HIGHLIGHTS OF PRESCRIBING INFORMATION

2034549

525-2016-02
Finasteride Tablets USP

See full prescribing information for finasteride tablets USP.
FINASTERIDE Tablets USP, for ral use:
Inital U.S. Approval: 1992

P »
Women who are or may potentialy be pregrant (4, 5.4,8.1, 16).

use, cated b
orlaia BPH) inmen with an olargd rostte (1 11
« Improve symptoms
 Reduce therisk of o 0
prostatectomy.

doxazasin s indicated 10 educe the

oty
20 should b cauted, v 11 vl ae sl i he naral ange o e ot kg S
teductase inibior (5.1).
. (52,61,
Women should not handle crushed or broken finasteride tablets USP when they are pregnant or may
potentially be pregnant due to potenia risk to a maleftus (5.3, 8.1, 16).

- sexual dysfunction that continued after discontinuation of treatment, ncluding erectle dysfunction,
decreased Ibido and ejaculation disorders (e.g reduced efaculate volume). These evenls were reparted rarely

ider and were taking
fions and/or had co-morbid conditons. The independent role of inastride tablets USP in
these events s unknow.

the eatment af BPH. Normalzaion or Improvement of poor seminal qualy has been reported afer
discontinuation of finasterce. The independent role of fnsterde abes USP n these ents 1 urknown
- depresson
- malebreast cancer.
e

ot

used o treat male
e o, st e e e ity o populon 1 st s | vt s

+ Finastoide tablets forusein 4,81,83,84,123)

fisk
symptom score) (1.2).

it it fin tablets USP for BPH, consideration should be gven to other
ol conan i s e 5. )

7 DRUG INTERACTIONS
7 mu.mme Pis-nas Oug ety Syt

ifed. i appear o afect the

3,

n denti
oo bt nked g metabolzing enzyme s Compdnds kv B s v

Monatherapy: One table (5 mg) taken once a day (2.1).

1 0 m<|', USP and greater

iy are: impotence, d
e, e g et et s i (1)
" it att-an0-

A bido,

FOA qov/medwatch.

5 mg fim-coated tablts ().

See 17 for PATIENT
Revised: 0272016

FULL PRESCRIBING INFORMATION: CONTENTS"
1 INDICATIONS AND USAGE

11 Monotherapy

1.2 Gombination with Alpha-Blacker

13 Limitations o Use.
2 DOSAGE AND ADMINISTRATION

83 Nursing Mothers
84 Pediatrc Use
85 Geriatic Use
86 Hepatic Impairment
87 Renal Impairment

propranoll theaphyine.
found.
7.2 Other Concomilant Therapy

Altho usp tantly used
in clnical studies wih acetaminophen, acetylsalcylic acid. a-blockers, angiotensin-converting enzyme (ACE)
s, et sonusan, bt sitnei bocig g, s, calum chame o,
cardiac nitrates, HMIG- i 195 (ISAID:
D0 and nlons e BEANES WAmOut sedente o Gy SgaTa et meedos
8 USEIN SPECIFIC POPULATIONS

8.1 Pregnancy: Teratogenic Effects:
mwmy Category X. See Contraindicatons (4).]
aster are or Finasteride
i U35
DI 2 horront necessary for sormal Sexcprentof s g, n e s, ssidecused
ancy, o f the patient
Bect azard t the male felus

Aonorma e gl deve\opmem s an expected consequence when conversion m testosterone 10 5a-

1o ovenoosce
21 Monotherapy 1 DESCRIPTION Innd s wi el Saolans dehchne. Women s s posg o ATl ntough contact
22 Combiaton ith At Bocer b S A
y 22 oot win Motk T2 CLNGAL PHARMAGOLOGY i s U903 e s o s
4 CONTRAINDICATIONS 121 Mechanism of Action i ‘because of prrs\h\u exposure.
102 ieAaT, ey thetiean
5 WARNINGS AND PRECAUTIONS armacodnamics ‘area should be washed immediately with soap and water. With regard to potential meenﬂe Exvnsure through
5 e st PSan O o Do oo e encing s oo B oo ot menoucs
52 Increased Risk of High-Grade Prostate Cancer 13 NONCLINICAL TOXICOLOGY fnasteride concentrations in semen fsee Gfiical Pharmacolagy (12.3)).
53 Dt of o ik o Mol Feus 151 Ctcinogensis Wtaenesi, ngamentof ety gty o ol dovopmet sty proant o s v pord o maor
54 Pttt Patent and Women T cuncaLsTuDies HE A
there was a dose-dependent increase in hypospadias that nuwed in ’A 6 10 100% of male offspring. Exposure
55 Effect on Semen Characteristics. 14.1 Monotherapy ‘multiples were estimated using data from nonpregnant rats. Days 16 to 17 days of gestation is acvmna\ ‘period
55 Consderatonf Ot rolgcl Gondons e Al A el
& ADVERSE REACTIONS 142 Gambinaton with gha-Blocker Therapy MRHD (sssed on AUCat anima dose of .08 mg/g/day).mle fspring ad dctased prostsc o s
61 Clinical Tl B 14.3 Summary of Clinical Studies vesicular \v:lvMs delaye MR 9 it ‘msmcg
i Tl xprire e et ap it 0003 s A o o
62 Postmarkeling Experence 16 HOW SUPPLED/STORASE AND EANDLING ST o o1 D008 Tkl da o S0nma s wors e (s HspIG Ay e Q0
7 DRUG INTERACTIONS 17 PATIENT COUNSELING INFORMATION of '”‘35“”“5
y oo e atgrot s
7. Cytachrome P450-Linked Drug Metabolizing Enzyme System 171 Increased Risk of High-Grade Prostate Gancer weateh e MRHD (based on AUC 0o
L e 172 Exposreof omen — iso bl eus S b
173 Additona st SRR el S g oo 10 G i aton s ot i s o oy
8 USE IN SPECIFIC POPULATIONS llonal Instructions ‘were seen in female offspring under these conditions.
81 Prognancy *Sectonsor sub o
e odo o
et s RARt), Hovevn i sy g
I —— it o g o e e g
[T ——— oot
T NDICATONS D USAGE " oas dur rtues
1.1 Monotheray Year T(%) Vears 2, 3 and 47 (%] of specific effects in humans than the studies in rats and rabbits. Intravenous administration m nnmnm: m
w
. R o i iy s S ors 15
 indiosted about 1 to fin: i of taking \15
in men with an enlarged pluslatc to: Impotence 81 37 51 L] ‘mgiday) resulted in no abr e Ietsts, 1 conimation of the rolevance of o mxsus mndt\ for
- Improve symptoms Decreased Libido 64 34 26 26 ride (2 m/kg/day or approximately 18,000 times
Rt th 15k of he e for gy g st st of thepostate TURPang | DersedVolus of e a7 08 75 s i st sinete oo ovas o nasorce fom s of men taing & moay o reani mnnkeys
s Facumton Do o5 o % o
12 Comttin it g s st aener 5 5 5 T B
oo e o o1 m o 55
B S s o 4 panteteas i Ameran 08 02 08 o1 Itis notknown whether inasteride is excreted in human milk
13 Limitations of Use “Combined Years 2 8.4 Pediatric Use
[N A — b it for s g s
Finasteride tablets USP are not approved for the prevention of prostate cancer. an nasteride vs placebo, respectively Finasteride tablets USP is not indicated for use i pediatrc patints.
2 DOSAGE AND ADMINISTRATION Phase Ill Studies and 5-Year Open Extensions
05 s
e NNTE——
21 Monomer a3 o o Sy S v mumbor of sl nclte ' ong sy and sy sy, 460 105 subfcts
Yy Medical Therapy o Prosati Symploms (MTOPS) Study were 55 znﬂ over and 75 and over, respectively. No overall differences in safety or effectiveness were observed
(14.1)1 In the. MYO?S ‘study, 3047 men with symptomatic BPH were randomized to receive finasteride tablets USP, in responses between the !‘ﬂEl‘v ‘and younger patients. No dosage adjustment is necessary in the elderly [see

2.2 Gombination with Alpha-Blocker

the lpha-blocker doxazosin [see cnmm Studles (142)]
3 DOSAGE FORMS AND STRENGTH

Finasteride tablets USP, 5 mg are nme color, round film coated tables, debossed with H on one side ‘37
on other side

4 CONTRAINDICATIONS
Finasteide tablets USP are contraindicated in the ollowing
Hypersensitvity to any component of tis medication.

6o (0+768) dotagan 4 or 8 mjy (175, he combinton fnsterd et USP S ey and
aoxamm e moay s ofpor i 6 years. (See CinicalStudies (14.2).

group
nthe RS Syt ot a1 .

Cliical Pharmacology (12.3) and Clnical Studies (14)).
86 Hepatic Impairment
Gauton shouid b execised in the adminsration o inaseride tablts USP n hose patens with er

mpared o ither
ecreased oid, M, aorormal

druglonewre: asthnia, postural ypotansion, prpheral e, dziness
(see Table 2). Of th

reported for the two monotherapies.

87

10 OVERDOSAGE

Patin
tablts USP

Four patients in MTOPS reportad the adverss experience breast cancer. Three of thes patints wers on

« Pregnancy they are or
Because of the abilty of
male fetus. risons o
1 a pregnant woman wh receives inasteride. I this drug is used pnancy In addition ety MTOPS
st woman should be apprised of the potental hazard to the difer dose regimen,

occurywhie aking s du, o pregr
male fe

etus. [See aiso Warnings and Precautions (5.3), Use in Specific Populations (3.1), How

and ofher procedural and sudy design elements

finasteic
aderse ffect. Unti further experience is obtaned, no
UsP

Significant lethalty as observed in male and female miceat single oral doses of 1500 mg/m2 (500 mgfkg)
‘and n female and male rats at single oraldoses of 2360 my/m2 (400 mo/kg) and 5900 mo/m (1000 my/kg),
respectie
11 DESCRIPTION
Finasteide USP, a synthtic 4-azastercid compound, s specifi inhibtorof steroid Type I Sa-reductase,
(0HT).

179)-. The empirical

NHC(CHa)s

Itis freely soluble in chloroform

a -coated tabl finasteride and

ypromel

Suyu/ruﬂ/&amw and Handling (16) and Patient Counseling Information (17.2).] In female rats, low Table 2: Incidence 2% in One or More Treatment Groups i
e e Drug-Rolated Cinical Adverse Experences n MTOPS . N(11 ;
5 WARNINGS AND PRECAUTIONS Avrse Experionce Facsbo | Doaros | Fasirae | Gomnaon
myormo-
&1 (N=737) (N=756) (N=768) (N=768) |
In clinical s1um:s finasteride tablets USP within (%) (%) (%) (%)
six monihs of e is Gcreasa is precictable oer he enirs range of PSA values 1 patiens with | Gogy 5 3o
Syt BPH. atoug it ey vy n s LY = - = =
For o of sl PAs in e ki s s USP 3w P sl shoui s - o o o
frmed
ren o 1 ook ARl o o ik US o s o o o posn et | Cardosdr
and should bo evaluated,even if PSA el ae il wihinthe normal range for e not faking a Sccteductase |- ypotension o7 ) I s
It e ol v nstrde i US hs iy 0 S PR Tt s T o
ISR, Tounterrel & | postura Hypotension 80 167 a1 18
Goubed fo Comparson Wil noma angs 1t unraled men.Thee djusments prserve h uiy of PS to | Bbol and Niora
deect prostae cancer In men teaed wih asteid abet USP. Ferphenl o5 ] 5 e
the presence of prostat cancer. oS
The ratio of fres 1o ofal PSA (percent free PSA) remains constant even under the influence o finasteride Dizziness Xl 7 I 22 o’ N
tablets USP If cicians elet 10 use percent e PSA g an aid i he lecton of prosate cancer nmen | ot oo jt n o o L)
5.2 Increased Risk of High-Grade Prostate Cancer omnolen 15 37 17 a1
M aged 56 and over with a normal igialrectl examination and PSA <3.0 ng/mL at aseline taking [ FeS0 2100 andin lovir lconolsobents, but s practical nsoluble i vater.
-year Prosial ion Tl (PCP) Oysorea o7 7 o7 g
lb 1.8% vs placebo 1.1%). Rhinitis 05 13 10 24 ‘monohydrate, microcrystalline cellulg
61, Sl esuts vore obsovd n  4-ear placabe-convales lcal il wih anoer |y i ool ey b
Sareductase nhibitor (dutasteride, AVODART) (1% I “alc, tianium dioxide,
incoaso e b Weher 75 s 72 T
7Sy relasd i e s comie Smecomests o o ho P The boanical source o the Pregelatized Starch is Maize.
53 Exnmnu of Women — Risk to Male Fetus Impotencs 122 144 185 286 12 CLINICAL PHARMACOLOGY
‘should not handle crushed or broken finasteride tablets USP when they are pregnant or ey Sexual Function Abnormal 09 20 25 a1 12.1 Mechanism of Action

potetly ne pregnant because of the possibily of absorption of finasteride and the
amale
nanmma plnvmtﬂ it e s ntben bokanof crushed. (e Contrandctons () Us n Specic
23,

ntomton (1791
5.4 Pediaic Patients and Women
Fiastadealts USP i not it forus ' ot gt s Uso n Spfc Poputons (4)
3 or

* Guraasn dot s slevad vy wesky o (1212 410 e, To ol tentaddoe (4 g
15 kopt on doazosin

e Rl o pate ecte o 3-m3 ke v o i o e oy

Long-Term Data
High-Grade Prostate Cancer

The development and enlargement of the prostate gland is dependent on the potent androgen, Su-
dinyarote ver and
SKin. DHT induces androgenic efects by binding to andragen receptors in the cell nuclel of thess argans

Type

Tumover from - 30 days).
invivoand in W
0 blood and urine are decreased afte administration of fnasterice.

(123),
[
55 Effect on Semen Characterisics

revealed ity morphoog, o pHAGS L (22.1%)
mecian decrease I cacais vlume wih 3 concomiant reducion i al perm po sacuite as obseve
These parameters remained witin the normal range and were reversidle upan discontinuation of therapy wih
an average fime {0 eturn t baselie of B4 weeks,
5.6 Consideration of Other Urological Conditions
ot st vt s bt USP, onsdation stoud b ghen o thr g
cancer and BPH may coesd

The PCPT i vas  7-ear andomiza, doute-ing, iace-convole vl that ncolad 18,62 men
PA< st

{ablets USP, 5 mo or placebo dly i Pk gt el

22
In man, il S orldose o sterid ablts USP produces  apd reduto i serun AT
it

arine nd sty

e o Ingeatns and Vongo 19 ans Warings and Pt (531

ncentra ined
Wresghout e 2¢ o dosig a0 i contued reamen Dl o o rastre Laiets Uspat

el ralwih anotherScedutass o Quastrde, ADART). e o ivsonsome e
10 prostate cancer were observed (1% dutasteide vs 0.5% placebo),

Broast Gancor

the 4-to 6-year placebo-and comparator-controlld MTOPS study that enrlled 3047 men, there
o e o et cancr i e st it it bt 0 as i man et with s
During the 4-y 040 men, there were 2
s f breatcancer i pacebo-raled men bul 10 Cose e ezed i omasmm Dutng th 7year

Preventon 1l (PCPT) i nole 18882 men, et s | s of st
et cance i men et it paceso The rtons

iastrde and mae rast

m DHT concaniration by sgosimta 1%, The

nge.Ina segrte sty i ety men et il st 1 mg oty (1=82) or pacebo (=55, mean
ciatng v aselne
i s emned i 15 pyilogh 1age

in

< S o ‘wihin the normal range. In healthy

vy, rment it st o U4 oot s e respense o L R o g

in m ents i rolactn, thyroid-
simulingromon, o (hyvnx\ne o st el st o e lasa i profl (1.

total choleterol, low ity bone mineral density.

o r el 2ol o KT

t el Sa

Teduise T oney Yo b Obed e e These MGG vt 5 Bl oS D
H

be careflly
6  ADVERSEREACTIONS cancer in men treated with finasteride and 1 c:
6.1 Gliical Trials Experience o Functon
o There s no evidence of
4¥ear I5P.
fents g2

et i e e e for Sty v 3 ero o y£ar Th s Hquonly spore anvem
eacions were reated to sexual function. 3.7% (57 patents) 32

which are the most 'mquemry reported adverse feactons.

favs ben ot i osraritng sgriete it rstrda

I et v P et it st (110100 gy for 71010 oy rior 0 prostatcomy,
approximate 80% lower D to laceba;

Tavet
bythe
the 4 years o the siudy.

ts USP are or use by men only

Finasteride Tablets USP
Patient Information about
Finasteride Tablets USP

H

atant) e wih Bl dStontmied hepy 2 owh of sdver escion 1kt t sl fncion ume«sus? ammmmmmmummmunmmmmmumm ofuncertan Fovaye  fehatons e oot wak pess 10 hcs o oot vl e e
: [
prser A possily, probably o  suchas prrtes, i, nd theips, In healthy male volunteers treated wih inastrid tablets USP for 14 das, discontinuaton o therapy
vesiaor lor whchhe s on st s USPvas >w.mw\mm,.ﬂ,m”, angue, thoat, and face) resuted i  reur of DHT evls {0 prfreament lvels n approimtely 2 weoks. I patints treted for free
lesturpain months, prosatc volume, wich decincd by approximataly 20%. retumed fo los T baselne vale
Spproimateytree monis ofdscontimatonof herapy.

,,,,,,,,,, e he N ———..
£gEs5¢  £E3E EE £8%% 82 ¥ z3558 2 2 3 3 £ 8 % €2 5 £ 52 & _gEExr 3 & E8 ®maIs
SEEEE SRD EL i L T £ 8228582 i £ 0fEE L EEE 2 g Izl
232588 ESST 532 E53% E5 & £2c88 85 5.5 & 8 - z 3 = E 5 2% g £ 8t ¢ 5 gecsd
SE2Es Zsys 5o se5g cs £ £850c Ss 8§35 2 £ 3 3 & Bz £ 5 EB § Bg5s2 &g £ gi=x
gsgess  BEds S g o2 s =285 253 = SEozs 8% g.2 2 5 £ o 2 88 =8 = iE 2 C £33 333355 Eciiz
£82889 555 g5 BEEgcis g2 gisfs S5 825 £ 3 5 3 E SE FL.E8g: T §T 5 g%t sfs s Bt
E:E258 e2c82 §2 8 S S £553 g E52ZE S8 222 % g 5 4 8% 3 £3 € % gfEc 8% 3 ES 5iGs:

$E25s  S83s 52 TS Eisie vizs 55585 & =5 = £ - =2 2§z iE s 22585 §ss:z
sEEfET gfaf g pEEisE itk §2fcerz L3 223 5 2 2 7§ 85 gSCiE: E B3 3 F U238 3D E 3¢ fafif
Slel.i sshs ) B3 ocesi il fe8ifi: 5 fii 4. i 3 i SeREEEIY P o3 - poiff FBoEssRice
323882 ¢ gFfr g2 358 Esss EfE Z35S25 2 g% 823 EgE ¢ s o g E.EC £ z 25 S fgpsf gr FsZi Sgis:
SEESEE 3 5856 S £ 3y sigs S35 E 529508 .87 S22 22% 5.2 5 5 TEE R s e £ I S EEc2p g: g E3C §Bsts
EEESS3 D Es%2 2I, 55 % E i s E Z33fifsfsg g5 3 5 SEE 20O EER B 5.5 &8 5 7 as=: 522 8.3 BsEsf
§285F 2 £33 %zsﬁzééggﬁ EEE s 5 g3ees T 32 B3 22g gss 5,5, EiS i 5893 &5 ¢ Pl 3EgELhics
8852535 ge2s Es8 £ 5 o F85F s2: SE E§ScE3 22883588 52 @ Ss Egsygs.gEg g5 3 =52 z 55885 35 % 803 2%3:2
E=C552 55888 o8t o5 £ st Ein Ez 57557 B £ 285 22 £ 2% 5% S5:225E g8 c 23§ 55 S ggsey Ea £ 32153
SEESEeElisr Do7 505 gisE 0t BLaciBggEEfecy <EBF Sf: 2o dassiscefsfisfsr 5 EUSSB g odEC Ealc
255285 £ 8559 B85 5 £ & S557% S% 5 2z=5E8 5 £ 825 BE B} 25 E g :% 588 3= g gg §E25 - =c ¢ 2822 53 2 2a5 BEgS3y
Soss5 EEEET SIS S5 5iuif E.f SEcsigs s TEst Sz z52 SCF S3¥ZgiiefopiorEroed: ogs bS858% 57 EOEES gisied
§g8s22 5 g2=2 sTe 3 8 8 Egs.5 BEs =E 852288 3 B S8¥: 3% Su g g5 5z 5 &3 B3f 58 s 85 2¢ Sgi £ 92 £ 2385% Sf L B35 gEEis
28823 & S5a3s S22 £ 5 C SBSsE E22 ES E2E5E3 8 2 g5 B3I o °F £2 8. 8528 82E 33 £ 5255 285 5 53 ¢ B3S8E S8 g zEE gEiii:
5pccz2 £ 5EaFs 522 8 & 5 T5E3E 25: S5 558tggp s srcea o5 S8 8c 5 22 B E 880 5e52p 27 B EE S ez 2 8F 2 ZR3LS 59 2 828 AScEcs
$E;gS5 F 237.% 88 2 8 % B S25eEE s & 82 o2 22 28s8s 2
a*5285% = £s5E5 cEE 2 &8 . E8 =8E88= 2 & . . . =8 FE e = .. .. . . 2E5Es 8E . .

Size : 300 x 550 mm
Book Folding : 35 x 35 mm
Spec: Printed on 40 GSM Bible paper, front & back side printing.
Pharma code : Front: 2096 & Back: 2097
ﬁ)‘olour : Single (Pantone Black C)
ot

: Pharma code position and Orientation will be change based on folding size




12.3 Pharmacokinetics
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Race

The effect o race on finasteride pharmacokinetics has not been studied
Hepatic Impairment

on fnasteide pharr been studed. Caution should be
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ercised in in
fiasterde is metabolized extensively i the Iver.
Renal Impairment

sage adjustment is necessary in patients with renal impairment.In patents with chronic renal
impairment, ith creatinine cearances anging from 9.0 to 55 mUmin, AUC, maximum plasima concertraton,
P, and rten biving afr s snle dose o C-nstrd v st o vl otaned ety
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14.3 Summary of Cinical Studies

or placebo)

X 4  suggest
that finasteride tablets USParrests the disease process of BPH in men witn an enlarged prostate.
16 HOW SUPPLIED/STORAGE AND HANDLING.

Finasteide tablets USP, 5 mg ae blue color, ound ilm coated tablets, debossed with ' on one side ‘37"
on other ide. They are suppled as follows
NDC 31722:525-30 bottes of 30
NDC 31722:525-01 bottes of 100
NDC 31722-525-10 botes of 1000
NDC 31722:525-90 botes of 90
NDC 31722:525-05 bottes o 500
Storage and Handling
Store at 20° 0 25°C (68° to 77°F) see USP Controlleg Room Temperaturel Protect from light and keep
container tighty closed.
n should not handle crushed or broken finasterid tablets USP when they are pregnant or may.
potentilly be pregnant because of the possiilty of absorption of inastride and the subsequent potential risk
a male fetus [see Warnings and Precautions (.3), Use i Specic Populations (3.1) and Patiet Counseling
Information (17.2).
17 PATIENT

studies, ncrea
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Effecton Prostate Volume
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imaging (MRI)

See FOA-Approved Patient Labeling (Patient Information)
17.1 Increased Risk o High-Grade Prostate Cancer
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wdy. Fnasteride
s USP dheeaced ot v by 1780 o 5. 1o o hesnelo 45 ot 4 o) compar
with an increase of 14.1% (from 51.3 mL fo 585 mL) in the placebo group (p<0.001). (See Figure 3)
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17.2 Exposure of Women - Risk to Male Fetus
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Figure 3
Prostate Volume in A Long-Term Eflicacy and Safely Stuty
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the cantact area should be washed immediately with soap and water [see Contraindications (4), Warnings and

Precautions (5.3), Use in Specific Populations (8.1) and How Supplied/Storage and Handling (16)].
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14 CLINICAL STUDIES.
14.1 Monotherapy

8PH and elarged

The Medical Therapy of Prostatic Symptoms (MTOPS) Trial was a double-blind, randomized, placebo-
contolled, mliane, - o e sty (s 5 yers) 3047 men wihsymotomatc 67, who vere

e o USh. 5l and dosasoan 4 8 iy (1788 ot o 1737 AL paicpas
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(or s placebo) from 110 210 4 to 8 mg/day. Only those who tolerated
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Finasterids tablets USP was further evaluated in a long-term effcacy and safety study. a double-blnd,
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Figure 1
Symptom Score in A Long-Term Eficacy and Safety Study

Placsbo

Mean Change from Baseline + 1 SE

Finasonde
“

=1438 1206 1101 961 855

1437 1314 1153 1047 965
5

Basolne Year1 Yoar2 Year3 Yeard

o0z wasiay
06 60c -8Bl qoogeE “Bisuoper
Ede1oq U pabur SqE1 ol
W OHILIH g

55880 (N feneeosig

Ul SESLIRY 5aE)

10} paimeynue

s
USP alone (49%; p<0.001)

Placebo | Doxazosin | Finastenide | Combinalion | Total
Event N () N(%) N (%)
AU Fpoit e B8 62 7 @0
Acute urinary etention 13(17) 405) 41(13)
Incontinence 1015) 304) 31(10)
Recurent UTlurosepsis 2(03) 101) 5(02)
Greatiine ise 0(00) 0(00) 0(00)
Total Events 128(174) | 85(112) | 89(116) | 4962 | 31(115)
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