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SN 360 43T 38N T, ARl OO AU SR I TAR HE R O SEPA SR = 12% DOFEPHIZ B> > T2, Fofk ke
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RERUC IS 1T B ARG O 2 DFEHZRIZON T, REOVPHEHFEE15% 5B 25 HOMN 1 {ELELT T,
+ 5% DHIPAZEZ 5 b DI ho T2,

Pl b, REOEHZEE 2 EYERIA] (VT F 7 ¢ VEE 50mgVI INIG)) LHEEL7=ER, £ ToR
BRIz VT TG EN R D80 BRSO FRREERR T A RT 4 ) OHERLREIES L
77



(Vs H )

BHE (%) pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
100 | 100 |
8o | g0 | "1 == 0
60 | 60 |
40 | 40 |
20 L —— . FTF 7 L EE50mgVI TNIG) 20 —e— /L. FF 7 JLEB0mgVI TNIG]
=& =4 7 ZiF50mg = o =i 72 ZEE50mg
0 L' | 1 1 0 L' 1 | 1
0 10 15 0 15 30 45
BEE () B ()
HHE (%) pHB.8 (50rpm) FHHE (%) 7 (50rpm)
100 | 100 |
80 | 80 | === R
60 St = (S| mp—— —— 60
40 40 r
20 —— L. FF 7 LEES0mgVI TNIG] 20 | —— )|, T+ 7 LEBOmgVI TNIG]
- & =i 7 F SF50mg = =i T4 SEE50mg
D ﬁ | 1 1 1 0 L' 1 | 1 1
0 90 180 270 360 0 15 30 45 60
B () B ()
BHE (%) pH5.0 (100rpm)
100 | ~ ~ ~
Y Y
80
60
40 |
20 | —— L7 F 7 1 LEE50mgVI TNIG)
- =i 4 77 Z§E50mg
0 L' il 1 1
0 15
BFRT (430
(n=12)
10. B -ak

(1) FENRELESR - AF. NE/RKRLESR - ABICHT51EH
Y L7
(2) A%
(Y ILTF T 1 )LiE 25mgVI TNIG])
20 $2 [10 §& (PTP) X2]
(Y IVTF 7 1 )LEE 50mgVI TNIG )
20 & [10 & (PTP) x2]
(3) PHEBE
Y LR
(4) BHROME
PTP: AV Zumanm b ZrtuxF Ly - RUEILE=LVEET7 VA, TAI =T LHE

1. FRRHESIHZEHME
MM ER e L

12. ZDh
RZ YGRS TE e L
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V. ARICEYSEE

1. BREXIEHER
MEARE (e e MEAT 2 21T 9 I+ 7 Bhile & & OREFF A sk 7 W i)

2. DEXIHRICEHET HIE

S5.MEEXIRRICEET HEE

5.1 G L L, BEAREROEOEMIKEORZW O BAEEOFRESLCIHEME LTV, K8l
HI72 WS D S ERIR LIBRDA LB L SN HBEIRET D Z &,

5.2 AFNIMIEA TR ER TIEZ2 0,

(fiA)

5.1 AHIx, #hL R4 (Erectile Dysfunction=ED) HB#& D7 DICBR S N-BEARLRERTH
%o ARAENIXMERE @0 DIERAN WIS B 53, BIERISOR DRI THh 5 & Ofd- 72585
WX o TARMN R LR LRV ERKEET 5 Z &b FHIEND,

T2 7= > CIEFRNCHEYNZ ED 228 2 L8R H Y | O, ERE ErklcBE A
ONOEATEDLI T ENEETHD,

DEREICIX, TR MB. B - M3 - FIIERZEIC X 2 HIRPT R OE, NERGAITIE
AZFEMAEELFEHEL T ED ROEMEBEOFEZZW T 5, 2B HIEIC O W TUIBER -1
ToRHET A, EBSEIERSREA 27 (IIEF*) (23-5< 5 >OEM (IIEF5) < HARMEHRES
ROFERPMIEE L LTEEIIRD,

ED &2 SniziGa . RFIONS AR\ =72 EE e [, BENELEZ OB, 2. %%
SRR L ZORME], 5. BEALEANEE L ZOHMB ], 6. FFEOEREATLIEREICHTS
HE) EOHERH D, ED OFRIIE, BERQOMEREFICREIND L o2, KFEEG2N
ARG B R R - B OHELZ L OFREMZ QBB W TV BN’ H D, T72bh, RIES
DERES ICBI 9 DIRREDS T1. BENE L Z OB, 2. B2ENREZOMHE ) OREIZEY L
RNZ LB TOMRT D ERAAOL SR ERD TEETH S, FrHstt 20t & 7
% TR 5T — k=% (NO) 541 1, WhrRHAIFE Ch-o THEHTE RN &
EHEMRT DL ENEARLERD,

WG ORI, BED TARFIZMANCGEE] L2y MNEicEHING ) ZEick-T, BEbi
HERFIERORAICENY DR WV AICEET 2 LERD D,

1. EENEEZOHEE ], 2. B2oNELZOHEB ), (5. EEAEANEREEZOHE], T6.
BEDEREZATHRECHETIEE S22 H,

ED : LD [ VR T v A] LW FEEIIL, BEMNZEREGWRH Y, BIETIX [Erectile
Dysfunction : e ~4 (ED)] WO RBALVEYIE S TW5D,

*IIEF : International Index of Erectile Function

5.2 AFNIPEZXEUERIRDO R AR AT T —F8 ¥4 7 5(PDE5S) ZRIRMICHAET 22 12k,

T RLF VU U IEa ) AEEME (NANC) #hiE & OEZEUERR RN R AL sk o —fig{b 2% (NO)
{FE F T NO-cGMP % 49~ 2 F SR IR 8 I8 5 O stifg SO 2 i LU, R 23556 720
LT %,
ARG L7z b DRV AT 5 I X E 2 O EH 2 KT S 7220, T 70 BHERHIETIC
£ U NO-cGMP B ATEMHEAL SN A I DA PDES 2% LT, NO OfEf 285835,
PED B IZITER Ls\v, AFIOZHEITMER R X 2 BRZRBUS & LCRBLL, PR
PO 7RV IRBE TR R ITRBL L 7220,
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3. AERUVHE
(1)%&&Uﬁ§oﬁﬁ
WHEORAIZ T H 1 EY AT F7 408 LT 256mg~50mg ZMATA DK 1 BEFicR 0545,
EhE (65 Ll ) . IFEEDH 5 BE KR OEE OB EE (Cer<30mL/min) @ #H % BEIZOWTIL,
AFNO MAEFPRIENHMT 5 2 ENBH LN TWAHDT, 25mg G EL T 52 &,
1HOFEG T 1EE L, B5MEIE 24 BEFLILEE T2 &,
(fi#s)
c VT T T 4 V% O B IR EERGERF Y 0.8~0.9 R TTH D72, HEITADK 1 K
FlRNcER O & G7 5,
CBHFERELBICVAT T T VB RET D & EIERHCRS LTS EIT ] 2R REREM 2B
L ENBD,
(2) RZERUVHAEORERE - B
MU ERR L

4. AERUVAERICEET IR

7T.RERUVARICEEY 5EE
BHELLCKRFZzHREGT 5L, EERBICKREG LGB IRBEIREFRNENLDL Z 01D 5,
[16.2.1 Z]

5. ERERAE
(1) BERT—321Rvr—o
MG R R L
(2) ERERZEEFER
MUERR L
(3) AERGERFERR
MUERR L
(4) BIEMEER
1) AREREERER
U ERR L
2) REMHR
MR L
(5) #BFE - WBHFAR
ZUERR L
(6) ARMER
1) EARERE (—REARKRE. HECARKRE. CARKLRAE), REFRFRT—4A
—RRE. RERFTREBRAROAR
MBI L
2) RBRFH L LTEREPEORABRNITEIE L-AE - HROBME
Y L7

ot

12



(7) £k
E L LK FIZ IIEF (International Index of Erectile Function : [EFEEIEMEEX = 7) &M
= (15 M) oo 5, FHAOHEICETERM 22 48, MR ZRATRE, MEHHEATS 2 &
DTEE L ? ) KOSEOHERHICET 2EM 12 2 48, MERH, fHAZEIEE 2 M3
HIENTEELEN? ) ITEVITV, ITDORA =37 TR L 72,

237
PERRDRAR—PEDTp Le ¢ o o 0 0 o v v o o v e e e e e e 0
ERDUZE TR 10 EAQEIPIE) « ¢ ¢ 0 e e e e 5
BB 71

CEAX A0 LE A : 10 A 7 mIREEE) - - - e e o e 4
fie (QOJEHRSH) « « o o 0 o o o e e e e e e e e e e e 3
2%

CE & 0 A7 ) Tl A% : 10 [ 3 [mFgEE) -+ - - - - - - 2
L ARLNZFEAERL Q0RFTREIELTF) « « « o v 0 e e 1

ENOZBIE TFERER T, (FRAOHEE] KO [FEOME] & blceik s U THBICEEZEN
BN, BiZ, VAT F 74 NVOERERE T T RHOBICABEENRD LN 9,

RADHEZ) & [EhEDHER) DX a7 OHR

- 3 4%
TIANIT  gain | s ST L ANCOVA
T RAEA R | T 54 R B Z
25mg 50mg
SEAE 2.17 3.52°F 3.83++
ECYNDL i H A <0.001
(%) (60) (60) (58) P
SYAE 1.72 2,97 3.53"F
L DU Ak <0.001
K (%) (60) (60) (58) P

++ : 7Z &R & D Dunnett B DL EH# p<0.001
(GABRIT 100mg BEZ2 5T 4 BELLIE CHME SN2 2 & D, FHEEFELE 72 5 NS ANCOVA DO
BT A BRI TOMITRER 2R LT, AAOBARATOARHAEIZ 1 H 1H 25mg~50mg TH 5, )
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VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF
PDES5 [ %8

TR BED D DB ORIEE - ZIRFIL, RFOEFIRLEZRT D&,

2. RBER

(1) {EFAEREL - {EFRBF
VT T 4 W, BRSO PDES @ IRAICEE L, R & OVERR RN B R R sk NO i
BT X0 PEA ST BERWERIRN D cGMP 73fif 2 M35 2 12k 0 | PRSI IE ) 2 g &
. MFESEML, XL, MFSE59),

(2) EWEREMITIHBRE
18.2 PDE5 [AE %A

b hEEEHRIRD cGMP gk CTéh 5 PDES OiEM % | IR OB S AIZFEE L 7= ICsofH :
3.5nmol/L) 9,

18.3 [EEFMAN cGMP HEX{EMH

NO e 5fRkThbr=ra 7L FF U 72 (SNP)

EOFMICL Y, cAMP EICEELZ KIFT 2
L7 FEH T RUERAN D cGMP &K L7 (ECsoff : 0.43~0.52 1 mol/L) 9,

18.4 BinfkibiRiEsa{ER
e R IR O RRBERPRE AR K 2 5tk BOG 2 10nmol/L LA E TG L, 100nmol/L LA | Thflifk
SOt D Fffe e 2 IE & L7= 9,

18.5 fBimikR EIERIER

HE R ONDEEIC B 2 RT3 2 & 7 < BB X 2 Rl A X O ERANTE D LA %
#5R L7= (EDsofif : 12.0 u g/kg #HRHI ; $FARNERS) 7,
(3) EARBGM - RS

DR L

14



VI. EMBEICET HRE

1.
(1) ARLEDGOPRE

I R E DHERS

RUERR L

(2) BREABRTHERBShOPRE

16.1.1 BEEHE

TERERL 20 4123 VT F 7 40 25, 50, 100 O 150mg ™ % HA[Al#E 1 e 5 L 72 B o> fe i it v
JEE (Cmax) 1ZFNEH 105, 192, 425 KX 674ng/mL ToHh - 7=, 0 FEE 2> 6 ek B T HEM R =
TOIMSEFREEE-REF AR i (AUCo-.) (X2 231, 504, 1148 KO 1977ng * hr/mL T
b, FHEICHEA L THEMUE, MIEFO LT F 7 ¢ METHEI S (tye) 3.28~3.31 FEH T
HITTHR LT 9,

&5‘% Cmax AUCO t
(mg) (ng/mL) (ng * hr/mL)
25 105+62 2311103
50 192+102 504+=202
100 425+147 1148+t274
150 6741239 19771733

B AR 2 (n=20)

Comax I MR

AUCo- ¢ : 0 RE[ED & R ASRER ] (RFR € ) & T oo 55 A i B — g R il T i

) AFOAATOARMEIL L A 1H 25mg~50mg ThH 5,

16.1.2 EHKkE

TR A 6 &2 VT F 7 4L 50 KT 100mg & 1 B 1181 7 ARIERO# G L7 Crnin (3
H.t% 24 W) (3B P 20 U CE RIRSYE (Ing/mL) i Th o7z, Tmax X 61213 7 H
MIOKEHGIZ LV BT L o729,

) AFOBARTOAZFHEILL A 110 25mg~50mg THh 5,

16.1.3 £MEHNRFH

(VT F 7 4 VEE 50mgVI NIG))

BIREIR L DLW FH R SRR T A R T A VO —FBWIEICOWT CER 24 462 H 29 B #KA&
WA 0229 5 10 )

YT 7 4 VEE 50mgVI INIG) &/3A 7 7 F8E 50mg &, 7 R A —"—EZ L ZnEi 1
B¢ (T F 7 40 LT 50mg) HEREAA S FICHE B RS 0 G U C i g PR 2 IR 2 1
EL, o mEie 7 2 —% (AUC, Cmax) (22T 90%(5HH X MiEIC THERH#T 21T -
7-AE%, log (0.80) ~log (1.25) DHEFANTH V| WFID ALY FHIFRSE DS HERR S iz 9,

15




350

300 } |[. L .
_ —— VIV F 7 4 )VEE50mg VI NIG |
2 250 f 034 T 7 5 $50mg
o ¥ £ R, n=16
£ 200 f
)
150
=
E 100 f
50 H
0 — o
0 6 12 18 24
PG #oFE M (hr)
HYEHREIN T X — &
B AUCo-24 Cmax Tmax Tz
(mg) | (ng * hr/mL) | (ng/mL) (hr) (hr)
VIVFEF T 4 VEE
2+24 + J=0. 6=£0.
50mgVIINIG 50 69 5 262100 | 1.1+0.7 | 2604
INA T 7T $E50mg 50 708 £ 225 270x93 | 1.1+06 | 2604

(P39 = BREMR 7, n=16)

MAEHR N NS AUC, Cmax 50D/ 7 A — & (3, BB ORI DL + 1755 O Rk
KK > TERRDAREMEND D,

(VT F 7 4 VEE 25mgVI INIG))

YT F T 4 vEE 26meVI INIG] 1%, 5 & EZR 5% 0 EERA O AW FRRFEHERBR AT A R
A2 CERR 2442 29 B BARATE 0229 4 10 =) | ITHSE | v VFF 7 4 VEE 50mgVI [NIG
AERERIAIL U7z b & WHEENE L, ERENCRE L B snk?,

(3) thiEE
B R L

(4) BE - ftREOTE

1) BEORE
16.2.1 BEOXE
BEERRNIZ VT F 7 4 b 50mg & £ % UTZENERHC BRI O &5 L, ANEIBIZ KT RHEOR
BrERit Uiz, YT T 7 4 D Trax TBHB L OEERHE L TZEREN 3.0 KN 1.2 K TH Y |
BHBEEIT X0 RIOHE DA U, Tmax 28 1.8 BFRIEE T2 2 L R3RBO LN, BEREICLY
Ciax X N AUCLIZZEMERFIZ LR TENE I 42% K T 14% 80 L7z 10, [7. & ]

2) PEHEED R

(IVIl. 7. FHELEH] OESH)

16



2. EYEERB/INTA—S
(1) BAHEE
MR L
(2) WUEETEH
MEE R L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
AR L
(6) £t
MR L

3. 8%H (KREaL—>av) #H
(1) fBFAE

B R L

(2) INSA—SEHER
B R L

4. R
B E R L

5. &%

(1) Ii&-kxESFE@EE
ZUERR L
(2) Imi%k-fadkEaFE &
(TVIl. 6. (5) iEtw) OHESM)
(3) Eit~DBiTit
(IVIl. 6. (6) #flta) DOHSM)
(4) HE~NOBITHE
MUERR L
(5) ZofioBm~DBITHE
MG R R L
(6) MFEEAKEAE
AFNTIMAEE ARG R, 96%*D
(TVIl. 10. WE#KE] OHZBMH)

6. fti

(1) KREBLLRUCHRBERE
VIVTF T 4 iFEE UTHIECRE S, 2o EENHEY N-IA F RO A GEE X CYP3A4 A3
RbHHELS, ®WT CYP2C9 Th o710, [10. B ]

(2) RMICEIE5T 5B F% (CYPE) OHFiE. 5=
AFNTIEIICT b7 v—24P450 (CYP) 3A4 2 k- TEaNn%, [16.4 BH]
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(3) PEEBHROEFERVZDOEIS
M E R L

(4) REPOFHEOERERVEEL, FELE
B R L

7. Bt
16.5.1 fERERAIC T LT F 7 40 10, 25, 50, 75, 100 K& X 150mg ™ % Hi[a#E O#% 5 L7z Koo $
5.1% 48 Wil £ TOREG RT3 T 2 REWEO BAER P HRRITW T o ERICB N TS 0.3~
0.6% TdH 7212,
16.5.2 fEFERAIZT VT T 7 4L 50 ik 100mg ™ % 1 B 1[0 7 HBEKER DG LI-rEo# 55
X9 D REACIRD 24 BEE4ED PR FHEIERIL 0.2~0.9% D[ THER L, Hial#% 5.8 L RIFEE CTH Y
R 51T L D ET 2o T 12,
) AFOBARTOAZHEIZL A 118 25mg~50mg TH 5,

8. FSVARR—A—IZBHT S1EH
MR L

9. BNHEICKEKRERE
(Tvil. 10. WEHG) OEZMR)

10. FEDERZHTSEE
16.6.1 BFHiEEE RS
TREEER N 8 44 M OV HEREFE SE R 16 44 AR RICV LT F 7 4L 50mg & B A% G L=, &
REDRTA®RE (F L T7F=27 U7 T2 Cer=50~80mL/min) M N2 (Cer=30~
49mL/min) OFEEH TIZMMET L NTF 7 4 LD Cmax 2 O AUC IR A ICB T 5l & A5
MR Tohy, EEREHR (Cer<30mL/min) TIE Cmax XL N AUC & HIZHEFER A TR 2
FemWEZ R LY GEAT—%), [9.2.1 ]
16.6.2 FFrREEE BE
BEEERR N 12 44 J OV RERE R 12 4 A 5t RIC S VT F 7 ¢ /L 50mg & HIER O # 5 L7=Ko
T F 7 4 VD Cmax KO AUCe D BB IR Ll U T 23U 47% K& O 85% AN L |
NTF 74 ND T )T T A (CLF) 1X 46% L7213 QhEAT—4), [9.3.1, 9.3.2 ]
16.6.3 EinA
fEREE e (65 MLl F) 15 4 R OMEEEAAFEHE (18~45 %) 15 L& X RIZVILTF 7 4L 50mg
ZHERR ARG LT2RED Tmax 1 E, @S R OEFEE CTENER 1.2 KOV 1.1 K & 72 0 IZIEFEER T
o772, Cmax [XEEH T 303ng/mL, #4E# T 178ng/mL Th Y | @& IIF4EE LY 60~T70%
EVMEZ R L2, AUCIXElnE & OFEER TENEN 1077 O 586ng « hr/mL & 720 | @il
AR DK 2 fE@EVMEZ R L7z, tig lXE#nE T 3.8 ], #1EE T 2.6 R TH Y | mlnd 1k
WTEN-STZ, EHETIZZ VT TV ARNEEICHDTHZ ERENZ 3919 UEAT—H),
[9.8 2]
E) AANOBARTOAZEHEIT 1 H 18] 25mg~50mg TH D, [9.8 ZH]

1. EDik
EER e L

18



VI. £t (EAELOZXESF) CEYHEE

1. BEERELTDOER
1.84&
1.1 FF L EEEEIH S E—BIEER (NO) #tE5H (ZrnF)EV >, BHEEB7 I IL. HEEBIY

VIVEFR, 235 2)L%) LOSRICKYVEBREFRAMNEEL. AEICOEZTRIELIZLHH
320DT. FFIRESOHIIZ. WEEFIHSDIE—HEER (NO) #EFIRABREShTWVENWI L%+
SHERBL. FEABREIRVBRERICEVDTHHBEIH S VD IE—BILER (NO) #E5HSBRESH
BWEKS5+9FETSHE, [2.2, 101 ]

12 FEPIZEOVHEESOEELVOERFOAFTERNBESATVEID T, FHBREDH
. DINEREEOERELZ+HoERETSH L, [2.3, 2.5, 2.6, 8.1, 9.1.1, 11.2 BE]

(i)
1.1 AFNT, —Mfb=EFE (NO) 1T X D58 DOMEFI#G ORI 2R 5 2 L 23GEO b T
W5,

L7z T, HWEEEAIS 5V IEZ oo —g{bzEHE (NO) 550 & OOF FIXBEE/ER 2858 L,
BRI Lo UIHTHEBICORN D AN H 5, Tl AEECEN (EABAIZL D H0)
WCBWTHHIC L 2T OAEFRNFEINTND Z EE, RALGHIC, Wik DA T
o THIEEAD 2 VI —BbESR (NO) AN SN TV RN & 2T 2 LER
5o

1.2 MATAR I OME, mE, DHRBNEEENNNT L ERMLNTWD, B IERLEER
DRI DI ICERT 5 ERAH 0 | APHERENFERE SN TWD, FEHEEOOLAETIEY
KIEBZOLONREFELLHIRINTEY , WINHMATHIIRE LY LB 6N D,

FIRTH E G DMEEFORERE R OMEREORFEFZNTRZICHRESNTNDHDO T, A
FALTTRNC . DA REEOFEEZ 5 IR T 2 0ER D 5,

B, T[RnELS 2S5 Lo lERiE, BEZREWENOFBER TH LML H Y . +4)
EETOIVLERD D,

2. ¥ERABRLTOER

2EE (ROBHIZEIBRELEWNI L)

2.1 RFN ORI LR BUE OBEERE D & 5 BE

2.2 HEEAlD D VI —BRbEFR (NO) 54 (= e Uk D > @ERY IV, i1 Y /e
K, =27 o U0%) 2RE5Hho/BE [1.1, 10.1 ]

23 DMEREEEZFT LR EMETAENREY LB LN BHE [1.2, 8.1 2]

2.4 FEEOIHEREREDH 5 HE [9.3.1 B3]

2.5 (K FEDBHE (MFE<90/50mmHg) XIIIEFIZ LD EFEN R I TV aeWEMEDBE (L5
REIAE 3 L > 170mmHg X Z 22 R IE I L+ >100mmHg) [1.2, 8.1 & ]

2.6 MMEZE - BN O AR IE OREFEE D Blr 6 v HDINICH 5 83 [1.2, 8.1, 9.1.1 ]

2.7 MG FEEMIERE MEEEEZEMEDBRE IR AR T AT T —F OBGHIIEE & H S fEf
WOERDEND, ]

28 7 I A u UEBE (ROF) AEEROBE [10.1 B

29 WEM T T =AY 7 7 —8 (sGC) WAl (VAT 77 b)) Z#EbGHRoBEE [10.1 B3]
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(fifts)

2.1 ENOEKRRT [70d2 ), TIRIRERL . 13892 25, £74MEORRRAER CRRBEGRSH Y
LanTe 1382 A, WEBISOEENEE TERWVENERER S L THE ST 5,

2.2 KFNIYA 27V v 7 GMP (cGMP) FERARAKRTS AT 7 —8H A7 5 (PDE5) [HFEHKT
&Y, PDES DFET 5 M FIEAHIZIH VT —R{bEHR (NO) DOifERSZ RS 5 2 &R
HHILTWD, Lo T, MEEAH D2 W IXE Do —E{bE#E (NO) fit54 & ot Hidm/E
BT EZERL, BEICL > UIREEFSKIZ ORI REENRD DD, B TH D,

2.3 VEAT 2308, ), DRfEREBE &N ENT 2 2 208 mbh T s, il 2 IXBEEE &
LT 6 » HUWNIZLARE, NEEFLIE D 5 WIXEMIZAERRO & D AFEARZ FIE L 72 B 1.,
KG L LTAREY &8 2 B AIERRRBRIZIS W TH RS LT,

L7eRo T, LDIEREELZGT LR EMITANRE Y L BZ 6N BEITIEL, B2 THD,

2.4 JPEEZE % 12 ] (Child-Pugh 7741 A7 5], B5 #) & OMERERA B 12 Fil 2 x5 (FHEN)
(2. A4 50mg & HEIRR 05 U723 Cld, RS B 0B 1T 2R OF IR > VT T
7 4 v ® Cmax J OV AUC OFEIEITAEFERN NI L U TZILENA 47% KO 85% ML, 7
UT T2 AN 46%R Lz,

AFNEE & LT CRH S, ERicRitEns 2 &b A EOREEOFEEREEDOH
2 BE TIIARF OHEME SR IE U M iR B2 238 K32 vTRetkEns & 2 0 T BRRRERIZ 3\ TERSL
PO ey ot

LMo T, TRHDOREFICIIEZTH D,

2.5 AT EE OME FIBHICHEET HHRARS AT T —¥ 4 (7 5 (PDE5) %#[METLHZ L
W& MEIEERZ H 6o RN H 5,

F 7o, ENOEKRER CIXEMERMEDORE 267 2 B3, SME O R I3+ L O
L RRGE AT 2Y 170mmHg 288 % 5 5>, &, JE3EMIME S 100 mmHg % 88 % 5 @& il EiE
B FIIRBEN LR SN TV D,

LMo T, TRHDOBRFICIIEZTH D,

(E: AR B ATOARAEIZL B 1H 25mg~50 mg THD,)

2.6 I REHE% O BF TIL, MIEDOZE I3 L ORISR 2 — &I/ B EhHHIESEE S T
0 MR T REDIIEER DMK T ISR O < TREMEA R STV b, AFNE, &8 o EJEEER
WCEDBEOMTFIR T E2EZTREEENRH D Z &5, WRRBRICEWTHIERE 6 » A LI
FEZE « B ML OBETE D & 2 BE TG G RN LT,

D IER BT IO T, ATAZT DL DONLDIED Y A7 5 Z EnH 0 | x5 & L TR
W LEZ BIRIRKHBRIZB W T O RBIEOBIEREZ AT 2 BE IR G L 72 o T2,
L7eM o T, BFEZE - i oA FEZE DBETEIE A el 6 o H LAINIC & 2 BT ITITEETH D,

2.7 M FEAMIE (pigmentary retinal degeneration, retinitis pigmentosa) (%, “FEs#IiZ#&
BETCIHRE Y, GLEPRAECHEIMER T2 REIZHEIT L, KBIZE Y 5 2 miRMBEAMEOMEEE B TH
%o AJEITRERICET T 2 MM Ia 022 GBI CIIFHE, #1752 SR LREE532)
ThHY, ZO—FHIZHKRARY T AT F7—8Z A7 6 (PDE6) OBV 7=y MEIRTREEZH
TLIERMBNTND, BEERIT TR FRAKDSHERBIENZ N E SN TNELR, #
PEE, HEEERR DX b H D, o, MIEHKEICLVZIBET L EHMESNATND,
MAREAL I (13 PDE6 234347 L AHT &2 A PDES (254 2 BLFEM 09 1/10 ©&) 71 T,
PDE6 OIEMEZAET 5 Z ERRO LN TV D720, MIRAFRAMEOBF X, BRI
TS Ge L 7 o7,

LMo T, TRHDORFITIIEZTH D,



28 I THHL VT F 7 4T I A v VIEBEOHHICL Y | QTe IEEAEHANMRT 5%
NRHDLZENRREINTND 1B, KFIET IAFa  E\EBEEOHHIZEY ., QTe EEXH 5
bz WO MEIT WA, KA A IVTF 7 4V EFET PDES HEHKTH L Z b, 2L
TF T 4 VTR B AT RIS D ER DY RFNZIB W T b [FERIZER D H LD Al REMED
SERICIEIBETE W, Fi2, 7o hua g (7 I4Fa U EBEROAD) ORMITEICBWT
. BEICABIR ONVTF 7 4 v E DO ZERERE LT D,

L7eido T, AFNZBWTH 7 I A4 ¥ u ol (RO & 5] ICRd L., EERET 2
NP DY

29 VAL T MEDOHMICL Y, AN cGMP BEENRBAL, EFEEEKLEZEZTZ 21D
%10, F72, VAT I T FOBACEIZBNT, KRKRQRY A2 77 b EDJFHIZOWT T4
=) KON TR R ICid# S Tunbd Z &, CCDS* (Company Core Data Sheet : {3 H£%
F—H— ) EOBAEMIZHESE AFNCBWTHEERICY 4277 b Z2id# LIEERET 5
NP D e
* CCDS : ZRMIEHRITIMZ T, PRESUIRR, HIEKOHE, Y K ORRICET 5 2 Ofth

DIFHRNBE EN TV D KREAREDBMER T D CE

3. MEXIHRICEET SR EEDEH
(TV. 2. ZEESUINRICEET SR 22452 L.)

4. AERUVAERICEEYT IR LETOER
(Tv. 4. MEXOHRICEETSER] 22552 L)

5. EEGEFNIE L ZDER

SEELEFMIR

8.1 MEATRITONEA~D U A7 ZE S 72 DR EOIRFREZ BMGT 5 AN DA R ORBICHEE 21X
b9k, [1.2, 23, 25, 2.6, 9.1.1 &[]

8.2 4 KR L E D DRE RS TFFwe i (6 BFfR] LA LFied D 2 2 01 5 2hill) 234 E ik A E 5

ZTOEBIHRE STV D, Fileht (239 2 LE 2 102 T b e Lk OB 5 3 Ehid

FEREZ K BERUICHR R O 2 &R LD T, BN 4 R ERf T 2IER D b6, EHICE

OBWA2ZIT 5L EETDHZ &,

8.3 MiKHBRIZIE N T, O ENPHEEENRO N TWDH DT, AEEOEE-CHER O BAIEIC 1S

TOHHBIITERESEDL Z L,

8.4 KA G TR T SUI BB AR ER A & 6 oG AT, ARIORMZHIE L,

HRINCIRFEEMEDOR L 22 5 L9 BEICHEET S 2L, [15.1.1 2]

(i)

8.1 MEATRIRZ IO, IE, DFHMBHEENEINT L2 2 ERmbN TV D, SEEFKIZHAR
D AREMEDS B 2 DT, LMERBEEH ORNWT &2 TR T D &,

8.2 FrftEhiE (77U 7 B X L @ priapism) (&, PEERZ FED RO RZE ORFeAY TR AR 72 2hEd ik
REA W 2R IR D DMK A FEE S 57 b L <IRRAT 2 M & 23500 L T
RIZMIED 5 ST D 2 LICEk > TR 5, #ifiERIT 6 FFHLL LR L TOR Az,
REIRIT &0 Bpflfoe < LR AN RZ L Mk B &2 52 1T S BERE 2 K miiIc B2 5 Z &3 d %
e, WWRTLMEND LD, ELICWIRGHREMEDRENLEL IR D,
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1.22 G FIREH 2 LRRZMAR AR DN U AR CREVE T2 (10 FEX X 2 BED a0 5 28H)
2. LFOWT IO E DD o AEARRRAITLAN 2 A= £ CUiR L2 REBIc - < 0 EHT 5,
1) =F L7V UHEBE*2 mg (mARF—E% (1 mL Y 10mg) @ 0.2 mL Z4ERATHRL

4 5,)
AR LEEH 5,

3. FERAEE LT ES blo, FRSEINT 5,
B AEDHE 1. 2. DREBTEET 5, 7277 L. Rt 8 BHLINICLET 5 %6578 5 5.
4 UERTASTEDOBEA, ENBNTE, BRI BHRES 2 N EOLBRLEI R DDT
WA SRR S [ A

____________________________________________________________________________________

2) 7 RLF U 2*0.01~0.03mg (B2 I k% (1mLH 1mg) ® 0.01~0.03 mL & ERT !

* HEREANEREIC DREOFRIERIEEZEZ T2 eB8H 0, SEMAKE, RENR, O 1R538L
NHZERHHOT, IMERGIZRORWVWEIICHERET D, . #ih EOFEEIC [HEHEHE CTRKE
OEFEFHE N ME SN L725E . RFTORMIEELENDH Sbhd ZEn® DD THEET D, )
LOFHEHN S DO T, HHOBIZIZZENZENORGIRMN CEE R T D 2 &,

8.3 ENTOKRERIZINT THFW ), THREREE CGBHUE. SLHRES) ) X, SME ORI
IZBEWTH ToEn ), RERE] BZ@BOLNTWD,

(O FEV ] ZAFIOEHEHN THHRARS AT F—¥ & (75 (PDE5) DIHELZNT 54

O MmEIRE & 20k O PRI E 2B E L T B AR B D, AFNC & B TR R (B
W)X, bOBRESWTRR D TRAYE] (FHE, REES) . LR ES LKL L DERE)
mEDERERE . B - HEORE RO oMmoREE (TIRERFIM) %) [0 bhbd, 209
bR E IO PDE6 FREEMICEEST 5L B2 6TV D,

B B B O RO O BB I T T 2 5B IS fERR A fF 5 FIREME AR E TE R ootk L7,

8.4 M TEM S NTZRBRICBNT, VT T 7 4 VEEICL WV ENETRENEROFEK & 72D
9 % FIEBIARIAE AT MAMEGARRAE (NAION) 23BET 2V A7 B35 2 L bitdi Lz,

6. HEDEREAIIBEICHTIIRE
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - IEEZEDOHLBE

9.1.1 RNAEE - RHMOLHEEOREEN,RA 6 » ALMICHIEE
ODIMEREEOFMEL +oMR T2 2 &, [1.2, 2.6, 8.1 ]

9.1.2 BEDEE LRI (B, BEDORHEIL. Peyronie FE) OHHHE

PEAT 2N NEECTdo VI 22 1F O AlREMED & 5.

9.1.3 BFPEEOREL LY BIERE (BRFOREEN., SRUEHE. DNFE) OHIBEF
9.1.4 PDE5 HEEX [IthDHEFRLAREZREFOESE

O A IS BE 4 2 2 PhIgfeNr LT ey,

9.1.5 HimEEBXILHELERBEOH S BE

=btu7 e RFhRU oa (NO A o/ MWaEEMHIERZHmT 25 2 LD TV D,
AR BB ST VEABIETE S D & D B TR T 2 2T LTV R0,

9.1.6 ZRMEME (Shy-Drager FEIEZHE) OHZBE
AANOMAEPREERIC LY . FRBICE AT MEIES 2 L8355,
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(fian)

9.1.1 MMFEZE « BMHIM oI IC > Wik, TV 2. 222 NAEEZ OB 2.6 KO, LER
FEEIZOWTIE, VL 2. Z22RNAE L Z08E] 2.3 DHEEZSH],

9.1.2 Peyronie i (ZXJERAERSIE) 1ZF2ZMER AR QR OBHEMERERE 2 £ L T 2R T, R

BIEZR & & HIFEN T WS, WlfED 72 DI ICIRE DR A & JEdh 2 sk U, PSR PEAZ R bE
ERZDGEND D,
PR ORI Peyronie i DM RFFH OFHEEIEIEIC X o> TRIET 5 Z L3 M b TN D,
F7o BREOJEIIZERECA MDD Z LI ko TR Z 2 IEDIER & L TR HRT
Wb, ZOXDREXOWE FOXMWERT HEE T, MITAHTOLORKET, PRt
DM EAELCDAREMENH V| 19.1 BOHE - BEEREEOH 5 8E ) (ZFH L7,

9.1.3 FRtELE (priapism) X, EBKZ fE 72 W AKX O RGN TR AR 22 ghii kg2 v o, f&
WD D O MIEFE A BEE 45 2>, PRAT D MR RS L CHERIZ 9 oiif§ 2 2 &1
Ko THRAE L, 6 RefILL LR 20 A% 1 9 e E = 5,

Fret e IR & £ S ARMPRRICAPFL 92 2 RN 5NTE Y | SRR M BRIER 1 i3RI
ERETEREAR IS AL S MR O 5 GEEEFREEGRE) 1S X0 Mid 5 o U, FrfcEhiE 3 i
IHEEZONTWD, ZRMEEHEETS ., RFREEEEENRK & S Tnd, EFaiMET
VIR I P i BR D B 2R BE AN L0 RS R R A SR U R EE A F R T H b DL EX S
NTWD, ShE ORGSR CEENKRZ L, QM BEEZ2Z T2 L83 H D120, Fife
PRIEDHEK & 720 9 DRBEET HEEL 19.1 AOHE - MBS0 H 5 BE ) ICHR#E LT,

9.1.4 BUE Tla%E| FHEARARLFZEOH W) [CHEE2 AT 2ANTE ST Th 5, etk
CLRME) 7o LEREME ED (2xt L Cid, BRI 28, KRR ORRIE-C AR B 2 2k
ETHHMTEX I Bie, B4 IV E W) U/ 7 —BHRA RLZREORONIHIRRH,
BYERNE AMETENIZBERVE CRPERSND Z &N D 5, £1-8EMEED 09 biaXkz
Db DDFEMEALD 72 < AR Tl A B 2t 7V AT FR2EHERR AN M /EEh 3K (3
PSR R T2 P T RIVA VIR, T = ) TR LK TuRE TV By
8 BEATDHIELITONTWS, L LI DR EARKNZIH LEEEOEEER T
BEIZOWTORFHIITOLNATE ST, FHITHT L ENEE LV EEZ LD,
ARV CE CIEAMT (PDES [HE) < [HFEWIRMEM S ERE ) & TEhE R4 o L H Ik
72 DINREXATN T, [Fl— 5y CTH 0 7 6 F7p 2 e 4 OFAINEEIRGE SN T\ D, Fo, fifi
BhARAEAT L EAE LS PDES B SE 2 L0792 [ Bl 13 ) i ESE VR OB E T db 2 DITxE L
DA PDES HEEA NS T HEMITIZIEICHIED Z EBNES LD, T h ORI
F R, EEMERERROIEE LR E2ITV, EEMELATTO & & L,

MARFRA AR

9.1.5 M/IMRICIZHRARY AT T —¥ ¥ A7 5 (PDE5) oA dTH5Z LR TEY, vb
TF T 4 VIR MREEERE I AT D RN B X B D,
invitro XN in vivo DFEBRIZBWTC= a7y K>+ ) oA (NO #54]) & ofrHIZ L0 m
AEEE TN ER 2 5832 2 L 3RO biviz, E2EWN, SMEOBKRBIZ W T b Hif MR
BTHEEEE B 2 AT 2 BRI & L TRERIENORA SN TR Y | BN SN T
WRWOT 9.1 BOHE - BEEIEEDOH 2 B (ZRi# L,

9.1.6 FMEDEEKERERICB VT, ZRMEMIE TR RE =0 v VERER 2 &0 2 A2
BEEMBIIINT T 7 4 Va2 Lic b 2 A ZRMEMIE CThHh oKD & 5 BEIC
BWTOAEEDMTEL T AR L,

% AERE CITE R ROEEICL Y LIFUISEIMERLTEEZ 2T 52828360 VLT T
T 4 M LD FRBIC X D EN AR E A EE S BENNH H -0 HEREGNALETH
2
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(2) BHREREERAE

9.2 BEHRERESE
9.21 EENEMEE (Ccr<30mL/min) NHZEH

KHE (25mg) 2 OEG 2T 2 CHEEICKRG T2 2 & MIEFHREREMNT 2 2 L2370

bILTW\W5, [16.6.1 BH#]

(fi70)

9.2.1 BHERERE B 16 Bl R OMERERLA 8 il &2 %% (SHEN) 12, AHI50 mg & H[EIFE O L
RO NTF 7 4 VK OSE R EEARHY (UK-108,320) OMMEFHREZBRF L& 2 A,
BEESRIR FANMRE (7 LT F=r 2 U T F A Cer=50~80mL/4%y) KO EEE (Cer=30~
49mL/%y) DOFEEZ TIII AT T 7 4O Cmax KON AUC 1TEEFERA & A BT8O Sz
STz, BEEEEL (Cer<30 mL/i4y) @ Cmax & OV AUC IHEERERR A OF) 2 55 R Lz, i
hEEMRHY (UK-103,320) #EH BERES CHRMELZ R LIZZ L, EBHERECLION
KIVEDE OEREIZ X DT b7 15— A P450 ROMELHRE SN TNWD Z b, BEORRE
EOHLHBETIIVE (26 mg) oG ERHMBT IR EEERKRENEENS,

(3) FrigeEEEBE

9.3 FiREEE RS
9.3.1 EEOHBERENOHLBE
BHLRNWZ &, AANTFEE UTUFRTRB S L, Ehicgttsns 2 &b, FEESEOEZLD
NFRERERRE S D & 2 B CIEARA O PR3 B AE U i spR BEAS N~ 2 reetEn b 5, [2.4, 16.6.2
2]
9.3.2 HEEEEOHIBE (EEOHHEEEOHLIBELZRC)
K& (26mg) NOGAMT LR EEEICKE T2 2 &, MEPRENEMNT 2 Z L2338
b TW5, [16.6.2 ZH]
(fi#i)
9.3.2 FHEREREE L 12 1 (UMEA : fFEEZ Child-Pugh 2058 A7 #1l, B5 1) K OMERERL A 12 5]
(FMEN) Zx8IC, AHK| 50mg HIAHRE O &5 L2 ik, FEREEREICB T LT+
7 4 V@ Cmax KON AUC OFHEITEEFERAIC L CHmL, 27V 7 7 A3 L, £
7o, EEAHY (UK-103,320) @ Cmax KON AUC & FFREZ BE TR L, ARH DL D IERIE
TGN D BT,
E NSRRI 31T 2 AFRERE IC B3 2 IR AL PRI EE O RE LB ARG L& 2 A, 7T
BARBEIC IR U CAKIE G TS ToLBpINBE S, U EDOZ L LIF#EREDH S
BETIHEAE (25 mg) oG ARG T 2 CEEREGNEEND,
HEOIEERERE T3S Lo T 5,
(4) SFEREERTHE
BE STV
(5) bEhm
BE STV
(6) 3L
BEIN TN
(7) NRFE
BE STV
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(8) EinE

9.8 BinE
A& (25mg) O GEZBBT AR CEBREICEET 2L, GBETIIARIOZ VT T AN
KF+%, [16.6.3 ]

(fi#)

tErEmE A OMEAN. 65 Ll L) 156 Bl OERATER OREN. 8~45 %) 15 {5l & et R ITAH]
50mg ZHMIFROEE L, P77 0 LV EOEERHY (UK-103,320) O IR % bk L
7& 2 A, mlE TITEFEEICHE LI VT F 7 4 v Cmax 2356 1.7 5@ <. AUC 1T 2 5%
mLTee 7 VT 7 ABEEFITH TR S R OBRIES R Sz, FEAFHY UK-103,320 ©
MR E S RBRFEERICHERS L. ®lE CIIEEEORN 2 G2 R L7z, LD Z &0 &g
Zxt L CIHEA & (26mg) o &G E2FMGT 50 LEEBEICEGTH I ENEEND,

7. tHE{ER

10. 8 E/EH

AANTEICTF b7 v—LA5P450 (CYP) A4 iZ k> TEHch D, [16.4 S ]

(1) HHREREZDER

101 SFAZEE (BFALAGNC &)

LI E] % N2
fhEe A Y YL E R
—ag U NVE
[1.1. 2.2 &M]

A4 E FRAREIR - HETE T 1A HEFE - falRIAF
TP Je O NO it 541 OEAIC L0 | BEEEH 21509 % NO 1% cGMP DOREAZRIIFE L
=btr2Zykl e B 192, —J7. AN cGMP D53 fif %40

Hil4 2 Z &2, mAOHFIC &L
Y ¢cGMP D RZI9 2% NO @
BeEAE 23R 2,

T I AKX R
(Trhuy) BaA)
[2.8 ]

TIA X u U LD QTe
EEERPEET 2 BENNH
2o

BRI,

JH L T I A X v R ODF
MC LY QT IEEMH B b D
BENWDRHD EOHREDRH D

15)
o

sGC HIEFA
VAL TT b (T T LRR)
(2.9 2]

PRI &0 EPER L 2 e 2
ERSR/Y Y RN

VAT 77 MEHIZEY cGMP
BENEML, — ., KA
cGMP O3 fift % P+ 2 2 &
5, WAIOGHICE Y cGMP @
HERE PR EE S HE R L, A8y i1
FEINEY 72 2 B % KX T BN
H %,
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(fi#sh)

- BEERAI L OV NO 551 (% AEANT —4)

O/MNEN DR ANCB T 2= a7 U] & OMELER 29
HMEL DR A 12 B VT F 7 4L 25mg W7 TR %E 7 0 A4 —/3—{EICT 1 H 3 A
4 AR, KOS5 HHIZHEEROKE L2, 4 HBEHOV LT F7 4 VLT 7 BARAREE 1 BEER#IC
=tz UEY 2 (0.5mgmL) & &E (2.5 u gy HEME L T 50 CTHEZ T 5 51k,
Xix 5 HEICFEERIZ= e 7 V&Y 500ug &8 PG Lz, BIRNE G Tldm RKE AR
40 p g/%y £ THIINT 2008 2 WIXIUHE I E2S 26mmHg K F L7-K s G4k L, & &
HCid, WEmE2S 26mmHg (T SUHMRMEER OB LA T=rr 7)) 5%
ik BEAlZHEHT) L, BIRNEGRBRICE D &, VAT F7 4 VEGHETIET 7R &
HRECHEE L C= a7 U ) UREK TR A RICEMR L. REEAERESERICED Lz,
=hr 7 Ut) ETORBRTIE, FFARKNIRERM 156 oM X VANCE Fadik Lok, &
NTFT 4 VEERE 12 6 11 6] (2~T7 553%) . 77 BEAREGEE 1260 4 6] (3~455%) Th
Sz, = b7 UEY UREYBRPILA E TORBRER (FHRE) 11X, ST 7 0 v RERE

HTHY ., HFNELEOEG LR b A BIEME L.

@FMENOBMERE BT 2= a7 Uk > & OMELER 2D 22
=htue 27Ut ETERHATOROERE 2341, VT F 7 4L 50mg X7 7 2R % H
5L, 1 FHZIc= a7 Vv ) U EHFFE00ug 2&H MG L, mE, SHEoE s
Bt LizE 2 A, AT F 7 4 VOFRARE IR T 7 B ARBEC LT FREE (581005 O R
b)) DAEBEICKEL, MABOBEMLARIZKRENZ EBRD LN,
Flo VAT F 74 ME= e VY CEFRHT S EMERIERETRL, = b U RY UET
(2 K DR O EE K OVRrgeiRe ] 4 H08 L 7=,

@FME N OB OMEBE 1T D — A VL E R & O ENEH 20 22
—fHEEA Y Ve REIRH P ORERSE 23812, g Y YL E K 20mgl H 2 [A] 5~10
AR A&G%, VT 7 40 50mg L7 7B RE2HAIZKR G Lot 2 A, VIILT T 7 40 #
BRECBWTHEG% 6 W £ TN M ONSEAL O U 1 Ky OIE 3R L 0D e KRR 137
TEARBICHLARICRE W ERBIE I,
VT F T MR, A Y Y VE REGFRT S EMRIER AR L, —mEEEA Y Y LE R (R
D)_iéﬁfﬁﬁ@%Q&U%ﬁ%%%%%bto

T I A X R
HETHLNNVT 7407 I A a CEBEOHRIZEY | QTe IEREHANHERT 52BN
DD ENRREINTND 15, KEIET IAXa  EWEEOHHIZED, QTe TEERH Hb
NI LWV RV, AFI S NLFF 7 4L LR T PDES EEKTH L Z b, LT
T 7 4 VTR DIV DI MR D AEH DY, KRN TH RERIZERD H L5 AIHEED 58
BIFHETER, T2, Tohv U6 (7 4% a UHERBER OAD ORMSTEIZB VT,
BECAKI R ONILTFF 7 4 Ve DAL LT 5,
L7=0o T, RANCBWTCH T I A F 0 G RE RO 2 5 IS L, R 5
ekl

c UFTTT b
VAT 7T bEDOPFRICE Y MIEN cGMP RENHR L, EFEMERLEZEZ T2 03 H 5
10, o, TTLNRA (VAT TT ) ORMXED M) KO AR [ZBRlic T
TANPRBENTND Z &, CCDS*YE DBAMICHESE, FANZB W THRERIZY A 7T
MR LIEEE S 2 L & LT,
* CCDS : ZARMIEHRITIMZ T, FRESUIZN R, HIEL O &E, PR O GICET 2 % ofth
DIEFHNE EI T D KEAREDERT 5 CE
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(2) FRAFE L EZDER

10.2 BiFERE (BHRICEET S

&)

A

BRAER - FEE ik

P - fEbRIA T

F K7 v—2A P450 3A4 FAEZK
(VU hFERL, =L~ RLE
JLe U R FENL, XLFENL, D
V2ua<A vy, YAFTVU T
fatfy—n A FF7a)ty—
.Y ML EIL T LR

£

UbFbEN, YA~
v%%yyk®ﬁ%’ib AFH
ERAE S B U A i
¢%§K@@ﬂ%h%m39%\
2.6 {5, 1.5 fFichnL ., Mg
IR EE-IFE R TR (AUC) 2
TNEI 105 £, 2.8 1%, 1.6 1%
@:igjm L7z 19 23927
AR (25mg) L& G % Bis
THREEEIIKGTDHI L,

N

REBERAFRIC L2707 5
> ADWL

F h 7 m—2 P450 3A4 FHEdE
(RerZ2y, V7w
%)

AAN O MBEFIREDE T 5,

MR FEIC LD 2 VT T

A DN

e A4

T hu P EOREER] & OB
HCREIEERZHM LT & ow®
End B 19 200

o JBET A

K& 2 D o JERE L O
PEHTO E WV EO B RAER % £F
I MJEAR % 3 Uiz & OGN
75 2D,

M EEH RT3 b D
DT, [KHE (25mg) MH#EE
MG T D7 PEEBEICKRE TS
ek,

AHN A PR ARAE IS &SRR
TEMZAT 272D, fHHIC L 5k
JEEH Z T Z &0 H D,

TN F R

OFANC &0 B R 23 58 %

BT H D,

(fiF)

« F 7 m—.A P450 3A4 [HEIE

AFNIEL L THIZ Y —LbDF F 7 a—5P4503A4 12 L > TREFSNA Z L,
FHEILET DA & ORI AROMIEFEREZEMESE2B8Z11H 0,

%,

1) =V Ru~A T EOMAEER GMEAT—%) 20

fERERR N B2 2, B 1 BEAKT 6 AHIC

(NE AN

Z DR%
HER RGP LET

IVTF T 4L 100mg & B 2 BRI HilE R
R 2~6 HAE T Y Au~A 2 500mg XIE77AR%E 1 H 2 [MFFHES L,

) Ru~wA VUORARO LT T 4 VOEYEIE A BET LT,

FORER. VAT F 7 44D Cmax L ONAUCLIT 1 HE
Mt 2a~A U U0FHBETHERT S & EEI 2.6 {54 2.8 5
CHERBR LN o T, =) ZAuv A UV HHIC LT CYP3AA MLE S, VT T

tiz 12

xt9 5 6 HEOEEE T 7 R0

¥ L7, Tmax.

4 NAOPEBEBREHNDET Lo eELx NS, =) 2a~A OG5 0 EIVEHO#

NSV AWAS RN (i
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(E: AHIO AR TERBINTWDHEAS (FRRMEITHZIT OIS0l & 2 OMER A
el B (kT A HEIZ L A 1[E 25 mg~50mg TH5,)

6 HHDIY AT T 7 4 VO MBERREIL, =) 2An~vA LRI E D 7 Z 2R 0FHICE~T
BlzEno7T= (p<0.001),

2)Ub%8wk®WE¢%(%lA?~&)w

REERANBHICBIT DY N AR AT T 7 4 VOGO Ry B 2 BEd 54— 7
W%ﬁﬁﬁ77t$ﬁ%7mxﬁ~ﬂ~ﬁﬁ%ﬁot(/NTT74W®&57&USEH
CHEER, BIEAML, ST BRRR, 287 0 A4 — =2 THEM)

91 BEOWBREIZIE, 1 BRICYILVT 7 4L 100mg #HEHES Lz, 2 HEOH, U ke
U (300mg, 1 H 2[R o5 %4 L, 3 A HIZ 400mgl A 2 [\, 4~8 A HIZIX 500mgl A
2 MEHE Lz, 7T HEO, “EHEMRZ 0 AL — "—HERB L, BIELICILT T 7 1L
1mmgXi/w7+74W®77?T%$E&5Lt®% 8 HHOHIZIX, v AT F 7 41X
X7 T8RO BRTARG Lo a5 Uiz, 8 2 BEOWREIC L5 1 BEL [ U 7iE T8
HLER, Vb FeEroffbic) Neror7eRaih Lz,

U hFENL (500mg, 1 H 2[E) ICL-T, ¥FF 7 44D Cmax A 3.9 1% (290%). AUC
25 10.5 1% (950%) ~EAZFICHM L7z, &5612, Tmax 78 3.1 BIAFICERE L, BREEEE
# (Kel) 2% 0.06/hr J8i U7ofESE, R 2 RefliE & L7,

—J5. VT F T 4L 100mg HEF 51T ) O EIRRIC R LY RITS 2 hoT-, U b
F e E DI L > TCYP3A4A B ES L, P VT F 7 4 L OHELEEFEORE & L i
SIAVTFTANDEZ T VT T ANDREPRBEI NS, LELVFHICITERE T R&E EEX
LD,
(E : AHIDOHARTERBIN TV LIHEAE (FRRMITAZIT O I Ho7REhiE & 2 OHER A H
SEIVARE) IR AAEIIX L B 1E 25 mg~50 mg THD,)

3) F)FredofEEH

ek U R e oGt ABNCAK] Z O L72ES. A%l Cmax KON AUC OHEMNNRED &
NizEORENH D,

« F ~h 7 a—2A P450 3A4 FHEIK L O AEH

AFNIEE LTI/ —20F b7 a2 —5P4503A4 IC K> TR#END Z b, 2O
FREFETLEA (R 2o, V77 o8y %) oA o mEhRENMETT58
ENDDH 5,
(E : AHIO AR TERBINTWDHEAE (FRRMEITHZIT OIS0 & 2 OHER A
i) Ik 5 HEIZ 1 A 1A 25mg~50mg T 5,)

- A

T Lam Ty EOMEEN ONEAT—%) 20
7Au/t/5Xium@%%ﬁW%Lfmé$ EVERIMEIEBFE 2RI, T Ar P D3
WEhE K CMATEREICRIET VAT T 7 4 VO EE “EEMRZ 0 A4 —N—JEIC XV REL
toTAmyt/%ﬁﬁﬁ_&ﬁb\%@2%%%(@%%2%%)Kyw?%74wummg
XIX7 7R EHEIFFHE S LT,

ZORER, NTF 7 4 VOFABETIE T 7 B AR O REE NS OFER A&
NEAAE B ONNEAZAZ 35 0F 2 YA A R QN sEHA IfE D FEHEME 2 B DA B 7K F AR B vz,
LIERo T VAT T 74T aa P e U EOREAZ G L T BFICIIHZEET
TLEZOLND,
(£ : AFOAARTOARMAEIZ 1 H 11 25mg~50mg TH5,)
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(1

« o T A

fho> PDE5S FHEIDIRAM SCE & DA, KO o WA OUSH LR E OREGHICEKSE BE
MaEL 452 L& LT,

RExHy oL OMEEHR GMEAT—4%) 20

R4 AN TRIEZIT > CO D RIZIRIERIE (BenignProstaticHyperplasia : BPH) (24
) PERFEEBRE 17 6] (55~T5 %) ZXZIT, KXV v (4mg Xk 8mg) DOIPEhRE K N
MATENREIZ RIET VT T 7 4 VO E “HER 7 v A4 —/N—{EIC L VMGt L7z, 2 B
Do T1IHLIEI R U 2RARE LI, VAT 7 40 25mg XL 77 &R % HiE
DS Lz,

ZORER, L IVT 7 4 v 25mg BFARETIE T 7 B R OFAERIC DB D BYEE S OFE 72
A (B 8.7 $0.743 « SIAE 6.5 #0.757) &0 RS 35U T TUGHE R 7.4mmHg,
PEIEN) 6.8mmHg OIBNME F 23380 bz,

(FE: FERH YV 3R BT BPH ICHE D HEREE OIS A2 A L TH2RY,)

F 72, BPH 35 20 5l 2 %512 Lz [ 2R BR IZ BV T, VT 7 4L 50mg KON R4y
v 4dmg ZRIBFICRSG L7-ABE 2H CHO S LI E WV EME D MEDOIK T30 57z,
ZEAEDEFMIBNTAEAFE REHY ORI GEIIABREDNBRIFTH D Z ERREEN
oD, BN E VD EOBEFEICB O TOEWEO B RIERZ M ) MEDK TR bz,
LN T AT T 7 4 VT R D o lEWHI 2R G L TS BEICIEIFHZEET
RELEEZHND,
c AN YF R EDOHEAEH

BPELDAREIBERTHD AT F RiE, ot M R DU LAFIRRTF ROSZHFEERICHEES L.
WEAEAME T T = ViR 7 T — B 2IEMH LS E 5 Z LI X D MIIEN cGMP 8N S+, Zhicik
D MEILRIESCRREM S 279, — 75, AR RS AED cGMP 73fi#4 5% PDE5 %
PRETD Z LIk Y cGMP 73Rz 80 L, MR IRO i ihiteg, M IReRIC & v g 2124,
BEETOLZ A, AKBILE DALY F R EOMAVERICET 2 BRI N LB ERT — 2 13720
25, ORI K0 WAl A IRRIERIC L 2BEERA RIS s BEnRn b o0, fFHEE L
L7z,

(Z%E)

Y o EDOMAELER (1 X, in vitro) 29

I U EomEYLESIL PDE3 °, % 5< PDE1 & PDE2 #[HET 5 Z L2k - TE
AT 2, A4 XDBEHHIEROBEBLZHFNLIZ L DIGFEICHT 20T F 7 v L8R PDES FHLEIK
SN ) UING 2 DB ETHE L,

A XLBIEAROBLRAEFH NG Z I V) 2 AT ERGFHICHEE L2, AT 7 v
¥ 10 mol/L OERETHREL 272> 7=, 10umol/L X, & MEMEFZEHIZB VT
PDE5 [HEF I EERIRE (ICs0) @ 2,500 (5 Th 5,

. BElfER

11.8EH
ROBWER DR B oD ZENRHLHOT, BlEZ 7TV, RENRBO b HEICi3&kE 2T
1B %70 EREY) R LEZIT O Z &,

) EXLEMER & MEGER
BEEIN TR

29




(2) Z0inEI{ER

11.2 ZDDOEI{ER
1%Lh L [0.1~1%A05 0.1% A5 AR
TEBR 2 M gEsE OF s, BV, |[milE, IR, Aeefl7 ey 7 RILHEED
T R (BEAR PV i e, Rt
(5.78%)
Kt %R (B (3.87%) [ F W IR, [BA R, FHoE, sEK T, 85,
Bk BRIRTLME, SEEL. B EE. MK, MR
WL, MRE, AL, RIRE, BX)
JH ik AST #2/0  |ALT #4hn, LAP k5. LDH #n. i -
UZ Ut R, v -GTP #0, ifig Y
VIRE EH T 2 T —8Hm, 7
T IR, e Y L E AN, KRR
Fs>
HibE L, BRSO B, BARTE, TR, NEEE.
OOV, W|EEE, B, B, R, IEH,
=N N
WoPR + ZERHZR Fadem, STESPESE . WINL b OER ., k| B DL E .
Fifot Frfeahd . JR
PRI RIS
JiR P £
I 2 R REVR RS S, MHBEZK, WS s, XGE
YL, Il
e
i - B SR BAfM. A B, &
JFi
R R& % Z O FEIE, IRIRZ O FEIE, BLERE, PR
ZERIE, VT, GG, REREE R
MK ~v hZ7 Uy Mg, ~~F 27U v R
. ~EZaegEd, U oo SEREVE,
U 2 SERIGIE, AFERERHEINNE ., R BRI
DIE. PRMEREEINIE, A i EREEINE
JE 2R ARFe ., 5N ARRCEE, BRI, HTRETE . JAUE, MR I EHR, fIK
K. BAIE, [F. WRHA, MEEY., &5 R I
R E e 1 e Bk BA
JE, ZEREVERE
i
Z DA, CK #a/n, ¥ BUN N, A > 7Lz PIEMERE, U o SBoE .
NV REE, ML R U A Y o R GE
n. REEIN, A REREEIN, va ey s
— B, PRI R B, PR R I
EREGPE, RIPEATE. JEY . BIE
FEHME IR AR ROEISIT T D T T 7 V7 o R SR FRER O [E R R R ER . A E T
i S A7 55 TAR/ S MARRRER . K OV B R AE OfE RICEESV T 5,
) REBMRIZEA L Tid a0, flREICB W TAFIR GBI OMRENRIE L & OWRERH
%, [1.2 2]
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1. VAT FT7 4 VRIS BWER Oxtilit (ERN) 29
@I EM NI LI BAORMIE (—REZRET)
A BoTUNTF 7 40 LREEEHIH HVIENO #5520 L, FLWIER T2k L=5E
DXL
1. BE&E bLv o T oI (PR B &5,
2. MHEH 2 W FXEME RN L0 BERIMIEEE BN 5,
3. KMMENAMFERE LT, ARV, 2R F—AHLWE VT KLU v afb54 5,
FRAI R RNTE I FHCHEA L THRNWED,
4. PR3 FTHRELZM L THIMENEIE LRWERT, HCNITHREREIE O i RE R 2 ek

WZBET 5,
B. VT 7 4 VR R EEIIREGRE Po0E, REETE, SPELAFIZE) 22
L7256 O %Lk

1. FEMEDOWBHiFRICEHCONIBET D, 7272 L. AT F 7 0 VIRA% 24 BERILANIZAN
Al (=bu 7 Ukl gAY YLVE R HMEBEREGEKCTCHL=TTV—L) HDHN
B LEREEH (=250, = ha 7Ly R) OFHITERTH D,

QT T T 4 MERFOBEDPOIE, NZEPIE, BHEOHEE, DAETBEINTEL
Bt DX (PEBRAR S E A T)

RMASINTSGAE, BERND DL WVIZREEICO VT T 7 4 MEROR B E2 GRS 5,

A BEPRINTF T 40 F 24 RHIUNICHER L TR Y | BEORIIED S S

1. WA, =27 UL OMRILRET 5,

2. PROEFRAEITIL BEWIE (=7 T U u—L SN A0 LEGEE (BT VT T E L
B2 O IIXT AT T T 4 L E OMAEANRD TE LTI L Bbh b,

B. BENVAT T 7 4 V% 24 FERUAICHEA L TR Y . REEFDIED S

1. REEPOEIER 289 5 B ILFEAI E U TABRIBREZTT 9,

TR (T A Y ) ~RY v T T AEEFHL BIEREE) 21T DIROAOHE
AT DY 27 D3 &l S U7z B L, EBIRER & F4h L, REARIE ORI %
EET D,

2. INTFT7 4 VIRA% 24 RERRIDINOfEIER], =27 20, BEEEE (NO ft5-41) off
AT 2 (T F 7 4 VORI ERE T 555100% 24 ReHIPE CTHIER).

E o BHEWEE (=77 Y r—VLISN) | BT T AR (DT T B AR 2 ) 13
AEETH D,
C. BENRINT T 7 4 0% 24 RN L TR Y, OHEZEOLE

1. AP OIEEREN SN D BE IR 2 & FIEH (Bed, SR, 7AE Y |
~NY v oh) 170, ST ERBITIMARE R & 5 )L PTCA O & 78 %,

ST ERABHLNAVEREITARL 24 FiiliX, 7 AU > BIEWEK, B v A5,
WO ACE [LEKAZ G L, BFIC LY mAiEmmRiid 5 0L PTCA % %+ 5,

2. VAT TF 7 4 VIRA% 24 RN OREEER], =27 U0 mBEEEEE (NO 54 o
BRI D (AT T 7 4 VOERNERE T 2 BE8IEE),

3. BIEWEE (=T Vm—ALisN), TAEY v, . ACE MHERIZ LT F 7 4L
O EERN R EHARETH D, AT T LG (UALFTELED 28 Ly T
FT7 4N EOHEERABEO LN TEBLTHEHAEZBELTHREN,
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D. BEIZ AT T 74P FEEINTHDELOD, RAOHENRRHADEE
1. BRI 2R ET5580%, MEEZT=4— LN LEHAENSHET S, WL T A
B BIZE, DLFTELRL ofFE) bEE,
2. WA G X0 MEOK TR RN T, BHOIRELERGT 5,
3. EEAAIE G L ERARMERTRHEAETIEL AT F 7o v ERALTWZEEZL
nN50T, Tl E OE#EzZii L, it ABC OREEIT .,
E. BERVAT T 7 40 LiEEEAl. NO 54120 L, FREmEErEZ Lize &
1. BFE b LTI (FEZE M) &5,
2. MiEH 5 VITEMERERICL Y, FHRLKEEZENSE 5,
3. RMEMMEHKE LT, 2A VR IR F—HDLWIE /LT KLt v afbd
%o FI2 RS a2 —HICHEA L THRWED,
KRNI RTH I, AT R aciis, O ER L, BzERT 5280
DD EICEELTHERTZ &,
4. LABP %7 %,
W1 h727 I OfEMANE
Ox=F v 7 U HERgE (=AF—n) OfAHE . 1A (10mg) %R T 10mL IZAHRL, 3~
4mL L, VRN 2 TR E A
@7 =L 7 ) VIEERBE (xR4T Y) ORI 1A (Img) Z4ER/T10mLIZAHRL, 1
~2mL % #E
@/ VT RUF U o Af : 3A (3mg) % 5%HEK T 100mL (ZAR L, R < 0.1~
0.5 1 glkg/sy. R 60kg T 12~60mL/IHF ]
@RIy (A7), RT7HIy (KT b w7 R) OFEMAK: 2A (200mg) % 5%
T 100mL (IZAR L, 1~10 u g/kg/sy TRife %
H2: PNFTEL (X Y—) EREOM ik
O IMFEIEREL, 1A (10mg) %, MEZRE LR 5 3 ok TiET 5,
QB DO FIHITIE, PIVF T LDEN 1~5uglkg/y&FERT 5, MiEH~L~y ¥ —5A
(250mg) % 5%BE#Hk T 500mL (AR T 5, AH 60kg T 7~35mL/RffH]
2. VT F T 4 VRIS BIE Ox s (Esh)
O - TAK & WEEAIH D I3 B bzESE (NO) #5412 0 L7258 0% LW EK F oL
[EWaRFS
Ao 5 WVIE—R bER (NO) fiHAIE A Z > CTHFH L, TOMRE L ER T %
2 LB, BEHICHEBA S 2 0IiE—ibER (NO) GO 2 ik Lk hidis
SYAAN
AR R OB EDOER#ERF NG, ZoMEE MM ENERCLE2bDEELZLND,
MAFIERIC K D MER TS, A ESMICRS, M5 d 5\ 30 ) 722 B MR A IR Ok
KO ERMTEZEMNSE S, 2L > THIMEDEENEVGASCRAN 2 ET 585518,
FAY MBI OFEH A2 B ET 2 LENH D,
BEORESCAIIT 2HBEEEZEE L T, RANRIGENLEIZR D,
QARSI I SV BIRE MR 2 2 L7256 OWLE 7 ik
HEDO WD RIS T AN ET HLENH 5,
7k, BMEEENARE MR (REEPME « BPEOHEZE) OLE L E L TREEPIME
@ AHCPR A R7 A > (1994). ZSVELAEZE (AMI) @ ACC/AHA %74 K7 A > (1996)
MWEBITIRD,
NAT T 70RGOEEZETHR L. RALTWEGEE, BEEORMALEARFZ TX 5
DEEET D,
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10.

1.

12,

RAT T THEIZ LD IBIMNEE R
OEfEA & 5V —BRbEFR (NO) fEAIE AT 77 OFHITERTH D,
AT 77 50mg & Wk L7z D g AR IR LI 192ng/mL Th 0 | &5 24 KefH & IZI13E
FEIRSME (1 ng/mL) 272 %, RERICRET 2 MEE R 7R FEIUTBAE /e WS, Ao 7 7 F Ik
% 24 KR LINICHEREA 2 530 &, FLWIMEDIK FAAET %,
QB HEHEREE - FFFSREREE - Bl O RS  ARF OIS IERE L TV 2 ATREME O & 5 B3 T,
OOFEHIZIB W CAFINRA 2 S EBAE G £ TORREEZ TIIERET 2 LENH L,
@EETDELEZA, ~U v BHEWER, B v MEHEE FEER, 72 ) v L OB KA
HAERIF RS TN,
e LBEEANT TOFHIEE] Lo T %,

. BRRERRICKIZTRE

BEEIN TR
BERE

13.B8EHE
131 E

Frit e dlide vy, ek, AANTIEE AR SR E < RPPEIERBMEW 0B FEITIC L D
7 07T T ADRETIIFRETE e,

(fifa)
(TVI. 7. BEk) OIEZMR)

BRALOEE

14EBRELEDERE

141 EFIXMHFOIE

1411 RENIIMHEAT 2 IEGE 2 B <RI 720,

14.1.2 PTP @30 3ANT PTP > — M b HO H U TIRAT 2 L 58+ 5 2 &, PTP > — hOREK
&0 BSOS AEREA~TIA L, BIIZRAL 2B L CHERIR S5 o EES 72 & OFIE & OF 38

THLILENRDD,

(fifa)
14.1.1 AFix. Bt ED OEFEICHWS A TH Y . FLEIEH. U AV AEH,
X720, LD - T, MATARYYEZ P R IT <, MITAIZBE L T2

PIEEE
ik D= O R EE 2T AV ENDH D,

B
YLIE D

ZOHDFE

(1) BRERGEAICEIER

15.1 EREREEAICE D < 18R

15.1.1 FEH) & ORERERIZHA LTIV, AEICE W TARAIZ &1 PDES BAERE 5 HIC, £
AU, FIHE TR IERORR & 72 0 5 2 IEBIRK PERTEE M AERARRAE (NATION) DOFEELA
WEShTW5, ZHDBEEDL L, NAION OfERINF [4Fls (50 Ll ). BERE, &
J£. eEIREE, SR mAE, MUESE] 2F LT\,

SMENZEBW T, NAION 2R B L7 45 A Lo BEE x5 & U CER Iz B 2R BRFZE Tt
PDE5 [REFEOK G250 (te) O 5EOHIMN (A7 F7 4 v OBEK) 1 HUNIZFHS)
1Z. NAION ZELY A7 03 23512705 Z ENMEIN TS 39, [8.4 ]
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15.1.2 35K & ORBEBIRITH S22 TIEAR WA SMEICIB W CARAIZ 5T PDES FREIRKE 5%, F
S, EREBIEOFRBNHE SN TWVD,

15.1.3 SMEICKE T A iiltg O BAHE (100mg 5612 5 Te) 128V T, DIRMEZEIRIE, DA EZE,
DEMEREER, B, —@MERNE MR & miiE e EOEE R LME REEOFEFEFSR (KR
BAHDO L DL ETe) BAFIEGHICEAL TS, T _TTEHARVA, ZhbHDOEL BNLME %
DYVRI T7 78— T TICALTWABETH -T2, < ODERMN, MATA T UIMHAT A% IR
D HAL, DEBITIES D0, HITAR LICAAIRERICRO N Db o7z, ZOfIE, AHAl
P UMEAT A% OBIFMN BB BBICHRE SN TVD, ZROEDEFNZOWT, AHI T4,
AKEBEDHA L TWDMEREE, 2o OBEROMAE O IO ER I CEHEEES 550 8
IMEREET D LT TE ARV, Fio, M - iR (BI1E. KL, WIR - AdEss EEOLER,
Freghd, miR). IR (. —Waoefiniedk  RIKT, IRoOFM, IROBEE, IREROMER
SRR, IREO B M o EESOXH L, 68 ARRIEE#ED] . SEEEE P OFE) OfEHE
GRMEINTND,

(fi#E)

15.1.1 RAIRAZ IR 2 RIVKR TRAEREN S D b= 56121%, AFIORMA Z H ik L TIRE
BEOBWZZT 5 X5 AFLGRNCEE IR L TREE21T 9 2 &, £72, HIRIZ NAION
O EZ AT 5 BEICB W TIE, NAION OFRJEY 27 3@, AFIZRATL2ZE10kD
AR Z LD FHEMEN H D Z & %, FANCEFICHAT L Z &,

Fio, KEOASAL T 7 FEEOWRMLETIL, [BR R CIE, BEANREREZF &SR LD
Dy, L ESCPE R 72 & OMOZER AR L TV D00, HEEOEROMASDEIZED B D
PIZONWT, FEwmSIT A2 LT TaERy] L LTWD,

15.1.2 fiio> PDE5S PAFHOUEAI LELE OFEGHICHKSE | AFICBWTHHEBEBREZITH Z & &

[_/ f: 31 32)O

(2) FEEREKRARICE IS HR

15.2 JFERERSABRICE D < FHR

15.21 7 v boOfO 1 5 A FMRER Tl 45 & 0 200mg/kg BE CRERIBREIARA 25 22 B AV TZ & DS A
BN, 6 » ARBEK OB AUFERBR CIERO 6oz, 2, E— 7 VRO OEHEER
By (6 #H. 12 » A) OFE & 50mg/kg BEICIUN T, HEBMIZ RS MR AR 2 3 ME B IR 28 73 7
LN DORENRH D, LL, TNHDOHEDE N ~DOIMEMEITIERW S O LHIEF S T3,
15.2.2 B IR T, A 7= U BRICEOMEE L OBMER SV EORENH L0 T, RHIRE G T2
GAIIRBHRRAZAT ) R EERB L TR &,

(fia5)

15.2.1 7 v RO — 7 RIZE T 5 itk ORI W TEIIRK FE O T AR 6
Nz bk s5#ich s,

1522 =a—F/ B U RAEAL T X/ 7V 2 v RRHFTEAIED A T = Rt 2 3l & OFH
LB L RMEIZ O T, +a BRI EONTWRNO T, JFRICHTZ>TFEFEET S Z
Lo
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. BERS
w ST T T 4 VEE 26mgVI INIG) il 75 [ s
YV 7 4 VEE 50mgVI TNIG] ) B —EROMFEIC LRSS b
ﬁé‘ﬁjﬁkﬁj\ D%k A IVT I:/EZL{“LE .y
2. XM
BXhEAR - 3 4F
3. ARBTONE
FIRORAF
4. BEFEVWEDOTFER
BRE Z ATV
5. BAMITEM

BEMERLTA N H
<TovoLey FH
FOMOBZEmTEM A ((XI. 2. FOMOBEEE OESMH)

6. E—H% - A%IE

Al — R

L XFF§E 20mg, L /3F 4 OD 7 1 /LA 20mg

7. ERR4EERR

R

NAT T T BE 25mg/50mg, NA 7 77 0D 7 4 /LA 25mg/50mg

8. WERFTEARFARRUVREES. RMEXNEFEAR. WEMBFAR

50mgVI NIG]

HR7E4 fER AR H A K& SEMMEEENGAEA B | BB A B
VTR T 4 VEE
I VR 201448 A 5 H [22600AMX00919000| &AM FLAEAR UL H 2014410 A 2 H
25mgVI1 NIG)
IVTFF T 4 VE
ST T A 201448 A 5 H [22600AMX00920000| &AM FAEAR UL H 2014410 A 2 H

9. MERIHREN, RERVAREEENFOFEABRVEDOAR

AR ANA

10.
Y LR

11. BEEYM

A L

12,

BREREHIRIZET SH1EH

HETRR. BEKRAREABRVEZONE

AFNL, BERWIRBIROX R & 72 D EFRA TR,
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13. £Ea—F

A R SR L | RIS o — 1 Lt EELEE
7 HOT (9 #7 =
ek WRESRI—F | (Y a— ) OFN) B | i nma—
YNVTTT AN | ey | SR 187722904 Sl He R
25mgVI NIG] Sl Sl Sl
SIOVFFT 4 VEE
SN T R T 187723604 Sl S A

50mgVI NIG)

14. REHTLEOIEE
AFNL, RBRAEAT DX G & 72 b 7auy CRAGEEAERIED) .

37




XI.

AR

. SIFAX#E

1) FENERL : EMRER

2) FENEERF R

3)  FENEEL : AEFEREENERER (5E 25mg)

4)  BFF BT 1EH T A AWIREEFR 2000 ; 62 (6) : 373-382

5) Ballard S.A. et al. : J.Urol. 1998 ; 159 (6) : 2164-2171 (PMID : 9598563)
) Jeremy J.Y. et al. : Br.d.Urol. 1997 ; 79 (6) : 958-963 (PMID : 9202566)
)

)

N O

Carter A.J. et al. : J.Urol. 1998 ; 160 (1) : 242-246 (PMID : 9628657)

8) FHAEWMEE (L NFAHE; 2008451 H 25 A)

9) B AEWTRIRESENRER (5E 50 mg)

10) AARANERERA 2 x5 L U AR GRER — R F OB oMt (L AT A8E 5 2008 4 1
H 25 AZKRR, HEEEEMEE 2.7.2.3.)

11) Hyland R. et al. : Br.J.Clin.Pharmacol. 2001 ; 51 (3) : 239-248 (PMID : 11298070)

12) AARNREHERA 23R E L HEERGRBR (LT A8E ; 2008 45 1 25 A&GR, HIGEEEHMIE
2.7.2.3.1.4)

13) Muirhead G.J. et al. : Br.J.Clin.Pharmacol. 2002 ; 53 (Suppl.1) : 21S-30S (PMID : 11879256)

14) mEICERIT DM ERE (L 3T A5E 5 2008 4F 1 A 25 AZKR., HIGEEEHMEI 2.7.2.3.1.6)

15) Morganroth J.et al. : Am.J.Cardiol. 2004 ; 93 (11) : 1378-1383 (PMID : 15165918)

16) Galie N. et al. : Eur.Respir.J. 2015 ; 45 (5) : 1314-1322 (PMID : 25657022)

17) BEE F=71EH> : Impotence. 1989 ;4 (1-2) : 31-37

18) 7kJE Jt—1E7> : Impotence. 1996 ; 11 (1) : 35-40

19) In vivo FHHAAEAHRER (L 3T A5E ; 2008 45 1 A 25 H&R, HFHEEHEE 2.7.2.3.5.1)

20) Webb D.J. et al. : Am.J.Cardiol. 1999 ; 83 (5A) : 21-28 (PMID : 10078539)

21) Webb D.J. et al. : J.Am.Coll.Cardiol. 2000 ; 36 (1) : 25-31 (PMID : 10898408)

22) Mey C, : Klin Pharmakol Akt. 1998 ;9 (3) : 87

23) Wilner K. et al. : Br.J.Clin.Pharmacol. 2002 ; 53 (Suppl.1) : 31S-36S (PMID : 11879257)

24) Zusman R.M. et al. : Am.J.Cardiol. 1999 ; 83 (5A) : 35-44 (PMID : 10078541)

25) U b F e L oMM OB (LT AEE ; 2008 4F 1 A 25 HIKGR, HGHEEHEEE
2.7.2.2.1.3.)

26) Muirhead G.J. et al. : Br.J.Clin.Pharmacol. 2000 ; 50 (2) : 99-107 (PMID : 10930961)

27) ¥V VL ORYMHALEMORG—2 3B (L AFAEE ; 2008 4 1 1 25 H&ARE, HEEE R
32 2.7.2.2.1.8.)

28) Wallis RM, et al. : Am J Cardiol. 1999 ; 83 (5A) : 3C-12C (PMID : 10078537)

29) HATEREGTE - AAERGTR2E. 1999563 (10) ¢ 1

30) Campbell U.B. et al. : JOURNAL OF SEXUAL MEDICINE. 2015 ; 12 (1) : 139-151
(PMID : 25358826)

31) Gilad R, et al. : BMJ. 2002 ; 325 (7369) : 869 (PMID : 12386039)

32) Striano P, et al. : BMJ. 2006 ; 333 (7572) : 785 (PMID : 17038735)

)
)
)
)

. TOHDSETH

*1) 7y Fvr - S~ o 38E (b)) - BWmmRo i LR - 59 13 ik, B)IENE (2022)
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XI. &84

1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

Shie I sh R ALK O &
PEAE (HERMEITEEZIT O+ s | @, RAZIF1IA LRI VT )7 4L & L T25mg
DHERF D SRRV BFE) ~50mg & PEAT 2 ORI IRERHIRNIC R O 5325, &

i (65mLh b)) HEFEDOH 2 BE L OEHEDOF
fEdE (Cer<30mL/min) O & 5 BHEIZOWVTIL,
AFNOMAEFRRENBEINT 52 L RARBO LT
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k5844 VIAGRA- sildenafil citrate tablet, film coated
KIF - Hiks | tablet, film coated : 25mg, 50mg, 100mg
INDICATIONS AND USAGE

VIAGRA is indicated for the treatment of erectile dysfunction.

DOSAGE AND ADMINISTRATION

2.1 Dosage Information

For most patients, the recommended dose is 50 mg taken, as needed, approximately 1 hour before
sexual activity. However, VIAGRA may be taken anywhere from 30 minutes to 4 hours before sexual
activity.

The maximum recommended dosing frequency is once per day.

Based on effectiveness and toleration, the dose may be increased to a maximum recommended dose
of 100 mg or decreased to 25 mg.

2.2 Use with Food
VIAGRA may be taken with or without food.

2.3 Dosage Adjustments in Specific Situations

VIAGRA was shown to potentiate the hypotensive effects of nitrates and its administration in
patients who use nitric oxide donors such as organic nitrates or organic nitrites in any form is
therefore contraindicated.

When VIAGRA is co-administered with an alpha-blocker, patients should be stable on alpha-blocker
therapy prior to initiating VIAGRA treatment and VIAGRA should be initiated at 25 mg.

2.4 Dosage Adjustments Due to Drug Interactions
Ritonavir

The recommended dose for ritonavir-treated patients is 25 mg prior to sexual activity and the
recommended maximum dose is 25 mg within a 48 hour period because concomitant administration
increased the blood levels of sildenafil by 11-fold.

39



CYP3A4 Inhibitors

Consider a starting dose of 25 mg in patients treated with strong CYP3A4 inhibitors (e.g.,
ketoconazole, itraconazole, or saquinavir) or erythromycin. Clinical data have shown that
co-administration with saquinavir or erythromycin increased plasma levels of sildenafil by about 3

fold.

2.5 Dosage Adjustments in Special Populations

Consider a starting dose of 25 mg in patients > 65 years, patients with hepatic impairment (e.g.,
cirrhosis), and patients with severe renal impairment (creatinine clearance <30 mL/minute) because
administration of VIAGRA in these patients resulted in higher plasma levels of sildenafil.
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Drug Name

Category

A=A KT VT DFE

sildenafil citrate

B1

25 SO

(2021 4E 4 AMR)

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)

Category B1 :

Drugs which have been taken by only a limited number of pregnant women and women of

childbearing age, without an increase in the frequency of malformation or other direct or

indirect harmful effects on the human fetus having been observed.

Studies in animals have not shown evidence of an increased occurrence of fetal damage.
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