
 ���������	
��� 
�.
�� �. ��� 132/51(��.) 

 ����	��
 �!"���#�$ 6505-XX-247-2195  
 %&�"
 �!"���#�$   Ampicillin and Sulbactam Injection 
 �'()�'�� ��� 
 
1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'    !"#$%&'(#)*+�,!-./*0'12345�-./*0/6',788+9+:+8 ,!08 *+�,!-./ 83'1,�+8 
  ;'6 < 3'1,�+8=>??'�@ 3'1,�+8/';'# 3'18#4,�! A+�;8$1 B:@(#)*+�*0/3'1,7C?$D7$8EF 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  =#@%/H�"�6*$�6'?I')$J )-/ ampicillin sodium B:@ sulbactam sodium 
  1.2.2  �8'�)�'DB#1�/16' <@%I';8� 8%'#<$�;'B*0:@)#$.1 
 1.3  ���������	
���*'��#""�,��   ,=L86'A1B;"1=#'C<'%,!-./ *"/1:@:'68.I'%:$58%0/8 !"M4�,�"',?"8 
  ,:-/��I';#-/,�"'%:"'D 
2.  ��#�##-�,������("      
 2.1  6'H##<N 8O'!8@=P�?8+3 
 2.2  M:'%H8O'!8@H##<N*"/1#@HN !-5/?'D$J3'16' , �8'�)�'DB#1 , �$8A:+* , �$8;D�/'6N ,  
        ,:�345A:+* , ,:�3@,H468*I'#$H6' R�"/60'1!$�,<8 
 2.3  BHH%'#H##<NB:@�8'�H##<N <@%I';8� 8%'#<$�;'B*0:@)#$.1 
 2.4  ;4H;0/*"/1D4)�'DD$58)1B�T1B#1 U"'D4<I'8�8D'%%�0' 1 ;4H;0/ <@*"/1,=L8!8+�B:@�8'�,�46�%$8 
        ,�"8,C&345RD0,*TD;4H;0/ 
3.  �+"�.��'/"&�'0     
 3.1  6'345,?8/*"/1D4;:$%V'8R�"#$H%'#�W.83@,H468*I'#$H6',7-5/<I';80'6 8=#@,3CR36 �/1%#@3#�1 
        ?'E'#X?N� 6%,�"8%#X4,=L86'345A:+**'D,O?$!*I'#$H 345%#@3#�1?'E'#X?N�#$H#/1 
 3.2  *"/1D4;8$1?-/#$H#/1D'*#V'8%'#A:+**'D;:$%,%XYF B:@�+E4%'#A:+*345�4 (GMP) 
  3.2.1  %#X4A:+* 8=#@,3CR36 (#11'8A_"A:+* *"/1D4;8$1?-/#$H#/1 GMP �/1%#@3#�1?'E'#X?N� 
             8;D��6'345,?8/�'6 
  3.2.2  %#X46'8I',�"'<'%*0'1=#@,3C *"/1D4;8$1?-/#$H#/1 GMP �/1(#11'8A_"A:+* <'%=#@,3CA_"A:+* 
  3.2.3  %#X48I'6'<'%*0'1=#@,3CB:"�BH01H##<N 8=#@,3CR36 *"/1D4;8$1?-/#$H#/1 GMP  
             8�"/ 3.2.1 B:@ 3.2.2 
 3.3  D4;8$1?-/#$H#/1%'#*#�<�+,)#'@;F�/1(#11'8A_"A:+* (Certificate of Analysis ) *#1%$H6'3458I'D' 
  =#@%/H%'#7+<'#X' B:@/;#-/3458I'?01,D-5/R�"#$H%'#?$519-./ 

 
 /3.4  *"/1D4... 
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 3.4  *"/1D4;8$1?-/#$H#/1%'#*#�<�+,)#'@;F B:@ HB?�1B;:01A:+*�/1?'#,)D4345,=L8*$�6'?I')$J 
  �/1H#+&$3A_"A:+*6' B:@H#+&$3A_"A:+*�$*UN�+H 
 3.5  6'345,?8/ *"/1,=L86'345H#+&$3,=L8A_"A:+*;#-/A_"B38<I';80'6(�6*#1 
 3.6  �/1*$�/60'13458I'D'=#@%/H%'#7+<'#X'<@*"/1,*TDO'!8@345H##<N 
 3.7  /'6N�/16' 8�$8?01D/H�/1 *"/1RD08"/6%�0'345%I';8�R�" 8%'#<$�;'B*0:@)#$.1 ;'%RD0R�"%I';8� 
  /'6N�/16'R�" <@*"/1,=L86'345A:+*D'B:"�RD0,%+8 1 =e  8�$8?01�/1 
 3.8  A_"�'6*"/1#$HA+�!/HB:%,=:45686' 8%#X4345 %:";D�/'6N  ;",=L86'345D4/'6N%'# !"1'86'��W.8,7-5/ 
  A:=#@(6!8F�/1A_"=g�6 
4.  ) 2���#3#)-
"�     *#�<?/H*'D)NX:$%&X@,M7'@ B:@A:�+,)#'@;F6' 8�"/ 3.3 , 3.4 
  

 ����##���#3#)-
"����������	
��� 
�.
�� �. �"! ��. 

  (:1!-5/)  7./.V+*+O_D+  ,/-.//I'8�6  A/.%�%.7H./=#@E'8%##D%'# 
                                ( V+*+O_D+  ,/-.//I'8�6 ) 

      (:1!-5/)  7./.7+?N3E+h  HN*#1'D�4    A/.%37.7H./%##D%'# 
                            ( 7+?N3E+h  HN*#1'D�4 ) 

    (:1!-5/)  7./.;J+1 ?NO$33'  ,*TDHNJ,%46#*+    =#@<I' 7H. !0�6#'!%'# #7.##.6/ 
                          ( ?NO$33'  ,*TDHNJ,%46#*+ )           %##D%'##0�D<'%;80�6 !" 
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)NX:$%&X@,M7'@MH$H84./8ND$*+ ;" !" 
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