
 

18

  

2  
 

400mg/kg

 

Br J Dermatol 149: 926-937, 2003

400mg/kg

 

 

 

 

/

 

 

/ 50 17

200mg/kg 14 400mg/kg 19

574 1,157 849 200mg/kg 569

1,150 862 400mg/kg 552 1,101 830  

17

18  

 

 

 
 



 

19

17  
) /  

1 a)

 
a)  

2 1
 

) /  
 

) /  

 
 

18  

 
 

17  
200mg/kg  
14  

400mg/kg
19  

 a)  16.7% 3/18 37.5% 6/16  26.3% 5/19

a) 
 

, 
36  

3 , 1,095
545  

9 , 1,051  
536  

21 , 1,050
 /  0.9  0.5  0.9  

30mg/  
 

 58.8% 10  50.0% 7  31.6% 6  

40mg/  
 

 
 

41.2% 7  21.4% 3  26.3% 5  

 
 

, 
12.2g 

6.2g, 33.1g  
11.8g 

2.1g, 17.5g  
9.5g 

3.0g, 23.5g  

1  
 

, 
13.9mg 

6.5mg, 36.8mg
14.0mg 

3.4mg, 30.3mg  
11.2mg 

3.9mg, 22.2mg
  100.0% 17 100.0% 14  100.0% 19

  29.4% 5  21.4% 3  26.3% 5  

 
+  

 29.4% 5  57.1% 8  52.6% 10

 
+  

 11.8% 2  0.0% 0  5.3% 1   

 
+  

+  
 29.4% 5  21.4% 3  15.8% 3  

a) / 3 1
200mg/kg 2  
 

30mg/ 40mg/

 

33

5 200mg 11 400mg 17

19  
 

19  

  
5  

200mg/kg
11  

400mg/kg  
17  

 25.0±7.1mg 23.6±12.1mg 25.9±10.6mg 
8.6±3.6mg 8.5±5.7mg 8.6±7.0mg 

 64.5±17.4% 58.8±29.8% 64.1±27.6% 
 575.8±327.5 707.7±297.5  479.4±262.7  

 

20  



 

20

 
20  

 
 

17  
200mg/kg  
14  

400mg/kg  
19  

 ,  64.7% 11 , 22  42.9% 6 , 18  63.2% 12 , 16  

2  a) 
- 3

2  
2

2
2  

2  
2  

2
  19  10  13  

  5  7  2  
  0  1  0  

 

  0  0  1  
a)  
 

 

18

 

 

 

/ 40

21

21

23  

 
 

21  
 

40  
 

21   
 

13  
200mg/kg
14  

400mg/kg
13  7  

200mg/kg  
6  

400mg/kg
8  

 1.1±0.8 1.3±0.9 1.0±0.8 1.7±0.8 1.5±0.5 2.3±0.5 
a) 1.1±0.8 0.8±1.1 0.5±0.5 1.4±0.8 0.5±0.5 1.0±1.1  

 0.0±0.6 -0.5±0.9 -0.5±0.8 -0.3±1.1 -1.0±0.9 -1.3±0.7 
 0.9±0.9 1.1±1.2 0.9±0.8 1.0±0.6 0.7±0.5 1.1±1.4 

a) 1.1±1.0 0.8±1.1 0.3±0.5 1.1±0.7 0.2±0.4 0.6±0.7 /  
 0.2±1.1 -0.4±1.0 -0.6±0.8 0.1±0.7 -0.5±0.5 -0.5±1.3 

 1.5±1.1 1.6±0.6 1.5±1.0 0.0±0.0 0.0±0.0 0.0±0.0 
a) 1.4±1.3 1.1±0.8 0.9±0.9 0.1±0.4 0.0±0.0 0.0±0.0  

 -0.2±0.7 -0.5±0.7 -0.5±0.5 0.1±0.4 0.0±0.0 0.0±0.0 
 4.0±1.3 4.3±2.0 3.8±1.1 2.7±0.8 2.2±0.8 3.4±1.5 

a) 3.9±2.4 2.9±2.8 2.0±1.3 2.7±1.1 0.7±0.8 1.6±1.7  

 -0.1±1.9 -1.4±2.2 -1.8±1.4 0.0±1.5 -1.5±1.2 -1.8±1.8 

±
a)  

 
22  

 
40  

 
21  

200mg/kg   -1.4 -3.00, 0.30  -1.5 -3.21, 0.21  
400mg/kg   -1.8 -3.14, -0.40  -1.8 -3.60, 0.10  

95%  



 

21

 
23  

 
40  

 
21  

 
 

13  

200mg/kg
 

14  

400mg/kg
 

13  
7  

200mg/kg
 

6  

400mg/kg
 

8  

 28.46±10.88 25.36±12.78 31.23±12.54 25.71±7.32 20.00±0.00 21.25±3.54 
a) 29.85±11.16 21.46±8.90 23.38±13.05 23.21±3.74 20.83±4.92 17.00±5.56  

 1.38±7.79 -3.89±10.09 -7.85±15.93 -2.50±7.77 0.83±4.92 -4.25±5.66 

±  
a)  

 

 

 

 

 

400mg/

/

/

 

 

 

(3)  

-

-

2g/kg

 

-

24 2 25  

 

 

 



 

22

24

   
a) 

 

 1.4% 
8 /565  

 
  

15.5% 
34 /219  

b) 7.5% 
180 /2,395  

c) 14.4% 
660 /4,590  

 11.4% 
882 /7,769  

a)  
b) 1 2g kg  
c) 1999 6 16 2008 1 9  

 
25 2  

 
 

4,590 a) 

 

2  563  

 
 

219  

 
2,395  

 
7,769 

          
 0.65% 30 0.00% 0 0.36% 2 0.00% 0 1.25% 30 0.80% 62

 0.07% 3 0.00% 0 0.10  1 0.00% 0 0.46% 11 0.19% 15
 0.13% 6 0.00% 0 0.10  1 0.00% 0 0.25% 6 0.17% 13

 0.11% 5 0.00% 0 0.00% 0 0.00% 0 0.08% 2 0.09% 7
 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.21% 5 0.06% 5

 0.04% 2 0.00% 0 0.00% 0 0.00% 0 0.08% 2 0.05% 4
 0.04% 2 0.00% 0 0.00% 0 0.00% 0 0.08% 2 0.05% 4
 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.13% 3 0.04% 3

 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.13% 3 0.04% 3
 0.00% 0 0.00% 0 0.10  1 0.00% 0 0.08% 2 0.04% 3

 0.02% 1 0.00% 0 0.00% 0 0.00% 0 0.08% 2 0.04% 3
ALT  0.04% 2 0.00% 0 0.00% 0 0.00% 0 0.04% 1 0.04% 3
AST  0.04% 2 0.00% 0 0.00% 0 0.00% 0 0.04% 1 0.04% 3

 0.07% 3 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.04% 3
 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.08% 2 0.03% 2

 0.02% 1 0.00% 0 0.00% 0 0.00% 0 0.04% 1 0.03% 2
 0.04% 2 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.03% 2

 0.04% 2 0.00% 0 0.00% 0 0.00% 0 0.00% 0 0.03% 2
a) 1999 6 16 2008 1 9  

 

1999 6 16 2008 1 9 10

26  
 

26 10

  

 1,119  17 

 173  16 

ALT  130  15 
AST  111  14 

 84  14 
83 13 
77  13 

 63  12 
 22  11 

 20  11 

 17  

 



 

23

/

 

/
  

 

(1) 

 

 

(4)  

 

/ 200mg/ 400mg/ 5

 

IVIG

2g/kg 3 5

J Acad Dermatol 47: 358-363, 2002; J Am Acad Dermatol 45: 679-690, 2001; J Am Acad 

Dermatol 43: 1049-1057, 2000; Br J Dermatol 140: 865-874, 1999; Br J Dermatol 135: 128-129, 

1996; Br J Dermatol 135: 862-863, 1996; Br J Dermatol 133: 289-293, 1995; Br J Dermatol 133: 

1014-1016, 1995

200 400mg/kg/ 5

CIDP chronic inflammatory demyelinating 

polyradiculoneuritis 400mg/kg/ 5

/

400mg/kg/ 5 200mg/kg/

5  

CIDP

1 400mg/kg/ 5 3 24

                                                        
   / C

3 12

72  



 

24

IVIG

Neurology 42: 257-258,1992

CIDP

400mg/kg/ 5 /

400mg/kg/ 5  

 

/ ) ) 

1 G 400mg 8mL /kg 5

 

) 80

400mg/kg

200mg/kg  

) 61 85

400mg/kg 9.5% 2/21 55.0%

11/20  

) / 400mg/kg

85

 

) 400mg/kg 1 27.4mg/

15 25.8mg/ 43 22.5mg/

85 18.4mg/  

) 95.0% 19/20 200mg/kg 95.0% 19/20

400mg/kg 71.4% 15/21

25.0% 5/20 200mg/kg 35.0% 7/20 400mg/kg 28.6%

6/21  

 

1

 

 

CIDP 1999 6 16 2008 1 9

670 1 3,588   

1 300mg/kg 6.6% 19/286 301mg/kg 400mg/kg 12.3%

282/2,298 401mg/kg 11.8% 118/1,004 1

 

 

/

/ 200mg/kg 400mg/kg
                                                        

   1 1  



 

25

5

(2) (3) 

200mg/kg 400mg/kg

400mg/kg  

 

 

 

IVIG Consensus Statement Arch Dermatol 139: 1051-1059, 2003

IVIG 2g/kg 3 5 3 4

6 8 10 12 14 16

IVIG Consensus 

Statement J Cutan Med Surg 10: 205-221, 2006 IVIG 1 2g/kg 3 5

4

6 8 10 12 14 16  

/ 400mg/kg 5

830 26.3% 5/19

/

 

 

 

 

 

 

 

 

CIDP



 

26

CIDP

 

1999 6 16 2008 1 9 1,665

400mg/kg 5 995 59.8% 670

40.2% 59 §§  

24.1% 240/995

21.9% 147/670 2 9.5%

277/2,925 2

1.9% 19/995

1.8% 12/670  

2

1

ALT AST

 

 

1

 

 

/ 61 400mg/kg

19 1

29 1 3  

CIDP 5

1

 

 

 

1

                                                        
§§ 5 1 1 4  

5 18 1 3 1 2 129  



 

27

 

CIDP

CIDP

/

 

 

(5)  

 

3 19mg 4 14mg

  

 5  6 3 : 183-190, 1994

/

/ 3 7

5 7

 19: 161-164, 2000

5 7

Br J Dermatol 149: 926-937, 

2003 20mg/ /

3

3 7  

/ 40

21 400mg/kg

(2)   

97%

 17 : 45-56, 2006

20mg/

 

 

/



 

28

 

/ 20mg/

 

 

 

(6)  

 

 

/ 61

13 2 200mg/kg 6 400mg/kg 5

48 18 200mg/kg 14

400mg/kg 16

-1, 0, 1 log-rank

400mg/kg  

100.0%

2/2 200mg/kg 83.3% 5/6 400mg/kg 60.0% 3/5

94.4% 17/18 200mg/kg 100.0% 14/14

400mg/kg 75.0% 12/16

50.0% 1/2 200mg/kg 33.3% 2/6 400mg/kg 0.0%

0/5 22.2% 4/18 200mg/kg 35.7%

5/14 400mg/kg 37.5% 6/16

 

 

/

 

 

 



 

29

(7)  

 

27 3,000 4,000

100 http://www.nanbyou.or.jp/what/nan_kouhu1_win. 

htm#p01 20 6

/ 10%

400  
 

27  
  

 400  
  

 1 G 400mg 8mL /kg 5  
 

100  

 3 3  
3  

 

  
 

 
 1  
  
  
  

) /
4  

)  

 
  
  
  

 

 

 

 

.  

1.  

 

 

2. GCP  

 NPB-01-01/DC-01 5.3.5.1

GCP



 

30

 

 

.  

 

  

  

  

  

  


