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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'    !"#$�%&�&�&#'(�)�*( +#,--.&�/�(+�&0&# /!�+ �&�&#1+�+�2��$�  
  34� /567� /-89��&0&# :�89+;5" �&/367+ 3&� non-ulcer dyspepsia 1�, chronic gastritis 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  )#,��-�"�7*$�7&5E&:$F :8� itopride hydrochloride 
  1.2.2  �+&�:�&G1#����7&  3,�E&0+� +�&#3$�0&1*��,:#$H� 
 1.3  ���������	
���*'��#""�-��   /)I+7&/GJ� !"#$-)#,.&+ 
2.  ��#�##.�-������("      
 2.1  7&-##34 +K&!+,)L�5+(. 
 2.2  M�&�-+K&!+,-##34*"��#,-4 !89�5&G$F.&�7& , �+&�:�&G1#� , �$+'�(* , �$+0G��&74 ,  
        /��.69'�(* , /��.,/-67+*E&#$-7& ;�"�7�&�!$�/3+ 
 2.3  1--�&#-##341�,�+&�-##34 3,�E&0+� +�&#3$�0&1*��,:#$H� 
 2.4  06-0��*"��G6:�&GG$9+:�1�J�1#� P"&G63E&+�+G&����& 1 06-0�� 3,*"��/)I+!+(�1�,�+&�/�67��$+ 
        /�"+/Q%.69;G�/*JG06-0�� 
3.  �+"�/��'0"&�'1     
 3.1  7&.69/5+�*"��G60�$�R&+;�"#$-�&#�2H+.,/-67+*E&#$-7&/S89�3E&0+�&7 +)#,/.Q;.7 ����#,.#�� 
        5&T&#U54� 7�/�"+�#U6/)I+7&.69'�(**&G/K5$!*E&#$- .69�#,.#��5&T&#U54�#$-#�� 
 3.2  *"��G60+$�58�#$-#��G&*#R&+�&#'�(**&G0�$�/�UVW 1�,�(T6�&#'�(*.69�6 (GMP) 
  3.2.1  �#U6'�(* +)#,/.Q;.7 ]#��&+'^"'�(* *"��G60+$�58�#$-#�� GMP ����#,.#��5&T&#U54� 
             +0G��7&.69/5+��&7 
  3.2.2  �#U67&+E&/�"&3&�*�&�)#,/.Q *"��G60+$�58�#$-#�� GMP ���]#��&+'^"'�(* 3&�)#,/.Q'^"'�(* 
  3.2.3  �#U6+E&7&3&�*�&�)#,/.Q1�"�1-��-##34 +)#,/.Q;.7 *"��G60+$�58�#$-#�� GMP  
             +�"� 3.2.1 1�, 3.2.2 
 3.3  G60+$�58�#$-#���&#*#�3�(/:#&,0W���]#��&+'^"'�(* (Certificate of Analysis ) *#��$-7&.69+E&G& 
  )#,��-�&#S(3&#U& 1�,/0#8�.69+E&5��/G89�;�"#$-�&#5$9�b8H� 
 3.4  *"��G60+$�58�#$-#���&#*#�3�(/:#&,0W 1�, -15��10���'�(*���5&#/:G6.69/)I+*$�7&5E&:$F 
  ���-#(%$.'^"'�(*7& 1�,-#(%$.'^"'�(*�$*P4�(- 

 /3.5  7&.69/5+�...  
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 3.5  7&.69/5+� *"��/)I+7&.69-#(%$./)I+'^"'�(*0#8�'^"1.+3E&0+�&7]�7*#� 
 3.6  ���*$��7�&�.69+E&G&)#,��-�&#S(3&#U&3,*"��/*JGK&!+,.69-##34 
 3.7  �&74���7& +�$+5��G�-��� *"��;G�+"�7���&.69�E&0+�;�" +�&#3$�0&1*��,:#$H� 0&�;G�;�"�E&0+� 
  �&74���7&;�" 3,*"��/)I+7&.69'�(*G&1�"�;G�/�(+ 1 )c  +�$+5����� 
 3.8  '^"�&7*"��#$-'(�!�-1��/)�697+7& +�#U6.69 ��"0G��&74  0"/)I+7&.69G6�&74�&# !"�&+7&��2H+/S89� 
  '�)#,]7!+W���'^")d�7 
4.  ) 2���#3#).
"�     *#�35�-*&G:4U�$�%U,/MS&, 1�,'��(/:#&,0W7& +�"� 3.3 , 3.4 
  

 ����##���#3#).
"����������	
��� 
�.
�� �. �"! ��. 

  (��!89�)  S.�.R(*(K̂G(  /�8H��E&+�7 '�.���.S-./)#,T&+�##G�&# 
                                ( R(*(K̂G(  /�8H��E&+�7 ) 

      (��!89�)  S.�.S(54.T(e  -4*#�&G�6    '�.�.S.S-./�##G�&# 
                            ( S(54.T(e  -4*#�&G�6 ) 

    (��!89�)  S.�.0F(� 54K$..&  /*JG-4F/�67#*(    )#,3E& S-. !��7#&!�&# #S.##.6/ 
                  ( 54K$..&  /*JG-4F/�67#*( )           �##G�&##��G3&�0+��7 !"    
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:4U�$�%U,/MS&,M-$-+6H�+4G$*( 0" !" 
*&G�+4G$*( 3�.S-.."&70+$�58� ���.S-. 
.69 �0 0446.13/151 �� 22 �.S.51 


