Chinese Journal of New Drugs 2021,30(10)

- EMSHITRAK -

1 —2
Z .%F =

(1 BXA & EEEE TP, AL 1000222 #EHE & E R ET KPR AT TS, k3T 100038)

an
\Qt(:#
En

[(WE] AXHP T ERIEGNBHATTH - S AR ERT ETGDTRFELN T ERIET E
FAWFANARK, 2 H THEENLERRZN FRETEGNERTHE,
[R§R] A7 & il B

[HE4SES] RIS [mkfrERD] A [XEHE] 1003 —3734(2021)10 - 0902 - 03

Some opinions about analytical method validation
in drug research and development

LI Fei', LI Yun®
(1 Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China;2 Zhongguancun
Outpatient Department, Central Medical District of Chinese PLA General Hospital, Beijing 100038, China)

[ Abstract |

many problems and misunderstandings about method validation in drug research and development, and gave some

This article explained the purpose of analytical method validation, pointed out that there are

opinions and suggestions according to the authors’ experience, expecting for higher demand from the regulatory

authorities.
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