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&#%ํ@ 
  �O/"�#0P"��์�1�ค/2!N2?P"��อ�"2N�%?P"�O�%�R��2!N/%2�2!อ�ค์ค/2!#COO%0ค/2!�O2/ห�O2�2�
/>�"2022�#์N�?P"/�1�"2O%0P#ค #1��@��Oอ��1�#0���2#�#0N!>��#0P"��์�1�ค/2!N2?P"��อ�"2�%อ��N/�อ2"B
�อ��%>� 1��์ Q��ั��B�1�อ�ค์�2#อ�2!1"P%�R�OO�0�O2QหO�O2�2#�1��2#O%0%�ค/2!N2?P"��อ��%>� 1��์"2
ห%1�"22CN�%2�!2#/!N�O2R/O�1��>��##!�O2�1��CO%"2�Nอ�2CN�%2�QหON�APอ!P"��1� #0���2#�1��2#ค/2!N2?P"�
ห#AอO���1��2#ค/2!N2?P"� (Risk Management Plan; RMP) 22!2#�Q�ON�็��%R�Q��2#�#0N!>��#0P"��์
�1�ค/2!N2?P"��อ�"2R�Oอ"N2��NอN�APอ��%อ�/��#�?/>��อ��%>� 1��์"2 O%0NอAQอ�Nอ�2#QหO�CO�?PN�?P"/�Oอ�Q�#0��"2
!?���2�Q��2#ค/�คB!QหO"2!?�#0P"��์Nห�Aอ�/N2ค/2!N2?P"��1Q�O�N�2#/>�1"�1��2 ��2อ� �%>� �2#21P�Q�O"2 
�2#�N2""2 O%0�2#Q�O"2   
  Q��#0N�0�?P!?#0���2#ค/�คB!"2�?PN�O!�/� O%0อ�ค์�2#อ�2!1"P%�R�O!?�2#�O2O�/ค>�Q��2#�1��O2
O���2#�1��2#ค/2!N2?P"�!2N�็��Oอ�O2ห��ห�@P�Q��2#อ�Bญ2��0N�?"��O2#1�"2 �O2QหON�>�!2�#�2#N�>�#B�Q�
�2#�Oอ��1�O%0�1��2#ค/2!N2?P"��2��2#Q�O"2P�"�CO�#0�อ��2#O%0�CON�?P"/�Oอ�N�O2!2!?���2�O%0ค/2!
#1��>��อ�Q��2#�CO%ค/2!�%อ� 1"�2��2#Q�O"2 2O2ห#1��#0N�0R�"R�O!?�2#�O2ห%1��2#�อ�O���2#�1��2#
ค/2!N2?P"�!2Q�O �1Q��2#�@Q��0N�?"��O2#1�"2O%0�2#���/��0N�?"��O2#1�"2 O%O/�"2"�%QหO�2#�@Q��0N�?"�
�O2#1�"2�?//1��Bค%O2"ค%@��Oอ�!?�2#�1��O2O���2#�1��2#ค/2!N2?P"�   
 �1��1Q� �@��O2ห��QหO�2#"AP�คO2�อ�@Q��0N�?"��O2#1�"2�B��#0N ��0�Oอ��1��O2O���2#�1��2#ค/2!N2?P"� 
�1��NอR��?Q  

หล?��@/ 
  O���2#�1��2#ค/2!N2?P"��อ�"2 �#0�อ��O/"  
  1. �O2ห��คB�%1�1�0�O2�ค/2!�%อ� 1"�อ��%>� 1��์"2 (safety specification)   
  2. /2�O��N�O2#0/1�ค/2!�%อ� 1"�2��2#Q�O"2 (Pharmacovigilance plan) N�APอQหO�#2��@�
%1�1�0�อ�ค/2!N2?P"� 2A�ห2ค/2!N2?P"�Qห!N O%0�Oอ!C%ค/2!�%อ� 1"�อ��%>� 1��์"2  
  3. /2�O��O%0�2#��>�1�>�2!O��N�APอ%�ค/2!N2?P"��2��2#Q�O"2 (Risk minimisation and 
mitigation) O%0�2#�#0N!>��#02>��> 2�Q��2#%�ค/2!N2?P"��อ��>��##!�1Q�N   
  O���2#�1��2#ค/2!N2?P"�!? 2 2N/� คAอ �2#N�O2#0/1�ค/2!�%อ� 1"�2��2#Q�O"2 O%0�2#%�ค/2!
N2?P"��2��2#Q�O"2 �@P��2#%�ค/2!N2?P"��2��2#Q�O"2N�็�อ�ค์�#0�อ�Qห!N�?P!?�2#�1��2N�>P!N�>!�@Q�Qห!N �@P�!?
ห%1��2#O%0�#0�/��2#2#B��2!O�� 2� �1��NอR��?Q 
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O�� 2�ห%1��2#O%0�#0�/��2#2O2ค1ญQ��2#�1��O2O���2#�1��2#ค/2!N2?P"� 

  2N/%#?P 1 �2#N�O2#0/1�ค/2!�%อ� 1"�2��2#Q�O"2   
  �2#N�O2#0/1�ค/2!�%อ� 1"�2��2#Q�O"2 !? 2 �1Q��อ� คAอ �2##0�BคB�%1�1�0�O2�ค/2!�%อ� 1" 
( Safety Specification) �อ��%> � 1��์  O%0�2#/2�O��N�O 2 #0/1 �ค/2!�%อ� 1 "�2��2#Q�O "2 
(Pharmacovigilance plan) Q��1Q��อ�O#�N�็��2#�O2ห��คB�%1�1�0�O2�ค/2!�%อ� 1" (Safety 
Specification) �อ��%>� 1��์ �1Q��#0N�O��O2�คB� 2� (Quality) �2#0@�12�?PR!NQ�N�2�ค%>�>� (Non clinical 
study) O%0�2#0@�12�2�ค%>�>� (Clinical study) #/!�@� O%O/�O2!2�#0N!>�N�APอ�O2ห��ค/2!N2?P"��2��2#Q�O
"2 (identified risk) ค/2!N2?P"��?Pอ2�N�>��@Q��2��2#Q�O"2 (potential risk) O%0�Oอ!C%�?P"1�R!N�#2�ห#Aอ�2�
R� (missing information) #/!�1Q� �2#0@�12Q��#0�2�#�%BN!N��20 (special population) Q��1Q��อ��2#
/2�O��N�O2#0/1�ค/2!�%อ� 1"�2��2#Q�O"2 �0�O2คB�%1�1�0�O2�ค/2!�%อ� 1"�?PR�O !2/>Nค#20ห์N�APอ
�O2ห���>��##!�?PNห!202!�1�O�N%0ค/2!N2?P"� N�APอQหO�#2��@�%1�1�0�อ�ค/2!N2?P"� 2A�ห2ค/2!N2?P"�Qห!N 
#/!�@� อ�ค์ค/2!#CO�1P/R�N�?P"/�1�ค/2!�%อ� 1"�อ��%>� 1��์"2 P�"�>��##!�#0�อ��O/" �2#N�O2#0/1�ค/2!
�%อ� 1"�2��2#Q�O"2 (Routine Pharmacovigilance) N�N� #0��#2"�2�อ2�2#R!N�@��#02�ค์P�"2!1ค#Q� 
(Spontaneous report system), #2"�2�ค/2!�%อ� 1"�อ��%>� 1��์�2!�N/�N/%2 (Periodic Safety 
Update Report; PSUR) �@P�Q�O�1P/R�N�APอ�>��2!ค/2!N2?P"��2��2#Q�O"2 2O2ห#1��>��##!N�>P!N�>!Q��2#N�O2
#0/1�ค/2!�%อ� 1"�2��2#Q�O"2 (Additional Pharmacovigilance) Q�O�1�ค/2!N2?P"�2O2ค1ญ�?P"1�R!N!?อ�ค์
ค/2!#CON�?"��อQ��2#�1��2#�1�ค/2!N2?P"� �@��O2N�็��Oอ�!?�2#0@�12N�>P!N�>!�O/"#0N�?"�/>�?�?PNห!202!N�APอQหO
�#2��@�อB�1�>�2#�์ ��2��อ��ัญห2 O%0�ั��1"�?PN�็�22Nห�B�อ�O�N%0ค/2!N2?P"��1Q�N P�"อ2��O2�2#N�O2
#0/1�N�>�#B� (Active surveillance)  N�N� �2#�>��2!N�O2#0/1�อ"N2�Q�%O�>� ( Intensive monitoring 
schemes) , �2#%��0N�?"��CO�N/" (Registries) ห#Aอ�2#0@�12N�>�21�N�� (Observational studies) N�N� �2#
�>��2!�%BN!�CO�N/"O��R��O2�ห�O2 (Prospective cohort studies) ห#Aอ �2#0@�12�2�ค%>�>� (Clinical 
trials) N�็��O� 
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  2N/%#?P 2 �2#%�ค/2!N2?P"��2��2#Q�O"2  
  N�็��2#�1��O2O���2#%�ค/2!N2?P"��2��2#Q�O"2 P�"�O2�Oอ!C%�?PR�O�2�2N/��?P 1 !2/>Nค#20ห์O"�Q�
O�N%0ค/2!N2?P"�N�APอ�O2ห��!2�#�2#�?PNห!202!Q��2#%�ค/2!N2?P"��2��2#Q�O"2 N�APอQหOO�NQ�/N2"2!?
�#0P"��์Nห�Aอค/2!N2?P"� !2�#�2#%�ค/2!N2?P"� (Routine risk minimisation) �?PQ�OP�"�1P/R� N�N�  
Nอ�22#�O2�1�"2  ��2��##�B  �2#�1��#0N �"2  N�AP อ�R��2#21P � Q�O"2  2O2ห#1��>��##!N�>P!N�>!  
(Additional risk minimisaion) �0�>�2#�2N�>P!N�>!�2!ค/2!Nห!202! N�N� �2#2APอ22#P�"�#��1��CO21P�Q�O"2
N�APอ2#O2�ค/2!N�O2Q�O%0QหO�Oอ!C%N�>P!N�>!�2�Nอ�22#�O2�1�"2 
  Pค#�2#O2��อ�O���2#�1��2#ค/2!N2?P"��อ�"2�#0�อ��O/" 7 ห1/�Oอ �1��?Q  
  ห1/�Oอ�?P 1 �Oอ!C%�1P/R��อ��%>� 1��์     
  ห1/�Oอ�?P 2 คB�%1�1�0�O2�ค/2!�%อ� 1"  
  ห1/�Oอ�?P 3 O���2#N�O2#0/1�ค/2!�%อ� 1"�2��2#Q�O"2    
  ห1/�Oอ�?P 4 O���2#0@�12�#02>��> 2�"2ห%1�ออ�2CN�%2�   
  ห1/�Oอ�?P 5 !2�#�2#%�ค/2!N2?P"�  
  ห1/�Oอ�?P 6 2#B�O���2#�1��2#ค/2!N2?P"�  
  ห1/�Oอ�?P 7  2ค��/�   
P�"!?#2"%0Nอ?"�O�/�2��2#�1��O2O��Q�O�N%02N/��O2��O� QหO�O2N�>��2#�1��?Q 
ห?/�Oอ#?P 1 �Oอ-Cล#?P/P'�อ�(ล>!,?��์   
 �Oอ!C%�1P/R��อ��%>� 1��์"2P�"QหO�#อ�#2"%0Nอ?"��2! 2ค��/��?P 2 ห#Aอ 3 
ห?/�Oอ#?P 2 คB�ล?�1�> O@%ค/@-'ลอ ,?. 
  �#0�อ��O/"�Oอ!C%�?P2O2ค1ญ 3 2N/� R�OO�N  
  (1) ค/2!N2?P"�2O2ค1ญ�?P#0�BR�O�1�N�� (important identified risks) N�N� อ2�2#R!N�@��#02�ค์�?P
21!�1��์�1�"2 (adverse drug reactions: ADRs) �?P��Q��2#��%อ��2�ค%>�>�ห#AอQ��2#0@�12�2�#0�2�
/>�"2 ห#AอNห�B�2#�์R!N�@��#02�ค์�?PR�O�2�#2"�2�O�� spontaneous �O2�/�!2� 2"ห%1�"2ออ�2CN�%2� 
#/!�@ ��Oอ�1 �/%�O 2�คB� 2��?P N�?P "/�Oอ��1��#02>��> 2�O%0ค/2!�%อ� 1"  (Quality related 
safety/efficacy concerns)  
  (2) ค/2!N2?P"�2O2ค1ญ�?P!?Pอ�22N�>��@Q� (important potential risks) N�N� Nห�B�2#�์R!N�@��#02�ค์ 
(adverse events: AEs) �?PN�>��2�$��>N�2�N 21�/>�"2�อ�"2O�NR!N��Q��2#��%อ��2�ค%>�>� ห#Aอ AEs �?P
N�็�21ญญ2�ค/2!N2?P"� (signal) �2�#2"�2�O�� spontaneous O�Nค/2!21!�1��์N�>�Nห�B�%�1�"2"1�R!N
�1�N�� ห#Aอ ADRs �?P���2�"2�1/อAP��?Pอ"CNQ��%BN!N�?"/�1�O%0!?�Oอ�N�Q�ONห!Aอ��1� ห#Aอ อ1��#2"�?Pอ2�N�>�
�2��2#Q�O"2N�>���2� ค/2!N2?P"��?Pอ2�N�>��2�ค/2!ค%2�Nค%APอ��2�"2 �2#�>�N�AQอP#ค ห#Aอ�2#Q�O"2R!N�#� 
�2!�%2�  
 (3) �Oอ!C%2O2ค1ญ�?P�2�ห2"R� (important missing information) N�N� �Oอ!C%�อ��#0�2�#�?PR!NR�O
�O2�2#0@�12�2�ค%>�>� N�N� 2�#?!?ค## ์ 2�#?QหO�!�B�# N�O� �CO2C�อ2"B �CO�N/"P#คR�/P#ค�1� 
  �CO#1�อ�Bญ2��Oอ�#0�BNห�B�%ห#Aอห%1��2��?P�N��?Q�@�ค/2!N2?P"��1��%N2/ P�"2#B�N�็��2#2��1��?Q 

'/>N O%�Oอ�?�/ล Nห!B(ลห/Aอหล?��@%#?P&N��?Q"@�ค/@-
N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

    
    

 
 
 



4 

ห?/�Oอ#?P 3 O(%�@/N)O@/>/?�ค/@-'ลอ ,?.�@��@/O�O.@    
  �2#�1��O2O��N�O2#0/1�ค/2!�%อ� 1"N�็��2##/�#/!�Oอ!C%ค/2!N2?P"��อ�"2 2"ห%1��2#อ�Bญ2� 
P�"�#0N!>�คB�%1�1�0ค/2!�%อ� 1"�อ�"2�2!�?P��Q��Oอ�2#/>Nค#20ห์คB�%1�1�0�O2�ค/2!�%อ� 1"/N2
�O2N�็��Oอ�!?O��N�O2#0/1�ค/2!�%อ� 1"�อ�"2N�>P!N�>!�อ�Nห�Aอ�2�O��N�O2#0/1�ค/2!�%อ� 1"�?P
�O2N�>��2#�#0�O2 (routine pharmacovigilance activities) อ?�ห#AอR!N ห2��O2N�็��Oอ�!?O��N�O2#0/1�ค/2!
�%อ� 1"N�>P!N�>! QหO�O2ห���>��##!N�O2#0/1�ค/2!�%อ� 1"N�>P!N�>! (additional activities) �?P22!2#�%�
ห#Aอค/2!คB!ค/2!N2?P"�R�O �1/อ"N2�O��N�O2#0/1�ค/2!�%อ� 1"�?P�O2N�>��2#�#0�O2O%0�?PN�>P!N�>! R�OO�N   
   (1) �>��##!N�O2#0/1�ค/2!�%อ� 1"�?P�O2N�>��2#อ"CNห#Aอ�O2�#0�O2 (routine pharmacovigilance 
activities) N�N� N�O�#/�#/!#2"�2��2#N�>�Nห�B�2#�์R!N�@��#02�ค์ (adverse events spontaneous 
reporting) �@P��2��%>� 1��์"2อ2�!?�2#�O2N�>��2#�?PN��20 N�N� #0�B�APอ�%>� 1��์O%0#BN��2#�%>�Q�#2"�2� 
�#/��1�21ญญ2�ค/2!N2?P"� (signal detection) �O2N�20#BN��2#�%>��?P!?�ัญห2�O2�ค/2!�%อ� 1" #0�B
Nห�B�2#�์R!N�@��#02�ค์�?P2�Q��>N01N�็� important potential risk N�APอN�O2#0/1�ค/2!�%อ� 1"อ"N2�
�C��Oอ�Nห!202! �>��##!N�O2#0/1��?P�O2N�>��2#อ"CNห#Aอ�O2�#0�O2 N�N� N�O�#/�#/!#2"�2��2#N�>�Nห�B�2#�์
R!N�@��#02�ค์ (adverse events spontaneous reporting) �#Oอ!#0�B�APอ�%>� 1��์O%0#BN��2#�%>�, #0�B
Nห�B�2#�์R!N�@��#02�ค์�?P2�Q��>N01N�็� important potential risk N�APอN�O2#0/1�ค/2!�%อ� 1"อ"N2�
�C��Oอ�Nห!202!, �#/��1�21ญญ2�ค/2!N2?P"� (signal detection) �O2N�20#BN��2#�%>��?P!?�ัญห2�O2�ค/2!
�%อ� 1"     
 (2) �>��##!N�O2#0/1�ค/2!�%อ� 1"N�>P!N�>! (additional pharmacovigilance activities) N�N� 
2O2#/��2#Q�O"2 (use-results survey) 0@�12�2�ค%>�>� 2"ห%1�ออ�2CN�%2� (post-marketing clinical 
study) 0@�12�2�N 21�#0�2�/>�"2 (pharmacoepidemiology study) �1��O2!2�#�2#�#/�2อ�"Oอ��%1�
�อ��%>� 1��์ N�N� �>��%2� �2#์PคO� ห2อ1�#2�2#N�>�Nห�B�2#�์R!N�@��#02�ค์�?P2�Q��2!�Oอ�N�Q�Oห#Aอ�2!
�%BN!อ2"BN�O2ห!2" 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.N*>P-N!>- N�N% 

N'O@ห-@. 
(milestones 

for the number of 
cases/Target 

number of cases) 

�@/'/>N->%(ล�>��//- 
(milestones for 

evaluation of the 
activities) 

2"@%>
 ํ@N%>%�@/ 

/?%#?Pค/&�ํ@ห% O%
�@//@.�@%(ล 

1. �2#0@�12�2�#0�2�/>�"2 
(observational 
epidemiological 
approaches) 

    

2. �1��O2!2�#�2#�#/�2อ�
"Oอ��%1��%>� 1��์ N�N� �>�
�%2� �2#์PคO�  
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ห?/�Oอ#?P 4 O(%�@/0@�1@'/>2>#$>,@*.@หล?�ออ�2CN!ล@    
     Q�ห%2" N �#�? N!APอ�%>� 1��์"2R�O#1��2#อ�Bญ2��0N�?"��O2#1�"2�1Q�O��!?ห#AอR!N!?N�APอ�R�อ2�
�O2N�็��0�Oอ�!?�2#�O2ห��O��ห#Aอ�O2N�>��2#0@�12�#02>��>�%�อ�"2N�>P!N�>!N�APอN�>P!�C��Oอ!C%�#0P"��์
O%0ค/2!N2?P"��อ�"2QหO!?ค/2!�1�N��!2�">P��@Q� P�"�2#0@�12�?Qอ2�#>N#>P!P�"�CO#1�อ�Bญ2�/ ห#AอN�็�R��2!
N�APอ�R��อ�ห�N/"�2��O2�1��CO%�%>� 1��์"2N!APอ!?�2#อ�Bญ2��0N�?"��O2#1�"2 ห#AอN�็��2#�O2N�>��2#0@�12
N�>P!N�>!�2!�#0�20�?PN�?P"/�Oอ��1�2�2��2#�์�>N01�OR�O 
  P�" 2"Q�O���2#�1��2#ค/2!N2?P"�ค/##0�B�Oอ!C%�2!�?P�#2��Q��2#2��O2�%N2��?Q �#Oอ!�1Q�O��
Pค#�#N2��2#0@�12�?P�O2ห��R/OQ� 2ค��/�#N/!�O/" 

�APอ�@/0@�1@ (study 
short name and title),  
2"@%>O%�@/0@�1@ 
(planned, on-going) 

/?!"B'/>2�ค์
�อ��@/0@�1@ 
(Objectives) 

'/>N O%'/>2>#$>(ล
#?P!Oอ�0@�1@N*>P-N!>-

(Efficacy 
uncertainties 
addressed) 

�@/'/>N->%(ล
�>��//- 

(milestones for 
evaluation of the 

activities) 

/?%#?P2>Q%2B 
�@/0@�1@ 

(Due date) 

/?%#?P�ํ@ห% 
.AP%/@.�@%
(ล�@/0@�1@
OหOO�N NRA 

�2#0@�12�2��O2��#02>��>�%�?PN�็�N�APอ�R�Q��2#อ�Bญ2��0N�?"��O2#1�"2 (Efficacy studies which are conditions of the 
marketing authorization)  
      

      

�2#0@�12�2��#02>��>�%�?P!?ค/2!�O2N�20�1��#>���อ��2#อ�Bญ2��0N�?"��O2#1�"2O�����>ห#AอO��!?N�APอ�R� 2"Q�O2�2��2#�์
�>N01 (Efficacy studies which are Specific Obligations in the context of a conditional marketing authorisation or 
a marketing authorisation under exceptional circumstances) 
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ห?/�Oอ#?P 5 -@!/�@/ล ค/@-N2?P.�  
  �2#�1��O2O��%�ค/2!N2?P"�N�็��2#�O2ห��!2�#�2#ค/2!�%อ� 1"N�APอ%�ค/2!N2?P"��อ�"2 �CO#1�
อ�Bญ2��Oอ�#0�BO��N�APอ%�ห#Aอค/�คB!ค/2!N2?P"��?P���@P�R�OO�Nค/2!N2?P"��?P#0�BR�O�1�N���?P2O2ค1ญ 
(important identified risks) ค/2!N2?P"��?P!?Pอ�22N�>��@Q��?P2O2ค1ญ (important potential risks) O%0�Oอ!C%
2O2ค1ญ�?P�2�ห2"R� (important missing information) P�"�Oอ�!?O��%�ค/2!N2?P"��?P�O2N�>��2#อ"CNห#Aอ�O2
�#0�O2 (routine actions) O%0ห2��O2N�็��Oอ��O2ห��O��%�ค/2!N2?P"�N�>P!N�>! (additional actions) �1�
�1/อ"N2� �NอR��?Q  
  (1) O��%�ค/2!N2?P"��?P�O2N�>��2#อ"CN (routine minimization plan) N�N� 2APอ22#ค/2!N2?P"��N2�
Nอ�22#�O2�1�"2 (package insert) �1��O2Nอ�22#�Oอ!C%�%>� 1��์ (summary of product characteristics) 
�1��O2คO2O�0�O2�2#Q�O"22O2ห#1��CO�N/" (drug guide for patients) O%0�2#ค/�คB!ค/2!ค��1/O%0หN/�P�N
ค/2!N"O� (stability and cold chain) �>��##!%�ค/2!N2?P"��?P�O2N�>��2#อ"CNห#Aอ�O2�#0�O2 N�N� �1��O2
Nอ�22#�O2�1�"2 (package insert) �2#ค/�คB!ค/2!ค��1/O%0หN/�P�Nค/2!N"O� (stability and cold chain) 
 (2) O��%�ค/2!N2?P"�N�>P!N�>! (additional minimization plan) N�N� �1��O2คCN!Aอ�2#21P�Q�O"22O2ห#1�
O��"์ (drug guide for physicians) �O2ห��N�APอ�R��2#Q�O"2 (establishment of conditions of the 
drug use) � 2 # �@Q � � 0 N �? " �O�� "์  ( registration of physicians who can use the drug) O%0� 2 #
%��0N�?"��CO�N/" (patient registries) 

�APอ�>��//- N�N% �@/'/>N->%(ล�>��//- (milestones for evaluation of 
the activities) 

2"@%> ํ@N%>%�@/ 

1. �2#%��0N�?"��CO�N/" (patient 
registries) 

  

2.   
3.   
4. อAP� N   

 
ห?/�Oอ#?P 6 2/B'O(%�@/�? �@/ค/@-N2?P.�  

ค/@-N2?P.�!@- safety 
specification 

O(%N)O@/>/?�ค/@-'ลอ ,?. O(%ล ห/Aอค/&คB-ค/@-N2?P.� 

1. 1. �>��##!N�O2#0/1��?P�O2N�>��2#อ"CN/�O2
�#0�O2 
2. �>��##!N�O2#0/1��?P�O2N�>��2#N�>P!N�>! 

1. �>��##!%�ค/2!N2?P"��?P�O2N�>��2#อ"CN/�O2�#0�O2 
2. �>��##!%�ค/2!N2?P"�N�>P!N�>! 
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ห?/�Oอ#?P 7 ,@ค(%/� 
  O2�� Educational materials ห#AอNอ�22#/Nค#APอ�!AออAP��?PQ�OQ��2#�1��2#ค/2!N2?P"� �?P�0�ออ�B!1�>
R��#Oอ!�1�O���2#�1��2#ค/2!N2?P"� N�N� คCN!Aอ�2#Q�O"22O2ห#1��Bค%2�#�2��2#O��"์ คCN!Aอ�2#�2!"2  2�
/>�>�10�์2O2ห#1�QหOค/2!#CO�1��CO�N/"�?PR�O#1�"2 
  Q��#�?�?P!?�2#�1��O2O���2#�1��2#ค/2!N2?P"��อ�"2Q��#0N�0�O��2� 22!2#��1��O2O���2#
�1��2#ค/2!N2?P"�22!2#�อO2�อ>�O���2#�1��2#ค/2!N2?P"��1��%N2/ P�"R!N�Oอ��1��O2Qห!N อ"N2�R#�O�2!ค/#!?
�2#2#B� O���?P�0�O2N�>��2#Q��#0N�0R�" QหO�1�N�� /N2�0�O2N�>��2#อ0R#�O2� ห%1��2�!?�2#อ�B!1�> RMP 
O%O/ �CO#1�อ�Bญ2��Oอ��>��2!O%0���/� RMP �?P�1��O2�@Q�N�็�#0"0�2!�Oอ!C%ค/2!N2?P"�Qห!N�?P�� N�N� �2#
N�>P!�Oอ!C%ค/2!N2?P"�Q� safety specification N�APอ��2��� new adverse reactions �2��2#N�O��Oอ!C%
ห#Aอ���Oอ!C%Qห!N�2��2#2O2#/�ห#Aอ�2#0@�12 O%0อ2��Oอ��#1��#B�O��N�O2#0/1�ค/2!�%อ� 1" 
(pharmacovigilance plan) O%0!2�#�2#%�ค/2!N2?P"� (risk minimization measures) QหO2อ�ค%Oอ��1�
�Oอ!C%Qห!N�?P�� �@P�N�็�/��#�อ��2#�1��O2 RMP 
   �อ��2��?Q Q��#�?�?P!?�2#O�OR�N�%?P"�O�%��#0�/��2#�%>�"2ห#Aอ/>�?�2#Q�O"2�?P!?Pอ�222N�
�%�#0���Nอ�#0N�O��2��O2�ค/2!�%อ� 1"ห#Aอ�#02>��>�%�อ�"2อ"N2�!?�1"2O2ค1ญ �CO#1�อ�Bญ2��Oอ�
�O2N�>��2#���/� RMP O%0�#1��#B� RMP Qห!Nห2��O2N�็� P�"�CO#1�อ�Bญ2��Oอ��O2N2�อ RMP �?P!?�2#
�#1��#B�N�็��?PN#?"�#Oอ"O%O/ (updated RMP) QหO�1�2O2�1��2�ค�0�##!�2#อ2ห2#O%0"2N�APอ�>�2#�2�Nอ�
�O2N�>��2#�B�ค#1Q� 
 Q��2#�1��O2O���2#�1��2#ค/2!N2?P"��อ�"2 QหO�1��O2�2!O��Q� 2ค��/� �1��?Q 
 1. "2Qห!Nห#Aอ"2�?//1��BQห!N QหOQ�OO���อ#์!�2! 2ค��/� 1 Q��#�?�?P�#0N�0�O��2�!?O���2#
�1��2#ค/2!N2?P"�อ"CNO%O/  (core RMP) �CO#1�อ�Bญ2�22!2#�Q�OO���อ#์!O��"NอN�APอQหON�็� RMP �อ�
�#0N�0R�" O%O/O�� core RMP �อ��#0N�0�O��2��#0�อ�!2�O/" �2! 2ค��/� 2 
 2. �#�?"222!1ญ ห#Aอ"22O2ห#1�21�/์ QหOQ�OO���อ#์!�2! 2ค��/� 2  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



8 

,@ค(%/� 1 O&&+อ/์-O(%�@/�? �@/ค/@-N2?P.��อ�.@Oห-Nห/Aอ.@�?//?!"BOห-N  
�&?&#?P ........... /?% N Aอ% '�ี����.�� 

1. �Oอ-Cล#?P/P'�อ�(ล>!,?��์  
1. �APอ�2#คO2 (brand name)  
2. �APอ22!1ญ�อ�"2 (active substance), ��2�"2 (strength). 
#C�O��"2 (dosage form) 

 

 
2. คB�ล?�1�> O@%ค/@-'ลอ ,?.  
    2.1 #0�2�/>�"2�อ��Oอ�N�Q�OO%0�%BN!�#0�2�#N�O2ห!2"  
อB�1�>�2#�์ (Incidence)  
ค/2!�B� (Prevalence)  
�Oอ!C%�#0�2�#Q��Oอ�N�Q�O � อ2"B, N�0, N�AQอ�2�>, �ั��1"N2?P"�Q��2#N�>�P#ค 
(Demographics of the population in the <authorised> <proposed> 
indication � age, gender, ethnic origin, and risk factors for the 
disease) 

 

�##!�2�>�อ�P#ค�?PN�็��Oอ�N�Q�O#/!�@�ค/2!#B�O#��อ�P#คO%0�2#N�O��N/" 
(Natural history of the indicated condition including mortality and 
morbidity) 

 

อ2�2##N/!ห#AอP#ค#N/!�?P2O2ค1ญ (Important co-morbidities)  

 
    2.2 �2##0�Bค/2!�%อ� 1"�2��2#0@�12�?PR!NQ�N�2�ค%>�>� 
          2.2.1 �>1/>�"2 (toxicity) 
*>1/>#.@ (toxicity)  Nห!B(ลห/Aอหล?��@%#?P&N��?Q

"@�ค/@-N'็%*>1 ?��ลN@/ 
�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

    
    
    
    

          2.2.2 N 21�/>�"2ค/2!�%อ� 1"�1P/R� (general safety pharmacology) 
N,2?�/>#.@ค/@-'ลอ ,?.#?P/P' 
(general safety pharmacology)  

Nห!B(ลห/Aอหล?��@%#?P&N��?Q
"@�ค/@-N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

    
    
    

          2.2.3 ��>�>#>"2�อ�"2 (drug interactions) 
'�>�>/>.@�อ�.@ (drug 
interactions) 

Nห!B(ลห/Aอหล?��@%#?P&N��?Q
"@�ค/@-N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 
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          2.2.4 �Oอ!C%�>1/>�"2อAP� N �?PN�?P"/�Oอ� (other toxicity-related information or data) 
�Oอ-Cล*>1/>#.@อAP% N #?PN�?P./�Oอ� 
(other toxicity-related 
information or data)  

Nห!B(ลห/Aอหล?��@%#?P&N��?Q
"@�ค/@-N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

    
    
    

 
    2.3 �Oอ!C%�2#R�O#1�"2Q��2#0@�12�2�ค%>�>� (Clinical trial exposure)  
          2.3.1 #0"0N/%2�?PR�O#1�"2 

�Oอ-Cล//-�@/O�O.@O%#B��Oอ&N�O�O  
/>.>N/ล@#?PP O/?&.@  �ํ@%/%(CO'N/. (Patients) Person time 
N�N� <1  N�Aอ�   
1 �@� <3 N�Aอ�   
3 �@� <6 N�Aอ�   
≥6 N�Aอ�N�็��O�     
#/! person time  
 
�Oอ&N�O�O .....  
/>.>N/ล@#?PP O/?&.@  �ํ@%/%(CO'N/. (Patients) Person time 
N�N� <1  N�Aอ�   
1 �@� <3 N�Aอ�   
3 �@� <6 N�Aอ�   
≥6 N�Aอ�N�็��O�     
#/! person time 2O2ห#1��Oอ�N�Q�O ...  

          2.3.2 �Oอ!C%�2#R�O#1�"2O"��2!�N/�อ2"BO%0N�0  

�N/�อ@.B  �ํ@%/%(CO'N/. (Patients) Person time 
N*0�@. N*0หญ>� N*0�@. N*0หญ>� 

�2#�O#�N�>� (0 � 1 �ี)     
N�O�N%O� (2 - 11 �ี)     
/1"#BN� ( 12 - 17 �ี)     
�COQหญN (18 - 64 �ี)     
�CO2C�อ2"B 
- 65-74 �ี 
- 75-84 �ี 
- 85 + �ี 

    

#/!     
 
�Oอ��N�Q�O ... 
�N/�อ@.B �ํ@%/%(CO'N/. (Patients) Person time 

N*0�@. N*0หญ>� N*0�@. N*0หญ>� 
�N/�อ2"B 1     
�N/�อ2"B 2 N�N��1�     
#/!     
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    2.4 �%BN!�#0�2�#�?PR!NR�O�O2�2#0@�12�2�ค%>�>� 
          �Oอ!C%�2#Q�O"2Q��%BN!�#0�2�#�?PR!NR�Oอ"CNQ��2#0@�12/>�1"�2�ค%>�>� 

'/>N,#�อ��ลBN-'/>�@�/ �ํ@%/%(COP O/?&.@ 
(�ํ@%/%(CO'N/.//-Oล>/ห/Aอ person-time) 

Pregnant women  
Breastfeeding women 
Patients with relevant comorbidities: 
- Patients with hepatic impairment 
- Patients with renal impairment 
- Patients with other relevant co-morbidity such as 
cardiovascular disease or immunocompromised patients  
- Patients with a disease severity different from inclusion criteria 
in clinical trials. 
- Immuno-compromised patients 

 

Population with relevant different ethnic origin  
Subpopulations carrying known and relevant genetic 
polymorphisms 

 

อAP� N   

 
    2.5 �#02��2#�์�2#Q�O"2ห%1�R�O#1�อ�Bญ2�  
          2.5.1 �Oอ!C%�2#Q�O"2ห%1�R�O#1�อ�Bญ2�O"��2!�Oอ�N�Q�O �N/�อ2"B O%0N�0 

�Oอ-Cล�@/O�O.@O%#B��Oอ&N�O�O �ํ@%/%(CO'N/. (Patients) Person time 
�N/�อ@.B N*0�@. N*0หญ>� N*0�@. N*0หญ>� 
.... �@� .... � ี     
#/!     
�Oอ&N�O�O .... �ํ@%/%(CO'N/. (Patients) Person time 
�N/�อ@.B  N*0�@. N*0หญ>� N*0�@. N*0หญ>� 
.... �@� .... � ี     
#/!     

          2.5.2 �Oอ!C%�2#Q�O"2ห%1�R�O#1�อ�Bญ2�O"��2!�Oอ�N�Q�OO%0�#0N�0 

�Oอ&N�O�O .... �ํ@%/%(CO'N/. (Patients) Packs ห/Aอ person years 
�#0N�0 1   
�#0N�0 2   
�#0N�0 ....   

 
    2.6 �Oอ�O2ห��N�>P!N�>!Q��2##0�Bค/2!N2?P"�      
          �#�?�?P�Oอ�!?�2#�O2N�>��2#N�>P!N�>!�2!�#0�20�?PN�?P"/�Oอ� 
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    2.7 ค/2!N2?P"��2��2#Q�O"2O%0ค/2!N2?P"��?Pอ2�N�>��@Q��2��2#Q�O"2 
          2.7.1 ค/2!N2?P"��?P#0�BR�O�?P2O2ค1ญ (important identified risks) 
ค/@-N2?P.�#?P/>&BP O#?P2ํ@ค?ญ 
(important identified risks)  

Nห!B(ลห/Aอหล?��@%#?P&N��?Q
"@�ค/@-N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

1.    
2.    
3.    

          2.7.2 ค/2!N2?P"��?Pอ2�N�>��@Q��?P2O2ค1ญ (important potential risks) 
ค/@-N2?P.�#?Pอ@�N�> �@Q%#?P2ํ@ค?ญ 
(important potential risks)  

Nห!B(ลห/Aอหล?��@%#?P&N��?Q
"@�ค/@-N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

1.    
2.    
3.    

          2.7.3 �Oอ!C%2O2ค1ญ�?P�2�ห2"R� (important missing information)   
�Oอ-Cล2ํ@ค?ญ#?P�@ ห@.P' (important 
missing information)  

Nห!B(ลห/Aอหล?��@%#?P&N��?Q
"@�ค/@-N2?P.� ?��ลN@/ 

�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

1.    
2.     
3.     

 
    2.8 2#B��Oอ�1�/%�O2�ค/2!N2?P"�  
  Q��#�?�?P�#>11�Q�O RMP �อ��N2��#0N�0 22!2#�อO2�อ>�#2"%0Nอ?"� 2.1 � 2.7 R�OP�"R!N
�O2N�็��Oอ��#อ�#2"%0Nอ?"��1��%N2/ O�N�O2N�็��0�Oอ�2#B��2#�O2N�>��2#�อ��#0N�0R�"R/OQ� 2.8 O�� 
'/>N O%�Oอ�?�/ล Nห!B(ลห/Aอหล?��@%#?P&N��?Q"@�ค/@-

N2?P.� ?��ลN@/ 
�>��//-N)O@/>/?�ค/@-
'ลอ ,?.Oล>Nห!B(ล 

�>��//-ล ห/Aอค/&คB-
ค/@-N2?P.� Oล>Nห!B(ล 

    
    

 
3. O(%�@/N)O@/>/?�ค/@-'ลอ ,?.�@��@/O�O.@    
    3.1 �>��##!N�O2#0/1�ค/2!�%อ� 1"�?P�O2N�>��2#อ"CNห#Aอ�O2�#0�O2 (routine pharmacovigilance activities)  
�>��//-N)O@/>/?�#?P ํ@N%>%�@/อ.CNห/Aอ#ํ@'/>�ํ@ N�N% 

1.  
2.  
3.   

 
    3.2 �>��##!N�O2#0/1�ค/2!�%อ� 1"N�>P!N�>! (additional pharmacovigilance activities)  
�>��//-N)O@/>/?�ค/@-
'ลอ ,?.N*>P-N!>- N�N% 

N'O@ห-@. 
(milestones 
for the number of 
cases/Target  
number of cases) 

�@/'/>N->%(ล�>��//- 
(milestones for 
evaluation of the 
activities) 

2"@%>
 ํ@N%>%�@/ 

/?%#?Pค/&�ํ@ห% 
O%�@//@.�@%(ล

1.     
2.      
3.     
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4. O(%�@/0@�1@'/>2>#$>,@*.@หล?�ออ�2CN!ล@  

�APอ�@/0@�1@ (study short 
name and title),  
2"@%>O%�@/0@�1@ (planned, 
on-going) 

/?!"B'/>2�ค์�อ�
�@/0@�1@ 

(Objectives) 

'/>N O%'/>2>#$>(ล#?P
!Oอ�0@�1@N*>P-N!>- 

(Efficacy uncertainties 
addressed) 

�@/'/>N->%(ล
�>��//- 

(milestones for 
evaluation of 
the activities) 

/?%#?P2>Q%2B 
�@/0@�1@ 

(Due date) 

�2#0@�12�2��O2��#02>��>�%�?PN�็�N�APอ�R�Q��2#อ�Bญ2��0N�?"��O2#1�"2 (Efficacy studies which are conditions of 
the marketing authorization)  
     

�2#0@�12�2��#02>��>�%�?P!?ค/2!�O2N�20�1��#>���อ��2#อ�Bญ2��0N�?"��O2#1�"2O�����>ห#AอO��!?N�APอ�R� 2"Q�O
2�2��2#�์�>N01 (Efficacy studies which are Specific Obligations in the context of a conditional marketing 
authorisation or a marketing authorisation under exceptional circumstances) 
     

 
5. -@!/�@/ล ค/@-N2?P.� 
    5.1 O��%�ค/2!N2?P"��?P�O2N�>��2#อ"CN (routine minimization plan)  
�>��//-ล ค/@-N2?P.�#?P ํ@N%>%�@/อ.CNห/Aอ#ํ@'/>�ํ@ N�N% 
1. �1��O2Nอ�22#�O2�1�"2 (package insert) 
2. �2#ค/�คB!ค/2!ค��1/O%0หN/�P�Nค/2!N"O� (stability and cold chain) 
3. อAP� N 

 
     5.2 O��%�ค/2!N2?P"�N�>P!N�>! (additional minimization plan)  
�APอ�>��//-  �@/'/>N->%(ล�>��//- (milestones for 

evaluation of the activities) 
2"@%> ํ@N%>%�@/ 

1.    
2. 
 

  

3. 
 

  

 
6. 2/B'O(%�@/�? �@/ค/@-N2?P.� 
ค/@-N2?P.�!@- safety 
specification 

O(%N)O@/>/?�ค/@-'ลอ ,?. O(%ล ห/Aอค/&คB-ค/@-N2?P.� 

1. 1.  �>��##!N�O2#0/1��?P�O2N�>��2#อ"CN/�O2
�#0�O2 

2.  �>��##!N�O2#0/1��?P�O2N�>��2#N�>P!N�>! 

1. �>��##!%�ค/2!N2?P"��?P�O2N�>��2#อ"CN/�O2
�#0�O2 
2. �>��##!%�ค/2!N2?P"�N�>P!N�>! 

2. 
 

1. 
2. 

1. 
2. 

3. 1. 
2. 

1. 
2. 
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7. ,@ค(%/� 
  O2�� Educational materials ห#AอNอ�22#/Nค#APอ�!AออAP��?PQ�OQ��2#�1��2#ค/2!N2?P"� �?P�0�ออ�B!1�>
R��#Oอ!�1�O���2#�1��2#ค/2!N2?P"� N�N� คCN!Aอ�2#Q�O"22O2ห#1��Bค%2�#�2��2#O��"์ คCN!Aอ�2#�2!"2  2�
/>�>�10�์2O2ห#1�QหOค/2!#CO�1��CO�N/"�?PR�O#1�"2 
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,@ค(%/� 2 O&&+อ/์-O(%�@/�? �@/ค/@-N2?P.��อ�.@2@-?ญ .@2@ํห/?&2?!/์  
Oล>.@Oห-N/.@�?//?!"BOห-N#?P'/>N#0!O%#@�-?O(%�@/�? �@/ค/@-N2?P.�อ.CNOลO/  (core RMP)  

�&?&#?P ........... /?% N Aอ% '�ี����.�� 
 

1. �Oอ-Cล#?P/P'�อ�(ล>!,?��์  
1. �APอ�2#คO2 (brand name)  
2. �APอ22!1ญ�อ�"2 (active substance), ��2�"2 (strength). 
#C�O��"2 (dosage form) 

 

3. �CO#1�อ�Bญ2��%>�/�O2ห#Aอ21P�"2  

 
2. 2/B'O(%�@/�? �@/ค/@-N2?P.� 
ค/@-N2?P.�#?P2ํ@ค?ญ Nห!B(ลห/Aอหล?��@%#?P&N��?Q"@�

ค/@-N2?P.� ?��ลN@/ 
O(%N)O@/>/?�ค/@-'ลอ ,?./

�@/0@�1@'/>2>#$>(ล 
O(%ล ห/Aอค/&คB-ค/@-N2?P.� 

Important identified risks 
1.  1.  �>��##!N�O2#0/1��?P

�O2N�>��2#อ"CN/�O2�#0�O2 
2.  �>��##!N�O2#0/1��?P

�O2N�>��2#N�>P!N�>! 

1. �>��##!%�ค/2!N2?P"��?P
�O2N�>��2#อ"CN/�O2�#0�O2 

2. �>��##!%�ค/2!N2?P"�N�>P!N�>!

2. 
 

 1. 
 
2. 

1. 
 
2. 

Important potential risks 
1.  1.  �>��##!N�O2#0/1��?P

�O2N�>��2#อ"CN/�O2�#0�O2 
2.  �>��##!N�O2#0/1��?P
�O2N�>��2#N�>P!N�>! 
- /1��?PN2#O�2>Q� 
- /1��?P#2"�2� อ". 

1. �>��##!%�ค/2!N2?P"��?P
�O2N�>��2#อ"CN/�O2�#0�O2 

2. �>��##!%�ค/2!N2?P"�N�>P!N�>! 
- /1��?PN#>P! 
-  

2.  1. 
2. 

1. 
2. 

Missing information 
1.  1.  �>��##!N�O2#0/1��?P

�O2N�>��2#อ"CN/�O2�#0�O2 
2.  �>��##!N�O2#0/1��?P
�O2N�>��2#N�>P!N�>! 

1. �>��##!%�ค/2!N2?P"��?P
�O2N�>��2#อ"CN/�O2�#0�O2 

2. �>��##!%�ค/2!N2?P"�N�>P!N�>!

2. 
 

 1. 
 
2. 

1. 
 
2. 

Post-authorisation development plan 
1.  - /1��?PN2#O�2>Q� 

- /1��?P#2"�2� อ". 
 

2.    



15 

ห!2"Nห�B: �#0N�O��Oอ�1�/% ห!2"�@� �#0N�O�ค/2!N2?P"��?PN�>��@Q��2��2#Q�O"2 N�N� อ2�2#R!N�@��#02�ค์�?P
��Q��2#0@�12�?PR!NQ�N�2�ค%>�>� �2#0@�12�2�ค%>�>� �2#0@�12�2�#0�2�/>�"2 ห#AอNห�B�2#�์R!N�@�
�#02�ค์�?PR�O�2�#2"�2�O�� spontaneous report ห%1��%>� 1��์"2ออ�2CN�%2� #/!�@��Oอ�1�/%�O2�
คB� 2��?PN�?P"/�Oอ��1��#02>��> 2�O%0ค/2!�%อ� 1" (Quality related safety/efficacy concerns) 
 
3. ,@ค(%/�  
  O2�� Educational materials ห#AอNอ�22#/Nค#APอ�!AออAP��?PQ�OQ��2#�1��2#ค/2!N2?P"� �?P�0�ออ�B!1�>
R��#Oอ!�1�O���2#�1��2#ค/2!N2?P"� N�N� คCN!Aอ�2#Q�O"22O2ห#1��Bค%2�#�2��2#O��"์ คCN!Aอ�2#�2!"2  2�
/>�>�10�์2O2ห#1�QหOค/2!#CO�1��CO�N/"�?PR�O#1�"2  
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