IMPUJIOKEHHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

CIALIS 2,5 mg ¢punmupanu TabiaeTKku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika Tabnetka cpappika 2,5 mg tananadun (tadalafil)

IIoMOIIIHO BEIIECTBO C U3BECTHO ACUCTBUE

Bceska ¢hunmupana tabneTka chabpka 87 mg 1akro3a (KaTo MOHOXHIIPAT).

3a IBIHUA CIIUCHK HAa OMOIIHUTE BEIECTBA BUKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
dunmupana Tabnerka (TadbieTka)

CBeTJI0 OpaHKeBO-)KBJITH TabaeTku ¢ popma Ha OaeM, MapKUpaHu OT eaHaTa crpana ¢ "C 2 14",

4. KJIMHUYHU JTAHHU

4.1 TepaneBTHYHH NOKA3AHUSA

Jleuenne Ha epeKTHIHA TUCQYHKIMS IPU B3PACTHH MBXKE.

3a na Obne eekTUBEH Taganaduil, Ce H3UCKBA CEKCyaIHa CTUMYIIALUsL.
CIALIS He e moka3aH 3a ynorpeda oT KCHHU.

4.2 Jlo3UpOBKa U HAYMH HA NPUJIOKEHUE

EO3I/I[ DOBKa

Bb3pacmHu Mwbotce
HpenoquBaHaTa J03a € 10 mg, NpueTa rpeau O4YakBaHaTa CCKCyaJiHa aKTUBHOCT, CbC UJIHU 0e3 XpaHa.

[Ipu Te3u nanmenTy, npu kouTo Taganadun 10 mg He BOIU 10 MOAXOAIN ehEKT, MOXKE Ja Ce OMUTa
20 mg. Ta3u n03a Moxe xa Obae nmpueta none 30 MUHYTH MPEIH CEKCyallHa aKTHBHOCT.

MaxkcuMarHaTa 9ecToTa Ha IIpueEM € BEAHBXK THEBHO.

Tamanadpun 10 u 20 mg e npegHa3HaveH 3a yrnorpeda Mpeau OYakBaHa CEKCyallHa aKTUBHOCT U HE ce
IpenopbyBa 3a NPOIb/DKUTENHA €XKEIHEBHA YIIOTpeoa.

[Ipu manmenTH, KOUTO MpeaBMKAAT dyecTa ynotpeda Ha CIALIS (namp., moHe nBa MBTH CEAMHUYHO),
MOJKe J1a € OOMHUCIIN KaTo MOAXOMISI] PEXKUM €HOKPATEH JHEBEH NMPHEM Ha Halil-HUCKHUTE 103U
CIALIS, 6a3upaiiku ce Ha n300pa Ha MMAllHEeHTa U PEIICHUETO Ha JeKaps.

[Ipu Te3n manmeHTH npenopbyYBaHara 103a € 5 mg, mprueTa BeJHBK JHEBHO MPHOIH3UTEITHO B €IHO U
CBINO BpeMe Ha JeHs. J[o3aTa Moxe Ja ce HaMauu 0 2,5 mg eHOKPaTHO JTHEBHO Ha 0a3ara Ha
WHJIMBUAYaJIHATa IOHOCUMOCT.



LenecroOpa3HoCTTa HA MPOABIDKUTEIHATA XKEIHEBHA yrIoTpeba TpsiOBa MeprUoIUIHO JIa ce
MIPEOIICHSBA.

Crenyagy nonyJianuu

Mmuvorce 6 cmapuecka 6v3pacm
[Ipu MmBke B cTapuecka Bb3pacT HE Ce M3WCKBA aJallTHPaHe Ha J03aTa.

Muoice ¢ bvbpeuno yepesicoane

He ce nanara HamansBaHe Ha Jj03aTa [Py NalMEHTH C JIEKO 0 YMEpeHo ObOpedyHo yBpexkIane. 3a
MAIMEHTH C TeXKKO ObOPEYHO yBpekJaHe MaKCHMallHaTa pernopbuBaHa fo3a € 10 mg. [Ipu nanuentu
C TEXKO OBOpPEUHO YBpEKAaHe TO3UPAHETO Ha Tajanadui eIMH BT JHEBHO HE ce TPEnophyBa (BXK.
Touka 4.4 v Touka 5.2).

Mworce ¢ ueprodpodno yspexcoane

[IpenopbuBanara qo3a CIALIS e 10 mg, npuera npeau oyakBaHa CeKCyallHa aKTUBHOCT U 03 Bpb3Ka
¢ xpaneHeTo. ViMa orpaHnveHn KIMHUYHU JaHHH 3a Oe3omacHocTTa Ha CIALIS mpu mamnuentn ¢
Texka yepHoapoOHa HenocraTbuHOCT (Child-Pugh xmac C ); ako ce npeamnucBa, To mpeanucBamnusT
Jiekap TpsOBa Ja HallpaBW BHUMATeEIHA MHINBUAyaTHA IPEIeHKa Ha ChOTHOIIIEHUETO 033/ PHCK.
HsiMa HanmM4HY JaHHW OTHOCHO MPHIIOKEHHUETO Ha JT03U 1MO-BUCOKH 0T 10 mg Tananadui Ha HanueHTH
¢ uepHOAPOOHO yBpexkAaHe. Jlo3upaHeTo euH MbT THEBHO HE € OIEHABAHO MPH ITAllueHTH C
YepHOIPOOHA HEJOCTATHYHOCT, CIACIOBATEITHO, aKO CE MPEIKICBA, TO MPEIUCBAIIUAT IO JeKap
TpsiOBa Ja HANIpaBW BHUMAaTeNIHA HHIUBUAYAIHA TPElieHKa Ha OTHOIIEHHUETO T03a/prCK. (BXK. TOUKa
4.4 v Touka 5.2).

Muvorce ¢ ouabem
ITpu MBbixKe ¢ muabeT He ce U3UCKBA MPOMSIHA B 103aTa.

Ileouampuuna nonynayus:
Hsama cpotBeTHO npunoxxkenue Ha CIALIS B meauarpuyHaTa nomysianys OTHOCHO JIEYEHUETO Ha

epeKTHIIHA JUChYHKIHA.

HauuH Ha npwiIokeHue

CIALIS ce npemtara kato unmMupanu TadneTku ot 2,5, 5, 10, u 20 mg 3a mepopaaHo IPHUIIOKEHHE.
4.3 IIporuBomoka3aHusi

CBp'quyBCTBI/ITeHHOCT KBbM aKTUBHOTO B€IICCTBO HMJIN KbM HAKOC OT IOMOIIIHUTEC BCIICCTBA,
n30poeHu B Touka 6.1.

B xIMHWUYHY POyYBaHMS € YCTaHOBEHO, Y€ Tafanaduil yCHIBa XUIOTCH3UBHUTE €PEeKTH Ha
Hutparute. CMsTa ce, 4e TOBa € pe3yaraT OT KOMOMHUpaHuTe eheKTH Ha HUTpATUTE U Tajaiadu
BBpXy T4 a30TeH okcu/il M®. [Topaau ToBa, npuioxennero Ha CIALIS mpu narnpienTs, Kouto
W3M0J3BAT HAKAKBU (POPMH Ha OPraHUYHU HUTPATH, € MPOTUBOIMOKA3aHO (BXK. ToUKa 4.5).

CIALIS He Tpsi0Ba J1a ce mpujiara Ha MbXe ChC ChPJICYHH 3a00JIIBaHUs, IPH KOUTO CEKCyallHaTa
aKTUBHOCT He e IpernopbunTenHa. Jlekapute TpsiOBa 1a 0OCHIAT MOTSHIIMAIHUS ChPACUEH PUCK OT
CeKCyaJiHa aKTUBHOCT IPU MAallMEHTH C MPEIIEeCTBAI0 ChPISYHO-Ch0BO 3a00IsIBaHE.

CrenHuTe rpyny MaUeHTH ChC ChPACYHOCHIOBO 3a00IIBaHE HE ca O BKIIOUYCHH B KIIMHUYHU

MIPOYYBaHUS ¥ 3aTOBa yrorpedara Ha Taganadui IpH TAX € IPOTUBOIIOKA3aHa!

- MAIUeHTH C MUOKap/ieH MH(APKT B paMKUTE Ha Tiocaeauute 90 nuu,

- MAIMeHTH C HeCTaOWIIHA aHTMHA WJIM aHTHMHA, TPOSABSBAlIa Ce 110 BpEMe Ha I10JI0B aKT,

- MAIUEeHTH ChC ChpeuHa HepocTaThaHOCT Kiac mo NYHA (New York Heart Association) 2 uiu
[I0-BHCOK TIpe3 MOCICAHUTE 6 Mecela,



- MAIMEHTH C HEKOHTPOJIUPAHH apUTMUH, XUIOTOHHS (< 90/50 mm Hg), niu HekoHTpompaHa
XUIIEPTOHNS,
- MAIMEeHTH C HHCYJT B PaMKUTE Ha OCIeIHUTE 6 Mecela.

CIALIS e npoTHBONOKa3aH MpH NaMEHTH ChC 3ary0a Ha 3peHUETO Ha €THOTO OKO, B pe3yJTar Ha
HeapTepraiHa aHTepUOpPHA NCXEMUTHA OYHA HeBpomaTHs (non-arteritic anterior ischemic optic
neuropathy, NAION), He3aBHCUMO OT TOBa, AaJH TO3H €30 € CBbP3aH WM HE C MPEIHIIHA
ynorpeba Ha PDES naxubutop (Bx. Touka 4.4).

Ennopemennoro npuinoxxenre Ha PDES nHxuOuTOpH, BKIIOYUTENHO Taganadull, ¢ TyaHuiar-
LUKJIa3HU CTUMYJIATOPH, KaTO PUOLUTYyarT, € TPOTUBONIOKA3aHO, Thi1 KATO TOBA MOJKE J1a IPUUNHU
CUMIITOMATHYHA XUTIOTOHHS (BXK. TOUKa 4.5).

4.4 CrhenuanaHu npeaynpexIeHus U NpeANa3sHA MepKH NMPH ynoTpeda

IIpemau neuenune ¢ CIALIS

[Ipenu na 6b1e 00CHACHO (hapMaKOJIOTUUHO JICUCHUE, TPIOBa J1a Ce CHEME aHaMHe3a U HalpaBu
(hm3uKaneH nperien, 3a ia ce TMarHOCTHIIMPA SPEKTIITHA TUCHYHKITHS U Ja CE ONPEIEIsT
MOTEHIIMATHUTE TIOJICKAIIN TPUIHHH.

[Ipenu na ce 3amo4YHe KaKBOTO U JIa € JICUCHUE Ha SPEeKTUIHA TUC(PYHKIINS, JIeKapuTe TpsOBa 1a
MPELEHT ChbPJACYHOCHAOBUS CTATyC HA TEXHUTE MALIMEHTH, Thil KATO UMa U3BECTHA CTEIICH Ha
ChpJICUEH PUCK, CBBbP3aH ChC CEKCyaHaTa akTUBHOCT. Tamanaduia uMa Ba30IMIaTaTUBHU CBOMCTBA,
BOJICTITH IO JIEKW M TIPEXOHH MTOHIKEHHS Ha KPBBHOTO HasraHe (BX. Todka 5.1) ¥ 110 TakbB HAYUH
MTOTEHIIUPA XUITOTSH3UBHYS e(DeKT Ha HUTpaTuTe (BXK. Touka 4.3).

OneHkaTa Ha epeKTHIHATa TUC(YHKIMS TpAOBa a BKIIOYBA ONPEACISTHETO HA TOTEHIIMATIHUTE
MOJUIEKAIIM NPUYMHHI U YCTaHOBSIBaHE Ha MOJXOISILO JIEUCHUE CIIe]] IPABUIHA MEJULIMHCKA OLICHKA.
He e uzBectno, namu CIALIS e edexTuBeH npu NaiueHTH, NPETHPIIEIN Ta30BH ONEpaiy HIIH
paavKaiHa, HeChbXpaHsBalla HepBa MPOCTaTEKTOMISL.

CopaeuHo-cu10BU (HaKTOpH

ITo BpeMe Ha NOCTMAapPKETUHIOBY HAOIOAEHHS W/WIIN KIMHUYHY IPOYYBAHUS ca JOKIAIBaHU
CEpHO3HU ChPACYHO-ChAOBH CHOUTHS, BKIIOUBALIN MHOKapACH HH(APKT, BHE3AIIHA ChPACYHA CMBPT,
HecTaOMJIHA aHTHHA TIEKTOPUC, KAMEPHHU apUTMHUH, HHCYIT, TPAH3UTOPHU HCXEMUYHH €MTU30,1H,
rpbAHA O0JIKa, MAIMATAUN U Taxukapaus. [loBeueTo manuenTy, mpu KOUTO ca JOKJIaJBaH! Te3U
CcBHOUTHS, ca UMaJIM NPEALIECTBAIIN ChPIICUHO-ChJOBU PUCKOBHU (akTopu. Beipeku ToBa, HE €
BB3MOXKHO J1a C€ OIPEeIN KaTerOPUYHO, AAIN Te3H ChbOUTHS Ca CBBP3aHH MPSKO C TE3U PUCKOBU
¢axtopu, csc CIALIS, cbe cexcyanaHaTa akTUBHOCT WIIM C KOMOWHANMATA HA TE€3U WU JPYTU
¢axTopu.

[Ipu marueHTH, chC CHITBTCTRAIIO JICUCHUE C AHTUXUTICPTCH3UBHU JICKAPCTBEHH MPOAYKTH,
TaganapuI MOXe J1a HHAYIHPa OHIKEHNE Ha KPBBHOTO Haysrane. Koraro ce 3amouBa e:XeHEBHO
nedeHne ¢ Taganadui, TpsoBa ga ce 0OMHCITH KJIMHIYHATA BE3MOKHOCT 32 aJanTHPaHe Ha 103aTa Ha
AHTUXUIEPTEH3UBHOTO JICUEHUE.

[Ipu manuenTH, KouTO NMpreMar ainda; OJIoKepH, eAHOBpeMeHHOTO mpritokeHue Ha CIALIS moxe na

JI0OBEIe 10 CUMIITOMATHYHA XUIIOTOHHS MTPU HIKOU OT TAX (BK. Touka 4.5). KomOuHupanero Ha
TaganaduI U TOKCa3031uH HE ce TPENoPhYBa.

3penne

CpoOmaBany ca 3pUTEIHN HapyIICHNs, BKIFOUUTEIHO IIEHTPaJIHA CEPO3HA XOPHOPETUHONATHS
(CSCR) u cnyuyan Ha NAION (HeapTepuaiHa aHTEPHOPHA HCXEMUYHA OYHA HEBPOIIATHs1), CBbP3aHH C



npuema Ha CIALIS u npyru PDES uaxuburopu. [ToBeuero ciayuan Ha CSCR ormrymsBar cioHTaHHO
cien cnivpane Ha taganadui. [1o otHomenue Ha NAION, aHanu3u Ha JaHHU OT
HEWHTEPBEHITHOHAIHY TPOYIBAHUS TIpe/IIoiaraT moBuiieH puck ot octpa NAION (aeaprepuanta
aHTEepHOpHA UCXEMHUYHA OYHA HEBPOIIATHS) IPU MBXKE C EPEeKTHIIHA JUCHYHKIMSA CIIe/ eKCIIO3ULHS Ha
taganadun nwnn apyru OJIES unxuburopu. Thii KaTo TOBa MOKe Ja ObJe OT MPAKTUIECKO 3HAUCHHUE
3a BCUYKH MMallMEHTH, N3JI0KEHH Ha Tajanadui, maueHTsT TpsA0Ba f1a Ob/e peaynpexiaBaH, ue B
cllyyail Ha BHE3aIIHO 3pUTENIHO HapylLIeHUe, HapyllIeHne Ha 3pUTENIHATa OCTPOTA H/UIIHM 3PUTEIHO
U3KpHBsBaHe, TpsiOBa na cripe npuema Ha CIALIS u na ce koHcynTHpa He3a0aBHO ¢ Jiekap (BXK. TOUKa
4.3).

Hamanen CIIyX WM BHEC34ITHA 3ary6a Ha ClIyXa

Caydau Ha BHe3amHa 3ary0a Ha ciiyxa ca choOILIeHH ciie ynoTpedaTa Ha Taganaduil. Beopeku e
IpYyTH PUCKOBH (DaKTOPH ca HATUIIE B HAKOH ClTydau (KaTo HalpuMmep, Bb3pacT, JHa0eT, XUIEPTOHHS 1
aHaMHe3a 3a MpeIuIIHa 3ary0a Ha ciiyXa), MalueHTuTe TpsOoBa 1a ObJaT MOCHBETBAHU J1a CIIpaT
nprema Ha Taganadui u 1a IOThpCAT He3a0aBHO MEAMIIMHCKA IIOMOLL B CITy4ail Ha BHE3AIHO
HaMaJsIBaHE Ha CIIyXa WM 3ary0a Ha ciyxa.

brbpeuno 1 uepHOAPOOHO YBpEKIAHE

[Ipu nanuenTn ¢ Texka 6bOpedHa HenocTaThbuHOCT mo3upaneTo Ha CIALIS eqHOKpaTHO AHEBHO HE CE
mpenopbYBa, mopaau nopuiieHara excrnosuiust (AUC), orpaHriYeHUs KIMHAYEH OIUT U JIUIICaTa Ha
BB3MOXHOCT 32 TIOBJIMSABAHE HA KIMPBHHCA IOCPECTBOM JHATH3A.

Mma orpanndeH KIMHAYHA JaHHH 3a 0e3omacHocTTa Ha CIALIS, nmpuinoxeH KaTo eMMHAYIHA 1033,
[IPY HAaLKMEHTH C TeXKa yepHoapoOHa HegocTaTbuHOCT (Child-Pugh knac C). Ilpu nauuentu c
YepHOIPOOHA HEJIOCTATHYHOCT HE € OLEHSIBAHO €IHOKPATHOTO JHEBHO npuioxeHue. Axo CIALIS ce
Ha3HauaBa, TPsIOBaA J]a ce HANpaBU BHUMATEIHA WHIMBHyaIHa TPEIICHKa Ha OTHOLICHUETO
TI0J133/PUCK OT MPEIICBAIIHS T'O JIEKap.

IIpranu3sM 1 aHATOMHIHA ]led)ODMaIII/HI Ha rnnéHuca

HaLII/IeHTI/ITe, KOHUTO Ca UMaJIM CPCKIHNA, TPOABbIIKATIA 4 yaca M IIOBCYC, TpiI6Ba Ja 6’[))13,T
IMOCBHBETBAHU [1a IOTHPCAT He3a0aBHO JICKapCKa IMoMoI1il. Axo Mpuanm3MbpT HE 6’I>Ile JICKYBAaH B€aHara,
TBhKaHTa Ha II€HHUCA C€ YBPEXKJa U MOXKE 1a C€ CTUTHE 10 IMOCTOSTHHA 33.1"}’621 Ha MOTCHTHOCTTA.

CIALIS TtpsibBa f1a ce n3mona3BaT ¢ BHUMaHHE IPH MAIIMEHTH C aHAaTOMUYHa AeopManys Ha IeHuca
(xarto Hamp., aHTyJIanus, KaBepHo3Ha (prOpo3a mim OoJecT Ha Peyronie) wim nmpu NarueHTy Chbe
3a00JIsIBaHuUS, KOUTO MOTAT Ja Ch3AaaT IpeApas3nooKeHHe KbM IIPHAIN3bM (KaTo ChPIIOBHIHO-
KJIEThYHA aHEMHUSI, MYJITUIUICH MUEJIOM WJIN JIEBKEMHUS).

Yuorpeba ¢ CYP3A4 nuxuburopu

W3uckea ce noBuilieHO BHUMaHUE, ako ce npeanuca CIALIS Ha manueHTH, KOUTO U3MM0JI3BaT MOLHU
CYP3 A4 unxubutopu (pUTOHABUP, CAKBHHABUP, KETOKOHA30J1, UTPAKOHA30JI U €PUTPOMHUIIMH), Thi
KaTo Ipy KOMOWHUPAHETO Ha TE3U JICKAPCTBEHHU MPOAYKTH ce 3a0emsI3Ba MOBHINIABAHE HA
excriosunusTa Ha Taganadmr (AUC) (Bxk. Touka 4.5).

CIALIS u apyru geueHus 3a epeKTHIIHA JUCHYHKIIHS

He ca nmpoy4uBanu 6e3omacHocTTa 1 eukacHocTTa Ha KomOuHanuuTe Ha CIALIS u npyru
naxubutopu Ha PDES unu npyru nedenus Ha epextuiHa auchyHkuus. [lanuenTsT TpsiOBa na 0bae
nHpopmupan aa He npuema CIALIS B momoOHM koMOMHALINY.



JlakTo3a

CIALIS cbabpika nakro3a. [lanmeHTTe ¢ peKu HaCACICTBEHH MPOOIEMHU Ha ralaKTO3Ha
HETTOHOCHMOCT, ITHJICH JIaKTa3eH Me(MUIINT WIIHA TIIFOKO3HO-TAIAKTO3HA MajtabCcopOITHs He TpsiOBa 1a
npUeMar ToBa JIEKapCTBO.

Harpuit

To3u nexkapcTBeH MPOAYKT ChABPXKA MO-MaJIKo oT 1 mmol HaTpwuii (23 mg) Ha TablieTKa, T.€. MOXE 11a
Ce KaXke, Y€ MPAKTUYCCKU HE ChIbPIKA HATPHIA.

4.5 BzauMopeiicTBHe ¢ APYIM JIEKAPCTBEHH NPOAYKTH U APYru (popMH Ha B3auMojeiicTBre
[IpoyuBaHusTa 3a B3auMozelcTBu ca nposeaeHu ¢ 10 mg w/unu 20 mg taganadui, KakTo e

oco4eHo nmo-goiy. 1o ce oTHacs 10 Te3u NpoydYBaHU 3a B3aUMOAEHCTBUSA, KBJIETO Ca IPHUJIaraHu
caMo 11031 Ha Taganadui ot 10 mg, KIMHUYHO 3HAYMMU B3aMMOACHCTBHUS IPH [10-BUCOKHU 03U HE

Morat U310 aa 6’B)laT HU3KIIOYCHH.

Edextu Ha 1pyru BemecTsa BEpXY Tagaiad i

Unxubumopu na yumoxpom P450

Tananagun ce merabonuzupa rnaBHo upe3 CYP3A4. CenexkruBHust unxudbutop Ha CYP3A4,
keTokoHa301 (200 mg naeBHO), yBennyana 2 mbTH ekcno3urusata (AUC) Ha Taganadun (10 mg) u
Crmax ¢ 15% copsimo croitHocTuTe Ha AUC U Ciax TIPH CAMOCTOSITETTHO MPHIIOKEH Tagaiapul.
Kerokonazon (400 mg mHeBHO), yBenn4daBa 4 mpTr ekcno3umuata (AUC) Ha tamanadwun (20 mg) u
Cmax € 22%. PuronaBup, nporeased uaxuobutop (200 mg, 2 mbTH THEBHO), KOWTO € MHXUOUTOp Ha
CYP3A4, CYP2C9, CYP2C19 u CYP2D6, ysenmnuana excnio3urusita (AUC) Ha Tagamadm (20 mg)
2-rpTH 0e3 1a npoMeHs Ciax. BhIpexu ye He ca mpoyuBaHH cenn()UYHN B3aUMOACHCTBHS,
€IHOBpEMEHHATa yroTpeda ¢ APYTH MPOTea3Hu HHXUOUTOPH, KaTo cakBUHaBHp, U npyru CYP3A4
WHXHOUTOPH, KATO EPUTPOMUIINH, KIIAPUTPOMHUITNH, UTPAKOHA30J U COK OT IpeHnpyT, N3UCKBA
BHUMaHHE, ThI KaTO MOJKE [la C€ 04aKBa, T€ /1a YBEJIMYAT IJIa3MEHUTE KOHLIEHTPAIMU Ha Tafganagui
(Bk. Touka 4.4). CiieqoBaTeIIHO, UeCTOTATa HA HEXKEIIAHUTE JICKAPCTBEHHU PEAKIINH, [IOCOUYCHHU B
Touka 4.8 Moxke 1a Obc yBeTUICHA.

Tpancnopmmuu 6ermvyu

He e n3BecTHa ponsita Ha TPAaHCTIOPTHUTE OENTHIM (HATPUMED, P-TIIUKOIPOTEUH) BHPXY
aucno3unuaTa Ha taganadmi. CieroBaTenHo € HaJlule IOTeHIMA 3a JIEKapCTBEHH B3aUMOCHCTBYS,
MEIMUPAHH OT MOTUCKAHE HA TPACIIOPTHUTE OCNTHIIH.

Unoyxmopu na yumoxpom P450

WnnyxropsT Ha CYP3 A4, pudammuims, Hamansa AUC Ha taganadun go 88%, cipsiMo
croitHocTuTe HAa AUC 11pm camocTosiTenHo npuiokeH Taganadui (10 mg). Ta3n HamaneHa
SKCIIO3UIIHMS MOYXKeE Jla Ce 0YaKBa Jia HaMalli e(pUKaCHOCTTa Ha Tajainaduir; cTerneHTa Ha HaMalleHHe Ha
epukacHocTTa € Hem3BecTHa. pyru uamykTopu Ha CYP3 A4, xato henobapOuTal, peHUTONH U
kapOamasernuH, MoTraT ChIIO JIa HAMANAT IUIa3MEHNUTE KOHIIEHTPAIMH Ha Tajanadul.

Ed)CKTI/I Ha Ta,[[a.]'[a(bl/lﬂ BHPXY APYIH JICKAPCTBCHHU IMTPOAYKTHU

Humpamu

B xnuHnuHM npoyuBanus, Taganadui (5, 10 u 20 mg) e mokazain, e MOTeHIHpa XUIIOTCH3UBHUTE
edextu Ha HUTpatute. Ilopaau ToBa, npunoxennero Ha CIALIS npu naruenTy, npuemManiy HsIKos
(hopma Ha opraHUYCH HATPAT € MPOTHBOIIOKa3aHO (BXK. Touka 4.3). B3 ocHOBaTa Ha pe3yaTaTH OT
KIIMHUYHO TIPOyYBaHe, B koeTo 150 maruenTy ca nonyyaBany AHEBHU 1034 oT 20 mg Tananadu 3a
7 nau u 0,4 mg HUTPOTIMLEPHH CYOJIMHTBAIHO B Pa3IMYHO BpEMe, TOBA B3aMMO/ICHCTBUE €
HabII01aBaHo 3a TIoBeYe OT 24 yaca 1 He € HaOIroAaBaHo clie] n3Thdane Ha 48 Jaca OT mocieaHara
no3a ramanadui. Taka, TPy MaMEHT, Ha KOWTO € mpennyucana Hakaksa go3a CIALIS (2,5 mg-20 mg),



M 3a KOUTO IMPUJIIOKCHUCTO Ha HUTPATU CE€ CMATa 3a HCOGXOILI/IMO IO MCAUIIUHCKH ITOKAa3aHUA B
KUBOTOCTIACSABAIIY CUTYyalllH, TpsiOBa Ja nMa rmoHe 48 yaca oT nmpueMa Ha nociennata go3a CIALIS,
Hpeau MPUIIOKEHNEeTO Ha HUTpaTuTe. [Ipyu TakuBa ycloBus, HUTpATHTE TPsAOBa /1a ce MpUIaraT moj
CTPOT MEJUIIMHCKU KOHTPOJI M ChC CHOTBETHO MPOCIEIIBaHE HA XEMOJMHAMUKATA.

AumuxunepmensusHu 1eKapcmeenu cpedcmasa (6KII0YUMeENHO KaTyuegu aHmaoHucmu)
EnHoBpeMeHHOTO MPMIIOKECHIE HA TOKCAa303UH (4 1 8 mg MHEBHO) U Taganadw (THEBHA 1032 OT 5 mg
n 20 mg KaTo eAHOKpATHA J103a) 3aCHJIBa aHTUXUTIEPTCH3UBHUSA e(DEKT Ha TO3U ajida-0okep B
3HaunMa creneH. To3u eeKT ce 3ama3Ba MoHe JIBaHAJIeceT Yaca U MOXKe Jia MPEIU3BUKA CHMIITOMH,
BKJIFOUUTEITHO CUHKOII. 3aTOBa Ta3u KOMOMHAIIUS HE ce pernopbuBa (Bxk. Touka 4.4).

B mpoyuBanus 3a B3aMMOAEHCTBUATA, U3BBPIIEHH IIPH OTPaHWYEeH Opoii 31paBu JOOPOBOIIIIH, TE3H
edekTH He ca ChOOIICHM MPpH andy303UH WIH TaMCYJIO3uH. Bee mak, e Heo0X0IMMOo TTOBHUIIIEHO
BHHUMaHHe, KOrato tajanadui ce ynorpedspa Ipy MalueHTH, JISKYBaHU ¢ KaKBUTO U Jia € alda-
Onokepu, 0COOCHO MpH MAIMEHTH B cTapuecka Bh3pacT. JledeHneTo TpsOBa 1a 3amovHe npH
MUHHMAJTHA J103a U MIPOTPECHBHO a4 CE aanTupa.

B xnmHWMYHN (hapMaKoIOTHYHH MPOYYBAHUS € H3CIISBaH MOTEHINATHT Ha Taganadui Ja yCuiiBa
XUIIOTEeH3UBHUTE e()EeKTH Ha aHTUXUIIEPTEH3UBHUTE JIEKAPCTBEHU MPOAYKTHU. [IpoyuBanu ca
OCHOBHUTE KJIACOBE aHTHXHIIEPTEH3UBHH JICKAPCTBEHH MPOAYKTH, BKIIOUHTEIHO KaJlIMEBU
AQHTArOHWCTH (AMJIOAMIINH), NHXUOUTOPHUTE Ha aHTHOTEH3UH KoHBepTHpamusa eH3uM (ACE)
(enanampmr), O10KepHuTe Ha O€Ta-aIPpeHEPTUIHAUTE PEHENTOPH (METOTPOIION), THAZHUIHNTE TUYPETHIIN
(6enapoduryasun), u 6iiokepurte Ha aHrrnoTeH3uH Il perienropute (pa3nuyHU BUIIOBE U J03H,
CaMOCTOSITETHO WM B KOMOMHAIMS C THA3UAH, KAIMEBUTE aHTarOHUCTH, OeTa-0JI0KepH, U/HiTH
anda-o6mokepn). Taganadun (10 mg ocBeH B MPOYYBAHUATA C AaHTATOHUCTUTE HA aHTHOTECH3UH 11
pElenToprTe M aMJIOAWIIHH, TIPY KOUTO € Mpuiiarada 10o3a ot 20 mg) HiMa KIMHAYHO 3HAYNMHU
B3aUMOJICHCTBUSI, C KOMTO | Jia € OT Te3H Ki1acoBe. B npyro kIMHUYHO hapMakoIOTHYHO NPOyYBaHe
taganadmi (20 mg) e 3NUTBaH B KOMOWHANUS C 70 4 Ki1aca aHTUXUIEPTEH3UBHU MPoayKTH. [1pn
MAIMEHTHTE, TPUEMAITH HIKOJIKO aHTHXHUITIEPTEH3UBHH MIPOIYKTa, aMOYJIaTOPHUTE MMPOMEHH B
apTepHaTHOTO HAJSITaHE U3TJISKAAT CBBP3aHU ChC CTENIEHTA Ha KOHTPOJI Ha apTEPUATTHOTO HallsTaHe.
B Tazu BpB3Ka, py ManueHTHTe OT KIMHAYHOTO H3IMTBAaHE, YUETO apTEPHATHOTO HAIATAHE € OWITo
100pe KOHTPOJIMPAHO, HAMAJISIBAHETO € OMJI0 MUHUMAIIHO WJIM TIOA0OHO Ha TOBA, HAOMIOAaBaHO MPH
3apaBu xopa. [Ipu y4acTHUIM B IPOYYBaHETO, IPU KOUTO apTepHaTHOTO HAISITAHE Ha TAIUCHTUTE HE
€ OWJI0 KOHTPOJIMPAHO, CIIATaHETO € OWIIO TIO-TOJIIMO, BBIIPEKH Ue TO HE € OMII0 CBBP3aHO C
XUIIOTEH3UBHU CUMITTOMH IIPH TIOBEYETO OT NanueHTure. [lpy nanuenTy, morydaBaniy ChIIbTCTBAIIO
JICYCHUE C aHTUXUIIEPTEH3UBHU JICKAPCTBEHH MPOAYKTH, Tafanadun 20 mg Moxke 1a MHAyIHIpa
HaMaJIeHHe Ha apTepHaTHOTO HaJsraHe, KoeTo (¢ M3KIoueHHe Ha ajda OJIoKepH —BXK. I0-rope), €
KaTo IS0 MAJIKO M HE € BEPOSATHO Aa € KIMHUYIHO 3HAYNMO. AHAIM3UTE HA NTaHHUTE OT KIMHUYHU
mpoy4uBaHus ¢a3a 3 He ca MoKa3aId Pa3linKa B HEXKEJAaHUTE JICKAPCTBEHH CHOUTHUS TIPU MAIlUEHTHUTE,
preMaIiy Tafanapui, CbC WK 0€3 aHTUXUIIEPTCH3UBHU JICKAPCTBEHU MTPOYKTH.. Bhrpeku ToBa Ha
MalnMueHTHTe TPsIOBa Jla ce JaBa MOAX OIS KIMHIYEH ChBET 33 BB3MOXKHO HAMAaJICHUE Ha
apTepHaIHOTO HAISTaHe, KOTaTo Cce JIEKYBaT C aHTUXHUIIEPTEH3UBHHU JIEKApCTBEHH MPOTYyKTH.

Puoyuzyam

[IpenkmMHUYHU MPOYYBaHUS IOKA3BaT JOITBIHUTENEH e(DeKT Ha MMOHIKAaBaHE Ha CHCTEMHOTO KPBBHO
Hajsrane, korato PDES uaxubutopn ce KOMOMHHPAT C pUOITUTYAT. B KITMHUYHY MPOYYBaHUS €
JI0Ka3aHo, Y€ pUOLUTyaT MOTeHIMpa XunoreH3uBauTe eektn Ha PDES naxuburopure. Hama nannu
3a OyaronpusTeH KIMHUYeH epeKkT Ha KoMOWHAIMsITa B IpOyYBaHaTa Momyianus. EnqHoBpemeHHara
ymoTpeba Ha puoruryaTt ¢ PDES naxuburopu, BKIIOUHTETHO Taganadu, € IpoTHBOTOKa3aHa (BXK.
Touka 4.3).

Unxubumopu na 5-anga pedykmazama

B knMHWUYHO MpoyYBaHUE, KOETO CpaBHABA Tajanadui 5 mg, NpuiIarad eTHOBPEMEHHO ¢ (PMHACTEPHT
5 mg, ¢ mare6o Troc puHAcTEpHT 5 mg 3a obOJIeKIaBaHe Ha CHMITOMHTE Ha JOOpPOKadYeCTBEHA
xunepnnasus Ha npoctarara ([IXII), He ca ycTaHOBEHH HOBU HEKEJIaHU peakuu. Bernpeku ToBa, Thit
KaTo oUIHATHO MPOYUYBaHE 3a JICKAPCTBEHH B3aUMOJICHCTBHS 3a OLEHKA Ha e(eKTUTE Ha Taganaduil



Y Ha MHXUOUTOpHUTE Ha S-an(a peaykraszara (5-ARIs) He e npoBexnano, Tananadui TpsOBa 1a ce
MpHIara BHUMAaTETHO €JHOBPEMEHHO C MHXHOMTOPH Ha S-anda pemykrasara (5-ARIs).

CYP1A2 - cypcmpamu (nanp., meoghunu)

Koraro taganadun 10 mg ce npunara ¢ TeodpnnnH (HeceaekTHBeH (pocdomuectepazeH HHXUOUTOP)
BBB (PapMaKoJIOTHYHO IPOYUBaHe, HE € UMaJlo PapMaKOKWHETUYHU B3aUMOEHCTBUs. EquHCTBEeHUAT
(dapmakoguHaMuyeH eekt e Oui Jieko (3,5 yaapa/MuHyTa) yBEIMUYCHHE HA Chp/IeYHaTa YeCTOTa.
Bobrpekn ue To3u edexT e BTOpoCTeNeHeH U He € OWIT OT KIIMHUYHO 3HaYeHHE TP TOBa NIPOYYBaHe,
TOM TpsIOBa a ce B3eMa 0] BHUMaHUE [TPH eTHOBPEMEHHA yroTpeda Ha Te3U JICKApCTBEHU MPOIYKTH.

Emununecmpaouon u mepoymanun

Tanmanagun e nokasai, 4e NpeIU3BUKBA YBEINYCHUE Ha ONOHATMYHOCTTA HA ETHHUIICCTPAANOI CIIe]T
MIEPOPATTHO MPUIIOKESHHE; MTOTOOHO YBEIIMUYCHHE MOXKE J1a ObJIc OYaKBAHO MIPU MEPOPATHOTO
MPWIOKEHHE HA TEPOYTAINH, BHIIPEKH Y€ KIMHUYHUTE MOCICICTBUS OT TOBA Ca HEOIPECICHH.

Anxoxon

KonuenTpauuunTe Ha ajakoxou (cpenHa MakcuMaiHa KoHueHTpauus B kpbBTa 0,08%) He ce moBnusBa
oT cbBMecTHaTa ynoTpeba ¢ taganadpwui (10 mg uiau 20 mg). B nonbnnenue, 3 yaca cuen
€IHOBPEMEHHOTO MPUJIOKEHHUE C aJIKOXOJI He ca HaOJII0JaBaH! POMEHH B KOHLIEHTPAIUUTE Ha
TaganapuiI. AITKOXOIBT € MPUIIOKEH 10 HA4KH, YBEJIMYaBall MaKCHMaTHO CKOPOCTTa Ha abcopOIus
Ha aJKOXO0J (CyTpHH Ha INIafHo, 6e3 Ja ce mpreMa XpaHa [0 2 yaca cjell IpueMa Ha aJIKoXoJl)
Tananagun (20 mg) He yBenuyaBa CpeJHOTO HAMANSBaHE HA KPBBHOTO HAJISITaHe, IPEAN3BHKAHO OT
ankoxona (0,7 g/kg nnu okono 180 ml 40% ankoxon [Boaka] mpu 80-KUIOrpaMoB MBK), HO IIPH
HSIKOM XOpa MOJKe J1a ce HaOJIro1aBa [OCTypalieH CBETOBBPTEK WIM OPTOCTaTHYHA XUnoToHus. Koraro
TaganauiI ce mpuiara ¢ mo-Maiku n1o3u ankoxoin (0,6 g/kg), XumoTeHs3us He ce HaOIO1aBa, a
CBETOBBPTEKBT Ce HAOII01aBa C 4YeCTOTa, NOJ00HA Ha Ta3H MPU CAMOCTOSITEIHOTO MPHUIIOKEHUE Ha

ankoxoll. EQexThT Ha ankoxolia BPXy KOTHUTHBHATA (QYHKIUS HE CE 3aCHIIBAT OT Tajanadu
(10 mg).

Lumoxpom P450 memabonuzupa nexapcmeeHu npooyKmu

Tananadun He ce ouakBa Jia IPEIN3BUKBA KIMHUYHO 3HAYUMO TIOTHUCKAHE MITM WHAYKIHS Ha
KJINpBHCA Ha JIEKAPCTBEHH TIPOIYKTH, MeTabomm3upanu ot CYP450 uzodopmure. [Ipoyusanusira ca
MOTBBPANIIN, Ye Tafganaduil He HHXUOUpa ui nHAynupa nzopopmute Ha CYP450, BKitounTeTHO
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 u CYP2CI19.

CYP2C9 - cybcmpamu (nanp., R-eapgapun)

Tagamadwr (10 mg 1 20 mg) HIMa KIMHAYIHO 3HaYUM edeKT BrpXy ekcrnozunuara (AUC) Ha S-
Bapdapun win R-Bapdapun (cyoecrpar Ha CYP2C9), HuTo 3acsra mpoMEHUTE B TPOTPOMOHMHOBOTO
BpeMe, IpeIU3BUKaHN OT Bap(dapuH.

Acnupun

Tamanadun (10 mg u 20 mg) He MOTEHNUPa YBEINYSHHETO BEB BPEMETO Ha KbPBEHE, IPUIUHEHO OT
AlleTUICATMITIIIOBA KUCEIIHHA.

Tlpomusoouabemnu nexapcmeeHu npooyKmu

He ca npoBexxnanu crieniuuaHN TPOYIBAHAS 33 B3aUMOJICHCTBHS C MPOTUBOANA0OETHH JIEKAPCTBEHH
MIPOTYKTH.

4.6 ®epTHIUTET, )PEMEHHOCT U KbPMEHE

CIALIS ne e mokazan 3a ynorpeda oT >KEeHHU.

BpemenHnoct

Wma orpannueHn qaHHM 3a yrorpebara Ha Taganadui npu OpeMeHHH sxeHH. [IpoyuBaHusTa npu
KMBOTHHM HE MOKAa3BaT NPSAKO WIHM HETIPSIKO BPEJHO Bb3ICHCTBUE BEPXY OpPEMEHHOCTTA,



eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAKAAHETO MIIM MOCTHATAIHOTO Pa3BUTHE (BXK. TOUKA 5.3).
Karo npeanasna Msipka, 3a npeanountane ¢ ynorpebara Ha CIALIS o Bpeme Ha OpeMeHHOCT 1ia ce
n304rBa.

Kospmene

Hanuunute dpapMakoAMHAMUYHH/TOKCUKOJIOTUYHH JJAHHU MPH KUBOTHU TIOKA3BaT EKCKPEIUS Ha
taganagpui B Miisikoto. He Moxe na ce uskinouu puck 3a kbpmadeto. CIALIS He TpsiOBa na ce
M3I0JI3BA 110 BpeMe Ha KbpPMEHE.

deprunurer

HabnronaBanu ca ehekTH MpH KydeTa, KOUTO MOXKE J]a coYaT yBpexkaaHe Ha Gpeprunurera. J[Be
nocJjieABall KIIMHUYHU IMTIPOYyYBaHUA I10Ka3BaT, 4€ TO3U e(i)eKT € MaJIKO BEPOSATCH NPHU XO0pa, BLIIPEKU
ye ce HaOro1aBa HaMaJIeHUEe Ha KOHIICHTPAIIHITa Ha criepMa P HAKOW MBxkKe (BXK. Touka 5.1 u
TouKa 5.3).

4.7 EdexTu BbpXy cnoco0HOCTTa 3a modupaHe U padoTa ¢ MAIIMHA

CIALIS nosnusiBa npeHeOpeUMO cIOCOOHOCTTA 3a MIo(pUpaHe WK padoTa ¢ MallMHU. Bbhripeku, e
B KJIMHUYHU NPOYYBAHMS YECTOTaTa Ha ChOOLICHUATA 32 CBETOBBPTEX IIPU IpyIara C 1mianedo u
rpynara ¢ Taganadui 1a e Ouna cxoHa, MaueHTuTe TpsOBa a ca HasICHO 3a TOBA Kak II[e pearupaT
Ha CIALIS, npenn modupane wim pabota ¢ MalIHH.

4.8 Hexenanu JieKapcTBeHU peaKIMH

Pe3rome Ha npoduia Ha 0€30I1acHOCT

Hatii-gecto cho0maBanuTe HeXKEJIaHU JICKAPCTBEHH peakiny MpH manuenTH, mpuemamu CIALIS 3a
JICUCHHE Ha ePEeKTUIIHA TUCHYHKIMS WK T0OpOKavYeCTBeHA XUTIePILIa3us Ha MPoCcTaraTa ca
rmaBoOoKe, TUCTerncrs, 00JIKa B rbpOa U MUANITHS, TIPH KOUTO YECTOTATA CE YBEINYABa C
noBuinaBaHe Ha fo3ara Ha CIALIS. /loknagBanuTte HeXeIaHU JICKAPCTBEHU PEAKIIUU ca O
MPEXOJHU U B TIOBEUETO CITydyau JeKH A0 yMepeHH. [lo-roismMara yact oT ciiy4auTe Ha Ti1aBodoiue,
crobmaBanyu npu iprieM Ha CIALIS Benabk qHEBHO, ca HabmogaBanu mpe3 mepBute 10 1o 30 mHA OT
3aMoYBaHe Ha JICYCHUETO.

Pe3roMe Ha HEXXEJTAaHUTE PEaKIINU B TabIuyYeH BH]T

B tabmunara no-momny ca u30poeHH HEXeIaHUTE JICKApCTBEHH PEakiuy, HAOJMI0JaBaHu OT CIOHTAHHU
CHOOIICHHUS | B IJ1aNe00 KOHTPOJIMPAHU KIMHUYHH poy4BaHus (o6xBarmariy oomo 8 022 maiueHTH,
nexyBauu ¢ CIALIS, u 4 422 nanuenTH, moyiydaBajiy anebo) 3a JiedeHne Ha epeKTHIIHA
nucyHKIYS TIPU HY’KAa U BEAHBX JHEBHO U 3a JieueHHe Ha JoOpOKayecTBEHa XHUIIEPILIa3us Ha
MpocTaTara BeIHBK THEBHO.

Konsenius 3a uecrorara: MHOro uectu (>1/10), uectu (>1/100 mo <1/10), neuectu (=1/1 000 1o
<1/100), peaxu (=1/10 000 mo <1/1 000), maoro peaku (<1/10 000) u ¢ HenzBecTHA YecTOTa (OT
HaJMYHUTE JaHHU HE MOKe J1a O'b/Ic HallpaBeHa OLICHKA).

yecrora

MHoro 4yecTn YecTn Heuectn Penku C Hen3BecTHA

Hapywenus na umynnama cucmema

Peakrimu Ha AmrrHOCTEM?
CBpBquBCTBHTe
JIHOCT

Hapywenus na nepenama cucmema




I'maBo6oiHe

3amassHOCT

Uncynr'
(BKJTFOUHTEITHO
XEMOparuyHu
crouTust), CHHKOIL,
Tpan3uropHu
HUCXEMUYHU
pHCTHIH ',
Murpena’,
HpI/IHaZ[BIII/IZ,
TpanzuTopHa
aMHe3us

Hapywenus na ouume

3aMBIIIEHO
BIDKIAHE,
Vcemanusi,
OIMCBAaHHU KaTO
0O0JIKa B OYHUTE

Hapymenue Ha
3PUTEITHOTO I0JIE,
Otok Ha
KJIeTIa4unTe,
XunepeMus Ha
KOHIOHKTHBATA,
Heaprepuanna
aHTEepHOpHA
UCXEMUYHA OYHA
HEBPOTIATH
(NAIONY?,
3anyiBaHe Ha
CBJIOBETE HA
peTuHaTa’

IleHnTpasna cepo3Ha
XOPHOPETHHOMNATHUS

Hapywenus na yxomo u rabupunma

TunuTyC BHezamnHa 3ary0a
Ha CcIiyxa
Cvpoeunu napywenus’
Taxukapaus, MuoxkapaeH
[Manmuranuu UH(APKT,
Hecrabunna
CTEHOKap/s-,
KamepHa apurmus’
Cvoosu Hapyulenus
3adepBaBaHe XunoTonus’,
XunepToHus
Pecnupamopru, epvOHU U MeOUACMUHAHU HAPYWEHUS HAPYULEHUS
Hazamaa JncrHes
KOHT'eCTHS Enmcrakcuc
Cmomawno-upesnu Hapyuienus
Jucmericus Kopewmna 6oika,
Ilospsuiane,
I'anmene,
l'actpoesodarea

JieH pedayke

Hapymeﬂuﬂ HA KOXCAma u noOKONCHAMA MbKAH

O6pus

VYprukapus,
Cunzgpom Ha
Stevens-Johnson?,
Excdonmnarisen
JepMaTHT?,
Xunepxuaposa
(moTene)
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Hapymeﬂuﬂ HA MYCK)YJIHO-CKelemHama cucmema, CHeOUHUMENTHAMA MBbKAH U KOCIMUMe

Bonka B rpp0a,
Muanrus, bonka

B KpaHHK
Hapywenus na 6vopeyume u nuxourume nvmuna
| | Xematypus |
Hapywenus na 6v3npouzeooumennama cucmema u 2bpoama
Vbmxena [Ipuanuzbm,
epeKuus KpsBousnus B
TICHHCA,
XemaTtocniepMust
Obwu napywenus u epekmu na MACMOMO HA NPUTOHCEHUE
I'pbana 6onka', OTOK Ha NIUIETO,
[epudepen Bre3amnHa
OTOK, YMOpa CBhpJIEYHa CMBPT "2

(1) TToBeyeTo OT MAIUEHTUTE UMAT MPEANICCTBAIIN ChPCUYHO-ChJOBH PUCKOBHU (DakTOpH (BIK.
Touka 4.4).

(2) CrobmaBaHy TPy MMOCTMAPKETHHTOBOTO HAOJIOIeHNE HEXKETIaH! PEaKITni, KOUTO He ca
Ha0JI0JaBaH| MIPH MJ1ae00 KOHTPOIMPAHN KIMHUYHHU MPOYYBAHUA.

(3) TTo-uecTo mokIamBaHa, KOraTo Taganadui ce mpuiiara py NalueHTH, KOUTO BeUe MMoJIydaBat
AHTUXUIICPTCH3MBHU JICKAPCTBCHU IIPOAYKTH.

Onucanue Ha I/I36DaHI/I HCXCJIaHU pCaKIINH

Hesnauurtenno mo-rossima yectora Ha oTkioHenus B EKI, mpean Bcuuko cuHycoBa Opaaukapams, ca
JIOKJIJIBAaHH MIPY MAIUCHTH, JICKYBaHU C Taaanaui eIMH IbT JHEBHO B CpaBHEHUE C TUIAIE00.
[ToBeuero ot Te3u oTkioHeHUs B EKI' He ca cBbp3aHu ¢ HEXKEJIaHUTE JIEKAPCTBEHU PEaKIUu.

Jpyru crienuaaHyu momy1arin

JlaHHWTE TIPU MalMEeHTH Ha Bh3pacT HaJ 65 TOAMHU, KOUTO MPUEeMaT Tajala(ui B KITHHUIHH
MPOYYBaHUS WK 3a JICUCHHE Ha €PEKTUIIHA TUCHYHKIUS, WM 3a JICUCHUE Ha JOOpOKaYeCTBEHA
XUTIEPIUIa3nsl Ha IIPOCTATaTa, ca OrpaHNYeHN. B KITHHUYIHY MPOYyYBaHUS ¢ Taaanaduil, IpueMaH Mpu
HY’KJIa 32 JIeYeHUE Ha ePeKTIITHA TUCHYHKIIHS, JHAPHUS ce ChOOIaBa MO-4e€CTO MPH MAIUEHTH Ha
BB3pacT Haj 65 roauHn. B KTMHUYHN npoy4BaHus ¢ Taganadun 5 mg, mprueMaH BeJHBXK JTHEBHO 3a
JICYCHUE Ha JIOOpOKAYeCTBEHA XUITePILIa3Us Ha IPOCTAaTaTa, 3aMastHOCT U AUapHs ca ChOoOIaBaHH T10-
YECTO NP HAMEHTH HaJl 75-TOUIIHA Bb3pacT.

Cro011aBane Ha IMOA03UPAHN HEKEIIAHN PEaKIIAN

Cro0maBaHeTo Ha IMOI03UPaHK HeXKEeNIaHU PEaKI|K CIIe/T pa3peniaBane 3a ynorpebda Ha JeKapCTBEHUS
MPOAYKT € BaxkHO. TOBa MO3BOJISIBA 1a TIPOIBIIKY HAOIOICHUETO Ha ChOTHONICHUETO TI0J3a/PHUCK 33
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIHATUCTH CE U3UCKBA Jla ChOOIIaBaT BCSIKA
MOI03MpaHa HeKeNNaHa peakilns upe3 HallMOHalHa CUCTeMa 3a ChoOIIaBaHe, MOCOYCHa B

[Ipunoxxenue V.

4.9 Ilpeno3upane

[pu 3apaBu JOOPOBOIIM ca NaBaHHU eAWHUYHY 7034 10 500 mg, a Ha MAIMEeHTH ca MpUIaraHud
MHOTOKpaTHU AHEBHU 1031 10 100 mg. Hexemannure crOuTHS ca OMH MOA00HN Ha OHE3H,
HaOJIr01aBaHM NPU ITO-HUCKH 103U. B ciydanTe Ha mpeno3upane, ako ce Hajara, TpsiOBa aa ce
npeanpueMar CTaHAAPTHUTEC NOAABPIKAIIIU MCPKH. XCMOI[I/Ia.HI/I3aTa HE3HAYUTCIIHO CIioMara 3a
SNMMUHUPAHETO Ha Taganadui.
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5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apMakoAUHAMMYHM CBOWCTBA

dapmakoTepaneBTUYHA IPyIia: YPOJIOTHUYHU CPEJICTBA, JICKAPCTBEHU MPOTYyKTH, IPUIaraHy Ipu
epextriHa qucynaknus ATC xom: GO4BEOS.

MexaHH3BM Ha AEHCTBUE

Tamanadun e cenekTuBeH, 00paTM HHXUOUTOP HA MUKINYHUS TyaHO3WH MoHOGochat (ul MD) -
cneuuduuHa pochoauecrepasza tun 5 (PDES). Koraro cexcyanrHoTo cTMynupaHe mpeau3BUKa
JIOKaJTHO OCBOOOK/IaBaHe Ha a30TeH okcu, naxuoupanero Ha PDES ot taganadun npeau3srksa
noBuiieHy HUBa Ha Il M® B kaBepHO3HUTE Teja. ToBa BOAM 0 peakcaius Ha riiajaKara
MYCKyJIaTypa ¥ IPUTOK HA KPBB B ThbKAaHUTE Ha IIEHUCA, BOJCLIO Aa epekuus. Tananadu e
HeeeKTUBEH IIpH JIMIICA Ha CeKCyaHa CTUMYJIalusl.

dapMaKoIHHAMUYIHU eHEKTH

[IpoyuBanusTa in vitro ca mokasaim, 4e Taganadui e cenektueH naxuontop Ha PDES. PDES e
€H3UM, KOUTO ce OTKPHUBA B INIaJKaTa MyCKyJIaTypa Ha KABEPHO3HOTO TSUIO, ChOBAaTa U BUCLIEpaIHa
rJIajKa MyCKYJIaTypa, CKeJIIETHUTE MYCKYJIH, TPOMOOIUTHTE, OBOperuTe, 6emus 1pood, U MaJIKus
MO3bK. JlelficTBrueTo Ha Tananagpui e mo-cuiHo BepXy PDES, oTkonkoTo BBpXY Apyru
dbochommecrepasn. Taganadun e > 10 000 meTH mo-MortieH 3a PDES, 0TKOIKOTO O OTHOIIIEHUE Ha
PDEI1, PDE2 u PDE4 - eH3umu, KOUTO c€ OTKPUBAT B CHPLETO, MO3bKa, KPbBOHOCHUTE ChIIOBE,
yepHus Apo0 u apyru opranu. Tananadwui e > 10 000 mbTu o-MoleH 1o otHoueHue Ha PDES,
OTKOJIKOTO TI0 oTHomeHue Ha PDE3 — en3uM, Hamupal ce B ChPIIETO U KPbBOHOCHHUTE ChAOBE. Taszu
cenektuBHOCT KM PDES, cpaBHeHa che cenekTuBHOCTTa KbM PDE3 € BaxkHa, 3amoro PDE3 e enszum,
ydJacTBalll B MEXaHW3Ma Ha ChPJACYHHUTE ChKpanieHns. B qombiHenne, Taganadur € mpuoIU3UTETHO
700-rpTH MO-Mo1LeH 1o oTHowmeHue Ha PDES, otkonkoTo cpsamo PDE6 - en3um koiito ce Hamupa B
peTrHaTa 1 € OTTOBOpPEH 3a GoTtoTpaHcaykuusaTa. Taganadun e cbuio > 10 000 mbTH mMo-MoIIeH 1o
otHomeHue Ha PDES, orkonkoro 1o otHomenue Ha PDE7, no PDE10.

Kiauanuna C(bI/IKaCHOCT 1 0€301acHOCT

Tpu KIMHUYHY TIpOyYBaHUS ca npoBeAeHH ¢ 1 054-manuenTy B JOMAIIHU yCIIOBUSA 32 OIpeessHEe Ha
MPOABIKUTETHOCT Ha oTroBopa kbM CIALIS. Tananadui e nokasai CTaTUCTUYECKH 3HAYUMO
nmooOpenHne B epeKTUITHaTa QYHKINS 1 CIOCOOHOCTTA J1a € M3BBPIINY YCIEIIeH OJI0B akT /10 36 Jaca
clie]] IpreMa Ha J103aTa, KaKTo M B CIIOCOOHOCTTA Ha MAIMEHTUTE /1A TIOIyYaT U HOAIbPKAT epEKIIuT
3a yCIIeIeH MOJIOB aKT, B CpPaBHEHHE C Iianebo, ome Ha 16-Ta MUHYTa Clle/] IpreMa Ha J103aTa.

Tananadwn, npuitokeH Ha 3paBH JIMIA, IPEIU3BUKBA HE3HAYNMa Pa3liiKa B CpaBHEHHE C 1Uiaredo B
CUCTOJIHOTO M IMACTOJTHOTO KPHBHO HAIIATAHE B JICTHAJIO MOJIOKECHHUE (CPEIHO MaKCUMaTHO
Hamasienue ot 1,6/0,8 mm Hg, ChOTBETHO), B CUCTOJIHOTO M TUACTOIHOTO KPHBHO HAJIITaHE B
U3IIPABEHO MOJI0XKEeHHE (CpeHO MakcuMaiHo Hamaiienue ot 0,2/4,6 mm Hg, ChbOTBETHO), U HIMa
3HaYMMa MMPOMSHA B Chp/IeYHaTa YeCTOTA.

B npoyuBane 3a oneHka Ha eeKTUTE HA Tafanaui BbPXy 3pEHUETO HE Ca OTYETEHH HUKAKBU
HapyLICHNS B Pa3[I03HABAHETO HA LIBETOBETE (CHHBO/3EJIEHO) ITOCPEICTBOM HM3II0JI3BaHE HA TECTa
Farnsworth-Munsell 100-hue. To3u pe3ynraT KopecrioHaAMpa ¢ HUCKUSA apUHUTET Ha Taganaduil KbM
PDES, B cpaBuenue ¢ PDES. BbB BCHUKH KINMHUYHY [TPOYYBaHUS ChOOIIECHHUSTA 32 IPOMEHHU B
IIBETHOTO BIKaaHe ca penku (< 0,1%).

[IpoBenenu ca Tpu MPOYUYBAHUS MTPU MBKE 32 OIICHKA HA TTOTCHIMAHUSA €(hEKT BBPXY
cnepmaroredesara Ha CIALIS 10 mg (emHO 6-MecedHo mpoyuBane) u 20 mg (eIHO 6-MECEUHO U €THO
9-MecevyHO MpOoyYBaHe), MPUaraH eXKEAHEBHO. B 1Be OT Te3n nmpoyuBaHus € HAOI0IaBaHO
MOHIKEHHE Ha KOJIMYECTBOTO U KOHIICHTPAIMATA Ha CIiepMaTa, CBbP3aHO C JICYCHUETO ¢ Tajganadui ¢
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MaJIKa BEpOSTHOCT 33 KJIMHUYHA 3HAYUMOCT. Te3u eeKTH He ca OMITN CBBP3aHH C TPOMEHHU B JPYTH
rmapameTpH, KaTo MOIBIKHOCT, Mopdoiorus u FSH.

Tamanadun B go3u ot 2,5, 5 u 10 mg, B3eMaH eWH BT JHEBHO, ITBPBOHAYAITHO € U3CJIE/IBaH B 3
KJIMHUYHU TPOYYBaHMsI, BKIIIOYBAIIM 853 MalMeHTH Ha pa3iauyHa Bb3pacT (Mexay 21-82 ronunu) u
€THUYECKa MPUHAJIEIKHOCT, C €PEKTIIIHA TUC(YHKIMS OT pa3iiNuHa TEXKECT (JieKa, yMEepeHa, TEKKa) U
ernonorus. Ilpu 1BeTe mMbpBOHAYATIHN IPOYYBaHUS 32 €(hEeKTUBHOCT IPH 00IIATa MOITYJIALMS
CpeAHaTa 4ecToTa Ha YCICLIHUTE ONHUTH 3a CEKCyaleH KOHTAaKT 3a MHAMBUL € Ouna 57 u 67% npu
CIALIS 5 mg, 50% npu CIALIS 2,5 mg B cpaBaenue ¢ 31 u 37% npu nnaune6o. B npoyuBanero npu
MAIMEeHTH C epeKTHUITHA TUCYHKITUS, B pE3yNTaT Ha ANa0eT, CpeHATa YECTOTa Ha YCIEIIHNUTE ONTUTH
3a naauBHz € Omna 41 u 46% mpu CIALIS 5 mg u 2,5 mg, croTBeTHO B cpaBHEHHUE C 28% mpu
mnane6o. [loBeyeTo nanyeHTy B T€31 TP MPOYUYBAHHUS Ca CE MOBIHUSUIM OT MIPEIHUILIHO JICYEHHE C
naxubutopu Ha PDES B pexxum mpu Hyx1a. B nocnensano npoyusane, 217 nanuueHTH, HeJIEKyBaHH C
naxubutopu Ha PDES, ca pannommusupanu na noxydasat CIALIS 5 mg enqus mbT THEBHO CIIPSIMO
wiane0o. CpeJHHUAT NPOLICHT Ha YCIICIIHUTE ONUTH 3a I0JI0BO CHOILIEHHE 338 MHAUBHL € 68% mpu
nanueHTute, nonyvasamm CIALIS, B cpaBHenue ¢ 52% npu nauueHTHUTe, NOTy4aBaliy miamneoo.

B enno 12-cenmMuuno nmpoyuBane, npoBeeHo npu 186 mammentn (142 Tananadui, 44 miamne6o) ¢
epeKTHITHA TUCHYHKIIHS, BTOPUYHO HAa YBPEXKIaHEe HA TPHOHAYHUS MO3bK, Tananadui 3HaUUMO
noJo0psBa epeKTUIHATa (PYHKIHS, KOETO BOAM /10 CPEHA YECTOTa Ha YCICIIHUTE OIUTH 32 HHIUBHU]L
NpY MalMeHTuTe, TpeTupanu ¢ Tananadwmi 10 wim 20 mg (rpBKaBa 103a pH noucksane) 48% B
cpaBHeHnue ¢ 17% mpu mane6o.

IleqpnaTpryHa momyJiaius

[Tpu neguaTpuyHM MaLMEHTH ¢ MycKyaHa auctpodus tun Jromen (M), e npoBeaeHo eaHo
MIpoyd4BaHe, B KOETO HE ca HaOJroJaBaHu HaHHU 3a epukacHocT. [Ipu 331 Momdera Ha BB3pacT

7-14 ronuau ¢ M/1J1, Ha KOUTO ce puiiara eTHOBPEMEHHO JICUCHUE C KOPTUKOCTEPOUIH, € TIPOBEICHO
PaHIOMHU3UPAHO, TBOWHOCIIATIO, TUTAlle00-KOHTPOIUPAHO, TTapajIesTHO MpoydYBaHe ¢ 3 paMeHa ¢
taganagwi. [IpoyuBaneTo BKITtOUYBa 48-ceIMUYECH TBOMHOCIIAI IEPUOJI, B KOWTO MAIUEHTHTE Ca
panaoMu3upaHu a nonydasat taganaduin 0,3 mg/kg, raganadun 0,6 mg/kg wnu nianedo Bceku AeH.
Tanmanadun He Moka3Ba epPUKACHOCT 10 OTHOIICHHUE 3a0aBsiHE HA BIIOIIABAHETO HA CIIOCOOHOCTTA 32
CaMOCTOSATEIHO XO/IeHEe, H3MEPEHO C TIOMOIITa Ha IbPBUYHATA KpaifHa TOYKA - 6-MUHYTEH TeCT 3a
xoneHe (6 minute walk distance, 6O MWD): cpenna npomMsiHa Ha Hal-mankuTe KBaapaTH (least squares,
LS) B recta 6MWD Ha 48-ta ceqmuna e -51,0 merpa (m) B rpymara, mojryuasaiia rianebo, B
cpaBHeHue ¢ -64,7 m B rpymara, nosy4asaiia taganadpun 0,3 mg/kg (p = 0,307), u -59,1 m B rpynara,
nomrydaBaria taganadmr 0,6 mg/kg (p = 0,538). OcBeH ToBa, TUIICBAT JaHHH 33 €()UKACHOCT OT
BCHUYKM BTOPHYHHM aHAJIM3H, HAIIPABEHHU B TOBa IpoyuBaHe. OOLIUTE pe3yaTaTy 3a 0e30MacHOCT OT
TOBA MPOYYBAHE KATO IISJIO Ca B ChOTBETCTBUE C U3BECTHUS NMPOG U Ha 0€30MaCHOCT Ha Tananadui u
c mexxenmanute croutnsa (HC), ouakBanu B nennatpuyHara nomynanus ¢ MJ1J1, morywasama
KOPTHUKOCTEPOH/IH.

EBponelickaTa areHuus 1o JiekapcTBaTa 0cBOOOKAaBa OT 3aIbJKEHUETO 3a [IPEJOCTABSHE Ha
pe3yATaTUTE OT NPOYYBAHUATA BbB BCUUKHU NOAIPYIIM HA [TeAUaTPUUHATA [OIyJIALHN 3a JEUCHHUE Ha
epexTuiaHaTa auchyHKuus. Brokre Touka 4.2 3a nHopManys oTHOCHO ynorpeba B HeIuaTpusra.
5.2 ®apMakoKMHETMYHM CBOWCTBA

AOcoporus

Tananadun ce abcopOupa JECHO Clie/ MEPOPATHO MPUIOKEHUE U HAOII0JaBaHUTE CPEIHH
MaKCHUMAaJTHH TIIa3MEeHH KOHIIEHTPAITHH (Cmax) C€ TIOCTUTAT 32 CPEAHO BPEME OT 2 Jaca e[
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MPWIOKEHUETO. AOCOTIOTHATa OMOHAIMYHOCT Ha Tafganadui Ciel IePOPATHO MPIIOKEHUE He € Ora
oTpe/ernieHa.

CkopoctTa 1 crenenrta Ha abcopOuust Ha Tafganadui He ce IOBIMABAT OT XpaHa, Taka 4ye CIALIS
MOXKe Jla ce MprueMa He3aBUCHUMO OT XpaHeHeTo. BpeMeTo Ha mpuem Ha go3ara (CyTpHH CIpsSIMO BeUep)
HsIMa KIIMHAYHO 3HAYNMU €(eKTH BBPXY CKOPOCTTA M CTETIEHTa Ha abcopOIusl.

Pasnpenenenue

Cpennusat o0eM Ha pasnpezeicHue Ha Taganadui € npubnu3uTento 63 1, koeTo mokassa e
taganadu ce pasnpesnens B Tbkanute. [Ipu TepaneBTnyHn KoHIEHTpanud, 94% ot Tananadun B
I1a3MaTa ce CBbp3Ba ¢ npoTernHuTe. CBBP3BaHETO C MPOTEHHUTE HE CE 3acsTa MPH HapylIeHa
O0bOpeuHa QyHKIHS.

[To-manxo ot 0,0005% ot mpueTara g03a ce MOsIBsIBA B CliepMaTa Ha 3ApaBU HHIUBUIM.

Buorpancdhopmarus

Tananadun ce Metabonuzupa npeaAUMHO nocpeactsoM ruroxpom P450 (CYP) 3A4 usodopmara.
OCHOBHHAT UMPKYJIHMPAI] METa0OIHUT € METUIIKATEX0JI TIOKOpoHu. To3u Metabonut e mone 13 000
ITETH T0-c1a00 aKTUBEH OT Tamanadwi mo otHomeHrne Ha PDES. CrenoBarento, He ce oUakBa J1a ¢
KJIMHAYHO aKTUBEH MPU HaOMI0JaBaHUTe KOHIIEHTPALMK Ha METa0oInTa.

Enumunupane

CpenausT nepopaiieH KIupbHC Ha Tagamadui € 2,5 1/gac, a cpemausaT moiry>kuBot e 17,5 gaca npu
3apaBu MHAMBUAW. Taganadui ce eKCKpeTupa MpeauMHO KaTo HEaKTHBHU METa0OJIUTH, OCHOBHO C
¢exanuure (mpudnusutenso 61% oT no3ara) ¥ B O-MajKa CTeeH ¢ ypuHaTa (npuonuzutenHo 36%
OT J103aTa).

JIMHEMHOCT/HENMMHENHOCT

dapmakoknHeTHKATa Ha Tagaidadui npu 3paBy WHAWBUAHN € JHHEHHA 10 OTHOIICHHE Ha BPEMETO U
mo3ata. [Ipu no3m Han 2,5 mo 20 mg ekcrozunmsita (AUC) ce yBenmnyaBa mponopITHOHAIIHO ¢ J03aTa.
CTanmoHapHOTO ChCTOSTHHUE HA TNIA3MEHUTE KOHIIEHTPAIUH Ce TIOCTUTAT 32 5 JHH TIPH JO3UpaHe
BE€JIHBXK JTHEBHO.

dapMaKOKHHETHKATa, OTIpe/IeIeHa C MOMYJIallMOHHIS TTOAXO0/T, P MalMEHTH C ePEeKTUITHA
nucyHKIMs € mogoOHa Ha (hapMaKOKHMHETHKATa IPH MHAUBUAN 0e3 epeKTHIHA AUCHYHKLUS.

Crenyaigy nonyJianuu

Cmapuecka 8v3pacm

31paBy MaLMEHTH B CTapyuecKa Bb3pacT (65 roAMHU WK MO-Bb3PacTHH), UMaT O-HUCHK NEpopalieH
KIMpBHC Ha Tananadui, Bogeuo 10 25% mno-sucoka excnozuuus (AUC), B cpaBHEHHE ChC 3paBU
WHIWBUIY Ha BB3pacT oT 19 1o 45 ronunn. To3u edekT Ha BB3pacTTa HE € KIMHUYHO 3HAYNM U HE
JlaBa OCHOBaHHE 3a POMsIHA Ha J103aTa.

bvopeuna nedocmamvunocm

B xnmHMYHM papMakoIOrHuH IPOYYBaHUS ¢ €JHOKpaTHA 1032 Taganadpui (5 1o 20 mg),
excriozunusTa Ha Tagaiadui (AUC) e npubIM3UTENHO yIBOCHA IPYU HHAUBHUIM C JieKa (KpeaTHHUHOB
kiupbHC 51 10 80 ml/min) wmu ymepena (kpeatnHUHOB KIMpbHC 31 10 50 ml/min) 660peuna
HEJOCTaThYHOCT M IPH MHAMBUAN C KpaeH CTaauy Ha Ob0pedHo 3a0oisBane Ha quanu3a. [Ipn
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ManueHT Ha XxeMoauanu3a Cmax € 41% Mmo-BHCOKO OT HAOIIOAaBAHOTO NIPU 3[[PaBH XOpa.
XeMouanu3ara HE3HAYUTEITHO CIIOMara 3a eJIMMUHUPAHETO Ha Tajganadui.

YeproOdpobHa HedocmamvuHocm

Excriosunusra Ha tananaduin (AUC) npy HHIMBHIM C JIeKa 10 yMepeHa YepHOApOOHa
HenocrarbuHocT (Child-Pugh xiac A u B) e cpaBHEMAa ¢ eKCIO3UIUATA TP 31PaBU UHIUBHIH,
KoraTo ce mpmiara no3a ot 10 mg. Mima orpannyeHy KIMHIYHA JaHHU 3a 6e3omacHocTTa Ha CIALIS
TIPH MMAIMEHTH C TeKKa yepHOaApoOHa HemocTarhaHOCT (Child-Pugh xmac C). He ca mranmnyam nanan 3a
NPUIIOKEHHE Ha J03H Taganaduil eIuH BT JHEBHO MPH MAEHTH C YepHOIPOOHA HEAOCTAaThYHOCT.
Axo CIALIS ce npeanucea equH ObT AHEBHO, TO TPAOBa Ja HANpaBH BHUMATEIHA HHIUBHIYaTHA
MpEeleHKa Ha OTHOIICHUETO TI0JI3a/PUCK OT MPEANUCBAIIUS IO JIEKap.

Tayuenmu ¢ ouabem

Excriosunusita Ha Taganadmr (AUC) npu nanuenTH ¢ auadet e Onna npudmmsurenHo 19% mo-Hucka,
oTkoJK0TO ctoitHOcTHTEe HAa AUC 32 31paBu nHAUBUAN. Ta3u pasinka B €KCIIO3UIUATA HE JaBa
OCHOBaHMUE 3a MPOMsIHA Ha JI03aTa.

5.3 IlpenkJIMHUYHH JaAHHU 32 6€30MACHOCT

HexnmmanyaauTe JaHHAW HE TTOKa3BaT ocobeH PHUCK 3a XOpa Ha Oa3ata Ha KOHBCHIIMOHAITHUTC
(bapMaKOJ'IOFI/I‘lHI/I mpoy4BaHUs 3a 6630HaCHOCT, TOKCUYHOCT IIPU MHOT'OKPATHO IIpuJiaraHe,
T€HOTOKCHUYHOCT, KAPIUHOI'CHEH ITOTCHIIUATI U PEIIPOAYKTHBHA TOKCHUYHOCT.

Hsma moxazarencra 3a TepaToreHHOCT, eMOPHOTOKCHYHOCT HITH (PETOTOKCHYHOCT MIPH TUTHXOBE HITH
MHIITKH, KOUTO ca mosrydrn 10 1 000 mg/kg/maeBHo Tamanadmi. B mpoyuBane 3a mpeHaTaIHO U
MOCTHATAIHOTO Pa3BUTHUE MPH TUIBXOBE, 103aTa, IPH KOSATO He € HabroaBaH edexT, e Ouna

30 mg/kg/nueBHo. [Ipu 6pemenen urbx AUC 3a H3UUCIEHOTO CBOOOIHO JIEKAPCTBO TPH Ta3H J103a €
npubm3urenHo 18 meru yoBemkara AUC npu no3a 20 mg.

Hsma yBpexxnane Ha (GepTHIIHOCTTA IPU MBXKKH U JKEHCKH TUTbXoBe. [Ipu Kydera, Ha KOUTO €
TpuTarad Taganadui exxeTHeBHO 3a 6 1o 12 mecena npu 103 25 mg/kg/nHeBHO (BOAECIIIO IO TIOHE
TPUKPATHO MO-BUCOKA eKcro3nnus [Mexay 3,7 — 18,6] oT HabnronaBaHara npu Xxopa, Ha KOUTO €

JlaBaHa eIMHWYHA J103a OT 20 l’l’lg) U IMOBCYC, € UMAJIO pErpeCHs Ha CIIUTCIIa HAa CEMCHHUTC KaHaI4CTa,
KOC€TO € JOBECJIO JO HAMAJICHHUEC Ha CIICPpMATOICHE3aTa Ha HAKOU KYyUcTa. BmxTte chio Touka 5. 1.

6. OAPMAINEBTUYHU JAHHHA
6.1 Chnucnbk HA MOMOIIHHTE BelIeCTBA

Aapo Ha TabaeTKATa

JIAKTO3a MOHOXHIPAT,
KpOocKapMeso3a HaTpui,
XUIPOKCHUIIPOTIMIIIIEITYII03,
MHKPOKPHCTAJIMHHA [eITyJ103a,
HaTpHEB Jaypuwicyidar,
MarHes3eB creapar.

duiMoBo NOKPUTHE

JIAKTO3a MOHOXHUApPAT,
XHUIIPOMEIN03a,

TpUALETUH,

tutaHoB auokcua (E171),
xereseH okeu KbpatT (E172),
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xese3eH okcup uepseH (E172),
TaJIK.

6.2 HecbpBMecTHMOCTH

Henpunoxumo

6.3 Cpoxk Ha rogHOCT

3 roguHA

6.4 ChoenuaJHM ycJI0BUA HA CbXPaHEeHHe

Jla ce chxpaHsiBa B OpHI'MHAIIHATA ONIAKOBKA, 32 Jla Ce Ipe/nasu oT Biara. /la He ce chbXpaHsBa mpu
temnepatypa Hax 30°C.

6.5 Buau cbabp:KaHHe HA ONIAKOBKATA
Anymuanit/PVC 6nrctepu B KapTOHEHU KyTHH ¢ 28 QHIMHpaHU TaOJICTKH.
6.6 CrnenuajaHu NpeANasHU MePKH NP U3XBBPJIsHE

HewnsmnomsBanuAT 1ekapcTBEH MPOAYKT WM OTIIAABYHUTE MaTepHAII OT HETO TPSOBa Jja ce U3XBBPIIAT
B CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.

7. NPUTEXKATEJI HA PASPELIEHHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan

1000, 3528 BD Utrecht Hunepnanaus

8.  HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/02/237/006

9. JATA HA IBbPBO PASPEINIABAHE/IIOJHOBABAHE HA PASPEHIEHHUETO 3A
YIHOTPEBA

Jata Ha mepBO paspemiaane: 12 HoemBpu 2002 r.
[Jata Ha nmocneaHo nonHoBsiBane: 12 HoemBpu 2012 .

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Moxpo6Ha nHpopMalus 3a TO3M JCKApCTBEH MPOAYKT € IpeocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 10 JieKapcTBaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

CIALIS 5 mg ¢unmupanu TabiaeTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika TabneTka chabpka 5 mg taganadui (tadalafil).

IIoMOIIHO BEIIECTBO C U3BECTHO ACUCTBUE

Bcesxka punmupana tabnetka cpappka 121 mg nmakro3a (KaTo MOHOXUAPAT)

3a IBIHUSA CIIUCHK HAa MOMOIIHUTE BEIIECTBA BIKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA
OunMupana TabneTka (TadieTka)

Cseto xxbiiTH TabsneTku ¢ popma Ha 6ajgeM, MapKupaHH OT enHara crpana ¢ "C 5"

4, KJIMHUYHU JAHHU
4.1 TepaneBTUYHU MOKAZAHUS
Jledenue Ha epexTHIIHA TUCHYHKIMS TIPU BH3PACTHH MBKE.

3a na Obze ehekTUBEH Tananadui 3a JeUCHHE Ha ePeKTHIIHA TUCHYHKITUS, CE U3UCKBA CEKCYaTHa
CTUMYJIALHSL.

Jledenue Ha npu3Hai 1 CMUMIITOMHA Ha ,I[O6p0Ka‘IeCTBCHa XUIICPILIA3Wd Ha ITpocTaTaTa Ipyu Bb3paCTHU
MBXKC.

CIALIS ne e mokasas 3a ymoTpeda OT JKEeHH.
4.2 Jlo3upoBKa U HAYUH HA MPWIOKEHUE

2103I/I[ZOBK3

Epexmunna oucghynkyus npu ¢v3pacmuu mvoice

[penopbuBanara jo03a ¢ 10 mg, mpueTa NpeIu OYakBaHaTa CEKCyallHa aKTHBHOCT ChC WITH Oe3 XpaHa.
[pu Te3u naruenTy, npu kouto taaanadpui 10 mg He BOAU A0 MOIXOASI] €PEKT, MOXKE J1a Ce OIUTa
20 mg. Ta3m mo3a Moxke fa O6b1e nprera more 30 MHHYTH IPEIn CEKCyaTHa aKTHBHOCT.

MakcuManHaTa 4ecToTa Ha IMpUeM € BEAHBIK JHCBHO.

Tapanadpun 10 u 20 mg e npeaHazHaveH 3a ynorpeda Mpeau ouyaKkBaHa CeKCyallHa aKTUBHOCT U HE ce
MIperopbhYBa 3a MPOIBIDKUTETHA €XeTHEBHA YIIOTpeoa.

[Ipu marmenTH, Kouto mpeaBrxkaaT yecta ynotpeda Ha CIALIS (Hamp., moHe qBa MBTH CEAMHYHO),

MOJKe J]a ce OOMUCIIM KaTo MOAXOISI PEKUM SHOKPATEH JTHEBEH MPHEM Ha Hal-HUCKHUTE JI03H
CIALIS, 6a3upaiiku ce Ha n300pa Ha MALMEHTA U PELICHUETO Ha JIEKaps.
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[Ipu Te3n manueHTH ce mpenopbyuBaHaTa 03a € 5 mg, mpreTa BeIHBK JHEBHO MPUOIU3UTEITHO B €IHO
U CBHII0 BpeMe Ha jieHs. Jlo3aTa MoXke Ja ce HaMaiH 10 2,5 mg eTHOKpaTHO JHEBHO Ha 0a3aTa Ha
VMHAVBHTyaTHATa TOHOCUMOCT.

[enecho0pa3HOCTTa HA MPOABIDKUTEHATA XKEHEBHA yTOTpeOa TpsiOBa MEpHOIUYHO J1a Ce
MPEOICHSBA.

Llobpoxauecmsena xunepniasus Ha NPOCMAmMama nPu 6b3PACHU MbdiCe

[IpenopbunTtenHaTa g03a € 5 mg, nprueMaHa NpUOJU3UTEIHO 1O €HO U CHIIO BPEME BCEKHU JI€H ChC
nunu 6e3 xpana. 3a Bb3pacTHH MBKe, KOUTO ce JIEKYBaT KakTo 3a J0OpOKauyecTBeHa XUIepIia3ust Ha
npocTaTara, Taka v 3a epeKTHIIHA JUC(YHKINS, PENOpBhUNTETHATA J103a ChIO € 5 mg, IprueMaHa
IPUOIU3UTEIHO 110 €HO U CHIIO0 BpeMe Bceku JeH. [Ipu nanueHTuTe, KOUTO HE ca B ChCTOSIHUE J1a
MOHACAT Tajanadui 5 mg 3a JeyeHrne Ha J00poKauecTBeHa XUIEPIlIa3us Ha IpocTarara, TpsaOBa 1a ce
B3€ME MpelBUA AITCPHATUBHO JIEUCHUE, Thi KaTo eukacHOCTTa Ha Tazanadui 2,5 mg 3a JIedeHue Ha
JIoOpoKauecTBeHa XUIEPIIa3ysl Ha MPOcTaTaTa He € JI0Ka3aHa.

Crenuaiyy nonyJIaiiu

Mwvorce 6 cmapuecka v3pacm
[Ipu MBke B cTapuecka Bb3pacT HE Ce U3MCKBa aJalTHpPaHe Ha J03aTa.

Muoice ¢ bbOpeuno yepesicoane

He ce namara namansiBane Ha J103ata IIpH MMAIUEHTH C JIEKO 0 YMEPEHO OBOpEeTHO yBpekaaHe. 3a
MAIMEHTH C TEXKO ObOPEUHO YBpEXkKIaHEe MaKCHMATHATA TIPENophYHTENHA J03a ¢ 10 mg 3a neyeHne
MPY HY XA,

[Ipu manmenTH ¢ Te)kKo OBOPEUHO YBpEXKJaHe JO3UPAHETO eIWH ITbT JHEBHO Ha Tajaiadui 2,5 mg
WK 5 mg, KaKTo 3a JICYCHUE Ha epEeKTIIIHA TUC(YHKIMA Taka U 3a JOOPOKadeCTBCHA XUIIEPIUIa3us Ha
IpocTarara He ce MmpenopruBa (BX. Touka 4.4 v Touka 5.2).

Mwoice ¢ ueprodpodno yspexcoane

3a neyeHue Ha epekTHiIHA AuchyHKIus, ¢ ynorpeda Ha CIALIS npu HyX1a, npenopbynTeNHaTa 1032
CIALIS e 10 mg, npuera npeay ouakBaHa CEKCyalHa aKTUBHOCT ChC MM 0e3 XxpaHa. MiMa orpanndeHn
KJIMHUYHY JaHan 3a 0e3omacHocTTa Ha CIALIS mpu manueHTH ¢ TexXKa Y4epHOAPOOHA
HenoctarsraHOCT (Child-Pugh xiac C); ako ce nmpeamucsa, TO MPEANMUCBAIIHAT T'0 Jiekap TpsaOBa 1a
HanpaBy BHUMAaTEIHA MHAUBHUIYaJIHA MIPELEHKa HA ChOTHOLICHUETO moiza/puck. HiaMa HammuHu
JaHHU OTHOCHO MPHJIOKEHUETO Ha 103 MO-BUCOKM OT 10 mg Taganadui Ha MalueHTy ¢
YepHOJIPOOHO yBpEXKIaHE.

Jo3upanero Ha CIALIS enuH mbT THEBHO KAaKTO 3a JICUCHHE Ha ePEKTUIHA TUCYHKITHS, TaKa U Ha
noOpoKadecTBeHA XHIIEPIUIa3nsl Ha MPOCTaTaTa He € OIEHSIBAHO MPH MAUEHTH ¢ YePHOIPOOHA
HEJOCTaTHhYHOCT, CIEIOBATEITHO, aKO CE MPEITUCBA, TO MPEANMMCBAIIUAT T IeKap TpsiOBa 1a HarpaBu
BHUMATEJIHA HHAWBHIYAIHA MPELEHKA Ha OTHOIIEHUETO MOJ3a/pUCK (BXK. Touka 4.4 1 Touka 5.2).

Muwowce ¢ ouabem
[Ipu MbxKe ¢ AUabET HE Ce U3UCKBA MPOMSIHA B J103aTa.

Ileouampuuna nonynayus
Hsama crotBeTHO mpunnoxxkenne Ha CIALIS B meauarpudHaTa nmomyianyds OTHOCHO JIEYEHHUETO Ha

epeKTHIIHA TUC]YHKIIHS.

Hauun Ha TPUITOXKCHUEC

CIALIS ce mpennara kato ¢punMupanu Tabiaetku ot 2,5, 5, 10, u 20 mg 3a nepopaiHo MpHIoKeHHE.
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4.3 IIporuBomoka3zanus

CBpBX4YYBCTBUTEIIHOCT KbM aKTHBHOTO BEIIECTBO WJIM KbM HSIKOE OT IIOMOII[HUTE BEIICCTBA,
n30pocHM B TOUKA 6.1.

B knuHNYHM NpOy4YBaHMS € YCTaHOBEHO, Y€ Tafana(uil yCUiIBa XUIIOTEH3UBHUTE €EKTH Ha
Hutparute. CMsTa ce, 4e TOBa € pe3yiraT OT KoMOWHUpaHuTe e()eKTH HAa HUTPATHUTE U Tananadu
BBpXY IbTs a30TeH okcug/ul M®. [lopanu Tosa, npunoxenueto Ha CIALIS npu nauneHTH, KOUTO
W3I0JI3BAT HAKAKBU ()OPMH Ha OpPraHUYHHU HUTPATH, € IPOTUBOIIOKA3aHO (BXK. TOUKa 4.5).

CIALIS He Tps6Ba 1a ce npuiara Ha MbXe€ ChC ChPJCYHH 3a00JISIBaHuUS, IPU KOUTO CEKCyalHaTa
aKTUBHOCT He € npenopbunTenta. Jlekapure TpsiOBa 12 00CHAAT MOTEHIUATHNSA ChpAECUEH PUCK OT
CEeKCyaJIHa aKTUBHOCT IIPU NAaLlMEHTH C MIPEIIECTBAII0 ChPACYHOCHI0BO 3200 IsIBaHE.

CrenHuTe rpyny MAaUEeHTH ChC ChPACYHO-CHI0BO 3a00JsIBaHE HE ca OMJIH BKIIFOUSHH B KITMHHYHH

IIPOYYBaHUS M 3aTOBa yrorpebara Ha Taganadul IpH TAX € IPOTUBOIIOKA3aHa!

- NAalMEeHTH C MUOKapeH HHGapKT B paMKuTe Ha nocueanute 90 axu,

- MAIMEHTH C HecTaOMIHA aHTMHA WM aHTMHA, IPOsIBIBALLA CE [10 BpeMe Ha I10JIOB aKT,

- MAIMEeHTH ChC ChpAedHa HepocTaThaHOCT Kiac mo NYHA (New York Heart Association) 2 nim
M0-BUCOK TIpe3 MOCIIEAHNTE 6 Mecena,

- MAIMEeHTH C HEKOHTPOJIUPaHU apuT™MuH, XUMoToHM (< 90/50 mm Hg), nnm HekoHTpoarpaHa
XUIIEPTOHUS,

- MAIMEeHTH C MHCYJT B PAMKHUTE Ha MOCIeTHNTE 6 Mecera.

CIALIS e npoTHuBoOIIOKa3aH Mpy NAITUEHTH ChC 3aryda Ha 3pEHUETO Ha STHOTO OKO, B pe3yJITaT Ha
HeapTepHajiHa aHTepHOpHA HCXEMHUYHA OYHa HeBpomaTus (non-arteritic anterior ischemic optic
neuropathy, NAION), He3aBHCHMO OT TOBA, JaJId TO3U €MHU30]1 € CBHP3aH WIHN HE ¢ TIPEeIUITHA
ynotpeba Ha PDES naxuburop (Bk. Touka 4.4).

EnnoBpemennoro npunoxxenne Ha PDES naxubuTopu, BKItOUNTETHO Tanatadu, ¢ TyaHHIaT-
[UKJIa3HU CTUMYJIATOPH, KATO PHOIUTYAT, € IPOTUBOIIOKA3aHO, Thil KATO TOBA MOXKE JIa IPUIHMHHI
CUMIITOMAaTHYHA XUMOTOHHUS (BXK. Touka 4.5).

4.4 CuoeuuaJiHU Npeaynpe:kIeHus U NpeanasHu MepKHU IpH ynorpeda

IIpenu neuenue ¢ CIALIS

[penu na 6b1e 00CHACHO (hapMaKOIOTUYHO JICUECHUE, TPSIOBa J1a Ce CHEME aHaMHe3a U HalpaBu
(u3MKalleH MperJie, 3a J1a ce AUArHOCTUIMPA ePEeKTUITHA TUCOYHKIHS W T00pOKayecTBeHA
XUNEPIUIA3Usl Ha IIPOCTATaTa U JIa C€ OMPECHIST MOTCHITHATHATE TTOICKAIIH TPUIHHH.

[Ipenu na ce 3amo4yHe KaKBOTO U [ € JeUeHHe Ha epeKTUIHA TUCYHKIHS, JIeKapuTe TpsiOBa 1a
MPEIEHT ChbPJCYHOCHAOBUS CTATyC HA TEXHUTE MAIIMEHTH, Thil KATO NUMa U3BECTHA CTEIICH Ha
CBhpJICUCH PUCK, CBBP3aH ChC CEKCyalTHaTa aKTUBHOCT. Tananaduia nMa Ba30IuIaTaTUBHU CBONCTBA,
BOJICTITH IO JIEKW M TIPEXOIHH MTOHIKEHUS Ha KPBBHOTO HaJsraHe (BXK. ToUka 5.1) U 1Mo TakbB HAUWH
MOTEHIIUPA XUITOTCH3UBHYS e(DEeKT Ha HUTpaTuTe (BXK. Touka 4.3).

Ipenau na ce 3amouHe JeueHue ¢ Taganaduil Ha JOOpoKayecTBEHA XUIIEPILIA3Hs Ha IPOCTATATA,
MalMeHTHTe TPSIOBA J1a ce M3CIeIBAT, 3a JIa Ce U3KIIOYH HATHYHETO Ha KapIIMHOM Ha IpoCcTaTaTa u
BHUMATEJIHO JIa CE€ OIICHH HAJMYKETO Ha ChPJCYHOCHI0BHU 3a00saBaHus (BX. Touka 4.3).

OneHkaTa Ha epeKTHIHATa TUCYHKIHA TPsOBa Ja BKIIOYBA ONPEAEITHETO HA MOTSHIMATHUTE
MOJUICKAIIM NPUYHMHH U YCTaHOBSIBaHE Ha MOJXOISILO JICUCHUE CIIe]] TPABUIHA MEULIMHCKA OLICHKA.
He e usBectno, namu CIALIS e eexTrBeH npy NanueHTH, MPETHPIICIN Ta30BH OTICPAINN HITH
panuKanHa, HeCbXpaHsBalla HepBa MPOCTATEKTOMHUSI.
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CoplieuHo-cb10BU (haKTOpH

[To BpeMe Ha MOCTMAPKETHHIOBH HAOJIOICHHS U/WIH KIIMHUYHU TPOYYBaHUS Ca JOKJIaIBaHU
CepUO3HH ChPJCYHO-CHAOBU CHOUTHS, BKIIOUBAIIM MUOKapieH HH(APKT, BHE3aIHa ChpeUYHa CMBPT,
HecTaOWITHA aHTHWHA TIEKTOPHC, KAMEPHU apUTMHUH, WHCYIT, TPAH3UTOPHU UCXEMHUYHH €TTH30/IH,
rpbAHA 0OJIKA, MATIMUTAIUN U Taxukapaus. [lopeueTo maryeHTy, mpu KOUTO ca JOKJIaIBaH! Te3U
CcHOUTHS, ca UMAJTK TPEIISCTRAINY ChPIACUYHO-ChJIOBH PUCKOBH (pakTopu. Bhipeku ToBa, He €
BB3MOJKHO J1a C€ OTPEeNd KaTeTOPUIHO, TAIM Te3U ChOUTHS Ca CBBP3aHU MPSAKO C T€3U PUCKOBU
(daktopu, cee CIALIS, cbe cekcyamHaTa akTHBHOCT WJTH C KOMOWHAIMSITA HA TE€3H WU IPYTH
(axTopu.

ITpu manueHT! ¢he ChIIBTCTBAIIO JCUCHHUE C AHTUXUMEPTCH3UBHY JICKAPCTBEHH TIPOTYKTH, Taaanadui
MOJKE Jia MHAYIIUpa IOHMKEHUE Ha KPBBHOTO Halisirane. KoraTo ce 3amo4Ba €:KeIHeBHO JICYCHHUE C
taganadwr, TpsiOBa ma ce OOMUCITH KIMHINYHATA BE3MOXKHOCT 32 alaliTHpaHe Ha J103aTa Ha
AHTHXUIEPTECH3UBHOTO JICUCHHUE.

[Ipu mammenTtyn, kouto mpueMart anda; 6okepu, enHoBpeMeHHOTO mpuioxenne Ha CIALIS moxe na
JOBeJIe 10 CUMIITOMATHYHA XUIOTOHHS TIPH HAKOH OT TAX (BX. Touka 4.5). KomOunmpaneto Ha
TaganaduI U TOKCa3031H HE ce MPEnophyBa.

3peHue

Cpo01maBany ca 3pUTEITHN HAPYIICHUS, BKIIIOYHTEITHO IIEHTPATHA CEPO3HA XOPHOPETHHOMATHS
(CSCR) u cnygan nHa NAION (HeapTepuaaHa aHTEpHOPHA UCXEMHUYHA OYHA HEBPOIIATHS ), CBBP3aHU C
npuema Ha CIALIS u npyru PDES-uaxuburopu. [ToBeueTo cayuan Ha CSCR oTIrymsBar CliOHTaHHO
cien ciupane Ha Taganadui. [lo otHomenne Ha NAION, aHanu3u Ha JaHHU OT
HEUHTEPBEHIIMOHAIHY IPOYYBaHUsI Mpearoiarat nopuiieH puck ot ocrpa NAION (Heaprepuanna
AHTEPHOPHA UCXEMUYHA OYHA HEBPOIATHS ) IPU MBKE C EPEKTIITHA TUCHYHKIHS CIIe eKCIIO3UINS Ha
taganadwr wu npyru @JIES uaxubutopu. Tohit kaTo ToBa MOXe 1a OBbAC OT MPAKTHIESCKO 3HAUCHUE
3a BCUYKH MMAIUEHTH, U3JI0KEHH Ha Tananadui, maueHThT TpsOoBa 1a ObJe MpeaynpexiaBaH, ue B
CJy4aii Ha BHE3AITHO 3PUTEIHO HAPYIIICHHE, HAPYIIICHUE HA 3pUTEITHATa OCTPOTA /WU 3PUTEITHO
M3KpUBABaHe, TpsAOBa na cripe npuema Ha CIALIS u na ce koHCynTHpa He3abaBHO € Jekap (BX. TOUKa
4.3).

Hawmanen ciyx wiv BHe3ammHa 3ary0a Ha ciryxa

Caydau Ha BHe3amHa 3ary0a Ha ciiyxa ca choOILIeHH ciie ynoTpedaTa Ha Taganadui. Beopeku e
JpYyTH PUCKOBU (DaKTOPH ca HAIUIIEC B HAKOM CiTydau (KaTo HalpuMep, Bb3pacT, TUa0eT, XUIIEPTOHHS 1
aHaMHe3a 3a IPeIMIIHA 3ary0a Ha cilyXa), HallueHTUTe TpsAOBa Aa ObJaT IOCHhBETBAHM Ja CIpaT
npremMa Ha Tagaiadui U 1a MOThPCAT He3a0aBHO MEIUIIMHCKA TIOMOII B CITy4aii Ha BHE3aITHO
HaMaJsiBaHe Ha CIIyXa MJIM 3ary0a Ha ciyxa.

BL6D€‘IHO n T-ICDHOIIDO6HO YBPCKIAAHE

[Tpu mammenTu ¢ Texka ObOpedHa HegocTaThuHOCT no3upanero Ha CIALIS eqHokpaTHO THEBHO He ce
MpenopbyBa, mopaau nopuieHara excrnosumust (AUC), orpaHnyueHus KIMHUYEH OMUT U JIUTIcaTa Ha
BB3MOXKHOCT 3a MOBJIMSIBaHE HAa KIIMPBHCA TIOCPEICTBOM JAHATN3A.

WmMa orpaHuveHr KJIMHUYHY JaHHY 3a Oe3omacHoctTa Ha CIALIS, npuitoskeH kaTo eIMHUYHA 71033,
TIpH TAIMEeHTH ¢ TeXKa depHoApoOHa HemoctarbuHOoCT (Child-Pugh xmac C). Ilpu manuentn ¢
YepHOIPOOHA HEAOCTATHYHOCT HE € OLIEHSIBAHO EAHOKPATHOTO JHEBHO MPIIIOKEHUE WIIH 32 JICUCHHE
Ha epeKTUIIHA JUC(YHKIUS, K 3a T0OpoKauecTBeHa xunepiuiasus Ha npocratara. Axo CIALIS ce
Ha3Ha4aBa, TpsiOBa Ja ce HalpaBU BHUMATEIHA WHIWBH/yaHA MIPEIICHKA Ha OTHOIIEHUETO
T10J133/PUCK OT MPEAITMCBAIII TO JIeKap.
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IIpuanu3bsM M aHaTOMHYHA ):[Cd)ODMa]_[I/Iﬂ Ha rieHuca

[NaruenTrTE, KOUTO Ca UMATTU EPEKIUS, MPOIBIDKIIIA 4 Yaca WK ToBeue, TpsiOBa 1a Obaat
ITOCHBETBAHU JIa TOTHPCAT He3a0aBHO JIeKapcKa MOMOI. AKO IMTPHANU3MbT He ObJIe JIKYBaH BeIHAra,
ThKaHTa Ha IICHKUCA CE YBPEXK/a M MOXKE J1a C€ CTUTHE JI0 MTOCTOSHHA 3ary0a Ha MOTeHTHOCTTA.

CIALIS TpsiOBa f1a ce M3MOM3BAT ¢ BHUMAaHHUE TIPU TAITUEHTH ¢ aHATOMUYHA JehopMaIus Ha TICHICa
(xaTo Hamp., aHTYyJIanus, KaBepHo3Ha (GuOpo3a uiu OonecT Ha Peyronie) Wiy nMpu MalueHTH ChC
3a00JIsIBaHUS, KOUTO MOTAT Ja Ch3AaaT NpeApas3noNoKeHie KbM IPHANU3bM (KaTo ChbPIOBHIHO-
KJIETHYHA aHEMHUSI, MYJITUIUICH MUEIIOM WJIN JIEBKEMHUS).

Yuorpeba ¢ CYP3A4 nuxuburopn

M3uckBa ce moBHUIIIEHO BHUMaHUE, ako ce mpennucBa CIALIS Ha manueHTH, KOUTO U3ITOJI3BAT MOIITHU
CYP3 A4 uaxuburopu (pUTOHABHP, CAKBHHABHP, KETOKOHA30JI, UTPAKOHA30JI U EPUTPOMHUITIH ), THit
KaTo MpU KOMOMHHUPAHETO Ha TE3W JIEKapCTBEHH MIPOYKTH ce 3a0elsI3Ba MOBHUIIABAaHE Ha
excrio3unusTa Ha tafganapui (AUC) (Bxk. Touka 4.5).

CIALIS u apyru neyeHus 3a epeKTriIHA JUCchYHKIINS

He ca mpoyuBanu 0e3omacHocTTa U eukacHocTTa Ha komOuHaiuute Ha CIALIS u npyru
naxuoutopu Ha PDES wnu npyru nedenust Ha epextiiHa auchyHnknus. [laiueHTsT TpsidBa na ob/e
nHpopmupan na He mpuema CIALIS B mogo0HN KOMOMHAIIAH.

JlakTo3a
CIALIS cpabpika nakrosa. [lanmenTuTte ¢ peKu HacaeICTBEHH MPOOIEeMHU Ha rajiakTo3Ha

HETMIOHOCHMOCT, ITBJICH JIaKTa3eH Ne(UIINT WIH TITIOKO3HO-TaJlaKTO3Ha MasiabcopOuus He TpsioBa na
MIpreMaT TOBa JIEKapCTRBO.

Harpui

To3u JeKkapcTBEH MPOAYKT ChIbpKa MO-Manko oT 1 mmol Hatpuii (23 mg) Ha TabaeTka, T.e. MOXe J1a
ce Kaxe, 4e PaKTHYECKH He ChABbPKa HATPHH.

4.5 Bs3aumogeiicTBHe ¢ IPYIH JIEKAPCTBEHU NPOAYKTH U ApYyru ¢opMu Ha B3auMoaeicTBre
[IpoyuBaHusTa 32 B3aumo/ieiicTeus ca nposeaeHu ¢ 10 mg w/wnmm 20 mg taganadui, KakTo e

noco4eHo no-gomy. lo ce oTHacs 10 Te€3u MpoyuyBaHUs 3a B3aUMOAEHCTBUSA, KBJIETO ca MpUIaraHu
camo 1034 Ha Taganadui oT 10 mg, KIMHUYHO 3HAUMMHU B3aUMOJICHCTBHS MIPH MTO-BUCOKH 103U HE

MOTaT M3LIIO 13 ObJAT U3KIFOYECHH.

Edextn Ha ApyTH BelecTBa BEPXY Tamaiad il

HUnxubumopu na yumoxpom P450

Tanamadwn ce metabonmsupa rinasHo upe3 CYP3A4. CenextuBnusar naxuourop Ha CYP3A4,
keTokoHazo’a (200 mg nHeBHO), yBenu4dapa 2 mbTH excriosunuara (AUC) Ha taganadwt (10 mg) u
Crmax ¢ 15% copsimo croitHocTuTe Ha AUC U Ciax IPH CAMOCTOSITETTHO MPHIIOKEH Tagaiapuil.
Keroxonazon (400 mg nHeBHO), yBennyaBa 4 mbtu excrniozunusata (AUC) Ha taganadwun (20 mg) u
Crmax ¢ 22%. PutonaBup, npoteazer naxuoutop (200 mg, 2 mbTH JHEBHO), KOUTO € HHXHOUTOp Ha
CYP3A4, CYP2C9, CYP2C19 u CYP2D6, ysennuana excnio3urusita (AUC) Ha Tagamadm (20 mg)
2-reTH 0e3 Aa mpoMeHs Cmax. BBIpeku e He ca mpoyyBaHU crieln(pUIHA B3aUMOACHCTBUS,
eIHOBpeMeHHara yrorpeda ¢ Ipyru npoTeasHu HHXUOUTOPH, KaTo cakBuHaBHp, u apyru CYP3A4
WHXHOUTOPH, KATO EPUTPOMUIINH, KIIAPUTPOMHUIINH, UTPAKOHA30JI U COK OT IpeHnpyT, N3UCKBA
BHHMMAaHHe, Thi1 KATO MOJXKE /1a Ce 0YaKBa, Te JIa yBEIHUaT IUIa3MEHNTE KOHIICHTPAINH Ha Tafanadut
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(Bk Touka 4.4). CnemoBaTenHo, 4eCTOTaTa Ha HEXKEJIAHUTE JIKAPCTBEHU PEAKIIUU, TIOCOUCHH B
TouKa 4.8 MOXe 1a Ob/Ie yBEIMICHA.

Tpancnopmuu 6enmvyu

He e u3BecTHa ponsiTa Ha TpaHCIIOPTHUTE OeNTHUU (HapUMEp, P-TIIMKONPOTEHH) BHPXY
nucro3unuaTa Ha Taganagui. CienoBaTeTHO € HaIHLE TTOTEHIMAN 3a JIEKapCTBEHH B3aUMOJIEHCTBUA,
MEIUUPaHH OT OTUCKaHE Ha TPACTIOPTHHUTE OENTHIIH.

Hnoykmopu na yumoxpom P450

WunyxropsT Ha CYP3 A4, pudammunms, Hamanssa AUC Ha tapanadun go 88%, cripsimo
croitHoctuTe Ha AUC 11pu camocTrosTenHo npmwiokeH taganadmr (10 mg). Ta3zn HamaieHa
eKCITO3MIIHS MOXKE J1a C€ OYaKBa J1a HaManu e()UKacHOCTTA Ha Tajanaduir; CTENeHTa Ha HaMaleHHe Ha
epukacHoctTa ¢ Heu3BecTHa. Jpyru naaykropu Ha CYP3 A4, xato ¢penobapburtan, GeHUTOUH 1
kapOamasenuH, Morat ChII0 JIa HAMAJAT IJIa3MEHUTE KOHIIEHTPAIMK Ha Tananadul.

Ed)CKTI/I Ha Taﬂaﬂad)l/lﬂ BHPXY APYI'U JICKAPCTBCHU MMPOAYKTHU

Humpamu

B xnuHnuHM npoyuBanus, Taganadui (5, 10 1 20 mg) e mokazain, uye MOTeHIHpa XUIIOTCH3UBHUTE
edextn Ha HUTparute. [lopaau ToBa, npunoxenneTo Ha CIALIS npu nanueHTH, npreManiy HsKos
(hopma Ha OpraHUYCH HATPAT € MPOTHBOIOKa3aHo (BXK. Touka 4.3). Bs3 ocHOBaTa Ha pe3ysTaTd OT
KIIMHUYHO MPOyYBaHe, B koeTo 150 maruenTy ca noiayyaBaiy JHEBHU 1034 oT 20 mg Tananadwun 3a
7 nan 1 0,4 mg HUTPOTIMIEPHH CYOJIMHI'BATHO B Pa3IMYHO BpEME, TOBa B3aUMOJICHCTBHUE €
HaOIII0JaBaHo 3a TIoBeYe OT 24 yaca U He € HabIoAaBaHo ciie n3Thdane Ha 48 yaca ot mociegHara
nmo3a taganadwr. Taka, mpy HanMeHT, Ha KOWTO e mpeanucana Hakaksa go3a CIALIS (2,5 mg-20 mg),
¥ 32 KOUTO MPHUJIOKEHUETO Ha HUTPATH CE CMsTA 38 HEOOXOIUMO 110 MEAMLIMHCKH MTOKAa3aHUs B
JKUBOTOCIIACSBAIIM CUTYyaIlUU, TPAOBa J1a Ma ToHe 48 Jaca oT npuema Ha nocienHara go3a CIALIS,
MIpeau MPHIIOKEHNEeTo Ha HuTpatuTe. [Ipu TakuBa ycioBus, HUTpaTUTe TPsIOBa Jja ce mpuiaraT caMmo
MOJT CTPOT MEIUITUHCKU KOHTPOJI U ChC ChOTBETHO MPOCIIEsIBAaHE HAa XEMOINHAMHUKATA.

AHmuxunepmeH3usHU 1eKaApPCMEeHU CPeOCMBEa (BKIIOYUMENHO KATYUe8U AHMAa2oOHUCL)
EnaHoBpeMeHHOTO IPHIITOKEHHE Ha T0OKCca303uH (4 1 § mg MHEBHO) u Taganadw (THEBHA 1032 OT 5 mg
u 20 mg KaTto eAHOKpaTHa J03a) 3aCUJIBa aHTUXUIIEPTEeH3UBHUS epeKT Ha To3u anda-0nmokep B
3HauuMa creneH. To3u edekT ce 3ama3Ba MOHE IBaHAJeceT Yaca M MOXKe Ja MPEeIN3BUKA CUMITTOMH,
BKJTFOUHUTEITHO CHHKOII. 3aTOBA Ta3W KOMOWHAIMSA HE Ce TIpernopbuBa (BXK. Touka 4.4).

B npoyuBanus 3a B3aMOACHCTBHSATA, U3BBPIIECHH IIPY OTpaHUyeH Opoii 37paBu JOOPOBOILH, TE3U
eeKTH He ca ChOOIIEHH ITPH al(y303HH WIHM TAMCYJIO3HH. Bee mak, € Heo0X0IMMO MTOBHUIIIEHO
BHUMaHHE, KOTaTo Tafanadui ce ynorpedsiBa py MallMeHTH, JeKYBaHH C KaKBUTO H Ja € ajida-
O1oxepu, 0cOOCHO IIpH MAIMEHTH B CTapyecka Bb3pacT. JleueHuero TpsOBa 1a 3aroyHe npu
MUHHUMAJTHA /103 ¥ TPOTPECUBHO J]a ce aAanTupa.

B knmHMYHM (apMaKoJIOrHYHU POYYBaHUs € U3CIIe/IBaH MOTCHIMATBT Ha Tajaiaduil 1a yCUIIBa
XUTIOTEH3UBHUTE e(DeKTH Ha aHTUXUIIEPTEH3UBHUTE JIEKAPCTBEHH MPOAYKTH. [IpoyuBanm ca
OCHOBHUTE KJIACOBE aHTHXUIIEPTEH3UBHU JIEKAPCTBEHU MIPOAYKTH, BKITFOUUTEIIHO KAIIITUEBU
AQHTaroHUCTH (aMJIOJUIKH ), THXUOUTOPUTE HA aHTHOTEeH3WH KoHBepTHpaius eH3uM (ACE)
(enamanpui), OokepuTe Ha OeTa-aIpeHEePrHIHATE PEENTOPU (METONPOIION), THAZUIHUTE TUYPETUIIH
(6ermpoduryasun), u OoKkepuTe Ha aHTHOTEH3UH 11 perenTopute (pa3TundHA BUAOBE H JO3H,
CaMOCTOSITEIIHO WM B KOMOMHAIMS C THA3UAM, KAJIIMEBUTE aHTarOHUCTH, OeTa-0JI0KepH, 1/HIH
anda-omokepu). Taganadun (10 mg ocBeH B MIPOYYBAHUATA C AHTATOHUCTUTE HA aHTUOTEH3HH 11
pelenTopuTe U aMJIOAMITUH, IPH KOUTO € Mpuiiarana jo3a or 20 mg) HIMa KIMHUYHO 3HAYUMHU
B3aMMOJICHCTBUS, C KOKTO U J1a € OT Te3! KjacoBe. B npyro kmuHIIHO (hapMaKoJIOTHIHO MPOyYBaHe
taganadun (20 mg) e m3nuTBaH B KOMOMHALUS ¢ A0 4 Kilaca aHTUXUIIEPTEH3UBHH MPOoAyKTH. [1pn
MalMeHTHUTE, IPUEMAaTH HAKOJIKO aHTUXUIIEPTEH3UBHH MIPOAYKTa, aMOyJIaTOPHUTE MPOMEHH B
KPBBHOTO HAJSITaHE M3TJIEKAAT CBBP3aHU ChC CTETIEHTa HAa KOHTPOJ Ha KPBBHOTO HassiraHe. B Ta3u
BPB3Ka, IIPH MAIMEHTUTE OT KIMHUYHOTO M3MHUTBAHE, YAETO KPHBHO HaJsIraHe € Ouio noope
KOHTPOJIIPAHO, HAMAJISIBAHETO € OMII0 MIHUMAHO WITH ITOT00HO HAa TOBA, HAOII0JaBaHO TIPH 37]paBU
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xopa. [Ipu ygacTHHIIM B IPOYYBAHETO, MPU KOUTO KPBBHOTO HAJISITaHE Ha MAI[HEHTHUTE HE € OUiIo
KOHTPOJIMPAHO, CIIaJaHeTO € OUIIO MO-TOJISIMO, BBIIPEKH Y€ TO HE € OMIIO CBBhP3aHO C XUITOTEH3UBHU
CUMIITOMM IIPY NOBEYETO OT NManueHTuTe. [Ipyn nanueHTy, noiayyaBaniy CbIIbTCTBALIO JCUCHHE C
AHTHXUTEPTECH3UBHU JIEKAPCTBEHU NPOAYKTH, Tafganadmi 20 mg Moxke J1a HHIylIupa HaMaJleHne Ha
KPBBHOTO HAJISITaHe, KOETO (C M3KIIIoUeHUe Ha anda O10Kepu —BXK MO-TOpe), € KaTo 1510 MaJKo U He €
BEPOSATHO Jla € KIMHUYHO 3HaYMMO. AHaJIM3UTE Ha JaHHUTE OT KIIMHUYHU Npoy4yBaHus (asa 3 He ca
MTOKA3aJIM Pa3ivKa B HEXKEIaHUTE JIeKapCTBEHU CHOUTHSA TP MAlMEHTHTE, PUEMAIH Tafganadu, Cbe
i 0e3 aHTUXHUIIEPTCH3UBHHU JICKApPCTBEHU MPOYKTH. BBIIpeKy ToBa Ha mallieHTUTe TpsOBa 1a ce
JlaBa MOAX OIS KIIMHIYEH ChBET 32 Bb3MOXHO HaMaJIeHHE Ha KpbBHOTO HaJIiTaHe, KOraTo Ce JeKyBaT
C aHTUXWIIEPTCH3UBHU JIEKAPCTBEHU TPOITYKTH.

Puoyuzyam

[IpeaxnMHUYHN TPOYYBaHUS MOKA3BAT AOMBIHUTENICH e(DEeKT Ha TOHMKaBaHEe Ha CHCTEMHOTO KPBBHO
Hansrane, koraro PDES uaxuOuTopu ce KOMOMHUPAT ¢ pUoNMryat. B KIIMHUYHY TPOyYBaHUS €
JIOKa3aHo, Y€ PUOIMTYAT MOTeHITNpa XuIoTeH3uBHUTE edektrt Ha PDES naxubuTopute. Hsima manan
3a OnaronpusTeH KIMHHYCH e(peKT Ha KOMOMHAIIMATA B [TPOYYBaHATA MoMyanus. EqHoBpeMeHHaTa
ynotpeba Ha puouuryar ¢ PDES unxubutopu, BKimounTenHo taganadui, € IpOTUBOIOKa3aHa (BX.
TouKa 4.3).

Hnxubumopu na 5-anga pedyxmaszama

B ximHUYHO mpoyYBaHe, KOETO cpaBHABA Tafanadui 5 mg, Mpuiarad eTHOBPEMEHHO ¢ (UHACTEPHT
5 mg, ¢ miane6o wiroc puHacTepu 5 mg 3a oOiekyaBaHe Ha CUMIITOMHUTE Ha T0OpOKadecTBEHa
xunepnmnasus Ha npoctarara (I XII), He ca ycTaHOBEHH HOBH HEXeJIaHU peakiuu. Bernpeku ToBa, Thit
KaTo O(QUIMATHO MPOYYBaHE 3a JIEKAPCTBEHH B3aUMOJICHCTBHS 32 OI[eHKA Ha e(peKTHTE Ha Tajganadui
¥ Ha MHXHOUTOpHTE Ha S-anda penykraszara (5-ARIs) He e mpoBexxnano, Taganadui TpsaOBa 1a ce
mpujara BHUMaTeIHO €THOBPEMEHHO ¢ MHXUOUTOpH Ha S-anda penykraszara (5-ARlIs).

CYPIA2 - cybcmpamu (nanp., meoghunun)

Korato tamamadumr 10 mg ce nmpwmiara ¢ reodunuH (HeceneKTuBeH GpocdoauecTepaszeH HHXHOUTOP)
BBB (papMaKOJIOTHYHO MPOYYBaHE, HE € UMao PapMaKOKHHETHYHH B3aUMOJCHCTBUS. ENMUHCTBEHHUST
(hapmaxoguHamuyeH edext e omn neko (3,5 ymapa/MuHyTa) yBelIHUeHHe Ha ChbpAeYHATa YeCTOTa.
Brrpeku ue To3u eeKT € BTOPOCTENeHEH U He € OWIJI OT KIIMHUYHO 3HaueHHUEe [P TOBa MPOYYBaHE,
TOM TpsAOBA J1a ce B3eMa 10J] BHUMaHHUE MPY THOBPEMEHHA yroTpeda Ha Te3U JeKapCTBEHU MPOAYKTH.

Emununecmpaouon u mepbymanun

Tananadun e mokasai, e npeAn3BUKBA YBEIUYCHNE HA OMOHATMYHOCTTA HA €TUHUIIECTPAIUOI CIIE]
TIepOPAITHO TIPUIIOKEHHE; TIOO0HO YBEIMUSHHE MOXKeE J1a O'bJIe OYaKBAHO MPH MIEPOPATHOTO
MIPIJIOKEHUE HA TepOYTAINH, BBIIPEKU Y€ KIMHHYHUTE MOCIEACTBUS OT TOBA Ca HEOIIPEICIICHH.

Anxoxon

Konnentpanuure Ha aakoxoi (cpeaHa MakCUMaIHa KOHIIEHTpalus B KpbBTa 0,08%) He ce moBiusBaT
oT chBMecTHaTa ynorpeda ¢ taganaduin (10 mg wu 20 mg). B nonsnHenwne, 3 gaca cien
€IHOBPEMEHHOTO MIPUIOKEHHE C aJIKOXOJ HE ca HaOJII0JaBaH! IPOMEHH B KOHLIEHTPALIUUTE Ha
Taganadui. ATKOXOIBT € MPUIOKEH 110 HAYKH, YBEJINYaBaIll MAKCUMAIHO CKOPOCTTa Ha abcopOuus
Ha aJKoxoJ] (CyTpUH Ha II1ajgHo, 0e3 a ce mpreMa XpaHa 1o 2 yaca ciiell IpueMa Ha ainKoXoJi)
Tananadun (20 mg) He yBeNMYaBa CPETHOTO HAMAJIIBAHE HA KPHBHOTO HAaJSITaHE, MTPEIU3BUKAHO OT
ankoxona (0,7 g/kg wim oxorno 180 ml 40% anxoxon [Bogka] mpu 80-KHIOTPaMOB MBXK), HO MIPH
HSKOM XOpa MOJXKE J1a ce HabJIro1aBa MoCTypalieH CBETOBBPTEK MM OPTOCTaTHUHA XunoToHus. Korato
Taganadui ce mpuiara ¢ no-mMajiku go3u ankoxodn (0,6 g/kg), xunorensus He ce HabIr01aBa, A
CBETOBBPTEKBT Ce HAOII0IaBa ¢ 4eCTOTa, TOAOOHA Ha Ta3H NPU CAMOCTOATEIIHOTO MPUIOKEHUE Ha

ankoxoi. EdexTsT Ha ankoxoia BbpXy KOTHUTHBHATA (YHKIHS HE CE 3aCHJIBAT OT Tafanadui
(10 mg).

Lumoxpom P450 memabonuzupa nekapcmeeru npooyKkmu
Tananadun He ce ouakBa J1a NPeIU3BUKBA KIMHUYHO 3HAYUMO IOTHCKAHE WM MHIYKIMS Ha

KIIMPBHCA HA JIEKapCTBEHH MPOIyKTH, MeTabonmsupanu oT CYP450 nzopopmure. [IpoyuBanusira ca
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MOTBBPAWIN, Y€ Taganapuil He UHXUOUpa Wik uHAyupa uzopopmure Ha CYP450, BKIFOUUTEIIHO
CYP3A4, CYP1A2, CYP2D6, CYP2EL, CYP2C9 u CYP2C19.

CYP2C9 - cyocmpamu (nanp., R-eapgapun)

Tamanadun (10 mg u 20 mg) HIMa KIMHUYHO 3HAUYUM edeKT BppXy excnosunusara (AUC) Ha S-
Bapdapun unu R-Bapdapun (cyocrpar va CYP2C9), HuTo 3acsra mpoMeHUTE B IPOTPOMOHMHOBOTO
BpeMe, MPEeIU3BUKaHH OT BaphapuH.

Acnupun
Tamanadun (10 mg u 20 mg) He MOTEHNIMPa YBEINYSHHETO BEB BPEMETO Ha KbPBEHE, IPUIUHEHO OT
aIleTUJICATTUIIIIOBA KUCETHHA.

Tlpomusooduabemnu nexapcmeenu npooyKmu
He ca mpoBexxaanu crieruuIHy pOyYBaHUS 32 B3aHMOJICHCTBUS C MPOTHBOANA0CTHH JICKapCTBEHU
MPOIYKTH.

4.6 DepTHauTeT, GPEeMEHHOCT M KbpPMEHe

CIALIS ne e mokazas 3a ynotpeba oOT >KEeHHU.

bpemennoct

Wma orpanudeHy JaHHU 3a ynoTpedaTa Ha Taganadui npu OpeMeHHH xeHu. [IpoyuBanusTa npu
KMBOTHU HE IIOKA3BaT MPSIKO WIK HENIPSIKO BPEIHO B3alMoIeiicTBUE BEPXY OPEMEHHOCTTA,
eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE, PAKAAHETO WITH ITOCTHATAIIHOTO pa3BuTue (B Touka 5.3).
Karo npenmnasna mspka, 3a npeamnountane e ynorpedara Ha CIALIS mo Bpeme Ha OpeMeHHOCT /1a ce
n30sTBAa.

Kopmene

Hannunure GpapMakogMHaMUYHY/ TOKCHKOJIOTHYHU JaHHU MTPH )KUBOTHH MOKA3BaT €KCKPELUs Ha
TamanagmI B MIIKOTO. He Moxe ma ce m3kumoun puck 3a kppmadeto. CIALIS He TpsiOBa na ce
M3I0JI3Ba 110 BpeMe Ha KbpPMEHeE.

depTunurer

HaGmonaBanu ca eekTH npu KydeTa, KOUTO MOXKE Jla coYaT yBpexaaHe Ha Geprunurera. J[Be
MOCIeBAIY KIMHHYHH TIPOYYBaHUsI TIOKA3BaT, 4e TO3H e(EeKT € MAIIKO BEPOSTECH IPH XOPa, BBITPEKH
4e ce HaOJII01aBa HaMaJIeHHWe Ha KOHIICHTpAIIMsITa Ha cliepMa IPY HAKOU MBbxKe (BXK. Touka 5.1 u
ToYKa 5.3).

4.7 EdexTu BbpXy cnoco0HOCTTa 3a mo¢upaHe u padora ¢ MAIIMHA

CIALIS nosnusiBa mpeHeOpe)MMO CIOCOOHOCTTA 32 MIo(pHUpaHe WK padoTa ¢ MallMHU. Bbrpeku, e
B KJIMHUYHU MPOYYBAHHA YeCTOTaTa Ha ChOOLICHUATA 32 CBETOBBPTEX IIPU TpyMara ¢ mianedo u
rpymnara ¢ Tamaizadui na ¢ ouia cXoaHa, ManueHTHTe TPsIOBa /1a ca HasCHO 3a TOBA Kak IIe pearupar
Ha CIALIS, npenu mogupane nin padoTa ¢ MalIMHU.

4.8 Hexenanu jJekapcTBeHHU PeaKIIUH

Pe3rome Ha nmpodria Ha 0€30I1aCHOCT

Haii-gecto cho0IIaBannTe HEXKETAHU JIEKAPCTBEHU PEaKITHH IpH manuenTH, npuemantua CIALIS 3a
JICUCHUE Ha EPEKTHIIHA TUCHYHKIIMS WM JOOPOKaYeCTBeHA XUIIEPIIa3us Ha IIpocTaTaTa ca
rIaBoOoKe, TUCTercrs, 00JIKa B rbpOa U MUANTHS, TIPH KOUTO YECTOTATA CE YBEINYABa C
noBumaBane Ha no3ara Ha CIALIS. JloknagBanuTe HEXKeIaHU JICKAPCTBEHH PEAKIIMU Ca OIIN
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MIPEXOHU U B TIOBEUETO CIIydau JIEKU 10 yMepeHu. [lo-romsamara 4acT oT CiiydauTe Ha Ti1aBo0oIne,
cboOmaBanu npu npuem Ha CIALIS Bequbk THEBHO, ca HaOmonaBanu mnpe3 mbpeute 10 10 30 10U OT
3aII0YBaHe Ha JICUEHHETO.

Pe3roMe Ha HEXXEJTaHUTE PEaKIINU B TabInuYeH BH]

B Tabnunara no-goiy ca n30poeHr HeXXeTaHUTe JIEeKapCTBEHH PEeaKLnH, HaOII0JaBaH! OT CIOHTaHHH
CHOOIICHUS U NPH TIane00 KOHTPOIUPaHH KIMHAYHU poy4uBaHus (o0xBammamu oomo 8 022
ranueHTH, JiekyBaau ¢ CIALIS, u 4 422 nmanuenTH, moxy4yaBajiy miane0o) 3a JeUeHne Ha ePeKTHITHA
TUCQYHKIUS TIPU HYKa U BEAHBXK THEBHO U 32 JICYCHHE Ha IOOPOKAYECTBeHA XHUIIEPILIA3Us Ha
npocTaTara BeIHBK THEBHO.

Hescenanu nexapcmeenu peaxyuu

Kousenius 3a uecrorara: MHOro yectu (>1/10), yectu (>1/100 no <1/10), Heuectu (>1/1 000 mo
<1/100), peaxu (=1/10 000 mo <1/1 000), muoTO peaxu (<1/10 000) u c Hen3BecTHA YecTOTa (OT
HaJMYHATE JaHHU HE MOXeE /1a Ob/Ie HallpaBeHa OICHKA).

C HeusBecTHa
4ecToTa

MHoro yectHn Yectn HeuecTn Penxu

Hapywenus na umynnama cucmema

Peaknuu Ha Anruoenem’
CBPBXUYYBCTBUTE

JIHOCT

Hapywenus na nepenama cucmema

Uncynr'
(BKJIFOYHTEIHO
XEMOparuyHu
CHOUTH),
Cunkor,
TpaH3uropHu
HUCXEMUYHU
pHCTHIH ',
Murpena’,
HpI/IHaZ[BIII/IZ,
TpanzuTopHa
aMHe3us

I'maBoGonme 3aMastHOCT

Hapywenus na ouume

3aMbIIIeHO
BIDKJIAHE,
Vcemianus,
OIMMCBAaHHU KaTo
0o0JIKa B OUHUTE

Hapyuienue Ha
3pUTEIHOTO
moJte, OTOK Ha
KJICTIauuTe,
Xunepemus Ha
KOHIOHKTHBATAa,
Heaprepuanna
aHTEpUOpHa
HCXEeMHYHA
OYHa
HEBPOIaTHs
(NAION),
3anymBane Ha
CH/IOBETE Ha
peTuHara’

Hentpanna
cepo3Ha

XOPpUOPETHUHOIIATU A

Hapywenus na yxomo u nabupunma

Tunutyc

Buesanna
3ary0a Ha ciryxa
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Covpoeunu napywenus'

Taxukapaus, MuokapaeH
[Manmuranuu uH(}apKT,
Hecrabunna
CTeHOKap/us’,
Kamepna
apuTMHUS®
Cv008u HapyueHus
3auepBaBaHe XunoTonus’,
XunepToHust
Pecnupamopnu, 2pvonu u meduacmunaniu HapyuweHus HapyweHus
Hazanna HucnHes
KOHI'€CTUS Enucrakcuc
Cmomawno-upesHu HapyueHus
Hucnencus Kopemna 6onka,
[loBprwu1ane,
I'anene,
I"actpoesodarean
eH peduIyKc
Hapywenus na xoosicama u nookoscnama moKaw
O6pus VYprukapus,
Cunapom Ha
Stevens-
Johnson?,
Excdonmarnsen
JepMaTHT?,
Xunepxuaposa
(ToTene)
Hapywenus na myckyamno-ckenemnama cucmema, CoeOUHUMETHAMA MbKAH U
Kocmume
Bonka B rep0a,
Muanrus, bonka
B KpallHUK
Hapywenus na 6vbpeyume u nuxounume nvmuya
| | Xemarypus |
Hapywenus na 6v3npouzgooumennama cucmema u 2bpoama
[Ipuanuzbm,
VY apmxeHna KpbBOusnus B
epeKus TIEHHCA,
XemMarocrepmMu
s
Obwu napywenus u epekmu Ha MACMOMO HA NPUTIONCEHUE
I'ppana 60n1<a1, OTOK Ha
Hepudepen JTHIIETO?,
OTOK, YMOpa Bneszamnna
ChbpIeyHa
cmbpt?

(1) [oBeyero OT MAIUEHTUTE UMAT NPEAIIECTBAIIN ChPICYHO-CHIOBH PUCKOBH (DakTopH (BXK.
TouKa 4.4).

(2) Cro0OmaBanu Ipu MOCTMAPKETHHIOBOTO HAOMIOJCHNE HEXKETaHU PeaKkuy, KOUTO He ca
HaOJF0IaBaHH NPY T1Ae00 KOHTPOIUPAHH KIMHUYHU TPOYYBaHHSI

(3) Io-uecTo moknaaBaHa, KOTaToO Tafanadui ce mpujiara Npy NaueHTH, KOUTO Beye MOoTy4aBaT
AHTUXUINEPTECH3UBHU JIEKAPCTBEHH MPOAYKTH.
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Onucanue Ha I/I36DaHI/I HCXCIaHU pCaKIINH

He3nauuTenHo mo-rojasma 4ecToTa Ha OTKJIOHCHHUS B EKF, npea BCUYKO CMHYCOBa 6pa,u141<ap/:u/1;1, ca
AOKJIaJIBAHU MPU MAIUCHTH, JICKYBAaHHU C Ta,[[aﬂa(l)I/IJ'I CIWH IIBT JHCBHO B CPABHCHUC C rmaue6o.
IToseuero ot Te3u otkionenus B EKI He ca CBBP3aHU C HEXKCIIAHUTC JICKAPCTBCHU PCAKIINH.

Jpyru crienuaaHy momyJIaiin

JlaHHWTE TIpM TaMeHTH Ha BB3pacT Haja 65 TOAWHA, KOWTO MpHeMaT Tajata(uil B KITHHIIHA
MPOyYBaHUS WIIK 32 JICYCHHE Ha ePEKTHIIHA TUCHYHKITUS, UK 3a JIeYeHUE Ha JoOpoKayecTBeHa
XUIEPIUIa3us Ha MPOCTaTaTa, ca OrpaHUYCHU. B KIIMHUYHY IPpOyYBaHUS ¢ Tajanaduil, IpUeMaH Mpu
HY’K/Ia 3a JICUCHUE Ha ePeKTHIIHA TUCHYHKIMS, JUAPHUS C€ ChOOIABa M0-4€CTO MPH MAIUSHTH Ha
BB3pacT Haj 65 roauHN. B KIMMHWYHY TpOyYIBaHUS C Tamadaduil 5 mg, IprHeMaH BEIHBX JHEBHO 3a
JIeYeHUE Ha TOOpOKaveCTBEHA XHUITEPIIa3ns Ha IPOCTaTaTa, 3aMastHOCT U AUapHs ca ChoOIaBaHH 10-
YECTO NPU NAUUEHTH HaJl 75-rOQUIIHA Bb3pPacT.

Cro0111aBaHe Ha MOJ03UPAHH HEXKEIIAHU DEAKIINN

Cno0111aBaHeTO Ha [TOI03UPAHU HEXKEIIAHU PEaKIIUy CJIel pa3pelliaBaHe 3a ynorpe0da Ha JICKapCTBeHHUS
MPOAYKT € BakHO. TOBa [M03BOJISABA Ja IPOIBIIKM HAOIIOCHUETO Ha ChOTHOIIICHUETO I10J13a/PUCK 3a
JIeKapcTBeHUsS MPoAyKT. OT MEAUIIMHCKUTE CTICIIUANNICTH CE N3KCKBA J]a ChOOIaBaT BCAKA
MOJI03UPaHa HEXKEIaHa PEeaKIIHs Ype3 HAIMOHAIHA CUCTeMa 3a ChOOINaBaHe, IOCOYCHA B

[Ipunoxxenue V.

4.9 Ilpeno3upane

[pu 31paBu 10OpOBOIIIH ca AaBaHK eAMHUYHH 031 10 S00 mg, a Ha MAIUCHTH Cca MPUIaraHu
MHOTOKpaTHU JHeBHU 103U 10 100 mg. Hexenanute chOuTHs ca Omiu o j00HU Ha OHE3H,
HaOJIr0TaBaHy TPH MTO-HUCKU J03W. B ciydanTe Ha mpego3upane, ako ce Hajara, TpsOBa aa ce
MpennpueMaT CTaHAaPTHATE MO IbPKAIIN MEPKH. XeMOANaIn3aTa He3HAYUTEITHO CIIoMara 3a
SIIMMUHUPAHETO Ha TafanaQuil.

5. ®APMAKOJIOT'MTYHU CBONCTBA

5.1 ®apmakoaMHAMMYHU CBOHCTBA

dapmakoTepaneBTHYHA IpyTa: YPOIOTUYHH CPEACTBA, JIEKAPCTBEHH NPOAYKTH, IPHIIATaHu IIPU
epektiiiHa nuchyakmms, -ATC kox: GO4BEOS.

MexaHu3sM Ha AelCTBUE

Tananadun e cenekTuBeH, 00paTUM HHXUOUTOP HAa IUKIUYHUSA TyaHo3uH MoHO(ocdaT (ul MD) -
cneuudunuHa pochoauecrepasza tun 5 (PDES). Korato cexcyamHoTo cTUMyIHpaHe NpeAn3BHKA
JIOKaJTHO OCBOOOYK/IaBaHe Ha a30TeH OKCu, nHXxuOupaneTo Ha PDES ot Taganadun nmpenu3Buksa
noBuilieHH HuBa Ha Il M® B kaBepHO3HUTE Tea. ToBa BOIM A0 peakcallys Ha rjiajaKara
MYCKYyJIaTypa U IPUTOK Ha KPBB B ThKAaHUTE Ha IIEHUCA, BOJCIIO Aa epekuus. Tananadpu e
HeeEeKTUBEH B JICUCHUETO HA ePEeKTHIIHA JUC(YHKIMS IPH JIUIICA Ha CEKCyalHa CTUMYJIALHSL.

EdexTpr Ha maxubupanero Ha PDES BBpxy KoHIEHTparuaTa Ha nl M® B KOpITyC KaBepHO3YM Ce
HaOJr01aBa CHILO U B TIAJKUTE MYCKYJIM Ha IPOCTaTaTa, MMKOYHMS MEXYp U KpbBOCHAOAsBAILINTE TH
chlIoBe. B pe3ynrar Ha penakcaiys Ha ChJIOBETE CE MOBUIIaBa Mepdy3usara ¢ KpbB, KOETO MOXKE Ja
ObJie MEXaHU3MBT, Upe3 KOMTO ce HaMalIIBaT CUMIITOMUTE Ha JI0OpOKadeCcTBEHA XUTIEPIUIa3Hsl Ha
npocTarata. Te3u ChI0OBH €(hEeKTH MOKE J1a Ce IOMbIBAT OT UHXUOWPAHETO HA aKTUBHOCTTA Ha
adepeHTHUS HEPB Ha MMKOYHMSI MEXYP M pellakcalusaTa Ha IMIaJKUTe MyCKYJIH Ha [pocTaTara 1 Ha
MMUKOYHUS MEXYD.
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dapmakoaHaMUYHU ePEKTH

[IpoyuBanusTa in vitro ca moxkasanu, ye Taganadui e cenektuBeH naxuourop vHa PDES. PDES e
€H3UM, KOWTO ce OTKpHBA B IIaKaTa MyCKyJIaTypa Ha KaBepHO3HOTO TS0, ChJ0BATa M BUCLIEpaTHA
TIaka MyCcKyJaTypa, CKEIETHATE MYCKYJIH, TPOMOOITUTHTE, OhOperuTe, Oemus 1pod, 1 MaIKus
MO3bK. [leficTBuero Ha Taganadui e nmo-cuiaHo Bepxy PDES, oTkonkoTo BEpXy Apyru
¢dochoaunecrepazu. Taganadui e > 10 000 mbTu mo-moriex 3a PDES, 0TKONKOTO 10 OTHOIIICHKUE HA
PDE1, PDE2 u PDE4 - eH3umu, KOUTO C€ OTKPUBAT B CHPIIETO, MO3bKa, KPHBOHOCHUTE CHIIOBE,
gepHHs 1pod u apyru opranu. Tagamadwr e > 10 000 mpTH mo-MoieH 1o otTHomeHne Ha PDES,
OTKOJIKOTO 10 oTHoueHue Ha PDE3 — en3uM, Hamupall ce B ChbpLETO U KPbBOHOCHUTE ChAOBE. Ta3zu
cenexktuBHOCT KbM PDES, cpaBHeHa che cenektuBHOCTTa KbM PDE3 € BaxkHa, 3amoro PDE3 e ensum,
y4acTBalll B MEXaHW3Ma Ha ChPACYHHUTE ChKpanieHns. B qombiHenne, Taganadu € mpubIn3uTeHO
700-mrpTH TI0-Mo11IeH no oTHolIeHue Ha PDES, oTkonkoto cripsimo PDE6 - eH3um KoiTo ce Hamupa B
peTrHaTa 1 € OTrOBOpEH 3a GoTtoTpaHcaykuusaTa. Taganadun e cpuio > 10 000 mbTH mo-MoIIeH 1o
otHomenue Ha PDES, otkonkoro o otHomenne Ha PDE7, no PDE10.

KnuanyHa eukacHOCT B 0€30IaCHOCT

Tanamadwn, npuTokeH Ha 37paBy JUIla, TPSAN3BUKBA HE3HAYNMA pa3jinKa B CpaBHEHHE ¢ TU1are0o B
CUCTOJIHOTO U IMACTOJIHOTO KPHBHO HAJISITAHE B JIETHAJIO MOJIOXKEHUE (CPEIHO MAKCUMAIIHO
HamaiieHue ot 1,6/0,8 mm Hg, CbOTBETHO), B CHCTOIHOTO U TUACTOIHOTO KPHBHO HAIIATAHE B
M3MPaBeHO MOJIoXKeHHE (CpeHO MaKcuMaliHO Hamanenue ot 0,2/4,6 mm Hg, chOTBETHO), U HsIMa
3HaYMMa IPOMsIHA B Chp/IeYHaTa 4YeCTOoTa.

B mpoyuBane 3a orieHka Ha eekTrTe Ha Taganapul BbpXy 3pEHUETO HE ca OTYETCHU HapyIIeHUS B
pa3no3HaBaHETO Ha LBETOBETE (CHHBO/3EJICHO) MOCPECTBOM M3IoN3BaHe Ha Tecta Farnsworth-
Munsell 100-hue. To3u pe3ynrat KopecoHA¥pa ¢ HUCKHA adpuHUTET Ha Tafganaduit kbM PDE6, B
cpaBHenue ¢ PDES. BpB BCHUKHM KIIMHUYHA IPOYYBaHUS ChOOIICHUATA 32 TIPOMEHH B I[BETHOTO
Bxaane ca peaku (< 0,1%).

[IpoBenenu ca Tpu NpOy4BaHUs IPU MBKE 3a OLIEHKA HAa OTCHLIUATHUS e(EeKT BEPXY
cnepmatorene3ara Ha CIALIS 10 mg (exno 6-meceuno npoyuBane) u 20 mg (eqHO 6-MeceyHO U eTHO
9-Mece4HO MpoyYBaHe), MpUiIaral eXKeIHEBHO. B 1Be OT Te3n npoyuBaHus € HaOI0AaBaHO
MOHW)KEHHNE Ha KOJIMYECTBOTO U KOHIIEHTPALIMATA Ha CIIepMara, CBbP3aHo C JICYCHUETO ¢ Taganadui ¢
MaJIKa BEPOSITHOCT 32 KIIMHUYHA 3HAUUMOCT. Te3u edexTr He ca OWIIM CBHP3aHu C IPOMEHHU B IPYTH
rapamMeTpH, KaTo MOIBIKHOCT, Mopdomorus u FSH.

Epexmunna oucgynxyus

3a CIALIS npu Hy>xJ1a ca IPOBEJICHU TPU KIIMHUYHY Npoy4yBaHus ¢ 1 054-manueHTu B JOMalIHu
YCIIOBHS 32 OTIpeieTITHEe Ha MTPOIBIKUTEIHOCTTA Ha OTroBOpa. Tamanadui e mokaszain CTaTUCTHYECKU
3HAYMMO TOJJOOPEHUE B €PEKTUIIHATA (PYHKIIUS U CIIOCOOHOCTTA JIa C€ U3BBPIIHU YCIIEIICH MOJIOB aKT
10 36 Jaca ciieq mpreMa Ha J03aTa, KakTo M B CIIOCOOHOCTTA Ha MAIMEHTUTE Ja MOIydaT |
MOIBbPIKAT EPEKIIHA 32 yCIIEIIeH MOJIOB aKT, B CPaBHEHHE C IIanebo, ome Ha 16-Ta MuHyTa clieq
mpremMa Ha J1o3aTa.

B enno 12-cenMuuno nmpoyuBane, mpoBeeHo npu 186 mammentn (142 Tananadui, 44 miamne6o) ¢
BTOPHYHA €PEKTHIIHA TUC(YHKIMS BCIEACTUE HA YBPEXkKAaHe HAa IPbOHAYHUS MO3BK, Taaanadui
3HAYMMO NMOJ00psABa epeKTHIHATA (PYHKIHS, KOETO BOJIH IO CPEAHA YECTOTA Ha YCIEIIHUTE ONUTH 32
nHanBuA 48% npu nanueHTuTe, Tpetupanu ¢ raganadui 10 uau 20 mg (rbBKaBa 103a, IpU HYKAa), B
cpaBHeHHE cbe 17% mpu utame6o.

3a oleHKa Ha IpUeMa Ha Tajanadull BeIHBK THEBHO B 1034 2,5, 5 1 10 mg, mbpBOHAYAIHO ca
MIPOBEJICHN 3 KIMHIUYHU NMPOYYBAHNUS, BKIIOYBAIH 853 MalMeHTH Ha pa3inyHa Bb3pacT (Mexay 21-82
TOAMHU) U €THUYECKA MIPUHAAJICKHOCT, C €PEKTUIIHA IUCOYHKIMS OT pa3InyHa TeXeCT (JIeka,
yMepeHa, TeXka) u etrosiorus. [Ipu nBeTe mbpBOHAYAIHN NPOYYBaHU 3a €EKTUBHOCT P 00IaTa
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MOITYJTallKs CpeHaTa YECTOTa Ha YCIEeIIHUTE ONTUTH 3a CEKCyalleH KOHTAKT 3a MHANWBU] € Omna 57 u
67% npu CIALIS 5 mg, 50% npu CIALIS 2,5 mg B cpaBHenue ¢ 31 u 37% npu miane6o. B
MPOYYBAHETO NPH NALMEHTH C ePeKTHIHA AUCHYHKLUS, B PE3yNTaT Ha 1ualeT, CpeAHaTa YecToTa Ha
yCIEIHUTE ONUTH 32 MHAUBKL € ouna 41 u 46% mpu CIALIS 5 mg u 2,5 mg, CbOTBETHO B CpaBHEHHE
¢ 28% npu mnane6o. [ToBeueTo manueHTH B Te3W TPU NPOYUBAHUS Ca C€ TOBIHSIH OT IPEAUIIHO
nedenue ¢ naxuouTopu Ha PDES B pexum npu Hyxaa. B nocneasano npoyusane, 217 narueHTy,
HeseKkyBanu ¢ maxuouTopu Ha PDES, ca panmomusupanu ga nmomy4daBat CIALIS 5 mg equn nbT
JTHEBHO cnpsAMo Iuiane6o. CpeAHUAT NPOLEHT Ha YCICIIHUTE ONUTH 32 MOJIOBO CHOILLIECHUE 38 MHIUBHL
e 68% npu nauumenTure, noryvasamny CIALIS, B cpaBHeHue ¢ 52% npu nanueHTUTe, NodydyaBaiin
1w1aie6o.

Hobpoxauecmeena xunepniaszus Ha npocmamama

CIALIS e u3cnenBaH B 4 KIMHUYHYU OPOYUYBAHUS C IPOIBIDKUTEIHOCT 12 ceAMUIM, KOUTO BKIIIOUBAT
noBeue oT 1 500 manueHTH ¢ IpU3HAIY ¥ CHMITOMHU Ha TOOPOKAaYeCTBEHA XUIIEPILIA3us Ha
npocrarara. [lomobpenneTo Ha 00N CKOP MO MEXTYHAPOIHATA CKajla 3a OIICHKA Ha MMPOCTATHAUTE
cuMmritomH (international prostate symptom score) ¢ CIALIS 5 mg B yeTupure npoydsanus ¢ -4,8, -
5,6, -6,1 u -6,3 B cpaBHeHue ¢ -2,2, -3,6, -3,8 u -4,2 ¢ mane6o. [TogoOpenuero Ha 00K CKOP 110
MEX]IyHapoJIHaTa CKaja 3a OlIEHKAa Ha MPOCTaTHUTEe cuMiiToMu (international prostate symptom score)
ce HaOmoMaBa orle Ha 1-ta ceqmuria. B eHO OT Mpoy4YBaHUATA, KOSTO BKIIOYBA CHIO TAMCYJIO3MH
0,4 mg, KaTo aKTHBEH KOMIapaTop, MOJOOPEHUETO B OOIIUAT CKOP 110 MEeKAyHapOAHATA CKalla 3a
OLIEHKA Ha IPOCTaTHUTE cuMNTOMH (international prostate symptom score) ¢ CIALIS 5 mg,
TaMCYJIO3HMH U TUIale0o0, ChOTBETHO € -6,3, -5,7 u -4,2.

Enno oT Te3m mpoyduBaHUs OIEHABA MTOJO00PEHUETO HAa €pEKTHITHATA TUC)YHKITIS U PU3HAIIATE U
CUMITOMHUTE Ha JOOpOKadeCTBEHA XUIEPIUIa3Hs Ha POCTaTaTa MPH MallueHTH U C IBETE
3abonsBanus. [logoOpenneTo Ha epekTIiIHATA (DYHKIUS 110 MEKIYHAPOIHHUS WHACKC 32 OIICHKA Ha
epektmwiiHata QyHkius (erectile function domain of the international index) u Ha o0IIHSs CKOP 1O
MeXIyHapoIHaTa CKajia 3a OI[eHKa Ha MPOCTaTHUTE CUMIITOMH B TOBA IIpoy4BaHe € 6,5 u -6,1 ¢
CIALIS 5 mg B cpaBHeHHe, chOTBEeTHO ¢ 1,8 1 -3,8 ¢ mmane6o. CpenHaTa 4ecToTa Ha YCIEITHUTE
OTIMTH 3a MOJIOBHU cHoIleHus 3a uHauBUA € 71,9% ¢ CIALIS 5 mg B cpaBHenue ¢ 48,3% c miane6o.

[MoxnbprkaneTo Ha edeKTa € OIICHEH B OTBOPEHO MPOIBJKCHUE Ha €THO OT MPOYYBaHUATA, KOCTO
MMOKa3Ba, 4e MoJ0OpEeHNEeTo Ha 00K CKOP 110 MEXIyHAPOIHATA CKaJla 32 OIEHKA Ha IIPOCTATHUTE
CHUMIITOMH, KOHTO ce HaOironaBa Ha 12-Ta ceqmuIia, ce 3abpika 3a Iepuos 10 1 JombIHUTETHA
ronuna Ha nedenue ¢ CIALIS 5 mg.

IlenuaTpyuyHa momyaamus

[Ipu meauaTpuyHu ManMeHTH ¢ MycKyHa auctpodus tum romen (M1/]), e mpoBeneHo eqHo
Mpoy4BaHe, B KOETO HE ca HaOro1aBanu JaHHu 3a euxacHoct. [Tpu 331 MomueTa Ha Bb3pacT

7-14 ronuau ¢ M1/, Ha KOUTO ce TIpuiara €IHOBpEMEHHO JIeYeHUE C KOPTUKOCTEPOUIH, € MPOBEJICHO
PaHIOMU3UPAHO, IBOMHOCIIAIO, I1ale00-KOHTPOIMPAHO, IApAJIEIHO [IPOYYBaHE C 3 paMeHa ¢
taganadur. IIpoyusanero BxiouBa 48-ceqMUYeH ABOMHOCIAN IEPUOL, B KOMTO MAI[MEHTHUTE Ca
paHaoMu3upaHu ga nonydasat taganadun 0,3 mg/kg, Taganadun 0,6 mg/kg nnu niaanedo Bceku AeH.
Tanmanadun He oka3Ba ePUKACHOCT IO OTHOIIAHUE 3a0aBsiHE HA BIIOIIABAHETO HA CIIOCOOHOCTTA 32
CaMOCTOSITETHO XOJIeHE, U3MEPEHO C IIOMOINTa HA IbPBUYHATA KpailHa TO4Ka - 6-MUHYTEH TeCT 3a
xoneHe (6 minute walk distance, 6o MWD): cpenna npomMsiHa Ha Hal-mMankuTe KBaapaTH (least squares,
LS) B Tecta 6 MWD Ha 48-ta cenmuua e -51,0 meTpa (m) B rpynara, nmoaydasaiia rane0o, B
cpaBHeHue ¢ -64,7 m B rpymnara, nosny4asaiia taganadpui 0,3 mg/kg (p = 0,307), u -59,1 m B rpynara,
nosrydasaria tagaitadmr 0,6 mg/kg (p = 0,538). OcBeH TOBa, JTUICBAT JaHHA 32 €PUKACHOCT OT
BCHYKH BTOPHYHM aHAJIM3H, U3BBPIICHH B TOBA NpoyuBaHe. OOLmmTE pe3yaTaTy 3a 6e301MacHOCT OT
TOBa MPOYYBAHE KaTo LSUI0 Ca B ChOTBETCTBUE C M3BECTHHUS NMPO(MII Ha 6€30MaCHOCT Ha Tajanadui U
c mexxenanute croutnsa (HC), ouakBanu B nennatpuyHara nomynanus ¢ MJJI, morywaBama
KOPTUKOCTEPOUN.
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EBporneiickaTa areHIus o jJekapcTBaTa 0CBOOOXKIaBa OT 3aIb/DKEHUETO 3a IPEAOCTaBsIHE Ha
pe3yATaTUTE OT MPOYYBAHUATA BHB BCUYKH MOATPYITH HA MEIUATPUIHATA TOyJIaIus 3a JIeYCHUE Ha
epekTriHaTa aucyHKIusa. Biokre Touka 4.2 3a nHbOpMAIIs OTHOCHO yoTpeda B MeauaTpusTa.

5.2 ®apMakoKMHETHYHM CBOWCTBA

AOcopOrust

Tanmanagun ce abcopOupa JecHO Clie/l IePOPATHO PUITIOKEHHUE 1 HAOTIOIaBAHUTE CPETHH
MaKCHUMAaJTHH TI1a3MeHH KOHIIEHTPAIH (Cmax) CE€ TIOCTUTAT 32 CPEIHO BpeMe OT 2 Jaca Cie]
MIPIIOKEHNETO. AOCOTIOTHATAa OMOHATMYHOCT Ha Taganaduil Clie]] IepopaTHO MPIIIOKEHIE He ¢ Onia
oIpeieNeHa.

CkopocTTa u cTeneHTa Ha abcopOrus Ha Taganaduil He ce MOBIUIBAT OT xpaHa, Taka ye CIALIS
MOJe JIa ce preMa He3aBUCHUMO OT XpaHeHeTo. Bpemero Ha mpueM Ha Jjo3ata (CyTpUH CIpsSMO Bedep)
HSAMA KIMHAYHO 3HAYMMHU €(PEKTH BbPXY CKOPOCTTA U CTETEeHTA Ha abcopOIus.

Pasnpenenenue

Cpennusat o0eM Ha pasnpezeicHre Ha Taganadui € npubimu3uTento 63 1, koeTo mokassa 4e
taganadu ce pasnpesens B Tbkanute. [Ipu TepaneBTnyHn KoHIEHTpanud, 94% ot Tananadun B
I1a3MaTa ce CBbp3Ba ¢ MpoTenHuTe. CBBP3BaHETO C MPOTEHHHUTE HE CE 3acsATa MPH HapylIeHa
O0bOpeuHa QyHKIHS.

[To-manxo ot 0,0005% ot mpueTara g03a ce MOsIBsIBA B CliepMaTa Ha 3ApaBU HHIUBUIM.

Buorpanchopmarms

Tananagun ce merabonusupa npeaAuMHo nocpeactsom muroxpom P450 (CYP) 3A4 uzodpopmara.
OCHOBHUSAT MUPKYIUPAIL METAOOTUT € METHIIKATEX 0 TIOKOpoHH . To3u MeradosuT e moHe 13 000
'BTHU TI0-C1a00 akTHBEH OT Tafanadui mo orHoumenue Ha PDES. CrienoBarenHo, He ce o4akBa 1a €
KJIMHAYHO aKTUBEH NPY HAOJII0JaBaHUTe KOHIEHTPAlMK Ha METaboIuTa.

Enumunupane

CpenHusT repopajieH KIuphHC Ha Taganadwr e 2,5 /gac, a cpeqHuIT Moy kuBoT € 17,5 gaca npu
3JIpaBy WHIUBUJIH.

Tananadun ce ekckpeTHpa NPeTUMHO KATO HEAKTUBHU METa0OIUTH, OCHOBHO C (heKanuuTe
(mpubmm3uTenHo 61% oT m03aTa) U B TIO-MaJKa CTENEH ¢ ypuHata (mpubmm3utenno 36% ot go3ara).

JIMHEHHOCT/HEMMHEHHOCT

dapmakoKMHETHKATa Ha Tagaiaduil npy 34paBu HHANBUAM € JMHEHHA 10 OTHOIIEHHE Ha BPEMETO
nozata. [Ipu no3u Han 2,5 no 20 mg excnosunusita (AUC) ce yBennyasa mpornopLHOHATIHO € 103aTa.
CranoHapHOTO CHCTOSTHHE Ha IJIa3MEHUTE KOHIIEHTPAIMH e TIOCTUTaT 3a 5 JHU MIPU Jo3UpaHe
BEAHBX AHEBHO.

dapMakOKHHETHKATA, OIIPEeIICHa C MIOIMYJIAlMOHHUS IIOAX0, IPU MALMEHTH C ePEeKTHIIHA
mucyHKIMA € TogoOHa Ha papMakOKMHETUKATa IPU WHAWBUAN 0e3 epeKTHIHA JUCHYHKIHS.

CHCIII/I.’:IJ'IHI/I nonyJjaanyunu

Cmapuecka év3pacm

3/1paBu MalMeHTH B CTapyecka Bb3pacT (65 TOAMHM WK MO-BB3PACTHH ), UIMAT MO-HUCHK IIEpOpajeH
KIMPBHC Ha Taganadui, Bosemo 10 25% mno-sucoka excriozunus (AUC), B cpaBHEHHE ChC 3[IpaBH
MHAMBUIK Ha Bb3pacT oT 19 no 45 roaunu. To3u epekT Ha Bh3pacTTa He € KIMHUYHO 3HAYMM U HE
JlaBa OCHOBaHHE 3a MPOMSIHA Ha J103aTa.
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bvopeuna nedocmamvunocm

B knuHUYHM GapMaKoIOTHYHU POYYBAaHHS C €THOKpaTHa f03a Tananadpui (5 mg go 20 mg),
excrniozunusita Ha Taganadui (AUC) e npubIU3UTENHO yIBOCHA MTPU HHIUBHIM C JieKa (KpeaTHHUHOB
xmpbHC 51 1o 80 ml/min) wim ymepena (kpeatuHuHOB KuphHC 31 10 50 ml/min) 660peuna
HEMOCTATHYHOCT U MPU UHIUBUIN C KPacH CTaauu Ha ObOpedHo 3a0onsBaHe Ha nuanusa. [Ipu
ManyueHTH Ha XxeMoaAuann3a Crax € 41% MO-BHCOKO OT HaOIIOJaBaHOTO MPH 34PaBH XOpa.
Xemonanu3ara He3HAYUTEHO CIioMara 3a eTMMAHUPAHEeTO Ha Tajaanadul.

YepHoOdpobHa HedoCmamvuHOCm

Excniosunusra Ha tananaduin (AUC) npu HHIMBHIM C JeKa 10 yMepeHa 4epHOApOOHa
HenocraTbyHocT (Child-Pugh knac A u B) e cpaBHEMAa ¢ eKCIO3UIUATA TIPH 3IpaBH UHIUBHUIH,
KoraTo ce mpmiara no3a ot 10 mg. Mima orpannyeHy KIMHIYHA JaHHU 3a 6e3omacHocTTa Ha CIALIS
TIPH MMAIMEHTH C TeKKa depHOaApoOHa HenocTaThuHOCT (Child-Pugh xmac C). He ca manmuyau manau 3a
NPUIOKEHHE Ha J03H Taganadui eIuH BT JHEBHO MIPH MAEHTH C YepHOIPOOHA HEAOCTAaThYHOCT.
Axko CIALIS ce npeanucea equH IbT AHEBHO, TO TPAOBa Ja HANpaBH BHUMATEIHA HHIUBHIYaTHA
MpeleHKa Ha OTHOIICHUETO TI0JI3a/PUCK OT MPEANUCBAIIUS IO JIEKap.

Tayuenmu ¢ ouabem

Excriosunusita Ha Taganadgun (AUC) npu manueHTH ¢ nuabet e 6mia mpubnusntenHo 19% mno-Hucka,
oTkoJKO0TO cToitHOcTHTEe HA AUC 32 31paBu nHAUBUAN. Ta3u pasinka B €KCIIO3UIUATA HE JaBa
OCHOBaHME 3a MMPOMsIHA Ha J103aTa.

5.3 IlpeakJuHUYHM JaHHH 32 0€30MIACHOCT

Hexnuanyanute JaHHHU HE IToKa3BaT ocoben PHUCK 3a X0pa Ha Oa3aTa Ha KOHBCHIIMOHAJIHUTEC
q)apMaKOJ'IOFI/I‘lHI/I mpoy4BaHUs 3a 6630HaCHOCT, TOKCUYHOCT IIPU MHOT'OKPATHO MpHUJIaraHe,
T€HOTOKCHUYHOCT, KAPIUHOI'CHEH ITOTCHIIUAI U PEIIPOAYKTHBHA TOKCHUYHOCT.

Hsma nokazaTtencTsa 3a TepaTOT€HHOCT, EMOPHOTOKCHYHOCT WM (PETOTOKCHYHOCT MPHU ILTHXOBE WIH
MHUIITKH, KOUTO ca moydmmm 10 1 000 mg/kg/mueBHo Tamanadumi. B mpoyduBaHe 3a MpeHATAIHO U
MOCTHATAIIHOTO Pa3BUTHUE MPH TUIBXOBE, /103aTa, IPH KOSTO HE € HabmronaBaH edexT, e Ouna

30 mg/kg/nueBno. [Ipu 6pemenen mrbx AUC 3a M34HCIEHOTO CBOOOIHO JIEKApCTBO MPH TA3H /1032 €
npubnuzutento 18 mptu yosemkara AUC mpu no3a 20 mg.

Hsma yBpexknane Ha (epTUIHOCTTA IPH MBXKKH U KESHCKH TLTbX0Be. [Ipu Kydera, Ha KOUTO €
mpuiiarad Tanaitadui exxeqHeBHo 3a 6 10 12 mecena npu go3u 25 mg/kg/nHeBHO (Bogeno 10 oHe
TPUKPATHO MO-BUCOKA eKcro3nnus [Mexay 3,7 — 18,6] oT HabnronaBaHara nmpu Xxopa, Ha KOUTO €
JaBaHa eHUYHA 71032 oT 20 mg) ¥ MoBeue, € UMAII0 Perpecys Ha errTeNla Ha CEMEHHUTE KaHATIeTa,
KOETO € JIOBEJIO /10 HaMaJIeHHe Ha CTIEpMaTOTreHe3aTa Ha HIKOU KydeTa. BukTe cbio Touka 5.1.

6. DPAPMAINEBTUYHU JAHHH

6.1 Chnucbk Ha MIOMOIIHUTE BEIIECTBA

HHDO Ha Ta0IIeTKaTa

JIAKTO3a MOHOXHIPAT,
KpOocKapMeso3a HaTpui,
XUIPOKCHUIIPOTIMIIIIEITYII03,
MHKPOKPHCTAJIMHHA [eITyJ103a,
HaTpHEB Jaypuwicyidar,
MarHe3eB creapar.
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DOUIMOBO OKPUTHUE

JIAKTO3a MOHOXUPAT,
XHUITPOMEN03a,

TpHALIETHH,

tuTaHoB auokcua (E171),
xerneseH okeu KbpiatT (E172),
TaJIK.

6.2 HecbBMecTUMOCTH
Hempunoxumo

6.3 Cpoxk Ha rogHocT

3 roauHH.

6.4 CrnenuajaHu ycJ0BHSI HA CbXpaHeHHe

Ja ce cpxpaHsiBa B OpUTHHAIHATa ONIAKOBKA, 32 J1a ce Mpeanas3y oT Biara. Jla He ce chXpaHsBa IpH
temnepatypa Hax 25°C.

6.5 Buau chabpiKHHE HA ONIAKOBKATA

Anxymunnit/PVC Onucrepu B kapToHeHH Kyt ¢ 14, 28 wnu 84 ¢punMupanu TabaeTK.

He Bcriky BUIOBE ONTAKOBKH MOTAT Jia ObJIa ITyCHATH B MPoIax0a.

6.6 CrenuajaHu NpeANa3HA MEPKH NPH U3XBBPJIsIHE

Hewusnomn3BanusT gekapcTBeH NPOAYKT HIIH OTIAABYHUTE MAaTEPUAIN OT HETO TPAOBa A2 Ce U3XBBPIIAT

B CbOTBETCTBHE C MECTHUTE N3UCKBAHMUS.

7. INPUTEXATEJ HA PASBPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan

1000, 3528 BD Utrecht Hunepnanaus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

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

9. JATA HA TbPBO PABPEIIABAHE/ITOJJHOBSIBAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

Jlata Ha mepBO paspemanane: 12 nHoemspu 2002 1.
JaTta Ha mocnenHo nmoaHosBaHe: 12 HoemBpu 2012 .
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10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MoxpoOHa nH(popMaIus 3a TO3M JEKapCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus 10 JIeKapcTBaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

CIALIS 10 mg ¢punmupanu TabneTku
CIALIS 20 mg ¢punmupanu TabneTku

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

CIALIS 10 mg ¢punMmupanu tabiIeTKn

Bcesika Tabnetka cpappka 10 mg tamanadun (tadalafil)

Ilomowno gewecmaso ¢ uzgecmuo oelicmsue
Bceska punmupana tabnetka cpappika 170 mg makrosa (KaTo MOHOXUIPAT)

CIALIS 20 mg dunmupanu TabJIETKH

Bcska Tabmetka cpappixka 20 mg tagamadur (tadalafil)

Tomowno ewecmso ¢ uzgecmuo delicmeaue
Beska punmupana tabiretka chapprka 233 mg rakTo3a (KaTo MOHOXHIIpAT)

3a ITBJIHUSA CITMCHK Ha ITOMOIITHHUTE BENIECTBA BHKTE ToUka 6.1.

3. JEKAPCTBEHA ®OPMA
dunmupana Tabnerka (TadaeTka)

CIALIS 10 mg ¢punMmupanu TabiIeTKH

CsetJ10 bITH TabNeTKU ¢ hopMma Ha OajeM, MapKupaHu oT eqHara ctpana ¢ "C 10",

CIALIS 20 mg dbunmMupanu TabJIeTKH

XKbnru Tabnerku ¢ popma Ha GazeM, MapKkupaHu ot exHaTa ctpana ¢ "C 20",

4. KJIMHNUYHU JTAHHU

4.1 TepaneBTHYHH NOKA3AHUA

Jleuenne Ha epeKTUIHA TUCQYHKIMS IPU BB3PACTHH MBXKE.

3a n1a Obze eekTHBEH Taganaduil, ce H3MCKBA CEKCyalHa CTUMYJIALHsL.

CIALIS He e nokasaH 3a ynotpeda oT >KeHH.
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4.2 Jlo3upoOBKa M HAYMH HA NPHJIOKEHUE

EO3I/I[ DOBKa

Bwspacmuu mworce
[o mpunIMI, npenopbyBaHara f03a ¢ 10 mg, nprera npein OYakBaHaTa CEKCyalHA aKTHBHOCT ChC
iy 6e3 XpaHa.

[Ipu Te3n nanmenTH, pu KouTo Taganadun 10 mg He BOIU 10 MOIXOAII epEeKT, MOXKE Ja Ce OMUTa
20 mg.

Ta3u no3a moxe 1a 6b/1e npuera none 30 MUHYTH Npen CEeKCyalHa aKTUBHOCT.
MaxkcumanHaTa 4yecToTa Ha IMpueM € BCAHBXK JHCBHO.

Tapanadpun 10 mg u 20 mg e npenHasHayeH 3a ynoTpeda npean O4akBaHa ceKCcyallHa akTHBHOCT U He
ce MpenopbhyBa 3a MPOABIDKUTENHA €KEHEBHA yIIOTpeOa.

[Ipu marmenTH, KouTo nmpeaBuxkaaT yecta ynorpeda Ha CIALIS (Hamp., moHe 1Ba METH CEAMHYHO),
MOJKeE Jia C€ OOMUCITH KaTO TOIXOSI PEKUM €THOKPATSH THEBCH MPUEM Ha HAl-HUCKUTE JT03U
CIALIS, 6a3upaiixu ce Ha n300pa Ha MALMEHTA U PELICHUETO Ha JIEKapS.

[pu Te3u manueHTH NpenopbhyuBaHaTa 103a ¢ 5 mg, MpUeTa BEAHBK JHEBHO MPUOIN3UTEITHO B €HO U
CBIIIO BpeMe Ha JieHs. Jlo3aTta MoKe Ja ce HaMaliu 0 2,5 mg eTHOKpaTHO JHEBHO Ha Oa3ara Ha
WH/IMBUTyalTHATa IIOHOCUMOCT.

[enechoOpa3HOCTTa HA MTPOABIDKUTEIHATA SKEAHEBHA YITOTpeOa TpsOBa MEPHOIMYHO Ja ce
MIPEOICHSIBA.

CrienagHu mOmyJIaIim

Muorce 6 cmapuecka ev3pacm
ITpu MBxe B cTapyecka Bb3pacT HEe ce U3UCKBA aalTHpaHe Ha J103ara.

Mwoice ¢ 6bbpeuno yspesicoane

He ce nanara HamansiBaHe Ha J103aTa PU MAIMEHTH C JIEKO JI0 yMepeHo ObOpedHo yBpexaaHe 3a
MaIMEHTH C TeXKO ObOPEUHO yBpekJaHe MaKcHUMallHaTa npenopbuBaHa fo03a € 10 mg. [Ipu nauuentu
C TEXKO OBOPEUHO YBpEkKAaHe JO3UPAHETO Ha Tajanadui eIMH IIbT JHEBHO HE ce TPEnophyBa (BXK.
Touka 4.4 1 Touka 5.2).

Mmwoice ¢ ueprodpobduo yspexcoane

IIpenopruBanata no3a CIALIS e 10 mg, mpuera mpean o9akBaHa CeKCyaTHa aKTUBHOCT U C WK 0e3
xpaHa. MimMa orpaHryeHr KIMHUYHY JaHHU 3a Oe3onacHoctta Ha CIALIS mpu nauneHTy ¢ Texka
yepHoapoOHa HepoctarbuHocT (Child-Pugh knac C ); ako ce npeanucsa, TO MPeaNUCBALIMAT IO JIEKap
TpsiOBa Jja HANpaBU BHUMATEIHA HHIMBU/yaTHa PElleHKa Ha ChbOTHOIICHUETO To3a/puck. Hsama
HQJINYHYU JaHHW OTHOCHO IPHJIOKEHUETO Ha 03U MO-BUCOKH OT 10 mg Tananadui Ha NalMeHTH C
4epHOAPOOHO yBpexkaaHe. Jl03upaHeTo eMH BT JHEBHO HE € OLIEHSABAHO NPH MALIMEHTH C
4epHOAPOOHA HENOCTATHYHOCT, CIEIOBATEIIHO, aKO CE MPEANUCBA, TO MPEANUCBALMIT TO JIeKap
TpsiOBa Ja HAaIIpaBW BHUMATENIHA HHIUBUAYaIHA IPELleHKa Ha OTHOIIIEHUETO MOoJI3a/pHCK. (BXK.

Touka 4.4 1 Touka 5.2).

Muvorce ¢ ouabem
ITpu MBbiKe ¢ HabeT He ce M3UCKBA MPOMSHA B TO3UPAHETO.
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Ileouampuuna nonynayus
Hswma cvoTtBeTHO npunoxxenue Ha CIALIS B neauarpuyHaTa nomysaanus OTHOCHO JIEYEHHUETO Ha
ePeKTHITHA TUCQYHKIIHS.

Hauwun Ha TPUITOXKCHUEC

CIALIS ce npennara kato ¢punMupanu Tabiaetku ot 2,5, 5, 10, u 20 mg 3a nepopaiHo NpUIoKeHHE.
4.3 IIporuBomoxka3aHusi

CBpBXUYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIM HAKOE OT MOMOIITHUTE BEIIECTBA, U30POCHU B
TOouKa 6.1.

B kMHWUYHM POYYBaHMS € YCTaHOBEHO, Y€ TaJanaduil yCHIBa XUIIOTEH3UBHUTE €EeKTH Ha
nutparute. CMsTa ce, 4e TOBa € pe3yiraT OT KOMOMHHUpaHuTe eeKTH Ha HUTPATHTE U Tajaiadui
BBpXyY TS a30TeH okcu/ul M®. [Topaau ToBa, npunoxennero Ha CIALIS npu nanuenTtn, konuto
M3TI0NI3BAT HAKAKBU (JOPMH HAa OPTaHWYHH HUTPATH, € IPOTHBOIIOKAa3aHO (B Touka 4.5.)

CIALIS ne Tpsi6Ba f1a ce mpuiiara Ha MbXe ChC ChPICYHH 3a00JIIBaHUS, IPH KOUTO CEKCyaTHaTa
aKTHBHOCT HE € penopbunTenHa. Jlekapure TpsOBa qa 00CHAAT NOTCHIUATHHUS ChPACYEH PUCK OT
CeKCyaJiHa aKTUBHOCT IPH MAIlMEHTH C MPEIIECTBAIIN ChbPACYHOCHA0BU 3a00IBAHMSL.

Crnennure rpyny NaeHTH ChC ChPACYHO-CHI0BO 3200 sIBaHE HE ca OMIIM BKJIIOYEHU B KIIMHUYHU

MpOYYBaHHUs ¥ 3aTOBa yrorpedara Ha Tajanadul IpH TAX € IPOTUBOIIOKA3aHa!

- MaIMEHTH C MUOKap/ieH HHPAPKT B paMKUTe Ha nocieanuTe 90 axu,

- MaIMEHTH C HecTaOMIIHA aHTHHA WM aHTHHA, MPOSIBSBAIIA CE M0 BpeMe Ha IMOJIOB aKT,

- TAIICeHTH ChC ChpaedHa HemocTaThuHOoCT Kitac 1o NYHA (New York Heart Association) 2 wn
MTO-BHUCOK TIpe3 MOCIEAHNUTE 6 Mecena,

- MAIMEeHTH C HEKOHTPOJIUPAHU apuTMHH, XUTTOTOHUS (< 90/50 mm Hg), nnu HexoHTpoaupaHa
XHUIEPTOHUS,

- MaIMeHTH C HHCYNT B PAMKUTE Ha MOCJIeTHUTE 6 Mecela.

CIALIS e npoTrBoOIIOKa3aH Mpy NAIUEHTH ChC 3ary0a Ha 3peHHe Ha €THOTO OKO, B Pe3yJITaT Ha
HeapTepHajiHa aHTepHOpHa HCXEMHUYHA OYHa HeBpomaTus (non-arteritic anterior ischemic optic
neuropathy, NAION), He3aBHCHMO OT TOBa, Iaj¥ TO3U €MH30] € CBhP3aH WIH HE C IIPEeIUIIIHA
ynorpeba Ha PDES nnxubutop (B Touka 4.4).

EnnoBpemennoro npuinoxxkenre Ha PDES nHxuOuTOpH, BKIIOYUTENHO Taganadul, ¢ TyaHuiar-
LUKJIa3HU CTUMYJIATOPH, KaTO PUOLUTYyaT, € IPOTUBONIOKA3aHO, Thi KaTO TOBA MOKE J1a IPUUNHHU
CHUMIITOMaTHYHA XUIOTOHUS (BXK. TOUKa 4.5).

4.4 CrhenuajaHu npeaynpexIeHUs U NpeANa3Hu MepKH IIPH ynoTpeda

IIpenu neuenune ¢ CIALIS

[Ipenn ma 6b1€ 00CHACHO hapMaKOJIOTHYHO JICUCHHE, TPsIOBA /1a ce CHeMe aHaMHe3a U HallpaBH
(u3MKalleH Mperies, 3a Jia ¢ IMarHOCTUIIMPA ePEeKTUIIHA TUCYHKIHS U J1a ce ONpPEAeTIsT
MOTEHIMATHUTE TIOJICHKAIIN TPUUUHH.

[Ipenu na ce 3amo4He KAaKBOTO U Ja € JICUCHUE HAa ePeKTHIIHA JUC(YHKIHS, IeKapuTe TpsOBa aa
MPELEHAT ChPACYHOCHA0BUS CTaTyC HAa TEXHUTE MAIlMEeHTH, Thil KaTO MMa N3BECTHA CTEITEH Ha
CBPAEUCH PUCK, CBBP3aH ChC CEKCyalHaTa akTUBHOCT. Tananadui uMa Ba30AUIaTaTUBHU CBOMCTBA,
BOJICILM JI0 JICKH U IIPEXOAHU MOHWKEHUS HA KPBBHOTO HAJIATaHe (BX TOYKa 5.1.) ¥ O TaKbB HAYMH
MOTEHIYPa XUIIOTEH3UBHUS €PEKT Ha HUTpATUTE (BXK Touka 4.3.).
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OHCHKaTa Ha CPEKTHUIIHATA ILI/IC(bYHKI_[I/ISI TpH6Ba Ja BKJIIOYBA OMMPEACIATHETO HAa TIOTCHIIUATTHUTE
MOJIJICIKAIIM TPUYUHY U YCTAaHOBSBAaHE Ha MOAXOIAIIO JICYCHUE CIIC] TPaBHIHA METUIIMHCKA OIICHKA.,
He e m3Bectro, mamu CIALIS e edexkTBEH MpH MAMCHTH, TPETHPIIETH Ta30BH OMCPAITIH HITH
panuKaiHa, HeChbXpaHsBalla HepBa MPOCTATCKTOMHUSI.

CopaeuHo-ch10BU (haKTOpH

[To BpeMe Ha MOCTMaPKETHHTOBH HAOIIOICHHSI U/ KIIMHUYHU TPOYYBaHUs ca JOKJIaIBaHU
CEPUO3HU ChPJICYHO-CHIOBU CHOUTHSI, BKIIOUBAII MUOKAPIeH HH(DAPKT, BHE3aITHA ChP/ICYHA CMBPT,
HecTaOwIIHA aHTHHA MMEKTOPUC, KAMEPHHU apUTMHUH, HHCYIT, TPAH3UTOPHHU UCXEMUTHH CTIU30/1H,
rpbAHA OOJKA, MAJIIHUTAUN U Taxukapaws. [loBedeTo manuenTy, mpu KOUTO ca HaOIro1aBaHN Te3u
CHOUTHS, Ca UMAITU TIPEAISCTBAIN ChPACYHO-ChIOBH PUCKOBH (pakTopu. Bhipeku ToBa, He €
BBH3MOXKHO JIa CE OTPECIN KaTeTOPUIHO, AJIM TE3U ChOUTHS Ca CBBbP3aHU MPSKO C TE3U PUCKOBU
(dakropu, cbe CIALIS, cbe cexcyanHaTa akTHBHOCT WJIM C KOMOUHAIIMATA OT TE3W HIIK IPYTH
(hakTopmH.

[Ipu nmamuenTy, KouTo npuemart anda; 6;okepH, eqHoBpeMeHHOTO prtoxeHue Ha CIALIS moxe nma
JI0BEie 10 CHMIITOMAaTUYHA XUIIOTOHUSI ITPH HIKOU OT TAX (BXK. Touka 4.5). KomOuHupanero Ha
Taganadu U TOKCa3031uH HE ce TPENophYBa.

3peHue

CroO111aBany ca 3pUTENHN HapyIIEeHUs, BKIIOUUTENHO LIEHTPaTHa CEPO3HA XOPUOPETHHOMATHS
(CSCR) u cimygan Ha NAION (HeapTepraaHa aHTepHOpPHA UCXEMHUYHA OYHA HEBPOIIATHS ), CBBP3aHH C
npuema Ha CIALIS u npyru PDES unxu6uropu. [loseuero ciaydan va CSCR oTirymsiBaT CioHTaHHO
cnen cnupaHe Ha Tananadui. [To orHomenue Ha NAION, aHanu3u Ha JaHHU OT
HEMHTEPBEHITMOHAIHU IPOYYBAHIS Mpe/onaraT mosuiieH puck ot octpa NAION (aeaprepuanta
aHTepHUOpHA HCXEMUYHA OYHA HEBPOIIATHS) MIPH MBKE C EPEKTHITHA TUCPYHKIHSA CIIe]] eKCIIO3UIINS Ha
taganapwun win qpyru OJIES naxuburopu. Trii kaTo ToBa MOXKe Aa ObJIe OT MPAKTUIECKO 3HAUCHUE
3a BCUUKH MMallUCHTH, N3JI0KEHH Ha Tafanadui, NalueHTHT TpsiOBa n1a Oblie mpenynpekaaBaH, de B
ciydail Ha BHE3aITHO 3PHUTENHO HapyIeHHe, HapyllleHHe Ha 3pUTETHATa OCTPOTA W/HITH 3pUTEITHO
M3KpHUBsABaHe, TpsOBa ma cupe nprueMa Ha CIALIS u ma ce koHCyITHpa He3abaBHO ¢ Jiekap (B TOUKa
4.3).

Hamainen CIyX WM BHE34ITHA 331"\/63 Ha ClIyxa

Caydaun Ha BHe3amHa 3ary0a Ha ciiyxa ca choOILIeHH ciie ynorpedaTa Ha Taganadui. Beopeku e
IpYyTH PUCKOBH (DaKTOPH ca HAIUIIE B HAKOH ClTydad (KaTo HalpuMmep, Bb3pacT, JHa0eT, XUIEPTOHHS H
aHaMHe3a 3a MpenIIHa 3ary0a Ha CiIyXa), MalueHTUTe TpsAOoBa 1a ObJaT MOCHBETBAHU J1a CIIpaT
npremMa Ha Taganadui U 1a MOThPCAT He3a0aBHO MEAMIIMHCKA IIOMOII B CiIy4ail Ha BHE3aIIHO
HaMaJsiBaHE Ha CIIyXa WJIM 3ary0a Ha ciyxa.

YepHoapoOHO yBpekaaHe

Wma orpanndeHn KIMHUYHY JaHHU 3a 0€30MaCHOCTTa PU NPUIIOKEeHHEe Ha eTHOKpaTHa no3a CIALIS
NpY TMALMEeHTH C TeXKa YepHoapoOHa HegocTaTbuHOCT (Child-Pugh kimac C). Ako ce Ha3HavyaBa
CIALIS, TpsiOBa 1a ce HalpaBy BHUMATEJIHA MHIMBUyaIHA IIPELICHKA Ha OTHOIICHUETO MOJI3a/PUCK
OT MPEANUCBALINA 'O JICKap.

[Ipuranu3sM 1 aHaTOMUYHA AchopMalys Ha ICHUCA

[TanimeHTHTE, KOUTO Ca UMK EPEKIINH, TTPOIBIDKUIA 4 Yaca WiTH TIoBede, TpsiOBa 1a Obaat
MMOCHBETBAHU JIa TOTHPCAT He3a0aBHO JIEKapcKa OMOIT. AKO MPHANu3MbT HEe ObJIC JICKYBaH BeIHAra,
THKaHTa Ha TIEHKCA Ce YBPEXK/a M MOXKeE Ja C€ CTUTHE JI0 TIepMaHeHTHa 3ary0a Ha MOTEeHTHOCTTA.

CIALIS TtpsibBa 51a ce n3mon3BaT ¢ BHUMaHHE TIPH MAIIMEHTH C aHATOMHYHA AehopManys Ha IIeHuca
(xaTo Hamp., aHTyJIanus, KaBepHo3Ha (GuOpo3a uinu OonecT Ha Peyronie) Wiy Mpu MaueHTH ChC
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3a00JsBaHuUs, KOUTO MOTAT J1a Ch3/a/1aT MpeApa3nooKeHie KbM PHanu3bM (KaTo ChbPIOBUIHO-
KJIETHYHA aHEMHUSI, MYJITUIUICH MUEJIOM WJIN JIEBKEMHUS).

Yuorpeba ¢ CYP3 A4 naxuburopu

W3uckBa ce noBuIlIeHO BHUMaHUE, ako ce npeanuca CIALIS Ha manMeHTH, KOUTO U3MOI3BAT MOILECH
CYP3 A4 uaxubutop (puTOHABHp, CAKBUHABHP, KETOKOHA30J, UTPAKOHA30J M EPUTPOMHULINH), Thil
KaTo Ipy KOMOWHUPAHETO Ha TE3U JICKAPCTBEHH MPOAYKTH ce 3a0emsi3Ba MOBHINIABAHE HA
excriosunusaTa Ha Taganadun (AUC) (Bx touka 4.5).

CIALIS u apyru neueHus 3a epeKTHIHA JUCOHYHKIIHS

He ca npoyuBanu Oe3omacHOCTTa U epukacHOCTTa HA KomOuHarmuTe Ha CIALIS u apyrm
naxuouropu Ha PDES wny npyru nedenns Ha epexTriHa qucyHkius. [larmeHTsT TpsiOBa 1a Ob1e
uHpopmupan aa ve npuema CIALIS B momo6Hn koMOUHALIUH.

JlakTo3a

CIALIS cpabpika nakro3a. [lanmenTure ¢ peaKu HacaeICTBEHH NMPOOIeMH Ha rajiakTo3Ha
HEITOHOCHMOCT, IThJICH JIAKTa3¢H Me(UITNT WITHA TIIFOKO3HO-TATAKTO3HA MaTlabcopOITis He TpsOBa 11a
MIpHeMaT TOBa JIEKapCTRBO.

Hatpuii
To3u ekapcTBEH MPOAYKT ChIbpKa MO-Manko oT 1 mmol Hatpuii (23 mg) Ha TabieTka, T.e. MOXe Ja

ce Kake, 4e MPaKTUYECKH HE ChIbPKa HATPHIA.

4.5 Bs3aumogeiicTBHE ¢ IPYIH JIEKAPCTBEHU NPOAYKTH U Apyru ¢opMH Ha B3auMoJeicTBre
MHOT0 OT MOCOYEHHTE MPOYYBAHMSA 33 B3aUMOACHCTBHS ca poBeneHu ¢ 10 mg u/unu 20 mg
Tafganadur KakTo e mocoueHo mo-aoiy. 11{o ce oTHAcS 10 Te3u MPOyIBaHUS 33 B3aHMOICHCTBHSA,
KBAETO ca MpUJIaraHy caMo 031 Ha Taganadui oT 10 mg, KTMHUYHO 3HAYMMH B3aMMOIEHCTBUS MIPH

IIO-BHCOKH JO3MW HC MOraT U310 Aa 6’B,Z[aT H3KIIOYCHU.

Ed)eKTI/I Ha APYT'H BEHICCTBA BHPXY Tananad)wl

Unxubumopu na yumoxpom P450

Tananadun ce meradbonusupa riaasHo upe3 CYP3A4. Cenekruausar unxuourop Ha CYP3 A4,
keTokoHa301 (200 mg mHeBHO), yBenu4daBa 2 mbTH ekcro3uruaTa (AUC) i Cnax Ha Tamamagur

(10 mg) ¢ 15% copsimo croitnocTuTe Ha AUC # Cpnax IPH CAMOCTOSITEITHO TIPUIIOXKEH Taganadu.
Kerokonazon (400 mg nueBHO), yBenuuasa 4 metH ekcnozuusita (AUC) Ha taganadun (20 mg) u
Crmax € 22%. PuronaBup, npoteased uaxuoutop (200 mg, 2 mbTH THEBHO), KOWTO € MHXUOUTOp Ha
CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yBennuana excriozuiusita (AUC) Ha Tamamadun (20 mg)
2-rbTH, 6€3 1a poMeHs Cmax. BBIIpekn ue He ca mpoydIBaHU CHCITUGUIHN B3aUMOACHCTBHS,
€IHOBpEMEHHAaTa yroTpeda ¢ APYyTrH MPOTea3Hu HHXUOUTOPH, KaTo cakBUHaBHp, U npyru CYP3A4
WHXUOUTOPH, KaTO CPUTPOMHIINH, KIAPUTPOMHUIMH, HTPAKOHA30J U COK OT TpedndpyT, H3NCKBA
BHHUMAaHHe, Thi1 KATO MOJKE JIa Ce 0YaKBa, Te JIa YBEIHUaT IUIa3MEHUTE KOHIICHTPAINH Ha Tafganadui
(Bk. Touka 4.4). CrieqoBaTeIIHO, YECTOTATa HA HEXKEIIAHUTE JICKAPCTBEHHU PEaKIINH, [IOCOUYEHHU B
Touka 4.8 Moxe J1a Ob/ie yBEIINYCHA.

Tpancnopmuu 6ermvyu

He e n3BecTHa ponsita Ha TPAHCTIOPTHUTE OENTHIM (HAPUMED P-TIIMKOMIPOTEHH) BHPXY
acno3uuuaTa Ha Taganagpui. CienoBarenHo, € Hajliie MOTSHINAN 3a JIEKapCTBEHH B3aUMOACHCTBHS,
MEAUUPAHH OT NOTUCKAHE HA TPACIIOPTHUTE OCNTHIIH.
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Unoyxmopu na yumoxpom P450

WnnyxropsT Ha CYP3 A4, pudamnuuun, Hamanssa AUC Ha Taganadwmi 1o 88% crpsMo cTORHOCTHTE
Ha AUC mpu caMmocToATenHO npriioxeH Taxanadui (mo3a 10 mg). Tazu HamaneHa eKCIO3UITUS MOKe
Jla ce 0YaKBa Jla Hamann e(puKacHOCTTa Ha Taganaduil; CTEIICHTa Ha HaMaJieHHe Ha €(pUKAacCHOCTTA €
HeusBecTHa. [pyru uanykropu Ha CYP3A4, kato henobapOuTai, GeHUTONH U KapOaMaseIuH, ChII0
11e HaMaJIAT TIa3MEHUTE KOHIICHTPAIMH Ha Tajanagdul.

Ed)CKTI/I Ha Ta,uanad)ym BHPXY APYTH JICKAPCTBCHU MMPOAYKTHU

Humpamu

B xnmmamaHn npoyuBanus taganadwui (5, 10 u 20 mg) e mokaszai, 4e MOTEHIIUpa XUITOTCH3NBHHUTE
edextu Ha HUTpature. [lopaau ToBa, npunoxenunero Ha CIALIS npu naryienTy, npueManiy HsKost
(hopma Ha OpraHUYCH HUTPAT, € MPOTUBOIIOKA3aHO (B Touka 4.3.). B3 ocHOBaTa Ha pe3yJTaTH OT
KJIMHAYHO TIpOoyYBaHe, B kKoeTo 150 mampienTa ca mojrydaBaiy JHEBHU 1031 OT 20 mg Tagamadur 3a
7 mau 1 0,4 mg HUTPOTIUIIEPUH CYOIMHTBAIHO B Pa3lIMYHO BpEMeE, TOBA B3aUMO/ICHCTBHE €
Ha0II0aBaHo 3a noBeye oT 24 yaca ¥ He € HaOJII01aBaHo ciie] u3Th4YaHe Ha 48 Jaca oT rocieaHara
no3a taganadui. Taka npu MayeHT, Ha KOUTO e peanucana Hikakea jo3a CIALIS (2,5 mg — 20 mg)
1 32 KOWTO MPUIIOKEHNETO HAa HUTPATH C€ CMATa HEOOXOAUMO 110 METUIIMHCKH MTOKa3aHUs B
YKUBOTOCIIACSBAIIA CUTYyallUs, TPsAOBa 1a MMa rmoHe 48 yaca ot npuemMa Ha nocneanara no3a CIALIS
MpeIu MPUIIOKESHUETO HA HUTpaTuTe. [Ipu TakuBa yCIIOBUS, HUTPATUTE TPsIOBA Ja ce IpuiaraT 1Mo
CTPOT MEIUIIMHCKN KOHTPOJI U ChC CHOTBETHO MPOCIICIIBAHE Ha XeMOIMHAMUKATA.

AHmuxunepmeH3usHU 1eKApPCMBEEeHU CPeOCMBa (KII0YUMENHO KATYUe8U aHmazoHucCmu)
EnHOBpeMeHHOTO MpHIIOKEHUE HA TOKCa303uH (4 1 8 mg MHEBHO) ¥ Tajanadu (IHEBHA 1032 OT 5 mg
n 20 mg KaTo eIHOKpATHA J103a) 3aCUJIBA AHTUXHUIICPTCH3UBHUS e(DEeKT Ha TO3U ayiha-OJIoKep B
3HauMMa creneH. To3u eeKT ce 3ama3Ba MoHe IBaHaJeceT Yaca M MOXKe Jja MPEIN3BUKA CUMITTOMH,
BKITFOUUTEITHO CHHKOTI. 3aTOBa Ta3u KOMOHMHAIIMS HE ce mpernopbuBa (Bxk. Touka 4.4).

B mpoy4BaHus 3a B3anMOAEHCTBUATA, N3BBPIIEHH IIPH OTPaHWYEH OpOoil 31paBy TOOPOBOIIIIH, TE3H
edekTH He ca ChOOIICHN MPHU an(y303UH WIH TaMCYyJIO3uH. Bee mak, e Heo0X01MMOo TTOBHUIIICHO
BHHUMaHHe, KOraTo Tajanadui ce ynorpedspa Ipy MalueHTH, JISKYBaHU ¢ KaKBUTO U Jia € anda-
6moxepu, 0coOeHO MpH MAIMeHTH B CTapyecka Bb3pacT. JleueHnero TpsOBa /1a 3ani09He IPH
MUHHUMaJIHA /1032 ¥ IPOTPECUBHO Jla c€ aJaITupa.

B knvHWYHM (apMaKoIOTHYHU POYYBAHUS € H3CIIeIBaH MOTCHIINATHT Ha Tajanadul 1a yCHIBa
XUIOTEH3UBHUTE €()eKTH Ha aHTUXUIIEPTEH3UBHUTE JIEKaPCTBEHN MPOAYKTHU. [IpoyuBanu ca
OCHOBHHTE KJIaCOBE aHTHXHUIEPTECH3UBHU JIEKAPCTBEHU NIPOAYKTH, BKIFOUUTEITHO KAIITUEBU
AHTArOHUCTH (aMJIOAMIINH), NHXMOUTOPUTE Ha aHTMOTEH3UH KoHBepTHpamus eH3uM (ACE)
(enamarpmr), 6;1okepuTe Ha OeTa-aApeHEePTUIHUTE PEIENTOPH (METOIPOIION), THA3HIHUTE THYPETHITH
(6enapoduryasum) u Ookepure Ha anrHoTeH3uH 11 penenTopure (pa3audHu BUAOBE U 103H,
CaMOCTOSTEITHO WIJIM B KOMOWHAIIMS C THA3UIU, KAIIIUEBUTE aHTATOHUCTH, OeTa-0JIOKepH, 1/IiTH
anda-osoxepu). Tananadpun (10 mg ocBeH B IPOyUBAHUATA C AHTATOHUCTUTE HA aHTUOTCH3UH 11
pELeNTOPUTE U aMIIOJIWITHH, IPU KOUTO € Mpuiiarana jg03a ot 20 mg) HsIMa KJIMHUYHO 3HAYUMU
B3aMMOJICHCTBHUS C KOWTO U Ja € OT Te3H Ki1acoBe. B mpyro KMMHUYIHO (hapMaKOoJIOTHIHO MTPOyUYBaHE
taganadpwi (20 mg) e U3NUTBAaH B KOMOMHALUSA C JI0 4 KJIaca aHTUXUIICPTCH3UBHY PO yKTH. [1pn
MAIMEHTHTE, TPUEMAITH HAKOJIKO aHTHXHUIIEPTEH3UBHH MIPOIYKTa, aMOYJIaTOPHUTE POMEHH B
KPBBHOTO HaJSITaHE M3TJIEKIAT CBhP3aHH ChC CTENEHTA HAa KOHTPOJ Ha KPHBHOTO HaisAraHe. B Tasn
BpB3Ka NPU NAIMEHTUTE OT KIMHUYHOTO U3MUTBaHEe, YHEeTO KPBBHO HAJSTaHe € Omio moope
KOHTPOJIMPAHO, HAMAJISIBAHETO € OMJI0 MUHUMAITHO WJIM MTOJI00HO Ha TOBA, HAOIIOAaBaHO TPH 3APaBU
xopa. [Ipy ygacTHUIIM B IPOYYBaHETO, IPU KOUTO KPHBHOTO HAJISITAHE HA MALIMEHTUTE HE € OMII0
KOHTPOJIMPAHO, CIIAJaHETO € OHJIIO MO-TOJISAMO, BBIIPEKH Y€ TO He € OMII0 CBhP3aHO C XUITOTEH3UBHU
CHUMIITOMH TIPH TIOBEYETO OT manueHTuTe. [Ipn manueHTH, morydaBaiiy ChbITbTCTBAIIO JISYSHUE C
AHTHXUICPTCH3UBHU JICKAPCTBEHU NPOAYKTH, Tafganadmi 20 mg MOxKe Jla HHIyIIHpa HaMaJIeHUES Ha
KpBBHOTO HaJIsTaHe, KOETO (C U3KIIoUeHNE Ha anda OI0Kepr — BXK TIO-TOPe) € KaTo ISUI0 MAJIKO U HE €
BEPOATHO Ja € KITMHNYHO 3HAYUMO. AHAJTM3NTE Ha JAHHNUTE OT KIIMHUYHH MTPpOy4YBaHus ¢asza 3 He ca
MOKA3aJIH Pa3jiiKa B HEXXEJaHUTE JICKApPCTBEHU CHOUTHS NIPH MAIIMEHTUTE, TPUEeMaIIy Taganapui CbC
nin 0e3 JICUCHUE C aHTUXUIICPTCH3UBHHU JICKAPCTBEHU MPOIYKTH. BhIipeku ToBa, HA MAIUEHTUTE
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TpSI6Ba Ja C€ JaBa noaAXOoAA1] KIMHUYCH CHBET 3a Bb3MOXKHO HAMAJICHUEC Ha KPBbBHOTO HAJIATAaHE,
KOraTo C€ JICKyBaT C aHTUXHUIICPTECH3UBHU JICKAPCTBCHU ITPOOYKTH.

Puoyuzyam

[IpeaxImHIYHN NPOYYBaHUs OKA3BAT AOMBIHUTENICH €(DEKT Ha IOHMKaBaHE Ha CHCTEMHOTO KPBBHO
Haysirane, korato PDES nHxuOutopu ce KOMOMHUPAT ¢ pUOLIUTYAT. B KIIMHUYHY TPOYYBAHUS €
J0Ka3aHo, Y€ PUOLUTyaT MOTeHIpa XuroTeH3uBHuTe epextn Ha PDES nnxuburopure. Hama nanan
3a OnaronpuATeH KIMHWYEH eeKT Ha KOMOMHANMATa B IpOy4YBaHaTa nomynanus. EqHoBpemennaTta
yroTpeba Ha puoruryat ¢ PDES naxubutopu, BKIIFOUHTETHO Taganadu, ¢ IpOTHBOIIOKa3aHa (BXK.
Touka 4.3).

Unxubumopu na 5-anga pedyxmaszama

B xnmHUYHO pOyYBaHUE, KOETO CpaBHsBA Tafanadmil 5 mg, Npuiiarad eTHOBPEMEHHO ¢ puHacTepu
5 mg, ¢ mnane6o ioc puHacTepu 5 mg 3a o0JieKYaBaHe Ha CHMIITOMHTE Ha JOOpOKadeCcTBEHA
xunepinasus Ha npoctarara ([XI1), He ca ycTaHOBEHH HOBH HEXeJIaHH peakluu. Berpekn ToBa, Thid
KaTo o(pHIIMaTHO MPOyYBaHE 32 JICKAPCTBEHH B3aUMOJICHCTBHSI 32 OLICHKA Ha e()eKTHTE Ha Taganadui
W Ha MHXHOUTOpHUTE Ha S-anda penykrazata (5-ARIs) He e mpoBexnano, Taganadui TpsOBa oa ce
MpuIara BHUMAaTETHO €HOBPEMEHHO C MHXHOUTOPH Ha S-anda pemykraszara (5-ARIs).

CYPIA2 - cyocmpamu (nanp., meogunui)

Koraro raganadun 10 mg ce npunara ¢ TeodnnuH (HecenekTuBeH GocdoarectepazeH HHXUOUTOP)
BBB (PapMAaKOJIOTMYHO NPOYUBaHe, He € UMasio apMaKOKMHETHYHN B3aUMOACHCTBHA. EqUHCTBEHUAT
(hapmakoguHamuueH edekt e omi sieko (3,5 ynapa/MuHyTa) yBEeIMUEHHE HA ChpieYHATa YeCTOTa.
Bbrpexn ge To3u eekT e BTOpOCTENeHEeH U He € OWII OT KIIMHUYHO 3Ha4eHHe TP TOBa IIPOYYBaHe,
TOM TpsIOBa /1a ce B3eMa M0 BHUMaHHUe NPY eJHOBPEMEHHA yroTpeda Ha Te3H JIeKapCTBEHHU MPOAYKTH.

Emununecmpaouon u mepbymanun

Tamanadun e mokasan, uye MpeIU3BUKBA YBEIHUCHHE Ha OHOHATNYHOCTTA HA ETHHUIIECTPAIHON CIIe]
MEPOPATHO TIPUIIOKEHHE; TI0T00HO YBETHIEHHE MOXKE J1a ObjIe 09aKBAHO MPH MIEPOPATHOTO
MPUIOKEHHE Ha TepOYTATHH, BBIPEKH Ye KIMHUIHUTE MOCIECTBHS OT TOBA Ca HEOTIPEIEIICHH.

Anxoxon

Konnentpanunre Ha ankoxod (cpenHa MakCMaliHa KoHIeHTparus B kpbBTa 0,08%) HE ce moBnmmsBar
oT chBMecTHaTa ynotpeda ¢ taganadu (10 wim 20 mg). B nomreiaaeHne 3 daca ciies eITHOBPEMEHHOTO
MPUIOKEHHE C aJIKOXOJ He ca HaOJII0JaBaHu MPOMEHH B KOHIEHTPALUATA Ha Taganadui. AJKOXOIbT
€ MPHUJIOKEH 110 HaYMH, YBEJIMYaBalll MaKCHMAaIHO CKOPOCTTa Ha a0COpOIHS Ha alKOXoJI (CyTpHH Ha
rragHo, 03 Ja ce mprueMa XpaHa 7o 2 Jaca cien mpueMa Ha aimkoxon) Tamamadwmr (20 mg) He
yBEJIMYaBa CPEIHOTO HaMaJsIBaHE Ha KPbBHOTO HAJISTaHE, IpeJu3BUKaHo oT ankoxomna (0,7 g/kg nm
oxoio 180 ml 40% ankoxo:n [Boaka] npu 80-KWIOrpaMOB MbK), HO TIPH HIKOHM XOpa MOXeE J1a ce
Ha0ITI0/1aBa IMOCTypaJieH CBETOBBPTEXK WM OpTOCTaTH4HA XUroToHus. Koraro raganadui ce nmpumara
¢ mo-manku 1031 ankoxou (0,6 g/kg), xumoreH3ust He ce HAOJIFO1aBa, a CBETOBLPTEKET ce HaOII01aBa
C 4eCTOTa, MoA00Ha Ha Ta3K IPU CaMOCTOATEIIHOTO MPUIIOXKEHHE Ha ankoxoil. Edexture Ha ankoxona
BBPXY KOTHUTUBHATa QYHKIHS HE ce 3acuiBar oT Taganadui (10 mg).

Lumoxpom P450 memabonuzupa nexapcmeeHu npooyKmu

Tananadgun He ce oyakBa Ja MPeIU3BUKBA KIMHUYHO 3HAYMMO MOTHCKAaHE WM WHAYKLHUS Ha
KJINpBHCA Ha JIEKAPCTBEHH IPOIYKTH, MeTabomm3upanu ot CYP450 uzodhopmure. [Ipoyusanusra ca
MIOTBBPAMIIN, Ye Tafganaduil He HHXUOUpa uiu nHAynupa nzopopmute Ha CYP450, BKitounTeTHO
CYP3A4, CYP1A2, CYP2D6, CYP2E1, CYP2C9 u CYP2CI19.

CYP2C9 - cybcmpamu (nanp., R-eapgapun)

Tanmanagun (10 mg u 20 mg) HAMa KITUHAYHO 3HAYMM e(peKT HUTO Bhpxy excrozunusra (AUC) Ha S-
BapdapuH wim R-Bapdapun (cydctpat Ha CYP2C9), HuTO 3acsira MpoOMEHUTE B TPOTPOMOMHOBOTO
BpeMe, IPeU3BUKaHN OT BaphapuH.
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Acnupun
Tamanadun (10 mg u 20 mg) He MOTEHIIUPA YBEINYCHUETO BHB BPEMETO Ha KbPBEHE, IPUYUHEHO OT
AIeTUICATUITMIIOBA KUCEITHHA.

Tlpomusoduabemmnu nexapcmeeru npooyKmu
He ca npoBexaanu crierii)uaHE TPOYYBAHUS 32 B3aUMO/ICHCTBHS C IPOTHBOIMA0CTHH JIEKAPCTBEHH
IPOJIYKTH.

4.6 ®epTHaUTET, GPEeMEHHOCT M KbpPMEHe

CIALIS He e moka3zaH 3a yrnorpeba oT KEHH.

bpemennoct

Mma orpaHuueHr TaHHU 32 yroTpedaTa Ha Taganadul npu OpeMeHHH KeHH. [IpoyduBanusTa mpu
KMBOTHHU HE MOKAa3BaT NPSKO WIH HETIPSIKO BPEJHO BB3IACHCTBUE BEPXY OpEMEHHOCTTA,
eMOPHOHATHOTO/(PETATHOTO pa3BUTHE, PAXKIAHETO WIN MIOCTHATAITHOTO Pa3BUTHE ( BXK. Touka 5.3).
Karo npenmnasna mspka, 3a npeanountane e ynorpedara Ha CIALIS mo Bpeme Ha OpeMeHHOCT /1a ce
n30sTBa.

Kopmene

Hanuunute dpapMakoAMHAMUYHHI/TOKCUKOJIOTUYHH JJAHHU MPHU )KUBOTHUA TOKa3BATEKCKPEIIHs Ha
taganadwmr B MisikoTo. He Moxe nma ce m3kiroun puck 3a kbpmadeto. CIALIS ne TpsiOBa na ce
M3I0JI3Ba MO BpEME Ha KbpPMEHE.

DepTHIINTET

HaGmonaBanu ca eekTH npu KydeTa, KOUTO MOXKE Jla coYaT yBpexaane Ha heprunurera. /[Be
MOCJICABAIIY KIMHUYHU TPOYYBaHHS MMOKA3BaT, Ue TO3U €(PEKT € MaJIKO BEPOSITCH IPU XOPa, BHIIPEKU
4e ce HaOMIo/1aBa HaMaJICHHE Ha KOHIICHTPAIIUATA Ha CliepMa TIPU HAKOM MBke (BXkK. Touka 5.1 u
ToYka 5.3).

4.7 EdexTu BbpXy cnioco0HocTTA 32 IoGuUpaHe U padoTa ¢ MALIMHU

CIALIS nosnusiBa npeHeOpe)UMO clIOcCOOHOCTTa 3a mogHupaHe WM padoTa ¢ MalIMHU. Bripeku ue B
KJIMHAYHU NIPOYYBaHMA YECTOTAaTa Ha ChOOIIEHHTA 32 CBETOBBPTEXK NPH IU1aie0o-rpymnara u rpymnaTa
c Taganadui e Ouna cxoaHa, TaMEHTUTE TPAOBa Ja ca HAasCHO 3a TOBa Kak 11e pearupat Ha CIALIS
npenu modupane u padboTa ¢ MaIIuHU.

4.8 Hexenanu JJekapCcTBeHU peaKIun

PesroMe Ha npodiiia Ha 0€30I1aCHOCT

Haii-gecto cro0maBanuTe HEXKETIAHU JICKAPCTBEHH peakiuu Mpu manuentu, mpuemamu CIALIS 3a
JIeYeHIE Ha epeKTHIHA TUCYHKINS WM JOOpOKavYeCTBeHA XUIISPIUIA3Hsl Ha IIpOCTaTara ca
T1aBo0oJIe, AUCTICTICHS, 00JIKa B Tbp0a M MUAITHSA, TIPH KOUTO YECTOTaTa CE YBEINIaBa C
noBumaBaHe Ha fo3ara Ha CIALIS. /loknagBannuTte HexeTaHU JIEKapCTBEHU PEAKITUH ca OMITH
MPEXOJIHU U B MTOBEUETO CIIyYau JICKH /10 yMepeHH. [lo-roysiMaTa 4act Ot ciiy4auTe Ha riiaBoooue,
cboOmaBanu npu npuem Ha CIALIS Bequbk THEBHO, ca HaOmonaBanu npe3 mbpeute 10 10 30 10U OT
3aII0YBaHe Ha JICUEHHETO.

Pesrome Ha HeXXeTTaHUTE PEAKIIUHN B TabJIMYeH BUJ

B Tabnuiiata no-n0i1y ca u30poeHU HEXETaHUTE JICKAPCTBEHH PEAKIINH, HAOIOaBaH! OT CTIOHTAHHU
CHOOIIECHUS U TIPH TUIae00 KOHTPOIMPaHN KIMHUTHH TpoyuBaHus (oOxBarmamy o6mro 8 022
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nanuenTy, tekyBanu ¢ CIALIS, u 4 422 narnuedTH, moryvyaBaiy miane6o0) 3a JIeueHnue Ha epeKTUIHA
MUCHYHKIMS TP HYXKJa U BEJHBK JTHEBHO U 3a JICUSHHE Ha JT0OpOKaueCTBeHA XUIIEPIUIa3Hs Ha
MpocTaTara BeIHBK THEBHO.

KonBennwms 3a uectorara: MHOTO decTH (>1/10), wectn (=1/100 mo <1/10), mHewectu (=1/1 000 no
<1/100), peaxu (=1/10 000 mo <1/1 000), muoOTO pemku (<1/10 000) u ¢ Hen3BecTHa YecToTa (OT
HaJTUYHATE JaHHU HE MOXeE Ja ObJie HallpaBeHa OICHKA).

OIIMCBAHU KaTo
00JIKa B OYUTE

KJICTIAuUTE,
Xunepemus Ha
KOHIOHKTHBATa,
Heaprepuanna
aHTEepHOpHA
MCXEMHUYHA OYHA
HEBPOTIATH
(NAION)?,
3amymBaHe Ha
CHJIOBETE Ha
pernHaTa’

MHoro 4yecTn Yectn Heuyectu Penxn C Heu3BecTHaA
YyecToTa
Hapywenus na umynnama cucmema
Peaxiuu Ha Awnrunoenem’
CBPBXUYBCTBHUTE
JTHOCT
Hapywenus na nepenama cucmema
I'maBoGonue 3amMasHOCT Uncynr'
(BKJTFOUHTEITHO
XeMOparnIHu
crouTust), CHHKOIL,
Tpan3uropHu
HUCXEMHUYHU
pHCTHIH ',
Murpena?,
lezlnam,unz,
TpanzuTopHa
aMHe3Hs
Hapywenus na ouume
3aMBbIIICHO Hapyuienue Ha Hentpanna
BIDKIIaHE, 3pUTEITHOTO TIOJIE, cepo3Ha
Ycemanus, OTok Ha XOPUOPETHHOTIATHS

Hapywenus na yxomo u nabupunma

TunnTyC BHezamnHa 3ary0a
Ha cIiyxa
Cvpoeunu napywenus’'
Taxukapaus, MuoxkapaeH
[ManmuTanuu uH(papKT,
Hecrabumna
CTEHOKap/s,
KamepHa apurmus’
Cv0osu HapywieHus
3auepBaBaHe XUnoronus,
XuneproHus

Pecnupamopru, epvOnu u MeOuacmuHaiHu HapyueHus HapyuleHus
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Hazamna JucnHes

KOHI'€CTUS Enucrakcuc
Cmomawino-upesnu Hapyuienus
Hucnencus KopemHa Gouika,
[ToBpbiiane,
I'anene,
I'actpoesodarean
eH peduIyKc

Hapywenus na xoostcama u nooKoj#CHama mvkam

O6puB Yprukapus,
Cungpom Ha
Stevens-Johnson?,
Exchommatusen
JepMaTHT?,
Xunepxuaposa
(moTene)

Hapymeﬂuﬂ HA MYCKYJIHO-CKelemHama cucmema, CbeOUHUMETHAMA MBbKAH U
Kocmume

Bonka B rp0a,
Muanrus, bonka

B KpallHUK
Hapywenus na 6vbpeyume u nuxounume nomuuya
| | XeMatypus |
Hapywenus na v3npouzeooumennama cucmema u 2opoama
VY abixeHa ITpuanussMm,
epeKuus KpbBouznus B
HIEHHCA,
XemaTtocrepMust
Obwu HapywieHus u egpekmu Ha MACMOMO HA NPULOHCEHUE
I'ppana 60n1<a1, OToK Ha J'II/ILIGTOZ,
[epudepen Buezamna
0TOK, YMoOpa chpedHa cMbpT'?

(1) TToBeyeTo OT MAIUEHTUTE UMAT MPEIISCTBAIIY ChPICYHO-ChJIOBU PUCKOBH (hakTOpH (BIK.
Touka 4.4).

(2) CpoOIaBaHy MpH MOCTMAPKETHHIOBOTO HAOIIOICHNE HEXKEIaH! PEaKIUi, KOUTO HE ca
HaOJF0IaBaHH TIPH TIAIe00 KOHTPOIUPAHH KITMHAYHU TPOYIBaHHSI

(3) ITo-uecTo mokIamBaHa, KOraTo Taganadui ce Mpuiiara py NalueHTH, KOUTO BeUe MoJIydaBat
AHTHXUNCPTCH3UBHY JIEKAPCTBCHU MPOAYKTH.

Onucanue Ha I/I36DaHI/I HCXCIaHU pCaKIINH

Hesnaunrtenno mo-roysiMa gyectora Ha oTkioHeHws B EKI, mpenn Bcuuko CHycoBa Opaaukapams, ca
JIOKJIJIBAaHH MIPY MAIUCHTH, JICKYBaHU C TaaanaQui eJIMH IbT JHEBHO B CPaBHEHUE C TUIAIE00.
[Toeueto oT Te3u oTkionenus B EKI" He ca CBbp3aHU C HEXETAHUTE JTEKAPCTBEHU PEAKIIUH.

JIpyTH clielMaIHy ITONYJIalH

JlaHHWTE TIpW aMEeHTH Ha Bh3pacT Haja 65 TOAWHU, KOWTO MpUeMaT Tajaiaduil B KITHHUIHHA
MPOYYBaHUS WIIK 32 JICUCHUE HA €PEKTHIIHA TUCHYHKIUS, UM 32 JICUCHUE Ha JOOpOKaYeCTBEHA
XHUIEPIUIa3ns Ha MPOCTaTaTa, ca OrpaHMYeHU. B KIMHUYHY IPOYYBaHUS ¢ Tajada(uil, IpUeMaH Mpu
HY’KIIa 3a JICUCHHUE Ha EPeKTHITHA TUCHYHKIHS, THAPHS Ce ChOOIaBa IMo-4eCcTo MPHU MAITUSHTH Ha
BB3pacT Haj 65 roauHu. B KTMHUYHY npoy4BaHus ¢ Taganadun 5 mg, npueMaH BeJHBXK JTHEBHO 3a
JICYCHHUE Ha JIOOpOKAUYECTBEHA XUIIEPILIA3Us Ha IPOCTAaTaTa, 3aMastHOCT U JapHs ca ChOoOIaBaHH 110-
YECTO NP HNAMEHTH HaJl 75-TOUIITHA Bb3pPacT.
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C’BO6I_LIaBaHC Ha IMoA03HUpaHu HEXKCJIaHU PCAKITNH

Cro0111aBaHeTO Ha [TOI03UPAHU HEWKEIIAHU PEaKIUU CIIe]l pa3pelliaBaHe 3a ynorpe0da Ha JICKapCTBCHHUS
MIPOIYKT € BaxkHO. ToBa MO3BOJISABA J1a TIPOIBIDKH HAOIIOIEHUETO Ha CHOTHOMIEHUETO TT0JI3a/PHUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIMATMCTH CE M3UCKBA J1a CHOOIIaBaT BCAKA
MOI03UPaHa HeXKeaHa PeakIiys Ype3 HAIMOHAIHA CUCTEMa 3a ChOOIaBaHe, IOCOYCHA B

IIpunoxenue V.

4.9 Ilpeno3upane

[Ipu 3npaBu 100OpoBOIILIK ca JaBaHU eAUHUYHU 103U 10 500 mg, a Ha MalMeHTH ca IpujlaraHu
MHOTOKpaTHU AHeBHU 1031 10 100 mg. Hexemannurte gexkapcTBEHU CHOUTHS ca O TTOTO0HH HA
OHEe3M, HabJII0JaBaHy IIPH TIO-HUCKH T03H. B cirydanTe Ha mpeio3npane, ako ce Hajara, TpsOBa aa ce
MpeanpueMaT CTaHAAPTHUTE MOIIbPIKAIIN MEPKU. XeMOoIuann3ara He3HAYUTETHO crlioMara 3a
SIIMMUHUPAHETO Ha Tajganadu.

5. ®APMAKOJIOTMYHU CBOMCTBA

5.1 @dapmakoaMHAMMYHH CBOHCTBA

dapmakoTepaneBTHYHA IpyNa: YPOJIOTUYHH CPEACTBA, JIEKAPCTBEHU NPOAYKTH, IPHIIATaHu IIPU
epekxtmHa nuchyakmmus ATC xox: GO4BEOS.

MexaHH3bM Ha AEHCTBUE

Tamanadun e cenexTUBEH, 00paTHM WHXUOUTOP Ha IUKJIWYHHS TyaHOo3uH MoHO(dochat (il MD) -
cneuuduuHara Gocpoauecrepasa Tun S (PDES). Koraro cexcyanHoTo cTUMynupaHe peIu3BUKa
JIOKaJHO OCBOOOKIaBaHEe Ha a30TeH oKcuJl, mHxuOupanero Ha PDES ot taganadun npenussuksa
noBuilieHd HUBa Ha Il M@ B kaBepHO3HUTE Teja. ToBa BOJM JO OTIyCKaHE Ha riajKara MycKyJarypa
U IPUTOK Ha KPBB B ThKAHUTE HA IIEHUCA, BOJELIO Aa epekius. Tananaduin e HeeeKTUBEH IPH JIUIICa
Ha CeKCyalHa CTUMYJIalus.

dapMaKoIMHAMUYIHU ePeKTH

[IpoyuBanusTa in vitro ca moxkasaiu, 4e taganadui e cenektuBeH naxuourop vHa PDES. PDES e
€H3UM, KOITO c€ OTKpHBA B INIaJKaTa MyCKyJIaTypa Ha KaBEpHO3HOTO TsJI0, ChI0BaTa M BUCLEpAITHA
r7aka MyCKyJIaTypa, CKeJICTHUTE MyCKYJH, TpoMOonuTHTe, Ob0penuTe, 6enus 1pod U ManKus
Mo3bK. JleficTBueTo Ha Taganadui e no-cuiHo BbpXy PDES, oTkonkoTo BBpXY npyru
dochoauecrepazu. Taganadui e > 10 000 mbTu mo-moriex 3a PDES, 0TKONKOTO 10 OTHOIICHHUE HA
PDEI, PDE2 u PDE4 en3umMu, KOUTO c€ OTKPUBAT B CHPIIETO, MO3bKa, KPbBOHOCHUTE ChJIOBE, YUEPHUS
npo6 u apyru opranu. Taganadun e > 10 000 mpTH o-MotieH o otHoenune Ha PDES, oTkonkoTo
o otHomenue Ha PDE3 — en3um, HaMupani ce B ChbpleTo U KPHbBOHOCHUTE ChII0BE. Ta3u
cenexktuBHOCT KM PDES, cpaBHeHa che cenektuBHOCTTa KbM PDE3, € BaxHa, 3amoro PDE3 e enzum,
ydacTBalll B MEXaHU3Ma Ha ChbpACYHNUTE ChbKpauleHus. B nonpiaHenue, Tananadui e npuOIu3uTeIHO
700-pTH O-MoILeH 1o oTHoweHne Ha PDES, otkonkoTo cnpamo PDE6 — en3um, kKoiTO ce HaMupa B
peTrHaTa u € OTTOBOpEH 3a GoToTpaHcaykuusaTa. Taganadun e cbuio > 10 000 mbTH Mo-MoIIeH 1o
otHomeHue Ha PDES, orkonkoro o otHomenue Ha PDE7, no PDE10.

Kinnanyza edhukacHOCT 1 0€30I1aCHOCT

Tpu kTUHIUYHYU POyYBaHUSA ca poBeneH: ¢ 1 054 manueHTH B JOMAITHH YCIOBHS 32 ONpeelisTHe Ha
MPOABIDKUTETHOCT Ha oTroBopa kbM CIALIS. Tananadui e mokasai CTaTUCTUYECKH 3HAYMMO
MoT00pEeHKE B €pEKTUITHATA (PYHKIIUS M CIIOCOOHOCTTA J1a C€ U3BBPIIU YCICIIEH MOJIO0B akT 10 36 Jaca
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CJIeN mpreMa Ha J03aTa, KaKTo U B CIOCOOHOCTTA Ha MAIMEHTUTE Ja MOIydaT U TOIIbPKAT SPEKITHs
3a YCIEIIeH MOJI0B aKT, B CpaBHEHHUE ¢ Tutane0o, ome Ha 16-TaTa MUHYTa CJea MPHUEM Ha J103aTa.

Tamanadun, TpuitoKeH Ha 3/IpaBH JIHIA, HE IPEIN3BUKBA 3HaYNMa Pa3JiiKa B CpaBHEHHeE ¢ ruiaredo B
CUCTOJTHOTO ¥ JIMACTOTHOTO KPHBHO HAJISTAHE B JICTHAJIO MOJIOXKEHHUE (CPEIHO MaKCHUMAITHO
Hamaienue ot 1,6/0,8 mm Hg, CbOTBETHO), B CUCTOIHOTO U IUACTOIHOTO KPHBHO HAJIATAHE B
M3MPABEHO TOJIOKEHHE (CPeTHO MakcuMaitHo HamaneHnue ot 0,2/4,6 mm Hg, choTBETHO), 1 HAMA
3HaYMMa MPOMsIHA B ChpJ€YHATA YECTOTA.

B npoyuBane 3a olieHKa Ha BIUSHUETO HA Tafajnadui BEPXY 3pEHUETO, HE Ca OTYETCHU HUKAKBH
HapyIICHUs B Pa3II03HABAHETO Ha IIBETOBETE (CHHBO/3ETICHO) MMOCPECTBOM M3IMOI3BaHE Ha TECTa
Farnsworth-Munsell 100-hue. To3u pe3ynraT KopecioHANUpPA C HUCKUS apUHUTET Ha Taganaduil KbM
PDE®, B cpaBaenue ¢ PDES. BsB BcHUKHM KIIMHUYHY IPOYYBaHU, CHOOIIEHUATA 32 IPOMEHH B
LIBETHOTO BIoKJaHe ca peaku (< 0,1%).

[IpoBenenu ca Tpu NPOyYBAHMS MTPU MBKE 32 OIICHKA HA TOTCHIIMATHUS e(DEKT BHPXY
cnepmatorene3ara Ha CIALIS 10 mg (egro 6-meceuno mpoyuBane) u 20 mg (eqHO 6-MeceqHO U eTHO
9-Mece4HO NpoyuBaHe), IpUIarad eKeIHEBHO. B 1Be OT Te3n npoyuBaHus € HaOII0AaBaHO
MIOHM)KEHHE Ha KOJMYECTBOTO U KOHLEHTPALUATA Ha CIIepMaTa, CBbP3aHO C JICUCHUETO ¢ Taganadui ¢
MaJIKa BEPOSITHOCT 3a KIIMHUYHA 3HAUUMOCT. Te3u eexTr He ca OMiu CBbp3aHy C IPOMEHHU B IPyTU
napamMeTpH, KaTo MOABMWXHOCT, Mopdoorust u FSH.

Tapanadun B no3u ot 2 mg 1o 100 mg e 6un uzcaenBan B 16 KIMHAYHU IPOYYBaHMUS, BIKIIOUBAIIN

3 250 manueHTH, BKIIOYUTETHO NAlMEeHTH C epeKTIIIHA TUCHYHKIIHS OT pa3indHa TexecT (Jieka,
yMEpEHa, TeXKa), €THOJIOTHUs, Bb3pacT (Mexay 21-86 ronuHn) u eTHUYEeCKa IPUHAJICKHOCT.
[ToBeyero manueHTH CHOOLIABAT 32 €PEKTUIIHA TUCPYHKIUS C TPOIBIDKUTEITHOCT OT MIOHE ejHA
roguHa. [Ipn mppBOHaUaNHNUTE MpOyYIBaHMS 3a €(hEeKTUBHOCT BHpXy obmiaTa momynanus 81% ot
rmanueHTuTe ca choommmy, ue CIALIS e momoOpui TaXHATa epeKIus B cpaBHEHHE ¢ 35% mnpH
mtane6o. ChIo Taka, HAIUEHTUTE C ePEeKTHIIHA AUCHYHLUSI OT BCHUKH CTETICHH Ha TEKECT
ChOOINABAT 3a IMo00peHH epekIuH, gokato ca B3emanu CIALIS (86%, 83%, u 72% 3a neka, ymepeHa,
1 TeXKa, CbOTBETHO B cpaBHEeHHE C 45%, 42%, 1 19% c mmane60). [Ipu mbpBOHaYaTHUTE TPOYIBAHIS
3a edpekTUBHOCT 75% oT onuTHTe 3a 1oJoB akT ¢ CIALIS ca Owin ycnemnu B cpaBaenue ¢ 32% mpu
mianeo.

B enno 12-ceqmudno npoy4Bane, nposeaeHo mpu 186 manmentn (142 taganadu, 44 mnanebo) ¢
epeKTHIIHA TUCPYHKIIHS, BTOPUYHO Ha YBpeXKJIaHEe HAa TPHOHAYHHUS MO3bBK, Tajanadui 3HaYNMO
moA00psiBa epeKTIITHATA (YHKITHS, KOSTO BOAM JIO CPEIHA YECTOTA Ha YCIIEITHUTE OITUTH 33 WHIUBH/T
[pY MalMeHTUTe, TpeTupanu ¢ Taganadmi 10 wim 20 mg (rbBKaBa 103a npH rnoucksane) 48% B
cpaBHenue ¢ 17% npu manedo.

[lemaTpryna monyJsamus

[Tpu neauaTpuyHy MaUMEHTH ¢ MycKyaHa auctpodus tun Jromen (M), e mpoBeaeHo eaHO
MIpoyd4BaHe, B KOSTO He ca HaOJIroJaBaHu naHHU 3a epukacHocT. [Ipu 331 Momdera Ha BB3pacT

7-14 ronuau ¢ M/1J1, Ha KOUTO ce pujiara €THOBPEMEHHO JICUCHUE C KOPTUKOCTEPOUIH, € TIPOBEICHO
PaHIOMU3UPAHO, IBOMHOCIIAIO, I1ale00-KOHTPOINPAHO, IApAJIEIHO IIPOYYBaHE C 3 paMeHa ¢
taganadur. Ilpoyusanero BximouBa 48-ceqMUUYeH ABOMHOCIN IEPHUOL, B KOMTO MAI[MEHTHUTE Ca
paHaoMu3upaHu ga nonydasat taganadun 0,3 mg/kg, Tanganadun 0,6 mg/kg nnu nianedo Bceku AeH.
Tanmanadun He Moka3Ba ePUKACHOCT TI0 OTHOIICHHUE 3a0aBsiHE HA BIIOIIABAHETO HA CIIOCOOHOCTTA 32
CaMOCTOSITEIHO XOJIeHE, U3MEPEHO C IIOMOIITa HA TbPBUYHATA KpaiiHa TOYKa - 6-MUHYTEH TeCT 3a
xoneHe (6 minute walk distance, 6o MWD): cpenna npomsiHa Ha Hal-mankuTe KBaapaTH (least squares,
LS) B recta 6MWD Ha 48-ta ceamuna e -51,0 merpa (m) B rpymnara, mojryuasaria rianedo, B
cpaBHeHue ¢ -64,7 m B rpymara, nosy4asaiia taganadpun 0,3 mg/kg (p = 0,307), u -59,1 m B rpynara,
rosrydaBaria taganadmr 0,6 mg/kg (p = 0,538). OcBeH TOBa, JTUICBAT JaHHA 32 €PUKACHOCT OT
BCHYKM BTOPHYHH aHAJIM3H, U3BBPIICHH B TOBA NpoyuBaHe. OOmMTE pe3yaTaTy 3a 6e30MacHOCT OT
TOBa MPOYYBAHE KaTo LSJI0 Ca B ChOTBETCTBUE C M3BECTHHUS PO Ha 0€30MaCHOCT Ha Tajanadui U
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¢ Hexenanute crouTHs (HC), ouakBanu B nenuaTpudHarta nomymnamus ¢ M/1J1, momydapamia
KOPTUKOCTEPOUIN.

EBpomnelickaTa areHIus 1o JieKapcTBaTa 0CBOOOKAaBa OT 3aABJDKCHUETO 3a MIPEJOCTaBsHE Ha
pe3ynTaTuTe OT IPOYYBaHUATA BbB BCUUKH NOATPYIH Ha eAUaTpUYHATA IOILyJIalis 3a JIeYeHHE Ha
epexTuiHaTa AuchyHkuus. Bruokre Touka 4.2 3a nH(popManus 0THOCHO yrnorpeba B IeIUaTPHITA.

5.2 ®apMakoKMHETHYHM CBOWCTBA

AOGcopOrust

Tananacdu ce abcopbupa JIECHO Cliesl IepOPaTHO NPUIOKEHHE U HAOII01aBaHUTE CPETHU
MaKCHMAaJIHU I1a3MeHN KOHUEHTpauuH (Cmax) C€ IIOCTUTAT 32 CPETHO BpeMe OT 2 4aca ciex
NpUiIoKeHNeTo. AOCOTIOTHATa OMOHATMYHOCT Ha Tajanaduil clies IepopaiHo MpUIoKeHUe He e Oma
OIIpezeIeHa.

CkopocTTa 1 cTereHTa Ha abcopOIus Ha Taganadul He ce TOBIUSABAT OT XpaHa, Taka ye CIALIS
MOKE J]a ce IIpreMa He3aBHCHUMO OT XpaHeHeTo. Bpemero Ha mprem Ha no3arta (CyTpUH CIPSIMO Beuep)
HSIMa KIIMHUYHO 3HAYMMHU €eKTH BBPXY CKOPOCTTa U CTENEeHTa Ha aOcopOIusl.

Pasnpenenenue

Cpennusat o0eM Ha pasnpezeicHue Ha Taganadui € npubnu3uTenato 63 1, koeTo mokassa e
tazanadui ce pasnpenens B Tbkanute. Ilpu repaneBTryHM KOHUEHTpauuy, 94% ot Taganadui B
IU1a3MaTa ce CBbp3Ba ¢ nporerHuTe. CBBP3BAHETO C MPOTEUHHUTE HE CE 3acsAra Npu HapylleHa
O0bOpeuHa QyHKIHS.

[To-manxo ot 0,0005% ot nmpueTara g03a ce MOsIBsIBA B CliepMaTa Ha 3ApaBU HHIUBUIM.

Buorpanchopmarust

Tananadun ce Mmetabonmsupa npeauMHO ocpeactsoM ruroxpom P450 (CYP) 3A4 uzodopmara.
OCHOBHUSAT IUPKYITHPAI METAOOTUT € METHIIKATEX 0 TIOKOpoHH . To3u MeTtadomuT e moHe 13 000
I'BTU O-ca00 aKTHBEH OT Tafanadui mo orHouenue Ha PDES. CrnexoBarenHo, He ce o4akBa 1a €
KJIMHIYHO aKTHBEH IPH HAOJI0IaBaHNUTE KOHIIEHTPAUK Ha MeTaboJIHTa.

Enumunupane

CpenHusT nepopalieH KIUPBHC Ha Tananadui e 2,5 1/gac, a cpeAHUT NoaykuBOT € 17,5 yaca npu
3IIPAaBU WHMBHIH.

Tananadun ce ekCKkpeTHpa NPETUMHO KaTO HEAKTHBHU METa0OIUTH, OCHOBHO C (heKanuuTe
(mpubmm3uTenHo 61% oT m03aTa) U B IO-MaJka CTEIEH ¢ ypuHata (mpudnm3utenHo 36% ot go3arta).

JIMHEeWHOCT/HEMMHEWUHOCT

dapMakOKHHETHKaTa Ha Tafanad il Mpy 3ApaBu UHANBHUIY € JIMHEHHA [0 OTHOIIEHHE Ha BPEMETO U
no3ata. [Ipu go3m ot 2,5 mo 20 mg, excriozunmsara (AUC) ce yBenmndyaBa mpoHOPITHOHAIIHO C J03aTa.
CTanMoHapHOTO CHCTOSTHUE HA TNIA3MEHUTE KOHIIEHTPAIMY Ce TIOCTUTAT 32 5 JHH TIPH JO3UpaHe
BE€JIHBXK JTHEBHO.

dapMaKOKHHETHKATa, OTIpeJieIeHa C MOMYIalMOHHIS TTOAX0/I, IPH MallMEHTH C epeKTUITHA
nucyHKIUs € mogoOHa Ha (hapMaKOKMHETHKATa IPH MHAWBUAN 0€3 epeKTHIHA JUCHYHKIHUS.

Crenyangy nonyJiamnuu

Cmapuecka 8v3pacm
31paBy MAaLMEHTH B CTapyuecKa Bb3pacT (65 roAMHU WK MO-Bb3PAcTHH), UMAT IO-HUCHK MEpopalieH
KJIMPBHC Ha Taganadui, Bojemo 10 25% no-sucoka excro3unusa (AUC) B cpaBHEHHE ChC 3/IpaBH
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MHAMBHUIM Ha BB3pacT oT 19 10 45 roaunu. To3u eQekT Ha Bb3pacTTa He ¢ KIMHUYHO 3HAUYUM U HE
JlaBa OCHOBAaHUE 3a MPOMSHA Ha J03aTa.

bvopeuna nedocmamvunocm

B xnmHMYHN papMakoIoruuHu IpOyYBaHUS ¢ €JHOKpaTHa Jo3a Taganadui (5 mg xo 20 mg),
excriozunusTa Ha Tagaitadui (AUC) e npubIM3UTENHO yIBOCHA TP HHAUBHUIM C JieKa (KpeaTHHUHOB
kiupbHC 51 10 80 ml/min) wmu ymepena (kpeatnHUHOB KiMpbHC 31 10 50 ml/min) 660peuna
HEJOCTaThYHOCT M IIPH MHIUBUAN C KPaeH CTaauu Ha ObOpedHo 3a00m1BaHe Ha auanusa. [Ipu
nanueHTH Ha xeMoauann3a Crax € 41% 1o-BHCOKO OT HAOMIOJaBaHOTO MPH 3PaBU XOpa.
XeMoauanu3aTa He3HAUUTEITHO CIIOMara 3a eIMMUHUPAHETO Ha Tajanadul.

Yeprnoopobua HeOocmamvyHocm

Excrozummsita Ha Tagamadwr (AUC) mpu HHIUBHIM C JIeKa I0 yMepeHa 9epHoapoOHa
HepoctarbyHOCT (Child-Pugh xirac A u B) e cpaBHUMa ¢ eKkcITO3UIUATA TIPH 3IpaBH WHINBHU/IN,
KoraTo ce npuiara g1o3a ot 10 mg. ima orpaHnueHn KIMHUYHU JaHHU 3a Oe3onacHoctTa Ha CIALIS
MpY TIALMEHTH C TeXKa YepHoipoOHa HegocTarbuHOCT (Child-Pugh knac C). Ako CIALIS ce
MIPEITUCBA, TO MPEAMUCBAIINAT TO JIeKap TpsOBa /1a HallpaBW BHUMATeIIHA MHINBUIyaTHA TIPEIeHKa
Ha OTHOIIEHHUETO MmoJ3a/puck. He ca HATMYHM JaHHYW 3a IPUJIOKEHHE Ha JT03U 1MO-BUCOKH OT 10 mg
TagazaduI Npyu NalMeHTH ¢ YePHOAPOOHA HEIOCTATHYHOCT.

Tayuenumu ¢ ouabem

Excnosunusra Ha Taganadun (AUC) npu nanueHTyu ¢ quadet e Owia npubiamsurento 19% mno-Hucka
ot croitHoctuTe Ha AUC 3a 31paBu nHAMBUAM. Ta3u pasnuka B €KCIIO3ULUATA HE JaBa OCHOBAHHUE 3a
MPOMsIHA Ha J103aTa.

5.3 IlpeakJMHUYHM JaHHH 32 0€30MIACHOCT

HexnuHnuHUTE AaHHU HE IIOKa3BaT 0COOCH PHUCK 3a XOpa Ha 0a3zaTa Ha KOHBEHI[MOHATHUTE
(hapMaKoJIOrHYHM POYYBaHUs 3a O€30MaCHOCT, TOKCHYHOCT MIPU MHOTOKPATHO TpUIIaraHe,
T€HOTOKCHUYHOCT, KapLWHOTEHEH MOTEHIIHAN U PENPOAYKTHBHA TOKCUYIHOCT.

Hsma mokasarencrsa 3a TepaTOT€HHOCT, EMOPHOTOKCHYHOCT W (PETOTOKCHYHOCT TPH TTHXOBE HITH
MUIIKH, KouTo ca moyuniau 10 1 000 mg/kg/nueBHo. B mpoy4Bane 3a mpeHATAIHO U TOCTHATAITHOTO
pasBUTHE Y TUTBXOBE /103aTa, P KOSATO He ca HabronaBanu edpextH, e 6mna 30 mg/kg/muesno. [pu
opemeneH rpX AUC 3a U34HCICHOTO CBOOOIHO JISKAPCTBO MPH Ta3H 7032 € OWI0 mpruOim3uTeHo 18
bty yoBenkata AUC npu no3a 20 mg.

Hsama yBpexxnane Ha (GepTHIIHOCTTA MPU MBKKH M )KEHCKH TUTbXoBe. [Ipu Kydera, Ha KOUTO €
npuiiarad Tananadun exxeaHeBHO 3a 6 10 12 mecena npu 1o3u 25 mg/kg/nHeBHO (BOAEIIO A0 TIOHE
TPUKPATHO MO-BHCOKA eKcro3unus [Mexay 3,7 — 18,6] oT HaOo1aBaHaTa mpu xopa, Ha KOUTO €
JlaBaHa eAMHUYHA 7032 OoT 20 mg) 1 TIoBeUe, € UMaJI0 PErPECcHs Ha eMHUTeNIa HA CEMCHHUTE KaHAITICTa,
KOETO € JIOBEJIO /10 HaMaJIeHHe Ha CliepMaToreHe3ara Ha HSIKOW KydeTa. Bukte cbino Touka S5.1.

6. OAPMAIIEBTUYHU JAHHHU

6.1 Chnucnk HAa MOMOIIHUTE BellecTBA

Sapo Ha tabierkara

JIAKTO3a MOHOXHPAT,
KpOocKapMeso3a HaTpui,
XHIPOKCHUIIPOTIMIIIIEITYII03a,
MHUKPOKPHCTAJIMHHA [eITyJ103a,
HaTpHEB Jaypuicyidar,
MarHe3eB cTeapar.
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dumMoBo NOKPUTHE

JIAKTO3a MOHOXHUJpAT,
XHUIIPOMEI03a,

TPHAIICTHH,

tutanoB auokcuna (E 171),
)ene3eH okcu XeAT (E 172),
TaJIK.

6.2 HecbpBMecTHMOCTH
Henpunoxumo

6.3 Cpoxk Ha rogHOCT

3 roauHU.

6.4 CrnenuajHu ycJ0BHS Ha CbXpaHeHHe

Ja ce cpxpaHsBa B OpUI'MHAIHATA OMIAKOBKA, 32 Jla Ce Mpe/rasu oT Biara. [la He ce CbXpaHsaBa IIpu
temneparypa Hax 30°C.

6.5 Bwunau chabpikaHue HA ONTAKOBKATA

CIALIS 10 mg ¢punMupadu TabJIeTKH

Anymunnit/PVC 6nmcrepy B KapTOHEHU KYTHH ¢ 4 QUIMUpaHH TaOIETKH.

CIALIS 20 mg ¢punMmupanu TabJIeTKH

Anymununit/PVC Gnuctepu B KapTOHeHU KyTuH ¢ 2, 4, 8, 10 u 12 punmupanu tabiaeTku.

He Bcruky BuOBe ONakOBKH MOTaT Aa ObAaT MyCHATH B IPoJaxoa.

6.6 CrnenuajaHu NpeANa3HU MePKH NMPH U3XBbPJIsIHE

Hewusnon3BaHuAT JeKapcTBEH NPOAYKT MM OTIIAABYHUTE MAaTEPHAIN OT HETO TPSIOBa Aa Ce U3XBBPILAT
B CHOTBETCTBHE C MECTHUTE M3HCKBAHHS.

7. NPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan
1000, 3528 BD Utrecht Hunepmanaus

8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/02/237/001-005, 009
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9. JATA HA ITbPBO PASPEIIABAHE/IIOJHOBABAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

Jlara Ha mepBO paspemasane: 12 HoemBpu 2002 r.
Jara Ha nmocienno noaHosiane: 12 HoemBpu 2012 .

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

IToapo6Ha nHGOpMAITHS 3a TO3H JEKAPCTBEH MPOAYKT € peIoCTaBeHa Ha yebcaiita Ha EBpornefickara
areHIus 1o JeKapcTBaTa https://www.ema.europa.eu.
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NNPUJIOKEHMUE I1

IMPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBO/XKIABAHE HA TAPTUIN

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA "
YIHOTPEBA

JAPYI'N YCJIOBUSA U U3BNCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TPOU3BOJUTEJI(M), OTTOBOPEH(HM) 3A OCBOBOKJIABAHE HA IAPTU/IU

HMe 1 agpec Ha IpOX3BOAUTEINA, OTTOBOPEH 3a OCBO60)K,I[3BEIH€ Ha NapTUAWUTC

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

b. YCJIOBUA NN OT'PAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

HeKapCTBCHI/I}IT MPOAYKT C€ OTITyCKa IO JICKAPCKO MPEANMCaHUC.

B. JAPYI'M YCJOBUA U U3UCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA

. IlepuoguyHu akTYyaTu3upaHu qokyaaam 3a 6ezonactoct (ITAJ1b)

Wzuckeanwmsra 3a nogaBane Ha [IA/IB 3a To31 JeKapCTBEH MPOIYKT ca MTOCOYCHHU B CIIHUCHKA C
pedepentaute natu Ha EBponetickus c¢bio3 (EURD cruchk), npensuzaeH B wi. 1078, air. 7 ot
HupexruBa 2001/83/EO, 1 BbB BCHUKH CIIeIBAIN aKTyallU3aluH, MyOINKyBaHU Ha €BPOTICHCKHS
yeOmopTal 3a JIeKapCcTBa.

I. YCJIoBUus NJihd OrPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TIPOAYKT

. Ilnan 3a ynpaB/jenue Ha pucka (ITYP)

[IpurexarensaT Ha pa3perienneTo 3a ynotpeda (IIPY) Tps6Ba na u3BbpIBa H3NCKBAHUTE TEHHOCTH H
JIEHCTBUS, CBBP3aHU C MPOCIEIsIBaHE HA JIEKapCTBEHATA O€30MMaCHOCT, MOCOUYEeHH B ofo0penus [IYP,
npencrased B Mozyn 1.8.2 Ha pa3perieHueTo 3a ynorpe0da, KakTo U IPU BCUYKH CIICABALLH
chrilacyBaHU akTyanusanuu Ha [TYP.

Axrtyanusupa [1YP Tps6Ba na ce noxasa:

e 110 HcKaHe Ha EBporeiickaTa areHys 1o JeKapcTBara;

e BHHArW, KOraTo ce M3MEHS CUCTeMarTa 3a yIpaBJIeHHe Ha pUCKa, 0COOEHO B pe3yiTaT Ha
MoJly4aBaHe Ha HOBA HH(pOpMaIHs, KOSTO MOXKeE J1a J0BeIe 10 3HAUUMHU MPOMEHH B
CHOTHOILCHHUETO TOJI3a/PHUCK, WK CIIell JOCTUTaHe Ha BayKeH eTarl (BbB Bpb3Ka C
IpocieasBaHe Ha JIeKapcTBeHaTa 0e30IacHOCT WIIH CBEXKIAaHE Ha PUCKA 10 MUHHMYM).

51



MNPUJIOKEHHUE 111

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA IA CbABbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTUS

| 1. NME HA JIEKAPCTBEHUSA IMTPOAYKT

CIALIS 2,5 mg ¢punmupanu TabaeTku
Taganadua

| 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska Tabmetka chappixka 2,5 mg taganadu

3. CIIMCBK HA IIOMOIIIHUTE BEIHIECTBA

JIAKTO3a

3a moBeue HHPOPMAIIHS, BUXKTE JHCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

28 humMupaHu TabIeTKA

| 5. HAYHUH HA TPUJIOKEHHUE U ITbT(MIIA) HA BBBEXK/IAHE

IIpeau ynorpeba nmpoueTere TMCTOBKATA.
3a mepopajHa eIHOKpaTHa JHEBHA yIoTpeoa.

6. CHELOUAJIHO INPEAYHPEXAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO, JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JIEIIA

Z[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JCIA.

| 7. APYI'U CIIEHUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXO/UMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

T'onen no:

| 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Jla ce cpxpaHsBa B OpUTHMHAIHA ONIAKOBKA, 3 JIa Ce MpeAmasy ot Biara. [la He ce chXpaHsBa npH
temneparypa Hag 30°C.
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10. CHELOUWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INIPOAYKTHU UJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA ITIPUTEKATEJISA HA PASBPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan
1000, 3528 BD Utrecht Hunepnanaus

12.  HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/02/237/006

13. HMAPTHIAEH HOMEP

[Taptunen Ne

14. HAYMH HA OTITYCKAHE

JlexapcTBEHUAT MPOIYKT C€ OTITYCKa IO JIEKAPCKO TPEeANMCaHue.

| 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MWH®OPMAILAA HA BPAMJIOBA A3BBYKA

cialis 2,5 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBynsmepeH 0apKoa ¢ BKIIOUEH YHUKAICH HICHTH(HUKATOP.

| 18. YHUKAJIEH WJEHTUDUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPSABBA JA CbABPKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

| 1. HUME HA JIEKAPCTBEHUS ITPOAYKT

CIALIS 2,5 mg TabieTkn
Tananadua

| 2. NME HA ITIPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4.  TOAPTHJEH HOMEP

Lot

5. JIPYTO

IH
BT
cp
yr
T
cO
HI
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JAHHU, KOUTO TPABBA IA CbABbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTUS

| 1. NME HA JIEKAPCTBEHUSA IMTPOAYKT

CIALIS 5 mg ¢punmupanu TabiaeTku
Taganadua

| 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika TabneTka chappxka 5 mg tamanadu

3. CIIMCBK HA IIOMOIIIHUTE BEILECTBA

JIAKTO3a

3a nmoBeue MH(POPMAILIKs, BIXKTE JTMCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

14 dbuamupann TabICTKH
28 puamupaHu TabIETKU
84 punmupaHu TabIETKH

| 5. HAYUH HA IPUJIOKEHHUE U ITbT(MLIA) HA BBBEXK/IAHE

[Ipeau ynorpeba nmpoyeTeTe TUCTOBKATA.
3a mepopaaHa eTHOKpaTHA JHEBHA yIoTpeoa.

6. CIHHEHUAJIHO NPEAYHNPEXJAEHUE, YE JTEKAPCTBEHUAT INTPOAYKT TPSBBA
JA CE CBXPAHSBA HA MSICTO, JAJIEYE OT IHOT'JIEJA U JOCET'A HA JIEITA

Jla ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 3a JIETIA.

| 7. APYI'U CIIEHMAJIHUA TPEAYHPEXIEHUS, AKO E HEOBXOUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

T'onen no:

| 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsBa B OpUTHHAIHA ONIAKOBKA, 3 J1a Ce IpeIas3n oT Biara. /la He ce chbXpaHsBa pu
Temneparypa Hax 25°C.
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10. CHELOUWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA ITIPUTEKATEJISA HA PASBPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan
1000, 3528 BD Utrecht Hunepnanans

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13. HNAPTHUIEH HOMEP

[TapTunen Ne

14. HAYMH HA OTITYCKAHE

.HeKapCTBCHPISIT MNPOAYKT CC€ OTITyCKa I10 JICKAPCKO MPEANNCAHNC.

| 15. YKA3AHMS 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAIJIOBA A3BYKA

cialis 5 mg

| 17. YHUKAJIEH WAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoa ¢ BKIIOUEH YHUKAICH HICHTH(HUKATOP.

| 18. YHUKAJIEH UMAEHTUDOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHMUMYM JAHHU, KOUTO TPABBA JA CbABPKAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. NME HA JIEKAPCTBEHUA TPOAYKT

CIALIS 5 mg tabnerku
Tagamapu

| 2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIHOTPEBA

Lilly

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

|4. TAPTHJEH HOMEP

Lot

5.  JPYro

ITH
BT
cp
qr
IIT
cO
HA
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JAHHU, KOUTO TPSABBA IA CbAbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHA

| 1. MNME HA JIEKAPCTBEHUSA ITPOAYKT

CIALIS 10 mg punmupanu TabneTKu
Tagamapu

| 2. OBABABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcska Tabmetka chappxka 10 mg Tagamadun

3. CIIMCBK HA ITIOMOIIHUTE BEHIECTBA

JIAKTO3a

3a moBeue HHPOPMAIIHS, BUKTE JHCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

4 ¢unmupanu TabICTKH

| 5. HAYUH HA TPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/IAHE

[peau ynotpeda mpoveTeTe IUCTOBKATA.
3a nepopaiHa ynoTpeoa.

6. CHELOUAJIHO INPEAYHPEXAEHUE, YE IEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO, JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JIEIIA

Z[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JCIA.

| 7. APYI'U CIIEHUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXO/UMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

T'onen no:
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| 9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce chxpaHsBa B OpUTHHAJIHA OMAKOBKA, 3a Jia ce Mpe/rnasu ot Biara. /la He ce chXpaHsaBa npu
temrrepatypa Hax 30°C.

10. CHEHOUWAJIHU NPEAITA3SHA MEPKU ITPU U3XBBPJIIAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IPOAYKTHU NJIN OTIIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan
1000, 3528 BD Utrecht Hunepnanaus

12.  HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/02/237/001

13. HNAPTHUIAEH HOMEP

[Taptunen Ne

14. HAYMH HA OTITYCKAHE

JlexapcTBEHUAT MPOIYKT C€ OTITYCKa MO JIEKAPCKO TPEeAIMCaHue.

| 15. YKA3AHMUA 3A YIIOTPEBA

| 16. MWH®OPMAILAA HA BPAMJIOBA A3BBYKA

cialis 10 mg

| 17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoa ¢ BKIIOUEH YHUKAICH HICHTH(HUKATOP.

| 18. YHUKAJIEH MJEHTUDUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPSABBA JA CbABPKAT BJIMCTEPUTE U JIEHTUTE

BJINCTEP

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

CIALIS 10 mg TabieTku
Taganadui

| 2. NME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

| 4.  TAPTHMJEH HOMEP

Lot

5.

JIPYTO
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JAHHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS

| 1. NME HA JIEKAPCTBEHUSA IMTPOAYKT

CIALIS 20 mg punmupanu TabneTKH
Taganadui

| 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska Tabmetka chapprxka 20 mg Tagamadun

3. CIIMCBK HA IIOMOIIIHUTE BEIHIECTBA

JIAKTO3a

3a moBeue HHPOPMAITHS, BUKTE JUCTOBKATA.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

2 punMupaHu TabJICTKH
4 dunvupaHu TaOICTKH
8 hmmmupaHu TaOJIETKH
10 dumMupanu TabIeTKH
12 pumMupanu TabIeTKH

| 5. HAYUH HA TPUJIOKEHUE U ITBbT(MIIA) HA BBBEXK/IAHE

[peau ynorpeba npovereTe TMCTOBKATA.
3a mepopaiHa ynorpeoa.

6. CHELOUAJIHO INPEAYHPEXAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSBA HA MSICTO, JAJIEYE OT IHOT'JIEJA U JOCET'A HA JIEITA

Z[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JCIA.

| 7. APYI'U CIIEHUAJIHA IPEAYIIPEXKAEHUA, AKO E HEOBXOAUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA T'OJJHOCT

T'onen no:
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| 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsBa B OpUTHHAJIHA OMAKOBKA, 3a Jia ce Mpe/rnasu ot Biara. /la He ce chXpaHsaBa npu
temrrepatypa Hax 30°C.

10. CHEHOUWAJIHU NPEAITA3SHA MEPKU ITPU U3XBBPJIIAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IPOAYKTHU NJIN OTIIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V. Orteliuslaan
1000, 3528 BD Utrecht Hunepnanaus

12.  HOMEP(A) HA PASPEHIIEHUETO 3A YIIOTPEBA

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

13. MNAPTUIAEH HOMEP

[Maptunen Ne

14. HAYUH HA OTITYCKAHE

.HCKapCTBCHI/IHT MPOAYKT C€ OTITyCKa 110 JICKAPCKO IMPEANNCAHNC.

| 15. VKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAIJIOBA A3BYKA

cialis 20 mg

| 17. YHUKAJIEH WAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apkoJi ¢ BKIIOYCH YHUKAJICH WACHTH(DHUKATOP.

| 18. YHUKAJIEH UMAEHTUDPUKATOP — IAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MUHHUMYM JAHHU, KOUTO TPSABBA JA CbABPKAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUS ITPOAYKT

CIALIS 20 mg TabieTku
Tafanadui

| 2. NME HA TIPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

EXP

| 4. TAPTHUJIEH HOMEP

Lot

B

JIPYTO
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Bb. INCTOBKA
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JIncroBka: nHpopmanus 3a NoTpedUTEIIsA

CIALIS 2,5 mg punamupann tadieTkH
taganadun (tadalafil)

IIpoyerere BHUMATEIHO LAJIATA JIUCTOBKA, IPEAHU 12 3all09HETE 12 IPUEeMAaTe TOBA JIEKapCTBo,

Thil KaTO T ChAbPa BakHa 3a Bac undopmanus.

- 3amasere Ta3u JUCTOBKA. MOXKe 1a Ce HAJIOXKH J1a 5 IPOUYETETE OTHOBO.

- AKO nmare HKaKBH JOIBIHUTEIIHH BBIIPOCH, TonuTaiTe Bamus nekap wim hapmanesT.

- ToBa nekapcTBo € npeanucado Tu4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, He3aBUCUMO Y€ MIPU3HALUTE Ha TIXHOTO 3a00JIsIBaHe ca ChUIMTE KaTto Bammre.

- AKO IoTy4yuTe HIKAKBU HEXEJIaHU peakiuu, yBeromere Bamus nexap wiu papmarnest. Toa
BKJIFOYBAa U BCUYKH Bb3MOXXHH HEXKEJIIaHU pE€aKIIUU, HCOIMMMCAHN B Ta3W JINCTOBKA. Bmxre
TouKa 4.

Kakso CbABbpPiKa Ta3u JUCTOBKa

Kaxso mpencrasnasa CIALIS u 3a kakBO ce H3M0I3Ba
Kaxso Tps6Ba na 3Haete, nmpeau na npuemere CIALIS

Kax ma mpuemare CIALIS

BB3MOoXHH HEXXETaHU peakIiu

Kax ma cexpanssare CIALIS

ChbabprkaHue Ha ONAKOBKATa M AOMBJIHUTEIHA HHPOpMALIUS

SIS

1. Kaxkgo npeacrasasiBa CIALIS u 3a kakBo ce U3M0/13Ba

CIALIS e 3a ne4yeHne Ha Bb3PACTHU MBXKe C epeKTHIHA TUCPYHKIHUS. ToBa € ChCTOSHUE, IPU KOETO
MBXBT HE MOKE /1a JOCTUTHE WK J1a 3a]TbPKH TBHPII, epEKTUPAH NIEHHC, TIOXO/SII 33 CEKCyaTHa
aktuBHOCT. CIALIS noka3Ba 3Ha9UTETHO MOAOOPEHIE HAa CITOCOOHOCTTA JIa CE TIOYYH TBHPI,
epeKTHpaH MEHHC, MTOAXOMISII 38 CEKCYaTHa aKTUBHOCT.

CIALIS cpappika akTHBHOTO BEIIECTBO Tamagaduil, KOSTO MPUHAIIEKHN KbM IpyIiaTa JICKapCTBEHH
MPOIYKTH, HApEYeHN MHXUOUTOpH Ha Pocdonuectepasarta tuml 5. Cien cexcyaaHa CTUMYIIAIHs
CIALIS geiicTBa kaTo moMara Ha KpbBOHOCHHUTE ChJIOBE BBHB Ballus eHuc aa ce OTIyCHAT U 1a
MO3BOJIAT MPUTOKA HA KPBB B NeHKca Bu. Pe3yntaTbT oT TOBa € M0J00peHa epeKTHITHA (YHKITHSL.
CIALIS nsma ma Bu moMorHe, ako HsIMaTe epeKTHITHA TUCOYHKITHSL.

Baxno e na ce orbenexu, ue CIALIS He neiicTBa, ako HAMa CeKCyalHa CTUMYIauus. Bue n Bammsr
HapTHROP e TPSIOBA Ja ce BKJIIOYNTE B IIOOOBHATA UTPA, CHIIO KAKTO OMXTE HAIIPABUIIH, aKO HE
B3eMarTe JEKapCTBO 3a EPEKTHIHA TUCHYHKITHSL.

2. Kaxkgo Tpsi0Ba na 3Haete, npeau na npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTE AJIEPIrUYHK KbM TaJanaduil UIIH KbM HAKOS OT OCTAHAINTE ChCTABKU HA TOBA JIEKAPCTBO
(m30poenu B TOUKA 6).

- B3eMaTe HIKAKbB BUJ OPTaHUYEH HUTPAT WM JOHOPH Ha a30TCH OKCHUJ KATO aMUJI HUTPHT.
Toga ca rpyma jgekapcTBa (,,HUTpaTH ), U3MIOI3BAHA TIPH JICUCHUETO HA aHTHHA ITEKTOPHUC
(,,rpbaHa 6onka”). CIALIS e moka3zain, ue yBenuuaBa e()eKTHTE Ha TE3U JIeKapcTBa. AKO B3eMare
HsKaKkBa (JOpMa Ha HUTPATH WM HE CTE CUTYPHH, KAXKETE Ha JICKAPs CH.

- HMaTe CEPUO3HO ChPACUHO 3a00/IsIBaHE MM UMATE CKOPOILEH ChPACUYCH IIPUCTBII ITPE3
nocienaure 90 mHu.
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- nuMare CKOpOILEH MO3bYCH HHCYAT (yAap) mpe3 mociegHure 6 Mecera.
- MMaTe HUCKO KPBHBHO HAJISATAaHE UM HEKOHTPOJIUPAHO BUCOKO KPHBHO HaJATaHE.

- HSIKOTa CT¢ UMaJIH 3ary0a Ha 3peHUE B pe3yJiTaT Ha HeapTepuallHa aHTSPHOPHA UCXEMUYHA OYHA
HeBponatus (NAION) — erHO ChCTOSTHUE, ONTMCBAHO KaTo ,,MHCYJIT Ha OKOTO”.

- npueMate puonuryat. ToBa JISKapcTBO CE U3I0JI3BA 3a JICUCHUE Ha OetoIpoOHa apTepuaita
XUIEPTOHUS (T.€. BUCOKO KPHBHO HAJISITaHE B OeNIUTE IPOOOBE) U XPOHUYHA TPOOMOEMOOINIHA
OemoapoOHa XUTIepTOHUS (T.€. BHCOKO KPBBHO HAJIATaHE B OeUTE APOOOBE B pE3yiTaT Ha
KpBBHHU cheupenn). Jlokazano e, ue ®JIES naxuburopure, karo CIALIS, 3acunBar edekra Ha
MOHIKaBaHe Ha KPHBHOTO HAJIATaHE Ha TOBA JIEKAPCTBO. AKO B3eMaTe PHOIUTYAT UIIH HE CTE
curypHau, uHpopmupaiire Bamust nekap.

IIpexynpesxneHus: ¥ NpeANnasHu MepPKH
I'oBoperte ¢ Bamus nekap, npenu na npuemere CIALIS.

OO0BpHETEe BHUMaHKE, Y€ CeKCyallHaTa aKTUBHOCT HOCH Bh3MOXKHU PHUCKOBE 32 MAIUEHTH ChC
ChpIeYHO 3a00sIBaHe, MOPAIX TOBA, Y€ JOITBIHUTEIHO HATOBAPBA CHPIETO Bu. AKO mMaTe ChpaeuHu
mpoOiiemMu, TpsiOBa Ja KajkeTe Ha JieKaps CH.

[Ipenu na npuemere TabneTkuTe, yBegomere Bamms nexkap, ako UMare:

- CBHPHOBUAHO-KIIEThYHA aHEMUS (AHOMAaJIHsI Ha YePBEHUTE KPbBHU KIIETKH).
- MYJTHIUIEH MUEJIOM (TyMOp Ha KOCTHHS MO3bK).

- JIeBKEMUS (TyMOp Ha KPBBHUTE KIIETKH).

- HKaKBa JedopMmanys Ha IIeHHCA.

- cepuo3eH npoliIeM ¢ YepHHS APOO.

- cepro3eH npobiem ¢ OpOpenuTe.

He e u3zBectHo mamu CIALIS e edexTrBeH npy ManueHTH, KOUTO HMaT:

- Ta30Ba Omeparus

- OTCTpaHSABAHE HA I[SUIaTa WIIM HA YacT OT MPOCTaTHATA XKJIe3a, IPU KOETO ca IPEKbCHATH
HEpBUTE Ha MpocTaTara (paJuKaiHa, HEChbXPaHIBAaIlA HEPBA MPOCTATEKTOMUS).

Axko nokato npuemate CIALIS momyuuTe BHe3alTHO HaMalleHUe WK 3ary0a Ha 3peHUETO, 3PEHUETO
Bu e m3kpuBeHo win 3aMbIIeHo, cpere nmpruema Ha CIALIS 1 He3abaBHO ce cBBbpKeTe ¢ Bammmst
JeKap.

[Ipu HAKOM ManMEeHTH, TpUEeMAaIIH Taganadui, € oTOesI3aH HaMaJIeH CIIyX WM BHE3aITHa 3aryoa Ha
ciyxa. Berpekn ye He e N3BECTHO JJany ChOUTHETO € MPSIKO CBHP3aHO ¢ Taganadui, ako TMOIyInTe
HaMaJICH CIIyX WJIM BHE3aIlHa 3ary0a Ha ciryxa, cripere npuema Ha CIALIS u He3a0aBHO ce CBBpKETE ¢
Bammus nekap.

CIALIS He e npegHa3HaueH 3a ynotpeda OT *KeHH.

Jena u roHomM
CIALIS He e npenHa3HayeH 3a ynoTpeda oT aena u oHom noj 18 roauHu.

Apyrn gekapcrBa n CIALIS
Wudopmupaiite Bammus nexap, ako npremare, HACKOPO CTE MPUEMANIU WK € Bb3MOXKHO J]a IpueMeTe

IpYTH JEeKapCcTBa.

He npuemaiire CIALIS, ako Beue npueMare HUTPaTH.
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Hskon nekapctBa Moske na 0bpnat nosnustad oT CIALIS unmu Te Moske 1a OKakaT BIMSHUE BBPXY TOBA
kosko no6pe mie aeiicrea CIALIS. Madopmupaiite Bamus nekap wmu gpapManesT, ako Bede
npuemMare:

- anga 6nokep (ynotpedsBa ce 3a JeueHHE Ha BUCOKO KPBBHO HaJIsIraHE MM HA YpUHAPHH
CHMIITOMH, CBBP3aHU C J0OpOKayeCcTBeHA XHUIepIUIasys (YBEIMYCHUE) HA IPOCTATA).

- JpYTH JIEKapcTBa 3a JICYeHHE Ha BUCOKO KPBBHO HAISTaHE.

- pHoLHUTYaT.

- UHXHOHUTOP Ha 5-anda penykrasara (ynorpeOsBa ce 3a jiedeHHe 100pOKaueCTBEHa XUIIEPILIA3Us
(yBenmrueHme) Ha ITPOCTaTa).

- JIEKapCTBa KaTO KETOKOHA30JI TAOJETKH (32 JieYeHre Ha ’bOMYHI HH(EKINHN) ¥ POTEa3HH
naxuoutopu 3a ieuenue Ha CIINMH nmm HIV-nrdexrus.

- (eHoOapOuTan, heHuTONH 1 KapOamMazenuH (TIPOTUBOT'bPUOBH JIEKAPCTBA).

- puUQaMIULIKH, EpUTPOMULIMH, KIAPUTPOMHULIUH HIIH UTPAKOHA30JL.

- JPYTH BUOBE JICUCHHS HA CPEKTHIHA TUCPYHKIIUS.

CIALIS c HanUMTKH U aJIKO0X0J1

HNudopmarusara 3a eekxra Ha amkoxoja € B pasnen 3. COKBT OT IpeHnpyT MOXKeE 1a OKaXKe BIUSHHC
BBPXY TOBa KoJko go0pe mie aeiictBa CIALIS u TpsiOBa ia ce npuema ¢ MOBUILICHO BHUMaHHE.
I'oBopere ¢ Bamus nekap 3a noBeue HHOOPMAIHSL.

DepTHIANTET

Ipu neyenue Ha KydeTa € HaOJI0JaBaHO HaMalleHO o0pa3yBaHe Ha criepMma B TecTucuTe. HamansBane
Ha CriepMaTa ce HaOJlo/1aBa Ipu HAKOHM MBbXe. Te3n eeKTH € Manko BepOsITHO J1a JOBEIAT A0 JIUIICa
Ha QepTUiInTeT.

Hlopupane u padora ¢ MalIMHK
B knmuHNMYHN npoy4BaHus HSIKOU MBxke, B3emamu CIALIS, ca cpo0mmnm, ge momydaBar 3aMasHOCT.
IIpoBepeTe BHUMATENIHO KaK OHACSTE TA0JIETKUTE IPeAn Aa modupare Uil N30a3BaTe MaIluHH.

CIALIS cbabpixa Jakro3a
Axko Bammusar nekap Bu e ka3ain, ye nMaTe HEHOHOCHUMOCT KbM HSKOM 3axXapH, CBbpkeTe ce ¢ Bamus
JeKap Npeay IpUeMa Ha TO3U JIEKapCTBEH IMPOAYKT.

CIALIS cbabp:xa HaTpuid
ToBa nekapcTBO chABpKa MO-MaJKo oT 1 mmol Hatpwii (23 mg) Ha TabneTKa, T.e. IPAKTUYECKU He
ChAbpKa HATPUI.

3. Kaxk na npuemarte CIALIS

Bunaru npuemaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan BamusaT nekap. AKo He CTe CUTYpHU B
Hello, nonuraiire Bammus nexap wmm gpapmanesT.

Ta6nerkute CIALIS ca 3a ynorpeba mpe3 ycrara camo ipu Mbxe. [lormbinaiite TabneTkara msiia ¢
MaJIKO BoAa. MoskeTe Aa B3eMare TaOleTKUTe ChC MK 0e3 XpaHa.

[penopbunTeanaTa 71032 € eHA Ta0JIETKa OT 5 mg, B3eTa ¢IHOKPATHO THEBHO MPUOJIM3UTEIIHO 110
€/IHO | CHILO BpeMe Ha JieHs. Bammsar nexap Moke 1a Kopurupa jo3arta Ha 2,5 mg Bb3 OCHOBa Ha
Bamms orroBop Ha CIALIS. Ts mie ce naBa kato Tabnerka oT 2,5 mg.

He npuemaiire CIALIS noBeude oT BeAHBXK JHEBHO

[Ipunoxenuero Ha CIALIS BenHBX THEBHO MOKE Ja € OT I0JI3a 3a MBXE, KOUTO UMAT CEKCyaiHa
aKTHBHOCT JIBa WJIM [IOBEYE IIbTH B CEIMUILIATA.

Koraro B3emate enun T qHeBHO CIALIS, ToBa BH M03BOIsABA @ TOTydaBaTe €PEKITHs, KOTaTo CTE
CTUMYJIMPaH IO BCSIKO BpeMe, 24 yaca B ICHOHOIIUETO.
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Baxno e na ce orbenexu, ue CIALIS He neficTBa 0e3 cekcyanHa ctumyanus. Bue n Bamusar
MapTHHOD IIe TPsIOBa Ja ce BKIIOYHUTE B PEABAPUTENHA UTPa, CHIIO KAKTO OMXTE, aKO HE B3EMaxTe
JIEKapCTBO 3a EPEeKTHIHA TUCHYHKIHS.

YnorpebaTta Ha aTKOX0J MOXeE Ja MoBusie Bamara cnocoOHOCT 3a epeKIys U MOKe BpEeMEHHO Jia
Hamainu BammeTo kpsBHO Haysrane. Ako Bue cte npueny wim mianupare Aa npuemere CIALIS,
n30sATBaiiTe MpeKOMepHaTa yrnorpedaTta Ha allkoXoJl (HUBO Ha ajkoxoJl B KpbBTa oT U Haj 0,08%), Thit
KaTo TOBa MOXeE J]a YBEIHYHN PUCKA OT CBETOBBPTEXK, KOTaTo CTaBare.

AKO cTe npuesu nopeye ot HeodxoanmaTa g1o3a CIALIS
Cebpxere ce ¢ Bamus nekap. Moxe ia monyynte HexxelaHu eeKTr, OIMCaHH B TOUKA 4.

AKko cte nponycHaau aa npuemere CIALIS

Bzemere Bamara go3a BegHara oM KaTo ce CeTHTEe, HO He B3eMaliTe ABOMHA 1034, 3a Aa
KOMIIEHCHpaTe mpomnycHaTtara Tabierka. Bue He TpssoBa na B3emare CIALIS moBeue OT BeIHBK
JTHEBHO.

AKO Mate HIKaKBU JOMBJIHUTENHU BBIIPOCH, CBBP3aHHU € YIIOTpebaTa Ha TOBa JIEKApPCTBO, IIONMUTANTE
Bamms nexap nnu dapmanesT.

4. Bb3MOXKHT HexkeJIaHU peaKkuu

KaxkTo Bcuukm jekapcTBa, TOBa JIEKAPCTBO MOXKE Ja MPEIN3BUKA HEXeJIaH! PEaKIiH, BHIIPEKU Y€ He
BCEKH TH ToiTydaBa. Te3n ehekTn OOMKHOBEHO ca JIEKH 10 YMEPEHH IO IPHUPOJIa.

AKO N0JIyYHTe HAKOM OT CJIeJHUTE HesKeJIaH! JIeKapCTBeH! peaKL UM, clipeTe ynorpedara Ha

JIEKapPCTBOTO M He3a0aBHO NOThpceTe MeIULMHCKA OMOILL:

- aJepruyHU peaKIMH, BKIIOUYNTETHO OOPUBH (4E€CTOTA - HEYECTH )

- 0Oorxa B 005acTTa Ha TBPAHMS KOII — HE M3MOJI3BATE HUTPATH, @ He3a0aBHO OTHPCETE
MeAUIMHCKA IoMo1] (4eCTOTa - HEYECTH )

- TIpHaNu3bM, MPOIABIDKUTEHA U Bh3MOXKHO OoJe3HeHa epekiust cien npueM Ha CIALIS (wectorta
- penxun). Ako UMarte IoT00Ha epeKIns, KOSATO Tpae B MPOABIDKCHIE Ha ITOBeUe OT 4 yaca, TpsOBa
He3a0aBHO Jla ce CBBPIKETE C JIEKapsl CH.

- BHe3aIHa 3ary0a Ha 3peHue (YecToTa - PeIKH), U3KPUBEHO, MBTHO, 3aMbIJIEHO LIEHTPAIHO 3pEHUE
WM BHE3AIHO HaMaJsiBaHE Ha 3pEHUETO (C HEM3BECTHA YEeCTOTa).

Hpyru cbobiiaBaHy HEKETaH! PEeaKITUH:

Yecru: (Habmronasanu npu 1 1o 10 Ha Bcexkn 100 marmenTn)
- rmaBoOoinue, 60JKa B rbpOa, MyCKyJIHH OOJIKH, 0OJIKa B pBIIETE U KpakaTa, 3auepBsBaHe Ha
JIMLETO, 3aMyIIBaHe Ha HOCa U JIOIIO XpaHOCMUIIAHE.

Heuectu: (HabmoxaBanu npu 1 mo 10 Ha Bcekn 1 000 manmeHTH)

- 3aMasHOCT, KOpeMHa 0oJiKa, TajicHe, MOBPBIAHE, KUCEIUHH, 3aMbIJICHO BIXKIaHe, 00JKa B
OYUTE, 3aTPYAHCHO JUIlIaHE, HATMYUE HA KPBB B ypUHATA, POAB/DKUTEIHA SPEKIIUs, YCEIlaHe 3a
CHJIHO C’prl€6I/IeHe, YUYCCTCH 1IYyJIC, TOBUILICHO KPBBHO HAJIATAHC, IOHUKECHO KPBBHO HAJIATAHEC,
KbPBEHE OT HOCA, [IIYM B YIIUTE, MOAYBaHE Ha PhIETE, KpAaKaTa WK TJIC3CHUTE U yMOpa.

Penxu: (mabmonaBanu mipu 1 10 10 va Bceku 10 000 mamuenTH)

- c1abocCT, IPUNAABIM U IPEX0/IHA 3ary0a Ha IMaMeT, MOyBaHe Ha KJICTIAYHTe, 3aUCPBsIBAHE HA
OUUTe, BHE3AITHO HAMAIABAHE WITH 3ary0a Ha ciiyXa, ypTukapus (ChbpOsIy YepBeHU MeTHA Ha
MOBBPXHOCTTA Ha KOXKaTa), KbPBEHE OT IICHHCA, HAJTMYME Ha KPbB B CEMEHHATA TEYHOCT U
IIOBUIIIEHO IIOTEHE.
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[pu mpxe, mpuemariu CIALIS, psako ca chobmmaBanu ¢bio HHGapkT 1 nHCyT. [ToBedero ot Te3n
MBIKE Ca UMajId U3BECTHU ChPJCUHH NIPOOIeMHU IIPear 1a B3eMaT TOBa JIEKapCTBO.

Psinko e cho011aBaHo 32 YaCTHYHO, BPEMEHHO WIIM TIOCTOSTHHO HaMaJIeHUe WK 3ary0a Ha 3peHHe Ha
€IHOTO WJIA IBETE OYH.

Hsakoun 1onbJIHNTETHN PeIKH HEKEJIAHH PeaKIHH ca ChoOIIeHn ipu Mbxke, mpueManiu CIALIS,

KOUTO HE ca HAaOJI0aBaH! B KIIMHUYHY IPOYYBaHUs. Te BKIIIOYBAT:

- MHTPEHA, OTOK Ha JINIIETO, CEPHO3HA aJIepTUYHa PEaKIHs, MPUIHHIBAIIA OTOK HA JIUIETO W
I'BPJIOTO, CEPUO3HH KOXKHHM OOPUBH, HAKOU HAPYIIICHYsI, TOBJIUABAIIN KPHBOTOKA KbM OUHTE,
HEpPaBHOMEPEH ITyJIC, CTEHOKApAUs, U BHE3aHa ChbpACUHa CMBPT.

- M3KPUBEHO, MBTHO, 3aMBIIICHO IIEHTPAITHO 3pEHUE WM BHE3AIMTHO HaMaJIIBaHe Ha 3pEHUETO (C
HEW3BECTHA YECTOTA).

Hexenanara peakuus 3aMasiHOCT € ChOOIIIEHA TI0-9eCTO MPH MBKe Ha Bh3pacT HaJl 75 TOJUHH, KOUTO
npuemat CIALIS. quapus ce cro011aBa mo-4ecto npu MBKe Ha Bb3pacT Haa 65 TOAUHU, KOUTO
npuemat CIALIS.

Cho0maBaHe HA He:KeJIAHH peaKIuH

AKO MONTyyHTe HSIKaKBH HEXXEIaH! JICKApCTBEHU pEaklyy, yBegoMeTe Bamust gexkap uin papMarenT.
ToBa BKITIOYBA BCHYKH BH3MOXKHH, HEOITMCAHH B Ta3H JIMCTOBKA HEXXETIAaHH peakiui. MoxkeTe ChIo Aa
ChOOIINTE HeXKETaHU peaKklMy AUPEKTHO Ype3 HallMOHATHATa CHCTEMa 33 ChOOIIaBaHe, IIOCOYCHA B
[punoxenue V. Karo cpobuiaBare HexeIaHN peakiy, MOXKETe a JaJleTe CBOS NPUHOC 3a
MoJly4aBaHe Ha MoBede HH(OpMaIHsi OTHOCHO 0€30IT1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpanaBate CIALIS
CbxpaHnsiBaiiTe TOBa JI€KapcTBO Ha MACTO, HEAOCTBIIHO 3a JIeLia.

He u3non3BaiitTe TOBa JIEKapCTBO CJIE]] CPOKA HA TOAHOCT, OTOEIA3aH BhPXY KAPTOHEHATa OITaKOBKA U
omuctepa cien .l 'onen no:*“/,,EXP:“. CpokbT Ha rOTHOCT OTTOBAps Ha IMOCIEIHHS IeH OT TTOCOYSHUS
Mecell.

Jla ce cbXpaHsBa B OpUI'MHAJIHATa ONIAKOBKa, 3a Jla ce IIperas3y ot Biara. He cbxpanssaiite npu
temieparypa Haza 30°C.

He H3XB’BpHﬂﬁT€ JICKapCTBAaTa B KaHAJIU3aluATa WU B KOHTeﬁHepa 3a JOMAIllHHU OTIIaaAbIIN.
Ilonuratite Bamus Q)apMaHCBT KaK J1a U3XBBPJATE JICKApCTBATa, KOUTO BEYC HE U3IM0JI3BATC. Te3n
MCPKHU 1II€ CIIOMOTrHAT 3a OIla3BaHC Ha OKOJIHATa Cpcaa.

6. Chabp:kaHue HA ONIAKOBKATA W AONBbJIHUTEIHA HHGOpMAaLUs

Kakso cpabp:ka CIALIS

- AKTHBHOTO BellecTBO ¢ Taganadmr. Beska Tabnerka chabppika 2,5 mg Taganadul.

- JApyrurte cbecTaBKHM ca:
Slapo Ha TadJeTKaTAa: JJaKT03a MOHOXHAPAT (BIKTE Kpasi HA TOYKaA 2), KpOCKapMeIllo3a HaTpHi,
XUJIPOKCUITPOIIIIIIEINTYII03a, MUKPOKPUCTAIMHHA 1IETyJI03a, HATPUEB JIaypuicyidar, MarHe3nes
creapar, BuxkTe Touka 2 ,, CIALIS cpabpika nakTo3a‘.
@DuIMOBO MOKPHUTHE: JIAKTO32 MOHOXHUAPAT, XUIPOMEII03a, TPHAIIETUH, THTAHOB TUOKCH]T
(E171), xenesen okcun xbat (E172), xenezen okcun uepseH (E172), Tank.
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Kak m3riesxna CIALIS u kakBO cbIbpka ONIAKOBKATA

CIALIS 2,5 mg e cBeTio OpaHXeBO-KbITa puaMHUpaHa TadineTka ¢ popmaTa Ha 6ajgeM U € MapKupaHa
ot exgnara crpada ¢ "C 2 '4".

CIALIS 2,5 mg ca Hanu4yHYU B OJIMCTEPHU OMAKOBKH, ChABPKAIIH 28 TAOIETKH.

IIpuTeskaTes Ha pa3pelIeHHETO 32 YIIOTPe®a U MPONU3BOAUTEJ]

[Ipurexaren Ha paspermennero 3a ynotpeoda: Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD
Utrecht, Hunepnauaus.

IIpomssoauten: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Mcnanws.

3a JOITBJIHUTCIIHA PIH(bOpMaIII/ISI OTHOCHO TOBa JICKApCTBO, MOJIsI, CBBPIKETE CE C JIOKAIIHUA
NpCACTABUTCII HA IPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTpC6a.

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Buarapus Luxembourg/Luxemburg
TII1 "Enu Jlunu Henepnaun" b.B. - Benrapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2491 41 40 Tél/Tel: +32-(0)2 548 84 84
Ceska republika Magyarorszag

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

Tel: +420234 664 111 Tel: +36 1328 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 Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +4722 88 18 00
EArada Osterreich
OAPMAXEPB-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 o0.0.
Tel: +34-91 663 50 00 Tel: +48 22 440 33 00
France Portugal

Lilly France Lilly Portugal Produtos Farmacé&uticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Roménia

Eli Lilly Hrvatska d.o.o. 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
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Phadisco Ltd Eli Lilly Sweden AB
TmA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba LatvijaTel:

+371 67364000

I[aTa Ha IOCJICIHO NMpepasrjexKjaane Ha JUCTOBKaTa

IMoapoOHa nHpOpMAIS 3a TOBA JIEKAPCTBO € MPE0CTaBeHa Ha yebcaiita Ha EBporneiickara areHIus
o nekapcrara: http://www.ema.europa.eu
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JIncroBka: nHpopmanus 3a NoTpedUTEIIsA

CIALIS 5 mg puamupanu TadaeTku
tapanadpun (tadalafil)

IIpoyerere BHUMATE/IHO LAIATA JIUCTOBKA, IIPEAHU A2 3all09HETE 1A IPUEeMAaTe TOBA JIEKapCTBo,
Thil KaTO TH ChAbPa BakHa 3a Bac unpopmanus.

3amazeTe Ta3u IUCTOBKA. MoKe Jja ce HaJIOXKH Aa s IPOYeTeTe OTHOBO.

AKO nmare HSKaKBHU JOIBIHUTEIIHH BBIIPOCH, MONMUTaiTe Bamms ekap i ¢papmanesT.
To3Ba nekapcTBo € npeanucano JuuHo Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To
MOJK€ J]a UM HaBpeaU, He3aBUCUMO Y€ IPU3HALUTE Ha TIXHOTO 3a00JIsIBaHE ca ChIIUTE KAaTO
Bammwre.

AKO MoNTyuHTe HAKaKBU HEXeJaH! peakyy, yBenomere Bamms nexkap unu gpapmanest. Tosa
BKJIIOYBA ¥ BCUYKH Bb3MOXHH HEKEJIaHHU PEaKLMH, HEOIIMCAHH B Ta3H JUCTOBKA. Brokre
TouKa 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

AR

1.

Kaxso npencrasnsiBa CIALIS u 3a kakBo ce u3nomns3sa
Kakgo Tps6Ba na 3naere, npeau naa npuemere CIALIS

Kax na npuemare CIALIS

Bb3MOKHH HEXEITaHU PEaKITHH

Kak ma cexpansBare CIALIS

ChapprkaHre Ha OMTAaKOBKATa U AOMBIHUTEITHA HHPOPMAIIUS

Kaxkgo npeacrasiasiBa CIALIS u 3a kakBo ce U3M0/13Ba

CIALIS cpaspika akTHBHOTO BEIIESCTBO Tamadadwil, KOSTO MPUHAMIEKH KbM IpyIiaTa JICKapCTBCHH
MPOJYKTH, HAPEUCHN MHXUOUTOPHU Ha (ocdoauecTepasara Tui 5.

CIALIS 5 mg ce nznos3Ba 3a JeuyeHHe Ha Bb3PacTHU MBXKE C:

epeKTHIIHA TUCPYHKUMSA. ToBa € ChbCTOSIHUE, IPU KOETO MBKBT HE MOXKE /1a JOCTUTHE UJTH J1a
3abP>KU TBBPJ, €PEKTUPAH NIEHUC, MOAXOAAI] 3a cekcyanHa akTuBHocT. CIALIS noka3a
3HAYMMO TOJ00pEHNE Ha CITOCOOHOCTTA J1a CE TIOYYH TBHPI, EPEKTUPAH ITEHUC, TIOIX OIS 38
CeKCyaJHa aKTUBHOCT.

Crnen cexcyanna ctumynanus CIALIS neiicTBa kaTo momara Ha KPbBOHOCHUTE ChJIOBE BB
Bammms meHuc a ce oTIycHAT U J1a TO3BOJIAT MPUTOKA HA KPBB B NieHHca Bu. PesynraTst ot
TOBa ¢ nojoopeHa epextminHa pyukius. CIALIS nsima na Bu noMorhe, ako HIMaTe epeKTUIHA
muchyHkus. BaxHo e fa ce otoenexu, ue CIALIS 3a neuenue Ha epekTiHa TUCHYHKITIS HE
JieficTBa, ako HAMa CeKCyaliHa ctuMmynalus. Bue u Bammsar napTHbop 1me TpsoBa na ce
BKJIFOUHTE B JIIOOOBHATA UTPa, CHITO KAaKTO OWXTE HAPABHIIN, aKO HE B3eMaTe JICKapCTBO 3a
epeKTUIIHA TUC]YHKITHS.

YpUHapHHU CUMIITOMH, CBBP3aHH C YeCTO HAOJII0JaBaHO ChCTOSIHUE, HAPUIaHO
A00pokavecTBeHA XuIepiuia3us (yBeJn4eHue) Ha npocTraraTta. ToBa € CbCTOSIHUE, IPU
KOETO IIPOCTATHATA KJIe3a Ce yrojeMsBa ¢ Bb3pacTtTa. CHUMITOMUTE BKJIIOYBAT 3aTPYIHEHO
3all0YBaHe Ha yPUHUPAHETO, YCEUIaHe 3a HEHAITBJIHO U3IPa3BaHe Ha MUKOYHUS MEXYp U IO-
4ecTO HyXX[a OT ypuHUpaHe aaxe mnpe3 Homra. CIALIS momgoOpsBa mpuToka Ha KPBB U OTITyCKa
MYCKYJIUTE Ha IIPOCTaTaTa ¥ MUKOYHUS MEXYP, KOETO MOXKE /1a HAMAJI CHMIITOMHTE Ha
no0pokayecTBeHa Xurepiuiasus (yBeanueHue) Ha npocratara. Jlokaszano e, ue CIALIS
nogo0psBa Te31 YpHHAPHU CUMITOMH O1lle Ha 1-2 ceqMuLa ciell Ha4ajJoTo Ha JICYSHHUETO.

74



2. Kaxkso Tpsi0Ba 1a 3Haete, npeau na npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTe aJIeprHYHM KbM Tamanauil Wik KbM HIKOSI OT OCTAHAINTE ChCTABKU HA TOBA JICKAPCTBO
(u30poeHu B TOUKa 6).

- B3eMare HIKaKbB BUJ OpraHHYEH HUTPAT WIM JOHOPHU Ha a30TeH OKCHJ KaTO aMUJI HUTPHT.
Toga ca rpymna yekapcTsa (,,HUITpaTH ), U3MOI3BAHU MPH JIEYEHUETO HA aHTMHA MTEKTOPUC
(,,rpbaHa 6onka”). CIALIS e moka3zan, ue yBenuuaBa e(heKTUTE Ha Te3U JIKapcTBa. AKO B3eMare
HJKakBa (pOpMa Ha HUTPATU WU HE CT€ CUT'YPHH, KaXKeTe Ha JIeKaps CH.

- HMMAaTe CEPUO3HO ChP/ICUHO 3a00JIsIBaHE UM UMATE CKOPOIIICH ChPACUYCH MTPUCTBII ITPE3
nocneaaute 90 gHuU.

- “MaTe CKOPOIIeH MO3bUeH MHCYAT (yIap) mpe3 MmocieTHuTe 6 Mecena..
- MMaTe HICKO KPHBHO HAJIATAHE MM HEKOHTPOJIMPAHO BUCOKO KPHBHO HAJISITAHE.

- HSKOra CTe UMaJly 3ary0a Ha 3peHue B pe3ysITaT Ha HeapTepHaaHa aHTepUOpPHA UCXEMUYHA OYHA
HeBpomnatust (NAION) - cbeTosiHUE, KOETO e OMKMCBa KaTo ,,MHCYJT Ha OKOTO”

- npuemare puouuryar. ToBa JieKapcTBO ce M3I0JI3Ba 3a JieueHHe Ha OenopoOHa apTepHuaiHa
XUTIEPTOHUS (T.€. BUCOKO KPBBHO HAJIITaHe B OenuTe ApoOOBE) M XpOHUIHA TPOOMOEeMOOIMIHA
OenoapoOHa XUIEePTOHUS (T.€. BHCOKO KPBBHO HaJsSTaHe B OenuTe IpoOOBE B pe3yTar Ha
KpbBHU cheupenn). [lokazano e, ye ®JIES unxuburopute, kato CIALIS, 3acunBar edexra Ha
MOHMKaBaHe Ha KPHBHOTO HaNATaHE Ha TOBA JIEKApCTBO. AKO B3eMaTe PHOLUTYaT UM HE CTe
cUTYpHH, HHPopMHupaiiTe Bammws mekap.

IIpenynpexnenus u npeanasHu MepKa
I'oBopere ¢ Bamus nekap, npenu na npuemere CIALIS.

NmatiTe nmpensuj, 4e cekcyaliHaTa akTUBHOCT HOCH BB3MOXKHH PUCKOBE 3a MAIUEHTH ChC ChPJICIHO
3a00JIsIBaHe, MOPAJN TOBA, Y€ JOMBIHUTEIHO HATOBApBA ChPIETO Bu. AKO UMAaTe ChpAcUHH
npoOieMu, TpsSOBa 1a KaKeTe Ha JIEKapsl CH.

Tpii kaTO 10OpOKadecTBeHaTa XUIIEpIUIa3ys (yBeJIMUEHHNE) Ha IIPOCTaTaTa U pakbT Ha IPOCTAaTaTa
MOJKE /1a UMaT €JHaKBU CUMIITOMH, Bamusar nekap mie Bu mpoBepu 3a pak Ha mpocTaTtaTa Mpeau 3a
3anoyHere neueHne ¢ CIALIS no noBon noOpokadecTBeHa Xunepiasus (yBeIHueHUEe JHa
npocrtarata. CIALIS He nekyBa pak Ha mpocTaTara.

[Ipenu na npremeTe TabIeTKUTE, yBeToMeTe Barms nekap, ako umare:

- CHhPIOBUIHO-KIIEThYHA aHEMUsl (AHOMAJTHSI Ha YePBEHUTE KPHBHH KIIETKH).
- MYJITHILICH MHEJIOM (TyMOp Ha KOCTHHS MO3BK).

- JIeBKeMUs (TyMOp Ha KPBBHHUTE KIICTKH).

- HsIKaKBa JeopMaliist Ha TIeHHUca.

- CEpHO3€eH MPOoOIIEM € YepHUS Jpo0.

- cepuo3eH npobieM ¢ OrOperuTe.

He e uzBectHo mamu CIALIS e eexTrBeH npy ManueHTH, KOUTO UMaT:

- Ta30Ba Olleparysl.

- OTCTpaHsBaHE Ha Ls1aTa WM Ha 9acT OT IPOCTaTHATA JKJe3a, IPU KOETO ca IPEKbCHATU
HEpBHTE Ha MpocTaTaTa (paguKaiHa, HEChbXpaHIBaIlla HEPBA MIPOCTATEKTOMHUS).

AKO TOJTy4HTe BHE3AITHO HAaMaJICHUE UITH 3ary0a Ha 3pEHHEeTO I 3pEHUETO B € U3KPUBEHO,
3ambrieHo, nokaro npuemare CIALIS, cripere mpuema Ha CIALIS n He3a0aBHO ce CBBpXKETE C

Bamus nekap.
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[Ipu HsIKOM ManMeHTH, NpueMaly Taganadwi, € oToesI3aH HaMaJleH CJIyX MJIM BHE3aIlHa 3aryoa Ha
ciryxa. Berpeku ue He € H3BeCTHO Jajld ChOUTHETO € MPSIKO CBBP3aHO C Taaanadui, ako HOIyqnuTe
HaMaJleH CJIyX WM BHe3alHa 3ary0a Ha ciyxa, cnpete npuema Ha CIALIS u He3abaBHO ce CBBpIKETE C
Bamusg nekap.

CIALIS He e mpenHa3HaveH 3a ynoTpeda OT KEHH.

Jlena v roHomIM
CIALIS He e mpenHa3HaueH 3a ynmoTpeda oT fera u F0HOIHM 1o/ 18 roauam.

Apyru nekapcrBa u CIALIS
HNudopmupaiite Bamms exap, ako mpueMare, HaCKOPO CTE MPHUEMaTA WITH € BH3MOKHO J1a TIPHEMETe
JIPYTH JIeKapCcTBa.

He npuemaiire CIALIS, ako Beue npueMare HUTPATH.

Hskou nexapcra mosxe na 6baat noiusiau oT CIALILS wmu Te Moxe 1a okaxxaT BIMSIHAE BBPXY TOBA
koiko poope mie merictBa CIALIS. Undopmupaiite Bamms nexap wim hapMmarieBT, ako Bede
rpreMare:

- anda 6mokep (ynorpeOsiBa ce 3a JJedeHHE HA BUCOKO KPBBHO HAIATaHE WM HA yPUHAPHU
CHUMIITOMH, CBBP3aHH C JOOpOKavYecTBEeHa XUTIepIuTa3us (yBeINICHNE) Ha IPOCTATATA).

- JIpyr'd JIeKapcTBa 3a JIeYeHUe Ha BUCOKO KPBBHO HaJlsITaHe.

- puonmryar.

- mHXHOHUTOp Ha S-anda pemykrasata (ynoTpeOsiBa ce 3a JeueHne 100poKauyecTBeHa XUIIEePIIa3us
(yBesnmueHue) Ha pocTaTara).

- JIeKapcTBa KaTo KETOKOHA30JI TaOJIETKH (3a JieueHHe H a M’bOMYHI MH(EKINHN) ¥ TPOTea3HU
nHaxubuTopu 3a euenue Ha CITMH umu HIV-undexums.

- (¢enobapburan, GeHUTONH U KapOaMa3enuH (MPOTHBOTBPUOBH JICKAPCTBA).

- pudaMIUIMH, EPUTPOMHULIUH, KIAPUTPOMHLIMH HITH UTPAKOHA30JI.

- JpYTH BUJOBE JICYCHHUS HA €PEKTUIIHA TUCHYHKIIHSL.

He uznonssaiitre CIALIS 3aeiHO ¢ KaKBUTO U 12 € JICUSHHS 32 €PEKTUITHA TUCHYHKITHSL.

CIALIS ¢ HanUTKH U aJKOXO0JI

Hudopmarusita 3a eexra Ha aJikoxosa € B paszaen 3. COKbT OT rpeindpyT Moxke J1a OKaxe BIUSHUEC
BBPXY TOBa KoJKo g00pe me aefictBa CIALIS u TpsiOBa na ce npuema ¢ MOBUILIEHO BHUMaHHE.
I'oBopere ¢ Bammst nexap 3a noBeue HHGOPMAIHSL.

DeprUiMTeT

I[Tpu neyenue Ha KydeTa € HabJIrOIaBaHO HaMalleHO o0pa3yBaHe Ha criepMma B TecTucute. HamansBane
Ha CriepMaTa ce HaOJIlo/1aBa Ipy HAKOM MBbXe. Te3n eeKTH € MaKo BepOsITHO /1a TOBEAT 0 JIMIIca
Ha QepTUIInTeT.

lodupane u padora ¢ MalIMHKA

B knmuHMYHN npoy4BaHus HSIKOU MBke, B3emamu CIALIS, ca cpo0mmm, ge rmoirydaBar 3aMasHOCT.
IIpoBepeTe BHUMATEIHO KaK OHACSTE Ta0JIETKUTE IPean a modupare Ui U3M0I3BaTe MallluHH.
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CIALIS cbabpixa J1akTo3a
Axo Bammsr nexkap Bu e ka3ai, ue ©Mare HEOHOCUMOCT KbM HSIKOM 3aXapH, CBbpxkKeTe ce ¢ Bammusa
JieKap Mpeay MpueMa Ha TO3M JeKapCTBEH MPOIYKT.

CIALIS cbabp:ka HaTpuii
ToBa nexapcTBO ChABPIKA MO-MaIKo OoT 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. MPaAKTUIECKH He
ChIbpPKa HATPUIA.

3. Kak na npuemate CIALIS

Bunaru nmpuemaiite ToBa JI€KapcTBO TOYHO KakTO By e kazan BammsT nexkap. AKo He CTe CUTYpHU B
Helo, nonuraiire Bammus nexap wmu gpapmanesT.

Tab6merkure CIALIS ca 3a yrorpeba npe3 ycrata camo ipu Mbxe. [lormpialite TabmeTkara 1s1a ¢
MaJIKo Boja. MoxeTe fa B3eMare TabJETKUTE ChC WU 0e3 XpaHa.

YnotpebaTa Ha alnKOX0J MOXE BPEMEHHO J1a HaMalld KpbBHOTO Bu Hansrane. AKo cTe mpueny win
wianupate aa npuemere CIALIS, n3bsarsaiite mpekomepHarta ynotpeda Ha alkoxoJl (HMBO Ha aJIKOXOJ
B KpbBTa OoT U Hag 0,08%), Thil KaTO TOBA MOJKE 110 YBEJIMYM PUCKA OT CBETOBBPTEXK KOraTo ce
M3TIPABSITE.

3a neyeHne HA ePEKTUIHA AUCPHYHKIHSA

IIpenopbunTeaHATA 1032 € eHA Ta0JIETKA OT 5 Mg, B3eTa €AHOKPATHO JHEBHO MPUOIUZUTEITHO T10
€IIHO U CBILIO BpeMe Ha JeHs. BamusT nekap Moxe J1a KOpUrupa ao3ara Ha 2,5 mg Bb3 OCHOBA Ha
Bammus otrosop Ha CIALIS. T# mie ce naBa xato tabnerka oT 2,5 mg.

He npuemaiire CIALIS noBede oT BeAHBX JHEBHO

Koraro B3zemare equn nbT qHeBHO CIALIS, ToBa By mo3BosnaBa na nosnydaBare epeknus, KOraTo cTe
CTUMYJIMpaH 10 BCIKO BpeMe 24 yaca B geHoHomueTo. [Iprnemanero Ha CIALIS BenHBX THEBHO
MOXeE J1a € OT T0J13a 32 MBXKe, KOUTO UMAT CEKCyaTHa aKTUBHOCT J[BA MJIA TIOBEYE ITHTH B CEIMUIIATA.
Baxno e na ce oroenexu, ue CIALIS He neficTBa 0e3 cexcyanHa ctumynanus. Bue n Bammsar
MapTHHOP 1€ TPSIOBa J1a ce BKIIOUNTE B IPEABAPUTEIIHA UT'Pa, CHIO KAKTO OMXTE, aKO HE B3EMaxTe
JICKapCTBO 32 PEKTUIIHA JUCHYHKITHUS.

YHOT‘pe6aTa Ha aJIKOXOJI MOXKE Ja ITOBJINAC Barmata cnocoOHOCT 3a CpeKuusl.

3a jieyeHue HA J0OpoOKaYecTBEeHA XuIepIuiazus (YBeJMYeHne) Ha PocTaTaTa

Jo3ara e eqHa TabieTKa OT 5 mg, B3eTa eTHOKPATHO THEBHO MPUOIN3NUTEIHO O €HO ¥ CHIIO BpeMe
Ha JICHS.

Axo nMare 1oO0pokadecTBEHA XUIIePIUTa3us (YBEIUICHIE) Ha TPOCTATATa ¥ €PEKTHITHA TUCHYHKITHS,
Jl03aTa ocTaBa eqHa TabJjeTKa OT 5 mg, B3eTa eAHOKPATHO JIHEBHO.

He mpuemaiire CIALIS noBede oT BeTHBXK JTHEBHO

AKO cTe npuesu nopeye ot HeodxoanmaTa g1o3a CIALIS
Cebpxere ce ¢ Bamus nekap. Moxe 1a mony4ynte Hexelnanu eeKTr, OIMCaHH B TOUKA 4.

AKko cte nponycHaau aa npuemere CIALIS

Biemere Bamara qo3a BegHara mom KaTo ce CeTHTEe, HO He B3eMalTe ABOMHA 1034, 3a Ja
KOMIICHCHUpATe NpolycHaTaTa Tabnerka. Bue He TpsiOBa na B3emare CIALIS noBeue oT BeqHBK
JTHEBHO.

AKO Mate HIKaKBU JOMBJIHUTENHU BBIIPOCH, CBBP3aHHU € YIIOTpebaTa Ha TOBa JIEKapCTBO, IIOMUTANTE
Bamms nexap nnu dapmanesT.
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4. Bb3Mo:KHY HeXKeJTaHHU peaKkun

KaxTo BcHuku nekapcTBa, TOBa JIEKapCTBO MOXKeE Ja MPpeIu3BUKa HeXXeJaH! PEaKINH, BBIIPEKU e He
BCEKH I'l Tofy4yaBa. Te3u edeKTH 0OMKHOBEHO Ca JIEKH 10 YMEPEHHU 10 PUPOJIA.

AKO MOJIy4YnTe HAKOH OT CJIETHUTE HEKEJIAHU JIEKAPCTBEHH PeaKInu, CIpeTe ynorpedara Ha

JIEKAPCTBOTO M He3a0aBHO MOTHPCETe MeUIIMHCKA OMOIIL:

- aJepruyHU peakInH, BKIFOUYNTEITHO OOPUBH (4ECTOTA - HEYECTH )

- 0Ooika B 00J1aCTTa Ha IBPAHMS KOIII — HE U3IMOJI3BANTE HUTPATH, @ HE3a0aBHO OThPCETE
METUITIHCKA TTOMOTIT (I€CTOTa - HEUESCTH )

- TpUanU3bM, IPOIBIDKUTEIIHA U BB3MOXKHO Oose3HeHa epekmus ciep npuem Ha CIALIS (uectora
- penku). Ako umare o jo0Ha epeKIus, KOATO Tpae B MPOAbIDKEHIE Ha ToBeue OT 4 yaca, TpsOBa
He3a0aBHO J1a Ce CBBPIKETE C JIeKaps CH.

- BHe3amHa 3ary0a Ha 3peHHe (4eCTOoTa - PEJIKH), U3KPUBEHO, IPEMPEIKEHO, 3aMbIIICHO LICHTPAITHO
3pEHHE WM BHE3AIMHO HaMaJsIBAHE HA 3PCHUETO (C HEM3BECTHA YECTOTA).

Jpyru cboOI1aBaHN HEXKEJIAaHU PEAKLHU:

Yecru: (HabmronaBanu npu 1 1o 10 Ha Becekn 100 manmeHTN)
- rnaBoOoue, 60jKa B rbpOa, MyCKyJTHH OOJIKH, 0OJIKa B PBIETE U KpaKaTa, 3a4epBsIBaHe Ha
JIMIETO, 3aITyIIBaHEe HA HOCA U JIOIIO XPaHOCMUJIAHE.

Heuectu: (Habmogasanu npu 1 mo 10 Ha Bcekn 1 000 manmeHTH)

- 3aMasiHOCT, KOpeMHa 00JTKa, TaJieHe, TIOBPhIIaHe, KUCETUHH, 3aMbIIICHO BIDKIaHe, O00JKa B
0o4uTe, 3aTPyAHEHO JUIIAaHE, HAIMYNE HAa KPBB B ypUHATA, IPOABIDKATEHA €PEKIU, YCEIlaHe
3a CHJTHO ChpIICOMEHE, YUSCTEH ITyJIC, IOBUIICHO KPBBHO HAJSITaHE, TIOHMKEHO KPHBHO
HaJIITaHe, KbPBEHE OT HOCA, M B YIINTE, TIOJyBaHe Ha PhIETe, KpaKaTa WM TJIC3CHUTE U
yMopa.

Penxu: (mabmomasany npu 1 1o 10 Ha Bcexu 10 000 marmeHTH)

- cirabocT, MpUNaIbIM U IPEX0IHa 3ary0a Ha IaMeT, IOTyBaHe Ha KJIEMaunTe, 3a4epBsIBaHe Ha
0YWTe, BHE3AIMHO HAMAJSIBAHE WM 3ary0a Ha CIyX, YPTUKapHs (ChpOsIIy YepBeHH ETHA Ha
MMOBBPXHOCTTA HA KOXkKaTa), KbPBEHE OT NICHHCA, HATMYKE Ha KPhB B CEMEHHATA TCYHOCT H
MTOBHIIIEHO TTOTEHE.

IIpu mexe, mpuemamu CIALIS, psako ca cro0maBanm ¢bio nHGApKT U HHCYNIT. [loBedeTo ot Te3u
MBXKE Ca IMaJId U3BECTHH ChPJICUHU MPOOIEMH MTPE/IU J1a B3EMaT TOBa JICKAPCTRO.

Psanaxo e CT:.O6HIaBaHO 3a 4aCTU4YHO, BpEMCHHO WM IMTOCTOSAHHO HAMAJICHUE UJIU 3ary6a Ha 3p€HUC Ha
€IHOTO WK ABETC OYMH.

Hsixou 10NLJIHUTETHU PeAKH HexkelaHu eeKTH ca crobmeHu npu Muxe, mpuemaitua CIALIS,

KOUTO HE ca HAOJII01aBaHy B KIIMHUYHU MPOYYBaHUA. Te BKIIOUBAT:

- MHTPEHA, OTOK Ha JINIIETO, CEPUO3HA aJIepTUYHa PEaKITHs, MPUIHHIBAIIA OTOK HA JIUIETO W
I'BPJIOTO, CEPUO3HU KOXHH OOPUBH, HAKOW HAPYIICHUS, MOBJIUSABAIIN KPBBOTOKA KbM OUHTE,
HEpaBHOMEPEH MyJIC, CTCHOKapAXs U BHe3aIHa ChpJIeYHA CMBPT.

- M3KPUBEHO, IPEMPEIKEHO, 3aMBITICHO IICHTPATHO 3pEHUE WIIM BHE3AITHO HaMaJsIBaHe Ha
3pEHUETO (C HEU3BECTHA YECTOTA).

Hesxenanara peakiyst 3aMasiHOCT € ChOOILEHA TT0-4eCTO MIPHU MBKe Ha BB3pacT Hall 75 TONWHH, KOUTO
npuemat CIALIS. Jluapus ce choO11aBa mMo-4ecTo Ipy MbKe Ha Bb3pacT Haj 65 TOJUHH, KOUTO
npuemat CIALIS.

Cpho01iaBaHe HA He:KeJIAHU peaKuu

AKO TIOJTyYUTE HAKAKBU HEXKEJIaHU JICKAPCTBCHU PEaKIINH, yBeoMere Barms nexap win (hapMmarieBT.
ToBa BKITIOUBa BCHYKH BH3MOKHH, HEOTTMCAHH B Ta3H JIUCTOBKA HEXEJIAHU peakInu. MokeTe ChIIo Aa
CHOOIIUTE HEXKETAH! PEaKINK TUPEKTHO Ype3 HAIMOHATHATA CICTEMa 3a ChOOIIaBaHe, IOCOYCHA B
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[punoxenue V. Karo cro0maBare HexXelIaHU Peakilny, MOXKETE 1a JaIeTe CBOS IIPUHOC 3a
MoJTydaBaHe Ha MoBeYe HHPOPMAIHI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApCTBO.

5. Kak na coxpansBate CIALIS
CpxpaHsBaiiTe TOBa JI€KapCTBO Ha MSICTO, HEAOCTBITHO 32 Jlelia.

He n3non3BaiiTe ToBa 1eKapcTBO Cle] CPOKA HA TOTHOCT, OTOETSI3aH BhPXY KApTOHEHATA OMAKOBKA U
omuctepa cuen ,,l'ogen no:“/,,EXP*. CpoxbT Ha TOAHOCT OTTOBAps Ha MOCIEAHUS JCH OT MIOCOYCHHUS
Mecell.

Jla ce cbxpaHsBa B OpUIMHaIHATa ONIAKOBKa,3a Aa ce Ipeanasu ot iara. He cbxpansBaiite npu
TemrepaTtypa Hag 25°C.

He u3xBbpiisiiTe lekapcTBara B KaHAIH3AIKUATA WM B KOHTEHHEpa 3a JOMAITHU OTIAIbIIH.
[TommuraiiTe Bamms apmarieBT Kak J1a H3XBBPIIATE JIEKapCTBaTa, KOUTO Bede HE M3MoJ3BaTe. Te3n
MEpPKH 1€ CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATA Cpeaa.

6 CL}Imea}me Ha OIMMAaKOBKAaTa U JOIbJHHUTEC/IHA I/I]-[(l)OpMaIIl/lﬂ

Kakso cbabpaxa CIALIS

- AKTHBHOTO BelecTBo ¢ Taaanadpui Beska tadnerka CIALIS chabpika 5 mg taganadui.
Jpyrure cbCTaBKH ca:
SAnpo Ha TadJieTKaTa: JIaKTO3a MOHOXUAPAT (BIKTE Kpas Ha TOYKa 2), KpOCKapMesno3a HaTpui,
XUIPOKCUIIPONMIIIIEYI03a, MUKPOKPUCTAINHHA LIETyJI03a, HAaTpUEB Jaypuicyndat, Marae3ues
cTeapart, BuxTe Touka 2 ,, CIALIS chabpxa nakrosa‘.
@OuIMOBO MOKPUTHE: JIAKTO32 MOHOXUAPAT, XUIIPOMEN03a, TPHALIETHH, TUTAHOB TUOKCH]
(E171), xxenesen okcun xbaT (E172), Tamk.

Kak usraexaa CIALIS u kakBO CbABbp:Ka 0OIAKOBKATA

CIALIS 5 mg e cBetIo xbiTa puiMupana Tabnerka ¢ popmara Ha OazeM U € MapKHpaHe OT eJHaTa
ctpana ¢ "C 5".

CIALIS 5 mg ca Hanmm4HA B OJMCTEPHH OIMAKOBKH, ChIbpKamu 14, 28 wnn 84 tabneTku.

He Bcruku BUIoBe OMakoBKM MOTat Aa ObAaT MyCHATH B IpoJaxoa.

HpnTemaTeﬂ Ha pa3pelicHueTo 3a yrmTpeﬁa U MIPOU3BOAUTEJL

[purexaren Ha pa3pemrenuero 3a ynorpeba: Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD
Utrecht, Hunepnanaus.

[powuseoauren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Mcrianmust.

3a mombiIHUTENTHA HH(OPMAIHS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MpeacTaBUTEN Ha MIPUTEKATEIS Ha Pa3peliCHUETO 3a ynoTpeoa.

Belgique/Belgi¢/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: +32-(0)2 548 84 84 Tel. +370 (5) 2649600
Buarapus Luxembourg/Luxemburg
TII "Enu Jlunu Henepnaun" b.B. - benrapus Eli Lilly Benelux S.A./N.V.
Tert. +359 2491 41 40 Tél/Tel: +32-(0)2 548 84 84
Ceska republika Magyarorszag
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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 Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +4722 88 18 00
EALada 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 Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: +351-21-4126600
Hrvatska Romainia

Eli Lilly Hrvatska d.o.o. Eli Lilly Roménia 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.0.
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
TmA: +357 22 715000 Tel: +46-(0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: +371 67364000
JlaTa Ha OCJIeHO NMpepa3IieKIaHe Ha TUCTOBKATA

[Toapo6ua nHpopMaIus 3a TOBA JIEKAPCTBO € MpeocTaBeHa Ha yebcaiita Ha EBpomneiickaTa areHnus
10 JIeKapcTBaTa: https://www.ema.europa.eu
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JIncroBka: nHpopmanus 3a NoTpedUTEIIsA

CIALIS 10 mg ¢puamupanu TadJeTKN
taganadun (tadalafil)

IIpoyerere BHUMATEIHO LAJIATA JIMCTOBKA IPeH, 12 3all0YHETe 1A IPUeMaTe TOBA JIEKapCTBo,

ThiHl KaTO T ChABbPa BakHa 3a Bac undopmanus.

- 3amasere Ta3u JUCTOBKA. MOKe 1a Ce HAIO0XKH A 5 IPOYETETE OTHOBO.

- AKO nmare HKaKBHU JOIBIHUTEIIHH BBIIPOCH, MONMTaiTe Bamms nexkap i papmanesT.

- ToBa nekapcTBO € npeanucado Tu4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO Y€ MIPU3HALUTE Ha TIXHOTO 3a00JsIBaHe ca ChUIMTE KaTto Bammre.

- AKXoO moy4uTe HIKaKBU HEXXEJIaHU peakiuu, yBenoMere Bamus nexap wiu papmanest. Toa
BKJIFOYBA U BCUYKH Bb3MOXHH HEXKEJIIaHU PC€aKIIUN, HCOIMMMCAHU B Ta3W JINCTOBKA. Bmxre
TouKa 4.

Kakgo CbABbPiKa Ta3u JIMCTOBKA

Kaxso nmpencrasnasa CIALIS u 3a kakBO ce H3M0I3Ba
Kaxso Tps6Ba na 3Haete, npeau na npuemere CIALIS

Kax ma mpuemare CIALIS

BB3MoXHM HEXellaH! peakuu

Kax na cexpansBare CIALIS

CpabpprkaHue Ha ONAKOBKAaTa U TOMBIHUTETHA HHPOPMAIUI

AN S

1. Kaxkso npeacrasasasa CIALIS u 3a kakBo ce U3M0J13Ba

CIALIS e 3a nedyeHne Ha Bb3paCTHU MBbXe C epeKTUIHA AUChyHKIH. ToBa € ChCTOSHUE, IPU KOETO
MBXBT HE MOXKE J1a IOCTUTHE, WIIU J1a 33]JbPKH TBBP/, €PEKTUPaH TIEHHC, TIOAXO/AI] 32 CEKCyaTHa
aktuBHOCT. CIALIS moka3Ba 3Ha9UTETHO MOAOOPEHIE HAa CITOCOOHOCTTA JIa CE TIOyYH TBHPI,
epeKTHpaH MEHKC, MTOAXOIII 32 CEKCYaTHa aKTHUBHOCT.

CIALIS cpappika akTHBHOTO BEIIESCTBO Tamanadui, KOSTO MPUHAMIEKH KbM IpyIiaTa JICKapCTBEHH
MPOJYKTH, HApEYeHN MHXUOUTOPH Ha Poconnectepazarta tuml 5. Cien cexcyamHa CTUMYIAIHs
CIALIS geiicTBa kaTo moMara Ha KpbBOHOCHUTE ChJIOBE BbB Ballus neHuc aa ce OTImyCcHaT U Aa
MO3BOJIAT IPUTOKA HA KPBB B MeHuca Bu. Pe3ynraTsT 0T TOBa € mo00peHa epeKTHiIHa (HyHKITHUS.
CIALIS nsma na Bu momorse, ako HMaTe epeKTHIHA AUCHYHKIIHUS.

BaxmHo e na ce ordenexu, ue CIALIS He meiicTBa, ako HAMa ceKkcyaiHa cTuMyanus. Bue n Bamust
MapTHROP IIIe TPSAOBA JTa ce BKIFOYHTE B TIOOOBHATA MTPA, CHIO KAKTO OWXTE HANMPABUIIH , aKO HE
B3eMaTe JICKAPCTBO 33 EPEKTUITHA TUCHYHKITHS.

2. Kaxkso Tpsi0Ba n1a 3Haete, npeau na npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTe aJIEPrHYHM KbM Taganaduil Wik KbM HIKOSI OT OCTAHAINTE ChCTABKU HA TOBA JICKAPCTBO
(130poeHu B TOUKA 6).

- B3eMaTe HIKAKbB BHJ OPTaHUYCH HUTPAT WM JOHOPH HA a30TEH OKCHUJI KATO aMUJI HUTPHT.
Toma ca rpyma jgekapcTBa (,,HUTpaTH ), U3MOI3BAHM TIPH JICUCHUETO HA aHTHHA ITIEKTOPHUC
(,,rppaHa 60mka’”). CIALIS e moka3zain, ye yBennuaBa e(eKTUTE Ha TE3U JIEKapCcTBa. AKO B3eMaTe
HsAKaKkBa (pOpMa Ha HUTPATHU HIIH HE CTE CUTYPEH, KAXKETE Ha JIKapsl CH.

- HMaTe CEPHO3HO ChPCUHO 3a00JIIBaHE UM UMATE CKOPOIIIEH ChPACUYCH IIPUCTHII ITPe3
nociexaure 90 muu.
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- nuMare CKOpOILEH MO3bYCH HHCYAT (yAap) mpe3 mociegHure 6 Mecera.
- MMaTe HUCKO KPBBHO HAJISTaHE UITM HEKOHTPOJIUPAHO BUCOKO KPHBHO HAJISITAHE.

- HSIKOTa CT¢ MMaJIH 3ary0a Ha 3peHUE B pe3yJiTaT Ha HeapTepuallHa aHTSPHOPHA UCXEMUYHA OYHA
HeBponatus (NAION) - cbcTosTHUE, ONMCBAHO KATO ,,MHCYJT Ha OKOTO™.

- npuemare puouuryar. ToBa JekapcTBO ce M3M0JI3Ba 3a JieueHne Ha OenoapoOHa apTepuanHa
XUIEPTOHUS (T.€. BUCOKO KPHBHO HaJISITaHE B OeJIUTE IPOOOBE) M XPOHUYHA TPOOMOEMOOINIHA
OenmoapoOHa XUTIepTOHHUS (T.€. BUCOKO KPBBHO HAJIATaHE B O€UTE APOOOBE B pE3yiTaT Ha
KpbBHU cheupenn). okasano e, ue @JIES nnxuburopure, karo CIALIS, 3acunBar edekra Ha
MOHMYKaBaHe Ha KPbBHOTO HAJIATaHE Ha TOBA JIEKApCTBO. AKO B3eMaTe PUOLUTYaT UJIH HE CTE
curypHu, nHpopmupaiire Bamms nekap.

IIpexynpesxneHus: U NpeanasHu MepKH
I'oBopere ¢ Bamus nekap, npenu na npuemere CIALIS.

OOBpHETE BHUMAHHUE, Y€ CEKCyaJlHaTa aKkTHBHOCT HOCH Bb3MOYKHH PHCKOBE 32 MALIUCHTU ChC
ChpJICUHO 3a00JIsBaHe, MOPAIX TOBA, Y€ JOIBJIHUTEIHO HATOBAPBAa ChpLETO Bu. Ako uMaTe chpaeyeH
npobieM TpsOBa Aa KaXkeTe Ha JIeKaps CH.

[Ipenu na mpuemere TabneTkure, yBeaoMmeTe Bamus gexap, ako umare:

- CHPIOBUAHO-KJICThYHA aHEMU L (aHOMaJII/IH Ha YEPBCHUTC KPHbBHU KJIeTKI/I).
- MYJITHILICH MHEJIOM (TyMOp Ha KOCTHHS MO3BK).

- JICBKEMUS (TyMOP Ha KPbBHUTE KIICTKH).

- HSKAaKBH JiehopMaIus Ha IeHUCa.

- CepHuo3eH MpobIeM ¢ YepHHS IPoo.

- cepHuo3eH npodireM ¢ OBOperuTe.

He e u3BectHo mamu CIALIS e edexTrBeH pu ManueHTH, KOUTO HMAaT:

- Ta30Ba OmepaIusl

- OTCTpaHsIBaHE Ha I[sUTaTa WK Ha YacT OT IIPOCTaTHATA JKJIe3a, IPHU KOETO ca MPEeKbCHATH
HEpBUTE Ha pocTaTara (paJuKaiHa, HEChXpaHIBaIlla HEPBA MPOCTATCKTOMEIIS ).

AKO TIOJTyYHTe BHE3AITHO HaMaJIeHHE WK 3ary0a Ha 3pEeHUETO WM 3pEHUETO BU € U3KPUBEHO,
3aMbIiIeHo, gokaro npuemare CIALIS, cnpere npuema Ha CIALIS 1 He3a0aBHO ce CBBPIKETE C
Bamusa nekap.

[Ipu HAKOM ManMEeHTH, TpUeMaIy Taganadui, € oTOesI3aH HaMaJeH CIIyX WM BHe3aITHa 3ary0a Ha
ciyxa. Beripeku ye He € U3BECTHO Tl ChOUTHETO € MPSKO CBHP3aHO C Tajanadui, ako MOIyInTe
HaMaJIeH CJIyX WJIM BHE3alHa 3ary0a Ha ciiyxa, crpere npuema Ha CIALIS u He3abaBHO ce CBBPIKETE ¢
Bammus nexap.

CIALIS ne e mpenHa3HadeH 3a yIoTpeda OT KEeHH.

Jeua u roHommu
CIALIS He e npeana3HaueH 3a ynoTpeda OT Jeia ¥ FHOIM 1o 18 roauHu.

Apyru aekapcrBa u CIALIS
HNudopmupaiite Bamms iekap, ako mpueMare, HaCKOPO CT€ MIPHUEMaII WITH € BB3MOYKHO J1a TIPHEMETE

HSKAaKBH IPYTH JIEKapCTBa.

He npuemaiite CIALIS, ako Beue npuemare HUTPaTH.
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Hskon nekapctBa Moske na 0bpnat nosnustad oT CIALIS unmu Te Moske 1a OKakaT BIMSHUE BBPXY TOBA
kosko no6pe mie aeiicrea CIALIS. Madopmupaiite Bamus nekap wmu gpapManesT, ako Bede
npuemMare:

- anda 6mokep (ynorpebsiBa ce 3a JeueHUE HAa BUCOKO KPBBHO HAJIATAHE WIX HAa yPUHAPHU
CHMITTOMH, CBBP3aHH ¢ JoOpOKavYeCTBeHA XUTIEPIUIAa3Hs (YBEIUICHHE) Ha TIpOCTaTaTa).

- JPYTH JIEKapCcTBa 3a JIeYeHNe Ha BUCOKO KPHBHO HaJIsITaHE.

- pHOIHTyaT.

- MHXHOUTOP Ha S-anda peaykrasata (ynoTpedsBa ce 3a JieueHue T0O0POKauYeCTBeHA XUIISPILIa3us
(yBenmueHHe) Ha MpoCTaTaTa).

- JIeKapCTBa KaTO KETOKOHA30JI TabJIETKH (32 JIeueHre Ha I'bONMYHN HHPEKIINN) B TTPOTEa3HH
naxubutopu 3a neuenue Ha CIINH nmm HIV-undexus.

- ¢denobapOuTan, peHnTonH 1 kKapbamaszenuH (IPOTUBOIBPUOBH JICKAPCTBA)

- pubaMIUINH, PUTPOMHALINH, KIIAPUTPOMHUITUH MIIH HTPAKOHA30I

- JPYTH BUJIOBE JICUCHHS 32 €PEKTUITHA TUCHYHKITHS.

CIALIS ¢ HAUTKH | aJIKOXO0JI

Wudopmanmsita 3a epexra Ha ankoxoua € B pazaen 3. COKbT OT rpeindpyT MoKe Ja OKaxKe BIHSIHUE
BBPXY TOBa KoJKo mobpe mie neiictBa CIALIS u TpsbBa ia ce mpuema ¢ IOBHUIIIEHO BHUMAHHE.
I'oBopeTte ¢ Bammus siekap 3a moBede nHPOpPMAIIHSL.

DepTHIANTET

[pu nevyenue Ha KyueTa e HaOMIOJaBaHO HaMaJIeHO 0Opa3yBaHe Ha criepMma B TecTrcute. HamansBane
Ha criepMarta ce HabJro/1aBa MpH HAKOH MBKe. Te3u e)eKTH € MaJIKo BEPOSITHO Ja JOBEAAT JI0 JIUIICa
Ha (epTUIIATET.

Hlopupane u padora ¢ MAIIMHU

Hsxon mbxke, kouto ca nmpuemanu CIALIS o BpeMe Ha KITMHUYHY MPOYYBAHUS, Ca CHOOIIHIIN 32
3aMasHOCT. [IpoBepeTe BHUMATEIHO KaK NOHACATE TaOJETKUTE MPeIn Aa Imodupare Win U3I0JI3BaTe
MallluHHY.

CIALIS cbabp:ka 1aKkTo3a
Axo Bamsar nekap Bu e kazain, ye umaTe HEITOHOCUMOCT KbM HSIKOM 3aXapH, CBbpXKETE ce ¢ Bamus
JIeKap Mpeu IprueMa Ha TO3H JIEKapCTBEH MPOAYKT.

CIALIS cbabp:xa HaTpuii
Tora mekapcTBO ChIbprka Mo-Majako oT 1 mmol HaTpuii (23 mg) Ha TabNeTKa, T.€. MPAKTHICCKH HE
ChAbpKa HATPUH.

3. Kak na npuemarte CIALIS

Bunaru npuemaiite ToBa JiekapcTBO TOUHO KakTo Bu e kazan Bamusar nexap. AKo He CT€ CUTYPHU B
HeTo, monuTaiTe Bammst mekap wimm papmareBT.

Tab6merkure CIALIS ca 3a yrorpeba npe3 ycrata camo npu Mbxe. [lormpialite TabmeTkara 1s1a ¢
MaJKo Bojaa. Moskere ga B3eMare TabJIeTKUTE ChC WM 0€3 XpaHa.

IIpenopbunTeTHATA HAYAJTHA X032 ¢ eaHa TabneTrka oT 10 mg npean cekcyaimHa akTHBHOCT. AKO
e eKThT HA Ta3| JI03a € TBHp/E cllad, Bammusr nekap Moxe na yBennuu go3ara o 20 mg. Tabnerkure

CIALIS ca 3a ymotpeba mpe3 ycrara.

Bue moxere na B3emere Tabnetka CIALIS mone 30 MuUHYTH ITpeau ceKCyanHa aKTUBHOCT.
CIALIS moxe na e omie epektuBeH A0 36 daca cies MpueM Ha TadieTkara.
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He Bzemaiite CIALIS noBede ot Benubx AHeBHO. CIALIS 10 mg 1 20 mg e nmpegHa3zHaydeH 3a
yrnoTpeba npenu ouakBaHa CeKCyalHa aKTHBHOCT U HE ce MIPENophYBa 3a MPOIBDKUTENHA €K JHEBHA
ymotpeoba.

Baxno e na ce oroenexu, ue CIALIS He neficTBa 0e3 cexcyanHa crumynanus. Bue u Bammsr
MMapTHROP IIIe TPSAOBA J1a e BKIIIOYHTE B IIPEABAPUTEITHA HTPA, CHIO KAKTO OMXTE, ako HE B3eMaTe
JISKAPCTBO 32 CPEKTUIIHA JUCQYHKIIUS.

VYnorpebara Ha aIKOX0J MOKe J1a oBiusie Bamara ciocoOHOCT 3a epeKuys 1 MOKE BpEMEHHO Aa
Hamanu Bamero kpbBHO Hamsrane. Ako Bue cte nmpuenu nnm ninanupate na npuemere CIALIS,
n30srBaiiTe NpeKoMepHaTa ynorpedaTa Ha aJIKOXO0JI (HUBO Ha aJIKOXO0JI B KpbBTa OT U Hax 0,08%), Thi
KaTo TOBa MOXeE J]a YBEIIMYH PUCKA OT CBETOBBPTEXK, KOraTo CTaBare.

AKo cTe npuein noseye ot Heodxogumara go3a CIALIS
Cabpxere ce ¢ Bamus nexap. Moxe aa mony4ynTe HeXxelaHu eeKTH, OMCaHH B TOUYKA 4.

AKO UMate HIKaKBH JIOMBIIHUTEIHU BBIIPOCH, CBBP3aHU C yIoTpedara Ha TOBA JICKAPCTBO, TONMUTANTe
Bamms nexap wim papmarenr.

4. Bb3MOKHH HeXKeJTaHHU pe€aKkuuun

KaxTto Bcnukmu JICKapCTBa, TOBA JICKAPCTBO MOXKE Aa NPECAU3BUKA HEKECIIaHNU PEAKIIUN, BBIIPEKU Y€ HE
BCCKM I' ITIOJIy4aBa. Tesu e(i)eKTI/I OOMKHOBEHO ca JIEKU A0 YMEpPCHHU I10 Tpupoaa.

AKO NMOJIyYHTe HAKOH OT CJIeJHUTE HesKeJaH! JIEKapCTBEeHU peaKluu, clpeTe ynorpedara na

JIEKAPCTBOTO M He320aBHO MOTHPceTe MeIUIMHCKA MOMOII:

- QJepPrUYHU PEAKIIMU, BKIFOUUTEIIHO OOPUBH (U€CTOTA - HEUSCTH )

- Oonka B 001acTTa Ha I'bPIHUS KOII — HE U3IION3BAlTEe HUTPATH, @ He3a0aBHO TIOTHPCETE
MeIUIMHCKA TToMOoI] (4eCTOTa - HEYECTH )

- [pHanu3bM, NIPOIBIDKUTEIHA U Bb3MOXKHO Oone3HeHa epekuus ciel npueM Ha CIALIS (uecrora
- peaxu). AKo uMaTe oJo0Ha epeKHs, KOSITO Tpae B IPOIbJDKEHUE Ha ToBeue oT 4 yaca, TpaoBa
He3a0aBHO Ja ce CBBPIKETE C JIeKaps CH.

- BHe3amHa 3ary0a Ha 3peHune (4ecToTa - pelIKH), H3KPUBEHO, IIPEMPEKECHO, 3aMBITICHO IIEHTPATHO
3peHHe WM BHE3AITHO HaMaJsIBaHe Ha 3pEHHETO (C HEM3BECTHA YECTOTA).

Hpyru ch0o01maBany HeXKEIIaHN PEaKITHN:

Yecru: (HabroxaBanu npu 1 1o 10 Ha Bcekn 100 manmeHTH)
- riaBobonue, 0onka B rbpOa, MyCKYIJTHH OOJIKH, OOJIKa B pBIIETE M KpaKaTa, 3auepBsIBaHe Ha
JIMIETO, 3aITylIBaHe HA HOCA U JIOIIO XpaHOCMUJIAHE.

Heuectu: (Habmrogasanu npu 1 mo 10 Ha Bcekn 1 000 manmeHTH)

- 3aMasHOCT, KOpeMHa 00JTKa, raJieHe, TIOBPhIIaHe, KUCETUHH, 3aMbIIICHO BIDKIaHe, O0JKa B
OYUTE, 3aTPYJHCHO JUINAHE, HATMYUE HA KPBB B ypUHATA, TPOABDKATEIIHA SPEKIIUs, YCEIlaHe
3a CHITHO ChpIIeOHeHe, yUeCcTeH MyJIC, MOBUIICHO KPBBHO HAATAHE, TOHUKEHO KPBHBHO
HaJITaHe, KbPBEHE OT HOCA,IIyM B YIIHTE, MTOJyBaHe HA PBIIETE, KpaKaTa Wi [JIC3CHUTE 1
yMopa.

Penxu: (mabmogasanu ipu 1 1o 10 Ha Bcexu 10 000 marmeHTH)

- cy1abocCT, IPUMAIbLH U IPEXOJHA 3ary0a Ha IaMeT, IOAyBaHe Ha KJICNauyuTe, 3auepBABaHe Ha
OUYHNTe, BHE3AITHO HaMaJIsIBaHe WM 3ary0a Ha CIIyX, ypTHKapus (CbpOsIy YepBeHH NIETHA Ha
MIOBBPXHOCTTA Ha KOKaTa), KbpBEHE OT IIEHNCa, HATMYHE Ha KPbB B CEMEHHATa TEYHOCT U
MIOBULIEHO MOTEHE.
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[pu mpxe, mpuemariu CIALIS, psako ca chobmmaBanu ¢bio HHGapkT 1 nHCyT. [ToBedero ot Te3n
MBIKE Ca UMajId U3BECTHU ChPJCUHH NIPOOIeMHU IIPear 1a B3eMaT TOBa JIEKapCTBO.

Psanxo e cpo0ImaBaHo 3a YaCTUYHO, BpEMEHHO MK MIOCTOSIHHO HaMalleHHe WK 3ary0a Ha 3peHue Ha
€IHOTO WJIM JBETE OYH.

Hsakou 1ombIHNTETHN PeIKH HeKeJIaHu e)eKTH ca ChoOIaBaHu npu Mbxe, mpuemantu CIALIS,

KOUTO HE ca HaOI0aBaHy B KJIMHUYHY MTPOyYBaHusl. Te BKIIIOYBAT:

- MHTPEHA, OTOK Ha JINIIETO, CEPHO3HA aJIepTUYHa pPEaKIHs, MPUIHHSBAIIA OTOK HA JINIETO WA
I'BPJIOTO, CEPUO3HH KOXKHHM OOPHBH, HAKOU HAPYIICHHMsI, TOBJIUABAIIM KPHBOTOKA KbM OUHTE,
HEpPaBHOMEPEH ITyJIC, CTECHOKapAUs U BHE3aIlHa ChbpACUYHa CMBPT.

- M3KPUBEHO, IPEMPEKEHO, 3aMBIJICHO IICHTPATHO 3pEeHNE WIIM BHE3AITHO HaMasIBaHE Ha
3peHHETO (C HEU3BECTHA YECTOTA).

Hexenanara peakiys 3aMastHOCT € ChOOIIIeHa TT0-YECTO MTPH MBXKE Ha BB3PacT HaJ 75 TOAUHHN, KOUTO
npuemat CIALIS. Jlnapus ce cro011aBa 1mo-4ecTo Npu MbKe Ha BB3pacT Haja 65 TOIUHH, KOUTO
npuemat CIALIS.

Chol0maBaHe HA HelKeJIAHM PeaKkIuu

AKO MoNTyunTe HSIKaKBH HEXXEaHU JICKAPCTBEHU pEakiuy, yBeaoMere Bamust nekap win dpapMareBT.
ToBa BKIIOYBa BCHYKH BE3MOKHH, HEOITMCAHH B TA3H JIMCTOBKA HEXKEJIAHU peakiuy. MokeTe ChIo 1a
ChOOIINTE HEXKETaHU PeaKklMy AUPEKTHO Ype3 HAllMOHAIHATA CHUCTEMa 3a ChOOIIaBaHe, IIOCOYCHA B
[punoxenue V. Karo crobuiaBare HexXeIaHU peakiiy, MOXKETe Ja JajieTe CBOS NPUHOC 3a
HOJTy4aBaHe Ha [ToBe4e MH(GOPMAIKA OTHOCHO 0€30MaCHOCTTAa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanaBare CIALIS
CbxpaHnsBaiiTe ToBa JI€KapcTBO Ha MACTO, HEOCTBIIHO 3a JIelia.

He m3mon3Baiite ToBa JieKapCcTBO CIIEI CPOKa Ha TOJHOCT, OTOENsI3aH BEPXY KapTOHEHATa OTIAKOBKA U
omuctepa cnen ,,l'onen no:*“/,,EXP:“. CpokbT Ha rOTHOCT OTTOBAps Ha IMOCIETHUS JIeH OT TTOCOUYSHUS
MECELL.

Jla ce cpxpaHsiBa B OpUTHHAIIHATA ONIAKOBKA, 3a JIa Ce Ipeas3n oT Biara. He cpxpanssaiite npu
temneparypa Hag 30°C.

He HSXBLpHHfITe JICKapCTBaTa B KaHa/IM3alusATa UJiu B KOHTefIHepa 3a JOMAalIHHU OTIIaaAbIIN.
Ilonuratite Bamus Q)apMaLIGBT KaK J1a U3XBBPJATEC JICKApCTBAaTad, KOUTO BEYC HC U3M0JI3BATC. Te3u
MCPKH 1€ CIIOMOIrHaT 3a OIla3BaHC Ha OKOJIHATa Cpeaa.

6. CobabpkaHue HA ONIAKOBKATA U JONBJIHUTEIHA HH(OpMAaIUs

Kakso cpabp:ka CIALIS

- AKTHBHOTO BelecTBO ¢ Tafanadui. Beska rabnerka cpappika 10 mg tanamadu.

- JApyrure cbcTaBKH ca:
Slapo Ha TadaeTkarTa: JaKkT0o3a MOHOXHUAPAT (BHKTE Kpas Ha TOYKa 2), KpOCKapMeIllo3a HaTPHi,
XUJIPOKCHITPOITMIIIIETYII03a, MUKPOKPHCTAIMHHA 1Ie]TyJI03a, HATPUEB JIaypuicyindar, MarHe3ueB
creapar, BmkTe Touka 2 ,,CIALIS chappika makTo3a.
®uIMOBO MOKPHTHE: JTAKTO3a MOHOXHIPAT, XUIIPOMEII03a, TPHAIICTHH, TUTAHOBB THOKCHT
(E171), xbaT xene3en okcua (E172), tank.
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Kak m3riesxna CIALIS u kakBO cbIbpka ONIAKOBKATA

CIALIS 10 mg e cBetio xbarta ¢puimupana tadbnetka ¢ popmara Ha 6ageM U € MapKupaHa OT eIHaTa
ctpana ¢ "C 10".

CIALIS 10 mg ce mpemara B OJMCTEpHU OITAKOBKHU 110 4 TaOJIETKH.

IlpuTexaTten HAa pa3pelieHUETO 32 YNOTPeda U MPOU3BOAMTEJ

[Ipurexaren Ha paspermennero 3a ynorpeoda: Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD
Utrecht, Hunepnanaus.

[Ipouseoauren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Mcnanust.

3a JOIIbJIHUTCIIHA I/IH(bOpMaHI/ISI OTHOCHO TOBa JICKApCTBO, MOJIsI, CBBPIKCTE CC C JIOKAJIHUA
MNPEACTABUTCII HA IPUTCIKATECIIS Ha PAa3pCHICHUCTO 3a yHOTp€6a.

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Buarapus Luxembourg/Luxemburg
TII "Emm JIumu Heaepnana" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Tein. + 359 2491 41 40 Tél/Tel: +32-(0)2 548 84 84
Ceska republika Magyarorszag

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

Tel: +420234 664 111 Tel: +36 1328 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 Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
EALada Osterreich
OAPMAXEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaifia 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 Lilly Portugal Produtos Farmacé&uticos, Lda
Tél: +33-(0) 1 554934 34 Tel: +351-21-4126600
Hrvatska Roménia

Eli Lilly Hrvatska d.o.o. 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
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Phadisco Ltd Eli Lilly Sweden AB
TmA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba LatvijaTel:

+371 67364000

I[aTa Ha MOCJICIHO NMpepasrjexKaiane Ha JUCTOBKaTa

[MonpoOHa nH(popMaIus 3a TOBa JIEKAPCTBO € MPEI0CTaBeHa Ha yeOcaliTa Ha EBporelickaTa areHius
o nekapcrara: https://www.ema.europa.eu
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JIncroBka: nHpopmanus 3a NoTpedUTEIIsA

CIALIS 20 mg ¢puamupanu TadjJeTKu
taganadun (tadalafil)

IIpoyerere BHUMATE/IHO LAJIATA JIMCTOBKA, IIPEAHU A2 3all09HETE 12 IPUEeMAaTe TOBa JIEKapCTBo,

ThHl KaTO TH ChABbPa BakHa 3a Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MOKe a Ce HAJI0XKHU A 5 IPOYETETE OTHOBO.

- AKO nmare HSKaKBHU JOIBIHUTEIIHN BBIIPOCH, MMONUTaliTe Bamms nexkap mnu ¢papmaresT.

- ToBa nekxapcTBO € npeanucado Tu4HO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, He3aBHUCUMO Y€ MIPU3HALUTE Ha TIXHOTO 3a00JIsBaHe ca ChUIMTE KaTto Bammre.

- AKO IoTy4yuTe HIKAKBU HEXEJIaHU peakiuu, yBeromere Bamus nexap wiu papmarnest. Toa
BKJIFOYBAa U BCUYKH Bb3MOXXHH HEXKEJIIaHU pE€aKIIUU, HCOIMMMCAHN B Ta3W JINCTOBKA. Bmxre
TouKa 4.

Kakso CbABbpPiKa Ta3u JIUCTOBKA

Kaxso mpencrasnasa CIALIS u 3a kakBO ce H3M0I3Ba
Kaxso Tps6Ba na 3Haete, nmpeau na npuemere CIALIS

Kax ma mpuemare CIALIS

BB3MOoXHH HEXXETaHU peakIiu

Kax ma cexpanssare CIALIS

ChbabprkaHue Ha ONAKOBKATa M AOMBJIHUTEIHA HHPOpMALIUS

A e

1. Kaxkgo npeacrasasiBa CIALIS u 3a kakBo ce U3M0/13Ba

CIALIS e 3a ne4yeHne Ha Bb3PACTHU MBXKe C epeKTHIHA TUCPYHKIHUS. ToBa € ChCTOSHUE, IPU KOETO
MBXBT HE MOXKE J1a JOCTUTHE, WU J1a 33/bPKH TBBP/, €PEKTUPaH MEHHC, TIOAXO/IAI] 32 CEKCyaTHa
aktuBHOCT. CIALIS noka3Ba 3Ha9UTETHO MOAOOPEHIE HAa CITOCOOHOCTTA JIa CE TIOYYH TBHPI,
epeKTHpaH MEHHC, MTOAXOMISII 38 CEKCYaTHa aKTUBHOCT.

CIALIS cpappika akTHBHOTO BEIIECTBO Tamagaduil, KOSTO MPUHAIIEKHN KbM IpyIiaTa JICKapCTBEHH
MPOIYKTH, HApEYeHN MHXUOUTOpH Ha Pocdonuectepasarta tuml 5. Cien cexcyaaHa CTUMYIIAIHs
CIALIS geiicTBa kaTo moMara Ha KpbBOHOCHHUTE ChJIOBE BBHB Ballus eHuc aa ce OTIyCHAT U 1a
MO3BOJIAT MPUTOKA HA KPBB B NeHKca Bu. Pe3yntaTbT oT TOBa € M0J00peHa epeKTHITHA (YHKITHSL.
CIALIS nsma ma Bu moMorHe, ako HAIMaTe epeKTUIHA TUCHYHKITUS.

BaxHo e na ce ordenexu, ue CIALIS He meiicTBa, ako HAMa ceKcyanHa cTuMytanus. Bue n Bammst
HapTHBROP e TPSIOBa Ja ce BKIIOYNTE B JIOOOBHATA UTIPa, CHIIO KAKTO OMXTE HAIIPABUIIH , aKO HE
B3eMare JICKapCTBO 32 EPEKTHIHA TUCHYHKIIHSL.

2. Kaxkgo Tpsi0Ba na 3Haete, npeau na npuemere CIALIS
He npuemaiite CIALIS, ako:

- CTe QJICPTHYHH KbM Taaa’taduil Wi KbM HAKOS OT OCTAHAJIMTE ChCTABKH Ha TOBA JICKAPCTBO
(m30poeHu B TOUKa ).

- B3eMaTe HIKAKbB BUJ] OPTaHUYEH HUTPAT WK JOHOPH Ha a30TCH OKCHUJI KaTO aMUJI HUTPHT.
Toga ca rpyma jgekapcTBa (,,HUTpaTH ), U3MIOI3BAHH IIPH JICUCHUETO HA aHTHHA ITEKTOPHUC
(,,rppaHa 60mka’”). CIALIS e moka3zain, ye yBenu4aBa epeKTUTE Ha Te3U JiekapcTBa. AKO B3emare
HsKaKBa (pOpMa Ha HUTPATH WJIH HE CTE CUTYPEH, KaXKETE Ha JICKaps CH.

- HMAaTe CEPHO3HO ChPACUHO 3a00/IsIBAHE UM UMATE CKOPOILIEH ChPACUYCH IIPUCTBII ITPe3
nociexaure 90 muu.
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- nuMare CKOpOILEH MO3bYCH HHCYAT (yAap) mpe3 mociegHure 6 Mecera.
- MMaTe HUCKO KPBBHO HAJISTaHE UITM HEKOHTPOJIUPAHO BUCOKO KPHBHO HAJISITaHE.

- HSIKOTa CT¢ MMaJIH 3ary0a Ha 3peHUE B pe3yJiTaT Ha HeapTepuallHa aHTSPHOPHA UCXEMUYHA OYHA
HeBponatus (NAION) - eHO ChCTOSIHUE, ONMMCBAHO KAaTO ,,MHCYJIT Ha OKOTO”.

- npremare puouuryar. ToBa JIekapcTBO ce M3I0JI3Ba 3a JieueHHe Ha OenoapoOHa apTepuanta
XHUIEPTOHUS (T.€. BUCOKO KPBBHO HAJISITaHe B OeuTe Ap0o0OBE) U XPOHUYHA TPOOMOEMOOINYHA
OemoapoOHa XUTIEPTOHUS (T.€. BHCOKO KPHBHO HaJIsATaHe B OemuTe NpoOoBe B pe3yiTar Ha
KpbBHU cheupenn). Jlokazano e, ue @JIES unxuburopute, kato CIALIS, 3acumiBar edexra Ha
MOHMYKaBaHe Ha KPbBHOTO HAJIATaHE Ha TOBA JIEKApCTBO. AKO B3eMaTe PUOLUTYaT UIIH HE CTeE
curypHu, naHpopmupaiite Bamms nekap.

IIpexynpesxieHus: ¥ NpeANasHU MepPKH
I'oBoperte ¢ Bamus nekap, npenu na npuemere CIALIS.

CekcyaHaTa aKTHBHOCT HOCH BB3MOXXHH PHCKOBE 32 MAIlUEHTH ChC ChPJIeUHO 3200II1BaHe, TOPaTU
TOBAa, Y€ JOIBIHUTEIIHO HATOBapBa ChpIeTo Bu. Ako mMaTe chpaeueH mpodieM TpsOBa 1a KakeTe Ha
JeKaps CH.

[Ipenu na npuemere TabeTKUTE, yBeaoMeTe Barust jgekap, ako uMmare:

- CHPIOBUHO-KJICThYHA aHEMU L (aHOMaIH/IH Ha YEPBECHUTC KPbBHU KJIeTKI/I).
- MYJITHILICH MHEIIOM (TyMOp Ha KOCTHHUS MO3bBK).

- JICBKEMUS (TyMOpP Ha KPbBHUTE KIICTKH).

- HSKaKBH JlehopMaIus Ha IeHUca.

- Cepuo3eH mpobieM ¢ YepHHS Ipoo.

- cepuo3eH mpodireM ¢ OBOperuTe.

He e u3BectHo mamu CIALIS e edexTrBeH npu ManueHTH, KOUTO HMAaT:

- Ta30Ba OMNeparus

- OTCTpaHsBaHE Ha IIsUIaTa WIKM Ha 9acT OT MIPOCTaTHATA XKJIe3a, IIPU KOETO ca MPEKbCHATH
HEpBUTE Ha MpocTaTara (paauKaiHa, HEChbXpPaHIBaIla HEPBA MPOCTATEKTOMUS).

AKO TIONTyYnTe BHE3aITHO HaMaJICHHE WITH 3ary0a Ha 3pEHUETO, WK 3PEHUETO BU € H3KPUBEHO,
3aMbIiIeHo, jokaro npuemare CIALIS, cnpere npuema Ha CIALIS 1 He3a0aBHO ce CBBPIKETE C
Bammus nexap.

[Ipu HAKOM ManMEeHTH, TpUeMaIlH Taganaduil, € oTOesI3aH HaMaJIeH CIIyX WM BHE3aIlHa 3ary0a Ha
ciyxa. Berpeku ue He € U3BeCTHO JaJIi CHOUTHETO € TIPSIKO CBBP3aHO ¢ Tafganadui, ako MoJyduTe
HaMaJICH CJIyX WJIM BHE3aIlHa 3ary0a Ha ciiyxa, crpere npuema Ha CIALIS u He3a0aBHO ce CBBPKETE ¢
Bamus nexap.

CIALIS ne e mpenHa3HaveH 3a yHoTpeda OT KEHH.

Jlena v roHoOIIN
CIALIS He e npeaHa3HaueH 3a yrnoTpeda OT Jera 1 HOMIH Mo 18 roauHu.

Apyru aexapcrBa u CIALIS
Nudopmupaiite Barms nexap, ako npreMare, HACKOPO CT€ MPHEMANH WM € Bh3MOXHO J]a IpUeMeTe

HSKAaKBH IPYTH JIEKapCTBa.

He npuemaiite CIALIS, ako Beue npuemare HUTPATH.
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Hskon nekapctBa Moske na 0bpnat nosnustad oT CIALIS unmu Te Moske 1a OKakaT BIMSHUE BBPXY TOBA
kosko no6pe mie aeiicrea CIALIS. Madopmupaiite Bamus nekap wmu gpapManesT, ako Bede
npuemMare:

- anda 6mokep (ynorpebsiBa ce 3a JeueHUE HAa BUCOKO KPBBHO HAJIATAHE WIX HAa yPUHAPHU
CHMIITOMH, CBBP3aHH ¢ JOOpOKadeCTBEHA XUTIEPIUTAa3us (YBEITHICHIC) HA TIPOCTATA)

- JIPYTH JIeKapCTBa 3a JIeUeHNE Ha BICOKO KPBBHO HaJISITaHe.

- pHOIHTYaT.

- nHXUOUTOP Ha S-anda penykraszara (ynorpeOsBa ce 3a JieueHHe J0OpOKaueCTBEHA XUTIePIIa3us
(yBenmueHue) Ha MpocTaTara).

- JIeKapCTBa KaTo KETOKOHA30JI TabJIeTKH (32 JieueHre Ha I'bONMYHN HHPEKIINN) U TTPOTEaA3HH
naxuouropu 3a neuenue Ha CIINH nmm HIV-undexrus.

- ¢denobapOuTan, peHnTonH 1 KapbamaszenuH (IPOTUBOIBPUOBH JICKAPCTBA)

- pubaMIUINH, EPUTPOMHULINH, KIIAPUTPOMHUITNH MITH HTPAKOHA30IT

- JPYTH BUJIOBE JICUCHHUS 32 €PEKTUITHA JTUCHYHKITHS.

CIALIS ¢ HAUTKH H aJIKOXO0JI

WNudopmanmsita 3a epexra Ha ankoxoiua e B pasaen 3. COKbT OT rpeindpyT MoKe Ja OKaKe BIHSIHUE
BBPXY TOBa KoJKO obpe mie neiictBa CIALIS u Tps6Ba ia ce mpuema ¢ IOBUIIIEHO BHUMAHHE.
I'oBopeTte ¢ Bammus siekap 3a moBede nHpOpPMAIIHSL.

DepTHIANTET

[pu nevenue Ha KyuyeTa e HaOMIOJaBaHO HaMaJIeHO oOpa3yBaHe Ha criepMma B TecTrcuTe. HamansBane
Ha criepMara ce HalJro/1aBa MpH HAKOH MBKe. Te3u e)eKTH € MaJIKo BEPOSITHO Jia IOBEAAT JI0 JIUIICa
Ha (epTUIIATET.

Hlopupane u padora ¢ MAIIMHU

Hsaxon mbxke, kouto ca npuemanu CIALIS o BpeMe Ha KITMHUYHY MPOYYBAHUSA, Ca CHOOIIHIIN , Ue
moJTyyaBaT 3amMastHoCT. [IpoBepeTe BHUMATETHO Kak MOHACATe TabJeTKUTe Ipeu a modupare win
M3II0JI3BaTe MAIIMHU.

CIALIS cbabp:ika 1aKkTo3a
Axo Bammsar nexap Bu e kazan, ye umaTe HEOHOCHMOCT KbM HSKOU 3aXapH, CBbpKeTe ce ¢ Bamus
JIeKap Ipeau IpreMa Ha TO3U JIEKapCTBEH NPOAYKT.

CIALIS cbabp:xa HaTpuii
ToBa nexkapcTBO ChABprKa No-Majko oT 1 mmol HaTpuii (23 mg) Ha TabyeTKa, T.€. IPAKTUIECKU HE
ChIbpKa HATPU.

3. Kak na npuemarte CIALIS

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu e kazan Bammsat nekap. AKo He CTe CUTYpHHU B
HeIo, monuTaite Bamms nexap wimm hapMarienT.

Tao6merkure CIALIS ca 3a ymorpeba mpe3 ycrara camo ipu Mbxe. [lormbImaiite TadieTkara 1sia ¢
MaJIKo Boga. MoseTe aa B3eMaTe TabJIeTKUTe Che WK Oe3 XpaHa.

IIpenopbunTe/JIHATA HAYAJIHA [103a € eIHa TabieTka oT 10 mg mpean cekcyaaHa akTUBHOCT.
Brnpeku ToBa, Moxe na Bu 6b11e qameHa go3a ot exna Tabnerka ot 20 mg, Thil kaTo BamusT nexap e
pemmi, 4e mpernopbunTenHara g103a ot 10 mg e TBepae cnada.

Bue moxerte na B3emere Tabnetka CIALIS mone 30 MUHYTH ITpeay CEKCyalnHa aKTUBHOCT.
CIALIS moxe na e omie epektrBeH A0 36 daca cien mpueM Ha TadiieTkara.

He B3emaiite CIALIS noseue ot Benubxk aHeBHO. CIALIS 10 mg u 20 mg e npenHa3HauyeH 3a
yrnoTtpeba Mnpeay oYyakBaHa CEKCyalHa akTUBHOCT M HE C€ MPENopPbhUBa 3a MPOIbJIKUTEIHA K THEBHA
ymoTpeoa.
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Baxno e na ce oroenexu, ue CIALIS He neficTBa 0e3 cexcyanHa crumynanus. Bue u Bammsr
MapTHROP 1€ TPSIOBA J1a c€ BKIIIOYHTE B MIPeABApUTEITHA UTPa, CHINO KAKTO OMXTE, aKO HE B3eMaTe
JIEKapCTBO 3a EPEKTIITHA TUCHYHKITHS.

VYnotpebara Ha aTKOX0J MOKe Jia moBiusie Bamara cmocoOHOCT 3a epeKnys 1 MOKE BpEMEHHO Aa
Hamanu Bamero xpbBHO Hamsirane. Ako Bue cte mpuenu nnn ninaaupate na npuemere CIALIS,
n30sTBalTe MpeKoMepHaTa yrnorpedara Ha aKoXoJl (HHBO Ha aJIkOoXoJl B KpbBTa OT 1 Haj 0,08%), Thii
KaTo TOBA MOJKE /1a YBEIMYH PUCKA OT CBETOBBPTEXK, KOTaTo CTaBare.

AKO cTe npuesu nopede ot Heodxoanmara go3a CIALIS
Cebpxere ce ¢ Bamus nekap. Moxe a mony4yuTe Hexenanu epeKTu, OMMCaHu B TOYKa 4.

AKO UMaTe HIKaKBH JIOMBIHUTEIHU BBIIPOCH, CBBP3aHU ¢ YyIoTpebdara Ha TOBA JICKAPCTBO, TOMUTANTe
Bamms nexap wnm papmareBT.

4. Bb3MOKHU HEKeJTaHU PeaKuu

KaxTo Bcuukwm ekapcTBa, TOBa JIEKAPCTBO MOXKE Ja MPEeIN3BUKA HeXXeJIaH! PEaKIiH, BHIIPEKU Y€ He
BCEKH T'Hl TofTyyaBa. Te3n epekTH OOMKHOBEHO ca JIEKH 10 YMEPEHH 10 IPUpoJa.

AKO N0JIyYuTe HAKOM OT CJIeJHUTE HesKeJIaH! JIEKAPCTBeHU PeaKkLUuu, clpeTe ynorpedara Ha

JIEKapCTBOTO 1 He3a0aBHO MOTHpPceTe MEAUIMHCKA TOMOIIL:

- aJepruvyHy peaxiyu, BKIOUUTEIHO OOPUBH (UECTOTA - HEUECTH)

- Oomnka B 001acTTa Ha T'EPIHUS KOII — HE M3IIONI3BalTe HUTPATH, a He3a0aBHO MOTHPCETE
MEIUIMHCKA TOMOII (4eCTOTa - HEYECTH )

- TpHAaU3bM, MPOIABIDKUTENHA U Bh3MOXKHO OoJe3HeHa epekius cien npueM Ha CIALIS (wectoTa
- penxu). Axo uMare o1I00Ha epeKIrs, KOATO Tpae B MPOAbIDKCHIE Ha MOBeYe OT 4 yaca, TpsoBa
He3a0aBHO Ja ce CBBPIKETE C JIeKapsl CH.

- BHe3alHa 3ary6a Ha 3peHHe (4ecToTa - peJKH), U3KPUBEHO, IPEMPEKEHO, 3aMBITIEHO LIEHTPATHO
3peHrE WM BHE3AITHO HAMAJIIBaHE HA 3pEHUETO (C HEU3BECTHA YECTOTA).

I[pyl" n C’BO6LLIaBaHI/I HEXKCJIaHU PCAKIIUU:

Yecru: (HabnronaBanu npu 1 1o 10 Ha Beeku 100 marmeHTH)
- rnaBobosne, 0oika B rbpba, MyCKyJTHH OOJIKH, 00JIKa B pBIIETE U KpakaTa, 3auepBsBaHe Ha
JIMLIETO, 3aMyIIBaHe Ha HOCA U JIOLIO XPaHOCMUIIAHE.

Heuectu: (Ha6moaBanu mipu 1 10 10 Ha Bcexu 1 000 marpeHTH)

- 3aMasiHOCT, KOpEeMHa 00JTKa, rajicHe, TIOBPBIIaHe, KUCETUHH, 3aMbIIICHO BIDKAaHe, O0Ka B
OYHTE, 3aTPYACHO JUIIAHE, HATUYKE HA KPBB B YPUHATA, MPOABIDKUTEIIHA SPEKIIHs, YCellaHe 3a
CHJIHO ChpIIEOMEHE, YYSCTEH MYJIC, MOBUIIEHO KPHBHO HAJIATaHEe, IOHWKEHO KPhBHO HaJISTaHE,
KbpPBEHE OT HOCa, IIIyM B YIIHTE, OAyBaHEe HA PHIIETE, KpaKaTa Wi TJIC3CHUTE U yMOpa.

Penxu: (Hadbmrogasanu npu 1 10 10 Ha Bceku 10 000 manueHTH)

- ciabocT, MPUNaIbIY U MPEXOIHA 3ary0a Ha IaMeT, TI0TyBaHe Ha KIIeNadnTe, 3a4epBsiBaHe Ha
OYNTe, BHE3AIMTHO HaMaJsIBAHE WM 3ary0a Ha CIyX, YPTHKApHs (ChpOSsIIH YepBEHH IETHA Ha
MIOBLPXHOCTTA HA KOXKAaTa), KbPBEHE OT MEHHCA, HAJTHMYNE Ha KPHB B CEMEHHATA TEUHOCT U
MOBHIIICHO TTOTEHE.

[Ipu mbxe, mpuemamu CIALIS, psako ca croOmaBanu cbio WHGAPKT U HHCYIT. [loBedeTo oT Te3u
MBIKE ca MIMajIi U3BECTHU ChPJICUHH NPOOIEMHU IIPeAN 1a B3eMaT TOBA JIEKapCTBO.

Psaako e CTJOGIJ_IaBaHO 3a 4aCTUYHO, BPEMCHHO WJIX ITOCTOAHHO HAMAJICHUE U 3ary6a Ha 3pC€HUC Ha
CIHOTO HUJIK ABECTC OYH.
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Hsikou 10mbIHUTEIHN PeAKH HesKeIaHu epekTH ca choOIaBanu npu Mbxe, npuemarnn CIALIS,

KOUTO He ca HaOroJaBaH! B KITMHUYHH IPOYYBaHUs. Te BKIIOYBAT:

- MHI'PEHA, OTOK Ha JINLIETO, CEPUO3HA AJIEPTUYHA PEAKIIHs, IPUYMHIBALIA OTOK HA JIMLETO WIN
'BPJIOTO, CEPUO3HU KOXHU OOPUBH, HIKOHW HApYyLICHUS, TOBIUSIBAIIN KPHBOTOKA KbM OUHUTE,
HEPABHOMEPEH IIyJIC, CTEHOKApAXA U BHE3aIHA ChPJEYHA CMBPT.

- HU3KPUBEHO, IPEMPEIKEHO, 3aMBIJIEHO LIEHTPAJIHO 3pEHUE WIXA BHE3AIIHO HAMaJISIBAHE Ha
3pEHUETO (C HEU3BECTHA YECTOTA).

Hexenanara peakius 3aMasiHOCT € ChOOIICHA TI0-4€CTO ITPU MBXKE Ha Bh3pacT HaJl 75 FOJUHH, KOUTO
npuemat CIALIS. [Iunapus ce chobiaBa mo-4ecTo Mpyu MBXe Ha Bb3pacT HajJ 65 TOJAWHHA, KOUTO
npuemat CIALIS.

Chol0maBaHe Ha He)KeJIaHW PeaKIHH

AKO TIOJTy4HTe HIKAaKBH HEXEJIaHH JISKAPCTBEHU PeakIliy, yBeJoMeTe Baus ekap uim dpapMarnenT.
ToBa BKITI0YBa BCHYKH Bb3MOXHH, HEONTMCAHU B Ta3M JUCTOBKA HEXKETaHU peaknu. Mo)keTe ChIIo a
CHOOIINTE HEXKETaH! Peakluy AUPEKTHO Ype3 HallMOHATHATA CHCTEMa 33 ChOOIaBaHe, IIOCOYCHA B
[punoxenue V. Kato crobmaBare HeKEITaH PEAKITAN, MOYKETE J1a TAACTE CBOS MTPUHOC 3a
MoJTydaBaHe Ha MoBeYe MHPOPMAIHI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kaxk na coxpansBate CIALIS
ChxpaHsBaiiTe TOBa JIEKAPCTBO HAa MSICTO, HETOCTHITHO 32 JIeTIa.

He n3non3BaiiTe ToBa IeKapcTBO ClIel] CpOKA HA TOAHOCT, OTOENsI3aH BhPXY KapTOHEHATa OMAaKOBKa U
onmuctepa cien ,,l'onen no:“/,,EXP:“. CpokbT Ha rOTHOCT OTrOBaps Ha MOCJICIHUS JIEH OT TIOCOUEHUS
Mecell.

[a ce cpxpaHsiBa B OpUrMHajIHaTa OMAKOBKa, 3a Ja ce Mpeamnasu ot Biara. He cbxpansBaiite mpu
temrepatypa Hag 30°C.

He HBXB’BpJ’IﬁﬁTC JICKapCTBATA B KaHAJIM3aluATa UJIU B KOHTefIHepa 3a JOMAalIHU OTIIaaABbIIH.
Ilonuratite Bamus (I)apMaLICBT KaK J1a U3XBBPJIATE JICKAPCTBATd, KOUTO BEYC HEC U3M0JI3BAaTeC. Te3u
MCPKH 1€ CIIOMOIrHaT 3a OIla3BaHC Ha OKOJIHATa Cpca.

6. CpabpskaHMe HA ONIAKOBKATA U AONbJIHUTEIHA HHGOpManus

Kakpo cbabpxa CIALIS

- AKTHBHOTO BelnlecTBO ¢ Tananadmr. Beska tadnerka CIALIS cpappika 20 mg tagamadur.

- JApyrurte cbCcTaBKHM ca:
Slapo Ha TadJeTKaTAa: JJAKT03a MOHOXHAPAT (BIKTE Kpasi HA TOYKA 2), KPOCKapMeIll03a HaTpHi,
XUJIPOKCUIIPOIIIIIIENYII03a, MUKPOKPUCTAIMHHA 1IeTyJI03a, HATPUEB JIaypuicyidar, MarHe3neB
creapar, Buxkte Touka 2 ,,CIALIS cpabpika nakToza®.
DuIMOBO MOKPUTHE: JIAKTO32 MOHOXHUAPAT, XUMPOMEII03a, TPHAIICTUH, THTAHOBB JIUOKCHUJT
(E171), xbaT xene3en okcun (E172), Tank.

Kak m3rieskaga CIALIS n KakBO ChABbp:Ka ONIAKOBKATA
CIALIS 20 mg e xbara ¢punmupana TadieTka ¢ popmara Ha 0ageM U € MapKupaHa OT eHaTa CTpaHa
c"C20".

CIALIS 20 mg ca Hamu4HU B OJIMCTEPHU OMAKOBKU, Chiabpxaiiu 2,4, 8, 10 unu 12 TabieTku.

He BcHuKkM BHIOBE OTIAKOBKH MOTAaT Jia ObJIaT MMyCHATH B IPOIax0a.

92


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IIpuTexaTen Ha pa3pelIeHNETO 32 YIOTPeda U MPOU3BOANTE

[Tpurexaten Ha pa3pemienuero 3a yrnorpeba: Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD
Utrecht, Hunepnanaus.

[Ipomssoguren: Lilly S.A., Avda. de la Industria 30, 28108 Alcobendas, Madrid, Mcriaamust.

3a nomreIHUTENHA HH(OPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBHPIKETE C€ C JTOKATTHUS
MpeJCcTaBUTEN Ha MPUTEKATEIS Ha Pa3pelieHHETO 3a ynoTpeoa.

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Buarapus Luxembourg/Luxemburg
TII "Enm JIwnmu Heaepnaua" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Tein. + 359 2491 41 40 Tél/Tel: +32-(0)2 548 84 84
Ceska republika Magyarorszag

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

Tel: +420234 664 111 Tel: +36 1328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.

TIf: +45 4526 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 Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
EALada Osterreich
OAPMAZXZEPB-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 Lilly Portugal Produtos Farmacé&uticos, Lda
Tél: +33-(0) 1 554934 34 Tel: +351-21-4126600
Hrvatska Roménia

Eli Lilly Hrvatska d.o.o. 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 8545 250
Kvbzpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

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

Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: +371 67364000
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I[aTa Ha MOCJICTHO NMpepasrjexkaane Ha JUCTOBKaTa

[MonpoOHa nHpopMalus 3a ToBa JIGKAPCTBO € MPeJA0CTaBeHa Ha yeOcaliTa Ha EBporelickara areHIus
o nekapcerara: https://www.ema.europa.eu
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