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1.  ���������	
��� 

 1.1  ���������	
���*'��#*%+!�'  !�"#$%&'(')*)+%,-.)'/�$01��+-234 5�60 7'%2'5�- (')*.##(8 
  59:0;+& �$)!7�"/5��)5#<=�#$4 
 1.2  ���������	
���*'��!	��' �  
  1.2.1  9#*%�@�")A-$)A'2B'.$C .<� hydralazine hydrochloride 
  1.2.2  E0'�.)'/F#4E�4A'  7*%B'�0�!0%'#7$��'F-6�*.#$=4  
 1.3  ���������	
���*'��#""�-�� 59:0A'G4F�"49#'H7'%5�<=� �*�'A�")A0=B'%�$I0 F�*57<�7'4�")A 
  0=B'5%�<� 0.9% %6�0�A�5E"'����5�<���B' 
2.  ��#�##.�-������("      
 2.1  A'@##7 !0('�0*9L�20+M 
 2.2  N�'%@0('�0*@##7 -"�4#*@  �<I�2'/$CM'4A' , E0'�.)'/F#4 , )$0G�+- , )$0�/��'A  ,  
        5�EMOIG�+- , 5�EM*5@OA0-B'#$@A' P)"�A6'4�$�570 
 2.3  F@@%'#@##7 F�*E0'�@##7  7*%B'�0�!0%'#7$��'F-6�*.#$=4 
 2.4  �O@�6�-"�4/O.)'//$I0.4FEQ4F#4 R"'/O7B'0)0/'%%)6' 1 �O@�6� 7*-"�459:0�0+�F�*E0'�5�OA)%$0 
        5)"05H&MOIP/65-Q/�O@�6� 
3.  �+"�/��'0"&�'1     
 3.1  A'MOI520�-"�4/O��$%S'0P�"#$@%'#ET=0M*5@OA0-B'#$@A'5;<I�7B'�06'A!09#*5MHPMA E�4%#*M#)4 
        2'U'#V2 E A%5)"0%#VO59:0A'MOIG�+--'/5(2$�-B'#$@ MOI%#*M#)42'U'#V2 E#$@#�4 
 3.2  -"�4/O�0$42<�#$@#�4/'-#S'0%'#G�+--'/��$%5%VW8 F�*)+UO%'#G�+-MOI�O (GMP) 
  3.2.1  %#VOG�+-!09#*5MHPMA 1#44'0G3"G�+- -"�4/O�0$42<�#$@#�4 GMP E�4%#*M#)42'U'#V2 E 
            !0�/)�A'MOI520�E'A 
  3.2.2  %#VOA'0B'5E"'7'%-6'49#*5MH -"�4/O�0$42<�#$@#�4 GMP E�41#44'0G3"G�+- 7'%9#*5MHG3"G�+- 
  3.2.3  %#VO0B'A'7'%-6'49#*5MHF�")F@64@##7 !09#*5MHPMA -"�4/O�0$42<�#$@#�4 GMP  
            !0E"� 3.2.1 F�* 3.2.2 
 3.3  /O�0$42<�#$@#�4%'#-#)7)+5.#'*�8E�41#44'0G3"G�+- (Certificate of Analysis ) -#4%$@A'MOI0B'/' 
  9#*%�@%'#;+7'#V' F�*/�#<�MOI0B'2645/<I�P�"#$@%'#2$I4b<=� 
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 3.4  -"�4/O�0$42<�#$@#�4%'#-#)7)+5.#'*�8 F�*!@F2�4F��64G�+-E�42'#5./OMOI59:0-$)A'2B'.$C 
  E�4@#+&$MG3"G�+-A' F�*@#+&$MG3"G�+-)$-R �+@ 
 3.5  A'MOI520� -"�459:0A'MOI@#+&$M59:0G3"G�+-�#<�G3"FM07B'�06'A1�A-#4 
 3.6  E�4-$)�A6'4MOI0B'/'9#*%�@%'#;+7'#V'7*-"�45-Q/('�0*MOI@##7  
 3.7  �'A E�4A'!0)$0264/�@E�4 -"�4P/60"�A%)6'MOI%B'�0�P)"!0%'#7$��'F-6�*.#$=4 �'%P/6P�"%B'�0� 
  �'A E�4A'P)" 7*-"�459:0A'MOIG�+-/'F�")P/65%+0 1 9c !0)$0264E�4 
 3.8  G3"E'A-"�4#$@G+���@F�%59�OIA0A'!0%#VOMOI!%�"�/��'A  !�"59:0A'MOI/O�'A %'#!�"4'0A')ET=05;<I� 
  G�9#*1A�08E�4G3"9e)A 
4.  ) 3���#4#).�"�     -#)72�@-'/. V�$%&V*5N;'* F�*G�)+5.#'*�8A'!0E"� 3.3 , 3.4 

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

    (�4�<I�)  ;.�.S+-+(3/+  5�<=��B'0)A  G�.%)%.;@./9#*U'0%##/%'# 
                                         ( S+-+(3/+  5�<=��B'0)A ) 

    (�4�<I�)  ;.�.;+2 MU+f  @ -#4'/ G�.%M;.;@./%##/%'# 
                                    ( ;+2 MU+f  @ -#4'/�O )  

     (�4�<I�)  ;.�.�C+4 2 ($MM'  5-Q/@ C5%OA#-+ 9#*7B' ;@. �6)A#'�%'# #;.##.6 / 
           ( 2 ($MM'  5-Q/@ C5%OA#-+ )   %##/%'##6)/7'%�06)A!�"     
                                                             21 2...2551  
 

      
         
 

. V�$%&V*5N;'*N@$@0O=�0 /$-+!�"!�" 
-'/�0 /$-+ 7%.;@.M"'A�0$42<� %)%.;@. 
MOI %� 0404.13/1097 �4 25 2...51 


