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*Onset & spontaneity
*Potency
*Duration

5 O A

*Selectivity
*Drug interactions

PDES AHIKIC! H]ul

Sildenafil Vardenafil Tadalafil Udenafil Mirodenafil

Tmax 1.0 0.7 1.17 1.35
(hr)
Half life 3.99 4 17.5 10~13.6 25
Size 11.2X8.2 7X7 11%65 11.6X69  11.0X8.0
14.1 X 10.4 8xe 12X%75  152%94
Dose 50,100 10, 20 10,20 100, 200 100
(mg)

Cost 11,000 14,000 14,500 7,000 12,000
/15,000 /16,000 /17,500 /12,000
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\iagra Levitra Cialis Zydena

Placebe Shmg [Bhng  Tlacebs [Bmg Dby [lairbe Mg g leorbs [y D0y

Wiagra : Montors: £ of af. Urology 1988 Ciades » Brock G of ak J ol 2002
Lovitra: Porst ot al. LR, 2003 Zyelona : Fark of ad. inf J Sex bMod. 2005

PDES 2MIHI2 28X it

GAQ
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Viagra Levitra Cialis Zydena

Flacrbe Simg (Wmg  Flacebe ibmg Smg  acche bng Smg  Flacebs (Buy g

Wages : Montorst F o al thology 1998 Cualls : Brock G, ot b J Urol 2007,
Levitra: Porst i ot al L0, 063 Jycdorsa ; Park of al ind J Sex Mect 206

S R0 MBRS

fil fil T. Udenafil Mirodenafil
High Tmax 60min High fat Not Not Not
fat diet t meal : infl od fl ed  infl ad
(57%1) Cmax 29% Tmax 60min
* Crmax 20% |
Alcohol Not Not Wine or Not Not
influenced  influenced whisky 5  influenced influenced
glass : safe
HR 1, BP|
Alpha- Under Under Under Under Under
blocker  caution caution caution caution caution
Nitrate Contra- Contra- Contra- Contra- Contra-
indication indication indication Indication indication

PDES Inhibitor SOHALEI Hl

Viagra Levitra Cialis Zydena

Headache 16% 15% 15% 8.9%
Flushing 10% 11% 2% 23.2%
Dyspepsia 7% 4% 10% 3.6%
Nasal Congestion 4% 9% 1% 7.1%
Urinary Tractinfection 3% - - -
Abnormal Vision 3% - - -
Diarrhea 3% - -
Back pain - - 6% -
Myalgia - - 3% -
Pain in limb - - 3% -
Dizziness 2% 2% - -
Rash 2% - - -
Accidental Injury - 3% - -
Sinusitis = 3% = =
Flu like syndrome - 3% - -
Eye redness - - - -

ISR 2K J1TH
MALES Study

ISSIR 2002, Sand of af

A= 0IAM ddiUEe Ay
X FRI0 TS AL

Sunwoo S, Kim YS, et al.
Post-marketing Surveillance Study of the Safety and Efficacy of
Sildenafil Prescribed in Primary Care to Erectile Dysfunction Patients
Int J Impot Res 2005;17:91-6
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Visit 3: 84
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Effect
458 (80.1%)
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Registration
Visit 1: 672

Eﬁec:/\i\ro effect

No effect
114 (19.9%)

Loss of CRF
21

Loss of Flu
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fduEn 3
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Adverse event No. (%)
Flushing 33 ( 5.8)
Headache 15 ( 2.6)
Palpitation [ ( 1.0
Anxiety 3 ( 0.5)
Dizziness 1 (0.2)
Somnolence 1 (02)
Insomnia 1 ( 0.2)
Eye pain 1 (0.2)
Diplopia 1 ( 0.2)
Nausea 1 ( 0.2)
Dysphagia 1 ( 0.2)
Persistent erection 1 (0.2)
Chest tightness 1 (0.2)
Hiccup 1 (0.2)
CPK elevation 1 (0.2)
[ 1 not related

U= 3

& FOHAHY

No. (%)

Severity

Mild 59 (81.9)

Moderate 12 (16.9)

Severe 1 (1.4)
Adjustment

No change 57 (79.2)

Dose reduction 5 ( 6.9)

Transient withdrawal 7 (9.7)

Discontinuation 3 (4.2)

Total 72

2diUE 3H Ale

No. (%)
Lack of efficacy 61 (59.8)
Reject further medication 20 (19.6)
Adverse reactions 5 ( 4.9)
Transfer to other clinic 4 { 3.9)
Others 12 (11.8)
Total 102
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U2 XSl Al (603)

e 533 (88.3%)0l A FHES| AIE=:

41 (68.3%)
36 (60.0%)
27 (45.0%)
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Visit 1: 387
al o Al =
X Y0 LS AIHZ AL ey
CRF/FU, collected Loss of CRFIFU
Visit 2: 345 42
Eﬂ’ac/ \Hn effect
KimCM, Kim YS, et al. 281 64
PMS study for the Safety and Efficacy of Vardenafil among Patients
with Erectile Dysfunction in Primary Care
Int J Impot Res 2007;19:393-7
Effect No effect
281 (81%) 64 (19%)
=1} ool o5 A I di pad] = (=5
SHLUEY 728 Tt 2HUES FHZ dit
Total 5 10 20
otal mg mg mg I\‘o‘ (%]
Patients, n 343 5 nz2 225
Patient satisfaction with vardenafil treatment
Improved EF by GAQ" n (%) 279(813)  3(60.0)  B4(T5.0)  191(84.9)
) N Yes 265 77.9
Change of HIEF-5" scores, n (%)
<0 25(7.9) 1(20) (1.5 13(6.1) Mo [ 2
1-3 95 (30.1) 2(40) 4(150) 69 (3L1) Continuation of vardenafil treatment by
physician
47 126 (39.9) 1{20) 34(354) 91423
Yes 239 69.7
=8 0 {22.1) 1(20) 27(28.1)  42(19.5)
Mean HEF-5 scores (mean=5D) Do 102 227
Baseline 129140 128124 126145 131138 Adverse event
12 weeks 180139 166145 178147 181134 Yes 18 52
Change from baseline sS40 3832 s4F510 S50%36° No 325 94.8
=13 ml o
2HUZ0 #EE SOHAH
No. (%)
Flushing 11 3.2
Headache 4 1.2
SEEXAC] V15 Z00
Nasal congestion 2 0.6 olL %III A 0 = J T II_.I al_}
Color vision disturbance 1 0.3 Ol A}
Dizziness 1 0.3 I|-0I HI LI' =| o=
Dry mouth 1 0.3
Dyspepsia 1 0.3
Nausea 1 0.3
Diarrhea 1 0.3




SEP Q2 (Penetration rate)
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Placebo (n=55) 100mg (n=55) 200mg (n=58)

Mean per Patient Success Rate(36)
g

Baselne m==m 12 weeks —s— Change from baseline . P i

SEP Q3 (Intercourse success rate)
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Placebo (n=55) 100mg (n=55) 200mg (n=58)
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Baseline 12 weeks —a— Change from baseline . P00l

Global Assessment Question
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Percentage of positive responses(%)
2

| S— lapm— |

Placebo (n=55) 100mg (n=55) 200mg (n=56)

[*]
(=]

=P < 0]

Frequency of Drug-related AEs

Mo. of subjects with Drug-related AE [%]

Dose of Udenafil
MedDRA Placebo 100mg 200mg
Preferred Term (n=55) (n=57) n=58
Flushing 1[1.8%] 518.8%) 7 [12.1%]
Headache 1[1.8%] 3[5.2%]
Nausen 1]1.8%) 2 [3.4%)
Conjunctival hyperemia 1 [1.8%] 101.8%] 1[1.7%]
Chest discomfort 1]1.8%)

Dizziness 1[1.7%]
Dyspepsia 1 [L7%]
Pruritus 1[1.7%]
Total 2 [3.6%] 9 |15.8%) 13 [22.4%]
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g &AM
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Placebo {(n=51)100mg (n=52) 200mg (n=55)
Baseline == 12 weeks —+— Change from baseline
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Placebo (n=51) 100mg (n=52) 200mg (n=55)

Baseline == 12 weeks —+— Change from baseline

Global Assessment Question

GAQ: AL FES WRE UZI S8 WIHNUE SYNSUN  «p g0

100 * 85.2“

% of Positive Responses
= 8 & 23 B
£
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-
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Placebo (n=51) 100mg (n=52)  200mg (n=54)

+

T one subject’s data was missing

Frequency of Drug-related AES
No. of j
Zydena®(Udenafil)
Placebo 100mg 200mg
MedDRA (n=54) (n—53} (n—571 o.l

Preferred Term IER (%) B2 PDE5 I'III'"—I MET'—' oﬁ
Flushing 1(1.9) 3(57) 3(5.3) - Ol QH_
Headache 1(1.9) 5(8.8) 11 H ﬂ
Dyspepsia 1(1.9) 3(5.3)
Conjunctival hyperaemia 2(3.8) 3(5.3)
Chromatopsia 1(1.8)
Total 1(1.9) 5(9.4) 9(15.8)

PDES-Inhibitor X128 1 S&: AlZelA Udenafil IHE 88 28 ASAIE: SR8 TL(SEP Q2)

~ Tadalafil 6mg, 10mg -8, 125 S 2¥AZ: 2001 ~ 2002 SEP Q2 : U1 B F TiSLI HLfoy ARl T SSSLIT?
AEA AU placebo Smg 10mg
120 50
Mean EF score at 12 week 135(0.8) 7.73.7) 2125[3.4)
Mean % SEP Q2 “yes” 48512 78.3036.5) 205394 T ;.
Mean % SEP Q3 “yes™ NIy 67.0048.5) T18(80.1) 3

» Tadalafil 2.5mg, 5mg $-1, 24%% Mo 2IAFAZL: 2003 ~ 20041

A4 A3 placebo 25mg smg H

Wean EF score a1 24 week 15(1.2) 19.48.9) 20.807.8) __
Mean % SEP Q2 "yes™ §1.1152) 85.3(24.3) T0.7(26.2)
Mean % SEP Q3 "yes™ I.385) 50.0031.2) 56.3035.1)

LA H§ £9: 10mg, 20mg 12 15 #8 #% : 5mg
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