
I-eYitrao/JleBrrpaD

IIpe4 ynorpe6a xa reKor BHrrMareJuro npo.lrrajre ro yntrcrBoro.

o Vyeajme zo ynamcmeomo. Motrce6u *e mpe6a da zo npouumame noamopHo.
o Axo uuame dononHumenHu npawata, o6pameme ce xaj Bauuom doxmop utu Qapna4eem.o Oeoj nex Bu e npenuuaH Bau nuquo u xe mpe6a da uu zo daeame xa dpyzu,tu4a, 6udej*u

,uoice Oa uu Haumemu dvpu u aKo HuaHume cuunmo u ce ucmu xaxo Bautume.

Bnarpelrxoro ynarcrBo coApxot:

| . IIImo npemcmaeyea Jleeumpa u sa wmo ce ynompe6yaa
2. IIImo topa da 3Haeme, nped da seneme/ynompe6ume ,Aeeumpa
3. Kaxo ce ynompe6yea Jleeumpa
4. Mocruu uecaxanu dejcmsa (erlexmu)
5. Vyean'e u pox na ynompe6a na ,rleeumpa

LEVITRA@/JIEBHTPAo 10 mg Qu.lll-o6roxeuu ra6nerlr
Vardenafi l (hydrochloride)

- Arrulnara cocrojra e BapAeHa$Hn, so Soprua Ha aapgeHaQn.r xnapox,ropng. E4na
ra6lera cogpxra l0 mg nap4eHaQa,r.

- Ilouoruxn cocrojxr:
Jaaoo: xpocnoaugoH, MarHe3[yM creapar, MHKpoKpHsranHa uenyro3a, 6euogeu xoror.rner-
C1,,'TJII}{YM AHOKCHI;
Ourlr-o6rHsxa: Maxporon 400, xxnpoMerlo3a, THTaHHyM gr,roxcug (E 171), xo.nr xele:o
oxcua (E 172), qpaeH xe,reo orcla (E 172).

llue r a4peca na troc[TeJror Ha oao6penxero la craBalle Bo npouer:
Bayer doo, flpercraaHNutreo Cxonje,
Y,r. Ormau flpuqa 66, nox. 4/uez./tav..2,1000 Cronje

llue n a4peca xa trporr3BoaxTeJror:
Bayer Pharma AG, D-51368 JleneprcyseH, I-epuannja

1. IIITO IIPETCTABYBA JIEB}ITPA I{ 3A IIITO CE YIIOTPf,ET'BA

Jlenurpa cogpxu BapAeHaO[n, qneH Ha Knacara Ha JreKoBH HapeqeHH rfoc$ognecrepa.:a rr.ln 5
unxn6u'ropu. Tne ce ynorpe6yraar 3a JreKyBalLe Ha epeKrnnHa rHcrfyHrqrja raj ro:pacur.r lraxn,
cocroj6a roja yxa:ryBa Ha rerlrKorr,tn npH nocrrlrHyBarse t-trn oap)r(yBa]be ua eperrlnja.

Hajua.nxy egeu og aecer MDKIr Bo oapeaeH neproa oa xlrBoror uMa reurKorr.rn co nocrltrHyBarte n
oApxyBarf,e Ha epeKrlHjara. [pHqHHHre uoxe ,4a 6ngar reJrecHu HJIH nclxl.tqK]l r_nr, Hajvecro,
KoM6HHarrHja Ha Agqre. Hegatxcxo o,q npnquHara nopaaH npoMeHn Ha Ma3HHre MycKyJrH H KpBH[Te
caAoBl{, HeaoBonHo KoltnqecrBo Ha KpB ocraryBa Bo neHr.tcor, ta toj .la ce BTBpaHe H ,aa ocraHe
TBPA.

JlenuT pa geryna caMo aKo cre ceKcyirlrHo cruMynnpaHu. fo pe.ryrrapa aejcrBoro Ha
xeMHcKr Mareprlri ao Bauero re.no, Kot,r npeAH3B KyBaar epeKqr.lHTe Aa Hcqe3Har.
oBo3Mo)KyBa epeKUxjara Aa rpae AoBoJIHo Aonro 3a Aa Moxe 3aAoaoJrnrenHo Aa ro
ceKcy:urHHoT aKr.
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Levitra6/JleeHmao

flaxynarse: 2/4 x l0 mg $uu-o6.loxeHn ra6lerulxyruja.

Jlearrpa ra6.neure ce co noproKanora 6oja, Ha eaHara crpana o3HaqeHH co BAYER-osnor rpcr, a
Ha apyrara crpaHa e oaxaveua javnHara (10).

2. IIITO MOPA AA 3HAETE IPEA AA 3EMETEA/NOTPEEHTE JIEBHTPA

He rcnrajre ra6.rern Jlennrpa arco:

cre anepruqHn Ha rapAeHa$u.n HnH Ha 6uno Koja o4 cocrojxure Ha oBoj nek (Ha6poeHu norope
so llovorxHt,l cocrojK[). 3uaqu ta aleprncxa peaxquja ce rcan Ha roxara, jaAex, oroK Ha
IIjueTo In[ ycHHTe H HeAocTaToK Ha BO3AyX.

3eMare neKoBH Kor coApxar HHTparn (Ha npnuep, rnnrleponrpnHt-lrpar ta aHrnHa nercropnc)
t,t.nt,.l AoHopH Ha a3oreH orcu.q (ua npHMep, aMHn Hnr-pnr); :euarsero Ha oBue reKoBH 3aeAHo co
ra6.rerxre Jleon'rpa, Moxe MHory Aa elHjae aps Bamxor xpaen npurHcoK.
3eMare pHToHaBnp nnn HHAHHaBHp, reKoBH 3a HHOeKuHH oa xyMaH B[pyc Ha
nuyuo.qeQrqnexqnja (HIV).
cre [oBo3pacHH oA 75 roAnxu u 3eMare aHTfiMHKoTH'{HH reKoan, KaKo ruro ce KeroKoHa3or
HnH HTpaKOHa3OJr.

HMare cepxo3Hlr retrlKmxu co cpqero n.nx qpHnor Apo6.
cre ua gnja.nxra.

[peA Kyco BpeMe cTe Ao)flrBe:ure Mo3oqeH ].tHcynT Il,[H cpqeB Hanal.
rMaTe H,'rH cTe nMaIe HH3OK KpBeH npHTl4COK.

oo Baruara ceuejHa aHaMHe3a nocTo1l AereHeparuaHa 6o,recr Ha o,rnre (re tinitis pigmentosa)
6luto rora cre ro n:ry6n.ne BHAor fiopafl,t oureryBa]te Ha orrrrlqKlor HepB oA HecooABerHo
cna6ayoane co xpa no3Haro KaKo HeaprepurHqHa aHTepHopHa HcxeMHqHa om qKa

xeaponarnja (NAION).

Ilpeaynpelyoana rr Mepxrr Ha trperrra3nuBocr
Pasroaapajre co Barunor 4orrop lrru Sapuaqear npeg 4a :euere Jlerurpa.

Errere noce6ro BH[MareJrHH co Jlennrpa aro:

. ltMare rerxKornrj co cpqero; rroJIoBHTe oaHocn:a Bac uoxe aa 6Hrar onacHn.. lMare apHTllrlja na cpqero rnn roja 6n.no opoaexa 6olecr ua cpuero ruro uujae apr Bauraor
eneKTpoKapaHorpaM.

r HMare renecHa ,[e$opMarrxja uro urnjae ops Sopvara na [eHHcor, Ha npnMep, auryaaqrja
(BKplrByBabe Ha neHncor), flejpoHneaa 6o,recr (nyrux Bo o6BHBKara ua neHucor) I
raaepHorHa rlx6posa.

. suare 6o,recrr (xa npxnrep, cpnecra aHevxja, MynrHneH MHeroM H neyKeMnja) rox uoxar ga
npeAH3B1-|Kaar AonrorpajHa epexruja (npHanH3aM).

r HMaTe '{Hp Ha XenyaHHKm (Hape.{eH [acTpxqeH x,rx nenrr.rveu ylxyc).
r HMare Hapy[yBa]La Bo 3rpyrqyBa]bero ua rpnra (xa npnuep, xeuo$ruuja).. 3eMare HeKoJ Apyr JreK 3a neKyBarle Ha retrrKmHs xaj epexqnja, ax,ryvyrajkn H BapAeHa(bun

nepopaJrHrj Ancnepru6u.nuu ra6,reru (on.qu 4el "lpyru leroax n Jleararpa").. ce nojaax HeHaaejHo BnorrryBabe u,rr.r ry6erse Ha BHror, npecraHere Aa 3euare Jlerurpa n
BeaHarr u3Becrere ro cnojor 4orrop.

Aeqa n a,qo.necueurn
Jleenrpa xe e uaueHvra:a ynorpe6a oA c'rpaHa Ha Aeua rflH aAoJrecrIeHTH noA l8 roaxsx.

.{pyrn .rexonn tr JIeBHTpa
Kaxere uy Ha Bault,tcfl AoKrop HJI-I $apuaqeor axo aeMare r rH HeoaaMHa cre 3ere
Aypn H aKo cre ro rynxle 6e: peuenr.
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Levitrae/Jle B fimaa

Herox ,rercosx Moxe aa npe.qn3Bxxaar npo6,revn, oco6eHo cneAHnBe:
. HHTparH, neKoBH 3a aHr[Ha rreKTopHc rn'rr..r AoHopH Ha a3oreH oKc]ta (Ha npHMep, aMr.u

Hurprr); 3eMa*ero Ha oBHe reKoBrl co aexor Jleanrpa Moxe cepHo3Ho Aa Mlrjae Bp3

Baruuor xpoeu rrpHTHcoK. Coeemyeajme ce co Bauuom doxmop nped da seneme Jleeumpa.
. JleKoBH 3a reKyBaH,e Ha apnrM]-|ri, Ha npnMep, KHHHATnH, npoKaHHaMH,{, aMHoAapoH, Hnx

coTaroJr.
. PHroHaBHp HnH HHAnHaBHp, JreKoBl.r 3a HIV. Coeemyeajme ce co Baruuom doxmop nped da

sesteme Jfeeumpa.
. KeroKoHa3on HrH HTpaKoHa3on, aHTHMHKorl,tqHH neKoBH.
. EpHTpoMHuHH HnH KJrapHTpoMHuHH, MaKpoJ'lHAHt4 anrx6uornqx.
. A,rtfa 6.norcaroplr, JreKoBH 3a HaMaJIyBatbe Ha BhcoK KpBeH npHTHcoK H 3a 3[oneMeHa npocrara

(6eunrura xnnepnnarrja na npocrara).

He ynmpe6ysajre rn JIeB[Tpa QunM-o6loxenr.re ra6lern ao roru6nuaquja co 6r.uro KaKBa repanxja
3a epeKrruIHa aHc0yttxqnja, rxnyvysajir.r rt,l t,l JIeBH'rpa nepopanHnre aHcnep:x6xrHn ra6lern.

3eman e ra ,renor Jlenurpa rae,tno co xpaHa x nrja.raun
. JleBrrpa Moxe.ra 3eMare 3aeaHo co xpaHa nrx 6es sea - ce npenopaqyBa o6poKcn aa He 6H,4e

TexoK H aa He coapxH MHory MacHoTHH, KoH urTo MoxaT Aa ro cnpeqaT aeJcTBoTo Ha neKoT.
. Kora 3eMare Jleerrrpa He nr.rjre coK oa rpejn$pyr, 3auro Moxe aa Bnr.tjae Bpj,qejcrBoro Ha

JIEKOT.
. flHeruero anKoxo:r Moxe Aa rH 3roreMx noreuKornrrre co epercqnjara.

Bpeuenocr n 4oerse
Jlerrrpa He e ra ynorpe6a og crpaHa Ha )KeHH.

B.nrjanne Bp3 cnoco6nocra 3a Bo3ebe HnH paKyBarbe co MaurrrHll
Kaj xexox rryfe JIeB[Tpa Moxe aa npeArrBnKa BprornaBHrra H [peqKH Bo BuAor. AKo HMare
BprornaBHqa HrH Te[rKorH[r co BHAor no 3eMalbgto Ha JleBHTpa, He Bo3ere aBToMo6ul u He
pa6orere co anaparr H MauHHH.

Axo ueodauua cme 3evane 6wo Koj od zopenaeedeuume reKoeu, Kslteme .uy zo moa ua Batauom
doxmop wru Qapva4eem.

3. KAKO CE YIIOTPEBYBA JIEBI'TPA

Cexorau Kora t-o 3eMare oBoj rer crporo npu4pxyeajre ce KoH ynarcrBara Ha AoKropor. Aro se cre
cHrypHH, coBeryBajTe ce co Baruum 4orrop nnn $apuaqeor. llpenopavaHara,4o:a e l0 mg.

Ta6nerara Jleanrpa ce :eua npx6.rxxgo 25 ao 60 MnlryrH rrpea nnaHnpaHara ceKcyaJrHa aKruBHocr.
Aro cre cexcya.nno lo:6yAeHu, Moxe Aa .qocrHrHere eperqnja nexaae oa 25 MnH),ry Ao 4 Ao 5 ,{aca

no 3eMalbe ua ra6.ngtara.
flporo.nrajre ja ra6,rerara co MzurKy BoAa.

He reuajre Jleaxrpa r[u.ru-o6.roxenu ra6Jrern co 6u,ro noja 4pyna $opMa Ha JIeBHrpa.

He reuajre Jlernrpa norerfe o4 egHau Ha AeH.

HHQopurpajre ro Baurxor,[oKrop aro MHcnHre aera Jlerurpa e lpeMHory crurHa rrnx xe aejcrayoa
.qoBonHo. Toj/raa uoxe ga BH npeAnoxoi nonxaxna tfopuylaqnja H noHHaKBa Ao3a Bo 3aBHcHocr oA
Bauxre norpe6x.
Arco cre le.ne noroneua Ao3a rra JIeB[Tpa ornonxy rlro cMeere
Kaj Maxrre, rrlro ieMare noroneMa ao3a. Moxe.qa ce nojaaar noaelte HecaKaHH

6o,rrcri so rp6or. AKo cre 3eMzrne nororeMa Ao3a oA npenopaqaHa'ra, coseryaajre ce cf4*oiiop
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Levitrao/JleBHma@

Aro rvare 6nro KaKBH ApyrH nparxarba 3a ynorpe6ara Ha rerm, rconcylrnpajre ce co Baul.ror
aorcrop rurH Qapuaqear.

4. MOXHIIHECAKAHIINf,JCTBA

Kaxo x cure .texoeu u oroj JreK Moxe .qa uua uecaranx gejcrea, xo xe xaj cnre Malr<H. llore*ero o.q
HHB Ce yMepeHX ,[O necHH.

3a6elexaxo e 4eryuxo, HeHa2lejno, [pHBpeMeHo r.r,rn rpajHo HaMaJryBarse Ha BH,{or Ha eAHmo rurH
aBere oqH Kaj HeKoH nauHeHTH. fipexunereja ynoT pe6ara na Jlernrpa H BeAHalr xorrrarrnpajre ro
Barunor aorrop.
3a6e.nexaHo e x xexa4ejHo xauaayBarse HJrH ry6e*e Ha clyxm.

Mxory .recrn necaxanlr gejcrna (ttocrce da ce nojaeam xaj noee*e od I ua l0 .uatcu). tiraso6orxa

{ecrn necaranx geicrzt (votre da ce nojaeam do I na I0 natrul. BprornaBHUa
I upBeHmo. 3aTHaT Hoc r.inH rcUeAoK o.q HocoT. Jrorro Baperbe Ha xpaHa

Henoo6xqaen[ xecaraux aejcrna (twotce da ce nojaeam do I na 100 uacrcu). oreKyBabe Ha Koxara n MyKo3Horo rKHBo oxrryvyaajftn oreqeHo nlue, ycHH nns rpno. HapyureHo cnHerbe
. oTp[HaTocT H HapylueHo qyBcTBo Ha Aonr{p
r HECOHHIIA

' Bn'jaHle Ha BHAor; 3arrpBe'yBarbe Ha ovxre, alujaune apr 6o,ne,6orxa x Henp,jarxocr ua

. [poaoJD(eHH epeKIHH. xey,{o6uocr

Psrmr xecaxaun tejctsa (:votce da ce nojaeam do I na 1000 xacru). BocnaJreHne Ha oqnTe (xoHjyHxurnaurnc)
iureprHcKa peaKrIHJa

Hec]IoKoJcTBO

HECBCCTHUA

auHesnja
HeHaAeeH HJIH ennnenTHqKrj Hana,tr
3roneMeH npmHcoK Bo oqrre (rlayxorr.r), 3roneMeHo con3ebe

oKoTo, necHa oceTlHBoCT
sBoHebe Bo ylllHTe; BpTOfnaBHqa
ra6p:axo rmr crurHo 6ner6e Ha cpuero
HeAOCT[r Ha 3IHB
3aryrxeH Hoc
pe+nyKc Ha KHceJrHHa, racrpr{rxc, a64oruuHa:rHa 6olxa, rrpoJrHB, norpaltarse; MaqHl.rHa
(raaen e), cyea ycra
3roneMeHn BpeaHocrH Ha eH3sMtire Ha qpHuor apo6 Bo KpBTa
HCHn, 3aUpBeHeTa KOXa
6orxx ao rp6m rux MycKyn re; 3roneMeHa BperHocr Ha MycKyJtHHor eH3HM (xpearnx
r[oc$oxuHara) ao KpBTa, MycKyrHa BKoqaHerocr

. er[errx Bp3 cpuero (KaKo cpueB HanaA, HapyueH cpqeB pr_iraM s]H aHrnHa). Br,rcoK IlrH HH3oK KpBeH npHTHcOK

. KpBapebe oA HocoT

. BnnjaHqe Ha p$yrrarHT€ Ha KpBHHre recroBH 3a npoBepKa sa qpruor apo6
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l,evitrao/Jlerrrpao

OCCTJIIIBOCT HA KOXATA HA COHqEBA CBETTHHA

6o.nun eperqrr
6onxa oo rparuum xour

Axo sa6enorcume 6uto xaxeo aecaxano dejcmeo wmo cmaayea cepu)guo unu unn He e onttarruo ao
osa )mantcmao, uxQopnupajme zo Bauuom doxmop uu Qapna4eem.

5. {TBAEEHAJIEKOTJIEBIITPA

Jlexor aa cc qynr rrr Mecrr f,caocrannn ra leqe!

Por ra ynorpc6o
3 roaxHn

Jlexom ae csvee da ce ynompe6yea no
,qmujama.

ucmeKom Ha poKom xa ytompe6a umo e aaeeden ua

Jlexosrfl€ He rpe6a ga ce ncQpnaar npeKy srnaAnrrre BoAn ruu xyftHnm mnag. fipaurajre ro
Barunm QapuaqeBT 3a roa Kaxo aa rH cncrpaHrm€ neroorrre xon nogefte ne rn xopncrrrre. Oane
uepxn fte nouorHar Bo 3aq/B)Bal6€ Ha HaABope[rHara oKonHHa.

Haqnr nl nttranrbe rrr neror
Jlerm uoxe gg ce n3AaBa caMo co rexapcru peqem (P).

,U(pryn na nocre4ra pernrnja lra Btrarlrenf,oro ytrercrBo
ot.2012

Bpoj ur ogo6peuf,e 3a crrBrre f,a .neror Bo trpoMGT
Jlesmpa l0 mg x 2 <lrurno6roxeHn ra6leru: 15-10644/09,21.01.2010
Jlesrrpa l0 mg x 4 Qr.nuo6roxeHn ra6aerr: 15-10755/09, 21.01.2010
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