Q2(R2)/ Q14
SHTERR/ RN T—a i E

%39[@ ICHENERE S
TR30%F12A14H

S ILUATEE
Q2(R2)/Q14 EWG T R—A2— (E L FH)




Q2(R2)H LUV Q14D BERE
(Assembly meeting&#l KU R¥. REIZBAXRGEER)

Q2(R1) revision includes validation principles that cover
analytical use of spectroscopic data some of which often
require multivariate statistical analyses. The guideline will
continue to provide a general framework applicable to
products mostly in the scope of Q6A and Q6B.

Q14 is to provide the principles relating to the description
of Analytical Procedure Development process. Applying
this guideline will improve regulatory communication
between industry and regulators and facilitate more
efficient approval as well as post-approval change.
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