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Cialis 10 mg SPC var type 11 - 016 ,mz version 4.2

1. Mme Ha JexapcTBeHus OPOAYKT

CIALIS 10 mg film-coated tablets
CHAJHAC 10mr dunMmupady TabIeTKU

2. KeoumuecTBeH H KayecTBeH ChCTAB
Besixa Tabnerxa cuabpika 10 mg tadalafil
3a MOMOIIKEHY BEIIECTBa, BIK 6.1.

3. Jlekapcreena dopma

@unMupaHy TabIeTKH.

Tabnerkure ot 10 mg ca cBewIo XBATH U ¢ GopMa Ha DajeMH, MApKUpaHu OT €HAaTa

ctpana ¢ “C 107,

4., KnuHuyan japad

41. Iloxazauus

Jleyenne Ha epexTiiHa qUChYHKIHA.

3a na 6v1e edpextuser CIALIS, ce u3ucKBa ceKcyaaHa CTHMYALHsI.
CIALIS He e noxazaH 3a ynoTpeba OT KeHH.

4.2. [Mo3upoBxa H HAYHH Ha NPHIOKEHUE

3a nepopaiHo NIPUAOKEHHE.

Ynorpeéa npu BL3pACTHH MBIKE:

ITpenoprunrennara gosa e 10 mg, B3eTa pey OYaKBaHA CEKCYaNHA AKTHBHOCT M HE €
CBBP3aHa ¢ XpaHeHeTo. IIpH Te3u nanuenTy, npu kouro tadalafril 10 mg He BoAM A0
noaxoasAs edexr, Moxe Aa ce onura 20 mg. Moxe ga 6b4e B3er ot 30 MMHYTH npeRn
CEeKCYaTHa aKTHBHOCT.

MaxkcHManiHaTa IpeHopHUKTENHA JECTOTA HA IIPHEM € BEIHEXK JHEBHO.
BceexunneBnara ynorpeda Ha ieKapeTBeH A NPOAYKT € CTPOro HellpenopbyuHTeNHa, Thil
KaTo He € YCTaHOBeHa Ge30MacHOCTTa IIPH NPONBIDKUTENHO BCEKMHEBHO IIPHEMAHE K
320To edexTa Ha Taganadun 0OUKHOBEHO IPOIBIIKABa II0BeYE OT eUH JeH, Brx
Touxa 4.4. “CrenHanyy npeXynpexacHus 1 NpearnasHd MepKH IpH ymoTpe6a”,
nocnejied naparpad u 1. 5.1. ®apMakoo JHHAMMYHE CBOMCTRA
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MUHHCTEPCTBO HA 3[IPABEOMABBANETO

MPRAOMEHHE KM .
paspewmeHue 3a yrorpeba e 190\ 8 \“’3 1,055

Cialis 10 mg SPC var type I1 - 016 ,m¥ version 4.2
613 16 0v.0r | e,

Y[m'rpeﬁa OpH MEXE B CTAPUECKA BEIPACT:
HpI/I MEKE B CTap4YCCKa BBE3PacT HE C€ H3HUCKBA IPOMAHE B HOIAPAHETO.

Yoorpeba npu Mbike ¢ yBpeaeHa 00pedna GynKkuus:
He e Heobxo1rMa KOPEKIIHS Ha J03aTa HPY HALMEeHTH ¢ yBpeeHa 0b0pedHa QyHKINA
(7iexa j1o ymepeHa crenen). [pu nanpenTd ¢ Texka On6pedna HegocTaTs9HOCT 10 mg ¢
MaKCHMATHATa NPEeHOPHINTENHA J03a.

(Bux Touka 4.4, “Cuelpansy NpeAynpeKIeHus ¥ TpefIiasay Mepky IIpH yrioTpeba” u
5.2 “@apMaKOKMHETHYHH CBOMCTBa™.)

Vaoorpeba npu Muixe ¢ yBpeficHa YepHOAPoOHa dyBKnnsn:

ITpenoprautennara go3a CIALIS e 10 mg, npuerta mpejiM 04akBaHa CeKCyanHa
aKTHBHOCT ¥ 0e3 Bph3Ka ¢ XpaHeHeTo. FiMa orpaHNYeHH KTHHIIHE JaHHH 32
Gesonacroctra Ha Cialis Ipy nanueRTy ¢ TexKa YepHOAPoSHa HenoctarsuroctT (Child —
Pugh Class C ), npu npeanuceage, eKapsT Tpa0Ba Ja HallpaBH BHUMATENHA TIPelieHKa
Ha OTHOMICHHETO prcK — nonza. HaMa Hammuen AaHHy 3a yoTpeta Ha AO3H, H0-BHCOKH
or 10 mg tadalafil npu naryenTtn ¢ YepHOAPOOHA HeFoCTaTEUHOCT, (BrK TouKa 4.4.
“CrienHanHy NpeXyIpekIeHAs i NpeAasH MEPKH IIpu ynotpeba” u 5.2
“apMaKOKHHETHYHK CBOMCTBA”.) '

‘Vuorpebda npu Mbae ¢ guader:
Ilpu MExe ¢ auaber He Ce U3NCKBa NPOMAHA B JO3UPAHETO.

¥rnorpebda npe gena 1 IHOHIN:
CIALIS ne tps0Ba fia ce Hpuiiara Ha NTANYEHTH Ha BB3pacT oA 18 romusn.

4.3. IporaBonoKa3aHuy

B knuHpYHM NMpOYYBaHMA € YCTaHOBeHO, uye tadalafil ycmnpa xumoTensuBHus edekT Ha
auTpaTate. CMATA ce, We TOBa € pesyirar oT KoMOMHupanud eeKkT Ha HHTDaTHIe H
tadalafil Bepxy wETa azoteH okuc / Bl MO,

Iopamu ToBa, npunoxennero Ha CIALIS ppH nanpeBTH, KOWTO H3IION3BAT HAKAKBH
dlopMu OpraHMYHE HATPATH € MPOTHBONOKasaHo. (Bmk T. 4.5. Jlekapcieenn W ApyTH
B3aHMOJECTBI)

ATEHTH 32 FeYeHne Ha epeKTuina gucyuknus, skmomutenso u CIALIS, ne Tpabsa ga
OBAAT TpWNaraHy Ha MBXKE CBC CBPACYHM 3a00J1BaHHA, NIpH KOWTO CCeKCyanHaTa
aXTUBHOCT He € mpenopbuntenHa. Jlekapstr TpaOBa ja B3eMe NPEABUJ TIOTEHIAATHAS
CLpJiedeH PHCK OT CEeKCyanHa aKTHBHOCT HPH MANMEHTH ChC MpeAliecTBalyl ChHpACTHO-
CHJIOBH 3a00JISBaHHA.

CriepuuTe rpyly NAUKEHTH ChC CHPACYHO-CHAOBY 3a0omaparnd He ca OMITM BHOYEHN B

KINMHWYHY [TpOy9YBaHuA ¥ 3aT0Ba yiorpebaTa Ha tadalafil npu Tax e mpoTuBONIOKazaHa:
e ITanpenTH ¢ MEOKApASH HH(APKT B paMKUTE Ha NOCIeAHHTE 90 A,
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o TlauuenTy ¢ HecTAOMIIHA aHIMHA MII¥ AHIHHA, TIPOSABABAIlA CE O BpeMe Ha I10JIOB
aKT,

o JlammentH CBC ChASYHA HEAOCTATHYHOCT Xjac 2 WM II0-BHCOK IIO
xnacubukanuaTa Ha New York Heart Association npes TocneIHHTE 6 Mecena,

e TlanpeHTH ¢ HEKOHTPONMpAHH apurMmu, Xumotonus (< 90/50 mm Hg), wm
HEKOHTPOJIHpaHa XHIepPTOHH,

o JlanpeHTH ¢ MECYAT B PAMKUTE Ha IIOCHEAHUTE 6 MEcena.

CIALIS me Tpabsa na ce ynorpedsBa OT NIALMEHTH CBC CBPBLXYYBCTBMTENHOCT KbM
tadalafil mmi KM HAKOE OT NOMOIIHHTE BEIIECTBA.

4.4 Conennanuu npegynpexIeHns H NpeanasHil MEePKH NpH ynorpeba

Ipeau ja 6ne npeanpuero ¢apMaKkoIoTHYHO JIeYeHHE, TPSOBa Ja e CHEME aHAaMHE3a U
Hanpasy (U3HKaIEH Nperiel, 3a Aa ce UAarHOCTHIHpPA epeKTHIHA AUuchYHKIMA K Aa ce
OIpe/ieNd HelinaTa erHOIOTHA.

Ilpenu 12 ce 3amouHe KakBOTO M Jia € JeUeHHE Ha epeKTHIHA AHUCQYHKUWMA, NeKapsT
Tpa0Ba a mpeleH CHPIEUHO-CHIOBHA CTaTyC Ha HAIMEHTa, Thi KaTo MMa H3BECTHA
CIelleH HA CBpJCYEH DHCK, CBBP3aH CBC CeKcyansara akTHBHOCT. Tadalafil mma
BA3OAWIATATHBHM CBOMCTBA, BOACIIM A0 JEKH ¥ NPEeXOJHH HaMaleHHMs Ha KPLBHOTO
pansrane (BDK Touka 5.1. “@apMakofmHAMMYHH CBOMCTBA”) M O TakbB HAa4YMH
OOTEHIMpa  XWIIOTEH3uBHHA  edekT Ha  HUTpatHTe (BIK  Touka  4.3.
“ITpoTHBOMOKA3AHUA ).

Tlo Bpeme wa KAMHHUHH IPOYYBaHHA M/HWIH NIOCTMApKETHHIOBH Habmoaenus Ha CIALIS
ca JOWIAJBAHH CEPHO3HM CBPJCYHO-CBHAOBH YCIOMKHEHHS, BKIIOYBAINH MUOXapleH
uH(]papxT, BHe3aTiHa ChpAeYHa CMBPT, HecTabuliHa aHTHHA HEKTOPHC, KaMEpHH apUTMUH,
HHCYATH, TPAH3UTOPHH HCXeMHYHM erma30au. [ ppaHa Gofka, MaNIUTANMs, TaXMKApAUA.
IJopewero malyeHTH, HPH KOHTO c¢a HaOMOAaBaHM Te3W peakuuu, ca MManu
HpeIecTRAIH ChPASYHO-CHA0BH PHCKOBH (akTopu. BBIpexu ToBa, He € Bb3MOXKHO Ja
ce onpefielll KaTeropHyHO, AATM TE€3d peakiUH ca CBBP3aHd HPSKO C Te3d PHCKOBH
daxropu ¢ Cialis, cexcyanHa aKTHBHOCT WM KOMOMHAIMS OT Te34 (HaKTOpH U JIpyru.

Hma orpasuueny KIHHUYHE JaHHH 32 OezonacHocTTa Ha CIALIS npu nanyenTtH ¢ TexKka
vepHoapobua HenocTaTbuoor (Child-Pugh Class C) i ako ce nasnauasa, TpaGBa Aa ce
HapaBU BHHUMATENHA MHAHMBUYajHA TipelleHKa Ha OTHOIIEHHeTO pHCK/ToN3a OT
OpeanycBaAlIAsS AEKap:

TTaupeHTHTe, KOKTO Ca MMaiu epeKius, NpoisIDKina 4 uaca WIH IoBede, TpaGsa na
OBbJaT MOCHBETBAHH Ja NOTHPCAT~He3abaBHO Jekapcka NOMOWI. AXKO IPHANMIMBT He
OBJe NeKyBaH BEHHAra, THKAHTA Ha NEHHCA CE YBPEXKAA M MOXE Jia Ce CTHTHe [0
NIepMaHeHTHA 3ary0a Ha IIOTeHTHOCTTA.
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Cpencreara 32 Jie9eHHe Ha epeKTwiHa guchynknng, smountenso Cialis, Tpabsa ga ce
H3MOJ3BAT ¢ BHUIMAaHWe TIPH NAIMEHTH C aHaTOMWdHa JedopMauus Ha IeHuca ( Kato
HAaINpUMep aHrynarwsi, KasepHosHa (uOposa winm Oosect Ha Peyronie), mnu npH
HauHeHTH, ChC 3200N4BaHMg, KOWTO MOTaT Ja CH37JalJaT IpEApasnoioKGHUE KbM
npranu3sM. (Karo CHPIOBHIHO-KIETHYHA aHEeMydA, MYyNTHIIECHA MHeloMa Wi
JIEBKEMIU).

OiieHKkaTa Ha CpEKTHIIHATa s yHKIHA TpaOBa Oa BKIIOYUBA OIPENCSNAHETO Ha
[IOTEHIHANHATA # €THOJNOTHI ¥ YCTAHOBABaHE HA HOAXONAMO NEYCHUE CNeH NpaBHIHA
MemanuHcKa oneska. He e mssecHo jmanm CIALIS e edexTHBeH npu IManyeHTH C
YEpSKIAaHUs Ha TprOHa9Hud CTEIO W Takusa IPETEPHENH Ta30BH ONCpaiiy W
papuKanHa, HeMaAAIna HepBa, MPOCTaTEKTOMIS.

CIALIS me Tps0Ba fa ce TpHIara Ha NalUeHTH ¢ HACHEACTBEHH IpobneMu Karto
ranakrTo3Ha HEMOHOCHMOCT, JaKTa3Ha HeHOCTaThYHOCT Ha Lapp Wi  IHOKO3HO-
TANaKTO3Ha MaTabcopOIms.

IMpu maupesTH, KOHTO mpueMar anda 1 Gmokepn, kato doxazosin, eHOBPEMEHHOTO
pputoxkere Ha Cialis Molke Ja DOBEAE JI0 CHMITOMATHYIHA XWIIOTCH3MA IPH HAKOM
TANPEHTH. (BIK T. 4.5 JlekapcTBEeHH ¥ APYTH B3auMOJelicTRr). 3aT0Ba, KOMOHHHPAHETO
na Taganadui ¢ ainda GIoKepH He Ce NPENopHYBA.

Hsuckea ce IIOBUITIEHO BHVIMaHHe, ako ce ipeamucea Cialis Ba HallienT, KOKTO H3IO0N3Ba
momen CYP3A4 wumxuburop (ritonavir, saquinavir, ketoconazole, itraconazol m
erythromycin), THii xaro Tpu komOUHMpaseTo Ha Te3H JiekapcTea ce 3abenissa
MOBHINABAHE Ha excroszunuara Ha tadalafil (AUC) (mx T. 4.5 JlekapcTBeHM ¥ JpYTH
B3aHMOBCHCTBHA).

He ca mpoyduBanH eekruBHOCTT2 1 OesomacnocTrTa Ha KomOunanuurte Ha CIALIS m
ApYTH JNi€UeHHA Ha epekTwina muchyHknus. [lopaiu ToBa, He Ca NpENOPHUHTENHH
TaKWBa KOMOHHAIY. '

Ipu xygera, Ha KOHTO € AaBaH tadalafil Bcexu nen 3a 6 no 12 Mecena B AHEBHU AO3H OT
25 mg/kg/nuenno (BoAemO A0 TOHE TPUKPATHO MO-TOJIAMa eKCo3uIsA [Mexay 3.7-18.6]
oT HabIoaBaHAaTa IpH X0pa Ha elMHIYHA Jo3a oT 20 mg) H rnosede, € UMano perpecHs
Ha eIMTela Ha CEMeHHHTE KaHardeTa, KOeTo e JOBEJio JO HaMaleHa CIiepMaToreHesa npu
HAKOM Kydera. Pesynrature OT JABES IIPOYYBaHES, MPOJBIDKHNH IO HIECT MEcela INpH
AOOpORONIH, TIPEATONAraT Ye HAMa BEPOATHOCT A2 e HAOMoJAaBa TO3H €(EKT € IpH
xopa (Bwx 5.1. “®apmaxompHaMudnl cBoficTBa”). He ca ycTaHOBeHH edeKxTHre OT
NpORLIDKUTENHa BeeKumueBHa ymoTpeOa. Ilopamy ToBa, BeeKHAHeBHara ymoTpeba Ha
JieKapCTBEeHUA MPOAYKT KaTeTOPUYHC HE CE NpenophyBa..

4.5 JIeKapCTREHH H APYrH B3aHMOACHCTBEA
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MHoro oT nocodeHHTE NPOYYRAHHMA 3a B3aUMOAeiicTBIA ca nposeleHH ¢ 10 mg u 20 mg
tadalafil kakTo € mocoYeHO O-A0NY, THI KaTO IpH Te3H HPOYYBAHHA 34 B3aHMOACHCTBIA
ca mpuiaraHd camo go3m Ha tadalafil or 10 mg, KIMHAYHO 3HAYMMM B3AHMOASHCTBHA
TIPU [10-BUCOKH J03H HE MOTaT M3LAN0 Aa ObaaT H3KIOYEHH.

Egexmu na dpyzu nexapcmeenu npooykmu evpxy tadalafil

Tadalafil ce merabommszmupa rnassHo upes CYP3A4. CenexrusHusa HHXUOMTOP Ha
CYP3A4, ketoconazole( 200 mMr ameBHO), yBenmmuaBa 2 meTH ekcnosuuuara AUC Ha
tadalafil ( mo3a 10 mMr) u C max ¢ 15 % cupamo croiinocture Ha AUC u C max npu
camocrosrento npunoxen tadalafil Ketoconazole { 400 mMr aneBHo), ypenniasa 4 THTH
excriozunusta AUC na tadalafil ( moza 20 mMr) u C max ¢ 22 %. Ritonavir, nmpoteasen
unxubutop (200 Mr 2 weTd AHeBHO), Kolito e muxuburop Ha CYP3A4, CYP2CY,
CYP2C19 u CYP2D6, ysenuuaBa excrnosuruara (AUC) wa tadalafil 2 mera, Ge3 ga
npoMens C max. Benpexs, 9e He ca NpoydyeaHu cnenudyyHy B3auMozeiicTBus,
€[HOBpeMeHHAaTa ymoTpebda ¢ HAKOM JAPYI'H IpoTeasHH MHXHOUTOpH, Karo ritonavir m
saquinavir, u gpyra CYP3A4 maxuburtopw, karo erythromycin, clarithromyecin,
itraconazole 1 cox ot rpe#indpyT U3HCKBA BHUMAHWE, THH KaTO MOXe Aa ce 0YaKea, Te
Ja YBENHUaT IUlasMeHuTe KOHIEeHTpanmuu Ha tadalafil. CnemoBarenHo, uectoTara Ha
HeXEJIaHKTe JIKapCTREHH peaKl|H, II0coYeHH B Touka 4.8. Moxke Ja Obje yBenudeHa.

He e uspectHa pomsita Ha TpaHCIOpTHHTe Oenrhiu (Hanpumep p-glicoprotein) BBPXY
mucnosuuusaTa Ha tadalafil. CrnepoBarenmHo € HamAUE TOTSHUMAN 33 NCKAPCTBEHW
B3aUMOJelCTBHS, MeAUApaHy OT NIOTHCKaHe Ha TPacHOPTEpHTE.

Hupyxropsr Ha CYP3A4, rifampicin, wsamamsea AUC na tadalafil no 88%, cmpamo
croiiHocrure Ha AUC npu camoctosrenno npunoxel tadalafil (noza 10mg). Moxe za ce
OYaKBa, Y& ChBMecTHaTa ynorpeda ¢ Apyra uaaykropu Ha CYP2A4, xato phenobarbital,
phenytoin u carbamazepine, ¢BILIO e HaMaNK IUTA3MEHHTE KOHISHTpaluK Ha tadalafil.

Egiexmu na tadalafil espxy opyzu nexapcmeenu npooyxmu

Ilpy xnmuauusd nmpoyusanus, tadalafil (10 mg m 20 mg) e mokazan, we HoTeHIMpa
XMIIOTEH3UBHHA edeKT Ha HATpatuTe. [lopamm topa, mpunoxeHuero Ha CIALIS mpu
MAlHeHTH, NpUeMaly HAkos (opMa Ha OpraHHYeH HHTPAT € IIPOTHBONOKA3aHO (BIDK
pasgen 4.3. “IIporuBomokazaHus”). Bb3 ocHoBaTa Ha PE3yNTaTH OT KIMHHYHO
IpoyyBase, B koero 150 mamueHnTa ca nioiyyasalid JHeBHA 1032 oT 20 mg tadalafil za 7
aau 1 0,4 mg nitrogycerin cyONHHIBAIHO B pasnM4HO BPEME, TOBA B3aUMOACHCTBHE €
HabmojaBaHo 3a noBeye oT 24 yaca ¥ He e HAOMIOJABaHO clel M3THYaHe Ha 48 yaca oT
nocnenHara posa tadalafil. Taka, npu nauueHtH Ha KomTo € npeanucan Cialis, u 3a
KOHTO ce 0OMMCIIS Ha3HaYaBaHETO HA HUTPATH KaTo XKHBOTOCHACABANIO JISUeHHe, TpaOBa
Ja ¥Ma moHe 48 vaca oT mpuema Ba nocnegHarta xoza Cialis, Ipeau NpUioKeHHETO Ha
surpature. [lpm Taxmea ycnoBus, HuTpaTure TpsaOea jga ce IIpUilarat XOJK CTpOT
MEMLIHCKY KOHTPOJI M ChC CHOTBETHO IPOCTIEAABaHe Ha XeMOJHHAMHKATA.
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Tadalafil ne ce owaksa Ja Npe3BUKBA KIHHIYHO 3HAYMMO HOTHCKAHE WM WHIYKIHS
Ha KIHpBHCA HA JICKApCTBEHH NpomykTH, Merabonmsmpanu oT CYP450 usodopmurte.
IpoyusanuaTa ca oTBBpAY, ge tadalafil He MHXKOHpa Wi MEAYIHPa H30QOPMITE Ha
CYP450, sxmountenuo CYP3A4, CYP1A2, CYP2D6, CYP2EIL, CYP2C9 u CYP2CI9.

Tadalafil (10 mg u 20 mg) HIMa KIMHIWIHO 3HAYNM €(eKT HMTO BEPXY EKCIIO3HLUSTA
(AUC) ua S-warfarin wnu R-warfarin (cyderpar sa CYP2C9), muro 3acara npoMeHHUTE B
HpOTPOMOMHOBOTO BpEMe, NpeAN3BHKAHN OT wariarin.

Tadalafil (10 mg u 20 mg) He NOTeHIHpa YBEIDMYCHHETO BBHB BPEMETO Ha KBPBEHE,
nipIarHeHo ot acetyl salicylic acid.

Tlpy (apMaxoNOTHYHK HPOYYBAHHs € H3ciefpaH IotemuansT Ha tadalafil ga ycumea
XUIIOTEH3HBHUA €(eKT Ha aHTHXUIEpPTeH3UBHATE JeKapcTBeHH IpomykTH, IlpoyuBanu ca
OCHOBHHTE KI4COBE€ aHTUXUNEPTEH3WBHM JICKapCTBEHH IPOAYKTH, BKIFOYHTENHO
KaiuueRn apTaroaucTd (amlodipine), HEXHOWTOpHTE Ha AHTMOTEHIMH KOHBEPTHPAITHA
emsuM (ACE) (enalapril), 6noxepure Ha Oeta-anpeHeprudauTe perentopd (metoprolol),
THazuaauTe Auyperniw (bendrofluazide), u 6xoxepuTe Ha anrnotensud Il penentoprte
(paznHYHE BHOOBE H JO3H, CAMOCTOSTENIHO WK B KOMOMHALS ¢ THA3WHH, KaNllHEBHTE
aHTATOHHCTH, OeTa-Onoxepu, wwm anda-6moxepn). Tadalafil (10 mg oceen B
NpoydBaHMATa C AHTATOHHCTHTE Ha aHrHoTeH3mH II penenropure u amlodipine, npu
KOHWTO € JiaBana fo3a or 20 mg) HaMa KIHHHIHO 3HAYHMH B3aMMOJECHCTBHS, C KOWTO H Ja
€ OT TesW Kiacope. B Apyro KIMHHYHO (apMakoNOruyHo mpoydsase tadalafil (20 mg)
feile M3NWTaH B KOMOMHamms ¢ OO 4 Kiaca aHTHXHIICPTEH3HWBHH INPOXYKTH. IlpH
TIANMEHTATE, NPUEMAIIM HIKONKO aHTHXWIEPTeH3HWBHH NPOAYKTIa, aMOynaropHHTe
HPOMEHH B apTepUaNHOTO HAIMraHe H3IMIEKIaT CBhP3aH CBC CTENeHTa Ha KOHTPON Ha
apTepUaNHOTO HanAraHe. B Ta3W BPE3KA, NPH MANMEHTHATE OT KIKHWYIHOTO M3NWUTBaHe,
9UEeTO0 apTEpHANHOTO HanArade e Oumo noGpe KOHTPONMpaHO, HAMANABEHETO ¢ OWio
MMEUMAITHO WK TI0/00HO HA TOBA, HabIromaBaHo IIpH 3ApaBH xopa. [IpH ygacTruIM B
IPOyYRAHETO, HPH KOMTO apTepHaNHOTO HalATaHe Ha MallieHTHTe He € Omio
KOHTPOJIMPAHO, CHAAaHeTo € GWIo I0-TONAMO, BHIPEKH, J€ TO He e GWio CBpp3aHo ¢
XHTTOTEH3WBHYE CHMITOMHE MIPH HOBEUETO OT NaleHTHTE. IIpd MauueHTs, Hony9asam
CHUBTCTBANO ANTHXMIEPTeH3MBHO JeucHme, tadalafil 20 mg moxe na mHpymapa
HaMaleHHe Ha apTCpHATHOTO HAWIraHe, KoeTo (¢ M3KmoUenHe Ha anda Ornokeps — BXK
HO-JIONY), € KaT0 A0 ManKo, H HE € BEPOATHO A2 € KIMHUYHO 3HAYHMO. AHANH3HTE Ba
JAHHWTe OT KIMHMYHA npoydsaHmia (aza III He ca moOKasamM pasiuKi B HEXEHAHUTE
NIEKapCTBEHW peakmuu Opu namuenrture, npuemamy tfadalafil, cpe  wmm Oe3
AHTHXHIICPTEH3MBHO JiedeHne. BbOpekd ToBa, Ha naupenTHTe TpsabBa jma ce nasa
HOAXOAAIN KIMHHYEH CHBET 3a BE3MOXHO HAMaJieHHWE Ha apTepualHOTO HAIATaHe,
KOTaro ¢ JISKYBaT C aHTUXUITEPTeH3NBHH JICKAPCTBEHH NPOXYKTH.

Tlpu margienTH, KOMWTO Noiydapar ennospeMenHo tadalafil (20 mg) u doxazosin (8 mg
JIHEBHO), anda 1 Onokep, ce HaGNOAABA YBEIMIaBaHe HA aHTHXUIICPTEH3UBHAA e(eKT Ha
doxazosin. Toszu edekT ce 3anazpa Ha 12ua 9ac clefl NIPHEEM Ha JI032Ta ¥ OKOHUATETHO
m39e3pa A0 24ua yac. BpoAT mallkieHTH ¢ HOTCHIWATHO KIIHHHYHO 3HAYMMO HaMaisiBaHe
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HA APTEPUANHOTO HANSrane [Py U3NpaBsHe € NO-TroNsMo npyu kombunarusta. [pu Baxou
MIANKMEHTH CE € PA3BUII CBETOBBPTEK, HO HAMA CHOOMIEHY clnyyal Ha cHHKOI. [lo-HuckH
jnozu doxazosin He ca 6unu M3nMUTBaHU. 3aToBa, KoMOMHUpaHero Ha tadalafil u anda
Onokepu He ce IpenophuBa. B emmHm4HO mpoyusane Ha 18 sapaBu AOOGpOBOIIM,
tadalafil (10 1 20 mg) He € noxa3an 3HAYUTENEH KIMHUYEH e)eKT BEPXY HPOMEHHTE Ha
apTepuaNHOTO HAlMraHe B pe3ynraT Ha npueM Ha tamsulosin, cemextuBeH aida (1A)
bnoxep. He e u3BecTHO Kak TOBa eKcTparnoiupa KeM Apyrute ainpa (1A) 6noxepn.

KonneHTpauaTa Ha ankoxon (CpeiaHa MakcHManHa KoHueHTpauua B xpheTa 0.08%) ne
ce IIOBJIMABA OT ChBMecTHaTa ynotpeda ¢ tadalafil (10 mg wmm 20 mg). B nonensenue, 3
yaca cliell SMHOBPEMEHHOTO IPHIIOKEHHE C alKoXoJ He ca HabiioJaRaHH HPOMEHM B
xoHnenTpaupaTa Ha tadalafil. ANKOXOMBET € INpPHIOXKEH XNO HAYMH, YRENMYaBalll
MaKCHMAJTHO CKOpOCTTa Ha abcopOIima Ha ankoxo (CYIpHH Ha MiagHo, 0e3 fa ce IpHeMa
XpaHa Jio 2 yaca cief pueMa Ha ankoxon) Tadalafil ( 20 mg) He ypenuyasa cpemHOTO
HaMansBaHe Ha apTepuanHoTO HamsArase, npemwsBukaHo or ankoxona (0,7 g/ kg wan
okono 180 ml 40 % anxoxon (Boaxa) npn 80 KuNOrpamMoB MBXK, HO IPH HAKOH Xopa
MOXe Ja ce HabIoaBa CBETOBRPTEN WK OprocTaTHYHa XunoToHus. Koraro Tananadun
ce mpuiara ¢ mo-manku gosu ankoxon { 0,6 g/ke), xumoreHsusa He ce Habmozasa , a
CBETOBBPTEXLT ce HabiiofaBa ¢ uyecToTa, INOJODHA Ha TasH IIPU CAMOCTOATENHOTO
IpUNOKeHHe Ha ankoxon. EdexTure Ha ayikoxona BEpXY KOTHUTHBHATa (yHKIUA He ce
sacunBat ot tadalafil (10 mg).

Tadalafil e moxasan, ye mpeAu3BHKBa yBENIHUEHHEe HAa OHOHANHYHOCT CJEH IIEpPOpaleH
npueM Ha ethinylestradiol; mogoOHo yBennueHne Moxe aa Obie 0YaKBAHO ¢ IEPOPATHOTO
npwioxeHde Ha terbutaline, BeOpexw ue KIMHHYHWTE KOCHEACTBHS OT TOBA ca

HECHTYPHH.

Koraro tadalafil 10 mg ce npmnara ¢ theophylline (HecenextuseH ocdopuecTepazeH
HHXNOHTODP), BHB (apMaKkoNOTHYHM NpOyYBaHHA He € HMano (apMaKOKHHETHYHH
p3auModedictBua. EapuHcTBenmaT dapmaxoauHamuueH edekr e Omn nexo (3.5
yIapa/MUHyTa) yBelMUYEeHHE Ha CBpIeUHAaTa 4YecToTa. BmmpekH, 4ye To3: edekt e
MHUHHMaJIEH H He e OMI OT KIHHMYHO 3HaueHue IIpH TOBa MPOYYBAHE, Toil Tpiabea na ce
B3eMa OJ BHEMaHHE NIPU CHBMECTHA YNOTpeda Ha Te3H JISKapCTBEHH TPOXYKTH.

He ca npopesxnany crienMdUYHE IPOYYBAHUA 3a B3aUMONECHCTBUA ¢ NPOTHROAMAOETHH
JIEKapCTBEHM NPOIYKTH.

4.6. BpeMeHOCT H KbpMeHe

CIALIS He nokasaH 3a ynorpeda ot xeHu. Hama npoyusanus Ha tadalafil npu 6pemennu
HKEHH.

HsaMma poxasatencyBa 3a TEpaToOreHHOCT, eMOPHMOTOKCHYHOCT MM (beTOTOKcanocT IpH
TUIBXOBE MM MUIIKH, KOKTO ca nonydasany go 1000 Mr/kr/nuesHo.
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4,7. EdexTn BbpXy cnocodHocTTa 32 modHpane 1 padoTa ¢ MamlkuHEH

CIALIS ce ogakea Ja HSMa WIH Ja HMa HE3HAUWTENHO BIHSHEE BRPXY crioco0HOCTTA 3a
mohupane u padora ¢ Mamwen. He ce mpoBexxAanu cnedHYHE NPOyYBaHKA 33 OHEHKA
Ha moTennyanHua edexr. BBIpexu, 4e NpH KAWHMYHH TPOYyYBaHMA YECTOTATA HA
cLOOIIEHKATA 3a CBETOBBPTEXK NpH IUlaneGo u rpymara c¢ tadalafil e 6mma cxonma,
nanpenTrTe TpsSOBa Xa ca OCBENOMEHH 3a ToBa Kak Ime pearmpar ma CIALIS, mpemu
motupane B paboTa ¢ MaIBIHA.

4.8. Hexxenany JeKapcTBeHH PeaKOHAN

Hali-uecto c¢hoOMIABAHKWTE HEXKENAHN JIEKApCTBEHW peakuuy ca I7iaBoboAue
JIFCTICTICHS, BIOK TaOHIIHTE HO-AONY.

TaGmana 1
Miuozo vecmu Hexcenany RexapcemeeHy peaxyuy (> 1/10)
CIALIS ITnanebo
Hesxenana
10-20 mg
Cucrema Opran Knac TIeKapcTBEeHa o
. (%) (%)
peatiis N=724 N=379
Hepgra cucreMa I'niapoborme 14.5 5.5
CTOMAIHOYPEBHA Jlacnencus 12.3 1.8

Tadozana 2

Yecmu nearcenany nexapemeenu peaxyuu (>1/100, <1/10)

H CIALIS Hnanebo
eXenaHa
10-20 mg

Cucrema Opran Kitac JIEKapCTBEHA o o

: ) %)

peakiu N=724 N=379

HepgsHa cricTeMa CRETOBBPTEX 2.3 1.8
Kpnronocya 3aucpesBaHe 4.1 1.6
Pecrimparopsn, rpeiHu 1 | Hasarmga 4.3 3.2
MeAfaCTHHAIHH KOETECTHS
MyCKynocKeIeTH] 1 Bonka B repba 6.5 4.2
CHEOVHUTENHA THKaH Muanrus 5.7 1.8

Ortouy Ha KACHAYHTE, YCCIHAaHKA OIIHCaHH Kato Oonka B oumie H XHOEpEMHAA Ha
KOHIOHKTHRBATA, ¢a PCAKH HEKCIIaHkH PCaKITHH.

Hexxenamure peaknud, omucanu ¢ tadalafil, ca TpaH3HTOpHM, M KaTo LAN0 JEKH N0
yMepeHH. :
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JlanHuTE 3a HexeIaHM JIEKAPCTBEHN peakllny 3a NaleHTH Haj 75 TOAHIINA BB3PacT ca
OTpaHUYCHH,

B HOCTMAPKETUHIOBHU HaﬁJ’IIO,[LEHH}I, HEXCJIIaHUTS JaKapCTBCHH CHOMTHI KOHTO ca
JOKIIAIBaHK MHOTO PAAKO IPH ITallHEHTH ,KOUTC IIpACMaT 'ra,uana(bl»m BKIIXOYBAT:

TAI0TO K&TO IAI0: CBPEXUYBCTBHMTENHOCT, BKIIOUMTENHO OOpPHB, YPTHKapHs, OTOK HA
JIHIETO, CHHApPOM Ha Stevens-Johnson # eKCpOIHaTHBEH ASPMATHT.

ChpAEUHO-CBIOBM M MOZBUHO CBJOBHM: CEPMO3HM CBPACYHO-CHAOBHM peakKiluH,
BKJIIOUMTENHO MH(APKT HA MHOKApZAa, BHe3allHa ChpPAEYHa CMBpPT, HECTAOMIHA aHTHHA

IIEKTOPHC, BEHTPHKYJApHA APUTMHS, WHCYIT, NPEXONHHM HMCXEMWYHHM araku, Ooika B

PBPANTE, NAIMHTANHS, TaXHKapiusd, ca OKIafBAHH KaTO IpH HOCTMAPKETHHTOBMTE,

TaKka M I[Py KIMHUMHMTEe H3IMTBaHMA. IloBEeYeTo MAUMEHTH, TP KOHTO ca ce
HabIDOAABANH Te3d peakuud ca cboOuiaBsany 3a IPENpasofarallty (akTopH 3a .
CHPJEYHO-CHJOB pHCK. Bk 4.4.

Xnororus  (mo-yecro  HaOMofaBaHa  Ipu MAHMEHTH, KOMTO  TOy4aBaT
ATHHAXHIEPTEH3MBHO JIEeUeHYE), XUIIEPTEH3HA U CHHKOIIL.

Kosxa ¥ OAKOKHHM THKAHH: XHIIEpXUpo3a (IIOTeHe)

CroMapIHO-upeBHHE: H0JIKa B KOpeMa, racTpo-e30(aruaieH peduryke

VporeHUTaNHH: IPHANUZBM, YABIDKEHA EPEKIHA

4.9. Ipenosupane

ITpu 3apaBu J0OpOBONLM ca HABAHE eIMHHUYHM Jo3H Ao 500 mg, a Ha mauueHTH ca
IpHIarady MHOTOKPATHH AHeBHU Jo3d Jo 100mg. Hexenauure nexapcTBenM peakiiuy
ca 6unu TnogoOHM HA OHEe3H, HaOMIOKABaHW IPH HO-HMCKH J03d. B cnywaure Ha .
npefo3Hpaye, ako ce Haiara, TpabBa Aa ce MpeAlpHeMAT CTAHAAPTHHTE TOMALPIKAIIH
MEPKH.

XeMoAHanM3aTa He3HAYHTENHO CIIOMAra 3a eJIMMHUHUPAHeTo Ha Tajanadu.

5. DapMaAKOJOTHIHH JAHHH

5.1. @apmaxoXHHAMH'IHH CBOiicTBa

®apMakoTepanleBTHYHA TpyIa: JIEKApCTBEHHW NPOAYKTH, NpPMNATAHHM NPH epeKTHIHA
muchynxmmsa (ATC xon: GO4BE).

Tadalafil e cenexrusen, o6parum uHXUOUTOP Ha crienuduuHaTa QoctoauecTepaza TaIl 5
(PDE5) Ha puwimunug ryaHosuH MoBogochar (cGMP). Korato cekcyamHg
CTMyJIHpaHe IpeAU3BHKA JIOKAIHO O0CBOOOXKHABAHE HA a30TE€H OKUC, MHXMOupanef
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PDES or tadalafil npegu3suxea nopumeny HuBa Ha cGMP B KaBepHO3HUTE Teia. ToBa
BOZH A0 OTIyCKAaHE Ha MANKaTa MyCKYyJarypa ¥ MpUTOK Ha KPBB B THKaHUTE Ha HEHIHCA,
Bojiemmo xa epexuyst. Tadalafil e HeedekriBeH Ipy nuTIca Ha CeXCyalHa CTHMY AU

Hpoyusauwsirta in Vitro ca moxasanu, ue tadalafil e cenextypen mxubuTop Ha PDES.
PDES e ensmmM, KolTO ce OTKpHBA B rliajKaTa MyCKyJarypa Ha K2BEPHO3HOTO TWIO,
CHEOBATA W BUCLEpaiHa IMagxa MYCKYJaTypa, CKeJICTHHTE MYCKYNH, TpoMOONHTHTE,
6E0penuTe, Oemia Apod, B Mankus Mo3wK. JlelicTeuero Ha tadalafil € mo-cHiHO BBPXY
PDES5, oTx0nKoTO BLpXY ApyTH hochonuectepazu. Tadalafil e > 10 000 meTa no-Momen
3a PDES, orxonkoto mo oraomenye na PDEL, PDE2, w PDE4 — ensumu, Kouto ce
OTKpHBAaT B CBHPLETO, MO3BKA, KPHBOHOCHHATE CHIOBE, SEPHHA Apo0 U JAPYTH OpraHH.
Tadalafil e > 10 000 mesTH To-Momen mo ordomenue Ha PDES, otxomkoro mo
ortuomienre Ha PDE3 — eHsiM, HAMHpAIY ce B CHPIETO X KPPBOHOCHHTE CHAOBE. Tasu
cenexTuBHOCT KBM PDE3, cpaBHena cke cenekrusHocrta KeM PDE3 e paxna, 3amoTo
PDE3 e en3uM, yYaCTBall B MeXaAu3Ma Ha CBpJIEUHHTE CbkpamecHui. B monmbianeHue,
tadalafil e npuGmuzurento 700-meTH mo-MomieH o oTHomernwue Ha PDES, orkomkoro
cnpsmMo PDE6 - eH3uM KOHTO Ce HaMHpa B peTHHaTa H € OTIOBOpEH 33
dorotpanchykuuata. Tadalafil e cemo > 10 000 meTH Ho-MOIIEH TI0 OTHOIIEHWE Ha
PDES, orxonkoTo 1m0 oTHomewmue ga PDE7, no PDE10.

Tpu KIMHEYHA HPOYYBaHHA ca NpoBeAcHH ¢ 1054-manueHTH B AOMANIHY YCNOBUA 32
onpefensHe Ha HpombDKuTenHoct Ha otroBopa KeM CIALIS. CIALIS e poxasan
CTAaTHCTHYECKH 3HAYMMO MONOoOpeHHe B epekTHiHaTa (QyHKINS H CHOcoOHOCTTA Ja ce
W3BEPHIM YCIIEIISH IIONOB aKT JO 36 dJaca clnel MpHeMa Ha J(03aTa, KakTo U B
criocobHoCTTa HA NAanuWeHTHTe a4 YoNyvaT M MOATBPKAaT SPeKNFs 3a YCMEIIeH axT, B
cpasHenue ¢ manebo, Hali-paHo oT 16 MuHyTa CIej IPHEM HA [03aTd.

CIALIS, npuioxeH Ha 3ApABY JIMNA, He NPEIU3BUKBA 3HAYMMa pa3iivKa B CPAaBHEHHE C
rranebo B CHCTONHOTO H AMACTONHOTO apTepHANTHO HalldraHe IIpH JISTHANO MONIOKESHHS
(cpenmo Makcumanno Hamanenwe oT 1.6/0.8 mm Hg, CHOTBETHO), B CHCTONHOTO H
JUACTONHOTO apTEPHAIHO Hajsrage B H3NPaBeHO HONOXKEHHe (CPeNHO MAKCHMATHO
Hamanenue ot 0.2/4.6 mm Hg, choTBeTHO), H HAMA 3Ha4kMMa NPOMAHA B ChpJCYHATA
9ecToTa~

IIpw mpoyusade 3a OleHKa Ha BIAAHHETO Ha tadalafil BEPXY 3peHHeTo, He ca OTICTEHA
HUKaKEH HapymIEHHA Ha [BETHOTO pa3rpaHudasaHe (CHHEO/ 3€1eHO), 4pes 3NOA3BaHe HA
tecta Famnsworth-Munsell 100-hue. To3zu pe3ynTaT kopecHoHIMpa ¢ HUCKHA a(BHHUTET
pa tadalafil kem PDEG, B cpaprende ¢ PDES, BEB BCHYKA KAHHWYHE HpPOYYBaHHSA,
CHOOMIEHNATA 32 IPOMEHH B IIBETHOTO BIDKAaHE ca penk (<0.1%).

Jlee KNuWp@THY POYUIBaHHA ca MPOBEJEHH ¢ MEXE 33 OHPEJEIAHE HA IIOTCHIIMAIHUA
edext na CIALIS 10 mg u 20 mg, npHiaran BcekuAHEBHO B MPOAB/UKEHHE Ha 6 mecenia ,
BBPXY crepMaToreHesara. PesynTaTure oT Te3u MpOydBaHus 3a Ipyrara MEXe, IOKa3ain
50% nu noBede HAMANICHHE B KOHIEHTpaLUATa Ha CIIEPMATA, He ¢a II0KA3alM PazyivKi
cripsvo 1tane6o. B nonkiHeHYe, IIPH cpaBHeHue ¢ NHanebo, | Npy ABETe AO3HPOBKA
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ca 6uny HabmoaBaHy HeXKeNaHy JIEKapCTBEHU peakiuH, Kacaelid CpeflHUTe IPOMEHH B
Opos Ha cniepMarozonauTe, MopGoNOrUiTa Ha CHepMAaTO3oHANTe, Wik NOBIKHOCTTA Ha
cuepMaro3opauTe. Beopeku Toea, mpu npoyusaHe ¢ 10 mg CIALIS, npuemaun
BCCKMZHERHO 3a 6 Mecenma, pes3ylATaTMTE ca [IOKasall HaMajeHHe B CpeaHara
KOHIIEHTpaHi Ha crepMartosoumu crpamo mnanebo. Tosum edexr ne e HabmoxaBaH B
TpOy4BaHe, ¢ no-Brcoxara Aosa, 20 mg CIALIS, 1 exxexpeBeH nprueM B MPOABIDKEHHE HA
6 Mecena. B nomsiHenue, He € MMalO BRMAHHE BBPXY CPEJHATA KOHIIEHTDAUMS HA
TECTOCTEPOH, NyTeHHU3NPAIl XOpMOH M (GONMKYIOCTHMYJIHpall XOpPMOH, HuTo ¢ 10
mg , kuto ¢ 20 mg CIALIS, B cpaBHenue ¢ nnaneGo. Edexrate oT M0-npoabLKHTENHO
BCEKMJTHEBHO JI03MpaHe He ca Gund ycraHoBeHM. Bk ¢bIN0 pazpend 4.4, “Cnenvannu
TIpeAyNpeXKIeHHA ¥ IpeINasHl Mepku mpu ynotpeba” u 5.3, “IIpenknMHHYHEN AAHHH 32
Ge3omacyHocT”.

Tadalafil B nosu or 2mg mo 100 mg e O6un uzcnensas B 16 KIMHMYHH IIPOYYBaHMS,
BIKImouBay 3250 manuenTH, BKIIOUMTENHO NAIMEHTH € epeKTHIHA JUC(YHKIHA OT
pasnHuHa TexecT (Jieka, yMepeHa, TeXKa), €THONIOTHS, Bh3pacT (Mexxy 21-86 roaunu) u
erHoc. [lopedeTo maum@eHTH ca CHOOUIMIM 32 TPOABDKUTETHOCT Ha epeKTHIHATA
JUCHYHKIMA OT OKONO NOHe emHa rojuHa. IIpH nepBOHayanmHuTEe IPOYYBAHHA 32
edexTHBHOCT BhpXy ofmara nomynawus 81% ot nanuenture ca crobmmin, ye CIALIS e
noa00pHI TAXHATA epeKkuys, B cpaBHeHMe ¢ 35% npu mnauebo. CpIno Taka, NAACHTHTE
¢ EpeKTHIHA AUCHYHIIHSA OT BCHUKU CTENEHW HA TeXecT ca chobmmny 3a nomobpena
epexuus, Aokaro ca esemann CIALIS (86%, 83%, u 72% 3a nexa, yMepeHa, W Texxa,
ChOTBETHO CpaBHEHO ¢ 45%, 42%, 11 19% ¢ mnane6o). [Ipu neprOBavaiHETe HPOYUBAHMA
3a edextuBHOCT, 75% or ommurmTe 3a nonos axkT ¢ CIALIS ca O6mnu ycmemHu B
cpaBHenue ¢ 32% npu nranedo.

5.2. @apMaKoKHHETHYHH CBOIiCTBA

AbGcopOnnsn

Tadalafil ce aGcopbupa 6pp30 cites MepopanHo NPHIOKSHHE W HADMIONABAHATE CPEAHH
MakcHMaiHU Mna3MeHH KoHLeHTpauHH (Cpax) €& TIOCTHTAT 3a CpeAHO BpeMe oT 2 yaca
crien mosupanero. AGcomoTHara 6uonamrunocT Ha tadalafil cnex opanno mosupane He e
OHla OTpeseneHa.

Cropoctra u crenenTa Ha abcopOuua Ha tadalafil ye ce noBnmiaBaT OT XpaHa, Taka 4e
CIALIS moxe ja ce mpueMa He3aBHCHMO OT XpaHenero. Bpemero Ha nipueM Ha jo3ara
(cyTpuH B CpaBHEeHHe ¢ Beuep) HAMA KIMHMYHO 3HAUMMH e€(leKTH BBPXY CKOpOCITa H
cTerieHTa Ha aGcopOuus.

Pasnpenenenne
Cpenpuar obem Ha pasnpenenenue Ha tadalafil e npubmusurenso 63 1, koeTo moxassa ue
tadalafil ce pasnpenens B Thkanute. IIpy TepaneBTu4HN KOHIEHTpanuH, 94% ot tadalafil
B NIJa3MaTa ceé CBBp3Ba C IpoTeHHHTE. CBBP3BAHETO ¢ NPOTEMHHTE HE Ce 3acAra npu
Hapyntena 650peuna QyHKuIus.

Tlo-manxo ot 0.0005% oT npuerara 1032 ce NOABABA B CIEPMATA Ha 3PABK MHANE
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Meraboaa3npane

Tadalafil ce merabonmsupa npexumuo gpe3 nuroxpoMm P450 (CYP) 3A4 msodopmara.
Ocuosauar wupkyanpay merabomur e methylcatechol glucoronide. To3u merabonut e
more 13 000 mpTH mo-cmabo axtuseH o7 tadalafil mo orHomenuwe nHa PDES.
CnepoBatellHO, He Ce OYakBa Ja € KJIWHWYHO aKkTWBeH ©Dpd HabmonasaHuTe
MeTab0IHTHH KOHLIEHTPAI(H.

Emimauapane ‘

CpenuusT opaneH KnupBHC Ha tadalafil e 2.5 I/h B cpemnoTo Bpeme Ha nmomyxusort e 17.5
gaca npu 34paBu uHmuBuIM. Tadalafil ce exckpermpa nHpefMMHO KaTo HEAKTHBHU
MeTaboNuTH, OCHOBHO ¢ (ekanmnmre (npubimsutenuo 61% oT mozara) H B MO-MaiKa
CTeleH ¢ ypuHaTa (mpuOnusuTeto 36% ot fo3ara).

JInaeapHOCT/He-TAHEAPHOCT

dapmakokunerrikara Ha tadalafil npw 34paBy HHEAMBHIH € JIMHEAPHA TI0 OTHOIEHHE Ha
Bpeme ¥ Jo3a. Hax no3oBa rpasAna ot 2.5 1o 20 mg, excnosHuuATa (AUC) ce ysemigasa
IPOHOPHHOHAIEO ¢ J034Ta. Steady-state MIa3sMEHHTE KOHIIGHTPAUMH Ce HOCTHFAT 32 5
JIBY HpH FO3UpaHe BEAHBK JHEBHO, '

@DapMaKOKHHETHKATA, OXpefelleHa ¢ HOIYTAlHOEHKA IOAX0) TP MAlMEeHTH ¢
epeKTIWiHa quchyHKIWM, ¢ T0K00HA Ha (hapMaKOKMHETHKATA IPH MHAUBAIA Oe3

epeKTHIIHA JUCHYHKIH,
CoennanHy NOOYyIAHN

TIanHeRTH B cTApYECKA BB3PACT

3ApaBn NAlHEeHTH B CTapdecKa BE3pact (Hal 65 rofuInHa BH3pacT), HMAT NO-HHCEK
opaneH knuppHe Ha tadalafil, Bosemo go 25% no-Bucoxa excriosuiist (AUC), B
cpasHeHUe CEC 37paBH HHANBHAY Ha BE3pacT oT 19 jo 45 roHm. Tosu edexr na
BL3pAcTTa He € KITHHITIHO 3Ha9KM | He JaBa OCHOBAaHUE 33 IPOMsHA Ha J03aTa.

bripeuna peaocraThuHOCT

IIpu dapmakonordEy NPOy4BaHHs ¢ eXHOKpaTHa Ao3a tadalafil ( 5 — 20 mg),
excrosunmaTa Ha tadalafil (AUC) e nprOnasHTeso yABOSHA IIPH HHAHUBHUIH C JIeKa
(xpeatrruHOB KmApbHEC 51 K0 80 ml/min) nim ymepena (KpeaTHEMHOB KMpeHC 31 A0 50
ml/min) 656peuna HEJOCTATHYHOCT U IIpK HHAUBH/K ¢ KpacH cTanuy Ha 6p6pedra
HETOCTATHYHACT Ha Auanm3a. [Ipy nanweHTH Ha XeMouannza C max e 6uio 41 % mo —
BHCOKO 0T HaO/HOFABAHOTO HPH 3/ipaBy Xopa. XeMOAHaNIN3aTa HE3HATATEIIHO CIIOMara 3a
eVMUHHPAHETO Ha Taganadui.

YeprnoApodHa HEXOCTATHYHOCT
ExcrnosundsTa wa tadalafil (AUC) npu seAuByUIY ¢ JieKa A0 YMEpeHa depHonpobHa
mepocrarsuHoct (Child-Pugh xnac A u B) e cpaBHUMa ¢ EKCHO3UITHATA XPH 3APaBH
HHAWBYAY, KOTATo ¢e TIpmiara Jo3a ot 10 mg. Mima orpaniyeHd KITMHHIHY [
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6esonacHoctTa Ha Cialis npy narueHTH ¢ Texka depHoapobHa HegocrarbynocT ( Child —
Pugh Class C); npu npennucBane Ha IPOAYKTa JIeKapaT TpAOBa 1a HaupaRy BHAMareilHa
WHIUBUAYATHA PEeHeHKa Ha OTHOINSHHETO prcK-nonza. He ca Hanmumuum faHHH 33
NPIJIOKEHHe Ha 1031 no-Bucoky oT 10 mg tadalafil mpu maupenTy ¢ ueproxpobua
HEIOCTATHYHOCT.

Hauuentn ¢ xuader

Excnosunuara na tadalafil (AUC) npu nanuenTts ¢ quaber e Ouna mpudnusurenso 19%
no-HucKa ot croinocture Ha AUC 32 3apasy uHAMBHAM. Ta3H pa3nuka B eKCIIOSHIMATA
He JaBa OCHOBAHME 32 IPOMAHA Ha J03aTa.

5.3 IpeakNXHHYME JAHHH 32 0€30MaCHOCT

IlonyyeHnte IpH KOHBEHHIHOHATTHM TIpOydYBaHMA 3a Oe30macHoCcT, (apMmaxonorms,
T€HOTOKCHYHOCT, KapHHHOTEHEH MOTSHNHAN, H TOKCHYHOCT IO OTHOLIGHWE Ha
PENPOAYKIIHATA MPEKIHHAYHY AaHHH HE Ca II0Ka3aili ClieliaNHH PUCKOBE 32 X0pa.

Hama goxa3sarencTsa 3a TepPaTOreHHOCT, eMOPHOTOKCHYHOCT YUIH (PETOTOKCHUHOCT IIpH
IIBX0BE WIH MUIMKH, KOMTO ca nonyduny o 1000mg/kg/nuesso. Ilpu npoydpane 3a
mpe- M MOCTHATANHOTO Pa3BUTHE Y INIBXO0BE, [03aTa, IPH KOLTO HE ca ce Habmoaasanu
edextd, e 6una 30mg/kg/muesno. ITpu 6pemenen mrbx, AUC 32 u34HMCIeHOTO CBOOOIHO
JIeKapeTRO TIPH Ta3u Ao3a, e Ouno npubmizurenyo 18 netu yopenikara AUC npu goza
20 mg.

Hsama yepexpate Ha QeprunHoctIa IpPH MEXKM ¥ JKSHCKH mibxoee. Iipu KyueTa Ha
Kouto e npwiaran tadalafil BcexunuenHo 3a 6 no 12 Meceua mpy xo3u 25mg/kg/nHesHo
(Bomemy0 10 TIOHE TPHKpATHO IO-BUCOKa ekcmozumus [Mexxny 3.7-18.6] or
HabOmroaBaHaTa OpH X0pa, HA KOWTO € JaBaHa enuHEYHA Jo3a or 20 mg) u nosede, €
HMaJIO perpecis Ha enuTeNa Ha CeMEHHUTE KaHaIdeTa, KOeTO € JOBeflo Io HaManeHye Ha
CIEpMaTOreHe3ara Ha HAKOH KydeTra. Bmk cpmo pasgenn 4.4, “Chnenmannu
IpeAynpexAeHds W NpeiasHyd MepKH npu ynotpeba” m 5.1. “DapmakomuHaMIOHU
cBoiicTpa”

6. ®apManesTHIHH RAHHH
6.1. ChnHcbK HA NOMOIHHTE BEUIECTBA

Crpriepuna Ha Tabnerkara:
Lactose monohydrate
Croscarmellose sodium
Hydroxypropylcellulose
Microcrystalline cellulose
Sodium laurilsulfate
Magnesium stearate

@UIMOBO HOKPHTHE:
Lactose monohydrate
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Hypromellose

Triacetin

Titanium dioxide (E 171)

Iron oxide yellow (E 172)

Tale

6.2. @OHU3NKO-XHMHAYHH HECHBMCCTAMOCTH
Hsma

6.3. Cpok Ha rosHoCcT

3 roapHH

6.4. Crnennajanm ycJIoBHA 33 CbXpaneHHe
Ja ce coxpaHsaBa B OpHTHHANIHATA ONIaKOBKA
6.5. Jlanuu 32 ONAKOBKATA
Aluminium/PVC/PE/Aclar 6arcTepn B KapTonena Kytnu ¢ 4 Tabnerkn ot 10 mg
6.6. Ilpemopbku HpH yHOTpeda

Hsama crienmainis M3HCKBAHHSA

7. Hme 1 agpec Ha OPHTEKATEIA HA PaspelieENero 3a ynorpeda
Eli Lilly Export S.A., Chemin des coguelicots, CH-1214 Vernier, Geneva, Switzerland

7a.  Hme w appec HA NPOH3BOAHTEIATE

Eli Lilly and Company, Lilly Technology Center, Indianapolis, Indiana 46221, USA

Eli Lilly and Company Ltd., Kingsclere Road, Basingstoke, Hampshire, RG21 6XA, UK
8. Perucrpanmonen Ne 20030180/ 10-03-2003

9. JiaTa HA WHEPBO pa3pelleHHe 33 ynoTpeda
10-03-2003

10. Tata Ba yacrYHYHA PeBH3HS HA TEKCTa
13. 04. 2005
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