KPATKA XAPAKTEPUCTUKA HA TTPOIYKTA
VIAGRA® (Sildenafil) film-coated tablets 25 mg

1. TBHPTOBCKO BABMEHOBAHOWE HA JIEKAPC'II"BE%%%TS DPABEONAZBANETO

VIAGRA 25 mg CbPIJIMI’Ip&HH TAONEeTKH np A0 OHIS BREL
pazpeueniie 33 ynorpebale AH552\\%00.05

2. KAUYECTBEH M KOJIMYECTBEH CECTAB 16 97/72 05 .04 W .

Beaka TabneTka ceEbpKa 25 mg sildenafil nox hopmata Ha waTpar.

32 MOMOINHH BellecTBa, Bk pazmen 6.1.

3. JEKAPCTBEHA @®O0PMA
OuMEpan TabIeTRH

Tabnerxure oT 25 mg ca cuek dmMupany TableTKH ¢ GopMa Ha OKPBIICH OHAMAHT U
mapruposka “PFIZER” ot ennara cTpasa k “VGR 257 ot npyrara ctpana.

4,  KIWBHAYHH JAHHE
4,1. TepaneBTHYHH HOKAZAHES

Jleuenme Ha MBIKE C SPEKTHIIHA AACQYHKIMA, KOATO IpeACTaBAsABa HECTIOCODHOCT 3a IOCTHIaHe
HIM 3aABpKaHe Ha epeKiyd Ha IeHHCa, A0CTAThYHA 34 3aJOBOIHTENCH CEKCYaneH aKT.

3a pa 6B10e edextiBHA VIAGRA, ¢ HeoOxopuMa CeKCyanHa CTHMY LU,
4.2. Ho3upoBKA ¥ HAYHH HA NPHIOKEHHE
3a nepopanya ynorpeda

Vnompeba npu ev3pacmuu:

IpenoprunTtensara fo3a e 50 mg, KOWTO ce B3eMaT IIPH HY’KJa HPHOIH3KTETHO SAMH Yac TIpeK
CEKCYaAHMs akT. B 3aBHCHMOCT OT edieKTa H MOHOCHMOCTTa Ao3aTa MOXKe Na 651e ypenpyena no 100
Mg WK HamaneHa 1o 25 mg. Makcumantara npenopbuntenHa noza ¢ 100 mg. MaxcuManuarta
IpeTIOpBYHTENHE YeCTOTa Ha TIpHeMane € BeqHbk AHeBHO. Ilpn npuem Ha VIAGRA mo Bpeme Ha
XpaHeHe HagalloTO Ha AeficTBHeTo MoxXe Ja Op/e 3a6aBeHO B CpaBHEHME C MPHEMA Ha THafHO (BK.
pasmen 5.2.).

Vnompeba npu nayuenmu ¢ HanpeoHana 8v3pacm:
Kopexiyy Ha 1o3aTa He ca HeoGXOIMMH IPH NAIHEHTH B HallpeiHasa BL3pacT.

Vnompeba npu nayuenmy ¢ Hapymena ob0peuna Qynryua:
TIpenopbxuTe 3a AO3HpaHe, AafeHd B “TIprIokeH e NpK BR3PacTHy’, Ca BaMHIHH MPH JalHEeHTH
¢ JIeKo 710 ymepero GEOpeuso yepexaane (kpeaTHHHHOB KiIHpEHC = 30 — 80 ml/min).

TBii kaTO MpH NAIHEHTH ¢ TEXKO OE6peyro yBpexKaane (KpeaTHBHHOB KIHPEHC < <30 ml/min)
wiHpBHCET Ha sildenafil e Hamanen, TpaGea na ce uMa TIpeaBHA 1034 OT 25 MEF B;B‘H‘BHCHMOGT oT
edekTa ¥ MIOHOCMMOCTTA A03aTa MOke ia Opge yBenmdera io 50 mg Imnfl O(i“mg m"' L2 \\
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Ynompeba npu nayuenmy ¢ HapyuieHa ueproopobua dynxyua:
Toii kaTo NpH MANHEHTH ¢ YepHOAPOOHO yBpexxaase (Hamp. meoéa) xo{mpr,ﬂcm Ha511d$na le
HamaneH, TpaOBa Oa ce UMa IpenBu] 103a oT 25 mg. B 3aBHcuMOocT orxeq:elcra H IOHQC oea;ra
nosaTa Moxke na Opge yeemaera 1o 50 mg mnw 100 mg. N ,/f/
J




KPATKA XAPAKTEPHCTHERA HA TIPCIYKTA
VIAGRA® (Sildenafil) film-coated tablets 25 mg

Ynompeba npu oeya:
VIAGRA He e IOKa3aHa IIpH AuHa 1oy 1 8-rogMimea Be3pacT.

Vnompeba npu nayuenmu, npuesaui Opy2u 1eKapCmeeHy cpeocmea.

C mKIogeHHe Ha ritonavir, 3a KOIHTO He ce Ipernoprypa eHOBpeMeHHa yrotpeda cxc sildenafil
(®x. pazzen 4.4), ripH TIALMEHTH, TOTYYaBaniy eHOBPeMeHHO JeyenHe ¢ CYP3A4 naxuburopy (BrK
pazzen 4.5.), TpAbBa Ja ce MMa NpeABKZ HavallHa [03a OT 25 mg.

TlanmenTure TpsaOBa a2 GHHaT CTAGIIHE O OTHOLICHKE Ha TepanuaTa ¢ anda-GroKkepH ripeH
sano4yBaHe Ha fevenle cie sildenafil, 32 ga ce HaManM BE3MOKHOCTTA 32 Pa3BHTHE HA OPTOCTATHYHA
XHMIIOTOHWA.

4.3. IlpoTEBONOKAIAHMNSH
CBpBXYyBCTBHTENHOCT KEM AKTHBHATA CyOCTAHIMSA Mitd HAKOE OT MOMOLUHKTE BELIecTBa.

B CHEOTBETCTBYE ¢ HEFOBHTE H3BECTHE e(eKTH BEPXY IBTA 230TeH OXHC/IIMISTHYEH IYaHO3HH
morodocdar (¢cGMP) (Bx. pasmen 5.1.), sildenafil e nokasan noreHUMpare Ha XHIOTEH3HBHATE
eEKTH Ha HHTPATHTE H CIIEIOBATEIIHO ¢AHOBPEMEHHOTO My NPHIOKEHKS C JOHOPH Ha a30TeH OKHC
(xato amyl nitrate) BIM HMTpaTH MOJ BCsKakBa GopMa & IpOTHBOIIOKA3&HO.

Cpencrpara 3a eUeHHE Ha epekTHNHaT2 HuchyHKIM, BmoynTeHo sildenafil, ne 1psabsa fa
6BAaT IpUIaraHy IpU MEXE, Ha KOUTO HE Ce NPENopEUBa CEKCyallHa aKTHBHOCT (HalpuMep,
[aLHEHTH ¢ TeKKH ChPASIHO-CHI0BY HapyimeHnd KaTo HecTaOKIHA CTEHOKAPAHA WK TeXka
ChpAedHA HEROCTATHUHOCT).

Bezonacuocrra Ha sildenafil He e mpoyyera npH cleluuTe TIOATPYIIH ALUMEHTH H CHE0BATENHO
ynorpe6ara My € IPOTHBOIOKA3aHA: TEXKO JepHOAPOGHO yBpexaare, XHIOTOHKA (KPEBHO HAIraHe
< 90/50 mm Hg), anamHe3a 3a CKOPOLIEH HHCYIT Wl MHEOKAp/IeH HH(APKT H H3BECTHH HACHE/ICTBEHH
JereHepaTHBHH 3a60MI4BAHIS HAa PeTHHATa Kato retinitis pigmentosa (Manka 4acT OT Te3M IAHEHTH
HMAT TeHeTHYHH aHOMAIIHH, 3acarally GocdonrecTepasiTe HA PETHHATA).

4.4, CHenmManHH KPOTHBONOKAZAHMA H CHENHANHN NpeIyHpexRIeHns 3a ynorpeta

ITpenu na Gie HasHAUeHO (apMaKOJIOTHYHO iTedYeHHe & HeoOXOMUMO CHeMaHe Ha MEJULMHCKA
aHaMHe3a ¥ QU3HKAIEH CTATYC 33 YCTAHOBsBAHE HA epeKTHWIHATA AUCHYHKIMA K ONpefeNiHe Ha
BBH3IMOMKHUTE TOMIeNKALTH HPHIHHEA.

TIpenu 3amovsane Ha KAKBOTO K Aa € JieYeHN e 32 ePeKTHIIHA AuChYHKIMA eKapuTe TpadBa Aa
TIPELIEHAT CHPASYHO-CHIOBHS CTATYC Ha TIALHEHTUTE CH, ThH KaTo CHUIECTBYEa CTeleH Ha Chp/IeUeH
PHCK, CBBEP3aH ChC CeKCYanHaTa aKTHBHOCT. Sildenafil mma coaopasmIApABaIH CBOHCTBA, BogeIy O
JEKO ¥ NPeX0AHO IOHIDKeH)E Ha KPEBHOTO Hastarase (Bk. pasgest 3.1.). Ilpenu npeqmicsanero Ha
sildenafil mexapurte TpaOBa BHUMATSIHO Ja IPEHEHAT AATH TEXHUTE NaUMHEHTH ¢ OTIpe/IeIeH
CHITETCTRAINH 3a60/ABaHMs GMXa MOTIM g C& MOBIHIST HeCnaronpHATHO OT Te3H BA30MHIATATHEHY
edexTH, ocobeHo B KOMOHMHAIHA CBC CeKCyalHa akTHBHOCT. IIaMeHTH ¢ MIOBHICHA 1yBCTBHTEIHOCT
KBM Ba30AMATATOPH C2 Te3u ¢ 00CTPYKIMA Ha IeBOKAMEPHEHsA H3XOMISH TPAKT (HarnphMep, a0pTHa
CTeHO32, XurepTpodHyHa 0GCTPYKTHBHA KapIHOMHONIATHA) K TE3H ¢ PEAKMA CHHAPOM Ha
MHOMKECTBEHA CHCTEMHA aTpodius, MaH#decTHpaIl ¢ ¢ TeXKKO HAPYILEH aBTOHOMEH KOHTPOJI Ha
KpBBHOTO HA/LATAHE.

VIAGRA rioTeH1Epa XUIIOTeH3UBHAA eeKT Ha HUTpaTHTe (B, pasfen 4.3.).

TR
Hma [I0CTMARPKETHATOBY CHOOIIEHHS 32 CePUO3HH ChpACIHO-CHAOBH mnugem‘g{/,;a?n?\
MHOKapyeH HH(ApKT, HeCTaOWIHA CTEHOKapAUs, BHE3aNHa CHPAEIHA CMBPT, géaMepHH‘ap‘HrMHH, v
XEMOpArudeH HHACYNT, IPEXORHO HapYIIeHREe Ha MOZBYHOTO Kp‘bBOOﬁpaHIBHHe’ xnrrep'romm W
XUIOTOHHUA, CHBIAAAINM IO BpeMe ¢ ynorpebara Ha VIAGRA. Tloseuero, }fg) ;ae CHYKH, OT Tegh )
HALMEHTH ¢a UMalH IPe/IIecTRAlH CEPASUHO-CHIOBH PHCKOBH (haKTODH. I{Iose*‘fero HI:U.IHI[E:HI‘PI, 53;},
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KPATKA XAPAKTEPHUCTHKA HA ITPOIIVKTA.
VIAGM@(SﬂdenaﬁI) Jfilm-coated tablets 25 mg

KOHTO ce choblapa, ca HaCTBIAIK IO BpeMe Ha WK CKOPO CHell ceKcyasHa akTHBHOCT, 4 HAKOH ca
BB3HAKHATH cKOpo chex mpuema Ha VIAGRA Ges cexcyanna axtuproct. He e BB3MOxHO aa Gnae
olpejieNleHo Jany Te2y WHITHIeHTH ca CBHp3ady IpsKO ¢ TOPHHUTE HWIH Ipyrd GaKropH.

CpencrpaTta 32 JedeHHe Ha EPEKTHIHAT2 AUCPYHKOHA, BKIFOUnTEHO sildenafil, TpsGea na Gepar
W3MON3BAHH BHUMATEIIHO TIPH HAHCHTH C AHATOMHYHA JedopMarys Ha neHuca (KaTo aHryiauug,
kaBepHO2Ha GuOpo3a win donecT Ha Peyronie) AIM Np# IAIMEHTH CHC CBCTOAHMS, KOUTO MOXE Ja
TIpeIpAasnoNaraT KsM IpHar3sM (KaTo ChpIOBHAHO-KIETHIHA aHeMHs, MyJITUIUIEH MUEIOM FIIH
JIEBKEMHEA).

BezomacHocTTa B edeKTHBHOCTT2 Ha KoMOuHatwTe Ha sildenafil ¢ ppyry HawHEM 3a AeueHue Ha
epeKTHIHA OHChHYHKIMS He ca MpoyyueHk. [10pafin TOBA NPHIArageTo Ha TAKHBa KOMOHHALINH He Ce
TIPElophYBA.

Vrorpebara Ha nuxubuTopu Ha DIES He ce npernopbura IpH HANMEHTH ¢ IPERLISCTBAY SIIH30]
Ha He-apTepHUTHA NpefHa MCXeMHYHa oNiTuyHa Heponatus (HAWUOH).

EnsoBpemennara ynotpeba Ha sildenafil u ritonavir se ce npenoprisa (81 paszen 4.5.).

IIpenopbuBa ce BHEMaHue, koraro sildenafil ce npuara Ha NanHeHTH, KOWTO IpHeMat anda-
BIOKepH, THH KaTo eJTHOBPEMEHHOTO TIPHIIOYKEHHE MOXKE fa IoBee A0 CHMITOMATHYHA XHIIOTOHMSA
TIPH MajIkOTO YyBCTBHTENHH HHIMBHIH (BK. paznen 4.5.). ToBa e Hali-BeposTHO 1A Ce IPOSIBH IIpe3
mepBUTe 4 Haca cnef nprema Ha sildenafil. ITanpenTrre TpaOBa Jia 6B0aT XeMOAMHAMUYHO CTAOHITHY
IO OTHOMIEHME Ha TeparwsTa ¢ anda-Oioxepy Apey 3a0UBaHe Ha JeueHHe cke sildenafil, 3a aa ce
HaMaJTH BB3MOXKHOCTTA 38 Pa3BHTHE HA OPTOCTATHYHA XHIIOTOHMA. Tpadea jfa ce HMa mpeaBLL
3aroupane Ha neueHHeTo cbe sildenafil ¢ moza ot 25 mg (Bx. paznen 4.2). B nonbiHeHne, AeKapuTe
TpsOBa Na OCHBETBAT IAlMeHTHTE KaKBO fa IPaBAT B Cyval Ha NofgBa Ha CHMITTOMHE Ha
OPTOCTATHIHA XMIOTOHHA.

IpoyuBaHus BEPXY HOBENIKH TPOMOOLUTH TIOKa3BaT, ue sildenafil notenmmpa in vitro
anTHArperauTHHTe CBOHCTRA Ha HATHEBHA HATponpycun. Jluncea madopMmari 3a 6e3onacHaTa
yriorpeba ma sildenafil npu naMesTH ¢ HapyilleHHd Ha KPEBOCHCHPBAHETO MM aKTHBHA IIENITHYHA
a3pa. CrenoBatenyo, sildenafil TpaGea na Opae npumarad Fpy TAKHBA TALHEHTH CAMO CIES
BHUMATENTHA OLISHKA [TOT3a-PHCK.

DunMOROTO NoKpHTHE Ha TabnetkuaTa VIAGRA cpabpxa naxrosa. VIAGRA He Tpsa6Ba ga ce
TIpIIara IpH MBXE C PeNKY HaCHEACTBEHH CHCTOSHNA KaTo TalakTo3Ha HEMOHOCUMOCT, faKTaseH
JMeduuET Ha Lapp Mas rRIOKO30-TalaKTo3Ha ManabcopOius.

VIAGRA ue e nokazana 3a ynorpeda npu skeHH.

4.5. Jlexapcrsedn H APYrH GopmH Ha B3aMMONEHCTBHEN

Eerxmu na dpyzu nexapemesernu npodyxmu evpxy sildenafil

Hpoyusanun in vitro:

MerabonusmeT Ha sildenafil o IpuHIMI ce OCHIIECTBIBA C HOMOIITE Ha H30eHIUMHE 3A4

(ocuosed eT) 1 2C9 (TOpOCcTENEeHeH IET) Ha nuroxpoM P-450 (CYP). llopanu ToBa nHXuGHTOPHTE
H2 Te3¥ W30SH3IMMM MOTAT Ja NOBEJAT /10 HaMareHHe Ha KIHpPEHCa Ha sildenafil.

Hpovusanus in vivo:

TlomynanuouHuaT GapMaKOKHHETHYEH aHaly3 Ha HJAaHHUTE OT KIMHMYHY NpoydYRaHMA OKAsBa
HamaleHNe Ha KiupbHea Ha sildenafil npu egnoBpeMeHHO NpHiioxer#e ¢ HHXHOHTOPH na CYP. CYP3A4
(xaro ketoconazole, erythromycin, cimetidine). Brnpeku 4e He e 6mno HabmofaBaHo pe&nﬁ';: HEHa,
gecTOTaTa Ha HEXellaHHTe PeaKliiy HpH Te3! HaldeHTH, korato sildenafil ce npmar‘a egmo eHHO v

¢ mxuturopu ra CYP3A4, Tpabpa Ja ce mMa npedpuy HA4YasiIHa 1o03a OT 25 mg. /{7’




KPATKA XAPAKTEPHCTHKA HA TIPOIOYKTA
VIAGRA® (Sildenafil) film-coated tablets 23 mg

EnmsoBpemennnar npueM Ha HIV-nporeazaus HHxuOUTOP ritonavir, KOHTO € MHOTO MOIIEH
raxubuTop Ha P-450 (500 mg nyxpatao aueBHo), ¥ sildenafil (100 mg exnokparha no3a) € gosen mo
HapactBaHe ¢ 300% (4-xpatHo) Ha Cya, Ha sildenafil u ¢ 1000% (11-xparHo) Ha miazmenata AUC Ha
sildenafil. Ha 24-us uac, miasmeHnTe HUBa Ha sildenafil Bee ome ca Omnu oxoso 200 ng/ml B
cpaBHeHue ¢ HuBara oT 5 ng/ml npu camocTosTeneH npreM Ha sildenafil. Tosa croTBETCTRE Ha
u3paszenuTe edekTr Ha ritonavir BpXy IMMPOK KpEr cybeTpary Ha P-450. Sildenafil e e oxazan
BJIMSHHE BEPXY (hapMaxOXuHeTHKATa Ha ritonavir. Bz3 ocHoBa Ha Tesu dapMakoXUHETHYHH
PE3YNTATH, SEHORPEMEHHOTO NpHImkenne Ha sildenafil u ritonavir He ce npenopsuBa (BX. pazzen
4.4.) 1 npu HEKakBK 0DCTOATENCTBA MAKCHMalIHAaTA Jo3a Ha sildenafil ve Tpabea na HamxsbpNg 25 mg
B paMKHTe Ha 48 yaca.

Ennospemennust nprem wa HIV-nporeazeng HEXUOHTOp saquinavir, KOHTO e AHXHOUTOP Ha
CYP3A4, cneg nocTyrane Ha paBHOBeCHH KoHUeHTpauus (1200 mg Tpu noTr xueeno) H sildenafil
(100 mg egHOKpaTHA H034) € MOBEN KO HapacTBade cbe 140% Ha Cp,, Ha sildenafil 1 ¢ 210% na AUC
ua sildenafil. Sildenafil re e okazan pmaHEe BEPXY dapMAKOKHEETHKATA Ha saquinavir (B, pasgen
4.2.). Ilpemnonara ce, 4e mo-Momey waxuduTopy Ha CYP3A4 karo ketoconazole u itraconazole 6rxa
HMAJTH Ole IO-CHIISH S(eKT.

Tpu exHoBpeMeHHO TIpAIOKeHHe Ha sildenafil B eqHOKpaTHa f03a o1 100 mg 1 crenmduyuHNEs
CYP3 A4 wxxuOuTop erythromycin cnen mocTurase Ha paBHOBECHH KOHLEeHTparmd (500 mg
JBYKpaTHO THEBHO 3a 5 OHH) e 0o HabmoAasaHo yeenuverne cse 182% Ha cicTeMHuaTa
excrosmung (AUC) Ha sildenafil. TIpw 3apasu mbxke NOOPOBONIM He e O HaboAaBaH e(eKT Ha
azithromycin (500 mg nuerro sa 3 nuu) BEpXY AUC, Coay, tmax, SAHMHHAIIMOHHATA KOHCTAHTA WK
nonyxusora Ha sildenafil snu meropure ocEoBHE MeTabomuTH B nupkynamuaTa. Cimetidine (800 mg),
xo#iTo e muroxpoM P-450 umxuburop u HecnenuduyeH CYP3A4 uHXHOHTOD, € TIPSITH3BHKAI
HapacTBaHe ¢ 56% Ha UnasMeHara KOHIeHTpalyA Ha sildenafil mpy exHOBpeMEHHO IPUIIOKEHUE CHC
sildenafil (50 mg) npu 3apasy FOGPOBOMLIY.

Coxwt ot rpefinidpyt e cnab umxuburop Ha CYP3A4-Menurpanus MeTaboIH3sM B IpeBHaTa
CTeHa ¥ MOXKe [1a IOBEIE A0 YMEPEHO HAPACcTBAHE Ha IUasMeHuTe HHBA Ha sildenafil.

EnHOKpATHH [03H aHTHAUKL (MarHe3Hes XUAPOKCHA/AYMHHHEB XHAPOKCHI) HE Ca TORIMATH
GuoHaTHyHoCcTTa Ha sildenafil.

Brrpexu 4e He ca MPOBSXIaHH CIeNMpUIHY IPOYYBAHHUS 32 JEKapCTBCHH B3aUMONECHCTBHA ©
BCUYKH JIEKAPCTBEHH IPOLYKTH, TONYNAIMOEHHAT (apMakOKHHETHYEH aHAIH3 He € [oKasan edekr
BBEPXY hapmarokuHeTHKaTa Ha sildenafil ripy emHOBpeMEHHO NPHIOKEHHE HA IEKAPCTBEHH CPEICTBa,
NPMHAIAEKAITH KBM rpynara Ha naxuburopute Ha CYP2C9 (kato tolbutamide, warfarin, phenytoin),
CYP2D6 (xaro celeKTHBHUTEe HHXMOMTOPH Ha 00paTHHA 3aXBaT Ha CePOTOHMHA, TPHIMIIIHYHHTE
AHTHAETIPECAHTH ), THA3HIHUTE ¥ CPOJIHH JHYPETHIH, OpHMKOBMTE M KANKH-CIIECTABAIIKTE AHYDETHIH,
HHEXMGHTOPHTE HA aHTHOTEH3WH-KOHBEPTHPALLSA SH3HM, KaIHHeByTe aHTalOHUCTH, DeTa-
aJIpeHOPEIeNTOPHHTEe AHTATOHKMCTH i uHAyKTopHTe Ha CYP450-Memuupanus MerabonussM (KaTo
rifampicin, 6apburyparu).

Nicorandil ¢ XxuGpun MesKAY aKTHBATOP Ha KAJIHEBHTE KaHANH M HuTpat. [lopanu HRTpaTHATA CH
KOMIIOHEHTA ChHIIECTBYBa BE3MOKHOCT 32 CEpHO3HO B3auMomeiicTrue cpe sildenafil.

Eexmu na sildenqfil evpxy opyeu nexapcmeer npodyxmu

Hpovueanus in vitro:

Sildenafil e ca6 wrxuGurop Ha yuToxpoM P-450 moensmvu 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4
(ICsp> 150 pM). Kato ce mMa NpeABHs, Y& NUKOBaTa IU1a3MeHa KOHIEHTPAHs Clef IIPHeM Ha
sildenafil » mpenoprunTentuTe K034 & NpubnM3KTEnHO 1 PM, He 61 MOITIO Ha ce o4yaxea VIAGRA xa
HOBIHsE KIHpPHHCA Ha CyOCTpaTHTE Ha TE3H H30CH3MMH.

2

Jhinceat papHu 3a B3anMofielicTereTo Mexxny sildenafil HECHGHH(bK‘IHH’I‘fé
uExHGUTOPH Kato theophylline unu dipyridamole. e




KPATKA XAPAKTEPHCTHKA HA TIPOIVKTA
VIAGRA® (Sildenafil) film-coated tablets 25 mg

Hpovusanus in vivo:

B cHOTBETCTBHE C IIO3HATHTE CH AEHCTBHA BBPXY ITTS asoTeH okcun/ul M@ (Bx. pasgen 5.1.),
sildenafil mokasa noveHIMpaHe Ha XHIIOTEH3MBHATE eheKTH Ha HUTPATHTE H CHEJIOBATENHO,
€IHOBPEMEHHOTO My TIPHIOKEHHE C JOHODH Ha a30TeH OKCHA WM HETPATH IO/l KaKBaTO K 14 €
Hhopma e MPOTHBOMOKAa3aHo (BXK. pasnen 4.3.).

EnsoBpeMenHoTO npHnoxenHe Ha sildenafil Ha manueHTH, KOUTO IpHEMAT an(a-OIOKEPH, MOXE
Iia IOBEJE N0 CHMITTOMATHYHA XUTIOTOHA HPY MallkOTO YyBCTRHTEIHN HHIMBHAH. ToBa e Hali-
BEPOSATHO fa C& IPOSBH Ipe3 IIbpBHUTe 4 uaca cief ipueMa Ha sildenafil (Bx. pasgen 4.2 u 4.4). B tpu
CIeIHDHIHN HpoyUBaHHA 3a eKapeTBeHH B3auMonelicTeus anda-6nokepst doxazosin (4 mg u 8 mg)
u sildenafil (25 mg, 50 mg wni 100 mg) ca GrmM NPHICKEHH eNHOBPEMEHHO Ha IAIlHEeHTH C
AoOpOoKavecTBe A XUTIepIIIasy Ha npoctaTa (IXII), crabunmsupany Ha Tepanua ¢ doxazosin. B Te3n
HM3IHUTBAHY NOMYALMY e HabmIoAaBalo CPEAHO NOBIHKTENIHO HaMalle e Ha KPBBHOTO HANSraHe B
JIETHATO MosIoxkesue ¢soTBeTHO 7/7 mmHg, 9/5 mmHg u 8/4 mmHg, 1 cpenHo DombIHHTENHO
HAMAISHME Ha KPEBHOTO HAJIATAHE B HBIIPABEHO IIOJNOKEHME CHOTBETHO 6/6 mmHg, 11/4 mmHg u 4/5
mmKHg. Koraro sildenafil u doxazosin ca Oxmy IpMiIoKeHH €THOBPEMEHHO NIPH IIALMEHTH,
crabunuzipaHy Ha Teparm ¢ doxazosin, ca HONYHEeHH PeIKM ChOOIIEHMS 3a TALMEHTH, KOUTO ca
TIOTYYHIN CHMIITOMATHYHA OPTOCTATHYHA XHIIOTOHMA. Te3H cho0NeHH BIUTIOYBAT BeHe Ha CBAT 1
3aMasHOCT, HO He M CHHKOIL

IIpu exHOBpeMeHHOTO Npunarare Ha sildenafil (50 mg) u tolbutamide (250 mg) unu warfarin (40
mg), KOHTO ce Metabomazupar oT CYP2C9, He e 3aben3ato CHrHUGHUKAHTHO B3aUMOOeHCTRYE.

Sildenafil (50 mg) He e MOTEHILHpAN JOMBAHUTENHO YABIDKABAHETO HA BPEMETO Ha KEPBEHE,
NpeU3BHKAHO OT AleTHICATHIMIORaTa kacemusa (150 mg).

Sildenafil (50 mg) He e nOTeHIMApPaN FOTBIHHTEIHO XHIOTCH3UBHATE e(eKTH Ha aTKoXolia HpK
3apaBK HoOpPOBONIH CBC CPENHH MAKCHMAIIHY KOHICHTPalHy Ha ankoxos B kpeeTa 80 mg/dl.

KaTo 1m0 aHTHXHUITepTeH3HBHUTE eKapcTRa, IPHHANIEKAIIM KbM CIIeIHHTE KIacoBe:
Auypertuuy, 6era-Omoxepu, ACE HEXMOUTODH, aHrHOTeH3HH I aHTaroHUCTH, AHTHXKIIEPTeH3HBHY
cpeAcTea (Ba30MANATATOPH M IEHTpalTHO AeHCTBAINY), aApeHepr uuHH OIOKePH, KalluyeBH
AHTATOHKCTH K anda-afpeHopellenTOPHH G/IOKEpH, He Ca IOKA3aH Pasiuded Npodu Ha HexenanH
TIeKAPCTBEHH PeaKIiiy [IPH Nal[MeHTH, nonyyasany sildenafil cnpamo nnaneto. B cnenuduamo
TIpOY9BaHE 34 IEKAPCTBEHO B3auMONeiicTRHE, IIPH KOETO Ha XMIIepTORMIM e Gri pynoxced sildenafil
(100 mg) ensoBpemento ¢ amlodipine, € BACTBITHIC AONBIHHMTEIHO IIOHIKEHHE HA CHCTORHOTO
KpPBBHO HaldraHe B JierHaso nonoxenye ¢ § mm Hg. CBOTBETHOTO AONBIHHTENHO IOHIDKEHHME Ha
JARACTOIHOTO KPEBHO HAJATaHe B JIETHANO monoxkeHue e 6mno 7 mm Hg. Tesu porrsnnutentu
TIOHIDKEHHS Ha KPBBHOTO HalsArane ca GHAM 0T CXOIHA ReNHYMHA C Te3H, HabnronaBany pH 3ApaBH
moOposom, nomyuasainy camo sildenafil (Bx. pasgen 5.1.).

Sildenafil (100 mg) He e noBnEAN hapMaKOKHHETHKATA B PaBHOBECHO CBCTOAHHE Ha HIV-
TIpoTea3HuTe HHXHOUTOPH Saquinavir i ritonavir, xouro ca cy6eTpat Ha CYP3 A4,

4.6. DBpeMeHHOCT ¥ KbpPMEHE
VIAGRA e e nokazana 3a ynorpeba rnpH >xeHH.

B penpoMyKTHBHM NPOYYBAHHS IPH IUTEXOBE H 32 He ca 61y HabmoNaBaHK HUKaKBH
CrieLM(QUYHE CTpaHHUHHM ABIEHHS Clle]] FHepopallHo IpHIoKeHHe Ha sildenafil.

4.7. Edextu Bppxy crocobpocrya 3a uroupane # padoTa ¢ MANIHEH ﬁ“ o
A S, Ny
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TBii K210 B }IMHMYHH Opoy4Barmst ¢be sildenafil ce cpobimapa 3a mossa Ha csérom;p’rem,nl
TIPOMEHH B 3pEHHETO, NMALHEeHTHTe TpAOBa Ja HMAT IIPECTaBa 3a PeaKIHHTe CH xﬁmV,IAGRA npe,uﬁ
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KPATKA XAPAKTEPUCTHKA HA ITPOKYKTA
VIAGRA® (Sildenafil) film-coated tablets 25 mg

4.8. Hexenans JekapeTBEHH Peakmui

Hexxenanw nexapcTBeHH peakuyd (¢ uectoTa > 1%) ca 6wtn cpobinaBaHy Npy DAIHEHTH,
NeKyBaHH ¢ NPENOPHYBAHKTE JO3H B Naiefo KOHTPONMpaHy KITHEHYHE Npoydsanna. Hexenanure
MeKapCTBEHH PeaKi[Hi ca GHIIH JISKH 0 YMEpeHH, a TAXHATA YeCTOTA H TEXECT €4 Ce YBEIHIABAIH C
HapacTBaHe Ha jgo3ara. [Ipu Apoyusanus ¢ dukcHpana 034, qucnencudra (12%) u npomexure B
3perseTo (11%) ca 6mmi no-yectd mpy 100 mg, OTKOAKOTO NPH IO-HUcKUTe o3, Haif-gecto
CHOOINABAHATE HeKeIAHHM JIeKapCTBeHY peakIf ca O raBobonue 1 3auepesBane, BX. Tabmuna 1.

Mitoro gectr: = 1/10

Yecru: > /100 1 < 1/10
Heueern: > 1/1000 u < 1/100
Pemxw: > 1/10 000 1 < 1/1000
Msioro penxn: < 1/10 000

Tabonaoa 1
Cucremuo-oprapns  kiaacose | Hexesnana jgekapcerseda Sildenafil (%) | Placebo (%)
no MedDRA pearunAs N=3350 N=2995

Hapymenus ¥a HepsaATA
CHCTEM2

Muozo vecmu I'nasobonue 10.8 2.8
Lecmu BieHe Ha CBAT 2.9 1.0

| Hapymengs 52 OKOTO IlpomeHU B 3peHHETO 2.5 0.4
Yecmu (zacuneHo ycemase 3a

APKOCT, 3aMBIIICHO 3PEHHE)

Yecmu XpoMaroricus (JIexo 1 1.1 0.03
[IPEXOIHO, IPeNUMHO
TEPOMEHH B LIBETHOTO 3peHHe)

Crpaeuns HAPYIEH A
YHeemu

Hanmutanuu 1.0 0.2

Cua0oBH HapYeHHs

Mruozo vecmu 3aueppaBaye 10.9 1.4

Pecmipa'ropnn, TOpaxralHH H
MEFHACTHHEANHA HAPYIICHH A

Yecmit HazanHa KOHIeCTHS 2.1 0.3

CToMAamH0-YPEBHH
HAPYBICHHS

Hecmu Jucnencus 3.0 0.4

Tima crobmenus 3a MycKyTHu 6onky, korato sildenafil e npunaran mo-gecro ot
NpenCphUHTENHAE HHTCPBAIl Ha ):LosnpaHe.

]Ipll NOCTMAPKCTHHIOBO Haﬁ.rlmneﬂne HEYECTO HIIH pPARKO ca CcHO0INABAHH CHEIHUTE HEXETaHH

ceOmTHg (Tabirma 2):

Tadaanz 2

Hapysmenas B RMYHHATA CHCTEMA

Peaxknun Ha CBPBXYYBCTBHTCITHOCT

Hapymenus Ha 0K0TO

Bonia B 04HTe, 3a49ePBEHI/KPBACAIH OUH, HE-ADTEDHITHA
TpeHa UCXEMHYHA ONTHYHA Henponamg:(‘ﬂgﬂ(pjm petHHga
. e N2

CHAOBA OKITY3HSA, AeEKTH B 3PUTEIHOTE Hoe” - =% % %)\

CapHeyHd HAPYIIEHHS

TaxuKapaus, KaMepHA APHTMUS, Mnoﬁipﬁéifth@eip}cr;“ : \w* 1
HecTaGHIHA CTEeHOKAP/IHA, BHe3amHa ¢bPAETHA CMBPT-(Bk

QL
[} = " ‘,"Aaf
t‘\ s [N :;; / //




KPATKA XAPAKTEPHUCTHKA HA ITPOOVKTA
VIAGRA® (Sildenafil) film-coated tablets 25 mg

paszzen 4.4)

CraoBH HADYBICHAS Xumotomia (Bx. pasnen 4.4 1 4.5), XHUNepTOHEA, eIHCTAKCHC,
CHHKOX, MO3BYHO-CHIIOB KPBBOW3IHNB, IPEXOAHO HapyHIeHe
Ha MO3BUHOTO KpBbEOODpBIIcHHe (B, pasnen 4.4)

CromamBO-IpPEeBEE HAPYIUCHAA TloBpBrane
Hapymenns HA KOXKATA H Koxxen obpus
TMOAKOXKHEATA ThKaH

Hapymenssa BA peNpoRYKTHBHATA | YABIDKEHA SPEKITUA, IPHAITH3EM
CHCTeM2a | I'bpAaTa

4.9, Ilpenosupane

B npoyusaHma BEpXyY BOOPOBONIIM ¢ eFHOKpaTHH Ho3u 1o 800 mg HexxenaHuTe leKapCTBeHH
peaxumy ca O HoHoCHH Ba Te3H, KOMTO ce HabmofaBaT NpH No-HHCKHM JA0O3H, HO TAXHATA YECTOTA H
TexecT ca Omma no-ronemu. Jos3u ot 200 mg He ca JoBeld 10 NOBHIIEHHS Ha e()EKTHBHOCTTE, HO
YecTOTATA Ha HexKeIaHWTe IeKAPCTBEHH peakiyH (TnaBobosue, 3auepBABaHe, BUEHE Ha CBAT,
JHCHEINCHS, HA3AIHA KOHIECTHA, HapyIIeHO 3penye) e HapacTeana.

B ciyuaii Ha npefo3UpaHe CTAHFAPTHATE MeIMIIMECKH MepONpHITHI TpsOBa Aa Opaar
crobpazeri ¢ KOHKpeTHUTE Hy . XeMoauanu3aTa He yCkopsBa KIMphEca Ha sildenafil, TeH xaro
TO¥ ce CBBP3Ba BLB BHCOK TPOLIEHT C IUIA3MEHFTe IIPOTEHHH H He C eNMMMHMPA ¢ YPHHATA.

5. ©APMAKOJOrWYHA TAHHH
5.1. PdapmaxogHHAMWIHE CBOHCTBA

dapMaKoTepaneBTHYHA Ipynia: JiexapcTsa, KOWTO C¢ H3MOI3BAT IIPH ePeKTHIHA AHCOHYHKIHA.
ATC rom: G048 E03.

Sildenafil coy>xu 32 IepopajiHO JeyeHUE Ha epeKTHIHaTa HuchyHKIus. B ecTecTBeBM YCIOBHS,
T.€. PH CEeKCYalHa CTUMYNalus, ToH BE3CTaHOBABA HAPYIIeHATA ePEKTHNHA QYHKIMA Ype3
YBENHYaBaHE Ha KPBBOTOKZ KBM IEHHCA.

OU3HOMOTHYHMAT MEXAHH3BM, OTFOBOPEH 33 PEeKIWMATA Ha ISHKCA, BKIIIOUBA 0cBoboKIaBaHe Ha
asoten oxcHI (NO) B KaBepHO3HOTO TATIO IO BpeMe Ha cekeyanHa crumynanus. Cnes topa NO
AKTHBUpA EH3MMA TYaHHIIAT HMKIIa3a, KOSTO BORH A0 HOBHINABAHE HA HHBATA HA LMKIHYEH I'YaHO3HH
monodocdar (HT'M®D), a ToBa BOIU 0 OTIyCKaHe Ha IMAaAKaTa MyCKYJIaTypa B KaBEPHOZHOTO TANO K
TIPHTOK Ha KPBB KEM Hero.

Sildenafil e momen B cenexTupeH HHXHOUTOp Ha Wl MP-cneyududnaTa docdonuecrepasa THII 3
(®ES5) B xopmyc kasepro3yM, kpaero ®IES e oTropopHa 3a pasrpaxaanero Ha LI MO. Sildenafil
¥Ma neprdiepHO MACTO Ha AeHcTBHe BEpXy epekiusta. Sildenafil mama npax penaxcupam edekt
BEPXY H30JMPaH YOBSIIKH KOPHYC KaBepHO3YM, HO MONIHO YCHIBA peaakcupaliHs ebext Ha NO
BEPXY Ta3u ThkaH. [Ipy akTHBMpaHe Ha MeTabonurtHata sepura NO/LITM®, xak1o cTapa IpH
cekcyanHa cruMynaund, naxubupanero va ®IES or sildenafil Bony no nopmmeny Hupa Ha 1l MO B
KaBEpHOIHOTO TaNno. ClemxoBaTenHo, 3a Aa moxce sildenafil ocpmecTsr cBouTe XKeNany HIarONpHATHH
dhapmaxororiiau edexTH, & HeoOX0mUMa CeKCyallHa CTHMYaLlHs. /M .
7/ af e,

TIpoyusammsTa in vifro ca noxasamy, 4e sildenafil e cenextusen 3a GIES, Koﬁ'ro y‘iaCTBHI“B.. )
nporeca Ha epekuus. Heropuar edexr sppxy ©JIES e no-MoimeH, OTKONKOTO Bl %y anmTe \ B ‘
mBecTHH QocdoavecTepasu. Tol ¢ 10-xpaTHO ro-cenextrsed 3a GIES, oTxojr oTo 32’ OJIE6, Kosro’ i
yuacTsa B Ipolieca Ha (GOTOTPAHCAYKIHA B peTHHaTa. B Maxcumanau npenopb“ (TENHE JO3H -+ ! j




KPATKA XAPAKTEPUICTHKA HA TTPOIJYKTA
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cenexTHBHOCTTA My e 80-xpatro mo-Bucoxa 3a @ES, orkonkoro 32 ®UEL u Haxg 700-kparHo mo-
BHCOKa, oTKOfKoTO 32 DIE2, 3,4, 7, 8,9, 10 1 11. Io xorkpeTHo, sildenafil uma 4000 meTH 1o-
romsma cenextueroct 3a OJAES, orxonkoro 3a OIIE3 — usodopmara Ha TAMO-cnenmmduyHaTa
(ocdomuecTepasa, yyacTeama B KOHTPONa Ha ChPASHHHS KOHTPAKTHIIHTET,

JlBe KIIMHUYHH [IPOYUBAHKS ca DMK CTIELHAITHO NPOBEAEHH, 34 Ja Ce OLIEHH BPEMETO, KOeTO €
Heo0X0ANMO, 3a J1a ce [IONIy1H epeKklHa B OTTOROP Ha CEeKCyallHa CTHMYNALHS CIISH IpHeM Ha
nexapcTBoTO. B npoyusane ¢ u3monzsane Ha niernsMorpadus Ha nenwca (RigiScan) npy nanmenTs,
KOHTO ca tpuens sildenafil Ha rmagHO, CpemHUAT HEPHOR A0 HAYATIOTO HA e(eKTa IIPH Te3H OT 11X,
KOMTO Ca IOJLYYHITH epekIlis, XapaKTepysipalna ce ¢ 60% pHriAROCT (IOCTATHYHA 33 OCBIIECTBABAHE
Ha IIOJIOB aKT), ¢ 6un 25 MuHyTH (ot 12 mo 37 MurytH). B apyro npoyusare ¢ RigiScan sildenafil
opM ¥ 4-5 Yaca clieq IIpueMa e JaBali Bb3MOJKHOCT 32 NONyYaBaHe Ha SPEKUHA B OTrOBOP Ha

CeKCyanHa CTHMYJIalnd.

Sildenafil npemu3zBHKRA TeKH B IIPEXOAHH HOHKEHHH Ha KPBBHOTO HANAraHe, KOHTO B
MHO3HMHCTBOTO OT CIIy4JauTe NpoTHIaT 6es KIHHNYHA CHMITTOMaTHKa. CpeaHaTa ¢TOHHOCT Ha
MAKCUMaNHOTO MOHEDKEHHE Ha CHCTOIHOTO KPHBHO HAISraHE B ETHANO NONOKEHHE ClIef mepopaneH
ripieM Ha 100 mg sildenafil e 6una 8.4 mm Hg. CroTBeTHaTa MPOMAHA B JHACTOMHOTO KPHBHO
HansraHe B JIETHATO ronoxeHue e Omna 5.5 mm Hg. Te3u moHMmkeHHs Ha KPEBHOTO HaNlsAraHe
CHOTBETCTBAT Ha BasomuIaTaTiBuAs edekt Ha sildenafil, kolTO BEpOATHO c& ABIKH Ha IMOBHINEHHETO
Ha HEBaTta Ha UITM® B Tnaaxata MyCKyJlaTypa Ha KphBOHOCHMTe chhoBe. [IpH 3apass roGpoBonny
eqUBMUHA repopaina nosa o 100 mg sildenafil me Boau 10 KIHHHYHO 3HaYHMH npoMeHH B EXKT .

B rnpoydBaHe BEPXY XeMOIHHAMHYHHTE eeKTH Ha eTHOKpaTHa nepopanta foza ot 100 mg
sildenafil mpu 14 nanuenra ¢ Texkka MBC (>70% creHoza Ha IOHE e/{Ha KOPOHAPHA apTepHi),
CpefHuTe CTOMHOCTH HA CHCTOIHOTO ¥ JHACTONHO HalliraHe B IOKOH Ca ce TIOHIDKHIIH CBOTBETHO ChC
7% 1 6% crnpamo usxonuute. CpemHOTO CHCTOMHO OenoapobHO HaAraHe ce € IOHHMIOo ¢ 9%.
Sildenafil ne e npeauzBHUKAN NpoMAHA B CHPIEUHHA NeOUT ¥ HE € HApYINMI KpBBOTOKa TIpe3
CTeCHEHHTE KOPOHAPHH apTepHH.

B ngoiiHo-chano, nuaneGo-KOHTPOIHpaHo NpoyyBaHe, BKAOYBAING TECT ¢ HATOBapBaHe, IMpH 144
FANUEHTA ¢ epeKTHHA THCHYHKIM ¥ XPOHHHHA cTabKiIHa CTEHOKapAHs, KOHTO ¢a MPOBekKKalIH
pEelOBHa aHTHAHTHHO3HA Tepamus (¢ W3KIIOUeH’e Ha HWTpaTH), He ca OMilH yCTAHOBEHH KITHHUYHO
3HAYHME MPOMEHH B MPONBIDKHTETHOCTT2 Ha BPEMETO O 110Ba Ha MHMHTHpala CTEHOKapust IIpH
ymotpeda Ha sildenafil.

Enun yac crepn nipreM Ha 100 mg sildenafil npu Mamek Opoli NatHesTH ca ce TOABHIM JIeKH 1
NPEXOJIHK IPOMEHH B CIIOCOOHOCTTA 32 Pa3iYaBaHe Ha IIBeTOBETE (CHHLO/36€HO), H3CIEBAHA ¢
[IOMOUXT2 HA TecTa 3a pasrpanuyasane Ha 100 yperoBn oTTeHBKa Ha Farnsworth-Munsell, xato 2 waca
CIeH FipHeMa Ha JIEKapeTBOTO eQeKTHT € OT3BYYAN HambIHO. BepoATHHAT MEXaHH3BM Ha Ta3H
NpOMSEA B LIBETOBATA AHCKPUMHHANNS € CBBP3aH ¢ MHxHOupaneTo Ha OJIE6, KOATO y4acTsa BBB
G oTOTpaHCAYKIHOHHATA Kacka/ia Ha peTuHata. Sildenafil Rama HuKaKEB eQeKT BLPXY 3pHTENHATA
OCTPOTA HHH YCEIAHETO 38 KOHTPACT. B MaIKO IUiane6o-KOHTPOIHPaHO NpOoyYBaHe IIPH IALUMEHTH C
NOKa3aHa PAHHA BE3pacToR0-06ycIoBeHa JereHepauys Ha MakynaTa (n=9) sildenafil ( 100 mg
eAHOKPATHA 034} He € A0BeN A0 CHTHHGHKaHTHH IPOMEHH B [IPOBEACHUTE 3PHTENHH TECTOBE
(3puTenHa OCTpOTa, perleTka Ha Amsler, BeToBa FUCKPHMHHALMA Ha CHMYIHPAHA ITHTHA CBETIIHHHA
CHFHATH3aUMs, neprmerpy Ha Humphrey 1 doTocTpec).

He e G1na yoraHoBeHa IPOMAHA B MOTHIIHTETA AITH MOPOIOriaTa Ha CIIEpMATO30HARTE CIIel
e[MHWYHA Tiepopansa fo3a oT 100 mg sildenafil npu 3apasu nobGposoniy.

J'*_“,,-*;'::'.'..."M\\
Honvnnumenna unghopmayus 3a 1HUHUYHY NPOYHEAHUS e E T a“:‘:;\:\\
B xnuuugHM npoyysanud sildenafil e 6w mpunoxer npu nosede ot 3000 nanHeHera-B'Lapac'r\

19-87 ropusy. By ca npefcTaBeHy CASHHUTE IPYIM NalMeHTH: HalHEHTH B Hanp e,tma:qa B']‘:-Spa
(21%), matmerTy ¢ xureproHus (24%), saxapen guabder (16%), UBC u apyri C’Bp eUHO-CHIOBH | \i \\
sabonasanus (14%), xunepnanunemud (14%), Tparmu Ha rpEOHAYHEA MO3BKI (6%)€ JEeTpecHs (5%},‘ '
TpaHCypeTpalHa pe3eKiiua Ha npoctarara (5%), paiuKanHa IpOoCTATEKTOMHUSL (4%) Cne;mme rpyml i
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He ca OUIH XOCTATRYHO NPEACTABEHH T ca O1nK M3KIIOYCHH OT KIHHHUHNTE [IPOYYBaHH:
TANMEeHTH ¢ OIISPAlkA B MATKIA T23, NAIIMeHTH clle]] Th3eTePallis, NMaIlieHTH ¢ Texko 6p0pedHo win
YepHOIPOOHO YBpeXk/IaHe H MalMeHTH C HAKOH ChpAeYHO-CBIOBH Ipodnemu (BX. pasgen 4.3.).

B npoyuBauuaTa ¢ GHKCHpaHH JO3H, YIPOLISHTET HA MTallMeHTHTe, Ch0o0NIaBamy, e IeUeHHeTo &
nomoOprno TAXHATA eperumnd, ¢ Omn 62% (25 mg), 74% (50 mg) u 82% (100 mg) cnpamo 25% npu
maneGo. B KOHTpOnypany KITHHAYHY IPOyYBaHHsA Y€CTOTATA Ha [IPeKbCBaHe Ha JISYECHUETO ChC
sildenafil ¢ 6una wicka 1 MOZ00OHA Ha Ta3y ripH Ianebo. 3a BCHYKM NpOoyYBaHKEA MIPOLICHTET Ha
MalHeHTHTe, ChobIaBalld 3a ogoopenye cne sildenafl], e Suna, kakto cnexpa: NCHXoresHa
epeKkTUNHa Aucdyurums (84%), cMeceHa epekTiiiHa FruchyHKIuA (77%), OpraHdHa epeKTHIHA
muchynrumst (68%), manueHTH B HanpeAHana Be3pact (67%), 3axapen guaber (59%), UBC (69%),
xunepToHus (68%), TYPII (61%), pamukanHa npoctarekroMus (43%), TpaBMa Ha rpeOHAYHMA MO3BK
(83%), nenpecus (75%). B gunrocpouHu npoyysanus Oe3onacHocTTa H eexTHBHOCTT2 Ha sildenafil
cd ce 3aTazuii,

5.2. PapmaxoruBHeTHYHH CBOHCTBA

Abcopbyua:

Sildenafil ce aGcopbrpa 6Bp3o. HabmoasaHute MakCHMaNHY WIa3MeHH KOHLISHTPALHA ce
JocTEraT B pamkure Ha 30 mo 120 musyTH (cpepHa croiiHocT 60 MMHYTH) clel IepopaleH IpHeM Ha
rnaano. Cpentara abconoTHa nepopaliia GuopanudHocT € 41% (ruamason 25-63%). Cren
mepopaneH npHeM Ha sildenafil, AUC u C,, HapacTBaT IIPOTNIOPUMOHANHO Ha I03aTa B
TpernopsIaHuTe Ao308H rpauuiy (25-100 mg).

Korarto sildenafil ce preMe 1o BpeMe Ha XpaHeHe, CKOPOCTTa Ha abcopOHus HaMasnsa, KaTo
CpeHOTO 320aBAHe HA tya, © 60 MEHYTH, 2 CPERHOTO HOHIDKEHME Ha Cha, © ¢ 25%.

Pasnpedenenue:

Cpepruat ofieM Ha pasnpefielleHHe B paBHOBECHO cheTosiHHe (V4) Ha sildenafil e 105 1, xoeto
roBOpY 32 pasfpefenerne B ThkaruTe. Cirel] eTHHHWYHA Hepopansa nos3a ot 100 mg cpeanara
MaKCHMAITHA TNa3MeHa KOHIEHTpauis Ha sildenafil e npuGmusurenso 440 ng/ml (CV 40%). Trii xato
sildenafil (1 HeroBusT OCHOBEH HEpKyHupan N-ne3MeTiI MeTaboKT) € CBBP3aH ¢ ILIa3MEHKTe
Gerrrpi B 96%, TOBA BOH A0 CpeiHa MakCHMManHa KOHLIEHTpanus Ha cBobonHara GopMa Ha
sildenafil B roasmara ot 18 ng/ml (38 nM). Ceep3BaHeTO ¢ NPOTEHHHTE ¢ HE3aBHCHMO oT obiaTa
JIeKapcTBeHa KOHLECHTPAIHA.

IIpu 3apaBsu pobposomuy, noryyasamy sildenafil (100 mg B eanoxparsa 103a), nox 0.0002%
(cpemuo 188 ng) ot mprIoKeHaTa 032 ¢ Omia yCTaHOBEHA B eAKyJaTa 90 MEHYTH Cile]f ITpHeMa.

Memabonuzvm:

Sildenafil ce MeTaGonu3upa [IEBHO OT H30EH3UMUTE Ha yepHoxpobHuTe MuKpozoMu CYP3A4
(ocuopen eT) ¥ CYP2CY (BTopocTenesen ibT). OCHOBHHUST HMPKyIUpalt MeTabomuT ce Noayvasa B
pesyirtar Ha N-nesmeriupateTo Ha sildenafil. Tosu MeraGomur rva npodun Ha QocdonuecrepasHa
CeleKTHBHOCT, HofobeH Ha To3u na sildenafil u in vitro MomuocT cupamo OJES npubmsurenso 50%
OT T3¢ Ha H3XOAHOTO JIEKAPCTBEHO BeliecTro. {1a3sMeHHTE KOHIeHTPAHH Ha MeTafonHTa ca
npuGmspTenHo 40% ot Te3 Ha sildenafil. N-nesmerun MerabonutsT ce MeTabonuzupa
AONBIIHUTENHO 1 HMa KpaeH IIOIY>KUBOT OKOJO 4 1aca.

Enumunupane:

Totanuusar Tenecer kiHpsHe Ha sildenafil e 41 Yh ¢ romys>kuBot B kpaiina dasa 3 ﬂaca Cnen
[EepOPANHO HIK BEHO3HO NPHIOKEHHE, sildenafil ce exckperupa mox dopmata Hav}de‘faﬁcrnmm
TIpEAUMHO ¢ u3npaxHenuaTa (rpubnusurenso §0% or npunoxenata nepopanga ,nom}w:s—no M
cTeneH ¢ ypuHaTa (upabnusurento 13% or npunosxesara epopaiina Jo3a). /f y N

DapMaAKOKUHEMUKA NPY CREYUATHY 2PV ROYUEHIMU

Haienmu e Hanpednana ev3pac.




KPATKA XAPAKTEPHCTHKA HA ITPOIVKTA
VIAGRA® (Sildenafil} film-coated tablets 25 mg

3apasu 7oGPOBONLIN TALMEHTH B HANpeHana BE3pacT (Ha 65 HiM NoBeYe FOLHHM) ca HMAaJIH
HaMalleH knupeHe Ha sildenafil, xoeto e moBeno fo mmasMeHn koHUeHTpauyy Ha sildenafil 1 Ha
axTueHEA N-Fe3meTunupal MeTaGonuT N0-BHCOKH ¢ 0k0JIo 90% B cpaBHeHHE C YCTAHOBEHHTE IIPH
3OpaBH ro-miany xodpoponuy (18-45 roguns). Ilopamy BE3pacTOBH PasnHKH B CBBP3BAHETO C
TIAa3MEeHUTe TPOTEUHH, CBOTBETHOTO YBEIHYEHHE Ha KOHIGHTpaluuTe Ha cBobopeH sildenafil
THIa3MaTa e 6mno ¢ oxono 40%.

Dbebpeund HedocmampuHOCHL:

Tipu poGpoRONIM ¢ IeKo 0 yMepeHo 650peuHo yBpexiane (KpearHHHHOB KIHpbHC = 30-80
ml/min) ¢apmaxokureTykara Ha sildenafil e ocraHasa HenipoMeHeHa CIel UpKeM Ha eIHHHYHA
nepopanHa no3e ot 50 mg. Cpeanure crofinoctd Ha AUC B Cyay Ha N-IeaMeTrIHpanus MeTabomuT
ca HapacHanu choTBeTHO ¢be 126% u 73% B cpaBHEeHME ChC CHOTBETHH IIO BB3PAcT HOOPOBONLH He3
6B0peyrio yBpexkmane. [lopagn BHCOKHTE HHAHBLIYAIIHH BapHaryH, ob6aye, Te3H pasiuky He ca O
cTaTHCTHYECKH 3Hauumu. [Tpu moGpoBoIH ¢ TeKKO YBpexknare Ha 6s0pevunaTa dyHkHa
{(xpeaTuruHOB KiTMpBHC < 30 ml/min), nupbHerT Ha sildenafil e 6un Hamaner, KOeTo e HORENO A0
cpenuo napactrare Ha AUC 1 Cypyy ¢Be cpoTBeTHO 100% 1 88%, B cpaBHeHHE CBC CBOTBETHH 110
BB3pacT fobpoeonny 6e3 6u6pedto yepexnane. OcbeH Tora, croiigocture Ha AUC 1 Cpyy Ba N-
LEe3MeTHNHEPAHNS METabONT ca HapacHaTH CHPHH(HKAHTHO, CBOTEETHO cBe 79% u 200%.

Yeprodpobra HeQOCMamviHOCH:
TTpu £oBGpoBOILM ¢ JieKa 0 YMepeHa cTelleH Ha yepHonpoOHa nuposa (A u B no Child-Pugh)

KWIHPEHCET Ha sildenafil e G wamanes, xoeto e noseno o vapacteane #a AUC (c 84%) uHa Cpyy (C
47%), B cpaBHEHHe CBC CHOTBETHH TIO BB3pAcT A06poBoMIE 6e3 yepHONpoOHO yBpeKaaHe.
dapmakoxiHeTHKaTa Ba sildenafil npy maLMEHTH ¢ TEXKO HapyieHa YepHOApobHa GyHKIMA He €
IpoydeHa.

5.3. TYlpeaknMHHAYHH J2aHHH 33 6e30IACHOCT

TlpenxapHUyHITE JAHHE, 0a3upallly ce HA KOHBEHIIHOHAIIHM IPOY4BaHH BLPXY
dapmakonorHyHa $e30MacHOCT, TOKCHYHOCT HPY IOBTAPAlY ¢ HO3H, TeHHA TOKCHYHOCT,

KapUHHOTeHeH NOTEHIHAT ¥ TOKCHUHH e(eKTH BEpXY PeNpoayKUIMATa He NoKa3axa CruelHpHIHs
PHCKOBE IIpH X0pa.

6. PAPMAIEBTHIHW TAHHH
6.1. HomMomuau BeniecTBa

CrpuesrHa ua Tabnetkara: microcrystalline cellulose, calcium hydrogen phosphate (anhydrous),
croscarmellose sodium, magnesium stearate.

dunmoBo moxputre: hypromellose, titanium dioxide (E171), lactose, triacetin, indigo carmine
aluminium lake (E132).

6.2. PE3AKO-YXHMHIHH HECHBMECTHMOCTH
Henpusosxumo.

6.3. Cpox Ha ropaocT

5 roguHu

6.4. Crnemuanug ycJOBHS Ha CHLXPAHEHUE

Tla ce chXpapssa Hpy TEMIEPaTypa He no-sucoxa ot 30°C. i
Jla ce CHXpaHaBa B OpHUIrHHAIHATA ONAKOBKA C 1eJl NpeAnasBaHe OT Blara. !
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KPATKA XAPAKTEPUCTHKA HA IIPOTYKTA
VIAGRA® (Sildenafil} film-coated tablets 25 mg

6.5. Bua um chabpicanne A OBAKOBKATA

Brucrepu ot PVC/amymunneno ¢omvo, ceabpixaiy 1 wii 4 7ableTis, B KApTOHSHH ONAKOBKH.
He BcHUKH BHIOBE OTIAKOBKE MOFaT Jia 64T [IyCHATH B npofaxda.

6.6. lIpenopLKy UpH yHoTpeda

Hama criensalay H3HCKBAHHIS.

7. YXPATEXATEI HA PASPENIEHHUETO 3A YIIOTPEBA
Pfizer HCF Corporation

235 East 42™ Street

New York, NY 10017 — 5755

USA

8. PETUCTPAOAOHEH HOME?P?

VIAGRA 25 mg - 9900005

9. JIXATA HA I'6PBO PASPENIABAME 3A YIIOTPEBA

12.01.1999/26.05.2004

10. JATA HA (YACTHYHA) AKTYAIIBATIHAA HA TEKCTA
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