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1.  ���������	
��� 

 1.1  ���������	
���*'��#*%+!�' � !"#�$% myelodysplastic syndrome 
 1.2  ���������	
���*'��!	��' � 

1.2.1  ."/��0�!�12#�1%34%5#6 57� azacitidine 
1.2.2  �8%�5�%9:"����1% ;/�4%<8��8�%";#�<%:2��/5"#=�  

 1.3  ���������	
���*'��#""�-�� >.?81%@�:<!�:00>17��:�A� ."%B;%�> 7=� 2!���/�%1�<!>.?88=4%1% 
  :��82/��8 ���8CD�>�!%�2!@E�<8#� 
2.  ��#�##.�-������("      
 2.1  1%0"";F�8G% 8/.H�38EI 
 2.2  C�%�08G% 8/0"";F2!��"/0F  7J�3%9#6I%�1% , �8%�5�%9:"� , �#8@�E2 , �#8<9��%1F ,  
        >��IDJ@�E2 , >��I/>0D1824%"#01% K�!�1�%� #�>;8 
 2.3  :00�%"0"";F:�/�8%�0"";F ;/�4%<8��8�%";#�<%:2��/5"#=� 
 2.4  <D0<��2!��9D5�%99#J85�:�A�:"� M!%9D;4%8�89%����% 1 <D0<�� ;/2!��>.?8 8E�:�/�8%�>�D1��#8 
        >�!8>B$IDJK9�>2A9<D0<�� 
3.  �+"�/��'0"&�'1     
 3.1  1%IDJ>38�2!��9D<�#�N%8K�!"#0�%"�O=8I/>0D1824%"#01%>P7J�;4%<8�%1�8."/>IBKI1 ����"/I"�� 
        3%Q%"R3F� 1�>�!8�"RD>.?81%IDJ@�E22%9>G3# 24%"#0 IDJ�"/I"��3%Q%"R3F�"#0"�� 
 3.2  2!��9D<8#�37�"#0"��9%2"N%8�%"@�E22%9<�#�>�RST :�/�EQD�%"@�E2IDJ�D (GMP) 
  3.2.1  �"RD@�E2�8."/>IBKI1 Z"��%8@[!@�E2 2!��9D<8#�37�"#0"�� GMP ����"/I"��3%Q%"R3F� 
            �8<9��1%IDJ>38��%1 
  3.2.2  �"RD1%84%>�!%;%�2�%�."/>IB 2!��9D<8#�37�"#0"�� GMP ���Z"��%8@[!@�E2 ;%�."/>IB@[!@�E2 
  3.2.3  �"RD84%1%;%�2�%�."/>IB:�!�:0��0"";F�8."/>IBKI1 2!��9D<8#�37�"#0"�� GMP  
            �8�!� 3.2.1 :�/ 3.2.2 
 3.3  9D<8#�37�"#0"���%"2"�;�E>5"%/<T���Z"��%8@[!@�E2 (Certificate of Analysis ) 2"��#01%IDJ84%9% 
  ."/��0�%"PE;%"R% :�//<"7�IDJ84%3��>97J�K�!"#0�%"3#J�_7=� 
                                                                                                                                              

     /3.4  2!��9D...... 
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 3.4  2!��9D<8#�37�"#0"���%"2"�;�E>5"%/<T :�/�0:3��:<���@�E2���3%">59DIDJ>.?82#�1%34%5#6 
  ���0"E$#I@[!@�E21% :�/0"E$#I@[!@�E2�#2MF�E0 
 3.5  1%IDJ>38� 2!��>.?81%IDJ0"E$#I>.?8@[!@�E2<"7�@[!:I8;4%<8�%1Z�12"� 
 3.6  ���2#��1�%�IDJ84%9%."/��0�%"PE;%"R%;/2!��>2A9G% 8/IDJ0"";F 
 3.7  �%1F���1%�8�#83��9�0��� 2!��K9�8!�1���%IDJ�4%<8�K�!�8�%";#�<%:2��/5"#=� <%�K9�K�!�4%<8� 
  �%1F���1%K�! ;/2!��>.?81%IDJ@�E29%:�!�K9�>�E8 1 .a �8�#83����� 
 3.8  @[!�%12!��"#0@E� �0:��>.�DJ181%�8�"RDIDJ���!<9��%1F �<!>.?81%IDJ9D�%1F�%"� !�%81%��O=8>P7J� 
  @�."/Z1 8T���@[!.c�1 
4.  ) 3���#4#).�"�     2"�;3�02%95FR�#�$R/>CP%/ :�/@��E>5"%/<T1%�8�!� 3.3 , 3.4 
 

����##���#4#).�"����������	
��� ��.��� �.�"! ��. 

                 (�� 7J�)  P.�.NE2EG[9E  >�7=��4%8�1  @�.���.P0./."/Q%8�""9�%" 
                                   ( NE2EG[9E  >�7=��4%8�1 ) 

   (�� 7J�)  P.�.PE3FIQEd  0F2"�%9 @�.�IP.P0./�""9�%" 
                              ( PE3FIQEd  0F2"�%9�D ) 

          (�� 7J�)  P.�.<6E� 3FG#II%  >2A90F6>�D1"2E   ."/;4% P0.  ��1"% �%" "P."".6 / 
         ( 3FG#II%  >2A90F6>�D1"2E )  �""9�%""��9;%�<8��1� ! 
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5FR�#�$R/>CP%/C0#08D=�8F9#2E�<!� ! 
2%9�8F9#2E ;�.P0.I!%1<8#�37� ���.P0. 
IDJ �< 0404.13/1433 �� 26 P.1.51 


