeve 6To 6TOO HTopovv va Aneovv pe 1| xopig
TPOON.

Edv to Vivanza 10 mg dwokia daocmeipopeva 6to otopa Anebodv pe vepd, 1 AUC pewwvetal katd 29%, 1
Crnax TOPOUEVEL APETABANTN KOIL O SUGUECOG tmax HELDVETON KOTA 60 AeTd GE GOYKPLON He TV TPOSMIYN
yopic vepd. Ta Vivanza 10 mg diokio Staonelpduevo. 6To oTdOU TPETEL VO, AapBavovtan xu)pig\ .

Kotavoun 0@
. oA

O pécog 6ykog katavoung tov vardenafil oe otabepn kotdotaon eivar 208 1, ysyové}géu QOVEPDVEL
KOTOVOLT GTOVG 16TOVG,. \Q
©

To vardenafil kot o KOprog petafoAitng tov oty KukAogopia (M1) 680;181’)062}(11 o€ VYMAS Babpd amd Tig
TPOTEIVES TOV TAAGUATOG (TEPiTOL G€ T0G06TO 95 % Y10 To vardenafil f @\/ M1). Téco Yo to vardenafil
000 Kot yio Tov M1, 1 déopevon and Tig TpmTEIVES TOV TAAGUATOG siva%lwaédpmm OTtO TIG GUVOMKEG
GUYKEVTPMGELS TOL PAPLAKOV. <O
Me Bdon peTpnoelg 610 orEPL VYOV atOp®V 90 Aemtd petd nb@cn tov vardenafil, éva 10001, 01
peyoivtepo amd 0,00012 % tng xopnyndeiocag dd6ong, mtopsio V&) EpLpavioTel 6To oIéppa.
‘('}

S
To vardenafil ota Vivanza emikoivppéva e Aemt "&é\/to dwokia petaforiletar kupimg e Nratikod
petaforicopd péow tov 166popPov 3A4 tov KuEdYpoduatoc P450 (CYP) pe peptkn cupBoAn amd Tic
CYP3AS5 ko CYP2C 1copopoéc. Q

N
210V dvBpwmo, 0 KOPLog PETAPOAITNG @9) tov vardenafil otV KuKAOQOpia TPoEpyETOL ATO TNV
amootBuAimon tov kat petaforiletofmepattépw e amofoin and to mAdoua pe ypdvo nulmng nepinov 4
opdv. Tpiuota tov M1, Bpickoygol pe ™ pop@ii Tov yAvkovpovidiov, 61 cueTnpATIKY KVKAOPOpia. O
petapoiitng M1 eupavilet aﬁﬁrmémw TPOG TIS POOPOJESTEPACES AVAAOYT] 0LTHG TOL vardenafil kot
napovctdlel mepinov 28 %AR- vivo dpacTikdTTa, Y10, T POCPOSIESTEPACT TOTOL 5, G GVYKPIGT UE TO
vardenafil, pe omorékscsg o GUUPAAEL GTNV OMOTEAEGUATIKOTITA GE TOGOGTO TEpimov 7 %.

Buougtaoynuotiopndg

O péoog teMkog x@%g nuiteng tov vardenafil oe acOeveic mov AauBdavovv Vivanza 10 mg diokia
dloomelpdeva, Q{U oTopa KopdvOnke petald 4 - 6 opmv. O ypdvog nulong amofoing tov petafoiitn Ml
glvon uswil'%o@) oL S POV, TAPOLLOLN LLE TO UNTPIKO PAPLLOKO.

=
An0[§o?§§0
H@m(n KkéBapomn tov vardenafil amd tov opyavioud eivat ion pe 56 I/h pe emaxkdiovbo telikd ypovo
nulong mepimov 4-5 dpeg. Metd v amd ToV GTONATOG YopHyNom, to vardenafil anexkpiveral pe T popon
petafoitdv kvping ota KOTpava (tepimov to 91-95 % g doomMg mov YopNnyNnOnKe) Kol oe PiKpOTEPO
Babuod ota ovpa (mepimov 2-6 % g 660mMc oL YopNYHONKE).

DapuokokvnTikd ctorysio e g10tkéc opddec achevav

Hlrkiouévor
H nrotikn kéOBapon tov vardenafil oe nhikiopuévoug vyteig eBehoviéc (Avm tav 65 xpodvmv) TV HEOUEVT
o€ oVYKplon pe véovug vyteig eBehovtég (18 - 45 ypovav). Katd péso 6po, nMkiopévol dvopeg Tov
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Adappavay Vivanza emucaAvppévo pue Aemtod vpévio dwokia, £de&av 52 % vynidtepn AUC kot 34 %
vynAoTePN Cmax 0710 Vardenafil and 611 veapdtepot avopeg (PA. mapdypoeo 4.2).

H AUC kot 1 Ciax T0V vardenafil otoug nAkiopévous acBevelg (miikiog 65 e1dv 1 dvo) mov AdapPavoy
vardenafil diaomepdpeva 6to otopa drokia giyxe avEndel amd 31 emg 39% kat 16 emg 21% avrictorya, c€
oLYKpLoN We Tovg aobeveig ndkiog 45 etdv kot kdtm, To vardenafil dev Bpédnke va cuccmpedeTal 6To
mAdopa o€ acheveic nhikiog 45 €TV Kot KAT® 1 65 €TV 1 Aved PETA amd eQiTaé nuepni oo doGoroyia
vardenafil 10 mg dickiov daomelpdpevov 6to atopa yo 10 nuépes.

Negpixn ovolertovpyio.

Zg gBedoviég pe Nmov g peTpov Babpod veppikn suchettovpyio (kdbapon kpeatvivng 30 - 80 tl/min),
N POPUOKOKIVITIKY Tov vardenafil fjtav Tapopota e T TG ORLASAS EAEYYOV LLE PUCIOAOYIKT 1K1
Aertovpyia. Xe eBedovtéc e coPapn veppikn ovsiertovpyia (kabapor kpeatvivig <30 ml/min) n péon
AUC av&nbnke xkotd 21 % ko n péon Crax eratt@bnKe katd 23 %, € GUYKPION LE TOVG s&ovrég xopig

vePpPIKN duoAertovpyio. Aev mopatnpONKe CTATICTIKA CUAVTIKT GLUGYETION OVAUESH OFNV KABapon

kpeatwvivng kot otnv ékbeon oto vardenafil (AUC kot Cmax) (PA. Topdypogo 4.2). PLLOKOKIVITIKY] TOV
vardenafil dev &yel pedetn el oe acbeveig mov yperdlovrol arpokaboapon (PA. napo@?}}a(po 4.3).

N
Hraztikn dvolerrovpyio o

Ye aoleveic pe miov €mg péTplov Paduov nratikn Svcieitovpyia (Chig(g\,\gh A kot B), n k60apomn tov
vardenafil peiwOnke og avaloyia pe to Pabud nrotikng ducAettovpyi € aobeveig pe Nmov Pabuod
nratikn dvciertovpyia (Child-Pugh A), n péon AUC kot Crax TOU Qﬁienaﬁl avéndnkav katd 17 % ko
22 % avtiocTola, 6e GLYKPLGT IE TNV OLASH EAEYYOV VYLDV ATOU®Y. Xe acbeveic e pétprov Padpod
nrotikn dvoierrovpyio (Child-Pugh B), n péon AUC kot Crpg&@ov vardenafil ovénfnke katd 160 % kot
133 % avtictorya og chyKplomn pLe TNV opdda eAEYXOV VYIOY-rTOp®V (BA. Tapdypoeo 4.2). H
papuakokvntikn tov vardenafil, og acOeveic ue cofapietacOevnuévn nratikn Aettovpyia (Child-Pugh C)
dev yel pekemOei (BA. Tapdypago 4.3). 0{'

N\

Emmpdoheteg mAnpoopieg s ©

Agdopéva in vitro vVTOdNA®VOLV OTL deV HTOPQULY VaL ATOKAEIGTOVV EMOPAoeLS TG vardenafil o
vrooTpOUaTe P-yAvkonpmteiving mo evaighnta amd tn dryo&ivn. H ete&ihkn dafryatpdvn sivor Eva
TOPASELY LA Y10, EEONPETIKG EVOIGONTA MROCTPOLATA EVIEPIKAOV P-yAVKOTPpOTEIVAY.

5.3 Mpoxiivikd dedopéva "{l%‘l’%\’ ac@drera
S

Mn-kAvikd ddopéVa 0V, GROKAADTTOVV 10104TEPO KiVELVO Yo TOV AvOpwmo pe Paon Tig cuUPaTiKég
HEAETEC PUPLAKOAOYIKNEAGPALELOG, TOEKOTNTAS EXAVOAAUPOVOLEV®Y SOGEDY, YOVOTOEIKOTNTOG,
EVOEYOUEVNC Kapmv%@/ou dpaonc, TOEIKOTNTOG TNV AVATOPOYWYIKN TKAVOTNTA.
O
¥
6. @A&ﬁ‘AKEYTIKEE HAHPO®OPIEX
=

6.1 Q@?ékoyog EKOOY OV

A@%prdun (E951)

Apopo pévtog.

2Te0TIKO [LoyVIGl0.

Kpoomofioovn.

Movvitoan (E421)

KoAroedég 0&gidio Tov upitiov, Evudpo.
Yopprroin (E420)
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6.2 AocvppatoéTnTEg

Agv gpapudleta.

6.3 Awdpkera {ong

3 xpovia

6.4 Idwitepeg TPoPLAAEELS KOTA T QVAIEN TOV TPOIOVTOG

DVAGCCETE GTNV APYIKN] CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPAGIO KO TO QOG.
6.5 @Yo Kol GVOTUTIKA TOV TEPLEKTN

4 x 1 d1oKio S10CTEPOUEVA GTO GTOWM GE KVWELEC AAOVULVIOV LOVIG OGS .
Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.
6.6 Idwitepeg TpoPuLAAEELS ambOppLYNG o

&
Kaopio €1d1kn vmoypémon yia andppuym). o)

1. KATOXOX THX AAEIAY KYKAO®OPIAX Q

AN
Bayer AG \)‘l"
51368 Leverkusen +
Teppavia ‘OQ/\O
(&

Q
8. APIOMOZ(OD) AAEIAT KYKAQWOPIAX

O\
EU/1/03/249/016 OQ
00

A
9. HMEPOMHNIAO]IPQTHZ EI'KPIXHX/ANANEQYXHY THX AAEIAX
0’\
Hpepopnvia mpmtng é@%wng: 4 Maptiov 2003

Huepopunvia ‘EE}&&'O[(I{OLQ avavéwnong: 4 Maptiov 2008

&
10. Q POMHNIA ANAGEQPHXHX TOY KEIMENOY
O
S

AEMTONEPT] TANPOPOPLOKE GTOLYEIN Y10 TO TAPOV PAPUAKEVTIKO TPOTOV Elvar SLoBECIUN GTOV SIKTVOKO TOTO
tov Evponaikod Opyoviopod Gapudkwv: http:/www.ema.europa.eu.
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A

IAPAPTHMA II ‘(004
NAPATKEYZITHE YIEYOYNOX I'TA THN AHOAEEMQQH

TQN ITAPTIAQN . 4

OPOI'H IEPIOPIEMOI XXETIKA ME TH AI%@ZH KAITH
XPHXH

AAAOI OPOI KAI ATAITHXEIX THX @AZ
KYKAO®OPIAX O&

, Ay
OPOI'H NIEPIOPIEMOI ZXETI@{_NIE THN AXPAAH KAI
AIIOTEAEXMATIKH XPHX 'i'OY DOAPMAKEYTIKOY

MPOIONTOX ‘Dq’\
(&)
Qk\
S®
) OQ
A&O

\o

O
K
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A. TTAPAXKEYAXTHX YHHEYOYNOX I'A THN AIIOAEXMEYXH TQN ITAPTIAQN

Enovuuio kot die0fuvon Tov TopacKeLAGTH TOV £ival LITEVLOLVOCS Y10 TNV ATOSECUEVGT] TV TOPTIOWY

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
Feppavia

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH -

Doppokevtikd TPOIOV Yo TO OTOI0 ATALTEITAL LUTPIKT) CLVTOYT.

Q

4

O)
I AAAOI OPOI KAI ATAITHZEIX THX AAEIAY KYKAO®OPIAX &q’

. Ex0¢oe1g meprodknc mapaxorovdneng g aceareiog (EIIMA) | \40\
)
O1 arontnoels yo v vrofoln ekfécemv TeP1odikng Tapakorovdnon rrg,;(m(pdkmag (ETIITA) ywo
TO €V AOY® QUPUOKEVTIKO TPOTIdV 0pilovTol GTOV KATAAOYO WE TIg M us@%ﬁnvmg avapopag TG
"Evaoong (katdroyog EURD) mov mapatifetal otnyv mopdypoaeo 7, *r\@ apBpov 107y, tng odnyiog
2001/83/EK xot kd0g emaxdOAovOng enkapomoinong 6mme ONUQSEVETAL GTNV EVPMOTOIKT SIKTVOKN
TOAN Y10 TO QOPLLOKOL. o)
h

O
A.  OPOI'H ITEPIOPIEMOI XXETIKA ME AYXDAAH KAT ATTIOTEAEEMATIKH

XPHXH TOY ®PAPMAKEYTIKOY l'[% NTOX

(&

. Y00 owayeiprong Kivovvou (ZAK)YON

O Kkdrtoyoc adetog Kukhopopiag (KAK@OOL dte&arydryet TIC OmaITOOUEVEG dPACTNPLOTNTES KOl
TOPEUPACELS PUPUAKOETOYPOTVN O OTMOG TAPpoLS1alovTol 6To cupewvnév XAK mov
nopovctdletal oty evotnto 1.8:2 ¢ 810G KUKAOPOPING Kol OTOEGONTOTE ELAKOAOVOES
EYKEKPUUEVEG ava@awpﬁcsui 60 ZAK.
"Eva emcarporompévo EAK 0o mpénet va xatatedel:
e Letd amd ait Tov Evponaikov opyavicpod @appakoyv,
. onorsﬁr’]no‘ POTTOTO1EITAL TO GVOTNILA O1oYEIPLONG KIVOUVOD, E0IKA MG ATOTELEGLO ANYNC VEDV
TANPOQSPIDV TTOV UTOPOVV VO ETLPEPOVY CNHOVTIKY OAAAYT OTH GYECT 0PELOVC-KIVEHVOL 1 ™G
(mg?ﬁcua g emitevéng evog GNUAVTIKOD 0POCT|LOV (PUPHOKOETOYPVTVIOT 1] EAAYIOTOTOINGT

Kb VOV).
Q
&0
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vivanza 5 mg emkodvppéva pe Aemtd vuévio dtokio

vardenafil
‘0
ST
[2.  XYNGOEXIH XE APAXTIKH(EX) OYZIA(EY) <&
\J
Q
Kd&be dioxio mepiéyet 5 mg vardenafil (wg hydrochloride) ‘@O
N
A
3. KATAAOIOX EKAOXQN RN
©
<
A
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENO (.~
‘\\)

2 gmKAAVUUEVO PE AETTO VUEVIO dlokial &OQ

4 emKOAVUPEVO LLE AETTO VUEVIO OLOKIOL (@)

Semkalvppéva Le AemTd VIEVIO dLoKia \(.}

12 gmikolvppéva pe Aemtd VLEVIO dloKiol {_\)

20 emKaALUUEV UE AETTTO DUEVIO O1GKIOL O

<
-~ ‘0
| 5. TPOMOX KAI OAOX(OI) XOPH[HZHZ
\Y
- , Sk
Amd atopaTog yprion. O
APaote 0 POALO 0dNyLhY Xpﬁgn@npw amd Tn XopyNoN.

<0

\

6. EIAIKH HPOEI&OTIOIHZH LYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION HWI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOX IZOYN TA ITAIAIA

O

, WY , . ; .
Na (pvkaccs@\css 0éom, v omoia dev PAEmovV K dev TpoceYYiLovv To TOdLd.

@
o

[7. . QAAAH(EZ) EIAIKH(EX) IIPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)
&V

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX OYAAEHX
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10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YHOAEIMMATQN IHOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Bayer AG
51368 Leverkusen
Teppavia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX v
()

EU/1/03/249/001 2 dwokia ‘@O
EU/1/03/249/002 4 dwokia &
EU/1/03/249/003 8 dwokia \
EU/1/03/249/004 12 Swokia ~\40
EU/1/03/249/013 20 Swokia v

[13. APIOMOZX IAPTIAAY O

[Moptida O&
&
N
| 14. TENIKH KATATAEH I'lA TH AIAGEXH |

o
| 15. OAHTIIEX XPHIHZ o |

O
O
O\
PAN

| 16. MAHPO®OPIEEL XE BRATLLE

o\)
Vivanza 5 mg . A&

Re)
0O

17.  MONAAIKOX ANAI'NQPIEZTIKOX KQAIKOX — AIZAIAZTATOZ TPAMMQTOX

KQAIKAX(2D)
«\
Aw&dcsm.(& YPARU®TOG KdKag (2D) mov pépetl Tov meptAnehévia Hovadikd avayvopioTiKO KOOKO.

R

O

18Y  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQEIMA AIIO TON
ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTER'H XTIX TAINIEX

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Vivanza 5 mg emkaAlvppévo, pe Aentd vpévio diokia
vardenafil

N
\
[2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAZ OV |
n
Bayer (logo) d o
‘Q/O
&
3.  HMEPOMHNIA AHEHE A
N \QV
EXP Ky ©
zofo
G
| 4. APIOMOZX IIAPTIAAY R\
O‘(
Lot O&
&
470
5.  AAAA ITOIXEIA O
\]
[
QQ\
\\O
O
) OQ
4&0
\o
O
K
(o)
N
&
{_
\}0
R
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vivanza 10 mg exikaAvppévo. pe Aemto DUEVIO dioKia

vardenafil
N
ST
[2.  XYNGOEXIH XE APAXTIKH(EX) OYZIA(EY) <&
\J
Q
Kd&be dioxio mepiéyet 10 mg vardenafil (wg hydrochloride) ‘@O
N
A
3. KATAAOTOX EKAOXQN Y
©
<
A
| 4. ®APMAKOTEXNIKH MOP®H KA
\\\)

2 gmKOAVUUEVO PE AETTO VUEVIO dtoKial &OQ

4 gmKOAVUPEVO LLE AETTO VUEVIO OLOKIOL (@)

8 emuoAvpUpEVa, e AETTO VUEVIO OloKi0L \(.}

12 gmikolvppéva pe Aemtd VLEVIO dloKiol {_\)

20 emKaALUUEVO LE AETTTO DUEVIO O1GKIOL O

<
-~ ‘0
| 5. TPOMOX KAI OAOX(OI) XOPH[HZHZ
N4
. , SN
ATO 6TOHATOG YPTON. O
A0aote T0 GOALO 0dNyLhY Xpﬁgn@npw omd Tn YopryNoN.

<0

\

6. EIAIKH HPOEI&OTIOIHZH XYMOOQNA ME THN OIIOIA TO ®PAPMAKETYIKO
MPOION HWI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOX IZOYN TA ITAIAIA

O

, WY , . ; .
Na (pvkaccs@\css 0¢om, v omoia dev PAEmovV kot dev Tpoceyyifovv To TOdLd.

@
o

[7. . QAAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)
&V

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX OYAAEHX
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10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YHOAEIMMATQN IHOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Bayer AG
51368 Leverkusen
Teppavia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX v
()

EU/1/03/249/005 2 &oxia ~@O
EU/1/03/249/006 4 dioxio &
EU/1/03/249/007 8 Siokia N
EU/1/03/249/008 12 diokio ~\40
EU/1/03/249/014 20 diokio @

[13. APIOMOZX IAPTIAAYX O

[Moptida O&
&
N
| 14. TENIKH KATATAEH I'lA TH AIAGEXH |

o
| 15. OAHTIIEX XPHIHZ o |

O
O
&
| 16. TMAHPO®OPIEX E BRAIELE |
N

Vivanza 10 mg A&O

Re)
O

17. MONAAIKOS ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KOQAIKAXY2D)

&\
Alcﬁldcwqgg YPAUU®TOS KOKaG (2D) mov pépetl Tov mePIAN@OEVTA LOVISIKO aVayVOPIGTIKO KOOIKO.

R

fa\

1807 MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQEIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTER'H XTIX TAINIEX

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Vivanza 10 mg emkoloppévo pe Aemtd vuévio diokia,
vardenafil

N
\
[2.  ONOMA KATOXOY THX AAEIAX KYKAO®OPIAX OV |
n
Bayer (logo) d o
‘Q/O
&
3.  HMEPOMHNIA AHEHE A
N \QV
EXP Ky ©
zofo
G
| 4. APIOMOZX IIAPTIAAY R\
O‘(
Lot O&
&
470
5.  AAAA ITOIXEIA O
\]
[
QQ\
\\O
O
) OQ
4&0
\o
O
K
(o)
N
&
{_
\}0
R
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vivanza 20 mg enikaAvppévo e AEmTO DIEVIO dioKia

vardenafil
N
ST
[2.  XYNGOEXIH XE APAXTIKH(EX) OYZIA(EY) <&
\J
Q
Kd&Be dioxio mepiéyet 20 mg vardenafil (wg hydrochloride) ‘@O
N
A
3. KATAAOTOX EKAOXQN RN
©
<
A
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENO (.~
‘\\)

2 gmKOAVUUEVO PE AETTO VUEVIO dlokial &OQ

4 gmKOAVUPEVO LLE AETTO VUEVIO OLOKIOL (@)

8 emucoAvpupéva, e AeTTO VUEVIO OloKi0L \(.}

12 gmikolvppéva pe Aemtd VLEVIO dloKiol {_\)

20 emkaALUUEV LE AETTTO DUEVIO O1GKIL O

<
-~ ‘0
| 5.  TPOIOX KAI OAOX(OI) XOPH[HXHZ
N4
- , Sk
Amd atopaTog yprion. O
A0aote T0 GOALO 0dNyLhY Xpﬁgn@npw amd Tn YopryNoN.

<0

\

6. EIAIKH HPOEI&OTIOIHZH XYMOOQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION HWI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOX IZOYN TA ITAIAIA

O

, WY , . ; .
Na (pukaccs@scs 0¢om, v omoia dev PAEmoVV Ko dev TpoceYYiLovv TO TOdLAL.

@
o

[7. . QAAAH(EZ) EIAIKH(EX) IIPOEIAOIIOIHEH(ELY), EAN EINAI ATIAPAITHTH(EY)
&V

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ATATHPHXHX
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10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YHOAEIMMATQN IHOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Bayer AG
51368 Leverkusen
Teppavia

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX v
()

EU/1/03/249/009 2 dwokia ~@O
EU/1/03/249/010 4 dwoxia &
EU/1/03/249/011 8 Swoxkia \
EU/1/03/249/012 12 Swoxkia ~\40
EU/1/03/249/015 20 Swokia v

[13. APIOMOZX IAPTIAAY O

[Moptida O&
&
N
| 14. TENIKH KATATAEH I'lA TH AIAGEXH |

o
| 15. OAHTIIEX XPHIHZ o |

O
O
&
| 16. TMAHPO®OPIEX E BRAIELE |
N

Vivanza 20 mg A&O

Re)
O

17. MONAAIKOS ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KOQAIKAXY2D)

&\
Alcﬁldcwqgg YPAUU®TOG KDOKaG (2D) mov pépetl Tov mepIAN@OEVTA LOVISIKO avayVOPIGTIKO KOOIKO.

R

fa\

1807 MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQEIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTER'H XTIX TAINIEX

| 1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Vivanza 20 mg emtkoloppévo pe Aemto vuévio diokia,
vardenafil

N
\
[ 2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAX OV |
n
Bayer (logo) d o
‘Q/O
&
3.  HMEPOMHNIA AHEHE A
N \QV
EXP Ky ©
zofo
G
| 4. APIOMOZX IIAPTIAAY R\
O‘(
Lot O&
&
470
5.  AAAA ITOIXEIA O
\]
[
QQ\
\\O
O
) OQ
4&0
\o
O
K
(o)
N
&
{_
\}0
R
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KEIMENO XTO KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vivanza 10 mg diokio S106mEpOUEVO GTO GTOMO.
vardenafil

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

Ka0e diokio mepiéyer 10 mg vardenafil (wg hydrochloride) ‘@O

| 3. KATAAOI'OX EKAOXQN

Do
Y

N

3
[epiéyetr aocmaptaun (E951) kot copPrroin (E420). AO(O
Awpaote 10 PUALO 0INYIDOV Y10 TEPIGGOTEPES TATPOPOPIES. 0(,,
A

|4, ®APMAKOTEXNIKH MOP®H o

4 x 1 d1oKio S10GTEPOUEVA GTO GTOLOL £

O

| 5.  TPOIIOX KAI OAOX(OI) XOPHI HEHE
S

Awpacte 10 QUALO 0INYIOV XPHONG npl@)né ™ Yopnynon.
Amb otopaTOg XpNoT. AtodveTan cr@éua.
@)

,Qo

6. EIAIKH IPOEIAOIOIHIH XYM®QNA ME THN OIIOIA TO ®PAPMAKETYIKO
HPOION IPENEDNA ®YAAXEETAI LE OELH THN OIOIA AEN BAEIOYN KAI
AEN IPOXETEIZOYN TA TTAIAIA

SOF

No puAdocetot S&%écn, v omoia dev PAEmOVVY Ko dev TpoceyYilovv Ta TodLd.

&P

kN

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

Q‘{
®0

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEYX OYAAEHX

DVAACGETE TNV OPYLKT] CUGKEVAGIO Y10l VO TPOGTOTEVETUL A0 TNV VYPUGIO KOL TO POC.
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10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TOQN
YHOAEIMMATQN IHOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Bayer AG

51368 Leverkusen

Teppavia

NS
S
| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL A |
O
EU/1/03/249/016 4 Sioxia «cvo4
N
AN
| 13.  APIOMOZX ITAPTIAAY VY
qj\
oot Y
aptida zOQ/
&
| 14. TENIKH KATATAEH I'lA TH AIAGEXH ON |
O\N
o
| 15. OAHIIEX XPHEIHX G |
0 A
+&
| 16.  MAHPO®OPIEX XE BRAILLE _©
S
Vivanza 10 mg *\00
<\O
O

17. MONAAIKOX ANAI:@ZI’IETIKOZ KQAIKOX - AIZAIAXTATOX ITPAMMQTOX

KQAIKAYX 2D)  _\
.\O
A6d106T0TOG ypauu@% K®dwkag (2D) mov péper Tov TEPIANPOEVTO LOVASTKO OVOYVOPIGTIKO KMOKO.

o
~F

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANATNQZIMA AIIO TON

ANOPQIIO
\J

)

Q
@
NN
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EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX TYIIOY
BLISTER'H XTIX TAINIEX

KYYEAH

[1.  ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX |

Vivanza 10 mg diokio. S106TEPOUEVO GTO GTOL

vardenafil N)
\OA\~
<&
| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAY A |
O
©
Bayer (logo) \&
°
| 3. HMEPOMHNIA AHEHZ \ Y
qj‘l
EXP ) 0(:0
\\
O
| 4. APIOMOZX IIAPTIAAX o
{_V
Lot N
o
40
5. AAAA XTOIXEIA R
N\ S
\\00
O
) OQ
4&0
\o
O
K
(o)
N
N)
&
o
R
o
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®YrAo oonYIOV ypiong: [TAnpogopics yia Tov yprioTy

Vivanza, 5 mg smukaloppéve pe Aewtd vpuévio diokia
vardenafil

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONG TIPLV UPYIGETE VU YPNCLUOTOLEITE AVTO TO

QPAaPLOKO, O10TL TEPLAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GOG.

- DdurdEte avtd TO0 PUALO 0dNYIDV XpRoms. Towg ypelootel va to dwfdcete Eavd.

- Edv éxete mepattépm amopieg, pOTNOTE TO YLOTPO 1] TO PAPHOKOTOLO GOGC.

- H cvvtayn yU' avtd 10 gappoko xopnynonke amokAeloTikd yio 6ag. Agv Tpémel vo SDGETE TO
pappako og GAlovg. Mropei va tovg mpokadécet BAAPN, axopa kot 6tav to onpeio g achiyeldg
ToVG givat id1o pe T S1KA GOC. o)

- Edv mapatnpnioete Kamolo ovemBOuNTn VEPYELD, EVILEPDGTE TOV YLOTPO 1| TOV QAP u%&row GOC.
AVTO 1oyveL Kot Yo kdOe mhavi] avemBountn evépyela Tov OgV AVOPEPETAL GTO m& @OAAO

oMYV ypfiong. 2g?

T epréyer To mapoév eOAro 0dNYLOV:

T eivor to Vivanza kot mota ival 1 ypnor Tov (04
T npémer va yvopilete Tpv ndpete 10 Vivanza °
Ilog va mapete To Vivanza -
ITBavég avemBOuNTEG EVEPYELEG OQ
[Tdg va purdooete to Vivanza Q

[epreydpeva g cvokevaciog Kot AOUTES TAN pocpo\ﬁs?
O
{_
1. T givor To Vivanza kon oo givon xpjoqg@on

R

To Vivanza nepiéyet vardenafil, éva uélog HIBG KaTIYOpiog QupUaKmV oL ovopdCovial avacTorels g
P®cPodlesTEPACTC TOTTOL 5. Xproorohvral yio T Bepomeio Tng oTLTIKNG SLVGAEITOLPYING OE EVIAIKEG
GVOPEC, [0 KATAGTAG 1] OTTOi0. GUVETEYETOL SUGKOAES EMITEVLENC KO SlaTHPNONG GTVHONG.

TovAdyiotov €vag aToug déKa d\@ogg &xel TPOPAN U GTO VO ETITVYEL 1] VO SIATNPNGEL GTHGT KATOLOL
YPOVIKN Tepiodo. Mmopei va m@pxonv opyaviKol 1 yuyoAoykoi A0YoL, 1 £vag GUVILAGHOG KOl TV dVO.
Onowndnmote Kot €6v eivara aitio, Aoy peTafoADYV GTOVE HOG KoL GTA QLOQOPa. oy yeia, OeV TAPAUEVEL
KOVOTIOUTIKT nocémt6 0TOG GTO TEOC, MOTE VO TO CKATPVVEL KOl VO TO ST PNGEL GKANPO.

To Vivanza 6a k.s'@%\pyﬁca puévo otav éxete epedotel oeovalikd. Meumvel T dpdacT TOV PLGIKOD
ANUKOD GTO OO GG, TOV avacTEALEL TIG 0TV0EL. To Vivanza emitpénel og o 6THON Vo, S10pKECEL
OPKETA Y100 %y , MOTE VO OAOKATPMCETE IKOVOTOMTIKA T 6e£0VOAIKT dpaoTnPLOTNTO.

oF

2.@0@“1 npEmEL vo, YvopileTe Tpwv va wapete 1o Vivanza

Mnyv ntépete To Vivanza

- Y nepintoon adAepyiag oto vardenafil | o€ omolodMmote GAAO aTd TO GVGTATIKA CLTOV TOV
eappaxov (avagépovrol otny mapdypoeo 6). Ta onueia g ariepyikng avtidpaong, Teptiopufavoovy
eEavOnua, kvnopd, Tpnopévo TPOSMTO M YelAla Kot SvoKoAio avamTvong.

- Edv Aappdvete appoko mov mePLEYouV VITPIKA, OT®S YALKEPIVN TPWVITPIKY Yid T oTnOdyym, N 06teg
povo&etdiov Tov aldTOV, OTTMG TO VITPMOESG OUVAL0. AdUBAVOVTAG TOLTOYPOVE OVTH TO PAPLOKO UE
to0 Vivanza n aptnpilokn cog wieon Bo umropodoe va ennpeactel coPapd.

- Edv Aappdvere ritonavir 1} indinavir, Tov ¥pnNoIHLOTOI0HVTAL Y10 TV OVTILETONTION AOUOEE®V 0o
ToV TOV 10 ¢ avOpadmivng avocoavendpketog (HIV).

- Edv elote mavo and 75 etdv kot Aappavete ketoconazole 1| itraconazole, avTituknTooud @appoka
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- Edv €yete coPapd kapdioko 1 Nrotikd Tpofinuo

- Edv vmoPaiieote o veppikn kabapon

- Edv éyete mpdopota Tabel eYKeEPAAIKO ETEIGOII0 1} KOPIIOKT TPOGPOAN

- Edv &yete N elyote younin aptnploxn migon

- Edv ) owoyéveld cag £xel 1I6TOPIKO EKPLAICTIKGOV TABNCEDV TOV LATIOV (OTTMG M| ueAaypwaotikh
oupifinorposidonalein)

- Eav giyate moté mdOnon mov va cupmepriopfavel andieia g opaong eEartiag PAAPNG oTo 0mTIKO
VEVLPO OO AVETOPKN TOPOYN OULOTOC, YVIOOTH (G U1 apTNPLTIOKT TPOSH0 1GYALUIKT OTTTIKN
vevpondBeia (NAION).

- Edv Aappavete procstyovdrrn. Avtd To @APLOKO ¥pNGIUOTOLETOL Yo TN Oepameio TG TVEVUOVIKNG
apmpakhg vEptaong (dnAadh, Tvevpovikh vIépTacn) Kot yio Ty xpovia Bpopfoepforikriy
TVELLLOVIKT] VITEPTOOT (dNAOT, dEVTEPOTAONG TVELLOVIKT VTTEPTOCT AOY® BpOUPmON). %!
avaotoreis poopodieatepdong 5 (PDES), omwg to Vivanza éxovv deifet pia avéEnon o VIOTACIKY
dpdon avtov Tov Papudiov. Eqv Aapfdavetol ptoctyovdtn 1 dev giote ciyovpot avlu (MOTE TO

Y1oTpd GOC. . @O
, , &
IIpogidomonoelg Ko TPOPLAGEELG

AmevBuvBeite 670 y1aTpo 1 TO POPLOKOTOL0 GOG TPoToD TapeTe To Vivanza. | \40\
)

IIpocééte wWraitepa pe To Vivanza (04

- Edv éxete mpoPfAnquata pe tnv Kopdid. Mropel va givon emkive \f@yla €00G va kavete o€k,

- Edv vmogépete amd akavovioTOug KOPOLKoOG TOALOVE (mp@yg'k‘ri appvBuio) N awd Kamoo
KANpOVOUIKT Kopdlok acBévela mov ennpedlet to n?»sm;as@ap&oypd(pn pé cog.

- Edv £yete kdmotlo @uoIKN KoTdoToom mov ennpedletl To SR Tov TEovs. AvTd mephapPavet
KOTOOTAGELS IOV ovoudlovtal yovimon, vOGog Tov onie's Kot ivor Tov GupayyoEd00g
GMLLOTOG.

- Edv éyete v acBévela Tov propei va Tpoka f%rl’)s&g OV OEV VIO WPOLV (mpiamioud). Avtd
TEPILOUPAVEL T1) OPETOVOKVTTOPIKY avmu'&lkanké HUEA®LLO KO Agvyapia.

- Edv éyete éhkog otopdyov (eniong ovouglstol yaorpixo M| mentikd EAKOQ).

- Edv éyete apoppaykn dtotapayn (omeg M QLUOPPOPIAIDL).

- Edv ypnowonoteite kdmotla dAAn Ospomeio yio T dSuoKoAia TG 6TVONG GUUTEPIAAUPOVOUEVOL TOV
Vivanza dwomeipdpeva 610 oTopa-diokia (BA. mopdypapo ‘Ala @appoka kot Vivanza’.

- Edv éxete Eapvikn peiowon 1 6&‘&) €10 TNG OPOCNG CTAUATNOTE VO TOPVETE Vivanza Kol EVIUEPDOTE
OpECMG TO YLUTPO COG. )

&O
Mowora kor £énpor N
To Vivanza dgv mpoopil&sel yio yprion omd mordid 1 epfPovg kétm tov 18 e1dv.

NV N

Ala @appoxa kg Vivanza

Evnuepmote 1o rotpd 1 TO QOPLOKOTOLO GOG EAV YPTCLLOTOLELTE, £XETE TPOGPATO YPTCLLOTOGEL 1)

UTOPEL VO YPNTTLOTOMGETE AAAA QAPLAKO, AKOO KO AVTA TOL dEV Gag £xovv xopnynoel pe cuvtayn.

To Viva vvdvaletal cuvHOG KaAd e Ta TEPIOTOTEPA PAPLLAKOL.

Kamou PLLOKO UTOPEL VO SNULOVPYHCOVY TPOPANUATO, KUPIMG LLE TO:

- OPappaka pe virpikd yuo tn otnBayyn 1 36teg povoletdiov Tov aldtov, 6mmg To Vitpddeg apdito. H
AMYM aVTOV TOV QopRaKoVY pe To Vivanza o pmopodoe vo ennpedosl cofapd TNV apTnpLoKT] GOG
migon.

- Ddappoka yo ) Oepaneio tov appuiuidy, 6nmg n quinidine, procainamide, amiodarone 1 sotalol

- Ritonavir 1| indinavir, ¢dppoxa yio Tov 16 tov AIDS.

- Ketoconazole 1 itraconazole, ovTIHOKNTIOGTKA GAPLLOKOL

- EpvBpopvkivn, 1 khapBopvkivn, paxporidia aviiflotikd

- A-avacTtoleic, évag TOTOg PApPUAKOL TOV YPNCIHOTOLELTAL Y10, TN Ogpameia TG VYNANG APTNPLOKNG
mieong kat g peyébuvong Tov mpoatdn (g kalondyg vaepmlaoios Tov mpoaTaTy).

- Piocryovdtn
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Mn ypnowonoteite ta Vivanza emikoAvppévo pe AETTo vuévio d1okio 68 GLVOVAGUO LLE OTOLUONTTOTE GAAN
Oepameio yio T oTLTIKY duoAerTovpyia, copneptiapupavousveoy tov Vivanza dlacrelpduevo 6To oTOU
dlokia.

To Vivanza pg Tpo@Eg TOTA KO 0OLVOTTVELHATMOT)

- Mropeite va Adfete To Vivanza pe 1 yopic eoynto — aAld Kotd Tpotiunon oyt uetd amd Eva Papd 7
VYNANG TEPLEKTIKOTNTAG G€ Amapd yev Lo, KabdG avtd pmopel vo kabvuatepioetl Ty enidpaon.

- Mnv mivete youd yKpémepovt 6Tav yprolLonoteite To Vivanza. Mropel va mapéupet otn
ouVNOIGHEVT OPAGT TOV POPLLAKOV.

- Ta 0Ak00A0VY 0 TOTA UITOPEL VO EMOEVAOCOVV TIC SVGKOAIEG GTVGNG.

, , \
Kbnon ko Onhaopog o‘\~
To Vivanza dev givat yio xprion oo YUVOIKeG. O@\
00 yNoN Kot XEPLGPUOS POV LETOV . OA
To Vivanza propet vo mpokarécel oe opiopéveg avBpamovg (dAn 1 va ennpedost T aon tovg. Edv
alc0dveote {aAn, 1 €dv €xel ETNpPeacTel 1 OpOoT) GOG PETA TN Aqyn Tov Vivanza K oomyeite M yepileote
OTOLOONTOTE EPYAAELDL 1] UMY OV LLOLTAL. )

o
S

3. og va mapere To Vivanza °

o
[Tavtote va maipvete 1o EAPUAKO ALTO aVOTNPE COLPOVA LLE nb@nyiszg oV YTpoV cag. Edv éyete
apPPOAES, pPOTAGTE TO YIATPO 1 TO POPLOKOTOLO coc. H Gvé@rwuavn doon givar 10 mg.

[Tapete éva diokio Vivanza mepinov 25 €wg 60 Aemtd 7;@\?%1] 6eE0VOMKTN dpaotnpldtnTa. Me T
0e£0VOMKT O1EYEPGT), LTOPEL VO EXITVYETE Uil 6TOGT OTOLUONTOTE GTIYUN HETOED 25 AEMTAOV KOl TEGGAPOV
LE TEVTE @POV PETA T Ay Tov Vivanza. O

- Koartamieite £va diokio pe éva ToTnpL vep; 0

Mnyv ntaipvete To Vivanza smkolvppéve e Lentéd vpévio owokio poli pe kamowo GAAN LOPOT TOV
Vivanza. 6\0
N

Mnyv naipvete 10 Vivanza TEPLGGOTEPO amd pio eopd v NUEPOL.

Evnuepmdote 10 yiatpd by Yopilete 6t 1 dpdon Tov Vivanza givat ToAd 1oyvpn 1 ToAD advvarn. Avtdg
oWTH PUTOPEL VoL GUGTAGENOALOYY G EVOALOKTIKT popen Tov vardenafil pe Stapopetiky S6om, e&aptdpevn
a6 10 TOGO KAAG kséﬁvpysi TO (PAPLOKO Y10 EGAG.

Edv mapete p%ﬁﬁrspn 0661 Vivanza a6 tTnv Kavoviky

GlUOTO10VV TTEPIGGOTEPO Vivanza omd 0,1t Bu Empene pumopei va epeovicovy mepIecoTEPEG
avemfopu evépyeleg 1 va Exovv cofapotc mévovg oty mAdtn. Edv ndpete peyalvtepn d6on Vivanza

E&Y EYETE MEPLOCOTEPEG EPMTNGELG GYETIKA LLE TT| YPTOT GLTOV TOL PAPUAKOV, POTNOGTE TO Y10TPO 1) TO
QUPUAKOTOLO GOG.
4. MOavéc avemOBOuNTES EVEPYELEG

Onmg 6A0 T0. pAPLOKA, £TCL KOL AVTO TO PAPUOKO UTOPEL VAL TPOKAAEGEL AVETIOVUNTEG EVEPYEIESG, OV KOl OEV
napovotdlovral oe GA0VG TOVG avOpdTovg. Ot TEPIEGOTEPES avemBuUNTEG EVEPYELES glval NTieg N LETPLEG.

"Exel mapovoiaotel o€ acbevelg pepiky, awevidia, Tpocmptvi) 1 LOVIUN peimon 1 andAEl OpooNG o€ £va M
Kot 6T S0 pPATIo. XTOUATAOTE Vo ToipveTte To Vivanza Kol ETKOWVMVIAGTE UE TO YI0TPO GOg AUECOG.
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"Exet avaeepbel aupvidia peimon 1 amdAgl TG OKONG.

[epmtmoeig aipvidiov Bavdatov, ypiRyopov 1 petaforlopevov kapdiakod puopov, kapdlakng TpocPoing,
BopaKikov TOVOL Kot SL0TAPAYDY OTIV EYKEPUAIKT] KUKAOPOpPia (GUUTEPILOUPAVOLEVIC TG TPOCHPLVA
HELOUEVNG POTC OHLOTOC GE LEPT] TOV EYKEPAAOV KOl TNE OLLOPPAYING TOV EYKEPALOV) £xovV avapepOel o
Gvopec mov Aappdvovy vardenafil. Ot TtepiocdTEPOL OO TOVG AVOPEG TOL EUPAVIGAY QVTEG TIG AVETIODUNTES
EVEPYELEG YOV KOPILOKE TPOPARIATA TPV TAPOVY 0VTO TO PApHaKo. Agv gival duvatov va kabopiotel G
avtd Ta cuppdpata oyetiCoviav dueca pe to vardenafil.

H mBavotnta va £yete avemBountn evépyela TEPYPUPETOL OTIC TAPAKATM KOTNYOPiES:

O
IMoA0 cvyvéc: o‘\~
umopet vo emnpedcovy meptocdtepovs and 1 otovg 10 yproteg
- IMovoképaiog

Yoyvég:
&

umopet va enmnpedoovy émg 1 otovg 10 ypnotec
- Z6én

- 'EEaym %
- BovAopévn potn 1 kotappon ~\

- Avcneyia

y . \\

Oy sVyvég: OQ

umopet va ennpedoovy émg 1 otovg 100 yproteg Q

- [pné&po tov déppatog kot Tov PAEVVOYOVOL, CUUTEPIRAUPAVOLLEVOD TOV TPNGUEVOL TPOGMTOV,
YEWMDV 1] TOL AApLYYO. )

- Alotapoyn Tov VITVOL 4'

- Movdtacpa Kol ennpeacpuévn aicnon a(p%@o\

- YrvnMoa

- Emdpdoeig oty 0pact, epudpotnta I@y LOTIDV, ETIOPAGELG GTNV OPOCT] T®V YPOUATOV, 0OQOUALLIKOG
OVOG Kot evoyinon, (pmrosvmcergm

- Eppoég, thryyog

- I'pyopor 1 dvvaroi Kapé‘)wu(e@akum

- Avcmvola N

- BovAopévn pot &0

- O&vn avaymyn, Yoosdition, KotMokog Tovog, didppota, EUETog, aicOnua acdévelag (vavtia),
Enpootopuia 6\

- Avénuéva eni Nnatik®v eviOU®V 6TO aipo Gog

- E&avonua, &RV POTNTO TOL SEPHOTOG

- IT6vog (skn AdTN 1 LiKdg TOVOG, aENCT 61O aipla vog Puikob evidpov (kpeotiviky pwopokivaon),

pot Kopyriol

- Haﬁiuwsg GTUGELS
- IQ? ovyio

&
Zﬁvwg:
umopet va emnpedoovy £mg 1 otovg 1.000 yprioteg
- DLeypovn TV potiov (emimepukitioon)
- Alhepyn avtidpaon
- Ayxog
- Aurobopia
- Apvnoia
- Xracpol
- AvEnuévn mieon oto patia (Ylavkwua), ovénuévn dakpvppota,
- Emdpdoeig oty kapdid (0rmg Kapdlakn tpocBoin, aAlayr Tov kapdiakod pubuod 1 atnlayyn)
- Yynn 1 xaunAn apmmprokn mieon
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- Pwoppayia

- Enidpaon ota amoteléonata Tov eEETAGEDV OLOTOC Y10 TOV EAEYYO TNG NTOTIKNAG AEITOVPYIOG
- Evawebnoio tov 8éppatog 6to NAOKO Qg

- Enddvveg otdoelc

- BOwpokikd dAyog

- IIpocwpivd peudpévn pon aipatoc o€ LEPN TOL EYKEPAAOL

oAd omavieg )| pn yvootéc:
umopet vo emnpedcsovy Aryotepo and 1 otovg 10.000 yprioteg N n suyvotnta dev umopet va ektiun el and to
Swobéotpa dedopéva

- Aipa oto ovpa (Aratovpic) J
- Awoppayia 6to méog o‘\“
- Hopovoia aipatog 610 onéppa (Ainatoorepuio) @\
- Awvidiog Bavatog S
- Awoppayio oTov £YKEQOAO . @OA

&

Ava@opd avemBOunTmv gvepystdv N
Edv mapoatnproete Kamoto avemBOunTn evEpyELd, EVILEPMDGTE TOV YUTPO, GQLQQDI(') oYOEL KOt Yo KaOe
mOoV OVETIOOLN TN EVEPYELDL TTOV OEV OVAPEPETOL GTO TAPOV GUALO oﬁnylcb\lf&pﬁcsng. Mmropeite eniong va
avaQépeTe avembvunteg evépyeleg anevbeiag, Léow Tov BviKob cLaTY G OVOUPOPEG TTOV AVALYPAOETAL
oto Hapdpmuo V. Mécw g avagopdg avemBduntmv evepyelmv prnopeite va fondnocete otn cuAioyn
TEPICCOTEPOV TATPOPOPLAV GYETIKA LUE TNV ACPAAELN TOV nap()vu{ pudiov.

5. Mog va puidooete To Vivanza &O

)

To @dppoako avtd TPETEL VO, PUAACCETOL GE LEPT] TTOV 33}5‘%0 PAEmovv Ko dgv 10 POAVOLY TO TOUd1AL.

No un ypnoyLonoieite ovtd T0 PAPUUKO HETA TVAREPOUNViL AENG, TOL OVAPEPETUL GTNV ETICNLOVOT)
peta  ‘AHEH’ 1 ‘EXP’. H nuepounvia M]&% vai 1) TelevTaio LEPO TOV UNVOL TTOV OVOPEPETOL EKEL.
Mnv ztetdite APLOKO GTO VEPO TNG OO '@%g 1M ota okovTidia. Pothote Tov poprakonold cog yio To
TOG VoL TETAEETE TAL PAPLLOAKO TTOV OEV ﬁcmonms{ra ma. Avtd ta pétpa Ba fondncovv oty Tpoctacio
oV TTEPIPAALOVTOC. o
, N , ,
6. Hepreyopeva e m)QQvuowg Kol AOWTéC TANpOQoOpies
st

T epréyel To Vivanza-\
- H 8paoticii ovoig@ivar n vardenafil. Kabe diokio mepiéyet Smg vardenafil (wg hydrochloride)
- Ta drha cucrgﬁd TV dlokimv glvat:

[Muprvog @{o{{'ﬁouz KpooToPdovr), GTEATIKO LOYVIGl0, LUKPOKPVGTAAAMKTY KUTTOPIVY], KOALOELWDEG 0EEid10

TOV TVPLEIPL, GvVdpo.

Enwcgiikoym diokiov: molvaibvriévo yhvkoin 400, vtpopeAdoln, dro&eidio Tov titaviov (E171), o&eidio

tox\y%ﬁpov 111, kitpvo (E172), 0&eidio tov conpov III, gpvbpd (E172).

E@)den T0ov Vivanza kol TepleyOPeva TG CVCKEVUGIOG

To Vivanza 5mg emkaivppéva pe Aento vuévio diokia eival ypOUATOG TOPTOKAAL LE TO V' 6T pid TAELPE
Kol TNV meplektikotTa (5) otnv dAAn mievpd. Ta diokia dratiBeviol oe cuokevacieg epParayiny Tov
nepiEyovv 2, 4, 8, 12 1 20 diokia.

Mmopei va pnv KokAo@opohv OAEG Ol GLGKEVAGTEG.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Kéroyog Adsrog Kvkrhogpopiag ko IMapackevacstiig

Kdroyog adetag xukhopopiog
Bayer AG

51368 Leverkusen

Teppavia

[Mopaockevactig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'eppavia
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INo omoladnmote TANpoPopic. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TopukaAieioTe vo anevbuvieite
GTOV TOTIKO avTmpdsmno Tov Katdyov g Adstag Kukiopopiog.

Belgié/Belgique/Belgien Lietuva

Bayer SA-NV UAB Bayer

Tél/Tel: +32-(0)2-535 63 11 Tel: +370 523 36 868

bnarapus Luxembourg/Luxemburg

Baitep bearapus EOO/] Bayer SA-NV

Ten.: +359 (0)2-424 72 80 Tél/Tel: +32-(0)2-535 63 11

Ceska republika Magyarorszag

Bayer s.r.0. Bayer Hungaria KFT )
Tel: +420 266 101 111 Tel.: +36 14 87-4100 o‘\*
Danmark Malta @\
Bayer A/S Alfred Gera and Sons Ltd. o}
TIf: +45 45 23 50 00 Tel: +35 621 44 62 05 . OA
Deutschland Nederland }q’
Jenapharm GmbH & Co. KG Bayer B.V. \Q

Tel: +49 (0)3641-87 97 444 Tel: +31-(0)297-28 06 6¢ 40

Eesti Norge >

Bayer OU Bayer AS 97\

Tel: +372 655 85 65 TIf: +47-23 13 0 zﬁb

EA\rada Osterreich .

Bayer EAMGg ABEE Bayer AustrigdGes. m. b. H.

TnA: +30 210 61 87 500 Tel: +43 -711 46-0

Espaiia POlS@O

Bayer Hispania S.L. Bayer Sp. z 0.0.

Tel: +34-93-495 65 00 48225723500

France (o\Qortugal

Bayer HealthCare ~0£D Bayer Portugal, Lda.

Tél (N° vert) : +33-(0)800 87 54 54 Q Tel: +351 21 416 42 00

Hrvatska ) Romaénia

Bayer d.o.o. 6\0 SC Bayer SRL.

Tel: + 385-(0)1-6599 900 OQ\ Tel: +40-21-529 59 00

Ireland N Slovenija

Bayer Limited <0 Bayer d. o. o.

Tel: +353 1216 3300 . 3\ Tel: +386 (0)1 58 14 400

Island 6\0 Slovenska republika

Icepharma hf. Q Bayer, spol. s r.o.

Simi: +354-540 8@6‘\ Tel: +421 2-59 21 31 11

Italia \‘l- Suomi/Finland

Bayer S.p.A.O Bayer Oy

Tel: +39 97 81 Puh/Tel: +358-20 785 21

Konp Sverige

NO EM Limited Bayer AB

T@: +35722 48 38 58 Tel: +46 (0)8 580 223 00

Latvija United Kingdom (Northern Ireland)
SIA Bayer Bayer AG

Tel: +371 67 845 563

Tel: +44-(0)118 206 3000

To wapov @vAlo 00NYLOV Yp1ions avaBewpOnke Yo TELEVTOIO POPd 6TIG

Addeg Tyég evuépmoNg

Aemtopepeic TANpoPopies Yo To PAPUOKO avTO gival S100EG1UECETOV SIKTLAKO TOTO Tov Evpmmaicoh
Opyoviopov Gapudkwmv: http://www.ema.europa.eu.
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®YrAo oonYIOV ypiong: [TAnpogopics yia Tov yprioTy

Vivanza 10 mg emkoioppévo pe Aenté vpuévio dokia
vardenafil

AW PaoTe TPOGEKTIKA OLOKANPO TO PVAAO 0ONYLOV YP1ONGS TIPLV UPYIGETE VO YPNCLUOTOLEITE AVTO TO

QPAaPLOKO, O10TL TEPLAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdurdEte avtd TO PUALO 0dNYIOV XpNoms. Towg ypelaotel va to dwPfdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNOTE TO YLOTPO 1] TO PAPLOKOTOLO GOG.

- H cvvtayn yi' awtd 10 gappoko xopnyndnke amokAeloTikd yio 6ag. Agv Tpémel vo SMGETE TO
Ppappako og GAlovg. Mropei va tovg mpokadécel BAaPN, axopa kon otav to onpeio g achiyeidg
ToVG givor id1o LE T, S1KA GOC. o)

- Edv mapatnpnoete kamowa avemBountr evEpyelo, EVILEPDGTE TOV YLOTPO 1 TOV (p(xpuq%&rmé GOC.
AvTO 1oyveL Kot Yo kaOe mhavi] avemBountn vEpyeLn TOL OEV AVOPEPETAL GTO m& @OAAO

0dnydv ypfong. 9
&
T epréyer To Tapov EUALO 00N YLOV: K\
o

1. T eivar To Vivanza kot oo givat 1 ypnor tov (04
2. T npémer va yvopilete Tpv ndpete 10 Vivanza °
3. ITog va Tapete o Vivanza ‘\Q("
4. ITBavég avemBOunTE eVEPYELEG OQ
5. Idacg va puidocete To Vivanza Q
6. [epieydpeva g cvokevaciog Kot AOTES nknpmpo@@

O

NS

1. T givar To Vivanza ko oro givon 1 x%gg 0V

To Vivanza nepiéyet vardenafil, éva uélog HIBg KaTYopiag QopuaKmy Tov ovopdlovial avacTorels g
P®SPOOIEGTEPACTIC TOTTOV 5. Xp1olonoehviol yio T Bepomeio TG GTUTIKNG OVGAEITOVPYING GE EVIALKEG
GVOPES, [110 KATAGTAG 1) OTTOi0. GUVETEETAL SUGKOAIES EMiTEVENG KoL S10THPNOTS GTHONG.

TovAdyiotov €vag aToug déKa d\@ogg &xel TPOPAN U GTO VO ETITVYEL 1] VO SLAULTNPNGEL GTHCT KATOLOL
YPOVIKN Tepiodo. Mmopei va L@pxouv opyaviKol 1 YuyoAoykoi Aoyot, 1 £vag GUVILAGHOG KOl TV dVO.
Onowadnmote Kot €dv eivara aitio, Aoy peTaBoADY GTOVG POG KoL GTA QLOQOPaL oy YEia, OV TAPAUEVEL
KOLVOTIOTIKN noc;érnr6 0TOG GTO TEOC, MOTE VAL TO GKATPOVEL KO VO TO ST PNGEL GKANPO.

To Vivanza Ba ke@%\pyﬁca povo otav Exete epebiotel oeovalikd. Meumvel T dpdcT TOV PLGIKOD
ANUIKOD GTO OO GG, TOV OVASTEALEL TIG 0TV0ELG. To Vivanza emtpénel g o 6TOGN Vo, S1opKECEL
OpKETE Yo 2(33; , MOTE VO, OMOKATPMGETE IKOVOTOMTIKA T1 6eE0VAAIKT dpaSTNPLOTNTO.

oF

2.@0@1 npénel vo, yvopilete Tpw vo wapete To Vivanza

Mnyv ndpete 10 Vivanza

- Y nepintoon oAAepyiag oto vardenafil § o omolodMmote GALO ad TO GVGTATIKA CLTOV TOV
Qopurakov (avapépovtal otny mapdypaeo 6). Ta onueia g aliepyikng avtidpaong, teptiapfavoovy
e&avinuo, kvnopd, TIpnopévo TpPOSMMO N ¥eldlo Kot SuoKOAiD avaTVONG.

- Edv Aappdvete appoko mov mepLEYouV VITPIKA, OTW®G YAVKEPIVN TPVITPIKY Yia T oTnOdyym, N 06teg
povo&eldiov Tov aldTOV, OTTMG TO VITPMOEG AUVAL0. AdpuPdvovtag TovTdOYPOVE QVTH TO QAPUOKO UE
10 Vivanza n aptnplokn cog wieon o propodoe va ennpeactel coPapd.

- Edv Aappdvete ritonavir 1] indinavir, gAapHoKe TOV ¥PNGUYLOTOIOVVTAL Y10l TV OVTILETMTION
AodEEDV amd ToV TOV 10 NG avOpaTvng avocoavendpkelag (HIV).

- Edv elote mavo and 75 etdv kot Aappavete ketoconazole 1 itraconazole, avTiluknTIOoUKG GAppHLOKO
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- Edv €yete coPapd kapdiako 1 Nrotikd Tpofinue

- Edv vmoPaiieote o veppikn kabapon

- Edv éyete mpdopota Tabel eYKePAAIKO ETEIGOII0 1} KOPOIOKT TPOGPOAN

- Edv &yete N elyote younin aptnploxn migon

- Edv 1 owoyéveld cag £xel 10TOPIKO EKPLAICTIKGOV TABNCEDV TOV LATIOV (OTTMG M| ueAaypwaotikh
oupipinorposidonaleion)

- Eav giyate moté mdOnon mov va cvopmepriopfavel andieia g opaong eEartiag PAAPNG oto onTIKO
VEVPO OO OVETOLPKY| TALPOYN GLILOTOS, YVOGTN MG [T ApTNPITIOKT TPOSHIN IGYOLULIKT) OTTTIKY|
vevpondBeio, (NAION)

- Edv Aappdavete procstyovdrrn. Avtd T0 GAPLOKO YPNGIUOTOLEITOL Yo TN Oepameio TG TVEVUOVIKNG
apmpakhg vEptaong (Sniadh, Tvevpovikh vIEépTacn) Kot yio Ty xpovia Bpopfoepforikriyy
TVELLLOVIKT] VITEPTOOT (dNAOT, dEVTEPOTAONG TVEVLOVIKT VTTEPTOCT AOY® BpOUPmONG). %!
avaotoreis poopodieotepdong 5 (PDES), omwg o Vivanza éxovv deifet pia abéEnon o VIOTACIKY
dpdon avtov Tov Papudiov. Eqv Aapfdavetol ptoctyovdtn 1 dev giote ciyovpot svlu (MOTE TO

Y1Tpd GOC. . @O
, , &
IIpogidomonoelg Ko TPOPLAGEELG

AmevBuvBeite 670 y1aTpo 1 TO POPLOKOTOL0 GOG TPoToD TapeTe To Vivanza. | \40\
)

IIpocééte wWraitepa pe 1o Vivanza (04

- Edv éxete mpoPfinquata pe v Kopdid. Mropel va givon emkivd \f@yw €00G va kavete o€k,

- Edv vmogépete amd akavovioTOu KOPOKODG TOALOVS (mp@;g'k‘ri oppvBuio) N awd KAmoLo
KANPOVOUIKT Kopdlok acBéveln mov ennpedlet to n?»sm;&%ap&oypd(pn pé cog.

- Edv £yete kdmoto gLOIKY KoTAoTooN TOL ENNPEdlEL TO SR TOV TEOVG. AVTO TEphapPaver
KOTOOTAGELS TOVL ovoudlovtal yovimon, vOGog Tov onie’s Kot ivor Tov GupayyoEd00g
GMOTOG.

- Edv éyete v acBévela Tov propel va Tpoka f%rl’)csmg OV OEV VIOYWPOLV (mpiamioud). Avtd
TEPLOUPAVEL T1) OPETOVOKVTTOPIKN avatu'&?&»anké HLEA®LLOL KOt Agvyopion.

- Edv éyete éhkog otopdyov (eniong ovouglston yaorpixo M| mentikd EAKOQ).

- Edv éyete apoppaykn dtotapayn (omeg M aLUOPPOPIAIDL).

- Edv ypnowomnoteite kdmoto dAAn Ospomeio yio T dSuoKOAid TG GTVGNG GUUTEPIAAUPOVOUEVOL TOV
Vivanza Siacmeipopeve 6to oTéRordtokia (BA. mopdypapo ‘Alia appoko kot Vivanza’).

- Edv éxete Eapvikn peioon 1 6@@ €10 TNG OPOCNG CTAUATIOTE VO TOPVETE Vivanza Kol EVUEPDOTE
opECMS TO Y1OTPO GG, )

&O
MMowoa ko £égnpor N
To Vivanza dgv mpoopil&sel yio yprion omo mondid 1 epPoug kétm tov 18 e1dv.

e N

Alha @appoxo kg Vivanza

Evnuepmote 1o qratpd 1 T0 QOPLOKOTOLO GOG EAV YPNCLLOTOLELTE, £XETE TPOGPATO YPTCLLOTOGEL 1)

Umopel vo Y pTIHOTOMCETE GALD QAPHOK, KOO Kol aVTA TOV dev oag Exouv yopnynbei pe cuvtayn.

To Viva vvdvaletal cuviBG KaAd LE Ta TEPIOTOTEPA PAPLLAKO.

Kamou PLLOKO UTOPEL VO SNULOVPYACOVY TPOPANLATO, KUPIMG LE TOL:

- OyPappoka pe virpikd yuo T otnBayym 1 6teg povoletdiov Tov aldtov, dnmg To Vitpddeg apdito. H
AMYM aVTOV TOV QoppaKoVv pe To Vivanza o pmopodoe vo ennpedosl cofapd TNV apTNPLOKT GOG
migon.

- Ddappoka yo ) Oepaneio tov appuiuidy, 6nmg n quinidine, procainamide, amiodarone 1 sotalol

- Ritonavir 1] indinavir, ¢dppoxa yio Tov 10 tov AIDS.

- Ketoconazole 1 itraconazole, ovTIHOKNTIOGTIKA GAPLLOKOL

- EpvBpopvkivn, 1 khapBopvkivny, paxporidia avtiflotikd

- A-avacTtoleic, évag TOmog PapUAKoL TOL YpNCIHOTOLEiTaL Y10, TN Ogpameio TG VYNANG APTNPLOKNG
mieong kat g peyébuvong Tov mpootdtn (og kalondyg vaepmlaoios T0v TOTTOTH)

- Plocryovdtn
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Mn ypnowonoteite ta Vivanza emikoAvppévo pe Aento vuévio d1okia 68 GLVOVAGUO [LE OTOLUONTTOTE GAAN
Oepameio yio T oTLTIKY ducAErToLpYia, cvpmeptiapBavouivey tov Vivanza dlacrelpduevo 6To 6TOUO
dlokia.

To Vivanza pg Tpo@£g TOTA KO OLVOTVEVLATMOON

- Mropeite va Adfete To Vivanza pe 1 yopic eoynto — aAld Kotd tpotiunon oyt petd and Eva Papd 1
VYNANG TEPLEKTIKOTNTAG 6€ AMmapd yebpa, kabdg avtd propet va kabvotepnoet ny enidpaon.

- Mnv mivete youd ykpéumepovt 6tav yprnolLonoteite to Vivanza. Mropel va mapépupet otn
ocvvnbiepuévn dpdon Tov eapudkov.

- Ta 0Ako0AobY0 TOTA LWTOPEL VO EMOEIVAOCOVV TIG SVGKOAIEG GTOONC.

, , \
Kinon ka1 Onioopog o‘\~
To Vivanza dgev givat yio ypfon Ao YOVOIKeS. O@\
001 ynon Kot YEPLGUOS PN UV LETOV . OA
To Vivanza pumopet vo mpokarécel o€ opiopéveg avBpamovg (dAn 1 va ennpedost T aon tovg. Edv
alc0dveote {aAn, 1 €dv €xel ETNPeNcTEL 1| OpOCT) GOG HETA TN AQWn Tov Vivanza K odnyeite M yepileote
OTOLOONTOTE EPYAAELD 1) UMY OV LLOLTCL. )

o
S

3. Mg va mapete To Vivanza o)

o
[Tavtote va maipvete 1o EEPUAKO AVTO QVOTNPE COLPOVA LLE ub@nyigg TOV Y10TpOoV cag. Edv €xete
aUPPOAES, PMTAGTE TO YIATPO 1 TO POPLOKOTOLO Gog . H GDO@w')usvn doon givar 10 mg.

[Tapete éva diokio Vivanza mepinov 25 €wg 60 Aemtd @Pm 6eE0VOMKT dpaoTtnpldtnTa. Me T
ceovaMKT O1EYEPGT), UTOPEL VO, EXITVYETE UI0 GTOOT, OTOIONTOTE GTIYUN UETAED 25 AETTMV Kol TEGGUP®V
Le TEVTE MPMOV UETA TN Ay tov Vivanza. O

- Koartamieite £va diokio pe éva motnpt vspéb

Mnyv ntaipvete To Vivanza smkolvppéve e Lentd vpévio owokio poli pe kamowo GAAN LOPOT TOV
Vivanza. 6\0
N

Mnyv naipvete 10 Vivanza TEPLGGOTEPO amd pio eopd v NUEPOL.

Evnuepmote 10 yiatpd by Yopilete 6t 1 6pdon Tov Vivanza givar ToAd 1oyvpn 1 ToAD advvarn. Avtdg 1
oWTH PUTOPEL VoL GUGTAGENIALOYY G EVOALOKTIKT Hopen Tov vardenafil pe Stapopetiky d6om, e€aptdpevn
a6 T0 TOGO KAAG X%vaysi TO (PAPLOKO Y10 EGAG.

Eév mapete psﬁbm')rspn 0601 Vivanza oo tTnv KOvoviky

e

GlUOTO10VV TTEPIGGOTEPO Vivanza omd 0,11 Bu Empene pumopei va eLeovicovy mepIocOTEPEG
avemfopu evépyeleg 1 va Exovv coPapotc mévovg oty mAdTn. Edv mdpete peyoivtepn do6on Vivanza

E&Y EXETE MEPLOCOTEPEG EPMTNGELG GYETIKA LLE TT] YPTOT CVTOV TOL PAPUAKOV, POTNGTE TO Y10TPO 1) TO
(POPLOKOTOLO GOG.
4. MOavéic avemOOpNTES EVEPYELEG

Onmg 6Aa Ta eAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIODUNTEC EVEPYELES, OV Kol OEV
napovotdlovral oe OAOVG TOVG avOpdToLS. Ot TEPIEGOTEPES avemBoUNTES EVEPYELES glval NTIeg N LETPLEG.

"Eyel mapovoiactel og acbeveig pepikn, aupvidia, Tpocmptvi) 1 uOVIUN peimon 1 andAela 0poong o€ £va i
Kot 6T OO pATIo. XTOUATHOTE Vo ToipveTte To Vivanza Kot ETKOWVMVIGTE UE TO YI0TPO GOG OUESOG.
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"Exet avapepbel arpvidia peimon 1 amdAg TG 0KONG.

[epmtmoeig aipvidtov Bavdatov, ypRyopov 1 peTafordopevov kapdiakod puopov, kapdlakng TpocPoing,
BopaKikov TOVOL Kol SL0TAPAYDY OTIV EYKEPUAIKT] KUKAOPOPia (GUUTEPILOUPAVOLEVIC TG TPOCOPIVA
HELOUEVNG PONG OHLOTOC GE LEPT] TOV EYKEPAAOV KOl TNE OLOPPAYING TOV EYKEPALOV) £xovV avapepOel o
Gvopec mov Aappdvovv vardenafil. Ol epiocdTEPOL GO TOVG GVOPES TOV EUPAVICAY OVTEG TIC UVETIOVUNTES
EVEPYELEG YOV KOPILOKE TPOPARATA TPV TAPOVY OVTO TO PAPHaKo. Agv gival duvatov va kKabopiotel eGv
avtd Ta cupPdpata oyetiCoviav dueca pe o vardenafil.

H mBavotnta va £yete avemBountn evépyela TEPYPUPETOL OTIC TAPAKATM KOTNYOPIES:

O
oAb cvyvéc: o‘\~
umopet vo emnpedcovy meptocdtepovs and 1 otovg 10 yproteg
- ITovoképarog

Yoyvég:
&

umopet va ennpedoovy émg 1 otovg 10 ypnotec
- Z6n

- EEaym %
- BovAmpéyn potn 1 Kotappon ~\

- Avoneyia

p . \\

Oy suyvég: OQ

umopet va ennpedoovy émg 1 otovg 100 yproteg Q

- [pné&po tov déppatog kat Tov PAEVVOYOVOL, CUUTEPRAUPAVOLLEVOV TOV TPNGUEVOL TPOGMTOV,
YEWMDV 1] TOL AApLYYO. )

- Alotapoyn Tov VITVOU 4'

- Movdtaca Kol Ennpeacpévn aioctnon a(p%@o\

- YrvnMa

- Emdpdoeig oty 6pact, epudpotnta I@y LOTIDV, ETIOPAGELG GTNV OPOCT] TOV YPOUATOV, OQOUALLIKOG
TOVOG Kot evoyinon, @mrosvmc@rgfy

- Eppoég, ihryyog

- I'pyopor 1 dvvaroi Kap&aKe@akum

- Avcmvola N

- BovAopévn pot &0

- O&vn avaymyn, Yoosdition, KotMokog Tovog, didppota, EUETOS, aicOnua acdévelag (vavtia),
Enpootopuia 6\

- Avénuéva eni Nnatik®V ev{OU®V 6TO aipo Gog

- E&avOnua, &RV POTNTA TOL SEPHOTOG

- IT6vog (skn AGTN 1 LOiKOG TOVOG, aBENGCT 0T0 aipla gvog Puikob evibpov (kpeotiviky pwopokivaon),

poiK Kopyriol

- Haﬁpsvsg GTUGELS
- K? ovyia

&
Zﬁvwg:
umopet va enmnpedoovy mg 1 otovg 1.000 yprioteg
- Dreypovn TV poToV (emimepukition)
- Alkepyn avtidpaon
- Ayxog
- Awobopia
- Apvnoia
- Xracpol
- AvEnuévn mieon oto patia (Ylavkwue), aoénuévn dakpvppota,
- Emdpdoeig oty kapdid (0nmg Kapdlakn tpocBoin, aAlayr Tov kapdiakod pubuod 1 atnbayyn)
- Yynn 1 xaunAn apmmprokn mieon
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- Pwoppayia

- Enidpaon ota amoteléonata Tov eEETAGEDV OLOTOC Y100 TOV EAEYYO TNG NTOTIKNAG AEITOVPYIOG
- EvoioOnoia tov déppatog 6to nAokd gog

- Enddvveg otdoeic

- BOwpokikd dAyog

- IIpocwpivi petmpévn pon ailatoc o€ LEPT TOL EYKEPAAOL

oAd omavieg )| pn yvootéc:
umopet vo emnpedcovy Aryotepo and 1 otovg 10.000 yprioteg 1 n suyvotnta dev umopel va ekTiun el and to
drabéoipa dedopéva

- Aipa oto ovpa (Auatovpic) J
- Awoppayia 6to méog o‘\“
- Hopovcia aipatog 610 onéppa (Aiparoorepuio) @\
- Awvidiog Bavatog S
- Awoppayio oTov £YKEQOAO . @OA

&

AvaQopd avemOounTOV gvepyELdV N
Edv mapoatnpioete Kamoto avemBOunTn evépyeia, EVIEPMDOTE TOV YATPO, GQLQQDI(') oYOEL KOt Yo KaOe
mOoV OVETIOOUN TN EVEPYELDL TTOV OEV OVAPEPETOL GTO TAPOV PUALO oﬁnylcb\lf&pﬁcsng. Mmropeite eniong va
avaQépeTe avembvunteg evépyeleg anevbeiog, Léow Tov BviKob cLaT G OVOUPOPEG TTOV AVaLYPAPETOL
oto Hapdpmua V. Mécw g avagopdg avemBduntmv evepyeldv prnopeite va fondnoete otn cuAioyn
TEPICCOTEPOV TATPOPOPLAV GYETIKA LLE TNV ACPAAELN TOV nap()vr({ pudiov.

)

R

To @dppoako avtd TPETEL VO, PUAACCETOL GE LLEPT] TTOV 355‘%0 PAEmovv Ko dgv 10 POAGVOLY TO TOUd1AL.

5.  T®g va gvrdocste 10 Vivanza

No un gpnoyonoleite ovtd T0 PAPUIKO HETA TVAREPOUNVIC AENC TOV OVOQEPETOL OTNV ETICTLLOVOT

peta  ‘AHEH’ 1 ‘EXP’. H nuepounvia M]&% vat 1) TelevTaio LEPO TOV UNVOL TTOV OVOPEPETAL EKEL.
N

Mnv TteTdte @aproKa 6To vEPO TNG O0oYETBLONG N 6Ta 6KoLTidl. POTHGTE TOV POPUOKOTO0 GOG Y10 TO

THOG VOL TETAEETE TAL QAP0 TTOV OEV &GIMOTEOISL'TS ma. Avtd ta pétpa Ba fondncovv oty Tpoctacio

oV TTEPIPAALOVTOC. o

6. Ieprgyodpeva g m)cm;@?ciug Kol LowéC AN poQopies
S
Tv epréyel To Vivanza-\
- H dpactikn og@c givon n vardenafil. KéOe dioxio mepiéyet 10mg vardenafil (wg hydrochloride)
- Ta dAAa 6 TIKA TOV dtokiov givatl:
Hupﬁvax&ldou: KPOooToP1d0VT), GTEATIKO LOYVIIGl0, LUKPOKPVGTAAAKTY KUTTOPIVY], KOALOELDEG
0&eid1eyov mopttiov, dvudpo.
EnrusgXAvyn diokiov: moAvaiBvAévo yAvkoin 400, vepouedholn, dro&eidio Tov titaviov (E171),
10 Tov adnpov III, xitpwvo (E172), o&eidio Tov cidnpov 11, epvdpd (E172).

Eﬂ)éwwn Tov Vivanza kol TepleyOPeVe. TG CVCKEVOOIOG

To Vivanza 10mg gmucoloppéva pe Aentd vpuévio diokio elvat ypdUATOG TOPTOKAAL LUE TO V' 0T Hid
mAevpa Kot TV meplektikdtTa (10) oty AAAN mAevpd. Ta diokia datiBevtal oe cuokevacieg epuPforayimv
mov mepEyovy 2, 4, 8, 12 1§ 20 diokia.

Mmnopei va pnv Kokho@opobv OAEG Ol GUGKEVOGIEG.
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Kéroyog Adsrog Kvkrhogpopiag ko IMapackevaostiig

Kdroyog adetag xukhopopiog
Bayer AG

51368 Leverkusen

Teppavia

[Hopaockevactig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'eppavia
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Mo omoladnmote TANpoPopic. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TopakaAieioTe vo anevbuvieite
07OV TOTIKO avTmpdsmno Tov Katdyov g Adstag Kvkiopopiog.

Belgié/Belgique/Belgien Lietuva

Bayer SA-NV UAB Bayer

Tél/Tel : +32-(0)2-535 63 11 Tel: +370 523 36 868

bnarapus Luxembourg/Luxemburg

Baitep brarapus EOO/] Bayer SA-NV

Ten.: +359-(0)2-424 72 80 Tél/Tel: +32-(0)2-535 63 11

Ceska republika Magyarorszag

Bayer s.r.0. Bayer Hungaria KFT )
Tel: +420 266 101 111 Tel.: +36 14 87-4100 o‘\~
Danmark Malta @\
Bayer A/S Alfred Gera and Sons Ltd. o}
TIf: +45 45 23 50 00 Tel: +35 621 44 62 05 . OA
Deutschland Nederland }q’
Jenapharm GmbH & Co. KG Bayer B.V. \Q

Tel: +49 (0)3641-87 97 444 Tel: +31-(0)297-28 06 6¢ 40

Eesti Norge o

Bayer OU Bayer AS 97\

Tel: +372 655 85 65 TIf: +47-23 13 0 zﬁh

EA\rada Osterreich .

Bayer EAMGg ABEE Bayer AustrigdGes. m. b. H.

TnA: +30 210 61 87 500 Tel: +43 -711 46-0

Espaiia POlS@O

Bayer Hispania S.L. Bayer Sp. Z o.0.

Tel: +34-93-495 65 00 TdE: +48 22 572 35 00

France (o\Qortugal

Bayer HealthCare ~0£D Bayer Portugal, Lda.

Tél (N° vert) : +33-(0)800 87 54 54 Q Tel: +351 21 416 42 00

Hrvatska ) Romainia

Bayer d.o.o. 6\0 SC Bayer SRL.

Tel: + 385-(0)1-6599 900 OQ\ Tel: +40-21-529 59 00

Ireland ) Slovenija

Bayer Limited <0 Bayer d. o. o.

Tel: +353 1216 3300 . 3\ Tel: +386 (0)1 58 14 400

Island 6\0 Slovenska republika

Icepharma hf. Q Bayer, spol. S r.o.

Simi: +354-540 8@6‘\ Tel: +421 2-59 21 31 11

Italia \‘l- Suomi/Finland

Bayer S.p.A.O Bayer Oy

Tel: +39 97 81 Puh/Tel: +358-20 785 21

Konp Sverige

NO EM Limited Bayer AB

T@: +35722 48 38 58 Tel: +46 (0)8 580 223 00

Latvija United Kingdom (Northern Ireland)
SIA Bayer Bayer AG

Tel: +371 67 845 563

Tel: +44-(0)118 206 3000

To wapov @vAlo 00NYLOV Yp1oNs avaBewpnOnke Yo TELEVTOIO POPd 6TIG

Addreg Tyég evuépmong

Aentopepeic mAnpopopieg yio To eappoko avtd eival d108éaipeg oTov dikTvakd T0mo Tov Evpomaikol
Opyaviopov @apudxmv: http://www.ema.europa.eu.
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®YrAo oonYIOV ypiong: [TAnpogopics yia Tov yprioTy

Vivanza 20 mg gemkoioppévo pge Aentd vpuévio dwokio
vardenafil

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONG TIPLV UPYIGETE VO YPNCLUOTOLEITE AVTO TO

QPAaPLOKO, O10TL TEPLAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdourdEte avtd TO0 PUALO 0dNYIDV XpRoms. Towg ypetaotel va to dwfdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNOTE TO Y1OTPO 1] TO PAPUOKOTOLO GOGC.

- H cvvtayn yi’ avtd 10 gappoko xopnyndnke amokAeloTikd yio 6ag. Ag v TPENEL VO, SDCETE TO
Pappako og GAlovg. Mropei va tovg mpokodécel BAaPN, akopa kon otav to onpeio g achéyeidg
ToVG givot 1010 LE T, O1KA GOC. o)

- Edv mapatnpnoete kamowa avemBOuntn evépyelo, EVLEPDGTE TOV YLOTPO 1 TOV (p(xpuq%&tou') GOG.
AVTO 1oyveL Kot Yo kaOe mhavi| avemBountrn vEpyELn TOL OEV AVOPEPETAL GTO n(& @OAAO

odnydv ypfiong. 9
&
T epréyer To Tapov EUALO 00N YLOV: K\
o

I. T eivar To Vivanza kot oo givat 1 ypnor tov (04
2. T npémer va yvopilete mpv ndpete 1o Vivanza °
3. ITog va Tapete o Vivanza ‘\Q("
4. [TBavég avemBOunTeg evépyeleg OQ
5. Iacg va puidocete To Vivanza Q
6. Ilepeydpeva g cvokevaciog Kot Aoutég nknpmpo\pﬁg@

O

NS

1. T givor To Vivanza ko oo, givon 1 X%Z{}Q T0V

To Vivanza nepiéyet vardenafil, éva péhog HIBG KaTNYOpiag QUpUAK®V TOL OVOHALOVTAL OVACTOAELS TG
P®MSPOOIEGTEPACTC TOTTOV 5. Xpnoyoroehvrol yio T Bepomeio TG OTLTIKNG SOVGAEITOVPYING GE EVIIALKEG
GVIPES, [1L0L KATAGTAGT 1] OTTOi0. GUVETEETOL SUGKOAIES EMTEVLENG KoL S10THPNOTS GTHONG.

TovAdyiotov £vag oToVG HEKA d@?@ &xel TPOPAN U GTO VO, ETITVYEL 1] VO SLULTNPNOEL GTOCT KATOL0L
¥POVIKN Tepiodo. Mmopei va u(@pxouv opyaviKol 1 YuyoAoykoi AdyoL, 1 £vag GLVOVAGHOG KOl TV dVO.
Onowadnmote Ko €dv eivara ontio, AOY® HETAPOADY GTOVG POG KOL GTO AHOPOPOL 0y YEiD OEV TOPAUEVEL
KOLVOTIOTIKN nocérn16 0TOG, GTO TEOG, GTE VO TO CKANPOVEL KO VO TO S1TNPNGEL GKANPO.

To Vivanza Ba ka@%\pyﬁca povo otav Exete epebiotel oeovalikd. Meumvel T SpdcT TOV PLGIKOD
ANUIKOD GTO COR GAG, TOV OVASTEALEL TIG 0TVoELG. To Vivanza emtpénel o€ o 6TOGN Vo, SlapKESEL
OpKETA Yo z»‘q(}lj , MOTE VO, OMOKATPDGETE IKOVOTOMTIKA T1 6eE0VAAIKT dpacTNPLOTNTA.

oF

2.@0@\ apénel vo, yvopilete Tpw vo wapete To Vivanza

Mnv ndpete To Vivanza

- Ye mepintoon oArepyiag oto vardenafil § o omolodMmote GALO ad TO GVGTATIKA CLTOV TOV
Qopurakov (avapépovtal otny mapdypaeo 6). Ta onueia g aliepyikng avtidpaong, teptiapfavoovy
e&avinuo, kvnopd, Tpnopévo TPOS®MO N ¥ElAl0 Kot SUGKOAIN OVOTVOTG.

- Edv Aappdvete gappoko mov mepEYouV VITPIKA, OT®G YAVKEPIVI TPVITPIKY Yo T 6TnOayym, 1 06teg
povo&eldiov Tov aldTOV, OTMG TO VITPMOEG VA0, AdpuPdvovtag ToTOYPOVE QVTH TO PAPUOKO UE
10 Vivanza n aptnplokn cog wieon o propovoe va ennpeactel coPapd.

- Edv Aoufdvete ritonavir 1 indinavir, appoKo wov ¥p1eLoTotoDVIaL Yo TV GVTIHETMOTION
AoGEEDV amd TOV TOV 10 NG avOpamving avocoaverdpketag (HIV).

- Edv elote mavo and 75 etav ko Aappavete ketoconazole 1) itraconazole, ovTiluknTOGIKA GApLLOKOL
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- Edv €yete coPapd kapdiako 1 Nrotikd Tpofinuo

- Edv vmoPaiieote o veppikn kabapon

- Edv éyete mpdopota Tabel eYKEPAAIKO ETEIGOII0 1} KOPOIOKT TPOGPOAN

- Edv &yete N elyote younin aptnploxn migon

- Edv n owoyéveld cag £xel 1I6TOPIKO EKPLAICTIKOV TAONGEDV TOV LATIOV (OTTWOC M) ueAaypwotikh
oupifinorposidonalein)

- Eav giyate moté mdOnon mov va cupmeprlopfavel andieia g opaong eEantiag PAAPNG oto onTIKO
VEVLPO OO AVETOPKN TOPOYN CULOTOC YVOGTH MG U ApTNPLITIOKT] TPOCHIN IGYOUIKT OTTTIKT
vevpondBeia (NAION)

- Edv Aappdavete procstyovdrrn. Avtd T0 @APLOKO YpNCIUOTOLETOL Yia T Oepameio TG TVEVUOVIKNG
apmpakhg vEptaong (dnAadh, Tvevpovikh vépTacn) Kot yio Ty xpovia Bpopfoeuforikriyy
TVEVLLOVIKT] VTEPTOOT (dNAOT], dEVTEPOTAONG TVELLOVIKT VTTEPTOCT AOY® BpOUPmONG). %!
avaotolreis poopodieatepdong 5 (PDES), omwg to Vivanza éxovv deifet pia abéEnon o VIOTACIKY
dpdon avtov Tov Papudiov. Eqv Aapfdavetol ptoctyovdtn 1 dev giote ciyovpot avlu (OTE TO

Y1Tpd GOC. . @O
, , &
IIpogidomounoelg Ko TPOPLAGEELG

AmevBuvBeite 670 y1aTpo 1 TO POPLOKOTOL0 GOG TPoToD TTapeTe To Vivanza. | \40\
)

IIpocééte wWraitepa pe 1o Vivanza (04

- Edv éxete mpoPfinquata pe v Kopdid. Mropel va givon emkivd \f@yla €00G va kavete o€k,

- Edv vmogpépete amd akavovioTOuS KOPOKODG TOALOVE (mp@yg'k‘ri oppvBuio) N awd Kdmoo
KANPOVOUIKT KopdloK acBéveln mov ennpedlet To n?»sm;&%ap&oypd(pn pé cog.

- Edv £yete kdmoto guoikn kotdotoon mov ennpedlet To GYHa Tov Téovg. Avtd mepthapPavet
KOTOOTAGELS TOL ovoudlovtal Yovimon, vdGog Tov onie's Kot ivoor Tov GupayyoEd00g
GMLOTOG.

- Edv éyete v acBévela Tov pmopel va Tpoka f%rl’)cssm_; OV OEV VIOYWPOLV (mpiamioud). Avtd
TEPILOUPAVEL TN OPETOVOKVTTOPIKT avatu'&?&»anké HUEA®LLOL KO Agvyopion.

- Edv &yete éhkog otopdyov (eniong ovouglston yaorpixo M| mentikd EAKoQ).

- Edv éyete apoppaykn dtotapayn (omeg M LUOPPOPIAIDL).

- Edv ypnowomnoteite kdmota dAAn Ospomeio yio T dSucKoAia TG 6TOONG GUUTEPIAAUPOVOUEVOL TOV
Vivanza diomeipdpeva 6to oTopadiokia (PA. mapdypago ‘Alko edppaka kat Vivanza’).

- Edv éxete Eapvikn peiowon 1 6@@ €10 TNG OPOCTG CTAATIOTE VO TOPVETE Vivanza Kol EVUEPDOTE
opECMS TO YLOTPO GG, )

&O
Mowoa ko £éenpor N
To Vivanza dgv mpoopil&sel yio yprion omd mordid 1 eprPoug kétm tov 18 e1dv.

o N

Alha @appoxo kg Vivanza

Evnuepmote 1o otpd 1 T0 QOPLOKOTOLO GOG EAV YPNCLLOTOLELTE, £XETE TPOGPATA PN CLOTOGEL 1)

UTopEl va ¥ pEIHOTOMGETE AALD PAPHOKO, KOO KOl ALTAE TOV Ogv oag ExEl xopnyndel cuvtoyn.

To Viva vvdvaletal cuvilmg KaAd Le To TEPLOTOTEP PAPLLAKL.

Kdamou PLLOKO UTOPEL VO SNULOVPYHCOVY TPOPANLATO, KUPIMG LE TOL:

- OPappoxa pe virpikd yuo T otnBayym 1 6teg povolerdiov Tov aldtov, dnmg To Vitpddeg apdito. H
AMYM avTOV TOV QoppaKov pe To Vivanza 0o pmwopodoe vo ennpedoel cofapd TNV apTnpLoKT] GOG
mieon.

- Ddappoka yo ) Oepaneia tov appuiuidy, 6nmg n quinidine, procainamide, amiodarone 1 sotalol

- Ritonavir 1| indinavir, pdppoxa yio Tov 16 Tov AIDS.

- Ketoconazole 1 itraconazole, ovTIHOKNTIOGIKA GAPLLOKOL

- EpvBpopvkivn, N khapBopvkivn, paxpoAridio avtiflotikd

- A-avaoTtoleic, évag TOmog PapUAKoL TOL YpNCIHoTOLEiTaL Y1, T Bepameia TG VYNANG APTNPLOKNG
mieong kat g peyéBuvong Tov tpoatdtn (oG kalondyg vaepmlaoios Tov ToTTaTh)

- Plocryovdtn
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Mn ypnowonoteite ta Vivanza emikoAvppévo pe Aento vuévio d1okia 6 cLVOVAGUO |Le OTOLUONTTOTE GAAN
Oepameio yio T oTLTIKY ducAErTovpYia, cvopreptiapBavouivoy tov Vivanza dlacrelpduevo 6To oTOUO
dlokia.

To Vivanza pg Tpo@£g TOTE KO OLVOTVEVLATMOON

- Mropeite va Adfete o Vivanza pe 1 yopic eoynto — aAld Kotd Tpotiunon oyt petd omd Eva Papd 1
VYNANG TEPLEKTIKOTNTAG GE Amapd YeO O, KoOMG avTd pmopel vo kabuatepnoel Ty enidpaon.

- Mnv mivete youd ykpéumepovt 6tav ypnoionotétte To Vivanza. Mropel va mapépupet otn
ocvvnbiopuévn dpdon tov apudkov.

- Ta 0Ako0AobY0 TOTH LTOPEL VO EMOEVADOCOVV TIG SVGKOAIEG GTOONC.

, , \
Kinon ka1 Onioopog o‘\~
To Vivanza dgev givat yio ypfon oo YOVOikeg. O@\
001ynon Kot YEPLGPUOS POV LETOV . OA
To Vivanza pumopet vo mpokarécel o€ opiopéveg avBpamovg (dAn 1 va ennpedost T aon tovg. Edv
alc0dveote {aAn, 1 €dv €xel ETNPeNCTEL 1| OpOCT) GOG HETA TN AQYn Tov Vivanza K odnyeite M yepileote
OTMOLOONTOTE EPYAAELD 1] UMY OV LLOLTCL. )

o
S

3. Mg va mapete To Vivanza o)

G
O
[Tavtote va maipvete 1o EEPUOKO AVTO aVoTNPE COLPOVA e nb@nyiszg oV YTpoV cag. Edv éyete
appipories, potiote To YoTpd 1 T0 Pappakomod cog. H cuvi@rmuevn 66on eivar 10 mg.
[Tapete éva diokio Vivanza mepinmov 25 émg 60 Aentd mpv eEovalikn dpaotnplotnTa. Me
ceE0VOMKT O1€YEPOT), LITOPEL VO, EMTOYETE Lo GTVOT), 00NTOTE OTIYUN HeTalD 25 AeNTOV KOl TEGGAPWV
UE TEVTE @POV PETA TN Ay Tov Vivanza. 0{'
- Karameite éva diokio e éva motnptl vepo O
Mnyv naipvete 10 Vivanza gmkaioppévo, p@@sm() vpévio owokia pali pe kamolo GAAN Lopen ToL
Vivanza. )
O
O
Mnyv maipvete 10 Vivanza nspwc%})o oamd pio eopa TV NUEPOL.

Evnuepoote to yrotpd edv vo&@srs ot 1 6pdon Tov Vivanza givar mold 1oyvpn 1§ ToAD advvarr. Avtog 1
VT pUropel vo cLGTNCELOAROYT O EVOAAUKTIKN Hop@T Tov vardenafil pe dtapopetikn| 060m, eEaptdpevn
a6 T0 TOGO KAAG, ksnotfi}a €l TO PAPUIOKO Y10, EGAG.

Edv wapete uaym@%pn 06c1 Vivanza amd tqv Kavoviky

Avdpec mov yp ooV TeplocoTEPO Vivnza and 0,T1 Bo Empene Umopel Vo ELPOVICOVV TEPIGGOTEPES
avemBounTtes FVEPYELEC 1} VA £X0VV GoPapovg TOVoLg oty mAATH. Edv mdpete peyardteprn 66om Vivanza
omd v 6 VIKT EVIULEPDGTE TO YUTPO GOG.

Edw@%rs TMEPLGGOTEPEG EPMTNOELG CYETIKE LLE T YPTOT AVTOV TOV PAPUAKOV, POTNGTE TO Y10TPO 1 TO
(p@uomonmé GOG.
4. MBavig avemBOUNTES EVEPYELES

Onwg 6Ma Ta eapUaKa, £TGL KoL AVTO TO QAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV KL
dev mapovctalovial oe OAOVS ToVg avlpdmovg. Ot mepiocdtepeg avemBOOUNTEG EVEPYELEG EIVAL NTLEG T

pETPLES.

"Exel mapovoiaotel o€ acbevelg pepiky, aevidia, Tpocmptvi) 1 LOVIUN peimon 1 aTdAEW OpOoTG OE £va i)
Kot 6T S0 PATIo. XTOUATAOTE Vo TaipveTte To Vivanza Kol ETKOWVMVIGTE UE TO YI0TPO GOg AUESOG.
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"Exet avapepbel aupvidia peimon 1 ammAgL TNG OKONG.

[epmtmoeig aipvidtov Bavdatov, ypnyopov 1 LeTaforlopevov kapdiakod puopov, kapdlakng TpocPoing,
Oopaxikov TOVOL Kot SL0TAPAYDY OTIV EYKEPUAIKT] KUKAOPOPia (GUUTEPILOUPBAVOLEVIC TG TPOCHPLVA
UELOUEVNG PONC OHLOTOC GE LEPT] TOV EYKEPAAOV KOl TG OLOPPAYING TOV EYKEPAAOV) £xovv avapepbel o
Gvopec mov Aappdvovv vardenafil. Ol epiocdTEPOL GO TOVG GVOPES TOV EUPAVICAY OVTEG TIC UVETIOVUNTES
EVEPYELEG YOV KOPILOKE TPOPARIATA TPV TAPOVY OVTO TO PApHako. Agv gival duvatov va kKabopiotel eav
avtd Ta cuppdpata oyetiloviav dueca pe to vardenafil.

H mBavotnta va £yete avemBountn evépyela TePYPUPETOL OTIC TAPAKATM KOTNYOPIES:

O
oAb cvuyvéc: o‘\~
umopet vo emnpedcovy meplocdtepovs and 1 otovg 10 yproteg
- [Tovoképarog

Yoyvég: X
umopet va ennpedoovy émg 1 otovg 10 ypnotec N\

- Z6n
- 'EEaym %
- BovAmpéyn potn 1 Kotappon ~\

- Avoneyia

p . \\

Oy suyvég: OQ

umopet va enmnpedoovy émg 1 otovg 100 yproteg Q

- IIpn&wo tov déppatog Kot tov Prevvoydvou, cl)pnaplhgﬂiavouévov TOV TPNGHEVOL TPOGAOTOV,
YEWMDV 1] TOL AApLYYO. )

- Awtapoyn Tov VTVOU A\

- Movdacpa kot ennpeacuévn aicinon a(pﬁgo(o\o

- Yavnidoa y

- Emdpdoeig oty opaon, epuhpdna tmyaTIOV, EMBPACELS 6TV 6puoT TOV XPOUATMV, 0pOoAuKg
VoG Kot evoyinon, (pmrosvatcenfs{go

- Eupoéc, tryyog o)

- I'pfiyopor 1 duvatoi Kapdiakol 6@}410{

- Abonvowr N

- Bovlopévn pom &0

- O&vn avaymyn, yootpiida, KoMoKog Tovog, ddppota, EueTog, aioctnua acdévelog (vavtia),
Enpootopia 6\

- Avénuéva sninswnaru«bv ev{dU®V GTO Oipa GOg

- E&avonpa, sm&p()mw TOV OEPLOTOG

- IIbvog G’ETl{ 4™ M Poikog Tovog, avénon oto aipa evog poikov eviOLOV (Kpeativikh pwopokIvaoy),
LLIKT dnexapyio

- H(xp%B LEVEG GTVUGELG

- K yio

ZQ?ESQ:

pmopet va ennpedoovy émg 1 otovg 1.000 yproteg

- Dleypovn TOV LOTIOV (ETITEPVKITION)

- Alkepywn| avtidpaon

- Ayxog

- AuwoBopia

- Apvnoia

- Xmoopol

- Avénuévn mieon ota patia (yAadxwua), ovénuévn dakpdppota
- Emdpdoeic oty kapdid (0mmg kapdiokr TpocBoin, aiiayn Tov kKapdiakod puOuov 1 atybayyn)
- YynAn n xopndn apmpraki wieon
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- Pwoppayia

- Emidpaon ota amoteléopato Tov EETACEMY QILATOG Y10 TOV EAEYYO TNG NAATIKNG AgtTovpyiog
- EvaioOnoia tov 6£ppotoc 610 nAaKd eog

- Enddvveg otdoelg

- Oopokikd dryoc

- IIpocwpwvd petopévn pon aipatog o€ PEPT TOL EYKEPAAOD

oAd omavieg )| pn yvootéc:
umopet va emmpedoovy Ayotepo and 1 otovg 10.000 yprioteg | n cuyvotnta dev pmopel va ektyundet omd ta
dwobéotpa dedopéva

- Aipa ota ovpa (Auatovpic) J
- Awoppayia 6to mEOG o‘\“
- Hopovcia aipatog 610 onéppa (Aipnaroorepuio) @\
- Awvidiog Bavatog S
- Awoppayio oTOoV EYKEQAILO . @OA

&

Ava@opd avemOounToV evepyEtdV N
Edv mapotnpioete Kamoo avemBOpunTn evEpYyELd, EVILEPMDGTE TOV YUTPO, GQLQQDI() LoYVEL KO Yo KaOe
mOovN avemBOUNTN EVEPYELD TTOL OEV OVOPEPETAL GTO TAPOV PVALO oﬁnylw@ﬁcng. Mmropeite eniong va
avaQépPeTe avembvunTeg evépyeleg anevbeiag, Léow Tov BViKob cLaTY G OVOUPOPEG TTOV AVALYPAOETAL
oto Hapdpmua V. Mécw g avagopdg avemBiuntov evepyelmv prnopeite va fondnoete otn cuAioyn
TEPIOCOTEPOV TATPOPOPLAV GYETIKA LLE TNV ACPAAELN TOV nap()vu{ pudiov.

5. Mog va puidooete To Vivanza &O

)

To @dppoako avtd TPETEL VO, PUAACCETOL GE LEPT] TTOV 335‘%0 PAEmovv Ko dgv 10 POGVOVY TO TOUd1AL.

Noa un gpnoyonoleite ovtd T0 PAPUOUKO HETA TVAREPOUNViD AENC TOV AVOQEPETOL GTNV ETICTLLOVOT

petd ™ ‘AHEH’ 1 ‘EXP’. H nuepounvia M]&% vai 1) TeElevTaio LEPO TOV UNVOL TTOV OVOPEPETAL EKEL.
N\

Ta eappoKe, eV TPETEL VOL ATOPPITTOVIALSTO VEPO TG amoYETEVONG | 6TA oKOLTid. Pwthote 10

(POPUOKOTOLO GOG TMG VO TETAEETE oL GRPUOKOL TOV dev yperalovtar mo. Avtd ta pétpa Ba fondnocovv

OTNV TPOGTACIN, TOV napLBdMovrocoé

o
6. Iepreyopeva ™mg g.hcxsnuciag Kol AOUTES TANPOPOPIES
A\
T epréyet To Viva%é%
- Hdpoaotikn 01@1' elvaw ) vardenafil. KaOe diokio mepiéyel 20mg vardenafil (og hydrochloride)
- Tadhoo Q&'omKd TV dokiov etvat:
Moupvagdickiov: Kpoomofdovn, OTEATIKO LOYVIO10, LIKPOKPVGTUAMKT KUTTOPIVY, KOAAOEIDESG
0&eid1ex0v Tupttiov, dvudpo.
En Avym dtokiov: moAvatBvAévo YAvkoAn 400, vepouelidln, 610&eidio Tov titaviov (E171), o&eidio
@Q odnpov 1, xitpwvo (E172), o&eidio Tov cudnpov 111, epubpd (E172).

Ep@évion tov Vivanza ko mepieydpeva g 6uokevaciog

To Vivanza 20mg emukoivppéva pe ATt LEVIO dloKia Elval ¥pMUATOG TOPTOKAAL LE TO V' OTY L1
TAevpa Kot Ty weplektikotnTe (20) otV GAAN TAgvpd. Ta diokia diatifevtal o cuokevaciec euforayinv
mov mepEyovy 2, 4, 8, 12 1} 20 diokia.

Mmopei va unv KokAo@opohv OAEG Ol GLCKEVAGIEG.
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Kéroyog Adsrog Kvkrhogpopiag ko IMapackevacstiig

Kdroyog adetag xukhopopiog
Bayer AG

51368 Leverkusen

Teppavia

[Hopaockevactig
Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'eppavia

70



INo omoladnmote TANpoPoOpic. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TopakaAieioTe vo anevbuvieite
GTOV TOTIKO avTmpdsmno Tov Katdyov g Adstag Kukiopopiog.

Belgié/Belgique/Belgien

Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11

bbarapus

Baitep bearapus EOO/]

Ten.: +359-(0)2-424 72 80

Ceska republika

Bayer s.r.0.

Tel: +420 266 101 111

Danmark

Bayer A/S

TIf: +45 45 23 50 00

Deutschland

Jenapharm GmbH & Co. KG

Tel: +49 (0)3641-87 97 444

Eesti

Bayer OU

Tel: +372 655 85 65

EA\rada

Bayer EAAGg ABEE

TnA: +30 210 61 87 500

Espaiia

Bayer Hispania S.L.

Tel: +34-93-495 65 00

France

Bayer HealthCare o
Tél (N° vert) : +33-(0)800 87 54 54 Q
Hrvatska )
Bayer d.o.o. O\
Tel: +385-(0)1-6599 900
Ireland )
Bayer Limited <0
Tel: +353 12163300 . -\
island 6\0
Icepharma hf. Q
Simi: +354-540 8@6‘\
Italia \‘l'

Bayer S.p.A.O

Tel: +39 97 81

Kvonp

NO EM Limited

THAN: +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 Hungaria KFT p
Tel.: +36 14 87-4100
Malta Q/\
Alfred Gera and Sons Ltd. o)
Tel: +35 621 44 62 05 O
Nederland v

Bayer B.V. N
Tel: +31-(0)297-28 06 66 \©
Norge >
Bayer AS 97\

TIf: +47-23 13 05 00
Osterreich « ¢

Bayer AustrigdGes. m. b. H.
Tel: +43 -711 46-0

POlS@O
BayerSp. z 0.0.

4822 572 3500

(o\Qortugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Romania

SC Bayer SRL.

Tel: +40-21-529 59 00
Slovenija

Bayer d. 0. o.

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 (Northern Ireland)
Bayer AG

Tel: +44-(0)118 206 3000

To mwapov @vAlo 00NYLOV Yp1ions avaBcwpOnke Y10 TELEVTOIO POPd 6TIG

Adreg TYég evuépmONS

Aentopepeic mAnpopopieg yia To eappoko avtd gival d1a8éoipeg oTov dikTvakd 1010 ToVv Evpomaikol
Opyavicpov @appdakeov: http://www.ema.europa.eu.
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®YrAo oonYIOV ypiong: [TAnpogopics yia Tov yprioTn

Vivanza 10 mg diokia d106mElpopuEva 6T0 6TON
vardenafil

AW PaoTe TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TIPLV UPYIGETE VU PN CLUOTOLEITE AVTO TO

QPAaPLOKO, O10TL TEPLAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GUG.

- DdourdEte avtd 10 PUALO 0dNYIDV XpRoms. Towg ypetootel va to dwfdcete Eavd.

- Edv éxete mepartépm amopieg, pOTNOTE TO YLOTPO 1 TO PAPHOKOTOLO GOGC.

- H cvvtayn yU' avtd 10 gappoko xopnynonke amokAeloTikd yio 6ag. Agv Tpémel vo SMGETE TO
pappako og GAlovg. Mropei va tovg mpokadécet BAAPN, axopa kon otav to onpeio g achyeidg
ToVG givort id1o LE T, O1KA GOC. o)

- Edv mapatnpnoete kamowa avemBountr evépyelo, EVLEPDGTE TOV YLOTPO 1 TOV (papu%&rou') GOG.
AVTO 1oyt Kot Yo kaOe mlhavr] avemBountn vépyela Tov 6gV aVaPEPETAL GTO m& @OAAO

0dnyLdV ypfong. 9
N
T epréyer To Tapov EUALO 00N YLOV: K\
o

1 Ti elvon To Vivanza kot oo ivat 1 yp1ion Tov (04
2 T mpéner va yvopilete Tpwv ypnopomomcete to Vivanza °
3 ¢ va ypnoiporomosete to Vivanza ‘\0
4 [TBavég avemBounteg evépyetleg OQ
6. i va pvidocoete to Vivanza Q
7. [epreydpeva g cvokevaciog Kot AOUTES TAN pO(Egng

O

NS

1. T givar To Vivanza ko oo givon 1 x%;gg? T0V

To Vivanza nepiéyet vardenafil, éva uélog HIBG KaTnyopiag @upuaKev Tov ovopdLovtal avacToleis g
P®MSPOdIEGTEPACTIC TOTTOV 5. Xp1oyonoehviol yio T Bepomeia TG GTLTIKNG OVGAEITOVPYING GE EVIAIKEG
GVOPEC, 110 KATAGTAGT 1) OTTOi0. GUVETEETOL SUCKOAIES EMITEVENG KoL S10THPNOTS GTHONG.

TovAdyiotov €vag aToug déKa d\@ogg &xel TPOPANUA GTO VO ETITVYEL 1] VO SLALTNPNGEL GTOGT KATOL0L
YPOVIKN TEPiodo. Mmopei va L@pxonv opyaviKol 1 YuyoAoykoi A0YoL, 1 £vag GUVILAGHOG KOl TV dVO.
Onowndnmote Kot €dv eivara aitio, Aoy peTafOADYV GTOVE PUG Kol GTA QLOQOpa oy yeia, OeV TaPAUEVEL
KOVOTIOTIKT nocérnr6 0TOG GTO TEOC, MGTE VO TO GKATPVVEL KO VO TO S1UTNPNGEL GKANPO.

To Vivanza 6o M@%\pyﬂca puévo otav éxete epebotel oeovalikd. Meumvel T dpdacT TOV PLGIKOD
YNUKOD OTO GO GOG TOL avaoTéALEL Ti othoelc. To Vivanza emitpénel o€ pio othon vo dapkéost
OPKETE YO %@ , MOTE VO, OAOKATPMGETE IKOVOTOMTIKA T1 6e£0VOAIKT dpaoTNPLOTNTO.

oF

2. 0@1 apénel vo, yvopilete Tpw vo mapete To Vivanza

Mnyv napete To Vivanza

- Y nepintoon oadAepyiag oto vardenafil | oe omolodMmote GALO 0O TO GVGTATIKA L TOV TOV
eappakov (avagépovrol otny mapdypoeo 6). Ta onueia g ariepyikng avtidpaong, teptiapufdavoovy
e&avinpua, kvnopd, Tpnopévo TPOSMTO M YelAla Kot SuoKOAio avaTVONG.

- Edv Aappdvete appoko mov mePLEYOuV VITPIKA, OT®S YAVKEPIVN TPWVITPIKY Vi T oTnOdayym, N 06teg
povo&ediov Tov aldTOV, OTMG TO VITPMOESG OUVAL0. AapBAvoVTag TOVTOYPOVE VTH TO QAPUOKO UE
10 Vivanza n aptmpuoki oag nigon Ba propovoe va ennpeactei cofapd.

- Edv Aappdvere ritonavir 1} indinavir, gAapUoKo TOV ¥PNGUYLOTOIOVVTAL Y10 TV OVTILETMTION
AodEE@V amd Tov ToV 10 TG avOpamivne avocoavendpkelog (HIV).

- Edv elote mavo and 75 etdv ko Aappavete ketoconazole 1) itraconazole, avTiuknTOGIKG GAPLLOKAL.
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- Edv &yete coPapd kapdiokod | nratikd TpoPANLUa.

- Ed&v vmoPdilecte og veppikn kaBapon.

- Edv éyete mpdopata Tabel eykePaAKO ETEIGOII0 1} KOPIIOKT TPOGPOAN.

- Edv &yete M elyote yopunin aptnploxn mieon.

- Edv n owoyéveld cag £xel 1I6TOPIKO EKPUAICTIKOV TAONGEDV TOV LATIOV (OTTMOC M) ueAaypwotikh
oupifinotposidoncbeia).

- Edwv giyate moté méOnon mov va cupmeptlopfavel andieia g opaong e&antiag PAAPNG ot 0nTIKO
VEVPO OO AVETAPKN TOPOYN CULOTOC, YVOOTN G U1 0pTNPITIOKN TPOSH 1GY ALK OTTTIKN
vevpondBeia (NAION).

- Edv Aappavete procstyovdrrn. Avtd To @ApROKO ¥pNCIHomoteitat yia T Oepameio g

TVELUOVIKNG APTNPLIKNG VIEPTAOTG (SNANSY, TVELHOVIKY VTEPTAGT) KOL Y10 THY XPOVIOL
OpopPoepforkn mvevpoviky véptact (OnAadn, SEVTEPOTOONG TVEVLOVIKT LTEPTACT] A
OpouPwong). Ot avactolreic powogodicotepdong 5 (PDES), 6nwg to Vivanza éyovv SS@L\MQ avénon
GTNV LOTAGIKT dpdoT 0LToV TOL Popurdkov. Edv Aapupdvetat prostyovdtn 1 dev 8&5 ciyovpot

EVNIEPDOTE TO YLUTPO COC. ~@O
, , &
IIpogidomoun|oelg Ko TPOPLAGEELG

AmevBuvBeite 670 y1aTpo 1 TO POPLOKOTOL0 GOG TPOTOD TTapeTE TO Vivanza. | \40\
)

IpocéEte Wiaitepa pe to Vivanza (04

- Edv éyete mpofAnpata pe tnv kapdid. Mmopel va givor extkivo @yla €04G va Kavete o&t.

- Edv vrogépete amd akavovioTovg kapdlokovg ToAnovs (ko &?n’ oppvluia) | amd Kamoo
KANPOVOLKT KopdtoK acBévela mov ennpedlet To nksm@ap&oypd(pn ué cog.

- Edv £yete xdmoto guoIKN KotdoToon mov ennpedlet To Sy Tov T€ovs. Avtd mepthapPavet
KOTOOTACEL TOV ovoudloviat Yovinot, VoG0S Tov onie’s Kol ivaon Tov GuPaYYoEB0DE
GMUOTOG. )

- Edv €yete v acBévela mov pmopet va Tpoka si%ﬂ')calg OV OEV VIOYWPOVV (mpiamioud). Avtd
TEPINAUPAVEL TN OPETAVOKVTIOPIKY OVOLLL o AOTAG pvélowua kot Aevyauia.

- Edv éxete €éhkog otopdyov (emiong ovopgleral yaotpixo N\ mentiké EAKOS)

- Edv &yete aypoppayn Swtapoyfi (dneg n aiuoppopilia)

- Edv ypnowonoteite kdmota AN Qgpameio yio t SUGKOAIN TNG GTOONG, CLUTEPILOUPBAVOUEV®V TOV
Vivanza emikoMppévov e Mg Quéwo dokiov (PA. mapdypapo ‘Alia eappaxo kot Vivanza’.

- Edv &yete Eapvikn peimon ﬁg@knksux ™G OpaoNG, GTapaTNoTE Vo maipvete Vivanza kot evnuepoote
apECMC TO YLUTPO OO, N

Mowdra ko Epnpor o
To Vivanza dgv npoop{%xgl Yo TSl 1 €PNPoVG KAT® TV 18 eTdV.
Alro pappoxa K@Q%anza
Evnuepoote ‘E& PO 1 TO POPLOKOTOLO GOG EAV YPTCLULOTOLELTE, £XETE TPOCPATA YPT|CLULOTOGEL 1)
UTOPEL VO YPNEILOTOMGETE AAAL PAPLLOKOL.
Opiopév PLOKO UTOPEL va SNUovpyNncovy TpofAnuata, Kupiog To:
Q@pm«x HE VITPIKA Yo Tr otnBayym 1 80teg povo&eldiov tov aldTov, OTMS TO VITPOOEG apvito. H
ORNyN avtdv Tev eappdkov pe to Vivanza o propovce vo ernpedcel coBapd TNy apTnpLKT 6og
mieon.
- Ddapuaxo yo ™ Bepaneio Tov appvdmy, 6nwc n quinidine, procainamide, amiodarone 1| sotalol.
- Ritonavir 1 indinavir, @dpuaxa yio Tov 16 Tov AIDS.
- Ketoconazole 1 itraconazole, ovVTILUKNTIOGTKA QOPLOKAL.
- EpvBpopvkivn 1 kKhapoBopvkivn, pokporidio avtilotikd.
- A-avaotoleic, évag TOTOg PapUAKOoL TOL YpNooToLEiTaL Y1 Tn Bgpameio TG VYNANG APTNPIOKNG
mieong kat g peyéBuvong Tov tpootdtn (wg kalondnyg vrepmiacios Tov ToaTaTh).
- Ploctryovdtn
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Mn| ypnoiponoteite ta Vivanza diokio S100TEPOUEVI GTO GTOUN GE GLVIVOCLO |E OTOIONTOTE GAAT|
Oepameio yio oTVTIKY SvoAgttovpyia, copmnepiiappavopévov tov Vivanza entkolvppévoy e Aentd vuévio
doxiwv.

To Vivanza pe Tpo@£g TOTO Kol 0LVOTVEVUATOON

- Mmropeite va napete to. Vivanza diokio S100TEPOUEVE 6TO GTOUN UE | YOPIS @aynTO, GALG punv
TAPETE AVTO TO PAPHOKO UE OTOLOONTOTE VYPO.

- Mnv zivete yopo grapefruit, 6tav ypnoponoieite to Vivanza.Mnopei va topéufel ot cvovndicpévn
Opaon Tov POPUAKO.

- Ta aAkoorobyo TOTd pUopel Vo EMOEVAOCOVV TIG SUGKOAIEG GTVONG.

, , \
Konon kot Onroopog o‘\*
To Vivanza dgv givar yio ypnomn omd yovoiKes. O@\
0onynon Kot XEPLGUOS PNYUVIILATOV . OA

To Vivanza pnopei vo Tpokarécel 6e oplopEVoLs avBpmmong (aAn 1 va exnpedost ﬂéﬁpacﬁ tovg. Edv
awe0aveote LN 1 av £xel ennpeactel ) 6pacn cag, petd ™ Aqyn tov Vivanza p{l&é‘mysirs 1N xewileote
OTOLOONTTOTE EPYOAELD 1 UMYV LLATOL. 40

o

INpovTikég TANPOPOPIES GYETIKG P OPLOUEVE GVGTATIKA TOV Vivzi)ggle mg d1oKimV

OLUGTELPONEVMV GTO GTONO.:

- Aocmaptaun: Avto to eapuako weptéxet 1.80 mg acinaprdmkc&é‘KdOs 10 mg dioxio douomelpdEVO
o10 otopa. H aomaptaun sivar anyn eawvoraiavivng. Avzdlimopel va givor emPAafég yio dTopa pe
pawvvlketovovpia (PKU), o omévia yevetikn dtatopafd) oty omoio GLGCOPEVETAL GAVOAAAOVIVT,

EMEON TO COUA Oev Pmopel va TV amoPAAiel Kotd, a.
- YopPrtodn: Avtd 1o eappoko mtepiEyel 7.96 mg 1T0AN o€ kaBe 10 mg dickiov d1acTEPOUEVOL
GTO GTOLLO. 0{'
2
] ) : o
3. o va mapete 10 Vivanza Q
O

[Tavtote va maipvete 10 EAPUAKO owr@gcmp(x GUUO®VO [LE TIG 00NYiec TOL YaTpoy cag. Edv €yete
apePoiriec, pwtoTe TO Y0TPO N r%@apumconou') oac. H cuvictdpevn 60on gtvar 10 mg.

: D
[Tapete éva dwokio Vivanza ng@rov 25 éwg 60 Aemtd pv T oeEovalikn dpactnprotnTa. Me
6€E0VOAIKT O1EYEPTT, UTOPS] VO ETTUYETE WUId 6TOGT), OTTOLONTOTE OTIYUN UeTAED 25 AEMTOV KAl TEGGAPOV
ue Tévie opdV petd ™ Ajyn tov Vivanza.

- Mnv a(poupégf,g 70 S10KI0 JIUGTEIPOUEVO GTO GTOUA OO TNV KVWEAT Tapd LOVo OTaV €ioTE ETOLLOG
va. 0 Té, Qt!z Me oteyva xéplo TIEGTE ATOAA Y10 VO, AmEAELOEPDGETE TO d10KI0 EMAVM GTO YEPL OO,
Mnv o&%ars 10 doKio.
- Tomgls™ote 0OAOKANPO TO SLGTEPOUEVO GTO GTOUN S10KI0 HEGH GTO GTOWA GOC, ETAVEM OTN YADGOA,
0 o d10AvBel og devTepOAETTO, KOl KOTOTY KATAMIEITE TO e TO 6dA10. To dloomEPOUEVO GTO
Ol dtokio Tpémel va AapPavetor xopic vypo.

0|7

Mnyv wtaipvere Ta Vivanza diekio dwacmelpopeve 610 6topo poli pe kapio GAAn popen tov Vivanza.

Mnyv waipvere o Vivanza nepiocotepo amd pio popd Ty nuépa.
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Evnuepdote 1o yiotpd oag £bv vopilete 611 dpdon tov Vivanza givor modd ioyvpn 1| moAd addvarn.
Avtdc M autn pmopel vo GVGTHoEL OAAOYT 6€ EVOALAKTIKT Loppny Tov Vivanza pe diapopetiky doon,
e€apTdpeVN 0md TO TOGO KOAL AEITOVPYEL TO PAPLOKO Y10 EGAGC.

Eav napete peyoldrepn d6on Vivanza amd v Kavoviki

Avdpeg oL YpnoIomolody meptocdtepo Vivanza amd 0,1 Bo énpene Propel vo EQQaVIGovV TEPIGCOTEPEG
avemBounTeg eVEPYELEC 1 V. Exovv cofapovg Tovovg otny mhdth. Edv mdpete peyaivtepn d6om Vivanza
O TNV KAVOVIKY EVILEPADGTE TO YIOTPO GOG.

EGv éyete meplocoTEpes EPMOTNOELS GYETIKG. [IE TN XPTIOT) GLTOV TOL PAPHAKOV, POTNOTE TO YITPO YFO

OPLOKOTOLO GOG.
papp S q/\o
o)
4, IMOavig avemBOUNTES EVEPYELES ‘@OA
}
Onmg 6A0 T0. PAPLOKA, £TCL KOL 0VTO TO PAPUOKO UTOPEL VAL TPOKAAEGEL avsm%;{ﬁ}ag EVEPYELES, OV KOl
dev mapovastdovtar og OAOVG TOVg avBpdmTovs. Ot TEptocdTEPES CvembBouNTE pyeeg etvat Nwieg M
HETPLEG. >
3
&

‘Exet mapovciactel o€ aobeveic pepikr|, aapvidio, Tpocsmpiviy 1 LoV mlmcn N andieln OpacNS o€ Eva 1
Kot ot 600 pdtio. Trouatiote va toipvete to Vivanza kot smm&k&ﬁ'ms LLE TO YLOTPO GOG AUECOC.
"Exet avapepBel arpvidia peimon 1 andAeio tng aKomnc. OQ

[epurtmoeig aipvidov Bavdtov, ypryopov 1 petafariop KapdaKkoH pulpov, Kapdlakng TposPoing,
BmPUKIKOV TOVOL Kol S10Tapay MY GTNV EYKEQUAIKT KUKAOQOpia (GuumeptAapuavoprévng e Tpocmpvd
UEI®UEVNG POTG QUILOITOC GE EPT TOL EYKEPAAOL KL ﬁk aoppayiag Tov eykepdiov) £xovv avapepbei oe
avopeg mov Aappdvovv vardenafil. Ov mepiocdte @otsgné TOVG GVOPEG TTOL EPPAVIGAV QVTEG TIG AVETIHOUNTES

evépyeleg elyav Kapdiokd mpoPAnpata mpv nd aLTo 10 PdppaKo. Agv givor duvatdv va kabopiotel ebv
avté o cvpPapate oyetiCoviay dueca pe T@yardenafil.
O
H mBavotnta va €yete avemBount 8%&81(1 TEPLYPAPETAL OTIC TAPUKAT® KOTNYOPies:
o0 cvyvéc: N O
umopel va emnpedoovv neplccé&pong and 1 otovg 10 ypnoteg
- Tlovoképalog N
N
Yoyvéc: Q
umopet va 87'[1];)8(1@& ¢w¢ 1 otoug 10 ypnoteg
- Zé &
- 'E€aym O
- BovAmiEvn pot 1 katoppon
- AD@&\T}%;
&
O ovyvic:

umopet vo emnpedoovy émg 1 otovg 100 yproteg

- TIpNn&o tov déppotoc Kot Tov PAEVVOYOVOL, GUUTEPILOUBAVOUEVOD TOV TPNCUEVOL TPOGMTTOVL,
YEWDV | TOL Adpoyya

- Awrtapoyn Tov HTVov

- Movdiaocpo Kot ennpeacuévn aicnon aeng

- Ynvniia

- Emdpdoeig oty 6pact, epufpdtra TV HOTIOV, EMOPACELS GTNV 0paoT TOV YPOUATOV, 0QOAAUKOS
VoG Kt evoyinor, potogvaictncio

- Eupoéc, tryyog

- I'pryopot 1 duvatoi kapdiakoi maipol
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- Abonvouw

- Bovkopévn pom

- O&vn avayoyn, yaotpitida, KoMakdg TOvog, didppota, EUETOS, aicOnua acbévelag (vavtia),
Enpootopia

- Avénpévo eminedo nrotikdv evOOU®VY GTO aiplo oog

- E&avOnuo, epubpdtmra tov 6€pHaTog

- Iévog oty TAdtn 1 poikdg mOvoc, adéEnoT 6To aipa evog poikov evibpov (kpeativikn pwopoxivaoy),
LIk duokopyio

- Tlopatetapéveg otooelg

- Koakxovyia

Xraviec: o‘\9

umopet va emmpedoovy émg 1 otovg 1.000 ypioteg

- Dleypovn TOV POTIOV (ETITEPVKITION)

- Alkepywn avtidpaon .

- Ayyog X

- AumoBopia \Q

- Apvnoia . 40

- Xmoacpotl (g\

- Avénpévn migon ota patwo (pAadrkwua), avEnpévn daxpippota 97\

- Emdpdoeig oy kapdid (6nwg Kapdiok Tposforr], aAlayn Tov 3@81&1(01’) pvOuov M otybayyn)

- YynAn 1 xyapnif apmmprakn wieon O

- Pwoppayia OQ

- Emidpaon oto amoterécpota TV EETACEMV OiLATOG yt%& €LEYYO0 TNG NTOTIKNG AEITOVPYIOG

- EvaicOnocia Tov 8£ppotog 610 NAoKd Pog A

- Emn®dvveg otooelg \)\{-

- Oopokuog TOVog Ay

- IIpocwpwvd perwpévn pon aipatog ce pLéPN %n&\glcscpdkou
(&

oA 0 omavieg 1 un Yvootés: Q

umopel va emnpedoovv Aydtepo omd 1 pbobg 10.000 ypnotec N 1 cvuyxvoTNTO dev pmopel vo ekTiunOel and ta
Snbéoipa dedopéva O\

- Alpa ota oVpa (Aazovpia) OQ

- Awoppayio 6t0 TEOG

- Iaopovcia aipotog 6to cx(@u(x (Aworoomepuia)

- Awvidwog Odvatog <\

- Awoppayia ctov e@\?wa%o

Avagopa avemOoHITOV EVEPYELAY

Edv kdmoia avgs untn evépyeta yivetor cofapn, 1| oV TOPATPNCETE KATON AVETIOOUNTY EVEPYELD TTOV

dgv ava(pépg,gh GTO TAPOV GUAAO 0INYIDV, TaPAKAAEIGDE Vo eviUEPDTETE TO Y10TPd cac. Mropeite emiong
va QV(%p&Bfrs TI¢ avemBounteg evépyeteg omevbeiog HECM TOL EVOIKOD GLGTILOTOG AVAPOPAS TO 0TTOI0

avaypa@etal oto [apaptnua V. Avaeépovtag Tig avembounteg evépyeleg, umopeite va fonbnoete otnv
no&@ TEPIOCOTEPOV TANPOPOPLDOV GYETIKA LLE TNV AGPAAELN ALTOV TOV PAPUAKEVTIKOD 10100GKEVAGLATOC.
5. Mg va puidceste To Vivanza

To @appako avtd TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kal OEV TO POAVOVVY Ta, TOLOA.

Na pn (pMOOTOLEITE AVTO TO PAPLOKO LETE TNV NIEPOUN VIO ANENG TTOV OVAPEPETOL GTNV ETICTLLOVOT)
peta m "AHEH" 1 "EXP". H nuepounvia AqENG elvar n tedevtaio nUEPA TOV LIVO TOV AVAQEPETOAL EKEL.

DVAGCCETE GTNV APYIKN] CLOKEVAGIO Y10l VO TPOGTATEVETOL OO TNV VYPAGI KO TO QMG.
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Mnyv metdte APUOKO OTO VEPD TNG OTOYETEVOTG 1] GTA OKOLTId. P®OTNOTE TO POPLOKOTOLd GAG Y10 TO TMOG
Vo TETAEETE T PAPLLOKA TTOVL eV ¥PNOILOTOLElTE Tl AVTA Ta péETpa Ba fonbcovy otV TpocTasio TOV
mepPariovrtog.

6. Iepreyodpeva TG 6VOKELAGIOG KOL AOTES TAN|POPOPiEg

T repréyer To Vivanza

- H dpactikn ovoia givar to vardenafil. KéOe diokio mepiéyel 10 mg vardenafil (og hydrochloride).

- Ta dAla cvotatikd tov diokinv givat:
reotwed pavynoto, aomoptaun (E951), dpmpa pévrag, pavvitorn (E421), copPredin (E420);
KpoomoPidovr, Kot kKoAAogdEC 0Eeidio Tov Tupttiov, £vudpo. Bhéne moapdypago 2 "Ta Vi alo
mg 010Ki0 S1GTEPOUEVA GTO GTOWO TEPLEYOVY ACTOPTAUN Kol GopPLtoAn". OQJ\

Q

O
Epgavien tov Vivanza kot mepie0pueva te 6V6KeL06iog v
To Vivanza 10mg Siacnelpdpeva d10kia 6T0 GTOUA vl GTPOYYVAX KoL xpd)paro\%%uml'). AwtiBevton og
ovokevooieg Tav 4 X 1 diokimv Sl0oTEPOUEVOV GTO GTOUA GE JLATPNTES KLYEAES AoV VIOV HOVIG dOOMG .
o
Mmopei va pnv KokAo@opobv OAEG Ol GUGKEVOGIEG. ‘Od

Kéroyog Aderog Kvkrhogopiag kan IHopackevaostic \0("

Kdroyog adetag xukhopopiog Q
Bayer AG AN
51368 Leverkusen Ny
Teppavia

)
[Mopaockevactic ~60
Bayer AG Q
Kaiser-Wilhelm-Allee )
51368 Leverkusen 6\0
Teppavia
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Mo omoladnmote TANpoPopic. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TopakaAieioTe vo anevbuvieite
otov Tomikd avTimpoécono Tov Katdyov e Adsiog Kvukhopopiag.

Belgié/Belgique/Belgien Lietuva

Bayer SA-NV UAB Bayer

Tél/Tel: +32-(0)2-535 63 11 Tel: +370 523 36 868

bnarapus Luxembourg/Luxemburg

Baitep bearapus EOO/] Bayer SA-NV

Ten.: +359-(0)2-424 72 80 Tel/Tel: +32-(0)2-535 63 11

Ceska republika Magyarorszag

Bayer s.r.0. Bayer Hungaria KFT )
Tel: +420 266 101 111 Tel.: +36 14 87-4100 o‘\*
Danmark Malta @\
Bayer A/S Alfred Gera and Sons Ltd. o}
TIf: +45 45 23 50 00 Tel: +35 621 44 62 05 . OA
Deutschland Nederland }q’
Jenapharm GmbH & Co. KG Bayer B.V. \Q

Tel: +49 (0)3641 87 97 444 Tel: +31-(0)297-28 06 6¢ 40

Eesti Norge o

Bayer OU Bayer AS 97\

Tel: +372 655 85 65 TIf: +47-23 13 0 zﬁh

EA\rada Osterreich «

Bayer EAMGg ABEE Bayer AustrigdGes. m. b. H.

TnA: +30 210 61 87 500 Tel: +43 -71146 0

Espaiia POlS@O

Bayer Hispania S.L. Bayer Sp. z 0.0.

Tel: +34-93-495 65 00 = +4822 5723500

France (o\Qortugal

Bayer HealthCare ~0£D Bayer Portugal, Lda.

Tél (N° vert) : +33-(0)800 87 54 54 Q Tel: +351 21 416 42 00

Hrvatska ) Romaénia

Bayer d.o.o. 6\0 SC Bayer SRL.

Tel: + 385-(0)1-6599 900 O<\ Tel: +40-21-529 59 00

Ireland ) Slovenija

Bayer Limited <0 Bayer d. o. o.

Tel: +353 1216 3300 . 3\ Tel: +386 (0)1 58 14 400

Island 6\0 Slovenska republika

Icepharma hf. Q Bayer, spol. s r.o.

Simi: +354-540 8@6‘\ Tel: +421 2-59 21 31 11

Italia \‘l- Suomi/Finland

Bayer S.p.A.O Bayer Oy

Tel: +39 97 81 Puh/Tel: +358-20 785 21

Konp Sverige

NO EM Limited Bayer AB

T@: +35722 48 38 58 Tel: +46 (0)8 580 223 00

Latvija United Kingdom (Northern Ireland)
SIA Bayer Bayer AG

Tel: +371 67 845 563

Tel: +44-(0)118 206 3000

To mwapov @vAlo 00NYLOV Yprions avaBcwpOnke Yo TELEVTOIO POPd 6TIG

Adreg Tyég evuépmoNg

Aentopepeic mAnpopopieg yio To eappoko avtd eival d1a8éoipeg otov dikTvakd 1610 ToVv Evpomaikol
Opyoviopov Gapudkwv: http://www.ema.europa.eu/.
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