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1.  ���������	
���  

 1.1  ���������	
���)&��")$* �&   !"#$%�&'('�) attention deficit hyperactivity disorder (ADHD) !56�7� 
  �'89:'����' 6 ;< 
 1.2  ���������	
���)&�� 	��&��   
  1.2.1  ;$)��>�#�8?%�8'@A'B%C BD� methylphenidate hydrochloride 
  1.2.2  �5'�B�':F$ �� 8' G)�A'H5�!5�'$G%�H'F?��)B$%I  
 1.3  ���������	
���)&��"!!�,��   6;J58'6:7� !"#$%>;$)K'5 
2.  ��"�""-�,������'!      
 2.1  8'>$$G9!5('"5);L�@5MK 
 2.2  N�'�>5('"5)>$$G9?#� $)>9 "DO�@':%CK' 8' , �5'�B�':F$  , �%5Q�M? , �%5H:��'89 ,  
        6��KROQ�M? , 6��K)6>R85?A'$%>8' S�#�8�' "%�6G5 
 2.3  F>>�'$>$$G9F�)�5'�>$$G9 G)�A'H5�!5�'$G%�H'F?��)B$%I  
 2.4  HR>H��?#� :RB�'::%O5B F�7 F$  U#':RGA'5�5:'����' 1 HR>H�� G)?#� 6;J5"5M�F�)�5'�6�R8��%5 
        6�#56V&KROS:�6?7:HR>H�� 
3.  �*!�.��&/!%�&0     
 3.1  8'KRO6@5�?#� :RH�%�W'5S�#$%>�'$�XI5K)6>R85?A'$%>8'6YDO�GA'H5�'8!5;$)6KVSK8 �� �$)K$�  
        @'Z'$[@9� 8�6�#5�$[R6;J58'KROQ�M??':6(@%"?A'$%> KRO�$)K$� @'Z'$[@9�$%>$�  
 3.2  ?#� :RH5% @D�$%>$� :'?$W'5�'$Q�M??':H�%�6�[\] F�)�MZR�'$Q�M?KRO�R (GMP) 
  3.2.1  �$[RQ�M?!5;$)6KVSK8 `$  '5Qa#Q�M? ?#� :RH5% @D�$%>$�  GMP �� �$)K$� @'Z'$[@9� 
            !5H:��8'KRO6@5��'8 
  3.2.2  �$[R8'5A'6�#'G'�?�' ;$)6KV ?#� :RH5% @D�$%>$�  GMP �� `$  '5Qa#Q�M? G'�;$)6KVQa#Q�M? 
  3.2.3  �$[R5A'8'G'�?�' ;$)6KVF�#�F>� >$$G9!5;$)6KVSK8 ?#� :RH5% @D�$%>$�  GMP  
            !5�#� 3.2.1 F�) 3.2.2 
 3.3  :RH5% @D�$%>$� �'$?$�G�M6B$')H]�� `$  '5Qa#Q�M? (Certificate of Analysis ) ?$ �%>8'KRO5A':' 
  ;$)��>�'$YMG'$[' F�)/H$D�KRO5A'@� 6:DO�S�#$%>�'$@%O cDI� 
 3.4  ?#� :RH5% @D�$%>$� �'$?$�G�M6B$')H] F�)!>F@� FH�� Q�M?�� @'$6B:RKRO6;J5?%�8'@A'B%C 
  �� >$M&%KQa#Q�M?8' F�)>$M&%KQa#Q�M?�%?U9�M> 

 /3.5  8'KRO6@5�...  
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 3.5  8'KRO6@5� ?#� 6;J58'KRO>$M&%K6;J5Qa#Q�M?H$D�Qa#FK5GA'H5�'8`�8?$  
 3.6  �� ?%��8�' KRO5A':';$)��>�'$YMG'$['G)?#� 6?7:('"5)KRO>$$G9 
 3.7  �'89�� 8'!5�%5@� :�>��  ?#� S:�5#�8���'KRO�A'H5�S�#!5�'$G%�H'F?��)B$%I  H'�S:�S�#�A'H5� 
  �'89�� 8'S�# G)?#� 6;J58'KROQ�M?:'F�#�S:�6�M5 1 ;< !5�%5@� ��  
 3.8  Qa#�'8?#� $%>QM�"�>F��6;�RO858'!5�$[RKRO!��#H:��'89 !H#6;J58'KRO:R�'89�'$!"# '58'��XI56YDO� 
  Q�;$)`8"5]�� Qa#;e�8 
4.  (�2���"3"(-
!�     ?$�G@�>?':B9[�%�&[)6NY') F�)Q��M6B$')H]8'!5�#� 3.3 , 3.4 
  

 ����""���"3"(-
!����������	
��� 
�.
�� �. �!  ��. 

  (� "DO�)  Y.�.WM?M(a:M  6�DI��A'5�8 Q�.���.Y>./;$)Z'5�$$:�'$ 
                                ( WM?M(a:M  6�DI��A'5�8 ) 

      (� "DO�)  Y.�.YM@9KZMf  >9?$ ':�R    Q�.�KY.Y>./�$$:�'$ 
                            ( YM@9KZMf  >9?$ ':�R ) 

    (� "DO�)  Y.�.HCM  @9(%KK'  6?7:>9C6�R8$?M    ;$)GA' Y>. "��8$'"�'$ $Y.$$.6/ 
                  ( @9(%KK'  6?7:>9C6�R8$?M )           �$$:�'$$��:G'�H5��8!"#    

12 �.Y.2551            
       

 
 
 

             
       

 
 

B9[�%�&[)6NY')N>%>5RI�59:%?M!H#!"# 
?':�59:%?M G�.Y>.K#'8H5% @D� ���.Y>. 
KRO �H 0446.13/151 �  22 �.Y.51 


