W5 TR 2025 FEH 5 4 13

Journal of Chemistry and Chemical Research https://jccr.oajrc.org/
FHFREHIFIXBEIZS% (CPP) M ZMmIMNIR SRR

R AR
R REHL (KY) A8 #AdKY

[FHZE])] AT 44 FEN M EEZNEALHANTX, BINREE L ERRAEY RSB RIESER
HRAKR. ALBEETH4AXEITZA% (CPP) , RASHTARE, B E. FIREIRE ) =45
B &5 F s Sb M e LS A G b dl . BRI BERESAT, WITE SRR EEAEE, FREK
W REARS = ST —H . FREAN, SEBARELRIEARRPREKE AT = B hIZ 0, LI HFR
B BIERE, A AT AR R 6 ki & R IR EAE K L HF.

[EIA) % Fardt; RRBIEARK; FRIN; Link; MARE

[WisBHA) 2025 %5 A 16 B [HFIBHA) 2025 %6 A 21 B [DOI] 10.12208/j.jccr.20250026

Research on the influence of key process parameters (CPP) of lyophilized powder injection on product

appearance and redispersibility

Zuobo Wu

Hunan Sailong Pharmaceutical (Changsha) Co., Ltd, Changsha, Hunan

[ Abstract] As an important form of biological preparations, the appearance quality and redispersibility of
lyophilized powder injections directly affect the stability and clinical application effect of products. This paper focuses on
the key process parameters (CPP) of lyophilized powder injections, systematically analyzing the influence mechanisms of
factors such as pre-freezing rate, sublimation temperature, drying time, and pressure control on the appearance structure
and redispersion time of products. Through experimental design and data analysis, the optimal control ranges of each
parameter are discussed, and optimization schemes are proposed to improve product quality consistency. The study shows
that reasonable regulation of key process parameters can not only improve the physical appearance of lyophilized products
but also significantly enhance redispersion efficiency, providing a theoretical basis and technical support for the industrial
production of lyophilized powder injections.
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