% 202445 AHET (5520R)
202451 HEET (B 1hR)

L SIRRE

B3R 34

BAEEE R HE S
87259
AKipES FR7EBRA
#E 2.5mg | 30200AMX00059000| 2020 £ 6 H
#E Smg  |30200AMX00058000| 2020 4 6 H

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

D S53T4I582.5mgZATJG]
55 71)iE5mgZATIG)

ViysE 17 S
E)ER-EMSEONSTZICIVERTS L

Tadalafil Tablets

1 FE| BRI IE—BEZER (NO) #5558 (Z~OJU
Uy, BEE7IIL. BBV VILER, ZO5VI)
%) COBRAICKVIREERNEEL. BEICMEZTES
BRI ENHBDT. FHRRSDRIIC, HEEFINIE—ELEE
% (NO) #i5RIESETNTLRBNT &Z T3 L. &
Bl SR UIRSEICS VN THIRERIRIE—#{EZ5R (NO)
HEFMESINBVKRSTHERT ST &, [2.2, 10.1
2R]

2 TP ZZSCOHEREDERROMNEREZDEEER
HMB|ESNTNSZDT, FEURSOFIIC, DINEREEDNE
BEZTHERID &, [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 UIBBUEDORFERED &» 2 B

2.2 FEEAIII—B{LER (NO) #54] (=ta vty >,
FIEEE 7 I L. BHEEA VVILE R, a5 INE) 25
rogE (1.1, 10.1 ]

2.3 \E ST VY 75 —¥ (sGC) #EEl (VAT T
b)) 2REFOEE[10.1 ]

2.4 RICETA2DMEREELZETLHEE [ChoDBRFILE
KB TRt s nTWn5.]

2.4.1 REERDEOH HEE([1.2. 8.1, 15.1.1 ]

2.4.2 DA% (NYHA SHENED L) obs8E([1.2. 8.1,
15.1.1 %]

243 2 b — ) VABROARER., KME (M@mE<
90/50mmHg) Xi& 3> b a— LARROEIME (LERIE
> 170/100mmHg) @& 5EEH[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 - iMHIMOBEFEES BT 6 » AUNICH 2 BE
[1.2. 8.1, 15.1.1 Z&]

2.5 EEOBEEDH HEE[9.2.1 ZE]
2.6 EEOFBEDH HHEE([9.3.1 2]
3. HERE - MK
3.1 #8m
= BRI ;
IRt 44 (1 ) RINA
SUBKANY. ERELO—Z, 7O R
ANAT—=AF P TA B FaFY
NS . Favtia—2, Y ILEES
5;@?%’}5 JTI7AN | Numa 2T v B TRy
~>mg ~mg L, eFORru—R, BtFy>, ¥
L7, FUTEFY, BEZ L
$ =ZZE(kEk. L roNay

FLEAAY. BRLLa—2, 70X
AN AT—=AF )T A BROFY

YT T4NVEE YT T T 40 | FuEltilu—R, 7R
S5mgZA [JG] |5mg MDA, ATTV VBT TR
LA, eSuru—2, BtFy ., ¥
Vo7, PUTRF TN TY
3.2 BEIDMRK
fR7es | & - AlfE HIEE - K& s - ERE RAEFTR
KH 3| fRIE
yy | HEEED —
7 7= < .
P w§%747bu 75774
2.5mgZA v DT . . JVZA 2.5
: PN - @ @ [ 1G
NGl T a4 v
RE FE B EE
8.7mm 5.4mm 3.4mm 130mg
eS| 3| RIE
4 ﬁ;;;;f Y5574
5mgZA |27 _ WV ZA5]G
el |5 =
BE  EE B HE
9.8mm 6.lmm 4.0mm 180mg
F) $EAlOME EHFOMAEDEIL 2B H 5.
4. MMEEX IR
BITZBRABAREIC {4 S HEPRIESE
5. ZEEXIFHRICEIET BiER
5.1 ABNOHERICH 7> T BIZIRBEKRIEDRZMT - 2B ICE T
BENINDTA NT 4 L EDOBEHOERESE I, B LHE

WKV ZIEET 2 Lo

2 AR XA IHBIREBEETIE 2L MEREETHD LIS
HEL, REHBSICEDAGET 2URPESNZVEEIE. F
RS, OB L UBEEEET S L,

. BERUHE

EEEAIKIE1IHLIEY Y7 ¢ )LE LT Smg 2R&O#%S59
%,

7. RERUARICIET 555
7.0 REEOBEEDS S BETE. KAOMBEEN LRT

B2BEINNHBH I ERUBRERBPRONTVWEI NS, &
EOREZEZ LaNP5 1 H1[E2.5mg»o&5%269 2
BELEET DI L. [9.2.2 ]

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



8. EERELXRNER

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

8.2 4 BRALL Lo FEDIER Wid i ghic (6 BRLL b 2%
HEESIFR) PRI T FNICRESNTWS, HiEd
IR 2 B 2 EL D IZITH 7R\ & EEESOBE I3
BEREA KBRIICIE D 2D H A DT, FiEH 4 B DL Rkt
THRERDPASNI-IHE, ESICEMOZE %2215 &>
TBHZ &,

8.3 RAMERICAM G EIME N IBE R E TRl H 5 b
2B EIE, AEIORAZFILEL, PP ICEBEMAEDZE
BZTAHED. BEIHEET S &L, [15.1.2 2]

8.4 [EFRAEBICBVNT. DFEFVPHEBESED SN TVEDT,
SFE¥E. BEEOERSEEREZ LD K2 IRET 2 BICI3E
BEIHsT &,

8.5 RAMEEHKICRAMEEME NI EHEEHE (BB, ©F
WEMES ZERDH D) B ODONIEEICIE. AEIORE %G
L. B2 ICHEREMEDRZE2Z TS LS. BEICEER
T5T &L [11.2, 15.1.4 BH]

8.6 EANICB W T DRI IRIEARGEIAEEE & - L7 B o gz
RISHEZRE SN TV,

9. BEDEREEITZEEICHAT IR

9.1 SHE - BIEEEDNH D EE

9.1.1 EEDBE LRI (BB, EEDIRHE. Peyronie i7%)
DHDEE
BHIOFEIMEAICKDHENSBID., ZOMBEREICREAZT
EBIITBENNDH S,

9.1.2 FHEFEEDRA L RZVESIEE (BUARMEEE. %
R4 SEE. OIMRSE) NH2EE

9.1.3 HIMMEERENIFHLEEEDH S EE
nvitroRET=ra LY FF UL (NO HEH) o/,
WEEIEERA 28R T 52 AR N TV S, HIIEER
ST LEEE DO H 2 BEICHT 2 REMEITHELL TV,

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

9.1.5 PDE5 PEZEA I Zi5hNDESE
RS R ORRBEA 72

9.2 BiEEEEEE

9.2.1 EENBREZ=ESE
BE LW L, AFlOMFEFREENS LFT 2, £/2. Thb
DBEZEIARBOBRBEDPEINT HATHEED S 5 - DEERRABTIX
RS Tnbd, [2.5, 16.6.1 =HR]

9.2.2 PEENBEEEE
KEOMBFEFREN LRI 2 8EEPDH 2. [7.1. 16.6.1 &
H]

9.2.3 BEDBEZESE
[16.6.1 =H&]

9.3 FFigEEEEEE

9.3.1 EEDIEZEE
BELGZWIE, ChH0BRFIBERABCIBIASTY
%, [2.6 ]

9.3.2 BE - PEEOHESEE
INHDBEEZMRE LAV ERUREE 2 IEIEE LK
BT FER L TV,

9.8 SEE
— IR T LTV 5, [16.6.3 ]
10. ¥HE{EA

AANFIEIC CYP3A4IC KD RSN 2.

10.1 HAFER HALBWNI L)

HHZ% BERAEIR - HEE A% W - fERET
THEEAI R O NO #5#] | XD BBREER% NO 1% cGMP D EA %
—rusvuty W 5 E0|MEDS FHL. —FH. AFNZ
HREEE T L HoHV3, cGMP 0 47 fig % $ il 5
WHEE AV LE R 5 L6, mAIOHA
a5 VINE I2& D cGMP DA%

(1.1, 2.2 @]

9% NO O EMEHA
IR %o

sGC #lAl
VAT TT7 N (7T 4
IS R)

[2.3 ZHE]

BERICK D MEETZ
BIIBENDDH S,

HRICED . Mizn
cGMP REAHEML &
5 I AR ANEY 72 &

ERIETBENNDH S,

10.2 fHAER (BRI

EBTBRIE)

BT

BRARIEIR - SEESTE

W - fERET

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

[7.2. 16.7.1 %&]

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

CYP3A4HEIC L2
U7 5y ZADRED.

HIV Yo 57— ¥

U hMFELEDHAIC

CYP3A4BHEICL 22

EA X0, KHD AUC B|UT I ADED.
U rFEL 124%3MN9 % & O
A>T FEN BB,
HFFEIL
FILFEIILE

[16.7.2 2]

CYP3A4 FHEH| V77 ¥y D CYP3A4A FHHICEL DY
VI 7Ty k. 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 %
EOW|EN B B,

& U KA ORI R AR
5IEBENNDH S,

o T
NER AV
TV U
[16.7.3 %]

FEHY Y EDftH
IZ KD SLALIERAILE
B YRR A ML E 3 Bk
N £ h 9.81lmmHg
& O 5.33mmHg T &
TEHLEOHRENDH B0,
Fo. o EEA & OO
A CRMEDER %
SMEETZRLZE
DBRENDHBH. BEH
REEBLOARLED
AP fERE % L
HGEICDOAHEEICHE
5952 &,

AN I E AR A IS
FHEEERZET S
7z, BERIC K D IEEME
RzgmdsBTny
H%o

b FE A
TLaIEY
X N Foa—)L
IF57UL
A I A

TUIFT N
BRERA (RAIEZ
Al) LoftAICED. B
FEAT B T R A 1M
OHRREAME 3 &R Z
£ h 8mmHg K O
4mmHg F&d 2 & D
HEDH B,

AN I PR RAE A IS
FoEEERZET S
7z, RIS K D REEME
RzEmdsBTny
H%o

IR F R

BERIC K DREEERAY
BRI o2BLNMNH %,

AN I E AR A IS
FoEEERZET S
72, BHRIC & D BT
RzEmysBTny
b5

NA 77 b

EREEME 2T
BEnrH5. HEL
DR L EREE+
FICERL. BELEPT
B/ wEHKE Nz
BEICOHRPAT S
s,

MAAN cGMP ¥R A1
MU FEE(ER Z 58
BTN DH 5.

1. BWERA

ROBMERPHSDONDH I ENFHHD T, BEZTFITTV,
REPROONTHEIIIREG2PIEY 5% EEY 2 LE 21T

oRupa
1.1 EXBEIER

11.1.1 BEYE (BHEREA)
RE. BIE. BHEEE RIBERE

BEEPHSDND

ZEND B,

Stevens-Johnson i



* 11.2 ZDfthDEER

1920 1%k SRR
BiE, 1T T OHEEED i
EEe WAL . DZERTEED,
e, {EIE
W, B S
Fel, ABREREA
£, 8RR A
%, RREE. 5
\ BRI FEBIRY
e HE B 55 A 0 1 42
WEREEY, 2%
HEEBEED | oL
48 75 14 R 36 49
BiE
B IR B R
s TR R
|23/ s
= 7907 I A
Wb
wHE WA, SEE |
I BEMEDE L ijﬁﬁ\ﬂwﬁ
i B, R FETRE. BE
IR - LR iz DR
R 2 WETRESE, B
R 2P
Zol CK -5

ED (1.2 2]
*2) [15.1.2 8]
E3) [8.5 2]

13. BEKS

13.1 W&
RENGEHEEIZV, 28, BBEMICE27UT7 7 ADRE
BTS2V,

14. BRALOFER

14.1 FHIRMAEOER
PTP A D#HH|IZ PTP v — b6 BOE LTRAT 5 &5
HI L&, PTP ¥ — bORMICE D BNHIATRH BB R
AFIA L, BICRELEB I L THIRRREOEE L SHE%E
HFRTHENDH 5.

15. ZDMDFR

15.1 BRIRERICE D 1B

15.1.1 FEARFERE LTHERSN Y ¥ T 7 4 LOHRE
DBEFREITB VT DAFFEZE, DZZRTE. DEMAREEIR. M
Him, —@ENEMREZOEE R DMERREEN Y YT 7 1
IHBRERICHEELTWVS, TNH6DZLPDMERDY AT T
PO —EBELTWAEETH /2. ZLDERY, HiTAF
NIIHETABICRD N, DEFITIEH 2 M. EITAEZLICY
57 4 WIREBICERO NI Db H o7, FOMIZ, ¥4
T 7 1 VEERE UHEITABROKEM P SHHEBICRES L TL
Bo TNHDEFICONT, ¥5 57 1), HITH. KRBEH
PELTVWEDMEREE, Chs DBEROMAAE DS it
DERICEZEEET 2P EIDPEBETHIEIETE RV,
B MITEZEZZVENH A DNERBELET HEEHICIT.
Y5757 4 VEFRARIGERE LTHEHAT 2 3tz e s
NTW5, [1.2. 2.4.1-2.4.5, 8.1 ]

15.1.2 #E| & OERBEBGIZHES TRV, AEICBWLWTEME
FRARGERE LUER S N9 457 1« L&t PDES [H
FHIEERIC, FNCRAMERPENBRORERE D S 59
BAR M RTER R MR MHEE (NAION) OFESHESNT
W589, ChenBEFHEDLLIE, NAION OfEfERETF [HEik
(50LE). HBRR. BT, EEIRMRE, SAEME, BE
#] 2HFL TV,

SEICHB VT NAION 2R L7 45 B EOBEE R E L
TEMEN- BB TIZ. PDES HEAOHBE D 5 ik
FWH (Ti2) OSEOHEAN (¥4 57 0 LOBEK 4 HIL

PHCHEE) X, NAION FIHY 27 55 2 5107k 5 2 & P8
SnTwa, [8.3, 11.2 BE]

15.1.3 A& ORERZR TS Tl nas, FHEICB W THRA
% &t PDES [HEARSHZIC. NI, BEXEEOKEBRIHE
SNTNBRLI),

15.1.4 FEH| & ORERRIZEAS TR WA, FHEICB W TRA]
% &t PDES FHEARS%IC. I, 2EaENETXI$ZE
HUEHMBEIRESN TS, INH6OERETIR. HEDSOE
WEMES ZENH B, [8.5 BHE]

15.1.5 7L a— VAR ICARF 2 %5 U 7244 E o ff PRI B
(A#| 10mg. 20mg) FNHBWT, 7T — LIFEE, K|
OMFEFBEONWTNOHEEICEELZ I o >7/2h, TILa
— LSRR (0.7g/kg) KALLHBREICBLT, DELR
RESL R E 2SS S 71919,

15.2 FEBRARERERICE D < IBER
25mg/kg/day LEDORBTY 5T 7 4 L&A XIZ3~12 n A
REARORS L-SEREBICBVL T, BEEEOET. B
B LEROEE, BE EEOBTFHROBDPRD 5Nz L OHE
BHb. & MIBITEBTFRMEEICNT 2 EZ R L-FHE

RS O—E T IBFREDORBD PERO 5o, BF

EHR, BTEEROEEALEVEIIVWThOREBICBVT

HELAERD &Nz ip o 1017,

) MAKRARIE S5mg TH 3.

16. EYIENRE

16.1 MHiEE

16.1.1 BERS
HARNBRERA 36 fliIc 457 1)L 5, 10. 20, 40mgH D 2 Bi[EfE O
BELIEZDY YT T 4 VOMBEFRRER, 85 0.5~4 B (Tmax
OFRRE, 3 ) ORICE— 2718 L7z, HE Uz, HRFREIIEN
14~ 15 BB TH - 7218,
1) BAEKZEARIE Smg TH5,

BERECAICY 557 1 L 5. 10, 20, 40mg* D & HEHRE L7 & F DM
15T T AVRER D FH LB T X -

e n AUCo- Chmax Tméx T2
(pg-h/L) | (ug/l) (h) #2 (h)
Smg 24 1784 (35.3)95.6 (30.0) 3'804(_%'05)00 (}33)
10mg 23 3319 (32.5) | 174 (26.5) 3'(104(.%65)00 (égg)
20mg 24 5825 (23.2)|292 (26.1) 3904(013)00 (};?)
o | » | g e woa PR e

AMAPIME (ZEHRE%)
2) hR{E (%)

16.1.2 RiEHRS

BIZAEAEAAE I E S BEREE R AARE 12014 457 ¢ )L 5mg % 1
H1ME 10 HERERO®KRS Lz, EERETOY YT 74 )LD AUC
B Crnax \IHI L5 & TR 2 (512880 L 7219,

AIZBAEREICE S BHRBEERARAREICY ¥ F 74 )L 5mg = 1 H 1 [
10 HEREHREG L L Z2OMEEHS 557 4 VBEXDET L - EY#EE

INTA—=%
B n | aen | Gy | e o
1 HE 12 1410 (31) 102 (27) 48(3‘(()10)00 -
10 HE 12 2710 (27) 173 (24) 39(3‘(020)00 23.9 (25)

HATPIME (B R5%)
E3) PRfE (HFH)

RISZIRIEAIE IS BERBEH A AR E 2 R E LB IH_EERHT
EEERRBICB VT, 457 4L 2.5mg Xid Smg dWInsrz 1 H
| BIRERORS Uiz, Smg 25 L& EQMBERY 5T 7 1« LIBE
1 2.5mg O 2 & %5720,

16.1.3 EYRHEE R

(9557 1§k 2.5mgZA [JG])
%557 4 VEE 2.5mgZA [JG] &N T « 7§E2.5mg %, O A4 —
N=EICKDZENZN18E (¥ T 74L& LT 2.5mg) BERABME
ICHERBEEREORS U MR UERE 2 JE L. 18 5 N/ Y EE
)85 A =% (AUC, Cmax) 122\ T 90%(EHEX R IC TREHRIT 21T -
7fE%. log (0.80) ~log (1.25) O#EANTH D, WAIDEMFINFE
HHPSHERSNY,



(ng/mL)

60
50
I —o— ¥%57 4 L§E2.5mgZA ]G]
%E 40 —— YT TEE2.5mg
4 Mean=+S.D., n=32
o
7
7
“q
)
i
4
B5% O (hr)
HEMEFBEINTA—%
HTEIST A =% BEINTA—F
AUCo-72 Crnax Tmax T
(ng - hr/mL) (ng/mL) (hr) (hr)
5557 1 L
2.5mgZA G 984.77+218.97| 46.19+6.98 3.1+1.2 17.1+4.0
f”%{7ﬁi 936.06£207.17| 51.50£9.18 | 2.241.2 | 16.143.3
.5mg

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

MEEFEEN N AUC, Cmax F0/8T X — 5 1d, HiEEE OBR, (AKO
PRENEEL - RS ORBEHIC K > TRLSAREP D 5.
(9957 1 L8k 5mgZA [JG])

%557 4 VEE SmgZA [JG] EHILT 1 THESmg . VU AT —/)N—
BokDENZN 18 (§557 4 L& LT 5mg) BERABMEICHER
HEREOHS U CmEEPREARREZHE L. 55 N/ EIEE ST 2
—% (AUC. Cmax) 122 TC 0% X HIEIC THRETARIT 24T - 7245
. log (0.80) ~log (1.25) O#MEANTH V. WHIOENZENEENE
DHERS N2,

(ng/mL)
120

—o0— ¥ %57 4 )LEESmgZA ]G]
—— FILT 17 HESmg
Mean+S.D., n=32

RS A Iy B

Be5% O (hr)
ESVE) A P4

BT A— BERT A5
AUCo-72 Crnax Trmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
5557 1 VEE
S T |1798.432500.33( 88.00£17.28 | 2.9+1.1 15.6+4.2
;fni;ﬂ%‘f 1923.014695.71102.91+23.10|  2.3+1.4 15.84.4

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

MAEFEEENE ONC AUC, Crax B0 /8T X — 413, BEERE ORI, Ak D
FREUEE - BESORBEBICE > TRER A HRESH 5.

16.2 DRUX

16.2.1 BEDE
BERA 18 BlIcy 557 4L 20mgED 2 &% (FIEHR) XL ZEiEH
ICHERRORS L & & AUCo- & U Crax FHICRHERUC L 28 1L
mOoNE»PoD HEAT—%).

16.3 &t

16.3.1 MPZEERFESE
5557 4 LVOIMEEAKEERIL 4% (in vitro. FEBETE) TH
DX, FILTLTIVRY a BEEEALEET 29,

16.4 {4
TERERLA 6 BIC19C-% 45 7 4 )L 100mgt D 2 AR OIS Lz & &,
MEEFITIEFEICY ¥ T T VREBILMEROAF VAT I—L T ray

BIEAAPRO SN0, MFEFORAFILHTI—IUEIEAF LA T
=7 T a yBIaEERO 10%KETH 7220 NEAT—4).

16.5 HEitt
R A 6 FlI219C-% 75 7 4 )L 100mgHE ) Z HEFROH S Lz & &
D 5% 312 B £ TOMETREEIERIZ#EFR 60.5%. R 36.1%
THoTco BERIIIEICAFILAT I—IE AT =K REFIZIE
FICAF VAT A-NT V70 Y BIEEEROATI— LTV 7a v
HEEPRD 5N GHEAT—5),

16.6 JHEDERZHIIEE

16.6.1 BEEEE

(1) BERVTEEEREES
BERA 126, BEZERERE (CLcr = 51~80mL/min) 8 fil. #H%
EBEESRE (Clcr = 31~50mL/min) 8 flic¥ 45 7 1 )L 5mg KU
10mg® D 2 BERE O 5 L7 & & AUCo- &% U Crax 3B A D Z 1
ZNH 100% K O 20~ 30%#EH L 72229 (AAEANT—%). [9.2.2.
9.2.3 ]

(2) MFEFEZIFTTVIRBESFLES
MEEN 22 TV A REA2EE 16 flicy ¥ 57 1 )L 5mg. 10mg
RO 20mgt D) & BERE A% S U7z & & AUCo-o0 % U Crax (S EREELAD
FNZNK 109% K 41%8EH L 722 (SHEAT—%). [9.2.1 BHE]

16.6.2 FFEZEEE
BERRA 8 Bl OFRERE 25 BIE9IC 57 ¢ )L 10mg* ) % Bi[a|
BOKS Lz &, BEREREERE (Child-Pugh class A) &HEER
EEE#E (Child-Pugh class B) @ AUCo-ol3 A & IZIZFETH
2729 (NNEAT—%),
¥ 4) BRTREE B 3R 5 nizBE). n = 8BEFEE (Child-Pugh class

A). n = 8:HEEFEE (Child-Pugh class B). n = S:HEFEE (Child-
Pugh class C) n = 1,

16.6.3 SnE
BEERE 12§ (65~78 1) RURBEEEE 1206 (19~457/%) 1%
5574 )L 10mgE ) & BERROHEG L7c & &, Crax B RE EEEH L
TIRERABETH 720, BleE D AUCo o EHEH 1T HAK 25% B ET
Ho722 HEAT—%). [9.8 2]

EREROEEEICY YT 7 10 10mgh ) & BE#RE Ui & &oMmiEh s
Y774 VIBEXDEH LY T X -

n AUCo-o Crmax Tmax T
(pg-h/L) (ng/L) (h) %9 (h)
2.00
i 12 4881 (31.7)| 196 (26.9) (1.00~ |21.6 (39.0)
4.00)
2.50
EHEE 12 3896 (42.6)| 183 (25.5) (1.00~ |16.9 (29.1)
6.00)

AT IME (ZERE%)
ES) HhRfE (i)

HISZARAEARAE (S PRIRIEE 0=l E 12 61 (70~76 /%) RUEERE
12 5l (42~59/%) IC# %57 1)L 20mgEV% 1 H 1 [H 10 HERKER
85 L7z & &, &EilRE O AUCo-24 & Crax BIEEIRE ICHANDTHIC
(%9 13%) f&7» - 723

EEROEEREICY YT 7 40 20mgEl % 10 HRIREHRS Lz & &
DIMEEFSY 557 4 VBELOEH LB EEIT XA -4

AUCo-24 Crax
(ng-h/L)| (ung/L)

Tis2

n (h)

o
i
i3

3900 (39)| 273 (32)
HifE]

(Dayl)

e 10714500 (26) | 328 (23)

miE 7360 (40)| 472 (33) 25.7 (21)
K&

(Day10)

e 10%7 18280 (41)| 536 (35) | (2.00~

4.00)

23.6 (20)

AAPME (ZEERE%)

T 6) rhRfE (HEE)

E7) EEpEOENRARIIBEERE 2 H T 2 HEBREROBREATY » 7L sk
F5 557 VRESBHS N HERE 2R < 106l (42~58 %) »5HH

16.7 E¥HEEIER

16.7.1 O ~aFVY—IL
HEERA 12 Blicy k29 —)L 400mg (1 B 1 BEO#%S . ERERE
) EHFTT 4N 20mgEV 2 HABREGLILEE, ¥ TT LD
AUC0-w & Crmax (& ZNEN 312% K0 22%3E0 L 729 (SFEA T —
%)
HERA 11 Blics F a5V —)L 200mg (1 B 1 BRO#%S) £5455
74V 10mgEV Z PR SE Liz& &, #4557 4 )LD AUCo- KU Crmax
Wz hENn 107% K0 15%EM L7 (BEAT—4). [10.2 2]

16.7.2 U RFEI
HEERALA 16 B 7 E)L 500mg ik 600mg (1 H 2 [E) &4 557
1L 20mgED Z HREEG Liz& &, 457 4 )LD Crax & 30%E T L



7275, AUCo-ld 32%HM L7230 (SAEAT—%)o
TR 8 flic) b EIL 200mg (1 H 2[E) &% %57 4 )L 20mgH* D
EHRAREGELILEE, Y557 4L D Crnax XFEEETH - 1255,
AUCo-wld 124%38 L 724 (SHEANT—%), [10.2 SH]

16.7.3 o EEARE

1 rFEHYIY
fREEREA 18 filic K5V > > 8mg % RIEFRORSHOEFRE T, ¥
557 4 )L 20mgE ) &2 BERROHRE Uiz & & A0 NHE & OR5R
MEDEFEKFERIZZNZN 9.8lmmHg & 5.33mmHg. EAMZDIHE
HEOMEHOLEORAKTERIZZ N 2N 3.64mmHg & O
2.78mmHg TH - 729 (HEATFT—%),
fRRERLA 45 Bl RFH VY (Amg $THE) &% %557 1)L 5mg %
1B 1 EREROERS Lz &, N33V Y U O MER NMER IR &
5Nz ZORBICBV T REEDORERZE M5 MEE(LICET 26EH
KA NI (HEANT—5). [10.2 8]

(2 2OV Y
TR A 18 flic ¥ L A1 ¥ 0.4mg % RIER KRS EHOEFRET,
54557 4 )L 10mg Xi& 20mg* V& BRI E Uiz & &, MO ERR
CHGRBIME O A TR Z N Zh 2.3mmHg KU 2.2mmHg. BAZ
D Y B R OV IR GR B I E O B KR B Li%ﬂ%‘h32mmHgE‘<Zﬁ
3.0mmHg TH 0. WS P LMENDFEILED 5Nz - 720 (SLEA
F—%)
A 39 Flicy Lxuy > 0.4mg &9 %57 1) 5mg % 1 H 11
RERO/RS L& HOPRMEANOEEIRD 5 Nkr 723 (4f
EAT—%).

16.7.4 Z DDA

A (=F 2, HIEEEH) XETLI—Lny 557 1)L (10 X
13 20mg) EVICRISTHEICOWTHE LR, = F Y0, #IikER

BEIE TV A= NICE BT YT T 4 VOENBREICHT 56 P
RO ONED 5Tz £l ¥4 57 40 (10 Xix 20mg) A3 H]
(3FYVITL, TH 740>, TLT77) U ROTLAIEY) LdT I
A= NVICRIFTEEIC OV THRE LR VYT T4 MICEBIF IS
Ly TFAT AV TLT 7YY, TLAYE Y UIT LI — L O E)
HEICHT S 2B 6 DR B IIERD 5 NEH -5 721919339 (SEATF—%),

17. BRERARSE

17.1 BHMERUTREMICEIT H5HER

17.1.1 BRE I H_S5REBEERER
HARADRNLARIEAREIC M > JERBEERE (422 §1) 2HRICT TR,
55574 2.5mg Xi& 5mg 2 1 H 1 [H 12 BREEE L-#E5. IPSS
= IATATDR=RAF A >0 6DOEE (F/N_FF9HE) E 77t
RET-3.8. ¥4 574 2.5mg BT-4.5. 5Smg HT-4.9 ‘(“?@'otc
ZILEDO TS RBEEDEIL. Smg B (-1.1) 272, Smgﬁ (-0.7) 1
AT 57%KE <. ABRENZIEEERASERD 5n 204, Ht%ﬁ@)
BIVEFFEISERE X, #4574V 2.5mg BT 4.9% (7/142 WJ) RU%
%557 4 )L 5mg BT 6.4% (9/140 ffl) TH -7 ERBIERIZ. 2.5mg
BECIE 3TN 2.1% (3/142 ) RUEEN 1.4% (2/142 ). 5mg
BETIE, HERED 2.1% (3/140 f) FME TV A% 1.4% (2/140 fi)
Th-o7zo

17.1.2 EIREESE IE -SSR EIRREIER
HA. BEKOEEORNIARERIEICE S PHREEEE (309 6l) 2R
12, 798 RRIEY YT 740 5mg &2 1 H 1E 12 ERHE LR,
IPSS b= L ATATDR—=A54 > 6DEE (/N N_RFHE) X
T v AREET-3.0. ¥¥ T 74\ 5mg BT-4.7 THV. SmgBIITT
LA U CREHENICERLSE E R L, Smg #Clais 28
BOBRH S IPSS 1~—mx:T@Eﬁzéﬁ‘éﬁmamﬂwo EFANN=PN
ANEE (17361) IZBIFBIPSS h—FLAIATDR—ZAF A > 5DE
L& (\/h= %Triﬁm) 375t REET-3.1. ¥4 57 1)L 5mg B
T-4.8 THY. 5mg BIZ 7Tt RBEE HE L CTHREMZNICER R E%
KUz (FPoERBEEDZE-1.7, p=0.036). (HKEQ)
BIfEFRBUEE X, ¥4 57 4)L 2.5mg BT 9.9% (15/151 ) KU
Smg BT 13.5% (21/155f1) TH -7z, EHENEMIZ. 2.5mg BT
1 BPESE. BB R OEERYE 1.3% (2/151 B). Smg BETlE. A
Fah 3.2% (5/155 ) MEARR. B, P27 L7 F U RARFF—
IR OFHFEEDSE 1.3% (2/15561) TH -7z,

17.1.3 EIREESE IE -SSR EIRRIER
HA R O E ORI ARAEAGE IS FHREEERE (610 fl) 28R, 7
S RNIIY¥5 74 5mg 2 1 H 1 [H 12 BRIHE LzfER PSS b
—FNAATDR=ATA D 6DELE (B/N_FF5E) 37/ F LR
BT-4.5. 574 5mg#T-6.0THY., Smg#ld TS tRBEE
HB LT 2MICEBR 2 RE R R Lz, Smg BTIIHRE 4 8%, 5
IPSS h—# L AT 7 DWENRD 5N1Y, £z, HEAANBRE (449 f)
IZBFAIPSS h=F LAATDR—=ZA51 > o0ELE (B/N_FF
HfE) 137 TR RECT-4.8, ¥ 57 4L 5mgET-6.0THD., 5mg
BIT I ARBEE B L CREIEMICER A WER R L (PR E
D#:-1.2, p=0.017). (HEO)
BIVEFIFEISERE X, ¥ 457 « )L Smg BET 15.0% (46/306 fil) TdH -
720 ERBEWERIE. MIEREA 3.3% (10/306 ) A 2.6% (8/306
Bl) RIS L7 F >R AR F =X 2.0% (6/306 1) TH->
720

IPSS =% L 27 OHESHIKRICE T S E{LE
L& o e
L w5 o, TR
om0 | 220 oae | BN w | o
(F51E) TH1E) EDE
I | 7oK | 140 16.5 | 12.8 | -3.8 - -
*HEII) B B
et | 2008 | 142 16.3 | 12.0 4.5 0.7 | 0.201
(HBO) | Smg 140 16.4 | 11.7 | -4.9 | -1.1 | 0.062
BN | 754K | 154 16.8 | 13.6 | -3.0 - -
*Ei}:l)
HRARRS | Smg 155 17.2 | 12.2 | -4.7 | -1.7 | 0.004
(HErQ)
W | F5E| 304 18.7 | 13.9 | -4.5 - -
*EEZ)
R | smg 306 18.7 | 12.1 | -6.0 | -1.5 |<0.001
(HER®)
1) HAEHTE T VRN (LOCF %1#F)
W 2) REREAE T — 5 DREHRE TR
A
2 4 8 12
B 0 — ‘ ‘
A
& 11 —e— IR
S L —e— ¥%5574)5mg
N
n sk
N 3] % 1 p<0.01
=~ 41 . sk 1 p<0.001
_IL ek
©n 5 P
[92]
& 6
(BN P EEEE )

IPSS b =% L 227 DIEHIRICE T 2 E(LBOMER (BIMHE_EER
HEEERRSE (HBO))

b
4 8 12
i ‘ ‘ ‘
A\ﬂ >
& —e— IR
E -2 1 —— Y% 574)5mg
-39
NI s 1 p<0.01
~ skeskesk
S #%% 1 p<0.001
i ek
© 61 stk
= .
(RN P EHREERE)

IPSS =% )L 237 DERSHIRICBI 2 E(LBOHR (BNHE_EHEHK
Heacii R (HERO))

17.1.4 BERRBRSIESIERHAER
FNHERBEZTET Lz 394 flowsaE 7 42 o RIAKSIFEHAERIC
SN L 7ze BISARAERFEICES PERBEREZFICY YT 7 1)L Smg % 1
H1[E548EM (ZEEHREM 12 82E&t) BHEERS L-ER.
IPSS b —#% L 237 DR EOMERNRD s h. BEfl0oRek K
CRIFEBEEDHER SN0,
BIERSISEEIR. ¥55 74 5mg BT 10.7% (42/394 1) TH-
Too ELBIEAIE. HIEARKUEREVRERENE 1.3% (5/394
Bl) THote

18. FEINFIE

18.1 {EFAER
%457 4 )Vx PDES #MHET 5 10K D B K ORERETEEA
AN FEBFRIR ML OFEAN cCCMP BE% EREE 5%, ¥¥ 57 4L
12 & B IMERRIER % /v U7z MR8 0 25 B2 BR AL AORE 12 S HEREE 0
FERBAICES L TWAEEZ OGNS, T BILEROBEICEB T 5F
BB IME 10 2ERZHHTE L TV A A REED B 5%,

18.2 PDES PEE{ER
5557 1 VIL#EIRK PDES [HERI TH 5. b MBI FHEAERZ PDES
%% InM @ ICso fETFHE L. PDE6 XU PDEL1 LT 5 & 2hEhn
700 RO 1415, ZDftho PDE 37 % 4 7 & Hi#id % & 9000 5Ll Lo
BARME 2R L2 (in vitro)

19. BRSICEAT 3 EERNAR

—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
HEOREIIMETH S,

FEFR
TFE:
oK




22. @R

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

(9557 1 JL§E 5mgZA TJG)
100 #& [10 & (PTP) x10]
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21) HWNER : AMEOESERE (5 2.5mg)

22) HAER AR ESEREE (8 Smg)

23) BEOME (T7) A% 2007 4 7 A 31 HA&AR. HEERTE
2.7.1.1.3)

24) BEMEE (nvitro; v b A KXk M) (7Y A% : 2007
7 H 31 HAR, HEERMEE 2.6.4.4.3)

25) EEMES (nvitros & MISEER) (7 A$E: 2007 F£7 A31 H
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26) HEHEIE A SR OEYBRE (7Y A$E 1 2007 £ 7 A 31 H&
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8. HFEERMEE 2.7.2.2.2.3.7)

37) U7 7)Y EOEYMENER (45740 10mg) (7)) A%E:
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