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พ.0.  `cde 

 
 

P 0#?PN'็%�@12/ค/1�O@ห% Nอ�2@1ห1Aอห3?��@%#?PQ�O2%?&2%B%�@1O�OR�1@0�@1#>N&?0%!O@1?&  
0@N2พ!> QหOP#1Q%'1>N.#  a  ห1Aอ!O@1?&/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b  NพAPอQหONห/@>2/ 
!@/ห3?�/>�@�@1  2อ ค3Oอ��?&ห3?�2@�3O3>N'็%'ั��B&?%P 0N�พ@>!@/ค/@/!�3�อ@N�?0% 

อ@0?0อO@%@�!@/ค/@/Q%�Oอ  _d  (a)  OหN��ฎ�1>#1/��@1�@Q%#>N&?0%!O@1?&0@N2พ!> QหOP#1   
Q%'1>N.#  a  ห1Aอ!O@1?&/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b  พ.0.  `cde  N3�@$>�@1  อ0.  
�@�ออ�'1>�@0R/O   ?�!NอR'%?Q 

�Oอ _ '1>�@0%?QQหOQ�O&?�ค?&N/APอพO%�O@ห% 2@/2>&/?%%?&O!N/?%'1>�@0Q%1@��>��@%BN&�1@
N'็%!O%R' 

�Oอ ` Q%'1>�@0%?Q 
��@1O�OR�N'3?P0%O'3�1> ?&ห3?�  (Major  Variation - MaV  ห1Aอ  type  II)�  ห/@0ค/@//N@   

�@1O�OR�N'3?P0%O'3�1@0�@1#>N&?0%!O@1?&#?PR O�@Q%#>N&?0%!O@1?&R/OO3O/  P 0อ@�/?(3�1>#&อ0N@�/@�   
ห1Aอ/?(3P 0!1�!NอคB�.@พ  '1>2>#$>.@พO3>ค/@/'3อ .?0�อ�(3>!.?��์0@N2พ!> QหOP#1ห1Aอ/?!"B
ออ�2#$>N%?Q%   

��@1O�OR�N'3?P0%O'3�1> ?&1อ�  (Minor  Variation - MiV  ห1Aอ  type  I)�  ห/@0ค/@//N@   
�@1O�OR�N'3?P0%O'3�1@0�@1#>N&?0%!O@1?&#?PR O�@Q%#>N&?0%!O@1?&R/OO3O/  P 0อ@�/?(3�1>#&Nพ?0�N3O�%Oอ0   
ห1AอR/NR O/?(3�1>#&!NอคB�.@พ  '1>2>#$>.@พO3>ค/@/'3อ .?0�อ�0@N2พ!> QหOP#1Q%'1>N.#  a   
ห1Aอ/?!"B!O@1?&#?P/?/?!"Bออ�2#$>NQ%'1>N.#  a  ห1Aอ'1>N.#  b  %?Q%   

�Oอ a �@1�อO�OR�1@0�@1#>N&?0%!O@1?&  O&N�N'็%�@1O�OR�N'3?P0%O'3�1> ?&ห3?�  ห1Aอ
�@1O�OR�N'3?P0%O'3�1> ?&1อ�   

�Oอ b Nอ�2@1ห1Aอห3?��@%Q%�@10AP%คO@�อO�OR�N'3?P0%O'3�!@/�Oอ  a  /?�Oอ�O@ห%    ?�%?Q 
(_) �1�?#>N&?0%!O@1?&#?PN'็%0@Nค/?  QหOQ�ONอ�2@1ห1Aอห3?��@%!@/  ASEAN  Variation  

Guideline  For  Pharmaceutical  Products  ห1AอO%/#@��อ�2ห.@พ0BP1' 
(`) �1�?อAP%%อ�Nห%Aอ�@�  (_)  QหOQ�ONอ�2@1ห1Aอห3?��@%  !@/.@ค(%/�  O%&#O@0'1>�@0%?Q 
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หนา  ๒๘
เลม   ๑๔๑ ตอนพิเศษ   ๒๓๑    ง ราชกิจจานุเบกษา ๒๓   สิงหาคม   ๒๕๖๗



.@ค��/�  
�O@0�1>�@02 @�?��@�ค�>�11/�@1อ@ห@1O3>0@ 

N1APอ� � @ห��Nอ�2@1ห1Aอห3?��@��?PQ�O2�?�2�B��@1O�OR�1@0�@1�>N�?0�� @1?�0@N2พ�>�QหOP�1Q��1>N.� a 
ห1Aอ� @1?�/?��Bออ�2��>NQ��1>N.� a ห1Aอ�1>N.� b  

พ.0. `cde 

 

Nอ�2@1ห1Aอห3?��@��?PQ�O2�?�2�B��@1O�OR�N�3?P0�O�3�1@0�@1�>N�?0�� @1?��อ�Nห�Aอ�@��Oอ b (_) 
1@0�@1O�OR�N�3?P0�O�3� Nอ�2@1ห1Aอห3?��@��?P�Oอ�0AP�NพAPอ�1>�อ��@1พ>�@1�@ 

_. �@1O�OR�N�3?P0�O�3�1>�?�ห3?� 
_._ Non-AVG MaV-1 �@1Nพ>P/�@1 overage _. Nอ�2@1O2��Nห�B�3Q��@1�อO�OR�N�3?P0�O�3�พ1Oอ/O��

�Oอ/C32�?�2�B� N�N� P2 �@1พ?��@�@�N.2?��11/ 
(Pharmaceutical Development) 
`. �@1@�N�1?0�N�?0�2C�1�อ�1BN��@1�3>��?PR�O1?�อ�B�@�       
� �ั��B�?�O3>�?P�อO�OR�N�3?P0�O�3� 
a. �@1@�N�1?0�N�?0� batch analysis �อ��3>�.?��์0@N2พ
�>��?PR�O1?�อ�B�@� � �ั��B�?� O3>�?P�อO�OR�N�3?P0�O�3�
� @�/� ` 1BN� 
b. ห�?�2Aอ1?�1อ��3�@1/>Nค1@>ห์�อ��3>�.?��์0@N2พ�>�
� @�/� ` 1BN��?P�อO�OR�N�3?P0�O�3� 
c. �Oอ/C3�@10@�1@ค/@/ค�2.@พ�Oอ�N�็�R��@/ ASEAN 
Guideline On Stability Study Of Drug Product O3>
1@0�@�Q��1�?�?P�3�@10@�1@R/NN�็�R��@/�Oอ� @ห��/@�1�@�
อ@0B�3>�.?��์0@N2พ�>� พ1Oอ/O�/�@��@1� @N�>��@1  
d. ห�?�2Aอ1?�1อ�/N@�@1Nพ>P/ overage �อ�/?��B�>��?/0@2 @ค?�
R/NN�็��3�@��@10@�1@ค/@/ค�2.@พ�อ��3>�.?��์0@N2พ�>� 

_.` Non-AVG MaV-2 �@1O�OR�N�3?P0�O�3�/>�?
/>Nค1@>ห์O3>�Oอ� @ห��/@�1�@��อ�/?��B�>��?/0@
2 @ค?� ห1Aอ�3>�.?��์0@N2พ�>� 
     (�) �@1N�3?P0�/>�?/>Nค1@>ห์O3>�Oอ� @ห��
/@�1�@��@� in-house N�็�� @1@0@�?P1?�/��1?
�1>�@0� @ห�� 
     (�) �@1N�3?P0�O�3�ห?/�Oอ��2อ��Oอ� @ห��
/@�1�@�O3>/>�?/>Nค1@>ห์ 

_. Nอ�2@1O2��Nห�B�3Q��@1�อO�OR�N�3?P0�O�3�พ1Oอ/
ห3?��@��@�/>�@�@1�1>�อ� 
`. �@1@�N�1?0�N�?0��Oอ� @ห��/@�1�@��อ�/?��B�>��?/0@2 @ค?� 
ห1Aอ�3>�.?��์0@N2พ�>��?PR�O1?�อ�B�@� � �ั��B�?� O3>�?P�อ
O�OR�N�3?P0�O�3� �@P�O2���@1N�1?0�N�?0��Oอค/@/�?P�อO�OR�
QหO�?�N�� 
a. Nอ�2@11@03>Nอ?0�/>�?/>Nค1@>ห์�?P�อO�OR�N�3?P0�O�3�
พ1Oอ/� @1@0@�?PอO@�อ>�  
b .  �3�@1�1/�2อ�ค/@/�C ��O อ ��อ �/> �? /> N ค 1 @> ห์ 
(Verification/validation of analytical procedures)  
c. �Oอ� @ห��/@�1�@��@1�1/��3Nอ0ห1Aอ�N@�NพAPอ� @ห�N@0O3>
�Oอ� @ห��/@�1�@�อ@0B�อ��3>�.?��์0@N2พ�>� ห1Aอ�Oอ� @ห��
/@�1�@��อ�/?��B�>��?/0@2 @ค?��?P�อO�OR�N�3?P0�O�3� 



   ` 

 

1@0�@1O�OR�N�3?P0�O�3� Nอ�2@1ห1Aอห3?��@��?P�Oอ�0AP�NพAPอ�1>�อ��@1พ>�@1�@ 

d. �Oอ/C3�@1/>Nค1@>ห์1BN��@1�3>� (Batch analysis) �อ�
/?��B�>��?/0@2 @ค?� ห1Aอ�3>�.?��์0@N2พ�>� �B�ห?/�Oอ�@1
��2อ��@/�Oอ� @ห��/@�1�@��?P�อO�OR�N�3?P0�O�3� 
� @�/� ` 1BN��@1�3>�� @1Nอ�ห1Aอ1BN��@1�3>� 
e. Q�1?�1อ��3/>Nค1@>ห์�อ�/?��B�>��?/0@2 @ค?�/�3>�.?��์      
0@N2พ�>� (Certificate of analysis) �B�ห?/�Oอ�@1��2อ��@/
�Oอ� @ห��/@�1�@��?P�อO�OR� 

f. �Oอ/C3�@10@�1@ค/@/ค�2.@พ�Oอ�N�็�R��@/ ASEAN 
Guideline On Stability Study Of Drug Product O3>
1@0�@�Q��1�?�?P�3�@10@�1@R/NN�็�R��@/�Oอ� @ห��/@�1�@�
อ@0B�3>�.?��์0@N2พ�>� พ1Oอ/O�/�@��@1� @N�>��@1 
g. ห�?�2Aอ1?�1อ�/N@�@1N�3?P0�O�3��?QR/NN�็��3�@�Nห�B�@1�์       
�?PR/Nค@�ค>��?PN�>��@Q�Q�1>ห/N@��@1�3>�ห1Aอ�ั�ห@ค/@/ค�2.@พ
/?��B�>��?/0@2 @ค?�ห1Aอ�3>�.?��์0@N2พ�>� 

`. �@1O�OR�N�3?P0�O�3�1>�?�1อ� 
`._ Non-AVG MiV-PA1 �@1Nพ>P/��>�/?2�B�11�B.?��์
�?P2?/�?2�3>�.?��์0@N2พ�>� �?PR/NQ�N0@�1@0�@�N�AQอ 

_. Nอ�2@1O2��Nห�B�3Q��@1Nพ>P//?2�B�11�B.?��์O3>�3
�@10@�1@�@/ห3?�/>�@�@1�?PNห/@>2/ 
`. 2 @ห1?��3>�.?��์0@N2พ�>�1C�O���@P�O�O� O3>�อ�Nห3/         
�Oอ�0AP�ห3?��@�O2��/N@R/N/?��>�>1>0@1>ห/N@��3>�.?��์0@N2พ�>�
O3>�11�B.?��์ (N�N� R/N/?�@1��N�้ือ��อ�2N/��1>�อ��อ�/?2�B
�11�B.?��์Q��3>�.?��์0@N2พ�>� O3>R/N/?�@12C�N2? 0
2N/��1>�อ��อ��3>�.?��์0@N2พ�>�N�O@R�Q��11�B.?��์) 
a. �@1@�N�1?0�N�?0�/@�1�@��อ�/?2�B�11�B.?��์�?P2?/�?2     
�3>�.?��์0@N2พ�>��?PR�O1?�อ�B�@� � �ั��B�?�O3>�?P�อO�OR�
N�3?P0�O�3� Q��1�?�?PN�?P0/�Oอ� 
b. �3@�O3>Nอ�2@1� @�?��@P�1>�B2>P��?P�อO�OR�N�3?P0�O�3� Q�
�1�?�?PN�?P0/�Oอ� 
c. �Oอ/C3�@10@�1@ค/@/ค�2.@พ�อ��3>�.?��์0@N2พ�>��Oอ�
N�็�R��@/ ASEAN Guideline On Stability Study Of 
Drug Product O3>1@0�@�Q��1�?�?P�3�@10@�1@R/NN�็�R�
�@/�Oอ� @ห��/@�1�@�อ@0B�3>�.?��์0@N2พ�>� พ1Oอ/
O�/�@��@1� @N�>��@1 
d. Nอ�2@1 P7 1>���ิ��อ�.@��>�11�B�อ��3>�.?��์0@N2พ�>� 
(Container Closure System) �@/คCN/Aอห3?�N���์�@1�@Q��>N�?0�
� @1?�O�� ASEAN (ACTD) �?P�อO�OR�N�3?P0�O�3� 
e. ห�?�2Aอ1?�1อ�/N@�Oอ� @ห��/@�1�@��อ��3>�.?��์0@N2พ�>�
R/N/?�@1O�OR�N�3?P0�O�3� 



   a 

 

1@0�@1O�OR�N�3?P0�O�3� Nอ�2@1ห1Aอห3?��@��?P�Oอ�0AP�NพAPอ�1>�อ��@1พ>�@1�@ 

`.` Non-AVG MiV-PA2 �@1Nพ>P/��>�/?2�B�11�B.?��์
�?PR/N2?/�?2�?��3>�.?��์0@N2พ�>� �?P/?�3�Nอค/@/ 
ค�2.@พ�อ��3>�.?��์ (Functional Secondary 
Packaging) 

_. Nอ�2@1O2��Nห�B�3Q��@1Nพ>P//?2�B�11�B.?��์O3>�3
�@10@�1@�@/ห3?�/>�@�@1�?PNห/@>2/ 
`. �3@�O3>Nอ�2@1� @�?��@P�1>�B2>P��?P�อO�OR�N�3?P0�O�3�  
Q��1�?�?PN�?P0/�Oอ� 
a. �Oอ/C3�@10@�1@ค/@/ค�2.@พ�อ��3>�.?��์0@N2พ�>�
1>ห/N@�Q�O�@� (In-use stability) �Oอ�N�็�R��@/ ASEAN 
Guideline On Stability Study Of Drug Product O3>
1@0�@�Q��1�?�?P�3�@10@�1@R/N N �็�R��@/�Oอ� @ห��
/@�1�@�อ@0B�3>�.?��์0@N2พ�>�  พ1Oอ/O�/�@��@1
� @N�>��@1 
b. Nอ�2@1 P7 1>���ิ��อ�.@��>�11�B�อ��3>�.?��์0@N2พ�>� 
(Container Closure System) �@/คCN/Aอห3?�N���์�@1�@Q�
�>N�?0�� @1?�O�� ASEAN (ACTD) �?P�อO�OR�N�3?P0�O�3� 
Q��1�?�?PN�?P0/�Oอ� 
c.ห�?�2Aอ1?�1อ�/N@�Oอ� @ห��/@�1�@��อ��3>�.?��์0@N2พ�>�
R/N/?�@1O�OR�N�3?P0�O�3� 

`.a Non-AVG MiV-PA3 �@1Nพ>P/Nอ�2@1 
European Pharmacopoeia Certificate of 
Suitability (CEP) �อ�/?��B�>��?/0@2 @ค?� 

_. ห�?�2Aอ1?�1อ� CEP พ1Oอ/Nอ�2@1O���?Q�ห/��?Pออ�P�0 
European Directorate for the Quality of Medicines 
(EDQM) 
`. �Oอ� @ห��/@�1�@��อ�/?��B�>��?/0@2 @ค?� Q��1�?             
�?PN�?P0/�Oอ� 
a. 1@0�@��3�@1/>Nค1@>ห์1BN��@1�3>��@��CO�3>�/?��B�>�         
�?/0@2 @ค?�* �@P�N�็�R��@/ Monograph �อ� European 
Pharmacopoeia 1//�@�/>�?�@1��2อ�Nพ>P/N�>/O3>N���์ 
�@10อ/1?��?P1>�BR/OQ�ห�?�2Aอ1?�1อ� CEP Q��1�?�?PN�?P0/�Oอ� 
b. �Oอ/C3Nพ>P/N�>/อAP� N �?PN�?P0/�Oอ��@P�R/N1>�BQ�ห�?�2Aอ1?�1อ� 
CEP N�N� �Oอ/C3ค�2.@พ (S7) �อ�/?��B�>��?/0@2 @ค?�           
�N/�1>0>N/3@� @�@1��2อ��Q @O3>คB�2/�?�>�?P/R��@�Nค/?
ห1Aอ�@0.@พอAP� N  N�N� ��@�อ�B.@ค 1C�พหB2?��@� 
(polymorphism) Q��1�?�?PN�?P0/�Oอ� 
c. �O@�@1O�OR�N�3?P0�O�3�N�?P0/�Oอ��?��Oอ� @ห��/@�1�@��อ�
/?��B�>��?/0@2 @ค?� QหO0AP�ห�?�2Aอ�@��CO1?�อ�B�@�1?�1อ�/N@�>N1>P/
� @�@10@�1@ค/@/ค�2.@พ�อ��3>�.?��์0@N2พ�>��?PN�?P0/�Oอ�      
�@/ ASEAN Guideline On Stability Study of Drug Product 
O3>QหO� @N�>��@10@�1@ค/@/ค�2.@พ�?��3N@/��O3O/N21O�       
O3>1@0�@�Q��1�?�?P�3�@10@�1@R/NN�็�R��@/�Oอ� @ห��
/@�1�@�อ@0B�3>�.?��์0@N2พ�>� พ1Oอ/O�/�@��@1� @N�>��@1 



   b 

 

1@0�@1O�OR�N�3?P0�O�3� Nอ�2@1ห1Aอห3?��@��?P�Oอ�0AP�NพAPอ�1>�อ��@1พ>�@1�@ 

*�O@�CO�3>�/?��B�>��?/0@2 @ค?�/?ห�?�2Aอ1?�1อ� CEP O3>�CO�3>�
�3>�.?��์0@N2พ�>�อO@�อ>��Oอ� @ห��/@�1�@��อ�/?��B�>�       
�?/0@2 @ค?�อAP� N�N� US pharmacopoeia (USP), Japanese 
pharmacopoeia (JP), In-house �CO�3>��3>�.?��์0@N2พ�>�
�>�Oอ�0AP��Oอ/C3�Oอ S4.1 �@� S4.5 �@/คCN/Aอห3?�N���์�@1�@Q�
�>N�?0�� @1?�O�� ASEAN (ACTD) 

 
ห/@0Nห�B 
                    _. <�3>�.?��์0@N2พ�>�= ห/@0ค/@//N@ 0@N2พ�>�QหOP�1Q��1>N.� a O3>/?��B� @1?��?P/?           
/?��Bออ�2��>NQ��1>N.� a ห1Aอ�1>N.� b �@P�/?3?�1�>N�็�/?��B2 @N1O�1C��@�N.2?��11/�@P�พ1Oอ/�?P�>� @R�Q�OO�N
/�B10์ห1Aอ2?�/์R�O 
  `. </?��B�>��?/0@2 @ค?�= ห/@0ค/@//N@ 0@N2พ�>�QหOP�1Q��1>N.� a /?��Bออ�2��>N             
Q��1>N.� a ห1Aอ�1>N.� b ห1Aอ0@ อ?�N�็�2N/��1>�อ�2 @ค?��?P/?2��>N�@�N.2?��11/Q��>N�?0�� @1?�0@N2พ�>�     
QหOP�1Q��1>N.� a ห1Aอ� @1?�/?��Bออ�2��>NQ��1>N.� a ห1Aอ�1>N.� b �?Q� 
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