
 ���������	
��� 
�.
�� �. ��� 390/50(��.) 

 ����	��
 �!"���#�$ 6505-XX-247-2166  
 %&�"
 �!"���#�$   Solifenacin Tablet 
 �'()�'�� ���� 
 
1.  ���������	
���  
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 1.2  ���������	
���+'��!	��' �   
  1.2.1  &�* -4��).6�)."(7"8�9 81- solifenacin succinate 
  1.2.2  <%"�8)"�=�><->." ?* 7"0%��% "�?��0"=6,#*8��$> 
 1.3  ���������	
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2.  ��#�##/�.������("      
 2.1  ."4��?E�%F"�%*&B�(%GD 
 2.2  H#" 4%F"�%*4��?E6�->�*4E �1I-("��9D">." , <%"�8)"�=�> , )�%K#G6 , )�%0��-".E ,  
        �#<D2IK#G6 , �#<D*�42.%67"��4." +)�-.,">����?% 
 2.3  =44 "�4��?E=#*<%"�4��?E ?* 7"0%��% "�?��0"=6,#*8��$> 
 2.4  0240,-6�->�28)"���I%8>=<�>=�> 3�"�2?7"%)%�"  )," 1 0240,- ?*6�->�&@%�%G�=#*<%"���2.) �% 
        �)�%�M!D2I+�,�6��0240,- 
3.  �,"�0��'1"&�'2     
 3.1  ."D2I�(%-6�->�20#� N"%+����4 "�<O$%D*�42.%67"��4."�P1I-?7"0%,".�%&�*�DM+D. <-> �*D�)> 
        ("Q"�R(E< . �)�% �R2�&@%."D2IK#G66"��F(��67"��4 D2I �*D�)>("Q"�R(E<��4�-> 
 3.2  6�->�20%�>(1-��4�->�"6�N"% "�K#G66"�0#� � RSC =#*)GQ2 "�K#G6D2I�2 (GMP) 
  3.2.1   �R2K#G6�%&�*�DM+D. Y�>>"%K/�K#G6 6�->�20%�>(1-��4�-> GMP <-> �*D�)>("Q"�R(E< 
            �%0�)�."D2I�(%-<". 
  3.2.2   �R2."%7"�<�"?" 6,">&�*�DM 6�->�20%�>(1-��4�-> GMP <->Y�>>"%K/�K#G6 ?" &�*�DMK/�K#G6 
  3.2.3   �R2%7"."?" 6,">&�*�DM=#�)=4,>4��?E�%&�*�DM+D. 6�->�20%�>(1-��4�-> GMP  
            �%<�- 3.2.1 =#* 3.2.2 
 3.3  �20%�>(1-��4�-> "�6�)?)G�8�"*0C<->Y�>>"%K/�K#G6 (Certificate of Analysis ) 6�> �4."D2I%7"�" 
  &�* -4 "�PG?"�R" =#*/0�1-D2I%7"(,>��1I-+����4 "�(�I>_1$- 
 3.4  6�->�20%�>(1-��4�-> "�6�)?)G�8�"*0C =#*�4=(�>=0#,>K#G6<->("��8�2D2I�&@%6�)."(7"8�9 
  <->4�G!�DK/�K#G6." =#*4�G!�DK/�K#G6)�63E�G4 
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 3.5  ."D2I�(%- 6�->�&@%."D2I4�G!�D�&@%K/�K#G60�1-K/�=D%?7"0%,".Y�.6�> 
 3.6  <->6�)-.,">D2I%7"�"&�* -4 "�PG?"�R"?*6�->�6��F"�%*D2I4��?E 
 3.7  -".E<->."�%)�%(,>�-4<-> 6�->+�,%�-. ),"D2I 7"0%�+)��% "�?��0"=6,#*8��$> 0" +�,+�� 7"0%� 
  -".E<->."+)� ?*6�->�&@%."D2IK#G6�"=#�)+�,� G% 1 &b �%)�%(,><-> 
 3.8  K/�<".6�->��4KG��-4=# �&#2I.%."�% �R2D2I� #�0��-".E �0��&@%."D2I�2-".E "����>"%.")<O$%�P1I- 
  K#&�*Y.�%C<->K/�&d). 
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 (#>�1I-)  P.-.&�*(>8C  #�-�D->  K-. ) .P4./&�*Q"% ��� "�  
           ( &�*(>8C  #�-�D-> ) 

 (#>�1I-)  P.-.&�2�"  -%�%6*  K-. DP.P4./ ��� "� 
                ( &�2�"  -%�%6* )          

 (#>�1I-)  P.-.09G> (EF�DD"  �6��4E9� 2.�6G &�*?7" P4. �,).�"� "� �P.��.6/ 
               ( (EF�DD"  �6��4E9� 2.�6G )       ��� "��,)�?" 0%,).��� 
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