¢ 34 Chinese Traditional and Herbal Drugs 35 49 % 25 12 # 2018 £ 6 A « 2729 -

- FibheRik .
CTEMREEHE. WKE5E

A4, ZE#, mg

1. EREMAHEEEELR AREHEiFhe, b 100022
2. EH KR, EHRERRES S, i 201203

. s TR A T2 R A, R R 2 A P T2 A R A B s, PR R 2 R A e T2 IR,
ST A R T AR R A, AR 2R T AR A A AR S . YN H R R AR AR = T2 AR s A P sk
THBNTTIERRE, Arr A7 LA AR M B R . BUGE TRl AR H R0, S 30 R s i 47 1
2T WA 7 AN DUE R rh 20 A 7= 2 AR AR R, S RF A T 2R A A 7 L2 AR SRR ER . Bt 2R A
Pt A 7/ = 8 Y YAy 5 7 2 o R RS NS 2 Y 0 T R WA ) 01 W ik w20 o e Wl et 7 S S SN S D3
Hh 24 500 5 R — R .

KRR AW A T2, THEER, RESRE: K]

HPESZES: R283.3 kPR SRS: A MEHS: 0253 -2670(2018)12 - 2729 - 06

DOI: 10.7501/j.issn.0253-2670.2018.12.001

History, research status, and thinking on management of production process
changes of Chinese materia medica preparations
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Abstract: To analyze the characteristics and reasons of production process changes of Chinese materia medica (CMM) preparations,
study the history and research status on production process changes of CMM preparations, and provide reference for the management of
production process changes of CMM preparations. It is considered that there is no effective solution for the management of production
process changes of CMM preparations in the current status, so manufacturing companies take a wait-and-see attitude toward these
changes. It is suggested that we should apply the risk-based approach and more flexible regulation pattern on production process
changes to substitute the present regulatory method, at the same time, improve the technical requirements of production process
changes according with the preparations characteristics and development of CMM preparations, and encourage marketing
authorization holder to carry out research on the quality uniformity of products to manage the production process changes of CMM
preparations, thereby promoting more scientific and rational on production process changes and ensuring the uniformity and stability of
CMM preparations.
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