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1  
(1)  

® 5 

® 10 

 (2)  

Pravastan ® 

(3)  
( )  

 
2  

(1)  
JAN INN  

 (2)  
Pravastatin sodium JAN INN  

  (3)
HMG CoA - vastatin  

 
3  

 

  
 

4  

 C23H35NaO7 

446.51 
 
5  

Monosodium (3R ,5R )- 3, 5-dihydroxy-7-{(1S ,2S ,6S ,8S ,8aR )- 6-hydroxy-2-methyl- 
8-[(2S )-2-methylbutanoyloxy]- 1,2,6,7,8,8a-hexahydronaphthalen-1-yl} heptanoate  (IUPAC) 
 
 



 3  

6  
 

 
7  CAS  
  81131 70 6 
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1  
(1)  

 
(2)  

  
  

 (99.5) 
(37 )1) 

  
pH1.2 100mg/mL  
pH4.0 100mg/mL  
pH6.8 100mg/mL  

 100mg/mL  
(3)  

 
(4)  

 
(5) 1  

pKa 4.6( )(25 ) 
(6)  

  
(7)  

 20
D

1.0g 20mL pH 7.2 8.2  
153° 159°( 0.10g  20mL 100mm) 

 
2 1) 

 37 6  
(pH) pH1.2 37 30 90%  

pH4.0 pH6.8 37 6  
  

  
 
3  

(1)  
(2)  
(3)  
(4)  

 
4  

 



 5  

 

1  
(1)  

    

5  
6.5mm 
2.0mm 
90mg 

   

10 
 

7.5mm 
3.0mm 
140mg    

 (2)  
 

 (3)  
 5  NPI P5 

10  NPI P 10  
(4)pH pH  

2   
(1) ( )  

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

 (2)  
5  

  
10  

 
 (3)  

 
 

3  
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4 2  

 
(1)  

40 75 6 5
10 3  

 5  
1) PTP  

   1  3  6  
      

 

      

 
 

 
237 241nm 

    

 
( )

(1) 
    

 95.0 105.0% 100.0 99.7 99.8 98.0 

2)  
   1  3  6  
      

 

      

 
 

 
237 241nm 

    

 
( )

(1) 
    

 95.0 105.0% 100.0 99.6 99.0 98.1 

10  
1)PTP  

   1  3  6  

 
 

    

 

      

 
 

 
237 241nm 

    

 95.0 105.0% 100.5 99.6 99.5 98.2 
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2)  
   1  3  6  

 
 

    

 

      

 
 

 
237 241nm 

    

 95.0 105.0% 100.5 99.7 99.4 97.9 

(2)  
25 2 75 5% 3

5 10  
5  

   
 0.5  1  2  3  

       

(%)   1.4 1.2 1.0 1.6 

 
(%)   1.5 1.5 2.0 1.5 

(kg)  3.0 2.8 2.9 2.8 2.6 

 
%  

30  
 

85(%)  

100.4 
98.0

104.2  

101.9 
100.7

103.7  

97.1 
95.8

98.6  

100.2 
97.0

103.9  

98.6 
95.1

104.0  

 

1.7
2.0(%)  

1.7

0.2(%)  

1.7

0.7(%)  

     

%  95.0 105.0 99.2 98.6 99.5 99.7 100.6 
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 0.5  1  2  3  

       

(%)   1.8 1.8 2.0 1.9 

 
(%)   2.0 2.0 2.0 1.7 

(kg)  4.0 3.3 3.5 3.0 2.8 

 
%  

30
85(%)

 

98.9 
97.7

100.7  

98.1 
93.6

100.7  

96.9 
94.6
99.1 

96.3 
93.9
98.6 

94.8 
89.6
97.6 

 

1.7
2.0(%)  

1.7

0.2(%)  

1.7

0.7(%)  

     

%  95.0 105.0 99.3 98.3 99.9 99.1 99.1 
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(3)  
25 1000Lux 24 / 25 60

Lux hr 5 60 Lux hr

10
 

5  

  
 

 60 Lux hr 

   

(kg)  2.7 
(2.3 3.2) 

2.9 
(2.5 3.3) 

(%)   0.34 

 
1.7 2.0(%)  
1.7 0.2(%)  
1.7 0.7(%)  

  

 
%  30 85(%)  96.2 97.2 

%  95.0 105.0 100.4 100.2 

10  

  
 

 60 Lux hr 

    

(kg)  5.7 
5.0 6.4  

4.9 
4.4 5.5  

(%)   0.51 

 
1.7 2.0(%)  
1.7 0.2(%)  
1.7 0.7(%)  

  

 
%  30 85(%)  98.0  100.7 

%  95.0 105.0 101.1  101.1 
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5  
 

 
6  

 
 

7 3) 
5 10 3

 
 

900mL 
50rpm 

5mg 15 85%  
10mg 30 85  
5 10  
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(1) ( )  
(2)  
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12.  
99

0.09 (HPLC )  
5 (n 3) 

 RMS-437 RMS-438 RMS-418 RMS-416 RMS-414  

 (-) 0.01 (-) 0.09 (-) (-) 0.02 (-) 0.00 

10 (n 3) 

 RMS-437 RMS-438 RMS-418 RMS-416 RMS-414  

 (-) 0.01 (-) 0.08 0.09 (-) (-) 0.00 

(-)  

 
RMS-414 RMS-416 

 
RMS-418 RMS-438 

 
RMS-437 

 
13.  

 
 

14.  
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1 10mg 1 2  
1 20mg  
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(1) 2009 4  

(2)  

(3)  

(4)  
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3)  
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2)  
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1
HMG CoA ( )

2
(1)  
  
(2) 4) 

 
1) (WHHL ) 

WHHL-  ( )  
VLDL- LDL-  

 
LDL-
(WHHL 11 13 ) 4

(50mg/kg/day) 5mL/kg/day
 

 

 

30

20

10

0

10

20

30

7 14 21 28

%
n=6

p<0.05 p<0.01 Tukey

30

20

10

0

10

20

30

28

%

LDL
n=6

p<0.01 Tukey
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2) ( ) 
 

 
(5 ) 3

(20mg/kg/day) 2mL/kg/day  
1  

 

50

40

30

20

10

0

20

7 14 21

%
n=5

10

p<0.05 p<0.01 Tukey

80

60

40

20

0

20

50

21

%

LDL
n=5

40

p<0.05 Tukey

80

60

40

20

0

20

50

7 14 21

%
n=5

40

p<0.01 Tukey
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(3)
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1
(1)  

 
(2) 5) 

10mg 5 2 10 1 (n=30)
Tmax 5 1.12±0.23 10 1.03

0.22  

(3)  

5) 

5 10 
2 10mg 1 10mg

AUC
Cmax 90 log 0.8  log 1.25

 

5  

 
 

AUC 

ng hr/mL  
Cmax 
ng/mL  

Tmax 
hr  

t1/2 
hr  

5 48.71 25.09 22.66 12.36 1.12 0.25 1.98 0.62 

 
5mg  

49.65 23.78 21.03 10.52 1.12 0.25 1.96 0.46 

( n 30) 
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10  

 
 

AUC 

ng hr/mL  
Cmax
ng/mL  

Tmax
hr  

t1/2

hr  

10 37.94 21.48 17.31 10.75 1.03 0.22 2.17 0.84 

 
10mg  

38.97 18.27 17.01 8.88 1.15 0.27 2.05 0.51 

( n 30) 

 
AUC Cmax  

 

(4)

(5)

(6)
 

 
2  
(1)  

 
(2)  

 
(3)  
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(4)  
 

(5)  
 

(6)  
 

(7)  
     
 
3  

 

4.
(1)  

 
(2)  

 
(3)  
   
(4)  

 
(5)  

5.  
(1)  

 
(2) CYP450  

  
(3)  

(4)  

(5)  

 
6  

(1)  
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6.

(1)  
 

 
(2)  

 
(3)  

 

 
7.  
 (1)  

 

 

 
 

CK CPK

 
 

 

  (2)  
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(2)  

1) ( ) CK CPK  

 
2) ( ) AST GOT ALT GPT  

 
3) ( )  

 
 

4) ( )  
5) ( )  
6) )  

 (3)
  

 

 
AST GOT ALT GPT Al-P LDH  - GTP

 
BUN  
CK CPK  

 
 

 
1)  
2)  

(4)  

(5)  
 

(6)
-2(1) -8(2) -8(3)  
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7  
PTP  

 
 

 
8

5 10 0.5 1  
  

 
 

9
1989 3 31  

 
10

2003  3  12  
5  21500AMZ00154000 
10 21500AMZ00155000 

 
11

2003 7 4  
 
12

 
13

 
 
14

 
 
15  

16  

17
 

 HOT 9  
 

 
 

5 115286902 2189010 1195 620000109 
10 115287602 2189010 2213 620000110 
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1
1) ( ) (Orange Book No.27) 
2)   ( )
3)   ( ) 
4) Prog.Med.23, 1881 1886 2003
5)   

2
15

The use of stems in the selection ofInternational Nonproprietary Names (INN) for 
pharmaceutical substances,2006 
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