






4 

( ) 

 
9 30  

FDA EDQM
100 105

 
 

105 106  
 

105  
( )  

105 1,903,100 41.5 516,457  
416,955 5.34  
 

                               
( )   

105  
105  

 
( )  

       105  
 

 
                          

 105  104   
 1,903,100 1,810,501 5.1% 
 3,681 5,678 -35.2% 
 0 15,581 -100% 

 
 

1. 105
103 FDA

 
2. 104 105  

 
 
 



5 

  
 

 105  104   
    1,112,574 1,155,449 -3.7% 
    274,069 215,365 27.3% 

 2,016 9,456 -78.7% 
 12,422 0 N/A 

 
1. 105 5% 4%  

41.5%  
2. 105  

105 1,560
 

3. 105  
 

4.  
       

           105  104  
 

 

 

 

     ( ) 12.0 11.4 

 ( ) 14.3 15.0 

 
   ( ) 

 65.0 57.7 

 63.6 59.2 

        ( ) 21.9 20.7 

      5.34 5.17 

105  
       

       

105
106

 



6 

106  
( )  

 
1.  
2. 20  
3.  

 
( )  

1.  
  
 310 
 239 

 859 
 1,408 

 
2.  

106

 

 
 

1. 

 
 
2. 

 
 

3. 
 

 

2016 NBI
2015

140
Medivation

2016



7 

60%
10

 
 

2013 5  PIC/S  GMP 
 ( )  

PIC/S GMP 2016  10
2016 

GMP
 (data integrity)

FDA FDA  2016 4

2014 12
(ICH)  Q3D 2016 7 (EMA)

ICH Q3D 2017 (EP) 2018
(USP)

(ICP-OES) (ICP-MS)

 
 

2015 1,500
6.5 2020 2,000

40

30%

FDA GMP
20%

  
 

10







10 

 ( ) 



11 

 

 

 

 

 

 

 

 



12 

 

 

 

 

 

 





14 



15 

 

 

 

 

 

 

 

 



16 

 

 

 

 

 

 





















 

26 

( ) 
 

 

 
  

        

       

  
         

       
        

 

 

 

 
 



 

27 

 

  
  

 

 

 
         

 

 
 



 

28 

  
 

 
 

  
 

/
 

/
 

 
 
 

 

 

 

 

 
 
 



 

29 

 

 
 
 

 

  
    

 
 

 
 

 

 

  
    
   

 

 

 
 

    
   

 

 



 

30 

 

e-mail

             
             
 

 

             

   

 
 
 
 
 
 
 
 
 
 
 
 



 

31 

( ) 
 

 
      

  



 

32 



 

33 



 

34 

( ) 

 
 

        

  



 

35 



 

36 

 


