
 

            
၂၀၁၄                   ၂၄     

          မထား                          
 
“          မထား                     ”                     
 
                                   “         ”                                                           
                  (RBP)                                                                                
                                                                     ဆင္တူ                      
                                                                                              
                                                             IFPMA                  
                             “          မထား                     ”                             ၏ 
                                  
 
                     (WHO)                   ဆင္တူ                     (SBP)1     “                 
                                                                                                 
                 2     ”                                           (EU)                  
            “   ဆင္တူ            ”                                                         (EMA)   
“   ဆင္တူ             ”                                                 3               
                                                                                           
ဆင္တူ                                                  (                              )     ၏ 
                      ၏                                                                          
 
          မထား                                           
“                                         ”                          
                                                        မထား                              
                 “   ဆင္တူ            ”                                                    
               RBP                                              (INN)      ဆင္တူ                    
                                                                            
    ဆင္တူ                                             
 
          မထား                              SBP                            

                                                           
1                            (SBP)                                      biologics and subsequent entry biologics  

              
2
  WHO Guidelines on Evaluation of Similar Biotherapeutic Products (SBPs),           ၆   

3
                                    EMA CHMP                   ၃၀            ၂၀၀၅ 

 http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003517.pdf   
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/05/WC500142978.pdf    

http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003517.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/05/WC500142978.pdf


 

 )         
                                            SBP         “     ”                ၏        
               RBP ၏                                                                             
                  ၀                                                                              
                                                                                     
                                                           SBP                                  
               SBP                                                                RBP 
                                                                                             SBP 
                                                          RBP                                  
                                    ၏                               -                       
                                                                                        
                  ၏                                                                       
                                                                                     
   ၏                           4                                                    ၏ 
                                          
 
          မထား                                                                                     
                                                                                              
                                                       SBP                             မထား     
                         WHO                                                  RBP            
                                                                 SBP                     RBP 
                                                                                        
                                                                          
          မထား                          ၏                                                 
                                                             ၏                
                                                    ၁                                                
(RBP)                                                                   WHO ၏                      
                                                             မထား                          ၏ 
                                                                        (SBP)          ၏ 
                                                               ၏                         
              
 
          မထား                                                                                
                                                                                      
                                                                                         
                                                                                                    

                                                           
4 Dörner T, et al (2013) The role of biosimilars in the treatment of rheumatic diseases: Ann Rheum Dis 72:322-328  

Mellstedt H (2013) Anti-neoplastic biosimilars – the same rules as for cytotoxic generics cannot be applied: Annals of Oncology 24 
(Supplement 5): v23-v28   



 

                                               ၏                                           
                                                 
 
 )           
                                                                                               
                       5                                                                           
                                                                                CMC (                  
                                                                                                   
                                                                                                   
                                                  မထား                            RBP             
                                                                                                          
                                                                               
 
 )                                         
                             မထား                                                                
                                                                                            
                                                                          
                                                                                                  
                                                                                           
                                                          မထား                            RBP           
                                                                                 ၏ 
                    ၏                            (PK)          ၏                              (PD) 
                                    မထား                     ၏                         BRP ၏ 
                                                                      
          မထား                          ၏                                       
                                               RBP                                       
                                                                 
   ၏                                                                            
                                                                                                      
                      ၏                                                              
           
 
 
 
 

                                                           
5
 WHO Guidelines on Evaluation of Similar Biotherapeutic Products (SBPs). 

http://www.who.int/biologicals/areas/biological_therapeutics/BIOTHERAPEUTICS_FOR_WEB_22APRIL2010.pdf  
                     DNA                                                 ၏                                              
                 http://www.who.int/biologicals/biotherapeutics/rDNA_DB_final_19_Nov_2013.pdf  

http://www.who.int/biologicals/areas/biological_therapeutics/BIOTHERAPEUTICS_FOR_WEB_22APRIL2010.pdf
http://www.who.int/biologicals/biotherapeutics/rDNA_DB_final_19_Nov_2013.pdf


 

     ၁                                                                               
     
           

                 
                  
(RBP)6 

                       (SBP)7          မထား     
                  

                   
                       
                 
                 

         
                       
                 
                       
       RBP                   
                    
                      
             
               
                                   
              
                     
                            
                     
                          ၏ 
                       
                         
         
  

               
              
                    
       RBP       
             
                          
            
 

                                    
                   
                   
                       
              
              
                     
           
                  

                          
                
                               
                             
                            
                     
           
                   SBP       
RBP                             
         
                   

           
              
                    
       RBP       
                     
                            
                            
             
                     
           

                           
                   
                  

                          
                
                           RBP 

              
                  
               

                                                           
6
 WHO rDNA                               

7
 WHO SBP                                                



 

                  
                       
                 

                                 
                           
                    ၏ 
                             
   ၏                    
               
                   
                              
                   
                       

                      
RBP                 
                           
            
                       
RBP                  
           (    )     
           
              
              

  
                    
SBP                                                                                                
                                                                                   (NRA)         
                                ၏                                           
                                                (                
                                                       (                           
                                                 ( )                                        
                          (     ၂          )                                             
                                                                             
                                                                                            
                                                             WHO                                 
                                                                                   
                                       RBP                                               
                                                                                                
-                                                                                                      
                   (ESA)                                                        (CSF)       
                                                                                
                                                                                                       
               
 
                                      မထား                              RBP                              
                                                    8                  9             
                                                                                                      
                                               
 

                                                           
8
 Shellekens H (2009)                    –                                 NDT Plus 2 [Suppl 1]: i27–i36   

9
 Praditpornsilpa K, et al (2011) Biosimilar recombinant human erythropoietin induces the production of neturalizing antibodies: Kidney 

International 80, 88–92   



 

     ၂                                                                                   
SBP                                              SBP                   

                            
                 SBP 
                           
                         
          မထား     
                                 
                            (     
-                        
                     )        NRA    
                  
                             
              

NRA                 
                           
                              
                            
SBP                  
                
                         
          မထား     
                       

          မထား               
                      
                         
                
                     
WHO SBP                  
                           
           
                     10         
                                     
                    
                          
                         

 
             
                                                                                              
                                             IFPMA                                          
                                                                       ၏                           
                                                                                           
                                                                  INN                       
“                                  ”                                             
                                                                                                            
                                                                                         RBP       
        INN                                                                မထား               
                                                            
 
          မထား                                                                        
                            
          မထား                          ၏                        RBP                              
       RBP                                                                                      
                                                                                          
                                                                                           
                                    ၏                                                    
                                                                                           
                                                           
10

                      DNA                                                 ၏                                              
                 http://www.who.int/biologicals/biotherapeutics/rDNA_DB_final_19_Nov_2013.pdf  

http://www.who.int/biologicals/biotherapeutics/rDNA_DB_final_19_Nov_2013.pdf


 

                                                                                   
                                                                                                        
                                                                                                          
 
                                        မထား                                          
IFPMA          WHO                                                                   
                                                                     မထား                                 
                                                                                         
                                                               
                                                                    
          မထား                                                                                   
WHO                                                                                    
                                                                                          
                                                                                        
                                                                                          
 
          မထား                                          RBP                           
                    
IFPMA                                                                                
                WHO rDNA               SBP                 11                              
                      /          SBP                                                                  
                                                                                      
                            SBP                                
“             ”                                                      
                                                                                             
                    WHO SBP                                            WHO                          
                                                         NRA       
                                      NRA                                            
                                                                        
                                                     IFPMA                        12 
 
NRA                                                                                             
                                                                                        
                                                            ၏                       

                                                           
11

                      DNA                                                 ၏                                              
                 http://www.who.int/biologicals/biotherapeutics/rDNA_DB_final_19_Nov_2013.pdf?ua=1  

                           (SBPs)                                          WHO 2009, 
http://www.who.int/biologicals/areas/biological_therapeutics/BIOTHERAPEUTICS_FOR_WEB_22APRIL2010.pdf  
12

 WHO   “                                                                                              ”          
                          http://www.who.int/biologicals/WHO_Risk_Assessment_for_Biotherapeutics_1st_PC_24_Jan_2014.pdf  

http://www.who.int/biologicals/biotherapeutics/rDNA_DB_final_19_Nov_2013.pdf?ua=1
http://www.who.int/biologicals/areas/biological_therapeutics/BIOTHERAPEUTICS_FOR_WEB_22APRIL2010.pdf
http://www.who.int/biologicals/WHO_Risk_Assessment_for_Biotherapeutics_1st_PC_24_Jan_2014.pdf


 

                                                                                             
                                                                                  
                                                                                  
                                                                                     
                                                                                                
                                                                                       
                                                                                          
                                                  

                              (    -                                         ) 
                                    RBP                  
                                         ၏                                              

                            /                              
                                                                                        

                                    WHO                                                  
                    (                     ) 
                                    ၏                                                     

                                 ၏                               ၏                      
                                                                                              

                         (                                                    
          ) 

 
                                                                                                   
                                                                                            
                                                                             
                                                                                              
                                                                         RBP            
                                                                                                        ၏ 
SBP                                                                                    
                                                                                         
                                                                         
                                                                                                  
                                               SBP                                             
                                       
 
                                                                             
                                    NRA                                                
                                                                                             
                                                                                           
                                                                                                  



 

                                                          ၁                            
                                                                                     
                                                ၏                                              
                                                          RBP                                  
                                                          RBP         ICH                       
                           RBP                                                 
                                            ၏                NRA                   
                                         BRP                                                            
                                                                                           
                                                                               
 
                                                                                                        
                                                                                             
                                ၏                                                                     
                                                    ၏                                
                                                                                                  
           (    )                         /                                                          
                                          (     -                                       ) 
NRA                                                                  ၏                 
                                                                          
                                                                                              
             
 
   ၏                                            
WHO   “   ၏                 ”     “                                                            
                                                                                                 
                     ”13                                 ၏                             
                                                                                
                                                                                                 
                                                ၏                                         
 
                    ၏                                                                            
                                                                                                  ၏ 
                                                                                           
                              ၏                                                                     
                                               /                                       
                                                                                                     

                                                           
13

 http://www.who.int/medicines/areas/quality_safety/safety_efficacy/pharmvigi/en/;  ၂၉       ၂၀၁၄                



 

                                                         ၏                       
        ၏               /                                                                           
                                                      
 
                  ၏                          NRA                                          
                                       ၏    ၏                                                  
                                                                                             
               ၏                                                                  
                                                     ၏                                          
                                                                                                 
                                                                                             
                                                                                          
          
 
                                                                           
                                                                                       INN,             
                                                             WHO              
                                                                                 
                                                                                14 
 
                                   ၏            
                                                                                           
                                 NRA                                                                    
                                                                                             
                                                                                              
                                                                
                                           SBP           WHO ၏                  RBP 
                                                                                              
                                                    ၏                               
                                          RBP ၏                     “    -    -   ”              
                                                                                                  
WHO SBP                                                                                              
                                                                               
 
                  
SBP           WHO                                                                         
                                  RBP                                                                - 

                                                           
14

 ၅                                                                                
http://www.who.int/medicines/services/inn/57th_Executive_Summary.pdf?ua=1   



 

             -                                                              
                                                                                 
                                                                          - 
“                    ”                                                          
 ၏            SBP                                                                     
                                                                             NRA   
                                                                                     
                    SBP       rDNA                   WHO ၏                         
                                               
                                                                                            
                                                                         
                                                                                    NRA       
              NRA           /          WHO                                                  
                                       
 
 
 
 
 
 
 
                15 
 
                                                                                                        
                                                                                                               
                                                                               
                                               
 
                                         (                         
                                                                                              
                                                                 
                                                                                                  
 
                                   SBP                         RBP                                 
                                 
 

                                                           
15

                               WHO Guidelines on Evaluation of Similar Biotherapeutic Products (SBPs), 2009            
http://www.who.int/biologicals/areas/biological_therapeutics/BIOTHERAPEUTICS_FOR_WEB_22APRIL2010.pdf  

http://www.who.int/biologicals/areas/biological_therapeutics/BIOTHERAPEUTICS_FOR_WEB_22APRIL2010.pdf


 

                                                                          
                                                             
 
   ၏                                                                                                
                                                                                
                       
 
                                   (RBP)                                              
                                                                            
                                                                                                  
                                                                                               RBP 
                                                                                                       
                                                                                              
 
                       (SBP)                                                                           
                                                                             


