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1  
  5mg/10mg NPI

481 ( 11 4 8 )
20 3

20 7  
 
2  

 (1) (COX)-2 (in vitro)  
(2)  

 
(3) 1 1  
(4) ( )  

(Stevens-Johnson  
) (Lyell )  

( )  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 2  

 

1  
(1)  

 5mg NPI  
10mg NPI  

(2)  
Meloxicam 

(3)  
+ +  

 
2  

(1) ( ) 
 (JAN) 

(2) ( ) 
Meloxicam (JAN) 

(3)  
icam 

 
3  

 
 

 
 
 
 
 
 
4  

C14H13N3O4S2 
351.40 

 
5 ( ) 

4-Hydroxy-2-methyl-N-(5-methyl-2-thiazolyl)-2H-1,2-benzothiazine-3-carboxamide-1,1-dioxide
(IUPAC) 
 

6  
 

 
7 CAS  

71125-38-7 
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1  
(1)  

  
(2)  

  
  

 (95) 
  

(3)  
 

(4) ( )  
241 ( ) 

(5)  

   

(6)  
  

(7)  
   

 
2  
    
 
3  

(1)  
(2)  
 

4  
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1  
(1)  

5mg NPI    
10mg NPI   

 
 
 
 
 
 
 
 

 
(2)  

 
 

(3)  
5mg NPI NPI 107 
10mg NPI NPI 108 

 (4)pH pH  
 

2  
(1) ( )  

5mg NPI 5mg  
10mg NPI 10mg  

 (2)  

 
(3)  

 
 

3  
 

 
 
 
 
 
 

    

5mg NPI  

   

:6.0mm :2.4mm :90mg 

10mg NPI  
  

 

:8.0mm :2.8mm :180mg 
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4 1) 

(1)  

5mg NPI  
   1  3  6  
      

 

 

 
 

 
360 364nm     

     
60  

75%  
( 2 ) 

    

     95.0 105.0% 
98.2 

(97.2
100.3) 

97.9 
(96.6 99.0) 

97.9 
(95.8 99.8) 

98.1 
(96.6
100.5) 

  
w/w  

0.05 
(0.04 0.08) 

0.09 
(0.06 0.11) 

0.06 
(0.05 0.07) 

0.09 
(0.08 0.09) 

10mg NPI  
   1  3  6  

      

 

 

 
 

 
360 364nm     

     
30

75%  
( 2 ) 

    

     95.0 105.0% 
99.9 

(98.7
101.3) 

99.1 
(97.9
102.7) 

98.6 
(98.3 99.0) 

99.1 
(97.8
100.0) 

  
w/w  

0.05 
(0.04 0.06) 

0.04 
(0.04 0.05) 

0.06 
(0.05 0.10) 

0.07 
(0.06 0.07) 

(PTP) (40 75 6 ) 5mg NPI
10mg NPI 3  
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(2)  
5mg NPI  

   1  2  3  

    
( ) 

 
( ) 

 
( ) 

(%)   2.67 2.55 2.70 
(kg) 2kg ( ) 4.1 1.7 1.8 1.8 

(mm)  2.45 2.65 2.71 2.73 

(%) 30 75  93.0 
91.4 94.6  

96.3 
(94.7 98.5) 

93.9 
91.7 97.2  

90.1 
(87.5 92.7) 

(%) 
(  ) 0.03 0.04 0.07 0.04 
(  ) 0.09 0.10 0.16 0.12 

(%) 95.0 105.0  99.3 97.9 98.3 97.8 

10mg NPI  
   1  2  3  

    
( ) 

 
( ) 

 
( ) 

(%)   2.84 2.74 2.74 
(kg) 3kg ( ) 6.0 3.0 3.0 3.1 

(mm)  2.80 3.04 3.03 3.07 

(%) 30 75  85.1 
(84.7 85.2) 

85.0 
(83.4 85.9) 

84.1 
(83.7 84.7) 

79.2 
(77.9 79.8) 

(%) 
(  ) 0.01 0.03 0.06 0.05 
(  ) 0.04 0.08 0.15 0.14 

(%) 95.0 105.0  99.1 98.3 98.8 98.8 
(25 75% 3 ) 5mg NPI

10mg NPI

 

 
 
(3)  

5mg NPI  
   60 Lux hr 
    

(%)   0.67 
(kg) 2kg ( ) 4.1 3.2 

(mm)  2.45 2.50 

(%) 30 75  93.0 
91.4 94.6  

92.8 
(88.9 96.7) 

(%) 
(  ) 0.03 0.11 
(  ) 0.09 0.42 

(%) 95.0 105.0  99.3 97.8 

 



 7  

10mg NPI  
   60 Lux hr 
    

(%)   0.75 
(kg) 3kg ( ) 6.0 5.2 

(mm)  2.80 2.85 

(%) 30 75  85.1 
87.4 85.2  

82.4 
(78.2 85.7) 

(%) 
(  ) 0.01 0.09 
(  ) 0.04 0.30 

(%) 95.0 105.0  99.1 97.8 
( 60 Lux hr) 5mg NPI

10mg NPI  
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2  
30 75  
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2  
10mg 1 1  

1 15mg  

1 15mg ( )  

 
3  

(1) (2009 4 ) 

(2)  

(3)  

(4)  
 

(5)  
1)  

2)  
 

3)  
   
4)  

 
(6)  

1) ( ) ( ) 
 

2)  
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1
 
 

 

2
(1)  

  
(2)  

   

(3)  



 11  

1
(1)  

 
(2) 2) 

 5mg NPI (n=10) Tmax 3.2±0.9  
 

 10mg NPI (n=10) Tmax 3.4±0.8  
 

(3)  

2) 

     5mg NPI 10mg NPI
 1 ( 5mg 10mg)

(AUC Cmax)  90
log(0.8) log(1.25)  

1) 5mg NPI  

 
  

AUCt 

(ng hr/mL) 
Cmax 

(ng/mL) 
Tmax 
(hr) 

t1/2 
(hr) 

5mg
NPI  

16441.11 
4028.09 

627.78 
80.89 

3.2 
0.9 

20.6 
5.1 

 
( 5mg) 

15217.10 
3708.91 

596.60 
130.72 

3.5 
1.1 

19.6 
4.5 

                                                       (n 10 mean S.D.) 
 
 
 
 
 
 
 
 
 
 
 

2) 10mg NPI

 
  

AUCt 

(ng hr/mL) 
Cmax 

(ng/mL) 
Tmax 
(hr) 

t1/2 
(hr) 

10mg
NPI  

31043.70 
6275.55 

1200.78 
198.41 

3.4 
0.8 

23.1 
4.7 

 
( 10mg) 

32613.69 
4874.50 

1223.86 
251.79 

3.7 
0.9 

22.2 
4.7 

(n 10 mean S.D.) 
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4
(1)  

 
(2)  

 
(3)  
    
(4)  

 
(5)  

5.  
(1)  

 
(2) (CYP450 )  

(3)  

(4)  

(5)  

6  
(1)  

(2)  

(3)  

 
7
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2

(1)  

( -5 (2) )  
(2)  

 
(3)  

 
(4)  

 
(5)  

 
(6)  

 
(7) ( )  

 
(8) ( )  

 
(9) ( -10 ) 

3
 

4

1 15mg ( )  
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(2)  
  (  

 
 

) 
(3) ( ) ( -7 ) 
(4)  
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(6)  

 
(7)  

 
(8)  
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6

(1) in vitro (COX)-1
-2

-2
(

)  
(2)

 
(3) (

)
 

(4)
( )

( )
( -8 ) 

(5)  
(6)  

( -7
) 
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 (1)  

   
(2)  

ACE
 

  

 
 

 

 
(

(
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AST(GOT) ALT(GPT) LDH Al-P
 

BUN
 

 

(
) 

(4)  
 

(5)  

(6)
-2 -8 (2) -8 (3)  
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(1 5mg1 1 )

( )
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(1) ( )
 

1)
 

2)  
3)  
4)  

4  
(2)  

( )  
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12  

 
 
13  

(1)  
(2)  

 

 
14

PTP PTP  
PTP

 
15  

(1)
 

(2) IUD  
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1

(1) ( . ) 

(2)  
   

(3)  
 

(4)  
 

 
2  
(1)  

 
(2)  

 
(3)  

 
(4)  
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1  
 

 
2  

 3  
 
3  

 
 
4

(1)  
-14  

(2) ( ) 
-14  

 
5

 
 
6

5mg NPI   100 10 10 500 10 50  
10mg NPI  100 10 10 500 10 50  

 
7  
 PTP  

 
8

 5mg 10mg 
 

 
 
9

1995 5 ( ) 
 
10

2008 3 14  
  

5mg NPI   22000AMX01347000 
10mg NPI  22000AMX01348000
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11
2008 7 4  

 
12

 
 
13

 
 
14

 
 
15  

16  

17
 

 HOT 9   
 
 

5mg NPI  118699401 1149035F1063 620008118 

10mg NPI  118707601 1149035F2060 620008136 
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2
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