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€ CYP3A4 =200 Y& F0] FA| EiCi2tEo] 28 =8 HAAE + USS olde + UL

(_Z_ll
2
M
un

- EfCi2t2 ol 2 (disposition)Of|Al =& ZH(transporters)2 ™ p-glycoprotein)2 2{A

E
A| 4L}, WetM, ~&At(transporters) | A3{0)| 2fet A=8= 48 Itsd= ULt



- O] oft A|LHA| (~Ltet0t Ul g /~4et 2 F0[&) 2] FEFOA| 0] &4l =2 (AUQ)O= Bist §10] O] of

- YLAIHOIM, EITI2FE (5mg, 10mg2t 20mg)2 24t (nitrates)2| €At 282 S7HAI7I= A2

2 LIEFGCE T2kA, Of et AEfQ| 7] A 4tF (organic nitrate) AlAl2te H7|A Y/Ee= HdHo=2 5
8otz S0 A= O] 4o £0i7t F7|0[CH 1. 21 X 2. O+ SHAt0fl= Foiotz| U A o AR]. YYAIH
Zntof| 2™, 150H 2| 32t ECteE S 0fY 20mg# 78 S9F £0{5t12 0.4mg nitroglycerin A5t
2 CHYSH A|ZHTHO| S04t E M, O|21St 4528 24A|7t 0|4 Z|&£ &A1 EfCt2PE S DFR|ete 2 £0
St = 48A[7H0| A2 W T Ol LIEILER| §EQUCH. Wh2tM, O] oF5 S04 (EtCt2tE 2.5mg-20mg) st At
7t 80| QS e A0 Xoto] AAtEL| FO{7t oJstd o 2 BIEA| et ZR0|= 0] 25 DFz|gte
2 F0i5t ¥ 2[ATH48A(7H0] 2|t 20f|oF AAHEL| FO{E afet 4~ QUCt Jd2ish &M 2i4HE F0
&t = Aot ot A5HA P LIE{ 2 (haemodynamic monitoring) 1k &7 2|Ate] M|AlGH ZH=0| 4=HHz|Of
Of stct

- EIC}2FE 2 CYP450 isoformso]| 2|50 CHALE| = k29| HAE(clearance)e UMK O Z S O|5HA 2l
StALE REg o= O AE|A| oH=Ct UAAY AL} EfCI2tE O] CYP3A4, CYP1A2, CYP2D6,
CYP2E1, CYP2C9 & CYP2C19E Z&tol= CYP450 isoformss AslistHL S =6tA| Qt=Ct= 20| &

Q| ACt.

uol'

- EIC2HE(10mg, 20mg)2 S-eHtE! = R-2HIE(CYP2CY 7| 2)0f Bigt =2 (AUQ)O| AOM YA
2 ROISt AES LIEILA| H/UA2H, Eftt2tE2 22l (warfarin)0fl 2ol #=E Z2EZE A2

(prothrombin time)2| #2t0l| = FEFS O|2|A| QARUACE.

- EfC2FE (10mg, 20mg)2 OFME 42| d At (acetyl salicylic acid)Ofl 28t £ Al7+E S7HAIZ|A] RUCE.

- Y ofefst Ao M EfCtetE O S YA O] LA S 282 S7HAIZ 7ts-d0l Histo] 2ASHRA

= To=2 o

m

.
Z& S22 (amlodipine), QtR|2EIL MBEA(ACE) A8l Al(enalapril), HIE}-Ot=2] I =84 2t
A|(metoprolol), X|OtAIA| O] '=A|(bendrofluazide), QtA|QEIL || & 4| ZFCHA||(CHESH HEY 2 2, T
= L= 2|0FAA| O]z (thiazides), ZEESZAICTHA|, HIE-XITHA|, L/E = LT-2}HA| HE)E 28
St0], £2 NI LA 0| HPE AT EfCt2FH (20mg S0 HEE QR QEIL! || 84| 2T 2
amlodipine0f| gt AFSS A|2I8t 10mg)2 0| A|E2| OjHet A= nte YH2HOZ oo 2 2-Z0

gICt,

HA AA

- CHE Jofe| A[O| M EICtetE 20mgs Y0 2 24| 4ZF7HA|2F & HEF OS] A5

O] Y 2| =S F0iet 20| A ambulatory blood pressure®| #at= S Y=o 20| AU
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#1 (appropriate clinical advice)

b2 0|
i

- 2tTI}(1)-adrenergic receptor blockerQl SAFZAI(1Y 4mg = 8mg)2} EfCF2HE (5mg 1Y 1

ot S0| LtEt

Sts

| LIEFSt 20 7|25 £

Alye]

A A

s

0 T 12 A

TOfl A, EtE2HE (10mg, 20mg) 2t SR A

fIt(1A)-adrenergic receptor ZtEHA|Q1 EFA Z A (tamsulosin) 2| HEE0{A|

(alfuzosin)
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=
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- EICt2FE 2 ethinylestradiol®| E+ 44|08 & (bioavailability) S S7tAI7|= A= LIEFLTE



| (theophylline(a non-selective phosphodiesterase
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EICt2tE 2 cyclic guanosine monophosphate(cGMP)-£0]|& QI phosphodiesterase type 5(PDES5)0]|

CHSHO] MEHA TtA i A|O|Ct A Z}=(sexual stimulation)O] 34X 22 AAMSHE (nitric oxide)

oZl o, EfCt2tHof et PDESL| AA|7t S A|(corpus cavernosum)OilA cGMPL| 2| &

S7tAIZICE O] A2 B2 o[ (smooth muscle relaxation)lt 88 22 20| M FUZ 7tHS2=2
0

M &7 (erection)E Z27IC}. EjtietE2 d4 A=50] gi= Woll= =30| gl

no

In vitro Algd 21}, EfC2HE2 PDESS| MEHH Ol 25| A|O|Ct. PDES= SHEHA| Baa, U2t U L2 Hed
(vascular and visceral smooth muscle), =42, @A M, T & Ak|(cerebellum) Of|M AL = &
20|C}, Efct2tE o] E1h= CH2 phosphodiesterases2Cr PDESO| Ci5t0] o 2 £50| QUCt EfC2tE2
M2 |, S Z7hat o2 7| oM 2 AE = EAQ1 PDE1, PDE2, PDE4 ECH= PDESO CH5H0{ 10,000HH

. PDE37t A £&=M(cardiac contractility)0f] 2t0{5t= §40|22, PDE3E

C} PDESO|| CHot Of 2ot B2 S oITt Lot Efbi2tE2, Y0 (retina)OflA EHEl= 240[2}

phototransductiong &% 3= PDE6ECt PDESO| CH5HO] 2F 7008H &f 20| QUCt, EfCt2PE2 Eot
PDE7 ~PDE10£Ct PDESO] Ci5t0] 10,00081E Z3tsts O 2 &50| QUL

O Sf(E2A TN EEH)Q| Br37|7tE HES| 57| fI5t0] HeFSHA 22|21 AlE (at-home setting) Of| A
1,054F2| B Y22 3709| LLAIRS HAISIACE. O] A2 L7|RHE SAXH2Z ROlsHA 2HHAl

=
7001, 91912} HID3H0 S0f 162 BRE| HBHO BAS 95t LI|MEN KA ¥ OFLI2t S0i5 5 &
(©)

AS0[ 36AIZMHA| d542 A E 7t = U E0ol YSEIUAC.

S ORS00 A 0] &S E03HS ©ff, &2t (supine) A&4==7]|(systolic) 2! 0|2+7|(diastolic) ¢
(2425 1.6/0.8 mmHge| B 2|0 ZA), MUS T M= L o|27[ (22 0.2/4.6 mmHg2e| &

= =
o 2|0 Z4)0| SHOA 2/t Bl WSt 7|3 207t YA D o0 AN ME FolBH 240|7} G
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7] 25t A0 A, Farnsworth-Munsell 100-hue test2 A23HE
T, A AR (ZAH /=AM O| ZFO7t HEE| R QEQUCE 0]215H Ant= PDESS} HlwEh U PDE6O]| CHSH EFC2
1 A

QU e
25 A A™0| Z2A, color vision2| 30| Cfet 2= EZRUCHC0.1 %).
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£0] 832/ 0.0005% 0|2t0] et T|Hzte| YU (semen)Of| A ZAEZIUCE.

® | A &t(Biotransformation)

EICt2IE 2 AO|ETE P450(CYP) 3A4 isoformO]| 2|5t F 2 CAL EICH 2 3t CHAMIEE |ElFtHY
= 2 2R 20| = (methylcatechol glucuronide)O|Ct, O] CHAFANZS-S PDESO]| TS0 EfCH2tRI ECt 2|4

13,0008 & 42 250 UL, WatA, 2ot tiittts s=0M YdH 22 24¢0] UL ol ¢l g

A O™ ZS0| M ElClefEo| W A3 HAE(clearance)2 2.5 L/A|ZH0| 0 T BtZED|= 175 A|ZH

O[Ct EiCtelE2 2893t tAt=2 R BiEE 0, £2 H(FHEO| 9 61 %) oAM= & &

©
X
ogt
>

M /8|-M &M (linearity/non-linearity)
HYSH OIHASOl|M EfCt2tE | 2kEsh A|7Hat F010] Cisto] M (linear)O|Ct,

3

| &0

ol
o

2.5-20mg2| £ HR|0|M, l=E(exposure ; AUC)O| F0j} H2st| Sttt 12 1

2 52 O|L{0]| steady-state plasma concentrationsOf| &= &stCt,

47| 224 3I2}S0|| M population approach2 ZAE kE5t0| €| 20| gl= I|H RS0 A Q| S5t

et 1F T|-AS(65M| 02 19M ~ 454|129 21t T A0 HIstoq, EtCt2tEel Z+ 4801
0 Ol= 25% B =2 =& (exposure ; AUQ)S 7HA 2iCh. Ol2{eh HP 9| 2= YHH 2= ROt

A o £ 2H(dose adjustment)E dYSt6tA| =Lt

B (32OtE[H A& 51-80mL/&) E= S5 (F20tE[H A8 31-50mL/2)2

P2 &MS st 27| U5 T-FAS02 EfttetE 18] E(5-20mg)S A S Yefete| S0l EtCt
2tEo| =2 (AUQ)E2 o FHIACE YUEM SHRS0A, Cmaxe AES DIHASEN 41% =2 HEEA
f M2 EfCtetE Bl ol Aol Joks 0|2|A| §4=C

o Lol_



@ 2715 23

olN

10mg 220| £0 =|US Tf A= L= 259 7+ Z0(Child-Pugh Class A & B)7t Q= I|S2HS|
M EICt2HE ol Lo & (exposure ; AUC)O| A IIHAS0| M| Lo& (exposure) 2t HASIRUCEH S5 247
S5 BZHChild-Pugh Class C)0flA] 0] k9| oHXH0f| st A4 A2 = AH|THA 0|22 XEest= A2, 9

ASSHA 2H712| R E/21 " d (benefit/risk) & B7+5H0{0F SHCf.

ool

At
2F o7t = 2HAS0A EfttetE 10moEtt o 89| F0{0] tisto] 0|8 7hset At=7} §itt.

o7 A= S0 EfC2HE 12 18] £0 0| tiet 0|8 7tset A=7t Y282 2Yst= &

2, QA= US| 2hoHe| 7ol d/fIEd (benefit/risk) = B75t04OF BTt

0|

=g AS0|A Q| EfTtetEO| =E(exposure ; AUC)O| 21 et TIHAS0AQ] AUC 2L 2EHF 19 %

—

SUACE == (exposure)of|A{2] 0|21t 2{0|= 8T 22 S FYolotr| b=t

w
Al
0o
0z
e
A
0x
Rl
il

1,000mg/kg/L7tA| E045t SHEL} OFRAO| M 2| 7| &AM (teratogenicity), HIAFS A (embryotoxicity) &
= EjO}=M (fetotoxicity) 2| SH7t QUL BHEO| AP QU AiS B2 Al (pre- and postnatal
developmental study)0llA, no observed effect doseZt 30mg/kg/O|RACH Al SBHEO||A O] 2F0]| A

9| calculated free drug0i| CHst AUCZt 20mg 22F0| A QIX| AUCS| 2F 18HH LY.

24 SHEO|M 35 (fertility) 2| 2007+ SAACEH EtCH2IEEZ 6~12 70 2F O 25mg/kg/Y & 11 O]+t
O 2O = Jlof| £E0HS W, BE IO M HAIH L HAE 7HH = M AT (seminiferous tubular
epithelium)2| E[SHO| UUCHT. 20 L 11.1) &St E4 oF 2F=R],



