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1.  ���������	
���  

 1.1  ���������	
���+(��$+&,"�(   �� !"�#$�$�$!%&�'�(�"�)*+,���� $-)./0� �!(�1� '�(���$�$! 
  %&���"��$!2�$3"� 
 1.2  ���������	
���+(��"	��(!�   
  1.2.1  %!(��+� &63"&6$*7$8"9 8/� diclofenac sodium 
  1.2.2  ,.$�8&$-'!�,��6$  >(�7$�.��.�$!>"��$'3��(8!"0� 
 1.3  ���������	
���+(��$##�-��   )%?.6$%!$@>$�)�/0� �� AB�), $�� $- 
2.  ��$�$$.�-������)#      
 2.1  6$+!!>C�.D$�.(%E�*.FG 
 2.2  A�$�+.D$�.(+!!>C3 ��!(+C �/H�*$-"9G$�6$ , ,.$�8&$-'!� , &".2�F3 , &".�-��$6C ,  
        )�,GBH2�F3 , )�,G()+B6.37$!"+6$ J& �6�$��"�)>. 
 2.3  '++�$!+!!>C'�(,.$�+!!>C >(�7$�.��.�$!>"��$'3��(8!"0� 
 2.4  �B+���3 ��-B8&$--"H.8�',L�'!� M $-B>7$.&.-$��&�$ 1 �B+��� >(3 ��)%?.�.F�'�(,.$�)�B6&�". 
        )& .)@#GBHJ-�)3L-�B+��� 
3.   ,#�/��(0#'�(1     
 3.1  6$GBH)*.�3 ��-B��"�N$.J� !"+�$!,O0.G()+B6.37$!"+6$)P/H�>7$�.�$6�.%!()G@JG6 ,���!(G!&� 
        *$Q$!R*C, 6�)& .�!RB)%?.6$GBH2�F33$-)D*"�37$!"+ GBH�!(G!&�*$Q$!R*C,!"+!�� 
 3.2  3 ��-B�."�*/�!"+!��-$3!N$.�$!2�F33$-��"�)�RST '�(&FQB�$!2�F3GBH�B (GMP) 
  3.2.1  �!RB2�F3�.%!()G@JG6 Z!��$.21 2�F3 3 ��-B�."�*/�!"+!�� GMP ,���!(G!&�*$Q$!R*C, 
            �.�-&�6$GBH)*.�,$6 
  3.2.2  �!RB6$.7$), $>$�3�$�%!()G@ 3 ��-B�."�*/�!"+!�� GMP ,��Z!��$.21 2�F3 >$�%!()G@21 2�F3 
  3.2.3  �!RB.7$6$>$�3�$�%!()G@'� &'+��+!!>C�.%!()G@JG6 3 ��-B�."�*/�!"+!�� GMP  
            �., � 3.2.1 '�( 3.2.2 
 3.3  -B�."�*/�!"+!���$!3!&>&F)8!$(�T,��Z!��$.21 2�F3 (Certificate of Analysis ) 3!��"+6$GBH.7$-$ 
  %!(��+�$!PF>$!R$ '�(/�!/�GBH.7$*��)-/H�J� !"+�$!*"H�_/0� 
 3.4  3 ��-B�."�*/�!"+!���$!3!&>&F)8!$(�T '�(�+'*��'����2�F3,��*$!)8-BGBH)%?.3"&6$*7$8"9 
  ,��+!F#"G21 2�F36$ '�(+!F#"G21 2�F3&"3MC�F+ 

 /3.5  6$GBH)*.�...  
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 3.5  6$GBH)*.� 3 ��)%?.6$GBH+!F#"G)%?.21 2�F3�!/�21 'G.>7$�.�$6Z�63!� 
 3.6  ,��3"&�6�$�GBH.7$-$%!(��+�$!PF>$!R$>(3 ��)3L-D$�.(GBH+!!>C 
 3.7  �$6C,��6$�.&".*��-�+,�� 3 ��J-�. �6�&�$GBH�7$�.�J& �.�$!>"��$'3��(8!"0� �$�J-�J� �7$�.� 
  �$6C,��6$J&  >(3 ��)%?.6$GBH2�F3-$'� &J-�)�F. 1 %` �.&".*��,�� 
 3.8  21 ,$63 ��!"+2F���+'��)%�BH6.6$�.�!RBGBH��� �-��$6C �� )%?.6$GBH-B�$6C�$!�� �$.6$&,O0.)P/H� 
  2�%!(Z6�.T,��21 %b&6 
4.  *!2���$3$*.
#�     3!&>*�+3$-8CR�"�#R()AP$( '�(2�&F)8!$(�T6$�., � 3.3 , 3.4 
  

 ����$$���$3$*.
#����������	
��� 
�.
�� �.  #" ��. 

  (���/H�)  P.�.NF3FD1-F  )�/0��7$.&6 2�.�&�.P+./%!(Q$.�!!-�$! 
                                ( NF3FD1-F  )�/0��7$.&6 ) 

      (���/H�)  P.�.PF*CGQFc  +C3!�$-�B    2�.�GP.P+./�!!-�$! 
                            ( PF*CGQFc  +C3!�$-�B ) 

    (���/H�)  P.�.�9F� *CD"GG$  )3L-+C9)�B6!3F    %!(>7$ P+. ��&6!$��$! !P.!!.6/ 
                  ( *CD"GG$  )3L-+C9)�B6!3F )           �!!-�$!!�&->$��.�&6��     

12 �.P.2551 
 

 

 

             
       

8CR�"�#R()AP$(A+"+.B0�.C-"3F�� ��  
3$-�.C-"3F >�.P+.G $6�."�*/� �&�.P+. 
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