% % 2026 10AHET (5E5H)
* 202411 AET (584hR)

L SIREE

BXHAR - 34

BAEEE R HE =
87259
AKinES AR7ERRAA
#E 2.5mg | 30200AMX00059000| 2020 4 6 H
#E Smg  |30200AMX00058000| 2020 4 6 A

BUSLBRAEAEE (S S BEFRIEZTES|
(RARIIRFS—E5EEA)
95957 1 IVEE

D574 58 2.5mgZATJG]
55 71)iE5mgZATJIG)

GUYSE-E i
E) R -EMSEONTZICIVERTS L

Tadalafil Tablets

1 AR EHBAIN I —B(EZER (NO) #58 (Z~OJU
Uy, BEE7IIV. BBV VILER, ZO5VI)
%) COBAICKVIREERANEEL. BEICMEZTES
BRI ENHBDT. FRRRSDRIIC, HEEFIIE—ELLE
% (NO) #i5RIESETNTLRBNT &Z T3 L. &
Bl SR UIRSRICS VN THIRERIR E—#EZR (NO)
HEFMESINBVKRSTHERT ST &L [2.2, 10.1
271

2 TP ZZSCOHEREDERROMNEREDEEER
HB|ESNTNEZDT, FEURSOFIIC, DNEREEDNE
BEZTHERIBD &, [2.4.1-2.4.5, 8.1, 1.2,
15.1.1 &l

a4
=

1.
1.

—_

2. 22 (ROBEICEFBRS LBV E)

2.1 RFIORG IR UBBUEDORFERED H 2 B

2.2 FEEAI I —B{EER (NO) #f54] (=ta vty >,
FIEEE 7 I L. BHER A VVILE R, —a5 v INE) 25
rogE (1.1, 10.1 ZE]

2.3 AT VY 75 —¥ (sGC) #EAEl (VAT T
b)) 2REFOEE[10.1 ]

2.4 RICE T2 DMEREBEELZETLHEE [ChoDBFILE
RitBE TRt s nTWn5.]

2.4.1 REERDEOH HEE([1.2, 8.1, 15.1.1 &E]

2.4.2 DA% (NYHA SENED L) obsEE[1.2. 8.1,
15.1.1 %]

243 2 b — VABROARER., KME (M@mE<
90/50mmHg) Xi&3 > b a— LARROEIME (LERIE
> 170/100mmHg) @& %E#H[1.2. 8.1, 15.1.1 SHg]

2.4.4 DHBEOBERNRE 3 » AUNICH 2 EE[1.2,
8.1. 15.1.1 =H&]

2.4.5 IFZE - iAHIMOBEFEES BT 6 » AUNICH 5 HBE
[1.2. 8.1, 15.1.1 Z&]

2.5 EEOBEEDH HEE[9.2.1 BE]
2.6 EEOFBEEDH HHEE[9.3.1 2]
3. HERE - MK
3.1 #8m
- B ;
IR7E44 (1 g2eh) TRINA
FUBKANY. ERELO—Z, 7O R
ANAT—=AF P TAL e FaFY
NS . Favtia—2, 5V ILERS
5;@?%’}5 JTI7AN | Numa 27T vBe Ay
~>mg ~mg L, eFORru—R, BtFy, ¥
L7, FUTEFY, BEZ L
$k =ZZE(kEk. Lo ay

FLEARMY. BRLa—Z, 7aXx
AN AT—=AF M) T A BROFY

55T T1NEEYF T T 1)L | TRELELE—A, TTYILEBES
S5mgZA [JG] |5mg MDA, ATTIVVBY TR
L, euru—2, BtFyr., ¥
Lo bUTRF U AT TNT Y
3.2 BEIDMRK
fR7es | & - AlfE HIEE - K& s - ERE REFTR
KEH i Rl
77| = < -
5 w§%7{7bu 75774
2.5mgZA v RO 7 . . VZA 2.5
: PRIZN=E @ @ ]G
Gl T4 VT
Rz FEiE Ex HE
8.7mm 5.4mm 3.4mm 130mg
RE HE RIE
1 ﬁ;;;;f 55574
5mgZA |27 _ WV ZA5]G
el S =
RiZ FEE B HE
9.8mm 6.lmm 4.0mm 180mg
F) $EAlOME EHFOMAEDEIL 2B H 5,
4. FHEEXIFFHR
BUIZRRBEAEIC#F S BERRIEE
5. MEENIFHMRICEET BFR
5.1 RAIOBEAICH 7z > Tl BISLIRIERIEDZMT - B2HICH g
BENNDTA R I L EORHOERZSEHIC, B LA

WKV ZIEET 2 Lo

2 AANC XA HBIREBEETIE 2L MERETHD LIS
HEL, REHBSICEVAGET 20RPESNZVEEIE. F
RS, OB L UBEEEET S L,

. BERUHE

EEEAICIE1IHLIEY Y7 ¢ )LE LT S5mg 2R&O#%59
%,

7. RERUARICIET 555
7.0 REEOBEEDS S BETE. KAOMBEEN ERT

2BEINNHBH I ERUBREREBPRONTVWEI NS, &

BEOREZBZE LaNP5 1 H1[E2.5mg»o&5%269 2
BELEE/T S L. [9.2.2 ]

.2 F b7 u—L4P450 3A4 (CYP3A4) zia< HE T 2 %A%
BEFOEETIE, KEHOMBHRENF LRI L EMFRDS
NTWBHOT, 1 H1[E2.5mg »5#5%kmL. B&DIKE
EHE LN oEE Smg NEET 52 &, [10.2 3]



8. EERELXRNER

8.1 kDR ARY T XT T —+t (PDE) 5HEAIEEHEIC. AH
ZMEEEAE2ET 50— BEOREDCMERTAH 5b
NHEENDH 5. AEBRSEONIC. DOERBENHES %+
DHERT H T &6 [1.20 2.4.1-2.4.5, 15.1.1 &H&]

8.2 4 BRALL EoFEDIER Wid i Ehic (6 MLl bk 2%
HEESIFRE) PHEICTIL FNICRESNTWS, HiEd
IR 2 B 2 EL D IITH 72\ EEEESOBE 3
BEREA KBRIICIE L S 2D H A DT, FiEH 4 B DL Rkt
THRERDPASNIIHE, ESICEMOZE %2215 &>
TBHZ &,

8.3 RAMERICAM G EIME TN IEE R EITBEN S 5 b
B EIE, AEIORAZFEL, PP ICEBEMAEDZE
EZTAHED. BEIHEET S &, [15.1.2 2]

8.4 [EFRFAEICBVT. DFVPHEBESED SN TVEDT,
SFEE. BEEOERSEEREZ LD K2 IRET 2B
BEIHsT &,

8.5 RAMEERICAM G EEIME NI EHEHE (BB, ©F
WEES ZERDH D) B ODONIEEICIE. KEIOREZF
L. B2 ICHEREMEDRZE2Z TS LS. BEICEER
T5T &L [11.2, 15.1.4 B8]

8.6 EHNICB W T DRI IRIEARGEIAEEE & 0 L7 B o Rz
RISHEZE SN TV,

9. BEDESREEITZEEICHAT IR

9.1 SHE - BIEEZEDNH D EE

9.1.1 EEDBE LRI (BB, EEDIRHE. Peyronie i7%)
DHDEE
FHEIOFEIRMEAICKDHENSBID., ZOMBEREICREAZT
EBIITBENDNDH S,

9.1.2 FHEFEEDRA L RZVEIEE (BUARMEEED. %
R4 SEE. OMRSE) NH2EE

9.1.3 HIMMEEREN FHLEEEDH S EE
nvitroRET=ra LY FF UL (NO HEH) o/,
WEEIEER 28R T 52 AR 6N TV S, HIIEER
ST EEE O H 2 BEICHT 2 REMEITHELL TV,

9.1.4 fRBREHEESE
PDE OE(RHEE % B DEF S D EED 515,

9.1.5 PDE5 PEZEA I Zi5hNDESE
PSR ORRBEA 72

9.2 BiEEEEEE

9.2.1 EENBREZESE
BE LW L, AFlOMFEFREENS LFT 2, F/2. Thb
DBEZE KRB OBRBEDPEINT HATHEED S 5 - DERRABTIX
RS Tnb, [2.5, 16.6.1 =HR]

9.2.2 PEENBEEEE
KREOMEBFEHBEENS LFZT SR 68EEPH 5. [7.1. 16.6.1
H]

9.2.3 BEDBEZESE
[16.6.1 =H&]

9.3 FFigeEEEEE

9.3.1 EEDIEZSEE
BELGZWIE, ChH0BRFIBERABCIBASTY
%, [2.6 ]

9.3.2 BE - pEEOHESEE
INLDBEEZWNRE LBV ERUREE 2 IEIEE LK

%

2

AERIIER L T2,
9.8 e

—RICAEEEME RN LT W5, [16.6.3 &HE]
10. HBEEH

AANFIEIC CYP3A4 IC KD RE@Ish 2.

Kk

10.1 HAFER HALBWNI L)

A% BRAEIR - HEE A% W - fERET
THEEAI R O NO H5#] I XD BREER% NO & cGMP O EL %
=l N DR W 5 E0|MEDS FHBL. —FH. AFNZ
HREEE T IV HoHV3, cGMP 0 47 fig % $ il 5
WHEE AV ILE R 5 L6, mAIDOHA
—asVINE I2& D cGMP Dk %

(1.1, 2.2 @]

9% NO O EMEHA
IR %o

sGC #lAl
VAT TT7 N (7T L4
IS R)

[2.3 ZHE]

BERICK D MEETZ
BIIBEINDDH S,

HRICED . #Mizn
cGMP REAHEML &
5 I AR ANEY 75 %

ERIETBENNDH S,

10.2 HAER (BRI

EBTBRIE)

BT

BRARIEIR - SEESTE

W - fERET

CYP3A4 [HEH|
A b7arJy—u
7)) 2AavA v
FI7LEL
TL—=TIN—=U
21— A%

[7.2. 16.7.1 %]

i\ CYP3A4 FHEEH
EET A NaAFY—
b (ROAL ERARSE
7e) COHAICED K
AlD AUC K U Cmax 7%
312% % O 22% 38 hn 9
B EDREND B,

CYP3A4HEIC L2
U7 5y ADRED.

HIV Yu 57— ¥

U MFELEDHAIC

CYP3A4BHEICL 22

EA| X0, KH O AUC 2|V T I ADED
U rFEL 124%3MN9 % & O
A>T FEN BB,
HFFEIL
FILFEIILE

[16.7.2 £E]

CYP3A4 #FEH| V77 ¥y DM CYP3A4A FHHICEL DY
V77T FIic&kD. KFIO AUC|Y 75 > ADHEHIC K
A= N KO Cmax 32 N2 | 0 ARE O M5 8 E A

Tz J)NLEY— )
&

88% K U 46%1E R %
L OWEN D B,

BT U KA ORI R AR
59 BENNDH S,

o TR
ERAVIZ
TV

[16.7.3 %]

FFHvY Y EDftA
IZ X0 STALIERAILE
B YRR AA ML 3 &k
N £ h 9.81lmmHg
& O 5.33mmHg T &
THLEORENDH B0,
Fo. o EEA & OO
A CRMEDER %
SMEETZRLZE
DBRENHBH. BEH
REEBLOARLED
AP fERE % L
HGEICDOAHEEITHE
5452 &,

ARAN I E R RAE A IS
FoEEEREZET S
7z, BERIC K DIEEME
RzEmdsBTny
H%o

ke FEA
TLaIE Y

A N Foa—)
IF57UNL
NYTFHIEY &

TUIEFT N
BRERA (RAIEZ
Al) LoftAICED. B
FRAT B T A A 1M
OHLREAIME 3 &R Z
£ h 8mmHg K O
4mmHg &9 2 & D
HENH BT,

AN I E PR RAE A IS
FoEEEREZET S
7z, RIS K D RREEME
RzEmysBTny
H%o

IR F R

BERIC K DEEEERAY
WRI 22BN H %,

AN I E R RAE A IS
FoEEEREZET S
72, BHRIC & D BT
RzEmysBTny
b5

Rl i) N

BERIC K O BEESERA P
WRI BTN H%.

NO %47 U 7z IfL & 5t 6%
ERZE®RT H2BTh
D&%,

NVA T TT b

EREEDEZEC T
BENWDDH B, wEL
DF M L a1+
FICER L IBEEP
ERLVEHTS N
BRICOHHATE
P

MAAN cGMP BE A1
U, BEE(ER 255
2BTNNH 5.

1. BWER

WOBWERNH6bNBZERHAHDT. BEEZ+TITTV,
BEEDRDSNLBEIIIREZ2RIET 5 7% @) 2 0E %17

5T &,



11.1 EXGEIEA

11.1.1 BBUE (BEERER)

RE, @RS, EEFE. FIRERE %, Stevens-Johnson fiE
BRESHEDNDEENDH 5.

11.2 ZDfthDEIfER

1%L E 1% SHEANER
BiE, IITOOHEETD iy
TEER g AL . IDZERIEED |
R, KIME
AR, BHE. G
Foll. HEREEDARER
. MREEAREA
%, REgER. #
o BRE. FEEIRRK
JE
R R 14 BT R R 0 AR
MARREED | ZEF
PEEEREES | Al
1 A VR 1 IR A&
ERE
HIEAR B B R | R
il B TR, BX
Brrvrr=r -
B 7T I YA
o
B A, BEE R
R B F igiﬁ\ﬂﬁi
N— FIRCIETR. BRI | FHREEE. i
IR - ETEER o DIEE
MRS PEIRRGE. B
Z Dt CK k5

E1) [1.2 28]
E2) [15.1.2 2]
E3) [8.5 ]

13. BEKES

13.1 &
RENTEEEIT V.
BTS20,

14. ERALDFEFR

14.1 EFRXHEHOER
PTP DAL PTP ¥ — b 6WOH LTIRAT 2 & 545
HIBHIE, PTP ¥ — bORBREKIZE D BEOVH AT BB
AFIA L. BICREEB I L THIRRREOEE L &IE %
HETLEDPH S,

15. ZDDFR
15.1 BRIREARICE DK 1B
15.1.1 BHEARLIBER & L THERS NS Y57 10 LOHBTE
DOEFEREICBENT, DHFE, DERE. DEERER. X
Hifl, —@MNEMFEESEOEE R DNERREN Y ¥ 7 1
MREBICHEBR L TWD, TN6DZLBDMERDY A7 T
T —REHELTWABETH >z, ZLOERN., HITHEF
XIIHETABICRD SN, DEFITIEH B, EBITAEEZLICY
757 4 WERSBICRD N DD o7, FOMIE. ¥5
T 7 4 VERE UEITABROKEM P S AR ICRES L TYL
be CNEDEFNCONWT, 557 1), HiThH. KKEE
PELTVWEDMEREE., o6 DEROMEAEDE M
DERICEHBEET AN EI D ZHEET A EIITELE N, &
B BITBEEZAZVENDHDNEREEL AT 5 EEICIE.
Y557 4 VEBRERASRERE L TERT A IR LS
NTW5, [1.2, 2.4.1-2.4.5, 8.1 2]
%15.1.2 A & OREBERIIHES T WD, SEICBWTEME
HEARIEEA&E L TERSNY YT 7 2 La&T PDES
FEHEESHIC, FNCENVETPEANBROFERE LD S 59E
BIAR A AT M E R ARRE  (NAION) ORI HME SN T
W38, InsnBEENDELIZ. NAION OEBKRET [F# (50
oL b) . HERR. ST, S#ikEE, SEME. BEE] %
HLTWEY,

ZB. BENICKDZ 2T ADRE

FHENCB W T, NAION 2HIR L7 45 oL EOBHEE MR E L
TEMS N7 BB TiZ. PDES [HERI0®RE D &M%
FREE (Ti2) OS5 BOHBEA (¥557 14 LOFEK 4 HY

WIZHES) 13 NAION 33 ) 27 2 2 51075 5 Z EPlE
SNTV3, [8.3, 11.2 ]

15.1.3 A& ORBERIZES 2 TlE WA, SEICB W TAEH]
% &t PDES FHEAR S IC. I, BEEEORKRI/HE
ENTVnBII,

15.1.4 A& OREERIZES TR AEWD, FREIZE W TAA]
% &t PDES BHEAIRSZIZ, . SE2FEE TR I$2E
HUEHMBEIRESN TS, TNH60EBRETIR. HEVSOE
WEES Z WD B, [8.5 BHE]

15.1.5 7L 3 — LERFA R ICRA % %5 L 727V E O B R EE B
(A#] 10mg. 20mg) B I2B VT, 7L a—)LIMFEE, AFH
OIMFHFBEEOWTNOHBEICEEZZ I 2>/, 73
—LzERR (0.7g/kg) A LEHEBREICBVLT. HELD
FEL PRI E AR S S 731,
i¥) AR AHEIE Smg TH Do

15.2 FEERAREBRICE D < 155k
25mg/kg/day LEORBTY 4T 7 4 L&A XI23~12 nH
HEHRORS L-EERBRICB LT, %%E%@ﬁ?\%m
B LR OEME, F%t%@%%ﬁ@mm FBHOENTEDRE
WHsd. & MBI 2B FEBREICNT 2EE 2 M5 LS E
RO —H TR TFREORD VRO 5N D, BT
§@$\%%ﬁ%&vi@%w%/miwfhmﬁﬁnsz
LD ERD SNz o 1219160

16. SEYEE

16.1 MRE

16.1.1 BOlgs
BAAEEERA 36 I8 557 ¢ L 5. 10, 20, 40mg™ ! % B[EE O
BELEEDY YT 74 VOMBFEFEEIX. %5 0.5~4 B (Tmax
DOFRRE, 3E) ORICE—2Z10E L%, HE L. HRLREIIEN
14~ 15 BRATH - 7217,

E1) BAKZEARIE Smg THb,

RIS 57 4 )L 5, 10, 20, 40mgE D ZB[E%E L7z & DI
FY 557 4 VBELDER LIEYEHRST A%

. . AUCo Cone Toax Tin
(pg-h/L) (pg/L) (h) %2 (h)
Smg 24 [1784(35.3)|95.6 30.0)|> %0, 0-500] 12
10mg 23 [3319(32.5)| 174 (26.5) 3'(104(.%65500 oS
20mg 24 5825 (23.2) (292 (26.1) 3904%13)00 (}??)
40mg 23 (13023731) 446 (20.2) 34204(.%65)00 ég:g)

MAETPIaME () HR5%)
E2) hoRfE (G

16.1.2 RiE”S
RINZRRAEASE 1 0F S HEIR B E|2K/\$%Ll2fﬂk§75777411/5mg%1
H 110 ElFW@:?‘D&L—}Ltc HRETOY 57 4 LD AUC
B Cmax \IHEHR SR & AT 2 EICHEM L9,

RIZBAERIE ICFE S PHRIEEHARAEZEICY Y57 0 b omg 2 1 H 11
10 HERERS L &L 2 OMEEF Y 557 ¢ VIBE X D EH L EYERE

NTRX—=%
A% n AUCo-24 Cmax ngx T2
(pg-h/L) (1g/L) (h) =3 (h)
4.00 (1.00 B
1 HE 12 1410 (31) | 102 (27) ~4.00)
10 HHE 12 2710 (27) | 173 (24) 39(1 (()26)()0 23.9 (25)

AMATIME (EERE%)
E3) hRfE (FEE)

HISZIRIERIEICHE D BRRBEH A AR E 2 6fR E LB TH_EERT
EEERRBICB W, #4574 2.5mg Xix 5Smg dWdhrz 1 H
| B REZEORS Uiz, Smg 25 L L EOMEBEFRY 557 1 LVBE
1 2.5mg DK 2 5L 7% 57219,

16.1.3 EWRHEF R

(99'S57 1)L 2.5mgZA [JG])
Y8757 4 VEE2.5mgZA [JG] EFNT 4 7#2.5mg &, VO AF —
N—FEICXDZENZN 18 (¥5 5740 E LT 2.5mg) BERABNE
IS EREREO®RS U CmERE LB E 2 HIE L. 15 5 n - R 8k
85 X —% (AUC. Cmax) 122\ T Q0%fEHEX R IC THREHRIT 1T -



7z#&%R log (0.80) ~log (1.25) OHENTH V. WHIDEMZAIFE
EEHHER S NI,

(ng/mL)
60

50

—o— #5571 L§E2.5mgZA ]G]
40 H® —— YT 17 HE2.5mg
Mean=*S.D., n=32

30

20

REE S A Iy N BEEE

BE5#& 0K (hr)
EMBENTA—Y

HEST =5 BERT XY
AUCo-72 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)

5557 1 Ve

+ + +
S oA [y 04T 218,97 46.1946.98 | 3.1%1.2 | 17.1%4.0
yggg«7ﬁ 936.064207.17| 51.50+9.18 | 2.2+1.2 16.143.3

(Mean=S.D., n=32)

MEEFIEEEN NS AUC, Crmax HD/8T A — 4 1&, #iEEE OBIR, (AiKO
FRANEIHY - RIS ORBRSEMHIC L > TR B AN D 5.
(9957 1)Lk 5SmgZA [JG))

5557 4 VEE SmgZA [JG] EHILT 1 78ESmg %, JHAF—/)N—
BickbEnzn 1§ (957 4)L& LT 5mg) BERABEICES
HEFREOHS UM PR UAREZHE L. 55 NI ERE ST A
—% (AUC. Cmax) 1ZDW\T 90%(E X HIE IS CHEEHRIT 21T - 7o 48
. log (0.80) ~log (1.25) O#EMNTH V. WHIOENENEEE
DRERS NIz,

(ng/mL)
120

—o— #4557 1 )LESmgZA []G]
—o— YT T7HE5mg
Mean=+S.D., n=32

S A Ny B

#EGRORER (hr)
HMFRE/ ST R —F

HENT A=Y ZENT A=Y
AUCo-72 Crmax Tmax Tis2
(ng - hr/mL) (ng/mL) (hr) (hr)

5557 1 VEE

+ + +
o ol 179843550033 88.0017.28 | 2.9%1.1 15.644.2
;;1;?“7@% 1923.01+695.71|102.91423.10| 2.3%1.4 15.84.4

(Mean+S.D., n=32)

IMEEFEEI NZ AUC, Cnax DI85 X — 71, #EE ORIR, (KiKD
BRENEE - B EORBEMFIC K> TR L 2R H 5,

16.2 ORI

16.2.1 BEORE
RN 18 BlIcy %57 14 )L 20mgiE D 2 &% (BAEMHE) XILZEIER
ICHEREORS Lz & & AUCo-w& U Crax FHICBHEERUC X 21X
RBOSENEHP 5722 GHEATFT—%),

16.3 91[

16.3.1 MIRFAFESE
Y557 4 VOMBEAKERIZ 4% (in vitro. FEERE) TH
DB FILTILTIVRY a BEEEOEREET 59,

16.4 X3
TR 6 B1219C-% 45 7 4 )L 100mgt D & BERE OS5 Lz & &,
MIFRICIBEICY F T T 4 VRBEEROAF VAT IA—LT NV ra
BHaA AN RO 6N7D), MFERORAF VAT I—=IUEKEAF VAT I
=77 a Y EBEREERD 10%KiETdH - 7220 (SHEAT—%),

16.5 kit
BEERA 6 BlIC14C-% 45 7 4 )L 100mgE D 2 BEROHE L & &
D, #5% 312 Kl £ TORMGTREEINERIZHEEF 60.5%. R+ 36.1%
THolzo EEFITEEICAF VAT I—IUE, T T—IUE, RFIZIE
FIIAFAATA- VTV ayBlaGEROCATI—VI V70
AR 5ND FEAT—%).

16.6 JHEDEHRZFIDEE

16.6.1 BEZEE

(1) BERUPESESEEESE
R 12 6, BEERESE (Clcr = 51 ~80mL/min) 8 ffil. %
EERERE (CLcr = 31~50mL/min) 8 flicy %77 1 )L 5mg KU
10mg® D & BEREO# G L7: & &, AUCo- & U Crax [ SBEFRAD Z 1
ZNHK 100% K O 20~ 30% N L 72202 (ALEATF— %), [9.2.2.
9.2.3 2]

() MRBRZEZFTVBIRPABRLES
MYEENT 22T TV ARABALEE 16 flIcy 477 1)L 5mg. 10mg
KO 20mgE D & BEFEO# S L7 & & AUCo-w % U Crax (SEEERAD
FNZNK 109% K% 41%8EL 728 (SAEAT—%). [9.2.1 SHE]

16.6.2 FFEZEEE
fRFEERRA 8 Bl OURFEERE 25 fl29i125 45 7 1)L 10mg= ) % BiH
BOFEG L& &, BEMRESRE (Child-Pugh class A) &HEER
fEEH#E (Child-Pugh class B) ® AUCo-« I @RERA £ 1ZIZRETH
2728 (SNEAT—%).
T 4) BERATEE (R 5N 8%). n = BEEFEE (Child-Pugh class

A)\ n = 8:FPEERTREE (Child-Pugh class B). n = 8:HEFMEE (Child-
Pugh class C)\ n = 1,

16.6.3 SHnE
EREERE 1206 (65~78 1) RUOBEEES 1241 (19~45%) II¥
7574 )b lOmg“F n ’EE@%DE’% L7z& &, Cmax [i%ﬁ%%t%ﬁ%t
TIERIFEETH > 720, BEilEE D AUCo-« lIFHEE ITHARK 25% = E T
Ho72® (HEAT—%). [9.8 ]

BB R OEEEICY Y57 4L 10mght ) 2 BE#HE L7z & & imiEdh s
YT 71 VBEXDEH LU EYERET X ¥

n AUCo- Crmax Tmax T2
(pg-h/L) (png/L) (h) 3 (h)
2.00
R 12 4881 (31.7)| 196 (26.9) (1.00~ |21.6 (39.0)
4.00)
2.50
HEE 12 3896 (42.6) | 183 (25.5) (1.00~ |16.9 (29.1)
6.00)

HATPIaME (LB (F5%)
ES) HhRfE (HFH)

RSB RRE IS BERBE OBl E 12 6] (70~76 %) RUEERE
1261 (42~59%%) IC# %57 4)L 20mgED% 1 B 1 [E 10 HiERER
O#5L7zL &, BiE O AUCo24 & Crax B3IEERE ICHAND T RIC
(#9 13%) &> - 7229,

EEREROIEEREICY YT 7 1L 20mgED % 10 HERERS L&
DUIEHFHY 557 4 VIBEL DEH L EYERE/ ST X5

AUCo-24 Crnax Tmax T2

(ng-h/L)| (ug/L) | (h) %9 (h)

n

EiE 12 3900 (39)| 273 (32) | (2.00~ -
| 8.00)
(Day1) 4.00
FEmimE 10%7 14500 (26)| 328 (23) | (3.00~ -

7360 (40)| 472 (33) | (2.00~ |25.7 (21)

RIE 4.03)
(Dayl10) 3.50
JEEE | 10%7  |8280 (41)| 536 (35) | (2.00~ |23.6 (20)

AT ME (EER5%)

E6) ke (#iF)

E7) FEREOBNRIRIBETRE LG T L HBE LORERTY > TV Mg
18557 VRESH S N BERE 2 FR< 106l (42~58m%) o HH

16.7 Z4EEER

16.7.1 O baFVY—IL
fREERR 12 flic b 29V =)L 400mg (1 B 1 EREOHS. ERNAF
) LFFTT 4 20mgE 2 HRABELILE, YT T T4 LD
AUC0- & Crmax l&+ NN 312% K 22%1EM L7z (SEANT—
%)
fREERRA 11 iz b2V =)L 200mg (1 H 1 ERO#KRS) &¥45
740 10mgEVEPREE Liz& & 557 4 LD AUCo-K U Cmax
ZENZN 107% KO 15%EML72Y (HEAT—%). [10.2 2]



16.7.2 U RFEI
R 16 Blic) b )L 500mg Xi% 600mg (1 H2[E) &4 457
1)L 20mgE D 2 HARE L& &, 957 14 LD Cmax 1 30%ET L
7258 AUCo-ld 32%3EM L7230 JHEAT—%4 ),
AR 8 BllcY R ¥l 200mg (1 H 2[E]) &4 457 4 )L 20mgitD
ZHAKREGELIEE, YT T7 4D Cnax SFEEETH - 725,
AUCo-wld 124%38H1 L 724 (SAEAT—%), [10.2 B3]

16.7.3 a EKEl

(1) RFEYYIY
R 18 flic K+ 3 V'Y > 8mg # RIEFROAKRSHOEFIRET, ¥
557 4 )L 20mgE ) & BERR OIS Lz & & A ONERR & OIL5RE
MEOTKRFHEEIZZNZN 9.8lmmHg & U 5.33mmHg. EMI D I
HEROIEHLEOZE K TERE T %N Zh 3.6dmmHg K O
2.78mmHg TH - 729 JEAT—%),
R 45 Bl RET VY Y (dmg £THIE) &% %574 )L 5mg %
1 H1EMERORS LS, REY Y Y > OMER RER ICHERAT A&
5NTze ZORERICBWTRMEOERE S MEE(LICET 2HES
KIPFHENTD JHEANT—4). [10.2 BE]

2 9LROYVY
RN 18 flicy L2y 0.4mg 2 RIEFZOHRSEEOEFRET.
% %57 4L 10mg XId 20mgE D 2 BEE S Uiz & & SO IFE X
ORI E DR A REEIZ 21 2.3mmHg %O 2.2mmHg. BAL
DUFEH A IR RANEO R A NEEIZ N £N 3.2mmHg & U
3.0mmHg TH V. HE»LRMENOEEIIRD 5Nk o720 (SHEA
T—=%)
R 39 fflicy L A1y > 0.4mg &9 557 4)L 5mg % 1 H 1 [H
REROZRS Lz &, HE P RIMEANOZEIIRD &5 Nkh - 7123 (4t
EAT—%),

16.7.4 Z DDA
fhEl (=F V. HBEEASH) XET7LI—AHB¥557 40 (10X
13 20mg) EVICRKITTHEICOWTHI LR, =FF V>, HIEEE
BRIIETVI=NICEE Y 5T T 4 VOEYBRRICKNT Z6 h s
BIIROEN RGP oIz, o 457 4L (10 XUk 20mg) D5
(IFYIFL, THT4 U, TLT 7YY ROT7TLAIEY) LTI
D= U RIETHEII OV TR LR YT 74 MK B3IV T
Ly THET ), TLT77) 2, 7LAYEYXIET7ILa—)LOE)H
BTNt 2B 6 A BIEER0 SNk o 723140338 (AEATF—%),

17. ERERARE

17.1 BHUERUREMICAEIT 255k

17.1.1 BN I -SSR LLBERREER
HARANDHNLIRIEATEICME S BERBEERE (422 6]) 2HRICT TR,
5557 4L 2.5mg & 5mg 2 1 B 1@ 12 #EES L#ES. IPSS
M= NVATATDOR=ZAT4 V0 6DEE (B/N_8FHE) I7/5%
AWT-3.8, ¥¥F7 1)L 2.5mg B T-4.5, SmgHT-4.9 TH-7,
ZEOT T RBEEDOZEE, Smg B (-1.1) 2°2.5mg B (-0.7) I
HART57%ARE <. FHEREN 2 EBER RS 5723949, (#HEO)
BIfERSIEEIL. 55740 2.5mg BT 4.9% (7/142 ) RU%
%57 4 )L 5mg BT 6.4% (9/140 ffl) TH -7, EZEIERIZ. 2.5mg
BETIEVIZTOA 2.1% (3/142 ) T O8N 1.4% (2/142 ). 5mg
BT, HERRM 2.1% (3/140 ) BOMETO A8 1.4% (2/140 fl)
TH-o7,

17.1.2 ERHERSE IH-SESRHEEIRRIER
HA, BEK BB ORNARIEAE IS HHREEEE (309 fl) 2R
I2. 7I9EARNIEY YT 740 5mg % 1 B 1[E 12 BEHE LG5,
IPSS h=F L AT DR—=A54 > »50EE (B/N_5FHHE) &
T RET-3.00 ¥¥ 574 5mg BT-4.7 THVD. Smg LT T
CARBEE B U CHEHENICER 2 EZ R Lz, Smg BCidis 2|
BOBEMAD S IPSS b —F L AT T OHEN D 5N, £7-, HE
ANEE (173 41) 12BFBIPSS h—=FLAITDR=ZFA4 P 5DE
ftg (B/N_FFiMHE) 7T RET-3.1. ¥4 57 1)L 5mg &
T-4.8THD., 5SmgBET T L ARBEL B L CHEFENICER R SER
KUz (FIERBEEDZE:-1.7, p=0.036). (REQ)
BIfEFRISEE IR, ¥4 574 2.5mg BT 9.9% (15/151 ) KU
Smg BT 13.5% (21/155f) Th o7z, E&EIEMIZ. 2.5mg BT
1 B, BB R OTERYE 1.3% (2/151 Bl). Smg BETIE. BN
Ja73.2% (5/155 ). HEARE., B, MHF7 L7 F R ARFF—
CHIIR OHEESE 1.3% (2/15561) TH- 7.

17.1.3 ERHERSE IH -SSR EIRRIER
HAR O EOFNLARIEARE IS FHREEERE (610 ) 26RIc, 7
FERXIEYH 57 4)05mg % 1 H 1 [ 128E%S U7zER, PSS b
—HNAATDOR—=RAFA > oOELE (R/N_FFHE) 377X
BC-4.5. Y4571 5mgBT-6.0THV. Smg#ITTLAREEE
HE U CHEHENICER 2 SE R R Lz, Smg BTIIRES 4 @E» 5
IPSS =% L2 a7 DRENDO 5N12D), iz, AAEANEE (449 fl)
IZBIFBIPSS h—F VAT DR—Z51 V1 6DELE (B/N_FF
HE) 37T RBET4.8. ¥¥57 1)L 5mgBT-6.0 THY. 5mg
BRI T T ARBEE B L CGREPENICEBR R EL R L (PR E
n#E:-1.2, p=0.017), (FKEE®)
BIfEFREE X, ¥4 57 1)L 5mg BT 15.0% (46/306 ) TH -
7oo ERBEIWERIL HILRED 3.3% (10/306 fl)  EFAS 2.6% (8/306
Bl) B IR 7 L7 F > AR ARFF—ERIA 2.0% (6/306 ) TH-
7zo

IPSS b =¥ VRO 7 DHEEGRIRICE T 2 E(LE

gy | 25 | B g
BEB | on | Goe | 1288 | 2 | B | piE
(FH1E) TH5iE) LDE
I | F54E| 140 16.5 | 12.8 | -3.8 - -
*HEII) N N
g | 2008 | 142 16.3 | 12.0 4.5 0.7 | 0.201
(#8D) | S5mg 140 16.4 | 11.7 | -4.9 | -1.1 | 0.062
BN | o] 154 16.8 | 13.6 | -3.0 - -
*Ei}:l)
HERFER | S5mg 155 17.2 12.2 | -4.7 -1.7 | 0.004
(HBQ)
I | F5XR| 304 18.7 | 13.9 | -4.5 - -
*EEZ)
HERFER | Smg 306 18.7 12.1 -6.0 -1.5 | <0.001
(D)
1) ESESHET VBN (LOCF % (#F)
T 2) SERHEIE T — & DR ATERE 7R
&
2 4 8 12
W 0 — | |
AJ
& 11 —e— IR
S 5 —— Y5 574)L5mg
S -
N ok
N 3] *% 1 p<0.01
=~ -4 . sk 1 p<0.001
_IL sk
» 51 %
%]
& 6

(/PP EL R E)
IPSS b =% L 227 DIEHIRICBE T 2 E(LBOMER (BIMHE_EER
HEERRSE (RBO))

b

4 8 12
i ‘ ‘ ‘
A\ﬂ >
& —e— IR
E -2 1 —— Y% 574)5mg
-39
X 4] s 1 p<0.01
~ skeskesk
™ 5] #%% 1 p<0.001
i sk
© 61 stk
=

(/N EAE A ZE)
IPSS F =% )L 237 OERSHIRICBI 2 E(LBOHR (FNHE_EHEHK
HeagiE R (HERO))

17.1.4 ERRBRSIESIRAER
FNHEREZTET Lz 394 flowsaE ) 42 o RIAKSIFEHEAERIC
SN L 7ze BINARAERFEICES HERBEREZFICY YT 7 1)L Smg % 1
H1[E540EM (ZESHREM 12 82E&t) BHEERS LoER.
IPSS b =% L 237 ORFEN L EOMER PR 5N, BHOREMER
VRIF R DR RS N394,
RIEFARBSEE L. ¥4 77 1)L 5mg BT 10.7% (42/394 ) TH -
Too ELBIEAIE. HIEARKUEREYRERENE 1.3% (5/394
Bl) THot.

18. FEFNFIE

18.1 1R
%457 4 )VIx PDES #MHET 5 10k D BIILIEE K OREREEE A
AN FEBFRIR ML OFEAN cCGMP BE% EREE 5, ¥4 57 4L
12 & B MEHLERIER % v U 7z MR E M0 2SR SZARAE AR 1208 S BERBEE O
FERBAICES L TWAEEZ 6N S, T BILER OIS 5F
BB IME I 2ERAZHHTEL TV A REESH 59,

18.2 PDES PEHE{ER
5557 1 VIL#EIRK PDES [HERI TH 5. b MBI FHEAERZ PDES
%% InM @ ICso fETIHE L. PDE6 X U'PDEL] LT 5 & 2hEhn
700 RO 1415, ZDftho PDE 37 % 4 7 &l 4 % & 9000 5Ll Lo
BARMEZ R L72%) (in vitro)

19. BRS(ICEAT 3 EER2NAR

—f&4 . #4574 )L (Tadalafil)

{4 @ (6R12aR)-6-(1,3-benzodioxol-5-yl)-2-
methyl-2,3,6,7,12,12a-
hexahydropyrazino[l',2":1,6]pyrido([3,4-blindole-1,4-dione
C22H19N304
389.40
HEOREIIMEKETH 5.

FEFR
TFE:
oK



22. @R

(F9'57 1 )LEE 2.5mgZA [JG])
100 #& [10 & (PTP) x10]

(9557 1 JL§E 5mgZA TJG])
100 #& [10#E (PTP) x10]
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16) FEWAFEIC T THE (V7 A58 2007 ££7 A 31 &R, HEE
RHEE 2.7.4.4.3)

17) BEBEAICB T 2EYEE (BEEE) (7 A8 2007 F7 A
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19) RISZRRAERFEICHE D BEREEAH T 2 HAABE TS 1T 55 TAHRE
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20) HHAER AEYERESEREE (8 2.5mg)

21) HAER : EYERESERE (8 Smg)

22) BEOEE (V7Y A$E 2007 £ 7 A 31 HA&ARR. HFERMETE
2.7.1.1.3)

23) BESES (nvitros v b A4 XKk hEE) (27 REE 2007
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24) |EfES (nvitro; & MIEEEH) (27 ) R§E: 2007 F£7 A 31 H
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30) U R FEILEOEYMEEMER (7Y A% 2007 £ 7 H 31 HAR.
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36) TLT 7Y EOEYMEENER (¥4 57 1) 10mg) (¥ 7Y A$E:

2007 £ 7 A 31 HAGR. HHERBIE 2.7.2.2.2.3.6)

37) TVT 7Y EOEYMEENER (#4557 1 20mg) (V7Y A$E:
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