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3.2. MIZ2 AHHAIE
3.2.1 FIIEZAIE/3.2.2 H5AE

. . batch=17] =R A]7]
A& E£= Al zA z 7
] oo T ] =4 batch (Xé) Xﬂ EZ]' (month) =
37D
. ; CH15T001 2009.06.23
71 REANF | 25+2°C/60+5%RH 0,3,6,9,12,18,24 _ L
o . CH15T002 | 5,000 | 2009.07.01| " — 7ol A
7HEAIR |40£2°C/75£5%RH (7}2)
CH15T003 2009.07.07
0,3,6
c Ngl 5% SUHAELEZ
< AIEDIZE - ED1 240HE, Ot 60HE
* H& : 3RE
« NS0 ALSE RE2 ZHEH : PTPEH(PE, PVP, PVDC, Alu), ZEEH?! 108 /blister

%71, 2(1~30C) B
=z 9]
a- =

3.4. AEA
w HEQH : HE
« MI7EM3S0 28 AIBIIEZNE MSE
SOIAE © &I 18JHENX 3RE BF AIBGHK %1, 2442 015 3RE MA
Z(HE KAl 15mgd 30mg & B2 HY SO0IAE AIRZ HEZA CIX HE)

g
= 30mg 0 st StEAAIEXE A

[IA]

5. oelol &8t Itz

5.1. E8AIE

[in vitro]
. ANEUA 2E= d2 (Vas deferens) WEZ2 EBO =50 0IXls I8 Hn &8

2. FUAN HEs 32 BEHZS 0|Sot0], 29 0|22 30 H&2 0IXl= 2dsS2 Mol &
S

[in vivol

- 220z deHol NZEY THE S DN M(SSRI ! fluoxetine, sertraline, paroxetine
HdUL £ &0 st=2MAS &I AN320H0 2L #HE AP

- 22012220 & OE 48 g2=H %&¢2l imipramine, desipramine, protriptyline S=
=2 202 Fo HUL| S0Et £ HAHULS =S8 AP
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- MEUA EEE H2 (Vas deferens) BE2 E2HO =Xl in-vitro 21 M=
- SE20AMO HZHAOR AZ|SUE =HE 4= A= AMENE MS

SR oF 2AIZ2H0IM 6AIZ2E MOl 2=20/=Zet2 152202 1Y 13 S0 ettt
6.1. YAAI&Xt= & (Clinical Data Package, CDP)
6.1.1. e
o« 241, 34 1A MBS
a (SR dae | sgan ol g2 TV s 2%
§ Efficacy
[CTC—PE—-02]

%4 22 (Premature ejaculation) $2tA¢] PED-13 PED—29] WoFY B7let 24 A& &3 A7 A%
2AAuA, o1FW4, AFhE, 14 8%, ¥ IF AP

ZI-Er"? A
&2t
S\ 4 3 Analyzed No. of patients :
= 3 8 o UST (Intent to Treatment) : 9594 ($]°F 329, 15 mg : 339, 30 mg : 30
A} = ©
o el | 18R B R
CTC—PE=|olz |y o x| SR °F 2-6X2 Al Akont ARk 15mg £ 3omg 1) AT
9 02 749, 9IELT 7} 2 — Run—in period: 4 ¥ (PV—-BV), Treatment period: 45 (BV-W4)
ok = H =lo
e ;:] AEES
_ z= ZJl. Az 7 E
s ® #1¢F(Group 0)3 Clomipramine 15 mg (Group 1) 2 9ok} Clomipramine
Pt ]P0 me (Grow 22 Fel A ol 4F Fol TR F 0FolH 4T Aele] 5
o ola A% IELT® Fold Change 9ok 4 gero] o8k pol2 Hal

o

[CTC-PE—01] YA %% (Premature ejaculation) 3Ato|x¢] PED-1 ¢ ¢t $aAL Hrstr] 93 739
WA, olFwrHe, t1#, f19dE, 33 L% ¥ 94 A

= =
e ‘T:]'H

3=} % 15994 2] g% 2:1 (Clomipramine 15mg 106¥: ¢ ¢F 53
e 4 3W)e vER 7o A5 FE A

oNv

o5

£
o

1 F T5%|[FH8% R F473H

T &4
- CTC=PE-|ol% (o]’ |- AP o 2-6A17F Aol HFelt Algek 15231 1 79 HAFS
° o1 714, 9|19 ol  A|- Run—in period: 4 5 (PV—BV), Treatment period: 12 & (BV-W12)
oktjz  |IELT 7} 2

= olatel  |[ZFH]

3=} 1. A3
— %% ZA|-Baselinegt thH] W& 5 (95F:-12 F Alo] =4)9 IELT fold change(=%
ot E|% 5 (1254) =39 IELT / BaselinedlA] =39 IELT)Z A9
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6.1.4.1 X=X M AEXE

6.1.4.

A& X 2(Premature ejaculation) XA Sl PED-114

|2 HEMASEXZ[CTC-PE-02 :

PED-2°| Uotd BOIet HE

-,

20

ol
50

= 30mg

= ITT10IA

It

=
=)

=0l BI5tH S2I5tA IELT fold changelt

Clomipramine 15 mgOl = SIS

Ok
=

- ITT72, 32 15mg, 30mg= 25 <

= M,

i

JIJ1E2l |ELT fold change @2

s

|(outlier)2 D&

| & X

-0

i)

ol

it

|
o

13 =ad

B33 NEXZE

|2H

[CTC-PE-01] Y& ZXZ (Premature ejaculation) &X0IA2 PED-1 2

N

6.1.4.2

Ok
o+
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i
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o
7
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£
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w0

&, 0OI1= =0t

82
104
ok
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ok
<F
i

I

4, PEDT &=

A

F

<
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ol

O=F

JH(fold change)E SHA
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?I il IELTS
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ANEUME 2IHY

X0
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ol

ol

-7 0l

FEHM) EES0HE I
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ANZO0A Al

00

D 2a-143, 3a-16Z 0 A AIZDI

2t & SHANEUHA Algefl 0E
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53

SHOll B30t
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ol
il

-
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-
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Kio
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6.1.4.3

@r____
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=
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6.1.4.4 AlZEAE

- &1, E030I, AEEN, LEty o S FIt

7. =2 AISESHEN 28 Iz

» =22 : 0|= otLtZetY 25mg, 50mg, 75mg (EZ20/Z 221 H )
- Ssg8l 2 & SITAEY

- 2t¥ = oEH0 st 2+

DRUG ABUSE AND DEPENDENCE

Anaframl has not been systematically studied mn animals or humans for its potential for abuse,
tolerance, or physical dependence. While a variety of withdrawal symptoms have been described
in association with Anafranil discontinuation (see PRECAUTIONS, Withdrawal Symptoms),
there is no evidence for drug-seeking behavior. except for a single report of potential Anafranil
abuse by a patient with a history of dependence on codeine, benzodiazepines. and mwltiple
psychoactive drugs. The patient received Anafranil for depression and panic aftacks and
appeared to become dependent after hospital discharge.

Despite the lack of evidence suggesting an abuse liability for Anafranil in foreign marketing, 1t 1s
not possible to predict the extent to which Anafranil might be misused or abused once marketed
m the U.S. Consequently. physicians should carefully evaluate patients for a history of diug
abuse and follow such patients closely.

8. T UHSAHIS N HIRNAEE L Yol SAZSS2 S50 28 A=
Y FAE A &% A A AL
a=29d 258 2E/ 10288
2 = = ZAGAA30E I 1H/6028 1
A A () Sk kAl ()

1989.02.16 37} 2009.07.29 3|7}
T | 1E T 4 14 & g3AedNd 4z ;
- 14 =
A =B A= pAIRs| =R Z A El O 2 X
3 To ArE Z e ey 25mg, | T8 TR A€l 0 2 A 30mg, 2B Zeu)Tapy oAkl 15mg
& | 10mg 60mg
75 An =339 A=
& ] Akol & ALAR LA o] Al 7k
2 Qo] QTEE ©9=  Zubay 4 W A 5 AE7EA 137
5 : | ol 2% TSl A2, 25Tl A
Ol FEAE, Fuwns gde g s
A ' L4 o) AY AFste], MAH 1F
| o] AAL welFAe] ol#gol
o, ApFA A7} & S HE= A
149 © x5 @Fow QAzeni | o ofe Z0e st/ Ad ael & | JBS] oF 24K 6AZE Aol
FriozA 19 10mgg AR | 7k 3l A& 129 w3t @ 58 | gawmsagy 159 a8s 19 1
v}, AHow 19 30-150mg St 3o}, 3l Aoy ojX e 3] Eolsir),
S Zekae marmolay w | BT CIHOIAT 5 AN A7yl
Q. - B - WAstd ey fgst sA =37}
o = FARHA 18 FoAgd. A= | . . = o] X1
o 52 waok BrhlAgde FolAg
Sl 2 19 30-50meelt 1.3)3 #x]
€ |9 ;8 : 23 Fow o ofom
F A 12 10meS Fols Foe | goada (18~644)):
WA 1Y 30-50mg7bA] S | FAE AASH] el oAke #x
Z= otk AlQl §x &k 1729k | 71BA " (orthostatic events) 7]}
owy ukEd uhsl ?:]}bl—]ﬂ'%% 28 dolrir 7]HYA A¥(orthostatic
test: gt Wuk 57, oM7L 3
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ool gt} A7t 71HA whge] WY
o] AAY 71HA AlFolA Hzg g
& BY A, o] o] AHES Fdof
ek [AFES O] Tk 4.4)8 FHx]

A9 oF 1~3A17F Aol %3] d4&
& 30mge ATFoIgr} 30mge] &
7b SR @al kel £ A
A AFLEF 60mg7tA FFE 5
ATk Hu T34 2443 ool

1918 Z3ha e
ulok

19 9o
o e Hu
19 1
Lo E ™ ofN
=Y e 20
Moot 2w
to = Ty o
oX,
of & Ho
N o
& o
2 o
(o3
(<)
o FUIO
oL
%
1o

A (6541 o] 4h):
Aol Aol of ofe] chay
> ghelw] %] 9ok},

S A

Ho
lzo{v

B
o
9
)
5
L

B R TEES Al At
adzxde HoEn] Yol Foldtd
Folgitt, T35 Aol FAtolof ARG
< AFHA vt

A= <t #oh

CYP2D6 tAb7t A& g} 7223
CYP2D6 A AE A1E F 32}

CYP2D6 diA7h A& f38& 7k 8
At 783 CYP2D6 AsAE HEF
ot FAlA el £ 30mgoRE
Zﬂf& 101 210111 9] 0}01 T@f&t}.[*}
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