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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   � !"#$%&'"()!**#$�+, (�$.&/0) /23�$4�5&$$"�67"4(+78 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  :";$*,�!<6=#<6&+>&(#? (@* sulfinpyrazone 
  1.2.2  )B&�(<&�C"8)*8=#<6&5;$>&DB��B$&"5#�D&C=EF;("#G8 
 1.3  ���������	
���*'��#""�.��   �:HB6&����� !"#,:";/&B 
2.  ��#�##/�.������("      
 2.1  6&,""5I�BJ& B;:K�+B4/ 
 2.2  LF&$,BJ& B;,""5I=!*8";,I  @3*+&�#?/&86& , )B&�(<&�C"8 , <#BNF4= , <#BD��*&6I ,  
        �F)/23NF4= , �F)/;�,26B=>&"#,6& O<!*6E&8 #��5B 
 2.3  C,,$&",""5ICF;)B&�,""5I 5;$>&DB��B$&"5#�D&C=EF;("#G8 
 2.4  D2,DE*=!*8�2(<&��#3B(8C)�8C"8 Q!&�25>&B<B�&$$<E& 1 D2,DE* 5;=!*8�:HB B4�CF;)B&���26<$#B 
        �<!B�R%/23O�E�=��D2,DE* 
3.  �+"�0��'1"&�'2     
 3.1  6&/23�+B*=!*8�2DF#$S&BO�!"#,$&")TGB/;�,26B=>&"#,6&�U@3*5>&DBE&6�B:";�/RO/6 )*8$";/"<8 
        +&V&"W+I) 6$�<!B$"W2�:HB6&/23NF4==&��J+# =>&"#, /23$";/"<8+&V&"W+I)"#,"*8 
 3.2  =!*8�2DB#8+@*"#,"*8�&="S&B$&"NF4==&�DF#$�$WX0 CF;<4V2$&"NF4=/23�2 (GMP) 
  3.2.1  $"W2NF4=�B:";�/RO/6 '"88&BN7!NF4= =!*8�2DB#8+@*"#,"*8 GMP )*8$";/"<8+&V&"W+I) 
            �BD�<�6&/23�+B*)&6 
  3.2.2  $"W26&B>&�)!&5&$=E&8:";�/R =!*8�2DB#8+@*"#,"*8 GMP )*8'"88&BN7!NF4= 5&$:";�/RN7!NF4= 
  3.2.3  $"W2B>&6&5&$=E&8:";�/RCF!<C,E8,""5I�B:";�/RO/6 =!*8�2DB#8+@*"#,"*8 GMP  
            �B)!* 3.2.1 CF; 3.2.2 
 3.3  �2DB#8+@*"#,"*8$&"="<5<4�("&;D0)*8'"88&BN7!NF4= (Certificate of Analysis ) ="8$#,6&/23B>&�& 
  :";$*,$&"U45&"W& CF;/D"@*/23B>&+E8��@3*O�!"#,$&"+#38`@G* 
 3.4  =!*8�2DB#8+@*"#,"*8$&"="<5<4�("&;D0 CF;�,C+�8CDFE8NF4=)*8+&"�(�2/23�:HB=#<6&+>&(#? 
  )*8,"4%#/N7!NF4=6& CF;,"4%#/N7!NF4=<#=QI�4, 

 
 

 /3.5  6&/23�+B*... 
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 3.5  6&/23�+B* =!*8�:HB6&/23,"4%#/�:HBN7!NF4=D"@*N7!C/B5>&DBE&6'�6="8 
 3.6  )*8=#<*6E&8/23B>&�&:";$*,$&"U45&"W&5;=!*8�=��J& B;/23,""5I 
 3.7  *&6I)*86&�B<#B+E8�*,)*8 =!*8O�EB!*6$<E&/23$>&DB�O<!�B$&"5#�D&C=EF;("#G8 D&$O�EO�!$>&DB� 
  *&6I)*86&O<! 5;=!*8�:HB6&/23NF4=�&CF!<O�E�$4B 1 :a �B<#B+E8)*8 
 3.8  N7!)&6=!*8"#,N4� *,CF$�:F236B6&�B$"W2/23�$F!D��*&6I �D!�:HB6&/23�2*&6I$&"� !8&B6&<)TGB�U@3* 
  NF:";'6 B0)*8N7!:c<6 
4.  ) 3���#4#)/
"�     ="<5+*,=&�(IWF#$%W;�LU&; CF;NF<4�("&;D06&�B)!* 3.3 , 3.4 
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  (F8 @3*)  U.*.S4=4J7�4  �*@G**>&B<6  N*.$<$.U,./:";V&B$""�$&" 
                                ( S4=4J7�4  �*@G**>&B<6 ) 

      (F8 @3*)  U.*.U4+I/V4d  ,I="8&��2    N*.$/U.U,./$""�$&" 
                            ( U4+I/V4d  ,I="8&��2 ) 

    (F8 @3*)  U.*.D?48 +IJ#//&  �=��,I?�$26"=4    :";5>& U,.  E<6"& $&" "U."".6/ 
                          ( +IJ#//&  �=��,I?�$26"=4 )           $""�$&""E<�5&$DBE<6� ! 
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