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(GMP/Quality Agreement)  

`.b Nอ�2@#�Oอ!C%O!N&#2"@%#?N(%>!(%>! ?��์2!B%R�# (Site Master File) �&?&'ั��B&?%
#N/!�?&O&&�อ#์!�@#!#/�2อ&ค/@!ค#&"O/%�อ�Nอ�2@#�Oอ!C%O!N&#2"@%#?N(%>!(%>! ?��์2!B%R�# 
  

 



 

 

.@ค(%/� `  
Nอ�ส@1Oล>หล?��@%'1>�อ&�@10AN%คํ@�อO%&#O@0 

'1>�@0ส@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ N1ANอ� หล?�N���์ />$?�@1 Oล>N�ANอ%P��@1ออ�ห%?�สAอ
O�O�(ล�@1พ>�@1�@/@!1�@%�@1(ล>!�อ�ส"@%#?N(ล>!(ล>!.?��์ส/B%Pพ1O%!N@�'1>N#0 

 
Nอ�ส@1Oล>หล?��@%'1>�อ&�@10AN%คํ@�อ�@1'1>N/>%Nอ�ส@11>&&คB�.@พ (Quality 

System Document Evaluation/ Paper Assessment) O%�1�?�Oอ b (`) 
_. ห%?�2Aอ#?&#อ�!@!#�@%/>$?�@##?N ?Q%�@#(%>!(%>! ?��์2!B%R�# (GMP Certificate) ห#Aอ

ห%?�2Aอ#?&#อ�(%>! ?��์"@ (Certificate of Pharmaceutical Product) ห#Aอห%?�2Aอ#?&#อ��@#อ%B�@!QหO
�@" (Certificate of Free Sale) ห#Aอห%?�2Aอ#?&#อ�!@!#�@%�@#(%>!(%>! ?��์!@!ห%?�N���์2@�%อAN%!@!
ค/@!N2?N"��อ�(%>! ?��์O!N%>'#>N #  
                       �#�?#?NN'็%ห%?�2Aอ#?&#อ�(%>! ?��์"@ (Certificate of Pharmaceutical Product) ห#Aอ
ห%?�2Aอ#?&#อ��@#อ%B�@!QหO�@" (Certificate of Free Sale) �>!Oอ�!?#@"%>Nอ?" #?N#>&B/N@(%>! ?��์%?O%!?
�@# ํ@N%>%�@# @"Q!O!@!#�@% GMP   

`. #@"�@%�@#!#/�'#>N!>%!@!#�@%�@#(%>!(%>! ?��์2!B%R�# (GMP Inspection Report) 
#?N2อ ค%Oอ��?&ห%?�2Aอ#?&#อ�!@!#�@%/>$?�@##?N ?Q%�@#(%>!(%>! ?��์2!B%R�#!@!�Oอ _  

     Q%�#�?#?N#@"�@%�@#!#/�'#>N!>%�&�Oอ&��#Nอ�/>�$! (Critical deficiency) QหO"AN%
Nอ�2@#N�?N"/�?&O(%�@#O�OR�O%>(%�@#O�OR��Oอ&��#Nอ�/>�$!%?O% (CAPA) �@N�N'็%�&?&N ?"/�?%�?&#?N"AN%!Nอ
ห%N/"�@%#?&#อ�Q%!N@�'#>N#0N�ANอ'#>�อ&�@#�>�@#�@N�>N!N!>! 

a. Nอ�2@#�Oอ!�%�#>ห/N@�(CO(%>!(%>! ?��์2!B%R�#Q%!N@�'#>N#0O%>(CO#?&อ%B�@!%ํ@N�O@
(%>! ?��์2!B%R�#N�O@!@Q%#@�อ@�@�?�##?NN�?N"/�?&�@#N'%?N"%O'%��อ��#>&/%�@#(%>! 2"@%#?N(%>! O%>
�@#'#>�?%คB� @�#?N!?(%�#>#&!NอคB� @� '#>2>#$>(% O%>ค/@!'%อ  ?"�อ�(%>! ?��์2!B%R�# 
(GMP/Quality Agreement) 

b. Nอ�2@#�Oอ!C%O!N&#2"@%#?N(%>!(%>! ?��์2!B%R�# (Site Master File) �&?&'ั��B&?%#N/!�?&
O&&�อ#์!�@#!#/�2อ&ค/@!ค#&"O/%�อ�Nอ�2@#�Oอ!C%O!N&#2"@%#?N(%>!(%>! ?��์2!B%R�# 

c. Nอ�2@#O2 ��Oอ�ํ@ห% ห#Aอ��#>N&?"&N�?N"/�?&ห%?�N���์O%>/>$?�@#Q%�@#(%>!(%>! ?��์
2!B%R�# @"Q%'#>N#0%?O%#?N%ํ@!@&?�ค?&Q�O�?&2"@%#?N(%>!(%>! ?��์2!B%R�#OหN�%?O% (Local GMP standard) 

d. Nอ�2@#N'#?"&N#?"&O2 �!@!#�@%#>ห/N@�ห%?�N���์O%>/>$?�@#Q%�@#(%>!(%>! ?��์
2!B%R�#Q%!N@�'#>N#0 (Local GMP standard) O%>'#>�@0�#>##/�2@$@#�2B�N�?N"/�?& ห%?�N���์ 
/>$?�@# O%>N�ANอ%R�N�?N"/�?&�@#(%>!(%>! ?��์2!B%R�# !@!�#>#@�&?��?!>(%>! ?��์2!B%R�# �.0. `cd`  
 e. คCN!AอคB� @� (Quality Manual) ห#AอNอ�2@##?NN#?"&N#N@ 
 f. !@!#�@% />$?�@#'�>&?!>Q%�@#'%Nอ"(N@%(%>! ?��์#?N'#>2�ค์�>%ํ@N�O@Q%#@�อ@�@�?�# 
(Standard Operating Procedure (SOP)  Release for Supply) 

g. O(%O!N&#�@##/%2อ&ค/@!"C�!Oอ� (Verification Master Plan) ห#AอO(%O!N&#�@#
!#/�2อ&ค/@!"C�!Oอ� (Validation Master Plan)  2ํ@ห#?&�#>&/%�@# #/!"@�O(%�@#!#/�#?&#อ�
Nค#ANอ��?�#O%>อB'�#�์ ห#AอNอ�2@##?NN#?"&N#N@ N�N% O(%�@##/%2อ&ค/@!"C�!Oอ� (Verification Plan) ห#Aอ
O(%�@#!#/�2อ&ค/@!"C�!Oอ� (Validation Plan) �อ��#>&/%�@# O(%�@#!#/�#?&#อ�Nค#ANอ��?�#O%>
อB'�#�์ (Machine and Equipment Qualification Plan)  

_^. #@"�@#Nอ�2@#!@!#�@%/>$?�@#Q%�@#'�>&?!>�@% (List of SOPs) 
 

/__. #@"%>Nอ?" � 

 



 

 

 
__. #@"%>Nอ?" �@# ํ@N%>%�@##@���ห!@"#?NN�?N"/�Oอ��?&2"@%#?N(%>!(%>! ?��์2!B%R�# c 'ี 

"Oอ%ห%?�P "ห%N/"�@%�ํ@�?& CO% O@%"@ห#Aอ(%>! ?��์2!B%R�#�อ�'#>N#0#?N2"@%#?N(%>!(%>! ?��์2!B%R�#
!?O�อ"CN ("O@!?) 

_`. #@"�@%�@##&#/%คB� @�(%>! ?��์�&?&%N@2B  (Latest product quality review 
report)  

_a. Nอ�2@#N�>N!N!>!อAN% ๆ �#�?N�O@ห%O@#?N�>�@#�@O%O/!?�Oอ2�2?"Q%!@!#�@%�@#(%>! 
�อ�2"@%#?N(%>!(%>! ?��์2!B%R�#Q%!N@�'#>N#0 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

-`-



 

 

.@ค(%/� a 
Nอ�ส@1Oล>หล?��@%'1>�อ&�@10AN%คํ@�อO%&#O@0 

'1>�@0ส@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ N1ANอ� หล?�N���์ />$?�@1 Oล>N�ANอ%P��@1ออ�ห%?�สAอ
O�O�(ล�@1พ>�@1�@/@!1�@%�@1(ล>!�อ�ส"@%#?N(ล>!(ล>!.?��์ส/B%Pพ1O%!N@�'1>N#0 

 
  Nอ�ส@1Oล>หล?��@%'1>�อ&�@10AN%คํ@�อ�@1'1>N/>%Nอ�ส@11>&&คB�.@พ (Quality 
System Document Evaluation/ Paper Assessment) O%�1�?�Oอ ^ 
 _. คCN!AอคB� @� (Quality Manual) ห#AอNอ�2@##?NN#?"&N#N@ 

`. Nอ�2@#�Oอ!C%O!N&#2"@%#?N(%>!(%>! ?��์2!B%R�# (Site Master File) �&?&'ั��B&?%#N/!�?&
O&&�อ#์!�@#!#/�2อ&ค/@!ค#&"O/%�อ�Nอ�2@#�Oอ!C%O!N&#2"@%#?N(%>!(%>! ?��์2!B%R�#  

a. #@"�@%�@#!#/�'#>N!>%!@!#�@%�@#(%>!(%>! ?��์2!B%R�# (GMP Inspection Report) 
#?N2อ ค%Oอ��?&ห%?�2Aอ#?&#อ�!@!#�@%/>$?�@##?N ?Q%�@#(%>!(%>! ?��์2!B%R�#  

         Q%�#�?#?N#@"�@%�@#!#/�'#>N!>%�&�Oอ&��#Nอ�/>�$! (Critical deficiency) QหO"AN%
Nอ�2@#N�?N"/�?&O(%�@#O�OR�O%>(%�@#O�OR��Oอ&��#Nอ�/>�$!%?O% (CAPA) �@N�N'็%�&?&N ?"/�?%�?&#?N"AN%!Nอ
ห%N/"�@%#?&#อ�Q%!N@�'#>N#0N�ANอ'#>�อ&�@#�>�@#�@N�>N!N!>! 
 b. !@!#�@% />$?�@#'�>&?!>Q%�@#'%Nอ"(N@%(%>! ?��์#?N'#>2�ค์�>%ํ@N�O@Q%#@�อ@�@�?�# 
(Standard Operating Procedure (SOP)  Release for Supply) 

c. O(%O!N&#�@##/%2อ&ค/@!"C�!Oอ� (Verification Master Plan) ห#AอO(%O!N&#�@#
!#/�2อ&ค/@!"C�!Oอ� (Validation Master Plan)  2ํ@ห#?&�#>&/%�@# #/!"@�O(%�@#!#/�#?&#อ�
Nค#ANอ��?�#O%>อB'�#�์ ห#AอNอ�2@##?NN#?"&N#N@ N�N% O(%�@##/%2อ&ค/@!"C�!Oอ� (Verification Plan) ห#Aอ
O(%�@#!#/�2อ&ค/@!"C�!Oอ� (Validation Plan) �อ��#>&/%�@# O(%�@#!#/�#?&#อ�Nค#ANอ��?�#O%>
อB'�#�์ (Machine and Equipment Qualification Plan)  

d. #@"�@#Nอ�2@#!@!#�@%/>$?�@#Q%�@#'�>&?!>�@% (List of SOPs) 
e. #@"%>Nอ?" �@# ํ@N%>%�@##@���ห!@"#?NN�?N"/�Oอ��?&2"@%#?N(%>!(%>! ?��์2!B%R�# c 'ี 

"Oอ%ห%?�P "ห%N/"�@%�ํ@�?& CO% O@%"@ห#Aอ(%>! ?��์2!B%R�#�อ�'#>N#0#?N2"@%#?N(%>!(%>! ?��์2!B%R�#
!?O�อ"CN ("O@!?) 

f . #@"�@%�@##&#/%คB� @�(%>! ?��์�&?&%N@2B  (Latest product quality review 
report)  

g. Nอ�2@#N�>N!N!>!อAN% ๆ �#�?N�O@ห%O@#?N�>�@#�@O%O/!?�Oอ2�2?"Q%!@!#�@%�@#(%>!�อ�
2"@%#?N(%>!(%>! ?��์2!B%R�#Q%!N@�'#>N#0 
  

 



 

 

.@ค(%/� b 
Nอ�ส@1Oล>หล?��@%'1>�อ&�@10AN%คํ@�อO%&#O@0 

(1N@�) '1>�@0ส@ํ%?��@%ค�>�11/�@1อ@ห@1Oล>0@ N1ANอ� หล?�N���์ />$?�@1 Oล>N�ANอ%P��@1ออ�ห%?�สAอ
O�O�(ล�@1พ>�@1�@/@!1�@%�@1(ล>!�อ�ส"@%#?N(ล>!(ล>!.?��์ส/B%Pพ1O%!N@�'1>N#0 

 
  Nอ�ส@1Oล>หล?��@%�1�?#?N'1>ส�ค์�>OหOสํ@%?��@%ค�>�11/�@1อ@ห@1Oล>0@
 ํ@N%>%�@1!1/�'1>N/>%ส"@%#?N(ล>!(ล>!.?��์ส/B%Pพ1O%!N@�'1>N#0 (GMP Inspection at overseas 
Manufacturer(s)) 
 _. Nอ�2@#O2 �#@"%>Nอ?" />$?�@#(%>!(%>! ?��์2!B%R�##?N�>%ํ@N�O@!@Q%#@�อ@�@�?�# 
(Manufacturing Process Flow) �@N�#>&B�@#@!>N!อ#์ค/&คB!#>ห/N@��#>&/%�@#(%>! />$?�@#/>Nค#@>ห์
# 2อ& O%>�Oอ�ํ@ห% �อ�(%>! ?��์Q%O!N%>�#>&/%�@# #/!#?O�#@"%>Nอ?" �อ�2"@%#?N Nค#ANอ�!Aอ O%>
อB'�#�์#?NQ�OQ%�@#(%>!(%>! ?��์2!B%R�#  
 `. &?%#@��@#(%>!(%>! ?��์2!B%R�# (Batch Processing Record:  BPR) #/!"@� #@"�@%�@#
/>Nค#@>ห์ห#Aอ# 2อ& O%>/ห#Aอ ห%?�2Aอ#?&#อ� (Analytical reports and/or certificates) O%>�Oอ!C% >&�อ�
(%>! ?��์(%>! ?��์2!B%R�##?N'#>2�ค์�>%ํ@N�O@!@Q%#@�อ@�@�?�# #BN%�@#(%>!%N@2B อ"N@�%Oอ" _ #BN%�@#(%>! 

a. #@"�@%(%�@##/%2อ& (Verification Report) ห#Aอ#@"�@%(%�@#!#/�2อ&ค/@!"C�!Oอ� 
(Validation Report) #?NN�ANอ!P"��?&O(%O!N&#�@##/%2อ&ค/@!"C�!Oอ� (Verification Master Plan) ห#Aอ
O(%O!N&#�@#!#/�2อ&ค/@!"C�!Oอ� (Validation Master Plan) �อ��#>&/%�@# #/!"@�#@"�@%�@#!#/�
#?&#อ�Nค#ANอ��?�#O%>อB'�#�์  ห#AอNอ�2@#N#?"&N#N@ N�N% #@"�@%(%�@##/%2อ&ค/@!"C�!Oอ� (Verification 
Report) �อ��#>&/%�@# #@"�@%�@#!#/�#?&#อ�Nค#ANอ��?�#O%>อB'�#�์ (Machine and Equipment 
Qualification Report)  

b. �Oอค/##>/?�Q%�@#N�O@2CN&#>N/�(%>! ("O@!?) 
c. Nอ�2@#N�>N!N!>!อAN% ๆ �#�?N�O@ห%O@#?N�>�@#�@O%O/!?�Oอ2�2?"Q%!@!#�@%�@#(%>! 

�อ�2"@%#?N(%>!(%>! ?��์2!B%R�#Q%!N@�'#>N#0 
  



 

 

 
คํ@�อห%?�สAอ1?&1อ�/@!1�@%ส"@%#?N(ล>!(ล>!.?��์ส/B%Pพ1O%!N@�'1>N#0 
NพANอ�อ�@O%#>N&?0%!ํ@1?& O�O�1@0ล>Nอ?0  ห1Aอ� O�O�(ล>!.?��์ส/B%Pพ1  

N�?0�#?N ����.���.�������� 

/?�#?N �.......N Aอ� ....................... พ.0. ............   

�Oอ _ �Oอ/Cล(CO0AN%คํ@�อ 
  &Bคคล$11/ @ 

�O@พN�O@ ����������..�...........................................�....................................�������������....อ@"B...�..��'ี 
2?��@!>��.�....��� N%�'#>�ํ@!?/'#>�@�%........................................................................... 
#?Nอ"CNN%�#?N�������..��... ห!CN&O@%/อ@ค@#��..�..................................................... ห!CN#?N��....................              

!#อ�/�อ"����..........��....�.. "%%�.....����......................� !ํ@&%/O�/���....�.�..��....��....��. 

อํ@N อ/N�!��������..�..��.......... �?�ห/? ............................................... #ห?2R'#1�?"์�...����.�......P##2@#
...............................P##0?�#์��................................E-mail������..................�.�.��.................. 

     %>!>&Bคคล 

�O@�N�O@ (�ANอ%>!>&Bคค%)..............................................................................N%�#>N&?"%%>!>&Bคค%..........................................  

#?Nอ"CN N%�#?N��....�.....� ห!CN&O@%/อ@ค@#��..�....................... ห!CN#?N��............. !#อ�/�อ"����..........�. 

"%%�. . . . .����. . . . .� . .  !ํ @&% /O�/���. . . .� .� . . . . . . . . . .��. . . .��. อํ @ N อ/ N�!��������. .� . . . . . . . .  

�?�ห/? . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  #ห?2R'#1�? "์�.. .����.�. . . . . . P##2@# . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

P##0?�#์��..... . . . . . . . . . . . .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . E-mail �.... . .����..... . . . . . . . . . . . . . . . . . . . . . . .�.�..... . . . . . . . . . . . . . . . . . . 

P "!? ............................................................................................ N'็%(COO#%%>!>&Bคค%ห#Aอ(CO!?อํ@%@�#ํ@�@#O#%%>!>&Bคค% 
อ@"B��...�'ี 2?��@!>��.�... .�.. . . . . . .�. N%�'#>�ํ@!?/'#>�@�% . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .     

�Oอ ` /?ค/@/'1>ส�ค์�>�อห%?�สAอ1?&1อ�/@!1�@%ส"@%#?N(ล>!(ล>!.?��์ส/B%Pพ1O%!N@�'1>N#0 

�ANอ2"@%#?N(%>!Q%!N@�'#>N#0............................................................................................................................... 
#?N!?O�................................................................................................................................................................................................. 
.......................................................................................................................................................................................................
....................................'#>N#0 ........................................P##0?�#์ .............................................N�ANอQ�OQ%�@#�อ�@O%#>N&?"%!ํ@#?& 

O�O�#@"%>Nอ?"  ห#Aอ� O�O�(%>! ?��์2!B%R�#  
#C'O&&(%>! ?��์2!B%R�# (dosage form)............................................................... 

    '#>N #2"@%#?N(%>!Q%!N@�'#>N#0  

         "ล>!"ล>!.?��์ส/B�Rพ1#?N/?�1> /��@1"ล>!�@N�/?ค/@/Nส?N0�สC�          "ล>!"ล>!.?��์ส/B�Rพ1#?N/?�1> /��@1"ล>!�@N�/?
ค/@/Nส?N0�!Nํ@  
�@1!1/�1? 1อ��@�Nอ�ส@1#?N�ํ@ห�  (Documentary Verification)  ?��?O 
         `._. �#�?N'็%2"@%#?N(%>!(%>! ?��์2!B%R�##?N!?�#>&/%�@#(%>!�@N�!?ค/@!N2?N"�2C� 
                   (_ ) .  R O #?&ห%? �2Aอ#?&#อ�!@!#�@%/> $? �@##?N  ? Q%�@#(%>!(%>! ?��์2!B%R�#  (GMP Certificate) 
�@N�ออ�P "ห%N/"�@%�ํ@�?& CO% O@%(%>! ?��์2!B%R�#�อ�'#>N#0#?NN'็%2!@�>� PIC/S N!#?"!Nอ�2@#!@! @ค(%/� _ 
 

 

 

O&& ส/พ. 16

 



 

 

                   (` ) .  R O #?&ห%? �2Aอ#?&#อ�!@!#�@%/> $? �@##?N  ? Q%�@#(%>!(%>! ?��์2!B%R�#  (GMP Certificate) 
�@N�ออ�P "ห%N/"�@%�ํ@�?& CO% O@%(%>! ?��์2!B%R�#�อ�'#>N#02!@�>� PIC/S ออ�QหO�?&2"@%#?N(%>!(%>! ?��์2!B%R�#�@N�
!?O�อ"CN%อ�'#>N#02!@�>� PIC/S N!#?"!Nอ�2@#!@! @ค(%/� _ 

      (a). �#�?อAN%ๆ N�N% ห%?�2Aอ#?&#อ� International Organization for Standardization (ISO) ห%?�2Aอ#?&#อ�
!@!#�@%�@#(%>!(%>! ?��์N2#>!อ@ห@# Nค#ANอ�2ํ@อ@� ห%?�2Aอ#?&#อ�!@!#�@%/>$?�@##?N ?Q%�@#(%>!(%>! ?��์2!B%R�# (GMP 
Certificate) #?N!?!@!#�@%N#?"&N#N@ ASEAN GMP for traditional medicine, Hazard Analysis Critical Control Point 
(HACCP) N!#?"!Nอ�2@#!@! @ค(%/� ` 

     `.`. �#�?N'็%2"@%#?N(%>!(%>! ?��์2!B%R�##?N!?�#>&/%�@#(%>!�@N�!?ค/@!N2?N"�!Nํ@ 
                   (_ ) .  R O #?&ห%? �2Aอ#?&#อ�!@!#�@%/> $? �@##?N  ? Q%�@#(%>!(%>! ?��์2!B%R�#  (GMP Certificate) 
�@N�ออ�P "ห%N/"�@%�ํ@�?& CO% O@%"@ห#Aอ(%>! ?��์2!B%R�# #?NN'็%2!@�>� PIC/S N!#?"!Nอ�2@#!@! @ค(%/� _ 
                   (` ) .  R O #?&ห%? �2Aอ#?&#อ�!@!#�@%/> $? �@##?N  ? Q%�@#(%>!(%>! ?��์2!B%R�#  (GMP Certificate) 
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