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FEANK ) e B — & Smg glyburide HYZERE [ S8 22 224 » (K[t
dapoxetine T@%ﬁggﬁg CYP2CY ZE 1 sEymE) 18220 -



75 3% Warfarin
V3 R R K W10 warfarin F1 dapoxetine (91 » KL & F 46 5 11
5 F warfarin F5E A » dapoxetine ZERERETEE F ( GEFENL 4.4 UEREHEL ) -
TE—SEB) 2SR » 19K 60mg JHEE /S K I dapoxetine A~ € 57 2
warfarin Bl — 7] & 25mg (Y SETHE SRR (RN IGRER PT S BIPRAR #E
@i%:ﬁ INR) 28 -

I — P &R (05gkeg KFI2HME)LFERME Ao E
dapoxetine( BL | 5 60mg) HYZEF) L - SRY » & 6 A dapoxetine B P4 fE
Er I IR Bz WS AR B SIS RS » AE—Se s ERR AR BRI R
E2 ) B o (1400 - Digit Vigilance Speed, Digit Symbol Substitution Test) 7R
HE7R Dapoxetine B39 1 ff 58 HI & G SE8CM B AT FH & OF B FH P9 A e
dapoxetine &4 JIZEY) A KL AE IR 38 A AR o EREE - (502 mlyd ~ B~
& S ~ FIERT TS0 - SOFEFIGRS B dapoxetine B 1Y IiE L5 K54H
RRA1E R DA ] BE B st Co g 1k O B2 RAF I BIATER I » FEim s
EIMEERY BB o KL - 755300 AAEAR A Dapoxetine IRF R 275 5 (19
R (GERERL 4.4 A1 4.7 RUEIIAESR ) -

4.6 RZRIFI (KXBECH )
Dapoxetine 3245 R 22 MBI HESE -
T EE AR R A 5/ R B E e B G -
(FERERL 5.3 BRAAE )
HRTHANE R dapoxetine BCHACHY)E e 0 W EASAAI T -

4.7 BB E (RXRECE )
Dapoxetine A HBI BB F AT IS4 AV - HRAGABRARUR -
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RCRIE  (SEE (R I TR R RR R  REIGER S - B B)
FH SRR (R T EEREE - SHEF - IR BE -
Bl REEE WK RETTAS IR - ZRE |28 K I
PRV ~ $FAARAE (akathisia) |
RIE 2 i I R ~ SRR ~ IR
JER AU B i
[EES
Lo MM I (sinus arrest)
FELEDRRE LR
MR WAL BUIRL ~ IR ~ Mk =
IS
I E SEASIN ~ WK
Pl B fe
[
B L |8 E - Oz BEERANE - FIEAE B
Mg H: ~ {5 B o=l
I ~ e
ER (v N 7
HR%E - B
ANl ~ JEIR
MR E24n PR o0
FHARSLE

BRI PIRLTIRERSIE (SRS SR~ B30k AR AR R

ABHE FH - SR

— s WS~ AR [Ty RREE - RERIRT

i B P L REESH TR

AL

RS IR0 LRI - BPIREESN - 2
LRI T

TER B AR AE B U » JEARAYEEY) A RS ER B (I e i 3l B o
HRIVEEYIA R E— Y HIZE RS NER YA RIE -

PRI o AORFEOR 2R 25 R0 FLE SR B . 0 R I i 25 6 R i 2 3
LS B MR FERRPR e b R S H S B B I S AR
HorRER 3 U Z R 2 38 A AR BHARRS SEBR TR 3 /NI ~ SR — TG 2E1%
B B BRIER IR AR (o kil « ZRBAUUS SRR IR ) - SR
HTRZERTRAEIR (GERER 4.4 3B ) -

BRI 28 R SRR IR S B B e ARRY - 58 = IR R e
o A AT R AR R A
ZEME AR R M AR PREABE TP ol i« (ERR PR BT - AR
SR EF IR AR K - A IR R A 1T 0.64% » 7E
=B HTE 0.06% (30 =38 ) K 0.23% (60 Z5E) °
HARETR R
HAEOHE] CYP2D6 SN AIIAHR 1R A B2 H CYP2D6 (R 1E1Y
FERIRGE A - EAIEREEE A (FE3FERL 4.2, 44,45 IR 5.2 3B )
FREER
VARG B MERAY SSRIs R AR Ze AT 1L - M [RUEBA
L~ DA W) ~ R~ KRR (RREESLH, - AR IR ) ~ SRR R
SEG ~ BVNEE ~ RS - IR - ISR E R -
FERREREUR - LB FRIRI — ZACAERGE 62 RER By 22 il -
THETRERAY B 20 2 (RSB R IR R BEREIR ) RSt -

BB LI e
YIS i % SRS R R R R A - ORI
PSR REEE - RSP o ARIBHTAE L EIRIRUE - BERINGEE AL
BT AR FLIRE -

49 BE (KIBRH)

N AELE A e (5 FH A ]
TERRPREEBL SRR - JIRH] Dapoxetine 75 F A 5t5% 240mg(120mg FA &
ST AR BE =/ NRFG T ) SRR AR R84 o — skt - SSRIs
B EEY) i BRE NG REIE ~ 5l S (ANnEC ~ T ) ~ LR - T
JRAIERRE ~ BEh R BE iSRS T HIMIE 3 (serotonin) 5 [FEAYZEY) A R
SCHE o A5 SE )50 R 1) 175 00 208 A PR 0 TR R S R IS ASE 6 < - 1 5 i
(standard supportive measure) ° FfA dapoxetine HCl EL 5 53 [ B #5 & R
B KBRS AR - A TEZIR ~ BT~ MIENT ~ SIS E T
HARKATHERRL  HANIE Dapoxetine HYRFE i EE ] «

5. ZEHEF

5.1 ZEREEE (fRZBRECEL)

EIRBW SR  EhILRFIAEE - ATC RIS : Go4BX14

{EFi#EE

Dapoxetine 7757 55091 HI RSy 2 BIHITIRE T ES serotonin FYFY
TR L e Wi % 28 A A 22 iy S 22 g P 1 52 e LS B TS -
N BEGTRE 222 A SRR A SR A 1R o S A B 1R U5 B IR Y
FFRESCES 0y » TS 2 LR HE AR A Sy — S AL iR P A%
medial preoptic DLl [T %5544 paraventricular nuclei) 5228 1 IS
fifi » TERES I+ dapoxetine 5 H{F FI7E# i _LAY SMUHEIR BTN S55 %
(lateral paragigantocellular nucleus; LPGi) {E R 5445 52 51 14 A BSE
I BERAS o RIS ET 2 RS R oRS 2 ~ ks ~ Ay ~ PR
BRINUB ISR » SR %3758 b A 5 URE A M i DU T RS B H Y -
Dapoxetine w] DUGRIETA BUISSAE S8 » stipl ey i i T Hl i S 49 R
JH (pudendal motoneuron reflex discharge; PMRD) (144 5 55 Histes ek 2>
_ PMRE FHEUKITREH «
Dapoxetine G T8 MESTRGHIPCR T AE AN &S ~ RIS IRAH AV RR IR
FBER T - S L REABEHE LB ST T 6081 (i - JELEALE
18 LA b HAE 2 BURERIREASERT /M H RS TIE TR R 2 AT
PEGPRGHIR SR o JESE - 7058 AAEER PRGNS g PO EEs - 8 2 AR
i BRSO 1 3 A R A B A S RS A S IRF R (TELT £ A P B e f i
PSR ) A 75% W RTERfl M 22 /IR BRI 2 438 - HAtP
AV DI RE R RE S F D RE R R B IEAE IR P e R TS RS 2E IRy
I3 N EB R HEBR 7038 Self PREAER A1 » 1238 Al RS i POl 3B -
HP R E TS AEE IR ] (TELT) 1y 3 BB SR R R M @A
G HRF R TRy
FIT A (6 B S B 1 A SR A2 — B0 AF —RIG R SR e R 5 24 B R
FMERER T - L 1162 185238 F BB/ BC - Horb 385 {8 43 B B 22 i
Fil 4 - 388 if 43 i £ Dapoxetine 30mg T ZE IR il I #H - 389 { #¢ 53 FL ]
Dapoxetine 60mg 752l -
SR SRR T P B P S R A R R ) b N T ZE P A B B B R
T3 BRI - REAE TP E NSRS ) R ES—
Ak - 1 PSR R " BEAR= - HEER &S
12 SEHE S TR 2B — B -

Fe o BRI T RGN R | B iR/ N TR R+
Average [ELT s

Af
. R o Priligy 30 Priligy 60
PHIEENEREER B gy Sume rigy oume
Median H{v; 8 1.05 min 1.72 min 1.91min

LRI ESE [95%CT] 0.6 min**0.37, 0.72] 0.9 min**/0.66, 1.06]
Least Aquares Mean f/ M4 /57% 1.7 min 2.9 min 3.3 min
LRI ESE [95%CT] 1.2 min**0.59, 1.72] 1.6 min**[1.02, 2.16]
*Baseline value carried forward for subjects with no post-baseline data.
**Difference was statistically significant (p-value <= 0.001).
K= BABRRSRIN * 0 AE T PR E NSRBI 5T BAEN—
TEZ e & o

S NESHESS
DAPOXETINERYZEER {1 2 i HAEHYIDEDATAE A - 512 EDEDHY I
ZERIINATETE T o TELL NAYFELERIE b 2L S MR 2 eI -
SE IR IFEERYdapoxetine FIDEDHIRSE EHEAFIAYHE R - DEDE dapoxetine
EAEMERIENE « KIELHERIDED Ly 55 5 3 M rh e AR SR A7 » (BN ASHE
ERTENZANLL -

53 HH#E F160mg dapoxetinefy Bl — 7 S REERE B SR R » FE R IR
A~ B FEHIFDURGERN A & R T FAREEE 22 5L - 5 —TEERIR
GBS P PR H AR AR INZR AR ZEY) B J ) 520 R - AR ARSI
R IER AT H 10%2520%(AUC LA R fra i i) » SE 2R HAA
PR B LR o ISR 22 SN MR R LIy -

ZAEA (EHE 65 Bl )

IELT(mins) Placebo(%) Priligy Priligy
SEEREE P AL R 30 mg(%) 60 mg(%)
= 1.0 51.6 68.8 77.6
=20 23.2 44.4 47.9
= 3.0 14.3 26.0 374
= 4.0 10.4 18.4 27.6
= 5.0 7.6 14.3 19.6
= 6.0 5.0 11.7 14.4
=170 3.9 9.1 9.8
= 8.0 2.9 6.5 8.3

* Baseline value carried forward for subjects with no post-baseline data.

TR E BT REAE EI ) AE SR AN 2 U B A B
EEATTE o A SIEFRECR IS R B 1 o7 DU H s R s SR B A
B EST AT AL EE R -

TIERIIE | ERRAEMEEZIERBREDH — KW F RS R
FEHIREIN 0 b A — K — R S A B R i R - EaEE
#H(Dapoxetine group)H » ¥R LRI - FEMETER LHIFHR LR
FAEAE BB R RO 58 1 238 B0 24 BB T IR - T EAE SR 123
IF » 30238 fr 60 Fe ik BTG SURELL B (30mg: 11.1% - 95% CT [7.24;
14.871;60mg: 16.4% - 95% CI [13.01; 19.75] ) » FLZZRIBIFHA AR SOHE LL B
o (WG oIHT)

A SIEIF AR T RAR B 1 PT DUFE Eh R PR B 25X 1y R B R AT
fiiZ% | (Clinical Global Impression of Change, CGIC) 2k 21 - Szl & HiE
SRUEGRERBIAATR LA B O R SR ST » FRiR B 2 1R
ST o GBS TRRF (B 243) - TE30 2 3uiil KR 602 Tl 73 I
28.4% J 35.5% ZaAER R MMiEEE d ) 8 PIGEE ) - L
BRI T 14% 3 FE30Z 50 SR 60 BaAH ST 53.4% B 65.6% Zak#& il
FfMrEIE e MAUGE ) » MLRBHIAHE28.8% -

5.2 ZEE)BRME (KBIECE )

Wi
Dapoxetine @ {R st A BRI » FEHR FHSERIAK1-2/ NI Bl i s L
FRREE (Cog) o HAGES B RETT RIS 1 42% (I 15-76 %) °
SEGER N & ik dapoxetine iz il R EE (R 10%) DL IAUC
(#712%) LeFYAE JE dapoxetine 3% iy K MM H IR EHIRFE] « 3& SOBRTERTIR
FAEREEZE - DapoxetinefR IR R YL AR -

il
KI#r99%I)dapoxetine/F i H M HH & FIASEIMIG & LS & - HIm A
P)desmethyldapoxetine (DED) %5 [ B 5 5 3K3£98.5%  Dapoxetineff
PSR T B ETRERRBIFAYE  BO RS R Ry 1621 » TERFIRIESTA A
iz & » Fiflidapoxetinefy SFEIWIAA ~ ol B 53 BIE 0.10 ~
21951937\ -

R

oM EUR dapoxetine 22 H T gt b B Iy 2 AR I R AR - LR
ECYP2D6 ~ CYP3A4 Jzflavin monooxygenase(FMOI) o £ PR ES F
14C-dapoxetinefff FEHAH - Bl dapoxetine A L L LAY - ENY
R F 2 B N-oxidation » N-demethylation + naphthyl hydroxylation
glucuronidationfIsulfation o FHEHUR » £ 1 RE H A & I A e
(presystemic first-pass metabolism) °

SE#ydapoxetine flldapoxetine-N-oxide j& EFAEM PGB E
Yo AEBEIMNES & AR 25 1 3B B R dapoxetine-N-oxide JZ 1 M
Y o Ho At EE ) AR B B 9 8 A TG B AU W) L FE desmethyldapoxetine
Pl fdidesmethyldapoxetine#J {5 A A3 %A B - TR HMIYHE &l
Esrf #iRdesmethyldapoxetine(DED) Bl dapoxetine EL 5 A 5 (5 T
Hdidesmethyldapoxetine B A5 #750% [ dapoxetineff 4 o BRI
desmethyldapoxetine(DED)Hg%E & Fydapoxetineffz Bt AUBE 8 B 1) =43 2
— o {EGRA AT RECR IR SERE B N AE RAMERR THITEIE T » I RERLY
desmethyldapoxetine (DED)f5 eI H i (C . ) ffia T Fydapoxetine fiz i IfiL
IREE(C,,) 120-25%

DapoxetineffJ A7 F 22 LI HE A (conjugated metabolites)fF /R H#%
bR+ FE bR o MR B R OO AN M B 53 o Dapoxetine ' HERR-1-43 1R
o HARASEER R 24/ NI AR I R AR (L iR R 9 5% 38U © 7F
FHEZENETZ T » dapoxetinefE RGN BRI ERD  CIIRAFEI AL
I Ry 19/ NEF -

53 HTE FH60mg dapoxetinef) Bl —7| Sl REEFLE SRR R - EREZFH
’lﬁiﬁﬁ%ﬁﬂ@iﬁﬁﬁi@ﬁﬁ%’lﬁ%ﬁﬁ%ﬂ’ﬂ%%%ﬂﬁ%%ﬂ(cmw AUC;,; Ty
AHEAE] -

ErhfE i’{ %ﬂ$ =
{5 F60mg dapoxetinefy B SRR ZERL B2 JEHER - EHERE (creatinine
THFRFBAHAS0EI80mL/minZ ) » HHJE (creatinine JEERISMRI0E]/NA
50mL/mingZ ) Kz 5% 5 B DHREA 42 (creatinine JEFREE/NA30/min)fg A
creatinineif [k flldapoxetinefyC,,, .8 AUC,, A MEAHBAM: » 77 5 B s
Fri5E A& | » dapoxetinefEEY) Bl ) ERZT R EARBEETAL o B B IBIIAE
ARIEAR BRI EIRGERT 4. 2804458 ) -

HTBEChEEAN 3
ERSENFIhBEAR 2R A » dapoxetine FIDEDZEY) By JJ B2 ARG AR
88 o fEHEEATIIREAR 22995 A (Child-Pugh Class B ) - 7% dapoxetine
il FR R C, JU N T 55% HAUCHSIN T 120% - i Rum Ry
Cru MRS AUCHIB IS -
TERE BT DIREAR R A » IiFBE ! dapoxetinefyC,,, i AR UCE » (EZ IR
HldapoxetineJ AUCHI S INEE S T =£5 o JFBESS PR ST I AUCH B4
fEGHEFE R4 2F04. 350 BHEY) -

CYP2D6 EE[KIH 2 7Y
fEFH60mg dapoxetinefy i — 7 b R ZEFL B2 I SC R » CYP2DORESR
R 23 (poor metabolizer) I HIEREE ELCY P2D 6 A A T S5
(extensive metabolizer) Fyrim (dapoxetine 4 C,  AKIE 731% [fiAUC,, /=5
T736% ; desmethyldapoxetineflyJ C,. K T 98% [MAUC,, & 1 161%) °
Dapoxetineli {453 i i L HHR E (C) PTRERSIIARHKI46% -+ TTHIER T
HIF(AUC) HIBSINO0% o [fijiE W] AEAS IR =g iy s A B 1 AN R A 2
A SR g E TR R R E 4. 230 B BY) » A DapoxetinefECYP2D6J# 4
A EFRILRNE o FERE R B H AR EE S O FEE AT RoRI5R s ey
CYP3A4NHIFIEE o] BEHIH] dapoxetinef X4 (G5 F R4.2F14. 35 HHER) -
DapoxetineFIDEDIYIfl R FHIITECY P2 DO B2 A Didiss B b2 &k
R ©

5.3 BRARAIREMHE R (RXRECEHE )
Dapoxetinefy % 4 M ZE P 30 Be - B 7 7 s S M G0 ~ R AE s
Btk el ~ WO B B - EE AR R R A TR R A
T A B0 P e KT 52 7 7 2% L BRUR AT AR BB U RE R B ~ K
B~ T RR IR T)MELT « HRATERR PR AR YR 2L Yyt A
TRy Pesd » 7 B Bl B v 58 T e KT 52 7 S P VO B2 ) ) B2t B i A
(CrnJXAUCO-24 hr) HEE7E ASES FEIGEIRY « i - HAS R IEF (LA
RS BUEEEE 10065 « TEFTEELeEEE T - MR BRI 22 4
fEBR TR
HARBEER ORI T =E225me/kg/day Dapoxetine Ry G R iE#2
FRRERT - SR BOK B N AUCLLRS T 55 M A S K i K LR =
(Maximum Recommended Human Dose ; MRHD) 60mg Kiifs - H.
Dapoxetine ¥ K B MEEUE M » & Dapoxetine;d g /S H # 7 Tg ras H2/
Bl K Pl 1 100mg/kg LR HAE YA H 200mg/kg/RAS & 8 H 800 o i
N8 H iR /)N Bl Dapoxetine il 5 £y 100mg/kg/day i £3 2 IR 8 i HH 5%
JE LERRIR 4% 7 60mg B — 7l g fy b o AT IR B v K B A TR
EFE ~ ETEREIBUE TSR R REEE FRUPER - i HRPK BB IS
[RGB s S F R N Rk - AR TR AR R F A A A TR S A
FERIE BRI A SRR -

6. ZEE4F M

6.1 ERFZEIEE
Dicalcium phosphate dihydrate + Low substituted hydroxypropyl cellulose
Talc ~ Stearic acid ~ Opadry II white

6.2 FifEEEi= : A -

6.3 Z2ATHA : 2 4F

6.4 P ZFHRERSEIR PN 25°CLUT o (ARG R MEE )

6.5 FRMERAS :
2-1000 $g ¥EEfHEE (HDPE) ; 2-1000 & ALU-PVC $8ia &% -

6.6 HIKETEBEREMEES X
ARZEANELITS 7K SR BEEFE BT » AL Aa AR BE AV EE S BB R Y
SFE LB -

GER T RE R ARAE
WL ¢ PR R T AR 2 TR
R A RCRIRAT

HE :
CE

b

bt i+ BN oD E AT R — B 160856
0800-004-000

BEREE



