2.7.6

2.7.6.1 D211 5.3.5.1.1
5.3.5.1.1 2.7.6.1.1
2.7.6.1.1 1
24 24
Smg 10mg Smg
10mg
Smg 10mg 1
2
780 1 260 3
945 942 943
1) 15 65
2)
3)
4) IgE UniCAP-RAST
2 2 4
5) 2
6)
7) 3
1 4 12
1 2
1y
2)
3)
A, Th2
2
2.7
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2.7.6.1.1

4)
5)
6)
7)

8)
9)

10)
11)

12)

Smg

5mg L001*

10mg

10mg L002*

Smg

L003*

10mg

L004*

D)

2)

1)

2)

A,
Th2

2.7
-233 -




2.7.6.1.1 3

IgE

AST GOT ALT GPT wy-GTP ALP

A/G  BUN
Na Cl K B-hCG
3
2.7.6.1.2
2
2
1 2
1 1 2 1
2
1 2 2
2.7.6.1.3
1 2 2
1 2 2
2.7.6.1.5
1 2 2
1 2 2
1 2 2
2.7.6.1.4
1 2 2
1
2 2
2.7.6.1.3
6
6
2.7
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2.7.6.1.1 4

( )
10mg Smg
95%
1
3 2 1
10mg
3 2 1 Smg

10mg Smg

95%

2
10mg -0.3457 -0.2294 0.470
10mg Smg
1:1:1 2
10mg 80%
260 780
95%
95%
Fisher
95%
1 t
2.7
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2.7.6.1.2
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1
[ J
o
[ J [ J [ _J
[ J [ J
L J [ J
L J L J
L J
L J
L J
[ _J o
[ _J [ J [ J
IgE e
[ J
L J L J
B-hCG T - o
[ J L J L J
L J
[ J
T 3 S
2.7.6.1.3
++++ +++ ++ -
(a 21 11 20 6 10
( 21 11 20 6 10
1
+++  +
++++ 4 +++ 3 ++ 2 + 1 -
2002 4
2.7.6.1.4
-+ +++ ++ -
+++
+++
++++ 4 +++ 3 ++ 2 + 1 -
2.7




2.7.6.1.5

+++

+++

++

4

3

2.7.6.1.1
2.7.6.1.1.1

Smg

2.7.6.1.1.2

2.7.6.1.2

945

310

++++ 4 +++ 3
10mg
10mg
7
2.7.6.
1
1 943
10mg 310
943
942 314

1.6

FAS Full Analysis Set

2.7

=+ 2 + 1 -

Smg

315

Smg

- 237 -

318

10mg

2.7.6.1.7

Smg

318

10mg



945

2.7

- 238 -

316
Smg 319
10mg 310
|
943 2
315 1
Smg 318 Smg 1
10mg 310 10mg 0
|
942 1
314 1
Smg 318 Smg 0
10mg 310 10mg 0
2.7.6.1.6
2.7.6.1.7
> x<
o =<
> =<
Smg
(@] >
28 3.0% Smg 12
10mg 7 10
2 6 2.7.6.1.8



2.7.6.1.8

Smg 10mg
316 319 310 945
9 (2.8) 12 (3.8) 7(2.3) 28 (3.0)
2(0.6) 6 (1.9) 2(0.6) 10 (1.1)
6(1.9) 1(0.3) 3(1.0) 10 (1.1)
0 2(0.6) 0 2(0.2)
1™ (0.3) 35 (0.9) 21 (0.6) 6 (0.6)

%

EHE

EIEIE

4-5/1F

ALT  y-GTP

30-35/1F

2.7

- 239 -

3+




2.7.6.1.3

942 2.7.6.1.9
2.7.6.1.9
Smg 10mg
314 318 310 p T
112 (35.7) 109 (34.3) 114 (36.8) 0.807
202 (64.3) 209 (65.7) 196 (63.2)
19 3(1.0) 2(0.6) 4(1.3)
20 29 76 (24.2) 69 (21.7) 71 (22.9)
30 39 135 (43.0) 127 (39.9) 131 (42.3)
40 49 67 (21.3) 82 (25.8) 72(23.2) 0.421
50 59 28 (8.9) 30 (9.4) 26 (8.4)
60 64 5(1.6) 8(2.5) 6(1.9)
+ 36.3+9.5 37.2+9.7 364+9.8
50 61 (19.4) 58 (18.2) 71 (22.9)
ke 50 70 190 (60.5) 207 (65.1) 177 (57.1) 0.679
70 63 (20.1) 53(16.7) 62 (20.0)
+ 59.7+11.6 59.0+11.0 59.6+11.9
251 (79.9) 249 (78.3) 242 (78.1) 0.823
63 (20.1) 69 (21.7) 68 (21.9)
87 (27.7) 109 (34.3) 102 (32.9) 0.174
227 (72.3) 209 (65.7) 208 (67.1)
110 (35.0) 121 (38.1) 107 (34.5) 0.607
204 (65.0) 197 (61.9) 203 (65.5)
280 (89.2) 288 (90.6) 284 (91.6) 0582
34(10.8) 30 (9.4) 26 (8.4)
253 (80.6) 251 (78.9) 262 (84.5) 0.183
61 (19.4) 67 (21.1) 48 (15.5)
212 (67.5) 210 (66.0) 218 (70.3) 0.506
102 (32.5) 108 (34.0) 92 (29.7)
5 16 (5.1) 16 (5.0) 17 (5.5)
5 10 93 (29.6) 85 (26.7) 88 (28.4) 0.138
10 205 (65.3) 217 (68.2) 205 (66.1)
=+ 13.6+7.1 14.8 £ 8.7 14.1+7.8
2 139 (44.3) 129 (40.6) 126 (40.6)
IgE 2 0.561
5 175 (55.7) 189 (59.4) 184 (59.4)
56 (17.8) 59 (18.6) 65 (21.0)
248 (79.0) 248 (78.0) 236 (76.1) 0.878
10 (3.2) 11 (3.5) 9(2.9)
N %
ANOVA r
2.7
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2.7.6.1.4

2.7

- 241 -

2.7.6.1.4.1 2
2 2.7.6.1.10 Smg
10mg
2.7.6.1.10 2 )
3] T
=+ LS mean 95%
314 1.53 1.18 -0.34 +£0.45 -0.37 (-0.41, -0.32) -
Smg | 318 1.54 1.09 -0.45 +0.47 -0.47 (-0.51, -0.42) 0.001
10mg| 310 1.52 1.07 -0.44 +0.43 -0.47 (-0.52, -0.43) 0.001
T ANCOVA
2.7.6.1.4.2
2.7.6.1.11
2.7.6.1.12
1 2
S5mg 10mg
2 2
1 10mg
Smg



2.7.6.1.11 1
LSmean 95%
1 2 2

314 | 1.53 |-0.36 (-0.41,-0.32)|-0.37 (-0.43,-0.31)

5mg | 318 1.54 [-0.45" (-0.50, -0.41) |-0.47" (-0.53, -0.41)

10mg | 310 | 1.52 [-0.46" (-0.50,-0.41) [-0.49™ (-0.55, -0.43)
314 | 1.86 [-0.33 (-0.38,-0.28) |-0.32 (-0.39,-0.26) [-0.33 (-0.38, -0.28)
5mg | 318 1.87 |-0.44" (-0.49,-0.39) |-0.40 (-0.47, -0.34) |-0.43" (-0.48, -0.38)
1omg | 310 | 1.83 |-0.44" (-0.49,-0.39) |-0.43" (-0.50,-0.37)|-0.44"" (-0.49, -0.39)
314 | 157 [-0.32 (-0.38,-0.26) |-0.30 (-0.38,-0.22) [-0.31 (-0.38, -0.25)
5mg | 318 1.51 |-0.42" (-0.48,-0.35)|-0.42" (-0.49,-0.34)[-0.42" (-0.48, -0.36)
10mg | 310 | 1.53 [-0.43" (-0.49,-0.36)|-0.44" (-0.52,-0.36)|-0.44"" (-0.50, -0.37)
314 | 214 [-0.33 (-0.39,-0.26) |-0.34 (-0.42,-0.26) [-0.33 (-0.39, -0.27)
5mg | 318 | 2.15 |-0.487 (-0.54,-0.42) |-0.41 (-0.49,-0.34) [-0.46"" (-0.52, -0.39)
10mg | 310 | 213 [-0.44" (-0.50,-0.37)|-0.44 (-0.52,-0.36) |-0.44" (-0.50, -0.38)
314 | 1.88 [-0.36 (-0.42,-0.30)|-0.32 (-0.39,-0.25) [-0.34 (-0.40, -0.29)
5Smg | 318 | 196 [-0.43 (-0.48,-0.37)|-0.38 (-0.45,-0.32)|-0.41 (-0.47,-0.36)
10mg | 310 | 1.84 [-0.45" (-0.51,-0.39)|-0.42 (-0.49,-0.35)|-0.44" (-0.49, -0.38)
314 | 1.19 [-0.39 (-0.44,-0.34) [-0.42 (-0.48,-0.36)|-0.40 (-0.45,-0.36)
5mg | 318 120 |-0.47" (-0.52,-0.42)|-0.53" (-0.59, -0.47) |-0.50"" (-0.55, -0.45)
1omg | 310 | 1.20 [-0.48" (-0.53,-0.43)|-0.54"" (-0.60, -0.48) |-0.51"" (-0.56, -0.46)
314 | 176 |-0.47 (-0.54,-0.40) |-0.51 (-0.60, -0.43)|-0.49 (-0.56, -0.42)
5mg | 318 1.75 |-0.60" (-0.67,-0.53)|-0.66"" (-0.75, -0.58) |-0.63"" (-0.70, -0.56)
10mg | 310 | 1.80 [-0.58" (-0.65,-0.51)|-0.66" (-0.75,-0.58)|-0.62"" (-0.69, -0.55)
314 | 1.06 |-0.42 (-0.48,-0.36) |-0.44 (-0.51,-0.38)|-0.43 (-0.48, -0.37)
5mg | 318 | 1.09 [-0.47 (-0.53,-0.42)|-0.54" (-0.61,-0.47)|-0.51" (-0.56,-0.46)
10mg | 310 | 1.10 [-0.50" (-0.56,-0.44)|-0.58"" (-0.65,-0.51) |-0.54"" (-0.59, -0.48)
314 | 075 [-029 (-0.34,-0.24) [-0.31 (-0.36,-0.25)|-0.30 (-0.34, -0.25)
5mg | 318 | 0.76 [-0.34 (-0.39,-0.29) |-0.40" (-0.46,-0.34)[-0.37" (-0.42,-0.33)
10mg | 310 | 0.71 [-0.36" (-0.41,-0.31)[-0.38" (-0.44,-0.33)[-0.38" (-0.42, -0.33)
314 | 1.66 [-0.39 (-0.45,-0.33)[-0.41 (-0.48,-0.33)[-0.40 (-0.46, -0.34)
5mg | 318 1.63  |-0.50" (-0.56, -0.44) |-0.54" (-0.61,-0.46)|-0.52"" (-0.58, -0.46)
1omg | 310 | 1.67 |-0.50" (-0.56, -0.44) |-0.55"" (-0.63, -0.47) |-0.53"" (-0.59, -0.46)
"P<0.05 P<0.01 "P<0.001 ANCOVA

: N.S.

2.7
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2.7.6.1.11 2
LS mean 95%
1 2 | 2
314 | 1.73 | -0.31(-0.37,-0.25) | -0.31(-0.38,-0.24) | -0.31(-0.37,-0.25)
5Smg | 318 | 1.70 | -0.41(-0.47,-0.35) | -0.36 (-0.43,-0.29) | -0.39 (-0.45,-0.33)
10mg | 310 1.63 -0.37 (-0.43,-0.31) | -0.39 (-0.46, -0.32) -0.38 (-0.44, -0.32)
314 | 133 |-0.23(-0.30,-0.17) | -0.22 (-0.30,-0.15) | -0.23(-0.29, -0.17)
5mg | 318 | 129 |[-0.34(-0.40,-0.28) | -0.27 (-0.35,-0.20) | -0.31 (-0.37, -0.25)
10mg | 310 1.27 | -0.30(-0.37,-0.24) | -0.29 (-0.37,-0.22) | -0.30 (-0.36, -0.24)
314 2.13 -0.39 (-0.46, -0.32) | -0.40 (-0.48, -0.31) -0.39 (-0.46, -0.32)
Smg 318 2.11 | -0.49 (-0.56,-0.42) | -0.45(-0.53,-0.36) | -0.47 (-0.54, -0.40)
10mg | 310 | 1.99 | -0.45(-0.52,-0.38) | -0.49 (-0.58,-0.40) | -0.47 (-0.54, -0.40)
314 1.43 | -0.27(-0.33,-0.21) | -0.25(-0.32,-0.18) | -0.26 (-0.32,-0.21)
5mg | 318 | 137 |-0.38(-0.44,-0.33) | -0.35(-0.42,-0.28) | -0.37 (-0.43,-0.31)
10mg | 310 | 136 | -0.30(-0.36,-0.24) | -0.32(-0.39,-0.25) | -0.31(-0.37,-0.25)
"P<0.05 "P<0.01 " P<0.001 ANCOVA
: N.S.
2.7.6.1.11 3
| 95%
314 85 27.1 (22.2,32.3)
Smg 318 103 324 (27.3,37.8)
10mg 310 108 34.8" (29.5,40.4)
314 &9 28.3 (23.4,33.7)
5mg 318 99 31.1 (26.1,36.5)
10mg 310 101 32.6 (274,38.1)
*P<0.05 N.S.

2.7
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2.7.6.1.12

P < 0.05
| Smg 10mg
1 2 2
1 2 1 2
1 ) 1 2
1 2 2 1 2
1 2 1 2
— 1 2
1 2 2 1 2
1 2 2 1 2
) ) 1 2
) ) 1 2
1 2 2 1 2
T —_
_ T
2.7.6.1.4.3
1 3
2.7.6.1.13 10mg
1 2
Smg 2
2.7
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& : : : e ™. : : : - ) ' : )
A a0 ‘ : :
2.7.6.1.13
1 3 ( LS mean 95
)
e A 5mg - 10 mg
* P<0.05 **P<0.01
ANCOVA * N.S.
2.7.6.1.4.4
1.52 1.54
1.19 1.20 1.5
1.0 2.7.6.1.14
10mg
2 2
Smg 2
10mg Smg
Smg 10mg
Smg 10mg
2
Smg 10mg 2.7.6.1.15
10mg Smg
2.7
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2.7.6.1.14 2
1.5 1.5
1.0 1.0
N | D} | 2) |p 3) N | 1)| 2) |p 3)
2
128 11.92 £ 0.411 -0.59 (-0.68, -0.50) - 175 [1.25+0.19] -0.18 (-0.23, -0.13) -
Smg 129 11.94 +£0.391 -0.70 (-0.79, -0.61) [ 0.055 | 181 [1.24 +0.19| -0.30 (-0.35, -0.25) | 0.001
10mg | 115 ]1.95+0.39 | -0.75 (-0.84, -0.65) | 0.010 | 187 |1.26 £ 0.18| -0.29 (-0.34, -0.24) | 0.002
2
128 [2.20 + 0.44 | -0.54 (-0.64, -0.44) - 175 11.63 +£0.34( -0.17 (-0.23, -0.11) -
Smg 129 [2.21 £0.47 | -0.62 (-0.72,-0.53) | 0.193 | 181 [1.62 +0.33| -0.30 (-0.36, -0.24) | 0.002
10mg | 115 [2.17+£0.44| -0.67 (-0.77,-0.57) | 0.053 | 187 |1.63 £ 0.32| -0.29 (-0.35, -0.23) | 0.003
2
128 11.63 £ 0.55] -0.64 (-0.75, -0.54) - 175 [0.87 +£0.23| -0.20 (-0.25, -0.14) -
Smg 129 | 1.67£0.51 | -0.78 (-0.88, -0.68) [ 0.029 | 181 [0.86 +0.20| -0.31 (-0.36, -0.25) | 0.003
10mg | 115 | 1.73+£0.52 | -0.83 (-0.93, -0.72) | 0.006 | 187 |0.89 £0.21| -0.29 (-0.35,-0.24) | 0.010
N
1) +
2 LS mean 95%
ANCOVA LS mean
3)
2.7.6.1.15 2
[ N ] D | R IR
1.7 1.0
87 2.08 £0.39 -0.66 (-0.79, -0.54) -
Smg 91 2.09+0.38 -0.80 (-0.92, -0.68) 0.085
10mg 83 2.10+0.36 -0.85 (-0.98, -0.73) 0.021
1.8 1.0
62 2.22+0.39 -0.67 (-0.83, -0.50) -
Smg 67 2.22+0.37 -0.86 (-1.01, -0.70) 0.057
10mg 66 2.19+0.35 -0.91 (-1.07, -0.76) 0.016
1.5 1.5
73 2.10+0.44 -0.59 (-0.73, -0.45) -
Smg 74 2.11+042 -0.75 (-0.89, -0.61) 0.067
10mg 78 2.09 +£0.39 -0.83 (-0.96, -0.70) 0.007
1.5 1.7
42 2.29+0.46 -0.59 (-0.78, -0.40) -
Smg 51 225+0.42 -0.85 (-1.04, -0.66) 0.030
10mg 49 227+0.37 -0.95 (-1.14, -0.76) 0.004
N
1) 4+
2 LS mean 95%
ANCOVA LS mean

3)

2.7
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2.7.6.1.5

2.7.6.1.5.1
2.7.6.1.16
26.3% 83/315 Smg 29.9% 95/318 10mg 26.5%
82/310 Smg 10mg
P=0.332 P=1.000 4.1% 13/315
Smg 4.7% 15/318 4.2% 13/310
Smg 10mg
P=0.847 P=1.000
2.7.6.1.16
Smg 10mg
943 315 318 310
260 (27.6) 83 (26.3) 95(29.9) 82 (26.5)
41 (4.3) 13 (4.1) 15 (4.7) 13(4.2)
0 0 0 0
0 0 0 0
2(0.2) 0 2(0.6) 0
1(0.1) 0 1(0.3) 0
%
2.7.6.1.17
10 3%
5.1% 16/315 Smg 3.8% 12/318
10mg 3.5% 11/310 5.1%
16 /315 Smg 9.1% 29/318 10mg 5.5% 17/310
3 1%
0.6% 2/315 Smg 0.3% 1/318
10mg 1.0% 3/310 1.0% 3/315
0.3% 1/318 0.6% 2/310 0.6% 2/315
0.3% 1/318 1.3% 4/310 1.3% 4/315
10mg 1.0% 3/310 Smg
Smg 2

2.7
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lomg 3 1.0%
4 13% 2
QOL

Smg 10mg 2

2.7
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2.7.6.1.17

)
Smg 10mg
315 318 310
1(0.3) 2 (0.6)
1(0.3) 1(0.3)
1(0.3)
2 (0.6) 1(0.3) 1(0.3) 4(1.3)
1(0.3) 1(0.3)
1(0.3) 1(0.3)
1(0.3)
1(0.3)
1(0.3)
1(0.3)
23(7.3) 6 (1.9) 26 (8.2) 6 (1.9) 14 (4.5) 4 (1.3)
1(0.3) 1(0.3)
2 (0.6) 3(0.9)
1(0.3)
6(1.9) 1(0.3) 6 (1.9) 2 (0.6) 1(0.3)
1(0.3)
5(1.6) 3(1.0) 2(0.6) 1(0.3) 2(0.6) 2 (0.6)
4(1.3) 3(0.9) 3 (1.0)
3(0.9) 1(0.3)
1(0.3)
1(0.3)
1(0.3)
1(0.3) 1(0.3) 1(0.3)
1(0.3)
2 (0.6) 1(0.3) 3(0.9) 1(0.3) 3 (1.0) 1(0.3)
2 (0.6) 1(0.3)
1(0.3)
1(0.3) 1(0.3) 2 (0.6) 1(0.3)
2 (0.6) 1(0.3) 1(0.3)
5(1.6) 3(1.0) 9(2.8) 2 (0.6) 7(2.3) 5(1.6)
1(0.3)
1(0.3)
1(0.3) 1(0.3) 2 (0.6) 1(0.3) 2 (0.6) 1(0.3)
1(0.3) 1(0.3)
3(1.0) 2 (0.6) 5(1.6) 1(0.3) 4(1.3) 4 (1.3)
1(0.3) 1(0.3)
1(0.3) 1(0.3)
MedDRA ver.7.1
1
%
2.7
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2.7.6.1.17

2)
Smg 10mg
315 318 310
26 (8.3) 20 (6.3) 26 (8.4)
1(0.3) 1(0.3)
1(0.3)
1(0.3)
2 (0.6) 1(0.3)
1(0.3) 1(0.3)
1(0.3)
2 (0.6)
1(0.3) 1(0.3)
1(0.3)
16 (5.1) 12 (3.8) 11 (3.5)
1(0.3)
2 (0.6) 2 (0.6) 9(2.9)
1(0.3)
1(0.3)
1(0.3)
1(0.3) 1(0.3) 2 (0.6)
1(0.3)
1(0.3) 1(0.3) 2 (0.6)
1(0.3) 1(0.3)
1(0.3)
1(0.3)
4(1.3) 6(1.9) 4(1.3) 1(0.3)
1(0.3) 1(0.3)
1(0.3) 2 (0.6) 1(0.3)
1(0.3) 1(0.3) 1(0.3)
1(0.3)
1(0.3)
1(0.3)
1(0.3)
1(0.3) 1(0.3)
22 (7.0) 6(1.9) 34 (10.7) 1(0.3) 26 (8.4) 6(1.9)
1(0.3) 3(0.9) 3(1.0) 1(0.3)
1(0.3) 1(0.3)
16 (5.1) 2 (0.6) 29 (9.1) 1(0.3) 17 (5.5) 3(1.0)
1(0.3)
1(0.3)
5(1.6) 4(1.3) 1(0.3) 6(1.9) 3 (1.0)
1(0.3)
1(0.3)
MedDRA ver.7.1
1
%
2.7

- 250 -




2.7.6.1.17

3)
Smg 10mg
315 318 310
6 (1.9) 4(1.3) 6 (1.9)
3(1.0) 3(0.9) 5(1.6)
1(0.3)
1(0.3)
1(0.3)
1(0.3) 1(0.3)
7(2.2) 9(2.8) 2 (0.6) 11 (3.5)
1(0.3)
3(1.0) 2 (0.6) 4(1.3)
1(0.3)
1(0.3) 1(0.3)
2 (0.6) 1(0.3)
3(1.0) 1(0.3) 5(1.6)
1(0.3)
2 (0.6) 2(0.6)
7(2.2) 5(1.6) 1(0.3) 5(1.6) 1(0.3)
1(0.3)
1(0.3)
1(0.3)
2 (0.6) 2 (0.6) 1(0.3)
1(0.3)
2 (0.6) 1(0.3) 1(0.3) 1(0.3)
1(0.3) 1(0.3) 1(0.3)
1(0.3)
1(0.3) 1(0.3)
1(0.3)
1(0.3)
1(0.3) 1(0.3)
1(0.3)
1(0.3)
MedDRA ver.7.1
1
%
2.7.6.1.5.2
2.7.6.1.18
6.0% 19/315 Smg 23/318 10mg 9.0%
28/310 Smg 10mg
P=0.633 P=0.174 32% 10/315
Smg 1.9% 6/318 10mg 5.8% 18/310

2.7




Smg
P=0.324 P=0.125

10mg

2.7.6.1.18
Smg 10mg
943 315 318 310
70 (7.4) 19 (6.0) 23(7.2) 28 (9.0)
34 (3.6) 10 (3.2) 6(1.9) 18 (5.8)
0 0 0 0
0 0 0 0
0 0 0 0
0 0 0 0
%
2.7.6.1.19
10 3%
1.3% 4/315 Smg 3.1% 10/318
10mg 1.6% 5/310
3 1%
10mg 1.0% 3/315 3/310
Smg
10mg 1.0% 3/310 Smg
1.0% 3/315 Smg 0.6%
2/318 10mg 1.3% 4/310
10mg 1.3% 4/310 Smg

2.7
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2.7.6.1.19

Smg 10mg
315 318 310
ALT 3/315(1.0) | 1/315(0.3) | 1/318(0.3)| 1/318(0.3)| 1/310(0.3) | 1/310 (0.3)
AST 1/315 (0.3) 1/310 (0.3) | 1/310 (0.3)
3/315(1.0) | 3/315 (1.0) 5/310 (1.6) | 3/310 (1.0)
3/318 (0.9) 1/310 (0.3)
1/315(0.3) | 1/315 (0.3)
4/315 (1.3) 10/318 (3.1) 5/310 (1.6) | 3/310 (1.0)
1/310 (0.3)
vy-GTP 2/315(0.6) | 1/315(0.3) | 1/318 (0.3)
1/309 (0.3)
1/309 (0.3)
1/314 (0.3) | 1/314 (0.3)
3/314 (1.0) | 2/314 (0.6) | 4/318 (1.3)| 2/318(0.6)| 4/310 (1.3) | 2/310 (0.6)
1/1 (100) 1/1 (100)
1/310 (0.3) | 1/310 (0.3)
4/315(1.3) | 3/315(1.0) | 6/318 (1.9)| 2/318 (0.6)| 6/310 (1.9) | 4/310 (1.3)
1/315 (0.3) 1/318 (0.3) 5/310 (1.6) | 4/310 (1.3)
1/1 (100) 1/1 (100)
MedDRA ver.7.1
%
2.7.6.1.5.3
2.7.6.1.5.4
2.7.6.1.6
1) 2
10mg Smg
2) 1
Smg 10mg
3) 2 1 2
1 10mg
Smg
2.7
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4)

3)

6)

7)

10mg

10mg

Smg

Smg

7
2.
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Smg

10mg

10mg

Smg

10mg





