NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUS NIPOAYKT
VIAGRA 25 mg ¢punmupanu tadneTku
VIAGRA 50 mg ¢punmupanu tabneTku

VIAGRA 100 mg ¢punMupanu TabaeTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska Tabnerka cbappika cuiaeHad I UTPaT, ekBuBajieHTeH Ha 25, 50 wim 100 mg cunaenadun
(sildenafil).

TloMoOIITHO BEIIECTBO C U3BECTHO ACHCTBHE

VIAGRA 25 mg TabieTku
Bceska Ttabnerka cpappka 0,834 mg nakTo3a (KaTo MOHOXUAPAT).

VIAGRA 50 mg Tabierku
Bceska tabnetka cpappka 1,667 mg nakTo3a (KaTo MOHOXUAPAT).

VIAGRA 100 mg TabneTku
Bceska Tabnetka cpappka 3,334 mg nakTo3a (KaTo MOHOXUAPAT).

3a IIBJIHUSA COUCHK Ha IIOMOIIMHUTEC BCIICCTBA BMIKTC TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana Tabnerka.

VIAGRA 25 mg TabieTku
Cunu Tabnetku ¢ popMaTa Ha TMaMaHT ChC 3a00J1eHN prOoBe, Mapkupanu ¢ “PFIZER” ot ennara
ctpaHa 1 “VGR 25” ot gpyrara ctpaHa.

VIAGRA 50 mg TabieTku
Cunu Tabnetku ¢ popMaTa Ha TMaMaHT ChC 3a00J1eHN prOoBe, Mapkupanu ¢ “PFIZER” ot ennara
ctpana 1 “VGR 50” ot gpyrara ctpana.

VIAGRA 100 mg TabneTku
Cunu Tabnetku ¢ popMaTa Ha TMaMaHT ChC 3a00J1eHN prOoBe, Mapkupanu ¢ “PFIZER” ot ennara
ctpana 1 “VGR 100” ot gpyrata cTpaHna.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU NOKA3AHUS

VIAGRA e noka3zana 3a npuIoKeHHE IPU BB3PACTHU MBXKE C €PeKTHIIHA JUCHYHKIHS, KOATO
NPEACTaBIIsIBa HECTIOCOOHOCT 3a MOCTUTaHE WIIH 3aIbp)KaHe Ha epeKIHsl Ha IIeHUCa, J0CTaThuHa 32

3a1O0BOJIUTCIJICH CCKCYAJICH aKT.

3a na 6pae epextrBHa VIAGRA, e HeoOXoauMa cexcyanHa CTUMYJIALHS.



4.2 /lo3upOBKA M HAYMH HA NPHJIOKEHHE

gOBH[)OBKa

Ynompeba npu ev3pacmnu

[Ipenoppuurennara no3a ¢ 50 mg, KOUTO ce B3eMaT MpU HyXJ1a MPUOIU3UTEIHO €AUH Yac MPeau
CEKCyaJHus aKT. B 3aBUCHMOCT OT epeKkTa 1 MOHOCUMOCTTA JJ03aTa MOXKE /1a Ob/ie YBETHUYCHA 10
100 mg nnu HamaneHa 1o 25 mg. MakcumanHaTa npenopbuuTensa n1o3a € 100 mg. Makcumannara
MIPENOPHUYNTEIHA YECTOTA HAa IpUEMaHe € BeAHbK AHEeBHO. [Ipu npuem Ha VIAGRA no Bpeme Ha
XpaHeHe HayaJloTO Ha IEHCTBHETO MOXeE Aa ObJe 3a0aBeHO B CpaBHEHHE C MPHEMa Ha TIagHo (BX.
ToYKa 5.2).

CHeLII/IaJ'IHI/I nonyJialnnnun

Cmapuecka ev3pacm
Kopexkmun Ha f103ata He ca HEOOXOAMMH MPH MAIIUEHTH B CTapyecka Bb3pacT (= 65roquHm).

Bvbpeuno yspescoane
[IpenopbkuTe 3a 103MpaHe, AafeHU B “YHoTpeda npu Bb3PaCTHU’, ca BAJIUAHH MIPH NALMEHTH C JIEKO
JIo yMepeHo 0p0pedHo yBpexaane (kpeatTuHuHOB KipbHC = 30-80 ml/min).

Tl KaTO NP MALUEHTH C TEKKO OBOPEUHO yBpexkaaHe (KpeaTHHHHOB KIMpBhHC <30 ml/min)
KIMPBHCHT Ha cuiieHaduiI e HaMmaieH, TpsiOBa 1a ce uMa mpeaBua 103a oT 25 mg. B 3aBucumoct ot
edeKxTa 1 MOHOCUMOCTTA J103aTa MOXe Ja ObJe yBenuueHa nocreneHHo 10 50 mg uinu 1o 100 mg
CIIOpe HyKIUTE.

YepnoopobHo yepescoane

Tbi KaTO MPH MAIMEHTH ¢ YEPHOAPOOHO YBpeXkKAaHe (Hamp. Hupo3a) KIUPBHCHT Ha cuiaeHadui e
HamaJleH, TpsOBa Aa ce uMa MpeaBuA A03a oT 25 mg. B 3aBUCHMOCT OT edekTa U MOHOCUMOCTTA
J03aTa MoXe 1a Obe yBennueHa nocteneHHo 10 50 mg nwim xo 100 mg cnopexn Hy)auTe.

IHleduampuuna nonynayus
VIAGRA He e noka3aHa npu Juna nop 18-roauniHa Bb3pact.

Ynompeba npu nayuenmu, npuemawu Opy2u 1eKapcmeeru npooyKmu

C u3KIIOUYEHNE Ha PUTOHABHD, 32 KOWTO HE C€ MPEenophuBa €AHOBPEMEHHA YIOTpeda ChC CHIACHADIIT
(BX. Touka 4.4), pu NAMEHTH, TOIy4aBalin exHoBpeMeHHo Jeuenue ¢ CYP3A4 unxuburtopu (BX.
Touka 4.5), Tpa0Ba 1a ce UMa NpeABH] HaYajHa 103a OT 25 mg.

[NanuenTute, mpoBexIaIIy JieueHue ¢ anda-0okepH, TpaodBa na ObIaT cTaOMIN3UPAaHU 110
OTHOIIICHHE Ha TepanusaTa ¢ anda-0IoKkepy Npear 3al0YBaHe Ha JIeUeHNe ChC cruiieHadu, 3a 1a ce
HaMaJi Bb3MOKHOCTTA 32 pa3BUTHE Ha OPTOCTATUYHA XUIOTOHUs. OCBEeH TOBa TPpsOBa Aa ce 0OMUCIN
3aroyBaHe Ha JICYEHUETO ChC CHIIeHaduI ¢ 103a oT 25 mg (BX. Touku 4.4 u 4.5).

Hauun na OPHUITOKCHHUC

3a nepopainHa ynotpeoa.
4.3 IIporuBomokaszaHus

CBpBXUyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MM KbM HAKOE OT MOMOIHUTE BEIECTBA,
n30poeHH B Touka 6.1.

B croTBeTCTBHE C HETOBHUTE U3BECTHH €(DEKTH BHPXY ITBTS a30TE€H OKHUC/IIUKINYCH TYaHO3HH
MoHo(pochat (cGMP) (Bx. Touka 5.1) cunpeHaduin € moka3an MOTEHIMPaHe Ha XUTTOTCH3UBHATE



e(l)GKTI/I Ha HUTPATUTC U CJICAOBATCIHO CAJHOBPCMCHHOTO MY NPUIIOXKCHUEC C JTOHOPH HAa a30TCH OKHUC
(KaTO aMMJI HI/ITpaT) WJIM HUTPATHU 11O/ BCAKAKBa (1)0pMa € IPOTUBOIIOKA3aHO.

EnnoBpemennoro npuiarane Ha @JIES uHXuOUTOpH, BKIIOUUTEIHO CHIIIEHA(HII, C TyaHUIIAT-
LUKJIa3HU CTUMYJIATOPH, KaTO PUOLIUTYaT, € IPOTUBONOKA3aHO, Thi KaTO TOBA MOKE Aa MPUUNHHU
CHUMIITOMaTHYHA XUIIOTOHHUSA (BXK. TOuKa 4.5).

Cpe,Z[CTBaTa 3a JICUCHHUC Ha CPCKTUIIHATA I[I/IC(I)YHKL[I/IFI, BKJIIOYUTCIIHO CI/IJ'I)_IeHa(bI/IJ'I, HC TpH6Ba Ja
6’L,Z[aT npujaaraHyv npyu MbXKC, Ha KOUTO HE CC IMPCIIOPBYIBA CCKCYyaJIHA AKTUBHOCT (HaHpI/IMCp,
MalMeHTH C TCKKU ChbPACUHO-CHbAOBH HAPYIICHUSA KATO HecTaOMITHA CTCHOKapAuAd NI TCIKKa
ChpACUHa He,Z[OCTaT'LLIHOCT).

VIAGRA e npoTrBOKa3aHa py NalXeHTH, KOUTO UMAT 3ary0a Ha 3peHUETO MPH €AHOTO OKO MOpaan
HeapTepuHTHA MpeaHa ucxemuyHa ontuuHa HeBponarus (HAMOH), HezaBucuMo nanu Te3u enuzonn
ca OMJIM CBBp3aHU WM HE C npeaxonHa ekcrosunus Ha @JIES naxubutop (Bk. Touka 4.4).

BezonacHoctTa Ha cuineHaduiI HE € MPOoyUeHa IPH CIACTHUTE OATPYIH HalUEHTH U CIeJ0BaTEIHO
ynoTpebarta My € IpOTUBOIIOKa3aHa: TEKKO YepHOAPOOHO yBpEXIaHe, XUIOTOHUS (KPbBHO HAJIATaHEe
<90/50 mmHg), anaMHe3a 3a CKOPOLIEH HHCYJIT UM MUOKapAeH HH(PAPKT U U3BECTHH HACIIEICTBEHU
JereHepaTuBHY 3a00JsIBaHUS HA PETUHATA KaTo retinitis pigmentosa (Majka 4yacT OT Te3H NallMEeHTH
MMaT TeHeTUYHH aHOMAaJIUH, 3acsramu ¢pochoauecTepasute Ha peTHHATA).

4.4 CroenuanaHu nmpeaynpeskaeHHs M Npeana3Hu MepKH NPH ynoTpeda
[Ipenn na 6b1e Ha3HAUYEHO (HAPMAKOJIIOTHYHO JICYEHHE € HE0OXOJUMO CHEMaHe Ha MEAULIMHCKA
aHaMHe3a ¥ (PU3MKaJIeH CTaTyC 3a TMarHOCTULIHPAaHE Ha epeKTHUIIHATA AUCPYHKLIUS U OTpeeNIsIHe Ha

BB3MOXHUTC NIPUINHU.

CT»D,Z[GLIHOC’L,Z[OBI/I PHUCKOBH d)aKTODI/I

[Ipenu 3amouBaHe Ha KaKBOTO U J1a € JICUYCHHE 3a €PeKTHIIHA AUCHYHKINS JIeKapuTe TpsiOBa aa
MPELEHAT ChbPACYHO-CHIOBHS CTaTyC HA MAIUEHTUTE CU, ThI KaTO CHILNECTBYBA CTEIEH HA ChPJACYEH
PHCK, CBBP3aH ChC CeKCyalHaTa akTUBHOCT. CuigeHad i1 IMa ChIOPa3IIUpSBAIN CBOUCTBA, BOJCIU
JI0 JIEKO U IPEXO/AHO MOHMWKEHUE HAa KPBBHOTO Haysirane (Bx. Touka 5.1). [Ipeau npeanuceanero Ha
cuneHa I TekapuTe TpsiOBa BHUMATEIIHO a NPELEHAT Aald TEXHUTE MaLUEHTHU C ONpeieTIeHI
CBITBTCTBAIIYN 3a00JI1BaHMsI OMXa MOTJIH Ja Ce MOBIUSAT HEOIAronpuaTHO OT T€3H Ba30IMIIATATUBHU
edexT, 0cOOCHO B KOMOMHAIHMA ChC CEKCyallHa aKTUBHOCT. [laniieHTH ¢ moBuIlIeHa YyBCTBUTEIHOCT
KBM Ba30JUJIaTaTOPH Ca Te3U C OOCTPYKIMA Ha JEBOKAMEPHUS U3XOJCH TPaKT (HapUMep aopTHa
CTECHO3a, XUIIepTpopruHa OOCTPYKTHBHA KapJHOMHONATHS) U TE3H C PEAKHUI CHHIPOM Ha
MHOXECTBEHa CUCTEMHA aTpoQus, MaHU(ECTUPALL CE C TEKKO HapyIIeH aBTOHOMEH KOHTPOJ Ha
KPBBHOTO HaJISTaHE.

VIAGRA norteHumpa XunoTeH3UBHUS €PEKT Ha HUTpATHUTE (BX. ToUKa 4.3).

Hma nocTMapKeTHHIOBH CHOOLICHHUS 32 CEPHO3HH ChPACYHO-ChA0BH HHIUICHTH, KATO MUOKapAEH
MH(apKT, HeCTaOMIHA CTeHOKApKsl, BHE3aIIHA ChPIeYHA CMBPT, KAMEPHH apUTMHHU, XeMOParnyeH
MHCYJIT, IPEXOAHO HapyIIeHHE Ha MO3bYHOTO KPpbBOOOpAIlleHHE, XUTIEPTOHHS U XUTIOTOHUS,
chBHaaany mmo Bpeme ¢ ynorpebara Ha VIAGRA. [loBeuero, HO He BCHYKH, OT T€3U MAIMEHTH Cca
MMaJy MPEeIIIeCTBALN ChbpACYHO-ChA0BH PUCKOBHU (akTopu. [loBeueTo HHIMACHTH, 32 KOUTO Ce
cboO11aBa, ca HACTBIIMIIMU 110 BpEME Ha UJIM CKOPO CJIE]] CeKCyalHa aKTHBHOCT, a HAKOH ca
BB3HUKHAIH cKopo cien npuema Ha VIAGRA 6e3 cexcyanna aktuBHOCT. He € Bp3MOkHO 12 Obae
OTIpEICJICHO AaJIH Te3W MHIHUJICHTU Ca CBBP3aHH MPSKO C TOPHUTE WM APYTH (hakTopH.



IIpuanuszsem

Cpencrara 3a JIeUeHHE HA epeKTUIIHATA AUCPYHKINS, BKIFOYUTETHO CHIIIeHA(III, TpsAOBa 1a ObaaT
W3II0JI3BaHM BHUMATEITHO MPH MMAIMEHTH ¢ aHATOMUYHA JeopMalus Ha TIeHnca (KaTo aHTyJIalus,
KaBepHO3Ha (pudOpo3a mim Gonect Ha Peyronie) Wiy Mpu MalueHTH ChC ChCTOSIHUS, KOUTO MOXKE J1a
mpepas3noaraT KbM MpUanu3bM (KaTo ChPIOBUIHO-KICThYHA aHEMHS, MYJITHILICH MUEIIOM WIITH
JIEBKEMHUST ).

Nma cpoO0ImeHnst 32 IpoIbIKUTENHA SPEKIHS U PUANTU3BM MIPH MTPUEM Ha CHIICHA(QWIT B
MMOCTMapKETHHTOBHS 1epro. B cimyuail Ha epexius, KosATo MpoabiiKaBa roBeyde ot 4 yaca,
NalMEHTHT TPsIOBa He3a0aBHO Jia MOTHPCH MEIUIIMHCKA TTOMOIL. AKO MPUANM3MBT HE Ce JeKyBa
He3abaBHO, OM MOTJIO /1a ce CTHTHE JI0 YBPEXKIaHe Ha THhKaHWUTE Ha MEHUCA U MOCTOsIHHA 3ary0a Ha
IIOTEHTHOCT.

EnnoBpemenno npuinoxenue ¢ apyru @JIES nHXuOUTOpH WK IPYIH JIEYEHUS HA €PEKTIIHA
UCHYHKIUA

BbezonacnHoctTa 1 eukacHocTTa HA KOMOMHAMKTE Ha cunaeHadun ¢ apyra GAES uaxuburtopu,
Ipyru JedeHus Ha Oenoapodna aprepuanna xunepronus (bAX), ceabpskaiy cuianeHauin
(REVATIO), unu npyru jedeHus Ha epeKTHiHa qucyHKus He ca npoydyenu. Ilopaau ToBa
NpUIaraHeTo Ha TaKuBa KOMOWHAIMK HE Ce MPernopbyBa.

EdexT BEpXY 3peHHETO

Wma crionTaHHM CHOOIIEHUS 3a CIIy4au Ha 3pUTEJIHU YBPEXKAAaHHUs BbB Bpbh3Ka C IPUEM Ha
cungenadwun u apyru ®AES naxuburopu (Bx. Touka 4.8). 3a ciiyyan Ha HEapTEPUUTHA IPEAHA
MCXEMHYHA ONITUYHA HEBPOMATHUS, PAAKO ChbCTOSHUE, UMa CIIOHTAHHHU CHOOIECHHUS U ChOOILEHHS B
o0cepBaliOHHO MPOYYBaHe BHB Bpb3Ka C mpueM Ha cuinaeHadun u apyra GES uaxubutopu (BXx.
touka 4.8). [lanmenture Tpsi6Ba 12 O6bAAT IOCHBETBAHM, Y€ B CIydail Ha KAKBOTO U J1a € BHE3AITHO
3pUTETHO YBpeXkaaHe, TpsOBa na cupat npueMa Ha VIAGRA u He3a0aBHO Aa ce KOHCYITHPAT C JIeKap
(Bk. Touka 4.3).

EHHOBDCMGHH& VHOTD€6a C pUuTOHAaBHP

EnHOBpeMEHHOTO MPHUIIOKEHNE Ha CHIAcHA(HI 1 PUTOHABUD HE Ce MpenopbuBa (BX. Touka 4.5).

EnnoBpeMmenna ynorpe0da ¢ anda-0iokepu

[IpenopbuBa ce BHUMaHWE, KOTAaTO CHIIICHA(III Ce MpUIara Ha MallMeHTH, KOUTO IpueMar aida-
OJIoKepH, Thi KaTO €THOBPEMEHHOTO MPHIIOKEHUE MOXKE J1a JIOBEE 0 CHMITOMATUYHA XUITOTOHUS
MIPU MAJIKOTO YyBCTBUTEITHH WHAMBUIH (BXK. ToUKa 4.5). ToBa e Hali-BEpOSATHO Aa ce TPOSIBH MPe3
mbpBUTE 4 Yaca cien npruemMa Ha cuineHadwt. [lanuerture TpsaOBa na ObaT XeMOUHAMIYHO
CTaOWJTHY 110 OTHOIICHHE Ha TepanusTa ¢ anda-0JIokepy mpeau 3aroYBaHe Ha JIeYeHUE ChC
cwiieHaduII, 3a 1a C€ HaMaJl Bb3MOXHOCTTA 32 pPa3BUTHE HA OPTOCTATUYHA XUITOTOHUS. TpsOBa na
ce MMa MpeIBU/T 3aTI0YBaHE HA JICUSHUETO ChC CHIieHad I ¢ 103a oT 25 mg (Bxk. Touka 4.2). B
JIOITBTHEHUE, JIEKapuTe TPsiOBa Ja MOCHBETBAT MAIMEHTUTE KAaKBO J1a IPABST B CIIyYaid Ha 1OsSBa Ha
CHUMIITOMH Ha OPTOCTATUYHA XUIIOTOHUS.

EdexT BbpXy KbPBEHETO

[IpoyuBanus BbpXy YOBEIIKH TPOMOOLUTH MOKA3BaT, Y€ CHiACHAQUI IOTEHIHpa in Vitro
aHTHArperaHTHUTE CBOWCTBA HA HaTpUEBUs HUTpornpycu. Jluncsa nadopmanms 3a 6e3onacHara
ynoTpeba Ha cuiiieHad W TPy MAUEHTH ¢ HApYLIeHUS! Ha KPbBOCHCUPBAHETO MM AKTUBHA MENITUYHA
si3Ba. CnenoBarenHo, cuiaeHadun TpsioBa ga ObAe NpuiIarad Ipy TAKUBA NALMEHTH CaMo Clie]l
BHUMATEJIHA OLICHKA M0JI3a-PHCK.



DuUIMOBOTO MOKPUTHE Ha TabneTkata chabpika JakTo3a. VIAGRA He TpsaOBa aa ce mpuiara npu
MB3KE C PEKU HACIEACTBEHH ChCTOSHUSA, KATO TAJIAKTO3HA HETIOHOCHUMOCT, JIAKTa3eH Ae(HULUUT Ha
Lapp nnum r1ok030-ranakro3Ha ManadcopOnus.

Kenun

VIAGRA He e nokazaHa 3a ynorpe0a MpH eHH.

4.5 BsammopeiicTBHe C APYIM JIEKAPCTBEHH MPOAYKTH M APYrd (popMH Ha B3auMoOJeHCTBHE

EdexTu Ha 1pyru JiekapcTBEHU NPOAYKTH BEPXY CHIAEHA(DUII

Ilpoyusanus in vitro

MeTabonmu3mMbT Ha cuiieHadWII 110 MPUHITKII C€ OCHIIECTBABA C TIOMOINTA Ha N30eH3UMHU 3A4
(ocuoBeH rpT) 1 2C9 (BTOpOCcTeneHeH mbT) Ha utoxpoM P450 (CYP). [lopanu ToBa mHXHOUTOpHTE
Ha Te€3W M30€H3MMH MOTarT Jia HaMaJsT, a HHIyKTOPUTE UM — Jia IIOBUIIAT KIMphHCA Ha CHIIICHA(IL.

Ilpoyusanus in vivo

[omynanuoHHUAT papMaKOKWHETHYCH aHaJIU3 HA JaHHUTE OT KIMHUYHU IPOYYBaHUS ITOKa3Ba
HaMaJIeHHe Ha KJIMPBHCA HA CUJIICHA(HII IPH €AHOBPEMEHHO MIPUIIOKECHUE C MHXUOUTOPH Ha
CYP3A4 (xaTo KeTOKOHA30J1, epUTPOMULIMH, IUMETHIUH). Bblipeku ue He e 6rio HabogaBaHo
NOBHIIIABaHE HA YECTOTATa HAa HEXKEIAHUTE PEaKLUH IIPH Te3H MALMEHTH, KOTaTo CHiAeHaHI ce
npuiara egHoBpeMeHHO ¢ nHxuOuTopu Ha CYP3 A4, Tpsa6Ba na ce MMa npeaBU HadalHa 1033 OT
25 mg.

Ennospemennust npuem Ha HIV-nipoTeasnust ”HXUOUTOP pUTOHABHP, KOWTO € MHOT'O MOIIEH
uaxubutop Ha P450 (500 mg nBykpaTHO nHEBHO), U cuinnaeHadun (100 mg eqHoKpaTHa 7103a) € ZOBEI
1o HapactBaHe ¢ 300% (4-kpaTHo) Ha Cy,,x Ha cungenadmwi u ¢ 1 000% (11-kpatHo) Ha TIa3MeHaTa
AUC na cungena¢wmi. Ha 24-us yac mia3sMeHuTe HUBa Ha criiieHadui Bee omie ca OUiIi OKOJIO

200 ng/ml B cpaBHeHue ¢ HUBATa OT 5 ng/ml mpu camocTosTeaeH npueM Ha cuineHadui. Tosa
CHOTBETCTBA HA M3Pa3eHUTE €(PEKTH Ha PUTOHABUD BBPXY IIHUPOK KPBI cyOcTpatu Ha P450.
Cunnenadui He € oKa3all BIUSHUE BbPXY (papMakOKMHETHKATa Ha pUTOHABHP. Bb3 ocHOBa Ha Te3n
(hapMaKOKMHETHYHH PE3yITaTH €JHOBPEMEHHOTO NPUIIOKEHHE Ha CHIIZIeHA(WII U PUTOHABUD HE Ce
npenopbyBa (BXK. TouKa 4.4) U IpH HUKAKBU OOCTOSITEICTBA MAKCHUMAJIHATA J03a Ha CHIICHAQHIT He
TpsiOBa J1a HAAXBBPIA 25 mg B paMKuTe Ha 48 vaca.

Ennospemennust npuem Ha HIV-mipoTeasnnst HHXUOUTOpP CakBUHABUP, KOMTO € HHXHUOUTOP Ha
CYP3A4, cnen nocturane Ha paBHOBecHM KoHUeHTpauuu (1200 mg Tpu mbTH JHEBHO) U CUIAeHA(UIT
(100 mg ennoxpaTtHa 103a) € goBen Ao HapactBaHe ¢ 140% na C,, Ha cunnenadun u ¢ 210% Ha
AUC na cungena¢pwmi. CungeHadul He € OKasaj BIMsHAE BbPXY (papMaKOKMHETHKATa HA CAKBUHABUD
(Bx. Touka 4.2). [Ipennonara ce, ye no-moutan uHXuOUTOpH Ha CYP3 A4, kato KeTOKOHA301 U
UTPAKOHA30JI, OMXa UMaJH OLIe MO-CHIICH e(eKT.

[Ipu enHOBpEMEHHO NMPUIIOKEHUE HA crineHadui B eqHOKpaTHa 1o3a oT 100 mg u ymepenus

CYP3 A4 unxubuTop epuTpOMUIIMH, CIel AOCTUTaHE Ha paBHOBECHHU KoHIeHTparu# (500 mg
JBYKpPaTHO JHEBHO 3a 5 nHM) € Omiio HaOmonaBaHo yBenndeHue ¢ 182% Ha cucreMHaTa eKCIo3uLHs
(AUC) na cungenadwr. [pu 3apaBu MBbxke 100OpoBOIIN He € Ot HabmogaBaH epeKT Ha
asurpomutuH (500 mg qaesHo 3a 3 aan) BBpXY AUC, Cax, tmax, CTUIMHHAIIMOHHATA KOHCTAHTA HITU
NOJTYXKMBOTA Ha CHIIAeHa(WII WM HETOBUTE OCHOBHM METAa0OINUTH B LUpKynanusta. umernaun
(800 mg), xo#To e nuroxpom P450 unxuburop u Hecniemudpuuen CYP3 A4 unxudurop, e
npeau3BUKal HapacTBaHe ¢ 56% Ha miasMeHaTa KOHIICHTpALus Ha crilieHa(uiI Ipyu eAHOBPEMEHHO
npuiIokeHue cbe cungeradun (50 mg) npu 3apaBu 100POBOJIIIH.

CoxsT oT rpeindpyt e ciad naxudburop Ha CYP3A4-Menunpanus MeTabOIU3bM B UpeBHATA CTCHA U
MOJKe J1a JIOBEJIE 10 YMEPEHO HapacTBaHe Ha IIA3MEHUTE HUBA Ha CHUIACHA(HII.



EnnokpaTHu 1031 aHTHAIM (MarHe3ueB XUIPOKCH I/ ATYMUHIEB XUAPOKCHUT) HE Ca TIOBIUSIIH
OMOHAMYHOCTTA HA CHIIJIEHA(WIL.

Brnpeku ue He ca MpoBeXXJaHU ceUU(UYHY IPOYYBAHMS 32 JIEKAPCTBEHH B3aUMOJCHCTBUS ¢ BCUUKU
JIEKapCTBEHU MPOIYKTH, MOMYJIAHOHHUAT (PapMaKOKHMHETHYECH aHAJIN3 HE € MOKa3all eeKT BbPXY
(hapMakOKHMHETHKATa Ha CUIAeHA(I IPU €AHOBPEMEHHO MPUIIOKEHUE HA JICKApCTBa,
NpUHaUIekKaly KbM rpynara Ha naxuoutopure Ha CYP2C9 (karo TonOyramun, BapapuH,
¢enuronn), naxudbutopure Ha CYP2D6 (kaTo ceneKTHBHUTE HHXMOUTOPH Ha OOpaTHUS 3aXBaT Ha
CEpOTOHMHA, TPULUKINYHUATE aHTHACTIPECAHTH ), THA3UANTE U CPOJHH JUYPETHIH, OPUMKOBUTE U
KaJUH-CIIECTABALINTE TUYPETULN, MHXUOUTOPUTE HA AaHTHOTCH3UH-KOHBEPTUPALINS CH3UM,
KaJLMEBUTE aHTarOHUCTH, OeTa-aJpeHOPELENTOPHUTE aHTarOHUCTH Wil uHaykTopure Ha CYP450-
MEIUUpPaHUsI MeTa0oIu3bM (KaTto pudaMnunuH, 0apoutypaTtu). B mpoyusane npu 3apasu
JOOPOBOJILHN OT MBXKKH I10J1 €THOBPEMEHHOTO NPUIIOKEHHE Ha €HAOTEITNH-PELENTOPEH aHTarOHUCT —
oocenTan (maaykrop Ha CYP3A4 [ymepen], CYP2C9 u BepostHo Ha CYP2C19), B cTranmonapao
cberosHue (125 mg 1Ba MbTH JHEBHO) ChC CHIACHA(HI B CTAlIMOHAPHO cheTosiHUE (80 mg Tpu IbTH
JTHEBHO) € JTOBEJIO 110 ChOTBETHO 62,6% 1 55,4% namanenune Ha AUC u C,, Ha cungenadui. [1o Ta3u
NpUYMHA €THOBPEMEHHOTO npuiiokeHne Ha MoutHu CYP3 A4 unaykTopu, KaTo pudaMIuiyH, ce
OYaKBa J1a I0BeJIe 10 M0-3HAYMMH HaMaJIeHHs1 Ha TUIa3MEHUTE KOHLEHTPAaLUU Ha CHIACHA(HII.

HI/IKOpaH,I[I/IJ'I € XI/I6pI/I,Z[ MCIKAY aKTUBATOP HA KAJIMCBUTC KaHAJIU U HUTPAT. HOpaI[I/I HUTpATHATa
KOMIIOHCHTA ChIICCTBYBA Bb3MOXKHOCT J1d JOBCAC N0 CCPHUO3HO B3aHMOI[CI710TBPIe CbC CI/IJ'I,Z[GHaq)I/IJ'I.

Edextu Ha criineHad il BEPXY APYIH JIEKAPCTBEHU IPOAYKTH

Ilpoyusanus in vitro

Cunpenadun e cnabd naxuouTop Ha ruroxpoM P450 moensumu 1A2, 2C9, 2C19, 2D6, 2E1 n 3A4
(ICsp> 150 uM). Kato ce mma mpenBuj, 4e MUKOBaTa IIa3MeHa KOHIICHTpaIus Cie]l IprueM Ha
cuiieHad U B IPETIOPBYNTEITHATE A03U € Ipruonu3uTenHo 1 uM, He 6u moro na ce ogakBa VIAGRA
Jla TIOBJIHsIe KIIMPBHCA Ha CyOCTPaTUTE HA TE3U U30CH3UMHL.

Jluncear JaHHH 3a BSaHMOHeﬁCTBHGTO MCXKOY CI/IJ'I,Z[eHa(bI/IJ'I n HGCHGHI/Iq)I/I‘{HI/ITe (I)OC(l)O,I[I/IGCTepéBHI/I
I/IHXI/I6I/ITOpI/I KaTo Teoq)HHHH HIIN AMIIAPpUAaMOJI.

Ilpoyusanus in vivo

B cpoTBeTCTBHE € TO3HATHTE CU ACHCTBHA BBPXY BT a30TeH okcua/ul M® (Bx. Touka 5.1)
cungeHad U oKaza NOTEeHIMPaHe Ha XUIIOTeH3UBHUTE €(DEeKTH Ha HUTPATUTE U CIEIOBATEIIHO,
€HOBPEMEHHOTO My MPHJIOKEHUE C JOHOPU Ha a30TE€H OKCHJI MJIM HUTPATH MO/ KaKBaTO U J1a €
(hopMma e mpoTuBOTIOKa3aHO (BK. Touka 4.3).

Puounuryar: [IpeaximHIYHE TPOYYBaHUS TOKA3BAT JOMBJIHUTENCH €eKT Ha MOHIKaBaHEe Ha
CHCTEMHOTO KpbBHO Haysirane, korato ®JIES naxubutopu ce KoMOMHHUpAT ¢ puonuryar. B kiimHuuHA
NPOYYBaHUs € JOKA3aHO, Y€ PUOLUTYAT MOTCHIUPA XUIoTeH3uBHUTE epextr Ha DJES
uaxubutopure. Hima nannu 3a OnaronpusTeH KIMHAYCH €PEeKT Ha KOMOMHAIMATA B IPOyYBaHaTa
nomnynanus. EqnoBpemennata ynotpeda Ha puonuryat ¢ ®AES nHxubuTopH, BKIIOUUTETHO
cungeHadu, € IpOTUBOMOKa3aHa (BXK. Touka 4.3).

EnHoBpeMeHHOTO NMpHUIIOKEHNE Ha CHIIAeHApUI Ha TAMEHTH, KOUTO Ipuemar anga-0okepu, Moxe
Jla T0BE/e A0 CUMITOMAaTHYHA XUIIOTOHMS TPU MAJIKOTO YyBCTBUTEIHN HHAUBUAM. ToBa € Ha-
BEPOSITHO J1a e MPOSBU Mpe3 IbpBUTE 4 yaca cieq nprueMa Ha cuiaeHadu (Bx. Touku 4.2 u 4.4). B
Tpu cieuupUYHH IPOYUBAHHUS 32 JICKAPCTBEHHU B3aUMOACHUCTBHS anda-O10KkepbT N0Kca303uH (4 mg u
8 mg) u cunnenaduin (25 mg, 50 mg nnm 100 mg) ca Ouny NpUIOKEHU €JHOBPEMEHHO HA MALUEHTH C
noOpokauecTBeHa xuneprasus Ha npocrata (JIXII), crabunusupanu Ha Tepanus ¢ J0Kca3o3uH. B
TE€3W M3MUTBAHM MOITyJIAMU € HAOJII01aBaHO CPEAHO JOMBIHUTEIHO HaMalleHHE Ha KPbBHOTO
HaJITaHE B JIETHAJIO MOJIoKeHUe choTBeTHO 7/7 mmHg, 9/5 mmHg u 8/4 mmHg, u cpexHo
JOIIBJIHUTEIHO HaMaJleHHE Ha KPBbBHOTO HAJSITaHE B U3MPABEHO MOJI0KEHUE ChOTBETHO 6/6 mmHg,
11/4 mmHg u 4/5 mmHg. Koraro cunnenadun n 1okca3o3uH ca OWIM NPUII0KEHH SAHOBPEMEHHO



IIpyu ManuCHTH, CTaGI/IHI/BI/IpaHH Ha Tepanusd ¢ J0KCA3031H, Ca MOJYUCHHU PCAKN C’LO6H_ICHI/I$I 3a
ManrueHTH, KOUTO Ca MOJTYYUIN CUMIITOMATUYHA OPTOCTATUYIHA XUIIOTOHMUS. Te3u C’LO6H.[CHI/I$I
BKJIIOYBAT BUCHC HA CBAT W 3aMassHOCT, HO HC 1 CMHKOII.

[Ipu exnoBpemMenHoTO Nmpuiarane Ha cungeHadun (50 mg) u rondyramuz (250 mg) wnu Bapdapun
(40 mg), xouro ce meradonuzupat or CYP2C9, e e 3a0ena3ano cUrHuUKaHTHO B3aUMOJCHCTBHE.

Cunnenaduin (50 mg) He € MOTEHIUPaIl IOIIBIHUTENHO YBDKABAHETO HA BPEMETO Ha KbpPBEHE,
NpeAU3BUKAHO OT aleTHicaauuniIoBaTa kucenuaa (150 mg).

Cunnenaduin (50 mg) He e moTeHIMpPall JOBJIHUTEIIHO XUIIOTEH3UBHUTE €(DEeKTH Ha aJKoXoJja MpH
3/IpaBU AOOPOBOJIIH ChC CPEIHH MAaKCUMAaIHU KOHLIEHTPAIlMK Ha ankoxou B KpbBTa 80 mg/dl.

Karo 1151510 aHTUXHITEPTEH3UBHUTE JIEKAPCTBA, MPUHAIICIKAIIN KbM CISTHUTE KIIACOBE: TNYPETHIIH,
oera-6mokepu, ACE naxuburopu, anrnoteH3uH Il aHTaroHuCTH, aHTHXUTIEPTEH3UBHU CPEICTBA
(BazoMIaTaTOPU M MEHTPAITHO JEHCTBAIIH), aAPEHEPTUYHN OJIOKEPH, KAIIIUEBY aHTATOHUCTH U amda-
aJpEHOPEIEITOPHA OJIOKEPH, HE ca TTOKA3aIH pa3inueH MPoQIil Ha HeXeJlaH! JIEKAPCTBEHH PEaKIIuu
TIpH MAIUEeHTH, TI0TyYaBally criaeHadun cipsmo miamnebo. B cnenuduyano nmpoydBane 3a
JIEKapCTBEHO B3aUMOJICHCTBHE, TPHU KOETO HA XUTIEPTOHHIIN € Oun npuinoxkeH cuiaeHadmt (100 mg)
€HOBPEMEHHO C aMJIOJUINVH, € HACTHIIIIIO TOTbIHUTEIHO TOHMKEHIE HA CHCTOIIHOTO KPBBHO
HaJITaHe B JIeTHaso nojioxkeHue ¢ § mmHg. ChOTBETHOTO AOMIBIIHUTEITHO ITOHIKEHUE HA
JIUACTOTHOTO KPHBHO HAJIATaHE B JIETHAJIO ToJoxkeHue e oo 7 mmHg. Te3u nombiHATEHN
TIOHIDKEHUS Ha KPBBHOTO HaJSTaHe ca OMIIM OT CXOJHA BEJIMYWHA C Te3W, HAOII0aBaHU MIPH 3IPaBH
JIOOPOBOIIIIHN, TIOTyYaBaIlly caMo CHIIIeHa(wI (BK. Toduka 5.1).

Cunnenadun (100 mg) He e moBMsT PapMaKOKMHETHKATa B CTALMOHAPHO cheTosHue Ha HIV-
NPOTEa3HUTE UHXUOUTOPH CaKBUHABHP U PUTOHABHP, KOUTO ca cyocTpatu Ha CYP3A4.

[Ipu 31paBu TOOPOBOMIM OT MBXKKH MO CHIICHA(MIT B CTAIIMOHAPHO CheTosiHEE (80 mg TpH IbTH
JTHEBHO) ¢ oBe 1o nopuineHue ¢ 49,8% na AUC Ha 6oceHnTaH u noBuiieHue ¢ 42% Ha Cp. Ha
OocenTan (125 mg nBa MHTU THEBHO).

4.6 DepruauTeT, )PEMEHHOCT H KbPMEHe

VIAGRA He e nokazaH 3a ynotpeda npH >KeHH.

He ca MMPOBCKJAAHU CbOTBCTHU U L[06pe KOHTPOJIMpAaH! NPOYYBAHUA ITPU 6peM6HHI/I WM KbpMCIIIH
JKCHU.

B PECOPOAYKTUBHU NNPOYUBAHUS IPH IIIBXOBC U 3a171u1/1 HC Ca Ha6J'IIO,Z[aBaHI/I PCICBAHTHU HCKCIIAHU
peaKknuu CICA IMCPoOpaIHO NPHUITOKCHUC HA CI/IH,I[CHa(bI/IJ'I.

JlurnicBa epeKT BbPXY MOABHKHOCTTA HIIM MOP(OJIOTHATA HAa CIIEPMATO30UANTE CIie]l €ITHOKPAaTHU
nepopanuu 1o3u ot 100 mg cuinenadui npu 3apaBu JOOPOBOIILH (BX. ToUKa 5.1).

4.7 EdexTn BbpXy crioco0HOCTTA 32 IoupaHe u padoTa ¢ MAIINHA
VIAGRA moxe fa noBiusiBa B MaJIka CTEIICH COCOOHOCTTA 3a modupane 1 paboTa ¢ MalluHH.
Tbii KaTO B KIIMHUYHY NIPOYYBAHUS ChC cuieHadui ce choOI1aBa 3a MosiBa Ha 3aMaliBaHe U IPOMEHHU

B 3pCHUETO, MAIMEHTHUTE TPsOBa Aa UMAT npenacTasa 3a peakuuure cu kbM VIAGRA npeau
modupane win padboTa ¢ MalIWHU.



4.8 HesxenaHu JIeKapCTBEHH PeaKIMHA

KDaTKO OINMCaHMEC Ha HDOd)I/IJ'Ia Ha 0€30IaCcHOCT

[IpopmrbT Ha GezomacHocT HA VIAGRA e 6a3zupan Ha 9 570 nauuenTu B 74 nBoiiHOCIEN! mianebo-
KOHTPOJIMPAHU KIMHUYHY MTpoyuBaHus. Haii-uecto cpo0miaBannTe HeXeIaHU Peakiy B KIIMHUYHUTE

Ipoy4BaHUs CpCa MAIIUCHTUTC, HA KOUTO € IMpUjIaral CI/IJ'I,HeHa(l)PIII, ca ouau l"J'IaBO6OJ'II/Ie,
3a4CPBABAHC, JUCIICTICUS, HAa3aJIHA KOHT'CCTHUA, 3aMaﬁBaHe, TraJiIcHC, TOPCUIU BBJIHU, 3PUTCIIHUA
HapylICHUsA, HUAaHOIICUA U 3aMbIJICHO 3pCHUC.

Hexenann peaKknuu 1o BpEME Ha IMOCTMApPKECTUHI'OBOTO Ha6J'IIO,I[6HI/I€ ca C’L6I/IpaHI/I " IIOKpUBAT
HpI/I6J'II/I3I/IT€J'IeH nepuona ot >10 TOOAWHH. YecroraTa Ha Te3HW HEXKEIIaHU pCaKkIun HEC MOXKE [1a CC

omnpeacin ¢ 10CTOBECPHOCT, THU KaTO HE BCUYKHU HEKEIIaHU pcaKknuu ca C’BO6I.L[CHI/I Ha INPUTECIKATCIIA HA
Pa3pCUICHUCTO 3a yHOTpe6a Y BKJIIOUCHHM B 0a3ara JaHHH 3a 0e30MmacHoCT.

TabauyeH CIUCHK HA HE)KEIAHNUTE JICKAPCTBCHH PCAKIIMH

B Ta6m/111aTa IMO-A0Jy BCUYKU KIMHUYHO BaXHU HCXKCIJIAaHU pE€aKlIuKU, KOUTO Ca Ha6HIO}laBaHI/I B
KJIMHUYHYU TPOYYBAHMS ¢ Y€CTOTa MO-TOJISIMA OT I11ane0o, ca ONMUCaHM M0 CUCTEMO-OpPTaHeH Kilac U
yecTtoTta (MHOTO uecTH (>1/10), yectu (>1/100 no <1/10), Heuectu (>1/1 000 mo <1/100), penku
(>1/10 000 mo <1/1 000). ITpu Bcsiko rpynUpaHe B 3aBUCUMOCT OT YE€CTOTATa HEIKEITAHNUTE
JICKaPCTBEHU PEAKIIMH C€ U30POsIBAT B HU3XO AL PEJI 110 OTHOIICHUE Ha TAXHATa CEPUO3HOCT.

Tadanna 1: KNMHNYHO BasKHU HeXKeJIaH! peaKnMu, CbOOIIEeHH € 4eCToTa, 0-roJisiMa oT
YecToTaTa HA I1aned0 B KOHTPOJIMPAHH KINHHYHHA NPOYYBAHHSA, U KINHAUYHO BAKHH
He/KeJIAHM PeaKliu, CbOOIIeHH 10 BpeMe HA IOCTMAPKEeTHHIOBHUsI epHOJ

Cucremo- MHoro YectH Heuyectn Peaxu (21/10 000 u

OpraHHa 4ecTH 21/100 u (=21/1 000 u <l/1 000)

KJIacupuranmus (21/10) <l/10) <1/100)

Wndexnum u Punut

uHbecTanyu

Hapymenns na CBpBX4YyBCTBHU-

MMYHHATa CHCTEMa TEIHOCT

Hapymenns na I'maBo6o- 3amaiiBaHe CpHIHBOCT, Mo03bUHO-CBHI0B

HEpBHATa CUCTEMa | JIHe XHUIIOECTE3US WHIIUJICHT,
TPaH3UTOPHA

UCXEMHYHA aTaka,
rbpY,* peUUANBUPALIN
rbpuoBe,* cCHHKOI

Hapymenns na
OUnTE

Pascrpoii-cTBa
Ha [IBETHOTO
3peHue**,
3pUTEITHU
HapyIIeHus,
3aMBIJIEHO
3peHue

Hapyuienus na
CBII300TICNsHE-
TO*** Oonka B
ouuTe,
thotohodus,
(hoTormicus, ouHa
XUTIepEMHUS,
3aCUIICHO
BB3IIPHEMaHe Ha
CBETJIMHATA,
KOHIOHKTHUBUT

Heaprepuurna npenna
MCXEMHYHA ONITUYHA
HEBPOMATHS
(HAHUOH)*,
peTHHANHA ChAOBA
OKITy3HsT*, peTHHAJICH
KPBBOM3IIUB,
apTepHOCKIIE-pPOTHYHA
peTuHONaTHSA,
HapyIIeHus Ha
peTHHAaTa, TIayKoMa,
HapyIlIeHus Ha
3pUTENHOTO TOJIE,
JUIUIONHS, HaMaJleHa
3pUTETHA OCTPOTA,




Cucremo- Mmuoro Yectn Heuectn Penxu (21/10 000 u
OpraHHa 4ecTH 21/100 u (=21/1 000 u <l/1 000)
Kyacupukanus (21/10) <1/10) <1/100)
MUOINS, ACTEHOIHA,
MBIJISIBUHH B
CTBKJIOBUIHOTO TAIIO,
HapyIIeHUs Ha Upuca,
MUJIpHa3a, BIDKIAHE Ha
OpEOJIN OKOJIO
CBETJINHHU U3TOYHUIIH,
€7IeM Ha OKOTO,
MOJyBaHe Ha OKOTO,
HapylIeHHe Ha OKOTO,
XUIEepeMUs Ha
KOHIOHKTHBATa, 04YHO
Ipa3zHeHe, aOHOPMHHU
yCEIllaHUs B OUYHTE,
€IeM Ha KJernaya,
NpOMsIHA Ha [[BETa Ha
CKJepara
Hapymenns na Bepruro, I'myxota
YXOTO U TUHUTYC
nabupuHTa
Cepreunn Taxukapaus, Bnesanna cppaedna
HapyLIeHUs AU TALIH CMBPT*, MUOKapAEH
UH(AapKT, KaMepHa
apUTMUS , IPEICHPIIHO
MBKICHE, HeCTaOMIIHA
CTCHOKApAHS
CpaoBu 3auepBsBaHe, | XUIEPTOHMS,
HapylLIeHHs TOpEIY BBJIHA | XUIOTOHHS
PecniuparopHn, Hazanna Enucrakcuc, Crdrane B Ir'spJoTo,
TPBIHU U KOHT'€CTHUs KOHT'e€CTHUS Ha HazaJeH eleM, CyX0Ta
MEINAaCTUHAIHA CHUHYCHUTE B HOCa
HapyLIeHUs
CromalmHo-4peBHI T'anene, T"actpo- OpanHa xunoecre3us
HapyLIeHHS JUCTIETICHSA e3zodareanHa
pedurykcHa
bounecr,
MOBPBIIIAHE,
0onku B

ropHaTa 4acT Ha
KOpeMa, CyxoTa

B ycTarta

Hapymenns na O06pus Cungpom Ha Stevens-

KOXKaTa u Johnson (SJS)*,

MOJKOKHATA ThKaH TOKCHYHA
enuIepManta
Hekponmusa (TEN)*

Hapymenns na Muanrus,

MYCKYJTHO- Oonku B

CKeJIeTHaTa KpalHUIIUTE

CHUCTEMA U

ChCAUMHUTCIIHA-TA
TBhKaH
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Cucremo- Mmuoro Yectn Heuectn Penxu (21/10 000 u
OpraHHa 4ecTH 21/100 u (=21/1 000 u <l/1 000)
Kyacupukanus (21/10) <1/10) <1/100)
Hapymenns na XeMatypus
OBOpenuTe u
MUKOYHHUTE
BTUIIA
Hapymenuns na Ilenunexn kpbBOU3IUB,
BB3NPOU3BOIU- npUanu3bM™,
TeJIHaTa CUCTEMa U XeMaToCIEpMUs,
rppaaTa YABIKEHA €PEKIHS
OO HapyuieHus I'pbana Gonka, | Pasmpasuurtennoct
u edeKTu Ha yMopa, yCcelllaHe
MACTOTO Ha 3a roperyHa
MPWJIOKEHUE
N3cnenBanus YBenuueHa

ChpACYHA

4ecToTa

*CT»O6H_ICHI/I CaMoO IIPpU MOCTMAPKETUHTOBOTO Ha6J'IIO,Z[eHI/Ie

**Pa3CTpOfICTBa Ha OBETHOTO 3pCHUC: XJIOPOIICHUA, XPOMATOIICHUS, TUAHOIICUS, CPUTPOTICUA U
KCaHTOIICHUA

***HapymeHI/m Ha CBJI300TACIIAHCTO: CyX0Ta B OUUTC, JIAKPUMAJIHO HAPYIICHUC U MMTOBUIIICHO
CBHJI300TACTIAHE

CT»O6H_IaBaHe Ha IMoaA03HUpaHH HEKEJIAHN PCAKIINH

CT»O6LL[aBaHeTO Ha MIOAO3UPAHU HCKCIIAHU PCAKIIUU CJIC Pa3pCIIaBaHC 3a yHOTpe6a Ha JICKaApCTBCHUMA
MMPOAYKT € BaKHO. ToBa mmo3BoJsBa Ja IpOABIIKU Ha6J'IIO,Z[CHI/I€TO Ha CbOTHOIICHUCTO HOH3a/pI/ICK 3a
JICKApCTBCHUSA TPOAYKT. Or MCIHUIIMHCKUTC CIICHHUAJIHUCTH CC U3UCKBa Ja C’BO6I]_[aBaT BCsiKa
Ioa03MpaHa HEXKEJIaHa pe€aKlyd 4Ype3 HallMOHAIHAa CUCTEMA 3a C’LO6H.IaBaHC, IIOCOYCHA B

IIpunoxxenue V.

4.9 IIpeno3mpane

B npoyuBanus BEpXy 100POBOIIIHN C €THOKpATHH 103U 10 800 mg HeKENaHNUTE peakluy ca Omim
noJO00HM Ha Te3U, KOUTO ce HaOMo1aBaT npy MO-HUCKH JT03H, HO TSAXHATA YECTOTa U TEXKECT ca OMIIH
no-rosiemu. J{o3u ot 200 mg He ca JOBENH 10 MOBUIICHNE Ha e(DEeKTHUBHOCTTA, HO YeCTOTaTa Ha
HeXXellaHUTe peakiuu (TraBodove, 3auepBsiBaHe, 3aMaiiBaHe, AUCIICTICUS, Ha3allHA KOHTECTHSI,
HapyIICHO 3pEeHUE) € HapacTBaja.

B ciydaii Ha npeo3upaHe cTaHAAPTHATE MEJUIMHCKH MEPKH TpsOBa 1a ObaaT cho0pa3eHu ¢
KOHKPETHHTE HYXIH. XeMOAHaNIN3aTa He YCKOpsIBa KIMPbHCA HA CUJIieHa(HI, Thil KaTO TOH ce
CBBP3Ba BbB BUCOK IIPOLEHT € IUIa3MEHUTE MPOTENHHU U HE CE ETUMHHMpA C ypUHAaTa.

5. DPAPMAKOJIOI'NMYHU CBOUCTBA

5.1 ®apmakoguHAMU4YHH CBOMCTBA

dapmakoTepaneBTUUHA Ipyna: Y poJOTuYHU cpeacTBa. JlekapcTBa, KOUTO CE€ U3IOI3BAT IpU
epextmHa nuchynkmusa. ATC kox: GO4B EO03.
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MexaHU3bM Ha IEUCTBUE

CI/IH,I[CHa(l)I/IJ'I CJIY7KH 34 ICPOPAJIHO JICUCHUC HA CPCKTUIIHATA ,I[I/IC(i)YHKI_II/IH. B ecrecTBeHn yciioBus,
T.C. IPH CCKCYya/IHa CTUMYJIallus, TOM BH3CTAaHOBSIBA HapyuieHaTa CpCKTUIIHA (bYHKI_II/IH upe3
YBCJINYaBaHC HAa KPbBOTOKA KbM IICHHUCA.

OU3HONOTHYHUAT MEXaHU3bM, OTTOBOPEH 3a €PEKIHsITa Ha IEHKUCA, BKIIOYBA OCBOOOKIaBaHE Ha
azoreH okcua (NO) B KaBepHO3HOTO TSUIO 110 BpeMe Ha cekcyanHa ctumyianus. Crnex ToBa NO
aKTHUBHpa €H3MMa I'yaHWIaT [IMKJIa3a, KOETO BOJU 10 MOBUIIABAHE HA HUBATA Ha [IMKJINYEH I'yaHO3UH
MoHodocdar (ul MP), a ToBa Bou 10 OTITyCKaHE HA TIalKaTa MyCcKyJIaTypa B KABEpPHO3HOTO TSUIO U
MIPUTOK Ha KPBB KBM HETO.

Cunnenadui e MoIIeH U cesleKTuBeH nHxuoutop Ha ul M®P-cnenuduunara pocdoauecrepasa tum 5
(®OES) B xopmyc kaBepHO3yM, Kbaero OJIES e orroBopHa 3a pasrpaxkaaneto Ha ul MO.
Cunnenadun uma nepudepHo MACTO Ha ASUCTBHE BbPXY epekuuara. CuinaeHaduia HIMa IpsiK
penakcupail epeKT BbpXy H30JUpaH YOBELIKH KOPITyC KaBEPHO3YM, HO MOIITHO YCHJIBA
penakcupamus egext Ha NO BbpXy Taszu ThKaH. [Ipu akTuBupane Ha MeTaOOJUTHATA BEpUTa
NO/ul'M®, xakTo cTaBa IpH ceKcyaiHa cTuMynanus, naxuoupanero Ha ®JIES ot cunnenadun Bonu
10 noBuiieHu HuBa Ha 1l M® B kaBepHO3HOTO Ts10. Clie10BaTeNHoO, 32 1a MOXKE CHIACHADUI 12
OCBILECTBH CBOUTE KEJIAHH OJIarONPHUSATHU (HapMaKoJIOTHYHH e(EKTH, € He00X0AUMa CeKCyaIHa
CTUMYJIAIHS.

(DaDMaKOZ[I/IHaMI/I‘IHI/I e(beKTI/I

[IpoyuBanusTa in vitro ca mokasanu, 4e cuineHadun e cenekruber 3a OJIES, kosTo yuacTsa B
npoueca Ha epexuus. Herosusar edgext Bppxy ®/IES e mo-MoieH, 0TKOIKOTO BbPXY APYTUTE
u3BectHU dochoamecrepaszu. Toii e 10-kpaTHO mo-cenektuBeH 3a OJIES, orkonkoto 3a DJIE6, kosTO
y4acTBa B Ipoleca Ha POTOTPAaHCAYKIMA B peTHHATA. B MakcMManHu NpenopbunuTeTHI JO31
CEJIEKTHUBHOCTTA My € 80-kpaTHO no-sucoka 3a OJIES, orkonkoro 3a ®/IE]1 n vax 700-kpaTHO NO-
BHCOKa, oTKonkoTo 3a ®JIE2, 3,4, 7, 8,9, 10 u 11. ITo xorkperHo, cunaeHadmt uma 4 000 mbTH 110-
rojsiMa cenektuBHOCT 32 O/IES, otkonkoTo 3a ®/IE3 — u3opopmara Ha TAMP-cnennduunata
¢dochonuecrepasa, yqacTpalia B KOHTPOJIA Ha ChPACYHUS KOHTPAKTHIIUTET.

Kinanuna edpukacHoCT M 6€30I1aCHOCT

JlBe KTMHUYHM NPOYYBaHUS ca OMIIM CIIELUAIHO MPOBENICHH, 32 J1a CE OLIEHH BPEMETO, KOETO €
HE00XO0IMMO, 3a Ja Ce MOIYYH €peKLHUs B OTTOBOP Ha CEKCyalHa CTUMYJIAIMA CJICA IPUEM Ha
JekapcTBOTO. B mpoyuBane ¢ u3non3Bane Ha mwieTu3mMorpadus Ha nenuca (RigiScan) npu nauuenrwy,
KOHTO ca MPHUENH CUIAeHA(MI Ha TIaJHO, CPEIHHUAT IEPHO O HAYAJIOTO HA e)eKTa IpH Te3HU OT THX,
KOMTO ca IOJIyYMIIN epeKIusl, XapakTepusupaiua ce ¢ 60% purugHocT (ocTaTbyHa 3a
OCBILECTBIIBAHE Ha MOJIOB akT), € Omi 25 MunyTH (0T 12 10 37 MunyTH). B npyro mpoy4sasne c
RigiScan cunpenadun nopu u 4-5 daca cieq nprueMa e JaBajl Bb3MOXKHOCT 3a I0JTy4yaBaHe Ha €peKIrs
B OTTOBOP Ha CEKCyallHa CTUMYJIAIHS.

Cunnenadui npeau3BUKBa JIEKH U IPEXOAHHU MOHWKEHUS Ha KPBBHOTO HAIATaHe, KOUTO B
MHO3HMHCTBOTO OT CIIy4auTe MPOTHYAT 0e3 KIMHUYHA cuMnToMaTika. CpenHara CTOMHOCT Ha
MaKCHMAaJTHOTO MOHWKEHUE HAa CUCTOJIHOTO KPBbBHO HAJIATAHE B JIETHAJIO MOJOXKEHHE CIeN EpOpaieH
npueM Ha 100 mg cunaenadun e 6una 8,4 mmHg. CroTBeTHaTa NPOMSHA B TUACTOITHOTO KPBBHO
HaJISITaHe B JIETHAJIO MoJioxeHue e omna 5,5 mmHg. Te3u noHmkeHust Ha KPbBHOTO HaJlsiTaHe
CHOTBETCTBAT Ha Ba30AMIATATUBHUA €EeKT Ha crieHa(ui, KOMTO BEpOATHO Ce AbJKU Ha
MOBHILIEHUETO Ha HUBaTa Ha Ul M® B rinankara MycKyJiaTypa Ha KpbBOHOCHHUTE cbaoBe. IIpu 3npasu
J00poBONIIM eIMHUYHA NepopaiiHa o3a 10 100 mg cunaenadwt He BOAU 10 KIMHUYHO 3HAYMMU
npomenu B EKT'.

B mpoyuBane BbpXy XeMOANHAMHYHHUTE €EKTH Ha €AHOKpaTHA nepopaiiHa no3a ot 100 mg
cungenadwi npu 14 nammentu ¢ texka MBC (>70% creHo3a Ha MOHE efHa KOpOHapHa apTepus),
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CpPEIHHUTE CTOMHOCTH Ha CUCTOJIHOTO U JUACTOJIHO HAJISATAaHE B OKOM ca ce MOHMKUIN ChOTBETHO C
7% u 6% cupsmo u3xomauTe. CpeTHOTO CUCTOIHO OEIOIPOOHO HANATAHE Ce € TIOHWKIIO ¢ 9%.
Cunpenaduin He € IpeAu3BUKal MPOMSHA B ChPJICUHUS ACOUT U HE € HapyIII KPhBOTOKA MPe3
CTECHEHUTE KOPOHAPHU apTEpPHUHU.

B HBOﬁHOCHﬁHO, HJ'IaI_Ie60—KOHTpOJ'II/IpaHO MNPpOYy4YBAHC, BKIIKOYBAIIO CTPEC-TCCT C HATOBApPBAHEC, €
HallpaBCHa OLICHKA Ha 144 ManueHTH C CPCKTUITHA ,Z[I/IC(I)YHKI_II/IH " XpOHHUYHA cTabuIHa CTCHOKapaus,
KOUTO IMpUeMaT pEAOBHO aHTUCTCHOKAPAHH! JICKAPCTBCHU IMPOAYKTHU (C HU3KIIYCHUEC Ha HI/ITpaTI/I).
Pe3y.]'ITaTI/IT6 Ca MoKasajiv, 4¢ HiAMa KIIMHUYHO 3HAYUMU Pa3JIMKU MCIKIY cmmeHa(an u rmaue60 BbBB
BPEMCTO N0 IOsABA Ha JIMMUTHPAIla CTCHOKapAUs.

Enun gac cnen npuem Ha 100 mg cunneHadui npu Manbk Opoil MAIMEHTH ca ce OSBUIN JIEKU U
NPEXOJHU IPOMEHH B CIIOCOOHOCTTA 3a pa3iniyaBaHe Ha IIBETOBETE (CHHBO/3EIEHO), U3CIeIBaHa C
MIOMOIITA Ha TecTa 3a pasrpannyaBane Ha 100 nBeToBU oTTeHbKa HAa Farnsworth-Munsell, kato 2 yaca
ClIe[] IpueMa Ha JIEKapCTBOTO €()EeKTHT € OT3ByYall HAITBJIHO. BEpOSTHUAT MEXaHU3bM Ha Ta3u
NPOMsIHA B IBETOBATa TUCKPUMHUHALIUS € CBBbp3aH ¢ nHxuOupanero Ha ®/IE6, kosTO yuacTBa BbB
(oToTpaHCcoyKLIMOHHATA Kackaaa Ha peruHara. CunaeHadul HIMa HUIKaKbB e(EeKT BbPXY 3pUTEIHATA
OCTPOTa WJIM YCEIAHETO 3a KOHTpacT. B Manko minane6o-KOHTPOIMpPaHO NpOy4BaHe MPH NALMEHTH C
JI0Ka3aHa paHHA Bb3PacTOBO-00yCIOBEHA AereHepanus Ha Makyiara (n=9) cunnenaduin (100 mg
€IHOKpaTHa J03a) HE € JOBeJ A0 3HAYUMH IPOMEHH B IPOBEACHUTE 3PUTEIIHU TECTOBE (3pUTETHA
0CTpOTa, pemeTka Ha Amsler, HBeTOBa TUCKPUMHUHALIMS HA CUMYJIUpaHa IbTHA CBETIMHHA
curHanusanus, nepumerpu Ha Humphrey u gotoctpec).

He e ycranoBeH eekT BbpXy MOJBMIKHOCTTA WM MOPQOIOTHATA HA CIIEPMATO30UANTE CIIE]
eAMHUYHA nepopaina go3a oT 100 mg cunaeHadun npu 3apaBu 100poBoH (BXK. TOUKa 4.6).

Jlonvanumenna ungopmayus 3a KIUHUYHU NPOYYEAHUS

B ximHnYHE ipoyuBaHus cuigeHadui e 0w mpuiioxkeH npu nosede oT 8000 marueHTH Ha BH3pacT
19-87 ronuun. bunu ca npeacraBeHu ClIeHUTE TPYIH NAUEHTH: NAUEHTH B CTapyecKa Bb3pacT
(19,9%), manmenTu ¢ xunepronus (30,9%), 3axapen auadet (20,3%), ncxeMmudyHa 60JIeCT Ha CHPIETO
(5,8%), xunepmunuaemus (19,8%), TpaBmu Ha rprOHauHUS MO3EK (0,6%), nenpecust (5,2%),
TpaHncyperpanHa pe3ekuus Ha mpoctarata (TYPII) (3,7%), panukanna npocrarekromus (3,3%).
Crnennute Tpyny He ca OMIM AOCTaThUHO NPEACTABCHU MM ca OMIIM M3KIIIOUEHHU OT KIMHUYHHUTE
MPOYYBaHUS: TAIIMEHTH C ONIepaIis B MAJIKHS Ta3, MAIIMEHTH CIIe ThUSTepaItus, MalueHTH C TEXKO
O0BOpevHO MK YepHOAPOOHO YBPEXKIAHE U MALMEHTH C HIKOHU ChbPACYHO-CHI0BH PoOIeMu (BXK.
Touka 4.3).

B npoyuBanusiTa ¢ GUKCHpaHH A03H, IPOLEHTHT Ha MAL[UEHTUTE, ChOOIIABAIIH, Ye JICUCHUETO €
noJoOpuIIo TAXHaTa epekuus, e oun 62% (25 mg), 74% (50 mg) u 82% (100 mg) cupsimo 25% npu
wiane0o0. B KOHTpoMpanu KIMHUYHY TPOYYBAHUS YECTOTAaTa HAa MPEKbCBAHE HA JIEUCHUETO ChC
cunaeHadu e Ouiia HACKa M MoJ00HA Ha Ta3u MpH u1ane6o. 3a BCHUKK NPOYyYBaHUs MPOLEHTHT Ha
NalKueHTHTe, ChoOIaBaIly 3a MoJ00peHue che cuigeHaduI, € Oua, KakTo cielBa: IICUXOreHHa
epexTwiHa quchyHKuus (84%), cmeceHa epekTuinHa auchyHkuus (77%), opraHudHa epeKTUIHA
nmuchyHkiys (68%), manueHTH B crapuecka Be3pact (67%), 3axapen auadet (59%), UbC (69%),
xunepronus (68%), TYPII (61%), pagukanaa npoctarekromus (43%), TpaBMa Ha TPHOHAYHUS MO3BK
(83%), nenpecus (75%). B nparocpounu npoyuyBanus 6€300acHOCTTa U e()eKTUBHOCTTA Ha
cuneHa U ca ce 3ama3uim.

HGZ[I/IaTDI/ILIHa nonmyjganusa

EBpomneiickaTta areHIus 1o jJekapcTBaTta 0cBO00KAaBa OT 3aAbJKCHUETO 32 MPEeIoCTaBsIHE Ha
pesynrarute ot npoyuBanusiTta ¢ VIAGRA BbB BCHUKH NOATPYIH HA MEAUATPUYHATA MOITyJIays 3a
JieYeHHE Ha ePEeKTUIIHA AUCHYHKIUS (BXK. ToUKa 4.2 32 nHPOPMAaLKSI OTHOCHO yHOTpeda B
neInaTpusITa).
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5.2 ®apMakoKMHETHYHH CBONCTBa

AOGcopbuus

Cunnenadun ce abcopOupa 6bp30. HabmogaBanuTe MaKCUMaIHH TUIA3MEHH KOHIIEHTPALIUH CE
pocturat B paMkute Ha 30 1o 120 munyTu (cpenHa ctoiHOCT 60 MUHYTH) ciell IepopajieH IpueM Ha
rinagno. CpenHara abcomoTHa nepopainHa 6noHanuaHocT € 41% (auamnason 25-63%). Cren
nepopaiie npueM Ha cungeHaduin, AUC u C,,,x HapacTBaT MPONOPLHUOHATHO HA 103aTa B
npenopbYaHuTe J030BU rpanuiu (25-100 mg).

Koraro cungenadui ce B3emMe 1Mo BpeMe Ha XpaHeHe, CKOPOCTTa Ha abcopOIus HamalsBa, KaTo
CPeIHOTO 320aBsSIHE Ha ty,,, € 60 MUHYTH, a cpeHOTO MoHImKeHNe Ha Cp,y € ¢ 29%.

PasnpenencHue

Cpenuust o0eM Ha pa3npezeieHre B CTallMoHapHO cheTosiHue (V) Ha cuineHaduia e 105 1, koeto
TOBOPH 3a pasnpezesieHue B Tbkanute. Cien eTHUHUYHA epopaiHa 1o3a ot 100 mg cpennara
MaKCHMaJIHa IIa3MeHa KOHIEeHTpalus Ha cuiaeHadui e npudamsurentno 440 ng/ml (CV 40%). Toit
KaTo cuiaeHaduI (1 HETOBUAT OCHOBEH LUPKynupam] N-1e3MeTHI MeTaOoJIUT) € CBBbP3aH C
1a3MeHuTe 6entbim B 96%, ToBa BOIU 10 CpeHa MaKCHUMaIHA KOHLEHTpauus Ha CBOOOJHATa
¢opma Ha cunneHaduin B mrazmata ot 18 ng/ml (38 nM). CBbp3BaHETO € NPOTEHHHUTE € HE3aBUCHMO
0T o0IIaTa JeKapCTBeHA KOHIEHTPALUSI.

[Ipu 3npaBu nobposom, nomyyasamm cuiaeHadpmt (100 mg B eqHOKpaTHA 103a), mox 0,0002%
(cpenno 188 ng) ot mpuioxkeHara f03a € Ouia yCTaHOBEHaA B esiKysaTa 90 MUHYTH Clie]] mpruema.

BI/IOTDaHCd)ODMaLII/Iﬂ

Cunnenadui ce MeTabomU3Upa IIaBHO OT H30CH3UMUTE Ha yepHOoApoOHNTE MuKpo3oMu CYP3A4
(ocHoBeH pT) 1 CYP2C9 (BTOpocTeneneH nbT). OCHOBHUAT UUPKYJIMPAI METAOOUT ce MoJTyyana B
pe3yntar Ha N-ge3metminnpaneTo Ha cunaeHadmi. To3u Metaboaut uma npoduia Ha
¢dochonuecrepasHa ceneKTUBHOCT, TOAOOEH HA TO3M Ha CHIIACHA(WUIL,  in Vitro MOIIHOCT CIIPSIMO
®JIES nmpubnusutentno 50% OT Ta3u Ha U3XOAHOTO aKTUBHO BemleCTBO. [ lTa3MeHnTe KOHIIEHTPpAIUN
Ha MeTaOonuta ca npubimsutenHo 40% ot Te3u Ha cunaeHadua. N-1e3MeTna MeTaboIUThT ce
MeTaboIM3upa JOMBIHUTEIHO U UMa KPacH MOIY>KUBOT OKOJIO 4 Jaca.

Enumunupane

ToTanuusT Tenecen KIMpbHC Ha cunaeHadu e 41 1/h ¢ momyxuBot B kpaiiHa aza 3—5 gaca. Cuen
NepOpaIHO WIIM BEHO3HO MPUIIOKEHUE CHIIeHA(UII ce eKCKpeTHpa o popMaTta Ha METabOJINTH
OpearMHO ¢ M3npakHeHusATa (mpudauzutento 80% ot mpuiiokeHaTa nepopaiHa 103a) U B TO-MajKa
cTerneH ¢ ypuHata (mpubnusutenso 13% ot npunokeHara nepopaiHa 103a).

q)aDMaKOKI/IHeTI/IKa OpH CIHCHUAJIHU I'pyny NanruCHTHU

Cmapuecka ev3pacm

3npaBu 10OPOBOIIIH B CTapyeCcKa B3pacT (Ha 65 MM oBeUe TOAWHN) ca UMAIH HaMaJIeH KIUPBHHC Ha
criieHa I, KOETO € TOBEIIO JI0 MIa3MEHH KOHIIEHTPAIllMU Ha CHIIeHA( W U Ha aKTHBHHS N-
JIE3METHIINPAH MEeTa0OIHT TTO0-BUCOKH ¢ 0K0JI0 90% B cpaBHEHHE C YCTAaHOBEHUTE MPH 3APABU T10-
mianu gooposoniy (18-45 romunn). [lopaau B3pacToBU pa3uKy B CBBP3BAHETO C IIA3MEHHUTE
MPOTENHH CHOTBETHOTO YBEIMUEHNE HAa KOHIICHTPAIIMATE Ha CBOOOICH CHI/IeHa T B TUIa3Marta €
om0 ¢ oxoio 40%.

bvbpeuna nedocmamvunocm
[Ipu 706poBOIIIH € EKO 10 yMEPEHO OBOPEUHO yBpexnaHe (KpeaTHHUHOB KiIupbHC = 30-80 ml/min)
(hapMakOKHMHETHKATa Ha CUIIeHA(WIT € OCTaHala HeMPOMEHEHa Clie/l IPUeM Ha €IUHUYHA IIepopaiHa
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no3a ot 50 mg. Cpennute croitHocTet HA AUC 1 Cypy Ha N-Ie3MeTHIINpaHus MeTaboInT ca
HapacHaJIM ChOTBETHO ¢ 10 126% u 10 73% B cpaBHEHHE ChC CHOTBETHH IO BB3PACT 10OPOBOILIHU O3
0b0peuno yBpexaane. [lopagu BUCOKHTE MHAMBUIYAIHN BapHalnu, o0ade, Te31 pa3IiKi He ca Onin
cTatucTrdecku 3HaunMu. [lpu 1oOpoBoIH ¢ TeXKO yBpexxaaHe Ha ObOpeunaTa QpyHKIHS
(xpeaTHUHOB KIHpBHC <30 ml/min) KIUPBHHCHT Ha cuAeHA(MI € OWIT HamMaJeH, KOETO € TOBEJIO 10
cpeano HapactBaHe HAa AUC u C,,,x cbC cboTBeTHO 100% 1 88% B cpaBHEHHE CHC CHOTBETHH I10
BB3pacT qoopoBoy 6e3 0b0peunHo yBpexaane. Ocsen ToBa croiiHocTuTe HAa AUC 1 Cy HA N-
JIEe3METWINPaHUs METabOJIUT ca HapacHaJIM 3HAaYUMO, chOTBETHO ¢ 200% 1 79%.

YeproOpobua Hedocmamv4HoCm

[Ipu noOpoBoIILH ¢ eKa A0 yMepeHa cTeneH Ha yepHoapoOHa upo3a (A u B mo Child-Pugh)
KIMPBHCHT Ha criieHadui e Onin HamaleH, KoeTo e goBeno Ao HapactBaHe Ha AUC (c 84%) u Ha
Ciax (€ 47%) B cpaBHEHHE ChC CHOTBETHH 10 Bb3pacT JOOPOBOIIIH O€3 UEPHOIPOOHO yBpEKIAHE.
dapMaKOKMHETHKATa Ha CHIIACHA(II IPH MALMEHTH C TEKKO HapylIeHa YepHOAPOOHa QYHKUUS HE €
npoy4eHa.

5.3 IIpeakJMHUYHU JAHHH 32 0€30IIACHOCT

Hexnuanaaure JaHHH HC IIOKa3BaT ocobeH PHUCK 3a XOpaTa Ha 0aza Ha KOHBCHIIMOHAJITHUTC
(I)apMaKOJ'IOFI/I"IHI/I HU3IIUTBAHHUA 3a 6G3OHaCHOCT, TOKCHUYHOCT IIPU MHOT'OKPATHO IMPUIIOKCHUC,
TCHOTOKCUYHOCT, KApPIHUHOTCHCH NOTCHIUAI U PCIPOAYKTUBHA TOKCUIHOCT U TOKCUYHOCT 3a
Pa3BUTUCTO.

6. DOAPMAIIEBTUYHUA JAHHHA
6.1 Choucbk Ha IOMOIIHUTE BelleCTBA

SAnpo Ha TabneTkara:
MHKPOKPHCTAJIHA IIeTyJI03a

KajuueB xuaporerdocdar (0e3BoneH)
KpOoCKapmMeso3a HaTpHi

MarHe3ueB cTeapar

DUIAMOBO MOKPUTHE:

XHUIIPOMEII03a

tutaHoB auokcun (E171)

JIAKTO32 MOHOXHIPAT

TpUALETHH

MHINTO-KapMHH anmyMuHueB jJak (E132)

6.2 HecbBMecTUMOCTH

He e npunoxumo.

6.3 Cpok Ha rogHOCT

5 ronuHU

6.4 Crnenuananm ycJoBHS Ha CbXpaHEHHe

Jla He ce cpxpansiBa Hajg 30°C.
[la ce cpxpaHsBa B OpUTMHAJIHATa ONAKOBKA, 32 /1a CE MPEANa3y OT BJara.
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6.5 JlanHu 3a omakoBKaTa

VIAGRA 25 mg duaMupany TaOIETKH
bmucrepu ot PVC/anymunnit, ceappxamu 2, 4, 8 win 12 TabneTku, B KAPTOHEHU OITaKOBKH.

VIAGRA 50 mg punMupanu TaOIETKH
brmucrepu ot PVC/anymunnii, ceappxamy 2, 4, 8, 12 wnu 24 TabneTku, B KAPTOHEHH OMAKOBKH HITH
BTOPUYHA TOIJIMHHO 3alieyaTaHa OMaKOBKa KapTa.

VIAGRA 100 mg ¢drviMupanu TaOIeTKH
bmucrepu ot PVC/anymunnit, ceappxanu 2, 4, 8, 12 wnu 24 TabneTku, B KAPTOHSHH OIIAKOBKH.

He Bcuuku BHIOBE ONAKOBKM MOTaT Ja ObJaT MyCHATH B IpoJaxoa.
6.6 Crnenuananu nmpeanas’Hu MepPKH NPH U3XBBbPJsHE U padoTa

Hsama CricoyaJiHi U3MCKBAHU .

7. NNPUTEXATEJI HA PASPEIIIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
VIAGRA 25 mg dhunMupanu TabieTKu

EU/1/98/077/002-004
EU/1/98/077/013

VIAGRA 50 mg dwimMupadu TabJIEeTKH
EU/1/98/077/006-008
EU/1/98/077/014
EU/1/98/077/016-019
EU/1/98/077/024

VIAGRA 100 mg dbwimMupadu TabIETKH
EU/1/98/077/010-012

EU/1/98/077/015

EU/1/98/077/025

9. JATA HA ITBPBO PASPEINABAHE/ITIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha bpBO paspemaBane: 14 centemBpu 1998 r.
Hata Ha nocneano noanossiBane: 14 centemBpu 2008 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nadopmanys 3a TO3U JEKApPCTBEH NPOAYKT € IpeocTaBeHa Ha yeOcaiita Ha EBponelickaTta
areHIus 1o JekapcTaara http://www.ema.europa.eu
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1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

VIAGRA 50 mg Tabnerku, Jucreprupay ce B ycrara

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska Tabnerka cpappika cuiaeHaduI IUTPaT, ekBuBajeHTeH Ha 50 mg cunaenadun (sildenafil).
3a IBbJIHMA CHMCHK HAa OMOITHUTE BEIIECTBA BIXKTE TOUKa 0. 1.

3. JJEKAPCTBEHA ®OPMA
TaOnerka, TUcTieprupaliy ce B ycrara.

Cunu Tabnetku cbe 3a001eHu ppOOBE, ¢ popMaTa Ha TUaMaHT, Mapkupanu ¢ “V50” oT egHaTa cTpaHa
u 0e3 MapKuUpOBKa OT IpyraTa CTpaHa.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3AHUS

VIAGRA e noka3zana 3a nIpuIoK€HHE PU Bb3PACTHU MBXKE C €PEKTHIHA AUCHYHKLIUS, KOSTO
NPEACTaBIIsIBa HECTIOCOOHOCT 3a MOCTUTaHE WIIH 3abp)KaHe Ha epeKIHs Ha IIEeHUCa, J0CTaThyHa 32
3aI0BOJIUTEINICH CEKCYaJeH aKT.

3a na 6pae epextrBHa VIAGRA, e HeoOXoauMa cexcyanHa CTUMYJIALHS.

4.2 /lo3UpOBKA M HAYMH HA NPHJIOKEHHE

gOBH[)OBKa

Ynompeba npu ev3pacmmnu

Viagra TpsiOBa 1a ce B3eMa IpH HY*/1a TPUOIU3UTEIHO €IHH Yac MPeIn CEKCyaTHHUs aKT.
[Ipenoppuutennara no3a ¢ 50 mg, B3eTH Ha Mpa3eH CTOMaXx, Thi KaTO €THOBPEMEHHHAT IIPUEM C
XpaHa 3a0aBs abcopOusTa 1 3a0aBs edekra Ha TabIeTKaTa, AUCHEPrupalia ce B ycrata (Bx.
TOoYKa 5.2).

B 3aBucuMocCT 0T edexTa 1 MOHOCMMOCTTA J103aTa MoXe Aa 0bae yBenudeHa 1o 100 mg.
MakcumanHnara npenopbunTenta qo3a € 100 mg. [Ipu nanueHnTy, Ipu KOUTO € HE0OXO0IUMO
noBuIIaBaHe Ha go3ata 10 100 mg, TpsOBa Aa ce MpUIIoKAT MOCICAOBATEIIHO IBE TAOJICTKH,
JUCTIEprHpaly ce B ycTaTa oT 1o 50 mg. MakcumanHaTa NpenopbYUTeNHa 4eCTOTa Ha IPUEMaHe €
BEAHBX AHEBHO. AKO € HeoOxoanMa J103a oT 25 mg, TpsiOBa Aa ce mpenopbya U3Moa3BaHe Ha
¢unMupanure TabneTku no 25 mg.

CHeLII/IaJ'IHI/I nonyJialnnun

Cmapuecka ev3pacm
Kopexkmun Ha f03ata He ca HEOOXOAMMH MPH TAIUSHTH B CTapyecka Bb3pacT (= 65roquHm).

Bvbpeuno yspescoane
[IpenopbkuTe 32 103MpaHe, AafcHU B “YHoTpeda npu Bb3PACTHU’, ca BAIUAHH MIPH NALMEHTH C JIEKO
JIo ymepeHo 0p0pedHo yBpexkaane (kpeatTuHuHOB KiupbHC = 30-80 ml/min).
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Tl KaTO MPH MAIMEHTH € TEKKO ObOPEUHO yBpexkAaHe (KpeaTHHUHOB KiupbHC <30 ml/min)
KIMPBHCHT Ha cuiieHadui e HaMmaieH, TpsiOBa 1a ce uMa MmpeaBua 103a oT 25 mg. B 3aBucumoct ot
edeKxTa 1 MOHOCUMOCTTA /103aTa MOXe Ja Obae yBennueHa nocreneHno 10 50 mg wnu 1o 100 mg,
CIIOpe HyKIUTE.

YepnoopobHo yepescoane

TBif KaToO MPU MANMEHTH C YEPHOAPOOHO yBpEkKAaHEe (HAIp. UPO3a) KIUPHHCHT HA CHIICHA(DUT €
HaMaJIeH, TpsIOBa J1a ce MMa IpeaBu/ 103a oT 25 mg. B 3aBucuMocT oT ehekTa U MOHOCUMOCTTA
Jo3aTa MOXe Ja ObJie yBenuueHa nocreneHso g0 50 mg wim 1o 100 mg, cnopen HyXauTe.

IHleduampuuna nonynayus
VIAGRA He e noka3aHa npu Juna nop 18-roauniHa Bb3pact.

Ynompeba npu nayuenmu, npuemawu Opyau 1eKapcmeeru npooyKmu

C u3KIIOUeHNE Ha PUTOHABHD, 32 KOWTO HE € MPENophUBa €AHOBPEMEHHA yHOTpeda Che CHIIACHADIIT
(BX. Touka 4.4), pu NalMEHTH, TOIy4aBaln eqHoBpeMeHHo Jeuenue ¢ CYP3 A4 unxuburtopu (BX.
Touka 4.5), Tpa0Ba a ce UMa NpeABH] HaYalHa 03a OT 25 mg.

[NanuenTute, mpoBexIaIIy JieueHue ¢ anda-0okepH, TpaodBa fa ObIaT cTaOMIN3UPAHU 110
OTHOIIICHNE Ha TepanuaTa ¢ anda-0IoKkepu Npean 3a0YBaHe Ha JIeUeHNE ChC cruiieHadu, 3a aa ce
HaMaJi Bb3MOKHOCTTA 32 pa3BUTHE Ha OPTOCTaTU4HA XUIOTOHUs. OCBEH TOBa TPsOBa Aa ce 0OMUCIN
3aroyBaHe Ha JICYEHUETO ChC CHIeHaduI ¢ 103a oT 25 mg (BX. Touku 4.4 u 4.5).

Hauun na OPHUIIOKCHUC

3a nepopainHa ynotpeoa.

Tabnerkara, Aucneprupaiia ce B ycTara, TpsiOBa a ce IOCTaBU B ycTaTa BbPXY €3MKa U 1a Oble
OCTaBEHa JIa ce pasmajHe, PeIy Ja ce NOr'bJIHe Che WK 0e3 Boga. T4 TpsOBa na ce mpueme
He3a0aBHO ClIe/l M3BaXKAaHeTo i oT OiucTepa. [larueHTnTe, KOUTO C€ HYXKIAsT OT BTOpa
JCTIeprupalia ce B ycrara Tadserka ot 50 mg, 3a ga nocturaar gos3ara ot 100 mg, TpsioBa ja B3emar
BTOpaTa TabJIeTKa ClIe/l KaTo IIbpBaTa Bede Ce € pas3la Haia HaIlbIIHO.

AbcopOrusra ce 3a0aBsg 3HAUYMTEIIHO, KOTAaTO JTUCIICPTUPAIIUTE CE B yCTaTa TAOJIETKU ce IpHeMar C
XpaHa C BUCOKO ChIIbpKaHHe Ha Ma3HUHH, B CPaBHEHHE C IIPUEMa UM Ha IJI1aJHo (BX. TOUKa 5.2).
IIpenoppuBa ce qucneprupauTe ce B ycraTa TabJIeTKH Ja ce IpreMar Ha Ipa3eH CTOMax.
Tabnerkute, nucnieprupany ce B ycraTa, MOraT Ja ce IprueMar cb¢ Miu 6e3 Boja.

4.3 IIporuBomokaszaHus

CBpPBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIECTBO MIIM KbM HAKOE OT IOMOIIHHUTE BEIIECTBA,
n30poeHH B Touka 6.1.

B croTBeTCTBHE C HETOBHUTE U3BECTHH €(DEKTH BHPXY ITHTS a30T€H OKHC/IIUKINYCH TYaHO3UH
MoHo(pochar (cGMP) (Bx. Touka 5.1) cunueHadui e moka3an MOTEHIMPAaHe Ha XUTTOTCH3UBHATE
e(heKTH Ha HUTPATHUTE U CIEIOBATEIIHO STHOBPEMEHHOTO MY MPUIIOKEHUE C IOHOPH HA a30TE€H OKHC
(KaTo aMWJI HUTPAT) WM HUTPATH O] BCAKAaKBa opMa € IPOTHUBOIIOKA3aHO.

EnnoBpemennoro npunarane Ha @JIES uHXuOUTOpH, BKIIOUUTEIHO CUIIEHA(HII, C TyaHUIAT-
[UKJIa3HU CTUMYJIATOPH, KATO PUOLIUTYAT, € IPOTUBOMOKA3aHO, Thil KATO TOBAa MOKE J1a MPHUNHU
CHUMIITOMaTHYHA XUIIOTOHHMSA (BXK. TOUKa 4.5).

Cpe,Z[CTBaTa 3a JICUCHHUC Ha CPCKTUIIHATA I[I/IC(I)YHKL[I/IFI, BKJIIOYUTCIIHO CI/IJ'I)_IeHa(bI/IJ'I, HC TpH6Ba Ja
6’L,Z[aT npujaaraHyv Npru MbXKC, Ha KOUTO HE CC IMPCIIOPBYIBA CCKCYaJIHA aKTUBHOCT (HaHpI/IMep,
MalMeHTH C TCKKU ChbPACUHO-CHbAOBH HAPYIICHUSA KATO HecTaOMITHA CTCHOKapAuAd NI TCIKKa
ChpACUHa He,Z[OCTaT'LLIHOCT).
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VIAGRA e npoTrBOKa3aHa Mpy NalMeHTH, KOUTO UMAT 3aryda Ha 3peHHETO IPH €JHOTO OKO IMOpaan
HeapTepuHTHA IpegHa ucxemuyHa ontuuna HeBponarus (HAMOH), HezaBucuMo nanu Te3u enuzonn
ca OMJIM CBBp3aHU WM HE C npeaxoaHa ekcrosunus Ha @JIES naxubutop (Bk. Touka 4.4).

BbezonacHoctTa Ha cuineHaduiI HE € MPOYyYeHa PH CICTHUTE MOATPYNH HalUEHTH U CIeJ0BaTEIHO
ynoTpebata My € IPOTUBOIIOKa3aHa: TEKKO YepHOAPOOHO YBpPEKIaHE, XUIOTOHMS (KPhBHO HAJITaHEe
<90/50 mmHg), anaMHe3a 3a CKOpPOILIEH HHCYJIT UM MUOKapAeH HH(PAPKT U U3BECTHH HACIIEICTBEHU
JereHepaTiBHY 3a00JsIBaHHS HA PETUHATA KaTO retinitis pigmentosa (Majka 4yacT OT Te3H NallMEHTH
MUMaT TeHeTUYHH aHOMAaJNH, 3acsramy ¢ochoauecTepasuTe Ha peTHHATA).

4.4 CroenuanaHu npeaynpeskaeHHs M Npeana3Hu MepKH NPH ynoTpeda
[Ipenun na 6b1e Ha3HAUYEHO (HAPMAKOJIIOTHYHO JICYCHHE € HE0OXOJUMO CHEMaHe Ha MEAULIMHCKA
aHaMHe3a ¥ (PU3MKaJIeH CTaTyC 3a IMarHOCTHUIMPAHE Ha epeKTIIIHATA AUCHYHKLUS U ONIPeNesIsIHE Ha

BB3MOXHUTEC NOAJICKAIIA TPUYUHU.

CT»D,Z[GLIHOC’L,Z[OBI/I PHUCKOBHU d)aKTODI/I

[Ipenu 3amouBaHe Ha KaKBOTO U J1a € JICUYCHHE 3a €PeKTHIIHA AUCHYHKINS JIeKapuTe TpsiOBa aa
MPELEHAT ChbPACYHO-CHIOBHS CTaTyC HA MAIUEHTUTE CH, ThI KaTO CHIIECTBYBA CTEIIEH HA ChPJACUYEH
PHCK, CBBP3aH ChC CeKCyaliHaTa akTUBHOCT. CuigeHad i1 IMa ChIOPa3IIUpSBaIN CBOUCTBA, BOJCIU
JI0 JIEKO U IPEXO/AHO MOHMWKEHUE Ha KPBBHOTO Haysirane (Bx. Touka 5.1). [Ipeau npeanuceanero Ha
cungeHau iekapurte TpsiOBa BHUMATETHO A2 NPELCHAT Ay TEXHUTE MallUeHTH C ONIPEIeIICHH
CBITBTCTBAIIN 3a00JIIBaHUsI OMXa MOTJIH Ja Ce MOBIUSAT HEOIAronpuaATHO OT T€3H Ba30IMIIATATUBHU
edexT, 0cOOCHO B KOMOMHAIHMA ChC CEKCyallHa aKTUBHOCT. [laniieHTH ¢ moBUIlIeHa YyBCTBUTEIHOCT
KBM Ba30MJIATaTOPH ca Te3U ¢ OOCTPYKIHMS Ha JEBOKAMEPHHSI U3XOJCH TPaKT (HalpUMep aopTHa
CTCHO3a, XUIIepTpopruHa OOCTPYKTHBHA KapJHOMHONATHS) U TE3H C PEAKHUI CHHIPOM Ha
MHOXECTBEHA CUCTEMHA aTpo(us, MaHU(ECTUPALL CE C TEKKO HapyIIeH aBTOHOMEH KOHTPOJI Ha
KPBBHOTO HaJISTaHE.

VIAGRA norteHuunpa XunoTeH3UBHUSA €EKT Ha HUTpATUTE (BXK. TOUKa 4.3).

Hma nocTMapKeTHHIOBH CHOOLICHNUS 32 CEPHO3HH ChPACYHO-ChA0BH HHIMICHTH, KATO MUOKapAEH
MH(APKT, HeCTaOMIHA CTeHOKAp/Ksl, BHE3aIIHA ChPIeYHA CMBPT, KAMEPHH apUTMHHU, XeMOParnyeH
MHCYJIT, IPEXOHO HAapyIICHHE HAa MO3bYHOTO KPbBOOOpAIlleHHE, XUTIEPTOHHSI U XUTIOTOHUS,
chBHaaany mmo Bpeme ¢ ynorpebara Ha VIAGRA. [loBeuero, HO He BCHYKH, OT T€3U MAIMEHTH Cca
MMaJ MPEeIIIEeCTBALN ChbpACYHO-ChA0BH PUCKOBHU (akTopu. [loBeueTo HHIMACHTH, 332 KOUTO Ce
cboOIIaBa, Ca HACTBIIMIIM 10 BpEME Ha WM CKOPO CJIE CEKCYyalHa aKTUBHOCT, a HIKOH ca
BB3HUKHAIH cKopo cien npuema Ha VIAGRA 6e3 cexcyanna aktuBHOCT. He € Bp3MOKHO a2 Obae
OTIpEICJICHO AaJIH Te3W MHIHUJICHTU Ca CBBP3aHH MPSKO C TOPHUTE WM APYTH (hakTopH.

IIpuanuszsem

Cpencrara 3a JIeUeHHE Ha epeKTUIIHATA TUC(PYHKINS, BKIFOYUTETHO CHIIIeHA(II, TPsOBa 1a ObaaT
W3II0JI3BaHM BHUMATEITHO MPH MMAIMEHTH ¢ aHATOMUYHA JeopMalus Ha TIeHnca (KaTo aHTyJIalus,
KaBepHO3Ha (pudOpo3a mim Oonect Ha Peyronie) Wiy Mpu MaueHTH ChC ChCTOSIHAS, KOUTO MOXKE J1a
npepa3noaraT KbM MpUanu3bM (KaTo ChPIOBUIHO-KIEThYHA aHEMUS], MyJITUILICH MUEIIOM WIIH
JIEBKEMHUST ).

Nma cpoOImeHust 3a IpoIbIKUTENHA SPEKIHS U IIPUANTU3BM MIPH MTPUEM Ha CHIICHAQWIT B
MOCTMapKETHHTOBHS 1epro. B cimyuail Ha epexius, KosATo MpoabiikKaBa 1oBede ot 4 yaca,
NaIMEHTHT TPsOBa He3a0aBHO Jia MOTHPCH MEIUITMHCKA TTOMOI. AKO MPUANM3MbT HE Ce JIeKyBa
He3abaBHO, OM MOTJIO /1a ce CTHTHE JI0 YBPEXKIaHe Ha THKaHUTE Ha MEHUCA U MOCTOsIHHA 3ary0a Ha
IIOTEHTHOCT.
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EnnoBpemenno npwioxenue ¢ apyra @JIES nHXuOUTOpH WK IPYIH JISUEHUs Ha EPEKTIIIHA
UCHYHKIUA

BbezonacHoctTa 1 eukacHocTTa Ha KOMOMHAnMuTe Ha cunaeHadun ¢ apyra ®AES naxuburtopu,
IOpyry nedeHus Ha Oenoapodna aprepuanna xunepronus (bAX), ceappskaiuy cuineHapun
(REVATIO), nnu npyru jedeHus Ha epeKTHiIHa qucyHKus He ca npoydyenu. Ilopaau ToBa
NpUIaraHeTo Ha TaKMBa KOMOWHAIMK HE Ce MPernopbyBa.

E(beKTI/I BBPXY 3pCHUCTO

Wma crionTaHHM CHOOIIEHUS 3a CIIy4au Ha 3pUTEJIHU YBPEKIAaHHUS BbB Bpb3Ka C IPUEM Ha
cungenadwun u apyru ®AES naxuburopu (Bx. Touka 4.8). 3a ciiyyan Ha HeapTEPUUTHA IPEAHA
MCXEMHYHA ONITUYHA HEBPOMATHS, PAAKO ChbCTOSHUE, IMa CIIOHTAHHHU CHOOILECHHS U ChOOILECHHS B
00cepBalIOHHO MPOYyYBaHe BHB Bpb3Ka C pueM Ha cuinaeHadun u apyra OES uaxubutopu (BXx.
touka 4.8). [lanmenTure Tpsi6Ba na 6bAAT NOCHBETBAHM, Y€ B CIydail Ha KAKBOTO U J1a € BHE3AITHO
3pUTETHO YBpeXaaHe, TpsaOBa fa cupaT npuema Ha VIAGRA u He3a0aBHO /1a ce KOHCYJITHPAT C JIeKap
(Bk. Touka 4.3).

EHHOBDCMGHH& VHOTD€6a C pUTOHABHP

EnHOBpeMEHHOTO NMPHUIIOKEHNE Ha CHIACHA(II 1 PUTOHABUD HE Ce MpenopbuBa (BX. Touka 4.5).

EnnoBpeMmenna ynorpe0da ¢ anda-0iokepu

[IpenoppuBa ce BHUMaHWE, KOTATO CHIIIEHA(HII Ce TpUIara Ha AIleHTH, KOUTO pueMar aida-
OJIoKepH, THhi KaTO €THOBPEMEHHOTO MPHIIOKEHUE MOXKE J1a JIOBEE 0 CHMITOMATUYHA XUITOTOHUS
MIPU MAJIIKOTO YyBCTBUTEITHH WHAMBUIH (BK. ToUKa 4.5). ToBa e Hali-BEpOSATHO Ja Ce TPOSIBH MPe3
mbpBUTE 4 Yaca cien npruemMa Ha cuineHadwn. [lamuentrure TpsaOBa na ObaT XeMOUHAMHYHO
CTaOWJTHY 10 OTHOIICHHE Ha TepanusTa ¢ anda-0JIokepr mpeau 3aroYBaHe Ha JIeYeHUE ChC
cuiieHaduII, 3a 1a ce€ HaMall Bb3MOXXHOCTTA 32 Pa3BUTHE HAa OPTOCTATUYHA XUIIOTOHUA. TpsiOoBa na
ce MMa MpeIBU/] 3aTI0YBaHE HA JICUSHUETO ChC CHIieHadII ¢ 103a oT 25 mg (Bxk. Touka 4.2). B
JIOITBTHEHUE, JIEKapuTe TPsiOBa Ja MOCHBETBAT NAIMEHTUTE KAaKBO J1a IPABST B CIIyYaid Ha 1OsSBa Ha
CHUMIITOMH Ha OPTOCTATUYHA XUIIOTOHUS.

EdexT BbpXY KbpPBEHETO

[IpoyuBanus BbpXY YOBELIKH TPOMOOLXTH [TOKa3BaT, 4e CHACHA(QUI IOTEHIpa in Vitro
aHTHArperaHTHUTE CBOWCTBA HA HaTpUEBUs HUTpornpycu. Jiuncea nadopmanus 3a 6e3onacHara
ynoTpeba Ha cuiiieHad W TP MALUEHTH ¢ HApYLICHUS Ha KPbBOCHCUPBAHETO MM AKTUBHA NMENITUYHA
si3Ba. CnenoBartenHo, cuiaaeHadul TpsoBa Aa Oble npujlarad Py TaKUBa NAIMEHTH CaMo Clie]
BHUMATEIIHA OLIEHKA MOJI3a-PUCK.

Kenu

VIAGRA He e noka3aHa 3a ynorpe0a MnpH eHH.

4.5 BsammopeiicTBHe C APYIM JIEKAPCTBEHH MPOAYKTH M APYrd (popMH Ha B3auMoOJeHCTBHE

EdexTu Ha 1pyru JiekapcTBEHU NPOAYKTH BEPXY CUIAEHA(DUII

Ilpoyusanus in vitro

MeTabonmu3MbT Ha cuiieHa(UII 110 TIPUHITUI C€ OCHIIECTBABA C TIOMOIINTA Ha U30eH3UMHU 3A4
(ocuoBeH rpT) 1 2C9 (BTOpOCcTeneHeH mbT) Ha mutoxpoM P450 (CYP). [lopanu ToBa mHXHOUTOpHTE
Ha Te3W M30€H3MMH MOTar Jia HaMaJsT, a HHIyKTOPUTE UM — Ja IOBUIIAT KIUPBhHCA Ha CHIIICHA(ILIL.
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Ilpoyusanus in vivo

[omynanuoHHUAT papMaKOKWHETHYICH aHaJIU3 HA JaHHUTE OT KIMHUYHU IPOYYBaHUS MTOKa3Ba
HaMaJIeHHe Ha KJIMPBHCA HA CUJIICHA(HII IPH €AHOBPEMEHHO MIPUIIOKECHUE C MHXUOUTOPH Ha
CYP3A4 (xaTo KeTOKOHA30J]1, epUTPOMULIMH, IUMETHIMH). Bbrpeku ye He e 6uio Habo aBaHo
NOBHIIIABaHE HA YECTOTATa HAa HEXKEIAHUTE PEaKLUH IIPH Te3H MALMEHTH, KOTaTo CHiAeHa(HI ce
npuiara egHoBpeMeHHO ¢ nHxuOuTopu Ha CYP3A4, Tpsa6Ba na ce MMa npeaBHU HadalHa 1033 OT
25 mg.

Ennospemennust npuem Ha HIV-nipoTeasnust ”HXUOUTOpP pUTOHABHP, KOWTO € MHOTO MOIIEH
uaxubutop Ha P450 (500 mg nBykpaTHO 1HEBHO), U cuniaeHadun (100 mg eqHoKpaTHa 7103a) € ZOBEI
1o HapactBaHe ¢ 300% (4-kpaTHo) Ha Cy,,x Ha cungenadwi u ¢ 1 000% (11-kpatHo) Ha TUIa3MeHaTa
AUC na cungena¢wmi. Ha 24-us yac mia3sMeHuTe HUBa Ha criieHadui Bce omie ca OHiin OKOJIO

200 ng/mLB cpaBHeHue ¢ HMBaTa OT 5 ng/ml mpu camocTosTeNeH npueM Ha cungenadui. Tosa
CHOTBETCTBA HA M3pa3eHUTE €(PEKTH Ha PUTOHABUD BBPXY IIHUPOK KPBI cyOcTpatu Ha P450.
Cunnenaduin He € oKa3all BIUSHUE BbPXY (papMakOKHHETHKATa Ha pUTOHABUP. Bb3 ocHOBa Ha Te3n
(hapMaKOKMHETHYHH PE3yITaTH €JHOBPEMEHHOTO NPUIIOKEHHE Ha CHIIZICHA(WI U PUTOHABUD HE Ce
npenopbyBa (Bxk. Touka 4.4) U IpH HUKAKBU OOCTOSITEICTBA MAKCHUMAJIHATA 7032 Ha CHIIACHAQMIT He
TpsiOBa J1a HAOXBBPIA 25 mg B paMKuTe Ha 48 vaca.

EnnoBpemennust npuem Ha HIV-mipoTeasnnst HHXUOUTOpP CaKBUHABUP, KOMTO € HHXHUOUTOP Ha
CYP3A4, cnen nocturane Ha paBHOBecHM KoHUeHTpauuu (1200 mg Tpu mbTH JHEBHO) U CUIAeHA(UIT
(100 mg ennoxpaTtHa 103a) € goBen Ao HapacTBaHe ¢ 140% na C,, Ha cunneHadun u ¢ 210% Ha
AUC na cungenapwi. Cunaenapui He € OKasai BIHSHUE BbPXY (DapMaKOKMHETHKATa HA CAKBUHABUD
(Bx. Touka 4.2). [Ipennonara ce, ue mo-moutau nHxuouTOopH HAa CYP3 A4 KaTO KETOKOHA30] U
UTPAKOHA30JI OMXa UM OILE MO-CUIICH e(EeKT.

[Ipu exHOBpEeMEHHO MPUIIOKEHUE HA cuiieHa(ui B eqHOKpaTHa 1o3a oT 100 mg u ymepenus

CYP3 A4 unxubutop epuUTPOMULIMH ClIeA JOCTHIaHE Ha paBHOBECHHU KoHIeHTpauuH (500 mg
JBYKpPaTHO JHEBHO 3a 5 nHM) € 0o HaOmonaBaHo yBenndeHue ¢ 182% Ha cucreMHaTa eKCIo3uIHs
(AUC) na cunnenadun. Ipu 3apaBu MBbxke 10OpoBONIIN He € Ot HabmogaBaH epeKT Ha
asurpomutH (500 mg qaesHo 3a 3 aan) BBpXY AUC, Cax, tmax, CTUIMHHAIIMOHAATA KOHCTAHTA HITH
NOJYKMBOTA Ha CHIIAeHAa(UII WM HETOBUTE OCHOBHM METAa0OINUTH B LUpKynanusta. umernaun
(800 mg), xo#To e nuroxpom P450 unxuburop u Hecnenuduuen CYP3 A4 unxudburop, e
npeau3BUKall HapacTBaHe ¢ 56% Ha masMeHaTa KOHIIGHTPaus Ha crilieHa(ui Ipyu eAHOBPEMEHHO
npuiIokeHue cbe cungeradun (50 mg) npu 3apaBu 100POBOJIIIH.

CoxsT oT rpeindpyt e cinad naxudburop Ha CYP3A4-Menunpanus MeTabOIU3bM B UpeBHATA CTCHA U
MOJKe Jia TOBEJIe 10 YMEPEHO HapacTBaHEe Ha IJIA3MEHUTE HUBA Ha CHUIACHA(HII.

EnnokpaTHu 1031 aHTHAIM (MarHe3ueB XUIPOKCH I/ ATYMUHIEB XUAPOKCHUT) HE Ca TIOBIUSIIH
OMOHAIMYHOCTTA HA CUIIJIEHA(WIL.

Brnpeku de He ca mpoBexXJaHU celUpUYHH IPOYUYBAHUS 32 JIEKAPCTBECHH B3aUMOJICHCTBUS C BCUUKU
JIEKapCTBEHU MPOIYKTH, MOMYJIAHOHHUAT (PapMaKOKHMHETHYECH aHAJIN3 HE € MOKa3all eeKT BbPXY
(hapMakOKHMHETHKATa Ha CUieHa(I IPU €AHOBPEMEHHO MPUIIOKEHHE HA JICKAapCTBa,
NpUHaUIekKaly KbM rpynara Ha naxuoutopure Ha CYP2C9 (karo TonOyramua, BapdapuH,
¢enuroun), naxudbutopure Ha CYP2D6 (kaTo ceneKTUBHUTE HHXMOUTOPH Ha OOpaTHUS 3aXBaT Ha
CEpOTOHMHA, TPULUKINYHUATE aHTHACTIPECAHTH ), TUA3UANTE U CPOJIHH JUYPETHIH, OPUMKOBUTE U
KaJMH-CIIECTABALINTE TUYPETULN, MHXUOUTOPHUTE HA AaHTHOTCH3UH-KOHBEPTUPAILHUS CH3UM,
KaJIMEBUTE aHTarOHUCTH, OeTa-aJpeHOPELENTOPHUTE aHTarOHUCTH Wil uHaykTopure Ha CYP450-
MEIUUpPaHHUs METa0oIN3bM (KaTto pudaMnunuH, 0apoutypaTtn). B mpoyusane npu 3apasu
JOOPOBOJIIHU OT MBXKKH I10J1 €THOBPEMEHHOTO IPUIIOKEHHE Ha €HAOTEINH-PELENTOPEH aHTarOHUCT —
oocenTan (maaykrop Ha CYP3A4 [ymepen], CYP2C9 u BepostHo Ha CYP2C19), B cTanmonapao
cberostiHue (125 mg 1Ba MbTH JHEBHO) ChC CHIACHA(HI B CTAlIMOHAPHO cheTosiHUE (80 mg Tpu IbTH
JTHEBHO) € JTIOBEJIO 10 ChOTBETHO 62,6% 1 55,4% namanenue Ha AUC u C,,, Ha cungenadmi. [To Tazu
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NpUYKMHA €JHOBPEMEHHOTO npuiiokenue Ha MoutHu CYP3 A4 unaykTopu, KaTo pudaMIiuiyH, ce
OYaKBa J1a I0BeJIe 10 0-3HAYMMH HaMaJIeHHs Ha TUIa3MEHUTE KOHLEHTPAaUU Ha CHIACHA(III.

HI/IKOpaH,Z[I/IJ'I € XI/I6pI/I,Z[ MCKAY aKTUBATOP HA KAJIMCBUTC KaHAJIX U HUTPAT. HOpa)_II/I HUTpAaTHaTa CU
KOMIIOHCHTA ChIICCTBYBA Bb3MOKHOCT Ja JOBCAC N0 CCPHUO3HO B3aHMO,Z[€fICTBHC ChC CI/IJIILeHa(bI/IJ'I.

Edextu Ha ciineHad il BEPXY APYIH JIEKAPCTBEHU IPOAYKTH

Ilpoyusanus in vitro

Cunpenadun e cnabd naxuouTop Ha ruroxpom P450 msoensnmu 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4
(ICso> 150 uM). Kato ce uma npeaBuz, 4ye MUKOBaTa IUla3MeHa KOHIIEHTPALHS CIIe]] IPUEM Ha
cuiieHad U B IPETIOPBYATEITHATE J03U € Ipruonu3uTenHo 1 uM, He 6u moro na ce ogakBa VIAGRA
Jla TIOBJIHsIe KIIMPBHCA Ha CyOCTPaTUTE HA TE3U U30CH3UMHL.

Jluncear JaHHH 3a B3aHMO,I[eﬁCTBHeTO MCXKAY CI/IJ'I,E[GHa(i)I/IJ'I nu HGCHCLII/I(I)I/I‘IHI/ITG (boc@ozmecmpamn
I/IHXI/I6I/ITOpI/I KaTo Teoq)HHHH HJIN AMIAPpUAaMOJI.

Ilpoyusanus in vivo

B cpoTBeTCTBHE € TO3HATHTE CU ACHCTBHA BBPXY BT a30TeH okcua/ul M® (Bx. Touka 5.1)
cunaeHad 1 oKasza NOTeHIMPaHe HAa XUIOTEeH3UBHUTE e()eKTH HAa HUTPATUTE U CIEIOBATEIHO,
€HOBPEMEHHOTO My MPHJIOKEHUE C JOHOPU Ha a30T€H OKCHJI MJIM HUTPATH MO/ KaKBaTO U J1a €
(hopMma e mpoTrBoIIOKa3aHoO (BK. Touka 4.3).

Puounuryar: [IpeaxnuHIYHN MpOyYBaHMS OKA3BAT AOMBIHUTENCH e(EKT Ha TOHIKaBaHe Ha
CHCTEMHOTO KpbBHO Haysirane, koraro ®JIES naxubutopu ce KoMOMHHUpAT ¢ puonuryar. B kimaunuHu
NPOYYBaHUS € JOKa3aHO, Y€ pUOLUTyaT NOTeHIupa XxunorensuBaute edextu Ha GJAES
uaxubuTopure. Hama nanau 3a O1aronpusTeH KIMHAYCH eeKT Ha KOMOMHAIMATA B IPOyYBaHAaTa
nomnynanus. EqnoBpemennata ynotpeda na puonuryat ¢ ®AES nHxubuTopH, BKIIOUUTETHO
cunaeHadu, € MpOTUBOIOKa3aHa (BX. Touka 4.3).

EnHoBpeMEeHHOTO NMpHUJIOKEHNE HA CHIIAeHA(pI Ha TAalMEeHTH, KOUTO Ipuemar anga-0okepu, MoOxe
Jla T0BEe/E A0 CUMITOMAaTHYHA XUIIOTOHMSI TPH MAJIKOTO YyBCTBUTEIHU HMHAUBUAN. ToBa e Haii-
BEPOSITHO J1a ce MPOSIBU Mpe3 IbpBUTE 4 yaca cieq nprueMa Ha cuinaeHadu (Bx. Touku 4.2 u 4.4). B
Tpu cieuuUYHH IPOYUBAHHUS 32 JICKAPCTBEHHU B3aUMOACHUCTBHS anda-O10KkepbT N0Kca303uH (4 mg u
8 mg) u cunnenaduia (25 mg, 50 mg nim 100 mg) ca Ouny MpPUIOKEHN €THOBPEMEHHO HA MALUEHTH C
noOpokauecTBeHa xuneprasus Ha npocrata (JIXII), crabunusupanu Ha Tepanus ¢ J0Kca3o3uH. B
TE€3W M3MUTBAHM MOIyJIAMU € HAOJII01aBaHO CPEAHO JOMBIHUTEIHO HaMalleHHe Ha KPbBHOTO
HaJITaHE B JIETHAJIO MOJIoJKeHUe choTBeTHO 7/7 mmHg, 9/5 mmHg u 8/4 mmHg, u cpenHo
JOIIBJIHUTEIHO HaMaJleHHE Ha KPBbBHOTO HaJsITaHE B U3MPAaBEHO MOJI0KEHUE ChOTBETHO 6/6 mmHg,
11/4 mmHg u 4/5 mmHg. Koraro cungenadun n 1okca3o3uH ca OWiIM NPUII0KEHH SAHOBPEMEHHO
NpY TTALMEHTH, CTAaOWIN3UPaHU Ha Tepamus ¢ JOKCAa3031H, ca MOJYyYeHH PEAKH ChOOILICHHS 32
NalKUeHTH, KOUTO ca MOJYYHIIM CUMITOMAaTHYHA OPTOCTATUYHA XUIOTOHUS. Te3U ChOOIeHHS
BKJIFOUBAT BHEHE HA CBAT U 3aMasHOCT, HO HE U CUHKOII.

[Ipu exnoBpemenHoTO mpuiarane Ha cungeHadun (50 mg) u rondyramuz (250 mg) wnu Bapdapun
(40 mg), xourto ce merabommupat ot CYP2C9, He e 3a0ens3aHo CUTHU(UKAHTHO B3aMOJICHCTBHE.

Cunnenaduin (50 mg) He € MOTEHIUPaIl JOIBIHUTENHO YBDKABAHETO HA BPEMETO Ha KbpPBEHE,
NpeAU3BUKAHO OT aleTHicaauuuiIoBaTa kucenuda (150 mg).

Cunnenaduin (50 mg) He € MOTeHIMpPall IOMBJIHUTEIHO XUIIOTCH3UBHUTE €()EKTH Ha aJIKOXoJa MpH
3/IpaBU AOOPOBOJIIH ChC CPEIHH MAKCUMAaIHU KOHLIEHTPAIMK Ha ankoxoJ B KpbBTa 80 mg/dl.

Karo 1smo aHTUXUIEPTEeH3MBHUTE JIEKapCTBA, IPHHAAICKAIIN KbM CIETHUTE KJIACOBE: IUYPETHLH,
6era-6nokepu, ACE nnxuburopu, anrnoreH3uH 1l aHTaroHUCTH, aHTUXUIIEPTEH3UBHU CPEACTBA
(BazogumaTaToOpH U LIEHTPAIHO JeCTBAIIN), AAPCHEPTUYHHU OJOKEpH, KAIUEBH aHTarOHUCTHU U anda-
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aJIpeHOPELIEITOPHH OJIOKEpH, HE ca TIOKa3aly pa3iudeH Npouil Ha HeXKETaH! JIEKaPCTBEHH PEaKkLuU
IpY TTALMEHTH, TTOy4YaBaly cuigeHadun copsmo ianedo. B cnenuduyHo npoyusane 3a
JIEKapCTBEHO B3aMMOJIEHCTBHE, TPU KOETO HA XUIIEPTOHULH € O npuitokeH cungeradun (100 mg)
€IHOBPEMEHHO C aMJIOJHIMH, € HACTBIIMIO JOMBIHUTEIIHO TOHIKEHHE Ha CUCTOJIHOTO KPBBHO
HaJIsiraHe B JierHaso nojoxenue ¢ § mmHg. ChOTBETHOTO AOIMBIHUTEHO HOHMKEHHE Ha
JUACTOJHOTO KPBBHO HAJISITaHE B JIETHAIO MoJjioxeHue € ouno 7 mmHg. Te3u nombaHuTeHA
MOHM)KEHUSI HAa KPBBHOTO HAJSITaHE ca OWMJIM OT CXOJIHA BEJIMYMHA C T€3U, HAOII0AaBaHU MIPH 31paBU
J00pOBOIIIH, TTOTyYaBaIly caMo cuiaeHadu (BxX. Touka 5.1).

Cunnenadun (100 mg) He e moBnMsT PapMaKOKMHETHKATa B CTALMOHAPHO cheTosHue Ha HIV-
NPOTEa3HUTE UHXUOUTOPH CaKBUHABHD U PUTOHABHP, KOUTO ca cyocTpatu Ha CYP3A4.

[Ipu 31paBu TOOPOBOMIM OT MBXKKH TIOJ CHIICHA(MIT B CTAITMOHAPHO CheTosiHKE (80 mg TpH IbTH
JTHEBHO) ¢ oBe 1o nopuiieHue ¢ 49,8% na AUC Ha 6oceHTaH u noBuiieHue ¢ 42% Ha Cp. Ha
OocenTad (125 mg nBa METU THEBHO).

4.6 DepruauTeT, )PEMEHHOCT H KbPMEHe

VIAGRA He e noka3aHa 3a ynorpe0a IpH eHH.

He ca npoBexaanu cbOTBETHU U JOOpE KOHTPOJIUPAHH MIPOYUBAHUS IIPH OPEMEHHU M KbPMELIH
KECHH.

B PCOPOAYKTUBHU NNPOYUBAHUS IPH IIIBXOBC U 3a171u1/1 HE ca Oun Ha6J'IIO):[aBaHI/I PCIACBAHTHHA
HCXKCJIaHU pCaKHU CJIC NMECPOPATHO IMPUIIOKCHUC Ha CI/IJ'I)_IGHa(bI/IJ'I.

JlurncBa epeKT BbpXY MOABHKHOCTTA HIIM MOP(OJIOTHATA HAa CIIEPMATO30UANTE CIie]l €ITHOKPAaTHU
nepopannu 1o3u ot 100 mg cuinenadui npu 3apaBu JOOPOBOILH (BX. ToUKa 5.1).

4.7 EdexTn BbpXy crioco0HOCTTA 32 oupaHe u padoTa ¢ MAIINHA

VIAGRA moxe fa noBiusiBa B MaJIka CTEIICH CIOCOOHOCTTA 3a modupane 1 paboTa ¢ MalIuHH.

Tbi KaTO B KIIMHUYHH MIPOYUYBAHUS ChC CHIAEHA(HI ce choOIIIaBa 3a MosiBa Ha 3aMaliBaHe U IPOMEHHU
B 3pCHUETO, MAIIMEHTHUTE TPsIOBa Aa UMAT npenacTasa 3a peakuuure cu kbM VIAGRA npeau
mogupaHe Wix padoTa ¢ MalIMHH.

4.8 Hexenanu JeKapCTBEHH PeaKIuH

KDaTKO OINMCaHMEC Ha npod)pma Ha 0€30IacHOCT

IIpodunst Ha 6e30macHOCT Ha VIAGRA e 6a3zupan Ha 9 570 manuenTn B 74 ABOWHOCIIEIH, Tane0o-
KOHTPOIIMPAaHU KIMHUYHY poyuBanus. Hail-duecto cro0iaBaHuTe HEXKEaHU PEaKUi B KIIMHUIHHATE
MPOYYBaHUS Cpe]l MAMEHTUTE, HAa KOUTO € MpHUJIaraH CHieHadw, ca Oumm rmaBoboiue,
3a4epBsBaHe, TUCIEIICUs, HA3allHA KOHT€CTHsI, 3aMaliBaHe, TaJIcHe, TOPEIIU BbJIHU, 3pUTEIHU
HapYIUEHUs, TUAHOIICHS U 3aMBIJICHO 3PCHHUE.

Hexemnann pCaKknuu 1Mo BpEMeE Ha IMOCTMApPKECTUHI'OBOTO Ha6J'IIO,I[6HI/I€ ca C’L6I/IpaHI/I " ITIOKpUBAT
HpI/I6J'II/I3I/IT€J'IGH nepuon ot >10 TOAWHH. YecroTraTa Ha Te3HW HEXKEIIaHU pCaKkiun HE MOXKEC 1a CC
omnpeacin ¢ 10CTOBECPHOCT, THU KaTO HE BCUYKHU HEKEIIaHU pcaKknuu ca C’BO6H.[CHI/I Ha INPUTECIKATCIIA HA
Pa3spCUICHUCTO 3a yHOTpe6a Y BKJIIOUEHHM B 0a3ara JaHHH 3a 0e30MmacHoCT.

TabauyeH CIUCHK HA HEXKEIAHNUTE JICKAPCTBCHH PCAKIIMHN

B Ta6J'II/ILIaTa MO-A0JY BCUYKH KIMHUYHO Ba’KHU HEXKCIIAHU PCAKIIUU, KOUTO Ca Ha6J'IIO)_IaBaHI/I B
KIIMHUYHHA TTPOYy4YBAHUA C YCCTOTA MMO-rojigiMa OT rmaue6o, Ca OMMUCAaHU IO CUCTEMO-OPraHCH KJj1aC U
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yectoTa (MHOTO YecTH (>1/10), yectu (>1/100 mo <1/10), Heuectu (=1/1 000 mo <1/100), penku
(=1/10 000 mo <1/1 000). ITpu Bcsiko rpynUpaHe B 3aBUCUMOCT OT YECTOTATa HEXKEJIAHUTE
JIEKapCTBEHHU PEaKLH ce U30pOosIBAT B HU3XOIAIL PE [0 OTHOLICHNE HA TSIXHATa CEPHO3HOCT.

Tabanna 1: KNTMHNYHO BasKHU HeKeJIaH! PeaKIMH, CbOOIIEeHH C YeCTOTAa MO-T0JIsIMa OT
YecToTaTAa HA I1aned0 B KOHTPOJINPAHU KINHAUYHHA MPOYYBAHUSA H KINHUYHO BasKHU
He/KeJIAHM PeaKliy, ChOOIIeHH 110 BpeMe HA IOCTMAPKEeTHHIOBHUsI epHOJ

Cucremo- MHoro YectH Heuectn Peaxu (21/10 000 u
OpraHHa 4ecTH 21/100 u 21/1 000 u <l1/1 000)
KJIacupuranms (21/10) <l/10) <1/100)

Wndexnun u Punut

uHbecTanyu

Hapymenns na CBpBX4yBCTBH-

WMYHHATa CHCTEMa TEITHOCT

Hapymenns na I'maBo6o- 3amaiiBaHe CpHimBOCT, Mo3BYHO-CBHIOB
HEpBHATa CUCTEMa | JIne XHUIOECTE3US VHIUAEHT, TPaH3UTOpHA

HUCXEMHUYHA aTakKa,
rbpu™, peUANBUPAIIN
I'bpPUYOBE,* CHHKOI

Hapymenns na
OUYnTE

Pascrpoii-cTBa
Ha [IBETHOTO
3peHue**,
3pUTEITHA
HapyIIeHus,
3aMBIJIEHO
3peHue

Hapymenns na
CBI300TACISHE-
TO*** OoNKa B
OuHTe,
dhotododus,
¢dotoncus, ouHa
XUIIEPEMUS,
3aCHIJICHO
BB3MPHEMaHEe Ha
CBETJIMHATA,
KOHIOHKTHBHT

Heaprepuntna npenna
HUCXEMHUYHA ONTUYHA
uesponatus (HAWOH)*,
Perunanna cpaoBa
OKITy3UsA™, peTUHAJICH
KPBBOU3IIUB,
apTepUOCKIIe-POTUYHA
pEeTHHOIATHS,
HapyLICHHUs Ha
peTrHaTa, rIayKoMma,
HapyLeHHUs Ha
3pUTETHOTO TI0JIE,
JUIIJIONHSI, HaMaJIeHa
3pHUTEIHA OCTPOTA,
MHOIIHS, ACTEHOMNS,
MBIJISIBUHH B
CTBKJIOBUAHOTO TSJIO,
HapyLIeHUs Ha upuca,
MUIpHa3a, BIDKIAHE Ha
OpEOJIH OKOJIO
CBETIIMHHHU M3TOYHHIIN,
€/IeM Ha OKOTO,
MOyBaHE Ha OKOTO,
HapyLICHUE Ha OKOTO,
XHIIEPEMUSI Ha
KOHIOHKTHBAaTa, OYHO
npa3zHeHe, aOHOPMHU
yCelLIaHus B OUYUTE, €AEM
Ha KJIenaya, poMsiHa Ha
L[BETA Ha CKJepaTa

Hapymenns na
YXOTO U
nabupuHTa

Bepturo,
TUHUTYC

I'myxota
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Cucremo- Mmuoro Yectn Heuectn Penxu (21/10 000 u
OpraHHa 4ecTH 21/100 u 21/1 000 u <l1/1 000)
Kyacupukanus (21/10) <1/10) <1/100)
Cepreunn Taxuxapaus, Buesanna cppaedna
HapyIICHUS MMaIIUTAIIN CMBPT*, MUOKapJIeH
nH(papKT, KaMepHa
apI/ITMI/Iﬂ*, OPEACHPIHO
MBXKJICHE, HECTaOUIHA
CTEHOKapAUsI
CpaoBu 3auepBsBaHe, Xumnepronus,
HapylIEeHUs TOpEUId BBJIHU XUIOTOHUS
PecniupatopHu, Hazanna Enucraxcuc, Crsirane B r'spioTo,
TPBIHU U KOHT'€CTHS KOHI'SCTHS Ha Ha3alleH €JIeM, CyX0Ta B
MEIUACTUHAIHI CHUHYCUTE HOCca
HapylIEeHUs
CroManrHo-4peBHU Tanmene, l"actpo- OpanHa xunoecre3ust
HapylLIeHUs JHCIICTICUS e3odarearHa
pediykcHa
OouecT,
MOBpPBILIAHE,

0O0JIKM B TOpHaTa
9acT Ha Kopema,
CyXoTa B ycTaTa

Hapymenns na
KOXaTa "
MTOJIKOXKHATa ThKaH

O6pus

Cunnpom Ha Stevens-
Johnson (SJS)*,
TOKCHYHA EMUICpMaTHa
Hekponuza (TEN)*

Hapymenns va
MYCKYJTHO-
CKeJIeTHaTa
CHUCTEMA U
ChEIMHUTETHA-TA
ThKaH

Mumuanrus, 00IKH
B KpallHHLIUTE

Hapymenns na
OBOpenuTe u

Xematypus

MMUKOYHUTE
BTUIIA

Hapymenns na [lenuneH KpbBOUBINB,
BB3NPOU3BOIU- npuanu3bpm™®,

TeJIHaTa CUCTEMa U XeMaTocIepMus,
rppaaTa YABIHKEHA €PEKIIHs
OO HapyuieHus I'pbanHa Gosxa, Pa3znpasaurensoct

1 eeKTH Ha

yMOpa, ycelllaHe

MSACTOTO Ha 3a ropelHa
MIPUIIOKEHUE
W3cnenBanus VBeanueHa

CbpACYHa YCCTOTAa

*CT»OGH_ICHI/I CaMo MpU MOCTMAPKECTUHI'OBOTO Ha6J'IIO,Z[eHI/I6
**Pa3CTpOI>iCTBa Ha OBETHOTO 3pCHUC: XJIOPOICHUS, XPOMATOIICHUS, HUAHOIICUS, CPUTPOTICHUA 1

KCaHTOIICHUA

***HapymeHI/m Ha CBJI300TACIAHCTO: CyX0Ta B OUUTC, JIAKPUMAJIHO HAPYIICHUC U MMOBUIIICHO

CBHJI300TACTIAHE
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CT»O6H_IaBaHe Ha IMoaA03HUpaHH HEKEJIAHN PCAKIINH

CT»O6LL[aBaHeTO Ha IOAO3UPAHU HCKCIIAHU PCAKIIUHA CJIC PAa3pCIIaBaAHC 3a yHOTpe6a Ha JICKapCTBCHUMA
MMPOAYKT € BaKHO. ToBa mmo3BoJsBa Ja IpOABIIKU Ha6J'IIO,Z[CHI/I€TO Ha CbOTHOIICHUCTO HOJI3a/pI/ICK 3a
JICKApCTBCHUSA TPOAYKT. Or MCIHUIIMHCKUTC CIICHHUAJIHUCTH CC U3UCKBa Ja C’BO6I]_[aBaT BCsiKa
Ioa03MpaHa HEXKEJIaHa pe€aKlyd Ype3 HallMOHAaIHAa CUCTEMA 3a C’LO6H.IaBaHC, IIOCOYCHA B

IIpunoxxenue V.

4.9 IIpeno3mpane

B npoyuBanus BbpXy 100poBONLHM ¢ eAHOKpaTHH 103U 10 800 mg HeXeNaHUTE peakuu ca OuiH
noJO00HM Ha Te3U, KOUTO ce HaOMo1aBaT py MO-HUCKH JT03H, HO TSXHATA YECTOTa U TEXKECT ca OMIIH
no-ronemu. JJo3u ot 200 mg He ca JOBENU A0 MOBUILCHHUE HAa €()EKTUBHOCTTA, HO YECTOTaTa Ha
HEXKENaHUTe peakluuu (TaaBodonure, 3auepBsBaHe, 3aMaiiBane, TUCIIETICHs, Ha3alHa KOHTeCTHS,
HapyIIEeHO 3peHHe) € HapacTBaja.

B ciydaii Ha npepo3upaHe cTaHIAPTHUTE MEIUIIMHCKY MEPKH TpsiOBa 1a ObAaT ch00pa3eHu ¢
KOHKPETHHTE HYXIH. XeMOANaNIN3aTa He yCKOpsIBa KIMPbHCA HA CUJieHA(HII, Thil KaTO TOH ce
CBBpP3Ba BbB BUCOK IIPOLEHT € IUIa3MEHUTE MPOTENHU U HE CE ETMMHHMpPA C ypUHAaTa.

5. DPAPMAKOJIOI'NMYHU CBOUCTBA

5.1 ®apmakoguHAMU4YHH CBOMCTBA

dapmakoTepaneBTUUHA Fpyma: Y poJOTUYHU cpeacTBa. JlekapcTBa, KOUTO CE€ U3IOI3BAT IpU
epextmHa nuchynkmusa, ATC kox: G0O4B EO03.

MexaHU3bM Ha IEUCTBUE

CI/IH,I[CHa(l)I/IJ'I CJIY7KH 34 ICPOPAJIHO JICUCHUC HA CPCKTUIIHATA ,I[I/IC(i)YHKI_II/IH. B ecrecTBeHn yciioBus,
T.C. IPU CCKCYyaJIHa CTUMYJIAIlUs, TOM BH3CTAHOBSBA HapyluieHaTa CpCKTUIIHA q)YHKI_II/IH upe3
YBCJINYaBaHC HAa KPbBOTOKA KbM IICHHUCA.

OU3HONOTHYHUAT MEXaHU3bM, OTTOBOPEH 3a €PEKIHsITa Ha IEHKUCA, BKIIOYBA OCBOOOKIaBaHE Ha
azoreH okcua (NO) B KaBepHO3HOTO TSUIO 10 BpeMe Ha cekcyanHa ctumyianus. Crex ToBa NO
aKTUBHpA €H3MMa ryaHUJIaT HUKIa3a, KOETO BOIH 0 NOBUIIIaBaHE HA HUBATa HA IUKIMYCH I'yaHO3UH
moHodocdar (ul MP), a ToBa Bou 10 OTITyCKaHE HA TIalKaTa MyCcKyJIaTypa B KABEpPHO3HOTO TSUIO U
NPUTOK Ha KPBB KbM HETO.

Cunnenadui e MolIeH U cesiekTuBeH naxuoutop Ha nl M®-cnenuduanara Gocdoauecrepasa tum 5
(®AES) B xopmyc kaBepHO3yM, kKbaeTo OJIES e orroBopHa 3a pasrpaxkaaneto Ha ul MO.
Cunnenadui nma nepudepHo MACTO Ha ASHCTBHE BBPXY epekuuara. CunaeHauia HIMa IpsiK
penakcupai epeKT BbpXY H30JMpaH YOBEIIKH KOPITYC KaBEPHO3YM, HO MOIITHO YCHJIBA
penakcupamus egext Ha NO BbpXy Taszu ThKaH. [Ipu akTuBupane Ha MeTaOOJIUTHATA BEpHUTa
NO/ul'M®, xakTo cTaBa IpH ceKcyaiHa cTuMynanus, naxuoupanero Ha ®JIES ot cunnenadun Bonu
10 noBuiieHd HuBa Ha Il M® B KaBepHO3HOTO Tsu10. CleI0BATENHO, 32 1a MOXE CHIIACHADUI 12
OCBILECTBH CBOUTE KEJIAHH OJIarONpHUATHU (HapMaKoJIOTHYHH e(EKTH, € He00X0AUMa CeKCyaHa
CTUMYJIALHS.

(DaDMaKOZ[I/IHaMI/I‘IHI/I e(beKTI/I

[IpoyuBanusTa in vitro ca mokasanu, 4e cuineHadun e cenekruber 3a ®JIES, kosTo yuacTsa B
nporeca Ha epexuusi. Herosusar edext Bbpxy ®JES e mo-MoieH, 0TKOIKOTO BbPXY APYTUTE
u3BectHU dochoauecrepasu. Toii e 10-kpaTHO mo-cenektuBeH 3a OJIES, orkonkoto 3a DJIE6, kosTO
y4acTBa B Ipoleca Ha POTOTPaHCAYKIMA B peTHHATAa. B MakcMManHu NpenopbunuTeTHI 031
CEJIEKTHUBHOCTTA My € 80-kpaTHO no-Bucoka 3a OJIES, orkonkoro 3a ®/IE1 u vax 700-kpaTHO NO-
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BHCOKa, oTKonkoTo 3a DJIE2, 3,4, 7, 8,9, 10 u 11. ITo xorkperHo, cuiaeHadmr uma 4000 mbTH 1M0-
rojsiMa cenektuBHOCT 32 O/IES, otkonkoto 3a ®IE3 — u3opopmara Ha TAMP-cnennduunata
¢dochonuecrepasa, yqacTpaia B KOHTPOJIA Ha ChPACYHUS KOHTPAKTHIIUTET.

Kinanuna edpukacHoCT M 6€30I1aCHOCT

JlBe KTMHUYHM NPOYYBaHUS ca OMIIM CIIELUAIHO MPOBENICHH, 32 J1a CE OLIEHH BPEMETO, KOETO €
HE00XO0IMMO, 3a Ja Ce MOJIYYH €pPEeKLHUs B OTTOBOP Ha CEKCyalHa CTUMYJIAIMA CJICA IPUEM Ha
JexapcTBOTO. B mpoyuBane ¢ nsnon3pane Ha mieTu3Morpadus Ha neanca (RigiScan) npu nanuenTy,
KOHTO ca MPHUENH CUIAeHa(I Ha TIaJHO, CPEIHHUAT IEPHO O HAYAJIOTO HA e)eKTa IpH Te3HU OT THX,
KOHTO ca IOJIyYMIIN epeKIusl, XapakTepusupaiua ce ¢ 60% purugHocT (ocTaTbyHa 3a
OCBILECTBSIBAHE Ha MOJIOB akT), € 6mi 25 MunyTH (0T 12 10 37 MunyTH). B npyro npoyusasne c
RigiScan cunpenadun nopu u 4-5 daca cieq nprueMa e JaBajl Bb3MOXKHOCT 3a I0JTy4yaBaHe Ha €pPeKIUs
B OTTOBOP Ha CEKCyallHa CTUMYJIAIHS.

Cunnenadui npeau3BUKBa JIEKH U IPEXOAHHU MOHKEHUS Ha KPBBHOTO HAJIATaHe, KOUTO B
MHO3HMHCTBOTO OT CIIy4auTe MPOTHYAT 0e3 KIMHMYHA cuMnToMaTika. CpenHara CTOMHOCT Ha
MaKCHMAaTHOTO TOHWKEHUE HAa CUCTOJIHOTO KPBbBHO HAJIATAHE B JIETHAJIO MOJOXKEHHE CIeN EpOpaieH
npueM Ha 100 mg cunaenadun e 6una 8,4 mmHg. CroTBeTHATa MPOMSHA B JUACTOIHOTO KPBBHO
HaJISITaHe B JIETHAJIO MoJioxeHue € ouna 5,5 mmHg. Te3u nonmkeHust Ha KPbBHOTO HaJsiTaHe
CHOTBETCTBAT Ha Ba30AMIATATUBHUA €eKT Ha crieHa(uiI, KOMTO BEpOATHO Ce AbJKU Ha
MOBHILIEHUETO Ha HHBaTa Ha 1l M® B rmaakaTta MycKylaTypa Ha KpbBOHOCHHTE chloBe. IIpu 3npaBu
J00poBONIIM eIMHUYHA NepopaiiHa o3a 10 100 mg cungenadmt He BOAU 10 KIMHUYHO 3HAYMMU
npomenu B EKT'.

B nmpoyuBane BbpXy XeMOANHAMHYHHUTE €EeKTH Ha €AHOKpaTHA nepopaiiHa 1o3a ot 100 mg
cungenadwi npu 14 nanmentu ¢ rexka MBC (>70% creHo3a Ha MOHE elHa KOpOHAapHa apTepusi),
CpPEIHUTE CTOMHOCTH Ha CHCTOJIHOTO M TUACTOJIHO HAJIATaHE B MOKOW ca ce MOHMKUIIH ChOTBETHO C
7% u 6% cupsmo u3xomauTe. CpeTHOTO CUCTOIHO OEOAPOOHO HANATAHE CE € TIOHWKIIIO ¢ 9%.
Cunnenadui He € mpeau3BHKal IPOMSHA B ChbpACYHMA ACOUT U HE € HApyIIWI KPbBOTOKA MPe3
CTECHEHNUTE KOPOHAPHU APTEPUH.

B HBOﬁHOCHﬁHO, HJ'IaI_Ie60—KOHTpOJ'II/IpaHO MNpOYy4YBAHC, BKIIKOYBAIO CTPEC-TCCT C HATOBApPBAHEC, €
HallpaBCHa OLICHKA Ha 144 ManueHTH C CPCKTUITHA ,Z[I/IC(I)YHKI_II/IH " XpOHHUYHA cTabuIHa CTCHOKapaus,
KOUTO IMpUeMaT pCAOBHO aHTUCTCHOKAPAHU! JICKAPCTBCHU IMPOAYKTHU (C HU3KIIOYCHUEC Ha HI/ITpaTI/I).
Pe3y.]'ITaTI/IT6 Ca MoKa3sajiv, 4€ HiAMa KIIMHUYHO 3HAYUMU Pa3JIMKU MCIKIY cmmeHa(an u rmaue60 BbBB
BPEMCTO N0 IOsABA Ha JIMMUTHPAIla CTCHOKapAUs.

Enun gac cnen npuem Ha 100 mg cunpeHadun npu MarbK Opoi MAaMEeHTH ca ce MOSBUIN JIEKU U
NPEXOJHU IPOMEHH B CIIOCOOHOCTTA 3a pa3iniyaBaHe Ha IIBETOBETE (CHHBO/3EIEHO), U3CIeIBaHa C
MIOMOIITA Ha TecTa 3a pasrpannyaBane Ha 100 nBeToBU oTTeHbKa HAa Farnsworth-Munsell, kato 2 yaca
cllef] IpreMa Ha JIEKapCTBOTO €(heKThT € OT3BYYall HAIIBJIHO. BEepOsSTHUAT MEXaHU3bM Ha Ta3u
NPOMsIHA B IBETOBATa TUCKPUMHUHALIUS € CBBbp3aH ¢ nHxuOupanero Ha ®/IE6, kosTO yuacTBa BbB
(oToTpaHCcoYKLIMOHHATA Kackaaa Ha peruHara. CunaeHadul HIMa HUKaKbB e(eKT BbPXY 3pUTEIHATA
OCTPOTa WJIM YCEIAHETO 3a KOHTpacT. B Manko minane6o-KOHTPOIMpPaHO NpOyYBaHe MPH NALMEHTH C
JI0Ka3aHa paHHA Bb3PacTOBO-00yCIOBEHA AereHepanus Ha Makyiara (n=9) cunneHaduin (100 mg
€IHOKpAaTHa J03a) HE € JOBeJ A0 3HAYUMH IPOMEHH B IPOBEACHUTE 3PUTEIIHU TECTOBE (3pUTETHA
0CTpOTAa, perieTka Ha Amsler, HBETOBa TUCKPUMHUHALIUS HA CUMYJIUpaHa IbTHA CBETJIMHHA
curHanuzanus, nepumerpu Ha Humphrey u gotoctpec).

He e ycranoBeH eekT BbpXy MOJBMIKHOCTTA WM MOPQOIOTHATA HA CIIEPMATO30UANTE CIIE]
eAMHUYHA nepopaina go3a oT 100 mg cunaeHadgun npu 3apaBu 100poBOIIH (BX. TOUKa 4.6).

Lonvanumenna ungopmayus 3a KIUHUYHYU NPOYYGAHUS
B knmuanyHM npoyuBanus cuiaeHadui e Oun npuinoxkeH npu noseye oT 8000 manueHTH Ha Bb3pacT
19-87 ronuuu. bunu ca nmpencTaBeH CIEAHNUTE TPYIN MALIMEHTH: MALIUEHTH B CTapUecKa Bb3pacT

27



(19,9%), manmenTu ¢ xunepronus (30,9%), 3axapen auadet (20,3%), ucxeMnyHa 60JIECT Ha CHPIETO
(5,8%), xunepmunuaemus (19,8%), TpaBmu Ha rprOHauHUS MO3EK (0,6%), nenpecust (5,2%),
TpaHncyperpanHa pe3ekuus Ha mpoctarata (TYPII) (3,7%), panukanna npocrarekromus (3,3%).
CrnenHuTte Tpyny He ca OMIM AOCTaThUHO MPEACTABCHU MM ca OMIIM M3KIIIOUEHHU OT KIMHUYHHUTE
MPOYYBaHUS: TAIIMEHTH C ONIepaIisl B MAJIKHS Ta3, MAIIMEHTH CIIe ThUSTepaItus, MalueHTH C TEXKO
O0BOpevHO MK YepHOAPOOHO YBPEXKIAHE U MALMEHTH C HIKOHU ChbPACYHO-CHI0BH PobIeMu (BXK.
Touka 4.3).

B npoyuBanusiTa ¢ pUKCHpaHU A03H, MPOLCHTHT Ha MALIMEHTHTE, ChOOIIABAILH, Ye JICUCHUETO €
noJoOpuIIo TAXHATa epekuus, e oun 62% (25 mg), 74% (50 mg) u 82% (100 mg) cupsimo 25% npu
wiane0o0. B KOHTpoMpaHu KIMHUYHY MIPOYYBAHUS YECTOTaTa Ha NPEKbCBAHE Ha JIEYECHUETO ChC
cungeHadm e Ouiia HICKa U MoJ00Ha Ha Ta3u MpH 1ane6o. 3a BCHUKK NPOYyYBaHUs MPOLEHTHT Ha
NalnueHTHTe, ChoOIaBaIly 3a MoN00peHue che cuigeHaduI, € Oua, KakTo cie/Ba: IICUXOreHHa
epexTmiHa quchyHKuus (84%), cmeceHa epekTuinHa auchyHkuus (77%), opraHudHa epeKTHIHA
muchyHkIms (68%), manueHTH B crapuecka Bu3pact (67%), 3axapen auadet (59%), UbC (69%),
xunepronus (68%), TYPII (61%), pagukanaa npoctarekromus (43%), TpaBMa Ha TPHOHAYHUS MO3BK
(83%), nenpecus (75%). B nparocpounu npoy4yBanus 0€300acHOCTTa U €()EeKTHUBHOCTTA Ha
cuneHa I ca ce 3ama3uim.

HGZ[I/IaTDI/ILIHa nonmyjganusa

EBpomneiickaTta areHIus 1o jJekapcTBaTta 0cBO0OKAaBa OT 3aAbJDKCHUETO 32 MPEeI0CTaBsIHE Ha
pe3ynrarute ot npoyuBanusita ¢ VIAGRA BbB BCHUKH NOATPYNH Ha MEAUATPUYHATA MOIMTyJIays 3a
JIeYeHHE Ha EPEeKTUIIHA TUCPYHKIUS (BXK. ToUKa 4.2 3a nHPOPMAaLUI OTHOCHO yHoTpeda B
neInaTpusITa).

5.2 ®apmMaKOKHHETHYHH CBOICTBA

AOGcopbuus

Cunnenadun ce abcopbupa 6bp30. HabmogaBanuTe MakCUMAaIHH TUIA3MEHH KOHIIEHTPALIUH CE
pocturat B paMkute Ha 30 1o 120 munyTH (cpenHa ctoiHOCT 60 MUHYTH) cie[l IepopajieH IpueM Ha
rinagno. CpenHara abcomoTHa nepopainHa 6noHanuuHocT € 41% (auamnason 25-63%). Cren
nepopaiie npueM Ha cungeHaduin, AUC u Cy,,x HapacTBaT MPONOPLHUOHATHO HA 103aTa B
npenopbYaHuTe J030BU rpanuiu (25-100 mg).

Koraro ¢punmupann TabneTky ce B3eMar o BpeMe Ha XpaHeHe, CKOpOCTTa Ha abcopOIus Ha
cwiieHa T HaMalIsABa, KaTo CPETHOTO 3a0aBsHe Ha t,,, € 60 MUHYTH, a CPETHOTO MOHMKEHUE Ha
Crax € € 29%.

[Ipu xIMHUYHO poyYBaHE BHPXY 36 3/IpaBH MbXKe Ha Bb3pacT 45 Wiv oBeye roAUHH, €
Ha0Jr01aBaHoO, Ye TUCTIEPTUPAIIX ce B ycrara TabieTku oT 50 mg, npuioxkeHu 0e3 Boja, ca
OMOeKBHBAJICHTHH Ha unMupanu tadaeTku ot 50 mg. B c¢hinoTo npoyusane AUC e HelpOMEHEeHa,
HO cpenHata C,, € 14% mo-HuCKa, KOraTo JUCIIEPrupaliuTe ce B ycraTa tadsetku ot 50 mg ca
NpUJIaraHy ¢ BojIa B CpaBHEHUE ¢ GUIMUpaHH TabneTku ot 50 mg.

Koraro aucnieprupalure ce B ycraTa TabJICTKU Ce MPUEMaT ¢ XpaHa ¢ BUCOKO ChAbP)KaHUE Ha
Ma3HHHH, CKOPOCTTa Ha abcopOIus Ha cuiaeHad i HaMalsiBa, KaTo MeauaHaTa Ha Ty, Ce yab/DKaBa
¢ okoio 3,4 gaca u cpennara C,,,, HamassaBa ¢ 0koio 59% B cpaBHEHHE ¢ MPUIIOKEHUETO HA
JUCTICPTHPAIINTE CE B ycTaTa TabJCTKH Ha TJIaAHO (BXK. TouKa 4.2).

PasnpenencHue

Cpenuust o0eM Ha pa3npezeieHre B cTallMoHapHO cheTosiHue (V) Ha cuneHadui e 105 1, koeto
TOBOPH 3a pasnpezesiceHue B Tbkanute. Cien efTHUHUYHA iepopaiHa 1o3a ot 100 mg cpennara
MaKCHMaJHa IIa3MeHa KOHIEeHTpaus Ha cuiaeHadui e npudamsurentno 440 ng/ml (CV 40%). Toit
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KaTo cuiaeHaduI (1 HETOBUAT OCHOBEH LUPKynupai] N-1e3MeTHI MeTaboJIUT) € CBBbP3aH C
1a3MeHuTe 6enToiu B 96%, ToBa BOIU 10 CpeHa MaKCHUMaTHA KOHLEHTpaLus Ha CBOOOJHATa
¢opma Ha cunneHaduin B rrazmata ot 18 ng/ml (38 nM). CBbp3BaHETO C NPOTEUHHUTE € HE3aBUCHMO
0T o0IIaTa JeKapCTBeHA KOHICHTPALUI.

[Ipu 3npaBu nodposom, nomyyaamm cuiaeHadpmt (100 mg B enHOKpaTHA 103a), mox 0,0002%
(cpenno 188 ng) ot mpuioxkeHarta 103a € Onja yCTaHOBeHa B esaKynaTa 90 MUHYTH Clief] mpuema.

BI/IOTDaHCd)ODMaLII/Iﬂ

Cunnenadui ce MeTabonu3upa IIaBHO OT H30CH3UMUTE Ha YyepHOoApoOHNTE MuKpo3oMu CYP3A4
(ocHoBeH pT) 1 CYP2C9 (BTOpocTenenen nbT). OCHOBHUAT HUPKYJIUPAIL META00JIUT Ce IMOJTydaBa B
pe3yntar Ha N-ge3metminpaneTo Ha cungeHadmi. To3u Metabonut uma npodui Ha
¢dochonuecrepasna ceneKTUBHOCT, TOAOOEH HA TO3M Ha CHIIACHA(WUIL, U in Vitro MOIIHOCT CIIPSIMO
®JIES mpubnusutenHo 50% OT Ta3u Ha U3XOAHOTO AaKTUBHO BemlecTBO. [ lTa3MeHnTe KOHIIEHTPAIUN
Ha MeTaOonuta ca npubimsutenHo 40% ot Te3u Ha cunaeHadua. N-1e3MeTna MeTaboIUThT ce
MeTaboIM3upa JOMBJIHUTEIHO U UMa KPacH MOIY>KUBOT OKOJIO 4 Jaca.

Enumunupane

ToTanuusT Tenecen KaMpbHC Ha cunaeHadu e 41 1/h ¢ momyxuBot B kpaiiHa aza 3—5 gaca. Cuen
NepOpaIHO WIIM BEHO3HO MPUIIOXKEHHUE CHIIeHa(UII ce eKCKpeTHpa o popMaTta Ha METabOJINTH
OpearMHO ¢ M3npakHeHusATa (mpudauzutento 80% ot mpuiiokeHaTa nepopaiHa 03a) U B TIO-MajKa
cTerneH ¢ ypuHara (mpubausutento 13% ot npuiiokeHaTa nepopaiHa 103a).

(DaDMaKOKHHCTI/IKa OpH COCHHWAJIHHY I'PyIH NAanUCHTHU

Cmapuecka ev3pacm

3npaBu 10OPOBOIIIH B CTapyeCcKa Bb3pacT (Ha 65 MM oBeUe TOAWHN) ca UMAIH HaMaJIeH KIUPBHHC Ha
cuisieHa I, KOETO € TOBEIIO 10 IIa3MEHHN KOHIIEHTPAIllMy Ha CHIIeHA( W U Ha aKTHBHHS N-
JIE3METHIINPAH MEeTa0OIHT TTO-BUCOKH ¢ 0K0JI0 90% B cpaBHEHHE C YCTAHOBEHUTE MPH 3APABU TI0-
mianu gooposoniy (18-45 romunn). [lopaau B3pacToBU pa3uKy B CBBP3BAHETO C IIA3MEHHUTE
MIPOTENHH CHOTBETHOTO YBEIMUEHUE HAa KOHIICHTPAIIMUTE Ha CBOOOICH CHIIIeHadIIT B TUTa3Mara €
om0 ¢ oxoio 40%.

bvbpeuna neoocmamvunocm

[Ipu 706poBoOIIIH € EKO 10 yMEPEHO OBOPEUHO yBpexnaHe (KpeaTHHUHOB KIupbHC = 30-80 ml/min)
(hapMakOKHMHETHKATa Ha CUIICHA(WIT € OCTaHala HeMPOMEHEHa Clie/l IPUeM Ha €IUHUYHA IIepopaiHa
no3a ot 50 mg. Cpenrute croitHocTt HA AUC 1 Cy Ha N-Ie3MeTHIIupaHus MeTaboIUT ca
HapacHaJIM ChOTBETHO ¢ 10 126% u 10 73% B cpaBHEHHE ChC CHOTBETHH IO BB3PACT J0OPOBOILIHU O3
0b0peuno yBpexaane. [lopagu BUCOKHTE MHAMBUAYAIHU BapHalnu, o0aue, Te31 pa3IuKi He ca Onin
cTatucThdecku 3HaunMu. [Ipu 1oOpoBoIH ¢ TEKKO yBpexkIaHe Ha ObOpeyHaTa GpyHKIHA
(xpeaTrHUHOB KIHpBHC < 30 ml/min) KNMUPBHCHT HA cUIACHADWI € OMII HaMaleH, KOETO € JOBEJIO /10
cpeano HapactBaHe HAa AUC u C,,,x cbC cboTBEeTHO 100% 1 88% B cpaBHEHHE CHC CHOTBETHH I10
BB3pacT qoopoBoiu 6e3 060pedno yBpexaane. Ocsen ToBa croiiHocTuTe HA AUC 1 Cy HA N-
JEe3METWINPaHUs METabOJIUT ca HapacHaJIM 3HAaYUMO, choTBETHO ¢ 200% 1 79%.

YeproOpobHa Hedocmamv4HoCm

[Ipu noOpoBoIILH ¢ eKa A0 yMepeHa cTeneH Ha yepHoapoOHa upo3a (A u B mo Child-Pugh)
KIMPBHCHT Ha cuiieHadui e Onin HamalneH, KoeTo e goBeino 1o HapactBaHe Ha AUC (c 84%) u Ha
Ciax (€ 47%) B cpaBHEHHE ChC CHOTBETHH 10 Bb3pacT JOOPOBOIIIHN O€3 UEPHOIPOOHO yBpEKIAHE.
dapMaKOKMHETHKATa Ha CHJIACHA(II IPH MALEHTH € TEKKO HapylIeHa YepHOAPOOHa QYHKUUS HE €
npoydeHa.
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5.3 IlpeakJIMHUYHU JAHHH 32 0€30MACHOCT

Hexnuanaaure JaHHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpaTa Ha 0aza Ha KOHBCHIIMOHAJTHUTEC
(I)apMaKOJ'IOFI/I"IHI/I HU3IIUTBAHHUA 3a 6G3OHaCHOCT, TOKCHUYHOCT IIPU MHOT'OKPATHO IMMPUIIOKCHUC,
TCHOTOKCUYHOCT, KApIUHOTCHCH NMOTCHIIUATI U PCTIPOAYKTHUBHA TOKCUYHOCT U TOKCUYHOCT Ha
Pa3BUTUCTO.

6. DOAPMAIIEBTUYHUA JAHHHA
6.1 Choucbk Ha IOMOIIHUTE BelleCTBA

MukpoKpucTanHa Leryio3a

CunuuueB nuokcua, XxuapodoobeH KoIouaeH
Kpockapmenoza Hatpuit

Marne3ues creapaT

Wnpnro-kapmun anymunues nak (E132)
Cykpanosa

Manuron

Kpocnosugon

TToymBuHMIIaLIETAT

TToBugon

ApoMaTbhT ChIBpKA:
ManTtonekcTpuH

Hexcrpun

Harypainnusar apomar cbabpixa:
ManTtonekcTpuH

I'muuepon (E422)
IIponmnenriukon (E1520)
JIMMOHOBUSAT apomaT ChIabpKa:
ManTtonekcTpuH
Anda-roxodepoi (E307)

6.2 HecbBMecTUMOCTH
Henpunoxxumo.

6.3 Cpox Ha rogHOCT

3 ronuHU

6.4 Crnenuananm ycJoBHS Ha CbXpaHEHHe

To3u JICKApPCTBCH NPOAYKT HC U3UCKBA CIICLIUATIHU YCJIOBHA HA CbXPAaHCHUC.
I[a CC CbXpaHsABa B OpUI'MHAJIHATA OIIAKOBKaA, 3a 1a CC MpCAIa3u OT Bjara.

6.5 Bwuau cbabpkaHue HA ONIAKOBKATA
brucrepu ot anymMuHui, chappkammy 2, 4, 8 uiau 12 TabieTku, B KAPTOHEHU OIaKOBKH.

He Bcuukn BHIOBEC OIMAKOBKHU MOrart aa 6’B,I[aT ITyCHATH B npoz[a>K6a.
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6.6 Crnenuananu mpeanas’Hu MepPKH NPH U3XBbPJsHe U padoTa

Hsama CricnyaJIHi U3MCKBAHU .

7. NPUTEXATEJ HA PASPEIHIEHHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

benrus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/98/077/020-23

9. JATA HA ITBPBO PABPEIIABAHE/ITIOJHOBSABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha bpBO paspemaBane: 14 centemBpu 1998 r.

Hata Ha nocneaHo noanossiBane: 14 centemBpu 2008 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nHdopmanus 3a TO3U JIEKApPCTBEH MPOAYKT € IpeAocTaBeHa Ha yeOcaiita Ha EBponelickaTta
areHus 1o JiekapcTsara http://www.ema.europa.eu
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NNPUJIOKEHMUE 11

NNPOU3BOJIUTEJ (M), OTTOBOPEH(HMN) 3A
OCBOBOXJIABAHE HA ITAPTUIN

YCJIOBUSA NJIM OT'PAHUYEHUS 3A TOCTABKA "
YIIOTPEBA

APYI'N YCJIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NJIM OT'PAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT
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A. TIPOU3BOJMTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJABAHE HA ITAPTUIHN

Hwme u aapec Ha npousBoauTesi(ure), OTroBOpeH(HN) 3a 0CBOOOKIaBaHE HA NAPTUINTE

Fareva Amboise

Zone Industrielle

29 route des Industries
37530 Pocé-sur-Cisse
Opanuus

b. YCJIOBHUsA NJIN OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA

.HeKapCTBeHI/IﬂT OPOAYKT CC OTITYyCKa II0 JICKapCKO MPCANNCaHUC.

B. JPYI'H YCJIOBHUA N U3NCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuonnyHy aKTyaJIM3UPAHM JOKJIAIM 32 0€30I1aCHOCT

WsnckBanusTa 32 oaBaHe Ha MEPUOANYHHU aKTyaTIU3UPaHH JOKIIAAU 3a 0€30MacHOCT 33 TO3U
JIEKapCTBEH MPOIYKT ca MMOCOYEHH B CIHCHKA C pedepeHTHUTE AaTH Ha EBponeiickus chro3
(EURD cnucobk), npeasuaes B ui. 1078, an. 7 ot Jupexrusa 2001/83/EO, u BbB BCHUKH
CIICABAILM aKTyaIH3aluy, MyOINKyBaH! Ha EBPOIECHCKUS yeOrmopTa 3a JIeKapCcTBa.

. YCJI0OBUsA NI OTPAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JEKAPCTBEHMSA TPOAYKT

. Ilnan 3a ynpasjenune Ha pucka (ITYP)

[IPY tpsiOBa na U3BHPILBA U3UCKBAHUTE JEHHOCTH U ACUCTBHS, CBBP3aHH C MIPOCIIEIsIBaHE Ha
JieKapcTBeHaTa 0e301acHoCT, mocodenu B ogoopenus IIYP, npencrasen B Monyn 1.8.2 Ha
Paspemennero 3a ynorpeda, KakTO U IPH BCUYKH CJICABALIM ChITIaCyBaHU akTyanu3anuu Ha [TYP.

Axrtyanusupan [IYP tpsiOBa na ce nonasa:

. 10 UCKaHe Ha EBporielickaTta areHuus 110 JIEKapcTBaTa;

o BUHArd, KOraTo ce U3MEHs CUCTeMaTa 3a yIpaBJieHHE Ha PUCKa, OCOOCHO B pe3yiTaT Ha
NoJy4aBaHe Ha HOBA MH(OpMaLKs, KOSTO MOXe Jia JOBEAE A0 3HAYUMH IPOMEHH B
CHOTHOILIEHHETO IMOJI3a/PUCK, HITH CJIe] TOCTUTaHe Ha BasKeH eTall (BbB Bpb3Ka C IpOCIeIsBaHe
Ha JIeKapCTBeHaTa 0e30MaCHOCT WM CBEKAAHE Ha PUCKA 10 MUHUMYM).
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NNPUJIOKEHUE 111

JAHHHU BbPXY OITAKOBKATA U JINCTOBKA
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A. IAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSA

1. NME HA JIEKAPCTBEHUS TPOAYKT

VIAGRA 25 mg ¢punmupanu tabneTku
Sildenafil

2. OBABSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceska Tabnerka chabpika CHIICHAII IIUTPAT, CKBUBAJICHTEH Ha 25 mg cuieHadu.

3. CIIMCBK HA IOMOIIHUTE BEINIECTBA

C"b)_'[’hp)l(a JJaKTO34a.
3a JOII'BJIHUTCIIHA I/IH(I)OpMaI_II/IH BIDKTC JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

2 unMupanu TabIEeTKH
4 punmupaHu TaOIETKH
8 ¢puimMupanu TabaeTku
12 ¢punmupanu TaOneTKu

‘ 5. HAYMH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEX/IAHE

[Ipenu ynoTtpeda npoyeTere JIUCTOBKATA.
3a nepopanHo NPUIIOKEHUE.

6. CIHEIUAJIHO NPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT IMPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. JAPYI' CIIEUMAJIHU NPEAYIIPEKIEHUA, AKO E HEOBXOAUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la He ce cpxpansaBa Hazg 30°C.
[la ce cpxpaHsBa B OpUTMHAJIHATa ONAKOBKA, 3a /1a CE MpEANa3y OT BJara.

36



TAX, AKO CE UBUCKBAT TAKHNBA

10. CHENOMWAJIHA NNPEAITAZHU MEPKU ITPU NU3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU UJIN OTHAABYHU MATEPUAJIN OT

11. HME U AAPEC HA ITIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/98/077/013 (2 ¢pmimMupanu TabIeTKH)
EU/1/98/077/002 (4 punmupanu TabIeTKH)
EU/1/98/077/003 (8 ¢pmimupanu TabaeTKy)
EU/1/98/077/004 (12 ¢unmupanu TabIeTKH)

13. NAPTHUAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAHJIOBA A3BYKA

VIAGRA 25 mg

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JByunsmepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP

‘ 18. YHHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

VIAGRA 50 mg ¢punmupanu tadneTku
Sildenafil

2. OBABSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceska Tabnerka chabpika cHIIeHaII IIUTPAT, eKBUBaJIeHTeH Ha 50 mg cummeHadm.

3. CIIMCBK HA IOMOIIHUTE BEINIECTBA

C"[))_I’Lp)Ka JIaKTO34a.
3a JOII'BJIHUTCIIHA I/IH(I)OpMaI_[I/IH BIDKTC JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

2 unMupanu TabIEeTKH
4 punmupaHu TaOIETKH
8 ¢puimMupanu TabaeTku
12 ¢punmupanu TadneTku
24 ¢punmupaHu TabIETKH

‘ 5. HAYMH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEX/IAHE

[Ipenn ynotpeba npoueTere JTUCTOBKATA.
3a nmepopajiHO MPHIIOKEHHE.

6. CIHEIUAJIHO NPEAYHPEX/JIEHUE, UE JTEKAPCTBEHUAT IMPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOT'JIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. APYI' CIIEIMAJIHU NPEAYIIPEKIEHUA, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la He ce cpxpansaBa Hazg 30°C.
[la ce cpxpaHsBa B OpUTMHAJIHATa ONAKOBKA, 32 J1a CE MpeANa3y OT BJara.

10. CHENOUWAJIHA NPEAITAZHU MEPKWU ITPU N3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHNBA

11. HME U AAPEC HA ITIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/98/077/014 (2 ¢pmiMupanu TabIETKH)
EU/1/98/077/006 (4 dpunmupanu TabIeTKH)
EU/1/98/077/007 (8 dpmimupanu TabIeTKH)
EU/1/98/077/008 (12 dunmupanu TabIeTKH)
EU/1/98/077/024 (24 ¢unmupanu TaOICTKH)

13. NAPTHUAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAHJIOBA A3BYKA

VIAGRA 50 mg

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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18. YHHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA TOIIVIMHHO 3AIIEYATAHA OITAKOBKA KAPTA

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

VIAGRA 50 mg ¢punmupanu tadneTku
Sildenafil

2. OBABSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika Tabnerka chabpika cHieHaII IIUTPAT, eKBUBaJIeHTeH Ha 50 mg cummeHadwm.

3. CIIMCBK HA IOMOIIHUTE BEINIECTBA

C"b)_'[’hp)l(a JJaKTO34a.
3a JOII'BJIHUTCIIHA I/IH(I)OpMaI_[I/IH BIDKTC JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

2 unMupanu TabIEeTKH
4 punmupanu TabIeTKH
8 ¢puimMupanu TabaeTku
12 ¢punmupanu TaOneTKu

‘ 5. HAYMH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEX/IAHE

[Ipenn ynotpeba npoueTere JTUCTOBKATA.
3a mepopajiHO MPHIIOKEHHUE.

6. CIHEIUAJIHO NPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT IMPOJAYKT TPABBA
JA CE CBXPAHABA HA MACTO JAJIEYE OT IIOI'JIEJA U JOCET' A HA TELIIA

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. JAPYI' CIIEUMAJIHU NPEAYIIPEKIEHUA, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

[la He ce cpxpansaBa Hazg 30°C.
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I[a CC CbXpPaHsABa B OpUI'MHAJIHATA OIMAKOBKaA, 3a Aa CC MPCAIa3yu OT BJiara.

TAX, AKO CE UBUCKBAT TAKHNBA

10. CHENOMWAJIHA NPEAITAZHU MEPKU IIPU NU3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIN OTHHAABYHU MATEPUAJIN OT

11. HME U AAPEC HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/98/077/016 (2 ¢pmimMupanu TabaeTKH)
EU/1/98/077/017 (4 dpunmupanu TabIeTKH)
EU/1/98/077/018 (8 ¢pmnmupanu TabaeTku)
EU/1/98/077/019 (12 ¢unmupanu TabIeTKH)

13. NAPTHUAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAHJIOBA A3BYKA

VIAGRA 50 mg

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH 0apKoA ¢ BKIIOYECH YHUKAJICH HACHTH(UKATOP

‘ 18. YHHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

VIAGRA 100 mg ¢punMupanu TabaeTku
Sildenafil

2. OBABSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika TabneTka chabpika cuiaeHad I UTpaT, ekBuBaieHTeH Ha 100 mg cunaenadu.

3. CIIMCBK HA IOMOIIHUTE BEINIECTBA

C"b)_'[’hp)l(a JJaKTO34a.
3a JOII'BJIHUTCIIHA I/IH(I)OpMaI_[I/IH BIDKTC JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

2 unMupaHu TabIEeTKH
4 punmupaHu TaOIETKH
8 ¢puimMupanu TabaeTku
12 ¢punmupanu TadneTku
24 ¢punmupaHu TabIETKH

‘ 5. HAYMH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEX/IAHE

[Ipenn ynotpeba npoueTere JTUCTOBKATA.
3a nmepopajiHO MPHIIOKEHHE.

6. CIHEIMAJIHO NPEAYIPEX/JIEHUE, UE JTEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOT'JIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsiBa HAa MACTO, HCAOCTHIIHO 34 AClaA.

‘ 7. APYI' CIIEUAJIHU ITPEAYIIPEKIAEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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‘ 9. CIIEDMAJIHA YCJI0OBUA HA CbXPAHEHUE

[la He ce cpxpansaBa Hazg 30°C.
[la ce cpxpaHsBa B OpUTMHAJIHATa ONAKOBKA, 32 J1a CE MpeANa3y OT BJara.

10. CHENOMWAJIHA NNPEAITAZHU MEPKU IIPU N3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKUBA

11. HME U AAPEC HA ITIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/98/077/015 (2 ¢pmiMupanu TabIeTKH)
EU/1/98/077/010 (4 dunMupaHu TaOJICTKH)
EU/1/98/077/011 (8 ¢pmnmupanu TabaeTKm)
EU/1/98/077/012 (12 dunmupanu TabIeTKH)
EU/1/98/077/025 (24 ¢unmupanu TabICTKH)

13. NAPTHUAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAHJIOBA A3BYKA

VIAGRA 100 mg

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH O0apkoA ¢ BKIIOYEH YHUKAJICH UACHTH()UKATOP
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18. YHHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. NME HA JIEKAPCTBEHUS TPOAYKT

VIAGRA 50 mg Tabnerku, Jucreprupaiy ce B ycrara
Sildenafil

2. OBABSABAHE HA AKTUBHOTO/UTE BEIMECTBO/A

Bceska Tabnerka cbappika cuiieHa( I IUTPAT, eKBUBaJIeHTeH Ha 50 mg cumneHadmt

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINIECTBA

‘ 4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

2 TabJeTKH, TUCTIEPTUpallIl Ce B ycTaTa
4 TabneTKH, AUCIEPTUPALIH CE B ycTaTa
8 TalneTky, JUCTIEPTUPAIH CE B ycTaTa
12 TabneTky, AUCIIEPrUpAIIH CE B yCTaTa

‘ 5. HAYMH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEX/IAHE

[a ce pa3TBOpH B ycrara.

[IpenoppuBace TabaeTkara 1a ce IpueMa Ha Mpa3eH CTOMax.
[Ipenn ynotpeba npoueTere JTUCTOBKATA.

3a mepopajiHO MPHIIOKEHHUE.

6. CIHEIUAJIHO NPEAYHPEXJIEHUE, UE JTEKAPCTBEHUAT IMPOJAYKT TPABBA
JA CE CBbXPAHSABA HA MACTO JAJIEYE OT IIOI'JIEJA U TOCET'A HA TEIIA

I[a CC ChbXpaHsiBa HA MACTO, HCAOCTHIIHO 34 [ACLaA.

‘ 7. JAPYI' CIIEUMAJIHU NPEAYIIPEKIEHUA, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIIEHUAJIHA YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsABAa B OpUI'MHAJIHATA OIIAKOBKaA, 3a 1a CC MpCAIa3u OT Bjara.
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TAX, AKO CE UBUCKBAT TAKHNBA

10. CHEHOMWAJIHA HNPEJITAZHU MEPKWU ITPU N3XBBHPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NMPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT

11. HME U AAPEC HA ITIPUTEXATEJIA HA PASPEHHIEHUETO 3A YIIOTPEBA

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

benrusa

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/98/077/020 (2 TabneTku, TUCIIEPTUPALIHN CE B yCTaTa)
EU/1/98/077/021 (4 TaGneTku, JUCTIEPTUPAILIH CE B yCTaTa)
EU/1/98/077/022 (8 TabneTku, JUCTIEPTHPAIIH CE B yCTaTa)
EU/1/98/077/023 (12 TabneTku, AUCHIEPIUPALIH CE B yCTATA)

13. NAPTHUAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIUA HA BPAHJIOBA A3BYKA

VIAGRA 50 mg Tabnerku, JUcreprupay ce B ycrara

‘ 17. YHHUKAJIEH HIEHTUOUKATOP — JIBYU3MEPEH BAPKO/{

JBynsmMepeH 0apKoA ¢ BKIIOYECH YHUKAJICH UACHTH(UKATOP

‘ 18. YHHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPKAT BJUCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

VIAGRA 25 mg tabneTku
Sildenafil

| 2. HNME HA ITIPUTEXATEJISA HA PABPEHIEHUETO 3A YIIOTPEBA

Pfizer

| 3. JATA HA U3STUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4.  TAPTWJEH HOMEP

ITapTuna:

5.  JPYTO
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MHUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPKAT BJUCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

VIAGRA 50 mg tabneTku
Sildenafil

| 2. HMME HA ITIPUTEXATEJISA HA PABPEHIEHUETO 3A YIIOTPEBA

Pfizer

| 3. JATA HA U3STUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4.  TAPTWJEH HOMEP

ITapTuna:

5.  JPYTO
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MHUHUMYM JAHHHU, KOUTO TPABBA JJA CbABPKAT BJUCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

VIAGRA 100 mg Tabnetku
Sildenafil

| 2. HMME HA ITIPUTEXATEJISA HA PABPEHIEHUETO 3A YIIOTPEBA

Pfizer

| 3. JATA HA U3STUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4.  TAPTWJEH HOMEP

ITapTuna:

5.  JPYTO
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MHUHUMYM JAHHH, KOUTO TPABBA JA CbABP/XKAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEP

| 1. HNME HA JIEKAPCTBEHUSA TIPOAYKT

VIAGRA 50 mg TabmeTku, TuCHieprupaliu ce B ycrara
Sildenafil

| 2. HMME HA ITIPUTEXATEJISA HA PABPEHIEHUETO 3A YIIOTPEBA

Pfizer

| 3. JATA HA U3STUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4.  TAPTWJEH HOMEP

ITapTuna:

5.  JPYTO
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B. IUCTOBKA
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JIncroBka: MHpoOpMANHA 32 MALMEHTA

VIAGRA 25 mg punvupann tadjieTKH
Cunnenadmun (Sildenafil)

IIpoyeTeTe BHMMATEHO LsVIaTa JHCTOBKA, IPEAH /1a 3aMI09HeTe Ja MpHeMaTe TOBAa JIEKAPCTBO,
ThH KaTo TSl ChABbP:KA BaskHa 32 Bac undopmanms.

3ama3eTe Ta3u JUCTOBKA. Moxke Ja CC HAJIOKU J1a S MPOYCTCTC OTHOBO.

Axo0 nmarte HIKaKBH AOI'BJIHUTCIIHU BBIIPOCH, nonuraiTe Bamms JICKap, (bapMaLIGBT niIn
MCIUIMHCKA CECTpa.

ToBa JICKApCTBO € NPCANNCAHO JIMYHO Ha Bac. He ro HpeOTCT’LHBaﬁTG Ha JpYyru Xopa. To moxe
Ja UM HaBpCIu, HC3aBUCHUMO Y€ MPU3HALIUTC HA TAXHOTO 3a00IIsIBaHe ca CBHIIUTEC KaTO Bammre.
Axo IMOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBECAOMCTC Bamms JICKap,
(I)apMaLICBT WM MCAUIIMHCKA CECTpa. ToBa BKJII0OYBA M BCHYKH Bb3MOKHH HEKEIIaHU pcaknuu,
HEONHMCaHHU B Ta3M JINCTOBKA. Biokre Touka 4.

Kakso ChAbPiKa Ta3u JUCTOBKaA:

A

1.

Kaxso npencrasnsisa VIAGRA u 3a kakBo ce n3nosssa
Kakso Tpsi6Ba na 3Haere, npenu na npuemere VIAGRA
Kaxk na npuemare VIAGRA

BB3MOXkHM HEXENNaHu peakuu

Kak na cexpansBare VIAGRA

ChbabpKkaHue Ha OTIAKOBKATa W JIOMBJIHUTEIHA HHPOPMALIUS

Kakso npexncraBiasiBa VIAGRA u 3a kakBO ce H3M0J13Ba

VIAGRA cbabpka akTHBHOTO BEILIECTBO CHIIcHA(HII, KOETO MPUHAMAJICKN KbM IpyIia JIEKapCTBa,
HapedeHH nHxuoutopu Ha docoauecrepasa Tum S (OUAES). [eiicrBuero na VIAGRA ce cbeToun B
NoJroMarate Ha pa3mupsBaHeTO Ha KPbBOHOCHHUTE ChAOBE Ha IIEHUCA, KOETO yJICCHSBA
KPBBOHAITBJIBAHETO My IIpH cekcyanHa Bb30yaa. VIAGRA me Bu momorse camo aa nomydunte
€pEeKLHs, aKO CTE CEKCYyaJTHO CTUMYJIMPaH.

VIAGRA e neuenue 3a Bb3paCTHU MBXE C €peKTHIHA AUCHYHKINS, HApHUYaHA TIOHSIKOTa
UMIIOTEHTHOCT. TOBa 03Ha4aBa, 4e MBXXbT HE MOKE A2 OJTYYH WM J1a 3aAbPXKH CTAOMIIHA epeKIHs Ha
NIEHHCA, He00X0IMMa 33 CeKCYaJIHUS aKT.

2.

Kakso Tpa6Ba na 3naere, npeau aa npuemere VIAGRA

He npuemaiite VIAGRA

AKO cTe anepruyHy KbM CHIIICHA(UIT WK KbM HAKOSI OT OCTAaHAJIUTE ChbCTAaBKM HA TOBA
JIeKapcTBO (M30pOEHHU B TOUKA 6).

AKO B3eMare JIeKapCcTBa, HApEYEeHU HUTPATH, Thi KATO KOMOMHAIMATA MOXKE Ja PEAU3BHKA
MOTEHIMAIHO ONAaCHO crnajaHe Ha BameTo kpbpBHO Hansrane. Kaxxere Ha Bamms nekap, ako
npueMare HIKOe OT TE3H JIEKapCcTBa, KOUTO YECTO Ce AaBaT 3a 00JeKJYaBaHe HAa CTEHOKAPIUs
(umm ,,0071Ka B repauTe”’). AKO HE CTE CUTYPHH, monuTaiite Bamms nekap unu ¢papmarenT.

AXo0 H310I13BaTe HIKOE OT JICKapCTBaTa, U3BCCTHU KAaTO JOHOPHU HA a30TCH OKCHUJ] KATO

aMWIHUATPHT (,,lIOBPC”’), THil KATO KOMOWHAIUATA MOXKE CHINO J1a JIOBEAE /10 MOTSHIIUAITHO
OMacHoO cliajaHe Ha BameTo KpbBHO HasTaHE.

53



- Axo nipuemMate puonuryat. ToBa IekapcTBO ce M3MOJ3Ba 3a JieueHHe Ha OeIoIpoOoHa
apTepualiHa XUTIEpPTOHHS (T.€. BUCOKO KPHBHO HANATaHE B OennTe APoOOBE) U XPOHUIHA
TpoMOoeMOondHa 6eoIpoOHa XUTIEPTOHNUS (T.€. BUCOKO KPBBHO HAIIATaHe B OelnTe NpoOoBe
B pe3yJITaT Ha KpbBHU cheupeln). Jlokazano e, ue ®JIES nunxuburopure, kato Viagra,
3acuiBaT epeKTa Ha IOHMKaBaHe Ha KPHBHOTO HAJSITAaHE HA TOBA JIEKAPCTBO. AKO B3eMare
pHUOLIMTYAT WK HE CTe CUTYpHU, nH(hopMupaiite Bammms nekap.

- AKO UMaTe TeXbK ChpIICUCH WM YEPHOAPOOEH MPOoOIeM.

- Axo HaCKOpO CTE MPEKUBEIN UHCYJIT U ChbpACYHA KpU3a UM aKO UMAaT€ HUCKO KPBBHO
HaJIsAraHe.

- AKO UMaTe HIKOM PEIKU HACIEIACTBEHH OUHU 3a00JsIBaHMs (KaTO HAPUMED NUSMEHMO3EH
pemuHum).

- AKO HSIKOTa CTe UMaiu 3ary0a Ha 3peHUEeTO TIOpayd HeapTepPUUTHA MPETHA UCXEMUIHA
ornrtnyHa HeBponatus (HAWOH).

IIpenynpe:kaenus u npeanasHu MepKH

l'oBopere ¢ Bamms nekap, papmareBT nin MeIMIMHCKA cecTpa, npenu na npuemere VIAGRA

- AKO UMaTe ChbPHOBUAHO-KIETHYHA aHEMUS (AHOMAJIUS Ha YEPBEHUTE KPHBHU KJIETKH),
neBkeMusA (pak Ha KPbBHUTE KJIETKH), MYJITUIICH MUEJIOM (paK Ha KOCTHHUS MO3BK).

- Axko nmate gedopmanus Ha neHuca wim oonect Ha Ileiiponn.

- AKo nMaTe cbpAeYHH poOieMu. Bamusr nekap TpsaOBa fa npoBepr BHUMATEIHO AaJH
cbpueTo Bu Moke 1a moHece JOMBJIHUTENHO HATOBapBaHe, KaTo MIPABEHE Ha CEKC.

- AKO UMaTe B MOMEHTA CTOMAIIIHA 53Ba WK MPOOJIEMH ChC ChCHPBAHETO Ha KPBBTA (KaTo
HanpuMep XeMoQpuiIus).

- AKO M3nMTaTe BHE3AMHO HAMaJIeHHE WK 3ary0a Ha 3peHue, crpere npueMa Ha VIAGRA u
He3abaBHO ce cBBpxKeTe ¢ Bamms jgexap.

VIAGRA He Tpsa6Ba n1a ce ynorpe0siBa eJHOBPEMEHHO C APYTH BUAOBE MEPOPATHO MIIH JOKATHO
JICYCHHE 32 EPEKTHIIHA AUCHYHKLIUS.

He tps6Ba na m3nonsBare VIAGRA c nekapcta 3a 6enoapodna aprepuanna xunepronus (bAX),
cpIbpkaiy cuigenadwi, uiu ¢ apyru ©@JIES naxuduropu.

He tps6Ba na npuemare VIAGRA, ako HsMaTe epekTHIHA AUCHYHKLIUS.

He tps6Ba na npuemare VIAGRA, ako cte xeHa.

Cneyuannu npedynpexcoenus npu nayuenmu ¢ 6vopeunu uiu 4epHoopooHu npodremu

Tps6Ba na crobuuTe Ha Bamms nekap, ako nmate ObOpEUHHU WM YepHOAPOOHH NTpodaemu. Bammst
JeKap MOXe Aa peur Aa Bu npeanuiie no-Hucka 1o3a.

Jlena ¥ IOHOIIH

VIAGRA He Tpa6Ba na ce npuiiara npu Juna noj 18-roguinHa Bb3pact.
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JApyru nekapcrBa u VIAGRA

Undopmupaiite Bamus nexap unu gpapmanesT, ako mpueMaTe, HaCKOpo CTe MpUEeMali HITH €
BB3MOXKHO J1a IPHEMETE IPYTH JIEKapCTBa.

Tabnetkute VIAGRA MoraTt /1a B3auMOIEHCTBAT C HIKOU JIEKapCTBa, 0COOCHO TE€3H, KOUTO CE
M3M0J3BAT 3a JICUeHHE Ha TpbaHa Oonka. B ciryuail Ha criemHocT TpsiOBa ga choOmmTe Ha Bamms
nexap, (papmaLeBT WM MEAUIMHCKA cecTpa, ue cre npuenu VIAGRA u kxora cre s npuenu. He
npuemMaiite VIAGRA c npyru nekapcTBa, ocBeH ako Bammsar nexap He Bu e paspemmi.

He tps6Ba na npuemare VIAGRA, ako B3emaTe jekapcTBa, HApEUSHN HUTPATH, Thi KaTO
KOMOMHAaNUATa HA TE3U JIEKapcTBA MOXKE 1a IPEAN3BHUKA MOTEHIIMATHO OTIACHO crajgane Ha Bamero
KPBBHO HansArane. Bunaru kaspaiite Ha Bamus nekap, ¢papmManeBT WM MEAULIMHCKA CECTpa, aKko
npueMare HSIKOe OT TE3H JIEKapCcTBa, KOUTO YECTO Ce AaBaT 3a 00JieKYaBaHe Ha CTeHOKapaus (Win
,,00JIKa B TEPIUTE”).

He tpsi6Ba na ynorpe6siBare VIAGRA, ako n3non3pare HIKOE OT JEKapcTBaTa, M3BECTHU KaToO
JOHOPH Ha a30TeH OKCHJI, KATO aMUJIHUTPHT (,,IObpC”), Thil KATO KOMOMHALIMSATA MOXKE ChILO 2
JIOBeZle A0 TOTEHIMAIHO OMacHO CMaJjaHe Ha BameTo KpbBHO HasAraHe.

Undopmupaiite Bamus nexap wnu gpapmaneBT, ako Bede MpreMare puoLuryar.

AKO B3eMare JIKapCTBa, U3BECTHU KaTO MPOTEa3HH HHXUOUTOPH, KAKBUTO CE W3IOJ3BAT 3a JICUCHHE
Ha XVB, Bamusr nekap BeposTHO e Bu npeanuiie kato Hadano Hall-HUCKaTa A03a (25 mg)
VIAGRA.

Hsikon manuenTH, KOuTo ca Ha Tepanus ¢ anda-0J0kep 3a JedeHne Ha BUCOKO KPbBHO HAJSITaHE WK
YBEIMUYEHHE Ha IPOCTATaTa, MOXKE Ja YCETAT BUEHE HA CBAT WIN IpUMalsBaHe, KOETO MOXKE J1a €
NPUYMHEHO OT MOHWKaBaHE Ha KPbBHOTO HAJATaHE NPH cAJaHe Wiu Obp30 uinpassHe. Hakon
NalMEHTH ca YCeTHWIIN T€3U CUMIITOMH, Korato ca npuemanu VIAGRA c anda-6mokepu. Toa e Haii-
BEPOSITHO J1a ce ciy4H npe3 mppBuTte 4 yaca cien npuema Ha VIAGRA. TpsiOBa na cte Ha penoBHa
JIHEBHa 103a anda-6mokep npenu na npuemere VIAGRA, 3a na ce Hamam puCKbT OT €BEHTYaIHa
N0sIBa Ha TE3W CUMNTOMHM. BamusT gekap Moxxe 1a Bu Ha3HauM no-HUCKa HavdaimHa 7032 (25 mg)
VIAGRA.

VIAGRA ¢ xpaHa, HAIUTKH H AJTKOXO0J

VIAGRA moxe na ce npremMa cbe uin 0e3 XxpaHa.

Bce mak moxxe na 3abenexute, ye VIAGRA 3amouBa na neiicTBa mo-60aBHO, ako s IpHeMare ¢ TexXKa
XpaHa.

[Iuenero Ha aaKOX0J MOKE BPEMEHHO Jia HapyIy Bamara ciocoOHOCT Aa MOCTUTHETE epeKius. 3a
Jla TOCTUTHETE MaKCUMallHa 1oI3a oT Bamiero nekapcTso, ceBeTBaMe By 1a He nueTe npeKkaneHo
roJIEMH KOJIMYECTBA akoxoin npenu npueM Ha VIAGRA.

BpemenHocT, KbpMeHe N (pepTHIHMTET

VIAGRA He e noka3aHa 3a ynorpe0a IpH eHH.

lo¢pupane u padora ¢ MalIMHK

VIAGRA moxe na npeau3BuKa 3aMaiBaHe U J1a moBiusie 3peHrero. TpsadBa na mo3HaBate
uHAMBUAYyanHata cu peakuus kbM VIAGRA npenu na modupare uinu paboTuTe ¢ MaIIMHU.
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VIAGRA cbabpaka JIakT03a

Cerpixere ce ¢ Bamms nexap npean aa B3emere VIAGRA, axo Toii Bu e kxa3Bai, ue numare
HEIIOHOCUMOCT KbM HAKOH 3aXapH, KaTo HalpuMep JaKTo3a.

3. Kak na npuemare VIAGRA

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e kazan Bammsar nexap. AKo He CTE CHTYpHH B
Helo, nonuraiTe Bamms nekap nim ¢apmanest. [Ipenopruntenyara HayanHa 1o3a € 50 mg.

He mpaoea oa npuemame VIAGRA noeeue om edoun nvm OHesHO.

He npuemaiite VIAGRA ¢dunmupanu tabnetku B komOuHaius ¢ VIAGRA nucnieprupaiiu ce B
ycTara TabJIeTKH.

VIAGRA T1psi6Ba 51a ce B3eMa OKOJIO €UH Jac Mpean IIaHupaHus oT Bac cexcyaneH KOHTaKT.
W3nwuiite TabaeTKaTa 11s171a ¢ Jaiia Boja.

Axo cMmstare, ue epektsT Ha VIAGRA e npekaiieHo CHIIeH WK TPEKaJIeHo cliad, CIIo/IelieTe ToBa ¢
Bamus nekap wiu ¢apmariieBT.

VIAGRA me Bu moMorae camo aa MoiayduTe epeKIfus Ipu ceKcyaaHa cTuMyJaius. Bpemero, 3a
KoeTo ce nosBsiBa epekThbT Ha VIAGRA, e pa3inyHo 1py OTIACIIHA MHAWBUIN, HO OOMKHOBEHO €
MEXy TIOJIOBUH U eiuH 9ac. Ako npuemere VIAGRA mo Bpeme Ha 00WIIHO XpaHeHe, eheKThT MOXKe
Jla HACTBIIU 10-0aBHO.

Axo VIAGRA ne Bu momara f1a mosyquTe epeKiys Wiu ako epekiusaTa By He mpoapinKaBa
JIOCTaThYHO JIBJITO, 3 J1a OCBIIECTBUTE CEKCYaJieH KOHTAKT, TPSAOBa J1a ChOOIIUTE ToBa Ha Bamus
JeKap.

AKo cTe nipue/iu moBeve oT HeoOxoaumarta 103a VIAGRA:

Moxke JAa U3NUTATC YBCIMYCHUC HA HCIKCIIAHUTC PCAKIIUU U TAXHATA TCIKCECT. I[O3I/I HazgQ 100 mg HC
yBCIn4aBaTt e(I)I/IKaCHOCTTa.

He mpaoea 0a npuemame nogeue maodaemku, omxoakomo Bawuam nexap Bu e kazan oa
npuemame.

Cewpikere ce ¢ Bamms nekap, ako pueMere moBeye TabJIeTKH, OTKOJIKOTO TPSOBa.

AKO MMaTe HSKAKBU JIOITBIHATEIHN BBIPOCH, CBEP3aHHU C YIIOTpedaTa Ha TOBa JICKApCTBO, MOMHUTATe
Bamms nekap, GapmanieBT niin MEIUIIMHCKA CECTpA.

4. Bb3MOKHYN HexkeTaHU peakuuu

KaxTo Bcuuku iekapcTBa, TOBa JIEKapCTBO MOKE /1a PEeIU3BUKA HEeXEJIaH! Peakliy, BHIIPEKU e He

BCEKHM T'M IToJTydaBa. HexxenanuTe peakinu, ChoOIICHH BB Bpb3Kka ¢ yrnorpedara Ha VIAGRA
OOMKHOBEHO ca JIEKH IO YMEPEHH U KPAaTKOTPaiHHU.
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AKO NOJTy4YHnTe HAKOM OT CJICAHHTE CePHO3HM HexKeJJaHW peaknuu, cnpere npuemMa Ha VIAGRA
W BeJiHAra norbpcere MeANIMHCKA MOMOIIL:

. AJepru4Ha peakius — TS HaCThIIBa HeyecTo (Moxke aa 3acerHe 1o 1 Ha 100 mymm)
CHUMIITOMHTE BKITIOYBAT BHE3AIMHO XPUIITEHE, 3aTPYIHEHO AWIIAHE WU 3aMaiiBaHe, TIOJyBaHE
Ha KJIETIaynTe, JIULETO, YCTHUTE UIIH I'bPIOTO.

L4 bonku B TbpAUTE — TC HACTHIIBAT HEYECTO
AXO BB3HUKHAT IO BpPEMC Ha WM CJIC CHOLICHUC
- 3aeMmere MOJIyCCAHAJIO IMMOJIOKCHUC U CC omnuTaiTe Ja C€ OTIIYCHCTC.
- He u3noiasBaiite HUTPATHU, 3a J1a ITOBJIUACTE OoJkaTa B r'bpaAUTC.

o Y abKeHH U TOHSIKOTa O0JIE3HEHU €PEeKIIMY — T€ HACThIBAT PSAJAKO (MOKe J1a 3acerHar a0 1 Ha
1 000 mymm)
AKO UMaTe epeKLus, KOsSTO IpoIb/ikKaBa IoBeue oT 4 yaca, TpAOBa J1a ce CBbp)KeTe He3a0aBHO ¢
Jexap.

o BuezanmHo HaManeHue nin 3aryda Ha 3peHre — TO HaCThIIBA PAIKO

o Cepro3HH KOKHU PEakiiH — T€ HACTHIIBAT PSAKO

CHUMITOMHTE MOXKE Ja BKIIFOYBAT TCXKKO JIFOIICHC U MOAYBAHC HAa KOXXaTa, MCXYpPHU B yCTaTa,
IMOJIOBUTC OpraHU U OKOJIO OYUTE, TPCCKaA.

. I'bpuoBe win npunagblLy — T€ HACTHIIBAT PAAKO
Jpyru HeseJIaHU peaKIMu:
MHoro yecTn (MOXe 1a 3acerHat nmoseve ot 1 Ha 10 gymm): rmaBobonue.

Yectn (MO)Ke Ja 3aceraart ao 1Ha 10 ,I[YH.II/I)Z TaJICHC, 3a4CPBABAHC HA JIMLICTO, TOPCIIN BBJIHU
(CI/IMHTOMI/ITC BKJIFOYBAT BHC3AIMHO YCCHIAHC 3a TOPCIIMHA B T'OpHATAa 4aCT HA THJ'IOTO), HApylUICHUA B
XPpaHOCMMWJIIAHCTO, MPOMCHH B PA3JIMYAaBAHCTO HA IBETOBCTC, 3aMBbIJICHO BUKAAHC, 3pUTCIHU
HapyHICHU:, 3allyllIBAHC Ha HOCA U 3aMaiiBaHe.

Heuectn (Mo>e n1a 3acersar a0 1 Ha 100 gymm): noBpblane, KOXXeH 00pUB, pa3apa3HeHHe Ha OKOTO,
3ayepBsBaHE HA OUUTE/YEPBEHU OUH, OOJIKA B OUMTE, BUKIAHE HA CBETIMHHU OTOJSICHLIU, 3aCUICHO
BB3NPUEMAaHE Ha CBETIMHATA, YyBCTBUTEIHOCT Ha CBETIMHA, ChJI3€HE, ChpLieONeHe, yuecTeH IyJIC,
BUCOKO KPBBHO HaJIsiTaHe, HUCKO KPbBHO HAJIITaHe, 0OJIKa B MYCKYJIUTE, CHbHIMBOCT, HAMAJICHO
ycellane Npy JOMUp, CBETOBBPTEXK, IIIyM B YIIHTE, CyX0Ta B yCTaTa, 3alyLIEHH UJIH IIBJIHHU CHC CEKPET
CHHYCH, Bb3MaJICHUE Ha JINTaBULIATa HA HOCA (CUMITOMHTE BKIIOYBAT XpeMa, KUXaHe U 3almyLIeH

HOC), OOJIKH B TOpHaTa 4acT Ha Kopema, ractpo-e3odareanna pediaykcHa 0onect (CHMOTOMHTE
BKJIIOUBAT ITapeHe 3aJ IPbIHATa KOCT IOPaa BpbIaHe Ha CTOMAIIHU KHUCEIMHU KbM XPaHOIPOBOAA),
HaJIM4Me Ha KPbB B YpHHATAa, OOJIKM B PBLETE MM KpakaTa, KbpBEHE OT HOCA, YCELIaHe 3a TOpeIuHa U
yCelllaHe 3a yMopa.

Peaxu (Moxe na 3acernat 1o 1 Ha 1 000 gymm): 3aryda Ha ch3HaHUE, HHCYINT, ChpACUEH yaap,
HEPUTMHUYHA ChPJEYHA AEHHOCT, BpEMEHHO HaMalsIBaHE Ha KPbBHUSI TOK KbM YacTH OT MO3BKa,
YYBCTBO Ha CTATAHE B I'bPJIOTO, U3TPBIIBAHE HA yCTaTa, KbPBEHE B 3a/IHATa 4acT Ha OKOTO, IBOMHO
BIKJIaHE, HaMaJleHa 3puTelIHa OCTPOTa, HEOONYalHO ycellaHe B OKOTO, IOAYBaHE HA OKOTO MM
KJIenaJa, BI)KJaHe Ha MaJIKM YaCTHIIM WM METHHIA, BI)KJAHE Ha OPEOJIU OKOJIO CBETIIMHHU
M3TOYHMLM, Pa3IIMpEHa 3eHUIa Ha OKOTO, MPOMSIHA Ha [[BETa Ha OslaTa 4acT Ha OKOTO, KbPBEHE OT
MIEHNCA, HAINYKNE HA KPbB B CEMEHHATa TEYHOCT, CyX0Ta B HOCA, IOAYBaHE Ha BETPEIIHATA YacT Ha
HOCA, pa3Apa3sHUTEIHOCT M BHE3AIIHO HaMaJIeHHE WK 3ary0a Ha cliyxa.
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Ot MNOCTMApPKCTUHI'OBUA OIIUT CC C’LO6H.IaBa 3a pCAKHU CIIy4Yan Ha HecTaOHMIHA CTCHOKapAu-d (C’Lp,Z[GI{HO
3a6OJ'I$[BaH€) 1 BHC3aIllHAa CMBPT. TpH6Ba Ja Cce OTGCJ'Ie)KI/I, Y€ IIOBCYECTO, HO HE BCUYKH, OT MBIKCTC,
KOHUTO Ca NOJYYHIIU OMMMCAHUTC HCKCIIAaHU PCAKIIUU, Ca UMAJIU CbPACUYHN HpO6J’IeMI/I npeau rnmpucMa Ha
JICKApCTBOTO. He e Bp3MOXHO Ja c€ onpeCaciii Aajii TC3U MHIIUACHTH Ca ounmn IPAKO CBBP3aHU C
VIAGRA.

Cpo0maBaHe Ha HeKeJIAHU PeaKIuu

AKO TIONTyuuTe HAKaKBU HEXKEJaHU JIEKapCTBEHU Peaklny, yBeqoMere Bamms gekap, ¢hapManeBT wim
MEIUIUHCKA cecTpa. ToBa BKIIOYBA BCUYKU Bb3MOKHU, HEOIMCAHU B Ta3U JIMCTOBKA HEXKEJIAHU
peakuuu. Moxkere ChIo Ja ChOONUTE HEeXENIaH! PEeaKliy JUPEKTHO Upe3 HAaIlMOHATHATA CUCTEMA 32
choOIIaBane, mocoueHa B [Ipunoxkenne V. Kato cro0maBaTe He)KeTaH PEAKINH, MOXKETE J1a TaeTe
CBOS MPUHOC 3a TIOJy4aBaHe Ha MoBeUYe MHQPOPMAIHI OTHOCHO 0€30I1aCHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak na cexpansBate VIAGRA

[la ce cpxpaHsBa Ha MACTO, HEOCTBITHO 3a Jela.
Jla He ce cpxpansiBa Hajg 30°C.

He uzmon3Baiite ToBa JeKapcTBO Clied CPOKA HA TOAHOCT OTOENA3aH BhPXY KapTOHEHATA OIIAKOBKA U
ommcrepa cien "I'ogen mo0:". CpoKbT Ha TOJHOCT OTrOBaps HA MOCIEAHUS JIeH OT IIOCOYSHIS Mecell.
[a ce cbxpaHsiBa B OpUrHHAJIHATA OMAKOBKA, 3a J]a CE MPEasu OT Biara.

He H3XB’LpJ’IHfITe JICKApCTBATa B KaHAJIU3allUATa UJIN B KOHTeﬁHepa 3a JOMAIllHM OTIIaabIIN.
Ilonuraiite Bamms (I)apMaueBT KaK J1a U3XBBPJIATEC JICKAPCTBATA, KOUTO BEUYC HC U3IIOJI3BATC. Te3n
MCPKH IIIC CTIOMOTHAT 3a Olla3BaHC Ha OKOJIHATA Cpcaa.

6. Chbabp:kaHne HA ONIAKOBKAaTa U AONbJHATEHA HH(POPMALIHA
Kakso ceabpxa VIAGRA

- AKTHBHAaTa chcTaBKa e cuiigeHadmi. Beska TabneTka chabpxa 25 mg cungeHadun (kato

LUTpaTHA COJI).

- Hpyrure cbcraBky ca:

- CopueBuna Ha TabjieTkara: MHUKPOKpHCTAJIHA LIETyJI03a, KaJduueB XxuaporeH ¢ocdar
(6e3BozeH), HATPHEBA KPOCKapMeEII03a, MarHe3ueB
cTeapar.

- OWIMOBO MOKPHUTHE:! XHUIpomenosa, TutaHos auokcun (E171), nakroza
MOHOXHJIPAT, TPHALETHH, HHAUTO-KapMUH aTyMHUHUEB
nak (E132).

Kaxk m3rnexna VIAGRA u KakBO CbAbpika 0NMAKOBKATA

Ounmupanute Tadnerkure VIAGRA ca cuHu Ha UBST U ©MaT GopMa Ha OKPBIJICH AuaMaHT. Te ca
mapkupanu ¢ Haanuc “PFIZER” ot eqnara crpana u “VGR 25” ot apyrara. TabneTkuTe ce 10CTaBAT
B OJINCTEPHU OIAKOBKH, ChABPKaIm 2, 4, 8 wiu 12 tabnerku. Hsikon onakoBKY MOXKe J1a HE ce
npozaasat BB Bamata ctpaHa.

IIpuTtexaTesn Ha pa3pelieHHETO 3a ynoTpeda U MpPOU3BOAUTET

[Ipurexxatensat Ha pa3zpeuienueTo 3a ynotpeda Ha VIAGRA e Pfizer Europe MA EEIG, Boulevard de
la Plaine 17, 1050 Bruxelles, bearus.
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IIpomseogurensat Ha VIAGRA e Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530

Pocé-sur-Cisse, @panmusi.

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLU/ISI OTHOCHO TOBa JICKAPCTBO, MOJIA CBBPIKETC CC C JIOKAJITHUA
MNPEACTABUTCII HAa IPUTCKATCIIA HA pa3pCHICHUCTO 3a y1'IOTp€6aI

Belgié /Belgique / Belgien
Pfizer S.A./ N.V.
Tél/Tel: +32 (0)2 554 62 11

Bbarapus

[aiizep JTrokcemOypr CAPJI, Kinon bwirapus

Ten.: +359 2 970 4333

Ceska republika
Pfizer s.r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EAlLada
Upjohn Hellas E.ILE.,
TnA.: 430 210 67 85 800

Espaia
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
Tel: +44 (0)1304 616161

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

Magyarorszag
Pfizer Kft.
Tel.: +36 1 488 37 00

Malta
V.J. Salomone Pharma Ltd.
Tel: +356 212201 74

Nederland
Pfizer bv
Tel: + 31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z 0.0.,
Tel.: +48 22 335 61 00

Portugal
Laboratérios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL, Pfizer, podruznica za
svetovanje s podrocja farmacevtske dejavnosti,

Ljubljana
Tel: +386(0)152 11 400

Slovenska republika

Pfizer Luxembourg SARL, organiza¢na zlozka

Tel: +421-2-3355 5500
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Island Suomi/Finland

Icepharma hf. Pfizer Oy

Simi: +354 540 8000 Puh/Tel: +358(0)9 43 00 40
Italia Sverige

Pfizer Established Medicine Italy S.r.1. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00
Kvnpog United Kingdom

PFIZER EAAAX A.E. (CYPRUS BRANCH), Pfizer Limited

TmA: +357 22 817690 Tel: +44 (0)1304 616161
Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel: +371 670 35 775

Lietuva

Pfizer Luxembourg SARL, filialas Lietuvoje

Tel. +3705 2514000

Jara Ha mocieaHo npepasriaexaane Ha aucropkara {MM/I'TTT}.

JApyru u3rouyHunu Ha nHGoOpManus

[Honpobna nadopmanus 3a TOBa JEKapCTBO € MpeJocTaBeHa Ha yeOcalita Ha EBponeiickara areHuus
10 JIeKapcTBaTa http://www.ema.europa.eu
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JIncroBka: MHpoOpMANHA 32 MALMEHTA

VIAGRA 50 mg punvupann tadjieTKH
Cunnenagwun (Sildenafil)

IIpoyereTe BHMMATEIHO IslJIaTa JHCTOBKA, IIPEAH /1a 3alI09HETe 1A pHeMAaTe TOBA JIEKapCTBO
ThH KaTo TSl ChABbP:KA BaskHa 32 Bac undopmanms.

- 3ama3eTe Ta3u JUCTOBKA. Moxke Ja CC HAJIOKU J1a S MPOYCTCTC OTHOBO.

- Axo0 nmarte HIKaKBH AOI'BJIHUTCIIHU BBIIPOCH, nonuraiTe Bamms JICKap, (bapMaLIGBT niIn
MCIUIMHCKA CECTpa.

- ToBa JICKApCTBO € NPCANNCAaHO JIMYHO Ha Bac. He ro HpeOTCT’LHBaﬁTe Ha Jpyru xopa. To Moxe
Ja UM HaBpCIu, HC3aBUCHUMO Y€ MPU3HALIUTC HA TAXHOTO 3a00IIsIBaHe ca CBHIIUTEC KaTO Bammre.

- Axo IMOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBECAOMCTC Bamms JICKap,
(I)apMaueBT WM MCAUIUHCKA CECTpa. ToBa BKJII0YBA M BCHYKH BB3MOKHH HEXKEIIaH! pcaknuu,
HEONHMCAaHHU B Ta3H JINCTOBKA. Biokre Touka 4.

Kakso ChAbpPiKa Tasu JUCTOBKa

Kaxso npencrasnsa VIAGRA u 3a kakBo ce n3nosssa
Kakso Tpsi6Ba na 3naere, npenu na npuemere VIAGRA
Kaxk na npuemare VIAGRA

BBb3MOXkHM HEXeNNaHN peakluu

Kak na cexpanssare VIAGRA

ChbabpkaHue Ha OTIAKOBKATa W JIOMBJIHUTEIHA HHPOPMALIUS

A

1. Kakso npexncraBiasiBa VIAGRA u 3a kakBO ce H3M0J13Ba

VIAGRA cbabpka akTHBHOTO BEILIECTBO CHIIcHA(HII, KOETO MPUHAMAJICKN KbM IpyIia JIEKapCTBa,
HapedeHu nHxubutopu Ha pocponuecrepasa tum 5 (OIES). [eiictBuero Ha VIAGRA ce cbeTou B
noJrioMarate Ha pa3mupsBaHeTO Ha KpPbBOHOCHHUTE ChAOBE HA IIEHUCA, KOETO yJICCHSBA
KPBBOHAITBJIBAHETO My IIpH cekcyanHa Bb30yaa. VIAGRA me Bu nomorse camo aa nomydunte
€pEeKLHs, aKO CTE CEKCYaJTHO CTUMYJIMPaH.

VIAGRA e neuenue 3a Bb3paCTHU MBXE C €PeKTHIHA AUCHYHKINS, HApHYaHA IOHSIKOTa
UMIIOTEHTHOCT. TOBa 03Ha4aBa, 4e MBXXbT HE MOKE A2 OJTYYH WM J1a 3aAbPXKH CTAOMIIHA epeKIHs Ha
NIeHHCA, He00X0IMMa 33 CeKCYaIHUS aKT.

2. Kakso Tpa6Ba na 3naere, npeau aa npuemere VIAGRA
He npuemaiite VIAGRA

- AKO cTe aJepruyHy KbM CHIIICHA(UIT WK KbM HAKOSI OT OCTAaHAJIUTE ChbCTAaBKM HA TOBA
JIeKapcTBO (M30pOEHHU B TOUKA 6).

- AKO B3eMare JIeKapCcTBa, HApEeYeHU HUTPATH, Thi KaTO KOMOMHAIMATA MOXKE Ja PEAU3BHKA
MOTEHIMAIHO ONAaCHO crnajaHe Ha BameTo kppBHO Hansdrane. Kaxkere Ha Bamms nekap, ako
npueMare HIKOe OT TE3HU JIEKapCcTBa, KOUTO YECTO e AaBaT 3a 00JeKJYaBaHe HAa CTEHOKAPIUs
(umm ,,0071Ka B repauTe”’). AKO HE CTE CUTYPHH, monuTaiite Bamms nexap unu ¢papmarenT.

- AXO H3I1013BaTe HIAKOE OT JICKapCTBaTa, UI3BCCTHU KAaTO JOHOPH HAa a30TCH OKCU KATO

aMWIHUATPHT (,,lIOBPC”’), THil KATO KOMOWHAIUATA MOYKE CHINO /1A JIOBEAE 10 MOTSHIIUAITHO
OMNacHoO clajaHe Ha BameTo KpbBHO HasTaHE.

61



- Axo nipueMate puonuryat. ToBa IekapcTBO ce M3MOJ3Ba 3a JieueHHe Ha 0emopooHa
apTepualiHa XUTIEPTOHMS (T.€. BUCOKO KPBBHO HasIraHe B Oenurte ApoOOBE) U XpOHUYHA
TpoMOoeMOodHa 6eoIpoOHa XUIIEPTOHNUS (T.€. BUCOKO KPBBHO HAIlsTaHe B OemTe NpoOoBe
B pe3yJTar Ha KpbBHHU cheupeln). Jlokazano e, ue ®J[ES naxuburopure, karo Viagra,
3acuiBaT eeKTa Ha OHMKaBaHe Ha KPHBHOTO HAJISITAaHE HA TOBA JIEKAPCTBO. AKO B3eMare
pHUOLIMTYaT WK HE CTe CUTypHU, HHQopMupaiite Bammms nexap.

- AKO UMaTe TeXbK ChpIICUCH WM YEPHOAPOOEH MPOoOIeM.

- Axo HACKOPO CTC MPEIKUBCIN UHCYJIT WK CbpACYHA KpH3a, NJIN aKO UMATC HUCKO KPBbBHO
HaJsAraHe.

- AKO UMaTe HIKOM PEIKU HACIEIACTBEHH OUHU 3a00JsIBaHMsA (KaTO HAPUMED NUSMEHMO3EH
pemuHum).

- AKO HSIKOTa CTe UMaiu 3ary0a Ha 3peHUEeTO Iopayd HeapTepPUUTHA MPETHA UCXEMUIHA
ornrrryHa HeBpomnaTtus (HAWOH).

IIpenynpe:xaenus u npeanasHu MepKH

l'oBopere ¢ Bammst nekap, papmaneBT WM MeIUIMHCKA cecTpa, npenu na npuemere VIAGRA:

- AKO UMaTe ChbPHOBUAHO-KIETHYHA aHEMUS (AHOMAJIUS Ha YEPBEHUTE KPBBHU KIETKH),
neBkeMHsA (pak Ha KPbBHUTE KJIETKH), MYJITUIICH MUEJIOM (pak Ha KOCTHHUS MO3BK).

- Axko nmate aedopmanus Ha neHuca uiu oonect Ha [leiiponnu.

- AKo nMaTe cbpAeYHH npoOieMu. Bamusr nekap TpsaOBa fa npoBepr BHUMATEIHO AaJH
cbpueTo Bu Moke 1a moHece JOBJIHUTENIHO HATOBapBaHE, KaTO MIPABEHE HA CEKC.

- AKO UMaTe B MOMEHTA CTOMAIIHA 53Ba WK MPOOJIEMH ChC ChCHPBAHETO Ha KPBBTA (KaTo
HanpuMep XeMopuiIus).

- AKO M3nuTaTe BHE3AMHO HAMaJIeHHE UK 3ary0a Ha 3peHue, crpere npueMa Ha VIAGRA u
He3abaBHO ce cBBpxKeTe ¢ Bamms jgexap.

VIAGRA He Tpa6Ba n1a ce ynorpe0siBa eJHOBPEMEHHO C APYTH BUAOBE MEPOPATHO HIIH JOKATHO
JICYCHHE 32 EPEKTHIIHA AUCHYHKLIUS.

He tps6Ba na m3nonmsBare VIAGRA c nekapcta 3a O6enoapodna aprepuanna xunepronus (bAX),
cpIbpkany cuigenadwi, wim ¢ apyru ©@JIES naxuburtopu.

He tpsi6Ba na npuemare VIAGRA, ako HsMaTe epekTHiIHA AUCHYHKLIUS.
He tps6Ba na npuemare VIAGRA, ako cte xeHa.
Cneyuannu npedynpecoeHus npu nayueHmu ¢ 6v0peuHu uiu 4epHoopooHu npoodaemu

Tps6Ba na crobuuTe Ha Bamms nekap, ako nmate ObOpeUHH WM YepHOAPOOHH NTpodaemu. Bammst
JeKap MOXKe Aa peur Aa Bu npeanuiie no-Hucka 1o3a.

Jlena ¥ IOHOIIH

VIAGRA He Tpa6Ba na ce npuiiara npu Juna noj 18-roguinHa Bb3pact.
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JApyru nekaperBa u VIAGRA

Undopmupaiite Bamus nexap unu gpapmanesT, ako mpueMaTe, HaCKOpo CTe MpUEeMali HITH €
BB3MOXKHO J1a IPHEMETE IPYTH JIEKapCTBa.

Tabnetkute VIAGRA MoraTt /1a B3auMOIEHCTBAT C HIKOU JIEKapCTBa, 0COOCHO TE€3H, KOUTO CE
M3M0JI3BAT 3a JICUCHUE Ha TpbAHa Oonka. B ciyuaif Ha criemHocT TpsiOBa 1a cho0mmTe Ha Bamms
nexap, (papmaLeBT WM MEAUIMHCKA cecTpa, ue cre npuenu VIAGRA u kxora cre s npuenu. He
npuemMaiite VIAGRA c npyru nekapcTBa, ocBeH ako Bammsar nexap He Bu e paspemmi.

He tps6Ba na npuemare VIAGRA, ako B3emate jekapcTBa, HApEUSHN HUTPATH, Thi KaTO
KOMOMHAaNUATa HA TE3U JIEKapcTBA MOXKE 1a IPEAN3BHUKA MOTEHIIMATHO OTIACHO crajgane Ha Bamero
KPBBHO HansArane. Bunaru kaspaiite Ha Bamus nekap, ¢papmManeBT WM MEAULIMHCKA CECTpa, aKko
npueMare HIKOe OT Te3H JIEKapCcTBa, KOUTO YECTO ce AaBaT 3a 00JeKJaBaHe Ha CTeHOKapaus (Win
,,00JIKa B TEPIUTE”).

He tpsi6Ba na ynorpe6siBare VIAGRA, ako n3non3pare HIKOE OT JEKapcTBaTa, M3BECTHU KaToO
JIOHOPH Ha a30TeH OKCHJI KaTO aMUJIHUTPUT (,,Ionbpc”’), Thil KATO KOMOWHALKATA MOXKE CBIIO J1a
JIOBeZle A0 TOTEHIMAIHO OMacHO CMaJjaHe Ha BameTo KpbBHO HasAraHe.

Undopmupaiite Bamus nexap wnu gpapmaneBT, ako Bede MpreMare puoLuryar.

AKO B3eMare JIKapCTBa, U3BECTHU KaTO MPOTEa3HH HHXUOUTOPH, KAKBUTO CE W3IOJ3BAT 3a JICUCHHE
Ha XVB, Bamust nexkap BeposaTHO 1e Bu npennuiie kato Hadano Hall-HUCKaTa A03a (25 mg)
VIAGRA.

Hsikon manuenTH, KOuTo ca Ha Tepanus ¢ anda-0J0kep 3a JedeHne Ha BUCOKO KPbBHO HAJSITaHE WK
YBEIMUYEHHE Ha IPOCTATaTa, MOXKE Ja YCETAT BUEHE HA CBAT WIN IpUMalsBaHe, KOETO MOXKE J1a €
NPUYMHEHO OT MOHWXaBaHE Ha KPbBHOTO HAJATaHE NPH cAdaHe Wiu 0bp30 usnpassHe. Hakon
NalMEHTH ca YCeTHWIIN T€3U CUMIITOMH, Korato ca npuemanu VIAGRA c anda-6mokepu. Toa e Haii-
BEPOSITHO J1a ce ciy4H npe3 mppBuTte 4 yaca cien npuema Ha VIAGRA. TpsibOBa na cre Ha penoBHa
JIHEBHa 103a anda-6mokep npenu na npuemere VIAGRA, 3a na ce Hamaim puUCKbT OT €BEHTYaIHa
N0sIBa Ha TE3W CUMNTOMHM. BamusT gekap Moxxe 1a Bu Ha3HauM no-HUCKa HavdaimHa 7032 (25 mg)
VIAGRA.

VIAGRA ¢ xpaHa, HAIUTKH H AJTKOXO0J

VIAGRA moxe na ce npreMa cbe Ui 0e3 XxpaHa.

Bce mak moxxe na 3abenexute, ye VIAGRA 3amouBa na neiicTBa mo-60aBHO, ako s IpHeMare ¢ TexXKa
XpaHa.

[Iuenero Ha aaKOX0J MOKE BPEMEHHO Jia HapyIy Bamara ciocoOHOCT Aa MOCTUTHETE epeKius. 3a
Jla TOCTUTHETE MaKCHMallHa 1oI3a oT Bamero nekapcTso, ceBeTBaMe By 1a He nueTe npeKkaneHo
roJIEMH KOJIMYECTBA akoxoin npenu npueM Ha VIAGRA.

BpemenHocT, KbpMeHe N (pepTHIHMTET

VIAGRA He e noka3aHa 3a ynorpe0a IpH eHH.

lo¢pupane u padora ¢ MalIMHK

VIAGRA wmoxe 51a npequ3BrKa 3aMaliBaHe U J1a OBIUsie 3peHneTo. TpsOBa na mo3HaBare
uHIMBUAYyanHata cu peakuus KbM VIAGRA npenu na modupare uinu paboTUTE ¢ MaIMHU.
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VIAGRA cbabpaka JIakT03a

Cerpixere ce ¢ Bamms nexap npean aa B3emere VIAGRA, axo Toii Bu e kxa3Bai, ue numare
HEIIOHOCUMOCT KbM HAKOH 3aXapH, KaTo HalpuMep JaKTo3a.

3. Kak na npuemare VIAGRA

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e kazan Bammsar nexap. AKo He CTE CHTYpHH B
Helo, nonuraiTe Bamms nekap nim ¢apmanest. [Ipenopruntenyara HayanHa 1o3a € 50 mg.

He mpaoea oa npuemame VIAGRA noeeue om edoun nvm OHesHO.

He npuemaiite VIAGRA ¢unmupanu tabnetku B komOuHaims ¢ VIAGRA nucneprupaiiu ce B
ycTara TabJIeTKH.

VIAGRA T1psi6Ba 51a ce B3eMa OKOJIO €UH Jac Mpean IIaHupaHus oT Bac cexcyaneH KOHTaKT.
W3nwuiite TabaeTKaTa 11s171a ¢ Jaiia Boja.

Ako cmsTare, e ehekThbT Ha VIAGRA ¢ npekalieHo CUJICH WM MIPEKAICHO ¢Jiad, CIojieNeTe TOBa ¢
Bamus nekap wiu ¢apmariieBT.

VIAGRA me Bu moMorae camo aa MoiayduTe epeKIfus Ipu ceKcyaaHa cTuMyJaius. Bpemero, 3a
KoeTo ce nosBsiBa epekThbT Ha VIAGRA, e pa3inyHo 1py OTIACIIHA MHAWBUIN, HO OOMKHOBEHO €
MEXy TIOJIOBUH U eiuH Yac. Ako npuemere VIAGRA mo Bpeme Ha 00WIIHO XpaHeHe, eheKThT MOXKe
Jla HACTBIIU 10-0aBHO.

Axo VIAGRA ne Bu momara f1a mosyquTe epeKiys Wiu ako epekiusaTa By He mpoapinKaBa
JIOCTaThYHO JIBJITO, 3 J1a OCBIIECTBUTE CEKCYaJieH KOHTAKT, TPSAOBa J1a ChOOIIUTE ToBa Ha Bamus
JeKap.

AKo cTe nipue/iu moBeve oT HeoOxoaumarta 103a VIAGRA:

Moxke JAa U3NUTATC YBCIMYCHUC HA HCIKCIIAHUTC PCAKIIUU U TAXHATA TCIKCECT. I[O3I/I HazgQ 100 mg HC
yBCIn4aBaTt e(I)I/IKaCHOCTTa.

He mpaoea 0a npuemame nogeue maodaemku, omxoakomo Bawuam nexap Bu e kazan oa
npuemame.

Cewpikere ce ¢ Bamms nekap, ako pueMere moBeye TabJIeTKH, OTKOJIKOTO TPSOBa.

AKO MMaTe HSKAKBU JIOITBIHATEIHN BBIPOCH, CBEP3aHHU C YIIOTpedaTa Ha TOBa JICKApCTBO, MOMHUTATe
Bamms nekap, GapmanieBT niin MEIUIIMHCKA CECTpA.

4. Bb3MOKHYN HexkeTaHU peakuuu

KaxTo Bcuuku iekapcTBa, TOBa JIEKapCTBO MOXKE J1a PEeU3BHUKA HEXeJlaH! Peaklii, BBIIPEKU 4e He

BCEKHM T'M IToJTydaBa. HexxenanuTe peakinu, ChoOIICHH BB Bpb3Kka ¢ yrnorpedara Ha VIAGRA
OOMKHOBEHO ca JIEKH JI0O YMEPEHH B KPAaTKOTPaiHHU.
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AKO NOJTy4YHnTe HAKOM OT CJICHUTE CEPHO3HH HeKeJIaHU peakuu, cnpere npuemMa Ha VIAGRA
W BeJiHAra norbpcere MeANIMHCKA MOMOIIL:

. AJepru4Ha peakius — TS HaCThIIBa HeyecTo (Moxke aa 3acerHe 1o 1 Ha 100 mymm)
CHUMIITOMHTE BKITIOYBAT BHE3AIMHO XPUIITEHE, 3aTPYIHEHO AWIIAHE WU 3aMaiiBaHe, TIOJyBaHE
Ha KJIETTayuTe, JJULETO, YCTHUTE UIH I'BPIOTO.

L4 bonku B TbpAUTE — TC HACTHIIBAT HEYECTO
AXO BB3HUKHAT IO BpPEMC Ha WM CJIC CHOLICHUC
- 3aeMmere MOJIyCCAHAJIO IMMOJIOKCHUC U CC omnuTaiTe Ja C€ OTIIYCHCTC.
- He u3noiasBaiite HUTPATHU, 3a J1a ITOBJIUACTE OoJkaTa B r'bpaAUTC.

o Y AbIKeHH U IOHSIKOTa O0JIE3HEHU €PEeKIIMY — T€ HACTBHIBAT PAJAKO (MOKE J1a 3acerHar a0 1 Ha
1 000 mymm)
AKO UMaTe epeKLus, KOsSTO IpoIb/ikKaBa IoBeue oT 4 yaca, TpAOBa J1a ce CBbp)KeTe He3a0aBHO ¢
Jexap.

o BuezanmHo HaManeHue nin 3aryda Ha 3peHre — TO HaCThIIBA PAIKO

o Cepro3HH KOKHU PEakLiH — T€ HACTHIIBAT PSAKO

CHUMITOMHTE MOXKE Ja BKIIFOYBAT TCXKKO JIFOIICHC U MOAYBAHC HAa KOXXaTa, MCXYpPHU B yCTaTa,
IMOJIOBUTC OpraHU U OKOJIO OYUTE, TPCCKaA.

. I'bpuoBe win npunagblLy — T€ HACTHIIBAT PAAKO
Jpyru HeseJIaHU peaKIMu:
MHoro yecTn (MOXe 1a 3acerHat nmoseve ot 1 Ha 10 gymm): rmaBobosnue.

Yectn (MO)Ke Ja 3aceraart ao 1Ha 10 ,I[YH.II/I)Z TaJICHC, 3a4CPBABAHC HA JIMLICTO, TOPCIIN BBJIHU
(CI/IMHTOMI/ITC BKJIFOYBAT BHC3AIMHO YCCHIAHC 3a TOPCIIMHA B T'OpHATA 4aCT Ha TSIJ'IOTO), HapyluicHus B
XPpaHOCMMWJIAHCTO, MPOMCHH B PA3JIMYAaBAHCTO HA OIBETOBCTC, 3aMBbIJICHO BUKAAHC, 3pUTCITHU
HapyHICHU:, 3allyllIBAHC Ha HOCA U 3aMaiiBaHe.

Heuectn (Mo>e n1a 3acersar a0 1 Ha 100 gymm): noBpblane, KOXXeH 00pUB, pa3apa3HeHHe Ha OKOTO,
3ayepBsBaHE HA OUUTE/YEPBEHU OUH, OOJIKA B OUMTE, BUKIAHE HA CBETIMHHU OTOJSICHLIU, 3aCUICHO
BB3NPUEMAaHEe Ha CBETIMHATA, YyBCTBUTEIHOCT Ha CBETIMHA, ChI3€HE, ChplLieONeHe, yuecTeH IyJIC,
BUCOKO KPBBHO HaJIsiTaHe, HUCKO KPbBHO HAJIITaHe, 0OJIKa B MYCKYJIUTE, CHbHIMBOCT, HAMAJICHO
ycellane NpH JOIUp, CBETOBBPTEXK, IIyM B YIIUTE, CyX0Ta B yCTaTa, 3alyLIEHH HIIH IIBJIHU CHC CEKPET
CHHYCH, BB3MaJICHUE Ha JINTaBULIAaTa HA HOca (CUMITOMHTE BKIIOYBAT XpeMa, KUXaHe U 3almylIeH

HOC), OOJIKH B TOpHaTa 4acT Ha Kopema, ractpo-e3odareanna pediaykcHa 0onect (CHMOTOMHTE
BKJIIOUBAT ITapeHe 3aJ IPbAHATa KOCT OPaa BpbIaHe Ha CTOMAIIHU KHCEIMHU KbM XPaHOIPOBOAA),
HaJIM4Me Ha KPbB B YpHHATAa, OOJIKM B PBLETE MM KpakaTa, KbpBEHE OT HOCA, yCELIaHe 3a TOpeIuHa u
yCelllaHe 3a yMopa.

Peaxu (Moxe na 3acernat 1o 1 Ha 1 000 gymm): 3aryda Ha ch3HaHUE, HHCYINT, ChpACUEH yaap,
HEPUTMHUYHA ChPJECYHA AEHHOCT, BpEMEHHO HaMassiBaHE Ha KPbBHUSI TOK KbM YacTH OT MO3BKa,
YYBCTBO Ha CTATAHE B I'bPJIOTO, U3TPBIIBAHE HA yCTaTa, KbPBEHE B 3a/IHATA YaCT Ha OKOTO, IBOMHO
BIKJIaHE, HaMaJleHa 3puTelIHa OCTPOTa, HEOONYalHO ycellaHe B OKOTO, IOAYBaHE HA OKOTO MM
KJIenaya, BI)KJaHe Ha MaJIKM YaCTHIHM WM METHHIA, BI)KIAHE Ha OPEOJIN OKOJIO CBETIIMHHU
M3TOYHMLM, Pa3IIMpEHa 3eHUIa Ha OKOTO, MPOMSIHA Ha [[BETa Ha OslaTa 4acT Ha OKOTO, KbPBEHE OT
MIEHNCA, HAINYKNE HA KPbB B CEMEHHATa TEYHOCT, CyX0Ta B HOCA, IOAYBaHE Ha BETPEIIHATA YacT Ha
HOCA, pa3Apa3sHUTEIHOCT M BHE3AIIHO HaMaJICHHE WK 3ary0a Ha cliyxa.
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Ot MNOCTMAPKECTHUHI'OBUSA OIIUT CC C"bO6I].[aBa 3a pCAKHU ClIydau Ha HecTaOMIIHA CTCHOKapaus (C’Bp,[[eLIHO
3a6OJ'I$[BaH€) 1 BHC3aIllHAa CMBPT. TpH6Ba Ja Cce OTGCJ'Ie)KI/I, Y€ IIOBCYECTO, HO HE BCUYKH, OT MBIKCTC,
KOHUTO Ca NOJYYHIIU OMMMCAHUTC HCIKCIIAaHU PCAKIIUU, Ca UMAJIU ChbPACUYHN HpO6J'ICMI/I npeau rnmpucMa Ha
JICKApCTBOTO. He e Bp3MOxHO Ja c€ onpeCaAciii Aajii TC3U MHIIUACHTH Ca ounmn IPAKO CBBP3aHU C
VIAGRA.

Cpo0maBaHe Ha HeKeJIAHU PeaKIuu

AKO TIONTyuuTe HAKaKBU HEXKETaHU JICKapCTBEHU Peaklny, yBeJaoMeTe Bamms nekap, ¢papManeBT wim
MEIUIUHCKA cecTpa. ToBa BKIIOYBA BCUYKU Bb3MOKHU, HEOMCAHU B Ta3U JIMCTOBKA HEXKEIAHU
peakuuu. Moxkere ChIo Ja ChOONUTE HEeXENIaH! PEeaKliy JUPEKTHO Upe3 HAaIlMOHATHATA CUCTEMA 32
choOIIaBane, mocoueHa B [Ipunoxkenne V. Kato cro0maBaTe He)KeTaH PEAKINH, MOXKETE J1a TaeTe
CBOS MPUHOC 3a TIOJy4aBaHe Ha MoBeUYe MHQPOPMAIHI OTHOCHO 0€30I1aCHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak na cexpansBate VIAGRA

[la ce cpxpaHsBa Ha MACTO, HEIOCTBITHO 3a Jela.
Jla He ce cpxpansiBa Hajg 30°C.

He uzmonsBaiite ToBa 1eKapcTBO Cliel] CpOoKa Ha TOAHOCT, OTOENsI3aH BhPXY KapTOHEHATa OIMaKOBKa
ommcrepa cien "I'ogen mo:". CpoKbT Ha TOJHOCT OTrOBaps HA MOCIEAHUS JIeH OT IIOCOYSHIS Mecell.
[a ce cbxpaHsiBa B OpUrMHaIHATa OMAKOBKaA, 3a J]a Ce MPENas3u OT Biara.

He H3XB’LpJ’IHfITe JICKApCTBAaTa B KaHAJIU3allUATa UJIN B KOHTeﬁHepa 3a JOMAIlIHM OTIIadbIIN.
Ilonuraiite Bamms (I)apMaueBT KaK J1a U3XBBPJIATEC JICKAPCTBATA, KOUTO BCUC HC U3IOJI3BATC. Te3n
MCPKH IIIC CTIOMOTHAT 3a OIla3BaHC HAa OKOJIHATA Cpcaa.

6. Chbabp:kaHne HA ONIAKOBKAaTa U AONbJHATEHA HH(POPMALIHA
Kakso ceabpxa VIAGRA

- AKTUBHaTa chcTaBKa e cuiigeHadmi. Beska Tabnetka chabpxa 50 mg cungenadun (kato

LUTpaTHA COJI).

- Hpyrure cbcraBky ca:

- Cobpuesuna Ha TabneTkara: MHUKPOKPHCTATHA LIENTyJI03a, KaluueB XuaporeH ¢ocdat
(6e3BozeH), HATPHEBA KPOCKapMeEII03a, MarHe3ueB
cTeapar.

- ®uiIMoBO MOKPUTHE: XHunpomenosa, TutraHos auokcun (E171), nmakroza
MOHOXHJIPAT, TPHALETHH, HHAUTO-KapMHUH aTyMHUHUEB
nak (E132).

Kak m3rnexna VIAGRA u kakBO CbAbpika 0MAKOBKATA

Ounmupanute Tadnerkure VIAGRA ca cuHu Ha UBST U ©MaT GopMa Ha OKPBIJICH AuaMaHT. Te ca
mapkupanu ¢ Haanuc “PFIZER” ot eqnara crpana u “VGR 50” ot apyrara. TabneTkuTe ce 10CTaBAT
B OJIICTEPHHU ONAKOBKH, ChabprKaiiy 2, 4, 8, 12 wiu 24 tabieTky B KApTOHEHA KyTHS HIIM OIIaKOBKa
kapTa. Hikou ormakoBkHM MOKe Ja HE ce NpoaBaT BB Bamara ctpana.

IIpuTtexaTesn Ha pa3pelieHHETO 3a ynoTpeda U MpPOU3BOAUTET

[IpurexatensaT Ha pa3zpeuienueTo 3a ynotpeda Ha VIAGRA e Pfizer Europe MA EEIG, Boulevard de
la Plaine 17, 1050 Bruxelles, beenrus.
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IIpomseogurenst Ha VIAGRA e Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530

Pocé-sur-Cisse, @panmusi.

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLU/ISI OTHOCHO TOBa JICKAPCTBO, MOJIA CBBPIKETC CC C JIOKAJITHUA
MNPEACTABUTCII HAa IPUTCKATCIIA HA pa3pCIHICHUCTO 3a yrIOTpe6a:

Belgié /Belgique / Belgien
Pfizer S.A./ N.V.
Tél/Tel: +32 (0)2 554 62 11

Bbarapus

[aiizep JTrokcemOypr CAPJI, Kinon bwirapus

Ten.: +359 2 970 4333

Ceska republika
Pfizer s.r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EAlLada
Upjohn Hellas E.IL.E.,
TnA.: +30 210 67 85 800

Espaia
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
Tel: +44 (0)1304 616161

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

Magyarorszag
Pfizer Kft.
Tel.: +36 1 488 37 00

Malta
V.J. Salomone Pharma Ltd.
Tel: +356 212201 74

Nederland
Pfizer bv
Tel: + 31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.,
Tel.: +48 22 335 61 00

Portugal
Laboratérios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL, Pfizer, podruznica za
svetovanje s podrocja farmacevtske dejavnosti,

Ljubljana
Tel: + 386 (0)1 52 11 400

Slovenska republika

Pfizer Luxembourg SARL, organiza¢na zlozka

Tel: +421-2-3355 5500
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Island Suomi/Finland

Icepharma hf. Pfizer Oy

Simi: +354 540 8000 Puh/Tel: +358(0)9 43 00 40
Italia Sverige

Pfizer Established Medicine Italy S.r.1. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00
Kvmpog United Kingdom

PFIZER EAAAX A.E. (CYPRUS BRANCH), Pfizer Limited

TmA: +357 22 817690 Tel: +44 (0)1304 616161
Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel: +371 670 35 775

Lietuva

Pfizer Luxembourg SARL, filialas Lietuvoje
Tel. +3705 2514000

Jara Ha mocienHo npepasriaexaane Ha anucropkara {MM/YYYY}.
JApyru n3rouynunu Ha nHGopManus

[Honpobna nadopmanus 3a TOBa JEKapCTBO € MpeJocTaBeHa Ha yeOcalita Ha EBponeiickara areHuus
10 JIeKapcTBaTa http://www.ema.europa.eu

68



JIncroBka: MHpoOpMANHA 32 MALMEHTA

VIAGRA 100 mg ¢pnimupanu TadaeTkn
Cunnenadmun (Sildenafil)

IIpoyeTeTe BHMMATEIHO LsVIaTa JHCTOBKA, IPEAH /1a 3alI09HeTe Ja MpHeMaTe TOBAa JIEKapCTBO,
ThH KaTo TSl ChABP:KA BaskHa 32 Bac undopmanms.

- 3ama3eTe Ta3u JUCTOBKA. Moxke Ja CC HAJIOKU J1a S MPOYCTCTC OTHOBO.

- Axo0 nmarte HIKaKBH AOI'BJIHUTCIIHU BBIIPOCH, nonuraiTe Bamms JICKap, (bapMaLIGBT niIn
MCIUIMHCKA CECTpa.

- ToBa JICKApCTBO € NpCANNCAaHO JINYHO Ha Bac. He ro HpeOTCT’LHBaﬁTC Ha Jpyru xopa. To Mmoxe
Ja UM HaBpCIu, HC3aBUCHUMO Y€ MPU3HALIUTC HA TAXHOTO 3a00IIsIBaHe ca CBHIIUTEC KaTO Bammre.

- Axo IMOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBECAOMCTC Bamms JICKap,
(I)apMaLIGBT WM MCAUIIMHCKA CECTpa. ToBa BKJII0YBa M BCHYKH Bb3MOKHH HEXKEIIaH! pcaknuu,
HEONHMCAaHHU B Ta3H JINCTOBKA. Biokre Touka 4.

KakBo cbabpika Ta3 JHCTOBKA

Kaxso npencrasnsiBa VIAGRA u 3a kakBo ce n3nosssa
Kakso Tpsi6Ba na 3Haere, npenu na npuemere VIAGRA
Kaxk na npuemare VIAGRA

BBb3MOXkHM HeXeNNaHN peakluu

Kak na cexpanssare VIAGRA

ChbabppkaHue Ha OTIAKOBKATa W IOMBJIHUTEIHA HHPOPMALIUS

A

1. Kakso npexncraBiasiBa VIAGRA u 3a kakBO ce H3M0J13Ba

VIAGRA cpappka akTHBHOTO BEILIECTBO CHIIeHA(HI, KOSTO MPUHAMJICKN KbM IpyIia JIEKapCTBa,
HapedeHu nHxubutopu Ha docpoauecrepasa Tumn S (OHAES). [eiictBuero na VIAGRA ce cbeToun B
NoJrIoMarate Ha pa3mupsIBaHeTO Ha KPbBOHOCHHUTE ChAOBE Ha IIEHUCA, KOETO yJICCHSBA
KPBBOHAITBJIBAHETO My IIpH cekcyanHa Bb30yaa. VIAGRA me Bu nomorse camo aa nomydunte
€pEeKLHs, aKO CTe CEKCyalTHO CTUMYJIMPAH.

VIAGRA e neuenue 3a Bb3paCTHU MBXKE C €pEKTHIHA AUCHYHKIMS, HApHYaHA TIOHSIKOTa
MMIIOTEHTHOCT. TOBa 03Ha4aBa, 4e MBXXbT HE MOKE Ja MOIYYH WM J1a 3aAbPXKH CTAOMIIHA epeKIHs Ha
NeHHCa, He00X0IMMa 33 CeKCYaTHHUS aKT.

2. Kakso Tpa6Ba na 3naere, npeau aa npuemere VIAGRA
He npuemaiite VIAGRA

- AKo cTe alepruuH KbM CHJIICHA(DHI UM KbM HAKOS OT OCTaHAJINTE ChCTAaBKU Ha TOBA
JIeKapcTBO (M30pOEHHU B TOUKA 6).

- AKo B3emare JIeKapcTBa, HAPEUCHN HUTPATH, Thil KaTO KOMOMHALIMATa MOKE J1a TPEIU3BUKA
MOTEHIIMAJIHO ONIaCHO crajfaHe Ha BameTo kpbpBHO Hansrane. Kaxkere Ha Bamus nekap, ako
npueMare HSIKOe OT TE3HU JIEKapCcTBa, KOUTO YECTO Ce AaBarT 3a 00JeK4YaBaHe Ha CTeHOKapaus (Win
,,00JIKa B TBpAHTE”). AKO HE CTe CUTYpHH, NonuTaiTe Bamms nexap unun gapmanesT.

- AXO H3I1013BaTe HAKOE OT JICKapCTBaTa, U3BCCTHU KAaTO NJOHOPH HAa Aa30TCH OKCU KATO

aMWIHUATPHT (,,lIOMBPC”), THil KATO KOMOWHAIUATA MOYKE CHINO J1a JIOBEAE 10 MOTSHIIUAITHO
OMNacHoO clajaHe Ha BameTo KpbBHO HaNsTaHE.
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- Axo npuemare puouuryar. ToBa JekapcTBO ce U3MOI3Ba 3a JIeUeHHEe Ha OeJI0ApoOHa apTepruanta
XHUIEPTOHHUS (T.€. BUCOKO KPBBHO HaJlsiraHe B Oenure ApoOoBe) U XpOHUYHA TpOMOoeMOoInIHa
OenoapoOHa xunepToHus (T.e. BUCOKO KPBBHO HaJisiraHe B Oenute ApoOOBE B pe3yaTaT Ha KPbBHU
cbeupenn). Jokazano e, ue @/IES nunxuburopure, kato Viagra, 3acuiBat eekTa Ha IOHIKaBaHe
Ha KPBBHOTO HAJSITAaHE HA TOBA JIEKAPCTBO. AKO B3eMaTe PHOLUTYaT MM HE CTE€ CUT'YPHH,
uHpopmupaiite Bamms nexap.

- AKo umare TeXbK ChbpIeUeH WIH YePHOAPOOEH MpoOIeM.

- Axo HACKOPO CTC MPCIKUBCIU UHCYJIT WKW CbpPACYHA KpH3a WU aKO UMATC HUCKO KPBbBHO
HaJIsAraHe.

- AKo umare HJIKOU PeAKH HACJIEACTBCHH OYHH 3a00JIsIBaHUS (KaTO HAIPUMED NUSMEHMO3€eH
pemuHum).

- AKo HfKOra cTe MMajH 3aryba Ha 3peHHETO Opaal HeapTepUUTHA MpeIHa HCXEMUYHA ONTHYHA
nespomnatus (HAMOH).

IIpenynpe:xaenus u npeanasHu MepKH

l'oBopere ¢ Bamms nekap, hapMareBT Wi MeIUIMHCKA cecTpa, npeau na npuemere VIAGRA:

- AKo umare ChpPIOBUAHO-KJIEThYHA aHEMHS (AaHOMAJIHSI Ha YePBEHUTE KPbBHU KIICTKH ), JIEBKEMUS
(pak Ha KPBBHUTE KIJIETKH), MYJITUIUICH MUEJIOM (paK Ha KOCTHHUSI MO3BK).

- Axo umare gedopmanus Ha neHuca uiau 6omnect Ha [leiponu.

- Axo nmare ChbpACYHU HpO6J’I€MI/I. Bammsar JICKap TpH6Ba Ja MPOBCPH BHUMATCIIHO JaJIh CBPILCTO
Bu moxe Ja MMOHECC NJOMBJIHUTCIIHO HATOBAPBAHE KATO IPAaBCHC HA CCKC.

- Axo umare B MOMEHTA CTOMAIIIHA 513Ba HJIM IIPOOJIEMH ChC ChbCUPBAHETO Ha KPbBTa (KaToO
HanpuMep XeMoQuiIus).

- AKxo m3nuTaTe BHE3aITHO HAMaJeHUe WK 3ary0a Ha 3peHue, cnpete npuema Ha VIAGRA u
He3abaBHO ce cBBpxKeTe ¢ Bamms jgexap.

VIAGRA He Tpa6Ba n1a ce ynorpe0siBa eJHOBPEMEHHO C APYTH BUAOBE MEPOPATHO HIIH JOKATHO
JICYCHHE 32 CPEKTHIIHA AUCHYHKIHUS.

He tps6Ba na m3nonsBare VIAGRA c nekapcta 3a 6enoapodna aprepuanta xunepronus (bAX),
cpIbpkany cuigenadwi, wim ¢ apyru ©@JIES naxuburtopu.

He tpsi6Ba na npuemare VIAGRA, ako HsMaTe epekTHiIHA AUCHYHKLIUS.

He tps6Ba na npuemare VIAGRA, ako cte xeHa.

Cneyuannu npedynpecoeHus npu nayueHmu ¢ 6v0peuHu uiu 4epHoopooHu npoodaemu

Tps0Ba na crobmuTe Ha Bamms nekap, ako nmate ObOpEUHHU UM YepHOAPOOHH MpodiaeMu. Bammsit
JeKap MoXke Ja pemu Aa Bu npenmnuine mo-Hucka go3a.

Jlena u roHOIIM

VIAGRA He Tps0Ba Ja ce mpujiara npH Jjimia mnoj 18-roguiiHa Bb3pacr.
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JApyru nekaperBa u VIAGRA

Undopmupaiite Bamus nexap unu gpapmanesT, ako mpueMaTe, HaCKOpo CTe MpUEeMali HITH €
BB3MOXKHO J1a IPHEMETE IPYTH JIEKapCTBa.

Tabnetkute VIAGRA MoraT /1a B3auMOIEHCTBAT C HIKOH JIEKapCTBa, 0COOCHO TE3H, KOUTO CE
M3M0JI3BAT 3a JIeUeHHE Ha TpbaHa Oonka. B ciryuaii Ha criemHocT TpsioBa ga cpo0mmTe Ha Bamms
nexap, (papmaLeBT WM MEAUIMHCKA cecTpa, ue cre npuenu VIAGRA u kxora cre s npuenu. He
npuemMaiite VIAGRA c npyru nekapcTBa, ocBeH ako Bammsar nexap He Bu e paspemmi.

He tpsi6Ba na npuemare VIAGRA, ako B3emaTe jekapcTBa, HAPEUCHN HUTPATH, Thi KAaTO
KOMOMHAaNUATa HA TE3U JIEKapcTBA MOXKE 1a IPEAN3BHUKA MOTEHIIMATHO OTIACHO crajgane Ha Bamero
KPBBHO HansArane. Bunaru kaspaiite Ha Bamus nekap, ¢papmManeBT WM MEAULIMHCKA CECTpa, aKko
npueMare HIKOe OT TE3H JIEKapCcTBa, KOUTO YECTO Ce AaBaT 3a 00JeK4YaBaHe HAa CTEHOKapaus (Win
,,00JIKa B TEPIUTE”).

He tpsi6Ba na ynorpe6siBare VIAGRA, ako n3non3pare HIKOE OT JEKapcTBaTa, M3BECTHU KaToO
JIOHOPH Ha a30TeH OKCHJI KaTO aMUJIHUTPUT (,,IoIbpc”’), Thil KATO KOMOWHALKATA MOXKE ChIIIO J1a
JIOBeZle A0 TOTEHIMAIHO OMacHO CMaJjaHe Ha BameTo KpbBHO HasAraHe.

Undopmupaiite Bamus nexap wnu gpapmaneBT, ako Bede MpreMare puoLuryar.

AKO B3eMare JIKapCTBa, U3BECTHU KaTO MPOTEa3HH HHXUOUTOPH, KAKBUTO CE W3IOJ3BAT 3a JICUCHHE
Ha XVB, Bammsr nekap BeposiTHO 1e Bu nmpeanuie kato Hadano Hail-HUCKaTa g03a (25 mg)
VIAGRA.

Hsikon manuenTH, KOuTo ca Ha Tepanus ¢ anda-0J0kep 3a JedeHne Ha BUCOKO KPbBHO HAJSITaHE WK
YBEJIMUYEHNE Ha IPOCTaTaTa, MOXKE Aa yCETAT BUEHE HA CBAT WM IpUMalsiBaHe, KOETO MOXKE J1a €
NPUYMHEHO OT MOHWKaBaHE Ha KPbBHOTO HAATaHE NPH cagaHe Wiu Obp30 uinpassiHe. Hakon
NalMEHTH ca YCeTHWIIN T€3U CUMIITOMH, Korato ca npuemanu VIAGRA c anda-6mokepu. Toa e Haii-
BEPOSITHO J1a ce ciy4H npe3 mppBuTte 4 yaca cien npuema Ha VIAGRA. TpsiOBa na cte Ha penoBHa
JIHEBHa 103a anda-6mokep npenu na npuemere VIAGRA, 3a na ce Hamam puCKbT OT €BEHTYaIHa
N0sIBa Ha TE3W CUMNTOMHM. BamusT gekap Moxxe 1a Bu Ha3HauM no-HUCKa HavdaimHa 7032 (25 mg)
VIAGRA.

VIAGRA ¢ xpaHa, HAIUTKH H AJTKOXO0J

VIAGRA moxe na ce npreMa cbc Win 0e3 XxpaHa.

Bce mak moxxe na 3abenexute, ye VIAGRA 3amouBa na neiicTBa mo-60aBHO, ako s IpHeMare ¢ TexXKa
XpaHa.

[Iuenero Ha aaKOX0J MOKE BPEMEHHO Jia HapyIy Bamara ciocoOHOCT Aa MOCTUTHETE epeKius. 3a
Jla TOCTUTHETE MaKCUMallHa 1oJi3a oT Bamero nexapcTBo, ceBeTBaMe By a He nueTre npekaneHo
roJIEMH KOJIMYECTBA akoxoin npenu npueM Ha VIAGRA.

BpemenHocT, KbpMeHe N (pepTHIHMTET

VIAGRA He e noka3aHa 3a ynorpe0a IpH eHH.

lo¢pupane u padora ¢ MalIMHK

VIAGRA wmoxe 51a npequ3BrKa 3aMaliBaHe U J1a IoBIusie 3peHueTo. TpsoBa na mo3HaBarte
uHAMBUAYyanHata cu peakuus kbM VIAGRA npenu na modupare uinu paboTuTe ¢ MaIIMHU.
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VIAGRA cbabpaka JIakT03a

Cerpixere ce ¢ Bamms nexap npean aa B3emere VIAGRA, axo Toii Bu e kxa3Bai, ue numare
HEIIOHOCUMOCT KbM HAKOH 3aXapH, KaTo HalpuMep JaKTo3a.

3. Kak na npuemare VIAGRA

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KakTo Bu e kazan Bammsar nexap. AKo He CTE CHTYpHH B
Helo, nonuraiTe Bamms nekap nim ¢apmanest. [Ipenopruntenyara HayanHa 1o3a € 50 mg.

He mpaoea oa npuemame VIAGRA noeeue om eoun nvm onesno.

He npuemaiite VIAGRA ¢unmupanu tabnerku B komOunanusa ¢ VIAGRA ngucneprupamu ce B
ycraTta TabJIeTKH.

VIAGRA Tps6Ba 1a ce B3emMa OKOJIO €IUH Yac Npear IUIaHUpaHus oT Bac cekcyaseH KOHTaKT.
Wznuiite TabnerkaTa 1s1a ¢ yaa BOAa.

Axko cMmsTare, ue edekTsT Ha VIAGRA e npekanieHo cuiieH Win npeKaieHo ciiad, CIoAeseTe ToBa ¢
Bamms nekap niam papMaresr.

VIAGRA 1me Bu noMorse camo Aa moyryduTe epeklus Ipu CeKCyanHa ctumynanus. Bpemero, 3a
KoeTo ce nosiBsiBa ehekTsT Ha VIAGRA, e pa3nuuno npu oTAETHH HHIUBUAN, HO OOMKHOBEHO €
MEXIY MOJOBUH U equH yac. Ako npuemere VIAGRA mo Bpeme Ha 00miiHO XpaHeHe, eeKThT MOXKe
Jla HACTBITN 10-0aBHO.

Axo VIAGRA =He By nomara J1a oay4uTe epeKiys Uik ako epeKknuara Bu He npoabinkasa
JOCTaThYHO JBJIT0, 33 1a OCBILECTBUTE CEKCyalleH KOHTAKT, TpsiOBa Aa choOmmTe ToBa Ha Bamus
JeKap.

AKo cTe pue/u MoBeyYe OoT HeoOxoaqumara 103a VIAGRA:

Mosxe 1a u3nuTaTe YBeIUICHIE Ha HeXKEIaHUTE peakIuu U TaxHaTta Texxect. Jlo3u Hax 100 mg He
yBeIU4YaBaT e(hUKaCHOCTTA.

He mpaoea oa npuemame noseue maodiemku, omkoaxkomo Bawuam nexap Bu e kazan oa
npuemame.

Cewpikere ce ¢ Bammus nekap, ako npueMeTe moBeue TadJIeTKH, OTKOJIKOTO TpsOBa.

AKO UMaTe HIKAKBU JOIBIHUTENHN BBIPOCH, CBBP3aHHU C YIOTpedaTa Ha TOBa JICKapCTBO, MONHTAiTe
Bammus nexap, hapManeBT WM MEIUIMHCKA CECTPA.

4. Bb3MOKHH HesKeJIAHH peaKIuu

KaxTo Bcnuky JtekapcTBa, TOBa JIEKAPCTBO MOXKE J1a MPEIU3BHKA HEXKEIIAHU PEaKLi, BBIIPEKU Y€ HE

BCEKH I'l Tonyyasa. Hexxenanure peakiuu, cboOIIeHN BbB Bpb3Ka ¢ ynorpedara Ha VIAGRA
OOMKHOBEHO Ca JIEKH 0 YMEPEHHU U KPaTKOTpailHH.
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AKO NOJTy4HnTe HAKOM OT CJICAHHTE CEPHO3HM He:KeJJaHHW peakluu, cnpere npueMa Ha VIAGRA
W BeJiHAra norbpcere MeANIMHCKA MOMOIIL:

. AJepru4Ha peakius — TS HaCThIIBa HeyecTo (Moxke aa 3acerHe 1o 1 Ha 100 mymm)
CHUMIITOMHTE BKITIOYBAT BHE3AIMHO XPUIITEHE, 3aTPYIHEHO AWIIAHE WU 3aMaiiBaHe, TIOJyBaHE
Ha KJIETTayTe, JIULETO, YCTHUTE UITU I'BPIIOTO.

L4 bonku B TbpAUTE — TC HACTHIIBAT HEYECTO
AXO BB3HUKHAT IO BpPEMC Ha WM CJIC CHOLICHUC
- 3aeMmere MOJIyCCAHAJIO IMMOJIOKCHUC U CC omnuTaiTe Ja C€ OTIIYCHCTC.
- He u3noiasBaiite HUTPATHU, 3a J1a ITOBJIUACTE OoJkaTa B r'bpaAUTC.

o Y abIKeHH U TOHSIKOTa 00JI€3HEHU €PEeKIMY — T€ HACThIBAT PSAJAKO (MOKe J1a 3acerHar o 1 Ha
1 000 mymm)
AKO UMaTe epeKLus, KOsSTO IpoIb/ikKaBa IoBeue oT 4 yaca, TpAOBa J1a ce CBbp)KeTe He3a0aBHO ¢
Jexap.

o BuezanmHo HaManeHue nin 3aryda Ha 3peHre — TO HaCThIIBA PAIKO

o CepHo3HH KOKHU peakLy — T€ HACTHIIBAT PAAKO

CHUMITOMHTE MOXKE Ja BKIIFOYBAT TCXKKO JIFOIICHC U MOAYBAHC HAa KOXXaTa, MCXYpPHU B yCTaTa,
IMOJIOBUTC OpraHU U OKOJIO OYUTE, TPCCKaA.

. I'bpuoBe win npunagblLy — T€ HACTHIIBAT PAAKO
Jpyru HeseJIaHU peaKIMu:
MHoro yecTn (MOXe 1a 3acerHat nmoseve ot 1 Ha 10 gymm): rmaBobonue.

Yectn (MO)Ke Ja 3aceraart ao 1Ha 10 ,I[YH.II/I)Z TaJICHC, 3a4CPBABAHC HA JIMLICTO, TOPCIIN BBJIHU
(CI/IMHTOMI/ITC BKJIFOYBAT BHC3AIMHO YCCHIAHC 3a TOPCIIMHA B T'OpHATA 4aCT Ha TSIJ'IOTO), HapyluicHus B
XPpaHOCMMWIIAHETO, MIPOMCHH B PA3JIMYaBaHCTO HA IBETOBCTC, 3aMbIJICHO BUKAAHEC, 3pUTCITHU
HapyHICHU:, 3allyllIBAHC Ha HOCA U 3aMaiiBaHe.

Heuectn (Mo>e n1a 3acersar a0 1 Ha 100 gymm): noBpblane, KOXXeH 00pUB, pa3apa3HeHHe Ha OKOTO,
3ayepBsBaHE HA OUUTE/YEPBEHU OUH, OOJIKA B OUMTE, BUKIAHE HA CBETIMHHU OTOJSICHLIU, 3aCUICHO
BB3NPUEMAaHE Ha CBETIMHATA, YyBCTBUTEIHOCT Ha CBETIUHA, ChI3€HE, ChpLieONeHe, yuecTeH IyJIC,
BUCOKO KPBBHO HaJIsiTaHe, HUCKO KPbBHO HAJIITaHe, 0OJIKa B MYCKYJIUTE, CHbHIMBOCT, HAMAJICHO
yCcellane NpH JOIUp, CBETOBBPTEX, IIyM B YIIUTE, CyX0Ta B yCTaTa, 3alyIIEHH HIIH IIBJIHU ChC CEKPET
CHHYCH, Bb3MaJICHUE Ha JINTaBULIATa HA HOCA (CUMITOMHTE BKIIOYBAT XpeMa, KUXaHe U 3almyLIeH

HOC), OOJIKH B TOpHaTa 4acT Ha Kopema, ractpo-e3odareanna pediaykcHa 0onect (CHMOTOMHTE
BKJIIOUBAT ITapeHe 3aJ IPbIHATa KOCT OPaa BpbIaHe Ha CTOMAIIHU KHCEINHU KbM XPaHOIPOBOAA),
HaJIM4Me Ha KPbB B YpHHATAa, OOJIKM B PBLETE MM KpakaTa, KbpBEHE OT HOCA, yCELIaHe 3a TOpeIuHa u
yCelllaHe 3a yMopa.

Peaxu (Moxe na 3acernat 1o 1 Ha 1 000 gymm): 3aryda Ha ch3HaHUE, HHCYINT, ChpACUEH yaap,
HEPUTMHUYHA ChPJEYHA AEHHOCT, BpEMEHHO HaMalsIBaHE Ha KPbBHUSI TOK KbM YacTH OT MO3BKa,
YYBCTBO Ha CTATAHE B I'bPJIOTO, U3TPBIIBAHE HA yCTaTa, KbPBEHE B 3a/IHATA YaCT Ha OKOTO, IBOMHO
BIKJIaHE, HaMaJleHa 3puTelIHa OCTPOTa, HEOONYalHO ycellaHe B OKOTO, IOAYBaHE HA OKOTO MM
KJIenaya, BI)KJaHE Ha MaJIKM YaCTHUIIM WM METHHIA, BI)KIAHE Ha OPEOJIN OKOJIO CBETIIMHHU
M3TOYHMLM, Pa3IIMpEHa 3eHUIa Ha OKOTO, MPOMSIHA Ha [[BETa Ha OslaTa 4acT Ha OKOTO, KbPBEHE OT
MIEHNCA, HAINYKNE HA KPbB B CEMEHHATa TEYHOCT, CyX0Ta B HOCA, IOAYBaHE Ha BETPEIIHATA YacT Ha
HOCA, pa3Apa3sHUTEIHOCT U BHE3AITHO HAMaJICHHE WK 3ary0a Ha cliyxa.
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Ot MNOCTMAPKECTHUHI'OBUSA OIIUT CC C"bO6I].[aBa 3a pCAKHU ClIydau Ha HecTaOMIIHA CTCHOKapaus (C’Bp,[[eLIHO
3a6OJ'I$[BaH€) 1 BHC3aIllHAa CMBPT. TpH6Ba Ja Cce OTGCJ'Ie)KI/I, Y€ IIOBCYECTO, HO HE BCUYKH, OT MBIKCTC,
KOUTO Ca NOJIYUHIIU OMMMCAHUTC HCKCIIAHU PCAKIUU, Ca UMAJIM CbPACUYHN HpO6J’I6MI/I npeau nmpucMa Ha
JICKApCTBOTO. He e Bp3MOxHO Ja c€ onpeCaAciii Aajii TC3U MHIIUACHTH Ca ounmn IPAKO CBBP3aHU C
VIAGRA.

Cpo0maBaHe Ha HeKeJIAHU PeaKIuu

AKO TIONTyuuTe HAKaKBU HEXKETaHU JICKApCTBEHU Peaklluy, yBeJoMeTe Bamms nekap, ¢papManesT mim
MEIUIUHCKA cecTpa. ToBa BKIIOYBA BCUYKH Bb3MOKHU, HEOMCAHU B Ta3U JIMCTOBKA HEXKEIAHU
peakuuu. Moxkere ChIo Ja ChOONIUTE HeXEIIaH! PEeaKliy JUPEKTHO Ype3 HaIlMOHATHATA CUCTEMA 32
choOIIaBane, mocoueHa B [Ipunoxkenne V. Kato cro0maBaTe He)KeTaH PEAKINH, MOXKETE J1a TaeTe
CBOS MPUHOC 3a TIOJy4aBaHe Ha MoBeUYe MHQPOPMAIHI OTHOCHO 0€30I1aCHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak na cexpansBate VIAGRA

[la ce cpxpaHsaBa Ha MACTO, HEAOCTBITHO 3a JeIa.
Jla He ce cpxpansiBa Hajg 30°C.

He uzmonsBaiite ToBa 1eKapcTBO Cliel] CpOoKa Ha TOAHOCT, OTOENsI3aH BhPXY KapTOHEHATa OIMaKOBKa
ommcrepa cien "I'ogen mo:". CpoKbT Ha TOJHOCT OTrOBaps HA MOCIEAHUS JIeH OT IIOCOYSHIS Mecell.
[a ce cbxpaHsiBa B OpUrHHaIHATa OMAKOBKA, 3a J]a CE MPEena3u OT Biara.

He H3XB’LpJ’IHfITe JICKApCTBAaTa B KaHAJIU3allUATa UJIN B KOHTeﬁHepa 3a JOMAIlIHM OTIIadbIIN.
Ilonuraiite Bamms (l)apMaL[eBT KakK 1a U3XBBPJIATEC JICKAPCTBATA, KOUTO BCUYC HC U3IIOJI3BATC. Te3n
MCPKH IIIC CTIOMOTrHAT 3a OIla3BaHC HA OKOJIHATA Cpcaa.

6. Chbabp:kaHne HA ONIAKOBKAaTa U AONbJHATEHA HH(POPMALIHA
Kakso ceabpxa VIAGRA

- AKTHBHaTa ChCTaBKa € cuinaeHagwi. Beska tabnerka cpabpxa 100 mg cunnenaduin (kato

LUTpaTHA COJI).

- Jpyrure cbcTaBKH ca:

- CepiieBrHa Ha TabJeTKaTa: MHUKPOKpHCTAJIHA LIeNTyJI03a, KaJduKueB XuaporeH ¢ocdar
(6e3BojieH), HATpUEBA KPOCKAPMENI03a, MarHE3UEB
cTeapar.

- ®UIMOBO MOKPUTHE: XUIpomeno3a, TutaHoB auokcun (E171), makroza
MOHOXH/IPAT, TPUAIIETHH, HHIUTO-KapMUH aTyMIUHHIEB
nak (E132).

Kak m3rnexna VIAGRA u kakBO ChbABpKa 0IAKOBKATA

Ounmupanute Tadnetkure VIAGRA ca cuHu Ha UBST U ©MaT GopMa Ha OKPBIJICH AUaMaHT. Te ca
mapkupanu ¢ Haanuc “PFIZER” ot eqnara crpana u “VGR 100 ot apyrara. Tabnetkure ce
JIOCTaBAT B OIMCTEPHU OINAKOBKH, ChIbpKamm 2, 4, 8, 12 nnu 24 tabnetku. Hakou omakoBKH MOXe
Jla He ce IpojaBar BbB Bamara cTpana.

IIpurtexaTtesn Ha pa3pelieHHETO 3a ynoTpeda U MpPOU3BOAUTET

[IpurexxatensaT Ha pa3zpeuienueTo 3a ynotpedba Ha VIAGRA e Pfizer Europe MA EEIG, Boulevard de
la Plaine 17, 1050 Bruxelles, bearus.
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IIpomseogurensat Ha VIAGRA e Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530

Pocé-sur-Cisse, @panmusi.

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLU/ISI OTHOCHO TOBa JICKAPCTBO, MOJIA CBBPIKETC CC C JIOKAJITHUA
MNPEACTABUTCII HAa IPUTCKATCIIA HA pa3pCHICHUCTO 3a y1'IOTp€6aI

Belgié /Belgique / Belgien
Pfizer S.A./ N.V.
Tél/Tel: +32 (0)2 554 62 11

Bbarapus

[aiizep Jlrokcembypr CAPJI, Kion
bearapus

Ten.: +359 2 970 4333

Ceska republika
Pfizer s.r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EAlLada
Upjohn Hellas E.IL.E.,
TnA.: 430 210 67 85 800

Espaia
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
Tel: +44 (0)1304 616161

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

Magyarorszag
Pfizer Kft.
Tel.: +36 1 488 37 00

Malta
V.J. Salomone Pharma Ltd.
Tel: + 35621 22 01 74

Nederland
Pfizer bv
Tel: + 31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.,
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romaénia
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL, Pfizer, podruznica za
svetovanje s podrocja farmacevtske dejavnosti,

Ljubljana
Tel: +386(0)152 11 400

Slovenska republika

Pfizer Luxembourg SARL, organizac¢na zlozka

Tel: +421-2-3355 5500
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Island Suomi/Finland

Icepharma hf. Pfizer Oy

Simi: +354 540 8000 Puh/Tel: +358(0)9 43 00 40
Italia Sverige

Pfizer Established Medicine Italy S.r.1. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00
Kvnpog United Kingdom

PFIZER EAAAX A.E. (CYPRUS BRANCH), Pfizer Limited

TmA: +357 22 817690 Tel: +44 (0)1304 616161
Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel: +371 670 35 775

Lietuva
Pfizer Luxembourg SARL, filialas Lietuvoje
Tel. +3705 2514000

Jara Ha mocienHo npepasriaexaane Ha anucropkara {MM/YYYY}.
JApyru n3rouynunu Ha nHGoOpManus

[Honpobna nadopmanus 3a TOBa JIEKapCTBO € MpeJocTaBeHa Ha yeOcalita Ha EBponeiickara areHuus
10 JIeKapcTBaTa http://www.ema.europa.eu
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JIncroBka: MHpoOpMANHA 32 MALMEHTA

VIAGRA 50 mg TabsieTkH, AUCNePrupany ce B ycrara
Cunnenadmun (Sildenafil)

IIpoyeTeTe BHMMATEHO IsVIaTa JHCTOBKA, IPEAH /1a 3aMI09HeTe Ja IpHeMaTe TOBa JIEKapCTBO,
ThH KaTo TSl ChABbP:KA BaskHa 32 Bac undopmanms.

- 3ama3eTe Ta3u JUCTOBKA. Moxke Ja CC HAJIOKU J1a S MPOYCTCTC OTHOBO.

- Axo0 nmarte HIKaKBH AOI'BJIHUTCIIHU BBIIPOCH, nonuraiTe Bamms JICKap, (bapMaLIGBT niIn
MCIUIMHCKA CECTpa.

- ToBa JICKApCTBO € NpCANNCAaHO JIMYHO Ha Bac. Hero HpeOTCT’LHBafITC Ha JPpyru Xopa. To Mmoxe
Ja UM HaBpCIu, HC3aBUCHUMO Y€ MPU3HALIUTC HA TAXHOTO 3a00IIsIBaHe ca CBHIIUTEC KaTO Bammre.

- Axo IMOJIYYUTC HAKAKBU HCKCIIAHU JICKAPCTBCHU PCAKIIUU, YBECAOMCTC Bamms JICKap,
(I)apMaueBT WM MCAUIIMHCKA CECTpa. ToBa BKJII0YBA M BCUYKH BH3MOXXHU HEXKESJIaHU pcaknuu,
HEONHMCAaHHU B Ta3H JINCTOBKA.BIkTe Touka 4.

KakBo cbabpika Ta3 JHCTOBKA

Kaxso npencrasnsiBa VIAGRA u 3a kakBo ce n3nosssa
Kakso Tpsi6Ba na 3Haere, npenu na npuemere VIAGRA
Kaxk na npuemare VIAGRA

BBb3MOXkHM HEXeENaHu peakluu

Kak na cexpanssare VIAGRA

ChbabppkaHue Ha OTIAKOBKATa W IOMBJIHUTEIHA HHPOPMALIUS

A

1. Kakso npexncraBiasiBa VIAGRA u 3a kakBO ce H3M0J13Ba

VIAGRA cpappka akTHBHOTO BEILIECTBO CHIIeHA(HI, KOSTO MPUHAMJICKN KbM IpyIia JIEKapCTBa,
HapedeH! nHxuoutopu Ha Gocdoauecrepasa tun 5 (OLES). [eiictBuero Ha VIAGRA ce cbeTou B
NoJrIoMarate Ha pa3mupsIBaHeTO Ha KPbBOHOCHHUTE ChAOBE Ha IIEHUCA, KOETO yJICCHSBA
KPBBOHAITBJIBAHETO My IIpH cekcyanHa Bb30yaa. VIAGRA me Bu nomorse camo aa nomydunte
€pEeKLHs, aKO CTE CEKCyalTHO CTUMYJIMPAH.

VIAGRA e neuenue 3a Bb3paCTHU MBXKE C €pEKTHIHA AUCHYHKIMS, HApHYaHA TIOHSIKOTa
MMIIOTEHTHOCT. TOBa 03Ha4aBa, 4e MBXXbT HE MOKE Ja MOIYYH WM J1a 3aAbPXKH CTAOMIIHA epeKIHs Ha
NeHHCa, He00X0IMMa 33 CeKCYaTHHUS aKT.

2. Kakso Tpa6Ba na 3naere, npeau aa npuemere VIAGRA
He npuemaiite VIAGRA

- AKO cTe aJepruyHy KbM CHIIICHA(WIT WK KbM HAKOSI OT OCTAaHAJIUTE ChbCTAaBKM HA TOBA
JIeKapcTBO (M30pOeHU B TOUKa 6).

- AKO B3eMare JIeKapCcTBa, HApEeYEeHU HUTPATH, Thi KATO KOMOMHAIMATA MOXKE Ja PEAU3BHKA
MOTEHIMAJIHO ONAaCHO crajfaHe Ha BameTto kpbpBHO Hansrane. Kaxxere Ha Bamms nekap, ako
npueMare HSIKOe OT TE3H JIEKapCcTBa, KOUTO YECTO ce AaBaT 3a 00JeKJYaBaHe HAa CTEHOKAPIUs
(umm ,,0071Ka B repauTe”). AKO HE CT€ CUTYPHH, monuTaiite Bamms nekap unu ¢papmarenT.

- AXO H3I1013BaTe HAKOE OT JICKapCTBaTa, U3BCCTHU KAaTO JOHOPH HA Aa30TCH OKCU KATO

AMUJIHUTPUT (,,HOH’BpC”) . TBU KaTo KOM6I/IHaI_[I/ISITa MOXKE ChIIO Aa JOBCAC O IMTOTCHIIMATHO
OIIACHO CIIaJgaHC Ha Bamero KPBbBHO HAJIATAHC.
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- Axo nipueMate puonuryat. ToBa IekapcTBO ce M3MOJ3Ba 3a JieueHHe Ha 0emopooHa
apTepualiHa XUTIEpTOHHS (T.€. BUCOKO KPHBHO HANATaHE B OenuTe ApoOOBE) U XPOHUIHA
TpoMOoeMOodHa 6eoIpoOHa XUIIEPTOHNUS (T.€. BUCOKO KPBBHO HAIlsTaHe B OemTe NpoOoBe
B pe3yJTar Ha KpbBHHU cheupeln). Jlokazano e, ue ®J[ES naxuburopure, karo Viagra,
3acuiBaT eeKTa Ha IOHMKaBaHEe Ha KPHBHOTO HAJSITAHE HA TOBA JIEKAPCTBO. AKO B3eMare
pHUOLIMTYaT WK HE CTe CUTypHU, HHQopMupaiite Bammms nexap.

- AKO UMaTe TeXbK ChpIICUCH WM YEPHOAPOOEH MPOoOIeM.

- Axo HACKOPO CTC MPCIKUBCIN UHCYJIT WK CbpACYHA KpH3a, WX aKO UMAaTC HUCKO KPBbBHO
HaJsAraHe.

- AKO UMaTe HIKOM PEIKU HACIEIACTBEHH OUHU 3a00JsIBaHMsA (KaTO HAPUMED NUSMEHMO3EH
pemuHum).

- AKO HSIKOTa CTe UMaiu 3ary0a Ha 3peHUEeTO Iopayd HeapTepPUUTHA MPETHA UCXEMUIHA
ornrrryHa HeBpomnaTtus (HAWOH).

IIpenynpe:xaenus u npeanasHu MepKH

l'oBopere ¢ Bamms nekap, hapMareBT Wi MeIUIMHCKA cecTpa, npeau na npuemere VIAGRA:

- AKO UMaTe ChbPHOBUAHO-KIETHYHA aHEMUS (AHOMAJIUS Ha YEPBEHUTE KPBBHU KIETKH),
neBkeMHsA (pak Ha KPbBHUTE KJIETKH), MYJITUIICH MUEJIOM (pak Ha KOCTHHUS MO3BK).

- Axko nmate aedopmanys Ha neHuca wiu oonect Ha [leiiponnu.

- AKo nMaTe cbpAeYHH npoOieMu. Bamusr nekap TpsaOBa fa npoBepr BHUMATEIHO AaJH
cbpueTo Bu Moke 1a moHece JOIIBJIHUTEIHO HATOBapBaHE KaTo MIpaBeHE Ha CEKC.

- AKO UMaTe B MOMEHTA CTOMAIIIHA 53Ba WK MPOOJIEMH ChC ChCHPBAHETO Ha KPBBTA (KaTo
HanpuMep XeMoQuiIus).

- AKO M3nuTaTe BHE3AMHO HAMaJIeHHE UK 3ary0a Ha 3peHue, crpere npueMa Ha VIAGRA u
He3abaBHO ce cBBpxKeTe ¢ Bamms jgexap.

VIAGRA He Tpa6Ba n1a ce ynorpe0siBa eJHOBPEMEHHO C APYTH BUAOBE MEPOPATHO HIIH JOKATHO
JICYCHHE 32 CPEKTHIIHA AUCHYHKIHS.

He tps6Ba na m3nonsBare VIAGRA c nekapcta 3a 6enoapodna aprepuanta xunepronus (bAX),
cpIbpkany cuigenadwi, wim ¢ apyru ©@JIES naxuburtopu.

He tps6Ba na npuemare VIAGRA, ako He cTpagare OT epeKTHiIHa AUCHYHKLUS.
He tps6Ba na npuemare VIAGRA, ako cte xeHa.
Cneyuannu npedynpexcoeHus npu nayueHmu ¢ 6v0peuHu uiu 4epHoopooHu npoodaemu

Tps6Ba na crobuuTe Ha Bamms nekap, ako nmate ObOpeUHH WM YepHOAPOOHH NTpodaemu. Bammst
JeKap MOXKe Aa peur Aa Bu npeanuiie no-Hucka 1o3a.

Jlena ¥ IOHOIIH

VIAGRA He Tpa6Ba fa ce npuiiara npu Juna noj 18-roguiHa Bb3pact.
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JApyru nekaperBa u VIAGRA

Undopmupaiite Bamus nexap unu gpapmanesT, ako mpueMaTe, HaCKOpo CTe MpUeMalli Ui €
BB3MOXKHO J1a IPHEMETE IPYTH JIEKapCTBa.

Tabnetkute VIAGRA MoraTt /1a B3auMOIEHCTBAT C HIKOU JIEKapCTBa, 0COOCHO TE3H, KOUTO CE
M3M0JI3BAT 3a JIeUeHHE Ha TpbaHa Oonka. B ciryuaii Ha criemHocT TpsioBa ga cpo0mmTe Ha Bamms
nexap, (papmaLeBT WM MEAUIMHCKA cecTpa, ue cre npuenu VIAGRA u kxora cre s npuenu. He
npuemMaiite VIAGRA c npyru nekapctBa, ocBeH ako Bammsar nekap He Bu e paspenui.

He tps6Ba na npuemare VIAGRA, ako B3emaTte jekapcTBa, HApEUSHN HUTPATH, Thid KaTO
KOMOMHAaNUATa HA TE3U JIEKapcTBA MOXKE 1a IPEAN3BHUKA MOTEHIIMATHO OTIACHO crajgane Ha Bamero
KPBBHO HansArane. Bunaru kaspaiite Ha Bamus nekap, ¢papmManeBT WM MEAULIMHCKA CECTpa, aKko
npueMare HIKOe OT TE3HU JIEKapCcTBa, KOUTO YECTO ce AaBarT 3a 00JeK4YaBaHe Ha CTeHOKapaus (Win
,,00JIKa B TEPIUTE”).

He tpsi6Ba na ynorpe6siBare VIAGRA, ako n3non3pare HIKOE OT JEKapcTBaTa, M3BECTHU KaToO
JIOHOPH Ha a30TeH OKCHJI KaTO aMUJIHUTPUT (,,Ionbpc”’), Thil KATO KOMOWHALKATA MOXKE ChIIIO J1a
JIOBeZle A0 TOTEHIMAIHO OMacHO CMaJjaHe Ha BameTo KpbBHO HasAraHe.

Undopmupaiite Bamus nexap wnu gpapmaneBT, ako Bede MpreMare puoLuryar.

AKO B3eMare JIKapCTBa, U3BECTHU KaTO MPOTEa3HH HHXUOUTOPH, KAKBUTO CE W3IOJ3BAT 3a JICUCHHE
Ha XVB, Bamust nekap BeposTHO 1ie Bu npeanuie kato Hadano Hail-HUCKaTa 103a (25 mg
¢unmupann tadbnetkn) VIAGRA.

Hsikon manuenTH, KOuTo ca Ha Tepanus ¢ anda-0J0kep 3a JedeHne Ha BUCOKO KPbBHO HAJSITaHE WK
YBEJIMUYEHNE Ha IpOCTaTaTa, MOKe Aa yCETAT BUEHE Ha CBAT WIN IpUMalsIBaHe, KOETO MOXKE J1a €
NPUYMHEHO OT MOHWKaBaHE Ha KPbBHOTO HAATaHE NPH cagaHe Wiu Obp30 uinpassiHe. Hakon
NalMEHTH ca YCeTHWIIN T€3U CUMIITOMH, Korato ca npuemanu VIAGRA c anda-6mokepu. Toa e Haii-
BEPOSITHO J1a ce ciy4H npe3 mppBuTte 4 yaca cinen npuema Ha VIAGRA. TpsbOBa na cre Ha penoBHa
JHEBHa 103a anda-6mokep npenu na npuemere VIAGRA, 3a na ce HaManu pucKkbT OT €BEHTYyaIHa
N0sIBa Ha TE3W CUMNTOMH. BamusT jgekap Moxke 1a Bu Ha3HauM no-HUCKA HadalHa 7032 (25 mg
¢unmupann tadbnetkn) VIAGRA.

VIAGRA c¢ ankoxoJ

[Iuenero Ha aaKOX0J MOKE BPEMEHHO Jia HapyIu Bamara ciocoOHOCT Aa MOCTUTHETE epeKius. 3a
Jla MIOCTUTHETE MaKCUMalIHa 1oJI3a oT Bamiero nexapcTBo, ceBeTBaMe By a He nuere npekaneHo
roJIEMH KOJIMYECTBA aKkoxon npenu npueM Ha VIAGRA.

BpemenHocT, KbpMeHe N (pepTHIHMTET

VIAGRA He e nokazaHa 3a ynorpe0a MpH eHH.

lo¢pupane u padora ¢ MalIMHK

VIAGRA moxe na npeau3BuKa 3aMaiBaHe U Ja oBiusie 3peHuero. TpsadBa na mo3HaBare
uHAMBUAYyanHata cu peakuus kbM VIAGRA npenu na modupare uinu paboTuTe ¢ MaIlIMHU.

3. Kak na npuemare VIAGRA

Bunaru HpHeMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusr JICKap Win q)apMaueBT. Axo HE
CTC CUTYPHHU B HCLIO, nonuraite Bamms JICKap Win Q)apMaueBT.
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IIpenoppuutennara Hayanua go3a ¢ 50 mg.
He mpaoea oa npuemame VIAGRA noseue om edoun nvm OHesHO.

He npuemaiite VIAGRA nucneprupaiiu ce B ycrata TableTKd B KOMOMHAIHS ChC QUIMUPAHH
Ta0JIETKU, ChbpKaIly cuiiaeHadwi, BKIrounTeIHo VIAGRA dunMupanu tabaeTku.

VIAGRA T1psi6Ba 51a ce B3eMa 0OKOJIO €UH Jac Mpeau IIaHupaHus oT Bac cekcyaneH KOHTaKT.
Bpewmero, 3a xoeto ce nposiBsia epektbT Ha VIAGRA, € pa3nuuHo npu OTAETHUTE HHAUBUIH, HO

OOMKHOBEHO € MCXKAY IMOJIOBUH U €IWH 4Yac.

ITocraBeTe Jucrieprupaimigara c€ B ycrara TabjeTKa B ycTaTta CH BbpXY €31Ka, KbACTO T LIS CE
Ppa3TBOpH 3a CEKYHOH, CJIC TOBA s MPETIBTHETC CHC CIIFOHKA WJIK C BOAA.

TaOnerkaTa, Aucneprupaiia ce B ycrara, Tpsa0Ba a ce B3eMa Ha Ipa3eH CTOMax, Thil KaTo BEPOSTHO
IIe YCTAaHOBUTE, Y€ 3a M0sIBaTa Ha eeKT ce M3UCKBA MO-IBJITO BPEME, aKO CTE B3eJIU TabJeTKaTa C
oOwmiHa XpaHa.

Axo Bu e HeoOxoanMa BTopa AucHeprupaiia ce B ycrata tabiaerka ot 50 mg, 3a ja JOIIBIHUTE
nozara ot 100 mg, TpsiOBa na M34akaTe, JOKATO IIbpPBATa CE Pas3MaHe HAITBJIHO U s [NIBTHETE, KaTo

CZIBa TOTaBa MOXKCTC a B3CMCTC BTOpAaTa AUCIICprupalia c€ B ycrata TalbIeTKa.

Ako cmsTare, de ehexkThT Ha VIAGRA ¢ npekalieHo CHUJICH WM MIPEKaICHO ¢J1ad, CIojeNieTe TOBa ¢
Bamus nekap wiu ¢apmariieBT.

VIAGRA me Bu moMorae camo aa moy4duTe epeKIlus Ipu CeKcyaaHa CTUMYJIaIus.

Axo VIAGRA ne Bu momara f1a mosyquTe epeKiys Wiu ako epekiusaTa By He mpoapinKaBa
JIOCTAThYHO JIBJITO, 33 J1a OCHIICCTBUTE CEKCyalleH KOHTAKT, TPsIOBa 1a ChOOIIUTE TOBA Ha Barus
JIeKap.

AKo cTe nipue/iu moBeve oT HeoOxoaumarta 103a VIAGRA:

Moxke JAa U3NUTATC YBCIMYCHUC HA HCIKCIIAHUTC PCAKIIUU U TAXHATA TCIKCECT. I[O3I/I HazgQ 100 mg HC
yBCIn4aBaTt e(I)I/IKaCHOCTTa.

He mpaoea 0a npuemame nogeue madnemku, omxoaxomo Bawuam nexap Bu e kazan oa
npuemame.

Cewpikere ce ¢ Bamms nekap, ako pueMere moBeye TabJIeTKH, OTKOJIKOTO TPSOBa.

AKO MMaTe HSKAKBU JIOITBIHATEIHN BBIPOCH, CBEP3aHHU C YIIOTpedaTa Ha TOBa JICKApCTBO, MOMHUTATe
Bammws nekap, GapManeBT WM MEIUIIHCKA CECTpA.

4. Bb3MOKHYN HexkeTaHU peakuuu

KaxTo Bcuuku JiekapcTBa, TOBa JIEKapCTBO MOKE /1a MPEIU3BUKA HEXEJIaH! PeaKliy, BHIIPEKU e He

BCEKHM T'M IToJTydaBa. HexxenanuTe peakinu, ChoOIICHH BB Bpb3Kka ¢ yrnorpedara Ha VIAGRA
OOMKHOBEHO ca JIEKH JI0O YMEPEHH B KPAaTKOTPaHHU.
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AKO NOJTy4YnTe HAKOM OT CJIeJHUTE CEPHO3HU HeKeJIAaHM peakuuu, cnpere npuemMa Ha VIAGRA
W BeJiHAra norbpcere MeANIMHCKA MOMOIIL:

. AJepru4Ha peakius — TS HaCThIIBa HeyecTo (Moxke aa 3acerHe 1o 1 Ha 100 mymm)
CHUMIITOMHTE BKITIIOYBAT BHE3AIMHO XPUIITEHE, 3aTPYIHEHO AWIIAHE WM 3aMaiiBaHe, TIOyBaHe
Ha KJIETTayuTe, JJULETO, YCTHUTE UITU I'BPIIOTO.

L4 bonku B TbpAUTE — TC HACTHIIBAT HEYECTO
AXO BB3HUKHAT IO BpPEMC Ha WM CJIC CHOLICHUC
- 3aeMmere MOJIyCCAHAJIO IMMOJIOKCHUC U CC omnuTaiTe Ja C€ OTIIYCHCTC.
- He u3noiasBaiite HUTPATH, 3a [a NOBJIHACTEC OoIlKaTa B T'bpAUTE.

o Y abIKeHH U IOHSIKOTa O0JIE3HEHU €PEeKIMY — T€ HACTBHIBAT PAJAKO (MOKe J1a 3acerHar o 1 Ha
1 000 mymm)
AKO UMaTe epeKLus, KOsSTO IpoIb/ikKaBa IoBeue oT 4 yaca, TpAOBa J1a ce CBbp)KeTe He3a0aBHO ¢
Jexap.

o BuezanmHo HamaneHue nin 3aryda Ha 3peHre — TO HaCThIIBA PAIKO

o Cepro3HH KOKHHU PEakiiH — T€ HACTHIIBAT PAAKO

CHUMITOMHTE MOXKE Ja BKIIFOYBAT TCXKKO JIFOIICHC U MOAYBAHC HAa KOXXaTa, MCXYpPHU B yCTaTa,
IMOJIOBUTC OpraHU U OKOJIO OYUTE, TPCCKaA.

. I'bpuoBe win npunagblLy — T€ HACTHIIBAT PAAKO
Jpyru HeseJIaHU peaKIMu:
MHoro yecTn (MOXe 1a 3acerHat nmoseve ot 1 Ha 10 gymm): rmaBobonue.

Yectn (MO)Ke Ja 3aceraart ao 1Ha 10 ,I[YH.II/I)Z TaJICHC, 3a4CPBABAHC HA JIMLICTO, TOPCIIN BBJIHU
(CI/IMHTOMI/ITC BKJIFOYBAT BHC3AIMHO YCCHIAHC 3a TOPCIIMHA B T'OpHATA 4aCT Ha TSIJ'IOTO), HapyluicHus B
XPpaHOCMMWJIIAHCTO, MPOMCHH B PA3JIMYAaBaHCTO HA IBETOBCTC, 3aMBIJICHO BUKAAHC, 3pUTCITHU
HapyHICHU:, 3allyllIBAHC Ha HOCA U 3aMaiiBaHe.

Heuectn (Mo>e n1a 3acersar a0 1 Ha 100 gymm): noBpblane, KOXXeH 00pUB, pa3apa3HeHHe Ha OKOTO,
3ayepBsBaHE HA OYUTE/YEPBEHU OUH, OOJIKA B OUMTE, BUKIAHE Ha CBETIMHHU OTOJSICHLIH, 3aCUICHO
BB3NPUEMAaHE Ha CBETIMHATA, YyBCTBUTEIHOCT Ha CBETIMHA, ChJI3€HE, ChpLieONeHe, yuecTeH IyJIC,
BUCOKO KPBBHO HaJIsiTaHe, HUCKO KPbBHO HAJIITaHe, 0OJIKa B MYCKYJIUTE, CHbHIMBOCT, HAMAJICHO
ycellane NpH JOIUp, CBETOBBPTEXK, IIyM B YIIUTE, CyX0Ta B yCTaTa, 3alyLIEHH WU IIBJIHU ChC CEKPET
CHHYCH, Bb3MaJICHUE Ha JINTaBULIATa HA HOCA (CUMITOMHTE BKIIOYBAT XpeMa, KUXaHe U 3almyLIeH

HOC), OOJIKH B TOpHaTa 4acT Ha Kopema, ractpo-e3odareanna pediaykcHa 0onect (CHMOTOMHTE
BKJIIOUBAT ITapeHe 3aJ IPbIHATa KOCT NOPaay BpbIaHe Ha CTOMAIIHU KHCEIMHU KbM XPaHOIPOBOAA),
HaJIM4Me Ha KPbB B YpHHATAa, OOJIKM B PBLETE MM KpakaTa, KbpBEHE OT HOCA, yCELIaHe 3a TOpeIuHa u
yCelllaHe 3a yMopa.

Peaxu (Moxe na 3acernat 1o 1 Ha 1 000 gymm): 3aryda Ha ch3HaHUE, HHCYINT, ChpACUEH yaap,
HEPUTMHUYHA ChPJECYHA AEHHOCT, BpEMEHHO HaMaJsiBaHE Ha KPbBHUS TOK KbM YacTH OT MO3BKa,
YYBCTBO Ha CTATAHE B I'bPJIOTO, U3TPBIIBAHE HA yCTaTa, KbPBEHE B 3a/IHATA YaCT Ha OKOTO, IBOMHO
BIKJIaHE, HAMaJIeHa 3puTelIHa OCTPOTa, HEOOUYalHO ycellaHe B OKOTO, IOAYBaHE HAa OKOTO MM
KJIenaJa, BI)KJaHe Ha MaJIKM YaCTHIIM WM METHHIA, BI)KIAHE Ha OPEOJIN OKOJIO CBETIIMHHU
M3TOYHMLM, Pa3IIMpEHa 3eHUIa Ha OKOTO, MPOMSIHA Ha [[BETa Ha OslaTa 4acT Ha OKOTO, KbPBEHE OT
MIEHNCA, HAINYKNE HA KPbB B CEMEHHATa TEYHOCT, CyX0Ta B HOCA, IOAYBaHE Ha BETPEIIHATA YacT Ha
HOCA, pa3Apa3sHUTEIHOCT ¥ BHE3AIIHO HaMaJICHHE WK 3ary0a Ha cliyxa.
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Ot MNOCTMAPKECTHUHI'OBUSA OIIUT CC C"bO6I].[aBa 3a pCAKHU ClIydau Ha HecTaOMIIHA CTCHOKapaus (C’Bp,[[eLIHO
3a6OJ'I$[BaH€) 1 BHC3aIllHAa CMBPT. TpH6Ba Ja Cce OTGCJ'Ie)KI/I, Y€ IIOBCYECTO, HO HE BCUYKH, OT MBIKCTC,
KOHUTO Ca NOJYYHIIN OIMMCAHUTC HCIKCIIaHU PCAKIUU, Ca UMAJIN CbPACUHHN HpO6HCMH npeau nmpucMma Ha
JICKaApCTBOTO. He e Bp3MOKHO Ja c€ onpCaAciii Aajii TC3U MHIIUACHTH Ca oumun IMPAKO CBBP3aHU C
VIAGRA.

Cpo0maBaHe Ha HeKeJIAHU PeaKInu

AKO TIOTyuuTe HAKaKBU HEXKEJIaHM JIEKapCTBEHU PEaklny, yBeJoMeTe Bamms gekap, ¢papManeBT wim
MEIUIUHCKA cecTpa. ToBa BKIIOYBA BCUYKU Bb3MOKHU, HEOMCAHU B Ta3U JIMCTOBKA HEXKEJAHU
peakuuu. Moxkere ChIo Ja ChOONIUTE HeXEIIaH! PEeaKliy JUPEKTHO Ype3 HaIlMOHATHATA CUCTEMA 32
choOIIaBane, mocoueHa B [Ipunoxkenne V. Kato cro0maBaTe He)KeTaH PEAKINH, MOXKETE J1a TaeTe
CBOS MPUHOC 3a TIOJy4aBaHe Ha MoBeUYe MHQPOPMAIHI OTHOCHO 0€30I1aCHOCTTA Ha TOBA JIEKAPCTRO.

5. Kak na cexpansBate VIAGRA
[la ce cpxpaHsBa Ha MACTO, HEIOCTBITHO 3a Jela.

He uzmon3Baiite ToBa JeKapcTBO Clied CPOKA HA TOAHOCT OTOENA3aH BhPXY KapTOHEHATA OIIAKOBKA U
ommcrepa cien “T'omen no:”. CpoKbT Ha TOAHOCT OTrOBapsi Ha TIOCTEIHUS ACH OT ITOCOYCHHS MECell.
ToBa JieKkapCcTBO HE U3UCKBA CIIEHUATHHU YCIOBUS HA ChbXpaHEHHUE.

[a ce cbxpaHsiBa B OpUrMHaIHATa OMMAKOBKA, 32 J]a Ce MPEAna3u OT Biara.

He H3XB’LpJ’IHfITe JICKApCTBAaTa B KaHAJIU3allUATa UJIN B KOHTeﬁHepa 3a JOMAIlIHM OTIIadbIIN.
Ilonuraiite Bamms (l)apMaueBT KaK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BCUC HC U3IIOJI3BATC. Te3n
MCPKH IIIC CIIOMOTrHAT 3a OIla3BaHC HA OKOJIHATA Cpeaa.

6. Chbabp:kanne HA ONIAKOBKAaTa U AONBbJHATEHA HH(POPMALIHA
Kakso ceabp:xa VIAGRA

- AKTHBHaTa ChCTaBKa € cuinaeHapmi. Beska tabnerka, Aucneprupaiia ce B ycrara, CbIbpxa
50 mg cunaenadu (KaTo LUTpaTHA COJN).
- Hpyrure cbcraBky ca:
- MHUKPOKPHCTATHA LETyJI03a, KOJOUJCH XUAPOPOOEH CHIINIKEB AUOKCH, KPOCKapMeso3a
HaTpHii, MarHe3neB cTeapar, HHAUro-KapMuH adymuHues jak (E132), cykpanosa,
MaHHTOJI, KPOCIIOBHUIOH, TOJUBUHMIALIETAT, IIOBUIOH,
- apomar, KOWTO ChIbpiKa: MaNTOAEKCTPHUH U JEKCTPHH,
- HaTypaJeH apoMaT, KOITO ChAbpKa: MaNTOAEKCTpuH, raunepoi (E422) u nponwiexn
rikon (E1520),
- JMMOHOB apoMaT, KOHTO ChABpKa: MaITOAEKCTpUH H anda-roxodepon (E307).

Kak m3rnexna VIAGRA u KakBO CbAbpika 0MAKOBKATA

VIAGRA Tabnerku, qucrieprupaliy ce B ycTara, ca CHHHU Ha BT U UMaT (popMa Ha AMAMaHT,
Mapkupanu ¢ “V50” ot exnata ctpana. TabneTkuTe, AUCHIEPrUpalIH C€ B yCTaTa, CE JOCTaBsT B
OJINCTEPHU OTAaKOBKH, ChABpKaIm 2, 4, 8 vn 12 tabnerku. Hsikon onakoBKY MOXKe /1a HE ce
nmpoaasat BB Bamata ctpaHa.

IIpurtexaTtesn Ha pa3pelieHHETO 3a ynoTpeda U MpPOU3BOAUTET

[IpurexxatensaTt Ha pa3zpenienueTo 3a ynotpeda Ha VIAGRA e Pfizer Europe MA EEIG, Boulevard de
la Plaine 17, 1050 Bruxelles, bearus.
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IIpomseogurenst Ha VIAGRA e Fareva Amboise, Zone Industrielle, 29 route des Industries, 37530

Pocé-sur-Cisse, @panmusi.

3a JOII'BJIHUTCIIHA I/IH(I)OpMaLU/ISI OTHOCHO TOBa JICKAPCTBO, MOJIA CBBPIKETC CC C JIOKAJITHUA
MNPEACTABUTCII HAa IPUTCKATCIIA HA pa3pCHICHUCTO 3a y1'IOTp€6aI

Belgié /Belgique / Belgien
Pfizer S.A./ N.V.
Tél/Tel: +32 (0)2 554 62 11

Bbarapus

[aiizep JTrokcemOypr CAPJI, Kinon bwirapus

Ten.: +359 2 970 4333

Ceska republika
Pfizer s.r.o.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EAlLada
Upjohn Hellas E.IL.E.,
TnA.: 430 210 67 85 800

Espaia
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 38513908 777

Ireland

Pfizer Healthcare Ireland
Tel: 1800 633 363 (toll free)
Tel: +44 (0)1304 616161

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

Magyarorszag
Pfizer Kft.
Tel.: +36 1 488 37 00

Malta
V.J. Salomone Pharma Ltd.
Tel: +356 212201 74

Nederland
Pfizer bv
Tel: + 31 (0)10 406 43 01

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.,
Tel.: +48 22 335 61 00

Portugal
Laboratérios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL, Pfizer, podruznica za
svetovanje s podrocja farmacevtske dejavnosti,

Ljubljana
Tel: + 386 (0)1 52 11 400

Slovenska republika

Pfizer Luxembourg SARL, organiza¢na zlozka

Tel: +421-2-3355 5500
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Island Suomi/Finland

Icepharma hf. Pfizer Oy

Simi: +354 540 8000 Puh/Tel: +358(0)9 43 00 40
Italia Sverige

Pfizer Established Medicine Italy S.r.1. Pfizer AB

Tel: +39 06 33 18 21 Tel: +46 (0)8 550 520 00
Kvnpog United Kingdom

PFIZER EAAAX A.E. (CYPRUS BRANCH), Pfizer Limited

TmA: +357 22 817690 Tel: +44 (0)1304 616161
Latvija

Pfizer Luxembourg SARL filiale Latvija
Tel: +371 670 35 775

Lietuva
Pfizer Luxembourg SARL, filialas Lietuvoje
Tel. +3705 2514000

Jara Ha mocienHo npepasriaexaane Ha anucropkara {MM/YYYY}.
JApyru n3rouynunu Ha nHGoOpManus

[Honpobna nadopmanus 3a TOBa JEKapCTBO € MIpeJocTaBeHa Ha yeOcalita Ha EBponeiickara areHuus
10 JIeKapcTBaTa http://www.ema.europa.eu
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