








GMP




GMP MRA)







Q1,Q2,Q3

QB6A

568 2001.5.1
(Step4:1999.10)

Q6B

571 20015.1
(Step4:1999.3)

Q5A,B,C,D

CTD/ Q (NCE)
(

Step4

* 2000.11

899
2001.6.21

2001.10.22

2002.7




(Module 2)

EU  Expert Report
FDA
(Module3

CTD Format Content
















cloly




CTD

GMP







Limited data at filing. QOGA







GMP
GMP







(Major), EU(Type )

M oder ate
EU Type B










