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คูมือ / หลักเกณฑการข้ึนทะเบียนตํารับยาชีววัตถุสําหรับมนุษย (Biological Products) 
แบบ ASEAN HARMONIZATION 

 

นิยาม “ยาชีววัตถุ” 
"ยาชีววัตถุ" หมายความวา สารกอภูมิแพ(allergens) แอนติเจน(antigens) วัคซีน(vaccines) ฮอรโมน

(hormones) ไซโตไคน(cytokines) เอนไซม(enzymes) ผลิตภัณฑจากเซลลตนกําเนิด(stem cells) ผลิตภัณฑจาก
เนื้อเยื่อ(tissues) ผลิตภณัฑท่ีไดจากเลือดหรือพลาสมาของมนุษย(human whole blood and plasma derivatives) 
เซรุม(immune sera) อิมมูโนโกลบูลิน(immunoglobulins) แอนติบอดีท่ี้ไดจากกลุมของเซลลท่ีเกิดจากเซลลเดียว
(monoclonal antibodies) ผลิตภัณฑท่ีไดจากการหมักหรือจากดีเอ็นเอสายผสม สารชวยในการพเิคราะหโรคท่ี
ใชโดยตรงกับมนุษยหรือสัตว หรือยาแผนปจจุบันท่ีผลิตโดยกระบวนการอยางหนึ่งอยางใด ดังตอไปนี ้

1. การเพาะเล้ียงจุลินทรีย หรือเซลลช้ันสูง (eukaryotic cells) 
2. การสกัดสารจากเนื้อเยื่อส่ิงมีชีวิตท้ังมนุษย สัตว และพืช (extraction of substances from biological 

tissues including human, animal and plant tissue (allergen)) 
3. เทคนิคดีเอ็นเอสายผสม  (recombinant DNA or rDNA techniques) 
4. เทคนิคการผสมตางพันธุ (hybridoma technique) 
5. การขยายพันธุจุลินทรียในตัวออนหรือในสัตว (propagation of microorganisms in embryo or 

animals) 
6. กระบวนการอื่นๆ ตามท่ีรัฐมนตรีประกาศ 
ความในวรรคหน่ึงไมหมายความรวมถึง ยาปฏิชีวนะ และยาแผนปจจุบัน ท่ีสามารถตรวจวิเคราะห

ความบริสุทธ์ิ(purity) ความแรงสารออกฤทธ์ิ(potency) และสวนประกอบ(composition) ไดโดยวิธีทางเคมี
(chemical) หรือ เคมีกายภาพ(physiochemical) ยกเวนวัคซีน 

ประเภทของยาชีววัตถุ 
- ยาชีววัตถุใหม(New Biological Products) 
- ยาชีววัตถุท่ีไมใชยาชีววัตถุใหม(Conventional Biological Products) 

นิยาม “ยาชีววัตถุใหม (New Biological Products)” 

ยาชีววัตถุใหม หมายถึง ยาชีววัตถุ ซ่ึง 
1. ตํารับยาท่ีมีตัวยาสําคัญเปนตัวยาใหม (New Biological Active Pharmaceutical Ingredients) หรืออนพุันธ

ใหม(New Derivatives) รวมถึงสารประกอบเชิงซอนใหม(New Complex Substances) เอสเทอรใหม
(New Ester) เกลือใหม(New Salt) หรือสายพันธุใหม(New Strain) ท่ีไมเคยมีการข้ึนทะเบียนในประเทศ
ไทยมากอน 

2. ตํารับยาท่ีมีขอบงใชใหม (New Indication) 
3. ตํารับยาท่ีเปนสูตรผสมใหม (New Combination) ซ่ึงหมายถึง ตํารับยาผสมท่ีประกอบดวยตัวยาใหมและ / 

หรือ ตัวยาสําคัญท่ีข้ึนทะเบียนไวแลวต้ังแต 2 ชนิดผสมกันแตไมซํ้ากบัตํารับยาผสมท่ีข้ึนทะเบียนแลว 
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4. ตํารับยาท่ีมีชองทางการใหยาแบบใหม (New Route of Administration) 
5. ตํารับยาท่ีมีรูปแบบใหม (New Dosage Form) ของยาใหมท่ีไดรับอนุมัติใหข้ึนทะเบียนตํารับยาแลว 
6. ตํารับยาท่ีมีความแรงใหม (New strength) ของยาใหมท่ีไดรับอนุมัติใหข้ึนทะเบียนตํารับยาแลว 
7. ตํารับยาท่ีมีวิธีการผลิตโดยวธีิทางพันธุวิศวกรรมหรือวิธีทางเทคโนโลยีชีวภาพใหม(Genetic engineering 

or Other newer biotechnological techniques) 
8. ตํารับยาท่ีมีตัวยาสําคัญไดมาจากแหลงกําเนิดใหม(New Source of Origin) 
9. ตํารับยาท่ีมีการเปล่ียนแปลงชนิดของตัวยาสําคัญจากเช้ือตายมาเปนเช้ือเปน หรือจากเชื้อเปนมาเปนเช้ือตาย 
 

ขั้นตอนการขึ้นทะเบียนยาชีววัตถุใหม(New Biological Products) และวัคซีน 
แบงเปน 2 ข้ันตอน คือ 
1. การยื่นคําขออนุญาตผลิตยาตัวอยางเพื่อขอข้ึนทะเบียนตํารับยาตามแบบ ผ.ย.8 หรือนําส่ังยาตัวอยาง

เขามาในราชอาณาจักรเพื่อขอข้ึนทะเบียนตํารับยาแบบ น.ย.8 ใหยืน่คําขอ ณ ศูนยบริการผลิตภัณฑสุขภาพ
เบ็ดเสร็จ(One Stop Service Center) กองควบคุมยา สํานกังานคณะกรรมการอาหารและยา 

2. การยื่นคําขอข้ึนทะเบียนตํารับยาตามแบบ ท.ย. 1 และแบบ ย.1 ใหยื่นคําขอ ณ ศูนยบริการผลิตภัณฑ
สุขภาพเบ็ดเสร็จ(One Stop Service Center) กองควบคุมยา สํานักงานคณะกรรมการอาหารและยา 
ขั้นตอนท่ี 1 : การยื่นคําขออนุญาตผลิตยาตัวอยาง/นําหรือส่ังยาตัวอยางเขามาในราชอาณาจักรเพือ่ขอขึ้น

ทะเบียนตํารับยา 
1. ผูมีสิทธิยื่นคําขอคือผูรับอนุญาตผลิตยาแผนปจจุบัน / ผูรับอนุญาตนําหรือส่ังยาแผนปจจุบันเขามาใน

ราชอาณาจักร 
2. ข้ันตอนการดําเนินการ มีดังตอไปนี ้

2.1 ยื่นคําขออนุญาตผลิตยาตัวอยางเพื่อขอข้ึนทะเบียนตํารับยาตามแบบ ผ.ย.8/นําหรือส่ังตัวอยางเขามาใน
ราชอาณาจักรเพื่อขอข้ึนทะเบียนตํารับยาตามแบบ น.ย.8 โดยกรอกรายละเอียดและแนบหลักฐานตามท่ี
ระบุไวในขอ 3 ใหครบถวน และยื่นคําขอ ณ ศูนยบริการผลิตภัณฑสุขภาพเบ็ดเสร็จ (One Stop Service 
Center) กองควบคุมยา สํานกังานคณะกรรมการอาหารและยา และรอการพิจารณาอนมัุติ 

2.2 เม่ือเจาหนาท่ีพิจารณาและอนุมัติแลว จะมอบแบบ ผ.ย.8/น.ย.8 ท่ีไดรับอนุมัติแลวแกผูยื่นคําขอจํานวน 
1 ฉบับ เพื่อใหผูยื่นคําขอใชเปนหลักฐานในการผลิต/นําหรือส่ังยาตวัอยางเขามาในราชอาณาจักร และ
นํายาตวัอยางพรอมท้ังแบบ ผ.ย.8/น.ย.8 ท่ีไดรับอนุมัติ ยื่นพรอมคําขอข้ึนทะเบียนตํารับยาตามข้ันตอน
ตอไป 

3. เอกสารท่ีใช 
3.1 แบบ ผ.ย. 8 หรือ น.ย. 8 จํานวน 2 ชุด(ดูภาคผนวก 1) 
3.2 ฉลากยาทุกขนาดบรรจุ  
3.3 เอกสารกํากับยา  
3.4 สําเนาใบอนุญาตผลิตยาแผนปจจุบันหรือสําเนาใบอนุญาตนําหรือส่ังยาแผนปจจุบันเขามาใน

ราชอาณาจักร  
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���������������
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��#��$���ก�;$9-6�
"D��>g��G��12���
7��5�	"9=���"�����=�2�� 
2. <"8����65�����ก�
 �$6"=���-I�$8 

2.1 �79��5�<�<K8�;H�D$���5�
"D������DD ;.�.1 �2H�DD �.1 �
���;"8=��ก	�
�2"ก\�����=[ ���;$9
HD>
-��G�<�� 3 )6��79�F>6 ก �5���� 1 F>6 3. ]���(D
�ก�
12��
"34(	><
���DE6�	
E� (One Stop Service 
Center) 	5��"ก=���3Hก

�ก�
����
�2H��  ��������;$9�H��ก�2<
"DF"9��
��G���ก�1���79��5�<� 

2.2 ��6���12ก�
����
3��
��
"D�5�<�<K8�;H�D$���5�
"D�� �2H
"D	5�����5�<�<K8�;H�D$���5�
"D��;$9
��ก�2<
"D (^��
) �
$�D
����2�� 3 ก2>��=����F$��"�^> ก�=��D�>��� 

3. ��ก	�
;$9GF�G�ก�
�79��5�<�<K8�;H�D$����F$��"�^>G����2H�"�#$�  
 ��ก	�
;$9GF�G�ก�
�79��5�<�<K8�;H�D$���5�
"D�� [ASEAN COMMON TECHNICAL DOSSIER 
(ACTD) FOR THE REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE] 	5��
"D��F$��"�^>
G��� I
Hก�D6��� 4 	��� (Parts) 6"=�$8 

#� ���L  1 (Part 1) ��ก	�
<����2;"9�-I�2H<����2<�=12��
"34( 
(ADMINISTRATIVE DATA AND PRODUCT INFORMATION) 

#� ���L  2 (Part 2) ��ก	�
�2"ก\���	6=<����2�>3
��<�=�� (QUALITY DOCUMENT) 
#� ���L  3 (Part 3) ��ก	�
�2"ก\���	6=<����2����I2�6
"�<�=�� : <����2;$9-��GF�ก�
]Kก?�;�=�2���ก 

(SAFETY : NON-CLINICAL DOCUMENT)  
#� ���L  4 (Part 4) ��ก	�
�2"ก\���	6=<����2I
H	�;X�
��<�=�� : <����2ก�
]Kก?�;�=�2���ก 

(EFFICACY :CLINICAL DOCUMENT) 
��ก#��#� ���L 1 (Part 1) : ��ก#���P������L VD4���P������FO�@�E���� 

(ADMINISTRATIVE DATA AND PRODUCT INFORMATION) 

��ก	�
	����$8I
Hก�D6��� 3 ��� (Section) -6��ก� ���;$9 A, B �2H C 
�����L A : ������ (Introduction) 
 �Ih�ก�
ก2����5��ก$9��ก"D12��
"34(��;$9�H<�<K8�;H�D$�� G��GF�<������6"=�$8 

���ก�����	

���
�
���������	�
����������������� !�"#�$%&�
��ก�'()����#�
���'�!
�)���'!��'' 
ASEAN Harmonization ��$�������� !�&8��999999.999999.�����'���9.99999999999; 
�����L B : #����N (Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9 1 
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�����L C : ��ก#����L��L�D��ก��������������������������G�#� ��P������L VD4���P������FO�@�E���� 

(Documents required for registration)  �$6"=�$8 
1. �DD��
(��5�<�<K8�;H�D$���5�
"D��  (S�E��O� ก 1) -6��ก� 

1.1 �DD�5�<�<K8�;H�D$���5�
"D�� (�DD ;.�.1)  
1.2 �DD�5�<�<K8�;H�D$���5�
"D���DD ASEAN HARMONIZATION (�DD �.1) 
1.3 
�I^�����;$9<�<K8�;H�D$���5�
"D��#K9=�	6=
�I
��=2"ก?3H�2H	$��;$9F"6��� 
<������;$9ก
�กG��DD��
(�G��GF�
�?�-;�/
�?��"=กa? )6�GF�
�?�-;��Ih��2"ก  

2. ��"=	7�
"D
�=���= [ (Certificates) 
2.1 ก
3$;$912��
"34( 12��
��G�I
H�;] -6��ก� 

- 	5����GD��>g��12�����1�IJ��>D"� 
- 	5������"=	7�
"D
�= GMP <�=1��12�� 
- Certificate of Origin <�= active  ingredient raw material 

2.2 ก
3$;$912��
"34(�5��
7�	"9=�<����G�
�F��3��"ก
 
- 	5����GD��>g���5��
7�	"9=���1�IJ��>D"��<����G�
�F��3��"ก
 
- ��"=	7�
"D
�=12��
"34(��(Certificate of Pharmaceutical Product) ���
�I�DD;$9��H�5�)6�

�=�(ก�
����"�)2ก �
7���"=	7�
"D
�=ก�
�5������(Certificate of Free Sale) �
7���"=	7�
"D
�=

�I�DD�79�;$9�$��78������<��ก5���6<�=	5��"ก=���3Hก

�ก�
����
�2H�� (S�E��O� ก 2) 

- 	5������"=	7�
"D
�= GMP <�=1��12�����=I
H�;] (���
������G���"=	7�
"D
�=12��
"34(���
7�
��"=	7�
"D
�=ก�
�5������) 

3. s2�ก (Labeling) ���=�$<�������
D^������;$9ก5���6-�� (S�E��O� ก 3) 
4. <����212��
"34(�� (Product Information) ���=�$<�������
D^������;$9ก5���6-�� (S�E��O� ก 3)  

4.1 <����2)6�	
>I<�=12��
"34(����DD Summary of Product Characteristics (SPC) �
7� Product Data 
Sheet 

4.2 ��ก	�
ก5�ก"D�� (Package Insert, PI) 
4.3 ��ก	�
<����2	5��
"D1��I��� (Patient Information Leaflet, PIL) 

�
	��$ก��<�=�)���ก���ก)�ก�'!� 
(1.) �������� !�&�		��AB�������	!��)�(�C����
�
��	!�%D��(New Biological Active Pharmaceutical 

Ingredients) Biotechnological Products ���	�("�
 ���$��$��ก��� SPC ���D�ก���!8�
()������
���$( 
<�%&� SPC�
�
��ก���ก)�ก�'!�S=!<�%&� PI �
�
��ก���ก)�ก�'!����$��$ PI ��%D�T�<����=�	! 

(2.) �������� !�&�		��AB
������8�
V�����%&� New Biological Active Pharmaceutical Ingredients 
Biotechnological Products ���	�("�
 ���!8�
()��������A��8�ก%&� SPC D�8� PI �
�
��ก���ก)�ก�'!�กW
�=� ���$
��D�ก���%&� SPC �
�
��ก���ก)�ก�'!� ���<)��
�
���$!8�
��ก���=�$ก���	 
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(3.) �������� !�&�		��AB%D���Bก
�������<%&� PIL �
�
��ก���ก)�ก�'!���	�ก�' SPC/PI �=�������%D�%&� PIL 
�
�
��ก���ก)�ก�'!��T�!$�!��$�=�!	 ���$
��D�ก%&� PIL �
�
��ก���ก)�ก�'!���	�=�	!���$��$ PIL ��%D�
T�<����=�	! 

(4.) ���$����ก���ก)�ก�'!���\���! ��	
��\���$ก]\D�ก��%D���$��=�	! �)�D��'��ก���ก)�ก�'!���\�
�8�
V %D���'��$	��%&���$�����\���!����=���'�
BC�� ( ก�����$��กD�ก%&������$�����\���! %D�
��$()��
��
�
��\���!��=�	! ) 

5. �DD 1.�. 8 �
7� �.�. 8 ;$9-6�
"D��>�"���2�� 
6. �5�
"D
�=1���79��5�<�<K8�;H�D$�� (Applicant declaration) (S�E��O� ก 4) -6��ก� 

6.1 �5�
"D
�=1���79��5�<�<K8�;H�D$���5�
"D�� 
6.2 �5�
"D
�=�=79��-<ก�
<K8�;H�D$���5�
"D��G���/��F$��"�^>G��� 
6.3 �5�
"D
�=�=79��-<ก�
<K8�;H�D$���5�
"D���"�#$� 
6.4 �5�
"D
�=ก�
���=<����2ก�
<K8�;H�D$����G�I
H�;]���=[ 
6.5 �5�
"D
�=ก�
���=<����2	�;X�D"�
�� 
6.6 �5�
"D
�=�79�[ (^���$) �F�� 

- �5�
"D
�=G�ก�
	�=��ก	�
���9�����G�ก�
]Kก?������=	
��<�=�� 
- �5�
"D
�=�=79��-<G�ก�
<K8�;H�D$���5�
"D���s��Hก2>�� (ก
3$��;$9�5������-6��s��HG�)
=���D�2 / 

	^�����D�2) 
- �5�
"D
�=�=79��-<ก�
<K8�;H�D$���5�
"D����79�ก�
	�=��ก���=I
H�;]  
- ��"=	7���6���
H����=I
H�;]1����� �
7� Invoice �
7� Performa Invoice �
7� Letter of Credit (ก
3$

	�=��ก)  
- ��"=	7����=F79���	5��
"D	�=��ก (ก
3$;$9�$F79���	5��
"D	�=��ก) 
- ��"=	7���D�5���� 

7. <����2�I
$�D�;$�D<��6$-<���	$�
H����=��G���;$9<�<K8�;H�D$��ก"D��G�ก2>��ก�
D5�D"6
"ก?�)
��6$��ก"�;$9-6�
<K8�;H�D$��G�I
H�;]-;��2��;"8=G��=�I
H	�;X�12�2H����I2�6
"� 

8. �DD��
(�D"�;Kก<����2;H�D$���5�
"D�� 
9. 12����
�H�(��F$��"�^>#K9=����
��G��ก�
6��2<�=ก�=F$��"�^> ก
���;��]�	�
(ก�
��;�((S�E��O� ก 5) 
 
��ก#��#� ���L 2 (Part 2) : ��ก#��
��กb��4#SF�"�E�R��F�� (Quality Document)  

��ก	�
	����$8I
Hก�D6��� 4 ��� (Section) -6��ก�  ���;$9 A, B, C �2H D 
�����L A : #����N (Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9 2 
�����L B : ��#�"DeS�� �SP���"�E�R (Quality Overall Summary) 

�����L C : �����
��P���� (Body of Data) 

�����L D : ��ก#���P�F�@F��L#����NK�LFVSP���ก����R@�R� (Key Literature References) 
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	5��
"Dก�
�79���ก	�
G�	���;$9 2 �$8 )I
66�
��2H��$�6;$9ก5���6-��G���ก	�
�
79�= ���ก	�
;$9���=�79�
G�ก�
<K8�;H�D$���5�
"D��F$��"�^> (Biological Products) �DD ASEAN HARMONIZATION �5���ก���
I
H�
;��F$��"�^>f  
 

��ก#��#� ���L 3 (Part 3) : ��ก#��
��กb��4#SF� ��D��SE����F�� : �P������LV��G��ก��j�ก$���F��@�@ก 

(Safety : Non-clinical Document ) 
��ก	�
	����$8 I
Hก�D6��� 5 ��� (Section) -6��ก� ���;$9 A, B, C, D, �2H E 
�����L A : #����N (Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9  3 
�����L B : E�R� ���F�P������LV��G��ก��j�ก$���F��@�@ก (Nonclinical Overview) 

�����L C : ��#�"D��F�P������LV��G��ก��j�ก$���F��@�@กG���ก$�����������4������F (Nonclinical 

Summary : Written and Tabulated) 

�����L D : ���F��ก��j�ก$���LV��G��ก��j�ก$���F��@�@ก (�����L�P�Fก��) (Nonclinical Study Report) (as 

requested) 

�����L E : ���ก����ก#���P�F�@F��L#����N (List of Key Literature References) 
	5��
"Dก�
�79���ก	�
G�	���;$9 3 �$8 )I
66�
��2H��$�6;$9ก5���6-��G���ก	�
�
79�= ���ก	�
;$9���=�79�

G�ก�
<K8�;H�D$���5�
"D��F$��"�^> (Biological Products) �DD ASEAN HARMONIZATION �5���ก���
I
H�
;��F$��"�^>f 

 
��ก#��#� ���L 4 (Part 4) : ��ก#��
��กb��4#SFD��#@�n@E�R��F�� : �P����ก��j�ก$���F��@�@ก  (Efficacy : 

Clinical  Document) 
��ก	�
	����$8I
Hก�D6��� 6 ��� (Section)  -6��ก� ���;$9 A, B, C, D, E �2H F 
�����L A : #����N(Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9 4 
�����L B : E�R� ���F�P����ก��j�ก$���F��@�@ก (Clinical Overview) 

�����L C : ��#�"D��F�P����ก��j�ก$���F��@�@ก (Clinical Summary) 

�����L D : ����F���ก����Fก��j�ก$���F��@�@ก���F
�S (Tabular Listing of All Clinical Studies) 

�����L E : ���F��ก��j�ก$���F��@�@ก (!P���) (Clinical Study Reports) ( If  applicable) 

�����L F : ���ก����F��ก#���P�F�@F��L#����N (List of Key Literature References) 
	5��
"Dก�
�79���ก	�
G�	���;$9 4 �$8 )I
66�
��2H��$�6;$9ก5���6-��G���ก	�
�
79�= ���ก	�
;$9���=�79�

G�ก�
<K8�;H�D$���5�
"D��F$��"�^> (Biological Products) �DD ASEAN HARMONIZATION �5���ก���
I
H�
;��F$��"�^>f 
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ก��Q�S��������ก#��4��ก����L����������  ��!"G
��4�� ��K�� 

ก�
�"6��
$����ก	�
�2Hก�
�79��5�<�<K8�;H�D$���5�
"D�� G��65�����ก�
6"=���-I�$8 
1. G�ก�
�79��5�<�<K8�;H�D$���5�
"D��G��GF��DD��
(�
��ก�
��ก	�
(Checklist)  6"=���-I�$8 

1.1 4�� ���. B1 : 
��ก�
��ก	�
;"8=��6I
Hก�D�5�<�<K8�;H�D$���5�
"D��F$��"�^>G���	5��
"D��>?�( 
�DD ASEAN Harmonization G����D-�������
ก<�=��ก	�
	���;$9 1 (Part 1) ��ก	�
<����2;"9�-I�2H<����2
<�=12��
"34( (Administrative data and Product information) 

1.2 4�� ���. B2 : 
��ก�
��ก	�
I
Hก�D<����26����>3
���� (Checklist of ASEAN Common 
Technical Document : Part Quality) G����D-�������
ก<�=��ก	�
	���;$9 2 (Part 2) ��ก	�
�2"ก\���	6=
�>3
��<�=�� (Quality Document) 

1.3 4�� ���. B3 : 
��ก�
��ก	�
I
Hก�D<����26���;$9-��GF�ก�
]Kก?�;�=�2���ก (Checklist of 
ASEAN Common Technical Document : Part  Non-clinical) G����D-�������
ก<�=��ก	�
	���;$9 3 (Part 3) 
��ก	�
�2"ก\���	6=����I2�6
"�<�=��(Safety : Nonclinical Document) 

1.4 4�� ���. B4 : 
��ก�
��ก	�
I
Hก�D<����26���ก�
]Kก?�;�=�2���ก (Checklist of ASEAN 
Common Technical Document : Part Clinical) G����D-�������
ก<�=��ก	�
	���;$9 4 (Part 4) ��ก	�

�2"ก\���	6=I
H	�;X�
��<�=�� (Efficacy : Clinical Document)  
 (�DD <;�.B1, <;�.B2, <;�.B3 �2H<;�.B4  S�E��O� ก 5) 
2. ก�
�"6F>6��ก	�
 I
Hก�D6��� F>6 ก. < .�2H �.  6"=�$8 
 

�"S��ก#�� ��ก#������F������S�� S�F���VD��� 

�"S ก 1. <;�. B1 �2H��ก	�
	���;$9 1 (Part 1) 
2. <;�. B2 �2H��ก	�
	���;$9 2 (Part 2) 
3. <;�. B3 �2H��ก	�
	���;$9 3 (Part 3) 
4. <;�. B4 �2H��ก	�
	���;$9 4 (Part 4) 

�"S � 1. �DD ;�.1 
2. �DD �.1  
3. 	5������"=	7�
"D
�=ก�
�5������12��
"34( 
4. s2�ก (Labeling) 
5. <����212��
"34(�� (Product Information) 
6. �5�
"D
�=ก�
���=<����2ก�
<K8�;H�D$����G�I
H�;]���=[ 
7. <;�. B2 �2H��ก	�
	���;$9 2 (Part2) 
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�"S � 1. �DD ;�.1 
2. �DD �.1 
3. 	5������"=	7�
"D
�=ก�
�5������12��
"34( 
4. s2�ก (Labeling) 
5. <����212��
"34(��(Product Information) 
6. �5�
"D
�=ก�
���=<����2ก�
<K8�;H�D$����G�I
H�;]���=[ 
7. <����2�I
$�D�;$�D<��6$-<���	$�
H����=��G���;$9<�<K8�;H�D$��ก"D��G�ก2>��ก�


D5�D"6
"ก?�)
��6$��ก"�;$9-6�<K8�;H�D$��G�I
H�;]-;��2�;"8=G��=�I
H	�;X�12
�2H����I2�6
"� 

8. <;�. B3 �2H��ก	�
	���;$9 3 (Part3) 
9. <;�. B4 �2H��ก	�
	���;$9 4 (Part4) 

 
3. �5����F>6��ก	�
;$9���=�79�<K8�ก"DI
H�
;<�=�� 6"=�$8 

3.1 ��F$��"�^>G����2H�"�#$�G��� 
��ก	�
F>6 ก  �5����  1  F>6 
��ก	�
F>6 <  �5����  2  F>6 
��ก	�
F>6 �  �5����  4  F>6 

3.2 Conventional Vaccines 
��ก	�
F>6 ก  �5����  1  F>6 
��ก	�
F>6 <  �5����  1  F>6 
��ก	�
F>6 �  �5����  2  F>6 

4. G��1���79��5�<��79���ก	�
F>6 ก. �
����"�����=��;$9]���(D
�ก�
12��
"34(	><
���DE6�	
E� (One Stop Service 
Center) ก�=��D�>��� 	5��"ก=���3Hก

�ก�
����
�2H�� ��79���ก�2<
"DF"9��
��G���ก�1���79��5�<� 

5. 1���79��5�<�	���
^��6���12ก�
����
3��
��
"D�5�<�<K8�;H�D$���5�
"D��-6�;$9 ก2>����F$��"�^> ก�=��D�>��� 
��79���������;$9�
��	�D�2H����
3��2����E������ก	�
F>6 ก. �
D^���^�ก���= ��������;$9�H���=1���79��5�<�G��
	�=��ก	�
 F>6 < �2H � ��79���ก�2<
"D (^��
)���-I 
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�������ก�����������������  ��!"��LV��G������  ��!"G
�� (Conventional Biological Products)

�ก� P� ��K�� 
�D�=�Ih� 2 <"8���� �7� 
1. ก�
�79��5�<���>g��12�����"�����=��79�<�<K8�;H�D$���5�
"D������DD 1.�.8 �
7��5�	"9=���"�����=

�<����G�
�F��3��"ก
��79�<�<K8�;H�D$���5�
"D���DD �.�.8 G���79��5�<� 3 ]���(D
�ก�
12��
"34(	><
��
�DE6�	
E�(One Stop Service Center) ก�=��D�>��� 	5��"ก=���3Hก

�ก�
����
�2H�� 

2. ก�
�79��5�<�<K8�;H�D$���5�
"D������DD ;.�.1 �2H�DD �.1 G���79��5�<� 3 ]���(D
�ก�
12��
"34(
	><
���DE6�	
E�(One Stop Service Center) ก�=��D�>��� 	5��"ก=���3Hก

�ก�
����
�2H�� 
���������L 1 : ก����L��������"N��O�@����� ����F / ���
���#�LF���� ����F��P���G��������Q�ก��R�L�������

��������������� 

1. 1���$	�;X��79��5�<��7�1��
"D��>g��12�����1�IJ��>D"�/1��
"D��>g���5��
7�	"9=���1�IJ��>D"��<����G�

�F��3��"ก
 

2. <"8����ก�
65�����ก�
 �$6"=���-I�$8 
2.1 �79��5�<���>g��12�����"�����=��79�<�<K8�;H�D$���5�
"D������DD 1.�. 8/�5��
7�	"9=�"�����=�<����G�


�F��3��"ก
��79�<�<K8�;H�D$���5�
"D������DD �.�.8 )6�ก
�ก
��2H��$�6�2H��D�2"ก\�����;$9

HD>-��G�<�� 3 G���
D^��� �2H�79��5�<� 3 ]���(D
�ก�
12��
"34(	><
���DE6�	
E� (One Stop Service 
Center) ก�=��D�>��� 	5��"ก=���3Hก

�ก�
����
�2H�� �2H
�ก�
��>�"�� 

2.2 ��79���������;$9����
3��2H��>�"���2�� �H��D�DD 1.�.8/�.�.8 ;$9-6�
"D��>�"���2���ก�1���79��5�<��5���� 
1 sD"D ��79�G��1���79��5�<�GF��Ih��2"ก\��G�ก�
12��/�5��
7�	"9=���"�����=�<����G�
�F��3��"ก
 �2H
�5����"�����=�
���;"8=�DD 1.�.8/�.�.8 ;$9-6�
"D��>�"�� �79��
����5�<�<K8�;H�D$���5�
"D�����<"8����
���-I 

3. ��ก	�
;$9GF� 
3.1 �DD 1.�. 8 �
7� �.�. 8 �5���� 2 F>6(S�E��O� ก 1) 
3.2 s2�ก��;>ก<��6D

�>  
3.3 ��ก	�
ก5�ก"D��  
3.4 	5����GD��>g��12�����1�IJ��>D"��
7�	5����GD��>g���5��
7�	"9=���1�IJ��>D"��<����G�


�F��3��"ก
  
���������L 2 : ก����L������������������������� 

1. 1���$	�;X��79��5�<�-6��ก�1��
"D��>g��12�����1�IJ��>D"�/1��
"D��>g���5��
7�	"9=���1�IJ��>D"��<����G�

�F��3��"ก
;$9-6�
"D��>g��G��12���
7��5�	"9=���"�����=�2�� 
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2. <"8����65�����ก�
 �$6"=���-I�$8 
2.1 �79��5�<�<K8�;H�D$���5�
"D������DD ;.�.1 �2H�DD �.1 �
���;"8=��ก	�
�2"ก\�����=[ ���;$9
HD>

-��G�<�� 3 )6��79�F>6���sD"D�5���� 1 F>6  3. ]���(D
�ก�
12��
"34(	><
���DE6�	
E� (One Stop 
Service Center) 	5��"ก=���3Hก

�ก�
����
�2H�� ��������;$9�H��ก�2<
"DF"9��
��G���ก�1���79��5�
<� 

2.2 ��6���12ก�
����
3��
��
"D�5�<�<K8�;H�D$���5�
"D�� �2H
"D	5�����5�<�<K8�;H�D$���5�
"D��;$9
��ก�2<
"D (^��
) �
$�D
����2�� 3 ก2>����F$��"�^> ก�=��D�>��� 

3. ��ก	�
;$9GF�G�ก�
�79��5�<�<K8�;H�D$����F$��"�^>;$9-��GF���F$��"�^>G����ก�����"�#$�  
 ��ก	�
;$9GF�G�ก�
�79��5�<�<K8�;H�D$���5�
"D��[ASEAN COMMON TECHNICAL DOSSIER 
(ACTD) FOR THE REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE] 	5��
"D��F$��"�^>;$9
-��GF�F$��"�^>G��� I
Hก�D6��� 4 	��� (Parts) 6"=�$8 

#� ���L  1 (Part 1) ��ก	�
<����2;"9�-I�2H<����2<�=12��
"34( (ADMINISTRATIVE DATA AND 
PRODUCT INFORMATION) 

#� ���L  2 (Part 2) ��ก	�
�2"ก\���	6=<����2�>3
��<�=�� (QUALITY DOCUMENT)  
#� ���L  3 (Part 3) ��ก	�
�2"ก\���	6=<����2I
H	�;X�
��<�=�� : <����2ก�
]Kก?�;�=�2���ก 

(EFFICACY :CLINICAL DOCUMENT) 
��ก#��#� ���L 1 (Part 1) : ��ก#���P������L VD4���P������FO�@�E���� (ADMINISTRATIVE DATA AND 

PRODUCT INFORMATION) 

��ก	�
	����$8I
Hก�D6��� 3 ��� (Section) -6��ก� ���;$9 A, B �2H C 
�����L A : ������ (Introduction) 

 �Ih�ก�
ก2����5��ก$9��ก"D12��
"34(��;$9�H<�<K8�;H�D$�� G��GF�<������6"=�$8 
 ��ก�����	

���
�
���������	�
����������������� !�"#�$%&�
��ก�'()����#�
���'�!
�)���'!��'' 

ASEAN Harmonization ��$�������� !�&8��99999999999.�����'���999999999999; 
�����L B : #����N (Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9 1 
�����L C : ��ก#����L��L�D��ก��������������������������G�#� ��P������L VD4���P������FO�@�E���� 

(Documents required for registration)  �$6"=�$8 
1. �DD��
(��5�<�<K8�;H�D$���5�
"D��  (S�E��O� ก 1) -6��ก� 

1.1 �DD�5�<�<K8�;H�D$���5�
"D�� (�DD ;.�.1)  
1.2 �DD�5�<�<K8�;H�D$���5�
"D���DD ASEAN HARMONIZATION (�DD �.1) 
<������;$9ก
�กG��DD��
(�G��GF�
�?�-;� / 
�?��"=กa? )6�GF�
�?�-;��Ih��2"ก  
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2. ��"=	7�
"D
�=���= [ (Certificates) 
2.1 ก
3$;$912��
"34( 12��
��G�I
H�;] -6��ก� 

- 	5����GD��>g��12�����1�IJ��>D"� 
- 	5������"=	7�
"D
�= GMP <�=1��12�� 
- Certificate of Origin <�= active  ingredient raw material 

2.2 ก
3$;$912��
"34(�5��
7�	"9=�<����G�
�F��3��"ก
 
- 	5����GD��>g���5��
7�	"9=���1�IJ��>D"��<����G�
�F��3��"ก
 
- ��"=	7�
"D
�=12��
"34(��(Certificate of Pharmaceutical Product) ���
�I�DD;$9��H�5�)6�

�=�(ก�
����"�)2ก �
7���"=	7�
"D
�=ก�
�5������(Certificate of Free Sale) �
7���"=	7�
"D
�=

�I�DD�79�;$9�$��78������<��ก5���6<�=	5��"ก=���3Hก

�ก�
����
�2H�� (S�E��O� ก 2) 

- 	5������"=	7�
"D
�= GMP <�=1��12�����=I
H�;] (���
������G���"=	7�
"D
�=12��
"34(���
7�
��"=	7�
"D
�=ก�
�5������) 

3. s2�ก (Labeling) ���=�$<�������
D^������;$9ก5���6-�� (S�E��O� ก 3) 
4. <����212��
"34(�� (Product Information) ���=�$<�������
D^������;$9ก5���6-�� (S�E��O� ก 3) 

4.1 <����2)6�	
>I<�=12��
"34(����DD Summary of Product Characteristics (SPC) �
7� Product Data 
Sheet 

4.2 ��ก	�
ก5�ก"D�� (Package Insert, PI) 
4.3 ��ก	�
<����2	5��
"D1��I��� (Patient Information Leaflet, PIL) 

�
	��$ก��<�=�)���ก���ก)�ก�'!� 
(1) ���$����ก���ก)�ก�'!���\���! ��	
��\���$ก]\D�ก��%D���$��=�	! �)�D��'��ก���ก)�ก�'!���\�

�8�
V %D���'��$	��%&���$�����\���!����=���'�
BC��  (A������ก���ก)�ก�'!���\��8�
V�T8��ก����$��ก
%D��
'��=�	! �����'��$	���
�
��ก���ก)�ก�'!��T8��ก����$��ก����
��
) 

(2) ก���!�&�		��AB������%&�!�&�		��AB%D��!ก�	�
	�("�
%D�%&���ก���ก)�ก�'!�����'' 4.1D�8�4.2 �!��$%=
�!��$D
#�$กW�=� 

(3) ก���!�����C
��<)�'��
%D�%&���ก���ก)�ก�'!�����'' 4.3 
(4) ก���!������ก��ก)�D
=%D���ก����=$���(	��%
��ก���ก)�ก�'!�%

��ก�^ก����	$��_����B�D�8�

()����$`'�'���$ V ���!�$����'�$(�'%&��!�� �&�
 !�����=���'ก��!ก�	�
����
�
!���
���! ���
��ก�^
ก����	$��_����B� ��8��$!���
���! `'�'��� 4 `'�'��� 10 ���`'�'��� 17 %D�%&���ก���ก)�ก�'!�������
ก)�D
=�	�<
ก	��<��=���ก��!ก���กD�8�
��ก�^�ก��� 

5. �DD 1.�. 8 �
7� �.�. 8 ;$9-6�
"D��>�"���2�� 
6. �5�
"D
�=1���79��5�<�<K8�;H�D$�� (Applicant declaration) (S�E��O� ก 4) -6��ก� 

6.1 �5�
"D
�=1���79��5�<�<K8�;H�D$���5�
"D�� 
6.2 �5�
"D
�=G�ก�
	�=��ก	�
���9�����G�ก�
]Kก?������=	
��<�=�� 
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6.3 �5�
"D
�=�=79��-<G�ก�
<K8�;H�D$���5�
"D���s��Hก2>�� (ก
3$��;$9�5������-6��s��HG�)
=���D�2/
	^�����D�2) 

6.4 �5�
"D
�=�=79��-<ก�
<K8�;H�D$���5�
"D����79�ก�
	�=��ก���=I
H�;] 
6.5 ��"=	7���6���
H����=I
H�;]1����� �
7� Invoice �
7� Performa Invoice �
7� Letter of Credit (ก
3$

	�=��ก) 
6.6 ��"=	7����=F79���	5��
"D	�=��ก (ก
3$;$9�$F79���	5��
"D	�=��ก) 
6.7 ��"=	7���D�5���� 

7. 
�I^�����;$9<�<K8�;H�D$���5�
"D��#K9=�	6=
�I
��=2"ก?3H�2H	$��;$9F"6��� �s��H����E6 ��I#�2 �2H ��
���ED 

8. �DD��
(�D"�;Kก<����2;H�D$���5�
"D�� 
9. 12����
�H�(��F$��"�^>#K9=����
��G��ก�
6��2<�=ก�=F$��"�^> ก
���;��]�	�
(ก�
��;�((S�E��O� ก 5) 
 

��ก#��#� ���L 2 (Part 2) : ��ก#��
��กb��4#SF�"�E�R��F�� (Quality Document)  
��ก	�
	����$8I
Hก�D6��� 4 ��� (Section) -6��ก�  ���;$9 A, B,C �2H D 
�����L A : #����N (Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9 2 
�����L B : ��#�"DeS�� �SP���"�E�R (Quality Overall Summary) 

�����L C : �����
��P���� (Body of Data) 

�����L D : ��ก#���P�F�@F��L#����NK�LFVSP���ก����R@�R� (Key Literature References) 
	5��
"Dก�
�79���ก	�
G�	���;$9 2 �$8 )I
66�
��2H��$�6;$9ก5���6-��G���ก	�
�
79�= ���ก	�
;$9���=�79�G�

ก�
<K8�;H�D$���5�
"D��F$��"�^>(Biological Products) �DD ASEAN HARMONIZATION �5���ก���I
H�
;
��F$��"�^>f 
 
��ก#��#� ���L 3 (Part 3) : ��ก#��
��กb��4#SFD��#@�n@E�R��F�� : �P����ก��j�ก$���F��@�@ก  (Efficacy : 

Clinical  Document) 

��ก	�
	����$8I
Hก�D6��� 6 ��� (Section)  -6��ก����;$9 A, B, C, D, E �2H F 
�����L A : #����N(Table of Contents) 

�Ih�	�
D"g��ก	�
;"8=��6;$9�79�G�	���;$9 4 
�����L B : E�R� ���F�P����ก��j�ก$���F��@�@ก (Clinical Overview) 

�����L C : ��#�"D��F�P����ก��j�ก$���F��@�@ก (Clinical Summary) 

�����L D : ����F���ก����Fก��j�ก$���F��@�@ก���F
�S (Tabular Listing of All Clinical Studies) 

�����L E : ���F��ก��j�ก$���F��@�@ก (!P���) (Clinical Study Reports) ( If applicable) 

�����L F : ���ก����F��ก#���P�F�@F��L#����N (List of Key Literature References) 



13 

	5��
"Dก�
�79���ก	�
G�	���;$9 4 �$8 )I
66�
��2H��$�6;$9ก5���6-��G���ก	�
�
79�= ���ก	�
;$9���=�79�
G�ก�
<K8�;H�D$���5�
"D��F$��"�^>(Biological Products) �DD ASEAN HARMONIZATION �5���ก���
I
H�
;��F$��"�^>f 
ก��Q�S��������ก#��4��ก����L���������������������  ��!"��LV��G������  ��!"G
���ก� P� ��K�� 

ก�
�"6��
$����ก	�
�2Hก�
�79��5�<�<K8�;H�D$���5�
"D�� G��65�����ก�
6"=���-I�$8 
1. G�ก�
�79��5�<�<K8�;H�D$���5�
"D��G��GF��DD��
(�
��ก�
��ก	�
(Checklist)  6"=���-I�$8 

1.1 4�� ���. B1 : 
��ก�
��ก	�
;"8=��6I
Hก�D�5�<�<K8�;H�D$���5�
"D��F$��"�^>G���	5��
"D��>?�( 
�DD ASEAN Harmonization G����D-�������
ก<�=��ก	�
	���;$9 1 (Part 1) ��ก	�
<����2;"9�-I�2H<����2
<�=12��
"34( (Administrative data and Product information) 

1.2 4�� ���. B2 : 
��ก�
��ก	�
I
Hก�D<����26����>3
���� (Checklist of ASEAN Common 
Technical Document : Part Quality) G����D-�������
ก<�=��ก	�
	���;$9 2  (Part 2) ��ก	�
�2"ก\���	6=
�>3
��<�=�� (Quality Document) 

1.3 4�� ���. B4 : 
��ก�
��ก	�
I
Hก�D<����26���ก�
]Kก?�;�=�2���ก (Checklist of ASEAN 
Common Technical Document : Part Clinical) G����D-�������
ก<�=��ก	�
	���;$9 4 (Part 4) ��ก	�

�2"ก\���	6=I
H	�;X�
��<�=�� (Efficacy : Clinical Document)  
 (�DD <;�.B1, <;�.B2 �2H<;�.B4  S�E��O� ก 5) 
2. ก�
�"6F>6��ก	�
 I
Hก�D6��� F>6���sD"D �2HF>6	5����  6"=�$8 
 

�"S��ก#�� ��ก#������F������S�� S�F���VD��� 

�"S�P�t��� 1. <;�. B1 �2H��ก	�
	���;$9 1 (Part 1) 
2. <;�. B2 �2H��ก	�
	���;$9 2 (Part 2) 
3. <;�. B4 �2H��ก	�
	���;$9 4 (Part 4) 

�"S#����� 1. <;�. B1 �2H��ก	�
	���;$9 1 (Part 1) 
2. <;�. B2 �2H��ก	�
	���;$9 2 (Part 2) 
3. <;�. B4 �2H��ก	�
	���;$9 4 (Part 4) 

3. �5����F>6��ก	�
;$9���=�79�<K8�ก"DI
H�
;<�=�� 6"=�$8 
��ก	�
F>6���sD"D �5����  1  F>6 
��ก	�
F>6	5���� �5����  3  F>6 

4. G��1���79��5�<��79���ก	�
F>6���sD"D �5���� 1 F>6 �
����"�����=��;$9]���(D
�ก�
12��
"34(	><
���DE6�	
E� 
(One Stop Service Center) ก�=��D�>��� 	5��"ก=���3Hก

�ก�
����
�2H�� ��79���ก�2<
"DF"9��
��
G���ก�1���79��5�<� 

5. 1���79��5�<�	���
^��6���12ก�
����
3��
��
"D�5�<�<K8�;H�D$���5�
"D��-6�;$9 ก2>����F$��"�^> ก�=��D�>�
�� ��79���������;$9�
��	�D�2H����
3��2����E������ก	�
�
D^���^�ก���= ��������;$9�H���=1���79��5�<�G��	�=
��ก	�
F>6	5���� ��79���ก�2<
"D (^��
)���-I 
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�����	ก 1  
 

�

������������������������	�����/ ����� �!�"�����	����� 
• �

 �.�. 8 
• �

 �.�.8 

 
�

�����������%&�'()
*�������
�� 

• �

 '�.1 
• �

 �.1 
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�	
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�������������������	�����), "����%&�'()
*�������
�� 
 

��	�
�	
......................................����� 

��
�	
...................����
...............���........�.�....��.................... 
 

��������.........................������...........�...��
��	�������
 
ก �ก����
�................�................................. 
( - "��./��
������ ) 

"������
#$�%&'��� %��(�
)*��#��
%��&��
#$�%�	
...........................����������������...................... 

+  ,-�
�	
�� %����
�..............��......������....���.����	
....��.���.....� %��ก /���.........................���... 

-

....................���...........����.'��.�	
..................��.�� %���� / (���.....................��............................. 

����/� / ��%..........................�.................���'�������...............�.............. 0������1...................����............. 

���
#$�%�� %��%����.�����
�����2
�3��	�
%���������
��....������......................................................................... 

���ก���()�*�0�����'*"���� 
 

)� ��+�����%-#,.�
)�3ก�������%���(����)4
��%����%� ก&
 5 '
.�� '����)4
�����3�....��� 

���0
��1� 
( ����3��	�����ก������# ) 

�................................................................................................................................��������������. 

 

 ��������"��(
�'��ก6�
������ ���
�
 7 �#� ��� 
 ( 5 ) 8��ก�#ก�
������# 

 ( 7 ) ��ก,��ก��ก���� 
 

( ���� �- "� ).................................�./� "������ 
 

( ���� �- "� ).................................�./�*��/�'*"45�
���ก�� 
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�������������������	�����), "����%&�'()
*�������
�� 
 

��	�
�	
......................................����� 

��
�	
...................����
...............���........�.�....��.................... 
 

��������.........................������...........�...��
��	�������
 
ก �ก����
�................�................................. 
( - "��./��
������ ) 

"������
#$�%&'�
��'���,�
���(�
)*��#��
������&
�����+���ก�%��&��
#$�%�	
...........................����������... 

���.����	
....��.���.....�%��ก /���.........................��..��...-

....................���........................����. 

'��.�	
..................��.�� %���� / (���.....................��.............................����/� / ��%..........................�................. 

���'�������...............�.............. 0������1...................����.............���
#$�%���
#$�%
��'���,�
���%����.��

������&
�����+���ก����
�����2
�3��	�
%���������
��....������............................................................................. 

���ก���()�*�0�����'*"����� �!�"�)�/���7���-��8�1�ก� 
 

)� ��+�����%-#,.�
)�3ก�������%���(����)4
��%����%� ก&
 5 '
.�� '����)4
�����3�....��� 

���0
��1� 
( ����3��	�����ก������# ) 

�................................................................................................................................��������������. 

 

 ��������"��(
�'��ก6�
������ ���
�
 7 �#� ��� 
 ( 5 ) 8��ก�#ก�
������# 

 ( 7 ) ��ก,��ก��ก���� 
 

( ���� �- "� ).................................�./� "������ 
 

( ���� �- "� ).................................�./�*��/�'*"45�
���ก�� 
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�

 '.�. 1 

�������	
............................................... 
��
�	
..................................................... 
����
�.................................. ����������� 

������%&�'()
*�������
�� 
 

(�
)*��#��
  ��)�����ก���2�   ��,ก�� 
    ��
2�� ���	2��2�'�����	�   ���	���%-# 
4�()�'    ���/,�����	/�+91   ����

 : 
    ���� ����;�   (�3��(�)��� 

(�
0���+  ����  ����;�  ��
2��  ����

 : 
��ก<+3(�3,	�����================================================... 

1. ��
��� ( ก )  ��
����	
����2
�3��	�
 ............................................................................................................................................................................ 
/�<�"�� ......................................................................................................................................................................... 
/�<���

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

 ( � )  ��
���%��%������	
��6�
%�	)�3ก�� ��	�ก�.� ............................................................................................................................................ 
%��%������ ...................................................................................................................................................................... 

2. %������� ( ������3��	�����
'��� ) 
3. �
������# ................................................................................................................................................................................................................. 
4. � D	&����0�� .............................................................�
���	
&�����2��3 .................................................��
�3 .....................................................���2� 
5. � D	� ����3'1��%��6�
%��������	
��6�
%�	)�3ก�� ��� .............................................................................................................................................. 

( 9/�7-/	�:*	�)���(����ก�������'*"��;����*4�(ก�< 7�/��
����()�*�0���	�:*	�)���(����0/	� ) 
6. "��(
���ก,����)�3ก��ก��� ���+� 

( ก )  8��ก 
( � )  ��ก,��ก��ก���� 
( � )  '��ก6�
(,��,����#+�����(�3����)���/�������(
������� 

7. ��
�,-�
�	
�� %�� ....................................................................................................................................................................................................... 
���.����	
 ............................................................%��ก / ��� ...........................................................-

 ................................................................. 
'��.�	
 .................................................................%���� / (��� .........................................................����/� / ��% ============..= 
���'��� .............................................................)�3��� ............................................................................................................................................ 

8. ��
�,-�
�	
(�.�����# ................................................................................................................................................................................................. 
���.����	
 ............................................................%��ก / ��� ...........................................................-

 ................................................................. 
'��.�	
 .................................................................%���� / (��� .........................................................����/� / ��% ============..= 
���'��� .............................................................)�3��� ............................................................................................................................................ 

9. ��
�,-�
�	

��'���,�
���������&
�����+���ก� ......................................................................................................................................................... 
���.����	
 ............................................................%��ก / ��� ...........................................................-

 ................................................................. 
'��.�	
 .................................................................%���� / (��� .........................................................����/� / ��% ============..= 
���'��� .............................................................)�3��� ............................................................................................................................................ 

10. ��
��������
#$�%  �� %  (�.�����#   
��'���,�
���������&
�����+���ก� 
�������2
�3��	�
%������� ................................................................%��&��
#$�%�	
 ................................................................................................ 

 

( ���� �- "� ) ......................................................�./� "������ 

                                                                                                                                                                                                                                          . 

����)���:- &,.����
��'���      �     &
�.��  '
����������	
%���ก��  
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�����
�� �1/�����()�*�0���	��9����)4@�!�	�4�(ก�
7������
���(
� 

( ก ) ��
������%-#%���(����)4
��
�,���$'�����
�%��%�����	
��6�
%�	)�3ก��'���%�������

&� '��� 

(����)4
��
�������	 (�3�3�#�����.��)4
��%-#�	
���.&
%����&� 8����	
'������2��	
� ��1���%�������ก�.�� 
'����)4
��%-#�	
��&'�. 

( � ) )� ��+�����%-#%���(����)4
��%����%� ก'����)4
�����3 ( &
ก�+	����)4
 )  

&
 %������
	2 .......................................................( '
.�� ) �	��%-#��
�)4
,.�
)�3ก������� ��� 

��
���%-# ��
�(�3'
�����%������� )� ��+ 
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�

 �.1 

�������	
............................................... 
��
�	
..................................................... 
����
�.................................. ����������� 
 
 

������%&�'()
*�������
�� 

 (APPLICATION  FORM OF ASEAN PHARMACEUTICAL REGISTRATION) 
 

)�3�/�  �  ��(�
)*��#��
 (Modern Drug) �  ��(�
0���+ (Traditional Drug) 

(Type)  �  �� % (Manufacture)  �  (�.�����# (Repack)  �  
������ (Import) 
&��
#$�%����	
 (License number) ==========.....................======== 

1. ����3��	����������

����� (�3����� % (DETAILS OF APPLICANT AND MANUFACTURER) 
1.1 ��
��������
#$�%�� %'���
��'���,�
���(�
)*��#��
������&
�����+���ก�(�3,-�
�	
%�2� 

(Name of Authorisation Holder and Address) 
��
��������
#$�%=================================.= 
���.����	
 ..........................................%��ก / ��� ................................-

 ............................................ 
'��.�	
 ...............................................%���� / (��� ..............................����/� / ��% .................................. 
���'��� ........................====...)�3��� =========........................................................ 

1.2 ��
�(�3,-�
�	
%�2��������� %�� %/�+91,����;���) ( Manufacturerps Name and Address*) 
��
��������
#$�%=================================.= 
���.����	
 ..........................................%��ก / ��� ................................-

 ............................................ 
'��.�	
 ...............................................%���� / (��� ..............................����/� / ��% .................................. 
���'��� ........................====...)�3��� =========........................................................ 

1.3 ��
�(�3,-�
�	
%�2��������� %�	
���� ����&
ก��%���)�.��'����.�
���
����'
.�� 
(Manufacturer   responsible for final batch release ps Name and Address*) 
��
��������
#$�%=================================.= 
���.����	
 ..........................................%��ก / ��� ................................-

 ............................................ 
'��.�	
 ...............................................%���� / (��� ..............................����/� / ��% .................................. 
���'��� ........................====...)�3��� =========........................................................ 

 

'����'%#: * ก�+	����� %%.��)�3��� &'�(���,-�
�	
%�2� ����	
 -

 ����� )�3��� �)4
��.��
��� 



21 
����3��	������� %��

: (Other manufacturers) 
 
��
� (�3�	
���.(Name and Address*) '
���	
���� ����&
��2
%�
ก���� %**(Role) 
 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
'����'%#: * ก�+	����� %%.��)�3��� &'�(���,-�
�	
%�2� ����	
 -

 ����� )�3��� �)4
��.��
��� 

**  %����.����.
  ก���%�	���� %/�+91ก�
�,����;���)  ก������#�� %/�+91 ก����� granulation ����� % 
bulk  finished dosage form  contract research  organization   �)4
%�
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2. ����3��	������� %/�+91  (DETAILS OF PRODUCT) 
2.1 ��
���  ��)(���� %/�+91 (�3 ����(�� (Product Name, Dosage Form and Strength) 

��
��� (Product Name)========..=======================.. 
��)(���� %/�+91 (Dosage Form)===========================. 
����(�� (Strength) =======.=========================. 

2.2 ��ก<+3�� (��������ก<+3���)4
/�<�"��)===============...======= 
========================================... 
Product Description (��������ก<+3���)4
/�<����กu<)=================... 
========================================... 

2.3 ��
�(�3)� ��+%����,����$ (�3)� ��+,.�
)�3ก��&
%������� 
(Generic Name and Quantity of active ingredients and excipients) 

��
�,���$ 
(Generic Name) 

��ก,������� � 
(Reference) 

)� ��+%.�'
.�� 
(=======..) 
Quantity/unit dose 

%����,����$ (Active ingredients) 
=================
=================
=================
=================
=================
=================
=================
================= 

===========
===========
===========
===========
===========
===========
===========
===========
=========== 

============
============
============
============
============
====.=.======
============
============
============. 

,.�
)�3ก�� (Excipients) 
=================
=================
=================
=================
=================
=================
=================.. 

===========
===========
===========
===========
===========
===========
===========
===========.. 

============
============
============
============
============
============
============
============. 
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3. "��(
���ก,�����
� ��ก�����%�������)�3ก��� ���+� (TECHNICAL DOCUMENTS) 
3.1 ��ก,�����
�#+/�� (Quality Documents ) 
3.2 ��ก,�����
����)���/�� (Safety Documents ) 
3.3 ��ก,�����
)�3, �D /�� ก����ก<� (Efficacy Documents ) 

4 '��ก6�
 (,��, �D ��%�(�3����
��'���ก����� (PATENT/TRADEMARK EVIDENCE) 
(-���	&'�(
�����3��	��) 

5 �� %/�+91���	
&������� � (REFERENCE PRODUCT) 
(-���	&'�(
�����3��	��) 

6 ��������������

�������2
�3��	�
 (APPLICANT DECLARATION) 
 
 

( ���� �- "� ) .....................................................�./��
������ 

 

 
����)���:- &,.����
��'���  �  &
�.�� | �	
%���ก�� 
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�����	ก 2  
 

��
��������������������������� 

(Model Certificate of a Pharmaceutical Product) 

 

/0�ก1���23ก45�	ก���������������ก��61���7�� 

(Certificate of Free Sale) 
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Model Certificate of a Pharmaceutical Product 

 

Certificate of a Pharmaceutical Product1 
This certificate conforms to the format recommended by the World Health Organization  
(general instructions and explanatory notes attached).  

Certificate No  : ______________________________ 
Exporting (certifying) country : ____________________________________________ 
Importing (requesting) country : ___________________________________________ 
 
1. Name and dosage form of product :  

___________________________________________ 
1.1 Active ingredient(s)2 and amount(s)3 per unit dose : 

___________________________________________ 
___________________________________________ 
___________________________________________ 
For complete composition including excipients, see attached.4 

 
1.2 Is this product licensed to be placed on the market for use in the exporting country?5   

�  Yes  �  No 
1.3 Is this product actually on the market in the exporting country?   

� Yes   �  No   �  unknown 
 

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.  
If the answer to 1.2 is no, omit section 2A and continue with section 2B.6 

 
2A.1 Number of product license7 and date of issue :  

___________________________________________ 
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2A.2 Product-license holder (name and address) :  
Name  : ___________________________________________ 
Address  : ___________________________________________ 

 
2A.3 Status of product-license holder :8   
  �  a  �  b  �  c 
2A.3.1 For categories b and c the name and address of the manufacturer producing the dosage form are :9 

Name  : ___________________________________________ 
Address  : ___________________________________________ 

 
2A.4 Is Summary Basis of Approval appended?10   
  �  Yes �  No 
 
2A.5 Is the attached, officially approved product information complete and consonant with the license?11  

(yes/no/not provided) 
  �  Yes �  No  � Not provided 
 
2A.6 Applicant for certificate, if different from license holder (name and address) :12 

Name  : ___________________________________________ 
Address  : ___________________________________________ 

 
2B.1 Applicant for certificate (name and address) :  

Name  : ___________________________________________ 
Address  : ___________________________________________ 

 
2B.2 Status of applicant :8 

  �  a  �  b  �  c 
2B.2.1 For categories b and c the name and address of the manufacturer producing the dosage form are :9 

Name  : ___________________________________________ 
Address  : ___________________________________________ 

 
2B.3 Why is marketing authorization lacking?  

�  not required   �  under consideration 
�  not requested  �  refused  
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2B.4 Remarks :13 

 ________________________________________________ 
 
3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which 

the dosage form is produced?14 
  �  Yes �  No  � N/A 

If no or not applicable proceed to question 4.  
 
3.1 Periodicity of routine inspections (years) : _____________________ 
3.2 Has the manufacture of this type of dosage form been inspected?  
  �  Yes �  No   
 
3.3 Do the facilities and operations conform to GMP as recommended by the  

World Health Organization?15    
  �  Yes �  No  � N/A 
 
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of  

the manufacture of the product?16    

If no explain : ____________________________________ 
 

Address of certifying authority :  
___________________________________________ 
Telephone number :   _________________  
Fax number :  ________________________ 

 
Name of authorized person : 
_________________________________________________ 

  
Signature of authorized person : 
_________________________________________________ 
 
Stamp and date : 
_________________________________________________ 
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Explanatory notes  
1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical 

product and of the applicant for the certificate in the exporting country. It is for a single product only since 
manufacturing arrangements and approved information for different dosage forms and different strengths 
can vary. 

 
2. Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary names.  
 
3. The formula (complete composition) of the dosage form should be given on the certificate or be appended. 
 
4. Details of quantitative composition are preferred, but their provision is subject to the agreement of the 

product-license holder. 
 
5. When applicable, append details of any restriction applied to the sale, distribution or administration of the 

product that is specified in the product license.  
 
6. Sections 2A and 2B are mutually exclusive. 
 
7. Indicate, when applicable, if the license is provisional, or the product has not yet been approved.  
 
8. Specify whether the person responsible for placing the product on the market :  

(a) manufactures the dosage form; 
(b) packages and/or labels a dosage form manufactured by an independent company; or 
(c) is involved in none of the above. 

 
9. This information can be provided only with the consent of the product-license holder or, in the case of non-

registered products, the applicant. Non-completion of this section indicates that the party concerned has not 
agreed to inclusion of this information. 

 
It should be noted that information concerning the site of production is part of the product license. If the 
production site is changed, the license must be updated or it will cease to be valid.  

 
10.  This refers to the document, prepared by some national regulatory authorities, that summarizes the 

technical basis on which the product has been licensed.  
 
11.  This refers to product information approved by the competent national regulatory authority, such as a 

Summary of Product Characteristics (SPC). 
 
12. In this circumstance, permission for issuing the certificate is required from the product-license holder. This 

permission must be provided to the authority by the applicant. 
 
13.  Please indicate the reason that the applicant has provided for not requesting registration :  

(a) the product has been developed exclusively for the treatment of conditions - particularly tropical 
diseases - not endemic in the country of export; 

(b) the product has been reformulated with a view to improving its stability under tropical conditions; 
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical 

products in the country of import;  
(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient;  
(e) any other reason, please specify.  
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14 Not applicable means that the manufacture is taking place in a country other than that issuing the product 
certificate and inspection is conducted under the aegis of the country of manufacture.  

 
15 The requirements for good practices in the manufacture and quality control of drugs referred to in the 

certificate are those included in the thirty-second report of the Expert Committee on Specifications for 
Pharmaceutical Preparations (WHO Technical Report  Series, No. 823, 1992, Annex 1). Recommendations 
specifically applicable to biological products have been formulated by the WHO Expert Committee on 
Biological Standardization (WHO Technical Report Series, No. 822, 1992, Annex 1). 

 
16 This section is to be completed when the product-license holder or applicant conforms to status (b) or (c) as 

described in note 7 above. It is of particular importance when foreign contractors are involved in the 
manufacture of the product. In these circumstances the applicant should supply the certifying authority 
with information to identify the contracting parties responsible for each stage of manufacture of the 
finished dosage form, and the extent and nature of any controls exercised over each of these parties.  
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United States Food and Drug Administration 
Certificate of a Pharmaceutical Product 

 

Certificate No.             Exporting Country :    United States of America 
(conforms to WHO format revised 10/1/97)          Importing Country : 

1. International or National Nonproprietary Names(if applicable) and dosage form : 
 

1.1 Active Ingredient(s) and amount(s) per unit dose(complete quantitative composition is preferred) : SEE ATTACHMENTS 
1.2 Is this product licensed to be placed on the market for use in the exporting country?  YES-See Block A   NO-See Block B 
1.3 Is this product actually on the market in the exporting country?    YES 

A           B 

2A.1 Number of product-license and date of issue : 2B.1 Applicant for certificate(name and address) : 

2A.2 Product-license holder : 2B.2 Status of Applicant : 
2A.3 Status of product-license holder : 
 

2B.3 Why is authorization lacking?          not                  not              under 
                                                            requested         requested             consideration             refused 

2A.4 Is approved summary basis appended?     No 

2A.5 Is the attached product information complete and consonant with the license?   Yes 

2A.6 Applicant for certificate if different from the license holder(name and address) : 

 

2A.3.1 or 2B.2.1  Mfr : 
 
Remarks : 

3. Dose the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?           Yes 
3.1 Periodicity of routine inspection(year) :             2 years per U.S.A. regulations 
3.2 Has the manufacture of this type of dosage form been inspected :                 Yes 
3.3 Do the facilities and operations confirm to GMP as recommended by the World Health Organization?       Yes, at time of inspection 
4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party?   Yes 

Address of certifying authority :   U.S. Food and Drug Administration 
     7520 Standish Place   Bradford W. Williams, Director 
     Rockville, MD 20855, USA   Division of Labeling and 
 Telephone :   (301) 594-0063 FAX (301) 594-0165     Nonprescription Drug Compliance 
          Office of Compliance 
          Center for Drug Evaluation and Research 

State of Maryland Sworn and subscribed to before me this                   . day of                                 ., 1997. 
Country of Montgomery 
                                                                        .  This certificate expires 36 months from the date notarized. 
   Notary Public 
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/0�ก1���23ก45�	ก���������������ก��61���7�� (Certificate of Free Sale) 
 
1. CDEFGHI CFS JKIFIIกMNOPQRSTUVWKVXYJCQHIPQRSTUVWKZ[\CD]\OT^_G[\DEกF\D`aRกQQbก\QI\C\QcXRO\

QEdQIF CDEFGHI CFS T^_IIกMNOPQRSTUVWKZ[\CD]\OT^_G[\DEกF\D`aRกQQbก\QI\C\QcXRO\QEdQIFeNKcก] 
กQâJ]IePD̂f 
1.1 PQRSTUVWKZ[\CD]\OSPgDSZK\hIFVXYJiEajklm_FeNKn]\ZK\FoCKPQRSTUVWKVXYJSPgDVWKVXYJcTD 
1.2 PQRSTUVWKVXYJeb]b^ก\QZ[\CD]\OVXYJiEajkNEFกX]\nSDH_IFZ\กeb]b^กQâT^_ZRJKIFopKVXYJiEajkNEFกX]\nCQHI 
1.3 กQâIH_Dq J\bT^_  G[\DEกF\D`aRกQQbก\QI\C\QcXRO\SCrDGb`nQ 

2. oDกQâT^_CDEFGHI CFS IIกMNOPQRSTUVWKZ[\CD]\O  JKIFcDdSIกG\QSsY_bSJYb  NEFD̂f 
2.1 CDEFGHIQEdQIFcCX]FVXYJZ\กPQRSTUVWKVXYJ 
2.2 G[\CQEdVXYJiEajkO\cXRI\C\QoCKcDdSIกG\Q  NEFJ]IePD̂f 

2.2.1 CDEFGHIQEdQIFZ\กPQRSTUVWKVXYJ  T^_QRdthKI`n\bQEdQIF`tai\scCX]FVXYJJ\bb\JQu\DG\กX 
2.2.2 CDEFGHIQEdQIFb\JQu\DVXYJiEajkn]\b^`tai\sQRNEdSN̂OnกEdVXYJiEajkT^_Z[\CD]\OoDPQRSTUVWK

IIกCDEFGHI CFS 
3. CFS  J\bhKI 1 cXRCDEFGHIQEdQIFJ\bhKI 2.1 cXRhKI 2.2.1  JKIFIIกCQHIQEdQIFhKI`n\bMNOCD]nOF\D

hIFQEuT^_b^CDK\T^_Sก^_OnhKIFกEdก\Qก[\กEdNWcXVXYJiEajkGthi\spDYNDEfDq CQHICD]nOF\DSIกpDT^_QEuQEdQIF 
4. CDEFGHI CFS JKIFQRdtQ\OXRSÎONJ]IePD̂f 

4.1 pH_IVXYJiEajk 
4.2 pH_IVWKVXYJ  cXRGv\DT^_JEfF 
4.3 hKI`n\bT^_b^`n\bCb\OQEdQIFn]\  wZ[\CD]\OeNKoDPQRSTUVWKIIกCDEFGHIx 
4.4 hKI`n\bIH_Dq J\bT^_cJ]XRกIFVXYJiEajkก[\CDNSp]D 

- VXYJiEajkO\oCKQRdtG]nDPQRกIdJEnO\G[\`EycXRPQYb\aNKnO 
- S`QH_IFbHIcsTOkoCKQRdtQt]D (model) CQHI individual products NKnO 

5. hKI`n\boDCDEFGHI CFS vK\SPgDi\z\IH_D  DIกZ\กi\z\IEFก{zoCKcPXSPgDi\z\eTOCQHIi\z\IEFก{z MNO
b^CD]nOF\DT^_SpH_IvHIeNKQEdQIF 

6. oDกQâT^_opKG[\SD\ CFS cTD|dEdZQYF  JKIFeNKQEdก\QQEdQIFhKI`n\bZ\กCD]nOF\DhIFQEuCQHICD]nOF\D
SIกpD CQHIdt``XT^_QEuQEdQIF 

7. oDกQâT^_SPgDVXYJiEajkCX\OQ\Oก\QcJ]opK CFS |dEdSN̂OnกED JKIFOH_D CFS |dEdZQYFsQKIbG[\SD\ oCK
SZK\CDK\T^_JQnZGIdก\QQEdQIFG[\SD\ 

8. oCK CFS b^I\Otก\QopKi\OoDQRORSnX\T^_ก[\CDNoD CFS DEfD cXRoDกQâT^_bYeNKQRdtI\Otก\QopKoCKOH_D CFS 
i\OoDQRORSnX\ 2 P} DEdcJ]nEDT^_IIก CFS 

Cb\OSCJt J\b`[\GE_FG[\DEกF\D~ |dEdT^_  398/2544 XFnEDT^_ 4 JtX\`b 2544 cกKehSsY_bSJYbJ\b`[\GE_FG[\DEกF\D~ |dEdT^_ 122/2548  XF
nEDT^_25 กtbi\sED�k 2548 cXRcกKehSsY_bSJYbJ\b`[\GE_FG[\DEกF\D~ |dEdT^_ 477/2549 XFnEDT^_ 29 กEDO\OD 2549 
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ก���
�������ก�����ก���ก��ก
�����������ก��ก���� �����!��"���
��� 

��� ASEAN HARMONIZATION 
 

���ก�� (LABELLING) 
���ก�����	

 ACTD 	
������ 3 	

 ��� Unit Carton, Inner Label 	�& Blister/Strips 	���&	



	,-�./��0��-1����2��34 
�3�ก��4����5���ก��ก�6�5����7��  (UNIT CARTON) 
1. 7�8���    (Product name )  
2. AB�	

��  (Dosage form) 
3. 7�8�.���10��,E��1F  ( Name of  Active  Ingredient(s) ) 
4.  �0��	A�.���10��,E��1F  ( Strength of Active ingredient(s) ) 
5. AL��ก�AM�N�   ( Batch  number )  
6. 01�M�N� ( Manufacturing date) 
7. 01�,N4����L( Expiration  date )   �/��	,-��E�0�� T��,N4����LU 
8. 0NW3ก�AXY/�� (Route of Administration )  
9. ,\�0&ก�A�ก]
A1ก^� ( Storage  condition) 
10. ��.`&�
3���E�A1
�� ( Countrybs  Registration Number) 
11. 7�8�	�&`38��B�.��MB/A1
��LF��M�N� YA���E�YA��,18���	M��cddL
1��./���X�A�7��e�d1กA ( Name  and 

address of  Marketing Authorization Holder)  
12. 7�8�	�&`38��B�.��MB/M�N�X������A&�`i (X�กAe3�E�YA��,18���	M��cddL
1��./���X�A�7��e�d1กA ( Name 

and address  of manufacturer) 
13. ./��0��jN�i^
����ก  ( special labelling ) �7�� ��X7/\����ก ��X7/��j�&`38 ���1��A�� ���0
�L�jN�i^, 

�AN��e	��ก�k��l    �����/� 
14. �AN��e��`38	�&�E�X�	���&01�,E�YA1
��ก�L��0N���N�	�&�ก���	A�  (Recommended Daily Allowance)  
15. �E����������A&ก�iกA&`A0�,�W�Ae,L.  (Warning) 
16. .��-
AAdL  (Pack sizes) 
��	��5�:;�
"; 
1. ���ก	

 Unit Carton X7/ก1
���ก.��\�7�&
AAdL\����ก �7�� ���กก����
AAdL.0- ก����
AAdL

กA&�o�� ก����
AAdL	M��� �����/� 
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2. �3./��B�`38�jN8���N�d�ก�cddL
1� ��� . Dosage Form 	�& Route of Administration 
2.1 ก�A	d/� Dosage form ��d	d/�q-- r �7�� ��7�N-��]- ��7�N-�3- Tablet Suppository �����/� YA����d

	d/�����,�0�Y�s8�.��7�8���ก]2-/ �7�� XYZ Capsule �����/� 
2.2 ก�A	d/� Route of administration ��d	d/�q-- r  �7�� IM IV �����/� YA����d	d/���B�X�0NW3ก�AX7/��ก]

2-/ �7�� A1
�A&`���A14��& 1 ��]- 01��& 3 �A14� Y�1���Y�A YA��X7/`����`38A&
L20/X���ก,�AกE�ก1
�� 
�����/� 

3. ก�A	d/� Recommended Daily Allowance XY/	d/����� % RDA ก���0���XY/	d/�0���AN��e vitamins 	�& 
minerals `38�3��B�X�,B�A�E�A1
���14� ����ก38 % .�� RDA ,E�YA1
��� RDA d&X7/������Ay��,�ก�`38�A�กz
X��E�A������� r YA��X7/��� Thai RDA ก]2-/ `14��34XY/,����ก,�A�/���N�.�� ��� RDA   �14� r ��
�A&ก�
ก�AjNd�Ae�-/0�    

4. Marketing Authorization Holder X�./� 11 Y���{s� MB/A1
��LF��M�N� YA��MB/A1
��LF���E�YA��,18����./���
X�A�7��e�d1กA 	�/0	��กAe3 

 
�3�ก��4�����ก���3��=�  INNER LABEL 
1. 7�8���    (Product name )  
2. AB�	

��* (Dosage form) 
3. 7�8�.���10��,E��1F  ( Name of  Active  Ingredient(s) ) 
4.  �0��	A�.���10��,E��1F  ( Strength of Active ingredient(s) ) 
5.  AL��ก�AM�N�   ( Batch  number )  
6. 01�M�N�* ( Manufacturing date) 
7. 01�,N4����L ( Expiration  date ) 
8. 0NW3ก�AXY/�� (Route of Administration ) 
9. ,\�0&ก�A�ก]
A1ก^�* ( Storage  condition) 
10. ��.`&�
3���E�A1
��*  ( Countrybs  Registration Number) 
11. 7�8�	�&`38��B�.��MB/A1
��LF��M�N� YA���E�YA��,18���	M��cddL
1��./���X�A�7��e�d1กA* ( Name  and 

address of  Marketing Authorization Holder) 
12. 7�8�	�&`38��B�.��MB/M�N�X������A&�`i (X�กAe3���E�YA��,18���	M��cddL
1��./���X�A�7��e�d1กA* ( Name 

and address  of manufacturer) 
13. ./�A&
LjN�i^
����ก*  ( spacial labelling ) �7��  ��X7/\����ก ��X7/��j�&`38 ���1��A�� ���0
�L�jN�i^ 

, �AN��e	��ก�k��l    �����/� 
14. �AN��e��`38	�&�E�X�	���&01�,E�YA1
��ก�L��0N���N�	�&�ก���	A� * (Recommended Daily Allowance) 
15.  �E����������A&ก�iกA&`A0�,�W�Ae,L.*  (Warning) 
16. .��-
AAdL (Pack sizes) 
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Y����Y�L * Y���{s�  exempted for small ampoule and vial 

��	��5�:;�
";  

1. ���ก	

 Inner Label X7/ก1
���ก\�7�&
AAdL\��X� �7�� .0- กA&�o�� �����/� 

2. ./��ก�0/�,E�YA1
 small ampoule and vial �14� XY/Y����0��A0�{s����ก��.��-��]ก}s8��3j�4�`382���กN� 3 
��A���N40 .��\�7�&
AAdL`Lก�A&�\` 

 
�3�ก��4�����ก������;��"��?4����"�;� (BLISTER/STRIPS) 

1. 7�8���(Product name )  
2. 7�8�.���10��,E��1F # ( Name of  Active  Ingredient(s) ) 
3. �0��	A�.���10��,E��1F # ( Strength of Active ingredient(s) ) 
4. AL��ก�AM�N�( Batch  number )  
5. 01�,N4����L( Expiration  date) 
6. 7�8�/,1F�1ก^el.��MB/M�N� /�d/�.��M�N�\1e�l/ MB/A1
��LF��M�N�YA���E�YA��,18���	M��cddL
1��./���X�

A�7��e�d1กA (country specific) 
7. ��.`&�
3���E�A1
��   ( Countrybs  Registration Number) (country specific) 
Y����Y�L # Y���{s� 2���/��A&
LX�กAe3M�N�\1e�l`38�3�10��,E��1F   ��กก0�� 3 7�N-.s4�2�  

�10������7�� ��ก�L��0N���N�A0� 	�&�ก���	A� 	�&�E�XY/A&
L
����ก0��  0N���N�A0�	�&�ก���	A�
YA�� multivitamins and multiminerals  

��	��5�:;�
"; 
1. ./�กE�Y�-���./� 6 XY/	,-������X-�����Y�s8� 
2. ./�กE�Y�-���./� 7 d&	,-�YA��2��ก]2-/ 
4B���4"7 1. กAe3��`38�3���8��2.ก�A.s4�`&�
3���jN8���N�}s8��zN
1�N��B�X��cddL
1� XY/�zN
1�N�7���-N� �7�� ��

�&�A]� �/��A&
L./��0�� TX7/��j�&qA�j��
��U  
2. กAe3`38����./��0��`38jA&A�7
1FF1�N��กE�Y�- �7�� �E�0�� ���1��A�� ��X7/\����ก �����/� 

d&�/��	,-����`38jA&A�7
1FF1�N��กE�Y�- �ก�0/����ก.��-��]ก}s8��3j�4�`382���กN� 3 
��A���N40 	�&	M��� (Blister/Strips) XY/X7/�E�0�� TExpiry dateU YA�� TExpU 	`��E�0�� T��,N4�
���LU 2-/  

3. MB/�A&ก�
ก�A,���A{.��jN8����ก���j�8�ก�A,����ก2-/  
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�3�BD���;"�
EF?�� (PRODUCT INFORMATION) 4�����ก���ก��ก
��� 

	
������ 3 	

 ���  
1. Package insert   
2. Summary of Product Characteristics YA�� Product Data Sheet   
3. Patient Information Leaflet (PIL)  
./��B�M�N�\1e�l��	���&	

กE�Y�-XY/�3Y10./����� r -1����2��34 
Package insert 

1. 7�8�M�N�\1e�l(Product  name)  
2. 7�8�	�&�0��	A�.���10��,E��1F(Name and strength of active  ingredient (s)) 
3. �1ก^e&.��M�N�\1e�l ( product description )  
4. �\,17j�i�,�Al /�\,17d��i�,�Al (Pharmacodynamic/Pharmacokinetics) 
5.  ./�
��X7/  (Indication)  
6. .��-��`38	�&�E�  (Recommended  Dose)  
7.  0NW3ก�AX7/��  (Mode of Administration ) 
8. ./�Y/��X7/ ( Contraindication ) 
9. �E������	�&./��0AA&01�  (Warning and  Precaution) 
10. �1��AกNAN��ก1
����8�r ( Interactions with Other Medicaments) 
11. ,�A3�3�AA\l	�&,�A3A&Y0���XY/��
L�A ( Pregnancy and Lactation) 
12. ��ก�A2��js��A&,��l  (Undesirable Effects) 
13.  ก�A2-/A1
���กN�.��-	�&0NW3ก�AA1ก^� (Overdose and Treatment) 
14. ,\�0&ก�A�ก]
A1ก^� ( Storage Condition) 
15. AB�	

��	�&.��-
AAdL`38�3dE�Y���� (Dosage Forms and Packaging Available) 
16. 7�8�	�&`38��B�.��MB/M�N� YA���E�YA��,18���	M��cddL
1��./���X�A�7��e�d1กA  (Name and Address of 

Manufacturing / Marketing Authorization Holder) 
17. 01�`38�3ก�A	ก/2.�A1
�AL���ก,�A(Date of revision of package insert) 
Summary of Product Characteristics 4���  Product Data Sheet 

1. 7�8�M�N�\1e�l�� Name of the Medicinal Product 
1.1 7�8���(Product Name) 
1.2 �0��	A�(Strength) 
1.3 AB�	

.����( Pharmaceutical Dosage Form) 

2. �AN��e	�&�Le,�
1�N.���10��,E��1F ( Quality and Quantitative Composition) 
2.1 �Le,�
1�N�10��,E��1F   (Qualitative Declaration) 

�0A	d/�A���&��3�-�10��,E��1F �7�� 7�8����INN  A0�`14� AB� �ก��� 	�& hydrate form `38 �ก38�0./�� 
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2.2 �AN��e�10��,E��1F (Quantitative Declaration) 
	d/�A���&��3�-�AN��e�10��`38,E��1F ��� 1 Y��0�.��AB�	

�� ( per dosage unit) �7�� ���

Y��0��AN���AYA��Y��0��4E�Y�1ก กAe3��`38X7/,B--� XY/	d/�����dE��0��AN��e�����ก�A,B--�	���&
�A14�(For metered dose inhalation product, per puff) 

3. �1ก^e&	�&AB�	

��`���\,17กAA� ( Pharmaceutical Form) 
	d/�����1ก^e&\����ก`38�Y]� -/0��������  �7�� ,3 ��A�8��Y���
���]-�� �����/�  �10�����  �7��   

��]-,3.�0  ก��	
�  �3.�
��-��3��  �3��A�8��Y��� 100  
�-/��Y�s8�.����]-��  
4. �Le,�
1�N`����N�Nก( Clinical Particulars) 

4.1 ./�
��X7/X�ก�AA1ก^� (Therapeutic indication) 
4.2 .��-��	�&0NW3ก�AX7/�� (Posology and method of adminnistration) 
4.3 ./�Y/��X7/ (Contraindication) 
4.4 �E������jN�i^ 	�&./��0AA&01�X�ก�AX7/�� (Special warning and precautions for use) 
4.5 �1��AกNAN��ก1
����8�rYA���1��AกNAN����8�r (Interaction with other medicinal products and other 

forms of interactions) 
4.6 ก�AX7/X�,�A3�3�AA\l	�&,�A3A&Y0���XY/��
L�A (Pregnancy and lactation) 
4.7 M�����0��,���A{X�ก�A.1
.38	�&`E����ก1
��A�8��d1กA(Effects on ability to drive and use machine) 
4.8 ��ก�A2��js��A&,��l(Undesirable effects) 
4.9 ก�A2-/A1
���กN�.��- (Overdose) 

5. �Le,�
1�N`���\,170N`�� ( Pharmacological Properties) 
5.1 �Le,�
1�N`���\,17j�i�,�Al (Pharmacodynamic Properties) 
5.2 �Le,�
1�N`���\,17d��i�,�Al (Pharmacokinetic properties) 
5.3 ./��B��0�����-\1�d�กก�Aisก^�jA3��N�N� (Preclinical Safety data)  

6. A���&��3�-`���\,17กAA� ( pharmaceutical Particulars) 
6.1 A��ก�A�10��2��,E��1F (List of  excipient) 
6.2 �0��2���./�ก1�.���� (Incompatibilities) 
6.3 ���L.���� (Shelf life) 2-/	ก�  ���L�����8�
AAdLX�\�7�&�j�8�dE�Y����   ���L��Y�1�d�ก`38M,��d��d��

	�/0���`38กE�Y�-   ���L��Y�1�d�ก`38���-X7/���A14�	Aก  
6.4 ./��0AA&01�jN�i^X�ก�A�ก]
�� (Special precautions for storage) 
6.5 �1ก^e&	�&,�0��A&ก�
.��\�7�&
AAdL (Nature and contents of container) 

7. 7�8�MB/A1
��LF��M�N�YA���E�YA��,18���	M��cddL
1��./���X�A�7��e�d1กA(Marketing Authorization 
Holder) 

8. ��.`&�
3���E�A1
�� ( Marketing Authorization Numbers) 
9. 01�`382-/A1
��L�1�N`&�
3���E�A1
��(Date of authorization) 
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10. 01�`38�3ก�A	ก/2.�A1
�AL���ก,�A (Date of revision of the text) 
Patient Information Leaflet 4��� PIL  

1. 7�8��� ( Name of Product) 
2. �1ก^e&�� ( Description of Product) 
3. ,�0��A&ก�
.���� ( What is in the medicine?) 
4. �0��	A�.���� (Strength of the medicine) 
5. ���34X7/�j�8��&2A  (What is this medicine used for?) 
6. �Le�0AX7/�� �AN��e�`��2YA� 	�&
����j3��X-  ( How much and how often should you use this 

medicine?) 
7. ���8�2A�Le2���0AX7/���34 (When should you not take this medicine?) 
8. ��ก�A2��js��A&,��ld�กก�AX7/��  (Undesirable effects) 
9. .e&X7/���34�0AY�3ก��38��ก�AX7/��YA��A1
�A&`����Y�A�A&�\`X- (What other medicine or food  

should be avoided whilst taking this medicine?) 
10. �Le�0A`E������2A{/��Le���X7/������0��`38กE�Y�- (What should you do if you miss a dose?) 
11. �Le�0A�ก]
A1ก^��������2A  (How should you keep this medicine?) 
12. �1ก^e&	�&��ก�A���8�2-/A1
���กN�.��-  (Sign & Symptom of over dosages) 
13. �Le�0A`E������2A{/�X7/���กN�.��-`38	�&�E�  (What to do when you taken more than the recommended 

dosage?) 
14. 7�8�/,1F�1ก^el.��MB/M�N� /�d/�.��M�N�\1e�l/MB/A1
��LF��M�N�YA���E�YA��,18���	M��cddL
1��./���X�

A�7��e�d1กA (Name / logo of manufacturer/ importer/ marketing authorization) 
15. ./��0A�zN
1�NX�A&Y0���X7/��  (Care that should be taken when taking this medicine?) 
16. ���8�2A�Le�0A�Asก^�	j`�l (When should you consult your doctor?) 
17. 01�`38	ก/2.�A1
�AL���ก,�A (Date of revision of PIL) 
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���"!		
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���5�(�0��������������6��������
� !����#'� (��!��� ���$%��
,��0������,� 1 ��0,���������ก
�ก��&,�&���� 
����
ก���&2(ก���ก�������5�(�� 

ก��&,�&���� ����
ก���&2(ก���ก�������5�(�� +*����������������
,��0���������� 1. ���ก6�+,����/�� !��ก6���
������8
 � ���9���*�� "#���
'����0 2 ��� !� ���������ก/"�� ����� /��������������... 
5�,�/����������.���������/����9�����.���������...� �
��,
*�����.������... 
: �;
� 4��������..��� : ��������..�����... 
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,��0���� !�&�����ก
��������� ���&����������������������������ก��ก
�+,� 
�����������*!�0�����
,��0�����������
ก���&2(ก���ก�������5�(�������$�(ก��ก�������2�&�����#'� (��!��

����
���+*� �ก�,��  
���������($<��
�����&���
���� !����+,� �ก$�(ก�� ��ก��������+�0$<��
�����+�0,0�ก�2!�*= ���������������������
ก���

&2(ก���ก�������5�(���ก���ก&�����#'� (��!������
����� (��!������
��� !��#'�+*�5��,���&�����#'� (��!������
���
*
�ก�0�,������� 

�#���)���+,��$%����&
��0���
ก����������� !� 
 

��)��� ������������.�. 
���
������� 
(��������.�����...) 

,
� !���..�*�������...���. �.;. ..��� 
 

��)��� ����������...��
ก����������� !� 
(�������..�������..) 

,
� !���..�*�������...���. �.;. ..��� 



41 

����
���� �����&�ก�������� �!������
���'()� (New Drugs)/��"!		
�#$'()� (New Biological Products) 

 
��!�� !� ��.����������.. 

,
� !����.�*����������..�.;..���. 
����������������������������������������.����	
���
������ 

� ��������
����5
�$@����
�����������)��2��
ก�  � 
���
�������
������ 
:*��!
��*������ก��ก��)�������������������������������.������. 
"#���$%�
������&�����#'� (��!������
���)���������������..��.����
� !����������� 
�����&���
�����0�����
ก���&2(ก���ก�������5�(��  ��ก���#'� (��!������
����������*
��0�+$�!' 

1. ���!'���������
������������)��2��
ก�  ����
���  ����5�0������  (5��,5�0ก�2!)  5��,�(����A��(
�/�������� !��!5� �4*�5���0���ก��)�*� 0��
'�  �(+�0�����ก�����0������/�� !�����������/�� !������*�$%�
�
���* 5�(�(�!A��ก"#���!���&,��,0�  B�)��A��(�/��������C  �$%��
,�
ก8�+ ��!5*�$��กD+,����)
*���
*�,� 

2. �(*������ก����*���&,��$��*9
�������!' (Safety Monitoring Programme)  5�(�,��,�������
�����������
ก���&2(ก���ก�������5�(��  ����
'����5�(ก�(�,�,�T! (Protocol) ��ก����*���&,��
$��*9
������ !�+*��
�����
��5��, 

3. �����+*�����
�����������  ����
���  ����5�0������5��,  �(5���$����2ก������
��  ����
���  ����5�0�
�����  (5��,5�0ก�2!)  �,� 
'��/�� !��ก6���  �0�����
ก���&2(ก���ก�������5�(�� �ก&�
'�  "#���������� !����
����
ก���&2(ก���ก�������5�(���������,�+*� �ก:�ก�� 

4. ����������0�����ก
��/���������*+$  �( ���
�)!����(��!�*��ก�������0�������0�����
ก���
&2(ก���ก�������5�(�� �ก�!��*����$%�$�(��� 

��ก��������+�0$<��
�����������+�*
�ก�0�,�������5��, �����������������ก�( �,���T��2������ก/��
 (��!������
���*
�ก�0�,+*�  ��.��(�$%��� !�+�0$��*9
���ก���)������(��)�
��
���� �.;. 2510  "#��5ก�+�
���������:*���(��)�
��
���� (A�
� !� 5) �.;. 2530 

�#���)���+,��$%����&
��0���
ก����������� !� 
 

��)��� ������������.�. 
���
������� 
(��������.�����...) 

,
� !���..�*�������...���. �.;. ..��� 
 

��)��� ����������...��
ก����������� !� 
(�������..�������..) 

,
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����
���� �����&�ก�������� �!������
���	
�?!� 
��!�� !� ��.����������.. 

,
� !����.�*����������..�.;..���. 
 

����������������������������������������.����	
���
������ 
� ��������
����5
�$@����
�����������)��2��
ก� � 
���
�������
�����5
�$@����
� 

:*��!
��*������ก��ก��)�������������������������������.������. 
"#���$%�
������&�����#'� (��!������
���)���������������..��.����
� !����������� 
�����&���
�����0�����
ก���&2(ก���ก�������5�(��  ��ก���#'� (��!������
����������*
��0�+$�!' 

���!'�������������
������������)��2��
ก�  ����
���  ����5�0������  (5��,5�0ก�2!) �(*������ก�� 
1. ��*���&,��$��*9
�������!':*��(��������������ก��+�0�#�$�(��&4��กก���)�(Adverse Events 

Following Immunization : AEFI) �������
ก���&2(ก���ก�������5�(�� �������
'����5�(ก�(�,�,�T!
(Protocol) ��0���&�0�&�
* 5�( 

2. �������������
ก���&2(ก���ก�������5�(�� ���/#�������5�(�/��9��ก�������2��
*���
�����0,����ก��ก
�*�5�*��� Marketing Authorization ก�2! !��ก�*$@������0*���&,��$��*9
� (New safety 
issues) 

��ก��������+�0$<��
�����������+�*
�ก�0�,�������5��, ���������������������
ก���&2(ก���ก�������
5�(�� ก�( �,���T��2(������ก/�� (��!������
���*
�ก�0�,+*� ��.��(�$%��� !�+�0$��*9
���ก���)����
��(��)�
��
���� �.;. 2510  "#��5ก�+����������:*���(��)�
��
���� (A�
� !� 5) �.;. 2530 

�#���������)���+,��$%����&
��0���
ก����������� !� 
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����
����ก��@A�����)�Bก�������� �!����'�C�� �D���� � 
 

����
���)��������������������������������
� !�����������... 
�����
,�����&
���������������������������������.. 
���)���$�(� ; !����!'+*��
���������������0��+*� 

Country Approval 
Date 

Category / 
Condtion of 
Approval 

Indication Registration 
Name 

Remark 

$�(� ;
��
��� 
(�����) 
������
������
������
������
������
������
������
������
������ 

����� 
 
�����
�����
�����
�����
�����
�����..
�����..
�����.
�����. 

������ 
 
������
������
������
������
������
������
������
������
������. 

������ 
 
������
������.
������
������
������
������
������
������
������ 

������� 
 
�������
�������
�������
�������
�������
�������
�������
�������
������� 

������ 
 
������
������.
������
������.
������
������
������
������
������ 

 
'(����$'�"��� Remark H
��!� 
1. Non Approval ก�2!+�0�!�����0����������ก+�0+*��
�����������* (��!�� 
2. Non Application  ก�2!+�0�!�����0����������ก+�0+*�����&�����#'� (��!�� 
 

��)��� ������������.�. 
���
������� 
(��������.�����...) 
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����
����ก��@A�����)�BIJ�KJ�
���� 

(�ก&)�@A�����)�B'H� A�#��	����&)�)!IJ�KJ�
�� 
 
����
���)���������������������������������
� !����������� 
�����
,�����&
��������������������������������������. 
         �!�� T��
�� (Patent)      +�0�!�� T��
�� (Non Patent) 
���)���$�(� ; !����!'+*��* (��!���� T��
�� 

Country Application Date Date of Patent granted Term of Protection 

(Expiry Date) 

$�(� ;5�ก !����!'+*��
�
�* (��!���� T��
�� 
(���������) 
+ � 
$�(� ;���� = 
����������
����������
����������
����������
����������
����������
���������� 

���������� 
 
 
���������� 
 
����������
����������
����������
����������
����������
����������
���������� 

���������� 
 
 
���������� 
 
����������
����������
����������
����������
����������
����������
����������. 

���������� 
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()�� (�$  

1. �����!ก���
����&,��/�ก����5�(&,���$%�������������� !�5���:*�
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���ก���	ก
�����ก	
��	��������������	����	���������  (Checklist of ASEAN Common Technical Document : Part Administrative) 
 
 
=>�	.........................................................................................�����
�@�................................................................................. 

 
 

  ���A@���        ���
� 

 
  ��=@����BCDE�F (New Biological Products) 

  Biotechnological product (Biotech)  
  Others 

  New Biological Active Pharmaceutical Ingredients (NBAPI) 
  New Indication (NI) 
  New Combination (NCO) 
  New Route of Administration (NR) 
  New Dosage Form (NDOS) 
  New Strength of Approved New Biological Active Pharmaceutical Ingredients (NS) 
  New Source of Origin 

  ��=@����BC�@���FD=F��=@����BCDE�F (Conventional Biological Products) 

 Vaccine 
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ก�CF����@���	��>�M�	ก
�� 
(Applicable Drug) 

New 

��ก�����P��
QR��	 
(
R�E��
�P��EM���@�) ���ก���	ก
�� 

Biotech Others  
Con. Vaccine  

�TU��@� 
(Volume) 

EM�� 
(Page... 
to....) 

�@ ��F�@ 


F�M�@� 1(Part 1) : �	ก
����	��������������	����������� (ADMINISTRATIVE DATA AND PRODUCT INFORMATION)   

�	M�@� A (Section A) : QR�MR� (Introduction) ���� ���� ���� ����     
�	M�@� B (Section B) : 
��
�\ (Table of Contents) ���� ���� ���� ����     

�	M�@� C (Section C) : �	ก
���@��>�M ���� ���� ���� ����     

1. �

T	� �QR��	�]^M���
@�M�R���
��      

1.1 %&&'()*+*,-./01&23.4()56&3)  (%&& /.3.1) ���� ���� ���� ����     
1.2 %&&'()*+*,-./01&23.4()56&3)%&& ASEAN HARMONIZATION (%&& 3.1) ���� ���� ���� ����     

2. EM��
>	��
�	��F��` (Certificates)     

2.1 ก5>2/2?@AB4C6>DE@AB4C)3F.G501/H ���� ���� ���� ����     
2.1.1 I()1.)F&+.JK)4@AB43)%@.GLMMJ&6. ���� ���� ���� ����     
2.1.2 N.6OIP+56&5+O GMP *+O@RS@AB4 ���� ���� ���� ����     
2.1.3 Certificate of Origin *+O active ingredient raw material ���� ���� ���� ����     

2.2 ก5>2/2?@AB4C6>DE.()N5P+I6?O1*S)U)F.5)V+)>)M6ก5 ���� ���� ���� ����     
2.2.1 I()1.)F&+.JK)4.()N5P+I6?O3)%@.GLMMJ&6.1*S)U)F.5)V+)>)M6ก5 ���� ���� ���� ����     
2.2.2 N.6OIP+56&5+O@AB4C6>DE3) (Certificate of Pharmaceutical Product) ���� ���� ���� ����     
2.2.3 I()1.)N.6OIP+56&5+O GMP *+O@RS@AB44W)OG501/H (ก5>2@RS@AB45)3FNUW) ���� ���� ���� ����     

3. b��ก (Labelling) ���� ���� ���� ����     
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ก�CF����@���	��>�M�	ก
�� 
(Applicable Drug) 

New 

��ก�����P��
QR��	 
(
R�E��
�P��EM���@�) ���ก���	ก
�� 

Biotech Others  
Con. Vaccine  

�TU��@� 
(Volume) 

EM�� 
(Page... 
to....) 

�@ ��F�@ 

4. ��	����������� �� (Product Information)     

4.1 *S+URAYZ3I5JG*+O@AB4C6>DE4)U%&& Summary of Product Characteristics (SPC) 
N5P+ Product Data Sheet 

���� ���� ���� ����     

4.2 1+กI)5ก()ก6&3) (Package Insert, PI) ���� ���� ���� ����     
4.3 1+กI)5*S+URAI()N56&@RSG^_3 (Patient Information Leaflet, PIL) ���� ���� ���� ����     

5. QR��		MC\������/MR�
��������	�F��     

5.1 '()*++.JK)4@AB43)46_+3W)O1bP?+*+*,-./01&23.4()56&3) (%&& @.3.8) ���� ���� ���� ����     
5.2 '()*++.JK)4.()N5P+I6?O3)46_+3W)O1*S)U)F.5)V+)>)M6ก51bP?+*+*,-./01&23.4()56&

3) (%&& ..3.8) 
���� ���� ���� ����     

6. QR���
�	�����>�MQR��	�]M̂���
@�M (Applicant Declaration)     

6.1 '()56&5+O@RS3P?.'()*+*,-./01&23.4()56&3) ���� ���� ���� ����     

6.2 '()56&5+O1OP?+.e*ก)5*,-./01&23.4()56&3)FNUW/3)V2__64gJFNUW ���� ���� - ����     

6.3 '()56&5+O1OP?+.e*ก)5*,-./01&23.4()56&3)_6'h2. ���� ���� - ����     

6.4 '()56&5+Oก)5%MSO*S+URAก)5*,-./01&23.3)F.G501/H4W)Oi ���� ���� - ����     

6.5 '()56&5+Oก)5%MSO*S+URAIB/jB&6453) ���� ���� - ����     
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ก�CF����@���	��>�M�	ก
�� 
(Applicable Drug) 

New 

��ก�����P��
QR��	 
(
R�E��
�P��EM���@�) ���ก���	ก
�� 

Biotech Others 
Con. Vaccine  

�TU��@� 
(Volume) 

EM�� 
(Page... 
to....) 

�@ ��F�@ 

6.6 '()56&5+O+P?.i (gS)U2) ���� ���� ���� ����     
6.6.1 '()56&5+OF.ก)5IWO1+กI)51bB?U14BUF.ก)5H,กk)'_)U'OIC)b*+O3) ���� ���� ���� ����     
6.6.2 '()56&5+O1OP?+.e*ก)5*,-./01&23.4()56&3)1lb)0กAJWU (ก5>23)M()N.W)3eZS

1lb)0F.Y5Ob3)&)A / Ig).b3)&)A) 
���� ���� ���� ����     

6.6.3 '()56&5+O1OP?+.e*ก)5*,-./01&23.4()56&3)1bP?+ก)5IWO++ก (%&& I.+.1) ���� ���� ���� ����     
6.6.4 N.6OIP+%MSOVP?+3)I()N56&IWO++ก (ก5>2/2?U2VP?+3)I()N56&IWO++กeUW45Oก6&VP?+

3)/2?M()N.W)3F.G501/H) 
���� ���� ���� ����     

6.6.5 N.6OIP+4BZ4W+50N_W)OG501/H'RW'S) N5P+ Invoice N5P+ Proforma Invoice N5P+ 
Letter of Credit  (ก5>2IWO++ก) 

���� ���� ���� ����     

6.6.6 N.6OIP+U+&+().)Ml&6&AO_6./2?.............................................................. ���� ���� ���� ����     

7. ���BF�����@��	�]^M���
@�M (�bh������iA �Q�j�� ������EMi
) ���� ���� ���� ����     

8. ��	������@�
��@�
��	A@-��	�
@� ��E�F����DE�F�@��	�]^M���
@�Mก�
��DMก�CF�ก��
R�
�A
l�Q�A@��ก�M�@��A��]^M���
@�MDM�����m���������^�DM��F���
��n���h���Q���

��	A��� 
���� ���� - ����     

9. �

T	� �
�M�]ก��	������
@�M�R���
�� ���� ���� ���� ����     

10. �����Q���E ��=@����BCj]��	��F���D��ก��A����	�ก	�=@����BC ก�������m�
�� ก���h��  
�ก���M o	� l�M����	M�j�  

���� ���� ���� ����     
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ก�CF����@���	��>�M�	ก
�� 
(Applicable Drug) 

New 

��ก�����P��
QR��	 
(
R�E��
�P��EM���@�) ���ก���	ก
�� 

Biotech Others 
Con. Vaccine 

�TU��@� 
(Volume) 

EM�� 
(Page... 
to....) 

�@ ��F�@ 


F�M�@� 2 (Part 2) : �	ก
��E��กp�M�
A�QC���h�� (QUALITY DOCUMENT)  ���� ���� ���� ����     


F�M�@� 3 (Part  3) : �	ก
��E��กp�M�
A�Q�����	A����	��� : ��	����@���FD=Fก��m]กs�

���Q��M�ก (SAFETY: NONCLINICAL DOCUMENT) 
���� ���� - ����     


F�M�@� 4 (Part  4) : �	ก
��E��กp�M�
A����
��n���h�	��� : ��	���ก��m]กs����Q��M�ก 

(EFFICACY : CLINICAL DOCUMENT) 
���� ���� ���� ����     
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�C���ก�����P�	ก
�� 
�P��EM���@� � m�M�  One Stop Service 

 '5&gS_. ++ก1A*56&V6?_'5)_ 1A*/2?mmmmmm..mmm. _6./2?mmmmmmmmm.mmmmm..mm 
 eUW'5&gS_. 'P.15P?+O 1N4J@Ammmmmmmmmmmmmmmmmmmmmmmmmmmmmmmm.. 

 
 AO.)U...........................................................@RS45_M56&'()*+ 
 

          (mmmmmmmmmmmmmmmm.) 
_6./2?...................................................................... 

 
 

�P��EM���@�ก�CF���=@����BC 

 56& ++ก1A*56& 1A*/2?mmmmmmmmmmmmm..mmm. _6./2?mmmmmmmmm.mmmmmmm 
 eUW56& 'P.15P?+O 1N4J@Ammmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmmm 

 
 AO.)U...........................................................@RS45_M56&'()*+ 
 

          (mmmmmmmmmmmmmmmm.) 
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���ก����ก	��
��ก��
�����������������(Checklist of ASEAN Common Technical Document : Part Quality) 
 
 
567�.........................................................................................��
�9�:;7................................................................................. 
 
 

  ����;7�<        ��=	� 
 

  ��5;<<9>?�@A�B (New Biological Products) 
  Biotechnological product (Biotech)  
  Others 

  New Biological Active Pharmaceutical Ingredients (NBAPI) 
  New Indication (NI) 
  New Combination (NCO) 
  New Route of Administration (NR) 
  New Dosage Form (NDOS) 
  New Strength of Approved New Biological Active Pharmaceutical Ingredients (NS) 
  New Source of Origin 

  ��5;<<9>?�:;7G�B@5B��5;<<9>?�@A�B (Conventional Biological Products) 
 Vaccine 
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others  
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
>��:;7 A (Section A) : 	���9T (Table of Contents) ���� ���� ���� ����     

>��:;7 B (Section B) : �:	��
U���<����������� (Quality Overall Summary)    

S  <9>?��V�>9<��	O��9T (Drug Substance)    

S1  
�����:97<G
 (General Information)    

1.1 %&'( (Nomenclature) ���� ���� ���� ����     

1.2 *+,-.,/0- (Structure) ���� ���� ���� -     

1.3 +23.4567896':;< (General Properties) ���� ���� ���� ����     

S2  ก��=�V> (Manufacture)    

2.1 >?/>@87 ((0A4B40กก:D0EFG'-) (Manufacturer(s)) ���� ���� ���� ����     

2.2 +I0(J850Kก,L5:Fก0,>@87M@L:8JB+:5+24ก,L5:Fก0,>@87  
  (Description of Manufacturing Process and Process Controls) 

���� ���� ���� ����     

2.3 ก0,+:5+24:67N2O85 (Control of Materials) ���� ���� ���� ����     

2.4 ก0,+:5+24Q6RF7(Fก0,>@879B'.I0+6S M@L .0,46JK6F7,T  
  (Control of Critical Steps and Intermediates) 

���� ���� ���� ����     

2.5 ก0,7,:A.(5+:04N?ก7/(-Q(-ก,L5:Fก0,>@87M@L/E,&(ก0,<,LW48F>@ 
  (Process Validation and/or Evaluation) 

���� ���� ���� ����     

2.6 ก0,[6\F0ก,L5:Fก0,>@87 (Manufacturing Process Development) ���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others  
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
S3  ก��>�<N�9ก_���`��� (Characterization)    

3.1 ก0,M.O-*+,-.,/0-M@L@6ก]3LW^[0L(&'F_ 
  (Elucidation of Structure and other characteristics) 

���� ���� ���� ����     

3.2 .0,WA&(<F (Impurities) ���� ���� ���� ����     

S4  ก���<����<9>?��V�>9<��	O��9T (Control of Drug Substance)    

4.1 Q/(กI0EFO407,`0F (Specification) ���� ���� ���� ����     

4.2 :8JBก0,:8W+,0LET (Analytical Procedures) ���� ���� ���� ����     

4.3 ก0,7,:A.(5+:04N?ก7/(-Q(-:8JBก0,:8W+,0LET 
  (Validation of Analytical Procedures) 

���� ���� ���� ����     

4.4 ก0,:8W+,0LETก0,>@87M7D@L,2DF (Batch Analysis) ���� ���� ���� ����     

4.5 ก0,%BRMA-WE72>@Q(-Q/(กI0EFOW^[0L (Justification of Specification) ���� ���� ���� ����     

S5  	����>�c��A�6�<9	����>�c�� (Reference Standards or Materials) ���� ���� ���� ����     

S6  ����
e�
�K��5�����N� (Container Closure System) ���� ���� ���� ����     

S7  �<���K	��� (Stability) ���� ���� ���� ����     

P  =�V>�9�fg�� (Drug Product)    

P1 �9ก_����Q��	B<�
��ก�� (Description and Composition) ���� ���� ���� ����     

P2 ก���9h��:�K��	95ก��� (Pharmaceutical Development)    

2.1 Q/(4?@ก0,cGก]0[6\F0 (Information on Development Studies) ���� ���� ���� ����     

2.2 .D:F<,Lก(5Q(->@87d63eTK0 (Components of the Drug Product) ���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others  
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
2.3 >@87d63eT.I0W,fA,?< (Finished Product) ���� ���� ���� ����     

2.4 ก0,[6\F0ก,L5:Fก0,>@87 (Manufacturing Process Development) ���� ���� ���� ����     

2.5 ,L55<gOQ(-d0%FL5,,A2 (Container Closure System) ���� ���� ���� ����     

2.6 +23.4567890-A2@%B::89K0 (Microbiological Attributes) ���� ���� ���� ����     

2.7 +:04WQ/0ก6F;O/Q(->@87d63eT (Compatibility) ���� ���� ���� ����     

P3 ก��=�V> (Manufacture)    

3.1 .?7,K07D(,2DFก0,>@87 (Batch Formula) ���� ���� ���� ����     

3.2 ก,L5:Fก0,>@87M@L:8JBก0,+:5+24ก,L5:Fก0,>@87 
  (Manufacturing Process and Process Control) 

���� ���� ���� ����     

3.3 ก0,+:5+24Q6RF7(Fก0,>@879B'.I0+6S M@L .0,46JK6F7,T 
  (Control of Critical Steps and Intermediates) 

���� ���� ���� ����     

3.4 ก0,7,:A.(5+:04N?ก7/(-Q(-ก,L5:Fก0, M@L/E,&( ก0,<,LW48F>@ 
  (Process Validation and/or Evaluation) 

���� ���� ���� ����     

P4 ก���<����	��
��KQ>BK (Control of Excipients)    

4.1 Q/(กI0EFO407,`0F (Specification) ���� ���� ���� ����     

4.2 :8JBก0,:8W+,0LET (Analytical Procedures) ���� ���� ���� ����     

4.3 .0,<,2-M7D-9B'4BME@D-กI0WF8OA0ก4F2]KTE,&(.67:T 
  (Excipient of Human or Animal Origin) 

���� ���� ���� ����     

4.4 .0,<,2-M7D-9B'W<kF.0,%F8OlE4D (Novel Excipients) ���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others  
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
P5 ก���<����=�V>�9�fg	O���lN��
 (Control of Finished Product)    

5.1 Q/(กI0EFO407,`0F (Specification) ���� ���� ���� ����     

5.2 :8JBก0,:8W+,0LET (Analytical Procedures) ���� ���� ���� ����     

5.3 ก0,7,:A.(5+:04N?ก7/(-Q(-:8JBก0,:8W+,0LET 
  (Validation of Analytical Procedures) 

���� ���� ���� ����     

5.4 ก0,:8W+,0LET,2DFก0,>@87 (Batch Analyses) ���� ���� ���� ����     

5.5 ก0,7,:A@6ก]3LW^[0LQ(-.0,WA&(<F (Characterization of Impurities) ���� ���� ���� ����     

5.6 ก0,%BRMA-WE72>@Q(-Q/(กI0EFOW^[0L (Justification of Specification) ���� ���� ���� ����     

P6 	����>�c��A�6�<9	����>�c�� (Reference Standards or Materials) ���� ���� ���� ����     

P7 ����
e�
�K��5�����N� (Container Closure System) ���� ���� ���� ����     

P8  �<���K	��� (Stability) ���� ���� ���� ����     

P9 A�9กc��Q	�K�<���:B��:;��ก9�@�ก����กn:oVp
�K=�V>�9�fg 
(Product Interchangeability Equivalence evidence) 

���� ���� ���� ����     

>��:;7 C (Section C) : ��6r�A� (Body of Data)    

S  <9>?��V�>9<��	O��9T (Drug Substance)    

S1  
�����:97<G
 (General Information)    

1.1 %&'( (Nomenclature) ���� ���� ���� ����     

1.2 *+,-.,/0- (Structure) ���� ���� ���� -     

1.3 +23.4567896':;< (General Properties) ���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others  
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
S2  ก��=�V> (Manufacture)    

2.1 >?/>@87 ((0A4B40กก:D0EFG'-) (Manufacturer(s)) ���� ���� ���� ����     

2.2 +I0(J850Kก,L5:Fก0,>@87M@L:8JB+:5+24ก,L5:Fก0,>@87  
  (Description of Manufacturing Process and Process Controls) 

���� ���� ���� ����     

2.3 ก0,+:5+24:67N2O85 (Control of Materials) ���� ���� ���� ����     

2.4 ก0,+:5+24Q6RF7(Fก0,>@879B'.I0+6S M@L .0,46JK6F7,T  
  (Control of Critical Steps and Intermediates) 

���� ���� ���� ����     

2.5 ก0,7,:A.(5+:04N?ก7/(-Q(-ก,L5:Fก0,>@87M@L/E,&(ก0,<,LW48F>@ 
  (Process Validation and/or Evaluation) 

���� ���� ���� ����     

2.6 ก0,[6\F0ก,L5:Fก0,>@87 (Manufacturing Process Development) ���� ���� ���� ����     

S3  ก��>�<N�9ก_���`��� (Characterization)    

3.1 ก0,M.O-*+,-.,/0-M@L@6ก]3LW^[0L(&'F_ 
  (Elucidation of Structure and other characteristics) 

���� ���� ���� ����     

3.2 .0,WA&(<F (Impurities) ���� ���� ���� ����     

S4  ก���<����<9>?��V�>9<��	O��9T (Control of Drug Substance)    

4.1 Q/(กI0EFO407,`0F (Specification) ���� ���� ���� ����     

4.2 :8JBก0,:8W+,0LET (Analytical Procedures) ���� ���� ���� ����     

4.3 ก0,7,:A.(5+:04N?ก7/(-Q(-:8JBก0,:8W+,0LET 
  (Validation of Analytical Procedures) 

���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others  
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
4.4 ก0,:8W+,0LETก0,>@87M7D@L,2DF (Batch Analysis) ���� ���� ���� ����     

4.5 ก0,%BRMA-WE72>@Q(-Q/(กI0EFOW^[0L (Justification of Specification) ���� ���� ���� ����     

S5  	����>�c��A�6�<9	����>�c�� (Reference Standards or Materials) ���� ���� ���� ����     

S6  ����
e�
�K��5�����N� (Container Closure System) ���� ���� ���� ����     

S7  �<���K	��� (Stability) ���� ���� ���� ����     

P  =�V>�9�fg�� (Drug Product)    

P1 �9ก_����Q��	B<�
��ก�� (Description and Composition) ���� ���� ���� ����     

P2 ก���9h��:�K��	95ก��� (Pharmaceutical Development)    

2.1 Q/(4?@ก0,cGก]0[6\F0 (Information on Development Studies) ���� ���� ���� ����     

2.2 .D:F<,Lก(5Q(->@87d63eTK0 (Components of the Drug Product) ���� ���� ���� ����     

2.3 >@87d63eT.I0W,fA,?< (Finished Product) ���� ���� ���� ����     

2.4 ก0,[6\F0ก,L5:Fก0,>@87 (Manufacturing Process Development) ���� ���� ���� ����     

2.5 ,L55<gOQ(-d0%FL5,,A2 (Container Closure System) ���� ���� ���� ����     

2.6 +23.4567890-A2@%B::89K0 (Microbiological Attributes) ���� ���� ���� ����     

2.7 +:04WQ/0ก6F;O/Q(->@87d63eT (Compatibility) ���� ���� ���� ����     

P3 ก��=�V> (Manufacture)    

3.1 .?7,K07D(,2DFก0,>@87 (Batch Formula) ���� ���� ���� ����     

3.2 ก,L5:Fก0,>@87M@L:8JBก0,+:5+24ก,L5:Fก0,>@87 
  (Manufacturing Process and Process Control) 

���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others 
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
3.3 ก0,+:5+24Q6RF7(Fก0,>@879B'.I0+6S M@L .0,46JK6F7,T 
  (Control of Critical Steps and Intermediates) 

���� ���� ���� ����     

3.4 ก0,7,:A.(5+:04N?ก7/(-Q(-ก,L5:Fก0, M@L/E,&( ก0,<,LW48F>@ 
  (Process Validation and/or Evaluation) 

���� ���� ���� ����     

P4 ก���<����	��
��KQ>BK (Control of Excipients)    

4.1 Q/(กI0EFO407,`0F(Specification) ���� ���� ���� ����     

4.2 :8JBก0,:8W+,0LET (Analytical Procedures) ���� ���� ���� ����     

4.3 .0,<,2-M7D-9B'4BME@D-กI0WF8OA0ก4F2]KTE,&(.67:T 
  (Excipient of Human or Animal Origin) 

���� ���� ���� ����     

4.4 .0,<,2-M7D-9B'W<kF.0,%F8OlE4D (Novel Excipients) ���� ���� ���� ����     

P5 ก���<����=�V>�9�fg	O���lN��
 (Control of Finished Product)    

5.1 Q/(กI0EFO407,`0F(Specification) ���� ���� ���� ����     

5.2 :8JBก0,:8W+,0LET (Analytical Procedures) ���� ���� ���� ����     

5.3 ก0,7,:A.(5+:04N?ก7/(-Q(-:8JBก0,:8W+,0LET 
  (Validation of Analytical Procedures) 

���� ���� ���� ����     

5.4 ก0,:8W+,0LET,2DFก0,>@87 (Batch Analyses) ���� ���� ���� ����     

5.5 ก0,7,:A@6ก]3LW^[0LQ(-.0,WA&(<F (Characterization of Impurities) ���� ���� ���� ����     

5.6 ก0,%BRMA-WE72>@Q(-Q/(กI0EFOW^[0L (Justification of Specification) ���� ���� ���� ����     

P6 	����>�c��A�6�<9	����>�c�� (Reference Standards or Materials) ���� ���� ���� ����     
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ก��B���:;7>��K�67���ก	�� 
(Applicable Drug) 

New 

=�ก��>�<N�9��O�
� 
(	O�A�9��N��A���:;7) ���ก����ก	�� 

Biotech Others 
Con. Vaccine 

QRS�:;7 
(Volume) 

A��� 
(Page... 
to....) 

�; G�B�; 
P7  ����
e�
�K��5�����N� (Container Closure System) ���� ���� ���� ����     

P8  �<���K	��� (Stability) ���� ���� ���� ����     

P9  A�9กc��Q	�K�<���:B��:;��ก9�@�ก����กn:oVp
�K=�V>�9�fg 
(Product Interchangeability Equivalence evidence) 

���� ���� ���� ����     

>��:;7 D (Section D) : ��ก	�����K�VK:;7	O��9T (Key Literature Reference) ���� ���� ���� ����     
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���ก���	ก
�����ก	
��	����������������ก����ก����� �!�!ก(Checklist of ASEAN Common Technical Document : Part Non-clinical) 
 
 
�=�	.........................................................................................����?
���................................................................................. 

 
 

  �������@        ��A
� 

 
  ����@@?BCD�E�� (New Biological Products) 

  Biotechnological product (Biotech)  
  Others 

  New Biological Active Pharmaceutical Ingredients (NBAPI) 
  New Indication (NI) 
  New Combination (NCO) 
  New Route of Administration (NR) 
  New Dosage Form (NDOS) 
  New Strength of Approved New Biological Active Pharmaceutical Ingredients (NS) 
  New Source of Origin 

  ����@@?BCD�������������@@?BCD�E�� (Conventional Biological Products) 

 Vaccine 
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ก�D�������B�	��=���	ก
�� 
(Applicable Drug) 

New 

A�ก��B�@N�?
 O��	 
(
O�E�?
�N��E������) ���ก���	ก
�� 

Biotech Others 
Con. Vaccine 

QRS���� 
(Volume) 

E��� 
(Page... 
to....) 

�� ����� 

B	���� A (Section A) : 
��
?T (Table of Contents) ���� ���� - ����     

B	���� B (Section B) : U�V�@��	�
�@���	��������������	������ �!�!ก 

  (Non-clinical Overall) 
   

1. �กXYZ[���?�@�� (General Aspect) ���� ���� - ����     

2. ��=^	E�Q�����Q

[ ��
���� (Content and structural format) ���� ���� - ����     

B	���� C (Section C) : 
�
�D��	���	��������������	������ �!�!ก���?ก�X� O�
�����Q�� 

  �?ก�X�B���� (Non-clinical Summary : Written and Tabulated) 
   

1. 
�
�D��	���	��������������	������ �!�!ก���?ก�X� O�
����� 

(Non-clinical Written Summary) 
   

1.1 %&'()*+,-. (Pharmacology)    

1.1.1 %&'()012.'345678&98+ (Primary Pharmacodynamics) ���� ���� - ����     

1.1.2 %&'()012.'345,;3+-&98+ (Secondary Pharmacodynamics) ���� ���� - ����     

1.1.3 %&'()*+,-.=*.861>?&(- (Safety Pharmacology) ���� ���� - ����     

1.1.4 >(A34ก+4+-.C>D-.EA?F.A%&'()012.'345 
 (Pharmcodynamics Drug Interactions) 

���� ���� - ����     

1.2 %&'()G1A2.'345 (Pharmacokinetics)    

1.2.1 ก.4?9?IJ8 (Absorption) ���� ���� - ����     

1.2.2 ก.4ก4KG.--. (Distribution) ���� ���� - ����     
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ก�D�������B�	��=���	ก
�� 
(Applicable Drug) 

New 

A�ก��B�@N�?
 O��	 
(
O�E�?
�N��E������) ���ก���	ก
�� 

Biotech Others 
Con. Vaccine 

QRS���� 
(Volume) 

E��� 
(Page... 
to....) 

�� ����� 

1.2.3 %8L,M>1+IJ8 (Metabolism)  ���� ���� - ����     

1.2.4 ก.4C(MOP.--. (Excretion) ���� ���� - ����     

1.2.5 >(A34ก+4+-.C>D-.EA?F.A%&'()G1A2.'345('P*A,TUV8PE)PCF>891,.D=1+A+ก) 
 (Pharmacodynamic Drug Reactions) 

���� ���� - ����     

1.2.6 ก.42JกX.>YUAZ ,.D%&'()G1A2.'345 (Other Pharmacokinetics Studies) ���� ���� - ����     

1.3 0+X*+,-. (Toxicology)    

1.3.1 =*.8%6\A0+X,TU%ก+?G.กก.4E]F-.=4(^D%?T-* (Single dose toxicity) ���� ���� - ����     

1.3.2 =*.8%6\A0+X,TU%ก+?G.กก.4E]F-.Î_.Z (Repeat dose toxicity) ���� ���� - ����     

1.3.3 =*.8%6\A0+X,.D0(A ;̀ก448 (Genotoxicity) - - - -     

1.3.4 ก.4กP>8K%4bD (Carcinogenicity) ���� ���� - -     

1.3.5 =*.8%6\A0+X3P>ก.4'YM0(A ;̀5L1K0(cA.ก.4C>D3(*>P>A 
  (Reproductive and developmental toxicity) 

   

1.3.5.1 =*.8'.8.4OEAก.4'YM0(A ;̀5L1K0(cA.ก.4C>D3(*>P>AEA4K-KL4ก 
 (Fertility and early embryonic development) 

���� ���� - ����     

1.3.5.2 0(cA.ก.4C>D%>8M4+d>-3(*>P>AEA=44&5 (Embryo-fetal development) ���� ���� - ����     

1.3.5.3 0(cA.ก.4C>D3(*>P>A,(D̂กP>A=1>?]4Y>]1(D=1>?4*8,(D̂]AF.,TUC>D3(*
L8P (Prenatal and postnatal development) 

���� ���� - ����     
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ก�D�������B�	��=���	ก
�� 
(Applicable Drug) 

New 

A�ก��B�@N�?
 O��	 
(
O�E�?
�N��E������) ���ก���	ก
�� 

Biotech Others 
Con. Vaccine 

QRS���� 
(Volume) 

E��� 
(Page... 
to....) 

�� ����� 

1.3.6 =*.8,A%f0.K,TU (Local tolerance) ���� ���� - ����     

1.3.7 ก.42JกX.0+X*+,-.>YUAZ (Other toxicity studies, if available) ���� ���� - ����     

2. 
�
�D��	���	��������������	������ �!�!ก���?ก�X�B���� 

(Non-clinical Tabulated Summary) 
���� ���� - ����     

B	���� D (Section D) : ������ก����ก�����������ก����ก����� �!�!ก (B�����B�	�ก��) 

(Non-clinical Study Report (As Requested)) 
   

1. 
��
?T (Table of Contents) ���� ���� - ����     

2. �U
?�@!��� (Pharmacology)    

2.1 %&'()012.'345678&98+ (Primary Pharmacodynamics) ���� ���� - -     

2.2 %&'()012.'345,;3+-&98+ (Secondary Pharmacodynamics) ���� ���� - -     

2.3 %&'()*+,-.=*.861>?&(- (Safety Pharmacology) ���� ���� - -     

2.4 >(A34ก+4+-.C>D-.EA?F.A%&'()012.'345 (Pharmcodynamics Drug Interactions) ���� ���� - -     

3. �U
?�N����
B�Z (Pharmacokinetics)    

3.1 *+ T̀*+%=4.K]5L1K4.-D.Aก.434*G'>M=*.8O9ก3F>D 
(Analytic Methods and Validation Reports) 

���� ���� - -     

3.2 ก.4?9?IJ8 (Absorption) ���� ���� - -     

3.3 ก.4ก4KG.--. (Distribution) ���� ���� - -     

3.4 %8L,M>1+IJ8 (Metabolism) ���� ���� - -     
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�� ����� 

3.5 ก.4C(MOP.--. (Excretion) ���� ���� - -     

3.6 >(A34ก+4+-.C>D-.EA?F.A%&'()G1A2.'345('P*A,TUV8PE)PCF>891,.D=1+A+ก) 
(Pharmacodynamic Drug Reactions) 

���� ���� - -     

3.7 ก.42JกX.>YUAZ ,.D%&'()G1A2.'345 (Other Pharmacokinetics Studies) ���� ���� - -     

4. V!�@!��� (Toxicology)    

4.1 =*.8%6\A0+X,TU%ก+?G.กก.4E]F-.=4(^D%?T-* (Single dose toxicity) ���� ���� - ����     

4.2 =*.8%6\A0+X,TU%ก+?G.กก.4E]F-.Î_.Z (Repeat dose toxicity) ���� ���� - ����     

4.3 =*.8%6\A0+X3P>4KMM0(A ;̀ก448 (Genotoxicity)    

4.3.1  EA]1>?,?1>D (In vitro) - - - -     

4.3.2  EA'(3*5,?1>D (In vivo) - - - -     

4.4 ก.4กP>8K%4bD (Carcinogenicity)    

  4.4.1 ก.42JกX.EA4K-K-.* (Long term studies) ���� ���� - -     

  4.4.2 ก.42JกX.EA4K-K'(^A]4Y>EA4K-K6.Aก1.D (Short or medium term studies) ���� ���� - -     

  4.4.3 ก.42JกX.>YUAZ (Other studies) ���� ���� - -     

4.5 =*.8%6\A0+X3P>ก.4'YM0(A ;̀5L1K0(cA.ก.4C>D3(*>P>A 
  (Reproductive and developmental toxicity) 

   

4.5.1 =*.8'.8.4OEAก.4'YM0(A ;̀5L1K0(cA.ก.4C>D3(*>P>AEA4K-KL4ก 
 (Fertility and early embryonic development) 

���� ���� - ����     

4.5.2 0(cA.ก.4C>D%>8M4+d>-3(*>P>AEA=44&5 (Embryo-fetal development) ���� ���� - ����     
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(Volume) 

E��� 
(Page... 
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�� ����� 

4.5.3 0(cA.ก.4C>D3(*>P>A,(^DกP>A=1>?]4Y>]1(D=1>?4*8,(^D]AF.,TUC>D3(* 
 L8P (Prenatal and postnatal development including Maternal Function) 

���� ���� - ����     

4.5.4 ก.42JกX.EA19ก'(3*5,TUV?F4(M-. L1K/]4Y> V?F4(Mก.464K%8+A%0+U8%3+8 
 (Studies in which the offspring are dosed and/or further evaluated) 

���� ���� - ����     

4.6 =*.8,A%f0.K,TU (Local tolerance) ���� ���� - ����     

4.7 ก.42JกX.0+X*+,-.>YUAZ , OF.8T (Other toxicity studies, if available) ���� ���� - ����     

4.7.1 ก.4กP>&98+3F.A,.A (Antigenicity)         

4.7.2 0+X3P>4KMM&98+=;F8ก(A (Immunotoxicity)         

4.7.3 ก.43+?-. (Dependence)         

4.7.4 %8L,M>V1,5 (Metabolites)         

4.7.5 '.4%GY>6A (Impurities)         

4.7.6 >YUAZ (Other)         

B	���� E (Section E) : �	ก
��	���	!����
O� ?T (List of Key Literature Reference) ���� ���� - ����     

����  =  Shall be submitted upon requested 
 
1DA.8...........................................................l9F-YUA=_.C> 

 

(mmmmmmmmmmmmmmmm.) 
 
 

*(A,TU...................................................................... 
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 1DA.8...........................................................l9F34*G4(M=_.C> 
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*(A,TU...................................................................... 
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�����ก	
��	�������ก����ก����������ก(Checklist of ASEAN Common Technical Document : Part clinical) 
 

 

678	.........................................................................................����:
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  ��6;<<:>?@AB�C (New Biological Products) 

  Biotechnological product (Biotech)  

  Others 

  New Biological Active Pharmaceutical Ingredients (NBAPI) 

  New Indication (NI) 

  New Combination (NCO) 

  New Route of Administration (NR) 

  New Dosage Form (NDOS) 

  New Strength of Approved New Biological Active Pharmaceutical Ingredients (NS) 

  New Source of Origin 

  ��6;<<:>?@�;8H�CA6C��6;<<:>?@AB�C (Conventional Biological Products) 

 Vaccine 
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�N��B����;8) ���ก���	ก
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Biotech Others 
Con. Vaccine 

QRS��;8 
(Volume) 

B��� 
(Page... 
to....) 

�; H�C�; 

>	��;8 A (Section A) : 
��
:T (Table of Contents) ���� ���� ���� ����     

>	��;8 B (Section B) : U�V�<����������ก (Clinical Overall) ���� ���� ���� ����     

1. �B>@=�A�ก��V:X��=��>U:YZ[ (Product Development Rationale)         

2. U�V�<��	�6;<�U
:6ก��� (Overview of Biopharmaceutics)         

3. U�V�<��	��U
:6<������������ก (Overview of Clinical Pharmacology)         

4. U�V�<��������
��_�U�VA�ก���:ก�� (Overview of Efficacy)         

5. U�V�<������<����	�U:� (Overview of Safety)         

6. 
�
�@��������b�6�[�;8H���:
ก:
�<���
;8�� (Benefits and Risks  Conclusions)         

>	��;8 C (Section C) : 
�
�@���������ก (Clinical Summary) ���� ���� ���� ����     

1. 
�
�@��	�ก����ก�����6;<�U
:6ก���Q��<�_;<������B[�;8�ก;8�<��	� 

(Summary of Biopharmaceutical Studies and Associated Analytical Method) 
        

1.1 %&'()*+,('-./0'12&( (Background and Overview)         

1.2 56728*9:;<.ก'2>?ก@'-AB./ก'2>?ก@' (Summary of Results of Individual Studies)         

1.3 ก'2)*2EF5)6EF5-./&G)%2'/HI<.9:;ก'2>?ก@'AB';J 

  (Comparison and Analyses of Results Across Studies) 
        

0'%<,&ก 1 (Appendix 1)         
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QRS��;8 
(Volume) 

B��� 
(Page... 
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�; H�C�; 

2. 
�
�@��	�ก����ก���U
:6<������������ก 

(Summary of Clinical Pharmacology Studies) 
        

2.1 %&'()*+,('-./0'12&( (Background and Overview)         

2.2 56728*9:;<.ก'2>?ก@'-AB./ก'2>?ก@' (Summary of Results of Individual Studies)         

2.3 ก'2)*2EF5)6EF5-./&G)%2'/HI<.9:;ก'2>?ก@'AB';J 

  (Comparison and Analyses of Results Across Studies) 
        

2.4 ก'2>?ก@'1G)>@AB';J (Special Studies)         

0'%<,&ก 2 (Appendix 2)         

3. 
�
�@��������
��_�U�V��������ก (Summary of Clinical Efficacy)         

3.1 %&'()*+,('-./0'12&(9:;*2/7G6MG0'16';%.G,Gก (Background and Overview)         

3.2 56728*9:;<.ก'2>?ก@'-AB./ก'2>?ก@' (Summary of Results of Individual Studies)         

3.3 ก'2)*2EF5)6EF5-./&G)%2'/HI<.9:;ก'2>?ก@'AB';J 

  (Comparison and Analyses of Results Across Studies) 
        

3.4 ก'2&G)%2'/HI9N:(O.6';%.G,Gก6EP7Q(1Q,MIกQ59,'RF'6EP-,/,S' 

  (Analysis of Clinical Information Relevant to Dosing Recommendations) 
        

3.5 %&'(AB:),UP:;9:;*2/7G6MG<.-.//H2U: %&'(6,AB:F' 

  (Persistence of Efficacy and/or Tolerance Effects) 
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QRS��;8 
(Volume) 

B��� 
(Page... 
to....) 

�; H�C�; 

0'%<,&ก 3 (Appendix 3)         

4. 
�
�@��<����	�U:���������ก (Summary of Clinical Safety)         

4.1 ก'2YRN2Q5F' (Exposure to the Drug)         

4.2 )HA8ก'2ZIY(B1?;*2/7;%IAB';J (Adverse Events)         

4.3 ก'2*2/)(G,<.6';%.G,Gก['กHN:;*\G5QAGก'2 (Clinical Laboratory Evaluations)         

4.4 7Q^^'Z_E1, 7GP;6EP15['กก'2A2&[2B';ก'F, -./9N:7Q;)กA:UP,J 6EP)กEPF&กQ5%&'(

*.:R0QF 

  (Vital Signs, Physical Findings, and Other Observations Related to Safety) 

        

4.5 %&'(*.:R0QFb,ก.8B(1G)>@ -./b,7c',ก'2ZI1G)>@ 

  (Safety in Special Groups and Situations) 
        

4.6 9N:(O.H.Q;['กก'2[S'H,B'FF' (Post-marketing Data)         

5. 
��<���C	�	�Q>C��ก����ก�� (Synopses of Individual Studies)         

>	��;8 D (Section D) : >�������ก���	�ก����ก����������ก�:e�B�� 

  (Tabular Listing of All Clinical Studies) 
���� ���� ���� ����     

>	��;8 E (Section E) : ������ก����ก����������ก ?���;  

  (Clinical Study Reports (if applicable)) 
���� ���� ���� ����     

1. ������ก����ก���	�6;<�U
:6ก��� (Reports of Biopharmaceutical  Studies)         

1.1 2'F;',ก'2>?ก@' BA (BA Study Reports)         

1.2 2'F;',ก'2>?ก@')*2EF5)6EF5 BA H2U: BE (Comparative BA or BE Study Reports)         
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1.3 2'F;',ก'2>?ก@'%&'(7Q(1Q,MI9:;ก'26R.:;b,H.:R6R.:;-./b,7GP;(E_E&GA  

  (In vitro-In vivo Correlation Study Reports) 
        

1.4 2'F;',ก'2&G)%2'/HIgRFb_N_E&&GME-./&GME&G)%2'/HI7S'H2Q5ก'2>?ก@'b,(,8@FI 

  (Reports of Bioanalytical and Analytical Methods for Human Studies) 
        

2. ������ก����ก���;8�ก;8�<��	�ก:
�U
:6N����
>�[�;8A6�6;<<:
�@N�ก��@��[ 

(Reports of Studies Pertinent to  Pharmacokinetics using Human Biomaterials) 
        

2.1 2'F;',ก'2>?ก@'ก'2[Q5กQ51.'7('g*2AE, (Plasma Protein Binding Study Reports)         

2.2 2'F;',ก'2>?ก@')กEPF&กQ5)(-65:.G%6EPAQ5-./:Q,A2กG2GF'9:;F' 

  (Reports of Hepatic Metabolism and Drug Interaction Studies) 
        

2.3 2'F;',ก'2>?ก@'gRFb_N_E&&Q7R8:UP,J 9:;(,8@FI  

  (Reports of Studies Using Other Human Biomaterials) 
        

3. ������ก����ก���U
:6N����
>�[A���@��[ 

(Reports of Human Pharmacokinetic (PK) Studies) 
        

3.1 2'F;',ก'2>?ก@' PK b,<ON2Q5ก'26R.:;7890'1RE -./ก'26,AB:F'2/F/-2ก  

  (Healthy Subject PK and Initial Tolerability Study Reports) 
        

3.2 2'F;',ก'2>?ก@' PK b,<ON*m&F -./ก'26,AB:F'2/F/-2ก  

  (Patient PK and Initial Tolerability Study Reports) 
        

3.3 2'F;',ก'2>?ก@' PK b,ก.8B(*2/_'ก2AB';J (Population PK Study Reports)         
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4. ������ก����ก���U
:6V���
>�[A���@��[ 

(Reports of Human Pharmacodynamic (PD) Studies 
        

4.1 2'F;',ก'2>?ก@' PD -./ PK/PD b,<ON2Q5ก'26R.:;7890'1RE  

  (Healthy Subject PD and PK/PD Study Reports) 
        

4.2 2'F;',ก'2>?ก@' PD -./ PK/PD b,<ON*m&F (Patient PD and PK/PD Study Reports)         

5. ������ก����ก���������
��_�U�VQ���<����	�U:� 

(Reports of Efficacy and Safety Studies) 
        

5.1 2'F;',9:;ก'2>?ก@'6';%.G,Gก6EP(Eก.8B(%&5%8(n?P;)กEPF&9N:;กQ59N:5B;b_N6EP-[N;Y&N 

  (Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication) 
        

5.2 2'F;',9:;ก'2>?ก@'6';%.G,GกAB';J 6EPY(B(Eก.8B(%&5%8( 

  (Study Reports of Uncontrolled Clinical Studies) 
        

5.3 2'F;',ก'2&G)%2'/HI9N:(O.ก'2>?ก@'6EP('กก&B'H,?P;ก'2>?ก@'2&(c?;ก'2&G)%2'/HI 

  <.gRF2&(6EP)*+,2/)5EF5-55-<, ก'2&G)%2'/HI:0G(', -./ก'2&G)%2'/HIgRF 

  )_UP:(gF; 9N:(O. (Reports of Analyses of Data from More Than One Study,  

  Including Any  Formal Integrated Analyses, Meta-analyses, and Bridging Analyses) 

        

5.4 2'F;',ก'2>?ก@'6';%.G,Gก:UP,J (Other Clinical Study Reports)         

5.5 -<,AGRA'(%&'(*.:R0QF['กก'2b_NF' (Pharmacovigilance Plan)  )o1'/&Q%nE,   

      7S'H2Q5(,8@FI 
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6. �������	����

ก��Y[B�:�N�กก��NO�B�C���� 

(Reports of Post-Marketing Experience) 
        

7. Q

R	�[��������	�=���:
ก�����	�ก�Y;>C��l Q��=���m<��;8�;ก��ก�C�<?��Q>C����� 

(Case Report Forms and Individual  Patient Listing) 
        

>	��;8 F (Section F) : �	ก
��	���	���;8
O��:T (List of Key Literature Reference) ���� ���� ���� ����     

����  =  Shall be submitted upon requested 
 

.;,'(...........................................................<ONFUP,%S'9: 
 

(pppppppppppppppp.) 
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REQUIREMENTS 

BIOLOGICAL PRODUCTS 
NEW 

No. PARAMETERS COMPONENTS 

BIOTECH OTHERS 
CONVENTIONAL VACCINE  

 Section A Table of contents  � � � � 

 Section B Quality Overall Summary      

S DRUG SUBSTANCE      

General Information      
- International non-proprietary name (INN) � � � � 

- Compendial name if relevant � � � � 

- Registry number of chemical abstract service (CAS) � � � ���� 

- Laboratory code (if applicable) � � � � 

S1 
1.1 Nomenclature 

- Chemical name(s) � � � - 

- Structural formula, including relative and absolute 

stereochemistry, the molecular formula, and the relative 

molecular mass. 

� � � - 

 

1.2 Structure 

- Schematic amino acid sequence indicating glycosylation 

sites or other post-translational modifications and relative 

molecular mass as appropriate. 

� � � - 

 
1.3 General Properties - Physico chemical characteristics and other relevant 

properties including biological activity for biotech. 

� � � � 
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REQUIREMENTS 

BIOLOGICAL PRODUCTS 
NEW 

No. PARAMETERS COMPONENTS 

BIOTECH OTHERS 
CONVENTIONAL VACCINE  

S2 Manufacture      

 2.1 Manufacturer(s) - Name and address of the manufacturer (s). � � � � 

- The description of the drug substance manufacturing 

process and process control that represents the applicant's 

commitment for the manufacture of the drug substances. 

� � � �  2.2 Description of Manufacturing Process and 

Process Controls 

- Information on the manufacturing process, which typically 

starts with a vial(s) of the cell bank, and includes cell 

culture, harvest(s), purification and modification reaction, 

filling, storage and shipping conditions. 

� � � � 

- Starting materials, solvents, reagents, catalysts, and any 

other 'materials used in the manufacture of the drugs 

substance indicating where each material is used in the 

process. Tests and acceptance criteria of these materials. 

� � � � 

- Control of source and starting materials of biological 

origin. 
� � � � 

- Source, history and generation of the cell substrate. � � � � 

- Cell banking system, characterization and testing. � � � � 

 2.3 Control of Materials 

- Viral safety evaluation. � � � � 
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NEW 

No. PARAMETERS COMPONENTS 

BIOTECH OTHERS 
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- Critical steps : Tests and acceptance criteria, with 

justification including experimental data, performed at 

critical steps of the manufacturing process to ensure that 

the process is controlled. 

� � � � 

- Intermediates : Specifications and analytical procedure, if 

any, for intermediates isolated during the process. 

� � � � 

 2.4 Controls of Critical Steps and Intermediates 

- Stability data supporting storage conditions. � � � � 

 2.5 Process Validation and/or Evaluation - Process validation and/or evaluation studies for aseptic 
processing and sterilization. 

� � � � 

- Description and discussion of significant changes made to 

the manufacturing process and/or manufacturing site of the 

drug substance used in producing non-clinical, clinical, 

scale-up, pilot and if available, production scale batches. 

� � � �  2.6 Manufacturing Process Development 

- The development history of the manufacturing process as 

described in S 2.2. 

� � � � 

S3 Characterization      

- Confirmation of structure based on e.g. synthetic route and 

spectral analyses. 

� � � �  3.1 Elucidation of Structure and  other 

characteristics 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 
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  - Details on primary, secondary and higher-order structure 

and information on biological activity, purity and 

immunochemical properties (when relevant). 

� � � � 

- Summary of impurities monitored or tested for during  and 

after manufacture of drug substance 

� � � �  3.2 Impurities 

- Compendial requirements or appropriate information from  

the manufacturer 

- � � � 

S4 Control of Drug Substance      

- Detailed specification, tests and acceptance criteria. � � � � 

- Compendial specification  or appropriate information from 

the manufacturer 

- � � � 

 4.1 Specification 

- Specify source, including as appropriate species of animal, 

type of microorganism etc. 

� � � � 

- The analytical procedures used for testing of drug 

substance. 
� � � � 

 4.2 Analytical Procedures 

- Compendial methods or appropriate information from the 

manufacturer 

- � � � 

 4.3 Validation of Analytical Procedures - Analytical validation information, including experimental 

data for the analytical procedures used for testing the drug 

substance 

� � � � 
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  - Non-compendial methods - � � � 

 4.4 Batch Analyses - Description of batches and results of the analysis to 
establish the specification. 

� � � � 

 4.5 Justification of Specification - Justification for drug substance specification. � � � � 

- Information on the reference standards or reference 

materials used for testing of the drug substance. 

� � � � S5 Reference Standards or Materials 

- Compendial reference standard - � � � 

S6 Container Closure System - Descriptions of the container closure systems. � � � � 

- Stability report. � � � � S7 Stability 
- Literature data. - � � � 

P DRUG PRODUCT      

- Description 
- Dosage form and characteristics. 

- Accompanying reconstitution diluent(s) if any 

- Type of container and closure used for the dosage form 

and reconstitution diluent(s) if applicable. 

� � � � P1 Description and Composition 

- Composition 

  Name, quantity stated in metric weight or measures, 

function and quality standard reference. 

� � � � 
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P2 Pharmaceutical Development      

 2.1 Information on Development Studies - Data on the development studies conducted to establish that 

the dosage form, formulation, manufacturing process, 

container closure system, microbiological attributes and 

usage instruction are appropriate for the purpose specified in 

the application. 

� � � � 

- Active ingredient 
- Justification of the compatibility of the active ingredient  

with excipients listed in P1 

- In case of combination products, justification of the 

compatibility of active ingredients with each other. 

 

� 

 

- 

 

� 

 

� 

 

 

� 

 

� 

 

 

� 

 

� 

 

- Literature data. - � � � 

 2.2 Components of the Drug Product 

- Excipients 
- Justification of the choice of excipients listed in P1, which 
may influence the drug product performance. 

 

� 

 

� 

 

� 

 

� 

 2.3 Finished Product - Formulation Development 

- A brief summary describing the development of the 

finished product, (taking into consideration the proposed 

route of administration and usage for NCE and Biotech) 

 

� 

 

� 

 

� 

 

� 
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- Overages 
- Justification of any overage in the formulation(s) described 

in P1. 

 

� 

 

� 

 

� 

 

� 

  

- Physicochemical and Biological Properties 

- Parameters relevant to the performance of the finished 

product e.g. pH, dissolution. 

 

� 

 

� 

 

� 

 

� 

- Selection and optimization of the manufacturing process  � � � �  2.4 Manufacturing Process Development 

- Differences between the manufacturing process(es) used to 

produce pivotal clinical batches and the process described in 

P.3.2, if applicable 

� � � � 

 2.5 Container Closure System - Suitability of the container closure system used for the 

storage, transportation (shipping) and use of the finished 

product. 

� � � � 

 2.6 Microbiological Attributes - Microbiological attributes of the dosage form, where 

appropriate 

� � � � 

- Compatibility of the finished product with reconstitution 

diluent(s) or dosage devices. 

� � � �  2.7 Compatibility 

- Literature Data - � � � 

P3 Manufacture      

 3.1 Batch Formula - Name and quantities of all ingredients � � � � 
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 3.2 Manufacturing Process and Process Control - Description of manufacturing process and process control � � � � 

 3.3 Control of Critical Steps and Intermediates - Tests and acceptance criteria � � � � 

 3.4 Process Validation and/or Evaluation - Description, documentation, and results of the validation 

and/or evaluation studies for critical steps or critical assays 

used in the manufacturing process. 

� � � � 

P4 Control of excipients      

- Specifications for excipients � � � �  4.1 Specifications 

- Compendial requirements or appropriate information from 

the manufacture 

- � � � 

- Analytical procedures used for testing excipients where 
appropriate. 

� � � �  4.2 Analytical Procedures 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Information regarding sources and or adventitious agents. � � � �  4.3 Excipient of Human or Animal Origin 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

 4.4 Novel Excipients - For excipient(s) used for the first time in a finished product 

or by a new route of administration, full details of 

manufacture, charcterization and controls, with cross 

reference to supporting safety data (non-clinical or clinical) 

� � � � 
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P5 Control of Finished Product      

 5.1 Specification - The specification(s) for the finished product. � � � � 

 5.2 Analytical Procedures - Analytical procedures used for testing the finished product � � � � 

- Information including experimental data, for the analytical 

procedure used for testing the finished product 

� � � � 

- Non-compendial method � � � � 

 5.3 Validation of Analytical Procedures 

- Verification of compendial method applicability - precision 

& accuracy 

- � � � 

 5.4 Batch Analyses - Description and test results of all relevant batches. � � � � 

- Information on the characterisation of impurities � � � �  5.5 Characterization of Impurities 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Justification of the proposed finished product 

specification(s). 

� � � �  5.6 Justification of Specification(s) 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Information on the reference standards or reference materials 

used for testing of the finished product. 

� � � � P6 Reference Standards or Materials 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 
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P7 Container Closure System - Specification and control of primary and secondary 

packaging  material, type of packaging and the package size, 

details of packaging inclusion (e.g. desiccant, etc) 

� � � � 

- Stability report : data demonstrating that product is stable through its 

proposed shelf life. 

� � � � P8 Stability  

- Commitment on post approval stability monitoring - � � � 

- In Vitro 
- Comparative dissolution study as required 

- - � - P9 Product Interchangeability 

Equivalence evidence 
- In Vivo 

- Bioequivalence study as required 
- - � - 

 Section C Body of Data      

S DRUG SUBSTANCE      

S1 General Information      

- International non-proprietary name (INN) � � � � 

- Compendial name if relevant � � � � 

- Registry number of chemical abstract service (CAS) � � � ���� 

- Laboratory code (if applicable) � � � � 

 1.1 Nomenclature 

- Chemical name(s) � � � - 
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- Structural formula, including relative and absolute 

stereochemistry, the molecular formula, and the relative 

molecular mass. 

� � � - 

 

1.2 Structure 

- Schematic amino acid sequence indicating glycosylation sites 

or other post-translational modifications and relative 

molecular mass as appropriate. 

� � � - 

 
1.3 General Properties - Physico chemical characteristics and other relevant properties 

including biological activity for biotech. 

� � � � 

S2 Manufacture      

 2.1 Manufacturer(s) - Name and address of the manufacturer (s). � � � � 

- The description of the drug substance manufacturing process 

and process control that represents the applicant's 

commitment for the manufacture of the drug substances. 

� � � �  2.2 Description of Manufacturing Process and 

Process Controls 

- Information on the manufacturing process, which typically 

starts with a vial(s) of the cell bank, and includes cell culture, 

harvest(s), purification and modification reaction, filling, 

storage and shipping conditions. 

� � � � 
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- Starting materials, solvents, reagents, catalysts, and any other 

'materials used in the manufacture of the drugs substance 

indicating where each material is used in the process. Tests 

and acceptance criteria of these materials. 

� � � � 

- Control of source and starting materials of biological origin. � � � � 

- Source, history and generation of the cell substrate. � � � � 

- Cell banking system, characterization and testing. � � � � 

 2.3 Control of Materials 

- Viral safety evaluation. � � � � 

- Critical steps : Tests and acceptance criteria, with 

justification including experimental data, performed at 

critical steps of the manufacturing process to ensure that the 

process is controlled. 

� � � � 

- Intermediates : Specifications and analytical procedure, if 

any, for intermediates isolated during the process. 

� � � � 

 2.4 Controls of Critical Steps and Intermediates 

- Stability data supporting storage conditions. � � � � 

 2.5 Process Validation and/or Evaluation - Process validation and/or evaluation studies for aseptic 
processing and sterilization. 

� � � � 
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- Description and discussion of significant changes made to the 

manufacturing process and/or manufacturing site of the drug 

substance used in producing non-clinical, clinical, scale-up, 

pilot and if available, production scale batches. 

� � � �  2.6 Manufacturing Process Development 

- The development history of the manufacturing process as 

described in S 2.2. 

� � � � 

S3 Characterization      

- Confirmation of structure based on e.g. synthetic route and 

spectral analyses. 

� � � � 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

 3.1 Elucidation of Structure and  other 

characteristics 

- Details on primary, secondary and higher-order structure and 

information on biological activity, purity and 

immunochemical properties (when relevant). 

� � � � 

- Summary of impurities monitored or tested for during  and 

after manufacture of drug substance 

� � � �  3.2 Impurities 

- Compendial requirements or appropriate information from  

the manufacturer 

- � � � 
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S4 Control of Drug Substance      

- Detailed specification, tests and acceptance criteria. � � � � 

- Compendial specification  or appropriate information from 

the manufacturer 

- � � � 

 4.1 Specification 

- Specify source, including as appropriate species of animal, 

type  of microorganism etc. 

� � � � 

- The analytical procedures used for   testing of drug 
substance. 

� � � �  4.2 Analytical Procedures 

- Compendial methods or appropriate information from the 

manufacturer 

- � � � 

- Analytical validation information, including experimental 

data for the analytical procedures used for testing the drug 

substance 

� � � �  4.3 Validation of Analytical Procedures 

- Non-compendial methods - � � � 

 4.4 Batch Analyses - Description of batches and results of the analysis to establish 
the specification. 

� � � � 

 4.5 Justification of Specification - Justification for drug substance specification. � � � � 

- Information on the reference standards or reference materials 

used for testing of the drug substance. 

� � � � S5 Reference Standards or Materials 

- Compendial reference standard. - � � � 
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S6 Container Closure System - Descriptions of the container closure systems. - � � � 

- Stability report. � � � � S7 Stability 
- Literature data. - � � � 

P DRUG PRODUCT      

P1 Description and Composition - Description 
- Dosage form and characteristics. 

- Accompanying reconstitution diluent (s) if any 

- Type of container and closure used for the dosage form 

and reconstitution diluent (s) if applicable. 

� � � � 

  - Composition 

   Name, quantity stated in metric weight or measures, 

function and quality standard reference. 

� � � � 

P2 Pharmaceutical Development      

 2.1 Information on Development Studies - Data on the development studies conducted to establish that 

the dosage form, formulation, manufacturing process, 

container closure system, microbiological attributes and 

usage instruction are appropriate for the purpose specified in 

the application. 

� � � � 
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- Active ingredient 
- Justification of the compatibility of the active ingredient  

with excipients listed in  P1 

- In case of combination products, justification of the 

compatibility of active ingredients with each other. 

 

� 

 

- 

 

 

� 

 

� 

 

 

� 

 

� 

 

 

� 

 

� 

 

- Literature data. - � � � 

 2.2 Components of the Drug Product 

- Excipients 
- Justification of the choice of excipients listed in P1, which 
may influence the drug product performance. 

 

� 

 

� 

 

� 

 

� 

- Formulation Development 

- A brief summary describing the development of the 

finished product, (taking into consideration the proposed 

route of administration and usage for NCE and Biotech) 

 

� 

 

� 

 

� 

 

� 

- Overages 
- Justification of any overage in the formulation(s) described 

in P1. 

 

� 

 

� 

 

� 

 

� 

 2.3 Finished Product 

- Physicochemical and Biological Properties 

- Parameters relevant to the performance of the finished 

product e.g. pH, dissolution. 

 

� 

 

� 

 

� 

 

� 
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- Selection and optimization of the manufacturing process  � � � �  2.4 Manufacturing Process Development 

- Differences between the manufacturing process(es) used to 

produce pivotal clinical batches and the process described in 

P.3.2, if applicable 

� � � � 

 2.5 Container Closure System - Suitability of the container closure system used for the 

storage, transportation (shipping) and use of the finished 

product. 

� � � � 

 2.6 Microbiological Attributes - Microbiological attributes of the dosage form, where 

appropriate 

� � � � 

- Compatibility of the finished product with reconstitution 

diluent(s) or dosage devices. 

� � � �  2.7 Compatibility 

- Literature Data - � � � 

P3 Manufacture      

 3.1 Batch Formula - Name and quantities of all ingredients � � � � 

 3.2 Manufacturing Process and Process Control - Description of manufacturing process and process control � � � � 

 3.3 Control of Critical Steps and Intermediates - Tests and acceptance criteria � � � � 

 3.4 Process Validation and/or Evaluation - Description, documentation, and results of the validation 

and/or  evaluation studies for critical steps or critical assays 

used in the manufacturing process. 

� � � � 
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P4 Control of excipients      

- Specifications for excipients � � � �  4.1 Specifications 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Analytical procedures used for testing excipients where 
appropriate. 

� � � �  4.2 Analytical Procedures 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Information regarding sources and or adventitious agents. � � � �  4.3 Excipient of Human or Animal Origin 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

 4.4 Novel Excipients - For excipient(s) used for the first time in a finished product 

or by a new route of administration, full details of 

manufacture, charcterization and controls, with cross 

reference to supporting safety data (non-clinical or clinical) 

� � � � 

P5 Control of Finished Product      

 5.1 Specification - The specification(s) for the finished product. � � � � 

 5.2 Analytical Procedures - Analytical procedures used for testing the finished product � � � � 
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- Information including experimental data, for the analytical 

procedure used for testing the finished product 

� � � � 

- Non-compendial method � � � � 

 5.3 Validation of Analytical Procedures 

- Verification of compendial method applicability - precision 

& accuracy 

- � � � 

 5.4 Batch Analyses - Description and test results of all relevant batches. � � � � 

- Information on the characterisation of impurities � � � �  5.5 Characterization of Impurities 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Justification of the proposed finished product 

specification(s). 

� � � �  5.6 Justification of Specification(s) 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

- Information on the reference standards or reference materials 

used for testing of the finished product. 

� � � � P6 Reference Standards or Materials 

- Compendial requirements or appropriate information from 

the manufacturer 

- � � � 

P7 Container Closure System - Specification and control of primary and secondary 

packaging  material, type of packaging and the package size, 

details of packaging inclusion (e.g. desiccant, etc) 

� � � � 
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- Stability report : data demonstrating that product is stable 

through its proposed shelf life. 

� � � � P8 Stability  

- Commitment on post approval stability monitoring � � � � 

- In Vitro 
- Comparative dissolution study as required 

 

- 

 

- 

 

� 

 

- 

P9 Product Interchangeability 

Equivalence evidence 
- In Vivo 
- Bioequivalence study as required 

 

- 

 

- 

 

� 

 

- 

 Section D Key Literature references  � � � � 

 

����  =  Shall be submitted upon requested 
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Section A Table of contents � � � 

Section B Nonclinical Overview    

General Aspect � � � 

Content and structural format � � � 

Section C Nonclinical Summary(Written and Tabulated)    

1. Nonclinical Written Summaries    

1.1 Pharmacology    

1.1.1 Primary Pharmacodynamics � � � 

1.1.2 Secondary Pharmacodynamics � � � 

1.1.3 Safety Pharmacology � � � 

1.1.4 Pharmacodynamic Drug Interactions � � � 

1.2 Pharmacokinetics    

1.2.1 Absorption � � � 

1.2.2 Distribution � � � 

1.2.3 Metabolism � � � 
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1.2.4 Excretion � � � 

1.2.5 Pharmacokinetic Drug Interaction(Non-clinical) � � � 

1.2.6 Other Pharmacokinetic Studies � � � 

1.3 Toxicology    

1.3.1 Single Dose Toxicity � � � 

1.3.2 Repeat Dose Toxicity � � � 

1.3.3 Genotoxicity - - - 

1.3.4 Carcinogenicity ���� - ���� 

1.3.5 Reproductive and Developmental Toxicity    

1.3.5.1 Fertility and Early Embryonic Development � � � 

1.3.5.2 Embryo-fetal Development � � � 

1.3.5.3 Pre-Natal and Post-Natal Development � � � 

1.3.6 Local Tolerance ���� � � 

1.3.7 Other Toxicity Studies, if available ���� � � 

2. Nonclinical Tabulated Summaries � � � 
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Section D Nonclinical Study Report(As requested)    

1. Table of Content � � � 

2. Pharmacology    

2.1 Primary Pharmacodynamics � - � 

2.2 Secondary Pharmacodynamics � - � 

2.3 Safety Pharmacology � - � 

2.4 Pharmacodynamic Drug Interactions � - � 

3. Pharmacokinetics    

3.1 Analytical Methods and Validation Report ���� - ���� 

3.2 Absorption ���� - ���� 

3.3 Distribution ���� - ���� 

3.4 Metabolism ���� - ���� 

3.5 Excretion ���� - ���� 

3.6 Pharmacokinetic Drug Interaction(Non-clinical) ���� - ���� 

3.7 Other Pharmacokinetic Studies ���� - ���� 

4. Toxicology    

4.1 Single Dose Toxicity � � � 

4.2 Repeat Dose Toxicity � � � 
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4.3 Genotoxicity    

4.3.1 In vitro - - - 

4.3.2 In vivo - - - 

4.4 Carcinogenicity    

4.4.1 Long-term studies ���� - ���� 

4.4.2 Short- or medium-term studies ���� - ���� 

4.4.3 Other studies ���� - ���� 

4.5 Reproductive and Developmental Toxicity    

4.5.1 Fertility and Early Embryonic Development � ���� � 

4.5.2 Embryo-fetal Development � ���� � 

4.5.3 Pre-Natal and Post-Natal Development � ���� � 

4.5.4 Studies in which the offspring are dosed and/or further evaluated � ���� � 

4.6 Local Tolerance ���� � � 

4.7 Other Toxicity Studies, if available ���� � � 

4.7.1 Antigenicity    

4.7.2 Immunotoxicity    

4.7.3 Dependence    
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4.7.4 Metabolite    

4.7.5 Impurities    

4.7.6 Other    

Section E List of Key Literature References � � � 
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Section A Table of contents � � � � 

Section B Clinical Overview � � � � 

1. Product Development Rationale     

2. Overview of Biopharmaceutics     

3. Overview of Clinical Pharmacology     

4. Overview of Efficacy     

5. Overview of Safety     

6. Benefits and Risks  Conclusions     

Section C Clinical Summary � � � � 

1. Summary of Biopharmaceutic Studies and Associated Analytical Method     

1.1 Background and Overview     

1.2 Summary of Results of Individual Studies     

1.3 Comparison and Analyses of Results Across Studies     

Appendix 1     
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2. Summary of Clinical Pharmacology Studies     

2.1. Background and Overview     

2.2. Summary of Results of Individual Studies     

2.3. Comparison and Analyses of Results Across Studies     

2.4. Special Studies     

Appendix 2     

3. Summary of Clinical Efficacy     

3.1. Background and Overview of Clinical Efficacy     

3.2. Summary of Results of Individual Studies     

3.3. Comparison and Analyses of Results Across Studies     

3.4. Analysis of Clinical Information Relevant to Dosing Recommendations     

3.5. Persistence of Efficacy and/or Tolerance Effects     

Appendix 3     

4. Summary of Clinical Safety     

4.1. Exposure to the Drug     

4.2. Adverse Events     

4.3. Clinical Laboratory Evaluations     
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4.4. Vital Signs, Physical Findings, and Other Observations Related to Safety     

4.5. Safety in Special Groups and Situations     

4.6. Post-marketing Data     

Appendix 4     

5. Synopses of Individual Studies     

Section D Tabular Listing of All Clinical Studies � � � � 

Section E Clinical Study Reports (if applicable) � � � � 

1. Reports of Biopharmaceutic Studies     

1.1 BA Study Reports     

1.2 Comparative BA or BE Study Reports     

1.3 In vitro-In vivo Correlation Study Reports     

1.4 Reports of Bioanalytical and Analytical Methods for Human Studies     

2. Reports of Studies Pertinent to  Pharmacokinetics using Human Biomaterials     

2.1 Plasma Protein Binding Study Reports     

2.2 Reports of Hepatic Metabolism and Drug Interaction Studies     

2.3 Reports of Studies Using Other Human Biomaterials     
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3. Reports of Human Pharmacokinetic (PK) Studies     

3.1 Healthy Subject PK and Initial Tolerability Study Reports     

3.2 Patient PK and Initial Tolerability Study Reports     

3.3 Intrinsic Factor PK Study Reports     

3.4 Extrinsic Factor PK Study Reports     

3.5 Population PK Study Reports     

4. Reports of Human Pharmacodynamic (PD) Studies     

4.1 Healthy Subject PD and PK/PD Study Reports     

4.2 Patient PD and PK/PD Study Reports     

5. Reports of Efficacy and Safety Studies     

5.1 Study Reports of Controlled Clinical Studies Pertinent to the Claimed Indication     

5.2 Study Reports of Uncontrolled Clinical Studies     

5.3 Reports of Analyses of Data from More Than One Study, Including Any Formal Integrated 

Analyses, Meta-analyses, and Bridging Analyses 
    

5.4 Other Clinical Study Reports     

6. Reports of Post-Marketing Experience     

7. Case Report Forms and Individual  Patient Listing     
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Section F List of Key Literature References � � � � 
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