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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   � !"#�$%&'()*+,-(-+-)(*+$./0-++-)12�$ &3(4#'5�16(7-8#3 $ 68 9):12� 
  $ &3(4-;$�28<-7�0.6�8/8=>?.6�8>6-; )�@AB;5C8*.(*+$./ 9):D(�/�@0-+$ &3(=/:4#$)#7 9)12�$ &3( 
  �(;4-;$�28DE..-�?=>?+)�751(*+$./ $DF81!8 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  D)?+(/�!�71*�7-.I-:*J :&( sulbactam sodium , ampicillin sodium 
  1.2.2  �8-�:�-@=);=>?)KD=//�(;7-  0?+I-<8��8+-)0*�<-=16>?:)*3; 
 1.3  ���������	
���*'��#""�.��   $DF87-L.@4#'$DF8L;=<!;.I-<)*/>?>-7+6(8"#�4-;<>(�$>&(��I- 
  <)&("#�$�!-+>!-@$8&3( 
2.  ��#�##/�.������("      
 2.1  7-/))0M�8N- 8?DO�.824 
 2.2  ">-+/8N- 8?/))0M1!(;)?/M  &'(.-@*J4-;7- , �8-�:�-@=); , �*8L>21 , �*8<@�(-7M ,  
        $>�4#'L>21 , $>�4?$/#781I-)*/7- 5�!(76-; *�$08 
 2.3  =//+-)/))0M=>?�8-�/))0M 0?+I-<8��8+-)0*�<-=16>?:)*3; 
 2.4  <#/<6(1!(;@#:�-@@*'8:;=�Q;=); A!-@#0I-8�8@-++�6- 1 <#/<6( 0?1!(;$DF8 82�=>?�8-�$�#7�+*8 
        $�!8$R,4#'5@6$1Q@<#/<6( 
3.  �+"�0��'1"&�'2     
 3.1  7-4#'$.8(1!(;@#<>*+S-85�!)*/+-)�B384?$/#781I-)*/7-$%&'(0I-<86-7�8D)?$4R547 �(;+)?4)�; 
        .-T-)U.M� 7+$�!8+)U#$DF87-4#'L>211-@$N.* 1I-)*/ 4#'+)?4)�;.-T-)U.M�)*/)(; 
 3.2  1!(;@#<8*;.&()*/)(;@-1)S-8+-)L>211-@<>*+$+UVW =>?�2T#+-)L>214#'�# (GMP) 
  3.2.1  +)U#L>21�8D)?$4R547 9);;-8LK!L>21 1!(;@#<8*;.&()*/)(; GMP �(;+)?4)�;.-T-)U.M� 
            �8<@��7-4#'$.8(�-7 
  3.2.2  +)U#7-8I-$�!-0-+16-;D)?$4R 1!(;@#<8*;.&()*/)(; GMP �(;9);;-8LK!L>21 0-+D)?$4RLK!L>21 
  3.2.3  +)U#8I-7-0-+16-;D)?$4R=>!�=/6;/))0M�8D)?$4R547 1!(;@#<8*;.&()*/)(; GMP  
            �8�!( 3.2.1 =>? 3.2.2 
 3.3  @#<8*;.&()*/)(;+-)1)�0�2$:)-?<W�(;9);;-8LK!L>21 (Certificate of Analysis ) 1);+*/7-4#'8I-@- 
  D)?+(/+-)%20-)U- =>?/<)&(4#'8I-.6;$@&'(5�!)*/+-).*';C&3( 
 3.4  1!(;@#<8*;.&()*/)(;+-)1)�0�2$:)-?<W =>?�/=.�;=<>6;L>21�(;.-)$:@#4#'$DF81*�7-.I-:*J 
  �(;/)2,*4LK!L>217- =>?/)2,*4LK!L>21�*1AM�2/ 
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 3.5  7-4#'$.8( 1!(;$DF87-4#'/)2,*4$DF8LK!L>21<)&(LK!=480I-<86-79�71); 
 3.6  �(;1*�(76-;4#'8I-@-D)?+(/+-)%20-)U-0?1!(;$1Q@N- 8?4#'/))0M 
 3.7  (-7M�(;7-�8�*8.6;@(/�(; 1!(;5@68!(7+�6-4#'+I-<8�5�!�8+-)0*�<-=16>?:)*3; <-+5@65�!+I-<8� 
  (-7M�(;7-5�! 0?1!(;$DF87-4#'L>21@-=>!�5@6$+28 1 Dc �8�*8.6;�(; 
 3.8  LK!�-71!(;)*/L2� (/=>+$D>#'787-�8+)U#4#'�+>!<@�(-7M �<!$DF87-4#'@#(-7M+-)� !;-87-��B38$%&'( 
  L>D)?97 8W�(;LK!De�7 
4.  ) 4���#5#)/
"�     1)�0.(/1-@:MU>*+,U?$"%-? =>?L>�2$:)-?<W7-�8�!( 3.3 , 3.4 
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  (>; &'()  %.(.S212NK@2  $(&3((I-8�7 L(.+�+.%/./D)?T-8+))@+-) 
                                ( S212NK@2  $(&3((I-8�7 ) 

      (>; &'()  %.(.%2.M4T2f  /M1);-@�#    L(.+4%.%/./+))@+-) 
                            ( %2.M4T2f  /M1);-@�# ) 

     (>; &'()  %.1.<J2; R2)2%)  $(+.+M>+>!-    $N.* +) )%.(.D.)/+))@+-))6�@0-+<86�7� ! 
                          ( R2)2%)  $(+.+M>+>!- )    
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