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1.  ���������	
���  

 1.1  ���������	
���+(��$+&,"�(   ������� !�"# �$�%&'�& , ) *+,-.-/0�+12 3456& (amenorrhea) , ) *+ 
  &:2 &-- �;%40�<% (hyperprolactinemia) 
 1.2  ���������	
���+(��"	��(!�   
  1.2.1  0�+�6?4�*@<�*@ '2 "�A "56 bromocriptine 
  1.2.2  B& 4"* -C�DB6D@  1+�2 E&4�&� �1�4E C<.F+"��:D 
 1.3  ���������	
���+(��$##�.��   30G&@ 3-H4�����?0�+I & 
2.  ��$�$$/�.������)#      
 2.1  @ ?��1J�&) �&+0K4'&%I 
 2.2  LF �?&) �&+?��1J<�6D�+?J �5M6' -�AI D@  , B& 4"* -C�D , *�&;F%< , *�&E-46 @J ,  
        3FBI/M;F%< , 3FBI+3?/@&<2 ��?@  ,*�6@. D��431& 
 2.3  C??� �?��1JCF+B& 4?��1J 1+�2 E&4�&� �1�4E C<.F+"��:D 
 2.4  E/?E.6<�6D-/"* --�M&"DCBHDC�D O� -/12 &*&- ��*.  1 E/?E.6 1+<�6D30G&�&%4CF+B& 434/@*��& 
        3*�&3P�I/M,-.3<H-E/?E.6 
3.   ,#�0��(1#'�(2     
 3.1  @ I/M3'&6<�6D-/EF��Q &,4���?� �BR:&I+3?/@&<2 ��?@ 3#5M612 E&. @�&0�+3IP,I@ B6D��+I�*D 
        ' S �T'JB @�3*�&��T/30G&@ I/M;F%<< -3)'��<2 ��? I/M��+I�*D' S �T'JB��?�6D 
 3.2  <�6D-/E&�D'56��?�6D- <�Q &� �;F%<< -EF��3�TU$ CF+*%S/� �;F%<I/M4/ (GMP) 
  3.2.1  ��T/;F%<�&0�+3IP,I@ !�DD &;Y�;F%< <�6D-/E&�D'56��?�6D GMP B6D��+I�*D' S �T'JB 
            �&E-*4@ I/M3'&6B @ 
  3.2.2  ��T/@ &2 3B� 1 �<. D0�+3IP <�6D-/E&�D'56��?�6D GMP B6D!�DD &;Y�;F%< 1 �0�+3IP;Y�;F%< 
  3.2.3  ��T/&2 @ 1 �<. D0�+3IPCF�*C?.D?��1J�&0�+3IP,I@ <�6D-/E&�D'56��?�6D GMP  
            �&B�6 3.2.1 CF+ 3.2.2 
 3.3  -/E&�D'56��?�6D� �<�*1*%3"� +E$B6D!�DD &;Y�;F%< (Certificate of Analysis ) <�D��?@ I/M&2 -  
  0�+�6?� �#%1 �T  CF+/E�56I/M&2 '.D3-5M6,4���?� �'�MD_5:6 
 3.4  <�6D-/E&�D'56��?�6D� �<�*1*%3"� +E$ CF+�?C'4DCEF.D;F%<B6D' �3"-/I/M30G&<�*@ '2 "�A 
  B6D?�%��I;Y�;F%<@  CF+?�%��I;Y�;F%<*�<OJ4%? 

 /3.5  @ I/M3'&6 ` 
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 3.5  @ I/M3'&6 <�6D30G&@ I/M?�%��I30G&;Y�;F%<E�56;Y�CI&12 E&. @!4@<�D 
 3.6  B6D<�*6@. DI/M&2 - 0�+�6?� �#%1 �T 1+<�6D3<H-) �&+I/M?��1J 
 3.7  6 @JB6D@ �&*�&'.D-6?B6D <�6D,-.&�6@�*. I/M�2 E&4,*��&� �1�4E C<.F+"��:D E �,-.,4��2 E&4 
  6 @JB6D@ ,*� 1+<�6D30G&@ I/M;F%<- CF�*,-.3�%& 1 0b �&*�&'.DB6D 
 3.8  ;Y�B @<�6D��?;%4�6?CF�30F/M@&@ �&��T/I/M��F�E-46 @J �E�30G&@ I/M-/6 @J� ����D &@ *BR:&3#5M6 
  ;F0�+!@�&$B6D;Y�0d*@ 
4.  *!4���$5$*/
#�     <�*1'6?< -"JTF���T+3L# + CF+;F*%3"� +E$@ �&B�6 3.3 , 3.4 
  

 ����$$���$5$*/
#����������	
��� 
�.
�� �.  #" ��. 

 (FD�5M6)  #.6.0�+'D"$  F�6-I6D  ;6.�*�.#?./0�+S &���-� �  
           ( 0�+'D"$  F�6-I6D ) 

 (FD�5M6)  #.6.0�/�   6&�&<+  ;6.�I#.#?./���-� � 
                ( 0�/�   6&�&<+ )          

 (FD�5M6)  #.6.EA%D 'J)�II   3<H-?JA3�/@�<% 0�+12  #?. �.*@� �� � �#.��.6/ 
               ( 'J)�II   3<H-?JA3�/@�<% )      ���-� ��.*-1 �E&.*@��� 
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< -6&J-�<% 1�.#?.I� @E&�D'56 �*�.#?. 
I/M �E 0446.13/675 FD 4 �.@.50 


