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FHF IRZY 35 438 e BT AR IR 458482 8 /NI, PRI AT g5 I AR S R FEAS KL
N (RZjJE 1/ I Skw . SRIE 2057, IRZG)S 4 /NP ISk R SKEHL, &) K
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X 3 4R EITEARA 100mg Pa ARG IR AN R S, 75 B ST USCAR TR B AR 1 [RD B A b
MY kAL EH. G 4 Z2F A 100mg Pt IR IR G B2 s i 2k P> 30
mmHg, 1 4452183 MR 2B G B ST UCAR TR R 28 PR ARAE> 30 mmHg, 1 445238 A 100mg
VG IS E B8 2 B S5 B ST SR TR ) SR R PRI > 30 mmHg o AR WL I mT REAH O (1) 7™ B AN
RFMHRIRE, A 1 2WRERH 50 & 100mg PhHbALAER 3 H I SR B R LAY 5Kk . B
RIS -

5t i 25 [R1 B i e v b AR SR If R ) e

PEHLARAE 100mg 5% & Smg 5% 10mg —H2 AR, Xy s, BN ieds A&7 ik
JEF B 8 mmHg A1 7 mmHg.

510565 71 A AR A B e H AR S I R EX B

50mg FHHMABAEASFEMI RS (0. 5/kg) S EIERE CPHH RIMLBRIE R & &~ 0. 08%)
(R A FH o TR B P N S 4 P e K BRAIG 17, 4 mmHlg, T -5 PG H IS JE -4 I B R IS 18. 5
mmHg. A B P 7K R B KA 11, ImmHg, 1105 75 b0 E & FH i e R ARG 17, 2 mmHgo A
DA M Sk 2 B B ST PR I PO S o S0 R S S T H R A B K HEE & 100mg
(it E]

R SR E B UGHE R 800mg, AR F S ERARLL, (H & A 2™ H R A B
e

YR ALY R, SR TR BRI SRR TR . RIPHIRAE S R & A 456 R
HANRATERR, HCE ST A S IE R .
(]
HEER

A S VRTT R I RE RS ) D IR Z5H - C 2 E M R AR O MO IR £, — PRI AR 52 (cGMP)
¥R 5 AUEERS GRS (PDEs) B S H77)

YEFILHI

BF 25206 (1) A= BRI B P st R rh B 2R Ak ) — LR (NOD IR, NO 4
WY EHRIMEEE, SEOMERR ST (CGMP) /KPR, MEESAANFEIRAG, R
No POHARAERT B N B st E A, (ERE 85 @ P ARk M 73 i cGMP ) 5



TURERR —lEMG (PDEs) SRHEsR—%bZ (NO) BUfEM . MPERIEG )3 NO Beshs, 7
Mo A4 PDEs AT SN A cOMP K1, Fasb- P L, MR N ERAR AR . 7EBCA YRR
I, HEF IR AT AE A

P Hh S B R VIR XS PDEs AR . EXS PDEs HIAE AT o0 Hofth O AN B IR
T FREGSE 2% PDEg/EFII 10 f5. /2XF PDE fEFIH) 80 £ 4%, %I PDE,« PDE; . PDEs.
PDE; . PDEg. PDEy . PDEjo. PDEy fEH) 700 Z£5). PEHIASIEXT PDEs ML £ KL N
Xt PDE3 ) 4000 1%, 1 Ja# 50N 7 Rl %, SOzss i EE AR L. Puitil
4ExF PDEs FI1E 2 /&t PDEg YEFIH 10 ff. PDEg /e A-7E T AW B b i) — Al . PE IR E
Xt PDEg G 3 A X 5 AR B A e 7 e I AR R I B € 5 55 P D A

ESUNS0 % = 1 P 14 11 = o 0 AN 73 AN N N Y N =
JVE FifE RS AUZUMR. JBEIDE S AL REZEN KL PDEs A77E o PUHLUAR AR XS X a2 Z{rh PDE;
(R, w] R A H A R — S AL B BU L INMECR AR AR (A SES6 )« 3 i /MR AR T A (1
WSS BLEEFTRANE BRIk (AN SR 1%L

FEHBIRJEXT EhRE IR RLRVEF - o) 35 5 1 Bl Lo B i T RR B 1 A 3 HEAT 1) 8 MRUE L %2
TR A SO RIS v, 22 A5 B2 T DN Rl A A P AN S S TR A B A A Pt SR = Rl s |
R AR R . K2 B/ IRZG R 2 60 70 B pP AL PEARAR 25 2. LR
TR, S S N B it 1 S S 751 e R I SR PS8 R i i 1 9 — T50M 5 28 B8 RF 82t
RIS R, ZHROTHFEE R 4 /NN, (H ISR 2 /NI 55

PGB AR AR I s HIREMR - {5 55 A B AR PG AR AR 100 2250, SEURALME T
B PR 8. 3/5. 3mmHg) . RZ G 1-2 /NP I F R IR, MRZiJE 8 /NI 2
RGAAT 2R . 25mg. 50mg B 100mg P M AR AR ML K (R FEma AR 8L, HoX—1F 5 25857 &
AMZRETC R . 7E R A P R R B R 297 i (S XA E T BE R (L [ZRR D

Systolic Blood Pressure(mmHg)
(]

-151

-25 7\ T T T T
Pre-Dose 4 8 12 16 20 24
Time post dose (hrs)

+—+—+ Sildenafil 100mg o-9o—9® Placebo

P 4 fi B S A A W A s e Al 245 T A2 AL R P

PR X O RE S H I

IEH HAEEEH PR RA R 2 100 250, RAEA IR E SO H B L.

FAS IR FESEAE 1 PE AR AR NS Lo B RS A TR o A — AN/ IR AT IR « X HEE i
IR, 8 AR E MRSk P O L AE TE Swan—Ganz SE MR, 40 4 IKERIKES T A=
940 Zww MTaHIRAE o kI s RILEK 3. BEVRET, B R AR o i e R 2



S R TR 10%. B8 8 AT 0055 s I ik s« T 2 ik A AT Ca i HE 8 0 331) P340 B 28%-
28%- 20%FN T%o S LRk SRR A0 2k R s kB MR S IR R IR 100 = e v
i B AR 1 P A WA 1 25 UK B Ve 2~5 %, H IR B IS B I LR Bl ) S N AT A AE

*3

T s Pk R i 2k 0o RS S8
B KR S A AR 40 255 B MLIREh /£ Bk

s DS N WwEh 4 B
i} i 4N /T ) )H 2 ) N M)
MR T [wk | S| R g | PR | PO
Zhk R R (£
Hm;ﬂ?g%gf(ﬂéje 8 8.145.1 8 6.544.3 8 3064137 8 2784153
7.
MR (g 16.7+4 8 12.143.9 8 39.4+12.9 8 31.7413.2
7K7J‘<H)
%&J@%E(%* 7 5.743.7 8 4.143.7
KA
Mg 8 | 1504+124 | 8 14064165 8 109.5+37.4 8 187.8+30
(KK
Pk IR
. N .6+7/. O+ .619. 519,
R 8 73.6+7.8 8 65.9+10 8 84.6+9.7 8 79.5+9.4
LT H B
s 8 5.6+0.9 8 5.241.1 8 11542.4 8 10.2435
DFR QR 8 67+11.1 66.9+12 8 101.9+11.6 8 99+20.4

FE—TRCE e M4%$%xﬁ%ﬂ%%%ﬁ@ﬁ%%i% et Iz B IR A 112
PO G BB R BT ISR AT | /NN BENLSS 5 S50 22 BT 100mg Pa AR R o 32 BE2% k1
B T A AR o R 1 12 0 S0 A A RIS 1] Eﬂ%#@(Nm)ﬂﬁ@ﬁ%@%ﬁﬁﬁ
—E RAE WP R ARRS T

ﬁ?iﬁw’ﬁﬂﬂﬁj GEE LR 7398 423. 6 FPF1 403. 7 75,
FEA SR RS T2,

7GR AR X AL BE BB M . BRI D A 100 Z M 200 2w AN A, &

Farnsworth-Munsell-100 & iffs S KINE —I M/ S Ea e 2w,

Hox A SR,

WEE 284 2 B 1] 43¢ 30 1L 24 R PEVAELINS A1) 3X — IR 5% 250 %F PDEg A1 — 2. PDEs 2 5
WHTERY], MR 2 i T HoORHER R R 29, Ao il Ay BRI ANRL

ML R R A% 5

Sk AN
T SRR T BB (e e R TR 100mg P TS AE 5 T8 2 R A S

AN

FHEFA

WALFEIE: PEHUARAEAE DA R AN tp 2 g B 40 B A0 o - B D .40 i 1) Ak AP B R A i
By ARAN NS EL A 38 A% 25 S A0 AR 1A/ B Rz SE 56 o
AT REE: MEMERR 225 36 XL MEME R BRZ5 24 102 K, ik 60mg/ke PR HL/ A 74 H AR

e GZAVEATERNR AUC (A AN H M AUC 1 25 5 LA 1), R WATEEE . fEf@ SR E H
A ARPGHUARE 100mg 5, A& TG JIRTEAS R 25 o

TERS B T R BOR SR R a2 52 38 200mg/ ke AR EE /R TG AR AE, R MBI IERG
BEPE R LR ARSI E mg/m2 THEL, 43 AH 4T 50kg 52 MRHD ) 20 f5 41 40
£ o FERB=ATA G R B SLia . 454 36 K, Z45fE (NOAEL) iy 30mg/kg A /K.
EBF IR K B AEIX — 78 T AUC 299 N3 AUC 1Y 20 1% . WHEYRIE LoV A BEAT 78 70 A g ok
FE VG M AR AR

FomE bt HEMEFIMENE K PG IRAEAZE 24 D, FIZEFES BIER P RS & v IR
A R He = BAC U 1 S 2 I il 2R TR AR (AUCS) 32 1) 55 18 IR PN 2 e K HEF 778 (MRHD)
100mg B IX—48AR0 29 £ A0 42 f50F, R ILEUETE. DNRIEHAIELS 25 18-21 N H, 4ifl&E
ik 10mg/kg/ MR E /K (KM Z#E (MTD)), EI#% mg/m2 11514 MRHD f£] 0. 6 {5, R
DB .

(23177121
A AR JE W SCRGE,  ZaXt AR R 2R 41 % (25-63%). L2530 1S e
FIE VO N SR . JE B DI A . (At 2 PAS0 [FIThEg 3A4 1&84%), Api—



BIEERACE Y, MR S AR . 4E R P50 [FIThEF 3A4 (CYP4503A4 ) K
SR (AR, R, M) DL E P450 (CYP450) RS S pEl
T PEK S T S5 PR ARES IR, nTRES SEEHL AN IR KA (L [THBRAED.
PO IS S HAR U = I B s HHZ R 4 /N

e e 53 A i B IR G B R AE 100 258 5, P4 253k Ui 5.
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Treatment: e—e—e Commercial Tablet

Plasma Concentrations(ng/ml)

K5 RS IEEIEET 2 MR pu AR AR R

W HAC R 43 A
m RIS . SRR TN DR 30 & 120 208 CRAZAE 60 208D JE I8 30 i 2 WGk i
(Cmax Do fES5EMRNI X S FRIARES, RISCEZEFEE, RUWERE] (Tmax) “FIJLER 60 747,
Cmax “F3) % 29% . PaHARAERI IR AAA (Vss) N 105 FF, UL HAEH LA 4y
Ao FUHLARIE S BRI~ (N—ZH YD) 6 K4 96% 5 MK EAL S
HE AR SAYEIRE TR W ERERE IR 900 28 SRR B S R, nrHEx B2k
24 JE R A IR A A AR 2 7R 1Y 0. 001 % o

AR FNHEE -

5t 0 A 3 3 A A ROk AR A D 2 2 P4503A4 (TR Mgt R P4502C9
(RERR) Hr. EEEA= Y e N— LR, 53Kt —5 iR
e N— R H AW EA ST TAEAITY) PDE E#81%, TEMRSh, ‘EXT PDEs HI{EH 51
FELRTEHABAERT 50% o BEAREH P IR BE 20 N VE U AE ) 40% ,  SC7a AR () 24 B
TERRZH 20% K H T HACEH 9.

FIRR B k25 2 i, v MR A = 2 DA = P SR S0 R HEE (2008 T RRFFIE 1)
80%), — /IR MIRFRHEM (LN IRFIER 13% ). @it ANFEZGREN S0 A5 2 i &
FH R BN 112 SR UE g S R E AL

R ANBERZRB 1%

ZEN: EEZFEERE (=65 %) KTHITIEEREEK, PR Gt N-&
FIEACHT MR 250 fh 8 RTAR (AUC) Z» Wl tb R G IRE (18~45 %) A 84% Al
107%. 5 RERNFERZ AT A msm, ME CRE MR EASE) A R H
T N-22 HIEACU P21 AUC A S H 23 5 340 45%F0 57%.

B ThREAN 4 A 5 WUEHE B2 =50~80m1 /min) Alrh & (ULEFE 2 =30~49 m1 /min)



B ERSEZRE, A5 ORI IR 50 Z 2550 kA . EEEIRE (L
FFERRZ<30 ml /min) ERZIRE, FHBAERTERRRIEC, 508280 FF R 4 &
JEEAMLE, 250 2R R AR (AUC) A1 Cmax JLT-INf .

AN, 5B IIREIEE R E AL, PUHRE N-2 H AR A M1 AUC Fl Cmax 75 2%
B E RS2 S, s 200%F1 79%.

FFINGEA4: FAEAS (Child—Pugh 232% A 200 B 2%) LIRS 11 78 Ho R JET5 B 28 1%
%, 5FRIFERETIFHERMEIEZALL, AUC FI Cmax 45534 5 84% A1 47% . = FE T I RE4R
FEFH (Child—Pugh 774 C 2 HIvaHIABAEZG4R 8 )2 v R IEAT I 52

Rk, #E# 65 &L, FFIhRERIE .. M™E S IR E & S8 A S E KT & o
XRBHEMEBEFEM 25 Z2w hE (0 [FHERED.

[E5R]) 2Es, ZERAF.

(3] Fadt, k1A, B0hE 1R
Ejﬁ/@»%’ *ﬁ 2 H" /J\ﬁ 1 *ﬁ;
RIRELRE, RN 3 B, BR/NEL LG
YRS, B4 R, BNE IR
RIBASE, FiR5 F, & 1R
RIRELRE, RN 3 B, BN 2 B
%E@%’ *ﬁ 4 )51‘7 /J\ﬁ 2 *}i,
%E@%’ *ﬁ 5 )51‘7 /J\ﬁ 2 *}i,
FRYBAINE, RS A, BN 4R

[(F33H] 36 M H

[ $ATHRUE] YBHO0722017

[#eAESCES 1 E 257 120143255

[AF=4k ]

Al A FR: [ AR) M 2 LB 2 S R 0 PR A 7] (2 )

AFEihl: TN A= X R o 88 5

MR Zwfis: 510515

% FURSS HLAE . 4009613033

AR S HIE:  (020) 87063679

BEARSS HIE:  (020)87573176

fEHE 5. (020)87061075

PWfk: http: //www. byszc. com



