2019 2 33 2 177

T 2E 4, BT (hEZR KR EPRIE 2R, HR 211198)

WA LT HTHAAFNETELS DL HHRILLE S RNEFTHEIAHRH, IRFL

P B A AT AE % MR EFHETHAANEE ST RTAREENL, RERATHBLILE T
57 HFTHAARNETHE SR A T, BESMTNEHARALREZL, BELEFTHTHA
AN E TR E T PRIES R R 20— 4 9| #5k hidgmE R, migAid ., ERiedt

Pk ERAR S, EFHTHAAETES R TR TR, RRERFSHFRLE, 2
HAFARBA—HRLLEOREETHE; X2 ORERZGERERE IR T ITZHE@REWN N, EL
PERBELABF T TR LT THERARETHER,

EAHT; Rk RESE; RER TR Rd

R95 A 1002-7777(2019)02-0177-05
doi:10.16153/j.1002-7777.2019.02.010

Analysis of Quality Management of Drug Contract Manufacturing in Marketing
Authorization Holder System
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Abstract Objective: To explore the effective measures for quality management of drug contract manufacturing
of non-production enterprises in the marketing authorization holder (MAH) system and to provide references for
R&D institutions and researchers. Methods: The background and progress of the MAH system were elaborated,
and the differences between the current drug contract manufacturing and that under MAH system were compared.
Through the analysis of current situation and shortcomings of the former, a series of measures that can ensure
the quality of drugs in contract manufacturing of the MAH system were proposed. Results and Conclusion: In
addition to careful inspection, more communications and employing full-time personnel in contract manufacturing
companies, MAH could carry out overall quality management of the contract manufacturing process by using
the Total Quality Management integrated with multiple methods such as quality by design, risk management
and so on. A comprehensive quality system model was designed to help both parties establish detailed quality
agreements. The role of Total Quality Management in MAH system should be fully utilized.
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