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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   ����������� !�"�#$%�&'(�)*�+,�$-�&!����./�� ���.0/ 1%&1&2�/  
  %,!))34%0 105'(�)*�+,67 !�"�#$%�#$%+� "�8& "%9.%��:"%;"% , "409/=!"%08� , %5=!&62 1/94" %�: 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  )�5�%/���+ ��+�;?�4�@ 4#% tigecycline 
  1.2.2  �&��4��.1�-�%- ��+�B5�?�C&��&���B��C�1 8054��$- 
 1.3  ���������	
���*'��#""�.��   ")D&'-+�)��EB��"�#$%;6;�. ��� NSS C�#% D-5-W ")D& ��,?�050�+ 
  105 �%-"B#%B�-")D& 100 .0.�8%&C+�"���";�&"0#%��?����J 
2.  ��#�##/�.������("      
 2.1  +�/��BK�&L��&5)3�;&!, 
 2.2  M0��/&L��&5/��BK �%-�5/K �#7%;�.�@,�-+� , �&��4��.1�- , ��&'0!  , ��&C.�%�+K ,  
        "0�,67'0!  , "0�,5"/6+& ?���/+� N��%+8�-���"B& 
 2.3  1//���/��BK105�&��/��BK B5�?�C&��&���B��C�1 8054��$- 
 2.4  C6/C8% �%-.64��..�7&4-1�9-1�- P��.6B?�&�&.����8� 1 C6/C8% B5 �%-")D&�&!�105�&��"�6+���& 
        "��&"E�,67N.8" 9.C6/C8% 
3.  �+"�0��'1"&�'2     
 3.1  +�,67";&% �%-.6C0��Q�&N����/����R$&,5"/6+& ?���/+�"S#7%B?�C&8�+�&)�5",EN,+ �%-��5,��- 
        ;�T��U;K� +�"��&��U6")D&+�,67'0!  �."L;�� ?���/ ,67��5,��-;�T��U;K���/�%- 
 3.2   �%-.6C&�-;#%��/�%-.� �Q�&���'0!  �.C0��"�UV: 105�!T6���'0! ,67�6 (GMP) 
  3.2.1  ��U6'0! �&)�5",EN,+ 2�--�&'(�'0!   �%-.6C&�-;#%��/�%- GMP �%-��5,��-;�T��U;K� 
            �&C.��+�,67";&%��+ 
  3.2.2  ��U6+�&?�"���B�� 8�-)�5",E  �%-.6C&�-;#%��/�%- GMP �%-2�--�&'(�'0!  B��)�5",E'(�'0!  
  3.2.3  ��U6&?�+�B�� 8�-)�5",E10��1/8-/��BK�&)�5",EN,+  �%-.6C&�-;#%��/�%- GMP  
            �&��% 3.2.1 105 3.2.2 
 3.3  .6C&�-;#%��/�%-��� ��B�!"4��5C:�%-2�--�&'(�'0!  (Certificate of Analysis )  �-��/+�,67&?�.� 
  )�5�%/���S!B��U� 105/C�#%,67&?�;8-".#7%N����/���;�7-=#$% 
 3.4   �%-.6C&�-;#%��/�%-��� ��B�!"4��5C: 105�/1;�-1C08-'0! �%-;��"4.6,67")D& ��+�;?�4�@ 
  �%-/�!��,'(�'0! +� 105/�!��,'(�'0! �� PK�!/ 

 /3.5  +�,67";&%... 
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 3.5  +�,67";&%  �%-")D&+�,67/�!��,")D&'(�'0! C�#%'(�1,&B?�C&8�+2�+ �- 
 3.6  �%- ��%+8�-,67&?�.�)�5�%/���S!B��U�B5 �%-" 9.L��&5,67/��BK 
 3.7  %�+K�%-+��&��&;8-.%/�%-  �%-N.8&�%+��8�,67�?�C&�N���&���B��C�1 8054��$- C��N.8N���?�C&� 
  %�+K�%-+�N�� B5 �%-")D&+�,67'0! .�10��N.8"�!& 1 )e �&��&;8-�%- 
 3.8  '(���+ �%-��/'!��%/10�")067+&+��&��U6,67��0�C.�%�+K �C�")D&+�,67.6%�+K������-�&+���R$&"S#7% 
  '0)�52+�&:�%-'(�)*�+ 
4.  ) 3���#4#)/
"�      ��B;%/ �.4KU0���U5"MS�5 105'0�!"4��5C:+��&��% 3.3 , 3.4 
  

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

  (0-�#7%)  S.%.Q! !L(.!  "%#$%%?�&�+  '%.���.S/./)�5T�&���.��� 
                                ( Q! !L(.!  "%#$%%?�&�+ ) 

      (0-�#7%)  S.%.S!;K,T!g  /K �-�.�6    '%.�,S.S/./���.��� 
                            ( S!;K,T!g  /K �-�.�6 ) 

    (0-�#7%)  S.%.C@!- ;KL�,,�  " 9./K@"�6+� !    )�5B?� S/. �8�+������ �S.��.6/ 
                          ( ;KL�,,�  " 9./K@"�6+� ! )           ���.����8�.B��C&8�+��� 

6 S.+.2550 
         

 

 
 

 

         

 

 
 

4KU0���U5"MS�5M/�/&6$%&K.� !�C���� 
 �.%&K.� ! B�.S/.,��+C&�-;#% ���.S/. 
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