ek 2020 4F 9 H 25 B 38 4547 5 MW
476 Journal of Pharmaceutical Practice, Vol. 38, No. 5, September 25, 2020

- HEEE -
ANAEBRENERBERHA/NMNIHRITIZEFONA

A AR, R

B CPE 2R E BRI 25 B B, V195 B AT, 211198)

[MHE] Br MESIRERA L0025/ NATF 5K, #Eir 2 2 e R S 8 PR R R BIIG, SRR AN
iz 7S TURS F BT B UGS B (DMAIC) I RT AT, a3k it (5 SCHR AN Sl i =X, L DMAIC A28, LR (i) Rkl
NIRRT 2 0B, A IERCR . 558  DMAIC AR Z W P AF B TNIE A . AR B T4 BT/ T A 4
HE I & 5L 3R B DG B R A O T A SRS, (RUE S0 5 (0 B St e e, ml e 82 Tolb AR = $R 5 SR 2 50 I
EEMHHRER, 458 DMAIC BRIT] LA S B NG AL H 2 | 54 A . B BT S A, (R &R T
BT (QbD) By L&, XiF [ Pa hil 24 /MR 58 A RAF I 5 %7 o

[k#iR] DMAIC BLHY; il 2; /N5

[FEZHES] RIS [CHiFRERE] A

[DOI] 10.12206/j.issn.1006-0111.201912161

[XEHS] 1006-0111(2020)05-0476-05

Application of six sigma quality improvement model in the laboratory research

of generic drugs
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[Abstract] Objective To improve laboratory research of generic drugs in Chinese pharmaceutical enterprises, avoid the
defects in the research process, and explore the feasibility of six sigma management (DMAIC) as improvement model in the process
of generic drugs laboratory research. Methods The effectiveness of DMAIC implementation was evaluated through the literature
search and case study of a generic API’s process with the DMAIC model. Results The DMAIC model was successfully applied in
this case. The model made laboratory research more reasonable, helped R&D personnel to pinpoint key quality attributes and
process parameters, etc., ensured the authenticity and completeness of experimental data, and provided valuable data for subsequent
industrial production as well as meeting registration requirements. Conclusion DMAIC model can solve the problems, such as
poor overall arrangement, poor connection with production, and irregular management. It embodied the idea of Quality by Design
(QbD) and can be used as good reference for domestic laboratory research of generic drugs.
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