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 1.1  ���������	
���*'��#*%+!�'  ������ �!"#$�%&'(��)*#+�,��#-.#$�$/�"0' 2 )123�4��4�56�(�$78�9  
  Dipeptidyl Peptidase (DPP-4) 
 1.2  ���������	
���*'��!	��' �  
  1.2.1   �!)(���.4B�.4#CD#,�E ,&( sitagliptin phosphate                              
  1.2.2  F$#�,.#�G�6G1!�H G��F(64#  I!)D#-$��$)#�I��-#GB31!,��56  
 1.3  ���������	
���*'��#""�-��  � J$4#��� �!"#$�$/����� 
2.  ��#�##.�-������("      
 2.1  4#���I2�$K#�$! L�C$/" 
 2.2  M1#)�$K#�$!���I2B�(6�!�2 �&'(C#��E"#64# , F$#�,.#�G�6 , .�$O1/B , .�$-��(#42 ,  
        �1F"0'O1/B , �1F"!��04$BD#���4# 7.�(43#6����I$ 
 2.3  G��)#����I2G1!F$#����I2 I!)D#-$��$)#�I��-#GB31!,��56 
 2.4  -0�-3(B�(6�0,.#���'$,6GF�6G�6 Q�#�0ID#$.$�#)).3# 1 -0�-3( I!B�(6� J$�$/�G1!F$#���04.)�$ 
        �.�$�R*"0'7�3�B��-0�-3( 
3.  �+"�/��'0"&�'     
 3.1  4#"0'�C$(B�(6�0-1�)S#$7�����)#�FT5$"!��04$BD#���4#�%&'(ID#-$3#4�$ �!�"R7"4 F(6)�!"�.6 
        C#U#�VC2F 4)�.�$)�V0� J$4#"0'O1/BB#��KC��BD#��� "0')�!"�.6C#U#�VC2F����(6 
 3.2  B�(6�0-$�6C&(����(6�#B�S#$)#�O1/BB#�-1�)�)VW9 G1!./U0)#�O1/B"0'�0 (GMP) 
  3.2.1  )�V0O1/B�$ �!�"R7"4 +�66#$OH�O1/B B�(6�0-$�6C&(����(6 GMP F(6)�!"�.6C#U#�VC2F 
            �$-�.�4#"0'�C$(F#4 
  3.2.2  )�V04#$D#�F�#I#)B3#6 �!�"R B�(6�0-$�6C&(����(6 GMP F(6+�66#$OH�O1/B I#) �!�"ROH�O1/B 
  3.2.3  )�V0$D#4#I#)B3#6 �!�"RG1�.G�36���I2�$ �!�"R7"4 B�(6�0-$�6C&(����(6 GMP  
            �$F�( 3.2.1 G1! 3.2.2 
 3.3  �0-$�6C&(����(6)#�B�.I./�,�#!-9F(6+�66#$OH�O1/B (Certificate of Analysis ) B�6)��4#"0'$D#�# 
   �!)(�)#�%/I#�V# G1!/-�&("0'$D#C36��&'(7�����)#�C�'68&5( 
                                                                                                                                                

   /3.4  B�(6�0...... 



-2- 
277/51(%�.) 

 
 3.4  B�(6�0-$�6C&(����(6)#�B�.I./�,�#!-9 G1!��GC�6G-136O1/BF(6C#��,�0"0'� J$B�.4#CD#,�E 
  F(6��/*�"OH�O1/B4# G1!��/*�"OH�O1/B.�BQ2�/� 
 3.5  4#"0'�C$( B�(6� J$4#"0'��/*�"� J$OH�O1/B-�&(OH�G"$ID#-$3#4+�4B�6 
 3.6  F(6B�.(43#6"0'$D#�# �!)(�)#�%/I#�V#I!B�(6�B��K#�$!"0'���I2 
 3.7  (#42F(64#�$.�$C36�(�F(6 B�(67�3$�(4).3#"0')D#-$�7.��$)#�I��-#GB31!,��56 -#)7�37��)D#-$� 
  (#42F(64#7.� I!B�(6� J$4#"0'O1/B�#G1�.7�3�)/$ 1  ` �$.�$C36F(6 
 3.8  OH�F#4B�(6���O/��(�G1)� 10'4$4#�$)�V0"0'�)1�-��(#42 �-�� J$4#"0'�0(#42)#����6#$4#.FT5$�%&'( 
  O1 �!+4�$9F(6OH� b.4 
4.  ) 2���#3#).
"�     B�.IC(�B#�,2V1�)*V!�M%#! G1!O1./�,�#!-94#�$F�( 3.3 , 3.4 
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                  (16�&'()  %.(.S/B/KH�/  �(&5((D#$.4  O(.).).%�./ �!U#$)���)#� 
                                         ( S/B/KH�/  �(&5((D#$.4 ) 

                   (16�&'()  %.(.%/C2"U/c  �2B�6#��0   O(.)"%.%�./)���)#� 
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