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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   !"#$%&'()�(��'��#)*$'+,�-.�/�) �)-0�)12� �)-!3�4��"�/(�)(!5$6#) 
  �����*7�.�)-�89:)�0;#%</(�'2� 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  %-.��:�#/(12/()3?)@2A @+� cisatracurium besylate 
  1.2.2  6')�@/)*7- 6� () 5.�?)�'�!'�)-52��)71��.@-2,  
 1.3  ���������	
���*'��#""�-��   $%&'()EF�%-)G5)�$"+,� !"#EF��-+��(�$6#)$3#'$�+�� 
2.  ��#�##.�-������("      
 2.1  ():--5H!'8)"'.%I�3'94 
 2.2  E�)�:'8)"'.:--5H1#� -.:H "+J�3)*2A4) () , 6')�@/)*7-  , /2'0�91 , /2'�*��)(H ,  
        $�64FJ0�91 , $�64.$:F('1?)-2:() L/#�(�) "2�$5' 
 2.3  7::�)-:--5H7�.6')�:--5H 5.�?)�'�!'�)-52��)71��.@-2,  
 2.4  �F:���1#� *F@/)**2J'@ 76M 7-  N#)*F5?)'/'*)��/�) 1 �F:��� 5.1#� $%&'"'9�7�.6')�$�F(/�2' 
        $/#'$GO4FJL*�$1M*�F:��� 
3.  �+"�/��'0"&�'1     
 3.1  ()4FJ$3'�1#� *F��2�P)'L�#-2:�)-6Q,'4.$:F('1?)-2:()$R+J�5?)�'�)(!'%-.$4GL4( 6� �-.4-/  
        3)S)-T3H6 (�$/#'�-TF$%&'()4FJ0�911)*$832"1?)-2: 4FJ�-.4-/ 3)S)-T3H6-2:-�  
 3.2  1#� *F�'2 3+�-2:-� *)1-P)'�)-0�911)*��2�$�TUV 7�./9SF�)-0�914FJ�F (GMP) 
  3.2.1  �-TF0�91!'%-.$4GL4( \-  )'0;#0�91 1#� *F�'2 3+�-2:-�  GMP 6� �-.4-/ 3)S)-T3H6 
            !'�*/�()4FJ$3'�6)( 
  3.2.2  �-TF()'?)$6#)5)�1�) %-.$4G 1#� *F�'2 3+�-2:-�  GMP 6� \-  )'0;#0�91 5)�%-.$4G0;#0�91 
  3.2.3  �-TF'?)()5)�1�) %-.$4G7�#/7:� :--5H!'%-.$4GL4( 1#� *F�'2 3+�-2:-�  GMP  
            !'6#� 3.2.1 7�. 3.2.2 
 3.3  *F�'2 3+�-2:-� �)-1-/5/9$@-).�V6� \-  )'0;#0�91 (Certificate of Analysis ) 1- �2:()4FJ'?)*) 
  %-.��:�)-R95)-T) 7�./�-+�4FJ'?)3� $*+J�L�#-2:�)-32J _+,� 
 3.4  1#� *F�'2 3+�-2:-� �)-1-/5/9$@-).�V 7�.!:73� 7��� 0�916� 3)-$@*F4FJ$%&'12/()3?)@2A 
  6� :-9O240;#0�91() 7�.:-9O240;#0�91/21NH�9: 

 
 /3.5  ()4FJ$3'�... 
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 3.5  ()4FJ$3'� 1#� $%&'()4FJ:-9O24$%&'0;#0�91�-+�0;#74'5?)�'�)(\�(1-  
 3.6  6� 12/�(�) 4FJ'?)*)%-.��:�)-R95)-T)5.1#� $1M*8)"'.4FJ:--5H 
 3.7  �)(H6� ()!'/2'3� *�:6�  1#� L*�'#�(�/�)4FJ�?)�'�L/#!'�)-52��)71��.@-2,  �)�L*�L�#�?)�'� 
  �)(H6� ()L/# 5.1#� $%&'()4FJ0�91*)7�#/L*�$�9' 1 %` !'/2'3� 6�  
 3.8  0;#6)(1#� -2:09�"�:7��$%�FJ('()!'�-TF4FJ!��#�*��)(H !�#$%&'()4FJ*F�)(H�)-!"# )'()/6Q,'$R+J� 
  0�%-.\("'V6� 0;#%</( 
4.  ) 3���#4#).
"�     1-/53�:1)*@HT�2�OT.$ER). 7�.0�/9$@-).�V()!'6#� 3.3 , 3.4 
  

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

  (� "+J�)  R.�.P9198;*9  $�+,��?)'/(  0�.�/�.R:./%-.S)'�--*�)- 
                              ( P9198;*9  $�+,��?)'/( ) 

        (� "+J�)  R.�.R93H4S9b  :H1- )*�F    0�.�4R.R:./�--*�)- 
                         ( R93H4S9b  :H1- )*�F ) 

 (� "+J�)  R.�.�A9  3H8244)  $1M*:HA$�F(-19    %-.5?) R:. "�/(-)"�)- -R.--.6/ 
                 ( 3H8244)  $1M*:HA$�F(-19 )           �--*�)--�/*5)��'�/(!"# 
                                                                     3 S.@.2550 
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