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1.  ���������	
���  

 1.1  ���������	
���)&��")$* �&   "#$%&�'( )(*+$",-�!&�.+/�0120�3 .456!7%�829$87  )(*+$",-�!&�.+/:(� 
  �(%;(7%&�+0 
 1.2  ���������	
���)&�� 	��&��   
  1.2.1  4%=�!/9$87>&87(+)(?&- ?@! mesalazine 
  1.2.2  BC(9?8(2�%�B!�>&87(:=�)(,C9"C�(%:&9,(�>� =?%&D� 
 1.3  ���������	
���)&��"!!�-��   .4EC7(.,CF/�8(%,C&�.G@1!",$!!�H�IJK.;G(=�01 
2.  ��"�"".�-������'!      
 2.1  7(/%%:L"CM(#C=4N9+CJ� 
 2.2  ; (�/CM(#C=/%%:L>$!�%=/L #@1!+(2&-�(�7( , BC(9?8(2�%� , 8&C3 J> , 8&C,29!(7L ,  
        . B�013 J> , . B�=./07C>)(%&/7( *8$!7�(�#&9.:C 
 2.3  �//�(%/%%:L� =BC(9/%%:L :=�)(,C9"C�(%:&9,(�>� =?%&D� 
 2.4  ,0/,�!>$!�20?8(22&1C?��BF��%� P$(20:)(C8C2(��8�( 1 ,0/,�! :=>$!�.4EC#CJ9� =BC(9.9078�&C 
        .8$C.Q'�01*2�.>F2,0/,�! 
3.  �*!�/��&0!%�&1     
 3.1  7(�01.+C!>$!�20, &�R(C*9$%&/�(%BSDC�=./07C>)(%&/7(.G@1!:)(,C�(7"C4%=.�Q*�7 B!��%=�%8� 
        +(I(%T+LB 7�.8$C�%T0.4EC7(�013 J>>(2.M+&#>)(%&/ �01�%=�%8�+(I(%T+LB%&/%!� 
 3.2  >$!�20,C&�+@!%&/%!�2(>%R(C�(%3 J>>(2, &�.�TUV � =8JI0�(%3 J>�0190 (GMP) 
  3.2.1  �%T03 J>"C4%=.�Q*�7 [%��(C3\$3 J> >$!�20,C&�+@!%&/%!� GMP B!��%=�%8�+(I(%T+LB 
            "C,2897(�01.+C!B(7 
  3.2.2  �%T07(C)(.B$(:(�>�(�4%=.�Q >$!�20,C&�+@!%&/%!� GMP B!�[%��(C3\$3 J> :(�4%=.�Q3\$3 J> 
  3.2.3  �%T0C)(7(:(�>�(�4%=.�Q� $8�/��/%%:L"C4%=.�Q*�7 >$!�20,C&�+@!%&/%!� GMP  
            "CB$! 3.2.1 � = 3.2.2 
 3.3  20,C&�+@!%&/%!��(%>%8:8J.?%(=,VB!�[%��(C3\$3 J> (Certificate of Analysis ) >%��&/7(�01C)(2( 
  4%=�!/�(%GJ:(%T( � =/,%@!�01C)(+��.2@1!*9$%&/�(%+&1�b@D! 
 3.4  >$!�20,C&�+@!%&/%!��(%>%8:8J.?%(=,V � ="/�+9��, ��3 J>B!�+(%.?20�01.4EC>&87(+)(?&- 
  B!�/%J'&�3\$3 J>7( � =/%J'&�3\$3 J>8&>PL9J/ 
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 3.5  7(�01.+C! >$!�.4EC7(�01/%J'&�.4EC3\$3 J>,%@!3\$��C:)(,C�(7[97>%� 
 3.6  B!�>&8!7�(��01C)(2(4%=�!/�(%GJ:(%T(:=>$!�.>F2M(#C=�01/%%:L 
 3.7  !(7LB!�7("C8&C+��2!/B!� >$!�*2�C$!7�8�(�01�)(,C9*8$"C�(%:&9,(�>� =?%&D� ,(�*2�*9$�)(,C9 
  !(7LB!�7(*8$ :=>$!�.4EC7(�013 J>2(� $8*2�.�JC 1 4c "C8&C+��B!� 
 3.8  3\$B(7>$!�%&/3J9#!/� �.4 017C7("C�%T0�01"� $,29!(7L ",$.4EC7(�0120!(7L�(%"#$�(C7(8BSDC.G@1! 
  3 4%=[7#CVB!�3\$4e87 
4.  (�3���"4"(.
!�     >%8:+!/>(2?LT &�'T=.;G(= � =3 8J.?%(=,V7("CB$! 3.3 , 3.4 
  

 ����""���"4"(.
!����������	
��� 
�.
�� �. �!  ��. 

  ( �#@1!)  G.!.RJ>JM\2J  .!@D!!)(C87  3!.�8�.G/./4%=I(C�%%2�(% 
                                ( RJ>JM\2J  .!@D!!)(C87 ) 

      ( �#@1!)  G.!.GJ+L�IJK  /L>%�(290    3!.��G.G/./�%%2�(% 
                            ( GJ+L�IJK  /L>%�(290 ) 

    ( �#@1!)  G.!.,-J� +LM&��(  .>F2/L-.�07%>J    4%=:)( G/. #�87%(#�(% %G.%%.6/ 
                          ( +LM&��(  .>F2/L-.�07%>J )           �%%2�(%%�82:(�,C�87"#$ 
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