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BEAEARD IF 1, PMDA D IS G HRARR O — DIHHlG T R E STV 5,
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JFURE B E 2 EIRBISICR R LT A EHSC IF (R Fidl LR MR I oW I3 o
MR % ~DA 2 E2—IC LV FIHE B ODPANREZRIESE, IF OFAEEZ®mOL0LENH D, F
7o, BERFSGT SN A EoFEESEICET 2 FHICE L TiE, IF BNSGET S5 £ TOMIE, BEEAe
ENRET IUGETNEEZA O LI SCESE, &2 WIFEHEOERGFRIEMR — e 2 L 0 3K
IS A S04 5 & & bic, IF OFERIZH = - Tk, FORMNCEE PMDA O EFK L ER
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THRETRETH S,

4. FAICELTOBER
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ZIEM L CHEES 2 HIED 5 6 DI LTV iZE 2y,
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6. RMP DOBEE oo 1 6. BHEOEREAETIERECHETIER. ... 17

M. ZAFRICBET DIEE e, 2 T FAEAER oo 18
Lo BRTBAA oo 2 8. FIEF oo 19
e IR e 2 9. BERRAEAREFICKITTEE 21
3. REEERSUITRMER oo 2 10, IEEBEG oo 21
4. RO F B, 2 11, W E DR e, 21
5. AbF4 (@401E) XUEIARE e 2 12, F DD VI oo 21
6. EHA., A, BT, L& e 2 IX. FERGARFRBRICET DTHH (e 23

M. AN T DI E oo, 3 1. FRPIERBR oo, 23
1. BRI o 3 2. FEMERRBR oo 23
2. B OBFEEETICRBIT D EENE ... 3 X. BHAFEEICETDTEH e, 24
3. HES OMERARBRIE, EEE v, 3 Lo BHIEE DY oot 24

V. BRI T D IER oo 4 e IR oo 24
Lo BT e 4 3. ALHERRAE T ORI oo 24
20 BUFTOFRAR oo 4 4. BB FOTEE oo 24
3. IR DR O o 5 5. BBETT B oo 24
e T 5 6. ARy < TRZNEE o 24
5. 1BATDAHEMED D DICHEM oo 5 7. FEERFEAER B e 24
6. BAOXFESLMETICBTIEEM e 5 8. MUEIREAREAEA B L OVKGERE . ML
7. FRARLE R OVRIRE DZETEVE e 5 YEIVEAE A B, BRGEBRAATEA H o 24
8. AL DELAZIL WEMLFEZEIE) ... 5 9.  ZMRESUIZhEBM, FVE L O &A EIE N
9. T o 6 BEDAER A OF DL oo 24
10, 2588« AIEE e, 8 10. FHREAMSR, HiMERARFEA B LOE
11, BB S AU A G I oo, 8 DIPIZT e 24
12, DM e, 8 11, FFFFRHARD oo 24

V. HBFRICEET DIEH e 9 12, BEEHARIHIRRICE T DM e 25
1. ZIHESUTZIER o, 9 13, BFET = R oo, 25
9. BhRE AN R TR A e 9 14, ERBRAGHT EDVEE (oo, 25
3. FTEM O E e, 9 XL SR e 26
4. HEROHEICEET 2FE (e 9 1o BIHTTIR oo, 26
B BRI oottt 9 2. ZOMDBZ IR ccveeeeeeeeeeeee 26

VI HDIRFRI BT D IHE e 11 XTI, BEEEE oo, 27
1. FEFZLMICBEED 2L AW UL EWEE.. 11 1. ERANETORIERDL e, 27
20 ERFRLEF oo 11 2. WEAMTEIT DR SCRTE R oo 27

VI S ENIE BT AT H oo 19 XTI, JE et 28
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MR ORE

VLTS T 4 VTR ARIEEAITH Y . AHTITERK 11 FlIc k&R Wb, VAT T v
8¢ 25mgVI TANG ] MOV VT F 7 4 LEE 50mgVI TANG ] 1%, 7> 7 7 — Uk S RN o F /
or X RS LN BUEE IR G AGR I EEIC BT 2 AR L. VA 7 I D VRS
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SO EREFHEE

VIVT T T 4R, RO PDES 2B IRAYICTE U, AR & OB AP BRI B >k o> NO il
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PEAREENR, B, — PR MR & ST 722 & O EE L OME REEOAERSR (KRR R
Db Db ETe) BAARGZICHEE L T o, (IVIL—12. (1) FRERICES FH) 0HESHR)
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1.

(M

(2)

(3)

2.

(1)

(2)

()

R34

4

VIVT 7 4 VEE 25mgVI TANG|
VIVTF 7 4 VEE 50mgVI TANG)
F4

Sildenafil Tablets 25mgVI TANG ]
Sildenafil Tablets 50mgVI TANG]
LFDHE%E

—es vTF 7 o) HAE (B8 +5 & (25mg, 50mg) +ES ( TANG) )

—h&
M (4%
YNT T v = U (JAN)
8 (AR
Sildenafil Citrate (JAN)
Sildenafil (INN)
AT L
MAEVEREER 2R AR Y= A7 7 —F PDES [HEA| : - afil

BEXRITRER

HO CO:zH
HO2C \X/ CO:zH

PFRARUHDFE
5F : CeeHsoN604S + CeHsO7
sy 666.70

L4 (88K XEFERE
1-[[3-(6,7-dihydro-1-methyl-7-oxo0-3-propyl-1 H -pyrazolo[4,3-d lpyrimidin-5-y1)-4-
ethoxyphenyl]sulfonyl]-4-methylpiperazine monocitrate (IUPAC)
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WAL L

LEES



. B ICETHIEE

1. YEFHEE

(1) 58 - tEK
FEDOREEEOM KR TH 5,

(2) "BfEE

e L

NN-PAFLTERT IR B R

K Biiz<w

TH ) —)1(99.5) gD TERIFIZ < W

(3) HiEE
REERRL

4) Bm (DR, B, BER
LR L

(5) FRIGEFRBETEL
EER R L

(6) SECRE
BRI L

(1) ZDHOELGREE
EER R L

2. BMMHOEEEMTISH T ZREM
BB L

3. AMBHDOHERRBRE TEE
TeRe i BRIk
(1) ROMBIR A~ S AVRTEE (RAEH Y ¥ LEEANE)
(2) 7= O EMERS (1)
B
Wik~ 777 4 —



IV. |89 HI1EH
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T AN TA=T T

(2) EFONE R UMK

fR5E4 VT T 4 VEE SIVTFF T 4 VEE
25mgVI TANG| 50mgVI TANG|
th - Kl WIRED T 4 )V ha—T 4 T HE
b
’ O
A O
fau e — —
AKIRFIR SIL 25 SIL 50
EH£ (mm) 6.2 8.2
JEX (mm) 3.0 3.5
& (mg) 83 165
(3) #HAa—F

FREML ¢ BEA], PTP 2 — |
FRAR © VT 7 4 VEE 25mgVI TANG] : SIL 25
VVT 7 4 VEE 50mgVI TANG] : SIL 50

(4) HE DY
MR L

(5) Znih
BARYAYA

2. HE|IDMERL
(1) A (BHERD) OEERVRMNH
W 8 4 G S

VIVT T T 4 VEE
25mgVI TANG]

1 88 ST F 7 4 VT = RN
35.12mg
(VT F7 4L LT 25mg)

IVT T 4 VB
50mgVI [ANG

1 880 VAT T 4 v = R
70.24mg
(I NVFF7 41 LT 50mg)

flmn L — 2 MK Y KR
VT AT B ATV AR — AT R
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L, e 7mAn—2R FEEKFY,
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(2) BREFORE
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(3) M
DR L




RMIBREDHERRUVEE

BARAYA

pali
A L7

BAT BRIREIED & 5 RHY

BB L

WEIOEIEEB FIZH T REH

ik KR OFH Rl REE | Rt e
g | R 25°C (1 P \

;;;—7—27;; JI WA R jﬁzg gg /CéH (}CS)%) (EEjJJT\PD@ 36 1 A .

"ANG) I gij;gi&;@ f&ﬁﬁf“) 6 5 A o
B 25C(E1C) | MR \

Qiéiiié B ?é;i;é;ﬁ;ﬂ fjﬁf@ 36 ] o
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9.

B
BHEHIZE T HEMUE
(1) T F7 4 VEE 25mgVI TANG| [
[ &) H 72 % O EFE A O LM PRI SRR A R 74 ) PRk 24 4 2 A 29 B 3ER5%E
A% 0229 10 75) 1TEES & Ei
RER L AARER  —EBRE WHERBRE S RE
ARER S
AR 900mL
O 37.010.5C
# BR % - pH1.2, pH5.0, pH6.8%, /K
[ #5 % : 50rpm (pH1.2, pH5.0. pH6.8%, 7K). 100rpm (pH5.0)
T T 4 VEE 26mgVI TANG) 2 LN VT 7 ¢ LEE 50mgVI TANG| (FEYE
BIHK) 184 W TRBREZ{T- 72,
B R . R TOLRMBICB W CHIERSEICES LT,

Y .
<Pt >
pH1.2, 50rpm pH5.0, 50rpm
120 120
100 100 | W 8 —0
& 80 & 80
H i [
= 60 = 60
(%) (%)
e A o B
2 ~— R 2 R
0 0
0 15 30 45 60 0 60 120 180 240 300
B (min) 5 (min)
pH6.8., 50rpm 7K. 50rpm
100 120

Boobllies 5 & : . . 3
H o5 ¢ T — B g
(i)w -fi) 40
R - B

0 —— A 20 —— B

0 60 120 180 240 300 360 420 0 30 60 90 120
B8 (min) F5 8 (min)

pH5.0, 100rpm

120

100 [#
5 8 %P'q
% 60
=
(98] 49

e B
2 - R
’ 0 60 120 180 240 300
A CPEEEE R 2E, n=12)




(2) v vTF 7 4 E8E 50mgVI TANG] [8)
(LR EE T OEMZFRGERBR T A R T4 VU EO—HREIZOWT) OFRk 24 4 2 H 29 H
IRFFEAH 0229 5 10 5) ITES & FEhE
ARG AR —REBRE EHERE SR
ARG
BRI R © 900mL
B & 37.0£0.5C
A B WK - pH1.2, pH5.0, pH6.8, /K
o] #x % : 50rpm (pH1.2, pH5.0. pH6.8, /K). 100rpm (pH5.0)
HEAER . 2 TOEMICB O THEEEICES LT,

R ¢
<YEHdh AR >
pH1.2, 50rpm pH5.0, 50rpm
120 120
100 /i"'——“—' 100
e e e Wﬁ
# t
= 60 = 60
0 w0 o sE ® ~ B
2 —- R 20 - R
0 : : : g 0 . . - : ;
0 15 30 45 60 0 60 120 180 240 300
B (min) B (min)
pH6.8, 50rpm 7K. 50rpm
100 120
80 100
& g0 R
H 4 60 |
= =
(o)™ ) %) 40 | )
- HEBE B
% | 20 ~—
0 : . . . : : ; 0
0 60 120 180 240 300 360 420 0 30 60 90 120
¥4 (min) B (min)
pH5.0, 100rpm
120
m 00 r
#
= 60
(%) 49
o HBAH
n - A
0 ‘ .
0 60 120 180 240 300
BFl (min) RS
CEEJE IR R, n=12)




10. &% - 9%
(1) EENDELRSE - AE. NEFHRLESE - DEICET HER
BARPANA
(2) @
VIVT 7 4 VEE 25mgVI [ANG |
20 &£ [10 g2 (PTP) x2]
VT 7 4 VEE 50mgVI TANG |
20 & [10 & (PTP) x2]
() FHE=E
R L0
(4) BEDOHME
PTP: RV =L, T/ILI=0A
NRUR R 7Ly
25 MK

1. BRRES M D RME
LR L

12. 0tk
RN



3.

(M

(2)

4

5.

(M

(2)

()

(4)
D)

2)

()

(6)
D)

aRICET SIEE

MEERITHR

HETE (BRELGHTAZISICTILHREE ZOMBFNHEZESE)

DEXIIHRICEES HFE

5. MREX (I RICEET 5 E

5.1 AT LTI, BEAEROCZDOEMREDOZM OO, BEEORACHERAE 21T
W, BB E S SRR BIBRPBE L SO BEICRET S L,
5. 2 AFN MR S THERRIGHEA TIL 720,

RERUVRAE
RZERUVRAEDMHEHR

WL R AZIE L H LR LTF 7 00 E LT 25mg~50mg ZME174 0K 1 R ancfk n& 54

%

mmE (65 WLl Lb) . FFEEDSH 5 BE L OEEOBFEE (Cer<30mL/min) O H 5 HBFIZHOWN

Tix, AFNOMIERREENEMNT 5 Z ERROLNLTWAHDT, 26mg #BEHELTHZ &,
1HOESIZ1EE L, ®E5RREIX 24 UL EE 552 L,

RERUVRAEDRERE - RHL

<RIBS X D0 - PubBE >

VIl —5. BEEAREARNERE L ZOME] OELD VIL.—8. FIfEH] OEEM

FRZERUVRAEICEEET 5EE

1 RERVAEICEEY 5FE

%, [16.2.1 58]

BHELLIKAZREGT D L

ZENERFIZ IR G LT B IS~ R BRI N B D 2 & 3 db

B PR RS
BERRT— R /Ny or—
UERR L

Be PR ZE TR S B
MR L
FERIGIFERAR
UERR L
FREERIEAER
AMEREEER
MEERR L

R MR
MERR L
BE - RERGER
MEERR L
BRERER

EARERAE (—REARERAE. BFECARERE. EARELEHRAET) . 8ERFTRT 2N
—RRE. BERTRERABROAE

A EE R L



2) RREHLLTERFEOABXITERELAE - HBROME
L7

() =Dtk
AUMERUVRELEICEAT HHER
T & L CERARZIEIT IIEF (International Index of ErectileFunction : [EFSEhfrE A 2 7) &M
= O(15ERM) ©H b, FHAOHEIZETAEM 22 4 8E, MHEREZRATRE, [MEFFEATS 2
EMTEELLEN? ) KOEEOHERHIZET 28 122 4 @, Haed, fARMEZhE 4 #
BTN TEELEN?) ITXEVITWV, BLFOR 27 Tl L7z,

a7
PEAZ D FRTE—JEE By 72 L vrervereerereereeseeaseniest sttt 0
R X TIZIEERE] (10 [FIH 9 [AEILA ) oo 5
BEDOTFR CES L0270 RREIZEE : 10 Bl 7 EFRE) oo 4
e G O T 1 = = S 5 ) I PP 3
R CE LD 720 FEBEEL : 10 [E1F 3 [FIFLE) o 2
LR UNXITIZEEAEZL (QOEIFH L EILLT) e 1

EN OB TR CIL, HEAOBEE ] RO [#EOHEF] L bicv T 7007 = Ul
BEOHKFHEREL VI ARHEOMICAEZENRBD L M

TEADBEE | & [EE DR DR a7 HB

5 5%

- agllil A e e - — e g
D fealem | %50 T o4 AR | A ET
HH 7 7 & REE - -

25mg 50mg

. | EE 1.65 2.17 59° 83"
$ifi A\ o B ! ] i _ _ 3‘_3 _ 3_83_ p=0.0001

({50 (243) (60) (60) (58)

, N 1.31 1.72 2.97° 3.537
DY 1_”[ | | = 22 5<0.0001

({51 %0) (243) (60) (60) (58)

e G-AIOMEITHEAMAPAE T, 5% OG5 (LS mean) Th o,

+ : 77 %R & D Dunnett B DL E L p<0.0001

(%7BRIT 100mg REZ G de 4 BELLER CHEMi Sz 2 LD FHRRFE FEMER D NS85 o
I, A BERIRCTOMTRE AR LI, AFIORBARKTOKFEMEIZL A 15 25mg~50mg TH
%
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VI. EERECEIHIEE

1.

2

(M

(2)
D)

2)
3)
4)

(3)

ERP(ICEEH S ELEYMRITILEYE
VT T 4 N KR, X HE T T 4 v
HE  BEO S DEMORIEE - RFIX, BIOE TR LEBETH L,

ZEIB/EA

YEFRERGL - 1EFRER

VT T 4 E, BEERMERIRO PDES Z B RAUICRHE L, A& OV IR AR B D> NO
FITRIZ K0 FEAE ST RRZRUERIRN O cGMP 3 fE 2 Il 2 2 L2 k0 | BRI AT 15 /) 26t
S, MitENHmL, EXaai, ¥ 2,

B & At (B AERAEE

PDE5 FEE £ A

b MEEUERAD cGMP 43 fiEl:3%E T %5 PDES OIEME % IR DDA AL L7z (ICs0 i :
3.5nmol/L) 5],

PRZEEHRIRMA cGMP 12X 5 A

NO ft5 K CTHH=rr 7Ly R U A (SNP) EOBFHIZLY ., cAMP EICEELY KIFT
e, T Y VERIAN D cGMP BE2BK L7- (ECsofi : 0.43~0.52pmol/L) 161,
BRI ISR R

i B SRR IR O RBERIROIIC X D ahiE i % 10nmol/L LI ECTHE5%E L, 100nmol/L LA Tl
R O FFeRe 2 & L7,

BIRARNIEIERER

IMFE R OVAEIC B 2 TS 2 & e < EBA RIS K 2 A X ORRZFEWHRIENTED E5-
ZH 7= (EDsofl : 12.0pg/kg M) 7,

YEFAFIRASR - iRsR

ZMEE R L

11



VI. EYENEEICREI HIEH

1.

(1) &

(2)
D)

2)

meREDHRE

BLEENGODRE

MR L

RSB CHRIN-OMPEE

HhOKkEs

BEERLA 20 BIZUIILTFH T 4L 25, 50, 100 R 150mg ® #HEKRS L FORSMEHEE

(Cmax) [EFNEFN 105, 192, 425 RV 674ng/mL THo 1=, & 5% 0 BfiH o REEEATRER

METOMmMFELEERFRMBMETEIE (AUCLs) [FZNhZE4 231, 504, 1148 R 1977ng-hr/mL

THY., HEZTHFALTEML =, Flz. Cuax BERRE (Tha) DOFHEF 0.8~0.9 BFHETH
MFRDUITF 7 4 IVOERERBL (ti2) OFHEIL 3.23~3.31 B TEPLMNIZEX LT

[8]

o

R Crmas AUC,,
(mg) (ng/mL) (ng-h r/mL)
25 105+62 231+103
50 192+102 5041202
100 425+ 147 1148+274
150 674+239 1977 +733

EMTHECRERE (n=20)

Crax : B MIFHRE

AUChst : 5% 0 BfffD o R EERERFMF TONR D RERMBRTERE

REH"RE

fEEERR A 6 2T VT 7 4L 50 KON 100mg P & 1 H 118 7 B REKERD#HES L7ZFFO Cmin
(e 54 24 WRefifE) 13RI H 408 L CEERAYE (Ing/mL) (I CTH 572, Tmax KO tiz 13
7T A OKEBEEIZ X > TELIZ Lo 7= 1]

12



3)

()

(4)

EYFRIRIF AR

VVTF 7 4 VEE 50mgVI TANG| &34 7 7 F8E 50mg %, 7 0 A4 —/"—EIZ L ZnEh
188 (T F7 408 LT 50mg) AT 7 20 4 IZHf R R AR O f 5. L C iR R 28 b
RIREZHE Lz, SN 3 Ehe T 2 —% (AUC, Cmax) (22T 90% 5 X LI THE
FHIENT 21T o 7255, log (0.80) ~log (1.25) DOFIFANTH ¥ MiHRLIF] D A=W~ [R5 23 e
Sz 2l

HEING A—F EINGA—%
AUCD-zd Cmax T:nax tl.-’z
(ng-hr/mL) | (ng/mL) | (hr) (hr)

o

VILTF T 4 LB
50mgVI [ANG]

A 77 F850mg | 550£235 | 19183 | 1.4+0.8|2.4£0.5
CESEHRERZE, n=20)

570%220 196195 |1.2+0.8|2.6%1.4

(ng/mL)
300 . - ILTF 74 EES0mEgVI[ANG]
| 0~ {77 Z5E50mg

i 25017 (CFEEEE R . n=20)

% 200 +

v

Jo 150 -

i&-

. 100

,f

L 50 1@

g .0

J& 0 @

0 4 8 12 16 20 24
Il (hr)

MAERIREEN NZ AUC, Cmax D /XT A —H 13, #ERE OFIR, RIR ORI « FFE S5 O ER

FIFZ L > TR DAREERH 5,

e

MERR L

BE - ftRAEORE

BEDEE

TR N 16 412 VT 7 4V 50mg & Btk XIFZEMERF I BRI O & 5 L, (KNEIREIC RT3 &

FORBERT LTz, YT T 7 4 VD Toax 1 EBE L OZEREREE G TEZ 8.0 KON 1.2 RFH

ThY, BHEGICEDRIGEENFEICHD U, Tna?d L8 FHIER T2 Z & 235380 bz,

BHKEICTEY Cnax L N AUCLITZEIERFIZ R TENTN 42% K O 14% H Z 2 Lz bolll)
VI.—7. #HAEAEH) OB

13



2. EUMRERAINTA—S
(1) fRFAE
MR L
(2) WRUREFE TE
MR L
(3) HEREEFEH
VT 7 4 VEE 50mgVI TANG |
0.308+0.091 (hr1) (CFHECIEHERE, n=20)
4 2)VF7I3VR
MR L
(5) NHEE
MERR L
(6) Tt
MR L

3. BEE (KEal—vay) @
(1) 8B4 A%
AR L
(2) 185 A —5 EHER
R L

4 WX
BHER L

5. %

(1) % — AR P @@ 1%
BREERRL

(2) Mm%k —RaEERIFT @B
YRR L

(3) HA~DBITH
BREERRL

(4) BERA~NDBITH
YRR L

(5) ZDMDMBBA~DBITIE
BREERRL

(6) MIFEOMFERR
YRR L

6. fH
(1) RBEELR KRB
VAT F T 4 i EE LT CTRE S S 2l
(2) REIBEE5T 58K CYPFH) ORFE. H5F
FEH NLA T ARD AL FEE 1L CYP3A4 23k Hi# < . R\ T CYP2C9 T - 7= h2l,
(3) YMEEESHROBEERVZDEE
MR L

14



(4)

10.
(M

(2)

(3)

11.

REMOFEORERVEMSL., FELR
LR L

B

fERERR A IZ S LT 7 4L 10, 25, 50, 75, 100 O8N 150mg P & Hi[a[# 5 L 7= 0% 5.4 48
M E ToORLGEITHT 2 REKRDO BFIR THEERIT, 0.3~0.6% L ENTHY | HE=ITEKRR
IRE—TEDMEZER LT,

R ST VT F 7 4L 50 XiE 100mg ™ & 1 B 1[5 7 ARERS L-RKFo 1 B o581
X9 D REAGIRD 24 B O R PHEIERIZ, 0.2~0.9% DR THER L, BRI G50 L FFEE TH Y
G X D2 X720 o 7= 18,

S U RKR—2—IZE8T B 15K
MR L

BHHICLDIBRER
AFNTIMAEE OSSR Em < . RPHEERPMEWN - OB BIIC L 527 U7 T 0 ARSI TE T
2uy, (IVIL—10. @EES ] OESHR)

HENDERZEITHEE
BieEEERE
fREEERR N 8 44 M DN HERERE B A 16 44 A KT RITS VT F 7 4V 50mg % Hi[AlRE O35 L=, &
MEBEDIR T NERE (7 v T7F =027 U T T2 A Cer=50~80mL/min) K& NH1%E (Cer=30~
49mL/min) OFEEHZ TIIMIEFT ST F 7 4 LD Cmax K AUCITEFERAICH T AHE A&
IR o120, EHEREE (Cer<30mL/min) TlE Cmax X TN AUCL & & IZEEFERR AT EERTH
2 fELEVMEEZ R LT FEAT—%) b4
FHeEfEE RS
fEEER A 12 4 M QTR RERR 2 HR A 12 4 2 R TRICT VT F 7 4 /L 50mg % HilElRE 05 L 7= o
SNVTF T 4 VD Cmax L N AUC DB ITFERER A IER LT, 223K 47% K& O 85%HY
mo. AFF7 4o )T T A (CLF) 1346% L2 WWEAT—%) D4
=EnE
R (65 mklh B) 15 44 M OMEREEFH (18~455%) 15 A& XIRICT VT 7 4L 50mg
ZHAAIRE O 5 U To D Tmax 13, MRS M OEFEE TENEI 1.2 KO 1.1 K & 72 0 IR RER
T o7, Cmax [LEHF T 303ng/mL, #HH T 178ng/mL Th V| @EEFITEFE LY 60~
T0%@E\WMEZ 7~ LT, AUCLIX @ K O FFH TENLIL 1077 e ¥ 586ng « hr/mL & 720 | &
E DEFHE O 2 E5EmWVEE R Lz, tuz (X@EE T 3.8 KffH], HHEHE T2.6 FFHTHV | M
FIZBWTEN- T, BB TIEZ V7 72 APRFEEICEDT L Z ehRan GMNEANT —4)

[14]

o

Z ot
BB L
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2.

 REH(ERLEDEEF)ICEISIER

ZERNREEDEH
1L.E&5

[

11 RK EHBERH D VIE—BRIEER (NO) #E5HK (ZtnJ Y+ v, BEEET I )L, HEEE
AVYVILE R, Za52DL%) EOMRRICEYREERASERL, BECMEZTRS
BT ENHLDT, FFIRS DRI, HEFIH D WVIET—BIEER NO) #HE5HIAKRESH
TWEWI EZE+0HEREL. FFRSHPRURERICEVWTHHERH S WOIE—FBRIEESR
(NO) #HEHARESNBVRSI+EETSH &, [2.2, 10.1 B8]

1.2 REPIZECOHEEFOEELGODMERFOAEERZIHESNA TSN T, KK
Eouiic, DMEREEOAREFEZ RIS, (2.3, 25,2681, 9.1.1,11.2
S

ERRREEDEH

225 (ROEBFIZEEBEE LW L)

2.1 RFN Dot LIRBUE OBEEIE D & 5 B

2. 2 WEEER B DT bESR (NO) 54 (=bhwe s UkY > WEET IV, g
VIVE R, =aZ o0 bGholE (1.1, 10.1 28]

2.3 LMEREELZGT L2 EMATANREY & B2 6o BE [1.2, 8.1 5]

2.4 HEDOIFHREIRE D H 5 B [9.3.1 7]

2.5 i =D B (IHE<90/50mmHg) XIFIREIC L 2 FEN 722 STV W E IE D B
(L FRREUAE 1 M > 170mmHg X2 Rer s i+ > 100mmHg) [1.2, 8.1 &)
2. 6 fMFEZE « i ZE O BEFE S T 6 » HUNIZH 5 4 [1.2, 8.1, 9.1.1 ]
2.7 MR FEEMERE [MFEAELEMEDOBFIIFIRAR AT 7 —E0EaikEE %

FFOJEFI D EERD HiL D, ]

2.8 7 I A u SRR (ROAD ZEb5HhoEE [10.1 B3]

2.9 AT T =y 7 T —8 (sGC) HIEA (VAT 7T M) EEEHRoOEE [10.1 &
]

MEER IR ICEET HFE L ZTDEH
(V. —2. ZhEE XTI R Bh#ET 2R OHESHR

HERUVHEEICHEET 5EE L TDERH
[V.—4. HELOCHEICEET 2EE] OESK

EELGERMIE L TDER

8. EELGERMIEE

8.1 MAT AT ONEA~D Y X7 Z 5 72 EhEd RN EDOIGH A BRAA S 5 Al O E R OIREEIC
HEXIILS 2L, [1.2, 2.3, 2.5, 2.6, 9.1.1 ]

8.2 4 WF[AI LA L O EhRE DIER ST FFe b (6 RFfE] LA LEFe 4 2 2 24 5 Zhitd) 238hE ik
BAEFERTOHEBIHE SN TWD, Fgehf a3 20 E 2 E-L0 T TR0 L2l
RO ST ERERE 2 K RAICIR 2 O Z &R H L DT, Bl 4 FFFLL BT D 5EHR
WHLNIZGE, BELIZEMOBE 225K 2HETL L,

8. 3 FARFIRIZIB N T, O EWNRHFIEENED SN TND DT, HE)EOEECHAK D1
WEFT 25 BT EESED 2 &,
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6.

(M

(2)

(3)

(4)

()

(6)

(N

8. 4 AFNF GBI E T AT AR BRI RN D b oI HEZiE, AF O %
b L, EOCIRBEMEDOZ R 22T 5 L 5 BEIIEET S 2L, [15.1.1 2]

BRENDEREHIHBEICHTLIIEE
BHHE - BERFOHDEE

I HENEREEHIHIERBICHTLHIE
9.1 G6HE - BMEEZEOHLEE
9.1.1 INMFE - INE MO FEEDERERENRIT6 » ALFICHSESE
DERESEOFEEL MR T 52 L, [1.2, 2.6, 8.1 5]
9.1.2 REDEELXRK (JEH. REDHKRHMIL. Peyronie FE) DHIEE
PEAT AN NEETH VA% LD fRetER & 5,
9.1.3 HRHEEDRKRELAGYBIHEE (BIKFOLkHEEN., 2R M EHE. ONFEE O
HoHEHE
9.1.4 PDES FHEEX SO HEREABEELTRESTOES
OF A FHIC B9 2 2RI L T,
9.1.5 HMMEERILHLEEZDHDEE
= ka7 Ly RF Y A (NOHEEH]D) i/ MOEEMFER 288325 = L RN 5
TS, R BT HES O & 2 FBE TR 5 ML L Tuvien,
9.1.6 ZRIHEMIE (Shy-Drager FEIRHE) DHLHESE
AR OMETIRERIC LY . FHRABICIAZEMELHEESEL 2 L0805,

BREESEE

9.2 BrREEERE
9.2.1 EENDEREE (Ccr<30mL/min) OHdEHE

& (26mg) NoH®G MG 272 LEEICKRET 52 L, METRENEINT S Z &
MWD HNTND, [16.6.1 B ]

ArkrelEEEE

9.3 FrikeefEEEAE
9.3.1 EEDOIHKEEREETDHLIESE
el L2 &, RANTEE LTI CRE S, iz sng 2 Enn | A%
HE ONFHEREREE O & 2 BT TITAF OYEME A AL U i IR E NS 2 faEMER 6 5.
(2.4, 16.6.2 &[]
9.3.2 HHREEEDHSEE (EEOHEERETEOHLEEEZRI)
KHE (25mg) OG5 ZMT LR CEEICERET 52 L, MERRENENT L2 L
NRDHLNTND, [16.6.2 2]

HIEREER T HE
FRE STV e
1%

BE STV
RELF

BE STV
INR

REIH TR

17



(8) &imE

9.8 SH#E
KHE (26mg) MNoEGEBGET 27 SEEICEG T2 L, GSE TIEIEAROZ VT Z
VANMETT 5, [16.6.3 B ]

1. tHEEHA

10. A E A

AFNIEIZT 7 r—24P450 (CYP) 3A4 2 K-> TIR#FFEND, [16.4 ]

(1) HFRZRETDHER

[1.1. 2.2 &)

10. 1 BtHER (BFRALAGWVLI L)
N4 FF B IRER « FE 18 715 RSy - falRlk 1
HEEAI R ONNO BG4 | BRI XV BBEEMH | NO 1L cGMP OEAZFIHR L, —FH, &
=htus vy EWETHZ 0B D | HlLcGMP O fEE T 5 Z vk,
R T I L (15 [16] WA OPEHIZ LY cGMP O K%
iz Y VY IVE R % NO OREEVER #5095,
—ag U

7 A K L tERRYE

74K a Rz

PEFFAIA,

(Trhmy) £ % QTc JERAE 731
(F Ol T LBENRDH D, | HHELTIA X o U EBEOHICX
[2.8 2] D, QT IEREDNH LN DHBENLH 5
EOHENDH B 17,
sGC Al BRI L JEGEMER | VAT 7T MEEICL YD cGMP JREEMR
VAT T b MEZEZTZ LN | ML, —F. KANIL cGMP D53 2 1
(7T LsSR) % hslg flToZ e, MAOHHIZED
[2.9 ] cGMP DOAHREPNIREE RS HER L, 25 i+
(AN 72 B % RET BTN B 5,
(2) BtREE L ZDERA

10.2 Gt RER (BRAICEET S L)

AN

HRPRIEAR - HEE T 1A

PR - fERRIN T

F k7 v — A P450
3A4 (HEH (U b v
b, =)< ML L EJL .
URFEL, ZLFE
b, m 2o,
VAFVU T has
=) A FTaFy

IV T = VERER)

—J)L, = hLLE

U rhFENL, =R,
VAFVUEDOPFRIZE Y . AH
DIMAEFHREN EH L,
FIEE (Cmax) BNTNEH 3.9 %,
2.6 %, 1.5 fZITHmL, mAErE
FE-IREE AR T iEifE (AUC) 23 &4
i 10.5 {5, 2.8 {5, 1.6 (51T

AN L 7= (el [20] [21]

& (26mg) 7> b5 2BsA T
L7 EIHEICKR G T 5 Z

Az e I

KRR ERIC L2707
5 ADED

&o

18




8.

(M

(2)

O W LE 1 % M58 L 7= & 00 ¥R
B 1,

a T A

RE3 VU S0 o JEHTAl L O
FRATH EWEO H TR & £F
IMFER T ZK LI EOREN
b5,

BEEERPAEMT 52 03d 5
DT, AR (25mg) Mo %
s T 27 CEEICERET 52
L

T F R

PEAIC & 0 AR 23 8505 %

HN 4 % ERIRAEIR - 518 51k By - fabRiA -1
F 7w — A P450 | AAIOMIEFRENMRT T 5, REERFEI L7077
3A4 FHEHE (Rt X v A DN
VN R A =e - -3
et = A1) T Ahua U EORIEAE OO | AFNT I AETRERIC X D

JEVEH %
K DREE
N5,

HI 50, gHHIC
ERZRmT 52 L

BTN H D,

BIEA

11. 314 H

WRORWERRH LN DZ ENHDHDT, BEE T 2ICITV, BEDPFRO NG EICITR
HadIEd 57 EH#EUIRAEEITO 2L,

EXRGEER & WHIER
BRE STV
Z DRI

11.2 Z DDA

1%L

0.1~ 1% A

0.1% A

B E A

i ER s

i HEER (ETY
HIFD)  (5.78%)

Hods . i, SEAR

miLE, AR, Aree
FWT vy 7 KRR
i

O EZEY | K
(INEENS S &1

5HJm (3.87%)

DEV, EHIR, &
%

R, TROEEE, i
T, B, BORIT
w, SEEL, EERE ., M
RS AR, FFREIE
AL, ARIE, BT

iR

AST #8510

ALT #8h1, LAP E5H-
LDH M, fHf U 7'V
U REIN, y-GTP #
. g v HRE ES-
M7 I Z7—B8n, M
7T X U iR
U LE N, A

Wb
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1%L = 0.1~1% A 0.1% AT SR
H{bas L, BBkEE, | B O, BR, BT,
A8, HERER, | TR, NI, ShEE
203 FE L MR R, T
M, e R
WAIR - 2. SRR, WL | BEROIER . FF
AEFHEER LR, FEkke | i, PRI
Y. RISLIRIE R
R R R R PR, WRBAZ, | S, GE K
M /=, uiE, RIlEER
i - BAER. AR | ‘BRSO
LA
B WG Z D FEIE, IRIEE 5 FENE
ESE, BRI,
T, R ELE, FERE
& ORLBE
I IR7: ~v b7 Uy M A~
~ h7 Uy NN, ~E
V=0 = %N VRS 5§
BDIE, U o SEREEINGE .
GFBRERMENE . 7R 1 Bk
ADIE, RIEREEIGE., A
[ ERHE ANIE
R IRFE L, ASMEZe, | ARFZIEE. A, JEaTkess. | 20, KT,
FAUE, R | JEUE, WRER . R | MR, MR
= R, RIEER . &Y HiIRPHZE, 225
P BT
Z DAt CK #n, 9%, | BUN I, A > 7 v | i SO, &
E22 PIEMERE, U O EE, | YWiE
i1 sho il N AVAS 5 %2 i
U RN, REEEN,
i RERHE N, v a el
= Ut RP TR
o BERGE. PR R I ERE
P, PRAVE BGYE. ET7.
M 77 9E

FEHBL IR RO T D LT T 7 (v 7 = o FRYEEERRR O [E A B ARER S+ E

TSN S A7 5 AR/ AR

R, K OME I RTIA OFE RICEE SV TN 5,

1) REARBAFRIZIA 522 TRV, HiIREZIZIS WD TARIR G& I DAFEZENFIE L7 & O

BdHbH, [1.2 2]
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PRARRERRICRIITEE

BRIE STV

10. BEESE

11.

13. BEHE
13.1 &
FERM 72 RERIT eV, Aok, AANXMAEE AR SRS E < RPPRIERIMRN 72 O B i
Wrzk s 270750 2DRETHAFTE 220,

BRLOIE

4. BRLDOIE

141 ERZAFOITE
14, 1.1 ARFNZIMAT 2 ERGHE 2 B SRR 720,
14.1.2 PTP Q2D HEHNL PTP > — b2V L TIRT 5 L 9 HFE+ 22 &, PTP &~
— PO LY | ST EEREE AR L, ISRl a I T U CHIERR IR 2 55
DHEELRAIHEL T L2 DD D,

12. ZDHmOEE

(1) B8

RERERAICE D < ER

15. ZOH/DEE
15. 1 EREREAICE D < 1B
15. 1.1 38H1 & ORFEEHRIZIA STl AW, AEIZB W TAKIZ &1 PDES PHE S
Bz, g, RVRTRORNERDIRE & 720 5 D FEBIRISERTHE f AR AR R SE
(NAION) OFRBNFEINTND, ZNHDOREDE L IE, NAION OfERA 1 [4
i (50 meLh ). BEIRIP. s e, EEREE ., @ARME, BUES] 26 LT,
SMENZEW T, NAION Z3HL L7z 45 bl EO B2 x5 & L CE S vz B CxtiR
W8 ClX, PDES BHEEDOE 52050 (t1/2) @ 5 50N (S vT 7 41D
BaA) 1 HLAWITAEY) 1X. NAION #EBLY 27 058 2 512725 Z & Al S Twn
%, 2, [8.4 ]
15.1. 2 3£54) & ORFEBHRIZH STl e, AMEICE W TR Z & Te PDES FLEIKE: -
BT, FAUS, EEBEORBNRE SN TND
w13%l ?ém%%@ﬁ%ﬁi(wmg&ﬁm%aﬁ):%wf\bﬁﬁ%%%\
OAHFEZE, DO EMEAREEAR, M, —IE PR MR A & i 72 & O FE S 22O i SRR
@ﬁ%%%(ﬁ%%%?%@%@%@@)ﬁﬁﬂ%%%ﬂ%ﬁbfﬁéoﬁ&ffm&w
CINBDOELBOLMERDY A7 T 7 I X —% T TICH LTS EBETH-T=, %<
@%%# PEAT 2 W SUHEAT A 12 1580 DL, BB Tldd 223, HEAT4 7 LICARAKIE S
BIROONTZb Db B o7, £ OMIT, AHZ G UMEAT 212 OERFE 2> 2 A 12 12
HINTWD, THHDEFNZDOWT, AKHI, MATA, AREBEDE L T oDl E R
IO OEROMA G W IO BERICEERE T 5008 ) 0 EfEET 52 L 1XT
XV, FEio, KR ARER GRIE. A%, R - Adiiss (FIEOLERE, Frgshk, i
PR) . IR (AL, —Bem72e s /KT, IRoFif, IROBEVE, IREROIER T+
B, IREO EF- MBI OREE LI, 4 IRRIEE S ES] SEEEHOERE) of
EHLNREINTND
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(2) SEERPRERERICE D < 1E#R

15. 2 JERGERSRER (CE D < 1E#R

15.2.1 7 v FORO 1 » A #MERER CTIL 45 & O° 200mg/kg FE THEREENRE 3 A 5 7=
EOWENRH DN, 6 » AL ONAFHERBR TR bihote, £, B =70
ROBZOEYFENRR 65 H. 12 v H) Ok 50mg/kg BHZBW T, HEEWIZHE
T L REBARR DA SN OMERH D, L, TRHOHREDE h~DsHh
FRPEITRV S O L STV D,

15.2.2 BiERR T, A 7=V ARICELMEIE L OBFIEREWEORENRH LD T, B
MG T 25 IITRBOREZITI) R EER L TR ETL L,
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X. JREGRPREAERICEE I ST E

1.
(M

(2)

(3)

2.

(M

(2)

(3)

(4)

()

(6)

(N

FIEAER
EHEIEAER

(VI SEZhIKBZEIT2HIHE | OISR

REMEBHR
BB L
Z OB
LRI L

B
HEHR S E MRS
PGS L
R S E IR
WA L
EEEIERB
PG L

1S AR
WA L
AR A B
PG L
SEEIE e
WA L

Z ORI
PG L
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10.

11.

 BEEMEFEICEAYSER

RHE S
B Al GRERN EE-EMOALZEICLVERTL L)
ARG % LR

BRHARE
MR - 3 4 (WIRNICEENT 25 Z &)

BEIRETOITIE
FEIRLRAT

kW EDFEE
BRIE STV

BERITEM
BEMERLTA R AV
<FvoLEy : 7Y

Z oMo BEMNEE : AV

— Rk
K

> - FIBEE

Zl ol
W

o

WEH K74 v v 7 900mg
[l 2h 3. NVT T o VIERREE KT, XX T 7 v

EREAEFAE
RN

WERFTADFABRUVARES. FMEERSFEARD. REMREAR

:NA T T T8 256mg/50mg, L /3NTF A EE 20mg, L/3TF 4 OD 7 (VA 20mg, L/NT A

[engs BOENR AT H B ESiey A AR A H

WRIEBHAAA B

VIVTF T 4 VR

2024410 A 16 H 30600AMX00264000 SEAM FEHEAR L
25mgVI TANG|

2024 /£ 10 H 21 A

VIOVT T T 4 VEE

2024 % 10 A 16 H 30600AMX00265000 FRAM FEHEAR YL
50mgVI TANG]

2024 4E£ 10 A 21 H

PREREHREM. RERVAEXEEMFNEABRVEZDORE
RN

BEEHER. BIEERLAREAARUVEORNE
A L7

BEAHMA
A L7
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12. REHMFIRIZEET 5 1EHR
AFNL, #IHE (BHVITEE) HRICEET 2HIRIZED 5T,

13. ®fEI—F
L7 hEHEAL
A B AT S | (RIS = — cohee
k744 o ‘ ) HOT &% By 2T A=
RERRI—F | (Y] 2—F) e

VT F T 4 VEE ] ) ] )

SHRAMG FE HE AN 259000AF1121 | 1879032010101 | At ELAE AU HL
256mgVI [ANG |
VIVT T 4 VEE
50mgVI TANG]

A FEHE AL 259000AF2144 | 1879049010101 | ZFEAhEEYERUTE

14, RIERIGH LDERE

25 RIRFGFRT LDEE
AFNIORBAGAT DR G & 722 570y (GEAMFEAEARIHL)

25
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. AENER  REM.

. FENEE . AR RS

. FENEBE  BRH BRI X B Y FER RIS
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. Carter AJ, etal. : J Urol. 1998 ; 160 (1) : 242-246 (PMID : 9628657) .

BARNBREAZ R L U BE#RERR—HA &M 285 (L AAF A8 : 2008 £ 1 A

25 AAR. FERED) .

9. ARARBERAEZXRL LIKERGRER (L AF A8 : 2008 £1 A 25 BAR. BERES) .
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