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1.  ���������	
��� 

 1.1  ���������	
���*&��"*$+ �& '()*+�,-.*/01&2(34!5678%0 !9-:64 2( : 01&2(34!5-"2&1:;-9'< =1%;:+" 
  2:34!2937!! !: >�?'()@A!"�+:�-*01&2(34! MAC (Mycobacterium Avium Complex) (:1&>I* �*?<-9 
  ':=J)@K%9 HIV 567O6/%-O2P679"PJ"0 !�-*01&2(34! 
 1.2 ���������	
���*&�� 	��&�� 

1.2.1  @*?�!S&)%90+%9-PT-/+U /3! clarithromycin 
1.2.2  $:-&/%-O>*"$!"9- <?�T-;:&':�-*<+&;->0 �?/*+4"  

 1.3  ���������	
���*&��"!!�-�� 2@V:9-2OW&2/�3!SXY�ZO !!�[5\1]2:17: '()*+S@*?5-: 
2.  ��"�"".�-������'!      
 2.1  9-S**<̂':_-(:?@Y&P:15 
 2.2  `�-�S:_-(:?S**<̂0)!"*?S^ (37!P-O+U5-"9- , $:-&/%-O>*" , %+:=�10 , %+:;O&!-9^ ,  
        2�$567=�10 , 2�$5?2S69:0T-*+S9- 8%)!9 -"(+&2<: 
 2.3  >SS�-*S**<̂>�?$:-&S**<̂ <?�T-;:&':�-*<+&;->0 �?/*+4" 
 2.4  ;6S; !0)!"O6/%-OO+7:/">$W">*" b)-O6<T-:%:O-��% - 1 ;6S; ! <?0)!"2@V:(:1&>�?$:-&2&69%�+: 
        2%):2c,5678O 20WO;6S; ! 
3.  �+!�/��&0!%�&1     
 3.1  9-5672P:!0)!"O6;�+�d-:8&)*+S�-*$e4:5?2S69:0T-*+S9-2I37!<T-;: -9':@*?25c859 $!"�*?5*%" 
        P-\-*fP^$ 9�2%):�*f62@V:9-567=�100-O2_P+(0T-*+S 567�*?5*%"P-\-*fP^$*+S*!" 
 3.2  0)!"O6;:+"P3!*+S*!"O-0*d-:�-*=�100-O;�+�2�fgZ >�?%1\6�-*=�10567&6 (GMP) 
  3.2.1  �*f6=�10':@*?25c859 .*""-:=J)=�10 0)!"O6;:+"P3!*+S*!" GMP $!"�*?5*%"P-\-*fP^$ 
            ':;O%&9-5672P:!$-9 
  3.2.2  �*f69-:T-2$)-<-�0 -"@*?25c 0)!"O6;:+"P3!*+S*!" GMP $!".*""-:=J)=�10 <-�@*?25c=J)=�10 
  3.2.3  �*f6:T-9-<-�0 -"@*?25c>�)%>S "S**<̂':@*?25c859 0)!"O6;:+"P3!*+S*!" GMP  
            ':$)! 3.2.1 >�? 3.2.2 
 3.3  O6;:+"P3!*+S*!"�-*0*%<%12/*-?;Z$!".*""-:=J)=�10 (Certificate of Analysis ) 0*"�+S9-567:T-O- 
  @*?�!S�-*I1<-*f- >�?/;*3!567:T-P "2O37!8&)*+S�-*P+7"k34! 
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 3.4  0)!"O6;:+"P3!*+S*!"�-*0*%<%12/*-?;Z >�?'S>P&">;� "=�10$!"P-*2/O65672@V:0+%9-PT-/+U 
  $!"S*1,+5=J)=�109- >�?S*1,+5=J)=�10%+0b^&1S 
 3.5  9-5672P:! 0)!"2@V:9-567S*1,+52@V:=J)=�10;*3!=J)>5:<T-;: -9.&90*" 
 3.6  $!"0+%!9 -"567:T-O-@*?�!S�-*I1<-*f-<?0)!"20WO_-(:?567S**<̂ 
 3.7  !-9^$!"9-':%+:P "O!S$!" 0)!"8O :)!9�% -567�T-;:&8%)':�-*<+&;->0 �?/*+4" ;-�8O 8&)�T-;:& 
  !-9^$!"9-8%) <?0)!"2@V:9-567=�10O->�)%8O 2�1: 1 @l ':%+:P "$!" 
 3.8  =J)$-90)!"*+S=1&(!S>��2@�679:9-':�*f6567'��);O&!-9^ ';)2@V:9-567O6!-9^�-*'()"-:9-%$e4:2I37! 
  =�@*?.9(:Z$!"=J)@K%9 
4.  (�3���"4"(.�!�     0*%<P!S0-O/^f�+�,f?2`I-? >�?=�%12/*-?;Z9-':$)! 3.3 , 3.4 
 

����""���"4"(.�!����������	
��� ��.��� �.�!  ��. 

                 (�"(37!)  I.!.d101_JO1  2!34!!T-:%9  =!.�%�.IS./@*?\-:�**O�-* 
                                   ( d101_JO1  2!34!!T-:%9 ) 

          (�"(37!)  I.!.I1P^5\1]  S^0*"-O&6    =!.�5I.IS./�**O�-* 
                             ( I1P^5\1]  S^0*"-O&6 ) 

          (�"(37!)  I.!.;U1" P^_+55-  20WOS^U2�69*01    @*?<T- IS. ( %9*-(�-* *I.**.6 / 
        ( P^_+55-  20WOS^U2�69*01 )   �**O�-** %O<-�;: %9'() 
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/^f�+�,f?2`I-?`S+S:64!:^O+01';)'() 
0-O!:^O+01 <�.IS.5)-9;:+"P3! �%�.IS. 
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