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( GOOD STORAGE PRACTICE, GSP ) 
5-��-� 

������ �!"#�$!
ก��&"'()*+ก � ก��,)-!  ก���.�(/0� �  ก��1"'2�  ก��1"'(ก3�  ก��1"'4
�  
ก��4"5���0 � 1�ก��6"5�78�ก����0 �/+�,90��-:;&   ,906<5(ก<5 =/0+���2
=�:>
+��6�� (supply chain)       
C	
=
�1�(�D�2�
= ���6<56.�2�0�6<5��ก��&=�&�	ก.�ก"�'9$)  ,90���ก+�ก��  ,904"5���0 � $)�,90��-:;&
!
��	<&=�		�
�2="�('< =ก"�&*+ �20 �2�*+ �6<5+ 9
������2
=�:>+��6��  	<���4-6E-;�F  �)+';"  
$)�	<&�G;�F��ก���"กH� �.��"' ���(6� 2�*+�I+�ก"�:�&C'0    
 ก��1"'(ก3� � (�D��J11" 2�85�6<5	<,)!
+&�G;�F �    �6<5,)-!/8#�	�$	01�,)-!!�	
2)"ก(กGKL$)�=-E<ก��6<5'<��ก��,)-! �  $!
70���ก��ก��1�  �C�49
47��6<52�*+47����-ก��!
��M 
1�78�	*+,90��-:;&   	<ก��1"'(ก3� �C	
(2	��4	  &�G;�F/+� �ก3+�11�)'�0+   2�*+(4*5+	C�  
1�78�/��'6<5+�11�6.��20ก���"กH�C	
C'0,)2�*+(�D�+"�!�� ก"�,90��-:;&C'0  :' (NF��+ 
�� -5� �6<5
C=!
+4-5�$=')0+	 (�
�  $4�  &=�	�0+�  &=�	�*#�  (�D�!0�   �(2)
��<#1� -5�	<�JO2���(�*5+�&=�	&�
4;�F  $)�1�(4*5+	4;�FC'0�
� $)��='(�3=  18�!0+�	<ก��1"'(ก3� �6<579ก!0+�$)�(2	��4	&=�&9
ก"�
C�!)+'2
=�:>
+��6��18�1����ก"�C'0=
� &�G;�F/+� �C'0	�!�P��!)+'!"#�$!
!0�6��1�78�
�)� 6��&*+ ,90��-:;&   
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�  
Guide to good storage practices for pharmaceuticals   >85�F-	FL(, $F�
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Technical Report Series, No.908, 2003  $)��.�	���"�����$ก0C/�� )�(+< '���4
=��20
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1. �6�.� ( Introduction ) 
2. �- �	h"F6L ( Glossary ) 
3. ��&)�ก� ( Personnel ) 
4. +�&��47��6<5$)�4-5�+.��= &=�	4�'=ก  
    ( Premise and facilities ) 
5. /0+ก.�2�'��ก��1"'(ก3� ( Storage requirements ) 
6. 4-�&0�&*� ( Returned goods ) 
7. ก��1"'4
�4-�&0�$)�ก��/�4
� ( Dispatch and transport ) 
8. ก��(�< ก(ก3�,)-!;"GKL&*� ( Product recalls ) 
 
(+ก4��+0��+-� ( Reference ) 
���G���ก�	 ( Bibliography ) 
;�&,�=ก ( Appendix ) 
 

1. ���-� ( Introduction ) 
 

          2)"ก(กGKL=-E<ก��6<5'<��ก��1"'(ก3� ��<#+0��+-�$)�F"g��	�1�ก Guide to good storage 
practices for pharmaceuticals >85�(�D�2)"ก(กGKL6<5+�&Lก��+��	" :)ก1"'6.�/8#�  	<�� )�(+< '
&�+�&)�	ก���Q-�"!-6<5'<��ก��1"'(ก3� ���(�*5+�!
��M 6<5(ก<5 =/0+�ก"���&)�ก� +�&��47��6<5$)�4-5�
+.��= &=�	4�'=ก  /0+ก.�2�'��ก��1"'(ก3�  4-�&0�&*� ก��/8#���=��4-�&0�$)�ก��/�4
�  $)�ก��
(�< ก(ก3�,)-!;"GKL&*� '"�!
+C��<#    
 

2. 5-�����2H
;�� ( Glossary) 
 

          &.�+E-�� / � &=�	2	� /+�h"F6L6<5��0��(+ก4���<#��0ก"�&.�h"F6L6<5���กQ����(�< �$)�
/0+$���.�6<5��0+ 9
���J11��"� 
 
,��++กL���M����N,
0ก��2 ( Active Pharmaceutical Ingredient, API ) 
2	� &=�	=
�  4���' M 2�*+4
=�,4	/+�4���' M 6<5	<C=0(F*5+��0,)-! ��9�$��!
��M  
( dosage form )   >85�(	*5+�.�C���0��ก��,)-! �1�6.�2�0�6<5(�D�4��++กs6E-t4.�&"O�� �4.�(�31�9�
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!.��"��"#� M  4��'"�ก)
�=��0(F*5+&=�		�
�2	� �20C'0s6E-t6��(;4"�=-6 �  2�*+(F*5+,):' !����ก��
=-�-1N"   ���"�  ���(6�  �"กH�  �I+�ก"�:�&  2�*+(F*5+�20(ก-',)!
+:&��4�0��2�*+ก��6.�2�0�6<5/+�
�
��ก�  
ก��.��.RS+� (Contamination) 
2	� &=�	=
�  ก��C'0�"�ก����(�uv+�1�ก4��(&	<6<5C	
F8����4�&L 2�*+1�)�<F��E��	��!- 2�*+4-5�
$�)ก�)+	+*5�(/0�49
="!7�'-� (starting material)  ���2=
��,)-! (intermediate)  �4.�(�31�9� 
(finished product)  2�*+��2=
��ก��'.�(�-�ก��,)-! (production)  ก��4�
	!"=+ 
�� (sampling)   
ก�����1� (packaging) ก��$�
����1� (repackaging)   ก��1"'(ก3� (Storage) 2�*+  ก��/�4
� 
(transport) 
ก��.��.RS+�TU�2V	�WN

�� (Cross-contamination) 
2	� &=�	=
�  ก��(ก-'ก����(�uv+�/+�="!7�'-�  ���2=
��,)-! 2�*+ �4.�(�31�9� ก"�="!7�'-�!"=+*5�
2�*+,)-!;"GKL+*5���2=
��ก��'.�(�-�ก��,)-! 
,���W�2��XY+��, ,��.�1�:W���� ( Excipient )  
2	� &=�	=
� 4���'M>85�C	
��
4��++กs6E-t6��(;4"�ก��	6<5C'0,
��ก�����(	-�&=�	�)+';" $)�
��0(�D�4��4
�,
��!"= �++กs6E-t���
��ก�  '"��<# 

• (�D�4���
= ������ก��4
�,
�� � (drug delivery system) 6<5��0��ก��,)-!   

• (�D�4��6<5��0�I+�ก"� (4�-	2�*+(F-5	&=�	&�!"= (stability) �<=���4-6E-,) (bioavailability)  2�*+
ก�� +	�"�/+�,90�y=  (patient acceptability)  

• �
= ��ก���
��<#,)-!;"GKL 2�*+ 

• (4�-	&�G)"กHG�+*5�M (ก<5 =ก"�&=�	�)+';" $)����4-6E-;�F/+� �����2=
��ก��(ก3�2�*+
��0 � 

�
�,�Y�+��1 (Expiry date) 
2	� &=�	=
�  ="�6<5ก.�2�'+� �ก����04.�2�"� �6<5,)-!$!
)�&�"#� >85�$4'�=
����
=��� �(=)�ก
+�
="��"#�  �'"�ก)
�= "�	<&�G;�F	�!�P��!�	/0+ก.�2�' 70�ก��1"'(ก3� �6.�79ก!0+�!�	&.�$���.�
!)+'!"#�$!
="�6<5,)-!78�="�6<54-#�+� �/+� � 
ก��.\�]	�ก�� (Labelling) 
2	� &=�	=
� ก-1ก��	6<5(ก<5 =/0+�ก"�ก��&"'()*+กN)�ก �6<579ก!0+�!�	/0+	9)6<5ก.�2�' �=	6"#�ก��
6.�&=�	4�+�'4� ก�����1� (line clearance)  $)�ก���z'N)�ก �  
ก��V	�W�� (Manufacture) 
2	� &=�	=
�  ก��'.�(�-�ก��6�ก+ 
��6<5(ก<5 =/0+�ก"�ก��1"'2�="!7�'-�  ="4'�4.�2�"�ก�����1�  ก��
'.�(�-�ก��,)-!  ก��&=�&�	&�G;�F �  ก��+��	"!-�20�)
+ 2�*+,
��  ก��1"'(ก3�  ก��1"'4
� �  



 

X: �����	GSP :�
�� gsp( final-2 )-1 

5

2�*+ก��&=�&�	+*5�M6<5(ก<5 =/0+� 
�
Wb1���/�
,�1 (Materials)  
 2	� &=�	=
�  &.�6"5=C�6<5��0�
��+ก78�  ="!7�'-� ="4'�4.�2�"�ก�����1�  4��6'4+�  4��6.�)�)�   
4���
= ��ก���=�ก�� $)� ���2=
��,)-! 
�
,�1,-���
�ก������1 (Packaging material) 
2	� &=�	=
�  ="4'��'M >85��=	6"#�4-5�F-	FL6<5��0��ก�����1� � $!
C	
�=	="4'� 2<�2
+ 6<5��0(F*5+ก��
/�4
�4-�&0�  ="4'�6<5��04.�2�"�ก�����1�4�	��7$�
�++ก(�D��P	;9	- (Primary) 2�*+6�!- ;9	- 
(Secondary)  /8#�+ 9
ก"�=
�="4'��"#�M 79กก.�2�'�204"	,"4ก"� �:' !��2�*+C	
 
�� (Pharmaceutical product) 
2	� &=�	=
�   ��'M6<5,)-!/8#�(F*5+��0ก"�	��H L2�*+4"!=L ���9�$��/+� �4.�(�31�9�2�*+="!7�'-� 
ก���-�����ก��V	�W (Production) 
2	� &=�	=
� ก��'.�(�-����6�ก+ 
��6<5(ก<5 =/0+�ก"�ก��,)-! !"#�$!
�"�="!7�'-� ="4'�4.�2�"�ก�����1� 
,
��ก���=�ก��,)-! $)�ก�����1�1�C'0 �4.�(�31�9� 
�
����WU+�W���,+�eY-� (Retest date) 
2	� &=�	=
� ="�6<56<5="4'�&=�C'0�"�ก��!�=14+�>#.� (F*5+'9=
� "�(2	��4	ก"�ก����0���!
+C�C'0+<ก
2�*+C	
 
ก���
��ก�� (Storage) 
2	� &=�	=
�  ก��1"'(ก3� �$)�="4'�1�78�ก����0��� 
5f�5U� (Suppier) 
2	� &=�	=
�  ,906<51"'1.�2�
�  � $)�="4'�+*5�M !�	ก��4"5�>*#+ >85�+�1(�D�!"=$6� �� 2�0� ,901"'
1.�2�
�  ,90,)-!2�*+,90&0� >85�&=�()*+ก&9
&0�6<5C'0�"�	+�+.���1$!
�!"#�(�D�!"=$6�6<579ก!0+� 
 

3. �15	�ก� ( Personnel) 
 

           3.1  ��47��6<51"'(ก3� �$!
)�47��6<5  (�
�  47��6<5,)-! � &)"�4-�&0� 47��6<5/� 4
� �  
47��6<5/�  �$)�20+�(ก3� �/+�:��F ���)  &=�1"'�20	<��&)�ก�+ 
��(F< �F+$)�	<&�G4	�"!-
(2	��4	6<51�'.�(�-�ก���20���)�="!7����4�&L/+�ก�����ก"�&�G;�F �6<5(ก3� :' 	<ก���Q-�"!-!�	
ก{��(�< �6<5ก.�2�'C=0+ 
��79ก!0+� 
           3.2  ��&)�ก�6"#�2	'&=�C'0�"�ก��+��	+ 
��'< (ก<5 =ก"�ก��1"'(ก3� �  ��(�< �ก��
�Q-�"!-���  /"#�!+�ก��'.�(�-�ก��$)�����&=�	�)+';"  (safety ) 
           3.3  ��&)�ก�6"#�2	'!0+�,
��ก��+��	$)��Q-�"!-!�	2)"ก4�/+��	" ��&&) ( personal 
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hygiene )  $)�ก��4�/)"กHG� ( sanitation ) 
           3.4  ��&)�ก�6<5�Q-�"!-�����47��6<51"'(ก3� �  &=�4=	�4
��'�I+�ก"�6<5(2	��4	ก"����2�*+
��'6.����6<5(2	��4	ก"�2�0�6<5���6<5�Q-�"!- 
      

4. +�5��,b������
��ก��:	/,���+-����5��2,/��ก 
( Premises and facilities ) 

 
;XY�����
��ก�� ( Storage areas ) 

4.1  !0+�	<	�!�ก����ก���I+�ก"�,90C	
C'0�"�+��O�!,
��(/0�	�����-(=G1"'(ก3� � 
           4.2  F*#�6<51"'(ก3� �&=�	</��'(F< �F+6<51�1"'(ก3�F"4'�!
�� M $)�,)-!;"GKL2)�ก2)� 
���(;6+ 
��(�D���(�< �  (�
�  ="!7�'-�  ="4'�4.�2�"�ก�����1�   �ก85�4.�(�31�9�   �4.�(�31�9��+ก��
$�
����1�  $)� �4.�(�31�9�   ���2=
���+,)=-(&���2L   �6<5,)=-(&���2L,
��ก��+��	"!-   �6<5,)
=-(&���2LC	
,
��ก��+��	"!-   �6<5�"�&*�1�ก!)�'  $)� �6<5(�< ก(ก3�&*� 
           4.3  ="4'�4.�2�"�ก�����1�6<5(�D�4-5�F-	FL &=��20&=�	4.�&"O+ 
��	�ก6<51�!0+�	<&=�	79ก!0+�
4+'&)0+�ก"� �  $)�&=��20&=�	(+��1�4
(�D�F-(hH��ก��(ก3��"กH�$)�&=�	�)+';" !
+="4'�6<5
(ก3��"กH� 
           4.4  F*#�6<51"'(ก3�&=�C'0�"�ก��++ก$��2�*+��"��20	<4;�Fก��1"'(ก3�6<5'<    :' (NF���20	<
47��6<54�+�'$)�$20�;� �!0��'"�+�G2;9	-6<5(2	��4	    ��ก�G<6<5	</0+ก.�2�'4;�Fก��1"'(ก3�
(�D�F-(hH!�	6<5����C=0��N)�ก ( (�
� +�G2;9	- $)���'"�&=�	�*#�4"	F"6EL ) 4-5�(2)
��<#!0+�1"'�20!��
!�	6<5ก.�2�'  !�=14+�  $)��"�68กC=0      ="!7�'-�$)� �&=�1"'(ก3��2049�/8#�F0�ก��4"	,"4ก"�F*#�  
F�)()36 ( pallets )�20	<�� �2
��(F< �F+$ก
ก��6.�&=�	4�+�'$)�ก��!�=1!��F�)()36�+��"�
4-�&0�&=�(ก3��20	<4;�F'<  4�+�' $)�C'0�"�ก��>
+	$>	�20&�4;�F��0��� 
          4.5  F*#�6<51"'(ก3�!0+�4�+�'$)����h1�กก��4�4	/+�/ �2�*+4-5�	<�<=-!  &=�(/< �/0+
�Q-�"!-ก��4�/)"กHG�( Sanitation ) �20�"'(1� (�D�)� )"กHGL+"กH� �
��+ก78�=-E<ก��$)�&=�	7<5��
ก��6.�&=�	4�+�'47��6<5$)�F*#�6<51"'(ก3�   &=�	<!����ก.�2�'ก��N<'F
�4��&=�&�	4"!=L$)�
$	)�( Pest control ) (�D�)� )"กHGL+"กH�(�
�('< =ก"�    4��6<5��0N<'F
�&=�&�	4"!=L$)�$	)�!0+�
(�D�4��6<5�)+';" !
+&� $)�C	
(4<5 �!
+ก��(ก-'ก����(�uv+�ก"�="!7�'-�2�*+ �  ��F*#�6<51"'(ก3�&=�
	</0+ก.�2�'=-E<ก��6.�&=�	4�+�'/1"'4��!ก&0��(F*5+�202	'&=�	(4<5 �!
+ก����(�uv+� 
           4.6  ��-(=G2�*+6
�(6< ��7�"�4
�4-�&0�(/0�++ก (bay)   &=�4�	��7�I+�ก"�,)-!;"GKL1�ก
4;�F+�ก�hC'0  ��ก�G<1.�(�D���-(=G�"�/+� !0+�	<ก��++ก$��$)�!-'+��ก�GL6<5F�0+	1�6.��202<�
2
+���1�;"GKL/+�="!7�'-�$)� �4�+�'��(=)�/�7
� 1�ก!904-�&0�/�(/0�ก
+�/� 0� (/0�F*#�6<5
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1"'(ก3� 
           4.7   �6<5+ 9
��47���ก"กก"�$)�$ ก(ก3���F*#�6<5(NF��  F*#�6<51"'(ก3��"#�!0+�	<�I� ����C=0
�"'(1�$)�&=�&�	ก��(/0�++กC=0(NF��,90C'0�"�+��O�!(6
��"#�  70�	<����+*5��'6<5��0$6�ก��$ ก
47��6<51"'(ก3�4-�&0�!0+�	"5��1=
�	<&=�	�)+';" 6"'(6< 	ก"�  (�
� 70���0����&+	F-=(!+�L!0+�
4�	��7!�=14+�&=�	79ก!0+�/+�:��$ก�	C'0 (validation)  (F*5+ *� "�ก��	<�����"กH�&=�	
�)+';"  (security) ��ก��&=�&�	ก��(/0�78�!"= � 

4.8  &=�	<F*#�6<5(NF��4.�2�"�4�
	!"=+ 
��="!7�'-���4;�F$=')0+	6<5	<����&=�&�	    70�ก�� 
4�
	(ก3�!"=+ 
��ก��6.���F*#�6<51"'(ก3�="!7�'-�  ก��4�
	!"=+ 
���"#�!0+�6.�'0= =-E<ก��6<54�	��7�I+�ก"�
ก����(�uv+� (contamination)2�*+ก����(�uv+�/0�	,)-!;"GKL (cross-contamination) C'0 $)���
F*#�6<56<5	<ก��4�
	!"=+ 
�� !0+�	<=-E<ก���Q-�"!-��ก��6.�&=�	4�+�'+ 
��(F< �F+ 

4.9  ก��1"'(ก3�="!7�'-�2�*+ �6<5C	
,
��ก��+��	"!-  4-#�+� �  6<5&*�1�ก!)�' 2�*+6<5(�< ก(ก3�
&*� '0= ก��$ กF*#�6<5(NF��2�*+ก����0=-E<ก��+*5��'6<54�	��7!�=14+�&=�	79ก!0+�/+�:��$ก�	  
(�
� =-E<ก��������+-()3ก6�+�-ก4L    &=�4�	��7�
��+ก47���/+�="4'�  � $)�F*#�6<5C'0+ 
��
�"'(1�(2	��4	  
           4.10  4��6<5++กs6E-t$��$)�4��ก"		"�!�"�4< ="!7�(4F!-' ="!7�	<F-H  !)+'1�="!7�2�*+ �
+"�!�� 6<54�	��7ก
+�20(ก-'&=�	(4<5 �1�กก����0��6��6<5,-' (abuse)  4��C=C|2�*+��(�-'C'0 ((�
� 
/+�(2)=C=C| $ก}4$/3�2�*+���1�;� �!0$��'"�49�) &=�1"'(ก3���F*#�6<5(NF��6<5	<����&=�	
�)+';"   $)�	�!�ก��&=�&�	ก���"กH�&=�		"5�&��)+';"  (security) + 
��(/0	�=' 
           4.11  ="!7�'-�$)� � &=�C'0�"�ก��1"'(ก3�$)�1"'1
� �2079ก!0+�!�	2)"ก(กGKL=-E<ก��6<5'<��
ก��,)-! � !�	6<5ก.�2�'C=0��(+ก4��6<5(ก<5 =/0+� 
           4.12  ="!7�'-�$)� � &=�C'0�"�ก��1"'(ก3���)"กHG�6<54�	��7�I+�ก"�ก����(�uv+� 2�*+(ก-'
ก����(�uv+�/0�	,)-!;"GKL C'0 
           4.13  ="!7�'-�$)� � &=�C'0�"�ก��1"'(ก3���4;�F6<56.��20	"5��1C'0=
�  4�	��7�"กH���'"�
&�G;�FC=0C'0 $)�1"'1
� 2	��(=< �!�	+� � �6<5(2)*+&*+ 4-#�+� �ก
+�1
� ++กก
+� (FEFO, first 
expired / first out) 
           4.14  ="!7�'-�$)� �6<5C	
,
��ก��+��	"!- (Rejected) &=�����47����20�"'(1�$)�$ ก(ก3�
;� �!0����ก"กก"�  (F*5+�I+�ก"�ก���.�4-�&0�C���01�ก=
�1�	<ก��F-1��G�ก��'.�(�-�ก��/"#�4�'60� 
ก"�4-�&0��� ก���"#�M 

4.15   �(4F!-'�20:6H$)�="!7�++กs6E-t&=�1"'(ก3�C=0�2079ก!0+�!�	+��4"OO�������!- 
$)�ก{2	� 2�*+��(�< �ก��6�=�=
�'0= ก��1"'(ก3� �(4F!-' 
            4.16   �6<5$!ก2�*+(4< 2� &=�$ ก1"'(ก3�1�ก4-�&0�	<C=0(F*5+1.�2�
�  ( usable stock) 
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            4.17  F*#�6<51"'(ก3�&=�	<����C||I��20$4�4=
��6<5(F< �F+ (F*5+�20ก���Q-�"!-���(�D�C�+ 
��
79ก!0+�$	
� .�$)��)+';"  
 

,N��/ก���
��ก�� (Storage conditions) 
            4.18   4;�=�ก��1"'(ก3�="!7�'-�$)� �&=�4+'&)0+�!�	6<5����C=0��N)�ก � >85�(�D�
/0+ก.�2�'6<5C'01�ก,)ก��6'4+�&=�	&�4;�F/+� � 
 

ก��5��512,N��/ก���
��ก�� 
(Monitoring of storage conditions) 

           4.19   	<ก���"�68ก+�G2;9	-��F*#�6<51"'(ก3�C=0(�D�)� )"กHGL+"กH�(F*5+ก��!-'!�	  !�=1
6�6=� +��ก�GL6<5��0!�=14;�=�ก��1"'(ก3�&=�,
��ก��!�=14;�F(�D��� �M$)��"�68ก,)ก��
!�=14;�FC=0(�D�2)"กP��  /0+	9)ก��!-'!�	!�=14;�=�ก��1"'(ก3�!0+�(ก3��"กH�C=0+ 
���0+ +<ก  
1 �� ;� 2)"�="�4-#�+� �/+�="!7�'-�2�*+,)-!;"GKL2�*+!�	/0+ก.�2�'��ก{��(�< �/+�2�
= ���6<5
(ก<5 =/0+�   ก���� ���+�G2;9	- G 1�'="'+�G2;9	-6�ก1�'&=�	<&=�	4	5.�(4	+!)+'F*#�6<51"'(ก3� 
$)�$,�,"�1�'="'+�G2;9	-&=��=	78�!.�$2�
�6<5+�G2;9	-	<:+ก�4,"�$��C'0	�ก6<54�' 
           4.20  +��ก�GL4.�2�"�ก��!�=14+� &=�C'0�"�ก��4+�(6< � (calibration) !�	�� �(=)�6<5
ก.�2�' 
     

5.TU+ก-������ก���
��ก�� (Storage requirements) 
 
����+ก,�� (Documentation) :  5-�,
��ก������.j�	��	
กk
�+
กk�:	/�
��lกW���m  

(Written instructions and records) 
          5.1  &.�4"5�ก��$)��"�68ก!
��M (ก<5 =ก"�ก-1ก��	��F*#�6<51"'(ก3� �=	6"#�ก��1"'ก��(ก<5 =ก"�
4-�&0�4-#�+� � &=�6.��"�68ก(�D�)� )"กHGL+"กH�  (+ก4��(2)
��<#!0+�+E-�� /"#�!+�ก��1"'(ก3�
4-�&0�+ 
��)�(+< '$)��
��+ก(40�6��/+�="!7�'-�$)� �  �=	6"#�(+ก4��/0+	9);� ��+�&Lก�
(F*5+�204�	��7!-'!�	(�< ก(ก3� �&*�C'02�ก!0+�ก�� 
            5.2  	</0+	9)ก��1"'(ก3�="!7�'-�2�*+ �$!
)���-'   + 9
���9�4-5�F-	FL2�*+����+-()&6�+�-ก4L
6<5������ )�(+< '   4;�=�ก��1"'(ก3�  /0+&=���="�6<5&=�6���   �=	6"#�="�6<5!0+�6'4+�>#.� ( retest 
date) :'  8'7*+!�	!.��� �6<5ก.�2�' ( pharmacopoeial requirements ) $)�ก{��(�< �/+�
���(6h6<5(�D��J11��"�(ก<5 =ก"�N)�ก$)�;�������1� 
            5.3   &=�	<ก��1"'(ก3��"�68ก4.�2�"�ก���"� �$!
)�&�"#�  �"�68ก'"�ก)
�=&=��=	�� )�(+< '
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/+��� ก��4-�&0� &�G;�F ��-	�G �*5+,90/�  ()/6<5,)-!/+�,90/�  ="�6<5�"�4-�&0� ()/�"�  4-�&0�6<5
ก.�2�'/8#�$)�="�6<5 �4-#�+� �   ก��(ก3�2)"กP��6<5(�D�(+ก4��!0+�(ก3�!�	�� �(=)�6<5ก{2	� 
ก.�2�' (70�C	
	</0+ก.�2�'!�	ก{��(�< ��20(ก3�(+ก4��C=01�&��+<ก 1 ��2)"�="�4-#�+� �/+�="4'�
2�*+,)-!;"GKL) 
            5.4 &=�(ก3�/0+	9)C=0+ 
��)�(+< '&��70=�!"#�$!
ก���"�(/0�="4'�2�*+ � $)�ก��1
� ++ก�20
79ก!0+�!�	6<5ก.�2�'C=0������ (�
� ()/6<5ก��,)-! (�D�!0� 
 

ก��.\�]	�ก:	/N�0�/����1 (Labelling and containers) 
           5.5  ="4'�$)� �6"#�2	'&=�(ก3�2�*+���1���;����6<5C	
6.��20&�G;�F/+�="4'� ="!7�'-�2�*+
,)-!;"GKL6<5���1�+ 9
��;����(�)<5 �$�)�C�  ��/G�('< =ก"�!0+��I+�ก"�,)ก��6�1�ก;� �+ก
C'0   �����ก�G<�=	78�ก���I+�ก"�ก����(�uv+�1�ก(�*#+$�&6<(�< '0=  
           5.6  ;�������1�6"#�2	'!0+�	<N)�ก�z'6<5	<�� )�(+< '6<5�"'(1� >85�+ 
���0+ 1�!0+��+ก�*5+
/+�="!7�'-� &�"#�6<5,)-! ="�6<5 �4-#�+� � ="�6<5!0+�!�=14+�>#.�  (�*5+�C/ก��1"'(ก3�$)�!.��� �6<5��0
+0��+-�  C	
&=���0!"= 
+2�*+�2"46<5C	
(�D�4�ก) 

 

ก���
��TU��
,�1:	/�� 
( receipt of incoming materials and pharmaceutical products ) 

           5.7  ��ก���"�/+�(/0�$!
)�&�"#�&=�!�=14+�ก"�(+ก4��4"5�>*#+ (purchase order) 6<5
(ก<5 =/0+�$)�!�=14+�&=�	79ก!0+�/+�;�������1� (�
� �� )�(+< '��N)�ก &�"#�6<5,)-! ��-'$)�
��-	�G/+�="4'�2�*+ � 

5.8  ก���"�/+�(/0�	�!0+�,
��ก��!�=1�"�+ 
��7<570=�=
� ���1�C=0��;������-'('< =ก"�:'  
!)+' ��ก�G<6<5 �	<2)� &�"#�6<5,)-!&=�$ ก(ก3�!�	&�"#�6<5,)-! 

5.9 &=�!�=14+�;�������1�6�ก;����+ 
��)�(+< '  (F*5+4"�(ก!ก���)+	�� $)�&=�	 
(4< 2�   70�	<;�������1��'�
�4�4" &=�$ ก;�����"#�M 2�*+ �6"#�2	'(/0�F*#�6<5ก"กก"�(F*5+ก��
!�=14+�!
+C� 

5.10   ก��4�
	!"=+ 
��&=�ก��6.�:' ��&)�ก�6<5C'0�"�ก����ก+��		�+ 
��(2	��4	$)� 
�Q-�"!-!�	/0+ก.�2�'/+�ก��4�
	!"=+ 
���20(/0	�='  ;�����'6<5	<ก��4�
	!"=+ 
��++กC�!0+�	<
N)�ก�z'$4'�$10�C=0�20�"'(1� 

5.11  ;� 2)"�ก��4�
	!"=+ 
��  &=�1"'(ก3�4-�&0�C=0����-(=Gก"กก"�  :' $ ก��
�!)+'�� � 
(=)���2=
��ก��ก"กก"� $)�ก��1"'(ก3���;� 2)"� 
           5.12  ="!7�'-�2�*+ �&=�$ ก(ก3���F*#�6<5ก"กก"�1�ก=
�1�	<(+ก4��$10�,
��ก��+��	"!- 2�*+C	
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,
��ก��+��	"!-++ก	�(�D�2)"กP�� 
5.13  &=�	<	�!�ก��6<5�"��+�C'0=
�="4'�2�*+ �6<5C	
,
��ก��+��	"!-1�C	
79ก�.�C���0="4'�2�*+

 �(2)
��"#�!0+�$ ก(ก3�1�ก="4'�2�*+ �+*5�����2=
���+ก��6.�)�  2�*+4
�&*�,901.�2�
�  
 

ก���21������,��5U�5�5	
�:	/ก��5��512  
( Stock rotation and control ) 

           5.14  !0+�	<ก��!�=14+�4-�&0�&�&)"�(�D��� � M :' (��< �(6< ���2=
��/0+	9)���"�68ก
ก"�4-�&0�6<5�"�C'01�-� 

5.15    &=�6.�ก��!�=14+�(	*5+F�&=�	$!ก!
��/+���-	�G4-�&0�&�&)"�6<5	<�" 4.�&"O      
(F*5+2�4�(2!�=
� (ก-'1�ก&=�	4"�4�:' C	
!"#��12�*+ก��1
� ,-' 
           5.16   ����-(=Gก��,)-! ;�������1�="4'�2�*+ �6<579ก��0C�(F< ����4
=�!0+��z'��$)�
,�8ก�204�-6(F*5+�I+�ก"�ก��(4*5+	&�G;�F2�*+��(�uv+���2=
��ก��1"'(ก3� ="4'�2�*+ �1�ก;����6<5
,
��ก��(�z'$)�79ก��0C����4
=�&=���0�202	'ก
+�(�z'��0;�����2	
 
           5.17   C	
&=�1
� ="4'� ="!7�'-�1�ก;����6<5�.���'  �+ก1�ก!�=14+�C'0=
�&�G;�F/+�="4'�
="!7�'-�;� ��C	
	<,)ก��6�   70�(�D�C�C'0&=�$10��20,90�"�,-'�+�'0��&=�&�	&�G;�F�"�6���  
ก��'.�(�-�ก���' M ��ก�G<�<#&=�6.��"�68ก(�D�2)"กP�� 
 

ก��5��512�
,�1:	/�����	U�,2
�:	/�	�ก�0U��� 
          ( Control of obsolete and outdated materials and pharmaceutical products) 
           5.18   &=�	<ก��!�=14+�2�="4'�$)� �6<5(ก
�(ก3�C	
(�D��J11��"���&)"�4-�&0�+ 9
(4	+    
��	"'��="�4"�(ก!(F*5+�I+�ก"�ก��1
� ="4'�$)� �6<5)0�4	" $)�()-ก��0���++กC� 
      

6. ,��5U�5X� ( Returned goods ) 
 

           6.1   4-�&0�&*� �=	6"#�4-�&0�6<5(�< ก(ก3�&*� ( recalled goods ) &=��Q-�"!-!�	/"#�!+�6<5C'0�"�
ก��+��	"!- ( approved procedures ) $)�6.��"�68กก���� ��� 
            6.2   &=�1"'(ก3�4-�&0�6"#�2	'6<5&*�C=0��F*#�6<5ก"กก"�1�ก=
�1�C'0,
��ก�����(	-�&�G;�F
1�ก,906<5C'0�"�	+�2	� �20�"�,-'�+�:' !��$)0=  18�1��.�C�(ก3�C=0��&)"�4-�&0�(F*5+1.�2�
�  
            6.3   &=�$ ก$ � $)��"�68กก��1
� 4-�&0�C=0���� ���4-�&0�&�&)"�  (	*5+	<ก��1.�2�
� 
+<ก&�"#�2�85�  C	
&=��.�,)-!;"GKL6<5&*�1�ก,90�y= 6<5,
��47��6<5/�  �2�*+:��F ���)(/0�&)"�4-�&0�
(F*5+1.�2�
�  $!
&=�6.�)� 6-#� 
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7. ก���
�,��,��5U�:	/ก��T�,�� ( Dispatch and transport ) 
 

           7.1  &=� /�4
�="4'�$)� �:' '.�(�-�ก����)"กHG�6<5C	
ก��6�!
+&�G;�F$)��"กH�
4;�=�ก��1"'(ก3��20!)+'1�78�	*+,90�"� 
           7.2   &=���	"'��="�(�D�F-(hH��ก�G<ก��1"'4
� �$�
( 3�6<5��0�#.�$/3�$20�  �+ก1�กก���Q-�"!-
(F*5+&=�	�)+';" $)0=   !0+��"��+�C'0=
� ="4'�2�*+,)-!;"GKLC	
4"	,"4:' !��ก"��#.�$/3�$20�(F���
+�1(ก-',)ก��6�!
+&�G;�F/+�="4'�2�*+ �  (�
�  ก��79ก$�
$/3� 

7.3  &=���0(&�*5+�!�=1="'+�G2;9	-����2=
��ก��/�4
�!�	ก�G<6<5(2	��4	$)��"�68ก/0+	9) 
+�G2;9	-C=0(F*5+ก��!�=16�6=�4;�=�ก��/�4
� 
          7.4  &=�1"'4
�4-�&0�$)�/�4
�="4'�2�*+ �(	*5+C'0�"���4
�4-�&0�(6
��"#�$)�!0+��"�68กC=0(�D� 
(+ก4��2)"กP�� 
          7.5  &=�1"'6.�(+ก4��=-E<�Q-�"!-4.�2�"�ก��1"'4
�4-�&0�$)�/�4
�="4'�$)� �!�	&�G)"กHG�
/+�4-�&0�  F�0+	6"#�����/0+&=���="�F-(hH!�	1.�(�D� 

7.6  ;����/�4
�4-�&0�&=�4�	��7�I+�ก"�ก��ก��6�!
�� M 1�ก;� �+ก     N)�ก4
�4-�&0�
��ก)
+�!0+������"'(1�  $)��I+�ก"�ก��)�()*+�C'0 
          7.7 &=�(ก3��"�68กก��1"'4
�4-�&0�C=0(�D�2)"กP��   /0+	9)6<5�"�68กC=0+ 
���0+ !0+�	< 

-  ="�6<5  
                   -  �*5+$)�6<5+ 9
/+�)9ก&0� 
                    -  �� )�(+< '/+�,)-!;"GKL � (�
� �*5+ � �9�$�� � &=�	$�� &�"#�6<5,)-! $)�
��-	�G 
                    -  4;�=�ก��/�4
�$)�ก��1"'(ก3� 
           7.8   &=�1"'(ก3��"�68ก6"#�2	'�20(�< ��0+ F�0+	��0$)�!�=14+�C'0(	*5+!0+�ก�� 
      

8. ก������ก�ก��V	�WN

��5X� ( Product recalls ) 
 

           8.1 &=�1"'�20	<	�!�P��4.�2�"�=-E<ก���Q-�"!-��ก��(�< ก(ก3�,)-!;"GKL �$)�="!7�'-�6<5�90
2�*+4�4" =
� 1�	<�JO2�'0��&�G;�F&*�1�ก!)�'+ 
���='(�3=$)�	<���4-6E-;�F 
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�+ก,��+U��+��:	/���
��1ก�2 ( Reference and bibliography ) 
1. Guide to good storage practices for pharmaceuticals. WHO Expert Committee on 

Specifications for Pharmaceutical Preparations. Thirty seventh Report, Geneva, World 
Health Organization, 2003 (WHO Technical Report Series, No 908, Annex 9) 

2. ก+�5��512�� ,-��
ก���5
/ก��2ก��+����:	/�� �	
ก�ก
��:	/����ก���������ก��
V) �W��:V�.w��1�
� 

3. Guide to Good Manufacturing Practice for Medicinal Products, PIC/S Pharmaceutical 
Inspection Convention, Pharmaceutical Inspection Co-operation Scheme, PE 009-2 
July 1,2004. 
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N�5V��ก ( Appendix ) 
 1. ,N��/ก���
��ก��:	/ก��.\�]	�ก 
    ,N��/ก���
��ก��:	/ก��.\�]	�ก ( Storage and labelling conditions ) 
     ก���
��ก����,N��/.กW� ( Normal storage conditions ) 
2	� 78�ก��(ก3���6<5$20� 47��6<51"'(ก3�	<+�ก�h7
� (6'< +�G2;9	-+ 9
��2=
�� 15 � 25�c 2�*+/8#�ก"�
4;�F;9	-+�ก�hC	
(ก-� 30�c �)+'ก)-5���ก=�1�ก;� �+ก2�*+	);�=���(�uv+�  $)�C	
	<$4�
4=
��10�(ก-�&=� 
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ก��T���5��2TU+ก-����ก���
��ก�� ( Defined storage instructions ) 
,)-!;"GKL �6<5����(�*5+�C/=-E<ก��1"'(ก3�(�D�/0+ก.�2�'(NF�� !0+������20�"'(1�  ก�G<C	
	<����
=-E<ก��1"'(ก3�+*5�(�D�ก��(NF�� ( (�
� !0+�1"'(ก3��20!
+(�*5+���6<5( 3� )  2�ก1.�(�D�!0+�1"'(ก3�6<5	<
&=�	$!ก!
��1�ก(�*5+�C/6<5&=�1"'(ก3�(�D��� �(=)�4"#� M +�1+��:)	C'0(�
� ก�G<����2=
��ก��
1"'4
�;� ��60+�7-5�(�D��� �6��4"#�M 
 
TU+ก-����ก��:,��]	�ก 2�TU+:�/�-��
���Y 
 

5-�:�/�-���]	�ก 5��2�2��T+�+1
�Nf2��
��ก�� �2����W1 
(:.	W�2 WHO) 

Do not store over 30Qc  
(ก3�C=0��6<5+�G2;9	- 
  C	
(ก-� 30 +�h�(>)(>< 4 

(ก3� �!�	4;�=�6"5=C�/+�
���(6hC6  

1�ก 20  78� 300 

Do not store over 25Qc  
(ก3�C=0��6<5+�G2;9	- 
C	
(ก-� 25 +�h�(>)(>< 4 

(ก3� �!�	4;�=�6"5=C�/+�
���(6hC6  

1�ก 20  78� 250 

Do not store over 15Qc (ก3�
C=0��6<5+�G2;9	-C	
(ก-� 15 +�h�
(>)(>< 4 

1�ก 2�c   78�   15�c 1�ก 20  78� 150 

Do not store over 8Qc  (ก3�C=0
��6<5+�G2;9	-C	
(ก-� 8 +�h�
(>)(>< 4 

1�ก 2�c   78�     8�c 1�ก 20  78� 80 

Do not store below 8Qc 
(ก3�C=0��6<5+�G2;9	- 
C	
!5.�ก=
� 8 +�h�(>)(>< 4 

 1�ก 80  78� 250 

Protect from moisture ( (ก3�
��6<5$20� ) 

 (ก3�6<5&=�	�*#�4"	F"6ELC	

(ก-� 60% ()*+ก;����
�I+�ก"�&=�	�*#��4
 ��20
,90�y=  

Protect from light ( (ก3��20F0�
$4� ) 

 ()*+ก;����ก"�$4��4
 ��20
,90�y=  

 


