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3>��5�;$��=�#�� " �C ก��&6 ��1��������ก����"#�:  ก���Jก(���H32M�ก��$G�%53NG:;��'�= 3กL6?#��D E85
ก���%�'�(��3NG: JกCD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5� �F��$� 10 ��5 E85AN#"�$;F�I��A�ก���%�'�(��  
��ก�%H�AN#ก��$G3;���K�3NG:3�<H�K� �$ก����"#�: CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5�&�ก��5�%6�D#IJ:�%OO����ก
'�;�%P&�7����ก��32 �75�"2 :ก���%8"69:ก �9�3;�<7�:�<�"=&5� " �3KL�8#$5�59�:5G7:ก%6ก���%8"69:ก �9�3;�<7�:�<�
"=&5�>��;$��3��75: E85��ก��3>��5�=�#���%6�<�ก��32 �75�"2 :&�7��3กG8?JH�;<� �<7����ก%66�G(%&CD#C G>AK#
&��6IJ:ก��32 �75�"2 :ก���%8"69:ก �9�3;�<7�:�<�"=&5� > �8����%6����'�;�%PAK#2��3&�4&5��ก���%8
"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: �9$�C ก��&6&�7���3กG8?JH�K�ก��ก���%8"69:ก �9�3;�<7�:�<�"=&5�>��
;$��3��75: "69:32M� 2 8#��;<� 1.C ก��&6":96$ก ;<�ก���%8ก �9�3;�<7�:�<�"=&5�32M�42>����ก  2.C ก��&6
":9 6;<�;9�AN#�9�5 " ���5�3$ �A�ก���F�3?#�3;�<7�:�<�"=&5�?�:6�G(%& &�%��$ก����"#�: ก���%8"69:ก �9�
3;�<7�:�<�"=&5�>��;$��3��75: 32M�3�<7�:AK�9�F�K�%62��3&�4&5 CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5���ก��
3>��5�=�#���%6�<�ก%6ก��32 �75�"2 :&�7��3กG8?JH� " ���;$��;�8K$%:AK#2��3&�4&5��ก���%8ก �9�3;�<7�:�<�
"=&5�>��;$��3��75: 3=<7�5ก��8%6��>�P��3;�<7�:�<�"=&5�4&5 AK#32M�6��&%8P��38�5$ก%�A�ก��&F����กG�ก%6
>9�:2��3&�  C ก��$G�%5�����IAN#32M�?#��D �F�K�%6CD#กF�K�8�E56�5A�ก��$�:"C�ก��"�$&�:?�:'�;�%PA�
ก���%8"69:ก �9�3;�<7�:�<�>��;$��3��75: 
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By Risk Level 

Chuthamas Anusornteragul1, Kornkaew Chanthapasa2* 
 

Abstract  
Introduction:  Thailand made changes on classification of medical devices as ruled by 

ASEAN Agreement on Medical Device Directive (AMDD). This agreement has an affect directly on 
the medical device importers. Objectives: To study opinions of medical devices importers towards 
the classification of medical devices by risk level in terms of concerns, effects, and solutions. 
Methods: This is a qualitative research that collected data by in-depth interviewing from 10 key 
informants. A semi-structured interview were used as data collecting tool. The collected data then 
analyzed by content analysis method. Results: All of medical device importers  concerned that there 
will be changes from the government about classification of medical devices, a timing affect on 
registering medical products as well as governmentas official workforce. This new classification of 
medical devices would lead to a higher costs.  However, medical devices importers are well-
prepared for the new rule. They have informed the headquarter office about the new classification of 
medical devices. Moreover, they support the Thai government to reclassify the medical devices 
based on the risks. Conclusion:  The study shows that medical devices importers are concerned 
about the reclassification of medical devices. Nevertheless, they are prepared for the changes 
coming in the near future. Moreover, they expect that this classification will improve Thailandas 
medical device standards to meet international standards.  The results of this study can be helpful 
for government policy-makers in order to reduce affects on reclassifying medical devices 
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����� 
3;�<7�:�<�"=&5�32M�K�J7: A�C G>'%���

��?'�=&�7��2��E5N��>9�$:ก��ก��"=&5� " �
��������?32M��59 �:��ก&%H : A�2�� 3&�" �
>9�:2��3&� ��กก���F��$�?�: Acmite market 
E85&F�ก���F��$��D ;9�> �83;�<7�:�<�"=&5�"69:>��
'D�G'�;E ก ��K$9�:2{ =.�. 2547-2558 =6$9��D ;9�
ก���F�3?#�" ��9:��ก3;�<7�:�<�"=&5� ��"�$E�#�3=G7�
?JH���E85> �8 (World medical device market, 
2007) 3N9�38�5$ก%6> �83;�<7�:�<�"=&5�A�2��3&�
4&5&�7���D ;9��D:?JH���E85> �8A�N9$:2{ =.�. 
2534-2552 BJ7:���%>��ก��?5�5>%$2����� �#�5 � 
9 >9�2{ E85A�2{ =.�. 2552 2��3&�4&5��ก��
�F�3?#�3;�<7�:�<�"=&5��D:IJ: 22,645  #��6�& " ���
�D ;9�ก���9:��ก�D:IJ: 15,857  #��6�& (The 
Customs Department, Ministry of Finance, 2009) 
" ���ก?#��D �F��%ก:��;��ก���ก����K��" �5� 
2{ =.�. 2557 ก�2�ก%6���IG>G>%H:">92{=.�. 2553-

2558 ���I��2��ก�6ก��C G> " ��F�3?#�3;�<7�:�<�
"=&5� 3=G7 �?JH��59�:>9� 3�<7� : ��ก��;�8ก����
"�$E�#�> �83;�<7�:�<�"=&5�A�2��3&�4&5��
�D:?JH� &%H:A�8#��2�G��� " �8#���D ;9� 2��3&�
4&5A�P������NGกก �9�2��3&���3B�5� BJ7:32M�
K�J7:A�;��&F�:����ก;��&F�:����ก&%H:K�8�$� 10 
2��3&� �%�2��ก�68#$52��3&� 6�D4� ก%�=DN� 
�G�E8��3B�5  �$ ��3 3B�5 3��5����� �� G22���� 
�G:;E2�� 4&5 " �3$�58��� 48# :���5���%6
?#�>ก :$9�8#$5ก@��36�56" ���>�ก��A�ก��
;$6;��3;�<7�:�<�"=&5�A�ก �9�2��3&���3B�5� 
(ASEAN Agreement on Medical Device 
Directive, AMDD) A�2{ =�. 2559 BJ7:48#��ก���%8
"69:ก �9�2��3'&3;�<7�:�<�"=&5�32M� 4 ก �9�>��
;$��3��75:'%5>9�CD#AN#BJ7 :��;$��3?#�:$8A�ก��
;$6;��กF�ก%6">ก>9�:ก%�>����8%6;$��3��75:'%5 
8%:>���:&�71 

 
  ������� 1  ก��"69:2��3'&3;�<7�:�<�"=&5�>����8%6;$��3��75: (ASEAN Agreement on Medical  

     Device Directive  Version 14. , 2013) 
����4� 
(class) 

���#������&���� 
(risk level) 

A ;$��3��75:>7F� 
B ;$��3��75:>7F�IJ:2��ก �: 
C ;$��3��75:2��ก �:IJ:�D: 
D ;$��3��75:�D:  

 
��ก>���:&�7 1 ก���%8"69:ก �9�3;�<7�:

"=&5�>��;$��3��75:AN#K %ก3ก��� 4 ?#� A�ก��
=G�����;$��3��75:'%5>9�CD#AN#3;�<7�:�<�"=&5�3=<7�
AN#A�ก��=G�����ก��"69:ก �9�3;�<7�:�<�"=&5�3=<7�
ก��;$6;��กF�ก%6 48#"ก9  

 1. ก��4�948#��ก HF�3?#�42A��9�:ก�5 (non 

invasive devices)  
               2. ก����ก HF�3?#�42A��9�:ก�5 (invasive devices)  
               3. 3;�<7�:�<�"=&5�&�7��กF� %: (active devices)  

      4. 3;�<7 �:�< �"=&5�&�7 3ก�7 5$?# �:ก%6��66
4K 3$�5�3 <�8" ���662����&�9$�ก �: (circulation 
system and central nervous system)  
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BJ7:">ก>9�:��กก���%8ก �9�3;�<7�:�<�"=&5�
?�:2��3&�4&5>��=����N6%OO%>G 3;�<7 �:�< �
"=&5� =.�. 2551 &�7��C 6%:;%6AN#>%H:">9 $%�&�7 6 ����;� 
=.�. 2551 32M�>#��� &�7"69:ก �9�3;�<7�:�<�"=&5�>��
;$���F�32M�" �3�9:89$�?�:��6%>Gก����3K>�ก����4�9=J:
2���:;�&�73กG8?JH�A�2��3&� BJ7:5%:4�9=6K %กก��&�7
N%83��A�ก��"69:ก �9�3;�<7�:�<�"=&5�BJ7:2��3&�4&5�%8
"69:ก �9�3;�<7�:�<�"=&5� ��ก32M� 3 ก �9�(Thailand 
Medical Device Control Division, 2011) 3��5:>��;$��
3?#�:$8A�ก��;$6;��กF�ก%6ก9����ก�D9&#�:> �8(pre 
Marketing) ��ก�D:42>7F� ;<�  

1. 3;�<7�:�<�"=&5�&�7>#�:48#�%6A6���O�>  
2. 3;�<7�:�<�"=&5�&�7>#�:"�#:��5ก�� �3��58  
3. 3;�<7�:�<�"=&5�&�74�9>#�:48#�%6���O�>

K�<�"�#:��5ก�� �3��58 K�<�3;�<7�:�<�"=&5�&%7$42  
K�ก=G�����3;�<7�:�<�"=&5�A�ก �9�&�74�9

>#�:48#�%6���O�>K�<�"�#:��5ก�� �3��58 (3;�<7�:�<�
"=&5�&%7$42) 32M�ก �9�3;�<7�:�<�"=&5�&�7�$�3;�<7�:�<�
"=&5�4$#�59�:K5�6 E85��3;�<7�:�<�"=&5��9$�AKO9�%8
�5D9A�ก �9���H BJ7:A�ก �9���H���$�&%H:3;�<7�:�<�"=&5���
;$��3��75:'%5>9�CD#AN#>7F�IJ:3;�<7�:�<�"=&5�&�7��;$��
3��75:'%5>9�CD#AN#�D:�$�ก%��5D9 3N9� �F� � = ��3>��� 42
��IJ:3;�<7�:�<�"=&5�&�7��?%H�>��ก��AN#&�75�9:5�ก
B%6B#�� " �>#�:���%5CD#3N�75$N�OK�<�6�; �ก�&�:
ก��"=&5�32M�CD#AN# K�<��5D9A�;$��8D" ?�:"=&5� 3N9� 
3;�<7�:>�$�$G�G�|%5E�;3�กB3�5�;��=G$3>��� (computer 
tomography, CT) 3;�<7�:>�$�$G�G�|%5E�;8#$5; <7�
"�93K Lก4���� (magnetic resonance imaging, MRI) 
32M�>#� BJ7:32M�2��38L�&�7>#�:AK#;$���F�;%O�59�:5G7: 
3�<7�:��ก3;�<7�:�<�"=&5�A�ก �9���H ��;$��3?#�:$8A�ก��
;$6;��กF�ก%6ก9��$�:�F�K�9�5A�2��3&�4&5A���8%6&�7
>7F�&�7��8  

2��3&�4&5E85ก�:;$6;��3;�<7�:�<�"=&5� 
(Thailand Medical Device Control Division ) �%:ก%8
�F��%ก:��;��ก���ก����K��" �5� (�5.) ก��&�$:
��������? �F�32M�>#�:2�%632 �75�ก���%8"69:ก �9�
3;�<7�:�<�"=&5�>��;$��3��75: >��3�>������?�:

2��N�;���3B�5� &�7>#�:ก��AK#2��3&����NGก ��ก��
;$6;��กF�ก%63;�<7�:�<�"=&5� AK#32M�42A�&G�&�:
38�5$ก%� '�5A># AMDD BJ7:A���K$9�:��H �5. 48#��ก��
�%8&F�;D9�<�K %ก3ก���ก���%82��3'&3;�<7�:�<�"=&5�
>��;$��3��75: ">95%:4�9��P���F����A�ก��6%:;%6AN# BJ7:
2����6%��F����ก��;$6;��กF�ก%63;�<7�:�<�"=&5��5D9
'�5A># =����N6% OO% >G 3;�<7 �:�< �"=&5�  =.�. 
2551 3&9��%H� " �A���K$9�:��H �5.�5D9A���K$9�:ก��
�%8&F� (�9�:) =����N6%OO%>G3;�<7�:�<�"=&5� (|6%6&�7 ..) 
=.�. ....3�<7�:K %ก3ก���ก���%8ก �9�3;�<7�:�<�"=&5�>��
;$��3��75:� 3=<7�"ก#4?3=G7�3>G�ก@K��5$9�8#$53;�<7�:�<�
"=&5�  =����N6%OO% >G 3;�<7 �:�< �"=&5�  =.�. 
2551  3=<7�&�7��AK#���F����A�ก��6%:;%6AN#ก@K��5ก��
�%8ก �9�3;�<7�:�<�"=&5�32M�  4 ก �9� >�� AMDD 

 ก��2�%632 �75�ก���%8ก �9�3;�<7�:�<�"=&5� ��
C >9�ก���F�3?#�3;�<7�:�<�"=&5�?�:6�G(%& 8%:�%H�
CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5�32M�ก �9�&�7��48#�%6
C ก��&6E85>�:��กก��2�%632 �75�ก���%8ก �9�
3;�<7�:�<�"=&5� ��C >9�ก���F�3?#�3;�<7�:�<�"=&5�?�:
6�G (% & 8% :�%H �CD# 2��ก�6ก���F �32M �># �:�� ก��
3>��5�=�#��" �2�%6>%$ 
�# a%���&���ก��6bก@�  

�# a%���&���	$#ก  
3=<7��Jก(�;$��;G83KL�?�:CD#2��ก�6ก��

�F�3?#�3;�<7�:�<�"=&5�>9�ก���%8"69:ก �9�3;�<7�:�<�
"=&5�>��;$��3��75: 

�# a%���&����?���  
1. 3=<7��Jก(�;$��;G83KL�?�:CD#2��ก�6ก��

�F�3?#�3;�<7�:�<�"=&5�>9�ก���%8"69:ก �9�3;�<7�:�<�
"=&5�>��;$��3��75:  

2. 3=<7 ��J ก(�ก��3>�� 5�=�# ��?�:
CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5�>9�ก���%8"69:ก �9�
3;�<7�:�<�"=&5�>��;$��3��75: 

3. 3=<7��Jก(�C ก��&6>9�CD#2��ก�6ก��
�F�3?#�3;�<7�:�<�"=&5�?�:ก���%8"69:ก �9�3;�<7�:�<�
"=&5�>��;$��3��75:  
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��1��������ก����"#� 

ก���Jก(���H 32M�ก���Jก(�$G�%53NG:;��'�=
(qualitative research)  

1. ���c	���
��$	$#ก (key informant) 

ก �9�CD#AK#?#��D ;<� CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5� 
E85��ก��3 <�กCD# AK#?#��D ;�"�ก"663|=��3����: 

(purposive sampling) " �AN#$G�� Snowball sampling A�ก��
;#�K�CD#AK#?#��D ;�>9�42 E85CD#$G�%5�%�'�(�� CD#6�GK��
6�G(%& " �3�#�K�#�&�7CD#�%6CG8N�6���5?JH�&�36�5�E85>�:  

E8548#�%6;$��5G�5����กCD#AK#?#��D  �F��$� 10 ��5   
2. �����
���
 

CD#$G�%5AN#3;�<7�:�<�A�ก���%�'�(�� ;<� "�$
;F�I�� BJ7:32M�;F�I��2 �532�8  3=<7�AK#CD#AK#?#��D �����I
"�8:;$��;G83KL�48#�59�:�G��� " ���;$�� JกBJH: E85"�$
;F�I��&�7AN#A�ก���%�'�(�� ;��6; ��2��38L�;$��3KL�
?�:CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5�>9�ก���%8
"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: >��(�9�:) 
=����N6%OO%>G3;�<7�:�<�"=&5�  (|6%6&�7  ..) A�8#��
C ก��&6>9�6�G(%& " �A�8#��ก��3>��5�=�#��?�:6�G(%& 
&%H:��H"�$;F�I��&�7AN#�%�'�(��48#�%6;F�"���F� ��ก
CD#3N�75$N�O  2 &9��" �2�%62��:"ก#4?AK#��8; #�:ก%6
$%>I�2���:;�  ก9�����F�42AN#�%�'�(����G: 

3. ก���ก
���������
��$ 

3กL6�$6�$�?#��D A���K$9�:38<���G:K�;� =.�. 
2559 d =���Gก�5� =.�. 2559  E85ก���%�'�(��3��� Jก 
(in-depth interview) AN#3$ �A�ก���%�'�(��2����� 
60-90 ��&�>9�;� 3=<7�&��6?#��D 3NG: Jก3ก�75$ก%6;$��
;G83KL� " �;$��=�#��?�:CD#2��ก�6ก��>9�ก��
32 �75�"2 :ก���%8"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: 

" �C ก��&6&�7��3กG8?JH� ก���%�'�(��3�G7�>#���กก��
"���F�>%$?�:CD#$G�%5 N�H"�:$%>I�2���:;�A�ก��$G�%5 N�H"�:
ก��=G&%ก(�CD#AK#?#��D �F�;%O ก���%ก(�;$�� %6 " �ก��
$G3;���K�?#��D A� %ก(��'�=�$�  

 ก���Jก(���HC9��ก���%6��:��ก;��ก���ก��
��G5���� ก��$G�%5A����(5��K�$G&5� %5?��"ก9� 
4. ก���������	���
��$ 

ก��$G 3;���K� 3NG :3�<H�K� E85I�83&26&
�%�'�(���59�: �3��58;F�>9�;F� 3=<7�AK#48#?#��D &�7
;�6I#$� ��ก�%H��F�?#��D &�748#���9��3 �&F�;$��3?#�A�  
�%8ก �9�?#��D &�748# " �$G3;���K�?#��D >��$%>I�2���:;�
?�:ก���Jก(�   K�ก��?#��:�%5K�<���2��38L�&�7�9���A�
3ก�75$ก%6?#��D &�748#�� CD#$G�%5��3กL6?#��D 3=G7�3>G�3=<7�AK#
48#?#��D &�7N%83�� K�<���ก��&%7 :?#��D �G7�>%$ (data 
saturation) " ����2C E85ก��6��5�5" �>�;$��  

>�$���6;$��IDก>#�:" �;$���9�3N<7�I<�?�:
?#��D  E85ก��>�$���6���3�#�8#��?#��D   (data 
triangulation) E85CD#$G�%5&F�K�#�&�732M��<7�ก �:?#�;$��?�:
;$��ก9��K�#� " #$>�$���6?#��D E85ก��I��;� 

>9�42 $9�3KL�8#$5K�<�4�9�59�:4� " #$CD#$G�%5�J:�F������2  

 

�$ก����"#�  
��
��$�#��f�  
CD#AK#?#��D �F�;%O ;<� CD#2��ก�6ก���F�3?#�

3;�<7�:�<�"=&5���5AKO9BJ7:32M�6�G(%&?�:>9�:2��3&� 
&�7��>%H:��?� K�<��� :&��A�2��3&� E85�F�3?#��G�;#�
��ก6�G(%&"�9 ��P��ก��C G>A�>9�:2��3&� ก���Jก(�
��CD#AK#?#��D �F��$� 10 ��5 (AN#�������>G"&�CD#AK#
?#��D  CD#AK#?#��D 1- CD#AK#?#��D 10) 32M�6�G(%&�F�3?#�
3;�<7�:�<�"=&5���5AKO9�F��$� 7 "K9: E85CD#AK#?#��D 
��>F�"K�9:32M�ก���ก��6�GK��6�G(%& 5 ��5 " �
CD#�%8ก�����5ก��?JH�&�36�5�C G>'%��� 5 ��5 

�� � � �� � � 	
 � ! 
 ก �� "# � ��! � ก $%! �
����� 
���
����� �������&�� ��  ��(�! ��) 
�����5�#33# ������
���
����� (?�#���� ..)  

��กก���Jก(�=6$9�CD#AK#?#��D �F�;%O&%H: 10 
��53KL�8#$5�59�:5G7:&�72��3&�4&5;$���ก���%8
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"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: 3�<7�:��กก��
�%8"69:ก �9�3;�<7�:�<�"=&5�A�2����6%�4�9��8; #�:
ก%6"�$&�:��ก  32M�ก���%8"69:3|=��?�:2��3&�
4&5 �9:C AK#3;�<7�:�<�"=&5�&�7��;$��3��75:�D:4�9IDก
;$6;���J:;$�8F�3�G�ก���%8ก �9�3;�<7�:�<�"=&5�AK�9
AK#32M�6��&%8P��38�5$ก%6��ก  8%:;F�ก 9�$ 

�ก�����	
��ก
�������������	���������������
� ���!� 	
"����# � ���!������	
 $� $� %��&'��(����
�!�) (+, &- . ��,
4) 

�&���"��1���� %��%� 	
������������	����
	

��2 %��	
���3�
�� ������2� ���� �������
$�����
����	

��2����# ����"4"��2� ���������������,�ก5���$�� 
��"��1����# �.�%��%� ���ก
�����"�6�	

��2   &�
��"��1��3��	
" �����ก� �.�	
������������	����
���� 4 �
�� 	��&���"��1%��%��&'� ���	�
ก��ก 
��"��1%���. ��$�ก�
7����������� 7����� �"%�
	

��2 �. ��$���ก�
� 	������������	���������,�&�
����ก������������ก$�� 	��ก
�
%���. ��$� ������%��
	
���3�
�� ����# �������������������89-�����2�	�����
	
 $) (+, &- . ��,
5) 

� � � � � �� 
 �  ! 
 ก � � "# � � �! � ก $%! �
����� 
���
����� �������&���� 	�ก��ก��
���ก�6�#��#�c5� 

��กก���Jก(�=6$9� CD#2��ก�6ก���F�3?#�
3;�<7�:�<�"=&5� ��;$��;G83KL�3ก�75$ก%6;$��=�#��
>9�ก���%8"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: 
K�ก��ก��2��ก��6%:;%6AN#  8%:��H 
�������
��
�������ก
�ก��������� 

CD#AK#?#��D �F�;%O&%H: 10 ��5 ก 9�$$9�6�G(%&
�F�3?# �3;�<7�:�<�"=&5���;$��=�#��>9�ก���%8
"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: 3�<7�:��กA�
">96�G(%&>9�:��"C�ก6�GK��;��'�= (quality 
management representative, QMR) BJ7:��K�#�&�7
6�GK���%8ก��;��'�=  �$�IJ:�%6CG8N�6ก��?JH�

&�36�5�C G>'%��� 3;�<7 �:�< �"=&5� (regulatory 
affairs)  8D" 3�<7�:?#�กF�K�8��>�P�� ก��>G8>��
�G�;#�K %:��ก�D9&#�:> �8$9���C ก��&6�59�:4�ก%6
CD#2�$5 6�G(%&�J:��;$��=�#��>9�ก��32 �75�"2 : 
E85$�:"C�8F�3�G�ก��8%:>9�42��H 
 1. ก���<7����ก%66�G(%&CD#C G> K�<�6�G(%&
"�9 ��กก���Jก(�=6$9�6�G(%&�F�3?#�3;�<7�:�<�
"=&5�&%H: 7 "K9:��H 48#��ก���<7����ก%66�G(%&"�9 AK#
&��6IJ:"�$&�:ก��32 �75�"2 :ก���%8"69:ก �9�
3;�<7�:�<�"=&5�A�2��3&�4&5 BJ7:6�G(%&"�9&�732M�
CD#C G>>%H:�5D9A�2��3&�"I6&$�25�E�2 BJ7:;�#�3;5ก%6
ก���%8"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: " �
;�#�NG�ก%6ก��&F�3>��5�"�9"663�ก����F�K�%6ก��
5<7�3=<7�?JH�&�36�5�C G>'%���(Common Submission 
Dossier template, CSDT) A�ก��?JH�&�36�5�C G>'%���
3;�<7�:�<�"=&5� 
 2. ก��$�:"C�3>��5�ก��3=G7�&�%=5�ก�6�;;   
��กก���Jก(�=6$9� ��6�G(%&�F�3?#�3;�<7�:�<�"=&5�
�F��$� 3 "K9: 48#3>��5�ก��3=G7�6�; �ก� 8%:;F�ก 9�$ 

���������	
"�� ������"�!������"ก�1	
"
�3�
��.��6����;&- 7,ก� �� �����ก��$��	+�����"
������!��$�
���
�ก�������!����� ����ก��������.(2�) 
(+, &- . ��,
1) 

��ก��ก��H5%:=6$9� 6�G(%&�F�3?#�3;�<7�:�<�
"=&5�&%H: 7 "K9: ��;$��=�#��" ���%6����'�;�%P
A�ก��?%63; <7��AK#�%8"69:ก �9�3;�<7�:�<�"=&5�>��
;$��3��75:�F�3�L� " ���6�G(%&�F�3?#�3;�<7�:�<�"=&5�
�F��$� 5 "K9:&�7��ก����%;�3?#��9$�E;�:ก���F��9�:
?�:�F��%ก:��;��ก���ก����K��" �5� (�5.)  

�������
��
�4���#g 
 ��กก���Jก(� =6$9� CD#AK#?#��D �F�;%O&%H: 10 
��5 3KL�$9� K�ก��ก���%8"69:3;�<7�:�<�"=&5�>��;$��
3��75: '�;�%P>#�:��;$��=�#��A�ก��8F�3�G�ก�� 8%:��H 

1. ;$��=�#��A�ก��?JH�&�36�5�C G>'%��� 



$.3'�%N���>�������                       ;$��;G83KL�?�:CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5� &�7��>9�ก���%8"69:ก �9� 
2{&�7 13 |6%6=G3�( �.;.- ��.;. 2560                        3;�<7�:�<�"=&5�>��;$��3��75: 
                                                    ������� �����������ก�  " �;�� 
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CD# AK#?# ��D  �F �;%O&%H :  10 ��5 3KL�$9 ��F ��%ก:��
;��ก���ก����K��" �5� >#�:3>��5�;$��=�#��
A�2��38L���H 3�<7�:��กK�กก��?JH�&�36�5�C G>'%���
AN#��5�3$ ��������C ก��&6>9�ก��$�:"C�
ก��> �8?�:6�G(%& " �CD#AK#?#��D �F��$� 7 ��5 ��
;$��3KL�$9� �5. ;$���"C�ก��&F�:��&�7N%83�� E85
���กF�K�832M� "C���5�3$ �A�ก��8F�3�G�:��
3=<7�AK#CD#2��ก�6ก��&��6�E56�5 3=<7�&�7��2�%6>%$ 
��:�%6ก��32 �75�"2 : 8%:;F�ก 9�$ 

�ก$�� ��. �"������� �"�"�$
� ����%-��
�" 
���	��%-�
�" ������������"��������&-  	��$�������%-��
�"���5�
�" �"��5$�-��������%-� ����"7 ����' ��"��
+
ก�"�
������������	+�ก���
��.��
��>�� 7,ก� ��
%-�  
��>��� ����ก��$��	+�, ก���!�+
��6�@A��,�
� ���
�� ��ก������"7,ก������%$ -�� ���$��2
ก�"
$�ก�����' �-���
� +, ��"ก�
ก��ก��$
$���"
+���%� �����%-�� ��. �"������������%-�� 	
"��������"
�ก��.(2������ก5��� $��	+�%��%� ) (+, &- . ��,
4) 

2. ;$��=�#��?�:3�#�K�#�&�7  &%H:A�8#��
�%>��กF� %:" �;$��3N�75$N�O ��กก���Jก(�=6$9� 
CD#AK#?#��D �F�;%O�F��$� 9 ��5 3KL�$9� �%>��กF� %:
?�:3�#�K�#�&�7'�;�%P&�73ก�75$?#�:ก%6ก��?JH�&�36�5�
C G>'%��� 3;�<7�:�<�"=&5�  " �CD# 3N�75$N�O?�:
'�;�% P&�7 &F �K�# �&�7 > �$���63�ก���3ก�7 5$ก% 6
C G>'%��� 32M�2��38L�&�7>#�:3>��5�;$��=�#�� 
3=����9:C >9�ก��8F�3�G�ก��?JH�&�36�5�  8%:;F�
ก 9�$ 

����� �����������	������-
�����ก�� ������
	��# ���ก�� 7 �����"��
����	�
�ก�����ก
���
����������	���� 7��� ��ก
�
%�$������ �-� ����
�������%-�) (+, &- . ��,
2) 

 

�+
��6�@A����-
�ก-
����ก �89-�������

.�� +, �'���$'�9 C(��ก5� �������
�"$������3�������
��ก.����.  	
"������ ������$�$��ก��� ก5�"� ��     
�!����-��ก-����  ��.� ��%�-�+, �'���$'�9  �����
�$���'���$'�9����, ��ก+
��6�@A� $��� ���,���%-�����
���1> C(��������������ก�-����ก���")(+, &- . ��,
6) 
�$ก��������ก���bh� 

��กก���Jก(�=6$9�C ก��&6&�7���3กG8?JH�
K�ก��ก���%8ก �9�3;�<7�:�<�"=&5�>��;$��3��75: "69:
��ก32M� 2 8#�� ;<� 

1. �$ก������!��ก 

K�9$5:��&�78D" กF�ก%6��K %ก3ก���ก���%8
ก �9�3;�<7�:�<�"=&5�&�7N%83��" ������I>�$���648#  

��;$��3?#�:$8?�:ก��;$6;��กF�ก%6ก9��&�7
C G>'%�������ก�D9&#�:> �8>����8%6;$��3��75: 
E85C G>'%���3;�<7�:�<�"=&5�&�7��;$��3��75:�D:��IDก
;$6;��กF�ก%6�59�:3?#�:$8ก9����ก�D9&#�:> �8 &F�
AK#CD#6�GE';�G�;#�48#�%6;$��2 �8'%5 ��ก��ก��Hก��
�%8ก �9�3;�<7�:�<�"=&5�>��;$��3��75:5%:32M�42A�
&G�&�:38�5$ก%�ก%6��ก   

2. �$ก������!$�  
2.1. �!�c5�"!���
����@#� 

C ก��&6E85>�:&�7��3กG8?JH� ;<�3;�<7�:�<�
"=&5�A�ก �9�&%7$42&�7��K �กK �5��5ก�� BJ7:��;$��
3?#�:$8A�ก��;$6;��กF�ก%6ก9����ก�D9&#�:> �8
(pre Marketing) >7F�&�7��83�<7�3&�56ก%63;�<7�:�<�
"=&5� A�ก �9 ��<7� (3;�<7 �:�<�"=&5�&�7>#�:48#�%6
A6���O�> 3;�<7�:�<�"=&5�&�7>#�:"�#:��5ก�� �3��58) 
BJ7:">938G�CD#2��ก�6ก���F�3?#�3;�<7�:�<�"=&5� 5<7�
3=�5:";9K�%:�<��%6��:ก��?�5(certificate of free 
sale) กL�����I�F�3?#�3;�<7�:�<�"=&5�A�ก �9�&%7$42
3?#��D9> �82��3&�4&548#�59�:IDก>#�:>��ก@K��5 
">93�<7���ก���%8"69:ก �9�3;�<7�:�<�"=&5�>��;$��
3��7 5: ��&F �AK# 3;�<7 �:�< �"=&5��F ��$���กIDก



Medical Devices Importersa Opinions on Classification           IJPS 
of Medical Devices By Risk Level                Vol.13 (Supplement) Jan l Mar 2017 
Chuthamas Anusornteragul  et al. 
 

525 

32 �75�"2 :42�5D9A�ก �9�A8ก �9�K�J7 : ;<� ก �9�
3;�<7�:�<�"=&5�2��3'& B (3;�<7�:�<�"=&5�;$��
3��75:>7F�IJ:2��ก �:), 2��3'& C (3;�<7�:�<�"=&5�
;$��3��75:2��ก �:IJ:�D:), 2��3'& D (3;�<7�:�<�
"=&5�;$��3��75:�D:)  

BJ7:6�G(%&>#�:�%83>��5�3�ก���8#����>�P��
�G�;#�3=G7�3>G� 3N9� 6�:C G>'%����F�32M�>#�:�9:
C G>'%���$G3;���K�&�:K#�:2QG6%>Gก��$G&5����>�� BJ7:
>#�:AN#ก��$G3;���K�&�7=G3�( 8%:;F�ก 9�$ 

�������89-�������ก������
+
��6�@A� C(��
-�����. ����ก ก������
���%�������
 3���4��"&�
�����%��	
"���&' ����ก5	�� ���
��ก������
&�
�����%��%���� �!�&- ���
��>��� �����%�����
���
������"��1) (+, &- . ��,
2) 

��3KL�$9�ก��32 �75�"2 :ก���%8"69:ก �9�
3;�<7�:�<�"=&5�>��;$��3��75:��C >9�CD#2��ก�6ก��
�F�3?#�3;�<7�:�<�"=&5�E853=G7�>#�&��ก���F�3?#�
3;�<7�:�<�"=&5�?�:6�G(%& 

2.2 ������$�c�ก��������������
���

������
����@#� 

K�กAN#��5�3$ ����A�ก���F�3?#�3;�<7�:�<�
"=&5�?�:6�G(%& ����C ก��&6&F�AK#CD#2�$53?#�IJ:
C G>'%���3;�<7�:�<�"=&5�&�732M�3&;E�E 5�AK�9� 
K�<��$%>ก���AK�9 48#5�ก K�<�>#�:��3$ � 8%:;F�
ก 9�$ 

��3�
�� � ���!�&- �������6��&� ����;��
��������
%�  	��7 ��!���ก��	
 $��������������ก��
�!��. �����������	������#�. ���&' &���"��1 ก5������
�" �$��"%��
�$���"ก�1&-��-�����
�� �$�%��!�
$����-��� 1(ก>�+
ก�"�
&- ������"ก$����2 ���� ��&' 
�$
�%�������	
"$� ����"-���ก-����ก$� ��"
��"ก�1&' ) (+, &- . ��,
8) 

�����������	����
�����2�� ���� ������
 
�"-$�����"3�'�� ���+, �F$��"%� ��
&�ก���. �7(����� �  

���7 ������3�3
��&-��# �. ��� 	
 $��. &'   3 �H&�
ก�������@����9��   &�.@"���  3 �H��2  �� �� �
����������	����'�����2���'�$�'�$����%� %�-
���� 
��� �� ������
�"-$��� ��"3�'������F$��"%� ��
 ก�

�$���
��6��.��+
��6�@A�����"��ก���,�� ���
�� 
7 �������กI�"�
��
�. ���ก ก$��+
��6�@A��"��ก�,�
� ���
��&' �$
� 5 �H��2  &�.@"��� ��"��1&�	7

��3�� �� �&' ก��%�-��	
 $ �����%�������,������2 ก5%��
%-$�") (+, &- . ��,
6) 

�����������	�����������������ก����
����	�
�
��5$ ���$��� ��ก��&' �����������$� 	
 $7 �+, �F$�.��
����� ���� �	�����$ก��� '� $�'� $� ���� ��� $�.(2 ��� 
�������7(�'�$���'��$�" 7 �3�����
�
.������������
	���� ก
������.��$ ���$������������	��������"
.���
�� ���%��&'�	���!�
� 	������������	��������# 

�" ������&' ��,� ����ก���$. ��ก�
'�$���" ������$��
� ��ก����$�	
"�!���9���'�$��) (+, &- . ��,
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3=G7�=D��%ก5'�= ?�:CD#3N�75$N�O&�732M�3�#�K�#�&�7
?�:�%P" #$  5%:>#�:3=G7�2�G���CD# 3N�75$N�O8#��
3;�<7�:�<�"=&5�  " �3�<7�:��ก 3N�75$N�O8#��
3;�<7�:�<�"=&5�&�732M�3�#�K�#�&�7?�:�%P��&�7���5D9A�
�F��$��F�ก%8 8%:�%H�CD#3N�75$N�O;$���&%H:A��9$�
'�;�%P" �'�;3�กN� 8%:3N9�A��K'�=5�E�2&�7��
K�9$5:��>�$���6�G��� (notified body) BJ7:C9��
ก���%6��:��ก;��ก�����Gก��5�E�2 (2����6%���
3ก<�6 1,000 "K9:A��K'�=5�E�2 ">95%:4�9��A�
2��3&�4&5) 32M�CD#>�$���6" ��%6��:;$��
2 �8'%53;�<7�:�<�"=&5� (National Innovation 
Agency,2016) BJ7:��N9$5 8'���:��?�: �5. &�7��
6�; �ก� " �:62������5D9�59�:�F�ก%83�<7�3&�56
ก%6'���:��&�7��"�$E�#�3=G7�?JH�A����;> 
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>����8%6;$��3��75:(Global Harmonization Task 
Force,2012) " �32M�42>��?#�>ก :$9�8# $5
ก@��36�56" ���>�ก��A�ก��;$6;��3;�<7�:�<�
"=&5�A�ก �9�2��3&���3B�5� (ASEAN Agreement 
on Medical Device Directive, AMDD) BJ7:ก���%8
"69:ก �9�3;�<7�:�<�"=&5�>��;$��3��75: 32M�3�<7�:AK�9
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