766 2020 7 34 7

FMEA

Fgrs! FEY (LA, KB 030031; 2. fvE £ 28 e R, e

102629 )

FLJAFMEA % 3t 25 o 46 3o it 42 09 WU 34T 547 WM ESMEAN, HSBAE, &
SIESARE . R OM R HBEXF OIS L AR R ERE, B A AE, HIENE, HER
et b T B, AT BAERT100 5 NRE S, BE AT, KIE BB RPNR
F 15089 AN K ZAEX,, A2 R R 69 K A X AR B R F 69 T X 2 Bk, FMEA% T A T2
Rt RN Ao e 2, RBA AR T Rl PR R F AT

RHHER G Hranhr; Resh; Hoiblh; KeE R

R917 A
doi:10.16153/.1002-7777.2020.07.006

1002-7777(2020)07-0766-10

Application of FMEA Method in the Risk Analysis of Drug Inspection Process
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Abstract

using the following steps, such as establishing analysis team, decomposing process, establishing scoring criteria,

Objective: The risk of drug inspection process was analyzed by FMEA method. Methods: By

identifying and analyzing failure modes, analyzing and evaluating the severity of each failure mode, estimating
the occurrence degree, determining the detection degree, and calculating the number of risk priority number,
more than 100 risk points in drug inspection process were analyzed quantitatively. Results: Through the analysis
process, it was found that there were 9 failure modes with RPN score greater than 150 in a drug inspection agency,
and that different preventive or corrective measures were proposed for different failure modes. Conclusion:
FMEA could be used for risk analysis and management in drug inspection process, and could effectively improve
the risk management ability in drug inspection.
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