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1. &#%A 

N 9P/ค/4#N�O4Q�Q��4%��6�3�6�4#�%2�40��3��7QR�O/$N4��;��O/� #7ค/4#�5N�็��O/��5ค/4#N�O4Q�
�6$4#ค503 �์�7P%2�:R/OQ��%2�40�%2�%/�24�4%�2:� N%9P/� ห'3�N���์ /6�7�4% O'2N�9P/�R��4%08�14/6�3$$4
N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4 �3��N/R��7Q 

<�4%08�14/6�3$$4= ห#4$ค/4#/N4 �4%08�14/6�3$$4Q�ค��7P�5N�6��4%N 9P/�5�O/#;'#4Q�ON �็�
ห'3��4��%2�/��4%�8Q��2N�7$��5%3�$4 %/#�3Q��4%O�OR�N�'7P$�O�'��O/#;'Q��2N�7$��5%3�$4 �7P�O /� Q�O
�O/#;'�4%08�14/6�3$$4Q�ค� 

<�;O08�14/6�3$$4= ห#4$ค/4#/N4 �;O2�3�2�:��4%08�14/6�3$$4 ห%9/�;O/6�3$ �7P�5N�6��4%08�14/6�3$
$4Q��%2N�0R�$ 

<�; O2� 3�2�:��4%08�14/6�3$$4= ห#4$ค/4#/N4 �:คค'�%%#�423��4�6R�$ � 6�6� :คค'�8P���
�2N�7$�Q��%2N�0R�$ ห�N/$�4�%4��4% % 3�/624ห�6� /�ค์�4%#ห4�� ห�N/$�4�/9 P��/�% 3� �8 P�N�็�
�;O%3��6��/��4%%6N%6P# �4%�%6ห4%�3��4% ห%9/2�3�2�:��4%N�6��/��4%08�14/6�3$$4  

<�;O/6�3$= ห#4$ค/4#/N4 �;O�7P%3��6��/��4%�5N�6��4%08�14/6�3$$4 � 2�4��7P/6�3$ �O4�4%/6�3$
�5N�6��4%P�$�7#�4�ห'4$ค� �;O/6�3$�7P%3��6��/�N�็�ห3/ห�O4�7# N%7$�/N4 <�;O/6�3$ห'3�= 2#4�6�/9P�Q��7#/6�3$
N%7$�/N4 <�;O/6�3$%/�= 

<#4�%�4��4%��6�3�6�4%/6�3$�4�ค'6�6��7P�7= ห#4$ค/4#/N4 #4�%�4�24�'25 ห%3��4% /4�
%;�O�� �4%�5N�6��4% �4%��6�3�6 �4%�5�3��;O' �4%�%/�2/� �4%�3��8� �4%/6Nค%42ห์O'2�4%%4$�4��4%
/6�3$�4�ค'6�6� �8P�QหO�4%%3��%2�3�/N4�3Q��O/#;'O'2�'�7P%4$�4��3Q��N4N�9P/�9/O'2�;��O/� O'2%3��%2�3�/N426��6 
ค/4#�'/�"3$ ค/4#N�็�/$;N�7P�7 O'2ค/4#'3��/�/4242#3ค%R�O%3��4%ค:O#ค%/�  

 <$4/6�3$= ห#4$ค/4#/N4 �'6�"3��์$4�7PN�็�24%//�&��6Nห%9/$4ห'/��7PQ�O��2/�ห%9/Q�ON�็�
�3/N�%7$�N�7$�Q��4%08�14/6�3$ �8P�%/#�8��'6�"3��์$4�7PR�O%3��4%�8Q��2N�7$��5%3�$4O'O/ O�N�5#4Q�Oห%9/
N�'7P$�O�'�2;�%�5%3�ห%9/�5#4�%%�:Q�%;�O���7P�N4��4��7PR�O%3�/�:�4� ห%9/�5#4Q�OQ��O/�N�Q�OQห#N�7P$3 �R#N
/�:�4� ห%9/�5#408�14ห4�O/#;'N 6P#N�6#�4��O/�N�Q�O�7P/�:�4�O'O/ 

�/��4��7Q $3�#7�6$4#03 �์N 6P#N�6#N 9P/ค/4#�3�N��O'2ค/4#N�O4Q��7P�;��O/� R�OO�N 
<ค�2�%%#�4% 6�4%�4�% 6$�%%#�4%/6�3$Q�ค��7 P25�3��4�ค�2�%%#�4%/4ห4%O'2$4

$/#%3�= ห%9/ <IRB/IEC �7P /$. $/#%3�= ห#4$�8� ค�2�%%#�4% 6�4%�4�%6$�%%#�4%/6�3$Q�ค��7P 6�4%�4
Pค%��4%/6�3$�4�ค'6�6�N�7P$/�3�$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3� P�$N�็�R��4#�%2�4 0
25�3��4�ค�2�%%#�4%/4ห4%O'2$4 N% 9 P/� ห'3�N���์ / 6� 7�4% O'2N�9 P/�R��4%$/#% 3�ค�2�%%#�4%
 6�4%�4�%6$�%%#�4%/6�3$Q�ค��7P 6�4%�4Pค%��4%/6�3$�4�ค'6�6�N�7P$/�3�$4 O'225�3��4�ค�2�%%#�4%
/4ห4%O'2$4N�$O %N�3��7%4$�9P/N�$O %N��N/O�R��์ 

"�;O%3��N/�/6�3$= ห#4$�8� �;O�7P/$;NQ��7#�4�08�14/6�3$$4�8P�R�O%3�#/�ห#4$ห�O4�7P25ค3� O'2ห%9/
�3�26�Q�Q�N%9P/�25ค3��7PN�7P$/�O/��3��4%08�14/6�3$$4 
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2. !@!#�@%2Aห#?&�@#0D�1@/B�?""@N�EPอ%A�Oอ!Gล!@'#>�อ&�@#�DQ%#>N&C"%!A#?&"@ 

N� 9 P/��4��O/�5ห���4��O/Q�#4�%�4��4%��6�3�6�4%/6�3$�4�ค'6� 6��7 P�7  (Good Clinical 

Practice) � / �  International Council for Harmonization of Technical Requirements for 

Pharmaceutical for Human Use (ICH) ห%9/�7PN%7$�/N4 ICH GCP ��3�'N42:� %2�:R/O/N4�8Q�/$;N�3�%2N�7$�
��ห#4$�7 P N�7 P$/�O/� O'2N 9 P/2N�N2%6#�; O08�14/6�3$$4QหO24#4%��5N�6��4%08�14/6�3$$4QหO2/�ค'O/��3�
#4�%�4�O'2O�/�4��4%�5�3��;O'�O4�$4Q�%2�3�24�' %/#�8�$3�ค�ค:O#ค%/�26��6 ค/4#�'/�"3$ O'2
ค/4#N�็�/$;N�7P�7�/�/4242#3ค% �'/����'�4%08�14/6�3$$4N�9P/�9/R�O 25�3��4�ค�2�%%#�4%/4ห4%O'2$4
�8��5ห��#4�%�4�N 6P#N�6#QหO2/�ค'O/��3��%6���/��%2N�0 P�$#7%4$'2N/7$��3��N/R��7Q 

2.1. !@!#�@%�อ�(GO2%?&2%F%�@#0D�1@/B�?""@ 

2.1.1. �; O2� 3�2�:��4%08�14/6� 3$$4 �O/�#7ค:�2#�3�6�4#�%2�40�%2�%/�24�4%�2:� N%9 P/� 
ห'3�N���์ /6�7�4% O'2N�9P/�R��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4  .0.2566 
�8P�%2�:R/O/N4 N�็� <�:คค'�%%#�423��4�6R�$ �6�6�:คค'�8P����2N�7$�Q��%2N�0R�$ ห�N/$�4�%4��4% 
% 3�/624ห�6� /�ค์�4%#ห4�� ห�N/$�4�/9P��/�%3� �8 P�N�็��;O%3��6��/��4%% 6N%6 P# �4%�%6ห4%� 3��4% ห%9/
2�3�2�:��4%N�6��/��4%08�14/6�3$$4= /$N4�R%�O�4# Q��4��4%08�14/6�3$$4/4�#7�:คค' �6�6�:คค' ห%9/
ห�N/$�4� �8P�#4�4�Q��%2N�0ห%9/�4��N4��%2N�0 �7PQหO�4%2�3�2�:��4%08�14/6�3$$4�3��'N4/Q�%;�O���N4� N 
�4#�O/��'��7P�5%N/#�3� �8��/N%7$��;O2�3�2�:��4%08�14/6�3$$4N 6P#N�6#Nห'N4�7Q/N4N�็� <�;O2�3�2�:��4%08�14
/6�3$$4%N/#= 

2.1.2. �;O2�3�2�:��4%08�14/6�3$$4 #7ห�O4�7P �3��N/R��7Q 
(1) �3�QหO#7�4%�%2�3�"3$ห%9/�4%�N4$คN4��N�$ N�N� คN4%3�14 $4�4' คN4N27$N/'4�5�4� ห%9/

คN4��N�$�4%2;�N27$/9P� N QหO�3�/4242#3ค%ห%9/�;O#726��6N�4#��ห#4$ ห4�/4242#3ค%N�6�N�O��N/$ �4�N�O� 
�:  '"4  ห%9/N27$�7/6� /3�N�็��'#4�4��4%08�14/6�3$$4 

(2) �5QหO#3P�Q�/N4�O/#;'Q�ค;N#9/�;O/6�3$ห%9/N/�24%�5�3�$4#7%;�O���7P�%2�3� �N4$ N�7P$��%� R#N
N/�N/7$� O'2R#NN�็��4%2N�N2%6#�:��4$�/�$4 �3Q��7QN 9P/QหO�;O/6�3$N�O4Q�O'224#4%��%2N#6�ค/4#Nห#4 22#Q�
O�Nค/4#N27P$�O'2ค/4#�'/�"3$�/��4%08�14/6�3$$4R�OP�$�%40�4�/ค�6 

(3) � 3�ห4$4/6� 3$�7 P�'6��4#ห'3�N���์/ 6� 7�4%�7 P�7Q��4%�'6�$4 ( Good Manufacturing 
Practice; GMP) O'2�N4��4%��2/��O4� 61/6�$4�4##4�%�4�หO/���6�3�6�4%�7P�7 (Good Laboratory 
Practice; GLP) 

(4) �%2N#6�ค/4#�'/�"3$�/�$4Q�%2ห/N4��4%08�14/6�3$$4�'/�%2$2N/'4�/��4%/6�3$ O'2
 3��4$4/$N4��N/N�9P/� 

(5) O�O��;O/6�3$QหO�%4��8��O/#;'ค/4#�'/�"3$�7P/4�#7�'�%2���N//4242#3 ค%ห%9 /�O /#;'�7P
คO� ��8P�/4�#7�'�%2���N/�4%�5N�6��4%08�14/6�3$$4P�$N%O/�7P2:� 

(6) �3�QหO#7%2���%2�3�ค:�"4 O'2ค/�ค:#ค:�"4 Q��4%08�14/6�3$$4N 9P/�5QหO#3P�Q� /N4�4%
�5N�6��4%08�14/6�3$$4 �4%�3��8�O'2%4$�4��O/#;'�4��4%08�14/6�3$$4�3Q�2/�ค'O/��3�Pค%�%N4 ��4%/6�3$  

ICH GCP ��3�'N42:� O'2�O/�5ห���/���ห#4$�7PN�7P$/�O/� 
(7) '��2N� 7 $��4 %0 8 �14 / 6 � 3 $ $4 � 3 �N/ O � R�� ์' ��2N� 7 $��4 �/6 � 3$ Q�ค��/�R�$ 

(http://www.thaiclinicaltrials.org) ห%9/N/O�R��์'��2N�7$��4%08�14/6�3$$4%2�3�24�' 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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(8) �//�:�4��4%08�14/6�3$$4�N/��5N�6��4%08�14/6�3$$4 O'2O�O��'�4% 6�4%�4QหO�;O/6�3$
ห'3��/�O�N'22�4��7P/6�3$�%4��N/�N%6P#�5N�6��4%08�14/6�3$$4 

(9) �5N�6��4%�4#O�/�4��5N�6��4%N#9P/#7�4%N�'7P$�O�'�"4$ห'3��4%/�:�4��4%08�14/6�3$
$4 

(10) �3��5O'22N�%4$�4�ค/4#�O4/ห�O4�/��4%�5N�6��4%08�14/6�3$$4 %4$�4�/4�4%R#N 8�
�%22�ค์�/�$4 O'2%4$�4�N#9P/�4%08�14/6�3$$4Q��%2N�0R�$26Q�2:�  %O/#O��ห'3��4��4%�5N�6��4%
25ห%3�$4�7Pค�Nห'9/ห%9/ห#�/4$: 

(11) O�O�#4�%�4%�O4�ค/4#�'/�"3$O'2�O/��3�/3��%4$�7P�5N�็��O/��5N�6��4%�3��7N 9P/��3 �
/3��%4$N� 42ห�O4�7PN�6��8Q��3�/4242#3ค%�N/�R�O%3�ค/4#NหO��/��4� IRB/IEC �7P /$. $/#%3� O'2 /$. 

2.1.3. �;O2�3�2�:��4%08�14/6�3$$4/4�#/�ห#4$ห�O4�7P�O4��O�QหOO�N�;O�7P#7ค:�2#�3�6Nห#422#R�O 
/$N4�R%�O�4# �;O2�3�2�:��4%08�14/6�3$$4R#N24#4%���6N2�ค/4#%3��6��/�2N/�ห�8P�2N/�Q�ห%9/�3Q�ห#�R�O 

2.1.4. �%�7�7P�4%08�14/6�3$$4#7�;O2�3�2�:��4%08�14/6�3$$4%N/# QหO�;O2�3�2�:��4%08�14/6�3$$4%N/# 
#7ห�O4�7P�3��N/R��7Q 

(1) %3��%4��O/�5ห���/���ห#4$�7PN�7P$/�O/�  

(2) �5N�6��4%�N4� N �4#�O/��'��7P�5%N/#�3��;O2�3�2�:��4%08�14/6�3$$4 

(3) �5N� 6��4%�N4� N N 9 P/2�3�2�:�QหO� ; O2� 3�2�:��4%08�14/6� 3$$424#4%���6�3�6�4#
�O/�5ห���/���ห#4$�7PN�7P$/�O/� 

(4) O'�N�'7P$��O/#;'�7P�5N�็��3��;O2�3�2�:��4%08�14/6�3$$4N 9P/2�3�2�: ��4%��6 �3�6 �4 #
�O/�5ห���/���ห#4$�7PN�7P$/�O/� N�N� %4$�4�Nห�:�4%�์R#N 8��%22�ค์��6�%O4$O%� %4$�4��4%/6Nค%42ห์
ค/4#�'/�"3$ %4$�4��4��4%08�14/6�3$�7PN�7P$/�O/� �4%�N4�A�ห%9/26P��%/� ��N4� N �7P/4�#7�'�'�%2��
�N/�4%08�14/6�3$$4ห%9/ค/4#�'/�"3$�/�/4242#3ค% N�็��O� 

2.2. !@!#�@%�อ�(GO/B�?"หล?� 

2.2.1. �;O/6�3$ห'3� �O/�#7ค:�2#�3�6 �3��N/R��7Q 
(1) N�็��:คค'�%%#�423��4�6R�$ 

(2) �N4��4%08�14 �4%�@�/�%#O'2#7�%22��4%�์�7P�2��6�3�6ห�O4�7P�5N�6��4%08�14/6�3$ $4
/$N4��;��O/� 

2.2.2. �;O/6�3$ห'3� �O/�#7ห�O4�7P�3��N/R��7Q 
(1) �/%3��4%/�:#3�6�4%08�14/6�3$$4�4� IRB/IEC �7P /$. $/#%3� O'2O�O��'�4% 6�4%�4QหO

�;O2�3�2�:��4%08�14/6�3$�%4��N/�N%6P#�5N�6��4%08�14/6�3$$4 

(2) �5N�6��4%08�14/6�3$$4QหO2/�ค'O/��3�ห'3��4%�%6$�%%#OหN�ค5�%2�40N0'�6��6 ICH 

GCP ��3�'N42:� O'2�O/�5ห���/���ห#4$�7PN�7P$/�O/� 

(3) �O4N�6��4%�4%08�14/6�3$$4P�$��6�3�6/$4�Nค%�ค%3��4#�/�O4ห��Q�Pค%�%4��4%/6�3$�7PR� 

%3�/�:�4� 

(4) ค5�8��8�26��6 ค/4#�'/�"3$ O'2ค/4#N�็�/$;N�7P�7�/�/4242#3ค%N�็�25ค3�Nห�9/�% 2P$��์
�4�/6�4�4%O'2�%2P$��์�/�23�ค# 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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(5) �5QหO#3P�Q�/N4�;O/6�3$ห%9/�;O%3��N/�/6�3$�8P�N�็�O �$์ห%9/�3��O �$์ (O'O/O�N�%�7) N�็��;O�7P#7
ค:�2#�3�6Nห#422#O'2#7Q��%2�/�/6�4�7 Q��%2N�0R�$ O'2#7ห�O4�7P%3��6��/��;O'�4%%3�14O'2�3�26� Q�
�4��4%O �$์�7P�%2�5O�N/4242#3ค%N2#/ 

(6) �5QหO#3P�Q�/N4�4%�%6ห4%�3��4% �4%N�O�%3�14 �4%Q�O O'2�4%�5'4$$4Q��4%08�14/6�3$
$4N�็�R��4#ห'3�/6�$4042�%์N 9P/%3�14ค:�"4 O'2ค/4#�'/�"3$ �'/���#7�4%�3��8�N/�24 %ห'3 ��4�
N 9P/�4%�%/�2/�$O/��'3�R�O�8�%:N��4%�'6�O'2ห%9/ห#4$N'�/4242#3ค%�7P N�7P$/�O/� %/#�8��%6#4�$4�7P
O�O�%6��7P�;��5'4$ 

(7) �5QหO#3P�Q�/N4�;O/6�3$ห%9/�;O%3��N/�/6�3$Q�O$4Q��4%08�14/6�3$$4�4#�7P%2�:Q�Pค%�%N4��4%/6�3$
�7PR�O%3�/�:�4��4�25�3��4�ค�2�%%#�4%/4ห4%O'2$4N�N4�3Q� 

(8) �O/��3��4%�5'4$N/�24%25ค3��/��4%08�14/6�3$$4P�$R#N�3Q�Q�ห%9/�N/��5ห�� O'2N�O�
%3�14N/�24%25ค3��/��4%08�14/6�3$$4���%2�3P�R#N#7�4%$9P�ห%9/%/�4%�8Q��2N�7$��5%3�Q��%2N�0R�$ห%9 /
�N4��%2N�0 ห%9/N�็�%2$2N/'4/$N4��O/$ 2 �? "4$ห'3��4��4%$:�6�4% 3��4�4�ค'6�6��/�$4 /$N 4� N�็�
�4��4% 

(9) O�O�#4�%�4%�O4�ค/4#�'/�"3$O'2�O/��3�/3��%4$�7P�5N�็��O/��5N�6��4%�3��7N 9P/��3 �
/3��%4$N� 42ห�O4�7PN�6��8Q��3�/4242#3ค%�N/�R�O%3�ค/4#NหO��/��4� IRB/IEC �7P /$. $/#%3� 

2.2.3. �;O/6�3$ห'3�/4�#/�ห#4$�4�25ค3��7PN�7P$/�O/��3��4%08�14/6�3$$ 4QหOO�N�;O �7P #7 ค:�2#�3 �6
Nห#422#R�O /$N4�R%�O�4# �;O/6�3$ห'3�R#N/4���6N2�ค/4#%3��6��/�2N/�ห�8P�2N/�Q�ห%9/�3Q�ห#�R�O 

2.3. !@!#�@%�อ�2"@%#CP/B�?" 

2.3.1. 2�4��7P/6�3$O�N'2OหN��2�O/�#7�;O/6�3$ 1 ค� ห%9/#4��/N4 P�$#7/$N4��O/$ 1 ค�N�็��;O/6�3$ห'3�  

2.3.2. 2�4��7P/6�3$�2�O/�N�็�2�4� $4�4'�8P��5N�6��4%P�$�%2�%/� ��/� �%# /�ค์�%��ค%/�
2N/��O/��6 P� % 3�/624ห�6� 2�4�3��4%08�14�/�% 3� ห�N/$�4�/9 P��/�%3� ห% 9/2"4�4�4�R�$ ห% 9/N�็�
2�4� $4�4'�7PR�O%3�/�:�4�/$N4��;��O/��4#��ห#4$  

2.3.3. �%�7�4%08�14/6�3$$4�7P�5N�็��O/��5N�6��4%Q�2�4��7P�7PR#NQ�N2�4� $4�4'�4#�O/ 2.3.2  
25�3��4�ค�2�%%#�4%/4ห4%O'2$4/4� 6�4%�4NหO��/�QหO2�4��7P �7PR#NQ�N2�4� $4�4'�3Q�N�็�2�4��7P
/6�3$R�O�O�N/N#9P/�4%08�14/6�3$$4Q�2�4��7P�7PR#NQ�N2�4� $4�4'�3Q��5N�6��4%P�$2�4� $4�4'Q��O/ 2.3.2 
O'2#7#4�%�4%%/�%3��O4�ค/4#�'/�"3$ �'/���2/�ค'O/��3� ICH GCP ��3�'N42:� 

2.3.4. �%�72�4��7P/6�3$25ห%3��4%08�14�7/2##;' �2�O/��N4��4%%3�%/��4#O�/�4�Q��%2�40
25�3��4�ค�2�%%#�4%/4ห4%O'2$4��3��7PN�7P$/�O/� 

2.3.5. �%�72�4��7P/6�3$25ห%3��4%08�14/6�3$$4%2$2�7P 1 /4��/%3��4%�%/�%3�%/��4�25�3��4�
ค�2�%%#�4%/4ห4%O'2$4 P�$N�็�R��4#�4#O�/�4�Q��%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4
��3��7PN�7P$/�O/� 

2.4. !@!#�@%�อ��@# AN%B%�@#0D�1@/B�?""@ 

2.4.1. �;O2�3�2�:��4%08�14/6�3$$4�2�3�ห4 �'6� ห%9/�523P�$4/6�3$QหOO�N�;O/6�3$ห'3�R�O �O�N/N#9P/R�O%3�
/�:�4��4%08�14/6�3$$4�4�25�3��4�ค�2�%%#�4%/4ห4%O'2$4O'O/  
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2.4.2. �;O08�14/6�3$$4�2N%6P#�5N�6��4%08�14/6�3$$4R�O�O�N/N#9P/R�O%3��3Q��4%/�:#3�6�4� IRB/IEC �7P 
/$. $/#%3� O'2R�O%3�/�:�4��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4O'O/N�N4�3Q� 

2.4.3. �; O08�14/6�3$$4�2Q�O$4/6� 3$ห%9/$4�7 PQ� O%N/#Q��4%08�14/6� 3$$4�4#�7 PR�O%3�/�:�4��4%
08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4�3Q� 

2.4.4. �4%/�:�4��226 Q�2:�'�N#9 P/N2%O�26 Q��4%08�14/6�3$$4�4#�5ห�� ห% 9/�;O2�3�2�:��4%
08�14/6�3$$4$:�6�4%08�14/6�3$$4�O/$��N/� ห%9/ IRB/IEC �7P /$. $/#%3��/��4%/�:#3�6 ห%9/25�3��4�
ค�2�%%#�4%/4ห4%O'2$4�/��4%/�:�4� /$N4�R%�O�4# Q�/�:�4��2#7/4$:R#NN�6� 5 �?ห'3��4�R�O%3�
/�:�4� O'2/4��N//4$:R�O �%�7#7ค/4#�5N�็�   

2.4.5. �;O08�14/6�3$$4�2�O/��5N�6��4%08�14/6�3$O'2%3�14R/O�8P�ห'3��4%�4�/6�$4042�%์ P�$ 

(1) หO4#�6�N�9/� �'/#O�'� 2%O4��O/#;'/3�N�็�N�O� ห%9/�>��3��'�4%08�14/6�3$$4  

(2) หO4#�>��3�ค/4##72N/�R�O2N/�N27$�3Q�Q��N/��/��4%/4�O���4%08�14/6�3$$4 �%2�/��4%�/
/�:�4� �4%�5N�6��4%08�14/6�3$$4 ห%9/�4%�7 6# ์�'�4%08�14/6�3$$4  

(3) หO4#�3��/4��6��%%#�/��4%08�14/6�3$$4P�$�%40�4�Nห�:�'�7P�7 / 

(4) หO4#�4%�%2 &�6#6�/��4��4%/6�3$ 

2.4.6. �;O08�14/6�3$$4�2�O/��5QหO#3P�Q�Q�ค:�"4 �/��4%08�14/6�3$$4�4#ห'3�/6�$4042�%์ P�$
�2�O/� 

(1) �3Q�ค5�4#�/��4%08�14/6�3$$4P�$/403$ค/4#%;O�O4�/6�$4042�%์�7P#7Q��ั��:�3�  

(2) Q�O/6�7�4%�4�/6�$4042�%์�7PNห#422# 

(3) �5QหO#3P�Q�/N4#7�%3 $4�%�'/���Pค%�2%O4� 9Q��4��7P�5N�็��O/�Q�OQ��4%08�14/6�3$$4  

2.4.7. �;O08�14/6�3$$4�2�O/��5N�6��4%QหON�็�R��4# ICH GCP ��3�'N42:� 

2.4.8. �; O08�14/6� 3$$4�7 P� 3�N�O��O/#;'2N/��:คค'�7P N�7 P$/�O/�Q��4%08�14/6� 3$$4�2�O/��5N�6�
#4�%�4%�N4� N N 9P/ค:O#ค%/��O/#;'2N/��:คค'�/�/4242#3ค% O'2P�$N� 42/$N4�$6P� 

(1) �5�3��4%N�O4�8��O/#;'2N/��:คค'�/�/4242#3ค%QหOO�N�;O%3��N/�/6�3$�7P�5N�็��O/�Q�O�O/#;'�3Q�Q�
�4%��6�3�6�4� 

(2) �O/��3��4%N�>�N�$ �4%N�'7P$�O�'� �4%'� O'2�4%�525N�4�O/#;'2N/��:คค'�/�
/4242#3ค%P�$R#NR�O%3�/�:�4�ห%9/P�$R#NR�O�3Q�Q� 

(3) �3��8��3Q��/��4%��6�3�6�4��3Q�ห#�N 9P/QหO#3P�Q�/N424#4%��%/�2/�$O/��'3�R�O 
2.4.9. �;O08�14/6�3$$4�7PN�O�%3�1424%�7/"4 �7PN�7P$/�O/��3��4%08�14/6�3$$4�2�O/� 

(1) ��6�3�6�4#ห'3��4%�7P%2�:Q��O/ 2.4.8 

(2) �5N�6��4%N�O�%3�1424%�7/"4 /$N4�Nห#422#P�$QหON�็�R��O/�5ห���4�/6�4�4%  

(3) #7�%3 $4�%�7P�5N�็�Q��4%N�O�%3�1424%�7/"4 R�O�4#�O/�5ห�� 
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3. �@#�ออ%F�@!�@#0D�1@/B�?""@ 

3.1. (GO!C2B#$B์"EP%คA�อ 

3.1.1. �; O#72 6��6 N$ 9P�ค5�/ ค9/ �; O2�3�2�:��4%08�14/6� 3$$4�7 P#7ค:�2#�3�6O'2ห�O4�7P�4#�%2�40
�%2�%/�24�4%�2:� N%9P/� ห'3�N���์ /6�7�4% O'2N�9P/�R��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q�
�2N�7$��5%3�$4  .0.2566 �'/���#4�%�4�N 6P#N�6#�4#�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4
��3��7Q 

3.1.2. �4%08�14/6�3$$4�7PN�็�Pค%��4%N�7$/�3� QหO#7�;O$9P��//�:�4�N 7$�%4$N�7$/N�N4�3Q� $�N/O� 
�4%08�14/6�3$$4�7PN�็�ค/4#%N/##9/P�$�%�%2ห/N4�/�ค์�%�/�%3��4'�N4��%2N�0 /�ค์�%%2ห/N4��% 2N�0 
ห% 9//�ค์�%R#NO2/�ห4�'�5R%�/��N4��%2N�0 �3�ห�N/$�4�%4��4% % 3�/624ห�6� /�ค์�4%#ห4�� ห%9/
ห�N/$�4�/9P��/�%3�Q��%2N�0R�$#4��/N4ห�8P�OหN� O'2#7Nห�:�5N�็�Q��4%$9P��//�:�4��4%08�14/6�3 $$4
O$��3� �3Q��7Q �2�O/�R#NN�็��4%�3��/4�ห%9/ห'7�N'7P$��4%��6�3�6�4#�O/�5ห���/���ห#4$�7PN�7P$/�O/� O'2
#4�%�4�Q��4%08�14/6�3$$4 �'/���$3�ค�N�็��4%ค:O#ค%/�/4242#3ค%O'2�O/#;'�4��4%08�14/6�3$�; ��O /�
�N4N�9P/�9/ 

3.2. �@#�? '#>N #�@#0D�1@/B�?""@ 

�4%08�14/6�3$$4�3�O�N��4#ห'3�ค/4#N27P$�N�็��4%08�14/6�3$$4 3 �%2N"� �3��7Q 
3.2.1. '#>N # � ค/4#N27P$��P5 ห%9/ #7ค/4#N27P$�R#NN�6�R��/N4�4%%3�14#4�%�4� R�OO�N  

(1) �4%08�14/6�3$$4 �8P�$4/6�3$�3/ห'3�R�O�8Q��2N�7$��5%3�$4O'O/Q��%2N�0R�$O'2
�4%Q�O$4N�็�R��4#�2N�7$��5%3�$4 �3Q�Q��O4��O/�N�Q�O ��4�$4 /6�7Q�O O'2�':N#�%2�4�%N�O4ห#4$ 

(2) �4%08�14�7/2##;' 

3.2.2. '#>N # � ค/4#N27P$��4��'4� ห%9/ #7ค/4#N27P$�2;��/N4�4%%3�14#4�%�4��O4� R�OO�N 
(1) �4%08�14/6�3$�7P$4/6�3$�3/ห'3�R�O�8Q��2N�7$��5%3�$4O'O/Q��%2N�0R�$ O�NN�็��4%

08�14/6�3$�7PO���N4��4��2N�7$��5%3�$4Q��O4��O/�N�Q�O ��4�$4 /6�7Q�O ห%9/ �':N#�%2�4�%N�O4ห#4$ (�3Q��7Q  
R#N%/#N�O� O'2 2�%7#7ค%%"์ �8P��3�N�็� �%2N"� ค) 

3.2.3. '#>N # ค ค/4#N27P$�2;� ห%9/ #7ค/4#N27P$�2;��/N4�4%%3�14#4�%�4�#4� R�OO�N 
(1) �4%08�14/6�3$$4�7P$4/6�3$�3/ห'3�R#NN�O4�N4$�4#�%2N"� � O'2 � 

(2) �'6�"3��์�4%O �$์�3Q�2;� (Advanced Therapy Medicinal Products; ATMPs) 
�7PR#NN�O4�N4$�4#�%2N"� � 

(3) �4%08�14/6� 3$$4�7P�/�$4NหO�/N4/4�#7ค/4#N27P$�2;�N�็� 6N01O'2ค/%� 3�N�็�
�%2N"� ค N�N� $4�7P#7O�/P�O#�2�5QหON�6��ั�ห4�O4�ค/4#�'/�"3$Q��4/R�$#4��/N4�4�6/9P�/3 �N�9P /�#4  
intrinsic ห%9/ extrinsic factors ห%9/ $4�7P 3��4�4��/3��%%#Qห#N ห%9/ �4%08�14/6�3$$4�7P/4�#7ค/4#N27P$�
2;��4�'3�1�2N� 42�/�Pค%��4% N�็��O� 

3.3. /B$C�@#"EP%คA�อ 

3.3.1. QหO�;O�%22�ค์$9P�ค5�/08�14�O/�5ห��Q��%2�40��3��7Q�N/��3�N�%7$#�O/#;'�%2�/� 

3.3.2.  6�4%�4Q�N�9Q/��O�/N4�4%08�14/6�3$$4�3�N�็��4%08�14/6�3$$4�%2N"�Q��4#%4$'2N/7$�Q�
�O/ 3.2 �O4��O� 
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3.3.3. N�% 7$#�O/#;'25ห% 3�� 3��5 O&&คA�ออ%F�@!�@#0D �1@/B �?""@N�E Pอ%A� O อ! Gล! @
'#>�อ&�@#�DQ%#>N&C"%!A#?&"@ (O�� 0$.1 ห%9/ CT-1 FORM Q�  @ค(%/� 1) �N4�%2��/6N'O��%/�6�2์ 
 %O/#�3Q�O��N/�24%�%2�/��4#�O/�5ห��Q��%2�40��3��7Q 

3.3.4. Q�O O&&!#/�2อ&�@#"EP%Nอ�2@# O/"!%Nอ�2Aห#?&คA�ออ%F�@!�@#0D�1@/B�?""@N�EPอ%A
�Oอ!Gล!@'#>�อ&�@#�DQ%#>N&C"%!A#?&"@ (�;%4$'2N/7$�Q�N/O�R��์�/�$4) N 9P/�%/�2/�ค/4#ค%��O/��/�
N/�24%�O/$�3/N/� 

3.3.5. $9P�ค5�/�N4�%2��/6N'O��%/�6�2์�/��/�$4 

3.4. !@#@�2#F'#@"�@##CP!Oอ�"EP%'#>�อ&�@#�ออ%F�@!�@#0D�1@/B�?""@ 

 

#CP #@"�@#Nอ�2@#'#>�อ&คA�อ �@#0D�1@/B�?""@'#>N # 

� � ค 

1.  O�� 0$.1 Y Y Y 

2.  ค5%3�%/��/�� ; O/ 6�3$ห'3��/�O� N'2
2�4��7P/6�3$ 

Y Y Y 

3.  ห'3��4�O2���4%�%2�3�"3$ห %9/ �3�
Qห O# 7�4%�N4$ค N4��N�$�N4� N ห4�
/4242#3ค%N� 6�N�O�� N/$ �4�N�O� 
�:  '"4  ห%9/N27$�7/6� /3�N�็��'
#4�4��4%08�14/6�3$$4 

Y Y Y 

4.  Pค%�%N4��4%/6�3$��3�2#�;%�์ Y Y Y 

5.  N/�24%/�:# 3� 6�4%0 8�14/6�3$$4�4� 
IRB/IEC �7P /$. $/#%3� 

Y Y/P Y/P 

6.  N/�24%�7QO���4%�3�ห4$4 Y Y Y 

7.  ห ' 3 � � 4�O 2 � �� 4%� ' 6 � $4� 4#
ห' 3�N���์/6�7�4%�7 P�7Q��4%�'6�$4 
(GMP) 

Y (BE only) Y Y 

8.  N/�24%�O/#;'25ห%3�/4242#3ค%O'2
N/�24%Q�$6�$/# 

* Y Y 

9.  �'4�$4/6�3$ * Y Y 

10. N/�24%ค; N# 9/� ; O/ 6�3$  (ห%9/ N/�24%
�5�3�$4) O'2ห%9/�O/#;'N 6P#N�6# 

* Y Y 

11. N/�24%�4%ค/�ค:#ค:�"4 O'2�4%
�'6�$4 

* * Y 
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#CP #@"�@#Nอ�2@#'#>�อ&คA�อ �@#0D�1@/B�?""@'#>N # 

� � ค 

12. ห' 3��4��4%/O4�/6��'�4%�%2N#6�
� / �ห � N /$�4�ค/�ค :#$4� 7 P  /$ . 
$/#%3� (�O4#7) 

N/A (Y) (Y) 

ห!@"Nห!F Y ห!@""D� Nอ�2@##CP"EP%�#Oอ!คA�อ 

 Y (BE only)  ห!@""D� Nอ�2@##CP"EP%�#Oอ!คA�อ N��@>�@#0D�1@�C/2!!Gล 

 (Y) ห!@""D�  ห@�N�CP"/�Oอ�Oล>N'็%R'!@!�Oอ�Aห%  QหO"EP%Nอ�2@#�#Oอ!คA�อ 

 P  ห!@""D�  Nอ�2@##CPอ@�"EP% @"หล?��@#อ%F�@! 

 * ห!@""D�  Nอ�2@## C PR!N! Oอ�" EP%�# Oอ!คA�อ  O!N!Oอ�!COล>N'็%R'!@! ICH GCP Oล>
�Oอ�Aห% �อ���ห!@" �#Oอ!#?&�@#!#/�!#@P " อ". ห#Eอ(GO!CอA%@�Q%�@#!#/�2อ& 

 N/A ห!@""D�  R!NN�CP"/�Oอ� 

3.5. #>">N/ล@Q%�@#O�O�(ล�@#�B�@#�@ 

N#9P/ค5�/�N4��4%�%/�%3�N�O42;N%2��O'O/ ค5�/�2N�O42;N�%2�/��4%�%2N#6�N 9P///��'�4%
 6�4%�4 P�$#7�5ห��%2$2N/'4�4#ค;N#9/�%2�4��ห%9/N/O�R��์�/�$4 

3.6. �Oอ�Aห% O&&คA�อOล>Nอ�2@#'#>�อ& 

3.6.1. �Oอ�Aห% N�CP"/�?&O&&คA�ออ%F�@!�@#0D�1@/B�?""@N�EPอ%A�Oอ!Gล!@'#>�อ&�@#�DQ%
#>N&C"%!A#?&"@ 

ค5/�6�4$25ห%3�O��ค5�//�:�4��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$�
�5%3�$4 (O�� 0$.1 ห%9/ CT-1 FORM) #7�3��7Q 

1. �;O$9P�ค5�/ QหO�%/��O/#;' �7P/$;N ห#4$N'�P�%03 �์ �/��;O$9P�ค5�/�8P � �8P�#7 ค:�2#�3 �6 N �็�
�;O2�3�2�:��4%08�14/6�3$$4 �4#�6$4#Q� �%2�40�%2�%/�24�4%�2:� N%9P/� ห'3�N���์ /6�7�4% O'2N�9P/�R�
�4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4  

2. �O/#;'�;O2�3�2�:��4%08�14/6�3$$4%N/# (�3Q�R�$O'2�N4��%2N�0) N�9P/��4��4��4%08�14/6�3$
$4/4�#7�:คค' �6�6�:คค' ห%9/ห�N/$�4� �8P�#4�4�Q��%2N�0ห%9/�4��N4��%2N�0 �7PQหO�4%2�3�2�:��4%
08�14/6�3$$4�3��'N4/Q�%;�O���N4� N �4#�O/��'��7P�5%N/#�3� Q��%�7�7Q �8�QหO%2�:<�O/#;'�;O2�3�2�:��4%
08�14/6�3$$4%N/#=N 6P#N�6#R�O P�$/4�#7#4��/N4 1 %4$R�O 

3. �9P/Pค%��4%/6�3$"414R�$�%��3�N/�24%/�:#3�6�4� IRB/IEC �7P /$. $/#%3� $�N/O� �%�7%/
�4%/�:#3�6�4� IRB/IEC �7P /$. $/#%3� ค/%QหO�9P/Pค%��4%�;��O/��%��3�Q�N/�24%�/��: �2�4 ��7P /6�3$�7P
N�7P$/�O/� 

4. �9P/Pค%��4%/6�3$"414/3��&1 �%��3�Pค%�%N4��4%/6�3$ 

5. %ห32Pค%��4%/6�3$ ค9/ %ห32�7P�3Q�P�$�;O2�3�2�:��4%08�14/6�3$$4N�็�%ห32�7PQ�ONห#9/��3�Q��:�
2�4��7P/6�3$�/�Pค%�%N4��4%/6�3$N�7$/�3��7Q O'2�%��3�Pค%�%N4��4%/6�3$  

6. �9P/$N/�/�Pค%��4% ห%9/ �9P/N%7$�/9P� (�O4#7) 
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7. %2$2�/�Pค%��4%/6�3$ N'9/�/N4N�็�%2$2�7P 1 2 3 4 ห%9/ �7/2##;' O'2ห4�N�็�%2$2�7P 1 QหO
%2�:/N4N�็��4%�5/6�3$ค%3Q�O%�Q�ค� (First in Human: FIH) ห%9/R#N 

8. �%2N"��/��4%08�14/6�3$$4 (�4#�7P /$. �5ห��) �;%4$'2N/7$�Q��O/ 3.2  

9. �4%/O4�/6��'�4%�%2N#6��/�ห�N/$�4�ค/�ค:#$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4
$/#%3� �O4#7 P�%�%2�:O'2O��ห'3��4� �;%4$'2N/7$�Q�"4ค��/��7PN�7P$/�O/� 

10. �':N#�4%%3�14 (Therapeutic area) �7P/6�3$ 

11.�4%'��2N�7$��4�/6�3$ (Clinical Trials Registry) �2�N/$�O/��3�ค/4#N/�N/7$�Q��4%�7 6# ์ 
�/��4��7Q �4%N�$O %N2%:��'�4%08�14�2�N/$2N�N2%6#�4% 3��4�4�/6�$4042�%์ N 9P/ค/4#�;��O/�O'2ค/4#
P�%N�Q2 P�$�4%'��2N�7$��4�/6�3$ /4�N�็��4%'��2N�7$�Q��4��O/#;'ห%9/N/O�R��์'��2N�7$��/��%2N�0R�$
ห%9/%2�3�24�'�OR�O �3Q��7Q ค5�%2�40N0'�6��6%2�:/N4 <19. Every clinical trial must be registered in a publicly 

accessible database before recruitment of the first subject.=  

12. �%2N�0�7P�5�4%/6�3$ QหO%2�:/N4�4%08�14/6�3$$4�7Q�5N�6��4%N� 42Q��%2N�0R�$ ห%9/
�5N�6��4%Q�ห'4$�%2N�0  

13. �5�/�2�4��7P/6�3$%N/#�3Q�ห#��3P/P'��4#O�� ค9/�5�/�2�4��7P/6�3$�7P�2�5N�6�Pค% �%N4�
�4%/6�3$N�7$/�3��7Q�3P/P'� 

14. �5�/�/4242#3ค%�3Q�ห#��3P/P'��4#O�� 

15. �5�/�2�4��7P/6�3$%N/#Q��%2N�0R�$�4#O�� ค9/�5�/�2�4��7P/6�3$�7P�2�5N�6�Pค%�%N4 �
�4%/6�3$N�7$/�3��7QQ��%2N�0R�$ 

16. �O/#;'�/�O�N'22�4��7P/6�3$Q��%2N�0R�$ QหOค%/�ค':#2�4��7P/6�3$�7P�2�5N�6�Pค%�%N4��4%
/6�3$N�7$/�3��7QQ��%2N�0R�$  %O/#%2�: IRB/IEC �7P /$. $/#%3� 

17. /3��7PN%6P#�4%/6�3$Q��%2N�0R�$ (P�$�%2#4�) 
18. /3��7P26Q�2:��4%/6�3$Q��%2N�0R�$ (P�$�%2#4�) 
19. �4%2�3�2�:��4��4%N�6� QหOO2��ห'3��4�N�7P$/�3��4%2�3�2�:��4��4%N�6� �8P�/4�%2�:/$;N

Q�N/�24%Pค%�%N4��4%/6�3$ ห%9/N/�24%�O/#;'25ห%3�/4242#3ค% ห%9/N/�24%/9P� N �8P��5N�็��O/�O��N 6P#N�6#
�O/$ 

20. ห'3��4�O2���4%�%2�3�"3$ห%9/�3�QหO#7�4%�N4$คN4��N�$�N4� N ห4�/4242#3ค%N�6�N�O��N/$ 
�4�N�O� �:  '"4  ห%9/N27$�7/6� /3�N�็��'#4�4��4%08�14/6�3$$4QหOO2��ห'3��4�O2���4%�%2�3�"3$ห%9/�4%
�N4$คN4��N�$ N�N� คN4%3�14 $4�4' คN4N27$N/'4�5�4� ห%9/คN4��N�$�4%2;�N27$/9P� N QหO�3�/4242#3ค%ห%9/
�;O#726��6N�4#��ห#4$ ห4�/4242#3ค%N�6�N�O��N/$ �4�N�O� �:  '"4  ห%9/N27$�7/6� /3�N�็��'#4�4��4%
08�14/6�3$$4/4�N�็�N/�24%�7P//�P�$�%613��%2�3�"3$ ห%9/N/�24%�O/��'�%2�:�;O%3��6��/�O'2ค/4#
%3��6��/� %/#�8��4%�N4$คN4��N�$�N4� N 

21. �:คค'ห%9//�ค์�%�7P�5�3��;O'�4%/6�3$ (Monitor)  
22. �%613�ห%9//�ค์�%�7P�%6ห4%�3��4%Pค%��4%/6�3$ 

23. �%613�ห%9/ห�N/$�4��7P�%6ห4%�3��4%�O/#;' 

24. �:คค'ห%9//�ค์�%�7P#7ห�O4�7P�%2N#6�ค/4#�'/�"3$ R�OO�N 24.1 ค�2�%%#�4%�5 �3 ��; O'
�O/#;'/62%2 (Independent Data-Monitoring Committee; IDMC) �4#ค5�6$4#Q� ICH GCP O'2 24.2 �;O
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�5�3��;O'�O4��4%O �$์ (Medical Monitor) ห#4$�8��:คค'�7P�;O2�3�2�:��4%08�14/6�3$$4O�N ��3Q ��8Q� N 9P/#7
ห�O4�7PQหOค5�%8�14�O4�ค/4#�'/�"3$�/�/4242#3ค%  

25.  หO/���6�3�6�4% (�:�หO/���6�3�6�4%�7P��2/�//6Nค%42ห์26P�2N��%/�) �3Q�Q�O'2�N4��% 2N�0 
%/#�:�หO/���6�3�6�4%�7P#7�4%��2/�26P�2N��%/� N�N� หO/���6�3�6�4%�7P�%/�N 9P/ค/4#�'/�"3$ หO/���6�3�6�4%
�7P�%/�N 9P/�4#/3��:�%22�ค์�/��4%/6�3$ ห%9/หO/���6�3�6�4%�7P�%/�/6Nค%42ห์%2�3�$4Q�N'9/� N�็��O�  %O/#
%2�:�4%��2/��/�O�N'2หO/���6�3�6�4% 

26.�%2N"��/�$4/6�3$�3/ห'3��/�Pค%��4% 

27. �O/#;'$4�7PQ�OQ��4%08�14/6�3$$4 (�:�%4$�4%�7P%2�:Q�Pค%�%N4��4%/6�3$) O$��4#/6�7�4%�3�ห4 
O�N�N�็� 3 �%2N"� 

I. �5ห%9/23P�N�O4#4Q�%4�/4�4�3�%N 9P/�4%08�14/6�3$$4 P�$�;O%3�/�:�4� �$.1 O2��
%4$�4%$4 (/4�%2�:N 7$�$4��6�N�7$/ห%9/ห'4$��6�%N/#�3��8Q��3�/3��:�%22�ค์ห'3��/��4%08�14/6�3$$4 N�N� 
$4�7P#7�4%N�%7$#N 9P/���>��4%%3�14 N�็��O�) O'2�O/#;'�N4� N �7P�5N�็�25ห%3��4%�5ห%9/23P �$4 N�O4 #4 Q�
%4�/4�4�3�% 

II. �'6�$4Q��%2N�0R�$N 9P/�4%08�14/6�3$$4 O2��%4$�4%$4 (/4�%2�:N 7$�$4��6�N�7$/
ห%9/ห'4$��6�%N/#�3��8Q��3�/3��:�%22�ค์ห'3��/��4%08�14/6�3$$4 N�N� $4�7P#7�4%N�%7$#N 9P/���>��4%%3�14 
N�็��O�) O'2�O/#;'�N4� N �7P�5N�็�Q��4%�'6�O���ั��:�3�$4N 9P/�4%08�14/6�3$$4 

III. �3�ห4$4�4��O/��'4�Q��%2N�0 O2��%4$�4%$4O'2�O/#;'�N4� N �7P�5N�็�Q��4%�3�ห4  

3.6.2. �Oอ�Aห% คA#?&#อ��อ�(GO/B�?"หล?��อ�O!Nล>2"@%#CP/B�?" 

ค5%3�%/��/��;O/6�3$ห'3��/�O�N'22�4��7P/6�3$25ห%3��;O/6�3$ห'3��%2�52�4��7P/6�3$Q��%2N�0
R�$ N�็�R��4#O��ค5%3�%/��4%��6�3�6�4#�O/�5ห��O'2N�9P/�R�Q��4%08�14/6�3$$4Qค�25ห%3��;O /6�3$ห'3�
�%2�52�4��7P/6�3$Q��%2N�0R�$ (�;%4$'2N/7$�Q�N/O�R��์�/�$4 ) P�$�;O/6�3$ห'3��%2�5 2�4��7P/6 �3$ Q�
�%2N�0R�$�:�OหN��2�O/�'��4#Q�N/�24%ค�'2 1 �:� 

3.6.3. �Oอ�Aห% หล?��@%O2 ��@#'#>�?% ?"ห#Eอ�? QหO! C�@#�N@"คN@� N�"!N@� N ห@�
อ@2@2!?ค#N�B N�O&'N/" &@ N�O& #F��ล @� ห#EอN2C"�C/B! อ?%N'็%(ล!@�@��@#0D�1@/B�?""@ 

25ห%3��4%08�14/6�3$�%2N"� � (N� 42�4%08�14�7/2##;') ห%9/ �%2N"� � ห%9/ �%2N"� ค 
QหOO2��ห'3��4�O2���4%�%2�3�"3$ห%9/�3�QหO#7�4%�N4$คN4��N�$ N�N� คN4%3�14 $4�4' คN4N27$N/'4�5�4� 
ห%9/คN4��N�$�4%2;�N27$/9P� N QหO�3�/4242#3ค%ห%9/�;O#726��6N�4#��ห#4$ ห4�/4242#3 ค% N�6 � N�O��N /$ 
�4�N�O� �:  '"4  ห%9/N27$�7/6� /3�N�็��'#4�4��4%/6�3$�4�ค'6�6� /4�N�็�N/�24%�7P//�P�$�%6 13�
�%2�3�"3$ ห%9/N/�24%�O/��'�%2�:�;O%3��6��/�O'2ค/4#%3��6��/� %/#�8��4%�N4$คN4��N�$�N4� N N 9P/�5
QหO#3P�Q�/N4�;O2�3�2�:��4%08�14/6�3$$4�2%3��6��/��O4��N4� N Nห'N4�7Q   

25ห%3��4%08�14/6�3$�%2N"� � Q��%�7�7P$4/6�3$�3/ห'3�R�O�8Q��2N�7$��5%3�$4O'O/Q��%2N�0
R�$O'2�4%Q�O$4N�็�R��4#�2N�7$��5%3�$4 QหON�็�R��4#�4% 6�4%�4�/� IRB/IEC �7P /$. $/#%3� 

3.6.4. �Oอ�Aห% Pค#�#N@��@#/B�?"�&?&2!&G#�์ 

1. Pค%�%N4��4%/6�3$��3�2#�;%�์ N�็�"414R�$ห%9/"414/3��&1 
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2. R�O%3��4%/�:#3�6�4� IRB/IEC �7P /$. $/#%3� $�N/O� �%�7%/�4%/�:#3�6 IRB/IEC �7P /$. 
$/#%3� QหO$9P���3�'N42:��7P#7 

3. �O/��%2�/��O/$�O/#;'%4$'2N/7$�Q�ห3/�O/�N4� N QหOค%��O/�O'2N%7$�'5�3� �4# ICH 

GCP ��3�'N42:� 

3.6.5. �Oอ�Aห% N�CP"/�?&Nอ�2@#อ%F!?!B�@#0D�1@/B�?""@�@� IRB/IEC #CP อ". "อ!#?& 

1. �; O/ 6� 3$ห'3��/�O�N'22�4��7 P/ 6� 3$#7ห�O4�7P%3��6��/�QหO#7�4%�//�:#3�6QหO�5�4%/6� 3$�4� 

IRB/IEC �7P /$. $/#%3� O'2R�O%3��4%/�:#3�6�N/�N%6P#�5N�6��4%/6�3$  

2. IRB/IEC �7P /$. $/#%3� N�็�R��4#�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� 
ห'3�N���์ / 6� 7�4% O'2N�9 P/�R��4%$/#%3�ค�2�%%#�4% 6�4%�4�% 6$�%%#�4%/6� 3$Q�ค��7 P 6�4%�4
Pค%��4%/6�3$�4�ค'6�6�N�7P$/�3�$4 O'225�3��4�ค�2�%%#�4%/4ห4%O'2$4N�$O %N�3��7%4$�9P/N�$O %N��
N/O�R��์  

3. �; O2� 3�2�:��4%08�14/6� 3$$4$9P�25N�4N/�24%/�:#3�6QหO�5�4%/6�3$�4�  IRB/IEC �7 P /$. 
$/#%3� ��3�"414R�$ P�$N/�24%/�:#3�6�O/�#7�O/#;'/$N4��O/$ �3��N/R��7Q  

(1) �9P/�/�ค�2�%%#�4%1 �4#�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3� 

(2) �9P/Pค%��4%/6�3$"414R�$ 

(3) �9P/�3�/6�3$ 

(4) �9P/2�4��7P/6�3$�3Q�ห#��7PR�O%3�/�:#3�6 
(5) N/�24%Pค%��4%/6� 3$ O'2N/�24%�7 P N�7 P$/�O/�  % O/#�3 Q� %2�:��3� ( Version) �7P

ค�2�%%#�4% 6�4%�4�%6$�%%#�4%/6�3$Q�ค�/�:#3�6  

(6) %2$2N/'4�7P/�:#3�6QหO/6�3$ O'2/ห%9//3�ห#�/4$:  

4. �4%08�14/6�3$$4�%2N"� � QหO$9P�N/�24%/�:#3�6�4� IRB/IEC �7P /$. $/#%3� %O/#�4%$9P�ค5
�/�4# O�� 0$.1 

5. �4%08�14/6�3$$4�%2N"� � O'2 ค �%�7�7P/$;N%2ห/N4�%/�4% 6�4%�4�/� IRB/IEC �7P /$. 
$/#%3� �;O2�3�2�:��4%08�14/6�3$$424#4%�2N�N/�24%/�:#3�6QหO�5�4%/6�3$�4�  IRB/IEC �7P /$. $/#%3� 
"4$ห'3�R�O  

3.6.6. �Oอ�Aห% N�CP"/�?&Nอ�2@#�CQO���@#�? ห@"@ 

1. �;O2�3�2�:��4%08�14/6�3$$4/4��3�ห4$4/6�3$�O/$/6�7�4%�N4� N R�OO�N �5ห%9/23P�$4N�O4#4Q�
%4�/4�4�3�%N 9P/�4%08�14/6�3$$4 �4%�'6�$4N 9P/�4%08�14/6�3$$4  ห%9/�4%�3�ห4$4�4 ��O /��'4 �Q�
�%2N�0 �3�%4$�4%�7PO2��Q� O�� 0$.1 /$N4�R%�O�4# �5�/�$4�7P�3�ห4�2�O/�N�็�R�/$N4�2#Nห�:2#�' 

2. QหO�;O2�3�2�:��4%08�14/6�3$�3��5N/�24%�7QO���4%�3�ห4$4 P�$O�N�ห3/�O/ห'3�N�็� 3 2N/� 
�8P�2/�ค'O/��3�/6�7�4%�3�ห4$4 �3��7Q  

(1) �4%�5ห% 9/23 P�$4N� O4#4Q�%4�/4�4� 3�%N 9P/�4%08�14/6�3$$4  �O4#7 QหOO2���4%
ค5�/�/$N4�2#Nห�:2#�'25ห%3�Q�O�5N�6��4%08�14/6�3$$4��26Q�2:��4%Q�O$4�4#Pค%�%N4��4%/6�3$ ห4�R#N
24#4%�%2�:%2$2N/'4�7P26Q�2:�R�OQหOค5�/�R#NN�6� 5 �? P�$/4�ค5�/�N�9P/�%2#4� 20% ห%9/N�็�R��4#
Nห�:�'ค/4#�5N�็� 
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(2) �4%�'6�$4N 9P/�4%08�14/6�3$$4 �O4#7 QหO�;%4$'2N/7$�Q�O�� 0$.1 

(3) �4%�3�ห4$4�4��O/��'4�Q��%2N�0 �O4#7 QหO�;%4$'2N/7$�Q�O�� 0$.1 

3.6.7. �Oอ�Aห% หล?��@%O2 ��@#(ลB!"@!@!หล?�N���์/B$C�@##CP CQ%�@#(ลB!"@ (GMP) 

1. �;O2�3�2�:��4%08�14/6�3$$4#7ห�O4�7P�3�ห4$4/6�3$ห%9/$4�7PQ�O%N/#�8P��'6��4# GMP 

2. $4�7P�3�ห4�O/$�4%�5ห%9/23P�$4N�O4#4Q�%4�/4�4�3�%N 9P/�4%08�14/6�3$$4 QหOQ�Oห�3�29/
%3�%/� GMP �4�ห�N/$�4��5�3��;O'�O4�$4�/�%3� �8P�O2���4%%3�%/�Q�ห#/��/�$4�7P�2�//�:�4��'6�
O'2R#Nห#�/4$: �3Q��7Q �4��%�7/4�Q�ON/�24%/9P�O�� �3��7Q 

(1) /$;N%2ห/N4�%/�4%//�ห�3�29/%3�%/� GMP �4�ห�N/$�4��5�3��;O'�O4�$4�/�%3� QหO
$9P�%4$�4��4%�%/��%2N#6� GMP �7P#7�'O2��ค/4#2/�ค'O/��3�#4�%�4�O��R�O 

(2) $4�7P�'6�N 9P/Q�OQ��4%08�14/6�3$$4%2$2�7P 1 /4�R�O%3�$�N/O��4%�%/��%2N#6� GMP 

�4�ห�N/$�4��5�3��;O'�O4�$4�/�%3� QหO$9P�ห�3�29/%3�%/��3/N/�P�$�;O�7P#7ห�O4�7P%3��6��/��O4�%2���%2�3�
ค:�"4 R�O 

(3) $4�7P/O4�/6� Certificate of Pharmaceutical Product (CPP) �8P�%2�:�8��4%�8Q��2N�7$�
N 9P/�5ห�N4$Q��%2N�0�3Q� O'2%2�:/N4#7�4%�%/�%3�%/�#4�%�4� GMP O'O/ QหO$9P� CPP O��R�O 

(4) �%�7 $4�7P/O4�/6��4%�8Q��2N�7$�Q��N4��%2N�0 P�$Q�Oห'3��4�/9P� N N�N� ห�O4N/O�R��์
�/� NRA N�็��O� R#N�O/�O�� GMP O�N�O/��%/�2/�O'O//N4N�็��4%�8Q��2N�7$�$4�7P#7ค/4#O%�O'2%;�O��
N�7$/�3� O'2Oห'N��'6�N�7$/�3��3�$4�7P�5#4Q�OQ��4%08�14/6�3$$4�7Q 

3. $4�7 P� 3�ห4�O/$�4%�'6�Q��%2N�0R�$N 9 P/�4%08�14/6� 3$$4 QหO$ 9P�ห�3�29/%3�%/� GMP 
�%2N"�$4O���ั��:�3� �8P�O2���4%%3�%/�Q�ห#/��/�$4�7P�2�//�:�4��'6� O'2ค�2�4� 2%3� %/�Q�
�N/�N/'4�7P�'6�N 9P/�4%08�14/6�3$$4 ห%9/�4��%�7�7P/4�Q�ON/�24%/9P�O�� �3��7Q 

(1) /$; N%2ห/N4��%2�/��4%�%/��%2N#6� QหO$ 9P�ห'3��4�O2���4%$9P��/%3��4%�%/�
�%2N#6�R�O ห%9/ 

(2) $4�7P�'6�N 9P/Q�OQ��4%08�14/6�3$$4%2$2�7P 1 R�O%3�$�N/O��4%�%/��%2N#6� GMP �4�
25�3��4�ค�2�%%#�4%/4ห4%O'2$4 QหO$9P�ห�3�29/%3�%/��3/N/�P�$�;O�7P#7ห�O4�7P%3��6��/��O4�%2���%2�3�
ค:�"4 R�O 

4. $4�7P�3�ห4�4��O/��'4�Q��%2N�0R�$ #7N'��2N�7$��5%3�$4O'2Oห'N��7P#4�7P�;��O/ � R#N
�O/�$9P�ห'3��4�O2���4%�'6�$4�4# GMP 

3.6.8. �Oอ�Aห% Nอ�2@#�Oอ!Gล2Aห#?&อ@2@2!?ค#Oล>Nอ�2@#Q&"B%"อ! 

1. R�O%3��4%/�:#3�6�4� IRB/IEC �7P /$. $/#%3� $�N/O� �%�7%/�4%/�:#3�6 IRB/IEC �7P /$. 
$/#%3� QหO$9P���3��7P/$;N%2ห/N4��4% 6�4%�4�3Q� 

2. #7"414�7PNห#422#�3�/4242#3ค% N�N� /4242#3ค%�4/R�$QหO$9P���3�"414R�$ /4242#3ค%
�N4��4�6QหOQ�O"414�N4��4�6R�O  %O/#�3�O����3�O�'N�็�"414R�$ห%9/"414/3��&1 %O/#%3�%/�/N4�O/ค/4#
"414�N4��4�6�%��3�"414R�$ห%9/"414/3��&1 

3. N/�24%N 9P/�4%QหO�O/#;'O'2ค5/�6�4$Q�%2ห/N4��4%�/ค/4#$6�$/#O'2Q� N/�24 %Q�
$6�$/# %/#�3Q�N/�24%/9P��7P�2QหO/4242#3ค% �O/�#7%4$'2N/7$��4# ICH GCP ��3�'N42:�  %O/#�3Q�%2�:
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�5�/�/4242#3ค%�7P N�O4%N/#�4%/6�3$P�$�%2#4��/��3Q�Pค%��4% O'2�5�/�/4242#3ค%O�N'22�4 �3� Q�
�%2N�0R�$ 

 

3.6.9. �Oอ�Aห% �ล@�"@/B�?" 

1. QหO$9P��'4�ห%9/"4 �'4��/��:�"4��2�%%�:O'2�:���4��%%�: �7P#7%;�O��Nห#9/��'4��7P
Q�O�%6� 

2. Q�O"414R�$ $�N/O� �9P/$4/%ห32$4 O'2�O/#;'�;O2�3�2�:�Pค%��4%/6�3$ QหOQ�O"414R�$ห%9/
"414/3��&1R�O O'2�%�7�/�$4�7P�%6ห4%$4P�$�:ค'4�%�4��4%O �$์ QหOQ�O"414R�$ห%9/"414/3��&1R�O  

3. �#�C#?P/R' �'4��3Q��%%�:"3��์��#";#6O'2�%%�:"3��์�:�6$";#6�2�O/�#7�O/#;'/$N4��O/$ �3��7Q 
(1) �9P/$4/%ห32$4 ��4�ค/4#O%� %;�O���4�N"23�"3��์ �N/��4��4%QหO$4 �%6#4�ห�N/$

�3� �%�7�7PN�็��4%/6�3$O�����>��4%%3�14 �'4��O/�#7�O/ค/4#%2�:/N4 <"@หลอ� ห#Eอ [�EPอ"@/#ห?2"@] + 
[�%@ ค/@!O#�]= 

(2) %ห32Pค%��4%/6�3$ ห%9/ �9P/Pค%��4%/6�3$ 

(3) %:N��'6� O'2ห%9/ N'�%ห32 N 9P/Q�O�N��7Q2N/��%2�/�O'2�3Q��/��4%�%%�: 
(4) ห#4$N'�/4242#3ค%ห%9/ห#4$N'��4%%3�14 O'2ห#4$N'��4%�3�ห#4$ (�O4N�7P$/�O/�)  
(5)  /6�7�4%Q�O$4 /4�/O4�/6��4#N/�24%�7P�5�8Q�N� 42N 9P//�6�4$QหO�3�/4242#3ค% (N�N� 

�3��8��4%Q�O$4) ห%9/�:ค'4�%�7PN�็��;O�%6ห4%�'6�"3��์$4 N 9P/29P/24%/N4/4242#3ค%ห%9/�:ค'4�%�7PN�็��;O�%6ห4%
�'6�"3��์$4�224#4%�Q�O$4R�O�;��O/�R�O/$N4�R% 

(6) �9P/ �7P/$;NO'2ห#4$N'�P�%03 �์�/��;O2�3�2�:��4%/6�3$ ห%9/ /�ค์�%�7P%3��5/6�3$�4 #
23��4 ห%9/ �;O/6�3$ (�:�ห'3�25ห%3��4%�6��N/�O/#;'�'6�"3��์ �4%/6�3$�4�ค'6�6� O'2�4%N�>�N�$�4%���> �
�4%%3�14 �%�7�:�N�6�) N/O�O�N�%�7�7P/4242#3ค%R�O%3��3�%�%2�5�3/�8P�O2���O/#;'Nห'N4�7Q O'2R�O%3�ค5O�2�5
QหON�O�N/�24%�7QQ�ค/4#ค%/�ค%/��'/�N/'4 

(7) �O/ค/4# <Q�ON 9P/�4%/6�3$�4�ค'6�6�N�N4�3Q�= ห%9/ค5/9P��7P#7ค/4#ห#4 $Nห#9/��3 �Q�
"414R�$ 

(8) 2"4/2�4%N�O�%3�14$4 

(9) �N/�%2$2N/'4�7 PQ�O (%2�:Q� O"4$Q�/3��7 P  / 3�ห#�/4$: ห% 9//3���2/��Q5�4#ค/4#
Nห#422#) Q�%;� N�9/�/�? O'2Q�'3�1�2�7Pห'7�N'7P$�ค/4#�5�/# 

(10) �O/ค/4# <N�O�QหO O�#9/N�O�= ห%9/ค5/9P��7P#7ค/4#ห#4$Nห#9/��3�Q�"414R�$ $�N/O�
/4242#3ค%R#NR�O�5$4�'3��O4� 

4. �#�C&##�F ?��์'�! G!Bอ"GN#N/!�?&&##�F ?��์#F!B" G!BN2!อ (N!EPอ�ล@�&##�F ?��์ O@%
%อ�O2 �#@"ล>NอC" !@!�Oอ 3 OลO/) �'4��%%�:"3��์��#";#6�2�O/�#7�O/#;'/$N4��O/$ �3��7Q 

(1) �9 P/$4/%ห32$4 ��4�ค/4#O%� % ;�O���4�N"23�"3��์ � N/��4��4%QหO$4 ($�N/O� 
%;�O��$4�/�O�O��7PQหOP�$�4%%3��%2�4�) �%6#4�ห�N/$�3� �%�7�7PN�็��4%/6�3$O�����>��4%%3�14 �'4�
�O/�#7�O/ค/4#%2�:/N4 <"@หลอ� ห#Eอ [�EPอ"@/#ห?2"@] + [�%@ ค/@!O#�]= 

(2) %ห32Pค%��4%/6�3$ ห%9/ �9P/Pค%��4%/6�3$ 

(3) %:N��'6� O'2ห%9/ N'�%ห32 N 9P/�N��7Q�8�2N/��%2�/�O'2�3Q��/��4%�%%�: 
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(4) ห#4$N'�/4242#3ค%ห%9/ห#4$N'��4%%3�14 O'2ห#4$N'��4%�3�ห#4$ (�O4N�7P$/�O/�)  
(5) �9P/�;O2�3�2�:��4%/6�3$ ห%9/ /�ค์�%�7P%3��5/6�3$�4#23��4 ห%9/ �;O/6�3$ 

5. �#�C&##�F ?��์'�! G!Bอ"GNQ%#G'O&&&ลB2N!อ#์ห#Eอห%N/"�%@ NลO��DP�!C�EQ%#CPR!NN�B % 3 
!@#@�%BQ/ (N!EPอ�ล@�&##�F ?��์ O@%%อ�O2 �#@"ล>NอC" !@!�Oอ 3 Oล>&##�F ?��์'�! G!B อ"GN#N /!�? &
&##�F ?��์#F!B" G!BN2!อ) �'4��%%�:"3��์��#";#6�2�O/�#7�O/#;'/$N4��O/$ �3��7Q 

(1) �N/��4��4%QหO$4 (/4�R#N%2�:�N/��4��4%QหO$425ห%3�%;�O��$4�/�O�O��7PQหOP �$�4%
%3��%2�4�) �%6#4�ห�N/$�3� O'2�%�7�4%/6�3$O��N�>�N�$�4%%3�14 QหO%2�: �9P/$4 /%ห32$4 O'2��4�ค/4#
O%� 

(2) %ห32Pค%��4%/6�3$ ห%9/ �9P/Pค%��4%/6�3$ 

(3) %:N��'6� O'2ห%9/ N'�%ห32 N 9P/�N��7Q�8�2N/��%2�/�O'2�3Q��/��4%�%%�: 
(4) ห#4$N'�/4242#3ค%ห%9/ห#4$N'��4%%3�14 O'2ห#4$N'��4%�3�ห#4$ (�O4N�7P$/�O/�)  
(5) �9P/�;O2�3�2�:��4%/6�3$ ห%9/ /�ค์�%�7P%3��5/6�3$�4#23��4 ห%9/�;O/6�3$ 

6. �4%�6��'4�$4�2�O/��5N�6��4%�4##4�%�4�Q�2�4��7P�7P R�O%3�/�:�4��'6 �$4 �7P�; ��O /� 
O'22/�ค'O/��3��%2�40�%2�%/�24�4%�2:� N%9P/� �4%�5ห��%4$'2N/7$�N�7P$/�3�ห'3�N���์O'2/6�7�4%Q�
�4%�'6�$4O���ั��:�3�O'2O�OR�N 6P#N�6#ห'3�N���์O'2/6�7�4%Q��4%�'6�$4O��P�%4� �4#��ห#4$/N4�O/$
$4  .0. 2559 �8P�%2�:N�7P$/�3��'4�$4/6�3$R/OQ�"4ค��/�N�7P$/�3��4%�'6��'6�"3��์$4/6�3$  

7. �#�C�@#N!#C"!"@N�EPอ&#Bห@#"@ � 2"@%#CP/B�?" #AQหO!Oอ�!B �ล@�Qห!N#CP&##�F ?��์#CP�>
Q�O&#Bห@#"@ N�N� �4%N�%7$#ห%9/�2#$4�7� �4%N�%7$#�N4$$4N 9P/%3��%2�4�Q��3��7 N�็��O� �;O$9P�ค5�/
�2�O/��5QหO#3P�Q�/N4�;O/6�3$ห'3�ห%9/�;O�7PR�O%3�#/�ห#4$  

(1) �3��5�'4��7P#7�O/#;'�7PNห#422#O'2�;��O/��4#/3��:�%22�ค์�/�Pค%��4%/6�3$  

(2) �3��5ค;N#9/#4�%�4��4%��6�3�6�4� (Standard Operating Procedure) ห%9//6�7�7P N�็�
#4�%�4�Q�N�%7$#$4O'2�6��'4�$42/�ค'O/��3�ห'3�N���์O'2/6�7�4%Q��4%�'6�$4O���ั��:�3�  

(3) �5N�6��4%�4#ค;N#9/P�$N"23��%ห%9/�:ค'4�%/6�4�7 �O4�2:�"4 /9P��/�2�4 ��7P/6�3 $�7P
�N4��4%/�%#/$N4�Nห#422#  

(4) #7ห'3��4��3��8��4%��6�3�6 #7�4%�%/�2/�P�$�:คค'�7P2/�N�็�/$N4��O/$ "4$Q�O�4%
ค/�ค:#�4%�6��'4�/$N4�Nค%N�ค%3� 

(5) N�O�%3�14ห'3��4�O'2�3��8�N/�24%�N4� N �7PN�7P$/�O/N 9P/%/�%3��4%�%/�2/��4��;O #7
/5�4�ห%9/�/�$4 

�3Q��7Q �;O$9P�ค5�/R#N�O/�$9P��'4�Q��%�7�7Q %O/#�3�ค5�/O�N�2�O/��5QหO#3P�Q�/N4 �;O/6�3 $ห'3 �
ห%9/�;O�7PR�O%3�#/�ห#4$�5N�6��4%�4#�O/�5ห��Nห'N4�7Q O'2 %O/#%3��4%�%/�2/�ห%9/�%/��%4 �4%/6�3$
N2#/ 

8. ห4�#7Nห�:�5N�็� �;O$9P�ค5�//4��/QหO�/�$4 6�4%�4�N/��3��O/�5ห��N�7P$/�3��'4��3��O/
�N4� N �O4��O�R�OQ��4��%�7 /4�6 

(1) �O/#;'���'4��7P/4�/O4�/6�N/�24%/9P� N�N� /6�7�4%QหO$4/O4�/6��3��8��4%Q�O$4 N�็��O� 
P�$QหOO��N/�24%�7PQ�O/O4�/6� %O/#ค5/�6�4$ 
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(2) �4%�6��'4�N 6 P#ห'3��4��'6�ห%9/�5N�O4$4#4Q��%2N�0R�$N 9 P/QหON�็�R��4#
�O/�5ห��N�7P$/�3��'4�$4/6�3$ QหOO2�� 1) �'4�ห%9/"4 �'4��7P#7%;�O��Nห#9/��'4��7PQ�O�%6� 2) 2�4��7P
�5N�6��4%�6��'4�N�็�2�4��7P�7PR�O%3�/�:�4��'6�$4�7P�;��O/� ห%9/ ห4�#7Nห�:�5N�็� /4��/�N/��3��4%
�5N�6��4%�6��'4�Q�2�4��7P�7P24#4%�ค/�ค:#QหON�็�R��4#N�9P/�R�O�� �8P��2�O/��5N�6��4%P�$ N"23 ��%
ห%9/�:ค'4�%/6�4�7 �O4�2:�"4 /9P��/�2�4��7P/6�3$ห%9/�;O�5�3��;O'�4%/6�3$�7P�N4��4%/�%#/$N4� Nห#422# 
�3��5�3Q��/��4%��6�3�6�4� �3��8��4%��6�3�6 #7�4%�%/�2/�P�$�:คค'�7P2/� #7�4%ค/�ค:#�4%�6��'4�/$N4�
Nค%N�ค%3� O'2�4%�5N�6��4%�O/�2/�ค'O/��3�ห'3�N���์O'2/6�7�4%Q��4%�'6�$4O���ั��:�3�  

(3) �'4�$4�7PQ�OQ��4%08�14/6�3$$4N�7$/�3��8P�Nค$R�O%3�/�:�4��4# O�� �.$.#.1 ห%9/ 
�.$.8 25ห%3��4%08�14/6�3$Q�#�:1$์ 

9. �4%�/�N/��3��O/�5ห��N�7 P$/�3��'4��4#�%�7Q��O/ 8 QหOQ�OO&&�อ#์!�อ(Nอ%(?%
�Oอ�Aห% �ล@�"@N'็%�#�CN��@> ( G#@"ล>NอC" Q%N/O&R�!์�อ�"@) �3Q��7Q Q��:��%�7 �2�O/�ค5�8��8�26��6 
ค/4#�'/�"3$ O'2ค/4#N�็�/$;N�7P�7�/�/4242#3ค% �'/����'�4%/6�3$�4�ค'6�6��7P�N4N�9P/�9/ N�็�25ค3�  

10. �%�7�/N�'7P$�O�'��O/#;'�N/�%2$2N/'4�7PQ�O$4 QหO�6��'4�N 6P#�8P�%2�:/3��7PQห#NO'2Q�O%:N�
�'6�N�6# QหO$9P��'4�ห%9/"4 �'4��7P#7%;�O��Nห#9/��'4��7PQ�O�%6� P�$/4��>��3�/3��7PN�6# O�N�O/�R#N�>��3�
��%:N��'6�N�6#�O/$Nห�:�'�O4��4%ค/�ค:#ค:�"4   �3Q��7Q �2�O/��5N�6��4%Q�2�4��7P�7PR�O%3�/�:�4��'6�$4�7P
�;��O/� ห%9/ ห4�#7Nห�:�5N�็� /4��/�N/��3��4%�5N�6��4%�6��'4�Q�2�4��7P�7P24#4%�ค/�ค:#QหON�็�R��4#
N�9P/�R�O�� �8P��2�O/��5N�6��4%�6��'4�P�$N"23��%ห%9/�:ค'4�%/6�4�7 �O4�2:�"4 /9P��/�2�4��7P/6�3$ห%9 /
�;O�5�3��;O'�4%/6�3$�7P�N4��4%/�%#/$N4�Nห#422# �3��5�3Q��/��4%��6�3�6�4� �3��8��4%��6�3�6 #7�4%
�%/�2/�P�$�:คค'�7P2/� #7�4%ค/�ค:#�4%�6��'4�/$N4�Nค%N�ค%3� O'2�4%�5N�6��4%�O/�2/�ค'O/��3�
ห'3�N���์O'2/6�7�4%Q��4%�'6�$4O���ั��:�3� ($9P� O&&�อ#์!�อ(Nอ%(?%�Oอ�Aห% �ล@�"@ N '็%�#�C
N��@> ( G#@"ล>NอC" Q%N/O&R�!์�อ�"@)) 

11. ค5O�2�525ห%3�$4�7P�5#4Q�O�4#%2�:Q�Pค%�%N4��4%/6�3$N 9P/Q�O�4#�O/�N�Q�O�7PR�O%3��4%�8Q�
�2N�7$�Q��%2N�0R�$P�$N�็�$4�7P�3�ห4#4�4��O/��'4�Q��%2N�0R�$O'2R#N#7Nห�:�5N�็��7P�2�O/��N4��4%
�%2�/��4%�'6�ห%9/�%2�/��4%�%%�:/7� ค/%N 6P#N�6#�O/ค/4#�N/R��7Q��"4��2�%%�:N�6# O�N�O/�R#N�>��3�
�'4�N�6# 

(1) �9P/�;O2�3�2�:��4%/6�3$ ห%9/ /�ค์�%�7P%3��5/6�3$�4#23��4 ห%9/�;O/6�3$ 

(2) %ห32Pค%��4%/6�3$ 

(3) �O/ค/4# <Q�ON 9P/�4%/6�3$�4�ค'6�6�N�N4�3Q�= ห%9/ค5/9P��7P#7ค/4#ห#4 $Nห#9/��3 �Q�
"414R�$ 

3.6.10. �Oอ�Aห% Nอ�2@#คGN!Eอ(GO/B�?" (ห#Eอ Nอ�2@#�A�?&"@) Oล>ห#Eอ�Oอ!GลN�BP!N!B! 

1. N 9P/QหO#7�O/#;'�/�$4/6�3$ห%9/$4�7PQ�O%N/#�7P�3�2#3$O'2N�็��ั��:�3� �;O2�3�2�:��4%08�14/6�3$
$4�2�O/�%/�%/#�O/#;'�7P�3�2#3$�7P2:��/�$4/6�3$�7PR#NQ�N$4N�%7$�N�7$�R/OQ�N/�24%ค;N#9/�;O/6�3$ O'2�O/#;'�/�
$4N�%7$�N�7$�ห%9/$4�7PQ�O%N/#�8P��8Q��2N�7$��5%3�$4O'O/�2N�็�R��4#N/�24%�5�3�$4�4#�2N�7$��5%3�$4�3Q�   

2. Q��%�7�7P�O/#;'/O4�/6�Q��4%08�14/6�3$$4Q�O�O/#;'�4��4%08�14/6�3$�7PR#NR�O%2�:R/OQ�N/�24%
ค;N#9/�;O/6�3$ห%9/N/�24%�5�3�$4 N�N� #7�'�4%08�14�4��4%08�14/6�3$�7PR#NR�O�5Q�ค� (non-clinical study)  
ห%9/ �4%08�14/6�3$Q�ค� (clinical study) N 6P#N�6# ห%9/#7%4$'2N/7$�R#NN 7$� / ห%9/Nห�:�'�%2�/��4%
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08�14/6�3$$4R#NN 7$� / N�็��O� �;O$9P�ค5�/ค/%$9P��O/#;'N 6P#N�6#N 9P/N�็�ห'3��4��%2�/��4% 6�4%�4 ห%9/ 
�4�ค%3Q��;O�%2N#6�/4��/�O/#;'N 6P#N�6#N 9P/Q�O�%2�/��4% 6�4%�4/�:�4��4%08�14/6�3$$4  

3. O�/�4��4%$9P�N/�24% 2%:�R�O�3��7Q 
(1) 25ห%3�$4/6�3$�7PR#NQ�N$4N�%7$�N�7$� QหO$9P�N/�24%ค;N#9/�;O/6�3$ /$N4�R%�O�4# ห4��;O$9P�ค5

�/$9 P� <N/�24%ค/�ค:#ค:�"4 O'2�4%�'6�$4= P�$/O4�/6��4%�8 Q��2N�7$��5%3�$4Q��%2N�0R�$ห%9/
�N4��%2N�0 QหO$9P�N/�24%�5�3�$4�7PR�O%3�/�:#3�6�4�ห�N/$�4��5�3��;O'�O4�$4�/��%2N�0�3Q�N 6P#N�6#�O/$  

(2) 25ห%3�$4N�%7$�N�7$�ห%9/$4�7PQ�O%N/# QหO$9P�N/�24%�5�3�$4�7P2/�ค'O /��3 ��4 %�8Q�
�2N�7$��5%3�$4Q��%2N�0R�$ห%9/�N4��%2N�0�7PQ�O/O4�/6�Q��O/ <N/�24%ค/�ค:#ค:�"4 O'2�4%�'6�$4= 

(3) N 9P/�%2P$��์�O4��4%�%2N#6��4�/6�4�4% QหO$9P��O/#;'�4��4%08�14/6�3$�7PR#NR�O% 2�:R/O
Q�N/�24%ค;N#9/�;O/6�3$ห%9/N/�24%�5�3�$4 /4�6 non-clinical study ห%9/ clinical study N 6P#N�6# (�O4#7) 

4. N/�24%ค;N#9/�;O/6�3$QหON�็�R��4# ICH GCP �3��N/R��7Q 
(1) ค/% 6�4%�4���/�N/�24%ค;N#9/�;O/6�3$/$N4��O/$�?'2ค%3Q�O'2ค/%�%3��%: �O�OR ��4 #

ค/4#�5N�็� O'2/4�2#ค/%�%3��%:�R�O�N/$ค%3Q��8Q��3�%2$2�/��4% 3��4$4O'2�O/#;'Qห#N�7P N 6P#�8Q�  

(2) #7ห'3��4�/N4R�O�5N2�/N/�24%ค;N#9/�;O/6�3$�N/ IRB/IEC �7P /$. $/#%3�O'O/ $�N/O� �%�7
%/�4%/�:#3�6�4� IRB/IEC �7P /$. $/#%3��7PN�7P$/�O/� QหO$9P���3��7P/$;N%2ห/N4��4% 6�4%�4�3Q� 

(3) �%2�/��O/$�O/#;'�N4�N �4# ICH GCP ��3�'N42:� 

5. N/�24%�5�3�$4 ค/%#7N�9Q/ห42/�ค'O/�O�/�4��4%�3��5N/�24%�5�3�$425ห%3��: ค'4 �%
�4��4%O �$์ 

6. Non-clinical study P�$N� 42/$N4�$ 6 P�  Toxicology �O/�N�็�R��4# Good Laboratory 

Practice (GLP) O'2 �4%08�14/6�3$�4�ค'6�6��O/�N�็�R��4# Good Clinical Practice 

3.6.11. �Oอ�Aห% Nอ�2@#�@#ค/&คF!คF� @�Oล>�@#(ลB!"@ 

1. QหO$9P�N/�24%ค/�ค:#ค:�"4 O'2�4%�'6�$425ห%3�$4�7PQ�OQ��4%08�14/6�3 $$4 �: ��3 / QหO
2/�ค'O/��3��7P%2�:R/OQ� O�� 0$.1 

2. �4%$9 P�N/�24%ค/�ค:#ค:�"4 O'2�4%�'6�$4  � 8�O�N�N�็� 2 O�/�4�ห'3� �3�O2��
%4$'2N/7$�Q� !@#@��@#"EP%Nอ�2@#ค/&คF!คF� @�Oล>�@#(ลB!"@ 

 

�@#"EP%Nอ�2@#ค/&คF!คF� @�Oล>�@#(ลB!"@ 

i. �@#O2 ��Oอ!GลO&& New Chemical Entity (NCE) ห#Eอ Chemistry Manufacturing and Controls (CMC) 
R�OO�N 

 1) $9P�N/�24%O2���O/#;'�O4�ค:�"4 �/�$4 NCE P�$#7ห3/�O/�N4� N �4#�7P%2�:Q�%4$�4%ห3/�O/�8P��5ห��R/O
N�็��3Q��P525ห%3��4%/6�3$%2$2�N4� N ( @ค(%/� 2) O'2 

2) 25ห%3�ห3/�O/ <Attestation that the dosage form was manufactured under Good Manufacturing 

Practices (GMP) conditions= QหO$9P�25N�4ห�3�29/%3�%/� GMP �7P//�P�$ห�N/$�4��5�3��;O'�O4�$4�/�
%3� �8P�O2���4%%3�%/�Q�ห#/��/�$4�7P�2�//�:�4��'6�O'2R#Nห#�/4$: (Nอ�2@#�Oอ%CQ ห!@""D�Nอ�2@#
N C"/�?&Nอ�2@#'#>�อ&คA�อ#CP"EP%Q%#@"�@##CP 7) 

 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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ii. �@#อO@�อB��@#�DQ%#>N&C"%!A#?&"@Q%'#>N#0R#"ห#Eอ!N@�'#>N#0 อ"N@�Q อ"N@�ห%DP� �3��7Q 
(1)  /O4�/6��4%�8Q��2N�7$��5%3�$4Q��%2N�0R�$ 

- N�็��2N�7$��5%3�$4�7P$3�ค�2�4�2�8Q��2N�7$�/$;N 
- �;O2�3�2�:��4%08�14/6�3$$4�O/��%/�2/�O'2�5QหO#3P�Q�/N4$4/6�3$ห%9/$4N�%7$�N�7$��N4��4%�'6�O'2�4%

ค/�ค:#ค:�"4 Nห#9/��3� O'2#7�;O�'6�N�7$/�3��3��;O�'6��7P%2�:/$;NQ��2N�7$��5%3�$4�3Q�Q��%2N�0R�$ �8�
�2/O4�/6�N�N��7QR�O 

- QหO%2�:�4%/O4�/6�O'2N'��2N�7$��5%3�$4Q� O�� 0$.1 2N/��7P 4 �O/#;'$4 

(2)  /O4�/6��4%�8Q��2N�7$��5%3�$4Q��N4��%2N�0 �O/$ Certificate of Pharmaceutical Product (CPP)/ Certificate 

of Free Sale (CFS) 

- �;O2�3�2�:��4%08�14/6�3$$4�O/��%/�2/�O'2�5QหO#3P�Q�/N4$4/6�3$ห%9/$4N�%7$�N�7$��N4��4%�'6�O'2�4%
ค/�ค:#ค:�"4 Nห#9/��3� O'2#7�;O�'6�N�7$/�3��3��;O�'6��7P%2�:/$;NQ� CPP/CFS O'2$3�$3�/N4#7�5ห�N4$Q�
�O/��'4��/��%2N�0�3Q� �8��2/O4�/6�N�N��7QR�O 

- %2�:�4%/O4�/6� CPP/CFS Q� O�� 0$.1 2N/��7P 4 �O/#;'$4 

- �%�7$9P� CPP �2�O/�#7N�9Q/ห4N�็�R��4# Model certificate of a pharmaceutical product �/�/�ค์�4%
/�4#3$P'� O'2R#Nห#�/4$: 

- �%�7$9P� CFS �2�O/�%2�:/N4$4R�O�8Q��2N�7$��5ห�N4$Q��O/��'4��/��%2N�0�3Q� O'2O2��ห�3�29/%3�%/� 
GMP 

(3)  /O4�/6��4%�8Q��2N�7$��5%3�$4Q��N4��%2N�0 �O/$ห'3��4�/9P� N �7PO2���4%�8Q��2N�7$��5%3�$4�4�ห�N/$�4�
�5�3��;O'�O4�$4 (NRA) 

- �;O2�3�2�:��4%08�14/6�3$$4�O/��%/�2/�O'2�5QหO#3P�Q�/N4$4/6�3$ห%9/$4N�%7$�N�7$��N4��4%�'6�O'2�4%
ค/�ค:#ค:�"4 Nห#9/��3� O'2#7�;O�'6�N�7$/�3��3��;O�'6��7P%2�:/$;NQ�ห'3��4�O2���4%�8Q��2N�7$��5%3�$4�7P
/O4�/6� O'2$3�$3�/N4#7�5ห�N4$Q��O/��'4��/��%2N�0�3Q� �8��2/O4�/6�N�N��7QR�O 

- %2�:�4%/O4�/6�ห'3��4�/9P� N �7PO2���4%�8Q��2N�7$��5%3�$4�4� NRA Q� O�� 0$.1 2N/��7P 4 �O/#;'$4 

- $9P�ห'3��4�/9P� N �7PO2���4%�8Q��2N�7$��5%3�$4�4� NRA �8P�/4�/$;NQ�%;�O���N4� N /4�6 �O/#;'�7P 6# ์
�4�N/O�R��์�/� NRA �7P$4�3Q��8Q��2N�7$� ห%9/ N/�24%�5�3�$4ห%9/�'4�$4�7PR�O%3��4%�8Q��2N�7$��8P�%2�:
N'��2N�7$��5%3�$4R/O N�็��O� P�$ห'3��4%O'O/N/�24%�N4� N �2�O/�24#4%�N�9P/#P$��3�R�O/N4N�็�N/�24%
�/�$4�2N�7$��5%3�N�7$/�3� 

 

3. N�9P/��4��4%�3�ห4$4/6�3$O'2$4�7PQ�O%N/#/4�N�็�R�R�Oห'4$O�/�4� %/#�8�2�4�2�4%�8Q�
�2N�7$��5%3�$4O'2�4%/O4�/6��2N�7$��5%3�$4 �3��3Q� �4%$9P�N/�24%�N4� N O'2�4%%2�:�O/#;'�;O�'6�$4Q�
O�� 0$.1 2N/��7P 4 �O/#;'$4 �8�ค/%2/�ค'O/��3��3�ห'3��4��N4� N P�$N�็�R��4#O�/�4��7P2%:�Q� !@#@�
O2 �ค/@!2?!�?%$์#>ห/N@��@#"EP%Nอ�2@#ค/&คF!คF� @�Oล>�@#(ลB!"@ Nอ�2@#�Oอ!Gล"@ Oล>�@##>&F
(GO(ลB!"@Q%O&& 0".1 2N/%#CP 4 �Oอ!Gล"@ �O4�'N4��7Q 

#CP �@#"EP% CMC Nอ�2@#�Oอ!Gล"@ (IB ห#Eอ 
PI ห#Eอ�Oอ!GลN�BP!N!B!)* 

�@##>&F(GO(ลB!"@Q% O&& 0".1 
2N/%#CP 4 �Oอ!Gล"@ 

1 NCE + GMP Certificate IB +/- �O/#;'N 6P#N�6# �4#%2�:Q� NCE 
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#CP �@#"EP% CMC Nอ�2@#�Oอ!Gล"@ (IB ห#Eอ 
PI ห#Eอ�Oอ!GลN�BP!N!B!)* 

�@##>&F(GO(ลB!"@Q% O&& 0".1 
2N/%#CP 4 �Oอ!Gล"@ 

2 /O4�/6��4%�8Q��2N�7$��5%3�$4Q�R�$ PI �/��2N�7$��5%3�$4�7P
/O4�/6� 

(+/- IB +/- �O/#;'N 6P#N�6#*) 

�4#%2�:Q��2N�7$��5%3�$4Q��%2N�0
R�$ 

3 /O4�/6� CPP/CFS PI �/��2N�7$��5%3�$4�7P
/O4�/6� 

(+/- IB +/- �O/#;'N 6P#N�6#*) 

�4#%2�:Q� CPP/CFS 

4 ห'3��4�/9P� N �7PO2���4%�8Q��2N�7$�
�5%3�$4�4� NRA 

PI �/��2N�7$��5%3�$4�7P
/O4�/6� 

(+/- IB +/- �O/#;'N 6P#N�6#*) 

�4#%2�:Q�ห�O4N/O�/ PI/ �'4�/ 
Oห'N��O/#;'�7P23# 3��์�3��2N�7$��5%3�
$4�7P/O4�/6� 

ห/@0Nห!@ *  A 3.6.10 �Oอ�Aห� Nอ�2@1คAN/?อ"AO/B�?0 (ห1?อ Nอ�2@1�A�? 0@) Oล>ห1?อ�Oอ/AลNพB่/N!B/  

3.6.12. �Oอ�Aห% N�CP"/�?&หล?��@%�@#อO@�อB�(ล�@#'#>N!B%�อ�ห%N/"�@%ค/&คF!"@#CP อ". 
"อ!#?& ("O@!C) 

QหON�็�R��4#O�/�4�Q�  @ค(%/� 3 

3.6.13. �Oอ�Aห% N�CP"/�?&�@#!อ&อA%@�Oล>ห%?�2Eอ!อ&อA%@� 

�4%#/�/5�4�25ห%3��4%$9P�ค5�/�4�%2��/6N'O��%/�6�2์ QหO�5N�6��4%�N4��N/��4��7P�5ห�� 

3.7. �@#O�OR�/"EP%Nอ�2@#N�BP!N!B!!@!(ล�@#'#>N!B% 

ห4��'�4% 6�4%�4�4��;O�%2N#6�QหO�;O$9P�ค5�/O�OR�/�7QO���%2N�O��N4� N QหO�;O$9P�ค5�//�;O%3�
#/�/5�4��5N�6��4%O�OR�/�7QO���4#�'�4%�%2N#6�"4$Q�N/'4�7P�5ห�� P�$$9P� ห�3�29/�7QO���4%O�OR� 
 %O/#N/�24%ห'3��4��7PN�7P$/�O/� �N4�%2��/6N'O��%/�6�2์ 

3.8. �@#%A2N�(ล�@#�B�@#�@�@� IRB/IEC #CP อ". "อ!#?&Oล>Nอ�2@#หล?��@%#CP N�CP"/�Oอ� �#�C"EP%
คA�ออ%F�@!�@#0D�1@/B�?""@'#>N # � Oล> ค �Nอ%R O#?&อ%F!?!B�@� IRB/IEC #CP อ". "อ!#?&  

25ห% 3��4%08�14/6�3$�%2N"� � O'2 ค �; O2� 3�2�:��4%08�14/6�3$$4�2�O/��52N��'�4%
 6�4%�4�4�  IRB/IEC �7 P /$. $/#% 3�QหO�/�$4 @"Q% 15 /?% %?&�@�/?%#C PR O# ?&(ล�@#�B�@#�@�@� 
IRB/IEC #CP อ". "อ!#?&#CPN�CP"/�Oอ�ค#&#F�OหN�OลO/ P�$Q�OO��!/%์#�52N��'�4% 6�4%�4�4� IRB/IEC �7P  
/$. $/#%3� ( G#@"ล>NอC" Q%N/O&R�!์�อ�"@)  %O/#O���'�4% 6�4%�4��3�"414R�$ O'2N/�24%ห'3��4�
�7PN�7P$/�O/�Q�Pค%��4%/6�3$�7PR�O%3��4%�%3�O�O�4#ค/4#NหO��/�25�3��4�ค�2�%%#�4%/4ห4%O'2$4O'2  
IRB/IEC �7P /$. $/#%3�  %O/#O2��2N/��7PO�OR� 

3.9. O%/'�B&?!B�@#(Nอ%(?%Nอ�2@#Q%�@#�ออ%F�@!�@#0D�1@/B�?""@ �#�C#CP!Cค/@!�AN'็% N#N� N/%
N�EPอ'#>P"�%์!Nอ2@$@#�> 

/$. N'O�NหO�ค/4#25ค3��/��4%/6�3$$4�4�ค'6�6�P�$N� 42/$N4�$6P�Q��%�7�7P#7 ค/4 #�5 N �็�
N%N��N/��4�"4/2�:�N�6��4�24�4%�2:� N�N� P%ค%2�4�%O4$O%� N�็��O� N 9P/�%2P$��์�N/24�4%�2 �8��5N�็�
�O/��4%�5N�6��4%/6�3$�4�ค'6�6�N 9P/ 3��4$4Qห#N25ห%3��O/��3�ห%9/%3�14P%ค�7PN�็��ั�ห4Q���2�3Q�O'2$3�
R#N#7$4Q��O/��'4��7PQ�OR�O�' O'2�4��4%�7P /$. R�O%3��O/O�2�5�4�ค�2�;ON�7P$/�4��/�/�ค์�4%/�4#3$P'�
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�4��%/��%2N#6�%2���4%�5�3��;O'�4%08�14/6�3$$4�/��%2N�0N 9P/QหON�็�R��4##4�%�4�24�' O'2
N 9P/QหO /$. 24#4%� 6�4%�4/�:�4��4%08�14/6�3$$4R�O/$N4��3��N/��7O'2Nห#422#�3�2�4��4% �์ห4�#7
"4/2�:�N�6��4�24�4%�2:�N�6��8Q� 

<"4/2�:�N�6��4�24�4%�2:�= ห#4$ค/4#/N4 Nห�:�4%�์�:�N�6��4�24�4%�2:��7P2N��'�N/ค/4#
�'/�"3$�/��%2�4��Q��%2N�0�4#�7P�%2�%/�24�4%�2:��%2�40 

�4%�//�:�4��4%08�14/6�3$$4P�$�4%�N/��3�N/�24%�2�O/�#7/3��:�%22�ค์N 9P /O�OR �"4 /2
�:�N�6��4�24�4%�2:��7Pค�/$;NQ���2�3Q� 

�4%$9P�ค5�/QหOQ�OO�� 0$.1 O'2N/�24%�%2�/�ค5�/�4#�7P%2�: P�$N 6P#O��!/%์ #�/�N/�
�3��O/�5ห��Q��4%�//�:�4��4%08�14/6�3$$4 �%�7�7P#7ค/4#�5N�็�N%N��N/�N 9P/�%2P$��์ �N /24�4 %�2  
( @ค(%/� 4) N 9P/�/�N/��3��O/�5ห���4��%2�4%R�O�4#Nห�:�'ค/4#�5N�็��7P Nห#422#  %O/#O�O�Nห�:�'
/$N4��3�N�� 

�;O2�3�2�:��4%08�14/6�3$$4�7PR�O%3�/�:�4��4%08�14/6�3$$4P�$�4%�N/��3�N/�24%Q��%�7�7P #7
ค/4#�5N�็�N%N��N/��N/24�4%�2�2�O/��3��5O'22N�%4$�4�ค/4#�O4/ห�O4�/��4%�5N�6��4%/6�3$�:� 1 N�9/�
�3��4�/3��7PR�O%3�/�:�4�  O'2��6�3�6�4#�O/�5ห��N 6P#N�6#N� 42�4%08�14/6�3$$4�3Q� �/�Nห�9/�4���6�3�6
�4#�O/�5ห���/��4%08�14/6�3$$4�4#���6�O/$ 
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4. �@# AN%B%�@#หล?��@�R O#?&อ%F�@!�@#0D�1@/B�?""@ 

"4$ห'3��4�R�O% 3�/�:�4��4%08�14/6�3$$4 �; O2� 3�2�:��4%08�14/6�3$$4�2�O/��5N� 6��4% 
�3��N/R��7Q 

4.1. �@##@"�@%ค/@!�O@/ห%O@�อ��@# AN%B%�@#/B�?" 

�4%%4$�4�ค/4#�O4/ห�O4�/��4%08�14/6�3$$4 QหON�็�R��4#O�/�4� �3��7Q 
(1) �;O/6�3$ห'3��O/�%4$�4��N/ค�2�%%#�4% 6�4%�4�%6$�%%#�4%/6�3$Q�ค�/$N4��O/$�?'2

ห�8P�ค%3Q� ห%9/�4#�7Pค�2�%%#�4% 6�4%�4�%6$�%%#�4%/6�3$Q�ค��5ห��O�NR#N�4�R��/N4ห�8P��? 
(2) �;O2�3�2�:��4%08�14/6�3$$4�O/�%4$�4��N/25�3��4�ค�2�%%#�4%/4ห4%O'2$4Q��N/� 

1-31 �:'4ค#�/��:��? ���/N4�226Q�2:�Pค%��4%/6�3$P�$Q�OO��%4$�4�ค/4#�O4/ห�O4�/� Pค% ��4% /6�3$ 
( @ค(%/� 5) O�2�3�2N��4�%2��/6N'O��%/�6�2์�/��/�$4 

4.2. �@#!Nออ@"F�@#อ%F�@!�@#0D�1@/B�?""@N�EPอ%A�Oอ!Gล!@'#>�อ&�@#�DQ%#>N&C"%!A#?&"@ 

P�$�3P/R� �4%08�14/6�3$$4�7P26Q�2:�'��N/�หO4�? �4%/�:�4��4%08�14/6�3$$4�226Q�2:�'��4#�3Q� 
ห4��4%/�:�4��4%08�14/6�3$$4ค%��5ห�� 5 �?O'O/ O�N�4%08�14/6�3$$4$3�R#NN2%O�26Q�ห%9/N#9P/#7ค/4#�5N�็�
/4��N//4$:R�O�4#ค/4#Nห#422#O�N�O/�R#NN�6��/N4 5 �? 

/6�7�4%$9P�ค5�/�N//4$:�4%08�14/6�3$$4QหOQ�OO�� 0$.2  QหO�5N�6��4%�N4�%2��/6N'O��%/�6�2์
�/��/�$4 

4.3. �@# AN%B%�@#N!EPอ!C�@#N'ลCP"%O'ล� 

�4%N�'7P$�O�'��N4� N QหO 6�4%�4�4#O�/�4��4%�5N�6��4%N#9P/#7�4%N�'7P$�O�'� P�$O�N�
�4%N�'7P$�O�'�N�็� 3 �':N# R�OO�N  

(1) �4%N�'7P$�O�'��7P�5N�็��O/��5N�6��4%�3��7N 9P/��3�/3��%4$N� 42ห�O4  

(2) �4%N�'7P$�O�'��7P�O/�O�O�N 9P/�%4� 

(3) �4%N�'7P$�O�'��7P�O/�$9P�ค5�/O�OR�N�'7P$�O�'��N/��5N�6��4% 

�;O2�3�2�:��4%08�14/6�3$$4#7ห�O4�7P�%/�2/�O'2%3�%/�/N4�4%N�'7P$�O�'��3��'N4/N�O4�N4$Q�
�%�7Q� �/��4��7Q �;O2�3�2�:�08�14/6�3$$4O'2�;O/6�3$ห'3��2�O/� 6�4%�4O'2�5N�6�#4�%�4%�3 ��4%O'2
�O/��3�ค/4#N27P$��7P/4�N�6��8Q�/$N4�Nค%N�ค%3� N 9P/ค�R/O�8P�ค/4#�'/�"3$�/�/4242#3ค%O'2ค/4 #�N4N�9P/�9/
�/��O/#;'�4# ICH GCP O'2�O/�5ห���/���ห#4$�5N�6��4%�4#O�/�4��4��4%�5N�6��4%N#9P/#7 �4%
N�'7P$�O�'�  

4.3.1. �@#N'ลCP"%O'ล�#CP�AN'็%!Oอ� AN%B%�@##?%#CN�EPอ��? อ?%!#@"N��@>ห%O@ 

ห#4$�8� �4%N�'7P$�O�'��7P�;O/6�3$#7Nห�:�5N�็��O/��5N�6��4%�3��7N 9P/��3�/3��%4$N� 42ห�O4�7P
N�6��8Q��3�/4242#3ค%�N/�R�O%3�/�:#3�6�4� IRB/IEC �7P /$. $/#%3� 

!@#@�2#F'�@# AN%B%�@#N!EPอ(GO/B�?"!CNห!F�AN'็%!Oอ� AN%B%�@##?%#CN�EPอ��? อ?%!#@"N� �@>
ห%O@#CPN�B �DQ%�?&อ@2@2!?ค#�Nอ%R O#?&อ%F!?!B�@� IRB/IEC #CP อ". "อ!#?&  
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1.  �@#N'ลCP"%O'ล�#CP�AN'็%!Oอ� AN%B%�@##?%#CN�EPอ��? อ?%!#@"N��@>ห%O@ 

ห#4$�8� �4%N�'7P$�O�'��7P�;O/6�3$#7Nห�:�5N�็��O/��5N�6��4%�3��7N 9P/��3�
/3��%4$N� 42ห�O4�7PN�6��8Q��3�/4242#3ค%�N/�R�O%3�/�:#3�6�4� IRB/IEC �7P /$. 
$/#%3� 

!CO%/#@��@# AN%B%�@#P "(GO/B�?"หล?�Oล>(GO2%?&2%F%�@#0D�1@/B�?""@ 
 ?�!NอR'%CQ 

25ห%3��4%08�14/6�3$$4 

'#>N # 

� 

'#>N # 

� Oล> ค 

(1)  �;O/6�3$ห'3��2�O/�O�O��4%�5N�6��4%O'2Nห�:�'�/��4%�%2�5 �'/���#4�%�4%
O�OR�O'2�O/��3� (CAPA) �N/ 

1) �;O2�3�2�:��4%08�14/6�3$$4�3��7 O'2 

2) IRB/IEC �7P /$. $/#%3��3��7ห%9/"4$Q�%2$2N/'4�7P IRB/IEC �7P /$. 
$/#%3��5ห�� O�NR#NN�6�"4$Q� 7 /3��3��4�/3��7PN�6�Nห�:�4%�์ 

Yes Yes 

(2)  �;O2�3�2�:��4%08�14/6�3$$4�2�O/�O�O��4%�5N�6��4%O'2Nห�:�'�/��4%�%2�5 
�'/���#4�%�4%O�OR�O'2�O/��3� (CAPA) �N/ /$. "4$Q� 7 /3��3��4�/3��7P
R�O%3�/�:#3�6ห%9/ค/4#NหO��4� IRB/IEC �7P /$. $/#%3� 

* Yes 

ห!@"Nห!F * 25ห%3��4%08�14/6�3$$4�%2N"� � �;O2�3�2�:��4%08�14/6�3$$4R#N�O/�O�O��4%�5N�6��4%O'2Nห�:�'�/��4%
�%2�5�N/ /$. O�N�;O08�14/6�3$$4�2�O/�N�O�%3�14�3��8�N/�24%ห'3��4��N4� N N 9P/%/�%3��4%�%/�2/��4��/�$4ห%9/�;O
#7/5�4��%/�2/� 

 

/B$C�@#2Aห#?&�@#N'ลCP"%O'ล�#CP�AN'็%!Oอ� AN%B%�@##?%#CN�EPอ��? อ?%!#@"N��@>ห%O@ 

(1) �;O2�3�2�:��4%08�14/6�3$$4  6�4%�4�4%N�'7P$�O�'��7PN�6��8Q� P�$�%/�2/�O'2%3�%/�/N4 N�็�R�
�4#O�/�4��O4��O� 

(2) 25ห%3��4%08�14/6�3$�%2N"� � O'2 ค QหO�3��5 O&&�อ#์!O�O��@#N'ลCP"%O'ล�#CP �AN '็%!Oอ�
 AN%B%�@##?%#CN�EPอ��? อ?%!#@"N��@>ห%O@ P�$O2���4%N�'7P$�O�'� %O/#ห'3��4��4 #O�/�4�
�O4��O� 

(3) $9P�N/�24%�N4�%2��/6N'O��%/�6�2์ "4$Q� 7 /3��3��4�/3��7P�%4�ห%9//3��7P IRB/IEC �7P /$. 
$/#%3� /�:#3�6/NหO��/� 

(4) 25ห%3��;O/6�3$ห'3�QหO��6�3�6�4#O�/�4��/� IRB/IEC �7P /$. $/#%3� O'2O�/�4��/��;O2�3 �2�:�
�4%08�14/6�3$$4 

 

4.3.2. �@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& 

ห#4$�8� �4%N�'7P$�O�'��7P�;O2�3�2�:��4%08�14/6�3$$4�O/�O�O�QหO /$. �%4� P�$�4��%�7N�็�
�4%O�O�ห'3��4�R�O%3�/�:#3�6�4� IRB/IEC �7P /$. $/#%3�O'O/ /$N4�R%�O�4# �;O2�3�2�:�08�14/6�3$$4O'2�;O/6�3$
ห'3��2�O/� 6�4%�4O'2�5N�6�#4�%�4%�3��4%O'2�O/��3�ค/4#N27P$��7P/4�N�6��8Q�/$N4�Nค%N�ค%3� N 9P/ค�R/O�8P�
ค/4#�'/�"3$�/�/4242#3ค%O'2ค/4#�N4N�9P/�9/�/��O/#;'�4# ICH GCP O'2�O/�5ห���/���ห#4$ 
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!@#@�2#F'�@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& 

2.  �@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& R�OO�N N�BP!N!B! 

(1)  �4%N�'7P$�O�'� �O/#;'Q�O�� 0$.1 �7P/4��2O��ห%9/R#NO��ห'3��4��4%
/�:#3�6�4� IRB/IEC �7P /$. $/#%3� R�OO�N 
- �O/#;'�;O2�3�2�:��4%08�14/6�3$$4%N/# (�3Q�R�$O'2�N4��%2N�0)  
- �4%'��2N�7$��4�/6�3$ 

- �%2N�0�7P�5�4%/6�3$ (N� 42Q��%2N�0R�$ ห%9/ /6�3$Q�ห'4$
�%2N�0) 

- �5�/�2�4��7P/6�3$%N/#�3Q�ห#��3P/P'��4#O�� (OหN�) 
- �5�/�/4242#3ค%�3Q�ห#��3P/P'��4#O�� (ค�) 
- �5�/�2�4��7P/6�3$%N/#Q��%2N�0R�$�4#O�� (OหN�) 
- /3��7PN%6P#�4%/6�3$Q��%2N�0R�$ (P�$�%2#4�) 
- /3��7P26Q�2:��4%/6�3$Q��%2N�0R�$ (P�$�%2#4�) 
- �:คค'ห%9//�ค์�%�7P�5�3��;O'�4%/6�3$ (Monitor) 
- �%613�ห%9//�ค์�%�7P�%6ห4%�3��4%Pค%��4%/6�3$  
- �%613�ห%9//�ค์�%�7P�%6ห4%�3��4%�O/#;'  
- �:คค'ห%9//�ค์�%�7P#7ห�O4�7P�%2N#6�ค/4#�'/�"3$ 

- หO/���6�3�6�4% (�:�หO/���6�3�6�4%�7P��2/�//6Nค%42ห์26P�2N��%/�) �3Q�
Q�O'2�N4��%2N�0 

- $�N'6�ห%9/'�2�4��7P/6�3$ 

- �4%N�'7P$�O�'�/6�7�4%�3�ห4$4�7PQ�O%N/#�4�/6�7�5ห%9/23P�N�O4#4Q�
%4�/4�4�3�%N�็�/6�7�4%�3�ห4$4�4��O/��'4�Q��%2N�0 

- �4%N�'7P$�O�'��O/#;'$4�/��7P�3�ห4�O/$/6�7�4%�3�ห4$4�4��O/��'4�
Q��%2N�0 

- �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7 P  /$. $/#%3� Q�
�%�7Nห'N4�7Q �8Q��3�/N4#7�O/#;'/$;N Q�
N/�24%�7P IRB/IEC �7P /$. $/#%3� 
 6�4%�4ห%9/R# N ห%9/�8 Q��3�/N 4 
IRB/IEC �7P /$. $/#%3� �5ห��QหO
$9P�N 9P/ 6�4%�4ห%9/R#N 
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2.  �@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& R�OO�N N�BP!N!B! 

(2)  �4%N�'7P$�O�'� �O/#;'Q�O�� 0$.1 �7P�O/�O��N/�24%ห'3��4��4%/�:#3�6
�4� IRB/IEC �7P /$. $/#%3� R�OO�N 
- �9P/Pค%��4%/6�3$"414R�$ 

- �9P/Pค%��4%/6�3$"414/3��&1 

- %ห32Pค%��4% 

- �9P/$N/�/�Pค%��4% ห%9/ �9P/N%7$�/9P� 

- �9P/�;O/6�3$ห'3�O'2�O/#;'�4%�6��N/ 

- N 6P#/'��5�/�/4242#3ค%Q�2�4��7P/6�3$�7P#7/$;NN�6# P�$R#N�%2���N/$4
�7P�3�ห4�O/$�4%�5ห%9/23P�$4N�O4#4Q�%4�/4�4�3�% 

- �4%2�3�2�:��4��4%N�6� 

- ห'3��4�O2���4%�%2�3�"3$ห%9/�3�QหO#7�4%�N4$คN4��N�$�N4� N ห4�
/4242#3ค%N�6�N�O��N/$ �4�N�O� �:  '"4  ห%9/N27$�7/6� /3�N�็��'
#4�4��4%/6�3$�4�ค'6�6� 

- �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7P /$. $/#%3� 

- �; O2� 3�2�:��4%/6� 3$�O/�O��
N /�24 %� 7 P 2/�ค' O /� � 3 � N  9P /
2�3�2�:��4%N�'7P$�O�'��3��'N4/ 
(�O4N�7P$/�O/�)  %O/#O2��QหONหO�
2N/��7P#7�4%N�'7P$�O�'� 

- �%�7N�'7P$��;O/6�3$ห'3� QหO$9P�ค5
%3�%/��/��;O/6�3$ห'3�Qห#NN  6P# N �6#
�O/$ 

(3)  ห'3��4�O2���4%�%2�3�"3$ห%9/�2�3�QหO#7�4%�N4$คN4��N�$คN4��N�$ 
N�N� คN4%3�14 $4�4' คN4N27$N/'4�5�4� ห%9/คN4��N�$�4%2;�N27$
/9P� N ห4�/4242#3ค%N�6�N�O��N/$ �4�N�O� �:  '"4  ห%9/N27$�7/6� 
/3�N�็��'#4�4��4%08�14/6�3$$4 

- �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7P /$. $/#%3� 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(4)  N/�24%%4$'2N/7$�Pค%�%N4��4%/6�3$ N#9P/R�O%3��4%/�:#3�6/NหO��/��4� EC �7P 
/$. $/#%3�O'O/ $�N/O��%�7�7P /$. �5ห��N�9P/�R�N�็� 6N01 

- �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7P /$. $/#%3� 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(5)  N/�24%�O/#;'25ห%3�/4242#3ค%O'2N/�24%Q�$6�$/# - �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7P /$. $/#%3� 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(6)  N/�24%ค;N#9/�;O/6�3$  - �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7P /$. $/#%3� 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(7)  N/�24%�5�3�$4 - �O/�O��ห'3��4��4%/�:# 3�6
�4� IRB/IEC �7P /$. $/#%3� ห%9/ 

- ห'3��4��4%/�:#3�6�4� NRA �7P
/O4�/6� 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 
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2.  �@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& R�OO�N N�BP!N!B! 

(8)  �'4�$4�7PNค$R�O%3�/�:�4� 

1) �%�7N�'7P$�O�'�%;�O��O�N$3�ค�#7�O/ค/4#ค%��O/��4#�O/�5ห���: �
�%2�4%  ห%9/ 

2) �%�7O�OR��9P/ �7P/$;N O'2ห#4$N'�P�%03 �์�/��;O2�3�2�:��4%/6�3$ ห%9/
/�ค์�%%3��5/6�3$�4#23��4 ห%9/�;O/6�3$ ห%9/ 

3) �%�7O�Oค522���6� 

 

- �; O2� 3�2�:��4%08�14/6�3$$4
�O/��%/�2/�O'2%3 �%/� � O /$
�3/N/�/N4$3�N�็�R��4#�O/�5ห�� 
O'2�5N�6��4%�6��'4�Q�2�4��7P�7P
�N4��4%%3�%/� GMP 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(9)  N�'7P$��;O�'6� Drug Substance �/�$4Nค#7 Q�N/�24%ค/�ค:#ค:�"4 O'2
�4%�'6�$4 

- �; O2� 3�2�:��4%08�14/6�3$$4
�O/��%/�2/�O'2%3�%/��3/N/� /N4
�4%N�'7 P$�O�'��7 Q R#N'�ค:�"4 
�/�$4 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(10)  �4%�$4$/4$:�/�$4/6�3$ห%9/$4�7PQ�O%N/# - �%�7�7P#7�4%08�14 stability �8P�R�O
�5N� 6��4%�4# stability protocol O'2# 7�'�4%/6Nค%42ห์2/�ค'O/��3� 
stability specification N�็�R��4#�7PR�O%3�/�:�4��4%08�14/6�3$$4 

- �; O2� 3�2�:��4%08�14/6�3$$4
�2�O/��%/�2/�O'2%3�%/��3 /N/�
/N4N�็�R��4#N�9P/�R��3��'N4/ 

- O2�� Q ห O N ห O �2 N /��7 P # 7 �4%
N�'7P$�O�'� 

(11)  �4%$O4$$4�7P�5N�O4#4O'O/�4�2�4��7P/6�3$ห�8P�R�$3�/7�2�4��7P/6�3$ห�8P�"4$Q�O
�4%08�14/6�3$$4Pค%��4%N�7$/�3� 

- �; O2� 3�2�:��4%08�14/6�3$$4
�O/��5N�6�#4�%�4%�3��4%O'2
�O/��3�ค/4#N27P$��7P/4�N�6��8Q� O'2
�O/�%3�%/�/N4�2�3�N�O�ห'3��4� �5
�3��7QหOค%��O/� O'224#4%�
�%/�2/�R�O 

(12)  �O/��4%�'6�$4/6� 3$N�6#ค%3 Q� Qห# N N 9 P/Q�OQ�Pค%��4%/6� 3$N�6# P�$R#N
N�'7P$�O�'�N/�24%�4%ค/�ค:#ค:�"4 O'2�4%�'6�$4 

- O2��Nห�:�'ค/4#�5N�็�O'2
O 2 � � Q ห O N ห O � 2 N / � � 7 P # 7 � 4 %
N�'7P$�O�'� 

(13)  O�O��4%�%/��%4�4%�5N�6��4%/6�3$�4�ค'6�6�Q��%2N�0R�$P�$ห�N/$�4�
�5�3��;O'�O4�$4�4��N4��%2N�0 (R#N/N4�2N�6��4�#4�O/$��N/�ห%9/
//�R'�์) P�$�2�O/�O�O�P�$N%O/�7P2:��7P�%4� 

- �; O2� 3�2�:��4%08�14/6�3$$4
�2�O/�O�O�P�$N%O/�7P2:��7P�%4� 

(14)  O�O��4%08�14/6�3$$4�;�%2�3��3P/ค%4/  %O/#24Nห�: - O�O�QหO /$. �%4�  %O/#24Nห�: 
(15)  O�O��4%$:�6ห%9/26Q�2:�Pค%��4%/6� 3$�N/�N/'4�7 P�5ห��R/O�4#O���/�

Pค%��4%/6�3$  %O/#24Nห�: 
- N�็��4%O�O�QหO /$. �%4��N/��7P
�22N�%4$�4��4#�O/�5ห�� 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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2.  �@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& R�OO�N N�BP!N!B! 

(16)  �4%�N4�A�%O4$O%��N/ ICH GCP ห%9/Pค%�%N4��4%/6�3$ �8P�/4�2N��'�%2��
/$N4�#7�3$25ค3��N/ค/4#�'/�"3$ห%9/ค/4#2#�;%�์�O4�%N4��4$ห%9/�6 �Q�
�/�/4242#3ค% ห%9/ค:�คN4�4�/6�$4042�%์�/��4%08�14/6�3$$4 P�$�2�O/�
O�O�#4�%�4%O�OR�O'2�O/��3� (CAPA) 

- �; O2� 3�2�:��4%08�14/6�3$$4
�2�O/�O�O�#4�%�4%O�OR�O'2
�O/��3� (CAPA) 

ห/@0เหตุ  
25ห%3��:��4%N�'7P$�O�'��7PN�6��8Q� �;O2�3�2�:�08�14/6�3$$4O'2�;O/6�3$ห'3��2�O/� 6�4%�4O'2�5N�6�#4�%�4%�3 ��4%O'2
�O/��3�ค/4#N27P$��7P/4�N�6��8Q�/$N4�Nค%N�ค%3� N 9P/ค�R/O�8P�ค/4#�'/�"3$�/�/4242#3ค%O'2ค/4#�N4N�9P/�9/�/��O/#;'�4#  ICH 

GCP O'2�O/�5ห���/���ห#4$ 

 

/B$C�@#2Aห#?&�@#N'ลCP"%O'ล�#CP!Oอ�O�O�N�EPอ##@& 

(1) �;O2�3�2�:��4%08�14/6�3$$4  6�4%�4�4%N�'7P$�O�'��7PN�6��8Q� P�$�%/�2/�O'2%3�%/�/N4N�็�R��4 #
O�/�4��O4��O� 

(2) �3��5O��!/%์#O�O��4%N�'7P$�O�'��7P�O/�O�O�N 9P/�%4� P�$O2���4%N�'7P$�O�'� %O/#ห'3��4��4#
O�/�4��O4��O� 

(3) $9P�N/�24%�N4�%2��/6N'O��%/�6�2์ "4$Q� 15 /3��3��4�/3��7P�%4�ห%9//3��7P IRB/IEC �7P /$. $/#%3� 
/�:#3�6/NหO��/� ห4�N�7P$/�O/� 

 

4.3.3. �@#N'ลCP"%O'ล�#CP!Oอ�"EP%คA�อO�OR�N'ลCP"%O'ล� Oล>R O#?&อ%F�@!�Nอ% AN%B%�@# 

ห#4$�8� �4%N�'7P$�O�'��7P�;O2�3�2�:��4%08�14/6�3$$4�O/�$9P�ค5�//�:�4�O�OR�N�'7P$�O�'�
N�7P$/�3��4%08�14/6�3$$4 O'2�O/�R�O%3�/�:�4��4� /$. �N/��5N�6��4%  

P�$�;O2�3�2�:��4%08�14/6�3$$4#7ห�O4�7P�%/�2/�O'2%3�%/�/N4�4%N�'7P$�O�'��3��'N4/N�O4�N4$
Q��%�7Q� �/��4��7Q �;O08�14/6�3$$4O'2�;O/6�3$ห'3��2�O/� 6�4%�4O'2�5N�6�#4�%�4%�3��4%O'2�O /��3�
ค/4#N27P$��7P/4�N�6��8Q�/$N4�Nค%N�ค%3� N 9P/ค�R/O�8P�ค/4#�'/�"3$�/�/4242#3ค%O'2ค/4#�N4N�9P/�9/�/��O/#;'
�4# ICH GCP O'2�O/�5ห���/���ห#4$�5N�6��4%�4#O�/�4��4��4%�5N�6��4%N#9P/#7�4%N�'7P$�O�'�  

!@#@�2#F'�@#N'ลC P"%O'ล�#C P! Oอ�"E P%คA�อO�OR�N'ลC P"%O'ล� Oล>R O# ?&อ%F�@!�Nอ%
 AN%B%�@# 

3.  �@#N'ลCP"%O'ล�#CP!Oอ�"EP%คA�อO�OR�N'ลCP"%O'ล� Oล>R O#?&อ%F�@!�Nอ%
 AN%B%�@# R OO�N 

N�BP!N!B! 

(1)  �4%N�'7P$�O�'� �O/#;'Q� O�� 0$.1 �N/R��7Q 
- %2$2�/�Pค%��4%/6�3$ 

- �':N#�4%%3�14 (Therapeutic area) �7P/6�3$ 

- N 6P#2�4��7P/6�3$ 

- �%2N"��/�$4/6�3$�3/ห'3��/�Pค%��4% 

- �O/#;'$4�7PQ�OQ��4%08�14/6�3$$4O$��4#/6�7�4%�3�ห4 

- �; O2� 3�2�:��4%/6� 3$�O/�O��
N /�24 %� 7 P 2/�ค' O /� � 3 � N  9P /
2�3�2�:��4%N�'7P$�O�'��3��'N4/ 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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3.  �@#N'ลCP"%O'ล�#CP!Oอ�"EP%คA�อO�OR�N'ลCP"%O'ล� Oล>R O#?&อ%F�@!�Nอ%
 AN%B%�@# R OO�N 

N�BP!N!B! 

(2)  N 6P#ห%9/O�OR��'4�$4�7PR#NN�O4�N4$�4%O�O�N 9P/�%4� - O2��Nห�:�'ค/4#�5N�็�O'2
O 2 � � Q ห O N ห O � 2 N / � � 7 P # 7 � 4 %
N�'7P$�O�'� 

- O2��#4�%�4%�3 ��4 %O '2
�O/��3�ค/4#N27P$��7P/4�N�6��8Q� 

(3)  N/�24%ค/�ค:#ค:�"4 O'2�4%�'6�$4  

1) �4%N�'7P$�O�'��;O�'6��/� Drug Substance ห%9/ Drug Product �/�
$4�7//3��: ห%9/$4�7P /$. NหO�/N4/4�#7ค/4#N27P$�2;� 

2) �4%N�'7P$�O�'��;O�'6��/� Drug Product �/�$4�7P�3�ห4�O/$�4%�5N�O4 
ห%9/�'6�N 9P/�4%08�14/6�3$$4 

3) �4%�$4$/4$:�/�$4/6�3$ห%9/ placebo 25ห%3��f%�7�7P�4%08�14ค/4#ค�
�3/�/�$4R#NN�็�R��4# stability protocol 'N42:��7PNค$R�O%3�/�:�4� 

- O2��Nห�:�'ค/4#�5N�็�O'2
O 2 � � Q ห O N ห O � 2 N / � � 7 P # 7 � 4 %
N�'7P$�O�'� 

 

(4)  �4%N�'7P$�O�'�2;�%�5%3�$4 ห%9/ Product specification  - $9P�N/�24%�N4� N Nห#9/�N�็�$4
%4$�4%Qห#N 

(5)  �4%�/�N//4$:�4%/�:�4��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q�
�2N�7$��5%3�$4 

- O2��2�4�2�4%�5N�6��4%O'2
Nห�:�'�%2�/��4%�/�N//4$:  

(6)  �4%N�'7P$�O�'�/9P� N �7PR#NN�O4�N4$ <�4%N�'7P$�O�'��7P�O/�O�O�N 9P/�%4�=  - O2��Nห�:�'ค/4#�5N�็�O'2
O 2 � � Q ห O N ห O � 2 N / � � 7 P # 7 � 4 %
N�'7P$�O�'� 

- O2��#4�%�4%�3 ��4 %O '2
�O/��3�ค/4#N27P$��7P/4�N�6��8Q� 

ห/@0เหตุ  
- 2Aห#?&#F��@#N'ลCP"%O'ล�#CPN�B �DQ% (GO2%?&2%F%0D�1@/B�?""@Oล>(GO/B�?"หล?��>!Oอ��B�@#�@Oล> AN%B%!@!#�@#

�? �@#Oล>'Oอ��?%ค/@!N2CP"�#CPอ@�N�B �DQ%อ"N@�Nค#N�ค#?  N�EPอค�R/O�DP�ค/@!'ลอ  ?"�อ�อ@2@2!?ค#Oล>ค/@!
%N@N�EPอ"Eอ�อ��Oอ!Gล!@! ICH GCP Oล>�Oอ�Aห% �อ���ห!@" 

 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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/B$C�@#2Aห#?&�@#N'ลCP"%O'ล�#CP!Oอ�"EP%คA�อO�OR�N'ลCP"%O'ล� Oล>R O#?&อ%F�@!�Nอ% AN%B%�@# 

(1) �;O2�3�2�:��4%08�14/6�3$$4  6�4%�4�4%N�'7P$�O�'��7PN�6��8Q� P�$�%/�2/�O'2%3�%/�/N4N�็�R��4 #
O�/�4��O4��O� 

(2) P�%��%4�/N4ค5�/ 1 ค5�/ �2�/O�OR�N�'7P$�O�'�R�ON 7$� 1 �%2N�O�ห'3�N�N4�3Q� N�N� �%�7�4%�/
�$4$/4$:$4 (N�็��4%N�'7P$�O�'�ค:�"4 O'22N��'QหO#7�4%�6��'4�/3�ห#�/4$:Qห#N) QหO$9P�Q� 1 ค5�/ 
N�็��O� 

(3) N�%7$#�O/#;'O'2�3��5 O��ค5�/O�OR�N�'7P$�O�'��4%08�14/6�3$$4 (O�� 0$.2 ห%9/ CT-2 FORM 
Q�"4ค��/� 6)   %O/#�3Q�O��N/�24%�%2�/��4#�O/�5ห��Q��%2�40��3��7Q 
(4) Q�O O���%/�2/��4%$9P�N/�24%�O/$��N/�25ห%3�ค5�/O�OR�N�'7 P$�O�'��4%08�14/6�3$$4 (�;
%4$'2N/7$�Q�N/O�R��์�/�$4) N 9P/�%/�2/�ค/4#ค%��O/��/�N/�24%�O/$�3/N/� 

(5) $9P�ค5�/�N4�%2��/6N'O��%/�6�2์�/��/�$4 

 

4.4. #@"�@%อ@�@#R!N�D�'#>2�ค์/ค/@!'ลอ  ?"�@�"@#CPQ�OQ%�@#0D�1@/B�?""@ 

�4%%4$�4�/4�4%R#N 8��%22�ค์ห%9/ค/4#�'/�"3$�4�$4�7PQ�OQ��4%08�14/6�3$$4 QหON�็�R�
�4#O�/�4� �3��7Q 

(1) �;O/6�3$ห'3��O/�O�O�%4$�4�ค/4#�'/�"3$�4�$4�7PQ�OQ��4%08�14/6�3$$4�N/ IRB/IEC �7P  
/$. $/#%3� �4#�O/�5ห���3Q��P5�/� ICH GCP N�็�/$N4��O/$ 

(2) �;O2�3�2�:��4%08�14/6�3$$4�O/�O�O�%4$�4�ค/4#�'/�"3$�4�$4�7PQ�OQ��4%08�14/6�3$
$4�4#ห'3�N���์O'2/6�7�4%%4$�4�/4�4%R#N 8��%22�ค์�4�$4Q��4%08�14/6�3$$4 ( @ค(%/� 7) 

4.5. �@##@"�@%N!EPอ�@#0D�1@/B�?""@Q%'#>N#0R#"N2#O�2BQ%!@!�Aห%  ห#Eอ"G�#>�?&�?P/ค#@/ ห#Eอ
"G�"�NลB��Nอ%�Aห%   

�4%%4$�4�N#9P/�4%08�14/6�3$$4Q��%2N�0R�$N2%O�26Q��4#�5ห�� ห%9/N#9P/�4%08�14/6�3$$4�;�
$�N'6��N/��5ห��ห%9/�;�%2�3��3P/ค%4/ QหON�็�R��4#O�/�4� �3��7Q 

4.5.1. �@##@"�@%N!EPอ�@#0D�1@/B�?""@Q%'#>N#0R#"N2#O�2BQ%!@!�Aห%   

1. �;O2�3�2�:��4%08�14/6�3$$4�O/��3��5O'22N� O&&#@"�@%2#F'�@#"F!B/2BQ%2F �@# AN%B%�@#
0D�1@/B�?""@ ( @ค(%/� 8) �N/ /$. "4$Q� 60 /3��3��4�/3��7P�>�2�4��7P/6�3$2:��O4$Q��%2N�0R�$ 

2. �;O/6�3$ห'3��O/�O�O��N/ IRB/IEC �7P /$. $/#%3� "4$Q�%2$2N/'4�7P IRB/IEC �5ห�� ห%9/R#N
N�6� 60 /3� 

4.5.2. �@##@"�@%N!EPอ�@#0D�1@/B�?""@"G�#>�?&�?P/ค#@/ 

1. �4%%4$�4�O�O�N#9P/�4%08�14/6�3$$4�;�%2�3��3P/ค%4/ �8P�/4�N�6��8Q�Q�2�4��7P /6�3$�: �OหN �
ห%9/�4�OหN�Q��%2N�0R�$ ห%9/Nห�:�4%�์Q��N4��%2N�0�7P/4�#7�'�N/�4%08�14/6�3$$4Q��%2N�0R�$ 

2. �;O2�3�2�:��4%08�14/6�3$$4�O/�O�O��4%�;�%2�3��3P/ค%4/Q��%�7�N4� N P�$�5ห�3�29/O�O�
�4%08�14/6�3$$4�;�%2�3��3P/ค%4/  %O/#24Nห�: "4$Q� 15 /3��3��4�/3��7P%3��%4� P�$$9P��N4��4�%2��
/6N'O��%/�6�2์ 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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3. �;O/6�3$ห'3��O/�O�O��N/ IRB/IEC �7P /$. $/#%3� "4$Q�%2$2N/'4�7P IRB/IEC �5ห�� ห%9/R#N
N�6� 15 /3��3��4�/3��7P%3��%4� 

4.5.3. �@##@"�@%N!EPอ�@#0D�1@/B�?""@"G�"�NลB��Nอ%�Aห%  

1. �4%%4$�4�O�O�N#9P/�4%08�14/6�3$$4�;�$�N'6��N/��5ห��R/O�4#O���/�Pค%��4%/6�3$ �8P�
/4�N�6��8Q�Q�2�4��7P/6�3$�:�OหN�ห%9/�4�OหN�Q��%2N�0R�$ ห%9/Nห�:�4%�์Q��N4��%2N�0�7P/4�#7�'�N/�4%
08�14/6�3$$4Q��%2N�0R�$  

2. �;O2�3�2�:��4%08�14/6�3$$4�O/�O�O��4%�;�$�N'6��N/��5ห�� P�$ 

(1) �3��5ห�3�29/O�O��4%$:�6ห%9/26Q�2:�Pค%��4%/6�3$�N/�N/'4�7P�5ห��R/O �4 #O���/�
Pค%��4%/6�3$  %O/#24Nห�: O'2O���4%�3��4%/4242#3ค% "4$Q� 15 /3��3��4�/3��7P%3��%4� O'2 

(2) �3��5 O&&#@"�@%2#F'�@#"F!B/2BQ%2F �@# AN%B%�@#0D�1@/B�?""@ ( @ค(%/� 8) 
P�$%2�:�%2N"��4%26Q�2:�N�็�$�N'6��N/��5ห�� O'2$9P��N/ /$. "4$Q� 60 /3��3��4�/3��7P�>�2�4��7P/6�3$ 
P�$$9P��N4��4�%2��/6N'O��%/�6�2์ 

3. �; O/ 6� 3$ห'3��O/�O�O��4%$:�6ห% 9/26 Q�2:�Pค%��4%/6� 3$�N/�N/'4�7 P�5ห��R/O�4#O���/�
Pค%��4%/6�3$  %O/#24Nห�: O'2O���4%�3��4%/4242#3ค% �N/ IRB/IEC �7P /$. $/#%3� "4$Q�%2$2N/'4�7P  
IRB/IEC �5ห�� ห%9/R#NN�6�15 /3��3��4�/3��7P%3��%4� 

 

5. O%/'�B&?!BQ%�@#!#/�!#@�@#0D�1@/B�?""@ 

25�3��4�ค�2�%%#�4%/4ห4%O'2$4#7#4�%�4%�%/��%4�4%08�14/6�3$$4�7PR�O%3�/�:�4��4%
08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4 P�$/4��5N�6��4%Q��N/��N/��4%/6�3$ %2ห/N4�
�4%/6�3$ ห%9/"4$ห'3��4%/6�3$26Q�2:� ห%9/"4$ห'3��4%$:�6Pค%��4%/6�3$�OR�O 

P�$�3P/R� N�O4ห�O4�7P�7PR�O%3�#/�ห#4$�2�6��N/�3�ห#4$�3��;O2�3�2�:��4%08 �14/6�3 $$4 N 9P/
%3��%4��5ห���4%�%/��N/�O'2#7ห�3�29/O�O��5ห���4%/$N4�N�็��4��4%'N/�ห�O4/$N4��O/$ 7 /3� $�N/O� 
�%�7�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4#7ค523P�N�็��%�7 6N01QหO�5N�6��4% �%/��%4�4%08�14/6�3$ $4
Q��3��7 /4�O�O�Q�%2$2N/'4�%2�3Q��6�ห%9/R#NO�O�QหO�%4�'N/�ห�O4R�O 

�;O2�3�2�:��4%08�14/6�3$$4�2�O/�QหOค/4#%N/##9/O'2/5�/$ค/4#22�/�O�NN�O4ห�O4 �7P�;O�% /�
�4#�7PN�O4ห�O4�7PR�OO�O�QหO�%4� /4�6 

- O�O��;O�7PN�7P$/�O/�N 9P/�%4� N�N� �;O/6�3$ห'3�O'2N�O4ห�O4�7P ค�2�%%#�4% 6�4%�4�%6$�%%#
�4%/6�3$�7PN�7P$/�O/� N�็��O� 

- #/�ห#4$�;O�%224��4�QหON�็��;OO���6��N/�3��;O�%/��N/��4%�%/��%4�4%08�14/6�3 $$4
O'2�%224��4�Q��4%/5�/$ค/4#22�/�N 9P/N�%7$#�4%�%/��%4�4%08�14/6�3$$4  

- 2N��O/#;'QหOO�N�7#�;O�%/�'N/�ห�O4�4#%4$�4%�7PO�O�Q�ห�3�29/O�O��4%�%/��%4�4%08�14/6�3$
$4Q�%2$2N/'4�7P�5ห�� 

- �3�N�%7$#/:��%�์O'22�4��7P�N4� N �3��N/R��7Q 
1) หO/��%2�:#25ห%3��%2�:#N�>�O'2�>��4%�%/��%4�4%/6�3$ �8P��2Q�OQ�/3�O%�O'2/3�

2:��O4$�/��4%�%/��%4�4%/6�3$ �4#'5�3� 



O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
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2) หO/�25ห%3��;O�%/��7P�224#4%��5N�6��4%�%/�2/�N/�24%�N4�N R�O%2ห/N4��4%
�%/��%4 

3) Nค%9P/�ค/# 6/N�/%์�7P24#4%�N�9P/#�N/�3�%2���3��8�/%4$�4��O/#;'�/�/4242#3ค%Q�
Pค%��4%/6�3$�7Q�3Q�2N/��7PN�็��O/#;'�O���3� (source data) O'2O���3��8��O/#;'�;O�N/$ 
(Case Report Form) Q��%�7�7P�3�N�O��O/#;'O�� electronic-based 

4) 2�4��7P�7PQ�O�5N�6��4%Q�O�N'2�3Q��/��/�Pค%��4%/6�3$25ห%3��4%�%/��%4  N�N� 
หO/��%/� หO/���6�3�6�3�6�4% 2�4��7PN�O�$4 N�็��O� 

- �3�N�%7$#N/�24%O'2�O/#;'�N4� N Q�%;�O��/6N'O��%/�6�2์ ห4�N�็��4%�% /��% 4�4%
08�14/6�3$$4O���4�R�' 

- �3�N�%7$#N/�24%�N4� N �4#ค/4#Nห#422#�/�2�4�2Pค%��4%/6�3$ � �ั��:�3� (/O4�/6��4# 
ICH GCP �O/ 8 N/�24%25ค3�25ห% 3��4%�5N� 6��4%� 3$�4�ค'6� 6�  [8. Essential documents for the 

conduct of a clinical trial]) O'2Q�/�:�4��7P N�7P$/�O/��4�25�3��4�ค�2�%%#�4%/4ห4%O'2$4R/O � 
2�4��7P/6�3$�7P%2�:R/O�O4��O�  

- �3�N�%7$#/4ห4%�'4�/3�O'2�Q5�9P#�7P22/4��'/�"3$ 
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 @ค(%/� 1 

O&& 0".๑ 

CT-1 FORM 

 

 

 

 

คA�ออ%F�@!�@#0D�1@/B�?""@N�EPอ%A�Oอ!Gล!@'#>�อ&�@#�DQ%#>N&C"%!A#?&"@ 

2N/%#CP 1 (GO"EP%คA�อ 

1.  �;O$9P�ค5�/N�็��;O2�3�2�:��4%08�14/6�3$$4 �8P�#7ค:�2#�3�6 �3��7Q  
[ ] �:คค'�%%#�423��4�6R�$ (%2�:)  

[ ] �6�6�:คค'�8P����2N�7$�Q��%2N�0R�$ (%2�:)                                                      .                         .
P�$#7                                                                                                  N�็��;O�5N�6��6��4% 

[ ] ห�N/$�4�%4��4% %3�/624ห�6� /�ค์�4%#ห4�� ห%9/ห�N/$�4�/9P��/�%3� (%2�:)                                           .                       
P�$#7                                                                                                   N�็��;O�%6ห4%2;�2:� 

�O/#;'�4%�6��N/ (N�N� �7P/$;N P�%. ) 
                                                                                                                                             . 

2.  �O/#;'�;O2�3�2�:��4%08�14/6�3$$4%N/# (�3Q�R�$O'2�N4��%2N�0) 
�7P �9P/�%613�/ห�N/$�4�  �O/#;'�4%�6��N/ (�7P/$;N P�%. N/O�R��์) 
(1)    

(2)    

(3)  (NพB่/O"/!@/ค/@/Nห/@>2/)  

 

2N/%#CP 2 �Oอ!Gล�@#0D�1@/B�?""@ 

3.  �9P/Pค%��4%/6�3$
"414R�$ 

 

4.  �9P/Pค%��4%/6�3$
"414/3��&1 

 

5.  %ห32Pค%��4%/6�3$  

6.  �9P/$N/�/�Pค%��4% ห%9/ �9P/N%7$�/9P� [ ]  #7 R�OO�N .................................      [ ]  R#N#7 
7.  %2$2�/�Pค%��4%/6�3$  %2$2�7P:  [ ] 1 (�5/6�3$ค%3Q�O%�Q�ค�ห%9/R#N [ ] Q�N   [ ] R#NQ�N) 

 [ ] 2   [ ] 3   [ ] 4    
 [ ] �7/2##;' 

8.  �%2N"��/��4%08�14/6�3$$4 (�4#�7P /$. 
�5ห��) 

�%2N"� [ ] � [ ] � [ ] ค 

N'�%3��7P                                . 
/3��7P                                    . 
'��9P/                        .�;O%3�ค5�/ 
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2N/%#CP 2 �Oอ!Gล�@#0D�1@/B�?""@ 

9.  �4%/O4�/6��'�4%�%2N#6��/�ห�N/$�4�ค/�ค:#$4�7P /$. $/#%3� [ ] R#N#7 
[ ] EMA   

[ ] Health Canada 

[ ] MHRA  

[ ] PMDA (�N4� Consultation Process) 

[ ] SWISSMEDIC  

[ ] TGA (N� 42 CTA scheme) 

[ ] US FDA 

 %O/#O��N/�24%ห'3��4� 

10.  �':N#�4%%3�14 (Therapeutic area) �7P/6�3$ N'9/��4��3/N'9/�#4�%�4� 

11.  �4%'��2N�7$��4�/6�3$ (Clinical Trials 
Registry) 

URL �/� Registry ห#4$N'�'��2N�7$� 

  

(NพB่/O"/!@/ค/@/Nห/@>2/)  

12.  �%2N�0�7P�5�4%/6�3$ [ ] N� 42Q��%2N�0R�$    [ ] /6�3$Q�ห'4$�%2N�0 

13.  �5�/�2�4��7P/6�3$%N/#�3Q�ห#��3P/P'��4#O�� (OหN�)  

14.  �5�/�/4242#3ค%�3Q�ห#��3P/P'��4#O�� (ค�)  

15.  �5�/�2�4��7P/6�3$%N/#Q��%2N�0R�$�4#O�� (OหN�)  

16.  �O/#;'�/�O�N'22�4��7P/6�3$Q��%2N�0R�$ 

�9P/2�4��7P/6�3$ 
�5�/�/4242#3ค% 

(ค�) 
�9P/�;O/6�3$ห'3� �O/#;'�4%�6��N/ 

�9P/�/� IRB/IEC �7P /$.
$/#%3� 

(1)    �9P/�;O/6�3$ห'3� 

�7P/$;N 
P�%. 
/7N#' 

 

(2)    (NพB่/O"/!@/ค/@/Nห/@>2/)  

17.  /3��7PN%6P#�4%/6�3$Q��%2N�0R�$ 
(P�$�%2#4�) 

 

18.  /3��7P26Q�2:��4%/6�3$Q��%2N�0
R�$ (P�$�%2#4�) 

 

19.  �4%2�3�2�:��4��4%N�6�  P�%�%2�:N/�24%�:�%4$�4%�7PO2��ห'3��4� 

[..] Pค%�%N4��4%/6�3$ (P�%�%2�: �9P/N/�24% version /3��7P ห�O4 �O/) 
[..] N/�24%�O/#;'25ห%3�/4242#3ค% (P�%�%2�: �9P/N/�24% version /3��7P ห�O4 

�O/) 
[..] /9P� N P�%�%2�: O'2O��25N�4N/�24% 
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2N/%#CP 2 �Oอ!Gล�@#0D�1@/B�?""@ 

20.  ห'3��4�O2���4%�%2�3�"3$
ห%9/�4%�N4$คN4��N�$�N4� N 
ห4�/4242#3ค%N�6�N�O��N/$ 
�4�N�O� �:  '"4  ห%9/
N27$�7/6� /3�N�็��'#4�4��4%
/6�3$�4�ค'6�6� 

P�%�%2�:N/�24%�:�%4$�4%�7PO2��ห'3��4� 

[..] �%2�3�"3$ 

[..] N/�24%�O/#;'25ห%3�/4242#3ค% (P�%�%2�: �9P/N/�24% version /3��7P ห�O4 

�O/  ) 
[..] /9P� N P�%�%2�: O'2O��25N�4N/�24% 

 

 

2N/%#CP 3 (GON�CP"/�Oอ� 

21.  �:คค'ห%9//�ค์�%�7P�5�3��;O'�4%/6�3$ (Monitor)  �9P/ 

�7P/$;N 
P�%. 
/7N#'/N/O�R��์ 

22.  �%613�ห%9//�ค์�%�7P�%6ห4%�3��4%Pค%��4%/6�3$  �9P/ 

�7P/$;N 
P�%. 
/7N#'/N/O�R��์ 

23.  �%613�ห%9//�ค์�%�7P�%6ห4%�3��4%�O/#;'  �9P/ 

�7P/$;N 
P�%. 
/7N#'/N/O�R��์ 

24.  �:คค'ห%9//�ค์�%�7P#7ห�O4�7P�%2N#6�ค/4#�'/�"3$ 24.1 ค�2�%%#�4%�5�3��;O'�O/#;'/62%2  
[ ]  #7  [ ]  R#N#7 
24.2 �;O�5�3��;O'�O4��4%O �$์ (Medical Monitor)  
[ ]  #7   [ ]  R#N#7 

25.  หO/���6�3�6�4% (�:�หO/���6�3�6�4%�7P��2/�//6Nค%42ห์26P�2N��%/�) �3Q�Q�O'2�N4��%2N�0 

�9P/หO/���6�3�6�4%  �7P/$;N %2�:�4%��2/�/�4%/6Nค%42ห์ 

(1)     

(2)     

(3)  (NพB่/O"/!@/ค/@/Nห/@>2/)   

 

 

2N/%#CP 4�Oอ!Gล"@ 

26.  �%2N"��/�$4/6�3$�3/ห'3��/�Pค%��4% N'9/�R�O 1 �O/ 

[ ] /3ค�7� [ ] ATMPs  [ ] $4�7//3��:/9P� N [ ] $4Nค#7 
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27.  �O/#;'$4�7PQ�OQ��4%08�14/6�3$$4 (�:�%4$�4%�7P%2�:Q�Pค%�%N4��4%/6�3$) O$��4#/6�7�4%�3�ห4 

I. %Aห#Eอ2?P�N�O@!@Q%#@�อ@�@�?�#N�EPอ�@#0D�1@/B�?""@ P "(GO#?&อ%F�@! %".1 

#@"�@##CP 1. �9P/$4ห%9/%ห32$4  

ค/4#O%�  

%;�O��$4  

%4$'2N/7$��:���4��%%�:  

�5�/��7P�2�5ห%9/23P� (ห�N/$)  

�%2N"��4%Q�OQ�Pค%��4% [..]  $4/6�3$ [..]  $4N�%7$�N�7$� [..]  $4�7PQ�O%N/# 

�;O%3�/�:�4��523P� �9P/..... 
Q�/�:�4�N'��7P ..... 

"AO"ลB!0@#C่�>�AN�O@ 
(1> @ ช?่อ #C่อ0AN !1>N#0 ห�O@#C่) 

2Aห1? 0@#C่!�!ิ �@11?�1@ 
P!1 1> @/N@"AO"ลB!N!็��อ�0@Q  

หล?�ฐ@�Nอ�2@1ค/ ค@/ค@�.@พOล>
�@1"ลB!0@#C่อO@�อB� พ1Oอ/O� Nอ�2@1 

1)   [ ] NCE(CMC) + GMP 

[ ] /O4�/6��4%�8Q��2N�7$��5%3�$4Q�
R�$ (N'��7P
Q�25ค3�……...........................) 

[ ] CPP/CFS �7P#7�4%%3�%/� GMP O'2
$9�$3��4%�5ห�N4$ 

[ ] ห'3��4�/9P�N �7PO2���4%�8Q�
�2N�7$��4�ห�N/$�4��5�3��;O'�O4�$4 

2)   [ ] NCE(CMC) + GMP 

[ ] /O4�/6��4%�8Q��2N�7$��5%3�$4Q�
R�$ (N'��7P
Q�25ค3�.................................) 

[ ] CPP/CFS �7P#7�4%%3�%/� GMP O'2
$9�$3��4%�5ห�N4$ 

[ ] ห'3��4�/9P�N �7PO2���4%�8Q�
�2N�7$��4�ห�N/$�4��5�3��;O'�O4�$4 

#@"�@##CP 2. �9P/$4ห%9/%ห32$4  

ค/4#O%�  

%;�O��$4  

%4$'2N/7$��:���4��%%�:  

�5�/��7P�2�5ห%9/23P� (ห�N/$)  

�%2N"��4%Q�OQ�Pค%��4% [..]  $4/6�3$ [..]  $4N�%7$�N�7$� [..]  $4�7PQ�O%N/# 

�;O%3�/�:�4��523P� �9P/.....  
Q�/�:�4�N'��7P ..... 
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"AO"ลB!0@#C่�>�AN�O@ 
(1> @ ช?่อ #C่อ0AN !1>N#0 ห�O@#C่) 

2Aห1? 0@#C่!�!ิ �@11?�1@ 
P!1 1> @/N@"AO"ลB!N!็��อ�0@Q  

หล?�ฐ@�Nอ�2@1ค/ ค@/ค@�.@พOล>
�@1"ลB!0@#C่อO@�อB� พ1Oอ/O� Nอ�2@1 

1)   [ ] NCE(CMC) + GMP 

[ ] /O4�/6��4%�8Q��2N�7$��5%3�$4Q�
R�$ (N'��7P
Q�25ค3�.................................) 

[ ] CPP/CFS �7P#7�4%%3�%/� GMP O'2
$9�$3��4%�5ห�N4$ 

[ ] ห'3��4�/9P�N �7PO2���4%�8Q�
�2N�7$��4�ห�N/$�4��5�3��;O'�O4�$4 

2)   [ ] NCE(CMC) + GMP 

[ ] /O4�/6��4%�8Q��2N�7$��5%3�$4Q�
R�$ (N'��7P
Q�25ค3�.................................) 

[ ] CPP/CFS �7P#7�4%%3�%/� GMP O'2
$9�$3��4%�5ห�N4$ 

[ ] ห'3��4�/9P�N �7PO2���4%�8Q�
�2N�7$��4�ห�N/$�4��5�3��;O'�O4�$4 

II. (ลB!"@Q%'#>N#0R#"N�EPอ�@#0D�1@/B�?""@ 

#@"�@##CP 1. �9P/$4ห%9/%ห32$4   

ค/4#O%�   

%;�O��$4   

%4$'2N/7$��:���4��%%�:   

%:N��4%�'6��7P�2Q�O/6�3$O'2
�5�/��7P�'6� (ห�N/$) 

%:N��4%�'6�.................................  �5�/�................  
<NพB่/R O!@/ค/@/Nห/@>2/> 

�%2N"��4%Q�OQ�Pค%��4% [..]  $4/6�3$ [..]  $4N�%7$�N�7$� [..]  $4�7PQ�O%N/# 

�;O%3�/�:�4��'6�$4 �9P/.....  
Q�/�:�4�N'��7P ..... 

"AO"ลB!0@ 
(1> @ ช?่อ #C่อ0AN ห�O@#C่) 

2Aห1? 0@#C่!�!ิ �@11?�1@ P!1 
1> @/N@"AO"ลB!N!็��อ�0@Q  

หล?�ฐ@�Nอ�2@1ค/ ค@/ค@�.@พOล>�@1
"ลB!0@#C่อO@�อB� พ1Oอ/O� Nอ�2@1 

1)   [ ] NCE (CMC) + GMP 

 

2)   [ ] NCE (CMC) + GMP 

 

#@"�@##CP 2. �9P/$4ห%9/%ห32$4  

ค/4#O%�  
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%;�O��$4  

%4$'2N/7$��:���4��%%�:  

%:N��4%�'6��7P�2Q�O/6�3$O'2
�5�/��7P�'6� (ห�N/$) 

%:N��4%�'6�.................................  �5�/�................  
<NพB่/R O!@/ค/@/Nห/@>2/> 

�%2N"��4%Q�OQ�Pค%��4% [..]  $4/6�3$ [..]  $4N�%7$�N�7$� [..]  $4�7PQ�O%N/# 

�;O%3�/�:�4��'6�$4 �9P/.....  
Q�/�:�4�N'��7P ..... 

"AO"ลB!0@ 
(1> @ ช?่อ #C่อ0AN ห�O@#C่) 

2Aห1? 0@#C่!�!ิ �@11?�1@ P!1 
1> @/N@"AO"ลB!N!็��อ�0@Q  

หล?�ฐ@�Nอ�2@1ค/ ค@/ค@�.@พOล>�@1
"ลB!0@#C่อO@�อB� พ1Oอ/O� Nอ�2@1 

1)   [ ] NCE (CMC) + GMP 

 

2)   [ ] NCE (CMC) + GMP 

 

III. �? ห@"@�@�#Oอ�!ล@ Q%'#>N#0 

#@"�@##CP 1. N'��2N�7$�$4  

�9P/$4ห%9/%ห32$4  

ค/4#O%�  

%;�O��$4  

%4$'2N/7$��:���4��%%�:  

�%2N"��4%Q�OQ�Pค%��4% [..]  $4/6�3$ [..]  $4N�%7$�N�7$� [..]  $4�7PQ�O%N/# 

#@"�@##CP 2. �9P/$4ห%9/%ห32$4  

ค/4#O%�  

%;�O��$4  

%4$'2N/7$��:���4��%%�:  

�%2N"��4%Q�OQ�Pค%��4% [..]  $4/6�3$ [..]  $4N�%7$�N�7$� [..]  $4�7PQ�O%N/# 

N'��2N�7$�$4  

�;O%3�/�:�4�  

 

 

2N/%#CP 5 Nอ�2@#'#>�อ&คA�อ  

%4$�4%N/�24%�%2�/�ค5�/ N�็�R��4#�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 /N4�O/$N%9P/� #4�%�4� �4%�/
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 @ค(%/� 2 

#@"�@#ห?/�Oอ2Aห#?&�Oอ!Gล O@%คF� @�Oล>�@#(ลB!"@O&& New Chemical Entity (NCE) ห#Eอ 
Chemistry Manufacturing and Controls (CMC) 

 

%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

DRUG SUBSTANCE (NAME, MANUFACTURER) ✓ ✓ ✓ 

S.1 General Information (name manufacturer)  ✓ ✓ ✓ 

S.1.1 Nomenclature (name, manufacturer)  ✓ ✓ ✓ 

- Recommended International Non-proprietary name (INN) ✓ ✓ ✓ 

- Compendial name, if relevant  - ✓ ✓ 

- Chemical name(s)  - ✓ ✓ 

- Company or laboratory code ✓ ✓ ✓ 

- Other non-proprietary name(s) (e.g., national name, USAN, BAN) - ✓ ✓ 

- Chemical Abstracts Service (CAS) registry number - ✓ ✓ 

S.1.2 Structure (name, manufacturer) ✓ ✓ ✓ 

- Structural formula, including relative and absolute stereochemistry ✓ ✓ ✓ 

- Molecular formula ✓ ✓ ✓ 

- Molecular mass ✓ ✓ ✓ 

S.1.3 General Properties (name, manufacturer) ✓ ✓ ✓ 

- Physical description (e.g., appearance, colour, physical state) ✓ ✓ ✓ 

- Physical form (e.g., preferred polymorphic form, solvate, hydrate) - - ✓ 

- Solubilities (eg. solubility profile, tabular format, reporting in  (mg/mL) ✓ ✓ ✓ 

- pH and pKa values ✓ ✓ ✓ 

- Other relevant information ✓ ✓ ✓ 

S.2 Manufacture (name, manufacturer) ✓ ✓ ✓ 

S.2.1 Manufacturer(s) (name, manufacturer)  ✓ ✓ ✓ 

- Name, address, and responsibility of each manufacturer, including contractors, and 

each proposed production site or facility involved in the manufacturing of the batches 

to be used in this clinical trial 

✓ ✓ ✓ 

S.2.2 Description of Manufacturing Process and Process Controls (name, manufacturer)  ✓ ✓ ✓ 

- Flow diagram of the synthetic process(es) ✓ ✓ ✓ 

- Narrative description of the manufacturing process(es) - ✓ ✓ 

S.2.3 Control of Materials (name, manufacturer)  ✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

- For drug substances or drug substance manufactured with reagents obtained from 

sources that are at risk of transmitting Bovine Spongiform Encephalopathy 

(BSE)/Transmissible Spongiform Encephalopathy (TSE) agents (e.g., ruminant 

origin), provide an attestation (with supporting documentation, if applicable) 

confirming that the material is free of BSE/TSE agents 

✓ ✓ ✓ 

- Information on starting materials - ✓ ✓ 

S.2.4 Controls of Critical Steps and Intermediates (name, manufacturer) - - ✓ 

- Summary of the controls performed at critical steps of the manufacturing process 

and on intermediates 

- - ✓ 

S.3 Characterisation (name, manufacturer) ✓ ✓ ✓ 

S.3.1 Elucidation of Structure and other Characteristics (name, manufacturer) ✓ ✓ ✓ 

- List of studies performed (e.g., IR, UV, NMR, MS, elemental analysis) and summary 

of the interpretation of evidence of structure 

✓ ✓ ✓ 

- Discussion on the potential for isomerism and identification of stereochemistry (e.g., 

geometric isomerism, number of chiral centres and configurations) 

✓ ✓ ✓ 

- Summary of studies performed to identify potential polymorphic forms (including 

solvates), if available 

✓ ✓ ✓ 

- Summary of studies performed to identify the particle size distribution of the drug 

substance, if available 

✓ ✓ ✓ 

- Other characteristics ✓ ✓ ✓ 

S.3.2 Impurities (name, manufacturer)  ✓ ✓ ✓ 

- Identification of potential and actual impurities arising from the synthesis, 

manufacture and/or degradation 

✓ ✓ ✓ 

 List of drug-related impurities (e.g., starting materials, by-products, intermediates, 

chiral impurities, degradation products, metabolites), including chemical name and 

origin 

Drug-related Impurity 

(chemical name or descriptor)  
Structure Origin 

   

   
 

✓ ✓ ✓ 

 List of process-related impurities (e.g., residual solvents, reagents, catalysts), 

including compound name and step used in synthesis 

✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

- Actual levels of impurities (e.g., drug-related and process-related) found in batches 

to be used in this clinical trial 

Impurity 

(drug-related and 

process-related) 

Acceptance 

Criteria 

Results 

(include batch number and use) 

(e.g., clinical) 

   

     

     

     
 

✓ ✓ ✓ 

S.4 Control of the Drug Substance (name, manufacturer)  ✓ ✓ ✓ 

S.4.1 Specification (name, manufacturer) - ✓ ✓ 

- Specification for the drug substance 

Test Acceptance Criteria 
Analytical Procedure 

(Type and Source) 

   

   

   
 

- ✓ ✓ 

S.4.2 Analytical Procedures (name, manufacturer) - ✓ ✓ 

- Summary of the analytical procedures (e.g., suitability, key method parameters, 

conditions) 

- ✓ ✓ 

S.4.3 Validation of Analytical Procedures (name, manufacturer) - ✓ ✓ 

- Tabulated summary of the validation information (e.g., system suitability testing, 

validation parameters and results) 

- ✓ ✓ 

S.4.4 Batch Analyses (name, manufacturer) ✓ ✓ ✓ 

- Description of the batches to be used in this clinical trial 

Batch Number Batch Size 
Date of Manufacture and 

Site of Production 
Use (e.g., clinical) 

    

    

    
 

✓ ✓ ✓ 

- 
Summary of results for the batches to be used in this clinical trial (should include 

tests, types of analytical procedures (e.g., HPLC, GC), and actual results) 

✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

S.4.5 Justification of Specification (name, manufacturer) - ✓ ✓ 

- Justification of the drug substance specification (e.g., manufacturing experience, 

stability, historical batch analysis results, safety considerations)   

- ✓ ✓ 

S.6 Container Closure System (name, manufacturer)  ✓ ✓ ✓ 

- Description of the container closure system(s) for the storage and shipment of the 

drug substance 

✓ ✓ ✓ 

S.7 Stability (name, manufacturer) ✓ ✓ ✓ 

S.7.1 Stability Summary and Conclusions (name, manufacturer) ✓ ✓ ✓ 

- Summary of stability studies to support this clinical trial (e.g., studies conducted, 

protocols used, results obtained) 

✓ ✓ ✓ 

- Proposed storage conditions for the drug substance ✓ ✓ ✓ 

S.7.2 Stability Protocol and Stability Commitment (name, manufacturer)  ✓ ✓ ✓ 

- If full long term stability data is not available at the time of filing, provide a summary 

of the stability protocol and a commitment for the continued monitoring of the drug 

substance stability according to the protocol 

✓ ✓ ✓ 

S.7.3 Stability Data (name, manufacturer) ✓ ✓ ✓ 

- The actual stability results (i.e., raw data) may be found in ✓ ✓ ✓ 

- Summary of analytical procedures and validation information for those procedures 

not previously summarized in 2.3.S.4 (e.g., analytical procedures used only for 

stability studies) 

- ✓ ✓ 

DRUG PRODUCT (NAME, DOSAGE FORM) ✓ ✓ ✓ 

P.1 Description and Composition of the Drug Product (name, dosage form) ✓ ✓ ✓ 

- Description of the dosage form ✓ ✓ ✓ 

- Composition of the dosage form ✓ ✓ ✓ 

 Composition, i.e., list of all components of the dosage form, and their amounts on a 

per unit basis (including overages, if any) 

Component and Quality 

Standard (and Grade, if 

applicable) 

Function 

Strength (label claim) 

    

Quantity 

per unit 
% 

Quantity 

per unit 
% 

      

      

✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

Total      
 

 Composition of all components that are mixtures (e.g., colorants, coatings, capsule 

shells, imprinting inks) 

✓ ✓ ✓ 

- Description of accompanying reconstitution diluent(s), if applicable ✓ ✓ ✓ 

- Type of container closure system used for accompanying reconstitution diluent(s), if 

applicable 

✓ ✓ ✓ 

- Qualitative list of the components of the placebo samples to be used in this clinical 

trial, if different from the components listed in 2.3.P.1(b) 

- ✓ ✓ 

P.2 Pharmaceutical Development (name, dosage form)  ✓ ✓ ✓ 

- Discussion on the development of the dosage form, the formulation, manufacturing 

process, etc 

- ✓ ✓ 

- For sterile, reconstituted products, summary of compatibility studies with 

diluents/containers 

✓ ✓ ✓ 

P.3 Manufacture (name, dosage form)  ✓ ✓ ✓ 

P.3.1 Manufacturer(s) (name, dosage form)  ✓ ✓ ✓ 

- Name, address, and responsibility of each manufacturer, including contractors, and 

each proposed production site or facility involved in the manufacturing of the batches 

to be used in this clinical trial 

✓ ✓ ✓ 

- Attestation that the dosage form was manufactured under Good Manufacturing 

Practices (GMP) conditions 

✓ ✓ ✓ 

P.3.2 Batch Formula (name, dosage form) ✓ ✓ ✓ 

- 

List of all components of the dosage form to be used in the manufacturing process, 

and their amounts on a per batch basis (including overages, if any) 

Strength (label claim)  

Batch Size(s) (number of dosage units)   

Component and Quality Standard 

(and Grade, if applicable) 
Quantity per batch 

  

  

Total  
 

✓ ✓ ✓ 

P.3.3 Description of Manufacturing Process and Process Controls (name, dosage form) ✓ ✓ ✓ 

- Flow diagram of the manufacturing process ✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

- Detailed narrative description of the manufacturing process, including equipment 

type and working capacity, process parameters 

- ✓ ✓ 

- For sterile products, details and conditions of sterilization and lyophilization ✓ ✓ ✓ 

P.4 Control of Excipients (name, dosage form) ✓ ✓ ✓ 

P.4.1 Specifications (name, dosage form) ✓ ✓ ✓ 

P.4.5 Excipients of Human or Animal Origin (name, dosage form) ✓ ✓ ✓ 

- List of excipients that are of human or animal origin (including country of origin) ✓ ✓ ✓ 

- Summary of the information (e.g., sources, specifications, description of the testing 

performed, viral safety data) regarding adventitious agents for excipients of human or 

animal origin 

✓ ✓ ✓ 

- For excipients obtained from sources that are at risk of transmitting Bovine 

Spongiform Encephalopathy (BSE)/Transmissible Spongiform Encephalopathy (TSE) 

agents (e.g., ruminant origin), provide an attestation (with supporting documentation, 

if applicable) confirming that the material is free of BSE/TSE agents 

✓ ✓ ✓ 

P.4.6 Novel Excipients (name, dosage form) ✓ ✓ ✓ 

- Summary of the details on the manufacture, characterization, and controls, with cross 

references to supporting safety data (nonclinical and/or clinical) on novel excipients 

✓ ✓ ✓ 

P.5 Control of Drug Product (name, dosage form) ✓ ✓ ✓ 

P.5.1 Specification(s) (name, dosage form) - ✓ ✓ 

- Specification(s) for the drug product 

Test Acceptance Criteria 
Analytical Procedure 

(Type and Source) 

   

   
 

- ✓ ✓ 

P.5.2 Analytical Procedures (name, dosage form) - ✓ ✓ 

- Summary of the analytical procedures (e.g., key method parameters, conditions, 

suitability) 

- ✓ ✓ 

P.5.3 Validation of Analytical Procedures (name, dosage form) - ✓ ✓ 

- Tabulated summary of the validation information (e.g., system suitability testing, 

validation parameters and results) 

- ✓ ✓ 

P.5.4 Batch Analyses (name, dosage form) ✓ ✓ ✓ 

- Description of the batches to be used in this clinical trial (or representative batches) ✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

Strength and 

Batch Number 

Batch 

Size 

Date of Manufacture and 

Site of Production 

Input Drug 

Substance Batch 

Use (e.g., 

clinical) 

     

     
 

- Summary of results for the batches to be used in this clinical trial or representative 

batches (should include tests, types of analytical procedures (type and source), and 

actual results) 

✓ ✓ ✓ 

P.5.5 Characterisation of Impurities (name, dosage form) ✓ ✓ ✓ 

- Information on the characterization of impurities, not previously provided in S.3.2 

(e.g., summary of actual and potential degradation products) 

✓ ✓ ✓ 

P.5.6 Justification of Specification(s) (name, dosage form) - ✓ ✓ 

- Justification of the drug product specification (e.g., manufacturing experience, 

stability, historical batch analysis results, safety considerations) 

- ✓ ✓ 

P.7 Container Closure System (name, dosage form) ✓ ✓ ✓ 

- Description of the container closure systems, including unit count or fill size, container ✓ ✓ ✓ 

- Materials of construction of each primary packaging component ✓ ✓ ✓ 

- For sterile products, details of washing, sterilization and depyrogenation procedures 

for container closures 

✓ ✓ ✓ 

P.8 Stability (name, dosage form) ✓ ✓ ✓ 

P.8.1 Stability Summary and Conclusions (name, dosage form) ✓ ✓ ✓ 

- Summary of stability studies to support this clinical trial (e.g., studies conducted, 

protocols used, results obtained) 

✓ ✓ ✓ 

 Description of stability study details 

Storage 

Conditions (°C, % 

RH, light) 

Strength and 

Batch Number 

Batch Size 

and Date of 

Manufacture 

Container 

Closure 

System 

Completed (and 

Proposed) Test 

Intervals 

     

     

     
 

✓ ✓ ✓ 

 Summary and discussion of stability study results ✓ ✓ ✓ 

- Proposed storage conditions and shelf life (and in-use storage conditions and in-use 

period, if applicable) 

✓ ✓ ✓ 

P.8.2 Post-approval Stability Protocol and Stability Commitment (name, dosage form) ✓ ✓ ✓ 
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%4$�4%ห3/�O/ 

ห?/�Oอ#CP!Oอ�!C�?Q%!PA 
2Aห#?&�@#/B�?"#>">#CP 

1, BE 2 3, 4 

- If full long term stability data is not available at the time of filing, provide a summary 

of the stability protocol and a commitment that the stability of the clinical trial samples 

or representative batches will be monitored throughout the duration of the clinical trial 

or proposed shelf life 

✓ ✓ ✓ 

P.8.3 Stability Data (name, dosage form) ✓ ✓ ✓ 

- The actual stability results (i.e., raw data) may be found in ✓ ✓ ✓ 

- Summary of analytical procedures and validation information for those procedures 

not previously summarized in 2.3.P.5 (e.g., analytical procedures used only for 

stability studies) 

- ✓ ✓ 

 

ATTACHMENTS  

Attachment Number Subject 
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 @ค(%/� 3 

�@#อO@�อB�(ล�@#'#>N!B%�อ�ห%N/"�@%ค/&คF!"@#CP2A%?��@%ค�>�##!�@#อ@ห@#Oล>"@"อ!#?& 

1. หล?��@#Oล>Nห!F(ล 

ห'3��4%�/�/�ค์�4%/�4#3$P'� N%9P/� Good Reliance Practices N�็�ห'3��4%�7P�2�N/$�4%
QหOห�N/$�4�ค/�ค:#�O4�$424#4%�/O4�/6��'�4%�%2N#6��/�ห�N/$�4�ค/�ค:#$4/7�OหN�ห�8P��7P#7ค/4#N�O #O�O�
�O4��5�3��;O'$4#4Q�O�%2�/��4% 6�4%�4N 9P/�3�26�Q��O4��4%/�:�4�R�O/$N4�#7�%226��6"4 O'2% /�N%O/ 
"4$Q�O�%3 $4�%�7P�5�3�P�$N� 42/$N4�$6P��5�/��;O N�7P$/�4� O'2N�็��4%ห'7�N'7P$��4 %�5 �4 ��Q 5�O /�  
 %O/#�3Q�N�>�P/�42QหO�%2N�0�7P/O4�/6��'�4%�%2N#6�$3�ค��5ห'3��4%�O4���ห#4$ ��%2N�7$� �O/�5ห��
�/���ห#4$�7PN�7P$/�O/� O'2�%6���/��%2N�0��#4N�็�2N/�25ค3��N/�4% 6�4%�4%N/#�O/$�N/��7P� 2�3 �26�
QหO�'�4% 6�4%�4  

25�3��4�ค�2�%%#�4%/4ห4%O'2$4 6�4%�4O'O/NหO�/N4ห'3��4%�3��'N4/� 2�N / QหO N�6�
�%2P$��์Q��4% 6�4%�4ค5�//�:�4��4%08�14/6�3$$4N�็�R�/$N4�#7�%226��6"4 O'2N%6P#�4%/6�3$R�ON%O/ �8Q� 
P�$R#NR�ON�็��4%'�#4�%�4��O4�ค:�"4  ค/4#�'/�"3$ O'2#4�%�4��4%�5N�6��4%/6�3$�4�ค'6�6�  

2. O%/#@��@#อO@�อB�(ล�@#'#>N!B%�อ�ห%N/"�@%ค/&คF!"@#CP2A%?��@%ค�>�##!�@#อ@ห@#Oล>"@
"อ!#?& 

ค5�//�:�4�ค5�//�:�4��4%08�14/6�3$$4�7P�2/O4�/6��'�4%�%2N#6��/�ห�N/$�4�ค/�ค: #
$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3� �2�O/�N�็�R��4#�Oอ�Aห%  P "N'็%�@#0D�1@/B�? ""@
'#>N # � ห#Eอ ค �DP� 

2.1. R#NQ�NPค%��4%/6�3$%2$2�7P 1 ค%3Q�O%�Q�ค� (First-in-Human Study) 

2.2. R#NQ�NPค%��4%/6�3$ค%3Q�O%�Q�N�O� 

2.3. N�็�Pค%��4%/6�3$�4�ค'6�6�N�7$/�3��3��7PR�O%3�/�:�4�ห%9/ค/4#NหO��/�QหO�5N�6��4%
/6�3$�4�ห�N/$�4�ค/�ค:#$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3�  

2.4. N�็�Pค%��4%/6� 3$�4�ค'6� 6��7 PR�O% 3�/�:�4��4�ห�N/$�4�ค/�ค:#$4�7 P25� 3��4�
ค�2�%%#�4%/4ห4%O'2$4$/#%3� P�$$3�ค�2�4�2�7PO2��/N4R�O%3�/�:�4��5N�6��4%/6�3$ O'2R#N/$;N%2ห/N4�
�4%%2�3��3P/ค%4/ ห%9/R#N�;�$�N'6�N 6��/��4%08�14/6�3$ 

3. O%/#@��@#�B�@#�@ 

ค5�//�:�4�ค5�//�:�4��4%08�14/6�3$$4�7P/O4�/6��'�4%�%2N#6��/�ห�N/$�4�ค/�ค: #$4
�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3��8P�N�็�R��4#N�9P/�R��O4��O� �2N�O42;N�%2�/��4%�%2N#6�O��
$N/ P�$25�3��4�ค�2�%%#�4%/4ห4%O'2$4�2�%2N#6�O'2�3�26�Q�P�$ค5�8��8��%6���/��%2N�0R�$ N�N� 
��%2N�7$��7PN�7P$/�O/� �4%�%2N#6��%2P$��์O'2ค/4#N27P$� 2"4 �ั�ห4O'2ค/4#�5N�็��4��4%24�4%�2:� 
O���4%�3��4%ค/4#N27P$� N�็��O� O'2R#NR�O'�#4�%�4��O4�ค:�"4  ค/4#�'/�"3$ O'2#4�%�4��4%
�5N�6��4%/6�3$�4�ค'6�6� 
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4. Nอ�2@#'#>�อ&�@#�B�@#�@ 

�; O#72 6��6N$9 P�ค5�/�7P�%22�ค์�2% 3��4%�%2N#6�O��$N/P�$�4%/O4�/6��'�4%�%2N#6��/�
ห�N/$�4�ค/�ค:#$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3� �2�O/��3�N�%7$#N/�24%�N4� N 25ห%3�ค5
�//�:�4�ค5�//�:�4��4%08�14/6�3$$4 O'2N 6P#N�6#ห'3��4�N/�24%25ห%3��4%/O4�/6��'�4%�%2N#6 ��/�
ห�N/$�4�ค/�ค:#$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3� �3��N/R��7Q  

4.1. N/�24%ห'3��4�O2���'�4%/�:�4��4%/6�3$�4�ค'6� 6��/�ห�N/$�4�ค/�ค:#$4�7P
25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3� P�$/4�/$;NQ�%;�O���/�ห�3�29/%3�%/� ห%9/%4$�4��4%
�%2N#6� ห%9/N/�24%N�7$�N�N4  %O/#O2��%4$�4%N/�24%Pค%�%N4��4%/6�3$ ค;N#9/�;O/6�3$ O'2N/�24%ค/�ค:#
ค:�"4 O'2�4%�'6�$4 �7P�%2N#6� N 9P/O2��/N4N�็�Pค%��4%/6�3$�4�ค'6�6�O'2$4/6�3$N�7 $/�3��3 ��7P $9P��/
/�:�4�Q�ค%3Q��7Q 

4.2. N/�24%ห'3��4�O2��Pค%�%N4��4%/6�3$ ค;N#9/�;O/6�3$ O'2N/�24%ค/�ค:#ค:�"4 O'2�4%
�'6�$4 �7Pห�N/$�4�ค/�ค:#$4�7P25�3��4�ค�2�%%#�4%/4ห4%O'2$4$/#%3��%2N#6� ห4�R#NR�O%2�: R/O Q�
N/�24%�O/ 4.1 

4.3. N/�24%2% :��%2N�O�25ค3��O4�ค/4#�'/�"3$O'2ค/4#N27 P$�/3�N� 9 P /�#4 � 4 �
Pค%��4%/6�3$�4�ค'6�6�O'2$4/6�3$ (�4#O��!/%์#�7PO��) 
5. #@"�EPอห%N/"�@%ค/&คF!"@#CP2A%?��@%ค�>�##!�@#อ@ห@#Oล>"@"อ!#?& 

5.1. The United States Food and Drug Administration (US FDA)  

5.2. The European Medicines Agency (EMA) N� 42�%�7�7P�N4� Centralized system 

5.3. Pharmaceutical and Medical Devices Agency (PMDA)  N� 4 2�%� 7� 7 P � N 4 �  

consultation process 

5.4. Swissmedic 

5.5. Health Canada 

5.6. Medicines and Healthcare products Regulatory Agency (MHRA)  

5.7. Therapeutic Goods Administration (TGA) �%�7�7P�N4� CTA scheme 
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Nอ�2@#2#F''#>N O%2Aค?� O@%ค/@!'ลอ  ?"Oล>ค/@!N2CP"�อ?%N%EPอ�!@�@� 

Pค#��@#/B�?"#@�คลB%B�Oล>"@/B�?" 

1. �Oอ!Gล�@#0D�1@/B�?""@ 

1.1. %ห32Pค%��4%/6�3$: 

 

1.2. �9P/Pค%��4%/6�3$"414R�$: 

 

 

1.3. �9P/Pค%��4%/6�3$"414/3��&1: 

 

 

2. (ล�@##&#/%ค/@!N2CP"�#CP!Cค/@!N��@>!Nอ�@# AN%B%�@#/B�?"#CP N�CP"/�Oอ��?&�@#ออ�O&& �?Q%!อ%  
�#>&/%�@# Oล>/B$C�@#/B�?" #CPอ@��>2N�(ล!Nอค/@!'ลอ  ?"�อ�อ@2@2!?ค#  

�B��##!#CP!Cค/@!N2CP"�  
�B��##!#CP AN%B%�@#N�EPอล 
ห#Eอค/&คF!ค/@!N2CP"�#CP

N�B �DQ% 

2#F'(ล�@#!B !@!ค/@!
'ลอ  ?" 

!@!#�@#�OอN2%อO%>
N�BP!N!B!2Aห#?&ค/@!

'ลอ  ?"Q%อ@2@2!?ค#ค%
R#" 

ต?วอ0N@�  
�4%�3��6Q�N�9Q/�/�/4242#3 ค%R�
�%/�  

-�5ห��ค:�2#�3�6 O'2/�%#
/6�7�4% biopsy QหOO�NO �$์�7P
2�4��7P�5N�6��4%/6�3$ 

-2�4��7P�5N�6��4%/6�3$ (clinical 

site) #7/:��%�์ O'2Nค%9P/��7P
24#4%��5N�6��4% biopsy R�O
/$N4��'/�"3$�N//4242#3ค% 

�6��4#/4�4%�O4�Nค7$�Q�
�5Oห�N��7P�3��6Q�N�9Q/ 

- 

<Nพิ่มO ว�ามความN/มาะ.ม>    

3. 2#F''#>N O% O@%ค/@!'ลอ  ?"Oล>ค/@!N2CP"�อ?%N%EPอ�!@�@�"@/B�?"หล?� (ห@�!Cหล@"#@"�@#อ@�
N�BP!!@#@�2Aห#?&O!Nล>"@/B�?"หล?�O!Nล>#@"�@#) 

3.1. (ล�@#0D�1@#CPR!NR O#AQ%ค%  (Non-Clinical Study) 
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3.1.1. 2#F'2@#>2Aค?��อ�อ@�@#R!N�D�'#>2�ค์#CPN�B �DQ%�#Oอ!#?Q�อ B'#@""D�ค/@!'ลอ  ?"#CP2@!@#" AN%B%�@#0D�1@/B�?"
Q%ค%!NอR'R O  
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………………………………………………………………………………………………………………………………………………… .......................……….. 
1> @Nอ�2@1อO@�อB� (1> @ช?่อNอ�2@1 version date ห�O@ 0Nอห�O@) 

………………………………………………………………………………………………………………………………………………………….. 

3.2. (ล�@#0D�1@Q%ค% (Clinical Study) 

3.2.1. (ล�@#0D�1@Q%อ@2@2!?ค#2F� @� C 
2%:�24%225ค3��/�/4�4%R#N 8��%22�ค์�7PN�6��8Q� %O/#�3Q�/"6�%4$�8�ค/4#�'/�"3$�7P24#4%��5N�6��4%08�14/6�3$Q�ค�Q�%2$2
�N/R�R�O  
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………………………………………………………………………………………………………………………………………………… .......................……….. 
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1> @Nอ�2@1อO@�อB� (1> @ช?่อNอ�2@1 version date ห�O@ 0Nอห�O@) 

………………………………………………………………………………………………………………………………………………… .......................……….. 
3.2.2. (ล�@#0D�1@Q%(GO'N/" (patients subjects) 
2%:�24%225ค3��/�/4�4%R#N 8��%22�ค์�7PN�6��8Q� %O/#�3Q�/"6�%4$�8�ค/4#�'/�"3$�7P24#4%��5N�6��4%08�14/6�3$Q�ค�Q�%2$2
�N/R�R�O (/4�O$��4#%2$2�/��4%/6�3$ N�N� �4%/6�3$%2$2 1, 2 ห%9/ 3)  
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………………………………………………………………………………………………………………………………………………… .......................……….. 
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1> @Nอ�2@1อO@�อB� (1> @ช?่อNอ�2@1 version date ห�O@ 0Nอห�O@) 
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 @ค(%/� 4 

O&&�อ#์!�อ(Nอ%(?%�Oอ�Aห% Q%�@#�ออ%F�@!�@#0D�1@/B�?""@ �#�C#CP!Cค/@!�AN'็%N#N� N/%N�EPอ
'#>P"�%์!Nอ2@$@#�> 

1. �Oอ!Gล�@#0D�1@/B�?""@#CP!Oอ��@#(Nอ%(?%�Oอ�Aห%  

1.1. �;O2�3�2�:��4%08�14/6�3$$4  

1.2. �9P/Pค%��4%/6�3$ ("414R�$)  

1.3. %ห32Pค%��4%/6�3$  

1.4. "4/2�:�N�6��4�24�4%�2:�
�7PN�7P$/�O/� 

 

2. Nอ�2@##CP!Oอ��@#(Nอ%(?% 

�O/$Nห�:�5N�็�N%N��N/��/��4%08�14/6�3$$4N 9P/�/�2�/�"4/2�:�N�6��4�24�4%�2:� N 9P/�%2P$��์
�N/24�4%�2 �8��5N�็��2�O/��/�N/��3��O/�5ห��25ห%3��4%�//�:�4��4%08�14/6�3$$4�4��%2�4% 
#@"�@##CP 1.  #>&Fห?/�Oอ ................................................... 
ค5/�6�4$O'2Nห�:�' 

................................................................................................................................................................................... 

................................................................................................................................................................................... 

................................................................................................................................................................................... 
�/%3�%/�/N4�22N�#/�N/�24%/ห'3��4�............................................................R�O"4$Q�/3��7P ................................. 
#@"�@##CP 2.  #>&Fห?/�Oอ ................................................... 
ค5/�6�4$O'2Nห�:�' 

................................................................................................................................................................................... 

...................................................................................................................................................................................

................................................................................................................................................................................... 
�/%3�%/�/N4�22N�#/�N/�24%/ห'3��4�............................................................R�O"4$Q�/3��7P ................................. 

(N 6P#%4$�4%�4#ค/4#Nห#422#) 

3. คA#?&#อ� 

�/%3�%/�/N4�O/#;'Q�NO��!/%์#�/�N/��3��O/�5ห��Q��4%�//�:�4��4%08�14/6�3$$4 �%�7�7P#7ค/4#�5N�็�N%N��N/�N 9P/
�%2P$��์�N/24�4%�2N�็�ค/4#�%6� 

 

        '��9P/ ……………………………………………… �;O#726��6N$9P�ค5�// �;O%3�
#/�/5�4� 

(…………………………………………………) �3/�%%��  

/3��7PQหOค5%3�%/�................................... 
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O&&#@"�@%ค/@!�O@/ห%O@�อ�Pค#��@#/B�?" 

O&&#@"�@%ค/@!�O@/ห%O@�อ�Pค#��@#/B�?" 

�7PR�O%3�/�:�4�QหO�5ห%9/23P�$4N�O4#4Q�%4�/4�4�3�%P�$R#N�O/��8Q��2N�7$��5%3�$4N 9P/�4%/6�3$  

%ห32Pค%��4%/6�3$ 

…………............. 
ห�O4 ............ �4� ................. 

TCT no. .............................. 
�O/#;'%2ห/N4�/3��7P  
..................... �8� .................... 

/O4��8� O�� �.$.#.1 N'�%3��7P……….……<%2�:QหOค%��:�ค5�/>….…............ 

"AO#CNR O1? อ�@ญ@! ........................................................................................................................................................................ 
(P!1 1> @ช?Nอห�N/0�@�/  1B1?#) 

2"@�>�อ�Pค1��@1/B�?0Q�.@พ1///#?N/Pล� 

[  ]  AN�B��@1อ0AN .   [  ] !ิ !@/�Aห�   .  [  ] !ิ �Nอ��Aห�  

ช?NอPค1��@1/B�?0.@1@R#0 ...................................................................................................................................................................................................................................................................................................... 
............................................................................................................................................................................................................................................................................................................................................... 

"AO2�? 2�@��@1/B�?0Q�!1>N#0R#0 
ช?Nอ .......................................................................... 
#CNอ0AN ....................................................................... 
P#10?พ#์/ อCN/ล์ ..................................................... 

"AO2�? 2�@��@1/B�?0Q�!N@�!1>N#0 
ช?Nอ .......................................................................... 
#CNอ0AN ....................................................................... 
P#10?พ#์/ อCN/ล์ ..................................................... 

 1B1?#1? #A/B�?0!@/2?ญญ@ (CRO) 

ช?Nอ .......................................................................... 
#CNอ0AN ....................................................................... 
P#10?พ#์/ อCN/ล์ ..................................................... 

"AO�A�?  AOล�@1/B�?0 (Monitor) 

ช?Nอ-2�@ล ..................................................................  
2?��?  ...................................................................... 
P#10?พ#์/ อCN/ล์ ....................................................  

1@0�@12"@�#CN/B�?0 ช?NอOพ#0์"AO/B�?0หล?� 

�A�/�อ@2@2/?ค1 (ค�) 

/?�#CN!ิ 1? 
อ@2@2/?ค1N�O@
1N//Pค1��@1 

(ห1?อ
P 0!1>/@�) a 

/?�#CN�? ห/@0ค1?O�
2@ #O@0�อ�

อ@2@2/?ค1#CNN�O@
1N///B�?0ค�
2@ #O@0 (ห1?อ

P 0!1>/@�) a 

2"@�>�อ��@1
 AN�B��@1/B�?0Q�O!Nล>

2"@�#CN/B�?0 b 

!@/N!้@ห/@0  

#CNN�O@1N//�1B�  

#CNอ0ANQ�1>0># ลอ� 

#CNอ0ANQ�1>0>!B !@/
 

#CNออ��@�@1/B�?0�Nอ�N/ล@ 

#CN1N///B�?0ค1 !@/�Aห�  

1.            

2.            
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O&&#@"�@%ค/@!�O@/ห%O@�อ�Pค#��@#/B�?" 

�7PR�O%3�/�:�4�QหO�5ห%9/23P�$4N�O4#4Q�%4�/4�4�3�%P�$R#N�O/��8Q��2N�7$��5%3�$4N 9P/�4%/6�3$  

%ห32Pค%��4%/6�3$ 

…………............. 
ห�O4 ............ �4� ................. 

TCT no. .............................. 
�O/#;'%2ห/N4�/3��7P  
..................... �8� .................... 

3.            

N           

** #7�4%N�7P$�N���4�Pค%�%N4��4%/6�3$Q��N/�N/'4�7P%4$�4��7Qห%9/R#N 
[  ] R#N#7 .   [  ] #7 (O� ห�?�2?อชCOO��พ1Oอ/Nอ�2@1!1>�อ ) 

*** ห4�#7�O/2�23$ ห%9/#7Nห�:�5N�็�/N%N��N/�N�7P$/�3�Pค%��4%/6�3$ 
P�%��6��N/ .................................................................................. 
ห�O4�7P%3��6��/�Q�Pค%��4%N�็� ..................................................  
P�%.............................................../7N#'์............................... 

คAอ Bบ@0เพB่/เตB/  
a  �%�7�7P#7Nห�:/N4$3�%2�:R#NR�Oห%9/��2�7Q$3�R#N�>�%3�/4242#3ค%ค�2:��O4$ QหO%2�:/N4 "R#N24#4%�%2�:R�O" 
b N�N� "$�N'6�N�9P/��4�R#N#7/4242#3ค%= <�5N�6��4%/$;N= <�6��4#/4242#3ค%ค%�O'O/= <�>��N/��5ห��
N�9P/��4�......= N�็��O� 

P�%�N'9/��5Nค%9P/�ห#4$ ✓ Q� [ ] O'2N�6#�O/ค/4#�7P�;��O/��4#�O/N�O��%6� 

ขอร? รอ�วN@ขOอมูลท?้�หมดเ!็�คว@ม�ริ� 
........................................................................ 
(...................................................................) 

!AOห�N�............................................................... 
Q�ฐ@�>"AO AN�B��B��@1/"AO 1Bห@12A�2@ �อ�ห�N/0�@�c 
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 @ค(%/� 6 

O&& 0".2 

CT-2 FORM 

 

 

 

 

คA�อO�OR�N'ลCP"%O'ล��@#0D�1@/B�?""@N�EPอ%A�Oอ!Gล!@'#>�อ&�@#�DQ%#>N&C"%!A#?& 

1. �O/#;'�;O2�3�2�:��4%08�14/6�3$$4 
[ ] �:คค'�%%#�423��4�6R�$ %2�:         

[ ] �6�6�:คค'�8P����2N�7$�Q��%2N�0R�$ %2�:                                                                    
P�$#7           N�็��;O�5N�6��6��4% 

[ ] ห�N/$�4�%4��4% %3�/624ห�6� /�ค์�4%#ห4�� ห%9/ห�N/$�4�/9P��/�%3� %2�:      
P�$#7                                                                                                   N�็��;O�%6ห4%2;�2:� 

2. #7ค/4#�%22�ค์�2�/O�OR�N�'7P$�O�'�N�7P$/�3��4%08�14/6�3$$4�7P/�:�4� N'�%3��7P     

3. 25ห%3�Pค%��4%/6�3$�9P/ ("414R�$)         

             

4. %ห32Pค%��4%/6�3$     O'2 TCTno.      

5. %4$�4%�7P�/O�OR�N�'7P$�O�'� (N'9/��O/ห'3� 1 �O/) 
[  ] �O/#;'Q�O�� 0$.1 

[  ] N 6P#ห%9/O�OR��'4�$4�7PR#NN�O4�N4$�4%O�O�N 9P/�%4� 

[  ] N/�24%�4%ค/�ค:#ค:�"4 O'2�4%�'6�$4 

[  ] �4%N�'7P$�O�'�2;�%�5%3�$4 ห%9/ Product specification 

[  ] �4%�/�N//4$:�4%/�:�4��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4 

[  ] �4%N�'7P$�O�'�/9P� N �7PR#NN�O4�N4$ <�4%N�'7P$�O�'��7P�O/�O�O�N 9P/�%4�=  
[  ] /9P�N (%2�:)            

�4�             

N�็�             

N�9P/��4�            

             

 

O'2 [  ] R#N#7  [  ] #7 �4%O�OR�N�'7P$�O�'��7PN�7P$/�O/��3��O/ห'3��O4��O� R�OO�N     

N'�%3��7P                                . 
/3��7P                                    . 
'��9P/                        .�;O%3�ค5�/ 
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�4�             

N�็�             

N�9P/��4�             

6. N/�24%ห'3��4�  
[  ] O�� 0$.1 

[  ] ค5%3�%/��/��;O/6�3$ห'3��/�O�N'22�4��7P/6�3$  

[  ] ห'3��4�O2���4%�%2�3�"3$ห%9/�3�QหO#7�4%�N4$คN4��N�$�N4� N  
[  ] Pค%�%N4��4%/6�3$��3�2#�;%�์ 
[  ] N/�24%/�:#3�6�4%08�14/6�3$$4�4� IRB/IEC �7P /$. $/#%3� 

[  ] N/�24%�7QO���4%�3�ห4$4 
[  ] ห'3��4�O2���4%�'6�$4�4#ห'3�N���์/6�7�4%�7P�7Q��4%�'6�$4 (GMP) 

[  ] N/�24%�O/#;'25ห%3�/4242#3ค%O'2N/�24%Q�$6�$/# 

[  ] �'4�$4/6�3$/ค5O�2�5N� 42�7PN�7P$/�O/��3��'4�$4/�4%N�%7$#$4ห%9/�4%�%6ห4%$4 
[  ] N/�24%ค;N#9/�;O/6�3$ (ห%9/ N/�24%�5�3�$4) O'2ห%9/�O/#;'N 6P#N�6# 

[  ] N/�24%�4%ค/�ค:#ค:�"4 O'2�4%�'6�$4 

[  ] ห'3��4��4%/�:#3�6�4�ค�2�%%#�4% 6�4%�4�%6$�%%#�4%/6�3$Q�ค��7P /$. $/#%3� 

[  ] /9P�N R�OO�N            

            

7. #4�%�4%�O/��3�ค/4#N27P$�O'2ค5%3�%/� (�O4N�7P$/�O/�)       

            

             

�O/$�4%'��4#Q�ค5�/��3��7Q �O4 N�O4�/%3�%/�/N4�O/ค/4#Q�ค5�/�7Q O'2N/�24%ห'3��4�
�7PO���%2�/��3Q�ห#�N�็�ค/4#�%6��:��%2�4%  

 

('4$#9/�9P/) ................................................................ 
(.................................................................) 

�5Oห�N� .................................................................. 
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(2N/��7Q25ห%3�N�O4ห�O4�7P) 

O�� 0$.2 N'�%3��7P     

ค523P� �3��4�N�O4ห�O4�7P  
[  ] /�:�4�  

[  ] R#N/�:�4� N�9P/��4�    
[  ] ค523P�/9P�      

 

    ( '4$#9/�9P/ )     

�5Oห�N�      

 

 

 �3��4�N�O4ห�O4�7P 
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 @ค(%/� 7 

หล?�N���์Oล>/B$C�@##@"�@%อ@�@#R!N�D�'#>2�ค์�@�"@Q%�@#0D�1@/B�?""@ 

1. %B"@!0?�#์ 

�6$4#03 �์�7P�/�Nห�9/�4�%4$�4%�7Q QหO/O4�/6� ICH GCP ��3�'N42:� 

1.1. /4�4%R#N 8��%22�ค์�4�$4 (Adverse Drug Reaction; ADR) ห#4$�8� 

1.1.1. /4�4%R#N 8��%22�ค์�4�$4Qห#N�7P08�14/6�3$ห%9/$4�7P08�14/6�3$�O/�N�Q�OQห#N  ห#4$�8�  /4�4%
�3Q��/��7P/3��%4$O'2R#N 8��%22�ค์/3�N�6��4�$4��4�Q�N �7P08�14/6�3$ค5/N4 <N�6��4�$4= ห#4$ค/4#/N4   

/$N4��O/$#7ค/4#N�็�R�R�O/$N4�2#Nห�:�'�7P/�6�4$/N4/4�4%R#N 8��%22�ค์�3Q�N�็��'�4�$4�7P08�14   �3P�ค9/ R#N
24#4%��3�//�R�R�O/N4R#N#7ค/4#23# 3��์�3� 

1.1.2. /4�4%R#N 8��%22�ค์�4�$4�7P�5ห�N4$Q��O/��'4�O'O/ ห#4$�8� /4�4%Q�N �O�4#�7P/3��%4$
O'2R#N 8��%22�ค์�7PN�6��8Q��4��4%Q�O$4Q���4����6�3Q�N 9P/�4%�O/��3�   �4%/6�6��3$  ห%9/�4%%3�14P%ค  ห%9/
N 9P/�4%�%3�N�'7P$��4%�5�4��4�2%7%2�/�%N4��4$ 

1.2. /4�4%R#N 8��%22�ค์�4�$4�7PR#Nค4�ค6�#4�N/� (Unexpected Adverse Drug Reaction)  ห#4$�8� 
/4�4%R#N 8��%22�ค์�8P�'3�1�2ห%9/ค/4#%:�O%�R#NN�็�R��4#�O/#;'�'6�"3��์�7P N�7P$/�O/� ( N�N� �O/#;'Q�
N/�24%ค;N#9/�;O/6�3$25ห%3�$4�7PQ�OQ��4%/6�3$�8P�$3�R#NR�O%3��8Q��2N�7$��5%3�$4 N/�24%�5�3�$4 ห%9/��2%:�
�O/#;'$4�7PR�O%3��8Q��2N�7$��5%3�$4O'O/) 

1.3. Nห�:�4%�์R#N 8��%22�ค์��6�%O4$O%� (Serious Adverse Event; SAE) ห%9/ /4�4%R#N 8��% 22� ค์
�4�$4��6�% O4$O%� (Serious Adverse Drug Reaction) ห#4$�8� Nห�:�4%�์R#N 8��%22�ค์Q�N  �4�
�4%O �$์ �7PN�6��8Q�N#9P/R�O%3�$4��4�Q�N O'O/�5QหO 

(1) N27$�7/6� 

(2) N�็�/3��%4$ค:�ค4#�N/�7/6� 

(3) �O/�N�O4 3�%3�14�3/Q�P%� $4�4' ห%9/ �O/�/$;NP%� $4�4'�4��8Q� 

(4) N�6�ค/4# 6�4%/�:  '"4 �7P25ค3�/$N4��4/%  ห%9/  
(5) N�6�ค/4# 6�4%/ค/4#�6����6O�N�5N�6� 

1.4. /3��3��O/#;'ค/4#�'/�"3$�%2�5�? (Annual Safety Data Cut-off Date) ห#4$�8� /3�ค%��5ห��
%/��?�/��O/#;'ค/4#�'/�"3$�7PQ�O�5%4$�4�ค/4#�'/�"3$�%2�5�? 

 

2. �@##@"�@%อ@�@#R!N�D�'#>2�ค์#CP N�B �DQ%#>ห/N@��@#0D�1@/B�?"#@�คลB%B�อ"N@�N#N� N/% (Expedited 

Reporting) 

 �;O�7PR�O%3�/�:�4��4%08�14/6�3$$4Q�ค�N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4 #7ห�O4�7P
%3��6��/�Q��4%N�O4%2/3�ค/4#�'/�"3$N�7P$/�3�$4�7P�5�4%/6�3$ O'2%4$�4��N/25�3��4�ค�2�%%#�4%
/4ห4%O'2$4  P�$#7�O/�5ห���3��7Q 

2.1. 2BP�#CP!Oอ�#@"�@%อ"N@�N#N� N/% R�OO�N 
2.1.1. /4�4%R#N 8��%22�ค์�4�$4��6�%O4$O%��7PR#NR�Oค4�ค6�#4�N/� �7P �Q��%2N�0R�$�8P� N�6��4 �

$4�7P�5�4%/6�3$ ห%9/�7PR�O%3�%4$�4��4�ห�N/$�4��5�3��;O'/9P� ห%9/ 26P��7 6# ์  



 

O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
#4�%2�/��4%�8Q��2N�7$��5%3�$4 '/ 27�. .67 ห�O4 61 

2.1.2. ค/4#�'/�"3$/9P�N  R�OO�N �O/#;'ค/4#�'/�"3$�7P#7�'N�'7P$�O�'��4%�%2N#6��% 2P$��์
ค/4#N27P$��/�$4�7PQ�OQ��4%/6�3$ N�'7P$�/6�7�4%QหO$4 ห%9/N�'7P$�O�'��4%�5N�6��4%/6�3$Q�"4 %/# N�N� 

(1) /4�4%R#N 8��%22�ค์��6�%O4$O%��7Pค4�ค6�#4�N/� �7P#7/3�%4�4%N�6�ห%9/ค/4 #%:�O%�
N 6P#�8Q� O'2 6�4%�4O'O//N4#7ค/4#25ค3��4�ค'6�6� 

(2) �4%N�6�/3��%4$�N//4242#3ค%/$N4�#7�3$25ค3� N�N� ค/4#R#N#7�%226��6�'�/�$4 �7P
�5#4Q�O%3�14P%ค�7Pค:�ค4#�N/�7/6� 

(3) �O/#;'Qห#N�7P25ค3�N�7P$/�3�ค/4#�'/�"3$�4��4%08�14��'/�Q�23�/์ N�N� �4%�N/
#2N%O� 

2.2. �Aห% N/ล@�@##@"�@% 

2.2.1. /4�4%R#N 8��%22�ค์�4�$4��6�%O4$O%��7PR#Nค4�ค6�#4�N/��7P�5QหON27$�7/6�ห%9/N�็�/3��%4$
ค:�ค4#�N/�7/6�  �O/�%4$�4�"4$Q� 7 /3� ห'3��4��;O�7PR�O%3�/�:�4�%3��%4��O/#;'ค%3Q�O%� O'2QหO2N�%4$�4�
N 6P#N�6# "4$Q� 8 /3��3�#4 �3Q��7Q QหO2N�%4$�4�N�็�%2$2ห4�#7�O/#;'N 6P#N�6#/7� 

2.2.2. /4�4%R#N 8��%22�ค์�4�$4��6�%O4$O%��7PR#Nค4�ค6�#4�N/�O�NR#NN27$�7/6�ห%9/N�็�/3��%4$
ค:�ค4#�N/�7/6� �O/�2N�%4$�4�"4$Q� 15 /3� ห'3��4��;O�7PR�O%3�/�:�4�%3��%4��O/#;'N�็�ค%3Q�O%� �3Q��7Q QหO2N�
%4$�4�N�็�%2$2ห4�#7�O/#;'N 6P#N�6#/7� 

2.2.3. /4�4%R#N 8��%22�ค์�7PN�6��8Q�ห'3��4�/4242#3ค%//��4��4%/6�3$ห%9/�4%/6�3$ 26Q�2: �O'O/  

�O/�2N�%4$�4�"4$Q� 15 /3� ห'3��4��;O�7PR�O%3�/�:�4�%3��%4��O/#;'N�็�ค%3Q�O%� �3Q��7Q QหO2N�%4$�4�N�็�
%2$2ห4�#7�O/#;'N 6P#N�6#/7� 

2.3. /B$C�@##@"�@%อ"N@�N#N� N/% 

2.3.1. �4%%4$�4�O��N� 42%4$QหO2N��4�%2��/6N'O��%/�6�2์  

2.3.2. �4%%4$�4�/9P�N  QหO�5N�็�ห�3�29/P�$#7�O/#;' R�OO�N 2%:��%2N�O��ั�ห4 �4%�%2N#6�ค/4#
N27P$� O'2%4$'2N/7$��7PN�7P$/�O/� 2N��4�%2��/6N'O��%/�6�2์ 

2.3.3. �O/#;'�4%%4$�4�O��N� 42%4$ �O/��%2�/��O/$�O/#;'/$N4��O/$ �3��N/R��7Q 
(1) �O/#;'�7P24#4%�%2�:�3//4242#3ค%R�O N�N� %ห32/4242#3ค% 

(2) $4�7PQ�OQ��4%/6�3$ 

(3) /4�4%R#N 8��%22�ค์ห%9/ �''3 �์�7P2�23$/N4#7ค/4#23# 3��์�3�$4 �8P�24#4%��7Q�N�/N4N�็�
Nห�:�4%�์�7P%O4$O%�O'2R#Nค4�ค6�#4�N/� 

(4) Oห'N��7P#4�/�%4$�4��7P�6��4#R�O 
(5) %ห32Pค%��4%/6�3$ห%9/�9P/Pค%��4%/6�3$ 

(6) N'��7P�4%%4$�4� N�N� N'��7P%4$�4��7P�5ห��P�$�;O2�3�2�:��4%/6�3$ 

2.3.4. �4%%4$�4��%�7�4%/6�3$�7P#7�4%���>��4%%3�14 

QหO2N�%4$�4��7PN�>�N�$%ห32�4%%3�14�/�/4242#3ค% �%�7�7P$3�R#N24#4%�N�>�N�$%ห32�4%
%3�14�/�/4242#3ค%%4$�3Q� QหO2N�%4$�4��7P$3�R#NN�>�N�$%ห32�4%%3�14O'22N�%4$�4��7PN�>�N�$%ห32�4%%3�14
�/�/4242#3ค% Q�"4$ห'3�  $�N/O��%�7�7P25�3��4�ค�2�%%#�4%NหO�ค/%QหON�>�%ห32�4%%3�14�3��7 �;O�7PR�O%3�
/�:�4��2�O/�N�>�N�$%ห32�4%%3�14�3�25�3��4�ค�2�%%#�4%/4ห4%O'2$4�%4�P�$N%O/�7P2:�  

 



 

O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7PN�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'
#4�%2�/��4%�8Q��2N�7$��5%3�$4 '/ 27�. .67 ห�O4 62 

3. �@##@"�@%ค/@!'ลอ  ?"'#>�A'?Oล>N!E Pอ�@#/B�?"2B Q%2F  (Annual Safety Report and End of 

Study Safety Report) 

 �;O�7PR�O%3�/�:�4��4%08�14/6�3$$4Q�ค�N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4 #7ห�O4�7P
%3��6��/�Q��4%N�O4%2/3�ค/4#�'/�"3$N�7P$/�3�$4�7P�5�4%/6�3$ O'2%4$�4��O/#;'ค/4#�'/�"3$�% 2�5�?
O'2N#9P/�4%/6�3$26Q�2:�P�$%/�%/#�O/#;'�3Q��4�Q��%2N�0O'2�N4��%2N�0 2N�25�3��4�ค�2�%%#�4%/4ห4%
O'2$4 P�$#7�O/�5ห���3��7Q 

3.1 �4%%4$�4�QหO%4$�4��4#O��!/%์# �3��N/R��7Q  

3.1.1 O��%4$�4�ค/4#�'/�"3$�%2�5�?ห%9/N#9P/26Q�2:��4%/6�3$  

3.1.2 %4$�4%O2��/4�4 %R#N  8��% 22�ค์� 4�$4�� 6�% O4 $O% �  (Serious Adverse Drug 

Reaction)25ห%3�/4242#3ค%O�N'2%4$  
3.1.3 �4%4�2%:��5�/�%4$�4�%/#/4�4%R#N 8��%22�ค์�4�$4��6�%O4$O%� (Serious Adverse 

Drug Reaction) O$��4#ค503 �์ (/4�4% O'2�4%/6�6��3$P%ค) 
3.2 �Aห% �@##@"�@% Oล>/B$C�@##@"�@% 

3.2.1 %4$�4�ค/4#�'/�"3$N#9P/�4%/6�3$26Q�2:� �O/�%4$�4�"4$Q� 6 N�9/�ห'3��4�/3��7P�4%/6�3$
26Q�2:� O'2�3�2N��4�%2��/6N'O��%/�6�2์�/��/�$4 

3.2.2 %4$�4�ค/4#�'/�"3$�%2�5�?  �O/�%4$�4�"4$Q� ๓ N�9/� �3��4�/3��3��O/#; 'ค/4 #
�'/�"3$�%2�5�? O'2�3�2N��4�%2��/6N'O��%/�6�2์�/��/�$4 
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O&&#@"�@%ค/@!'ลอ  ?"'#>�A'?ห#EอN!EPอ�@#/B�?"2BQ%2F  

1. �@##@"�@% 

1.1. �%2N"��4%%4$�4�ค/4#�'/�"3$ [ ] �%2�5�?  [ ] N#9P/�4%/6�3$26Q�2:� 

1.2. /6Nค%42ห์�O/#;'�7PN�O�Q��N/�N/'4 %2�:�N/�N/'4/3��7P 

2. �Oอ!Gล(GO#@"�@% 

2.1. �;O2�3�2�:��4%08�14/6�3$$4  

2.2. �;O%4$�4��7PR�O%3�#/�ห#4$�4�
�;O2�3�2�:��4%08�14/6�3$$4 

 

2.3. �O/#;'�4%�6��N/ <�7P/$;N P�%03 �์ /7N#'> 

3. �Oอ!Gล"@Oล>�@#0D�1@/B�?""@ 
3.1. �9P/$4  

3.2. N'��7PQ�/�:�4� 0$.1 �7PN�7P$/�O/�  

3.3. �4%08�14/6�3$$4�7PN�7P$/�O/� 

�9P/�4%08�14/6�3$$4 ("414R�$) %ห32Pค%��4%/6�3$ TCT no. 

(1)    

(2)    

4. �@#/BNค#@>ห์ '#>N!B% Oล>�? �@#ค/@!N2CP"� 

4.1. �4%/6Nค%42ห์ค/4#�'/�"3$ (N�O� �%2N�O��7P �Qห#N) 
          

          

          

4.2. �4%�%2N#6��%2P$��์-ค/4#N27P$� (N�O� �4%�%2N#6��'�%2���N//4242#3ค%//4242#3ค% 

          

          

          

4.3. #4�%�4%�3��4%ค/4#N27P$� 

          

          

          

5. Nอ�2@#'#>�อ& R OO�N 
5.1. %4$�4%O2��/4�4%R#N 8��%22�ค์�4�$4��6�%O4$O%� (Serious Adverse Drug Reaction)25ห%3�/4242#3ค%O�N'2

%4$ (ห%9//O4�/6�N/�24%...................ห�O4.........) 
5.2. �4%4�2%:��5�/�%4$�4�%/#/4�4%R#N 8��%22�ค์�4�$4��6�%O4$O%� (Serious Adverse Drug Reaction) O$��4#

ค503 �์ (/4�4% O'2�4%/6�6��3$P%ค) (ห%9//O4�/6�N/�24%...................ห�O4.........) 
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6. คA#?&#อ� 

�/%3�%/�/N426P��7P%4$�4�Q�O��%4$�4�O'2N/�24%�%2�/�N�็�ค/4#�%6� O'2�;O%4$�4�R�O%3�#/�ห#4$�4��;O2�3�2�:�
�4%08�1/6�3$$4/$N4��;��O/�O'2N�็�ค/4#�%6� 

 

        '��9P/ ……………………………………………… �;O%4$�4� 

    (…………………………………………………)  
�5Oห�N�..................................................................... 
        /3��7PQหOค5%3�%/�................................... 

  
ห/@0เหตุ �;O%4$�4�N�็��;O�7PR�O%3�#/�ห#4$�4��;O2�3�2�:��4%08�14/6�3$/$N4��;��O/�O'224#4%��6��N/R�OQ��%2N�0R�$ 



 

O���O4$�%2�4025�3��4�ค�2�%%#�4%/4ห4%O'2$4 N%9P/� #4�%�4� �4%�//�:�4� O'2�4%%4$�4� �7P N�7P$/�O/��3��4%08�14/6�3$$4N 9P/�5�O/#;'#4�%2�/��4%�8Q��2N�7$��5%3�$4 '/ 27�. .67 ห�O4 65 

 

#@"�@#O2 �อ@�@#R!N�D�'#>2�ค์�@�"@�%B #O@"O#�#CPN�B �DQ%�?&อ@2@2!?ค#O!Nล>#@" 

(Line Listing of All Suspected Serious Adverse Drug Reactions)  

�N/�N/'4�7P%4$�4� (Reporting Period) �9P/Pค%��4%/6�3$ (Protocol Name) 

 

 

  

 

  

%ห32Pค%��4%/6�3$ (Protocol Code No.) ..................................................... TCT no. ................................... 

[ ] �%2�5�? (Annual) 
 

�%2�/��O/$ 

�O/#;'%2ห/N4�/3��7P 
            
�8�   

[ ] �4%/6�3$26Q�2:� (End of 

Study) 
�5�/�/4�4%R#N 8��%22�ค์�7P%4$�4� 

 (Numbers of Reports)                            
%ห32

/4242#3ค%
(Subject 

Identification) 

N'��7P/O4�/6�
(Case 

Reference 

No.) 

�%2N�0
(Country) 

/4$: 
(Age) 

N 0 
(Sex) 

��4�$4�N//3� 
(Daily Dose) 

/3��7PN%6P#N�6�
/4�4% (Date of 

Onset) 

/3��7PR�O%3�$4 

(Dates of 

Treatment) 

/4�4%R#N 8�
�%22�ค์(Adverse 

Reaction) 

�''3 �์�N/
/4242#3ค% 
(Patient9s 
Outcome) 

ห#4$
Nห�:(Comment

s) 

�'�4%N�>�%ห32
�O/#;'�4%%3�14

(Unblinding 

Results) 
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!@#@�2#F'�A%/%#@"�@%#/!อ@�@#R!N�D�'#>2�ค์�@�"@�%B #O@"O#�O"�!@!คA0?�#์ (อ@�@# Oล>�@#/B%B��?"P#ค)  
(Aggregate Summary Tabulation of All Serious Adverse Drug Reactions)  

�N/�N/'4�7P%4$�4� (Reporting Period) �9P/Pค%��4%/6�3$ (Protocol Name) 

 

 

  

 

  

%ห32Pค%��4%/6�3$ (Protocol Code No.) ............................................... TCT no. .....................................(�O4#7) 

[ ] �%2�5�? (Annual) 
 

�%2�/��O/$ 

�O/#;'%2ห/N4�/3��7P 
            
�8�   

[ ] �4%/6�3$26Q�2:� (End of 

Study) 
�5�/�/4�4%R#N 8��%22�ค์�7P%4$�4� 

 (Numbers of Reports)                            
�5�/�%4$�4�O$��4#ค503 �์ (/4�4% O'2�4%/6�6��3$P%ค) 25ห%3��4%/6�3$�4�ค'6�6� (Number of reports by terms (signs, symptoms and diagnoses) for the trial 

#>&&#N@��@"/คA0?�#์�อ�อ@�@#R!N�D�
'#>2�ค์ 

(Body system / ADR term) 

0@�C่ใชOวB�?0 1 

(Study Drug 1) 

0@�C่ใชOวB�?0 2 

(Study Drug 2) 

0@�C่ใชOวB�?0 ... 
(Study Drug ...) 

0@�C่ใชOวB�?0 N 

(Study Drug N) 

"@หลอ� 

(Placebo) 

"@#CP'�'> �@##?�1@
(Blinded) 

NS       

Hallucinations* 

Confusion* 

.................... 

Sub-total 

2 

1 

.................... 

3 

2 

1 

.................... 

3 

2 

1 

.................... 

3 

2 

1 

.................... 

3 

2 

1 

.................... 

3 

0 

0 

.................... 

0 

V       

..................... 

Sub-total 
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O&&#@"�@%2#F'�@#"F!B/2BQ%2F �@# AN%B%Pค#��@#/B�?" 

1. �@##@"�@% 

1.1. �%2N"��4%26Q�2:� [ ] N2%O�26Q��4#�5ห�� 

[ ] $�N'6��N/��5ห�� %2�:24Nห�: .............................................................. 
P�$O�O� /$. O'O/�4#ห�3�29/N'�%3��7P.................... /3��7P............................... 

1.2. /6Nค%42ห์�O/#;'�7PN�O�Q�Q��N/�N/'4 %2�:�N/�N/'4/3��7P 

2. �Oอ!Gล(GO#@"�@% 

2.1. �;O2�3�2�:��4%08�14/6�3$$4  

2.2. �;O%4$�4��7PR�O%3�#/�ห#4$�4�
�;O2�3�2�:��4%08�14/6�3$$4 

 

2.3. �O/#;'�4%�6��N/ <�7P/$;N P�%03 �์ /7N#'> 

3. �Oอ!Gล"@Oล>�@#0D�1@/B�?""@ 
3.1. N'��7PQ�/�:�4� 0$.1   

3.2. �9P/�4%08�14/6�3$$4 ("414R�$)  

3.3. %ห32Pค%��4%/6�3$  

3.4. TCT no.  

4. �@# AN%B%�@#0D�1@/B�?""@ 
4.1. %/#%2$2N/'4�5N�6��4%Q��%2N�0R�$  

4.2. �5�/�/4242#3ค%O$��4#2�4��7P/6�3$Q��%2N�0R�$ 

1@0�@12"@�#CN/B�?0 

�A�/�อ@2@2/?ค1 (ค�) 

!@/
N!้@ห/@0 

ค? �1อ� N�O@1N//
�1B� 

#CNออ��@�@1
/B�?0�Nอ�

N/ล@ 

#CN1N///B�?0
ค1 !@/
�Aห�  

(1)       

(2)       

(3)       

(4)       

%/#�3Q�26Q�      
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5. �@# AN%B%�@#N�CP"/�?&"@#CP�? ห@ @"Q!O�@#อ%F�@! 

5.1. %4$�4%$4�3Q�ห#�P�$O2���5�/��7P�//�:�4� �5�/��7PQ�O �5�/��7Pค�Nห'9/ O'2�4%�5N�6��4%"4$ห'3�26Q�2:��4%
/6�3$ %O/#O��ห'3��4�  

%4$�4%$4 

(ห�N/$�3�) 

�5�/�$4 %2�:2N�ค9�ห%9/�5'4$ 
 %O/#O��ห'3��4� N�N� 
Q�%3�%/��4%2N�ค 9�N 9P/
�5'4$ ห%9/Q�%3�%/��4%
�5'4$ N�็��O� 

�5N�O4
N 9P//6�3$ 

�'6�N 9P/
/6�3$ 

�3�ห4Q�
�%2N�0 

Q�O�%6� ค�Nห'9/ 

(1)        

(2)        

(3)        

6. �@# AN%B%�@#N�BP!N!B! 

6.1. �4%�5N�6��4%25ห%3��4%�6��4#/4242#3ค% Q��%�7�7P$:�6�4%08�14/6�3$$4�N/��5ห�� N�9P/��4�ค/4#R#N�'/�"3$�4�
$4/6�3$  

(N/�24%ห#4$N'�......) 
6.2. #7�4%N�7P$�N���4�Pค%�%N4��4%/6�3$�7P$3�R#NR�OO�O�Q�O��%4$�4�ค/4#�O4/ห�O4�/�Pค%��4%/6�3$  

(N/�24%ห#4$N'�......) 

7. คA#?&#อ� 
 

�/%3�%/�/N426P��7P%4$�4�Q�O��%4$�4�O'2N/�24%�%2�/�N�็�ค/4#�%6� O'2�;O%4$�4�R�O%3�#/�ห#4$�4��;O2�3�2�:�
�4%08�1/6�3$$4/$N4��;��O/�O'2N�็�ค/4#�%6� 

 

        '��9P/ ……………………………………………… �;O%4$�4� 

    (…………………………………………………)  
�5Oห�N�..................................................................... 
        /3��7PQหOค5%3�%/�................................... 
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