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= B =
o AAFES 275 ARAZ s7td FEvjZ Aid duud AL F STAE 13F w54
NEAE, A B A5A4 14, 24 14, 33 173)2 AT
o 24 YNFE T &F A BES dFARCH, 3 dFANEE T A4 gdA diul FFA A
ME a3E dSstion, gdA el EACAN i & o dARIZE AR oY tiEE FTeoler
3EE de 13T ), EqAY A Tegde 53 AoE AEE
[oto] 2 & o]
ADME Absorption Distribution Metabolism Elimination
ALP Alkaline Phosphatase
ALT Alanine aminotransferase
AST Aspartate Aminotransferase
ATP Adenosine Triphosphate
AUC Area under concentration-time curve
BMI Body Mass Index
DCIT Drug Coitus Interval Time
EFS Electrical-field stimulation
EOS End of Study
EOT End of Treatment
HCV Hepatitis C Virus
HIV Human Immunodeficiency Virus
IELT Intravaginal Ejaculatory Latency Time
IIEF International Index of Erectile Function
IIEF-EF International Index of Erectile Function - Erectile Fuction domain
ISSM International Society for Sexual Medicine
PDE Phosphodiesterase
PEDT Premature Ejaculation Diagnostic Too
PEP Premature Ejaculation Profile
PGIC Patient’s Global Impression of Change
PLT Platelet
PRO Patient Reported Outcome
SADR Serious Adverse Drug Reaction
SAE Serious Adverse Event
SSRI Selective Serotonin Reuptake Inhibitors
ULN Upper Limit of Normal
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oFg] 280 W& &F(Pharmacological class) : 7|Ete] Bl YA 7|3 9 3-8 oF(EFHE:259)
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2zl 287108 AG ¥ K(Ejaculation reflex) & Z3Hs}

AdU4Z: PDE5 AAIA(A phosphodiesterase type 5 inhibitor)
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Bo=Z A# (Vas deferens), Ad (Seminal vesicle) HAHAH, 8= F=& A&y, Tx4 4 &3
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21. 959 % (Drug substance)

211 9¥tg R

O 2=mZidqrd
e ®A: Clomipramine Hydrochloride
o 3}89: 5H-Dibenz[b,f] azepine-5-propanamine,3-chloro-10,11-dihydro-N,N-dimethyl-,monohydrochloride
o %‘:X]')—\li C19H23CIN,-HCl

O AHYIANEZAY
e ™A Sidenafil Citrate
o 3}38tH: 1-[[3-(6,7-Dihydro-1-methyl-7-oxo-3-propyl-1H-pyrazolo[4,3-dIpyrimidin-5-y)-4-e
thoxyphenyllsulfonyl]-4-methylpiperazine citrate
o A2 CsHasNeOnS

212 4EYGFFE NEFE

SR ELAERT

By WEAdd AAA (MpH O uadE [ 248 064 ME)
FEAY (W F92d W AREIAY 0235 0 78)

| RESSIPEREEC N B SYEEIREY R L

O =549 D788 A% O E2F/A%- A9

A gEo HgH &P BE T AT




o AHUIAEE4Y
m 3 B RIANE ANEA (O pH ORAdZ= O =dE 0O8¥ 0O7E)
TEAY (B 92 B AREUANY O s55 0O 7))
B 12725/ 04905/ 55 B IR/ B/ AR A SR
O 58 B 71808 B AZEE O ZEF/ANYE- A
A FGgEo] HY9H F¢ BE J]A T
2.2. A ¢ %FE(Drug product)
221. A7MAY F7 (FAA, LA, ALA, HolAd | F3t= 49
. OH ow\u
222, A GF NFIE
B 3 B SRIANE AB8A (OpH OHEF [O7E)
=AY (B F9=2 D71E‘r) O Az15/48
O E5AE O 718408 B 3548 [ 2FF/A - A
A g o] HFE 9 BE A
A A A&
B 53/83A8 B AFEDIAA/AATLIANE O AEAG/UAZAE
FEANEAY O S EFFAY/ GH BTG T EFAE
O #7449 O vAES=AYE O E8AVEAANE O B840 E
O ¢Z&FAE O A&/ EIAEZAANYE O AZEAE O 48 O 7184 3
N gEo ¥FH F¢ WE AT
*EFAY  FHAGAE, FLPAE, S 2ERIANE, ASEAY
* 7B G  PAESEAY, 959 AATAE 5
3. et Mof| atst Xt =
RECES LISk
o 3Tl
3.2. SA| S FE9 AR
NEFTFH A=z |7188 /A4 A3
7N BEANF | 25C/60% RH , ‘ = .
E A 40C/75% RH PTP(PE/PVC/PVDC film, AL foil) 71& W 4%
33. AHAG 2 4T AR

o 7|87, A
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o AEH ARSI wet NAY A
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41. SANIAE N8

NEER |5 9 AT S| Rz 8% (mg/kg) S <k
o 27(0),
B R ZAGRAEZ N
- A/ 2 ZeRd ) 6/10, 754 #(NOAEL)
= 7 Q) =
T 97 19 181(47) 12/25, 60/50 O | 60/50mg/kg/day
Aeug ©=7(60/0),
whe Eol F 20z} 4 (0/50)
T HlE0), 5% 4 SH(NOAEL)
E%E—OH@HEY%QEE& 3.
= = A/ F2uZgT ) 6/10, !
g | A7 | 191w | 1]2 /;5} /50 ) 6/ O | 6/10mg/kg/day,
AR HEZ(60/0), &7
22 v 2 2b7 94+ (0/50) 12/25mg/kg/day
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oo

HHEEo S A (CTD 4.23.2) (AoFd &)

Sildenafil citrate9} Clomipramine hydrochloride® ¢ #Zol 1357k ¥HE BHYPHF Fo & A3, $7

12425 H/E+ 60+50 (Sildenafil citratet+Clomipramine hydrochloride) mg/kg/day T, ¢# 60+50

(Sildenafil citrate+Clomipramine hydrochloride) mg/kg/day 7 % %< Clomipramine hydrochloride 50
mg/kg/day FolZold AFEAA B ABHAT) Favh BRHU)) PEHYF NOAEDE F7&

6+10  (Sildenafil  citratetClomipramine  hydrochloride) — mg/kg/day, ¢
citrate+Clomipramine hydrochloride) mg/kg/dayZ #tH4

FASEAAY(CTD 4.233) (Aot a1

AR =R NY(CTD 4235) (Aoket o9)

4241, FHF 2 27)H SAYAE (Aot
Eaas

12+25  (Sildenafil




4242, " - JATYAE Akt S
ATy 9 A7 5AFE (At )
4244, 287 5EANE 9L 7EF (Ao &7

425 AAFAH(CTD 4234) (At &)

o AP

426. 7|Et= A A (CTD 4.237) (Ao 1)

o IHPRU=

43. A AF AAA A

o o5 YEE olgdle] 4F U 13F FEvzehus HUBS WE ¥y AT Fold 23, o BE AY
B4 FolFoA SHRHOE FoF Wt BIHA %

51 EAEANE AL

o B3 34 A=

1) Abdel-Hamid I, El Naggar E, El Gilany A., Assessment of as needed use of pharmacotherapy and the
pause-squeeze technique in premature ejaculation. International J. Impot. Res. 2001;41-45.

2) Wang WF, Wang Y, Minhas S, Ralph DJ., Can sildenafil treat primary premature ejaculation?. A
prospective clinical study. International J. Urol 2007,331-335.

3) Bilge S, Kesim Y, Kurt M, Aksoz E, Celik S., Possible role of sildenafil in inhibiting rat vas deferens

contractions by influencing the purinergic system. International J Urology 2005;829-834.
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544. WA (CTD 4.225) (At &l3)
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5.5. ool et AR oA
o FEFIZHUL 2F ASAR 7t ALod, Aduude 2FM9 ZAE 7T ¢ e ddTds

A&+
6. AR EdH 3 A=

6.1. YRNFARY AHH(GCP €7)

o B YPAE HHEA 98

6.2. YFAFAEH A&

o YHANFAAAE T 31 14, 2% 14, 3% 17)

<

6.3. FEFATGA

o TS

64. 43N

@A | dAY | Fdew 9 9 | B714e | 2%
[CTC-PED-DDI-1] 773 dA A4S Ao g Fnzepvldsryd 15mgAdAold® 15mg)a TH A H)
U2 100mg(Hl o} 1 A® 100mg) B3 AT Fofsh W& Fofo b, oFEst D oFHstn AL Hw P}
37 A% FAAMA, B, 6-24, 371, 3-FolF @A AA YA




o g9l Eqgw 2 9% B R A3
Prxigisﬁzé’ ddAerg 15 mg, <i§§)>72 Cmax &
= LY s _ — s X e _
oo ° e Eoz s g
" ! ORI 100 | oy e 8% FE FI
mg, , 7MY Zas BEEHA
3-Ed T, - olahe, HEAH AA,
w3, e FeAS, AAE, FREAD AR, | TT
TR e aaan
641 AR AR /EE BN Y FFFAIPK)TH H= HFY (NoFdt )
o IS
64.2. Yol A Qlzbo] thd PK (et s
o UL
64.3. YA QAR W PK (M 2
. S
644. AT FFIANG (A% 51
. S
645. A Y (PD) (Aok o)
. S
65. EAQ 2 AAA
ST ]
wA | gAd  |(gass| b > W73 e A
[CTC-PED-CDFR0812_P2] ¥4 ZF 3xE fdoz ZZnzgivlg4kd 15mg oi®] CDFR0812-15/25mg}
CDFRO812-15/50mg B oA 3¢ §54 9 hdAS nm Brely] g A, L29uA, o|Fwrhe, Aok
Uz, 3 B, P, 071B 24 AN
FaEAd>
Aol 15 mg | - 714 [ELTe] 27802 <lg fold
- [ELTY] fold change, changew #%b zfol7} #&EH A gk
229, Wi Wk % wsler | oy, LTS Azt wWsiwst PEP
NFEAY, |, | R Aol ¥ 7 wF AN 23 B
Ao =z H'o . = 3 5]
gy | BT HE D oo | omosi-tsmomg| T =%
BFelE |
3, = ~ QHAA> QFAA>
=Mk 8; - olAhS, HEAH |- ojAuhe MAE, AFNH A, B
ACE laa geas gas | @44 94 24 5 sRH0e
A A 5 AERGS W, AN} F
o) 2@ A FE(15/25mg, 15/50mg)ol
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= IR R AR Bk quj > P gE A3}

A frols Apol/t HEAA Fe

[CTC-PED-CDFR0812_P3] ¥4 =% A& o= FEr Zgvd4sd 15mg thHl CDFR0812-15/50mg H& Al
2o FEA P RS Wa WA 9B A, TN, o FE7h, A% Uz ) FelE, B4, o

718 3 AN

CDER0812-15/50mg NUARCH
oz - 1% 9@ gREe 23§34 Hrhd
Clomipramine -WIEL”FQ] fold change el CDFROBI2-15/50mg = v 2
=Ro A, HCl Tm P tﬂﬂ’_& o | CA"IAorA, Hlotaerd) ol FAF
AFEA, | S it I SRR
JRRI - - S e DU °
=z
3% 59 Eal, ;;} Slldenf)agrli1 citrate s AR
ohg Rof, | T S e aman | U0 WHE 2984 AN, 2
o) o= Mh%igﬂ;jj“ YA5, ARE AA 5 EFHeR
y T AEHAL W, dRI(AWA}H
77 # ARAZ, AAAA 5 . ’
onodernd ' Alol1ebd) 2@ AEF(5/50mg)el A

6.5.2. Y4194} & (Pivotal studies)

O A bzl

- @A 27 SAE ez Ao, wok1ekd) tiHl 534l CDFR0812-15/50mge] 1253t B2 Al
Sl met A7 R F fEA 2 AL v 97}

<F8 AAR7IE>

- W 43] F 33 o], & 75%0173e B A

O B4 A%H (Lifelong) 2F+ IELT7} 1& o8}

@ ¥H4 (Acquired) 2F& IELT7} 3% o3}

- 2% Z9E PEDT)Y 11 A ol (2F = e A= dA)

w21 T2 wes T Tes 226
sV BV FZM7H FIrESR EOT EOS
HES=71=1E Drug-free Run- D blind Tr it Period F/U Period
ol 3-8 TRAEH in (4 weels) (12weels) (4 weeks)
e 221 g2 T3 T2 TES  BEs
SV RV FEZVETHL FE7rE 72 EOT EOS
I |
EHaESTg e Wazhout |Drug-free Run-in o blind Treatm Period U Period
=8 st = dmmeks) 4 weelks) (12weeks) (dweelks)

ol Aggl AW BEA - 9 HF Ay AE 3FE 458429032 RuHQY, FF 2FE §8 7|72 9524895
Woldlth, 7% #&o] A A& o] 1848%, THAQ Aol 81.36%°] At

LU HEA WAES AR ol BE 5 (127) ELIE B A T A7 el Aoz kel

(]



AAR o 2 B TR 22 Py wsERn oiel, ARE Aol Mo folatsit.

F2r| =z AelvE 50mg 2222yl 15mg/
15mg (N=259) (N=255) Ay 50mg(N=251)
[ELT HS}ZF(7]1A A
- g) ) P+ EFHA 191.61+12.71 162.47+12.11 272.61+19.24
[ s
HZ2T v AET W+ EFHA 81.00+22.98 110.14+22.51
azyu Vs T =
(95% 41577t (35.97, 126.04) (66.02, 154.25)
p-valueb 0.0007 < 0.0001

D 2 dE2T S NPT Aold tiE &3 975% CI 8kl 0BTt 2¥ 94 ¢
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FEEHA o, FE FFo|omn &g
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Z2o =g 15mg | AdyZ 50mg Z2u)zg9 15mg/
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718A B o] duhE N(%) N(%) N(%)
A A
T 6(2.26) 14(5.26) 28(10.61)
o] g & 8(3.02) 9(3.38) 9(3.4D)
231717
T4 21(7.92) 9(3.38) 238.7D
g Aol
Tz 5(1.89) 11(4.14) 21(7.95)
JHTE 2(0.75) 3(1.13) 6(2.27)
AEAA
TEAE 3(1.13) 7(2.63) 11(4.17)
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ARE AFA15/50d 2] 1 V1.3(2024.05.08.
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FAE R FF  (18@60mg) T F=V=ZeIETE 15mg, AHUYEAE=ANYE 70.23mg
2% &3} BB o2 HWaA 2AHA e 253 AR
[ ¢HAH AEZE 3 =XAE
5 S| A 3
IH4 AERE SJokE ZAAY A
1. 8% 7HE A4
- OF= AT ARG (A AR BE A | - SEEERD ofeRE A BE | - AREA
R4 Ady AT T AR | - B A ARA
2 8% A4 A3
- A A 4 3 AL S (Suicidal
tendency and related psychiatric
symptoms)
- HlEE A S8 AR B
(Nonarteritic anterior ischaemic optic | - IFFAQI oJokE THA] &5 | - FHFEA]
neuropathy) - AlE F 2AHARAAEEAD | - SRS AR ATA
- 294 YA (Sudden hearing loss)
- i 9 (Eye haemorrhage)
- SO AE A Aol (Serious
cardiovascular disorders)
3. FSAR
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(= 65 years old))
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she olAb W ZA-ZOtXE she oAl CiE mS AR 5)



