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�%>� 1��์2!B�R�# �Oอ�R!N!?�ำ#N�%?P"�O�%� 
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2!B�R�# ห#AอQ�#1�O�O�#ำ"%0Nอ?"��%>� 1��์2!B�R�# � �ั��B�1� 
2. �ำ#O�OR�N�%?P"�O�%� �Oอ�R!N�NอQหON�>��%�#0���ำ�%��NอคB� ำ� ค/ำ!�%อ� 1" O%0
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1@0�@1Nอ�2@1
%?P#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 
3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ (O%O/O�N%0�#�?) 
4. #ำ"%0Nอ?"��#0�/��ำ#�%>��?P�อO�OR�N�%?P"�O�%� O%0Nอ�2ำ#�ำ�/>�ำ�ำ#O2��
Nห�B�%Q��ำ#O�OR�N�%?P"�O�%� 
5. �1!?0@O*'P%0 ห1Aอ0@#@/อ�ค์ค/@/1CO�@1Oพ%0์%@�N3Aอ� (0@O*'�?') 

(1) �%�ำ#/>Nค#ำ0ห์�%>� 1��์2!B�R�# #BN��ำ#�%>��?P�อO�OR�N�%?P"�O�%� 
6. �1!?*3>#.?!�์2/B'Pพ1NพAPอ2B�.@พ O3>N/�2 @อ@�2/B'Pพ1  

(1) �ำ#ำ�N�#?"�N�?"��#0�/��ำ#�%>��?PR�O#1�อ�B�ำ� � �ั��B�1�O%0�?P�อO�OR�
N�%?P"�O�%��@P�O2���ำ#N�#?"�N�?"��Oอค/ำ!�?P�อO�OR�QหO�1�N�� (Q��#�?�?PN�?P"/�Oอ�) 

(2) ห�1�2Aอ�ำ��CO#1�อ�B�ำ� #1�#อ�/NำR!N!?2ำ#��N�้ือ���>�Qห!NN�>��@Q� ห#Aอ!?�#>!ำ�
2ำ##0�1��อ�2ำ#��N�้ือ��?PN�>P!�@Q� R!NN�็�Nห�BQหO�Oอ�!?�ำ#0@�1ำค/ำ!�%อ� 1"N�>P!N�>! 

(3) ห�1�2Aอ#1�#อ��%�ำ#/>Nค#ำ0ห์�อ��%>� 1��์2!B�R�# � ำ�/� 1 #BN��ำ#�%>� 
7. �1!?0@พ? '@�@�2/B'Pพ1 

(1) O���ำ#�#/�2อ�ค/ำ!�C��Oอ��อ��#0�/��ำ#�%>� ห#Aอ�%�ำ#�#/�2อ�ค/ำ!
�C��Oอ��อ��#0�/��ำ#�%>��?P�อO�OR�N�%?P"�O�%� (N��ำ0�#�?"ำ�1��ำ�ำ�2!B�R�# �2-�4) 

(2) �ำ#ำ�N�#?"�N�?"��Oอ!C%�ำ#/>Nค#ำ0ห์#BN��ำ#�%>� (batch analysis) �อ��%>� 1��์
2!B�R�# อ"Nำ��Oอ" 1 #BN��ำ#�%>��อ��#0�/��ำ#�%>��?PR�O#1�อ�B�ำ� � �ั��B�1�O%0�?P�อ
O�OR�N�%?P"�O�%�  

(3) �Oอ!C%�ำ#0@�1ำค/ำ!ค�2 ำ��Oอ�N�็�R��ำ! ASEAN guidelines stability and 
shelf-life of TMHS O%0�Oอ�2N��%�ำ#0@�1ำค/ำ!ค�2 ำ� �#�?�?P�%�ำ#0@�1ำR!NN�็�R��ำ!
�Oอ� ำห��!ำ�#�ำ��อ�อำ"B�%>� 1��์2!B�R�# (N��ำ0�#�?"ำ�1��ำ�ำ�2!B�R�# �2-�4) 
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�Oอค/ำ!�%Nำ/อOำ��ำ�2B� ำ� 

  

 

1@0�@1Nอ�2@1
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พ>�@1!@ 
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4. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์2!B�R�# ��1��?PR�O#1�อ�B�ำ� � �ั��B�1� 
5. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์2!B�R�# �?P�อO�OR�N�%?P"�O�%� O%0��1��?PO2���ำ#
N�#?"�N�?"��Oอค/ำ!�?P�อO�OR�QหO�1�N�� 
6. Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%� O%0Nอ�2ำ#�ำ�/>�ำ�ำ#O2��Nห�B�%Q�
�ำ#O�OR�N�%?P"�O�%� 
7. �1!?0@O*'P%0 ห1Aอ0@#@/อ�ค์ค/@/1CO�@1Oพ%0์%@�N3Aอ� (0@O*'�?') 

(1) Nอ�2ำ#ห%1��ำ�อ>��ำ!� ำ#ำอ�ค์ค/ำ!#CO�1Q�N�>! N�N� � ำ#ำ"ำ�?P#1�!��#?�#0�ำ0/ 

8. *3>#.?!�์2/B'Pพ1NพAPอ2B�.@พ O3>N/�2 @อ@�2/B'Pพ1  
(1) Nอ�2ำ#ห%1��ำ�O2���Oอ!C%�ำ#0@�1ำ�ำ�ค%>�>� �ำ!O�/�ำ��ำ#N�#?"!Nอ�2ำ#N�APอ

�ออ�B�ำ��%>� 1��์2!B�R�# 2 ำ�1��ำ�ค�0�##!�ำ#อำหำ#O%0"ำ 
9. �1!?0@พ? '@�@�2/B'Pพ1 

(1) #ำ"�ำ��อ��CO N�?P"/�ำ��ำ�ค%>�>� (Clinical expert reports) ห#Aอ#ำ"�ำ��ำ#
0@�1ำ/>�1"�ำ�ค%>�>� (Q��#�?�?PN�?P"/�Oอ�) 

(2) Nอ�2ำ#� ำ�1��%>� 1��์2!B�R�#�?PR�O#1�อ�B�ำ��ำ�ห�N/"�ำ�� ำ�1��CO%�%>� 1��์
2!B�R�#�?PอOำ�อ>� ห#Aอ�#0N�0�CO�%>��@P�#0�B�Oอค/ำ!�?P�อO�OR�N�%?P"�O�%� (Q��#�?�?P
N�?P"/�Oอ�) 

(3) ห�1�2Aออ�B�ำ��ำ��#0N�0�CO�%>�ห#Aอ�#0N�0อOำ�อ>� �@P�อ�B�ำ��Oอ�N�Q�O 2##�คB� 
�Oอค/ำ!�%Nำ/อOำ��ำ�2B� ำ� ��ำ�O%0/>�?�ำ#Q�O />�?N�#?"!�Nอ�#1��#0�ำ� O%0N�APอ�R��ำ#
#1��#0�ำ� (Q��#�?�?PN�?P"/�Oอ�) 

(4) Nอ�2ำ#ห%1��ำ�O2���Oอ!C%�ำ#0@�1ำ�ำ�ค%>�>� �ำ!O�/�ำ��ำ#N�#?"!Nอ�2ำ#N�APอ
�ออ�B�ำ��%>� 1��์2!B�R�# 2 ำ�1��ำ�ค�0�##!�ำ#อำหำ#O%0"ำ 
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1. �ำ#N�%?P"�O�%��?Q�Oอ�R!NN�็��%�ำ�Nห�B�ำ#�์�?PR!Nคำ�ค>��?PN�>��@Q�Q�#0ห/Nำ��ำ#�%>�
ห#Aอ�ั�หำค/ำ!ค�2 ำ��อ��%>� 1��์ 
2. �ำ#O�OR�N�%?P"�O�%� �Oอ�R!N�NอQหON�>��%�#0���Nอ �#02>��> ำ� O%0ค/ำ!�%อ� 1" 
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O�OP�
N)3?P0'O)3�
#@/O(( %(.3 
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 />�?ค/�คB!คB� ำ�O%0/ห#Aอ
�Oอ� ำห��N��ำ0�อ��%>� 1��์2!B�R�#  

  

1@0�@1Nอ�2@1
%?P#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%� O%0Nอ�2ำ#�ำ�/>�ำ�ำ#O2��Nห�B�%Q�
�ำ#O�OR�N�%?P"�O�%� 
4. �1!?0@O*'P%0 ห1Aอ0@#@/อ�ค์ค/@/1CO�@1Oพ%0์%@�N3Aอ� (0@O*'�?') *3>#.?!�์
2/B'Pพ1NพAPอ2B�.@พ O3>N/�2 @อ@�2/B'Pพ1  

(1) �ำ#ำ�N�#?"�N�?"��Oอ� ำห��!ำ�#�ำ��อ�/1��B�>�2!B�R�# 2!B�R�#�?P�Nำ�
�#0�/��ำ#N�#?"! ห#Aอ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) �?Pอ�B�ำ� � �ั��B�1� O%0�?P�อ
O�OR�N�%?P"�O�%� �@P�O2���ำ#N�#?"�N�?"��Oอค/ำ!�?P�อO�OR�QหO�1�N�� 

(2) Nอ�2ำ##ำ"%0Nอ?"�/>�?/>Nค#ำ0ห์�?P�อO�OR�N�%?P"�O�%� ห#Aอ� ำ#ำ"ำ�?PอOำ�อ>� (N��ำ0
N�APอ�R� � O%0 ค) 

(3) �Oอ� ำห��!ำ�#�ำ��%>� 1��์2!B�R�# ห#Aอ�Oอ� ำห��!ำ�#�ำ��อ�/1��B�>�
2!B�R�# 2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"! �?P�อO�OR�N�%?P"�O�%� (O%O/O�N%0�#�?) (N��ำ0
N�APอ�R� � O%0 ค) 

(4) ห�1�2Aอ#1�#อ��%/>Nค#ำ0ห์�อ�/1��B�>�2!B�R�# 2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"! 
ห#Aอ�%>� 1��์2!B�R�# (Certificate of analysis) �B�ห1/�Oอ�ำ#��2อ��ำ!�Oอ� ำห��
!ำ�#�ำ�Qห!N (O%O/O�N%0�#�?) (N��ำ0N�APอ�R� � O%0 ค) 
5. �1!?0@พ? '@�@�2/B'Pพ1 

(1) �ำ#ำ�N�#?"�N�?"��Oอ� ำห��!ำ�#�ำ��อ�/1��B�>�2!B�R�# 2!B�R�#�?P�Nำ�
�#0�/��ำ#N�#?"! ห#Aอ�%>� 1��์2!B�R�# �?Pอ�B�ำ� � �ั��B�1� O%0�?P�อO�OR�
N�%?P"�O�%� �@P�O2���ำ#N�#?"�N�?"��Oอค/ำ!�?P�อO�OR�QหO�1�N�� 

(2) Nอ�2ำ##ำ"%0Nอ?"�/>�?/>Nค#ำ0ห์�?P�อO�OR�N�%?P"�O�%�/ � ำ#ำ"ำ�?PอOำ�อ>� (N��ำ0
N�APอ�R� � O%0 ค) 

(3) �%�ำ#�#/�2อ�ค/ำ!�C��Oอ��อ�/>�?/>Nค#ำ0ห์ (verification/validation) O%0
�Oอ!C%N�#?"�N�?"��%�ำ#/>Nค#ำ0ห์/>�?�?PR�O#1�อ�B�ำ� � �ั��B�1��1�/>�?�?P�อO�OR�N�%?P"�O�%� 
(N��ำ0N�APอ�R� � O%0 ค) 
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ค) �@1Nพ>P/ห?/�Oอ%"2อ( N�!�์�@10อ/1?( O3>/>&?/>Nค1@>ห์ 
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(5) �Oอ!C%�ำ#/>Nค#ำ0ห์#BN��ำ#�%>� (Batch analysis) �อ�/1��B�>�2!B�R�# 2!B�R�#�?P
�Nำ��#0�/��ำ#N�#?"! ห#Aอ�%>� 1��์2!B�R�# �B�ห1/�Oอ�ำ#��2อ��ำ!�Oอ� ำห��
!ำ�#�ำ��?P�อO�OR�N�%?P"�O�%� � ำ�/� 2 #BN��ำ#�%>�� ำ#Nอ�ห#Aอ#BN��ำ#�%>� 

(6) Q�#1�#อ��%/>Nค#ำ0ห์�อ�/1��B�>�2!B�R�# 2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"! ห#Aอ
�%>� 1��์2!B�R�# (Certificate of analysis) �B�ห1/�Oอ�ำ#��2อ��ำ!�Oอ� ำห��!ำ�#�ำ�
Qห!N (N��ำ0N�APอ�R� � O%0 ค) 

(7) �Oอ!C%�ำ#0@�1ำค/ำ!ค�2 ำ��Oอ�N�็�R��ำ! ASEAN guidelines stability and 
shelf-life of TMHS O%0�Oอ�2N��%�ำ#0@�1ำค/ำ!ค�2 ำ� �#�?�?P�%�ำ#0@�1ำR!NN�็�R�
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1. �Oอ�N�็��ำ#�"ำ"อำ"B�%>� 1��์2!B�R�# Q��##�B 1��์2 ำห#1�� ำห�Nำ" 
2. �ำ#0@�1ำค/ำ!ค�2 ำ��อ��%>� 1��์2!B�R�#�Oอ�N�็�R��ำ!�?P#0�BR/OQ��Oอ� ำห��
!ำ�#�ำ��?PR�O#1�อ�B�ำ� � �ั��B�1� 
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O�OP�
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#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 �ำ#N�O�#1�1ำ/ อำ"B�ำ#
N�O�#1�1ำ   

อำ"B�%>� 1��์ ……. �ี อำ"B�%>� 1��์ ……. �ี 

1@0�@1Nอ�2@1
%?P#Oอ�0AP'NพAPอ
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พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ 
4. Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%�อำ"B�%>� 1��์2!B�R�#  
5. �%�ำ#0@�1ำค/ำ!ค�2 ำ�#0"0"ำ/�อ��%>� 1��์2!B�R�#�?Pค#อ�ค%B!#0"0N/%ำ
�ำ!�?P�อO�OR�อ"Nำ��Oอ" 1 #BN��ำ#�%>�� ำ#Nอ� ห#Aอ#BN��ำ#�%>��อ��%>� 1��์2!B�R�# Q�
/12�B�##�B 1��์�?PR�O#1�อ�B�ำ� P�"�Oอ!C%�ำ#0@�1ำค/ำ!ค�2 ำ��Oอ�N�็�R��ำ! ASEAN 
guidelines stability and shelf-life of TMHS (�#� ?�% >� 1�� ์2! B� R�#2 ำห# 1� Q�O
 ำ"�อ� ห#AอN/�2 ำอำ�2!B�R�# 2ำ!ำ#�อOำ�อ>�/>�?�ำ#0@�1ำ�ำ! Q 10 method of 
shelf-life estimation method R�O) 
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�@1O�OP�N)3?P0'O)3�/?2"B(11�B.?!�์%?P2?/*?2�?(*3>#.?!�์2/B'Pพ1  
�  (�@1N)3?P0'O)3�O'N�>�คB!.@พO3>)1>/@! ) Qualitative and Quantitative)
ห1Aอ   
�) ห1Aอ �'>"�อ�.@�'>(11�B   
ค) 1//$@� /?2"B(11�B.?!�์%?P2?/*?2�?(*3>#.?!�์2/B'Pพ1 

N�APอ'P�O'�@10AP'
�อO�OP�
N)3?P0'O)3� 

1. �ำ#N�%?P"�O�%��Oอ�R!N!?�%�#0���ำ�%��Nออำ"B�อ��%>� 1��์2!B�R�# 
2. /12�B�##�B 1��์�?P�อO�OR�N�%?P"�O�%�!?คB�2!�1�>�Oอ�Nห!Aอ�N�>!  ห#Aอ�?�/Nำ/12�B
�##�B 1��์�?PR�O#1�อ�B�ำ� 
3. ��ำ��##�B O%0��>��อ� ำ��0�##�B�?P�อO�OR�N�%?P"�O�%��Oอ�2อ�ค%Oอ��1���ำ�
O%0/>�?�ำ#Q�O 
4. �Oอ�R!N�#0���Nอ��ำ��ำ#�ำ"�?PR�O#1�อ�B�ำ� 

1@0�@1%?P�อO�OP�
N)3?P0'O)3�#@/
O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
  ำ��0O%0��ำ��##�B   
 

  

Nอ�2@1%?P#Oอ�0AP'
NพAPอ)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ 
4. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์ �@P�#0�B2>P��?P�อO�OR�N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
5. �1!?0@O*'P%0 ห1Aอ0@#@/อ�ค์ค/@/1CO�@1Oพ%0์%@�N3Aอ� (0@O*'�?') 

(1) ห�1�2AอO2��ค ำ#1�#อ�/Nำ ำ��0�##�B�?PQ�OR!N� ำ��>�>#>"ำ�1��1/"ำ2 ำN#O�#C� 

6. �1!?*3>#.?!�์2/B'Pพ1NพAPอ2B�.@พ O3>N/�2 @อ@�2/B'Pพ1  
(1) Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%�/12�B�##�B 1��์ O%0�%�ำ#0@�1ำ

�ำ! ห%1�/>�ำ�ำ#�?PNห!ำ02! 
(2) �ำ#ำ�N�#?"�N�?"��Oอ� ำห��!ำ�#�ำ��อ�/12�B�##�B 1��์�?P21!�12�%>� 1��์�?P่

R�O#1�อ�B�ำ� � �ั��B�1�O%0�?P�อO�OR�N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
7. �1!?0@พ? '@�@�2/B'Pพ1  

(1) Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%�/12�B�##�B 1��์ O%0�%�ำ#0@�1ำ
�ำ! ห%1�/>�ำ�ำ#�?PNห!ำ02! 

(2) 2 ำห#1��%>� 1��์2!B�R�# #C�O���อ��@P�O�O��@P�Nห%/ O%0�อ�Nห%/ �Oอ�"AP�
ห%1��ำ�O2��/NำR!N!?��>�>#>"ำ#0ห/Nำ��%>� 1��์"ำO%0/12�B�##�B 1��์ (N�N� R!N!?�ำ#
2C�N2?"2N/��#0�อ��อ��%>� 1��์"ำN�OำR�Q��##�B 1��์) 

(3) �ำ#ำ�N�#?"�N�?"��Oอ� ำห��!ำ�#�ำ��อ�/12�B�##�B 1��์�?P21!�12�%>� 1��์�?P่
R�O#1�อ�B�ำ� � �ั��B�1�O%0�?P�อO�OR�N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
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�@1O�OP�
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�@1O�OP�N)3?P0'O)3��Nอ�%@��@1�@0 

N�APอ'P�O'�@1
0AP'�อO�OP�
N)3?P0'O)3� 

1. N�็��ำ#O�OR�N�%?P"�O�%��Nอ��ำ��ำ#�ำ" QหON�็�R��ำ!�#0�ำ0/ �?PN�?P"/�Oอ� 
2. #ำ"%0Nอ?"�อAP��อ��0N�?"�� ำ#1��%>� 1��์2!B�R�# �Oอ�R!N!?�ำ#O�OR�N�%?P"�O�%�  

1@0�@1%?P�อ
O�OP�
N)3?P0'O)3�
#@/O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 �Nอ��ำ��ำ#� ำห�Nำ"    

1@0�@1Nอ�2@1
%?P#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 
3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ 
4. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์ ��1��?PR�O#1�อ�B�ำ� � �ั��B�1�   
5. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์ �@P�#0�B2>P��?P�อO�OR�N�%?P"�O�%�  
6. Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%��Nอ��ำ��ำ#� ำห�Nำ" 
7. Nอ�2ำ#อOำ�อ>��ำ�/>�ำ�ำ#N�APอ2�1�2�B�2N/��?P�อO�OR�N�%?P"�O�%� 

 
 
�@1O�OP�
N)3?P0'O)3�
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�@1O�OP�N)3?P0'O)3� ห1Aอ�@1Nพ>P/�Oอค/@/�อ�ค @N#Aอ' �Oอค/11>/?� �OอหO@/O�O ห1Aอ
อ@�@1P/Nพ@�)1>2�ค์%?PP"O1?(อ'Bญ@#O3O/ OหON�O/�/"/@��@Q' O'�3@�O3>Nอ�2@1� @�?(
*3>#.?!�์2/B'Pพ1  

N�APอ'P�O'�@1
0AP'�อO�OP�
N)3?P0'O)3� 

N�็��ำ#O�OR�N�%?P"�O�%�N��ำ0�#�?�อ�Nห�Aอ�ำ��#0�ำ02 ำ�1��ำ�ค�0�##!�ำ#อำหำ#
O%0"ำ N#APอ�ห%1�N���์/>�?�ำ#O%0N�APอ�R�Q��ำ#O�OR�#ำ"�ำ#Q�Q�2 ำค1��ำ#�@Q��0N�?"�
� ำ#1� Q�#1�O�O�#ำ"%0Nอ?"� O%0Q�#1���O�O��%>� 1��์2!B�R�# �?P2ำ!ำ#�� ำN�>��ำ#O�OR�
�Nอ�R�O �.0. 2565 

1@0�@1%?P�อ
O�OP�
N)3?P0'O)3�
#@/O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 อAP� N �ำ#O�OR�
N�%?P"�O�%�O%0/ห#Aอ�ำ#
N�>P!�Oอค/ำ! ค ำN�Aอ�/ �Oอ
หOำ!Q�O/ �Oอค/##0/1�/ อำ�ำ#
R!N�@��#02�ค์  

  

1@0�@1Nอ�2@1
%?P#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ (O%O/O�N%0�#�?) 
4. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์ ��1��?PR�O#1�อ�B�ำ� � �ั��B�1�   
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�@1O�OP�
N)3?P0'O)3�
1>"?(ห3?� – 9 

�@1O�OP�N)3?P0'O)3� ห1Aอ�@1Nพ>P/�Oอค/@/�อ�ค @N#Aอ' �Oอค/11>/?� �OอหO@/O�O ห1Aอ
อ@�@1P/Nพ@�)1>2�ค์%?PP"O1?(อ'Bญ@#O3O/ OหON�O/�/"/@��@Q' O'�3@�O3>Nอ�2@1� @�?(
*3>#.?!�์2/B'Pพ1  
5. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์2!B�R�#�?P�อO�OR�N�%?P"�O�%� O%0��1��?PO2���ำ#
N�#?"�N�?"��Oอค/ำ!�?P�อO�OR�QหO�1�N�� 
6. Nอ�2ำ#�?PN�?P"/�Oอ�/Nอ�2ำ#อOำ�อ>��ำ�/>�ำ�ำ#N�APอ2�1�2�B�2N/��?P�อO�OR�N�%?P"�O�%� 
(Q��#�?�?PN�?P"/�Oอ�) 

 
 
�@1O�OP�
N)3?P0'O)3�
1>"?(ห3?� – 10 

�@1O�OP�N)3?P0'O)3� ห1Aอ�@1Nพ>P/*CO*3># ห1Aอ2$@'%?P*3>#/?#$B">(2/B'Pพ1 ห1Aอ2/B'Pพ1
%?P*N@'�1>(/'�@1N#1?0/ %?PN)็'2N/')1>�อ(2 @ค?ญ 

N�APอ'P�O'�@1
0AP'�อO�OP�
N)3?P0'O)3� 

1. �Oอ� ำห��!ำ�#�ำ��อ�/1��B�>�2!B�R�# ห#Aอ2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"!�?PN�็�
2N/��#0�อ�2 ำค1��Oอ�R!N!?�ำ#N�%?P"�O�%� 
 

1@0�@1%?P�อ
O�OP�
N)3?P0'O)3�
#@/O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 อAP� N O�OR�N�%?P"�O�%�
O%0/ห#Aอ�ำ#N�>P!�CO�%>� ห#Aอ
2�ำ��?P�%>�/1��B�>�2!B�R�#
O%0/ห#Aอ2!B�R�#�?P�Nำ�
�#0�/��ำ#N�#?"! �?PN�็�
2N/��#0�อ�2 ำค1� 

  

1@0�@1Nอ�2@1
%?P#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 
3. �1!?0@O*'P%0 ห1Aอ0@#@/อ�ค์ค/@/1CO�@1Oพ%0์%@�N3Aอ� (0@O*'�?') *3>#.?!�์
2/B'Pพ1NพAPอ2B�.@พ O3>N/�2 @อ@�2/B'Pพ1  

(1) Nอ�2ำ#ห%1��ำ�O2���Oอ!C%คB� ำ��อ�/1��B�>�2!B�R�# ห#Aอ2!B�R�#�?P�Nำ�
�#0�/��ำ#N�#?"! ค#��O/��ำ!O�/�ำ��ำ#N�#?"!Nอ�2ำ#N�APอ�ออ�B�ำ�  �%>� 1��์
2!B�R�# (O%O/O�N%0�#0N ��อ��%>� 1��์) 

(2) �ำ#ำ�N�#?"�N�?"��Oอ!C%�ำ#�%>�/1��B�>�2!B�R�# ห#Aอ2!B�R�#�?P�Nำ��#0�/��ำ#
N�#?"! �?PN�็�2N/��#0�อ�2 ำค1� �อ�2�ำ��?P�%>��?PR�O#1�อ�B�ำ�N�>! O%0�?P�อO�OR�
N�%?P"�O�%�  
4. �1!?0@พ? '@�@�2/B'Pพ1  

(1) Nอ�2ำ#ห%1��ำ�O2���Oอ!C%คB� ำ��อ�/1��B�>�2!B�R�# ห#Aอ2!B�R�#�?P�Nำ�
�#0�/��ำ#N�#?"! ค#��O/��ำ!O�/�ำ��ำ#N�#?"!Nอ�2ำ#N�APอ�ออ�B�ำ��%>� 1��์
2!B�R�# (O%O/O�N%0�#0N ��อ��%>� 1��์) 
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�@1O�OP�
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�@1O�OP�N)3?P0'O)3� ห1Aอ�@1Nพ>P/*CO*3># ห1Aอ2$@'%?P*3>#/?#$B">(2/B'Pพ1 ห1Aอ2/B'Pพ1
%?P*N@'�1>(/'�@1N#1?0/ %?PN)็'2N/')1>�อ(2 @ค?ญ 

(2) �ำ#ำ�N�#?"�N�?"��Oอ!C%�ำ#�%>�/1��B�>�2!B�R�# ห#Aอ2!B�R�#�?P�Nำ��#0�/��ำ#
N�#?"!�?P N�็�2N/��#0�อ�2 ำค1� �อ�2�ำ��?P�%>��?PR�O#1�อ�B�ำ�N�>! O%0�?P�อO�OR�
N�%?P"�O�%�  

(3) �ำ#ำ�N�#?"�N�?"��Oอ!C%�ำ#/>Nค#ำ0ห์#BN��ำ#�%>� (Batch analysis) /1��B�>�
2!B�R�# ห#Aอ2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"! �?PN�็�2N/��#0�อ�2 ำค1� �อ�2�ำ��?P�%>�
�?PR�O#1�อ�B�ำ�N�>! O%0�?P�อO�OR�N�%?P"�O�%� (N��ำ0�#�?"ำ�1��ำ�ำ�2!B�R�# �2-�4 
�?PO�OR�N�%?P"�O�%�2�ำ��?P�%>�2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"!) 

(4) ห�1�2Aอ#1�#อ�/Nำ�0� ำ�ำ#0@�1ำค/ำ!ค�2 ำ�O��N#N� (Accelerated stability 
data) O%0�ำ#0@�1ำค/ำ!ค�2 ำ�#0"0"ำ/ (Long term stability) �อ��%>� 1��์2!B�R�#
�?PN�#?"!�ำ�/1��B�>�2!B�R�#O%0/ห#Aอ2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"!�ำ�2�ำ��?P�%>��?P
�อO�OR�N�%?P"�O�%� O%0�Oอ�2N��%�ำ#0@�1ำค/ำ!ค�2 ำ� �#�?�?P�%�ำ#0@�1ำR!NN�็�R�
�ำ!�Oอ� ำห��!ำ�#�ำ��อ�อำ"B�%>� 1��์2!B�R�# (N��ำ0�#�?"ำ�1��ำ�ำ�2!B�R�# �2-
�4 �?PO�OR�N�%?P"�O�%�2�ำ��?P�%>�2!B�R�#�?P�Nำ��#0�/��ำ#N�#?"!) 
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�@1O�OP�N)3?P0'O)3�*CO1?(อ'Bญ@#*3>#*3>#.?!�์2/B'Pพ1 

N�APอ'P�O'�@10AP'
�อO�OP�
N)3?P0'O)3� 

1. �ำ#O�OR�N�%?P"�O�%�#Oอ�P/NO�N�ำ#N�>P!� ำ�/�2�ำ��?P�%>��%>� 1��์2!B�R�# 
2. �#�?!?�ำ#O�OR�N�%?P"�O�%��#0�/��ำ#�%>� QหO � ำN�>��ำ#�ำ!ห1/�Oอ�ำ#O�OR�
N�%?P"�O�%�#0�1�ห%1� – 2 ห#Aอ�ำ#O�OR�N�%?P"�O�%�#0�1�ห%1� – 3 (O%O/O�N%0�#�?) �O/" 

1@0�@1%?P�อ
O�OP�
N)3?P0'O)3�#@/
O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 อAP�N #0�B N�%?P"��CO#1�อ�B�ำ�
�%>��%>� 1��์2!B�R�# 

  

Nอ�2ำ#�?P�Oอ�"AP�
N�APอ�#0�อ��ำ#
�>�ำ#�ำ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 
3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/  
4. Q�อ�B�ำ��%>��%>� 1��์2!B�R�#��1��?P�อO�OR�N�%?P"�O�%� �?PO2��#ำ"�ำ#�อ�
�%>� 1��์2!B�R�#�?PR�O#1�อ�B�ำ� 
5. ห�1�2Aอ21��ำ ห#Aอห�1�2Aอ#1�#อ��ำ#/Nำ�Oำ�#0ห/Nำ��CO#1�Q�2 ำค1� �1��CO#1��Oำ��%>��%>�
2!B�R�#�?P�อO�OR�N�%?P"�O�%� (�#�?�CO#1�Q�2 ำค1��ำ#�@Q��0N�?"� R!NQ�N�CO#1�อ�B�ำ��%>�
�%>� 1��์2!B�R�#) 
6. ห�1�2AอO�O�ค/ำ!� ำ��"�N%>��อ��CO#1�อ�B�ำ��%>��%>� 1��์2!B�R�##ำ"N�>! 
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�@1O�OP�
N)3?P0'O)3�
1>"?(ห3?� – 11 

�@1O�OP�N)3?P0'O)3�*CO1?(อ'Bญ@#*3>#*3>#.?!�์2/B'Pพ1 

7. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์2!B�R�# �?P#0�B�Oอ!C%ค#��O/��ำ!�?P�อO�OR�
N�%?P"�O�%� 
8. �1!?0@O*'P%0 ห1Aอ0@#@/อ�ค์ค/@/1CO�@1Oพ%0์%@�N3Aอ� (0@O*'�?') 

(1) �Oอ� ำห��!ำ�#�ำ� O%0ห�1�2Aอ#1�#อ��%�ำ#/>Nค#ำ0ห์�%>� 1��์2!B�R�# อ"Nำ��Oอ" 
1 #BN��ำ#�%>� �ำ!�#0�ำ0/ � ำห�� 
9. �1!?*3>#.?!�์2/B'Pพ1NพAPอ2B�.@พ O3>N/�2 @อ@�2/B'Pพ1 

(1) �ำ#ำ�N�#?"�N�?"��Oอ!C%�ำ#�%>��%>� 1��์2!B�R�# �อ�2�ำ��?P�%>��?PR�O#1�อ�B�ำ�
N�>! O%0�?P�อO�OR�N�%?P"�O�%� 

(2) 2C�#�อ��%>� 1��์2!B�R�# 
(3) �Oอ� ำห��!ำ�#�ำ� O%0ห�1�2Aอ#1�#อ��%�ำ#/>Nค#ำ0ห์�%>� 1��์2!B�R�# อ"Nำ��Oอ" 

1 #BN��ำ#�%>� �ำ!�#0�ำ0/ � ำห�� 
10. �1!?0@พ? '@�@�2/B'Pพ1 

(1) �ำ#ำ�N�#?"�N�?"��Oอ!C%�ำ#/>Nค#ำ0ห์#BN��ำ#�%>� (Batch analysis) �อ��%>� 1��์
2!B�R�# อ"Nำ��Oอ" 2 #BN��ำ#�%>� (ห#Aอ 1 #BN��ำ#�%>�O%0 2 #BN��ำ#�%>��ำ#Nอ�) �อ�
2�ำ��?P�%>��?P�อO�OR�N�%?P"�O�%� O%0 3 #BN��ำ#�%>�2B��Oำ"�อ�2�ำ��?P�%>��?PR�O#1�
อ�B�ำ� � �ั��B�1� (N��ำ0�#�?"ำ�1��ำ�ำ�2!B�R�# �2-�4)  

(2) ห�1�2Aอ#1�#อ�/Nำ�0!?�Oอ!C%�ำ#/>Nค#ำ0ห์#BN��ำ#�%>� (Batch analysis) �อ�2�ำ��?P
�%>��?P�อO�OR�N�%?P"�O�%� 2 #BN��ำ#�%>�N�APอ� ำห�Nำ"�1�!ำ O%0�Oอ�#ำ"�ำ��Oอ!C%N!APอ�%
�ำ#0@�1ำR!NN�็�R��ำ!�Oอ� ำห��!ำ�#�ำ� �#Oอ!O�/�ำ��ำ#� ำN�>��ำ# (N��ำ0�#�?"ำ
�1��ำ�ำ�2!B�R�# �2-�4) 

(3) O���ำ#�#/�2อ�ค/ำ!�C��Oอ��อ��#0�/��ำ#�%>� ห#Aอ�%�ำ#�#/�2อ�ค/ำ!
�C��Oอ��อ��#0�/��ำ#�%>� #BN��ำ#�%>�#0�1�อB�2ำห�##!อ"Nำ��NอN�APอ� 3 #BN��ำ#�%>� 
ห#Aอ�%�ำ#�#/�2อ� 1 #BN��ำ#�%>�� ำ#Nอ� (N��ำ0�#�?"ำ�1��ำ�ำ�2!B�R�# �2-�4) 

(4) 2C�#�อ��%>� 1��์2!B�R�# 
(5) �Oอ� ำห��!ำ�#�ำ� O%0ห�1�2Aอ#1�#อ��%�ำ#/>Nค#ำ0ห์�%>� 1��์2!B�R�# �ำ!

�#0�ำ0/ � ำห�� 
(6) ห�1�2Aอ#1�#อ�/Nำ�0� ำ�ำ#0@�1ำค/ำ!ค�2 ำ�O��N#N� (Accelerated stability 

data) O%0�ำ#0@�1ำค/ำ!ค�2 ำ�#0"0"ำ/ (Long term stability) �อ��%>� 1��์2!B�R�#
�ำ�2�ำ��?P�%>��?P�อO�OR�N�%?P"�O�%� O%0�Oอ�2N��%�ำ#0@�1ำค/ำ!ค�2 ำ� �#�?�?P�%
�ำ#0@�1ำR!NN�็�R��ำ!�Oอ� ำห��!ำ�#�ำ��อ�อำ"B�%>� 1��์2!B�R�# (N��ำ0�#�?"ำ
�1��ำ�ำ�2!B�R�# �2-�4) 
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�@1O�OP�
N)3?P0'O)3�1>"?(
ห3?� – 12 

�@1O�OP�N)3?P0'O)3�3?�1!>*3>#.?!�์ N�N' 1อ0พ>/พ์ (imprints) 1อ0'C' ห1Aอ�@1
N)3?P0'2?Oค)�C3 (bossing) ห1Aอ1C)1อ0อAP'N (other markings) ('N/O"*3>#.?!�์
ห1AอOค)�C3 1//$@��@1N)3?P0'ห/@�%?PO�Oพ>/พ์1อ0('*3>#.?!�์  
� ) �1!?%?PP/N/?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) 
(' N/O"*3>#.?!�์ห1AอOค)�C3 
�) �1!?%?P/ ?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) (' 
N/O"*3>#.?!�์ห1AอOค)�C3 

N�APอ'P�O'�@10AP'
�อO�OP�
N)3?P0'O)3� 

�ำ#O�OR�N�%?P"�O�%��Oอ�R!NN�็��ำ#N�%?P"�#C��#�ห#Aอ��ำ��อ�N!O��%>� 1��์ห#Aอ
Oค��C% 
�) �1!?%?PP/N/?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) 
('N/O"*3>#.?!�์ห1AอOค)�C3 

1. %1�1�0�%>� 1��์�?P�อO�OR�N�%?P"�O�%��Oอ�R!N�ำQหON�>�ค/ำ!N�OำQ��>�/NำN�็�
�%>� 1��์อAP��?PR�O#1�อ�B�ำ� 

2. ห!@��?PQ�O�0�Oอ�N�็�R��ำ!��ห!ำ"�?PN�?P"/�Oอ�ห#Aอ�Oอ�N�็�2ำ#�?PN�็�R��ำ!
!ำ�#�ำ�อำหำ# (food grade) O%0R!Nอ"CNQ�#ำ"�ำ#2ำ#หOำ!Q�O 

3. �Oอ� ำห��!ำ�#�ำ��อ��%>� 1��์2!B�R�# �Oอ�R!N!?�ำ#O�OR�N�%?P"�O�%� "�N/O� 
%1�1�0 ำ"�อ��อ�"ำ  
�) �1!?%?P/?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) (' 
N/O"*3>#.?!�์ห1AอOค)�C3 QหO!?N�APอ�R��ำ!�Oอ 1-3 �ำ!�Oำ��O� O%0  

4. #อ"�?�O�N�ห#AอN2O�O�N����%>� 1��์"ำ�1Q� �Oอ�R!N!?/1��B�#02�ค์Q��ำ#��O�N�N�APอ 
ค/ำ!2/"�ำ! 

5. Q�O2 ำห#1��#�?�?P!?�ำ#N�>P!ห#Aอ%�#อ"�?�O�N�ห#AอN2O�O�N���N!O��%>� 1��์ 

1@0�@1%?P�อO�OP�
N)3?P0'O)3�#@/
O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 อAP�N %1�1�0
�%>� 1��์ 

  

1@0�@1Nอ�2@1%?P
#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ 
4. Nอ�2ำ#O2��Nห�B�%Q��ำ#�อO�OR�N�%?P"�O�%� O%0Nอ�2ำ#�ำ�/>�ำ�ำ#O2��Nห�B�%
Q��ำ#O�OR�N�%?P"�O�%� 
5. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์ �@P�#0�B2>P��?P�อO�OR�N�%?P"�O�%� (Q��#�?�?P
N�?P"/�Oอ�) 
6. �1!?%?PP/N/?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) 
('*3>#.?!�์2/B'Pพ1 

(1) Nอ�2ำ#O2��#ำ"%0Nอ?"�O%0�Oอ� ำห��!ำ�#�ำ��อ�ห!@��?P�อO�OR�N�%?P"�O�%� 
(Q��#�?�?PN�?P"/�Oอ�) 
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�@1O�OP�
N)3?P0'O)3�1>"?(
ห3?� – 12 

�@1O�OP�N)3?P0'O)3�3?�1!>*3>#.?!�์ N�N' 1อ0พ>/พ์ (imprints) 1อ0'C' ห1Aอ�@1
N)3?P0'2?Oค)�C3 (bossing) ห1Aอ1C)1อ0อAP'N (other markings) ('N/O"*3>#.?!�์
ห1AอOค)�C3 1//$@��@1N)3?P0'ห/@�%?PO�Oพ>/พ์1อ0('*3>#.?!�์  
� ) �1!?%?PP/N/?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) 
(' N/O"*3>#.?!�์ห1AอOค)�C3 
�) �1!?%?P/ ?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) (' 
N/O"*3>#.?!�์ห1AอOค)�C3 

(2) ห�1�2Aอ#1�#อ��ำ#/>Nค#ำ0ห์�อ�ห!@�ห#Aอ2ำ#�?PQ�OQ��ำ#�>!�์ห#AอOค��C%�Oอ�N�็�
N�็�R��ำ!!ำ�#�ำ��Oำ�"ำ (pharmaceutical grade) ห#Aอ!ำ�#�ำ�อำหำ# (food 
grade) (Q��#�?�?PN�?P"/�Oอ�) 

(3) #C� ำ�ห#AอNอ�2ำ#�##"ำ"O2��#ำ"%0Nอ?"��อ�%/�%ำ"ห#Aอ#อ"�>!�์ #อ"�C� 
ห#Aอ#C�#อ"อAP�N�อ��%>� 1��์2!B�R�# �?PR�O#1�อ�B�ำ� � �ั��B�1�O%0�?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 

(4) �Oอ� ำห��!ำ�#�ำ��อ��%>� 1��์2!B�R�#�?PO2��#ำ"%0Nอ?"��อ�%1�1�0 1��์
2!B�R�#�?P�อO�OR�N�%?P"�O�%�  
7. �1!?%?P/?�@1O�OP�N)3?P0'O)3�1อ0�?"O(N� (score) ห1AอN2O'O(N� (break-line) ('
*3>#.?!�์2/B'Pพ1 QหO"AP�Nอ�2ำ#�ำ!�Oอ 1-4 �Oำ��O� O%0  

(5) ห�1�2Aอ#1�#อ��ำ#/>Nค#ำ0ห์�อ��%>� 1��์2!B�R�# 1 #BN��ำ#�%>�ห#Aอ#BN��ำ#�%>�
� ำ#Nอ� 

(6) �Oอ!C%�ำ#��2อ� content uniformity �อ��%>� 1��์ O�N%02N/��?P�C�O�N��ำ!
#อ"�?�O�N�ห#AอN2O�O�N��ำ!�Oอ� ำห��!ำ�#�ำ��%>� 1��์2!B�R�# (N��ำ0�#�?"ำ�1��ำ
�ำ�2!B�R�# �2-�4) 



(?ญ�? 2 Nอ�2@12'?(2'B'�@1�อO�OP�N)3?P0'O)3�1@0�@1O'O(2 @ค?ญ�@1�@Q'%>N(?0'# @1?(*3>#.?!�์
2/B'Pพ1 �1!?�@1O�OP�N)3?P0'O)3�1>"?(1อ� 

�@1O�OP�N)3?P0'O)3�1>"?(1อ� 

�@1O�OP�
N)3?P0'O)3�1>"?(
1อ� – 1 

�@1O�OP�N)3?P0'O)3��APอ*3>#.?!�์2/B'Pพ1 

N�APอ'P�O'�@10AP'
�อO�OP�
N)3?P0'O)3� 

1. #ำ"%0Nอ?"�อAP��อ��0N�?"�� ำ#1��%>� 1��์2!B�R�# �Oอ�R!N!?�ำ#O�OR�N�%?P"�O�%�  
2. �APอ�อ��%>� 1��์"ำ�?P�อO�OR�N�%?P"�O�%� �Oอ�N�็�R��ำ!�#0�ำ0ค�0�##!�ำ#
�%>� 1��์2!B�R�# N#APอ� �ำ#O2���APอ�อ��%>� 1��์2!B�R�#Q��ำ#�@Q��0N�?"�� ำ#1� O�O�
#ำ"%0Nอ?"� ห#Aอ��O�O��%>� 1��์2!B�R�# O%0�ำ#O2���%ำ� O%0Nอ�2ำ#� ำ�1�
�%>� 1��์2!B�R�# �.0. 2564 O%0��1��?PN�?P"/�Oอ� 

1@0�@1%?P�อO�OP�
N)3?P0'O)3�#@/
O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 �APอ�อ��%>� 1��์2!B�R�#    

1@0�@1Nอ�2@1%?P
#Oอ�0AP'NพAPอ
)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. O�� ��.1 ห�Oำ�?PO2��#ำ"%0Nอ?"��ำ!�?PR�OO�OR�O%O/ 
4. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์ �@P�#0�B2>P��?P�อO�OR�N�%?P"�O�%�  
5. ห�1�2Aอ�ำ�N�Oำ�อ��%>� 1��์ห#Aอ�CO#1�อ�B�ำ� ">�"อ!QหOO�OR�N�%?P"�O�%��APอ 
�%>� 1��์ (N��ำ0�#�?� ำN�Oำ) 
6. ห�1�2Aอ�ำ��CO#1�อ�B�ำ� �?P#1�#อ�/Nำ#ำ"%0Nอ?"�อAP��อ��0N�?"�� ำ#1��%>� 1��์
2!B�R�# R!N!?�ำ#N�%?P"�O�%� "�N/O��APอ�%>� 1��์  
7. ห�1�2Aอ#1�#อ��ำ#O�%�Oอค/ำ! ำ1ำอAP�  N (�อ�Nห�Aอ�ำ� ำ1ำอ1��$1) �ำ�
2�ำ�1��ำ#0@�1ำห#Aอห�N/"�ำ�#ำ��ำ#�?PN�?P"/�Oอ��ำ#O�% �?P#1�#อ��ำ#O�% ำ1ำ ��1�
�#>� 1 ��1�    
8. ห�1�2Aอ#1�#อ��ำ#อ�B�ำ�QหO�ำ" (Certificate of Free Sale (CFS)) ห�1�2Aอ#1�#อ�
�ำ#�@Q��0N�?"�� ำ#1� (Certificate of Product Registration (CPR)) N�N� ห�1�2Aอ#1�#อ�
�%>� 1��์"ำ (Certificate of a Pharmaceutical Product (CPP)) ��1��#1��#B� (N��ำ0
�#�?� ำN�Oำ) 
9. ห�1�2Aอ#1�#อ�Nค# APอ�ห!ำ"�ำ#คOำ (Q��#�?�?PN�?P"/�Oอ�) 

 
 
�@1O�OP�
N)3?P0'O)3�1>"?(
1อ� - 2 

�@1O�OP�N)3?P0'O)3��APอ O3>%?Pอ0CN�อ�2$@'%?P*3>#/' @N�O@*3>#.?!�์2/B'Pพ1 

N�APอ'P�O'�@10AP'
�อO�OP�
N)3?P0'O)3� 

1. N�็��ำ#O�OR�N�%?P"�O�%�N��ำ0�#�?�อ�Nห�Aอ�ำ��#0�ำ02 ำ�1��ำ�ค�0�##!�ำ#
อำหำ#O%0"ำ N#APอ� ห%1�N���์/>�?�ำ#O%0N�APอ�R�Q��ำ#O�OR�#ำ"�ำ#Q�Q�2 ำค1��ำ#�@Q�
�0N�?"�� ำ#1� Q�#1�O�O�#ำ"%0Nอ?"� O%0Q�#1���O�O��%>� 1��์2!B�R�# �?P2ำ!ำ#�
� ำN�>��ำ#O�OR��Nอ�R�O �.0. 2565 



2 

�@1O�OP�
N)3?P0'O)3�1>"?(
1อ� - 2 

�@1O�OP�N)3?P0'O)3��APอ O3>%?Pอ0CN�อ�2$@'%?P*3>#/' @N�O@*3>#.?!�์2/B'Pพ1 

2. �ำ#O�OR�N�%?P"�O�%��?Q �Oอ�R!NN�็��ำ#Pอ��##!2>��>NR�"1��COอAP� "�N/O� �#�?�ำ#O�OR�
N�%?P"�O�%��APอ O%0�?Pอ"CN�อ�2�ำ��?P� ำN�Oำ�%>� 1��์2!B�R�#  
3. �ำ#O�OR�N�%?P"�O�%��?Q �Oอ�R!NN�็��ำ#"Oำ"ห#AอN�%?P"�O�%�2�ำ��?P�%>��%>� 1��์
2!B�R�# �?PR�O#1�อ�B�ำ� � �ั��B�1� 

1@0�@1%?P�อO�OP�
N)3?P0'O)3�#@/
O(( %(.3 

 

#ำ"�ำ# N�>!�?PR�O#1�อ�B!1�>  O�OR�N�็�  
 �APอห#Aอ�?Pอ"CN�อ�2�ำ��?P�%>�/
� ำN�Oำ  

  

Nอ�2@1%?P#Oอ�0AP'
NพAPอ)1>�อ(�@1
พ>�@1!@ 

1. 2 ำN�ำQ�อ�B�ำ��%>� ห#AอQ�อ�B�ำ�� ำN�Oำ�%>� 1��์2!B�R�# (O%O/O�N%0�#�?) 
2. 2 ำN�ำQ�2 ำค1��ำ#�@Q��0N�?"�� ำ#1��%>� 1��์2!B�R�# ��1��ั��B�1� 

3. O����. 1 �#อ��Oอ!C%�?P�อO�OR�N�%?P"�O�%� Q�ห�Oำ ��. 1 ห�Oำ 1, 2 O%0 4  
4. ห�1�2Aอ�ำ�N�Oำ�อ��%>� 1��์ อ�B�ำ�QหO�CO#1�อ�B�ำ�N�>!Q��APอQห!N�?P�อO�O R�
N�%?P"�O�%� N�็��CO#1��>��อ�Q��ำ#� ำN�>��ำ# 
5. ห�1�2Aอ#1�#อ��ำ#N�%?P"�O�%��APอ ห#Aอ�?Pอ"CN�ำ�ห�N/"�ำ��อ�#1�  N��ำ0�#�?�?P
N�?P"/�Oอ� 
6. �%ำ�O%0Nอ�2ำ#� ำ�1��%>� 1��์�@P�#0�B2>P��?P�อO�OR�N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
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