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�APอ�21คO2  (�APอ(3>!.1��์) .212R#0........................................................................................................................................................................  
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(`) �O2พN�O2�0'�>&1!>!2/N�APอ%R�!2/#?PR O11&�@Q%#0N&?0%! 211&  

     !> !2/ค/2/'3อ .10�2��21Q�O02 
               �0120�2%�Oอ/C3อ2�21R/Nพ@�'102�ค์ (adverse drug reaction) O30'ั�ห2�2��21Q�O02N2พ!> QหOP#1ห1Aอ/1!"B! 211&

 O2%อAP% N (other drug related problems) 1//"@��21120�2%�Oอ/C3อ2�21R/Nพ@�'102�ค์.20ห31��21Q�O02N2พ!> QหOP#1ห1Aอ
/1!"B! 211& !2/O(%�21�1 �21ค/2/N2?P0�#?P(CO11&อ%B�2!N2%อ/201�2 2%1��2% อ0. (Risk management plan) #1Q�%?Q !2/O%/#2�
2 2ห11&(CO11&อ%B�2!Q%�21120�2%ค/2/'3อ .10�อ�02#?P2 2%1��2% อ0. � 2ห%  O30120�2%QหO2 2%1��2% อ0. #12&N�?P0/�1&
�Oอ/C3O302"2%.2พ�21!1 2>%Q��อ�ห%N/0�2%#?P# 2ห%O2#?P� 2�1& CO3 O2%#0N&?0%! 211& (marketing authorization authority) 
Q%�1�?#?Pพ&'ั�ห2Qห/N O2%ค/2/'3อ .10 (new safety issue) �2�'10N#0#?Pพ&�21N�> 'ั�ห2%1Q% 
 �21O�OR�Nอ�221� 2�1&02N2พ!> QหOP#1ห1Aอ/1!"B! 211& 
         �0O�OR�Nอ�221� 2�1&02N2พ!> QหOP#1ห1Aอ/1!"B! 211&Q%2N/%#?PN�?P0/�Oอ��1&'102>#$>.2พO30ค/2/'3อ .10QหO2อ ค3Oอ��1&
อ�ค์ค/2/1CO#?Pอ2�N'3?P0%O'3�R'ห31�R O11&�21อ%B/1!>#0N&?0%! 211&QหON'็%'ั��B&1%อ0N2�!NอN%APอ�    
 �Nอ�#2��21� 2ห%N20 ("O2/?) 
        � 2ห%N20#0N&?0%! 211&%?QQ%N�พ20.............................................................................................................................. 
 �21�%2N�O30�21�10�2002 
        11&1อ�/N2�0�%2N�O30�1 N�O&02 !2/ห31�N���์/>$?�21#?P ?Q%�21�10�2002 (Good Distribution Practice)  
 อAP% N  10&B................................................................................................................................................................... 

(a) �O2พN�O2QหOค 211&1อ�/N2�0'�>&1!>!2/N�APอ%R�O30ค 211&1อ�#?PO%&#O20#B�'10�21 ห2�R/N'�>&1!>!2/N�APอ%R�O30ค 211&1อ��O2�!O% 
อ2�"C�  2N%>%�21!1�N!Aอ% Nพ>�"อ% ห1Aอพ1�Q�OQ&อ%B�2!O3O/O!N�1�? 

(b) �O2พN�O2�0R/NN'3?P0%O'3��Oอ/C3120�21#0N&?0%! 211&R'�2�#?PR O�@Q%#0N&?0%R/OO3O/ ห2�/?ค/2/'102�ค์#?P�0O�OR��Oอ/C3 1��3N2/ 
�O2พN�O211&#12&/N2�0!Oอ�  2N%>%�210AP%ค 2�อO�OR�!2/�10&/%�21#?P� 2ห% R/OQ%���10#1/�/ 

(c) .20ห31��2��21�@Q%#0N&?0%! 211&O3O/ ห2�พ&/N202N2พ!> QหOP#1ห1Aอ/1!"B! 211&1BN%Q 1BN%ห%@P�R/NN�O2/2!1�2%!2/� 2ห%  ห1Aอ/?
�21!1/�2อ&ห1Aอ(3/>Nค120ห์N�APอR O/N2N'็%02N2พ!> QหOP#1ห1Aอ/1!"B! 211&#?PR/N'3อ .10ห1Aออ2�N'็%อ1%!120!Nอ(COQ�O �O2พN�O2�0� 
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