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1.  ���������	
���  

 1.1  ���������	
���)&��")$* �&   �� !"#$% multiple myeloma ��( erythema nodusum  
 1.2  ���������	
���)&�� 	��&��   
  1.2.1  �!(#-./ 012"01%34%�"5 �6- thalidomide 
  1.2.2  78%/�0%9�!:7-:2"01%;(#4%<8/�8#%!;"/<%�2=�(�!">: 
 1.3  ���������	
���)&��"!!�-��   ?�@81%?9A/�������7A:�� !".�!(B%8 
2.  ��"�"".�-������'!      
 2.1  1%.!!;C�8D%�8(�E/38FB 
 2.2  G�%#.8D%�8(.!!;C2 -:!(.C �6H-3%9"5B%:1% , 78%/�0%9�!: , 0"8J�F2 , 0"8<9/-%1C ,  
        ?�7BKHJ�F2 , ?�7B(?.K1824%!".1% L0 -1=%:�"/?;8 
 2.3  �..#%!.!!;C��(78%/.!!;C ;(#4%<8/�8#%!;"/<%�2=�(�!">: 
 2.4  <K.<=-2 -:9K�0%99"H8�:�7A:�!: N %9K;4%8089%##0=% 1 <K.<=- ;(2 -:?�@8�8F/��(78%/?/K10#"8 
        ?0 8?O$BKHL9=?2A9<K.<=- 
3.  �*!�/��&0!%�&1     
 3.1  1%BKH?38-2 -:9K<�"#P%8L/ !".#%!7Q>8B(?.K1824%!".1%?R6H-;4%<8=%1�8�!(?BOLB1 7-:#!(B!0: 
        3%S%!T3C7 1#?0 8#!TK?�@81%BKHJ�F22%9?D3"�24%!". BKH#!(B!0:3%S%!T3C7!".!-: 
 3.2  2 -:9K<8":36-!".!-:9%2!P%8#%!J�F22%9<�"#?#TUV ��(0FSK#%!J�F2BKH/K (GMP) 
  3.2.1  #!TKJ�F2�8�!(?BOLB1 \!::%8J� J�F2 2 -:9K<8":36-!".!-: GMP 7-:#!(B!0:3%S%!T3C7 
            �8<90/1%BKH?38-7%1 
  3.2.2  #!TK1%84%?7 %;%#2=%:�!(?BO 2 -:9K<8":36-!".!-: GMP 7-:\!::%8J� J�F2 ;%#�!(?BOJ� J�F2 
  3.2.3  #!TK84%1%;%#2=%:�!(?BO�� 0�.=:.!!;C�8�!(?BOLB1 2 -:9K<8":36-!".!-: GMP  
            �87 - 3.2.1 ��( 3.2.2 
 3.3  9K<8":36-!".!-:#%!2!0;0F?�!%(<V7-:\!::%8J� J�F2 (Certificate of Analysis ) 2!:#".1%BKH84%9% 
  �!(#-.#%!RF;%!T% ��(/<!6-BKH84%3=:?96H-L/ !".#%!3"H:�6>- 
 3.4  2 -:9K<8":36-!".!-:#%!2!0;0F?�!%(<V ��(�.�3/:�<�=:J�F27-:3%!?�9KBKH?�@82"01%34%�"5 
  7-:.!F$"BJ� J�F21% ��(.!F$"BJ� J�F20"2NC/F. 
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 3.5  1%BKH?38- 2 -:?�@81%BKH.!F$"B?�@8J� J�F2<!6-J� �B8;4%<8=%1\/12!: 
 3.6  7-:2"0-1=%:BKH84%9%�!(#-.#%!RF;%!T%;(2 -:?2A9D%�8(BKH.!!;C 
 3.7  -%1C7-:1%�80"83=:9-.7-: 2 -:L9=8 -1#0=%BKH#4%<8/L0 �8#%!;"/<%�2=�(�!">: <%#L9=L/ #4%<8/ 
  -%1C7-:1%L0  ;(2 -:?�@81%BKHJ�F29%�� 0L9=?#F8 1 �a �80"83=:7-: 
 3.8  J� 7%12 -:!".JF/�-.��#?��KH181%�8#!TKBKH�#� <9/-%1C �< ?�@81%BKH9K-%1C#%!�� :%81%07Q>8?R6H- 
  J��!(\1�8V7-:J� �b01 
4.  (�2���"3"(.
!�     2!0;3-.2%9�CT�"#$T(?GR%( ��(J�0F?�!%(<V1%�87 - 3.3 , 3.4 
  

 ����""���"3"(.
!����������	
��� 
�.
�� �. �!  ��. 

  (�:�6H-)  R.-.PF2FD�9F  ?-6>--4%801  J-.#0#.R../�!(S%8#!!9#%! 
                                ( PF2FD�9F  ?-6>--4%801 ) 

      (�:�6H-)  R.-.RF3CBSFc  .C2!:%9/K    J-.#BR.R../#!!9#%! 
                            ( RF3CBSFc  .C2!:%9/K ) 

    (�:�6H-)  R.-.<5F: 3CD"BB%  ?2A9.C5?#K1!2F    �!(;4% R.. �=01!%�#%! !R.!!.6/ 
                          ( 3CD"BB%  ?2A9.C5?#K1!2F )           #!!9#%!!=09;%#<8=01��  

6 R.1.2550 
         

 

 
 

 

         

 

 
 

�CT�"#$T(?GR%(G.".8K>-8C9"2F�< ��  
2%9-8C9"2F ;#.R..B %1<8":36- #0#.R.. 
BKH #< 0446.13/888 �: 12 R.1.50 


