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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   ��� !"#$%&'!�()*+, ,-./01#23��4/&5*+0�2#67�����8�#092�67  
  ! ":':��;�<�;#6��2#67�����8�#098=$= 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  �#@��&5*+04/+0"!A"2/B 26� gadoxetic acid , disodium 
  1.2.2  3 "52+":'#�3��0"  -@�A"; 5( �"#-/5;"'4��@2#/H� 
 1.3  ���������	
���*'��#""�-��   ���  HA"0".=5�#"I-"��)6H�&##-J( �#@&��K#*�:.=5�3*"�!* ��6�55A" 
2.  ��#�##.�-������("      
 2.1  0"&##-J( L") @�M5! ,$ 
 2.2  .�"�& L") @&##-J4*��#@&J )67�!":/B$"�0" , 3 "52+":'#� , +/ N�,4 , +/ ;:5�"0J ,  
        ��3$=7N�,4 , ��3$@�&=0 4A"#/&0" O+*�0�"�)/5�-  
 2.3  '&&�"#&##-J'�@3 "5&##-J -@�A"; 5( �"#-/5;"'4��@2#/H� 
 2.4  ;=&;��4*��:=2+"::/7 2�'3<�'#� P*":=-A" + :"��+�" 1 ;=&;�� -@4*����� ) ,5'�@3 "5�5=0+�/  
        �+* �IQ$=7O:��4<:;=&;�� 
3.  �+"�/��'0"&�'1     
 3.1  0"$=7�! �4*��:=;�/�R" O5*#/&�"#3%H $@�&=0 4A"#/&0"�K67�-A"; �"0( �#@�$IO$0 3���#@$#+� 
        !"S"#T!J3 0��+* �#T=��� 0"$=7N�,44":�L!/)4A"#/& $=7�#@$#+�!"S"#T!J3#/&#�� 
 3.2  4*��:=; /�!6�#/&#��:"4#R" �"#N�,44":;�/���TU9 '�@+,S=�"#N�,4$=75= (GMP) 
  3.2.1  �#T=N�,4( �#@�$IO$0 1#��" NZ*N�,4 4*��:=; /�!6�#/&#�� GMP 3���#@$#+�!"S"#T!J3 
            ( ;:+50"$=7�! �3"0 
  3.2.2  �#T=0" A"�3*"-"�4�"��#@�$I 4*��:=; /�!6�#/&#�� GMP 3��1#��" NZ*N�,4 -"��#@�$INZ*N�,4 
  3.2.3  �#T= A"0"-"�4�"��#@�$I'�*+'&��&##-J( �#@�$IO$0 4*��:=; /�!6�#/&#�� GMP  
            ( 3*� 3.2.1 '�@ 3.2.2 
 3.3  :=; /�!6�#/&#���"#4#+-+,�2#"@;93��1#��" NZ*N�,4 (Certificate of Analysis ) 4#��/&0"$=7 A":" 
  �#@��&�"#K,-"#T" '�@/;#6�$=7 A"!���:67�O5*#/&�"#!/7�86H� 
 3.4  4*��:=; /�!6�#/&#���"#4#+-+,�2#"@;9 '�@(&'!5�';���N�,43��!"#�2:=$=7��� 4/+0"!A"2/B 
  3��&#,Q/$NZ*N�,40" '�@&#,Q/$NZ*N�,4+/4PJ5,& 

 /3.5  0"$=7�! �... 
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 3.5  0"$=7�! � 4*����� 0"$=7&#,Q/$��� NZ*N�,4;#6�NZ*'$ -A"; �"01504#� 
 3.6  3��4/+�0�"�$=7 A":"�#@��&�"#K,-"#T"-@4*���4<:L") @$=7&##-J 
 3.7  �"0J3��0"( +/ !��:�&3�� 4*��O:� *�0�+�"$=7�A"; 5O+*( �"#-/5;"'4��@2#/H� ;"�O:�O5*�A"; 5 
  �"0J3��0"O+* -@4*����� 0"$=7N�,4:"'�*+O:���,  1 �a ( +/ !��3�� 
 3.8  NZ*3"04*��#/&N,5)�&'�����=70 0"( �#T=$=7(��*;:5�"0J (;*��� 0"$=7:=�"0J�"#()*�" 0"+3%H �K67� 
  N��#@10) 93��NZ*�c+0 
4.  ) 3���#4#).
"�     4#+-!�&4":2JT�/�QT@�.K"@ '�@N�+,�2#"@;90"( 3*� 3.3 , 3.4 
  

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

  (��)67�)  K.�.R,4,LZ:,  ��6H��A" +0 N�.�+�.K&./�#@S" �##:�"# 
                                ( R,4,LZ:,  ��6H��A" +0 ) 

      (��)67�)  K.�.K,!J$S,d  &J4#�":5=    N�.�$K.K&./�##:�"# 
                            ( K,!J$S,d  &J4#�":5= ) 

    (��)67�)  K.�.;B,� !JL/$$"  �4<:&JB��=0#4,    �#@-A" K&. )�+0#")�"# #K.##.6/ 
                  ( !JL/$$"  �4<:&JB��=0#4, )           �##:�"##�+:-"�; �+0()*    
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