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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   �� !"#$%&!'()*(+�,-./-)%#%!0%1#2%3453!617!3 85.39/:;%/%!4 
  '�*'6/� �<<%;=>)!)<�?�1@�;A� 
 1.2  ���������	
���*'��!	��' �   
  1.2.1  0!C#)*� �<>"�<%;D%'"E '+) omalizumab 
  1.2.2  �1%�'�%/7!3�)3<% FC#D%(1��1#%!F"�(%7>:2C'!"G3 
 1.3  ���������	
���*'��#""�-��   =0H1I3<%0!%JF%#=�+G) > )3I;/1GD%#2".1#:)1K-�=� %�> I@�(1"3 
2.  ��#�##.�-������("      
 2.1  <%*!!F6�1L%�1C0M�;1@, 
 2.2  K2%#*1L%�1C*!!F6> )3!C*6 �+.);%/"E,%3<% , �1%�'�%/7!3 , �"1I2@> , �"1(/�)%<6 ,  
        =2�,-.I2@> , =2�,C=*-<1>D%!"*<% 9� )<:%3�"�=F1 
 2.3  7**#%!*!!F672C�1%�*!!F6 FC#D%(1��1#%!F"�(%7>:2C'!"G3 
 2.4  (-*(:)> )3/-'�%//".1'37�P37!3 4 %/-FD%1�1/%##�:% 1 (-*(:) FC> )3=0H1�1@�72C�1%�=�-<�#"1 
        =� 1=J$,-.9/:=>P/(-*(:) 
3.  �+"�/��'0"&�'1     
 3.1  <%,-.=;1)> )3/-(2"#Q%19� !"*#%!�5G1,C=*-<1>D%!"*<%=R+.)FD%(1:%<�10!C=,J9,< �)3#!C,!�3 
        ;%S%!T;6� <#=� 1#!T-=0H1<%,-.I2@>>%/=L;"�>D%!"* ,-.#!C,!�3;%S%!T;6�!"*!)3 
 3.2  > )3/-(1"3;+)!"*!)3/%>!Q%1#%!I2@>>%/(2"#=#TU? 72C�@S-#%!I2@>,-.�- (GMP) 
  3.2.1  #!T-I2@>�10!C=,J9,< &!33%1IA I2@> > )3/-(1"3;+)!"*!)3 GMP �)3#!C,!�3;%S%!T;6� 
            �1(/��<%,-.=;1)�%< 
  3.2.2  #!T-<%1D%=� %F%#>:%30!C=,J > )3/-(1"3;+)!"*!)3 GMP �)3&!33%1IA I2@> F%#0!C=,JIA I2@> 
  3.2.3  #!T-1D%<%F%#>:%30!C=,J72 �7*:3*!!F6�10!C=,J9,< > )3/-(1"3;+)!"*!)3 GMP  
            �1� ) 3.2.1 72C 3.2.2 
 3.3  /-(1"3;+)!"*!)3#%!>!�F�@='!%C(?�)3&!33%1IA I2@> (Certificate of Analysis ) >!3#"*<%,-.1D%/% 
  0!C#)*#%!R@F%!T% 72C/(!+),-.1D%;:3=/+.)9� !"*#%!;".38+G) 
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 3.4  > )3/-(1"3;+)!"*!)3#%!>!�F�@='!%C(? 72C�*7;�37(2:3I2@>�)3;%!='/-,-.=0H1>"�<%;D%'"E 
  �)3*!@$",IA I2@><% 72C*!@$",IA I2@>�">46�@* 
 3.5  <%,-.=;1) > )3=0H1<%,-.*!@$",=0H1IA I2@>(!+)IA 7,1FD%(1:%<&�<>!3 
 3.6  �)3>"�)<:%3,-.1D%/%0!C#)*#%!R@F%!T%FC> )3=>P/L%�1C,-.*!!F6 
 3.7  )%<6�)3<%�1�"1;:3/)*�)3 > )39/:1 )<#�:%,-.#D%(1�9� �1#%!F"�(%7>:2C'!"G3 (%#9/:9� #D%(1� 
  )%<6�)3<%9�  FC> )3=0H1<%,-.I2@>/%72 �9/:=#@1 1 0b �1�"1;:3�)3 
 3.8  IA �%<> )3!"*I@��)*72#=02-.<1<%�1#!T-,-.�#2 (/�)%<6 �( =0H1<%,-./-)%<6#%!�� 3%1<%��5G1=R+.) 
  I20!C&<�1?�)3IA 0d�< 
4.  ) 2���#3#).
"�     >!�F;)*>%/'6T2"#$TC=KR%C 72CI2�@='!%C(?<%�1� ) 3.3 , 3.4 
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  (23�+.))  R.).Q@>@LA/@  =)+G))D%1�<  I).#�#.R*./0!CS%1#!!/#%! 
                                ( Q@>@LA/@  =)+G))D%1�< ) 

      (23�+.))  R.).R@;6,S@e  *6>!3%/�-    I).#,R.R*./#!!/#%! 
                            ( R@;6,S@e  *6>!3%/�- ) 

    (23�+.))  R.).(E@3 ;6L",,%  =>P/*6E=#-<!>@    0!CFD% R*. �:�<!%�#%! !R.!!.6/ 
                          ( ;6L",,%  =>P/*6E=#-<!>@ )           #!!/#%!!:�/F%#(1:�<��  
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