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otice&bidsrl=2&bidssrl=&pageno=1&maxdisp=20&searchfiel

d=&searchvalue=%EC%86%8C+%ED%95%B4%EB%A9%B4

%EC%83%81%EB%87%8C%EC%A6%9D&intseq=5625  
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FDA  

¹ÍÊd«©¦d«ÎÓÆÑd·ÚÑÊdÔÓd̆ºØÊdÔËd²Æterial Derived from Cattle 

ÎÓd­ÚÒÆÓd«ÔÔÉdÆÓÉd¨ÔØÒÊÙÎÈØ̇pd|ud«ÊÉd·ÊÌdux{u|dl²Æ×ÈÍd

18, 2016)  

 

MHLW  

The Notification No. 210 of the MHLW (May 20, 2003)  

Notification No. 1002 - 27 of the MHLW (partial 

amendment)(Nov 25, 2014)  

 

EMA:  

Note for guidance on minimizi ng the risk of transmitting 

animal spongiform encephalopathy agents via human and 

veterinary medicinal products (EMA/410/01 rev3)  

http://www.ema.europa.eu/docs/en_GB/document_library/Sci

entific_guideline/2009/09/WC500003700.pdf)  

 

<   > 

F̋DA:      ,  

 . 

M̋HLW: 2014   ,    

. 

E̋U:  *      

**    ,     

.  

*   ,       

  ,  Category B  

C  30     . 

** ,   /    .  

 

,        

,        

 , , ,    . 

 



60 

 

     28.         

/  

     7 6   

          

          

         . 

 2016  10 ,      

       

  rolling review     

(      )   

     .  

 

   ( )  rolling review   

     ,  

     .    

   3      

       

.       

   ( )  ̆   

        

       

        

   ̇   ,   

   ,   

    . (   

    2      

3         

   3        

         

 3      ) 

 

1.       7 6    

       

       . 

(     3    



61 

         

    ,     

  )  

2.          3  

    ,    

   3       

    7  6   

  . 

, 

  

< > 

 

 

< > 

   7  (  2017 -

77 , 2017.09.29)  
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FDA Guideline :  "Guidance for Industry, Expedited 

Programs for Serious Conditions -  Drugs and Biologics," 

May 2014  

 

EMA Guideline : "Enhanced early dialogue to facilitate 

accelerated assessment of PRIority MEdicines (PRIME)", 25 

February 2016  
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      7   3  [ 2]  
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: Patient Access Scheme Liaison Unit(PASLU) at NICE  

: Managed Entry Agreements(MEAs) at AIFA  

: Managed Entry Schemes at PBAC  
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 89 , 90 , 95  

Article 95 of the Korean Patent Act ("KPA") stipulates: "The 
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effects of a patent right, whose term has been extended, shall 

not  apply to any acts other than the working of the patented 

invention relating to the product  whose approval was the 

basis for the patent term extension (and if a use of the product 

is specified by the approval, with respect to the product used 

for  said specific use)."    
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3. ᴋ  ᴋ  

< > 
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.  

      

    .   
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 : 35 U.S.C. 156 Extension of patent term  

 : REGULATION (EC) No 469/2009 OF THE EUROPEAN 

PARLIAMENT AND OF THE COUNCIL  Definitions  

Article 4  

 :  68  2 
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