INPUJIOKEHMUE I

KPATKA XAPAKTEPUCTUKA HA IPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

Levitra 5 mg ¢punmupanu TabiaeTKn
Levitra 10 mg ¢punMupanu TabIeTKH
Levitra 20 mg ¢punMupanu TabIeTKH

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Besika Tabierka or 5 Mg dunmupanu TabjaeTku chabppika 5 mg Bapaenadwn (vardenafil) (karo
XUIPOXIIOPHI).

Bcsika tabierka ot 10 mg dunmupanu tabietku cbabpika 10 mg Bapaenadun (vardenafil) (kato
XUAPOXIIOPHI).

Bcsika tabsierka ot 20 mg duamupanu tabietku cbappika 20 mg Bapaenadun (vardenafil) (kato

XUAPOXIIOPHI).

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA
duamupana TabIeTKa.

Levitra 5 mg ¢punmupanu TabaeTku
Kpsrim opamkeBu Tabnetkn, o3HadeHu ¢ kpbeta HAa BAYER ot eqnara crpana u “5” ot npyrara ctpana.

Levitra 10 mg duamupanu TabieTKu
Kpbriau opamkeBu TadaeTku, o3HadeHu ¢ Kpbeta HAa BAYER ot eqnara crpana u “10” ot apyrara
CTpaHa.

Levitra 20 mg duamupanu TabIeTKH
Kpbriu opamkeBu TadaeTku, o3HadeHu ¢ kpbeta HAa BAYER ot eqnara crpana u “20” ot apyrara
CTpaHa.

4, KJINMHUYHU JAHHA

4.1 TepaneBTHYHH MOKA3AHUS

Jleuenne Ha epeKTWITHA TUCHYHKIUS ITPHU Bh3pacTHHU Mbxe. Epexrmiinara quchyHKms e
HEBB3MOXKHOCTTA J]a C€ TIOCTHT'HE WJIU TTO/IIbpPIKa EPEKIIUs Ha TICHUCA, He00X0/[MMa 3a YCIEIIeH MOJIOB

aKT.

3a ma 6bae edextuBHa Levitra e HEOOXOAMMO CEKCYaTHO CTUMYIIHPAHE.



4.2  Jlo3UpoBKAa U HAYUH HA MPHUJIOKEHUE

AO3I/IQOBK3

Ynorpeba npu Bb3pacTHA MbKe

IIpenopruBanara go03a ¢ 10 mg, mpueTa ciopea Hy>KAUTe MPUOIM3UTEITHO 25 10 60 MUHYTH NIpeau
CeKcyasiHa aKTUBHOCT. Bb3 ocHOBa Ha euKacHOCTTA M TOHOCHMOCTTA [103aTa MOXKE J]a CE MOBHIIH 10
20 mg mim na ce Hamanu A0 S Mg. MakcuMainHarta rmpenopbsyBana go03a € 20 mg. I[IpenopruBaHara
MaKCcHMallHa 4eCTOTa Ha MPHUJIOKEHHE € eIMH BT THEeBHO. Levitra Moxe 1a ce mpuema ¢ win 0e3 xpaHa.
Hauganoto Ha neiictBre Moxe fa Ob/1e 3a0aBeHO, aK0 ce MpHeMa ¢ XpaHa ¢ BUCOKO ChAbP)KaHHE Ha
Ma3HHUHHM (BX. Touka 5.2).

CrienuaaHy HOnyJIalnuu

THayuenmu 6 cmapuecka év3pacm (>65 200umu)

He ce u3uckBar KOpeKIH Ha J103aTa IPU MBXKE B CTApUECKa Bh3pacT. BBIPeKky ToBa eIHO yBEIMUCHHE
Ha j03ata 10 MakcumyM 20 mg Tpss6Ba 1a 0bJie BHUMATEIHO OOMHUCIICHO B 3aBUCUMOCT OT
WHIUBUyaTHATAa TOHOCUMOCT (BXX. TOUKH 4.4 1 4.8).

Yeprnoopobduo yepescoane

HauanHa m03a oT 5 mg tpsiOBa Ja ce npuiiara rnpu MalieHTH C JeKO U YMEPEHO YePHOIPOOHO YBPEKIaHEe
(Child-Pugh A-B). B3 ocHOBa Ha TOHOCHMOCTTA U €(PUKACHOCTTA J03aTa B MTOCJEICTBHE MOXKE 1a Ob/Ie
noBuieHa. MakcuMmasHaTa npernopbhyuBaHa J103a IPH MAIUSHTH C YMEPEHO YE€PHOAPOOHO YBPEIKIaHE
(Child-Pugh B) e 10 mg (Bx. Touku 4.3 u 5.2).

bvopeuno yspesicoane

He e HeoO6xonrMa KOpeKIus Ha 103aTa MPH MaIeHTH ¢ JEKO 0 yMEpEeHO ObOpeuHO yBpexXAaHe.

IIpu marueHTH ¢ TeXKKO 0BOpeuHO yBpekaane (KpeaTHHHHOB KIUpBHC <30 ml/min) e HeoOX0MuMoO 1a ce
MPHUJIOKH HAYaIHA J103a oT 5 M. B3 ocHOBa Ha MOHOCHMOCTTA M e(PUKACHOCTTA JI03aTa MOXKE J1a Objie
noBumieHa g0 10 mg u 20 mg.

IequaTpryHa OOIyIaHs
Levitra He ¢ moka3zana npu Jinna moj 18-rofuiiHa Bb3pact. Hsima moaxosiiy mokasanust 3a ynorpeba Ha
Levitra mpu mema.

Ynorpeba npy NanueHTH, YIoTpeOsBay APYrH JIeKAPCTBEHU TPOTYKTH

Eonoepemenna ynompedba na CYP3A4 unxubumopu

Jo3ara Ha BapaeHadwt He TpsAOBa 1a MpeBuIIaBa 5 Mg, koraTo ce u3moia3Ba B komounanms ¢ CYP3A4
WHXUOUTOPH, KaTO EPUTPOMUIINH WIIH KIAPUTPOMHUIIMH (BXK. TOUKa 4.5).

Hauun Ha npuiiokeHue
3a mepopaHo MPUIIOKEHUE.

4.3 IIpoTuBOMOKA3aAHUS

CBPBXUyBCTBUTETHOCT KbM aKTHBHOTO BEIECTBO MIIM KBM HAKOE OT IIOMOIIHHUTE BELIECTBA, M30POEHH B
Touka 6.1.

EnHOBpEeMEHHOTO MPHIIOKEHUE HA BapAcHA(WI C HATPATH WX JIEKAPCTBA, OCBOOOXKIABAIIN a30TeH
oKcH (KaTo aMIIT HUTPHT) IO BCsIKakBa (hopma, € MPOTHBOITOKa3aHo (BXK. Touku 4.5 u 5.1).

Levitra e npoTuBOIOKa3aHa MpH MAUEHTH, KOUTO UMAT 3ary0a Ha 3peHHETO Ha eIHOTO OKO, BCICICTBUE
Ha He-apTepUUTHA penHa ucxemuana ontuaaa HepponaTus (NAION), He3aBHCHMO Janu TO3H EMH30]T €



CBBP3aH WK HE C MPEANIeCTBaIla eKCIO3HIUA Ha MHXUOUTOp Ha (hochoamectepasa 5 (PDED) (Bxk. Touka
4.4).

JlekapcTBEHUTE MIPOAYKTH 32 JICUCHUE HA CPEKTHITHATA AUCHYHKIIUS 110 IPABUIIO HE TPSOBa Ja ce
W3M0JI3BAT MPU MBXKE, IPU KOUTO HE Ce MPETophiBa CEKCyalHa aKTUBHOCT (HAaNpUMep MAIUCHTH C TEKKU
ChPACYHO-CHJIOBH HAPYIICHHS, KATO HECTAOWIIHA CTEHOKAP NS HITH TEXKKA ChpeYHA HEIOCTAThYHOCT
[New York Heart Association III wmm IV]).

be3zonacHocTTa Ha BapjeHa(I He € MPOyYBaHa NP CIIEJHUTE TPYITH MAIUSHTH U CIICAO0BATEITHO

Heropara ynorpeda e MpoTUBOIIOKa3aHa, JIOKAToO He Ce MOMYYH JOIBIHUTEIHA HH(DOPMAIIHS:

- TeKKO yepHOApoOHO yBpexkaane (Child-Pugh C),

- KpaeH cTaauii Ha O0pedHo 3a00JI1BaHe, KOSTO Hajlara Juajin3a,

- xunotoHus (KpbBHO Haysirare < 90/50 mm Hg),

- AHAMHECTHYHH JIAaHHH 32 TIPEKapaH CKOPO MHCYIT WIH MHOKapJieH HHPapKT (1Ipe3 mocieIHuTe 6
Mecera),

- HecTaOMITHA CTCHOKAP/IMS U M3BECTHH BPOJICHU JIETCHEPATHBHY HAPYIICHUS HA PETUHATA, KATO
retinitis pigmentosa.

EnnoBpemennara ynorpeba Ha BapaeHadwm ¢ Mmortan CYP3 A4 nHXHONTOPH KETOKOHA301 U
UTpaKoHa3oJ (rmepopaiHa ¢popMa) € IPOTUBOIIOKA3aHa IIPH MBXKE HAIl 75 TOMWHU.

EnnoBpemenHoTo u3noisBane Ha BapaeHadwm ¢ HIV nporeasan HHXUOUTOPH KaTO pUTOHABUD H
WHIWHABUP € MPOTHBOIIOKA3aHO, ThI KaTo Te ca MHOTO cHiTHH maXuOnTopn Ha CYP3A4 (BX. TouKa 4.5).

EnnospemennoTo npunarane Ha PDES naxuOnTopy, BKIIFOUNTENHO BapAeHA(WI, C TyaHUIAT-IIMKIa3HA
CTUMYJIATOPH, KaTO PHOIUTYAT, € IPOTHBOIMOKA3aHO, Thi KATO TOBA MOXE /1a IPUIHHA CUMITOMATHYHA
XUTIOTOHUSA (BXK. TOUKa 4.5).

4.4 ChneuuajHu npeaynpeXIeHus U NpPeANa3Hu MePKH NPU ynorpeda

[penn na ce 3amoyHe JIeueHHE C JIEKAPCTBOTO € HEOOXOIMMO J]a ce CHEME aHaMHe3a U Jla ¢€ M3BBPIIN
KIIMHUYCH NpeTJIe], 3a 1a ¢€ TUarHOCTUINPA ePeKTIIIHATA TUCHYHKIUS U ce OIpeesT MOTCHIINATHNTE
MIPUYMHY 32 3200JISIBAaHETO.

Ipenn nma ce 3amoyHe JieueHUE HA €PEKTIITHA TUCHYHKIMS, JIEKapuTe TpIOBa 1a B3eMaT 110]] BHUMaHHe
CBPJICYHO-CHIOBUS CTATyC HAa TEXHUTE MALMEHTH, Thii KaTO CHILECTBYBA PHCK OT CTPpaHa Ha ChPIETO,
CBBP3aH ChC CEKCyaJHaTa akTUBHOCT (BK. Touka 4.3). Bapnenadun nputexaBa chaopa3mupsBamm
CBOICTBa, KOMTO BOAAT JIO JIEKO U ITPEXOIHO TIOHMKAaBaHEe Ha KPHBHOTO HaisTaHe (BX. Touka 5.1).
[ManmenTty ¢ neBokaMepHa 0OCTPYKIHS Ha KPbBHUS TOK, HAIIP. A0PTHA CTEHO3a M WANONIATHYHA
XunepTpopuuHa Cy0aopTHA CTEHO3a, MOTAT J1a Ca YyBCTBUTEIHH KbM JAEHCTBUETO HAa BAa30JHIIATaTOPH,
BKITFOUUTENHO (pochonnecTepasHl MHXUOUTOPH THI 5.

JlekapcTBEHUTE TMPOAYKTH 3a JEUCHUE Ha epeKTHIHA TUC(YHKIUS TPsOBa /1a ce M3M0I3BaT BHUMATEIIHO
MIPH MAIUEHTH C aHATOMHUYHA JeopManis Ha reHnca (KaTo aHryamus, kapepHo3Ha Gpuodposa nim
Oonect Ha Peyronie), mim npu NaMeHTH, KOUTO UMAT ChCTOSIHUS, TIpeIpasoIarany KbM IpHau3bM
(KaTo CHPIOBHIHO-KIETHYHA AaHEMHSI, MYJITUIUICH MUEJIOM JTH JIEBKEMHS).

besomacHocTTa 1 ehrkacHOCTTa HAa KOMOWHaIuTe oT Levitra ¢punvupann tabmetku ¢ Levitra
JMCIIEPTUPAIIH C€ B yCTaTa TaOJIETKH WM IPYTH JICYCHHS Ha epeKTHIHA TUC(YHKIUS HE ca MPOYIBAHH.
[Mopaau Ta3u npuyMHa HE ce MPENopbhYBa H3IIOI3BAHETO HA TAKUBA KOMOMHAIINH.



IToHocuMocTTa KBbM MaKCHMaHaTa 1032 oT 20 My Moxe Aa ObJe o-HUCKA MTPH TAIUEHTH B CTapUYecKa
BB3pacT (> 65 rogunn) (Bx. Touku 4.2 u 4.8).

Eonoepemenna ynompeba na anga-onoxepu

EnHOBpeMEeHHOTO M3ITONI3BaHe Ha ali(a-0JIoKepHu U BapieHadUI MOXKe Jia IOBeJIe IO CUMIITOMaTHYHA
XUIOTOHHS TIPU HIKOU MMAIUeHTH, BCIICJCTBHE HA BA30IMIIATATOPHUTE €(PEKTH Ha JIBETE JICKapCTBA.
EnnoBpemenHo sieueHune ¢ BapaeHadui TpsaOBa Jia 3amovHe caMo, aKo NAIUEHTHT € ChC CTAOMITU3UPAHO
nedenue ¢ anda-ookep. Ilpu Te3n manmeHTH, KOUTO ca CTA0MITHY ¢ JieUeHwue ¢ anda-oIokep,
BapaeHah W TPAOBA Ja 3all0YHE ¢ Hal-HUCKAaTa MperophiBaHa HavajaHa J103a OT 5 Mg humMupaHu
TabneTku. BapaeHaduin MoXxe aa ce mpueMa o BCSIKO BpeMe ¢ TaMCYIIO3WH Wik andy3o3ud. C npyrure
anda-00Kepu € HeOOXOIUMO pa3lIelisHe Ha JO3WTE BBB BPEMETO, KOTaTo BapacHAHII ce Ipuiara
€THOBpEeMEHHO (BX. Touka 4.5). [Ipn Te3u manueHTH, KOUTO Beue B3eMaT ONTHMajTHaTa J103a BapacHadui,
JedeHneTo ¢ anda-ookepu TpsiOBa Jia 3aovHe ¢ Hall-HHUCKa 703a. [[ocTeneHHOTOo MOBHIIABaHE HA J03aTa
anda-6mokep Moxe 1a ObIe CBBP3aHO C MO-HATATHITHO MOHWKaBaHe Ha KPBBHOTO HaJsATaHE MPU
MAIMEeHTH, TIPUeManiy BapaeHa(uI.

Eonoepemenna ynompedba na CYP3A4 unxubumopu

EnnoBpemennara ynorpe6a Ha BapaeHadwmi ¢ morman CYP3 A4 nHXxuOUTOpH, KaTO HTPAKOHA30 H
KEeTOKOHa3011 (rmepopaiiHa ¢popma) TpsiOBa 1a ce n30sATrBa, Thil KaTO Ce MOIydaBaT MHOTO BUCOKH TIa3MEHHU
KOHIIEHTPAIUH Ha BapaeHa( W, aKo JIEKAPCTBEHUTE IPOAYKTH ce KOMOMHHpPAT (BXK. TOUkH 4.5 u 4.3).

Mosxe ma 0bae He0OX0auMa KOPEKIIH Ha Jo3aTa Ha BapaeHa(mI, ako e JTHOBPEMEHHO Ce Ipujara ¢
ymepern CYP3A4 uHXUOUTOPH, KATO EPUTPOMUIIMH M KIAPUTPOMUIMH (BXK. TOUkH 4.5 1 4.2).

EnHOBpEeMEHHUSAT NMpUEM Ha TPeHnpyT WK COK OT TPEHIIPYT ce OYaKBa Ja MOBUIIIH TIA3MEHHUTE
KOHIICHTpaIlny Ha BapaeHadwmr. KomOnHarmsaTa TpsioBa na ce n3osrea (Bx. Touka 4.5).

Bausnue evpxy QTc unmepsana

JlokazaHo e, e emHOKpaTHaTa mepopanHa ao3a ot 10 mg u 80 mg Bapaenadun yapmxasa QTc naTepBana
CBHOTBETHO ChC cpemno 8 u 10 msec (Bxk. Touka 5.1). Chimo Taka eqHOKpaTHH 103U OT 10 My BapaeHadwn,
pHIIo’keHu enHoBpeMeHHo ¢ 400 Mg raTtudaokcanuH — akTUBHO BetecTBO ¢ mogooeH QT edekrt —
rokassat gonwaauTeNeH QTc edexT oT 4 msec, B cpaBHEHHE € BCAKO OT Te3W aKTHBHH BEIIECTBA
nootaeaHo. Kimmaundaaoro 3Hauenne Ha Te3u QT npoMeHH He € u3BecTHO (BXK. Touka 5.1).

KnnangaaoTO 3HaUeHNE HA TO3K (aKT HE € N3BECTHO U HE MOJKE J1a C€ OTHECE 33 BCHUYKH MAaLlUEHTH, [IPU
BCUYKH OOCTOSITEJICTBA, Thil KATO 3aBUCH OT MHANBUAYATHUTE PUCKOBU (PaKTOPH U Bb3IPHUEMUHUBOCTA B
JaleH MOMEHT M IIPU BCEKH OTJeJIeH NManueHT. JIekapcTBeH! NPOAyKTH, KOUTO yabinkasat QTc
WHTepBaja, BKIIIOUYUTEIHO BapAeHadu, e Hail-moOpe 1a ce n30sATBaT MpH MalUeHTH C PUCKOBU (haKTOPH,
HalpuMep XUIIOKaIUeMus; BpoJeHo yabrkaBane Ha QT nHTepBaa; e1HOBPEMEHHO NPUIIOKEHHE Ha
AHTHAPUTMHYHU JIEKaPCTBEHH MPOAYKTH Kiac 1A (Hamp. XuHHIWH, TpokanHaMu), Wi knac 11 (samp.
aMHUOJIapOH, COTAJION).

Bnusinue 6vpxy 3penuemo

Hapyuienus Ha 3peHHETO U CIyyad Ha He-apTepUHTHA HCXEeMUYHA ONTHYHA HeBporaTHs (non-arteritic
ischemic optic neuropathy (NAION)) ca moknanBanu BbB Bpb3Ka ¢ nprema Ha Levitra u apyru PDES
nHxuOUTOpH. [1areHTsT TPsAOBa /1a ce ITOCHBETBA B CiTydail Ha BHE3AITHO HapyIIEHHE Ha 3pEHHUETO, Ja
cripe aa B3ema Levitra u BeJHara j1a ce KOHCYJITHpa ¢ Jiekap (BK. Touka 4.3).

Brnusanue évpxy Kvpeenemo

In vitro npoy4BaHUsITa C YOBEIIKH TPOMOOLIUTH MOKA3BaT, ue BapAeHa(HI He IPUTEKABA
aHTHAarperanuoHeH eeKT, HO PU BUCOKU KOHIEHTPAaLUUH (MHOIOKPAaTHO IPEBUILABAIIN
TepaneBTUYHUTE), BapAcHA( W HOTCHIUPA aHTHATPETALIMOHHUS €(EeKT Ha HAaTPUEBHSI HUTPOIIPYCH],



JIOHOp Ha a30TeH okuc. [Ipu xopa BapaeHaduI He BIHsC BPXY BPEMETO Ha KbPBEHE, CAMOCTOSITEITHO HITH
B KOMOWHAIIHSA C alleTHICATAIIMIIOBA KUCeanHa (BX. Touka 4.5). Hama mannaHa nHbOpManus 3a
0e30macHOCTTA ciie]l IPUIIOKEHNE Ha BapieHA(HII MPY MAIMEHTH C HAPYIICHHSI B KPHBOCHCUPBAHETO HITH
aKTUBHA NenTU4YHa s13Ba. CienoBaresHo BapieHadui TpsiOBa Jia ce mpuiiara mpy Te3u MalUeHTH CaMo
clie/l BHUMATEJTHA MPEIeHKA Ha OTHOIIICHUETO MOJI3a/pUCK.

45 B3aumojeiicTBHe C APYTU JeKAPCTBEHN MPOAYKTH U Apyru popMu HAa B3auMojieiicTBUe

BrusiHue Ha APYTH JeKapCTBEHU MPOAYKTH BEPXY BapaeHaduI

In vitro npoyusanus

Bapnenadwr ce MeTabonmu3upa IpeIuMHO Ipe3 YepHOIpoOHNTEe eH3uMH uToXpoM P450 (CYP)
nzodopma 3A4, c m3Becrer npuHoc Ha uzodopmute CYP3AS u CYP2C. CnengoBareiHo HHXHOUTOPUTE
Ha Te3W M30€H3UMH MOTaT Jia HaMaJIsSIT KJIMPhHCA Ha BapJieHa(HIL.

In vivo npoyueanus

EnnospemennoTo npunoxxenne Ha HIV npoteasnusar naxuburop uaarHaBup (800 My Tpu BTH THEBHO),
motier CYP3A4 uaxubutop, ¢ BapaeHadwi (10 mg ¢punmupana tadieTka), € JoBeio A0 16-kpaTHO
nosummasane Ha AUC Ha BapaeHadwi u 7-kpatHo noBummaBaHe B Chq Ha BapaeHadwr. Ha 24-Tus gac
TUTa3MEHHUTE HUBA Ha BapaeHa(WI ca MOHMKEHH MPHOIN3UTENHO 4% OT MaKCUMAITHOTO TJIA3MEHO HHUBO
Ha BapaeHaPI (Cpay).

EnnoBpemeHHOTO npHiokeHne Ha BapaeHadui ¢ puroHaBup (600 Mg aBa IbTH THEBHO) BOIH 10
13-kpaTtHo noBumaBaHe Ha Cngy Ha BapaeHadua u 49-kpatHo nosuinaBane Ha AUC.o4 Ha BapacHa(uII,
KOTaTo ce MpmiIara eAHOBPEMEHHO C BapaeHamI 5 My. B3anMoaeiicTBHETO € ITOCIeICTBHE HA
OJIOKMpaHeTO Ha YepHOIPOOHUS MEeTa0O0JIM3bM Ha BapaeHa(uII OT puTOHaBHp, BucokoakTuBeH CYP3A4
UHXUOHUTOP, KoiTO chio maxubupa CYP2C9. PuroHaBup 3HAUUTEITHO YABJDKABa BPEMETO Ha MOTYKHUBOT
Ha BapaeHadwi 10 25,7 gaca (BX. Touka 4.3).

EnnoBpeMenHoTO MprioxkeHnne Ha keTokoHaszoi (200 mg), momier CYP3 A4 uaxuburop, ¢ BapaeHAQIIT
(5 mg) e noseno mo 10-kpatHo moeumasane Ha AUC Ha BapaeHad i u 4-kpaTHo mosuiiaBane Ha Cpay Ha
BapaeHahu (BX. Touka 4.4).

Bripeku ve cienupuuHN MPOyIBaHUs BBPXY B3aUMOJICHCTBUETO HE Ca IPOBEICHH, TIPU
€THOBPEMEHHOTO m3moii3BaHe Ha MomHH CYP3 A4 uaxuburopn (KaTo UTPaKOHA30JT) MOXKE Jla CE OYaKBa
NoJly4aBaHe Ha IJIa3MEeHU HUBA Ha BapJieHa(HII, CPABHUMH C TE3H, MOJTYYSHU C KETOKOHA30II.
EnnoBpemennara ynorpeba Ha BapaeHadui ¢ moutau CYP3 A4 naxuburopu, KaTo UTPAKOHA30I U
KETOKOHA30J1 (TiepopaiiHa yrmoTpeda), TpsioBa na ce n3osrea (Bx. Touku 4.3 u 4.4). [Ipu BB3pacTHU MBXKE
HaJl 75-TOAMIITHA Bh3PACT €JHOBPEMEHHOTO M3II0JI3BAHE HA BapJeHa(MII ¢ HTPAKOHA30J MM KETOKOHA30J
€ TIPOTHBOIIOKAa3aHo (BXK. TOUuka 4.3).

EnnoBpeMenHOTO MpriiokeHue Ha epurpomMuItud (500 mg tpu metr gHeBHO), MomieH CYP3A4
uHXuoHUTOp ¢ BapaeHadwi (5 mg), e moseno a0 4-kparHo nosummasane Ha AUC Ha Bapaeradwn u 3-
KkpatHO noBumiaBane B Cnay Ha BapJeHadWI. BhIpeku ue He € MPOBEXJaHO KOHKPETHO MPOYYBaHe 3a
B3aUMOJICHCTBYS, TIPY €THOBPEMEHHO TIPUIIOKEHIE Ha KIIAPUTPOMHUITUH MOXKE JIa e 0YaKBa Mo100H0
Biusiane BEpXy AUC n Chax Ha BapaeHadmi. Korato ce n3non3sa B komouHamws ¢ ymeped CYP3A4
WHXUOUTOP, KATO EPUTPOMHUITUH WIIH KIAPUTPOMHIIMH, MOKE JIa € HE0OX0IMMO JIo3aTa Ha BapaeHa(u 1a
ce kopurupa (Bx. Touku 4.2 u 4.4). Humeruaun (400 mg 1Ba IbTH JHEBHO), HECTICITU(DUUCH ITUTOXPOM
P450 naxubutop, asima BiustHEE BBpXYy AUC u Crax Ha BapaeHadwI, KOTaTo ce Ipujiara ¢THOBPEMEHHO C
BapaeHadwi (20 mQ) mpu 31apaBu T0OPOBOIIIIH.

CokbT oT rpeindpyT, kato cnad naxudbutop Ha Metabom3ma Ha CYP3A4 B upeBHaTa cTeHa, MOXKE Ja
JIOBEJIE 10 YMEPEHO TOBHINIaBaHE Ha IJIa3MEHHUTE HUBA Ha BapaeHadWI (BXK. Touka 4.4).



dapmakoKkHHETHKaTa Ha BapaeHadwr (20 My) He ce MOBINABA OT €IHOBPEMEHHOTO Ipmiioskerue ¢ H2-
aHTaroHucrta paauTuauH (150 My nBa MbTH JHEBHO), TUTOKCHH, Bap(aprH, TITHOSHKIAMHU/I, AJTKOXOJT
(cpemHO MaKCHMAITHO aJIKOXOJIHO ChABPKaHUE B KpbBTa OoT 73 Mg/dl) mim eqHOKpaTHH 103U OT AaHTHAITH]T
(MarHe3ueB XUAPOKCH]T/ATyMIUHHEB XHIPOKCHL).

Bonpeku de cneruduuHu Mpoy4YBaHUs BbPXY B3aMMOACHCTBUETO HE ca OWIIM IPOBEACHH 32 BCUYKH
JICKAPCTBEHU IIPOAYKTH, IOMYIAlIMOHHUAT (DAPMaKOKHHETHYCH aHAaIM3 TI0Ka3Ba JIMIICA Ha MOBJIMsABAaHE Ha
(hapMaKOKHMHETHKATa Ha BapJcHA(DHUII OT CIICTHUTE JICKAPCTBA, IPUETH €IHOBPEMEHHO:
arerwicaymnmioa kucenuna, ACE-uaxuburtopu, 6era-0okepu, cimradbu CYP3 A4 naxubdburopw,
JUYPETHIIN ¥ JIEKAPCTBEHHU TPOJYKTH 32 JieueHrne Ha quadet (cyndaHmrypeitHu JiekapceTsa u
MeTopMuH).

Binsnue Ha BapaeHadua BbPXY APYTUTE JEKAPCTBEHU TPOAYKTH
Hsma nannm 3a B3auMoielicTBueToO Ha BapaeHadmi U HecriennGuaau GocdouecTepasHi HHXHOUTOPH
KaTo TeO(WINH WIN AUITAPHUIAMOIL.

In vivo npoyueanus

B npoyuBane Ha 18 3mpaBu JOOPOBOIIN MBKE HE ¢ HAOIIOAaBAaHO IMOTEHITMPAHEe Ha MIOHMKABAITUI e(heKT
BBPXY KPBBHOTO HaJIsTaHE HAa CYOJMHTBAITHO MPpHIoKeH HuTporimuepud (0,4 mg), korato BapaeHahUI
(10 mg) e nmpuIoXKeH Ha pa3IMIHA KHTEPBAIK OT BpeMme (0T 1 wac 10 24 vaca), Ipean aa ce IpreMe
Jo3ata HuTporiuieprH. Bapnenadun 20 Mg nmoteHIMpa XUIMOTEH3UBHIS e()eKT Ha CYOIUHTBAITHUS
auTpormnepud (0,4 mg), B3eT 1 niam 4 gaca cireq IPHIOKEHUETO Ha BapAcHADIT IPH 3paBH JIMIIA Ha
cpemHa Bb3pacT. He e HabmomaBan edekT BbpXY KPBBHOTO HaJIsTaHe, KOTaTO HUTPOTIIUIIEPHH € TIpUeT 24
gaca CJie] IPIIOKEHUETO Ha eHOKpaTHA o3a BapaeHadwi 20 mg. Hama nadopmaliis 3a B3MOKHO
MOTEHIMPAaHEe Ha XUITOTEH3UBHUTE e(DEKTH HA HUTPATUTE OT BapeHa(uiI MPpH MAUEHTH U CIIeJOBATEITHO
€ITHOBPEMEHHOTO M3IIOJI3BaHE € MPOTHUBOMOKAa3aHo (BX. Touka 4.3).

Hukopanaun e xubpua Mexx Iy akTHBaTOp Ha KalneBus KaHan u HuTpat. [lopaan HuTpaTHaTa cH
KOMITOHEHTA ChHIIECTBYBa Bh3MOKHOCT 332 CEPHO3HO B3aMMO/IEHCTBHE C BapieHa(DIIL.

Tbii kKaTO MOHOTEpanusITa ¢ anda-oJokep MoKe J1a TPUIUHHA U3PA3CHO MOHMKABaHE HA KPHBHOTO
HaJATaHe, CIIEIAaTHO OPTOCTATHYHA XHITOTOHUS M CHHKOII, IPOBEICHU Cca NIPOYYBaHUS BHPXY
B3aUMOJICHCTBUETO ¢ BapcHadwI. B 1Be mpoydBaHus Ha B3aMMOJICHCTBUETO ChC 37paBH HOPMOTCH3UBHU
nmoOpoBonmy cien popcupana TUTpays ¢ anda-6I0Kepr TaMCYIO3HH WIIA TEPa303WH, C BUCOKHU 03U €
JIOKJIa/IBaHa XUIIOTOHUS (B HAKOU CIy4Yad CHMITOMATHYHA) B 3HAYHTEJICH OpO¥l JHIa clie/l e IHOBPEMEHHO
npriokeHre Ha BapaeHadun. Cpen mumaTa, JJIeKyBaHU C TePa3olrH, € Ha0JIro1aBaHa T0-9eCcTo
XUIOTOHHMS, KOTaTO BapAeHA(II ¥ TePa303UH ca MPHUIaraHu ¢HOBPEMEHHO, B CPAaBHCHUE ChC CITYJYanTe,
KOTaTo JIO3UPAHETO € Pa3/Ie]CHO OT 6-4acoB MHTEPBAJ OT BpeMe.

B®b3 ocHOBa Ha pe3yaTaTHTE OT IPOYYBAHUS HA B3aUMO/ICHCTBHETO, IPOBEICHN C BapAeHA(pWI IpU
MaIUeHTH ¢ 1o0poKkavyecTBeHa npocratHa xuneprasus ([I11X) Ha ctabuinnaa Teparmms ¢ TaMCylTo3uH,
Tepa303WH WIH alI(y303HH:

o Koraro Bapaenadwn (punmupanu tabneTkn) e npuiarad B go3u 5, 10 wm 20 mg npu crabmiHa
Tepanus ¢ TAMCYJIO31H, HAMa CUMIITOMAaTHYHO OHI)KaBaHE HAa KPBBHOTO HAJSITaHE, BBIPEKU Ue
3/21 nekyBaHM C TaMCYJIO3MH MAILMEHTH Ca C IPEXOAHO CUCTOINYHO HAISTaHE B U3IPAaBCHO
MOJIOKEHUE MO-HUCKO OT 85 mmHg.

o Koraro Bapaenadmn 5 mg (¢punMupann TabIeTKH) € Ipuiiaral eJTHOBPEMEHHO C TEPa3oIuH 5 Win
10 mg, eaun oT 21 ManMEHTH € ChC CUMITOMATHYHA OPTOCTATHYHA XUITOTCHCHUS. XHUIIOTOHHS HE €
Ha0IIr01aBaHa, KOraTo BapaeHadwiI 5 My 1 Tepa3oliH ca IpuilaraHi ¢ UHTEPBAJ OT 6 Yaca MeXIy
OTIEITHUTE 03H.



. Koraro Bapaenadun (bhunMupanu TabJIeTKH) € MpUIarad B 1034 5 win 10 mg npu ctaOuiaHa
Tepanus ¢ andy3031H, HIMa CUMIITOMATHYHO TTOHW)KaBaHe Ha KPBBHOTO HAJISITAHE B CPABHEHHE C
rane6o.

CrenoBaTelHO €IHOBPEMEHHOTO JieUeHHe TPSIOBa Ja 3a[l0YHE CaMO aKo MAIMEHTHT € CTAOUITU3UPaH C
nedeHueTo ¢ anda-omokep. [Ipu Te3n marueHTH, KOUTO ca CTAaOMIIM3UPAHH C JIeUeHHe ¢ anda-0JokepH,
BapaeHaduiI TpsOBa [1a 3aI0YHe ¢ Hal-HHCKaTa MMpenophuBaHa Hava Ha g03a 5 mg. Levitra moxe ma ce
MpHJIara o BCSIKO BpeMe ¢ TaMCYIO03uH win andy3o3ud. C apyrure anda-oJokepu € HeoOX0IuMO 1a UMa
WUHTEPBAJ OT BpeMe MEXJIy OTJICITHUTE JIO3H, KOTaTo BapjeHa(pHII ce IPEANICcBa eTHOBPEMEHHO (BXK.
Touka 4.4).

Hsima 3HaumTenHy B3auMoielicTBrs, KoraTo BapdapuH (25 mg), koiito ce meTobomm3upa upe3 CYP2C9,
v gurokcud (0,375 MQ) e MpUIOXKeH eAHOBPEMEHHO ¢ BapaeHabun (20 Mg hunMupanu TabIETKH).
OtHOCHUTEIIHaTa OMOHATMIHOCT Ha TIMOeHKIaMu/I (3,5 MQ) He ce MOBIHSIBA, KOTaTO €THOBPEMEHHO €
npunoxkeH BapaeHadwr (20 mg). B cnenndraHo ipoyuBaHe NMpH MaleHTH ¢ XUMEPTOHUS, KBJIETO
BapaeHadhw (20 MQ) e mpHIoKeH eTHOBPpEMEHHO ¢ HU(eaunHH che 3a0aBeHo ocBoOOkmaBane (30 mg
uiu 60 M), € yCTAaHOBEHO JOMBJIHUTEIHO PeIyIIHpaHe Ha CUCTOJUYHOTO HAJIATaHe B TIOKoW ¢ 6 mmHg u
JINACTOJIMYHOTO KPBBHO HAJATaHE B MOKOW ¢ 5 mmHg, npuapyxeHo OT MOBUINIaBaHE Ha ChpJeYHATa
yecToTa ¢ 4 yaapa/MuH.

Korato Bapmenadwr (20 Mg dbuiaMupany TabIETKH) B aTKOXOJ (CpEeIHO MAaKCHMAITHO aJIKOXOJTHO
cpabpkanue ot 73 mg/dl) ce mpuemar 3aeqHO, BapaeHADIII HE MOTEHIMPA €PEKTUTE Ha aJIKOX0Ja BEPXY
KPBBHOTO HAaJSITAHE U ChpJIeYHATa YeCTOTa, U (papMaKOKMHETHKATa Ha Bap/ieHa(HI He ce IPOMEHSI.

Bapaenadun (10 mg) He moTeHIMpa yabDKaBaHe Ha BpEMETO Ha KbPBEHE, IPUIUHEHO OT
areTHIICANNITMIOBaTa Kucenunna (2 x 81 mg).

Puornuryar
[IpenxkIMHUYHY IPOYYBAHHS TOKA3BAT JOITBIHUTEICH e()EeKT Ha MOHWKaBaHe HAa CHCTEMHOTO KPbBHO

Hajsrade, korato PDES naxuburopu ce KOMOMHHUpAT C pUOIUTYaT. B KITMHUYIHY MPOYYBaHUS €
JIOKa3aHo, 9e pUOITUTYaT OTeHIIMpa XurmoTeH3uBHUTE epektr Ha PDES maxubutopure. Hama manam 3a
OyraronpusTeH KIMHIYEH eeKT Ha KOMOMHANMATA B IpOyYBaHaTa nomynanus. EqnoBpemennara
ynotpeba Ha puoruryaTt ¢ PDES nHXuOUTOpH, BKIIOYUTEITHO BapaeHA(II, € TPOTUBOIIOKa3aHa (BK.
Touka 4.3).

4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

Levitra ve e mokasana 3a ynorpeba ot sxeHu. Hsima npoyuBaHus 3a MpHIOKeHHe Ha BapaeHadut npu
OpeMeHHU xeHH. HsiMa HalTMaHU JTaHHW OTHOCHO (hepTHITUTETA.

4.7 EdexTu BbpXY cioco0HOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

He ca mpoBenenu npoyuBanns 3a eheKTUTE BHPXY CIOCOOHOCTTA 32 Mo HpaHe U paboTa ¢ MAITHHH.
TBii KaTO TIPU KIMHUYHKUTE TIPOYYBAHUS C BapaeHaDUI ca HAOIr01aBaHN CBETOBBPTEK U HAPYILICHHS B
3pEHUETO, MAIMEHTUTE TPSAOBA /1a ca CUTYPHHU Kak pearupar Ha Levitra, npeau aa modupat win paboTsT
C MaIlIVHY.

4.8 Hexenanu JJeKapCcTBEHH PeaKIuu

Hexenanute peakiiny, Ch00IICHH B KIMHHYHU M3IUTBaHUA ¢ Levitra puamupanu Tadiaerku win 10 mg
TabNEeTKH, TUCTICPTUPALIY C€ B yCTaTa, OOMKHOBEHO ca OWITH MIPEXOIHU U JICKH JIO YMEPEHH IO CBOSITA



chIHOCT. Haii-uecTo chobliaBaHaTa HexkelaHa JICKapCTBeHA PEeaKIus, KOsTo ce e mosiuia rmpu > 10% ot
MalyeHTUTe, € rI1aBo0oJIHE.

Hexenanute peakiuu ca n30poenu mo gectora mo MedDRA: muoro wectu (>1/10), wectu (>1/100 mo
<1/10), meuectu (>1/1 000 mo <1/100), peaxu (>1/10 000 mo <1/1 000) u ¢ Heu3BecTHA yecToTa (OT
HAJMYHATE JaHHU HE MOXKE J1a Ob/Ic HAlpaBeHa OIICHKA).

IIpu Besiko rpynupaHe B 3aBUCHMOCT OT YECTOTaTa, HeXEJIAHUTe PEakilni ce n30posBaT B HU3XO/IAI Pel
M0 OTHOIIICHNE Ha TAXHATA CEPHO3HOCT.

JloknaaBaHu ca CIICTHUTE HEXKEIIAHU PEaKIIUN:

Cucremo-opraien | MHoro YectH Heuectn Peaxu C Hen3BecTHA
KJac yecTH (> 1/100 mo (>1/1 000 mo (>1/10 000 mo | yecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (ot HanmuHMTE
JTAHHHU HE MOXe
na Obae
HalpaBeHa
OLIEHKA)
Nndexnun u KoHroHKTHBUT
uHbecTaunu
Hapyumenust Ha AnepruyueH Anepruyna
HMYHHATa OTOK U peakuus
cucTemMa AHTHOHEBPOTH-
YeH OTOK
Ilcuxuunmn Hapymenne Ha | be3nokoicTBo
HApYlIeHHUs CHHS
Hapyumenust Ha I'maBoGonue | 3amaiiBaHe CBHIUBOCT CuHKoT
HepBHATAa [TapecTesns u ITpunaabk
cucTemMa JTN3ECTe3UsI AmMHe3us
Hapymenus Ha 3putenHo [ToBumeno He-aprepuutHa
ouuTe CMYIIICHHE BBTPEOTHO mpeaHa
Xumnepemus Ha | HaJATaHe HUCXEeMHUYHA
OYMTE [ToBumena ONTUYHA
Hapymeno JAKpUMAIIHS HEBPOMATH
BB3IpPHUEMaHE 3putenHu
Ha IIBETOBETE HapyIICHUS
bonka u
nuckoMdopT B
0unTE
dorodobus
Hapymenus Ha TuHutyC Buezanna
YXOTO U CBeTOBBpTEX TIIyXoTa
JIAOUPHUHTA
Cobpaeunn Cwpuebuene MuoxkapaeH
HApylIeHUs Taxuxapmaust nH(papKT
Kamepuu
TaxXHapUTMHUH
CreHokapaus
CbaoBu 3auepBsBaHe XHTEePTOHMS
HapyLICHUsA XHUIOTOHMS




Cucremo-opraien | MHoro YectH Heuectn Peaxu C Hen3BecTHA
KJ1ac yecTH (> 1/100 mo (>1/1 000 mo (>1/10 000 mo | yecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (ot HannuHMTE
JTAHHHU HE MOXe
na Obae
HampaBeHa
OLIEHKA)
PecniupaTopum, Hazanna 3amyx KpbBOTEueHue
TPbIHU U KOHTECTUS Konrectuss Ha | oT HOCa
MeIHACTHHATHH CUHYCHUTE
HApYlIeHHUs
Cromanino- Hucnencus T'actpo-
YpeBHU e3odareanHa
HApylUIeHHUs pedaykcHa
6oxect
T'actpur
CromarrHo-
YpEeBHU U
KOpPEMHHU OOJIKH
Huapus
IToBpbinane
lanene
Cyxora B
ycTara
XenaTtoouauapHu [ToBumenue Ha | IloBuiieHne Ha
HApylIeHUs TpaHCaMHu- rama-TIIyTaMui
Ha3UTE TpaHcdepasara
Hapymenus Ha Epurema Peakius Ha
KOJKaTa " O6puB ($hOTOUYBCTBH-
MO/IKOKHATA TEITHOCT
ThKaH
Hapyuwenus Ha Bonka B rpba
MYCKYJIHO- [ToBumena
cKeJieTHATa cepymMHa
cucTemMa u KpeaTHH-
CheIMHUTETHATA ¢dbocdokmnaza
ThKaH Muanrus
[ToBumen
MYCKYJIEH
TOHYC 1
CXBaIl[aHUs
Hapyuwenus Ha Xemarypust
0BnOpenuTe u
NMUKOYHUTE
MbTHIIA
Hapymenus Ha 3acuneHa [Ipuanuzem XeMmoparus B
BBH3NPOU3BOAUTENT epeKuus TIeHuca
HATa cUCTEeMa U XemocnepMust
rbpaaTa
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Cucremo-opraien | MHoro YectH Heuectn Peaxu C Hen3BecTHA
KJ1ac yecTH (> 1/100 mo (>1/1 000 mo (>1/10 000 mo | yecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (ot HannuHMTE

JTAHHHU HE MOXe
na Obae
HampaBeHa
OLIEHKA)

Oo61u Hepasnonoxe- | bonku B

HApYyUIeHUS U HUE TBpANTE

edexTH Ha

MSICTOTO HA

NMPUJI0KEHH e

XeMoparus B IeHNCa, XeMOCIIEPMHS U XeMaTypHs ca ChOOIIaBaHN B KIMHIHYHU MMPOYYBAHUSA U KATO
CITOHTAHHO TTOJIYICHH TaHHU OT MIOCTMApPKETHHTOBHS TIEpUO/ ITpH yroTpedara Ha Bcuuku PDES
WHXUOUTOPH, BKIIOUUTEITHO BapacHA(PIIT.

IIpu no3a ot 20 mg Levitra ¢pumMupanu TabIeTKH MaIMEHTHTE B CTapUecka Bh3pacT (=65 rogunraa
BB3paCT) UMaT MM0-BUCOKA YecToTa Ha riaBodomue (16,2% crpsmo 11,8%) u 3amaiiBane (3,7% crupsamo
0,7%) B cpaBHEHHE ¢ TIO-MITAUTE MAIMeHTH (<65 roaumrHa Bb3pacT). Haii-obmio gecrotara Ha
HEXeJTaHUTE peakIuu (0coOEHO ,,3aMaiBaHe’) € JIEKO TTOBHUIIICHA MTPH NAITUEHTH ¢ aHaMHEe3a 3a
XUIEPTOHUSI.

HocTMapkeTHHTOBH CHOOIICHHS 32 JIPYTH MPOIYKTH OT TO3M KIIac

Cvoosu Hapyuienus

Cro0ImaBar ce Cepro3HU ChPJICYHOCHI0BH PEAKIINH, BKIFOYHTEIHO [IepeOpOBaCKyIapeH KPhBOU3IHB,
BHE3aIHa Chp/ICYHA CMBPT, PEXOIHA NCXEMUYHA aTaka, HEeCTA0OWITHA aHTHHA M KaMepHa apUTMUS BbB
BpEMEHHA Bpb3Ka C JIPYTo JIEKApCTBO OT Ta3H IPyIia MPH MOCTMAPKETHHIOBOTO HAOIIOJICHHUE.

Cpo011aBane Ha MOI03UPAHN HEXKEIIAHU PEAKITHN
Cp0o011aBaHeTO Ha MMOJI03UPAHH HEKEIIaHU Peakliu ClIe]] pa3pelliaBaHe 3a yrnoTpeda Ha JIeKapCTBESHHUS

MIPOIIYKT € BaxkHO. ToBa MO3BOJISIBA 12 IPOIBIKH HAOIIOIEHUETO Ha ChOTHOIIEHNETO 10133/ PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIEITUAIICTH CE€ U3MCKBA J]a ChOOIIaBaT BCAKA TTO03HUpaHa
HEeXXelaHa peakiys Ype3 HallMOHAIHA CUCTeMa 3a cho0IIaBaHe, mocoyeHna B [Ipunoxenne V.

4.9 Ilpeno3upane

B npoydyBaHe Ha eTHOKPATHO JO3UPAHE MIPHU JOOPOBOJIIIH, TO3U A0 U BKiIFounTeHO 80 MQ BapaeHadw
(bummupanu TabJIETKN) JHEBHO ca MOHECEHU T00pe, 0€3 Cepro3HU HeXKEITaHU PEaKIInH.

Korato BapmeHnadwur e 6w IPHIIOKEH B TIO-BUCOKH JIO3U M TI0-9E€CTO OT IpenophiaHaTa dectoTa (40 mg
(bumMupaHu TabJIETKH Ba THTH THEBHO) ca CHOOIIEHH CIIyJYan Ha criTHa 0oika B TppOa. ToBa He €
CBBP3aHO C MYCKYJTHA WJTH HEBPOJIOTUYHA TOKCUYHOCT.

B cnyuan Ha peno3upane, ako € He00X0aUMO, TpsIOBa Aa ce MPUII0KAT CTAHAAPTHH MTOIBPIKAIIH

Mepku. bpOpednaTa quannsa He ce O9aKBa J1a YBeIHIH KINPBHHCA, Thil KaTo Bap/ieHad I € CBbP3aH B
roJisiMa CTETIeH C IJIa3MeHUTE MTPOTENHH 1 HE c€ eIMMHUHNpPA 3HAYUTEITHO B ypHUHATA.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1. ®apmakoauHAMUYHH CBOICTBA

®apMakoTepaneBTUUHA rpyna: Y poJIOruyHU CpeACcTBa, JlekapcTBa, 3MOJI3BAHU NPU €PEKTUITHA
muchynxmms, ATC code: GO4BEQ9

Bapnenadun e mepopaHa Tepanus 3a mogo0psBaHe Ha epeKTUIHATA (YHKIIHS IPH MBXKE C ePEKTHIIHA
muchyHKIMS. B ecTecTBeHH yCcIoBHSA, T.€. ChC CEKCYATHO CTUMYJUpPaHe, BapAeHa(III Bh3CTaHOBSIBA
yBpeaeHaTa epeKTiiIHA (YHKIHS Ype3 MOBUIIaBaHe Ha KPBBHUS TOK KbM IEHHUCA.

Epexmusita Ha neHuca e xeMoanHaMu4eH niporiec. [1o Bpeme Ha ceKCyaiHO CTUMYJIMPAHE ce
0cBOOOXK/IaBa a30TeH OKcu. Toll akTHBUpa eH3MMa TyaHWIAT [MKJIa3a, BOJIEIA JIO TOBHUIABaHE HUBOTO
Ha [UKJIAYHAS TyaHo3uH MoHo(pocdat (cGMP) B kopmyc kaBepHO3yM. ToBa BOJH 10 OTHyCKaHE Ha
IIaJKaTa MyCcKyJiaTypa, KaTto Mo3BoJjisiBa OBUIIABaHE HA TIPUTOKA HA KPBB KbM reHuca. HuBoTo Ha
c¢GMP ce perynupa oT ckopocTTa Ha CHHTE3 upe3 TYaHHJIATIIUKIIa3a U 4pe3 CKOPOCTTa Ha pasrpaxiaHe,
nocpencrBoM cGMP xuapommupamu hochoauectepasu (PDEs).

Bapnenadwr e MomieH u cenexktuBeH nHxuouTop Ha cGMP ciermudmanara docdommecrepasa Tum 5
(PDES5), Haii-BaxxHaTa ¢ochoanectepasa B HOBEIIKHS KOPITyC KaBepHO3yM. Bapnenadwi 3acunBa edekra
Ha SHJIOTEHHUS a30T€H OKCHJI B KOPITyC KaBepHO3yM, kKaTo nHxnOmupa PDES. KoraTo ce otaenu azoteH
OKCHJI B OTTOBOD Ha CEKCyaslHa CTUMYyJarus, naxuoupanero Ha PDES ot Bapnenadwn Bogu 1o
nouieHN HUBa Ha cCGMP B koprryc kaBepHO3yM. Clie10BaTEIIHO, 32 J]a C€ MPOSABAT MOJIE3HUTE
TepaneBTHYHH e(heKTH Ha BapaeHa(pII € HEOOXOAUMO CEKCYaTHO CTUMYIINPAHE.

[IpoyuBanus in vitro ca mokasaiu, 4e BapacHaQWI MPUTEKaBa MHOTOKPATHO TIO-CHITHO JICHCTBUE BHPXY
PDES B cpaBnenue ¢ apyru dpochoanectepasu (>15-kparrno cnpsmo PDE6, >130-kpatHo cnpsimo PDE],
>300-kpatHo cupssmo PDE11 u >1000-kpatho cupsimo PDE2, PDE3, PDE4, PDE7, PDES, PDE9 u
PDE10).

IIpu nmpoBeneno nscnensane ¢ mwietuamorpadus Ha nernca (RigiScan) mpu HiIKOW MBKe MO JeHCTBHETO
Ha 20 mg BapaeHadu ce HaOIF01aBa epeKIys, JOCTaThYHa 3a MpoHuKBaHe (60% pUTHIHOCT criopen
RigiScan) 15 munyTH crex npuema Mmy. [loBimsiBaHeTo Ha TE€3M JUIA OT BapAeHA(IIT € CTATUCTHYECKU
3HAYMMO B CPaBHEHHE C PE3YJITATUTE TIPH I1ANe00 25 MUHYTH CJICH TPUEM.

Bapnenadun npuuuHsiBa yMEpeHO U MPEXOJHO IOHIKAaBaHEe Ha KPBBHOTO HAJSITAHE, KOETO B IIOBEYETO
ClIyyaH He ce IposiBsiBa KIMHUYHO. CpeHaTa CTOMHOCT Ha MAaKCUMAJIHO MOHMKaBaHE Ha CUCTOJINYHOTO
apTepHaliHO HaJsIraHe B MOKo# ciex npueM Ha 20 mnu 40 mg BapaeHadwi e crorBeTHO 6,9 mm Hg mpu
20 mg u 4,3 mm Hg npu 40 mg, B cpaBHeHUe ¢ miane6o. Te3n eQekTr ca B ChOTBETCTBHUE C
BazoamnaTatopans ehekt Ha PDES-uHxnOnTopuTe 1 BEpOSATHO Ce ABKAT Ha MOBUIICHN HIBa Ha cGMP
B ChJJOBUTE IVIAAKOMYCKYJIHU KJIeTKH. ENHOKpaTHAaTa MM MHOTOKpaTHA IEPOPAIHU A03U Ha BapAeHa(UI
10 40 mg He BOIAT OO KJIMHUYHO 3HAYMMU IPOMEHHM B €JIEKTPOKapArorpaMara Ha 34paBu MbXe
JIOOPOBOJIIH.

JBOIHO-CI5110, KPBCTOCAHO, PAaHAOMU3UPAHO IPOYUYBAHE C EHOKPATHA J103a IIPU 59 34paBU MbKe
cpaBHsBa BnusiHUETO BhpXY QT muTepBana Ha Bapaenadwi (10 mg u 80 mg), cuinenadmn (50 mg u
400 mg) u mnane6o. Mokcudnokcanut (400 MQ) e BKIIFOYCH KATO aKTHUBEH BHTPEIICH KOHTPOJI.
Edexture Bopxy QT nHTEpBana ca n3mepBanu 1 gac ciieq mpuitokeHne Ha 103aTa (CpemHo tay 32
BapaeHadwi1). OCHOBHATA 3a/1aya Ha TOBa MTPOYYBAHE € J1a C€ U3KIIIOYH IMO-ToyisiM oT 10 msec edekr (T.e.
Jla ce JoKake JuTcarta Ha edekt) Ha eqHokparHa 80 mg rmepopanHa mo3a BapaeHadmi Bpxy QTc
WHTEPBAJ B CPaBHEHHE C IUIanebo, M3MepeH ¢ mpoMeruTe Ha Fridericia kopekimonna hopmysta
(QTcF=QT/RR1/3) ot u3X0AHOTO CHCTOSTHUE N0 1-BHS Yac ciex npueMa. Pesynrarure Ha BapaeHapuiI
nokassat yabokaBane Ha QTc (Fridericia) or 8 msec (90% Cl: 6-9) u 10 msec (90% CI: 8-11) npu m1o3u
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10 u 80 mg B cpaBHeHue ¢ mianedo, u yabiokaBane Ha QTci (Fridericia) ot 4 msec (90% CI: 3-6) u 6
msec (90% CI: 4-7) npu mo3u 10 u 80 Mg B cpaBHEHHE ¢ TUIAIE00, EANH Yac MO-KbCHO. IIpH . camo
npomsiHaTta B QT cF 3a Bapaenadwmn 80 My € M3BHH NMpHUETHUTE TPAHUIIA HA TIPOyIBaHETO (CTOWHOCT 10
msec, 90% CI (8-11)). Koraro ce n3mon3Ba HHIUBHIyaTHa KOPEKIMOHHA (hOpMyJIa, HUTO €QHA OT
CTOMHOCTHTE HE € OHIla M3BHH TPAHUIINTE.

B otnenHO MOCTMapKETHHTOBO IPOy4YBaHe MpH 44 31paBu JOOPOBOJIITN €THOKpAaTHH 1031 oT 10 Mg
BapaeHadwn wim 50 Mg craeHaduI ca NpuIoxeHu eqHoBpeMeHHo ¢ 400 mQ raTudIokcauy —
nexapcTBo cbe cpasuauM QT edexr. U Bapaenadun u cunaeHadui ca mokasanu HapacTBane Ha Fridericia
QTc edexr ot 4 msec (BapaeHabwi) u 5 msec (cunaeHadmi1), B CpaBHEHNE C BCAKO OT JIeKapcTBaTa
nootesHo. KOHKpeTHOTO KIIMHUYHO 3HaueHne Ha Te3u QT nmpoMeHH He € U3BECTHO.

AOHT:HHI/ITCJIHa PIH[I}O[}M&QI/IH OT KIMHWYHH U3IMUTBAHUA C BapgeHaQ}I/m 10 mg Ta6JIeTKI/I, AUCTIEprupanmn

ce B ycTaTta
EdukacHocTra u 0e3onacHocTTa Ha BapaeHadmt 10 mg TabneTky, JUCeprupalny ce B ycrara, ca

JIOKa3aHHU TOOTAEITHO MPH IIMPOKA MOIMyJalys B IBe Mpoy4YBaHus, BKiIrouBamy 701 pangomMusupanu
MAIMEHTH ¢ epeKTIITHA TUC(YHKIHS, KOUTO ca JeKyBaHH 1o 12 ceqmuiu. Pasnpenenenuero Ha
MAIMEHTHTE B MPEIBAPUTETHO Ae(hUHUpPAHNUTE IOATPYIIH IIOKPHBA MAallMEHTH B cTapyecka Be3pact (51%),
MalMeHTH ¢ aHaMHe3a 3a 3axapeH auadet (29%), aucnununemus (39%) n xuneprorus (40%).

B cOopHuTe naHHM OT ABETE M3NHMTBaHUsA ¢ BapAeHadua 10 mg tabneTky, IUCIEPrUupaliy ce B ycraTa,
IIEF-EF nometin ckopoBeTe ca 3Ha4MMO MO-rojieMu npH BapaeHadui 10 mg tabneTku, IUCIIEPrUupariu ce
B yCTaTa, CIIpsIMO TuTae0o.

71% OT BCHYKM CeKCyaJHH OMHTH, ChOOIIEHN B KIIMHUYHUTE U3MUTBAHMS, Ca C YCIIEITHO MTPOHUKBAHE,
cpaBHEHO ¢ 44% OT BCHYKHM ONUTH B 1Uiane0o rpymnata. Te3n pe3ynratu ca OTpa3eH! ChIIO B MOATPYIHTE:
IIpY TTAIMEHTH B CTapyecKa Bb3pacT 65%, mpy ManMeHTy ¢ aHaMHe3a 3a 3axapeH auadet 63%, npu
MaIMeHTH ¢ aHaMHe3a 3a JuciunuaeMus 66% 1 py TanueHTy ¢ anaMHe3a 3a xuneptorus 70% ot
BCHUYKH CHOOIIEHH CEKCYATHU OTIMTH Ca C YCIEIIHO MPOHUKBAHE.

Oxo1o 63% OT BCHYKH CHOOIIEHH CEKCYAITHN ONUTH ¢ BapaeHadun 10 mg tabiaeTku, TUCTIeprupaIiy ce B
ycTara, ca yCIIeITHH 110 OTHOIIEHHE Ha TOJIbpKaHe Ha ePeKIusITa B CpaBHEHHE C OKOJIO0 26% OT BCUUKHU
m1ane0o0 KOHTPOIMPAHH CEKCyalH! omuTH. B mpeaBapuTenHo neduHupannTe moarpymnu 57% (manueHTn
B CTapyecka Bb3pacT), 56% (marmueHTn ¢ aHaMHe3a 3a 3axapeH anader), 59% (manueHTH ¢ aHaMHe3a 3a
muciunuaemus) 1 60% (manueHTn ¢ aHaMHe3a 32 XUIEePTOHUS) OT BCHYKH ChOOIIIEHH OTIHTH C
BapaeHadun 10 Mg tabraeTku, IUCIEPTUPAIIH CE B yCTaTa, ca YCIIEIIHH 110 OTHOIIEHHUE Ha MOJIbPiKaHe
HA ePEKIHSITA.

AOHT:JIHI/ITGJIHa PIH[I}O[}M&QI/IH OT KIMHWYHH U3IUTBAHUA

B kivHUYHM W3nUTBaHUS BapAcHadua ¢ Omn npuiarad Ha nosede oT 17000 Mbike ¢ epeKTHIIHA
muchyakmmst (EJI) Ha Bp3pact Mexay 18 u 89 ronuHM, TOBEYETO OT TAX C MHOXKECTBO IPHIIPYIKABAIITH
3a0onsBanus. Han 2500 nanuenTu ca Omiin Ha Tepanus ¢ BapaeHadu 3a 6 i nmoseue Mecera. OT TsIx
900 ca Own JiekyBaHu 1 ToAMHA WK [TOBEYE.

[IpencraBenu ca ciaeqHUTE TPYIH MAMEHTH: MAIMEHTH B CTapyecka Bb3pacT (22%), marueHTa ¢
xuneptonus (35%), 3axapen auadet (29%), ¢ ncxemmaHa O00JIECT HA CHPUETO WIH APYTH CHPAETHO-
chI0BH 3a00msBanus (7%), XxpornyHa OenoapodHa 6omnect (5%), xunepnunuaemus (22%), nenpecust
(5%), pagukanaa mpoctatekToMus (9%). B knmuHNYHUTE IpOyYBaHMS HE ca OWIIH MpeICTaBeHI
JIOCTAaTHYHO CIIEHUTE TPYITU: JINIA B cTapuecka Bb3pacT (> 75 roauan, 2,4%) 1 MaIleHTy ¢ ONpe/IeIeHn
ChPIEYHO-CHIOBH 3a00JsiBanmsI (BXK. Touka 4.3). He ca M3BBpICHN KIMHUYHA TPOYIBAHUS TIPH
nmanueHTy cbe 3a0omsaBanms Ha [THC (¢ m3kmoueHne Ha TphOHAYHOMO3BYHH TPABMH), TIAITUCHTH C TEXKKH
O0B0peuHy WK 9epHOAPOOHN YBpEXKIaHNUs, MPETHPIENN XUPYPTUIHI HHTEPBEHIINU B 00J1acTTa Ha Tas3a (¢
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H3KIIFOYCHUEC Ha IIaad1na HEPBUTE HpOCTaTCKTOMI/IH), HJIK TpaBMa, W JIBUCTEpannd U IOHUXKCHO HI/I6I/IIIO
HJIN aHATOMHWYHHU I[C(I)OpMaLII/II/I Ha n¢Huca.

ITo BpemMe Ha OCHOBHUTE KIMHUIHHUTE MPOYIBAHUS JICUCHUETO C BapaeHaw (huamMupanu Ta0IeTKN) €
JTIOBEJIO JI0 MTOA00psABaHe HA €PEeKTHITHATA (PYHKINS B CpaBHEHHE ¢ mIiarne6o. [Ipu Marsk Opoii manuenTy,
KOHTO ca U3BBPIIMIN TOJOB akT 4 710 5 yaca clie/i IpueMa Ha JISKapCTBOTO, TIPOLIEHTHT Ha TIPOHUKBaHE U
MOJTbPKaHE Ha ePEeKIIHUATa € 3HAYUTEITHO TI0-BUCOK B CpPaBHEHHME C IIanebo rpynara.

IIpu npoyuBanms ¢ Gpukcrupana go3a (pruMrpanu TabIETKH) Cpea ITUPOKA TOITYIAIHS MBKE C
epekTiiiHa quchynkus, 68% (5 mg), 76% (10 mg) u 80% (20 MQ) OT maIMEHTUTE ca OCHIICCTBIIH
ycmemieH moioB akT (mporukBanus) (SEP2), B cpaBHenwue ¢ 49% B rpymnara ¢ miamnedo 3a mepuoj oT TpH
Mecerna Ha mpoy4uBaneTo. CriocoOHOCTTa 3a moaabpxkane Ha epexiwst (SEP3) B Ta3u mmpoka momymanus
OT JiiIa ¢ epekTrwiHa quchynkmus e 53% (5 mg), 63% (10 mg), 65% (20 mg), B cpaBHenue ¢ 29% npu
miame0o.

Criopent cOOpHUTE JaHHU OT TOJIEMUTE POYYBAHUS BHPXY €(PUKACHOCTTA, MAIIMEHTHUTE C YCIIEIIEH MOJIOB
aKT (MpOHMWKBaHe) ciell yroTpeda Ha BapaeHa(WI ca OUITN KaKTo ciIe/lBa: ICUXOTeHHA epeKTHIHA
muchyskmms (77-87%), cmecena epexTiiHa aucyHKIus (69-83%), opraHndHa epeKTHiIHA TUCHYHKITHS
(64-75%), nanpennana Bp3pact (52-75%), ncxeMudHO chpae4dHo 3abossiBane (70-73%),
xunepiunuaemus (62-73%), xporamdana 0erxoapobua 6omnect (74-78%), nenpecust (59-69%) u naruenTw,
JIEKyBaHU €IHOBPEMEHHO C aHTHXHIICPTEH3UBHU cpecTBa (62-73%).

B xMHIYHO M3NMUTBaHE MPH NAIMEHTH ChC 3aXapeH AuadeT BapeHapHI 3HAUNTETHO OA00psiBa
epeKTHIHATA (DYHKIHS, CIOCOOHOCTTA 32 MMOJyYaBaHe M NOATIbPIKaHe Ha ePeKIHs, JOCTATHYHO
MIPOIBIDKUTENHA 32 YCIEIEH IT0JIOB aKT M PUTHIHOCT Ha TIeHKca ¢ 103u BapaeHaduna S mg u 10 mg, B
cpaBHeHHe ¢ manebo. YectoTara Ha moy4aBaHe U OAAbPKaHe Ha epekius e omma 61% u 49% npu

10 mg, 64% u 54% npu 20 Mg BapaeHadwI, IPU MALUEHTH KOUTO Ca 3aBbPIIMIN TPH Mecella JICUCHNE, B
cpaBHeHHE ¢ 36% u 23% npu rpynara nauuMeHTy Ha miane0o.

B xMHIYHO M3NUTBaHE HA MAIMEHTH CIIe IIPOCTaTEeKTOMUS, BapAeHA(IIT 3HAYUTEIHO TT0100psBa
epeKTHIIHATA (DYHKIIHS, CHOCOOHOCTTA 3a MOJTyYaBaHe M MOATbPKaHEe Ha ePeKINs, JOCTAaTHIHO
IPOJBDKUTEINHA 32 YCTICIIEH MTOJIOB aKT M PUTHAHOCT HA MEHHca ¢ 1031 BapaeHadwmr ot 10 mg u 20 mg, B
CpaBHEHHME C rpymnara Ha mane6o. Yectorata Ha mosyyaBaHe U OAIbP)KaHe Ha epeKkiust e onna 47% u
37% mpu 10 mg, u 48% u 34% npu 20 mg BapaeHaui Npyu NALMEHTH C 3-MECEYHO JIEUCHUE, B
cpaBHeHue ¢ 22% u 10% npu manueHTuTe Ha mianedo.

B xMHMYHO M3NHUTBaHE C I'BBKAB PEKUM Ha JO3MpaHE IPH MALUESHTH C TpaBMa Ha TPbOHAYHUS MO3BK,
Bap/eHa(dWI 3HAUNTEITHO MMO00psBa epEeKTHITHATA (DYHKITUS, CITOCOOHOCTTA 3a MOTydaBaHe U
HOAIbPKaHe Ha JOCTAThYHO MPOABIDKUTEIIHA EPEKIHS 32 YCIICITHO H3BbPIIBAHE HA MOJOB aKT
PHUTHIHOCT Ha IIEHHCA B CpaBHEHHE C Iuranebo. bposT Ha manueHTuTe, KOUTO ca ¢€ Bh3CTaHOBUIIN ChC
ckop IIEF (>26%) e 53% c BapneHadun B cpaBHeHHe ¢ 9% Ha 1uianeo. YecToTaTa Ha HOBIMABAHE 3a
NOJIy4aBaHe U NOAXbpkKaHe Ha epekuus e 76% u 59% npu Bapnenaduin B cpaBaenue ¢ 41% u 22% Ha
iane6o, Ipy MayueHTH, KOUTO ca JIEKyBaHH TPH Mecela, KOeTO € KIIMHINYHO U CTAaTHCTUYECKH 3HAYNMO
(p<0,001).

be3zonacHocTTa 1 euracHOCTTa Ha BapAeHA(UI € yCTaHOBEHA B MPOIBJIKUTEIHN POYYBAHHSL.

HenuatpuyHa monymnaus

EBpomneiickaTa areHIus o JeKapcTBaTta 0CBOOOXK1aBa OT 33/ IbJDKCHUETO 32 MPEIOCTaBIHE Ha
pe3yiTaTHTE OT MPOYYBAHHUATA BB BCHUKH ITOATPYIY HA TIeAMATPUYHATA TIOMYJIAlUs MPH JICUCHHE Ha
epeKTiIHa TuCPYHKIHA. BikTe Touka 4.2 3a nHpOpMAaIs OTHOCHO YITOTpeOa B TIeAUATPHSITA.
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5.2 dapMaKkoKHHETHYHHU CBOICTBA

W3nuTBaHus 3a OMOCKBUBAJICHTHOCT MTOKa3Bart, ue BapaecHadun 10 Mg TabneTku, AUCIEPTrUpany ce B
ycTara, He ca OMOeKBUBaJCHTHU Ha BapaeHaduia 10 mg puamupanu tabnerku. [1o Tasu npuyuHa
JICTIEprUpalaTa ce B ycrara JekapcTBeHa opma He TpsiOBa Jla ce U3M0J3Ba KaTo eKBUBAJICHT Ha
BapaeHaduia 10 mg bunmupasu TabIeTKH.

AGcopbuus
IIpu npunarane Ha BapacHadmt 10 mg ¢punmupanu TabaeTku BapaeHadui ce abcopoupa 0bp30 ¢

MaKCHUMAJTHH TUIa3MEHH KOHIICHTPAIIHH, IOCTUTHATH NIPU HIKOU MBXe 15 MUHYTH ciie] mepopaiHo
npuioxenue. Brrpeku ToBa B 90% OT ciyvyanTe MaKCUMATHHUTE IJIa3MEHH KOHIICHTPAIIUY ca TIOCTHTHATH
o1 30 mo 120 murayTH (cpemHo 60 MHHYTH) ClIen TIEPOPATHO MIPIIIOKEHUE, Ha TnagHo. CpexHara
abcoroTHa OMOHAMMYHOCT cief nepopaieH mpueM e 15%. Cnen nepopanao nozupane AUC u Cpx Ha
BapJieHaMII ce MOBHUILIABAT MOYTH MPOTIOPIIHOHAITHO Ha JI03aTa B MPEMOPBbUYBAHUTE TPAHUIIHA HA
nmosuposka (5 — 20 mg).

Koraro Bapnenadun punMupanu TablIeTKH ce PHEeMaT ¢ XpaHa C BUCOKO ChIIbpKaHUE HA Ma3HUHH
(cpapprkamia 57% Ma3HUHHN), CKOPOCTTa Ha abCOpOIUs € HaMaJleHa, C IOBUIIIaBaHe Ha CPEAHOTO tmax OT 1
yac u cpenHa peaykuus Ha Cpay 0T 20%. AUC Ha BapaeHadwmn He ce moBnusaBa. Cien mpueM Ha XpaHa,
chabpxama 30% Ma3zHUHHM, CKOPOCTTA M CTETIEHTa Ha a0copOIHs Ha BapaeHAPHI (tmax, Crmax, AUC) He ce
MPOMEHST B CPABHEHHE C MPIIIOKEHUETO Ha TIIATHO.

Bapaenadui ce abcopbupa 0bp30 ciaen npuiokeHnueTo Ha BapaeHaduia 10 mg tabiaeTku, ucHeprupariy
ce B ycrara, 0e3 Boga. MenraHara Ha BpeMeTo 3a oCTUTaHe Ha Chax Bapupa Mexay 45 1o 90 MuHyTH 1 €
MOT00HO MITH JIEKO YABIDKEHO (¢ 8 10 45 MuHYTH) B cpaBHEHHE C hUiIMUpannuTe TadneTku. CpenHara
AUC Ha Bapaenadun e yapikeHa ¢ 21 10 29% (mauueHTH Ha cpeiHa Bb3pacT U MAIlMeHTH B CTapyecka
BB3pact ¢ EJ]) wmu ¢ 44% (Mmanu 3apaBu oo6poBomiy) mpu 10 Mg TadneTku, UCTIEpTUPAILH CE B
ycTaTa, CpaBHEHO C GHUIMHPAHHUTE TAOJIETKH KaTo pe3yiTaT OT JIOKAJIHATa IepopairHa abcopOuus Ha
MAJIKO KOJIMYECTBO OT JIEKAPCTBOTO B YCTHATA KyxuHa. Hsima 3HaunMma pasnuka B cpeiHaTa Cpa, MEXKIY
JIACTICPTHPAITUTE CE B ycTaTa TabJeTKH U QHIMHUpaHUTE TaOJICTKH.

[Ipu nuauBuan, npuemainu BapaeHaduit 10 mg TabneTku, qucreprupaiiy ce B ycrara, ¢ borata Ha
Ma3HUHU XpaHa, He ¢ HaOmoaBaH epekT Bbpxy AUC U tma Ha BapaeHadmi, 10kaTo Chay Ha BapacHa(HI
e Owa HamaneHa ¢ 35% npu npueM ciienx XxpaneHe. Ha 6a3ata Ha Te3u pesynTaru BapaeHadun 10 mg
Ta0JIETKH, TUCTIEPTUPAIIN CE B ycTaTa, MOTAaT Ja ObJaT IpUEeMaHH ChC WM 0e3 XpaHa.

Axo Bapaenadun 10 mg rabierku, JUceprupaiiy ce B ycrara, ce npuemar ¢ Bojga, AUC HamassiBa ¢
29%, Cpax OCTaBa HEITPOMEHEHA U MEAMaHaTa Ha tmay C€ CKbCsiBa ¢ 60 MUHYTH, CPAaBHEHO ¢ ITpreMa 0e3
Bojaa. Bapnenadpun 10 mg Tabnerku, AUCIeprupaliy ce B ycrara, TpsOBa Jia ce MprueMar 0e3 TeUHOCT.

PasnpenencHue
CpenHusAT cTanMoHapeH o0eM Ha pasnpeseienne Ha BapaeHadui e 208 1, koeTo mokaspa pasmnpeaeiieHue

B THKaHUTE.
Bapnenadwr u HeroBusIT 0OcHOBEH MeTaboauT (M 1) ca 3HAaUMTEITHO CBBbP3aHH C INIA3MEHHUTE MPOTCHHU
(mpubmmzurenao 95% 3a Bapaenadwun wim M1). 3a Bapnenad i, kKakTo ¥ 32 M1, cBbp3BaHETO € IPOTEHH

€ HE3aBUCUMO OT 00IIaTa JIeKapCTBEHA KOHIICHTPAITHSI.

B®3 ocHOBa Ha M3MEpBaHUATA Ha BapaeHA(WI B cliepMaTa Ha 3JipaBu Jinia 90 MUHYTH Clie/l IPUeM Ha
J103a, B CliepMara Ha MalueHTHTe MoXe /a ce yctanoBu He moBede ot 0,00012% ot mpmimoskeHaTa /103a.
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buotpanchopmarus
Bapaenadui BbB pHIMUpaHu TaOJSTKH € META00IM3Upa IPEIUMHO B YUSPHHS P00 MOCPEACTBOM
uroxpoM P450 (CYP) m3odopma 3A4, ¢ uzsecter npuHoc Ha CYP3AS u CYP2C uzodopmu.

IIpu xopa rmaBHUAT UpKyIHpar] Mmetadbonut (M1) € IPOIyKT OT Ae3eTHIINPaHEeTO Ha BapAcHADHI U €
00€eKT Ha T0-HATaThIIIEH META0OIU3bM C IJIa3MEH eTMMUHAIIMOHEH MOTY>KUBOT OT MPUOIU3UTEITHO 4
gaca. Yactu ot M1 ca mox ¢popmara Ha TIIFOKYPOHUIN B CHCTeMHaTa MUpKyjanus. Metabomutst M1
mokassa ¢ochoarecTepaseH celeKTHBeH Npodu, moao0eH Ha BapAeHADHII  in1 Vitro TTIOTCHITHAI 32
thocdomuectepasa Tin 5 ot mpubIM3NTENHO 28%, B CpaBHEHHE C BapAeHa(III, BOJIEM 10 TPHHOC KM
e(mkacHOCTTa OT OKOJIO 7%.

CpeHUAT TepMHUHAJICH TIOIYKHBOT Ha BapeHa(uI Ipy HalMeHTH, nprueManiy BapaeHadua 10 mg
TabNeTKH, JUCTIEPTUPALIH CE B yCTaTa, € B paMKHTE Ha 4 — 6 yaca. ENMMUHAIIMOHHUSIT TOTYKUBOT Ha
Mertabonuta M1 e mexay 3 mo 5 gaca, mogoOHO Ha BapAeHa(II.

Enumunupane
ToTtaaHuT TeleceH KIMphHC Ha BapaeHadui e 56 1/h ¢ pe3yiaTranTeH TepMUHAIEH MTOTYKHBOT OT

npuban3uTenHo 4-5 gaca. Crien mepopaiHo MPIIOKEHHE, BapAeHA(IIT ce eKCKpeTHpa KaTo METa0OIUTH
npenumHO upe3 dereca (mpudnmsutenno 91-95% ot npuiokeHara /103a) U B [O-MaJika CTEIICH B ypHHATA
(mpubnu3uTenHo 2-6% OT MPUIIOKEHATA 7103a).

DapMaKOKHHETHKA [IPY CIICIUATHH FPYIIU MAIUCHTH

Tayuenmu ¢ cmapuecka 6v3pacm:

YepHOIpOoOHUS KIMPHHC HA BapaeHa(HII TPy TOOPOBOIIIN 3IPaBU MBXKE B CTapuecKa Bb3pact (65
TOIMHHU U TIOBEYEC) € HaMaJIeH B CpaBHEHHE ChC 3/paBuTe Miaaau mooposoimu (18 — 45 roguam). MbxeTe
B CTapyecKa Bb3pacT, MpueMaiiy BapaeHadmn GuiiMupaHu TabneTku, umMat cpento 52% mo-sucoka AUC
1 34% mo-Bucoka Cpq B CpaBHEHHE C MIIAIUTE MBXKE (BXK. Touka 4.2).

AUC u Cpay Ha BapaeHa(UI P MALMEHTH B cTapyecKa Bh3pacT (65 roAuHU U MOBeYe), MprueMalilu
BapaeHa(dWI TUCTIeprUpaIiy ce B ycraTta Tabnerku, ca nmoBumeHu ¢ 31 10 39% u 16 no 21%, croTBETHO,
B CpaBHEHHE C MAIIMEHTHTE Ha BB3PacT 45 ToAWHY U o-Mayko. He ce oTkpuBa KymyJupaHe Ha
Bap/ieHadMII B TUIa3MaTa Mpy MalMeHTH Ha BB3PacT 45 U MO-MaIIKO TOJUHHU, M 65 WU MOBeYe TOJJUHA
cjiell €IHOKPATHO JHEBHO Mpuiiarane Ha BapaeHadwmt 10 mg tabieTku, AMCepryupaiiy ce B ycrara, 3a 10
JTHH.

bvopeuno yspesicoane

IIpu 10OPOBOIIITH C JIEKO 10 yMEpPeHO ObOpedHo yBpexmane (kpeaTuHrHOB KiaupbHC 30 — 80 ml/min),
(hapmakoKHeTHKaTa Ha BapJeHa(I € ToAo0Ha Ha KOHTPOJIHATA Tpyla ¢ HopMaHa Ob0pedHa QYHKIIHA.
IIpu 10OGpOBOIITH ¢ TEKKO OBOpeUHO yBpekaane (KpeaTHHUHOB KIupbHC <30 ml/min), cToifHOCTTa Ha
AUC e nosuiena ¢ 21% u croiinoctra Ha Cpay € OHMKEHA ¢ 23%, B CpaBHEHUE C TOOPOBOJIIUTE 0€3
0BOpeuHo yBpexkaHe. He e HaOt0jaBaHa CTATUCTUIECKY 3HAYMMa KOPEIAIlns MEXTy KPEaTHHHHOBHS
KIMpBHC U ekcro3uiusaTa Ha BapaeHapmt (AUC u Cpay) (BXK. TOouka 4.2). @apMakoKHHETHKATA Ha
BapAeHadWI HE € MPOoyIBaHa IIPH MMAIIMCHTH, HYKIAEIH ce OT Auain3a (BX. Touka 4.3).

Yeprnoopobduo yepescoane

IIpu marueHTH C JIeKO 10 yMepeHo depHoapooHo yBpeknane (Child-Pugh A u B), kmupbHCHT Ha
BapaeHahWI ¢ O HaMaJICH MPOTIOPITMOHAIHO Ha CTEIIEHTa Ha YepHOAPOOHOTO yBpexaaHe. [Ipu
narenTy ¢ eko yBpexaane (Child-Pugh A), croitnoctute Ha AUC 1 Cax ca oBHIIIEHH CHOTBETHO 17%
u 22%, B cpaBHEHHE ChC 3ApaBaTa KOHTpoiHa rpyna. [Ipu mamuentu ¢ ymepeno yspexaade (Child Pugh
B), croitnoctute Ha AUC 1 Cyax ca TIOBUIIIEHH CHOTBETHO CbC 160% m 133%, B cpaBHEHHE ChC 3/IpaBaTa
KOHTpOJIHA Tpyna (BX. Touka 4.2). dapMaKkOKMHETHKATa Ha BapieHaA(II IPH MAIIMCHTH C TEXKO
yBpenena yepHoapooHa pyakmus (Child-Pugh C) He e mpoyuBana (Bx. Touka 4.3).
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5.3 IlpeAKkITHHUYHHU JAHHH 32 6€30MACHOCT

HexknmanaHnTe NaHHU HE TTOKa3BaT 0COOEH PHCK 3a Xopa Ha 6a3aTa Ha KOHBEHI[MOHAITHUTE
(hapmMaxoOTHYHM TTPOYYBaHUS 32 0€30MaCHOCT, TOKCHYHOCT IIPH MHOTOKPATHO MpUIIaraHe,
T€HOTOKCHUYHOCT, KapIIMHOT€HEH MOTEHITHAJ, pENPOAYKTHBHA TOKCHYHOCT.

6. OAPMAIEBTUYHU JAHHU
6.1. CHnmucbK HAa MOMOLIHUTE BELIECTBA

Slapo Ha TabyeTKaTa;

Kpocnosugon

Marne3ueB cTeapar

MukpokpucTaliHa 11e1y103a

CunuuueB TMOKCH], KOJIOUIeH OS3BOICH

PUIMOBO OKPUTHE:
Maxkporoin 400

Xwunpomenosa

Turanos auokcun (E171)
Kenesen oxcun, xbaT (E172)
Kenesen oxcun, uepser (E172)

6.2. HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHocT

3 roguH"

6.4 ChnenuajJHM yCJI0BHsI HA ChXpaHEeHHe

To3u ekapcTBEH MPOJYKT HEe U3UCKBA CIIEIMATHN YCIOBHSI HA ChXpaHEHUE.

6.5 Buau chbabp:kaHue ONAKOBKATA

bmucrepu ot PP/anymuaneBo dbonmo B kaproHeHa KyTus 1o 2, 4, 8, 12 u 20 Tabnerku.
He Bcruku BHOBE OMAKOBKH MOTaT Jja ObJIaT MyCHATH B TIPOJaX0a.

6.6 CnenuajHu Npeana3Hu MepKHU NMPU U3XBBPJIsIHE

Hsama crienmuanam M3UCKBaHUS 3a H3XBBPJISAHE.
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7. ITPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
Bayer AG

51368 Leverkusen

T'epmanus

8. HOMEP(A) HA PABPEHLIEHUETO 3A YIIOTPEBA
EU/1/03/248/001-004, 021

EU/1/03/248/005-008, 022
EU/1/03/248/009-012, 023

9. JATA HA IT'bPBO PA3PEIIABAHE/IIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

JaTta Ha mepBO pazpemasane: 06 mapt 2003

Jata na nocneaHo mogHoBsBaHe: 06 mapt 2008

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[TonpoOHa mHpOpManHs 3a TO3M JIEKAPCTBEH MPOAYKT € IpefocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHIys 1o Jiekapcraara http://www.ema.europa.eu
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1. HUME HA JIEKAPCTBEHUSA TIPOAYKT

Levitra 10 mg TabseTku, IUCIIEPTHUPAIIM CE B yCTaTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika aucrieprupaiia ce B ycrara TabmeTka chaspka 10 mg Bapaenadua (vardenafil) (kato
XUIPOXJIOPHL).

ITomominu BeliecTa:
7,96 mg cop6urout (E420) u 1,80 mg acniapram (E951) 3a enna Tabnerka, tucreprupaiia ce B ycrara.

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIECTBA BIDKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka, Tucrieprupania ce B ycrarta.
benn kpbrim TabNIETKH.

4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHHU MOKAZAHUA

JleueHne Ha epeKTWIHA TUCHYHKIM [IPU Bb3PACTHU MbxKe. EpexTiiina TucyHKIMs € HeBb3MOKHOCTTA
Jla ce TIOCTUI'HE WK MOALBPKA €PEeKLUs Ha IIeHNca, He00X0IuMa 3a YCIEIIEeH [I0JIOB akKT.

3a ma Opae epexTuBHA Levitra, e HEOOXOIUMO CEKCYalTHO CTUMYJIHpPAHE.

4.2 J1o3MpOBKA M HAYMH HA MPHJI0KEHHE

gO?»PI[}OBKa

Jucneprupainara ce B ycrata tabierka Levitra 10 mg se e 6noekBuBajeHTHa Ha (puaMHpaHaTa TabaeTKa
Levitra 10 mg (sx. Touka 5.1). Makcumainuara go3a 3a Levitra qucreprupaiiia ce B ycrara TabJieTka e
10 mg/neH.

Ynompeba npu ev3pacmuu mwoice
Levitra 10 mg TabseTku, IUCIIEPTHUPAIIM CE B yCTaTa, C€ IPUEMAT CIIOPE HYKAUTE MPUOIN3UTETHO 25
110 60 MUHYTH Ipeu CeKCyallHa aKTHBHOCT.

CrienmatHy TOIyJIaIul
Tayuenmu 6 cmapuecka v3pacm (= 65 coouwna 6v3pacim)

He ce u3uckBat KOpeKIMH Ha J103aTa IPU MBXKE B CTapUecKa Bh3pacT. BBIpeky ToBa eIHO yBEIHMUCHHE
Ha j03aTa 10 MmakcumyM 20 Mg buamupann TadiaeTky Levitra TpsOBa ga Ob1¢ BHUMATETHO OOMECIICHO B
3aBHCHUMOCT OT MHINBHUIyaaHATa IIOHOCHMOCT (BK. Touku 4.4 u 4.8).

Yeprnoopobduo yepescoane
Levitra 10 mg TabeTkn, IUCIIEPTHPAIIM CE B yCTaTa, He ca IMOKa3aHM 3a yrmoTpeba KaTo Havaj Ha 1032

IPH TIALKAEHTH ¢ JeKo uepHoapoOHo yBpexaane (Child-Pugh A).
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ITanmenTHTE ¢ YMEPEHO YePHOAPOOHO YBpEkKIaHe TpsOBa /1a 3armovyHaT JedeHneTo ¢ Levitra 5 mg
(ummupanu TabneTkn. B3 0CHOBa HA TOHOCUMOCTTA B €(PUKACHOCTTA 103aTa MOXKE J1a OhJIe OBUIIICHA
no Levitra 10 mg wmm 20 mg drmvupanu Tabmerku, nwiau Levitra 10 mg taGiieTku, TUCIIEpTHpaIia ce B
ycraTta.

MaxkcumasHaTa mpernopbuBaHa 03a Py MalueHTH ¢ yMepPeHo depHoApobHO yBpexaane (Child-Pugh B)
e Levitra 10 mg mox ¢popmara Ha punMupanu tabaeTku (BK. Touka 5.2).

Levitra 10 mg TabaeTkn, IUCIIEPTHPALIM CE B yCTaTa, He TPAOBA Ja Ce M3IIONI3BAT IPH MAIHEHTH C
ymepeno (Child-Pugh B) u teskko ueproapobno yepexmane (Child-Pugh C; Bx. Touxka 4.3).

bvbpeuno yspesicoane

He e HeoOxoamma KOpEKITHS Ha 103aTa MPH MAIMEHTH ¢ JIEKO 10 YMEPEHO ObOPETHO YBpEKIaHE.

[Ipu manmenTH ¢ TEXKO OBOPEYHO yBpexaane (KpeaTHHUHOB KiupbhHC <30 ml/min) Tpa6Ba ma ce Muciu
3a HavaiHa jo3a Levitra 5 mg duwmmupanu Tabnetkn. B3 ocHOBa Ha TOHOCHMOCTTA M €(pUKaCHOCTTA
J03aTa Moke Aa Obae nopuiieHa 10 Levitra 10 mg u 20 mg ¢unmupanu Tadaerku uwin Levitra 10 mg
TabNEeTKH, TUCTIEPTUPAIIH CE B yCTaTA.

Jucneprupamiara ce B ycrara tabnerka Levitra, He TpsiOBa Ja ce W3M0JI3Ba MPH NAMEHTH C KPaeH CTaauit
Ha 0BOpeYHa HETOCTATHUHOCT (BXK. ToUKa 4.3).

THeouampuuna nonynayus

Hucneprupammure ce B ycrara Tabnetku Levitra He ca moKa3aHH 3a MaMEHTH 1Mo 1 8-roanumTHa Bb3pacT.
Hsima moxxo sy mokasanust 3a yrnorpeba Ha JUCIICpTUpaly ce B ycrara tabiaerku Levitra mpu aena un
FOHOIIIY.

Ynorpeba npy NanueHT Ty, YIOTpeOsIBay APYrH JICKAPCTBEHU TPOTYKTH

Eonospemenna ynompeba na ymepenu unu mowgnu unxubumopu na CYP3A4

Heo0xonnma e kopekiust Ha J1o3ara BapjeHadwI Ipy eTHOBPEeMEHHa yroTpeda Ha yMEpeH! HiIH MOIITHH
naxuoutopu Ha CYP3A4 (Bx. Touka 4.5).

Hauun Ha npunoxxenue

3a mepopaiiHo MPUIIOKEHUE.

Hucnepruparmara ce B ycrara TabjaeTkaTa TpsiOBa Jja ce OCTaBU B yCcTaTa BbPXY €3HKa, KbJIETO TS OBP30
Ie ce pasMajHe, ¥ CJIeN TOBa JIa ce MorbiaHe. Jlucmneprupanture ce B ycrata Tabnmerku Levitra TpsoBa ma
ce mpuemat 0e3 TEYHOCT U HEeTIOCPECTBEHO CJIe]] M3BAXKIaHETO UM OT OIucTepa.

Jucnieprupamute ce B ycraTta Tabnmetku Levitra MoraT ma ce mpuemMaT CbC WiIH 0e3 XpaHa.

4.3 IIpoTuBOMOKA3aAHUS

CBPBXUyBCTBUTETHOCT KbM aKTHBHOTO BEIECTBO MIIM KBM HAKOE OT MIOMOIITHHUTE BENIECTBA, M30POEHH B
Touka 6.1.

EnHOBpEeMEHHOTO MPHIIOKECHUE HA BapcHA(WI C HUTPATH WX JIEKAPCTBA, OCBOOOXKIABAIIN a30TCH
OKcH (KaTo aMIIT HUTPHT) IO BCsikakBa hopMa, € MPOTHBOITOKa3aHo (BXK. Touku 4.5 1 5.1).

Levitra e mpoTHBONOKa3aHa NPH MAIMEHTH, KOUTO UMAT 3ary0a Ha 3pEHHETO Ha €THOTO OKO, BCIIEICTBHE
Ha He-apTepUUTHA TpenHa ucxemMuana ontuaaa HepponaTus (NAION), He3aBHCHMO Jau TO3H EMH30]T €
CBBP3aH WM HE ¢ MIPEAIIecTBaIa eKCIO3UINI Ha HHXUOuTOp Ha docdommectepasa 5 (PDF5) (Bxk. Touka
4.4).

JlexapcTBeHM POAYKTH 32 JIEYCHNE HAa PEKTHITHA JUCYHKINS IO IPABHUIIO HE TPSAOBA /1a ce M3MOI3BaAT
MIpH MBKE, IPU KOUTO HE C€ MPETOphYBa CEKCyalHa akKTUBHOCT (HapuMep MAIMeHTH C TeXKH ChpAeIHO-
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ChJIOBH HApYIICHHUS, KaTO HECTaOMIIHA CTEHOKAP/ IS MK TEKKa ChpIcuHa HepocTaTbaHocT [Hrolopkcka
kapanonornuna acormanus (New York Heart Association) IIT wau IV].

be3zonacHocTTa Ha BapaeHa(WIT HE € U3UTBAHA TP CIICTHUTE TPYIH MAIIMEHTH U CIIEI0BATEITHO

Heropara ynorpeda e mpoTUBOIIOKA3aHa, JIOKATO He Ce MOMYYH JOIBbIHUTEIHA HHDOPMAIIUS:

- TeXKo depHoapooHO yBpexkmane (Child-Pugh C),

- KpacH CTajuii Ha ObOpeYHa HeIOCTATHYHOCT, KOSITO Hajlara Juaimsa,

- XUNOoTOHUA (KpBhBHO Haysrane <90/50 mm Hg),

- AHAMHECTHYHU JIAaHHU 32 TIPEKapaH CKOPO MHCYIT WIH MHOKapJieH HHPAPKT (Tpe3 MOCIeTHUTe
6 mecera),

- HeCcTa0MITHA CTEHOKAP/ sl ¥ M3BECTHHU BPOJICHH JICTCHEPATUBHY HApYIICHUS HA PEeTUHATA, KaTo
MMUTMEHTEH PETHHUT.

EnnoBpemenHata ynorpeba Ha Bapaenadmi ¢ momuute CYP 3A4 uHXHOUTOPH KETOKOHA301 U
ATpaKkoHa30:1 (rmepopaiaHa ¢popMa) € IPOTHBOIIOKA3aHa MPH MBKE Ha Bb3PAcT HAJ 75 TOIUHMU.

EnnoBpemenHoTo u3noisBane Ha BapaeHadw ¢ HIV nporeasan nHXUOUTOPH KaTO pUTOHABUD H
WHIWHABHP € TIPOTHUBOIOKA3aHO, Thi KaTo Te ca MHOTo MomtHH nHXxuoOnTopr Ha CYP3A4 (BX. TOUKa 4.5).

EnnoBpemennoTo npuiarane Ha PDES nHXuONTOpH, BKIIIOUYNTEITHO BapAeHA(WII, ¢ TyaHHIAT-IIUKIIA3HA
CTHMYJIATOPH, KaTO PHOIMTYAT, € TIPOTUBOIIOKA3aHO, Thil KATO TOBA MOXKE Ja MPUYUHU CUMIITOMATHYHA
XunoToHus (BK. Touka 4.5).

4.4 CneuuajHu npeaynpe:kIeHus U NpPeANa3Hu MePKH NPU ynorpeda

IIpenu ma ce 3amoyHe MEAMKaMEHTO3HO JICUCHUE € HEOOXOIMMO /1a ce CHEMe aHaMHe3a | J1a C€ U3BBPIITH
KJIIMHUYEH TIPETJIe]], 3a Jla Ce TUarHOCTHIIMPA ePeKTHIIHATA TUCHYHKINS U Ja CE OTIPEACTIST
MOTEHITHATHUTE TIPUYHUHU 32 3200JIBaHETO.

[penn na ce 3amoyHe KaKBOTO M J1a € JIeYeHHE Ha epeKTHIIHA TUC(YHKINS, IeKapuTe TpsiOBa 1a B3eMaT
0] BHUMaHHE ChPJICYHO-CHIOBHS CTATYC HA TEXHHUTE MAIMEHTH, ThI KaTo CHIIECTBYBA CTENECH Ha PUCK
OT CTpaHa Ha CHPIIETO, CBHP3aH ChC CEKCyalTHaTa aKTUBHOCT (BX. Touka 4.3). Bapaenadwun npurexapa
CBHIIOPA3MINPSBAIIYN CBOWCTBA, KOMTO BOJT JI0 JIEKO U MPEXOAHO MOHIKaBaHEe Ha KPbBHOTO HAJIATAHE
(Bk. Touka 5.1). [larmenTun ¢ teBokaMepHa 00CTPYKIMS HA KPBBHUS TOK, HAIP. AOPTHA CTEHO3a U
UNOTIATHYHA XUIIEpTpo(UIHa CyOaOpTHA CTEHO3a, MOTAT Ja Ca YyBCTBUTEIHH KbM AEHCTBUETO HA
Ba30AIIATATOPH, BKIFOUUTENHO (hocdoaruecTepasHi HHXUOUTOPH THI 5.

JlekapcTBEHHUTE TMPOAYKTH 3a JEUCHUE Ha epeKTHIHA TUC(YHKIUS TPsOBa 1a ce M3M0a3BaT BHUMATEITHO
IIpY TIAIMEHTH C aHATOMUYHA JeopManys Ha TIeHnca (KaTo aHTyJaIus, KaBepHO3Ha Gudpo3a uin
Oonect Ha Peyronie), mim npu NaMeHTH, KOUTO UMAT ChCTOSIHUS, TIPEIpasojaraiuy KbM IpHai3bM
(KaTo CHPIOBHIHO-KIETHYHA AaHEMHSI, MYJITUILICH MUEJIOM ITH JIEBKEMHS).

bezomacHocTTa 11 eprkacHOCTTa HA KOMOWHAITUY OT TUCTIEPTHPAIIH ce B ycTaTa TabneTku Levitra u
(unmupany Tabnetku Levitra wim ApyTyu IekapcTBa 3a JieYeHNe Ha epeKTIITHA AUCHYHKINS He €
m3nuTBaHa. CIeJ0BaTeIHO HE Ce MPENophyuBa N3MOI3BAHETO HA TAKMBA KOMOWHAIINH.

IToHOCMMOCTTa KM MakcHUMaliHaTa 03a oT Levitra 20 mg ¢punvupann TabneTkn Moxe 1a ObJie mo-Joma
TIPH MAIIUEHTH B CTap4ecKa BB3pacT (= 65 rogumrHa Bb3pacT) (BXK. ToukH 4.2 u 4.8).

Eonospemenna ynompeba na anga-onoxepu
EnHoBpeMeHHOTO HM3MoI3Bane Ha anda-0iokepy 1 BapaeHADII MOXKE Jja JOBEJIE JO CHMIITOMAaTHYHA

XHUIIOTOHMSA ITPHU HAKOU MAITUEHTH, ITIOHEKE U ABETE JICKApPCTBA Ca Ba3oAUIaTaTOPU. E,I[HOBpeMCHHO
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JieueHue ¢ BapAcHaduI TpsAOBa 1a ce 3al0YHe caMo, aKO MAIMEHTHT € CTAOMIM3UPaH C JicueHue ¢ anda-
omokep. IIpu Te3u marpeHTH, KOUTO ca CTaOWUITHY C JiedueHue ¢ anda-0okep, BapaeHaGuI TpsOBa Aa
3amoYHe ¢ Haii-HUCKaTa MperopbuBaHa HavalHa 103a OT 5 My ¢unMupann tabneTku. [laruenTure Ha
nedeHue ¢ anda-06oxkepu He TpsgOBa aa usnonsear Levitra 10 mg tabieTky, Auceprupaliy ce B ycrarta,
KaTo HaJaJlHa 103a. Bapaeradmn Moxe 1a ce mpueMa o BCSIKO BpeMe ¢ TaMCYIIO3WH WiTH andy303uH. C
npyrute anda-61okepn e HEOOXOAMMO pa3eisTHe Ha 103aTa BB BpEMETO, KOraTo BapaeHadw ce
npujara eJHOBPEMEHHO (BXK. Touka 4.5). [Ipu Te3u manueHTr, KOUTO Be4e B3eMaT ONTHMHU3HPaHa 032
BapaeHad W, IedeHHEeTo ¢ anda-0aokepu TpsAOBa Aa 3amodHe ¢ Hal-HuCcKa go3a. [locTeneHHOTO
MMOBHUITIaBaHE Ha J103arta ajda-01okep Moxke 1a OblIe CBEP3aHO C MO-HATATHITHO TIOHKABaHE Ha
KPBHBHOTO HaJIsITaHE TPY MAIMEeHTH, MPUeMaIly BapaeHap L.

Eonoepemenna ynompedba na CYP3A4 unxubumopu

EnnoBpeMennara ymorpe6a Ha BapaeHadui ¢ moutau naxuontopu Ha CYP3 A4 xato nTpakoHa3on u
KETOKOHAa307] (repopaiiHa ¢popma) TpsiOBa Ja ce n30sATBa, Thil KaToO Ce MoydaBaT MHOTO BUCOKH TTa3MEHHU
KOHIIEHTpAINH Ha BapeHa( I, aKo JIEKAPCTBEHUTE IPOAYKTH ce KOMOMHHpPAT (BXK. TOUKkH 4.5 u 4.3).

Moxe ma 0b1e HeoOX0auMa KOPEKIIHs Ha Jo3aTa Ha BapeHa(mI, ako e THOBPEMEHHO Ce Ipujara ¢
ymepern CYP3 A4 nHXHOUTOPH, KATO EPUTPOMHUIINH U KIAPUTPOMHUITHH (BXK. TOUkH 4.2 u 4.5).

EnHOBpEeMEHHUSAT MPpHUEM Ha TpednpyT WIK Ha COK OT FPEeHIIPPYT ce ouaKBa Jia TOBUIIH IIA3MEHUTE
KOHIICHTpaIuu Ha BapaeHadmr. KomOuHamusaTa TpssOBa fa ce u30srea (Bk. Touka 4.5).

Egexmu evpxy QTc unmepsana

JoxkazaHo e, ue emHOKpaTHUTE epopanau go3u ot 10 mg u 80 mg Bapaenadmn yapmxasatr QTc
HHTEpBaja ChbOTBETHO ChC cpeaHo 8 msec u 10 msec (Bxk. Touka 5.1). Chlio Taka eAHOKPATHH JO3H OT
10 mg Bapaenadui, IpuIoKeHd enHoBpeMeHHO ¢ 400 My ratudIoKcaluH — aKTUBHO BEILIECTBO C
nonoben QT edext — mokazBat nombiaauTENeH QTC edekT oT 4 msec, B CpaBHEHHE C BCSIKO OT TE3H
AKTUBHHM BelecTBa nootnesnHo. Knnununoro 3Hauenue Ha te3n QT npoMeHu He € 3BECTHO (BXK. TOUKA
5.1).

KnuHn4HOTO 3HaUCHME HA Ta3W HaXOJKa HE € U3BECTHO U HE MOXKeE J]a C€ OTHECE 3@ BCUUKH MALUEHTH IIPU
BCUYKH OOCTOSITEJICTBA, Thil KATO 3aBUCH OT MHAWBUAYATHUTE PUCKOBU (PAKTOPH U BH3IPHUEMUIHNBOCTA B
JaZieH MOMEHT U IIPY BCEKH OTJEJIeH MalueHT. JlekapcTBeHN NPOayKTH, KOUTO yabmkasaT QTc
WHTepBaja, BKIIFOUYNTEIHO BapAeHadwi, e Haii-moOpe 1a ce n30ATBaT MPH MallUeHTH C PUCKOBH (HaKTOPH,
HaIpuMep XUIIOKAINEMHUs], BpOeHO yabipkaBaHe Ha QT mHTepBaia, elHOBPEMEHHO IPHIIOKEHHE Ha
AHTHAPUTMIYHU JIEKAPCTBEHH MPOAYKTH Kiac [A (Hamp. xuHuIUH,TpokarnHaMu) win kinac 111 (gamp.
aMHUOJIapPOH, COTAJION).

Egexmu 6vpxy 3penuemo

Hapymienns Ha 3peHHeTO U clTydau Ha He-apTepuuTHA ncxemnyHa ontuyHa HeBpomatus (NAION) ce
CHOOIMIAaBaT BHB Bpb3Ka C nmpuema Ha Levitra u qpyru PDES uaxubutopu. [lanmenTsT TpsiOBa 1a ce
IIOCHBETBA, Y€ B CIIy4ail HA BHE3aITHO HapyIIEHHE HA 3pEHUETO TPAOBA J1a CIipe IpHeMa Ha JUCHepTrupaIin
ce B ycrata TabsieTku Levitra, u BegHara 1a ce KOHCYJITHpPA C JeKap.

Egexmu 6vpxy Kpweocvcupsanenmo

In vitro I3IMTBaHUATA C YOBEIIKH TPOMOOIINTH TTOKa3Bar, 4ye BapAeHa(HI HEe MPUTEkKaBa aHTHATPETaHTeH
e(heKT, HO TP BUCOKHU KOHIIEHTPAINY (MHOTOKPATHO MPEBUIIABAIIN TEPATIEBTHYHHUTE ), BapIeHADUIT
NOTEHIMPA aHTHATPETaHTHHS ePEeKT Ha HATPUEBHS HUTPOIIPYCHUI, TOHOP Ha a30TeH okuc. [Ipu xopa
BapaeHa(WI He BIMsEC BPXY BPEMETO Ha KPHBOCHCHPBAHE, CAMOCTOSTEITHO WJIM B KOMOMHAIINS C
areTIIICATNIINIOBA KucennHa (Bxk. Touka 4.5). Hava Hanmmyra nabopMarus 3a 6e30macHOCTTa Cles
NPUIIOKEHUE Ha BapJeHA(HII IIPHU MAIMEHTH ¢ HAPYIICHHS B KPhBOCHCHPBAHETO WIIM aKTUBHA ITEITHYHA
s3Ba. Cie0BaTeIHO BapAeHa(mI TpsAOBa /1a ce Ipuiiara npyu Te3H MalueHTH caMo Ciie]] BHUMaTeTHa
IpereHKa Ha OTHOLIEHHETO T10JI13a/PUCK.
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Acnapram
Levitra 10 mg TabaeTku, IUCIIEPTHUPAIIM CE B yCTaTa, ChIBPIKAT acrapTaM, H3TOYHHK Ha (peHUITaTaHuH,

KOHTO MOJKE /1a HaBpeIn Ha MallueHTH ¢ (PEHMIKETOHYPHSL.

CopOuton
Levitra 10 mg TabseTkn, IUCIIEPTHUPAIIM CE B yCTaTa, ChAbPIKAT cOpOuTOI. ITallHeHTH ¢ PEaKU

HaCJIEACTBEHH MPOOJIeMH Ha HEITOHOCHUMOCT KbM (ppyKTO3a He TpsiOBa nma mpuemat Levitra 10 mg
TabNEeTKH, JUCTICPTUPAIIH CE B yCTaTa.

45 B3aumojeiicTBue C APYrU JeKAPCTBEHN MPOAYKTH U Apyru popMu Ha B3auMojieiicTBUe

BrusiHue Ha APYTH JeKapCTBEHU MPOAYKTH BEPXY BapaeHadUI

In vitro uznumeanusi

Bapnenadwr ce MeTabonmu3upa IpeaIuMHO Ipe3 YepHOoIpoOHNTEe eH3uMH uToxpoM P450 (CYP)
nzodopma 3A4, c m3Becrer npuHoc Ha uzodopmute CYP3AS u CYP2C. CnegoBarenHo HHXHOUTOPUTE
Ha Te3W M30€H3UMH HaMaJsiBaT KIIMPBHCA Ha BapcHA(DWIL.

In vivo usnumeanus

EnnopemennoTo npunoxenne Ha HIV npoteasnus naxudbutop uHarHaBup (800 My Tpu MBTH THEBHO),
motrer CYP3A4 uaxubutop, ¢ BapaeHadui (10 mg punmupana tadiieTka), € JoBeio A0 16-kpaTHO
nopuiaBane Ha BapaeHaduia AUC u 7-kpaTHO noBuinaBaHe B Cpax Ha BapaeHadui. Ha 24-tus yac
TUTa3MEHHUTE HUBA Ha BapaeHa(WI ca MOHMKEHH MPHOIH3UTENTHO 4% OT MAaKCHMAITHOTO TNIa3MEHO HUBO
Ha BapaeHaPI (Cpay).

EnnoBpemeHHOTO npuitokeHne Ha BapaeHadun ¢ puroHaBup (600 Mg aBa IbTH THEBHO) BOIH 10
13-kpaTtHo noBumaBaHe Ha Cngy Ha BapaeHadun u 49-kpatHo nosuiinaBane Ha AUC.o4 Ha BapaecHa(uII,
KOTaTo ce MpuiIara eAHOBPEMEHHO C BapaeHawI 5 My. B3anMoaeiicTBHETO € ITOCIeICTBHE Ha
OJIOKMpaHeTO Ha YepHOIPOOHUS MEeTa0O0JIM3bM Ha BapaeHadu oT puTOHaBHp, BUucokoakTuBeH CYP3A4
UHXUOHUTOP, KoiTO chio maxubupa CYP2C9. PuroHaBup 3HAUUTEITHO YABJDKAaBa BpEMETO Ha IMOTYKUBOT
Ha BepaeHadwi 1o 25,7 vaca (Bxk. Touka 4.3).

EnnoBpeMenHOTO MprioxkeHnne Ha kKetokoHaszoi (200 mg), momier CYP3 A4 uaxuburop, ¢ BapaeHAQWI
(5 mg) e noseno mo 10-kparHo moeumasane Ha AUC Ha BapaeHad I u 4-kpaTHo mosuiiaBane Ha Cpgy Ha
BapaeHadmi (Bk. Touka 4.4).

Brrpeku ve crienupuuHN U3MUTBAHUS BEPXY B3aUMOJICHCTBUETO HE ca TIPOBEJICHH, TIPH €THOBPEMEHHOTO
n3non3Bane Ha MomHN CYP3 A4 nHXnONTOpH (KaTO HTPAKOHA30J1) MOXE Ja C€ 0YaKBa MOTydaBaHe Ha
TUTa3MEHH HUBA Ha BapjeHa(WI, CPABHUMHU C TE3H, TIOIY4YEHH C KETOKOHA301. EnMHOBpeMeHHara ynorpeda
Ha BapaeHadwi ¢ MontH CYP3 A4 naXuONUTOpH, KaTO UTPAKOHA30J M KETOKOHA30:1 (ITepopaiHa ¢popma),
TpsOBa Aa ce n30srBa (BX. Touku 4.3 u 4.4). Ilpu Bb3pacTHH MBXKe Haj 75-TOMUITHA BB3PACT
€IHOBPEMEHHOTO M3I0JI3BaHe Ha BapAeHAPHUII C UTPAKOHA30JI WM KETOKOHA30JI € MPOTHBOMOKA3aHO (BXK.
Touka 4.3).

EnnoBpeMenHOTO priiokeHne Ha epurpomuItud (500 mg tpu metr gHeBHO), MomieH CYP3A4
uHXUOHUTOP ¢ BapaeHadwi (5 mg), e mosesno no 4—kpatHo nosumasane Ha AUC Ha BapaeHadwi u 3-
KpatHO noBumiaBane B Cnay Ha BapJieHadWI. BbIpeku ye He € MPOBEKIaHO KOHKPETHO U3MUTBAHE 32
B3aUMOJICHCTBUS, TIPY €THOBPEMEHHO TPWIOKEHIE Ha KIIAPUTPOMHUITUH MOXKE JIa ¢ 0YaKBa 1mo100HO
Biusiane BepXy AUC n Chax Ha BapaeHadmi. Korato ce m3nomnssa B komOuHamws ¢ ymeped CYP 3A4
WHXUOUTOP, KATO EPUTPOMHUITUH I KIAPUTPOMUIIMH, MOXKE JIa € He00X0IUMO J103aTa Ha BapaeHa(uI 1a
ce kopurupa (Bx. Touku 4.2 u 4.4).
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Humernnua (400 Mgy n1Ba mbTH AHEBHO), HecnenuduaeH uToxpoM P450 nHxubuTOp, HIMA BIUSHHC
BBpXY AUC u Cyax Ha BapaeHa(h Wi, KOTAaTO Cce Mpujlara eIHoBpeMeHHo ¢ BapaeHadwi (20 mg) mpu
31paBu JOOPOBOJIIIH.

CokbT oT rpeindpyT, kato cnad naxuoutop Ha Metadbom3ma Ha CYP3A4 B upeBHaTa cTeHa, MOXKE Ja
JTIOBEJIC 10 YMEpPEHO MOBHINIABaHE Ha IJIa3MEHNUTE HUBA Ha BapaeHadw (BXK. Touka 4.4).

dapmakokrHETHKaTa Ha BapaeHadwr (20 My) He ce MOBIUABA OT €IHOBPEMEHHOTO TIPIIIOKECHHE C
H2-anraronucra parutuaus (150 mg qBa IbTH THEBHO), AUTOKCHH, BaphapuH, TITHOCHKIAMII, aTKOXO0J
(cpemHO MaKCHMAITHO aJIKOXOJIHO ChABpKaHUE B KpbBTa OoT 73 Mg/dl) mim eqHOKpaTHH 103U OT AaHTHAITH]T
(MarHe3neB XHJIPOKCHI/aTyMUHHEB XUAPOKCHI).

Bripekn ve crienupuuHN U3MUTBAHUS BEPXY B3aUMOJICHCTBUETO HE ca OMJIM MIPOBEJICHH 32 BCHUKU
JIEKapCTBEHU TIPOYKTH, MOIMYJIAIIMOHHUAT (PapMaKOKWHETHICH aHAJIM3 ITOKa3Ba JIUICATa Ha TIOBJIUsSBAHE
Ha (papMaKOKHMHETHKATa Ha BapJieHa(WII OT CIICAHUTE JICKAPCTBA, IPUETH CHBMECTHO: alleTHIICAITUIIMIIOBA
kucennaa, ACE-uaxuburopu, 6eta-6mokepn, cnadbu CYP3 A4 maxubuTOpH, TUYPETUITHN U JIEKAPCTBEHU
MPOAYKTH 3a JIeueHHe Ha AnadeT (cyndaHmIypelHu IeKapcTBa 1 MET(HOPMUH).

Binsnue Ha BapaeHadua BbPXY APYTUTE JEKAPCTBEHU MPOJYKTH
Hsma nannm 3a B3auMoieficTBreTo Ha BapaeHadui u Hecrieruuaau GpocdoruecTepasHi HHXHOUTOPU
KaTo TeO(WINH WIN AUTHAPHUIAMOIL.

In vivo usnumeanus

B usnuteane npu 18 3apaBu JoOPOBOIIIM MBXe HE € HAOIF01aBaHO TIOTCHIIMPaHe Ha TIOHKABAIIUS
e(eKT BBpXy KPbBHOTO HAJISITaHE HA CyOIMHTBAIHO TIPpHIIOKeH HUTporiutiepuH (0,4 mg), korato
BapaeHadwi (10 mQ) e mprIokeH Ha pa3InIHU HHTEpBaIN OT BpeMe (ot 1 gac mo 24 Jaca), mpeau aa ce
IpHeMe J103aTa HAUTporuiepuH. Bapnenadhun duamupann tadnetky 20 Mg TOTEHIUPAT XATTOTCH3UBHIS
edexT Ha cyOonmmHaTBaHUs HUTpormnepuH (0,4 mQ), B3eT 1 wim 4 gaca cieq NpuiIoKeHUETO Ha
BapJieHadwII IpH 3/7JpaBy JIUIA Ha cpejHa Bh3pacT. He e HaOronaBaH eekt BbpXy KPHBHOTO HaJsITaHe,
KOTaTO HATPOTJIUIICPHH € TIPHET 24 Jaca ciea MPUIOKEHHETO Ha eTHOKpaTHA 1032 BapaeHadua 20 mg
ummupanu Tabnetkn. Hama napoOpMaris 3a Bb3MOKHO TIOTCHIIMPAHEe Ha XUITOTEH3UBHAUTE ePeKTH Ha
HUTPATUTE OT BapJeHa(WII IPH NAMEHTH U CIIeJOBATEIHO €THOBPEMEHHOTO M3IONI3BaHE Ha
JUCTIEPTHPAIIHN Ce B yCTaTa TabJIETKH, M HUTPATH € MMPOTHUBOIIOKA3aHO (BXK. ToUKa 4.3).

Hukopanaun e xubpua Mexx Iy akTHBaTOp Ha KalneBus KaHai u HUuTpat. [lopaan HuTpaTHaTA cH
KOMITOHEHTA ChHIIECTBYBa Bh3MOKHOCT 332 CEPHO3HO B3aMMOJIEHCTBHE C BapAeHA(DIIL.

Tbii kKaTO MOHOTEpanusITa ¢ anda-oJokep MoKe J1a TPUIUHHA U3PA3CHO MOHMKABaHE HA KPHBHOTO
HaJATaHe, 0COOCHO OPTOCTATHYHA XUITIOTOHHUS M CUHKOII, TPOBEJICHU Ca M3IMUTBAHHS HA
B3aUMOJICHCTBUETO ¢ BapjcHadWI. B 1Be M3nuTBaHKS HA B3aMMOJICHCTBUETO ChC 3/IPAaBH HOPMOTCH3UBHU
nmoOpoBonmy cies GopcupaHo TUTpUPaHe Ha ana-0JIoKeprUTe TAMCYIIO3WH FITH TEPA303UH JI0 BUCOKH
JIO3H € JTOKJIaJIBaHa XUTIOTOHUS (B HSKOW CITyYaW CUMIITOMATHYHA) IPH 3HAYHUTENEH Opoit OT
JOOPOBOJIIUTE Clie]] eTHOBPEMEHHO MPHIIoKeHHe Ha BapaeHadun. Cpen iMnara, IeKyBaHU ¢ Tepa3olnH,
€ Ha0JItoJaBaHa M0-4eCTO XUITOTOHHUS, KOTaTo BapIeHA(WI U Tepa303uH ca MPUJIaraHu ¢THOBPEMECHHO, B
CpaBHEHHE ChC CIy4anuTe, KOraTo JO3UPAHETO € Pa3/ICICeHO OT 6-4acOB UHTEPBAJ OT BpeMe.
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B®3 ocHOBa Ha pe3yJTaTHTE OT M3MHUTBAHHS HAa B3aUMOJICHCTBUETO, TPOBEICHH C BapJecHadWI pu
HAIMUEHTH ¢ ToOpoKavyecTBeHa pocraTHa xunepruiaszus (JI1X) Ha TOCTOsSHHA Teparnus C TAMCYJIO3HH,
Tepa303UH WK al(py303HH:

. Korato Bapnenadwn (hbuamupanu TablIeTKN) € mpuiarad B 1o3u 5, 10 uimu 20 Mg pu MOCTOSTHHA
Tepanusl ¢ TAMCYJIO31H, HIMa CHMIITOMATUYHO MOHW)KaBaHE HA KPHBHOTO HAJIATAHE, BHIIPEKH e
3/21 nexyBaHU C TaMCYJIO3UH MAIIMEHTH Ca ¢ MIPEXOIHO CHCTOJIMYHO HAJIATAHE B U3MIPABEHO
MTOJIOKEHHUE TI0-HUCKO oT 85 mmHg:

. Korato Bapmenadwr 5 mg (bummupanyu TabieTKH) € IpriIaral € JTHOBPEMEHHO C TePa3oIiH 5 WK
10 mg, eaun oT 21 MAMEHTH € ChC CUMITOMATHYHA OPTOCTATHYHA XUITOTOHUS. XHUIIOTOHUS HE €
HaOroaBaHa, Korato BapacHadwiI 5 My ¥ Tepa303uH ca MPUIAraHd ¢ HHTEPBAT OT 6 daca MEXITy
OTJICITHUTE JIO3H.

. Koraro Bapmenadwr (hummupanu TabIeTKN) € mpuiarad B 1o3u 5 win 10 mg mpu cradniHa
Tepanus ¢ andy3031H, HIMa CUMIITOMATHYHO TOHW)KaBaHEe HA KPBBHOTO HAJISITAHE B CPABHEHHE C
rane6o.

CretoBaTelIHO €IHOBPEMEHHOTO JIeUeHHE TPsOBA J]a 3a[I0YHE, CaMO aKO MAIMEHTHT € CTA0MITU3UPaH C
nedeHueTo ¢ anda-omokep. [Ipu Te3n marueHTH, KOUTO ca CTAaOMIIM3UPAHH C JIeUeHHe ¢ anda-0aokepH,
BapaeHadmiI TpsaOBa [1a 3aI0YHe ¢ Hal-HMCKaTa MMpenophuBaHa Hava Ha go3a 5 mg. Levitra mosxke ma ce
TIpHJIara mo BCAKO BpeMe ¢ TaMCylo3uH i andysosus. C npyrurte anda-6ioxkepn € He0OX0AUMO J1a ©Ma
WUHTEPBAJ OT BpeMe MEXJIy OTJICITHUTE JIO3H, KOTaTo BapjeHa(pHII ce IPENUCcBa eTHOBPEMEHHO (BXK.
Touka 4.4).

Levitra 10 mg TabaeTkn, IUCIIEPTUpPAIIM CE B yCTaTa, He TPAOBa J1a ce IIPHEMAT KaTo HadajIHa 1034 IpU
MaIMEHTH Ha JeueHue ¢ ajada-0mokepn (Bxk. Touka 4.4).

Hsima 3naunTennn B3auMoielicTBrs, korato Bapdapus (25 mg), koiiro ce metaboausupa upe3 CYP2C9,
i gurokcnH (0,375 MQ) e mpuiokeH eqHOBpeMeHHO ¢ BapaeHadwt (20 mg dunmMupanu TabIeTKH).
OTHOCHUTEIIHaTa OMOHATMIHOCT Ha TIIMOeHKIaMuI (3,5 MQ) He ce MOBIHsIBA, KOTaTO €THOBPEMEHHO €
npmiroxeH BapaeHadmr (20 mg). B KoHKpeTHO W3MUTBAHE TIPH IMAIMEHTH C XUIICPTOHUS, KBIACTO
BapaeHadu (20 MQ) e MpIIOKEH eTHOBPEMEHHO ¢ HUPEAUIHH Che 3a0aBeHO ocBobOXkAaBaHe (30 Mg
wm 60 MQ), € yCTaHOBEHO OMMBIHUTEIHO PEAyNHPAaHe HA CHCTOJIHOTO HAIISATaHE B JIETHAJIO TTOJO0XEHHE C
6 mmHg 1 TacTOTHOTO HaJsATaHe B JIETHAJIO MOJIOKEeHNE ¢ 5 mmHg, mpuapyXeHo OT MoBHIIaBaHE Ha
ChpJeYHAaTa YecToTa ¢ 4 yaapa/MuH.

Koraro Bapaenadwn (20 mg dunmupanu TabIETKH) U ATKOXOMI (CPETHO MAKCHUMATHO aIKOXOJTHO
cpappkanne 73 mg/dl) ce mpuemar 3aeaHO, BapAeHA(IIT He MOTEHIHPA e(PeKTHTE Ha aTKOX0JIa BEPXY
KPBBHOTO HAJATaHE U ChpJCYHATA YeCTOTa, M (papMaKOKHMHETHKATa Ha BapJcHA(HI HE Ce TPOMEHSL.

Bapaenadun (10 mg) He moTeHIMpa yabKaBaHe Ha BpEMETO Ha KbPBEHE, IPUIMHEHO OT
areTHIICAMITAIOBaTa Kucenrnna (2 x 81 mg).

Puornuryar
IIpenxTuHUYIHN MPOYYBAHUS MTOKa3BaT AOIIBIHUTENICH e()EeKT Ha MOHWKaBaHe HA CHCTEMHOTO KPHBHO

Hajsarane, korato PDES naxuburopu ce koMOMHHApAT C pUOIUTYaT. B KITMHUYHY MPOYYIBAHUS €
JIOKa3aHo, Ye¢ PUOITUTYaT MOTECHIINpa XUMOTeH3uBHAUTE epexTr Ha PDES naxubutopure. Hsima mannam 3a
OnmaronpusITeH KIMHUYEH e(heKT Ha KOMOMHALIMATA B TIpOy4YBaHarta nomynanus. EnHoBpemMeHHaTa
yrnotpeba Ha puonuryar ¢ PDES naxuburopu, BKIIOUNTETHO BapAeHa(uII, € MIPOTHBOIOKa3aHa (BXK.
Touka 4.3).
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4.6 @epTHANTET, GPEMEHHOCT U KbpMeHe

Levitra He e moka3aHa 3a ynotpebda ot keHu. Hsama m3nuTBaHus 3a MPIIOKEHUE Ha BapaeHa(IT Ipu
OpeMeHHU xeHH. HsiMa TaHHr OTHOCHO (hepThinTeTA.

4.7 EdexTH BbpPXYy CIOCOOHOCTTA 32 mopupaHe U padoTa ¢ MAIIUHA

He ca mpoBenenn m3nuTBaHus 3a €QEKTUTE BBPXY CIIOCOOHOCTTA 3a Iodupane U paboTa ¢ MaIIWHA.

TBii KaTO TIPU KIMHUYHHUTE M3IUTBAHKSA C BapaeHa(I ca HaOIro1aBaHy 3aMaiiBaHe ¥ HAPYIICHHS B
3pEHHETO, MAIUEHTUTE TPSOBA J]a ca CUTYPHHU KaK pearupar Ha JUCIEePrupaiiy ce B ycrata TableTKu
Levitra, mpenu xa modupat win paboTAT ¢ MAIIAHU.

4.8 Hexenanu JeKapcTBEHH PeaKIuu

HeskenanuTe JIeKapCTBEHH PEAKIIUHM, 32 KOMTO MMa ChOOIICHUS pu yroTpeba Ha Levitra dpunmupann
tabnetku wim 10 Mg TabneTKH, AUCTIEPTHPAIIY CE B YCTATa, OT KIMHAYHU H3IUTBAHHS, OOMKHOBEHO ca
ca MPEXOJIHH U JIEKH JI0 yMEPEHH 1o xapakrep. Hali-uecto choOmaBanara Hexenana JJIeKapcTBeHa
peaxiusi, KoaTo ce e nosBuia npu > 10% oT manmeHTHTe, € rI1aBo0oIHe.

[Ipu Besiko rpynmpaHe B 3aBUCHMOCT OT Y€CTOTaTa, HeXKeJlaHUTe JIEKAPCTBEHU PEaKIINH ce M30pOosBaT B
HU3XOJIAM PeJI IO OTHOIIEHNE Ha TAXHATA CEPHO3HOCT.

Cpo0mraBa ce 3a CJIeTHUTE HEXEITaHN PEaKIIHH:

Cucremo- Mmuoro Yectu HeuecTn Penxu* C Heu3BecTHA
opraHeH KJjac YecTH (>1/100 mo (>1/1 000 no (>1/10 000 o | yecToTa
(>1/10) <1/10) <1/100) <1/1 000) (OT HaITMYHKTE

JAaHHWU HE MOXeE J1a
ObJic HalpaBeHa
OIICHKA)

Nndexnun u KoHtoHKTHBUT

uHbecTaunu

Hapymenus Ha Anepruuex AnepruyHa

HMYHHATa OTOK U peaxius

cucTemMa AHTHOHEBPOTH-

YEeH OTOK

Ilcuxuunmn Hapywienns Ha | be3nokoicTBo

HApYUIeHHUs CHHS

Hapymennst Ha | ['maBoGonme | 3amaiiBane CBHIIUBOCT, Cunkon

HepBHATAa ITapecresus u TIpunagbk

cucTemMa JTN3ECTe3us AwMHe3us
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Cucremo- Mmuoro Yectu HeuecTn Penxu* C Heu3BecTHA
opraHeH KJjac YecTH (>1/100 mo (>1/1 000 no (>1/10 000 o | uyecToTa
(>1/10) <1/10) <1/100) <1/1 000) (OT HaITMYHKTE
JaHHHU HE MOXeE J1a
ObJic HalpaBeHa
OIICHKA)
Hapymenus Ha 3puTenHo IToBuieHo He-aprepuntHa
ouuTe CMYIIIEHHE BBTPEOYHO MpeHa ICXEMUYHA
Xumepemus Ha | HaJsTaHEe ONTHYHA
ounTe [ToBumena HEBPOIATHs
Hapymeno JTaKpUMaIns 3puTenHu
BB3IIPHEMaHe HapyIICHUS
HAa IIBETOBETE
bosiku u
nackoMdopT B
ounTe
®dorododus
Hapymenus Ha TuHuTyC Buesanna riryxota
YXOTO U CBETOBBPTEXK
JIAOUPHUHTA
Cobpaeunn CrprieOuene MuoxkapaeH
HApylIeHUs Taxuxapaus UHPapKT
Kamepuu
TaXHAPUTMHH
CreHokapaus
CbaoBu 3auepBsiBaHe XHIMOTOHUS
HapyLICHUsA XunepToHus
PecniupaTopum, Hazanna 3amyx KpbBoTeuenue
TPbIHU U KOHTECTHS Konrectus Ha | oT HOCa
MeIHACTHHATHH CHHYCHUTE
HApYUIeHHUs
Cromanino- Hucnencus Tactpo-
YpeBHU e3zodareanHa
HApylIeHUs pedurykcHa
Oomect
Tactpur
CromarHo-
YPEBHH U
KOpPEMHH OOJIKH
Huapust
TToBpbiiane
T'anene
Cyxora B
ycrara
XenatoouauapH IloBumenue Ha | IloBuieHME Ha
U HApYyUIeHUs TpaHCaMUHA3W- | TamMa-TIyTaMuI
T TpaHchepasara
Hapymenus Ha Epurema Peakius Ha
KOJKaTa u O6puB ($hoTOUyBCTBU-
MO/IKOKHATA TETHOCT
ThKaH
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Cucremo- MHoro Yectn Heuectn Penxn* C Hen3BecTHa
opraHeH KJjac YecTH (>1/100 mo (>1/1 000 no (>1/10 000 o | uyecToTa
(>1/10) <1/10) <1/100) <1/1 000) (OT HaITMYHKTE
JaHHHU HE MOXeE J1a
ObJic HalpaBeHa
OIICHKA)
Hapyuwenus Ha Bonku B repba
MYCKYJHO-CKeJ [ToBumena
eTHaTa cucTeMa KpeaTHH-
u thocdoxmnraza
CheJUHUTEJTHAT Muanrus
a TbKaH TloBumien
MYCKYJIeH
TOHYC H
CXBalllaHUs
Hapyumenus Ha Xemarypust
0BnOpenuTe u
NMUKOYHUTE
MbTHIIA
Hapymenus Ha 3acuneHa IIpuanuszsm Xemoparus B
BBH3NPOU3BOAUT epeKIHs TIeHHCa
eJHATA cUCTeMa XeMocmepmus
U rbpaaTa
OO0 Hepasnonoxe- | bonku B
HApYyUIeHUS U HUE TBPIUTE
edexTH Ha
MSICTOTO HA
NMPUJI0KEHHe

XeMoparus B IeHNCa, XeMOCIIEPMHS U XeMaTypHs ca ChOOIIaBaHN B KIMHIHYHU MPOYYBAHUA U KATO
CITOHTAHHO TTOJIYICHH TaHHU OT MIOCTMApPKETHHTOBHS TIEpUO/ ITpH yroTpedara Ha Bcunuku PDES
WHXUOUTOPH, BKIIOUUTEITHO BapacHA(IIT.

IIpu mo3a ot 20 mg Levitra hpunMupanu TabIeTKH MAI[EHTHTE B cTapyecka Bb3pacT (> 65 roaunmn) uMaTt
Mo-BHCOKa decToTa Ha rimaBobomnme (16,2% crpsimo 11,8%) u 3amaiiane (3,7% crupsimo 0,7%) B
CpaBHEHHME C ITO-MITAZNTE MalienTH (<65 romnun). Haii-001110 uecToTaTa Ha HEKEIAHUTE PEAKITUH
(ocobeHo ,,3amaiiBaHe™) € JICKO ITOBHUIIIEHA TIPH MTAlIMeHTH ¢ aHAMHE3a 32 XUTIEPTOHHUS.

[ocTMapkeTHHTOBH CHOOIICHHUS 32 IPYT TPOJYKT OT TO3HU KJIAC

Cvoosu Hapyuienus

Cro01maBa ce 3a CeprHoO3HU ChPJCYHOCHI0BH PEAKIINH, BKIFOYHTEIHO [IepeOpOBacKyIapeH KPhBOU3IHB,
BHE3aIHa ChPJ/ICYHA CMBPT, PEXOIHA NCXEMUYHA aTaKa, HECTA0MITHA CTCHOKAP/IHsI U KaMepHa apUTMUS
BB BPEMCHHA BPB3Ka C JIPYTro JIEKAPCTBO OT Ta3u rpyna Mpu MOCTMAPKETHHTOBOTO HAOIOICHHE.

Crpo01aBane Ha IMOJ03MPAHN HEKEIAHH PEAKIIMHI

Cp0o011aBaHeTO Ha MMOJI03UPAHH HEKEIIaHU Peakliu ClIe]] pa3pelliaBaHe 3a yrnoTpeda Ha JIeKapCTBESHHUS
MIPOIYKT € BaxkHO. ToBa MO3BOJISIBA 1a IPOIBIKHM HAOIIOIEHHETO Ha ChOTHOIIIEHNETO 10133/ PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIEITUAIICTH CE€ M3UCKBA JIa ChOOIIaBaT BCAKA ITO03HUpaHa
HeXXellaHa peakiys Ype3 HallMOHAIHA CUCTeMa 3a cho0IIaBaHe, mocoyena B [Ipunoxenne V.
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4.9 Ilpeno3upane

B u3nuTBaHe Ha €HOKPATHO MPHUIAraHe MpH J00POBOIIIH, €IHOKPATHH J03H 10 U BKIIOYHTETHO 80 Mg
BapaeHadui1 (GuIMUpaHu TaOJIETKH) JHEBHO ca IOHECEHHU A00pe, 0e3 CepHO3HU HEeXKEIaHH PEaKIiu.

Koraro Bapnenadun ce npunara B mo-BUCOKH J03U H TIO-YECTO OT MPEophuaHaTa cxemMa Ha MpujiaraHe
(40 mg dunMupanu TabIETKH qBa ITFTH JHEBHO), ca ChOOIIEHHN ClIydan Ha cuiiHa 6ojka B rbpOa. ToBa He
€ CBHP3aHO C MYCKYJTHA WJIH HEBPOJIOTMYHA TOKCHYHOCT.

B cnyuan Ha peno3upane, ako € HE0OX0IMMO, TPSIOBa Aa ce MPUIIOKAT CTAHAAPTHH MO IbPKAIIN
Mepku. bpOpednaTa quanrsa He ce 09aKBa J1a YBeINYH KINPHHCA, Thil KaTo Bap/ieHad I € CBbP3aH B
roJisiMa CTEeIeH C IJIa3MeHUTe MMPOTENHH U HE C€ eIMMHUHNPA 3HAYUTEITHO B ypHUHATA.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoaMHAMHUYHH CBOICTBA

dapmakoTepaneBTUUHA FPpyIa: Y POJOruyHU CpelcTBa, JIekapcTBa, U3MOJI3BAaHU IIPU €PEKTUIIHA
mucoynkims, ATC code: GO4BEQ9

Bapaenadun e cpeacTBo 3a mepopaiHa Teparus 3a ToJo0psiBaHe Ha epeKTHiIHAaTa QYHKITUS IPU MBXKE C
epeKTWIIHA TUCHYHKIUS. B ecTecTBEeHN YCIIOBHS, T.€. ChC CEKCYATHO CTUMYJIMpaHe, BapAcHaADUI
BB3CTAHOBSIBA yBpEICHATA ePEKTIIIHA (PYHKIIHS Ype3 TOBUIIABAHE HA KPHBHHS TOK KbM IEHHUCA.

EpekuusTa Ha neHuca e XxeMoAMHAMHUYeH Tipoiiec. [1o Bpeme Ha ceKCyaTHO CTUMYJIMPAHE ce
0cBOOOXKIaBa a30TeH OKCU. Tol akTHBHpA eH3MMa T'yaHWIATIMKIIA3a, BOJIeIa JI0 TIOBUIIABaHE HUBOTO
Ha IUKIAYHUS Tyano3uH MoHodocdat (cGMP) B xopiryc kaBepHo3yM. ToBa Bou 10 OTITyCKaHe Ha
INIaJKaTa MyCcKylaTypa, KaTto Mo3BoJjisiBa MOBUIIABaHE HA TIPUTOKA HA KPBB KbM meHuca. HuBoTo Ha
c¢GMP ce perynupa oT cKOpocTTa Ha CHHTE3 Upe3 TYaHHJIATIIUKIIa3a U 4pe3 CKOPOCTTa Ha pasrpaxkiaHe,
nocpeacteoM cGMP xuaponusupamu dochoauecrepasu (PDEs).

Bapaenadun e momien u cenektuBeH naxuouTop Ha cCGMP crieruduanara pochoamecrepasza tum 5
(PDES5), Haii-BaxxHaTa ochoanecTepasa B HOBEUIKHS KOPITyC KaBepHO3yM. Bapnenadwi 3acunBa edekra
Ha EH/IOTeHHUS a30TE€H OKCHJI B KOPITyC KaBepHO3yM, kato naxubupa PDES. Koraro ce otnenn azoten
OKCHJI B OTTOBOD Ha CEKCyaslHa CTUMYyJaIius, naxuoupanero Ha PDES ot Bapaenadwn Bogu 1o
nosuiieHy HuBa Ha cGMP B xopmyc kaBepHO3yM. Ciie10BaTENHO, 3a [1a C€ IPOSIBAT IOJIE3HUTE
TepaneBTHIHH e(heKTH Ha BapJeHa(HII, € HEOOXOIUMO CEKCYallHO CTUMYIIHpaHe.

W3nutBanus in vitro ca mokasany, 4ye BapAeHa(HI NpUTeRaBa MHOTOKPATHO ITO-CHITHO JAEHCTBUE BBPXY
PDES5,0TK0IKOTO BBpPXY Jpyru u3BecTHH hocdoauectepasu (>15-kpatHo cripsimo PDE6, >130-kpatHo
cnpsimo PDE1, >300-kpatHo cipsmo PDE11 u >1000-kpatro cnipsmo PDE2, PDE3, PDE4, PDE7, PDES,
PDE9 u PDE10).

[Ipu nmpoBeneHo nscnenBane ¢ mwietnamorpadus Ha nernca (RigiScan) mpu HiIKOM MBKe MO JeHCTBHETO
Ha 20 mg BapzaeHadui ce HaOM01aBa epeKUs, 10CTaThbyHa 3a NpoHuKBaHe (60% purnaHocT copen
RigiScan) 15 munyTu ciiex npriema My. [1oBIMsIBaHETO HA TE3H JIUIA OT BapJeHAPHI € CTATUCTUICCKH
3HAYMMO B CpPaBHEHHE C PE3yJATaTHTE MPH IUIanedo 25 MUHYTH CIe]] TPUEM.

Bapnenadgun npuunHsBa yMEpeHO U MPEXOJHO IOHMKaBaHEe Ha KPBBHOTO HAJISITaHE, KOETO B IOBEYETO
ClIyyaH He ce IposiBsiBa KIMHUYHO. CpelHaTa CTOMHOCT Ha MAaKCUMAJTHO TIOHMKaBaHE Ha CUCTOJIHOTO
HaJIsITaHe B JIETHAJIO MoJIokeHue cief mpueM Ha 20 wnn 40 mg BapaeHadwni e crorBeTHO 6,9 mm Hg mpu
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20 mg u 4,3 mm Hg npu 40 mg Bapaenadui, B cpaBHeHHe ¢ 1w1aie00. Te3u ehekTu ca B CbOTBETCTBHE C
BazonuaTaTopHus edekT Ha PDES-uaXnOuTOoprTe M BEPOSITHO CE ABJKAT Ha MOBUIIEHN HUBAa HAa CGMP
B CHJIOBUTE IIIAJKOMYCKYJIHU KIIETKH. EJTHOKpaTHATa MM MHOTOKpATHA IIEPOPATHHU JI03U BapaeHA(IIT 10
40 mg He BOJAT JI0 KIIMHHUYHO 3HAYUMH IPOMEHU B €JIEKTPOKapIuorpamMara Ha 3J[paBu MbXKe
JTOOPOBOJIIIH.

JIBOIHO-CIIATI0, KPBCTOCAHO, PAaHIOMU3UPAHO U3IMUTBAHE C €AHOKPATHA 1103a TIPH 59 3apaBu MBKe
cpaBHsBa BiussaAETO BHPXY QT mHTepBana Ha Bapmenadwmr (10 mg u 80 mg), cunaenadun (50 mg u

400 mg) u miane60. Moxkcudimokcanud (400 MQ) e BKIIFOYEH KaTO aKTHBHA BHTPEITHA KOHTPOJIA.
Edextute Bppxy QT mHTEpBaNa ca m3MepBaHu 1 9ac ciieq IpuiIoskeHre Ha o3aTa (CpemHo Ty 3a
BapaeHadwi1). OCHOBHATA 3ajlaya Ha TOBA U3MHUTBAHE € JIa C€ M3KIIIOUH MO-ToJIsIM OT 10 msec edekr (T.e.
Jla ce JoKaKke JIuTcata Ha edekt) Ha eqHokparHa 80 mg rmepopanHa mo3a BapacHadui Bepxy QT
WHTEpBaIa B CpaBHEHHE ¢ TIIare6o, n3MepeH ¢ npoMeHnuTe Ha Fridericia kopekimonHa Gopmyiia
(QTcF=QT/RR1/3) ot n3Xx0gHOHHUBO 70 BpeMeBaTa TO4Ka Ha 1-Bus gac ciieq nmpuema. PesynraTturte Ha
BapaeHadmiI mokassar yabinkaBane Ha QTc (Fridericia) ¢ 8 msec (90% Cl: 6-9) u 10 msec

(90% CI: 8-11) mpu mo3u 10 u 80 mg B cpaBHenwue ¢ mianebo, u yabnkaBane Ha QTci (Fridericia) ¢

4 msec (90% CI: 3-6) u 6 msec (90% CI: 4-7) npu mo3u 10 u 80 Mg B cpaBHeHHE ¢ a0, eANH Yac
cien npueMa. Ipu th. cpearara mpomsaa B QTcF 3a Bapaenadun 80 My € H3BBH YCTAHOBEHHUTE TPAHUITH
Ha u3nuTBaHeTo (ctoiHoct 10 msec, 90% CI 8-11). Koraro e u3nosi3BaHa HHAMBHIyaHA KOPESKIIMOHHA
(hopMyna, HUTO €IHA OT CTOMHOCTUTE He € OMiia U3BBH IPaHUIIUTE.

B otnenHO MOCTMapKETHHTOBO IPOyUYBaHe MpH 44 3/1paBu JOOPOBOJIITN € THOKpAaTHH A03M oT 10 mg
BapaeHad w1 wim 50 Mg cuaeHaguI ca NpUIoKeHn eqHoBpeMeHHo ¢ 400 mQ raTudIoKcauy —
nexapcTBo cbe cpasuauM QT edexr. U Bapaenadun u cunaeHadui ca mokasanu HapacTBane Ha Fridericia
QTc edexr ¢ 4 msec (BapaeHadwmr) 1 5 msec (cmimeHadwn), B CpaBHEHHE ¢ BCSIKO OT JICKapcTBaTa
noot/esHo. KOHKpeTHOTO KIIMHUYHO 3HaueHne Ha Te3u QT mpoMeHH He € U3BECTHO.

AOHT:HHI/ITCJIHa PIH[I}O[}M&QI/IH OT KIMHWUYHH U3NMUTBAHUA C BapgeHaghI/m 10 mg Ta6JIeTKI/I, AUCTICprupaninu

ce B ycTaTta
EdukacHocTra u 0e3onacHocTTa Ha BapaeHadmt 10 mg TabieTku, JUcCeprupaliy ce B ycrara, ca

MOKa3aH! TMOOTAEITHO B ITMPOKA MOIMyJAlKs B IBE M3NHUTBaHUS, BKiIrouBamy 701 pangomMusupanu
MAIMEHTH C ePeKTHIIHA AUCHYHKIINS, KOUTO ca OWIIM JICKYBaHH B IPOIbIKCHUE HA 12 ceMUIIH.
Pasmpenenenrero Ha MaUEHTUTE B TIPEIBAPUTEIHO JeUHUPAHUTE TIOATPYIH BKIIOYBA NAIIUEHTH B
crapuecka Bb3pacT (51%), manuenTu ¢ anaMHe3a 3a 3axapeH auadet (29%), nucaumuaemust (39%) u
xunepronus (40%).

Ot cOOpHUTE JaHHH OT JBETE M3IMUTBaHMA ¢ BapacHadmt 10 Mg tabiieTku, AUCIIEPTrUpaIy ce B ycTara,
IIEF-EF nometin ckopoBeTe ca OMiIM 3HAYMMO II0-TOJIEMHU B Tpymata Ha BapaeHaduia 10 mg Tadiaerkw,
JICTICPTUPAIIY CE B YCTaTa, B CpPaBHEHHME C IIane0o.

CeznemMjieceT ¥ €IMH MPOIIEHTA OT BCHYKH OIMTH 32 MOJIOB aKT, 32 KOUTO c€ ChOOIaBa B KIIMHUYHUTE
M3MATBaHUS, ca OMIIM C YCTIETTHO ITPOHUKBAaHE B cpaBHEeHNWE C 44% OT BCHYKH OTUTH B TPyIaTa Ha
miane6o. Te3n pe3ynraty ce HaOMOIaBaT M B MOATPYIIUTE, IPX TAIIMEHTH B CTap4ecKa Bb3pacT 65%, mpu
MMaIMeHTH ¢ aHaMHe3a 3a 3axapeH auadet 63%, Mpu manueHTn ¢ aHaMHe3a 3a JuciunuaeMus 66% u npu
MAIMEHTH ¢ aHaMHe3a 3a XunepToHus 70% OT BCHYKHU OMUTH 3 MOJIOB aKT ca OMIIN C YCTIEITHO
MIPOHUKBAHE.

Oxo1o 63% OT BCHYKH OIHUTH 3a MOJIOB aKT, 32 KOUTO ce choOIIaBa npH ynoTpeda Ha BapaeHaduia 10 mg
TabNeTKH, TUCTICPTUPALIH CE B yCTaTa, ca OMITN YCIEIIHA B CMUCHI Ha 3a/Ibp)KaHe Ha ePEeKIIHATA B
CpaBHEHHE C OKOJIO 26% OT BCHYKH OIHUTH 32 MOJIOB aKT IPH U3IIOJI3BaHe Ha Turanebo. B mpenBapurerso
neduHUpaHUTe MOATPYIH 57% (ManueHTn B cTapyecka Bb3pacT), 56% (manueHTy ¢ aHaMHe3a 3a 3aXapeH
nmuaber), 59% (mamuenTy ¢ anaMHe3a 3a gucnunuaeMus) u 60% (marueHTy ¢ aHaMHe3a 332 XUIIEPTOHUS)
OT BCHYKH OITUTH 32 MOJIOB aKT, 32 KOUTO ce ChoOIaBa mpu yrnorpeda Ha BapacHadwn 10 mg rabieTkwy,
JICTICPTUPAIIY CE B YCTaTa, ca OMIIM YCIEITHN B CMUCHIT Ha 33]TbpIKAHE Ha CPEKITUITA.
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AOHT:JIHI/ITGJIHa PIH[I}O[}M&QI/IH OT KIMHUYHH U3IUTBAHUA

B xnmHMYHM M30UTBaHUS BapacHadw ¢ 0w npuiarad Ha mosede oT 17 000 Mbke ¢ epeKTHiIHA
muchyakmmst (EJI) Ha Bp3pact Mexay 18 u 89 ronuHM, TOBEYETO OT TAX C MHOXKECTBO IPHIIPYKABAIIN
3a0onsBanus. Han 2 500 manuenTy ca 0wy Ha Tepanus ¢ BapacHadmu 3a 6 win nmoseue mecera. OT TIx
900 manyeHTH ca OMJIM JIeKyBaHH | TOJMHA WK IIOBEYE.

Tazu rpyma nanueHTy BKIIOYBA: MAMEHTH B cTapyecka Bh3pacT (22%), manuenTn ¢ xuneptoHus (35%),
3axapeH auabet (29%), ¢ mcxemmdHa 60JIeCT Ha CHPIIETO W IPYTH ChPJIEYHO-CHI0BU 3a00IBaHUS
(7%), xpornuna 6emoapoOHa 6onect (5%), xunepaununemus (22%), aenpecus (5%), paaukanHa
npocTtarekToMus (9%). B kKMMHNYHUTE N3MUTBAHUS HE ca OWIIM MTPEJICTABEHH JOCTATHYHO CIIETHNTE
TPpyIH: JUIa B cTapyecka Bh3pacT (>75 roaunn, 2,4%) 1 TaMEeHTH C ONpeeNIeHH ChbPASIHO-ChIOBI
3a0omsBaHuA (BXK. Touka 4.3). He ca u3BbpIICHN KIIMHWYHA U3ATBAHMS IIPH TAITUEHTH ChC 3a00IIIBaHAS
Ha [{HC (¢ us3kmrodenune Ha rpbOHaYHOMO3BYHA TPABMH), MANIMECHTH C TEXKH OBOPEUHHU WITH
4epHOAPOOHH YBPEXKIAHHS, TIPETHPIICITH XUPYPIrHYHI HHTEPBEHIIUH B 00J1aCTTa Ha Ta3a (C U3KIFOUEHHE
Ha a2 HEPBUTE NPOCTATCKTOMUS), HJIH TPABMa, WU JIbYETepaIus U MOHMKESHO THOUI0 HITH
aHaTOMHYHH JiehopMaliy Ha TICHHCA.

ITo BpemMe Ha OCHOBHUTE KIMHUIHUTE H3MUTBAHUS JICUCHUETO ¢ BapaeHadm ((GUIMHUpaHA TA0JIETKH) €
JTOBEIIO IO ITOI00psiBaHe Ha epeKTHIIHATa QYHKINA B cpaBHEeHHE C mane0o. [Ipu Mankus Opoii maruenTH,
KOHTO Ca U3BBPIIMIN TIOJOB aKT YSTUPH JIO MET Yaca CJie]] IpreMa Ha JIEKapCTBOTO, CTEIICHTA Ha
YCIICITHOMPOHUKBAHE U IMOIbPKAHE HA SPEKIUS € 3HAUUTEITHO TI0-BUCOKA B CPABHEHHE C IUIanedo
rpymara.

[Ipn m3nmTBanms ¢ PuKcUpaHa a03a (pruIMrpaHn TabIETKN) Cpe IIMPOKa MOIMyIAII MbXE C €peKTHIIHA
muchynkims, 68% (5 mg), 76% (10 mg) u 80% (20 MQ) OT manKUeHTUTE ca OCHIIECTBIIN YCIIEIICH MOJI0B
akT (mpornkBanus) (SEP2), B cpaBuenue ¢ 49% B rpymara c miare6o 3a mepuoj; oT TpH Mecera Ha
m3nuTBaHeTo. CriocoOHOCTTa 3a oabpkane Ha epeknns (SEP3) B Ta3u mmpoka norynamus oT JIUIa ¢
epekTiiiHa nuchynkmus e 53% (5 mg), 63% (10 mg), 65% (20 mg), B cpaBHenue ¢ 29% npu mwiamnedo.

Cnopen cOOpHHTE JAHHH OT TOJIEMHUTE U3MUTBAHMSA 32 €(PUKACHOCT, TAMEHTHTE C YCIICIIEH MOJOB aKT
(mponuKBaHe) cien ymoTpeda Ha BapaeHadWI ca O KaKTO CIIeABa: C ICUXOT€HHA epeKTHITHA
muchynkuus (77-87%), cmeceHa epextiiHa auchyHkuus (69-83%), oprannyHa epexTHiIHA JUC(HYHKINSA
(64-75%), crapuecka B3pacT (52-75%), ucxemuuna 6osiect Ha cbpieTo (70-73%), XunepaunuaeMust
(62-73%), xpornuna 6enoapodna 6osect (74-78%), nenpecust (59-69%) u mareHTH, JeKyBaHH
€IHOBPEMEHHO C aHTUXUIIEPTEH3UBHU cpezcTBa (62-73%).

B xiMHIYHO M3MUTBaHE NPH MAMEHTH ChC 3aXapeH AuadeT BapAeHaQII 3HAYNTETHO MO00psBa
epeKTHIHATA (DYHKIIHS, CIOCOOHOCTTA 3a MOJyYaBaHe M MOATbpKaHe Ha epeKINs, JOCTaThYHO
HPOJBIDKUTEINHA 32 YCTICIIEH ITOJIOB aKT M PUTHAHOCT HA IEHHca ¢ 1031 BapaeHadmt 5 mg u 10 mg, B
cpaBHeHHME ¢ mane6o. Yectorara Ha IojlydaBaHe M NOJAbPKaHe Ha epekuus e omna 61% u 49% npu

10 mg, 64% u 54% npu 20 Mg BapaeHadwUI, IPU MAMEHTH KOUTO Ca 3aBbPIIMIN TPHU Mecella JICYeHHE, B
cpaBHeHHe ¢ 36% u 23% npu rpynara nauueHTy Ha mianeoo.

B KIMHUYHO M3MUTBaHE NPH MALUEHTH CJIe] IPOCTaTeKTOMUS, BapAeHa(pUI 3HAYMTEIHO T0100psBa
epeKTUIHATa PyHKIHS, CIOCOOHOCTTA 32 NOIy4aBaHe U MOAbPKAHE HA €PEKLUs, JOCTATHYHO
MPOABIDKUTETHA 32 YCIIEIeH IOJIOB aKT M PUTHIHOCT Ha IeHuca ¢ 1o3u BapaeHadwui ot 10 mg u 20 mg, B
CpaBHEHME C rpynara Ha 1ane6o. Yecrorata Ha nosryyaBaHe U IOAIbpKaHe Ha epekuust e onna 47% u
37% npu 10 mg, u 48% u 34% npu 20 Mg BapaeHaduiI Ipyu NaLKUEHTH C 3-MECEYHO JIEUEHHUE, B
cpaBHeHue ¢ 22% u 10% npu nanueHTuTe Ha Mmianedo.

B KIMHUYHO M3MUTBAaHE C IPOMEHJIMBA J03a IPH MALMEHTH ¢ TpaBMa Ha rpbOHAaYHMS MO3BK, BapAeHaDUI
3HAYUTEJIHO NOJ00psBa epeKTHIIHATA (PYHKIMS, CHIOCOOHOCTTA 3a MOJIyYaBaHe U MOLIbPKaHe Ha

A0CTaTb4YHO MPOABIJDKUTEIHA €EPEKIMA 3a YCIICITHO U3BBPIIBAHE HA ITOJIOB aKT U pUTHIHOCT Ha II€HKCA B
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cpaBHeHUE ¢ TUTane0o. J[epT Ha MaueHTHTe, KOUTO ca c€ Bh3CTaHOBHIIH 10 HopMaieH ckop IIEF
(>26%) e 53% c Bapnenadun B cpaBHeHHE ¢ 9% c TuTane6o. YecToTaTa Ha TOBIUSBAHE 3a MOJy9aBaHE U
noaabppKane Ha epekuus € 76% u 59% npu Bapaenadun B cpaBaenue ¢ 41% u 22% npu mianebo, npu
MAIMeHTH, KOUTO ca JICKyBaHU TPHU Mecela, KOeTO ¢ KIIMHUYHO U cTaTucTrdeckn 3HaunmMo (p<0,001).

besomacHocTTa 1 ehrkacHOCTTa Ha BapAeHA(WII € YCTAHOBEHA B IBJITOCPOYHHN M3MUTBAHNS.

HeauatpuyHa monymnaus

EBporneiickaTa areHIus o JeKkapcTBara 0CBOO0XKIaBa OT 3a/IbJDKCHHETO 32 MPEIOCTABIHE Ha
pe3yiTaTUTEe OT MPOYYBAHUATA BB BCHUKH ITOATPYIY HA TIeAMATPUYHATA TIOMYJIAlUs MPH JICUCHHE Ha
epeKTiIHa TuCPYHKIHA. BrkTe Touka 4.2 3a nHpOpMAIsS OTHOCHO YITOTpeOa B TIeAHATPHSTA.

5.2 dapMaKoOKHHETHYHHU CBOICTBA

W3nurBaHusATa 32 OMOEKBUBAJICHTHOCT I10Ka3BaT, ue BapAacHadui 10 mg tabneTka, aucneprupaiia ce B
ycTara, He ¢ OMoeKBHBajicHTHA Ha BapacHadmit 10 mg ¢unmupanu TabieTky; 1Mo Ta3u npuurnHa Gpopmara,
JUCIIeprupaliara ce B ycrara, He TpsOBa Jia ce U3I0J3Ba KaTo eKBUBaJICHT Ha BapaeHadua 10 mg
dbumMupaHu TabJIETKH.

AGcopbuus
IIpu npunarane Ha BapacHabu1 GUIMUpaHu Ta0bIeTku BapaeHaduia ce abcopOrpa 0bp30 ¢ MAKCUMAITHU

TUTa3MEHH KOHIICHTPAIIMH, JIOCTUTHATH MPU HIKOU MBXe 15 MHHYTH clie/l IepopaitHO TPUIIOKEHHE.
Bwrpeku ToBa B 90% OT ciiyyanTe MaKCUMAITHUTE TUIA3MEHH KOHIICHTPAIMY Ca TOCTUTHATH OT

30 o 120 munytu (cpeano 60 MUHYTH) Clie] IEPOPAIHO MPUIIOKEHKE, Ha ITagHo. CpenHaTa abCOOTHA
OmoHanmmuHOCT ciief] mepopaneH npueM e 15%. Crnen nepopanno npmitarane AUC u Cpax Ha BapaeHadut
Cce MOBHINIABAT IMOYTH MPOMOPIUOHATHO Ha 103aTa B MPENopbuBaHus 10308 uHTepBai (5-20 mg).

Koraro Bapnenadun punMupanu TablIeTKH ce PUEMaT ¢ XpaHa C BUCOKO ChIIbpKaHUE HA Ma3HUHH
(cpapprkamia 57% Ma3HHHN), CKOPOCTTa Ha abcopOIus € HaMajeHa, C MOBUIIaBaHe Ha MEeIHaHaTa Ha Ly
¢ 1 gac u cpegna peaykuuns Ha Cpax 20%. AUC Ha Bapaenadwn He ce mosnusBa. Cieq mpueM Ha XpaHa,
chabpxama 30% Ma3zHUHM, CKOPOCTTA U CTETIEHTa Ha a0copOIms Ha BapaeHAPHI (tmax, Crmax, AUC) He ce
MPOMEHST B CPABHEHHE C MPIIIOKEHUETO Ha TIIATHO.

Bapaenadui ce abcopbupa 0bp30 ciaen npuiarane Ha Bapaenaduia 10 mg tabiaeTku, TucHeprupaliy ce B
ycTaTa, 0e3 Boja. Menamanara Ha BpeMeTo 3a gocturane Ha Cpay Bapupa Mexay 45 1o 90 MUHYTH 1 €
CXOJTHO WUTA MaJIKO TO-ABJTO (¢ 8 0 45 MUHYTH) B cpaBHEHHE ¢ Gprmupanute Tadbietku. Cpemnata AUC
3a BapaeHadwun HapacTBa ¢ 21 10 29% (mauneHTH B cpeHa U ctapuecka Bb3pact ¢ EJ]) wmu 44% (Mmaan
31paBu HHAUBHIN) ipu 10 Mg qucneprupaiim ce B ycTaTa TabJIeTKH, B CpaBHEHUE ¢ PMIMHPAHNATE
TabJETKH B pe3yJITaT Ha JIOKaJIHA TiepopaiiHa a0copOIHs Ha MAJIKO KOJIMYECTBO OT JIEKAPCTBOTO B YCTHATA
KyxuHa. HsiMa cboTBeTCTBaIA pa3inka B cpeHUTE Cmay MEXKITY JUCTICPTHPAIUTE CE B ycTaTa TabJIeTKH,
1 GUIMHPAHUTE Ta0JICTKH.

[Ipu nuauBuaK, npueMainu BapaeHaduin 10 mg TabneTku, qUceprupaiiy ce B ycrara, ¢ borata Ha
Ma3HUHU XpaHa, He ¢ HaOmoaaBad epekT Bbpxy AUC u tma Ha BapaeHadmi, 1o0kaTo Chay Ha BapacHa(mI
e Owa HamaneHa ¢ 35% npu npueM ciienx XxpaneHe. Ha 6a3ata Ha Te3u pesynraru BapaeHadun 10 mg
Ta0JIETKH, TUCTIEPTUPAIIN CE B ycTaTa, MOTaT Aa ObJaT IpUEeMaHu ChC WK 0e3 XpaHa.

Axo BapaeHadun 10 mg TabneTKy, AUCTIEPTHpaIIy ce B ycrara, ce npueMat ¢ Bojga AUC crana ¢ 29%,

Cmax OCTaBa HEMIPOMEHEHA M MEJMaHAaTa Ha tma C€ CKbCsiBa ¢ 60 MUHYTH B CpaBHEHHE C IIpueM 0e3 Boja.
Bapaenadun 10 mg tabneTky, IUCIIEPTUPALIH C€ B ycTaTa, TPSOBa 1a ce mpreMar 0e3 TeYHOCTH.
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PasnpenencHue
Cpennusar o0eM Ha pasnpe/e/ieHue B CTaAllMOHAPHO ChCTOsIHUE Ha BapaeHadui e 208 1, koeTo mokas3sa

pasmpeeneHne B ThKaHUTe.

Bapnenadwr u HeroBHIT 0OcHOBEH MeTabouT (M 1) ca 3HAaUMTEITHO CBBP3aHH C IIA3MEHHUTE MPOTCHHH
(mpubmmsurenao 95% 3a Bapaenadwun wim M1). 3a Bapnenadwni, kakTo ¥ 32 M1, cBbp3BaHETO C IPOTEHH
€ HEe3aBHCUMO OT 00IaTa JIekapcTBeHa KOHIICHTPAITHSL.

B®3 ocHOBa Ha M3MEpBaHUATA Ha BapaeHA(WI B cliepMaTa Ha 3JipaBu Jinia 90 MUHYTH Clie/l IPUEM Ha
J103a, B CliepMara Ha MalueHTHTe MoXe /1a ce yctanoBu He moBede ot 0,00012% ot mpuiokeHaTa /103a.

buotpanchopmaris
Bapaenaduin ot punMupaHuTe TabJCTKU Ce METa00IM3UPa IPEIUMHO B YEPHHS IPO0 MOCPEACTBOM
uroxpom P450 (CYP) m3zodopma 3A4, ¢ u3sectHo ydactue Ha CYP3AS u CYP2C m3odopwmu.

IIpu xopa raaBHUAT UpKyIHpar] Metadonut (M1) € MpOIyKT OT Me3eTHIINPAHETO Ha BapAcHADHII U ©
00€eKT Ha TI0-HaTaTbhIIIEH METa0OINU3bM C IJIa3MEH eTMMUHAIIMOHEH MOTY’KUBOT OT MPUOIU3UTEITHO 4
gaca. Yactu ot M1 ca oz ¢popmara Ha TIIFOKYPOHUIN B CUCTeMHaTa MUpKyjanus. Metabomutst M1
mokassa ¢ochoanecTepaseH celleKTHBeH Npodu, moao0eH Ha BapAeHADWIT | i71 Vitro TTOTCHITHAI 32
thocdomuectepasa Tin 5 ot mpubaM3NTENHO 28%, B CpaBHEHHE C BapAeHa(pII, BOJIEM 10 TPHHOC KM
emkacHoCTTa OT OKOJIO 7%.

CpeHHAT TepMUHAJICH OIYKHBOT Ha BapAcHa(MI NPy NallMEeHTH, MMoTy4aBaiy sapaeHadua 10 mg
TabNEeTKH, JUCTIEPTUPALIH CE B yCTaTa, Bapupa Mexkay 4 1o 6 yaca. ENMMUHAIIMOHHUSAT MOTYKUBOT Ha
MeTtabomuta M1 e mexay 3 mo 5 gaca, mof00HO HA W3XOTHOTO JIEKAPCTBO.

Enumunupane
ToTtaaHUAT TelleceH KIMPBhHC Ha BapaeHadui e 56 1/h ¢ pe3yaTaHTeH TepMUHAJICH IOy KHBOT

npuban3uTenHo 4-5 gaca. Cren rmepopaiHo MPUIOKEHNE, BapAeHAPIII ce eKCKpeTupa moa popmara Ha
MeTaboJIUTH MpeauMHO upe3 dereca (mpudbamsutento 91-95% ot npumoxkeHaTa 103a) U B MO-MajKa
CTereH B ypuHara (mpubiu3uTenHo 2-6% OT NpHUiIokKeHaTa J103a).

DapMaKOKHHETHKA MPY CIICIUATHHI FPYIIU MAIUCHTH

Tayuenmu ¢ cmapuecka 6v3pacm

YepHOIpOOHUAT KIUPHHC HA BapaeHAbUI IpH JOOPOBOJIIN 3IpaBU MBKE B CTapUdecKa Bb3pacT

(65 roauHu ¥ TIOBeUE) € HAMaJIeH B CpaBHEHME ChC 3ApaBuTe Miaaan gooposoii (18 - 45 roaumn).
MmpixeTe B cTapUyecka Bb3pacT, MpueMaiiy GuiMrpann TabaeTky BapaeHadmI, umat cpeaHo 52% mo-
Brucoka AUC u 34% mo-Bucoka Cpa B CpaBHEHHUE C MIIAIUTE MBXKE (BXK. Touka 4.2).

AUC u Cay Ha_BapaeHa(UI IPH MALMEHTH B CTapyecka Bbh3pacT (65 u moBeye roAMHN), KOUTO IMPHUEMaT
Bapaenaduin 10 mg Tabnerku, mucrieprupally ce B ycraTa, ca OuiIn yBelIHueHH choTBeTHO ¢ 31 10 39% n
16 no 21% B cpaBHEHHE C MAIMEHTUTE Ha Bb3pacT 45 ronauHu u mo-minaau. Hama ganau BapaeHadnn na
KyMyJIMpa B IIa3Mara MpH MalUeHTH Ha Bb3pacT 45 ¥ Mo-MajaKo TOJAMHU WM Ha 65 WK TIOBeYEe TOIUHH
cliel IpreM Ha eHa J103a JHeBHO BapaeHaduia 10 mg tabneTku, TUCIeprupaliy ce B ycraTa, B
npoasokeHne Ha 10 mHu.
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bvopeuno yspesicoane

IIpu 10OPOBOIIIH C JIEKO 10 yMEPEeHO ObOpeYHO yBpexkmaHe (KpeaTHHHHOB KiaupbHC 30-80 ml/min),
(hapMakOKWHETHKATa Ha BapAcHAHII € MoJo0Ha Ha KOHTPOIHATA rpyIia ¢ HopMajiHa Ob0peyHa QyHKITHS.
IIpu 1o0GpoBOIITH ¢ TEKKO OBOpeUHO yBpekaane (KpeaTHHUHOB KiaupbHC <30 ml/min), cTroifHOCTTa Ha
AUC e nosuiiena ¢ 21% u croiinoctra Ha Cpay € OHMKEHA ¢ 23%, B CpaBHEHUE C TOOPOBOJIIHMTE 0€3
0BOpeuHo yBpexkaHe. He e HaOt0ojaBaHa CTATUCTUYIECKY 3HAUMMA KOPEIAIlUs MEXKTy KpEaTHHHHOBHS
KIMpBHC B excro3utusaTa Ha BapaeHapmt (AUC u Cpay) (BXK. TOouka 4.2). @apMakoKHHETHKATA HA
BapAeHadWI HE € M3MUTBAHA TPH MAIMCHTH, HYXKIACIIH ¢ OT Auain3a (BXK. Touka 4.3).

Yeprnoopobdnuo yepescoane

IIpu marueHTH C JIeKO 10 yMepeHo depHoapooHo yBpexknane (Child-Pugh A u B), kmupbHCHT Ha
BapaeHahWI ¢ O HaMaJIeH MPOTIOPITMOHATHO Ha CTEIIEHTa Ha YepHOAPOOHOTO yBpexaane. [Ipu
naruenTy ¢ eko yBpexaane (Child-Pugh A), croitnoctute Ha AUC 1 Cpppx €2 IOBHIIIEHH CHOTBETHO CHC
17% u 22%, B cpaBHEHHE ChC 37paBaTa KOHTpoiHa rpyna. [Ipu manueHTr ¢ yMepeHo yBpexxaaHe
(Child-Pugh B), croiinoctute Ha AUC 1 Cppay Ca OBHIIICHH ChOTBETHO ChC 160% u 133%, B cpaBHEHHE
ChC 37IpaBaTa KOHTPOIHA rpyma (Bx. Touka 4.2). dapMakoKHHETHKATa HA BapAcHADWI IPU TAITUEHTH C
TeXKo yBpeneHa yepaoapooHa ¢pynkius (Child-Pugh C) He e mpoyuBana (Bxk. Touka 4.3).

5.3 IlpeAKITHHUYHHU JaHHH 32 6€30MACHOCT

HexnmanaHanTe NaHHN HE TOKa3BaT 0cO0EH PUCK 3a Xxopa 0azaTa Ha KOHBEHI[MOHATTHHUTE
(hapmMakoIOTHYHM TTPOYYBaHUS 32 0€30MaCHOCT, TOKCHYHOCT IIPH MHOTOKPATHO TpUIIaraHe,
T€HOTOKCHUYHOCT, KapIIMHOT€HEH MOTEHITHAJl, PENPOAYKTHBHA TOKCHIHOCT.

6. DOAPMALIEBTUYHU JAHHU

6.1 Cnucbk Ha NOMOIIHUTE BElECTBA

Armcapram (E951)

MenToB apomat

MarnesueB cTeapar

Kpocnosugon

Mannuron (E421)

CununueB TUOKCHII, KOJIOUIEH O€3BO/IeH

Copowuron (E420)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

3 roguHU

6.4 CnenuajHu ycjJoBHSI HA CbXpaHeHUe

Ja ce cpxpaHsiBa B OpUTHHAIIHATA ONIAKOBKA, 32 J1a CE MPEAIa3y OT CBETIMHA U BiIara.
6.5 Buau chabp:kaHUe HA OMAKOBKAaTa

1 x 1 aucneprupaiia ce B ycrata tabierka B nepdopupan eaHoa0308 omuctep ot alu/alu,
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2 x | gucmeprupainy ce B ycrara TableTKu B mepdopupanu eqHomo30su omucrepu ot alu/alu,
4 x 1 nucneprupaliy ce B ycraTa TabjaeTku B meppopHupany eaHo 0308 orctepu ot alu/alu,
8 x 1 mucmepruparnym ce B ycrara TabneTku B mepoprupanu eaqHon0308u Onmctepu ot alu/alu.
He BcHUKHM BHIOBE OTIAKOBKU MOTaT ja ObhIaT MMyCHATH B POIax0a.

6.6 CnenmaJHu npeana3Hu MepKHU NMPU U3XBBPJIsIHE

Hsma crienmanHu M3UCKBaHUS 3a HU3XBBPJIAHE.

7. IMPUTEXATEJI HA PASPEHHIEHUETO 3A YIIOTPEBA
Bayer AG

51368 Leverkusen

I'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/03/248/013-016

9. JATA HA ITBPBO PASPEINABAHE/IIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mppBO paspemasane: 06 mapt 2003

Hata Ha mocnenno mogaoBsiBane: 06 mapt 2008

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

ITonpo6Ha nH(OpManys 3a TO3H JEeKapPCTBEH MPOAYKT € MpeAocTaBeHa Ha yeOcaiita Ha EBpomeiickara
areHIus mo JiekapcTeara http://www.ema.europa.eu
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INPHUJIO’KEHME 11

IMPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOK/IABAHE
HA ITAPTU N

YCJIOBHUSA NJIK OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIOBUS U UBUCKBAHUS HA
PASPAIIEHUETO 3A YIIOTPEBA

YCJIOBHUA NJIKX OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA
YIHOTPEBA HA JIEKAPCTBEHUSA TIPOAYKT
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A. MMPOU3BOIUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTUIN

Hme u agpec Ha TPOM3BOIUTEIISL, OTTOBOPEH 3a OCBOOOKIaBaHE HA MMAPTUJIUTE

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus

b. YCJIOBUsA NJIN OTPAHUUYEHUSA 3A JOCTABKA U YIIOTPEBA

JlexapCcTBEHUSAT MPOIYKT CE OTITYCKA TI0 JIEKAPCKO TPENCaHue.

B. APYI'U YCJOBUA U U3UCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
o IlepuoanyHU aKTyaTU3MPAHH AOKJIAIM 32 0€30IACHOCT

WznckBanusiTa 3a MojiaBaHe Ha MEPHOJINYHU aKTYATU3UPAHH JIOKIIAIU 32 0€30MaCHOCT 33 TO3U
JIEKapCTBEH TPOIYKT ca IOCOYEHH B CIHMCHKA ¢ pedepenTauTe nath Ha EBponeiickus cpro3 (EURD
crucwK), mpeasuaed B wi. 1078, an. 7 ot J{upexktusa 2001/83/EO, 1 BB BCHUKH CJIeIBAIIIN
aKTyaHu3aluy, MyOJMKyBaHU Ha eBPOIICHCKUS yeOnopTai 3a JieKapcTBara.

I'. YCJI0BUsA NJIN OT'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUA ITPOAYKT

. ILnau 3a ynpasJjieHue Ha pucka (ITYP)

IIPY tps6Ba g2 M3BHPIIBA H3UCKBAHUTE ICHHOCTH M NEUCTBHSI, CBBP3aHH C ITPOCIICAIBaHE Ha
JeKapcTBeHaTa 0e301acHOCT, mocoueHu B ogo0penus [IYP, npencrasen B Momyn 1.8.2 Ha pa3pemieHHeTo
3a ynorpeba, KaKTo ¥ TP BCUYKH CIIEIBAIM ChIIIaCyBaHM akTyann3anud Ha [TYP.

Axryanmmsupan [TYP tps6Ba nga ce mogasa:

e 110 MUcKaHe Ha EBpomeiickaTa areH1uys 1o jJeKapcTBara;

e BUHArW, KOTaTO Cce M3MEHS CHCTeMaTa 3a yIpaBJeHHe Ha pUCKa, 0COOCHO B pe3yNTaT Ha
noJTydaBaHe Ha HOBa WH(OpPMAITHs, KOSITO MOXKeE J1a IOBEE O 3HAYMMHU ITPOMEHU B
CHOTHOIIIEHUETO T0JI3a/PHUCK, WK CJIe JOCTUTaHEe Ha BayKEH eTarl (BbB BpBh3Ka C MPOCIeIsIBaHe
Ha JIeKapCTBeHATa 0€30MaCHOCT WiIM CBEXIAHE Ha PUCKA 0 MUHUMYM).
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INPUJIOKEHHE I11

JAHHU BbPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

TEKCT BbPXY KAPTOHEHATA OITIAKOBKA

1. HME HA JIEKAPCTBEHUSA ITPOAYKT

Levitra 5 mg ¢punmupanu TabiaeTKn
Bapnenadwmn (Vardenafil)

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika TabneTka chabppxka S mg BapaeHaduiI (KaTo XUAPOXIIOPHT)

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

2 ¢unMupaHu TabIETKH
4 punmupaHu TaOIETKH
8 ¢puimMupanu TabueTKu
12 punmupanu TabneTku
20 ¢pumMupaHu TabIETKH

‘ 5. HAYNH HA TTPUJIATAHE M ITbT(MIIIA) HA BbBEX/IAHE

IlepopanHo npuiioxeHue
[Ipenu ynoTtpeba npoyeTeTe TUCTOBKATA.

6. CIIEIJMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT TPOAYKT TPSABBA JIA
CE CBbXPAHSABA HA MSICTO JAJIEY OT IIOTJVIEJA U TOCEI'A HA TEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYIIPEXIEHWS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:
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9. CIIEIJMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIWWAJIHU MPEAITA3HU MEPKHU ITPU U3XBBHPJISTHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/03/248/001 2 tabneTrku
EU/1/03/248/002 4 TtabneTkn
EU/1/03/248/003 8 TabneTkn
EU/1/03/248/004 12 TabneTkn
EU/1/03/248/021 20 TabneTkn

13. TMAPTHUJEH HOMEP

Lot

‘ 14, HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Levitra 5 mg

‘ 17.  YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JBynamepeH 0apKoj ¢ BKIIOYEH YHUKAJICH UICHTH()HUKATOD

‘ 18. YHUMKAJIEH HWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

| 1. HME HA JIEKAPCTBEHUSA NPOAYKT

Levitra 5 mg ¢punmupanu TabneTku
Bapnenadun (Vardenafil)

| 2. NME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

| 4. HAPTUJAEH HOMEP

Lot

|5.  JIPYIO
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JAHHHU, KOUTO TPABBA JA CbABbPKA BTOPUYHATA OITIAKOBKA

TEKCT BbPXY KAPTOHEHATA OITIAKOBKA

1. HUME HA JIEKAPCTBEHUS TPOAYKT

Levitra 10 mg ¢punMupanu TabIeTKu
Bapnenadwr (Vardenafil)

2. OBSABABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Besika tabnetka cpabpxka 10 mg Bapaeradmr (KaTo XHAPOXIOPHU)

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

2 ¢unMupaHn TabIeTKH
4 punmupaHu TaOIETKH
8 ¢puimMupanu TabneTKu
12 punmupanu TabneTku
20 ¢puMupaHu TabIETKH

‘ 5. HAYNH HA TTPUJIATAHE N ITbT(MIIIA) HA BbBEX/IAHE

IlepopanHo npuiioxeHue.
[Ipenu ynoTpeba mpoderere IUCTOBKATA.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT TPOAYKT TPSABBA JIA
CE CBbXPAHSABA HA MSICTO JAJIEY OT IIOTJVIEJA U TOCEI'A HA TEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INTPEAYIIPEXIEHWS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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9. CIIEIJMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIWUWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/03/248/005 2 TabieTrku
EU/1/03/248/006 4 TabneTkn
EU/1/03/248/007 8 TabneTkn
EU/1/03/248/008 12 Tabnerku
EU/1/03/248/022 20 TabieTku

13. TMAPTHUJEH HOMEP

Lot

‘ 14, HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Levitra 10 mg

‘ 17.  YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JBynamepeH 0apKoj ¢ BKIIOYEH YHUKAJICH UICHTH()HUKATOD

‘ 18. YHUMKAJIEH HWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

| 1 NME HA JIEKAPCTBEHUSA IPOAYKT

Levitra 10 mg ¢punmupanu TabneTKH
Bapnenadun (Vardenafil)

| 2. NME HA ITPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

| 4. HHAPTUJIEH HOMEP

Lot

|5.  JAPYIO
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

TEKCT BbPXY KAPTOHEHATA OITIAKOBKA

1. HUME HA JIEKAPCTBEHUS TPOAYKT

Levitra 20 mg ¢punMupanu TabIeTKH
Bapnenadwr (Vardenafil)

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika TabneTka cpabpxka 20 Mg BapaeHam (KaTo XUAPOXIOPH)

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

2 ¢unMupaHu TabIETKH
4 punmupaHu TaOIETKH
8 ¢puimMupanu TabneTKu
12 punmupanu TabneTku
20 ¢pumMupaHu TabIETKH

‘ 5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

IlepopanHo npuiioxeHue
[Ipenu ynoTtpeba mpoderere INCTOBKATA.

6. CIIEIJMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT TPOAYKT TPSABBA JIA
CE CBbXPAHSABA HA MSICTO JAJIEY OT IIOTJVIEJA U TOCEI'A HA TEITA

I[a CC CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYIIPEXIEHWS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

T'onen no:

46



9. CIIEIJMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIWUWAJIHU MPEANTA3HU MEPKU ITPU U3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IIPUTEXXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/03/248/009 2 Tabierku
EU/1/03/248/010 4 TtabneTkn
EU/1/03/248/011 8 TabneTkn
EU/1/03/248/012 12 TabneTkn
EU/1/03/248/023 20 TabneTkn

13. TMAPTUJAEH HOMEP

Lot

‘ 14, HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Levitra 20 mg

‘ 17.  YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoj ¢ BKIIOYEH YHUKAJICH UICHTH()HUKATOD

‘ 18. YHUMKAJIEH HWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

| 1 NME HA JIEKAPCTBEHUSA IPOAYKT

Levitra 20 mg ¢punmupanu TabIeTKH
Bapnenadun (Vardenafil)

| 2. NME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

| 4. HHAPTUJIEH HOMEP

Lot

5. JPYIO

48



JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

TEKCT BbPXY KAPTOHEHATA OITIAKOBKA

1. HUME HA JIEKAPCTBEHUS TPOAYKT

Levitra 10 mg TabaeTkn, IUCIIEPTHUPAIIM CE B yCTaTa
Bapnenadmn

2. OBABABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bcsika Tabnetka cpabpxka 10 mg BapaeHadmr (KaTo XHAPOXIOPH)

3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

Coawprka acmaptam (E951) u copburon (E420).
3a mompJIHUTETHA HHGOPMAIIHS TPOYETETE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

1 x 1 TabneTka, TUCIIEpTHpaIia ce B ycrara
2 X 1 TabneTKu, IUCTIePTHPAITH Ce B ycTaTa
4 X 1tabneTku, TUCTIEPTUPAIIIN CE B yCTaTa
8 X 1 TabneTku, AUCTIEPTHPAITH Ce B ycTaTa

5. HAYMH HA ITPUJIAI'AHE U ITbT(MIIIA) HA BBBEKJIAHE

[Ipenu ynoTtpeba npoyeTere IUCTOBKATA.
Ilepopanno npunoxenue. PazrBaps ce B ycTara.

6. CIIEIJMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT TPOAYKT TPSABBA JIA
CE CBbXPAHSABA HA MSICTO JAJIEY OT IIOTJVIEJA U IOCET'A HA TIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYIIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:
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‘ 9. CIIEJMAJIHM YCJIOBUS HA CbXPAHEHUE

I[a CC€ CbXpaHsABa B OpUTI'MHaJIHATAa OITaKOBKaA, 3a Aa CC MpPEAIa3su OT CBETJIIMHA U BJIara.

10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IIPUTEXXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Bayer AG
51368 Leverkusen
T'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/03/248/013 1 Ttabnerka
EU/1/03/248/014 2 tabneTku
EU/1/03/248/015 4 tabneTku
EU/1/03/248/016 8 TabneTku

13. TMAPTHUJEH HOMEP

ITaptuna:

‘ 14, HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Levitra 10 mg

‘ 17.  YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoj ¢ BKIIOYEH YHUKAJICH UICHTH()HUKATOD
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18. YHUMKAJIEH HWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

| 1 NME HA JIEKAPCTBEHUSA IPOAYKT

Levitra 10 mg TabneTku, TUCIIeprupaliy ce B ycrara
Bapnenadun

| 2. NME HA ITPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Bayer (Logo)

| 3. JATA HA T3TUYAHE HA CPOKA HA TOJHOCT

EXP

| 4. HHAPTUJIEH HOMEP

Lot

5. JPYIO
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b. JUCTOBKA
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JIncroBka: undopmanus 3a noTpeduTesst

Levitra 5 mg ¢puamupanu TadaeTku
Bapnenadwn (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, PeAH /1a 3aNl0YHeTe 12 MpHeMaTe TOBA JIEKapCTBO, Thil

KaTo TH chAbP:Ka BaxHa 3a Bac undopmanus.

- 3amazerte Ta3u JIMCTOBKA. MOXKe J]a ce HAIOXKH A sl POYETETEe OTHOBO.

- Axo mMare HSIKaKBH JONBIHUTEIHHA BBIIPOCH, ToNHUTalTe Bamms nexap wimm dhapmanenT.

- Toga jekapcTBO € npeanucaHo JU4HO Ha Bac. He ro npeorcrenBaiite Ha Ipyru xopa. To Moxe 1a uMm
HaBpeaW, He3aBUCUMO OT TOBa, IPU3HAILIMTE HA TAXHOTO 3a00JIsBaHE ca CHIINUTE KakTo Bammre.

- AKo moiyunTe HIKaKBH HEXEJIaH! JIEKApCTBEHH PEeakilny, yBeaomeTe Bamus nekap i dapmanenT.
ToBa BKJIFOUBA M BCUUKH BF3MOYKHH HEKEJIAaHU PeaKkIliy, HEOTMCAH! B Ta3M JIMCTOBKA. BikTe Touka
4.

KakBo cbabpka Ta3u JUCTOBKA

KakBo npesictasisiBa Levitra u 3a kakBo ce W3M0JI3Ba

Kakso Tps0Ba na 3Haete, npenu na nprueMere Levitra

Kak ma mpuemare Levitra

BB3MOKHU HEXETaH! peakiuu

Kak nma cexpansBate Levitra

ChbabpkaHHe Ha OMIAKOBKATA U JIOBIHATEITHA HHPOPMAITUS

ok wdE

1. KakBo npencrasisiBa Levitra u 3a kakBo ce n3moJi3Ba

Levitra ceappika BapaeHa(HI, KOWTO MPUHAUICKH KbM TPyIIa JIEKapCTBa, HapeueHu dpocdoanecTepasa
THI 5 nHXHONUTOpHU. Te ce N3Mon3Bar 3a JIe4eHHe Ha epeKTIIHA TUCHYHKINS IPH Bb3PACTHU MBKE —
CBCTOSTHHE, KOETO CE XapaKTepU3Hpa ChC 3aTPyAHEHNUS MIPH ITOTyIaBaHEe MIIH MOIbp)KaHEe Ha SPEKIIHS.
ITone exnH OT HeceT MBKe U3MUTBA TOHIKOTA TPYAHOCT Ja MOIYYH WU MOJIbpka epexkuus. [IpuananTe
3a TOBa MOTaT Ja ObJaT PU3NIECKH WK TICUXOJIOTUIECKH, HITH ChbBKYITHOCT OT ABeTe. KakBaro u 1a e
NpUYMHATA, BCIEICTBUE HA IPOMEHHUTE B MYCKYJIUTE M KPbBOHOCHHUTE CHI0BE HAMA JOCTATHYHO KPHB B
MIeHNCA 32 TOJy4aBaHe M MOIbp)KaHe Ha ePeKIIHs.

Levitra mie neiicTBa caMo, KOraTo cTe CEKCyallHO CTUMYJIHpaHu. JlekapcTBOTO HamalsBa AEWCTBUETO Ha
€CTECTBEHO BEILIECTBO BbB Baus oprannssM, KoeTo oTciadBa epekuusita. Levitra mo3BossBa epekuusara
Jla IPOABIDKY IOCTAThYHO JIBJITO, 3a J]a U3BBPIINTE YAOBIECTBOPUTEICH CEKCYaJIEH aKT.

2. Kakso TpsioBa na 3naete, npeau aa npuemere Levitra

He npuemaiire Levitra

- AKo cTe anepru4Hy KbM BapJeHAQHI I KbM HAKOS OT OCTaHAIUTE ChCTaBKU HAa TOBA JIEKAPCTBO
(u36poenwu B Touka 6). [Ipu3HaIMTe Ha alepruyHaTa Peakiys BKIIOYBAT 0OPHB, ChpOEXK, MOTyBaHEe HA
JIMIETO WM YCTHUTE U 3aTPyTHEHUS B TUIIAHETO.

- AKo B3emare JIeKapcTBa, ChbPIKallll HUTPATH, TAKWBA KAaTO TIIMIEPOJ TPUHUTPAT 3a TPhIHA Kada
(cTeHOKap/AWs) WK JIEKapCTBa, KOUTO OCBOOOKAABAT a30TEH OKCHJ, KaTo aMHJI HUTPUT. KaTo
B3eMaTe Te3u JiekapcTsa ¢ Levitra, Bamieto kpbBHO HansiraHe MOYKE 3HAUUTEITHO Ja CE TIOBIIHSC.
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AKo B3eMaTe pUTOHABHD WM UHIWHABHD, JIEKapCTBA U3IOJI3BAHHM 32 JIeUeHUe Ha HH(EKIINH ¢ BUpyca
Ha yoBermkus umynogepunut (HIV).

AKko cTe HaJ| 75 TOMHY U B3eMaTe KETOKOHA30JI WM UTPAKOHA30J1, MPOTHBOT'LONYHH JIEKAPCTBA.
AKO UMaTe TeXBK ChPACUCH HUIH YepHOIPOOCH TIPoOIeM.

AKO CcTe Ha Ananmn3a.

AKO CKOPO CTe HMaJIi MO3b4EH KPhBOHM3IIUB WM ChpJICUHA aTaKa.

AXO UMaTe WM CTe MMaJH HUCKO KPhBHO HAISITAHE.

AXO0 UMaTe B CEMEHCTBOTO JIAHHHM 32 JIETCHEPATUBHHE OYHH 3a00IsIBaHUS (KaTO PETHHHUTHUC
MTUTMEHTO03a).

AXO HSIKOTa CTE€ UMAJIH ChCTOSIHHE, CBBP3aHO ChC 3ary0a Ha 3pEHHETO MopaJiy YBpexkIaHe Ha
OIITUYHUSI HEPB OT HEJIOCTATHYCH IPUTOK Ha KPBB, U3BECTHO KATO HE-apTEPUUTHA UCXEMHYHA
ontuyHa HeBponatus (HAMOH).

Axo npueMate puonuryat. ToBa JIekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha 0elloIpoOHa apTepraiHa
XMIIEPTOHMSA (T.€. BUCOKO KPBBHO HaJISATaHe B OeauTe ApoOOBE) U XPOHHNYHA TPOOMOEMOOIMYHA
OenonpoOHa XUIIepTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B OenuTe qpo0oBe B Pe3yaTaT Ha KPhBHU
cecupenn). Jlokasano e, ue PDE 5 naxuburopure, karo Levitra, 3acunsar eexra Ha TOHIKABaHE Ha
KPBHBHOTO HAJISITaHE HAa TOBA JICKAPCTBO. AKO B3eMAaTe PUOIUTYAT VITH HE CTE CHTYPHH,
nHpopMmupaiite Bamms mekap.

IIpenynpe:xaeHusi 1 npeanasHu MepKH
T'oBopete ¢ Bamms stekap, mpeau ga mpuemere Levitra

O0bpHeTe cneuajiH0 BHUMaHue Npu ynoTpeda Ha Levitra

Axo nmate cbpAeyHO 3a00sBaHe. MoXKe 1a € pUCKOBAHO 3a Bac, aKO IPAaBUTE CEKC.

AKO cTpajare oT HapyIICHHUS B ChPACYHHS PUTHM (ChpJCYHA aPUTMHS) WK BPOJCHHU ChPICYHU
3a00JIsIBaHUs, KOUTO MOBIMABAT Bammara enexTpokapauorpama.

Axo nmate (pU3NIECKO ChCTOSIHHUE, KOETO € 3acerHaio opmara Ha IeHuca. ToBa BKIIOUBA ChCTOSHUS
HapedeHH aHTyjanus, 6ojiect Ha [leiiponn u kaBepHO3HA HUOpO3a.

AKO mMare 3a00JsIBaHe, KOETO MPUYMHABA €PeKIH, KOSTO HE MOXKe J1a OT3By4H (Ipuanu3bpM). Topa
BKJIIOYBA CHPHOBUAHO-KJIETHYHA AaHEMUS], MYJITHUIUIEH MUEJIOM U JIEBKEMHUSI.

AKXO0 “MaTe CTOMAILHHU S3BH (T. Hap. CTOMAIIHY WIX IENTHYHY A3BH).

AKO MMaTe HapyIIeHHsI B KPbBOCHCHPBAHETO (KaTo XxeModuims).

AKXO M310J13BaTe JPYTH JICKApCTBa 3a JICYSHNE Ha TPYIHOCTH IPU epEeKIHsL, BKIIOUNTEIHO Levitra
Ta0JIeTKH, AUCTIEPTUPAIH ce B ycTaTa (BK. Touka “J[pyru nekapcra u Levitra”).

Axo MMaTe BHE3aITHO BIIOIIABaHE MK 3aryba Ha 3peHue, crpere aa B3emare Levitra u ce cebpikete
BenHara ¢ Bamms nekap.

Jlena v roHOIIM
Levitra He ¢ npeaHa3Ha4yeHa 3a ynorpeba oT Jelia Wik FOHOIIH 1o | 8-roauiiHa Bb3pact.

JApyru nexapcrBa u Levitra

Nudopmupaiite Bammst nexap niu papmanesT, ako U3MOI3BaTe, HACKOPO CTE U3IOI3BAIN WA €
BBH3MOYKHO /12 U3M0JI3BATE APYIH JIEKAPCTBA, BKJIIOUUTEIHO JIEKapcTBa 0e3 perenTa.

Hsikou nexapcTa Morar Aa NpUYHUHAT [IPOOJIEMH, CIICLUATIHO CISAHUTE:

HutpaTn, mekapctBa 3a cTeHOKapaus (TphAaHa jkaba), MIIH JIeKapcTBa, KOUTO OCBOOOXKIaBaT a30TeH
OKHC KaTo amui1 HUTpuT. KaTo B3emare Te3u jekapcTsa ¢ Levitra, Mojxe ceprno3Ho 1a ce 3acerte
Bamiero kppBHO Hajsrade. KoHcyatupaiite ce ¢ Bamms nekap npemu ma B3emere Levitra.

JlexapcTBa 3a jedeHre Ha apUTMUS, KaTO XUHUAMH, TPOKanHAMH/I, aMHOJapOH UM COTAJIOI.
PurtonaBup unu uHauHaBUp, Jekapctsa 3a HIV. Koncyntupaiite ce ¢ Bamus nekap npenu 1a B3eMere
Levitra.

KerokoHna3zon mimm uTpakoHa30d1, IEKapCTBa CPEILy I'bONUIKH.

EputpoMutine uitu KITapUTPOMHUIIMH, MAKPOIHIHU aHTHOMOTHUITH.
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- Anda-6iokepu, B JIEKapCTBa, U3IIOJI3BAHM 32 JICUCHHE Ha BUCOKO KPBBHO HaJISITaHE M YTOJIEMsBaHE
Ha rpocTaraTa (KaTo 100poKadecTBEHA POCTATHA XUIIEPILIA3HS).
- Puonwuryar.

He m3nomn3paiite Levitra puamupann Ta0IeTKA B KOMOWHAITNS ¢ HUKAKBU APYTH CPEACTBA 32 JICUCHHUE Ha
epeKTWIIHA TUCPYHKIHS, BKIIOUNTEHO Levitra aucneprupaiiy ce B ycrata TabJIeTKH.

Levitra ¢ xpana, HAMUTKH U AJTKOXOJ

- Bwue moxe ma B3emare Levitra ¢ mim 6e3 xpaHa — 3a TIpeATOYUTaHeE € Aa He ObIe cliex 0OUITHO
XpaHeHe WX TIPUeM Ha XpaHa, 0oraTta Ha Ma3HHHHM, ThH KaTo TOBa MOXe JTa 3a0aBHu edekTa Ha
JIEKapCTBOTO.

- He nmmiite cok ot rpeiindpyt, korato npuemate Levitra. Toit Moxke 1a oBiHse Ha oOHUUaiiHus eeKT
HAa JIEKapCTBOTO.

- ANKOXOJHHTE HAITUTKH MOTAT JIOMBIIHUTEITHO JIa 3aTPYAHSAT IMOJy4aBAHETO HA EPEKIIHS.

bpemMeHHOCT U KbpMeHe
Levitra e e npeHa3HaveH 3a yrnoTpeda OT KEHH.

lodupane u padoTa ¢ MAIIMHH
Levitra Mosxe 1a MPUYMHKA CBETOBBPTEXK MPU HAKOHM XOpa U J1a 3aCETHE TSXHOTO 3peHue. AKO HMaTe
CBETOBBPTEK MU IIPOMEHN B 3PEHUETO CiIe MpreM Ha Levitra, He mogupaiite u He paboTeTe ¢ MAIIUHH.

3. Kak na npuemare Levitra

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kazanm Bammst nexap. AKo HE CTe CHTYpHH B
Hello, monuTtaiite Bamms nexap win papmarest. [Ipenoprunrennara qozara e 10 mg.

IMpuemete Tabmetka Levitra 25 mo 60 munHyTH Ipean mooB akT. ChC CEKCYaTHO CTUMYJIUpAHe MOXE J1a
HOJIyYUTE ePEKIHs OT 25 MUHYTH JI0 OT YETUPH JI0 IIeT yaca ciiej npuema Ha Levitra.

- I'merHere enHa Tabnerka Levitra ¢ yama Boja

He npuemaiite Levitra ¢puimupann TabJieTKH 3ae1HO ¢ HIKakBa npyra ¢opma Ha Levitra.

He npuemaiite Levitra moBede OT €MH BT JHEBHO.

VYBenomere Bamust nekap, ako cunuTare AeicTBreTo Ha Levitra 3a npekaieHo cuitHo wiu ciabo. Toit mim
TS MOXKe 1a Bu npenioxu na npeMuHeTe Ha alTepHAaTHBHA JieKapcTBeHa ¢opma Ha Levitra ¢ paznuuHa
11032, B 3aBUCUMOCT OT TOBa KakbB € eexra npu Bac.

AKo cTe mpueJId NoBeye 0T HeodXxoauMaTa q03a Levitra

MwmixeTe, KOUTO ca MpUeH MHOTo roBede Levitra, Morar ja mosy4ar noBeue He)KeJaHH Peakluy WK J1a
uMaT cuiiHa 6oJika B rbpba. Ako cre mpuenu nmoeve Levitra ot npeanucanata 103a, yBegomeTe Barmust
Jexap.

AKO UMaTe HIKAaKBU JOIBIHUTENIHN BRIPOCH, CBBP3aHHU C yIOTpedaTa Ha TOBA JICKApCTBO, IONHUTATE

Bammus nexap unu papmarnesr.

4, Bb3MOKHHN HekeTaHU peaKkuuu
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KaxTo Bcuuku ekapcTBa TOBa JIEKAPCTBO MOJKE Ja MPEeIN3BUKa HEXKENaH! PEAaKINH, BHIIPEKH Ye He
BCEKH T'Hl IosTydaBa. [loBeueTo oT TIX ca JIeKH WM yMEpPEeHO U3pa3eHH.

Hsikou marnueHTH MMat 4acTHYHO, BHE3aITHO, BPEMEHHO WJIM TIOCTOSTHHO BIIOIIIABAHE WU 3ary0a Ha
3pPEHHUETO Ha eTHOTO Wik ABeTe oun. Crpere nmpuemMa Ha Levitra n He3abaBHO ce CBBpkeTe ¢ Bamms
neKap.

CrpobmraBa ce 3a BHE3aITHO HaMaJIsiBaHe WIIH 3ary0a Ha ciryxa.

BepOHTHOCTTa OT HAJIMYKC HAa HEXXEJIaHa peaKIMs € ONMCaHa 4pe3 CICIHUTEC KAaTCTrOPHUHU:

MHoro 4ecTH:
MoTar Jia 3acerHat nosede ot 1 Ha 10 motpeduTenn

T'maBoOoime

Yecru:
morart na 3acerHar g0 1 ga 10 morpedurenu

CBETOBBPTEXK

3adepBsBaHe

3amymBaHe Ha HOCA WK XpeMa
CtoManrHo pa3cTpoiCTBO

Heuectn:
morart na 3acerHar g0 1 za 100 moTpeOuTemn

OTOK Ha KO)KaTa 1 JIMTaBULUTE, BKIFOUYUTEIHO OTOK Ha JIUIETO, YCTHUTE UM I'bPIIOTO

Hapyienust Ha cpHA

WztppnBaHe U HapylleHa CETUBHOCT 32 JOIHP

CpHIHEBOCT

[Ipomenu B 3peHHETO, 3aU€pBIBAHE HA OYUTE, IPOMSIHA B IIBETHOTO BHXAAHE, OOJIKH U TUCKOM(DOPT B
OYHTE, YyBCTBUTEIHOCT KbM CBETJIMHA

3BBHTEHE B YILIUTE, CBETOBBPTEK

YckopeH my’c, chprebneHe

3amyx

3amytieH Hoc

Kucenunwm, ractpur, kopeMHa 0601Ka, Tuapys, TOBPBIIAHE; 000 HEPa3IMoIoKeHUeE (2adeHe), CyXoTa
B ycTaTa

[loBuiienn HUBa Ha YEPHOAPOOHUTE €H3UMH B KPBBTA

OO6pwuB, 3auepBsiBaHE HAa KOXaTa

Bosku B repba 1 MycKyJIHTe, MOBUILIABAHE B KPBBTA HA MYCKYJICH €H3UM (KpeamuHn@ocghokunasa),
CKOBAHOCT Ha MYCKYJIUTE

Y abKkeHa epeKuus

DU3HYECKO HEPA3ITOIOKEHUE

Penku:
morar jaa 3acerrar g0 1 Ha 1 000 moTpeburenn

Bb3nanenue Ha 04nTe (KOHIOHKMUBUM)

AnepruyHa peakuus

BbesnokolicTBo

[Ipunaabk

AmHe3us

I'spu

[loBuiieHo BTPEOYHO HAJSIraHe (21ayKoMa), 3aCUIICHO ChI3CHE

Edextu BBpxy chprieTo (KaTo chpledeH nHPAPKT, TPOMSIHA B pUThMa Ha CHPIETO WIIA CTEHOKAPIHS)
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- Bucoko unm HECKO KPHBHO HAJIATaHE

- KwbpBene ot HOca

- Edexr BppxXy pe3yATaTuTe OT KPbBHH TECTOBE 32 MPOCIIEIBaHE Ha YePHOAPOOHATA (DYHKITHS
- YyBCTBUTETHOCT Ha KOXKaTa KbM CITbHUYEBA CBETINHA

- bonesHeHna peakius

- bonku B repaute

MHoro pefKu WJH ¢ HEM3BECTHA YeCcTOTA:

MoTar 1a 3acerHaT mo-Manko ot 1 Ha 10 000 moTpeduTem Wiu OT HATMYHATE JaHHU HE MOXe Ja OBle
HampaBeHa OIeHKa

- KpsB B ypunara (xemamypus)

- KpbBOU3NHB B NIeHHCA (XeMopazcust 6 HeHuca)

- Hanuuue Ha KpBB B CEMEHHATA TEYHOCT (XeMocnepmus)

Cpo0maBaHe Ha He)KeJIaAHH Peakuuu

AKO TIONTyuHTe HAKAKBU HEXKETaHU JICKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnm apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOMFICAHU B Ta3M JIMCTOBKA HEXEJNaH! peakinu. MoxeTe ChINo /1a
CHOOIIUTE HEXKEJIAHHU PEaKIINU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo chobmiaBaTe He)XENaHN peaKIMK, MOXKETE J1a aJIeTe CBOSI MPUHOC 3a MOTydaBaHe
Ha roBeue nHPOpMaIrs OTHOCHO 0€30IaCHOCTTA Ha TOBA JIEKApCTBO.

5. Kak n1a cexpansiBate Levitra
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIETIa.

He u3non3BaiiTe ToBa JIEKapcTBO clie]l CpOKa HA TOJTHOCT, OTOEINA3aH BhPXY KAPTOHEHATA OMAKOBKa CIIe]T
“T'omen 10”. CpoKBT Ha TOAHOCT OTTOBAPS Ha TIOCTICAHUS JICH OT TIOCOYCHHS MECET.

He uzxBbpsiiTe nekapcTBaTa B KaHAJIU3AIMATA WIIM B KOHTEWHEpa 3a JOMaITHU oTHaabiu. [lonuraiite
Bammst ¢papmarieBT Kak 1a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3Moi3Bare. Te3n Mepku 1me
CIIOMOTHAT 32 OTIa3BaHE Ha OKOJHATa Cpefa.

6. Cbabp:kaHue HA ONIAKOBKATA U JONMBJIHUTETHA HH(pOPMAIUS

Kakso cpabp:ka Levitra

- AKTHBHOTO BeIIecTBO ¢ BapaeHadwI. Beska TabieTka cpabpika S Mg BapaeHadmr (KaTo
XUAPOXIIOPHI).

- Hpyrure cbcTaBku ca:
Slapo Ha TabneTkaTa: KPOCHOBHIOH, MarHe3WeB CTeapaT, MUKPOKPHCTAIHA [IETyI03a, CHIINIIEB
JTUOKCHI, KOJIONIEH O€3BO/IEH.
®dunmoo mokpuTHue: Makporon 400, xunpomenosa, TutaHoB Auokcua (E171), sxene3eH OKCHIT, )KBIIT
(E172), xene3en okcun, uepseH (E172).

Kak usriiexnaa Levitra u KakBo cbIbp:ka ONaKoBKaTa

Levitra 5 mg ¢punmupanu TabIeTKH ca OpaH;KEBHU Ha IBST, O3HAUEHH ¢ KpbcTa Ha BAYER ot eqHara
ctpaHa u “5” ot gpyrara ctpaHa. TabneTkure ce npeiarat B OJIMCTEPHU OMAKOBKH, ChabpiKaliu 2, 4, 8,
12 nm 20 Tabnetkn. He BcHuku BUIOBE OMTAKOBKH MOTAT /1a OBbJAT ITyCHATH B MPOaak0a.
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IpuTexkaTes Ha pa3penieHHETO 32 yNOTPeda U MPON3BOAUTEI:

IIpuTexaTen Ha pa3pelIeHHETo 3a yroTpeda
Bayer AG

51368 Leverkusen

T'epmanus

TIpousBoauTen

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus

59



3a mombIHHUTENHA WH(GOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHUS TPEICTaBUTEN

Ha MPHUTEXKATEIS Ha pa3pelIeHreTo 3a yrnorpeba:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/]
Ten.: +35902 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30 210 61 87 500
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

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

Bayer d.o.o.

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

Bayer Limited

Tel: +353 1 2999313
Island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

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

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

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

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

Bayer B.V.

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

Bayer AS

TIf: +47-23 13 05 00
Osterreich

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

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Roménia

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.0.

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

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

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

Bayer plc

Tel: +44 (0) 118 206 3000

JlaTa Ha mocJeaHo nmpepasriexaane Ha guctoBkata {mecen I'TTT}.
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JApyru u3rounuum Ha uHdopmaums
IToapoOHa uH(OpMaIKs 3a TO3H JICKaPCTBEH MPOAYKT € IpeJocTaBeHa Ha yeOcaliTa Ha EBporneiickara
areHIws 1o Jiekapcraara http://www.ema.europa.eu
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JIncroBka: undopmanus 3a noTpeduTesst

Levitra 10 mg puamupanu TaéaeTKH
Bapnenadwr (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, MPEAN /1a 3aNl0YHeETe A2 MpHeMaTe TOBA JIEKapCTBO, Thil

KaTo T chAbP:Ka BaxHa 3a Bac undopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXe Jla /1a ce HAJOXKH J1a 5 IPOYETETe OTHOBO.

- AKo mMare HSKaKBH JONMBIHUTEIHH BBIIPOCH, MONUTalTe Bamms nexap nim hapmaresr.

- Toga jekapcTBO € npeanucaHo JU4YHO Ha Bac. He ro npeorcrbenBaiite Ha n1pyru xopa. To Moxe 1a uMm
HaBpear, He3aBUCUMO e TIPU3HAINTE Ha TAXHOTO 3a00JIsBaHe ca ChIINTE KakTo Bammre.

- AKo momyunTe HIKaKBH HEXEJIaH! JIEKapCTBEHH PEeakilny, yBeaomeTe Bamms nekap win dhapmarenT.

ToBa BKJII0YBa ¥ BCHYKH BH3MOXKHU HEXKEITaHN p€aKkun, HEOIMMMCAaH! B Ta3U JIMCTOBKA. Bwxre Touka
4.

KakBo cbabpika Ta3u JUCTOBKA

KaxBo mpencrapisiBa Levitra u 3a KakBo ce H3I0JI3Ba

KaxBo Tpsi6Ba na 3Haere, mpean na nmpuemere Levitra

Kax na npuemare Levitra

BB3MOXHI HeXellaH! peakinu

Kaxk na cexpansBare Levitra

CpappxaHue Ha OMAKOBKATa M TOMBIHUTETHA HH()OPMAIIKS

AN

1. Kakso npencrasiasiBa Levitra u 3a kakBo ce u3moJi3Ba

Levitra ceappika BapaeHa(uiI, KOWTO MPUHAIICKH KbM TPYyIIa JIEKapCTBa, HapeueHn Gpocdoanectepasa
THI 5 tHXHONUTOpHU. Te ce N3Mmon3Bar 3a JIe4eHne Ha epeKTIIHA TUCHYHKINS IPH Bb3PACTHU MBKE —
CBCTOSTHHE, KOETO CE XapaKTepU3HMpa ChC 3aTPYyAHCHNUS MIPH TTOJyIaBaHe MIIH MOIbp)KaHe Ha SPEKIIHS.
ITone exnH OT HeceT MBKe U3MUTBA TOHIKOTA TPYAHOCT Ja MOIYYH WIH MOAbpxKa epekmus. [IpuananTe
3a TOBa MOTaT Ja ObJaT PU3NIECKH WK TICUXOJIOTHIECKH, HITH ChbBKYITHOCT OT ABeTe. KakBaro u 1a e
NPUYMHATA, BCIEICTBUE HA TPOMEHHUTE B MYCKYJIUTE 1 KPbBOHOCHHUTE CH/I0BE HSMa JOCTATHYHO KPHB B
MIEHNCA 32 TOJy4aBaHe M MOIbp)KaHe Ha ePeKIIHS.

Levitra mie neiicTBa caMmo, KOTaTo cT€ CEKCyalTHO CTUMYJIHpaHu. JlekapcTBOTO HamansiBa AeHCTBUETO Ha
€CTECTBEHO BELIECTBO BbB Baius oprannsbeM, KoeTo oTcinadsa epekuusiTa. Levitra mo3BossiBa epeKiusra
J1a IPOABIIKU IOCTAThYHO JIBJITO, 33 Ja U3BbPLINTE YAOBIECTBOPUTEIIECH CEKCYyalleH aKT.

2. Kakso TpsiOoBa na 3naete, npeau aa npuemere Levitra

He npuemaiite Levitra

- AKo cTe anepru4Hy KbM BapJeHaQHI I KbM HAKOS OT OCTaHAIUTE ChCTaBKU HAa TOBA JICKAPCTBO
(u36poenwu B Touka 6). [Ipu3HaIMTe Ha alepruyHaTa Peakiys BKII0YBAT 0OPHB, ChpOEXK, MOayBaHe HA
JIMIETO WM YCTHHUTE U 3aTPyTHEHUS B TUIIAHETO.

- AKo B3emare JIeKapcTBa, ChbPIKaIlll HUTPATH, TAKWBA KAaTO TIIMIEPOJT TPUHUATPAT 32 TPhIHA Kada
(cTeHOKapAWs) WM JIEKapCTBa, KOUTO OCBOOOKIAABAT a30TEH OKCHJ, KaTo aMHJI HUTpUT. KaTto
B3eMare Te3M JekapcTBa ¢ Levitra, Bamero KppBHO HalsiraHe MOXe 3HAUUTEIHO /1A CE TIOBITHSIC.
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AKo B3eMaTe pUTOHABHD WIJIM UHIIUHABHD, JIEKAPCTBA U3TIOI3BAHH 32 JIeUeHHE Ha HHPEKIUN ¢ BHpyca
Ha yoBermkus umyHogepunut (HIV).

Axo cTe HaJ| 75 TOMHY 1 B3eMaTe KETOKOHA30JI WM UTPAKOHA30J1, TPOTHBOT'LOWYHH JIEKApPCTBA.
AKO UMaTe TeXBK ChPACUCH WIH YePHOIPOOEH TIPOOIeM.

AKo cTe Ha auanusa.

AKO CKOPO CTe HMaJIi MO3bY€H KPHBOHM3IIUB WM ChpJICYHA aTaKa.

AKO MMaTe WM CTe UMaJI HUCKO KPBBHO HAJIATaHE.

AKo0 UMaTe B CEeMEHCTBOTO JIAHHHM 32 JIETCHEPATUBHH OYHM 3a00JIsIBaHUS (KATO PETUHHTHUC
MTUTMEHTO034).

AKO HSIKOTa CTE€ UMAJIH ChCTOSIHHE, CBBP3aHO ChC 3ary0a Ha 3pEHHETO Mopajy YBpexkaaHe Ha
OIITUYHUSI HEPB OT HEJIOCTATHYCH MPUTOK Ha KPHB, U3BECTHO KaTO HE-apTEPUUTHA UCXEMHYHA
ontuyHa HeBponatus (HAMOH).

Axo npuemate puonuryat. ToBa JiekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha 0elloIpoOHa apTepuaiHa
XMIIEPTOHMUA (T.€. BUCOKO KPBBHO HaJsATaHe B OeauTe APoOOBE) M XPOHHYHA TPOOMOEMOOIMYHA
OenonpoOHa XUIIepTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B OenuTe qpo0oBe B Pe3yTaT Ha KPhBHU
cecupenn). Jlokasano e, ue PDE 5 naxuburopure, karo Levitra, 3acunsaT eyexra Ha TOHIKABaHE Ha
KPBHBHOTO HAJISITaHE HA TOBA JICKAPCTBO. AKO B3eMAaTe PUOIUTYAT VITH HE CTE CHTYPHH,
nHpopMupaiiTe Bamms mekap.

IIpenynpe:xaeHusi ¥ mpeanasHu MepKH
I'oBopete ¢ Bamms siekap, mpenu na mpuemete Levitra.

OO0bpHeTe cnenuaaIHo BHUMaHNe Npu ynoTpeda Ha Levitra

Axo nmate cbpAe4HO 3a00is1BaHe. MOXKe 1a € pPUCKOBAHO 3a Bac, aKO MPAaBUTE CEKC.

AKo cTpazare OT HapyLIEHHUs B CbPACYHHS PUTHM (ChpIeUHAa apUTMUS) WIK BPOIEHH ChPIACUHH
3a00JsIBaHUS, KOUTO MOBIUABAT Bamara enextpokapauorpama.

Ako nmare (hU3UYECKO ChCTOSHHE, KOETO € 3acerHasio opmara Ha meHnca. 1ToBa BKITIOYBA ChCTOSTHUS
HapedeHH aHryjianus, 6oxect Ha [lelipoHn u kaBepHO3HA PUOpO3a.

AKoO mMare 3a00JsiBaHe, KOeTO MPUYMHABA €PeKIH, KOSTO HE MOXKe J1a OT3By4YH (TIpuanu3bpM). Topa
BKJIIOYBA CHPIOBUAHO-KJIETHYHA AHEMUS], MYJITUIUIEH MUEJIOM U JIEBKEMHUSL.

AXO0 “MaTe CTOMAILHH A3BH (T. HAP. CTOMAIIHH WM NENTUYHH SI3BH).

AKO MMaTe HapyIIeHHsI B KPbBOCHCHPBAHETO (KaTo XxeModums).

AKXO M31I013BaTe OPYTH JISKApCTBa 3a JICUCHNUE Ha TPYIHOCTH IIPY epeKLus, BKIUNTeaHO Levitra
TaOJIeTKH, AUCTIEPTHpAIH ce B ycTaTa (BK. Touka “J[pyru nekapcrsa u Levitra”).

AKO MMaTe BHE3aITHO BIIOIIABaHE FJIM 3ary0a Ha 3peHwne, CrpeTe /1a B3eMaTe Levitra u ce cBbpikere
BenHara ¢ Bamms sekap.

Jlena v roHOIIM
Levitra He ¢ npeaHa3Ha4yeHa 3a ynorpeba oT Jelia Wid FHOMIH 1Mo 18-roauiiHa Bb3pacr.

JApyru nexapctBa u Levitra

Nudopmupaiite Bammst nexap uian GpapmaneBT, ako U3M0I3BaTe, HACKOPO CTE U3IOI3BAIN WA €
BB3MOJKHO /1a U3M0JI3BAaTE APYIH JIEKAPCTBA, BKIIOUUTEIHO JIEKapCTBa 0e3 perenTa.

Hskou nekapcTsa Morar aa OpUUUHST IPOOJIEMH, CIIELUATIHO CIIeIHUTE:

Hutparu, nexkapctBa 3a creHOKapaus (TpbAaHA *Kaba), TN IEKapcTBa, KOUTO OCBOOOXKIABAT a30TeH
OKHC KaTo amui HUTpUT. Kato B3emarte Te3u jekapcTBa ¢ Levitra, Mojke CEpHO3HO Aa ce 3acerse
Bameto kppBHO Hamsrane. Koncynrupaiite ce ¢ Bamms nexap npenu na Bzemere Levitra.

JlexapcTBa 3a JIedeHUE Ha apUTMUs, KaTO XMHUAWH, IPOKauHAMUJ, aMHOAAPOH UJIM COTANI0J
PurtonaBup unu unauHaBup, Jekapctsa 3a HIV. Koncyntupaiite ce ¢ Bammus nekap npeau ga B3eMere
Levitra.

KeroxoHa3011 uiay nTpakoHa3o0J1, IEKapCTBa CPelly I'bOMYKH.

EputpoMuIiuH nny KJIapuTPOMHULIMH, MAKPOIUIHI aHTHOMOTHLIN.
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- Anda-6mokepu, BU JeKapCTBa, U3IMOI3BAHM 3a JICYCHHE HA BUCOKO KPHBHO HAJIATAHE M YTOJIeMsIBaHE
Ha TIpocTraraTa (KaTo 100poKadecTBeHA MMPOCTaTHA XUTIEPILIA3HS).
- Puouwuryar.

He m3nomn3paiite Levitra puamupanu Ta0IeTKH B KOMOWHAITNS ¢ HUKAKBU APYTH CPEACTBA 3a JICUCHHUE Ha
epeKTWIIHA TUCPYHKIHS, BKIIOUUTEHO Levitra aucneprupaiiiy ce B ycrata TabJIeTKH.

Levitra ¢ XxpaHa, HAMUTKH H AJTKOXO0JI

- Bue moxe ma B3emare Levitra ¢ mm 6e3 XpaHa — 3a IPEIITOYATAHE € Ja He OBJe ciie 0OMITHO
XpaHeHe WX IIPUEeM Ha XpaHa, 0oraTta Ha Ma3HHHHM, ThH KaTo TOBa MOXe JTa 3a0aBHu edekTa Ha
JIEKapCTBOTO

- He nmiite cok oT rpeitndpyT, korato mpuemate Levitra. Toit Moxe ma moBIuse Ha OOMYaitHUS edeKT
Ha JIEKapCTBOTO

- AJKOXOJHHTE HAITUTKH MOTAT JIOMBITHUTEITHO J]a 3aTPYAHSAT IOJTyYaBaHETO Ha EPEKIIHsI.

bpemeHHOCT U KbpMeHe
Levitra He e mpenHa3HaYeH 3a ynoTpeda OT KEeHH.

Iodupane u padoTa ¢ MAIIMHH
Levitra Mo>ke J1a TPUYUHH CBETOBBPTEK MPHU HAKOH XOPa U JIa 3aCEeTHE TIAXHOTO 3peHHE. AKO MMaTe
CBETOBBLPTEIK WITU IIPOMEHH B 3pEHUETO clie]] IpueM Ha Levitra, He modupaiite 1 He paboTeTe ¢ MaIIUHU.

3. Kak na npuemare Levitra

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kazanm Bammsr gexap. AKo HE CTe CHTYpHH B
Helo, nonuTaite Bamms nexap uinu gapmarest. [Ipenoppuntennara qo3a e 10 mg.

IIpuemere Tabnetka Levitra 25 1o 60 MuHyTH Tpean oJI0B akT. ChC CEKCyaTHO CTUMYJIHpPaHe MOXKe Ja
MTOJTyYUTE ePEKINsS OT 25 MUHYTH 0 OT YETHPH IO TIET Jaca clie]] mpuema Ha Levitra.
- I'mpTHeTe enHa Tabnerka Levitra ¢ yama Boga

He npuemaiite Levitra ¢punmupanu TabJieTKH 3ae1HO ¢ HIKakBa pyra ¢opma Ha Levitra.

He npuemaiite Levitra moBede OT eMH BT JHEBHO.

YBenomere Bamms jgexap, ako cauTare AeiictBuero Ha Levitra 3a mpekaneHo cuitHo win cinado. Toit nmmn
TS MOXKe 1a Bu npenioxu na npeMuHeTe Ha anTepHaTUBHATA JieKapcTBeHa opma Ha Levitra ¢ pasnnuna
[103a, B 3aBUCUMOCT OT TOBa KakbB € eexra npu Bac.

AKo cTe mpueJId NoBeve 0T HeodXxoauMaTa q03a Levitra

MpbikeTe, KOUTO ca MpHEIN MHOTO noBeue Levitra, MoraT z1a moyryyaT oBede HEXXKEJIaH! Peaky WK 12
uMaT cuiTHa 0oJika B TbpOa. AKo cTe mpuenu moBede Levitra oT npeanucanaTa 103a, yBeaoMmere Bamms

JeKap.

AKX0 MMaTe HAKaKBH JOITBJIHUTEIHH BBIIPOCH, CBBP3aHH C yroTpedara Ha TOBa JISKapCTBO, TIOIUTANTE
Bamms nexap wnn dapmanenT.
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4.

Bb3MOKHU HeKeTaHT Pe€aKkuuu

KaxTo Bcuuku ekapcTBa ToBa JIEKAPCTBO MOJKE Ja MPEIN3BUKa HEKENaH! PEaKINH, BHIIPEKH Ye He
BCEKH T'Hl TosTydaBa. [loBeyeTo oT TsX ca JIeKH WM yMEPEeHO U3pa3eHH.

Hsikou marnueHTH ©Mat 4acTHYHO, BHE3aITHO, BPEMEHHO WJIM TIOCTOSTHHO BIIOIIIABAHE WU 3ary0a Ha
3PEHHUETO Ha eTHOTO Wik ABeTe oun. Crpere nmpueMa Ha Levitra n He3abaBHO ce CBBpkeTe ¢ Bamms
neKap.

CrpobmraBa ce 3a BHE3aIMTHO HaMaJIsiBaHe WM 3ary0a Ha ciryxa.

BepOHTHOCTTa OT HAJIM4YKC HA HEXXEJIaHa peaKIM € ONMCaHa 4pe3 CICIHNUTEC KAaTCTOPHHU:

MHoro yecTH:
Morar Jia 3acersHat nosede ot 1 Ha 10 motpedbuTenn

T'maBoOoime

Yecru:
Morart na 3acerHar a0 1 ma 10 morpeburenu

CBETOBBPTEXK

3adepBsBaHe

3amymBaHe Ha HOCA WK XpeMa
CtoManrHo pa3cTporCcTBO

HeuecTn:
morar aa 3acersar 10 1 Ha 100 motpedurenn

OTOK Ha KO)KaTa Y JIMTaBULUTE, BKIFOUYUTEIHO OTOK Ha JIUIETO, YCTHUTE UM I'bPIIOTO

Hapyienust Ha cpHA

WzrppnBaHe U HapylIeHa CETUBHOCT 32 JOIHUP

CpHnHBOCT

[IpomeHnu B 3peHHETO, 3aU4€pBSIBAHE HA OUUTE, IPOMSIHA B IIBETHOTO BHXKAAHE, OOJNKH U TUCKOM(DOPT B
OYHTE, YyBCTBUTEIHOCT KbM CBETIMHA

3BBHTEHE B YIINUTE, CBETOBBPTEK

YckopeH myIc, chprednueHe

3amyx

3amy1ieH Hoc

Kucenunu, racTpur, KopeMHa 00JIKa, Auapusi, TOBPhIaHe; 0010 HepasnoiokeHue (eadene), cyxora
B ycTaTa

[loBuiienn HUBa Ha YEPHOAPOOHHUTE CH3UMH B KPBBTA

OO6pwuB, 3auepBsiBaHE HA KOXaTa

Bosku B repba 1 MycKyJIHMTe, TOBUILIABaHE B KPBBTA HA MYCKYJICH €H3UM (KpeamuHngocghokunasa),
CKOBAHOCT Ha MYCKYJIUTE

VY abkeHa epexuus

DU3HYECKO HEPA3ITOIOKEHUE

Penku:
morar jaa 3acertar g0 1 Ha 1 000 moTpeburenn

Bb3nanenue Ha 0unTe (KOHIOHKMUBUM)
AnepruyHa peakuus

BesnokoiicTBo

[Ipunagbk

AMHE3us

I'spu

65



- IloBumeHo BFTPEOYHO HANSTAHE (21AYKOMA), 3ACUICHO ChI3EHE

- Edextu BBpXy chbpiieTo (KaTo chpacdeH HH(APKT, TPOMsIHA B pUTHMa Ha CHhPIIETO HIIM CTCHOKAPIH)
- Bucoxo unm HECKO KPBHBHO HaJIATaHe

- KwbpBene ot HOca

- Edexr BppxXy pe3yaTatuTe OT KPbBHH TECTOBE 32 MPOCIIEsIBaHe Ha YepHOAPOOHATa (HYHKITHS

- YyBCTBUTETHOCT Ha KOXKaTa KbM CITbHUEBA CBETIIMHA

- bonesHena peakius

- bonku B repaure

MHoro pefKu UJIH ¢ HEM3BECTHA YeCcTOTA:

Morart n1a 3acernat mo-majiako ot 1 ga 10 000 moTpeOuTe M Wi OT HATHIHUTE TaHH HE MOXKE 1a Oblie
HampaBeHa OIeHKa

- KpsB B ypuHara (xemamypus)

- KpbBou3nuB B nieHHCA (Xemopazsust 6 NeHuca)

- Hanunuue Ha KpBB B CEMEHHATA TEUYHOCT (XeMocnepmust)

Cpo0maBaHe Ha He)KeJIAHUH Peakuuu

AKO TIONTyuHTe HAKAKBU HEXKETaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnn apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJaH! peakinu. MoxeTe ChIIo /1a
CHOOIIUTE HEXKEJIAHHU PEaKIIUU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo chobmiaBaTe He)XENaHN peaKIMK, MOXKETe J1a aJieTe CBOSI IPUHOC 3a MOTydaBaHe
Ha rmoBeve nHPOopMaIrs OTHOCHO 0€30aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak n1a chxpansBare Levitra
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIETIa.

He u3non3BaiiTe ToBa JIEKapcTBO clie)l CpOKa Ha FOJTHOCT, OTOENA3aH BhPXY KAPTOHEHATA OMAaKOBKa CIIe]T
“T'omen n0”. CpoKBT Ha TOAHOCT OTTOBAPS HA IMOCIETHIS ICH OT IIOCOYCHHS MECETI.

He uzxBbpsiiTe nekapcTBaTa B KaHAIMU3AMATA WM B KOHTEWHEpa 3a JOMAaITHU oTHnaabiu. [lonuraiite
Bamms ¢papmarieBT Kak a H3XBBPIIATE JIEKapCTBATa, KOUTO Bede He M3Moi3Bare. Te3u Mepku 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATa CPefa.

6. Chbabp:kaHne HA ONIAKOBKATA U JONMBJIHUTETHA HH(pOPMAIUS

KakBo cbabp:ka Levitra

- AKTHBHOTO BelecTBO ¢ BapaeHadwmi. Beska tabmerka cpappika 10 mg Bapaenadrr (kato
XUAPOXIIOPHI).

- Hpyrure cbcTaBku ca:
Slapo Ha TabneTkaTa: KPOCHOBHIOH, MarHe3WeB CTeapaT, MUKPOKPHCTAIHA [IETyI03a, CHIINITHEB
JTUOKCHI, KOJIONIEH O€3BO/IEH.
®dunmoBo mokpuTHe: Makporon 400, xumnpomenosa, TutaHoB Auokcua (E171), sxene3eH OKCHIT, )KBIT
(E172), xene3en okcun, uepseH (E172).

Kak n3raexna Levitra u kKakBo cbIbpika onaKkoBKaTa

Levitra 10 mg ¢hunMupanu TabIeTKH ca OpaHKEeBH Ha I[BAT, O3HaYeHU ¢ KphcTa Ha BAYER ot ennara
ctpana u “10” ot apyrara crpana. TabmeTkuTe ce mpeaiarat B OJMCTEPHH ONAKOBKH, Chabpkainu 2, 4, 8,
12 nmm 20 Tabnetkn. He Bcnuku BUIOBE OMTAKOBKH MOTAT /1a OBbJAT ITyCHATH B MPOaak0a.
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IpuTexkaTtes Ha pa3pelIeHHETO 32 YNIOTpeda M MPOU3BOAUTEI:

IIpuTexaTen Ha pa3penIeHHETo 3a yroTpeda
Bayer AG

51368 Leverkusen

T'epmanus

TIpousBoauTen

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus
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3a mombIHUTENHA WH(GOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHUS TPEICTaBUTEN

Ha MPHUTEXKATEIIS Ha pa3pelIeHreTo 3a yrnorpeba:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/]
Ten.: +35902 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30 210 61 87 500
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

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

Bayer d.o.o.

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

Bayer Limited

Tel: +353 1 2999313
Island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

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

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

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

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

Bayer B.V.

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

Bayer AS

TIf: +47-23 13 05 00
Osterreich

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

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Roménia

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.0.

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

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

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

Bayer plc

Tel: +44 (0) 118 206 3000

JlaTa Ha mocJIeTHO mpepa3sriexaane Ha JucroBkara {mecen /TTTT}.
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JApyru u3rounuum Ha uHdopmaums
IToapoOHa uH(OpMaIKs 3a TO3H JICKaPCTBEH MPOAYKT € IpeJocTaBeHa Ha yeOcalita Ha EBponeiickaTta
areHIws 1o Jiekapcraara http://www.ema.europa.eu

69


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

JIncroBka: undopmanus 3a noTpeduTesst

Levitra 20 mg puamupanu Ta6aeTKH
Bapnenadwr (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, PeAN /1a 3aNI0YHeTe A2 MpHeMaTe TOBA JIEKapCTBO, Thil

KaTo T chAbP:Ka BaxHa 3a Bac undopmanus.

- 3amazere Ta3u JIMCTOBKA. MOXKE J]a c€ HAIOXKH A 5l POYETETE OTHOBO.

- AKo mMare HSKaKBH JONMBIHUTEIHH BBIIPOCH, MONUTalTe Bamms gexap wim hapmaresT.

- Toa jekapcTBO € npeanucaHo JU4Ho Ha Bac. He ro npeorcrenBaiiTe Ha 1pyru xopa. To Moxe Jja uM
HaBpeaH, He3aBUCUMO e MTPU3HAINTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KakTo Bammre.

- AKo moxyunTe HIKaKBH HEXEJIaH! JIEKApCTBEHH Peakilny, yBeaomeTe Bamms nekap wim dhapmanenT.
ToBa BKJIFOUBA M BCUUKH BE3MOYKHH HEXEJIAaHU PeaKkIliy, HEOIMCAaH! B Ta3M JIMCTOBKA. BikTe Touka
4,

KakBo cbabpika Ta3u JUCTOBKA

KaxBo mpencrasisiBa Levitra u 3a KakBo ce H3IM0JI3Ba

KaxkBo Tpsi6Ba na 3Haere, mpean 1a nmpuemere Levitra

Kax na npuemare Levitra

BB3MOoXHI HeXelTaH! peakinu

Kak ma cexpansBare Levitra

CpappxaHne Ha OMAKOBKATa M TOMBIHUTETHA HH()OPMAIIUS

AN

1. Kakso npencraBiasiBa Levitra u 3a kakBo ce u3moJi3Ba

Levitra ceapprka BapaeHa(uiI, KOWTO MPUHAICKH KbM TPYyIIa JISKapCTBa, HapeueHH Gpocdoanectepasa
THI 5 tHXHONUTOpHU. Te ce N3MoN3Bar 3a JIe4eHHe Ha epeKTIIHA TUCHYHKINS IPU B3PACTHU MBKE —
CBCTOSTHHE, KOETO CE XapaKTepU3Hpa ChC 3aTPYAHCHHUS MTPH TTOTydaBaHe WU MO Ibp)KaHe Ha ePeKITHS
ITone exnH OT HeceT MBKe U3MUTBA TOHIKOTA TPYAHOCT Ja MOIYYH WIH MOJAbpKa epekmus. [IpuananTe
3a TOBa MOTaT Ja ObJaT PU3NIECKH WK TICUXOJIOTUIECKH, MM ChbBKYITHOCT OT ABeTe. KakBaro u 1a e
NPUYMHATA, BCIEICTBUE HA TPOMEHHUTE B MYCKYJINTE 1 KPbBOHOCHHUTE CHI0BE HSMa JOCTATHYHO KPHB B
MIeHNCA 32 TOJy4aBaHe M MOIbp)KaHe Ha ePeKIIHS.

Levitra mie neiicTBa caMmo, KOraTo cTe CEKCyallHO CTUMYJIHpaHu. JlekapcTBOTO HamansiBa AeHCTBUETO Ha
€CTECTBEHO BEILIECTBO BbB Baius oprannsbsm, KoeTo oTciadsa epekuusiTa. Levitra mo3BossiBa epeKusTa
Jla IPOABIKU IOCTAThYHO JIBJITO, 33 Ja U3BbPLINTE YAOBIECTBOPUTEIIECH CEKCYyalleH aKT.

2. KakBo TpsioBa 1a 3HaeTe, npeau aa npuemere Levitra

He npuemaiite Levitra

- AKo cTe anepruyHy KbM BapJeHaQHI I KbM HAKOS OT OCTaHAIUTE ChCTaBKH HAa TOBA JICKAPCTBO
(u36poenu B Touka 6). [IpusHanuTe Ha alepruvyHaTa peakiiys BKIYBAT 00pUB, ChbpOEK, MOTyBaHe Ha
JIMIETO WM YCTHHUTE U 3aTPyIHEHUS B TUIIAHETO.

- AKo B3emare JIeKapcTBa, ChbPIKalll HUTPATH, TAKWBA KAaTO TIIMIEPOJ TPUHUATPAT 32 TPhIHA Kaba
(cTeHOKap/AWs) WM JIEKapCTBa, KOUTO OCBOOOKAABAT a30TEH OKCHJ, KaTo aMHJI HUTpUT. KaTto
B3eMare Te3M JekapcTBa ¢ Levitra, Bamero KppBHO HansraHe MoXKe 3HAUYUTEIHO J1a CE TIOBIIHSIC

70



AKo B3eMaTe pUTOHABHD WIJIM UHIIUHABHD, JIEKAPCTBA U3TOJI3BAHN 32 JIeUeHHE Ha HHPEKIUH C BUpYCca
Ha yoBermkus umyHogepunut (HIV).

Axo cTe HaJ| 75 TOJMHY U B3eMaTe KETOKOHA30JI WIIA UTPAKOHA30I1, TPOTUBOI'EOMYHH JIEKApPCTBA.
AKO UMaTe TeXBK CHPACUCH WIH YePHOIPOOSH TIPOOIEM.

AKo cTe Ha auanusa.

AKO CKOPO CTe HMaJIi MO3b4€H KPHBOHM3IIUB WM ChpJICYHA aTaKa.

AKO UMaTe WM CTE€ UMAJI HUCKO KPBBHO HAJIATaHE.

AKo0 UMaTe B CEMEHCTBOTO JIAaHHHM 32 JIETCHEPATUBHH OYHM 3a00IsIBaHUS (KATO PETUHHTHUC
MTUTMEHTO03a).

AKO HSIKOTa CTe UMAJIH ChCTOSIHHE, CBBP3aHO ChC 3ary0a Ha 3pEHHETO MOpaJiv YBpexkaaHe Ha
OIITUYHUSI HEPB OT HEJIOCTATHYCH MPUTOK Ha KPHB, U3BECTHO KaTO HE-apTEPUUTHA UCXEMHYHA
ontuyHa HeBponatus (HAMOH).

Axo npueMaTte puonuryat. ToBa JiekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha 0elloIpoOHa apTepuaiHa
XMIIEPTOHMUA (T.€. BUCOKO KPBBHO HaJsATaHe B OeauTe APoOOBE) U XPOHHYHA TPOOMOEMOOIMYHA
OenopoOHa XUIIepTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B OenuTe qpo0oBe B pe3yTaT Ha KPhbBHU
cecupenn). Jlokasano e, ue PDE 5 naxuburopure, karo Levitra, 3acunsaT ehexra Ha TOHIKABaHE Ha
KPBHBHOTO HAJISITaHE HAa TOBA JICKAPCTBO. AKO B3eMAaTe PUOIUTYAT VITH HE CTE CHTYPHH,
nHpopMmupaiiTe Bamms mekap.

IIpenynpe:kaeHusi ¥ mpeanasHu MepKH
I'oBopete ¢ Bamms siekap, mpeau na mpuemete Levitra.

OO0bpHeTe cenuaaIHo BHUMaHue Npu ynoTpeda Ha Levitra

Axo nmate cbpAeyHO 3a00is1BaHe. MoXXe 1a € pUCKOBAHO 3a Bac, aKO IIPABUTE CEKC.

AKo cTpazare OT HapyLIEHHUs B CbPACYHHS PUTHM (ChpIE€UHAa AapUTMUS) WIK BPOIEHH ChPIACUHH
3a00JsIBaHUS, KOUTO MOBIUABAT Bamara enextpokapauorpama.

AKko nmare (hPU3UYECcKO ChCTOSHUE, KOETO € 3acerHaiio opmara Ha meHrca. ToBa BKIIOYBa ChCTOSHUS
HapedeHH aHryjamnus, 6oiect Ha [leliponn u kaBepHO3HA PUOpO3a.

AKoO mmare 3a00JsBaHe, KOETO MPUYMHABA €PeKIH, KOSTO He MOXKe J1a OT3By4H (TIpruanu3npM). Topa
BKJIIOYBA CHPIOBUAHO-KIETHYHA AaHEMUSI, MYJITUIUIEH MUEJIOM U JIEBKEMHUSL.

AKO “MaTe CTOMAILHH A3BH (T. HAP. CTOMAIIHHU WK NENTUYHH SI3BH).

AKO MMaTe HapyIIeHHsI B KPbBOCHCHPBAHETO (KaTo XxeModuims).

AKXo0 M31013BaTe OPYTH JISKApCTBa 3a JICUCHNUE Ha TPYIHOCTH IIPY epeKLus, BKIUNTeaHO Levitra
Ta0JIeTKH, AUCTIEPTUPAIH Ce B ycTaTa (BK. Touka “J[pyru nekapcrsa u Levitra”).

AKO MMaTe BHE3aITHO BIIOIIABaHE FJIM 3ary0a Ha 3peHne, CrpeTe /1a B3eMaTe Levitra u ce cBbpikeTe
BenHara ¢ Bamms sekap.

Jlena v roHOIIM
Levitra He ¢ npeaHa3Ha4yeHa 3a ynotpeba oT Jelia Wik FOHOMIH 1o | 8-roguiiHa Bh3pact.

Jpyru aexapcrBa u Levitra

Nudopmupaiite Barmmst nexkap ninm GpapMareBT, ako U3IM0J3BaTe, HACKOPO CTE M3MOI3BAIH U € BE3MOXKHO
7la U3II0J13BaTe APYTH JIEKapCTBa, BKIIOUYNTENHO JIEKapcTBa 0e3 peLenra.

Hsikou nexkapcTBa Morar aa NpU4MHST NPOOJIEMH, CIIELUATIHO CIIeIHUTE:

Hutparu, nexapcTBa 3a creHOKapus (TpbIaHA Kaba), UK JIEKapCTBa, KOUTO OCBOOOKIaBAT a30TE€H
OKHC KaTo aMuJI HUTpUT. KaTo B3emare Te3u ekapcTsa ¢ Levitra Mojke CEpHO3HO Aa ce 3acerHe
Bameto kxppBHO Hamsrane. Koncynrupaiite ce ¢ Bamms nexap npenu na B3emere Levitra.

JlexapcTBa 3a JIedeHUE Ha apUTMUS, KATO XMHUAWH, IPOKauHAMUJ, aMUOAAPOH UJIM COTAJIOJI.
PurtonaBup mnu unauHaBup, Jekapctsa 3a HIV. Koncyntupaiite ce ¢ Bammus nekap npeau ga B3eMere
Levitra.

KeroxoHa3051 uian nTpakoHa30J1, JIEKapCTBa CPeIy I'bOMUKY.

EputpoMuLiuH Wiy KIapUTPOMHULIMH, MAKPOJIUIHI aHTHOMOTHIIN.
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- Anda-6mokepu, BU JeKapCTBa, U3IMOI3BAHM 3a JICYCHHE HA BUCOKO KPHBHO HAJIATAHE M YTOJIeMsIBaHE
Ha TIpocTraraTa (KaTo 100poKadecTBeHA MMPOCTaTHA XUTIEPILIA3HS).
- Puouwuryar.

He m3nomn3paiite Levitra puamupann Ta0IeTKA B KOMOWHAITNS ¢ HUKAKBU APYTH CPEACTBA 32 JICUCHHUE Ha
epeKTWIIHA TUCPYHKIHS, BKIIOUMTENHO Levitra aucneprupaiiiy ce B ycrata TabJIeTKH.

Levitra ¢ XxpaHa, HAMUTKH H AJTKOXO0JI

- Bue moxe ma B3emare Levitra ¢ mm 6e3 XpaHa — 3a IPEIITOYATAHE € Ja He OBJe ciie 0OMITHO
XpaHeHe WX IIPUEeM Ha XpaHa, 0oraTta Ha Ma3HHHHM, Thi KaTO TOBa MOXe J1a 3a0aBH edekTa Ha
JIEKapCTBOTO.

- He nmiite cok oT rpeitndpyT, korato mpuemate Levitra. Toif Moxe ma moBausie Ha OOMYaitHUS edeKT
HA JIEKapCTBOTO.

- ANKOXOJHHTE HAITUTKH MOTAT JIOMBIHUTEIHO JIa 3aTPYAHAT IMOJTy4aBAHETO HA ePEKIIHS.

bpemMeHHOCT U KbpMeHe
Levitra He e mpenHa3HaYeH 3a yIoTpeda OT KEeHU.

lodupane u padoTa ¢ MAIIMHH
Levitra Moske J1a TPUYUHH CBETOBBPTEK MPU HAKOH XOPa U JIa 3aCETHE TAXHOTO 3peHHE. AKO MMaTe
CBETOBBLPTEIK WIIU IIPOMEHH B 3pEHUETO Clie] IIpueM Ha Levitra, He modupaiite u He paboTeTe ¢ MaITHHU.

3. Kak na npuemare Levitra

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kazanm Bammst nexap. AKo HE CTe CUTYpHH B
HEIIo, MMONUTalTe Bamys iekap win ¢apmanest. [Ipenmoprunrennara gozara e 10 mg.

IIpuemere Tabnetka Levitra 25 qo 60 MuHyTH Ipean moJI0B akT. ChC CEKCYyaTHO CTUMYJIHpPAHEe MOXKeE Ja
HOJyYUTE epeKIust OT 25 MUHYTH JI0 OT YeTHPH IO IIeT Jaca cie npueMa Ha Levitra.
- I'mprHeTe enHa Tabnerka Levitra ¢ yama Boga

He npuemaiite Levitra ¢puamvupanu Ta6JieTKH 3ae1HO ¢ HIKakBa Jipyra popma Ha Levitra.

He npuemaiite Levitra moBede OT eMH BT JHEBHO.

YBenomere Bamms jexap, ako cauTare AevictBuero Ha Levitra 3a mpekasneHo cuitHo win cinado. Toit nmmn
Ts MOXKe 1a Bu npenioxu na npeMuHeTe Ha alTepHaTHBHATA JIeKapcTBeHa Gopma Ha Levitra ¢ paznuyna
[103a, B 3aBUCUMOCT OT TOBa KakbB € edexra npu Bac.

AKo cTe mpueJId NoBeye 0T HeodXxoauMaTa q03a Levitra

MpikeTe, KOUTO ca MpHeIN MHOTrO noBeue Levitra, MoraT z1a moyryyaT oBede HEXXEJIaH! PeaKy WIn 1a
uMaT cuiTHa 6oJka B TbpOa. AKo cTe mpuenu moBede Levitra oT mpeanrcanara 103a, yBeaoMmeTe Bamms

JeKap.

AKX0 MMaTe HAKaKBH JOITBIHUTEIHH BBIIPOCH, CBBP3aHH C yIoTpedara Ha TOBa JISKapCTBO, TIOMUTANTE
Bamms nexap wnn dapmarenT.
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4.

Bb3MOKHU HeKeTaHT Pe€aKkuuu

KaxTo Bcuuku ekapcTBa, TOBa JIEKapCTBO MOXKE /1a IPEIU3BHUKA HEXEJIaH! PEeaKIny, BBIIPEKU e He
BCEKH T'Hl osrydaBa. [loBeyeTo oT TIX ca JIeKH WIH yMEPEeHO U3pa3eHH.

Hsikon marnueHT# MMat 4acTHYHO, BHE3aITHO, BPEMEHHO WIIM TIOCTOSTHHO BIIOIIIABAHE WU 3ary0a Ha
3PEHHUETO Ha eTHOTO Wik ABeTe oun. Crpere nmpuemMa Ha Levitra 1 He3abaBHO ce CBBpkeTe ¢ Bamms
neKap.

CrpobmraBa ce 3a BHE3aIMTHO HaMaJIsiBaHe WIIH 3ary0a Ha ciryxa.

BepOHTHOCTTa OT HAJIM4YKC HAa HEXXEJIaHa peaKIM € ONMCaHa Ype3 CICIHUTEC KAaTCTrOPHH.

MHoro 4ecTH:
MoTar Jia 3acersHat nosede ot 1 Ha 10 motpedbuTenn

T'maBoOoime

Yecru:
morart na 3acerHar g0 1 Ha 10 morpeburenu

CBETOBBPTEXK

3adepBsBaHe

3amymBaHe Ha HOCA WK XpeMa
CtoManrHo pa3cTpoiCTBO

Heuecrn:
morart na 3acerHar g0 1 za 100 moTpeOuTemm

OTOK Ha KO)KaTa 1 JIMaBULUTE, BKIFOUYUTEIHO OTOK Ha JIUIETO, YCTHUTE UM I'bPIIOTO

Hapyuienust Ha cpHA

WztppnBaHe U HapyleHa CETUBHOCT 3a JIOMHUP

CpHnHBOCT

[Ipomenu B 3peHHETO, 3a4€pBSIBAHE HA OUUTE, IPOMSIHA B IIBETHOTO BHXKAAHE, OOJIKH U TUCKOM(DOPT B
OYHTE, YyBCTBUTEIHOCT KbM CBETIMHA

3BBHTEHE B YIINUTE, CBETOBBPTEXK

YckopeH myIc, chpruedneHe

3amyx

3amy1ieH Hoc

Kucenunu, racTpur, KopeMHa 00JIKa, Auapusi, TOBPbhIAHE; 0010 HEpa3MoIoKeHHE (eadene), CyxoTa
B ycTaTa

[loBuiienn HUBa Ha YEPHOAPOOHHUTE CH3UMH B KPBBTA

OO6pwuB, 3auepBsiBaHe HA KOXaTa

Bosku B repba 1 MycKyJIMTe, MOBUILIABAHE B KPBBTA HA MYCKYJICH €H3UM (KpeamuHn@ocghokunasa),
CKOBAHOCT Ha MYCKYJIUTE

VY abKkeHa epexuus

DU3HYECKO HEPA3ITOIOKEHUE

Penku:
morar jaa 3acerrar 7o 1 Ha 1 000 moTpeburenn

Bb3nanenue Ha 04nTe (KOHIOHKMUBUM)
AnepruyHa peakuus

BesnokoiicTBo

[Ipunaabk

AmMHE3us

I'spu
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- IloBumeHo BFTPEOYHO HANSTAHE (21AVKOMA), 3ACUICHO ChI3EHE

- Edextu BBpXy chbpiieTo (KaTo chpacdeH HH(APKT, TPOMsIHA B pUTHMa Ha CHhPIIETO MIIH CTEHOKAPIH)
- Bucoxo unm HECKO KPBHBHO HaJIATaHe

- KwbpBene ot HOca

- Edexr BppxXy pe3yaTatuTe OT KPbBHH TECTOBE 32 MPOCIIEsIBaHe Ha YepHOAPOOHATa (HYHKITHS

- YyBCTBUTETHOCT Ha KOXKaTa KbM CITbHUYEBA CBETIMHA

- bonesHena peakius

- bonku B repaure

MHoro peiKu UJH ¢ HEM3BECTHA YeCTOTA:

Morart n1a 3acerHat mo-majiako ot 1 ga 10 000 moTpeOuTe M Wi OT HATHIHUTE TaHH HE MOXKe 1a Oblie
HampaBeHa OIeHKa

- KpsB B ypuHara (xemamypus)

- KpbBOU3NMB B NieHHCA (Xemopazsust 6 neHuca)

- Hanuuue Ha KpBB B CEMEHHATA TEUHOCT (XeMocnepmus)

Cpo0maBaHe Ha He)KeJIAHH PeaKkuuu

AKO TIONTyuHTe HAKAKBU HEXKETaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnn apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJIaH! peakiny. MoxeTe ChINo /1a
CHOOIIUTE HEXKEJIAHHU PEAKIINU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo chob1miaBaTe He)XENaHN PeaKIMK, MOXKETE J1a aJieTe CBOSI IPUHOC 3a MOTydaBaHe
Ha rmoBeve nHPOopMaIrs OTHOCHO 0€30aCHOCTTa Ha TOBA JICKapCTBO.

5. Kak n1a cexpansiBate Levitra
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIETIa.

He u3non3BaiiTe ToBa JIEKapcTBO clie]l CpOKa HA TOJTHOCT, OTOEINA3aH BhPXY KaAPTOHEHATA OIAaKOBKa CIIe]T
“T'omen n0”. CpoKBbT Ha TOAHOCT OTTOBAPS HA IMOCIETHIS ICH OT IIOCOYCHHS MECETI.

He uzxBbpsiiTe nekapcTBaTa B KaHAIU3AMATA WM B KOHTEWHEpa 3a JOMaIlHU oTHnaabiu. [lonuTaiite
Bammst ¢papmarieBT Kak 1a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3Moi3Bare. Te3n Mepku 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATa Cpefa.

6. Chabp:kaHne HA ONAKOBKATA U JONMBJIHUTETHA HH(OPMAIUS

KakBo cbabp:ka Levitra

- AKTHBHOTO BeIIecTBO ¢ BapaeHadwmi. Beska tabmerka cpabpika 20 mg Bapaenadr (kato
XUAPOXIIOPHI).

- Hpyrure cbcTaBku ca:
Slapo Ha TabneTkaTa: KPOCIOBHUIOH, MarHe3UeB CTeapaT, MUKPOKPHCTAIHA LIETyI03a, CHIINITHEB
JTUOKCHI, KOJIONIEH O€3BO/IEH.
®dunmoBo mokpuTHe: Makporon 400, xumnpomenosa, TutaHoB Auokcua (E171), sxene3eH OKCHIT, )KBIT
(E172), xene3en okcun, uepseH (E172).

Kak n3raexna Levitra u kKakBo cbIbpika onaKkoBKaTa

Levitra 20 mg ¢unMupanu TabIETKH ca OpaHKEBH Ha I[BAT, O3Ha4eHU ¢ KphcTa Ha BAYER ot ennara
ctpana u “20” ot apyrara crpana. TabmeTkuTe ce mpeniarat B OJMCTEPHH ONAKOBKH, ChabpxKaiiu 2, 4, 8,
12 nmm 20 Tabnetkn. He BcHuku BUIOBE OMTAKOBKH MOTAT /1a OBJAT ITyCHATH B MPOIak0a.
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IpuTexkaTtes Ha pa3pelIeHHETO 32 YNIOTpeda M MPOU3BOAUTEI:

IIpuTexaTen Ha pa3pelIeHreTo 3a yrnoTpeda
Bayer AG

51368 Leverkusen

T'epmanus

TIpousBoauTen

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
T'epmanus
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3a mombIHHUTENHA WH(GOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHUS TPEICTaBUTEN

Ha MPHUTEXKATEIS Ha pa3pelieHueTo 3a yrnorpeba:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/]
Ten.: +35902 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30 210 61 87 500
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

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

Bayer d.o.o.

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

Bayer Limited

Tel: +353 1 2999313
Island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

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

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

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

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

Bayer B.V.

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

Bayer AS

TIf: +47-23 13 05 00
Osterreich

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

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Roménia

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.0.

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

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

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

Bayer plc

Tel: +44 (0) 118 206 3000

JlaTa Ha mocJeaHo nmpepasriexaane Ha guctoBkata {mecen I'TTT}.
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JApyru u3rounuum Ha uHdopmaums
IToapoOHa uH(OpMaIKs 3a TO3H JISKAPCTBEH MPOAYKT € IpeJocTaBeHa Ha yeOcaliTa Ha EBporneiickara
areHIws 1o Jiekapcraara http://www.ema.europa.eu

e


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

JIncroBka: undopmanus 3a noTpeduTesst

Levitra 10 mg Ta6jeTKku, AUCHEPrUPAIIM CE B yCTaTa
Bapnenadwr (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, PeAN /1a 3aN0YHeETe 1a MpHeMaTe TOBA JIEKapCTBO, Thil

KaTo T chAbP:Ka BaxHa 3a Bac undopmanus.

- 3amazere Ta3u JIUCTOBKA. MOXKE J]a c€ HAIOXKH A 5l POYETETE OTHOBO.

- AKo mMare HSKaKBH JONMBIHUTEIHH BBIIPOCH, MONUTalTe Bamms gexap wim apmaresT.

- Toa jekapcTBO € npeanucaHo JU4Ho Ha Bac. He ro npeorcrrnBaiiTe Ha 1pyru xopa. To Moxe J1a uM
HaBpeaW, He3aBUCUMO OT TOBA, € MPHU3HAINTE Ha TAXHOTO 3a00IIBaHe ca ChIINTE KakTo Bammre.

- AKo monyunTe HIKaKBH HEXEJIaH! JIEKApCTBEHH Peakilny, yBeaomeTe Bamms nekap wim ¢apmanenT.

ToBa BKJII0YBa ¥ BCHYKH BH3MOKHU HEXKEITaHU pEaKknuun, HEOINMMCaHu B Ta3W JIMCTOBKA. Bmxre Touka
4.

KakBo cbabpika Ta3u JUCTOBKA

KaxBo mpencrasisiBa Levitra u 3a KakBo ce H3I0JI3Ba

Kaxkso Tpsi6Ba na 3Haere, mpean 1a nmpuemete Levitra

Kax na npuemare Levitra

Bb3MOoXHI HeXelTaH! peakinu

Kaxk na cexpansBare Levitra

CpappkaHue Ha OMTAKOBKATa U TOMBIHUTETHA HH()OPMAIIUS

SoukrwdE

1. Kakso npencraBiasiBa Levitra u 3a kakBo ce u3moJi3Ba

Levitra ceapprka BapaeHa(uI, KOWTO MPUHAUICKH KbM TPyIIa JIEKapCTBa, HapeueHu docdoauecTepasa
THI 5 tHXHONUTOPHU. Te ce N3MoN3Bar 3a JIe4eHHe Ha epeKTIIIHA JUCHYHKIHS IPH BB3PACTHU MBXKE —
CBCTOSIHHE, KOETO CE XapaKTepH3Hpa ChC 3aTPyAHEHUS MIPHU MTOTyYaBaHEe MIIH HOAIbPKaHe HAa ePeKIIHs.

[ToHe equH OT eceT MBXKe M3MUTBA MOHSIKOTA TPYTHOCT Aa MOTYYH MM oaIbpka epekius. [IpranauTe
3a TOBa MOTaT Aa 0bAaT GU3NIECKH WU IICHXOJIOTHIECKH, WM ChBKYITHOCT OT nBeTe. KakBaro u ma e
MIPUYMHATA, BCIEICTBUE HA POMEHUTE B MyCKYJIUTE U KPHBOHOCHHUTE CHJIOBE HSIMA JOCTATHYHO KPBB B
TIEHHCA 32 MOJIy9aBaHe U MOAIbPKaHe Ha ePEeKITHsl.

Levitra mie neiicTBa caMo, KOraTo cTe CEKCyallHO CTUMYJIHpaHu. JlekapcTBOTO HamalsBa JefiCTBHETO Ha
€CTECTBEHO BELIECTBO BbB Baius oprannseM, KoeTo oTciadBa epekuusiTa. Levitra mo3BossiBa epexiusra
Jla IPOABIKU IOCTAThYHO JIBJITO, 3a J]a U3BBPIINTE YAOBIETBOPUTEIICH CEKCYAJIEH aKT.

2. KakBo Tpsi6Ba 1a 3HaeTe, nmpeau aa npuemere Levitra

He npuemaiite Levitra

- AKo cTe anepru4Hu KbM BapJeHA(QHI I KbM HAKOS OT OCTaHAJIUTE ChCTAaBKH HAa TOBA JICKAPCTBO
(u36poenwu B Touka 6). [Ipu3HaIMTe Ha alepruyHaTa Peakiys BKII0YBAT 0OPHB, ChpOEXK, MOayBaHEe HA
JIMIETO WM YCTHHTE, U 3a1yX.

- AKo B3emare JeKapcTBa, ChbPIKalll HUTPATH, TAKWBA KAaTO TIIMIEPOJ TPUHUTPAT 32 TPhIHA Kaba
(cTeHOKapAWs) WM JIEKapCTBa, KOUTO OCBOOOKAABAT a30TEH OKCHJ, KaTo aMHJI HUTpUT. KaTto
B3eMare Te3M JekapcTBa ¢ Levitra Bamero kpbBHO HasraHe MOKE 3HAUUTEIIHO 12 CE TOBIIHSIE.
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AKo B3eMaTe pUTOHABHD WIIM UHJIUHABHD, JIEKAPCTBA U3IOI3BAHM 32 JIUeHHE Ha HHPEKIUS ¢ BUpyca
Ha yoBemkusa umyHoaeurut (HIV).

AKo cTe HaJ| 75 TOMHY U B3eMaTe KETOKOHA30JI WM UTPAKOHA30J1, TPOTHBOT'LOWYHH JIEKApPCTBA.
AKO UMaTe TeXBK ChPACUCH WIH YePHOIPOOEH IIpodIeM

AKxo cTe Ha ObOpedHa Tuann3a

AKO CKOPO CTe MMaJIi MO3BYEH Yap WK ChpACUeH HHPAPKT

AKO MaTe WM CTe UMaJi HUCKO KPBBHO HAIISITaHe

AKO UMaTe B CEMEWCTBOTO JJAHHH 32 JIET€HEPATUBHU OYHH 3a00JIBaHUs (KATO MUTMEHTCH PETHHHT)
AKO HSIKOTa CTe UMAJIH ChCTOSIHHE, CBBP3aHO ChC 3ary0a Ha 3pEHHETO Mopajy YBpexkaaHe Ha
OIITUYHUSI HEPB OT HEJIOCTATHYCH MPUTOK Ha KPHB, U3BECTHO KaTO HE-apTEPUUTHA UCXEMHYHA
ontuyHa HeBponatus (HAMOH).

Axo npueMaTe puonuryat. ToBa JiekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha 0eJloIpoOHa apTepraiHa
XMIIEPTOHMA (T.€. BUCOKO KPBBHO HaJsATaHe B OeauTe APoOOBE) M XPOHHYHA TPOOMOEMOOIMYHA
OenopoOHa XUIepTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B Oenure qpo0oBe B Pe3yaTaT Ha KPhbBHU
cecupenn). Jlokasano e, ue PDE 5 naxuburopure, karo Levitra, 3acunsar ehexra Ha TOHIDKABaHE Ha
KPBHBHOTO HAJISITaHE HAa TOBA JICKAPCTBO. AKO B3eMAaTe PUOIUTYAT VITH HE CTE CHTYPHH,
nHpopMupaiiTe Bamms mekap.

IIpenynpe:kaeHusi ¥ NpeanasHu MepKH
I'oBopete ¢ Bamms stekap, mpeau na mpuemete Levitra.

OO0bpHeTe cenuaaTHo BHUMaHNe Npu ynoTpeda Ha Levitra

AKo mmare chpaedHo 3abomsiBane. Moxe /1a € puckoBaHoO 3a Bac, ako mpaBuTe cexc

AKO cTpazate OT HapyIICHUS B ChbPACYHUS PUTHM (CHpPJEYHA APUTMUS) UM BPOJICHU ChPACYHU
3a00IsBaHMs, KOWTO MOBIHSIBAT BamaTa ejgexTpokapanorpama

AKO mMarte aHaTOMUYHA AedopMallvs Ha TieHrca. ToBa BKIIFOYBA CHCTOSHIS HApEUEHH aHT YAl
oomect Ha [leiiponu n kaBepHO3HA (HHUOpO3a

AKO mMare 3a00JIsiBaHe, KOETO MPUYMHABA €PeKIHA, KOSTO HE MOXKE J1a OT3BYYH (TIPUATIU3BM).
ToBa BKITIOUBA CHPIIOBUAHO-KIIETHYHA aHEMHS, MYJITHILIEH MHEJIOM U JIEBKEMHS

AKO UMaTe CTOMAIITHHM S3BH (T. Hap. CTOMAITHN WK TTETITUYIHH SI3BH)

AKO MMare HapyIIeHusI B KPbBOCHCHUPBAHETO (KaTO XeMOMUITHS)

AKO M3M0JI3BaTe APYTH JIEKapCTBa 3a JISUeHNE Ha TPYAHOCTH MPH €PEKIINS, HAITP. BCHIKH
naxuouTopu Ha PDES, BrmountenHo ¢hunvmupanu tadbmerkn Levitra (Bx. Touka “/Ipyru nexapctaa
u Levitra”).

AKO MMaTe BHE3aITHO BIIOIIABaHE FJIK 3ary0a Ha 3peHne, CrpeTe /1a B3eMaTe Levitra u ce cBbpikeTe
BeaHara ¢ Bamus siexap.

Jlena v roHOIUM
Levitra He e mpenHa3HadYeHa 3a yrmoTpeda OT el WK I0HOMIHN 1o 18-ToAuIHa Bh3pacT.

JApyru nexapcrBa u Levitra

HNudopmupaiite Bamms rekap uiam dpapMarieBT, ako H3I0JI3BaTe, HACKOPO CTE M3ITOJI3BAIH HIIH €
BB3MOXKHO JIa U3II0JI3BATE APYTHU JIEKapCTBa, BKIIOYUTETHO JIEKapcTBa 0e3 perenTa.

Hskou nekapcTBa Morart na mpuauHAT IpoOIeMH, 0COOSHO CIIETHHUTE:

HutpaTn, mekapctBa 3a cteHOKapaus (TphaHa jkaba) Wiw JiekapcTBa, KOUTO OCBOOOKIABAT a30TEH
OKCHJ, KaTo amru1 HUTpHT. Kato B3emaTte Te3m JiekapcTBa ¢ Levitra BameTo kpbBHO HajIsITaHEe
MO’Ke 3HaYUTETTHO Aa ce mosnusie. KoHcyntupaiite ce ¢ Bamms nexap npenu aa B3emere Levitra.
JlexapcTBa 3a JiedeHNe Ha apUTMUS, KaTO XUHUAMH, TPOKaWnHAMHU/I, aMHOJapOH UIIH COTAIIOI.
PuronaBup wiu nHauHaBup, Jiekapersa 3a XMB. KoHcyntupaiite ce ¢ Bamus nekap npeau na
B3emere Levitra.

KerokoHna3zon minm uTpakoHa30d1, IEKapCTBa CPelry rbOnIKy.
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- EpuTpoMHITUH WK KIAPUTPOMUIIMH, MAKPOIHTHA aHTHOWMOTHIIN

- Anda-01okepu — BU JeKapCcTBa, U3MOJI3BAHM 32 JICUeHHE Ha BUCOKO KPHBHO HANISTAHE U
yrojeMsBaHe Ha IpocTararta (KaTo J00pOoKauyeCTBeHA IMPOCTATHA XUTIECPILIA3HS).

- Puonuryar.

He uznon3Baiite Levitra TabneTku, AUCIIEPTUpAIIH Ce B yCTaTa, B KOMOMHAIMA C HUKAKBH JAPYTH
Cpe/ICTBa 3a JICUCHHE Ha epeKTIIa TUCcyHKIM, HanmpuMep BCUuku naxuoutopu Ha PDE 5, BkimrountenHo
Levitra puamupanu TabIreTKu.

Levitra ¢ XxpaHa, HAMUTKH H AJTKOXO0JI

- Bue moxe ma B3emare Levitra TabieTku, qucieprupalin ce B ycTara, CbC WK 0e3 XpaHa, HO He
MpHeMaiTe ToBa JIEKapCTBO C TEYHOCTH.

- He mmiite cok ot rpeindpyT, koraro nmpuemare Levitra. Toi Moxke 1a MoBIHsAe HAa OOMIAHIS
e(exT Ha JIEKapCTBOTO

- AJKOXOJIHUTE HATIUTKXA MOTAT JOMBIHATEITHO J1a 3aTPYIHST NOJTy4YaBaHETO Ha SPEKITHSL.

bpemMeHHOCT U KbpMeHe
Levitra He e mpenHa3Ha4YeH 3a yHoTpeda OT )KEeHH.

lodupane u padoTa ¢ MAIIUMHH
Levitra Mo>xe J1a MpUYUHE 3aMaiiBaHe MPH HAKOHM XOPa U JIa 3acerHe TIXHOTO 3peHue. AKO HMaTe
CBETOBBLPTEIK WITU IIPOMEHH B 3pEHUETO clie]] IIpueM Ha Levitra, He modupaiite u He paboTeTe ¢ MAIIWHA.

Levitra 10 mg Ta6.aeTku, IMCHEPrupanIM ce B YCTaTa ChAbPIKA acnapTaM H COPOUTOI.

- AcrmapTaMbT IpeICTaBIIsIBa M3TOUYHHK Ha (eHmTananiuH. Moxe 1a e BpeeH 3a Xxopa ¢
(heHUKEeTOHYpHSL.

- CopOuron: ako Bammsat nexkap Bu e ka3ai, ye mMaTe HETIOHOCUMOCT KBbM HIKOH 3aXapH,
HIOCHBETBANTE CE C HETO, IIPEIH J1a B3EMETE TO3U IPOAYKT.

3. Kak n1a npuemarte Levitra Ta0dJjieTKu Aucneprupaniy ce B ycrara

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTO Bu e kazanm Bammst nexap. AKo HE CTe CHTYpHH B
Hello, monurtaite Bamms nexap nim dapmarest. [Ipenmopruntennara go3za e 10 mg.

ITpuemete Tabnetka Levitra okoso 25 1o 60 MuryTH npeau moyioB akT. ChC CEKCYaTHO CTUMYIIHPAHE
MOJKe Ja MTOJTydnTe epeKLs OT 25 MUHYTH 10 YETHPH - TIET Yaca cie mpreMa Ha Levitra.

- W3Banere aucneprupamniara ce B ycrara TabjaeTka oT OJrcTepa HeIoCpeICTBEHO MPE/IH 1a 5
noreyiHere. Che CyXu pblie HATUCHETE BHUMATEIHO, 32 J1a U3BaIUTE €JHa TabJeTKa B phKaTa CH.
He uynere TabneTkara.

- IMocTaBeTe 1s1aTa qUciepryupaia ce B ycrara TabjaeTka BbpPXY €3MKa CH, KbAETO T IIe Ce pa3ToNu
3a HAKOJIKO ceKyH/u. Ciel] ToBa st NperThTHETE ChC CIIOHKA. Jlucneprupaiara ce B ycraTa
TabJileTKka He TPSOBa J1a ce MpreMa C TeIHOCTH.

=T
=
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He npuemaiite Levitra Ta0dieTku, Iuceprupaiim ce B ycraTa, 3a¢IHO ¢ HIKakBa apyra opma Ha
Levitra.

He npuemaiite Levitra moBede oT eIWH ITHT JHEBHO.

YBenomere Bamus nekap, ako cuuTaTe AeMCTBHETO Ha Levitra 3a mpekayeHo CHITHO WiH citabo. Toit mim
Ts Moke 1a Bu mipemoxu paznmdana ¢popma Ha Levitra ¢ paznidHa 103a, B 3aBUCHMOCT OT TOBa KaKbB
edexT nma ipu Bac.

AKO cTe mpHeJIH moBeve 0T HeoOxoauMaTa q03a Levitra

MpbikeTe, KOUTO ca MpHeTr MHOTO TIoBeve Levitra, MoraT Jia moJryyaT rmoBede HeKeIaH! PeakIiy WId J1a
uMaT cuiTHa 6oJka B Tbp0Oa. AKo cTe mpuenn moBede Levitra ot mpeanrcanara 103a, yBeaoMmeTe Bamms
neKap.

AKO MMaTe HIKAKBU JIOITBIIHUTEIHN BHIIPOCH, CBHP3aHHU C YIIOTpedaTa Ha TOBa JICKApCTBO, MOMHUTAaTe
Bammst nekap nau papmarieBT.

4, Bb3MOKHU HeKeJIaHH peakluu

Kakro Bcnuku jekapcTBa, TOBa JISKaPCTBO MOXKeE Ja IIPEIU3BUKA HEXXEJIAaHU PEAKLIUH, BBIIPEKH Y€ He
BCEKU I'l ToJy4yaBa. IloBedeTo oT TSX ca JIEKH WIH YMEPEHO U3Pa3eHH.

Hsxown manmeHTn IMaT 9aCTUYHO, BHE3AITHO, BPDEMEHHO WIIN TTOCTOSHHO BJIOIIABAaHE MM 3ary0a Ha
3peHUeTo Ha eqHOTO WK nBeTe oun. Cripete mprema Ha Levitra n He3abaBHO ce cBbp)keTe ¢ Bamms
JeKap.

CrobmaBa ce 3a BHE3aITHO HaMaJlsiBaHe WiIH 3ary0ba Ha ciryxa.

BeposiTHOCTTa OT MosTyyaBaHe Ha HEXKEIAaHa PEakLys € ONMCcaHa Ype3 CICIHUTE KaTerOpuu:

MHoro 4ecTu:
Morar jia 3acernat rnoseue ot Ha 10 motpeburenu
- I'maBoOonue

Yecru:

Morar jaa 3acertar fo 1 Ha 10 morpeduTenu
- CseroBBpTEXK

- 3auepssiBaHe

- 3amymBaHe Ha HOCA WK Xpema

- CromamrHo pa3cTpoHCTBO

Heuecru:

morar jaa 3acersar o 1 va 100 motpedurenn

- Orok Ha KOKaTa U JIUTABULUTE, BKIIFOYUTEIHO OTOK Ha JIMLETO, YCTHUTE WU I'BPIOTO.

- Hapymenus Ha cbHS

- 3tpbnBaHe u HapylleHa CETUBHOCT 32 AOIHP

- CbHIHBOCT

- IIpomenu B 3peHHETO, 3aUepBsiBAHE HA OUUTE, IPOMSHA B LIBETHOTO BIXKAAHE, OOJIKH U AUCKOMMOPT B
OYHTE, YyBCTBUTEIHOCT KbM CBETJIMHA

- 3BbBHTCHE B YIINTE, CBETOBBPTEX

- YckopeH myJc, cbpreOueHe

- 3amyx
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- 3amymeH HOC

- Kucenunu, ractput, KopeMHa 60jIKa, JHapHsi, IOBPBIaHe; 0010 HepasmoIoKeHne (2adene), CyxoTa
B ycTara

- lloBuienn HUBa Ha YEPHOAPOOHUTE EH3UMHU B KPHBTa

- OOpus, 3adepBsBaHe Ha KOKaTa

- bonku B rpp0a WK MYCKYJIUTE, TIOBHIIIABAHE B KPHBTA HA MYCKYJICH €H3UM (Kpeamunpocghokunasa),
CKOBaHOCT Ha MYCKYJIUTE

- YabIDKeHa epeKuust

- Duznyuecko HEPa3MOJ0KEHNE

Penxn:

morart ja 3acerrar 10 1 Ha 1 000 morpeduren

- Bwn3nanenue Ha ounte (KOHIOHKMUBUM)

- AneprudHa peakifus

- besnoxoiicTBo

- Ilpunagpk

- Awmuesus

- I'spu

- TloBuiieHO BHTPEOUYHO HANSATAHE (21ayKoma), 3aCHIICHO ChII3EHE

- EdexTn BppXy cHpIIETO (KaTO ChpAedeH HHPAPKT, IPOMSIHA B PUTHMa Ha CHPIIETO WU CTEHOKAP.IUs)
- BuCoOKo nim HUCKO KPHBHO HaJISITaHE

- KwpBene ot Hoca

- EdexT BbpXy pe3ynraTute OT KpbBHHU TECTOBE 32 MPOCIEASIBaHE HA YePHOAPOOHATA (PYHKIIHS
- UyBCTBHTENHOCT Ha KOKaTa KbM CIIbHYEBA CBETIIHHA

- bonesHena epexuus

- bonku B repaute

MHOro peiku HJIH ¢ HeM3BeCTHA YecToTa:

Morar j1a 3acerrar mo-manko ot 1 Ha 10 000 moTpeOuTenu wim OT HATMYHUTE JaHHA HE MOXe J1a Obe
HalpaBeHa OLCHKA

- KpsoB B ypunara (xemamypus)

- KpwBomsnuB B nieHnca (xemopazus 6 nenuca)

- Hanwmume Ha KpbB B CEeMEHHATa TEUHOCT (XeMOCnepmust)

Chol0uaBaHe HA HeXKEJIAHHU PeaKIUu

AKO TIONTyuYHTe HAKAKBU HEXKETaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnn apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJaH! peakinyd. MoxeTe ChIIo /1a
CHOOIIUTE HEXKEJIAHHU PEaKIINU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo chobmiaBaTe He)XENaHN peaKIMK, MOXKETE J1a aJIeTe CBOSI IPUHOC 3a MOTydaBaHe
Ha roBeve HHpOpMaIrs OTHOCHO 0€30aCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak n1a cexpansiBate Levitra

I[a C€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a AC€Ia.

He usmnon3Baiite TOBa JIEKapCTBO CJIe CPOKA HA TOAHOCT, OTOEIs3aH BbPXY KapPTOHEHATA OIMaKOBKa CJIe]I
»l ofeH 10”. CpoKBT Ha TOAHOCT OTTOBAPS HA IMOCISTHIS ICH OT IIOCOYCHHS MECEII.

I[a C€ CbXpaHsABa B OpUTI'MHAJIHATA OITaKOBKaA, 3a Aa CC€ MPEAIIasu OT CBETJIIMHA U BJiara.
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He uzxBbpsiiTe nekapcTBaTa B KaHAIMU3AIMATA WK B KOHTEHHEpa 3a JOMAaITHU oTHaabIu. [lonuTaiite
Bamus ¢apmanieBT Kak a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3Moi3Bare. Te3u MepKu 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATa Cpefa.

6. Cun;pmarme Ha OIMAKOBKATa U N1O0IIbJHUTEC/IHA HHq)OpMaHHH

KakBo cbabpiKaT IUCIEPrupaniuTe ce B ycraTa Tadaerku Levitra

- AKTHUBHOTO BEIECTBO € BapaeHadwmI. Beska gucneprupaiia ce B ycrara TadieTka, Chabpxa 10 mg
BapaeHahWI (KaTO XUAPOXIIOPHT).

- Hpyrure cbecTaBKu ca: Marae3meB creapar, acmaptam (E951), mentoB apomar, marurton (E421),
copburoit (E420), KpoCTIOBHIOH ¥ CHIIMIINEB THOKCHI, KOJIOUIEH XHIpaTUPAH.

Kak u3rae:xna Levitra 10 mg Tad/ieTKy, TMCIEPrUPAIIM Ce B yCTATA U KAKBO ChAbP:ka 0NMaKOBKaTa
Hucneprupammre ce B ycrara Tabnetku Levitra 10 mg ca kpbraum u 6enu. [lpearar ce B OnakoBKH 110:

1 x 1 gucnieprupama ce B ycrara TabieTka B nephopupaH eIHOA030B OIUCTEP OT ATyMUHHNA/aTyMUHUH,

2 x 1 gucrieprupariy ce B ycrara TaOJIeTKH B TepGOpHUpaH eIHOI030BH OIHCTEPH OT
ATYMUHHH/aIlyMAHUH,

4 x 1 qucnieprupamy ce B ycrara TabJIeTKu B mephoprupann eAHOA030BH OIUCTEPH OT
ATyMUHHH/alyMAHUH,

8 x 1 nucnieprupamu ce B ycrata Ta0IeTKu B epQopHpaHu eIHOI030BH OIHCTEPH OT
ATyMUHHUH/ Ty MAHUH.

He Bcuuku Bu0BE OMAKOBKM MOTaT Ja ObAaT IMyCHATH B Mpoiaxoa.
IIpure:xkaTes Ha pa3pelIeHHETO 32 yNOoTpeda U MPOU3BOAUTEN:

[Iputexaren Ha pa3pemieHHETo 3a yrnorpeda
Bayer AG

51368 Leverkusen

I'epmanus

[IpousBoauren

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'epmanus
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3a mombIHHUTENHA WH(GOPMAIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE CE C JIOKATHUS TPEICTaBUTEN

Ha MPHUTEXKATEIS Ha pa3pelieHueTo 3a yrnorpeba:

Belgié/Belgique/Belgien
Bayer SA-NV

Tél/Tel: +32-(0)2-535 63 11
Bbbarapus

Baiiep bearapus EOO/]
Ten.: +359-(0)2 81 401 01
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
EAMGdo

Bayer EAAdc ABEE

TnA: +30 210 61 87 500
Espafia

Bayer Hispania S.L.

Tel: +34-93-495 65 00
France

Bayer HealthCare

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

Bayer d.o.o.

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

Bayer Limited

Tel: +353 1 2999313
Island

Icepharma hf.

Simi: +354-540 8000
Italia

Bayer S.p.A.

Tel: +39 02 397 81
Kvmpog

NOVAGEM Limited
TnA: +357 22 48 38 58
Latvija

SIA Bayer

Tel: +371 67 845 563

Lietuva

UAB Bayer

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

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

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

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

Bayer B.V.

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

Bayer AS

TIf: +47-23 13 05 00
Osterreich

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

Bayer Sp. z 0.0.

Tel.: +48 22 572 35 00
Portugal

Bayer Portugal, Lda.

Tel: +351 21 416 42 00
Roménia

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.0.

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

Bayer Oy

Puh/Tel: +358-20 785 21
Sverige

Bayer AB

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

Bayer plc

Tel: +44 (0) 118 206 3000

JlaTa HA MOCJIeHO Mpepa3sriiexaane Ha JucToBkara {mecen I'TTT}.
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JApyru u3rounuum Ha uHdopmaums
ITonpoOHa uHpOpMaIKs 3a TOBa JICKAPCTBO € MPEJAOCTaBeHa Ha yeOcaiTa Ha EBporelickara areHIus 1o
nekapcTrara http://www.ema.europa.eu
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