
)1>�@0�1>%1/�2@&@1!2B� 

N1APอ�  คN@Q�O�N@0%?P�>�?"N�O(�@�*CO0AP'คO@�อQ'�1>(/'�@1พ>�@1!@*ล>#.?!�์2/B'Rพ1  (�(?(%?P  `) 
พ.0.  `cdf 

 
 

P"0%?PN)็'�@12/ค/1O�OR�Nพ>P/N#>/�@10�N/O'คN@Q�O�N@0%?P�>�?"N�O(�@�*CO0AP'คO@�อQ'�1>(/'�@1 
พ>�@1!@อ'B�@#*ล>#.?!�์2/B'Rพ1  NพAPอN)็'�@1อO@'/0ค/@/2>"/�#Nอ*CON�?P0/�Oอ�Oล>Nห/@>2/ 
�?(2$@'�@1!์)ั��B(?' 

อ@0?0อO@'@�#@/ค/@/Q'/@#1@  c  /11คห'@P�  Oล>/@#1@  cc  /11คห'@P�  (a)  Oล>/11ค2@/ 
OหN�พ1>1@�(?��?#>*ล>#.?!�์2/B'Rพ1  พ.0.  `cd`  1?�/'#1?/N@�@1�1>%1/�2@&@1!2B�P"0คO@O'>'O@ 
�อ�ค!>�11/�@1*ล>#.?!�์2/B'Rพ1  Q'�@1)1>�B/ค1?Q�%?P  `/`cdf  N/APอ/?'%?P  e  /?'@ค/  `cdf   
ออ�)1>�@0R/O  "?�#NอR)'?Q   

�Oอ _ )1>�@0'?QN1?0�/N@  �)1>�@0�1>%1/�2@&@1!2B�  N1APอ�  คN@Q�O�N@0%?P�>�?"N�O(�@� 
*CO0AP'คO@�อQ'�1>(/'�@1พ>�@1!@*ล>#.?!�์2/B'Rพ1  (�(?(%?P  `)  พ.0.  `cdf� 

�Oอ ` )1>�@0'?QQหOQ�O(?�ค?(#?Q�O#N/?'%?P  _g  �1��@ค/  พ.0.  `cdf  N)็'#O'R) 
�Oอ a QหO0�Nล>�ค/@/Q'�Oอ  a  OหN�)1>�@0�1>%1/�2@&@1!2B�  N1APอ�  คN@Q�O�N@0%?P�>�?"N�O( 

�@�*CO0AP'คO@�อQ'�1>(/'�@1พ>�@1!@*ล>#.?!�์2/B'Rพ1  พ.0.  `cdc  Oล>QหOQ�Oค/@/#NอR)'?QO%' 
��Oอ  a  QหO*CO0AP'คO@�อQ'�1>(/'�@1พ>�@1!@*ล>#.?!�์2/B'Rพ1Q'�1!?"?�#NอR)'?Q  R"O1?(0�N/O' 

คN@Q�O�N@0%?P�>�?"N�O(%?Q�ห/"ห1Aอ(@�2N/' 
(_) �1!?%?PR"O1?(0�N/O'คN@Q�O�N@0%?P�>�?"N�O(%?Q�ห/"  /?"?�#NอR)'?Q 
 (�) N)็'Pค1��@1พ1>1@�"O@1>  ห1AอPค1��@1อ?'N'APอ�/@�@�พ1>1@�"O@1> 
 (�) #O@1?(*ล>#.?!�์2/B'Rพ1Qห/N%?P/>�?0พ? '@Oล>*ล>#Q')1>N%0NพAPอค/@//?P'ค��อ�)1>N%0 

#@/%?P1?�/'#1?/N@�@1�1>%1/�2@&@1!2B�)1>�@0�O@ห'" 
 (ค) *ล>#.?!�์2/B'Rพ1%?P�@Q'%>N(?0'#O@1?(  �อO�O�1@0ล>Nอ?0"  �อ�"O�O�*ล>#.?!�์

2/B'Rพ1R/OOลO/  Oล>#Oอ�O�OR�1@0�@1%>N(?0'#O@1?(  �@1O�O�1@0ล>Nอ?0"  �@1�"O�O�*ล>#.?!�์
2/B'Rพ1  #@/%?P�1>%1/�2@&@1!2B�ห1Aอ2O@'?��@'ค!>�11/�@1อ@ห@1Oล>0@�O@ห'"N�?P0/�?()ั�ห@ 
"O@'คB!.@พ  ค/@/)ลอ".?0  Oล>)1>2>%&>.@พ  Oล>QหO1//$@��@1"O@N'>'�@1อAP'%?P2A(N'APอ�/@�@��@1O�OR� 
#@/%?P�1>%1/�2@&@1!2B�ห1Aอ2O@'?��@'ค!>�11/�@1อ@ห@1Oล>0@�O@ห'"  P"0R"O"O@N'>'�@1.@0Q'
�O@ห'"1>0>N/ล@#@/��ห/@0 

(`) �1!?%?PR"O1?(0�N/O'คN@Q�O�N@0%?P�>�?"N�O((@�2N/'  /?"?�#NอR)'?Q 
 (�) R/N�?"N�O(คN@Q�O�N@0%?P�>�?"N�O(Q'1@0�@1Q"1@0�@1ห'@P�  �อ�O#Nล>1@0�@1%?PO'(%O@0 

)1>�@0'?Q  /?"?�#NอR)'?Q 

หนา  ๙
เลม   ๑๔๒ ตอนพิเศษ   ๒๔๕    ง ราชกิจจานุเบกษา ๑๕   กรกฎาคม   ๒๕๖๘



  _) �1!?ห'N/0�@'1@��@1�อQหO#1/�2อ(Oล>2A(คO'Nอ�2@1%?PN�?P0/�Oอ��?(�@1อ'B�@#   
ห1Aอ�อQหOพ>�@1!@/>'>��?0  �@12อ($@/  �@1#อ(�Oอห@1Aอห1AอQหO(1>�@1�Oอ/Cล  P"0#อ(N)็'ห'?�2Aอ 
#@/�Oอ  _  Q'1@0�@1  a  O'(%O@0)1>�@0'?Q#@/ลO@"?(  QหOR"O1?(0�N/O'คN@Q�O�N@0Q'O#Nล>1@0�@1%?PN�?P0/�Oอ� 
#@/1@0�@1"?��ลN@/ 

  `) �@10AP'คO@�อO�OR�N)ล?P0'O)ล�1@0�@1Q'Q(อ'B�@#*ล>#  'O@N�O@  ห1Aอ�@0
*ล>#.?!�์2/B'Rพ1  Oล>Q(อ'B�@#P�1!@*ล>#.?!�์2/B'Rพ1  Q'�1!?%?P#?Q�2$@'%?P*ล>#  'O@N�O@  �@0  
ห1AอN�O(1?�1@*ล>#.?!�์2/B'Rพ1  /?�@1N)ล?P0'O)ล�P"0*ล�อ���ห/@0ห1Aอห'N/0�@'�อ�1?�  N)็'*COO�O� 
ห1Aอ2?P�QหO/?�@1O�OR�  ห1Aอ�@1N)ล?P0'O)ล�1ห?2R)11!?0์  #@/�Oอ  _.a  Oล>  a.a  Q'1@0�@1  _   
O'(%O@0)1>�@0'?Q  QหOR"O1?(�@10�N/O'คN@Q�O�N@0Q'O#Nล>1@0�@1%?PN�?P0/�Oอ�#@/1@0�@1"?��ลN@/ 

  a) �@10AP'คO@�อ0O@02$@'%?P*ล>#*ล>#.?!�์2/B'Rพ1Q')1>N%0#@/)1>�@0
2O@'?��@'ค!>�11/�@1อ@ห@1Oล>0@N�?P0/�?(�@10AP'�อN)ล?P0'O)ล�2$@'%?P*ล>#*ล>#.?!�์2/B'Rพ1   
Q'�1!?'?QQหO�?"N�O(คN@Q�O�N@0Q'�@1)1>N/>'Nอ�2@1%@�/>�@�@1#@/�Oอ  c  Q'1@0�@1  `  O'(%O@0 
)1>�@0'?Q�อ�%>N(?0'#O@1?(  Q(1?(O�O�1@0ล>Nอ?0"  ห1AอQ(1?(�"O�O�*ล>#.?!�์2/B'Rพ1%?PN)็'#?/O%'
�อ�ห//"�@1*ล>#Oล>1C)O((*ล>#.?!�์2/B'Rพ1'?Q'  P"00�N/O'�@1�?"N�O(คN@Q�O�N@0Q'�@1)1>N/>'
Nอ�2@1%@�/>�@�@1%?Q�ห/"�อ�%>N(?0'#O@1?(  Q(1?(O�O�1@0ล>Nอ?0"  ห1AอQ(1?(�"O�O��อ�*ล>#.?!�์
2/B'Rพ1อAP'  %?Pอ0CNQ'ห//"�@1*ล>#Oล>1C)O((*ล>#.?!�์2/B'Rพ1N"?0/�?'�?(%>N(?0'#O@1?(  Q(1?(O�O�
1@0ล>Nอ?0"  ห1AอQ(1?(�"O�O�*ล>#.?!�์2/B'Rพ1�@P�N)็'#?/O%''?Q' 

  b) �@1#1/�2$@'%?P*ล>#*ล>#.?!�์2/B'Rพ1.@0Q')1>N%0�@P�N)็'0@�@�2/B'Rพ1
�ลBN/%?P R/NQ�Nค/@/N2?P0�2C�#@/หล?�N�!�์Oล>/>&?�@1%?P"?Q'�@1*ล>#*ล>#.?!�์2/B'Rพ1  (Good  
Manufacturing  Practice; GMP)  #@/)1>�@0�1>%1/�2@&@1!2B�%?PN�?P0/�Oอ�  QหOR"O1?(�@10�N/O' 
คN@Q�O�N@0#@/�Oอ  _._._  (`)  Q'1@0�@1  `  O'(%O@0)1>�@0'?Q 

  c) �@1พ>�@1!@O((O)ล'O*'*?�2$@'%?P*ล>#*ล>#.?!�์2/B'Rพ1#@/)1>�@0
�1>%1/�2@&@1!2B�%?PN�?P0/�Oอ�Q'�1!?�ลBN/%?PR/NQ�Nค/@/N2?P0�2C�QหOR"O1?(�@10�N/O'คN@Q�O�N@0#@/�Oอ  `  
Q'1@0�@1  `  O'(%O@0)1>�@0'?Q 

 (�) �@1�?"N�O(R/NN#O/อ?#1@คN@Q�O�N@0%?P�>�?"N�O(Q'O#Nล>1@0�@1ห'@P�1@0�@1Q"�อ�1@0�@1 
%?PO'(%O@0)1>�@0'?Q  /?"?�#NอR)'?Q 

  _) �1!?คO@�อN�?P0/�?(�@1�@Q'%>N(?0'#O@1?(  Oล>�@1O�O�1@0ล>Nอ?0"*ล>#.?!�์2/B'Rพ1   
%?P2O@'?��@'ค!>�11/�@1อ@ห@1Oล>0@)1>�@0�O@ห'"QหO*ล>#�@Q'.@0Q')1>N%0NพAPอค/@//?P'ค� 
"O@'*ล>#.?!�์2/B'Rพ1  �@1N�O@$@�*ล>#.?!�์2/B'Rพ1ห1Aอ�@1/>�?0Oล>พ? '@*ล>#.?!�์2/B'Rพ1�@P�N)็' 
�@1)1>N/>'Nอ�2@1%@�/>�@�@1#@/�Oอ  a  Oล>�Oอ  b  Q'1@0�@1  `  O'(%O@0)1>�@0'?Q  QหO�?"N�O(
คN@Q�O�N@0Q'อ?#1@1Oอ0ล>หO@2>(�อ�อ?#1@คN@Q�O�N@0%?P�>�?"N�O(Q'O#Nล>1@0�@1%?PN�?P0/�Oอ�#@/1@0�@1
"?��ลN@/ 

หนา  ๑๐
เลม   ๑๔๒ ตอนพิเศษ   ๒๔๕    ง ราชกิจจานุเบกษา ๑๕   กรกฎาคม   ๒๕๖๘



  `) �@10AP'คO@�อหล@0คO@�อNพAPอO�OR�N)ล?P0'O)ล�หล@01@0�@1Q'%>N(?0'#O@1?(  
Q(1?(O�O�1@0ล>Nอ?0"  Oล>Q(1?(�"O�O�*ล>#.?!�์2/B'Rพ1N"?0/�?'  %?P2@/@1$พ>�@1!@Oล>)1>N/>' 
R)Q'ค1@/N"?0/�?'R"O  #@/%?P2O@'?��@'ค!>�11/�@1อ@ห@1Oล>0@�O@ห'"  Q'�1!?'?QQหO0AP'คO@�อ 
พ1Oอ/�?'P"0�?"N�O(คN@Q�O�N@0Q'�@1)1>N/>'Nอ�2@1%@�/>�@�@1#@/�Oอ  c  Oล>�Oอ  d  Q'1@0�@1  `   
O'(%O@0)1>�@0'?Q  Q'คO@�อ%?P/?อ?#1@คN@Q�O�N@0%?P�>�?"N�O(2C�2B"Nพ?0�คO@�อN"?0/N%N@'?Q'   

  a) �@1พ>�@1!@O((O)ล'O*'*?�2$@'%?P*ล>#*ล>#.?!�์2/B'Rพ1#@/)1>�@0
�1>%1/�2@&@1!2B�%?PN�?P0/�Oอ�Q'�1!?�ลBN/ค/@/N2?P0�2C�#@/�Oอ  `  Q'1@0�@1  `  O'(%O@0)1>�@0'?Q   
QหO�?"N�O(คN@Q�O�N@0Q'อ?#1@1Oอ0ล>หO@2>(�อ�อ?#1@คN@Q�O�N@0%?P�>�?"N�O(Q'O#Nล>1@0�@1%?PN�?P0/�Oอ� 
#@/1@0�@1"?��ลN@/� 

�Oอ b QหO0�Nล>�ค/@/Q'�Oอ  b  OหN�)1>�@0�1>%1/�2@&@1!2B�  N1APอ�  คN@Q�O�N@0%?P�>�?"N�O( 
�@�*CO0AP'คO@�อQ'�1>(/'�@1พ>�@1!@*ล>#.?!�์2/B'Rพ1  พ.0.  `cdc  Oล>QหOQ�Oค/@/#NอR)'?QO%' 

��Oอ  b  QหO*CO0AP'คO@�อQ'�1>(/'�@1พ>�@1!@*ล>#.?!�์2/B'Rพ1Q'�1!?"?�#NอR)'?Q  R"O1?(0�N/O'
คN@Q�O�N@0%?P�>�?"N�O(%?Q�ห/"ห1Aอ(@�2N/'N)็'1>0>N/ล@2@/)ี  '?(O#N/?'%?P)1>�@0'?Q/?*ลQ�O(?�ค?( 

(_) �1!?%?PR"O1?(0�N/O'คN@Q�O�N@0%?P�>�?"N�O(%?Q�ห/"  /?"?�#NอR)'?Q 
 (�) �@1#1/�2$@'%?P*ล>#*ล>#.?!�์2/B'Rพ1.@0Q')1>N%0�@P�N)็'0@�@�2/B'Rพ1 

�ลBN/ค/@/N2?P0�2C�ห1Aอ*ล>#.?!�์�@�2/B'Rพ1#@/หล?�N�!�์Oล>/>&?�@1%?P"?Q'�@1*ล>#*ล>#.?!�์2/B'Rพ1   
(Good  Manufacturing  Practice; GMP)  #@/)1>�@0�1>%1/�2@&@1!2B�%?PN�?P0/�Oอ�  QหOR"O1?(�@10�N/O' 
คN@Q�O�N@0#@/�Oอ  _._._  (_)  ห1Aอ  _._.`  Q'1@0�@1  `  O'(%O@0)1>�@0'?Q 

(`) �1!?%?PR"O1?(0�N/O'คN@Q�O�N@0%?P�>�?"N�O((@�2N/'  /?"?�#NอR)'?Q 
 (�) R/N�?"N�O(คN@Q�O�N@0%?P�>�?"N�O(Q'1@0�@1Q"1@0�@1ห'@P�  �อ�O#Nล>1@0�@1%?PO'(%O@0 

)1>�@0'?Q  /?"?�#NอR)'?Q 
  _) �@1)1>N/>'Nอ�2@1%@�/>�@�@1#@/�Oอ  a  �Oอ  b  �Oอ  c  Oล>�Oอ  d  Q'1@0�@1  `   

O'(%O@0)1>�@0'?Q  2O@ห1?(คO@�อ�@Q'%>N(?0'#O@1?(  คO@�อO�O�1@0ล>Nอ?0"*ล>#.?!�์2/B'Rพ1  Oล>คO@�อ 
O�OR�N)ล?P0'O)ล�1@0�@1Q'%>N(?0'#O@1?(  Q(1?(O�O�1@0ล>Nอ?0"  ห1AอQ(1?(�"O�O�*ล>#.?!�์2/B'Rพ1   
NพAPอ�@12N�ออ�N%N@'?Q'  QหOR"O1?(�@10�N/O'คN@Q�O�N@0Q'O#Nล>1@0�@1%?PN�?P0/�Oอ�#@/1@0�@1"?��ลN@/ 

 (�) �@1�?"N�O(R/NN#O/อ?#1@คN@Q�O�N@0%?P�>�?"N�O(Q'O#Nล>1@0�@1ห'@P�1@0�@1Q" 
�อ�1@0�@1%?PO'(%O@0)1>�@0'?Q  /?"?�#NอR)'?Q 

  _) �@1)1>N/>'Nอ�2@1%@�/>�@�@1#@/�Oอ  a._.a  �Oอ  b._.a  Oล>�Oอ  c._.a  
Q'1@0�@1  `  O'(%O@0)1>�@0'?Q  �@P�N)็'คO@�อN�?P0/�?(�@1�@Q'%>N(?0'#O@1?(  �@1O�O�1@0ล>Nอ?0"   
�@1O�OR�N)ล?P0'O)ล�1@0�@1Q'%>N(?0'#O@1?(  Oล>�@1O�OR�N)ล?P0'O)ล�1@0�@1Q'Q(1?(O�O�
1@0ล>Nอ?0"�อ�0@พ? '@�@�2/B'Rพ1%?P*ล>#Q')1>N%0  OลO/O#N�1!?  Q'�1!?'?QQหO�?"N�O(คN@Q�O�N@0 
Q'อ?#1@1Oอ0ล>หO@2>(�อ�อ?#1@คN@Q�O�N@0%?P�>�?"N�O(Q'O#Nล>1@0�@1%?PN�?P0/�Oอ�#@/1@0�@1"?��ลN@/ 

หนา  ๑๑
เลม   ๑๔๒ ตอนพิเศษ   ๒๔๕    ง ราชกิจจานุเบกษา ๑๕   กรกฎาคม   ๒๕๖๘



  `) �@10AP'คO@�อO�OR�N)ล?P0'O)ล�1@0�@1%>N(?0'#O@1?(*ล>#.?!�์2/B'Rพ1 
#@/�Oอ  `.c  Q'1@0�@1  _  O'(%O@0)1>�@0'?QOล>�@1)1>N/>'Nอ�2@1%@�/>�@�@1#@/�Oอ  a  �Oอ  b   
Oล>�Oอ  c  Q'1@0�@1  `  O'(%O@0)1>�@0'?Q  �@P�N)็'คO@�อN�?P0/�?(�@1�@Q'%>N(?0'#O@1?(  คO@�อO�O�
1@0ล>Nอ?0"  คO@�อO�OR�N)ล?P0'O)ล�1@0�@1Q'%>N(?0'#O@1?(  Oล>คO@�อO�OR�N)ล?P0'O)ล�1@0�@1 
Q'Q(1?(O�O�1@0ล>Nอ?0"�อ�*ล>#.?!�์2/B'Rพ1  2O@ห1?(*CO0AP'คO@�อ�@P�Q�OQ(อ'B�@#2$@'%?P*ล>#*ล>#.?!�์ 
2/B'Rพ1%?PN)็'/>2@ห�>��B/�'  ห1Aอ/>2@ห�>��'@"0Nอ/  #@/��ห/@0/N@"O/0�@1'?Q'  OลO/O#N�1!?   
Q'�1!?'?QQหO�?"N�O(คN@Q�O�N@0Q'อ?#1@1Oอ0ล>ห�2>(�อ�อ?#1@คN@Q�O�N@0%?P�>�?"N�O(Q'O#Nล>1@0�@1%?PN�?P0/�Oอ� 
#@/1@0�@1"?��ลN@/� 

 
)1>�@0  !  /?'%?P  a^  N/1@0'  พ.0.  `cdf 

2/0?�">N  N%พ2B%>' 
1?�/'#1?/N@�@1�1>%1/�2@&@1!2B� 

หนา  ๑๒
เลม   ๑๔๒ ตอนพิเศษ   ๒๔๕    ง ราชกิจจานุเบกษา ๑๕   กรกฎาคม   ๒๕๖๘

Powered by TCPDF (www.tcpdf.org)

http://www.tcpdf.org

