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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   !"#$%&'&()&�*+,�&*-�&.+�/�0*0 +,�&�&*"1� 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  "*0��,�41%.+1%&()&5+6 57� levobupivacaine hydrochloride 
  1.2.2  =$&�51&>/* =� %& ?0�)&�$�@$�&*?+��&/.��05*+A  
 1.3  ���������	
���*'��#""�.��   !"#$$A)&%&"*&B?&�!'7A� @'4CD�!CE&0FDG �*7�CD�!=4&H=(+$��+  
2.  ��#�##/�.������("      
 2.1  %&,**?I@$J&'$0"K�($LF 
 2.2  C�&�,$J&'$0,**?I.4� *0,I '7G�(&>+6F& %& , =$&�51&>/*  , 1+$-�L. , 1+$�>��&%I ,  
        !�=FDG-�L. , !�=F0!,D%$.)&*+,%& H14�%�& '+�!?$ 
 2.3  /,,�&*,**?I/�0=$&�,**?I ?0�)&�$�@$�&*?+��&/.��05*+A  
 2.4  �D,���.4� >D51&>>+G$5 /=N /*  O4&>D?)&$1$>&��1�& 1 �D,��� ?0.4� !"#$'$L�/�0=$&�!�D%1�+$ 
        !14$!BPFDGH>�!.N>�D,��� 
3.  �+"�0��'1"&�'2     
 3.1  %&FDG!($�.4� >D��+�Q&$H�4*+,�&*=RA$F0!,D%$.)&*+,%&!E7G�?)&�$�&%@$"*0!FBHF% =� �*0F*1  
        (&S&*T(I= %�!14$�*TD!"#$%&FDG-�L..&>!J(+'.)&*+, FDG�*0F*1 (&S&*T(I=*+,*�  
 3.2  .4� >D�$+ (7�*+,*� >&.*Q&$�&*-�L..&>��+�!�TUV /�01LSD�&*-�L.FDG�D (GMP) 
  3.2.1  �*TD-�L.@$"*0!FBHF% \*  &$-]4-�L. .4� >D�$+ (7�*+,*�  GMP =� �*0F*1 (&S&*T(I= 
            @$�>1�%&FDG!($�=&% 
  3.2.2  �*TD%&$)&!=4&?&�.�& "*0!FB .4� >D�$+ (7�*+,*�  GMP =� \*  &$-]4-�L. ?&�"*0!FB-]4-�L. 
  3.2.3  �*TD$)&%&?&�.�& "*0!FB/�41/,� ,**?I@$"*0!FBHF% .4� >D�$+ (7�*+,*�  GMP  
            @$=4� 3.2.1 /�0 3.2.2 
 3.3  >D�$+ (7�*+,*� �&*.*1?1L!5*&0�V=� \*  &$-]4-�L. (Certificate of Analysis ) .* �+,%&FDG$)&>& 
  "*0��,�&*EL?&*T& /�0/�*7�FDG$)&(� !>7G�H�4*+,�&*(+G b7A� 
 3.4  .4� >D�$+ (7�*+,*� �&*.*1?1L!5*&0�V /�0@,/(� /��� -�L.=� (&*!5>DFDG!"#$.+1%&()&5+6 
  =� ,*LP+F-]4-�L.%& /�0,*LP+F-]4-�L.1+.OI�L, 

 
 /3.5  %&FDG!($�... 
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 3.5  %&FDG!($� .4� !"#$%&FDG,*LP+F!"#$-]4-�L.�*7�-]4/F$?)&�$�&%\�%.*  
 3.6  =� .+1�%�& FDG$)&>&"*0��,�&*EL?&*T&?0.4� !.N>J&'$0FDG,**?I 
 3.7  �&%I=� %&@$1+$(� >�,=�  .4� H>�$4�%�1�&FDG�)&�$�H14@$�&*?+��&/.��05*+A  �&�H>�H�4�)&�$� 
  �&%I=� %&H14 ?0.4� !"#$%&FDG-�L.>&/�41H>�!�L$ 1 "c @$1+$(� =�  
 3.8  -]4=&%.4� *+,-L�'�,/��!"�DG%$%&@$�*TDFDG@��4�>��&%I @�4!"#$%&FDG>D�&%I�&*@'4 &$%&1=RA$!E7G� 
  -�"*0\%'$V=� -]4"e1% 
4.  ) 3���#4#)/
"�     .*1?(�,.&>5IT�+�PT0!CE&0 /�0-�1L!5*&0�V%&@$=4� 3.3 , 3.4 
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  (� '7G�)  E.�.QL.LJ]>L  !�7A��)&$1%  -�.�1�.E,./"*0S&$�**>�&* 
                              ( QL.LJ]>L  !�7A��)&$1% ) 

        (� '7G�)  E.�.EL(IFSLf  ,I.* &>�D    -�.�FE.E,./�**>�&* 
                         ( EL(IFSLf  ,I.* &>�D ) 

 (� '7G�)  E.�.�6L  (IJ+FF&  !.N>,I6!�D%*.L    "*0?)& E,. '�1%*&'�&* *E.**.6/ 
                 ( (IJ+FF&  !.N>,I6!�D%*.L )           �**>�&**�1>?&��$�1%@'4 
                                                                     3 S.5.2550 
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