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N1APอ� คN@Q�O�N@0%?P�>�?"N�O(�@�*CO0AP'คํ@�อQ'�1>(/'�@1พ>�@1!@อ'Bญ@#0@  
พ.0. 2566 

 
 ?ญช? _ �@1พ>�@1�@คํ@�อOล>�@1!1/�2อ ค/@/"C�!Oอ��อ�Nอ�2@1 

1@0�@1 ห�N/0�?  อ?!1@คN@QชO�N@0
#?P�>�? N�O  

( @#) 

_. �@1พ>�@1�@คํ@�อOล>�@1!1/�2อ ค/@/"C�!Oอ��อ�Nอ�2@1คํ@�ออ�Bญ@!Oล>O�OR�1@0�@1Q�
Q อ�Bญ@!2"@�#?PN�?P0/�? 0@ 
 _._ คํ@�ออ�Bญ@#2$@�%?P�@"2$@�%?P�ํ@ห#Aอ2?P�N�O@!@Q�#@�อ@!@�?�# 
Oล>2$@�%?P"ล>#"@O"�!ั��B ?�  

คํ@�อล> c^^ 

 _.` คํ@�ออ�Bญ@#2$@�%?P�@" 2$@�%?P�ํ@ห#Aอ2?P�N�O@!@Q�#@�อ@!@�?�# 
Oล>2$@�%?P"ล>#"@O"�P #@!2ํ@ห#? 2?#/์ 

คํ@�อล> c^^ 

 _.a คํ@�อ"O@"2$@�%?P�@" 2$@�%?P�ํ@ห#Aอ2?P�N�O@!@Q�#@�อ@!@�?�# 
ห#Aอ2$@�%?PN�O "@N!็��@#�?P/ค#@/Oล>2$@�%?P"ล>#"@O"�!ั��B ?�  

คํ@�อล> c^^ 

 _.b คํ@�อ"O@"2$@�%?P�@" 2$@�%?P�ํ@ห#Aอ2?P�N�O@!@Q�#@�อ@!@�?�# 
ห#Aอ2$@�%?PN�O "@N!็��@#�?P/ค#@/Oล>2$@�%?P"ล>#"@O"�P #@!2ํ@ห#? 2?#/์ 

คํ@�อล> c^^ 

 _.c คํ@�อO�OR�#@"�@#Q�Q อ�Bญ@#"@O"�!ั��B ?�  คํ@�อล> a^^ 

 _.d คํ@�อO�OR�#@"�@#Q�Q อ�Bญ@#"@O"�P #@!2ํ@ห#? 2?#/์ คํ@�อล> a^^ 

 _.e คํ@�อ!#>N!>�2$@�%?P"ล>#"@ (GMP) Q�#N@�!#>N%0  คํ@�อล> _,^^^ 

`. �@1พ>�@1�@ค@ํ�อOล>�@1!1/�2อ ค/@/"C�!Oอ��อ�Nอ�2@1ค@ํ�ออ�Bญ@!Oล>O�OR�1@0ล>Nอ?0  

�@1อ�Bญ@!"ล>!.?�ฑ์0@ 
`._ คํ@�อ�@Q�%>N ?"�#ํ@#? "@O"�!ั��B ?� 

(_) #ํ@#? "@Qห!Nห#Aอ"@�?//?#$BQห!N  คํ@�อล> `,c^^ 

(`) #ํ@#? "@%?PR!NN!็�"@Qห!Nห#Aอ"@�?//?#$BQห!N  คํ@�อล> _,^^^ 

(a) #ํ@#? "@�? �@�@�2!B�R�#%?PN!็�"@O"�!ั��B ?�2ํ@ห#? 2?#/์ คํ@�อล> _,^^^ 

(b) #ํ@#? "@%?P"�Nล>�%>N ?"� ห#Aอ#ํ@#? "@%?PR!NR"O"ล># ห#Aอ�ํ@ห#Aอ2?P�
N�O@!@Q�#@�อ@!@�?�# ` !ี �@P�$C�"�Nล>�%>N ?"� 

คํ@�อล> _,^^^ 

(c) #ํ@#? "@�#!?อO@�อ>�%>N ?"�#ํ@#? "@ (Refer)  คํ@�อล> _,^^^ 

(d) #ํ@#? "@�?//?#$B%?PN!็�/?ค�?� คํ@�อล> `,c^^ 

`.` คํ@�อ�@Q�%>N ?"�#ํ@#? "@O"�P #@!2ํ@ห#? 2?#/์ 
(_) #ํ@#? "@O"�P #@!2ํ@ห#? 2?#/์ คํ@�อล> c^^ 

(`) #ํ@#? "@�? �@�@�2!B�R�#%?PN!็�"@O"�P #@!2ํ@ห#? 2?#/์ คํ@�อล> c^^ 

 `.a คํ@�อ�@Q�%>N ?"�#ํ@#? "@N�APอ�@#2N�ออ�N%N@�?Q�  คํ@�อล> c^^ 

 `.b คํ@�อ�"O�O�  คํ@�อล> _^^ 

`.c คํ@�อO�OR�N!ล?P"�O!ล�#@"�@#Q�%>N ?"�#ํ@#? "@O"�!ั��B ?� 

(_) คํ@�อO�OR�N!ล?P"�O!ล�#>"? หล?�  คํ@�อล> f^^ 



 

 

 

- ` -

1@0�@1 ห�N/0�?  อ?!1@คN@QชO�N@0
#?P�>�? N�O  

( @#) 

(`) คํ@�อO�OR�N!ล?P"�O!ล�#>"? #อ�  คํ@�อล> c^^ 

(a) คํ@�อO�OR�N!ล?P"�O!ล�%?P"ํ@N�>��@#�>�@#!@อ�Bญ@# ! 
0C�"์ #>�@#"ล># ?!�์2B� @�N O"N2#O� ห#Aอ0C�"์%?P%ํ@ห�O@%?Pอ"N@�N"?"/�?� 
�@P�!?�APอN#?"�N!็�อ"N@�อAP� 

คํ@�อล> a^^ 

`.d คํ@�อO�OR�N!ล?P"�O!ล�#@"�@#Q�%>N ?"�#ํ@#? "@O"�P #@!2ํ@ห#? 2?#/์ 
(_) คํ@�อO�OR�N!ล?P"�O!ล�#>"? หล?�  คํ@�อล> c^^ 

(`) คํ@�อO�OR�N!ล?P"�O!ล�#>"? #อ�  คํ@�อล> b^^ 

(a) คํ@�อO�OR�N!ล?P"�O!ล�%?P"ํ@N�>��@#�>�@#!@อ�Bญ@# ! 
0C�"์ #>�@#"ล># ?!�์2B� @�N O"N2#O� ห#Aอ0C�"์%?P%ํ@ห�O@%?Pอ"N@�N"?"/�?� 
�@P�!?�APอN#?"�N!็�อ"N@�อAP� 

คํ@�อล> a^^ 

 `.e คํ@�อO�OR�N!ล?P"�O!ล�#@"�@#Q�Q #? �"O�O� คํ@�อล> _^^ 

a. �@1พ>�@1�@คํ@�อOล>�@1!1/�2อ ค/@/"C�!Oอ��อ�Nอ�2@1คํ@�ออ�Bญ@!Oล>O�OR�1@0ล>Nอ?0 
�@1อ�Bญ@!P�1�@�@00@ 
 a._ คํ@�ออ�Bญ@#Oล>O�OR�N!ล?P"�O!ล�#@"�@#Q�Q อ�Bญ@#P�1!@�@""@ คํ@�อล> `^^ 

b. �@1พ>�@1�@ค@ํ�อOล>�@1!1/�2อ ค/@/"C�!Oอ��อ�Nอ�2@1ค@ํ�ออAP� N #?PN�?P0/�Oอ��? �@1อ�Bญ@!
b._ คํ@�ออ�Bญ@#"ล>#"@#?/อ"N@�N�APอ�อ�@Q�%>N ?"�#ํ@#? "@O"�!ั��B ?� 

คํ@�ออ�Bญ@#�ํ@ห#Aอ2?P�"@#?/อ"N@�N�O@!@Q�#@�อ@!@�?�#N�APอ�อ�@Q�%>N ?"�
#ํ@#? "@O"�!ั��B ?� 

คํ@�อล> a^^ 

b.` คํ@�ออ�Bญ@#"ล>#"@#?/อ"N@�N�APอ�อ�@Q�%>N ?"�#ํ@#? "@O"�P #@!
2ํ@ห#? 2?#/์ คํ@�ออ�Bญ@#�ํ@ห#Aอ2?P�"@#?/อ"N@�N�O@!@Q�#@�อ@!@�?�#N�APอ�อ  
�@Q�%>N ?"�#ํ@#? "@O"�P #@!2ํ@ห#? 2?#/์ 

คํ@�อล> _^^ 

b .a คํ@�อห�?�2Aอ#? #อ��@#�ํ@ห#Aอ2?P �N 2?�Nค!? ?!�์N�O@!@Q�
#@�อ@!@�?�# �@#�ํ@ห#Aอ2?P�"@2ํ@N#O�#C!2ํ@ห#? !�B1"์N�O@!@Q�#@�อ@!@�?�# 
ห#Aอ�@#�ํ@ห#Aอ2?P�"@2ํ@N#O�#C!2ํ@ห#? 2?#/์N�O@!@Q�#@�อ@!@�?�##@!!#>�@0
�#>%#/��@!>�"์�@#"�Nล>�ห#AอN!ล?P"�O!ล�2@#> @�!#>�@#Q�ห�?�2Aอ
QหOค/@!NหO��อ �@#�ํ@ห#Aอ2?P�2>�คO@#@!!#>�@0�#>%#/��@!>�"์N�O@!@
Q�#@�อ@!@�?�# 

คํ@�อล> _^^ 

 b.b คํ@�อห�?�2Aอ#? #อ�N�APอ!#>�อ �@#�ออ�Bญ@#N�?P"/�? 2@#�@N�อ?� 
#@!!#>�@0�#!�@#คO@ @"Q� 

คํ@�อล> _^^ 

 b.c คํ@�ออAP�N %?PN�?P"/�Oอ��? �@#อ�Bญ@#* คํ@�อล> _,^^^ 

c. �@1พ>�@1�@ค@ํ�อOล>�@1!1/�2อ ค/@/"C�!Oอ��อ�Nอ�2@1ค@ํ�อ 
�@1!Nออ@0BQ อ�Bญ@! 

คํ@�อล> �? N�O N#N@�? 
อ?!1@�? N�O 
!@/!1>N.#
Q อ�Bญ@!�อ�
คํ@�อ�?Q�N 



 

 

 

- a -

ห/@0Nห�B 
*ห/@0$@� คํ@�ออAP' N %?PN�?P0/�Oอ��?(�@1อ'Bญ@# #?/อ0N@�N�N' 
- คํ@�อN�?P0/�?(�@10@�1@/>�?00@NพAPอ�@1พ>�@1!@�@1�@Q'%>N(?0'#ํ@1?(0@Q'/'B10์ 
- คํ@�ออ'Bญ@#'ํ@ห1Aอ2?P�0@N�O@/@Q'1@�อ@!@�?�1P"0R/N#Oอ��@Q'%>N(?0'#ํ@1?(0@ R"OO�N '.0./. 1-5 
- คํ@�อN�?P0/�?(0@%?P*3>#2ํ@ห1?(�@10@�1@/>�?0 (*.0.8 (/>�?0)) 
- คํ@�ออ'Bญ@#*3># O(N�(11�B 'ํ@ห1Aอ2?P�N�O@/@Q'1@�อ@!@�?�1�@P� Placebo 
- คํ@�อ)1>N/>'1@0�@'�@10@�1@ค/@/N%N@N%?0/�?'%@�*3�@11?�1@�อ�0@2@/?ญN%?0(�?(0@#O'O(( 
- คํ@�อ)1>N/>'ค/@/)3อ".?0�@��@1Q�O0@Qห/N (SMP) 
- คํ@�อN)3?P0')1>N.%0@ 
- คํ@�อห'?�2Aอ1?(1อ�1BN'�@1*3>#0@�?//?#$B2ํ@ห1?(2?#/์ N)็'#O' 

 
 
 
 
 



 

 

 

- b -

 ?ญช? ` �@1!1>N/>�Nอ�2@1#@�/>ช@�@1Oล>�@1!1/�2"@�!1>�อ �@1 
1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 

�?P�>�?�N�O� 
(�@�) 

_. �@1�1>N/>�Nอ�2@1�@�/>�@�@1คํ@�อ�@Q��>N�?0��ํ@1?�0@O���ั��B�?� 
 _._ �ํ@1?�0@Qห/Nห1Aอ0@�?//?��BQห/N2ํ@ห1?�/�B10์ 
  (_) #ํ@1?(0@Qห/N%?P N)็'2@1Nค/?Qห/N (New Chemical Entity; NCE) 
ห1Aอ0@�?//?#$BQห/N%?PN)็'�?//?#$B�'>"Qห/N (New Biological Entity; NBE) 

คํ@�อ3> _f`,c^^ 

  (`) #ํ@1?(0@Qห/N%?PN)็'2@1Nค/?Qห/N (NCE) ห1Aอ0@�?//?#$BQห/N%?PN)็'
�?//?#$B�'>"Qห/N (NBE) %?P�อ�@Q'%>N(?0'Q')1>N%0R%0N)็'OหN�O1�N�พ@>
NพAPอO�OR�)ัญห@P1ค%?PN�>"�@Q'Q'.C/>.@คอ@N�?0'  

คํ@�อ3> agc,^^^ 

  (a) #ํ@1?(0@Qห/N%?P R/NN)็'2@1Nค/?Qห/Nห1Aอ0@�?//?#$BQห/N%?PR/NN)็'  
�?//?#$B�'>"Qห/N  

คํ@�อ3> _cc,^^^ 

  (b) #ํ@1?(0@�?//?#$B%?PN)็'/?ค�?'  คํ@�อ3> _f`,c^^ 

 _.` �ํ@1?�0@Qห/Nห1Aอ0@�?//?��BQห/N2ํ@ห1?�2?�/์ 
  (_) #ํ@1?(0@Qห/N%?P N)็'2@1Nค/?Qห/N (New Chemical Entity; NCE) 
ห1Aอ0@�?//?#$BQห/N%?PN)็'�?//?#$B�'>"Qห/N (New Biological Entity; NBE) 

คํ@�อ3> _f`,c^^ 

  (`) #ํ@1?(0@Qห/N%?PN)็'2@1Nค/?Qห/N (NCE) ห1Aอ0@�?//?#$BQห/N%?PN)็'
�?//?#$B�'>"Qห/N (NBE) %?P�อ�@Q'%>N(?0'Q')1>N%0R%0N)็'OหN�O1�N�พ@>
NพAPอO�OR�)ัญห@P1ค%?PN�>"�@Q'Q'.C/>.@คอ@N�?0'  

คํ@�อ3> agc,^^^ 

  (a) #ํ@1?(0@Qห/N%?PR/NN)็'2@1Nค/?Qห/Nห1Aอ0@�?//?#$BQห/N%?PR/NN)็' 
�?//?#$B�'>"Qห/N  

คํ@�อ3> _cc,^^^ 

 _.a �ํ@1?�0@�?PR/NN�็�0@Qห/N�?PQ�O�Oอ�ํ@ห��/@�1�@�ห1Aอ/>�?/>Nค1@>ห์R/N�1��@/�ํ@1@0@�?P1?�/��1? 
/N@�@1�1>�1/�2@�@1�2B��1>�@0ห1Aอ��?��?PQห/N�/N@ 
  (_) #ํ@1?(0@2ํ@ห1?(/'B10์  คํ@�อ3> cg,^^^ 

  (`) #ํ@1?(0@2ํ@ห1?(2?#/์  คํ@�อ3> bg,^^^ 

 _.b �ํ@1?�0@�?PR/NN�็�0@Qห/N�?PQ�O�Oอ�ํ@ห��/@�1�@�O3>/>�?/>Nค1@>ห์�1��@/�ํ@1@0@�?P1?�/��1? 
/N@�@1�1>�1/�2@�@1�2B��1>�@0ห1Aอ��?��?PQห/N�/N@ 
  (_) #ํ@1?(0@2ํ@ห1?(/'B10์  คํ@�อ3> ag,^^^ 
  (`) #ํ@1?(0@2ํ@ห1?(2?#/์  คํ@�อ3> ag,^^^ 

   _.c �ํ@1?�0@�?//?��B�?PR/NN�็�0@�?//?��BQห/N 
  (_) #ํ@1?(0@�?//?#$Bค3O@0ค3@�  คํ@�อ3> _gd,c^^ 
  (`) #ํ@1?(0@�?//?#$B2@/?ญ 
       �. #ํ@1?(0@2ํ@ห1?(/'B10์ คํ@�อ3> _`a,^^^ 
       �. #ํ@1?(0@2ํ@ห1?(2?#/์ คํ@�อ3> _`a,^^^ 

 _.d �ํ@1?�0@พ?��@�@�2/B�Rพ1�?PN��็0@O���ั��B�?�2@ํห1?�2?�/์ 
 

คํ@�อ3> _^`,^^^ 



 

 

 

- c -

1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 
�?P�>�?�N�O� 

(�@�) 
 _.e �ํ@1?�0@O���ั��B�?��?PQ�O�APอ�@1คO@Qห/N O3>/?�Oอ/C3Nห/Aอ��@ํ1?�0@�?PR�O1?��@Q��>N�?0�R/OO3O/ 
  (_) #ํ@1?(0@Qห/Nห1Aอ0@�?//?#$BQห/N  คํ@�อ3> _c,^^^ 
  (`) #ํ@1?(0@%?PR/NN)็'0@Qห/Nห1Aอ0@�?//?#$BQห/N  คํ@�อ3> f,^^^ 
   _.f �ํ@1?�0@O���ั��B�?�2ํ@ห1?�2?�/์O��อO@�อ>��>N�?0��ํ@1?�0@ (Refer) 
  (_) �ํ@1?�0@O��อO@�อ>��>N�?0��ํ@1?�0@ (Refer) �1�?2�@��?P�3>�N�>/ 
   �. #ํ@1?(0@Qห/Nห1Aอ0@�?//?#$BQห/N คํ@�อ3> _g,^^^ 
   �. #ํ@1?(0@%?PR/NN)็'0@Qห/Nห1Aอ0@�?//?#$BQห/N คํ@�อ3> g,^^^ 
  (`) �ํ@1?�0@O��อO@�อ>��>N�?0��ํ@1?�0@ (Refer) �1�?N�3?P0�2�@��?P�3>�0@ 
   �. #ํ@1?(0@Qห/Nห1Aอ0@�?//?#$BQห/N คํ@�อ3> ag,^^^ 
   �. #ํ@1?(0@%?PR/NN)็'0@Qห/Nห1Aอ0@�?//?#$BQห/N คํ@�อ3> _g,^^^ 
`. �@1�1>N/>�Nอ�2@1�@�/>�@�@1คํ@�อ�@Q��>N�?0��@ํ1?�0@O��P�1@�2ํ@ห1?�2?�/์ 
 `._ #ํ@1?(0@O*'P(1@!2ํ@ห1?(2?#/์ คํ@�อ3> c,^^^ 
 `.` #ํ@1?(0@พ? '@�@�2/B'Rพ1%?PN)็'0@O*'P(1@!2ํ@ห1?(2?#/์ คํ@�อ3> eg,c^^ 
 `.a #ํ@1?(0@O*'P(1@!2ํ@ห1?(2?#/์%?PQ�O�APอ�@1คO@Qห/N O3>/?�Oอ/C3
Nห/Aอ'#ํ@1?(0@ %?PR"O1?(�@Q'%>N(?0'R/OO3O/  

คํ@�อ3> _,^^^ 

a. �@1�1>N/>�Nอ�2@1/>�@�@1คํ@�อO�OR�N�3?P0�O�3�1@0�@1Q��>N�?0��ํ@1?�0@O���ั��B�?�* 

    a._ �@1O�OR�N�3?P0�O�3�1>�?�ห3?� 
  (_) �@1O�OR�N)3?P0'O)3�#@/ MaV-1 �อ�#ํ@1?(0@Qห/N  
0@�?//?#$BQห/Nห1Aอ0@พ? '@�@�2/B'Rพ1%?PN)็'0@O*')ั��B(?'ห1Aอ/?ค�?' 

คํ@�อ3> ba,c^^ 

  (`) �@1O�OR�N)3?P0'O)3�#@/ MaV-2 �อ�#ํ@1?(0@Qห/N  
0@�?//?#$BQห/Nห1Aอ0@พ? '@�@�2/B'Rพ1%?PN)็'0@O*')ั��B(?'ห1Aอ/?ค�?' 

คํ@�อ3> ``,c^^ 

  (a) �@1O�OR�N)3?P0'O)3�#@/ MaV-1 �อ�#ํ@1?(0@%?PR/NN)็'0@Qห/Nห1Aอ0@�?//?#$BQห/N 
   �. �1!?%?P/?�@1O�OR�N)3?P0'O)3�O#�#N@��@�0@#O'O(( คํ@�อ3> ba,c^^ 

�. �1!?%?P/?�@1O�OR�N)3?P0'O)3�Nห/Aอ'�?(0@#O'O(( คํ@�อ3> d,c^^ 
  (b) �@1O�OR�N)3?P0'O)3�#@/ MaV-2 �อ�#ํ@1?(0@%?PR/NN)็'0@Qห/N 
ห1Aอ0@�?//?#$BQห/N 

คํ@�อ3> d,c^^ 

  (c) �@1O�OR�N)3?P0'O)3�#@/ MaV-4 Oล>MaV-5 �อ�#ํ@1?(0@Qห/N 
0@�?//?#$BQห/Nห1Aอ0@พ? '@�@�2/B'Rพ1%?PN)็'0@O*')ั��B(?' ห1Aอ/?ค�?' 

คํ@�อ3> `_,c^^ 

  (d) �@1O�OR�N)3?P0'O)3�#@/ MaV-4 O3>MaV-5 �อ�#ํ@1?(0@%?P
R/NN)็'0@Qห/N ห1Aอ0@�?//?#$BQห/N 

คํ@�อ3> _d,c^^ 

  (e) �@1O�OR�N)3?P0'O)3�#@/ MaV-3 O3> MaV-6 $@� MaV-16 
�อ�#ํ@1?(0@Qห/N 0@�?//?#$BQห/N ห1Aอ0@พ? '@�@�2/B'Rพ1%?PN)็'0@O*')ั��B(?' 
ห1Aอ/?ค�?' 
 
 

คํ@�อ3> _d,c^^ 



 

 

 

- d -

1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 
�?P�>�?�N�O� 

(�@�) 
  (f) �@1O�OR�N)3?P0'O)3�#@/ MaV-3 O3> MaV-6 $@� MaV-16
�อ�#ํ@1?(0@%?PR/NN)็'0@Qห/Nห1Aอ0@�?//?#$BQห/N 

คํ@�อ3> __,c^^ 

  (g) �@1O�OR�N)3?P0'O)3��1!?อAP''อ��@��Oอ a._ (_) $@� (f) 
�O@�#O' �@P��อ�0@R"Oพ>�@1!@/N@N)็'�@1O�OR�N)3?P0'O)3�1>"?(ห3?� 

คํ@�อ3> _d,c^^ 

    a.` �@1O�OR�N�3?P0�O�3�1>�?�1อ� 
  (_) �@1O�OR�N�3?P0�O�3��@/ MiV-PA-1 "@� MiV-PA-36 
   �. �1!?2N�QหO*CON�?P0/�@ญ)1>N/>' คํ@�อ3> f,f^^ 
   �. �1!?R/N2N�QหO*CON�?P0/�@ญ)1>N/>' คํ@�อ3> _,f^^ 
  (`) �@1O�OR�N�3?P0�O�3��1�?อAP��อ��@��Oอ a.` (_) �O@��O� �@P��อ�0@R�Oพ>�@1�@/N@N�็�
�@1O�OR�N�3?P0�O�3�1>�?�1อ� 

�. �#!?2N�QหO"CON�?P"/�@ญ!#>N!>� คํ@�อล> f,f^^ 

�. �#!?R!N2N�QหO"CON�?P"/�@ญ!#>N!>� คํ@�อล> _,f^^ 

ห/@0Nห�B* ห/@0$@� 1@03>Nอ?0"�@1O�OR�N)3?P0'O)3�1>"?(ห3?� (MaV) O3>�@1O�OR�N)3?P0'O)3�1>"?(
1อ� (MiV) N)็'R)#@/)1>�@02ํ@'?��@'ค!>�11/�@1อ@ห@1O3>0@ N1APอ� �ํ@ห'"Nอ�2@1ห1Aอห3?��@'
�@1O�OR�N)3?P0'O)3�1@0�@1%>N(?0'#ํ@1?(0@O*')ั��B(?' 3�/?'%?P `f />$B'@0' `ccd O3>%?PO�OR�
Nพ>P/N#>/ 
b. �@1�1>N/>�Nอ�2@1/>�@�@1คํ@�อO�OR�N�3?P0�O�3�1@0�@1Q��>N�?0��ํ@1?�0@O��P�1@�2ํ@ห1?�2?�/์ 
 b._ �ํ@1?�0@O��P�1@�2ํ@ห1?�2?�/์ 
  (_) �@1O�OR�N)3?P0'O)3�1>"?(ห3?� คํ@�อ3> `,^^^ 
  (`) �@1O�OR�N)3?P0'O)3�1>"?(1อ� คํ@�อ3> _,^^^ 
 b.` �ํ@1?�0@พ?��@�@�2/B�Rพ1�?PN�็�0@O��P�1@�2ํ@ห1?�2?�/์ 
  (_) �@1O�OR�N�3?P0�O�3�1>�?�ห3?� 
   �. �@1O�OR�N)3?P0'O)3�O3>/ห1Aอ�@1Nพ>P/N�?P0/�?(�Oอ(N�Q�O
�'@"O3>O*'�@1QหO0@ �3BN/*CO)่/0ห1Aอ�Oอ/C3%@�"O@'ค3>'>� %?Q�'?Q NพAPอN)็'
�@1�0@0�@1Q�O0@ 

คํ@�อ3> b`,^^^ 

   �. �@1O�OR�N)3?P0'O)3��3@�O3>Nอ�2@1�ํ@�?(0@%?P/?�Oอ/C3
'อ�Nห'Aอ�@��@1O�OR�N)3?P0'O)3�#@/�Oอ �. 

คํ@�อ3> `^,^^^ 

   ค. �@1O�OR�N)3?P0'O)3�2C#1#ํ@1?( �1>(/'�@1*3># ห1Aอ
�@1ค/(คB/คB!.@พ/@#1�@' 

คํ@�อ3> _c,^^^ 

  (`) �@1O�OR�N�3?P0�O�3�1>�?�1อ� 
   �. �1!?2N�QหO*CON�?P0/�@ญ)1>N/>' คํ@�อ3> `,^^^ 
   �. �1!?R/N2N�QหO*CON�?P0/�@ญ)1>N/>' คํ@�อ3> _,c^^ 
c. �@1�1>N/>�Nอ�2@1�@�/>�@�@1�อ�1@0�@�ห1AอPค1�1N@��@10@�1@ค/@/N�N@N�?0/�?��@��3�@11?�1@
�อ�0@2@/?ญN�?0��?�0@�O�O�� 
 



 

 

 

- e -

1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 
�?P�>�?�N�O� 

(�@�) 
 c._ Pค1�1N@��@10@�1@ค/@/N%N@N%?0/�?'%@�*3�@11?�1@�อ�0@2@/?ญ
N%?0(�?(0@#O'O(( (�1!?ห@1AอP"02/?ค1Q�) 

คํ@�อ3> _b,^^^ 

 c.` 1@0�@'�@10@�1@ค/@/N%N@N%?0/�?'%@�*3�@11?�1@�อ�0@2@/?ญ
N%?0(�?(0@#O'O((  

คํ@�อ3> ab,^^^ 

 c.a 1@0�@'�@1�อ0�N/O'�@10@�1@�?/2//C3 O(( Biopharmaceutics 
Classification System (BCS) based Biowaiver 

คํ@�อ3> ``,^^^ 

 c.b 1@0�@'�@1�อ0�N/O'�@10@�1@�?/2//C3 P"0N)1?0(N%?0(�@13>3@0
Q'ห3อ"%"3อ� O(( Dose Proportionality based Biowaiver 

คํ@�อ3> _b,^^^ 

d. �@1�1>N/>�Nอ�2@1�@�/>�@�@1�O@�ค/@/�3อ�.?0�@��@1Q�O0@
Qห/N (SMP)   

คํ@�อ3> `f,^^^ 

e. �@1�1>N/>�Nอ�2@1�@�/>�@�@1คํ@�อP�1�@�@00@ 
 e._ �@1P�1!@�@00@%?P�1>%ํ@P"0#1�#Nอ*CO)1>�อ(P1ค0>3)>  คํ@�อ3> a,^^^ 
 e.` �@1P�1!@�@00@%@�2APอ%?P/R) คํ@�อ3> `,^^^ 
 e.3 �@1P�1!@�@00@%@�2APอ2>P��อ�2ํ@ห1?(O��%?PR/NR"OO2"�N�พ@>  
�APอ0@#@/Q(2ํ@ค?ญ�@1�@Q'%>N(?0'#ํ@1?(0@ �APอ(1>1?%O3>/ห1AอP3P�O(1>1?% 

คํ@�อ3> 200 

 e.4 �@1P�1!@�@00@%@�2APอ2>P��อ�2ํ@ห1?(O��%?PO2"�N�พ@>�APอ0@
#@/Q(2ํ@ค?ญ�@1�@Q'%>N(?0'#ํ@1?(0@ �APอ(1>1?%O3>/ห1AอP3P�O(1>1?% N�พ@>�1!?
1@0�@1�อ�O��R/N#1�#@/%?P2ํ@'?��@'ค!>�11/�@1อ@ห@1O3>0@�ํ@ห'" 

คํ@�อ3> 
 

 

200 
 

 
 f. �@1�1/�2�@��1>�อ��@1�@/ห3?�N���์O3>/>�?�@1�?P�?�?P2ํ@�?��@�ค�>�11/�@1อ@ห@1O3>0@
�ํ@ห�� (GXP) 
   f._ 2�@��?P�3>�0@.@0Q��1>N�0�@/ห3?�N���์O3>/>�?�@1�?P�?Q��@1�3>�0@ (Good Manufacturing 
Practice; GMP) �@/�1>�@0�1>�1/�2@�@1�2B��?PN�?P0/�Oอ�  

(_) O*')ั��B(?' ค1?Q�3> `c,^^^ 
 f.` 2�@��?P�3>�0@Q��N@��1>N�0�@/ห3?�N���์O3>/>�?�@1�?P�?Q��@1�3>�0@ (GMP)  
�@/�1>�@0�1>�1/�2@�@1�2B��?PN�?P0/�Oอ� 
  (_) �@1�1/�1?�1อ��@�Nอ�2@1�?P�@ํห�� (Documentary Verification) O3>�@1�Nออ@0B1@0
�3>�.?��์ 
   �. �1!? Certificate �อ� GMP ออ�QหOO�N2$@'%?P*3>#0@%?P
#?Q�อ0CNQ')1>N%0%?Pห'N/0�@'�ํ@�?("CO3"O@'0@�@P�N)็'*COออ� Certificate 
"?��3N@/ N)็'2/@�>� PIC/S ห1AอCertificate �อ� GMP %?Pออ�P"0ห'N/0�@'
�ํ@�?("CO3"O @'0@�อ�)1>N%0%?P R"O 1?(�@11?(1อ�N)็'ASEAN Listed 
Inspection Service QหOO�N2$@'%?P*3>#0@%?P#?Q�อ0CNQ')1>N%0'?Q' 

คํ@�อ3> c,^^^ 

   �. �1!? Certificate �อ� GMP ออ�P"0ห'N/0�@'�ํ@�?("CO3
"O@'0@�@P �N)็'2/@�>� PIC/S QหOO�N2$@'%?P *3>#0@%?P#?Q �อ0CN Q')1>N%0  
�@P�ห'N/0�@'�ํ@�?("CO3"O@'0@�อ�)1>N%0'?Q'R/NN)็'2/@�>� PIC/S  

คํ@�อ3> _^,^^^ 



 

 

 

- f -

1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 
�?P�>�?�N�O� 

(�@�) 
  (`) �@1�1/��1>N/>�2�@��?P�3>�0@Q��N@��1>N�0 (GMP Inspection at Overseas Manufacturer(s)) 
O���ั��B�?�ห1AอO��P�1@�2ํ@ห1?�2?�/์ O3>�@1�Nออ@0B1@0�3>�.?��์  
   �. �@1)1>N/>'Nอ�2@11>((คB!.@พ (Quality System 
Document Evaluation/ Paper Assessment)  

คํ@�อ3> _c^,^^^ 

   � . �@1#1/�)1>N/>' !  2$@'%?P*3>#0@ (On-site GMP 
Inspection) (R/N1//คN@P"02@1Nค1APอ�(>' คN@%?Pพ?�หOอ�N"?P0//@#1�@' คN@
N(?Q0N3?Q0� คN@พ@ห'>N">'%@�Q')1>N%0 คN@พ@ห'>N">'%@�Q'#N@�)1>N%0 
คN@)1>�?'�@1N">'%@� O3>คN@Q�O�N@0อAP'N %?PN�?P0/�Oอ� ($O@/?) 2ํ@ห1?(*CO#1/�
%?PN�?P0/�Oอ� P"0QหOอ0CNQ'ค/@/1?(*>"�อ(�อ�*CO0AP'คํ@�อ)  

ค1?Q�3> `^^,^^^ 

  (a) �@1ออ�ห�?�2Aอ1?�1อ�/@�1�@��@1�3>�0@O����ั�B�?��อ�2�@��?P�3>�0@Q��N@��1>N�0  
    �. �1!? ASEAN Listed Inspection Service  คํ@�อ3> d^,^^^ 
    �. �1!? PIC/S Member คํ@�อ3> d^,^^^ 
    ค. �1!? Certified by PIC/S Member 
                    ห1Aอ Certified by WHO Prequalification Team 

คํ@�อ3> f^,^^^ 
คํ@�อ3> _^,^^^ 

    �. �1!? Non-PIC/S Member %?Q�ห/" คํ@�อ3> 1c0,000 
  (b) �@1�Nอห�?�2Aอ1?�1อ�/@�1�@��@1�3>�0@O���ั��B�?��อ�2�@��?P�3>�0@Q��N@��1>N�0 
    �. �1!? ASEAN Listed Inspection Service คํ@�อ3> a^,^^^ 
    �. �1!? PIC/S Member คํ@�อ3> a^,^^^ 
    ค. �1!? Certified by PIC/S Member 
                     ห1Aอ Certified by WHO Prequalification Team 

คํ@�อ3> b^,^^^ 
คํ@�อ3> c,^^^ 

    �. �1!? Non-PIC/S Member %?Q�ห/" คํ@�อ3> 1c0,000 
  (c ) �@1�1/��1>N/>�2�@��?P �3>�0@Q��N @��1>N�0 (GMP Inspection at Overseas 
Manufacturer(s)) O���ั��B�?�ห1AอO��P�1@�2ํ@ห1?�2?�/์  
        �. �@1)1>N/>'Nอ�2@11>((คB!.@พNพAPอN#1?0/�@1#1/�
)1>N/>' O3>�@1#1/�)1>N/>' ! 2$@'%?P*3>#0@Q'#N@�)1>N%0 (R/N1//
คN@P"02@1Nค1APอ�(>' คN@%?Pพ?�หOอ�N"?P0//@#1�@' คN@N(?Q0N3?Q0� คN@พ@ห'>
N">'%@�Q')1>N%0 คN@พ@ห'>N">'%@�Q'#N@�)1>N%0 คN@)1>�?'�@1
N">'%@� O3>คN@Q�O�N@0อAP'N %?PN�?P0/�Oอ� ($O@/?) 2ํ@ห1?(*CO#1/�%?PN�?P0/�Oอ� 
P"0QหOอ0CNQ'ค/@/1?(*>"�อ(�อ�*CO0AP'คํ@�อ) 

คํ@�อ3> `^^,^^^ 
 

 f.a 2�@��?P�@00@�@/ห3?�N���์O3>/>�?��>�?�>�?P�?�@�N.2?��11/  
(Good Pharmacy Practice; GPP)   

ค1?Q�3> a,^^^ 

 f.b 2�@��?P0@�1@�?/2//C3 
  (_) 2$@'%?P0@�1@�?/2//C3.@0Q')1>N%0  ค1?Q�3> `c,^^^ 
  (`) �@1#1/�ค/@/พ1Oอ/�อ�2$@'%?P0@�1@�?/2//C3.@0Q')1>N%0
N(AQอ�#O'�Nอ'0AP'Q(2/?ค1 ASEAN listed BE center #@/ ASEAN BE MRA  

ค1?Q�3> _^,^^^ 



 

 

 

- g -

1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 
�?P�>�?�N�O� 

(�@�) 
  (a) 2$@'%?P0@�1@�?/2//C3Q'#N@�)1>N%0   

   �. �@1)1>N/>'Nอ�2@11>((คB!.@พ  
(Quality system document evaluation/Paper assessment) 

คํ@�อ3> _c^,^^^ 

   �. �@1#1/�)1>N/>' ! 2$@'0@�1@�?/2//C3 (R/N1//คN@P"02@1
Nค1APอ�(>' คN@%?Pพ?�หOอ�N"?P0//@#1�@' คN@N(?Q0N3?Q0� คN@พ@ห'>N">'%@�Q'
)1>N%0 คN@พ@ห'>N">'%@�Q'#N@�)1>N%0 คN@)1>�?'�@1N">'%@� O3>คN@Q�O�N@0
อAP'N %?PN�?P0/�Oอ� ($O@/?) 2ํ@ห1?(*CO#1/�%?PN�?P0/�Oอ� P"0QหOอ0CNQ'ค/@/1?(*>"�อ(
�อ�*CO0AP'คํ@�อ) 

ค1?Q�3> `^^,^^^ 

 f.c 2�@��?P�3>�0@ 2�@��?P�ํ@ห1Aอ2?P�0@N�O@Q�1@�อ@�@�?�1 �@/ห3?�N���์ />�?�@1O3>N�APอ�R�Q�
�@1�1>�@00@O���ั��B�?� 
 (_) )1>N.% _  ค1?Q�3> cb,^^^ 

 (`) )1>N.% `  ค1?Q�3> ad,^^^ 

 (a) )1>N.% a  ค1?Q�3> _f,^^^ 

 8.6 2"@�#?P0@�1@/>�?00@#@�คล>�>� 

   (1) �@1#1/�#1@�@10@�1@/>�?00@%@�ค3>'>�NพAPอ�@1พ>�@1!@�@1�@Q'%>N(?0'#ํ@1?(0@Q'/'B10์ 
   �. �@1#1/�#1@�@10@�1@/>�?00@Q')1>N%0 คํ@�อ3> c^,^^^ 

   �. �@1#1/�#1@�@10@�1@/>�?00@Q'#N@�)1>N%0 คํ@�อ3> `^^,^^^ 

 (2) �@1#1/�1?(1อ�2$@'%?P/>�?0%@�ค3>'>�Q'/'B10์1>0>%?P 1 

   �. �@1#1/�1?(1อ�2$@'%?P/>�?0Q')1>N%0 คํ@�อ3> c^,^^^ 

   �. �@1#1/�1?(1อ�2$@'%?P/>�?0Q'#N@�)1>N%0 คํ@�อ3> `^^,^^^ 

_^. �@1�1>N/>�Nอ�2@1�@�/>�@�@1�อ�คํ@�ออAP� N �?PN�?P0/�Oอ��?��@1อ�Bญ@� 
  _^._ �@1�ออ'Bญ@#'ํ@ห1Aอ2?P�0@N�O@/@Q'1@�อ@!@�?�1NพAPอ�@1
/>�?0 ห1Aอ �@1�ออ'Bญ@#*3>#0@#?/อ0N@�NพAPอ�อ�@Q'%>N(?0'#ํ@1?(0@O*'
)ั��B(?'2ํ@ห1?(�@10@�1@/>�?0  

คํ@�อ3> b,^^^ 

  _^.` �@1�0@0�อ(�N@0�อ��@1อ'Bญ@#*3>#0@#?/อ0N@�NพAPอ�อ�@Q'
%>N(?0'#ํ@1?(0@O*')ั��B(?'2ํ@ห1?(�@10@�1@/>�?0 

ห/@0Nห�B : �@1�0@0�อ(�N@0#@/�Oอ _^.` ห/@0$@� N�พ@>�@1�0@0
�อ(�N@0NพAPอ�@10@�1@�?/2//C3 

คํ@�อ3> _,^^^ 

  _^.a �@1�0@0�อ(�N@0�อ��@1อ'Bญ@#*3>#0@#?/อ0N@�NพAPอ�อ�@Q'
%>N(?0'#ํ@1?(0@O*')ั��B(?'2ํ@ห1?(�@10@�1@/>�?0�1!?N)็'0@/>�?0Qห/N  
ห/@0Nห�B : �@1�0@0�อ(�N@0#@/�Oอ _^.a ห/@0$@� N�พ@>�@1�0@0
�อ(�N@0อAP' 'อ�Nห'Aอ�@��@1�0@0�อ(�N@0NพAPอ�@10@�1@�?/2//C3 

คํ@�อ3> b,^^^ 

  _^.b �@1O�OR�N)3?P0'O)3�1@0�@1N�?P0/�?(�@1R"O1?(อ'Bญ@##@/
�Oอ _^._ $@� 10.3 

คํ@�อ3> c^^ 



 

 

 

- _^ -

1@0�@1 ห�N/0�?� อ?�1@คN@Q�O�N@0 
�?P�>�?�N�O� 

(�@�) 
 10.5 �@1�ออ'Bญ@#�@10@�1@/>�?00@Q'/'B10์ NพAPอ�@1พ>�@1!@�@1
�@Q'%>N(?0'#ํ@1?(0@ 

คํ@�อ3> 30,000 

 10.6 �@1O�OR�N)3?P0'O)3�1@0�@1N�?P0/�?(�@1R"O1?(อ'Bญ@##@/  
�Oอ 10.5 

คํ@�อ3> 2,000 

  _^.7 �@1พ>�@1!@ห'?�2Aอ1?(1อ�1BN'�@1*3>#�?//?#$B2ํ@ห1?(2?#/์  
Q'�1!?2N�QหO*CON�?P0/�@ญ)1>N/>' 

คํ@�อ3> a,^^^ 

__. �@1�1>N/>�Nอ�2@1�@�/>�@�@1�อ��@1N�3?P0��1>N.�0@ #ํ@1?(3> gg,^^^ 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

- __ -

 ?ญช? a �@1พ>�@1�@ห1Aอ�@1!1/�2อ Q  N �อ��@� ?ญช? _ Oล> ?ญช? ` 

1@0�@1 ห�N/0�?� 
อ?�1@คN@Q�O�N@0
�?P�>�?�N�O� 

(�@�) 
_. �@1พ>�@1�@2�?�2�B�O3>พ?��@�CO�1>�อ��@1�O@�0@ 
 _._ ห'?�2Aอ1?(1อ� �(?(3> c^^ 
 _.` �@1#1/�2อ(O3>2A(คO'Nอ�2@1%?PN�?P0/�Oอ��?(�@1อ'Bญ@#(�) 

       (_) #ํ@1?(0@O*')ั��B(?' 1@0�@13> _,^^^ 
        (`) #ํ@1?(0@O*'P(1@!2ํ@ห1?(2?#/์ 1@0�@13> c^^ 
 _.a �@1พ>�@1!@/>'>��?0 �@12อ($@/  �@1#อ(�Oอห@1Aอห1AอQหO(1>�@1�Oอ/C3 P"0#อ(N)็'ห'?�2Aอ 
     (_) �@1/>'>��?0)1>N.%*3>#.?!�์/N@�?"N)็'*3>#.?!�์0@ห1AอR/N คํ@�อ3> _,^^^ 
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