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1.  ���������	
���  

 1.1  ���������	
���)&��")$* �&   ��� !"# $%&'()*+�#,��-!'./$ !-0&1 23�"3*4 $5$5&6 "  (%& 
  �&-& (5*+�789-7&-:98;.)��'�<6�(6/&-/&�6!'./$-/&�2*' (#='>�' 
 1.2  ���������	
���)&�� 	��&��   
  1.2.1  # $-�"4�65>!65&AB&2!C 2*� montelukast sodium 
  1.2.2  D'&426&8. �./$ 9#.""D��5&  7$-B&3'4�'-& 7!43&.></$2 !E� 
 1.3  ���������	
���)&��"!!�-��   (#='5& !"# $%&'�';4.- '9/ 
2.  ��"�"".�-������'!      
 2.1  5&"  7F�':&�'$#G4A';% 
 2.2  H/&-"':&�'$"  7F>��� $"F �*+�A&8!C%&�5& , D'&426&8. � , 6!'J/;> , 6!'384�&5F ,  
        (/D%K+J/;> , (/D%$("K5'>B& !"5& L6��5<&��!4(7' 
 2.3  .""-& "  7F./$D'&4"  7F 7$-B&3'4�'-& 7!43&.></$2 !E� 
 2.4  3K"3<�>���8K26&88!+'2�.DN�. � O�&8K7B&'6'8&--6<& 1 3K"3<� 7$>���(#='�';4./$D'&4(4K56-!' 
        (6�'(P0%K+L8<(>N83K"3<� 
3.  �*!�/��&0!%�&1     
 3.1  5&%K+(A'�>���8K3/!-Q&'L4� !"-& DRE'%$("K5'>B& !"5&()*+�7B&3'<&5�'# $(%PL%5 D��- $% 6� 
        A&S& TAFD 5-(6�'- TK(#='5&%K+J/;>>&8(:A!�>B& !" %K+- $% 6�A&S& TAFD !" �� 
 3.2  >���8K3'!�A*� !" ��8&> Q&'-& J/;>>&83/!-(-TUV ./$6;SK-& J/;>%K+4K (GMP) 
  3.2.1  - TKJ/;>�'# $(%PL%5 1 ��&'J9�J/;> >���8K3'!�A*� !" �� GMP D��- $% 6�A&S& TAFD 
            �'38645&%K+(A'�D&5 
  3.2.2  - TK5&'B&(D�&7&-><&�# $(%P >���8K3'!�A*� !" �� GMP D��1 ��&'J9�J/;> 7&-# $(%PJ9�J/;> 
  3.2.3  - TK'B&5&7&-><&�# $(%P./�6."<�"  7F�'# $(%PL%5 >���8K3'!�A*� !" �� GMP  
            �'D�� 3.2.1 ./$ 3.2.2 
 3.3  8K3'!�A*� !" ��-& > 676;(2 &$3VD��1 ��&'J9�J/;> (Certificate of Analysis ) > �-!"5&%K+'B&8& 
  # $-�"-& );7& T& ./$/3 *�%K+'B&A<�(8*+�L4� !"-& A!+��*E� 
 3.4  >���8K3'!�A*� !" ��-& > 676;(2 &$3V ./$�".A4�.3/<�J/;>D��A& (28K%K+(#='>!65&AB&2!C 
  D��" ;0!%J9�J/;>5& ./$" ;0!%J9�J/;>6!>OF4;" 

 /3.5  5&%K+(A'�... 
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 3.5  5&%K+(A'� >���(#='5&%K+" ;0!%(#='J9�J/;>3 *�J9�.%'7B&3'<&5145> � 
 3.6  D��>!6�5<&�%K+'B&8&# $-�"-& );7& T&7$>���(>N8:&�'$%K+"  7F 
 3.7  �&5FD��5&�'6!'A<�8�"D�� >���L8<'��5-6<&%K+-B&3'4L6��'-& 7!43&.></$2 !E� 3&-L8<L4�-B&3'4 
  �&5FD��5&L6� 7$>���(#='5&%K+J/;>8&./�6L8<(-;' 1 #b �'6!'A<�D�� 
 3.8  J9�D&5>��� !"J;4��"./-(#/K+5'5&�'- TK%K+�-/�384�&5F �3�(#='5&%K+8K�&5F-& ����&'5&6DRE'()*+� 
  J/# $15�'VD��J9�#c65 
4.  (�3���"4"(.
!�     > 67A�">&82FT/!-0T$(H)&$ ./$J/6;(2 &$3V5&�'D�� 3.3 , 3.4 
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  (/��*+�)  ).�.Q;>;:98;  (�*E��B&'65 J�.-6-.)"./# $S&'-  8-&  
                                ( Q;>;:98;  (�*E��B&'65 ) 

      (/��*+�)  ).�.);AF%S;d  "F> �&84K    J�.-%).)"./-  8-&  
                            ( );AF%S;d  "F> �&84K ) 

     (/��*+�)  ).>.3C;� P; ;)   (�-A-F/-/�&    (:A!�-   ).�.#. /-  8-&  <687&-3'<65��� 
                          ( P; ;)   (�-A-F/-/�& )    
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2FT/!-0T$(H)&$H"!"'KE�'F8!>;�3���� 
>&8�'F8!>; 7-.)".%�&53'!�A*� -6-.)". 
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