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HIGHLIGITTS OF PRESCRIBING INFORMATION 
ThlH hi1hlighbi do ■ot incl■da all Illa infonnalion naadad to IJH TADAI.AAL TABLETS safaly and affadinly. Saa lull prescribing irdonnalion for TADALAFIL TABLETS. 
TADAL.AFIL tablelS, lor oral use 
lnltlal U.S. Appl'OYBI: 2003 
--------------------------------------------RECENT MAJOII CHANGES---------------------------------------------------------
Warnings and Precautions (5.4) 05/2017 

······--···--···--·········-·····-------···--·········--···--···- INDICATIONS AND USAGE ·-·········-·····--···--··················--···--···--················-
Tadalafi I tablet is a phosphodiesterase 5 (PDE5) inhibitor indicated for the treatment of: 

erectile ct:{sfunctlon (ED) (1.1) 
Iha signs and symptoms of benign prostatlc hyperplasia (BPH) (1.2) 
ED and the signs and symptoms of BPH (E□/BPH) (1.3) 

lftadalafil tablets are used with finas1eride to initiate BPH treatment such use is recommended for up to 26 weeks (1.4). 

·-·········--···---·---················--···--···--·········--·· DOSAGE AND ADMINISTRATION ··--···--···--················---·---·---················--···· 
Tadalafll fil/Jlvts for us9 i1S ll(J8(i9d: 
ED: Starting dose: 10 mg as needed pr1orto sexual actMty. Increase to 20 mg or decrease to 5 mg based upon efllcacy/lolerablllty. Im prows erectile function compared 
to placebo up to 36 hours post dose. Not to be taken more than once per day (2.1). 
TildiJ/afil f.iblets for once daily use: 
ED: 2.5 mg taken once daily, without regard to timing of sexual activity. May increase to 5 mg based upon efficacy and tolerability (2.2). 
BPH: 5 mg, taken at approximately the same time every day (2.3) 
ED and BPH: 5 mg, taken at approximately the same time every day (2.3, 2.4). 
Tadalafil tablets may be taken without regard to food (2.5). 

·····-·····--···--·····-·········---·---···--················-· DOSAGE FORMS AND STREtlGTHS ········--···--···--·········-·····---·---·····-·········--···· 
Tablets: 2.5 mg, 5 mg, 10 mg, 20 mg (3). 
-·····-·········---·---··············----·······-····· CONTRAINDICATIONS·--·---··············---·--·········--···---

Administration of tadalafil tablets to patients using any form of organic nitrate is contraindicated. Tadalafil tablets were shown to potentiate the hypotensive effect of 
nitrates (4.1). 
History of known serious hypersensitivity reac:tion to tadalafil tablets or ADCIRCA<l {4.2) 
Administration with guanylate cyclase (GC) stimulators, such as, riociguat (4.3) 

---·---·········-·····---···-···········--·--- •••• WARNINIIS AND PRECAUTIONS-···--·········--···---·····-·······-----
Patients should not use tadalafil tablets if sex is inadvisable due to cardiovascular status {5.1). 
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FUU. PRESCRIBll8 IRF0RMT10II 

1 I11D ICATIDNUND USAGE 
1.1 Er11tll1 li'fl!Ln1IDn 
Tadalalll lablm are Indicated for1h1 1remen1 o1 erec11I1 lly$1unellon (ED). 
1.2 llllnlgn Prldlllc Hyf1rplHla 
Tadalalll lablffl are Indicated for1111 1rMlmen1 o1111!1 sl!lns and sy•ms DI llllnlgn prostatt hyperpll.Sla (BPH). 
U Enidlll [IJIIIR1IDn ud Banl11 Pru■bdlcltyp-,lala 
Tadalalil 18.blrts ara indicatad for111e 11119:tmenl 01 ED and 1111 eigns and symp-tOma of BF1l (EDIBPH). 
1.4 LknllB.1lclni:fU. 
lftldalafi lalllats ar11 usad with finastllride ID irmate ePH traatrnerrt, such u!lll is roocrnmandl!C for Lfl to 26 weaks 
booause thl incramental booefit al taDalalil tablets decnases from 4 weeks ui1il 26 weeks, arKI the ilcremerllal 
boollft of tadalafil lab IBIS beyond 26 W!lllks is unknown [SIKI ClinilRI Studi8s (14.3)1. 
2 OOSIIIIE MIO ADIIIINl51RATIIII 
Da ■at split Tadallltl 111111111; lnllnl •0111 lhllld bl llkll. 
2.1 Tadllafil 11•I111k1- 111111 N8Ml&.flr Emtill Dpfunctirrn 

Tiro rocommend,d starting do'"' of tadalafil tablllIB for UM ao lll!IDBd in most p1tiants is 1D mg, lllk8ri 
prior ltl errti,iJIIIIEd sa,:ual octivily. 
Tire dose mey t,e inc ..... ed ltl 20 mg or de<remd ltl 5 11'(1, b"""d on i-ldividual efficacy 111d tol,rebili1y. 
Tire muimum recommended dOlling frequell~ is oric1 inr day in most ?B1i1lllll. 
Tadalilfil lllble1:! lar us1 as need1d W111 1IJJM1 to inprCM mctile function eompa-ed to plmOO upto 36 
hours following dosing. Therefore, when advising pl!lients on optimal use D1 tadalafillilllets, this should 
be 1aken Into CDnstde1111on. 

U 'lldllllltl 11•11111111 OnCI llally UH lnr Er1ct11 Dyl1undln 
Tiro nr,;ommond•d ortarli'rg do"" oftadalafil tabl,ts for once daly uso i• 2.5 mg, labn !II app~!llllly 
U., nm• lirTII! o'fflr; dll'.{, witto.nrl rirgard to timing D1 5Hlua.l activity. 
Tire tadalalil lablfil dose /al <.Nl~e daiy us, ma,~• i,r;rea"l!d ID 5 mg, based on indiYidual l!ffi:ocy and 
tolerebiity. 

2.3 lad1111111 lllblatstJrO■GI OallyU18 fir Ba■ lgn l'llldlll111Jparplallll 
Tire reCDf!Wllended dose of tadalafil tlblets 1or DOOi daily use is 5 mg, taken Ill approximately the same 
Ume every day. 
When therapy !or BPH Is lnltlllled with taoalafll ta1Jle1s and flnaslertde. the n:commencled dose ol 
tadalalll lablels for once dally use Is 5 m11, taken al appro:<lmalel\' the same time every day !or up to 26 -·· U Tadlll81tl 111•11111 for OnN llally U1e lor Erect11 llyl1Unclll •• , Benign Prurll11c Hypa"lnlll 

The rei;omm1ndod dose of tadalaflltlblet!s !or on&edally uso ls 5 mg, taken at approximately th1sam1tlm11111,ry 
Uay. wrt11ou1 "!lard Ill Urning of sexual ai;tMty. 

U Use wtll food 
Tadalalll lablrts may bi taken Wl1hWI n~ to food. 
u UH In Spa~lllll Populllf ■na 
Rooal Impairment 
Ta/Ja/a/i{tao/r1/sfor/Jseas N90/Jed 

C111atinile clearance 30 10 5D ml/min: A Slalting Gose of 5 mg not mon than once ~r day is 
1BC1Jmmll0011d. and the mulmum dose Is 10 mg not more than 011C11 In ewry 48 haun;. 
Crtatlnlne clllill'lno::e Im thiln 30 mL'mln or on hemodlalysls: Toe mwnum dooo Is 5 ITl!l not morv than 
DIICll m evary72 houn; [588 lt'amllrgi' andP/ll/;//ullo/Js fS'.7) and/Js&lnSfl6C]ftcPIJ/]IJ1a/llJl1 (8.7)J 

Tadllllfi/ II/J/Bl8 for Ona, Daily UsrJ 
Erecf11 Dylfuncti:11 

Cr11atini-11 clear.mc1 less than 30 mL'min or on h1modialysis: Tadalalil labli!ts for once daily u!lll is not 
IBCllmmrndlld [SIKI waminOS and PrOOWti//flS (5.7) and /Jsa in Spoo,'fill Pllplifiltioos (8.7)]. 

Benign PoliiWic Hyperplasia and Eo:crtile DysjuOOlioo&nign P[(§tltic l:t{gerobsia 
Cn:atlnhe clearance 30 to 50 mL'mln: Aslartlng doe of 2.6 mg Is reoommendoo. An lruealle to 6 mg 
may be oonsld1red b1100 on lrKIMOJal response. 
Cn:atlnhe tlEarance less than 30 mllrnln or on hemodlalysls: Tadalllfll lablels for once dally use Is not 
rvcommamlld {~ waminOS and Prtlcallf/11118 (5.7) and Ulm Ill 5pBclfic PDplilllllfll1s (8.7)]. 

HBpati; lmirmant 
Tadllllfi/ too/et,/ WI' /.1,eB• 1/f'!f!dec/ 

t.lild or mod,rale (Chilo Pugh Class A or B): Tire dose should no1 exeeEd 10 mg once perde:v. TlrE uge 
oi l!welaff table1s once per dll'/ hwl mrt been exten!!Mlly ewlua11id in ?lllien19 wlh he?atic i'npainmnt 
iull lherefore, ClllJ1ion ill advisEd. 
Severe (Chilo Pugh ems CJ: The use oi t!Dalafil lillle1s is not recommended {see Warnings 1/ld 
f'rllcaut/lJJls (6.8) 111d Use 111 SpflC/f/c PopuJatlorls (B.B)l. 

T.!daM/111/J/BtB for /)111',i! ruJ/yUs,J 
t.lild or modorJ.1B (Child Pugh Class A or B): Tadafolil llrbllltsfor one& daily""" Ml! not ""8n •xl•re!ivoly 
11111luat,d in ?Bti•nts with hepatic i""airment. Thor!lfuro, caution is a<lvmad n tadaefil tabllll! for once 
daily use is pre,uilEd 1o 1he,e patient,. 
Severe (Chilo Pugh !lass CJ: The use of t!Dalafil table1s is not recommended {.,,. ~ snd 
f'reawOO/ls (5.8) Md Use NJ S{,flCific Poplil1ltiomi (8.B}/. 

2.7 Cun■oI1b11 Madlllllllonl 

'"""' Concomltanl use ol nltrales n any lorn, Is con1ralndtatoo {Sl/f! CO/J"1MIJl(;afions (4.1)/. 

Afpl,a·BIDGkers 
E □ - When tadalafll tablllll! ara ooadmlnlst1reU wlll1 an a~l·blot:ttrr In pa11!111& being treal8d 1or E □, pllfenl6 
slloutl be stable on atP,l·blod<l!r th,rapi1 pr1orto Initiating trea1m1111, and latlaal'II tlblets shorAd be lnfflimd at 
the lawest recommended do• [see ~mlr>Qs wrd Precsutlons (5'.6), orvo lnterar:.Uons (7.1). and C/lnlcal 
P/rarmaco/lJW (12.2)1 

BPH - Tadalalll tablals arv not recommended for U!II In oomblnatlon with alpha-blockers for tha lnllltmant of 
BPH /!/18 Wilmlngs N1d PriKiaufkms (5.G), Drug lll'61ral!/IIJJls (7.1~ and Clln/rial Pl!armaco/ogy (12.2)]. 

CYP3A4 lrt1Ibltors 
Ta!Jalall{ ab/m for USfl as NesdmJ- For patlallls 1aklrig ooncomltanl pabrn1 lntl!ltm of CYl'3A4. such IS 
keloconarole or rltonavlr, ttra rrwdmum recommended DOSfl of tadillilfll tlbllrls Is 10 mg, mrt to mroood onoo 
11'1111Y 7Z tlour5 [s,e lt'irmlngs ilf1l1 PmautloliS (5. W) 111d LIIIIU 11111Kact1rms (l.2)]. 

Tada/all/ tablat:i tor Onell lJally 1Js6 - For palfellls i..tng oonoom1t,111t patent Inhibitors Ill CYPJA4, such IS 
kelaconarole oc rtton1vtr. th1 mulmum recommended 0068 Is 2.5 11'(1 [Yll W.1ml!lgs ilt1d Pr9cau/loos (5.10} ~/Id 
orvo lnllmiciions /7.2)1. 
a DOSIIGE FORftlUND STRBIGTH5 
Faur strm~hs of almond-shaped lallll!ts are available in differ11nt sizes and V(!llow color. 
2.5 mg tablets debamd wth "TAD• 
5 mg tallle1s debossed wi1h "Ts· 
10 mg tablets OebaM with 'TIO" 
~O mg tablets deboM with 'T20" 

4 COIITRAIIDICATION& 
4.1 Nllraml 
AGministnrtion of l!walaff tabllrls 1o patiants wll:J are IJ8i111 •"!' loon ol organit: nitral!r, onh..- "'IJUlarfy and/or 
int!l'lllitt&nlfy, is <DrtraindiolllKI. In clirit:1I P,ormaookt(iy studies, tadaefil tabl818 ,_, ahown to pot!llli!IIII IIIB 
hyp0011Sive effect <i nibms {.,,. Cliniaii Plmmw:olvyy (12.2)]. 

4.2 llypum11lllvllJ RHcll-
Tadalafiltablets are oon1raindicaled in pllieri1s with a known serious hypersensitivill'ltl tldala~I (ladalllil lwlats 
er ADCIRCA~. lfvpersensitivt, reactions have lle1n reported, il:luding S1e¥ens-Johnson s)'l1drome and 
exlalllllve dermatitis [see Adwmie Re8ctloas (6.2}]. 

U Cunttnb■t QIUJl•IB c,ct,■e (SC) 11I .. ul■tn 
Do not U5t1 tadalilfII tablllll! in patients M1o are usi'lg ~ GC stimulator, ,ucti ,n; rio,::ig!lal. PIJE5 irtrIbl1,;rr;, 
including lll;talafil tablets mar pollrnliate tlrH hypotni'ffl l!ffllci• 01 GC slimuliton;. 
5 WAIDIIN6S MD PRECAUTIONS 
Evalllllion 111 1rectile dysfure::tIon and BPH aooui. il&lude an 1ppropr111e medical lll!seasment ID IdentIly 
potential underll'ing caU&eS, as well as trmtmefll:options. 
Before prescribing ladalafll tablets, It Is I,,.,or1an1 lo note the 1otlewlng: 

5.1 ClnllOVHCllar 
Physicians should consider tM can1IOYascular smtis ol tMt patlems. since lhere Is a dei,ee of cardiac risk 
assocl!!led with s,xual activity. n,,rmrre. trtlillments 1or eraGl:II1 dysfunction, lncludhg tldalafll tabllrls. shoull1 
not bl used n men for whom 51.1.11!11 actlvtl)' Is lm11Msabl, as a resul of their undll'1ytng caltlovascul1r sll.tus. 
l'lU9111s who a~pert,n::e symptom, upon lnfflatlon of HI.Ila! actlvlly 11D.Jlc be ad'llsed ID refrain from flrther 
99lCual actMty and 888k Imm date mecllcaf a:tentlon. 
Physl:lans shorJd discuss wth patients the approprlata a:Uon In the &Wm 1hat 11111'/ axl]«lence anglnllf elE!II 
pain requlrtng nltrtJtllycertn follCMlng lntak& oftadalalll tlblm. In such a 111111m, who has tak!r1 tadalalll tlbll!S, 
whars nl1rate adm~ls1rauon 11 dailmlld mlldlcilly nacassary !or a llla-lhreatanlng sttuatloo, at least 48 hours 
shoukl have elapsed arttr the lil$1 dose Ill ladalaffl tablets belonl rltralll admlnlWllfon Is considered. In such 
clroomst1u:es. r1tra1111 slD.Jld still only bB Mmlnlslllrlld under close m1dlcal supervision with approprlal& 
hemoit;namlc monI10rtng. Tllerelore. patients who e)(l)el'lellCII qNI cll!st pain atter "taUng tadala11I tablel!l 
should -k lmmdlle mlldtal allen1Ion. [SIJ(I C~s (4.1/ anti Pat/MtCoun581111g /rrformirlfon (11.1)}. 
l'lllenl!; wlll1 1111 wntrlcular ootfkrw ol:l51ruelloo. (e,g., aodlc stanosls and lclopattt: hypert~hlc subaortlc 
stenOllie) can be semitiva lo tile 1clian of v/Jllodilab:n, inclldng POES inhibllllrs. 
The following groups of prtienlS with cardiovasi:ular ciseau W1re nCII inctudlld in clinical eafaty and afficacy 
trials for tadalafil tablm, and thOO!fore until fllrtlEr infonnation ;; aoailallla, tadalafil lilllets am not 
rooommandad 1ar 11E following groups of ?Btients: 

myocardial illflrction within the last 90 days 
unstable an gila or angina occurring during sexual il!Groourse 
New Yortl H&art Associillion Class 2 orgruatllr heartiailure in the last 6 months 
unoontrollad arrwth'nlas. lrypcrtenskirl (<90/50 mm Hg). or unoolll:rolled lryp1rtanslon 
stroke wltt1h ttra llst6 months, 

H, wltt1 otl!Br PDES lrHbll:ori. ladalafll has mile 5)'51emlc wasodlliltory propartfe, that ma,- rtlliUlt ti translilll: 
decllMlla in bklod i:nssure. In a clinical pharrna:alll!lY sludy. tltdalaiil 2D mg ra&uHed in a mfllin lllMimal 
DOCIBll!lll In Sl.111118 blood pressure, ralil1Mr to placebo, ol 1,6/1l.B mm Hg In hlllllly subjects {S811 C/lnJCJf 

i'IY11TlilCOlo/N (12.2)}. While this effact should ncrt be of consequence In mosl patients, prlCI' ta prescrtblng 
tadelafl tabta1s, phy!!lclans shauld careiully cOlll!lder whather thalr plllen1s v.tth undertylna cardkl'leseular 
disease coulc ba affected ldver'!llly by such v/Jlladila!Cl'y effaclll. Patients wi1h severely iml)llirad 1utonomic: 
control of blood pressura may ba particularly HnBniveto Iha actions 111 vaoodilatars, including PDES inhiljjGra. 

5.2 Patantial fllr Onra lrlln.r:liCIII Whln Taing Tad1lllil ll~hlll for Dr11a lllily UII 
Physililns should be aware that !Malalil tablets for onoe daily use prol'ide1 oollliluous plasma tadalllil levels 
and should oonsider this when &d.Jatina the potential for interactions with mlldicalions (e.g., nitra18S, 
alpha•blockars, antihypertensives and pollrnt ilhibiton of CYP3M) and with substan1ial oonsumr,tion ot alcohol 
(Sf/fl 0FIJ{I lntsractl/Xls (7. I, l.2, l .3)}. 

5.3 l'IIIID11119d Enrctf ■n 
Thero llrVH boon rare IIJJ]r1ll of prolonged onrc:tions grvlllrrthan 4 hon and pri~m (Painful •rectionsureo.t1rtll1n 
6 hours in duration) fur this elm, DI t:ompaunds. Priopism, n not troal!!o promptly, can 1116Ult ir irnMtroibl• damage 
totlr• EHC:tiletis,u,. Pa1ien1ll who have on ereation lll!rliOG grelller than 4 ho•rs, whether P1inilJI or not, ,hoold ""'k 
emeruency medical ottentian. 
Tadalafil tllblets should be usOO with caution in patient, who hwe c:ondnions that might pr1cispose them to 
priapism (such as sickle cell anemia, mulliple myelama, or leukemia), or in patiems with amtomical defarrnrtion 
01 the pEnls (such as angullllon, cawrmsal ftbrosls, or Peyronle's disease). 
5.4 EftdUI 1111 Eya 
Physi;ians should advis, p~n1s to •top u"" of all pho0:ll)hodi'61..-ase lypi:! 5 (PDE5) inhiljjGra, int:Wing 
tadalafl lillla1s, ~nd so,k mlldi.af atten1ion i-1 ths ev1:1m of 1 •uddsn lll:!6 al •ision i-1 Oil! ar batlr eyos. Such an 
evr.,nt may IE e sign of non--erleriie enl!!rior 'lchemic optic neuroplllh, (MAION), e rare ooncition and • cause of 
decrnased wsion, irdudirci permanent lo,s DI •i•ian, thlrl has been reportEd rarely p<.181marlceting in lemporal 
!IS!locirtion with the use of ell PDE5 intil.itors. Bas•d en published ib!rature, the mnuel incivence of NAION i9 
2.5-11.ll cl.8eSper 100,000 in male9 aged :.50, 

An observational c:ase--crossowrs1u~ Mluated111e rtskof NAIONwhen POES lnhlbllllr use, as a class, occurred 
lmmedlallll, before NAION onset (within 5 halHlves), compared to POE5 lnhl~ltor use In a prtortme ?(ldod. The 
resuls SU(lgest an approxfmale 2-fokt lncre111 In 1he rtsk ol NAION, with a risk .iIrna1e a1' 2 15 (95% Cl 1 05. 
4.34). A similar study rvportl!C a coll!istent fll&Jll. with ~ risk ssli"nale of 2.27 (B5% Cl 0.99. 5.20). Olh!I' riak 
far;ton; for NAION, such as the pns111C11 ITT •crawdlld" of.Iii; dI5e, may havtr contributed Ill th• oc;t:urnnt:111 of 
NAION In lh!!Se studies. 
Nilhher Iha 11n po111m1rlcftqf reporu, nor the 18!1Cdllbi Cl'I PllE5 Inhibitor u .. and NAION In 1h8 ol)119rn,.1loral 
!ltlldles, substan1Iatea clU!laf re111Ion111fp llalween PIJE5 Inhibitor U!III and NAION [snAdvir!B RIIIIClhlns (6.2JJ. 
Physicians should oonsld1rlltlather1helr patients with underlying NAION rtsk lacrors CllUld be advan;etyafflc:ted 
by use Ill PDE5 Inhibitors, lndMduals who have already eiq)lrtencad MAION are al lncremd risk of NAION 
reourreiu:e, Tl1erelore. PDE5 lnhlbl:ars. lrnludlng tadalalll tabl81S, should ba used with cauuon n thlSII pllfents 
and only when 1111 arrtfclpmd b1nellts outweigh 1he risks, lndMdllills with "cmwd1d• opllc disc anr also 
oonsld1red at greillllr risk for NAIDN comparvd Ill the gen,1111 populalfon: holwvlr, evlderne Is lnsllfllclent to 
supper! scni1nlng 01 prosp1clfw u5111rs Ill POE5 lnhHIDrs, lm:tudlng tadalafll latt!ts. for this unoommon 
oondH:m. 
Patients with known heredil.!ry daganerative retinal disordars, inciudi"ll rllli-litis pigmfllltlsa, were n01 included 
in the clinic.al trials, arKI use in tOOS9 pa1irnts is n011BC1Jmmmdlld. 

5.5 BlldOn Hllll■g Lia 
Physi)ilns should aclviso patients to stop taking PDE5 inhibitors, inolldrig tadalafil tablets. arKI sook prompt 
medloal llllentlon In 11E mml of sudden decruasa or lol;s oi hearing. Tl!Bse mnts, which may ba accompanlod 
by tinnitus and dlzzlnass, have been reported In tamparaf asooclalfon Ill 1111 lnlilke 01 PDE5 hhlblton;, looWlng 
tadalafl tablllt:1i. It Is n01 pas1lble to diterrrAiB whelher thase mnls are relaled dlrec:tl, ID 1119 use of POES 
lnhlblllro ar to other faciors [SMMvBrne RMCf!oml (6.1. 6.2)1. 
5.1 Al-111-blaturs al'II Allihyp1111nsim 
Phyd:lansshould dl1cuBS with ~nla tilB potantlal lortaclatdll tlblalsta au(Jllent tilB blood-pr1111rura•lawartng 
effect of alpha ·black,111I an d anttrypertermive mlldicatiore, [SH Oil//) lllllNIICtfon8 (T. 1} lll1li C!iai,;a/ Phammola • 
W(l2.2}[. 

Caution is advised when PllE5 inhibilllrs era co8Dminioter00 with alpha-blo&kers. PDE5 intibitoor, iricluding 
tadalafil l!lblets, wid efpha-wlrenergic blacking egenl!! are both va,odillltars with blood-gresrun:-lowering 
effects. When 1/l800ialors are u1ed in eombinllion, an addilil'e effed on blocll pressure may lie ami:1)1ted. In 
same patienlll, concombnt use o1 thEse two dnrg classes can lower blood pressure signtticantly [see Druo 
Jnrem&t/ons (1.1) 1111d C/JJi/cal Ptlarmualogy (12.2)}, lmth may lelld to symp1omatlc lrypotenslon (e.g., 
lafnthg). Conslderallon should be given to the lllllowtng: 

" Pationts should 1111 stabla on alph~cr.la lh,rapy prior to initi!llin~ a PDE5 inlibitor. F'atianll! who 
demonstrntr., hermdynamic in,tatilily on efplE.-blocl!,rtherw; alone ere at irternased ri,k o1 symptomrti: 
hypoten,ian with c,:w,comfuint use Cl'I PDE5 inhibitors. 

In those 1)111:ients who ere s18ble on alphil-blockertherepy, PDE5 i~,ton should be inilialett a1 ll>l lowest 
recommended W1e. 
In lhose patIeru alreacfy liiking an optil1Imd dose of PDE5 i"tlibitor, lfpha-blocker 1herapy 1horJd be 
InI1ialed at the lawest dose. Stell\'lise increase in alpha-blocker dose may be ISSDcialed with fudller 
lowertng of blood pressure when taking a PDE5 Inhibitor. 
Safely of combined use ol PDE5 lnhlbllors IWld alpha-blockl:rs may be affected by other v.irtables. 
lnclJcflng lntravaGCUlarVOIJ1!18 deplB1Ian and othlrantlhypertengtve dn.igs f8M IJQl/a(Jlll//dArim/nlff­
li,Jn (2.7);111dlJ/Vfl~m; (7.I}]. 

Jll'li 
Tile efficacy of 1he colldmhlstro1Ion of an alphil-blocllllr and ladalaff tablels for111e troa1mem of BPH h/Jll 
nDI been adequ11Bly studlad, iWld due Ill tha pol.!ndaf W190cllatol)I effect!I of C001blned UB9 resulting In 
btoW plll!isure ICMemg, the comblnatDI Cl'I tadlfafll tables and afpha-bloc:ker5 Is nCJt raoommanded fDr 
Iha 1111a1m1nt of BPH. [see Dosa(/1 and Atlmln/striJ1/oo (2.7}, {)rug 111~s [l.f}, and C/lnkal 
PharmilCll/r,g)f (12.2JJ. 
Pall1nts on alpha-tilDckertherapy for BPH shauld dlsClln1Imie their alpha-blocker a1 Ieas1 one day poor ti) 
slal1lng tldalaffl tablel!l for once dally use !or 1119 trea1mem ol BPH. 

U Rlln1l lmp1lrrn1m 
TldalalH tablm ror/J9/ n: NMI«! 
Tlldalafll 11blats ahoi.ld be lmlted ID 5 l1l'J m1 moro th!ll ooc:e In ewry 72 IJ:iurs In l)lllfan1s with croatlnlne cllRl'!llc:e 
IHStlr!ll 30 ml./mh or lro:l·llagl renal dlsme on hamodlalysli, Tlla 81lltq dose llftlDRlaflltBbllrls h prtlanb! whh 
(J1181Inlll!I clar111c:e 30 -SD ml/mm shaulc Ill! 5 mg not n-.:n then ono::a !)Br day, aro:ftlra 1111U1lm1111 dOII should be 
ll"nltlld m 10 ma n01 more 1han anc1 In Mry 48 hours. fsse Usa lnSpBclfk Papu/alltm$ (8.1}}. 
Tli.~ta/J/rns/QrOnC110di/y Uso 

" Due ID lncraased t!Dalafll a:q,osure (AUC), llmlbld cllnlcal eiqierklnoo. nl 1ha lack of ablllly to lnfloonc:e 
clearance try dlalysls, tldalafll tablBts for once dally uoo ls ncrt reoommended In pa1I11111Swlth crea11nlna clearance 
lass than 30 ml/mh {S6fl Ug Ill 5/IIICltlc Popl/lirtJons (8.7)/. 

BF1l lrKI ED/BPH 
Due ID inGre&Md tadBlafil BXflDBure (AUC), limited clinical IIXpBrillni:e, nl !IE lack of ability to infloom:e 
clearance try dialysis, tadalaliltablets for onoodaily use is not nmamm!rrled in patients with crea1inine clearanoo 
less than 30 ml/min. In patients with creatnne clearance 311- 50 ml/min, start OOSing at 2.5 mg OOOI! daiy, and 
increase the dose to 5 mg once daily based upon individual raspanse [see OOsageanrJ Admirlistlition (2.6}, Im 
ill Sf)etitir: Popu/alillni (8.1}, ami Cfinir.aJ PllarrnaCllhJIJY (12.3)]. 
5.8 Hep11ic l11painne11 
TarlllWil tablets /Qr /he 1111 Nwded 
In patients wilh mild or moderate hepatic ill1)airment, the dose of tadalalil tablets should not exooed 10 ITl!l. 
Because of lnsufflclEl11 hlormdon In paUm with severe hepalt lmpalrmert, use ol tadalalll tablets In lhls 
group Is nof recommended (see IJsf/ 111 Spoolt!G PoplilalflJlls (B.6)1. 
T,,daM/ tabl6/s illrOnr:o OJii/y Uso 
Tad .... il tablBIB for ooc:e daily USII hH nCII been IIXln1iwly 9Vlllllil1'11 in p1tients with mild or modlllllti hepm; 
impainnent. Tlrerefin, caution is IEVised n tadalalil tab~ for once daily u,e is presc:rbd 1D these patients. 
Becuus, of insuffieiEnt ilformrion in potienllr with ,evere hepalE impoirmert, use of tadatalil tablels in 111'1 
group i, not recommended {see Ilse Ill Specifie Pop!ilstians (B.B)l. 

&.9 Alooh1I 
Patients should ~E m8De aw11re that batlr alcohol and t!Dala/1 tall~, a PDES lnhlbllllr, act as mild vasodllr!Drs. 
When mild vasodlators aro taken In eomblnatlon, blood-pressure-lawerln~ effects of each lndlvtdllill oompOI.IIU 
may be lncr&ll!1d. Tlrerelore, phyglc'-16 should lnlonn pl!llents 1hat substan1lal call6llmpHon ol aloohol (e.g., 5 
uni~ or ~nraler) in combination wlh tadallfil w,tets can int:raas<r the pcrl!nlial Jar arthoabrtic sign1:1 and 
symptom•, including incnrase ,n IEart rata, d•crease in 51are.l"lf blood pr,s,ura, dIuInass, and h8il.1ac:hs /f<IJ(I 
C/ini,;al l'llannac:v/!lW' (12.2)]. 

5.10 Cu■conrb■I Un DI Polam l ■~IUIDII ol Cylochr■ma P450 3M (cYP3M) 
TadallllII lllblets are mellbolized predamin1ntty by CYP3M in the liver. The dose of tadalalII lllble1S !or use as 
needed should be limited 10 1 D m~ no mCR than once every n hours in patients llikIng pC!IEnt i"tlibitors 111 
CYP3A4 such as rllDnM, keloCllnazolB, and ltraoonamle {see Drug lflteractloos (1.2}]. In patients taldr,g pomnt 
lnhlbltcrs of CVPaA4 and tadalilfll tablets !er once dally use, 1he mulmum n:oommended dose Is 2.5 mg/~ 
D08aQ6 and Mmlnl6!ratfon (2.7)]. 

~.11 Cul'1ll1do1 Wit~ 01111r PDE5 ln~lbl1tn Cl' Enrlllle Dp11nGl:krn ThnplR 
The Alllly ;nj llfflcacy of comblnatlon5 of tadalafll lablllIB and ottr■ r PDE5 l'jrlbllurs or tnillm■rr1s for ■r1cllla 
dyl1une11on IE.ve not been studlad. Inform pa11il'rlll not to tal<I latlalafll 1ablal!I with other PDE5 lrtllrltJJrt, 
Including AOCIRCA 

&.12 Efte1111 BIHdlna 
Studla:s llr llltro have damons1rated that tadalaftl Is I !IIIDCIMI lnhlbllcr ol PC.:5. PDES lslllund h platel9Ts. When 
admlnll'tllred In camblna11on with aspirin, tadalalll 20 mg did not prolong blsedlOII 11'ne, relMM to aspirin alone. 
Tadalalll tablets nave ncrt be1n administered to pa-tlents with bl1111dlng disorders or slgnHlcant ac11ve peptic 
UICll'atlon. Although ladalaftl tablets llaYe not l!Mn shoWn to IIICrtaSe btNdlMg times ., heallhy subjlcts, use In 
patl1nts with bltlldlng dlsor<11rs or slgnHli;antactlve peptic ut1ra1Ion should 1111 based ll)Dn a carotul rtsk·benlflt 
assessment 1111:I cau11an. 
5.13 Cau■IBl~a Pllflntl Nlolll SUllllfly'ln.nsrnllled ot .... 
TIE use of tadalafil tabl118 offers no pmllction 1gairmt SE!lllliflytr1nsmittad diaaases. Couneeli"ll patienll! about 
th& protlletiw 1T11asums nooassary 10 guard aQainst ooxualy transmitlad ciooasas, including lllman lmmunmle • 
1iciencyVinrs (HIV] should be considered. 
5.14 CD11i,1rlli1n 11 llllllr Urolagical C11ditionl Priar la lnitilling Tr11111Htfor BPH 
Prior ta inniating treatmen1 with tadalafil tablels for BPH. consideralion should be given to athar u~ol)ioal 
oondltlons that may cause stmllar symptoms, In lddfflon, prostml cane..- and BPH may ooeJdsl. 

& ADVERSE IIEM:11015 
1.1 Clmicaf Trials Ei.,1rilnce 
Bocaua, clinical trials are conducted under wi:f,ly varying ,;onditi:ms, odv,nr, ""'ctian ral8s observed in 1ha 
t:linical trials of a drug carnal tie dirl!cify eomP1red 11l rates in 1he ciinicaf trials of another d"-') ind may not 
reflect the rates 00,eM!d in pnmtioo. 
Tadalalil wrur admini!rtered 11l Mr gaoo men during clini:al triels Wllrklwide. In trials of llldlfalil tablets for onoo 
daily use, a total ol 1434, 005, IUld 115 were trwled fora1 li:ast 6 month9, 1 year, ind 2 ,eers, rwp1ctively. For 
tadalafil tablets for U8' as needed, over 1300 ind 1000 subjecis were tre1led for al lelSI 6 marths and 1 year, 
reipec!M!ly. 

TarlllWil tablets illr Use as Nwded illr Ell 
In eight primary placebo-con1rolled clinical sludlal ol 12 weeks duration, mean age w,n; 69 years (range 22 ID 
S8) and the dlscontlnualfon rate due to adverse events In patients treated wl1h lad1lafl 10 or 2ll mg was a.1 %, 
oomparad to 1.4% In placebo treated patlan1s. 
Wl!Bn talc!ln as recornmerKled In the placaba-ron1mled cllnlt:al trtala, 'the following adv!lrse reaclfon1 ware 
roportad (SBO Tabla 1) 1or tadE/il tabllrls for u .. a• n""dad: 
T1bl■ 1: Trat■rart-Em■rg■ rrt Adv■ r11 Raatlcln■ R1pmt1d br :i,2% af l'IU.rrll Tr■■tad 11l1h tad■f ■ltl l■ lrlrrll 
110 II' :!D mg) ■n• M:ini Fniqullll ■n Or11 lr11 Pl-~u In 11■ B1•I Prt .. ry Pl■mb■-Cunntlal Ctlnlml 

11■ •1111 (lncludl11 ■ lllllt In l'lllllnls11llh Dl1bllll1I far t■ dlldl tabkrll tar U11 u N1adlld fllr ED 

Allv11m Raae11an Pl•■bo Tld11alll 5 m1 
(N-4711) 111-151) 

H11dlcll1 " '" Oyap1plla " " Back ,1~ " " ftlyalgl1 " " 1111111an1erlloi " " Rushing' " " Pain ii lillb " " 
• Tl19 term !lushing Includes: facial llushlrig and nushlng 
1adalaJII tabll!ts m,0nr:o DaJty Uso for ED 

Tadllafl 10 mg Tldllall :!D Ill 
(R-314) (N-13!1) 

'" '" .. "" .. .. 
" 

,. 
3% ,. 
3% ,. 
3% ,. 

In 1hree placebo-oontrotled cllntal trtilfs ol 12 ar 24 weala; d!Rllon, mean age was 58 ygan; (range 21 lo 62) 
1110 the dlar:arrtfnlllllan rata dll! ltl adv!lrse Mnll In i-tlenlstrvated with ta.dafa11I WIS4.1%, oomp1red ta 2.8% 
in placebo• treated ~ienls. 
The folkrwi'll ad.arse roattions were repartlld (888 Tabla 2) in clinical trials of 12 weallll duration: 

Tabla 2: T-l'lln1•Emll'{llnl Affllll!I Raaclia11 R&part■ d by :!e2'llo Ill l'ltianta Tn11ed wftl lldlldl 11111111 
tlr ON! Daily lhfl (2.5 If 5 11gJ lld Moll frequent an DIii ltu Pleceb1 in 1111 Thne Primary 
PIINID·C1ntrul1, 1'11111 3 S1udiH of 1! welkl Tnl111111 D■ ratill (lncludilQ I Sblllr in Pllillts wilt 

Ol1bllla1) lorTld1lall hlbllllstlr On111 Olllr Um for ED 

Adnll8 Ra■ctfan 
P111111N Tldalllll U mg Tld111t1I~,-g 

'"""' (N:111G) (N=3DI) 

H11dach1 "' " "' 
IJrlll~plll ,. 

" " R1sopll111ivtl1 " " "' 
Bmp1ln "' 3% 3% 

Upp■r 11splratury net l ■lli:1I11 " " .. 
R11hlng "' "' 3% 

Mpl1I■ " 
,. 2% , ... 0% " "' 

Diarrhel 0% "' 2% 

Raaf nn-lo■ 0% " 2% 

Pain in flltremiy 0% "' 2% 

Urtm.ry trad lntlllllol 0% ,. 0% 

01rlrue1111iu11111I relhm ilie111 0% " "' 
Alllklrltlal pain 0% " "' 

The folaw,"ll advel'SI! reaciiall! were reporll!d ~Table 3) aver24 weeks traalllll:!nl duration in on• placebo· 
oontroll•d c:linicaf study. 
Dlbl■ $: l'll■ll'lln1•Eml11flnl Afflr,e lla■ Gl:ID■I R&purled by :i,2o/,, Ill l'lllanls Dl.■1111 wftl lldlldl !■ bids 
tJrO■w 0,11, UH (J.5115 1111) .. d Mara Fnqnd Ill Dr111h .. Pl■Clt.l In Ona pI-•a•Con11111~ Ctlnllll 

hldy DI 24 WHIII Traalllant Ouratfan tor tad■ laltl ta I lats for 0■ 1e llally 018 IDr ED 

Adffrae Reardon Pl■oeb9 T1d1I■I112.5 mg T1d1111tl 5 ,.If 
(N-14) (N-16) . ..,, 

lllsoplll'lngilil 5% " 6% 

C■rtrHlllrllls ,. 3% 5% 
B_.p1in " " "' 
Up,a-m11lr■t1111tr■ct l ■flGl111 0% 3% 4% 

Dysjl1plla " .. " G1mI■I1111i111111I 1111IDI il■■I 0% " 2% 

Mpl1t■ "' 4% "' 
Hptalllan 0% "' 3% 

11111 angesllo■ 0% 0% "' 
T8dl/atllrab/rns for0/11/e ~ Ilsa kJr BPH I/Id for fDamJ BPH 
In three ptacebo-eontrollad cllntal lrtals a1' 12 weeks duration, two In patlell'IS wlh BPH and one In patllms lltlh 
ED and BPH, tht me111 ag& was 6S years (range 44 10 93) and 11E clsoomlnultlon rate due to aclYerse ewms In 
gatl&IIIS treated with tldalalll was 3.6% oom~d to 1.6% In plaCIIIO-"treated llllfents. lld\'ll'!!e reactions leadhg 
to dlsconUIIU!!llon repor11d ~ ill llllst2 pa-tl1nts trailllld with taoalafl Included hlllldleh1. upp1r abdominal pain. 
and myafgfa. Th, 1Dllawlng advlrs, lll!IGl:fons 1111re reporlld (SIJ(I Tabll 4). 
lllblt 4: 1l'lrllllllnl•Em1rg1nl Alhrlrar R-=tlua lllpor11d l'I !1'% ul F'ltlllllls Tra11al 111t• Tidlldl 11111111s 
tor Once Daft/ tlSI 15 ma) al'II ftlge Fr1q111nt DI Dr1g 1h11 Placl~G II Tiree P11ceba-Cu11rollllf Ctlnlcel 
Sludf11 u11l W.D lnl.1me■1 Dintlon, lncUH■g Two Sludl11 lor lldaflfll 1ablds for Once Dally tlSI tor 

BPH ■nd 0• Study fir ED 11• BPH 

All'lllrarlla1i:llo1 Pl■Gabo Tldlldl & mg , .... (N•511J 

HNd,chl 2.3% 4.1% 

Dt1111111l1 0.2% 2.4% 

Btut:,-ln 1.4% '" Nuop1tarJ1111l1l1 1.6% 2.1% 

Diarrhea '·"' '" 
l'lrln In lxlremlq 0.0% 1.4% 

MJllaia 0.3% "" Dlzzln911 0.5% '" 
Addfflonal, lasi fraQu1111: advena rtffllons (<1%) reported In the comrollad cllnlcal u1als Ill tadalalll lilllD1s !Dr 
BPH or ED m BPH lnclllded: gastroesaphageal re'IIIIX disease, up~r abdolnlnal pain, nau!lla, vomltlrig, 
artnralgla. and 1TMclespasm. 
Back pain or myalgll was reported a1 Incidence ral!l!i deoorllllld In Tables 1 through 4. In tadir.lafll cllnfcll 
ghannaoologytr1ilfs, bilck pain er myalgla gnraII, occurred 12 to 24 houn; atter dosl11g anl1 typically resolved 
wl1hln 4B hours. Tl18 back pafM11'/11Igla HSl!Oclated with tlldala.1II 1nlalmen1wu eharaciartzed by dlffllSI bllataral 
lowllr' lull'Dr, gluteal, thigh. orthorec:aklmllar musi:ular discomfort arKI was IJ:lcerbated by recumbancy. 

• Use oftadalafil tablets with alpha·blockers, antihypertensives or subs1antial amounts of alcohol (~ units) may lead to hypotension (5.6, 5.9). 
• Tadalafil tablets am not recommended in combination with alpha·blockers for the treatment of BPH because efficacy of lhe combination has not been adequately sb.Jdied 

and because of the risk of blood pressure lowering. caution is advised when tadalalil tablets are uood as a treatment for ED in men taking 
alpha•blockers. (2.7, 5.6, 7.1, 12.2). 

• Patients should s1111k emeroency treatment if an erection lasts >4 hours. Use tadalafil tablets with caution in patients predisposed to priapism (5.3). 
• Patients should stop tadalafil tablets and seek medical care if a sudden loss of vision occurs in one or both eyes, which could be a sign of non•arteritic anterior ischemic 

optic neuropathy (NAIDN). Tadalafil tablets should be used with caution, and only when the anticipated benefits outweigh the risks, in patients with a history of NAION. 
Patients With a "crowded" optic disc may also be at an Increased risk of NAION (5.4, 6.2). 

• Patients should stop tadalafil tablets and seek prompt medical attention in the event of sudden decrease or loss of hearing (5.5). 
Prior to initiating treatment ,,.,.;th tadalafil tablets for BPH, consideration should be given to other urologir.al conditions that may cause similar symptoms (5.14). 

···--···--················---·---·---·········-·····--···--·····-····· ADVERSE REACTIONS··················--···--···--·········-·····---·---·····-·········--
Most common adverse reactions (?:2%) Include headache, dyspepsia, back pain, myalgla, nasal congestion, flushing, and pain In limb (6.1 ). 
To raport SUSPECTED ADVERSE REACTIONS, contact Nlvagan Pllarmacaullcals, Inc. 111·877·977-0687 or FDA at 1·80II-FDA·10B8 or www.lda.gov/ffladwah:h 
····--···--···--··················--···--·····-·········--···---·---· DRUO INTERACTIONS········---·---·---················--···--···--·········--···---· 

Tadalafil tablets can potentiata the hypotansive effects of nitrates, alpha•blockers, anH~pertensiws or alcohol (7.1). 
• CYP3A4 inhibitors (e.g. ketoconazole, ritonavir) increase tadalafil tablets exposure (2.7, 5.10, 7.2) requiring dose adjustment: 

• Tadalalil tablets for use as needed: no more than 10 mg every 72 hours 
• Tadalafll tablets for once dally use: dose not to exceed 2.5 mg 

• CYP3A4 Inducers (e.g. rlfampln) decrease tadalafll tablets exposure (7.2). 

·--················--···--···--··················--···--···--········ USE IN SPECIFIC POPULATIONS--················--···--·····-·········--···---·---··········· 
HepaHc Impairment (2.6, 5.8, 8.6): 
• Mild or Moderate: Dosage adjustment may be needed. 
• Severe: Use Is not recommended. 
Renal Impairment {2.6, 5.7, 8.7): 
• Patients with creatinine clearance 30 to 50 mUmin: Dosage adjustment may be needed. 
• Patients with creatinine clearance less than 30 mLJrnin or on hemodialysis: For use as needed: Dose should not exceed 5 mg every 72 hours. Once daily use is not 

recommended. 
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*Sections or subsections omitted from the lull prascribing information are not listed 

In genenrl, pai'I wu reported IS mild ar moderate ,n 1everily 111d resolved without meUical 1rellment, but 811ivere 
lll!ek p1In was n=ported IW1ll a low 1requency (6% ol all reportaJ. When medi:al treatmen1 wa1 nec:eaaaiy, 
acetam In aphen or non -steroidal enti-I n11amm11Dry d rugs were g eneral ly eftec:tive; hawever, in a smal pen:entage 
<I subjects who l'llfllired treatment, a mild nucotIc [e.g., codeine) was used. Overall, apprDJ1Imately 0.5% of al 
subjects traated with t1clala1II tlblBls !or on demand use discontinued treatm1nt as a oonsequence of baclc 
l)llh/myafgfa. In the 1-year O?l)ll labi::I exlensfon study, baclc pain and myalgla were reporled In 5.5% and 1.31', 
r,tpatlent&, re1?1dfVely. lllagnoslt 1estlng, Including measu111111or lnttammdon, ln.lGCl8 Injury. oc renal damage 
111'o'1lallld no 1111idence of midi.ally sigrificant in:fsrlying pathology. lnc:id1nt:111 raters fur ladalaiif tablels !or onc:e 
tlaiy use 1or ED. BPH and BPH/ED are d1i;,;rIblld in Table, 2. a and 4 In stultill; o1 tadalalIltlblllll! for OIICII daily 
us1, ado'erse re.ictions ITT b!w:11 pain and myalgia wi=re generilly mild or moderate vth a dIsr;ontinu![Oen rate of 
<I% aeros,i 911 indIe11tiaos. 

Acnl!S pl1ceba-<:0ntrolll!C studies with tadallllll tablats for U!lll 119 n81ded lllr EO, dlanhla 'MIS reported mlll'1! 
fnquan11y In llllfents 65 years of age and otcll!rwho wars 1re:ttad wl1htadala1II tablm (2.5% of paUoots) [!/18 USI 
111 SpacJf/t) Pop/J/allorls (8.5)1. 

Across all Sllldl9S wttn anytaclalaftl table1s dose. repons ol &hanges In color-Mlon were rare (-& 1% Ill patients). 
The tollawlng section kt1111tlfles addlllonal. less tnrquent lll'lnls (<2%) rapcrrtlld In oontrolll!C cllnlcal 111als of 
tadala1II tallllrls for once dally use or use as nNdl!C. A causal ralalfonshlp of lh•se evelll!! to tadalafl tablets Is 
urn&rtaln. Exclud1d from this 11st m those lll'lrrl5 that wira minor, thoSII with no pli111slbl1 rolatlon ID dnrg u..,_ 
and reports loo Imprecise ID b, meanlnaflll. 
hll7 u I W/J\1/rl- aslhanla, face !Idema, fttlgua, pain, psrlpharal edame 
C■rtlwuulff - IOGina plCloris, chest pain, hypatensir:rn, m,oc1r<lial infarction, po!IIUraf hypotansion, 
pa~itations, synoopa, tachycardia 
Dlftarln- abnormal liver function tGSIS, diy mouth, dysphagia, esophagi1is, gastritis, GGTP ilcreased, loose 
S1aols. nausea, uppllr' abdominal pain. vomiting. gastroesophagaal 11111w; di!l8l00. hemorrnoidal h001orm1Qe. 
rec:11I IEmonhilQll 
lfllnllluhlnl- arthralgla. nook pain 
llllnlla- dlZ111861, ~IISlhesla, lnsamnla, par!lllthesla, 1amootrn:1, vartoi 
II-' 11H flriuq- 111111 imP1irmrrnt 
im,irlfllq-dy,rpnea, ,pi.taxis, ph!.yngitis 
llkk1Hd~-pruritu1, raah, 9Wllllting 
~-blurreD vision, &halges in color vision, cenjunctivtis (incilllirig oonjum:tival lrypEremia), eye 
pah, lac:rtmrtlan Increase, swell Ing or eyelids 
~-sudden de&reese orlO!III of heeri'cf, tinnitus 
IJtrlpR/lal- erection lncreasOO, spontaneous pen lie erecilon 

6.2 1'111:martellng E:qiarlen:■ 
The ranowtng ad\181$8 reactions have bMn ldenfffl1d during posl approval u11 a1'tldafilfll 1Jblel!. Because lh1se 
111i1cl:Ionsara reported •olunlarilyfrom a poprJ!11I0n o1 ure;ertaIn s111, tt is no1 ~ porssi~e tu reliably estimate 
th1ir frtlJUOnr;y or IISlalJlIsh a caullal nrlatir:rnship tu dnrg expOl!ure. Then ewrts hav9 been ttlo6!ll'l for ire;lusion 
ether due Ill thei" sEriousnl!Sll. reporli1g fn:qL11ncy, lack of clearalterr.live eausatIon, or acombnllIon of these .,.. 
C■rtlwuulffllnl tBtldlr&Nmllrr- Serta1111 cardlowiicutare'len1s, lnciudlrig myoc:ardlel lnfll'Clfon, ,udden 
caltlac death, nroke, &h!SI pain, palpllallons, and mchy(:ar<lla, have been reported ponmartretlng In tlimporaf 
asooclatfon with lhe use a1' tadalaftl. Most, but n01 all, al these pa-tlents had preeidstlng cardlallmular rtsl: 
!actors, Many of 1hese events wen: reponed 10 occur Wrtng or shanly aner sexual actMty, and a -rew were 
reported to occur shortly alter th1 use 01 taoalaffl tabtets without sexual actfulty. [)lien; were raported 10 have 
occurra,d houn; to days after tile uso ofladalaitl labials and se1ualactM1Y- It Is n01 posslbl11o detennlnowhD1h1r 
thm IVl!llls ara ralaled (tlrectty to tadalalll tabllrls, Ill sexual actMty, to 1he patl1rrl'S unU1rlylr,g cardiovascular 
tllsease. to a ,;ombl1atkrn ofth1se factors. or to 01her factors [SH Wllrnlngs anti P~"s (5.1)1 
hll1 n r IWlofr - hyp1raa11Bltl•l1Y reldlons lrnludlng urtlcarta. stevens-Johl'l8an syndrome, am IXhlll1111'8 
dermatl1Is 
.llnl!B-mlgralna, seizure and se~ure rtlllllTlnr:e, 1ranslant global ;■r1ne!lfa 

Dpbtllallnalafll:-vlsual 11.ald d!ll8ct, retinal vein ocelu!ilon, retina! artery oociwlon 

Non·arttrilic anterior ischlmic olllie neuropalhy (NAION), a cause of decreased ~ision inclucing pem,an1nt lass 
<i vision, has boon reportad raraly pO!SlmarkBtlrig In loniporal assoi:latlon with Iha use of PDE5 Inhibitors. 
lnc:tudlng 1adala1II llbleli;. Mast but nof all. of those pa-tfelll:s had und1rtyt11g anillDmlc arw.ooulu rlskfaciors fer 
dmloprnant of NAION, ~eluding but not nacessarlly lmltlld to: low cup to disc rallc ("clllWded dllc"), age over 
50. diabslls, hyparlansion, ooronary artery ciseasa, hypartipidamie. and smoking [BM WBmilll)S 8fld 
Pnlcllutioos (5'A}J. 

Olo/a(lil- Gall8S DI sudden decrease or lass of hearing hM be!W1 ~artoo pos1m1.rkntirci in tamporaf 
asoociation with tire uoo of PDES inhibitors, including tadalalil lablats. In ioma of ttra cases, llllldillaf conditions 
and Ollterfactors wr11 r11portlld that may have also played a ,011 in the otolll!liC adverse ewnts. In many 011es, 
mecical follow-up infonnation was limiled. II is not possible to det1rrnine wlE1her these reported events ire 
relirted directly to the usa oi ladilafll lillltrni, to tilB ?<1111111:'s undarlylng risk factan; for hearing loss. a 
comblna11on Ill 1hese 1aGl:ars, or ID ottrorflGl:ors [S8!1 wam111gs I/Id Procalllkms (5.5}[. 

u,,,p,,ibl- p""'ism {..., ~ ;,mi Prtlca•UOIII! (5..3/J. 
7 DRUG HITEIUICTIINS 
7.1 l'llr!ntill fir Ph■ rma11dy1111i1 krleraotirrrl!l llr'ilh T1Ulll1il Ullrlelll 
Nirates-Admi-listralion o111walafltablels to pationts who era using uryform of orgenic ni1nlle, i1 contraindi -
cated. In cli-li:al pharm11Cology studies, tadeliifil 1J.blet1 were 1hown ltl potentiafe the hypotellliire effect of 
nitrates. In I pllien1 who has taken tadalalil tablets, where ntra1e administration i1 deellll:!d medically nllC!!!sary 
In a llE-thraatenlng situation, at least 48 OOun; should elapse alter the las1 dose of ladalaffl tablets before nitrate 
administration Is oonsfdered. In such cln:umstarices, nltrales shllUd stll only be l!Cmlnls1ered under close 
meclcal supervision wrtt, approprtatB hamad)'l1amlc monllorln~ {soo /Josag8 !ll1d Adlnlnlsl1iJt!oi (2.7). 
Cr!ntnlmllcallol18 (4. I/, l.ll1d ~ P/ra11TlilCO/og/ (12.2)}. 

Alphrillm:kers - Caution i9 adviSl!d when PDE5 inhibi1ors are ooadllflstered with olpha-tikrckers PDE5 
inhibitors, i-leluding tatmlalil 1able1,, and qlha-l!drenergic blockirig egents ere bo1h ""9ocihr1Drs with 
blocll--j:..-.seore-loweri"ll eflecill- When 'Jllsodita1ors are used i'I eombilllion, an additive effect cw, blood 
pre!lllure mey be lllli&ipwid. Clinical ~harmaoololll' studies hove IEen oonduc:led wi'lh c:oadmiristrafion of 
1lldala1il with dwrazosin, tlmsulesin ar alfuzosin. [see ~ and Adminislr.lfirm (2.7), Wamiags aad 
Precal!lioos (5.6), and Clinical Pharmaco/OfJY (12.2)/. 

Antlrj~ll'(l3 - PDE5 lnhlbllor5. hcludlng ladalaftl. are mlld systemic vasodllators Cllnfcal pharmacololly 
s1uc1e, were conducted to assecs tile ell'!ct cl ttdalalll on the pollmtl~ll an a1' Ille bload11n:ssure-lowertna effects 
at selected antt,yperter,slve medlcalfons (amlodlplne, anglotensln II n:cep1or blockers, berKlrofluazlde, enalaprll, 
and meloprolol). Small reductions In blood pressure occumd lotlawtng c:oadmlnlstrallon oltaoalaftl tabllrtl; with 
111,s1 agenls oompared wllh plac1bo. [tWJ Wamlll(J8 ltld ~vtfons (5-6) and CfltrlCil l'll.!lmacalrJgy (12.2)}. 

M.l!t!!l!- Bath alcol1DI and tad!r.lafll. a PDE5 lnhlJIIDr, act as mild vasodllaton;. Wh1n mild vasultllalors aro taklln 
In combination, bloOO-pnrssura·lowe~ng effects Ill uch lnUl•ldual oompOI.IIU may be lncruseU Substan1lal 
consumption of eloohol [e.g., 5 unllll or greater) In combination with tadalalll tabla1s can ln&l'lll!II the poten1Ial 
lllr orthostallc signs and syml)(Orns, lndudlOG lncreas1 In IEart rate, deeral88 11 Slllldlng blood pressuro, 
dlzzfna9B, and h1adich1. Tadellfl did notaftaotef&ahol ple!lma ooncemra1Ions and alt:OOot did notaffet:tlll;t1ID11 
plasma CDnce11t11tlans. {SIil ~ and Prsa!Jriom: (5.9} and CJJnbl Phlm!ICOlogy(12.2)J. 

7.2 Pltanllal !Ir lllhlr Dru111 to MIiiet Tadallfll talllllll 
[566 DosarJs am/ Admlnlsrratlon (2.1) ilf1l1 wam111gs aad Precallf!ollS (5-10/l 
AntaGlds - Slmullanoous admlnlstRtlan of an antaclc (magnesium hydraxfclelatumlnum lr,-droxlda) and 
tadala1II reduced the apparent rate of ab&orptlon attJdalilftl v.tthou1 altertng 8Jlposure (AUC) to tadalalll 
H,An111oonis1s I1.g. lliratidill) An increaBe ir (l3Slri: pH re1ul1ing from 8DminiBtratioo of nimlidint hlld no 
sblificalll: Bffrlct on P,1rmaookinD1ics. 
Cytcchrome P450 lnhibitor-s Tadafafil lablats am a substr.rte of and predomilantly metatmlized by CVP3M 
Studm hew ,hown that drug1 the1 inhibit CYl':lA4 wn incre1111e tadelefil eicposure. 

CYP3M (e,g,, l<BfmmazD/e) - Ke1oconazole (400 mg daly), a selectlve and pomm lnhlbllllr ol CYP:!A4, 
lnc:raased t1.dala1II 20 mg stn~e-dose expasure (AUC) by 31~% and c.., by 22%, relattvE to the values ror 
tadalll.1II 20 mg alane, Kelaoon■Zllll (200 11'(1 dally) lncr&a1111d tadaf11II 10•mg stngle-daSII a:,:pasure (AUC) by 
1 07% and C... try 15%, rala1iw to tho valu,s for ladafo1il 1 0 mg alon, f•IJ(/ OriM!JBatld Mmlllislmfilm (2.1)]. 
Altll:Jugh spocnic interactions hava mrt IE•n studiod, o1hor CYP3A4 inlibitonl, such as orythrom:;cin, 
itraoonuol,, and grapefrui1 juice, would likely increasetadalafil ""POSUre. 
HIVProrsse i"'1/bitr,r- Ritonavir {500 11{1 or8□D mg twice doily al !rleady s!Ita), an inhibilarof CYP3A4, CYP2C~ 
CYP2C19, and CYP208, inc:rewied tadalalil 20-mg siOGIB-dooe expo,ure (AUC) by 32% with a 30% reduction in C,,... 
relrtiveto the values /al tldalafil 20 mg alane. Ritonavir j200 mg twioo daily), incre11IICI tadalrfi 20-fllg siOGIB dose 
expasure (AIJC'J by 124% with no change In C._, relative to 1he values tor tadalaftl 20 mg alone. Al1hough specfflc 
lnl!!racllens have not be1n studied, other HIV protease Inhibitors l'ICIUld lkely lno::rease tallafllltl llllposure {see OGuge 
lfml MmlnlBlnlJM (2.l)f, 

Cy!Dchrollll! 1'450 ln:JUC!llli Studills hav, strcrwn !hit drug& tlrat Induco cYP3AA can tlilt:rtlllSI tadalafil 
eiposure. 
GYP3M (e.fl., Rllamplrl}- Rllampln {tllO '"fl dally), a CYP3A4 lnduc=r, n:dUC!d tad1ID11I10-mg single-dose 
exposure (AUC) tr; 88% and c_ tr; 4B%, relative to tile wlues far tldaliifll 10 mu alone. Although specific 
Imerac1Ions have not been studied, olherCYP3A4 lnWoon;, such as c:arlrllnazepl're, p,En;toln, and phere:rbarbl­
tll, would lkely decrease ladalllltl exposure. Na dose adllllltment Is warranted. Tire reduC:00 exporsure ol tadala11 
with 111e ooldmlnlstratlon ol rllampln or other CYP3A4 Inducers can be artk:lpall:d to decrease the elll&acy ol 
tldala1II tlblets 1ar once dally use: 1he ma(Jllllide ol decreased etlleacy Is unknoMl. 
7,3 1'11anllll fir Tlld1lafl li~llrlli ti AIIUI Ot~lr Drugi 
Amlrln- Tadllafll did not potllnlfate 111!1 lncnas& h blHdlng tlm, causlld by aspirin. 
Cytcchrome P450 Substralls Taltelafil lilllll.! are not upec:tad to cause clinically significant inhiblian ar 
ind..::tion of Iha claara1ce of dn.us mlllbcfa&d by cytochrome P450 (CYP) isaforms. Studia:s IEve shown that 
tadala1il does; not inhibn or inflllG P45Q isofa'ms CYP1Al!, CYP3A4, CYP2C9, CYl'2C19, CYP208, and CYP2E1. 
fJYPIA2 (~.g. 711oop/)ylline}- Tadalafil had no 1ianilican1 ette01 on the pnarrnaookinlllics of thoophyllilrl. When 
tadalalil was ldmi'istarsd lo subjects taking 1heopn)'llina, a small aut111entation (S beats per minu1e) of the 
lncnase In hean rate associated wl1~ theophylllna was oboorved. 
r:YP2C9 (~.Q. wart.,Tln)- l'adala/II11.lD oo slgnlffeant a1f8C1 on ftXIIOSure (AUC) to 5-warfartn or R-wartartn, nDr 
tlid ladalafil affect change, in prothrombin 1ima ind•ced try warfarin. 
CYP3A4 (~.IJ. ldillllmlMn orlooraslJ1in)-Tadilafil ha:l no sionificurteff1!ct an exposure (ALIC) ID midamam or 

'""""" P·glycogml:!in (AA Diqo,,it,) Coadmini'1rllion of ladalafil (4D mg one~ per day) for 1D days dE not have a 
s!Jlificalll: eff1!ct on the illl!8Dy-s1Ble pharmac,-ine1i"" of digo1in (D.2" miJMa,I in healthy subjecla. 

8 UBE IN BPECl'tC POPIIWIDIIB 
8.1 PrBIJllln■r 
Risk SummaN 
Tadalaftl tlblels are nof lndlcall:d !or use In females. 
There are no d!da with 1111 I.Ill or tadalalll talJIIIII! In Prtlllll8nlwom1n Ill lntonn any dn.ig-asoor::llrled risks ror 
ado'erse devtilapmantal outcomes. In anfmal reproduction studlas, no ad\lllrse developmllnlal lffer:1s wtn 
DIJl;6rv1d with oral admi'lislra1ion of tadalafil to pragnant ralJl or mice during arganogon'6is at 1:1><po1u~ up to 
11 tim,s th! ml1Imum reoomm,ncll!d human llo•• (MRHD) o1 20 ITIWOll'f (SBO Dita). 

"" Anilnlll D11I 
Anim11I reproduction studies showed n0 evidence of tera1ogenIcI1y, embryo1axi:ity, or fetoto~I&I1yv.tlln lll;talafil 
wa= given orally 10 prei,iant rats ar mice at exposures up to 11 times the maximum reCDmmended human dose 
(MRHD) ol 20 rng/ttaydurln~ organD111nesl&. Ina prenatal/postnatal CMlo~mental studies In rats, postnatal pup 
survival decrca:soo ranowlng malemal e,pooure Ill tadalalll doses areirtl:r 111an 10 umes lhE MRHD balled on 
Al.NJ Signs ol mlrlernal told~ OCC1.1'1'8d al dOS!II! grtllrlertlran 161111186 the MRHD basld on AIJC. SUNlvlng 
offspring had nonru.l tlsveloprrrent and roproduclive performance. 
In amther rat prenital anlt poslnatal dllvelopmem study at do6trs 11160, 200, and 1oaa mg/Ilg. a redilclIon in 
postnalal sulllival of Pl!)5 wu observed Th~ no oblerved l'fleci IMI [NOEL) fur maternal toxIcily was 200 
m~, end for developmental l(l)(i;ity wu 30 mg/l<g/dll:y_ Tlris gives ■pproximafely 1 9 end ,a fold ~o,iun1 
multiples, n1specllvely, ITT the human ALIC for the MAHD ot 20 mg. 
T&dalaftl anl1/Dr Its metabolttea &ros1 1he placenta, rasultlng In letef expo9un: In rata. 
8.2 l.aa1alfCII 
Risk summary 
Tadalaftl tablets are not lndlcmd !or use In lemafas. 
Tlrm Is no htonnatlon on the pns1111ce aftldalal'll andlor mmbolts In human milk. 1he lfftrclS oo th, broastfod 
cnlkj, or 1111 lflec:ts on mac produclfon. Tlllilfl1II arnllt:rr 1:5 melallolltls 111! prvsr,111 In the milk ITT lactating rJ.1s at 
concen1raUens apprwi"llatel, 2.4-lold gnrablrthan found In th!I plasma. 
8.3 fenlale• ■n, ltl1I111 11 Reprud1dlvl PDl811l1I -Basad an the data from 3 studies In adult mlllas, tldalaltl deeraasad sponn c:oneentra1Ians In the study of 10 mg 
tadala1II for6 months and Iha study of 20 mg tadalafl !or g manth1. This llfflc:t was not se111 In tire rnJdy of 2D 
mg ladalaffl taken ror 6 months. Theni was no adv&rse e1loot oftadalalll 10 mg or 20 mg on mean co11CBnnttons 
r,t testosterone. lulelnlzlng hormone or follcle i!tlmullllrig hormone. The ollnlcal slgnlllcance ol ttra decreased 
sperm cancemra11ons In tha'IWO stuclles Is unknown. lhere have blllll'I no studies 1valuat1ng tha etl&Ct olladalaffl 
oo tartflity In men {S6fl CilnlMJ PhatmacD/ugy (12.2}]. 
Based on 1tul11Bs In ailmal&. a t111creas1 In ,permatopenasl, was ebseMd In dog&. but not In ra1:6 [S/19 
NM,rnlOIToxirolrJriy (13. /)I. 

8.4 l'tldilbic Un 
Taclalafil tablets are nCII indi:ated for use in plldiatric patim1S. Bmty and llfficacy in patients below the atJ& of 18 
year11 hM not boon established. 
A randomizeij. double-blind, placebo-controlled tml in pediatril patients (J ta 14 years of aae) with Duchenne 
muscular dys1mphy, who rac:eived tldalafil tablets C.3 m~. tadalafil lilllets 0.6 ~. or ~lacebo daily for 48 
weeks lafled to demonstrate any benefit of trealment with tadafa1II tlblets on a range of assessments of muscle 
s1rength and pertormarne. 
Juvanila Anirmf Study 
No adverao effect!I W8nr IDl•nrad in a lludy in whi:h l!wolafi Villi adminislrlrlld orally !II dllllBR of 60, 200, and 
1 ma moA<ofdoy to iLJV•rile rats on postr111al de.vs 14 1D 90. Tire hiit,,at plasma !Bd..,,.il l!IPOIIUl'!!!I (Al.JC) 
achilMKI ,--, apJroXimahlly 10-fold that ob,oMll al tilB MRHD. 

8.~ G~rl■lrlc Use 
Of the tntal numfm of sub;,c:I!! in ED ctinic:ef ,tudie• oftedala1il, approxim,tely 19 pen:ent were 85 Emd over, 
wtile approximlllely 2 pen:en1 were 75 and over. Of the total numlEr of subj,cts in BF1l ciinicaf !IIUdies of 
tadalalil (inciudin~ the EOIBF1l study), appraxi'nately 40 peK:ent were over 65, wrile approxillll:!lely 10 percent 
were 75 and over. In these clinical trials, na overall differences in efficacy ar sate\\' were observed between older 
(:,85 and ~75years ol age) and younger subjects (:.fl5 years olage). However, In plac:ebo-ronfrolled stucl!!i with 
tadala1II1lblE!lll 1or use as needed for ED, diarrhea was raported more lrequently In ?<111ents 85 years of age and 
alder who W11re trsated with ladalafl IBblllts (2.5% Ill palfents) r- Adllef'l!II Reaclltms (6.1)]. ND da!II 
ad;,i,tment is llll!rranted basad on ago akm•. Howaver, a ~RHler salll!nivily to medication1:1 in sam• otdor 
individuala should b• oonsid,red. {&88 C/inir;a/ Plwmaco/ugy (12.3)]. 

a.a H1pllc I,-p,Irwren1 
In clinical pharmecelogy studi1s, tadalafll eJIIIOSure (AUC] il Sllbjeclll wrth rriild or moderate hep11ic: impoirmen1 
(Child-Pugh Clalls A er B) was oomparoble to expoan in healh)' 1WIei:ts when a wse of 1D mg IWII 
admiristen:d. There are ne Mlable data for doses higher than 1D mg Cl'I tadafalII in patients with hepatic 
Impairment lnsufflclelll: data are avaflable torsubjectswlth severe hepa11c I,,.,aIrmen1 (Child-Pugh Class C), {!tM 
Oosaqc and A~ (2.6) alli1 ~mlngs and Proc.rrutrons (5.6)1 

8.J RIAi lmplllWHIIII 
In ctlnlcaf pharrnar:elogy studies using s~le-dose tadala1II [5 to 1 a mg), ladalalll ,Jql!Jsura !ALIC) doubllld In 
subJ■:ts with crailllnl1111 clearanc& 30 ltl BO ml/min. In rubloct• with end·shQI ,-nal dlsoase on h11mdl1lysfs, 
thllr'I wes a lwo-folc lncraa11 In C.,. al'll 2.7- to 4.8-fold lncre11S& In ALIC!olowlrig sl"lgla-dase admlnlslraUon of 
10 or 20 Ill] tadalalll Ellpaeure to total methylcatlchol (un&on!ugatad plus glucuronlde) Villi 2- to 4-fold higher 
In sub)lcts with renal nlpafrrn!III, compared to lhosa wl1h re:rrmaf renal function. H1modlalysl1 (performed 
bDMan 24 and 311 houn; post-doss) contrturted nlllllfglblV to tadalafll or matabottte allmlllalfon. In a ctlnlcal 
pharrn100logy stu~ (Na=21!) at• dos1 or 1a mg, bactc pain was reported ai a llmlthg adverse mm In male 
paUoots with creallnl118 ct11ranc1 30 te 50 ml/min A1 a dose (1!5 mg, 1h1 looklence and $Mrity a1' llack pain 
was not slgnmmntly dltlerent than ~ Iha general population. In pa1loots on hemodlalysls i..tnu 10- or 20-llll 
tadalaftl, therv wera no repor11d 6ISl!i D1' back pain. [SIJ(I Dosage and Ar1mJnlstratloa (2.6} 1111d Wirm/nus l!nd 
rffilllltlrms (5.l)J. 

10 DVEROllU&E 
8tll(lli dDIH up to 500 1011ha'/111100 given Ill neallhy s~ aro:f lfllllpla dally dOl81 upto 100 mg hM Ileen 
gM■r to 1)8119nta. Adverse IV!■rts werastmllarlD thDH 1800 al ICN/ar doses. In C■IB Ill DWrdo1a, standard 811PIXl'1IVI 
msasure1 !illould ba adapllld as requlrlld, Hamc:dalysls Cc■rlrlllirllS nagllglbly ID ladalaftl ellmlnatlon. 

11 OEICRl'TION 
Tedolafil is a 1electiv, inhiljjGr D1' cyclic guanmine momphm1plnrte (cGMP)-,peci1ic phasphodi""1EHSe lype O 
(PDE5). Tadilofil hos the empirieal 1oonule C.Ji,/J,O, representing a molaeular weight of389.41. Tire ,tnrcturaf 
formula is: 

Tire chemical desig~lllion is pyrazim[t ,2":1.ll]pyrido[3,4-b]indol~ 1,4-dir:rne, 8-(1,3-benzadiOJWl-5-;,I) 
--2,3,8.7,12, 12a-hexahydro-2-melhy~, (8R-12aR)-. It is white or al"nost while powder, treely soluble in 
11Imelh)'lsulphoxlde, slightly soluble In methylene chloride and prac:tblll, Insoluble In wa:ter. 
Tad1I!111I tahta1s, USP are inrallabla 81 almond-shapad tablal:B !or oral ldmlnlstralfon. Each 1abllll oontalns 2.5, 5, 
10, or 20 mg at tadalalil and tilB following inat:tiv• ingredionts: low oubs1i1utod hydrol)'l'ropyl cotlulase, 
h,,tro>:)'lnlpyt c,llulo"", hypnxn•oa,, yellow iron oxid•, lactose monohydrata, 
magn,sium sleal'llIB, micro&rystafline celkhe, sodium lauryt sulfate, !al&, tibrium dioxide, and triacetin. 
12 CLINICAL PHAIINAC0L08Y 
1Z.1 N1chlnllmo1~1n 
Perile en:c:tIon during sexual slimulalIon is caused by iricreasel1 penle blood flaw resuling from 1IE relllllllion 
Ill penile Wries and corpus cavernasaf smooth muscle. This response Is medll1ed tr; the relBase Ill nitric oxide 
(ND) rrcm nerve terrnlnilfs an!I endothelial eels, which s1Imulale$1he S)fflhesls Ill cQMP In smooth muscle cells. 
Cyr;lt IIMP cau!lls smooth muscie relaxalfan and ncreased blood flow Into the CDrpus c11V11rnosum. Tire 
Inhibition r,t ph06phadl861ellll!a type 5 (PDE5) 1ntence11 erectlll !unction by IIIC~!lng 1111 amount ol cGMP. 
Tal1alafil inhibits PDE5. BOCllJll!I S8J1Ual st,muat,on ,s nrqu,red tu iniliata the local rel!tirSII 111 nttri; O><icll!, the 
inhibition of PDES bytldalafil har; no Bffll;I i'I th1 abs,rter1 o1 ll!llual sti'nulafion. 
The effect ,t PDES intibItIon an cGMP ooncentrafIon in the oorpu8 ca:vemo11Um and pulmonary arteries ii al90 
obllerved in 111e smooth rm1c:le ITT the pm,itate, the bladder and lt>lir 'Jllseular supply. Tire mechanism for 
n:duci"lfl BPH !IYffllJWITII haa not been establslled. 
Studies In vim! haw Cemonstrated that ladalalll ls a seledfve lrHbltor of POE5. POE5 Is formd In th~ smooth 
muscle of the corpus cavernosum, prostate, and bladder as well as n vascular and vlsceral smoath muscle, 
slrelll'lal muscle. urethra, platelets. kktney. lung. c:en:br:I1.rn, heart. liver, 1~s. seminal vesicle, and pancreas 
Irr 'lltro studll!! hM shown that th, efleGI: of tadalaff Is mora potent on PDE5 than on other phosphodl1Steras1s. 
TlrlSII studies hM shown 111ill tadalalll ls >10.CNJ0-1Dld mora potant fur POE5 than for PDE1. PDE2, PDE4, lnd 
PDE7 eneymH, Vihleh are 1a111d In 1111 hNrl. brain, blood vessels. IMlr, laulwcyle5. Wlal:ltf musi:I,, and athlr 
organs. Tadafalll I1 >10,00J-fold more potent for PIJE5 tllen for PDE3, an enzyme found In !IE heart and blood 
wssels. Acfcllfonally, tac11lafll ls 700-H:f more patent for POES than for PDE6, which 1, Jound n the retina am 1, 
raaponatble for phototransdui:tfon Tadalafll ls ,s,caa-fold more poten1 for PDE5 thtin for PDEB, PDE9, IUld 
PDE10. Taclalafll ls 14-lllkl mlll'1! potBm for PDE5 than fur Pll:11A1 and 40-lald more pcrtn: for PDE5 than lllr 
PDE11A4, !Ml of 1he four known furms 01 PDE11. PDE11 11 an enzyme fuurKI In human prostata, tastll:!, sttrlltaf 
mL1SCle and In ath1r Ussues (e.g. adrenal cortax), In lfll'l), tadalilfll lnltlla human recombNnt PDE11A1 arKI, 10 
a lesser degree, PDE11M actll1tles at ooncentralfons within the therapeutic rarige. The physlolo(lloal role and 
cllnlcal canseguenc, ot PDE11 Inhibition In humans haW not been cllllnlld. 

12..Z l'hlrr■ IGU~Jlalllcri 

EHac111 on Blood Pressure 
TIIC1lafll 20 mg admlnlatared to hllfthy male subjects producad oo sl!lnl!Eam dlftarenca oompandto placallo In 
suplna syatollc end dlastcllc blood prassuro (dlfflrence In !IE m!lln maximal dee1111S1 n11.6.lll.B mm Hg, 
rnpectlwty) and In 111.rKllng systolic .-.:I dlas1atI, blood pnssure (dlfflrenca In tha mean maxfmal daaeasa 01 
0,2/4.6 mm Hg, re!pactlwly). In ill:ldfflon, than was no sti,ilflcant effeCJt on IEart rate. 

EHac:ts on Blood Pressure V/hen ADmini!illlfOO wtth NlratBS 
In clinical pbamlacolagy s1udils, taclallfil I5to20 mg) was shown to patan1ial&the hypatensivl effect of nnrates. 
Therefore. tilB use of taoalafll lillllrls In gatlerr1s taking any forrn oi nltrillas Is oontralndloatad 
[SSB ConlR/11/1/cat/lJJls (4. l)J. 
A sludy was canru:;ted to asSl!ss 1119 de.ne ol lnteractlan bBtWllen nltro~~rtn anD tadallfl, should 
nllrogl;'cllrln bo reQulred In an emargoocy situation alter tldalaftl was taklln. This was a doublB·bllnd. 
placabo-controlled, crossaver study In 150 mala subjects at least 40 years of ago (lnGludlng sub]llGts with 
111ablll!s m1llltus andlar cc■rtrolled hypertanston) and nicei'llng Dall, doses Ill tadalaltl 20 mg Cl' matching 
placaba for 7 day,i. Subjlcis Wllrll l!Cminil'terlld a single do,a <i 0,4 11'(1 sublin{JJII rilnlglycerin (NTG) 11 
pra-sp1cified timepoitts, followi'lg tlleir 1881 dose DI tadalafil (2, 4, 8, 24, 48, 72, and 96 hours after tadala1il). 
Tira objlctive ofthB 51:udy was to l1118rmine when, after Wlaf1fil 11osing, oo app1rent blood pnss.re intara:tion 
was observed. In 111;; study, a si{J1niWII intrlraction batwoon ladalafil and NTG wai oboorved at 1anh timapaint 
up to and i-ltluding 24 hours. At 48 hours, !ry mo!'t hrrnodynami: measuras, the inter.!Clion betwem 1adalalil 
and NTG was not obseMd. althtough a 1&w mom tadalafil subjects COlll)lred 10 plac:ebo eiiperillnced Qrlliltllr 
blood-pressure lowering at this timepoint. Afl1lr 48 hours, Ille interaction WIS not detootable [S!lrl Figure 1). 
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Therefore. tldalilfll lallll!ts actnlnlstralfon with nlrates Is contrafndlcaled. In a palfem who has tlken ladililfll 
labials, where nf1rillll admlnlslra1t:in Is doorTll!d medle11ly nooessary In a llte-lhreatanfng situation. at laast 48 
hllllrs should elapse alter !IE last d058 of tadaf11II1lblllt:1i illlore nitrate adm~ls1raUon Is oonslc1red. In such 
clrcumll1!r.ncas. nltrataa should etlll only ba admlnlslllr'ld undar cto111 medical supervlsl:■r v.tth appmp~ata 
hermdynamfc ironltortng [69a C0/1tTl/nr/lC8/lo/ls (4.1/J. 
Ellec:t an Blood Pmssura When Administered W'1h Afpha-Blockrlrs 
Six randonimd, daubla-blinded, crossovsr clini:al pharmacalDQll' Slucias wam candue1ad to ill'i1l!'tigate Iha 
potential intaracti:11 oftadalafil with alpha-blocker aii~nts il heahtr/ male subjects (S811 DosaDl)@II} Administra· 
lion (2.7) and~ and PrecauUtlll$ (5.6)}. In four studies. a singla oral dose oftadalalil was idministellld 
to hllilltlr; male subjac:1$ ta~ng dally (It lllilst 7 days duration) an oral alpl,l·blocker. In two s1ucles, a d.t\o oral 
alpha-blockrlr(ill llllst7 days duration) was administered to htraltlly male subjscll; taking repeatlld dally doses 01 
tadalaftl. 
lJoxamsirl - Tlrrlrl clinical pharmacDIOllY Bludiell were conducted with tadalalil and doxarosin, an sl~IE. [1}­
adrermgic blocl!l!r. 
In th, firs1 doxa>osi-1 study, a 1ingl, oral dose o1 l!ldalofil 20 m9 or plaeebo WIS administered in a 2-period, 
Grosaover cle1ign 1D heultlly 9ubje&1!1 taking oral dwrazo1in 8 mg dEiy (N-18 subjects]. DtlXllZllllin wa, 

admiristered at the same time II ladalalil er plooebo after a minim1111 ol sEven days of dc»cazosin dosing ~ 
Table6 md ~ure 2). 

Tabl~ 6: DDIZll■ln (8 Ilg/jay) hld1 1: flleln Mul .. l Decreasre (111% Cl) In s,stolc Blaad l'rnlrun1 

Pl1caba-aiblr1i:tad ■-I 11011111 d•- 11 Tldllllll 21 Ill 
lylblti: lrlaad p-uni (rm Hg) 

Supine a B {-1.5, 8.8) 

Stlnding 9,8 (4.1, 15.5) 
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Flgur■ 2: OmaIOsln 8~dJ 1: Mean Charcia from Baseline n lyslola llood l'rllllura 
Blood presGure wai; measured manl.laflyal: 1, 2, 3, 4, 5, 6, 7, 8, 10, 12. and 24 OOurs atmr tadalaftl or placebo 
admlnlr;tnllon. Outll1rs mre tlsllned as 1ubj,ctg with a slandlng !'ft!Ollc blood prt111rure ol <85 mm Hg or a 
decl'llll, from baslllin1 in sllnding s,sloli: blood pr1111sura of >30 mm Hg al one or irorvtims poi!$- Thenr IWII 
n,119 and throo 0111111111 folowing adminislr1ltion of tadalafil 20 llll anU plar.tlbo, rt111poctnI1ly. Five and two 
subJect!I weri ouUien; du1 Ill a decre11e lrc,-n baseline 1151are.lill(l systolI~ BP ITT >30 mm Ilg, while tweanU on1 
subJectwere ou1Ii,rs duetostanUing sy8tolic BP -dl5 mm H~fulowin~lad..,,.,I and plmbo, respectively. Severe 
edvene events pcrllintially relllec to blood-pressure e11ects were 1189es811id. Na such Mntrl were reportEd 
fotlawill(l plaoobo. Two such events were reparted fallowing admInIatrllion of ladalalil Vertigo wes reportoo in 
one subject 1hal began 7 houn; alter dosing and lasted about 5 days. This lUljeot previously experierned a mild 
episode ol vertigo on daxamsh and placebo, Clzzlness was reported n anofher sub]llc:t lhat began 25 minutes 
alter dosing ~nd lllllld 1 day. No iync0pewes reported. 
In tire second clowostn study. a stngle oral dose of tadalafll 20 ITlll was ldml"i6lered to heallhy subjects taking 
oral clowostn, either 4 or 8 mg dally. Tlr1 study (N-72 8Ubj1cls) was candUr:1ed In 1hree parta. each a 3-p1rlad 

In pan A [N=24), subJoctswere titrated to dolarosln 4 mg altmlnlaterecf dally at8a.m. Tadalafll '11'3& admlnfatered 
at elther8 a.m .. 4 p.m .. or 8 p.m. There was no placebo eontral. 
In part B (N=24), subJactswere tltratad ID doxazosln ~ mg ad mini stared dally at 8 pm. Tadalafll was lclm.-.sterad 
at tither 8 a.m., 4 p.m., or 8 p.m. There was na placebo eontml. 

In part c (N-24). subjar:ts wera titra1ed to domosin 8 ma administllred claily a1 a a.m. In this pa~. tadalalil or 
placebo wenr a:lmlnlstared at elth..- 8 a.m. or 8 p.m. 
TIKI plac:ab!l-llubtracted mean maxhlal docraai;es In syrilolc blood p11165ure over a 1:Z.haur period afl1lr dosing 
In the placabo-eomrollad portion 01 tilB study (part CJ are shown In Table 6 and Figure 3. 

Tibia I: Dowalil (B ma/da,) Sludy 2 (PIii C): lllln llluin■ I oec.-11 in 5plllic Blatlf Pran■ra 

Plecello-11blncbt• 1111n 1111111111 ~1cr11sa In 
8'Slalc blclad pre-ni (mm Hg/ 

Ambulatory Blood-Pr11ssure li.!onlming (AIIPM) 

Tldalaltl 2D m1 at 
la.m. 

lldalllll 20 11g at 
8p .... 
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Flguni 3: D1111011~ lull 2 (hrt CJ: MHn Clian11 tram Tl ■r1J-llldr;hld B1nll• In 8ya1i:fl; Bleoll Pr_.. 

Blood gresrure w,n; measured 17/ ABPM every 15 ta ao minutes fer iii to 38 hours after taD.alafll or plaoobo. 
Subjects were c:ategerlzed as euUlers W one or more systolic blood pressure readhgs DI <115 mm Hg wen: 
recorded er one or more decreases In ~allc bl00d preS$ure ~, ,oo mm Hg 1rorn a Hme-rna1ched baseline 
occurred durt-,g the analysls Interval. 

Dfth1 24 subJllcls In part c. 16 subjllcls wera cahrgortzed as outllsrs following attnlnls1ralfon 01 tadilfafll and 6 
ilEJects mre tiltlgomlld a= outlllll'S followtng plllCl!lbo during tile 24-hour p1rlod after B a.m. dostr,g at 13dala111 
or placebo. Of thaae, 5 and 2 Mnr oulllrs due to systolic BP <85 mm Hg. while 15 and 4 mre ouHlars dll!tll a 
decrll88 from llaelllne In 91'8tollc BP of :-30 mm Hg 1ollowlng tadalafll and pl11C8bo, respocdvelv. 
During the 24-haur period allElr 8 p.m. dosing, 17 subjeots ware catagorlmd as olllllers follCMlng admlnlslralfon of 
ladala1II and 7 subjlCIS followlng pl11C8b0, Of lh!ISG, 10 111d 2 sub[oots win alltlfn due to !lys!Dlt BP <36 mm Hg, 
while 15 and 5 suCjeots were out1I1rs due to a decrease from llasell118 In ~tollc BP a1' >30 mm Hg, following 
ladalalll and placebo, respootlvrtly. 
Some mc1mona1 subjecls In both Iha tldalafll and placebo groups W!lre categor1zlrd II outliers In the period 
bsyorKI 24 hours, 

SMreaclYerse even1S potentially rtlatllcl lo bload1)ressure effellts wen assessed. In the study (N-72 subjellts), 
2 suGh everts wen: reported lallowlng admlnlsf:ratfon 1111adala1II (symptami!IIG hypotenstan ~ one subjEol that 
bagan 10 hours Iller dosing arKI lasted appllDlfmataly 1 hour, and dlzzlna,s n 1nolh!I' 1ubject that b9!len 11 
hours afllrr dosi"lfl and laated 2 minutas). No su:h events wire reported following placebo. In the period pli:rrto 
ladalafil dasil'(I, ant oovare Wint (diuin&ss) WIS reported in a subjBc:t du~ng the doxazo1in run•in phase. 
In the tllird dm'JIZO!lin study, heatlhy srJbjects (N--45 treatt!G; 37 completed) reooived 28 d")'ll at once per daydasino 
of llulelafil 5 mg or plllOObo in a lwD·period cIos110Yer de1ign. Aller 7 dl)'I, dlWl!ooin was initiated ll 1 mg wid 
1itrated up to 4 mg daiy mr the 111111 21 days af 11eth period (7 days on 1 ITl!l: 7 dilYll af 2 mg: 7 clays of 4 mg 
daxazooin). The results are shown in Table 7. 

Tallll 7! OGIUlllln hldJI: 1111111 Nulmaf 0111'8111 l!li'II, Cl) In s,st:0111 Blood Prm■ra 

Pllc.bCJ-HtlrlClld m■an ■raun1I ,■cn ■l8 ti SJSNIIC •Iood pnlnlll'I Ta,alalll S 11g 

Da, 101'4 m1 DIJIIZGlln 
Supine 2.4 Hl.4, 5.21 

Standlrig -0.li (·4.0, 3.1) 

0111 1 ti 4 m1 DDIZlllln 
Supine 2.8(-0.1,5.7) 

Standing 1.1 (·H,5.0) 

Blood pressure was mflliSured manually pra-dose at two ttne points (-30 and • 15 minutes) and then at 1. z. 3. 
4. 5. 6. 7. 8, 10, 12 IIOO 24 holl'S postd05o on ths llrstday of oleh doxazosh doso, (1 mg. 2 mg. 4 ITl!l), aswell 
as <.Nl lhl SIV!l'll:h day of 4 mg doxazasln admlnlslra1t:in. 

Fotlawlng the llrsl do!II of da:w:ostn 1 mg. there mre no autHen on tadafafll 5 mg al'II one outlier on placebo 
due Ill a dat:rell!le from blUlllB In 81111:flllg ay8101C BP of :>30 mm Hg. 

There wam 2 alJl:lilln on tadallfil 5 mg and none on pl11C8ba !allowing tho firs! dosoi of drnruosin 2 mg due to a 
decrease from Ila.saline in standing systolic SP of >30 mm Hg. 

T11er11 ware no outliers on tadallfil 5 mg and two on pl11C8bo tollowing the fir'51 dose of drnruosin 4 mg due 10 a 
doorease from baseline In mncllng systolic DP of >30 mm Hg. Thera was one autllar on tadalatll 5 mg and throo 
on placebo follawtng the first dose of doxazash 4 mg doo to slandl11g sys1otlc BP <85 mm Hg. Following the 
li8Ylln1h day of drnruo1ln 4 mg, 1111re\'18111 no outllen; <.Nl tadafalll 5 mg, one sublect on plec:ebo had a dacreil68 
>30 mm Hg in slandi'lg s,sloli: bb:ld pnl88ura, and ona subjacl on plar:abo had slanding eysfotic blood 
pre1sur11 <85 mm Hg. All adverse Mnls potsntially rlllabd to blood prll!lllUrll Bffect8 win! ralld ae mild or 
moder.ala. Then waratwoepi!lades of syncope in 1his sludy, one subje01following I dos& o1 tadalafil 5 mg alona, 
and an01harsubj!EI following caa1mini!'tratir:rn oftldalalil 5 mg and doxarosin 4 mg. 
Tllfll3U/osit1 - In the fi191 tamsulosin study, e silgle oral dose 111 tadllafil 10, 20 mg, or placebo 111119 
actninistered in a 3 period, crossover design to heahtr/ subjects taking 0.4 mg once per day tamsulosin, a 
selaGl:lve alpl,a[1A}- adrenerglG bb:ker (~18 sub[ec:ts). Tadalaff or placebo was lldmlnlsten:d 2 hours after 
lamsulosln following a minimum of seven Dll'f,I 01 tamsulosln dOlllng. 

Tibia I: T1m111lasi1 (D.4 mo'lf■y) Sludr 1: ftlan IIIDnll Oecr .. , (H% ct/ ii Syslllic fllaad Prall■rl 

Plac1b11-111tlrlotlld m11n m•lmll ,111"11a1B 
~ avaunc blaW prmai,. (11m Ilg) 

Supine 
Slarrdlng 

lldallltl 11 mg 

3.2 (-2.:l, 11.6) 

1.7(-4.7,6-1) 

Dlrllldl :!D m1 

3,2(-ZS,8.7) 

2.3(-4-1,8.7) 

Blood pre98Ura MIii measured m11nuelly at 1, 2, 3, 4, 5, 6, 7, a, 10, 12, and 24 hours eftertadalafil or plw:ebe 
dosiOG. There were 2. 2, and 1 ouUiers (subjecis with a decrease from baseline in fflndirig systoli: blood 
pressure ol >30 mm Hg at one or more time poln1s) lollowlng admlnlstrallon ol tadalatll 10 mg, 20 mg, and 
placebo, respeclfvlil)'. There were no subjec1s with a st■rDlng systolic blood pressure <S6 mm Hg. No severe 
adllaru 1M1nt1 pcrterrtlafly rtllalad 1D bloodi)rBB&ure etlec:ts wara rapartad. No syncope WIS reported. 

In the second tamsulostn study, healthy subjec1s (N=39 treated; and 35 completed) received 14 days Ill once per 
day dl!llln~ oltadalll.1II 5 mg Cl'placeba n a twll·per1od crOBSmo11r design. llalty dosing oftamsulasln 0.4 mg was 
ml•d !or ttra 18!1 seven 11ays at &aeh partad. 

'llrble I: Tlmsulasl■ Bl■ dy Z: M■an ~mal IIIG,-111 (857a Cl) In lyrtolll; BluOII Pr11111n 

Placl.Hlllb~ mH■ marlm•I •■cruH In Sfll:DIC blood p,-,n 'llrdllllltl 5 m1 

oa,- 1 of 0.4 ma T1m1ulrr1in SuplnB •0,1 (·2.2. 1.9) 

SIBnUlng 0,9(-1.4,32) 

0.,- 7 af 0.4 m1 Tlm1ule1ln &.l)ine 1.2(-12,3.6) 

s1andlng 1.2 (·1.0, 3.!i) 

Blood pressure was moosll'ed maroally pre-oose al two tlme points (-30 and -15 minutes) and then at 1. 2. 3. 
4. 5. 6. 7. a. 1 0, 12. and 2'I OOurs post daS& on the 'first, st,:th and seventh dayg ol tamsulostn admlnl61ra!lon. 
Tlrera w,ra no outli•n; lsub,ilc:18 wlh a decrail68 from baseline in standing r;yslotit: blood p111S&ure of >30 mm 
Hg !II 01111 or moretimo points) Ono sub,ilt:I on plat:111bo plus tamsilo,in (Day 7) anlt Oil! subjoot on tadalafII plus 
tamsulosin (Da.y 6) had s1JndIng sysllllir; blooU preullli <85 mm Hg. No SM!re advers1 Mnls pottnlialy 
related to blood pre,srJre were n:porl!d No S)"lCDpe 1111U1 repnr1e0. 
A/lt/lusln -A slrigle oral WIie of ladala.1II 20 mg ,. !llacebD 'MIS admlnlstared n a l--parlod, &ro81CIVII' dallgn to 
haal1hy subjects taking one&--dafly ~ZDsln HCI 10 mg exl!tnded-nlea11 tabl&m, an alphal1}1Ulrenergt blocker 
(N=17 complatad subjllCIS). Tadalilfll or placebo WllS admlnlslerad 4 hours llftllr affllzosln lllllawlng a minimum ol 
88\llln days ol attuzostn dosing. 

Tibl110: lllfmlliln (1D ,-gldaJ) Sludy; fflAn lll11fm1I 01c111,1111 (95% Cl) In Sphlll1 Blood Pras11r1 

Placeba-aimtrM:lad tmn m11imll dac.-11 i1 r,rtoli: lrl11d 
-ran1ra {rm Hg) 

Supine 

Standing 

T1dlldl 21 mg 

2.2 (·C.9.-5.2) 

4.4 (·0.2.8.9) 

Blood presaure vru measured mam.11.ltyat 1, 2, 3, 4, B, 8, 10, 20, 1nd 24 heurs arm, lll;t1lafil or plllceba d01ing. 
Then: WH 1 autlIer (aubjeci with a IIBnding systali: blood premre <85 mm Hg) following admIrilllrafIon ITT 
1adalalll 20 ITl!l. There 1111re no sub!eds '111th a decrease from baseline In standing ~tollc blood pressure of 
>30 mm Hg at one or more Ume points. Ho severe adverse events poten1Ia11y related ta blood pressure e1fects 
were reported. No syncope was reported. 

Effm on Blood Pressunr When Admhlsknd with Antlhypemtnstves 
~-A study was conducted lo assess the lnknt:tlon ol amfedlpln, (~ mg da11,1 al'II taoalafl 10 mg. 
Tlrera was no llfllct of 11dilafll on alnfodlpln8 blood lmls and 00 llfllct of amlodlpln, on tlclalaftl blood IMIS. 
Tire mean reduction In supll'l8 syslollclcl1Stollc blood pressure due 10 tadalilfll 10 11'(1 n lUl)lc:IB taklr,g 
amlodlplnB was 312 mm Hg, compared 10 placebo. In a stmlla.r study uSlll(l ttdalafll 20 mg, there ware no 
dlnlcafly slgntfl:1nt differences bllWIIBn tad1la1tl end placebo h subjects \aldng amlodlplrE. 
~ n f'006/XOrb/oolrJm(Wflll and wl1haul 011Er anlfhypGnenslws) -A studywai oonductld 10 assa,s 
11E lntenctlon Ill ariglofenstn II receptor bb:kers and taclalalll 20 mg. Subjects n !IE !1Udy \l/8re takl'lg any 
marketed analcrtensln II reoop1ar bloctcer. either alone. as a oomponen1 a1'a oomblnatlon product, or as part ol a 
mulllpla antlhypartsnslve regl"nan. Following dosing, ambulilfory measurvm,n of blood pra,;sura raveallld 
dltlilrencoo blllween tlclalaltl and placebo DI l!(4 mm Hg In ~olc/dlasfotlc blood pressura. 
IJBndro!luizx/9-A sludy was conductlld ID IS885S 11E interaction DI llllndrofluazide (2.5 mg daily) and lldalafil 
1 0 mg. Falkrwing dosi11, Iha mllRrl reduction in supine 1yD1olic/diastolic: bloOO pressure due to tadalaiif 10 mg 
in subj1cts taking berlfro1Iuazide 'MIS 8/4 mm Hg, campued ID plac:alla. 

fna/apri/-A s1uc1, was Cllnd..:ted to /Jllllllllsthe intertetion of 1r11lapril (10 to 20 mg daily) and tadalafil 10 mg. 
Following dosing, the m!!ln redoction in supi-1! 1yS10ticldi1Stalic blood presture due to tadalafil 10 mg ir 
Ujects taking enalapril was 411 mm Hg, oompar11d to placebo, 
Mewpro/ri/-A 91udy '1119 corrduc:ted Ill 1wes1 the interec:tian ol 8ullWinW-n:l11111e me1oprolot (25 to 200 mg 
daily) md tadalafil 10 Ill]. Following do1ing, the mean reduction in supine lj'slolicldiaslolic blood pressure due 
10 tadalalll 10 ITl!l In subjecis taldll(l metoprolol was~ mm Hg. compared to glacebo. 
Ell'Bcls on Blood Pra1sunr When Admhlslerl!d with Afcahal 
Alcohol and P□ E5 inhibilors, inc:tldng ladalafil, ara mile syshlmic vasodililfore. TIIB inlonciion of tadafllil willr 
alcohol was avakmod in 3 clinical pharmaroqjy studiM. In 2 oftlr,a,, alcohol WIii lclminifrlored !II a doS& DI 0.7 
g,1,g, wlri:h is ,quivalant to appro1im11eI, 6 aunCBS of tlO-proof vodka in an 80·kg male, !lld tadalaiif was 
8Dminimred ota do,e of 10 mg in one study ond 20 mg in anotfEr. In both lhe1e sludies, all patil!llllr imbibed 1he 
entire alcnliol do1e withi-11 0 milute!r of starting. In on, DI these two ,tudi,s, blood elrohol levels of D.D8% ,...re 
confirmed, In the9e two studies, more patients had elinicall, 8V]ificant dllCreesea in blood pressure on the 
oombinalian af tadalalil 1ro:f alcohol as compared to alcatdalone. Somesubj1cts reported po!'tural diuiness, nl 
arthastaoc h)'l)01ension was observed in same subjects. When tadalafil 20 mg was l!Cministered with a lower 
dose of alcnliol (O,G ~. which Is 1111u1va1en1 to ai.iro1lmately 4 ounces 01 SD-proof vodka, attnlnlstered In less 
1han 1a minutes), orthaslatlc hypatenslan Wllll notobllerved, dlzlfness occun!ldwflh slmllar'frequency to aloohol 
ala118, !■rd Iha lrypofensfve fttl,ctg at 1loohot wera ncrt pollrntlillltd. 
Tadaf!dil did not dlrcl aloohol plasma corter1111!1lioll! ~nd aloohDI did nDI aflect ladlfafil plwmr c:onc:enlratiant1-

Effects on Exercise Stress Teal;i'lg 
Tire eflecl9 of l!ldalefil on c1r<1Iac: funotIon, hemedynami:a, and eiren:ise IDlerence were investI{lliled in a single 
ctinicllf pherrnacalo~ !IIUdy. In thill blinded Crlll80Yllrtrilll, 23 SUbJecl8 with slable ooronary artery disease an:f 
evidence of exen:Ise-ilduced cardiac ischemia were enroled. Tire primary m:fpoi'II was tine to cardiac 
lschemla. The mean difference In total exen:lse Ume l'/IIS 3 seoond= (lailala1II1D mg mhus placebo), which 
repn:semed no ctlnlcaly memlnglul dltlen:nce. Further statlstlcal analysts demanstrated thal taoalafll w;is 
non-lnlllrtor to pl~ wl1h nrspsct to Hme to lschlmla. 01 nota. In this sfucly, In some su~jocts who re&el'o'lld 
ladilalil iotlowed by si.trlingual ni1roglywin in 1~ pl!lll·IXllrcisa ponod, clini:ally signilic:an1 redut:lions in blood 
prv,sure W8111 00G!l'Vtld, consIstant with 1ha augm1ntalion !rytaclala1II of tlr1 blood-pres,,urtl"lowering ~ ITT 
nilratel. 

Effa::ts on VIiion 
Shgle DIii dOSH al ptmphadIHterll81 lnhlblors haw demonstrll8d tren1In dD!ll-rolalad lmpelrman1 ofoolor 
dlscrtmlnatlon (blll8/grean), using the Flrnswonh-MIJISQll 100-hua test, with peak llflall!S near the time Ill poak 
plasma IMIS. This 1Indlng Is conslstant Wllh the ~hlbtllon Ill POE6, which Is lrMJl\lad In pllOlatransduc!IDn h 
11E retina. In a study to assess the &IIGCIS ol a single dose of tadalilfll 40 mg on vision (N=59), no ellects wtre 
observed on visual acuity. In1raacular pressure. or gupllome11y. Across all cllntal studies with tallalilfll tablets. 
raports of changes In color vision mre rare (<0.1 % of patl1111!!). 

Effm on sa1rm Charrterlstlcs 
ThrN studies were candll:lad In men to as!lllss the pofenllal8118ct an sperm ehara:lertetl:1 Ill tadalalll 10 mg (one 
6 month study) !lld 20 ITl!l (one 6 month and on& 9 month study) edmlnl818red dally. There wire na edVll'&leffact:s 
an ,pem, morphatagy ,. sp1rrn matllty In enr DI 1h1 tllr'!II 81Udlas. In the Bllldy of 10 11'(1 iadala.1II fur 6 mc■rlhs 
and the S1IQ of 20 mg tadalafll fur 9 momhs, results shawed a decreasa n mean sperm concnralfans 111I:ttlv!rto 
placebo, although these dlftarenoos ware nCJt clinically meanlna!IJL This alloot was nCJt soon In 1he nudy Ill :ZO rng 
ladalalll tak11n for 6 rnon1hs, In addition there was no IMrse atl8t:t on mean concentrations at reprodllcll~ 
harrnooos. teslosl:8rone. lutelrizlng hormone or lolllcla stnlulaflna hormone with either 1 o ar 20 mg ol tadala11I 
compared to placebo. 
Effm on Cardiac Elealnlph)'l;lolog, 
Tire effoct Ill a sfngla 100-mg dDSII of 11DRla1I on tha DT lnl8MI w,n; 1111elulllad Ill th! tlma of P!llk lldala111 
coocentratian in a randomized, doubla~indad, pl11C8bo. and active (intravenous illutilida) -cantrollad crossover 
study in 90 healthy males egad 18 to 53 )'811.IS. Th! mean changa in lllc (Fridaric:ia OT correction) for taDalalil, 
ratllliveto plac:abo, was 3.5 milli!lac:onds [1wO·!idl!C go% Cla1.9, 5.1). Tira ll'lflln chtinga in Ole (lndiviilal OT 
ccmction) fer 1.!(lafllil. 1'11IaliVII to plsc1bo. '1118 2.6 millillac:onds (two-iid8C 90% CM.2. 4.4). A 100-ma dDBe 
111 tadelaiif (5 times th& tighaat recommandad d038) was chosen btc:aus1 thiR dosa yields e,cposur86 cooering 
10011 ab!IIIMld upon coadministration of tadalafil with plllen1 CYP:3114 inhibitors or 11Uia oll!IIIMrd in renal 
impainnoot. In this study, the maan irter11ase in h&art rat& associatDCf wih a lllll·"'ll dosa of ladalafil camparecf 
10 placebo was 3.1 baats per minul8. 

12.3 PIN.mmakinlllia 
CM=r a (lose range ol 2.6 Ill 20 mp, taoalalll exposure (Au::) Increases proportfonally with dose In heal1hy 
U]llGts. Steldy·stim plasma concentrallons are attained wlltA1 6 days of onoo per day dosing and e:,:posun: Is 
eppro1lma11lly Ui-folc grt11tar then alter e single doH. Maan tadala1II oonce■rtratlons me1SUrad 111!1' 1he 
actninietration of a single oral dose a1 20 mg and singla and once daiy multiple do,e, of 5 mg, from a separ11ta 
study, [S811' Figure 4) to IE.tthy male sub,ilcts are depict,d in Fi{Jlre 4. - - • - S<ng10'll.bfl'>;l 1t~a1•nI ao .. 

--- S,ngll,~ iacltl•fildO .. 
__,_ Ono~ ~-mg lldaalll Tolo,;-.11111 """"":"I "" <lays of ad.,,lnf•n llol\ 

" " • 9<! 101 12a 

Time [l>curs) 

Figull 4: PlaslTII 11,1lllil IDICfHllrati1a (1111n * ID) IIIIIDlmlf I lingl1 ID-Ilg tadal11il dDH 1nd 1in1l1and 
OHi ~lilJ IU!iple~11111 II S 11g 

Absorption -Alb,r single oraf-do1e administration, th, maximum observed ?leama conoontretion (C...) of 
llldalilfil i, achimd between 30 minutes wid 6 hllllrs (median time of 2 hours). Absolute bioavililalilrty of 
ladalilfil following oral dosing has not b1en determined. 
Tire rate and exten1 u1 alJsor?tion oftJdalatil an: not influenced byiood; thus tadallfil tablets may be taken with 
or without food. 
lltstrlbuUon -Tha mean appamnt valuma Ill dlst~butlon totlmvlng oral ldmlnlatratlan Is approxlmalaty B3 L, 
indicatin9 ttat tadalafil is dislribntad into tis,,uas. At 1h•~utit: crnoontrations, 94% of tadala1il i-1 plllllla is 
boin:f to protains. 
Less thr.n 0.0Cll5'1l, of the 8Dmini111Ered dose ew•omd in the 1emen ol h~ 9ubjecls. 
Ml::lalHllimt - Tatmla1il i9 predominantly metebalired try CYP3A4 ta a calecOOI metatdte. Tire catec:hol 
metabolite undergoes exlensive melhylalicm arKI glucuronidatioo1D form the me1frylcalochol and methyloatec:hol 
plucuroni:fe conjugate, respectively. The major cin:ulatIrci metabolite ;; the melh11catecl1DI glucuronide. 
Metfrylcatochol cancentra11ons are less than 10% of glucuronlde ooncen1ralfans. In '11/ro data suggests that 
me1abolltes are ncrt expecieC to be pharrnacologlcally active at observed melabollte concen1ntlons. 
Excrvlion -The ITl!llln oral cl,w-anc, fortad~lall Is 2 5 IJtnnd th• m11an terrn,nal l1all·ltt1 Is 1H hoo.rr; ,n healthy 
sub,ilt:11; Taltalaf'I Is 1xcrtlleU predominantly II metaboites, mainly in the 1!1;15 {approximalely 61% o1 !IE doso) 
and to a lesser exlen1 In tlra urtne (appl'Olll"natel)' 36% Ill the dose). 
lill!i!!!!;- Heal1try male elderly 5UbJ1&16 [55 years or over) had a IOWII' oral claaranca Ill tadalafl, re,ulHng 11 
25% hlghlll' e1posunr IAUCJ with no lfflcl on c_ 11latfvl 1a 1hat obsarveU In hN.I1hy subj,c:ts 1911145 ,n111 ITT 
age ~o dose 1dJustment 19 llllrran!Bd ba9ad on age alone Howe,rar. groa1er sensltMlyto medlcaflons In some 
olUer Individuals sheuld be ,;onskl,red [SIil Uso lnSpsc/fk Pr)pu~IJ(Nl~(8.5}J 

l'illents With Olabms Mellrus -In male llllfants with dlablllrS malllllls aftar a 10 mg tadir.lafll dose, <!llposure 
(AU:) was reducad apprmdmataty 19% and c_ was 5% klwllrth111 tlr1t: oilstlrvad In healthy subjects. Na doH 
~ustman1 Is wamnted. 
l'illents wltlJ BPH In patlarts with BF1l lollowtng sing le IUld multiple-doses of 20 mg tadalafll, no Slllllstlcaly 
stgrt11oam differences n axposura (AUC and C..,) were ob&eMd between eldarty (70 to 85 yuan;) and yau11gar 
(<60 years at age) sub]lcts. No lloH ai:1Ju1tme■rt Is warranted. 
13 NONCLINICAL TOXICOLOGY 
13.1 Ce11:lna1eimls, M■!agllllfl, l11palnna11 i:f Farllllt, 
Gan:i-laganasis Tadalafil was oot can:inagenic to rats ar mies when administrrnd daily for 2 ysar-s at OOSIS Lil 
10 400 mglkgleay. Systomi: dnr~ &llpO!llJrllS, as maasur11d by AUC ol unbcu,d ladalaf'i, wore 1pproxima1ilty 
1 O·fold for mice. and 14· and 26-fald for male IIIJ lemale rats, respectively, !IE exposures il human males given 
Mrotimum Recommendlld Human Dase (MRHD) of20 mg. 
Mutagenesls - Tadalall was not IOOl:agenlc In the 111 vf/ro bactertal Aines HSll\'S orthefol'Nlr<I rootatlon tes1 n 
mou88 lymphoma calls. T.ur.l1fll was n01 clartogenlc In tha In vitro chro1111JSomal abemrtfon test: n human 
lymphocyh,, or tho NJ l'iw nrt mi:ronuclaus """"-Y"· 

lmpairm,nt of Fertility There were no efll!cts on fl!rtilily, raproductive performanc, or reprodoctive organ 
morphology in male orfumale lil1ll given onrl dooes o111welall up to 400 mglkr1day, • doge producing AUCs for 
unll:Jund IBdakfil of 14--lold for male, or 28-fold for fumala1 the "'P""''"" observed in human males given 1he 
MRHD of 20 mg. In beagle do\18 gMn llldalilfil daiyfor3 ltl 12 months, then: was tree1ment-related non-revers­
ible Ull'leneralion and a~hy of the 1eminilerous 1ubular epithelium in the tesles in 20-100% of the dogs that 
l'!!!IUll:ed In a decrem In spermalogenesls In 40-75% of !he dogs at doses ot ~10 mgiko/day. Symmk: eJ1posure 
(basOO an ALIC) at no--observed-l!Cverse-etleci level (NOAB.) {10 mg/Ilg/day) lllr unbourKI ladalafll was stmlar 
10 that fL'Cllacied In humans at Iha MRHD of 2a mg. 
Tlrare w,ra no trs1m•nt·rehrlllJ 1Boti:ular findi-lg• in rah; or mic, tl!Rffid with do""" up to 400 rrg'kg/d"'f for 
2 ,ears. 
13.Z anI .. ,I lbdl;■ kllrl 11I1/C■' Pl .. m,oolllY 
Animal ,tudies showed 'IIISCUlar illt1mmalien in l!ldalefil-treD1ed mice, 111111, inJ dogs. In miee and rata, 
lymphoid necrosis and hemorrhage were seen In the spleen, thymus, and mesenteric lymph nodes at unbound 
1adalalll exposure of 2- ID 33-fold abclve the human exposure IAIX:sl at the IIIRH□ of 20 mg, In da\18, an 
Increased Incidence ol disseminated arlllrltls "Ma$ observed In 1- and 6-month studies at unbound tldalaftl 
exposure of 1- to 54-lold above the human eJPOSUre (AUC) al the MRHO ol 20 mg. In a 12-rnonth dog study, no 
dlmmlnatad arterttls was observed, bu1 2 dagl! exhibited marked l1&eraa11es In whlla blood &ells (neutropl,lls) 
are:I rrod1rato dlClllali!lli ,n platlrlets with 111flamm;rtory sign, at unbound tadafa1il t11posurt111 of appnll<ima1oty 
14· ID 16-folU the human t111Jl15Ure at 1he MAHD 111 2D mg. Tl1H alJnormal blood·t:11111 findings 11111rs reversible 
within 2 weelur HIier stopping treatment. 

14 CLII\IICALSTUDIES 
14.1 Tlldllall Tllblalstlr U18 H IIIB~ld lor EO 
Tire efttcacy and safely oftadalafll In the treatmrm1 01 erectile dyllflln01Ion has been evaluated In 22 cilnlcat trlafs 
Ill up to 24-weelc!: duration, lmrolvlng over 4000 pa.11ents. Tadala11 table1s, when taken as neecled Lil to <.Nlce per 
day, was shown to bi ellec1I1'e In lmprQmg erecille runctlon n men with eredlle dys1unclfan (ED). 

Tadaf!dtl tablets 'I/IS studlod In tile ger,11111 ED population In 7 randomized. multlcen1Br. do1Dle·blll'll1d, 
plac,tKH;on1rol1!11, parallel'i.rm design. primary IIMlcacy and ~ stu:He!S o112·weeks duration. l\'ia o1 th11e 
stud Ill! were oonductlld In the United Stal1ls Ind 5 Wllr'I conducitld In cen1ers eLrl5Idl th, us. Addfflonaf IIMlc:acy 
am •llfl1Y Bludl11were parfonn,d In Bl pllllents with dlab181!18 melll1us and In pllfenlslmo 11avelopad ED sta1us 
post bla111111.I 1181Y8-31)11rtng radical prolllalectorny. 
In ttrase 7 trtale, 1adalalll tablllll! Wire taken u needad, at dosas 111.nglng from 2.5 to 2D mg. up to once per day. 
Pstlents were frN to choolltlre time Interval batw88n dase adm~lslrauan and tire time of 88lCURI a111mp1S. f(l(l(f 

am al:ahal lntallll were not restrlctad. 
BMral assa:ssment tools ware used ID evaluate Iha DffaCI of tadalaf'i lwl&ls an erectile Junction. Thi 3 pm,ary 
all1l:ome m111Sur11s Wtlrll the Erectile Function (EF) domain ol lhe International lndllll ol Erectile Function (IIEF) 
and Questions 2 anD 3 from S8xual Encounter Profile (SEP). Tnt IIEF is a 4-week recall queS1ionnairo that was 
actnlnlstered ill the end oi a traatmem-froo basallne period and subsaquantly ill fallow-up \llslt:5 afl11r randomlza • 
Hon. Tl1e IIEF EF domain h,n; a 30· poill total score. where hlghersoores reflac:t batter arsctllB funt:tlon. SEP Is a 
diary In which pa-t11nts reoordad each uxual affampt mada througll:Jut tire slucfy. SEP Oueisttan 2 i16ks, "Ware 
yau able to Insert your penis Into !IE partner!! vagina?" SEP Question 3 asks. ·0Id your erection last long 1mugh 
1or you 11l hav, IUCC81sful intercoursa?" Tira overall pen:entage of euccaalful attempt, to insert 11E peni1 into 
11E v(IIJm (SEP2) end ID maintain Iha arectiJl for suo:essful intercourse (SEP]) ill deri.ad for each patient. 

Results n ED f'opulallon In US Trials The 2 prknary us efflc:ecy and 1afaty trials lnciucll!d a 101aI111 4a:2 men 
wl111 arllC!lla dylfuncrtlr:rn, 'dlh a mDlll age of 59 y,iars (rangG 27 ID 87 years). Tira popUatlon was 78% Whtir, 
14% Black, i'% His pant, and 1% of 01her Dlflllcttles, lro:f Included pllfents with ED ol \lartllUS !ever1tlas, 
ellologl!S (organic, l»Y(lhopenlc, mbmd), and Wl1h mlftlple i:o-marbld condlllons, Including dlabeles melllllls, 
hypertension. and other c:ardlovascular Ols!lase. MOSI (>9l%) l)llllents reported ED of m least 1-,.ear durauan. 
S1udy A was ooncl..:ted grlmilltly In acadelnlc oonten;, S1udy B was oonduc:IBd prlmilltly In communl1)'-based 
urology prtettes. In aach o1 thsoo 2 trtals. ladalall lablBts 20 mg showed cllnlllally me1nlngful ana statlstfcally 
sl!lnflt:ant lmp11M1menl!; In all 3 primary efflcacyvarlablas (st8Tabla 11). Tira treatme■rt aftactol tadalaftl tablllll! 
did nof diminish avtrtlme. 
Tl~la 11: Na• Endpalmllllf Chqa Ira .. ll11111lln1 rarlt& Plh■ryEllca:y Vlrlebl• II Illa Twl Prlllll1' us 
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Results In Gene rat ED P~ula1Ion In Trtals Outslce lhe us - Tire 5 primary l!fflcacyand safeti' studies oono.Jmed 
In 1he ganaral ED populiltlon llllskle the us Included 1112 patients, wl1h a mean age of S9y&an; (range 21 ta 82 
years). Tl1a POllJIBlion wa, 76% White, 1% Black. 3% Hiepanic, and 20% of ath1r sfhnicitie&, and inciuderl 
pa1i1nts with ED of various 81Wri1illB, etiologillfl [argani&, p&yChogenic, mixed), and with multiple oo-marbid 
oonditians, inciuding diab!lr!s mellnus, hypertensir:rn, and other cardiovasc:ula.r disease. Most (9D'I',) pri1nts 
reported ED of at leas11•year dura1ion. In Ihm 5 trials, ta:falafil tlblets 5, 1 0, and 20 mg showed cilicall~ 
meani-lgful and statistically signnicant improvements in all 3 primary efficacy variables (sf!l!'Tables 12, 13 and 
14). n,e treatment lff001 af tadalall lablats (id ncrt ciminish OVlr time. 
Tlble 1 !: Me■n E■._,lnt and Ch11ge fro11 llllsell■e krlle EF Dom■ln al 1he IEF In lie General m Papulll1lu1 

ti Ave PrlnlJ ll11h !Mllde111e U5 

I I ,.,.,.. I .... , T1d11afil 
Place•■ 1111I.U llblats ,.,,. 

511g 1111g ~-, ... ,, 
Endpoint IChlllo• from b"""I""] I 1s.o 10,11 I 17.9I4.DI I 2ll.o [5.Gl 

I I p.a.008 I [J(.OtJI ..... 
Endpoill [Ctange Imm l!aselIne] 114,4[1.1] 117.515,11 I20.6[6.0] 

{k002 ~.001 ...,, 
Endpoill [Ctange Imm basaline] I 1B.1 [26] I I 22.6[a.1i 2ll.O [B.D] 

I I I (.l<.001 p~oo, .,.,e 
EOOpoill [Ctange from l!aselIne] I 12.7 [·1.6] I 

I 

2:2.8 [S.8] 

P<.001 ..... 
Endpoill [Ctange Imm baseline] I 14.s 1-0,91 I I 21.21a6] 2:l.3 [8,0] 

I I I ~.001 p~oo, 
• TrMhn,nt durJ.tion in Study F""" B monlhll 
Tlbll ,S: 111111 Pal-l1•lln1 !Slrr:11111 8-11 ■nd 0.1111' ~■r B1•11111• IEP Quallgn 2 ("Wa,- '1';1111118 lu 
lnllll 1uur p■nls la1a Iha ,1rI■.-'11111In1?·1In 1119 81111111 ED P1jd■llcln In Fire l'llrobrl Jrlals o.-i,e 111 US 

I I T1d1l■ftl I T1d■ l■II T1d1lalll 
Plaw•u Ullrlrrll llblals .. ,. 

5,-g 1n .. e ... , ... ,, 
Endpohl [Oange from Ila.saline] 149% [Bo/o] 157% [15%] 173% [29%] 

p..063 {J(.001 ... ,. 
Endpont [Ctanga from basal Ina] 146% [:2%] 156% [18%] 168% [15%] 

p...008 Jk.OD1 ... ,, 
Endpoill [Ctange tram l!aselIne] I 55% 110%1 I 177% [S5%] 85% [35%] 

I I I ~.OD/ (.l<.001 

""'" Endpoill [Ctange from baseline] 
142" [-11%1 I 

I 

!1'1o [27%] 

,<OOt ... ,, 
EOOpoill [Ctange from lla6otIna] 145% I-Bo/,I I I 7:!%[21%] 76% [21%] 

I I I ~.001 l)<.001 

•Trvatmen1 duration in Slu:ly F was 6 months 

Tl"a 14: M111 Pod.a.Ill■■ •- All■ ••• Ctiang■ from BH1lln1 fir SEP .,.dfgn J ("Did .,,_r 
"aclo■ l.i I-■g ■nou1• tor JllU lg .... u:1•slul ln1Brc1u1117•I kl Iha 6111,-I EO Papuldfan In FIQ 

Pl1al1I Trt■II Oublda Iha US 

I Placebo 
1ac111-111 I ru111t11 I Tadallfll 
t1•1a1s lllbtllla 11bllls 
5 ■rg 10 ■rg Umg ... ,, 

Endpoirl [Ctange Imm baseline] 126')1,[4%] 38% [10%] 158% [32",1,11 
p...040 (.l<.001 ... .. 

EOOpoill [Oanoefmm llallallne] I 211%[4%1 42% I2-4%l I 51% 126%I I 
I /J<.OIJ1 I P<.001 I ... ,, 

Endpoill [Ctange Imm baseline] I 43% [15%] I 70% I48'/'ol I 78% 150%1 

I I p<./1)1 I "'"' ... ,P 

Enclpoill [Change from basaline] 127¥, [1%] 

I 

174% [40%] 

p<.001 ... ,, 
Endpoint [(J1111oe from b118aline] I 3.2%[5%1 I 57% 133%1 I s2% 129%1 

I I {J(.001 I p<.OOt 

•lhlattnen1 duration In sioo,, F was 6 momns 

In al:IDltlon, there W!lre lmprowments n EF domiln soares, sullll8ss rale5 based upon SEP Quasllons 2 and 3, 
and pall1nt-r11portad lmproveme■rt In uecttare, a:rou p;r:ll!W1IS with ED of al degrees DI Dl6!1lsa savertt)' whlla 
taldng tadalafll tablall!, compared to pallenltl on ptaeebo. 
Therefore, in all 7 primar;, efficar:y aud :lsf!ly ,tudil!!!I, tldafa1il tahtets !hcrwed statistit:rrlly sigrifi:ant i'nprovement 
in patients' ability ID 1.Chi1ve arr erection suffi:ientfor vaainal penetration and 1D maintain the er11otion long enough 
for suaoossful inl!!nmurse, as measu,00 try Ille IIEF questionn:iim and by SEP diaries. 

Eflicacy Rmt:i in ED P11ieals with Diabe:tt:s Melttus Tadalalil table1:! were shown to IE effective in treating 
ED In llllfents with diabetes mellltus, Pll.1Ienlll with dlalJElel were Included In 1117 primary efficacy studl!!i In the 
general ED population (~236) and In one slu~ ttat specl1Icaly assessed tadafilfll tablelll In ED pa1Ienlll with 
typa 1 or type 2 dlabl!tas (N=21B). In this randomized, pl11C11bo-Cllnlrnled. double-blinded, paralla~um da,lgn 
pr011poctlve trial, tadafal'tl lilll&11111amomrtnrted cl~lcally ma1nlngflll am statlsUcafly sign Ill cant l"nprOVBm&nt In 
erHctila fum:tian, as m8""ured try the EFdomain oftilB IIEFqu•stionnaire and Qu,stion, 2 1ml 3 of th• SEP diary 
(-T•ble15). 
T .. le 15: Me■ n &rd,1I11111• C~■nge frlm l11ellne far 1he Pllm■ ry Efflmiy v.t1ble1 kl• si., kl ED 

1'11111=1111 wlh Dlllllfleit 

lldllllil T1•1111i1 
Pl11ebo .... lllbl81a 

10mg ... , 
111-111 '""' (11-JlJ llfllUI 

EF Omaln Score 

Endpoill [Ctange tram ilaselIne] 122[0.1] 19.3[6.4] 11>-7[73] <001 

kll<l!rtian n1 Penil (3EP2) 

Endpohl [Ctanga from basallnG] 31)% [-4%] 57%[22%] 54% [23%] <.001 

llaln1:tn1119 of Enatlu■ (BEP3) 

Endpoill [Change from baseline] I 20% [2%] 148% [2S%] 142% [29%] I <.001 

Efficacy RHUlb in ED Palierrt:i tallowing Radical Pnurtatectcmy Tadatdil tablets wasshCMn ltl lie effl!ct:ive in 
traatfng patients who developOO Bl 1otlmvlng bl lateral nerve-11partng radlcil prostatectom,. In 1 rancfom~ed, 
plaeetKH;an1rolled, dauble-blhded, parallel-arm 11esf~n prllllpectlve 1rtal In thl; iqiull11Dn IN=30a), tadilaftl 
tablllt:1i dt!monmlld clhloally maanlng1ul and Gllrtfstlcafly slgntftmt lmpr<W!1111ent In &rectfla !unction, as 
measured by th• EF domain of 1ho IIEF qu,stionn1ire and Quastions 2 and 3 of th• SEP diary I-Tabl• 16). 
llr•le 18: M111 En,,ulrrt ••d Ql1n11 tra,. lls1ln1 far Ille Prlmlr, Ellclll'f lll1~1bl111 In I Sl■dy In Pd11ta 

wla nev.qi,, ED Followqf lll11nl N1rve-8p■ ~"4il ... dlcll Prodllt■dorny 

Pleceb■ 
T■dlldltablel!r a,. 

(N-1112I (N..f01) P·Hlul 

EF DIITIIII B11re 

Endpoint [Charctl from basellnB] 13.3[1.1] 17.715.3] ,oo, 
lllllllrllor, of l'tlnfi {SEP2) 

EnUpoInt [Charct• from b"""li118] I 32% [2%1 54% [22%] ,oo, 
Mal111Bnanc1 Ill E,-e11on (SEP!) 

Endpoint [Charctl from blSlllillB] I 19% [4%] 41% [23%] ,oo, 
Results in S1uciae to D1t11rrnina 1h11 Op1imaf Uee ofTlllalafl tablOIB Se¥!nf studiee were canduWl:f with the 
abjar:ti.a of datarrnining !hi op1imal use of tadalafil tablats in Iha lraatmllll of ED. In on& of Ihm s1ucie1, the 
parcentaga o1 patiarTts reporting soo:assful eroolians within 30 minutss of dosing was dD1llrmill8d. In this 
ra1doml!ad, plaoobo-oontrollad, COllbll·blindad trial, 223 pa1ients ,were randomi,ed ta plaoobo, ladalafil lilllm 
10, or20 mg. Using astopwateh. patioots recorded Iha tine followirig dosing atwtieh a successful eroo1ian was 
obtlinlld. A successful er11ction was dalined as at least 1 eroo1ion in 4 attempts that lid 10 sucoossfl.j interoourse. 
Alar prtarto 30 mlnutus, 35% (26174), 38% (28/74). and 52% (39175) of patients In !IE placebo, 10-. and 20-mg 
groups, respaclfvaly, reported sullll8ss1ul areGl:fons as dattned above. 
Two sludie, ware conduC1rld1tl asse.s the efficacy 111 tadalalil lilllet, ala oim 1im,point sfler d"8ing, Spetnicafly al 
24 hours and II 38 hours after dolling. 
In the firs1 of lhe9e ,tudies, 348 ?01ienllr with ED wr,re randomized to plllcebo or IIIJalefil 1Bbla1" 20 mg. Patients 
were ,...,u,ag,d 1o maim 4 total attempts al illlermunre; 2 a11,mpts were to oc&ur 11124 hoors alter dosing and 
2 oo""letefy sepenrte attempts were to ooour a1 36 hours llfter dosing. The results demonlllral!ld e differenoo 
between the plu:ebo group IUld Ille lltdalalil lab~ groug at each of the pre-!pacified timepoilts, Al the 24-hour 
Umepalnt, (more speclllcaly, 22 lo 28 11:Jurs), 63/144 (a7%) patients reported at least 1 sucoosslul lnl!!roourse 
In the placebo gro•p l'el'IIIII 84/138 (B1%) In the ladalaftl tablets 20-mg group. A1 the 36-hour Umepolnt (mare 
llpBGlllcally, 33 to 39 houre), 411/133 (37%) ol pilllen1s repnr19d at la!lsl 1 SUCCBS81UI lntan:auru In the placebo 
group versu, 88/137 (64%) In 111!1 tlclalaftl tablets 20-mg gmup. 
In Ille s,oond of these stu:lies, a lollrl 01483 patient, were Mnfyrandomiz,d to 1 of6 groups: 3 different dosing 
groups (pla.oobo, tadalafil tablels 1 □, or 2□ mg) that ,...re in,tnrcted 1o allem?t illlen:oun;e at 2 differert times 
(24 end 38 hounr po,t-do,ing). Patients were encouraged to make 4 ••parole aHempts al their esaigned dose 
1111d usigred timepoint, In 1hi8 study, the results demonstraled a stalislicely signifi:1nt diff1renoo between the 
plaeebo grall) and the tadalafil tablets groups at each ol the pr~spe&i1ied timepoinltl. At the 24-hour timepaint, 
the mean, per patient percentage of attempts resulting in successful illercourse were 42, 56, and 67% for the 
plaeebo, tadala1II tabllrtl; 10-, and 20-mi groups, respectlilefy. Al the 36-hour lllnepoill, the mean, per-pa-tlent 
pen:enlafle ol atrempts muting In s~oossful Intercourse were 33, 56, and 62% ror plocebo, tadalaftl tablEls 
1 0-, antl 20-mg (10Upll, nrspadlliely. 

14.2 Tld1lall l•"•ls fur Du, Dllllt/ U• tor m 
Tire 1!11Icacy ere! 1alet, DI IBd..,,.,I lab~ for oner., ~ uee ,n the tre!llmenl ITT erectile cly!ifunctioo has been 
evil LIi.ied in 2 clInIcal trials of 12-weel<i duration and 1 ciinIcaf lri8I of 24-weelcs d•ration, In"-"""1;1 a tolBI ITT 853 
patien19. Tad1lefil tablets, when taklln once daily, WIS shown ltl b1 l!ffective in improving erectie function in men 
with erictIle dysfunction (ED). 
l'allalalll tablets were &1ucled In the general ED populatfon In 2 randomized, multlcenl!!r, double-blinded, 
placetKH;an1rolled. paraflel11rrn design. prtmary efficacy and salely studies ol 12- and 24-woolcs durauan, 
11111peclfvely. On& ol th!ll!e studlas was conducted In the United Stale! and one was oonductlld In eenfarg outglde 
the US. An ad~llonal elflcac, and safely efudy w,n; perlormed In ED pi!llen1s with dlallel!& rnollltU&- Tadalafll 
tablBIB wenr taksn on&11 Ual:1)1 at Ua886 r.qrlng from 25 lo 10 mg. Food anl1 alcohol Intake wenr not rvstrlct1d 
llmlng of sexual acilll'II)' was not restricted relalmi to whlln pilllents took tadalalll lablilts 

Results In Giltiral ED POPYlallon The prtnaryUS &fflcacy and u.fltytrlaf In eluded a 10131 of 287 llllfents, with 
a mean llfll of 59ysars (IIIOGe 25 ID 82 yaa.ra). Tira popula!lon MIS 86% Whlta, fl'fo Black, 6% Hl1par,I&, and 2% 
Ill olharD1hnfaltlas, arKI Included patlams with ED ofva~a1111 m'lrttlls, Dlfatogles (organic, psydlaganlc, mbrad), 
and with mulUpla CD•morlllc conditions, lnctuclng dlablles melll11Js, hypertension, and other aardlovascular 
dlilelSO. Mon(:,$%) patients reported ED of at least 1-,,ear duration. 
The prtmaiy efficacy and safaty stucly conducllld outside tilB US Included 268 pa1Ients, wltt1 a mean age oi 56 
ysan; (range 21 Ill 7B YRrs). Tire populatlon was 86% White. a% Black. 0.4% Hispanic, and 10% of crtoor 
lllmlcllles. and lrtelud1d patients. with ED of various seYarftles. 111:IDlogllls {org1nlc. ~choganlc, mbred), and 
with m•llpll co-morbid eorKlllme. lnctuclng dlabe1118 mellttus, hypartenslon, and 01her cardlclvasc:utardlse/Jlla. 
Nlnaty-1hree parcn of p111Ie111a reported ED of at least 1•year dullltln. 

In each o1 lh818 trlels. CDMdUWl:f without regard to the Umlng 01 dD89 and 88JIUal lntan:oine, tadalaltl tablets 
damorlSlrated ciric:ally meaningful am stalilrli:ally lligni1ic:am improvement in erectile 1,n;tion, as meaoured by 
!IE EF domain oftilB IIEF qu881ionnai1 and 0.u86ti006 2 er■:f 3 oftha SEP diary [SM Table 17). Whan lllk8ri as 
dirootoo, tadalafl tablets wrim alfac:tive at ;,,.,roving Grectia funotion. 

In the 6 manth double-blild study, the tmtment effect oi tadalafil lable!S cid ncrt diminish over lime, 
Tl.le 17: Ne .. E■dpolll 1d Chli,;ie tnxn D•ellH for Ire Prl111ry Efflllq V11l1.les In 1he Two Tl·■ lall 

lllllela ru DIIH Dally Ille S1u,1es .... StudJI' 

lldallil Tadallfil Ta,111111I 
P11ailru .... 1abllll P111111b1 . ... 

2.6mg .. , .. , , ... ..... ,...,, p-■alll .... , (N-109) p-nlu■ 

EF 01n■i1 Sc.re 

Endpoint 14.B 19.1 20.8 ,so ,,_, 
Change1rom baseline ,., B.1' ,, <.001 a., "' <00, 

111111111111 or l'tlnf1 {8EP2J 

Endpoint '" "" '" "" "" Changefrom Caseline " 24%' 25'11,• <. □01 '" "'' ,.., 
M1lnlllnan1a Ill Enictlon (IEP3) 

Endpoint '" '"' "' "' "' Change from baaeline ,0% 31%' 35%' <.001 U% ..,, ,oo, 

'lwanty-fou~wa(I<; study oond..:ted in 1ha US. 
• TMllve·WMk study mducl!d Dllt!lide 1119 US, 
• stallsttall)' slgnl11i:anlly dlfferen1 from placebo. 
Efficacy Rflliutts In ED Patients with Dlabatas lltellltus - Tadafafll tablBIB for onca ltally use was shawn to be 
altactive in trllating ED in patiarts wilh diabetes matli1us. Patianll! with ciab&tBs ,__, includlld in bCllh studies in 
!IE g1118ral E□ papl.iation {N--79). A third r11ndomizad, multicanter, daubll-bli-ldlld, pla.cebo-oomrotl1d, 
pan.II&I-ann dasign trial in~luded only ED patients with typs 1 0, typa 2 diabrrtas (N-2911). In 1tis third trial, 
tadalllil tafll&ts dllmonstrallld clinica■y meaningful and statistic.ally significart impra'l!rnoo1 in erectila iUlction, as 
measured by Iha EF domain of !IE IIEF que!'tilnnaire and Ouastion1 2 and a of Iha SEP diar; (Slli!Tallla 18). 

1a•Ie 11: Nlilln Endpoint and Ch11ga lrtn Baseline fDr !hi Prinay Blicacy Vtrilllla in I llllllllil llllltts 
tor 0111 Dllllt/ Um Sblllr 11 ED l'lltlllllbt 111111 D11bll1II 

lldallil T1d1lalil 
Pl11"9o llblllll ,.,,w 

2.5mg .. , 
(N=1DD) IN=1D0) (N=H] P-filUe 

EF 01mai1 Bara 

Endpoint 14.7 '"' 17.2 

Change1rom baseline I u I 4.B• , .. I <.OC1 

l1111rtl011 al 1'111111 {IEP2) 

Endpoint I 43% I 62% "" I 
Change1rom baseline I " I "'" ""' I <.DC1 

M1lnlllnan11 Ill Enrctlon (SEP!) 

EnUpolnl 

I '"' I 
ffl% "' I Ct,m(l&from bas.tin• .. "'" '"'' <.001 

• Staflsttall)' slgnl11i:ant~ dltleren1 Imm placeba, 

14.1 lldallltl lllbllll 5 mg flrD ■ce O■lt, Usa tor B111l1n Pro■lltlc Hf1&11lllla fBPH] 
Th& llfficacy and sa~ of tadalaliltablm far once daily usoi for ttra troatmant of the signs and symptoms of BPH 
WIS evaluated in S randomizoo. muttina1ional. dllUlla·blinded, placllbo-oontrolled. parallal-dasign, &fficacy and 
safety studies of 12 weeks duration. Two 111 th9se studies wera in men with BPH and 0118 stu(ly was speGific 10 
man with bath ED and DPH {see C/ilrlGii Stud/as (14.4)]. Tire ~rst stOOy (Study J) randomized 1CM patients 10 
111C111v8 11tt1!l'tadall'II table1s 2.5 mg, 5 mg, 10 mg or 20 mg for once dally use or plac:llbo. Tl1a secarKI stOOy (Study 
K) rarKlomlzad 325 pillants to recelw llllher tallalaltl tablal:B 5 mg for ano::a dally use ur glaceba. Tl19 lull 81udy 
popUB.tic■r was ~7% Whila, 2% Black. 11% ofhu r11Cfl; 15% was 01 Hilpanic effmi:ify. Patients with mult'11a 
co-mortlid condiliORB ouch ■ disb1181 mellitus, hype~ansion, and atliarCll'Ciavascular diR81188 were ino::luded. 
The prinu.ry efficany erKlpratl in the two studies tha1 evaluated the eff1!ct of tadalalil tablets for the signs and 
sympioms of BPH wa, the International Prostate Symptom Score (IPSS), a 1aur week recall (fllstionn:iire 1hat 
WIS adminis1er00 al the begilning and end of a plac:eba nm·in period and :;u~Ently ill follow-up visits atter 
randomilalion. The IPSS assesses the severily o1 irritative (lraquency. urQency, nocturii.J and obstructive 
symploms Oncomple1e emplylr,g, s1CJlll)lng and starting, weak !'tn:am, and pushing Cl' 1111Inlng), with soores 
ranging rrom Oto 36: higher numeric soores represen11ng ~realer severl:\I. M.llllmum urtnary now rate (ti,,.,), an 
ob!er;llve mEasure of urine flow, was assessed as a secondary efficacy endpatnt In S1udy J and i.s a silfef:y 
endpaln1 In Sludy K 
Th• 111111Jh 1CII' BPH p1tients with mod•l'llIB to a,vere eylllJillms and a mean ,v, of 63.2 years (rang• 4410 87) 
who reooived eith•r tedelafil tablels 5 mo for once doily use or pllCl!bo [N~748) i'I Studies J end Kare shown in 
Table 19 111d Fl{lures 5 end 8, respectively. 

In each of these 2 trials, t!Dalaff !all~ 5 mg for once daiy use r!!iulted in statistically sii,iificant impruvement 
in 1he tatal IPSS compared to placebo, Mean 1atal IPSS showed a decrease startir,g a1 the first scheduled 
obseMl:lon (4 weeks) ~ S1udy K al'II remained d1cn:ased through 12 weeks. 

Ta~!■ 18: N1an IPSB ~-■ ll(IIIS 11 BPH l'lrlflnls I■ Two T1•111t1I labli,11 tor 011111 Oillly UN 8tudfH 

llt1~J .. ~,1 

Tlld■ lal'I T&dllafi ,_ .. 1a1Jllla Pla111N1 .. m .. , .. , 
(11-215) (N-205) p·v■ lue (N-1&4) (N-160) p-111111 

Tobi S,mpl1111 Scoll (IPBB) 

Baseline 

I "' I 
17.3 I 18.6 17.1 

Change from Baseline to Weak 12 _,, 
-4.lf <..001 0.6 .. ,~ 

j " 

" • " 
tlUl'lli,)n ol T!h1m0<'1! 1-aokst 

Fi9u,- 5: M11n IPBB Chnga■ in ePH PD1illll !Ir Viii in Sl■dy J 

--- Tadalafil fabltts 5 mg 
- .:.- Pla~ebo 

'P< 0.01 

\ 
' \ 

" • • 
o .... w,;,n "I n.•!lntN l'""'tktl 

Fi(funi&: 11111.n IP1&c•a1111111 in 111'11 Plliants-, Viii! inl1ud'fK 

In Stud, J, the effect ITT ta.dafllil tablBts 5 mg on&e daily on maximum urinary flow rate (0,..) was evaluated as 1 
secondary e1ftacy endpoint. Mean D_. Increased from baseline In both 111e 1reillment arKI placebo groups 
(tadafilfll lablets 5 Ill]: 1.6 ml/sec, plai'elia: 1.2 ml/ser:]; hOWMr, 111esechqes were not slgnlllcantfy dltl~rent 
between groups. 

In Study K. the a1fect 01 ladalaitl tablets 5 mg one, dally on 0,,., WIS evaluallld as a safely 1ndpolnt Maan a,,,. 
Increased 1nxn basrllnl In bath 1he traatmen1 and plilCllbo groups (tlllalafll tablffl 5 mg: 1.6 ml../51lc, plactrbo: 
1 .1 mlJ911:J: hoMrver, these changa1 ware not 1lgnlflcantly dlfflnrnt bllwffn ~rcups. 
Efllcacy Result& In PIIIIIIJIS With BPH lnllla!lng Tedalalll Ubl11rt 1nd Fln8Slarkle- Tadalalll 1abll!ts for OIICII dall)I 
LISI lnltla1ad IOQl'lh&r with 1h!1111rlda was shown to b1 effeCJtlve n traatmg th1 signs and svmlllllms Ill Bl'H In 
man with an enlarged prostata (,30 ~c) for up to 26 weeks. Tlrls additional doublHlllndad, parallal•da:slgn study 
ol 26 wieksdurllfon random!M 696 men to lnltate ehh!lrladalalll tabll'IS 5 mg wllhltastertde 5 mu or placebo 
with llnamrlda 5 Ill]. Tll1 study popu1a1Ion tad a mll!■r age of 64 years (range 4&e6J. l'a'llents with mumple 
oo-morbld oontl!lons such as areotlle dys1'unctlon. diabetes mlllltus. lryp1tte11Slon. and other cardiovascular 
disease W8111 l11CIUded. 
Tllllala1I labllll! with nnaBbtrlda demonstraled statl811cafly st(Jfftctlnt: lmproyement In Iha slgne ana symp1am1 
of BPH compared ID plec:1bo with 1inas111ride. /Jll mellllurlld Ill' Iha total IPSS 3112 WG8ks. tlrl primary study 
endpoint (116S Tabl1 20). Key seoondary andpainll! d001ans1ratad improwmerrt in total IPSS starling at !IE first 
schedullld observa1ian al -k4 {!Bdalafil tabl!19 -4.0, pl11C8ba ·2.3: p,:.001) and the score ramainlld decremd 
lhrouoh 26 weeks (ladalafil tebtets -5.5, plaoobo -4.5; pa.02'2). Hawevar, the magnibrda of the tmatment 
diffrrnnoo ixllwe1n plaoobCl.lfinastericll! rnd ladalafi tabtets/tinasteride darnasad lrom 1.7 ixrints a1 WD8k 4 to 
1.0 point at W~ek 26. as shown in Tible 20 and in Figure 7. TIE incremental benefit ol tadalaliltlblet! b8'/0nd 26 
weeks Is unknown. 
11•I121t MIii Tobi IPBS C~1nge• 11 8PH l'llla■ta 11 I lldlldl 11111111 IDr 011111 0illly UIII ltudf Taglllll■r 

wlllrFDllm'ldl 

Pl■ce~I 111• T1d11all t■ bl1II 111111:nrnt 
~and ft111ledd1 ft■ 1dd1 dllhrenc1 ... ... 

• (N-3!1tl)' • (N-3411)' ...... 
Tobi lymplorrr Smr1 (IPH) 

Baseli-lr,• .. '" ~· 17.1 

Change from Baeelin, 1o Week 4' .. -2.3 ~· s.o -1.7 d01 

Change from B■elIn, lo Week 12• •• ••• ., •. , _,, 
.00, 

Chenge from B■ellnl 10 Week 2t1• "' 
,, ro, ., -1_0 "' 

• Overall ITT popul:ttian . 
• Mind modal for r11peated measun1m1rrts. 
• UnadiuS1ed maan. 

Fl11re 7: ltl19n Ta1al lPIS Chanllel B'/ Vlllt In IPH Pa1I61111 liking 11,1Ia11111blall 1CI O■IB DIIIJ U11 
Tlgel:IH WIii R18111rtd1 

In 1he 404 pBIIElnts who had both E□ and BPH at lla6etlne, chll1!l'6 In erectile function 111E1ra a&S!IS6ed es key 
sacondaryend~nts uahg the EF domain 0I1119 IIEF QU881Ionnalra. Tadelafll talllall! with 1matartde (N..2Il3)was 
cump1.red ll'l placebo with Tiraat1ride (N:201). A 81ati,ti,::elly signni:1111 improwm!lll 1rom lla6atine (ladalalil 
tablBlslfina!llllridB 13.7, placabo.llimataride 15.1) was Db891YE!G at Malt 4 (tadalalll tahletsl!inalllirida 3.7, 
ptamtmtfinamride • 1.1: p(.001), w,ek 12 (tadelafil lalllatslfinasteride 4.7, ploo,hr:r/firESteride 0.8; P<.Oa1), and 
we,k 26 (tadalalil tablets/finasteride 4.7, pleoobn/finul!!ride 0.0; 1><.001). 

14.4 Tldlllfil llblell 6 11'111 fllr Once 01il1 Use for ED an• BPH 
The etncacyand safely Ill tldafa111 tmlBlsfor onoo dally use lllr 1he treatment or ED, and the Signs and symp1oms 
of BPH, In ?atlellls with both condmons was eW!lu.tted In one placebo-canfmlled, mummlfonaf, double-blind, 
parall1l-ann 6lucfy which randemlzad GOS patlan1s Ill nt&elva lllhir ladalalll lalllt!ts 2.5 mg, 5 mg, 1oc anc1 dilly 
"""orplacelm. ED .,,..,,;cy '"'llod from mild ltl ,ewreanD BPH '"'oerily ~lld from mod!ll'll!l!ltl...,.ro, Tl1• 
full studypopulrirn had a m11an aga at 63 yllilrs (ml[l!l 45 to lla)and WIii Q3% White, 4% Black, 3% o11Er rvcaa; 
16% w1re of Hispanic elhnicily. l'a1ienllr with multiple co-morbid condnian, such 1111 diebras mellitua, 
hypertension, and other eardievwrcular d'leu,e were included. 

In thia study, 111e OO-J)rinaiy endpoirts were total IPSS and the Ereciile Function (Ef) domain sc:ore 111 tire 
ln1enrational Index ol Eret:tilB Functian (IIEF}. One of tire key secanclary endpoinb il thill study was Ouestian 3 
of the Sexual Encounter Prattle dlary(SEPS). Timi rig of sexual ac:tll'flywas ncrt restrtcted n:latfveto whEn patients 
took ladalalll tablets. 
Ths a1f1cacy r•sulls ror l)atlilnts with both ED and BPH. who nrc,lveci ellh!l'tadalalll tablsts 5 mg for onr;e dally 
U5tl or placebo (N-4ll3) ara shown In Tables 21 and 22 and Rgurv 8. 

Tllllala1I tablets 5 rr-. for once dally""" raul1ad In stal:1s1Icalys-..rlcart lmpl'Olllme111S In tire 1Cl1af IPSS am In 
Iha EF dom,ln 111 the IIEF qua811annalre. Tadalilfll tablBIB 5 mg fur once dally Ull 1I80 rasutted In stallstt1ll)I 
significant Improvement In SEP3. Tadala.1II1.!blets 2.5 mg did not re1ult In flllfstlca■y slgnHt1111 lmp11M1ma111In 
Iha total IPSS. 

1a•Ie 21: l1e11 IP88 nd IIEF EF Domain c11111111I1 the 11,aIa111 tallllla 6 11111 lor Dr■:1 Dally Ilsa stu., II 
PdHll lllth ED and BPH 

Pluebo Tlllllafil llbleb 5 nra --val• 

Tttal ~m S1onr (IPSII 

(N:1!13) 

Basollne 18.2 '" Chwigeirom Baooine ID Week 12 ·3.6 ·6.1 

EF 11Dmal1 lclre (IEF Ef) 

(N:1811) (N:21121 

Baseline 15.6 '" Endpoin1 17.6 

Change from Baseline to Week 12 '' '"" Tl•la 2Z: Me1n SEP Queallon $ Chang91 l1 lhl 11,1111111 l■Uela 5 ,.1 IDr Once Dal'ly 1111 Slurt, I ■ P■tlelQ 
with BJ and BPH 

P1,ceb1 Tadlll,fll 1a•I1111 ~ 11g 

(N-187I IN-189) ... ,. 
lllllilen■■ie al Eree11oo (SEPI] 

llllllallne ,.. ~· 
Eropoln1 '"' ,,. 
Chllt{flll from Baseline to Week 12 "' 3'% <.001 

Teclele]I llblet1 for onc:e daily use l'!!!lulted in inprovement in Ille IPSS total ,oore Ill the fi191 S&heduled 
obssrvatir:rn (week 2) illd tllroup)ut the 12 weeks of trea1ment (see Figura 8). 

--<>- ~ 
'?<0.GI 

Flgin II:: Nean 1'81 Chlnge1 l1 EDIBPH Patllllbt by Ylll1 h hllly L 

In tlrls stud,', the e1fect of lad1lafll table1s 6 mg once dalty on Q,_ was evaluated as asofel)' enctiolnt. Mem Q,,. 
Increased 1nn blsell'rll In bDlh 1he traafmen1 and plilCllbo groups (tldalaftl tabllrls 5 mg: 1.6 ml../88&, ptacabo: 
1.2 mlh!I;): hoMrver, tllese chono•• w,rra not ,ignificantly diffenrnt bllwffn ~roups. 
11 HDW IUPPLIEDJIITDIUIGE Alll HAWOLIIG 
16.1 Huw Supplled 
Tadile]I table1s USP are supplied Ell fulomi:: 
Four strengths o1 smlond-1haped tJ.bleta ere avalable in yellow color 1111d different llizElll, and suppliEd in the 
follCl'lling pankage sizes: 
2.5 mg table1" debos1t!G with "TAD• 
BaWe oi 30 wlh child·mislant closure, 
BaWe oi 1000 
Blisters oi 2 K 15 
5 ll'(l 1Jblel! d1bo688C with "T5" 
Bmllo of 3C wth child-<1Sir,lan1 t:IO&Jre, 
BmH, ITT ,aao 
Blisters 1112 I 15 
10 mg tlblets Uebossed wth "T10" 
Bmlle of 3a wth &hild-resilllant CIO&Jn:, 
Bmlle of 1000 
Bllstersofh1D 
20 mg tablets dibossed wth -r.10" 
Bmll1 oi 30 wl:h chlld-mlslant clDSUra, 
Bmlll Ill 1000 
Bllstan;of3K1C 

18.2 S1ora11 

NOC 75834-247-00 
NOC 75834-247-01 
NOC75834-247-15 

NDC 75834-248·00 
NllC 75834-248·01 
NllC 75834-248· 15 

NllC 75834-24Y-:Jl 
NDC 75834-24Y-01 
NDC 75!134-249-10 

NOC 75834-250·00 
NDC 75834-250·01 
NOC 75834-250·10 

Stm at 25-C (77°F); murstona parmlltad bltWa&n 15° ID ao-c (09" 11l 8B"F) [881 USP Controlled Room 
Tampnture]. 
B01111 Ill 3Ds package Is chi Id resistant, KIBP DIii iii reach Ill ctildren. 

17 PIJIENTCDUNSELINII INFORftlAJIIN 
"S1e FDA·applllYlld pilllen1 laballng (Patient lnforrna1Ion)" 
17,1 1I1111H 
Ph)'l;lclans sheuld 11Bcll5tl with pa.Uanls 1ha cantralndlca.tlon of tadalalll lablel! 'dlh nrguler mcf/or lnl!;rmlltent 
U81 of Ol'{Jlnic nnrat81. Patients should be ooun89led tha1 conconillnt use oftldalafil tablOIB wilh ni1ratel cm.id 
caus1 blood pr1111inn to 811:fdanly fhrp to an unsafB level, IIISlllting in cizzine,s, syncope, ore.an heart attack or 
Slrokrl. 
Ph)'l;iciens should discuss with pllien1s 1he appropria11i w::tion in 1he ewnt thll they experience anginal chest 
pain reQuiring nitroglycerin followilg intake o1 ladalafil tablets. In such a patient, who has liken tadalafil table1s, 
where nitrate adminitlntion is deemed medically ne(;CSS1ry !or a life-lhreateri)g si1llalion, at lelSI 48 hol.Jrs 
should have elapsed ilfler the last dose of tadalafll lablets before nitrate admhlslratlon Is considered. In such 
ctrnummnoos, nitrates should still only be admlnlsl1red under close medical supervlstoo with 1')proprtate 
Mmortynamlc monllorlng. Tharafora, l!slfen1s who a:qierklnce an~I chest pain llfler t.i(lng tadalafl flblal:B 
should s■k irim•diate medical att!lllion [8"8 Contnimlicafilms (4.1) and~ Md f'Tllcautioos (5'. I}}. 

1T.2 Cullyllll! CyelaH (GCJ Sti11ul11Dr1 
Physicians should di!ltuss with plllien1ll lhe oontriindi:etion of tadalafil iabl!ts with any use of e GC ,timulatm, 
such Ell riocigual, /al pulmonar; arterial hYl]llrtension, Patienls should be c01.111eled Illa! the conoomitan1 use ol 
1Bdaliifil tJ.bleta wilh BC stimule1ora mey cau1e blood presl!.lre Ill drop Ill an uns1le level. 
17.3 Cartflll■alCUl ■r Coosldar■IDII 

Ph)'l;lclans sll:Julc oonslderthe potenllaf car<llae rtskof sexual ac1Mty In patients wltt1 prooxlstl11g cardlowsculu 
dlseat!a. Phylllcians should alt•lsa pallenls WM expertltn&e ~ptoms ll)lln Initiation or mllllf ectMty to rlllntfn 
from 1urlhor a,xual acliiiily 8l'IG s,ok immadiille mlldical a1tantion [Yll ~Illus and Prac.,aiioor, (5'. I}[. 

11.4 c,ncamltanl UH with D119 Whkn LU111r Bio■- P-ni 
Physicians sho•ld discus, with pllien1s the potential for tadelefil IBbtets Ill augmem the bloocl-pressure-lOWll~ 
I11g l'ffec1 of alpha-blockers, end 1ntitryperterrsive mediealIons [WN WUIHfl(Jli 1111d Pml:ii.lltions (5.6), Drug 
lt1tJmlc/ioml [l.1}. and Cliniclil l'lrl!imBoo/ag)f (12.2}}. 

17.6 1'1111111111 fllr llrllg lnhlralllfDH Wh .. Tiling t■daldl llbtds fllr O■• D■IIJ lJlle 
Ph)'l;lclans should dlscllllS with pattn1s th~ clinical lmpllcallons of con11nuous Exposure to taclala11I lmEn 
prescribing ladalalll llblels tor OIICII dally use. asp1clally Ine patenUal !or lntaractlons with m1dlc:a1Ianri (e.a, 
nllnrtes, alphablockers, arrtftrypertenslves anD patent In hi biters a1' cytochrome P400 3M) and v.tth subs1antfal 
oonsumpllon of alcaoot. {see Dosage arid A:/m/lJ!MtJon (2.7), Wamlll(J8 and Preca~fions (5.6}, Drug 
/nt6J1cll()(lfJ (1. I. 7.2}. Cl/n/l;al ~/JY (12.2), arid C/1nlcal StrJd/86 (142/[. 

1U Prl;ipllim 
Th1nr hilve bHn ,a,. reports of prolonged 1rectlons graater111ln 4 hoursa.nd prlaplsm (galrrful erwcllons grut1r 
than B hours In duration) forth ls cllllls of campaunds. Prla.plam, r no1 treEltacf prc,-np11y, can rasull n lrrtl'lanlble 
damage to the erectle tissue. Phyatcla.ns should advl11 l)ldlems who have an erection lasting grt111Br than 4 
hllll!, l'fhD1hrlr painful or n01, ID a■k amargency madloal a11en11on. 

17.7 Sudlla■ LllaofVl•lon 
Physlctani shoolc advise plll<lll1S ID stop US& of all PDE5 lnhlbtton;, lnciudl"ll tadalafll tablm, and SID~ medical 
att:antlon In 11E ewm al a sudden losi of lllsDI In ana ar bath ey,is. Such an IIV!lnt may be • sign ol non-arterttfc 
a11terlor lschemlc opllc neuropillhY (NAION), a cause a1' decreased Ylslon, lnctuclng gosslble p&rmanent loss Ill 
vision. that has been reported rarely postmartcellng In tngoral 11SSOClatlon wlll tne uoo of al PDE5 lnhlbllllrs. 
Physicians shoulc discuss with llllfants 1he hcreaood risk u1 NAIDN h Individuals who have already t11P11rlanc1d 
NAION In one eye. Physicians shoolc also discuss with paUents th, lnclllil!llld risk of NAION among the general 
populalfon In patients with 1 ·crow111d" o?llc disc. although evidence Is lnsufflctan1 lo supper! ooroonlng of 
prospacllve 11S1rs of POE5 Inhibitors, heludlng tadala111abllrls, forth ls uncommon eondltkln [1186 Wlmlmis and 
Pmaullons (5.4) 1/ld AtJmse Reacti/){1/1 (6.2/}. 

17.1 Sudlla■ H111Il11 LDII 
Physicians should 8D•i1a patients ta stoii taking PDES i-lhibitors, in~luding tadalafil tablnts, and S88k prompt 
madi:al attention in tho 8""111 of sudden decrease or loss of nearing. Tl1ese ewnts, whi:h may beaccolll)ani11d 
Ill' linnM arid dizziness. have boon r11portoo in temporal association to the intake of PDES intibitors. including 
ladalllfil tablets. It is not passibla 10 dDterrnine wn1111t1r thlSII 8'ltl'ltS are reated Dir11ct1y 1o the use of POE5 
lrHbltors orto otilBrfaGtors[YllA!fl'em~ (6.1, 6.2)/. 
17.1 Alcllhcrl 
Plllien111 shoolc be made aware Iha! bo1h alt:OOal and tadafa1il tabllrls, a PDE5 inhiljjGr, act as mild VISOdlatora. 
When mild vasodilll:llrs are hlkan in combina1ion, blood-presrnn•low!l'ing Bffecta al ,ach irdividual compound 
ma, be i'Ereased. Therefor11, physicians should inform pati'!nts that substantial oon,:aimption of alcahol (e.g., 5 
units or greal:!!r) i-1 oomlinalion with tedafafil iablets aara increase tire potenlial for orthaSlatic signs end 
symptoms, including increase in heart rat,, decr11ose in !'tlrKling blood pressure, ciuiness, am headio:he [see 
llilminDS arid Pte(;/).llfic/!S (5-9), Drug /Jlle/llrlli(J/1$ (l.1). and ClilliM/ PfwmBcG/o9J' (12.2JJ. 
17.11 Seaually Tra111111:ed Olseme 
Tire use of tadala/1 tablets oflen; na proler:llon aiialnst sexually 1ransmllted diseases. Counsel Ing of JI!llents 
about Iha prcrtectlve measurtlli neceS11ery to !Jllr<I egalnst s1U1Ually transmlllad cls&aaH, Including Human 
l1m1unodllficisncyVinrs (HIV) should b, cOlll!idHrod. 
17.11 R!GDll .. !nrlal A<f ■rlnlnlll111 
Phy,,iciens all:Julc in,truct patients on the appropriate 8Dmini'1retion of todalalil tablets to el low (llli11'18I """· 
For taclalalil tablets for use •• needed in men with ED, imtierts shoulD IE in,tnEted ltl lake one tablet a1 leut 30 
minutes before anticipated s,xual activily. In moat pllien1s, 1he ability to hm, sexuol inten:aurse i9 improved for 
upto36haurs. 

Far tadalilfll lllblfil lar once daI1)' use in men with ED or EOIBPH, patients should be inatructed 1otake one tablBt 
at appro!CImalely the WIiii:! 1ime every clay without regard fur 1IE timing 111 sexual activity. Tadallfil tablE!lll are 
efl'!lctlve al lmpl1Mlg erecllle !unction over the course Cl'I therapy. 
Far tadalafll tlhllls for once dally use In men wl111 DPH, patlenl:6 !OOUld be l"rstructad to lallll one tablat Ill 
appro!Cimidtrly'lh1 ,ame tim1 1111,ry day. 
Mi11ulactund by: 
U■r1dlc1 LIIIIDllllorlH Pvt. l.111. 

MiWIUlactured !or: 
Ntn11n Pl1mace.-ica11, In1. 
sacramento, CA 95827, USA 
Toll 11111 number: 1 ·877-'!T7·0667 

Rlllllilon Dall: 

l'I.U111 tlhnmDlfan 
Tadalafl (11.,aI.1.flQ Tablata 

Raad 1his important infonn:rtian before yau stan taki"ll tadalafiltablm and each time you gBI a mtill. TIEm may 
bl 118w infonnillion. You may also find ii helpiul to share ttis infonnitir:rn wlh ycur partner. This information 
doBS not take the place of talking with yaur healthcara provider. You and ynur healthcare pravidar should talk 
about taclalafil tltblats when you stall taking land at regular chac:kul)!l. I1,ou da not ll'lamtand Iha in-formation. 
or have (1.JDsllons. talk wl1h yoor hsdlcarv provtder or pharmacist. 
Wh■111 TIii N■rt I .. por1an1 lnlornidlll I Should KIIDII Abru1 Tadelllltl tablata7 
lldalllil tabllll can ca,11 JUUr ~101• pnnure ta drop 1u~n1Jto • uia1a le.al ii i1 is Uken with cerUin 
IJlh■ madicina. 'l'llu could grt dizzy, tairrt, or have a hrrart IIIBCk or stroke. Neoer 111111 tadalall tablats with any 
nitrata Dr guanylatll cyclloo stiml.iator rnadicinas. 

Da not take 1Bd11a1il tablets ttyoo 1akl •r m1iici1111 c1llei "ni111111." Nitrates ire commonly wed to trwt 
1n~in11. Angina is a s,mptorn at heart di!IElllle wid wn cause pain in ,cu ohest, jaw, or down your ll'ffl. 

MOOicines called nitrates inctllle nnroglycerin that is fuund in tablets, spravs, ointments. gasfes, or 
patches. lft1ltes can also tie found In other meclctnes such as lsosartllde clnltra1e or lsosorblde 
mononltrate. Some reGn:llflonil drugs called "poppers" also cantaln nitrates, such as amyl nltrte and bu1yt 
nltrlta. 

Do not take tadala1il tabllll! n you lake medicim11 caflad g"""ylatrr cyelasa stimulr!Drs which include: 
Riocigurt(Ade"'ll's"'! a 1111:!di&inethrttraats puhonary artErial hyp,rtEnSDl and chroni: 111rornbc,embolic 
pulmooary hyp,rtensioo. 

Ask your lleahhcare proyIder or phllrmaeiat tt )'OIi an: not sure If anr of;,aur mediciles we nlrales or gwn,lite 
cyclase !'1Imu1ato111, such os riaciguat 
(5ee '"Mio 11•1uld llot 'lllkl 11dal81tl tableh7'1 
Tell all of yn~r haallhcarv provlUon; that you take tadaflfll lablels, Hyou nll!IO em1rg111cy m1dlcal Cira for I htrart 
probl1m, It wll be Important forynur h1ilthcare pl'Clltier ltl tnaw wh!ln you lasttogk 1adalillll tablats 

.vt■rtalcng • 1lngf111blel, a■II llf the ■ctt.rl lngr1dl1m ,:f tad1lllll lallleta 11111Ia kl Y11Ur liodJ for 11are lllan 
2 dip. Tira acllve l11gredllm can remain longer If you have problems \11111 ;,aur kldneya or llwr, or you ara IBIIIOG 
Cl.Ila~ other 1111dlc:atlc■r1 (SIi "Gan OIiier M1,i1I111Aflal11a,111ftl tablBll:?'1, 

Stop !lllllualactivity and gltmlldi:al h1lp righ1 awaytt;,au git symptams such as chastinin, dizzinm, or nausea 
during stoc SeJlual activity can put an extra strain on ynur IEart. especillly il )'OUr noo.rt is already wtall from a 
heart illlaCk or head disaase. 
Bea also "Whal An Thll Poaaillll Si,1 Elfedl 01 Tadllllfi 11111111?" 

Whl1 II Tlld1l11I1ablllll? 
Tadatrfll lalllets are a ~Ian medtlne taken ~ mouth !or the treatment of: 

men wltt1 anctlla rl;'slunctlon (ED) 
m<11 with symptom, of blrion pro111alie h)'JJHrplasia (BPH) 
m<11 with both ED and BPH 

lldaldl tabll!h lar 1he Trelb1II ■f ED 
ED i9 • condition where the penis do,s not iii with enough blood to harden and expend when a men i• se,ouatly 
excited, or when he CDJot keep an erection. A man who has trouble getling or keepill(l en eret:lion shauld see 
his healthcare provider for help if thE CDndition bothers tim. TDdallfil tablets helps increase blood flaw 1o the 
penis and ml¥ help min with ED get and keep an ere01Ion satlslact:ary for sexuef ac1Mt,. Once a man has 
campleted sexual 11:t:lvlly, blood 1Iaw 10 his penis decrease&, 1ro:f his erection goos ir.way. 

Sornefonn o1 sexual sli'n•lalioo is needod for an •nrctian to happ,n with ladalafil tablm. 
Tadalafil table1s does not 

cure ED 
increase a man's sexual desre 
protec:ta mm or his partner from sexually tranamitted dl9eaaell, includilg HIV. Speakto;,aur healthi:ere 
prDYider about ~s to guard agains1 sexualytnr.nsmilllid diseases. 
serve as a male form of birth oontral 

Tadalaftl labl~ are only !or men OY8r the ag& of 18. lnckldlng men wllh dlabllllls or who hl\111 undlll'llena 
prostalac:lllmy. 

'Dldaldl lllblrli lur 1l11 hm1II ■f S,11plr;n1 ■f IPH 
BPH Is a oondltlon lhBI h1pp1ns n men, wh,re tire pro81ata gland anf!UlllS which cw, cause urtnary "'fllll)l:Drns. 
lldaldl lllbldl lar 1113 11'1fflnt 11 ED aid s,i■ plrr111 of BPH 
EO and s1mptoms 01 BPH may happen In the moo pan;on and at tho !1311'11l1ma. Men who hava both ED and 
symptoms a1' BPH may laloo tadala111 tablats for ttra traatmelll al balll candmons. 

Tadalalil tablels are n01 tor women ar children. 
lldaldl lllblrli mllll bl Ulld D■ lr un•■r I hllllllllllrl ,rovtlllr'I: 1111, 

Whl Shau Id NOi lib T1,alalil 1abllll! 
DD ID! tab Iadal11il 111:rlll i rau: 

tab •nr 11adicirm call1d "lilrabll". 
uge recreati:mol drug, called "poppers• like amyl ritrite 111d rulyl nitrita. ISoo •w1at II Tlll IIDSI 
l ■rp1Ir11nt l1111nn81i1n I Sho■III Knllll Abo11 T1d1lllil II~~-) 
take any mEidc:ines called gu~1e cyc:11:!e stimulators, 1wh •• rio~gue1. 
are 1llel1fis to tadllalil tabtell Dr ADCIRCA~, or an, DI its i1i,e,ielll. See the end of this leaflet ior a 
complete 11st a1' lngredlallls ~ taoalalll tabllrtl;. s,m(lloms of an alleriilo reaction may Include: ... .... 

sw,lliOG of'lh• lips, loriguH, or throat 
diffi;ully bl8allring or SWillowing 

Calyoorhl!Ofthcere praviler or gel help rightawll'f nyou haw 81'1)' of the symptoor• of on allergic reaction list,d 
eb<M!. 

Whal H1uld I TIii NI 11111I1hllar■ PnnldH Bahri Tallng Tldalaltl ta~lels? 
Tadalaftl tablilts are nof rtght for everyone. O■ly\'111 ~eli'lhllni pr■vtder and yo■ ian llllolda Htadal'dl 11•1111 
111 rl1ht ror JtU. Be1ore 131dng ladalalll tablets, tell yorir healthcare provider about afl yriur mOOlcal problems, 
lrnludlng llyori: 

hlll ~1181 pn:rbl1,-1 suet, as !■rgina, heart failure, irrtV,1llr h,arlb!llffl, or hM had a ht111rt allar;k. Al;k 
,our haallhcanr prtrViltor if tt is s!IIII for you Ill hinr• ijl.lUat ac1ivity. Yau shoukj ncrt lallll tadafa!il tabllrls 
tt;,aur htlalth~~ provider hlll tokt you mt tu hlVO ~exuaf il(:liwity tJllQ!USll of your htlilllf1 Plllbl~m,. 
ha11 ,unonary hffert,nslt■ 
hlll lUII bluu, Pllllllrl gr have high ~ood prt111rura lhat is not cantrnlloU 
hlll ~•d• llrob 
h111ll .. prolrl1 .. 
h111 ll,n1Y fllGbl:111, gr require ,Illy!lb 
h111 rldl■ Hls pI1..,lall, IL rere gen,ti; (nm, in 1amilIes) ete dise■e 

h■YB ... hid 18Y11111 mtoo loaa, lns11•In1 I concflllon llllled IIAIDN 
hln rlDIIII~ UIIIIII 
hln I blad11 pr■ blem 
han I dl10rr111d 1tnl1 1hapa ar Peyronle's disease 
han •ad 1n 6111!11:lon lhll lllded 111(1'11 thu , hCIIIII 
hi11 •klod call pn:rbl1m1 ,uch as sic:lcl• i:ell anemia, multiple my11loma. or I,ullllmia 

Cai Olllar lllldld■• AH1i:I Tldallltl 11111111? 
Tell yri•r healllrcare provkter about al the medicines yau !Bke 11eludlng prescr1ptlon and non-j)n=scrlpUan 
medicines, vltamlre,, anU herb1I supplements. Tadalafll!Bblets and olhermedlclnes may a1fec1 elchother. Alwa\'9 
&heck with ;,aur heal111:ere prCM:fer be1ore slartlng or stopping u,y medicines. E1peclafly tell your healthcare 
prDYlder 11 you tlke any of tire followtng•: 

medtlnescall1d nltra1es (see ''What lslha Mast Im,arlanl llfllmalkll I ai1111Id lln AllautlldalD1II 
hlbllls7"l 
medtlnes called guar'ljtate cyclase s1Imula.tors. such 11& rtoctgusl (Acfsm~. used to treat pulmonary 
hypertenslan 
mlldtlnas called alpha blockers. Th11110 ln&IUtll H'jt~n"' {tlrazor:;ln HCI), Flornax"' {larrulORln HCIJ. 
Cardura"' (dOXilZQ5ln m!llll'lal1r), Mlnlpre,S"' [prazosln HCII, Uraxatrar" (illflllllsln HCI), Jalyn• 
(dulBslirlde elll tarroiuloaln HCI) or R1patl~ (slloUosln). Alpha-blockrlrs are someHmes prescribed !or 
proBIKt& problam1 or hll1l blood prtl8!UI If tadald lalJlets are laloon with cartaln alpha blockers, yoI■-
blood pressure oorJkl suddenly drop. You could gltOlzZ\I or falllt 
Olher medlct118a 10 trest high blood plllll&ura (hypenen1Ien) 
medtlnDS called HIV protaasa lnhlbl!Drs, such as rttanavlr (Norvti", Kalm-ie} 
som1 ~es a1' oral antllun'""s suet, as ketoconarole IN~araP), ltraoonarola (Sporana,:Sj 
som1 1ypes Ill an1lblat1cs such as ciilltthrornycln (Blaxlll"'). tell1hro~ln (Krnk3). ~rytltromyctn 
(sewral brand names exist. Pl1ase oonsult yatl' hfllilthmre provider 10 dlltorlnlne 11 you are "taUrig lhls 
medtlne). 
oth1r m1dlct1111s or treabn1nts lllr ED. 
Tad1laff tablats a11 also marlcll,d as ADCIRCA 1orth1 treatmll'lt DI pulmonary ar11rr1at h)'lllrllnslon. Do 
n01 take both tadafl1II tabllll:8 am AOCIRCA. Do nat1akrl sllcenalll cttrete (Ravat:fo") wlllr llldtr.lafll tablets. 

Haw Sh11ld I Tllla Dlrllldl lablata7 
Take tadala1II tablets euctly as your heilthcan provider prescflbis 11. 'l'llur haafthwra provider will 
pras,~bethe dllS!I that Is right torynu. 
some men can onlytakll a lw dose llftadalafl tablets or may have to 11N It Im llflen, beca11S1 Ill medical 
conditions or medlcinas lhlY takll. 
Do ncrt ohant11 ,our dos~ or Iha ~you take tadalaftl tablets wflhatrttalklna to yriur nea1thcare pro~ld1r. 
'l'llur hltaltt1cartt provider may lower or rals1 your dose, deptrrdng on how your body reacts Ill tadalalll 
tablets and your haallh oomltlon. 
Tad1laff lablats may be takrln with or'dlholll meals. 
11 you 111111 too much tedaf11II tabler:s, call your haalhcare prCM:fer ar IITllrtl!W1C\' room right 1wav. 

Haw !hllld I Tlllla Talfaldl tablata tlr -,u:■rl ■ al IPH? 

For rvm,11N111 Ill BPH, Tadllllil 11•111 ii 1akll once dlily. 
Da nl11akl hldllllil lllbtBli mare ltan 1116 ti I'll each dQ. 
Take Qll8 tldalafil tabltrni Mry day atabautthe same time of day. 
11 you miss a dOSfl, you may 1:11111 It when you rem11nb..- but do not tlke mare tha, anB dose per day. 

Haw 5hllld I m11 Tlllllall lllblllls tlr m? 
For Bl, 1here are 111111111,S 10 take lldalall lllblel!r • et1herfor Ille 111 ■ee,ed OR !Ir use ■ nee dal'ly. 
lldaldl llbhrll lur 1111 a n•d••: 

.. 

Du nil Ilk■ lldll1ll llbldl mur■ Iran 111■ U ■- .. h d■,. 
Take ore ladolaff lillle1 bE!fore you axpecl to IE.veS!Xual ectivill', 'l'llu may b• eble to heve !ll!Xl.llf activily 
a1 30 mirutes altertakin~ l!ldalofil !Bblets and U? to 38 hours after taking iL Yoo and your healthc:ere 
provider should to1111ider !hi, i-1 dllCiving when you 91,Julc take t!Delaff tablem bE!fon: sexual activity. 
Some form oi 101uel atimullltioo is needed for en erection to happen wi1h tadalafil tablelll. 
Your healthcare provider may change ynur dose of laclalafiltlbleb dependina an haw you l'!!!lpond to the 
medtlne, and on your health condman. 

lldaldl llblrli lur 1n1111 d■ lly use Is • IUW1r dun \'IU 111181¥11,Y ,,.,. 
Du nil 1111 1adi11ll llblds mg,- Iran mra U ■- .. h d■,, 

Take one ladafofil tablet eveiy day at about the same time of d1,_ Yau may ,ttempl se>:UIII ac:tMly at any 
time llelween dasea. 
11 you misl a dose, you m"'f take tt when you rernen1ber but do not like mare Ihm one do&e per clay. 
Some form of sexuel stimulation Is needed for an erectien to happen wI1h tadala/II lilllets. 
'l'llur healthcare provider may change ynur dose of ladalallltableb depending en haw you respond to the 
mOOtlne. and on your h1alth condmon. 

How Should I Tilla Tld1illllll labllls for lullr m 11d th, S,qrlmli ti BPH? 

F■r ball ED ■nd the l'lfflplor■I af BPH, Tldallltl 11~111 hlaklill OOC9 dally, 
Do nl1 llkl lldll■ll lllblds mare Iran 008 UDI .. h d■,, 

Take 0118 lldafafil tabla! ""31)1 day at about the seme tima of d1y. Yau may 8118mpt 88...af activity at any 
time lletwean doses. 
11 you misi a dose, you may tallll ~ wh&n you mmrrnber llut do not tallll more than 0118 dosa per clay. 
Soma form of sexual stimulation is naidlld for an &rootion to hilj)pGn wi1h tadlllafil lilllm. 

Whl1 HIUld I A'lllld 111111 Taking Tadlllll ta•IIIII? 
Do nof use oth..- 8l mlldctn,s or ED treatments whlla laldng tldalafll tablets. 
□o ncrt drtnktoo much al&llhot when t.idng tadalafll labials (for axampte, 5 glllSIIS of wlna or 5 shatli of 
M11sla;y). □ rlnlcfnm loo m~h alcohol can lncreil68 your chanoos 01 gilltfna a hllildacha oc gaHlng dizzy. 
irter1r1.1ing your haart rata, or lawering yo•r blood pras,ure. 

Whl1 An Tilt l'm:libla Silla Efflr:11 DIT1,aldil 1111111!:? 
See ·W1111I1 n, Mlll1 lm-DIIIHll llfom■tian I lllluld lnllll Alllul Tl~lllllil llbl&II?" 

Tile 1111181 comm■■ 1i,t effetll 11ilh T1,1lllil llblell are: headache, indigestion, be&k poin, muscle whes. 
llushirig, and rurtfy or runn, nose. Tlrese sive l!ffecis uguafl)' go awa, alter a few hours, Men Ima ~et back pain 
and 100SGle imhes usually get It 12 to 24 hoin atlEr taking tadalaitl tablels.. Back pain and muscle oohes usually 
goa~wlll1In 2 days. 
Cal ,aur IE1lthcn pro•id..- i1 you gel 1ny sid• eff,ct that bothBrs you or one that doo, no1 ~• awa,. 
Uncu11,-g1 sld■ ■flaGl:s ln1.,d1: 
An erection lhal:Wlln\ go awey (priapillm). 11 you get on erection that I•111:l! more then 4 hours, get m,dical help 
IV)! 11\WlY· Priapilm must IE treated as ,oon a, possible orlBBting damage can happen ID yoI■- pen'I, including 
the 1nebilIlyto hllve erec:liana. 
Color vision changes, sueh as seehg a blue Unge (shade) to objects or hMOII difficulty tellhg the difference 
be-twoon the colors bloo and green. 
In ranr lnslancl!!. men taking POE5 lnhll:ltors (orJ.I erat:tlle dysfunc:tlon medlcln!I!!. lre;ludlng tadalafl tlbl!lls) 
reported a suUd1n cll!&rease or loss Ill vision In one or bath eyes. It ls uncerlal"I whD1hltr PIJE5 l'jrlbllors dlnr:lfy 
cau1eth1 vision los,;. If you exp!llence sudden d,crsase or loss of lllslon. slllptaklng PDES lnhlbl1ors, Including 
ladtr.I111I tablal!I, and call a h91lthcar11 provider r1ghl ewa)I. 

&l:fdan loos or dac:r111111 In haartng, solll!tlmas whh rlnghg In tilB ears 111d dlzzlrE!IS, his bean rarely re paned 
In paopla taklr,g PIJE5 Inhibitors, lneludlng ladlf!lftl tabtlrls. It IB nof POSl!lbl& to del!nnne wht!tltu u.. .. ewrts 
are relatad dlreelt; to 1hl PDE5 lnhlttora, to Dlhlr dls88.818 or medtatfans, to other lacton;, orlll a comblnauan 
offaclrJn. If you 8lparlemlr! thlllle symploms, mp IBkfng t■dall.1II1Bllle111and contlot a heaflhi:ere provider right -T11es1 are not all the possllla sicle Gffelll5 of tadalafil tablets. For mo111 ilformation, ask your hoo.hhcare proviCII' 
or ptarmaciSL 
Haw Sh11ld I lklnl TB,11111tl 1111111111 
SIDro Tadalalll 1Jblal:B at room IBmparatura bal:Mloo 59" am S6"F (15• and 3a•C). 

Kaep T1d1lail llbldl •d •II ITlllficinH Dul ,:f lhl nHh If childnn. 
Gener■l llfom■tian Aba11T1•11&fil tabll!II: 
Medi:in,s are ,ome1ime,r prescribed for c:ondnion~ other thon thase demilEd ii patient ilformffl:m leoflels. Do 
not L11111ldalalil lwlels for a eondniln for which it was not pra,cribed. Oa not give 11dalafil lablats 10 othir 
people, even iflh6'/ llwe the same symptoms 111111 you have. It may herrn them. 
This Is a summary of the most Important hlorrmlfon abou1 tadalaftl tablets. ti you woulD like more lnlonnatlon, 
talk with ;,aur healthcare provttlllr. Yau can ask )'OUr haallllcara pro•ld!I' or pharrnaclBI for ln11lrmaUon about 
tadil■fil tabtats 111ill i, wrilhln for h!lllth provicll!rs. For mora infr.xmafion you can call ID FDA Ill: 1-800-FDA-1 a88. 
Wh11 All Tlr1 l11rd11!1 l1 Tldll1fll llllllb? 
Active Ingredient: ta.dafafil USP 

lnaclIve lll(lredIents: low subatItuted hydroxypropyt oollulose, lr,-drOlCYP~I cellulose, hypromellose, yellow 
iron OJ1Ide, lactose mooohydrale, magnesium stearate, microcrym.lline cellull!lle, sodi.Jm lauryt sulfale, tak:, 
111:arilum dlmdde, and trtacetln. 
This Patient ln1ormilllon has Ileen approved lr.i' the U.S. Food and Drug Admlnlstrallon. 

"'"" •11ra bl'!llds listed aro 1radamerka of their respective awner11 and ara not 1rademarkl DI Limadi:a Lab:mrtoriea 
Pvt. Ltd. Tire makers 01 lheM bnrids are not aflilie.ted with and do nCJt endona LimBa L.aboratoriaa Pvt. Ltd. 
or its products. 
Mariulactur11d by: 
U11edlc1 L.allantorlesN. w. 

Manulacturad for: 
Nivl11n P•1rwraceuli&els, Inc. 
Sacramento, CA 95827, USA 
Tall free number. 1 ·877-977·1l6117 
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