HEEE-

Pharmaceutical Administration

¥ %

China Pharmaceuticals

202245 A 5 H 31 &% oW
Vol. 31,No. 9,May 5,2022

doi:10.3969 / j.issn.1006 — 4931.2022.09.007

ETEXRGmimie G miniERS 50
AR B gk e s

(1. PEE&A S EFRKE, L 102629; 2. BEXA&EEFER, LK 100037)

ME:HN WRE RS, B RFE RS HE REBRS SR AR, 24 B R 25 Kbie iR R Bt A%
e ARER S @A B A TR AR R, PR SR R S A A X 1B 2 e AR ERR B AR E AR B ARF T
AR LHFRY A AT EGRERE AR RE RSk AR EZFF T @RI B R Siie 5 2 Snof 69 230
IV & S T AARALEL, H 9T T AR R 09 TARAZ R OB K 2 Se A b, 2014 £ 2019 R LA E IR &AL R HIR B 687 AN
Ao 2 AR RS B, U361 796 £43 852020 R4 61 ANt ey B RARESR FH A, 23 N A EMAR R H R E LS ANt
v SAr et 0 E AR AR S AN E NI AN E R Y S A R E R SR EARER LR, iRt A6, R
A EATEAT AR bR I 2 e L E R

KA B R Sabih s MEARE R ik R R BEHF

HESES RIS MXERAREAD A X E4HS:1006 — 4931(2022)09 - 0026 — 05
Improvement of Drug Standards Based on National Drug Sampling and Testing
LIU Wen' ,WANG Chong' ,FENG Lei' ,ZHU Jiong' ,HU Zengyao®
(1. National Institutes for Food and Drug Control,Beijing,China 102629; 2. National Medical Products Administration ,Beijing ,China 100037

Abstract: Objective
Methods

procedures and achievements of the exploratory research on national drug sampling and testing in assisting the improvement of drug

To strengthen the national drug sampling and testing and to assist in the improvement of drug standards.
According to the basic situation of national drug sampling and testing, the advantages, research content, working
standards were analyzed, and suggestions were put forward. Results The national drug sampling and testing had significant
advantages in terms of the system, sample and technology in assisting the improvement of drug standards. Research was carried

out on the limits setting, items setting, test methods and differences in registration standards of drug standards. A cooperation
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mechanism had been established between the administrative departments of national drug sampling and testing and drug standards,
and corresponding working procedures had been formulated. In the national drug sampling and testing, suggestions on the
improvement of drug standards for 687 varieties of drugs were put forward from 2014 to 2019 by the testing institutions through
the exploratory research, including 1 796 pieces of information. Suggestions on the improvement of national standards for 61
varieties of drugs, suggestions and opinions on the improvement of the registration standards for 23 varieties of drugs and the
import registration standards for five imported varieties of drugs were put forward in 2020. Conclusion It is suggested that the

national drug sampling and testing should set up special projects for the quality standards that need to be improved, strengthen

the recognition of advanced units, and timely report the drug quality risks found in the process of quality standard research.
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