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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   �� !"#$%&%#%!�'��(! %��)&%#%!�*�+,-�#.�/%#!)00�!)1%+12*3 
  ��%4�15-&��35-&6/%#7!��0%8*%3 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  �!)#&0� *4;"*4%1<%�"= �5& duloxetine hydrochloride 
  1.2.2  C3%��*%��!6��)!���00C&64% /)#<%83��3#%!/"�8%�;2�)�!"D6 
 1.3  ���������	
���*'��#""�-��   ��E34%����8!5&������ (�3.�+3;2&#!��3#!)�G%)&%8%!)                     
  �� !"0�!)+%3 
2.  ��#�##.�-������("      
 2.1  4%0!!/I�3J%�3)�K�13.+ 
 2.2  L�%#03J%�3)0!!/I; &6!)0I �5-&1%�"=+%64% , C3%��*%��!6 , *"3N�.; , *"38��&%4I ,  
        ��C+,-N�.; , ��C+)�0,43;<%!"04% O* &42%6�"��/3 
 2.3  �00#%!0!!/I��)C3%�0!!/I /)#<%83��3#%!/"�8%�;2�)�!"D6 
 2.4  8,082&; &6�,�*%��"-3�6�C�6�!6 Q %�,/<%3*3�%##*2% 1 8,082& /); &6��E3�3.���)C3%���,4*#"3 
        �* 3�($+,-O�2�;��8,082& 
3.  �+"�/��'0"&�'1     
 3.1  4%+,-�13&; &6�,8�"#R%3O� !"0#%!C'D3+)�0,43;<%!"04%�G5-&/<%832%4�3�!)�+(O+4 C&6#!)+!*6 
        1%S%!T1IC 4#�* 3#!T,��E34%+,-N�.;;%��J1"�;<%!"0 +,-#!)+!*61%S%!T1IC!"0!&6 
 3.2  ; &6�,83"615&!"0!&6�%;!R%3#%!N�.;;%�8�"#�#TUV ��)*.S,#%!N�.;+,-�, (GMP) 
  3.2.1  #!T,N�.;�3�!)�+(O+4 7!66%3N� N�.; ; &6�,83"615&!"0!&6 GMP C&6#!)+!*61%S%!T1IC 
            �38�*�4%+,-�13&C%4 
  3.2.2  #!T,4%3<%�C %/%#;2%6�!)�+( ; &6�,83"615&!"0!&6 GMP C&67!66%3N� N�.; /%#�!)�+(N� N�.; 
  3.2.3  #!T,3<%4%/%#;2%6�!)�+(�� *�0260!!/I�3�!)�+(O+4 ; &6�,83"615&!"0!&6 GMP  
            �3C & 3.2.1 ��) 3.2.2 
 3.3  �,83"615&!"0!&6#%!;!*/*.��!%)8VC&67!66%3N� N�.; (Certificate of Analysis ) ;!6#"04%+,-3<%�% 
  �!)#&0#%!G./%!T% ��)/8!5&+,-3<%126��5-&O� !"0#%!1"-6�5D& 

 
 /3.4  ; &6�,... 
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 3.4  ; &6�,83"615&!"0!&6#%!;!*/*.��!%)8V ��)�0�1�6�8�26N�.;C&61%!���,+,-��E3;"*4%1<%�"= 
  C&60!.$"+N� N�.;4% ��)0!.$"+N� N�.;*";QI�.0 
 3.5  4%+,-�13& ; &6��E34%+,-0!.$"+��E3N� N�.;8!5&N� �+3/<%832%47�4;!6 
 3.6  C&6;"*&42%6+,-3<%�%�!)#&0#%!G./%!T%/); &6�;��J%�3)+,-0!!/I 
 3.7  &%4IC&64%�3*"3126�&0C&6 ; &6O�23 &4#*2%+,-#<%83�O* �3#%!/"�8%�;2�)�!"D6 8%#O�2O� #<%83� 
  &%4IC&64%O*  /); &6��E34%+,-N�.;�%�� *O�2�#.3 1 �_ �3*"3126C&6 
 3.8  N� C%4; &6!"0N.��&0��#���,-434%�3#!T,+,-�#� 8��&%4I �8 ��E34%+,-�,&%4I#%!�� 6%34%*C'D3�G5-& 
  N��!)74�3VC&6N� �a*4 
4.  ) 3���#4#).
"�     ;!*/1&0;%��IT�"#$T)�LG%) ��)N�*.��!%)8V4%�3C & 3.3 , 3.4 
  

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

  (�6�5-&)  G.&.R.;.J��.  �&5D&&<%3*4  N&.#*#.G0./�!)S%3#!!�#%! 
                                ( R.;.J��.  �&5D&&<%3*4 ) 

      (�6�5-&)  G.&.G.1I+S.b  0I;!6%��,    N&.#+G.G0./#!!�#%! 
                            ( G.1I+S.b  0I;!6%��, ) 

    (�6�5-&)  G.&.8=.6 1IJ"++%  �;��0I=�#,4!;.    �!)/<% G0. �2*4!%�#%! !G.!!.6/ 
                          ( 1IJ"++%  �;��0I=�#,4!;. )           #!!�#%!!2*�/%#832*4��  

6 G.4.2550 
         

�IT�"#$T)�LG%)L0"03,D&3I�";.�8 ��  
;%�&3I�";. /#.G0.+ %483"615& #*#.G0. 
+,- #8 0446.13/888 �6 12 G.4.50 


