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. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsika Tabsetka ot 5 Mg punMupanu TabneTku chabpxka S mg BapaeHadun (vardenafil) (karo
XUAPOXIIOPHI).

Bcsika tabserka ot 10 mg duamupanu tabietku cbabpika 10 mg Bapaenadun (vardenafil) (kato
XUAPOXIIOPHI).

Bcesika tabietka ot 20 mg ¢unmupanu tabietku cbabpka 20 mg Bapaenadun (vardenafil) (kato

XUAPOXIIOPHT).

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEILIECTBA BIKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ouamupana TablIeTKa.

Levitra 5 mg ¢punmupanu TabaeTku
Kpsrim opamkeBu TabneTkn, o3HadeHu ¢ Kpbeta HAa BAYER ot ennaTa ctpana u “5” oT apyrara cTpasa.

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 epeKTHITHA TUCHYHKIHUS ITPH BB3PACTHH Mbxke. EpexTuiinara quchyHKus e

HEBB3MOXKHOCTTA Ja C€ IIOCTUTHE WJIN IMOAABPKA €PEKIUA HAa IICHHCA, HCO6XOI[I/IMa 3a YCIICHICH I10JI0OB
aKT.

3a na 0pae edexTrBHA Levitra € HEOOXOIUMO CEKCYATHO CTUMYJTHPAHE.

4.2  Jlo3UpoBKA U HAYUH HA MPHUJIOKEHUE

AO3I/IQOBK3

Ynompeba npu ev3pacmnu mwoice
IIpenmopruBanara go03a ¢ 10 mg, mpueTa ciopen HyXKAUTE MPUOIU3UTEIHO 25 10 60 MUHYTH TIpeau
CEKCyaJlHa aKTHBHOCT. Bb3 0CHOBa Ha eprKacHOCTTa U IIOHOCHMOCTTA J103aTa MOXKE Ja C€ MOBHIIH JI0



20 mg mim na ce Hamanu A0 S5 mg. MakcuMaiHaTa mpernopbyBaHa go3a ¢ 20 mg. [IpenopruBaHara
MaKCHMaJTHa YecTOTa Ha MPUJIOKEHHE € €NH BT JHEBHO. Levitra Moxke fja ce mprema ¢ mim 6e3 xpaHa.
Hauanoto Ha neiictBre Moxe fa Ob/1e 3a0aBeHO, aKO ce MpHeMa ¢ XpaHa ¢ BUCOKO ChAbP)KaHHE Ha
Ma3HHWHH (BX. Touka 5.2).

Cneyuannu nonyrayuu

Hayuenmu 6 cmapuecka 8v3pacm (>65 200uni)

He ce u3uckBar KOpeKIMH Ha J103aTa IPU MBXKE B CTApUECKa Bh3pacT. BBIPeKky ToBa eHO yBEIMUCHHE
Ha J03ata 10 MakcumyM 20 mg Tpss6Ba 1a ObJie BHUMATEIHO OOMHUCIICHO B 3aBUCUMOCT OT
WHIUBUyalTHATAa TOHOCUMOCT (BXK. TOUKH 4.4 1 4.8).

Yepnoodpobduo yepescdarne

HauanHa m03a ot 5 mg TpsiOBa Ja ce mpuiiara MpH MaliueHTH C JIEKO U YMEPEHO Y€PHOPOOHO YBPEKIaHEe
(Child-Pugh A-B). B3 ocHOBa Ha MIOHOCHMMOCTTA U €(MKACHOCTTA J[03aTa B ITOCIEACTBIE MOXeE Ja ObIe
noBuieHa. MakcuMaaHaTa npernopbhyuBaHa J103a MPH MAIUSHTH C YMEPEHO YE€PHOAPOOHO YBPEIKIaHE
(Child-Pugh B) e 10 mg (Bx. Touku 4.3 u 5.2).

bvbpeuno yspesicoane

He e HeoOxoamma KOpeKITHs Ha 103aTa MPH MAIMCHTH ¢ JIEKO 0 YMEPEHO ObOPETHO YBpEKIaHE.

IIpu marueHTH ¢ TeKKO 0BOpeuHO yBpekaane (KpeaTHHUHOB KIUpBHC <30 ml/min) e HeoOXomuMo 1a ce
NPWIIOKH HavdallHa J1o3a oT 5 mg. B3 0cHOBa Ha TOHOCHMOCTTA U e(PUKACHOCTTA J03aTa MOXKe Jia Objie
nosutmieHa 1o 10 mg u 20 mg.

[leduampuuna nonynayus
Levitra He e moka3aHa mpu juria o 18-rogumnraa Bp3pact. HaMa moaxoasmy moka3aHus 3a ynorpeda Ha
Levitra npu mera.

Ynompeba npu nayuenmu, ynompebssawu opyau i1exapcmeeni npooyKmu

Eonoepemenna ynompedba na CYP3A4 unxubumopu

Jlo3ara Ha BapaeHadwt He TPSOBa a MpeBUIIaBa 5 mg, KOoraTo ce n3noia3Ba B komouaanms ¢ CYP3A4
WHXUOUTOPH, KaTO EPUTPOMHUIINH WITH KIIAPUTPOMHUIIMH (BXK. TOUKa 4.5).

Hauun Ha npusiokeHue
3a mepopatHo MPUIIOKEHUE.

4.3 TIpoTuBOMOKA3AHUS

CBpPBXUyBCTBUTETHOCT KbM aKTHBHOTO BEIECTBO MIIM KBM HAKOE OT IMTOMOIIHHUTE BELIECTBA, M30POCHH B
Touka 6.1.

EnHoBpeMeHHOTO NpMIIOKEHUE Ha BapaeHA(UI C HUTPATH WM JIEKapCcTBa, OCBOOOXK IABAIN a30TeH
OKcH (KaTo aMIJI HUTPHT) IO BCsIKakBa (hopMa, € MPOTHBOITOKa3aHo (BXK. Touku 4.5 u 5.1).

Levitra e mpoTnBOMNIOKa3aHa MY MAIUEHTH, KOUTO UMAT 3ary0a Ha 3p€HHETO Ha €JHOTO OKO, BCIIE/ICTBHE
Ha He-apTepUUTHA MMpeaHa ucxemuyna ontrdHa HeBponatws (NAION), He3aBUCHMO JaJId TO3HU €ITU307 €
CBBP3aH WM HE ¢ MIPEAIIecTBaIa eKCIo3UITNsI Ha HHXUOuTOp Ha dhochommectepasa 5 (PDES) (Bx. Touka
4.4).

JlekapcTBEHUTE MPOAYKTH 32 JICUCHUE HA epeKTHITHATA TUCHYHKIIUS 1O TPABHUIIO HE TPsOBa 1a ce
U3MOJI3BAT MPU MBXKe, IPU KOUTO HE Ce MPETNophiBa CEKCyalHa aKTUBHOCT (HAIpUMep MAIUCHTH C TEKKU
ChPACYHO-CHIOBH HAPYIICHHS, KATO HECTAOWITHA CTEHOKAP NS HITH TEXKKA ChpACYHA HETOCTATHYHOCT
[New York Heart Association III wm IV]).



be3zonacHocTTa Ha BapeHa(I HE € MPOyYBaHa NP CICJTHUTE TPYITU MAIUCHTH U CIICAOBATEITHO

HeroBara ynorpeda € MpoTUBOIIOKA3aHa, JIOKAToO He Ce MOMYYH JOIBIHUTEIHA HH(DOPMAIIHS:

- TeXKo depHoapooHO yBpexkmane (Child-Pugh C),

- KpaeH cTaauii Ha O0pedHo 3a00JIsIBaHe, KOSTO Hajlara Juainza,

- xunoToHus (KpbBHO Haysrane < 90/50 mm Hg),

- AHAMHECTHYHH JIAaHHH 32 TIPEKapaH CKOPO MHCYIT WIH MHOKapJieH HHPapKT (Tpe3 mocieaHuTe 6
Mecera),

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

EnnoBpemennara ynorpeba aHa BapaeHadui ¢ Mmomuan CYP3 A4 naxuOUTOpH KETOKOHA30IT U
UTpaKoHa3o (repopaiHa ¢popMa) € IPOTUBOIOKA3aHAa IPH MBXKE HAIl 75 TOIWHU.

EnnoBpeMenHoTo m3noi3BaHe Ha BapaeHadwmi ¢ HIV nmpoTeaznn nEXuOUTOpH KaTO PUTOHABHP U
WHIWHABUP € MPOTHUBOIIOKA3aHO, ThI KaTo Te ca MHOTO cHiTHH mHXuOnToprn Ha CYP3 A4 (BX. TOuKa 4.5).

Ennospemennoto npunarane Ha PDES naxuOnTopy, BKIIFOUNTENHO BapAeHA(WI, C TyaHUIAT-IIMKJIa3HA
CTUMYJIATOPH, KaTO PHOIUTYAT, € IPOTHBOIMOKA3aHO, Thil KATO TOBA MOXE /1a IPUIMHA CUMITOMATHYHA
XUTIOTOHUSA (BXK. TOUKa 4.5).

4.4 ChneuuajHu npeaynpe:kIeHus U NpeANa3Hu MePKH NPU ynoTpeda

[Ipenu na ce 3amovHe JieYeHUE C JIEKAPCTBOTO € HEOOXOIMMO JIa e CHEME aHaMHe3a U Jia Ce U3BBbPIIH
KIMHHYCH TIPETIIe], 3a Jla ¢€ JUATHOCTUIMPA ePeKTHIIHATA TUCOYHKIHS U CE OTPEIENIAT MOTCHITHATHUTE
MIPUINHM 32 3a00JIIBAHETO.

[penn na ce 3amoyHe JieueHUE HA €PEKTIITHA TUCHYHKIMS, JIeKapuTe TpIOBa J1a B3eMaT 110]] BHUMaHHe
CBPJICYHO-CHIOBUS CTATyC HAa TEXHUTE MALMEHTH, Thii KaTO CHIECTBYBA PHCK OT CTPpaHa Ha ChPIIETO,
CBBP3aH ChC CEKCyaJHaTa akTUBHOCT (BK. Touka 4.3). Bapnenadun nputexaBa chaopa3mupsBamm
CBOICTBa, KOMTO BOJAT JIO JIEKO U ITPEXOIHO TIOHKAaBaHEe Ha KPHBHOTO HaisATaHe (BX. Touka 5.1).
[ManmenTy ¢ neBokaMepHa 0OCTPYKIMS Ha KPBbBHUS TOK, HAIIP. A0PTHA CTEHO3a M UANONIATHIHA
XunepTpopudHa Cy0aopTHA CTEHO3a, MOTAT Ja Ca YyBCTBUTEIHH KbM AEHCTBUETO HAa BAa30JHIIATaTOPH,
BKITIOUUTENHO (pochonrecTepasHn HHXUOUTOPH THTI 5.

JlekapcTBEHUTE TIPOAYKTH 3a JICUCHUE Ha EPeKTHIHA TUC(YHKIUS TPAOBa /1a ce M3II0I3BaT BHUMATEIIHO
MY MAIUEeHTH C aHATOMHUYHA Ie(opManus Ha rmeHnca (KaTo aHryamus, kapepHo3Ha Gpuodposa nim
Oonect Ha Peyronie), mim npu NaMeHTH, KOUTO UMAT ChCTOSIHUS, TIPeIpasoIaraniy KbM IpHai3bM
(KaTo CHPIIOBHIHO-KIETHYHA AaHEMHSI, MYJITUIUICH MUEJIOM WJTH JIEBKEMHS).

besomacHoctTa 1 ehrkacHOCTTa HAa KOMOWHaIuTe oT Levitra ¢punvupann tabmetku ¢ Levitra
JMCIIEPTUPAIIH C€ B ycTaTa TaOJIETKH WK IPYTH JEUSHHUs Ha epeKTHIHA TUC(YHKIUS HE ca MPOYYBAHH.
[Mopaau Ta3u npuyMHa HE ce MPEnopbhYBa H3MOI3BAHETO HA TAKMBA KOMOMHAIINH.

IToHoCcMMOCTTa KM MakcHUMaliHaTa 032 oT 20 mg Moxke 1a Ob/ie TI0-HICKa MPH MMallieHTH B cTapyecka
BB3pacT (>65 roguan) (BK. Touku 4.2 u 4.8).

Eonospemenna ynompeba na anga-onoxepu

EnmHoBpeMeHHOTO H3MoI3BaHe Ha anda-0okepy 1 BapaeHADII MOXKE J]a JOBEJIe JO CHMIITOMaTHYHA
XHUIIOTOHHS TP HSAKOU MAIIMEHTH, BCIICACTBHE HAa Ba30AMIATATOPHATE €(PEKTH HA JIBETE JICKapCTBa.
EnnoBpemenHo neuenune ¢ BapaeHadw TpsiOBa a 3all09He caMo, aKO MAIMEHTHT € ChC CTaOMIIN3NPAHO
nedeHue c anda-onokep. [Ipu Te3u marueHTH, KOUTO ca CTAOWITHY ¢ JieueHue ¢ anda-oiokep,



Bap/eHadmI TpIOBa J1a 3aI0YHe ¢ Hal-HHUCKATA MPEophyuBaHa HAvYaIHa /1032 OT 5 mg QUIMHUpaHU
TabneTku. BapaeHaduin MoXxe aa ce mpueMa o BCIKO BpeMe ¢ TaMCYIIO3WH Wik andy3o3ul. C apyrure
anda-60Kepu € HeOOXOIUMO pa3lIeiisHe Ha JO3WTE BbB BPEMETO, KOTaTo BapAcHADHUI ce Ipuiara
STHOBPEMEHHO (BX. Touka 4.5). [Ipn Te3u manueHTH, KOUTO Beue B3eMaT ONTUMajTHaTa 1032 BapacHadui,
JiedeHueTo ¢ anda-ookepu TpsiOBa Jia 3aMovHe ¢ Hall-HHUCKa 703a. [locTeneHHOTO MMOBHIIABaHE HA J03aTa
anda-6mokep Moxke 1a ObIe CBHP3aHO C MO-HATATHITHO MOHWKaBaHe Ha KPBBHOTO HaJsATaHE MPU
MAIMEeHTH, IPUeMaIiy BapaeHa(uI.

Eonoepemenna ynompedba na CYP3A4 unxubumopu

EmnoBpemennara ynorpeba Ha BapaeHadwr ¢ moman CYP3 A4 naxuburopu, KaTo HTPaKOHA30I U
KEeTOKOHa301 (1mepopaiiHa ¢popma) TpsioBa Jja ce n30ATBa, Thil KaTO Ce MOydaBaT MHOT'O BUCOKH TTa3MEHHU
KOHIIEHTPAITUH Ha BapaeHa( Wi, ako JIEKapCTBEHUTE MIPOAYKTH ce KOMOMHHpPAT (BXK. TOUKH 4.5 n 4.3).

Mosxe ma 0pae HeoOX0auMa KOPEKIHS Ha J03aTa Ha BapeHa(wI, ako e THOBPEMEHHO Ce ImpuJjara ¢
ymepenu CYP3A4 uaxubutopu, KaTo EPUTPOMHUITIH U KIIAPUTPOMHUITUH (BXK. TOUKH 4.5 1 4.2).

EnHOBpEeMEHHUSAT MpUEM Ha TPEHIIpyT WK COK OT TpenpyT ce OYaKBa Ja MOBHIIH TUIA3MEHHUTE
KOHIIEHTpaIlny Ha BapaeHadwmt. KomOnHaimsaTa TpsioBa na ce n3osrea (Bx. Touka 4.5).

Brusnue evpxy QTc unmepsana

JokazaHo e, ue emHOKpaTHaTa mepopanna fo03a ot 10 mg u 80 mg Bapaenadun yasnkaBa QTc naTepBana
CBHOTBETHO ChC cpenno 8 u 10 msec (Bxk. Touka 5.1). Chimo Taka eqHOKpaTHU 103U OT 10 mg BapaeHadw,
prItokeHu enHoBpeMeHHo ¢ 400 mg ratudIokcanyuH — akTUBHO BetecTBO ¢ mogooeH QT edekrt —
rokasBat gomsaauTeNeH QTc edekT oT 4 msec, B cpaBHEHHE C BCAKO OT T€3W aKTHBHH BEIIECTBA
niootaenHo. KiimanuHoTo 3HaueHue Ha Te3u QT mpomenu He € m3BecTHO (BXK. Touka 5.1).

KnnangyaoTO 3HaYeHNE HA TO3K (aKT HE € U3BECTHO U HE MOJKE J1a C€ OTHECE 33 BCUUYKH MMALMeHTH, [IPU
BCHUYKH OOCTOSITEIICTBA, Thi KaTO 3aBUCU OT MHAMBUIYAIHUTE PUCKOBH (DAaKTOPH U BH3NPUEMUHBOCTA B
JaszieH MOMEHT M IIPU BCEKH OTJEJIEH NMalueHT. JIekapcTBeHu NPOoayKTH, KOUTo yabmkasar QTc
WHTEpBaJia, BKIFOUYNUTEHO BapAeHa(w, € Hall-moOpe a ce n304rBaT MpH ManrueHTH ¢ PICKOBH (DaKTOPH,
HalpuMep XUIIOKaIUeMus; BpoJeHo yabrkaBane Ha QT nHTepBaia; eIHOBPEMEHHO IPHIIOKEHHE Ha
AHTHAPUTMHIYHH JIEKapCTBEHH MPOAYKTH Kiac 1A (Hamp. XHHUIUH, TpokanHaMu), i kiac 111 (samp.
aMHUOJIapOH, COTAJION).

Brusanue evpxy spenuemo

Hapyuienus Ha 3peHHETO U CIyyad Ha He-apTepUHTHA HCXeMUYHA ONTHYHA HeBpomnaTtHs (non-arteritic
ischemic optic neuropathy (NAION)) ca noxiragBanu BB Bph3ka ¢ puema Ha Levitra u npyru PDES
MHXUOWUTOPHU. AHAIHM3H HA JAHHUTE OT HAOIIOACHUETO MMOKa3BaT nosuiieH puck ot octpa NAION mpu
MBXKe ¢ epeKTiuTHa nuchyHKIms cnex ekcrosuiust Ha PDES naxubutopn kato BapaeHadwi, Tagagadpu
u cunaeHadm (k. Touka 4.8). Thif kKaTo TOBa MOXeE /1a € OT 3HAUYEeHHE 33 BCUYKH MAI[UEHTH,
€KCIIOHUPAHH Ha BapAeHadmI, MAHMEeHTHT TPSAOBa Aa ce MOCHBETBA B CiIydyail Ha BHE3AIIHO HApyLIEHUE Ha
3peHUEeTO, 1a cupe Aa B3ema Levitra u BegHara J1a ce KOHCYNITHpA ¢ JIekap (Bk. Touka 4.3).

Bnusinue 8vpxy Kopsenemo

In vitro IpoydYBaHUSATA C YOBEUIKH TPOMOOIIMTH MIOKA3BaT, 4e BapJeHAQHI HE IPUTEkKABA
aHTHArperanroHeH e(eKT, HO MPU BUCOKH KOHIIEHTpAuy (MHOTOKPATHO NPEBUIIABAIIH
TepareBTHYHUTE), BapAeHA(QHI MOTSHIPA aHTHATPETAllOHHNUS e(eKT Ha HATPUEBHS HUTPOIIPYCHI,
JIOHOp Ha a30TeH okuc. [1pu xopa BapaeHad i He BIsie BBPXY BPEMETO Ha KbPBEHE, CAMOCTOATEITHO HITH
B KOMOMHAINS C alleTHICATUIIIOBA KUCeNnHa (BXK. Touka 4.5). Hsama HannmyHa nHDOpManus 3a
0e30IacHOCTTa ClIe/l IPHIOKEHUE Ha BapAeHa(HI IPU MAIMEHTH ¢ HAPYIICHNS B KPbBOCHCHPBAHETO WITU
aKTHBHA NenTH4Ha s3Ba. CrieoBaTetHo BapaeHadw TpsiOBa Jja ce mpuiiara IpH Te3W IMallHeHTH CaMo
clie/l BHUMATEIHA MPEIeHKa Ha OTHOIICHUETO MOJI3a/PHCK.



45 B3aumojeiicTBHe C APYTU JeKAPCTBEHN NPOAYKTH U Apyru popMu HAa B3auMojIeiicTBUe

BrusiHue Ha APYTH JEKapCTBEHU MPOAYKTH BEPXY BapiaeHaduI

In vitro npoyysanus

Bapnenadwr ce MeTabonm3upa IpeIuMHO Ipe3 YepHOIPOOHNTE eH3uMH 1uToxpom P450 (CYP)
nzodopma 3A4, c m3Becrer npuHoc Ha uzodopmute CYP3AS u CYP2C. CnegoBareiHo HHXHOUTOPUTE
Ha Te3W M30€H3UMH MOTaT Jia HaMaJIsIT KIMPhHCA Ha BapJeHa(IIL.

In vivo npoyueanus

EnnospemennoTo npunoxxenne Ha HIV npoteasnusar naxuburop naauHaBup (800 mg Tpu MbTH THEBHO),
motieH CYP3A4 uaxubutop, ¢ BapaeHadui (10 mg punmupann TabJIeTKH), € JOBEJIO A0 16-KpaTHO
nosummaane Ha AUC Ha BapaeHad w1 u 7-kpatHo noBummaBaHe B Chq Ha BapaeHadwr. Ha 24-Tus gac
TUTa3MEHHUTE HUBA Ha BapAeHa(WI ca MOHKEHH MPHOIH3UTETHO 4% OT MaKCUMAITHOTO TNIA3MEHO HHUBO
Ha BapaeHaPI (Cpay).

EnnoBpemeHHOTO npuiokeHne Ha BapaeHadui ¢ puroHaBup (600 mg aBa IbTH THEBHO) BOIH 10
13-kpaTtHo noBumaBaHe Ha Cngy Ha BapaeHadun u 49-kpatHo nosuiinaBane Ha AUC.o4 Ha BapacHa(uII,
KOTaTo ce MpuiIara eAHOBPEMEHHO C BapAeHAQmI 5 mg. B3anMoaeiiCTBHETO € ITOCIIeICTBHE Ha
OJIOKMpaHeTO Ha YepHOIPOOHUS MEeTa0O0JIM3bM Ha BapaeHa(uI OT puTOHaBHp, BUucokoakTuBeH CYP3 A4
UHXUOHUTOP, KoiTO chio maxubupa CYP2C9. PurtoHaBup 3HAUUTEITHO YABJDKAaBa BpEMETO Ha MOTYKUBOT
Ha BapaeHadwi 10 25,7 gaca (Bk. Touka 4.3).

EnnoBpeMenHOTO MprioxkeHnne Ha kKeTokoHaszo (200 mg), momen CYP3 A4 uaxuburop, ¢ BapaeHAPIIT
(5 mg) e noseno po 10-kparHo moeumasane Ha AUC Ha BapaeHad i u 4-kpaTHo mosuiiaBane Ha Cpgy Ha
BapaeHahuI (BX. Touka 4.4).

Bripeku ve crienupuuHu MPOyYBaHUs BBPXY B3aUMOJICHCTBUETO HE Ca MPOBEICHH, TIPH
e€THOBPEMEHHOTO m3moii3BaHe Ha MomHH CYP3 A4 uaxuburopn (KaTo UTPaKOHA30JT) MOXKE JIa CE OYaKBa
NoJly4yaBaHe Ha IJIa3MEeHU HUBA Ha BapJieHa(HII, CPABHUMH C TE3H, IOJyYSHH C KETOKOHA30II.
EnnoBpemennara ynorpe6a aHa BapaeHadui ¢ moutau CYP3 A4 naxuburopu, KaTo UTPAKOHA30I U
KETOKOHA30J1 (TiepopaiiHa yroTpeda), TpsioBa na ce n3osarea (Bx. Touku 4.3 u 4.4). [Ipu BB3pacTHU MBXKE
HaJ 75-TOAMIITHA BH3PACT €THOBPEMEHHOTO M3II0JI3BaHE HA BapJieHA(UII ¢ UTPAKOHA30J HIIH KETOKOHA30
€ TIPOTHBOIIOKAa3aHo (BXK. TOUka 4.3).

EnnoBpemennoTo npuinoxenne Ha eputpoMuriuH (500 mg Tpu meTH gHEBHO), MotieH CYP3A4
nHXHOUTOP ¢ BapaeHadwni (5 mg), e nosemno 1o 4-kpatao noeumasade Ha AUC Ha Bapaenadwn u 3-
KkpatHO noBuniaBaHe B Cnay Ha BapJeHadWI. BIpeku ue He € MPOBEXJaHO KOHKPETHO MPOYYBAaHE 32
B3aUMOJICHCTBUS, TIPY €THOBPEMEHHO TPWIOKEHIE Ha KIIAPUTPOMHITUH MOJXKE JIa Ce 0YaKBa Mo100H0
Brusiane BepXy AUC n Cha Ha BapaeHadmi. Korato ce m3non3sa B komouHamws ¢ ymepen CYP3A4
WHXUOUTOP, KATO EPUTPOMHUITUH I KIAPUTPOMHIIMH, MOKE JIa € HE0OX0IMMO JIo3aTa Ha BapaeHa(w 1a
ce kopurupa (Bx. Touku 4.2 u 4.4). Humeruaus (400 mg 1Ba MTH AHEBHO), HECTICITU(DUUIEH ITUTOXPOM
P450 naxubutop, asma BiustHEE BBpXY AUC u Cpax Ha BapaeHadwI, KOTaTo ce Ipujiara ¢THOBPEMEHHO C
BapaeHadmi (20 mg) mpu 3apaBu 106POBOJIIIH.

CokbT oT rpeindpyT, kato cinad naxudbuTop Ha Metabonmm3ma Ha CYP3 A4 B upeBHaTa cTeHa, MOXKE Ja
JIOBEJIE 10 YMEpPEHO MOBHINIABaHE Ha IJIa3MEHNUTE HUBA Ha BapAeHadn (BXK. Touka 4.4).

dapmakokrHETHKaTa Ha BapaeHadwr (20 mg) He ce MOBINABA OT €IHOBPEMEHHOTO Ipmitoskenue ¢ H2-
aHTaronucrta paauTuauH (150 mg nBa MbTH JHEBHO), TUTOKCHH, BapdaprH, TITHOSHKIAMHA/I, AJIKOXOJT
(cpemHo MaKCHMATHO alTKOXOJTHO ChIbpKaHUe B KpbBTa OT 73 mg/dl) uimm emHOKpaTHH 1031 OT aHTHALIU
(MarHe3neB XHIPOKCHI/ATyMUHHEB XUAPOKCHI).



Bonpeku de cneruduuHu MpoyYBaHUs BbPXY B3aMMOACHCTBUETO HE ca OWIIM IPOBEACHH 32 BCUYKH
JICKaPCTBEHU IIPOAYKTH, IMOIMYIAlIMOHHUAT (DApMaKOKHHETHUYCH aHaIN3 TI0Ka3Ba JIMIICa Ha MOBJIMsABAaHE Ha
(hapMaKOKHMHETHKATa Ha BapJcHA(pHUII OT CIICIHUTE JICKAPCTBA, IPUETH €IHOBPEMEHHO:
arerwicaymnmiona kucenuna, ACE-uaxuburtopu, 6era-0okepu, cimadbu CYP3 A4 naxudburopw,
JUYPETHIIN U JIEKAPCTBEHH MTPOAYKTHU 32 JIeUueHHE Ha AuabeT (CyadaHunypelHu JieKapcTBa 1
MeThopMuH).

Binsnue Ha BapaeHadua BEPXY APYTUTE JEKAPCTBEHU TPOAYKTH
Hsma nannm 3a B3auMoieficTBreTo Ha BapaeHadmi u Hecrieruuaau GocdoruecTepasHi HHXHOUTOPH
KaTo TeO(WINH WIN AUTAPHUIAMOIL.

In vivo npoyueanus

B npoyuBane Ha 18 3mpaBu 70OPOBOIIN MBKE HE € HAOMIOAaBaHO IMOTEHITMPAaHE Ha MOHMKABAITUI €(heKT
BBPXY KPBBHOTO HaJIsTaHE HAa CYOJMHTBATHO MpHIoKeH HuTporimuepud (0,4 mg), korato BapaeHahUI
(10 mg) e mpuIoXeH Ha pa3IMIHA MHTEPBAIK OT BpeMme (0T 1 yac 1o 24 vaca), Ipean aa ce IpreMe
no3ata HuTporymiepuH. Bapaenadmn 20 mg ¢uivmupanu TaOJIETKH MMOTEHITMPa XUTTOTEH3UBHISI €PEKT Ha
cyonmarBaang HUTporaunepuH (0,4 mg), B3eT 1 nim 4 gaca cnes MPHIIOKEHUETO HAa BapAeHAIIT IpH
3JIpaBH JIMIA HA cpeJiHa Bh3pacT. He e HaOmo1aBaH eekT BhPXY KPhbBHOTO HAJIATaHE, KOTaTo
HUTPOTJIMIICPYH € TIpHeT 24 Jaca ciien MPIIOKEHUETO Ha eHOKpaTHA 103a BapaeHadmit 20 mg
ummupanu Tabnetkn. Hama naopMarus 3a Bb3MOKHO TIOTCHIIMPAHE Ha XATIOTEH3UBHAUTE e(PeKTH Ha
HUTPATUTE OT BapJieHa(HII IPH NAMEHTH U CJISIOBATEITHO €IHOBPEMEHHOTO U3IIOJI3BAHE €
MIPOTHUBOITOKA3aHO (BXK. TOUka 4.3).

Hukopanmun e xubpua Mexxy akTHBaTOp Ha KalneBus KaHan u HuTpat. [lopaan HuTpaTtHaTa cu
KOMIIOHEHTA ChIIECTBYBa BH3MOKHOCT 332 CEPHO3HO B3aMMOJIEHCTBHE C BapIeHA(DWIL.

Tbii KaTO MOHOTEpanusITa ¢ anda-oJokep MOKe J1a TPUINHHA U3PA3CHO MOHMKABaHE HA KPHBHOTO
HaJIsTaHe, CTICIHATHO OPTOCTATUYHA XUTIOTOHUS M CHHKOII, TPOBEJICHH Ca MPOYYBAHHS BHPXY
B3aUMOJICHCTBUETO ¢ BapcHadwI. B 1Be MpoydBaHus HA B3aMMOJICHCTBHETO ChC 37]paBH HOPMOTCH3UBHU
nmoOpoBonmy cien popcupana TUTpays ¢ anda-6I0Kepu TaMCYIO3WH WIIA TEPAa303HH, C BUCOKHU J03H €
JIOKJIa/IBaHA XUTOTOHHUS (B HAKOU CIy4Yad CHMITOMATHYHA) B 3HAYHTEIICH OpO¥i JHIIa Clie/T € THOBPEMEHHO
npuiiokeHue Ha BapaeHadwi. Cpex numara, JIeKyBaHU C TEPa30LWH, € HaOIf0JaBaHa T0-4eCTO
XUIOTOHHMS, KOTaTO BapaeHA(pHI ¥ TEPA303UH ca MPUIaraHu ¢HOBPEMEHHO, B CPABHEHHUE ChC CITYJYanTE,
KOTAaTO JIO3UPAHETO € PA3JICIICHO OT 6-4acOB MHTEPBAJ OT BPEME.

B®3 ocHOBa Ha pe3ynTaTHTE OT IPOYYBAHUS HA B3aUMO/ICHCTBUETO, IIPOBENICHN C BapAeHA(QHI U
MaIUeHTH ¢ Jo0poKavyecTBeHa pocratHa xumepruasus (JI1X) ra crabunHa Tepanus ¢ TaMCyII03H1H,
TEpa303H WIH aja(y303HH:

o Koraro Bapaenadun (punmupann tabneTkn) e mpriarad B go3u 5, 10 wim 20 mg npu crabmitHa
Tepamnus ¢ TAMCYJIO3HH, HIMa CUMIITOMATUYHO TOHM)KaBaHE HA KPbBHOTO HAJIATAHE, BBIIPEKU 4e
3/21 nexyBaHM C TaMCYJIO3UH MALMEHTH Ca C IPEXOAHO CUCTOINYHO HAJSTaHE B U3IPAaBEHO
MOJIOKEHUE TO-HUCKO OT 85 mmHg.

o Koraro Bapaenadun 5 mg (punMupann TabIeTKH) € pUiIarad eJHOBPEMEHHO C TEPa30IuH 5 Min
10 mg, equn oT 21 ManMEeHTH € ChC CUMIITOMATHYHA OPTOCTATHYHA XUITOTCHCHS. XHUITOTOHHS HE €
HaOII0JaBaHa, KOraTo BapaeHa(wI 5 mg ¥ Tepa3olHH ca MPUIaraHu ¢ MHTEPBaI OT 6 Yaca MeXIy
OTIEITHUTE J03H.

o Koraro Bapaenadun (punvupanu TabieTkn) e npunarad B qo3u S5 wiu 10 mg npu crabrHa
Tepanus ¢ angy3031H, HIMa CUMIITOMAaTHYHO OHI)KaBaHE HA KPBBHOTO HAJISITaHE B CPABHEHHE C
ianeoo.



CremoBaTelHO €IHOBPEMEHHOTO JIeUeHHE TPSOBA Ja 3a[I0YHE CaMO aKo MAIMEHTHT € CTAOUITU3UPaH C
nedeHueTo ¢ anda-omokep. [Ipu Te3n marueHTH, KOUTO ca CTaOMIIM3UPAHH C JICUeHHe ¢ anda-0aokepH,
BapieHad I TpIOBa Jla 3aI0YHe ¢ Hal-HUCKAaTa MpernophuBaHa HavailHa jo3a 5 mg. Levitra Moxke 1a ce
MpHJIara o BCSKO BpeMe ¢ TaMCYI03uH win andy3o3ud. C apyrure anda-o1okepu € HeoOX0IuMO 1a UMa
UHTEPBAJ OT BpeMe MEXIy OTJICITHUTE JIO3H, KOTaTo BapeHa(pHII ce IPEANICBa eTHOBPEMEHHO (BXK.
Touka 4.4).

Hsama 3naunTenHn B3anMozeicTBrs, Korato BapdapuH (25 mg), koiito ce metobomusupa upe3 CYP2C9,
win qurokcud (0,375 MQ) e nprioxeH eqHoBpeMeHHO ¢ BapaeHadwi (20 mg GpunMupasu TabIeTKN).
OTtHocuTenHaTa OMOHATMYHOCT Ha TIuOeHKIaMuz (3,5 mg) He ce MOBIMABA, KOTATO €JHOBPEMEHHO €
npunoxkeH BapaeHadmr (20 mg). B cennduaao ipoyyBaHe MpH MalMEHTH ¢ XATIEPTOHUS, KbIETO
BapaeHadni (20 mg) e mpuIIoXKeH eTHOBpEMEHHO ¢ HIu(eInuH che 3a0aBeHo ocBoOOxkaaBane (30 mg
i 60 mg), € yCTAaHOBEHO JIOMMBIHUTEIHO PEIyNHpaHe Ha CHCTOIMYHOTO HAJsTaHe B MOKOoH ¢ 6 mmHg u
JIMACTOJIMYHOTO KPBBHO HAJATAaHE B MOKOW ¢ 5 mmHg, npuapyxeHo oT MOBUINIaBaHE HAa ChpJeYHATA
yecToTa ¢ 4 ynapa/MuH.

Koraro Bapaenadun (20 mg hunmupanu Ta0IETKH) U ATKOXO0I (CPETHO MAaKCHUMAaTHO aIKOXOJTHO
cpabpkanue ot 73 mg/dl) ce mpuemar 3aeqHO, BapaeHApWIT HE TOTEHIMPA ePEeKTUTE Ha aIKOX0Ja BEPXY
KPBBHOTO HaJISITAaHE U ChpJIeYHATa YeCTOTa, U (JapMaKOKMHETHKATa Ha BapJeHa(HI He ce IPOMEHSI.

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

Puornuryar
[IpenKIMHUYHY IPOYYBAHUS TOKA3BAT JOITBIHUTEICH e()EeKT Ha MOHMWKaBaHe HAa CHCTEMHOTO KPbBHO

Hajsrane, korato PDES naxuburopu ce KOMOMHHApAT C pUOIUTYaT. B KITMHUYIHY MPOYYBaHUS €
JTOKa3aHo, 9e pUOITUTYaT IOTeHIUpa XuroTeH3uBaUTE epektr Ha PDES maxubutopure. Hama manam 3a
OJyraronpusTeH 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 He e moka3aHa 3a ynorpeba ot )xern. Hsima npoydBaHus 3a mpriIoXeHe Ha BapaeHaDUI MpH
OpeMeHHU >xeHH. HsiMa HalTMYHU JaHHW OTHOCHO (DepTHITUTETA.

4.7 EdexTu BbpXY cioco0HOCTTA 3a modupaHe U padoTa ¢ MAIIMHU
He ca mpoBenenun npoyuBanns 3a eheKTUTE BHPXY CIOCOOHOCTTA 32 Mo HpaHe U paboTa ¢ MaITHHH.

TBii KaTO TIPU KIMHUYHHUTE TIPOYYBAHUS C BapaeHADUI ca HAOII01aBaH! CBETOBBPTEK U HAPYILICHHS B
3pEeHHUETO, MaUEeHTUTE TPsIOBa Ja ca CUTYPHHU Kak pearupar Ha Levitra, mpenu aa modupart uiu padboTsaT
C MallWHY.

4.8 Hexenanu JeKapcTBEHH PeaKIuu

Pesrome Ha mpoduna Ha Ge3zomacHOCT

HexenanuTe peakimu, CbOOIIECHN B KIIMHNYHN U3MHATBaHMS ¢ Levitra dbuamupann tadnerku wm 10 mg
TabNEeTKH, JUCTICPTUPAIIH CE B ycTaTa, OOMKHOBEHO ca OMITU MPEXOHH U JIEKH JI0 YMEPEHH T10 CBOSITA
chInHOCT. Haii-uecto chobiaBaHaTa HeXxellaHa JIeKapCTBEHA peakius, KOoSITo ce € mossuia npu > 10% ot
MalyeHTUTE, € rJ1aBo0oJIHeE.




CruchbK Ha HEXKCIAHUTE PCAKIIMHU B TaOJIMYEH BU

Hexenanute peakiuu ca u3dpoenu mo yecrtora no MedDRA: muoro gectu (>1/10), yectu (>1/100 no
<1/10), megectn (=1/1 000 no <1/100), peaxu (=1/10 000 mo <1/1 000) u ¢ HeM3BecTHA YecTOTa (OT
HaJMYHATE JaHHU HE MOXKe Ja ObJe HalmpaBeHa OICHKA).

[Ipu Besiko rpynupaHe B 3aBUCHMOCT OT YeCTOTaTa, HeXKeJIaHUTE PEakIui ce N30posSBaT B HU3XOIAI] Pel
110 OTHOIIICHNE Ha TAXHATA CEPHO3HOCT.

JloknagBaHu ca CIIETHUTE HEXKEIIAHU PEaKIIHN:

Cucremo- MHoro YecTn Heuectu Peaxn C HeusBecTHa
Opranen Knac YecTH (> 1/100 mo (> 1/1 000 mo (>1/10 000 1o | uecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (OT HATMYHKTE
JTAHHHU HE MOXe
na Obae
HalpaBeHa
OTICHKA)
Nndexnun u KoHroHKTHBUT
uHbecTaunu
Hapyumenust Ha AneprudeH Anepruyna
HMYHHATa OTOK U peakuus
cucTemMa AHTHOHEBPOTH-
YeH OTOK
Ilcuxuunm Hapymenne Ha | be3nokoicTBo
HApYlIeHHUs CHHS
Hapyumenust Ha I'maBoOonue | 3amaiiBaHe CBHIUBOCT CuHKoT
HepBHATAa [TapecTesns u ITpunaabk
cucTemMa JTN3ECTe3Us] AmMHe3us
Hapymenus Ha 3putenHo [ToBumeno He-aprepuutna
ouuTe CMYIIICHHE BBTPEOTHO mpeaHa
XumnepeMus Ha | HaJATaHe HUCXeMHUYHA
OYHTE [ToBumena ONTUYHA
Hapymeno JAKpUMAIIHS HEBPOMATH
BB3IpPHUEMaHE 3purtenHu
Ha IIBETOBETE HapyIICHUS
bonka n
nuckoMdopT B
0unTEe
dorodobus
Hapymenus Ha TuHutyC Buezanna
YXOTO U CBeTOBBpTEX TIIyXoTa
JIAOUPUHTA
Cobpaeunn Cwpuebuene MuoxkapaeH
HApylIeHUs Taxuxapmaust nH(papKT
Kamepnu
TaxXHapUTMHUH
CrteHokapaus
CbaoBu 3auepBsBaHe XHIIOTOHMS
HapyLICHUsA XHUNEPTOHUS




Cucremo- MHoro YecTn Heuectu Peaxn C HeusBecTHa
Opranen Knac YecTH (> 1/100 mo (> 1/1 000 mo (>1/10 000 1o | uecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (OT HATMYHKTE
JTAHHHU HE MOXe
na Obae
HampaBeHa
OTICHKA)
PecniupaTopum, Hazanna 3amyx KpbBOTEueHue
TPbIHU U KOHT€CTHS Konrectus 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- MHoro YectH Heuectn Peaxu C Hen3BecTHA
Opranen Knac YecTH (> 1/100 mo (> 1/1 000 mo (>1/10 000 1o | uecToTa
(> 1/10) <1/10) <1/100) <1/1 000) (OT HATMYHKTE

JTAHHU HE MOXKE
na 0be
HalpaBeHa
OTICHKA)

Oo61u Hepasnonoxe- | bonku B

HApYLIeHUs1 U HUE TBPIIATE

edexTH Ha

MSICTOTO HA

NMPUJIOKEHNEe

Onurcanre Ha N30paHN HEXKETIAaHU PEAKITHN
XeMoparus B IeHUCa, XEMOCIIEPMHS U XeMaTypHs ¢a ChOOIIIaBaH! B KJIMHHYHHU MPOYYBAHUS U KATO

CITOHTAHHO ITOJIYICHH TaHHU OT MIOCTMApPKETHHTOBHS TIEpUO/ ITpH yroTpedara Ha Bcuuku PDES
WHXUOUTOPH, BKIIOUUTEITHO BapacHAPIIT.

IIpu no3a ot 20 mg Levitra ¢pumMupanu TabIeTKH MAIIMEHTUTE B CTapUecka BB3pacT (=65 roaunraa
BB3pacT) UMaT MMO-BUCOKA YecToTa Ha riraBodomue (16,2% crpsmo 11,8%) u 3amaiiBane (3,7% crapsmo
0,7%) B cpaBHEHHE ¢ TIO-MITAUTE MAMeHTH (<65 roaurHa Bb3pacT). Haii-obmio gyecrorara Ha
HEeXeTaHuTe peakuu (0co0eHO ,,3aMaliBaHe’) € JIEKO TOBUIIICHA TP MAIlUeHTH ¢ aHaAMHE3a 32
XUIEPTOHUS.

[ocTMapkeTHHTOBH HAOIFOICHSI

Cvoosu Hapyuienus

Cro0ImaBar ce Cepro3HU ChPJICYHOCHI0BH PEAKIINH, BKIFOUUTEIHO 1IepeOpOBACKYIapeH KPhBOHU3IHUB,
BHE3aIHa ChpJ/ICYHA CMBPT, PEXOIHA NCXEMUYHA aTaka, HECTA0MITHA aHTHHA M KaMepHa apUTMUS BbB
BpEMEHHA Bpb3Ka C JIPYTo JIEKApCTBO OT Ta3M IpyIia MPH MOCTMAPKETHHIOBOTO HAOIOJICHHUE.

Cpo011aBaHe Ha IIOJ03MPAHN HEXKEJIaHH PEAKIIKI

Cp0o011aBaHeTO Ha [MOJI03UPAHH HEXEIIAaHU Peakliy ClIe]] pa3pelliaBaHe 3a yrnoTpeda Ha JIeKapCTBESHHUS
MPOAYKT € BaskHO. TOBa IMO3BOJISIBA JIa MPOIBIDKU HAOIIOACHHETO Ha ChOTHOIICHHETO MOJI3a/PUCK 3a
JICKapCTBeHUsS POAYKT. OT MEAUIIMHCKHUTE CICIMATUCTH C€ U3UCKBA Ja ChoOIaBaT BCsIKa IMOA03upaHa
HEXXeJlaHa peakiys Ype3 HallMOHAIHA CUCTeMa 3a cho0IIaBaHe, mocoyena B [Ipunoxkenne V.

4.9 Ilpeno3upane

B npoydyBaHe Ha eTHOKPATHO JO3UPAHE MIPHU JOOPOBOJIIIH, T03U A0 U BKiIounTenHO 80 mg BapmeHadw
(bummupanu TabJIETKN) THEBHO ca MMOHECEHU T00pe, 0e3 Cepro3HN HEXKENIaH!U PEaKIInH.

Korato BapmeHnadwr e OvIT IPHITOKEH B TIO-BUCOKH JTO3U M TI0-9E€CTO OT IpenophiaHaTa dectoTa (40 mg
(humMupaHyu TabJIETKH 1Ba ITHTH THEBHO) ca CHOOITIEHH CIIyIan Ha cuiTHa 60iKka B TppOa. ToBa He e
CBBP3aHO C MYCKYJTHA WM HEBPOJIOTUYHA TOKCHYHOCT.

B cnyuan Ha peno3upane, ako € Heo0X0auMo, TpsiOBa Ja ce MPUII0KAT CTAHAAPTHH MOAIBPIKAIIH

Mepku. bpOpednaTa quannsa He ce 09aKBa J1a yBeITWYH KIUPBHHCA, Thil KaTo BapaeHa(dwiI € CBbp3aH B
roJisiMa CTETIEH C IJIa3MeHUTE MMPOTENHH 1 He Ce eMMMHUHUPA 3HAYMTEITHO 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. ®apmakoaMHAMUYHH CBOICTBA

®apMakoTepaneBTUUHA rpyna: Y PoJIOruyHU CpeCcTBa, JIekapcTBa, U3MOJI3BaHU MPU €PEKTUITHA
muchyrxmms, ATC code: GO4BEQ9

Bapaenadun e mepopanHa Tepanus 3a mogo0psBaHe Ha epeKTUIHATA (QYHKIIHS IIPH MBXKE C EPeKTHIIHA
muchyHKIHS. B ecTecTBeHH yCcIOBHSA, T.€. ChC CEKCYATHO CTUMYJTUpPaHe, BapAeHa(QIII Bh3CTaHOBSIBA
yBpeaeHaTa epeKTHiIHA (YHKIHS Ype3 MOBUIIaBaHEe Ha KPBBHUS TOK KbM IEHHUCA.

EpekuusTa Ha neHuca e XxeMoAMHAMHUYeH Tipoiiec. [1o Bpeme Ha ceKCyamHO CTUMYIIMpaHE ce
0cBOOOXKIaBa a30TeH OKcu. Toll akTHBUpa eH3MMa TyaHWIAT [MKJIa3a, BOJIEIA JIO TOBHUIIABaHE HUBOTO
Ha IUKIAYHUS TyaHo3uH MoHodochat (cGMP) B koprryc kaBepHo3yM. ToBa Boan A0 OTITycKaHe Ha
IIaJKaTa MycKyJiaTypa, KaTto Mmo3BoJisiBa OBUIIIaBaHEe HA IIPUTOKA HA KPHB KbM IeHrca. HuBoto Ha
c¢GMP ce perynupa oT ckopocTTa Ha CHHTE3 Upe3 TYaHHJIaTIIUKIIa3a U 4pe3 CKOPOCTTa Ha pasrpaxiaHe,
nocpeactBoM cGMP xunpommsupamm Gochoauecrepasu (PDEs).

Bapnenadwr e MomieH u cenexktuBeH nHxuouTOp Ha cGMP ciermudmanara docdomuecrepasa tum 5
(PDES5), nHaii-BaxxHaTa ¢ochoanectepasa B HOBEIIKHS KOPITyC KaBepHO3yM. Bapnenadwn 3acuinBa edekra
Ha €H/IOTeHHUS a30TE€H OKCHJI B KOPITyC KaBepHO3yM, kato naxubupa PDES. Koraro ce otnenu azoten
OKCHJI B OTTOBOD Ha CEKCyallHa CTUMYyJaIus, naxuoupanero Ha PDES ot Bapnenadwn Boau 10
roBuiieHn HuBa Ha cCGMP B Kopmyc kaBepHO3yM. ClieZIoBaTENHO, 32 /1 Ce MPOSBST MOJIE3HNUTE
TepaneBTUYHH e(heKTH Ha BapaeHa(pII € HEOOXOAUMO CEKCYaTHO CTUMYIINPAHE.

[IpoyuBanus in vitro ca moka3saiu, 4ye BapacHaQUI MPUTEKABa MHOTOKPATHO TIO-CHJTHO JIEHCTBUE BHPXY
PDES B cpaBnenue ¢ apyru ¢pochoanecrepasu (>15-kparno cnpsmo PDE6, >130-kpatHo cnpsimo PDE],
>300-kpatHo cupssmo PDE11 u >1000-kpatuo crpsimo PDE2, PDE3, PDE4, PDE7, PDES, PDE9 u
PDE10).

[Ipu nmpoBeneHo n3cienBane ¢ mwietnamMorpadus Ha nernca (RigiScan) mpu HsIKon MBXKe MO ACHCTBUETO
Ha 20 mg BapaeHadn ce HaOII0aBa epeKIns, JOCTaThYHa 3a MpoHukBaHe (60% pUTHIHOCT criopen
RigiScan) 15 munyTH cnex npuema My. [loBiusBaHeTo Ha T€3H JUIA OT BapAeHA(IIT € CTATUCTHYECKU
3HAYMMO B CPaBHEHHE C PE3YJITATHTE TPH II1ane00 25 MUHYTH CIIE]] IPUEM.

Bapnenadun npuuuHsiBa yMEpeHO U MPEXOJHO IOHIKaBaHEe Ha KPBBHOTO HAJSITAHE, KOETO B IIOBEYETO
CllyyaH He ce IposiBsiBa KIMHNYHO. CpeHaTa CTOMHOCT Ha MAaKCUMAJIHO MOHMKaBaHE Ha CUCTOJINYHOTO
apTepHalHO HaJsraHe B MOKo# ciex nmpueM Ha 20 wiu 40 mg BapaeHadwni e chorBeTHO 6,9 mm Hg mpu
20 mg u 4,3 mm Hg npu 40 mg, B cpaBHeHUe ¢ miane6o. Te3n eQekTr ca B ChOTBETCTBHE C
BazoamiataTopaus edekt Ha PDES-maxuburopnTe 1 BEpOATHO ce ABJDKAT Ha MOBUIICHN HIBa Ha cCGMP
B CHJIOBUTE INIaJJKOMYCKYJIHHU KJIETKU. EAHOKpaTHAaTa WM MHOTOKpaTHA IIEPOPATIHU A03U Ha BapAeHaduI
10 40 mg He BOIAT OO KJIMHUYHO 3HAYMMU IIPOMEHH B €JIEKTPOKapArorpaMara Ha 34paBu MBbXe
JIOOPOBOIIIH.

JBOIHO-CI51110, KPBCTOCAHO, PAaHAOMU3UPAHO POYUYBAHE C EHOKPATHA 1032 IIPU 59 34paBU MbKe
cpasasiBa BusiHHETO BhpXy QT nHTepBana na Bapaenadwun (10 mg u 80 mg), cunaenadpun (50 mg n
400 mg) u mnane6o. Mokcudnokcanut (400 mg) e BKIIFOYCH KATO aKTHUBEH BHTPEIICH KOHTPOI.
Edexture Bppxy QT nHTEpBana ca n3mMepBanu 1 gac ciie mpuiIoKeHne Ha 103aTa (CPEeTHO tmay 32
BapaeHadwi1). OCHOBHATA 3a/laya Ha TOBa MIPOYYBAHE € J1a C€ U3KIIIOYH MO-ToJisiM OT 10 msec edekr (T.e.
Jla ce JoKaKe JuTcarta Ha edekT) Ha eqHokparHa 80 mg rmepopainHa xo3a BapaeHadmi Bpxy QTc
WHTEPBAJ B CpaBHEHHE ¢ TIIare60, m3MepeH ¢ nmpoMeHuTe Ha Fridericia kopekimonna Gopmyia
(QTcF=QT/RR1/3) ot u3X0AHOTO CHCTOSIHUE N0 1-BHS Yac ciaex npueMa. Pesynrarure Ha BapaeHapHiI
noka3Bat yapinkaBaHe Ha QTc (Fridericia) ot 8 msec (90% CI: 6-9) u 10 msec (90% CI: 8-11) npu no3u
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10 u 80 mg B cpaBHeHue ¢ Tianebo, u yasmkaBane 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 tra camMo
npomsiHaTta B QT cF 3a Bapaenadmn 80 mg e U3BHH NMpHUETHUTE TPAHUIIN Ha TIpOyIBaHeTO (cToWHOCT 10
msec, 90% CI (8-11)). Koraro ce n3mon3Ba HHINBHIyaTHa KOPEKIHOHHA (hOpMYyJIa, HUTO €IHA OT
CTOUHOCTHTE HE € OHIIa M3BHH TPAHUIINTE.

B otnenHO MoCTMapKETHHTOBO IPOy4YBaHe MMpH 44 3/1paBu JOOPOBOJIITN €THOKpAaTHU 1031 oT 10 mg
BapaeHad w1 wim 50 mg cuaeHapuI ca MPUIoKeH! eqHoBpeMeHHO ¢ 400 mg raTudokcaIuy —
nekapcTBo cbe cpaBHEM QT edexr. U Bapnenadwr n cunpenadm ca mokasanm HapacTBaHe Ha Fridericia
QTc edexr ot 4 msec (BapaeHabmi) u 5 msec (cunaeHadi1), B CpaBHEHNE C BCAKO OT JIeKapcTBaTa
nootesHo. KOHKpeTHOTO KIIMHUYHO 3HaueHne Ha Te3u QT nmpoMeHH He € U3BECTHO.

AOHT:HHI/ITCJIHa I/IH[hO[zMagI/IH OT KIMHWYHH U3IMUTBAHUA C BapgeHangn 10 mg Ta6JIeTKI/I, AUCTICpryupanin

ce B ycrara
EdukacHocTra u 0e3onacHocTTa Ha BapaeHadmi 10 mg TabneTku, JUCIeprupaliy ce B ycrara, ca

JIOKa3aH! TIOOTAEITHO TPH IIMPOKA MOITyalys B IBE poyuBaHus, BKiouBamy 701 pannomMusupann
MAIMEHTH C ePeKTHIHA AUCHYHKIINS, KOUTO ca JIeKyBaHH 70 12 cenmuny. PasnpenenenneTo Ha
MAIMEHTUTE B MPEABAPUTEITHO ehMHUPAHUTE MMOATPYITH MMOKPUBA MMAlMEHTH B cTapuecka Bb3pact (51%),
MAIMeHTH C aHaMHe3a 3a 3axapeH auadeT (29%), nucoumuaemust (39%) u xunepronns (40%).

B cOopuuTe manHu OT ABETE M3NUTBAaHUSA ¢ BapaeHadwmr 10 mg TabieTky, AUCIEPTUpaIH ce B ycTarTa,
IIEF-EF nomeiin ckopoBeTte ca 3Ha4UMO Mo-rojeMu npH BapaeHadwia 10 mg TabneTky, IUCTIEPTUPAIITH ce
B yCTara, CIIPsSMO IIareo.

71% OT BCHYKHM CEeKCyaJTHH OMHUTH, ChOOIIEHN B KIIMHUIHUTE U3MUTBAHMS, Ca C YCIEIIHO MPOHUKBAHE,
cpaBHEHO ¢ 44% OT BCHUYKHM ONUTH B IUIanedo rpymnara. Te3n pe3yiraTu ca OTpa3eH! ChIIO B MOATPYIHUTE:
MIPH MAI[UEHTH B CTap4ecKa Bb3pacT 65%, Mpu manreHTH ¢ aHaMHe3a 3a 3axapeH auabdet 63%, npu
MAIMEeHTH C aHaMHe3a 3a JucIunuaeMus 66% 1 mpu manueHTH ¢ anaMHe3a 3a xuneptoHust 70% ot
BCUYKH CHOOIICHN CEKCYaTHU OIHTH Ca C YCIEIIHO MPOHUKBAHE.

Oxkomo 63% oT BCHYKH CHOOIIeHN ceKCyalTHu onmuTH ¢ BapaeHadui 10 mg TabneTku, Tucteprupaiy ce B
ycTara, ca yCIIeITHH 10 OTHOIIEHHE Ha O AbP)KaHe Ha epeKInsATa B CpaBHEHHE ¢ OKOJIO 26% OT BCHUKH
rane6o KOHTPOIMPAaHH CEKCYyallH! ONuTH. B mpenBaputento neduHupanute moarpynu 57% (manuerTu
B CTapyecka Bb3pacT), 56% (manueHTy ¢ anaMHe3a 3a 3axapeH anadert), 59% (manueHTu ¢ anamHesa 3a
mucnunuaemus) 1 60% (manueHTn ¢ aHaMHe3a 32 XUIEPTOHHUS) OT BCHYKH CHOOIIEHU OIATH C
BapaeHadnn 10 mg TabieTku, qUCTIEpTHpAIIN Ce B YCTaTa, ca YCIEIIH! 10 OTHOIIEHUE Ha TOIIbPKaHe
Ha ePEKIIHsATA.

AOHLHHI/ITGHHa I/IH[hO[zMagI/IH OT KIMHWYHH U3IMUTBAHUA

B ximHWYHA M3nUTBaHUS BapaeHadw ¢ 0wt npriarad Ha moBede oT 17000 MBke ¢ epeKTHiIHA
muchyakmmst (EJI) Ha Bp3pact Mexay 18 u 89 ronuHM, TOBEYETO OT TAX C MHOXKECTBO IPHIIPYKABAIIN
3abonsBanusa. Han 2500 mammenTy ca Oniy Ha Tepanus ¢ BapAaeHadwi 3a 6 uiu nopede Mecena. OT TsX
900 ca O6wn TeKyBaHU 1 TOIWHA WM ITOBEYE.

[IpencraBenu ca ciaemHUTe TPYIH MALMEHTH: MAMEHTH B CTapyecka Bb3pacT (22%), marueHTu ¢
xuneptonus (35%), 3axapen auadet (29%), ¢ ncxemmaHa 00JIECT HA CHPLETO WK APYTH CHPAETHO-
chI0BH 3a00msBanus (7%), XxpornyHa Oenoapobna 6omnect (5%), xunepaunuaemus (22%), nenpecust
(5%), pagukanaa mpoctatexkToMus (9%). B knmuHNYHWTE IpOyYBaHUS HE ca OWIIH MpeICTaBeHI
JIOCTAaTHYHO CIIEHUTE TPYITH: JIWIA B cTapuecka Bh3pacT (> 75 roaunn, 2,4%) v MAIMEeHTH C ONPeeIeHN
ChPICYHO-CHIOBH 3a00JsiBaHmsI (BXK. Touka 4.3). He ca M3BbpICHN KIMHUYHA TPOYIBAHUS TIPH
nmarnueHTy cbe 3a0omsaBanms Ha [THC (¢ m3kimodenne Ha TPHOHAYHOMO3BYHY TPABMH), TTAITUEHTH C TSKKH
O0B0peuHy WK YepHOAPOOHN YBpEXKIaHNUs, MPETHPIENN XUPYPTUIHI HHTEPBEHIINN B 00J1acTTa Ha Ta3a (¢
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H3KIIFOYCHUEC Ha IIaad1na HEPBUTE HpOCTaTeKTOMPIH), HJIK TpaBMa, WIN JIBUCTCpand U IOHUXKCHO JII/I6I/I,IIO
HJIN aHATOMHWYHHU I[C(I)OpMaLII/II/I Ha n¢Huca.

ITo BpemMe Ha OCHOBHHUTE KIMHUIHHUTE MPOYUBAHUS JICUCHUETO C BapaeHadwr (hummupanu TabaeTKn) €
JTIOBEJIO JI0 IMTOA00psBaHe HA €pPEeKTHITHATA (PYHKIHS B cpaBHEHHE ¢ IIare6o. [Ipu Marsk Opoif manuenTu,
KOHTO Ca U3BBPIIWIN TOJIOB aKkT 4 110 5 yaca clieJl IpuemMa Ha JIEKapCTBOTO, MPOIEHTHT Ha IPOHUKBAHE U
MOJTbPKaHE HAa ePEeKIIUATa € 3HAYUTEITHO TI0-BUCOK B CPaBHEHHME C ILI1ane0o rpynara.

IIpu npoyuBanms ¢ pukcupana go3a (prmMupanu TabIETKH) Cpea MUPOKa TOIYIAHS MBXE ¢
epekTiiiHa quchynkmus, 68% (5 mg), 76% (10 mg) u 80% (20 mg) OT maIMEHTUTE ca OCHIIECTBIIIH
ycmenieH moioB akT (nmporukBanus) (SEP2), B cpaBHenne ¢ 49% B rpymnarta ¢ miamnedo 3a mepuo oT TpH
Mecerna Ha TipoyaBadeTo. CriocoOHOCTTa 3a moabpkane Ha epeknus (SEP3) B Ta3u mmpoka momymarus
OT JiiIa ¢ epekTriiHa quchynkmus e 53% (5 mg), 63% (10 mg), 65% (20 mg), B cpaBHeHue ¢ 29% mnpu
rane6o.

Criopent cOOpHUTE JaHHU OT TOJIEMUTE MPOYYBaHUS BHPXY €(PUKACHOCTTA, MAIIMEHTHUTE C YCIIEIIEH MMOJIOB
aKT (MpOHMKBaHe) ciell yroTpeda Ha BapaeHa(wI ca OUITN KaKTo ciIe/lBa: ICUXOTeHHA epeKTHIHA
nmuchysakmst (77-87%), cmecena epexTiuiHa aucyHKIus (69-83%), opraHndHa epeKTHiIHa TUCHYHKITHS
(64-75%), manpennana Be3pact (52-75%), ncxeMUdHO chpedHo 3abossBane (70-73%),
xunepiunuaemus (62-73%), xporamdana 0erxoapobua domnect (74-78%), nenpecust (59-69%) u naruenTw,
JIEKyBaHHU €HOBPEMEHHO C aHTHXHIICPTEH3UBHU cpeacTBa (62-73%).

B xMHIYHO M3MUTBaHE MPH MAMEHTH ChC 3aXapeH AuadeT BapAeHapII 3HAUNTETHO MOA00psiBa
epeKTHIHATA (DYHKIHS, CIOCOOHOCTTA 3a MMOJTyYaBaHe M NOAIbPKaHe HAa ePeKIHs, JOCTATHYHO
MIPOIBIDKUTENHA 33 YCIEHIEH ITOJIOB aKT M PUTHIHOCT Ha TIeHKca ¢ 103u BapaeHadun 5 mg u 10 mg, B
cpaBHeHHE ¢ mianebo. YectoTara Ha moy4aBaHe U MOAAbpKaHe Ha epekius e omna 61% u 49% npu

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

B xiMHIYHO M3NUTBaHE HA MALMEHTH CIIEN IPOCTATEeKTOMUS, BapAeHA(MIT 3HAYUTEIHO TT0100psBa
epeKTHIIHATA (DYHKIHS, CIOCOOHOCTTA 3a MMOJTyYaBaHe M NOAIbPKaHe Ha epeKIHs, JOCTATHYHO
MMPOIBIDKUTEITHA 32 YCIEIIeH T0JI0B aKT ¥ PUTHIHOCT Ha MeHnca ¢ 103 BapaeHadwmt ot 10 mg u 20 mg, B
CpaBHEHHME C rpymnara Ha mane6o. YectoraTa Ha mosryyaBaHe U OAIbP)KaHe Ha epeKkiust e onna 47% u
37% nupu 10 mg, 1 48% u 34% npu 20 mg BapaeHauI NpHU NALMEHTH C 3-MECEYHO JICUCHUE, 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,
BapaeHa(hWI 3HAUNTEITHO MMO00psBa epeKTHITHATA (DYHKITHS, CITOCOOHOCTTA 3a MOTydaBaHe U
HOAbPKaHe Ha JTOCTAThYHO MPOABIDKUTEIIHA EPEKIHS 3a YCIIEITHO H3BhPIIBAHE HA MOJOB aKT U
PHUTHIHOCT Ha IIEHHCA B CpaBHEHHE C Iurane6o. bposaT Ha manueHTuTe, KOUTO ca c€ Bh3CTaHOBUIIN ChC
ckop lIEF (>26%) e 53% c Bapnenadun B cpaBHeHHe ¢ 9% Ha uiane0o. YecToTara Ha HOBIMABAHE 3a
[I0JIy4aBaHe W NOJAbpKaHe Ha epekuus e 76% u 59% npu Bapaenadwmi B cpaBHenue ¢ 41% u 22% nHa
uiare0o, Mpy MaUeHTH, KOUTO ca JIEKyBaHU TPU Mecela, KOETO € KIIMHUYHO M CTaTHCTHYECKN 3HAYNMO
(p<0,001).

BbesonacHoctTa 1 eukacHOCTTa Ha BapAeHA(QWI € YCTAHOBEHA B IIPOABIKUTEIHN IPOYIBaHUS.

HenuatpuyHa monymnaus

EBpomneiickaTa areHIus o JekapcTBara 0CBOO0XK1aBa OT 3a/IbJDKSHHETO 32 MPEIOCTaBIHE Ha
pe3yiTaTUTE OT MPOYYBAHUATA BB BCHUKH ITOATPYIY HA TIeAMATPUYHATA TIOMYJIAIUS MIPY JICUCHHE Ha
epeKTiIHa TuCPYHKIHA. BikTe Touka 4.2 3a nHpOpMAaIs OTHOCHO YITOTpeOa B TIeAUATPHSITA.
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5.2 dapMaKkoKHHETHYHHU CBOICTBA

M3nuTBanus 3a OMOCKBUBAJICHTHOCT TOKa3Bar, 4e BapaeHadwr 10 mg tabiieTku, TUCIIepTupaniu ce B
ycTaTa, He ca OMOCKBUBAJICHTHU Ha BapaeHapmn 10 mg dummvupanu Tabmerku. [1o Tazu nmpuanHa
JCTIEprUpalaTa ce B ycrata JekapcTBeHa opma He TpsiOBa Jia ce U3M0JI3Ba KaTo eKBUBAJICHT Ha
BapaeHadui 10 mg ¢puimupanu TaOIeTKH.

AGcopbuus
IIpu npunarane Ha BapacHadm 10 mg Gpunmupanu TabdaeTku BapaeHaduia ce abcopoupa 0bp30 ¢

MaKCHUMAJTHH TIAa3MEHH KOHIICHTPAIUH, IOCTUTHATH NIPU HAKOU MBXe 15 MUHYTH ciie]l mepopaiHo
npuioxxenue. Brrpeku ToBa B 90% OT ciayvyanTe MaKCUMATHHUTE IJIA3MEHU KOHIICHTPAIIUH ca TIOCTHTHATH
o1 30 mo 120 murayTH (cpemHo 60 MHHYTH) ClIeI TIEPOPATHO TIPIIIOKEHHUE, Ha TaaHo. CpexHara
abcoroTHa OMOHANMYHOCT cief nepopaieH mpueM e 15%. Cnen nepopanao nozupane AUC u Cpax Ha
Bap/ieHaMII ce MOBHUILIABAT MTOYTH MPOTIOPIIHOHAITHO Ha JI03aTa B IPEMOPHhUYBAHUTE TPAHUIIHA HA
nmosuposka (5 — 20 mg).

Koraro Bapnenadun punMupanu TablIeTKH ce IPHEMAT ¢ XpaHa ¢ BUCOKO Ch/IbpKaHUE HA Ma3HUHU
(cpapprkamia 57% Ma3HHHHN), CKOPOCTTa Ha a0COpOIMs € HaMaJleHa, C TIOBUIIIaBaHEe 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% Ma3zHHHHU, CKOPOCTTA U CTETIeHTa Ha a0copOIms Ha BapaeHAPHI (tmax, Crax, AUC) He ce
MPOMEHST B CPABHEHHE C MPIIIOKEHUETO Ha TIIATHO.

Bapuenadw ce abcopbupa 6bp30 citen npuioxenneTo Ha Levitra 10 mg TabieTku, qucreprupaiiy ce B
ycTaTa, 0e3 Boja. Menamanara Ha BpeMeTo 3a gocturane Ha Cpay Bapupa Mexay 45 1o 90 MUHYTH 1 €
MOT00HO HITH JIEKO YABIDKEHO (¢ 8 1o 45 MUHYTH) B cpaBHEHHUE ¢ huamMupanute tTadnetku. CpegHara
AUC Ha Bapaenadun e yapixeHa ¢ 21 1o 29% (mauueHTH Ha cpeHa Bb3pacT U MAlMeHTH B CTapyecKa
BB3pact ¢ EJ]) wnu ¢ 44% (Mianu 3apaBu qooposoiiu) npu 10 mg TabiaeTku, JUCTIeprupay ce B
ycTaTa, CpaBHEHO C GHUIMHPAHHUTE TAOJIETKH KaTo pe3yiTaT OT JIOKAJIHATa IepopairHa abcopOuus Ha
MAJIKO KOJIMYECTBO OT JIEKAPCTBOTO B YCTHATA KyxuHa. Hsima 3HaunMa pasnuka B cpeiHaTa Cpax MEXKITY
JIACTICPTHPAITUTE CE B ycTaTa TabJeTKH U QHIMHUpaHUTE TaOJICTKH.

IIpu maauBuAN, mpueManty BapaeHadmr 10 mg TabeTku, TUCIIEPTUpaITH ce B ycTara, ¢ 6orata Ha
Ma3HUHH XpaHa, He ¢ HaOmoaaBaH epekT Bbpxy AUC u tma Ha BapaeHadmi, 1okaTo Chay Ha BapaeHa(mI
e buna Hamanena ¢ 35% npu npuem cien xpanene. Ha 6azara Ha Te3u pesynraru BapaeHadun 10 mg
Ta0JIETKH, TUCTIEPTUPAIIN CE B ycTaTa, MOTAaT Ja ObJaT IPUEeMaHu ChC WiIN Oe3 XpaHa.

Axo Bapaenadun 10 mg TabieTku, TUCTIEPTHPAIIH Ce B yCTaTa, ce mpueMart ¢ Boaa, AUC Hamaissa ¢
29%, Cpax OCTaBa HEITPOMEHEHA U MEAMAHATA Ha tmay C€ CKbCsIBa ¢ 60 MUHYTH, CPAaBHEHO ¢ ITpHeMa 0e3
Boja. Bapnenadwr 10 mg TabieTku, TUCIIEPTUPAITA CE B ycTaTa, TpIOBa /1a ce mpueMar 0e3 TSUHOCT.

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 CBBP3aHH C INIA3MEHHUTE MPOTCHHH
(mpubmmzurenao 95% 3a Bapaenadwun wim M1). 3a Bapnenadmi, kKakTo ¥ 32 M1, cBbp3BaHETO ¢ IPOTEHH

€ HE3aBUCUMO OT 00IIaTa JIeKapCTBeHA KOHIICHTPAITH.

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 mpmitoskeHaTa /103a.
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buotpanchopmarus
Bapnenadgun BbB priMupanu TablIeTku ce MeTaboIu3upa MpeIMMHO B YepHUS P00 MOCPECTBOM
uroxpom P450 (CYP) m3odopma 3A4, ¢ uzsecter npuHoc Ha CYP3AS u CYP2C uzodopmu.

IIpu xopa raaBHUAT UpKyIHpani Mmetabonut (M1) € MpoayKT OT Ie3eTHINpaHETO Ha BapAcHADUI U €
00€eKT Ha T0-HaTaThIIIEH META0OIU3bM C IJIa3MEH STMMUHAIIMOHEH MOTY’KUBOT OT MPUOIU3UTEITHO 4
gaca. Yactu ot M1 ca mox ¢popmara Ha TIIFOKYPOHUIN B CUCTeMHaTa MupKyjamus. Metabomutst M1
mokassa ¢ochoarecTepaseH celleKTHBeH Npodu, moao0eH Ha BapaeHADWI U in1 Vitro TTOTCHITHAI 3a
thocdomuectepasa Tin 5 ot mpubIM3NTENHO 28%, B CpaBHEHHE C BapAeHa(II, BOJIEM 10 TPHHOC KbM
emkacHOCTTa OT OKOJIO 7%.

CpeaHusT TepMUHAJICH TTOJYKUBOT Ha BapaeHadwI pu nanueHtH, npuemantu Levitra 10 mg tabierkwu,
JIICTICPTUPAIIIY CE B YCTaTa, € B paMKUTe Ha 4 — 6 yaca. EMUMUHAIIMOHHHSAT ITOJTY>KUBOT Ha METabOIMTa
M1 e mexny 3 10 5 gaca, mogoOHO Ha BapAeHAUIL.

Enumunupane
ToTtaaHUT TeeceH KIMphHC Ha BapaeHadui e 56 1/h ¢ pe3yaTaHnTeH TepMUHAIIEH HOIYKHUBOT OT

npubanzuTenHo 4-5 gaca. Crien mepopaiHo MPIIOKEHUE, BapIeHA(III ce eKCKpeTHpa KaTo MEeTaOOIUTH
npenumMHoO upes (dereca (mpubmausutento 91-95% ot npuroxeHara 103a) U B MO-Majka CTETICH B ypHHATa
(mpubnmzuTenHo 2-6% OT MpHUIIoKEeHaTa /103a).

DapMaKOKHHETHKA [IPY CIICIUATHH FPYIIU MAIUCHTH

Tayuenmu ¢ cmapuecka 6v3pacm:

YepHOIpOoOHUS KIMPHHC HA BapaeHa(UI IpH TOOPOBOIIIN 3IpaBU MBXKE B CTapuecKa Bb3pact (65
TOMHHU U TIOBEYEC) € HaMaJIeH B CpaBHEHHE ChC 3/IpaBuTe Miaau mooposoimu (18 — 45 roguam). MbxeTe
B CTapyecKa Bb3PacT, MpueMainy BapaeHapmn GUiIMIpaHu Ta0NeTKH, UMaT cpenHo 52% mo-sucoka AUC
1 34% mo-Bucoka Cpq B CpaBHEHHE C MIIAIUTE MBXKE (BXK. Touka 4.2).

AUC u Cpay Ha BapaeHa(U/I P MALMEHTH B cTapuecKa Bh3pacT (65 roAuHU U MOBeYe), MprUeMalilu
BapaeHa(dWI TUCTIeprupaIin ce B ycraTta Tabnerku, ca nmosumenu ¢ 31 10 39% u 16 no 21%, croTBETHO,
B CpaBHEHHE C MAIMEHTHTE Ha BB3PacT 45 ToAWHY U To-Mayko. He ce oTkpuBa KymyJupaHe Ha
BapJieHaMI B TUIa3MaTa Mpy MalMeHTH Ha BB3PacT 45 U MO-MaIIKO TOJUHHU, HITH 65 WU MOBeYe TOJJUHU
cJen eMHOKpaTHO THEBHO Npwiiarade Ha BapaeHadwmt 10 mg TabmeTku, Tucrieprupariy ce B ycraTa, 3a 10
JTHH.

bvopeuno yspesicoane

IIpu 10OPOBOIITH ¢ JIEKO 10 yMEPEHO OBOpeUHo yBpexaane (kpeatuHHHOB KaupbHC 30 — 80 mi/min),
(hapmakoKHeTHKaTa Ha BapaeHa(I € To0o0Ha Ha KOHTPOJIHATA Tpylia ¢ HopMarHa Ob0pedHa PyHKIIHA.
IIpu 10GpOBOIITH C TEKKO OBOpeUHO yBpekaane (KpeaTHHUHOB KaupbHC <30 ml/min), cToifHOCTTA Ha
AUC e nosuiieHa ¢ 21% u croiinoctra Ha Cpay € MOHMKEHA ¢ 23%, B CpaBHEHUE C TOOPOBOIIHUTE 0€3
0BOpeuHo yBpexkaHe. He e HaOojaBaHa CTATUCTUYECKH 3HAYMMa KOPEeJalus MEeXTy KpeaTHHUHOBUS
KIMpBHC B ekcro3uiusaTa Ha BapaeHapmr (AUC 1 Cpay) (BXK. TOuka 4.2). ®apMakoKHHETHKATA HA
BapAeHadWI HE € MPOoyIBaHa IIPH MMAIIMCHTH, HYKIAEIH ce OT Auain3a (BX. Touka 4.3).

Yeprnoopobdnuo yepescoane

IIpu marueHTH C JIeKO 10 yMepeHo depHoapooHo yBpexknane (Child-Pugh A u B), kmupbHCHT Ha
BapaeHahMI ¢ O HaMaJIeH MPOTIOPITMOHATHO Ha CTETICHTa Ha YePHOAPOOHOTO yBpexaaHe. [Ipu
narnuenTy ¢ eko yBpexaane (Child-Pugh A), croitnoctute Ha AUC 1 Cypax ca IoBHIIIEHH CHOTBETHO 17%
u 22%, B CpaBHEHHE ChC 3[paBaTa KOHTposiHa rpymna. [Ipu nanuentu ¢ ymepeHo yspexaane (Child Pugh
B), croitnoctute Ha AUC 1 Cyax ca TIOBHUIIIEHU CHOTBETHO ChC 160% 1 133%, B cpaBHEHHE ChC 3IpaBaTa
KOHTpOJIHA Tpyna (BX. Touka 4.2). dapMaKkOKMHETHKATa Ha BapieHA(III IPH MAIIUEHTH C TEKKO
yBpenena ueproapoona pyuxws (Child-Pugh C) He e mpoyusana (Bk. Touka 4.3).
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5.3 IlpeAKkITHHUYHHU JAHHH 32 6€30MACHOCT

HexknuHandHnTEe NaHHN HE TOKa3BaT 0COOEH PHCK 3a Xopa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
(hapmMaxoIOTHYHM TTPOYUYBAHUS 32 0€30MaCHOCT, TOKCHYHOCT ITPH MHOTOKPATHO MpHIIaraHe,
T€HOTOKCHUYHOCT, KapIIMHOT€HEH MOTEHINAJl, pEPOAYKTHBHA TOKCHIHOCT.

6. OAPMAIEBTUYHU JAHHU
6.1. CnuchbK Ha NOMOIIHHUTE BeleCcTBA

Slapo Ha TabyeTKaTa;

Kpocnosugon

MarnesueB creapar

MukpokpucTaliHa 11e1y103a

Cunuuues TUOKCH, KOJOUIEH 0e3BOACH

PUIMOBO OKPUTHE:
Maxkporon 400

Xwunpomenosa

Turtanos guokcua (E171)
Kenesen oxcun, xbiT (E172)
Kenesen okcun, uepser (E172)

6.2. HecnBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHoCT

3 roguH"

6.4 CrnenuaJHM yCJI0BHsI HA ChXpPaHEeHHe

To3wu ekapcTBEH MPOJYKT HEe U3UCKBA CIIEIMATHN YCIOBHSI HA ChXpaHEHUE.

6.5 Bwuau chabpiKaHue OMAKOBKATa

biucrepu ot PP/anymuauneBo donmo B kaproHeHa KyTus 1o 2, 4, 8, 12 u 20 TabneTku.
He Bcruky BHIOBE OMAKOBKH MOTAT Jja ObJIaT MMyCHATH B TIPOJaK0a.

6.6 CnenuaJHu npeana3Hu MepKHU MPH U3XBBPJIsiHE

Hsma crienmuaiam n3UCKBaHUS 3a U3XBBPJISIHE.
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7. ITPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
Bayer AG

51368 Leverkusen

T'epmanus

8. HOMEP(A) HA PASPEHLIEHUETO 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 II'bPBO PASPEIIABAHE/TIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO pazpemasane: 06 mapt 2003

Jata Ha mocneaHo mogHoBsBane: 06 mapT 2008

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

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

Levitra 10 mg TtabiaeTkn, IUCIEPTUPALIM CE B yCTaTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika aucrieprupaiia ce B ycrara tabmeTka chaspika 10 mg Bapaenadun (vardenafil) (kato
XUIAPOXIIOPHI).

ITomominu BelecTa:
7,96 mg copouroi (E420) u 1,80 mg acniapram (E951) 3a eqHa tabnerka, iucneprupaiia ce B ycrata.

3a IBJIHUA CIIUCHK HA ITOMOIIHUTE BEIIECTBA BIKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka, Tucrieprupaiia ce B ycrata.
benn kpbrim TabeTKH.

4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHHU MOKAZAHUA

JleueHne Ha epeKTWIHA TUCHYHKIM [IPU BB3PACTHU MbxKe. EpexkTiiiHa TucyHKIMs € HeBb3MOKHOCTTA
Jla ce TIOCTUI'HE WIN MOALBPIKA €PEeKLUs Ha IIeHNCa, He00X0IMMa 3a YCIEIEeH I10JIOB aKT.

3a ma 6pae epexTuBHA Levitra, e HEOOXOIUMO CEKCYyalTHO CTUMYJIHPAHE.

4.2 J1o3MpOBKA M HAYMH HA NMPHJIOKEHHE

AO3I/IQOBK3

IucneprupainuTe ce B ycraTa Tabiaerkn Levitra 10 mg He ca 6HOeKBHUBaIEHTHH Ha (DUIMHAPAHUTE
tabnerku Levitra 10 mg (k. Touka 5.1). MakcumanHara 103a 3a Levitra qucreprupaiia ce B ycrara
tabneTka e 10 mg/nex.

Ynompeba npu ev3pacmnu mwoice
Levitra 10 mg TabaeTkn, IUCIIEPTUPALM CE B yCTaTa, Ce MIPUEMAT CIOPE. HYKIUTE IPHOIM3UTEIHO 25
1o 60 MUHYTH TIpeIn CeKCyallHa aKTHBHOCT.

Cneyuannu nonyrayuu

Hayuenmu 8 cmapuecka 8vb3pacm (= 65 2o0uwna 6v3paci)

He ce n3uckBar KOpeKIMH Ha J103aTa PU MBXKE B CTaApUECKa Bh3pacT. BBIPeKky ToBa eIHO yBEIMUCHHE
Ha go03aTa 10 MakcumyM 20 mg dhunmupanu TadiaeTky Levitra TpsoBa ga 0b1¢ BHUMATETHO OOMICIICHO B
3aBHCHUMOCT OT MHINBHUIyaaHATa IIOHOCHMOCT (BXK. Touku 4.4 u 4.8).

Yepnodpobduo yepescdarne
Levitra 10 mg TabaeTkn, IUCIIEPTHUPAIIM CE B yCTaTa, HE ca IMMOKa3aHu 3a yrmorpeba KaTo HavajIHa 1032
[P 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 TOHOCHMOCTTA B €PUKACHOCTTA J103aTa MOXKe J1a OhJIe TOBUIIICHA
no Levitra 10 mg wmm 20 mg drnvupanu tabietku, nuinu Levitra 10 mg TaObeTku, TUCIIePTHpaIty ce B
ycrarta.

MaxkcuMaiHaTa mpernopbuBaHa 03a Py MalueHTH ¢ yMepeHo depHoapobHo yBpexaane (Child-Pugh B)
e Levitra 10 mg mox ¢popmara Ha punMupanu tadbaeTku (BK. Touka 5.2).

Levitra 10 mg TabaeTkn, IUCIIEPTUPAIIM CE B yCTaTa, He TpIOBA J1a Ce M3IOI3BAT IPH MAIlHEHTH C
ymepeno (Child-Pugh B) u teskko ueproapobno yepexmane (Child-Pugh C; Bx. Touxka 4.3).

bvbpeuno yspesicoane

He e HeoOxomuma KOpeKIns Ha Jio3aTa MPY MalUeHTH C JIEKO JI0 YMepeHo OBOpeuHO YBpekKIaHe.

IIpu marueHTH ¢ TEXKKO 0BOpeuHO yBpekaane (KpeaTHHUHOB KIUpbHC <30 ml/min) TpsiOBa ma ce MuCIu
3a HavaiHa jo3a Levitra 5 mg dpumvupanu Tabnetkn. Bp3 ocHOBa Ha TOHOCHMOCTTA M €(pUKACHOCTTA
J03aTa MOke fa 0bjae nopuiieHa 10 Levitra 10 mg u 20 mg ¢punmupanu tadaetku win Levitra 10 mg
TabNEeTKH, JUCTIEPTUPAIIH Ce B yCTaTa.

Hucniepruparmara ce B ycraTta tTabnetka Levitra, He TpsOBa 1a ce M3MOI3Ba MPH MAITUEHTH ¢ KPaCH CTaTui
Ha OBOpeuyHa HeIOCTATHYHOCT (BK. Touka 4.3).

Ileduampuuna nonynayus

Hucnieprupamnute ce B ycraTta Tabnmetku Levitra He ca Mmoka3aHu 3a MalueHTH 1o 1 8-ToaummHa Bb3pacT.
Hsama nogxopmsmy noka3aHus 3a ynorpeda Ha TUCTIeprUpaIin ce B ycraTta Tabierkn Levitra mpu gena u
FOHOIIIH.

Ynompeba npu nayuenmu, ynompebdsgawiu opyau 1ekapcmeeHu npooyKmu

Eonospemenna ynompeba na ymepenu uiu mowsnu unxubumopu na CYP3A4

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

Hauun Ha npunoxxenue

3a mepopaiiHo MPUIIOKEHUE.

Hucnepruparmara ce B ycrara TabneTkaTa TpsiOBa Jja ce MOCTaBU B yCcTaTa BbPXY €3MKa, KBAETO TS ObP30
e ce pasmaaHe, U CJIeN TOBa Ja ce MorbiHe. Jlucneprupaniute ce B ycrata Tabmetku Levitra Tpsosa ma
ce mpuemat 0e3 TEYHOCT U HETIOCPEICTBEHO CIIe]] M3BAXKIaHETO UM OT OIucTepa.

Jucnieprupamnute ce B ycraTta Tabnetku Levitra MoraT ma ce mpuemar cbC Wil 0e3 XpaHa.

4.3 IIpoTuBOmOKa3aHUSI

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

EnHoBpeMeHHOTO NpUIIOKEHUE Ha BapieHADUI C HUTPATH WK JIEKapCTBa, OCBOOOXKIABAIIN a30TeH
oKcH (KaTo aMIIT HUTPHT) IO BCsiKakBa (hopMa, € MPOTHBOIIOKa3aHo (BXK. Touku 4.5 1 5.1).

Levitra e mpoTnBOMOKa3aHa MpH MaMEeHTH, KOUTO UMAT 3ary0a Ha 3peHHETO Ha €JHOTO OKO, BCIEICTBHE
Ha He-apTepUUTHA MpeaHa ucxemuyna ontrndHa HeBponatws (NAION), He3aBUCHMO JaJId TO3HW €ITU307 €
CBBP3aH WM HE ¢ TIPEAIIecTBaIa eKCIo3UINI Ha HHEXUOuTOp Ha dhochoamectepasa 5 (PDFS) (Bxk. Touka
4.4).

JlexapcTBeHN IPOAYKTH 32 JIEUCHNE HA €PEKTHITHA JUCYHKINS IO TPABHUIIO HE TPSAOBA J1a Ce M3MOI3BAT
MIPH MBKE, IPH KOUTO HE Ce MPETophIBa CEKCyaTHa aKTUBHOCT (HapuMep MAIEeHTH C TeXKH ChPeTHO-
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CHJIOBH HApyIICHHUS, KATO HECTAOMITHA CTEHOKAPIHSI MIIH TEKKa ChpJIeYHa HeJocTaThaHOCT [ Hioliopkcka
kapauosorrnaHa acormarus (New York Heart Association) III wmm [V].

be3onacHocTTa Ha BapjieHa( I HEe € H3MUTBAHA NIPU CIICHUTE TPYITU MAIHECHTH U CIIEI0OBATEITHO

Heropara ynorpeda € MpoTUBOIIOKA3aHa, JIOKATO HE Ce MOMYYH JOIBIHUTEIHA HHDOPMAIIHS:

- TeXKo depHoapoOHo yBpexmane (Child-Pugh C),

- KpacH CTajuii Ha ObOpeYHa HEIOCTATHYHOCT, KOSITO Hajlara Juaimsa,

- XUMOTOHUSA (KpBBHO Haysrane <90/50 mm Hg),

- AHAMHECTHYHH JIaHHU 32 TIPEKapaH CKOPO MHCYIT WIH MHOKapJieH HHPAPKT (Tpe3 MoCIeTHUTe
6 mecera),

- HEeCTa0MITHA CTEHOKAP/IUsl U M3BECTHU BPOJICHH JICTCHEPATUBHY HApPYIICHNs HA PEeTUHATA, KaTo
IMUTMEHTEH PETHHUT.

EnnoBpemennara ynorpe6a Ha BapaeHadwn ¢ momraute CYP 3A4 mHXnOUTOpH KETOKOHA30J H
HATpaKkoHa30:1 (rmepopanHa ¢hopMa) € MPOTUBOIIOKA3aHa MPH MBKE Ha BB3PacT HAl 75 TOIWHH.

EmnoBpemenHoTo u3noisBane Ha BapaeHadw ¢ HIV nporeasan nHXUOUTOPH KaTO pUTOHABUD H
WHIWHABHP € TMPOTHBOIOKA3aHO, Thi KaTo Te ca MHOTO MoiHu naxuoutropn Ha CYP3A4 (Bx. TOouka 4.5).

EnnoBpemennoTo npunarane Ha PDES naxuOuTopH, BKIIFOUNTETHO BapAeHA(III, ¢ TyaHUIAT-IIMKIIa3HA
CTHMYJIATOPH, KaTO PHOIUTYAT, € TPOTUBOIIOKA3aHO, Thil KATO TOBA MOXKE Ja MPUYUHU CUMITOMATHYHA
Xunotonus (BxK. Touka 4.5).

4.4 ChneuuajHu npeaynpeXIeHus U NPeANa3Hu MEPKH NPU ynoTpeda

IIpenu ma ce 3amoyHe MEAMKAMEHTO3HO JICUESHHE ¢ HE0OX0IMMO J1a ce CHeMe aHaMHe3a | JIa C€ U3BBPIITH
KITMHUYEH TIPeriie]], 3a ]a € JUarHOCTUIINPA EPEeKTIITHATA TUCHYHKIIHS U a C€ OTIPENesT
MOTEHITHATHUTE TIPUYHUHU 32 3a00JISIBaHETO.

[penn na ce 3amoyHe KaKBOTO | 2 € JeUeHHE Ha epeKTHIHA TUC(YHKIN, IeKapuTe TpsiOBa Jja B3eMar
1I0/1 BHIMaHNE ChPACYHO-CHIOBHS CTATyC HA TEXHHUTE MAMEHTH, Th KaTO CHIIECTBYBA CTEICH Ha PUCK
OT CTpaHa Ha ChPIIETO, CBhP3aH ChC CEKCyalTHaTa aKTUBHOCT (BX. Touka 4.3). Bapaenadun npurexxasa
CBHIIOPA3MINPSBAIIN CBOWCTBA, KOUTO BOJT JI0 JIEKO U MPEXOIHO MOHIKaBaHEe Ha KPbBHOTO HAJIATAHE
(Bk. Touka 5.1). [larmenTun ¢ teBokaMepHa 00CTPYKIMS HA KPBBHUS TOK, HAIP. aOPTHA CTEHO3a U
UANOTIATHYHA XUIIEpTPo(UIHA CyOaOpTHA CTEHO3a, MOTAT Ja Ca YyBCTBUTEIHH KbM AEHCTBUETO HA
Ba30AMIIATATOPH, BKIFOUUTENHO (hocdoauecTepasHl HHXUOUTOPH THI 5.

JlekapcTBEHHUTE TPOAYKTH 3a JCUCHUE Ha epeKTHIHA TUC(YHKIUS TPAOBa /1a ce M3I0a3BaT BHUMATEIIHO
MY MAIUEHTH C aHATOMHUYHA JehopMaris Ha rmeHuca (KaTo aHryamus, kapepHo3Ha Gpuodposa nim
Oonect Ha Peyronie), mim npyu NanMeHTH, KOUTO UMAT ChCTOSHUS, PEIPa3Noarainii KbM IpHanu3bM
(KaTo CHPIOBHIHO-KIETHYHA AaHEMHSI, MYJITUIUICH MUEJIOM ITH JIEBKEMHS).

bezomacHocTTa 11 eprkacHOCTTa HA KOMOWHAITUH OT IUCTIEPTUPAIIH ce B ycTaTa Tabnerku Levitra u
(umupanu Tabnetku Levitra wim Apyry JlekapcTBa 3a JIeYeHHEe Ha epeKTHUITHA JUCYHKINS HE €
n3nuTBaHa. CIe0BaTeTHO HE Ce MPENopbyUBa U3MOI3BAHETO HA TAKMBA KOMOWHAIINH.

IToHOCMMOCTTa KBPM MaKcHUMaliHaTa 03a oT Levitra 20 mg ¢punMupann TabieTku MoXxe 1a ObJie To-Joma
TIpY TIAIMEHTH B CTapyecKa Bb3pacT (=65 ronumraa Be3pacT) (Bxk. Touku 4.2 u 4.8).

Eonospemenna ynompeba na anga-oroxepu
EnnoBpeMeHHOTO M3M013BaHe Ha anda-0JI0Kepy 1 BapaeHa(WI MOXKE J1a JOBE/IE 10 CHMITOMAaTHYHA

XHUIIOTOHMSA TP HAKOU MAIUECHTH, ITIOHEKE U ABETE JICKApPCTBa Ca Ba3oAnIaTaToOpHU. E,Z[HOBpeMeHHO
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JeueHue ¢ BapaeHadui TpsaOBa Jia ce 3aloyHe camMo, aKo MalUeHTHT € CTAOMIM3UPaH C JieueHue ¢ anda-
ookep. IIpu Te3u manpieHTH, KOUTO ca CTaOWUITHY C JiedueHue ¢ anda-0okep, BapaeHapUI TpsOBa Aa
3amoYHe ¢ Haii-HUCKaTa MperopbuBaHa HavalHa /103a OT 5 mg ¢uiaMupanu TabneTku. [laruenTure Ha
nedeHue ¢ anda-06okepu He TpsgOBa aa usnonsear Levitra 10 mg tabieTky, AUCeprupaliy ce B ycrara,
KaTo HaJaJlHa 103a. Bapaeradmn Moxe ma ce mpueMa o BCSIKO BpeMe ¢ TaMCYIIO3UH Wid andy303uH. C
npyrute anda-61okepr ¢ HEOOXOAMMO pa3eisTHe Ha 103aTa BEB BpEMETO, KOTraTo BapaeHadwm ce
npujara eJHOBPEMEHHO (BXK. Touka 4.5). [Ipu Te3u manueHTr, KOUTO Be4e B3eMaT ONTUMHU3NPaHa 032
BapaeHadWI, IedeHHETO ¢ anda-0Jokepu TpsAOBa Aa 3amovHe ¢ Hal-HuCKa go3a. [locTeneHHOTO
MMOBHUITIaBaHe Ha J03arta anda-ookep Moxke 1a Oblie CBEP3aHO C MO-HATATHITHO TIOHKABaHE Ha
KPBBHOTO HaJIsITaHE TPY MAIMEeHTH, MPUeMaIy BapaeHapuI.

Eonoepemenna ynompedba na CYP3A4 unxubumopu

EnnoBpeMennara ymnorpe6a Ha BapaeHaduin ¢ mourau naxuoutopu Ha CYP3 A4 kato uTpakoHa3olr u
KETOKOHAa30J] (repopaiiHa ¢opma) TpsiOBa Ja ce n305ATBa, Thil KATO Ce MOydaBaT MHOTO BUCOKH TTa3MEHHU
KOHIIEHTpAINH Ha BapaeHa( I, aKo JIEKapCTBEHUTE MPOAYKTH ce KOMOMHHpPAT (BXK. TOUKH 4.5 n 4.3).

Moxe ma 0b1e He0OX0auMa KOPEKIIUS Ha J03aTa Ha BapaeHadwI, ako e JTHOBPEMEHHO Ce MpuJjara ¢
ymepenu CYP3A4 naxubutopu, KaTo EPUTPOMHUIIMH U KIAPUTPOMHUITUH (BXK. TOUKH 4.2 1 4.5).

EnHOBpEeMEHHUSAT MpHUEM Ha TPernpyT WK Ha COK OT IPEeHIIPPYT ce ouaKBa Jia TOBUIIH IIA3MEHUTE
KOHIICHTpaIuu Ha BapaeHadmr. KomOuHamusaTa TpssOBa na ce u30srea (BX. Touka 4.5).

Egexmu evpxy QTc unmepsana

JoxazaHo e, ue enHOKpaTHUTE epopanau go3u ot 10 mg u 80 mg Bapaenadun yapmxasar QTc
HHTEpBaIa ChOTBETHO Che cpeaHo 8 msec u 10 msec (Bxk. Touka 5.1). ChIo Taka €MHOKPATHHU JTO3H OT
10 mg BapneHadwn, MpUIoKeHU eqHoBpeMeHHO ¢ 400 mg raTudIoKcalH — aKTUBHO BEIECTBO C
nonoben QT edext — mokasar qombiaauTeNeH QTC edekT oT 4 msec, B CpaBHEHHE C BCSIKO OT TE3H
AKTUBHHM BelecTBa nootaesnHo. Knuununoro 3Hauenue Ha Te3u QT npoMeHu He € n3BeCTHO (BXK. TOUKA
5.1).

KnnHn4HOTO 3HaUeHNE HA Ta3W HAXOJKa HE € U3BECTHO U HE MOXeE J]a C€ OTHECE 3@ BCUYKH MAI[MEHTH [IPU
BCHUYKH OOCTOSITEJICTBA, Thil KATO 3aBUCH OT MHANBUAYATHUTE PUCKOBU (PAaKTOPH U Bb3NPHUEMUIHUBOCTA B
JazieH MOMEHT U IIPU BCEKH OTJeJIeH NMalueHT. JIekapcTBeHn NpoayKTH, KOUTo yabmkasat QTc
WHTepBaja, BKIIIOUYNTEIHO BapAeHadu, e Hail-moOpe 1a ce n30ATBaT MPH MalUeHTH C PUCKOBU (aKTOpH,
HalpuMep XUIOKAINEMHUs, BpOeHO yabipkaBaHe Ha QT mHTepBaia, eIHOBPEMEHHO IPHIIOKEHHE Ha
AHTHAPUTMIYHU JIEKapCTBEHH MPOAYKTH Kiac [A (Hamp. xuHUIUH,TpokanHaMu) win kiac I (samp.
aMHUOJIapOH, COTAJION).

Edbexmu evpxy spenuemo

Hapymenns Ha 3peHneTO 1 Cilydan Ha He-apTepuuTHa ucxemudHa ontiuaHa HeBponatus (NAION) ce
CHOOIIaBaT BHB Bpb3Ka C nprema Ha Levitra u apyru PDES nuaxuburopn. AHanmm3u Ha JaHHUTE OT
HaO0JII0IEHUETO TIOKa3BaT MoBHUIIeH pruck oT octpa NAION nipu MBke ¢ epeKTriIHa TUCHYHKIHS CIe]T
excriosuts Ha PDES naxubutopu kato BapaeHadwn, Tanatadun u cunaenadun (Bx. Touka 4.8). Tei
KaTo TOBAa MOXeE J]a € OT 3HaYCHHE 33 BCUYKH MALEHTH, EKCIIOHUPAHH Ha BapAeHaQI, NAalUEeHThT
TpsiOBa J1a ce IOCHBETBA, Y€ B CIIydail HA BHE3AIHO HapyILIEHWE Ha 3pEHUETO TPsiOBa Ja crpe npreMa Ha
JUCTIEpPTUpally ce B ycTaTa TabseTku Levitra, n BenHara 1a ce KOHCYJITHpA C JIeKap.

Egexmu 6vpxy Kpveocvcupsanemo

In vitro N3NUTBAHUATA C YOBEUIKH TPOMOOIINTH MIOKa3BaT, 4ye BapJeHA(QHI He MPUTEKaBa aHTHATPETaHTEH
e(heKT, HO TP BUCOKHU KOHIIEHTPAIINY (MHOTOKPATHO MPEBUIIIABAIIN TEPANIEBTHYHUTE), BapAeHAPIIT
NOTEHIMPA aHTHATPETAaHTHUS ePEeKT Ha HATPUEBHS HUTPOIIPYCHUJI, TOHOP Ha a30TeH okuc. [Ipu xopa
BapaeHa(wI He BIMsAe BbPXY BPEMETO Ha KPHBOCHCHPBAHE, CAMOCTOSTEITHO WJIM B KOMOMHAIINS C
aleTIICATNINIOBA KucennHa (Bk. Touka 4.5). Hama Hanmudaa nHpopMaIius 3a 6€301acHOCTTA CIIel
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NPUIOKEHUE Ha BapieHADUIT TP MAIUCHTH ¢ HAPYIICHUS B KPHBOCHCHPBAHETO WJIM aKTHBHA TENITHYHA
s3Ba. CrefjoBaTeTHO BapaeHa( I TpIOBa Ia ce Ipuiara Ipy Te3u MalueHTH caMo CJie/l BHUMAaTellHa
MpeleHKa Ha OTHOIIIEHUETO 10133/ PHCK.

Acnapram
Toga nekapcTBo chabpika 1,80 mg acmapram BbB Besika 10 MQ qucreprupaliia ce B ycraTa TadlieTka.

AcnapTaMbT € U3TOYHUK Ha heHmnananud. ToBa MOXe Jia HaBpeIy Ha NAIMEHTH ¢ (PEHUIKETOHYPUS
(PKU), pstmko reHeTndHO 3a00JIsIBaHE, IPH KOETO C€ HATPYIBa (heHMIAIaHNH, Thil KATO OPraHU3MbT HE
MOXe JIa TO OTIEIS MPABHITHO.

CopOuton
ToBa nekapcTBO Chabpika 7,96 Mg copoutoi BbB Beska 10 Mg aucrieprupaiiia ce B ycrara TadjeTka.

45 B3aumojeiicTBue ¢ APYrU JeKAPCTBEHN MPOAYKTH U Apyru GopMu HAa B3auMojIeiicTBUe

BrnusiHue Ha APYTH JIeKapCTBEHU MPOAYKTH BEPXY BapaeHadUII

In vitro uznumeanusi

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

In vivo usnumeanus

EnnopemennoTo npunoxenne Ha HIV npoteasnus naxudbutop nHarHaBup (800 mg Tpu MBTH THEBHO),
motieH CYP3A4 uaxubutop, ¢ BapaeHadui (10 Mg punmupann TabJIeTKH), € JOBENO 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 MPHOIHM3UTETHO 4% OT MaKCHMAITHOTO TNIa3MEHO HUBO
Ha BapaeHaPI (Cpay).

EnnoBpemeHHOTO npuiokeHue Ha BapaeHadui ¢ puroHaBup (600 mg aBa IbTH THEBHO) BOIH 10
13-kpaTHo noBuiaBaHe Ha Cngy Ha BapaeHadun u 49-kpatHo nosuinaBane Ha AUC.o4 Ha BapaecHa(uII,
KOTaTo ce MpuiIara eAHOBPEMEHHO C BapAeHaQmI 5 mg. B3anMoaeiiCTBHETO € ITOCIIeICTBHE HA
0JIOKHPAHETO Ha YePHOAPOOHMS MeTa0OIM3bM Ha BapaeHa(uI OT pUTOHABUD, BucokoakTuBeH CYP3A4
UHXUOHUTOP, KoiTO chio maxubupa CYP2C9. PurtoHaBup 3HAUUTEITHO YABJDKABa BpEMETO Ha MOTYKHUBOT
Ha BepaeHadwi 1o 25,7 daca (Bxk. Touka 4.3).

EnnoBpeMenHOTO MprioxkeHnne Ha kKetokoHaszom (200 mg), momen CYP3 A4 uaxuburop, ¢ BapaeHAPUIT
(5 mg) e noseno mo 10-kpatHo moeumasane Ha AUC Ha BapaeHad i u 4-kpaTHo mosuiiaBane Ha Cpay Ha
BapaeHadmi (Bk. Touka 4.4).

Bripeku ve crienupuuHN U3MUTBAHUS BEPXY B3aUMOJICHCTBUETO HE Ca IPOBEJICHH, TIPH STHOBPEMEHHOTO
nsnon3Bane Ha MomHN CYP3 A4 nHXuONTOpH (KaTO HTPAKOHA30J1) MOXE Ja C€ 0YaKBa MOJTydaBaHe Ha
TUTa3MEHH HUBA Ha BapjeHauIl, CPAaBHUMHU C TE3H, TIOJIY4YCHHU C KETOKOHa301. EnHoBpeMenHara ynorpeba
Ha BapaeHadwi ¢ montHu CYP3 A4 naXuOnuTOpH, KaTO UTPAKOHA30J M KETOKOHA30:1 (ITepopainHa ¢hopma),
TpsOBa Aa ce n30srBa (BX. Touku 4.3 u 4.4). Ilpu Bb3pacTHA MBXKe Haj 75-TOIUITHA BB3PACT
€IHOBPEMEHHOTO M3II0JI3BaHe Ha BapeHAPHII C UTPAKOHA30JI WIIM KETOKOHA30JI € MPOTHBOMOKA3aHO (BXK.
Touka 4.3).

EnnoBpemennoto npuinoxenne Ha eputpoMuriaH (500 mg Tpu meTH gHEBHO), MotieH CYP3A4
nHXHOUTOP ¢ BapaeHadwi (5 mg), e noBeno no 4-kpatHo nosumaBaHe Ha AUC Ha BapaeHadwt u 3-
KpatHO noBumaBane B Cnay Ha BapJicHadWI. BbIpeku ue He € MPOoBEeX/JaHO KOHKPETHO U3MUTBaHE 3a
B3aUMOJICHCTBUS, TIPY €THOBPEMEHHO TPWIOKEHIE Ha KIIAPUTPOMHITUH MOJXKE JIa Ce 0OYaKBa Mo100H0
Brusiane BepXy AUC n Chax Ha BapaeHadmi. Korato ce m3nomnssa B komOuHamws ¢ ymeped CYP 3A4
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WHXUOUTOP, KATO EPUTPOMHUITUH I KIAPUTPOMUIIMH, MOXKE JIa € He00X0IMMO J103aTa Ha BapaeHa(uI 1a
ce kopurupa (BX. Touku 4.2 u 4.4).

Humernnna (400 mg 1Ba MTH AHEBHO), HecnenuduaeH ruToxpoM P450 naHxubuTop, HIMA BIIUSHHAE
BBpXY AUC u Cyax Ha BapaeHah Wi, KOTAaTO Ce Mpujlara eIHoBpeMeHHo ¢ BapaeHadwi (20 mg) mpu
31paBu JOOPOBOJIIIH.

CokbT oT rpeindpyT, kato cinad naxuoburop Ha Metadbom3ma Ha CYP3A4 B upeBHaTa cTeHa, MOXKE Ja
JIOBEJIC 10 YMEPEHO MOBHINIaBaHE Ha IJIa3MEHHUTE HUBA Ha BapaeHadw (BXK. Touka 4.4).

dapmakokrHETHKaTa Ha BapaeHadwmr (20 mg) He ce MOBIUABA OT €IHOBPEMEHHOTO IIPIIIOKECHHE C
H2-anTaronucra paautuans (150 mg 1Ba mbTH JHEBHO), TUTOKCHH, Bap(apuH, ITHOSHKIAMH/T, aTKOXOJT
(cpemHO MaKCHMAITHO aJIKOXOJIHO ChABPKaHNE B KpbBTa OT 73 mg/dl) mim eqHOKpaTHH 03U OT aHTHAITH]T
(Marne3neB XHJIPOKCHI/aTyMUHHEB XUAPOKCHI).

Brnpeku ve crienupuuHE U3MUTBAHUS BEPXY B3aUMOJICHCTBUETO HE ca OHMJIIM MPOBEJICHH 32 BCUHUKU
JIEKapCTBEHU TIPOJIYKTH, MOMYIAIIMOHHUAT (PapMaKOKHHETHYCH aHAIN3 IOKa3Ba JIUTIcaTa Ha TIOBJIHsBAHE
Ha (papMakoKHMHETHKATa Ha BapJieHa(WII OT CIICAHUTE JICKApCTBA, IPUETH CHBMECTHO: alleTHIICAITUIINIIOBA
kucennaa, ACE-uaxuburtopu, 6eta-6mokepu, cnadbu CYP3 A4 maxubuTOpH, THypETUITH U JIEKAPCTBEHU
MPOAYKTH 3a JIeueHue Ha AnadeT (CcyndaHmIypeliHu TeKkapcTBa 1 METHOPMUH).

Binsnue Ha BapaeHadua BEPXY APYTUTE JEKAPCTBEHU TPOJYKTH
Hsima nannm 3a B3auMoieficTBreTo Ha BapaeHadui u Hecrieriuuaau GpocdoruecTepasHi HHXHOUTOPU
KaTo TeO(WINH WIN AUTTAPHUIAMOIL.

In vivo usnumeanus

B usnuteane npu 18 31paBu 10OPOBOIIIM MBXe HE € HAOJII01aBaHO TIOTCHIIMPaHe Ha TIOHKABAIIUS
e(eKT BppXy KPbBHOTO HAJIATAHE Ha CyOIMHTBAIHO NpHiIoskeH HUuTporaunepuH (0,4 mg), korato
BapaeHadwi (10 mg) e mprIokeH Ha pa3InIHU HHTEpBaIN OT BpeMe (0T 1 "ac mo 24 Jaca), mpeau aa ce
nmpueMe a03ata HuTporuneprH. Bapaenadhun punmupann tabnetku 20 mg NOTEHIUPAT XUMTOTEH3UBHAS
edexT Ha cyonmmHaTBaHus HUTpormnepuH (0,4 mg), B3eT 1 wim 4 gaca cie IpUiIoKeHHETO Ha
BapJieHad M IpH 3/JpaBy JIUIA Ha cpeHa Bh3pacT. He e HaOmronaBaH eekT BbpXy KPHBHOTO HaJsTaHe,
KOTaTO HUTPOTIUIICPHH € TIPUET 24 Jaca cie MPUIoKEHUETO Ha eTHOKpaTHa 103a BapaeHadwmt 20 mg
bummupanu Tabnetkn. Hama napOpMaIis 3a Bb3MOKHO TIOTCHIIMPaHe Ha XUITOTEH3UBHAUTE e(PeKTH Ha
HUTpATHTE OT BapJieHA(WII PH MAIIMEHTH U CIIEIOBATEITHO €THOBPEMEHHOTO M3II0JI3BAHE Ha
JUCTIEPTHPAIIIH C€ B yCTaTa TabJIETKH, M HUTPATH € MPOTUBOIOKA3aHO (BXK. To4Ka 4.3).

Hukopanaun e xubpua Mexx Iy akTHBaTOp Ha KalneBus KaHan u Hutpat. [lopaan HuTpaTHaTA cH
KOMITOHEHTA CHIIECTBYBa Bh3MOKHOCT 332 CEPHO3HO B3aMMO/IEHCTBHE C BapeHA(DIIL.

Tbii kKaTO MOHOTEpanusITa ¢ anda-oJokep MoKe J1a MPUIUHHA U3PA3CHO MOHMKABaHE HA KPHBHOTO
HaJATaHe, 0COOCHO OPTOCTATHYHA XUIIOTOHHUS M CUHKOII, TPOBEJICHU Ca M3MHUTBAHUS Ha
B3aUMOJICHCTBUETO ¢ BapjcHadWI. B 1Be M3NHUTBaHMS HA B3aUMOJICHCTBUETO ChC 3/IpaBH HOPMOTCH3HBHHU
nmoOpoBouy cien GopcrupaHo TUTpUpaHe Ha anda-O0JIoKepruTe TaMCyJIO3UH HITH TePa303UH 10 BUCOKU
JIO3M € JTOKJIaJIBaHa XUTIOTOHUS (B HSKOW CITydaW CUMIITOMATHYHA) TIPU 3HAYUTENECH OpOl OT
JIOOPOBOJIIIUTE Cle]] €THOBPEMEHHO MPHUIIOKeHHe Ha BapaeHadun. Cpen Mnara, IeKyBaHU ¢ Tepa3olnH,
€ Ha0JIt0JJaBaHa T0-4eCTO XUITOTOHHMS, KOTaTo BapIeHA(WII U Tepa303uH ca MPHUJIaraHu e¢JTHOBPEMEHHO, B
CpaBHEHHE ChC CIyYauTe, KOraTo JO3UPAHETO € Pa3/Ie]ICHO OT 6-4acoB UHTEPBAI OT BpeMe.
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B®3 ocHOBa Ha pe3yiTaTHTE OT M3MHUTBAHKS HAa B3aUMOJICHCTBUETO, TPOBEJICHU C BapJeHadWI Mpu
NaIMeHTH ¢ ToOpoKkavyecTBeHa npocraTHa xunepruiaszus (JII1X) Ha mocTosiHHA Tepanvisi ¢ TAMCYJI031H,
TepPa303MH WiIH alIPy303WH:

. Korato Bapmenadwn (hunmupann TablIeTKN) € mpuiarad B 1o3u 5, 10 uimu 20 mg pu MOCTOsTHHA
Tepamnus ¢ TAMCYJIO3WH, HIMa CHMIITOMATUYHO MOHW)KaBaHe HA KPbBHOTO HAJSITaHE, BBIIPEKHU Ue
3/21 nexyBaHU C TaMCYJIO3UH TMAIMEHTH Ca ¢ MIPEXOIHO CHCTOIMYHO HANIATAHE B U3MIPABEHO
MTOJIOXKEHHUE TI0-HUCKO oT 85 mmHg:

. Koraro Bapnmenadwr 5 mg (pumvupanyu TabIeTKH) € IprIarad e THOBPEMEHHO C TEPa3OInH 5 WIH
10 mg, eauH OT 21 MAIMEHTH € ChC CUMITOMATHYHA OPTOCTATHYHA XUITIOTOHHS. XHUIIOTOHUS HE €
HaOroaBaHa, Korato BapaeHadwiI 5 mg ¥ Tepa303uH ca MPUIaraHd ¢ MHTEPBAT OT 6 daca MEXIy
OTJICITHUTE JIO3H.

. Koraro Bapmenadwr (hummupanu TabiIeTKN) € npuiarad B 1o3u 5 win 10 mg mpu crabuimHa
Tepanus ¢ any3031H, HIMa CUMIITOMATHYHO NTOHW)KaBaHE HAa KPBBHOTO HAJISITaHE B CPABHEHHE C
rane6o.

CretoBaTeTHO €HOBPEMEHHOTO JIeUeHHE TPsIOBa J]a 3a[I0YHE, CaMO aKO MAIMEHTHT € CTA0MITU3UPaH C
nedeHueTo ¢ anda-omoxep. [Ipu Te3n marueHTH, KOUTO ca CTaOMIIM3UPAHH C JIeUeHne ¢ anda-0aokepH,
BapJieHadmI TpOBa Jla 3aI0YHE ¢ Hal-HUCKATa MpernophuBaHa HavalHa jo3a 5 mg. Levitra Mmoxke 1a ce
TpHJIara mo BCSAKO BpeMe ¢ TaMCylo3uH i andy3o3us. C npyrure anda-61oxkepu € Heo0X0AUMO J1a ©Ma
WHTEPBAJl OT BpeMe MEX/Iy OTACTHHUTE JIO3H, KOTaTo BapAeHA(UII ce MPE/IHCBa eTHOBPEMEHHO (BXK.
Touka 4.4).

Levitra 10 mg TabneTku, TUCTIEPrUpAIIIU CE B ycTaTa, He TpsOBa j1a ce mpHeMar KaTo HavasiHa 703a Mpu
MaIMEHTH Ha JeueHue ¢ ajada-0mokepn (Bxk. Touka 4.4).

Hsama 3naunTenHn B3anMozeicTBrsA, Korato BapdapuH (25 mg), koiito ce metabommzupa upe3 CYP2CO,
i gurokcuH (0,375 mg) e mpuioxeH eqHoBpeMeHHO ¢ BapaeHadw (20 mg ¢hunMupaHu TaOIeTKH).
OtHocuTenHaTa OMOHATMYHOCT Ha TIuOeHKIIaMuy (3,5 mg) He ce MOBIUABA, KOTATO €HOBPEMEHHO €
npuioxkeH BapaeHadmwr (20 mg). B KOHKpeTHO M3NMUTBaHE P MAIIMEHTH C XUIIEPTOHUS, KBAETO
BapaeHadni (20 mg) e mpuIIoXKeH eTHOBPEMEHHO ¢ HI(eIuuH che 3a0aBeHo ocBoOOxkaaBane (30 mg
i 60 mg), € yCTAaHOBEHO JIOMMBIHUTEIHO PEeIyNHpaHe Ha CHCTOIHOTO HAIIATaHe B JIETHAJIO TIOJIOKEHHE C
6 mmHg 1 TacTOTHOTO HaJsATaHe B JIETHAJIO MOJIOKeHUe ¢ 5 mmHg, mpuapyXeHo oT MoBHIIaBaHE Ha
ChpJIeYHATa YecToTa ¢ 4 yaapa/MuH.

Koraro Bapaenadun (20 mg dunmupanu TabIETKH) U ATKOXO0MI (CPETHO MAaKCHMAaTHO aIKOXOJTHO
cpappkanne 73 mg/dl) ce mpuemar 3aeHO, 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 Kucenuna (2 x 81 mg).

Puornuryar
IIpenxTuHAYIHN MPOYYBAHUS MTOKa3BaT AOIIBIHUTENICH e(hEeKT Ha MOHWKaBaHe HA CHCTEMHOTO KPBBHO

Hajsarane, korato PDES naxuburopu ce koMOMHHApAT C pUOIUTYaT. B KITMHUYHY MPOYYIBAHUS €
JIOKa3aHo, Ye¢ PUOITUTYaT MOTECHIINpa XUMOTeH3uBHAUTE epexTr Ha PDES naxubutopure. Hsima mannam 3a
OnaronpusTeH KIMHUYEH e(heKT Ha KOMOMHAIIMATA B TIpOy4YBaHarta nonynanus. EnHoBpemMeHHaTa
yrotpeba Ha puonuryar ¢ PDES naxuburops, BKIIOUHTETHO BapAeHaduII, € MPOTHBOIOKa3aHa (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(IIT IpH
OpeMeHHU xeHH. HsiMa TaHHr OTHOCHO (hepTHiInTeTA.

47 EdexTH BbpPXYy CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

He ca mpoBenenn m3nuTBaHus 3a €(PEKTUTE BHPXY CIIOCOOHOCTTA 3a Imodupane 1 padboTa ¢ MaIIHHH.

Tbii KaTO TIPU KIMHUYHKUTE M3IUTBAHKS C BapjieHa(u ca HaOJro1aBaHy 3aMaliBaHe U HApYILICHHS B
3pEHHETO, MAIUEHTUTE TPSOBA J]a ca CUT'YPHHU KaK pearupar Ha JUCIEPTHPAIly ce B ycTaTa TabJIeTKH
Levitra, mpenu na modupat wind paboTAT C MAIIHHHA.

4.8 Hexenanu JeKapcTBEHH PeaKIuu

Pesrome Ha mpodumia Ha 6€30macHOCT

HexenanuTe JiekapcTBEHH peaKITiy, 3a KOUTO UMa ChOOIIeHUs IIpu yroTpeda Ha Levitra hummupanu
TabneTky wim 10 mg TabNIeTKH, AUCTIEPTUPAIIN CE B yCTaTa, OT KIIMHWYHU U3IMUTBAHS, OOMKHOBEHO ca
ca MPEXOJIHH U JISKH JI0 YMEPEHH 10 xapakrep. Hali-uecto choOmaBanara HexelaHa JJieKapcTBeHa
peaxiusi, KoaTo ce e noseuia npu > 10% oT manueHTHTe, € TI1aBo0oIHe.

CouchbK Ha HEXKEJIAHUTE PEAKIINY B TAOJIMYCH BUI

Hexenanute peakiuu ca n3dpoenu mo yectora no MedDRA: muoro yectu (>1/10), yectu (>1/100 no
<1/10), neuectu (>1/1 000 mo <1/100), penxu (=1/10 000 mo <1/1 000) u c Heu3BeCcTHA YecTOTA (OT
HaJUYHATE JaHHU HE MOXKe Ja ObJie HalpaBeHa OICHKA).

IIpu Besiko rpynupaHe B 3aBUCHMOCT OT Y€CTOTaTa, HeXKellaHUTe JIEKAPCTBEHU PEAKIINH ce M30pOosBaT B
HU3XOJAII PeJI IO OTHOIICHNE Ha TAXHATa CEPHO3HOCT.

CrpobmraBa ce 3a CJIeTHATE HEXEITaHN PEaKITHH:

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

JAaHHH HE MOXeE J1a
ObJic HalpaBeHa
OIICHKA)

Nudexnun u KoHtoHKTHBUT

uHbecTaunu

Hapymenus Ha Anepruuex AnepruyHa

HMYHHATa OTOK U peaxius

cucTemMa AHTHOHEBPOTH-

YEeH OTOK

Ilcuxuunn Hapymienns Ha | be3nokoicTBo

HApYlIeHHUs CHHS

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

HepBHATAa ITapecresus u TIpunagbk

cucTemMa JTN3ECTe3us AwMHe3us
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Cucremo- Mmuoro Yectu HeuecTn Penxu* C Heu3BecTHA
Oprasnen Knac | yectn (>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
PecniupaTopun, 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
Oprasnen Knac | yectn (>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 TeHuca
eJHATA cUCTeMa XeMocmepmus
U rbpaaTa
OO0 Hepasnonoxe- | bonku B
HApYyUIeHUS U HUE TBPIUTE
edexTH Ha
MSICTOTO HA
NMPUJI0KEHHe

Onucanvie Ha N30paHU HEXKETAHU PEAKITHH

XeMoparus B IeHNCa, XeMOCIIEPMHS U XeMaTypHsl ca ChOOIIaBaHN B KIIMHIUYHU MPOYYBAHUA U KATO
CITOHTAHHO TTOJIYICHH TAHHU OT MIOCTMApPKETHHTOBHS TIEpHO IpH yroTpedara Ha Bcuuku PDES
WHXUOUTOPH, BKIIOUUTEITHO BapacHAPIII.

IIpu no3a ot 20 mg Levitra prMupany TabJIeTKH MAIIMEHTHTE B CTapYeCcKa BB3PaACT (> 65 TOOUHN) UMaT
Mo-BHCOKa yecToTa Ha rimaBobomme (16,2% crpsimo 11,8%) u 3amaiiBane (3,7% crupsimo 0,7%) B
CpaBHEHHE C TIO-MJIQINTE TTanueHTH (<65 romguan). Hait-o011o decroraTa Ha HEXKEITAHUTE PEaKIIUN
(ocobeHo ,,3amaiiBaHe™) € JICKO IMOBHUIIIEHA TIPH MTAlIUeHTH ¢ aHAMHE3a 38 XUTIEPTOHHUS.

[ocTMapkeTHHTOBH HAOIFOICHYSI

Cvoosu Hapyuienus

Cro01maBa ce 3a CeprHO3HU ChPJICYHOCHI0BH PEAKIINH, BKIFOYHTEIHO 1IepeOpOBACKyIapeH KPhBOU3IHE,
BHE3aIlHa ChpJ/ICYHA CMBPT, PEXOIHA NCXEMUYHA aTaKa, HECTA0MITHA CTCHOKAP U U KaMepHa apUTMHUSI
BBbB BPEMCHHA BPB3Ka C JIPYTro JIEKAPCTBO OT Ta3W rpyna Mpu MOCTMAPKETHHTOBOTO HAOIOICHHE.

Cro0IaBaHe Ha MMOJI03MPAHH HEXKEIAHU PEaKIHU
Cr0011aBaHeTo Ha 1MOI03UPaHH HeKETTaH! Peakiiy CIIe]] pa3pelraBaHe 3a ynorpeda Ha JIeKapCTBEHUs

MIPOIIYKT € BaxkHO. ToBa IO3BOJISIBA 1a IPOIBIKHM HAOIIOIEHNETO Ha ChOTHOIEHNUETO TT0JI3a/PUCK 3a
JIeKapCTBEHUS MPOAYKT. OT MEAWIIMHCKUTE CIEITUAIFCTH CE€ M3MCKBA J]a ChOOIIaBaT BCAKA ITO03MUpaHa
HEXXellaHa peakIys Ype3 HallMOHAIHA CUCTeMa 3a cho0IIaBaHe, mocoyena B [Ipunoxkenne V.
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4.9 Ilpeno3upane

B u3nuTBaHe Ha €HOKPATHO MpHUIAraHe MpH A00POBOJIIIHI, €HOKPATHH J03H 10 M BKIIOYHTETHO 80 Mg
BapaeHadui1 (GuaIMupaHu TaONIEeTKH) JHEBHO ca IOHECEHHU A00pe, 0e3 CepHO3HU HEeXKEIaHH PEaKIiu.

Koraro Bapnenadun ce npunara B o-BUCOKH J03W H TIO-YECTO OT MPErophuaHaTa cxeMa Ha MpujiaraHe
(40 mg dunMupanu TabIETKH IBa ITFTH JHEBHO), ca CHOOIIEHH CIIydan Ha CHiIHa 6oika B repOa. ToBa He
€ CBHP3aHO C MYCKYJTHA WJIH HEBPOJIOTMYHA TOKCHYHOCT.

B cnyuan Ha peno3upane, ako € Heo0X0auMo, TpsIOBa Ja ce MPUIIoKAT CTAHAAPTHH ITOAIBPIKAIIH
Mepku. bpOpednaTa quannsa He ce 09aKBa J1a yBeITWYH KIUPBHHCA, Thil KaTo BapaeHa(dWI € CBbP3aH B
roJisiMa CTEeIeH C IJIa3MeHUTe MTPOTENHH U HE C€ eIMMHUHNPA 3HAYUTEITHO B ypHUHATA.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 ®apmakoaMHAMHUYHH CBOICTBA

dapmakoTepaneBTUYHA IPpyma: Y POJOruyHU CpelicTBa, JIekapcTBa, U3MOJI3BAaHU IIPU €PEKTUIIHA
mucoynkims, ATC code: GO4BEQ9

Bapaenadwin e cpeacTBo 3a mepopaiHa Tepamus 3a ToJo0psiBaHe Ha epeKTHiIHATa (QYHKITUS TIPU MBXKE C
epeKTWIIHA TUCHYHKIUS. B ecTecTBEeHN YCIIOBHS, T.€. ChC CEKCYATHO CTUMYJIMpaHe, BapAcHaADUIT
BBH3CTAHOBSIBA YBpEACHATA EPEKTHUITHA (DYHKITUS Ype3 TOBUIIIABAHE HA KPBBHUS TOK KBbM TICHHUCA.

EpekuusTa Ha neHnca e XxeMoAnHAMHUYeH Tiporiec. [1o Bpeme Ha ceKCyaHO CTUMYJIMPAHE ce
0cBOOOXKIaBa a30TeH OKCU. Tol akTHBHpA eH3MMa T'yaHWJIATIMKIIA3a, BOJela JI0 TIOBUIIABaHE HUBOTO
Ha UKIAYHUS TyaHo3uH MoHodocdat (cGMP) B xopiryc kaBepHo3yM. ToBa Boziu 10 OTITyCKaHe Ha
INIaJKaTa MyCKylaTypa, Kato Mo3BoJjisiBa MOBUIIABaHE HA TIPUTOKA HA KPBB KbM meHuca. HuBoTo Ha
c¢GMP ce perynupa oT CKOpOCTTa Ha CHHTE3 Upe3 TYaHHJIATIIUKIIa3a U 4pe3 CKOPOCTTa Ha pasrpakiaHe,
nocpeactsoM cGMP xuaponuzupamu dochoauecrepasu (PDEs).

Bapaenadun e momien u cenektueH nHXuOuTOp HAa cCGMP criermduanara pochoamecrepasza tum 5
(PDES5), nHaii-BaxxHaTa ¢ochoanectepasa B HOBEIIKHS KOPITyC KaBepHO3yM. Bapnenadwn 3acunBa edekra
Ha eH/IOTeHHUS a30TE€H OKCHJI B KOPITyC KaBepHO3yM, kato naxubupa PDES. Koraro ce otnenn azoten
OKCHJI B OTTOBOD Ha CEKCyallHa CTUMYyJaIus, naxuoupanero Ha PDES ot Bapnenadwmn Bogau 10
nosuuieHy HuBa Ha cGMP B xopmyc kaBepHO3yM. Ciie10BaTENHO, 3a 1a C€ IPOSBAT IOJIE3HUTE
TepaneBTUIHH e(heKTH Ha BapeHapII, € HEOOXOINMO CEKCYaTHO CTUMYJTUPaHE.

W3nutBanus in vitro ca nokasany, 4ye BapAeHa(HI NpUTeRaBa MHOTOKPATHO ITO-CHITHO JACHCTBUE BBPXY
PDES,oTkonkoTO BEpPXY ApyrH u3BecTHH hochonuectepaszu (>15-kpatho cupsimo PDE6, >130-kpatHo
cnpsimo PDE1, >300-kpatHo cipssmo PDE11 u >1000-kpatro cripsmo PDE2, PDE3, PDE4, PDE7, PDES,
PDE9 u PDE10).

[Ipu nmpoBeneHo nscnenBane ¢ mwietn3morpadus Ha nernca (RigiScan) mpu HiIKOM MBKe MO JEHCTBHETO
Ha 20 mg BapzreHadui ce HaOM01aBa epeKLHs, 10CTaTbuHa 3a NpoHUKBaHe (60% purnaHocT cuopen
RigiScan) 15 munytu ciiex npriema My. [ToBIMsSIBaHETO HA TE3H JIUIIA OT BapJeHAPHI € CTATUCTUICCKH
3HAYMMO B CpPaBHEHHE C PE3yJNTaTHTE NP IUIanedo 25 MUHYTH CIIe]] TPUEM.

Bapnenadgun npuuuHsiBa yMEpeHO U MPEXOJHO OHMKaBaHEe Ha KPBBHOTO HAJSITAaHE, KOETO B IIOBEYETO
CJIyyaH He ce IposiBsiBa KIMHUYHO. CpelHaTa CTOMHOCT Ha MAKCUMAJTHO TIOHM)KaBaHE Ha CUCTOJIHOTO
HaJIsITaHe B JIETHAJIO MoNioskeHue ciell mpueM Ha 20 mn 40 mg BapaeHadun e chorBeTHO 6,9 mm Hg mpu
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20 mg u 4,3 mm Hg npu 40 mg BapaeHadui, B cpaBHeHME ¢ TU1aie00. Te3u epekTu 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 KIMHUYHO 3HAYUMH IPOMEHH B €JIEKTPOKapIuorpamMara Ha 3J[paBu MbXKe
JTOOPOBOJIIIH.

JIBOIHO-CIIATI0, KPBCTOCAHO, PAaHIOMU3UPAHO U3IMUTBAHE C €AHOKPATHA 11032 TIPH 59 31paBu MBKE
cpasasiBa BnusHUETO BhpXy QT nuTepBana ra Bapaenadwun (10 mg u 80 mg), cunaenadpun (50 mg u

400 mg) u mnane6o. Moxkcudokcanut (400 mg) e BKIIFOYCH KaTO aKTHBHA BHTPEITHA KOHTPOJIA.
Edextute Bppxy QT uHTEpBana ca m3MepBanu 1 yac ciienm MpIoKeHNE Ha 103aTa (CPEITHO tmay 32
BapaeHadwi1). OCHOBHATA 3a/laya Ha TOBA M3MHTBAHE € J1a C€ M3KIIIOYH IMO-ToJisiM OT 10 msec edekr (T.e.
Jla ce JoKake JIuTicaTa Ha edekT) Ha eqHokparHa 80 mg mepopaiHa mo3a BapacHaduin Bepxy QT
WHTEpBaIa B CpaBHEHHE ¢ TIIarebo, n3MepeH ¢ mpoMeHnuTe Ha Fridericia kopekimonHa Gopmyiia
(QTcF=QT/RR1/3) ot n3X0AHOHMUBO 70 BpeMeBaTa TOYKa Ha 1-Bus 9ac ciieq npuema. Pesynrature Ha
BapaeHadmiI mokassar yabinkaBane Ha QTc (Fridericia) ¢ 8 msec (90% Cl: 6-9) u 10 msec

(90% CI: 8-11) npu no3u 10 1 80 mg B cpaBHeHwue ¢ mianedo, u yabnkasane Ha QTci (Fridericia) ¢

4 msec (90% CI: 3-6) u 6 msec (90% CI: 4-7) npu mo3u 10 u 80 mg B cpaBHeHHE ¢ MIae0o0, eANH Yac
cien npuema. Ipu ty. cpearara mpomsHa B QTcF 3a Bapaenadun 80 mg € M3BbH YCTAHOBEHHUTE TPAHUITH
Ha u3nuTBaHeTo (croinoct 10 msec, 90% CI 8-11). Koraro e u3noi3BaHa HHAMBHIyaJlHA KOPESKIIMOHHA
(hopMyIa, HUTO €JTHA OT CTOMHOCTUTE HE ¢ OWiia U3BBbH IPaHHIIUTE.

B otnenHO MOCTMapKETHHTOBO IPOy4YBaHe MpH 44 3/1paBu JOOPOBOJIITN €THOKpAaTHH 4031 oT 10 mg
BapaeHad w1 wim 50 mg cuaeHapuI ca MPUIoKeH! eqHoBpeMeHHO ¢ 400 mg raTudaokcaIut —
nekapctBo cbe cpaBHEM QT edexr. U Bapnenadwr n cunpenadur ca mokazaim HapacTBaHe Ha Fridericia
QTc edexr ¢ 4 msec (BapaeHadwmr) 1 5 msec (cmimeHadwn), B CpaBHEHHE ¢ BCSIKO OT JICKapcTBaTa
nootesHo. KOHKpeTHOTO KIIMHUYHO 3HaueHne Ha Te3u QT nmpoMeHH He € U3BECTHO.

AOHT:HHI/ITCJIHa PIH[I}O[}M&QI/IH OT KIMHWYHH U3IMUTBAHUSA C BapgeHangn 10 mg Ta6JIeTKI/I, AUCTICpryupaniun

ce B ycraTa
EdukacHocTra u 0e3onacHocTTa Ha BapaeHadmi 10 mg TabieTku, JUCIeprupaliy ce B ycrara, ca

MOKa3aH! TMOOT/AEITHO B IIMPOKA MOIyJAlKs B IB¢ M3MHUTBaHMS, BKIrouBamy 701 panmoMu3upanu
MAIMEHTH C ePeKTHIIHA AUCHYHKIINS, KOUTO ca OWIIH JICKYBaHH B TIPOJIbIKCHUE Ha 12 ceMUIIH.
Pasmpenenenrero Ha MaUEHTUTE B TIPEIBAPUTEIHO JeUHUPAHUTE TIOATPYIH BKIIOYBA NAIIUEHTH B
crapuecka Bb3pacT (51%), manuenTy ¢ anaMHe3a 3a 3axapeH auadet (29%), nucaumuaemust (39%) u
xunepronus (40%).

Ot cOOpHUTE TaHHM OT ABETE M3MUTBAHUS ¢ BapaeHadpwt 10 mg TableTKu, TUCTIEPTUPAIN Ce B yCTaTa,
IIEF-EF nomeitn ckopoBeTe ca OWiIM 3HAYUMO TIO-TOJIEMH B Tpymara Ha BapAeHabui1 10 mg TabneTky,
JICTICPTUPAIIIY CE B yCTaTa, B CPaBHEHHE C 1iane0o.

CeznemMieceT ¥ €IMH MPOIIEHTA OT BCHYKH OIMTH 32 MOJIOB aKT, 32 KOUTO c€ ChOOIaBa B KIIMHUYHUTE
M3MATBaHUS, ca OMIIM C YCTIETTHO TPOHUKBAaHE B cpaBHEHNUE C 44% OT BCHYKH OTHUTH 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 manueHTH ¢ aHaMHe3a 3a TucIunuaeMus 66% u npu
MAIMeHTH ¢ aHaMHe3a 3a XunepToHus 70% OoT BCHYKHU OMUTH 3a MOJIOB aKT ca OMIIM C YCIETTHO
MIPOHUKBAHE.

Oxoio 63% OT BCHYKH OIIUTH 32 MOJIOB aKT, 33 KOUTO c€ ChoOIIaBa npu yrnorpeda Ha BapaeHadwmr 10 mg
TabNeTKH, TUCTICPTUPALIH CE B yCTaTa, ca OMIIU YCIEIIHA B CMUCHI Ha 3abPKaHe Ha ePEeKIIHATA B
CpaBHEHHE C OKOJIO 26% OT BCHYKH OIHUTH 32 MOJIOB aKT IPH U3IIOJI3BaHe Ha Turanebo. B mpenBapurerso
neduHUpaHUTe MOATPYIH 57% (MaueHTn B cTapyecka Bb3pacT), 56% (manueHTy ¢ anaMHe3a 3a 3aXapeH
nmuaber), 59% (mamuenTy ¢ anaMHe3a 3a gucnunuaeMus) u 60% (marueHTy ¢ aHaMHe3a 332 XUIIEPTOHUS)
OT BCUYKH OITUTH 3 TOJIOB aKT, 32 KOUTO c€ ChOoOIIaBa mpu yrnoTpeda Ha BapaeHadwn 10 mg Tadnerkw,
JICTICPTUPAIIY CE B YCTaTa, ca OMIIM YCIEITHN B CMUCHIT Ha 33]Ibp)KaHE HA CPEKIUATA.
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AOHT:JIHI/ITGJIHa PIH[I}O[}M&QI/IH OT KIMHUYHH U3IMUTBAHUA

B xnmHMYHM M3nuTBaHUSA BapacHadw € Omi npuiarad Ha mosede oT 17 000 Mbxxe ¢ epeKkTHiIHa
muchyakmmst (EJI) Ha Bp3pact Mexay 18 u 89 ronuHM, TOBEYETO OT TAX C MHOXKECTBO IPHIIPYIKABAIIN
3a0onsBanus. Han 2 500 manuenTy ca Oy Ha Tepanus ¢ BapacHadm 3a 6 win nmoseue Mecera. OT TIx
900 marnyeHTH ca OMJIM JIeKyBaHH | TOAMHA WK IIOBEYE.

Tazu rpymna nanueHTy BKIIOYBA: MAMEHTH B cTapuecka Bb3pact (22%), manmeHTn ¢ xurnepToHus (35%),
3axapeH auabet (29%), ¢ mcxemudHa 60JIeCT Ha ChPIETO WU IPYTH ChPIEYHO-CHAOBU 3a00IBaHUS
(7%), xpornuna 6emoapoOHa 6omect (5%), xunepaununemus (22%), nenpecus (5%), paaukaiHa
npoctarekToMus (9%). B kMMHNYHUTE U3MUTBAHUS HE ca OWIIM MPEICTAaBEHH JOCTATHYHO CIIETHNATE
TPyIH: TUIa B cTapyecka Bb3pact (>75 roaunn, 2,4%) 1 TAMEeHTH C ONpPEeeNIeHH ChbpACIHO-CHIOBI
3abomsaBanus (BXK. Touka 4.3). He ca m3BbpIIeHN KIMHUYHU U3MTATBAHUS TIPH TAITUEHTH ChC 3200 IIBaHUS
Ha [JTHC (¢ m3xmoueHne Ha TphOHAYHOMO3BYHH TPABMH), TIAIIMCHTH C TEXKH OHOPEUHHN WITH
YepHOPOOHH YBPEXKIAHHS, IPETHPIICITH XUPYPTrHYHI HHTEPBEHIIUH B 00J1aCTTa Ha Ta3a (C U3KIFOUEHHe
HA IQJIA11a HEPBUTE MPOCTATEKTOMHUSI ), T TPABMA, WJIH JIbYETEPAITUS U TIOHKEHO JIMOUIO MITH
aHaTOMHUYHH JiehopMalliy Ha TICHHCA.

ITo BpemMe Ha OCHOBHUTE KIMHUIHUTE H3MUTBAHUS JICUCHUETO ¢ BapaeHadm (GUIMHUpaHA TAa0JIETKH) €
JTOBEIIO JI0 ITOI00psiBaHe Ha epeKTHIIHATA PYHKINA B cpaBHEeHHE ¢ marebo. [Ipu Mankus 6poif maruenTy,
KOUTO ca U3BBPIIHIIM MOJIOB aKT YSTHPH JI0 TIET Yaca cje]| IprueMa Ha JIeKapcTBOTO, CTETNICHTA Ha
YCIICIIHOIPOHUKBAHE W IMOIbPKAHE HA SPEKIUS € 3HAYUTEITHO TI0-BUCOKA B CPABHEHHE C IUTaed0
rpymnara.

[Ipn m3nmTBanms ¢ pukcupana go3a (pruIMrpann TabIETKN) Cpea MTMPOKa MOIMyIAII MbXE C epeKTHIIHA
muchyukims, 68% (5 mg), 76% (10 mg) u 80% (20 mg) OT manKUeHTHTE ca OCHIIECTBIIN YCIICIICH MOJI0B
akt (mporukBanus) (SEP2), B cpaBuenue ¢ 49% B rpymara c miare0o 3a mepuoj OT TpU Mecera Ha
m3mTBaHeTo. CrocoOHOCTTa 3a moaabprkaHe Ha epexist (SEP3) B Ta3u mmpoka momynanus ot JIuia ¢
epekTiiiHa muchynakmus € 53% (5 mg), 63% (10 mg), 65% (20 mg), B cpaBHeHue ¢ 29% npu 1mianedo.

Cnopen cOOpHHTE TaHHH OT TOJIEMHUTE M3MUTBAHHSA 32 €(PUKACHOCT, TAMEHTHTE C YCIICIIEH MOJO0B aKT
(nponHmKBaHe) cien ynmoTpeda Ha BapaeHadWI ca OMITH KaKTO CIIeABa: C ICHXOT€HHA ePEeKTHITHA
muchynkuus (77-87%), cmeceHa epexktrinHa auchyHkuus (69-83%), opranndHa epexTHiIHa JUCHYHKINS
(64-75%), crapuecka B3pacT (52-75%), ucxemuuna 6osiect Ha cbpieTo (70-73%), XUnepaunuaeMus
(62-73%), xpornuna 6enoapodHa 6osect (74-78%), nenpecust (59-69%) u marMeHTH, JeKyBaHU
€IHOBPEMEHHO C aHTUXHUIIEPTEH3UBHU cpeacTBa (62-73%).

B xiMHIYHO M3NMUTBaHE MPH MAIMEHTH ChC 3aXapeH AuadeT BapJeHaHI 3HAUNTETHO OI00psiBa
epeKTHIHATA (PYHKIHS, CIOCOOHOCTTA 32 MOJy4aBaHe M NOAIbPIKaHe Ha ePeKIHs, JOCTAThYHO
IPOBDKUTEINHA 32 YCTICIIEH MTOJI0B aKT M PUTHAHOCT HA MEHKca ¢ 1031 BapaeHadmn 5 mg u 10 mg, B
cpaBHEeHHME c r1anedo. YecTorara Ha MolydaBaHe U NOAAbpPXKaHe Ha epekuus e ouna 61% u 49% npu

10 mg, 64% u 54% npu 20 mg BapaeHawI, IPU MAIMEHTH KOUTO ca 3aBBbPIININ TPH Mecella JICUCHNE, B
cpaBHeHHE ¢ 36% u 23% npu rpynara nauuMeHTy Ha miane0o.

B KIMHMYHO M3NKMTBaHE NPU MALUEHTH cJiell IPOCTAaTEKTOMHS, BapAeHa(p I 3HAYUTEIHO 10100psiBa
epeKTwIHaTa (PyHKIHUs, CIOCOOHOCTTA 3a IOJIy4aBaHe U MOALbPIKAaHE Ha ePeKLHs], JOCTAThUYHO
MIPOIBIDKUTEITHA 32 YCIEIIeH T0JI0B aKT M PUTHIHOCT Ha MeHnca ¢ 103 BapaeHadut ot 10 mg u 20 mg, B
CpaBHEHHME C rpymnara Ha mane6o. Yectorata Ha mosryyaBaHe U IOAIbP)KaHe Ha epekius e onna 47% u
37% npu 10 mg, 1 48% u 34% npu 20 mg BapaeHauI NpHU NALMEHTH C 3-MECEUHO JIEUCHHUE, B
cpaBHenue ¢ 22% u 10% npu nmanueHTuTe Ha manedo.

B knmMHMYHO M3NKMTBaHE C MPOMEHIINBA 1032 TP MALUEHTH ¢ TpaBMa Ha rpbOHAYHUS MO3BK, BapAeHapII
3HAYUTEJIHO MOJOOPsBA epeKTHIHATA (GYHKLHS, CHOCOOHOCTTA 3a MOJIyYyaBaHe U MOIbP)KaHe Ha

A0CTAaTbYHO MPOABIJDKUTEIHA EPEKIMA 3a YCIICHTHO U3BBPIIBAHE HA ITOJIOB aKT U PUT'HAHOCT Ha IIEHUCA B
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cpaBHeHUE ¢ TUTane0o. J[enpT Ha MaUeHTHTe, KOUTO ca c€ Bh3CTaHOBUIIH 10 HopMajeH ckop IIEF
(>26%) e 53% c Bapnenadun B cpaBHeHHE ¢ 9% c TuTane6o. YecToTaTa Ha IOBIUSBAHE 32 MOJIyYaBaHE U
noabpKane Ha epekuus € 76% u 59% npu Bapaenadun B cpaBaenue ¢ 41% u 22% npu mranebo, npu
MAIIEeHTH, KOUTO ca JICKYBaHH TPHU Mecela, KOeTO € KIIMHNYHO U cTaTucTrdeckn 3HaunmMo (p<0,001).

besomacHocTTa M ehrkacHOCTTa Ha BapAeHA(WII € YCTAHOBEHA B IBITOCPOYHHU H3MUTBAHHUA.

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

W3nuTBaHmsATa 32 OMOEKBUBAIEHTHOCT IIOKa3BaT, ue BapAeHadua 10 mg tabneTka, Aucneprupaia ce B
ycTaTa, He ¢ OMoekBHUBalieHTHA Ha BapaeHadmn 10 mg ummupanu Tabmerku. [1o Tazm npuunHa hopmara,
JIUCTIepTHpaIiaTa ce B ycraTa, He TpsOBa Ja ce M3MO0JI3Ba KaTO €KBUBAJICHT Ha BapaeHadwmr 10 mg
(bumMupaHu TabJIETKH.

AGcopbuus
[Ipu npunarane Ha BapacHam1 GUIMHpPaHU TabJIeTKH BapaeHaduiI ce abcopOupa Obp30 ¢ MAKCHMATHU

TUTa3MEHH KOHIICHTPAIH, JIOCTUTHATH MPU HIKOU MbXe 15 MHHYTH clie/l IepopaiTHO TPUIIOKEHHE.
Bwrpeku ToBa B 90% 0T ciiyyanTe MaKCUMAITHUTE TUIAa3MEHH KOHIICHTPAIMU Ca MOCTUTHATH 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 BapaeHadul
Cce MOBHINIABAT MMOYTH MPOMOPIHOHATHO Ha 103aTa B MPENOpPbYBaHus 10308 HHTepBai (5-20 mg).

Koraro Bapnenadun hpunMupanu TablIeTKH ce IPHEMAT ¢ XpaHa C BUCOKO Ch/IbpKaHUE HA Ma3HUHU
(cpapprkamia 57% Ma3HHHN), CKOPOCTTa Ha abcopOIns € HaMajeHa, C IOBUIIIaBaHE HAa MEINaHATa Ha tyax
¢ 1 gac u cpeana peaykuus Ha Cpax 20%. AUC Ha Bapaenadwn He ce mosnusBa. Cieq mprueM Ha XpaHa,
chabpxama 30% Ma3zHUHHU, CKOPOCTTA M CTETIEHTa Ha a0copOIHs Ha BapaeHAPHI (tmax, Crmax, AUC) He ce
MPOMEHST B CPABHEHHE C MPIIIOKEHUETO Ha TIIATHO.

Bapuenadw ce abcopbupa 6bp30 cinen npuiaarade Ha Levitra 10 mg tabnaeTkn, Iucreprupariy ce B
ycTaTa, 0e3 Boja. Meamanara Ha BpeMeTo 3a gocturade 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% (mauueHTH B cpeHa U ctapuecka Be3pacT ¢ EJI) unn 44% (Mmaan
31paBu HHAUBHAIW) ipu 10 mg qucneprupaiim ce B ycTaTa TabJIeTKH, B CPaBHEHUE C GUIMHPAHNATE
TabJETKH B pe3yJITaT Ha JIOKaJIHA TiepopaiiHa abcopOIHs Ha MAJIKO KOJIMYECTBO OT JIEKAPCTBOTO B YCTHATA
KyxuHa. HsiMa cboTBeTCTBama pa3iinka B cpeTHUTE Cpay MEXKY JUCHIEPTHPAIUTE CE B yCTaTa TaOJNeTKH,
1 GUIMHPAHUTE Ta0JICTKH.

IIpu waauBuAN, MpueManty BapaeHadmr 10 mg TabIeTKu, TUCIIEPTUpaITH ce B ycTara, ¢ borata Ha
Ma3HUHU XpaHa, He ¢ HaOmoaaBaH epekT Bbpxy AUC u tma Ha BapaeHadmi, 1o0kaTo Chay Ha BapaeHa(mI
e buna Hamanena ¢ 35% npu npuem cien xpanene. Ha 6azara Ha Te3u pesynraru BapaeHadun 10 mg
Ta0JIETKH, TUCTIEPTUPAIIN CE B yCTaTa, MOTAaT Ja ObJaT IpUEeMaHu ChC WK Oe3 XpaHa.

Axko Bapnenadwun 10 mg TadneTku, guceprupamy ce B ycrara, ce npuemar ¢ Boga AUC cmaga ¢ 29%,

Cmax OCTaBa HEMIPOMEHEHA M MEJMaHaTa Ha tma C€ CKbCsiBa ¢ 60 MUHYTH B CpaBHEHHE C IIpueM 0e3 Boja.
Bapnenadwr 10 mg TabieTku, TUCIIEpTUpaIy ce B ycTaTa, TpsOBa Jia ce mpueMar 0€3 TeIHOCTH.
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PasnpenencHue
Cpennusar o0eM Ha pasmpe/e/icHUe B CTallMOHAPHO CheTOssHUE Ha BapaeHadui e 208 1, koeTo mokassa

pasmpeeneHue B ThKaHUTe.

Bapnenadwr u HeroBHIT 0OcHOBEH MeTabouT (M 1) ca 3HAaUMTEITHO CBBP3aHH C IIA3MEHHUTE MPOTCHHH
(mpubmmsurenao 95% 3a Bapaenadwn wim M1). 3a Bapnenadmi, kKakTo ¥ 32 M1, cBbp3BaHETO C IPOTEHH
€ HEe3aBHCUMO OT 00IIaTa 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 mpmimokeHaTa /103a.

buotpancdhopmaris
Bapaenaduin ot punMupaHuTe TabJCTKU Ce METa00IM3UPa IPEIUMHO B YEPHHS IPO0 MOCPEACTBOM
uroxpom P450 (CYP) m3zodopma 3A4, ¢ m3sectHo ydactue Ha CYP3AS u CYP2C m3odopwmu.

IIpu xopa raaBHUAT UpKyIHpar] Mmetadonut (M1) € MPOIyKT OT Me3eTHINPAHETO Ha BapAcHADIII U €
00€eKT Ha TI0-HATaThIIIEH META0OIU3HM C IJIa3MEH eTMMUHAIIMOHEH MOTYKUBOT OT MPUOIU3UTEITHO 4
gaca. Yactu ot M1 ca oz ¢popmara Ha TIIFOKYPOHUIN B CUCTeMHaTa MUpKyjanus. Metabomutst M1
mokassa ¢ochoarecTepaseH celleKTHBeH Npodu, moao0eH Ha BapaeHADHI H in1 Vitro TTOTCHITHAI 3a
thocdomuectepasa Tin 5 ot mpubaM3NTENHO 28%, B CpaBHEHHE C BapAeHa(II, BOJIEM 10 TPHHOC KM
e(mkacHOCTTa OT OKOJIO 7%.

CpeaHusT TepMUHAJICH TTOJYXHUBOT Ha BapjeHadwI pu nanueHTty, norydasaiu Levitra 10 mg
TabNeTKH, JUCTICPTUPALIH Ce B yCTaTa, Bapupa Mexay 4 10 6 yaca. ENMMUHAIIMOHHUSAT MOTYKUBOT HA
Mertabonuta M1 e mexay 3 o 5 gaca, mogoOHO Ha U3XOIHOTO JIEKAPCTBO.

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

npuban3uTenHo 4-5 gaca. Cren rmepopaiHo MPIIOKEHNE, BapAeHAPIII ce eKCKpeThpa moa ¢popmara Ha
MeTabonuTy npeauMHo upe3 dereca (mpudmmsurenHo 91-95% ot npunokeHara 103a) U B TO-MajKa
CTeneH B ypuHata (mpubnmsurtenso 2-6% OT MpuiioKeHaTa J103a).

DapMaKOKHHETHKA MPY CIICIUATHHI FPYIIU MAIUCHTH

Tayuenmu ¢ cmapuecka 6v3pacm

YepHOIpOOHUAT KITUPHHC HA BapaeHAbUI IpH JOOPOBOJIIN 3IpaBU MBKE B CTapUecKa Bb3pacT

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

AUC u Cpay Ha_BapaeHadUI IPH MALMEHTH B cTapyecKa Bh3pact (65 u MmoBeue roAMHN), KOUTO MIPHUEMaT
BapaeHaduin 10 mg Tabnerku, TUCIieprupaliy ce B ycraTa, ca Ouiii yBelIrnueHH cboTBeTHO ¢ 31 710 39% u
16 no 21% B cpaBHEHUE C MAIUEHTHTE Ha Bb3pacT 45 ronuHu u mo-mnaau. Hama ganau BapaeHadnn na
KyMyJIMpa B IIa3Mara MpH MalUeHTH Ha Bb3pacT 45 ¥ Mo-MajKo TOJAMHU WM Ha 65 WM TIOBeYe TOJAUHH
cJen MpueM Ha eIHa J103a JHeBHO BapaeHadwr 10 mg tabiieTku, TUCIIepTupaIii ce B ycTaTa, B
npoasokeHue Ha 10 mHu.
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bvopeuno yspesicoane

IIpu 10OPOBOIIIH C JIEKO 10 yMEPEHO ObOPEYHO yBpexkmaHe (KpeaTHHHHOB KiaupbHC 30-80 ml/min),
(hapMakOKWHETHKATa Ha BapAcHA(HII € MoJo0Ha Ha KOHTPOIHATA TpyIia ¢ HopMaiiHa Ob0pedna (GpyHKIus.
IIpu 1o0GpoBOIITH C TEKKO OBOpeUHO yBpekaane (KpeaTHHUHOB KaupbHC <30 ml/min), cTOHHOCTTA Ha
AUC e nosuiiiena ¢ 21% u croiinoctra Ha Cpay € IOHMKEHA ¢ 23%, B CpaBHEHHE C TO0OPOBOJIIUTE 0€3
0BOpeuHo yBpexkaHe. He e HaOt0jaBaHa CTATUCTUYECKY 3HAYMMA KOPETAIlUs MKy KpeaTHHHHOBHSI
KIMpBHC B excro3utusaTa Ha BapaeHapmt (AUC u Cpay) (BXK. TOouka 4.2). @apMakoKHHETHKATA HA
BapAeHaGWI HE € M3MUTBAHA IPH MAMCHTH, HYXKIACIIH ¢ OT Anain3a (BXK. Touka 4.3).

Yeprnoopobuo yepescoane

IIpu marueHTH C JIeKO 10 yMepeHo depHoapoOHo yBpexknane (Child-Pugh A u B), kmupbHCHT Ha
BapaeHah W1 ¢ O HaMaJICH MPOTIOPITMOHAIHO Ha CTETIEHTa Ha YePHOAPOOHOTO yBpexaane. [Ipu
narnuerTy ¢ neko yBpexaane (Child-Pugh A), croitnoctute Ha AUC 1 Cpppx €2 TOBHIIIEHH CHOTBETHO CHC
17% u 22%, B cpaBHEHHE ChC 3ApaBaTa KOHTpoiHa rpyna. [Ipu mamueHTr ¢ yMepeHo yBpexx1aHe
(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). ®apMakoKWHETHKATa Ha BapAeHahWI IPH MAIUEHTH C
TeXKo yBpeneHa yepaoapooHa ¢pynkims (Child-Pugh C) He e mpoyuBana (Bx. Touka 4.3).

5.3 IlpeAKIUHUYHHU JAHHH 32 6€30MACHOCT

HexknuandHnTe NaHHN HE TOKa3BaT 0cOOEH pHCK 3a Xxopa 0azaTa Ha KOHBEHIIMOHATHHUTE
(hapMaKoIOTHYHH TTPOYUYBAHUS 32 0€30IaCHOCT, TOKCHYHOCT ITPH MHOTOKPATHO TIPHUIIaraHe,
T€HOTOKCHUYHOCT, KapIIMHOT€HEH MOTEHINAJ, pEPOAYKTHBHA TOKCHYHOCT.

6. DAPMALEBTUYHU JAHHU

6.1 Chnucbk HA IOMOUIHUTE BeLIECTBA

Armcapram (E951)

MenToB apomart

Marnes3ueB creapar

Kpocnosugon

Manwuron (E421)

CununueB TUOKCHII, KOJOHIEH 0e3BOeH

Copowuron (E420)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

3 roguHU

6.4 CnenuajHu ycJ0OBHUSI HA CbXpaHeHUe

Ja ce cpxpaHsiBa B OpUTHHAIIHATA OMAKOBKA, 32 /1a CE MPEAIa3y OT CBETIMHA U Biara.
6.5 Buau chabpkaHUe HA OMAKOBKATAa

1 x 1 aucneprupaiia ce B ycrata tabierka B nepdopupan exHoa0308 6muctep 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 mucmepruparnu ce B ycrara TabneTku B mepoprupanu eaqHon0308u Onrctepu ot alu/alu.
He BcHUKHM BHIOBE OTIAKOBKH MOTAT ja ObhIaT MMyCHATH B POAax0a.

6.6 CnenmaJHu npeana3Hu MepKHU NMPU U3XBBPJIsiHE

Hsma cienmanau n3nCKBaHMS 3a HU3XBBPJIAHE.

7. IMPUTEXATEJI HA PASPEHHIEHUETO 3A YIIOTPEBGA
Bayer AG

51368 Leverkusen

I'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/03/248/013-016

9. JATA HA ITBPBO PASPEINABAHE/ITIOJHOBSIBAHE 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 MTAPTUIN

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 TPETICaHue.

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 MIOCOYEHH B CIMCHKA ¢ pedepenTauTe nath Ha EBponeiickus cpro3 (EURD
crucwK), npeasuaed B wi. 1078, an. 7 ot Jupexktusa 2001/83/EO, 1 BB BCHUKH CJIeIBAIIN
aKTyalnu3aluy, MyOJIMKyBaHU Ha eBPOTICHCKUS yeOnopTa 3a JieKapcTBara.

I'. YCJI0BUsA NJIN OT'PAHUYEHUA 3A BESOITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUA INTPOAYKT

. ILnau 3a ynpasJjieHue Ha pucka (ITYP)

IIPY 1ps6Ba g2 M3BHPIIBA H3UCKBAHUTE ICHHOCTH M EUCTBHSI, CBBP3aHHM C TIPOCIIEAIBaHE Ha
JeKapcTBeHaTa 0e301MacHOCT, mocoueHu B ogo0penus [IYP, npencrasen B Moy 1.8.2 Ha pa3pemeHneTo
3a ynotpeba, KaKTo ¥ TIPY BCUYKH CIIEIBAIM ChIIIacyBaHM akTyann3anuy Ha [TYP.

Axryammsupan [1YP tpa6Ba na ce mogasa:

e 10 McKaHe Ha EBpormeiickaTa areHIus 1o jJeKapcTBaTa;

e BUHArW, KOTaToO ce M3MEHS CHCTeMaTa 3a yIpaBJeHHe Ha pUCKa, 0COOCHO B pe3ynTaT Ha
MoJTyJaBaHe Ha HOBa MH(OPMaIs, KOSITO MOXE J1a IOBEe 10 3HAYUMH MPOMEHHU B
CHOTHOIIIEHUETO T0JI3a/PUCK, WK CJeNl JOCTUTaHe Ha BayKEH eTarl (BbB Bpbh3Ka C IIPOCIEIsIBaHe
Ha JIeKapCcTBeHATa 0€30MAaCHOCT MM CBEXIaHe Ha PUCKA 0 MUHUMYM).
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INPHUJIOKEHME II1

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
Bapnenadwr (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 TabneTKu
12 punmupanu TabIeTKA
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 U3XBBHPJISIHE HA HEN3ITOJI3BAHA
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 TabieTku
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 CbABPKA 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 INCTOBKATA.

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 NNIPEAYIIPEXIEHWS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJHOCT

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 ITIPUTEXXATEJISI 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 TabneTkn
EU/1/03/248/022 20 TabneTkn

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 ITIPUTEXATEJIA 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 dbunmupanu TabIeTKN
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 IEITA

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. CHEIWUWAJIHU MPEANTA3HU MEPKHU 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®OPMAIMS 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 JAHHU, 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
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JAHHHU, KOUTO TPABBA JA CbABbPKA 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)

Besika TabneTka cpabpxka 10 mg BapaeHadm (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. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT 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

BJIMCTEP

| 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
Bapnenadwr (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, PeAH /1a 3aNI0YHeETe 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 JOMBIHUTEIHH BHIIPOCH, ToNHUTalTe Bamms nexap nimm dhapmarenT.

- Toa jekapcTBO € npeanucaHo JU4Ho Ha Bac. He ro npeorcrenBaiite Ha Ipyru xopa. To Moxe 1a uM
HaBpeaH, He3aBUCUMO OT TOBa, IPHU3HALIMTE HA TAXHOTO 3a00JsBaHE ca ChIINUTE KakTo Bammre.

- AKo moxyunTe HIKaKBH HEXEJIaH! JIEKApCTBEHH Peakilny, yBeaomeTe Bamms ekap wim ¢apMmanenT.
ToBa BKJIFOUBA M BCUUKH BE3MOYKHH HE)XEJIaHU PeaKkIlny, HEOTMCAH! B Ta3M JIMCTOBKA. BikTe Touka
4,

KakBo cbabpka Ta3u JUCTOBKA

KakBo nipesicTaBisiBa Levitra u 3a kakBo ce W3M0I3Ba

Kakgo Tps0Ba 1a 3Haete, npenu aa nprueMere Levitra

Kak ma mpuemare Levitra

Bb3MOKHU HEXETaH! peaKIuu

Kak ma cexpansBate Levitra

ChbabpikaHHe Ha OMAKOBKATA U JIOMBIHATEIIHA HHPOPMAITUS

ok wdE

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 N3MoN3Bar 3a JIe4eHHe Ha epeKTIIHA TUCHYHKINS IPH B3PACTHU MBKE —
CBCTOSTHHE, KOETO CE XapaKTepU3HMpa ChC 3aTPYyAHCHNUS MIPH TTOJyIaBaHe MIIH MOIbp)KaHe Ha SPEKIIHS.
ITone exnH OT HeceT MBKe U3MUTBA TOHIKOTA TPYAHOCT Ja MOIYYH WU MOJIbpka epekuus. [IpuaunnTe
3a TOBa MOTaT Ja ObJaT PU3NIECKH WK TICUXOJIOTUIECKH, MM ChbBKYITHOCT OT ABeTe. KakBaro u 1a e
NPUYMHATA, BCIEICTBUE HA IPOMEHHUTE B MYCKYJIUTE M KPbBOHOCHHUTE CH/IOBE HSAMA JOCTATHYHO KPHB B
MIEHNCA 32 TOJTy4aBaHe M MOIbp)KaHe Ha ePeKITHS.

Levitra mie neiicTBa caMmo, KOraTo cTe CEKCyallHO CTUMYJIHpaHu. JlekapcTBOTO HamalsiBa AeWCTBUETO Ha
€CTECTBEHO BELIECTBO BbB Baus oprannsbsM, KoeTo oTciadBa epekuusTa. Levitra mo3BossiBa epekiusra
Jla IPOABIKU IOCTAThYHO JIBJITO, 3a []a U3BBPIINTE YAOBIETBOPUTEICH CEKCYaJIEH aKT.

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

He npuemaiire Levitra

- AKoO CcTe anepru4Hy KbM BapJeHAQII I KbM HAKOS OT OCTaHAIUTE ChCTAaBKU HAa TOBA JICKAPCTBO
(u36poenw B Touka 6). [Ipu3HaIMTe Ha alepruyHaTa Peakiys BKII0YBAT 00PHB, ChpOEXK, MOTyBaHEe HA
JIMIETO WM YCTHUTE U 3aTPyIHEHUS B TUIIAHETO.

- AKo B3emare JIeKapcTBa, ChbPIKallil HUTPATH, TAKWBA KAaTO TIIMIEPOJ TPUHUTPAT 32 TPhIHA Kaba
(cTeHOKapAWs) WK JIEKapCTBa, KOUTO OCBOOOXKJaBAT a30TE€H OKCH/I, KaTO aMIII HUTpUT. Kato
B3eMaTe Te3H JiekapcTBa ¢ Levitra, BameTo kpbBHO HaysiraHe 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).

AKo cTe Haj 75 TOIWHYU 1 B3eMaTe KETOKOHA30J MIH HTPAKOHA30J1, TPOTUBOTEOMYHH JIEKAPCTBA.
AKO UMaTe TeXBK ChPACUCH WM YepHOIPOOCH TTPodIeM.

AKo cTe Ha auanusa.

AKO CKOpO CT€ UMalli MO3bUYeH KPHBOM3IIHMB WM ChP/ICYHA aTaKa.

AKO MMaTe WIH CTe NMalil HUCKO KPHBHO HAlIATaHe.

AKO mMare B CEMEICTBOTO JaHHHM 3a JeTeHePAaTUBHU OYHH 3a00IIABaHNUs (KaTO permuHumuc
NUSMEHMO03).

AKO HSIKOTa CTe HMaJIl ChCTOSHUE, CBhP3aHO ChC 3aryda Ha 3pEHHUETO MOpaay YBPEkKIaHE Ha
ONITUYHMS HEPB OT HEJIOCTATHUEH MPUTOK HA KPBHB, M3BECTHO KAaTO HE-apTEPUUTHA HCXEMHUYHA
ontuyHa HeBporatus (HAMOH).

Ako puemMaTte puonuryat. ToBa JIeKapcTBO Ce M3MOJ3Ba 3a JiedeHre Ha 6emoIpoOHa apTepratHa
XMIIEPTOHMUSA (T.€. BUCOKO KPBBHO HaJsATaHe B OeluTe APoOOBE) M XPOHHUHA TPOOMOEMOOIMYHA
OenonpoOHa XUIepTOHHS (T.€. BUCOKO KPBBHO HaJsiraHe B Oenute qpo0oBe B Pe3yTaT Ha KPhBHU
cecupenn). Jlokasano e, ue PDE 5 nuxuburopure, karo Levitra, 3acunsaT edhexra Ha IOHIDKABaHE Ha
KPBBHOTO HaJISITAHE HA TOBA JIEKAPCTBO. AKO B3eMaTe PHOIUTYaT WiIH HE CT€ CUTYPHH,
nHpopMupaiiTe Bamms mekap.

IIpenynpe:kaeHus ¥ mpeana3Hu MepKH
I'oBopete ¢ Bamms stekap, mpenu ma mpuemete Levitra

O0bpHeTe cneluajiH0 BHUMaHUe NpH ynoTpeda Ha Levitra

Axo nmate cbpAeyHo 3a00s1BaHe. MOXKe 1a € pUCKOBAHO 3a Bac, aKO IIPAaBUTE CEKC.

AKO cTpajare OT HapyIICHHUS B ChPACYHHS PUTBM (CbpOeuHa apummusi) WA BPOJCHH ChPICYHH
3a00JsIBaHUs, KOUTO MOBIMABAT Bammara enexrpokapauorpama.

Axo nMmate (pU3NIECKO ChCTOSIHUE, KOETO € 3acerHajio ¢opmara Ha IeHuca. ToBa BKIIIOUBA ChCTOSHUS
HapedeHH aHryjanus, 6osect Ha lleiiponn u kaBepHO3HA HUOpO3a.

Axo nmate 3a00sIBaHe, KOETO IPUUUHSIBA €PEKLUs, KOSTO HE MOXKeE J1a OT3BY4H (npuanuswvm). ToBa
BKJIIOYBA CHPHOBUAHO-KJIETHYHA AaHEMUS], MYJITHUIUIEH MUEJIOM U JIEBKEMHUSI.

AKO MMaTe CTOMAIIHU 3BH (T. HAP. CMOMAUHY WA NeNMUYHU SI361L).

AKO MMaTe HapyIIeHHsI B KPbBOCHCUPBAHETO (KaTO XeMopuust).

AKXo n31013BaTe APYTH JICKAapCTBa 3a JIEYSHNE Ha TPYJHOCTH IPU epeKLMs, BKIIOUUTEIHO Levitra
TaOJIeTKH, AUCTIEPTUPAITH ce B ycTaTa (BK. Touka “J[pyru nekapcra u Levitra”).

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

Jlena v roHOIIM
Levitra He e mpeaHa3Ha4yeHa 3a ynorpeba oT jelia Wik FHOMIH 1o | 8-roauiiHa Bb3pact.

JApyru nexapcrBa u Levitra

Nudopmupaiite Bammst nexap ninn papmaneBT, ako U3MOI3BaTe, HACKOPO CTE U3IOI3BAIN WA €
BB3MOYKHO /12 U3M0JI3BAaTE APYIH JIEKAPCTBA, BKJIIOUUTEIHO JIEKapcTBa 0e3 perenTa.

Hsikou nexapcTBa Morar Aa OpUYHUHAT [IPOOJIEMH, CIICLUATIHO CISIHUTE:

HutpaTn, mekapctBa 3a cTeHOKapaus (TphAaHa jkaba), MIIH JIeKapcTBa, KOUTO OCBOOOXKIaBaT a30TeH
OKHC KaTo amui1 HUTpuT. KaTto B3emare Te3u jekapcTsa ¢ Levitra, Moxxe 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 uimm uTpakoHa30d1, IEKapCTBa CPEITy 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 006poKayecmeena npoCmammud Xunepnidsus).
- Puonwuryar.

He m3nomn3paiite Levitra duamupann TabIeTKd B KOMOWHAITNS ¢ HUKAKBU APYTH CPEACTBA 3a JICUCHHUE Ha
epeKTWIIHA TUCPYHKIHS, BKIIOUNTEHO Levitra aucneprupaiiy ce B ycrata TabJIeTKH.

Levitra ¢ xpana, HAMUTKH U AJTKOXOJ

- Bmue moxe ma B3emare Levitra ¢ mim 6e3 xpaHa — 3a TIpeATIOYUTaHE € Aa He OB clex 0OHITHO
XpaHeHe WX IIPUeM Ha XpaHa, 0oraTta Ha Ma3HHHH, ThH KaTo TOBa MOXe JTa 3a0aBHu edekTa Ha
JIEKapCTBOTO.

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

- ANKOXOJHHTE HAITUTKH MOTAT JIOMBJIHUTEITHO JIa 3aTPYAHSAT IMOJTy4aBAHETO HA EPEKIIHS.

bpemMeHHOCT U KbpMeHe
Levitra e e npeHa3HaYeH 3a ynoTpeda OT KEHH.

lodupane u padoTa ¢ MAIIMHH
Levitra Moske 1a MPUYMHKA CBETOBBPTEXK MPU HAKOHM XOpa U Jla 3aCETHE TAXHOTO 3peHue. AKO HMaTe
CBETOBBPTEK MU IPOMEHN B 3pEHUETO CJIe MpreM Ha Levitra, He mogupaiite u He paboTeTe ¢ MAIIMHH.

3. Kak na npuemare Levitra

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kazanm Bammsr nexap. AKo HE CTe CUTYpHH B
Helo, monuraite Bamms nexap win papmarest. [Ipenoprunrennara gqozara e 10 mg.

IMpuemete Tabmetka Levitra 25 mo 60 munyTH pean mooB akT. ChC CEKCYaTHO CTUMYJIMPAHe MOXKE J1a
HOJIyYUTE ePEKIHs OT 25 MUHYTH 10 OT YETUPH JI0 IIeT yaca ciiej npuema Ha Levitra.

- I'mbrHere enHa Tabinerka Levitra ¢ yama Boza.

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

He npuemaiite Levitra moBeue oT €MH T JHEBHO.

VYBenomere Bamus niekap, ako cunuTare aeicTBrueTo Ha Levitra 3a npekaieHo cuitHo win ciabo. Toit mim
Ts MOXKe 1a Bu npenioxu na npeMuHeTe Ha alTepHaTHBHA JekapcTBeHa ¢popma Ha Levitra ¢ paznuuHa
11033, B 3aBUCUMOCT OT TOBa KakbB € edexra npu Bac.

AKo cTe mpueJId NoBeve 0T HeodXxoauMaTa q03a Levitra

MwmixeTe, KOUTO ca MPUeIH MHOTO HoBede Levitra, Morar ja mosy4ar noBeue He)XeJaHH Peakluy WK J1a
uMaT cuiiHa 6oJika B rbpba. Ako cre npuenu nmoeve Levitra ot npeanucanata 103a, yBegomeTe Barmust
JeKap.

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

Bamms nekap wnn dapmanenT.

4. Bb3MOKHN HekeTaHU PpeaKkuuu
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KaxTo Bcuuku ekapcTBa TOBa JIEKAPCTBO MOJKE Ja MPEIN3BUKa HEXKENaHN PEAKIINH, 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
3PEHHUETO Ha eIHOTO Wik ABeTe oun. Crpere nmpuemMa Ha Levitra n He3abaBHO ce CBBpkeTe ¢ Bamms
neKap.

Crpo0mraBa ce 3a BHE3aITHO HaMaJIsIBaHEe WIIH 3ary0a Ha ciryxa.

BepOHTHOCTTa OT HAJIM4YKC HAa HEXXEJIaHa peaKIMs € ONMCaHa 4pe3 CICIAHUTEC KAaTCTOPHUHU:

MHoro 4ecTu:
MoTar Jia 3acerHat nosede ot 1 Ha 10 motpedbuTenn
- TI'maBoGonme

Yecru:

morart na 3acerHar g0 1 ga 10 morpedurenu
- CBeToBBPTEXK

- 3auepBsBaHe

- 3amymBaHe Ha HOCA WIH Xpema

- CromamrHo pa3CcTpoHCTBO

Heuecrn:

morart na 3acerHar g0 1 za 100 moTpeOuTemn

- OTOK Ha KO’KaTa U JINTaBULUTE, BKJIIIOUYUTEIHO OTOK Ha JHULETO, YCTHUTE WIH I'bPIOTO

- Hapywenus Ha cbHA

- l3TpbnBaHe U HapylLIEHA CETUBHOCT 32 AOIHP

- CeHimBOCT

- IIpomMeHHu B 3peHHUETO, 3aUepBsABAaHE HA OUUTE, IPOMSIHA B IBETHOTO BIDKIAHE, OOJIKU M JUCKOM(OPT B
OYHTE, YyBCTBUTEIHOCT KbM CBETJIMHA

- 3BBHTEHE B yIINTE, CBETOBBPTEX

- YckopeH myJic, ChpueOneHe

- 3amyx

- 3amymieH HOC

- Kucenmnn, ractpur, kopeMHa 00Ika, Tuapus, OBphIaHe, 0010 HEPa3MoIoKeHHe (2adere), CyXoTa
B ycTaTa

- lloBumeHu HUBa Ha YEPHOAPOOHUTE EH3UMHU B KPBBTA

- OOpwus, 3auepBsiBaHE HA KOXaTa

- Bonku B rppba 1 MycKyJIuTe, IOBHUIIABAHE B KPBBTA HA MYCKYJICH €H3UM (kpeamuHpochorkunasa),
CKOBAHOCT Ha MYCKYJIUTE

- YIbmkeHa epekuus

- Du3nuecKo Hepa3NoI0KEHUE

Penku:

morar jaa 3acertar 1o 1 Ha 1 000 moTpeburenn

- Bwo3nanenue Ha ounte (KOHIOHKMUBUN)

- Anepruuna peakuus

- be3nokoicTBo

- Ilpunansk

- AwmHe3us

- I'spu

- IloBulIEHO BBTPEOUHO HANSTAaHE (21ayKOMa), 3aCUIIEHO ChII3EHE

- Edexrtu Bopxy chpiieTo (Kato chpaeueH HH(APKT, MPOMsIHA B PUThMA Ha CHPIIETO HIIH CIMEHOKAPOUSL)
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- Bucoko unm HECKO KPHBHO HAJIATaHE

- KwbpBene ot HOca

- Edexr BppxXy pe3yATaTuTe OT KPbBHH TECTOBE 3a MPOCIIEIBaHEe Ha YepHOAPOOHATa (HYHKITUS
- 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)

- KpbpBomsnus B iennca (Xemopaeus 6 nenuca)

- Hanuuue Ha KpBB B CEMEHHATA TEUHOCT (Xemocnepmust)

Cpo0maBaHe Ha He)KeJIaAHH Peakuuu

AKO TIONTyuHTe HAKAKBU HEXKETaHU JICKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnm apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOTICAHU B Ta3M JIMCTOBKA HEXEJIaHU peakiny. MoxeTe ChINo /1a
CHOOIIUTE HEXKEJIAHHU PEaKIINU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo chobmiaBaTe He)XENaHN PEeaKIMH, MOXKETE J1a aJieTe CBOSI IPUHOC 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, OTOEIA3aH BhPXY KAPTOHEHATA OMAaKOBKa CIIe]T
“T'omen 10”. CpoKBT Ha TOAHOCT OTTOBAPS Ha TIOCTICAHUS JICH OT TIOCOYCHHS MECETl.

He uzxBbpsiiTe nekapcTBaTa B KaHAJIU3AIMATA WM B KOHTEWHEpa 3a JOMaIlHu oTHnaabiu. [lonuraiite
Bammst ¢papmarieBT Kak a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3Mo3Bare. Te3u Mepku 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATa Cpefa.

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

Kakso cpabp:ka Levitra

- AKTHBHOTO BeIIeCTBO ¢ BapaeHadwI. Beska TabiieTka cpabpika 5 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, ChabpiKamiy 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
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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.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
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
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JlaTa Ha mocJeaHo nmpepasriexaane Ha guctoBkata {mecen I'TTT}.

JApyru u3rouHuum Ha uHpopmauus

ITonpo6Ha mHpOpMaIHs 32 TOBA JIEKAPCTBO € MPeocTaBeHa Ha yebcaiiTa Ha EBporeiickara areHITus 110
nekapcTBara http://www.ema.europa.eu
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JIncroBka: undopmanus 3a noTpeduTesst

Levitra 10 mg puamupanu TaéaeTKH
Bapnenadwr (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, PeAN /1a 3aNI0YHeTe 12 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 JU4HO Ha Bac. He ro npeorcrenBaiite Ha 1pyru xopa. To Moxe 1a uM
HaBpear, He3aBUCUMO e TTPU3HAINTE Ha TAXHOTO 3a00JIsBaHe ca ChIINTE KakTo Bammre.

- AKo momyunTe HIKaKBH HEXEJIaH! JIEKapCTBEHH PEeakilny, yBeaomeTe Bamms nekap win dhapmarenT.
ToBa BKJIFOUBA ¥ BCUUKH BF3MOYKHH HEKEJIAaHU PeaKkIlnyi, HEOTMCAH! B Ta3M JIMCTOBKA. BikTe Touka
4.

KakBo cbabpika Ta3m JUCTOBKA

KaxBo mpencrapisiBa Levitra u 3a KakBo ce H3IM0JI3Ba

KaxkBo Tpsi6Ba na 3Haere, mpean na nmpuemere Levitra

Kaxk na npuemare Levitra

BB3MOoXHI HeXellaH! peakinu

Kaxk na cexpansBare Levitra

CpappxaHne Ha OMAKOBKATa M TOMBIHUTETHA HH()OPMAIIHS

oukrwdE

1. KakBo npencrasisiBa Levitra u 3a kakBo ce n3moJi3Ba

Levitra ceapprka BapaeHaduiI, KOWTO MPUHAIICKH KbM TPYyIIa JIEKapCTBa, HapeueHH Gpocdoanectepasa
THI 5 tHXHONUTOpHU. Te ce N3MmoN3Bar 3a JIe4eHne Ha epeKTIIHA TUCHYHKIHS IPH Bb3PACTHU MBKE —
CBCTOSTHHE, KOETO CE XapaKTepU3Hpa ChC 3aTPyAHEHHUS MIPH ITOTyIaBaHEe MIIH MOIbp)KaHEe Ha SPEKIIHS.
ITone exnH OT HeceT MBKe U3MUTBA TOHIKOTA TPYAHOCT Ja MOIYYH WU MOAbpKa epemus. [IpuananTe
3a TOBa MOTaT Ja ObJaT PU3NIECKH WK TICUXOJIOTUIECKH, MM ChbBKYITHOCT OT ABeTe. KakBaro u 1a e
NpUYMHATA, BCIEICTBUE HA IPOMEHHUTE B MYCKYJIUTE 1 KPbBOHOCHHUTE CH/I0BE HSMA JOCTATHYHO KPHB B
MIEHNCA 32 MOJy4aBaHe M MOIbp)KaHe Ha ePeKITHS.

Levitra mie neiicTBa caMo, KOraTo cTe CEKCyalTHO CTUMYJIHpaHu. JlekapcTBOTO HamalsiBa AEWCTBUETO Ha
€CTECTBEHO BEIIECTBO BbB Baius oprannsbsM, KoeTo oTciadBa epekuusiTa. Levitra mo3BossiBa epexiusra
Jla IPOABIIKY IOCTAThYHO JIBJITO, 3a J]a U3BBPIINTE YAOBIETBOPUTEIICH CEKCYAJIEH aKT.

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

He npuemaiite Levitra

- AKo cTe anepru4Hu KbM BapJeHAQHI I KbM HAKOS OT OCTaHAJIUTE ChCTAaBKH Ha TOBA JICKAPCTBO
(u36poenwu B Touka 6). [Ipu3HaIMTe Ha alepruyHaTa PEeakiys BKII0YBAT 0OPHB, ChpOEXK, MOayBaHEe HA
JIMIETO WM YCTHHUTE U 3aTPyTHEHUS B TUIIAHETO.

- AKo B3emare JeKapcTBa, ChbPIKalll HUTPATH, TAKWBA KAaTO TIIMIEPOJ TPUHUTPAT 32 TPhIHA Kada
(cTeHOKapAWs) WM JIEKapCTBa, KOUTO OCBOOOKAABAT a30TEH OKCHJ, KaTo aMHJI HUTpUT. KaTto
B3eMare Te3M JekapcTBa ¢ Levitra, Bamero KppBHO Hamsrane Mo)Ke 3HAUYUTEIHO /1A CE TIOBIIHSIC.
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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 TIPOOIEeM.

AKO CcTe Ha Ananmn3a.

AKO CKOpPO CcTe HMaJI MO3b4€H KPhBOM3IIUB WIH Chp/ICYHA aTaKa.

AKO UMaTe WIN CTe€ UMAaJI HUCKO KPBBHO HAJIATaHE.

AKo0 UMaTe B CEeMEHCTBOTO JIaHHHM 32 JISTCHEPATUBHY OYHH 3a00JsIBaHuUs (KaTO pemuHumuc
NUSMEHMO34a).

AXO HSIKOTa CTE€ UMAJIM ChCTOSIHHE, CBBP3aHO ChC 3ary0a Ha 3pEHHETO Mopajiy YBpexkaaHe Ha
OIITUYHUSI HEPB OT HEJIOCTATHYCH MPUTOK Ha KPHB, U3BECTHO KaTO HE-apTEPUUTHA UCXEMHYHA
ontuyHa HeBponatust (HAMOH).

Axo npueMate puonuryat. ToBa JiekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha 0elloIpoOHa apTepraiHa
XUIIEPTOHMUSA (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, 3acunsar edhexra Ha IOHIDKABaHE Ha
KPBHBHOTO HAJISITaHE HAa TOBA JICKAPCTBO. AKO B3eMAaTe PUOIUTYAT VU HE CTE CHTYPHH,
nHpopMupaiiTe Bamms mekap.

IIpenynpe:kaeHus ¥ mpeana3Hu MepKH
I'oBopete ¢ Bamms stekap, mpeau na mpuemete Levitra.

OO0bpHeTe cienuaTHO BHUMaHNe Npu ynoTpeba Ha Levitra

Axo nmate cbpAe4HO 3a00isBaHe. MOXKe 1a € pPUCKOBAHO 3a Bac, aKO PAaBUTE CEKC.

AKO cTpazare OT HapyIICHUS B CbPACUHUS PUTHM (CbpOeyHa apummus) Wi BPOJCHU ChbPACUHU
3a00JsIBaHUS, KOUTO MOBIUABAT Bamara enextpokapauorpama.

Ako nmare (hU3UYECKO ChCTOSHUE, KOETO € 3acerHasio popmara Ha meHnca. ToBa BKITIOYBA ChCTOSTHHS
HapedeHH aHryjanus, 6oxect Ha [leliponn u kaBepHO3HA PUOpO3a.

AKo mmare 3a00JsBaHe, KOETO MPUYMHABA €PEeKIH, KOSTO HE MOXKe J1a OT3BY4H (npuanusvm). ToBa
BKJIIOYBA CHPIOBUAHO-KJIETHYHA AHEMUS], MYJITUIUIEH MUEJIOM U JIEBKEMHUSL.

AKO MMaTe CTOMAIIHU 3BH (T. HAP. CMOMAUHY WITA NENMUYHU SI361L).

AKO MMaTe HapyIlIeHUsI B KPbBOCHCUPBAHETO (KATO XeMOPUIUS).

AKXo n31oI3BaTe APYyTH JICKapCTBa 3a JICYSHNE Ha TPYJHOCTH IPU epeKIMsl, BKIIOUNTEIHO Levitra
TaOJIeTKH, AUCTIEPTHpAIH ce B ycTaTa (BK. Touka “J[pyru nekapcrsa u Levitra”).

AKO MMaTe BHE3aITHO BIIOIIABaHE WIIU 3ary0a Ha 3peHune, CrpeTe /1a B3eMaTe Levitra u ce cBbpkere
BenHara ¢ Bamms sekap.

Jlena v roHOIUM
Levitra He ¢ npeaHa3Ha4yeHa 3a ynotpeba oT Jelia Win FOHOMIH 1o | 8-roauiiHa Bb3pact.

JApyru nexapctBa u Levitra

Nudopmupaiite Bammst nexap uinn GpapmaneBT, ako U3M0I3BaTe, HACKOPO CTE U3IOI3BAIN WA €
BB3MOJKHO /12 U3M0JI3BAaTE APYTH JIEKAPCTBA, BKIIOUUTEIHO JIEKapcTBa 0e3 perenTa.

Hskou nekapcTsa Morar aa OpUUUHST IPOOJIEMH, CIIELUATIHO CIIeIHUTE:

HutpaTu, mekapctBa 3a cTeHOKapaus (TphaHa jkaba), MIIH JIeKapcTBa, KOUTO OCBOOOXKIaBaT a30TeH
OKHC KaTo aMmI HUTpUT. Kato B3emaTe Te3n jexapcera ¢ Levitra, Moke cepro3HO Ja ce 3acerte
Bamiero kppBHO Hajsrade. KoHcyaTupaiite ce ¢ Bamms nekap npenu ma B3emere Levitra.

JlexapcTBa 3a jjedeHne Ha apUTMUS, KaTO XHHUINH, TPOKaWnHAMU/I, aMHOJapOH HITH COTAJION
PuronaBup unu unauHaBup, Jekapctsa 3a HIV. Koncynrupaiite ce ¢ Bammus nekap npeau ja B3eMere
Levitra.

KetokoHa3zon uimm UTpakoHa30d1, IEKapCTBa CPEIry IbONIKH.

EputpoMutine uitu KITapUTPOMHUIIMH, MAKPOIHIHU aHTHOMOTHUITH.
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- Anda-6okepu, B JIEKapCTBa, U3IOJI3BAHM 32 JICUCHUE Ha BUCOKO KPbBHO HaJISITaHE M YTOJIEMsBaHE
Ha rpocTaraTa (KaTo 006poKayecmeena npoCmammud Xunepnidsus).
- Puonwuryar.

He m3nomn3paiite Levitra puamupanu Ta0IeTKA B KOMOWHAITNS ¢ HUKAKBU APYTH CPEACTBA 3a JICUCHHUE Ha
epeKTWIIHA TUCPYHKIHS, BKIIOUNUTETHO Levitra aucneprupaliiiy ce B ycrata TabJIeTKH.

Levitra ¢ XxpaHa, HAIUTKH H AJTKOXO0JI

- Bue moxe ma B3emare Levitra ¢ mm 6e3 XpaHa — 3a IPEIITOYATAHE € Ja He OBJe ciiel 0OMITHO
XpaHeHe WX IPHEeM Ha XpaHa, 0oraTta Ha Ma3HWHHM, ThH KaTo TOBa MOXe J1a 3a0aBH edekTa Ha
JIEKapCTBOTO

- He nmiite cok oT rpeitndpyT, korato npuemate Levitra. Toit Moxe ma moBause Ha OOMYaitHUS edeKT
Ha JIEKapPCTBOTO

- AJKOXOJHHTE HAITUTKH MOTAT JIOMBITHUTEITHO J]a 3aTPYAHSAT IMOJTy4aBaHETO Ha EPEKIIusI.

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

lodupane u padoTa ¢ MAIIMHU
Levitra Moske J1a MPUYUHHA CBETOBBPTEK MPHU HAKOH XOPa U JIa 3aCETHE TAXHOTO 3peHHE. AKO HMaTe
CBETOBBLPTEK WITH IIPOMEHH B 3pEHUETO clie]] IIpueM Ha Levitra, He modupaiite u He paboTeTe ¢ MaIIWHY.

3. Kak na npuemare Levitra

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

[Ipuemere Tabnetka Levitra 25 no 60 MuryTH Tpean moJioB akT. ChC CEKCyaTHO CTUMYJIHpaHe MOXKe Ja
MTOJTyYUTE ePEKINsS OT 25 MUHYTH IO OT YETHPH IO TIET Jaca clie]] mpuema Ha Levitra.
- I'mpTHeTe enHa Tabnerka Levitra ¢ yama Boga.

He npuemaiite Levitra ¢punmupann Ta6JieTKH 3ae1HO ¢ HIKakBa pyra ¢opma Ha Levitra.

He npuemaiite Levitra moBede OT eMH T JHEBHO.

YBenomere Bamms jexap, ako cauTare AeiictBuero Ha Levitra 3a mpekajgeHo cuimHo win ciado. Toit nmmn
TS MOXKe 1a Bu npenioxu na npeMuHeTe Ha anTepHATHBHATA JIeKapcTBeHa opma Ha Levitra ¢ paznuyna
11033, B 3aBUCUMOCT OT TOBa KakbB € edexra npu Bac.

AKo cTe mpueJId NoBeve 0T HeodxoauMara 103a Levitra

MpikeTe, KOUTO ca MpHEIH MHOTO IoBeue Levitra, MoraT J1a moyryyaT oBede HEXXEIaH! PeaKy WK 12
nMaTt critHa 0olika B IppOa. AKO cTe mpuenu moBede Levitra ot mpeanucanara 103a, ypegomere Barmms

JeKap.

AK0 MMaTe HAKaKBH JOITBIHUTEIHHI BBIIPOCH, CBBP3aHH C yroTpedara Ha TOBa JISKApCTBO, TIOIIUTANTE
Bamms nexap wnn dapmanenT.
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4.

Bb3MOKHU HeKeTaHT Pe€aKkuuu

KaxTo Bcuuku ekapcTBa ToBa JIEKAPCTBO MOJKE Ja MPEIN3BUKa HEKENaHN 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
3pPEHHUETO Ha eTHOTO Wiu ABeTe oun. CripeTe nmprueMa Ha Levitra u He3abaBHO ce CBBpkeTe ¢ Bamms
neKap.

Crpo0mraBa ce 3a BHE3aIMHO 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 ga 10 morpedurenu

CBETOBBPTEXK

3adepBsBaHe

3amymBaHe Ha HOCA WK XpeMa
CtoManrHo pa3cTpoiCTBO

Heuecrn:
morar aa 3acersar 10 1 va 100 motpeburenu

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

Hapyiienust Ha cpHA

W3tppnBaHe U HapylIeHa CETUBHOCT 3a JOIHUP

CpHIHBOCT

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

3BBHTEHE B YIINUTE, CBETOBBPTEK

YckopeH myJc, chprebueHe

3amyx

3amytieH Hoc

Kucenunu, racTpur, KopeMHa 00JIKa, Iuapusi, TOBpbIane, 00110 Hepas3moaoxkeHue (cadene), cyxora
B ycTaTa

[loBuiienn HUBa Ha YEPHOAPOOHHUTE CH3UMH B KPBBTA

OO6pwuB, 3auepBsBaHE HAa KOXaTa

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

Y abkeHa epexius

DU3HYECKO HEPA3IOIOKEHUE

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

Bb3nanenue Ha 0unTe (KOHIOHKMUBUM)
AnepruyHa peakuus

BesnokoiicTBo

[Ipunaabk

AMHe3us

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

- Edekrtu BbpXY CBPIETO (KaTO ChpAE€UYEH HH(APKT, IPOMSIHA B PUTHMA Ha CHPIIETO UIH CHIEHOKAPOUSL)
- Bucoko unm HECKO KPHBHO HaJIATaHEe

- KwbpBene ot Hoca

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

- YyBCTBUTETHOCT Ha KOXKaTa KbM CITbHUYEBA CBETINHA

- bonesHena peakius

- bonku B repaure

MHoro peKyu UK ¢ HEM3BECTHA YeCcTOTA:

Morart n1a 3acerHat mo-majiako ot 1 ga 10 000 moTpeOuTe N Wik OT HATHIHUTE TaHHA HE MOXKe 1a ObIie
HampaBeHa OIeHKa

- KpnB B ypunara (Xemamypus)

- KpbsBomsnus B iennca (Xemopaeus 6 nenuca)

- Hanuuue Ha KpBB B CEMEHHATA TEUHOCT (Xemocnepmust)

Cpo0maBaHe Ha He)KeJIAHU pPeakuuu

AKO TIONTyuHTe HAKAKBU HEXKETaHU JIEKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnn apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJaH! peakinyd. MoxeTe ChINo /1a
CHOOIIUTE HEXKEJIAHHU PEaKIIUU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo crobmaBaTe He)xXeNaHN peaKkIMK, MOXKETE J]a 1aJieTe CBOS IMPHUHOC 3a MoJTyyaBaHe
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, OTOEINA3aH BhPXY KAPTOHEHATA OIAaKOBKa 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
Bammst ¢papmarieBT Kak a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He u3noi3Bare. Te3n Mepku 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATa Cpefa.

6. Cbabp:kaHne HA ONIAKOBKATA U JOMBJIHUTETHA HHpOPMAIUS

KakBo cbabp:ka Levitra

- AKTHBHOTO BelecTBO ¢ BapaeHadwmi. Beska tabmerka cpappika 10 mg Bapaenadwr (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 kakBo cbIbpika onakoBKaTa

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 nm 20 Tabnetkn. He BcHuku BUIOBE OTTAKOBKH MOTAT /1a OBJAT 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 mombIHHUTENHA WH(GOPMAIUS 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.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
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
[ToapoOHa uH(pOpMaIKs 3a TOBA JICKAapPCTBO € MPEeIOCTaBeHa Ha yeOcaiita Ha EBporielickaTa areHIus mo
nekapcTrara http://www.ema.europa.eu
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JIncroBka: undopmanus 3a noTpeduTesst

Levitra 20 mg puamupanu Ta6aeTKH
Bapnenadwr (Vardenafil)

IIpoyeTeTe BHMMATEIHO ISJIATA JUCTOBKA, PeAN /1a 3aNI0YHeTe 12 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 J1a 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 PeaKkIlny, HEOIICAaH! B Ta3M JIUCTOBKA. BikTe Touka
4,

KakBo cbabpika Ta3u JUCTOBKA

KaxBo mpencrasisiBa Levitra u 3a KakBo ce H3M0JI3Ba

Kaxkso Tpsi6Ba na 3Haere, mpean na nmpuemere Levitra

Kax na npuemare Levitra

BB3MOXHN HEeXelTaH! peakinu

Kaxk na cexpansBare Levitra

CpappxaHne Ha OMAKOBKATa M TOMBIHUTETHA HH()OPMAIIUS

ok wdE

1. Kakso npencraBiasiBa Levitra u 3a kakBo ce u3moJi3Ba

Levitra ceappika BapaeHa(uI, KOWTO MPUHAUICKH KbM TPYyIIa JISKapCTBa, HapeueHH Gpocdoanectepasa
THI 5 mHXHONUTOPHU. Te ce N3MoN3Bar 3a JIe4eHHe Ha epeKTIIHA TUCHYHKINS IPH BB3PACTHH MBXKE —
CBCTOSTHHE, KOETO CE XapaKTepU3Hpa ChC 3aTPYAHCHHUS MIPHU TTOJTydaBaHE WU MOIbp)KaHe Ha ePeKITHS
ITone exnH OT HeceT MBKe U3MUTBA TOHIKOTA TPYAHOCT Ja MOIYYH WU MOJAbpxKa epekmus. [IpuananTe
3a TOBa MOTaT Ja ObJaT PU3NIECKH WK TICUXOJIOTUIECKH, TN ChbBKYITHOCT OT ABeTe. KakBaro u 1a e
NPUYMHATA, BCIEICTBUE HA TPOMEHHUTE B MYCKYJINTE 1 KPHbBOHOCHHUTE CH/I0BE HSIMa JOCTATHYHO KPHB B
MIEHNCA 32 TOJTy4aBaHe M MOIbp)KaHe Ha ePeKITHS.

Levitra mie neiicTBa caMmo, KOraTo cTe CEKCyallHO CTUMYJIHpaHu. JlekapcTBOTO HamalsiBa AEWCTBUETO Ha
€CTECTBEHO BEILECTBO BbB Baius oprannssMm, KoeTo oTcinabsa epekuusaTa. Levitra mo3BossiBa epexiusTa
J1a IPOABIKU IOCTAThYHO [IBJITO, 33 Ja U3BbPLINTE YAOBIECTBOPUTEIIECH CEKCYyalleH aKT.

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

He npuemaiite Levitra

- AKoO CcTe anepru4Hu KbM BapJeHAII I KbM HAKOS OT OCTaHAIUTE ChCTAaBKU HAa TOBA JIEKAPCTBO
(n36poenu B Touka 6). [IpusHanuTe Ha allepruvdHaTa peaKiys BKIOYBAT 00pUB, ChpOEK, MMOTyBaHEe HA
JIMIETO WM YCTHUTE U 3aTPyIHEHUS B TUIIAHETO.

- AKo B3emare JIeKapcTBa, ChbPIKallll HUTPATH, TAKWBA KAaTO TIIMIEPOJT TPUHUATPAT 32 TPhIHA Kaba
(cTeHOKap/AWs) WK JEKapCTBa, KOUTO OCBOOOKAABAT a30TEH OKCHJ, KaTo aMHJI HUTpUT. KaTto
B3eMare Te3M JekapcTBa ¢ Levitra, Bamero KppBHO HalsraHe MOXKe 3HAUYUTEIHO /1A CE TIOBIUsIC
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AKO B3eMaTe pUTOHABHP WIITM HHIWHABHUP, JIEKAPCTBA M3MOI3BaHH 32 JIEYeHHE Ha HH(EKINH ¢ BUpyca
Ha yoBermkus umyHogepunut (HIV).

AKo cTe Haj 75 TOIMHYN U B3eMaTe KETOKOHA30J WM HTPAKOHA30J, TPOTUBOTEOMYHH JIEKAPCTBA.
AKO UMaTe TeXBK CHPACUCH WIH YePHOIPOOSH TIPOOIeM.

AKo cTe Ha auanusa.

AKO CKOpO cT€ UMaJIi MO3bUeH KPHBOU3JIHB WU Chp/IeYHA aTaKa.

AKO MMaTe WK CTe UMaJiil HICKO KPbBHO HaJIATaHEe.

AKO mMare B CEMEICTBOTO JaHHHM 3a JeTeHEePATUBHU OYHH 3a00IIABaHNUS (KaTO permuHumuc
NUSMEHMOo3Q).

AKO HSIKOTa CTe HMaJIl ChCTOSHUE, CBBP3aHO ChC 3aryda Ha 3pEHHETO MOpay YBPEKIaHE Ha
ONITUYHMS HEPB OT HEJIOCTATHUEH MPUTOK HA KPBB, H3BECTHO KATO HE-apTEPUUTHA HCXEMHUYIHA
ontuyHa HeBporatus (HAMOH).

Ako puemMaTte puonuryaT. ToBa JIeKapcTBO Ce M3MOJ3Ba 3a JIedeHre Ha 6eoIpoOHa apTepraiHa
XMIIEPTOHMUSA (T.€. BUCOKO KPBBHO HaJsATaHe B OeauTe APoOOBE) U XPOHHYHA TPOOMOEMOOIMYHA
OenopoOHa XUIIepTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B Oenute qpo0oBe B pe3yaTaT Ha KPhbBHU
cecupenn). Jlokasano e, ue PDE 5 naxuburopure, karo Levitra, 3acunsar edyexra Ha TOHIKABaHE Ha
KPBBHOTO HaJISITAaHE HA TOBA JIEKAPCTBO. AKO B3EMaTe PHOIUTYAT WiIH HE CT€ CUTYPHH,
nHpopMmupaiiTe Bamms mekap.

IIpenynpe:xaeHusi ¥ mpeana3Hu MepKH
I'oBopete ¢ Bamms stekap, mpeau na mpuemete Levitra.

OO0bpHeTe cenuaaIHO BHUMaHWe Npu ynoTpeda Ha Levitra

Axo nmate cbpAeyHo 3a00sBaHe. MoXKe 1a € pPUCKOBAHO 3a Bac, aKO IIPAaBUTE CEKC.

AKO cTpazare OT HapyIICHUS B CbPACUHUS PUTHM (CbpOeyHa apummus) Wi BPOJICHU ChbPACIHU
3a00J1sIBaHUS, KOUTO MOBJIUABAT Bamara enexTpokapauorpama.

Axko nmare (hU3MYECKO CHCTOSHUE, KOETO € 3acerHasio popmara Ha meHrca. ToBa BKIIOYBA CHCTOSHUS
HapedeH! aHTyjanus, 6oxect Ha [lelipoHn u kaBepHO3HA PUOpO3a.

AKoO mmare 3a00JsiBaHe, KOETO MPUYMHABA €PeKIH, KOSTO He MOXKe J1a OT3BY4H (npuanuswvm). Tosa
BKJIIOYBA CHPIOBUAHO-KJIETHYHA AHEMUS], MYJITUIUIEH MUEJIOM U JIEBKEMHUSL.

AKO MMaTe CTOMAIIHU 3BH (T. HAP. CMOMAUHY VITA NENMUYHU SI361L).

AKO MMaTe HapyIIeHHsI B KPbBOCHCUPBAHETO (KaTO XeMopuust).

AKO M310JI3BaTe IPYTH JIEKapCTBA 3a JICUCHUE Ha TPYIHOCTH IIPU €peKLus, BKIIOUUTeNHO Levitra
TaOJIeTKH, AUCTIEPTHpAIH ce B ycTaTta (BK. Touka “J[pyru gekapcrsa u Levitra”).

AKo MaTe BHE3aIIHO BIIOIIABaHE WM 3ary0a Ha 3peHHe, cpeTe Aa Bzemate Levitra u ce cBbpkeTe
BenHara ¢ Bamus nekap.

Jleua v roHOIIM
Levitra ve ¢ npeHa3HavyeHa 3a ynotpeba oT jelia Wik FOHOMIH 1o | 8-roauiiHa Bb3pact.

Jpyru nexapctBa u Levitra

Wudopmupaiite Bammst nexap uian GpapManeBT, ako U3M0I3BaTe, HACKOPO CTe M3MOI3BAIH U € BE3MOXHO
Jla U3M0JI3BaTe IPYTH JIEKApPCTBa, BKIIOYUTEIIHO JeKapcTBa Oe3 peuenta.

Hskou nekapcTBa Morar 1a OpUUUHST IPOOJIEMH, CIICLUAIHO CIIeIHUTE:

Hutparu, nexapctBa 3a creHOKapaus (TpbAaHA *Kaba), UK JIEKapCcTBa, KOUTO OCBOOOKJaBaT a30TE€H
OKHC KaTo amui HUTpUT. Kato B3emarte Te3u jgekapcTBa ¢ Levitra Mo)ke CEpHO3HO J1a ce 3acerHe
Bameto xppBHO Hansrane. Koncynrupaiite ce ¢ Bamms nekap npenu na Bzemete Levitra.

JlexapcTBa 3a JIedeHUE Ha apUTMUs, KaTO XMHUANH, IPOKauHAMUJ, aMHOAAPOH UJIU COTaJIOIL.
PurtonaBup unu uHauHaBup, Jekapctsa 3a HIV. Koncyntupaiite ce ¢ Bamus gekap npenu 1a B3eMeTe
Levitra.

KeroxoHa3051 uiay nTpakoHa3o0J1, JIEKapcTBa Cpelly I'bOMUKY.

EputpoMuIiuH nny KIapuTPOMHUILIMH, MAKPOJIUIHI aHTUOMOTHIIH.
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- Anda-6okepu, B JIEKapCTBa, U3IOJI3BAHM 32 JICUCHUE Ha BUCOKO KPbBHO HaJISITaHE M YTOJIEMsBaHE
Ha rpocTaraTa (KaTo 006poKayecmeena npoCmammud Xunepnidsus).
- Puonwuryar.

He m3nomn3paiite Levitra puamupann TabIeTKA B KOMOWHAITNS ¢ HUKAKBU APYTH CPEACTBA 32 JICUCHHUE Ha
epeKTWIIHA TUCPYHKIHS, BKIIOUNUTETHO Levitra aucneprupaliiiy ce B ycrata TabJIeTKH.

Levitra ¢ XxpaHa, HAIUTKH H AJTKOXO0JI

- Bue moxe ma B3emare Levitra ¢ mm 6e3 XpaHa — 3a IPEIITOYATAHE € Ja He OBJe ciiel 0OMITHO
XpaHeHe WIN IPHeM 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 moBause Ha OOMYaitHUS edeKT
Ha JIEKapCTBOTO.

- ANKOXOJHHTE HAITUTKH MOTAT JIOMBIIHUTEIHO JIa 3aTPYAHAT IMOJTy4aBAHETO HA EPEKIIHS.

bpemeHHOCT U KbpMeHe
Levitra He e npeHa3HaveH 3a yrnotpeda OT KeHH.

Ilodupane u padoTa ¢ MAIIMHU
Levitra Moske J1a TPUYUHH CBETOBBPTEK MPHU HAKOH XOPa U JIa 3aCETHE TAXHOTO 3peHHE. AKO MMaTe
CBETOBBLPTEIK WITH IIPOMEHHU B 3pEHUETO clie]] IIpueM Ha Levitra, He modupaiite u He paboTeTe ¢ MAIIUH.

3. Kak na npuemare Levitra

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTO Bu e kazanm Bammsr gexap. AKo HE CTe CHTYpHH B
HEIIo, TIONuTaiTe Bamms Jexap win papmarest. [Ipenmoprunrennara gqozara e 10 mg.

[Ipuemere Tabnetka Levitra 25 o 60 MuHyTH Tpean mojoB akT. ChC CEKCYaTHO CTUMYJIHPaHE MOXeE Ja
MTOJTyYUTE EPEKINS OT 25 MUHYTH 10 OT YETHPH IO TIET Jaca ciie]] mpuema Ha Levitra.
- I'mprHeTe enHa Tabnerka Levitra ¢ yama Boga.

He npuemaiite Levitra ¢punmupanu TabdJieTKH 3ae1HO ¢ HIKakBa pyra gopma Ha Levitra.

He npuemaiite Levitra moBede OT eMH BT JHEBHO.

YBenomere Bamms jexap, ako cauTare AeiictBuero Ha Levitra 3a mpekaneHo cuimHo win cinado. Toit nmmn
TS MOXKe 1a Bu npenioxu na npeMuHeTe Ha aTepHaTHBHATA JIeKapcTBeHa Gopma Ha Levitra ¢ paznuyna
11033, B 3aBUCUMOCT OT TOBa KakbB € edexra npu Bac.

AKo cTe mpueJId NoBeve 0T HeodXxoauMaTa q03a Levitra

MpikeTe, KOUTO ca MpHEIH MHOTO IoBeue Levitra, MoraT J1a mosryyaT oBede HEXKEJIaH! PeaKy WK 1a
nMat critHa 0oJika B rppOa. AKO cTe mpuenu mosede Levitra ot mpeanucanara 103a, ypegomere Barmms

JeKap.

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

Bb3MOKHU HeKeTaHT Pe€aKkuuu

KaxTo Bcuuku ekapcTBa, TOBa JIEKapCTBO MOYXKE /1a IPEIU3BHUKA HEXEJIaH! PEeaKIny, BBIIPEKU e He
BCEKH T'Hl ITosTydaBa. [loBeyeTo oT TIX ca JIeKH WM 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 a0 1 Ha 10 morpedburenu

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

W3tppnBaHe U HapyllleHa CETUBHOCT 3a JOIHP

CpHIHBOCT

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

3BBHTEHE B YIINUTE, CBETOBBPTEXK

YckopeH myIc, chpruedneHe

3amyx

3amy1ieH Hoc

Kucenunu, ractpur, KopeMHa 00JIKa, Auapusi, OBPbIaHe, 0010 HEPa3MOI0KEHHE (2adene), CyxoTa
B ycTaTa

[loBuienn 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 g0 1 Ha 1 000 moTpeburenn

Bb3nanenue Ha 0uuTe (KOHIOHKMUBUM)
AnepruyHa peakuus

BesnokoiicTBo

[Ipunaabk

AwMHE3us

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

- Edekrtu BbpXy CBPIETO (KaTO ChpA€UYEH HH(APKT, TPOMSIHA B PUTHMA Ha CHPIIETO UIIH CHICHOKAPOUSL)
- Bucoko unm HECKO KPHBHO HaJIATaHEe

- KwbpBene ot Hoca

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

- YyBCTBUTETHOCT Ha KOXKaTa KbM CITbHUYEBA CBETINHA

- bonesHena peakius

- bonku B repaure

MHOro peiKu WM ¢ HEU3BECTHA YeCcTOTA:

Morart n1a 3acerHat mo-majiako ot 1 Ha 10 000 moTpeOuTe N Wi OT HATHIHUTE TaHHA HE MOXKe 1a ObIe
HaIlpaBeHa OIIEHKa

- KpnB B ypunara (Xemamypus)

- KpbpBomsnus B meanca Xemopaeus 6 nenuca)

- Hanmume Ha KpBB B c€MEHHATa TEYHOCT (Xemocnepmus)

Cpo0maBaHe Ha He)KeJIAHUH Peakuuu

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 HAllMOHAIHATA CHCTEMA 33 ChOOIaBaHe, MIOCOYCHA B
[punoxkenne V. Karo chobmaBaTe He)XeNaHN peaKIMy, MOXETE [1a aJeTe 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 FOJTHOCT, OTOEINA3aH BhPXY KAPTOHEHATA OIAaKOBKa 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
Bammst ¢papmarieBT Kak a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3Moi3Bare. Te3n Mepku 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATa CPefa.

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

KakBo cbabp:ka Levitra

- AKTHBHOTO BeIecTBO ¢ BapaeHadwmi. Beska tabmerka cpabpika 20 mg BapaeHadrr (kato
XUAPOXIIOPHI).

- Hpyrure cbcTaBku ca:
Slapo Ha TabneTKaTa: KPOCHOBHIOH, MarHe3UeB CTeapaT, MUKPOKPHCTAIHA [IETyI03a, CHINITHEB
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 ¢hunMupanu TabIETKH ca OpaHKEBH Ha I[BAT, O3Ha4YeHU ¢ KphcTa Ha BAYER ot ennara
ctpana u “20” ot apyrara crpana. TabmeTkuTe ce mpenjiarat B OJUCTEPHH ONAKOBKH, Chabpikaiu 2, 4, 8,
12 nmm 20 Tabnetkn. He Bcuuku BHIOBE OMAKOBKHM MOTaT 1a OBbAAT ITyCHATH B TIpoAakoa.
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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 mombHHUTENHA 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.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
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
[ToapoOHa uH(pOpMaIHs 3a TOBA JICKAapPCTBO € MPEeIOCTaBeHa Ha yeOcalita Ha EBporieiickata areHIus mo
nekapcTrara 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 jgekapcTBO € npeanucaHo JU4Ho Ha Bac. He ro npeorcrbenBaiite Ha pyru xopa. To Moxe 1a 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 pEaKkun, HEOIMMMCAaH! B Ta3u JIMCTOBKA. Bmxre Touka
4.

KakBo cbabpika Ta3u JUCTOBKA

KaxBo mpencrasisiBa Levitra u 3a KakBo ce H3IM0JI3Ba

Kaxkso Tpsi6Ba na 3Haere, mpean na nmpuemere Levitra

Kax na npuemare Levitra

BB3MOoXHN HeXelTaH! peaKkinu

Kaxk na cexpansBare Levitra

CpappxaHue Ha OMTAKOBKATa U TOMBIHUTETHA HH()OPMAIIUS

SouhrwdE

1. Kakso npencraBiasiBa Levitra u 3a kakBo ce u3moJi3Ba

Levitra ceappika BapaeHa(uI, KOWTO MPUHAUICKH KbM TPyIIa JIEKapCTBa, HapeueHu docdoauecTepasa
THI 5 tHXHONUTOPHU. Te ce N3MoN3Bar 3a JIe4eHHe Ha epeKTIIHA TUCHYHKIUS IPH BB3PACTHH MBXKE —
CBCTOSIHHE, KOETO CE XapaKTepH3Hpa ChC 3aTPyAHEHUS MIPH MOTyYaBaHEe MIIH HOAIbPKaHe Ha ePeKIIHs.

[ToHe equH OT eceT MBXKe M3MUTBA MOHSIKOTA TPYTHOCT Aa MOJIYYH MM ToqIbpka epekius. [IpuanauTe
3a TOBa MOTaT Aa 0bAaT GU3NIECKH WU IICHXOJIOTHIECKH, WIIH ChBKYITHOCT OT /BeTe. KakBato u ma e
MIpUYMHATA, BCIEICTBUE HA POMEHUTE B MyCKYJIUTE U KPHBOHOCHHUTE CHJIOBE HSIMA JOCTATHYHO KPBB B
TIEHHCA 32 MMOJTy9aBaHe U MOAIbPKaHe Ha ePEeKITHsl.

Levitra mie neiicTBa caMmo, KOraTo cTe CEKCyalTHO CTUMYJIHpaHu. JlekapcTBOTO HamallsiBa AefCTBUETO Ha
€CTECTBEHO BEILIECTBO BbB Baus oprannsbsM, KoeTo oTcinadBa epekuusiTa. Levitra mo3BossiBa epexiusra
Jla IPOABIKU IOCTAThYHO JIBJITO, 3a J]a U3BBPIINTE YAOBIETBOPUTEIICH CEKCYAJIEH aKT.

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

He npuemaiite Levitra

- AKo cTe anepruyHu KbM BapJeHAQHI I KbM HAKOS OT OCTaHAJIUTE ChCTAaBKH HAa TOBA JICKAPCTBO
(u36poenwu B Touka 6). [Ipu3HaIMTe Ha alepruyHaTa Peakiys BKIIOYBAT 0OPHB, ChpOEXK, MOTyBaHEe HA
JIMIETO WK YCTHHUTE, U 3a1yX.

- AKo B3emare JeKapcTBa, ChbPIKalll HUTPATH, TAKWBA KAaTO TIIMIEPOJ TPUHUATPAT 32 TPhIHA Kada
(cTeHOKapAWs) WM JIEKapCTBa, KOUTO OCBOOOKAABAT a30TEH OKCHJ, KaTo aMHJI HUTpUT. KaTto
B3eMare Te3M JekapcTBa ¢ Levitra Bamero kpbBHO HasraHe MOKE 3HAUUTEITHO Ja CE TOBIHSIE.
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AKo B3eMaTe pUTOHABHD WIJIM UHJIUHABHD, JIEKAPCTBA M3MOJI3BAHM 32 JIUeHHE Ha HHPEKIHS ¢ BUpyca
Ha JoBemkusa umyHoaeurut (HIV).

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

AKxo cTe Ha ObOpedHa ITuann3a

AKO CKOPO CTe MMaJIi MO3BYEH Yap WK ChpACUeH HHPAPKT

AKO MaTe WM CTe UMaJi HUCKO KPBBHO HAIISITaHe

AKO UMaTe B CEMEHCTBOTO JAHHH 3a JIET€HEPATUBHU OYHU 3a00JIsIBaHUs (KATO NUSMEHMEH PEemUHUM)
AKO HSIKOTa CTe UMAJH ChCTOSIHHE, CBHP3aHO ChC 3ary0a Ha 3pEHHETO MOPau YBPEXkIaHe Ha
OIITUYHUSI HEPB OT HEJIOCTATHYCH MPUTOK Ha KPHB, U3BECTHO KaTO HE-apTEPUUTHA UCXEMHYHA
ontuyHa HeBponatus (HAMOH).

Axo npuemMaTte puonuryat. ToBa JiekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha 0elloIpoOHa apTepraiHa
XMIIEPTOHMUSA (T.€. BUCOKO KPBBHO HaJsATaHe B OeauTe APoOOBE) M XPOHHYHA TPOOMOEMOOIMYHA
OenopoOHa XUIIepTOHHUS (T.€. BUCOKO KPBBHO HaJsiraHe B Oenute qpo0oBe B Pe3yTaT Ha KPhBHU
cecupenn). Jlokasano e, ue PDE 5 naxuburopure, karo Levitra, 3acunsar edhexra Ha TOHIKABaHE Ha
KPBHBHOTO HAJISITAaHE HAa TOBA JICKAPCTBO. AKO B3eMAaTe PUOIUTYAT VU HE CTE CHTYPHH,
nHpopMupaiiTe Bamms mekap.

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

OO0bpHeTe cenuaTHO BHUMaHNe Npu ynoTpeba Ha Levitra

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

AKO cTpazate OT HapyIICHUS B CbPACUHUS PUTHM (CbpOeyHa apummus) Wi BPOJICHU ChbpACIHU
3a00IsBaHMs, KOWTO MOBIHABAT BammaTa ejgexTpokapanorpama

AKO mMaTe aHaTOMUYHA AeopMallvst Ha TieHrca. 1oBa BKIIFOYBA ChCTOSHIS HApEUEHH aHTyJIalws],
oomect Ha [leiiponu u kaBepHO3HA HHUOPO3a

Axo nmaTte 3a00is1BaHe, KOETO MPUYHHSBA EPEKIIUS, KOSTO HE MOXKE J1a OT3BYUH (npuanusvm).
ToBa BKITFOYBA CHPIIOBUIHO-KIIETHYHA aHEMHS, MYJITHILIEH MHEJIOM U JIEBKEMHUS

AKO MMaTe CTOMAIIIHH 5A3BH (T. HAP. CMOMAUHYU WA RENMUYHU SI361L)

AKO MMaTe HapyIIeHHsI B KPbBOCHCUPBAHETO (KaTO XeModuiust)

AKO M3M0JI3BaTe APYTH JIEKapCTBa 3a JISUeHNE Ha TPYIHOCTH MPHU €pEKIINs, Halp. BCHUKA
naxuouTopu Ha PDES, BrmounTenHo ¢hunMmupanu tadmerkn Levitra (Bx. Touka “/Ipyru nexapctpa
u Levitra”).

AKO MMaTe BHE3aITHO BIIOIIaBaHE WITH 3ary0a Ha 3peHue, crpeTe qa B3emaTe Levitra u ce cBppikeTe
BeaHara ¢ Bamms nexap.

Jlena v roHOIIM
Levitra He e mpenHa3HaYeHa 3a yrmoTpeda OT Jela WK IOHOMIH 1o 18-ToAuIHa B3pacT.

JApyru nexapcrBa u Levitra

HNudopmupaiite Bamms ekap uiam ¢papMareBT, ako H3I0JI3BATe, HACKOPO CTE M3ITOJI3BAIH HITH €
BB3MOXKHO J1a U3IT0JI3BATE APYTH JIEKApCTBA, BKIFOYATETHO JIEKapcTBa 0e3 perernTa.

Hskou nekapcTBa Morar qa mpuarHAT TPoOIeME, 0COOSHO CIIETHHUTE:

HurpaTn, nekapcrBa 3a creHOKapaus (TphAaHa jkaba) WTH JieKapcTBa, KOUTO OCBOOOKIAaBAT a30TEH
OKCHJI, KaTo aMIT HUTPHUT. KaTo B3eMaTe Te3u ekapcTBa ¢ Levitra Bamrero KppBHO HasTaHe
MOJK€ 3HAaYUTETHO Aa ce mopnusie. Koncynrupaiite ce ¢ Bamms nexap npenu ga B3emere Levitra.
JlexapcTBa 3a jjedeHue Ha apUTMUS, KaTO XHHUIWH, TPOKaWHAMU, aMHUOAPOH FUTH COTAJIOIL.
PurtonaBup munu uHaMHABUD, JiekapcTBa 3a X1B. Koncyntupaiite ce ¢ Bamus nekap npenu na
B3emere Levitra.

KetokoHnazon minm nTpakoHa3071, IEKapCTBa CPEIly IbONIKH.
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- EpuTpoMHUIINH MU KITAPUTPOMHMIIMH, MAKPOJIMIHNA aHTHOUOTHUIIH

- Anda-610kepr — BUJI JISKapCTBa, U3IIOI3BAHHU 3a JICUCHUE Ha BICOKO KPBBHO HAJISITAHE U
yrojieMsiBaHe Ha IpocTaTara (Kato 006poKauecmeena npocmamua Xunepniasus).

- Puonuryar.

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

Levitra ¢ XxpaHa, HAMUTKH H AJTKOX0JI

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

- He nmiite cok ot rpeitndpyt, korato npuemare Levitra. Toit Moxxe na moBiwsie Ha OOMYAHUS
e(exT Ha JIEKapCTBOTO

- AJIKOXOJIHUTE HATIUTKYA MOTAT JIOIBIHATEITHO J1a 3aTPYTHST MOJTyYaBaHETO HA SPEKITHSL.

bpemeHHOCT U KbpMeHe
Levitra He e mpenHa3Ha4YeH 3a yHnoTpeda OT )KEeHH.

lodupane u padoTa ¢ MAIIMHH
Levitra Moske J1a MpUYMHK 3aMaiiBaHe MPH HAKOHM XOPa U JIa 3acerHe TIXHOTO 3peHue. AKO HMaTe
CBETOBBPTEIK WITU IIPOMEHH B 3pEHUETO clie]] IIpueM Ha Levitra, He modupaiite u He paboTeTe ¢ MAIIWHH.

Levitra 10 mg TadeTku, AMCIeprupaiiu ce B ycraTa cbabp:ka Acnapram u Copouro.t.

- AcnapraMm: ToBa jgexapcTBo cbabpka 1,80 Mg acnapraM BBB Besika 10 My qucneprupaiia ce B
ycraTa TabjeTka. AcapTaMbT € U3TOYHHK Ha QeHmnanannd. Moxe na Bu HaBpeau ako numare
(heHMITKETOHYpHS, PAAKO TeHETHYHO 3a00IIsBaHe, IPU KOETO Ce HATPYIBa eHUTATaHuH, Thid KaTo
OpraHU3MbT HE MOXKE J1a TO OTAENS MPaBUITHO.

- Copouton: Tosa nekapcTBo chabpxa 7,96 mg copoburon BB Besika 10 My mucneprupariia ce B
ycrara Tabierka.

3. Kak na npuemare Levitra

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTO Bu e kazanm Bammsr nexap. AKo HE CTe CUTYpHH B
Hello, monurtaite Bamms nexap nin apmarest. [Ipenopruntennara go3za e 10 mg.

IMpuemete Tabnetka Levitra okoso 25 1o 60 MuryTH peau moyioB akT. ChC CEKCYaTHO CTUMYIIHPAHE
MOJKe Ja TTOJTyYnTe epeKIrs OT 25 MUHYTH JI0 YETHPH - TIET Yaca ciel mpreMa Ha Levitra.

- W3Banere aucneprupamniara ce B ycrara TabjaeTka oT OJrcTepa HeIoCpeICTBEHO MPEIH Aa 5
noreyiHere. Che CyXH pblie HATHCHETE BHUMATEIHO, 3a Ja U3BaIUTE €jHa TabJeTKa B phKaTa CH.
He uynere TabneTkara.

- IMocTaBeTe 1s11aTa qUcniepryupaiia ce B ycrara TadbjeTka BbpPXY €3HMKa CH, KbAETO T IIIe Ce pa3ToNn
3a HAKOJIKO ceKyH/u. CIiiel] TOBa st IpeTrThTHETE ChC CIIOHKA. Jlucneprupaiara ce B ycraTta
TabJIleTKa He TPsOBa J1a ce MprueMa ¢ TeIHOCTH.
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He npuemaiite Levitra TadyieTku, 1ucneprupany ce B yeTara, 3ae/IHO C HAKakBa Jpyra ¢opma Ha
Levitra.

He npuemaiite Levitra nosede oT €1UH BT AHEBHO.

YBenomere Barms jgekap, ako cuutare JAeiicTBueTo Ha Levitra 3a mpekanaeHo cuitHO win cina®o. Toit umu
Ts MOKe 1a Bu nipemoxu pasnuuna ¢popma Ha Levitra ¢ pa3nudHa 103a, B 3aBUCUMOCT OT TOBa KaKbB
edexT uma npu Bac.

AKO cTe npHeJIu NoBeve OT HeoOXoauMaTa a03a Levitra

MmpxeTe, KOUTO ca IMpHUeSId MHOTO TIoBeue Levitra, MoraT J1a moy4ar moBeue HeXKeIaHu PEaKIuy WiTH J1a
uMaT cuiHa 0oJika B Ibp0a. AKo cTe mpueiu nmosede Levitra ot npeanucanara 103a, yseaoMmere Bamms
JeKap.

AKO UMaTe HAKAKBHU JOMBIHUTEIHN BBIPOCH, CBBP3aHU C YIIOTpeOaTa Ha TOBA JICKApCTBO, MOMUTAiTe
Bamus nekap win dapmarienr.

4, B13MOKHH He:KeJIaHU peakiun

Kakro Bcuuku JICKapCTBA, TOBA JICKAPCTBO MOXKC 1a MPCAU3BHUKA HEIKCIIAHU PCAKIIUN, BBIIPCKU Y€ HC
BCCKM ' TIOJIy4aBa. IloBedeTo OT TAX ca JICKU WU YMEPCHO U3pa3CHU.

Hsxou marnueHTH ©MaT 9aCTHYHO, BHE3AITHO, BPEMEHHO MJIH TIOCTOSHHO BIIOIIIABAHE HJTH 3aryba Ha
3pEHUETO Ha eHOTO WK aABeTe oun. Cripere nmpuema Ha Levitra u He3abaBHO ce cBbpkeTe ¢ Bamms
JeKap.

Cro011aBa ce 3a BHE3aIHO HaMaJlsiBaHe WK 3ary0a Ha ciyxa.

BepOHTHOCTTa OT IIOJTY4aBAHE HA HEXEJIaHa PCAKIM € OIMCAaHA YPE3 CICIHUTEC KAaTCTOPpUHU:

MHoro 4ecTn:
Morar fa 3acerHat rmoseue ot Ha 10 motpeburenn
- TI'maBoGonue

Yecrtu:

Morar fa 3acersat a0 1 Ha 10 morpeburenu
- CaeroBBpTEX

- 3auepssiBaHe

- 3amymBaHe Ha HOCa WU Xpema

- CromaiiHo pa3cTpoHCcTBO

HeuecTn:

Morart j1a 3acersar a0 1 Ha 100 norpeOurenu

- Otok Ha KO’KaTa 1 JIUTaBULIUTE, BKJIIOUUTEIHO OTOK Ha JIMLIETO, YCTHUTE WU I'BPIIOTO.
- Hapymenus Ha cbHA
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- H3rpprBaHe U HapyIlleHa CETUBHOCT 32 IO

- CopHimBOCT

- llpomenu B 3peHHETO, 3aUepBsIBaHEe HA OYUTE, IPOMSIHA B IBETHOTO BIDKJAHE, OOJKU U TUCKOMGOPT B
OYHUTE, YyBCTBUTEIIHOCT KbM CBETJIMHA

- 3BBHTEHE B yIINUTE, CBETOBBPTEK

- YckopeH myJc, cbpiieOueHe

- 3amyx

- 3amymieH HOC

- Kucenunu, ractput, kKopeMHa 60jIKa, JHapHsi, IOBPBIaHe, 000 HePas3IoNIoKeHHe (2adene), CyxoTa
B ycTara

- lloBumenu HWBa Ha YEPHOAPOOHUTE €H3UMH B KPHBTA

- OOpus, 3a4epBsiBaHE Ha KOXKAaTa

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

- VabiDKeHa epexuust

- Du3nyuecKo HEPa3MoJ0KEHNE

Penxnu:

morat jaa 3acersar A0 1 Ha 1 000 morpedureu

- Bw3nanenue Ha ounte (KOHIOHKMUGUNT)

- AnepruuHa peakius

- besnoxkoiicTBo

- Ilpunagpk

- AmMHe3us

- I'spu

- TloBuIeHO BBTPEOYHO HAJSITAHE (21ayKOMA), 3aCUIICHO ChII3CHE

- Edekru BbpXy chpIieTo (Kato chpacucH HHAPKT, MPOMSIHA B PUTHMA Ha ChPIIETO HIIH CHIEHOKAPOUSL)
- Bucoxo win HUCKO KpPBBHO HaJIsITaHE

- Ksopeene ot HOCa

- Edexr BbpXy pesynraTure OT KpbBHH TECTOBE 3a IPOCIEASBAaHE HA YepPHOIApOoOHATa QDyHKINS
- UyBCTBUTEJIHOCT Ha KO’KaTa KbM CI'bHUEBA CBETJIMHA

- bone3nena epexuus

- bonku B repaure

MHOro peiku HJIM ¢ HeM3BeCTHA YecToTa:

Morar ja 3acertar mo-manko ot 1 Ha 10 000 morpeburenu nin OT HATMYHUTE JaHHU HE MOXe N1a Obe
HalpaBeHa OLCHKA

- KpsB B ypunara (Xemamypus)

- KpbBousnus B nennca (Xemopazus 6 nenuca)

- Hanmuwe Ha KpbB B CeMEHHATa TEUYHOCT (Xemocnepmust)

CholOuiaBaHe Ha He)KeJIAHH PeAKIIUH

AKO TIONTyuHTe HAKAKBU HEXKETaHU JICKApCTBEHHU peaklny, yBeaoMeTe Bamms nexap nnm apmaresr.
ToBa BKJIFOUBa BCHYKH BH3MOXKHHU HEOTFICAHU B Ta3M JIMCTOBKA HEXEJNaHU peakiny. MoxeTe ChIIo /1a
CHOOIIUTE HEXKEJIAHHU PEaKIINU TUPEKTHO Ype3 HAIlMOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[punoxkenne V. Karo chobmaBaTe He)xXeNaHN peaKIny, MOXKETE J]a 1aJieTe CBOS MPHUHOC 3a MoJTyyaBaHe
Ha roBeve HHpOopMaIrs OTHOCHO 0€30IaCHOCTTA Ha TOBA JICKApCTBO.

5. Kak n1a cexpansiBate Levitra
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIETIa.
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He usmnon3Baiite TOBa JIEKapCTBO CJIea CPOKa HA TOAHOCT, OTOEIs3aH BbPXY KapTOHEHATa OMMaKOBKa CJIe]
1 ofieH 10”. CpOKBT Ha TOAHOCT OTTOBAPS HA IMOCICTHIS ICH OT IIOCOYCHHS MECEII.

I[a CC€ CbXpaHsABa B OpUTI'MHAJIHATA OITaKOBKaA, 3a Aa CC MPEAIasu OT CBETJIIMHA U BJiara.

He uzxpbpsiitTe nekapcTBaTa B KaHAJIM3ALMITAa WM B KOHTEHEpA 3a JJoMalllHU oTHaabiu. [lonuraiite
Bamms ¢apmarieBT Kak a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede He M3Moi3Bare. Te3n Mepku 1me
CIIOMOTHAT 32 OTIa3BaHe Ha OKOJHATA CPefa.

6. Cun,pmalme Ha OIMAKOBKATa U NO0IIbJHUTEC/IHA HHq)OpMaHHﬂ

Kakso cpabp:ka Levitra

- AKTHBHOTO BeMIeCTBO € BapAeHadwui. Beska aucnieprupaia ce B ycrara Tabdierka, cabpka 10 mg
BapaeHahWI (KaTO XUAPOXITIOPHT).

- Hpyrure cbecTaBKu ca: Marae3mueB creapar, acmaptam (E951), menroB apomar, maruron (E421),
copburoit (E420), KpoCTIOBHAOH ¥ CHITMIIMEB THOKCHII, KOJIOWEH XuapaTupan. Bik. Touka 2
»Levitra 10 mg TabyieTku, TUCTIeprupaiin ce B ycrara chabpxa Acmapram u Copouron*.

Kak n3raexna Levitra u kakBo cbabp:ka 0MaKkoBKaTa

Hucneprupammure ce B ycrata Tabnetku Levitra 10 mg ca kpbraum u 6enu. [Ipeanarar ce B OnakoBKH 110:
1 x 1 gucnieprupamia ce B ycrara TabaeTka B nephopupaH eTHOA030B OIUCTEP OT ATyMIHHN/aTyMUHUH,
2 x 1 gucrieprupariy ce B ycrara TabJIeTKH B TepGOprUpaH eIHOI030BH OIHCTEPH OT
ATyMUHHA/aIlyMAHUH,

4 x 1 qucnieprupaiy ce B ycrara TabJIeTKu B mephoprupann eTHOA030BH OIUCTEPH OT
ATYMUHHH/alyMAHUH,

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

He Bcuuku Bu0BE OMaKoOBKM MOraT fa ObAatT IMMyCHATH B poiaxoa.
IIpure:xkaTes Ha pa3pelIeHHETO 32 yNoTpeda U NMPOU3BOAUTEN:

[IputexaTen Ha pa3penieHHETo 3a yrnorpeda
Bayer AG

51368 Leverkusen

I'epmanus

[IpousBoauren

Bayer AG
Kaiser-Wilhelm-Allee
51368 Leverkusen
I'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.: +359-(0)2-424 72 80
Ceska republika

Bayer s.r.o.

Tel: +420 266 101 111
Danmark

Bayer A/S

TIf: +45 45 23 50 00
Deutschland

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

Bayer OU

Tel: +372 655 85 65
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 u3rouHuum Ha uHpopmauus
ITonpoOHa uHpOpMaIKs 3a TOBa JICKAPCTBO € MPEJAOCTaBeHa Ha yeOcaiTa Ha EBporelickara areHIus 1o
nekapcTrara http://www.ema.europa.eu
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