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1.  ���������	
���  

 1.1  ���������	
���*&��"*$+ �&   �� !"#$%&%#%!&"#'()*%#+,-./0  '�12 &%#%!*%- 234%-,#567 8"2                    
  8"�*-,# '9:2; 2 
 1.2  ���������	
���*&�� 	��&��  9!<#&)� �=;"�=%(4%8"> 8?& desloratadine 0.5 mg/ml 
 1.3  ���������	
���*&��"!!�.��   '9:2=%�2.�234%'�?D&-�� !")9!<E%2 
2.  ��"�""/�.������'!      
 2.1  =%)!!*F�2+%�2<9G�(2.E 
 2.2  H7%#)2+%�2<)!!*F; &I!<)F �?D&(%-">E%I=% , �2%�8�%-/!I , �"2K7.; , �"26-�&%=F ,  
        '7�ELDK7.; , '7�E<')L=2;4%!")=% 5� &=1%I�"�'*2 
 2.3  /))#%!)!!*F/7<�2%�)!!*F *<#4%62��2#%!*"�6%/;17<8!"3I 
 2.4  6L)61&; &I-L8�%--"D28I/�NI/!I O %-L*4%2�2-%##�1% 1 6L)61& *<; &I'9:2�2.�/7<�2%�'�L=�#"2 
        '� 2'P$ELD5-1';N-6L)61& 
3.  �+!�0��&1!%�&2     
 3.1  =%ELD'(2&; &I-L67"#Q%25� !")#%!�R32E<')L=2;4%!")=%'0?D&*4%621%=�29!<'EP5E= �&I#!<E!�I 
        (%S%!T(F� =#'� 2#!TL'9:2=%ELDK7.;;%-'+("�;4%!") ELD#!<E!�I(%S%!T(F�!")!&I 
 3.2  ; &I-L62"I(?&!")!&I-%;!Q%2#%!K7.;;%-67"#'#TUV /7<�.SL#%!K7.;ELD�L (GMP) 
  3.2.1  #!TLK7.;�29!<'EP5E= \!II%2K, K7.; ; &I-L62"I(?&!")!&I GMP �&I#!<E!�I(%S%!T(F� 
            �26-��=%ELD'(2&�%= 
  3.2.2  #!TL=%24%'� %*%#;1%I9!<'EP ; &I-L62"I(?&!")!&I GMP �&I\!II%2K, K7.; *%#9!<'EPK, K7.; 
  3.2.3  #!TL24%=%*%#;1%I9!<'EP/7 �/)1I)!!*F�29!<'EP5E= ; &I-L62"I(?&!")!&I GMP  
            �2� & 3.2.1 /7< 3.2.2 
 3.3  -L62"I(?&!")!&I#%!;!�*�.'8!%<6V�&I\!II%2K, K7.; (Certificate of Analysis ) ;!I#")=%ELD24%-% 
  9!<#&)#%!0.*%!T% /7</6!?&ELD24%(1I'-?D&5� !")#%!("DIa?3& 
 3.4  ; &I-L62"I(?&!")!&I#%!;!�*�.'8!%<6V /7<�)/(�I/671IK7.;�&I(%!'8-LELD'9:2;"�=%(4%8"> 
  �&I)!.$"EK, K7.;=% /7<)!.$"EK, K7.;�";OF�.) 
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 3.5  =%ELD'(2& ; &I'9:2=%ELD)!.$"E'9:2K, K7.;6!?&K, /E2*4%621%=\�=;!I 
 3.6  �&I;"�&=1%IELD24%-%9!<#&)#%!0.*%!T%*<; &I';N-+%�2<ELD)!!*F 
 3.7  &%=F�&I=%�2�"2(1I-&)�&I ; &I5-12 &=#�1%ELD#4%62�5� �2#%!*"�6%/;17<8!"3I 6%#5-15� #4%62� 
  &%=F�&I=%5�  *<; &I'9:2=%ELDK7.;-%/7 �5-1'#.2 1 9c �2�"2(1I�&I 
 3.8  K, �%=; &I!")K.��&)/7#'97LD=2=%�2#!TLELD�#7 6-�&%=F �6 '9:2=%ELD-L&%=F#%!�� I%2=%��R32'0?D& 
  K79!<\=�2V�&IK, 9d�= 
4.  (�3���"4"(/
!�     ;!�*(&);%-8FT7"#$T<'H0%< /7<K7�.'8!%<6V=%�2� & 3.3 , 3.4 
  

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

 (7I�?D&)  0.&.9!<(I8V  7 &-E&I K&.#�#.0)./9!<S%2#!!-#%!  
                  ( 9!<(I8V  7 &-E&I ) 

 (7I�?D&)  0.&.9!L�%  &2"2;<  K&.#E0.0)./#!!-#%! 
                  ( 9!L�%  &2"2;< )          

 (7I�?D&)  0.&.6>.I (F+"EE%  ';N-)F>'#L=!;.  9!<*4% 0). �1�=!%�#%! !0.!!.6/ 
             ( (F+"EE%  ';N-)F>'#L=!;. )     #!!-#%!!1�-*%#621�=��  

26 #.=.2550 
                        
             
             

         

8FT7"#$T<'H0%<H)")2L3&2F-";.�6 ��  
;%-&2F-";. *#.0).E %=62"I(?& #�#.0). 
ELD #6 0446.13/733 7I 27 #.=.50 


