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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   !"#$%�&'�'$() *"+,� human immunodeficiency virus 1 (HIV-1) : ;!"# 
  $��<�%=;'(#'>*$?:?$@�$%A�+B>C 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  E$F��= #�;(%�;'AG'H%I H+� atazanavir sulfate 
  1.2.2  �>' H�'<J$����;'KF�G'L> !>�'$K% L'J(��FH$%,� 
 1.3  ���������	
���*'��#""�-��   *EM>;'JHENO� !"#$%=E$F?'> 
2.  ��#�##.�-������("      
 2.1  ;'=$$KP!>Q'">FER A>)? 
 2.2  S�'�=>Q'">F=$$KP(#��$F=P "+B�A'<%I?'�;' , �>' H�'<J$� , �%>U�)( , �%>L< �';P ,  
        *��?VBU�)( , *��?F*=V;>(G'$%=;' @�#�;�'�"% *K> 
 2.3  J==�'$=$$KPJ�F�>' =$$KP KF�G'L> !>�'$K% L'J(��FH$%,� 
 2.4  LV=L��(#��<VH�'<<%B>H�J�X�J$� Y#'<VKG'>�><'����' 1 LV=L�� KF(#��*EM>">) J�F�>' * V;��%> 
        *�#>*Z&?VB@<�*(X<LV=L�� 
3.  �+"�/��'0"&�'1     
 3.1  ;'?VB*A>�(#��<VL�%�['>@ #$%=�'$�\,>?F*=V;>(G'$%=;'*]+B�KG'L>�';!>E$F*?Z@?; ����$F?$�� 
        A'^'$_AP� ;�*�#>�$_V*EM>;'?VBU�)(('<*QA%"(G'$%= ?VB�$F?$��A'^'$_AP�$%=$�� 
 3.2  (#��<VL>%�A+�$%=$��<'($['>�'$U�)(('<L�%�*�_`a J�F�)^V�'$U�)(?VB V (GMP) 
  3.2.1  �$_VU�)(!>E$F*?Z@?; :$��'>UO#U�)( (#��<VL>%�A+�$%=$�� GMP ����$F?$��A'^'$_AP� 
            !>L<� ;'?VB*A>��'; 
  3.2.2  �$_V;'>G'*�#'K'�(�'�E$F*?Z (#��<VL>%�A+�$%=$�� GMP ���:$��'>UO#U�)( K'�E$F*?ZUO#U�)( 
  3.2.3  �$_V>G';'K'�(�'�E$F*?ZJ�#�J=��=$$KP!>E$F*?Z@?; (#��<VL>%�A+�$%=$�� GMP  
            !>�#� 3.2.1 J�F 3.2.2 
 3.3  <VL>%�A+�$%=$���'$($�K�)*H$'FLa���:$��'>UO#U�)( (Certificate of Analysis ) ($��%=;'?VB>G'<' 
  E$F��=�'$])K'$_' J�F/L$+�?VB>G'A��*<+B�@ #$%=�'$A%B�N+,� 
 3.4  (#��<VL>%�A+�$%=$���'$($�K�)*H$'FLa J�F!=JA �JL���U�)(���A'$*H<V?VB*EM>(%�;'AG'H%I 
  ���=$)&%?UO#U�)(;' J�F=$)&%?UO#U�)(�%(YP )= 

 /3.5  ;'?VB*A>�... 
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 3.5  ;'?VB*A>� (#��*EM>;'?VB=$)&%?*EM>UO#U�)(L$+�UO#J?>KG'L>�';: ;($� 
 3.6  ���(%��;�'�?VB>G'<'E$F��=�'$])K'$_'KF(#��*(X<Q'">F?VB=$$KP 
 3.7  �';P���;'!>�%>A��<�=��� (#��@<�>#�;���'?VB�G'L> @�#!>�'$K% L'J(��FH$%,� L'�@<�@ #�G'L>  
  �';P���;'@�# KF(#��*EM>;'?VBU�)(<'J�#�@<�*�)> 1 Ef !>�%>A����� 
 3.8  UO#�';(#��$%=U) "�=J��*E�VB;>;'!>�$_V?VB!��#L< �';P !L#*EM>;'?VB<V�';P�'$!"#�'>;'��\,>*]+B� 
  U�E$F:;">a���UO#Eg�; 
4.  ) 3���#4#).
"�     ($�KA�=('<HP_�%�&_F*S]'F J�FU��)*H$'FLa;'!>�#� 3.3 , 3.4 
  

 ����##���#4#).
"����������	
��� 
�.
�� �. �"! ��. 

  (��"+B�)  ].�.[)()QO<)  *�+,��G'>�;  U�.���.]=./E$F^'>�$$<�'$ 
                              ( [)()QO<)  *�+,��G'>�; ) 

        (��"+B�)  ].�.])AP?^)h  =P($�'< V    U�.�?].]=./�$$<�'$ 
                         ( ])AP?^)h  =P($�'< V ) 

 (��"+B�)  ].�.LI)� APQ%??'  *(X<=PI*�V;$()    E$FKG' ]=. "��;$'"�'$ $].$$.6/ 
                 ( APQ%??'  *(X<=PI*�V;$() )           �$$<�'$$��<K'�L>��;!"# 
                                                                     3 ^.H.2550 
 

     

 
 

         

 

 
 

HP_�%�&_F*S]'FS=%=>V,�>P<%()!L#!"# 
('<�>P<%() K�.]=.?#';L>%�A+� ���.]=. 
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