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1  
2000  

1mg 3mg
2010 7

2010 11  
0.5mg

2012 8 2012 12  
 
2  

(1)  
(2)

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 2

 

1  
(1)  

0.5mg  
1mg  
3mg  

(2)  
Glimepiride 

(3)  

 
2  

(1)  
(JAN) 

(2)  
Glimepiride (JAN r INN) 

(3)  
 

 
3  

 

 
4  

C24H34N4O5S 
490.62 

 
5  
  1 4 2 3 Ethyl 4 methyl 2 oxo 3 pyrroline 1 carbonyl amino ethyl

phenylsulfonyl 3 trans 4 methylcyclohexyl urea (IUPAC) 
 
6  

 
 

7 CAS  
 93479-97-1 
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1  
(1)  

 
(2)  

  
  

(99.5)  
  

 37 1) 

pH1.2 7.0 10-6mg/mL 
pH4.0 9.4 10-6mg/mL 
pH6.8 1.0 10-3mg/mL 

 2.7 10-4mg/mL 
pH7.8( ) 7.1 10-3mg/mL 

pH7.8( McIlvaine ) 8.4 10-3mg/mL 
(3)  

 
(4)  

     202 ( ) 
(5) 1) 

pKa 6.2 

 (6)  
  

(7)  
 

2 1) 
 
 
 
 
 
 
3  

 
(1)  
(2) ( ) 

 
4  

 

  

(pH) 
pH9.1

pH11.0 10 2.6% 4.2%
 

 96  
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1  
(1)  

0.5mg  
1mg    
3mg    

    

0.5mg     

5.0mm 1.9mm 50mg 

1mg     

6.0mm 2.6mm 100mg 

3mg     

7.0mm 2.3mm 120mg 
(2)  

  
(3)  

0.5mg NPI 05 
1mg   NPI 121 
3mg   NPI 122 

(4)pH pH  
  

 
2  

(1) ( )  
0.5mg 1 ( ) 0.5mg  
1mg 1 ( ) 1.0mg  
3mg 1 ( ) 3.0mg  

(2)  
0.5mg

   
1mg

 
3mg
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 (3)  
 

 
3  

 
 

4 2) 

0.5mg 1mg 3mg  
1)  

     
0.5mg 

40 75% RH 6  

PTP

 
1mg 

PTP
 

3mg 
PTP

 
 

40 75 6 3
 

2)  
     

0.5mg 25 60%RH 

 
( 1667Lux/hr) 

 
120

Lux hr 
  1mg 

3mg 

 

3)  
     

0.5mg 

25 60%RH 3  ( ) 

 

1mg 3
 

3mg  
 

 
5  

 
 

6  
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7 3) 

0.5mg 1mg 3mg

 
50rpm 

(pH7.5) 
 0.5mg 15 75  

1mg 15 75  
3mg 30 70  

 
8  

 
 
9  

 
( ) 

 
10  

 
 

 
11.  

 
 

12.  
 

 
 

 
13.  

 
 

14.  
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1  
2

 
2  

1 0.5 1mg 1 1 2  
1 1 4mg  

1 6mg  
 

3  
(1) 2009 4  

(2)  

(3)  

(4)  
 

(5)  
1)  

2)  
 

3)  
   
4)  

 
(6)  

1)  
 

2)  
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1

2
(1) 4) 

  
ATP K+ 

Ca2+ Ca2+  
(2)  

 
(3)  
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1
(1)  
    
(2)  

-(3)  
(3)  

5) 

0.5mg
1mg

 
1mg 3mg

3 1 ( 3mg) 
 (AUC Cmax) 90

log(0.80)  log(1.25) 
 

1) 1mg  

 
  

AUC0  12 
(ng hr/mL)

Cmax 
(ng/mL) 

Tmax 
(hr) 

t1/2 
(hr) 

1mg
 

1260.634 
±391.065 

268.77 
±83.724 

3.4 
±0.977 

2.614 
±0.704 

 
1mg  

1272.645 
±420.560 

271.51 
±71.759 

3.3 
±1.084 

2.586 
±0.775 

(n 23,Mean S.D.) 
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   2) 3mg  

 
  

AUC0  12 
(ng hr/mL)

Cmax 
(ng/mL) 

Tmax 
(hr) 

t1/2 
(hr) 

3mg
 

1361.076 
± 525.126 

285.05 
± 110.411 

3.1 
± 0.840 

2.447 
± 0.690 

 
3mg  

1352.959 
± 440.479 

286.94 
± 80.724 

3.1 
± 0.974 

2.310 
± 0.576 

(n 24,Mean S.D.) 
 

 
AUC Cmax

 
(4)

(5)

(6)
 

 
2  

(1)  
 

(2)  
 

(3)  
 

(4)  
 

(5)  
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(6)  
 

(7)  
      
 
3  

 

4. 
(1)  

 
(2)  

-10. (1)  
(3)  

-10. (2)  
(4)  

 
(5)  

5.  
(1)  

 
(2) CYP450  

CYP2C9 ( -7 ) 
(3)  

(4)  

(5)  

6  
(1)  

(2)  

(3)  
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7
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1

 

 
2

(1)
 

 
(2)  

 
(3)  

 
(4)  

 
(5) -10.  
(6)  

3
 

4
 

5.

(1)  
1)  
2)  
3)  
4)  
5)  
6) -9.  
7) -7. (2)-1)  

(2) -6. -11.  
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6.

(1)

 
(2)

 
(3)

 
(4)

 
(5)

 
(6)

 
7.  

CYP2C9  

(1)  
  

 (2)  

1)  
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DPP 4  

GLP 1  
 

SGLT2   
 L   
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(CYP2C9 )

2)  
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CYP  

 

 
8  
(1)  

 

(2)  

1)  
 

( )

 

 
 

 
 

AST GOT ALT GPT Al P 
 

 

2)
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 (3)
 

 
AST GOT ALT GPT Al P LDH GTP  
BUN  

 
 

 
CK CPK

 

(4)  

(5)  

(6)
-2. (6) -8.(3)  

 
9  

 

 
10  

(1)  

 

(2)
 

 
11  

9
-6.  

 
12  
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13  

 
-8.  (2) 1)
 

(1)
5  15g 10  30g 

 
(2)  

50 20mL) 5
 

(3)  

 
14

PTP PTP  
PTP

 

15  

(1) 1 1.5g  
 

(2)
 

(3) 320mg / kg 1  
in vitro 

 

 
16  
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1

(1) .  

(2)  
 

(3)  
 

(4)  
 

 
2  
(1)  

 
(2)  

 
(3)  

 
(4)  
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1  
 0.5mg  

1mg  

         3mg  

 
  

 
2  

3  
 
3  

( ) 
 
4

(1)  
-6 -13 -14  

 
(2)  

-6 -13 -14  
-15  

 
5

 
 
6

0.5mg 100 (10 10)
1mg 100 (10 10) 500 (10 50) 500  

700 (14 50) 1,000 (10 100) 
  3mg 100 (10 10) 140 (14 10) 500 (10 50)  

500  

7  

PTP  PTP  
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8
0.5mg 1mg 3mg OD0.5mg OD1mg OD3mg

 
 

 
S  

 
9

1995 6  
 
10

 
0.5mg 2012 8 15  
1mg 3mg 2010 7 15  

 
0.5mg 22400AMX01250000 
1mg 22200AMX00756000 
3mg 22200AMX00757000 

 
 
11

0.5mg 2012 12 14  
1mg 3mg 2010 11 19  

 
12

  2011 2 17  
 

 

2

 
  

1mg 1 1 2

1 1 4mg
 

1 6mg
 

1 0.5
1mg 1 1 2

1 1 4mg
 

1 6mg
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14
 

 
15  

16  

17
 

 HOT(9 )  
 

 
 
 

0.5mg 
 122089601 3961008F3236 622208901 

1mg 
 

120252601 3961008F1195 622025201 

3mg 
 120253301 3961008F2191 622025301 
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1
1) ( ) No.25 Orange Book  
2)   ( )
3)   ( ) 
4) C - 1364 2011 
5)   

2
16
16
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