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1.  ���������	
���  

 1.1  ���������	
���,(��$,&-"�(   �������� !"#�$%&'��()"*"+  supraventricular arrhythmias 45   
  ventricular arrhythmias 
 1.2  ���������	
���,(��"	��(!�  
  1.2.1  �� ('���+78�+7"9:";�< ;%' flecainide acetate                   
  1.2.2  >#"�;+"�4�?45 �@�4��>'?7"A (:"B#��#("�A��B"48C5 ;��D? 
 1.3  ���������	
���,(��$##�.��   ��E#7"����� !"#�#F�����   
2.  ��$�$$/�.������)#      
 2.1  7"���AG�#*"�# �H�9#F! 
 2.2  I5"(�#*"�# ���AG8�'?� �G �%&'9"��<!"?7" , >#"�;+"�4�? , +�#K5F8 , +�#B��'"7G ,  
        �5>!L&K5F8 , �5>! ��L7#8:"���7" M+�'7C"?����A# 
 2.3  4��("����AG45 >#"����AG A (:"B#��#("�A��B"48C5 ;��D? 
 2.4  BL�BC'8�'?�L;+"���&#;?4>�?4�? O�"�LA:"#+#�"((+C" 1 BL�BC' A 8�'?��E#�#F�45 >#"���L7+(�# 
        �+�#�P)!L&M�C�8��BL�BC' 
3.   -#�0��(1#'�(     
 3.1  7"!L&�9#'8�'?�LB5�(Q"#M�����("�>RD#! ��L7#8:"���7"�$%&'A:"B#C"7�#�� �!PM!7 >'?(� !�+? 
        9"S"�T9G> 7(�+�#(�TL��E#7"!L&K5F88"��*9��8:"��� !L&(� !�+?9"S"�T9G>����'? 
 3.2  8�'?�LB#�?9%'����'?�"8�Q"#("�K5F88"�B5�(�(TUV 45 +FSL("�K5F8!L&�L (GMP) 
  3.2.1  (�TLK5F8�#�� �!PM!7 \�??"#K@�K5F8 8�'?�LB#�?9%'����'? GMP >'?(� !�+?9"S"�T9G> 
            �#B�+�7"!L&�9#'>"7 
  3.2.2  (�TL7"#:"�>�"A"(8C"?�� �!P 8�'?�LB#�?9%'����'? GMP >'?\�??"#K@�K5F8 A"(�� �!PK@�K5F8 
  3.2.3  (�TL#:"7"A"(8C"?�� �!P45�+4�C?���AG�#�� �!PM!7 8�'?�LB#�?9%'����'? GMP  
            �#>�' 3.2.1 45  3.2.2 
 3.3  �LB#�?9%'����'?("�8�+A+F�;�" BV>'?\�??"#K@�K5F8 (Certificate of Analysis ) 8�?(��7"!L&#:"�" 
  �� ('�("�$FA"�T" 45 /B�%'!L&#:"9C?��%&'M�����("�9�&?a%D' 
 3.4  8�'?�LB#�?9%'����'?("�8�+A+F�;�" BV 45 ��49�?4B5C?K5F8>'?9"��;�L!L&��E#8�+7"9:";�< 
  >'?��F)�!K@�K5F87" 45 ��F)�!K@�K5F8+�8OG�F� 

 
/3.5  7"!L&�9#'... 
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 3.5  7"!L&�9#' 8�'?��E#7"!L&��F)�!��E#K@�K5F8B�%'K@�4!#A:"B#C"7\�78�? 
 3.6  >'?8�+'7C"?!L&#:"�"�� ('�("�$FA"�T"A 8�'?�8��*"�# !L&���AG 
 3.7  '"7G>'?7"�#+�#9C?�'�>'? 8�'?M�C#�'7(+C"!L&(:"B#�M+��#("�A��B"48C5 ;��D? B"(M�CM��(:"B#� 
  '"7G>'?7"M+� A 8�'?��E#7"!L&K5F8�"45�+M�C�(F# 1 �b �#+�#9C?>'? 
 3.8  K@�>"78�'?���KF��'�45(��5L&7#7"�#(�TL!L&�(5�B��'"7G �B���E#7"!L&�L'"7G("����?"#7"+>RD#�$%&' 
  K5�� \7�#V>'?K@��c+7 
4.  *!2���$3$*/
#�     8�+A9'�8"�;GT5�()T �I$"  45 K5+F�;�" BV7"�#>�' 3.3 , 3.4 
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 (5?�%&')  $.'.�� 9?;V  5�'�!'?  K'.(+(.$�./�� S"#(���("�  

           ( �� 9?;V  5�'�!'? ) 

 (5?�%&')  $.'.��L�"  '#�#8   K'.(!$.$�./(���("� 
                    ( ��L�"  '#�#8  )          

 (5?�%&')  $.8.B<F? PF�F$�  �'(9(G5(5�"  �*9��(� �$.'.�.�./(���("��C+�A"(B#C+7��� 
         ( PF�F$�  �'(9(G5(5�" )      
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