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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'    !"#$�%& essential thrombocythaemia 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  0#1��2�"�34$�3&56&7$8 79� anagrelide hydrochloride 
  1.2.2  �:&�7�&;<#����3&=1�6&>:� :�&#=$�>&<4��17#$?� 
 1.3  ���������	
���*'��#""�.��   @0A:<70BC� !"#$20#1D&: 
2.  ��#�##/�.������("      
 2.1  3&2##=E :F&!:10G�5:HD 
 2.2  I�&�2:F&!:12##=E4"��#12E !9J�5&;$8D&�3& , �:&�7�&;<#� , �$:L�H4 , �$:>;��&3E ,  
        @��DMJL�H4 , @��D1@2M3:46&#$23& N�"�3�&�!$�@=: 
 2.3  <22�&#2##=E<�1�:&�2##=E =1�6&>:� :�&#=$�>&<4��17#$?� 
 2.4  >M2>��4"��;M7�&;;$J:7�<�P�<#� Q"&;M=6&:�:;&����& 1 >M2>�� =14"��@0A:!:H�<�1�:&�@�M3��$: 
        @�":@R%DMJN;�@4P;>M2>�� 
3.  �+"�0��'1"&�'2     
 3.1  3&DMJ@5:�4"��;M>�$�S&:N�"#$2�&#�T?:D1@2M3:46&#$23&@U9J�=6&>:�&3 :0#1@DRND3 ����#1D#�� 
        5&V&#W5E� 3�@�":�#WM@0A:3&DMJL�H44&;@F5$!46&#$2 DMJ�#1D#��5&V&#W5E�#$2#�� 
 3.2  4"��;M>:$�59�#$2#��;&4#S&:�&#L�H44&;>�$�@�WXY <�1�HVM�&#L�H4DMJ�M (GMP) 
  3.2.1  �#WML�H4 :0#1@DRND3 _#��&:LC"L�H4 4"��;M>:$�59�#$2#�� GMP ����#1D#��5&V&#W5E� 
             :>;��3&DMJ@5:��&3 
  3.2.2  �#WM3&:6&@�"&=&�4�&�0#1@DR 4"��;M>:$�59�#$2#�� GMP ���_#��&:LC"L�H4 =&�0#1@DRLC"L�H4 
  3.2.3  �#WM:6&3&=&�4�&�0#1@DR<�"�<2��2##=E :0#1@DRND3 4"��;M>:$�59�#$2#�� GMP  
             :�"� 3.2.1 <�1 3.2.2 
 3.3  ;M>:$�59�#$2#���&#4#�=�H@7#&1>Y���_#��&:LC"L�H4 (Certificate of Analysis ) 4#��$23&DMJ:6&;& 
  0#1��2�&#UH=&#W& <�1/>#9�DMJ:6&5��@;9J�N�"#$2�&#5$J�B9?� 
 3.4  4"��;M>:$�59�#$2#���&#4#�=�H@7#&1>Y <�1 2<5��<>���L�H4���5&#@7;MDMJ@0A:4$�3&56&7$8 
  ���2#H%$DLC"L�H43& <�12#H%$DLC"L�H4�$4QE�H2 

 
 /3.5  3&DMJ@5:�... 
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 3.5  3&DMJ@5:� 4"��@0A:3&DMJ2#H%$D@0A:LC"L�H4>#9�LC"<D:=6&>:�&3_�34#� 
 3.6  ���4$��3�&�DMJ:6&;&0#1��2�&#UH=&#W&=14"��@4P;F&!:1DMJ2##=E 
 3.7  �&3E���3& :�$:5��;�2��� 4"��N;�:"�3���&DMJ�6&>:�N�" :�&#=$�>&<4��17#$?� >&�N;�N�"�6&>:� 
  �&3E���3&N�" =14"��@0A:3&DMJL�H4;&<�"�N;�@�H: 1 0b  :�$:5����� 
 3.8  LC"�&34"��#$2LH�!�2<��@0�MJ3:3& :�#WMDMJ ��">;��&3E  >"@0A:3&DMJ;M�&3E�&# !"�&:3&��T?:@U9J� 
  L�0#1_3!:Y���LC"0d�3 
4.  ) 4���#5#)/
"�     4#�=5�24&;7EW�$�%W1@IU&1 <�1L��H@7#&1>Y3& :�"� 3.3 , 3.4 
  

 ����##���#5#)/
"����������	
��� 
�.
�� �. �"! ��. 

  (��!9J�)  U.�.SH4HFC;H  @�9?��6&:�3  L�.���.U2./0#1V&:�##;�&# 
                              ( SH4HFC;H  @�9?��6&:�3 ) 

        (��!9J�)  U.�.UH5EDVHe  2E4#�&;�M    L�.�DU.U2./�##;�&# 
                         ( UH5EDVHe  2E4#�&;�M ) 

 (��!9J�)  U.�.>8H� 5EF$DD&  @4P;2E8@�M3#4H    0#1=6& U2. !��3#&!�&# #U.##.6/ 
                 ( 5EF$DD&  @4P;2E8@�M3#4H )           �##;�&##��;=&�>:��3 !" 
                                                                     3 V.7.2550 
 

     

7EW�$�%W1@IU&1I2$2:M?�:E;$4H >" !" 
4&;�:E;$4H =�.U2.D"&3>:$�59� ���.U2. 
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