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169 ¥ %77 4/1-++-10.0mg
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18 X X477 4/1---20.0mg
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.(1)
(2)
(3)
(4)

(5)
D)

2)
3)
4)

(6)
1)

2)

aRICET5IEE

HEERITHR
P E (R M TR 21T O IS T 7R Ehid & 2 OMERF S R 72V )

RERVHE

WHE., RACIZ IR 1REZ &5 7 008 LT 10mg 217408 1 BRENCR 0% 54 %, 10mg
DEGTHHRMRBGE T, ABNEN RAF &l S - E M SUTIR G REE R 2BE T3 L
TiX, 20mg IZWETHZ LN TE D, MEXIPTEEOIEEDH 5 EH TIiX 10mg ZH 2 720
ZE, B WTROEAL I HOREF1RE L, BEMBIE 24 R EET D L,

A TEEDOBEEDH 5 HBETIL, bmg NOHRMA L, 5T 24 BB EET5Z L,
B, PEEOBEEDDH L BE TlIkEmAEIX 1I0mg B2\t &L, 10mg 257958
AT ERRLZ 48 KLl L3252 &, HEOBEEDH HEE TIX bmg BN &,

BERT— R /Ny r—
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MUERR L
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VI. EMEECEIHEE

1. EEZMNICEAEHIILEYMXILILEMEE
SIIVTFT 4 VT BRI SOVT T VR ERYE K R

2. EIEEA
(1) TEREML - 1ERERF
HHTT 4L, RAKRY AT 77— 5 (PDE5) fLEKTH 5, PERIELEREZHERR AN O PDE5S
AN L CRAZE O & R 2 i) 5, Y
(2) EHHEEMITHHABMRE
MR L
(3) YEFARIREFAE - FukshE
ZUEM L

10



VI. E¥EReIZEd 5IEH

1.

(M

(2)

()

1)

2)

mREOHT - AIEE

AEEEYGOLGRE

MR L

B = [0 R FE B Z R

VI.—1. (3) ERRREBRTHRIN-IPRE] OESHK

EREREAER CHER SNz lhiRE

EYFHEEF R Y

[ F& [ B L D AW F IRV SN ERBR T A R T A 55O —IIEICSW T CERE 24 422 H 29 H
AT 0229 5 10 5) | ITEO X FE

25527 4 )LE 10mgCl TGO

X277 4 8E 10mgCl (GO EAEWERIAIZ . 7 o A4 — _"—EKZ L0 ENEN 16 (¥4 T77
4 vE LT 10mg) fEFERAS FICHARERRO®KE L CEh 2 27 7 o VBELZRE L, 15
SNT-FEWENRE X5 A — % (AUC, Cmax) (2T 90%EHE X LT THEEHIRHT 217 - 7255 5.
log (0.80) ~log (1.25) D#IFHANTH V. WiAIDOAEYFHIRLEMEN R STz,

HENT A—H BHEINT A —H
AUCo72 Cmax Tmax tie
(ng-hr/mL) | (ng/mL) (hr) (hr)
BHT T A IVEE 4 4 4 4
10mgCI GO 39361222 | 192=%40 2.06£1.16 | 156.5*5.1
FEEE LA

3959+1366| 193+48 | 2.67+1.37 | 14.8%£3.7

(FEA1. 10mg)

(Mean+S.D., n=18)

(ng/mL)

250 1
Lﬂ,‘{[ 200 | —— % %57 4 V§10mgCI[ GO
g —o—BRERGY (SE4). 10mg)
Z* 150 ) Mean =S.D., n=18
7 |
3
¢ 100
Lo
h =
I:Z 50

04
0 8 16 24 32 10 18 56 64 72

M (hr)
(i 3R EENE ONS AUC, Cmax D /37 A —2 (3, YR ORI R OERIEEL - BREH % DR
BRAAMRIC Lo TR D ATREMEN D 5.
2552 4 )LEE 20mgCl TGO
B 577 4 V8 20mgCl GO LAEHERIAIZ /A4 —"—kiZZnEh 18 (XF 77
4 bE LT 20mg) RERERRA S ISR HEROR S L CiEh 2 25 7 o VIREZRIE L, 15
ST HENE T A — 4% (AUC, Cmax) (22T 90%15 1 K EIC THEFHIRNT 21T - 725 5.
log (0.80) ~log (1.25) DO#FHANTH V. WiHID ALY FAORLNEN R S N7z,
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HE/NT A—H BERT A—H
AUCo-72 Cmax Tmax tie
(ng-hr/mL) | (ng/mL) (hr) (hr)
KT T 4 VEE
20mgCI (GO 7690t1435| 325*59 3.26t£1.33 | 17.3%=5.5
FEVERLA
(FEAI. 20mg)

7929+1745| 342*x61 | 2.68X1.53 | 17.2£4.9

(Mean*S.D., n=19)

(ng/mL)
100
350
—— ¥ ¥ 57 4 V§E20mgCI[ GO |
—o— FRHE R ($E4]. 20mg)

i 250 Mean =S.D., n=19

IfiL L
i 300

)%
i 100
3
50
0e

0 8 16 24 32 10 48 56 64 T2
K¢ (hr)

MR EN ONZ AUC, Cmax ZE0/387 2 —X 1%, #ERE OBR, RIEOEEEL - RO
BRIFIC K » TR D ATRENEDN S D,
(4) thiig
MR L
5) BE - HiRAEOEE
AFNIEFEOFEII DL TRETES, (VIL.—14. BALOZFE] OHSR)
VI.—7. H8E{EA) OISR
(6) BEM REaL—Yay) @& YHBALE-EMEARSREEHER
MR L

2. EYERERII/NTA—S
(1) fRirAE
MUEER R L
(2) RUILEEFE K
BRI L
@) NAFTRLAZEY T+«
MUER e L
(4) HEREETEH
2B 7 488 10mgCl TGOJ : 0.0483+0.0127 (hr!') (Mean+S.D., n=18)
X2 X257 ¢ VEE 20mgCl TGOJ : 0.0440+0.0139 (hr!) (Mean+S.D., n=19)
B) YIVTFIUR
HEER e L
(6) 2B’
EEERR L
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(1) 1%k —fxBEFTE B
ZEE R L
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EEER L
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ZEE R L

(4) BER~DBITIE
EEER L

(5) ZDHDBEEADIITIE
EE R L

5. X

(1) FCHHERAL R DI R
ZEER R L

(2) K#ICEE5T HBH (CYP4S0 F) DO FiE
AFNIEC CYP3A4 IZ L W Efas s, (VIL—7. HEER] OEZM)

(3) FEBEBENROAERVZDEE
ZEER R L

(4) KEYDOELEOAERVULLE
A ERR L

(5) FEUENRBYDRERI/NF A4
ZEER R L

6. it

(1) HEMERAL R UG
MUEER R L

(2) Hitse
BRI L

(3) HEthRE
MUEER R L

1. b3 URKR—E—IZHET H1EHR
R L

8. BHHI-&BREE
R L
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 REHEALDOEESF)ICEHATHIER

ZERNBEFNDER

( &1

(1) ARA| & EERAIOT—BR k=R (NO) G4 (= hae 27Uk Y o #HiEgT IV, Mkl Y Y
NE R, =370V EOFFIICL Y BEEFEMER L, @EIChEEZ TRIEL 2L
W DHOT, REEEORNZ, MR T —mER (NO) RN ELEIhLTWRND
LR TOHER L, ARG RO E5%ICB VT S MIRA T —b%E# (NO) b4
TG ENWE ) FoEETSEZE, (WL—2. BRAREZFZOEB (RAZEREZEL)) ©
HZ )

(2) FECHIZE T OHEEOEE 2 OMEREOREFGENHRE S
AN, DIEREEOFEEL MR T 52 &, (IVIL.—2. %
E2EE0)) OEED VI.—8. BIEA] DOESMH)

[

NTNWDHDT, AFIEED
SRR EZFDER ([REIZ

EZRNBELZDER (RAESZSD)

(22 (ROBHFICTEBRELAENIL)]

(1) ARANO sk UIEHOE OBEERE D & 5 B

(2) WA T (k=R (NO) 54 (= ha 7 VU > HlAEEET L, i1 Y YL E R,
=aZ o UNE) 2GR oRE (IIL.—7. BEER) OHESR)

@) AT T =Ny 7 T —8 (sGC) HIEAl (VAT 7T N HFEGHofs (IVIL—7.
BERA DHEEM)

(4) DI EREEZHET DR EMWITANRNEY 52 DD EBHE

(5) NEEPED & 5 BE IR HIIROEZ B L2 Z L Db 5 B

6) = FPr— L ARBORENR, KIME (ME<90/50mmHg) Xit=> b v —/REOEE
(Z2HHE £ >170/100mmHg) D& % B

(7) OARFEIEDBEAEIED Rl 8 A LINICH 5 B

(8) MMfgZE « MH M OBEEIEN AT 6 » AUINICH 5 B

9) EEOFEEDH L BHE

(10) MR FAMERE FEEAEEMEDBEIIIF AR AT 7 —+F (PDE) OBERH
Bl 2 REOREBI N D EGRO D, ]

PRER IIZRICEES SEALDIE L TDHEA
A L7

RERVREICEET SERLOEEE TDEHH
RN

RERSARETDER

BERE (ROBEICIKEEICKRET S L)

(1) REXoME ExM (Edl, REOMHE L, Peyronie %) D& 2 BE [HITAPKETH
DI a D AR B 5, ]

(2) FrfehIEDRER & 2 V5L RE HRRARMERIER M, ZRMEEHE, AiMpEE) Obd
BE
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6.

1.

(3) PDE5 PBHFEAI XMt OB AR RVEHRAIZ G H O EE [ 2 b OFA| & OO A H ORER
DR, ]

(4) HfmMERESIM MBSO H 5 8BE invitroidBR =7V FF hU A (NO it
&) o/ MOEEEMTIER 28832 2 E AR LT\ D, MR ESUI bR
BD & 5 BENIKT DRI L TR, ]

(5) mEling (65 LA LE) (IVIL—9. BEEADKZE] DHEBM)

(6) o WA ZEG OB (IVIL—7. MEER] OESH)

(7) & ~27 v—A P450 3A4 (CYP3A4) #H< [HET 3AI 2 5 h o BF (A O Mg
FEREATHZENREOLNTNDHOT, KHE (5mg) MO L, HERIRELZ 7512
HTD (10mg #H 5T 285413 5 MREE 48 BFFLI L) 72 PHEEICHR G T Z L, ks,
FE&EIT 10mg #E 2 22 &, (VIL—7. MEER] OESR)]

BEELEKRMIE L ZOERRVLESE

BELERMWEE

(1) BEITEL TR, PRESROZ OEMEEOBITO -0 BEREORESHRE 21T,
BB BN S X BR LI ALE L SNABREICIRET S - L,

(2) MEATAITDMA~D Y A7 ZLE5 72, £i, BEDERLBEICBNTITOMERA R
NOSERIE T2 AT BB RENEEZ bND D, DRREOWE L BRIET BRI O
HROWREICEE 2155 2 L,

(3) =y hE— AR+ TRVEMEBZICHBNTIL, AFIOMAETREERIC L v IE TRz
KU B TREME D B B D THET S = &,

(4) 4 BERILL L OENERDIE R UTEHEEIE (6 HERILL LRI BB 2 %08 5 S AMEIC T
CENITHE STV, BRI Ic st 2 M08 20T b & Rk Da 5
TR & AR D Z E B B DT, A 4 BRI RRSE T B IER 03 S T
Bt EHICEMOBE 2% 5 L oteEd 5oL,

(5) AFNLMEVER SRR BIEA T A2,

(6) AHIH 5451 AU B AIE T UM RAELN B b DN HEITIE, AFIOIRMA %+
L, ERICIRMEMEDSRREZIT 5L 9. BECHEET 52, (VL.—15. 20k
DB DEBR)

(7) % %57 4 MIKIOBERRRICINT, HEORLEEREENRD HHL TN E0T, S
¥ HBEOMEGEEERE O R RET AT EE S5 2 L,

HEER
[ AAIEEIC CYP3AMIC L b RSB,
(1) BRAZEEZOEH

BRAZE ALV L)

S 4, BRUHED » e - fEIRIN T

TR O NO it 571 BN & 0 | BRIEAEM % 89304 | NO 1% cGMP 0pEAE % HIlig

=hr7Vtel B L DWERD B, L. —J. &#IIZ cGMP D%y
MR L

g1 Y Ve R
—ag UV

fREEIT D Z LD, WAl
DOHERIZ LY cGMP OHEK %
9% NO OREEANFEH 3 58
T2,
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A4 5% BERASELR - HEETT 5 BEFF - fEBRIA+
sGC HEHAl PFACE D mEET2EZ 9 | P LD | Mlai cGMP 2

VAL 7T b (7T L8R)

BTN DD,

JEAEEM U, A5 £ (AN
M 72508 % MET B2 b
50

(2) FFATEELZTDER

HATE (BFRICEETHI L)

&

b5,

HIV 727 7 —E2HEH
U ~FENL

U hFenrvbtoftiicky, K
Flo AUC 25 124%#0+4 5 &

A% BRHRIE - HEE A BT - Gl T
CYP3A4 [HEH vy CYP3A4 FHEMEMZ A7 | CYP3A4 HEICLS27 VT T
ThATT e B Ay (EOAL H| 22O,
S WARTE) L OBRICEY | A&
FS5FLEL o AUC KU Cmax 7% 312%
TUL—FTN— T a—A| KO 22%HINT 5 & OHEN

7 )NV E R — L

TN 88% KN 46% 1K T4
HLEDHRENRDH D,

L DB DS,

ZILF eV
CYP3A4 #%EA VD77 By O L | CYP3AAFBEICL D7 UT T
V77 revs 0. KD AUC KO Cmax 23| > 2 DEII,

=N N

o JEET A NS A AR 3 I Nl /IR
K&y ST SR 90 L FE R OV B
TIVvE 3 KZ 2 9.81mmHg K&

W 5.33mmHg T35 & D
ERNB D,

Fo, a HEA & OPFH T KA
HOIERE D MEIK T AR L
T DHWEND D,

R I ) TUUFT v DR AR
VN =A% PR (BEISUIZAD & ofFH
A RN Fro—L [ ) B = == s ) N D
T} Z 7Y K OMRsE M £ X i KRZE <
TN E . 8mmHg &' 4mmHg T

T5LDOWREDRH D,
F Y F R PFANIZ L0 B EAEH 23 #E 5R9
LEBENDD D,

AF B FERAE IS & %
EER A+ 5720, HRHIC
LV REEHZHERT 552
nNnd 5,
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8. ElEHR

(1) BMERDOBE

ARFIN A RS A ORI FH TS BB EE DS e & 70 2 A 22 520 L TV 722,

(2) EXRGEIEA & MERRER

BXRGEIMER (BHEEAD)

BEE (RP. EMP. EEFE. RRMERER. Stevens-Johnson FEIZEE)

AFNOFHIZ L0 B, FhE, FmEE, RIPERE S, Stevens-Johnson JEMEREZE O
JEY, < EFNICHE SN TWD, 2O XD RIERBFRD SN GAICIE. KAIO#E % F 1k
L. WEIRLEEITS 2 &,

(3) TDDEIER

WD X5 REWERNRD DN HEITIE, LBIDSE, HE, &5 HIEFEOmM 2R 0E %217 5
z,

B E £ 0
EEE WAL, BhFE. (ETO . MELIE, LB, I, PeldE. MR, mmE.
IGIIE, OFFRUIET D, DRGERSET D, K, TS M E

REHR T, RoOFe, ROFFK, o, HEEE IRE, SREEm, IR,
fRFEm., BB, MRS, RePEmaiiRse, IRRRIEIR, GRZ L, [EHERMERL &,
MANEERARPAZE . FEBINRICME DR MM SLARRRAE™ | MBIk P 28

Hibss HERR, ERER, Bl BREVRIERE. TR, DN B, IRk,
M. B (BBE) APk, fERL, MEERZAN ., KO8, HRIMER, WETEE, &
EHR

P B friaest s (AST (GOT) L& ALT (GPT) L& v-GTP LH2&T), ALP
EH

B ik EPRRERR T, RIERME 5

EE HECRE, . PR, BAERE. AR (WRIDUHD . A i, AhEAsmtie, 24

R, B
R AER | SO, O FV, MEIRFEE, SRR, IR, R, Ty TSR, A
MR - A GERR | PERINEE, hEHE, B LU nehiid, FreeshidiE, otk

e SR, SR, BISNED oM, PPORINEE, Wi, i, IHEER
KRB FLBE, 29T, TNIRR, £ 9 FEIE
Z Dtk W7, ERE, PO, INEIIN, RO, BUR. ORMVETRIE, R, D

1) DAEIE, DIERZEIRIE, WA EOEERAEEEN X X T 7 4 VKO 5% ICHRE S
NTWa, LML, ZN6DIEEAEDIEGIN X X T 7 ¢ VAR G-I & O L& R EE
LORKTE2H LTI ERARESNTEY, ZROOHEKNRXF T 7 ¢ VRIAF P
T2 AXBEP LRI LA L TV DA REEOERK ICER L TRE LI DR 0
M, X, ZHHDOEROMAEFIZEIVBI LT bDRONERET H I LILTE RN,

H2) VIL—15. ZO/DFE| OHESMH

(4) HEANEMEFARREERUVEBEREEBEEE —&

LB L
(5) HREE. SoHE. BEERUFHOGREE BIOBFRRTUIE
BB L
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(6) EYMT LILF—ITHY HFBERVERARE

10.

11.

12.

13.

14.

15.

VIL.—2. ZE2RBEZOER (RAESZED) ] OHZM
VI.—8. (2) EXGEIER&MEER] OHEBR

=mENDRE

EEE I —RICAEFBENME T LTS, BEEICERETHZ L,

bENR, ER. BRIBF~OERE

| LR B ISR ,

INREADERES

| N B B R,

ERRERRICRET S
AR L

BERE

(1) #& - iR
SMENCIRBWT, BRI & T 7 ¢ VB A 500mg £ CTHRIEE: L7256 ORIER X,
20mg UL FOHETRD N BWEH O (B8R, . WhRE, Wk, fimE) &
[FRECTH > 7,

(2) W&
R G OB O R R 2 Y RIEI L e Vs, B e HERIEZITO 2 &, B, BENTIC
L0 U T T RHRESRR,

BRALOIE

(1) HISTTH
PTP @3 0#EAL PTP o — hnbHY L THRAT S L 5388+ 5 2L, (PTP o — k
DRI L0 | BN EERE A L. E IS8 a 5 2 L CRERIRA S 0B
RAPHER OIS 5 2 L AHE STV S,)

(2) AFNTHE 5% 36 FH S CHIMERRD ATV G Z LMD, ZOMBITZEMIZ >N T
+ BT L,

(3) AKITEROFE )DL TRETE S,

ZDftDEE

(1) AL OERFERRITHA LN TIERWA, AAEICBWTH ¥ T 7 ¢ V#lE % 5T PDES B
KAz, S, BB T DMEEDJFKR & 720 5 2 FEEIARIS MR e R e
JE (NAION) OFRBNHLE I TS, ThHDEFDE 1T, NAION OfEEk 1 [4F
i (50 mELA ). BEIRP, s e, EERFEE ., ®AEME, BUES] 25 LT\,
SRENZIBWT, NAION 38 L7- 45 L Lo Bt 255 & U CE S iz B 2 Rarse
TlE, PDE5 BHEAIOE G20 B (te) O 5 GOMIKIN (%47 7 4 VOBER
4 BLANIZFEY) 1. NAION 35U 27 23 2 (512720 Z LM iE ST b,

(2) AL OERFERIRIZIA L N TIER WA, SEICBWTH ¥ T 7 ¢ V#lE % 5T PDES PR
A G212, FS, KERIEOFHB WG SN TWD,
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16.

(3) FEHI & OEREBIRIZHA LTI WA, AEICBWTH X T 7 ¢ VElFI % 5T PDES [
A G122, ENIC, BMRTER T UIRRBEERELSHRE SN TND, ZhHDEET
X, HIBYSLOEWAED Z &b 5,

(4) ARHNTITHEIT A YYE & B SRR,

(5) TN — VBRI X X T 7 ¢ VA A B 5 LTS NE O ERIREEEEBRIZ B W T, 7T ra—
VIR, 2 % T 7 4 VEIO AERREDOWT N SIS E L T R ho ey, 7
Na—vxEEHAE (0.7gkg) A LI-HEBRFICBO T, O F WSO NAEREA#RE Sh
776

(6) 25mg/kg/day LA EDHAETH XT 7 4 V& A X 3~12 » H M AR O£ 5 L7 FiaiR
IZBWTC, MEBEEEORT, KR LROZEM, KR RO OB 13380 bl &
DHREND D, & MIBT DREFIERRRIC AT 2 8B A Mt L 72 SME R ARER O —H8 ¢TIk
SEEIRE IR DWW D3GR DALY, K FEENER | KRR L OVEFEAR VE AEIXW T
ORI B N T HZERFRD e o7,

FDih
FARPAYA
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