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2700|CH1, 21 U 6, NSRS &X] UMAIFA EfCt2}E (tadalafi) A r"e.'(nltrate)gl MY &8S Bl
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System Organ Class ojAlHL2 10-20mg?%) 2{2K(%)
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AlZA7(Nervous System) Erl 15 55
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o EfCt2pe 2|2K(%)
System Organ Class O|AHES 10-20mg(%) 1
N=724 N=379
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3B), 22E 0.19% (20%4/10,500%4, 2174), HIEE 0.12% (138/10,500%, 1324), {XIZZ 0.11% (12/10,500%, 1274),
HIE 0.07% (75/10,500%, 771), XI&L7|5 0.06%(62/10,500%, 671), HUQLAZIAZT} 0,.06%(6E/10,500H, 674),
H134 0,05% (5F/10,500%, 524), AMABIZI 0,04%(4H/10,500%, 571), =58 L o AX|T|E| (SGPT) 7 2} 0.04% (4
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He, YeARUIE ) AL, BOSAI 55, B9, oleis, SH, 5 (1S5, ARENE, AEY, M

F0LE, ol ©E 7t TR, RS, KR, 55, Y27|HE, Y2RE, B, KAXILE(SCOETY

HMAZIIIF 2H0.01% (12/10,500%, 121)2] &0 ZARE|Q{Ct
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LR ZeHFASTH 0.03% (38/10,5008, 37), SFH|, W37t =0, R=8F, LSS, ML, &
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0= XL RAZ B0 At 8430] ETE OE Sl Lyet R0 Hlwste] SANCSR [oloh LY

II

E
fon
ok
o Hr
I1H>|I
[IJi

ot OOHMEﬂ & Oll&otx] 25t FoAlele Ctaat 20| LIEHGICE CHEt 0] fmte| QlubtAl= SHIZ|X| Q4Q4Ct,
— 27122 (medicine ineffective)

- Al 2?.*

- d24% 2485



5, 2t x|
1) Bt (B L U o) AR A AA0| TSI 22, OlAKS 0] 242 BB PES KshAISl AIBS BRI
28 BRI Host olsEel Folg JI80iof B,

O[3 Sd2 ST A JHS T AR 2EQ HRU0| & 4 fl= HISUUYS - YU ESNon—arteritic

anterior ischemic optic neuropathy, NAION)2| Z&7t & 2 QIomM, 0|= AT & ZAto|lA =S/ EDEUD PDES

Kalixle] F0iet Xl 0| Q= A2 LIEHHCE 0l2{s FallAtzl7t PDES M| £0 E= CHE QIXISDt

xIFEo| °|I'—+O| QI=X|\= BHE{X|X| QUQUCH

OlAl= B =0l HISW M sigYd AMASS olo| ZEst ekxtof 7| PDES Maixet 22 Zat & FHAl O
AR H0| BIHE & JUSS SXOIA| Yzdof B,

20| %2 FH0lY L BSY ASHEUY BXtoA| Fofet ZE0| SlLt. HIZ 0] o] st BKYANE EE ARIS
AYAFIX] ¢b= A2z UERX|D, 201 E= 28 ASHEUY BT SUN/BAE BIIR 3 S|
Fofatct

3) 0] ot YTE2 2T HOjet St HYHE0| ACSZ HER0A| Y ZoIEE0| SLE 4 UCH M= B2 L9
LTZT} 0] oo HBEWA| ot B7) Y UL, OXHE, 8 S 71Ed 5F ¥ S| LEHE 4 USS Sxiofl
2HF0{0f BTt

4) ZRAH YAUE E= HY013a H7150] SHHE 4~ US)0| LYss FR, SlAkE 0] o2 X33t PDES AaliH|2l
MES BXIZ XS EXfol7| HLSIT FA| OfStHl FOIE 7|S0{0F BITH0|YHUS" X AHS ZAF HZF)

5) EtCt2tE 5mg 1€ 13] 882 23 6712 0ld2 PYAZ 2 QICHETIZIE 5mg Tl Btel)

6. A}éx}ﬂ

offioll A 2= Hi) f 20|, EtCt2tE 10mg X/E= b a
Ok AIESE ASEE ARSo| SME -vggr E04A| 0'“7512§ %9@ ASEE0| LrEr t7
ALk,

1) EH:}El'EIO'" [H%} E}E OI:‘:'Eol 7(!‘9.

- EIC{2tE2 F2 CYP3A40| 2J510] CHALEICE CYP3A4Q| MEHMOQI XMl AETLIE(IY 200mg)2 EfCiZtE THE
E0{AI9] AUC, Crmax Zt0ll HISH, EICIEFE(10mg)2] AUCE 2HH, CmaxZ 15% S7HAIZD, AETLIE(1Y 400mg)2
EtCt2tZ(20mg)2| AUCE 4bl, CraxE 22% S7HAIZACE,

— CYP3A4, CYP2C9, CYP2C19, CYP2D62 X5li5k= protease inhibitor@! ritonavir1 23| 200mg E0)=
E}CI2FE(20mg)2| AUCE 28 Z7IAIZLt

Z 10mg &2
e e i

Cmax2| B3} Q10|

- E0|Xol MSER0| ARL[X|= LUX|TE saquinavir 52| CHE protease inhibitors, Z12|11 erythromycin, clarithromycin,
itraconazole 2! grapefruit juice?t Z2 CIE CYP3A4 inhibitorse= EICIZFEIQ| 8% 55 S7IAIZ oz ojAzez
Foloto B8 =0 Zlofof BiC 1 A3 A 480 S7{EH 0|&EkS(undesirable effects)gl LMEIETE Z7HE 4 QUCh

- CYP3A4 RESHQ! 2= (rifampicin)2, EICt2HE HHESR0Al(I0mg 8&)2] AUC Ztoll HaH, EICIZFEC| AUCE 88%
ZAANZICL Ol EfCt2tEe 258 ZAAZ 4 X O Z4 Fxes LXIX| 2QtCt Hi-HI=H|E(phenobarbital),
H|L|EQl(phenytoin) 3! 7+2Ht0tK|E(carbamazepine) 2t 20| CHE CYP3A4 RESEL| HE F0{ HA| EIC2HE )
I TS ZANT 5 USS OINE 4 Lt

— EfCt2bE o] 2 X (disposition)0i| Al Z,\--’n‘- Htransporters)2| &H0E ™
=& XHtransporters)2| 5ol 2|gt AEAS = JHsME QUL

— 0| 2t MAKI(AStOL T E&/4-At §P°*—?—D|H)—| HEEHA| 0] 249

Huls | ZAE(QAC,

£ USS0| et Etctetel &g

- oy *|°*0||)\1 EtCHFE(10mgzt 20mg)2 EAtE(nitrates)2| HUXSH X8S
matd, omsh FElel 27| 2t (organic nitrate) MF2tE &7 X Y/Ee= 2HEIXOZ 285k= A0 = 0] 249
£047k F7I0ICk [1. Z1n ¥ 2, CtS SXtols Fodekx] & A & HX] LLAI”E Zaof [E}EE 150%‘9| X7

EtCt2tE 2 DHY 20mgM 7& SO E045tT 0.4mg nitroglycerin Ao S CHASH AJZHCHO E045tRA2 h, 028t

ASEZE 24A2H 014 XIS EIC2HES OIX|YUC R FOSH = 48A12H0] XIS mf O 014 LfEH—Hl QAU

2k, o] &2 FEO(EFCt2tE 25mg—20mg)dt BHX7tH M| ES B A3 Xfoted ZAtES| F0i7t ofshdoz

HIEA] 25t A0 0] 242 DKo R F0i5t & A[ASH 48A1710] XLk ZojoF ZAtHS| F0HE T2{E 4 Ch

J2{st NE0|A BAES EoE M= XA SHol A5t dL|E{Zl(haemodynamic monitoring)z Al QIALS| MIAIGH

L=0| EH=|0f0F SHCH

— EICI2FEI2 CYP450 isoformsOf| Q5H0] CHALEE =2 HA&(clearance)S S9I5HA XMalstHL RE
ZO=Z OAZ|X| =0t AN At EFCI2FE0| CYP3A4, CYPIA2, CYP2D6, CYP2E!, CYP2C9 2! CYP2C19E E &5
CYP450 isoformsS XMal5tHLE SESHK| Y=Ch= Z40| oIz |ACt

— EfC2bE(10mg, 20mg)2 S-2mtEl L= R-2HIHEI(CYP2CI 7| R)oi CHEH
LIEFLHR] QiQto M, Efctetzle ofmfl(warfarin)0f Qs SEE Z2EZHI
OIRIX| 2R4CH.

— EICI2FE(10mg, 20mg)2 OFM|EIAtZ| Al AHacetyl salicylic acid)of 2|5t

— U4 of2lsh AIRolM EfCt2HEO| SnANel UKot & '5{50“ Chotod ZAIGIUC. ZESEX
CHAl(amlodipine), QEX|QEIA! Fets AACE) AX[X|(enalapri), HIEF P A £8H| AH:H|(metoprolol), X0
0] X|(bendrofluazide), QtXIQEIA I 8| RICHAI(CHASH e 2 8, T= Ee= X|OHIA| 0|=A(thiazides), Z&
SEXICHH, HE-RIH|, Y/Ee= Pu-RHTt] HE)E —75—9 YU 0| AL, EfCHFE(20mg
0| MEE X|QEIA | 28X XA L amlodipinedi| st ATES H|QI$H 10mg)2 0 AIGO| K AEnt=
Yadoz Rolst HSZE0| HURACL.
-2 ‘.’:Vé"lfﬂl AlZolAf EfCt2HE 20mgS DY RIZH 452Xt 7 HEF0GIH SRt of2] &1
XZHE St 2HXHOl A ambulatory blood pressureQ| Het= SQUXA Mot 20| U= HOZE LIEICE
250, EJ’U‘*Ol A EX| 2= SRME, HIE ol2{st EALUATF HREEL| SRt MY Soat B210] QX
AUXIZH O AT O ZUCH SYXRHO| & |10 s SXIME SUUATE MUD HLTH AN LiEL=
HI=sHICH

— 3t &9t okx|(antihypertensive medications)S H235H= SHAFS0I|M, EICIZFE 20mgo| ot ZtA-
O| AS(LWAIH M= M, ol HX) YHHoZ FRX| ploH UMNEOR Rol6X| g A2 .
UALAE K=ol BA ZAnt grdet AR 0] Ut HESH SXint oY UK CH0| 0 04% —.%?J xR Ztof

O&dEtZ0l= Xto[7} QIICE 2Lt Py UME Hasl= 4 Y Z

RAPSESE]| ?J_'(approprlate clinical advice)S 5t0{0F
— 21K(1)-adrenergic receptor blocker®l SAIZAM(IY 4mg E= 8mg)t EFCH2FE(5mg 12 13|84
HESH XM SALEAIC| HAXIsH a7t RSt B0 & 12A|7U7}I| 01"*0| LtEt
o 7|1HEES Haltt 40| LiEtE 4 QT Effﬂf)\‘l HEYEX| =Lt

— SHHE| 010 ATt X|RAIE AR &t 2 -_rloﬂ)\-l EFC}2FE(10mg, 20mg)nt LItEA(alfuzosin) £ M
EHXO| Ymi}(1A)-adrenergic receptor XFEHR|Q! O] HEEOA| YAHOZ RoI5t SHYHELIL B E|X|
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- E}CI2FEE ethinylestradiol2] ZT AiX|0| & (bioavailability)2 Z7IA|7|= Ho2 LIEFIT
b 'ﬂxlm terbutaline2| A5t FOAl FASH 717+ ollE & CH

|3_,F °|-TLO1|A1 EtC}Z] }“' 10mgS HIZ2l(theophyline(a non—selective phosphodiesterase rase inhibitor))2t
S I ASSHE HSEE0| YRACH FYUFH ASH XZ2 AF7HO| l8I4(3 5bpm) SIIILC
ollA 0] —.*%% QoKX 0 YHHRI ROHE UUXIT, 0l2fst =SS HE F0oig Z<R0l= Ol2fst 2,

- ok UNSTIOl SO[N0l YEHG BTt SBEX| YT
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EIC2HEE cyclic guanosine monophosphate(cGMP)-£0|%91 phosphodiesterase type 5(PDE5)0f| CHHO] MEHX,
7t AX|F0|Ct MA K12 (sexual stimulation)0] ZAXMOZ EAASIS(nitric oxide)2| HES Yozl i, EiCt
2tZlol| oJst PDESS| 4|7t sHEH|(corpus cavernosum)OilAl cGMPS| XIS S7HAIZICE 0|72 HEZ 0| (smooth
muscle relaxation)Zt 22 ZZl0Z0| &oh 2012 JIX202 M &7 |(erection)S Lo 7IC} EICIZIEE MA XI=20|
2 moll= 0| gich
in vitro Al Zat EtCt2HEe PDESS| MEAROI AX|K|O|Ct PDESE SHEHA| Ha, aat o
and visceral smooth muscle), 222, €At MZE | L All(cerebellum) OlA E7iT|=
&IH= CHE phosphodiesterases2Ct PDESO| CHSI &f 2 50| UCH EICI2IES M 4, &
OflM 7T = &AQl PDE1, PDE2, PDE4 ELCH= PDE5SO]| CHGH0] 10,00061E =16t o 2 &50] UL, P
Al 2&M(cardiac contractility)0f 2t0{5H= SA0|22, PDE3ELC} PDESO]| CHEH 0|28t MERMS = Q|| f. ES
EtCtetzle, atak(retina)ollA] &7A%l= §A0|X} phototransductionS E2tsH= PDESECH PDESO! CHEH0Y k700HH
o §50| IC}. EfCt2tEe E5 PDE7~PDEIOELC} PDESO] CHSH0Y 10,0006HE Xatst= o 2 550 Qi)
0] HLQA| Z0I8F)2 Br3717te HES| ot7| Plotod HOtsHA| 23T AlM(at-home setting)oflAl 1,054 2| EtXIE
Ao 371 UMAIRS HASINUCE 0 A2 LI|BHS EAMOR ROI5H| HMAIZISH, 22t H| w50
S04 162 SRE 33Xl AAE st LI IMEZH RXIE & otLl2t FHE T SXHS0] 36AIZH7HK| HZ X0l
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9F2|(supine) A7 |(systolic) X 0|27 |(diastolic) (22t 1.6/0.8mm
| & oj&7|ZU(Z2 0.2/4.6mmHge| Hat Z|of ZA) EH

Qloknt HlmatH RSt 0|7t UM MEfR0 AMME RIS Xt0I7F UACE

AlZtof| cht Efctatzol X222 K5 | QI8 HATL0M, Farnsworth—Munsell 100-hue testS AF2EHE [ Al

(A = AH)O| ZIOH7} ZHEE|X| LUCE 0]2{FH ZTH= PDESQ} H|WSH T PDEGO| CHEH EfCi2tEel %o 252t

AUR[BICt, 2E e A0 ZX, color vision?| Hsto]| thEt B T= EEACK<0.1%),

0| ofo| MXIEAM (spermatogenesis)ml st J”IHI*O' IS Golotr| fal, 2 2= 10mgS 674 7t Y =28

5t7{Lt, 20mgS 22t 670 E= OHE 7 0 85 SUS0A 37HX] LHHRS0| HAZIUCE o] F 27H9

AT0IM EICHFEO| X222t HEste] USA EfgM2 30l H0l= HA RAIt 59| 247t BEEUCE FAt
2=4, gH, HZX=S22(folicle stimulating hormone)2| CHE MEE0| tHat= ZHET|X| QIQMCE [1. A1 & &XE]
CIUSH MZAZ(FE, E8E, £3)9 L7| B4, #olsh AR (S 21-824), & ofzf 21E2| SXSS =5 85352

SIS iAoz AASH 37| A AIHOIM, 2.5, 5, 10mge| SO 2 EICI2IES HIISIFCE HEEQ| SXIE0]

PDE5 AoiME ERAl S&% Z&0| UACE MA| DTS URIMOl 5= AR 27H0|Al |0 25t 31%2t 37%2t
H|m3HS 1, 0] 2 5mgQ| 57%, 67%2t 2.5mg2| 50%2| EXEHIN LIS SMAZICtT 2= QUCt

YRE X Y78 StXtollA ol oISt 28%2t H|WFHS [, O] 2f 5mg2| 41%, 2.5mg0i|lAl 46%2| RS0 A
L7|7h Sa=RAC.

M AME 27|12 SR} 1860 A| 1252 AAISH AIZIOIAM(EICHEE £04 1429, /2F £0 44%F) EfCt2HE 10

= 20mg2 X|2E 2HXtoj| M(flexible dose, on demand), /LS 2 QIS 17%2} HII.'_°H° i o] %S E0oist ,_Xf |

48%7t 2t JHR12| Y| 7150| o2 HEs| SAEUC

OF=3SHM EA‘i

|. |-oll _||I

o=
OF=s3
EiCi2tE2 37 50 & M43 S5m0 2EE ‘éiﬂ o 2% S=Cnex)= F0i 2 SUUCE 2A17H0 =2
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@ M| X2k Biotransformation)
EICI2IE2 AIO|EZZ PA50(CYP) 3A4 isoformOil 2I5t04 F2 CHAF EICE £ &3 LAINES HEsHZ _gg
FZLI0|=(methylcatechol glucuronide)O|Ct, 0] CHAMAES PDESOH CHoko] EtCH2FEIECE Z|A 13,0008 o
F50| QUCH matM, 2HESH ARE SZod YaXoz 2440] Tt ofle=X| 4=Ct.
@ HH)d
25 IEXIS0IA Efctatzlo] TR AT HA8(clearance)2 2 5L/AIZH0|T T Uz |=
ElCt2tE2 S243t tIAKER K6t tELH, F2 HERZS 2 61%)0 oM
QF 36%)0| HHAMECH
® MEM/H|-ME M(linearity/non-linearity)
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F042oll chstod M= (inear)o|Ct,

2.5-20mg2| £042F HR0IM, L=E(exposure; AUC)0| F0{Zf1t |25t S7HRtct 12 13]

steady—state plasma concentrations0ff =T},
27| 23 SXIS0)A population approach® ZMEl QHE5t0| 7|

I'_ L|XIS(65M] 01A)2 19MI~45M|2] 71
=2 E(exposure ; AUC)S 7HA SiCt, 0| @ o1
adjustment)2 AEH3t6IX| QH=Ct.
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=Z(exposure ; AUC)0 7.j
C)oflA O] QFXiAofl cHEH
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2k Zoi7t Qe RS ECE 1Y 15 B &
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@ Y BXt
S SRS MOl EfrtatE ol L& (exposure ; AUC)O| 74
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M5 Hte H3l(pre—and postnatal developmental study)Oi| A,

Yo7t ATt Ettt2tEs 6~1271E 7t THY 25mg/kg/Y
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& 5150/ WIS JH2) BiEixt o 242
o
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e DEXIS0A EfctatEol
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15t DSRS0 ML AUC 7t O OF 19% WUTH &
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QH S, WOl Jhs K, YW MA SO CiEt TANR! IS ISR B MUY XIRE oI SHst

EHOF=A(fetotoxicity) 2]
no observed effect dose7t

QA SHEOIIA O] SZ0|lAMQ| calculated free drugdfl CHSH AUCT} 20mg S2F0flA Q1| AUCS| 2F 18
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