&) VIATRIS

20264F5H AT (FARS, 10mg Bl ML) RS S i bR BAEEHRHEES
* 202447 AT (453K . ;
PEREEEH 87259
B R EREE -
B - 3 " REZT1IVEE
Y9 5714)VEET10mgCINTVTRS |
Tadalafil Tablets CI
[ & &S | 30400AMX00441 |
| BmpAE | 202047H |
| e 4. SHEE ISR

1.1 AF EHEFIR E—B{EERE (NO) #5&% (ZrOJU+Y
. BREEET IV, WEBA VY VIER, Za5 TLE) EDf
RAICKYBREEAPEEUCBEICMEE TR EZZEPFHS
DT, FEREOHIC. HEFIE—EEERE (NO) #5HH»
BEINTOWEVW L& T9ER L . KFREFRUEBRSHICE
WTHHEAIE—BEEFR (NO) ftEF PFREShEVNED
THEBT DL, [2.2, 10.1 BEE]

2 RCHEECOHEESZOER A LDMEREDEFEERIR
EENhTVBDT. FEHRSORIIC, DMEREEOHES %+
DHERTDHE, [2.4-2.8. 8.1, 11.2 BH]

—_

2. B2 (ROBHEICEHELEWNIE)
2.1 BRI ORI LBBUE O BEFERE O H % B E
2.2 TEEAI LS —mRIbEE S (NO) LG4 (= hu sk v i

TEET IV, WA VYV IVE R, 235 Y UV 2G5 h R
#[1.1. 10.1 K]

ST T VY 75—+ (sGC) HIEFH (VAT T T )
PG oBE[10.1 2]

A DIMEREEER AT L5 SWATAPAREL EEZ 5N BE
[1.2. 8.1 ZH]

5 REERAED & B B AT RIS OE R SR L 722 &
DHLHEF.2, 8.1 ]

6 T Y PO VARREOAENR, AIME (MF<90/50 mmHg) X
Far hu— VAROREIME (LT >170/100 mmHg)
HHHEHK[1.2, 8.1 BH]

T DHAESEDIEIEA R 3 v AU H B EF (1.2, 8.1 =
5]

.8 MMAEZE - MO BEAERE %R 6 » H DINIZd % A (1.2,
8.1 ]

9 BEOHEEDD 2 EH[9.3.1 ]

A0 MR A EEE (WRORESEOBE IR ARY T
A7 —¥ (PDE) O#EEMNEEE % FE R DGR Hiv b ]

3. sk - R

3.1 #RK
Wi5e 44 % 45 7 4 )V§E 10mgCI [VTRS)
A 14 #4974 10000mg

FUEAHY, S rao—2Z, v FaFysulbru—2x, Oy
WAT—=AF FY T A T7)NVEEET M)A, ATT) VBRI AY
YA, BTUAT—=A, Ny, w7 aT—)L 6000, BLFy . )KRT
FEY

AN

3.2 WEOHERK

S e
W R T
R T T
== st
557714 VEE s R YN
10mgCI [VTRS/ VAT —F 1
[EXES JE s = v 75
7.1mm 3.0mm 125mg

PETE (BRBMITREITD CTHLREHEE T OMBNEHRE L
BE)

5. $hEERIRHRICEIET 2R

5.1 5L T, SEAER O Z OREEREOZ MO0, BT
EOFARTHERAE T ATV, BRI RN D & IR LR L%
EENDEHIET LI L,

5.2 AFNI A I PRI AER] Tld 2o v

6. AERVHE
HEL, RAIZIZ1IHLIREIY ¥5 710k LT 10mg 2 MAT4 0% 1
SRIAT ISR %5 %0 10mg OG- THoRMERE ST, &
FEVEDY AT & CHI I S N7z BB SO GIR A TS EAN B E 12 LT
X, 20mg [CHR T A 2D TE L, BEXIITEEONEED D
LHEFTIZI0mMg 2B AWV o 2B, WTFhOBAL 1 Hok
Hagx1me L, &5HEIE 24U EET L E,
PEEEIIEEOBEEDH 5 EH TlE, dmg 2 HRIE L. #5H
ML 24D EE T2 28, BB HEFEOFEEDDH L EHETIX
e HEIE 1I0mg #8222 kb L, 10mg 2353 5546121
HGWEE AWM EET L, EEOFBEDDH HHE TIE
Smg A BT &,
. BERUVABICEEY 23R
F 7 11— A4 P450 3A4 (CYP3A4) %5 < HE$ 534 2% 51 0
BHETIR A OMERIREDS LA T2 2 E0RBOLNTNRDLDT,
BHE (Gmg) 25 L. H5HBEET512H 7% (10mg %%
5958503 %5-MEE A8 LI L) 2 &R L TS 3T52 8,
B, %R I0mg B2 2wk, [10.2 B3]

8. ERLEXER
8.1 HEAT A LB DY) 27 248D Te 0RO mE = MG 51

WLMERDORBIEEZIES ) 2L, [1.2, 2.4-2.8 &H]

.2 4 TR DL E OFhE OIER U Rt (6 R DL LRebe - 9 A4 %
D FEE) AHHENC T T TG SN T 20 FRfieahiE 1203
B WL % R0 02 AT 7 o & BRI O TR IR R & ke
1279 03B 50T, Fhiens 4 KM DL RS 2 EIRA A 5 1
. EHICEMOBW 25 L) EETLZ L,

3 AHFIF GBI LB e i H b by
i, AAIORAZ AL L, #P» IZRBEMEOBEE 2T 5
L9, BEIRET L2 L. [15.1.1 2]

A HERFBRIZB N T DT ORHEEE;RDO SN TV LDT, &
PfEsE. BV OEEREEIR % 1) B2 BE T B ICIEE R s ¢
b,

BENEREZAITHEEICHTZER

A BHHE - BREESEOH 5 5E

A1 BEOBE LR (BH. BEORMIE. Peyronie %) D&
3EE

MATR W TH VAT BLIWDD 5.

1.2 BRPEEORRE L UESRR (BRXFMEkEEM. S5
BHEIE. BIRE) D& 5EE

9.1.3 PDE5 HEHIN b DEHETLEER 2 REFDEE
PRHEEH ORERR 2 o

B
2



9.1.4 HINMERBER LHLEBEEDH 5 EE

mvitroBET= b7 )Ly K hY A (NO BESH]) o mviEe

EHREH 2 B0 2 2 ESRO 5N T Do WM E UL

BB OB 5 BH N T 5L EMIIFEL L Tz,
9.1.5 EEPETLEE

PR EO G Z FIGT AT
Lo LIMERANY POfEBET2ET 286075

%O

9.1.6 I FO—IHF+9THEVSIL

NI

EEE

ORI

EERIESH
wekEzoh

R OMABPRHRIE N & M T 2 R U2 W Relkn d 5 O THRE

THZ L,
9.3 FHEEREEEE

9.3.1 EEDHEEERHE

W LznwZ e,
[2.9 2]

9.8 EimE
— il

10. HEEA
AFNT TN CYP3AL L

b 0 BFITER

XSS,

10.1 AR BALEWVWIE)

MEE TR STV D,

CHEBBEREAMET LT\ b, [16.6.3 ZHH]

HEHE B PRAEAR - $518 5k B - fEbRR T
TR % OF NO fit5-541 PEFIC & | BRIEME & 5958 | NO & cGMP o it & % il
—turyxy T2 LoMiENH LI, L. =77 FF#liE cGMP O 455
AR 7 3V RIS 2 2 L i)
THERA Vv ILE R DB &) cGMP ik
a5 YNV 9 5 NO D RETAEH D

[1.1. 2.2 ]

Wi %

sGC HJ3#5)
VAT TT N (T T L
A)

[2.3 ZH]

PEAIC X0 L IMERT 2582 2
BTN DH D,

BERC XD AR cGMP i
JEASBEIN L 42 B U LS AN
W% RTTBENH
BH%o

10.2 $tAEE BHRICEETS L)

Ao

ERARHER - R 1875 5

J7 - febEE T

CYP3A4 [HE#]
rhatrv—n
4 rFarv—)
VA AN = 7
TITLEN
TVL—=TTN—=I T 12—
AL

[7..16.7.1 ]

iy CYP3A4 BHEER 2 A
a7 hadFy—-n RO
# ENARZET) & OB
L0 AH D AUC K Crnax
A% 3129% e OF 22%3 00§ % &
DD D BV,

HIV 7'a 7 7 — ¥ HEH]
DR P2
1T FEN
HFF L
FVF ¥V

[16.7.2 =]

)M FENEDBHICE D,
KD AUC 7 124% 350+
5L DWEDDH B,

CYP3A4 FHEIZE 5270 T
TV ADRD

CYP3A4 FHEH|
V7 vET Y
A= N
Tz JNVE S — )V

N7 7Y eI
L0 AH D AUC KT Crnax
HIENZE I 88% K U 46% 1K
T 5 &OWENH LY,

CYP3AAFHIZ L B2 )T
F v AD¥E,

a JEWTH
A
FIVY

[16.7.3 %]

F¥HFy v EofEHIC &
0\ LR IR K OYEER
W E Rk
9.81lmmHg } U 5.33mmHg
TS 5 L oMEdd 29,
F 72, a JHEWTHI & OPEHTR
AEE DIEIR & B S IMEART
ERLIZEDHEDNH S,

[ e
TATuYE Y
A h7oo—)
TFF T
BTG

TrVATF Yy NREE
R (AL ZH) Lo
BEFIC &0 L HIATEY T I
ML e O BRI L 1 fie
K% 12N 8mmHg K O
AmmHg T &$ % &L o
W b7,

IR F R

PERILC &0 BELEAE H AV 05
FTEBENWD DS,

AANSMAEILRIERIC £ 5
BEEME 2 A S 2720, G
&) BEHEAE & R 5
BEhWDH b,

R E AR - #5987 B - bR T

VA 7T b SEBEPERIMTE % . 23 8% | Mg cGMP i B 238 n
NADH 2. WHHEOHIEME | L, BEEHNZEMRT 282
LfaBtEE T ER LG | Whd b,
Rl R C R/ IRRaE ]
NESHEICORBEMNT 52
Lo

. BIfER

(k@wlﬁf)ﬂﬁz’z HObNDEIENHLDT, BlgEL 5 TV, B

BB BN zi&-‘i’(’rrmtffétck@@mkﬁ%ﬁi Nl

1.1 EXAEIER
111 BBE GHIEAD)
SE95. FERRE . BRRIE. FUBLPERIE %, Stevens-Johnson (B
ShbLbNG T LD D,

1.2 ZOMOBHER
19%L0E

2~1%Kii 0. 2% BHEEA]

e AL i, 13TY JlIR=SITEN

B, e
Bl BUIR
RO L EILE

A | OAEZEE D L
[LESAIARNES
EUINES RV CRE
e

FEHL IROFEIL,
MR D FH gk

EAAL, [l
PERZ A R
RPZE. JEBIIR
I iR AL P
HURREAE® 2 | 1
PEBYIRPAZE,
P BEHE DR
HEBLIE

1% g

ﬂE‘JiI 221
NE TSI N
r‘ﬁﬁﬁ%ﬁé‘ F A

[ 3N
JHE A

R gz

HiLE HILRR g »
A
L N NN
W, B R
LisNg 2N )
) ALK

[N 200N
WA, OE
AR HE T RS

g OB RE 2O
(AST Fk #H .
ALT 5, y-
GTP k& % &

)

ALP b5

X3

BREE . R
Fefi 1A

e
yien

LGN
(IR
gl

7 e Ak

oy
fii

AR,
b BB

75 9

it - iR B F v

i

B MRS | SRR L B

/St

BHE fifi%e

SR

CrRiED

R - ARGl HRIR A
LN

Wb

Fhie

HHL7% :

EOMER

ERen S I PRI W | BB, MBS

] KLEE. £, N

[PS

2 e

Z ot Wr . HEIIIE.
PR PRSI,

fEE

Bk, R
JUE o i
i

D INHDIFL A EDREFID ARG H A 5 LI REESFOERRN T 24 LT
CEDPWMESNTBY . NS OFERIAH], HATHTEESLE LA LT
72N B E O SRR T IER L TRI L2 0% ob, Lid, ShE0ERD

MERICE VBB L23DLOPERET H LR TE R\, [1.2 2]

1E2) [15.1.1 2]

13. BE#HRS
13.1 @

PR 7 AR R
WfFcE v,
14. BAEDEE

14.1 FEHIZHABEOZEE
14.1.1 PTP A2 0#H#IZ PTP v — b2 oW L TIRHT5 &9
JRES 52 &, PTP ¥ — b OFRAKIZ X V) | BV S A EE DS A B R~

I, BB, BEITICLA2) 7T A0



FIA L. BICIEZEfLE B 2 L CHREREIN 455 O T 7 G O0HE & BEFE
LHIENDD,

14.1.2 RFNIHE G514 36 B THEMMEDS RO LN TWL 2 EH»
59710 ZoHifid el o T HAEET 52,

14.1.3 AHTEFOEMEIZ PP b S THGTE S, [16.2.1 ]

14.1.4 AFNAIVEAT A IEGEE % B SRR 22

15. ZOMOEE

15.1 BRER{EA ICED 155k

15.1.1 35 & OB I S 2 TE e WA FHEIZ B W TARK & &

tr PDES MLEHIF G-d1c, FAUZ, $UUMK TR HEd o B & 7%
0 9 % IEBIRIVE RIS R I A ASE (NAION) OFsH A3t S
TWaW, TNnsnBEFHENDL L 1E. NAION OfakK T [l (50
ML) BEIRIE. L. SEEIIREE . mRIE, BUESE] 24 L
T 7212,
YHENZB W T, NAION # 53 L 72 45 L Lo B WA R & LT3
i S 72 B OAFBRIFZE TiE. PDES FLER O F%5-7> & 7 2 210
(T12) OS5BEOMEAN (5574 VOER 4 HEUANIZHY)
&, NAION 3l ) R 7 A 2 B2 5 2 L s S Tw a9,
[8.3, 11.2 =]

15.1.2 35 & OREBER I S 2 TE e W FHENZ B W TARK % &
tr PDES [HERHZ G %12, TS, BEBEORBEIHME SN T
bxéM).lS)Q

15.1.3 5] & OREBEIR I S A Tld e WA FHENZ B W TARK % &
ts PDES FLEHIPE G- #2102, S, S8R BT S22 58 Mk
PRESNTND, SNHEOBETIE, HEVROT WAL Z L
WH5bo

15.1.4 7V 3 — VIR AR IS ARH] & 325 L 7240 E o B R 3R B2 b5
W, 7OV — VIR, RFOIMSETREO VTG HE IS
BEZT holzd, Tha—VEEHE (0.7g/ke) A L7228
BRI BT, O F W S AR AT S S 41721007

15.2 FEERPREABRICE D C 1R
25mg/kg/day LEDOMHETY 57 4 V& 4 X2 3~12 » F R
HARLHES L 2B BT, BIEE O T, HME Lo
W, B BB T RO bz OWENH b, v b
2B 2R TIBRE L 0§ 2 2 A Wit L 724 E IR iR o> — 3¢
L FIGHRGT- IR DI A ASER S Tz 78, AETERER, T RER O
ROV E EIE T IO RERIZ BT H LD D S e o
7‘:18),19)0

16. EYBHRE

16.1 MARE

16.1.1 BEKE
HA NG 36 #1124 45 7 4 v 5, 10, 20, 40mg™ D % B[RS L
7oL EDY YT T A VOMBERIRE L, %5 0.5~4 B (Tnax OHF9AH, 3
FE) ORNCYE =21 L2t HR L7z RN 14~15 K T
572200,

1) AR KHEE 20mg ThH b,

#1) #HEBAIZY ¥ 7 1)V 5mg. 10mg. 20mg. 40mg % H[E#%5 L7 & =
DIIER S 55 7 4 VIERE X ) Sl L 7238 s o 2 — 5

JiE n (uA;C}f:/“L) Cans (ug/L) | Tuae (hr) #2 Tuz (hr)
Smg 24| 1784 (35.3) | 95.6 (30.0) | 3.00 (0.500~4.00) | 14.2 (19.9)
10mg 23 | 3319 (32.5) | 174 (26.5) | 3.00 (0.500~4.00) | 14.6 (20.9)
20mg 24| 5825 (23.2) | 292 (26.1) | 3.00 (1.00~4.03) | 13.6 (17.1)
40mg 23 | 10371 (32.3) | 446 (20.2) | 3.00 (0.500~4.00) | 14.9 (20.0)

HATPIgf (B HRE%)

TE2) ki (HEPH)

16.1.2 RiEHS
HARNERBN 18 BII2% 57 7 4 v 20mg % 1 H 1[0 10 H M RAERE %5
L7zt a0y 577 4 VoiSEhiREid, #5408 FTICERREBISEL
720 EHIRETDSY 577 4 0D AUC KU Crax 1 3HI B G-F & Fei L CHY
40%HIm L 7220

F22) EHERRAICY 477 4V 20mg % 1 H 1010 HEEHS L7z L 2ol
ey 577 7 A VIR X DB L2 I EE T X -5

¥ AUC 4 ,
H# n (ug-ho/L) E9 Cumax (ug/L) Tmax (hr) Tz (hr)
1HH 18 4478 (14.9) 339 (16.3) |3.00(1.00~4.00) -
10 HH 17 64305 (18.7) | 46176 (18.4) | 3.00(2.00~4.00) | 14.5 (17.9)

AT (ZERE6)

T 3) B HBEH (24 WEH) T OIMSE Y R T iR

E4) o (FER)

1 5) SERIREIZB BTG RIBEHE (24 BFH) T oSE b8 i
TE6) EHIRIEI B i AL b3 i

16.1.3 &Y ZFHIRIFHHER
% 577 4 )V§E 10mgCL [VTRS] &7 A% 10mg &, 7 0 AF+ —/"—ik
I ERENLEE (§5T 74 0E LT 10mg) MRS F 4 L HL A
45 LCisEh ¥ 9 7 4 VIREEZIE L, 155N/ WEHE/ ST X1 —%
(AUC, Cumax) 122\ >C 90% (5 MK B A2 CRERHIENT % 1T o 7245 . log (0.80)
~log (1.25) O#HEANTHD V. WHIOEYFHFFEEI MR SN2,

#£3) MEEH Y 55 7 4 VOEMFE ST X =5

HE 8T =5 BHENTG A=Y
AUCo-72 Chnax Trmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
55574V
+1222 192 + 4 2.06+1.1 15.5+5.1
10mgCITVTRS | 3936 ) 0 06 6 5.5%5
B )z 4
¥ T) A% 3959 + 1366 193 +48 2.67+1.37 14.8+3.7
10mg

CP3gfl = BEfRE, n=18)

250

200 —— %5 7 4 A4E10mgCITVTRS
~0-+ 7 Y A$10mg
Pl EERE, n=18

—_
«
(=}

100

[
(=}

Mg 2 27 7 4 Vi (ng/mL)
o

0 8 16 24 32 40 48 56 64 72
FREfE] (hr)

MAEHEEENE DS AUC Comax ZHED/35 X — ¥ 13, #EE OBRIR, ORI
5 - RS O BERSAIC X > TR B WRENED D 5o

16.2 DRI

16.2.1 REOHE
RN 18 BIIC Y 5 7 1 )V 20mg % £t% (BENRIFE) UL ZEHEIE (2 B mlE
T35 U728 &L AUCo-o0 MU Crnax 3HIZEFHEIUZ L 2 2RI D SN
5728 (BEANTF— %), [14.1.3 BR]

16.3 9%

16.3.1 MIFFHFEEE
5557 4 VOIMBERARKEGHIT 94% (in vitro . FHEHENTE) TH O, =
TNV T Iy RO o BRI LA 52,

16.4 X5
TEHERA 6 BIIZNUC-% 5 7 1 )V 100mg™t D & B A 1% 5 L7z & &, Mg
WZIEFEIZT 7T 7 4 VREBMER A F VA Fa— V7 vy o BEEED
EHLNW, MR DX F VAT I IRIEAF VI FI— VTV ay
A AR D 10% KT - 7220 (HEANT— %)

16.5 HEttt
TR 6 FIICHC-% 75 7 1 )V 100mg™ D & HMIAHE %S L7z & &0, %5
# 312 WM £ T T REIIER X3 60.5%. JRHT 36.1% CTdh o 7z, 3EME
FIZIEFEICATF VAT I =R, BT a— R, RPICIEEICAF VA T3
— VN a Y BAAERRO T a— Vv O YRR AR H -
BEANTF—%)0

16.6 HENEE4HT28%E

16.6.1 BEEZRE

(1) BERUPZEBEERE
TEEERCA 12 6, 8RB R ERE (CLer=51~80mL/min) 8 . W& BE
H# (CLer=31~50mL/min) 8 #i2% 45 7 1 )V 5mg K UF 10mg % H. a1



5 U728 & AUCoo0 JL U Conax (ZMEEE LA D Z 1121059 100% 1% OY 20~30%
BN L 722950 (SHEANT— %),
(2) MEENZZ T TVIREERLEE
MBS T 2 KEIBALEE 16 61125 45 7 4V 5mg. 10mg K O°
20mg & BRI OHG- L7z & & AUCo-e0 2 U Conax 1 ZEHELA D Z LE N
109% % U 419%3¥4H0 L 7229 (SAEANT— % ).
16.6.2 frEEEE
fERERL N 8 B 5 OSHT B s B 25 BIED I 4 475 7 1 )V 10mg % H Al 1% 5
L7k &, SREEIFFE 4 8% (Child-Pugh class A) & Hfv &5 B i [ 5 %
(Child-Pugh class B) @ AUCo-eo L fERER A & ZIZFFETdH - 722 (JHEIAT
—%)s
7)) BMTEEE RS20 57z B%E) . n = 8 BEE® (Child-Pugh class A) .
n = 8: PEEEE (Child-Pugh class B). n = 8 : EE &2 (Child-Pugh class
Cn=1
16.6.3 S
HeREE IR 1200 (65~78 i) M OVHEHES M 1240 (19~453%) 128557
1)V 10mg % 3G L7z & & Coax (EEEE & £5FH & TIRIZFEEET
& o 72h% EiE O AUCo ol TAFEH AR 25% =l TdH - 7229 (GHEA T
—%),[9.8 ]

F4) BRHRLOHFEHIY 5T 7 4V 10mg & HEHES L L ZolffEh s &
77 A VIREE L Y S L - ERE s 2 —

AUCp-e 8 p
n (pg - he/L) Cmax (ug/L) Tmax (hr) Tuz (hr)
ol =4 12 4881 (31.7) 196 (26.9) 2.00 (1.00~4.00) | 21.6 (39.0)
FiAEH 12 3896 (42.6) | 183 (25.5) | 2.50 (1.00~6.00) | 16.9 (29.1)

BT (EBIRE%)

W 8) yLfiE (HipH)

16.7 EWIHEER

16.7.1 A7 h3aFV -
RN 12 61127 b 29— )b 400mg (1 H 1 [REEH#ES. EHNRZEE) &
%5574V 20mg # PG Lzl & #5574 VD AUCowo M O Crax
&, FIZFN312% K 08 220%8E 0 L 724 (HEI T — %),
flERER A 11 B2 b 25 =)L 200mg (1 H 1 BECH%ES) &4 5571401
10mg ZPEH%EG L7z &, #4574 VD AUCow L U Cmax 1ZZFNEN
107% % O 15%540n L 729 (AHEAN7— %) [10.2 &)

16.7.2 U hFEWL
fEERERE N 16 B2 Y b F €L 500mg X 1x 600mg (1 H 2[H) &% %57 4 )
20mg # PG L2 &, 755 7 4 VD Cuax (& 0% T L 7225, AUCo-o
13 320%3 I L 7230 (SAEAT— %) o
fERERL A 8 B bV 200mg (1 H 2[0) &% 55 7 1)V 20mg % i fl$%
L7z &, 45T 7 4NVD Cnax (ZFFEEETH o 7255, AUCo-w (& 124%5 01
L7z WEAT— %), [10.2 B]

16.7.3 a ERIH

1) FxHvI>
fERER A 18 BIIZ K ¥4 V'Y 8mg % AEREIIR GO ERFIRET. ¥ 45 7
1)V 20mg % HIAHRIHES: L7z & & S o G & OJERRI U O KT
FiZZN2N9.81lmmHg % U8 5.33mmHg. FAR O YL K OHLIEI LT O %
KRR IEZ 21 3.64mmHg 2 0 2.78mmHg T&H - 726 (FFEAT— 4 ),
[10.2 ]

2 #6202
fERER A 18 BIZ & 2 A0 > 0.4mg % AR 5RO EFIRET. ¥ 75
7 4V 10mg X i3 20mg & B 5- L72 & & | SEAZO DU I OHERR I INE 0
AR TR IZZ 121 2.3mmHg & 08 2. 2mmHg. B o U K ONHERR 7 10
JEDIA T B (22 3. 2mmHg & 08 3.0mmHg TH ) . #5207 M
ANDEBIFRO SN LD o720 WHEATF—5),

16.7.4 Z DO
Ml (=FF T, GIBEEH) IETNVa—Vay 557 4 VIZKIET
BIZOWTHET L72#ER. =¥ F Y v, HIRREAHI I T VI -tk s s
57T 4 IVOIEYEREI T AP BT O N ol T2 8
FITANPMH (35T 0, 745740, IVT77) Y ROTLEY
Yy) IET7T NI — VIS RIITEEICOWTHRE LS. 5574V
B350, ATV, UV T )y, TAuYEYLET V-
WV OSEYEYRE K % W 6 90 EBUEFRD & N e o 72101032030 (4LE A 7
—%)o

17. BRPRBLHE

17.1 FERVORLMICEET 555k
Y 557 4 VORKRMEIE, ENEROGR. HE S TR I F—o
R A H W CERii 2 17 o 720 £ %2 484 (X HEF (International Index of
Erectile Function : EIFEFhEiEE A 2 7) B (15 M) 1281 2 EhErhE
KA4 > (6f) (£1). SEP (Sexual Encounter Profile : % Hith oM
RIS B OER 2 ROVER 3 (£2) ISHTAREE L7z,

# 1) IIEF ZhEEHERE N X 1 > OB & [l%

P
ﬁrf | a1 (1)
Fin
1 Z 2 4B ERAT I B AT | - MR A E L BELED (0)
LW, A RER L F Lz, | - WU EIEERE (10 [ 9 a2l

) e (5)

Z 4 AR ENTTIC X 3RO | | BB CES LY 274 ) FE S E
2 i AT EE AT RE % Fh OB S 12 o 10 D 7 [AREE) - (4)

%0 E L7 CWEa (10 5 [E]) e (3)

T ————— O e R L VRN E TR
3 ATz Ltk L fafp 3 D) - @
- A CELIIEE A CEL (10 [ 1

FLLF) oo ¥

U | mr s I k) w2 s e b L,
A ELE BRI 3, 4 Tl [HROHA—IED

L

DR BL e (0)

S ammT, f, kg | ECEE T (©)

5 T 5 ETHREMERT L2013 E

T B REET 724 B (3

A B (2)
CEE AL (1)

B = A VATERER (5)

Cc A sEE R s ERe | B @

15 o . N o LIRS (3)
BEEERCOVHY ELAA | o)
IR 1)
FhEHERE K 2 A 2 RE 30 s
#2) SEP OB & %
HME S BT [EIEES
2 SN b F - OENOIFANTEE LA ?
Ml g Tvwez |
3 FhE I R L SIS L L ?

17.1.1 ERNE I HE:E
EWHERSHBEICBWT, 59 7 14 )V 5~20mg %512 L ) TIEF o2
FERE N A A 237, SEP O 2 RO 312 Tk ] L& L#EICB0
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7 3) EIN A& USRI B 5 TIEF OFhiEkie N X A >~ 23 7N SEP @

BRI2 RO 312 [ EHELEHEDN=2AF 1 b0 E{LE
N=2A 54 ¥ h6bD%ELE
A H fratEiE? 55T 4V
PAAEN
5mg # 10mg #f 20mg #
IF’J;,”%T 2.0 7.51 9.10 9.38
. Wﬁ%fﬁ‘w) 0.71) 0.72) 0.71) 0.71)
TIEF Zhigh [86] [84] [86] (86
fea sy | LE
P {'i S;) 7 - <0.001 <0.001 <0.001
ﬂ;,j {j ¥ 8.59 28.50 35.97 36.52
<*§i¢;ﬁ$> (2.99) (3.02) (2.99) (2.99)
SEPEMZ | Lyms) 36) (8] (36] [86]
P ﬁi f;;)? - <0.001 <0.001 <0.001
wj‘d {j ¥ 12.29 34.31 17.2% 50.80
e |G (3.49) (3.46) (3.45)
SEPEIS | (s (861 [84] 861 [86]
P f'ff‘cgz) 7 . <0.001 <0.001 <0.001

i 2) S/ bR, SRR O p I, B BHRE. N— 2T A VR E I
GHINC LY E T, 7T 2R L SRR OS EILE Tl Dunnett £I2 & Y 3% %17

272

LA VERFA S 257 Bl 70 B (27.2%)
PERTEEERE 29 61 (11.3%) . WKL 1361 (5.1%) .
RE6BI (2.3%) %Th-o7240,
17.1.2 $HESE THEEER
HHECHEM S L7z 7T b AR IR I E MG ATEER LB (5 m#ﬁﬁﬁ%ﬁ) 2]
11 ;KB (2266 f51) % BEAFENT L7455, & 49 7 14 )V 5~20mg #5512
TIEF OFpEtEfE ¥ 2 4 » 237, SEP OEM 2 K312 [idv] &% Lf_
HELBIER=ATA Y PoOBAbmIZ, 7T REG LOFEIN AR
ENBRD SN2,
#4) HET T R B O EERILEGABRIC B % IEF OFhEiE N 2 1~ A
a7 AN SEP ORI 2 312 [1dwv] ERIEL2EEDN—AF 4 »h b
D%t

WZEITER 2s3RO STz, E72H]
13TH 9Bl (3.5%). M1k

N=AFA4 oD R
FHAIE E HREtEEY 55574 VE#E
PAASN

5mg # 10mg # 20mg #

W/J;;{f* 1.03 5.02 6.79 8.94

g | (030 0.75) 0.57) 0.23)

HEF $piek | [540] [149] [245] [1179]

R ALY [HEBI%]

P fifg 7 - <0.001 <0.001 <0.001

“‘/Ji‘,]:{f ’ 2.63 15.37 25.57 31.32

) 1.19) (2.94) (2.24) (0.92)

SEPEM2 | s [547] [149] [247] [1192]
P ﬁi s*;;f - <0.001 <0.001 <0.001

}r’Jl‘,ﬂ%T 9.08 26.46 37.48 44.26

id i - (1.34) (3.29) (2.51) (1.03)

SEP NS | g 1;?[;5 [547] [149] [247) [1192]
P ﬂi fg 7 - <0.001 <0.001 <0.001

i 3) 11“/1‘ ST, BREIRAE R O p IR, MR WGHEE. N— A T4 ik E I
G E Y Hn7z, 77 2R L SR O I Tl Bonferroni 12 & 1) @i %

To7z0
18. EhZE
18.1 ﬁsm’&ﬁf
PERRIEC & 0 —RILEER (NO) DR R4 L AR, ¥ 5T 7 1

Wik, cGMP 7l Td 5 PDES # [HET 2 Z L 12 X V) kD cGMP i
Fr LA S5, TORE. AR L. BEMASAO M s HEA LT
FEAER SN DY,

18.2 PDE5 FHE1EH
5557 4 VIEEIRW 7% PDES HERITH L. 477 4 Vide MEIETH
#tz PDE5 % #) InM @ ICs fE TR L7zo 4 47 7 4 )V PDE5 124§ %
FAZE#)7)1%. PDE6 2 O° PDELL & ;KL C, 2121700 KO 14 f5CTH D .
ZDMo PDE 7% 4 7 & DI TIE, 9000 f5 2L ETd - 724 (in vitro)

18.3 BEEiBMRAN cGMP BE LR/ER
%457 4 (30nM) (£, NO 54K CTH L= a7 )L K b1 74 (SNP)
DFFAET T, & b AR AT O cGMP i E 4 A RIS LA S8
729 (in vitro)

18.4 PEEENR R O ERAEDIIBEERIER
557 4 )ik MEgHREEBIIR & ORISR OniE & #5% (ECso fif
ZFNEN3 KO 130M) L. F72. SNP RO7 LTV ¥ OtbiE{EH % 1
mEE/ (30nM) ¥ (in vitro) o

19. ERSICEAY 2 EBEZHE
— MR« ¥ %5 7 4V (Tadalafil)
b4+ (6R12aR)-6-(1,3-Benzodioxol-5-yl)-2-methyl-2,3,6,7,12,12a-
hexahydropyrazino[1'2' : 1,6]pyrido[34-5lindole-14-dione
553 Co2Hi19N304
g3 f : 389.40
MK BB ETH 5,

TAFNANEEY FIZHETRT <
(99.5)
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T = b VIFTEY )=

IZHETIZ LKL KIZIZEA BT v,

*22. ‘@
20 §¢ [10§¢ (PTP) x2]
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H 31 HA&GY, CTD2.7.2.2.2.3.2)
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16) 7TNVa— e OFEWHENEN (#4557 14V 10mg) (271 A% 2007
47 H 31 HA&GE, CTD2.7.2.2.2.3.9, CTD2.7.2.2.2.4.7)

17) 7ha— e OSEWHENEN (5557 1)V 20mg) (271 A§E : 2007

47 H 31 HA&R, CTD2.7.2.2.2.3.9, CTD2.7.2.2.2.4.7)

Hellstrom W]G etal. : J Urol. 2003 : 170 (3) : 887-891

KRR AT T2 (7)) A%E £ 2007 4E 7 H 31 HAE,

CTD2.7.4.4.3)

(s L YNNSSIpR-E /1) A E AEE s

A, CTD2.7.2.2.2.1.1)

21) MEEE BT B S By RE
A7, CTD2.7.2.2.2.1.2)

22) HPVERE T EWFREEICET 288 (555 7 4 L 10mgCl
[VTRS))

23) 20mg $EH.MFECH 512 B 2 YBT3 2 AFHOPE (YT A
$E 12007 47 B 31 HAKFE, CTD2.7.1.2.2.2)

24) \EAME Unvitro: T v by A4 X RO M%) (27 A% 2007 4F
7 H 31 Hkg%. CTD2.6.4.4.3)

25) E|EES (nvitro: & MMEEEE) (27 AfE 2007 47 H 31 HAK
. CTD2.7.2.2.1.1)
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26) EHOA (V7)) A% 2007 47 A 31 HAKF. CTD2.7.2.2.2.1.3)

27) WA G oS EE () (27 A$E 200747 H 31 H

K, CTD2.7.2.3.1.3)

BT RS AR SR O S Bh RS (FRM) (27 ) A%E 2007 4E 7 H 31 H

iR, CTD2.7.2.3.1.4)

29) Forgue ST, et al. : Br J Clin Pharmacol. 2007 : 63 (1) : 24-35
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) NV E QI EAER (27 ) AE 2007 4E 7 H 31 HAKRE.
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TR M O He S RTEHIH] & O3 EAR (2 7) Ak 2007 47 H
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IFVITLEOFEWHENRR (27 A% 2007 4 7 A 31 HAGE.
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TNT 7)) v L OSEYAREAER (4 55 7 4 )V 10mg) (7 1) A 2007
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TN 7)) v EOFEYMENER (555 7 4) 20mg) (7 1) A$E 2007
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