Chinese Journal of New Drugs 2021,30(10)

\\ ot 2 43 1T 5 AR 7 25 2 0 5 O R

ARSCHE R, B 04T TR
(1 #EA &G & EH R, LA 102629; 2 LA ( L) AR, Lk 201405)

[(HE] EFRAMABEZHE(CM) P PR BLITL2EREENER L, THEME B FERANEE
KEWTHRE CETKERAGYFEEHNRAET G, MEHEE X’f‘“ﬁﬂ#’]E%‘kh/’ﬁ?iﬁ(/\ﬁkfhka#é
FRAL EAFILERN RSN EZREXARFERRTRBRRFALEIBRRAATRONG, TR H
ﬁi(PAT)Hﬁﬁﬁ%Ef%ﬂﬂLﬁ%‘JFun)ﬁ?ﬁ,TE&%'JJ&?J"]%&&Ef(ﬁﬁ@ﬁ,ﬂ\ﬁﬁ@?%%ﬁﬁ%ﬁﬁﬁ)ﬁnuﬁ"]iﬁ
BAT. EHRAEBNEUNEBGR M ERNR AR E LN A R R AR E T, SRR LT L 4.0 F4E 0 AL
BEFNRAAZERNER ., AXE N TAEINMBEAELHESFE T ZFNHEA XS RNRF R, LHE
TR LASBREEARTEAMTR TGN TR, AN FREF GV A TEESF N LT H A FH
£RE PAT A E .,

[REA] HZaowE; TR AW sb g 5 & K wk; Lot AT 8 L &R Tkt

[MESHES] RO27.11 [ XEIFED] A [X=HS] 1003 —3734(2021)10 —0937 - 10

The quality control strategy based on process analytical technology
in continuous manufacturing of solid dosage forms
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[ Abstract] Continuous manufacturing (CM) of solid dosage forms enables materials passing through inte-
grated dispensing system, saving operation time and reducing human errors, thus is developing into a preferred plat-
form for pharmaceutical products. European and American drug regulatory agencies have approved several commer-
cial CM solid dosage form drugs. The role of control strategy for CM is based on scientific framework to identify and
to reduce the risk of manufacturing variation. Process analysis technology ( PAT) monitoring methods can improve
product quality in real time, promote continuous improvement and innovation in manufacturing, and thus achieve
advanced process control and real-time release of products. The ultimate goal is to bring safer medicines to the mar-
ket more quickly and cost-effectively, as well as to achieve the digitalization and process analytics of pharmaceutical
4.0. This review article discussed the modeling and associated risk mitigation, advanced control strategies of PAT
in the implementation of CM processes for solid dosage form products, and the potential challenges of regulator’s ex-
pectations from industrial perspective. The current situation of new drug approvals and related PAT implementations
from international pharmaceutical companies were also illustrated and discussed.
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