
'1>�@02O@%?��@%ค�>�11/�@1อ@ห@1O3>0@ 

N1ANอ�  Nอ�2@1O2 ��Oอ/C3คB�.@พ  '1>2>#$>.@พ  O3>ค/@/'3อ .?0�อ�0@N2พ!> QหOP#1 
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P 0#?NN'็%�@12/ค/1�O@ห% Nอ�2@1O2 ��Oอ/C3คB�.@พ  '1>2>#$>.@พ  O3>ค/@/'3อ .?0 
�อ�0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b   
NพANอQหO�@1�อ�@O%#>N&?0%!O@1?&O3>�@1!Nออ@0BQ&2O@ค?��@1�@O%#>N&?0%!O@1?&  Nห/@>2/�?&2.@พ�@1�์   
Q%'ั��B&?%QหON'็%R'!@/ห3?�/>�@�@1  O3>2อ ค3Oอ��?&ห3?�2@�3P 0N�พ@>!@/ค/@/!�3�อ@N�?0% 

อ@0?0อO@%@�!@/ค/@/Q%�Oอ  _^  (d)  OหN����1>#1/��@1�@O%#>N&?0%!O@1?&0@N2พ!> QหOP#1  
Q%'1>N.#  a  ห1Aอ!O@1?&/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b  พ.0.  `cde  N3�@$>�@1  อ0.   
�@�ออ�'1>�@0R/O   ?�!NอR'%?O 

�Oอ _ '1>�@0%?OQหOQ�O&?�ค?&N/ANอพO%�O@ห% 2@/2>&/?%%?&O!N/?%'1>�@0Q%1@��>��@%BN&�1@  
N'็%!O%R' 

�Oอ ` Q%'1>�@0%?O 
�0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b   

#?NN'็%0@2@/?��  ห/@0ค/@//N@  0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>N 
Q%'1>N.#  a  ห1Aอ'1>N.#  b  #?N/?2C!1!?/0@2O@ค?�  (active  ingredient)  �Oอ&N�Q�O  (indication)   
2C!1(2/  (combination)  1C'O&&�อ��@1QหO0@  (delivery  system)  �Nอ�#@��@1QหO0@  (route  of   
administration)  1C'O&&#@�N.2?��11/  (dosage  form)  O3>ค/@/O1�  (strength)  Nห/Aอ%�?& 
0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b   
#?NNค0�@O%#>N&?0%R/O 

�0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b   
#?NN'็%0@Qห/N�  ห/@0ค/@//N@  0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a   
ห1Aอ'1>N.#  b  #?N/?3?�1�>อ0N@�ห%@N�อ0N@�Q    ?�!NอR'%?O   

(_) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?N/?!?/0@2O@ค?�Qห/N  (new  chemical  entities)  ห1Aออ%Bพ?%$์Qห/N  N�N%  2@1'1>�อ&
N�>��Oอ%  Nอ2N#อ1์ห1AอN�3AอQห/N  #?NR/NNค0/?�@1�@O%#>N&?0%Q%'1>N#0R#0/@�Nอ% 

(`) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?N/?�Oอ&N�Q�OQห/N  (new  indication) 

(a) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?NN'็%2C!1(2/Qห/N  (new  combination) 

หนา  ๒๖
เลม   ๑๔๑ ตอนพิเศษ   ๒๓๑    ง ราชกิจจานุเบกษา ๒๓   สิงหาคม   ๒๕๖๗



(b) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?N/?1C'O&&Qห/N�อ��@1QหO0@  (new  delivery  system) 

(c) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?N/?�Nอ�#@��@1QหO0@O&&Qห/N  (new  route  of  administration) 

(d) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?N/?1C'O&&#@�N.2?��11/Qห/N  (new  dosage  form) 

(e) 0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ
'1>N.#  b  #?N/?ค/@/O1�Qห/N  (new  strength) 

�Oอ a QหO(CO1?&อ%B�@!0AN%Nอ�2@1O2 ��Oอ/C3คB�.@พ  '1>2>#$>.@พ  O3>ค/@/'3อ .?0
�อ�0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b   
#?NN'็%0@2@/?�ห1Aอ#?NN'็%0@Qห/N  QหON'็%R'!@/�Oอ�O@ห% �อ�  ASEAN  Common  Technical   
Requirement  (ACTR)  O3>  ASEAN  Common  Technical  Dossier  (ACTD)  O3>QหO0AN%O(% 
�@1�? �@1ค/@/N2?N0��อ�(3>!.?��์  (Risk  Management  Plan)  N'็%ห3?��@%ค/@/'3อ .?0�อ�0@N2พ!>  
QหOP#1ห1Aอ/?!"B!O@1?&%?O% 

�Oอ b QหO(CO1?&อ%B�@!0AN%Nอ�2@1�Oอ/C31>&@ />#0@O3>O%/P%O/�@1%O@R'Q�OQ%#@�#?N(>   
NพANอ'1>�อ&�@1�อ�@O%#>N&?0%!O@1?&0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ/?!"B!O@1?&#?N/?/?!"Bออ�2#$>N  
Q%'1>N.#  a  ห1Aอ'1>N.#  b  #?NN'็%0@Qห/N 
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