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1.  ���������	
��� 

 1.1  ���������	
���*'��#*%+!�'  � !"#�$%&"'()%*�%+ +,�-./ 2 
 1.2  ���������	
���*'��!	��' � 

1.2.1  2"3��)�!�45#�4%67%'#8 '9� sitagliptin  phosphate  
1.2.2  �+%�'�%=>"����4% �+"?2�,6"3(free base) D3�7%*+��+�%"D#�*%>5��3'"#E�  

 1.3  ���������	
���*'��#""�-�� (2F+4%(=G�('�9�)HI�J= � !"#)2"3-%+ 
2.  ��#�##.�-������("      
 2.1  4%)""DK�+L% +32I�6+,- 
 2.2  M�%�)+L% +3)""DK5!��"3)K  9/�6%=#8-%�4% , �+%�'�%=>"� , �#+N�,5 , �#+*=��%4K ,  
        (��-./N�,5 , (��-3().4+57%"#)4% O�!�4�%� #�(D+ 
 2.3  >))�%")""DK>�3�+%�)""DK D3�7%*+��+�%"D#�*%>5��3'"#E� 
 2.4  *.)*��5!��=.'�%==#/+'�>�G�>"� Q!%=.D7%+�+=%����% 1 *.)*�� D35!��(2F+ +,�>�3�+%�(�.4��#+ 
        (�!+(R$-./O=�(5G=*.)*�� 
3.  �+"�/��'0"&�'1     
 3.1  4%-./(6+�5!��=.*�#�S%+O�!"#)�%"�TE+-3().4+57%"#)4%(U9/�D7%*+�%4�+2"3(-RO-4 ����"3-"�� 
        6%V%"W6K� 4�(�!+�"W.(2F+4%-./N�,55%=(L6# 57%"#) -./�"3-"��6%V%"W6K�"#)"�� 
 3.2  5!��=.*+#�69�"#)"��=%5"S%+�%"N�,55%=*�#�(�WXJ >�3�,V.�%"N�,5-./�. (GMP) 
  3.2.1  �"W.N�,5�+2"3(-RO-4 &"��%+N?!N�,5 5!��=.*+#�69�"#)"�� GMP ����"3-"��6%V%"W6K� 
            �+*=��4%-./(6+��%4 
  3.2.2  �"W.4%+7%(�!%D%�5�%�2"3(-R 5!��=.*+#�69�"#)"�� GMP ���&"��%+N?!N�,5 D%�2"3(-RN?!N�,5 
  3.2.3  �"W.+7%4%D%�5�%�2"3(-R>�!�>)��)""DK�+2"3(-RO-4 5!��=.*+#�69�"#)"�� GMP  
            �+�!� 3.2.1 >�3 3.2.2 
 3.3  =.*+#�69�"#)"���%"5"�D�,('"%3*J���&"��%+N?!N�,5 (Certificate of Analysis ) 5"��#)4%-./+7%=% 
  2"3��)�%"U,D%"W% >�3/*"9�-./+7%6��(=9/�O�!"#)�%"6#/�a9E� 
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 3.4  5!��=.*+#�69�"#)"���%"5"�D�,('"%3*J >�3�)>6��>*���N�,5���6%"('=.-./(2F+5#�4%67%'#8 
  ���)",$#-N?!N�,54% >�3)",$#-N?!N�,5�#5QK�,) 
 3.5  4%-./(6+� 5!��(2F+4%-./)",$#-(2F+N?!N�,5*"9�N?!>-+D7%*+�%4&�45"� 
 3.6  ���5#��4�%�-./+7%=%2"3��)�%"U,D%"W%D35!��(5G=L% +3-./)""DK 
 3.7  �%4K���4%�+�#+6��=�)��� 5!��O=�+!�4���%-./�7%*+�O�!�+�%"D#�*%>5��3'"#E� *%�O=�O�!�7%*+� 
  �%4K���4%O�! D35!��(2F+4%-./N�,5=%>�!�O=�(�,+ 1 2b �+�#+6����� 
 3.8  N?!�%45!��"#)N,� �)>��(2�./4+4%�+�"W.-./���!*=��%4K �*!(2F+4%-./=.�%4K�%"� !�%+4%��TE+(U9/� 
  N�2"3&4 +J���N?!2c�4 
4.  ) 3���#4#).�"�     5"�D6�)5%='KW�#�$W3(MU%3 >�3N��,('"%3*J4%�+�!� 3.3 , 3.4 
 

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

                 (�� 9/�)  U.�.S,5,L?=,  (�9E��7%+�4  N�.���.U)./2"3V%+�""=�%" 
                                   ( S,5,L?=,  (�9E��7%+�4 ) 

   (�� 9/�)  U.�.U,6K-V,d  )K5"�%= N�.�-U.U)./�""=�%" 
                              ( U,6K-V,d  )K5"�%=�. ) 

          (�� 9/�)  U.�.*8,� 6KL#--%  (5G=)K8(�.4"5,   2"3D7% U).  ��4"% �%" "U."".6 / 
         ( 6KL#--%  (5G=)K8(�.4"5, )  �""=�%""��=D%�*+��4� ! 
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'KW�#�$W3(MU%3M)#)+.E�+K=#5,�*!� ! 
5%=�+K=#5, D�.U).-!%4*+#�69� ���.U). 
-./ �* 0404.13/1433 �� 26 U.4.51 


