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1.  ���������	
��� 

 1.1  ���������	
���)&��")$* �&  %&'()�*+,+#-.#+/$)01�23456  789:/�5+/+(;.#<.=/$'#>�+(%&'>+ 
  ?$89>#:$' 
 1.2  ���������	
���)&�� 	��&��  
  1.2.1  B(-��<$'#>4)#>+5C+.)D .E� amlodipine besylate G�- valsartan  
  1.2.2  "0+$.#+/G( "� >+ I-�C+20$%0�+(I)$2+G4��-.()J                   
 1.3  ���������	
���)&��"!!�,�� ?BK0>+?/L$?.�E�<MN�O/ %&'()<B(-7+0 
2.  ��"�""-�,������'!      
 2.1  >+<((I=%0,+&0-BN$5037 
 2.2  P�+�<0,+&0-<((I=4'� (-<= &E9�5+/)D7+ >+ , "0+$.#+/G(  , #)0Q�34 , #)02/$�+>= ,  
        ?�"789Q�34 , ?�"7-?<8>04C+()<>+ :#'�>�+ &)$?I0 
 2.3  G<<�+(<((I=G�-"0+$<((I= I-�C+20$%0�+(I)$2+G4��-.()J  
 2.4  28<2��4'� /8.#+//)90. G"L G(  ;'+/8IC+0#0/+��#�+ 1 28<2�� I-4'� ?BK0&03$G�-"0+$?$8>#�)0 
        ?#'0?R*789:/�?4L/28<2�� 
3.  �*!�.��&/!%�&0     
 3.1  >+789?50�4'� /82�)�S+0:$'()<�+("TJ07-?<8>04C+()<>+?UE9�IC+20�+>%0B(-?7R:7> "� �(-7(#  
        5+V+(W5=" >�?#'0�(W8?BK0>+789Q�344+/?,5)&4C+()< 789�(-7(# 5+V+(W5="()<(�  
 3.2  4'� /820) 5E�()<(� /+4(S+0�+(Q�344+/2�)�?�WXO G�-#3V8�+(Q�34789$8 (GMP) 
  3.2.1  �(W8Q�34%0B(-?7R:7> 1(  +0Q6'Q�34 4'� /820) 5E�()<(�  GMP "� �(-7(# 5+V+(W5=" 
            %02/#$>+789?50�"+> 
  3.2.2  �(W8>+0C+?"'+I+�4�+ B(-?7R 4'� /820) 5E�()<(�  GMP "� 1(  +0Q6'Q�34 I+�B(-?7RQ6'Q�34 
  3.2.3  �(W80C+>+I+�4�+ B(-?7RG�'#G<� <((I=%0B(-?7R:7> 4'� /820) 5E�()<(�  GMP  
            %0"'� 3.2.1 G�- 3.2.2 
 3.3  /820) 5E�()<(� �+(4(#I#3?.(+-2O"� 1(  +0Q6'Q�34 (Certificate of Analysis ) 4( �)<>+7890C+/+ 
  B(-��<�+(U3I+(W+ G�-/2(E�7890C+5� ?/E9�:$'()<�+(5)9 bEJ� 
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 3.4  4'� /820) 5E�()<(� �+(4(#I#3?.(+-2O G�-%<G5$ G2�� Q�34"� 5+(?./8789?BK04)#>+5C+.)D 
  "� <(3*)7Q6'Q�34>+ G�-<(3*)7Q6'Q�34#)4;=$3< 
 3.5  >+789?50� 4'� ?BK0>+789<(3*)7?BK0Q6'Q�342(E�Q6'G70IC+20�+>1$>4(  
 3.6  "� 4)#�>�+ 7890C+/+B(-��<�+(U3I+(W+I-4'� ?4L/,+&0-789<((I= 
 3.7  �+>="� >+%0#)05� /�<"�  4'� :/�0'�>�#�+789�C+20$:#'%0�+(I)$2+G4��-.()J  2+�:/�:$'�C+20$ 
  �+>="� >+:#' I-4'� ?BK0>+789Q�34/+G�'#:/�?�30 1 Bc %0#)05� "�  
 3.8  Q6'"+>4'� ()<Q3$&�<G��?B�89>0>+%0�(W8789%��'2/$�+>= %2'?BK0>+789/8�+>=�+(%&' +0>+#"TJ0?UE9� 
  Q�B(-1>&0O"� Q6'Be#> 
4.  (�2���"3"(-�!�     4(#I5�<4+/.=W�)�*W-?PU+- G�-Q�#3?.(+-2O>+%0"'� 3.3 , 3.4 
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                (� &E9�)  U.�.S343,6/3  ?�EJ��C+0#>  Q�.�#�.U<./B(-V+0�((/�+( 
                                   ( S343,6/3  ?�EJ��C+0#> ) 

   (� &E9�)  U.�.U35=7V3f  <=4( +/ Q�.�7U.U<./�((/�+( 
                              ( U35=7V3f  <=4( +/$8 ) 

          (� &E9�)  U.�.2D3  5=,)77+  ?4L/<=D?�8>(43   B(-IC+ U<. &�#>(+&�+( (U.((.6 / 
         ( 5=,)77+  ?4L/<=D?�8>(43 )  �((/�+((�#/I+�20�#>%&' 
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