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oW S A3 BFE Lol F 204 2/26W o)),

30mg AZTE
50mg TZE | ALF IAIE LF AL ITE|0mgAIE
(N=199) (N=645) (N=80) (N=725)
ks 45 (22.6%) 187 (29.0%) 13 (16.3%) 200 (27.6%)
Egs 65 (32.7%) 212 (32.9%) 36 (45.0%) 248 (34.2%)
=% 15 (7.5%) 37 (5.7%) 8 (10.0%) 45 (6.2%)
AEE 50 mg ZZENA 6.5% (13/199), ALH A&

fol

g AT EA: AA| 5.0% (32/645): Z}Z} Alo|

164 3.4% (22/645), AtolE 204 4.4% (9/206), AkolF 3014 2.3% (2/86), ALolE 404 0 (0/43) L Aol
22 A3 AT ENAM: AA 15.0% (12/80): 30 mgS FoJstE FH Alo]E 1 E Alo]
& 20141 247} 2.5% (3/80); 50 mgo 2 HF = F AlolE 3ollA] 4.2% (3/71), Ako]lE 4004 3.8% (2/53),
AbOl S 5ol A 17.4% (4/23). &%, AXHT, A 2 T8 &% HAE fdste 7P dnbHQd AEo|t.

= 594 10% (2/20).

ey
ojz} FH-7

olr
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[0474]

[0475]
[0476]

[0477]

[0478]

[0479]

[0480]
[0481]

[0482]

[0483]

[0484]

[0485]
[0486]

[0487]

£ 3. 159t HAM-D & FHspollAe] W3} (A AE)

ZIHSdl 10-2023-0158033

EE A AEs 71 &4 HAM-D >=24 71%4 HAM-D >=26
50mg ZEE| 30mg 50mg 30mg ZEZE | 50mg ZEZE| 30mg ZFE
(N=199) AZE 2EE (N=458) (N=85) (N=327)
15U}l n 185 687 118 433 80 308
W +SDCFB | -160+6.04 | -152+7.07| -17.4£6.05] -16.9+734 | -182+£589 | -176+7.77

D 0,
%7t £ 5D % - 63.6 £22.70 [-60.0+25.61}-64.1+21.73| -60.9+25.50( -64.3 £20.17

-60.6 +26.28

CFB
ke 149 (80.5%) | 505 (73.5%)| 94 (79.7%) | 319 (73.7%) | 64 80.0%) | 220 (71.4%)
| 80 (43.2%) | 276 (40.2%) | 44 37.3%) | 164 37.9%) | 27 (33.8%) | 113 (36.7%)

*

=23} (HAM-D>=20, MADRS>=28) %

opul o
T -

N

i

i

o7 RE H
%@aﬁﬂ, wﬂMO%V’%ﬂi

I

A=

=

gL

aa”

q o e

&2‘:

@ 29 o

o

=

~ N

Z N

rlOHN
r_u

W |o

T

M e

0 o 3

il

L Lo

OL

—|—l_\-\.1

AN =T

:L::
=
g

_&U

4

~

N

N,

—

2 o

X

o] aoke AN,

B 4. AR 29 (AHA AE)

WghE -15.2 £ 7.1 (n=687)%1aL; 5057 (73.5%) &

@ﬂ%ﬂ(MMD<m
5= + 6.0%13L; 149/1857 (80.5%)- W
AZE 733l whE HAN-D & A4
27] HAM-D bS8 #2427 = 6a H 6bol AA o]

50 mg ZEENA %7

|
oo o
= =

A2 A4
2 J 513
sl (A

>

al,

Al

o Y2

50mg ZIZE | 30mg I E | A &F
(N=199) (N=725) (N=645)
S 2F A C18 93 OIAHA 9] 4= (FAS) 146 489 409
ol | Alo] F o A X Bal=d H 45 (1] 122 472 392
HojxE | Alo] & o A X5 1AL 25 (2, 3] 36 (29.5%) 305 (64.6%) 225 (57.4%)
Holx 1 A X & Alo]Zol| A Tk (3] 26 (21.3%) 279 (59.1%) 199 0.8%)

[2] AAET AAS ZAvE AL WA A5l AAska, AA5 Aol HA-D F 35 >=202 7Hl=<s

30mg T3 E
S0mg ZZE | A §HF £F AL 30mg T E
(N=146) (N=409) (N=80) (N=489)

A= & (APl E 1) 120 (82.2%) | 210 (51.3%) |0

210 (42.9%)

@A) 13] A A = (Ao E 2) 25 (17.1%) 116 28.4%) | 9 (11.3%) 125 (25.6%)
WA 28] A A 8 (Aol E 3) 1 (0.7%) 40 (9.8%) 18 (22.5%) 58 (11.9%)
©x) 38 A=) (Ao E 4) NA 23 (5.6%) 30 (37.5%) 53 (10.8%)
2] 48] A H & (A}O] & 5) NA 20 (4.9%) 23 (28.8%) 43 (8.8%)

(68.5%)2 30 mg ZBZEA 12714 Z=HZFA} 7|7 A=A 3=
T+

WA 19 FARA] 2A Hd (H9) AAR Sles AL ATES] 45 0.8 (0-4), &% % A5 E
o 4 2.8 1 -H3Y. AAHeR, 30 g ZIENAN, F AAR Sl % L2 (-3, AAEEL 7]
= A oo &4 4 “r‘ZH Alell frARSESITE. o] Bl Al A, 50 mg ZEES] A= 67HL o]
Aol Folehx] edkoen, tiFE (n=114)2 370E mRt &¢b FH2AEA, 199] o dAtte] 18] %319
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[0488]

[0489]
[0490]

[0491]

[0492]

[0493]

[0494]

[0495]

[0496]

[0497]

[0498]

[0499]

[0500]

ZIHSd 10-2023-0158033

£ 6. AAR Atol9 Az (4)

Z}219] Alo] 2ol A | B (SD) 3% | A
Fopke oA o (Min - Max)
_/":
AbolE2 | 50mg 26 70.5 (18.52) 62.5 58-122
& 199 99.5 (52.15) 78 58-297
ALO1E3 | 50mg 1 58 (NA) 58 58-58
7 &% 83 87.2 (34.97) 72 52-217
AtolE 4 | 50mg NA NA NA NA
2 &% 43 72.1 (17.67) 65 57-113
ALolE5 | 50mg NA NA NA NA
A& 20 63.2(7.42) 60.5 58 -86

o] A Aol 7

55
Aol AgE A Alole] A|7F o)

7. olA Ate]E9] 7SN F-EA AHE (A &F ZZE)

Atol & Xl A T2k, N= AbolE X-19] 7| EA oA ATD AHE =
4 ol Q
N B (SD) N B (SD)

Abo] & 2, N=199 75 103.3 (56.26) 124 97.2 (49.59)

ALl & 3, N=83 38 85.9(32.14) 45 88.4 (37.52)

ALO]E 4, N=43 20 71.1(17.21) 23 73.0 (18.40)

AFO]F 5, N=20 10 64.5(10.09) 10 61.9 (3.28)
ALY AT EA A& Apo] S o %F—S— gt 2ok A8 AbolF 2: 59.3% (118/199) F WHSE. A E A}
olF 3: 57.8% (48/83) & WrEE, L T 75% (36/48) WA= A® Ale]E 2014 WAL, A® Abo]lFE 3
oA whgA= vﬂﬂ ATk 25% (12/483)% AA gl WhETE A8 Ale]E 29] HIREEAIT. AR AlolE 4:
51.2% (22/43) ¥ WH&E, 1 5 81.8% (18/22) WAl AR AtolZ 3ellA whgAL, 63.6% (14/22) 7
A= AR AbolF 2014 WA O, A8 Alo] S 4olA whEAR FAIHAT. 18.2% (4/22) WA= A=
AbolE 3ol A MINEEAFGIIL,  36.4% (8/22)—t— AFE AolF 4olM  AAF] WHEI A J Alo]F 29
HREEAG T, X8 Alo]lF 50 50.0% (10/20) & WHEE, L F X=E APolF 404 90% (9/10), X = Alol&
3ol 4 80% (8/10) B A& AbolF 2014 70% (7/10) WA= WA AL, AR AbolF 5olA REEAR fAH
Ak, 1% (1/10), 20.0% (2/10) 2 30% (3/10) WA= A& Ale]E 4, X & Alo]E 3 E X F Alo]E 2004
ZkzE AL, X & AbolF bell A AR el kg3t gith

T 72 ALY FIEANAT A" Alo]EHE 15U o] HAM-D WHg/H|Hb-go] ) 25 ATk (FAS).
5 g o] Ato]FeA e wkgake] HAES veRAL,

%82 A§Y EEo|A )70d JEHeIN Al g
HAED % AolAl 71308 7)o niee] uae] s B%
Az ApolZ 2-59] A FAS).

AAld 3. AAd 122E9 A3t - Ax| AR AE
o3& Bl <]

e

o] AAjef 3ollA AlgH UlolEl:= 30 mg £H R ATE A npxg hakAe] AT &8 Idxel AeE
A7E = AAo 19] AFRRE ] do]E T}, o] A= A 2R E 9 7} ARE AATT

% 92499 A= AR ALolF 1 (CDAA 3HEE (DE A&3k¥ L, 7259 A= 30 mg 3 ENA X
23193 (A8 IIEA 645 UdA 2 8% AZ FFENA 30W dldAl), 19989 tidA= 50

EO"

30 mgo2 Z7|o X733 72572 A FolAd, 2028 (31.3%) A= X R AlolF 1 Foto] AFEEE =
Z1e] A FHAAY == F3)et. 2029 thAA] oA 1469 (72.3%)-& 15U z}ol] HAM-DOl A 50% 7HAE

1
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[0501]

[0502]

[0503]

[0504]

[0505]

[0506]

[0507]

[0508]

ZIHSd 10-2023-0158033

FEATIA G7] Wil ATE SUsiTE. 5237 (72.1%) iEAE AR AlolE 15 RSt

X 8o AAlE wleF o], 30 mgl 2 Z7]o A B 7251 tFA FolA, 4139 (57%) WA= 1dE g5

37] Aol 30 ng AEEAA AFEEE 270 A=A, olF 41399 A FolA, 1739 (41.9%)e X

B AelE 1A WA N1ES FEA7A @] WGl ST, oE 17379 ugAl T4 146

e wet el Aot A9 As Aol 1 el Fesgn, $h del bl A AelR 18 @
bEol dvE Fusiglt (5 1739 8).

].
30 mgo= Z7|o A& 7257 9] thFA FollAM, 7257 ] thdAl T 4897 (67.4%) WA (AEF AIEA
4098 9] Al 2 & A& AIECA 807 tdAD= AR AlelE 1olA wESAGlAL, AR AtolE 18 &
A

2

b

ol

1
[o

ﬂJU

3

(K

g AF Aol Z 1olA RS

&% A8 ;e 8099 WA TN, AE AbelF 2014 108, AR Ae]Z 3904 219, A8 Abo]F 4of
A 38, W AR AbolF 5ol 118e] oAl 50 ngo ARG, Am AfolF 3614 50 mgoE AR
23 AR AolF 4% 40 ngo] AAF FFOE AAHYT. o IEEAA 439 BIAE 50 ng

48T 1] Apol el ATEYE AARYO, oA 1 AR AT 2 Fo AT AzF FU
sta, oAbel Ao ARAT 19 AR AlF 5 Bobol AnF Fusw, fal Ao s das

el FolE dsiglal, 182 AR AfolZ 55 %‘r

FQE :[0

far; 1€ A7 ApelF 4 Fol AaAFHYAT, 27
F gEoR A9 AT FR PES dud + A

50 mg FTEO|A Fefre 1999 o] thAdA] FolA, 647 (32.2%) tFA= HlolH FHX IH7LA] AFLZEH
3ol AR A3 647 °1 Al FellA, 357 (54.7%)> 159 2ke] HAM-DOll A 50% 348 &3t
A Zate] A3sglar, 149 (21.9%)2 a3l AFdo® s A33sgity. 50 mgl 2 7o X &g 1999 <] o
FA FelA, 1469 (73.4%)-> FASOlA] FHEEESITH (X5 Alo] 2 1ol|4] whgateln] | X5 Afo]Z 1A AT

g T8 #%E).

A

E 8. WiA] - X7 Alo]E 1

AELF IATE 50mg I3 E
(n=645) (n=199)

Eoky g 645 199
EENCEREER) 202 (31.3%) 48 (24.1%)

L o' Zak 146 (22.6%) 31 (15.6%)

%6]] A 15 (2.3%) 11(5.5%)

A AL A 22 15 (2.3%) 2 (1%)

LH/?)'Zﬂoﬂ 2] 3l # 3] 13 2%) 3(1.5%)

FoatA ae 3(0.5%) 1(0.5%)

IREZ AAf 4(0.6%)

o)A AA 3(0.5%)

71 2 (0.3%)

AR A 1(0.2%)

ol7rEA ¥ ) B

m

Aol st didAe] AEA 2 Ve 5EAL 30 mg ZITES 50 mg ZIE ApoldA A4S &
o]FTk.  AAWEH o= oF 68k of/dolal, 81%w= WQlelal, it AT 454 (SD: 14.13MDATE. oA <]
oF 42%= 71 A F-2AE ARSIl 824 i A= 71 HAD =228 7HA

fl

\<

=y
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[0509]

[0510]
[0511]

[0512]
[0513]
[0514]

[0515]

[0516]
[0517]

9. A7FA 2 71EAd 52 (A AE)

50mg AT E
(N=199)

30mg LT E
(N=725)

45.0 (14.08)

45.0 (14.16)

A= (A, A+t (SD)
‘]

137 (68.8%)

489 (67.4%)

2y

62 (31.2%)

236 (32.6%)

Q1% n(%)

u]g)

175 (87.9%)

571 (78.8%)

591/ o} 2] HA) B9l

10 (5.0%)

115 (15.9%)

7] e}k

14 (7.0%)

39 (5.4%)

5123 / R

44 (22.1%)

176 (24.3%)

5] 2326 7)ol

155 (77.9%)

549 (75.7%)

Z1EA A F-EA AL n (%)

a

81 (40.7%)

304 (41.9%)

ol e 118 (59.3%) 421 (58.1%)
7]%4 BMI (kg/m?), 3 7 (SD) 293 (5.69) 30.2 (6.75)
7141 HAM-D & 3, S+ (SD) 25.1(3.29) 25.3 (4.09)
¥ 10. X8 g8 9 IF Fd

oArA o] 3= 50mg A& £ A%
IAJE (N=645) (N=80)
(N=199)

HI A5 Ao g5

Abol 2 1 139 259 1

Alol =2 12 99 8

Abo] & 3 43 19

Al & 4 22 30

Aol & 5 20 22

AT 39 Ao

34 g For Ao Al Ol g Al o] 5 114 260 0

3UA 670 Bt Aol A bl A o 4 85 81 0

6 WA 9714 5ok Aol A wl kA 9] 42 41 0

9 A 12709 F ek Aol At Al Q) 164 45

DRAEE da g AL 99 35

"2 A7

1. HAFD & A+

E 11. 47 713 1A% HAM-D ¥ HFollA Ha W ¢

50mg LSE 30mg I3 E
(N=199) (N=725)
B+ N | ¥ CFB B % CFB N B CFB | ¥+ % CFB+
+SD [1] +SD +SD [1] SD

7)1 199 | 25.1+£329 725 253+4.09
3G %k 193 | -123+£579 | -492+22.41 704 2109675 | -42.9+2568
1542k 185 | -16.0£6.04 | -63.6+22.70 687 -152+7.07 | -60.0+2561
28 =) 191 | -146+6.75 | -583+26.05 681 2133807 | -51.9+£29.96
704 %) 118 | -13.6+7.45 | -53.7+2840 384 S121£9.12 | -46.6+34.25
12627 30 | -163+£9.06 | -652+33.96 203 2157807 | -623+3036

[1] 714

P& HAM-D &

3|

49 it £ SDE YERAT)
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ol

=

=

=M
o+ (£SE) ¥kl g

[}

]

Hgo A 7R o7 RE ] LS ¥

(<)

=

1 HAM-D

O]

[0518]

No

Z7ko] A& Alo|Fell A 15U Abel|l 7] HAM-D

o]|F 19 A5 <kHA ME, C2-C59] 49 FAS).

= 7
o

9

s
a

[0519]

g Al

T 12 4+

3 AE).

Ll

bl

o
fas

]_
|5 Ate] 2l 15U 3}ol] HAM-

|5 AtolZell A 159 2tel HAN-

Bol me =g A

o

tEE AlEd (
HAM-D  %F-§-©]

A

E

el

=

p—

=
(N-725)
295/704 (41.9%)
505/687 (73.5%)
372/681 (54.6%)
193/384 (50.3%)
144/203 (70.9%)
13_1]_

GEA AFEHERE (o/olH ) 7o AR Ato]EelA 15U}
30mg 2.

7ol uh

25

¥

IES Aledt (

X
HAM-D

=

p—

7ol ut

HAM-D %129

=

g

E

s

(N=199)
97/193 (50.3%)
149/185 (80.5%)
120/191 (62.8%)
69/118 (58.5%)
22/30 (73.3%)

50mg

HAM-D ¥h3i o] 2oy

=

yu—.

12 104 A|3E A el wh

7

:rL

=

A
AT 7| 19149 HAM-D &3] (kdA AHIE).

AT 717F 1949 HAM-D ¥H8 (A AIE)

, C2-59] 79 FAS).

ol HAM-D
704 =)
126 =

o

@@l el @ ~
SRS
SN IR EIREIE
- >
WMo | S| 298| =
3,1_2 ~| = =~ ~| =
TIsislzlzslE
0| 0| 0
msN7663m
= RN R R R RS
8 IR RIS
by alg| gzl s
~ =~ ~| ~
> -
| X X 2 2 &
~
o & o] o 5| |
N R BN ) B aa ] IRVel
] Bt 1
—
gN9891m
S|l = =[] &
=) NI R
w en|l |~ |
-
_
f x| X
iz = |
s o Sl Y
0 % e IR
—_ =

14= A 7|7 1914 A|zF Aol uwh

|

D ukgel o) AEF AT

2. HANFD WH§-
3. HAN-D

£ 12,
F 13.

[0520]
[0521]
[0522]
[0523]
[0524]
[0525]
[0526]

[0527]
D &3] v AEE AT

[0528]
[0529]

il
3

3

=K

)

14, 15 ¥ 16& 71&

-
It

[0530]

3|
A=

l

21 HAM-D

& 71E=MoRRE LS

3]

Folde] B Wa 2 Al

J

Z

T 713 1914 7)E

D &

Aol o
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AT 71ZE 104 7]

4 AE)

4

AT 713 194 7€
o

T (£SE) W] 2
3} (

]

8

X 14.

[0531]



[0532]
[0533]

[0534]

[0535]
[0536]

[0537]
[0538]

[0539]

[0540]

[0541]

[0542]

ZIHSdl 10-2023-0158033

50mg 2 E 30mg 8 E
(N=127) (N=458)
wE N | S+ CFB 7 % CFB N B CFB | 7 % CFB
+SD [1] +SD +SD [1] £SD
71#EA 127 27+2.43 458 27.7+£3.08
8§ =) 122 | -13.3+£5.87 -493+£21.32 446 -12.0+7.17 -43.3+25.63
154 =) 118 | -17.4+£6.05 -64.1+21.73 433 -16.9+7.34 -60.9 £ 25.50
28912t 120 | -157+7.17 -58.0+2597 431 -15.0+8.27 -53.9+28.59
704 = 79 -144+793 -53.0+28.353 247 -13.8+£9.39 -49.2 +32.86
1264 =+ 17 -199+8.10 -74.8 £ 2794 120 -18.2+7.88 -66.0 +28.29
[1] 714 & HAM-D ¥ A 4 + SDS YrERdTt.
E 15. @7 7|3t 1A% 7124 HAN-D Ay 2248 2= didAlel oidk HAM-D ¥H3 (FAA AE)
HE 50mg T3 E 30mg T3 E
(N=127) (N=458)
8 At 61/122 (50.0%) | 192/446 (43.0%)
1592 | 94/118 (79.7%) | 319/433 (73.7%)
2842 | 74/120 (61.7%) | 250/431 (58.0%)
708 | 43/79 (54.4%) 125/247 (50.6%)
12622 | 14/17 (82.4%) 90/120 (75.0%)
¥ 16. T 7|17 1949 7|24 HAM-D B4 2248 z+E gAY g HAM-D #8] (AR A AHE).
ncs 50mg T3 E 30mg ZIE
(N=127) (N=458)
87t 18/122 (14.8%) 70/446 (15.7%)
1592 | 44/118 (37.3%) 164/433 (37.9%)
2842k | 41/120 (34.2%) 132/431 (30.6%)
7042 | 26/79 (32.9%) 70/247 (28.3%)
12622 | 13/17 (76.5%) 58/120 (48.3%)

5. 7] HAFD H 2265 zk= glaA)] (2

#* 17,

¥ 17. 93 717t 1904 7154 HAD

18 9 19¥ 7]|&4 HA-D A5
e 44 AxET. = 202 A
o] LS #H¢ (£SE) A ‘
HAM-D 4 =268 x—t—

E ¥3 (A4 AE)

A5

26< zt= ti3ACl s HALD & A<

dele) o) AES 27 BT (04 AS).
A9 B sk 2 WAl

50mg LIE 30mg LI.E
(N=85) (N=327)
i N | 37 CFB+ | 3F %CFBx| N B CFB | B+ % CFB+
SD [1] SD +SD [1] SD
7] 85 | 283199 327 29.0 £2.73
82 82 | -140+6.05 | -49.6+21.15 319 S12.6+7.44 | 43.7+25.84
15 80 | -182+589 | -643+20.17 308 \17.6+7.77 | -60.6 +26.28
284 A 80 | -166+7.05 | -585+2424 305 -162+848 | -55.6+2846
70 4 56 | -15.1+£823 | -529+2848 170 -147+965 | -49.8+3215
1264 ) 10 | -21.0£1012 | -742+3434 82 -19.1+8.11 | -65.6+28.15
[1] 71 &2 HAM-D & A H + SDE YERIT).
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[0543]

[0544]

[0545]

[0546]
[0547]

[0548]

[0549]

[0550]
[0551]

[0552]

[0553]

¥ 18, AT 7|7t 1A% 7]&4 HAM-D

R S0mg LS E 30mg LS E
(N=83) (N=327)
8 = 43/82 (52.4%) 138/319 (43.3%)
1542 64/80 (80.0%) 220/308 (71.4%)
28U =k 51/80 (63.8%) 184/305 (60.3%)
704 =k 30/56 (53.6%) 87/170 (51.2%)
126 2} 8/10 (80%) 60/82 (73.2%)

¥ 19. dF 713t 1949 71E€4 HA-D dF =26%

W 50mg L3 E ALF ATE
(N=85) (N=327)
8 A 13/82 (15.9%) 49/319 (15.4%)
1542k 27/80 (33.8%) 113/308 (36.7%)
284 2k 26/80 (32.5%) 94/305 (30.8%)
704 A} 18/56 (32.1%) 43/170 (25.3%)
1264 % [ 8/10 (80%) 37/82 (45.1%)
6. A&

QA B (H9) AAE 3
o}

I
AAAo R 30 mg ZZENA]
BAE 671Eo] AA ATtel FpolskA sk
FAREo] 13] =31e] AARE AT

)

)
g

¥ 20. XE Alo]E 1 o]F=2 AR

50mg 3mg ZEE| A& $F A
IBE (N=725) (N=645) (N=80)
(N=199)

WA CL1E EE WA 9 5 FAS)

146

489

409

80

Hol= 1 Aol 2 AA wak =]

=i

A ATk 1

122

472

392

80

2]

1A E Y AARE AA L 2 2,

0

3

36 (29.5%)

305 (64.6%)

225 (57.4%)

80 (100%)

Hol = 1 AA = Apo) Sl A T [3]

26 (21.3%)

279 (59.1%)

199 (0.8%)

80 (100%)

v

ERIEEE L
[e)
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[0554] X 21, 5 Alo]EdE g (A AE)
30mg ITE
A$F 4+ A8
FASE IJZE AA S0mg TZE
Clol| A Fofke ) A4 9] 4= 645 80 725 199
C1ol A 984 98> C19] D159 4 409 (63.4%) | 80 (100%) 489 (67.4%) | 146 (73.4%)

HL-3 A1) 4 (%) (FAS) [1]

C200| 4] F-oFuk-2- FAS A o] 4= (%) [2] 199 (48.7%) | 80 (100%) 279 (57.1%) | 26 (17.8%)
A 23] 18] A X 5ol A Tk Ul A 2] | 116 (28.4%) | 9 (11.3%) 125 (25.6%) | 25(17.1%)

C30)| A Fokuk-o FAS thAAl o] 4= (%) [2] 83 (20.3%) | 71 (88.8%) 154 (31.5%) | 1(0.7%)
A 28] 23] A X S0l A FoRure gl A 2] | 40 (9.7%) | 18 (22.5%) | 58 (11.9%) 1(0.7%)
C4oll A] -2 FAS A o] 4= (%) [2] 43 (10.5%) | 53 (66.3%) | 96 (19.6%) NA

A 23] 33) AA ol 4] Tk A 21| 23 (5.6%) | 30 (37.5%) | 53 (10.8%) NA
C50l| A 5o FAS U444 o 5 (%) 2] 20 (4.9%) | 23 (28.8%) | 43 (8.8%) NA
A 93] 43] A X| ol A F ok o] A 20 (4.9%) | 23 (28.8%) | 43 8.8%) NA

[0555]

[0556] [1] Clol A Fope thgAlel 58 &

N
rﬂ‘.
o
ffl
=0}
rir
=
S

[0557] [2] FASOl A tiatA|e] 425 7|Hto g &l wE&

[0558] R 22. @7 71 1 712ANA 924 AHEEE A8 Alo]2E tdA = (%) (FAS)

7124014 ATD AH§- = ¢ 7]Z A ATD AL = ol 2

S0mg T3 E | 30mg 2 E Simg T3 E | 30mg ZIE
(N=60) (N=209) (N=86) (N=280)
ARG S (A1 E D) 48 (80.0%) 96 (45.9%) 72 (83.7%) 114 (40.7%)
34 18] AR = (A0 E 2) 12 (20.0%) 45 (21.5%) 13 (15.1%) 80 (28.6%)
©x) 28] A & (AL0] F 3) 0 27 (12.9%) 1(1.2%) 31(11.1%)
=) 38 A=) & (ALo]F 4) NA 20 (9.6%) 0 33 (11.8%)
o] 48] AR E (Al E 5) NA 21 (10.0%) 0 22 (7.9%)

[0559]
[0560] F 23. A8 A|SEE o] AE Alo|FM wAT &F o|FE ZAzZte] AXEZAY AZE (d)e 29
(FAS)

B S0mg TZE A& LF A%
Lol & (N=146) (N=409) (N=80)

ApolE 2 | N [1] 26/122 199/392 80/80

B+t (SD), 4w 70.5 (18.52),62.5, 58- 99.5(52.15), 78, 58-| 116.5(70.26), 91, 58-
Min - Max 122 297 318

ALOlE 3 | wN (1] 1/4 83/166 71/76
87.2 (34.97), 72, 52-| 92.5 (34.44), 79, 58-
217 214

35 (SD), Min - Max | 58.0 (NA), 58.0, 58-58

AbOlE 4 | wN1] NA 43/74 53/63
72.1(17.67), 65, 57-| 69.9 (13.40), 66, 57-
113 120

Uy
~

33 (SD). Min - Max

Aol &5 | N [1] NA 20/34 23/45
63.2 (7.42) 60.5, 58-
86

1
<

3t (SD), Min - Max 61.4 (6.24), 58, 57-79

[0561]
[0562] [1] N= Alo]Z Xell A Fofol A A FAS thdA 9] 45 n= Abo] 2 XellA] A A8t

lE,__
[0563] B 24, ALF IAIJEAA old A7 Alo|FoA ZIEAHdA FEA AREE ZZte] AX A AR
(4)9] 8.9 (FAS)

ke FAS thAbA 9] 4=,
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[0564]
[0565]
[0566]

[0567]

[0568]
[0569]
[0570]

[0571]

[0572]

[0573]
[0574]

[0575]

ALo] & XA FoFg, N= Alol & X -19] 7]1& A0 ATD AL =
o ol

N B 3t (SD) N 3t (SD)

AFO] & 2, N=199 75 103.3 (56.26) 124 972 (49.59)

Alo] & 3, N=83 38 85.9 (32.14) 45 88.4 (37.52)

ALO] & 4, N=43 20 71.1(17.21) 23 73.0 (18.40)

Abol & 5, N=20 10 64.5 (10.09) 10 61.9(3.28)

= 238 A8 Ao|2WE Zhzke] AA8A Y A7he] uta EREG AT

7. BFERF vs H]HRSARE] B

¥ 25. A&F
Aee] a°F (FAS)

Eopure] C29 4 €] C3 41 €] e C49 4 9] A
A2 T | DIStA
vz | | ws g
= # = W AR | wkgaps | WEGAR | HERARs | HRg AR [ H]HRERE
2 199 [ wkg-=} NA NA NA NA NA NA
(N=118, 59.3%)
W] Hk-S 7] NA NA NA NA NA NA
(N=70, 35.2%)
C3 83 | ®h5A 36 (75.0%) | 12 (25.0%) NA NA NA NA
(N=48, 57.8%)
HRHE- 2} 14 (42.4%) | 19 (57.6%) NA NA NA NA
(N=33, 39.8%)
C4 43 [t 14 (63.6%) | 8(36.4%) | 18 (81.8%) | 4 (182%) NA NA
(N=22, 51.2%)
H] kG- <¢ 8 (44.4%) | 10 (55.6%) | 9(30.0%) | 9(50.0%) NA NA
(N=18,41.9%)
cs 20 | WA 7(700%) | 3(30.0%) | 8(80.0%) | 2(20.0%) | 9(90.0%) | 1(10.0%)
(N=10, 50%)
AIRESAF (N=7| 1(143%) | 6(85.7%) | 4(57.1%) | 3 (42.9%) | 1(144%) | 5(71.4%)
35%)
o = S = e} = 2=
+ g g B dA Aol Zel A Fopre ghaAe] Folr)
o = = = (e} [e) 2~
« Mg tF BRE @A Ao el A9 e mi Wu-EAte] Soln),

% 2u AT old AR Aol ZelAe) weate] HMES T HAD ¥
3 [ o4 AfolZel el wrgAel

A5 Abo] 2ol A <)

8. @A B 77 AJo]F] HAND F HF

- 63

MEE e,

Qs

W3} (FAS).

eha].

3=

61 10-2023-0158033

FZEANA A A5 Ato]FA D15 whEAe] W A X5 Apo]ElA D15 H|REA}

/M AL e ) AES AT

Mg ate] HAES} T WD WS /Mg v AEE A
= ol AlolZolAe) muksate] HAESE

B3 EoA A8 Afo]FoA FEE tFA AtoldlA A R HAA XF Ape]FA 7I3HE 7]
Ao 2RE HAM-D ¥ FFAA 9 Ha Ws/HAE



[0576]

[0577]
[0578]

[0579]

[0580]
[0581]

[0582]

[0583]

[0584]

n*, B W3}/ S AE W )

Ao]E Xol| A
Foprecl |97 Y
urg Rt Atel&5 | Aol E 4 Abol & 3 Aol & 2 Aol & 1
AbolZ 2:199 | 1524 | NA NA NA 188, -12.3/-52.6 %890"17'4/'
28917} | NA NA NA 188, -11.5/-49.1 izgi'”x/'
Abo] & 3: 83 159 | NA NA 81, -12.5/-52.4| 83,-12.7/-52.9 | 83, -17.2/-68.8
289zk [ NA NA 81,-11.9/-49.8| 83, -11.2/-46.5 | 83,-12.7, -
ALO1E 4: 43 1594 | NA 40, -11.7/-50.0 43, -12.7/-54.1| 43, -12.1/-49.6 | 43, -17.0/-68.2
289=} | NA 42,-9.9/-41.9 | 43, -11.1/-46.9| 43, -10.4/-42.4 | 43, -13.0/-52.0
AbelE 5:20 | 1597 | 17.-11.6/- | 18.-11.6/-48.9] 20, -11.9/-51.5| 20, -11.1/-45.1 | 20, -16.5/-66.9
28U} | 16, -7.1/-30.6| 20, -7.7/-32.6 | 2,-10.7/-46.1 | 20,-9.2/-37.8 | 20, -11.3/-457
* > 2=
n = ALke] Zidto] g oA &,
$%F 8 FTE
® 27. HAM-D ¥ He - 8% A8 A3 E (FAS)
Aol &
XA | @
54 S |ame | Aeas [Aows |Aelas
%
A}o] Z Xoll 4] 50mg2 i | NA | NA 10 21 38 11
A2 ) 3A o] 4
n*, 7] 718 30 mg |159 %} 69,-15.5/- | 48,-158/- 11, -14.8/- NA
7B Ao R RE 9 it 59.1 60.0 60.0
W)/ 9 AE ¥
g =} 69,-12.8/- | 49,-122/- | 11,-7.1/-283 NA
50mg 1592 | 9,-14.6/-65.5| 22,-13.5/- | 40,-164/- | 22, -17.5/-
P8UX} | 8,-148/-653 22,-12.9/- | 39,-11.9/- 21, -11.2/-
40 mg [154 2k NA 0 2,-10.0/-44.1 0
P8 =) NA 0 2,-14.5/-65.3 0
HAM-D 9% 30mg [1I592F | 46/69 (66.7%) 34/48 711 (63.6%) NA
DAL | 36/69 (52.2%)| 24/49 (49%)| 2/11 (18.2%) NA
50 mg [15Q 2} 719 (77.8%) 14/22 32/40 (80%) | 18/22 (81.8%)
P8 =} 7/8 (87.5%) 14/22 24/39 11721 (52.4%)
40 mg (152 =} NA 0 172 (50%) 0
D8 U=} NA 0 172 (50%) 0
HAM-D #3} 30mg [1I592F | 24/69 (34.8%) 19/48 3/11 (27.3%) NA
DU | 13/69 (18.8%) 5/49 (10.2%)| 1/11 (9.1%) NA
50 mg 159 %+ 5/9 (55.6%) | 4/22 (18.2%) 19/40 14/22 (63.6%)
D8 A} 3/8 (37.5%) | 5/22 22.7%)| 9/39 (23.1%)| 5/21 (23.8%)
40 mg (152 =} NA 0 172 (50%) 0
D8 U=} NA 0 172 (50%) 0
* = o~
n = A4k 7)Rko]l H oA &
&% A3 FISEE 30 ng EFORE AFE AFSHAAIRE
iR

ordy A (78l AF)

fFrARSE v &9 gidA7E 371HA
2 60.5% (46/76) X A &F IS E|A 66.6% (451/677) X

4% IS E 4dx A8 &F

_64_
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ZIHSd 10-2023-0158033

[0585] E 28. 3 Akzie]l AwAQl 2ok (FAA ME)
30mg T3 E
S0mg ZIZE A &% $+F A% 30mg LI E AA
(N=199) (N=645) (N=80) (N=725) (N=924)

HoI 5 ohto]
TEAES %+ 125 (62.8%) 436 (67.6%) 57 (71.3%) 493 (68.0%) 618 (66.9%)
H3A <] 5 (%)
HoJ 5 ah}o]
%% TEAES 2+ 15 (7.5%) 37 (5.7%) 8 (10.0%) 45 (6.2%) 60 (6.5%)
A 5 %)
AT O TS
0 tﬂ— ],‘— = 01 =
5]4»}941 TEAEES 13 (6.5%) 18 (2.8%) 1(1.3%) 19 (2.6%) 32 (3.5%)
e WAl 5
(%)
dr-des
ks H ol
shito] TEAES 14 (7.0%) 31 (4.8%) 1(1.3%) 32 (4.4%) 46 (5.0%)
e A 4
(%)
#1012 5l
Al thl TEAES
EA R [
(%)
AT 71ZE 1A T gAY F (%):
A & 7)7F TEAE 108 (54.3%) 320 (49.6%) 28 (35.0%) 348 (48.0%) 456 (49.4%)
EERDERES

7 (3.5%) 19 (2.9%) 1(1.3%) 20 (2.8%) 27 (2.9%)

117 (58.8%) | 337 (52.2%) 31 (38.8%) 368 (50.8%) | 485 (52.5%)

[0586] TEAE
[0587] A= 717 TEAEE sheh= (1)) AWA &3¢t mpx9 &% + 19 Alolol A& = At A8 Ao]F 7]
7F TEABE 8H3HE (1)e] Awial Sfsh vhAmt S F 149 Abolo] AlFahi A olt),
[0588] Jole] g FHTENAM AL 5% Z3olA BAYS TEARE T 290 A& gtt.
[0589] E 29. AFAA 499 &F AT EA d)idAg 5% A LA TEAE (FHA HE)
S0mg ZZE ALFISE $F AR FSE
(N=199) (N=645) (N=80)
T 20 (10.1%) 90 (14.0%) 13 (16.3%)
=3 29 (14.6%) 76 (11.8%) 10 (12.5%)
oA FF 30 (15.1%) 47 (7.3%) 7 (8.8%)
23 18 (9.0%) 29 (4.5%) 11 (13.8%)
A A} 4(2.0%) 43 (6.7%) 11 (13.8%)
T A% 7 (3.5%) 40 (6.2%) 3 (3.8%)
9.2 11 (5.5%) 25 (3.9%) 3 (3.8%)
&7 4 1(0.5%) 52 (8.1%) 5 (6.3%)
BT 10 (5.0%) 31 (4.8%) 5 (6.3%)
2% 0 18 (2.8%) 5 (6.3%)
A4 1(0.5%) 14 (2.2%) 5 (6.3%)
B 5(2.5% 27 (4.2% 8 (10.0%
[0590] 3 5(2.5%) ( ) ( )
[0591] TEAES] thH-E& BE £3F FTENAN AF WA 5L, ZE £ IS E 43 FA3 TYES M4
t}.
[0592] ¥ 30. TEAES] =9 7|
30mg IS E
S0mg ZSE | AEFIIE S$F AL IZE | 30mg ZZE
(N=199) (N=645) (N=80) (N=725)
A% 45 (22.6%) 187 (29.0%) 13 (16.3%) 200 (27.6%)
FHLE 65 (32.7%) 212 (32.9%) 36 (45.0%) 248 (34.2%)
T 15 (7.5% 37(5.7% 8 (10.0% 45 (6.2%
[0593] B ( ) ( ) ( ) 5( )
[0594] SHE (1) 50 mge A3 e gldAdA]l dARky b S 30 mgoll o8 e <hdAd Azbel w)eskar,
FgE (D TAE HdA Z29AA Hojux] eketh, 71E F9-4 a9 E4 w: BA Fas
AR el Aol maEAT. A X @A AelA o4 A Qe A4S B e,
[0595] AE ALO]E 1 tll, 50 mg ZZENA 2.5% (5/199) thdA 2 A&5F ZTECNA 0.9% (6/645)7F SAEE B

A 2
nseh. 50 mg HEEGA, 5714 SAE F 3P ok AT eFEsh wue] i ACE NFHYUM; o
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[0596]

[0597]

[0598]
[0599]

[0600]

ZIHSd 10-2023-0158033

o] d3HNom,

WA Are Aol At Fuseit: @ dgAs &
A, T AL A
gl

FEOA, 5714 SAE T AT &
ok 79 el A=A

u
_&g

r
gw

e A A= AN
A8Y DEE (30 mgO RN, SAE F ol A% obvhE i Absslt AT %Ed Bdel gt AR
AL, 671 SAE F A $F AR AFHQAL, U] (P SUR) 47 FUL 407

o}
¥ 31. I58AE Ex olvlE Bde| Y& SAE

50mg TIE ALFIZTE G AE
=& dHE 22k B N/A
62=}, 717k 1] 8 =kol] F) A ) 1593}, 717k 39] 20 =}ol] 3 A7)
LS
84}, 717k 19] ol 3l
A
OYAk, 71719 1192100 &2

AFREE HI|E FUels TEAES HusteE A9 HAES 50 mg ZSENA 7.0% (14/199), A& I35
Eo A 4.8% (31/645) 2 &% A3 IFENA 1.3% (1/80) .

£ A4S U8k TEAES Rashs gidAle HAES 50 mg S EA 17.1% (34/199) 3L, Ale]
2WS AQE BT, Alo]F 204 2/26Ho|UTt. AL IIENA: AA 5.0% (32/645): ﬂrﬂr Alo]
3.4% (22/645), AFolF 20014 4.4% (9/206), AFo]F 304 2.3% (2/86), AFolF 404 0 (0/43), © Afo
ol A 10% (2/20). & AZ FIEOA: AA 15.0% (12/80): 30 mgS Folds= Btk Alo]& 1 & Afo
ol Z+zk 2.5% (3/80); 50 mgl & A= Fok Ato]E 30l 4.2% (3/71), AFelF 4olM 3.8% (2/53), Aol
= 500X 17.4% (4/23). &9, oXEF, A B TS £ UAE e /g dvbEQl AEe|t).

=
=

=
=
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[0601]

[0602]
[0603]

[0604]

[0605]

[0606]

[0607]

[0608]
[0609]

[0610]

X 32. ALF 23

EoA AT 71zl dA 7I1PE F&

ZIHSd 10-2023-0158033

A AR 73 AR e (AEA AE)

Z1&AA | T aT aT a7 a7
ATD A& 713k 1 713k 2 713k 3 713k 4 713k 5
(N=645) (N=206) | (N=86) | (N=43) | (N=20)
71708 7124004 ATD | o 266 88 45 19 11
A8, N
o} 379 118 41 24 9
o] % 31}o] TEAES | o 154 (57.9%) | 48 (54.5%) | 19 (42.2%)| 7 (36.8%) 6 (54.5%
zZk= A9 (%)
o} 256 (67.5%) | 75 (63.6%) | 21 (51.2%)| 8 (33.3%) 3 (33.3%
Aol & sho] A& o 134 (50.4%) | 36 (40.9%) | 14 (31.1%)| 3 (15.8%) 4 (36.4%
Ao & 717 TEAES
Z-= oA o 5 (%)
o} % 203 (53.6%) | 58 (49.2%) | 14 (34.1%)| 6 (25.0%) 2 (22.2%
Aol & sho] A& o 126 (47.4%) | 29 (33.0%) | 12 (26.7%)| 3 (15.8%) 4 (36.4%
713 AES 2=
g4l = ()
ol & 194 (51.2%) | 51 (43.2%) | 12 (29.3%)| 5 (20.8%) 2 (22.2%
Aol & sho] A& B 6 (2.3%) 2023%) |0 0 0
Abol & 713t &%
TEAES 2= U)4A) 9
T (%)
ol & 1026%) |217%) |[2@9%) |0 0
At oF g TS o 4(1.5%) 1(1.1%) |0 0 0
25 TEAES 2L e
oA ] = (%)
o} & 12(32%) | 108%) |o 0 0
AT d3 s fete o 5 (1.9%) 1(1.1%) |o 0 0
2| & AFo]E 717 AEE
2= g A 0] 5 (%)
o} % 14(37%) |[3@5%) |1@4%) |o 0
Aol & sho] A& B 1(0.4%) 1(11%) |o 0 0
Abol g 713k 43
TEAES 2= U)4dA 9
T (%)
ol e 5(1.3%) 0 124%) |o 0
A5 717R AUA &% WA e A &% + 192 AoEtt. Xm ApolEe AWA &% A A &%
F 14-9 FHzA] FRE gelHr),
Z2E
SHE () 0 ngsl AAA AAE QA2 AL A7 WAske Ay WAL 2D Yekdg AT
30 mg ZZEANA, A2 68.5%= 13] 239 AMAEE AFHkA] &g}, ALHF FZITE (30 mgl =29 X"
o Z)ol A, s B 0.83) AXNHE (e F 1.83 XH)E ATLUT. 30 mg ZIZENA, A=
Bt 1.23] (Bv % 2.28 AR)E ALY, 27] A5 Ao W3 30 mg ZIE SApe] = 700 3
0 13 37k A8 S o g,

Z7] BHgE2 30 mg B 50 mg AT ECNA 742} 73.5% vs 80.5%C] ATt

FFE (1) 30 mg 2 FFE (1) 50 mgel b L ek TaHde 7] Al vehd Ax AA G}
[F74A T agolA oW d o4 A AT RuEx gtk 30 mg ZEE 2 50 mg ZEECA iR
TEAE: 4% T F5E0

AA e 4. 50 mg ZEES] 19 FFH2A}

=9

ANl 4z AAe 16l A AT (F & Gl AP A A BEHE (DS Agste] b,
yekg, 2 g oo ek 34, FA-EA, 1d AF)ZHE F7} golEE AlFett. e 2-32 30
ng AHE (1=725)7 1d $AZALE ARANAL W FRIE V100 2 doleE ANET. 30 g 25E]
1d ‘%‘lei/\]'% -?_]‘JEJ-‘%L %"/\] ] 01%7}“—5‘@_’ 50 mg fﬂ_i_E_Oﬂ EHT}’_]_— %_]l"}- S ] 1:-]]0]\:/17}, ]}\] ] 2—301]/\1 Xﬂ%lﬂﬂr
Al 4% 50 mg ZZE (n=199)7} 1d FHRALE ¢853 w TEFE o|F 7|7t ZA dHolEE AA T
AAel 4 oA 50 ng MEEO] i FHeka BAF 7 lolelE ANSAW, AAdl 2394 30 ng 25



[0611]

[0612]

[0613]

[0614]

[0615]

[0616]

[0617]

[0618]

[0619]
[0620]
[0621]
[0622]

[0623]

[0624]

ZIHSd 10-2023-0158033

Ed fisf 714 deoly, A3 = AES HSATA e

N

AAle] 4ol ARgE HolE= 50 mg ZZECNA ATE A viA ) iAo AT s Gdl
b ok dlelEeltt (n=199). AAld] 2-34, 50 mg Z2ES] B= A= AR AolE 1+
A= oo AR AASEE ST LHEt Aol FofshA &gk, A 3 de
AR, 50 mg SLEECNA 1] B gAte] X5 Afo]Z 3ollA Fopigitk. AAld] 4 do
Aol A, 50 mg ST ES BE A= 1 Abe gEskglt.

O

L
=
W

S|
&

AT A1 Alof] 50 mg REE] 3 Hy 7]E=A HAD H (£ SD)E 25.1 £ 3.29 (n=199)t}. 71544
A, 819 (40.7%) A= 71E 924 8¥ (ADD)S Al AFSSHIAIRE, 1189 (59.3%) > ADTE AM&3dhA] ¢

AT},

3tE (1) 50 mg &l o] X JE Alo]FS Algwteka 1d FoF FHZAS 50 mg ZIE thAA o)
Al 49] RAQE T A|FoA o] &It dolHA ERFH= AMES A Ax e ko] glo] dvt
oz Fadt yekds ZEHTE. AIRE Aol wE UdS &E7] e HAAdS A8 AlelE ot H X
8 Alo]& Alololl & thE A E Ato]Fo] A HrFE AT 1999 (68.8%) 50 mg ZEE A T 137HS 4
ol& &t faf AMHE HaEga, o= 30 mg ZIE (68.0%) 9 FAMSIATE. 50 mg ZIZE iAo o
2 A5 A =9 AEH SR A8 F 3 AbA (TEAR)S Rustgtt. 7P dwrzel A8 &3
3] Azl (TEAE) (AOJ % Ru¥E)S £ (32; 16.1%), oJAHAZ (30; 15.1%), T (25; 12.7%), A
(205 10.1%), 24 14; 7. 0%) $A (135 6.5%), 2 W& (11; 5.5%) ).

50 mg ZEZE didAlel] 93] By TEAE 382 30 mg ZIE didAle] o3 Rad A A6 H. E9,
AANHZ, 34, 4 @ g2 %8116& oFE k2o WEE 50 mg ZEENAM O X9k TEAES] 5= 2
= 30 mg ZTE 2 SFE (D A9y A Z2apdy A, AT dE S 9 A I E
Uh5li= TEAES K.l 50 mg Z3E AAY %= Z2F 6.5% (13/199) 2 8.0% (16/199)°] AT},

ZEuol-A FFE Prh HE= (-SSRl 213

159zl (& Aol 1), 50 mg ZEE 3k 7]FEHA o2 RE o] HAN-D B W3l -16.0 £ 6.04 (n=185)
Ak, oF 1498 9] tldA (74.9%)7F WHSE & TA o =R HAM-DO Aoj® 50% 7+A), 307 o
A (40.2%)7F #EE 2T (7 o]kl HAM-D). 1499 9] Wk3-A} Foll A 3w o] o dAl7E 289 Aol A
TFEFE A3lste], 289xF o] Fol Aol 1467 9 rﬂ“xﬂ 7F '@kt (5, 50 mg 3tEE (DR 279 A
1999 o] oA Foll A 1467 &= %k 73.4%7} FASOH 43};1310 28U =} o] o] Aqte] Frofsl 1467 <
A Fol A 79.56= Ho) 13] F7} 3 o AT, 54.8% (n=80)& & 13) X7 I}

AW, 24.7% (n=36)E = 2 l RAE Zﬂ* Aokar; 10.3% (n=15)% % 33 A& erﬂ" A|-g-8kekar;
6.8% (n=10)% & 43] AR 4@% xﬂ%ﬂéa‘ﬂ; 3.4% (n=5)+ & 53 X B FAHL AT LA, 50 mg ZFTEO]

oﬁ = L‘-(‘U
flo ox &t r

L‘.ﬂl

0% == Hd 13 F7} sltE (1) A= AolE8 AW 50 ng ZEEAA OidAe v&L 7|EMdA4 &
$gA awel A8 Taasl fA8

AAd 5. AAd 18] AT SR AP

Al 5.1 - MDD & ALY EBFE sl
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[0641]
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VA FHE: 30 mg ZZE L 50 mg ZEE = 17}Xol] tls] HAMD-17 A4 >20 2 MADRS & HE >28%
= MDDE 7FA 18-75419] At AAld 19 A Aol T3k, 15U Ak HAMD-17 WH-$-2} (Z]EX o2
B =500 #Ah)E AdTE AEsISla, AR g4 dis) HrFE A

4T >1i

=

= 3kt

YA B se ) 5
Gun, A1E A4 9

<, A2¥ WY B

ol 8] 2= golz gAEdn: v, uxdS, nFHUzHEE
=W, Wde B, nESHAZIEES, o dAEET, A S5

oE

H/EE T o dAEES.
@7}

924v 9] A7} AAe] 19] Ao S239T (30 mg ZFE n = 725; 50 mg ZITE n = 199). o5 F
253/924% (27.4%) A= A FWrASS JRHY (30 mg ZIE 197/725; 27.2%; 50 mg IIE 56/199;
28.1%). 7]=A QAFEA vs AA H (SD) 18 52.24] (12.4) vs 45.04] (14.1); 3239 30.4% vs

23.8%; -2 A AHE 54.2% vs 41.8%; Ht (D) kg/m BMI 33.4 (6.7) vs 30.0 (6.54).

@
¢
[ o

AMA A= Alo]E<] 15°‘x}°ﬂ HAMD-179l14] H+ (SD) CFB= (EHAW Zuk sl - vs dA Heh) -14.8
(7.10) vs -15.4 (6.9)3; HAMD-17 WF3ES 67.3% vs 75.0%aL; HAMD-17 #afl&-& 37.1% vs 40.8%% T},

AMA A5 Ale]Fol| ¥Hgslal 5 dmsh gAY ERkd3 Sk dolA] 161/253%W ] kel A9, 901
(55.9%) —3 59 A 717F Bokd 7 XE AL ez A & (vs 43.7% AA); BF (H9) F= X
2 A 314 1.9 (1-5) vs 1.8 (1-5) AA A},

A=t

AT A&7 T A =1 TEAEE zt= oA sWha gk s dvhe] 32t == 167/253 (66.0%) R L; o F-io]
AS/FTSE (148/167; 83.6%)Atk. o] IR vs AAlA dubHel (=5%) TEAE:E % (14.2% vs
13.9%), =% (13.8% vs 12.8%), oJA™HZ (9.1% vs 9.1%), A} (6.7% vs 6.3%), A71= 7FF (5.9% vs
6.3%), 77 7% (5.5% vs 5.5%), @ TA (5.1% vs 8.7%)°|AtF. TEAEE 8/253% (3.2%) FAfol]l ] A o
& Ft 19/253% (7.5%) EAfelA &F A R 11/2539 (4.3%) FAelA AT HIE FEsiit.

Olt

R
SR (De AWHoE WD B A SUARS 4 BANA bl FEaAT, ok A AT Pu
NMsh fAE A % A% ANRE Uehith. olF Adt oA FNABS s BAE Vel D

° =
2 713 Bl s AAMeR Bed AuA SEE (D] F7be e A
Al 5.2 - WDDE 1R #HE & oy

o 5.2z AAldl 1ol ZIAE d5te] MDDE ¢ e WA § oder EREH= & dHolHE
A& gkt

= FF 954 (DD diAtel Qs . 5/ <
ADTOll 2 WhEakA] @& 4 vk, o A= MDE 7Hx #H7A 5 ofAolA AAld 1o VA" Ao AR

=
oh ah Jéﬂﬂ“ﬁ} = 45419 173

<
5
WY == gol7t e wHSEA o BB A

e Hzore

A % At T a0 (59 492 )
ao] tel= ek,

Ay

2
9247 ¢] A7} AA 1oﬂ 7148 Ao =319 (30 mg FIE n = 725; 50 mg AIE n = 199);
152/924% (16.5%) #7 ¥ o4& AWA 149 Ax F8eA FFE (1) 30 mg (110/725; 15.2%) %=+ 33
E (1) 50 mg (42/199; 21.1%)& Alzwskty. A5 L A 9of, o] st dlA &2} 7|EA AFEAE 4
Ao g 747y WA AT Jae] A dXEGTE: F (SD) A=, 58.7A (6.72) vs 45.04] (14.1); B+
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(SD) HAMD-17, 25.7 (3.92) vs 25.3 (3.9); 392 A&, 52.6% vs 41.7%.

7 5 FApA 158kl (A A= 7]3ke] wpx]et o) HAMD-1744] 3+ (SD) CFB& -16.0 (7.00) vs
AA AT FAoA -15.4 (6.9)9F. 15U} HAMD-17 ¥HEEL 75.7% vs AA AF Hdol A 75.0%% ).
154 xFol] HAMD-17 &3l 39.6% vs A A7 Ao A 40.8%%th.

A8 AtolE 1o wkgetal 5 4RF 106/15278 ] #HE 5 Ak A9, 457 (42.5%)2> 15| AT VIZE 5
Qbell F7F A7 AAS o= A & Hd () T A 4 5E 2.23 (153

AT AE77e] AA AHolk 17} TEAEES Zbe= dld + 33te] <= 102/1529 (67.1%)°1}vk. oS 74
T EE FTE (90/102; 88.2%)%1 TEAEE ZAdataict. #HA F A (vs A Heb)dA 7 A<l (=
5%) TEAESl+= F% (13.2% vs 13.9%), =% (12.5% vs 12.8%), oIAHZ (11.8% vs 9.1%), A} (7.9% vs
6.3%), 7% #d (7.9% vs 6.3%), T BZE (7.2% vs 5.5%), A (6.6% vs 8.7%), L BHZ (6.6% vs
5.4%)0] XEFHUTE.  TEAEE 8/1529 (5.3%) ZAtellA AT k= Fob; 16/152% (10.5%) BHApllA &5
s R 9/1529 (5.9%) FAbl|A A A E fEskAdt.

=
rlo
e
=
)
(o
fr
i)
Y

ol AA AT Pk Aot §AME kA 2
slo] MDDE 7} ghxjol] s A A

Hom e
o
Ll
T
o

-
32
%)

~ it ©
o
=P
rr
ﬁv‘

il
N
o
r
Ho
é
o
o ¥
s
oX,
o
=
pait

X
o
%
o

fru
i)
ko
o
il

2l
o

Z
ol
o
)
5
k)
1°)

st zag oM@ & qdu
9o UehllA 9o Es

1
A}
Aol EAAY, 2ol A
°]
]i]_:x]:
s

5
ol
rlo
)
Ak
2 O
o
=
N
0
~
T

el
Lo
ol
T
o
ox
lo
-
o
40,
ts e e
o o o e
+H 2
o ox
o
B
s
oL
X
>
s

o,
dg

AV

EATAE, 1ol AREH 7

F A F st 23 mE B Foln
=
=

N

NS

N
S
)

ox

T oX

T
o aFe R shtel TAK

fo

i

N

T

H

Ir
b a2
S
o

o

frtl i

(R

N

;

Ko
Lo

1

o o

=
=

g AAFHE TgAT. B

o g 4
4o EANAG, o) AgHAL E

ox L

Wi

o

o
K
rJ
;

0

el

gel st ool AF, &

B

(

~ ol
-

— N oo
G

>

1e ox
(o

[ T
e

ot

il H
ok
rot
O
o%
=
o ofy o
B og
)
ro. oo
2
o _\\'I_’
t
i)

o
oft L
oL
-4
o
B
o,
wz
oY
i
i
ol
o
Hon
Jhu
ol
rE
ot o

S
)
4 To
L
M
il
e
oL
=

N
N
1>
fr
o
i
(o
N
i)
lo, o
ol
ol

2
Ll
it
o
o 2
=)
-
i o

o
i
1n
o

)

] e

to B
e
o
_O,L‘
K

hul
Hoyo
rlr vl
onl
Pone
e
X,
o
L of
1o to
™

wi 2 ko b~
o

_0|L

rir

Py

(o
fr ol
o 1o riz
O

T
2
X
X
+

}_\F}
I
1=
(o
Ul

o 1
ol

ol

o

LU= )
o
s i

Fel WY, o

g

.
fr
>
Ho rir
N
N
2
N
rlr
oX rlr
o

i
>,
b )
3
£ o
A
%
oo
2

-4
i"‘
)
(o
2
ol
i
N

S
ool
M
o o
B >
t
rlr
my)
)
10
bl
s
ftlo
_oit‘
oo
ot
O
s
o
o
o
10
%
O

)
ot
oE ob

A
~
o
Ir
o %

2 %o
fr
2
)
it
=N
S X
oL o+
2 r
ol 12
= o
i)
o
2
>
i
1%
s
v
)
oL
Ho
o
ol
ol
=
my)
Ho
o

g

i} - €] 5 ped

ER, AW 1% el Fs B oage) qolel SA AAYHE 990 sht ol FTFoRE PAA
oz ASld = Atk old@ AAYHI B leoke] Fael AEAlA FAH Aow ] uiel,
A gk Bl FAHoE tehlx griets oEe AdE w ool qele] 533 A%



10-2023-0158033

[}

=

=

H

e
[=)

i

el
0

"
=K

o A&

e

< X
" T
=7
F X A
TR Ee
o
"o AR
)

= AbolE 1 (C1)=28¢ - A 43 AAE(C2, C3, C4, C5)
ok B f N i
o Mu 239y 33 (D 2R ZA) = - -

i £ T | A9FIH 2424 2 Bed u AAE
M ~ 144
o

T
o o 27 %7}
W PHQ-9
o 2 Qs
w o« PHQ-9210 &

Ea FAS: A4 34 A& v 294 HAM-DE %47
el D159 HAM-D %83 POUUKES
W R A g Ao S 1 o] A7 PHQ-9 & HAM-D
% T 4 Foatd agts Qs8s
Y wm o - HAM-D2209] 3%

=%

of - B W nvéwm Ag Aolgg A%

w w4 B

_71_



10-2023-0158033

5

=

=

H

e
[=)

AT FIE 9B 2 444 AF:

« MDD g

« HAM-D=>20 ¥ MADRS =28

+ A% W9 18-754

« 2609 Fo FLLA AL, 2AGE A

c 9oz AR

« ER B4 G2 A

* TRD 71 &% 55314 &%

o 2654 T)AA Y AL, AR &4, A 97 £=
27}A) 239 CNS #4A AL49 o]Fo] A&

AA2E A3 52 433 /1%

_72_

+ PHQ-92109] 93] £¥¥d HAM-D=20
< oA SR (D) AR o T2 A 85 l ApelE X
FrTana e
AolE 1 (=282 T B
I N 149 =
3= (1 =
N sagy || THED [ 2420 T4 2424 2 B oo By 442

T 144
it 149




10-2023-0158033

[

=

=

H

e
[=)

50mg ZEE (N=199)

27) A% 2 AA =
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202049 5¢
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30mg ZEE (N=725)

) 30mg 2EE (N=725)
a50] AR o)A AFTRL .
£33} 233 30 meol ) A4F T5E (N=645): 2F 30me] & A&
Aw 27 AL mmmp §% A% 25 E (N=80): 30mgel 9 7] A=) olo}A,

_73_

20199 29 50mgo] 93 Hoj= 13 AA &
<>Em 1(C1)=289
sae ) ( =
i e L P ﬁ A A7 4 A2 2 1o B AR 2
8 e 1

H



=Yg

A4F (30 mgo 29 IZE Ay 32

A

*17 719 gAAE CLA HldEAYAT dF7E G35
SRS ARA S PDY GR2A o2 739 thdAE LT
A1 WAL 7|24 6|2 D15 HAM-D & 24 74 >=50%2 #E
gaAzA Aot ClolA HukeAs Z2EZ we} A7 E
ZEs1oF SA T C1L F9 HiSAE A7 $54 3HA e

EH4p

50mg Z3E Y44 B8
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—2XA[1E0l% 30mg ZTE 50 mg 23T E
, n=35/154% (=725/687) | (n=199/185)
m| L
| 97 32 +SDCFB | -152+7.1 -16.0£6.0
f
| WS n (%) 505 (73.5) 149 (80.5)
_ 5 \ ﬁ 23 n (%) 276 (40.2) 80 (43.2)
S |
& -10 ,
e
B 15 ,
A |
2 | |
| |
30mg(n) 704 687 681 384 203 148 124 105 84 98
somg(n)|_____ 193 185 191 1830 0 0 0 0 0
A2d 8 15 28 70 126 182 238 294 350 364

A3 (D)



HAM-D17 ¥g-*
100.0%- 30-mg ZIE (n=725)
5% 50-mg ZEE (n=199)

50.0%-

0.0%
=H6b
HAM-D17 &3] T
100.0% 30-mg Z3.E (n=725)
] 50-mg ZEE (n=199)
50.0%
0.0%
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50.3% (97/193)
41.9% (295/704)
80.5% (149/185)
73.5% (505/687)

8% (120190)

54.6% (372/681)
58.5% (69/118)
50.3% (193/384)
73.3% (22/30)
70.9% (144/203)

. | 70.9% (105/148)

. |75.8% (94/124)

. |82.9% (87/105)

. |89.3% (75/84)

. | 89.8% (88/98)
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50% (39/78)
]50.4% (58/115)

[37.2% (111/298)

145.3% (184/406)

%%/-42’2 8(/6111/17) 4)

[73% (2141293)

|73.9% (291/394)

gg-g:;o E‘;?Z?%)

[55.9% (162/290)

[53.7% (2101391)

Ermmm e

[57.1% (100/175)

[44.5% (93/209)

)8R e Tez.4% (1417

[72.8% (75/103)

[69% (691100)

|81.6% (62176)

159.7% (43/72)

87.9% (51/58)

165.2% (43/66)

182.5% (47157)

"]83.3% (40/48)

|87.5% (42148)

[91.7% (33/36)

]90.4% (47/52)

189.1% (41/46)
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69% (176/255)

70.7% (249/352)

61.4% (51/83)

65.5% (72/110)

52.3% (23/44)

70% (28/40)

38.9% (7/18)

///// S
Ay
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55.6% (5/9)

62.5% (5/8)
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32.6% (222/681)

34.7% (41/118)
29.9% (115/384)

 |633% (19530)
47.3% (96/203)

. |52% (771148)

y | 56.5% (701124)

y | 58.1% (61/105)

il |59.5% (50/84)
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v li"/; 053(142141)

1)
[36.9% (108/293)
]42.6% (168/394)

W 38.5% (30178)
37.2% (421113)

32.8% (95/290)
32.5% (127/391)

34.7% (17/49)
34.8% (24/69)

|36% (63/175)
124.9% (52/209)

7 , 61.5% (8/13)
N 64.7% (11117)

[46.5% (50/103)
T46% (46/100)

59.2% (45/76)

,,,,,,,,,, Ta42% GaI72)

|67.2% (39/58)

147% (31/66)

157.9% (33/57)

58.3% (28/48)

]60.4% (29/48)

58.3% (21/36)

161.5% (32/52)
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71Ed 8 15 28 70 126 182 238 294 350 364
AR (D)
159zt 2 8:
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