HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

CIALIS 2,5 mg ¢punmupanu tabiaeTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcsika Tabnetka chappika 2,5 mg tamanadu (tadalafil)

[ToMOIIHO BELIECTBO ¢ U3BECTHO ACHCTBHUE!
Bcesika punmupana Tabierka cbhabpika 87 mg nakrosa (KaTo MOHOXHU/IPAT).

3a MBJIHUA CHUCHK Ha IMOMOIIHUTE BEIeCTBA BHKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmvupana TabneTka (TabieTKa)

CBeTII0 OpaH)XeBO-KBIJITU TaOJIETKH ¢ popMa Ha OajgeM, MapKupaHH oT eaHaTa cTpana ¢ "C 2 14",

4. KJIMHUYHU JAHHU

4.1 TepaneBTHUYHU MOKA3ZAHUS

Jledenue Ha epeKTHIIHA TUCHYHKINS MTPH BH3PACTHH MBKE.

3a ma Obje edexkTuBeH Tananadui, ce N3UCKBa CEKCyaTHa CTUMYJIAIHsL.
CIALIS He e mokasaH 3a yrnoTpeda oT KeHH.

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

2!03I/I[ZOBKa

Bwvspacmuu mwvorce

IMpenopbuBanara qo03a ¢ 10 Mg, npueTa Npean OYakBaHATa CEKCyalHa aKTHBHOCT, ChC WM 0€3 XpaHa.
[pu Te3u marueHTH, mpu kouto Taganadua 10 mg He BOAM 70 MOAXOIIL e()EKT, MOKE JIa CE OMUTA
20 mg. Ta3u n03a Moxe 1a Obje npuera moHe 30 MUHYTH MPEAN CEKCyaHa aKTHBHOCT.

MakcuManHaTa 9ecToTa Ha IMpueM € BEIHBXK THEBHO.

Tananagwun 10 u 20 mg e npegHa3HavYeH 3a ynoTpeda npean o4akBaHa CeKcyalHa aKTUBHOCT U HE Ce
NpenopbyBa 3a NPOIbJDKUTENIHA eXXeJHEBHA yoTpeoda.

IIpu manmenTH, KOUTO NpeABIKAAT Yecta ynoTpeda Ha CIALIS (nHamp., moHe ABa IbTH CEAMHUYHO),
MOJKE /1a c€ OOMUCITH KaTO TOJXO/ISII PEXXUM €JHOKPATeH JHEBEH MPHEM Ha Ha-HUCKUTE TO3U
CIALIS, 6a3upaiixu ce Ha n300pa Ha MALMEHTA U PELICHUETO Ha JIEKaps.

[pu Te3u marMeHTy MpenopbYBaHaTa J103a € 5 mg, MpHeTa BEAHBXK JTHEBHO MPUOIU3UTEIHO B €THO
ChINO BpeMe Ha JieHs. Jlo3aTa Moxe Ja ce Hamalu Jio 2,5 mg eTHOKPaTHO JTHEBHO Ha Oa3aTa Ha
WHJIMBUTyalTHATa TIOHOCUMOCT.

Lenecpobpa3HOCTTa Ha MPOIBJDKUTEIIHATA SKEAHEBHA yIOTpeda TpsiOBa NEPHOANYHO 1A ce
MIPEOLICHSBA.



CrienmaaHy TOMyJIaIul
Muvoice 6 cmapuecka 6v3pacm

HpI/I MBKE B CTapUYC€CKa Bb3PACT HC CC U3MCKBA aJalITUpPpAHC HA J03aTa.

Mwosce c 6vbpeuro yspescoare

He ce nanara namansiBane Ha J1o3ata IpH NAUEHTH C JIEKO 0 yMepeHo OBOpeuHo yBpexaaHe. 3a
MAIMEeHTH C TeXKO OBOpedHo yBpeKIaHe MaKCHMalHaTa mpenopbuBana no3a € 10 mg. [Ipu manuentu
C TEXKO OBOPEYHO yBpEkKIaHEe JO3UPAHETO HA Tajanadui eIUH IbT THEBHO HE ce TpernopbuBa (BK.
Touka 4.4 u Touka 5.2).

Mwoice ¢ wepnodpobHO yepesicoare

IIpenoppuBanara no3a CIALIS e 10 mg, mpuera mpeau o4akBaHa ceKCyallHa aKTUBHOCT M 0€3 Bpb3Ka
¢ xpaneHeTo. MiMa orpaHHUYeHN KJIMHUYHHU JaHHU 3a Oe3omacHocTTa Ha CIALIS mpu nanueHTH ¢
Tekka gepHoapoona HemoctarsunocT (Child-Pugh kimac C ); ako ce mpeanucsa, TO IpeANMUCBAIINAAT
JieKap TpsAOBa Ja HalpaBW BHUMATEIHA HHANBHAyaIHA MIPEIeHKa Ha ChOTHOIIEHHUETO MMOJI3a/PUCK.
Hsma HanuYHM TaHHK OTHOCHO MIPUJIOKEHUETO Ha J103M NO-BUCcOoKH oT 10 mg Tananadun Ha manueHTH
€ YepHOIPOOHO yBpexkaaHe. JI03UupaHeTo euH MbT JHEBHO HE € OICHIBAHO MPH MAIUCHTH C
YepHOAPOOHA HETOCTATHYHOCT, CIIEIOBATEHO, aKO CE MIPENKCBA, TO MPEAMUCBAIIUIT TO JIeKap
TpsIOBa /1a HaNpaBM BHUMATEIIHA WHIMBH/IyaJIHA TIPEIICHKA Ha OTHOILICHUETO IM0JI13a/pHCK. (BXK. TOUKA
4.4 u Touka 5.2).

Mwoice ¢ ouabem
ITpu MBKe ¢ TMAOET HE Ce M3MCKBA MPOMSIHA B 7103aTa.

THeouampuuna nonynayusi:
Hsma cpotBeTHO npmiioxkenne Ha CIALIS B meanaTpuyHaTa nomynamnus OTHOCHO JIEYEHUETO Ha
€peKTUIIHA TUC]YHKIIHA.

Hauun Ha npusnoxxeHue
CIALIS ce npennara karo punmupanu tadbnetku ot 2,5, 5, 10, 1 20 mg 3a nepopaiHo NpHIoKEHHE.

4.3 TIIpoTuBomoKa3aHus

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIM KBM HIKOE OT IIOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

B knmuHHYHM TIPOYYBaHUS € YCTAHOBEHO, Y€ Tajayiaduil YCHIIBA XUTIOTCH3UBHUTE e()eKTH Ha
Hutparute. CMsTa ce, 4e TOBa € Pe3ysiTaT OT KOMOMHUPAaHUTE eEKTH HAa HUTPATHTE U Talaiaduil
BBPXY IbTs a30TeH okcug/ul M®. Ilopanu Tosa, npunoxxenunero Ha CIALIS npu nanmueHTH, KouTo
U3IM0JI3BaT HAKAKBH ()OPMHU HA OPraHUYHH HUTPATH, € IPOTUBOIIOKA3aHO (BXK. TOUKa 4.5).

CIALIS ne TpsibBa 51a ce mpuiiara Ha MbKe ChC ChpJICUHH 3a00JISIBAHUS, TP KOUTO CEKCyallHaTa
AaKTUBHOCT HE € IpenopbrunTenHa. Jlekapure TpsOBa 1a 00CHAAT NOTCHUUATHHS ChbPACUEH PUCK OT
CEKCyaJlHa aKTUBHOCT MPH MALMEHTH C MPEIIIeCTBAIIO ChPASYHO-CHI0BO 3a00IsBaHE.

CrnenmHuTte TPy NAIIMEHTH ChC CHPJIEYHOCHI0BO 3a00IIsIBaHE HE ca OWIIM BKIIFOUYEHH B KJIMHUYHU

MPOYYBaHUS U 3aTOBa ynorpedara Ha Tajanapui IpH TAX € MPOTHBOMOKA3aHa!

- MAIMeHTH ¢ MHOKap/AeH HHPApPKT B paMKHUTe Ha mocnenaute 90 gau,

- NAlMEHTH C HeCTaOW/IHA aHTMHA WM aHTMHA, IPOsBSABAIla Ce [10 BpeMe Ha II0JIOB aKT,

- MaIMeHTH Cbe ChpaeuHa HegocTarbuHOCT Kiac mo NYHA (New York Heart Association) 2 uinu
HO-BUCOK Ipe3 MocieaHuTe 6 Mecela,

- MAlUCHTH ¢ HEKOHTPOJIMPaHH apuT™MuH, XUrotonus (< 90/50 mm Hg), uinu HekoHTpompana
XUIIEPTOHUS,

- NAIMEHTH C UHCYJIT B paMKHUTE Ha MocjeJHuTe 6 Mecela.



CIALIS e npoTHBOIIOKAa3aH MPH MAITUEHTH ChC 3aryda Ha 3peHUETO Ha €THOTO OKO, B PE3YJNITAT Ha
HeapTepuaiHa aHTepHOpHA HICXEMUYHA OYHA HeBpomaTus (non-arteritic anterior ischemic optic
neuropathy, NAION), He3aBHCHMO OT TOBA, AT TO3U CMU30/1 € CBHP3aH MK HE C MPE/MIITHA
ynorpe6a Ha PDES unxuburop (Bx. Touka 4.4).

EnnoBpemennoro npuinoxenne Ha PDES naxuOnTOpH, BKIIFOUYNTENTHO Taganadml, C TyaHHIaT-
[IUKJIA3HU CTUMYJIATOPH, KATO PUOLIUTYAT, € MPOTUBOIOKA3aHO, Thil KATO TOBA MOXKE J1a IPUYHNHH
CHUMIITOMATHYHA XUITOTOHMS (BXK. Touka 4.5).

4.4 ChneuuanaHu npeaynpe:kaeHus ¥ Mpeana3Hu MePKH NMpH ynorpeda

IIpenn neuenne ¢ CIALIS

IMpeau 1a 6b1e 00ChaCHO (HapMaKOIOTHUHO JeUCHUE, TPIOBA J1a ce CHEME aHAMHE3a M HalpaBH
(bu3uKaeH Mperie, 3a Ia ¢e JUArHOCTUIIMPA EPEKTHITHA TUCHYHKIMS U JIa C€ ONPEIeIIAT
IIOTCHUHUAJITHUTE ITOJJICKAIIIN HpI/I‘II/IHI/I.

[Ipenu na ce 3amovHe KaKBOTO U J1a € JICYCHNE Ha ePeKTHIIHA TUCHYHKINS, JISKapuTe TpsOBa 1a
HPENEHT ChPACYHOCHI0BHS CTAaTyC Ha TEXHUTE NAMeHTH, Thil KaTO MIMa N3BECTHA CTEIICH Ha
CBpPJICUCH PUCK, CBBP3aH ChC CEKCyalHaTa aKTUBHOCT. Tananadui nmMa Ba30AUIATaTUBHU CBONCTBA,
BOJICIIM JIO JICKU M TIPEXOJIHU MOHMKEHUSI Ha KPHBHOTO HajIsrane (BXK. Touka 5.1) ¥ 0 TakbB HAYMH
HNOTEHIMPA XUIIOTCH3UBHUS e(DeKT Ha HUTpaTUTe (BXK. Touka 4.3).

OneHkara Ha epeKTHIIHATA TUCPYHKIMS TPIOBa 1a BKIIOYBA ONPEIEITHETO Ha IIOTCHIUATHUTE
MOJUICKAIIY NPUYMHHI U YCTAaHOBSIBAHE HA MOAXOAIIO JICUCHHUE CIIE/ IPAaBUIIHA MEAULIMHCKA OLICHKA.
He e u3BectHo, nanu CIALIS e eexTrBeH npu nanueHTH, MPETHPIIEIN Ta30BU ONEPaIiy HITH
paauKaiHa, HeChbXpaHsBalla HepBa MPOCTATEKTOMUSL.

CbpaeuHo-cha0BY (pakTopH

ITo BpeMe Ha HOCTMAapKETUHTOBH HAOIIOIEHUSI W/WIIN KIIMHUYHY [IPOYYBaHUS ca JIOKIaBaHN
CEPUO3HHU ChPIEYHO-CHIOBU CHOUTHS, BKIIOUYBALIN MUOKApIeH HH(APKT, BHE3AIIHA ChPACYHA CMBT,
HecTaOWIIHAa aHTHHA TIEKTOPHUC, KAMEPHU apUTMUU, UHCYJT, TPAH3UTOPHU UCXEMUYHHU EH30/1H,
rpblHA OOJIKa, HATUTAMH U Taxukapaus. [loBedeTo manueHTH, mpu KOUTO ca JIOKJIaABaHU T€3H
CHOUTHS, Ca UMAJIH MPEIIECTBAIIH ChPICYHO-ChJIOBH PUCKOBH (hakTopH. Bhrpeku ToBa, He €
BB3MOYXKHO J1a C€ OIPEIeIN KaTerOpUYHO, JAIH TE3H ChbOUTHS Ca CBBP3aHH MPSIKO C TE3U PUCKOBU
¢axTopu, csc CIALIS, cbe cexcyanHaTa akTUBHOCT WIIM C KOMOMHALMATA HA T€3U WU JPYTU
¢akxropu.

IIpu marueHTH, ChC CHITHTCTBAIIO JICUSHUE C AHTUXUIIEPTCH3UBHU JICKAPCTBECHU TPOIYKTH,
TaganaduI MOXE 1a MHAYIIHPa MOHIKEHNE Ha KPhBHOTO Haysirane. Korato ce 3amouBa e:KeHEBHO
JiedeHue ¢ Taaanaduil, TpsOBa 1a ce OOMHCIH KIIMHUYHATA BB3MOXKHOCT 3a aJIaiTHpaHe Ha Jj03aTa Ha
AHTUXUIEPTEH3UBHOTO JICUCHUE.

[Ipu nanmenTH, KOUTO NpUeMaT anda; O1okepu, eqHoBpeMeHHOTO npuioxenne Ha CIALIS moxe na
JIOBeJIe 10 CHMITTOMAaTHYHa XUIIOTOHUS TIPH HAKOM OT TAX (BXK. Touka 4.5). KomOGuamnpanero Ha
TajanaduiI U T0OKCa303UH HE ce IPEropbyuBa.

3penue
CpoOuraBanu ca 3putennu Hapyuienus u cixydan Ha NAION (HeaprepualiHa aHTEpHOpHA HCXEMUYHA

OYHa HeBpornaTus), cBbp3anu ¢ npuema Ha CIALIS u npyru PDES naxuOutopu. AHanu3u Ha JaHHU
OT HEMHTEPBEHIMOHAIHY NPOyYBaHus npeanonarat nosumeH puck ot octpa NAION (aeaprepuanna
AQHTEPHOPHA HCXEMHYHA OYHA HEBPOIATHS) IPH MBXKE C EPEKTUIIHA AUCHYHKIIUS ClIe] eKCIIO3HLHS Ha
taganadwn wiu apyru GJES naxuburopu. Thit KaTo TOBa MOXKE 1a OB/IE OT MPAKTUICCKO 3HAUCHIEC
3a BCHYKH MALMECHTH, U3JI0)KEHH Ha Tajanadu, mayueHTsT TpsAOBa 1a Obae npeaynpekaaBaH, ue B
Cllydail Ha BHE3aIlHO 3PUTEIIHO HapylleHue, TpsioBa na cipe npuema Ha CIALIS u ga ce koHCcynTupa
He3a0aBHO ¢ Jekap (BkK. Touka 4.3).



Hamanen cnyx uiy BHe3anHa 3ary6a Ha ciyxa

Crnyuaun Ha BHe3amHa 3ary0a Ha ciiyxa ca choOIeHH ciie]] ynoTpebarta Ha Taganadui. Beopeku ue
JpYTH PUCKOBHU (aKTOPH Cca HaJUIIE B HSIKOW CIy4au (KaTo HalmpuMep, Bb3pacT, AMa0eT, XUIIEPTOHHUS U
aHaMHe3a 3a MpeJuIliHa 3ary0a Ha ciiyxa), HalueHTuTe TpAOBa Ja ObJaT MOChBETBAHH Jja CIIpaT
npreMa Ha Taganadui 1 1a MOThpCAT He3a0aBHO MEAMIIMHCKA IOMOLI B CITydail Ha BHE3AITHO
HaMaJsIBaHE Ha CJIyXa WM 3ary0a Ha ciyxa.

Br6peuHo 1 yepHOAPOOHO YBpEkKIaHEe

[Tpu manuenTty ¢ Texxka O bOpeuHa HemocTaThYHOCT Ao3upaHeTo Ha CIALIS enHOKpaTHO THEBHO HE Ce
npenopbyBa, nopaau nosuiieHata exkcno3uuus (AUC), orpaHHYeHNs] KITMHUYEH OIHT U JIMIICaTa Ha
BB3MOKHOCT 32 ITOBJIMSABAHE HA KIMPBHHCA ITOCPEACTBOM JHAIN3A.

Mma orpannyeHN KIMHUYHA JaHHY 3a 0e3omacHocTTa Ha CIALIS, mprtoxkeH KaTo eMMHAYHA 1033,
IpY TAIMEHTH ¢ TeKKa uepHoapooHa HegocrarbuHocT (Child-Pugh kimac C). Tlpu nanueHTH ¢
4epHOAPOOHA HEIOCTATHYHOCT HE € OICHSBAHO €IHOKPATHOTO THEeBHO npuioxenue. Ako CIALIS ce
Ha3HaydaBa, TpSI6Ba Jla CC HallpaBW BHUMATCIIHA NHAUBHAYaJIHaA IMPCICHKA Ha OTHOILICHHUCTO
10J13a/PUCK OT MPEIMHCBAIIHS IO JICKap.

[Ipuanu3sM ¥ aHaTOMUYHA JedopMaldsa Ha IEHKHCA

[arueHTHTE, KOUTO Ca UMAJTU €PEKIIUs, MPOIBIDKIIIA 4 Yaca WK NoBeue, TpsOBa Aa ObaaT
MOCHBETBAHU JIa IOTHPCAT He3a0aBHO JieKapcKa IMOMOoIIl. AKO IPUANU3MbT He ObJC JICKyBaH BeJHara,
ThKaHTa Ha TICHUCA Ce YBPEK/Ia M MOXKE JIa C€ CTUT'HE JI0 MTOCTOSTHHA 3ary0a Ha MOTeHTHOCTTA.

CIALIS TpsiOBa ma ce M3MoN3BaT ¢ BHUMAaHHE NIPH TIAIIMEHTH C aHATOMUYHA JeopManus Ha TICHHCa
(kato Harmp., aHryJIanus, kKaBepHo3Ha Gpudpo3a win Gonect Ha Peyronie) nim npu NalueHTH Cbe
3a00JIsIBAHUS, KOUTO MOTAT J]a Ch3/1a1aT MpeIpa3noioKeHie KbM MPHATU3bM (KaTo ChPIIOBHIHO-
KJIICThbYHA aHEMUS, MYJITUILJICH MUCIJIOM WUJIN HeBKeMI/IH).

VYnorpeba ¢ CYP3A4 nuxuburopu

N3znckea ce moBuiieHo BHUMaHue, ako ce npeanrcsa CIALIS Ha manueHTH, KOUTO U3MONI3BAT MOIITHA
CYP3A4 nnxuburopu (pUTOHABUP, CAKBUHABHP, KETOKOHA30J1, UTPAKOHA30J U EPUTPOMHULINH), Thil
KaTo NMPU KOMOMHHPAHETO Ha TE3U JICKAPCTBEHH MPOIYKTH Ce 3a0esIsA3Ba MOBUILIABAaHE HA
excriosunusta Ha taganapun (AUC) (Bxk. Touka 4.5).

CIALIS u opyru gedyeHus 3a epeKTUIHA TUCH VHKIIHS

He ca npoyuBanu 6e3omacHoctra u epukacHocTTa Ha komOuHanuute Ha CIALIS u npyru
naxubutopu Ha PDES wnn npyru nedenus Ha epextuina auchyHkuus. [lanuenTsT TpsioBa ga 6bae
uHpopmupan na He npuema CIALIS B nogoOHu kKoMOUHAIINY.

JlakTo3a

CIALIS cpabpxa nakro3a. [laupenture ¢ peaxu HacieACTBEHH NPOOIEMHU Ha TajlaKTO3Ha
HEMOHOCUMOCT, Lapp JakTaseH Ae(QUUUT WK TIIOKO3HO-TaJaKTO3Ha MatadcopOms He TpsOBa J1a
npreMar TO3H JIEKAPCTBEH MPOAYKT.

45 B3aumopeiicTBHE ¢ IPYTHU JeKaAPCTBEHM MPOAYKTH M APYTrH (JOpPMH HA B3anuMo/eiicTBHe
[IpoyuBanusiTa 3a B3aumozencTBusl ca nposeaeHu ¢ 10 mg w/unu 20 mg taganadui, KakTo €

MOCOYeHO no-noiy. I1{o ce oTHacs 10 Te3n NpoyuBaHUs 32 B3aUMOJIECHCTBUS, KBJIETO ca MpUIaraHu
caMo 103 Ha Tazanadui ot 10 mg, KIMHUYHO 3HAYMMU B3aUMOAEHCTBUS IIPU ITO-BUCOKH JI03U HE

MOTaT U3LSUI0 1a ObJaT U3KIIOYEHH.

Edexr Ha Apyru BelecTsa BbPXY Tajanadui

Huxubumopu na yumoxpom P450
Tamanadui ce metadousupa riaaBHo upe3 CYP3A4. Cenexktupaust nuaxuobutop Ha CYP3A4,
KeTokoHa30:1 (200 mg aHeBHO), yBenuuaBa 2 meTH ekcrosuiusara (AUC) Ha Tamamadun (10 mg) u
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Cinax ¢ 15% cnpsimo croiiHocTuTe Ha AUC 1 Cinax TIPH caMOCTOSITEITHO TIPUIIOKEH Taganadui.
Kerokonasoin (400 mg nueBHO), yBenuyapa 4 mbTH ekcriosunusara (AUC) Ha tananadui (20 mg) u
Chax ¢ 22%. Putronasup, nporeazen naxudutop (200 mg, 2 mbTH JHEBHO), KOUTO € HHXHOUTOP Ha
CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yBennuasa excniozunusita (AUC) Ha Taganadun (20 mg)
2-ibTH 6e3 na npoMeHs Cmax. BbIIpekn de He ca npoydyBaHH crielU(UYHU B3aHMOJICHCTBUS,
eIHOBpPEeMEHHaTa yroTpeba ¢ Ipyru MpoTea3Hu HHXUOUTOPH, KaTo cakBuHaBUD, U npyru CYP3A4
WHXUOUTOPH, KATO CPUTPOMHUIIMH, KIIAPUTPOMHUITUH, UTPAKOHA30I U COK OT TPeHnppyT, U3UCKBA
BHUMaHHE, Thi KaTO MOXKE /1a CE 0YaKBa, T¢ J1a YBEIUUaT IJIa3MEHUTE KOHLIEHTPALUU Ha Tajanadui
(Bk. Touka 4.4). CrniemoBaTenHo, 4eCTOTaTa Ha HEXKEIaHUTE JIEKAPCTBEHH PEAKLIMH, IOCOYCHHU B
Touka 4.8 Moxe J1a Ob/ic yBEIIMYCHA.

Tpancnopmmuu beamvyu

He e u3BecTHA poisiTa HA TPAHCIOPTHUTE OENTHIM (HapUMep, P-TIINKOMIPOTENH) BHPXY
JUCTIO3NIMATA Ha Tafganadui. CiaeoBaTeIHO € HaIMLIE TOTEHIMAN 3a JIEKapCTBEHH B3anMOJICHCTBUS,
MEIMUPaHH OT MOTUCKAHE Ha TPACTIOPTHUTE OCNTHIIH.

Hnoyxmopu na yumoxpom P450

WuanyxropsT Ha CYP3 A4, pudamnuimn, Hamanssa AUC Ha taganadun no 88%, cipsimo
croitrocture Ha AUC npu camocrostento npuioker Taganadut (10 mg). Tasu HamaneHna
SKCIIO3HMIIMS MOXKeE JIa C€ OYaKBa Jla HaMany e(h)UKacHOCTTa Ha Tajaiaduil; CTENeHTa Ha HaMaJIeHHE Ha
eukacHocTTa € Hem3BecTHa. [pyru naaykropu Ha CYP3A4, kato penobapOuran, GeHUTONH
kapOamasenuH, MoraT ChII0 /1a HAMAaJAT TJIa3MEHUTE KOHIICHTPAIlUK Ha Taaanadu.

Ed)CKTI/I Ha Tananadmn BBPXY APYIH JICKAPCTBCHHU ITPOAYKTH

Humpamu

B ximanunaM npoyuBanus, taganadui (5, 10 u 20 mg) e mokasai, ye MOTCHIMPa XUIIOTCH3UBHUTE
edextu Ha HUTpaTute. [lopanu ToBa, npunoxenuero Ha CIALIS npu nanuenTH, npueMaiy HIKos
(dhopMa Ha OpraHMYEH HUTPAT € MPOTUBOINOKA3aHO (BX. Touka 4.3). B3 ocHOBaTa Ha pe3ysiTaTH OT
KIMHAYHO MPOYyYBaHe, B KoeTo 150 manueHTH ca mojryyaBaii JHEBHH 103U oT 20 mg Tajanadu 3a
7 nan u 0,4 mg HUTPOTIMLEPHH CYOJIMHIBAIHO B Pa3IM4YHO BpEMe, TOBa B3aUMOJICHCTBUE €
HaOJr01aBaHo 3a MoBeye oT 24 yaca U He € HabJro1aBaHo cliesl u3THYaHe Ha 48 yaca oT nmociieaHarta
no3a taganadui. Taka, mpu maryeHT, Ha KOUTo e npeanucana Hsakakea go03a CIALIS (2,5 mg-20 mg),
1 32 KOHTO MPUJIOKEHUETO Ha HUTPATHU CE CMATA 32 HEOOXOIUMO 110 MEJMIIMHCKY NTOKAa3aHUs B
JKUBOTOCTIACSIBAIIIM CUTYallny, TpAOBa Jja nMa rone 48 yaca ot npueMa Ha nocieanata qo3a CIALIS,
Npey MPUIOKEHNETo Ha HUTpaTtute. [Ipu TakuBa ycioBus, HUTpaTUTE TPAOBA Ja ce mpuiiaraT Mo
CTPOT MEMLWHCKH KOHTPOJ U ChC CHOTBETHO MPOCIEsIBAHE HA XEMOIUHAMUKATA.

AHmuxunepmeH3usHU 1eKapCMEeHU CPeOCMBEa (GKIIOUUMENHO KATYUEBU AHMALOHUCTIUL)
EnHOBpeMEHHOTO NPUIIOKEHUE Ha JI0KCca303uH (4 1 8 mg nHEBHO) U Taxaitadui (IHeBHA 103a OT 5 Mg
1 20 mg KaTo eIHOKpATHA J103a) 3aCHJIBA aHTUXHUIIEPTCH3UBHUS e(PeKT Ha To3u anda-0yioKep B
3HaynMa crerneH. To3u edekT ce 3ama3Ba MMoHe JIBaHA/IECET Yaca U MOXKe Ja PEIN3BUKa CUMIITOMH,
BKJTFOUHMTEITHO CHHKOI. 3aTOBa Ta3u KOMOMHAIIMS HE ce IpenopbuBa (BXK. Touka 4.4).

B mpoyuBanus 3a B3aMMOJICHCTBUSATA, N3BBPILICHH [IPYU OTpaHUUYEH Opoii 37paBu JOOPOBOIIH, TE3U
edeKTH He ca choOIIeHH P andy303uH WK TaMcyJo31uH. Bee nak, € HeoOX0AMMO MOBUIIEHO
BHUMaHHUE, KOTaTo Tajanadui ce ynorpedssa py NalyeHTH, JIEKyBaH! ¢ KAKBUTO | Ja € anda-
O1okepH, 0coOEHO TIPH MAIMEHTH B CTapuecka Bh3pacT. JleueHneTo TpsOBa ja 3anovyHe npu
MUHHUMAJTHA /1032 ¥ IPOTPECUBHO Ja Ce a/IanTHpa.

B ximHWYHY (hapMaKOoJIOTHYHYU MPOYYBAHUS € U3CIICIBAH IOTEHIMABT Ha TaJanadui 1a yCUIBa
XUTNOTEH3UBHUTE e(DEKTH HA aHTUXUIICPTCH3UBHUTE JICKAPCTBEHU NpoykTH. [IpoyuBanu ca
OCHOBHHUTE KJIACOBE aHTHUXHUIIEPTCH3UBHH JICKAPCTBEHH MPOAYKTH, BKIFOUUTEITHO KAIIHEBH
aHTarOHHUCTH (aMIIOUIINH ), THXUOUTOPUTE Ha aHTHOTEH3MH KoHBepTHpaniusa eH3uM (ACE)
(enmamampmi), 61okepuTe Ha OeTa-aApPSHEPTUIHNATE PEIEITOPH (METOIIPOJION), THASHIHNATE JUYPETHITH
(6enapodutyasun), u Oinokepute Ha aHTHOTeH3uH 11 perenTopure (pa3aTUYHU BUIOBE U JJO3H,
CaMOCTOSITEITHO WJIM B KOMOWHAITUS C THA3UIM, KAJII[MEBUTE aHTATOHHUCTH, OETa-0JIOKSPH, W/ WK
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anda-6mokepn). Tagamade (10 mg ocBeH B MPOyYBaHHUATA ¢ AaHTATOHUCTUTE Ha aHTHOTEH3UH 11
PEIENTOPUTE ¥ aMJIOUITHH, IIPU KOWTO € Mpuiiarana jio3a ot 20 mg) HsiMa KIMHUYHO 3HAYUMU
B3aMMOJICHCTBUS, C KOWTO U JIa € OT TE€3H KJIacoBe. B Jpyro KIMHUYHO (hapMaKoJIOTUYHO IPOYYBaHE
tagagadui (20 mg) e u3nuTBaH B KOMOMHAIKSA C 70 4 KiTaca aHTHXUIIEPTEH3UBHH MPOAYKTH. [1pu
MAIMEHTHTE, TPUEMAITH HAKOJIKO aHTHXUIIEPTEH3UBHU MTPOIYKTa, aMOyIaTOpHUTE POMEHH B
apTEPUATHOTO HAJIATAHE M3TJICKIAT CBBP3aHU ChC CTENIEHTA HAa KOHTPOJ HA apTepPHaTHOTO HaJIsITaHe.
B Ta3u Bpb3Ka, MpH NANMEHTUTE OT KIMHAYHOTO U3MUTBAHE, YHETO APTEPUATTHOTO HANIATAHE € OHIIO0
Jo0pe KOHTPOJIMPAHO, HAMAJISIBAHETO € OMJI0 MHHUMAJTHO WJIU TI0JI00HO Ha TOBA, HA0JII0IaBaHO MPH
3npaBu xopa. [Ipy yqacTHUIM B IPOYYBAHETO, PU KOUTO aPTEPUAITHOTO HAJIATAHE HA MAlIMEHTUTE HE
€ OMJI0 KOHTPOJIMPAHO, CIIAJAHETO € OUJIIO MO-TOISAMO, BBIIPEKHU Y€ TO HE € OMIIO CBBP3aHO C
XHUIOTEH3WBHU CUMIITOMH TIPH MTOBEUYETO OT MAIleHTUTE. [Ipy MalueHTH, MOoTy4aBaiy ChITbTCTBAIIO0
JIeUCHHE C aHTHXUICPTCH3UBHH JICKAPCTBEHH MPOAYKTH, Taganadui 20 mg Moxe J1a HHIyIUpa
HaMaJIeHUE Ha apTEePHATHOTO HaJIsATaHe, KOeTO (C U3KII0UYCHHE Ha ajda OJIOKepH —BXK. IO-Tope), €
KaTO [AJI0O MaJIKO 1 HE € BEPOATHO Ja € KIIMHUYHO 3HAaYMUMO. Amnanusure Ha JAHHUTC OT KIMHUYHU
npoyuyBaHus (a3a 3 He ca MoKa3aIy Pa3liuKa B HESKEJIAaHUTE JICKAPCTBECHU ChOUTHUS TPU HAIlMCHTHUTE,
npreMaIiy Tafganadui, CbC Wik 0€3 aHTUXUIICPTCH3UBHY JICKAPCTBEHU MPOAYKTH.. Bhipeku ToBa Ha
MalueHTHTE TPSIOBa J1a ce AaBa MOAXOSI KIMHIYSH ChBET 32 Bb3MOXKHO HAMAJICHUE Ha
apTEPUATHOTO HAJIATAHE, KOTATO CE JICKYBAT C aHTUXUIICPTCH3UBHH JICKAPCTBCHHU MPOIYKTH.

Puoyuecyam

[MpeaxnMHIYHYN TPOYYBAHUS OKA3BAT OMBJIHUTENCH e(peKT Ha MOHMWKaBaHEe HA CHCTEMHOTO KPBBHO
Hasirane, korato PDES naxubutopyn ce KOMOMHUpAT ¢ pUonuryar. B KIIMHUYHY TPOYYBaHUS €
JIOKa3aHO, Y€ PHOIUTYAT MOTeHIupa XurnoTeH3suBHUTe edextr Ha PDES naxubutopure. Hama nanamn
3a OnaronpusATeH KIMHWYEH eeKT Ha KoMOWHanusATa B Ipoy4BaHaTa nomyianus. EqHoBpemenHaTta
ynorpeba Ha puonuryat ¢ PDES uHxubuTOopH, BKIIOYUTEITHO Taganadui, e mpoTHBOIIOKa3aHa (BK.
Touka 4.3).

Huxubumopu na 5-angha pedykmaszama

B KJIMHHYHO MpOoyYBaHKE, KOETO CpaBHABA Taganadui 5 My, mpuiaran eIHOBPEMEHHO ¢ (YHHACTEPHT
5 mg, ¢ mnane6o mtoc puHAacTEpHI 5 MY 32 o0eKYaBaHe HA CHMIITOMUTE Ha JJOOpOKaYeCTBEHA
xurnepinasus Ha npoctarata (JIXII), He ca ycTaHOBEHH HOBU HEXEJIAaHW Peakiuy. BhIpeku ToBa, Thit
KaTo O(QUITMAITHO TIPOYYBAHE 32 JICKAPCTBEHH B3aUMOJICHCTBHYS 32 OllcHKa Ha eekThuTe Ha Taganadui
U Ha uHXUOUTOpUTE Ha 5-anda penykrasara (5-ARIS) He e poBexaaHO, Taganadui TpsOBa 1a ce
npuiara BHUMATEHO €IHOBPEMEHHO ¢ MHXMOUTOpH Ha 5-anmda pemykraszara (5-ARIS).

CYP1A2 - cybcmpamu (nanp., meogpunun)

Koraro Taganadun 10 mg ce npunara ¢ teodpunut (HecenekTuseH GocdhoanectepaseH HHXUOUTOD)
BBB (PapMaKOJIOTUIHO MTPOYUBAHE, HE € NMaIo (hapMaKOKHHETHYHH B3auMoJieiicTBUs. EnnHCTBEHUSIT
bapmakoguHamuyeH edext e oun nexo (3,5 yaapa/MuHyTa) yBeJIMYeHNE Ha ChpAEYHATa YECTOTa.
Brrnpeku ue To3u eeKT e BTopocTeneHeH U He € OWIT OT KIIMHUYHO 3HaueHHe IpY TOBa MPOYUBAaHE,
TOI TpsIOBa Ja ce B3eMa 0 BHUMAHUE NPH €AHOBPEMEHHA YIOTpeOa Ha Te3H JIEKapCTBEHU POIYKTH.

Emununecmpaouon u mepoymanun

Tanmanadui e mokasai, 4e Mpe3BUKBa YBeMUEHIE Ha OMOHATMYHOCTTA HA ETHHUIIECTPAINON CIIe]T
MIEPOPAITHO MPUIIOKEHHE; ITOTOOHO YBEIMUEHIE MOXKeE J1a ObJIe OYaKBAHO IIPH MTEPOPATHOTO
MPUJIOKEHUE Ha TePOYTAJIMH, BBIIPEKU Y€ KIMHHYHUTE MOCIIEACTBUS OT TOBA Ca HEOIPEICIICHH.

Anxoxon

KonnenTpamunre Ha amkoxou (cpeHa MakcuMaHa KoHIeHTpanus B KpbBTa 0,08%) He ce moBnusaBa
OT chBMeECTHaTa yrorpeda ¢ Taganadun (10 mg win 20 mg). B nonbaxenue, 3 yaca cien
€HOBPEMECHHOTO NPUIIOKCHHE C aJTKOXOJI HE ca HAOJI0JaBaHu TPOMEHH B KOHIISHTPAI[UUTE HA
Taganapui. AJTKOXOTBT € MPUIOKEH N0 HAYHH, YBEIMUaBaIll MAKCUMAaTHO CKOPOCTTa Ha aOcopOIus
Ha aJIKoXoJI (CYTpHH Ha ri1ajiHo, 0€3 J1a ce MpreMa XpaHa JIo 2 Jaca clejI IpreMa Ha ajTKoXoJl)
Tananadui (20 mg) He yBeIn4yaBa CPEIHOTO HaMaJIsIBaHE Ha KPHBHOTO HAJISITaHE, MPEIU3BUKAHO OT
ankoxona (0,7 g/kg nnn oxosno 180 ml 40% ankoxo:n [Bojka] mpu 80-KHIOrpaMoB MbXK), HO TIPH
HSKOHM XOpa MOXe J1a ce HabIfojaBa MOCTypalieH CBETOBBPTEXK MIIM OpTOCTaTHYHA XuoToHus. Koraro



Taganadui ce npuiara ¢ mo-manku n03u aakoxoin (0,6 g/kg), xumoTeHsus He ce HaOIOIaBa, a
CBETOBBPTEKBT Ce HAOIIOIAaBa ¢ Y€CTOTA, OJ00HA Ha Ta3H MPU CAMOCTOSITEITHOTO MTPHUI0KEHHE Ha
ankoxoi. EQekThT Ha akoxoJia BbPXy KOTHUTUBHATA (DYHKITUS HE CE 3aCHIIBAT OT Taganadu

(10 mg).

Lumoxpom P450 memabonusupa nekapcmeeHu npooyKmu

Tanmanadwi He ce oYakBa Jia MPEIM3BUKBA KIIMHUYHO 3HAYMMO TIOTHCKAHE WITH WHIYKIUS Ha
KITMPBHCA Ha JIEKapCTBEHH NMPOoayKTH, MeTabonuzuparn ot CYP450 uzodopmure. [IpoyuBanusra ca
MOTBBPANIIH, Ye Taganaduil He HHXUOUpa uiu nHAynrupa nzodopmute Ha CYP450, BKIIFOUNTETHO
CYP3A4, CYP1A2, CYP2D6, CYP2EL, CYP2C9 u CYP2CI109.

CYP2CY - cybcmpamu (nanp., R-eappapur)

Tanmanadwun (10 mg u 20 mg) HAMa KITMHUYHO 3HaYUM edeKT Bbpxy excnozunusara (AUC) Ha S-
Bapdapun wim R-Bapdapun (cydctpat Ha CYP2C9), HUTO 3acsira npoMeHHUTE B TPOTPOMOHMHOBOTO
BpeMe, peTU3BUKaHu OT BaphapuH.

Acnupun
Tanmanadwun (10 mg u 20 mg) He MOTEHIMPA YBEINYCHUETO BB BPEMETO Ha KbpBEHE, IPUUNHEHO OT
aleTUICAINIIIIOBA KUCETHHA.

IIpomueoouabemnu nexapcmeenu nPpoOyKmu
He ca npoBexnanu crennuuHN IPOYUBAHUS 32 B3aMMOJICHCTBHUS C MPOTHBOANAOCTHH JIE€KaPCTBEHU
MIPOJIYKTH.

4.6 @epTHINTET, OPEMEHHOCT U KbpMeEHe

CIALIS He e mokasaH 3a yrnoTrpeda oT )KeHH.

BpemenHoct

Wma orpanudeHu JaHHU 3a yrnorpebaTa Ha Taganadun npu OpemMenHu xenu. [IpoyuBanusTa mpu
JKUBOTHH HE ITOKa3BaT MPSKO MM HEMPSKO BPETHO Bb3/IEHCTBHE BEPXY OPEMEHHOCTTA,
eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PAKIAHETO WITH MMOCTHATATHOTO pa3BuTHe (BXK. Touka 5.3).
Kato npeanasna mspka, 3a npeanounrtane e ynorpedara Ha CIALIS mo Bpeme Ha OpeMeHHOCT 11a ce
n30sTBA.

KespMmene
Hanuunute papmakomnHaMUYHN/TOKCUKOJIOTUYHH TaHHU TPU )KUBOTHH MTOKA3BaT €KCKPEIHs Ha

Taganadmt B MIIIKOTO. He Moxe a ce m3kimoun puck 3a kepmadeto. CIALIS we TpsiOBa na ce
W3I0JI3Ba 110 BpeMe Ha KbpPMEHeE.

DepTunurer

HabmionaBanu ca edextu npu KydeTa, KOUTO MOXKeE J]a cOYaT yBpeKJaHe Ha ¢peprunurera. e
NoCJIeBaIy KIMHUYHHA IPOYYBaHUs [TOKa3BaT, Y€ TO3U e€EKT € MaIKO BEpOSTEH MIPU X0pa, BIIPEKU
ye ce HabJIiojaBa HaMaJIeHe Ha KOHIIEHTpAIUATa Ha CTIiepMa MPH HIKOU MBKe (BXK. Touka 5.1 u
Touka 5.3).

4.7 EdexTn BbpXy cioco0HOCTTA 32 o¢upaHe U padoTa ¢ MAIIUHA

CIALIS nopnusiBa mpeHeOpe:KUMO criocoOHOCTTa 3a modupane il padoTa ¢ MalIMHA. Berpeku, ue
B KJIMHUYHU NMPOYYBaHMS YECTOTaTa Ha ChOOILICHUATA 3a CBETOBBPTEX MPH IpyIiaTa ¢ mianedo u
rpymnata ¢ Taganadui 1a e Ouia cXoaHa, NalueHTHTe TpsOBa 1a ca HasiICHO 3a TOBA KaK IEe pearupaT
Ha CIALIS, npenu modupane wim padoTa ¢ MaIlInHHA.



4.8 Hexenanm JiekapcTBeHH peaKun

Pesrome Ha mpodumiia Ha Oe30macHOCT

Haii-gecTo crobmaBaHnTe HEXKEIIAHN JICKAPCTBEHHU peaKITiK Mpy marueHTy, mpruemanta CIALIS 3a
JIieUeHHE Ha epeKTIITHA TUChYHKIMS MK ToOpoKavyecTBeHa XUIIepIIa3usl Ha IpocTaraTa ca
IJIaBOOOHE, AUCIICTICUS, 0OJIKa B Thp0Oa M MHUAJITHS, IPU KOUTO YECTOTaTa CE YBEIHYaBa C
noBuinaBaHe Ha fo3ara Ha CIALIS. JloknagBaHuTe HeXXEIaHH JICKApPCTBEHU PEaKIuu ca Ouin
MPEXOJIHU U B TTOBEUETO CITy4au JICKH 110 yMepeHu. [lo-ronsmara 4act ot ciiy4auTe Ha riiaBo0osue,
cbobimaBanu npu npuem Ha CIALIS Benubx AHEBHO, ca HaOmogaBaHu mpe3 mbpure 10 10 30 aHu OT
3aroYBaHe Ha JICUCHHUETO.

Pes3romMe Ha HeXXEIaHUTE PEaKlU B Ta0IMYeH BUI

B Ttabnunata no-goiy ca u30poeHN HEXENaHUTE JEKapCTBEHHU PeaKkiiy, HaOII0JaBaH OT CIIOHTAaHHU
CHOOIIEHHS U B IJIarie00 KOHTPOIMPAHH KIMHIYHY poy4Banus (o0xBamamum oomio 8 022 manueHTH,
nexyBaau ¢ CIALIS, u 4 422 nanmenTy, moy4aBaiy mamnedo) 3a JIedeHrne Ha epeKTHUITHA
JucYHKIMS TIPH HYKJa U BEAHBK THEBHO U 3 JICUCHNE HAa TOOPOKAYeCTBEHA XUTIEPIUIa3ns Ha
mpocrarata BEAHBX THEBHO.

Kongeniust 3a gectorara: MHOTO yectu (>1/10), yectu (>1/100 no <1/10), neuectu (>1/1 000 mo
<1/100), penku (>1/10 000 mo <1/1 000), muoro peaku (<1/10 000) u ¢ HeusBecTHA yecToTa (OT
HAJIMYHWUTE JaHHU HE MOJKe J1a Objie HAlpaBeHa OLEHKA).

MHoro yecTn Yectn HeuvecTn Peaxu

Hapywenus na umynnama cucmema

Peaxmmu Ha AHTHOCIEM?
CBPBXYyBCTBUTE
JTHOCT

Hapywenus na nepgnama cucmema
I'maBoGonue 3aMastHOCT Uncynt! (BKIIOUHTETHO
XeMOparuyHu ChOuTHs),
Cunkon, TpaH3utopHu
MCXEMUYHH IPUCTHITY,
Murpena?, ITpunaxsum?,
TpaH3uTOpHA aMHE3Us

Hapywenus na ouume

3aMBIIIEHO Hapymienue Ha 3puTenHoTo
BIDKJIAHE, none, OTOK Ha KJIeHaynuTe,
Vcemanms, XunepeMus Ha

OITMCBAHM KaTo KOHIOHKTHBATA,

00JIKa B OUHUTE Heaprepuanua antepuopna

HUCXEMHUYHA OYHAa HEBPOIIATUA
(NAION)?, 3anymisane Ha
ChJIOBETE HAa PETHHATA’

Hapywenus na yxomo u nabupunma

| | Tunutyc | Bresanna 3ary0a Ha ciryxa
Cvpoeunu napywenus’*
Taxukapaus, MuoxkapaeH nHpapKT,
[Nanmurarun HecTabunHa cTeHOKapaus?,
KamepHa apurmus’
Cv0o6u Hapyuenus
3auepBaBaHe Xunoronus:,
XHUNEepTOHUS




Pecnupamopnu, epvOHu u MeOuacmuraniy HapyuwleHus. HapyuleHus

Hazanna Hucnnes
KOHTECTHS Enucrakcuc
Cmomawno-upesHu HapyueHuUs
Hucnencus Kopemna 6osxa,
IToBpbiane,
Tl'anene,
I'actpoesodarea

JieH pediayke
Hapywenus na xoxcama u noOKoj#CHama mvKau
O6pus Yprukapus, Cuaapom Ha
Stevens-Johnson?,
ExconuaTupeH gepMaTur?,
Xunepxuaposa (oTeHe)
Hapywenus na myckyino-ckeiemnama cucmemd, CoeOUHUmMeIHama movKan u Kocmume
Bonka B rep0a,
Muanrus, boika
B KpallHUK
Hapywenus na 6vopeyume u nuKoyHume nomuwa

| XeMaTypus |
Hapywenus na 6b3npouszsooumennama cucmema u 2poama
VY abikeHa [Ipuanuzsm, KpbBouznus B
epeKuus 1eHuca, XeMaTocrnepMus
Obwu HapyuieHusi u eghexmu Ha MACMOMO HA NPUNOJHCEHUE
I'ppana oonkal, Orok Ha nuiero?, Buesanna
ITepudepen chpiedHa cMbpT
OTOK, YMOpa
(1) TToBeueTo OT MaNMEHTHTE UMAT MPE/IIECTBAIIH CHPICYHO-CHIOBH PUCKOBH (HaKTOPH (BIXK.
Touka 4.4).
(2) CpoOiaBanu npu MOCTMAPKETUHIOBOTO HAOIIOICHHUE HEKENIAaHH PEaKiiu, KOUTO He ca
Ha0JI0JaBaH| MPH MJ1aie00 KOHTPOIUPAHH KIMHUYHHU MPOYYBAHHUS.
(3) Mo-uecTo noknaaBaHa, KOraTo Tagaitadui ce Mpriara Mpy ManueHTH, KOUTO Bedye MoJlydaBar
AQHTUXHIIEPTEH3UBHHU JICKAPCTBEHH MTPOAYKTH.

Onucanue Ha I/136DaHI/I HEXCJIaHU pCaKnu

Hesnauutenno mo-rossiMa yectota Ha otkiioneHus B EKD, ipeau Bcuuko cuHycoBa Opajaukapaus, ca
JTOKJIaJIBAHU MPH MMAIMEHTH, JICKYBaHU C Tajganadui eJiH IbT JTHEBHO B CPABHEHUE C IIIaredo.
IToBeueto ot Te3u orkinoHeHus: B EKI' He ca cBbp3aHu ¢ HEXENaHUTE JEKAPCTBEHU PEAKIUU.

I[DVI‘ W CIICHHMAJIHHM ITONMyJalnun

JlaHHUTE NpY MaLMEeHTH Ha Bb3pacT HaJl 65 rOAMHU, KOUTO IIpUeMar Tajanadui B KIMHUYHHA
NPOYYBaHUS WM 32 JICUCHUE HA ePeKTHIIHA JUCHYHKIIUS, WX 32 JIeYeHHe Ha JoOpoKauecTBeHa
XUIEpIUTa3usl Ha MpocTaTaTa, ca OrpaHWYeHN. B KITHHIYHN poy4YBaHus ¢ Taganadui, npuemMas npu
HYXJIa 32 JIeYeHHe Ha epeKTUIIHA TUCYHKIIHS, JUApUs e ChOOIIaBa MO-U4eCTO MPH MAIMEHTH Ha
BB3pacT Haa 65 ronuHu. B KIMHUYHY Npoy4BaHus ¢ Taganadui 5 mg, NpueMaH BEAHBK JHEBHO 32
JedyeHne Ha JOOpOKayeCcTBEHA XMIIEPIUIa3Hus Ha IPOcTaTara, 3aMassHOCT U AUapHUs ca ChOOLIaBaHu 110-
YECTO MY NAlMEeHTH HaJ 75-TOJUIIHA B3pacT.

Cpo0111aBale Ha OJAO03UPAHH HEKEIAHU PEAKIIAHI

Cro0mIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIABA Ja MPOIBIKHM HAOIIOICHUETO Ha ChOTHOIIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIHAIMCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
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MOI03UPaHa HeXKEIaHa Peakiiys Ype3 HAI[MOHAIHA CUCTEMa 3a ChOOIIaBaHe, MOCOYCHA B
[Ipwioxkenue V.

4.9 TIlpeno3upane

I[Tpu 3apaBu JOOPOBONLIM ca AaBaHU EAMHUYHH 1031 A0 500 mg, a Ha MAMEeHTH ca MpUIaraHu
MHOTOKpaTHU THeBHU 1031 10 100 mg. Hexenanute crbutns ca Ommm momoOHN Ha OHE3H,
Ha0JII01aBaHM TIPH NO-HUCKH J03H. B ciryuanTe Ha mpemo3upane, ako ce Hajara, TpsioBa 1a ce
npeanpueMaT CTaHAAPTHATE HOAIbPKALIN MEPKH. XeMOAnaIN3aTa He3HAYUTEITHO crioMara 3a
SIMMUHHUPAHETO Ha Tajanaul.

5. ®APMAKOJIOTUYHHA CBOMCTBA
51 d@apmakoaMHAMHMYHU CBOIiCTBa

dapmakoTepaneBTHIHA IPyIa: YPOIOTUYHH CPE/ICTBA, JIEKAPCTBEHHU MPOIYKTH, IPUIIAraH! TIPH
epextmHa nuchyakmms ATC kox: GO4BEOS.

MexaHu3bpM Ha IEWCTBUE

Tananadui e cenekTuBeH, 00paTHM UHXHOUTOP Ha IMKIMYHHS TyaHO3uH MoHOdochat (ul M) -
cnerduana gpochoauecrepasza tun 5 (PDES). Korato cexcyaHOTO cTMyIUpaHe Ipeu3BUKa
JIOKAITHO OCBOOOKIaBaHEe Ha a30TeH OKchl, nHxnOupanero Ha PDES ot Tananadun npean3Buksa
noBuuieHy HUBa Ha Ul M® B kaBepHO3HUTE Tena. ToBa BOAU A0 pellakcalys Ha IiaaKaTa
MYCKyJIaTypa ¥ IIPUTOK HA KPBB B ThKAHUTE HA IIEHUCA, BOJCILO Aa epekuus. Tananadpun e
HeeeKTUBEH IpH JIUTICA HA CEKCyaTHa CTUMYJIalusl.

dapmakoguHAMUYHU e(DEKTU

[poyuBanusita in Vitro ca mokasanu, 4e taganadui e cenektuBeH nuxuoutop Ha PDES. PDES e
€H3WM, KOWTO ce OTKpWBA B TJIa/IKaTa MyCKyJIaTypa Ha KaBEpHO3HOTO TSJIO, ChJIOBATa U BHUCIIEpAITHA
rJIaKa MyCKyJaTypa, CKeJIeTHUTE MYCKYJIH, TpOMOOITUTE, OBOperuTe, Oemus 1poo, 1 MallKus
MO3bK. JleficTBreTo Ha Tamanadui e mo-cuiHo BbpXy PDES, oTkonkoTo BBpXy nApyru
dochoauecrepazu. Taganaduia e > 10 000 mbTu nmo-moriex 3a PDES, 0TkoNKOTO 10 OTHOIIICHHE HA
PDE1, PDE2 u PDE4 - en3umu, KOUTO C€ OTKPUBAT B CHPIIETO, MO3bKa, KPHBOHOCHUTE CHIIOBE,
yepHus Apo0 u npyru opranu. Tananadwn e > 10 000 mpTH MO-Mo1IeH 1o oTHOMEeHHe Ha PDES,
OTKOJIKOTO 10 oTHOomeHHe Ha PDE3 — eH3uM, Hamupaill ce B ChpIETO U KPHBOHOCHUTE ChJ0Be. Ta3u
cenexktuBHOCT KbM PDES, cpaBHeHa cbe cenektuBHocTTa KbM PDE3 € Baxkna, 3amoro PDE3 e ensum,
y4dacTBalll B MEXaHM3Ma Ha ChbPJCYHHUTE ChKpalleHus. B jonbiHenue, Tananadu e mpuoIu3uTeTHO
700-rpTH IO-MotIieH 1o otHoieHre Ha PDES, otkonkoTo ciipsiMo PDEG6 - eH3um KoiiTo ce Hamupa B
peTrHaTa ¥ € OTroBOpeH 3a poTtoTpaHcayknusta. Tamanadui e cbio > 10 000 mbTH MO-MOIIEH 110
otHomeHue Ha PDES, otkonkoro o otHomenue Ha PDE7, no PDE10.

Knuanyna eduxacHocT 1 6€300aCHOCT

Tpu KIMHUYHY IPOYyYBaHuUs ca nposeeHu ¢ 1 054-manuenT B JOMAIHH yCIOBUS 3a ONpEIeNsIHE Ha
npoabDKUTENHOCT Ha oTroBopa KbM CIALIS. Taganadun e mokasan CTaTUCTHYECKH 3HAYUMO
nogoOpeHue B epeKTHiIHaTa PyHKIHS U CIOCOOHOCTTA Ja C€ M3BBPILH YCIIEIIEH MMOJIOB akT 10 36 yaca
CcJIeJ] TpreMa Ha J103arta, KakTo M B CIIOCOOHOCTTA Ha MAIMEHTHTE JIa T0JTy4YaT U IMOIIbPIKAT ePEKIIHN
3a ycIIelleH MMOJIOB aKT, B CpaBHEHHE ¢ Tuianedo, omle Ha 16-Ta MUHYTa Clie/l MpueMa Ha J103aTa.

Tamanadui, TpUIIOKEH Ha 3/IpaBy JIMIA, IPSIN3BUKBA HE3HAUMMA Pa3IUKa B CPaBHEHHE C TUIAle00 B
CUCTOJHOTO W IUACTOJHOTO KPHBHO HAJIATAHE B JICTHAJIO IMOJIOKECHUE (CPETHO MAKCHMATTHO
HamasieHue ot 1,6/0,8 mm Hg, ChbOTBETHO), B CUCTOIHOTO U IUACTOTHOTO KPHBHO HAJIATAHE B
U3IPABEHO MOJIOXKeHHE (CpeaHO MaKcuMaiHo Hamanenue ot 0,2/4,6 mm Hg, cboTBETHO), U HIMa
3HaYMMa MMPOMSHA B ChpPJCYHATA YECTOTA.
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B npoyuBane 3a orieHka Ha eekTHTe Ha Taganaduil BbpXy 3pEeHHETO HE Ca OTYCTEHH HUKAKBU
HapyLIeHUs B pa3M03HABAHETO HA IIBETOBETE (CHHBO/3eJICHO) MMOCPEACTBOM HM3I0JI3BaHE HA TECTa
Farnsworth-Munsell 100-hue. To3u pe3yaTaT KopecroHAUpa ¢ HUCKUS apUHUTET Ha Tajanaui KbM
PDE®, B cpaBuenue ¢ PDES. BbB BcHUKH KIMHUYHU POYYBAHHS CHOOILICHUATA 32 IPOMEHH B
IBETHOTO BIDKAaHe ca peaku (< 0,1%).

[IpoBenenu ca Tpu NMpOy4YBaHHS IIPH MBXKE 32 OILICHKA Ha MMOTCHIUATHUSA e(DEKT BBPXY
cnepmarorete3ara Ha CIALIS 10 mg (enHo 6-meceuno npoyuBane) u 20 mg (eqHO 6-MeceuHo U eHO
9-Mece4yHO MpoyYBaHe), MpuUjlarad eXXeJHEeBHO. B Be OT Te3u npoyuBaHUs € HaOI0AaBaHO
MOHW)KEHUE HA KOJIMYECTBOTO M KOHIEHTPALIMATA Ha CIiepMaTa, CBbP3aHo C JICYEHHETO ¢ Tajanadul ¢
MaJIka BEpOSTHOCT 32 KJIMHUYHA 3HAYMMOCT. Te3u edekT He ca OMiaM CBBP3aHH C TPOMEHH B IpyTH
mapamMeTpH, KaTo MOIBIKHOCT, Mopdoiorust u FSH.

Tamanadwi B 1o3u ot 2,5, 5 u 10 Mg, B3eMaH e1H IbT THEBHO, IBPBOHAYAIHO € U3CJIC/IBaH B 3
KJIMHAYHY TIPOYYBaHMs, BKIIOUBay 853 malmeHTn Ha pazianyHa Be3pacT (Mexay 21-82 rogunn) u
eTHUYECKa MPUHAJJIC)KHOCT, C EPEKTHIIHA TUC(YHKIHA OT pa3iInyHa TEKECT (JieKa, yMepeHa, TEXKa) 1
etnosiorus. [Ipu aBeTe mMbpBOHAYATIHY NPOYYBaHUS 3a €(HEKTUBHOCT IPHU 00IIaTa MOMYIaLUs
CpeIHaTa 4YecTOTa Ha YCIEIIHUTE OMUTH 3a CEKCyaJleH KOHTAKT 3a UHAMBU € Ouna 57 u 67% mpu
CIALIS 5 mg, 50% npu CIALIS 2,5 mg B cpaBaenue ¢ 31 u 37% npu miane6o. B npoyuBanero npu
MAIMEHTH C €PEKTHIHA AUCPYHKIUS, B PE3yNTaT Ha qUaleT, CpeHATa YeCTOTa Ha YCIICUIHUTE OTIUTH
3a uaauBHI € Omna 41 u 46% npu CIALIS 5 mg u 2,5 mg, cboTBeTHO B cpaBHeHHUE ¢ 28% mpH
rtane6o. [loBevyeTo manueHTy B T€3U TPH MPOYUBAHUS Ca CE MOBIHUSUIN OT MPETUILTHO JICYSHUE C
naxuouTopu Ha PDES B pexxum npu Hykna. B mocrnensano npoy4usane, 217 nanyieHTH, HeEKyBaHH C
naxuoutopu Ha PDES, ca panmommsupanu na momy4aBat CIALIS 5 mg equs mbT THEBHO CIIPSIMO
iane0o. CpeJHUAT NPOLIEHT Ha YCIIEIIHUTE ONUTH 32 TI0JIOBO CHOLIEHHE 338 MHAUBHL € 68% mpu
nanueHTute, nonyvyasanm CIALIS, B cpaBHenune ¢ 52% npu narueHTHTe, MoayvyaBaniy rmianedo.

B enno 12-ceamuuno npoyuBane, nposesieHo npu 186 nanuentu (142 tapanadun, 44 mane6o) c
epeKTWIHA TUCYHKIHS, BTOPUIHO HA YBpEXKAaHe Ha IPbOHAYHUS MO3BK, Taaanaduil 3HaYMMO
nogo0psiBa epeKTHIHATa (PyHKIMS, KOETO BOJIH JI0 CPEAHA YECTOTA Ha YCIICHIHUTE ONUTH 32 HHIUBHU]L
IpY auMeHTuTe, TpeTupanu ¢ Taganadwi 10 nam 20 mg (rpBKaBa 1o03a Npu noucksane) 48% B
cpaBHeHwue ¢ 17% npu mianedo.

IlenuarpuyHa nonynanus

[Tpu neauaTpuyHu manueHTH ¢ MyckymnHa auctpodus tun Jromen (M/I1), e mpoBeneHo eqHO
MpOy4YBaHe, B KOETO He ca HabmoqaBaHy qaHHu 3a eukacHoct. [lpn 331 Mom4era Ha BB3pacT

7-14 roguan ¢ MJIJ1, Ha KOUTO ce mpuiara €THOBPEMEHHO JIeUEHHE C KOPTUKOCTEPOH I, € TIPOBEACHO
PaHIOMHU3UPAHO, IBOMHOCIISIO, IUale00-KOHTPOIMPAHO, TTAPAIEITHO MTPOYyYBaHe ¢ 3 paMeHa ¢
taganadwmi. [IpoyuBaneTo BKIoUBa 48-CeMIYCH JBOWHOCIISI IEPHOJ, B KOMTO MAIUEHTUTE ca
paHgoMu3upanu aa nojydasaT taganadui 0,3 mg/kg, raganadun 0,6 mg/kg unm mianedo BCEKH JIeH.
Tananagwu He noka3Ba eUKACHOCT IO OTHOIIEHHUE 3a0aBsiHE Ha BJIOMIABAHETO HA CIIOCOOHOCTTA 32
CaMOCTOSITETTHO XOJIeHe, H3MEPEHO ¢ TIOMOIITA Ha ITbPBUYHATA KpalfHa TOYKa - 6-MHHYTEH TECT 3a
xojieHe (6 minute walk distance, 6BMWD): cpenHa npomsiHa Ha Haii-Mankute kBaapartu (least squares,
LS) B recta 6MWD Ha 48-Ta ceamuiia e -51,0 metpa (m) B rpymara, mojiyyaBaiiia mjiamnebo, B
cpaBHeHue ¢ -64,7 m B rpynara, noiy4apaina Taganadui 0,3 mg/kg (p = 0,307), u -59,1 m B rpymnara,
nosyyasaria taganadui 0,6 mg/kg (p = 0,538). OcBeH ToOBa, JTUICBAT JaHHH 32 €)UKACHOCT OT
BCUYKM BTOPHYHM aHAJIM3H, HAIIPABEHHU B TOBa IpoyuBaHe. OOILIUTE pe3yaTaTy 3a 0€30MacHOCT OT
TOBa MPOYYBaHE KaTo LSUIO ca B ChOTBETCTBUE C M3BECTHUS MPOoduiI Ha Oe30MacHOCT Ha Tajanadui U
¢ Hexenaaute crOuTHg (HC), ouakBanu B neanaTpuuHara nonyianus ¢ MJIJ1, momyuaBaima
KOPTHUKOCTEPOHIH.

EBpomneiickaTa areHIys 1o JekapcTBaTa 0CBOOOK/1aBa OT 3a{bJDKEHHETO 3a MPEIOCTaBIHE Ha
pe3yaTaTuTe OT NPOYYBAHHUATA BHB BCHUKH NOATPYIH Ha MeAUATpUUHATA TOMYJIalus 3a JIeueHHe Ha
epekTuiHaTa AucyHkuus. Brxkre Touka 4.2 3a nHQOpMAaIKs OTHOCHO yrnoTpeba B eAnaTpusTa.
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5.2 dapMaKkoKHHETHYHH CBOHCTBA

AOGcopouus
Tanamadwr ce abcopOupa JIecHO clie IepOPaATHO MPUIIOKEHNE U HAaOJII0TaBaHUTE CPECIHA

MaKCHUMAaJTHH TI1a3MeHH KOHIIEHTpaIH (Cmax) C€ TIOCTUTAT 32 CPEIHO BpeMe OT 2 Jaca Ciel
MIPIIIOKEHUETO. AOCOTIOTHATA OMOHATMIHOCT Ha Tamainadui clie IepopaaTHo MPUIIOKEHHE He € Onta
ofpeJiesieHa.

CkopoctTa 1 cTeneHTa Ha abcopOuus Ha Taganaduil He ce MOBIHIBAT OT XxpaHa, Taka ye CIALIS
MOJKe J]a ce TpreMa He3aBUCHMO OT XpaHeHeTo. Bpemero Ha mpueM Ha go3aTa (CyTpUH CIIPSIMO Bedep)
HSMa KIMHAYHO 3HAYMMHA e(eKTH BbPXY CKOPOCTTA M CTEMEHTa Ha a0copOmus.

Pasnpenenenue
Cpennusar o0eM Ha pasnpezeiieHue Ha Taganadui e mpubnu3utenHo 63 1, koeTo mokassa ue

Taganadui ce pasnpeaeis B Thkanute. [Ipu TepaneBTu4HN KOHICHTpamu, 94% ot Taganadui B
TuIa3MaTa ce CBbp3Ba ¢ nmpoTenHuTe. CBBP3BaHETO C MPOTEHHHUTE HE Ce 3acsra NPy HapylleHa
0b0peuHa pyHKITHS.

ITo-manko ot 0,0005% oT mpueTara 103a ce MosiBsiBa B CIiepMara Ha 34paBU HHAWBUAH.

buoTpanchopmarus

Tamanagui ce MetaboIM3Upa IpeIUMHO ocpeacTBoM ruToxpom P450 (CYP) 3A4 uzodopmara.
OCHOBHHAT IUPKYJIMpAI METAOOIUT € METUIIKaTeXoll TtIoKopoHu. To3zn merabonut e mone 13 000
IBTH M0-CJTa00 aKTHBEH OT Taaaiadur no otHomeHnue Ha PDES. CnemoBarenHo, He ce 04akBa /1a €
KJIMHUYHO aKTHBEH IPH HAaOJI0JaBaHUTE KOHIIEHTPALMK Ha MeTaboHTa.

EnumMunupane
CpeHuAT nepopalicH KIUPhHC Ha Taganadui e 2,5 1/4ac, a cpeHUAT NOay)UBOT ¢ 17,5 uaca npu

3apaBu uHAMBUIM. Taganadui ce eKCKpeTHpa MpeJMMHO KaTO HEaKTHBHU MeTabOIUTH, OCHOBHO C
¢exanuute (npudnu3uTenHo 61% oT no3aTa) ¥ B MO-MaJika CTENeH ¢ ypuHarta (npuoinsutenso 36%
OT J103aTa).

JIMHEHHOCT/HETUHEMHOCT

®dapMakOKHHETHKATa Ha Tafanaduil Mpy 3[paByu HHIUBHUIM € JITHEHHA 110 OTHOILICHHE Ha BPEMETO U
no3zara. [lpu mo3um Hax 2,5 go 20 mg ekcnozurmsata (AUC) ce yBenuuaBa mponopIMOHAIHO C J103aTa.
CranmoHapHOTO ChCTOSIHUE Ha TUTA3MEHHUTE KOHIIEHTPAIIMH CE ITOCTUTAT 33 5 JTHU MPH JI03UPaHe
BEJIHBK JHEBHO.

DapMaKOKHHETHKATA, OTPEIETIeHa C TIOMyIA[MOHHUS MMOAXO0 I, TIPY TAIlMEHTH C EPEeKTHIITHA
mucyHKIms e mogo0Ha Ha papMaKOKWHETHKATA MTPU MHIUBHIU 0€3 epeKTHIIHA TUCHYHKIIUS.

CHGLII/IaJ'IHI/I nonyJjannuu

Cmapuecka ev3pacm

31paBu ManMeHTH B cTapyecka BH3pacT (65 TOAMHM WM MO-BB3PACTHH), IMAT TIO-HUCHK ITepopajieH
KJIMPBHC Ha Taganadui, Bojelo 10 25% no-pucoka excno3uims (AUC), B cpaBHEHUE ChC 3/IPaBH
WHJIUBUIN Ha BB3pacT oT 19 1o 45 romunn. To3u edekT HA BB3pacTTa HE € KITIMHHYHO 3HAYNM U HE
JlaBa OCHOBAaHME 3a IPOMSTHA HA J103aTa.

bvbpeuna nedocmamvunocm

B ximuHMYHK (hapMaKoJIOrHYHM IPOYYBAHMS ¢ eIHOKpaTHa mo3a tagantadu (5 mo 20 mg),
excriosuiaTa Ha Taganaduia (AUC) e npuOIU3UTEIHO yABOSHA IIPH HHIUBUIU C JicKa (KpeaTHHHHOB
kiaupbHC 51 10 80 ml/min) unu ymepeHa (kpeaTuHuHOB KiupbHC 31 10 50 ml/min) 660peuHa
HEOCTATHYHOCT U MPH WHIUBHIN C KPACH CTaauu Ha ObOpeuHo 3a0osiBane Ha auanu3a. [Ipu
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ManueHTy Ha xemoauann3a Cmax € 41% 10-BHCOKO 0T HaOIIOAABAHOTO MIPH 3[IPABH XOpa.
XeMonuanu3aTa HE3HAYUTEITHO CIIOMara 3a eJIMMUHUPAHETO Ha Tajanadu.

Yeproopobna HedocmamvyHoCm

Excriozunmsita Ha taganadun (AUC) npu HHIUBUAM C JIeKa IO yMepeHa YepHOIpoOHa
HepoctarhyHOCT (Child-Pugh ximac A u B) e cpaBHUMa ¢ eKCITO3UIHSTA TIPH 3/IpaBH WHAWBHIH,
KoraTo ce mpwiara 703a ot 10 mg. Mima orpanudeHy KTMHUYHA JaHHK 3a 6e3onacHoctTa Ha CIALIS
IpH MAIKEHTH ¢ TeXKa uepHoapoOHa HenocTarbuHocT (Child-Pugh knac C). He ca HanuyHu 1aHHU 32
NPUIOKEHUE Ha JT03M Tajanad i eIuH IbT JHEBHO MPY MAalMEHTH C YePHOAPOOHA HETOCTAThYHOCT.
Axo CIALIS ce npeanucBa equH 6T AHEBHO, TO TPsIOBa Ja HANIPAaBU BHUMATEIHA UHIUBHyaTHA
NpEeleHKa Ha OTHOIICHHETO TI0JI3a/PUCK OT MPEAMUCBAIIUS IO JIeKap.

Tayuenmu ¢ ouabem

Excnosunusita va Taganadun (AUC) npu nauueHTH ¢ quadet e Ouna npubnuzurento 19% mo-Hucka,
oTkonkoTo croitHocTuTe HAa AUC 32 31paBu MHIUBUAK. Ta3u pa3nrka B €KCIIO3UIMATA HE 1aBa
OCHOBAHHE 3a MPOMSIHA Ha J03aTa.

5.3 IlpeakIMHUYHHU JAHHU 32 0€30MACHOCT

HexnuHnvHuTE JaHHU HE MOKa3BaT 0COOEH PHUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHAJTHUTE
(bapMaKoJIOrMYHM NPOYYBaHUS 32 O€30MACHOCT, TOKCHYHOCT IIPY MHOTOKPATHO IpHJIaraHe,
TC€HOTOKCHYHOCT, KaPLIIMHOT€HEH MOTEHINA U PENPOIYKTUBHA TOKCUYHOCT.

Hsma nokasartencTsa 3a TepaToreHHOCT, eMOPUOTOKCUYHOCT MITH (PETOTOKCHYHOCT MPU TUTHXOBE HITH
MHUIIKH, KouTo ca nmonyunian 10 1 000 mg/kg/nueBHo Tananadun. B npoyuBaHe 3a mpeHATaIHO U
MOCTHATAIIHOTO Pa3BUTHUE MPH TUTBXOBE, 103aTa, IIPH KOSTO HE € HabmoaaBaH edekr, e ouma

30 mg/kg/nueBHo. Ilpu 6pemener mrpx AUC 3a H34HCIIEHOTO CBOOOHO JIKAPCTBO MPH Ta3M J103a €
npubnuzutenHo 18 mpru yosemkara AUC npu no3a 20 mg.

Hsma yBpexnane Ha (hepTHIIHOCTTA IPU MBXKKH U J)KEHCKH TuTbXoBe. [Ipn kydera, Ha KOUTO €
npujiaral Taganadui exeIHeBHO 3a 6 10 12 Mecena npu jgo3u 25 mg/kg/nHeBHO (BoaeIO 0 OHE
TPHUKPATHO O-BUCOKA EKCIO3UIHs [Mexty 3,7 — 18,6] oT HabmogaBaHaTa pu xopa, Ha KOUTO €
JaBaHa eIMHUYHA 7032 oT 20 mg) U 1moBeye, € UMaJo Perpecus Ha enuTeNla Ha CEMEHHUTE KaHaI4yeTa,
KOETO € JI0BEJIO 0 HaMaJICHHE Ha CliepMaToreHes3ara Ha HIKOU KydyeTa. Bikre cbio Touka 5.1.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk HAa MIOMOIIHHUTE BELIECTBA

SAnpo Ha Tabnerkara:

JIAKTO32 MOHOXUPAT,
KpOCKapMeno3a HaTpuu,
XUAPOKCUIIPOIWILIEITYJI03a,
MHKPOKPHUCTAJIMHHA LIEIy1033,
HATpPUEB Jaypuicyidar,
MAarHe3eB creapar.

DuaIMOBO IMOKPHUTHE:

JIAKTO3a MOHOXHJIpAT,
XUIPOMEIT03a,

TPHUAIICTHH,

tutanoB guokcna (E171),
xene3eH okcua KeaT (E172),
xene3eH okcua yepseH (E172),
TaJIK.
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6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

3 roguHu

6.4 ChenmnaJHM ycJI0BHUS HA CbXpaHeHHUe

[a ce cpxpaHsiBa B OpUTHHAIIHATA OTIAKOBKA, 3a /1a Ce MpeAmNasu oT Biara. J[a He ce cbxpaHsBa npu
temneparypa zax 30°C.

6.5 Bwunxu chabp:KaHNe HA OMAKOBKATA
Anymunnit/PVC 6nuctepu B kKapToHeHU KyTHU ¢ 28 dpunmupanu TableTKy.
6.6 CnenmaJHu npeanasHu MEPKH NPH U3XBBPJIsIHE

Hewusnon3paHnusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MAaTCpUaJId OT HETO Tpﬂ6Ba Ja CC U3XBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTC U3HUCKBAHHA.

1. INPUTEXATEJI HA PABPEILIEHHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.

Papendorpseweg 83, 3528 BJ Utrecht

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/237/006

9. JATA HA ITbPBO PABPEITABAHE/ITIOJHOBSABAHE HA PASPELHIEHUETO 3A

YIIOTPEBA

[ata Ha mepBO paspemasane: 12 HoemBpu 2002 r.
[ara Ha mocnenHo nmomHoBsBaHe: 12 HoemBpu 2012 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IToapoOHa uHoOpMalKs 3a TO3M JCKapCTBEH MPOIYKT € MpeIocTaBeHa Ha yeOcalitTa Ha EBporneiickara
areHIus Mo JiekapcTeata http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMA TPOAYKT

CIALIS 5 mg ¢punmupanu tabneTkn

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnerka cpabpika 5 mg ragamadun (tadalafil).

[ToMOIIHO BELIECTBO ¢ U3BECTHO ACHCTBHUE!
Bcesika punmupana tadierka chappika 121 mg nakTo3a (KaTo MOHOXHIpAT)

3a MBJIHUA CHUCHK Ha IMOMOIIHUTE BEIIeCTBA BHKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
®dunmupana tabieTka (TabiaeTka)

Caetuio xbaTH TabneTku ¢ opma Ha OazieM, MapKUpaHu OT efHara crpana ¢ 'C 5"

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS
Jleyenue Ha epeKTHIHA JUCHYHKIHS TIPH BH3PACTHH MBXKE.

3a na 6bae edeKTUBEH Taganaduil 3a JCUCHUE Ha epeKTHIIHA JUC(YHKINS, Ce U3UCKBA CEKCYyalHa
CTUMYJIaLS.

Jledenue Ha MpU3HALM M CUMIITOMH Ha 100pOKavyecTBEHa XUIePIUIa3usl Ha IpocTaTaTa Npu Bb3PacTHU
MBXKE.

CIALIS =He e mokasas 3a ynorpeba OT EHH.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

2 !031/1[ )OBKa

Epexmunna ouc@ynxyus npu 6b3pacmuu mvoice

[penopbuBanara o3a e 10 Mg, mpueTa mpejy oYakBaHaTa CeKcyallHa aKTUBHOCT ChC WK Oe3 XpaHa.
[Ipu Te3u nanmenTH, npu kouto Tafganadui 10 mg He Boau A0 MOAXOAI e(heKT, MOXKE J1a CE OMUTa
20 mg. Ta3u no3a Moxke 11a Obie nprera nmoHe 30 MUHYTH IIpeau CeKCyalHa aKTHBHOCT.

MakcumManHaTa 9ecToTa Ha IMpueM € BEAHBXK THEBHO.

Tagamadwr 10 u 20 mg e npenHa3HadeH 3a ynoTpeda mpeay odakBaHa CEKCyallHa akKTUBHOCT U HE Ce
MperophYBa 32 MPOIBIDKUTETHA €XKETHEBHA YIIOTpeoa.

[Ipu nauuenTH, KOUTO NpenBWKIAT Yyecta ynotpeda Ha CIALIS (mamp., moHe 1Ba MbTH CEIMUYHO),
MOXKE J]a c€ OOMUCIIN KaTo MOIXOASI] PEKUM €IHOKPAaTEeH JHEBEH NIPUEM Ha Hall-HUCKUTE 103U
CIALIS, 6a3upaiiku ce Ha n300pa Ha MAMEHTa U PEIICHUETO Ha JIEKapsl.

HpI/I TC3U MAIUCHTHU CC NIPCTIOPBbUBaHaTa 1034 € 5 mg, NprucTa BEAHBXK JTHECBHO HpI/I6J'H/I3I/ITCJ'IHO B €JHO
" ChIIO BPEMC Ha ACHS. I[038.Ta MOXKE Ja C€ HaMaJIkd a0 2,5 mg CAHOKPATHO JHCBHO Ha OazaTa Ha
WHAWBUAYaJTHATaA IOHOCHUMOCT.
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L[CHGCT:O6pa3HOCTTa Ha OPpOABJDKUTCIIHATA C)KCIHCBHA yHOTpe6a Tpﬂ6Ba NEPUOUYHO J1a CE
IMpeonCHABA.

Jlobpokauecmeena xunepniazusi Ha NPOCMAMAMa NPYU 8b3PACHHU MbIICE

[IpenopbuuTenHata 103a € 5 mg, npreMaHa MPUOIU3UTETHO 110 €THO U CHI0 BPEMe BCEKHU JICH ChC
i 6e3 XpaHa. 3a Bb3pacTHH MbKe, KOUTO Ce JIEKYBaT KaKTO 32 JJOOPOKAYeCTBeHA XUTIEPILIA3Us Ha
MpOCTaTarTa, Taka 1 3a ePEeKTUIIHA UC(YHKIIMS, MPENOPhUNTEIIHATA 1032 ChIIO € 5 mg, mpueMaHa
MPHUOIM3UTEITHO IO €HO U ChIIIO BpeMe BCEKH JieH. [Ipu manueHTuTe, KOUTO HE Ca B ChCTOSIHHE J1a
MoHACAT Tajanadui 5 mg 3a JeyeHrne Ha JoOpoKauecTBeHa XUIepIUIa3ns Ha mpocTaTara, TpaoBa Ja ce
B3eMe MPeJIBUJI AITEPHATHBHO JICYCHUE, Thil KATO eUKaCHOCTTA Ha Tajanadui 2,5 mg 3a neueHne Ha
JOoOpOKauecTBeHa XUIEPILIa3us Ha MPOCTaTaTa He € JIOKa3aHa.

CrenmanHy NOMyJIaluu
Mmvorce 6 cmapuecka 6v3pacm
IIpu MBxe B cTapyecka Bb3pacT HE Cce U3KMCKBA aJlaliTHpaHe Ha J03aTa.

Mwoice ¢ 6vOpeuno yspescoane

He ce nanmara HamassiBaHe Ha J03aTa MPH MAIHEHTH C JIEKO JI0 YMEepPeHOo ObOpevHo yBpexaaHe. 3a
MAUCHTH C T&KKO ObOPEYHO yBpEXkKIaHe MaKCHMaTHATa MPEMophYnuTeIHa 1032 ¢ 10 My 3a sieueHne
[P HYX[1a.

[Tpu manuenTy ¢ TeKKO OBOPEYHO YBpEkKAaHe JO3UPAHETO SAUH BT JHEBHO Ha Tajanadwui 2,5 mg
WIK 5 MQ, KaKTo 3a JICYeHUE Ha EPEKTIIIHA TUCPYHKIUS Taka 1 3a JOOPOKaueCTBeHA XUTIEPIUIA3Us Ha
mpocTarara He ce IpenopbuBa (Bk. Touka 4.4 u Touka 5.2).

Mwoice ¢ uepnodpobHo yepesicoare

3a ieyeHre Ha epeKTIiIHa AuchyHKIus, ¢ ynorpeba Ha CIALIS npu Hyk/a, IpenopbUYnuTeIHATA 1032
CIALIS e 10 mg, nmpuera mpeau 09aKBaHa CeKCyajaHa aKTUBHOCT Che Wi 0e3 xpaHa. Mima orpaHnyeHu
KJIMHUYHY JaHHu 3a O0e3onacHocTTa Ha CIALIS npu nanueHnTy ¢ Texka 4epHoApoOHa
HenoctarbyHocT (Child-Pugh kiac C ); ako ce mpeanucsa, To IpeAMMCBAIIHIT TO JIeKap TpsiOBa 1a
HalpaBH BHUMAaTelIHA WHIMBUIyaTHA IPElleHKa Ha ChOTHOIIIEHUETO TIo3a/prck. Hsiama Hamnaan
JTAHHW OTHOCHO TIPHJIOKEHHUETO Ha 037 Mo-BUCOKH OT 10 mg Tajanadur Ha MalueHTH ¢
YepPHOAPOOHO YBpEKIaHE.

Hozupaneto Ha CIALIS equn mbT IHEBHO KaKTO 32 JieYeHHE HA ePEeKTUIIHA TUCOYHKIHS, TaKa U Ha
JI00poKauecTBeHa XUIEPIUIa3ys Ha MPOCTaTaTa He € OLEHABaHO MPU MALMEeHTH C YePHOAPOOHA
HEIOCTAaThYHOCT, CIEIOBATEIIHO, aKO CE MPEANKCBA, TO IPEAIMCBALIMAT IO JIeKap TpsOBa 1a HarpaBu
BHHMATEJIHA WH/IMBH/yallHa TIPEIIeHKa Ha OTHOIICHHUETO I0J13a/pHcK (BXkK. Touka 4.4 1 Touka 5.2).

Muworce ¢ ouabem
[Ipu MbxKe ¢ AMabET HE Ce U3MCKBA MPOMSIHA B 7103aTa.

Ieouampuuna nonynayust
Hsama cporBeTHO ipunoxenne Ha CIALIS B mequaTpuunarta nomynaius OTHOCHO JICUEHUETO Ha
epeKTHITHA TUCHYHKITHS.

Hauun Ha npunoxenue
CIALIS ce npennara karo punMupanu tadbnetku ot 2,5, 5, 10, 1 20 mg 3a nepopaiHo NpHIoKEHHE.

4.3 TIlpoTuBomoka3aHus

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HJIH KBM HSIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.
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B KIMHMYHY IpOYYBaHUS € YCTAHOBEHO, e Tajaadiil YCUIBA XUIIOTEH3UBHUTE €EKTH Ha
HuTpatute. CMATa ce, 4e TOBa € Pe3yiTar OT KOMOMHUPaHNTE e(PEeKTH Ha HUTPATHTE U Taganadut
BBpXY IbTs a30TeH okcug/ul M®. [Topanu ToBa, npunoxkenunero Ha CIALIS npu nanmueHTH, KOuTo
U3I0JI3BaT HAKAKBH ()OPMHU HA OpPraHMYHH HUTPATH, € MPOTUBOIIOKA3aHO (BXK. TOUKa 4.5).

CIALIS ne Tpsi0Ba &1a ce mpuiiara Ha MbXe ChC ChbpPACYHH 3a00IIBaHNS, IPU KOUTO CEKCyaTHaTa
aKTUBHOCT He € IpenopbunTenna. Jlekapute TpsaOBa qa 00CHAAT MOTCHIMAIHUS ChPACUCH PUCK OT
CeKCyalTHa aKTUBHOCT MPH MAMEHTH C TIPEIIECTRAII0 ChPACYHOCHI0BO 3a00IIBaHE.

CrnemHuTe TPyIH NAIIMEHTH ChC ChPJICYHO-CHIOBO 3a00sIBaHe HE ca OWIIM BKIIFOYCHU B KIIMHUYHH

MPOYYBaHUS U 3aTOBa ynorpedara Ha Tajanadpuil IpH TAX € MPOTHBOMOKA3aHa!

- MAIMEeHTH C MHOKapieH HH(MAPKT B paMKHUTe Ha nocieaaute 90 mHu,

- MAIMEHTH C HeCTa0WITHA aHTWHA WIJIM aHTHHA, POSBSBAIIa Ce M0 BPeMe Ha T0JIOB aKT,

- MaIUeHTH ChC ChpeuHa HepocTarhbuHoCT Kiac 1o NYHA (New York Heart Association) 2 wiu
MO-BUCOK TIpe3 MOoCIeAHNTE 6 Mecela,

- MAIUCHTH C HEKOHTPOJIUPaHH apuT™MuH, XUnotonus (< 90/50 mm Hg), i HeKoHTpopaHa
XHUIEPTOHUS,

- MAIMEHTH C MHCYJIT B pAMKHUTE Ha MOCJIeTHUTE 6 Mecella.

CIALIS e npoTHBOIIOKa3aH MpH MAIMEHTH ChC 3ary0a Ha 3pCHUETO Ha €IHOTO OKO, B Pe3yJITaT Ha
HeapTepuaiHa aHTePHOpHA HCXeMHUYHa OYHa HeBpomaTus (non-arteritic anterior ischemic optic
neuropathy, NAION), He3aBHCHMO OT TOBa, JaJIM TO3U €MU30/1 € CBHP3aH MK HE C MPEMIITHA
ynorpeba Ha PDES unxubutop (Bk. Touka 4.4).

EnnoBpemennoto npunoxenne Ha PDES nHxuOnTOpH, BKIIFOUYNTETHO Taganadu, C TyaHWIaT-
[UKJIa3HA CTUMYJIATOPH, KaTO PUOLUTYaT, € MPOTUBOIIOKA3aHO, Thil KATO TOBAa MOXKE Jla MPUYNHH
CHUMITOMAaTHYHA XUIOTOHUS (BXK. Touka 4.5).

4.4 Chnenuananu mpeaynpeskieHus: U NpeAna3sHu MepKH NPU ynoTpeda

IIpenu neuenne ¢ CIALIS

IMpeau na 6b1e 00ChACHO (PAPMAKOIOTHYHO JICUCHUE, TPAOBA J]a C€ CHEME aHAMHE3a W HalpaBH
(bu3nKaleH nperyie, 3a 1a ce JUArHOCTUIMPa SPEKTUITHA TUCYHKIUS WA J0OpOKadecTBEHA
XUIEPIUIa3usl Ha IPOCTAaTaTa U Jia Ce ONPEASISAT MOTCHIIUAIHUTE MO JICKAIIY PUUNHU.

[Ipenu na ce 3amo4He KaKBOTO U J1a € JICUCHUE Ha ePeKTHIHA TUCYHKIHS, IEKapuTe TpsOBa aa
MPELEHAT ChbPACYHOCHA0BUS CTaTyC HA TEXHUTE MALMEHTH, Thi KaTO NMa U3BECTHA CTEMEH Ha
CBpACUYCH PUCK, CBBP3aH ChC CEKCyaJHaTa akTUBHOCT. Tananadui nMa Ba30JUJIaTaTUBHA CBOWCTBA,
BOJICIIIU JI0 JICKH W MPEXOJHH NOHMKEHHSI HAa KPBBHOTO HaJsiraHe (BXX. TOUKa 5.1) ¥ O TaKbB HAUYUH
HOTEHIMPa XUIOTCH3UBHUS e(DeKT Ha HUTpaTuTe (BXK. Touka 4.3).

Ipenun na ce 3amovHe JieueHue ¢ Taaanadpi Ha T00pOKaYeCTBEHa XUIIePIIa3ns Ha MPOCTaTAaTa,
MaIMeHTHUTE TPSIOBA J1a Ce U3CIIEABAT, 3a J]a CC U3KITIOYM HATMYUETO Ha KApIUHOM Ha MPOCTaTaTa u
BHUMATEJTHO Ja C€ OIICHN HAJTMYHETO Ha ChPJCYHOCHI0BH 3a00saBaHus (Bxk. Touka 4.3).

OrieHKaTa Ha epeKTIITHATA TUCOYHKIUS TPSIOBa Jia BKIFOYBA OMPEEIISTHETO Ha TIOTCHITUATHUTE
MOIJIeKAIIH IPUYNHY U yCTAaHOBSIBAHE HA TIOJXO/AIIO JIeUYeHHE Ciell MPaBUiIHA MEIUIIMHCKA OIIEHKA.
He e uzBectro, namu CIALIS e edexTrBeH npy NanyeHTH, TPeThPIIEIH Ta30BU ONepaliy I
paavKaliHa, HEChXpaHsBallla HepBa POCTATEKTOMUSL.

CobpaeyHo-cbI0BH (haKTOpU

ITo BpeMe Ha MOCTMAPKETHHIOBH HAOIIOACHUS W/MJIU KIMHUYHH IPOYYBAHUS Ca JOKJIAIBaHH
CEPHO3HHU ChPACYHO-CHIOBH ChOMTHS, BKIFOYBAIIM MHOKApACH HH(PAPKT, BHE3AIIHA ChPACYHA CMBPT,
HecTaOMIIHA aHTHHA TIEKTOPHUC, KAMEPHU apUTMHUH, UHCYJIT, TPAH3UTOPHU UCXEMUYHHU SIH30/IH,
rpbaHA 0OJKA, MATMUTANMY U Taxukapavs. [loBeueTo maeHTy, mpu KOUTO ca JOKJIaIBaHU Te3U
CHOUTHS, Ca UMAITH TIPESIIISCTRAIIN ChPACYHO-CHIOBU PUCKOBU (hakTOopHu. BhIIpeku ToBa, He €
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BB3MOJKHO J1a C€ ONPEETIH KaTerOpUIHO, Al Te3H ChOUTHS ca CBhP3aHH IPSKO C TE3H PUCKOBU
¢axTopu, csc CIALIS, cbe cexcyanHaTa akTUBHOCT WM C KOMOMHANMATA HA TE3U WU JPYTU
¢axTopu.

[Ipu nanueHTH Che CHIBPTCTBAIIO JICUCHUE C AHTUXUIICPTCH3UBHH JIEKAPCTBEHH NPOTYKTH, Taaana(ui
MOKe J]a MHAYIHPa OHWKEHHE Ha KPHBHOTO HassiraHe. Korato ce 3amoyBa exxeIHEBHO JICYUSHUE C
Tamanadw, TpsAOBa 1a ce 0OMHCTH KIMHUYHATAa BE3MOXKHOCT 3a aJalTHpaHe Ha o3aTa Ha
AHTUXUTIEPTEH3UBHOTO JICUCHHUE.

[Tpu manmenTy, KOUTO nmpueMat ajida; Onokepu, eqHoBpeMeHHOTO npuioxkenue Ha CIALIS moxe na
JIOBEJIE 10 CUMIITOMATHYHA XUITOTOHUS TIPH HAKOH OT TAX (BK. Touka 4.5). KomOunupaneTo Ha
Tazanadui U JOKCa3031H HE Ce MPEnopbyBa.

3peHue
CpobmraBanu ca 3puteanu Hapymienus u ciydan Ha NAION (HeaprepuaiHa aHTepHOpHA HCXEMUYHA

OYHa HeBpomaTus), cBbp3anu ¢ npuema Ha CIALIS u npyru PDES-unxuburopu. AHanu3u Ha JaHHH
OT HEMHTEPBEHIIMOHAIIHH MTPOYYBaHU npeanonaraT nmopuineH puck ot octpa NAION (Heaprepuaina
aQHTEPUOPHA UCXEMUYHA OYHA HEBPOMATHSI) MPH MBXKE C SPEKTIIIHA TUCHYHKIIHS CIIe]l eKCIIO3UIHS Ha
taganadwn win gpyra OJIES naxubutopu. Trii kaTo ToBa MOXe 1a Ob/Ie OT IPAKTUIECKO 3HAUCHHE
3a BCHUKU HaLMEHTH, U3JI0KEHU Ha Tajanaduil, NaueHThT TpsOBa ga Obae npeaynpekaaBaH, ue B
CITy4aii Ha BHE3aITHO 3pUTEITHO HapyiieHue, TpsioBa aa crpe nmpuema Ha CIALIS u ga ce koHCynTHpa
He3a0aBHO ¢ Jekap (Bxk. Touka 4.3).

Hawmanen ciyx uiu BHe3anHa 3ary0a Ha ciryxa

Crnyuan Ha BHe3amHa 3ary0a Ha cilyxa ca choOIeHH ciell ynoTpebaTta Ha Tafanadui. Beopeku e
JpYyTy pUCKOBHU (haKTOPH ca HaJUIIE B HAKOU CIIydau (KaTo HapuMep, Bb3pacT, AUadeT, XUIIEPTOHHUS U
aHaMHe3a 3a MpeJuIlHa 3aryda Ha ciiyxa), HaldeHTuTe TpAOBa Ja ObJaT NOChbBETBAHH Jja CIIpaT
npremMa Ha Tagaigadui U 1a MoThPCAT He3a0aBHO MEAMIIMHCKA MTOMOII] B CITy4aii Ha BHE3aIHO
HaMmaJsBaHe Ha CITyXa WJIM 3ary0a Ha ciryxa.

bBr0OpeyHo U YeEpHOAPOOHO YBPEKIAHE

[Tpu marmenTu ¢ Texxka 6p0peyHa HeocTaThuHOCT no3upaneTo Ha CIALIS emHokpaTtHO MHEBHO HE ce
MperopbrYBa, mopaau rnmopumeHaTa ekcriosuius (AUC), orpaHuYeHns KJIMHAYEH OIHUT U JIUTICaTa Ha
BB3MOKHOCT 32 TIOBJIUSBAHE HAa KIUPHHCA TOCPEACTBOM JTHUATH3A.

Nwma orpannyeHn KIMHUYHU JaHHY 32 6e30omacHocTTa Ha CIALIS, mpuiioskeH KaTo eIUHUYIHA 1032,
IPY MAIKMEHTH ¢ TeXKa uepHoaApoOHa HenoctarbuHocT (Child-Pugh kiac C). Ipu nanmenTty ¢
YepHOAPOOHa HEJAOCTATHYHOCT HE € OLEHABAHO €AHOKPATHOTO JHEBHO NPHIOKEHUE HITH 32 JICUCHUE
Ha epeKTUIHA AUCHYHKIUS, WK 32 T0OpOoKadecTBeHa xunepiasus Ha npoctarata. Ako CIALIS ce
Ha3HavaBa, TpA0Ba Ja ce HallpaBH BHUMATEIHA WHANBHYaTHA MTPEIeHKa Ha OTHOLICHUETO
MOJI3a/PUCK OT MPEIUCBAIIHNS TO JeKap.

HDI/IaHI/B’LM 1 aHaTOMHMYHA }_Ied)ODMaHI/ISI Ha IICHHCA

HaLII/IeHTI/ITG, KOHWTO Ca UMaJIM CPCKU A, IPOAbIIZKAIIA 4 yaca wm IIOBECUYC, TpH6Ba Ja 6’B,E[aT
IMMOCHBETBAHU A IMOTHPCAT He3a0aBHO JICKapCKa nmoMoul. Axo npuanm3MbT HE 6’L,Z[e JICKYBAaH Be€JHara,
ThKaHTa Ha IMEHHCAa C€ YBPEKIa U MOXKE Aa C€ CTUTHE N0 IMMOCTOAHHA 3ary6a Ha IIOTCHTHOCTTA.

CIALIS Ttpsiba 51a ce M3noi3BaT ¢ BHUMaHKE NPH MAIEHTH ¢ aHATOMUYHA Jie(opMaIiisl Ha TIeHuCca
(xaTo Hamp., aHTyJIalus, KaBepHo3Ha (prOpo3a uiK GonecT Ha Peyronie) nin Npy MaueHTH ChC
3a00JsIBaHMs, KOUTO MOTAT Ja Ch3AadaT NpeApa3noiIokeHue KbM MPHAMU3bM (KaTo ChPIIOBHIHO-
KJIEThYHA aHEMUsI, MYJITUIUICH MUEJIOM WU JIEBKEMHUS).

Ynorpeba ¢ CYP3A4 naxudbutopu
H3uckBa ce MoBHINIEHO BHUMaHKE, ako ce npeanucea CIALIS Ha manueHTH, KOMTO M3M0I3BAT MOIIHH
CYP3 A4 nnxuburopu (puTOHABHp, CAKBUHABHP, KETOKOHA30J1, UTPAKOHA30J M EPUTPOMHULINH), Thil
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KaTo NPH KOMOMHUPAHETO Ha TE3H JICKAPCTBEHHU MPOAYKTH ce 3a0elsI3Ba MOBUIIABAaHE HA
excriosunmsTa Ha taganapun (AUC) (Bxk. Touka 4.5).

CIALIS n apyru neuenus 3a epexkTuiaHa Auch YHKIMS

He ca mpoyuBanu 6e3omacHocTTa 1 ehukacHocTTa Ha KomOmHanuuTe Ha CIALIS u npyru
naxuouTopu Ha PDES wnm npyru nedenns Ha epexTiinHa aucyHkius. [lanueHTsT TpsaOBa 1a 0b1e
nHpopmupan na He npueMa CIALIS B momoOHN KOMOMHAITHH.

JlakTo3a

CIALIS cpabpika nakrosa. [lanmeHTrTe ¢ peaKu HACAEACTBEHU MPOOIEMH Ha TaTlaKTO3HA
HEITOHOCHMOCT, Lapp akTa3eH AeQUITUT WX TIIFOKO3HO-TAIAKTO3HA MaradbcopOITis He TpsOBa 1a
MpUEMaT TO3H JIEKAPCTBEH MPOIYKT.

45 BzaumoaeicTBHE ¢ IPYTH JeKAPCTBEHH NMPOAYKTH U APYrd opMu HA B3auMo/elcTBHE
[IpoyuBanusiTa 3a B3anMoeiicTBus ca nposeaeHu ¢ 10 mg w/mmm 20 mg taganadmi, KakTo e

nocouyeHo no-noiy. Lo ce oTHacs 10 Te3u npoyyBaHMA 33 B3aUMOACHCTBUS, KbJIETO Ca IPUIIaraHu
camo 1034 Ha Taganadui or 10 mg, KTMHUYHO 3HAYUMH B3aUMOJCHCTBUS IIPH MO-BUCOKHU 1031 HE

MOrarT W3IS0 Aa ObJaT U3KIIIOYEHH.

Ed)eKTI/I Ha APYTH BCUICCTBA BHPXY TaI[aIIad)I/IJI

Huxubumopu na yumoxpom P450

Tamanadun ce metabonmsupa raaBHo upe3 CYP3A4. Cenextupausar naxuobutop Ha CYP3A4,
keTokoHa30:1 (200 mg aHeBHO), yBenuuasa 2 mbTH excriosuista (AUC) Ha taganadmt (10 mg) u
Cmax ¢ 15% crpsimo croiinoctute Ha AUC 1 Crax TPH CaMOCTOSITEITHO MPUIIOKEH TafanapuiI.
Ketokonazoun (400 mg nueBHO), yBenuyapa 4 mbTH ekcnosuimsara (AUC) va tapanadui (20 mg) u
Cinax ¢ 22%. PuronaBup, nporeazer naxudbutop (200 mg, 2 IbTH THEBHO), KOWTO € HHXUOUTOp Ha
CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yBenuuana excrniounusita (AUC) na Taganadun (20 mg)
2-bTH 6e3 1a nmpoMeHst Cmax. BbIipexu e He ca mpoyuyBaHM crienn(UUHE B3aUMOJACHCTBUS,
€IHOBpEMEHHaTa yrorpeda ¢ APyru NpoTea3Hd HHXUOUTOPH, KaTo cakBUHABUD, U Apyrud CYP3 A4
MHXUOUTOPH, KaTO EPUTPOMHUIINH, KJIIAPUTPOMULIUH, UTPAKOHA30JI U COK OT TPendpyT, H3UCKBa
BHUMaHHE, Thi KaTO MOXKE JIa CE 0YaKBa, TE JIa YBEJIUYAT IJIa3MEHUTE KOHIIEHTPAIIUK Ha Talaiadui
(Bx Touka 4.4). CrieIoBaTEIHO, Y€CTOTATa Ha HEXKETAHUTE JIEKAPCTBEHH PEAKITUH, TIOCOYEHU B
Touka 4.8 Moxe 1a Objie yBeTHUeHa.

Tpancnopmuu 6eamvyu

He e u3BecTHa posnsita Ha TPAaHCHOPTHUTE OENTHIM (HAIPUMED, P-TIIMKOIPOTEHH) BEPXY
JUCTIO3UIMATA Ha Tafganadui. CleIoBaTeNIHO € HaIHIIE TIOTEHIMAN 3a JIEKaPCTBEHH B3aNMO/ICHCTBUS,
MEINHUPaHH OT MOTHCKAHE Ha TPACTIOPTHUTE OEITHITH.

Huoyxkmopu na yumoxpom P450

UupyxropsT Ha CYP3 A4, pudammuimn, Hamanssa AUC Ha taganadun no 88%, crpsmo
croitnocture Ha AUC mipu camocrosttento mpuioker taganaduia (10 mg). Tasu namanena
EKCIIO3MLIUS MOJKE J1a c€ OYaKBa Jja Hamalii e(pUKacHOCTTa Ha Tajaja(uil; CTENIeHTa Ha HaMaJIeHHe Ha
edpukacHoctTa e HensBecTHa. Jpyru nnaykropu Ha CYP3 A4, karo penobGapourai, GeHUTOUH
kapOamasenuH, MoraT ChIIO /1a HAMAJAT IJIa3MEHNUTE KOHIIEHTPAMH Ha Tajanadul.

Edextn Ha Tananad)ym BBHPXY APYTH JICKAPCTBCHU IIPOAYKTHU

Humpamu

B knmuanyHM npoyuBanust, Taganagpui (5, 10 u 20 mg) e nokasan, 4e MOTCHUNUPA XUTIOTCH3UBHUTE
edextu Ha HUTpaTute. [lopanu ToBa, npunoxkenunero Ha CIALIS mpu nauuenTH, nprueMaiy HIKos
¢dbopMa Ha opraHMYeH HUTPAT € MPOTUBOIOKa3aHO (BXK. Touka 4.3). Bb3 ocHOBaTa Ha pe3ysiTaTH OT
KJIIMHAYHO MPOYYBaHe, B KoeTo 150 marueHTH ca moryJaBaiy JHeBHA 103U oT 20 mg Tagaimadur 3a
7 man u 0,4 mg HUTPOTIUIIEPUH CYOJIMHTBAITHO B PA3JINYHO BPpEME, TOBA B3aUMOJICUCTBHE €
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HaOJr0/IaBaHoO 3a MoBeue oT 24 yaca W He € HabJro1aBaHo clie/l u3THYaHe Ha 48 Jaca oT moclieHaTa
no3a taganadui. Taka, mpu maueHT, Ha KoiTo e npeanucana Hsakakea go3a CIALIS (2,5 mg-20 mg),
Y 32 KOUTO MPUJIOKEHUETO Ha HUTPATH CE CMATA 38 HEOOXOIUMO 110 MEAMLIMHCKH NIOKAa3aHUs B
JKUBOTOCTIACSIBAIM CUTYalluy, TpsIOBa Ja nMa mnone 48 yaca ot npueMa Ha nocieanata qo3a CIALIS,
Ipeau MPUIOKEHNETO Ha HUTpaTuTe. [Ipu TakuBa ycloBus, HUTpAaTHTE TPAOBA /1a ce IPHUIaraT caMmo
IO CTPOT MEJUIMHCKU KOHTPOJI M ChC CHOTBETHO MPOCIIEIIBAHE HAa XeMOJHHAMUKATA.

AnmuxunepmensusHu 1eKapcmeeHu cpedcmasa (6KII0YUMENHO KATYUeay aHMA2OHUCTY)
EnHOBpeMEHHOTO NPUIIOKEHUE Ha JIoKCca303uH (4 U 8 mg NHEBHO) U Tananadui (THEBHA 103 OT 5 Mg
u 20 mg KaTo eIHOKpATHA J103a) 3aCHJIBa aHTUXUIICPTCH3UBHYS e(DeKT Ha To3u anda-0yiokep B
3HauuMa crerneH. To3u eekT ce 3ama3Ba MOHE ABaHAJECET Yaca U MOXKe J]a MPEIN3BUKA CHMITTOMH,
BKJIFOUHTETHO CHHKOIIL. 3aTOBa Ta3W KOMOMHALIMS HE Ce TpenopbuBa (BK. Touka 4.4).

B npoy4Banus 3a B3anMOIEHCTBUATA, U3BBPIIEHHU IPH OTPaHUYEH OpOii 3/IpaBy JOOPOBOIIIH, TE3H
e(heKTH He ca ChOOIIEHH MPH aa(y303HH WIKM TaMCYJIO3HH. Bee mak, € Heo0X0AUMO MOBUIIICHO
BHHMaHHE, KOraTo Taganadui ce ynorpeodsiBa MpH MalyeHTH, JICKYBaH! C KAKBUTO U Jia ¢ ajda-
OmokepH, 0coOEHO TpH MAIMEHTH B CTapuecka Bh3pacT. JleueHneTo TpsOBa Aa 3anoYHe Npu
MUHHMAITHA /1032 ¥ POTPECUBHO Ja Ce a/IalTHpA.

B knuHMYHM apMakoJIOrMYHY NPOYUBAHUS € U3CIEeABaH MOTEHINATbT Ha Tajanadu 1a yCHIIBa
XHUIIOTEH3UBHAUTE €(PEKTH Ha aHTUXUIIEPTCH3UBHUTE JIEKapCTBEHU MPOAYKTH. [IpoyuBanu ca
OCHOBHHUTE KJIACOBE aHTHUXHUIIEPTCH3UBHU JIEKAPCTBEHH MTPOAYKTH, BKIFOUUTEITHO KATIHEBU
AHTAarOHUCTH (AMJIOJTUTIHH ), ”THXUOUTOPHUTE HA aHTHOTEH3UH KoHBepTupamus en3uM (ACE)
(eHamanpwi), 6J0KepuTe Ha OeTa-aiPEHEPTHIHUTE PEIETITOPH (METOTIPOIION ), THAZUIHNATE TUYPETHITH
(6enmpodumyasun), u O10kepuTe Ha aHTHOTEH3WH ] perenTopuTe (pa3TUYHN BUAOBE U JI03H,
CaMOCTOSITETTHO MJIM B KOMOMHALIUS ¢ THA3HUIH, KAILMEBUTE aHTarOHUCTH, OeTa-0JI0KepH, W/Hin
anda-onokepn). Taganapun (10 mg ocBeH B MPOyYBaHHUATA C AHTATOHUCTHTE HA aHTHOTEH3UH 11
pelenTopuTe ¥ aMJIOAUIINH, IPU KOUTO € Mpujiarada a103a ot 20 mg) HiMa KIMHUYHO 3HAYUMHU
B3aUMOJICHCTBUSI, C KOWTO | Ja € OT Te3H KJIacoBe. B npyro kIMHUYHO apMakoIOTHIHO POyYBaHe
taganadui (20 mg) e u3nuTBaH B KOMOMHANUS C 70 4 Ki1aca aHTUXUIEPTEH3UBHU PpoayKTH. [1pu
NalUeHTHUTE, IPUEMaITH HAKOJIKO aHTUXUIIEPTEH3UBHH MIPOAYKTA, aMOyJIaTOPHUTE IPOMEHH B
KPBBHOTO HAIATaHE M3TJICKAAT CBBP3aHU ChC CTEIICHTa HAa KOHTPOJI Ha KPbBHOTO Haysirane. B tasu
BPB3Ka, P MAUSHTUTE OT KIMHUYHOTO U3MUTBaHE, YUETO KPHBHO HAJISTaHe € Omiio 1o0pe
KOHTPOJIMPAHO, HAMAISIBAHETO € OMJI0 MUHUMAITHO WIIK TTOI00HO Ha TOBA, HAONIOAABAHO MIPHU 3paBH
xopa. [Ipu ygacTHUIM B IPOYYBaHETO, IPU KOUTO KPHBHOTO HAJISATaHE HA MAIIMEHTHTE HE € OO0
KOHTPOJIMPAHO, CIIaJaHeTO € OMIIO MO-TOJIIMO, BBIIPEKH Y€ TO HE € OMJIO CBBP3aHO C XUIIOTEH3UBHU
CHUMIITOMH TIPH [TOBEYETO OT nauueHTure. [Ipu naunenTy, nmomydyasaiy CbIIbTCTBAILO JICUYEHHE C
AHTHXMIIEPTEH3UBHHU JIEKAPCTBEHH NPOAYKTH, Tafganadui 20 mg Moxe Ja MHAYLHpa HaMaJleHHe Ha
KPBBHOTO HaJATaHe, KOETO (C M3KIIIoUeHHE Ha anda OIOKepH —BXK MO-TOpe), € KaTo LsUI0 MaJIKO U He €
BEPOATHO Ja € KIIMHUYHO 3HAYUMO. AHAJTM3NTE HAa JAHHWTE OT KJIMHWYHH MTpoy4dBaHus ¢aza 3 He ca
MOKAa3alli pa3linika B HeXKEJIaHUTE JIEKaPCTBEHU ChOUTHS MPU MAMEHTUTE, IPUEMAIH Talaiaduil, ChC
i 6e3 aHTUXHUIIEPTeH3UBHH JIEKAPCTBEHH MPOAYKTH. BhIpeku ToBa Ha manueHTHUTe TpsiOBa 11a ce
JlaBa MOJIXOASII KIMHAYEH ChBET 38 Bb3MOXKHO HaMaJIeHHE Ha KPBbBHOTO HAJISITaHE, KOTaTo ce JIEKyBaT
C aHTUXUIEPTEH3UBHU JICKAPCTBEHHU MPOIYKTH.

Puoyueyam

[IpenkIMHUYHY MPOyYBaHUS TIOKA3BAT JOMBIHUTENICH e)eKT Ha MOHMKABaHE HA CHCTEMHOTO KPHBHO
Hasirane, korato PDES nnxuburopu ce KoMOMHUpAT ¢ puouuryar. B KIIMHUYHT IPOYYBaHUS €
JIOKa3aHO, Y€ PHOIUIYaT MOTEeHIUpa XurnoTeH3uBHUTe ehextu Ha PDES nnxubutopure. Hama nanHu
3a OIaronpusTeH KIMHAYCH e(eKT Ha KOMOWHAIMATA B IPOYYBaHaTa Moy anus. EqHoBpeMeHHaTa
ynotrpeba Ha puonuryat ¢ PDES naxubutopu, BKIIOUHTETHO Taganadui, € mpoTHBOMOKa3aHa (BXK.
Touka 4.3).

Unxubumopu na 5-angpa pedyxmaszsama

B knmuHHYHO MpoyYyBaHe, KOETO CpaBHsBa Tajanadui 5 mg, mpuiaarad eJJHOBPEMEHHO ¢ (PUHACTEPHT
5 mg, ¢ mane0o mioc puHacTepua 5 mg 3a o0JIeKUYaBaHe Ha CUMIITOMUTE Ha JOOpOKayeCTBEHA
xutnepima3us Ha mpoctarara ([ XI1), He ca ycTaHOBEHN HOBH HEXKEJIaHU PEaKIIuu. BhIpexu ToBa, Thit
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KaTo O(HIIMATHO MMPOYYBaAHE 3a JEKaPCTBCHU B3aUMOJICHCTBHS 3a OlleHKa Ha e(eKTUTE Ha Taaanadu
U Ha nHXuOUTOpUTE Ha S-anda penykrasara (5-ARIS) He e mpoBexaaHo, Taganadui TpsOBa 1a ce
npuiara BHUMATEHO SIHOBPEMEHHO ¢ MHXMOUTOPH Ha 5-anda peaykraszarta (5-ARIS).

CYP1A2 - cybcmpamu (nanp., meoghunun)

Koraro taganagun 10 mg ce npuara ¢ TeodpminuH (HeceaeKkTUBEH pocdoauecTepazeH HHXUOUTOP)
BBB ()apMaKOJIOTUIHO MTPOYUBAHE, HE ¢ NMaIo (hapMaKOKHHETHYHH B3auMOJieiicTBUS. EMMHCTBEHUSIT
¢apmakognHamMudeH edekt e 6un neko (3,5 ynapa/MruHyTa) yBEeIHYeHHE Ha ChpAeYHATa YeCTOTa.
Bripeku ue To3u eekT e BTopocTerneHeH U He € OWIT OT KIIMHIUYHO 3HaueHHe NIPU TOBA MPOYYBAaHE,
TOH TpsAOBa Ja ce B3eMa 110]] BHUMaHUE NIPY AHOBPEMEHHA yIoTpeOa Ha TE3H JICKApCTBEHU MPOTYKTH.

Emununecmpaouon u mepoymanun

Tananadwui e mokasai, 4e npeIU3BHKBa YBEINUCHUE HA OMOHATMIHOCTTA Ha CTHHUIIECTPAIHOI CIIeT
HEPOPATHO TPHIOKEHHE; TI0I00HO YBETMICHHE MOXKE [1a ObJIe 0YaKBAHO MPH TIEPOPATHOTO
NPUIOKEHHE Ha TepOyTaIMH, BBIPEKH Y€ KIMHUIHUTE MTOCIIEICTBHISI OT TOBA Ca HEOMPEICICHH.

Ankoxon

KoHuenTpanuute Ha ankoxoi (cpeaHa MakcuMaiHa KoHIleHTpalus B KpsBTa 0,08%) He ce moBiIUsIBaT
oT chBMecTHaTa yrorpeda ¢ Taganadun (10 mg wnm 20 mg). B nonpnHenue, 3 yaca cien
€THOBPEMECHHOTO MPHUJIOKEHHUE C aITKOXOJI HE ca HAOJII0/JaBaHH IPOMEHH B KOHIICHTPAIIMUTE Ha
taganadui. AJKOXONBT € MPUIOKEH 110 HAYHH, YBEIMYABAIl MAKCHMAITHO CKOPOCTTa Ha a0COpOIHs
Ha aJKOXoJ (CYyTpUH Ha IIafHo, 0e3 Ja ce mpreMa XpaHa J1o 2 4aca ciiell IpueMa Ha auKoXoJl)
Tamanagwmi (20 mg) He yBeM4YaBa CPEAHOTO HaMaJIIBaHE Ha KPHBHOTO HAJISITAHE, TPEIU3BUKAHO OT
ankoxoda (0,7 g/kg wim okomno 180 ml 40% ankoxoun [Boaka] npu 80-KHJIOrpaMoB MbK), HO IIPU
HSKOM X0pa MOXKe Jia ce HaOJIr01aBa MoCTypalieH CBETOBBPTEK HITH OPTOCTATUYHA XUTOTOHUS. KoraTo
Taganadui ce mpuiara ¢ mo-Maiku no3u ankoxou (0,6 g/kg), xumoTeHs3us He ce HaOIr1aBa, a
CBETOBBPTEKBT Ce HAOIFOIaBa C YeCTOTA, OJJ00HA Ha Ta3H MPU CAMOCTOSTEITHOTO MTPHUIIOKEHUE Ha
ankoxoil. EQexThT Ha alikoxolia BPXY KOTHUTHBHATA (DYHKIUS HE Ce 3aCHIIBAT OT TaJjasiaduil

(10 mg).

Lumoxpom P450 memabonusupa nexapcmeenu npooyKmu

Tanmanadun He ce o4akBa Jia MPeIM3BUKBA KIIMHUYHO 3HAYMMO OTHUCKAHE WITH HHAYKIHS Ha
KIMpBHCA HAa JIEKApCTBEHU MPOAYKTH, MeTabomm3upanu ot CYP450 uzopopmure. [IpoyuBanusira ca
NOTBBPAMIIH, e Taganagui He HHXuOupa uin naayuupa uzopopmute Ha CYP450, BirounTenHo
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 u CYP2CI9.

CYP2CY - cybecmpamu (nanp., R-eapapur)

Tananadpwun (10 mg u 20 mg) HAMa KIMHUYHO 3HaYUM edeKT Bbpxy excrnozunuara (AUC) Ha S-
Bapdapun win R-Bapdapun (cydctpat Ha CYP2C9), HuTO 3acsira npoMeHHUTe B TPOTPOMOMHOBOTO
BpeMe, peIu3BUKaHu OT BaphapuH.

Acnupun

Tamanadwn (10 mg u 20 mg) He MOTEHIMPa YBEIUYEHHETO BbB BPEMETO Ha KbPBEHE, IPHYNHEHO OT
aNEeTIICATHITNIOBA KUCEIINHA.

Ilpomusoouabemnu nexapcmeenu npooOyKmu

He ca nposexnanu cnenuuyHU MPOyYBAHUS 32 B3aUMOACHCTBHS C IPOTUBOANAOETHH JEKAPCTBEHU
MNPOAYKTH.

4.6 @epTUINTET, OPEMEHHOCT U KbpMeHe

CIALIS He e mokasaH 3a yrnoTpeda oT KeHH.

Bbpemennoct
MMa orpaHnyeHH JaHHU 3a yIoTpedara Ha Tafganadui mpu OpeMeHHH skeHu. [IpoyuBanusTa npu

JKMBOTHH HC MOKAa3BaT NPAKO UJIU HCHIPAKO BPEAHO B3aI7[MO,Z[CI>iCTBPI€ BBPXY 6pCMeHHOCTTa,
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eMOPHOHATHOTO/(DETATHOTO pa3BUTHE, PaKIAHETO MITH TOCTHATAIHOTO passuThe (Bik Touka 5.3).
Kato npeanasna msapka, 3a npeanountane e ynorpedara va CIALIS mo Bpeme Ha OpeMeHHOCT 11a ce
n30srBa.

Kwpmene
Hanuunute papmakonnHaMiUuHN/ TOKCUKOJIOTHYHY JJAHHH MPH )KUBOTHU MTOKA3BaT CKCKPEIHS Ha

Tamanadml B MIIKOTO. He Moxe na ce m3kimoun puck 3a kepmadeto. CIALIS we TpsiOBa ma ce
W3M0JI3Ba 110 BpeMe Ha KbpPMEHE.

depTunurer
HabGnronaBanu ca ehekTr py KydeTa, KOUTO MOXKE JIa COUaT YBpPEKIaHe Ha GeprwinTeTa. [IBe

MOCJIEABAIIY KIIMHUYHH MTPOYYBAHUS TIOKA3BaT, Y€ TO3U €PEKT € MAIKO BEPOSTEH IPHU XOPa, BBIIPEKU
4e ce HabOJTro1aBa HaMajIeHIEe Ha KOHIICHTPAITHATA Ha cTiepMa ITPH HAKOM MBXKe (BXK. Touka 5.1 u
Touka 5.3).

4.7 EdexTn BbpXy cnocodHocTTa 3a modupane u padora ¢ MAIIUHA

CIALIS nopnusiBa mpeHeOpe:KUMO criocoOHOCTTA 3a modupane uik padoTa ¢ MalMHA. Bernpeku, ue
B KJIMHUYHY [TPOYYBAHMS YECTOTATa Ha ChOOIICHUSTA 32 CBETOBBPTEXK MPHU Ipymara ¢ mianedo u
rpymnata ¢ Taganadui 1a e Ouna cxolHa, MalUeHTUTE TPsIOBa J1a ca HasiCHO 3a TOBA Kak IIe pearnpar
Ha CIALIS, npenn modupane nimm pabota ¢ MauHM.

4.8 Hexenanu JjeKapcTBeHH peaKuH

Pesrome Ha mpodumiia Ha Oe30macHOCT

Haii-uecTo choOIIaBaHUTE HEXKEIAaHH JICKAPCTBEHU PeaKluy Ipu narnuenTty, npuemanid CIALIS 3a
JICYCHHUE Ha EPEeKTHIIHA TUCYHKIIMS WM JOOPOKaYeCTBeHA XUIIEPILIa3Us Ha MpocTaTara ca
rJ1aBo0ONHe, AUCIIETICHUS, OOJIKa B Thp0Oa M MHUAJTHs, IIPU KOUTO YECTOTaTa C€ YBeIHdaBa C
noBumaBaHe Ha fo3ara Ha CIALIS. JloknagBaHuTe HeXXeIaHH JIEKapCTBEHU peaKkIui ca Ouin
MIPEXOJIHU ¥ B TTIOBEUETO CITy4au JIeKH 110 ymepeHu. [lo-ronsmara 9act ot ciryyanTte Ha riiaBoOosue,
chobOimaBanu npu npuem Ha CIALIS Bequbx AHEBHO, ca HaOtoAaBanu mpe3 mepeute 10 10 30 10U OT
3aII0YBaHE Ha JICUCHUETO.

Pesiome Ha HexXeTaHUTE PCaKn B TaOJINYEH BU

B tabnuuata mo-goiry ca n30poeHH HEKEJIAHUTE JIEKAPCTBEHHU PEAaKLUH, HAOII0IaBaH! OT CIIOHTAaHHU
CHOOIICHNUS 1 MTPHU TUTaie00 KOHTPOJIMPaHU KIIMHHYHH TIpoy4uBaHust (o0xBaramny ooimro 8 022
nanueHTy, iekyBanu ¢ CIALIS, u 4 422 nanueHTy, ony4aBaiiy miane0o) 3a JeueHUe Ha epeKTHIHA
JUCYHKIMS TIPY HYKJJa U BEIHBK JTHEBHO U 32 JIEYeHUE Ha TOOpOKavYeCTBeHA XUIIePILIa3us Ha
npocTaTtara BeIHDBK JHEBHO.

Heoicenanu nexapcemeenu peaxyuu

Kongsenmus 3a yectorata: MHOro uectu (>1/10), yectn (>1/100 mo <1/10), Heuectn (>1/1 000 no
<1/100), penku (=1/10 000 o <1/1 000), muoro peaku (<1/10 000) u ¢ Heu3BecTHa yecToTa (OT
HAJIMYHUATE JaHHU HEe MOJKe Jia Objie HallpaBeHa OIICHKA).

MHoro yecTn Yectn Heuectn Peaxu

Hapywenus na umynnama cucmema

Peaxmun Ha AHTHOCIEM?
CBPBXUYBCTBUTE
JTHOCT

Hapywenus na nepsnama cucmema
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I'maBoGonue 3amastHOCT Uncynr! (BKIIOYHTETHO
XEMOpParu4Hu ChOUTHS),
Cunxor, Tpanzutopan
MCXEMUYHH IPUCTHITHY,
Murpena?, ITpunaxsum?,
TpaH3UTOpHA aMHE3US

Hapywenus na ouume

3aMBIiIeHO Hapymuienue Ha 3puTeIHOTO
BIDK/JIAHE, nosie, OTOK Ha KIIeMavyuTe,
VYceuanus, XunepeMus Ha

OTIMCBAaHU KaTo KOHIOHKTHBATA,

00JIKa B OUHTE Heaprepuanna anrepropHa

HCXEMUYHA OYHA HEBPONATHUS
(NAION)?, 3anymBane Ha
ChJIOBETE HA PETUHATA?

Hapywenus na yxomo u nabupunma

| Tunuryc | Buesanna 3ary0a Ha ciyxa
Covpoeunu napywenus’*
Taxukapaus, MuoxkapaeH nH(papKT,
ITanmuranmu Hecrabnimna CTCHOKapI[I/ISIZ,
KamepHa apuTMus?
Cvoosu napywenus
3auepBaBaHe Xunoronus:,
XUNepToHus
Pecnupamopnu, epvoHu u MeOuacmuHanHy HapyuleHus. HapyuleHus
Hazamna JucnHes
KOHIeCTHUS Enucrakcuc
Cmomawno-upesHu HapyueHus
Hucnencus Kopemna 6onka,
[ToBpbiane,
T'agene,
lactpoesodarean
eH pedyke
Hapywenus na koxcama u nooKoicHama mvKaH
O6pus Ypruxapus, CuaapomM Ha
Stevens-Johnson?,
Excdonuatnusen nepmatur?,
Xunepxuaposa (oTeHe)
Hapywenus na mycxkyano-ckenremnama cucmema, CbeOUHUMeIHama movKan U Kocmume
Boinka B repba,
Muanrus, bonka
B KpaHUK
Hapywenus na 6v6peyume u nuKOYHUmMe NbMuua
| | Xemartypus |
Hapywenus na ev3npouszsodumennama cucmema u 2bpoama
[Ipnanu3zem, KpbBousnus B
VY apmxena neHnca, XeMaTocIepMus
epeKLust
Obwu napywenus u egpeKmu Ha MACHOMO HA NPUNOHCEHUE
I'pbana Gonkal, Orok Ha nuuero?, Baesanna
ITepudepen chpieuHa cMbpT
OTOK, YMOpa

(1) ToBeueTo OT MAMEHTHTE UMAT MPEALISCTBALIN ChPACYHO-CHIOBH PUCKOBU (PaKTOPH (BXK.
Touka 4.4).
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(2) CrobimaBanu mpy IIOCTMapKETHHTOBOTO HAOIIIOEHHE HEXETaH PEaKIK, KOUTO He ca
HAOJI0JaBaHU MPH J1a1ie00 KOHTPOIMPAHH KIIMHUYHHU TPOYYBAHHS

(3) IMo-uecTo MOKNIAABAHA, KOraTo Taganaduil ce mpuiara mpy MalkdeHTH, KOUTO BeUe MOJyJIaBat
AHTUXUTICPTEH3UBHU JICKAPCTBEHH MPOYKTH.

Onncanne Ha N30paHU HEXEIAHU PEAKIIUU

Hesnauutenno nmo-rosisiMa yectota Ha otkiioneHus B EKD, mpeau Bcuuko cuHycoBa Opajukapaus, ca
JTOKJIaJIBAHU TPH MMALMEHTH, JICKYBaHU C Taganadui eJUH IbT JTHEBHO B CPABHEHUE C ILIare0o.
TToBeueTo ot Te3u otkinonenus: B EKI' He ca cBbp3aHM ¢ HEXKEJIaHUTE JICKAPCTBEHU PEAKIIUH.

JIpyry crienraaIHy IONYJIaIii

JlaHHUTE NpU MAaLMEeHTH HA Bb3pacT Hal 65 rOAMHU, KOUTO IIpUeMar Tajanaduwi B KIMHUYHHI
MPOYYBaHUS WM 32 JICUCHUE HA ePeKTHIIHA AUCHYHKIMS, WK 32 JIeYeHHe Ha JoOpoKauecTBEeHa
XHIIEPIUIa3Hs Ha MPOCcTaTara, ca OrpaHHYeHU. B KITMHUYHY poy4YBaHUs ¢ Tajganadul, IpueMan npu
HYX/1a 32 JIeueHHe Ha epeKTUIIHA TUCYHKIHS, AUApUs ce ChOOIIaBa MO-4eCTO MPH MAIlMEHTH Ha
BB3pacT Haj 65 roauHn. B KTMHUYHY poy4BaHus ¢ Taganadun 5 mg, mpreMaH BeIHEK JTHEBHO 3a
JieyeHne Ha JOOpOKaYeCTBEHA XMUIIEPIUIa3Hs Ha [IPOCTaTaTa, 3aMasHOCT U AUApHUs ca ChOOLIaBaHu 10-
YEeCTO MPU NAUUEHTH Hall 75-TOQUIIHA Bb3PACT.

Cpo011aBate Ha NOJAO03UPAHU HEKEIAHU PEAKIIAHI

Cro0miaBaHeTo Ha MOIO3UPAHU HEXKEIAHN PEAKIIUU CIIe] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa MM03BOJIsABA Ja MPOBIKH HAOIIOICHHUETO Ha ChOTHOIIICHUETO MOJI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAUIIMHCKUTE CIICIIHATMCTH CE H3UCKBA J1a ChOOIIaBaT BCsAKa
M0I03UPaHa HeXKEIaHa PEeaKIlus Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, OCOYCHA B

IIpunoxenue V.

4.9 TIlpemo3upane

[Tpu 3mpaBu 1oOpoBOIIIHK ca JaBaHU equHUYHY 1031 10 500 mg, a Ha MaMeHTH ca pUJIaraHu
MHOTOKpaTHU JHEeBHU 1031 10 100 mg. Hexenanure chOutus ca Ouim 1mo100HU Ha OHE3H,
Ha0JII0JaBaHu TpH MTO-HUCKU J03H. B ciiydanTte Ha pemo3upaHe, ako ce Hajara, TpsioBa Jia ce
MpeAnprueMar CTaHAAPTHUTE MOIIbPKAIIN MEPKH. XeMOAralIn3aTa He3HAYUTEITHO CIioMara 3a
eMMHUHUPAHETO Ha Tajanadui.

5. ®APMAKOJIOTUYHU CBOMCTBA
51 @apmakoguHAMUYHM CBOMiCTBA

®dapMakoTepaneBTHYHA TPYIA: YPOJIOTHYHHU CPEJCTBA, JICKAPCTBEHU IIPOAYKTH, TIPUIATaHU IIPU
epexTmiHa nuchynkims, -ATC kon: GO4BEOS.

MexaHu3bM Ha AeiicTBUE

Tananadui e celleKTUBeH, 00paTHM UHXHOUTOP Ha IUKIMYHUS TyaHo3uH MoHodocdar (n M) -
cnerduuna pochoaunecrepasza tun 5 (PDES). Korato cexcyanHoTo cTUMYIMpaHe IPeIu3BUKa
JIOKaJTHO OCBOOOXK/1aBaHe Ha a30TeH OKcuJl, nHxuOupanero Ha PDES ot taganadun nmpenussuksa
noBuiieHy HuBa Ha I M® B kaBepHO3HUTE Tena. ToBa BoAM A0 penakcalus Ha riiajkara
MYCKyJIaTypa ¥ MIPUTOK HA KPBB B ThKAaHUTE HA TMIEHUCA, BOJCLIO Aa epekuus. Tananadpu e
HeeeKTHUBEH B JICYCHUETO Ha epeKTHIIHA JUCHYHKINS TIPH JIUIICA HAa CEKCyalHa CTUMYJIaIHS.

EdexTpT Ha maxubupanero Ha PDES BBppxy KoHIEHTparuaTa Ha 1l M® B KOpIyc KaBEpHO3YM Ce
HAOJTI0/]aBa CHIIO U B TIIAJIKUTE MYCKYJIM Ha MIPOCTaTaTa, MUKOYHUSI MEXYP M KPHBOCHAOISBAIIUTE TH
ch0Be. B pesynraT Ha penakcaiys Ha ChJIOBETE CE TIOBUIIIABA MEPy3HITa C KPbB, KOSTO MOXKE Ja
0bJic MEXaHU3MBT, UYpe3 KOWTO ce HaMaJlsIBAT CUMIITOMHUTE Ha IOOpOKaueCTBEHA XUIIEPILIa3usl Ha
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mpocTarara. Te3u chI0BU e€PEeKTH MOXKE Ja Ce€ JIOMBJIBAT OT MHXHOUPAHETO Ha aKTHBHOCTTA Ha
adepeHTHHUS HEPB Ha MUKOYHHUSA MEXYp U peJlaKcallysTa Ha TIaIKUTe MyCKYJIH Ha mpocTaTaTa v Ha
MUKOYHUS MEXYD.

DapmakoauHAMUYHY eHEKTH

ITpoyuBanusTa in Vitro ca mokasainu, ye Taganadui e cenekrusen naxuoutop Ha PDES. PDES e
€H31M, KOWTO ce OTKpHUBA B IJa/IKaTa MyCKyJlaTypa Ha KaBEpHO3HOTO TAJIO, ChJIOBATa U BUCIIEpaJIHA
rJ1aJka MyCKyJIaTypa, CKeJIETHUTE MYCKYJH, TpoMOouuTHTe, Ob0penuTe, Oenus 1pod, 1 MaJIKus
Mo3bK. JleficTBueTo Ha Tananaduin e nmo-cuiHo Bepxy PDES, oTkonkoTo BBpXy npyru
dbochoauecrepasu. Tagagadua e > 10 000 mbTu nmo-moriex 3a PDES, 0TKONKOTO 110 OTHOIIICHHE Ha
PDEI1, PDE2 u PDE4 - eH3uMu, KOUTO c€ OTKPHBAT B CHPIIETO, MO3bKa, KPHBOHOCHHUTE CHIOBE,
yepHUs Apo06 u Apyru opranu. Tamanagwn e > 10 000 mbTH mo-MoriieH 1o oTHomeHue Ha PDEDS,
OTKOJIKOTO 10 oTHomeHne Ha PDE3 — eH3umM, HaMupalll ce B CbpLETO U KPBbBOHOCHUTE ChlIoBe. Taszn
cenextuBHOCT KbM PDES, cpaBuena cne cenektuBHocTTa KbM PDE3 e Bakna, 3amoto PDE3 e ensum,
yuacTBalll B MEXaHM3Ma Ha ChbpACYHHUTE ChKpalleHus. B qonbiaHenue, Tananapui e npuOIu3uTeTHO
700-rpTH IO-MotIeH 1o oTHomeHne Ha PDES, otkonkoTo ciipsimo PDEG - eH3uM KkoiiTo ce Hamupa B
peTHHATA U € OTTOBOPEH 3a doTtoTpaHcaykuusaTa. Tagamadu e cpino > 10 000 mbTH O-MOIIIeH Mo
otHomeHue Ha PDES, otkonkoro o orHomenne Ha PDE7, mo PDE10.

Knuanyna e(huMKacHOCT U 0€30IMaCHOCT

Tamanagui, NpUIOKEH Ha 3IpaBy JIMIA, IPSIN3BUKBA HE3HAUMMA pa3jiiKa B CpaBHEHHE C TUIale00 B
CUCTOJIHOTO W IMACTOJTHOTO KPHBHO HAJIATAHE B JICTHAJIO MOJIOKECHUE (CPEIHO MAKCHMATHO
Hamasienue ot 1,6/0,8 mm Hg, ChbOTBETHO), B CUCTOIHOTO U TUACTOIHOTO KPHBHO HAJIATAHE B
M3IIPaBeHO MOJIOXKeHHe (CpeaHo MakcuMaiiHo HamaneHue ot 0,2/4,6 mm Hg, cboTBeTHO), U HsIMa
3HAYMMa MPOMSHA B ChPICUHATA YECTOTA.

B npoy4Bane 3a orieHka Ha ehekTrTe Ha Tajanaui BbpXy 3peHHETO He Ca OTYSTCHH HApYIICHHUS B
pa3ro3HaBaHETO Ha IIBETOBETE (CHHBO/3EJIEHO) MOCPEICTBOM U3I0JI3BaHe Ha Tecta Farnsworth-
Munsell 100-hue. To3u pe3ysiraT KopecroHaAUpa ¢ HUCKUs adpUHUTET Ha Taxanadui kbM PDE6, B
cpaBHenue ¢ PDES. BbB BCHUKHM KJIMHUYHHU OPOYYBAHUS CHOOIICHHUSTA 32 TPOMEHH B LIBETHOTO
BrKkaaHe ca peaxu (< 0,1%).

[TpoBeneHu ca Tpy NPOYYBaHUS IIPH MBKE 32 OIIEHKA HA TIOTCHIIUATHUS e()eKT BHPXY
cnepmaroreHe3ata Ha CIALIS 10 mg (egHo 6-meceuno npoyuBane) u 20 mg (eJHO 6-MECeuHO U €IHO
9-MeceuHO NpOyYBaHe), IpWIAraH eXXeAHEBHO. B 1Be 0T Te3n npoyuBaHus e HaOII0aBaHO
MOHM)KEHUE Ha KOJIMYECTBOTO M KOHIEHTPALMATA Ha CliepMaTta, CBbP3aHo C JICYEHHETO ¢ Tafanadu ¢
MaJIKa BEPOSITHOCT 3a KIIMHWYHA 3HAUUMOCT. Te3u edekTr He ca OWiIn CBBP3aHu C IPOMEHHU B IPYTH
napameTpH, KaTo MOABKHOCT, Mopdosnorust u FSH.

Epexmunna oucgynxyus

3a CIALIS nipu Hy*X/1a ca IpoBEIeHH TPU KIMHUYHY MTpoy4Banus ¢ 1 054-narnuenTr B JOMaliHu
YCIIOBHS 32 ONpeAessiHE Ha IPOIBJDKUTEIIHOCTTA Ha OTroBopa. Tananadui e mokasan CTaTUCTUIECKU
3HaYMMO MOJI0OPEHHE B epeKTHIIHATA (PYHKIHS U CIIOCOOHOCTTA J]a C€ U3BBPILUH YCIIEIIEH I0JIOB aKT
10 36 yaca ciie mpreMa Ha 103aTa, KaKTo U B CIIOCOOHOCTTA Ha MAlMEHTHUTE J1a OJIy4yar U
MOTBPIKAT EPEKIHS 3a yCIIEIIeH MOJIOB aKT, B CPaBHEHHE C Ianedo, omie Ha 16-Ta MuHyTa cief
IprueMa Ha J1o3ara.

B eano 12-ceqmuuno npoyuBane, nposeneHo npu 186 naunentu (142 tapanadun, 44 mianedo) c
BTOpPHYHA €PEKTUIIHA TUCOYHKIHS BCIECTHE HAa YBPEKAaHE HAa TPhOHAYHUS MO3BK, Taganadui
3HaYMMO MOJ00PSABa ePEKTHIHATA (PYHKIHSI, KOETO BOJIH JI0 CPEHA YECTOTA Ha YCIICIIHUTE OIUTH 3a
unaueua 48% npu nanueHTuTe, Tpetupanu ¢ Taganadui 10 wim 20 mg (rbBKaBa 103a, Py HYXka), B
cpaBHeHue cbe 17% mpu marneoo.

3a oreHKa Ha IpreMa Ha Taaanad il BeJHEXK JHEBHO B 1031 2,5, 5 u 10 mg, mepBOHAYaIIHO ca
NpoBeeHH 3 KIMHUYHY POYYBaHUS, BKIIOUBAIIY 853 MaueHTy Ha pazanyHa Bb3pacT (Mexay 21-82
TOJMHN) U €THUYECKA MIPUHAMJICIKHOCT, C €PEKTHIIHA AUCHYHKLUS OT pa3iniHa TeXKeCT (JIeKa,
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yMepeHa, Texka) 1 erronorus. [Ipu asere mbpBoHaYaIHU IPOYYBaHUS 3a €()EeKTUBHOCT IpU o0IaTa
MOITyJIalys CpeIHATa YECTOTa Ha YCIICITHUTE ONUTH 32 CEKCyasleH KOHTaKT 3a MHAWBUJ € Ouna 57 u
67% npu CIALIS 5 mg, 50% mpu CIALIS 2,5 mg B cpaBHenue ¢ 31 u 37% npu mane6o. B
MPOYYBaHETO MPH MAMEHTH C epeKTHIIHA AUCHYHKINS, B pe3ynTaT Ha 1ualbeT, cpeHaTa YecToTa Ha
YCIIEIIHUTE ONUTH 3a uHAuBHL € 6mna 41 u 46% npu CIALIS 5 mg u 2,5 mg, CbOTBETHO B CPaBHEHHE
¢ 28% npu mmare6o. [loBedero manueHTH B TE3W TPU MPOYIBAHUS Ca CE MOBIHSIIN OT MIPEAUIITHO
nedenune ¢ naxuoOuTopu Ha PDES B pexxum npu Hy)1a. B mocnensano npoyusane, 217 namuenTu,
HenekyBaHnu ¢ naxuoutopu Ha PDES, ca pannommusupanu na momyuyaBatr CIALIS 5 mg enun bt
JHEBHO cIpAMO u1ane6o. CpeTHUT NPOLEHT Ha YCIICIIHUTE OMUTH 3a MOJIOBO CHOIICHUE 32 MHIUBHL
e 68% npu naunentute, nomy4asamy CIALIS, B cpaBHeHue ¢ 52% npu nanueHTuTe, nojiydyaBaliu
ianeoo.

Jlobpokauecmeena xunepniasus Ha RPoCMamama

CIALIS e uzcnenBan B 4 KIMHUYHH IPOYYBaHUS C TIPOIBIDKUTENHOCT 12 CEIMUIIM, KOUTO BKIFOUBAT
noBeue oT 1 500 manueHTH ¢ MPU3HAIY U CUMIITOMHU Ha TOOPOKAaYeCTBEHA XHUIIEPILIa3usl Ha
npocratara. [TomoOpeHneTo Ha OOLIHS CKOp IO MEXKIyHapoAHATa CKala 3a OIICHKA Ha MPOCTATHUTE
cummromu (international prostate symptom score) ¢ CIALIS 5 mg B uetupute npoyusanus ¢ -4,8, -
5,6, -6,1 u -6,3 B cpaBHeHue ¢ -2,2, -3,6, -3,8 u -4,2 ¢ mrane6o. [logo6penneTo Ha 00U CKOP IO
MEXKTyHapOIHaTa CKaJla 3a OI[CHKa Ha mpocTtaTHuTe cummroMu (international prostate symptom score)
ce HabmoaBa oule Ha 1-ta ceamuna. B enHo OT mpoydYBaHMsTa, KOETO BKIIIOYBA CHILO TAMCYJIO3HH
0,4 mg, kaTo aKTHBEH KOMIIAPATOP, MOJAOOPESHUETO B OOIIUAT CKOP 110 MEKYHAPOIHATA CKaJa 3a
OlLIeHKa Ha mpocTatHuTe cumnromu (international prostate symptom score) ¢ CIALIS 5 mg,
TaMCYJIO3HH U TuTanedo, CbOTBETHO € -6,3, -5,7 u -4,2.

EnHO OT Te3u mpoy4BaHUs OICHSBA MOA0OPCHUETO HA ePEKTUITHATA TUCHYHKIUS U TIPUHAIIUTE U
CHUMIITOMHUTE Ha IOOpOKaYeCTBEHA XUIEPILIa3 sl Ha MPOCTaTaTa MPY MAlUeHTH H C JIBETE
3abonsiBanus. [lomoOpeHeTo Ha epeKTITHATA (DYHKIINS 110 MEXTyHApOIHUS HHICKC 3a OLIEHKA Ha
epextrnHaTa ¢yukus (erectile function domain of the international index) u Ha o6rHs ckop MO
MEXyHApOIHATA CKaJla 3a OIICHKA Ha MPOCTATHUTE CUMIITOMH B TOBA Mpoy4BaHe € 6,5 u -6,1 ¢
CIALIS 5 mg B cpaBHenue, cboTBeTHO C 1,8 1 -3,8 ¢ mane6o. CpenHaTa 4eCTOTa Ha YCIICIIHUTE
OTIHTH 32 TI0JI0BH cHomeHus 3a naauBua € 71,9% c CIALIS 5 mg B cpaBuenue ¢ 48,3% c manebo.

IoxnbprkaneTo Ha eeKTa € OLICHEH B OTBOPEHO MPOIBJKCHHUE Ha €THO OT MTPOYYBaHUAITA, KOSTO
MOKa3Ba, 4e MoJOOPEHUETO Ha OOIIHUS CKOP 110 MEK/TyHApOIHATA CKaJjla 3a OI[CHKA Ha IPOCTATHUTE
CHUMIITOMH, KOWTO ce HaOmoaBa Ha 12-Ta ceMuIIa, ce 3abpiKa 3a nepruoj 10 | JOMbIHUTETHA
roauna Ha nedenne ¢ CIALIS 5 mg.

Henuatpuyna monymaus

[Ipu nenmuaTpuyHu NaMEeHTH ¢ MycKyinHa auctpodus Tun Jromen (MI/1), e mpoBeneHo enHo
MPOyYBaHe, B KOETO He ca HaOJ0qaBaHu JaHHH 3a epukacHocT. [Ipu 331 MomueTa Ha Bb3pacT

7-14 roguan ¢ MJIJ1, Ha KOUTO ce mpuara €THOBPEMEHHO JIeYEHHE ¢ KOPTUKOCTEPOH I, € TIPOBEACHO
PaHIOMU3UPAHO, IBOMHOCIIIO, I1ale00-KOHTPOIMPAHO, APAJIEIHO MIPOYyYBaHe ¢ 3 paMeHa ¢
tapanadui. [lpoyusanero BitouBa 48-ceqMUyeH ABOMHOCIIAI MEPHO/, B KOUTO MAIUEHTUTE Ca
paHgoMu3upanu aa nojydasaT taganadui 0,3 mg/kg, raganapun 0,6 mg/kg unm mianedo BCEKH JieH.
Tamanadu He Moka3Ba e(hUKACHOCT IO OTHOIIaHKE 3a0aBsIHE Ha BIIOIIABAHETO HA CIIOCOOHOCTTA 32
CaMOCTOSITEITHO XOJIEHe, H3MEPEHO ¢ TIOMOIIITA Ha ITbPBUYHATA KpaifHa TOYKa - 6-MHHYTEH TeCT 3a
xojieHe (6 minute walk distance, 6BMWD): cpenHa npomsiHa Ha Haii-Mankute kBaapartu (least squares,
LS) B Tecta 6MWD Ha 48-ta cenmuua e -51,0 metpa (m) B rpynara, nogydasaiia mianedo, B
cpaBHeHHE C -64,7 m B rpynaTta, nonydasama tTaganadui 0,3 mg/kg (p = 0,307), 1 -59,1 m B rpymnara,
nonyyasaria taganadumi 0,6 mg/kg (p = 0,538). OcBeH ToBa, JTUICBAT JaHHH 338 €(UKACHOCT OT
BCUYKH BTOPUYHU aHAJIM3H, U3BBPIIECHHU B TOBa IpoyuBaHe. OO1MTE pe3yaTaTy 3a 6e301acHOCT OT
TOBA MPOYYBaHE KATO LSO Ca B CHOTBETCTBHE C U3BECTHHS MPOQII Ha 0€30IaCHOCT Ha Tafgatadu 1
¢ Hexenaaute crOuTHg (HC), ouakBanu B neanaTpuuHara nomyianus ¢ MJIJ1, momyuaBaima
KOPTHKOCTEPOUIH.
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EBporneiickaTa areHuus 1o JiekapcTBaTa 0CBOO0K1aBa OT 3aIbJDKEHUETO 3a [IPEJOCTABSHE Ha
pe3yiTaTHTEe OT MPOYYBAaHMUATA BbB BCUUKU MOATPYNHU Ha NeAWaTpUYHATA TIOMYJIalus 3a JeUeHHEe Ha
epekTuiHaTa AucyHkuus. Brxre Touka 4.2 3a nHPOpMAaIKs OTHOCHO yrnoTpeba B eAUaTPHUsITA.

5.2 dapMaKkoKHHETHYHH CBOHCTBA

AOGcopouus
Tamanadui ce abcopOupa JIeCHO Clie/l IEPOPaTHO MPHIOKEHHUE ¥ HAOTIOJaBAaHUTE CPETHH

MaKCHUMaJIHU TJ1a3MeHH KOHIEHTpaunH (Cmax) €€ TIOCTUTAT 32 CPEeHO BpeMe OT 2 Jaca clell
MIPIIIOKEHUETO. AOCOTIOTHATA OMOHATMIHOCT Ha Tamaidadui clie ] IepopaaTHo MPUIIOKEHHE He € Onta
orpeJiesicHa.

CKopocTTa ¥ CTeIeHTa Ha abcopOLs Ha TafganaduI He ce MOBIUIBAT OT XpaHa, Taka ue CIALIS
MOJKe J]a ce preMa He3aBUCHMO OT XpaHeHeTo. Bpemero Ha mpueM Ha go3aTa (CyTpUH CIIPSIMO Bedep)
HSIMa KITMHUYHO 3HAYMMU €(EeKTH BBPXY CKOPOCTTA U CTENeHTa Ha abcopOiusl.

PasnpeneneHue
Cpennusar o0eM Ha pasnpezeiieHue Ha Taganadui e mpubnu3uTenHo 63 1, koeTo mokassa ue

Taganadui ce pasnpeaeis B Thkanute. [Ipu TepaneBTu4HN KOHICHTpamu, 94% ot Taganadun B
IUIa3MaTa ce CBbp3Ba ¢ npoTenHuTe. CBBP3BaHETO C MPOTEMHUTE HE CE 3acsira IpU HapylleHa
0b0peuHa pyHKITHS.

ITo-manko ot 0,0005% oT mpueTara 103a ce MosiBsiBa B CIiepMara Ha 34paBU UHAWBUAH.

Buotpanchopmanus

Tamanadu ce metabonm3upa npeauMHo nocpeacTsoM uroxpom P450 (CYP) 3A4 u3odopmara.
OCHOBHHSAT IUPKYJIMpAI META0OJIUT € METHUIIKATEX0Jl TIoOKOpoHu . To3u merabomut e moHe 13 000
BT TI0-CJ1a00 aKTHBEH OT Tafanadun no orHomenne Ha PDES. CinenoBartenHo, He ce ouakBa Jia e
KIMHAYHO aKTHUBEH IPH HAOJI0/IaBaHNUTE KOHIICHTPAIIMK Ha METa0OJIHTA.

EnvMunupane
CpenHusT nepopajieH KIUpbHC Ha Taganadui e 2,5 1/gac, a cpeqHUT NOoMy>XuBoT € 17,5 vaca npu

3JIPaBU UHTUBHTH.
Tanmanadui ce ekCKpeTupa NPeTMMHO KaTO HEAKTUBHU METa0O0JIMTH, OCHOBHO € (peKamuuTe
(npubsnsutenHo 61% OT mo3aTa) U B MO-MaJika CTEIEH ¢ ypuHaTa (nmpuoausuTenHo 36% ot qo3ara).

JIMHEHHOCT/HETUHEMHOCT

®dapMakOKHHETHKATa Ha Tafanaduil Mpy 3paByu HHAUBUIM € IMHEWHA 110 OTHOILICHHE Ha BPEMETO U
no3ara. [lpu mo3um Hax 2,5 go 20 mg ekcnozurusata (AUC) ce yBenndaBa IpoNOPITMOHAITHO C J103aTa.
CTaI_II/IOHapHOTO CbCTOSAHHME Ha IUIa3MCHUTE KOHILICHTPAIKU CC IMOCTUIaT 3a 5 JHU IIPpU JO3UPaHC
BEJHBXK JTHEBHO.

PapMaKOKHHETHKATA, ONpEAEIIEHa ¢ TOMyJIAMOHHUS OAXO0/, IPY NAllMEHTH C €PEKTHIIHA
mucyHKIms e mogo0Ha Ha papMaKOKWHETHKATA MTPU MHIUBHIU 0€3 epeKTHIIHA TUCHYHKIIUS.

CrernyansHu MoIyJIalun

Cmapuecka ev3pacm

31paBy MalMEHTH B cTap4yecka Bb3pacT (65 roAMHU UM MO-Bb3PACTHU ), UMAT NO-HUCHK IEepOpaieH
KIMPBHC Ha Taganadpui, Boaeuo 10 25% no-pucoka excrozuuusi (AUC), B cpaBHEHHE CbC 3ApaBU
MHIWBUAN Ha BB3pacT oT 19 1o 45 ronunn. To3u edekT Ha BB3pacTTa HE € KITMHUYHO 3HAYUM U HE
JlaBa OCHOBaHHE 3a IIPOMsIHA Ha Jj03aTa.

bvopeuna nedocmamvunocm

B kinuHMYHK (hapMaKoJIOTHYHM IIPOYYBAHUS C €IHOKpaTHa g03a Tagatadur (5 mg mo 20 mg),
excriosuiaTa Ha Taganaduia (AUC) e npuOIM3UTEIHO yABOSHA IIPH HHIUBUIU C JicKa (KpeaTHHHHOB
kiaupbHC 51 10 80 ml/min) unu ymepeHa (kpeaTuHUHOB KiMpbHC 31 10 50 ml/min) 660peuna
HEJOCTAaTHYHOCT ¥ MPY WHAMBH/IY C KpaeH CTaauu Ha ObOpeuyHOo 3a00saBaHe Ha auanu3a. [Ipu
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ManueHTy Ha xemoauann3a Cmax € 41% 10-BHCOKO 0T HaOIIOAABAHOTO MIPH 3[IPABH XOpa.
XeMonuanu3aTa HE3HAYUTEITHO CTIOMara 3a eJIMMUHUPAHETO Ha Taganadur.

Yeproopobna HedocmamvyHoCm

Excriozunmsita Ha taganadun (AUC) npu HHIUBUAM C JIeKa IO yMepeHa YepHOIpoOHa
HepoctarhyHOCT (Child-Pugh ximac A u B) e cpaBHUMa ¢ eKCITO3UIHSTA TIPH 3/IpaBH WHAWBHIH,
KoraTo ce nmpwiara f03a ot 10 mg. Mima orpanudeHy KTMHUYHA JaHHK 3a 6e3onacHoctTa Ha CIALIS
IPH MAIKEHTH ¢ TeXKKa uepHoapoOHa HenocTarbuHocT (Child-Pugh knac C). He ca HanuyHu 1aHHU 32
NPUIOKEHUE Ha I03M Tajanadul eIuH IbT JHEBHO MPU MalUEHTH ¢ YePHOAPOOHA HEOCTATHYHOCT.
Axo CIALIS ce npeanucBa equH 6T AHEBHO, TO TPsIOBa Ja HANIPAaBU BHUMATEIHA UHIUBHyaTHA
NpEeleHKa Ha OTHOIICHHETO TI0JI3a/PUCK OT MPEAMUCBAIIUS IO JIeKap.

Tayuenmu ¢ ouabem

Excnosunusra Ha taganadun (AUC) npu nauueHTH ¢ quadet e Ouna npudimusurento 19% mno-Hucka,
oTKosKOoTO cToiHocTUTEe HA AUC 32 31paBu HHAMBUAM. Ta3u paziuka B €KCIO3UIMATA HE 1aBa
OCHOBAHUE 3a IIPOMsHA Ha J03aTa.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

HexnuHuuHWTE JaHHY HE MMOKa3BaT 0coOeH PHCK 3a Xopa Ha 06a3aTa Ha KOHBEHIIMOHATTHUTE
(apMaKoJIOTHYHH POYYBaHUS 3a O€30MACHOCT, TOKCHYHOCT ITPH MHOTOKPATHO TIpUJIaraHe,
TeHOTOKCHYHOCT, KAPLMHOTEHEH MOTEHIMAI U PENPOLYKTUBHA TOKCUYHOCT.

Hsima nokasarencTBa 3a TepaTOr€HHOCT, eMOPHOTOKCHYHOCT WK (PETOTOKCHYHOCT IPH IUTbXOBE WIIN
MUIIKH, KouTo ca monyunin 10 1 000 mg/kg/nreBno Tananadun. B mpoydBane 3a mpeHATATHO U
MOCTHATATHOTO Pa3BUTHE MPH TUTBXOBE, /103aTa, P KOSTO HE € Habto1aBaH edexT, e Omna

30 mg/kg/nueBHo. [1pu 6pemenen mbx AUC 3a U34KCIEHOTO CBOOOHO JIEKAPCTBO TPH Ta3H /1032 €
npudmusurenHo 18 mptu yoBemkara AUC npu go3a 20 mg.

Hsima yBpexxnane Ha epTHIIHOCTTa IPU MBKKHU U KEHCKH ITbX0Be. [Ipu Kyuera, Ha KOUTO €
npuiiarad Tananaduin exxeqHeBHO 3a 6 10 12 mecena npu 1o3u 25 mg/kg/nHeBHO (BoAeIO 10 TIOHE
TPUKPATHO MO-BUCOKA eKcno3unus [Mexay 3,7 — 18,6] oT HabmroiaBaHaTa Impy Xxopa, Ha KOHUTO €
JlaBaHa eIuHNYHA /1032 oT 20 mg) U moBede, € MMaJio perpecus Ha enuTela Ha CEMEHHUTE KaHa4eTa,
KOETO € JIOBEIIO JI0 HaMaJIeHHEe Ha cliepMaToreHe3ara Ha HIKoU KyueTa. Bukre chino Touka 5.1.

6. DAPMAIIEBTUYHU JAHHHAU
6.1 Cnucbk HAa NIOMOIIHHUTE BELIECTBA

SAnpo Ha Tabnerkara:

JIAKT03a MOHOXUAPAT,
KpOCKapMeno3a HaTpuu,
XUAPOKCUIIPONWIILIEITYJI03a,
MHUKPOKPHUCTAJIMHHA LIEJTyJI033,
HATpUEB Jaypuicyidar,
MAarHe3eB cTeapar.

D1IMOBO NOKPUTHE:
JIAaKTO3a MOHOXHUJPAT,
XUIIPOMEII03a,

TPHUAIICTHH,

tutaHoB auokcun (E171),
xene3eH okeun kbt (E172),
TaJIK.
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6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHOCT

3 rOIMHMN.

6.4 CnenmuajJHM yCJI0BUS HA ChbXpaHeHUe

Jla ce chXpaHsiBa B OpUTHHAJIHATA OMAKOBKA, 3a Jia Ce MPEenasy oT Biara. J[a He ce ChXpaHsiBa npu
temneparypa Hax 25°C.

6.5 Bwuxu chabp:KHEE HA OMAKOBKATA

Anymuanit/PVC 6mucrepu B kapToHern Kyt ¢ 14, 28 nnm 84 ¢punMupann TabneTku.

He Bcruku BUioBe ONakOBKK MOTat a Ob/1a IMyCHATH B Mpoaaxoa.

6.6 CrhenuajaHu NMpeINa3Hu MEPKHU NMPH U3XBHPJIsIHE

Hewsnon3BaHusT JeKapcTBEH NPOAYKT WK OTIaAbYHATE MAaTepHai OT HETO TPSIOBa Jia C€ U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3UCKBAHHSI.

7. HNPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.

Papendorpseweg 83, 3528 BJ Utrecht

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/237/007-008, 010

9. JATA HA TbPBO PASPEINIABAHE/TTOJJHOBSIBAHE HA PAZPELIEHUETO 3A
YIHOTPEBA

[ara Ha mepBO pazpemasane: 12 nHoemBpu 2002 r.

Jara Ha nocieaHo noxHosiBaHe: 12 HoemBpu 2012 1.

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

IToapoOHa uHoOpMalKs 3a TO3M JCKapCTBEH MPOIYKT € MpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHIus 1o Jiekapceraata http://www.ema.europa.eu.
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1. HNME HA JTIEKAPCTBEHUS ITPOAYKT
CIALIS 10 mg ¢punmupanu tabneTku

CIALIS 20 mg ¢punMupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

CIALIS 10 mg dunmupanu TabaeTKu
Besika Tabnerka ceabpika 10 mg ramanadun (tadalafil)

[ToMOIIHO BELIECTBO ¢ U3BECTHO ACHCTBHUE!
Bcesika punmupana tadierka chappika 170 mg akTo3a (KaTo MOHOXHIpAT)

CIALIS 20 mg ¢unmupanu TabIeTKH
Besika tabnetka chabpxa 20 mg tananadui (tadalafil)

IToMOIIHO BEIIECTBO ¢ U3BECTHO AEWCTBHUE!
Bcesika punvupana tabnerka cpabpika 233 mg 1akTo3a (KaTo MOHOXHIIPAT)

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIeCTBA BIKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA
Ounmupana Tabierka (TabieTka)

CIALIS 10 mg ¢unmupanu TabIeTKH
Caeto xbaTH TabNIETKH ¢ hopMa Ha Oanem, MapKupaHu oT efaHara ctpana ¢ 'C 10",

CIALIS 20 mg ¢unmupanu TabiaeTKu
JKbntu Tabnetku ¢ hopma Ha OajeM, MapkupaHu OT efHarta ctpana ¢ "C 20".

4. KJIMHUYHU JAHHHN

4.1 TepaneBTUYHU NOKA3AHUSA

Jleuenne Ha epekTHIIHA TUC(YHKIMS IPU BB3PACTHU MBKE.

3a na Obae edeKTUBEH Tajganadui, ce H3UCKBa CEKCyalHa CTUMYJIAIHS.
CIALIS He e mokasaH 3a yrnoTpeda oT )KeHH.

4.2 Jlo3MpoBKa M HAYMH HAa MPUJIOKEHHE

2 !031/1[ )OBKa

Bwv3pacmuu mwvorce

ITo mpuHIM, penopbuBanata no3a e 10 Mg, mpuera mpeny oyakBaHaTa CeKCyallHa aKTUBHOCT ChC
i 0e3 xpana. [1pu Te3u nanuenTy, npu kouto Taaanadui 10 mg ve Boau 10 moaxonsmn] eekr,
Moxe fa ce onura 20 mg. Taszu no3a moxe na 6bae npuera nmone 30 MUHYTH IPEAH CEeKCyalHa
aKTUBHOCT.

MakcumanHaTa 4ecToTa Ha IIpUEM € BEIHBXK THEBHO.
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Tagamadmr 10 mg u 20 mg e mpeaHa3HAYCH 3a yIoTpeda mpey ouakBaHa CEKCyaiTHa aKTUBHOCT U HE
ce MpenopbyBa 3a MPOABIDKUTENHA €KeTHEBHA yIIoTpeoa.

[Tpu marmenTu, kouto npeaBmwkaAaT yecra ynorpeda na CIALIS (Hamp., moHe ABa bTH CEAMHYHO),
MOKe J]a ce€ OOMUCIH KaTo MOIXO/ISI] PEXKUM SIHOKPATECH JHEBEH MPUEM Ha Hall-HUCKHUTE JIO3U
CIALIS, 6a3upaiiku ce Ha m300pa Ha MAMEHTA U PEIICHUETO Ha JIEKapsl.

HpI/I TC3U NAIUCHTHU NIpETIOpbUBaHaTa 1034 € 5 mg, NprucTa BCAHBX JHEBHO HpI/I6J'II/IBI/ITCJ'IHO B €IHO 1
ChIIO BPEMC Ha ACHA. I[03aTa MOXKE Ja C€ HaMaJIkd a0 2,5 mg €AHOKPATHO JHCBHO Ha Oa3ara Ha
HHAWBUAYaJIHAaTa TIOHOCHUMOCT.

LenecroOpa3HocTTa Ha MPOABIDKATETHATA €KEAHEBHA yIIOTpeda TpsiOBa MEpUOANIHO Ja Ce
MPEOIICHSBA.

CrernuanHu nonyJIaiun
Muwoice 6 cmapuecka 6v3pacm
ITpu MBKE B cTapyecka Bb3pacT HE Ce M3MCKBA aJlaliTUpaHE Ha J03aTa.

Mwoice c 6vbpeuno yspescoare

He ce nanmara HamansBaHe Ha j03aTa IPH MAIHEHTH C JIEKO 10 YMepeHo Ob0pedHo yBpexkaane 3a
NaMEeHTH C T&KKO OBOPEYHO yBpeXk1aHe MaKCUMallHaTa IpernopbuBana go3a ¢ 10 mg. [Ipu manuenTtn
C TeXKO OBOPEUHO YBpEKAaHe T03UpaHETO Ha Tagaidaduil eMH BT JHEBHO HE ce TPenophyBa (BK.
Touka 4.4 u Touka 5.2).

Mwoice ¢ uepHodpobHo yepesicoare

IIpenoppuBanara go3a CIALIS e 10 mg, npuera npenu ouakBaHa ceKCyalHa akTUBHOCT M € WK 0e3
xpaHa. Mima orpannueHy KJIMHUYHY JaHHU 3a Oe3zomacHoctTa Ha CIALIS npu nmanueHTu ¢ Texka
yeproapobHa HegoctaThuHocT (Child-Pugh kinac C ); ako ce mpeanucsa, To NPEIIMHUCBAIIHAT IO JIEKap
TpsiOBa Jla HaNpaBWU BHUMATeJIHA WHIWBUIyaiHa MIPEIeHKa Ha ChOTHOIIEHUETO momn3a/puck. Hama
HAJIMYHU JJAHHA OTHOCHO TIPHJIOKEHUETO Ha 03U Mo-BucokH oT 10 mg Taganadpun Ha NayueHTH ¢
4epHOAPOOHO yBpexkaaHe. Jl03upaHeTo erH IbT IHEBHO HE € OLICHSBAHO NPH MALIUEHTH C
YepHOAPOOHa HETOCTATHYHOCT, CIIEI0BATEIIHO, aKO CE MPEANKCBA, TO NPEANUCBALMAT IO JIEKap
TpsiOBa J1a HaNpaBX BHUMATEJIHA MHAWBUAYaJIHA MPELEHKa Ha OTHOLLICHUETO 0JI3a/PHUCK. (BX.

Touka 4.4 u Touka 5.2).

Muvorce ¢ ouabem
ITpu MBKe ¢ AUadeT He ce U3UCKBA MPOMSHA B JO3UPAHETO.

Ileduampuuna nonynayus
Hsima crorBeTHO npunoxenue Ha CIALIS B mequatpuynaTa momynamysi OTHOCHO JICYCHUETO Ha
epeKTHITHA TUCHYHKITHS.

Hauwun Ha npusiosxeHue
CIALIS ce npennara karo ¢punMupanu tadbnetku ot 2,5, 5, 10, 1 20 mg 3a nepopajiHo NpHIoKEHHE.

4.3 TIlpoTuBomoKa3aHHus

CBp’bX‘IyBCTBI/ITeHHOCT KBbM aKTHUBHOTO BCIIICCTBO WJIHN HAKOC OT IIOMOIITHUTEC BECIICCTBA, I/I36poeHI/I B
Touka 6.1.

B xiMHIYHM IPOYYBaHUS € YCTAaHOBEHO, Ye Tajanaduil yCHIBa XUIIOTCH3UBHUTE e(DEKTH Ha
Hutparute. CMsTa ce, 4e TOBa € Pe3ysiTaT OT KOMOMHUPAaHUTE e(eKTH Ha HUTPATHTE U Tajanadui
BBpXY IbTs a30TeH okeng/ul M®. [Topanu Tosa, npunoxxennero Ha CIALIS npu nanmueHTH, KOUTO
M3II0JI3BAT HAKAKBY (hOPMH Ha OPraHUYHHU HUTPATH, € IPOTUBOIOKAa3aHo (B Touka 4.5.)
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CIALIS ne Tpsa0Ba 1a ce mpuiara Ha MbXe CbC ChPICUHH 3a00JIIBaHMSI, IPH KOUTO CEKCyaHaTa
aKTUBHOCT He € IpenoprunTenna. Jlekapure TpsOBa qa 00CHAAT MOTCHIMAIHUS ChPACUEH PUCK OT
CeKCyallHa aKTUBHOCT MPH MAlUEHTH C PEIIESCTRAIIN ChbPACYHOCHIOBU 3200 ISIBAHHS.

CrnenmHuTe TPYIH NAIMEHTH ChC ChPIIEYHO-CHIOBO 3a00IsIBaHEe HE ca OWIIM BKIIFOYCHU B KIIMHUYHH

MPOYYBaHUS H 3aTOBa ynorpedara Ha Tajanadpui IpH TAX € MPOTHBOMOKA3aHa!

- MAIIEeHTH C MHOKapieH HH(GAPKT B paMKHUTe Ha nocieaaute 90 mHu,

- MAIMEHTH C HeCTa0WITHA aHTWHA WIJIM aHTHHA, MPOSBSABAIIA CE TI0 BpeMe Ha TI0JIOB aKT,

- MAaIUEHTH ChC ChpJeuHa HemocTaThbuHOCT Kiac mo NYHA (New York Heart Association) 2 wimu
MO-BUCOK Tpe3 MOoCIeAHnTe 6 Mecela,

- MAlUCHTH C HEKOHTPOJIMPaHH apuT™Mun, XUnotonus (< 90/50 mm Hg), uiau HeKoHTpoupaHa
XHUIIEPTOHUS,

- MAIMEHTH C HHCYJIT B pAMKHUTE Ha MoCcJIeHUTE 6 Mecella.

CIALIS e npoTrBoNOKa3aH MpH MalUEHTH ChC 3ary0a Ha 3pEHUE Ha €THOTO OKO, B PE3YJITaT Ha
HeapTepraiHa aHTePHOpHA HCXeMHUYHa OYHa HeBpomaTus (non-arteritic anterior ischemic optic
neuropathy, NAION), He3aBHCHMO OT TOBA, JaJIM TO3U €MU30/1 € CBHP3aH MK HE C MPEMIITHA
ynorpe6a Ha PDES unxubutop (B Touka 4.4).

EnnoBpemennoro npunoxenne Ha PDES nHxuOnTOpH, BKIIFOUYNTETHO Taganadu, C TyaHHIaT-
LMKJIa3HU CTUMYJaTOPH, KaTO PUOLIMIYAT, € IPOTUBOIIOKA3aHO, Th KaTO TOBA MOXE Ja IPUYUHU
CHUMITOMAaTHYHA XUIOTOHUS (BXK. Touka 4.5).

44 ChneuuanHu npenynpe:kaeHus U Mpeana3Hu MepKH NMpH ynorpeoda

IIpenu neuyenne ¢ CIALIS

[Ipenu na 6b1e 00CHACHO (hapMaKOIOrHYHO JICUCHHE, TPIOBA J1a CE CHEME aHaMHE3a U HalpaBu
(bu3nKaieH nperyie, 3a J1a ¢e JUArHOCTUIMPA EPEKTHUITHA TUCHYHKIIHS U JIa Ce ONPECIAT
MOTEHIMATHUTE TOJICKAIIN TPUUHHH.

[Ipenu na ce 3amo4He KaKBOTO U J1a € JICUCHNE Ha ePeKTHIHA TUC(YHKINS, IeKapuTe TpsiOBa 1a
MPEUEHST ChPJICYHOCHI0BHSI CTAaTyC HA TEXHUTE MAIlMEHTH, ThI KaTO NMa U3BECTHA CTEIIEH Ha
CBPJICUCH PUCK, CBBP3aH ChC CEKCyaHaTa aKTUBHOCT. Tananadui nma Ba30AMIaTaTUBHU CBOWCTBA,
BO/ICIIIM JIO JIGKU M TIPEXOHU MMOHMKEHMSI Ha KPBBHOTO HaJIsraHe (B TOYKa 5.1.) ¥ O TaKbB HAYMH
HOTEHIMPa XUIIOTEH3UBHUS e(DeKT Ha HUTpaTuTe (BX Touka 4.3.).

OrieHKaTa Ha epeKTHIIHATA TUCQYHKIHS TPSIOBA J]a BKITFOUBA ONPE/IENITHETO HA TIOTCHI[HATHUTE
MOIJISKAIIH TPUYMHY U yCTAaHOBSIBAHE HA TIOJXO/AIIO JIeUYeHHE Ciell MpaBUiIHA MEIUIIMHCKA OIIEHKA.
He e uzBectro, nanu CIALIS e edexTrBeH Npu NManueHTH, TPETHPIIEIH Ta30BU ONepaIiii Uil
paaMKaiHa, HEChbXpaHsBallla HEPBA MPOCTATEKTOMUSI.

CopeuHo-ch/10BY (hakTOpH

Ilo BpEMEC Ha MTOCTMAapPKETUHI'OBU HaGH}OHeHI/IH I/I/I/IJH/I KIIMHUYHU IIPOYYBaHUA Ca NOKJIIaJIBaHU
CEPUO3HHU ChPJICYHO-CHJIOBU CHOUTHS, BKITIOYBAIIN MUOKApPJIeH WH(PAPKT, BHE3aITHA ChP/ICYHA CMBT,
HecTaOMIIHA aHTHHA IEKTOPUC, KAMCPHU apUTMUHU, HHCYJIT, TDAH3UTOPHU UCXEMUYHU CTIN300H,
rpbaHa 0OJKa, MANMUTANWU U Taxukapaus. [loBedeTo manueHTy, mpu KOUTO ca HaOII0JaBaHH TE3U
CBHOUTHS, Ca UMAIIM TIPEIIISCTRAIIN ChPACYHO-CHIOBU PUCKOBU (hakTOpH. BrIlpeku ToBa, HE €
BB3MOXKHO JIa C€ ONPE/ICIIN KaTeTOPUYHO, TAIH TE3U CHOUTHSI ca CBBP3aHU MPSKO C Te3H PUCKOBH
daxropu, cse CIALIS, cbe cexcyanHaTa aKTUBHOCT MIIM ¢ KOMOMHAIIMATA OT TE3U HIIM APYTH
daxropu.

[Ipu manueHTH, KOUTO IpueMaT ajidai OJI0KepH, eaTHOBpeMeHHOTO npuitokenre Ha CIALIS moxxe ma
JIOBEJIe 10 CUMIITOMATHYHA XUITOTOHUS TIPU HAKOU OT TsX (BXK. Touka 4.5). KomOnHMpaHeTo Ha
tamanadui U JOKCa3031H HE Ce MPErnophyBa.
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3penHue
CpoOuraBanu ca 3putennu Hapyuienus u ciydan Ha NAION (HeapTepualiHa aHTEpHOpHA UCXEMUYHA

OYHa HeBpomnaTus), cBbp3anu ¢ npuema Ha CIALIS u apyru PDES uaxuOutopu. AHanu3u Ha JaHHU
OT HEMHTCPBEHIIMOHAIHH MTPOYYBaHUS npeanonarat nmopuineH puck ot octpa NAION (Heaprepuanna
aQHTEPUOPHA UCXEMUYHA OYHA HEBPOIATHSI) MIPH MBXKE C SPEKTHIIHA TUCHYHKITHS CIIeT eKCIIO3UIIHS Ha
taganadwn wim gpyra @JIES naxubutopu. Trii kKaTo ToBa MOXKe a Ob/Ie OT MIPAKTHYECKO 3HAYCHIE
3a BCHYKH TIAIIMEeHTH, U3JI0’KEHU Ha Tajanaduil, MalueHThT TpIOBa Aa Ob/e IpeaynpexIaBaH, 9e B
ClTy4aii Ha BHE3aITHO 3pUTEIHO HapylieHue, TpsioBa aa crpe npuema Ha CIALIS u na ce koHCynTHUpa
He3a0aBHO ¢ Jekap (Bk Touka 4.3).

Hawmasnen ciyx niiy BHe3amHa 3ary0a Ha ciyxa

Crnyuyan Ha BHe3alTHa 3ary0a Ha ciiyxa ca ChOOIIeHH ciie ynoTpebaTa Ha Tananadui. Bernpekn ue
JPYTH PUCKOBH (DaKTOpH ca HAJIUIIE B HAKOM CIIydau (KaTo HalpHuMep, Bb3pacT, THa0eT, XUIePTOHUS H
aHaMHe3a 3a [Ipe/InIlHA 3ary0a Ha cilyXa), MallUeHTUTe Tpa0Ba Aa ObJaT HOCHBETBAaHU Ja CIIPaT
npueMa Ha Tajanadui U 1a HOThPCAT He3a0aBHO MEIUIIMHCKA IIOMOIL B ClTy4yail Ha BHE3AITHO
HaMaJIsiBaHEe Ha CIyXa WJM 3aryba Ha ciryxa.

UYepHoIpoOHO YBpekIaHE

Nma orpannveHr KIMHUYHY JaHHH 332 0€301MacHOCTTa PU MPUIIOKeHre Ha eqHokpaTHa qo3a CIALIS
IPY MAIKEHTH ¢ TeKKa uepHoapoOHa HenoctarbuHocT (Child-Pugh kiac C). Ako ce Ha3HadaBa
CIALIS, Tpsi0Ba 51a ce HalpaBu BHUMATEJIHA MHIMBUyaTHA MIPEIICHKA Ha OTHOIICHUETO IMOJI33/PUCK
OT IPEANUCBAILHS T'O JIEKap.

[Ipuanu3sM ¥ aHaTOMUYHA JedopMaldsa Ha IEHKHCA

[larmenTrTe, KOUTO Ca UMAITM €PEKITNH, IPOIBIDKIIIA 4 Yaca WK TIoBeue, TpsiOBa aa Obnat
MOCHBETBAHU JIa IOTHPCAT HE3a0aBHO JIeKapcKa IMOMOII. AKO IPUAU3MbT He ObJIC JICKYyBaH BeHAra,
ThKaHTa Ha MICHUCA CE YBPEK/IAa M MOXKE JIa C€ CTUT'HE JI0 IepMaHeHTHA 3ary0a Ha MOTeHTHOCTTA.

CIALIS TpsibBa ma ce U3Mon3Bar ¢ BHUMaHHUE NPY TIAIIMEHTH C aHATOMUYHA JieopMaIns Ha TICHHCa
(xaTo Hamp., aHTyJanws, kKaBepHo3Ha (hrbpo3a mim Oosect Ha Peyronie) wim npy manueHTH Che
3a00JIBaHUs, KOUTO MOTAT Ja Ch3aIaT MPEAPa3IONIOKEeHNE KbM MPUANU3HM (KaTO ChPIIOBHIHO-
KJICThYHA aHEMUsl, MYJITUILICH MUEJIOM HJIH JICBKEMUS ).

Ynorpeba ¢ CYP3A4 unxuburopu

W3znckea ce noBuieHo BHUMaHue, ako ce npeanrcsa CIALIS Ha manueHTH, KOUTO U3MOI3BAT MOIICH
CYP3A4 nnxuburop (pUTOHABUP, CAKBUHABUP, KETOKOHA30J1, UTPAKOHA30JI ¥ €PUTPOMHULIMH), THI
KaTo pY KOMOMHUPAHETO Ha TE3U JIEKapCTBEHH MIPOAYKTH ce 3a0elisi3Ba MOBUIIaBaHe Ha
excriosunusta Ha taganapmi (AUC) (Bx touka 4.5).

CIALIS u n1pyru siedeHus 32 epeKTUITHA JTIUCYHKITHSI

He ca npoyuBanu 6e3omacHoctta u epukacHocTTa Ha komOuHanuute Ha CIALIS u npyru
naxubutopu Ha PDES wnum npyru nedenus Ha epexTuiina auchyskuus. [lanuenTsT TpsioBa ga Obae
uHpopmupan na He npuema CIALIS B nogo6Hu koMOMHaLIWH.

JlakTo3a

CIALIS cwpaspika nakrosa. [lanmenTrre ¢ peiku HaclieACTBEHH POOJIeMH Ha TajJaKTo3Ha
HEMOHOCUMOCT, Lapp nakTa3eH AeUUUT WK TITIOKO3HO-TaJaKTO3Ha ManadcopOLus He TpaOBa 1a
MIpHEMaT TO3H JIEKapCTBEH MPOIYKT.

45 BzaumopneicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMu Ha B3auMoJelicTBHE
MHOro OT MOCOYCHHUTE POYYBAHMS 338 B3aMMOACHCTBHUS ca npoBeaeHu ¢ 10 mg u/mmu 20 mg
TaganadpuI KaKTo € MocoYeHo mo-a0:y. 11{o ce oTHACS A0 Te3u NMPOyIBaHUS 32 B3aUMOICHCTBHSI,

KBJICTO Ca MpHJIaraHu camo 1034 Ha Tafganadui oT 10 mg, KIMHUYHO 3HAYMMHU B3aUMOICHCTBHS IPH
[I0-BUCOKH JIO31 HE MOTAT M3LSUI0 Ja ObJaT U3KIIOUYEHH.
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EdexT Ha Apyru BelecTBa BbPXY Tamanadua

Hnxubumopu na yumoxpom P450

Tananagun ce merabonmszupa rnaBHo upe3 CYP3A4. CenexruBnust naxudburop Ha CYP3A4,
keTokoHazo’ (200 mg aueBHO), yBennvara 2 mbTh ekcnozunusata (AUC) u Cmax Ha Taganadun

(10 mg) ¢ 15% cmpsmo croiiHocTuTe Ha AUC U Cinax TP CaMOCTOSITEITHO TPUIIOKEH TaJasadu.
Kerokona3zon (400 mg nueBHO), yBenuuasa 4 nbtH excriosuiusita (AUC) Ha taganadmn (20 mg) u
Chax ¢ 22%. Putonasup, nporeazen naxuoutop (200 mg, 2 mbT AHEBHO), KOWTO € HHXHOUTOp Ha
CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yBenuuasa excriosunusita (AUC) ua Taganadur (20 mg)
2-bTH, 0€3 na npoMeHs Cmax. BpIpeku ue He ca mpoy4YBaHu cCieHUPUYHA B3aUMOJICHCTBUS,
€HOBPEMEHHATA yroTpeda ¢ Ipyry MpoTea3Hu MHXUOUTOPH, KaTo cakBuHABUD, U npyru CYP3A4
WHXUOUTOPH, KATO EPUTPOMUIINH, KIAPUTPOMUIIUH, UTPAKOHA30JI U COK OT TPEHnpyT, U3UCKBA
BHHMAaHHE, Thil KATO MOXKE J]a C€ 0YaKBa, T€ J]a YBEIHYaT IJIa3MEHUTE KOHIICHTPAINA Ha Tafanadui
(Bk. Touka 4.4). CnemoBaTerHO, YeCTOTAaTa HA HEXXEIIAHUTE JICKAPCTBEHU PEaKIH, TOCOYCHH B
Touka 4.8 Moxe f1a ObIe yBeTMYeHa.

Tpancnopmuu benmvyu

He e u3BecTHa ponsiTa Ha TpaHCIOPTHHUTE OENTHIHM (HAPUMEDP P-TIIMKOIPOTEHH) BBPXY
qUcro3unusaTa Ha Taganadui. CiaenoBaTeslHO, € HAJIUIEe NOTEHIXAI 32 JIEKAPCTBEHN B3aUMOACHCTBHS,
MEIUUPAHH OT OTUCKAHE HA TPACIIOPTHUTE OCNTHIIH.

Hnoyxmopu na yumoxpom P450

WunyxropsT Ha CYP3 A4, pudammuimy, Hamanssa AUC Ha taganadun 1o 88% cnpsMo cToiHOCTHTE
Ha AUC tpu caMoCTOSTEeTHO TprtokeH Taganadut (mo3a 10 mg). Ta3u HaManeHa eKCITO3MIINS MOYKE
Jla ce 0YaKBa Jia HaMaJM e(pUKaCHOCTTa Ha Tafgaiaduil; CTEIIeHTa Ha HaMaJIleHHe Ha epUKacHOCTTa €
HeusBecTHa. pyru unnykropu Ha CYP3 A4, kato ¢penobapOuTan, GpeHuTonH 1 KapOamasenuH, ChbIo
IIe HaMaJIT IUIa3MEHHUTE KOHICHTPAIMU Ha Tajanagu.

ECbeKTI/I Ha Taz{anadmn BBPXY APYIU JICKAPCTBCHHU ITPOAYKTH

Humpamu

B ximanunn npoyusanus Taganadui (5, 10 u 20 mg) e nokasai, 4e MOTEHIMPa XUIIOTCH3UBHUTE
edextu Ha HUTpaTute. [lopanu ToBa, npunoxkenuero Ha CIALIS npu nauuenTH, npueMariy HsIKos
(dopMa Ha OpraHMYCH HUTPAT, € IPOTUBONOKAa3aHO (BXK To4ka 4.3.). Bb3 ocHOBaTa Ha pe3yaTaTu OT
KIMHAYHO MPOyYBaHe, B KoeTo 150 manuenTa ca moyryyaBaiy JHeBHH 1034 oT 20 Mg Taxanadui 3a
7 nan 1 0,4 mg HUTPOTJIMIIEPUH CYOJIMHTBATHO B Pa3IMYHO BpeMe, TOBA B3aUMO/ICHCTBHUE €
HaOJIro1aBaHo 3a moBeye oT 24 yaca U He € HabJI01aBaHo clie/l u3THYaHe Ha 48 yaca oT mociieaHaTta
no3a taganadui. Taka npu manyeHT, Ha KOWTO e npeanucana Hikaksa qo3za CIALIS (2,5 mg — 20 mg)
M 32 KOHTO NPUJIOKEHUETO Ha HUTPATH CE€ CMATa HEOOX0IMMO 10 MEJUIIMHCKY MOKa3aHUs B
KUBOTOCTIACABAIlA CUTYyallus, TPsAOBa 1a MMa 1moHe 48 yaca ot mpuemMa Ha nocneanara goza CIALIS
Tpe/v PUIOKEHUETO Ha HUTpaTute. [Ipu TakuBa ycioBUs, HUTpATUTE TPAOBA Jla ce TPUIIAraT Mol
CTPOT MEJIMIIMHCKH KOHTPOJ U ChC CHOTBETHO MPOCIIE/SIBAHE HA XEMOJHHAMUKATA.

AHmuxunepmeH3usHU 1eKApPCMEEHU CPEOCMBA (GKIIOYUMENHO KATYUEBU AHMALOHUCTIUL)
EnHOBpeMEHHOTO NMPUIIOKEHHE Ha JOKCA303MH (4 1 8§ mg nHEBHO) U Taganadui (JHEBHA 103a OT 5 My
1 20 mg KaTo eIHOKpATHA J103a) 3aCHJIBa aHTUXHUIIEPTCH3UBHUS e(DeKT Ha To3u anda-0yiokep B
3HaynMa crerneH. To3u edekT ce 3ama3Ba MoHe JIBaHA/IECeT Yaca U MOXKe J1a TIPe/In3BUKa CHMITTOMH,
BKJTFOUMTEITHO CHHKOI. 3aTOBA Ta3u KOMOMHAIIMS HE ce IpenopbuBa (BXK. Touka 4.4).

B mpoyuBanus 3a B3auMOJICHCTBUSATA, U3BBPIICHH [IPU OTpaHUUEH Opoii 34paBu JOOPOBOILH, TE3U
edeKTH He ca choOIIeHH py angy303uH WM TaMcylo3uH. Bee nmak, € HeoOX0auMo MOBHUIICHO
BHUMaHHE, KOTaTo Taganadui ce ynorpedsBa Ipyu NauueHTH, JIEKyBaHU ¢ KAKBUTO U Ja € anda-
OmokepH, 0coOEHO TIPH MAIMEHTH B CTapuecka Bh3pacT. JIeueHneTo TpsOBa ja 3arovyHe Ipu
MUHHMAJTHA /1032 ¥ MPOTPECUBHO Ja Ce a/IalTHpa.

B xnuanuaN (l)apMaKOJ'IOFI/I‘{HI/I mpoy4BaHud € U3CJICABAH IMOTCHIUAIBT HaA Ta,[[a.]'[a(i)l/lﬂ Ja yCuJiBa
XHUIIOTCH3MBHUTC C(l)eKTI/I Ha aHTUXUTICPTCH3UBHUTC JICKAPCTBCHU IIPOAYKTH. HpquBaHH ca
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OCHOBHHUTE KJIACOBE aHTHUXHUIIEPTCH3UBHU JICKAPCTBEHH MPOAYKTH, BKIFOUUTEITHO KAIIHEBH
AHTarOHUCTH (AMJIOJUIIVH), HHXUOUTOPUTE Ha aHTUOTCH3UH KoHBepTupamus ea3uM (ACE)
(eHamanpui), 6JIOKepUTE HA OeTa-aIPSHEPIrHYHUTE PEIICTITOPH (METOMPOJION ), THAZUIHUTE TUYPETHITH
(6enapodutyasua) u 61okepuTe Ha aHTHOTeH3uH 1l penentopuTe (pa3IuYHU BUOBE U JI03H,
CaMOCTOSITEITHO WJTM B KOMOMHAITHS C THA3WIHN, KAIIUEBUTE aHTarOHKUCTH, OeTa-0JI0KEpH, W/ UITN
anda-omokepn). Tagamadmn (10 mg ocBeH B Mpoy4IBaHHUATA C AHTATOHUCTHTE Ha aHTHOTEH3UH 11
pELeNTOPUTE M aMIIOJIUITHH, TPHU KOHUTO € TIpriiaraa no3a ot 20 mg) HiMa KITHHIIHO 3HAYNMU
B3aMMOJICHCTBUS C KOWTO H Jia € OT Te3U KJ1acoBe. B mpyro KIMHUYHO (hapMaKOJIOTHYHO MPOyYBaHE
tagagadui (20 mg) e u3nUTBAaH B KOMOMHANKSA C 70 4 Ki1aca aHTHXUIIEPTEH3UBHH MPOAYKTH. [1pu
MAIUCHTUTE, TPUEMATH HIKOJIKO aHTUXUIIEPTCH3UBHU IPOAYKTa, aMOyJIaTOPHHUTE TIPOMECHHU B
KPBBHOTO HAISTaHE M3TJICKIAT CBhP3aHU ChC CTEIICHTA HAa KOHTPOJ Ha KPBBHOTO Haysirane. B taszu
BpB3Ka MPH NAINUEHTUTE OT KJIMHUYHOTO U3MUTBAHE, YHETO KPHBHO HAJATaHE € OMiio 100pe
KOHTPOJIMPAHO, HAMAISIBAHETO € OMII0O MUHUMAJTHO WIIM TTI0I00HO Ha TOBA, HAOJIOIABAHO MTPH 37JPaBU
xopa. [Ipy yuacTHUIIM B IPOYYBaHETO, IPU KOUTO KPHBHOTO HANATaHE HA MAIIMEHTUTE HE € OO0
KOHTPOJIUPAHO, CIIAJaHETO € OUIIO MO-T'OJISIMO, BHIIPEKU Y€ TO HE € OWJIO CBBP3aHO C XUITOTCH3UBHH
CHUMIITOMH IIPH MOBEYETO OT MAIUCHTUTE. HpI/I ManueHTH, IOoJIydaBalllyd CbIIbTCTBAIIO JICUCHHUE C
AHTHXHIICPTEH3UBHHU JICKAPCTBEHH NMPOAYKTH, Tananadun 20 mg Moxe J1a HHAYIMpa HaMaJlCHHE Ha
KPBBHOTO HaJSITaHe, KOETO (C M3KITF0UeHUe Ha anda OIIoKepH — BXK MO-TOPE) € KaTo IISUI0 MaJIKO U HE €
BEPOSITHO JIa € KIMHUYHO 3HAYMMO. AHAIM3HUTE Ha JJAHHUTE OT KIMHWYHU Tpoy4uBaHus (asa 3 He ca
IMOKa3aJii pa3jinkKa B HEXKCIJIAHUTC JICKAPCTBCHU C'I)6I/ITI/IH IIpU MauCHTUTE, IIpUeMalln Tal[aﬂa(bl/lﬂ CbC
501041 663 JICYCHUEC C AaHTUXUIICPTCH3MBHU JICKAPCTBCHU ITPOAYKTH. B’preKI/I TOBa, Ha IMAITUCHTUTC
Tpﬂ6Ba Ja C€ J1aBa nmoaxoasanl KJIIMHUYCH CBbBCT 3a Bb3MOKHO HAMAJICHUC Ha KPBBHOTO HaJIATaHE,
KOTAaTO C€ JICKYBaT C aHTUXUIICPTCH3UBHU JICKAPCTBEHU MPOYKTH.

Puoyueyam

[TpeaxnMHIYHYN IPOYYBAHUS IIOKA3BAT OMBJIHUTEIECH €(DEeKT Ha MOHMKAaBaHE HA CUCTEMHOTO KPBBHO
Haisirane, korato PDES naxubutopn ce KOMOMHUpAT ¢ pUoNUTyar. B KIIMHUYHY MTPOYYBaHUS €
JIOKa3aHO, Y€ PHOIUTYaT MOTCHIUpa XunoTeH3uBHuTe eextu Ha PDES nnxuburtopure. Hiama nanau
3a OJIaronpusTeH KIMHUYEH eeKT Ha KOMOMHAIMATA B IPOy4BaHaTa nomyianus. EnqHoBpemennata
ynotrpeba Ha puonuryat ¢ PDES naxubuTopu, BKIIOYATETHO Taganadui, € mpoTHBOMOKa3aHa (BXK.
Touka 4.3).

Huxubumopu na 5-angpa pedykmaszama

B ximHIYHO Mpoy4YBaHKE, KOETO CpaBHsBA Tajaagui 5 mg, IpUiarad eTHOBPEMEHHO ¢ (PMHACTEPHUIT
5 mg, ¢ inane6o mioc puHacTepu 5 mg 3a o0JIeKYaBaHe Ha CHMIITOMUTE Ha JI00pOKadecTBeHa
xunepimnasus Ha npocrartata ([ XII), He ca ycTaHOBEHM HOBH HEXXEJIaHH peakIiy. BhIpeku ToBa, Thil
KaTo o(UIIMAITHO TIPOYYBaHE 3a JICKAPCTBEHU B3aWMOJICHCTBHS 32 OlleHKa Ha eekTuTe Ha Tamanadur
1 Ha MHXHOUTOpHTE Ha 5-anda pemykraszata (5-ARIS) He e mposexmano, Taganadun TpsOBa 1a ce
npuiiara BHUMaTeJIHO €IHOBPEMEHHO C MHXUOUTOpH Ha S-anda peaykraszata (5-ARIS).

CYP1A2 - cybcmpamu (nanp., meoghunun)

Koraro Tananagpun 10 mg ce npunara ¢ TeoduianH (HecenekTHUBEH GocdoauectepazeH HHXUOUTOP)
BbB (PapMaKOJIOTHYHO MIPOYUBAHE, HE € NMao (PapMaKOKHMHETHYHH B3auMoeicTBusl. EnnHCTBEHUST
dapmakoauHaMuyeH edekt e oun Jieko (3,5 ynapa/MuHyTa) yBeIMYSHHE Ha ChpieyHaTa 4ecToTa.
Brrpeku ue To3u eekT e BropocTerneHeH U He € OWIT OT KIIMHUYHO 3HaueHHe TIPU TOBa MPOYYBaHE,
TOM TpsIOBA Jla ce B3eMa T0/I BHUMaHHUE MPH €HOBPEMEHHA YIIOTpeOa Ha Te3U JICKApCTBEHU TPOYKTH.

Emununecmpaouon u mepoymanun

Tananagu e mokasai, ye MpeAU3BUKBa YBeTUUEHIE Ha OMOHATMYHOCTTA Ha ETHHUIIECTPAANON CIIe]
HEePOPATHO NPHIIOKEHHE; TI0J00HO yBEIUYIEHHE MOXKE 1a Obe 09aKBaHO IPH IEPOPATHOTO
NPUIOKEHUE Ha TepOyTaIMH, BBIPEKH Y€ KIMHUIHUTE TTOCIIECTBYS OT TOBA Ca HEOTPEICTICHH.

Anxoxon

KonuenTpanuute Ha ankoxoi (CpeaHa MakcuMallHa KOoHIeHTpanus B KpbBTa 0,08%) He ce moBnusBat
oT cbBMecTHaTa ynoTpeba ¢ Taganaduin (10 mwim 20 mg). B nomenaenue 3 yaca ciell eTHOBPEMEHHOTO
IPUIIOKEHHUE ¢ aJIKOXOJ He ca HaOJI0JaBaHu IPOMEHU B KOHLIEHTpaLusATa Ha Tafganaui. AJIKOXOIbT

36



€ TMPUIIOXKEH 10 HAYWH, YBEIHYaBal] MaKCHMAITHO CKOPOCTTa Ha abcopOIus Ha anmkoxoi (CyTpyH Ha
ragHo, 0e3 a ce mpueMa XpaHa Jio 2 yaca cien npuema Ha ankoxod) Taganagun (20 mg) He
yBeIM4YaBa CPpeTHOTO HaMalsiBaHe Ha KPbBHOTO HaIsITaHe, Mpeau3BUKaHo oT ankoxouna (0,7 g/kg nnn
okos10 180 ml 40% ankoxoi [Boaka] mpu 80-KHIOTPaMOB MBK), HO TIPH HAKOH XOpa MOXeE Ja ce
Ha0ITI0]aBa MTOCTYPaJieH CBETOBBPTEXK WM OpTOocTaTHYHA XumoToHus. Koraro taganadwn ce mpuiara
¢ mo-Mauku f03u ankoxon (0,6 g/kg), xumoreH3us He ce HaOIIO1aBa, & CBETOBLPTEKBT CE HAOI0/IaBa
C 9ecToTa, ToA00Ha Ha Ta3M MPH CaMOCTOSATEIHOTO MPIIIOKEHNE Ha ainkoxoil. Edekrure Ha ankoxomna
BbpXY KOTHHTHBHATA (QYHKIHUS He ce 3acuiBar ot taganadui (10 mg).

Lumoxpom P450 memabonusupa nekapcmeeHu npooyKmu

Tamanadui He ce ouakBa Ja MPEIU3BUKBA KIIMHUYHO 3HAYMMO IMOTHCKAHE WM WHAYKIUS Ha
KIIMPBHCA Ha JICKApCTBEHU MPOayKTH, MeTabomusupanu ot CYP450 uzodopmure. [Ipoyusanusra ca
MOTBBPANIIH, Ye Taganadul He HHXUOUpa uiu nHAynrupa nzodpopmute Ha CYP450, BKIIrounTeTHO
CYP3A4, CYP1A2, CYP2D6, CYP2EL, CYP2C9 u CYP2C19.

CYP2CY - cybcmpamu (nanp., R-eappapur)

Tamanadwr (10 mg u 20 mg) HIMa KIMHAYHO 3HAYUM e(eKT HUTO BhpXy excrozunusara (AUC) Ha S-
BapdapuH wim R-Bapdapun (cyoctpar Ha CYP2CY), HUTO 3acsira MpOMEHUTE B IPOTPOMOUHOBOTO
BpeMe, peIu3BUKaHu OT BaphapuH.

Acnupun
Tanmanadwun (10 mg u 20 mg) He MOTEHIMPA YBEINYCHUETO BB BPEMETO Ha KbpBEHE, IPUUNHEHO OT
aleTWICAIUIIIOBA KUCEIUHA.

Ilpomusoouabemmnu nexapcmeenu npoOyKmu
He ca npoBexnanu criennUYHN IPOYIBAHHUS 32 B3aMMOJICHCTBHUS C MPOTHBOANAOCTHH JIEKAPCTBEHU
MPOIYKTH.

4.6 @epTUINTET, OPEMEHHOCT U KbpMEHe

CIALIS He e nokasaH 3a yrnoTpeda oT KeHH.

BpemenHoct
Nma orpaHuveHu JaHHU 3a yrnorpedara Ha Taaanadpui npu OpeMeHHH xeHu. [IpoyuBanusTa npu

JKUBOTHH HE ITOKa3BaT MPSKO MM HETMPSKO BPETHO Bb3/IEHCTBHE BEPXY OPEMEHHOCTTA,
eMOpPHOHAITHOTO/(PETATHOTO Pa3BUTHE, PAXKIAHETO MJIH TIOCTHATATHOTO pa3BuTHE ( BXK. Touka 5.3).
Karo npenmnasna msipka, 3a npeanountane e ynorpedara Ha CIALIS mo Bpeme Ha OpeMeHHOCT aa ce
n30srBa.

Kwpmene
Hanuunute papmakomnHaMUYHN/TOKCHKOJIOTUYHH TaHHU TPH )KUBOTHH TTOKA3BaTEKCKPEIHs Ha

Tamanadmt B MIIIKOTO. He Moxe a ce m3kimroun puck 3a kbpmadeTo. CIALIS we TpsiOBa na ce
W3I0JI3Ba 110 BpeMe Ha KbpPMEHeE.

DepTUnuTer
HabnronaBanu ca ehekTr py Kydera, KOUTO MOXKE JIa couaT YBpexkaaHe Ha GeprwimreTa. [IBe

HOCJIE/IBAIY KIMHUYHH TPOYYBAHUS [TOKA3BaT, Y€ TO3H €PEKT € MaJIKO BEPOSATEH ITPU XOPa, BHIPEKH
4e ce HaOJII01aBa HaMaJIeHHe Ha KOHIIEHTPALUATa Ha CliepMa IPU HAKOU MbKe (BK. Touka 5.1 u
Touka 5.3).

4.7 EdexTH BbpPXYy cHIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

CIALIS nopnusiBa mpeHeOpe:KUMO CIIOCOOHOCTTA 32 modupane Wik padboTa ¢ MaIIMHA. Berpeku e B
KJIMHAYHU TIPOYYBaHHS Y€CTOTaTa Ha ChOOIEHUATA 3a CBETOBBPTEXK MPH IUIale00-rpynaTa u rpynara
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¢ Taganadw e 6ua cXoHa, MalMeHTHUTE TPsIOBa J1a ca HasICHO 3a ToBa Kak 1me pearupat Ha CIALIS
npeau modupane U padboTa ¢ MalIuHH.

4.8 Hexenanm JiekapcTBeHH peaKIuH

Pesrome Ha mpoduiia Ha Oe30macHOCT

Haif-gecTo crobmiaBaHnTe HEXKEIIAHN JICKAPCTBEHH peaKIMK IMpy marueHTy, mpruemanta CIALIS 3a
JICYCHUE Ha EPEKTIITHA TUCPYHKIMS WK JOOPOKaYeCTBeHA XUIIEPILIa3Us Ha MpocTaTara ca
IJIaBOOONHE, AUCIICTICUS, 0OJIKa B Thp0Oa M MHUAJITHUS, IPU KOUTO YECTOTaTa CE YBEIHYaBa C
noBuaBane Ha fgo3ara Ha CIALIS. [lokianBanute HeXelaH! JEKapCTBEHU PEaKIUU ca OWIn
MPEXOJHU U B TIOBEYETO CITy4yad JIeKH 70 yMepeHH. [1o-rojsiMara 4act oT cliy4auTe Ha TIaBodoue,
crobmaBanu nipu npreM Ha CIALIS Begabx qHEBHO, ca HaOmogaBanu npe3 mbppeute 10 1o 30 mam oT
3aroYBaHe Ha JICUCHHUETO.

PesroMe Ha HEXXEaHUTE pEAKIMHU B TaOJIMYEH BUJL

B TabnuuaTa mo-nony ca u30poeHN HEXeNaHUTE JISKAPCTBEHU peaKkiiy, HaOII0JaBaHu OT CIOHTAHHU
CHOOIICHNUS 1 NP TITae00 KOHTPOIMpPaHu KIMHUYHH Tpoy4uBaHus (o0xBarany ooo 8 022
nanueHTy, JiekyBanu ¢ CIALIS, u 4 422 nanuenTn, nojiy4yaBaiy mianedo) 3a JeUeHUE Ha SPeKTIITHA
JuchYHKIMS TIPH HY)KJa U BEAHBK THEBHO U 3 JICUCHNE HAa TOOPOKAYeCTBEHA XUTIEPIUIa3ns Ha
npocTaraTa BEJHBX JTHEBHO.

Konsenius 3a gectorara: MHOro yectu (=1/10), gectu (=1/100 mo <1/10), meuectu (=1/1 000 mo
<1/100), penku (>1/10 000 mo <1/1 000), muoro peaku (<1/10 000) u ¢ Hew3BecTHa yecToTa (OT
HAJIMYHWUTE JaHHU HE MOJKe J1a Objie HAllpaBeHa OLIEHKA).

MHoro yecTH Yectn HeuvecTn Penxkn

Hapywenus na umynnama cucmema

Peaxmuu Ha AHTHOCIEM?
CBPBXYyBCTBUTE
JTHOCT

Hapywenus na nepgnama cucmema
I'maBoGonme 3amMastHOCT WucynT! (BKIIIOUHTETHO
XEMOparuyHu ChOUTHs),
Cunkon, TpaH3utopHu

MCXEMHUYHH IPUCTHIN?,
Murpena?, ITpunaxsum?,
TpaH3uTOpHA aMHE3US

Hapywenus na ouume

3aMBIIIEHO Hapymienue Ha 3puTenHoTo
BIDKJIAHE, none, OTOK Ha KJIeHaynuTe,
Vcemanms, XunepeMus Ha

OIMCBAHHU KaTo KOHIOHKTHBATa,

00JIKa B OUUTE Heaprepuanna antepuopna

HUCXEMHUYHA OYHAa HEBPOIIATUA
(NAION)?, 3anymBane Ha
CBJIOBETE HA PETUHATA?

Hapywenus na yxomo u_nabupunma

| | Tunutyc | Bresanna 3ary0a Ha ciryxa
Cvpoeunu napywenus®
Taxukapaus, MuoxkapaeH nHpapKT,
ITannuranuu Hecrabuina cTeHOKapams?,
KamepHa apurMus?
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Cv0osu HapyuieHus.

3auepBaBaHe Xunoronus:,
XUIepTOHUs
Pecnupamopru, 2pvOHU U MeOUACMUHATHU HAPYUIeHUS HAPYUIeHUs]
Hazamna Jucmaes
KOHTECTHS Enucrakcuc
Cmomawno-upesHu HapyueHus
Hucnericus Kopemna 6o:xka,
IToBpbinane,
T"agene,
I"actpoesodarean
eH pedaykc
Hapywenus nHa koorcama u noOKOXCHAmMa mvKaH
O6pus Yprukapus, CHHIpOM Ha

Stevens-Johnson?,
Exc(onuaTuen 1epMaTuT?,
Xunepxuaposa (oTeHe)
Hapywenus na Myckyino-ckeiemnama cucmemd, CoeOUHUmMeIHama movKan u Kocmume
Bonka B rep0a,
Muanrus, bojka
B KpalHHK
Hapywenus na 6vopeyume u nuKoyHume nomuwa

| XeMaTypus |
Hapywenus na 6b3npouszsooumennama cucmema u 2opoama
VY abikeHa [Ipuanuzsm, KpbBouznus B
CpeKIus 1eHuca, XeMaTocrnepMus
Obwu HapyuwieHusi u eghexmu Ha MACMOMO HA NPUNOJCEHUE
I'ppana oonkal, Orok Ha nuiero?, Buesanna
ITepudepen ChpiedHa cMBpT
OTOK, YMOpa
(1) TToBeueTo OT MaNMEHTHTE UMAT MPEIIECTBALIHA CHPACYHO-CHIOBH PUCKOBH (HaKTOPH (BIXK.
Touka 4.4).
(2) CrobraBany npy HOCTMAPKETHHIOBOTO HAOIIO/ICHUE HEXKEIAHN PEaKIMH, KOUTO HE ca
HaOJIr01aBaHK NPY I1ae00 KOHTPOJIMPAHU KIMHUYHN POYYBaHUS
(3) MTo-uecTo noknaaBaHa, KOraTo Tagaiadui ce MpruiIara Mpu ManueHTH, KOUTO Beyue MOoTydaBar
AQHTUXMIIEPTEH3UBHHU JIEKAPCTBEHH MTPOAYKTH.

Omnucanue Ha I/I36DaHI/I HCEXCIIaHU pCaKIINn

Hesnauntenno no-rosisiMa yectota Ha oTkiioHeHus B EKD', mpenu Bcriko cuHycoBa Opaaukapaus, ca
JTOKJIaJIBAaHU TPH MallMeHTH, JIEKYBaHHU C Tafanadui eiH IbT JHEBHO B CPaBHEHHE C IMJIaredo.
IIoBeueto ot Te3u oTknoHeHus B EKI' He ca cBbp3aHM ¢ HEXKEIAHUTE JIEKAPCTBEHU PEaKLUU.

I[DVI‘ W CIICHHMAJIHM ITONMYyJalnun

JlaHHWTE TIpU MAIMEHTH Ha BB3pacT Haj 65 TOJUHY, KOUTO IpueMaT Tafanaduil B KINHHYHU
MPOYYBaHUS WM 32 JICUCHUE HA ePeKTHIIHA JUCHYHKIIUS, WX 32 JIeYeHHe Ha ToOpoKauecTBeHa
XUMepIUTa3usl Ha MpoCcTaTaTa, ca OrpaHnYeHN. B KIMHWYHY Tpoy4YBaHus ¢ Tafganadui, MprueMaH Ipu
HYXJIa 3a JIeYeHe Ha epeKTUIIHA TUCQYHKITHS, JUAPUs ce ChOOIaBa MO-U4eCcTo MPY MAIllMEHTH Ha
BB3pacT Haj 65 roauan. B KTMHUYHY npoy4BaHus ¢ Taganadui 5 mg, mprueMaH BEIHBK JTHEBHO 3a
JedyeHne Ha J0OpOKadecTBEHA XMUIIEPIUIa3Hs Ha IpocTaTara, 3aMassHOCT U AUApHUs ca ChOOLIaBaHu 110-
YECTO MY NAlMEeHTH HaJ 75-TOJUIIHA B3pacT.
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Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHH PEAKITHH
Cho01IaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEaKIIUU ClIie]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS

MMPOAYKT € BaKHO. Tosa mo3BosBa 1a MMpOABILKN HaGJ’HOILeHI/IGTO Ha CbOTHOIICHUETO HOH3a/pI/ICK 3a
JICKApCTBCHUSA IPOAYKT. Ot MCIUIMHCKUTC CIICHUAJINCTHU CC U3HMCKBA Ja C’BO6HIaBaT BCsKa
IIogo3rpaHa HEXKEIaHa peaKrd 4YpE3 HAllHOHAJIHA CUCTEMA 3a CT»OﬁII.IaBaHC, IIoCo4YCHAa B

IIpunoxenne V.

4.9 TIlpemo3upane

IIpu 31paBu 1oOpoBoIIHM ca NaBaHU equHUIHH 1031 10 500 mg, a Ha MaMeHTH ca MpUJIaraHu
MHOTOKpaTHU nHeBHU 1031 10 100 mg. HexemnanuTe nekapcTBeHN CHOUTHS ca OWITH TOAOOHH Ha
OHE3H, HaOJI0IaBaHu MPH MO-HUCKH JI03U. B ciyuante Ha mpeo3upane, ako ce Hanara, TpsoBa aa ce
npeAnpueMaT CTaHJapTHUTE MOATbPKAIIN MEPKH. XeMOoAuann3aTa He3HauuTeJIHO crioMara 3a
SJIMMUHHUPAHETO Ha Tajanaul.

5. ®APMAKOJIOTUYHHU CBOMCTBA
5.1 d@apmakoaMHAMHMYHU CBOIiCTBa

dapmakoTepaneBTHIHA IPyIa: YPOIOTUIHH CPE/ICTBA, JIEKAPCTBEHHU MPOIYKTH, IPUIIAraH! TIPH
epextuHa nuchyakmms ATC kox: GO4BEOS.

MexaHu3bpM Ha IEWCTBUE

Tananadui e cenekTuBeH, 00paTHM UHXHOUTOP Ha IMKIMYHHS TyaHO3UH MoHOdocdat (ul M) -
cnenuguanata dpochomuecrepasa Tamn 5 (PDES). Korato cekcyamHoTo cTHMYynHpaHe Mpearn3BHKa
JIOKAJTHO OCBOOOJK/IaBaHEe Ha a30TeH OKCH[, MHXxuOupaHeto Ha PDES ot Taganadun npeausBuksa
noBumeHn HuBa Ha I M@ B kaBepHO3HMTE Tena. ToBa BOAM /10 OTIYCKaHE HA IIaJIKaTa MyCKyJaTypa
U MIPUTOK Ha KPBB B ThKAHUTE Ha NIEHUCA, BOJIEIIO J1a epekuust. Tananapui e HeeeKTUBEH IpH JIuTca
Ha CeKCyaJHa CTHUMYJIalusl.

dapMakogMHAMUYHU e(DEKTU

[poyuBanusiTa in Vitro ca nmokasanu, 4e Taganadui e cejsektuBeH naxuoutop Ha PDES. PDES e
€H3WM, KOWTO c€ OTKpWBA B TJIa/IKaTa MyCKyJIaTypa Ha KaBEpHO3HOTO TSJIO, ChJIOBATa U BHUCIIEpAITHA
TJIaKa MyCKyJIaTypa, CKEJIETHUTE MyCKYJIH, TPOMOOIUTHTE, OBOperuTe, 6emus 1pod 1 ManKus
MO3bK. JleficTBreTo Ha Tananadui e mo-cuiHo BbpXy PDES, oTkonkoTo BEpXY Apyru
dochoauecrepasu. Taganadua e > 10 000 mbTu mo-moriex 3a PDES, 0TKONKOTO 110 OTHOIICHHE Ha
PDEI1, PDE2 u PDE4 en3umu, KOUTO ce OTKPUBAT B CHPIIETO, MO3bKa, KPbBOHOCHUTE CHIIOBE, YSPHUS
npo6 u apyru opranu. Taganadwun e > 10 000 ety no-moreH o otHomenne Ha PDES, otkonkoTo
o otHomienue Ha PDE3 — en3um, Hamupani ce B ChpLETO U KPbBOHOCHUTE ChlI0BE. Ta3u
cenexktuBHOCT KbM PDES, cpaBHeHa che cenektuBHOcTTa KbM PDE3, e Baxkna, 3amoto PDE3 e en3um,
y4acTBalll B MEXaHW3Ma Ha ChPACYHHUTE ChKpallieHus. B gonbiiHeHue, Taganapui € IpruOIn3UTEITHO
700-rbTH IO-Mot1ieH 1o otHomieHue Ha PDES, otkonkoTo cripsimo PDE6 — eH3uM, KOWTO ce Hamupa B
peTrHaTa ¥ € OTroBOpeH 3a poTtoTpaHcaykuusta. Tamanadui e cbio > 10 000 mbTH MO-MOIIEH 110
otHotenue Ha PDES, otkonkoro o orHomenne Ha PDE7, no PDE10.

Knunnyna edukacHocT 1 6e300acHOCT

Tpu KIMHUYHY IpOoy4BaHus ca nposeaeHu ¢ 1 054 manueHTH B JOMAIHH yCIOBUS 3a ONpENeNsIHe Ha
npoaBIDKUTENHOCT Ha oTroBopa KbM CIALIS. Taganadun e mokasan CTaTUCTHYECKH 3HAYUMO
mog00peHEe B epeKTHITHATA (DYHKITHS M CTIOCOOHOCTTA J1a C€ U3BBPIITH YCIICIIEH OJI0B akT 10 36 gaca
Clle/l IpreMa Ha J03aTa, KakTo M B CIIOCOOHOCTTA Ha MAIMEHTHTE 1A TOJIydaT U HOAIbPKAT ePeKIns
3a yCIIeIIeH I0JI0B aKT, B CPaBHEHHME ¢ IU1anedo, omme Ha 16-raTa MUHYyTa Clle/l IPHEM Ha J103aTa.

Tamanadu, TpuIIOKeH Ha 3/paBy JIMIA, HE PSIU3BUKBA 3HAUMMa pa3jiiKa B CpaBHEHHUE C IU1ae0o B
CUCTOJHOTO W IUACTOJTHOTO KPHBHO HAJIATAHE B JICTHAJIO IMOJIOKECHUE (CPETHO MAKCHMATTHO
Hamasienue ot 1,6/0,8 mm Hg, cbOTBETHO), B CHCTOIHOTO U IUACTOIHOTO KPBBHO HAJIATaHE B
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U3IPABEHO MOJIOXKeHHE (CpeaHO MaKcuMaiHo Hamanenue ot 0,2/4,6 mm Hg, cboTBETHO), U HIMa
3HaYMMa MMPOMSIHA B ChpJICYHATa Y€CTOTA.

B npoyuBaHe 3a OlLieHKa Ha BIMSHUCTO Ha Tananadui BbpXy 3peHHETO, He Ca OTYCTCHU HUKAKBU
HapyIIeHUs B pa3M03HABAHETO HA IIBETOBETE (CHHBO/3ENICHO) MOCPEICTBOM H3IOJI3BaHE HA TECTa
Farnsworth-Munsell 100-hue. To3u pe3ysTaT KOpecroHANpPa ¢ HUCKUS ahHUHUTET Ha Taganauil KbM
PDES®6, B cpaBaenne ¢ PDES. BbB BcHUky KIIMHUYHH MTPOYYBaHUS, CHOOIICHUATA 32 IPOMEHH B
IIBETHOTO Bk 1aHe ca penku (< 0,1%).

[TpoBeneHu ca Tpu NpOy4BaHUs IIPH MBKE 3a OLICHKA Ha TIOTCHUUATHUS ePEKT BBPXY
cnepmarorene3ata Ha CIALIS 10 mg (egHo 6-meceuno npoyuBane) u 20 mg (eHO 6-MECedHO U €THO
9-Mece4yHOo Mpoy4BaHe), MpHUjlarad eXXeJHeBHO. B JiBe OT Te3n npoyuBaHus € HaOII0aBaHO
MTOHIDKEHHE Ha KOJIMYECTBOTO M KOHIIEHTPAIUATA Ha CIIepMaTa, CBbP3aHO C JIEUEHHETO C Tafgaiadu ¢
MaJIKa BEPOSITHOCT 32 KIIMHUYHA 3HAUUMOCT. Te3u edexTr He ca OWIIM CBHP3aHU C TPOMEHHU B IPYyTH
napameTpH, KaTo MOABWKHOCT, Mopdosorust u FSH.

Tamanadun B mo3u ot 2 mg 10 100 mg e Onn n3cneaBan B 16 KIMHAYHN MPOYIBAHUS, BIKITFOYBAIIIH

3 250 maumeHTH, BKIIOYUTEIHO MAMEHTH C €peKTHIHA AUCHYHKLUS OT pa3iIndHa TeXeCT (JIeKa,
yMepeHa, TeXKa), eTHOJOTHsI, Bh3pacT (Mexay 21-86 ronnHn) u eTHHYECKA MPUHAIIIC)KHOCT.
[ToBeveTo manMeHTH CHOOIIABAT 32 €PEKTHIHA AUCHYHKIUS C TPOIBIDKATEHOCT OT TIOHE eHA
roauHa. [Ipu mepBOHaUATHUTE IPOYYBaHUS 32 €(EKTUBHOCT BbpXY obmiara momynanus §1% ot
nanueHTute ca choommm, ue CIALIS e momoOpui TsxHaTa epekius B cpaBHeHHE ¢ 35% npu
wiane0o. ChIlo Taka, HAUEHTUTE C epPeKTHIHA AUCHYHLUS OT BCHUKH CTETICHH Ha TEXECT
CHOOIIaBaT 3a moJ0OpeHu epeknny, nokato ca B3emanmu CIALIS (86%, 83%, u 72% 3a neka, ymepena,
U TEXKa, CbOTBETHO B cpaBHeHue ¢ 45%, 42%, n 19% c nnaue6o). [Ipun mppBoHayamHUTE NTPOYYBAHUS
3a edekTuBHOCT 75% 0T ormutute 3a moJoB akT ¢ CIALIS ca 6win ycneurau B cpaBaenue ¢ 32% npu
1aneoo.

B enno 12-ceamuuno npoyuBane, nposesieHo npu 186 nanuentu (142 tapanadun, 44 mane6o) c
epeKTHIIHA TUC(HYHKIHS, BTOPHYHO Ha YBPEXKAaHe Ha TPHOHAYHMS MO3BK, Taganaduin 3HauuMo
noao0psBa epekTuiIHaTa (DYHKIHS, KOETO BOJIY JI0 CPEIHA YECTOTa Ha YCICITHUTE OITUTH 33 UHUBU]
NpY TalMeHTUTe, TpeTupanu ¢ Tananadmi 10 wim 20 mg (rbBKaBa 03a Npu norcksane) 48% B
cpaBHeHue ¢ 17% npu miane6o.

[lennaTpuyHa momyJamnus

[Tpu neauaTpuyHu NanyeHTy ¢ MyckynHa quctpodus tun Jromen (M/IJT), e npoBeneHo eqHo
MPOyYBaHe, B KOETO He ca HaOJoqaBaHu JaHHH 3a epukacHocT. [Ipu 331 MomueTa Ha Bb3pacT

7-14 romuau ¢ MJ1/1, Ha KOUTO ce TpmiIara eTHOBPEMEHHO JICYCHHE ¢ KOPTUKOCTEPOUIN, € TTPOBEICHO
PaHIOMU3UPAHO, IBOMHOCIIIO, I1ale00-KOHTPOIMPAHO, TAPAJIEIHO MIPOYYBaHe ¢ 3 paMeHa ¢
tapanadui. [Ipoyusanero BitouBa 48-ceqMUUeH ABOMHOCIIAM MEPHO/, B KOUTO MAIUEHTUTE Ca
paHaoMu3MpaHu ga nonyvasat taganaduin 0,3 mg/kg, raganadun 0,6 mg/kg unm mianedo BCekH AeH.
Tamanadun He Moka3Ba e(hUKACHOCT O OTHOIIEHNE 3a0aBsiHE Ha BIIOIIABAHETO HA CIIOCOOHOCTTA 32
CaMOCTOSITEITHO XOJIEHe, H3MEPEHO ¢ TIOMOIIITa Ha ITbPBUYHATA KpaifHa TOYKa - 6-MHHYTEH TeCT 3a
xozene (6 minute walk distance, 6BMWD): cpenna nmpomsiHa Ha Haii-mankute kBaaparu (least squares,
LS) B Tecta 6MWD Ha 48-ta cenmuua e -51,0 metpa (m) B rpynara, nogydasaiia mianeo, B
cpaBHeHHME C -64,7 m B rpynata, nonydasama taganadui 0,3 mg/kg (p = 0,307), 1 -59,1 m B rpymnara,
nonyuasaia Taganagpuia 0,6 mg/kg (p = 0,538). OcBeH ToBa, TUIICBAT JaHHU 3a €UKACHOCT OT
BCHYKH BTOPUYHH aHAJIN3H, U3BBPIICHU B TOBA IIpoyuBaHe. OOmuUTE pe3ynTaTy 3a 6€30macHOCT OT
TOBA MPOYYBaHE KATO LSO Ca B CHOTBETCTBHE C U3BECTHHS NMPOQII HAa 0€30IaCHOCT Ha Tafgatadu 1
¢ Hexenmaante croutns (HC), ouakBanu B meauarpudHarta momynanus ¢ MJ1J1, momydaBama
KOPTHKOCTEPOUIH.

EBporneiickaTa areHnus mo jgekapcTBaTa 0CBOOOXKIaBa OT 3aIb/DKCHUCTO 32 IPEAOCTaBsHE Ha
pe3yiTaTHTEe OT MPOYYBAHHUATA BHB BCHUKHU MOATPYINY HA TIeIHATPUYHATA TIOMYJIaIUs 3a JCUCHHE Ha
epekTuiIHaTa qTucyHKus. Brkre Touka 4.2 3a nHGOpMAIUS OTHOCHO yIoTpeOa B MeauaTpusTa.
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5.2 dapMaKkoKHHETHYHH CBOHCTBA

AOGcopouus
Tanamadwr ce abcopOupa JIecHO clie IepOPaATHO MPUIIOKEHNE U HAaOJII0TaBaHUTE CPECIHA

MaKCHUMAaJTHH TI1a3MeHH KOHIIEHTpaIH (Cmax) C€ TIOCTUTAT 32 CPEIHO BpeMe OT 2 Jaca Ciel
MIPIIIOKEHUETO. AOCOIOTHATA OMOHATMIHOCT Ha Tamaiadui clie TIepopaiHo MPHUIoKEHNE He ¢ Ona
ompeJiesieHa.

CkopoctTa 1 cTeneHTa Ha abcopOuus Ha Taganaduil He ce MOBIHIBAT OT XxpaHa, Taka 4ye CIALIS
MOJKe J]a ce preMa He3aBUCHMO OT XpaHeHeTo. Bpemero Ha mpueM Ha go3aTa (CyTpUH CIIPSIMO Bedep)
HSMa KIMHAYHO 3HAYMMHA e(eKTH BbPXY CKOPOCTTA M CTEMEHTa Ha a0copOmus.

Pasnpenenenue
Cpennusar o0eM Ha pasnpezeiieHue Ha Tananadui e mpubnu3utenHo 63 1, koeTo mokassa ue

taganadui ce pasnpeaeis B Thkanute. [Ipu TepaneBTu4HN KOHICHTpalwu, 94% ot Tananadun B
TuIa3MaTa ce CBbp3Ba ¢ nmpoTenHuTe. CBBP3BaHETO C MPOTEHHHUTE HE Ce 3acsra NPy HapylleHa
0b0peuHa pyHKITHS.

ITo-manko ot 0,0005% oT mpueTara 103a ce MosiBsiBa B CIiepMara Ha 34paBU HHAWBUAH.

buoTpanchopmarus

Tamanagui ce MetaboIM3Upa IpeTUMHO ocpeacTBoM ruToxpom P450 (CYP) 3A4 uzodopmara.
OCHOBHHAT IUPKYJIMpAI METAOOIUT € METUIIKAaTeXoll TtIokoponu. To3zn merabomut e mone 13 000
IBTH M0-CJTa00 aKTHBEH OT Taaaiadur no otHomeHnue Ha PDES. CnemoBarenHo, He ce 04akBa /1a €
KJIMHUYHO aKTHBEH IPH HAaOJII0JaBaHUTE KOHIIEHTPALMK Ha MeTaboHTa.

EnumMunupane
CpenHuAT epopalieH KIUpbhHC Ha Tagainadui e 2,5 1/4ac, a cpeHuAT Noay)uBoT ¢ 17,5 uaca npu

3[IpaBU UHIBHIH.
Tananadui ce ekckpeTupa NpeAMMHO KaTO HEaKTUBHH METabOJIMTH, OCHOBHO C (heKaInuTe
(npubmmsurenno 61% ot no3ara) U B Mo-MaJika CTEIeH ¢ ypuHata (npubnusurtento 36% ot no3ara).

JIMHEHHOCT/HETUHEMHOCT

®dapMakOKHHETHKATa Ha Tafanaduil Mpy 3paByu HHIAWBUIM € JIMHEWHA 110 OTHOILIEHHE Ha BPEMETO U
no3zata. [lpu mo3u ot 2,5 1o 20 mg, excriozunmsita (AUC) ce yBenu4uaBa MporopIIMOHATTHO C J103aTa.
CrannoHapHOTO ChCTOSIHUE Ha TUTA3MEHHUTE KOHIIEHTPAIIMHU CE MTOCTUTAT 32 5 JTHU MPH JI03UPaHe
BEJIHBK JHEBHO.

®DapMaKOKWHETHKATA, OTPEIETIeHa C TOMyIA[MOHHUS MOAXO0, IPY TMAIlMEHTH C EPEeKTHITHA
mucyHKIms e mogo0Ha Ha papMaKOKWHETHKATA MTPU MHIUBH/IU 0€3 epeKTHIIHA TUCHYHKIIUS.

CHGLII/IaJ'IHI/I nonyJjannuu

Cmapuecka ev3pacm

31paBu ManyMeHTH B cTapyecka Bb3pacT (65 TOAMHM WM MO-BB3PACTHH), IMAT TIO-HUCHK MepopajieH
KIMPBHC Ha Taganadui, Bojgenio 10 25% mno-pucoka excriozuius (AUC) B cpaBHEHHE ChC 3/IpaBU
WHJIUBUIN Ha BB3pacT oT 19 1o 45 romunn. To3u edekT HA BB3pacTTa HE € KITIMHHYHO 3HAYNM U HE
JlaBa OCHOBAaHME 3a IPOMSTHA HA J103aTa.

bvbpeuna nedocmamvunocm

B ximuHMYHK (hapMaKoJOTHYHM IIPOYYBAHU C eIHOKpaTHa go03a tagatadmr (5 mg mo 20 mg),
excriosuiaTa Ha Taganaduia (AUC) e npuOIU3UTEIHO yABOSHA IIPH HHIUBUIU C JicKa (KpeaTHHHHOB
kiaupbHC 51 10 80 ml/min) unu ymepeHa (kpeatuHuHOB KinpbHC 31 10 50 ml/min) 660peuHa
HEOCTATHYHOCT U MPH WHIUBUIN C KPACH CTaauu Ha ObOpeuHO 3a00ssiBane Ha auanu3a. [Ipu
MarUeHTH Ha XeMoauain3a Cmax € 41% T0-BUCOKO OT HAOIIOAABAHOTO MIPH 3/IPaBH XOpa.
Xemoranu3ara He3HAUUTEITHO CIioMara 3a eTMMHHAPAHETO Ha Taaanadu.
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Yeprnodpobna nedocmamvyHocm

Excnosunusita Ha Taganadun (AUC) npu MHIMBUAY C JIeKa 0 yMepeHa YepHOApOOHa
HenoctaTbyHoCT (Child-Pugh xnac A u B) e cpaBHMMA ¢ eKCIO3UIMSITA TP 3IpaBU MHIUBHIH,
Koraro ce npwiara jo3a ot 10 mg. ima orpaHnveHy KIMHUYHY JaHHY 3a Oe3omacHoctTa Ha CIALIS
IIpHY TAIUEHTH ¢ TeKKa yepHoapooHa HegocTarbunocT (Child-Pugh xmac C). Ako CIALIS ce
MPEIHUCBA, TO MPEANUCBAIIUAT TO JIEKap TPsAOBa Jia HANpaBy BHUMATEIIHA HH/MBUyaJIHA MPEIICHKA
Ha OTHOIIIEHUETO To3a/puck. He ca HajMYHM JaHHU 33 IPUIIOKEHHE Ha TO3H TO-BHCOKHU oT 10 mg
TaganaduI Mpyu NaLKMEHTH ¢ YePHOAPOOHA HEAOCTATHYHOCT.

Ilayuenmu c ouabem

Excriozumusra Ha raganadun (AUC) npu nanmenTu ¢ auadet e 6ma npubnusutenao 19% mo-ancka
ot crorinoctuTe Ha AUC 3a 31paBu MHANBUAN. Ta3n pa3iinka B eKCIIO3UINATA HE JaBa OCHOBAHHE 3a
MpoMsIHA Ha J103aTa.

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

HexnuHuuHWTe JaHHU HE MOKa3BaT 0coOeH PHCK 3a Xopa Ha 06a3aTa HAa KOHBEHIIMOHATHUTE
(bapMaKoJIOrHYHH POYYBaHU 3a OE30MACHOCT, TOKCHYHOCT ITPU MHOTOKPATHO TpHIIaraHe,
TEeHOTOKCHYHOCT, KAPIIMHOTCHEH MOTEHIMA U PEIPOIYKTHBHA TOKCHYHOCT.

Hsma mokazarencTtia 3a TepaTOreHHOCT, eMOPUOTOKCHYHOCT WA (PeTOTOKCHYHOCT MPH TUTHXOBE WIIH
MUIIKH, KouTo ca norxyuaran 1o 1 000 mg/kg/nreBro. B mpoyuBane 3a mpeHATATHO W MOCTHATATHOTO
pa3BUTHE Y ILUTBXOBE /103aTa, P KOSATO He ca HabmronaBaHu edextH, e 6una 30 mg/kg/muesno. [pu
opemenen mrpx AUC 3a U34KCICHOTO CBOOOJIHO JISKAPCTBO MPH Ta3M J103a € OMII0 MPUOIM3UTEIHO 18
sty YoBemkata AUC npu go3a 20 mg.

Hsma yBpexnaHe Ha pepTHITHOCTTA MTPH MBIKKHU M KEHCKH MTbX0Be. [IpH KydyeTa, Ha KOUTO €
mpuiiarad Tananaduin exxeqHeBHO 3a 6 10 12 Mecena npu go3u 25 mg/kg/nHeBHO (Boaeo 10 IOHE
TPUKPATHO MTO-BUCOKA eKcNo3unus [Mexay 3,7 — 18,6] oT HaOmroiaBaHaTa Impy xopa, Ha KOHUTO €
JlaBaHa eIMHNYHA /1032 oT 20 mg) U moBede, € UMaJlo perpecus Ha enuTela Ha CeMEHHUTE KaHa4eTa,
KOETO € JIOBEJIO JI0 HaMaJIeHHe Ha criepMaTroreHe3ara Ha HIKou Kydeta. Bukre cbio Touka 5.1.

6. DAPMAIIEBTUYHU JAHHHAU
6.1 Cnucbk HAa IOMOIIHHUTE BELIECTBA

Snpo Ha Tabnerkara:

JIAKT03a MOHOXUAPAT,
KpOCKapMeno3a HaTpuH,
XUAPOKCUIIPONWILIEITYJI03a,
MHUKPOKPHUCTAIMHHA LIEJTyJI03a,
HATpUEB Jaypuicyidar,
MAarHe3eB cTreapar.

D1IMOBO NOKPUTHE:

JIAaKTO3a MOHOXHUJPAT,
XUTIPOMEIT03a,

TPHUALIETUH,

tutanoB auokcua (E 171),
xkene3eH okcua xeaT (E 172),
TaJIK.

6.2 HecbBMecTHMOCTH

Henpunoxumo
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6.3 Cpok Ha rogHocT
3 roguHM.
6.4 ChenmuaJHM ycJI0BHUS HA ChbXpaHeHHe

Jla ce cpxpaHsiBa B OpUTHHAIHATA ONAKOBKA, 3a Jia Ce TpeANa3u ot Biara. J[a He ce cbxpaHsiBa npu
temneparypa zax 30°C.

6.5 Bwuau chabpkaHue HA ONAKOBKATA

CIALIS 10 mg dbunMupanu TablIeTKU
Anymunnit/PVC 6nuctepu B KapTOHEHH KyTHH ¢ 4 QUIMHpaHu TaOJIeTKH.

CIALIS 20 mg ¢unmupanu TabIeTKH
Anymunnit/PVC 6nuctepu B kapToHeHu KyTuu ¢ 2, 4, 8, 10 u 12 ¢punmupanu tabiaeTku.

He Bcuuky BHIIOBE OMAaKOBKH MOTAT Aa OBJIAT ITyCHATH B IPOAAKOA.

6.6 CrhenuajaHu NMpeINa3Hu MEPKHU NMPH U3XBbPJIsiHE

Hewnsnoms3BaHusT 1eKapcTBEH NPOAYKT WK OTHAABYHATE MaTEPHAIIN OT Hero Tpsi0Ba Ja ce U3XBBPIIAT

B CHOTBETCTBHE C MECTHUTE U3UCKBAHHSI.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.

Papendorpseweg 83, 3528 BJ Utrecht

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/237/001-005, 009

9. JATA HA TbPBO PASBPEIIABAHE/IIOTHOBSIBAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

[ara Ha epBO pazpemasane: 12 nHoemBpu 2002 r.

[ara Ha mocnenHo momHoBsBaHe: 12 HoemBpu 2012 r.

10. [ATA HA AKTYAJIMBUPAHE HA TEKCTA

TMompoOHa uHpopMaIlrs 3a TO3H JEKApCTBEH MPOJYKT € Mpe0CTaBeHa Ha yebcalita Ha EBporneiickaTa
areHIus Mo JiekapcTeata http://www.ema.europa.eu.
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HPUJIOKEHHUE I1

MMPON3BOINTEJ (M), OTTOBOPEH(HM) 3A
OCBOBOKIABAHE HA TIAPTHIN

YCJIIOBUSA NI OTPAHUYEHMUSA 3A IOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEHLIEHUETO 3A
YIIOTPEBA

YCJIIOBUSA WJIN OTPAHUYEHMNSA 3A BE3OITACHA U
EDPEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NIPOU3BOIUTEJI(N), OTTOBOPEH(HHN) 3A OCBOBOX/JIABAHE HA ITAPTUIU

HwMe 1 afipec Ha TPOU3BOIUTENS, OTTOBOPEH 3a OCBOOOKIaBaHE HA MAPTHIUTE

Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Mcnianus

IleyaTHara IMCTOBKA Ha JIEKAPCTBEHUS MPOIYKT TPsIOBA J]a ChIABPIKa HMETO U aJipeca Ha
MTPOM3BOANTENS], OTTOBOPEH 32 OCBOOOXTaBAHETO HAa CHOTBETHATA MAPTH/IA.

b. YCJI0OBUA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MIPEIITHUCAHHE.

B. JPYI'M YCJIIOBUA N U3UCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA

o Iepuonnyuu aKTyaau3upaHu J0KJIAIU 32 0€30MaACHOCT

W3uckBaHudTa 3a 1ojiaBaHe Ha MEPUOJUYHH aKTyaTH3UPaHU JOKIaIH 32 6€30IacHOCT 3a TO3H
JIEKapCTBEH MPOAYKT ca MOCOYEHH B CITUCHKaA ¢ pedepenTHuTe natu Ha EBponeiickus cvio3 (EURD
CITUCHK), ipeaBuaeH B wi. 1078, an. 7 ot upextusa 2001/83/EO, 1 BbB BCHUKH CIIEABAIIN
aKTyaJIM3aliH, IyOJIMKyBaHH Ha €BPOIICHCKUS yeOIopTal 3a JIeKapcTBa.

. YCJIoBus Ui OrPAHUYEHUS 3A BE3OITACHA 1 EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA ITPOAYKT

o Ilnan 3a ynpasJienue Ha pucka (ITYP)

ITPY TpsbBa na U3BbpIIBA H3UCKBAHUTE ACHHOCTH U JICHCTBUS, CBBP3aHU C IPOCTEIsIBaHE Ha
JieKapcTBeHaTa 0e30MacHoCT, nocoueHu B onoopenus [IYP, npeacrasen B Mozayn 1.8.2 Ha
paspenieHneTo 3a ynorpeda, KakTo | MPU BCUYKHU CIIEIBAIY ChITIacyBaHU akTyann3anuu Ha [TYP.

Axryammsupas I[TYP Tps6Ba na ce mogaBa Ha BCEKH TPU TOAUHM.

KoraTo nmogaBaHeTo Ha MEPUOINICH aKTyaTU3UpaH JOKIA] 32 0€30MaCHOCT U aKTyalTu3UPaHETO HA
ITYP ceBmagar, Te TpsiOBa J1a ce MMOIaBaT €THOBPEMEHHO.

Ocgen ToBa akTyanusupat [1YP tpsaoBa na ce nonasa:

e 110 UcKaHe Ha EBponelickaTa areHys 1o JeKkapcTBara;

e BHHArH, KOTaTO CE€ M3MEHs CHCTEMaTa 3a yNpaBJIeHHe Ha PUCKa, 0COOEHO B pe3yaTaT Ha
MoJIy4aBaHe Ha HOBa HH(OpMaIIUs, KOSTO MOXe Ja JIOBeJIe JI0 3HAYMMHU TIPOMEHH B
CHOTHOILECHHUETO OJI3a/PUCK, WK CIIe]l IOCTUTaHe Ha BaykeH eTarl (BbB Bpb3Ka ¢
npoclie/isiBaHe Ha JISKapCTBEHaTa 0E€30IaCHOCT WM CBEX/IaHE HAa PUCKA 10 MUHUMYM).
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HPUJIOKEHHE I11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbADBPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

CIALIS 2,5 mg ¢punmupanu tabiaeTku
Taganadui

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika Tabnerka cpabpika 2,5 mg Tanamaun

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

JIJaKTO3a

3a nmoBe4e uHGoOpMaIKs, BUKTE TUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

28 puiMupanu Ta0JIETKH

‘ 5. HAYMH HA NPUWIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

Kax na ce mpuema CIALIS enuH-IbT-THEBHO

1. 3anoynere ¢ TabyeTKa OT OJIMCTEpa, KOSATO OTrOBaps Ha JIeHs, B KOWTO 3aro4BaTe puemMa Ha
CIALIS.

2. llpuematiite CIALIS ¢ Bojia Bceku JicH MPUOIM3UTETHO TI0 €IHO U ChIIO BpeMe, ChC WK 0€3 XpaHa.

ﬁ
3. llpuemsT Ha CIALIS eaun nbT THEBHO, TO3BOJISIBA OIY4YaBAHETO HA €PEKIHS, IPH HATUYHETO HA
CEKCYaJIHO CTUMYJIUpaHe, N0 BCSIKO BpeMe OT 24-4acoBusl epro Ha JeHsa. Bue n Bammst naptabop

TpsAOBa J]a ce BKIIOYUTE B MIPEBAPUTEITHA CEKCyalTHA UTPa, ChIO KAKTO, aKO HE CTE MPUEITH
JIEKapCTBEH MPOAYKT 33 €PEeKTHUITHA JUCPYHKIIHS.

. Bunaru nmpuematite CIALIS ToyHO Taka, kakTo Bu e ka3zan Bammsar srekap. [Tonuraiite Bamms
niekap uiau GapMmareBT, ako HE CTE CHTYPHH.
. YmoTrpebaTta Ha aIKOXO0JI MOJKE Jla TIOBJIMsC EPEKTIIIHATa BU cTOCOOHOCT Taka, ue n30arBaiTe

npexkoMepHarta ynorpeda Ha amkoxoi ¢ CIALIS.
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. Bue me TpsoBa ga mpuemate CIALIS moBede ot euH BT THEBHO. AKO CTE IPUEITH ITOBEYE
OTKOJIKOTO TpsiOBa, KaykeTe Ha Bamms sekap.

[Ipeau ynotpeba nmpoveTeTe JIMCTOBKATA.
3a mepopaiiHa eAHOKpaTHa AHEBHA YIOTpeoa.

6. CHELUAJIHO NPEIYIPEXJIEHUE, UE JIEKAPCTBEHUSIT MPOJIYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO, IAJIEYE OT MOIJIEJA U JOCET A HA JIELIA

I[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JICIa.

7. APYI'U CHEHUAJIHM NPEAYHPEXIEHUS, AKO E HEOBXOANUMO

8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsBa B OpUTMHAJIHA OIIAKOBKA, 3a [1a ce Mpeanas3y oT Biara. Jla He ce chbXpaHsiBa MpH
temneparypa Hax 30°C.

10. CHELNHUAJIHU IIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTITIAABYHU MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/02/237/006

13. TAPTHUJAEH HOMEP

ITaptunen Ne

14. HAYMUH HA OTIIYCKAHE

JlexapCcTBEHHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHCaHHE.
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‘ 15. YKA3AHUNA 3A YIIOTPEBA

| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

cialis 2,5 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBym3MepeH 0apKoj ¢ BKIFOUCH YHUKAJICH HICHTH()HUKATOP.

‘ 18. YHUKAJIEH WAEHTU®PUKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA CbADBPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

CIALIS 5 mg punmupanu tabneTkn
Taganapui

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika TabieTka cbhabprxka 5 mg taganadui

3. CITMCBK HA IOMOIIHUTE BEIIECTBA

JIJaKTO3a

3a noBeue HHPOPMALHS], BIKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

14 punmmupanu TabIeTKH
28 dhunmupaHu TaOJIETKH
84 punmupanu TabIEeTKH

‘ 5. HAYMH HA NPUWIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

Kax na ce npuema CIALIS enuH-bT-IHEBHO

1. 3anoyHere ¢ TabyeTKa OT OJIUCTEpa, KOATO OTrOBaps Ha JICHs, B KOMTO 3amo4uBaTe mpremMa Ha
CIALIS.

I‘ﬁ.g
| £ |
u

2. Ilpuemaiite CIALIS ¢ Boga Bceku eH NpHOIN3UTETHO IO €THO U CHILO BpeMe ChC HIIH 0e3 XpaHa.
ﬁ

3. IlpuemsT Ha CIALIS eann mbT THEBHO 3a epeKTWIHA TUC(YHKIHS MO3BOJISABA MOTYIaBAaHETO HA

€peKUus IPH HATMYHMETO Ha CEKCYAIIHO CTUMYJIUpAaHE, TI0 BCSIKO BpeMe OT 24-4acoBus IEPHO Ha

neHs. Bue n Bamwust napTHROp TpsiOBa J1a Ce BKIIFOUUTE B MPEABAPUTEITHA CEKCYaIHA UTPa, CHINO
KaKTO, aKO HE CT€ MPHUENH JIEKaPCTBEH MPOAYKT 32 epeKTHIIHA AUCHYHKITHS.

. Bunaru nmpuematite CIALIS TouHO Taka, kakTo Bu e ka3zan Bammsar srekap. [Tonuraiite Bamms
niekap uiau GapMmareBT, ako HE CTE CHTYPHH.
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. YmoTrpebara Ha aIKOXO0JI MOJKE Jla TIOBJIHsC EPeKTIIIHATa B cTOCOOHOCT Taka, ue n30arBanTe
pexoMepHara yrnoTpeda Ha ankoxon ¢ CIALIS.

. Bue me Tps6Ba ga mpuemate CIALIS moBede ot equH BT THEBHO. AKO CTE IPUEITH ITOBEYE
OTKOJIKOTO TpsiOBa, KaxkeTe Ha Bamwms ekap.

[Ipenu ynorpeba mpoyereTe TUCTOBKATA.
3a mepopaiiHa eTHOKpaTHA THEBHA ymoTpeoa.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT INIPOAYKT TPSABBA
JA CE CBbXPAHABA HA MSICTO, JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JEITA

I[a C€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a J€Ia.

7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

9. CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla ce cpxpaHsiBa B OpUTHHAJIHA ONAKOBKa, 32 Jla Ce Mperas3y ot Biara. Jla He ce chXpaHsBa IpH
temneparypa Hax 25°C.

10. CHELHWAJIHU MPEANTASHU MEPKU IMTPU U3XBDBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/237/007-008, 010

13. TAPTHUJAEH HOMEP

[Taptunen Ne

14. HAYMH HA OTIIYCKAHE

.HCKapCTBeHI/I}IT MPOAYKT CC OTITYCKaA IO JICKAPCKO NPCAIINCaHUC.
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| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

cialis 5 mg

‘ 17. YHUKAJIEH UIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAIEH HACHTU(DHUKATOP.

‘ 18. YHHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA CbADBPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

CIALIS 10 mg ¢punMupanu TabneTku
Taganadui

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika Tabnerka cpabppika 10 mg taganadun

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

JIJaKTO3a

3a nmoBe4e uHGoOpMaIKs, BUKTE TUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

4 punmupanu TabIETKH

‘ 5. HAYMH HA NPUWIOKEHUE U ITbT(UIIA) HA BBBEXKJIAHE

[Ipenun ynorpeba npoyereTe JMCTOBKATA.
3a nepopainHa ynotpeoa.

6. CIHIEHUAJIHO ITIPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSABA HA MsICTO, JAJIEYE OT HOI'VIEJA U JOCET' A HA IEIHA

213 CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

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

Jla ce cpxpaHsiBa B OpUTHHAIIHA ONIAKOBKA, 32 J]a Ce MpeJina3y oT Biara. J[a He ce chXpaHsBa MpH
temneparypa zax 30°C.

10. CHEIWMAJIHU NIPEJAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/02/237/001

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTITYCKAHE

JlexapCTBEHUSAT IIPOLYKT CE OTIIyCKa IO JIEKAPCKO IPEIIUCAHUE.

‘ 15. YKA3AHUMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAIHJIOBA A3BBYKA

cialis 10 mg

‘ 17. YHUKAJIEH HWAEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYECH YHUKAJIEH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA CbADBPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

CIALIS 20 mg ¢punMupanu TabneTku
Taganadui

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcesika Tabnerka cpabppika 20 mg Taganadun

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

JIJaKTO3a

3a nmoBe4e uHGoOpMaIKs, BUKTE TUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

2 unMupaHu TabIEeTKH
4 punmupanu TaOIETKH
8 ¢puimMupanu TabieTKu
10 ¢punmupanu TabICTKH
12 punmupann TabIeTKH

‘ 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

IMpeau ynotpeba nmpoveTeTe JINCTOBKATA.
3a mepopanHa ymotpeoa.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPABBA
A CE CbXPAHSBA HA MSICTO, JAJIEYE OT HHOT'JIEJA U TOCET'A HA JIELIA

213 CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpaHsiBa B OpUTHHAIIHA ONIAKOBKA, 32 J]a Ce MpeJina3y oT Biara. J[a He ce chXpaHsBa MpH
temneparypa zax 30°C.

10. CHEIMAJIHU IIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/237/002-005, 009

13. TAPTHUJAEH HOMEP

[Maptunen Ne

14. HAYMH HA OTIIYCKAHE

.HeKapCTBeHI/IHT MNPOAYKT C€ OTITYCKA I10 JICKAPCKO NPCAIINCAHUC.

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

cialis 20 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKJIIOYECH YHUKAJIEH HACHTU(HUKATOP.

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT BJIUCTEPUTE U JIEHTUTE

BJIMCTEP

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

CIALIS 2,5 mg Tabnetkn
Taganapui

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP:

| 4. TAPTMJEH HOMEP

Lot

5.  JPYro

1H, BT, Cp, 9T, 1T, CO, HII
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT BJIUCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. HUME HA JIEKAPCTBEHUA TPOAYKT

CIALIS 5 mg Tabnetku
Taganadua

| 2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP:

| 4. TAPTMJEH HOMEP

Lot

5.  JPYro

1H, BT, Cp, 9T, 1T, CO, HII
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CBbABPXKAT BJIMUCTEPUTE U JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUA TPOAYKT

CIALIS 10 mg Tabnerku
Taganapui

2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Lilly

3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

EXP:

4. HHAPTUJIEH HOMEP

Lot

5.

JIPYTO
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT BJIUCTEPUTE U JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUA TPOAYKT

CIALIS 20 mg Tabnerku
Taganapui

2. UME HA INTPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Lilly

3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP:

4. HHAPTUJIEH HOMEP

Lot

5.

JIPYTO
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b. JUCTOBKA
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JlncroBka: undopmanusi 3a noTpeduTeNs

CIALIS 2,5 mg ¢puamupann tadaeTrku
Tanmanadun (Tadalafil)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEIH J1a 3aMl04YHeTe /1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO T4 ChAbPKa BaxHa 3a Bac ungopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJIOXkKHU J1a sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTTBIHUTEITHHA BBIIPOCH, TonuTaiiTe Bamus exkap wiu GapmarieBT.

- Toa snekapcTBO € npennucano JnyHo Ha Bac. He ro mpeorcrhnBaiite Ha npyru xopa. To Moxe
Jla M HaBpely, HE3aBUCHMO Ye MPU3HAILMTE HA TAXHOTO 3a00JIsBaHE ca ChIUTE KaTo Bamure.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PeaKilvu, yBeroMeTe Bammus iekap wiu dpapmanent. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HE)KEJTaHU PEeaKIny, HEONMMCAHN B Ta3u JIMCTOBKa. BrokTe
Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakso mpencrasnssa CIALIS u 3a kakBo ce u3nomna3pa
Kakso TpsiOBa na 3naere, mpenu aa mpuemere CIALIS

Kak nma nmpuemare CIALIS

BBb3M0KHM HEXETaHU pEeaKLUK

Kak na cexpansiBate CIALIS

ChbabppkaHue Ha ONIaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

SOk wdE

1. Kaxkso npencraBassa CIALIS u 3a kakBo ce n3noji3Ba

CIALIS e 3a nedenue Ha Bb3pacTHH MBbKe C epeKTuiIHA TUcyHKIH. ToBa € ChCTOsTHHE, TPH KOETO
MBKBT HE MOXKE J1a JJOCTUTHE WU Ja 33]IbPXKHU TBHPJI, ePEKTUPAH MIEHUC, TOIXOISIII 38 CEKCyaTHa
aktuBHOCT. CIALIS moka3Ba 3HaunTETHO TIOJO0pEHNE Ha CIOCOOHOCTTA J1a CE TOIYYH TBBP/I,
€PEeKTUPAH MEHKC, TOAXO/ISAI 32 CEKCYaTHa aKTHBHOCT.

CIALIS cbabpxa akTHBHOTO BEIIECTBO Taj1aiaduil, KOeTO MPUHAIEKH KbM rpynara JeKapCTBEHN
MPOAYKTH, HAPEUCHU HHXUOUTOPHU Ha pocoauecTepasata tuil 5. Ciaen ceKCyaaHa CTUMYJIaliysl
CIALIS geiicTBa KaTo moMara Ha KpbBOHOCHUTE ChIOBE BB Balius eHuC 1a ce OTIycHAT | Jia
MO3BOJIST MPUTOKA HA KPBB B TieHNca Bu. PesynraTsT oT ToBa € moto0pena epekTruiiHa QyHKIusI.
CIALIS nsama na Bu momorHe, ako HAMaTe ePeKTHIIHA TUCHYHKITHSL.

Baxno e ga ce oroenexwu, ue CIALIS He neficTBa, ako HsIMa ceKcyasiHa cTuMynanus. Bue n Bammst
MapTHBOP IIC TpSI6Ba J1a C€ BKIIFOYUTEC B HIO6OBHaTa urpa, CbIlo KakTo ounxrte HalpaBWJIM, aKO HE
B3€MarTe JIEKapCTBO 3a ePEeKTHITHA TUCHYHKITHS.

2. Kakgo TpsoBa 1a 3Haete, npeau aa npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTE JIEPTUYHU KbM TaJana(uil Uik KbM HAKOS OT OCTAHAJTUTE ChbCTABKH HA TOBA JICKAPCTBO
(u130poeHu B TOUKa 6).

- B3eMare HIKaKbB BUJ] OPraHUYCH HUTPAT WM JOHOPH Ha a30TE€H OKCHJ] KaTO aMII HUTPUT.
Toga ca rpyna nekapctsa (,,HUTpaTH ), H3MOI3BAHU MPH JICYCHUETO HA aHTUHA MIEKTOPUC
(,,rpbaHa 6oska”). CIALIS e nmokasai, e yBennuapa e(h)eKTUTE Ha TE3U JIEKapCTBa. AKO B3eMaTe
HsIKaKkBa (popMa Ha HUTPATH U HE CTE CUTYPHH, K&KeTe Ha JeKaps CH.

- MMaTe CEPUO3HO CHPICYHO 3200 IsIBaHE UM UMATE CKOPOIICH ChPJICYCH MPUCTHIT ITPe3
nocaenaure 90 gHU.
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- “MaTe CKOPOIIIeH MO3bYUEH HHCYIT (yAap) Mpe3 mociaenHuTe 6 Mecena.
- UMaTe HUCKO KPHBHO HAJISATaHE WIIM HEKOHTPOJIMPAHO BUCOKO KPHBHO HAJIATaHE.

- HSKOTa CTe MMaJH 3ary0a Ha 3peHue B pe3yNiTaT Ha HeapTeprualHa aHTepHOpHA HCXeMHYHA OYHa
uesponatus (NAION) — enqHO ChCTOSIHHE, OTMCBAHO KATO ,,MHCYJIT Ha OKOTO” .

- nmpueMare puonuryat. ToBa JIeKapcTBO ce M3IONI3Ba 32 JieUeHre Ha OeroapoOHa apTepraina
XUTIEPTOHUSA (T.€. BHCOKO KPHBHO HaJIATaHE B OeHUTe Ap0oOOBE) M XPOHUIHA TPOOMOEMOOIIIHA
OemonpoOHa xunepToHus (T.€. BUCOKO KPBBHO HajsraHe B OenuTe ApoOoBe B pe3ynTaT Ha
KpbBHU cheupeln). Jlokasano e, ye ®JIES unxuburopute, kato CIALIS, 3acunBar edekra Ha
MOHIKABAHE HAa KPHBHOTO HAJIATAHE HA TOBA JICKAPCTBO. AKO B3eMaTe PUOIUTYAT WK HE CTE
curypHuu, nHopmupaiite Bamus nexap.

IpenynpesxaeHus 1 NpeInasHu MepPKH
I'oBopere ¢ Bammms nekap, npenu na npuemere CIALIS.

O6’preTe BHHUMAHUC, Y€ CCKCYya/IHATa aKTUBHOCT HOCH BB3MOXKXHU PHUCKOBC 3a MAIIUCHTU CHC
ChpJIIeYHO 3a00IIsABaHe, ITOPaI TOBA, Y€ TOMBIHUTEIIHO HATOBApBa ChpLETO BH. AKo MMaTe ChpIeuHH
mpoOieMu, TpsiOBa Jja KayKeTe Ha JeKaps CH.

IIpenu na npuemere TabieTkuTe, yBeaoMeTe Bamus nekap, ako umare:

- CBHPHOBUIHO-KJICTHYHA aHEMHS (aHOMAJIHS Ha YePBEHUTE KPbBHH KIIETKH).
- MYJITUIUICH MHEIIOM (TyMOp Ha KOCTHHUSI MO3BK).

- JeBKeMHUS (TyMOp Ha KPBBHUTE KIIETKH).

- HsIKakBa jedopManus Ha TICHUCA.

- cepro3eH NpolseM ¢ YepHHs apoo.

- cepuoseH npobiem ¢ OrOpernuTe.

He e u3Bectro ganu CIALIS e edekTHBEH NPy MAIUCHTH, KOUTO UMAT:

- Ta30Ba ONEpaLus

- OTCTpaHsBaHE Ha IUIaTa WIK HA YacT OT MIPOCTATHATA KJIe3a, IPH KOETO ca MPEKbCHATH
HEepBHTE Ha MMpocTaTaTa (paauKaiHa, HEChXpaHsIBallla HepBa MPOCTATCKTOMHUS).

AKO moJryurTe BHE3aIHO HaMaJleHWe WM 3ary0a Ha 3peHueTo, crpere npuema Ha CIALIS u
He3a0aBHO ce CBbpiKeTe ¢ Bamms siekap.

[Ipu HAKOM NMaNMEeHTH, MPUEeMaIH Tafganadui, € OTOeNsI3aH HaMaJleH CIyX I BHe3alHa 3ary0a Ha
ciyxa. Benpeku ue He € H3BECTHO JIalli ChOUTHETO € TPSKO CBBhP3aHO ¢ TaJanaduil, ako MoIyduTe
HaMaJIeH CIIyX WM BHe3allHa 3aryoa Ha ciiyxa, crpere npuema Ha CIALIS 1 He3a0aBHO ce CBBpIKETE C
Bamusa nekap.

CIALIS ne e npennazHadeH 3a ynorpeda oT )KeHH.

Jlena u roHOIIH
CIALIS ne e mpennazHadeH 3a ynmorpeda oT Jena U IoHOIH o 18 roamHm.

Jpyrn nexapcra u CIALIS
Hudopmupaiite Bamust gekap, ako npreMare, HACKOPO CTe MPUEMATH WK € Bh3MOXHO J1a PHEMETE

JpYyTH JIEKapCcTBa.

He npuematiite CIALIS, ako Bede mpreMaTe HUTPATH.
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Hsxkou nekapctBa moxe na 0baat nosausau oT CIALIS wiu Te Moske 1a oKakat BIMSHUE BBPXY TOBa
koJsko fo6pe 1ie aeiicrea CIALIS. Uudopmupaiite Bamius nexkap win GpapMaiesT, ako Bede
npremMare:

- anga 60kep (ynorpebsiBa ce 3a JeUeHHE Ha BUCOKO KPBBHO HAJATaHE WU HA YPUHAPHH
CHMIITOMH, CBBP3aHU ¢ JT0OpOKadecTBeHA Xuepiuiasus (YBeIMYCHHE) Ha POCTATA).

- JPYTH JICKapCTBa 3a JICUeHUE Ha BUCOKO KPhBHO HAJIsITaHE.

- PHOIUTYAT.

- HHXHOUTOP Ha 5-anda peaykraszarta (yrmorpebsBa ce 3a JeueHre J00pOKaYeCTBCHA XUIICPILIA3Us
(yBenuveHue) Ha mpocrara).

- JIeKapCcTBa KaTo KeTOKOHA30J1 TA0JICTKH (3a JIeueHHEe Ha I’bOMYHNA WH(MEKITNHN) U MPOTEea3HU
naxubuTopu 3a neuenue Ha CITMH wnmm HIV-undexmus.

- (dhenobapOuTan, GeHnTONH 1 KapOaMa3enuH (MPOTHBOTbPUYOBH JIEKAPCTBA).

- PHU(PAMITUIIMH, CPUTPOMHIINH, KIAPUTPOMHUIIUH WA UTPAKOHA30I.

- JpYyTH BUJOBE JICUCHUS Ha CPEKTIITHA AUCHYHKINS.

CIALIS ¢ HanuTKH ¥ aJIKOXO0JI

HNudopmarusTa 3a edhexra Ha ankoxona e B paszen 3. COKbT OT rpeUrnpyT MOXKe Jja OKaXKe BIHUSTHUE
BBPXY TOBa KoJko nmoope mie aeiictea CIALIS u TpsOBa na ce mprema ¢ MOBUIIEHO BHUMAaHHE.
I'oBopere ¢ Bamms siekap 3a moBeue nH(GoOpMaIys.

DepTHIANTET

Ipu neyenune Ha Ky4era e HabJIIOlaBaHO HaMaJIeHO o0pa3yBaHe Ha criepMa B Tectucute. Hamanssane
Ha criepMaTa ce HabJIo/1aBa IpU HAKOU MBbXe. Te3u eeKTH € Manko BepOsITHO J1a TOBEAAT 0 JIUIca
Ha (EepTUIIATET.

lo¢pupane u padora ¢ MAILIUHU
B xnuHWYHM npoyuBaHus HsKoH MBxke, B3eMainu CIALIS, ca cbo0mmim, e moryyaBar 3aMasiHoCT.
[TpoBepeTe BHUMATEIIHO KaK MOHACSITE TA0JIETKUTE Tpe/n J1a modupare Wik U3M0JI3BaTe MAITUHH.

CIALIS cbpabpxa jJakTo3a:
AKO UMaTe HEMOHOCHUMOCT KbM HSIKOH 3aXapH, TO Ce CBbpKeTe ¢ Baius nekap npeny npueMa Ha TOBa
JIEKapCTBO.

3. Kaxk na mpuemarte CIALIS

Bunaru npuemaiite ToBa JI€KapcTBO TOUYHO KakTo By e ka3zanm BamusaT nexap. Ao He CTe CUTYPHH B
HeIlo, monuTaite Bamms nekap wim dapManesT.

Tabnetkute CIALIS ca 3a ymotpeba mmpe3 ycrara camo mpu Mbxe. [lormpiaiite TabneTkara msma ¢
MaJIKO BoAa. MoskeTe 1a B3eMaTe TableTKuTe che Win 0e3 XpaHa.

IIpenopbsunTenHaTa 1032 € eHa TabNeTKa OT 5 MY, B3eTa eITHOKPATHO JHEBHO MIPUOIU3UTEIHO 110
€/IHO U ChIIIO BpeMe Ha JieHs. Bamusr jgekap Moke J1a Kopurupa fo3ara Ha 2,5 Mg Bb3 OCHOBA Ha
Bammus otrosop Ha CIALIS.Ts me ce naBa karo tabiaerka ot 2,5 mg.

He npuematite CIALIS noBede oT BeIHBX JHEBHO

IIpunoxxenneto Ha CIALIS BenHBX JHEBHO MOXE J1a € OT 10JI3a 32 MBb)Ke, KOUTO NMAaT CeKCyaTHa
aKTHBHOCT J]Ba WJIU TI0BEYE IBTH B CEAMMIIATA.

Koraro B3emate equn bt mHeBHO CIALIS, ToBa Bu mo3BosisiBa fa moiryuaBate epeKkius, KoraTo CTe
CTUMYJIMPAH 110 BCSAKO BpeMe, 24 yaca B JICHOHOIIUETO.

Baxno e na ce orOenexu, ue CIALIS He nelicTBa 6e3 cexcyanHa ctuMyianus. Bue u Bammst
MapTHROP I TPSOBA Ja c€ BKIIIOUHTE B MIPEABAPUTEITHA UTPA, CHITO KAaKTO OMXTE, aKO HE B3eMaxXTe
JICKapPCTBO 3a €PEKTUIIHA AUCHYHKITUS.
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Ymorpebara Ha aTKOX0J MOXe Jja ToBJHsie BamaTta cmocoOHOCT 3a epeKIis 1 MOKe BPEMEHHO Ja
Hamanu Bamiero kpbBHO Haysirane. Ako Bue cte npuenu uin ruianupate aa npuemere CIALIS,
n30srBaiiTe NpekoMepHaTa ynorpedaTa Ha ankoxou (HMBO Ha ajJKoxoJ B KpbBTa oT 1 Haf 0,08%), Thit
KaTo TOBa MOXKE /1a YBEJINYH PHUCKa OT CBETOBBPTEXK, KOraTo cTaBare.

AKO cTe npueau noseye ot Heodxoaumara go3a CIALIS
Cepprkere ce ¢ Bamms nexap. Moxe 1a moiny4ute HeXelaHu e(heKTH, OIMCaHu B TOUKa 4.

Ako cte nponycHaau ga npuemere CIALIS

Bsemere Bamara no3a BejHara miom Kato ce CeTHTE, HO He B3eMalTe JBOWHA 71033, 3a Ja
KOMIIEHCHpaTe MpoITycHaTaTa Tabnetka. Bue He Tpa6Ba na B3emare CIALIS noBeue oT BenHBX
JTHEBHO.

AKO MMaTe HSKaKBU JOITBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bamus nekap wnu gpapMareBT.

4, Bb3MOKHHU HeKeJTaHU peakuuuu

KakTo Bcu4km nexapcTBa, TOBa JIGKAPCTBO MOXKE J1a IPEN3BUKA HEXKETIAaHU PEaKIiH, BIPEKH Ye He
BCEKU T'l ony4aBa. Te3u eeKTH 0OMKHOBEHO ca JIEKU 10 YMEPEHU 10 MPHPO/IA.

AKO MoJIy4nTe HAKOH OT CJIeIHUTE HeKeJIaHU JeKAPCTBEHH PeaKlyi, cnpeTe ynorpedara Ha

JIEKAPCTBOTO M He3a0aBHO NOThpPceTe MeIULMHCKA OMOIILL:

- QJepruYHH PEaKIiH, BKIOYNTEITHO OOPHUBH (Y€CTOTA - HEUECTH)

- Oomnka B 0bNacTTa Ha I'BP/HUS KOII — HE M3II0JI3BAliTE HUTPATH, a He3a0aBHO NIOTHpCETe
MeANULUHCKA IOMOI (4€CTOTa - HEYECTH)

- TpHANU3bBM, MPOIBIDKUTEITHA U Bh3MOXKHO Oolne3HeHa epekius ciex npueM Ha CIALIS (vectora
- penku). AKo UMate moA00Ha EPEKIHs, KOATO Tpae B IPOABIDKEHUE Ha TIOBEUe OT 4 vaca, TpsiOBa
He3a0aBHO J1a Ce CBBPXKETE C JIeKaps CH.

- BHe3arHa 3ary0a Ha 3peHHe (YeCTOoTa - PEeJIKH).

Jpyru cho0maBaHy HeKeNaHU PEAKLIUH .

Yecru: (HabmonaBanu npu 1 10 10 Ha Bcekn 100 nanueHTH)
- tmaBobounue, 60nka B I'bp0a, MyCKYJIHH OOJIKH, OOJTKa B pBIETEe U KpaKaTa, 3auepBsiBaHe Ha
JIUIIETO, 3alyIlIBaHe Ha HOCA U JIONIO XPaHOCMUJIAHE.

Heuecrn: (HabmonaBanu npu 1 10 10 Ha Bceku 1 000 nanueHTH)

- 3aMasiHOCT, KOpeMHa 0oJika, rajieHe, TOBPbIIaHe, KUCEINHH, 3aMbIJICHO BIDK/IAaHEe, O0JIKa B
OYHTE, 3aTPYAHCHO JHIIaHe, HAIMYME HA KPbB B YPUHATA, TIPOABIDKUTEIIHA €PEKIIUS, YCeIIaHe 3a
CHJTHO ChpIIeOHeHe, YUSCTEeH MyJIC, TOBUILICHO KPhBHO HAJATaHe, HOHMKEHO KPhBHO HAJISITaHe,
KbPBEHE OT HOCA, IIIyM B YIIIKTE, [IOJyBaHE HA PhIETE, KpaKaTa WK [NIE3CHUTE U yMOPA.

Penxn: (HabmonaBanu nipu 1 1o 10 Ha Bcekn 10 000 maumenTn)

- cuabocr, MpUIaAbIM U IPEXoJHa 3ary0a Ha [aMeT, IolyBaHe Ha KJeradnTe, 3a4epBsiBaHe Ha
OYHTEe, BHE3AITHO HAMaJIsIBaHe WITH 3ary0a Ha ciryxa, ypTukapust (ChpOsiiiy 4epBeHH eTHA Ha
MOBBPXHOCTTA HA KOXKATa), KbPBEHE OT MICHNCA, HAIMYME HA KPbB B CEMEHHATA TEUYHOCT H
MOBUIICHO MOTEHE.

[Ipu mpxe, npuemaniu CIALIS, psinko ca cho0maBanu cbio HHPapKT 1 HHCYAT. [loBedeTo oT Te3u
MBKE ca IMall U3BECTHU ChPJCYHH MPOOJIeMH TPen 1a B3eMaT TOBA JIEKAPCTBO.

Psinko e cro011aBaso 3a 9aCTHYHO, BPEMEHHO HITH TIOCTOSIHHO HaMaJIeHHe WK 3aryba Ha 3peHre Ha
€THOTO WJIH JBETE OUU.
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Hsixon 1oNbJIHUTEIHH PeAKH HesKeJIaHH peakuu ca cho0IIeH: pu Mbxxe, npuemainu CIALIS,

KOHTO He ca HaOJI0JaBaH! B KIIMHUYHY MPOYYBaHUs. Te BKIIIOYBAT:

- MUTrpeHa, OTOK Ha JIUIETO, CCPUO3HA AIEPTUYHA PeaKIvsl, IPUYUHSIBAIIA OTOK Ha JTUIIETO WU
I'BPJIOTO, CEPUO3HU KOXHHU OOPUBH, HAKOU HApyIICHUS, MOBJIUSBAIIN KPhBOTOKA KbM OUYHTE,
HEpaBHOMEPEH ITYJIC, CTCHOKAP/IVs, ¥ BHE3aITHA ChPJICYHA CMBPT.

HexenanaTa peakiius 3aMassHOCT € ChOOIIeHa I0-4eCTO MPH MBXKe Ha BB3pacT Hax 75 TOIWHU, KOUTO
npuemat CIALIS. {uapus ce choOl1aBa mo-4ecTo Ipyu MbKe Ha Bb3pacT Haj 65 roauHu, KOUTO
npuemat CIALIS.

Cno01aBaHe HA HeXKeJIAHH PeaKIu

AKO TIONTyuHTe HAKaKBU HEXEJIaH! JIEKAPCTBEHH PEAKINH, yBeqoMeTe Bamws nexap nin hapMareBT.
ToBa BKIIFOUBa BCHYKH Bb3MOYKHH, HEOITMCAHH B Ta3H JINCTOBKA HEXEJIAHU peakunuu. MokeTe ChIIo Aa
CHOOIINTE HEXKENAHU PEeaKINK JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 32 ChOOIaBaHe, TOCOYEHa B
[Mpunosxenue V. Kato choOIiaBaTe He)KENAHN PEAKIIMU, MOXKETE Ja IaJeTe CBOS IPUHOC 3a
MoJiyyaBaHe Ha moBeue MH(GOpMaIMsg OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na coxpansBate CIALIS
CpxpaHsBaiiTe TOBa JIEKapCTBO Ha MACTO, HEJJOCTBITHO 3a Jela.

He uzmon3BaiiTe TOBa JIEKapCTBO ClIE CPOKa Ha TOIHOCT, OTOEIA3aH BHPXY KapTOHEHATa OMaKOBKa U
osuctepa cien ,,I'onen no:“/,,EXP:“. CpoxbsT Ha TOJHOCT OTrOBapsl Ha MOCJCIHUS JICH OT OCOYCHUS
Mecell.

[a ce cpxpaHsBa B OpUrMHAIHATa ONAKOBKA, 32 Ja ce Mpenas3u ot Biara. He cbxpansBaiite npu
temneparypa Hax 30°C.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3ALMATA WIM B KOHTEHEPA 3a JOMAITHU OTHaAbIH.
[Momuraiite Bamus hapMalieBT Kak jia U3XBHPIATE JIeKapcTBaTa, KOUTO Beue He u3noissare. Te3n
MEpPKH L€ CLIOMOTHAT 3a OIa3BaHE HAa OKOJIHATA CPeaa.

6. C'b)l'bp)l(a]—ll/le Ha OIMAKOBKAaTa U JOIIBJHHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kaxso coabp:ka CIALIS

- AKTHBHOTO BelllecTBO ¢ Tafanadui. Beska Tabnerka cpabppxa 2,5 mg raganagpu.

- JApyrure cbcTaBKM ca:
Sinpo Ha TaGaeTkaTa: JIakTO3a MOHOXHIPAT (BIKTE Kpasi Ha TOYKa 2), KpOCKapMeIio3a HaTpuii,
XHIPOKCUIIPONMIIIENYJI03a, MUKPOKPHCTAIMHHA LEeNyJ103a, HATPUEB JIaypuicyidaT, MarHe3ueB
cTeapar.
@OuIMOBO MOKPHUTHE: JTAKTO32 MOHOXUPAT, XUIIPOMEIN03a, TPHALIETHH, TUTAHOB THOKCH]T
(E171), xenesen oxcun xbat (E172), xenezen oxcun yepseH (E172), Tank.

Kaxk usrnexxna CIALIS u kakBo ChbIbpika ONaKOBKATA

CIALIS 2,5 mg e cBeTsio opaHxeBo-KbiTa puaMupana TabneTka ¢ popmara Ha 6ageM U € MapKupaHa
oT efgHara ctpana c "C 2 4",

CIALIS 2,5 mg ca HamyHK B OJIMCTEPHHU OMAKOBKH, ChAbpKALIU 28 TaOJICTKH.

IpuTexaTes HA pa3pelIeHNETO 32 YNOTPeda U MPONU3BOTUTEI

[putexaren Ha pa3pemenuero 3a ynorpeda: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ
Utrecht, Hunepnaumus.
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IIpouseoauren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Ucnianwus.

3a morreTHATENTHA WH(GOPMAITHSI OTHOCHO TOBA JIEKAPCTBO, MOJISA, CBBPIKETE CE C JIOKATTHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoa.

Belgique/Belgié/Belgien

Eli Lilly Benelux S.A./N.V.
Tél/Tel: + 32-(0)2 548 84 84
bbarapus

TII "Emu Jlwnmn Henepnaun" b.B. - bearapus

Ten. + 359 2 491 41 40
Ceska republika
ELILILLY CR, s.r.0.

Tel: + 420 234 664 111
Danmark

Eli Lilly Danmark A/S
TIf: +45 45 26 60 00
Deutschland

Lilly Deutschland GmbH
Tel. + 49-(0) 6172 273 2222
Eesti

Eli Lilly Holdings Limited Eesti filiaal
Tel: +372 6 817 280
E\\aoa
OAPMAZEPB-AIAAY A.E.B.E.
TnA: +30 210 629 4600
Espaiia

Lilly S.A.

Tel: + 34-91 663 50 00
France

Lilly France SAS

Tél: +33-(0) 1 5549 34 34
Hrvatska

Eli Lilly Hrvatska d.o.o.
Tel: +385 1 2350 999
Ireland

Eli Lilly and Company (Ireland) Limited
Tel: + 353-(0) 1 661 4377
Island

Icepharma hf.

Simi: + 354 540 8000
Italia

Eli Lilly Italia S.p.A.

Tel: + 39- 055 42571
Kvbmpog

Phadisco Ltd

TnA: +357 22 715000
Latvija

Eli Lilly Holdings Limited
parstavnieciba Latvija
Tel: +371 67364000
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Lietuva

Eli Lilly Holdings Limited atstovybé
Tel. +370 (5) 2649600
Luxembourg/Luxemburg

Eli Lilly Benelux S.A./N.V.
Tél/Tel: + 32-(0)2 548 84 84
Magyarorszag

Lilly Hungéria Kft.

Tel: + 36 1 328 5100

Malta

Charles de Giorgio Ltd.

Tel: + 356 25600 500
Nederland

Eli Lilly Nederland B.V.

Tel: + 31-(0) 30 60 25 800
Norge

Eli Lilly Norge A.S.

TIf: + 47 22 88 18 00
Osterreich

Eli Lilly Ges.m.b.H.

Tel: + 43-(0) 1 711 780
Polska

Eli Lilly Polska Sp. z o.0.

Tel: +48 22 440 33 00
Portugal

Lilly Portugal Produtos Farmacéuticos, Lda
Tel: + 351-21-4126600
Romaénia

Eli Lilly Romania S.R.L.

Tel: + 40 21 4023000
Slovenija

Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10
Slovenska republika

Eli Lilly Slovakia, s.r.o.

Tel: + 421 220 663 111
Suomi/Finland

Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250
Sverige

Eli Lilly Sweden AB

Tel: + 46-(0) 8 7378800
United Kingdom

Eli Lilly and Company Limited
Tel: + 44-(0) 1256 315000



I[aTa Ha MMOCJCIHO NMpepasrjekKaaHne Ha JIMCTOBKaTa

[Tonpo6na nH(OpMarMs 3a TOBa JIEKapCTBO € IpelocTaBeHa Ha yeOcaiita Ha EBpomneiickaTa areHuus
no JiekapcrBarta: http://www.ema.europa.eu
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JlncroBka: undopmanusi 3a noTpeduTeNs

CIALIS 5 mg ¢puamupann tadiaeTrku
Tanmanadun (Tadalafil)

IIpoyeTeTe BHUMATEIHO IAJIATA JMCTOBKA, MPEIH J1a 3aMl04YHeTe /1a MpUeMaTe TOBA JIEKapCTBO,
Thil KaTO T4 ChAbPKa BaxHa 3a Bac ungopmanus.

3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a S IPOYETETE OTHOBO.

AKO UMate HIKaKBH JIOTBIHUTEITHHA BBIIPOCH, TonuTaiiTe Bamus nekap wiu gpapmarieBT.
To3Ba nekapcTBO € npeanucano Ju4Ho Ha Bac. He ro npeorcrenBaiite Ha qpyru xopa. To
MOJKE J1a UM HaBpPEH, HE3aBUCUMO Y€ MPU3HAIMTE Ha TAXHOTO 3a00JIIBaHE Ca CHIIUTE KAaTO
Bammwure.

AKO TIONTyuHTe HAKAKBU HEXEJaH! peakliy, yBeaoMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIFOYBA U BCUYKHU Bb3MOXXHH HEKCJIAHU pCaKIIMKU, HCOIMMCAaHU B Ta3U JIMCTOBKA. Bmxte
Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

SourwdE

Kaxgo npencrasnsiBa CIALIS u 3a kakBo ce U3M0J3Ba
Kakso TpsiOBa na 3naere, npenu aa nmpuemere CIALIS

Kak na npuemare CIALIS

BBb3M0KHM HEXETaHU pEeaKLUK

Kak nma cexpansiBate CIALIS

ChbabppkaHue Ha ONIaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

Kaxkso npencraBassa CIALIS u 3a kakBo ce n3noji3Ba

CIALIS cbabpxa akTHBHOTO BEIIECTBO Taj1aiaduil, KOeTO MPUHAIEKH KbM rpynara JeKapCTBEHH
NPOJYKTH, HApeUeHH MHXHOUTOPH Ha Gocdoauectepasara THUII 5.

CIALIS 5 mg ce u3non3Ba 3a JieueHre Ha Bb3PACTHU MBXKE C:

epekTuHa TuchyHKIHUs. ToBa € ChCTOSHUE, ITPU KOSTO MBKBT HE MOXKE J1a JIOCTHTHE HJTH JIa
3aIbPXKU TBBP/I, EPEKTUPaH ITEHUC, ITOAXOIAII 32 cekcyanHa aktuBHOCT. CIALIS mokassa
3HAYMMO MOIOOPEHHE Ha CTOCOOHOCTTA JIa Ce MOJMYYH TBBP/I, CPEKTHPAH MICHHUC, MOIXO/IAI 32
CeKcyaliHa aKTUBHOCT.

Crnen cexcyanna ctumynarus CIALIS neficTBa kaTo moMara Ha KPbBOHOCHUTE ChIOBE BHB
Bamus nernc fa ce OTIyCHAT | Jia MO3BOJISIT IPUTOKA HAa KPBB B MeHuca Bu. PesyararsT ot
ToBa ¢ nmoxooOpena epekTmwiHa Gyukuusa. CIALIS usama na Bu noMmorse, ako HIMaTe epeKTHIHA
muchynkms. Baxno e na ce oroenexu, ue CIALIS 3a neyenne Ha epexTrinHa AUCHYHKIUS HE
JIEHCTBa, aKO HIMa CEeKCyalHa ctuMynalus. Bue u Bammsar naptabop me TpsoBa 1a ce
BKJIFOUUTE B JIFOOOBHATA MIPa, CHIIO KAKTO OMXTE HAIPABUIIM, aKO HE B3eMaTe JIEKapCTBO 3a
epeKTHITHA TUCPYHKITHS.

YPUHAPHU CUMIITOMH, CBBP3aHH C YECTO HAOJIIOAaBaHO ChCTOSIHUE, HAPUYAHO
n00pokayecTBeHa Xunepmiasus (yBeJInyeHue) Ha npocraraTta. ToBa € CbCTOSHHE, IPH
KOETO IPOCTAaTHATA JKJIe3a Ce YyrojeMsBa ¢ Bb3pacTTa. CHMITOMUTE BKJIIOYBAT 3aTPyTHEHO
3aroyBaHe Ha YPUHHUPAHETO, YCeIlaHe 3a HEeHAITbIHO U3IIPa3BaHe Ha MUKOYHUS MEXYp U I10-
4ecTo HyX/a OT ypuHupaHe aaxe mnpe3 Homra. CIALIS nono0psiBa nputoka Ha KPbB M OTITYCKa
MYCKYJIUTE Ha [IpOCTaTaTa U MUKOYHUS MEXyp, KOETO MOXKE /1a HAMAJIX CUMIITOMHUTE Ha
JnoOpokadecTBeHa xurnepruiazus (yBennueHue) Ha npocrarara. Jlokasano e, ue CIALIS
nogo0psiBa Te3W yPHHAPHU CUMIITOMH OIle HAa 1-2 ceaqMuLa cie HaqyaloTo Ha JICYCHHUETO.
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2. Kakgo TpsnoBa 1a 3Haete, npeau aa npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTe aJlepruYHy KbM Tagaaad il Wik KbM HAKOS OT OCTAHAINTE ChCTABKU HA TOBA JIEKAPCTBO
(u30poenu B TouKa 6).

- B3eMaTe HAKAKBHB BHUJl OPraHUYCH HUTPAT WM JOHOPH Ha a30TCH OKCHUJ] KATO aMIJI HUTPUT.
Toga ca rpyma nekapcTsa (,,HUTpaTH’ ), U3MOI3BaHU NP JICUSHUETO Ha aHTWHA TIEKTOPHC
(,,rppana 6onka”). CIALIS e mokasan, ye yBenuuaBa epeKTUTe Ha TE3H JIeKapcTBa. AKO B3eMaTe
HsIKakBa (pOpMa Ha HUTPATU MU HE CTE CUTYPHH, Ka)KeTe Ha JIeKapsl CH.

- MMAaTe CEPUO3HO ChPJICYHO 3200 IIBaHE MM MMATE CKOPOIICH ChpPJICUYCH MPUCTHIT MPe3
nociexaure 90 quu.

- yuMaTe CKOPOIIEH MO3bUeH MHCYIT (yaap) npe3 mocaeaHuTe 6 Mecena..
- MMaTe HUCKO KPbBHO HAISTAaHE WIIM HEKOHTPOJIUPAHO BUCOKO KPBBHO HAJISITaHE.

- HSIKOTa CTe UMalI 3ary0a Ha 3peHue B pe3ysITaT Ha HeapTepHaliHa aHTepHOpHA HCXEMHUYHA OYHA
uHeponatus (NAION) - cbeTosiHUE, KOETO ce OMUCBA KaTo ,,AHCYIT Ha OKOTO”

- npuemMarte puonuryar. Tosa JIeKapcTBO ce U3I0JI3Ba 3a JieueHHe Ha OestopoOHa apTepuanta
XUNEepPTOHUS (T.€. BUCOKO KPBBHO HaJsATaHe B Oenute ApoOOBE) U XPOHUIHA TPOOMOeMOOInIHA
OemonpoOHa xunepToHus (T.€. BUICOKO KPBBHO HajsATaHe B OenuTe ApoOoBe B pe3ynTaT Ha
KpbBHH cheupenn). Jlokasano e, ye ®JIES unxuburopute, karo CIALIS, 3acunBar edekra Ha
MOHW)KaBaHe Ha KPHBHOTO HAJSITaHE HAa TOBA JIEKAPCTBO. AKO B3eMaTe PHOIMTYaT WK HE CTe
curypHu, naHGopmupaiite Bammus nexap.

Mpexynpesxknenns U NpeAna3Hu MepKU
I'oBopere ¢ Bamms nekap, npenu na npuemere CIALIS.

Nmaiite peaBuI, Ye CeKCyalHaTa akTHBHOCT HOCH Bb3MOXKHH PHCKOBE 3a MAIIMEHTH ChC ChPICYHO
3a0o0JIsBaHe, MOPajI TOBA, Y€ JOITBIHUTEIHO HATOBapBa ChpIeTo BU. AKO MMarte ChpaeYHH
po0JieMu, TpsIOBA Jla KaXKeTe Ha JieKaps CH.

Twit kato noOpokadecTBeHaTa XunepIuiasus (YBeIUUeHNE) Ha IPOCTAaTaTa M paKbT Ha MpocTaTaTa
MOJKE J]a UMaT eJIHaKBU CUMITOMH, BammsT nekap me Bu nmpoBepu 3a pak Ha mpocTaraTa mpeu 3a
3anovnete JieueHue ¢ CIALIS mo nmoBoj noOpokavecTBeHa xunepruiasus (yBelInyeHHe JHa
npocratara. CIALIS He nekyBa pak Ha mpocraTara.

Ipenu na npuemete TabNETKUTE, yBeAOMeTe Barus nekap, ako uMaTe:

- CHPITOBUIHO-KJIETHYHA aHEMUS (aHOMAJIMS Ha YePBEHNUTE KPBBHU KIIETKH).
- MYJATHIUICH MHEJTIOM (TYMOpP Ha KOCTHHS MO3BK).

- JieBKeMUs (TYMOp Ha KPHBHUTE KICTKH).

- HsKaKBa aedopMarus Ha eHnca.

- cepuo3eH NpolieM ¢ YepHUs 1po0.

- cepuo3eH npobiem ¢ OrOpenuTe.

He e u3BectHo mamu CIALIS e edhekTrBeH Ipy NAllMEHTH, KOUTO UMAT:

- Ta30Ba OIEPAIIHS.

- OTCTpaH;IBaHE Ha IsU1aTa WM HA YacT OT MPOCTATHATA JKJIe3a, PH KOETO ca MPEKbCHATH
HEepBHTE Ha MpocTaTaTa (paauKaiHa, HeChXpaHsIBallla HepBa MPOCTATEKTOMHUS).

AKO mosTyyrTe BHE3aIMHO HaMaJleHWe WiIH 3ary0a Ha 3peHueTo, crpere npuema Ha CIALIS u
He3a0aBHO ce cBbpKeTe ¢ Bamus nekap.
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[Tpu HAKOM MAIEHTH, IPUEMAIN Taganadui, € oTOeIsI3aH HaMaJIeH CIIyX WM BHe3arHa 3ary0a Ha
ciyxa. Benpeku 4e He € W3BECTHO JJaJid ChOMTHETO € MPSKO CBBP3aHO ¢ Taaanaduil, ako HOIydHTe
HaMaJIeH CIIyX WJIM BHe3alHa 3aryba Ha ciryxa, cnpete npuema Ha CIALIS u He3abaBHO ce cBBpKeETE C
Bammus nekap.

CIALIS He e npeana3HaveH 3a ynotpeda ot >KeHH.

Jeua v roHOIIHN
CIALIS He e npenHa3Ha4YeH 3a ynoTpeda OT Jiela ¥ FOHOIIH 1o 18 ronauHu.

Jpyru aekapcersa u CIALIS
HNudopmupaiite Bamms nekap, ako mpuemare, HACKOPO CTE MpUeMalll WK € Bb3MOXKHO J1a IPHEeMETe
JpYTH JIEKapCcTBa.

He npuemaiite CIALIS, ako Bede mpueMaTte HUTpATH.

Hsaxou nexapctBa Mmoxe na 0bpaatT noenusHu oT CIALIS mmu Te Moske 1a okakat BIHUSHUE BBPXY TOBa
kosko fnoope me aeiicrea CIALIS. Madopmupaiite Bamus nekap mwiu gpapManeBT, ako Bede
npuemare:

- anda Gokep (ymoTpebsBa ce 3a JiedeHHe Ha BUCOKO KPBBHO HAJISITAHE WM HA YPUHAPHH
CHMITOMH, CBBbP3aHU ¢ 100poKayecTBeHA XuIepIuiasus (yBeIMYCHUE) Ha IPOCTATATa).

- JpYrH JIeKapcTBa 3a JICYEHHE HA BUCOKO KPHBHO HAJIATAHE.

- puomuuryar.

- mHXHOUTOp Ha S-anda pemykrazata (yrmoTpedsBa ce 3a JeueHne JoOpOKauyecTBeHa XUTIEPILIa3Us
(yBenuveHue) Ha mpocTaraTa).

- JIeKapcTBa KaTo KETOKOHA30JI TabJeTKH (3a JiedeHue H a M'bOMYHI MHEKIIMN) U TIPOTea3HH
nHxuburopu 3a nedenue Ha CIIMH nnu HIV-undexnus.

- ¢eHobapOuTan, peHUTONH U KapOama3enuH (TPOTHBOI'bPUOBH JIEKAPCTBA).

- pudaMIHUIUH, ePUTPOMHUIIMH, KIAPUTPOMHUIIMH HIIH UTPAKOHA30JI.

- JIpYTH BUJIOBE JICUCHHS HAa EPEKTHITHA TUCHYHKIHSL.

He uznomsaiite CIALIS 3aeqHO ¢ KakBUTO U Ja € JICYSHHS 33 EPEKTHITHA TUCHYHKIHSL.

CIALIS ¢ HanUTKM ¥ aJIKOXO0JI

HNndopmanusira 3a edexra Ha ankoxosa € B pazaen 3. COKbT OT IpedndpyT MoXKe Ja OKake BIUSHHUE
BBPXY TOBa KoJko nodpe mie neiictea CIALIS u TpsOBa n1a ce mpuema ¢ MOBUIIIEHO BHUMAaHHE.
ToBopete ¢ Bamust nekap 3a noBede WHPOpPMAITHSL.

@epTHINTET

ITpu neuenne Ha Kydera e HaOJIIO1aBaHO HAMaJIeHO 0Opa3yBaHe Ha criepMa B Tectucute. Hamanssane
Ha CriepMaTa ce HabJro1aBa Ipu HAKOU MBbXe. Te3n eekTH € Maiko BepOosTHO Jia JOBEIaT A0 JIHIICA
Ha pepTunuTerT.

Hlopupane u padora ¢ MAIIUHU

B xnmHnYHM TpoyuyBaHUs HIKOM MBXe, B3eMarm CIALIS, ca cpo0uiim, e noiay4aBar 3aMasiHOCT.
[IpoBepeTe BHUMATEHO KaK MOHACSTE TAOJIETKUTE MIPEIH A2 MOoQHpaTe WIH U3M0JI3BaTe MAIINHH.
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CIALIS cbabpika JjakTo3a:
AXO UMaTe HEMMOHOCUMOCT KbM HSKOM 3aXapH, TO ce CBbp)KeTe ¢ Barms ekap npeau nprema Ha ToBa
JICKapCTRO.

3. Kak na npuemarte CIALIS

Bunaru npuemaiite ToBa JeKapcTBO TOUYHO KakTo By e ka3zam BammusT nexap. Ako He CTe CUTYpHH B
HEIIlo, monuTaite Bamus nekap wim dapMaresT.

Tabnerkute CIALIS ca 3a ynotpeba npe3 ycrara camo npu Mbxke. [lornmbmaiite Tabnetkara 1sia ¢
MaJIko Boja. MoxeTe 1a B3eMaTe TabJIeTKUTE ChC HIIM 0e3 XpaHa.

Ynorpebara Ha aTkKOX0J MOKE BPEMEHHO Jla HaMalli KpbBHOTO By Hansirane. AKo cTe MpHUenn Wiu
raaupare Aa npuemere CIALIS, u3bsreaiite mpekomepHaTa ynorpeda Ha ajJKkoxoll (HUBO Ha aTKOXOJ
B KpbBTa OT 1 Haf 0,08%), THil KaTO TOBa MOXKE 10 YBEJIMYHU PUCKA OT CBETOBBPTEK KOraTo Ce
U3IpaBsTe.

3a JleueHNe HA ePEeKTUIHA JUCPYHKUIMS

IIpenopbunTeSHATA 1032 € eHA TA0JIETKA OT 5 Mg, B3eTa €THOKPATHO JHEBHO MPUOIM3UTEIHO 110
€/IHO ¥ CBIIIO BpeMe Ha JieHs. BamusT nekap Moxke Ja Kopurupa ao3ara Ha 2,5 Mg Bb3 OCHOBA Ha
Bamms orroBop Ha CIALIS. Ts mie ce qaBa kato TadieTka ot 2,5 mg.

He npuemaiite CIALIS moBede oT BeTHBX JHEBHO

Korato B3emate enun nbT nHeBHO CIALIS, ToBa By no3BosisiBa 1a nonyyaBaTe epeKLusl, KOraTo CTe
CTUMYJIMPaH 10 BCSIKO BpeMe 24 daca B AeHoHommmeTo. [Ipuemanero Ha CIALIS BeaHBK JHEBHO
MOJKE JIa € OT I10JI3a 3a MBKe, KOUTO UMAaT CeKCyaaHa aKTUBHOCT JIBa WM MTOBEYE ITHTH B CEAMHUIIATA.
Baxno e na ce oroenexu, ue CIALIS He neficTBa 0e3 cexcyanHa ctumynanus. Bue n Bammsr
MAPTHHOP IIe TPSAOBA J1a Ce BKIIFOUUTE B MPEABAPUTENIHA UTPA, CHIO KAKTO OUXTE, aKO HE B3EMaxTe
JIEKapCTBO 32 EPEKTHIIHA AUCHYHKITHUS.

VYnorpebara Ha aTKOX0JI MOXKeE Jia TTOBJHsie Bamara cnocoOHOCT 3a epeKuus.

3a JieyeHne Ha 100poKavYecTBeHA XUIepILia3us (YBeJlMueHne) HA MpocTaTaTa

Jlo3aTa e eHa TabJeTKa OT 5 mg, B3eTa €THOKPATHO JTHEBHO NMPHUOIU3UTEITHO 110 €/IHO ¥ CHIIO BpeMe
Ha JICHS.

Axo umate 100pokauecTBeHa xuepruiasus (YBeIHUeHNE) Ha TIPOCTATaTa U ePEKTUIIHA AUCYHKIINS,
Jl03aTa OCTaBa elHa TabJeTKa OT 5 mg, B3eTa €AHOKPATHO THEBHO.

He npuematite CIALIS moBede oT BeTHBK JHEBHO

AKo cTe Ipuesu moBede oT HeoOxoammata no3a CIALIS
Cewpikete ce ¢ Bamus nekap. Moxe Jia moiy4qnuTe He)XelaHu eQeKTy, ONMCaHH B TOUKa 4.

Ako cte nponycHaau n1a npuemere CIALIS

Bsemere BamaTta 103a BeiHara mom KaTo C€ CETUTE, HO HE B3€MaliTe IBOIHA 71034, 3a Ja
KOMIICHCHpaTe MpoITycHaTaTa Tabnetka. Bue He TpsoBa na Bzemare CIALIS noseue oT BenHBk
JTHEBHO.

AKO UMaTe HAKaKBH JIOMTBIHUTEHA BBIIPOCH, CBBP3aHHU C YIIOTpebarTa Ha TOBa JIEKapPCTBO, ITOMUTANTE
Barmus jtekap win GpapMaresT.

4, BBb3MOKHHN HeKeJIaHU PeaKIun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPEAN3BHUKA HEXKECIIaHNU pCaKIUK, BBIIPEKU Y€ HE
BCCKH ' TIOJTy4aBa. Te3n e(l)CKTI/I OOMKHOBEHO Ca JIEKU A0 yMCEpCHU 110 Iprupoaa.
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AKO MoJIy4nTe HAKOH OT CJIEHUTE HeKeJIaHU JeKAPCTBEHH PeaKiii, cnpeTe ynorpedara Ha

JIEKAPCTBOTO M He320aBHO NMOTHPCeTe MeTUIIMHCKA OMOIII:

- QJEepPruYHH PEaKIUH, BKIOYUTEITHO OOPHUBH (Y€CTOTA - HEUSCTH)

- 0Oonka B 00JIaCTTa Ha T'PIIHUS KOII — HE M3MO0JI3BAalTE HUTPATH, & HE3a0aBHO MOThPCETE
MEIUIIMHCKA ITOMOTI (IeCTOTa - HEUESCTH)

- IpHAIU3BM, NPOIBIDKUTEIHA U Bh3MOXKHO OoJie3HeHa epekius ciaex npueM Ha CIALIS (uectora
- penku). AKo UMaTe oA00Ha SPEKIHsl, KOATO Tpae B IPOABIDKEHUE Ha TIOBEUe OT 4 Jaca, TpsiOBa
He3a0aBHO JIa ce CBBPXKETE C JIeKaps CH.

- BHe3arHa 3ary0a Ha 3peHHe (YeCTOoTa - PEIIKH).

Hpyru cpo01maBany He)KENaH! PEeaKInu:

Yecru: (mabmomasanu mpu 1 10 10 mHa Bcexn 100 martienTH)
- riiaBo6onue, 60yKa B rppOa, MyCKYITHH OOJKH, OOJIKa B pBIIETE U KpaKaTa, 3auepBsiBaHE Ha
JIUIIETO, 3alyIlIBaHe Ha HOCA U JIOLIO XPaHOCMUJIAHE.

Heuecrn: (HabmronaBanu npu 1 10 10 Ha Bceku 1 000 nanueHTH)

- 3aMasHOCT, KOpeMHa 00JTKa, raJicHe, TIOBPhILAHe, KUCEITHHH, 3aMBITICHO BIDKIaHe, 00JIKa B
O4YHUTE, 3aTPYAHCHO JUIIIaHe, HATMYKE HA KPbB B YPHHATA, IPOABIDKUTEIIHA SPEKIIHs, YCCLIaHe
3a CHJIHO ChpLICOMEHE, YUECTEH ITyJIC, IOBUILICHO KPBHO HAISTaHEe, TTOHMKEHO KPHBHO
HaJIsIraHe, KbPBCHEC OT HOCA, IIYM B YIIWUTEC, IOAYBAaHC HAa PBUCTE, KpaKaTa WA ITIEC3CHUTC U
yMopa.

Penxu: (HabmronaBanu rpu 1 1o 10 Ha Bceku 10 000 marmeHTH)

- cmabocT, MpUMaIbIii U MPEX0/iHa 3ary0a Ha maMeT, MoJyBaHe Ha KIIeayuTe, 3a4epBsBaHe Ha
0YHTE, BHE3AIIHO HaMaJISIBAHE MIIM 3ary0a Ha CJIyX, ypTHKapus (ChbpOAILM YEPBEHH [IETHA Ha
MOBBPXHOCTTA HA KOXKaTa), KbPBEHE OT MIEHKCA, HAIMYKME HA KPbB B CEMEHHATA TEYHOCT U
IIOBHUIIICHO ITOTCHE.

[Mpu mexe, npuemanu CIALIS, psako ca cro0maBanu cbio UHPApKT 1 HHCYAT. [loBedeTo oT Te3u
MBKE ca UMaJIl U3BECTHU CHPJICYHU MPOOIEMH NIPE/IN JIa B3EMAaT TOBa JIEKAPCTBO.

PSIILKO € C’BO6H_IaBaHO 34 4aCTU4YHO, BPEMCHHO WJIN MMOCTOSAHHO HaMaJICHUC UJIN 3ary6a Ha 3pCHUC Ha
€IHOTO UJIN JABCTC O4YU.

Hsxoun 1onbJIHUTETHH peAKH HekeIaHu eeKTH ca choOIeHu npu Mbxe, npuemaniy CIALIS,

KOWTO HE ca HaOJI0JaBaHU B KJIMHUYHH MIPOYyIBaHUs. Te BKITIOUBAT:

- MUTPEHa, OTOK Ha JULETO, CEPUO3HA aJIeprUUHa PeaKIUs, MPUYNHIBAIIA OTOK Ha JIMLIETO WU
TBPJIOTO, CEPUO3HU KOXXHU OOPHUBH, HIKOW HAPYIICHIS, TOBIUSIBAIN KPHBOTOKA KBM OUHTE,
HEpPaBHOMEPEH ITyJIC, CTCHOKAPAMSI M BHE3aITHA ChPJETHA CMBPT.

HexenanaTa peaxius 3aMastHOCT € ChOOIIIEHA TI0-9eCTO MPH MBKE Ha B3PACT HAJl /D TOAWHHU, KOUTO
mpuemat CIALIS. [{uapus ce ch001aBa mo-4ecto mpyu MbXKe Ha Bb3pacT Haj 65 TOAMHHU, KOUTO
npuemat CIALIS.

Cho01aBaHe Ha HesKeJAHH PeakIuu

AKO OTy4YuTe HIKAKBU HEXKEJIAH! JICKAPCTBEHH peaKIny, yBeaoMeTe Bamms nexap wim hapMarienT.
ToBa BKIIOYBA BCUYKH Bb3MOXHH, HEOIIMCAHH B Ta3H JIMCTOBKA HEXKENaHU peakuuu. MokeTe ChIlo Ja
CHOOLINTE HEXENAaHU PEeaKLMK AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChOoOIIaBaHe, MOCOYeHA B
[punoxenune V. Karo chobmaBare HexenaHu peakUK, MOXeETe J1a TaJAeTe CBOsI IPUHOC 3a
HOJTy4YaBaHe Ha MOBeYe MHPOPMAIHS OTHOCHO 0€3011acHOCTTa Ha TOBA JICKAPCTBO.
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5. Kak na cexpansisate CIALIS
ChxpaHsBaiiTe TOBa JIGKAPCTBO Ha MSCTO, HEJJOCTBITHO 32 JIelia.

He u3non3BaiiTe ToBa JIeKapcTBO Cie]] CPOKa Ha TOIHOCT, OTOENSA3aH BbPXY KAPTOHCHATA OMAKOBKA U
ommcrepa cien ,,I'ogen mo:*“/,,EXP*. CpokbT Ha TOMHOCT OTTOBapsI HA TMOCIEAHUS ICH OT ITOCOYCHHUS
Mecell.

Ila ce chxpaHsBa B OpUTHHAIHATA OTIAKOBKA,3a Jla Ce Mpe/nas3y oT Biara. He chbxpaHsBaite npu
Temreparypa Haja 25°C.

He u3xBbpristiiTe nekapcTBaTa B KaHAIW3aLUsITa WM B KOHTEHHepa 3a JOMAIIHU OTIIaJbIIH.
[Momuraiite Bamus ¢apMaleBT Kak Aa U3XBHPIATE JIeKapcTBaTa, KOUTO Beue He u3noissare. Tesn
MEpKH 1€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATa cpefa.

6 CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHGopManus

Kaxso coabp:ka CIALIS

- AKTHBHOTO BenlecTBo ¢ Tananaduia. Beska Tadnerka CIALIS cpappka 5 mg Tamamadu.
JApyrure ¢cbCcTaBKH ca:
Sinpo Ha TabGaeTkaTa: JIaKTO3a MOHOXHIpAT (BHXKTE Kpasi Ha TOUKa 2), KpOCKapMeio3a HaTpuii,
XHJPOKCUIIPOMTIIIIENYI03a, MUKPOKPHCTAIMHHA LENyI03a, HATPUEB JIaypuicyndaT, MarHe3ueB
cTeapar.
POuIMOBO MOKPUTHE: JTAKTO3a MOHOXUAPAT, XUIIPOMEII03a, TPUALIETUH, TATAHOB AUOKCH]
(E171), xxenme3en okcun xxbaT (E172), Tamk.

Kak m3rane:xxga CIALIS u kakBo chabpika 0MaKoBKaTa

CIALIS 5 mg e cBetio xbiTa puiMupana TadiaeTka ¢ opmaTa Ha 6ajieM U € MapKupaHe OT eHaTa
ctpana ¢ "C 5".

CIALIS 5 mg ca Hanmu4HU B OJUCTEPHU ONAKOBKH, ChAbpkany 14, 28 wiu 84 Tabnerku.

He Bcuuky BUOBE ONAKOBKU MOTaT Jia ObJIaT IyCHATH B ITPOJAXO0A.

IIpuTeskaTes Ha pa3pelIeHUETO 32 YNOTpeda U MPOU3BOAUTE

IMputexaren Ha pa3pemennero 3a ynorpeda: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ
Utrecht, Hunepmasmus.

IIpouseoauren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Ucnianwus.

3a JOITBJIHUTCIIHA I/IH(bOpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPKETE CE C JIOKAJTHUA
MNPpEACTABUTCII HA IPUTCIKATECIIA Ha pa3pClICHUCTO 3a yHOTpe6a.

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Holdings Limited atstovybé
Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bouarapus Luxembourg/Luxemburg
TII "Enu Jlunu Henepnana" B.B. - bearapus Eli Lilly Benelux S.A.//N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELILILLY CR, s.r.o. Lilly Hungaria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
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TIf: +45 45 26 60 00 Tel: + 356 25600 500

Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.

Tel. + 49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Holdings Limited Eesti filiaal Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: + 47 22 88 18 00

E)\\Gda Osterreich
OAPMAZEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.

Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00

France Portugal

Lilly France SAS Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Roméinia

Eli Lilly Hrvatska d.o.0. Eli Lilly Roméania S.R.L.

Tel: +385 1 2350 999 Tel: + 40 21 4023000

Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: + 353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10
Island Slovenska republika
Icepharma hf. Eli Lilly Slovakia, s.r.o.

Simi: + 354 540 8000 Tel: + 421 220 663 111

Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab

Tel: + 39- 055 42571 Puh/Tel: + 358-(0) 9 85 45 250
Kvbztpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

TnA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija United Kingdom

Eli Lilly Holdings Limited Eli Lilly and Company Limited
parstavnieciba Latvija Tel: + 44-(0) 1256 315000

Tel: +371 67364000

JIaTa Ha MOCJCAHO NMpepasrjckaaHne Ha JIMCTOBKaTa

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPEAOCTABCHA HA ye6ca171Ta Ha EBpOHGﬁCKaTa arcHuus
o JiekapcrBarta: http://www.ema.europa.eu
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JlncroBka: undopmanusi 3a noTpeduTeNs

CIALIS 10 mg ¢punamupanu TadaeTKH
Tanmanadun (Tadalafil)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA MPEAH, 1a 3aMl04YHeTe 1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO T4 ChAbPKa BaxHa 3a Bac ungopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJIOXkKHU J1a sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTTBIHUTEITHHA BBIIPOCH, TonuTaiiTe Bamus ekap wiu GapmarieBT.

- Toa snekapcTBO € npennucano JnyHo Ha Bac. He ro mpeorcrrnBaiite Ha npyru xopa. To moxe
Jla M HaBpely, HE3aBUCHMO Ye MPU3HALMTE HA TAXHOTO 3a00JIsBaHE ca ChIUTE KaTo Bamure.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PEaKilvu, yBeroMeTe Bammus iekap wiu dpapmanent. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HE)KEJTaHU PEeaKIny, HEONMMCAHN B Ta3u JIMCTOBKa. BrokTe
Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakso mpencrasnssa CIALIS u 3a kakBo ce u3nomna3pa
Kakso TpsiOBa na 3naere, mpenu aa mpuemere CIALIS

Kak nma nmpuemare CIALIS

BBb3M0KHM HEXETaHU pEeaKLUK

Kak na cexpansiBate CIALIS

ChbabppkaHue Ha ONIaKOBKATa M JOIBIIHUTEIHA HH(POpMALIUS

SOk wdE

1. Kaxkso npencraBassa CIALIS u 3a kakBo ce n3noji3Ba

CIALIS e 3a nevenue Ha Bb3pacTHU MBXKE C peKTHIIHA TUCPYHKIMS. ToBa € ChbCTOsSTHUE, TIPH KOETO
MBKBT HE MOXKE J1a JJOCTUTHE, WU J1a 33]bP)KH TBBP/I, CPEKTUPAH TICHHUC, TIOJXO/IAII] 3a CEKCYyaTHa
aktuBHOCT. CIALIS moka3Ba 3HaunTETHO TIOJO0pEHNE Ha CIOCOOHOCTTA J1a CE TOIYYH TBBP/I,
€PEeKTUPAH MEHKC, TOAXO/ISAI 32 CEKCYaTHa aKTHBHOCT.

CIALIS cbabpxa akTHBHOTO BEIIECTBO Tajiaiaduil, KOETO MPUHAIEKH KbM rpynara JIeKapCTBEHH
MPOAYKTH, HAPEUCHU HHXUOUTOPHU Ha pocoauecTepasata tuil 5. Ciaen ceKCyaaHa CTUMYJIaliysl
CIALIS geiicTBa KaTo moMara Ha KpbBOHOCHUTE Ch/IOBE BB Barlus meHuc 1a ce OTIycHAT H J1a
MO3BOJIST MIPUTOKA HA KPBB B TieHNca Bu. PesynraTsT oT ToBa € moto0peHa epekTiiiHa QyHKITUS.
CIALIS nsama na Bu momorHe, ako HAMaTe ePeKTHIIHA TUCHYHKITHSL.

Baxno e ga ce oroenexwu, ue CIALIS He neficTBa, ako HsIMa ceKcyasiHa cTuMynanus. Bue n Bammst
MapTHBOP IIC TpSI6Ba J1a C€ BKIIFOYUTEC B HIO6OBHaTa urpa, CbIlo KakTo ounxrte HalrpaBWJIA , aKO HE
B3€MarTe JIEKapCTBO 3a ePEeKTHITHA TUCHYHKITHS.

2. Kakgo TpsoBa 1a 3Haete, npeau aa npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTE AJIEPTUYHU KbM TaJana(uil Uik KbM HAKOS OT OCTAHAJTUTE ChbCTABKH HA TOBA JICKAPCTBO
(u130poeHu B TOUKa 6).

- B3eMare HIKaKbB BUJ] OPraHUYCH HUTPAT WM JOHOPH Ha a30TE€H OKCHJ] KaTO aMII HUTPUT.
Toga ca rpyna nekapctsa (,,HUTpaTH ), H3MOI3BAHU MPH JICYCHUETO HA aHTUHA MIEKTOPUC
(,,rpbaHa 6oska”). CIALIS e mokasai, e yBeanuapa e()eKTUTE Ha TE3U JIEKapCTBa. AKO B3eMaTe
HsIKaKBa (pOpMa Ha HUTPATH WU HE CTE CUTYPEH, Ka)KeTe Ha JIeKapsl CH.

- MMaTe CEPUO3HO CHPICYHO 3200 IsIBaHE UM UMATE CKOPOIICH ChPJICYCH MPUCTHIT ITPe3
nocaenaure 90 gHU.
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- “MaTe CKOPOIIIeH MO3bYUEH HHCYIT (yAap) Mpe3 mociaenHuTe 6 Mecena.
- UMaTe HUCKO KPHBHO HAJISTaHE WM HEKOHTPOJIMPAHO BUCOKO KPHBHO HAJIATAHE.

- HSKOTa CTE MMaJIi 3ary0a Ha 3peHHUe B pe3yiITaT Ha HeapTepHaliHa aHTePHOpPHA HCXEMUYHA OYHA
nesponatus (NAION) - cbeTosiHHE, OITMCBAHO KaTo ,,MHCYJIT Ha OKOTO”.

- npueMare puonuryat. ToBa JISKapcTBO Ce M3IOJI3BA 3a JISUCHUE Ha Oestoipo0Ha apTepuaiHa
XUNEPTOHUS (T.€. BACOKO KPBBHO HajsATaHe B Oenute ApoOOBE) U XPOHUYHA TPOOMOEMOOIMYHA
OenonpoOHa XxunepToHus (T.e. BACOKO KPhBHO HajsATaHe B OenuTe ApoOoOBe B pe3yliTaT Ha
KpBBHHU cheupenH). Jlokaszano e, ue OJIES unxuburopure, kato CIALIS, 3acuiBar edexra Ha
MOHW)KaBaHe Ha KPHBHOTO HAJSITAaHE HAa TOBA JIGKAPCTBO. AKO B3eMaTe PHOIIMTYAT WK HE CTE
curypHd, nHpopmupaiite Bammus nekap.

Ipexynpesxknennsi u npeAna3sHu MepKU
I'oBopere ¢ Bammms nekap, npenu na npuemere CIALIS.

O6’pr€Te BHHUMAHUC, Y€ CCKCYya/IHATa aKTUBHOCT HOCH BB3MOXKXHU PHUCKOBC 3a MAIIUCHTU CHC
CBpJIEYHO 3a00IIsABaHe, ITOpaIi TOBA, Y€ TOMBIHUTEIIHO HATOBAapBa ChpLeTo Bu. Ao uMaTe chpleueH
mpo0IieM TpsIOBa N1a KaKeTe Ha JIeKaps CH.

IIpenu na npuemere TabieTkuTe, yBeaoMeTe Bamus nekap, ako umare:

- CHPIOBUAHO-KJIETHYHA aHEMUs (AHOMAJIHMsI HA YePBEHUTE KPBBHU KIIETKH).
- MYJTHUIUIEH MUEJIOM (TyMOp Ha KOCTHHUSI MO3BK).

- JIeBKeMUs (TyMOp Ha KPHBHHUTE KIJIETKH).

- HSIKaKBU eopMalus Ha TIEHUCA.

- cepro3eH NpodieM ¢ YepHUst 1poo.

- cepuo3eH npobieM ¢ 6p0penure.

He e m3BectrO manu CIALIS e edexkTrBeH npy nanueHTH, KOUTO UMAT:

- Ta30Ba OMNeparus

- OTCTpaHsIBaHE Ha IIsJIaTa WK HA 9acT OT MPOCTATHATA KJI€3a, PU KOETO ca MPEKhCHATH
HEepBHTE Ha MpocTaraTa (paJuKaiHa, HEChXpaHsBaIlla HepBa MPOCTATEKTOMHUS).

AKO TOJTyyuTe BHE3aITHO HaAMaJICHUE WK 3ary0a Ha 3peHuero, crpere npuema Ha CIALIS u
He3a0aBHO ce cBbpkeTe ¢ Bamus siekap.

[pwu HsKOM NMaNMEHTH, IpUEMAIIH Tafganadui, e oTOeNsI3aH HaMaJIeH CITyX WM BHe3arHa 3aryba Ha
ciryxa. Benpeku de He € H3BECTHO 1y ChOMTHETO € MPSKO CBBP3aHO ¢ Tajanadui, ako MOIyIuTe
HaMaJieH CIIyX WJIM BHe3alHa 3ary0a Ha ciryxa, cnpete npuema Ha CIALIS u He3abaBHO ce cBBpKeTe C
Bamms nekap.

CIALIS He e npenHa3HaYeH 3a yrmoTpeda OT KEHHU.

Jeua v roHoOIIN
CIALIS He e npenHa3HaveH 3a yrnoTpeda OT Jiela ¥ FOHOIH 10/ 18 roquHu.

Jpyrn nexapcra u CIALIS
Hudopmupaiite Bamust gekap, ako npreMare, HACKOPO CTe MPUEMATIH WK € Bh3MOXHO J1a TPHEMETE

HAKAaKBU APYTH JICKAPCTBA.

He npuematiite CIALIS, ako Bede mpreMaTe HUTPATH.
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Hsxkou nekapctBa moxe na 0baat nosausau oT CIALIS wiu Te Moske 1a oKakat BIMSHUE BBPXY TOBa
koJsko fo6pe 1ie aeiicrea CIALIS. Uudopmupaiite Bamius nexkap win GpapMaiesT, ako Bede
npremMare:

- anda 60kep (ynotpebsiBa ce 3a JeUeHHE Ha BUCOKO KPBBHO HAJATAHE WU HA YPUHAPHH
CHMITOMH, CBBbP3aHU ¢ 100OpoKayecTBeHA XuIepIuiasus (yBeIMYCHUE) Ha IPOCTATaTa).

- JPYTH JIEKapCTBa 3a JICUeHUE Ha BUCOKO KPHBHO HAJIsITaHE.

- pHOIHUTYAT.

- MHXHOUTOP Ha S-anda peaykraszara (ynorpeOsBa ce 3a JieueHue J0OPOKaueCTBEHA XUIIEPILIa3Us
(yBenuueHue) Ha mpocTaraTa).

- JIeKapCTBa KaTo KETOKOHA30J1 TA0JICTKH (3a JIeueHHE Ha I’bOMYHNA WH(MEKITNHN) U MPOTEea3HU
naxuouTopH 3a teuenue Ha CIIMH nmm HIV-urdexus.

- ¢denobapOuTan, GeHUTONH 1 KapbamaszenuH (IPOTUBOT'bPUYOBH JICKAPCTBA)

- pUQaMITUIMH, €PUTPOMHIIH, KIAPUTPOMUIMH UITH HTPAKOHA30I

- JPYTH BUJOBE JICUCHUS 32 EPEKTUIIHA TUCHYHKITHS.

CIALIS ¢ HANUTKH U AJIKOXO0JI

HNudopmanusta 3a epekra Ha ankoxoiia € B paszei 3. COKbT OT rpelnpyT MOXKE J1a OKaXKe BIUSIHUC
BBPXY TOBa KoJKo modpe mie aeiictea CIALIS u TpsOBa na ce mprema ¢ MOBHUIIIEHO BHUMAaHHE.
I'oBoperte ¢ Bamms nekap 3a moBede nHGOpMAIIHsL.

DepTHanTeT

IIpu neyenue Ha Kydera € HaOMI0IaBaHO HaMaJIEHO 00pa3yBaHe Ha criepMa B Tectucute. Hamamnssane
Ha criepMaTa ce HabJro1aBa Mpy HAKOU MbKe. Te3u e(eKTH € MaJIKo BEPOSITHO Jja JOBEAAT 10 JIUICca
Ha pepTUnHTeT.

lopupane u padora ¢ MAILIUHU

Hsikou mbxe, kouto ca npuemanu CIALIS no Bpeme Ha KIMHUYHU MPOYYBAHNS, ca CHOOIIMIIHN 32
3amasHOCT. [IpoBepeTe BHUMATEITHO KaK MOHACATE TaOJETKHUTE MPeIH Jia modupaTe WK U3N0I3BaTe
MAIlUHH.

CIALIS cbpabpaxa jJakTo3a:
AKO UMaTe HEMOHOCHUMOCT KbM HSIKOH 3aXapH, CBBpKETe ce ¢ Bamms Jiekap npeau npuema Ha ToBa
JIEKapCTBO.

3. Kaxk na mpuemarte CIALIS

Bunaru npuemaiite ToBa J€KapcTBO TOUHO KakTo Bu e kazan BamusaT nekap. Ako He CTe CUTYpHH B
HeIo, monutaite Bamus nekap wnn dpapMarienT.

Tabnetkute CIALIS ca 3a ynmotpeba mmpe3 ycrara camo mpu Mbxe. [lormpinaiite TadneTkara msma ¢
Majko Bojaa. Mokere Ja B3eMaTe TaOJIETKUTE ChC WM 0€3 XpaHa.

IIpenopbrunTeTHaTa HavYaaHa 1034 € ¢Ha TabneTKa oT 10 mg mpeau CeKcyanaHa akTUBHOCT. AKO
e(exThT Ha Ta3| 71032 € TBHP/IE Ci1ad, BammusT iekap Moxke fa yBennuu go3ara 1o 20 mg. TabneTkure
CIALIS ca 3a ynorpeba mpe3 ycrara.

Bue moxere na B3emere Tabnerka CIALIS mone 30 MuHyTH NIpeau CEKCyanHa aKTUBHOCT.
CIALIS moxe na e omie edexTrBeH 10 36 daca ciie MpueM Ha TafiieTkara.

He B3ematite CIALIS noseue ot Benubk qaeBHo. CIALIS 10 mg u 20 mg e npeaHa3HaveH 3a

yroTpeda npen OYakBaHa CeKcyaliHa aKTUBHOCT U HE ce TIPENophUBa 3a MPOJIbIDKUATEITHA €XKETHEBHA
ymotpeoa.
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Baxno e na ce otoenexu, ue CIALIS He meficTBa 6e3 cekcyanHa ctuMmynanus. Bue u Bammust
MApTHHOP IIe TPSIOBa Ja Ce BKIIFOUUTE B MPEJABAPUTEIIHA UTPa, CHIIO KAKTO OMXTE, aKO HE B3eMarte
JICKapPCTBO 3a CPEKTUITHA AUCHYHKITUS.

Ynorpebara Ha aTKOXO0J MOKe Ja MOBJMsie Bamara cmocoOHOCT 3a epeKIns 1 MOXKe BPEMEHHO J1a
HaMaju BameTo kpsBHO Haysirane. Ako Bue cte nmpuenn win mraaupare aa npuemere CIALIS,
n30sTBaiTe MpeKOMepHaTa yrnorpedaTa Ha alnKoxoJl (HUBO Ha anKoxoJd B KpbBTa oT U Haj 0,08%), Thit
KaTO TOBa MOXE JIa YBEJIMYU PUCKA OT CBETOBBPTEXK, KOraTo CTaBarte.

AKo cTe Ipuesu moBede oT HeoOxoammata n1o3a CIALIS
Ceppikere ce ¢ Bammus nexap. Moxe 1a noiay4urte Hexenanu e(heKTH, ONMCaHH B TOUKa 4.

AKO UMaTe HAKAKBHU JOMBJIHUTEIHNA BBIIPOCH, CBBP3aHH ¢ YIIoTpebara Ha TOBa JIEKAPCTBO, TOMUTANTE
Bamus nexap uinu papmarienr.

4. Bb3MOKHH HeKeJTaHU PeaKIuu

KaxTo BCcHUKH JIeKapcTBa, TOBA JIEKAPCTBO MOKE J1a MPEU3BUKA HEXXKEJIaHU PeakIiH, BbIPEKH Ye He
BCEKU I'l ofy4asa. Te3u eQekTn 0OMKHOBEHO Ca JIEKU 10 YMEPEHHU 10 IPUPOJIA.

AKO TOJIy4YHTe HAKOH OT CJIeTHUTE HeKeJaHH JIEeKAPCTBeHU PeaKiuu, crpeTe ynorpedara Ha

JIEKapCTBOTO U He320aBHO MOTHPCETEe MeTUIIUHCKA MOMOIIL:

- aJepruyHH pPeakiuH, BKIIOYUTEIHO OOpPHUBH (YECTOTA - HEUECTH)

- Oonka B 00yacTTa Ha TEPIHUS KOII — HE M3MOI3BANTEe HUTPATH, a He3a0aBHO MOTHPCETe
MEUIIMHCKA MTOMOII (4€CTOTa - HEYECTH)

- TIpHANU3BM, MPOIBIDKUTENIHA U Bh3MOXKHO OoJie3HeHa epekiius ciep npueM Ha CIALIS (uectora
- penku). AKo UMate moA00Ha EPEKIHs, KOATO Tpae B IPOABIDKEHUE Ha TIOBEUE OT 4 vaca, TpsiOBa
He3a0aBHO J]a ce CBBPXKETE C JIeKapsl CH.

- BHe3amHa 3ary0a Ha 3peHHe (Y4ecToTa - PeJIKH).

Hpyru cpo01aBany HeXKENaH! PeaKIInu:

Yecru: (HabmonaBanu npu 1 10 10 Ha Bceku 100 manueHTH)
- rinaBoOoJue, 0oika B rbp0da, MycKyJIHU 00K, 00JIKa B PHLETE U KpakaTa, 3auepBsiBaHe Ha
JIUIIETO, 3alyIlIBaHe Ha HOCA U JIONIO XPaHOCMUJIAHE.

Heuecrn: (HabmonaBanu npu 1 10 10 Ha Bceku 1 000 nanuenTH)

- 3aMasHOCT, KOpeMHa 00JIKa, rajieHe, NOBPBIIAHe, KUCEIIMHH, 3aMbIJIEHO BIXKIaHe, 00JIKa B
OYHuTe, 3aTPYAHEHO AWIIaHe, HATMYNE HA KPBB B yPUHATA, TIPOABIDKUTENHA €PEKIUs, YCellaHe
3a CHJTHO ChpIieOMEHe, YUECTeH ITyJIC, TOBUIIEHO KPBBHO HAJSTaHE, TOHMKEHO KPHBHO
HaJIsIraHe, KbpPBEHE OT HOCA,lIyM B YIIUTE, IO{yBaHE Ha PBIETE, KpaKkaTa WM [JIE3EHUTE U
yMmopa.

Penxu: (HabmromaBanu rpu 1 10 10 Ha Bcexkn 10 000 marmenTH)

- cabocT, TPUIaIbIK U IPEXOIHA 3aryba Ha TTaMeT, MoAyBaHe Ha KIIeMaduTe, 3auepBsBaHe Ha
OYHTE, BHE3AITHO HAMAJISIBAHE WJIH 3ary0a Ha CIyX, YpTUKapus (ChpOSIIY YepBEHH METHA Ha
MOBBPXHOCTTA Ha KOJKaTa), KbPBEHE OT IEHNCA, HaJIMYKe Ha KPBB B CEMEHHATA TEYHOCT U
[OBUIIEHO ITOTEHE.

[Ipu mpxe, npuemaniu CIALIS, psinko ca cho0maBanu cbio HHPapKT 1 HHCYAT. [loBedeTo oT Te3u
MBXKe Ca UMaJId M3BECTHHU ChP/ICUHH MTPOOJIEMH TPEIH 12 B3€MaT TOBA JICKapPCTBO.

Psinko e cro011aBaso 3a 9aCTHYHO, BPEMEHHO M TIOCTOSIHHO HaMaJIeHHe WK 3aryba Ha 3peHre Ha
€THOTO WJIH JBETE OUU.
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Hsixon 1oNbJIHUTEIHH PeIKH HeskeJIaHu eeKTH ca choOIaBaHu npu Mbxe, npuemany CIALIS,

KOHTO He ca HaOJI0JaBaH! B KIIMHUYHY MPOYYBaHUs. Te BKIIIOYBAT:

- MUTPEHA, OTOK Ha JIUIETO, CEpUO3HA aJleprHUHa PEaKIus, MPUIMNHABAIIA OTOK Ha JIUIETO WIH
I'BPJIOTO, CEPUO3HU KOXHHU OOPUBH, HAKOU HApyIICHUS, MOBJIUSBAIIN KPhBOTOKA KbM OUYHTE,
HEpaBHOMEPEH ITyJIC, CTCHOKap/I¥sl M BHE3aITHA ChpJCUHa CMBPT.

HexenanaTa peakius 3aMastHOCT € ChOOIIIEHA TI0-YECTO MPH MBKE HA BB3PACT HaJl 75 TOJUHU, KOUTO
npuemat CIALIS. /luapus ce cho011aBa mo-4ecTo Npu MbKe Ha Bb3pacT Haj 65 roquHu, KOUTO
mpuemat CIALIS.

Cno01aBaHe HA HeXKeJIAHH PeaKIu

AKO TIOTTyuHTe HAKAKBU HEXEJIAaHU JIEKAPCTBEHH PEaKINY, yBeoMeTe Barmst nexap win hapmareBT.
ToBa BKIIFOUBa BCHYKH BH3MOYKHH, HEOITMCAHH B Ta3H JINCTOBKA HEXEJIAHU peakunuu. MokeTe ChIIo Aa
CHOOIINTE HEXKENAHU PEeaKIUN JUPEKTHO Upe3 HAI[MOHAIHATA CHCTEMA 32 ChOOIIaBaHe, TOCOYEHA B
[Mpunosxxenue V. Kato cho0IaBaTe He)KEIaHN PeaKIUy, MOXKETE Ja JaIeTe CBOS IPUHOC 32
MoJiyyaBaHe Ha MoBeue HHGOpMaIMsS OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na coxpansiate CIALIS
CobxpaHsBaiiTe TOBa JIEKAPCTBO HAa MSICTO, HEAOCTBIIHO 3a JIeLa.

He n3non3BaiiTe TOBa JIEKapCTBO CIIE CPOKA HA TOTHOCT, OTOEIISI3aH BEPXY KapTOHEHATa OIIAaKOBKA U
ommcrepa cien ,,I'onen mo:“/,,EXP:“. CpokbsT Ha TOJHOCT OTroBaps Ha MOCIEIHUS IeH OT TOCOYEHUS
Mecell.

[la ce chxpaHsiBa B OpUTMHAIHATA OTIAKOBKa, 33 Jia ce Ipe/nas3y ot Biara. He cbxpaHsBaiite npu
temrepatypa Hajg 30°C.

He HSXBLpHHfITe JICKapCTBAaTa B KaHAJIM3aluATa UIN B KOHTGﬁHepa 3a JOMAIllHU OTIIaaAbIIn.
[TonmraiiTe Bamus q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATd, KOUTO BEYC HC U3II0JI3BATC. Tes3n
MCPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC Ha OKOJIHATa Cpea.

6. Chabp:xaHue HA OIAKOBKATA M JOINBJIHUTEIHA HHpopManus

Kaxso coabp:ka CIALIS

- AKTHBHOTO BelleCcTBO ¢ Tajanadmi. Beska tabnerka chabpika 10 mg taganagur.

- Jpyrure ¢cbCcTaBKH ca:
Sapo Ha TadJeTKaTa: JJaKT03a MOHOXHUAPAT (BIKTE Kpas Ha TOYKa 2), KPOCKapMeto3a HaTpHiA,
XUIPOKCHUIIPOITMIIIIEIY/I03a, MUKPOKPUCTAIMHHA 11E1yJ103a, HATPUERB JIaypuiicyiat, MarHe3uen
cTeapar.
@OuIMOBO MOKPHUTHE: JIAKTO32 MOHOXUIPAT, XUIIPOMEI03a, TPUAIIETUH, THTAHOBB JHOKCHU]]
(E171), xbaT xenezen okcun (E172), Tank.

Kaxk m3rie:xkaa CIALIS u kakBo chabp:ka onakoBKaTa

CIALIS 10 mg e cBetiio xbita puaMupana TadieTka ¢ popmara Ha OajeM U € MapKUpaHa OT eJHaTa
ctpana c "C 10",

CIALIS 10 mg ce mpemiara B OJMCTEPHH OMIAKOBKH 110 4 TaOJIETKH.

IIpuTe:kaTes Ha pa3pelIeHHETO 32 yNOTPeda M MPOM3BOIUTE

Ipurexaren Ha paspemienneTo 3a yrnorpeba: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ
Utrecht, Hunepmasmus.
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Ipoussomuren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Mcmanmust.

3a morreTHATENTHA WH(GOPMAITHSI OTHOCHO TOBA JIEKAPCTBO, MOJISA, CBBPIKETE CE C JIOKATTHUS
MIPE/ICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoa.

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Holdings Limited atstovybé
Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bouarapus Luxembourg/Luxemburg

TII "Enu JIumu Henepaaug" B.B. - Bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELILILLY CR, s.r.o. Lilly Hungéria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.

TIf: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.

Tel. + 49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Holdings Limited Eesti filiaal Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: + 47 22 88 18 00

E)\\Gda Osterreich
OAPMAZEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: + 43-(0) 1 711 780
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.

Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00

France Portugal

Lilly France SAS Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Romaénia

Eli Lilly Hrvatska d.o.0. Eli Lilly Romania S.R.L.

Tel: +385 1 2350 999 Tel: + 40 21 4023000

Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: + 353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10
island Slovenska republika
Icepharma hf. Eli Lilly Slovakia, s.r.o.

Simi: + 354 540 8000 Tel: + 421 220 663 111

Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab

Tel: + 39- 055 42571 Puh/Tel: + 358-(0) 9 85 45 250
Kvbzpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

TnA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija United Kingdom

Eli Lilly Holdings Limited Eli Lilly and Company Limited
parstavnieciba Latvija Tel: + 44-(0) 1256 315000

Tel: +371 67364000
JlaTa Ha MoCJIeIHO Mpepa3srJieKaaHe HA JIUCTOBKATA

Hoapo6Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA Ha ye6caﬁTa Ha EBpOHGfICKaTa arcHuus
1o JiekapcTBaTa: http://www.ema.europa.eu
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JlncroBka: undopmanusi 3a noTpeduTeNs

CIALIS 20 mg ¢pnamupanu TadaeTKH
Tanmanadun (Tadalafil)

IIpoyeTeTe BHUMATEIHO IAJIATA JUCTOBKA, MPEIH J1a 3aMl04YHeTe /1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO T4 ChAbPKa BaxHa 3a Bac ungopmanus.

- 3amasere Ta3u JUCTOBKAa. MoJKe /1a ce HaJIOXkKHU J1a sl IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTBIHUTEITHHA BBIIPOCH, TonuTaiiTe Bamus nekap wiu gpapmarieBT.

- Toa snekapcTBO € npennucano JnyHo Ha Bac. He ro mpeorcrrnBaiite Ha npyru xopa. To moxe
Jla M HaBpely, HE3aBUCHMO Y€ MPU3HAILIMTE HA TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bamwre.

- AKO TIOJTyYuTe HAKAKBU HEXKEJIAHU PEaKilvu, yBeroMeTe Bammus iekap wiu dpapmanent. ToBa
BKIIFOYBA M BCHYKH BH3MOKHU HE)KEJTaHU PEeaKIny, HEONMMCAHN B Ta3u JIMCTOBKa. BrokTe
Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakso mpencrasnssa CIALIS u 3a kakBo ce u3nomna3pa
Kakso TpsiOBa na 3naere, mpenu aa mpuemere CIALIS

Kak nma nmpuemare CIALIS

BBb3M0KHM HEXETaHU pEeaKLUK

Kak na cexpansiBate CIALIS

ChbabppkaHue Ha ONIaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

SOk wdE

1. Kaxkso npencraBassa CIALIS u 3a kakBo ce n3noji3Ba

CIALIS e 3a nevenue Ha Bb3pacTHU MBXKE C peKTHIIHA TUCPYHKIMS. ToBa € ChbCTOsSTHUE, TIPH KOETO
MBKBT HE MOXKE J1a JJOCTUTHE, WJIU J1a 33]bP)KH TBBP/I, PEKTUPAH TICHHUC, TIOAXO/IAI] 38 CEKCyalHa
aktuBHOCT. CIALIS moka3Ba 3HaunTETHO TOJJOOPEHNE HAa CIOCOOHOCTTA J1a CE TOJIY9H TBBPI,
€PEeKTUPAH MEHKC, TOAXO/ISAI 32 CEKCYaTHa aKTHBHOCT.

CIALIS cbabpxa akTHBHOTO BEIIECTBO Taj1aiaduil, KOeTO MPUHAIEKH KbM rpynara JeKapCTBEHH
MPOAYKTH, HApEUCHU HHXUOUTOpHU Ha PochoauecTepasara tuil 5. Ciiel cekcyaliHa CTUMYJIAIUs
CIALIS geiicTBa KaTo moMara Ha KpbBOHOCHUTE ChIOBE BB Balius eHuC 1a ce OTIycHAT | Jia
MO3BOJIST MPUTOKA HA KPBB B TieHNca Bu. PesynraTsT oT TOBa € moio0pena epekTriiHa QyHKITUS.
CIALIS nsaMa na Bu moMorHe, ako HAMaTe epeKTHIIHA TUCHYHKITHSL.

Baxno e ga ce oroenexu, ue CIALIS He neficTBa, ako HsMa cekcyaliHa cTuMyanus. Bue n Bammsr
MapTHBOP IIC TpSI6Ba J1a C€ BKIIFOYUTEC B HIO6OBHaTa urpa, CbIlo KakKTo ouxre HalpaBUJIK , aKO HE
B3€MarTe JIEKapCTBO 3a ePEeKTHITHA TUCHYHKITHS.

2. Kakgo TpsnoBa 1a 3Haete, npeau aa npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTe aJIeprUYHH KbM Tamaiadul HiIH KbM HIKOS OT OCTaHAJIMTE ChCTAaBKH Ha TOBA JIEKAPCTBO
(u30poeHH B TOuKa 6).

- B3eMare HIKaKbB BUJ] OPraHUYCH HUTPAT WM JOHOPH Ha a30TE€H OKCHJ] KaTO aMII HUTPUT.
Toga ca rpyna nekapctsa (,,HUTpaTH ), U3MOI3BAHU MPH JICYCHUETO HA aHTUHA ITEKTOPUC
(,,rpbaHa 6oska”). CIALIS e nmokasai, e yBennuapa e(h)eKTUTE Ha TE3U JIEKapCTBa. AKO B3eMaTe
HsIKaKBa (pOpMa Ha HUTPATH WU HE CTE CUTYPEH, Ka)KeTe Ha JIeKapsl CH.

- MMaTe CEPUO3HO CHP/ICYHO 3200 IsIBaHE MM MMATE CKOPOIICH ChpPJICUYCH MPUCTHIT ITPe3
nocaenaure 90 gHU.
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- “MaTe CKOPOIIIeH MO3bYUEH HHCYIT (yAap) Mpe3 mociaenHuTe 6 Mecena.
- UMaTe HUCKO KPBBHO HaJISATaHE WM HEKOHTPOJIMPAHO BUCOKO KPHBHO HAJISATAHE.

- HSKOTa CTe MMaJH 3ary0a Ha 3peHue B pe3yNiTaT Ha HeapTeprualHa aHTepHOpHA HCXeMHYHA OYHa
Hespomnatus (NAION) - eqHO ChCTOSTHUE, OMIMCBAHO KAaToO ,,MAHCYJIT HA OKOTO .

- npueMare puonuryat. ToBa JISKapcTBO CE M3IOJI3BA 3a JICUCHUE Ha Oelloipo0Ha apTepraiHa
XUNEPTOHUS (T.€. BACOKO KPBBHO HajsTaHe B Oenute ApoOOBE) U XPOHUYHA TPOOMOEMOOIMYHA
OenonpoOHa XxunepToHus (T.e. BACOKO KPhBHO HajsATaHe B OenuTe ApoOoOBe B pe3yliTaT Ha
KpBBHHU cheupenH). Jlokaszano e, ue ®JIES unxuburopure, kato CIALIS, 3acuiBar edexra Ha
MOHW)KaBaHe Ha KPHBHOTO HAJSITAaHE HAa TOBA JIEKAPCTBO. AKO B3eMaTe PHOIMTYaT WITH HE CTe
curypHd, nHpopmupaiite Bammus nekap.

Ipexynpesxknennsi u npeAna3sHu MepKU
I'oBopere ¢ Bammms nekap, npenu na npuemere CIALIS.

CexkcyanHata akTUBHOCT HOCH Bb3MOXKHH PUCKOBE 32 MALMEHTH ChC ChP/CUHO 3a00JIsIBaHe, Iopaau
TOBA, Y€ JOIBJIHUTEIIHO HaTOBapBa chpueTo Bu. Ako nmate chpaeyeH npoOieM TpsiOBa 1a KaxeTe Ha
JIeKaps CH.

IIpenu na npuemere TabieTkuTe, yBeaoMeTe Bamus nekap, ako umare:

- CHhPHOBUAHO-KJIETHYHA aHEMH (AHOMAJIHS Ha YePBEHUTE KPbBHU KIIETKH).
- MYJTHUIUIEH MUEJIOM (TyMOp Ha KOCTHHUSI MO3BK).

- JIeBKeMUs (TyMOp Ha KPHBHHUTE KIJIETKH).

- HSIKaKBU eopMalus Ha IIEHUCA.

- cepro3eH NpodieM ¢ YepHUst 1poo.

- cepuo3eH npobieM ¢ 6p0penure.

He e u3Bectro ganu CIALIS e edekTHBEH NPy MAIUCHTH, KOUTO UMAT:

- Ta30Ba OTEPaLUs

- OTCTpaHsBaHE Ha IUIaTa WIK HA 4acT OT MIPOCTATHATA KJIe3a, IPH KOETO ca MPEKbCHATH
HEepBHTE Ha MMpocTaTaTa (paauKaiHa, HEChXpaHsIBallla HepBa MPOCTATCKTOMHUS).

AKO moJryurTe BHE3aIHO HaMaJleHWe WM 3ary0a Ha 3peHueTo, crpere npuema Ha CIALIS u
He3a0aBHO ce CBbpiKeTe ¢ Bamms siekap.

[pu HsKOM NMaNMEHTH, IpHEMAIH Tafanadui, e oTOeNsI3aH HaMaJleH CIyX WM BHe3arHa 3aryba Ha
ciryxa. Benpeku de He € N3BECTHO s CHOMTHETO € MPSKO CBBP3aHO ¢ Taaanadui, ako MOIyIuTe
HaMaJIeH CIIyX WJIM BHe3alHa 3ary0a Ha ciryxa, cnpete npuema Ha CIALIS u He3abaBHO ce cBBpKeTe C
Bamms nekap.

CIALIS He e nmpeana3HadeH 3a ynotpeda ot >KeHH.

Jeua v roHOIIM
CIALIS He e npenHa3HaveH 3a yrnoTpeda OT Jiela v FHOIIHM 1o 18 ronquHu.

Jpyrn nexapcra u CIALIS
Hudopmupaiite Bamust gekap, ako npreMare, HACKOPO CTE MPUEMAIH WK € Bh3MOXHO J1a PHEMETE

HAKAaKBU APYTH JICKAPCTBA.

He npuematiite CIALIS, ako Bede mpreMaTe HUTPATH.
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Hsxkou nekapctBa moxe na 0baat nosausau oT CIALIS wiu Te Moske 1a oKakat BIMSHUE BBPXY TOBa
koJsko fo6pe 1ie aeiicrea CIALIS. Uudopmupaiite Bamius nexkap win GpapMaiesT, ako Bede
npremMare:

- anga 60kep (ynorpebsiBa ce 3a JeUeHHE Ha BUCOKO KPHBHO HAJSATAHE WU HA YPUHAPHH
CHMIITOMH, CBBbP3aHU ¢ 100poKayecTBeHA XuIepIuiasus (yBeIMYCHUE) Ha IPOCTaTa)

- JPYTH JICKapCTBa 3a JICUeHHE Ha BUCOKO KPHBHO HaJlsITaHe.

- PHOIHTYAT.

- MHXHOUTOP Ha S-anda penykraszara (ynorpeOsBa ce 3a JieueHue J0OpOKaueCTBEHa XUTIePILIa3Us
(yBenuueHue) Ha mpocTaraTa).

- JIeKapCTBa KaTo KETOKOHA30J1 TA0JICTKH (3a JIeueHHE Ha I’bOMYHNA WH(MEKITNHN) U MPOTEea3HU
naxuouTopH 3a teuenue Ha CIIMH nmm HIV-urdexus.

- ¢denobapOuTan, GeHUTONH 1 KapbamaszenuH (IPOTUBOT'bPUYOBH JICKAPCTBA)

- pUQaMITUIMH, €PUTPOMHIIH, KIAPUTPOMUIMH UITH HTPAKOHA30I

- JPYTH BUJOBE JICUCHUS 32 EPEKTUIIHA TUCHYHKITHS.

CIALIS ¢ HANUTKH U AJIKOXO0JI

HNudopmanusta 3a epekra Ha ankoxoiia € B paszei 3. COKbT OT rpelnpyT MOXKE J1a OKaXKe BIUSIHUC
BBPXY TOBa KoJKo modpe mie aeiictea CIALIS u TpsOBa na ce mprema ¢ MOBHUIIIEHO BHUMAaHHE.
I'oBoperte ¢ Bamms nekap 3a moBede nHGOpMAIIHsL.

DepTHanTeT

IIpu neyenue Ha Kydera € HaOMI0IaBaHO HaMaJIEHO 00pa3yBaHe Ha criepMa B Tectucute. Hamamsisane
Ha criepMaTa ce HabJro1aBa MpH HAKOU MbKe. Te3u e(eKTH € MaJIKO BEpPOSITHO [1a JOBEIAT /0 JIUICA
Ha pepTUnHTeT.

lopupane u padora ¢ MAILIUHU

Hsikou mpxe, kouto ca npuemanu CIALIS no Bpeme Ha KIMHUYHH MPOYYBAaHUS, Ca CHOOIINIIH , 4e
noJy4aBat 3aMmasiHocT. [IpoBepeTe BHUMATEIHO KaK MOHACSTE TAOIETKUTE TPeIn J1a Imodupare uiu
M3I0J13BaTe MAILIMHH.

CIALIS cbpabpixa JakTo3a:
AKO MMaTe HEMOHOCHUMOCT KbM HSKOM 3aXapH, CBbpIKETE ce ¢ Barims jiekap npe/iu Ja 3armnoyHere
npreMa Ha TOBa JIEKapCTBO.

3. Kak na npuemarte CIALIS

Bunaru npuemaiite ToBa JIeKapcTBO TOUYHO KakTo By e ka3zanm BamusaT nexap. Ako He CTe CUTYPHH B
Hello, monutaite Bamms nekap wnn ¢papMarienT.

Tabnerkute CIALIS ca 3a ynotpeba npe3 ycrara camo npu Mbxe. [lormpiaiite TabneTkara 1sia ¢
Majko Bojaa. Mokere Ja B3eMaTe TaOJIETKUTE ChC WM 0€3 XpaHa.

IIpenopbunTe/iHATA HAYAIHA 103a € eaHa TabneTka oT 10 mg mpenn cekcyaaHa aKTUBHOCT.
Bonpeku ToBa, Moxe 1a Bu Obje gameHa mo3a ot exHa Tabnerka ot 20 Mg, Thi kaTo Bamust nekap e
permI, 4e mpenophInTesHaTa 03a oT 10 mg e TBbpe cinada.

Bue moxere ga B3emere Tabmerka CIALIS mone 30 MUHYTH TIpein ceKCyaHa aKTHBHOCT.
CIALIS moxe na e omie edexTrBeH 10 36 daca ciie MpueM Ha TadiieTkara.

He B3emaiite CIALIS noseue ot Benuwx qHeBHO. CIALIS 10 mg n 20 mg e npenHa3HaveH 3a

yroTpeda npey OYakBaHa CeKcyaliHa aKTUBHOCT M HE Ce MPENophUBa 3a MPOIbIDKUATENHA €XKETHEBHA
ymotpeoa.
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Baxxno e ma ce oroenexu, ue CIALIS He neficTBa 6e3 cekcyanHa cruMmysnanus. Bue n Bammsit
MapTHHOP IIe TPIOBa J1a Ce BKIIFOUUTE B MPEABAPUTEIIHA TP, CHIO KAKTO OUXTE, aKO HE B3eMaTe
JICKapPCTBO 3a CPEKTUITHA AUCHYHKITHUS.

Ynorpebara Ha aTkKOXO0J MOKe JIa MOoBIMsie Bamara cmocoOHOCT 32 epeKIrs 1 MOXKe BPEMEHHO J1a
HaMayu BameTo kpsBHO Haysirane. Ako Bue cte nmpuenn wiun miaaupare aa npuemere CIALIS,
n30sTBalTe MpeKOMepHaTa yrnorpedaTa Ha alnKoxoJl (HUBO Ha alKoXoJd B KpbBTa OT 1 Haf 0,08%), Thii
KaTO TOBa MOXE JIa YBEIMYU PUCKA OT CBETOBBPTEXK, KOTaTo CTaBare.

AKo cTe Ipuesu moBede oT HeoOxoammata n1o3a CIALIS
Ceppikere ce ¢ Bamus nexap. Moxe J1a mony4yute HexenaHu e(heKTH, ONMCaHu B Touka 4.

AKO UMaTe HAKAKBHU JOMBJIHUTEIHNA BBIIPOCH, CBBP3aHH ¢ YyIoTpebara Ha TOBa JIEKAPCTBO, TOMUTANTE
Bamus nexap uiu papmarienr.

4. Bb3MOKHH HeKeJTaHU PeaKIuu

KaxTo BCcHUKH JIeKapcTBa, TOBA JIEKAPCTBO MOKE J1a MPEU3BUKA HEXXKEJIaHU PeakIiH, BbIPEKH Ye He
BCEKU I'l ofy4asa. Te3u eQekTn 0OMKHOBEHO ca JIEKU 10 YMEPEHH 110 PHPOJa.

AKO TOJIy4YHTe HAKOH OT CJIeTHUTE HeKeJaHH JIEKAPCTBEHU PeaKIuu, crpeTe ynorpedara Ha

JIEKapCTBOTO U He320aBHO MOTHPCETEe MeTUIIUHCKA MOMOIIL:

- aJepruyHH pPeakiuH, BKIIOYUTEIHO OOpPHUBH (YECTOTA - HEUECTH)

- 0Oorka B 00JacTTa Ha TBPIHUS KOII — HE M3MOI3BANTEe HUTPATH, a HE3a0aBHO OTHPCETE
MEUIIMHCKA MTOMOII (4€CTOTa - HEYECTH)

- TIpHANU3BM, MPOIBIDKUTENIHA U Bh3MOXKHO OoJie3HeHa epekiius ciep npueM Ha CIALIS (uectora
- penku). AKo UMate moA00Ha EPEKIHs, KOATO Tpae B IPOABIDKEHUE Ha TIOBEUE OT 4 vaca, TpsiOBa
He3a0aBHO J]a ce CBBPKETE C JIeKapsl CH.

- BHe3amHa 3ary0a Ha 3peHHe (Y4ecToTa - PeJIKH).

Hpyru cpo01aBany HeXKENaH! PeaklInu:

Yecru: (HabmonaBanu npu 1 10 10 Ha Bceku 100 manueHTH)
- rinaBoOoJue, 6oika B rbp0Oa, MycKyJIHU 00JKH, 00JIKa B PHLETE U KpakaTa, 3auepBsiBaHe Ha
JIUIIETO, 3alyIlIBaHe Ha HOCA U JIONIO XPaHOCMUJIAHE.

Heuecrn: (HabmonaBanu npu 1 10 10 Ha Bceku 1 000 nanuenTH)

- 3aMasHOCT, KOpeMHa 00JIKa, rajieHe, NOBPBIIaHe, KUCEIMHH, 3aMbIJIEHO BIXKIaHe, 00JIKa B
OYuTe, 3aTPYACHO AMIIaHE, HAINYNE HAa KPbB B ypUHATA, MPOABIDKATEHA €PEKIINs, YCeIIaHe 3a
CHJTHO ChpIIEOMEHE, yUECTEH MYJIC, TOBUIIEHO KPBBHO HAJSITaHE, MOHIKEHO KPHBHO HAJISATAHE,
KbpBEHE OT HOCa, IIyM B YIIUTE, IIOJyBaHE Ha PBIIETE, KpaKaTa WM IJIE3EHUTE U YMOpa.

Penxn: (HabmronaBanu nipu 1 1o 10 Ha Bcekn 10 000 maumenTH)

- cnaboCT, IPUNaabIM U MPEX0o/JHa 3ary0a Ha IaMeT, OoyBaHe Ha KJICMaYnTe, 3aU4epBsIBaHe HA
OYHNTe, BHE3AITHO HaMaJIsIBAaHE WM 3ary0a Ha CIyX, ypTHKapus (ChbpOsIIN YepBEHH ITeTHA Ha
MOBBPXHOCTTA Ha KOXKaTa), KbPBEHE OT MEHHNCa, HaJMYMe Ha KPbB B CEMEHHATa TEYHOCT U
MTOBHIIIEHO MTOTEHE.

IIpu muxe, mpuemaru CIALIS, psako ca cro0maBann ¢hIo HH(GApKT 1 HHCYINT. [loBedeTo oT Te3n
MBKE Ca IMaJH U3BECTHU ChPCYHU MPOOIEMH MPE/IHU J1a B3EMaT TOBA JICKAPCTRO.

Psinko e cro011aBaso 3a 9aCTHYHO, BPEMEHHO HITM TIOCTOSIHHO HaMaJIeHHe WK 3ary0a Ha 3peHre Ha
€IHOTO WJIH JBETE OYU.
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Hsixon 1oNbJIHUTEIHH PeIKH HeskeJIaHu eeKTH ca choOIaBaHu npu Mbxe, npuemany CIALIS,

KOHTO He ca HaOJI0JaBaH! B KIIMHUYHY MPOYYBaHUs. Te BKIIIOYBAT:

- MUTPEHA, OTOK Ha JIUIETO, CCpUO3HA aJlepTHYHa PEaKIus, MPUINHABAIIA OTOK Ha JIUIETO WIH
I'BPJIOTO, CEPUO3HU KOXHHU OOPUBH, HAKOU HApyIICHUS, MOBJIUSBAIIN KPhBOTOKA KbM OUYHTE,
HEpaBHOMEPEH ITyJIC, CTCHOKap/I¥sl M BHE3aITHA ChpJCUHa CMBPT.

HexenanaTa peakiius 3aMassHOCT € ChOOIIeHa I0-4eCTO MPH MBXKe Ha BB3pacT Hax 75 TOIWHU, KOUTO
npuemat CIALIS. {uapus ce cbhoOIaBa mo-4ecTo Ipyu MbKe Ha Bb3pacT Haj 65 roguHu, KOUTO
npuemat CIALIS.

Cno01aBaHe HA HeXKeJIAHH PeaKIu

AKO TIONTyuHTe HAKAKBU HEXEJIAaHU JIEKAPCTBEHH PEaKINY, yBeoMeTe Bamms nexap nin hapmareBT.
ToBa BKIIFOYBa BCUYKH BH3MOXKHH, HEOITMCAHH B Ta3H JINCTOBKA HEXEJIAHU peakuuu. MoxkeTe ChIIo Aa
CHOOIINTE HEXKENAHU PEeaKIUK JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 32 ChOOIIaBaHe, TOCOYEHA B
[Mpunosxenue V. Kato choOIiaBaTe He)KENAHN PEAKIIMU, MOXKETE Ja JaJieTe CBOS MPUHOC 3a
MoJiyyaBaHe Ha moBeue MH(GOpMaIMsg OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na coxpansiate CIALIS
ChbxpaHsiBaiiTe TOBa JIEKAPCTBO HAa MSCTO, HEAOCTBITHO 3a JIeLa.

He n3non3BaiiTe TOBa JIEKapCTBO CIIE CPOKA HA TOTHOCT, OTOEISI3aH BEPXY KapTOHEHATa OIIAaKOBKA U
ommcrepa cien ,,I'onen mo:“/,,EXP:“. CpokbsT Ha TOJHOCT OTroBaps Ha MOCJIEIHUS IeH OT TOCOYEHUS
Mecell.

[a ce cpxpaHsiBa B OpUTHHAIHATA OTAKOBKA, 32 J1a ce Mpe/na3n oT Biara. He cbxpaHsBaiite npu
temrepatypa Hajg 30°C.

He HSXBLpHHfITe JICKapCTBAaTa B KaHAJIM3aluATa UIN B KOHTGﬁHepa 3a JOMAIllHU OTIIaaAbIIn.
[TonmraiiTe Bamus q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3II0JI3BATC. Tes3n
MCPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC Ha OKOJIHATa Cpea.

6. Chabp:xaHue Ha OIAKOBKATA M JOINBJIHUTEIHA HHpopManus

Kaxkso coabp:ka CIALIS

- AKTHBHOTO BelecTBO ¢ Tafanadwmi. Beska tadbnerka CIALIS cpappxa 20 mg Tananadu.

- Jpyrure ¢cbCcTaBKH ca:
Sapo Ha TadJeTKaTa: JJaKT03a MOHOXHUAPAT (BIKTE Kpas Ha TOYKa 2), KPOCKapMeio3a HaTpHii,
XUIPOKCHUIIPOITMIIIIEIY/I03a, MUKPOKPUCTAIMHHA 11E1yJ103a, HATPUERB JIaypuiicyiat, MarHe3nuen
cTeapar.
@OuIMOBO MOKPHUTHE: JIAKTO32 MOHOXUIPAT, XUIIPOMEI03a, TPUAIIETUH, THTAHOBB JHOKCHU]]
(E171), xbaT xenezen okcun (E172), tank.

Kaxk m3rie:xkaa CIALIS u kakBo chIbp:ka onakoBKaTa
CIALIS 20 mg e xbita Gpuimupana TabdsaeTka ¢ popMaTa Ha 0aJieM ¥ € MapKupaHa OT eHaTa CTpaHa
c"C 20"

CIALIS 20 mg ca Hanuyau B OJIMCTEPHU OMAKOBKHU, chabpxamu 2,4, 8, 10 nim 12 tabnetku.

He Bcuuky BHIOBE ONTAaKOBKH MOTaT J1a ObJIaT ITyCHATH B Mpoaaoa.
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IpuTexaTes HA pa3pelIeHNETO 32 YNOTPeda U MPONU3BOTUTE

I[Mpurexaten Ha paspeuienuero 3a ynorpebda: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ
Utrecht, Hunepmasmus.

IMpomseoauren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, cnanus.

3a nombIHUTETHA WH(pOPMAIIHSI OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPKETE CE C JIOKATHUS
MPEJICTABUTEI Ha MTPUTEKATEIIS Ha Pa3pelIeHHETo 3a ynorpeoa.

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Holdings Limited atstovybé
Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Boarapust Luxembourg/Luxemburg

TII "Enu JIunu Henepnaua" B.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELILILLY CR, s.r.0. Lilly Hungaria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.

TIf: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.

Tel. + 49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Holdings Limited Eesti filiaal Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: + 47 22 88 18 00

E)AGdo. Osterreich
OAPMAZEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z 0.0.

Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00

France Portugal

Lilly France SAS Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Romaénia

Eli Lilly Hrvatska d.o.0. Eli Lilly Romania S.R.L.

Tel: +385 1 2350 999 Tel: + 40 21 4023000

Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: + 353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10
island Slovenska republika
Icepharma hf. Eli Lilly Slovakia, s.r.o.

Simi: + 354 540 8000 Tel: + 421 220 663 111

Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab

Tel: + 39- 055 42571 Puh/Tel: + 358-(0) 9 85 45 250
Kvnpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

TnA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija United Kingdom

Eli Lilly Holdings Limited Eli Lilly and Company Limited
parstavnieciba Latvija Tel: + 44-(0) 1256 315000

Tel: +371 67364000
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I[aTa Ha MMOCJCIHO NMpepasrjekKaaHne Ha JIMCTOBKaTa

[Tonpobna nH(OpMarMs 3a TOBa JIEKapCTBO € IpelocTaBeHa Ha yeOcaiita Ha EBporneiickara areHuus
no Jiekapcrearta: http://www.ema.europa.eu
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