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Nอ�2@1O!"�O@0#1>�@02 @!?��@!ค�>�11/�@1อ@ห@1Oล>0@ 
N1APอ� Nอ�2@1ห1Aอหล?��@!O2 ��Oอ/CลคB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0�อ�0@Q!�@1!Nออ@0B

Q"2 @ค?ญ�@1�@Q!�>N"?0!! @1?"0@ Oล>หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@�Oอ/Cล O@!คB�.@พ 
#1>2>� >.@พ Oล>ค/@/#ลอ .?0�อ�0@ 

ล�/?%#?P  28  �?%.@.% *.0. 2566 

2N/!�?P _ Nอ�2@1ห1Aอหล?��@!O2 ��Oอ/CลคB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0�อ�0@Q!�@1!Nออ@0B
Q"2 @ค?ญ�@1�@Q!�>N"?0!! @1?"0@ 

_. Nอ�2@1ห1Aอหล?��@!2 @ห1?"�>เ"?0!0@O$!#ั��B"?!2 @ห1?"/!B10์  
1._ Nอ�2@1ห1Aอหล?��@! O@!คB�.@พ   

1._.1 Nอ�2@1N�?P0/�?"!?/0@2 @ค?ญ  
  - N/�2@/O2 ��O/� @ห% -@!/�@%�/�!?/.@2 @ค?�Oล>/>$?/>Nค/@>ห์  
  - ห%?�2A//?&//�(ล�@//>Nค/@>ห์!?/.@2 @ค?� 

1._.2 Nอ�2@1N�?P0/�?"0@2 @N1O�1C#   
 - N/�2@/O2 �2C!/2N/%'/>�/& �?Q%!/%�@/(ล>!Oล>�@/ค/&คB-�@/(ล>! �O/� @ห% 

-@!/�@%�/�2N/%'/>�/&#?PR-NQ�N!?/.@2 @ค?� �O/� @ห% -@!/�@%�/�(ล>!,?��์2 @N/O�/C'Oล>/>$?/>Nค/@>ห์ Oล>
/@.ล>Nอ?. />$?�@/0@�1@Oล>/@.�@%�@/0@�1@ค/@-ค�2,@* 

 - ห%?�2A//?&//�(ล�@//>Nค/@>ห์(ล>!,?��์2 @N/O�/C' 
- N/�2@/ห/A/หล?��@%2%?&2%B%�@/'/?&N'ล?P.%2C!/2N/%'/>�/& �@P�QหO�/># @R ON�*@>�@/

'/?&N'ล?P.%!?/.@R-N2 @ค?� 

1.` Nอ�2@1ห1Aอหล?��@! O@!#1>2>� >.@พOล>ค/@/#ลอ .?0  
1.2.1 N/�2@/ Summary of Product Characteristics (SmPC) �&?&'ั��B&?%�/�(ล>!,?��์.@#?P(N@%

�@//?&//��/�/�ค์�@//%@-?.Pล� (WHO prequalification program) ห/A/ห%N/.�@%ค/&คB-.@#?P-?/>&&
�@/� @�?& COลN'็%#?P./-/?& (Stringent Regulatory Authorities, SRAs) R OO�N 2ห,@*.BP/' (European 
Commission; EMA) 2ห/?�/N-/>�@ (the US Food and Drug Administration) �?P'BN% (the Ministry of Health, 
Labour and Welfare of Japan /the Pharmaceuticals and Medical Devices Agency), 2/>!N�//์Oล% ์ 
(Swissmedic), Oค%@ @ (Health Canada), //2N!/Nล?. (Therapeutic Goods Administration), R/�์Oล% ์ 
(Icelandic Medicines Agency), Liechtenstein %//์N/.์ (Norwegian Medicines Agency) Oล> 2ห/@�
/@�@�?�/ (Medicines and Healthcare products Regulatory Agency, MHRA)  P .!O/�N'็%#>N&?.%! @/?&
.@#?P-?!?/.@2 @ค?� /C'O&& Oล>ค/@-O/�!/��?&.@!@-N/�2@/ SmPC #?PQ�O/O@�/>� ห/A/ 

1.2.` หล?��@%�@/N'็%.@Q%&?��?.@หล?�OหN��@!> ห/A/.@2@-?�'/>� @&O@% ห/A/ 

1.2.a Q%�/�?#?PR-NN'็%.@!@-�O/ 1.2.1 ห/A/ 1.2.` QหO2N�/@.�@%�@//>�?.ห/A/N/�2@/#@�/>�@�@/#?P
2%?&2%B%'/>2>#$>,@*ห/A/ค/@-'ล/ ,?.  

1.a O$!�@1�? �@1ค/@/N2?P0� O@!คB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0 Oล>ค @1?"1อ��@1
  @N!>!�@1!@/O$!�@1�? �@1ค/@/N2?P0� 2 @ห1?"�1�?�?P!Oอ��? � @O$!�@1�? �@1ค/@/N2?P0� 
2. Nอ�2@1ห1Aอหล?��@!2 @ห1?"�>เ"?0!0@O$!#ั��B"?!2 @ห1?"2?!/์ 

`._ Nอ�2@1ห1Aอหล?��@! O@!คB�.@พ   
`._.1 Nอ�2@1N�?P0/�?"!?/0@2 @ค?ญ  

  - �O/� @ห% -@!/�@%�/�!?/.@2 @ค?�Oล>/>$?/>Nค/@>ห์  
  - ห%?�2A//?&//�(ล�@//>Nค/@>ห์!?/.@2 @ค?� 



` 

`._.2 Nอ�2@1N�?P0/�?"0@2 @N1O�1C#   
- N/�2@/O2 �2C!/2N/%'/>�/& �?Q%!/%�@/(ล>!Oล>�@/ค/&คB-�@/(ล>! �O/� @ห% 

-@!/�@%�/�2N/%'/>�/&#?PR-NQ�N!?/.@2 @ค?� �O/� @ห% -@!/�@%�/�(ล>!,?��์2 @N/O�/C'Oล>/>$?/>Nค/@>ห์ Oล>
/@.ล>Nอ?. />$?�@/0@�1@Oล>/@.�@%�@/0@�1@ค/@-ค�2,@* 

- ห%?�2A//?&//�(ล�@//>Nค/@>ห์(ล>!,?��์2 @N/O�/C' 
- N/�2@/ห/A/หล?��@%2%?&2%B%�@/'/?&N'ล?P.%2C!/2N/%'/>�/& �@P�QหO�/># @R ON�*@>�@/

'/?&N'ล?P.%!?/.@R-N2 @ค?� 

2.2 Nอ�2@1ห1Aอหล?��@! O@!#1>2>� >.@พOล>ค/@/#ลอ .?0  
2.2.1 N/�2@/ Summary of Product Characteristics (SmPC) ห/A/ Product Information �&?&

'ั��B&?%�/�(ล>!,?��์.@#?P(N@%�@//?&//��@�ห%N/.�@%� @�?& COล.@2?!/์#?P./-/?&Q%!N@�'/>N#0 R OO�N 
(1) ห%N/.�@%� @�?& COล.@�/�2ห,@*.BP/' R OO�N European Medicines Agency 

(EMA), Veterinary Mutual Recognition Index (VMRI) Oล> Heads of Medicines Agencies (HMA) 
(2) ห%N/.�@%� @�?& COล.@�/�'/>N#02ห/@�/@�@�?�/ R OO�N Veterinary Medicines 

Directorate (VMD) 
(3) ห%N/.�@%� @�?& COล�/�'/>N#02ห/?�/N-/>�@ R OO�N  U.S.  Food and Drug 

Administration (USFDA) Oล> United States Department of Agriculture (USDA) 
(4) ห%N/.�@%� @�?& COล�/�'/>N#0Oค%@ @ //2N!/Nล?. %>/�?Oล% ์ Oล>�?P'BN%  
(5) ห%N/.�@%� @�?& COล.@�/�'/>N#0Q%�ลBN-2ห,@*.BP/' N�N% R//์Oล% ์ //2N!/?. 

N.//-?% 2N'% )/?P�N02 />!@ล? N&ลN.?P.- N%N$//์Oล% ์ 0?��@/? 2@$@/�/?�N�O� Oล>&?ล�@N/?. N'็%!O%  
(6) ห%N/.�@%� @�?& COล�/�'/>N#0Q%�ลBN-/N-/>�@Q!O N�N% &/@�>ล Oล>N-O��>P� N'็%!O%  

P .!O/�N'็%#>N&?.%! @/?&.@#?P-?!?/.@2 @ค?� ค/@-O/� /C'O&& �O/&N�Q�O �%@ Oล>/>$?�@/Q�O �%> 2?!/์ Oล>
/>.>ห.B .@ (�/�?.@#?PQ�OQ%2?!/์N*AP/�@/&/>P,ค) N'็%R'!@-N/�2@/#?PQ�O/O@�/>� 

2.2.2 N/�2@/O2 �คN@'/>-@�2C�2B �/�.@#?P./-QหO!�คO@�Q%N%AQ/N.AP/ (Maximum Residue Limit 
(MRLs)) #?P� @ห% P .ห%N/.�@% Codex Alimentarius ห/A/ European Medicines Agency (EMA) ห/A/คN@ 
Tolerances #?P� @ห% P .ห%N/.�@% U.S. Food and Drug Administration (USFDA) ห/A/ United States 
Department of Agriculture (USDA) Q%�/�?N'็%#>N&?.%! @/?&.@#?PQ�OQ%2?!/์N*AP/�@/&/>P,ค�/�-%B1.์  

2.2.a Q%�/�?#?PR-NN'็%.@!@-�O/ 2.2.1 Oล> 2.2.` QหO2N�/@.�@%�@//>�?.ห/A/N/�2@/#@�/>�@�@/
�/�(ล>!,?��์.@!%N/�#?P2%?&2%B%'/>2>#$>,@*ห/A/ค/@-'ล/ ,?.  

`.a O$!�@1�? �@1ค/@/N2?P0� O@!คB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0 Oล>ค @1?"1อ��@1
  @N!>!�@1!@/O$!�@1�? �@1ค/@/N2?P0� 2 @ห1?"�1�?�?P!Oอ��? � @O$!�@1�? �@1ค/@/N2?P0� 
3. Nอ�2@1ห1Aอหล?��@!2 @ห1?"�>เ"?0!0@O$!P"1@�2 @ห1?"2?!/์ 

3._ Nอ�2@1ห1Aอหล?��@! O@!คB�.@พ�อ�0@2 @N1O�1C# 
- N/�2@/O2 �/@.ล>N/?. �//-/>$?�@/(ล>!.@ Oล>�O/� @ห% -@!/�@%�/�(ล>!,?��์.@2 @N/O�/C'Oล>

/>$?/>Nค/@>ห์  
- ห%?�2A//?&//�(ล�@//>Nค/@>ห์�@/'%N'?้/%N�AQ/�Bล>%#/?.์ 

a.2 Nอ�2@1ห1Aอหล?��@! O@!#1>2>� >.@พOล>ค/@/#ลอ .?0  
N/�2@/ห/A/หล?��@%'/>/?!>�@/Q�O!@-/�ค์ค/@-/CO ?Q�N >-#?PN'็%0@2!/์/�ค์ค/@-/CO�@/O*#.์O(%R#.

ห/A/O(%�?% R OO�N ! @/@.@/�ค์ค/@-/CO ?Q�N >- ! @/@ห/A//@/2@/#@�/>�@�@/#?PQ�ON'็%N/�2@//O@�/>� Oล>
�O/ค> NหO%�@�ค�>(CON�?P./�@�/�ค์ค/@-/CO�@/O*#.์O(%R#.ห/A/O(%�?% ห/A/-?N/�2@/�O/-Cล#@�/>#.@0@2!/์



a 

2%?&2%B%'/>2>#$>,@*Oล>ค/@-'ล/ ,?./N/-�?&/�ค์ค/@-/CO ?Q�N >- P .#>N&?.%! @/?&.@!O/�-?2C!/
2N/%'/>�/& �O/&N�Q�O Oล>�%> 2?!/์ N'็%R'!@-N/�2@/หล?��@%#?PQ�O/O@�/>� 

a.a O$!�@1�? �@1ค/@/N2?P0� O@!คB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0 Oล>ค @1?"1อ��@1
  @N!>!�@1!@/O$!�@1�? �@1ค/@/N2?P0� 2 @ห1?"�1�?�?P!Oอ��? � @O$!�@1�? �@1ค/@/N2?P0�  
 

2N/!�?P ` หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@�Oอ/Cล O@!คB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0�อ�0@ 
   หล?�N���์Oล>N�AP/%R�Q%�@/*>�@/�@�O/-Cล O@%คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?.�/�.@#?P 

�/!N//@.B-?/@.ล>N/?.  ?�%?Q P .QหO*>�@/�@�O/-Cล#?Q�ห- #?P-?Q% O@%คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?.   
�/�.@'/>�/&�?&O(%�@/�? �@/ค/@-N2?P.� O@%คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?. Oล>ค @/?&//� 
!N@� N ห@�.@#?P�/!N//@.BN'็%R'!@-หล?�/>�@�@/ R-N-?ล?�1�>!@--@!/@ 83 OหN�*/>/@�&?��?!>.@ *.0. 2510 
Oล>#?PO�OR�N*>P-N!>- Oล>.@%?Q%-?'/>P.�%์-@��/N@ค/@-N2?P.� QหO(CO/%B�@!-?ค @2?P�/%B�@!QหO!N//@.BQ&2 @ค?��@/
�@Q%#>N&?.%! @/?&.@  

_. 0@O$!#ั��B"?!2 @ห1?"/!B10์Oล>2?!/์ 
1.1 �@1พ>�@1�@�Oอ/Cล O@!คB�.@พ /?หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@  ?�!?Q 

Nอ�2@1ห1Aอหล?��@! หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@ 

�O/� @ห% -@!/�@%�/�!?/.@2 @ค?� 
(3.2.S.4.1) 

  !Oอ�O2 �/@.ล>Nอ?. �Oอ� @ห% N�*@> />$?�@/# 2อ& Oล>N���์
#?PQ�O*>�@/�@Q%�@/.อ-/?& อ.N@�ค/&"O/% 

/>$?/>Nค/@>ห์!?/.@2 @ค?� (3.2.S.4.2)   !Oอ�/>&B/>$?/>Nค/@>ห์#?PQ�O# 2อ&!?/.@2 @ค?� !@-�/�?Q%�/�?ห%@P�
 ?�!NอR'%?Q 

1. �/�?Q�O/>$?/>Nค/@>ห์!@-! @/@.@ (compendial methods) 
QหOO%&N�*@>Nอ�2@/ monograph 

2. �/�?Q�O/>$?/>Nค/@>ห์#?PR-NN'็%R'!@-! @/@.@ ( in-house 
specification) QหOO%&/@.ล>Nอ?. />$?/>Nค/@>ห์#B�ห?/�Oอ 

3. �/�?#?P-?/>$?/>Nค/@>ห์N*>P-R'�@�! @/@.@ QหOO%&/@.ล>Nอ?. 
/>$?/>Nค/@>ห์#B�ห?/�Oอ 

ห%?�2Aอ/?&/อ�(ล�@//>Nค/@>ห์ 
(certificate of analysis) �อ�!?/.@
2 @ค?� 

  !Oอ�N'็%�@//?&/อ�(ล�@//>Nค/@>ห์ � @%/% _ /BN%�@/(ล>!�@�
(CO(ล>!/?!"B >&!?/.@2 @ค?� Oล>(CO(ล>!(ล>!,?��์.@ ห@�O�O�OหลN�
(ล>!หล@.OหลN�!Oอ�/?&/อ��@�#B�OหลN� 

2C!/2N/%'/>�/& (3.2.P.1) _. !Oอ�อ$>&@.ล?�1�>.@  ?�%?Q 
1.1 /C'O&&.@Oล>ล?�1�>N�*@>�อ�(ล>!,?��์.@ 
1.2 !?/# @N�Aอ�@�.@�%> (2-�Nอ%Q�O  ( reconstitution 

diluent) #?PO%&-@�?&.@ ("O@-?) 
1.3 �%> �อ�,@�%>&//�BOล>)@'ิ #?PQ�O2 @ห/?&(ล>!,?��์.@

Oล>2 @ห/?&!?/# @N�Aอ�@�.@�%> (2-�Nอ%Q�O ("O@-?) 
`. !Oอ�O2 �2C!/2N/%'/>�อ& P ./>&B�APอ '/>-@�Oล>/>&B

ห%N/./? '/>-@!/Oล>%Q @ห%?�N'็%N-!/>� //-#?Q�/>&Bห%O@#?POล>
คB�,@*P .อO@�อ>�R'"@�คB�,@*-@!/�@%#?PQ�O 

�?Q%!/%�@/(ล>!Oล>�@/ค/&คB-�@/
(ล>! 

1. !O/�O2 �2C!/.@!Nอ/BN%�@/(ล>! (Batch Formula) 
(3.2.P.3.2) �@P�/>&B�Oอ-Cล ?�!NอR'%?Q 



b 

Nอ�2@1ห1Aอหล?��@! หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@ 

1.1  />&B�APอOล>'/>-@��อ�!?/.@2 @ค?� Oล>2@/อAP% N Q%
2C!/!Nอ/BN%�@/(ล>! //-"@�2@/#?P!Oอ�Nอ@ออ�Q%/>ห/N@��@/(ล>! P .
/>&Bห%N/./? '/>-@!/Oล>%Q @ห%?�N'็%N-!/>� 

1.2  ค//-?�Oอ-Cล2%?&2%B%Oล>Nห!B(ล�อ� overage 
1.3  />&B� @%/%(ล>!,?��์.@#?PR O�@��@/(ล>!!Nอ/BN%�@/(ล>! 

2. !O/�O2 ��/>&/%�@/(ล>!Oล>/>$?�@/ค/&คB-�/>&/%�@/
(ล>! (Manufacturing Process and Process Controls) 
(3.2.P.3.3) �@P�/>&B�Oอ-Cล ?�!NอR'%?Q 

2.1  ค @อ$>&@.Oล>O(%(?�O2 ��/>&/%�@/(ล>! Oล>
/>$?�@/ค/&คB-�/>&/%�@/(ล>! P ./>&B�?Q%!อ%�@/(ล>!Oล>
/?!"B >&#?PQ�OQ%O!Nล>�N/��อ��/>&/%�@/ Oล>/>&B�?Q%!อ%Oล>
�B 2 @ค?��อ��@/ค/&คB-�/>&/%�@/ �@/# 2อ&2@/-?$.?%!/์ 
Oล>�@/ค/&คB-(ล>!,?��์.@2 @N/O�/C' 

2.2 ค @อ$>&@./>$?�@/N!/?.-Oล>�@/# @QหO'/@0�@�N�AQอ�อ�
2N/%'/>�อ&!N@� N N�N% ,@�%>&//�B )@'ิ  N'็%!O% Q%�/�?
(ล>!,?��์'/@0�@�N�AQอ (sterile product) 

�O/� @ห% -@!/�@%�/�
2N/%'/>�/&#?PR-NQ�N!?/.@2 @ค?� 
(3.2.P.4.1) 

  !Oอ�O2 �/@.ล>Nอ?. �Oอ� @ห% N�*@> />$?�@/# 2อ& Oล>N���์
#?PQ�O*>�@/�@Q%�@/.อ-/?& .�N/O% 2@/'/B�O!N�&@��%> #?PR-Nอ@�
O2 ��Oอ� @ห% N�*@> N�N% 2? 2@/O!N��ล>P% QหOO%& certificate of 
analysis # O#%R O 

/>$?/>Nค/@>ห์2N/%'/>�/&#?PR-NQ�N!?/
.@2 @ค?� (3.2.P.4.2) 

1. �/�?Q�O/>$?/>Nค/@>ห์!@-! @/@.@#?P/?�-%!/?'/>�@0 
(compendial methods) QหOO2 � monograph �/�2@/'/B�O!N� 

2. �/�?Q�O/>$?/>Nค/@>ห์�อ�(CO(ล>!#?PR-NN'็%R'!@-! @/@.@#?P
/?�-%!/?'/>�@0 QหOO2 �/@.ล>Nอ?. />$?/>Nค/@>ห์#B�ห?/�Oอ 

ห%?�2Aอ/?&/อ�(ล�@//>Nค/@>ห์ 
(certificate of analysis) �อ�
2N/%'/>�/&#?PR-NQ�N!?/.@2 @ค?� 

  !Oอ�N'็%�@//?&/อ�(ล�@//>Nค/@>ห์ � @%/% _ /BN%�@/(ล>!�อ�2@/
'/B�O!N�Q%! @/?& 

�O/� @ห% -@!/�@%.@2 @N/O�/C' 
(3.2.P.5.1) 

_.  !Oอ�-?�Oอ� @ห% N�*@>�อ�(ล>!,?��์2 @N/O�/C'N'็%R'!@-! @/@
.@#?P/?�-%!/?'/>�@0 N*APอ!? 2>%Q�#@���ห-@. (Regulatory 
specification) ห/Aอ-?�Oอ� @ห% N'็%R'!@-�/�?Q �/�?ห%@P� 
 ?�!NอR'%?Q 

1.1 �/�?#?P�Oอ� @ห% -@!/�@%&@�ห?/�OอR-NN'็%R'!@-! @/@
.@#?P/?�-%!/?'/>�@0 QหOO�O�Nห!B(ลOล>O%&หล?��@%2%?&2%B% 

1.2 �/�?#?PN'็%.@%อ�! @/@.@#?P/?�-%!/?'/>�@0 QหOO�O�
�Oอ� @ห% -@!/�@%!@-ห?/�OอO%/#@��อ� ICH  O@%คB�,@*  ?�%?Q 

1.2.1 .@Nค-?2 @ห/?&-%B1.์ QหO-?�O/� @ห% !@-O%/#@� 
ICH  O@%คB�,@* Q6A 

1.2.2 .@�?//?!"B2 @ห/?&-%B1.์ QหO-?�O/� @ห% !@-
O%/#@� ICH  O@%คB�,@* Q6B 



c 

Nอ�2@1ห1Aอหล?��@! หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@ 

1.2.3 .@O(%'ั��B&?%2 @ห/?&2?!/์ QหO-?�O/� @ห% 
-@!/�@%.@2 @N/O�/C'Oล>/>$?/>Nค/@>ห์!@-ห?/�O/�/�O%/#@� 
ASEAN ห/A/ VICH Guidelines  O@%คB�,@* 

`.  Q%�/�?#?P-?�Oอ� @ห% -@!/�@%.@2 @N/O�/C'Oล>/>$?/>Nค/@>ห์#?P
Q�OQ%�@/ค/&คB-คB�,@*#?PQ�OQ%#@�'�>&?!> ("O@-?) !Oอ�O�O�R/ON'็%
�Oอ-Cล O/. 

/>$?/>Nค/@>ห์.@2 @N/O�/C' (3.2.P.5.2)   !Oอ�/>&B/>$?/>Nค/@>ห์#?PQ�O# 2อ&.@2 @N/O�/C' !@-�/�?Q%�/�?ห%@P�
 ?�!NอR'%?Q 

1. �/�?Q�O/>$?/>Nค/@>ห์!@-! @/@.@ (compendial methods) 
QหOO%&N�*@>Nอ�2@/ monograph 

2. �/�? Q�O /> $? /> Nค/@>ห์#?P Nห-@>2-�อ�(CO (ล> !  QหO O%&
/@.ล>Nอ?. />$?/>Nค/@>ห์#B�ห?/�Oอ #?Q�%?Q />$?/>Nค/@>ห์!Oอ�2อ คลOอ�
�?&�Oอ� @ห% -@!/�@%!@-ห?/�OอO%/#@��อ� ICH  O@%คB�,@* 

ห%?�2Aอ/?&/อ�(ล�@//>Nค/@>ห์ 
(certificate of analysis) �อ�.@
2 @N/O�/C' 

  !Oอ�N'็%�@//?&/อ�(ล�@//>Nค/@>ห์�@�(CO(ล>!(ล>!,?��์.@ � @%/% 
_ /BN%�@/(ล>! 

�@/!//�2อ&ค/@-"C�!Oอ��อ�
/>$?�@//>Nค/@>ห์ (Validation of 
Analytical Procedures) 
(3.2.P.5.3) 

  !Oอ�O2 �/@.ล>Nอ?. �Oอ-Cล�@/!//�2อ&ค/@-"C�!Oอ��อ�/>$?
/>Nค/@>ห์ �@P�//-"@��Oอ-Cล�@��@/# ลอ�2 @ห/?&/>$?/>Nค/@>ห์#?PQ�O
# 2อ&(ล>!,?��์2 @N/O�/C' Q%�/�?#?PQ�O/>$?/>Nค/@>ห์#?PNห-@>2-�อ�
(CO(ล>! 

�O/-Cล�@/0@�1@ค/@-ค�2,@* 
(3.2.P.8) 

1. !O/�O2 �/@.ล>Nอ?. />$?�@/0@�1@Oล>/@.�@%ค/@-ค�2,@* 
(Stability Data) !@- ASEAN Guideline on Stability Study of 
Drug Product 2 @ห/?&.@O(%'ั��B&?%2 @ห/?&-%B1.์ Oล>2 @ห/?&.@
O(%'ั��B&?%2 @ห/?&2?!/์QหON'็%R'!@-O%/#@� ASEAN ห/A/ VICH 
P .O%&(ล�@/0@�1@ค/@-ค�2,@*Q%/C'O&&#?PNห-@>2- N�N% 
!@/@� �/@+ ค @อ$>&@. Oล>ค//-?�Oอ-Cล�อ�/>$?#?PQ�O/>Nค/@>ห์Oล>
�@/!//�2อ&ค/@-"C�!Oอ��อ�/>$?/>Nค/@>ห์ �@P�Q%�/�?#?P-?�Oอ-Cล
�@/0@�1@ค/@-ค�2,@*!@-อ@.B.@#?PR O/?&อ%B-?!> N'็%R'!@-
O%/#@� ASEAN อ.CNOลO/ QหO.AP%�Oอ-CลN >-#?PR O/?&อ%B-?!>R O 

2. �/�?#>N&?.%! @/?&.@-?�O/-Cล�@/0@�1@ค/@-ค�2,@*�@P�
2/ คลO/��?&/@.B.@!@-O%/#@� ASEAN ห/A/ VICH O!NR-N-?�O/-Cล
�@/0@�1@O&&N/N� 2@-@/"Q�O�Oอ-Cล on-going stability data ห/Aอ 
annual stability data 2 @ห/?&.@#?P-?ค/@-ค�!?/ (stable) R-N%Oอ.
�/N@ ` /BN%�@/(ล>! 2 @ห/?&.@#?PR-Nค�!?/ (unstable) ห/Aอ/C'O&&.@
-?ค/@-N2?P.�2C� (critical dosage form) R-N%Oอ.�/N@ a /BN%�@/(ล>!
P .#>N&?.%! @/?&.@#?P-?�O/-Cล�@/0@�1@ค/@-ค�2,@*!@-/@.B.@#?P
R O/?&/%B-?!> 2@-@/"Q�O�O/-CลN >-#?PR O/?&/%B-?!>R O 

3. �/�?#?PR O.AP%�Oอ-Cล�@/0@�1@ค/@-ค�2,@*R/OOลO/O!N.?�R-N
N'็%R'!@-O%/#@� ASEAN อ@�.AP%�Oอ-Cล on-going stability data 



d 

Nอ�2@1ห1Aอหล?��@! หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@ 

ห/Aอ annual stability data 2 @ห/?&.@#?P-?ค/@-ค�!?/ (stable) R-N
%Oอ.�/N@ ` /BN%�@/(ล>! 2 @ห/?&.@#?PR-Nค�!?/ (unstable) ห/Aอ
/C'O&&.@-?ค/@-N2?P.�2C� (critical dosage form) R-N%Oอ.�/N@ a 
/BN%�@/(ล>! Oล>!Oอ��? # @O(%�? �@/ค/@-N2?P.�#?P'/>�/& O/.ค @
/?&//�Q%�@/0@�1@ค/@-ค�2,@*�%ค/&!@-/@.B.@ Oล>/>.>N/ล@
Q%�@/2N�/@.�@%QหO /.. #/@& 

4. �/�?#?P.?�R-NNค..AP%�Oอ-Cล�@/0@�1@ค/@-ค�2,@*ห/Aอ-?�Oอ-Cล
�@/0@�1@ค/@-ค�2,@*O!N.?�R-Nค/&!@-อ@.B.@ !Oอ�O2 �
/@.ล>Nอ?. />$?�@/0@�1@ (Stability protocol) Oล>/@.�@%ค/@-
ค�2,@*#?Q �  accelerated stability d N Aอ% Oล> long term 
stability อ.N@�%Oอ. d N Aอ% */Oอ-#?Q��? # @ค @/?&/อ�Q%�@/0@�1@
ค/@-ค�2,@* Oล>2N�/@.�@% ?��ลN@/QหO(COอ%B�@!#/@&�%ค/&!@-
อ@.B.@ 

4. �/�?.@#?P-?ค/@-� @N'็%#@�2@$@/�2B�Oล>R-N2@-@/"
  @N%>%�@/.AP%Nอ�2@/ค/@-ค�2,@*!@-�O@�!O%R O QหO�?QO��Nห!B(ล
ค/@-� @N'็% #?Q�%?Q อ..�>*>�@/�@ค/@-Nห-@>2-N'็%/@.�/�? 

N/�2@/ห/A/หล?��@%2%?&2%B%�@/
'/?&N'ล?P.%2C!/2N/%'/>�/& 

*>�@/�@/%B�@!N#N@#?P� @N'็%N�*@>2N/%'/>�/&#?PR-NQ�N!?/.@
2 @ค?� P .!O/�O2 �/@.ล>N/?. /N@2N/%'/>�/&%?Q%-?ค/@-
'ล/ ,?. Q%'/>-@�#?P'ล/ ,?. N�N% �@//O@�/>��@%�O/-Cล 
ingredient  O@%.@�/� USFDA ห/A/ห%N/.�@%/AP%#?PN'็%#?P./-/?& 
N'็%!O% 

1.2 �@1พ>�@1�@�Oอ/Cล O@!#1>2>� >.@พOล>ค/@/#ลอ .?0 /?หล?�N���์Oล>N�APอ!R�Q!�@1
พ>�@1�@  ?�!?Q 

1.2.1 �>N"?0!! @1?"0@O$!#ั��B"?!2 @ห1?"/!B10์ 

�O/-Cล O@%'/>2>#$>,@*Oล>ค/@-'ล/ ,?. -?หล?�N���์Oล>N�AP/%R�Q%�@/*>�@/�@  ?�%?Q 
(1) ! @/?&.@#?P-?!?/.@!?/.@2 @ค?� /C'O&& Oล>ค/@-O/�!/��?&.@#?PR O/?&/%B-?!>P . 

SRAs �>!O/�/O@�/>��@//%B-?!>#>N&?.%! @/?&.@�/�'/>N#0 SRAs N*AP/2%?&2%B%'/>2>#$>,@*Oล>ค/@-
'ล/ ,?.�/�.@R O Oล>O2 �/@.ล>N/?. �/� Summary of Product Characteristics #?PN'็%'ั��B&?%                
�/�(ล>!,?��์.@#?PR O/?&/%B-?!>�@� SRA -@'/>�/&�@/*>�@/�@ ห@�R-N-?�O/-CลO!�!N@��?% �OR-N� @N'็%!O/�
O2 ��O/-Cล O@%'/>2>#$>,@*Oล>ค/@-'ล/ ,?.N*>P-N!>- N/O%O!N#>N&?.%! @/?&.@%?Q%-?�O/�?�/ล O@%
'/>2>#$>,@* ค/@-'ล/ ,?. ห/A/คB�,@* (!//�2/&R O�@�N/O&R�!์�/�2 @%?��@%ค�>�//-�@//@ห@/Oล>.@) 
#?P!O/��? # @�O/-CลN*>P-N!>-QหONห-@>2-�?&O!Nล>�/�? O!NQ%�/�?.@-?/C'O&& ค/@-O/� �O/&N�Q�O ห/A/�%@ Oล>
/>$?Q�O.@ O!�!N@��@� SRAs QหOO2 ��O/-Cล2%?&2%B%'/>2>#$>,@*Oล>ค/@-'ล/ ,?.N*>P-N!>- 

(2) ! @/?&.@#?P-?'/@��Q%&?��?.@หล?�OหN��@!> ห/A/.@2@-?�'/>� @&O@% !O/�O2 �
�O/-Cล�@/N'็%.@Q%&?��?.@หล?�OหN��@!> ห/A/.@2@-?�'/>� @&O@% N*AP/2%?&2%B%'/>2>#$>,@*Oล>ค/@-'ล/ ,?. 

(3) ! @/?&.@#?PR-NN'็%.@!@-�O/ 1.2.1 (1) ห/A/ (2) !O/�O2 ��O/-Cล�@//>�?.ห/A/�O/-Cล
#@�/>�@�@/#?P2%?&2%B%'/>2>#$>,@*ห/A/ค/@-'ล/ ,?. 

1.2.2 �>N"?0!! @1?"0@O$!#ั��B"?!2 @ห1?"2?!/์ 



e 

�O/-Cล O@%'/>2>#$>,@*Oล>ค/@-'ล/ ,?. -?หล?�N���์Oล>N�AP/%R�Q%�@/*>�@/�@  ?�%?Q 
(1) ! @/?&.@#?P-?!?/.@!?/.@2 @ค?� /C'O&& Oล>ค/@-O/�!/��?&.@#?P(N@%�@//?&//�     

�@�ห%N/.�@%� @�?& COล.@2?!/์#?P./-/?&Q%!N@�'/>N#0 �>!O/�/O@�/>��@//%B-?!>#>N&?.%! @/?&.@�/�   
'/>N#0%?Q% N N*AP/2%?&2%B%'/>2>#$>,@*Oล>ค/@-'ล/ ,?.�/�.@ Oล>O2 �/@.ล>N/?.  Summary of 
Product Characteristics #?PN'็%'ั��B&?%  

(2) ! @/?&.@#?PQ�OQ%2?!/์N*AP/�@/&/>P,ค�/�-%B1.์ !O/�O2 �/@.ล>N/?. �/�คN@'/>-@�
2C�2B �/�.@#?P./-QหO!�คO@�Q%N%AQ/N.AP/ (Maximum Residue Limit (MRLs)) #?P� @ห% P .ห%N/.�@% Codex 
Alimentarius ห/A/ European Medicines Agency (EMA) ห/A/คN@ Tolerances #?P� @ห% P .ห%N/.�@% 
U.S. Food and Drug Administration (USFDA) ห/A/ United States Department of Agriculture (USDA) 

(3) ! @/?&.@#?PR-NN'็%.@!@-�O/ 1.2.2 (1) ห/A/ (2) !O/�O2 ��O/-Cล�@//>�?.ห/A/�O/-Cล
#@�/>�@�@/#?P2%?&2%B%'/>2>#$>,@*ห/A/ค/@-'ล/ ,?. 

1.2.4 O$!�@1�? �@1ค/@/N2?P0� O@!คB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0 
Q%&@��/�?#>N&?.%! @/?&.@#?P-?�O/�?�/ล O@%คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?. 

�@P�!O/��? # @O(%�@/�? �@/ค/@-N2?P.��@��@/Q�O.@%?Q% �>!O/�O2 �ค @/?&//��@/  @N%>%�@/!@-O(%�@/
�? �@/ค/@-N2?P.� O/. N*AP/N'็%�@//?&'/>�?%/N@.@ ?��ลN@/-?คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?. Oล>-?
'/>P.�%์-@��/N@ค/@-N2?P.� 

 
2. 0@O$!P"1@�2 @ห1?"2?!/ ์

2.1 �@1พ>�@1�@�Oอ/Cล O@!คB�.@พ /?หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@  ?�!?Q 
�Oอ/Cล Nอ�2@1ห1Aอหล?��@! หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@ 

�//-/>$?�@/(ล>!.@   !Oอ�O2 ��//-/>$?�@/(ล>!P .ล>Nอ?. !@-#?P(ล>!�/>�N/>P-!?Q�O!N
�?Q%!อ%O/��อ��@/(ล>!�%"@��@/&//�B Oล>O�O�QหO2อ คลOอ��?&
2C!/.@ 

�O/� @ห% -@!/�@%.@2 @N/O�/C'Oล>
/>$?/>Nค/@>ห์ 

  Q%Nอ�2@/!Oอ�-?อ.N@�%Oอ.!O/�-?ห?/�Oอ ?�%?Q 
_. ล?�1�> (appearance) �อ�.@2 @N/O�/C' 
`. />$?�@/!//�Nอ�ล?�1�์�อ�(ล>!,?��์.@2 @N/O�/C' อ.N@�%Oอ.

!Oอ�-?�@/!//�2อ&ล?�1�>#@��@.,@* !//� O/.'/>2@#2?-(?2
#?Q�หO@ N'/?.&N#?.&�?&O&&.@ .._ #?PR O�@Q%#>N&?.%R/O 

a. �Oอ� @ห% -@!/�@%!@-/C'O&&.@ (dosage form) �อ�.@
!@-#?P� @ห% Q%! @/@.@#?P/?�-%!/?'/>�@0ห/Aอ!@-#?P2 @%?��@%
ค�>�//-�@/อ@ห@/Oล>.@� @ห%  N�N% .@/C'O&&�อ�O�O� .@(� 
.@Oค'�Cล .@N-O  อ.N@�%Oอ.!Oอ�-?�@/!//�2อ&คN@'/>-@�%Q @
ค/@-�AQ% (Loss on drying) .@/C'O&&�อ�Nหล/ อ.N@�%Oอ.!Oอ�/? 
ค/@-"N/�� @N*@> ค/@-N'็%�/  N@� N'็%!O% 

b. �O/� @ห% -@!/�@%�@/'%N'?้/%N�AQ/�Bล>%#/?.์ Oล>�O/� @ห% 
-@!/�@%�@/'%N'?้/%Pลห>ห%?� !O/�N'็%R'!@-! @/@.@#?P/?�-%!/?
'/>�@0 P ./>$?ค/&คB-คB�,@*Oล>�O/� @ห% -@!/�@% QหON'็%R'
!@-!@/@�#?P 1 Oล> 2 #O@.!@/@�%?Q 



f 

�Oอ/Cล Nอ�2@1ห1Aอหล?��@! หล?�N���์Oล>N�APอ!R�Q!�@1พ>�@1�@ 

�//-/>$?�@/(ล>!.@   !Oอ�O2 ��//-/>$?�@/(ล>!P .ล>Nอ?. !@-#?P(ล>!�/>�N/>P-!?Q�O!N
�?Q%!อ%O/��อ��@/(ล>!�%"@��@/&//�B Oล>!Oอ�2อ คลOอ��?&2C!/.@ 

�O/� @ห% -@!/�@%.@2 @N/O�/C'Oล>
/>$?/>Nค/@>ห์ 

  Q%Nอ�2@/!Oอ�-?อ.N@�%Oอ.!O/�-?ห?/�Oอ ?�%?Q 
(_)  ล?�1�> (appearance) �/�.@2 @N/O�/C' 
(`)  />$?�@/!//�Nอ�ล?�1�์�อ�(ล>!,?��์.@2 @N/O�/C' อ.N@�%Oอ.

!Oอ�-?�@/!//�2อ&ล?�1�>#@��@.,@* !//� O/.'/>2@#2?-(?2
#?Q�หO@ N'/?.&N#?.&�?&O&&.@ .._ #?PR O�@Q%#>N&?.%R/O 

(a)  �Oอ� @ห% -@!/�@%!@-/C'O&&.@ (dosage form) �อ�.@
!@-#?P� @ห% Q%! @/@.@#?P/?�-%!/?'/>�@0ห/Aอ!@-#?P2 @%?��@%
ค�>�//-�@/อ@ห@/Oล>.@� @ห%  N�N% .@/C'O&&�อ�O�O� .@(� 
.@Oค'�Cล .@N-O  อ.N@�%Oอ.!Oอ�-?�@/!//�2อ&คN@'/>-@�%Q @
ค/@-�AQ% (Loss on drying) .@/C'O&&�อ�Nหล/ อ.N@�%Oอ.!Oอ�/? 
ค/@-"N/�� @N*@> ค/@-N'็%�/  N@� N'็%!O% 

(b)  �O/� @ห% -@!/�@%�@/'%N'?้/%N�AQ/�Bล>%#/?.์ Oล>�O/� @ห% 
-@!/�@%�@/'%N'?้/%Pลห>ห%?� !O/�N'็%R'!@-! @/@.@#?P/?�-%!/?
'/>�@0 P ./>$?ค/&คB-คB�,@*Oล>�O/� @ห% -@!/�@% QหON'็%R'
!@-!@/@�#?P 1 Oล> 2 #O@.!@/@�%?Q 

ห%?�2A//?&//�(ล�@//>Nค/@>ห์�@/
'%N'?้/%N�AQ/�Bล>%#/?.์ 

  1. !O/�N'็%�@//?&//�(ล�@//>Nค/@>ห์�@/'%N'?้/%N�AQ/�Bล>%#/?.์ 
/.N@�%O/. 1 /BN%�@/(ล>! #?Q�%?Q  !O/�N'็%ห%?�2A//?&//�(ล�@/
/>Nค/@>ห์�@�หO/�'�>&?!>�@/ Q%�/�?Q �/�?ห%@P�  ?�!N/R'%?Q      

(�) �/-/>#.@0@2!/์�@/O*#.์ ห/A/0C%.์/>#.@0@2!/์
�@/O*#.์  

(�) หO/�'�>&?!>�@/#?PR O/?&�@//?&//�-@!/�@% ISO/IEC 
17025 #@�.@ห/A/#@�/@ห@/  
         (ค) หO/�'�>&?!>�@/#?PR O/?&�@//?&//�-@!/�@%/�ค์�@/
/%@-?.Pล�  

(�) หO/�'�>&?!>�@/�/�2"@%#?P(ล>!#?PR O-@!/�@%!@- PIC/s 
GMP ห/A/หO/�'�>&?!>�@//AP%  N  !@--@!/�@%#?P 2 @%? ��@%
ค�>�//-�@//@ห@/Oล>.@NหO%�/& 

2. (ล�@//>Nค/@>ห์�@/'%N'?้/%N�AQ/�Bล>%#/?.์ !O/�(N@%!@-N���์
-@!/�@%!@-! @/@.@#?P/?�-%!/?'/>�@0  

3. �/�?(ล�@//>Nค/@>ห์�@/'%N'?้/%N�AQ/�Bล>%#/?.์ R-NN'็%R'!@-
�O/� @ห%  !O/�  @N%>%�@/!@-O(%�? �@/ค/@-N2?P.�#?PR OQหO         
ค @/?&//�R/O 

 
 
 
 



g 

!@1@��?P 1 /> ?ค/"คB/คB�.@พOล>�Oอ� @ห! /@!1�@!�@1/>Nค1@>ห์�@1#!N#้ือ!N�AQอ�Bล>!�1?0์Oล>                     
�@1#!N#้ือ!Pลห>ห!?� 

ห?ว�้อ�@1� .อ" 
(Testing 

parameters) 

ว> ?�@1� .อ" 
(Method) 

เ���์/@!1�@! 

�@/'%N '้ือ%N�AQ อ 
�Bล>%#/?.์ 

! @/@-@!/�@%.@2-B%R*/R#. *.0. 
`cd^ Oล>�&?&N*>P - N!>- (Thai 
Herbal Pharmacopoeia 2017 
and supplements) ห/Aอ�&?&Qห-N
�/N@ 

/@.ล>Nอ?. Q%!@/@�#?P ` 

�@/'%N'้ือ%Pลห>
ห%?� 

-@!/�@%.@2-B%R*/ *.0. `cd^ 
Oล>�&?& N*>P - N!>-  (Thai Herbal 
Pharmacopoeia 2017 and 
supplements) ห/Aอ�&?&Qห-N�/N@ 
ห/Aอ/>$?�@/# 2อ&อAP%#?P2 @%?��@%
ค � > � / / - � @ / อ @ ห @ / O ล > . @
NหO%�อ& 

(1) 2@/ห%C (Arsenic) R-NN�>% 4 2N/%Q%ลO@%2N/% 
(2) Oค N-?.- (Cadmium) R-NN�>% 0.3 2N/%Q%
ลO@%2N/% 
(3) !>�?P/ (Lead) R-NN�>% 10 2N/%Q%ลO@%2N/% 
(4) '//# (Mercury) R-NN�>% 0.5 2N/%Q%ลO@%2N/% 
    2 @ห/?&.@O(%P&/@�#?P-?�@/Q�O!?/.@#?P-?
2N/%'/>�อ&�อ�Pลห>ห%?� ?��ลN@/�O@�!O% QหO
Q�OR ON�*@>!?/.@Oล>'/>-@�R-NN�>%#?P� @ห%  Q%
'/>�@02 @%?��@%ค�>�//-�@/อ@ห@/Oล>.@ 
N/APอ� หล?�N���์�@/*>�@/�@�@Q%#>N&?.%! @/?&
.@O(%P&/@�N�?P./�?&-@!/�@%�@/'%N'้ือ%
N�AQอ�Bล>%#/?.์Oล>Pลห>ห%?� 

 

!@1@��?P 2 �Oอ� @ห! /@!1�@!�Bล>!�1?0์!@/1C#O""0@ 

 
 
 

1C#O""0@ 

�Oอ� @ห! /@!1�@!�Bล>!�1?0์ 
� @!/!1//�อ��Bล>!�1?0�์?P

N!>"P!P 0Q�Oอ@�@0 
[Total Aerobic 

Microbial Count 
(TAMC)] (cfu/g ห1Aอ 

cfu/ml) 

� @!/!1//�อ�0?2! ์

Oล>1@ [Total Yeast and 
Mold Count (TYMC)] 
(cfu/g ห1Aอ cfu/ml) 

�Bล>!�1?0์N�พ@>  
(Specified microorganisms) 

1C#O""0@1?"#1>�@! 

�. ! @/?&.@#?P'/>�/& O/.
2 @ /2�?   Oล > /ห /A /*A �
2-B%R*/ (#?P-?ห/A/R-N-?2@/
'/B�O!N�) �@P�-?�@//?&'/>#@%
Q%ล?�1�>�� O/.%Q @N A/  R-N
/N @ � > (N @ % ห /A / R -N (N @ %
�/>&/%�@/(ล>!#?P2@-@/"ล 
N�AQ/�Bล>%#/?.์ห/A/R-N�O!@- 

R-N-@��/N@ c x _^e R-N-@��/N@ c x _^c - *&N/2N�//>N�?. PคRล (Escherichia 
coli) R O R-N-@��/N@ _^a cfu Q% _ 
�/?- 
- R-N*&O�ลP-N%ลล@ (Salmonella 
spp.) Q% `c �/?- 
- R-N*&คล/2#/>N ?.- (Clostridium 
spp.) Q% _ �/?- 



_^ 

 
 
 

1C#O""0@ 

�Oอ� @ห! /@!1�@!�Bล>!�1?0์ 
� @!/!1//�อ��Bล>!�1?0�์?P

N!>"P!P 0Q�Oอ@�@0 
[Total Aerobic 

Microbial Count 
(TAMC)] (cfu/g ห1Aอ 

cfu/ml) 

� @!/!1//�อ�0?2! ์

Oล>1@ [Total Yeast and 
Mold Count (TYMC)] 
(cfu/g ห1Aอ cfu/ml) 

�Bล>!�1?0์N�พ@>  
(Specified microorganisms) 

�. ! @/?&.@#?P'/>�/& O/.
2 @ /2�?   Oล > /ห /A /*A �
2-B%R*/ (#?P-?ห/A/R-N-?2@/
'/B�O!N�) %/�Nห%A/�@� �. 

R-N-@��/N@ c x _^b R-N-@��/N@ c x _^` - O&ค#?N/?.O�/-ล&#?P#%%Q @ ? (Bile-
tolerant gram negative bacteria) *&R O
R-N-@��/N@ _^  ̀cfu Q% _ �/?- ห/A/ _ 
->ลล>ล>!/ 
- R-N*&O�ลP-N%ลล@ (Salmonella spp.) 
Q% ̀ c �/?- ห/A/ ̀ c ->ลล>ล>!/ 
- R-N*&N/2N�//>N�?. PคRล 
(Escherichia coli) Q% _ �/?- 
ห/A/ _ ->ลล>ล!/ 
-R-N*&คล/2#/>N ?.- 
(Clostridium spp.) Q% _ �/?- 
ห/A/ _ ->ลล>ล>!/ 

ค. ! @/?&.@#?P-?2N/%'/>�/&
�/�2?!/์ Oล>/ห/A/O/N$@!B 
N'็%2-B%R*/2 @ค?� N/O%O!N
�/�?#?P N'็%2@/�N/. QหO.@
O(%P&/@�2 @ห/?&2?!/์%?Q%
N'็%R'!@-N���์ �. ห/A/ �. 
OลO/O!N�/�? 

R-N-@��/N@ ` x 
_^b 

R-N-@��/N@ ` x 
_^` 

- O&ค#?N/?.O�/-ล&#?P#%%Q @ ? (Bile-
tolerant gram negative bacteria) *&
R OR-N-@��/N@ _^` cfu Q% _ �/?- 
ห/A/ _->ลล>ล>!/ 
- R-N*&O�ลP-N%ลล@ 
(Salmonella spp.) Q% _^ �/?- 
ห/A/ _^->ลล>ล>!/ 
-  R -N * & N / 2 N � / /> N �? . P ค R ล 
(Escherichia coli)   Q%  _  �/? - 
ห/A/ _ ->ลล>ล>!/ 
-   R-N*&2O!+ิPลคO/�ค?2//N/?.2 
(Staphylococcus aureus) Q% _ �/?- 
ห/A/ _ ->ลล>ล>!/ 
- R-N*&คล/2#/>N ?.- 
(Clostridium spp.) Q% 1 �/?- ห/A/ 
1 ->ลล>ล>!/ 

1C#O""0@Q�O.@0!อ�N�พ@>�?P 
�. ! @/?&.@/C'O&&Nห%O&
#/@/ห%?� 

R-N-@��/N@ 2 x 103 R-N-@��/N@ 2 x 102 - 

�. ! @/?&.@#?PQ�O�?&�N/�'@�     
   ! @/?&.@#?P Q�O�?&(> /ห%? � 
(.�N/O%/C'O&&ลC�'/>ค&) 

R-N-@��/N@ ` x _^` R-N-@��/N@ ` x _^ - R-N*&2O!+ิPลคO/�ค?2//N/?.2 
(Staphylococcus aureus) Q% _ �/?- 
ห/A/ _ ->ลล>ล>!/ 



__ 

 
 
 

1C#O""0@ 

�Oอ� @ห! /@!1�@!�Bล>!�1?0์ 
� @!/!1//�อ��Bล>!�1?0�์?P

N!>"P!P 0Q�Oอ@�@0 
[Total Aerobic 

Microbial Count 
(TAMC)] (cfu/g ห1Aอ 

cfu/ml) 

� @!/!1//�อ�0?2! ์

Oล>1@ [Total Yeast and 
Mold Count (TYMC)] 
(cfu/g ห1Aอ cfu/ml) 

�Bล>!�1?0์N�พ@>  
(Specified microorganisms) 

   ! @/?&.@#?PQ�O#@��-C�  
   ! @/?&.@#?PQ�Oห./ หC 
     

- R-N*&�C P P-O%2 O//C �> P%�@ 
(Pseudomonas aeruginosa) Q% _ 
�/?- ห/A/ _ ->ลล>ล>!/ 
- R-N*&คล/2#/>N ?.- (Clostridium spp.) 
Q% _ �/?- ห/A/ _ ->ลล>ล>!/ 

ค. ! @/?&.@/C'O&&O(N%O'>
(>/ห%?� 

R-N-@��/N@ ` x _^` R-N-@��/N@ ` x _^ - R-N*&2O!+ิPลคO/�ค?2//N/?.2 
(Staphylococcus aureus) Q% _ O(N% 
- R-N*&�C P P-O%2 O//C �> P%�@ 
(Pseudomonas aeruginosa) Q% _ 
O(N% 
- R-N*&คล/2#/>N ?.- (Clostridium 
spp.) Q% _ O(N% 

�. ! @/?&.@/C'O&&ลC�'/>ค& R-N-@��/N@ c x _^e R-N-@��/N@ c x _^c - R-N*&2O!+ิPลคO/�ค?2//N/?.2 
(Staphylococcus aureus) Q% _ �/?- 
- R-N*&�C P P-O%2 O//C �> P%�@ 
(Pseudomonas aeruginosa) Q% _ 
�/?- 
- R-N*&คล/2#/>N ?.- (Clostridium spp.) 
Q% _ �/?- 

2.2 �@1พ>�@1�@�Oอ/Cล O@!#1>2>� >.@พOล>ค/@/#ลอ .?0 /?หล?�N���์Q!�@1พ>�@1�@อ!Bญ@! 
 ?�!?Q 

(ล>!,?��์.@O(%P&/@�2 @ห/?&2?!/์ P .#?P/R'"A/N'็%(ล>!,?��์#?P-?ค/@-N2?P.�!P @ 2@-@/"Q�O
�O/-Cล'/>/?!>�@/Q�O Oล>/�ค์ค/@-/COO*#.์O(%R#.ห/A/O(%�?%-@2%?&2%B% Q%�/�?#?PN'็%.@*AQ%&O@%ห/A/.@ 
�ล@�&O@%�>!O/�-?�@/#&#/%Oล>N�O&�O/-Cล/.N@�N'็%/>&&ห/A/�? '/>�B-(CON�?P./�@� O @%.@O(%R#.ห/A/
O(%�?%N*AP/ห@�O/2/B' (expert consensus) 

2.3 O$!�@1�? �@1ค/@/N2?P0� O@!คB�.@พ #1>2>� >.@พ Oล>ค/@/#ลอ .?0  
Q%&@��/�?#>N&?.%! @/?&.@#?P-?�O/�?�/ล O@%คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?. �@P�!O/�

�? # @O(%�@/�? �@/ค/@-N2?P.��@��@/Q�O.@%?Q% �>!O/�O2 �ค @/?&//��@/  @N%>%�@/!@-O(%�@/�? �@/
ค/@-N2?P.� O/. N*AP/N'็%�@//?&'/>�?%/N@.@ ?��ลN@/-?คB�,@* '/>2>#$>,@* Oล>ค/@-'ล/ ,?. Oล>-?
'/>P.�%์-@��/N@ค/@-N2?P.� 
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