2020 4 34 4 417

H— R, AW, X, BUNE, HE R (ESN R 2 ok PR R R S
B, P ER e, L 201203)

ANBHER DAL (WHO ) A 2h B A M £ E G FHNER R, R E D BEN
RETHIRAN R EE MFCGAIEE I F B G AR 2 EE RN B L, RAEZEEISO/
IEC 170254k 2 &K, S AL ZhEEREEEFTHRL, FANIE LRI TR L RN
T(HBAEFRTEREMAL) (GMP) WREERTL, MABHSMAENEN LT ELESHET
B, ATREGEZEHFREZRASSEFTAGREAL LELFERKEIE, &E 2 S
M EWF R F] R EEE ASCGMPH R EEEZE, REHEE, RAREETHERE, £ 5ARNL
ﬁﬁfﬁﬁ@ﬁMﬁ%%ﬁiﬁo

WHO; FikiE; #AY; BRRELHT

R927.11; R9S5 A 1002-7777(2020)04-0417-07
doi:10.16153/.1002-7777.2020.04.008

Requirements and Reflection on Quality Management of WHO Prequalified
Pharmaceutical Microbiology Laboratories

Fan Yiling, Qin Feng, Liu Hao, Gu Songging, Yang Meicheng’ (NMPA Key Laboratory for Testing Technology
of Pharmaceutical Microbiology, Shanghai Institute for Food and Drug Control, Shanghai 201203, China)

Abstract Objective: To improve and develop quality management of pharmaceutical testing in China by
introducing the prequalification requirements for pharmaceutical microbiology laboratories of World Health
organization (WHO). Methods: Based on the principles of quality management to be followed by prequalified
laboratories, by comparison with the requirements of ISO/IEC 17025 system of China, the shortcomings of quality
management of the pharmaceutical microbiology laboratories were analyzed. Results: Most of the prequalified
laboratories adopts the quality management concept of good manufacturing practice (GMP). There is huge
difference between the domestic microbiology laboratories and prequalified laboratories in the area of record
and data integrity, risk-based change control and deviation investigation, etc. Conclusion: The pharmaceutical
microbiology laboratories of China should learn from the quality management experience of GMP at home and
abroad, update concepts continuously, improve the quality management system, and ensure the reliability of test
data by risk assessment.
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