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Nอ�2@1ห1Aอหล?��@%Q%O�OR�N'ล?P0%O'ล�1@0�@1#>N&?0%! @1?&0@O(%P&1@�2 @ห1?&2?!/์ 

1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
1. �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� 
    1.1 �@1O�OR��ล@�Oล>Nอ�2@1� @�?&0@  

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 1: 
�@1O�OR�N'ล?P0%O'ล�Oล>/ห1Aอ�@1Nพ>P/�Oอ&N�Q�O
Oล>/>$?�@1Q�O0@ 

1. �%@�O%>Nอ�2@#� @�?�"@�?P�อO�OR�N�%?P"�O�%�  
2. Nอ�2@#O2���@#N�#?"�N�?"��Oอค/@!�@�N�>! O%>
2>P��?P�อO�OR� 

3. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�  
4. Nอ�2@#�@�/>�@�@#N�APอ2�?�2�B��@#�อO�OR�
N�%?P"�O�%� 
5. �#�?�@#O�OR�N�%?P"�O�%�"@�?��@�@�2!B�R�#
O��P�#@�QหO2N� 
    5.1 #@"�@��@#0@�1@/>�?"�@�ค%>�>�/#@"�@��อ�
�CON�?P"/�@��@�ค%>�>� (Clinical expert reports) 
    5.2 Nอ�2@#ห%?��@�O2���Oอ!C%�@#0@�1@�@�ค%>�>� 
    5.3 Nอ�2@#ห%?��@�O2���Oอ!C%ค/@!�%อ� ?" �@P�
N�?P"/�?��@#O�OR�N�%?P"�O�%��Oอ�N�Q�O/��@��@#Q�O"@ 
O%>/>�?�@#Q�O"@ O%O/O�N�#�? 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 2: 
�@1O�OR�N'ล?P0%O'ล�%อ�Nห%Aอ�@��@1O�OR�
N'ล?P0%O'ล��ล@�Oล>Nอ�2@1� @�?&0@ #?P/?�Oอ/Cล
%อ�Nห%Aอ�@��@1O�OR�N'ล?P0%O'ล�!@/�Oอ (�) 

1. �%@�O%>Nอ�2@#� @�?�"@�?P�อO�OR�N�%?P"�O�%�  
2. Nอ�2@#O2���@#N�#?"�N�?"��Oอค/@!�@�N�>! O%>
2>P��?P�อO�OR� 

3. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�  
4. Nอ�2@#�@�/>�@�@#N�APอ2�?�2�B��@#�อO�OR�
N�%?P"�O�%� 
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    1.2 �@1N'ล?P0%O'ล�2C!1! @1?& �1>&/%�@1
(ล>! ห1Aอ�@1ค/&คB/คB�.@พ/@!1�@%   

 

           (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 3: 
�@1O�OR�N'ล?P0%O'ล��APอ/>#0@0@2!1์/�APอNค1APอ�
0@ Oล>/ห1Aอ 2N/%#?PQ�O�อ�2/B%Rพ1 

1. O�� "._ �@P�R�O#>�B�APอ/>�"@0@2�#์/�APอNค#APอ�"@ 
O%>/ห#Aอ2N/��?PQ�O�อ�2!B�R�# �@!�?PR�OO�OR�
N�%?P"�O�%�O%O/ O%>�?/"@อAP� N Q�2C�#� @#?��?Q�ห!�
QหO�#��?�2C�#� @#?�N�>!�?PNค"R�O#?�อ�B�@� 
2. Nอ�2@#O2���@#N�#?"�N�?"��Oอค/@!�@�N�>! O%>
2>P��?P�อO�OR� 

3. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�  
4. Nอ�2@#�@�/>�@�@#N�APอ2�?�2�B��@#�อO�OR�N�%?P"�O�%� 
5. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 4: 
�@1O�OR�N'ล?P0%O'ล�!?/0@R/N2 @ค?�Q%2C!1! @1?& 
(Excipients) 

1. O�� "._ �@P�O2��2C�#2N/��#>�อ��@!�?PR�OO�OR�O%O/ 
2. Nอ�2@#O2���@#N�#?"�N�?"�2C�#� @#?�N�>! O%>
2C�#� @#?��?P�อO�OR�N�%?P"�O�%� 
3. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%��?/"@
R!N2 @ค?�Q�2C�#� @#?� (Excipients)  
4. Nอ�2@#�Oอ� @ห��!@�#�@��อ��?/"@R!N2 @ค?�Q�
2C�#� @#?� (Excipients) 
5. Nอ�2@#O2���##!/>�?�@#�%>� 
6. �%�@#/>Nค#@>ห์N�AQอ�B%>��#?"์ O%>�%�@#ค/�คB!
คB� @�อAP� N �@!�?P��ห!@"� @ห�� 
7. "@�?/อ"N@��@!2C�#� @#?�N�>! O%>"@�?/อ"N@��@!
2C�#� @#?��?P�อO�OR�N�%?P"�O�%� 

          (ค) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 5: 
�@1O�OR�N'ล?P0%O'ล�OหลN�/?!"B >&�อ�!?/0@
2 @ค?� �1�?2@12�?  

1. �@#@�N�#?"�N�?"��Oอ!C%�@#�%>�/?��B�>��?/"@2 @ค?�
�?PR�O#?�อ�B�@� � �ั��B�?� O%>�?P�อO�OR�N�%?P"�O�%� 
2. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%� 
3. Nอ�2@#�Oอ� @ห��!@�#�@��อ�2@#2�?� 
4. Nอ�2@#N�?P"/�?�/>�?�@#/>Nค#@>ห์2@#2�?� (ห@�!?�@#
N�%?P"�O�%�)  
5. Nอ�2@#O2���##!/>�?/>�?�@#�%>�2@#2�?��@�Oห%N�
/?��B�>�Qห!N 
6. ห�?�2Aอ#?�#อ��%�@#/>Nค#@>ห์2@#2�?��@�Oห%N�
/?��B�>�Qห!N อ"N@��Oอ" 2 #BN��@#�%>� 
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          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 6: 
�@1O�OR�N'ล?P0%O'ล��11//>$?�@1(ล>! 

1. Nอ�2@#O2���##!/>�?�@#�%>� 
2. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%�
�##!/>�?�@#�%>�  
3. �%�@#/>Nค#@>ห์N�AQอ�B%>��#?"์ O%>�%�@#ค/�คB!
คB� @�อAP� N �@!�?P��ห!@"� @ห�� 
4. Nอ�2@#N�?P"/�?�/>�?�@#/>Nค#@>ห์"@2 @N#O�#C� (ห@�!?
�@#N�%?P"�O�%�) 
5. �Oอ� @ห��!@�#�@��อ�"@2 @N#O�#C� (ห@�!?�@#
N�%?P"�O�%�) 
6. �Oอ� @ห��!@�#�@�/?��B�>� (ห@�!?�@#N�%?P"�O�%�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 7: 
�@1O�OR�N'ล?P0%O'ล��Oอ� @ห% /@!1�@%�อ�
/?!"B >&!?/0@2 @ค?� Oล>/ห1Aอ !?/0@R/N2 @ค?�Q%
2C!1! @1?& 

1. �Oอ� @ห��!@�#�@��อ�/?��B�>��?/"@2 @ค?�O%>/
ห#Aอ�?/"@R!N2 @ค?�Q�2C�#� @#?��?P�อO�OR�N�%?P"�O�%� 
2. �@#@�N�#?"�N�?"��Oอ� @ห��!@�#�@��อ�/?��B�>�
�?/"@2 @ค?�O%>/ห#Aอ�?/"@R!N2 @ค?��?PR�O#?�อ�B�@� � 
�ั��B�?� O%>�?P�อO�OR�N�%?P"�O�%� 
3. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%�
�Oอ� @ห��!@�#�@� 
4. Q�#?�#อ��%/>Nค#@>ห์�อ�/?��B�>��?/"@2 @ค?��@!/>�?
/>Nค#@>ห์Qห!N อ"N@��Oอ" 2 #BN��@#�%>� (�#�?�?PN�?P"/�Oอ�) 

 (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 8: 
�@1O�OR�N'ล?P0%O'ล�/>$?/>Nค1@>ห์�อ�/?!"B >&!?/
0@2 @ค?� Oล>/ห1Aอ!?/0@R/N2 @ค?�Q%2C!1! @1?& 

1. Nอ�2@##@"%>Nอ?"�/>�?/>Nค#@>ห์�อ�/?��B�>��?/"@
2 @ค?� O%>/ห#Aอ�?/"@R!N2 @ค?�Q�2C�#� @#?��?P�อO�OR�
N�%?P"�O�%� 
2. �@#@�N�#?"�N�?"�/>�?/>Nค#@>ห์ O%>�%�@#/>Nค#@>ห์
�อ�/?��B�>��?/"@2 @ค?�O%>/ห#Aอ�?/"@R!N2 @ค?��?PR�O#?�
อ�B�@� � �ั��B�?� O%>�?P�อO�OR�N�%?P"�O�%� 
3. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%�/>�?
/>Nค#@>ห์ 
4. Q�#?�#อ��%/>Nค#@>ห์�อ�/?��B�>��?/"@2 @ค?��@!/>�?
/>Nค#@>ห์Qห!N อ"N@��Oอ" 2 #BN��@#�%>� (�#�?�?P
N�?P"/�Oอ�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 9: 
�@1O�OR�N'ล?P0%O'ล��Oอ� @ห% /@!1�@%�อ�0@
2 @N1O�1C' 

1. �Oอ� @ห��!@�#�@��อ�"@2 @N#O�#C��อO�OR�
N�%?P"�O�%� 
2. �@#@�N�#?"�N�?"��Oอ� @ห��!@�#�@��อ�"@2 @N#O�#C� 
�?PR�O#?�อ�B�@� � �ั��B�?� O%>�?P�อO�OR�N�%?P"�O�%� 
3. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%�
�Oอ� @ห��!@�#�@� 
4. Q�#?�#อ��%/>Nค#@>ห์"@2 @N#O�#C��@!�Oอ� @ห��
!@�#�@�Qห!N อ"N@��Oอ" 2 #BN��@#�%>� (�#�?�?PN�?P"/�Oอ�) 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 10: 
�@1O�OR�N'ล?P0%O'ล�/>$?/>Nค1@>ห์�อ�0@2 @N1O�1C' 
 

1. Nอ�2@##@"%>Nอ?"�/>�?/>Nค#@>ห์"@2 @N#O�#C� �?P�อ
O�OR�N�%?P"�O�%� 
2. �@#@�N�#?"�N�?"�/>�?/>Nค#@>ห์ O%>�%�@#/>Nค#@>ห์
"@2 @N#O�#C� �?PR�O#?�อ�B�@� � �ั��B�?� O%>�?P�อO�OR�
N�%?P"�O�%� 
3. Nอ�2@#O2��Nห�B�%Q��@#O�OR�N�%?P"�O�%�/>�?
/>Nค#@>ห์ 

4. O��Q�#?�#อ��%/>Nค#@>ห์�อ�"@2 @N#O�#C��@!/>�?
/>Nค#@>ห์Qห!N อ"N@��Oอ" 2 #BN��@#�%>� 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 11: 
�@1Nพ>P/�Oอ/Cลค/@/ค�2.@พ�อ�0@2 @N1O�1C' 
(�1�?R/NNค0/?�Oอ/Cล) 

1. �%�@#0@�1@ค/@!ค�2 @��อ�"@2 @N#O�#C�อ"N@�
�Oอ" 2 #BN��@#�%>� ห#Aอ�@!�?P2 @�?�ค�>�##!�@#
อ@ห@#O%>"@�#>�@0� @ห�� 

2. Nอ�2@#�Oอ� @ห��!@�#�@��อ�"@2 @N#O�#C�  
3. Nอ�2@##@"%>Nอ?"�/>�?/>Nค#@>ห์"@2 @N#O�#C� 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 12: 
�@1�0@0อ@0B�อ�(ล>!.?��์0@  
 

1. �%�@#0@�1@ค/@!ค�2 @�#>">"@/�อ��%>� ?��์
"@�?Pค#อ�ค%B!#>">N/%@�@!�?P�อO�OR�อ"N@��Oอ" 2 #BN�
�@#�%>� ห#Aอ�@!�?P2 @�?�ค�>�##!�@#อ@ห@#O%>"@
�#>�@0� @ห�� 
2. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�อ@"B
�%>� ?��์"@�?PN�?P"/�Oอ� 
3. Nอ�2@#�Oอ� @ห��!@�#�@��อ�"@2 @N#O�#C� 

4. Nอ�2@##@"%>Nอ?"�/>�?/>Nค#@>ห์"@2 @N#O�#C� 

5. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
6. ห�?�2Aอ�@��CO#?�อ�B�@�#?�#อ�/N@�>O2��!@�#�@#
�@#O�O��@#N�%?P"�O�%�QหO�COQ�O"@�#@�ห@�R�O#?�
อ�B�@� (Q��#�?�?PN�?P"/�Oอ�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&หล?� – 13: 
�@1O�OR�N'ล?P0%O'ล�2C!1! @1?& �1>&/%�@1(ล>! 
ห1Aอ�@1ค/&คB/คB�.@พ/@!1�@%อAP% %อ�Nห%Aอ�@�
�@1O�OR�N'ล?P0%O'ล�1> ?&หล?� 3 - 12 

�@Q�อ"CN�?��@#O�OR�N�%?P"�O�%��?Q� N /N@N�็�N#APอ�Q� 
P�"��?��@�N�O@ห�O@�?Pอ@�O�O��อNอ�2@#�@!ห%?�
/>�@�@#N�>P!N�>!�@!ค/@!� @N�็�Nห!@>2! 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 

2.�@1O�OR�N'ล?P0%O'ล�1> ?&1อ� 
    2.1 �1�?2N�QหO(CON�?P0/�@�'1>N/>%  

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 1: 
�@1O�OR�N'ล?P0%O'ล�%  @ห%?�2@1NคลAอ&N/O 0@ 
ห1Aอ%  @ห%?�Oล>/ห1Aอ�%@ �อ�N'ลAอ�Oค'�Cล 

1. O�� "._ �@P�O2��2C�#2N/��#>�อ��@!�?PR�OO�OR�O%O/  
2. �@#@�N�#?"�N�?"�2C�#�?PR�O#?�อ�B�@� � �ั��B�?�
O%>2C�#�?P�อO�OR�N�%?P"�O�%� 
3.Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�
�Q @ห�?�2@#Nค%Aอ�N!O�"@ ห#Aอ�Q @ห�?� O%>/ห#Aอ��@�
�อ�N�%Aอ�Oค��C% 
4. Nอ�2@#O2���##!/>�?�@#�%>� 
5.Nอ�2@#N�?P"/�?��Oอ� @ห��!@�#�@��อ�/?��B�>��?/"@
R!N2 @ค?� (Q��#�?�?PN�?P"/�Oอ�) 
6. Nอ�2@#N�?P"/�?��Oอ� @ห��!@�#�@��อ�"@2 @N#O�#C� 
(Q��#�?�?PN�?P"/�Oอ�) 
7. Nอ�2@#N�?P"/�?�/>�?/>Nค#@>ห์�อ�"@2 @N#O�#C�  
(Q��#�?�?PN�?P"/�Oอ�) 
8. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�)  

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 2: 
�@1Nพ>P/�APอ/>#0@0@2!1์�อ�2/B%Rพ1/�APอNค1APอ�0@
.@1@อAP%%อ�Nห%Aอ�@�.@1@N >/#?PNค01>&B/2N/%#?P
Q�O�อ�2/B%Rพ1   

1. O�� "._ �@P�R�O#>�B�APอ/>�"@0@2�#์/�APอNค#APอ�"@ O%>/
ห#Aอ2N/��?PQ�O�อ�2!B�R�# #/!�?Q��?/"@อAP� N Q�2C�#� @#?�
�?Q�ห!�QหO�#��?�2C�#� @#?�N�>!�?PNค"R�O#?�อ�B�@� 
2. Nอ�2@#�@�/>�@�@#N�APอ2�?�2�B��@#�อO�OR�
N�%?P"�O�%� 
3. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 

          (ค) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 3: 
�@1O�OR�N'ล?P0%O'ล�/?2 B&11�B.?��์ Oล>/ห1Aอ 
Nพ>P/�%@ &11�B 2 @ห1?&.@�%>&11�Bห1Aอ�%@ 
&11�B#?P2?/(?20@ (Primary packing) 
 

1. �%@�O%>Nอ�2@#� @�?�"@�อ���@��##�B�?P�อN�>P!N�>! 
(�#�?�?P�Oอ��@#�%@�O%>Nอ�2@#� @�?�"@�อ���@��##�B
�?P�อN�>P!N�>!�N@�R��@�N�>!�?PNค"R�O#?�อ�B�@�) 
2. �#�?� @#?�"@�?P!?�Q @!?�หอ!#>Nห"N�็�2N/��#>�อ�
�Oอ�O2���Oอ!C% compatibility ห#Aอห�?�2Aอ#?�#อ�/N@
 @��>�##�B�?PQ�OR!N� @��>�>#>"@�?��?/"@2 @N#O�#C� 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 4: 
�@1O�OR�N'ล?P0%O'ล�อAP% �@P��อ�0@R Oพ>�@1�@/N@
N'็%�@1O�OR�N'ล?P0%O'ล�1> ?&1อ� �1�?2N�QหO
(CON�?P0/�@�'1>N/>% 
 
 

�@Q�อ"CN�?��@#N�%?P"�O�%��?Q� N /N@N�็�N#APอ�Q� P�"
��?��@�N�O@ห�O@�?Pอ@�O�O��อNอ�2@#�@!ห%?�/>�@�@#
N�>P!N�>!�@!ค/@!� @N�็�Nห!@>2! 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 

    2.2 �1�?R/N2N�QหO(CON�?P0/�@�'1>N/>%  

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 5: 
�@1O�OR�N'ล?P0%O'ล�Oล>/ห1Aอ�@1Nพ>P/ 1C'.@พ
2/B%Rพ1ห1Aอ1C'.@พอAP% N/Nค1APอ�ห/@0�@1คO@/
Nค1APอ�ห/@0 GMP PIC/S Oล>/ห1Aอ Nพ>P/N!>/
�Oอค/@/.@1@อAP% N &%�ล@�Oล>Nอ�2@1� @�?&0@   

1. �%@�O%>Nอ�2@#� @�?�"@�?P�อO�OR�N�%?P"�O�%� 
2. Nอ�2@#O2���@#N�#?"�N�?"�#C� @�/Nค#APอ�ห!@" 
O%>/ห#Aอ�Oอค/@!#>ห/N@�#C� @�/Nค#APอ�ห!@" O%>/
ห#Aอ�Oอค/@! �?PNค"R�O#?�อ�B�@� O%>2>P��?P�อO�OR� 
3. Nอ�2@#�?QO��N�?P"/�?�#C� @�/Nค#APอ�ห!@" O%>/ห#Aอ
�Oอค/@! �?P�อN�>P!N�>! �#Oอ!ห%?��@��#>�อ��@#�?QO�� 
(Q��#�?�?PN�?P"/�Oอ�)   
4. 2 @N�@Q�#?�#อ�!@�#�@�/>�?�@#�?P�?Q��@#�%>�"@
O��P�#@��@�2 @�?��@�ค�>�##!�@#อ@ห@#O%>"@ 
(Q��#�?�?PN�?P"/�Oอ�) 
5. ห�?�2Aอ#?�#อ��@#O�%�Oอค/@! @1@อAP� N 
(�อ�Nห�Aอ�@� @1@อ?��$1) �@�2�@�?��@#0@�1@#>�?�
!ห@/>�"@%?" ห#Aอห�N/"�@��อ�#?� ห#Aอ2�@�?�O�% @1@
�?P2 @�?��@�ค�>�##!�@#อ@ห@#O%>"@"อ!#?�  
(Q��#�?�?PN�?P"/�Oอ�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 6: 
�@1O�OR�N'ล?P0%O'ล��APอ(ล>!.?��์ Oล>/ห1Aอ 
Nพ>P/�APอ(ล>!.?��์.@1@อAP% N %อ�Nห%Aอ�@�#?PNค0
R O1?&อ%B�@! Oล>/ห1Aอ Nพ>P/�APอ(ล>!.?��์NพAPอ�@1
2N�ออ� 

 

_. ห�?�2Aอ�@�N�O@�อ��%>� ?��์ห#Aอ�CO#?�อ�B�@� 
">�"อ!QหOO�OR�N�%?P"�O�%��APอ�%>� ?��์O%>#?�#อ�/N@
�>� @N�>��@#O�O�QหO�COQ�O�%>� ?��์�#@��@��@#O�OR�
N�%?P"�O�%��APอ�%>� ?��์�?��%N@/ (Q��#�?�?PN�?P"/�Oอ�) 
2. ห�?�2Aอ�@��CO#?�อ�B�@�#?�#อ�/N@#@"%>Nอ?"�อAP��อ�
�>N�?"�� @#?�"@ (2C�#� @#?��Oอ� @ห��!@�#�@��@#
�#/��%Nอ"ห#Aอ�N@�N�APอ� @ห�N@"O%>�Oอ� @ห��
!@�#�@�อ@"B"@2�@��?P�%>�O%>�#>�/��@#�%>�) R!N!?
�@#N�%?P"�O�%� "�N/O��APอ�%>� ?��์ 
3. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
4. ห�?�2Aอ#?�#อ��%>� ?��์"@ (CPP) ��?��#?��#B�  
(Q��#�?�?PN�?P"/�Oอ�) 
_. ห�?�2Aอ#?�#อ��@#O�%�APอ�%>� ?��์ @1@อAP� 
(�อ�Nห�Aอ�@� @1@อ?��$1) �@�2�@�?��@#0@�1@#>�?�
!ห@/>�"@%?" ห#Aอห�N/"�@��อ�#?� ห#Aอ2�@�?�O�% @1@
�?P2 @�?��@�ค�>�##!�@#อ@ห@#O%>"@"อ!#?�  
(Q��#�?�?PN�?P"/�Oอ�) 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 

          (ค) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 7: 
�@1O�OR�N'ล?P0%O'ล�ล?�1�>0@ N�N% 1อ0พ>/พ์ 
(imprints) 1อ0%C% (bossing) ห1Aอ1C'1อ0อAP% N 
(other markings) &%0@N/O ห1AอOค'�Cล 1//"@�
�@1N'ล?P0%ห/@�#?PQ�Oพ>/พ์1อ0&%(ล>!.?��์ 

1. #C� @�ห#AอNอ�2@#�##"@"O2��#@"%>Nอ?"��อ�
%/�%@"ห#Aอ#อ"�>!�์ #อ"�C� ห#Aอ#C�#อ"อAP� N �อ�
�%>� ?��์"@�?PR�O#?�อ�B�@� � �ั��B�?� O%>�?P�อO�OR�
N�%?P"�O�%� 
2. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�)  
3. ห�?�2Aอ�@�N�O@�อ��%>� ?��์ห#Aอ�CO#?�อ�B�@�#?�#อ�
/N@�>O2��!@�#�@#�@#O�O��@#N�%?P"�O�%�QหO�COQ�O"@
�#@�ห@�R�O#?�อ�B�@� (Q��#�?�?PN�?P"/�Oอ�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 8: 
�@1O�OR�N'ล?P0%O'ล�/?2 B&11�B.?��์ Oล>/ห1Aอ 
Nพ>P/�%@ &11�B 2 @ห1?&.@�%>&11�Bห1Aอ�%@ 
&11�B#?PR/N2?/(?20@ (Secondary packing)  

�%@�O%>Nอ�2@#� @�?�"@�อ���@��##�B�?P�อN�>P!N�>! 
(�#�?�?P�Oอ��@#�%@�O%>Nอ�2@#� @�?�"@�อ���@�
�##�B�?P�อN�>P!N�>!�N@�R��@�N�>!�?PNค"R�O#?�อ�B�@�) 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 9: 
�@1N'ล?P0%O'ล�(CO1?&อ%B�@!% @ห1Aอ2?P�0@N�O@/@
Q%1@�อ@�@�?�1 #?P/?Nล�#?PQ&อ%B�@!N'ล?P0%O'ล�
R'�@�N >/ 

1. �%@�O%>Nอ�2@#� @�?�"@ �>!�์�Oอค/@!/N@ <�อ
#?�#อ�/N@Nห!Aอ�N�>!= ห#Aอ <�อ#?�#อ�/N@Nห!Aอ�N�>! 
"�N/O� ...N�%?P"�O�%�N�็�…= (#>�BN��@>�Oอ!C%�?P
N�%?P"�O�%��@�N�>!) 
2. ห�?�2Aอ#?�#อ�!@�#�@�2�@��?P�%>�"@Q��N@��#>N�0�?P
"?�R!Nห!�อ@"B 
3. ห�?�2Aอ">�"อ!QหON�%?P"�O�%��CO#?�อ�B�@�� @ห#Aอ2?P�
"@ O%>Q�ONอ�2@#�>N�?"�� @#?�"@�@��CO#?�อ�B�@�#@"
N�>! ห#Aอ�CO!?2>��>�@!�>�?"�##!ห#Aอ�@!ค @2?P�0@% �อ�
�>N�?"�� @#?�"@  
4. ค @#?�#อ�2 @ห#?��CO#?�อ�B�@��?P"AP�ค @�อ�@Q��>N�?"�
� @#?�"@ 
5. ค @#?�#อ�N�APอ�R��@#�@Q��>N�?"�� @#?�"@�@!!@�#@ ๘^ 
(̀ /_) �#>#@��?��?�>"@ �.0. ̀ __  ̂O%>��?�O�OR�
N�>P!N�>! (O�� #._) 
6. ห�?�2Aอ!อ�อ @�@��@��CO#?�อ�B�@�� @ห#Aอ2?P�"@#@"N�>! 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 10: 
�@1N'ล?P0%O'ล�(CO1?&อ%B�@!(ล>!0@ #?P/?Nล�#?P
Q&อ%B�@!N'ล?P0%O'ล�R'�@�N >/ 

1. �%@�O%>Nอ�2@#� @�?�"@ �>!�์�Oอค/@!/N@ <�อ
#?�#อ�/N@Nห!Aอ�N�>!= ห#Aอ <�อ#?�#อ�/N@Nห!Aอ�N�>! 
"�N/O� ...N�%?P"�O�%�N�็�…= (#>�BN��@>�Oอ!C%�?P
N�%?P"�O�%��@�N�>!) 
2. ห�?�2Aอ">�"อ!QหON�%?P"�O�%��CO#?�อ�B�@��%>�"@ 
O%>Q�ONอ�2@#�>N�?"�� @#?�"@�@��CO#?�อ�B�@�#@"N�>! 
ห#Aอ�CO!?2>��>�@!�>�?"�##!ห#Aอ�@!ค @2?P�0@% �อ�
�>N�?"�� @#?�"@  
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 

3. ค @#?�#อ�2 @ห#?��CO#?�อ�B�@��?P"AP�ค @�อ�@Q��>N�?"�
� @#?�"@ 
4. ค @#?�#อ�N�APอ�R��@#�@Q��>N�?"�� @#?�"@�@!!@�#@ 
๘^(`/_) �#>#@��?��?�>"@ �.0. `__^ O%>��?�
O�OR�N�>P!N�>! (O�� #._) 
5. ห�?�2Aอ!อ�อ @�@��@��CO#?�อ�B�@��%>�"@#@"N�>! 

          (�) �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� – 11: 
�@1O�OR�N'ล?P0%O'ล�อAP% �@P��อ�0@R Oพ>�@1�@/N@
N'็%�@1O�OR�N'ล?P0%O'ล�1> ?&1อ� �1�?R/N2N�QหO
(CON�?P0/�@�'1>N/>% 

�@Q�อ"CN�?��@#O�OR�N�%?P"�O�%��?Q� N /N@N�็�N#APอ�Q� 
P�"��?��@�N�O@ห�O@�?Pอ@�O�O��อNอ�2@#�@!ห%?�
/>�@�@#N�>P!N�>!�@!ค/@!� @N�็�Nห!@>2! 
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 .@ค(%/� 2 
#O20'10�20. 2%1��2%ค�0�11/�21อ2ห21Oล002 

N1?Pอ� � @ห% Nอ�2@1ห1Aอหล?��@%�@1O�OR�N'ล?P0%O'ล�1@0�@1#>N&?0%! @1?&0@ ล�/?%#?P 28 �?%0@0% 2566 

____________________ 

Nอ�2@1ห1Aอหล?��@%Q%�@1O�OR�N'ล?P0%O'ล�1@0�@1#>N&?0%! @1?&0@O(%'ั��B&?%#?P%อ�Nห%Aอ�@�#>N&?0%! @1?&
0@O(%'ั��B&?%#?PN'็%0@Nค/? 0@�?//?!"BOล>/?ค�?%2 @ห1?&/%B10์ 0@�?//?!"BOล>/?ค�?%2 @ห1?&2?!/์ Oล> 

#>N&?0%! @1?&0@O(%P&1@�2 @ห1?&2?!/์ 

1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
1. �21O�OR�N'ล?P0%O'ล�10 1&หล1� 

    1.1 Non-AVG MaV-1 �21N'ล?P0%O'ล�
."2%#?P(ล>!(ล>!.1��์02!2/'10�20. 2%1��2%
ค�0�11/�21อ2ห21Oล002 N1?Pอ� หล1�N���์�21
พ>�21�2อ%@ญ2!�21�O2�(ล>!Oล0�O2�/>Nค120ห์02
O(%'ั��@&1%Oล002O(%P&12� 

1. 2 @N�@ห�?�2Aอ2?��@#>ห/N@��CO#?��O@�O%>�CO/N@�O@� 
2. ห�?�2Aอ#?�#อ�!@�#�@�2�@��?P�%>�"@�@!�?P� @ห��R/OQ�
�#>�@0�#>�#/�2@�@#�2B� Q�#@"�@#ห!/�"@�?P#?��O@��%>� 
3. �Oอ!C%�@#0@�1@ค/@!ค�2 @��Oอ�N�็�R��@! ASEAN 
Guideline On Stability Study Of Drug Product O%>
#@"�@�Q��#�?�?P�%�@#0@�1@R!NN�็�R��@!�Oอ� @ห��
!@�#�@�อ@"B"@ �#Oอ!O�/�@��@#� @N�>��@#  
(Q��#�?�?PN�?P"/�Oอ�) 
4. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
5. O��O%>/ห#Aอ#@"�@��@#�#/�2อ�ค/@!�C��Oอ��อ�
�#>�/��@#�%>��อ�2�@��?P�%>��?P�อO�OR�N�%?P"�O�%�
P�"QหON�็�R��@! ASEAN Guideline on Submission of 
Manufacturing Process Validation Data for Drug 
Registration (N��@>�?Q��อ��?PN�?P"/�Oอ�) 
6. �Oอ!C%N�#?"�N�?"��#@�O2���@#%>%@"�อ��%>� ?��์
#C�O���อ�O�O���>�#?��#>�@��@P��%>��@�2�@��?P�%>��?P
R�O#?�อ�B�@� � �ั��B�?�O%>�?P�อO�OR�N�%?P"�O�%�P�"
/>�?�@#��2อ��@#%>%@"�?��%N@/N�็�R��@!� @#@"@O%>!?
�@#�#/�2อ�ค/@!�C��Oอ��อ�/>�?�@#��2อ��@#%>%@"�?Q�
�O/" (Q��#�?�?PN�?P"/�Oอ�) 
7. #>���@#� @ห��#ห?2�อ�#BN��@#�%>� (Q��#�?�?PN�?P"/�Oอ�) 
8. �Oอ� @ห��!@�#�@��อ�/?��B�>��?/"@2 @ค?�  
(Q��#�?�?PN�?P"/�Oอ�) 
9. �@#��2อ��@#0@�1@#>">N/%@�@#N�O�#?�1@ 
(Holding time) �อ� bulk pack Q�#>ห/N@��@#N�O�
O%>�@#��2N�#>ห/N@�2�@��?P�%>��?�2�@��?P�##�B%�
 @��>�##�B�?P2?!�?2"@ (Q��#�?�?PN�?P"/�Oอ�) 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
    1.2 Non-AVG MaV-2 �21Nพ>P/�21 overage 1. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%��#Oอ!

O���Oอ!C%2�?�2�B� N�N� P2 �@#�?��@�@�N 2?��##! 
(Pharmaceutical Development) 
2. �@#@�N�#?"�N�?"�2C�#�อ�#BN��@#�%>��?PR�O#?�อ�B�@� 
� �ั��B�?�O%>�?P�อO�OR�N�%?P"�O�%� 
3. �@#@�N�#?"�N�?"� batch analysis �อ��%>� ?��์
"@�?PR�O#?�อ�B�@� � �ั��B�?� O%>�?P�อO�OR�
N�%?P"�O�%� � @�/� 2 #BN� 

4. ห�?�2Aอ#?�#อ��%�@#/>Nค#@>ห์�อ��%>� ?��์"@ 
� @�/� 2 #BN��?P�อO�OR�N�%?P"�O�%� 
5. �Oอ!C%�@#0@�1@ค/@!ค�2 @��Oอ�N�็�R��@! ASEAN 
Guideline On Stability Study Of Drug Product O%>
#@"�@�Q��#�?�?P�%�@#0@�1@R!NN�็�R��@!�Oอ� @ห��
!@�#�@�อ@"B"@ (�#Oอ!O�/�@��@#� @N�>��@#) 

    1.3 Non-AVG MaV-3 �21O�OR�N'ล?P0%O'ล�
/>$?/>Nค120ห์Oล0�Oอ� 2ห% /2!1�2%�อ�/1!"@ >&
!1/02. 2ค1ญ ห1?อ(ล>!.1��์02. 2N1O�1A'   
          (�) �21N'ล?P0%/>$?/>Nค120ห์Oล0�Oอ� 2ห% 
/2!1�2%�2� in-house N'็%! 21202#?P11�/%!1?
'10�20/ 

          (�) �21N'ล?P0%O'ล�ห1/�Oอ# .อ& 
�Oอ� 2ห% /2!1�2%Oล0/>$?/>Nค120ห์ 

1. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�
�#Oอ!ห%?��@��@�/>�@�@#�#>�อ� 
2. �@#@�N�#?"�N�?"��Oอ� @ห��!@�#�@��อ�/?��B�>��?/"@
2 @ค?� ห#Aอ�%>� ?��์"@�?PR�O#?�อ�B�@� � �ั��B�?� O%>�?P
�อO�OR�N�%?P"�O�%� �@P�O2���@#N�#?"�N�?"��Oอค/@!�?P�อ
O�OR�QหO�?�N�� 
3. Nอ�2@##@"%>Nอ?"�/>�?/>Nค#@>ห์�?P�อO�OR�
N�%?P"�O�%�/� @#@"@�?PอO@�อ>� 
4. �%�@#�#/�2อ�ค/@!�C��Oอ��อ�/>�?/>Nค#@>ห์ 
(verification/validation) O%>�Oอ!C%N�#?"�N�?"��%
�@#/>Nค#@>ห์/>�?�?PR�O#?�อ�B�@� � �ั��B�?��?�/>�?�?P�อ
O�OR�N�%?P"�O�%� 
5. �Oอ� @ห��!@�#�@��@#�#/��%Nอ"ห#Aอ�N@�N�APอ
� @ห�N@"O%>�Oอ� @ห��!@�#�@�อ@"B"@�อ��%>� ?��์
"@ ห#Aอ�Oอ� @ห��!@�#�@��อ�/?��B�>��?/"@2 @ค?��?P
�อO�OR�N�%?P"�O�%� 
6. �Oอ!C%�@#/>Nค#@>ห์#BN��@#�%>� (Batch analysis) �อ�
/?��B�>��?/"@2 @ค?� ห#Aอ�%>� ?��์"@ �B�ห?/�Oอ�@#��2อ�
�@!�Oอ� @ห��!@�#�@��?P�อO�OR�N�%?P"�O�%� � @�/� 2 
#BN��@#�%>�� @#Nอ�ห#Aอ#BN��@#�%>�  
7. Q�#?�#อ��%/>Nค#@>ห์�อ��?/"@2 @ค?�/�%>� ?��์"@ 
(Certificate of analysis) �B�ห?/�Oอ�@#��2อ��@!
�Oอ� @ห��!@�#�@�Qห!N 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
8. �Oอ!C%�@#0@�1@ค/@!ค�2 @��Oอ�N�็�R��@! ASEAN 
Guideline On Stability Study Of Drug Product O%> 
#@"�@�Q��#�?�?P�%�@#0@�1@R!NN�็�R��@!�Oอ� @ห��
!@�#�@�อ@"B"@ (�#Oอ!O�/�@��@#� @N�>��@#) 

 1.4 MaV-4 Non-AVG O�OR�N'ล?P0%O'ล�
Nอ�.21ค/&ค@/ค@�.2พQ%#0N&?0%! 211&02QหO
N'็%R'!2/ ACTD 

1. Nอ�.@1�@1คว คB/คB�.@พ�องว?!"B > !?ว0@. @ค?ญ   
    Nอ�.@1ห?ว�Oอ S1-S7 !@/คCN/Aอหล?�N��ฑ์�@1�@O�
#>N ?0�! @1? 0@O   ASEAN (ACTD)  #?N�อO�Oไ�
N!ล?N0�O!ลง      
2. Nอ�.@1�@1คว คB/คB�.@พ.Nว��@1"ล>!"ล>!.?�ฑ์0@   
    Nอ�.@1ห?ว�Oอ P1-P3 !@/คCN/Aอหล?�N��ฑ์�@1�@O�
#>N ?0�! @1? 0@O   ASEAN (ACTD)  #?N�อO�Oไ�
N!ล?N0�O!ลง 
3. Nอ�.@1�@1คว คB/คB�.@พ�อง"ล>!.?�ฑ์0@   
    Nอ�.@1ห?ว�Oอ P4-P8 !@/คCN/Aอหล?�N��ฑ์�@1�@O�
#>N ?0�! @1? 0@O   ASEAN (ACTD) #?N�อO�Oไ�
N!ล?N0�O!ลง 

2. �@1O�OR�N'ล?P0%O'ล�1> ?&1อ� 
    2.1 Non-AVG MiV-PA1 �21Nพ>P/."2%#?P
/>Nค120ห์02!2/'10�20. 2%1��2%ค�0�11/�21
อ2ห21Oล002 N1?Pอ� หล1�N���์�21พ>�21�2
อ%@ญ2!�21�O2�(ล>!Oล0�O2�/>Nค120ห์02O(%
'ั��@&1%Oล002O(%P&12� 

1. 2 @N�@ห�?�2Aอ2?��@#>ห/N@��CO#?��O@�O%>�CO/N@�O@� 
2. ห%?��@�O2��/N@N�็�หOอ���>�?�>�@#ค/�คB!คB� @�
�อ�2�@��?P�%>�"@O���ั��B�?��?PR�O#?�Q�อ�B�@�O%>
�N@��@#�#/��#>N!>��@#��>�?�>�@!ห%?�N���์O%>
/>�?�@#Q��@#�%>�"@ (GMP) Q�2N/��?PN�?P"/�Oอ� ห#Aอ 
N�็�หOอ���>�?�>�@#ค/�คB!คB� @��อ� @ค#?�ห#Aอ
Nอ��� �?PR�O#?�!@�#�@��@! ISO/IEC : 17025 ห#Aอ
!@�#�@�อAP��?PN�?"�N�N@ 
3. �Oอ!C%�@#�N@"�อ�N�คP�P%"?�@#ค/�คB!คB� @� 
(method transfer) �?Pค#��O/� 
4. #@"%>Nอ?"�/>�?/>Nค#@>ห์ O%>�%�@#�#/�2อ�ค/@!
�C��Oอ��อ�/>�?/>Nค#@>ห์ (Q��#�?�?PN�?P"/�Oอ�) 
5. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
    2.2 Non-AVG MiV-PA2 �21Nพ>P/ช%> /1. @
&11�@.1��์#?P.1/(1.(ล>!.1��์02 �อ�(ล>!.1��์02
#?PR/NQชN02'120�2�Nช?Qอ 

1. Nอ�2@#O2��Nห�B�%Q��@#N�>P!/?2�B�##�B ?��์O%>
�%�@#0@�1@�@!ห%?�/>�@�@#�?PNห!@>2! 
2. 2 @ห#?��%>� ?��์"@#C�O�� semi-solid O%>�อ�Nห%/
�Oอ�"AP�ห%?��@�O2��/N@R!N!?��>�>#>"@#>ห/N@��%>� ?��์"@
O%>�##�B ?��์ (N�N� R!N!?�@#��N�?้อ��อ�2N/��#>�อ�
�อ�/?2�B�##�B ?��์Q��%>� ?��์"@ O%>R!N!?�@#2C�N2?"
2N/��#>�อ��อ��%>� ?��์"@N�O@R�Q��##�B ?��์) 
3. �@#@�N�#?"�N�?"�!@�#�@��อ�/?2�B�##�B ?��์�?P
2?!�?2"@�?PR�O#?�อ�B�@� � �ั��B�?�O%>�?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
4. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
5. �Oอ!C%�@#0@�1@ค/@!ค�2 @��Oอ�N�็�R��@! ASEAN 
Guideline On Stability Study Of Drug Product O%>
#@"�@�Q��#�?�?P�%�@#0@�1@R!NN�็�R��@!�Oอ� @ห��
!@�#�@�อ@"B"@ (�#Oอ!O�/�@��@#� @N�>��@#) 
6. Nอ�.@1 P7 !@/คCN/Aอหล?�N��ฑ์�@1�@O�#>N ?0�! @1? 
0@O   ASEAN (ACTD) #?N�อO�Oไ�N!ล?N0�O!ลง 

    2.3 Non-AVG MiV-PA3 �21Nพ>P/ช%> /1. @
&11�@.1��์#?PR/N.1/(1.�1&(ล>!.1��์02 #?P/?(ล!Nอ
ค/2/ค�..2พ�อ�(ล>!.1��์ (Functional 

Secondary Packing) 

1. Nอ�2@#O2��Nห�B�%Q��@#N�>P!/?2�B�##�B ?��์O%>
�%�@#0@�1@�@!ห%?�/>�@�@#�?PNห!@>2!  
2. Nอ�2@#� @�?�"@O%>�%@��@P�#>�B2>P��?P�อO�OR�
N�%?P"�O�%� (Q��#�?�?PN�?P"/�Oอ�) 
3. �Oอ!C%�@#0@�1@ค/@!ค�2 @��อ��%>� ?��์"@
#>ห/N@�Q�O�@� (In-use stability) �Oอ�N�็�R��@! ASEAN 
Guideline On Stability Study Of Drug Product O%>
#@"�@�Q��#�?�?P�%�@#0@�1@R!NN�็�R��@!�Oอ� @ห��
!@�#�@�อ@"B"@ (�#Oอ!O�/�@��@#� @N�>��@#)  
4. Nอ�2@# P7 �@!คCN!Aอห%?�N���์�@#�@Q��>N�?"�
� @#?�"@O�� ASEAN (ACTD) �?P�อO�OR�N�%?P"�O�%� 
(Q��#�?�?PN�?P"/�Oอ�) 

    2.4 Non-AVG MiV-PA4 �21Nพ>P/Nอ�.21 
European Pharmacopoeial Certificate of 

Suitability (CEP) �อ�/1!"@ >&!1/02. 2ค1ญ 

1. ห�?�2Aอ#?�#อ� CEP �#Oอ!Nอ�2@#O���?Q�ห!��?P
ออ�P�" European Directorate for the Quality 
of medicines (EDQM) 
2. �Oอ� @ห��!@�#�@��อ�/?��B�>��?/"@2 @ค?�  
(Q��#�?�?PN�?P"/�Oอ�) 
3. #@"�@��%�@#/>Nค#@>ห์#BN��@#�%>��@��CO�%>�/?��B�>�
�?/"@2 @ค?�* �@P�N�็�R��@! Ph.Eur Monograph #/!�@�
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
/>�?�@#��2อ�N�>P!N�>!O%>N���์�@#"อ!#?��?P#>�BR/OQ� 
ห�?�2Aอ#?�#อ� CEP (Q��#�?�?PN�?P"/�Oอ�) 
4. �Oอ!C%N�>P!N�>!อAP� N�?PN�?P"/�Oอ��@P�R!N#>�BQ�ห�?�2Aอ
#?�#อ�  CEP N�N� �Oอ!C%ค/@!ค�2 @� (S7), �N/�
#>">N/%@� @�@#��2อ��Q @O%>คB�2!�?�>�?P/R��@�Nค!?/
�@" @�อAP� N (R�OO�N ��@�อ�B @ค#C��หB2?��@� 
(polymorphism) N�็��O� (Q��#�?�?PN�?P"/�Oอ�) 
5. �O@�@#O�OR�N�%?P"�O�%�N�?P"/�Oอ��?��Oอ� @ห��
!@�#�@��อ�/?��B�>��?/"@2 @ค?� QหO"AP�ห�?�2Aอ�@��CO#?�
อ�B�@�#?�#อ�/N@�>N#>P!� @�@#0@�1@ค/@!ค�2 @��อ�
�%>� ?��์"@�?PN�?P"/�Oอ��@! the ASEAN Guideline 
On Stability Study of Drug Product O%>�>� @N�>�
�@#0@�1@ค/@!ค�2 @��?��%N@/��O%O/N2#O� O%>
#@"�@�Q��#�?�?P�%�@#0@�1@R!NN�็�R��@!�Oอ� @ห��
!@�#�@�อ@"B"@ (�#Oอ!O�/�@��@#� @N�>��@#) 
*�O@�CO�%>�/?��B�>��?/"@2 @ค?�!?ห�?�2Aอ#?�#อ� CEP O%>
�CO�%>��%>� ?��์"@อO@�อ>��Oอ� @ห��!@�#�@��อ�/?��B�>��?/
"@2 @ค?�อAP� (N�N� USP, JP, In-house N�็��O�) �CO�%>�
�%>� ?��์"@�>�Oอ�"AP��Oอ!C%�Oอ S4.1 "@ง S4.5 

    2.5 Non-AVG MiV-PA5 �21O�OR�
N'ล?P0%O'ล�Nอ�.21� 2�1&02QหO!1�!2/Nอ�.21
� 2�1&02#?PR O11&อ%@ญ2!�2�. 2%1��2%
ค�0�11/�21อ2ห21Oล002 

1. �%@�O%>Nอ�2@#� @�?�"@��?��?PR�O#?�อ�B�@� � 
�ั��B�?� 
2. �%@�O%>Nอ�2@#� @�?�"@�?P�อO�OR�N�%?P"�O�%�  
3. Nอ�2@#O2��Nห�B�%Q��@#�อO�OR�N�%?P"�O�%�  
4. Nอ�2@#� @�?�"@ (Package insert) �Oอ!C%2#B��อ�
�%>� ?��์�@!O�� Summary of Product 
Characteristics (SmPC) ห#AอNอ�2@#� @�?�"@2 @ห#?�
�CO�N/" �?PR�O#?�อ�B�@��อ��>N�?"�� @#?�"@�O�O�� 
(original) O%>2 @N�@ค @�อO�OR�N�%?P"�O�%��?PR�O#?�
อ�B�@��@�2 @�?��@�ค�>�##!�@#อ@ห@#O%>"@ 
5. ห�?�2Aอ">�"อ!�@�N�O@�อ��%>� ?��์QหOอO@�อ>�
Nอ�2@#� @�?�"@ 
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1@0�@1O�OR�N'ล?P0%O'ล� Nอ�2@1ห1Aอหล?��@%#?P!Oอ�0AP%NพAPอ'1>�อ&�@1พ>�@1�@ 
    2.6 Non-AVG MiV-PA6 �@1N'ล?P 0%O'ล�
(CO1?&อ%B�@!% @ห1Aอ2?P�0@N�O@/@Q%1@�อ@�@�?�1 
#?P/?Nล�#?PQ&อ%B�@!N'ล?P0%O'ล�R'�@�N >/ 
 

1. �%@�O%>Nอ�2@#� @�?�"@ �>!�์�Oอค/@!/N@ <�อ
#?�#อ�/N@Nห!Aอ�N�>!= ห#Aอ <�อ#?�#อ�/N@Nห!Aอ�N�>! 
"�N/O� ...N�%?P"�O�%�N�็�…= (#>�BN��@>�Oอ!C%�?P
N�%?P"�O�%��@�N�>!) 
2. 2 @N�@ห�?�2AอO�O��%�>�@#�@2�@��?P�%>�Q�
�N@��#>N�0ห#Aอห�?�2Aอ#?�#อ�!@�#�@�2�@��?P�%>�"@Q�
�N@��#>N�0 �?Pออ�P�"2 @�?��@�ค�>�##!�@#อ@ห@#
O%>"@�?P"?�R!Nห!�อ@"B 
3. ห�?�2Aอ">�"อ!QหON�%?P"�O�%��CO#?�อ�B�@�� @ห#Aอ2?P�
"@ O%>Q�ONอ�2@#�>N�?"�� @#?�"@�@��CO#?�อ�B�@�#@"
N�>! ห#Aอ�CO!?2>��>�@!�>�?"�##!ห#Aอ�@!ค @2?P�0@% �อ�
�>N�?"�� @#?�"@  
4. ค @#?�#อ�2 @ห#?��CO#?�อ�B�@��?P"AP�ค @�อ�@Q��>N�?"�
� @#?�"@ 
5. ค @#?�#อ�N�APอ�R��@#�@Q��>N�?"�� @#?�"@�@!!@�#@ ๘^ 
(̀ /_) �#>#@��?��?�>"@ �.0. ̀ __  ̂O%>��?�O�OR�
N�>P!N�>! (O�� #._) 
6. ห�?�2Aอ!อ�อ @�@��@��CO#?�อ�B�@�� @ห#Aอ2?P�"@#@"N�>! 

    2.7 Non-AVG MiV-PA7 �@1N'ล?P0%O'ล�(CO1?&
อ%B�@!(ล>!0@ #?P/?Nล�#?PQ&อ%B�@!N'ล?P0%O'ล�R'
�@�N >/ 

1. �%@�O%>Nอ�2@#� @�?�"@ �>!�์�Oอค/@!/N@ <�อ
#?�#อ�/N@Nห!Aอ�N�>!= ห#Aอ <�อ#?�#อ�/N@Nห!Aอ�N�>! 
"�N/O� ...N�%?P"�O�%�N�็�…= (#>�BN��@>�Oอ!C%�?P
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