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 1.1  ���������	
���*'��#*%+!�'   ���� !"#!#�$%���&'() '*!� �+,!-./!� �.+�0)#*��%01#2�3 )#*��%0 
  4566#,/ )#*��%0(#1#� 7%,10 *-./�0&'(�2&8((9(0 !#�$%���&'(�0.:!$#-./�9(*1: 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  4�/!(+��,2$ ,2#6=#> ? >&( ofloxacin 
  1.2.2  @0#�>,#�-�*@(*2# 3/!=#10��0!#�3 �1#-$9./>� '* 
 1.3  ���������	
���*'��#""�.��   �4A02#�����>.&(+BC.D����� +4�/)#0 
2.  ��#�##/�.������("      
 2.1  2#+��3E�0F#�0/4C�60%) 
 2.2  G.#!+0F#�0/+��3E$�(*�/+E �&8(6#� ?)#*2# , @0#�>,#�-�* , , 07.%$ , , 01��(#2E ,  
        �.@)I87.%$ , �.@)/�+I20$=#� +2# J,�(29#*� ��30 
 2.3  -++!#�+��3E-./@0#�+��3E 3/!=#10��0!#�3 �1#-$9./>� '* 
 2.4  1I+19($�(*�I>,#�� 80>*-@�*-�* K�#�I3=#0,0�#!!,9# 1 1I+19( 3/$�(*�4A0�0%�-./@0#���I2,! 0 
        �,�0�L")I8J�9�$��1I+19( 
3.  �+"�0��'1"&�'2     
 3.1  2#)I8�60($�(*�I1. !M#0J��� +!#�@N'0)/�+I20$=#� +2#�O&8(3=#109#2�04�/�)LJ)2 @(*!�/)�,* 
        6#P#�Q6E@ 2!�,�0!�QI�4A02#)I87.%$$#��F6 �$=#� + )I8!�/)�,*6#P#�Q6E@� +�(* 
 3.2  $�(*�I10 *6&(� +�(*�#$�M#0!#�7.%$$#�1. !�!QRD -./,%PI!#�7.%$)I8�I (GMP) 
  3.2.1  !�QI7.%$�04�/�)LJ)2 X�**#07:�7.%$ $�(*�I10 *6&(� +�(* GMP @(*!�/)�,*6#P#�Q6E@ 
            �01�,�2#)I8�60(@#2 
  3.2.2  !�QI2#0=#�@�#3#!$9#*4�/�)L $�(*�I10 *6&(� +�(* GMP @(*X�**#07:�7.%$ 3#!4�/�)L7:�7.%$ 
  3.2.3  !�QI0=#2#3#!$9#*4�/�)L-.�,-+9*+��3E�04�/�)LJ)2 $�(*�I10 *6&(� +�(* GMP  
            �0@�( 3.2.1 -./ 3.2.2 
 3.3  �I10 *6&(� +�(*!#�$�,3,%�>�#/1D@(*X�**#07:�7.%$ (Certificate of Analysis ) $�*! +2#)I80=#�# 
  4�/!(+!#�O%3#�Q# -.//1�&()I80=#69*��&8(J��� +!#�6 8*_&'( 
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 3.4  $�(*�I10 *6&(� +�(*!#�$�,3,%�>�#/1D -./�+-6�*-1.9*7.%$@(*6#��>�I)I8�4A0$ ,2#6=#> ? 
  @(*+�%" )7:�7.%$2# -./+�%" )7:�7.%$, $KE�%+ 
 3.5  2#)I8�60( $�(*�4A02#)I8+�%" )�4A07:�7.%$1�&(7:�-)03=#109#2X�2$�* 
 3.6  @(*$ ,(29#*)I80=#�#4�/!(+!#�O%3#�Q#3/$�(*�$��F#�0/)I8+��3E 
 3.7  (#2E@(*2#�0, 069*�(+@(* $�(*J�90�(2!,9#)I8!=#10�J,��0!#�3 �1#-$9./>� '* 1#!J�9J��!=#10� 
  (#2E@(*2#J,� 3/$�(*�4A02#)I87.%$�#-.�,J�9�!%0 1 4` �0, 069*@(* 
 3.8  7:�@#2$�(*� +7%��(+-.!�4.I8202#�0!�QI)I8�!.�1��(#2E �1��4A02#)I8�I(#2E!#����*#02#,@N'0�O&8( 
  7.4�/X2�0D@(*7:�4b,2 
4.  ) 3���#4#)/
"�     $�,36(+$#�>EQ. !"Q/�GO#/ -./7.,%�>�#/1D2#�0@�( 3.3 , 3.4 
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  (.*�&8()  O.(.M%$%F:�%  �(&'((=#0,2  7(.!,!.O+./4�/P#0!���!#� 
                                ( M%$%F:�%  �(&'((=#0,2 ) 

      (.*�&8()  O.(.O%6E)P%c  +E$�*#��I    7(.!)O.O+./!���!#� 
                            ( O%6E)P%c  +E$�*#��I ) 

    (.*�&8()  O.(.1?%* 6EF ))#  �$��+E?�!I2�$%    4�/3=# O+. �9,2�#�!#� �O.��.6/ 
                          ( 6EF ))#  �$��+E?�!I2�$% )           !���!#��9,�3#!109,2��� 
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>EQ. !"Q/�GO#/G+ +0I'(0E� $%�1���� 
$#�(0E� $% 3!.O+.)�#210 *6&( !,!.O+. 
)I8 !1 0446.13/888 .* 12 O.2.50 


