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.@ค(%/� _ 
#O@0'1>�@02@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ 
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__________________ 
 

_. �@10AN%�อห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
 _._ �1�? ASEAN Listed Inspection Service  
  (_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 
  (`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
 _.` �1�? Certified by WHO Pre-qualification Team  
  ห%?�2Aอ0>%0อ/�@�2"@%#?N(ล>!0@Q%!N@�'1>N#0QหON�O@"@��Oอ/Cล�อ�2"@%#?N(ล>!0@Q%
!N@�'1>N#0 (Letter of Access) 

`. �@10AN%�อ!Nออ@0Bห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
 `._ �1�? ASEAN Listed Inspection Service  
  ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 
 `.` �1�? Certified by WHO Pre-qualification Team  
  ห%?�2Aอ0>%0อ/�@�2"@%#?N(ล>!0@Q%!N@�'1>N#0QหON�O@"@��Oอ/Cล�อ�2"@%#?N(ล>!0@Q%
!N@�'1>N#0 (Letter of Access) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  



 

.@ค(%/� ` 
#O@0'1>�@02@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ 

N1ANอ� หล?�N���์ />$?�@1 Oล>N�ANอ%R�Q%�@1�อ �@1ออ� Oล>�@1!Nออ@0Bห%?�2Aอ1?&1อ�/@!1�@% 
�@1(ล>!0@O(%'ั��B&?%�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 (�&?&#?N a) ล�/?%#?N d 2>�ห@ค/ `cde 
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_. �@10AN%�อห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
 _._ �1�? PIC/S Member 

(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ!�ล�1>ห/N@�(CO(ล>!0@Q%!N@�'1>N#0Oล>(CO1?&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@/@Q%

1@�อ@�@�?�1#?NN�?N0/�?&�@1N'ล?N0%O'ล��อ��1>&/%�@1(ล>! 2"@%#?N(ล>! Oล>�@1'1>�?%คB�.@*#?N/?
(ล�1>#&!NอคB�.@* '1>2>#$>(ล Oล>ค/@/'ลอ .?0�อ�0@ (GMP Agreement / Quality Agreement) 

_.` �1�? Certified by PIC/S Member  
(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 

(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ!�ล�1>ห/N@�(CO(ล>!0@Q%!N@�'1>N#0Oล>(CO1?&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@/@Q%

1@�อ@�@�?�1#?NN�?N0/�?&�@1N'ล?N0%O'ล��อ��1>&/%�@1(ล>! 2"@%#?N(ล>! Oล>�@1'1>�?%คB�.@*#?N/?
(ล�1>#&!NอคB�.@* '1>2>#$>(ล Oล>ค/@/'ลอ .?0�อ�0@ (GMP Agreement / Quality Agreement) 

(b) Nอ�2@1�Oอ/CลO/N&#2"@%#?N(ล>!0@ (Site Master File) �&?&'ั��B&?% 

`. �@10AN%�อ!Nออ@0Bห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
`._ �1�? PIC/S Member 

ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

`.` �1�? Certified by PIC/S Member  
(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 

(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 
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_. �@10AN%�อห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
_._ �1�?0@�ํ@พ1O@ ห1Aอ0@�@ Oคล% 

(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 
_.` �1�?0@2ํ@ห1?&2?!/์ 
 _.`._ ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@2ํ@ห1?&2?!/์�อ�'1>N#0#?Nห%N/0�@%�ํ@�?& COล

 O@%0@2ํ@ห1?&/%B10์N'็%2/@�>� PIC/S 
  (_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�

(ล>!.?��์0@ (Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0
ห%N/0�@%(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

  (`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
   (a) Nอ�2@1�Oอ!�ล�1>ห/N@�(CO(ล>!0@Q%!N@�'1>N#0Oล>(CO1?&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@/@

Q%1@�อ@�@�?�1#?NN�?N0/�?&�@1N'ล?N0%O'ล��อ��1>&/%�@1(ล>! 2"@%#?N(ล>! Oล>�@1'1>�?%คB�.@*#?N/?
(ล�1>#&!NอคB�.@* '1>2>#$>(ล Oล>ค/@/'ลอ .?0�อ�0@ (GMP Agreement / Quality Agreement) 

 _.`.` ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@2ํ@ห1?&2?!/์�อ�'1>N#0#?Nห%N/0�@%�ํ@�?& COล
 O@%0@2ํ@ห1?&/%B10์R/NR ON'็%2/@�>� PIC/S 

(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�
(ล>!.?��์0@ (Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0
ห%N/0�@%(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ!�ล�1>ห/N@�(CO(ล>!0@Q%!N@�'1>N#0Oล>(CO1?&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@

/@Q%1@�อ@�@�?�1#?NN�?N0/�?&�@1N'ล?N0%O'ล��อ��1>&/%�@1(ล>! 2"@%#?N(ล>! Oล>�@1'1>�?%คB�.@*#?N/?
(ล�1>#&!NอคB�.@* '1>2>#$>(ล Oล>ค/@/'ลอ .?0�อ�0@ (GMP Agreement / Quality Agreement) 

(b) Nอ�2@1�Oอ/CลO/N&#2"@%#?N(ล>!0@ (Site Master File) �&?&'ั��B&?% 
(c) Nอ�2@1�@1#&#/%คB�.@*(ล>!.?��์ (Product Quality Review: PQR) �อ�

(ล>!.?��์0@#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1�&?&ลN@2B  
  



 

(d) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 
_.a �1�? Certified by WHO-Listed Authority (WLA) 

(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ!�ล�1>ห/N@�(CO(ล>!0@Q%!N@�'1>N#0Oล>(CO1?&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@/@Q%

1@�อ@�@�?�1#?NN�?N0/�?&�@1N'ล?N0%O'ล��อ��1>&/%�@1(ล>! 2"@%#?N(ล>! Oล>�@1'1>�?%คB�.@*#?N/?
(ล�1>#&!NอคB�.@* '1>2>#$>(ล Oล>ค/@/'ลอ .?0�อ�0@ (GMP Agreement / Quality Agreement) 

(b) Nอ�2@1ห1Aอหล?��@%O2 �2"@%>�@1N'็%ห%N/0�@%#?Nอ�ค์�@1อ%@/?0Pล�1?&1อ��อ�
ห%N/0�@%(CO!1/�'1>N/>%  

(c) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 
 _.b �1�?อAN% ๆ %อ�Nห%Aอ�@� _._ _.`  Oล> _.a 
  _.b._ (ล>!.?��์�@�'1>N#0�@N��ํ@�?& COลN'็%0@ 

(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�
(ล>!.?��์0@ (Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0
ห%N/0�@%(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ!�ล�1>ห/N@�(CO(ล>!0@Q%!N@�'1>N#0Oล>(CO1?&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@

/@Q%1@�อ@�@�?�1#?NN�?N0/�?&�@1N'ล?N0%O'ล��อ��1>&/%�@1(ล>! 2"@%#?N(ล>! Oล>�@1'1>�?%คB�.@*#?N/?
(ล�1>#&!NอคB�.@* '1>2>#$>(ล Oล>ค/@/'ลอ .?0�อ�0@ (GMP Agreement / Quality Agreement) 

(b) Nอ�2@1�Oอ/CลO/N&#2"@%#?N(ล>!0@ (Site Master File) �&?&'ั��B&?% 
(c) Nอ�2@1O2 ��?O%!อ%�@1(ล>! (Manufacturing Process Flow) �@N�1>&B*@1@/>N!อ1์

ค/&คB/1>ห/N@��1>&/%�@1(ล>! />$?�@1/>Nค1@>ห์# 2อ& Oล>�Oอ�ํ@ห% �อ�(ล>!.?��์Q%O!Nล>�1>&/%�@1 
Oล>Nอ�2@1O2 �1@0ล>Nอ?0 />$?�@1(ล>!0@#?N�>%ํ@ห1Aอ2?N�N�O@Q%1@�อ@�@�?�1 1//#?O�1@0ล>Nอ?0 �อ�2"@%#?N 
Nค1ANอ�/Aอ Oล>อB'�1�์#?NQ�OQ%�@1(ล>!0@ *1Oอ/1C'.@*'1>�อ& !@/1C'O&&#?N�อ�0@ 2ํ@%?��@%ค�>�11/�@1
อ@ห@1Oล>0@�ํ@ห%  

(d) &?%#@��@1(ล>!Oล>�@1/>Nค1@>ห์0@ (Batch Manufacturing Record) �อ�
(ล>!.?��์0@#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1 1BN%�@1(ล>!ลN@2B อ0N@�%Oอ0 _ 1BN%�@1(ล>! 

(e) /@!1�@%/>$?�@1'�>&?!>Q%�@1'ลNอ0(N@%(ล>!.?��์#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@Q%
1@�อ@�@�?�1 (Standard Operating Procedure (SOP) Release for Supply) 

(f) Nอ�2@1O/N&#�อ��@1!1/�2อ&ค/@/"C�!Oอ� (Validation Master Plan: VMP) 
(g) Nอ�2@1�@1#&#/%คB�.@*(ล>!.?��์ (Product Quality Review: PQR) �อ�

(ล>!.?��์0@#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1�&?&ลN@2B   
  



 

(_^) 1@0�@1�อ��@1!1/�'1>N/>% GMP #?O�ห/ �อ�2"@%#?N(ล>!0@ c 'ี 0Oอ%หล?� 
(Regulatory inspections list within the five years prior to the application submission)  

(__) 1@0ล>Nอ?0 �@1 ํ@N%>%�@1#@���ห/@0#?NN�?N0/�Oอ��?&2"@%#?N(ล>!0@ c 'ี 
0Oอ%หล?�P 0ห%N/0�@%�ํ@�?& COล O@%0@�อ�'1>N#0#?N2"@%#?N(ล>!0@!?O�อ0CN (Regulatory action details for 
five years prior to the date of submission) ("O@/?)  

(_`) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1
(ล>!0@ 

_.b.` (ล>!.?��์�@�'1>N#0�@N�R/NR O�ํ@�?& COลN'็%0@ 
(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>! ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์ ห1Aอห%?�2AอO�O�(ล

�@1!1/�'1>N/>%P 0ห%N/0�@%(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%
�@1(ล>! 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>! 
(a) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>! 

`. �@10AN%�อ!Nออ@0Bห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
`._ �1�?0@�ํ@พ1O@ ห1Aอ0@�@ Oคล% 

  (_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 
  (`) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 

`.` �1�?0@2ํ@ห1?&2?!/์ 
 `.`._ ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@2ํ@ห1?&2?!/์�อ�'1>N#0#?Nห%N/0�@%�ํ@�?& COล

 O@%0@2ํ@ห1?&/%B10์N'็%2/@�>� PIC/S 
 ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์

0@ (Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%
(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

 `.`.` ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@2ํ@ห1?&2?!/์�อ�'1>N#0#?Nห%N/0�@%�ํ@�?& COล
 O@%0@2ํ@ห1?&/%B10์R/NR ON'็%2/@�>� PIC/S 
    (_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�
(ล>!.?��์0@ (Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0
ห%N/0�@%(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 
    (`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 

  (a) Nอ�2@1�@1#&#/%คB�.@*(ล>!.?��์ (Product Quality Review: PQR) �อ�
(ล>!.?��์0@#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1�&?&ลN@2B  

  (b) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 
  



 

`.a �1�? Certified by WHO-Listed Authority (WLA) 
(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 

(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�@1#&#/%คB�.@*(ล>!.?��์ (Product Quality Review: PQR) �อ�(ล>!.?��์

0@#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1�&?&ลN@2B  
(b) Nอ�2@1ห1Aอหล?��@%O2 �2"@%>�@1N'็%ห%N/0�@%#?Nอ�ค์�@1อ%@/?0Pล�1?&1อ��อ�

ห%N/0�@%(CO!1/�'1>N/>%  
(c) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@  

`.b �1�?อAN%%อ�Nห%Aอ�@� `._ `.` Oล> `.a 
`.b._ (ล>!.?��์�@�'1>N#0�@N��ํ@�?& COลN'็%0@ 

(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 
(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ/CลO/N&#2"@%#?N(ล>!0@ (Site Master File) �&?&'ั��B&?% 
(b) Nอ�2@1�@1#&#/%คB�.@*(ล>!.?��์ (Product Quality Review: PQR) �อ�

(ล>!.?��์0@#?N'1>2�ค์�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1�&?&ลN@2B  
(c) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>!0@ 

`.b.` (ล>!.?��์�@�'1>N#0�@N�R/NR O�ํ@�?& COลN'็%0@ 
(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>! ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์ ห1Aอห%?�2AอO�O�(ล

�@1!1/�'1>N/>%P 0ห%N/0�@%(CO!1/�'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%
�@1(ล>! 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>! 
(a) Nอ�2@1N*>N/N!>/อAN% ๆ �1�?N�O@ห%O@#?N*>�@1�@OลO//?�Oอ2�2?0Q%/@!1�@%�@1(ล>! 

 
 
 
 
 
 
 
 

  



 

.@ค(%/� b 
#O@0'1>�@02@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ 

N1ANอ� หล?�N���์ />$?�@1 Oล>N�ANอ%R�Q%�@1�อ �@1ออ� Oล>�@1!Nออ@0Bห%?�2Aอ1?&1อ�/@!1�@% 
�@1(ล>!0@O(%'ั��B&?%�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 (�&?&#?N a) ล�/?%#?N d 2>�ห@ค/ `cde 

_____________ 
 

�@10AN%คํ@�อ�1�?(CO1?&อ%Bญ@!'1>2�ค์�>�อQหO ํ@N%>%�@1!1/�'1>N/>%2"@%#?N(ล>!0@Q%!N@�'1>N#0 
(_) ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@ (GMP Certificate) ห1Aอห%?�2Aอ1?&1อ�(ล>!.?��์0@ 

(Certificate of Pharmaceutical Product) ห1Aอห%?�2AอO�O�(ล�@1!1/�'1>N/>% GMP P 0ห%N/0�@%(CO!1/�
'1>N/>% ห1AอNอ�2@1ห1Aอหล?��@%อAN%Q #?NO2 ��@11?&1อ�/@!1�@%�@1(ล>!0@ 

(`) 1@0�@%�@1!1/�'1>N/>%/@!1�@%/>$?�@1Q%�@1(ล>!0@ (GMP Inspection Report) 
(a) Nอ�2@1�Oอ/CลO/N&#2"@%#?N(ล>!0@ (Site Master File) �&?&'ั��B&?%  
(b) คCN/AอคB�.@* (Quality Manual) ห1AอNอ�2@1#?NN#?0&N#N@ 
(c) Nอ�2@1O2 �1@0ล>Nอ?0 />$?�@1(ล>!0@#?N�>%ํ@ห1Aอ2?N�N�O@/@Q%1@�อ@�@�?�1 (Manufacturing 

Process Flow) �@N�1>&B*@1@/>N!อ1์ค/&คB/1>ห/N@��1>&/%�@1(ล>! />$?�@1/>Nค1@>ห์# 2อ& Oล>�Oอ�ํ@ห% 
�อ�(ล>!.?��์Q%O!Nล>�1>&/%�@1 1//#?O�1@0ล>Nอ?0 �อ�2"@%#?N Nค1ANอ�/Aอ Oล>อB'�1�์#?NQ�OQ%�@1(ล>!0@ 

(d) Nอ�2@1O/N&#�อ��@1!1/�2อ&ค/@/"C�!Oอ� (Validation Master Plan: VMP) 
(e) 1@0�@1�อ��@1!1/�'1>N/>% GMP #?O�ห/ �อ�2"@%#?N(ล>!0@ c 'ี 0Oอ%หล?� (Regulatory 

inspections list within the five years prior to the application submission)  
(f) 1@0ล>Nอ?0 �@1 ํ@N%>%�@1#@���ห/@0#?NN�?N0/�Oอ��?&2"@%#?N(ล>!0@ c 'ี 0Oอ%หล?�P 0

ห%N/0�@%�ํ@�?& COล O@%0@�อ�'1>N#0#?N2"@%#?N(ล>!0@!?O�อ0CN ("O@/?) (Regulatory action details for five 
years prior to the date of submission) 

(g) 1@0�@1Nอ�2@1/@!1�@%/>$?�@1Q%�@1'�>&?!>�@% (List of SOPs)  
(_^) �Oอค/11>/?�Q%�@1N�O@2CN&1>N/�(ล>! ("O@/?) 

 

 

 

 

 

 
 

  



 

.@ค(%/� c 
#O@0'1>�@02@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ 

N1ANอ� หล?�N���์ />$?�@1 Oล>N�ANอ%R�Q%�@1�อ �@1ออ� Oล>�@1!Nออ@0Bห%?�2Aอ1?&1อ�/@!1�@% 
�@1(ล>!0@O(%'ั��B&?%�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 (�&?&#?N a) ล�/?%#?N d 2>�ห@ค/ `cde 

__________________ 
 

�@10AN%คํ@�อO�OR�N'ล?N0%O'ล�ห%?�2Aอ1?&1อ�/@!1�@%�@1(ล>!0@�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0 
 _. �1�? �@1�อO�OR�N'ล?N0%O'ล��ANอ�อ�&1>1?#(CO%ํ@2?N��1�?/?�@1"N@0Pอ%#>N&?0%!ํ@1?&0@  
  (_) � ห/@00>%0อ/ �@�&1>1?#(CO%ํ@2?N�1@0N >/อ%B�@!QหO&1>1?#(CO%ํ@2?N�1@0Qห/NQ�O GMP 
Clearance letter *1Oอ/1>&B1@0ล>Nอ?0 1@0�@10@#?N/?�@1"N@0Pอ%#>N&?0% (&1>1?#(CO%ํ@2?N�1@0N >/!Oอ�N'็%
(CO ํ@N%>%�@10AN%คํ@�อ) 
  (`) GMP Clearance letter �&?&N >/ 
 (a) Quality agreement #?N N�ANอ/P0�Oล>O2 �ค/@/2?/*?%$์ 1@0ล>Nอ?0 ห%O@#?NOล>ค/@/
1?&(> �อ& 1>ห/N@�2"@%#?N(ล>!0@Q%!N@�'1>N#0Oล>&1>1?#(CO%ํ@2?N�1@0Qห/N   
 `. �1�? �@1�อO�OR��ANอ�อ�&1>1?#(CO%ํ@2?N��1�?/?�@1N'ล?N0%O'ล��ANอ  
  (_) GMP Clearance letter �&?&N >/ 
  (`) Q&อ%B�@!%ํ@ห1Aอ2?N�0@N�O@/@Q%1@�อ@�@�?�1  
 a. �1�? �@1�อO�OR��ANอ�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0   
  (_) GMP Clearance letter �&?&N >/ 
  (`) GMP certificate �&?&Qห/NลN@2B #?NR O1?&�@1N'ล?N0%�ANอ2"@%#?N(ล>!0@Q%!N@�'1>N#0OลO/ 
  (a) หล?��@%�@�ห%N/0�@%1?�#?N0A%0?% O@%�@1N'ล?N0%O'ล��ANอ�อ�2"@%#?N(ล>!0@ N�N% ห%?�2Aอ� 
#>N&?0%%>!>&BคคลQ%�ANอQห/N N'็%!O% 
  (b) ห%?�2Aอ1?&1อ��@�(CO(ล>!0@Q%!N@�'1>N#0 1>&B1@0ล>Nอ?0 0A%0?%�@1N'ล?N0%O'ล�%?O% R/N
2N�(ล�1>#&!Nอ Pharmaceutical Quality System (PQS) 1//"@� R/N2N�(ล�1>#&!Nอ Quality, Safety, 
Efficacy �อ�(ล>!.?��์ 
  (c) Site Master File (SMF) �&?&'1?&'1B�ลN@2B #?N/?�@1N'ล?N0%�ANอ2"@%#?N(ล>!0@ห1Aอ#?Nอ0CNOลO/ 
 b. �1�? �@1�อO�OR�#?Nอ0CN�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0�1�?/?�@1N'ล?N0%O'ล��ANอ#?Nอ0CNO!N
0?�ค�N'็%2"@%#?N(ล>!0@N >/ 
  (_) GMP Clearance letter �&?&N >/ 
  (`) ห%?�2Aอ1?&1อ��@�(CO(ล>!0@Q%!N@�'1>N#0 1>&B1@0ล>Nอ?0 0A%0?%�@1N'ล?N0%O'ล�%?O% R/N
2N�(ล�1>#&!Nอ Pharmaceutical Quality System (PQS) 1//"@� R/N2N�(ล�1>#&!Nอ Quality, Safety, 
Efficacy �อ�(ล>!.?��์ 
  (a) Site Master File (SMF) �&?&'1?&'1B�ลN@2B #?N/?�@1N'ล?N0%�ANอ2"@%#?N(ล>!0@ห1Aอ#?Nอ0CNOลO/ 
  (b) GMP certificate �&?&Qห/NลN@2B #?NR O1?&�@1N'ล?N0%#?Nอ0CN�อ�2"@%#?N(ล>!0@Q%!N@�'1>N#0OลO/ 
   
  



 

     (c) หล?��@%�@�ห%N/0�@%1?�0A%0?%�@1N'ล?N0%O'ล� N%ANอ��@��@1O&N�N�!(?�N/Aอ� N'ล?N0%�ANอ1?� 
�?�ห/?  N�!*AO%#?N N'็%!O% 
 c. �1�? �@1�อO�OR�1@0ล>Nอ?0 1@0�@10@NพANอQหO/?�Oอ/Cล#?NN'็%'ั��B&?%Oล>2อ คลOอ��?&
1@0ล>Nอ?0 �อ�(ล>!.?��์ 
  (_) GMP Clearance letter �&?&N >/ 
  (`) � ห/@0�?OO��1@0ล>Nอ?0 �Oอ/Cล1@0�@10@#?N'1>2�ค์�อO�OR� อ@#> O�OR��ANอ2@/?�#@�0@ ค/@/
O1�0@ N'็%!O% 
  (a) หล?��@%'1>�อ&�@1*>�@1�@N*>N/N!>/ N�N% 1@0ล>Nอ?0 1>&&�@12A&คO%(ล>!.?��์�@�
1>&&�อ�0@ Q&2ํ@ค?��@1�@O%#>N&?0%!ํ@1?&0@ N'็%!O% 
 d. �1�? �@1�อO�OR�1@0ล>Nอ?0 /?%ห/ อ@0B�อ�ห%?�2Aอ1?&1อ� (0?�R/N/?(ล�@1!1/�'1>N/>%
ค1?O�Qห/N) 
  (_) GMP Clearance letter �&?&N >/ 
  (`) หล?��@%#?Nออ�P 0ห%N/0�@%(CO!1/�'1>N/>% (NRA) ห1Aอห%?�2Aอ0A%0?%�@�)่@0'1>�?%คB�.@*  
(QA Letter) N*ANอ0A%0?%N1ANอ��@1�0@0อ@0B (Extension) �อ�/?%ห/ อ@0BQ% GMP certificate 
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