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SHALE g Z{o 2 Of| M| A| &4=Ct YA Z1t EfCt2tE 0] CYP3A4, CYP1A2, CYP2DS6,
CYP2E1, CYP2C9 2! CYP2C19& ZE&5H= CYP450 isoformsS Aal|5tHLE S E51R| SH=Ct= Z{0| &

Q| AL

- EtCtetE(10mg, 20mg)2 S-2HE! = R-2HIHE(CYP2C9 7|1 2)0f Bigt =2 (AUQ)O| A0M Y22
2 ROt 283 LB ] §It2 ™, BfCteHE 2 ettel(warfarin)ofl 2|5l w=E Z2EEL A

(prothrombin time)2| 30| = S&S O|2|R| LULCY.
- E}FCI2ME (10mg, 20mg)E OFM|ElAr2| Al At (acetyl salicylic acid)Ol| 2|5 £ A|ZHS ZI7tA|7|A| QT

- Y of2fst Ao M EfEtetE O] S A9

YUUA S A ES S7HAZ 71540 CHsto] ZALSHRICE.
ZHEE 2210 (amlodipine), QHX| QEIAI A3tE A (ACE) A5l A|(enalapril), HIEF-OIEY | E21 &2 2}
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=
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CHE 8710 B0 = A2 AP 0] E[ AL FA 7 A B0 BIE2|5HA| G222 2laf I e

EtCt2HE 2 cyclic guanosine monophosphate(cGMP)-£0|&4 Q! phosphodiesterase type 5(PDE5)
Off CH3t0] MEHZ 71 2{5HA|0|Ct A& Zf=(sexual stimulation)0] ZAXHO 2 2AASHE (nitric
oxide)2| YZ2 Yo Z wff, EfCt2HH 0| 2|5t PDESS| AA|7t s HA|(corpus cavernosum)Oi|Al cGMP

=2
Z7tA|ZICEH 0|42 HE2 0|2 (smooth muscle relaxation)2} 24 Z2/0 20| &l 29/

o £3/5 2
S 1M SO RM | (erection)S Y2ZICH EICI2LLE 42 2430|818 Tfolls F240| gict.

=4 oA 2 HSUOA 2| cGMPsE0 Cist PDES Asigat7t A, & L O|SoAH S5=e

=
SO BEDOME HAEAC. S Y BIUS| Sd= &elst= 287|112 S5 R[] U

o= —

In vitro Alel 21}, EfttetE= PDESS| B QI 2o A[O|Ct. PDESE o HA| BEZ, dEd 2 4&
2 Ot 9 L B (vascular and visceral smooth muscle), 242, g4, 413, I L AL
(cerebellum) O|M EHAZ| = EA40|C}, EfC2FE Q| £ 0= CFE phosphodiesterases=Ct PDESO]| Cf

ot & 2 250[ ULt EitetE2 o3, =, g, 2kt B2 7|20 EA%l= =401 PDET, PDE2,

=
PDE4 2£Ct= PDESO|| Ci5t0] 10,0008 & 2t5h= O 2 50| ULt PDE37t 2 =5-d(cardiac
contractility)0f| 2t0i5t= 40|22, PDE3LECI PDESO]| CHst O|2{ot MEHM 2 Z=Q3FICt Lot EfCt2}

oo U0t (retina)o|A EAZ|= EA0|Z} phototransduction® E&5t= PDE6ECH PDESO| CHSHO]
OF 7008 &f 20| QUCt EfCI2HL2 5t PDE7 ~PDE10L£CH PDESO]| CH3HO] 10,0008HE 21t5H=

Of H(E2A| FAHET)Q 2t37(2S Yats| 57| fIot0] ks 24|12 Ald (at-home setting) 0|
M 1,054F2| B2t HH22 3719 YLAI-FS LAISIALE O] o2 &I 8
A ZHEAIREH, 2ot H[Wsto &0 168 T8 d&542 24|
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(22 1.6/0.8 mmHg2| Bt 2|cf ZA), MUS T MA4-27| L 0|7 |HH(22H 0.2/4.6

mmHgo| Fut 2t Z4)2 STOIA 9/} H|wSHO] 72|gh 2407t G20 A0l JAOME 7
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o 22| 0.0005% 0|2t0| 4Zst TS| HM(semen)Of M L AHEZ|QUCE

alll

@) A4t (Biotransformation)

EfCI2E2 AO|E3E P450(CYP) 3A4 isoformOf| 2|sto] =2 CHAL EICtH 2 &8 CHAMIE2 08
78| & 2FRF 20| = (methylcatechol glucuronide)O|Ct. O] CHAHAHE2 PDESO| CHSHO] EfC2tEE
C} 2|4 13,0008 § 22 £50| QIC}H W2tA, 225 CJAME SZO|M YAatM o2 40| QIctD

T HAE(clearance)& 2.5 L/AIZHO| 2 H Bt |= 17.5
2 S5 HIAE|D, 22 T (E0{2F0| 2F 61 %)} O

® MEM/H-ME S (linearity/non-linearity)

\J

Aot DYAS0| A Efttetao| oFsst2 Ak &0 0| Chsto] & (linear)O|Ct.

2.5-20mg8| £ HL{0A, '=E(exposure ; AUC)O| F0{Z2t Hlel|sto] S7tettt. 12 18] &6

St A2 52 O|Ujo] steady-state plasma concentrationsOfl =&F5tCt.

| £ 2t2}=0{| A population approachE 2 €l 2Fs35H0| Y7| 20| ¢l TIIHXS0| MLl <

®© 2FA}

HYSH 0 OHRZS(65M| 0]4f)2 19M| ~45M|2] ALt T[HAt0)| HIst0q, EfCt2tEe| A+ HAg
O] O J%U2m 0= 25% B &2 =& (exposure ; AUC)S 7HA RACEH Ol2{st ¢ 2it= YA
2 QOI5IA| ¢onf 82F 2 (dose adjustment)S HYSI5IA| &=Lt
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 HHEM SIZFSUM, Cmaxe A
]

|2 2] S4=Ct.

Lo —

10mg 2220| £0] £ S [ A= L= ZE29] 7k 0}{(Child-Pugh Class A @ B)7} Q= |32}

SO0j|A EIC}2}E Q| == (exposure ; AUC)O| HZSH I|HZS 0| A2 =2 (exposure) 2t THASHICH =
= 7|58 2ZHChild-Pugh Class C)0|AM 0] 29| oM M4 0f| CHst (MR IZ= H|SHH 0|22 2{4t5}
= 42, o/At= MS5HA 7H7He] R/ d (benefit/risk) 2 B7F5H0{OF SHCt

2t ZOf7t U= BRSO A EfCt2HE 10mgE Lt § 1820 £0{0f| CistH 0|8 7Hs et Xt=7t QiCt.
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S0 M2 AUC gt ECt <

19 % YAUACL == (exposure)flA2] O[2{5t 2{0|= BT 223 FYlotA| b=t

1,000mg/kg/L7tA| E£0{5H SHEL} OFRAO|M 2|7|3d (teratogenicity), BIAHSH (embryotoxicity)
= EfOt=S (fetotoxicity) 2] M7t SURACH SHEL| A L WS dhx A (pre- and postnatal
developmental study)OllA{, no observed effect doseZ} 30mg/kg/O|RACH Al BHEO||A O] E2F

O A2 calculated free drug0fl CHSH AUCTZF 20mg 2 2F0i| A Q14| AUCS]| 2F 188 % Ct.

L4 SHEO|N Y sH(fertility) 2 2017t SIUCH EICH2IEE 6~12 7H& 2HOHY 25mg/kg/Y 2
10|42 B2 = 710 SIS M, ZE JHoM FRAALL| HAE 7= FM 4|
(seminiferous tubular epithelium)2| EI0] UUACHT. B2 2 11.1) YAt EH o 2HZR].
4) X M IS S4 22 & 2ol DILAHZ[EQ 27(0f HE Al D|LIAH2|E et £0f CHH| Y
2 502 SUHE 2|23 0|Y0| 5& A2 = 45 AHRE Last7| AZSIAUCE 26575 224510 HESt
RS Wl 0|2 YA AA| QLCt






