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M E BN ATAEHRME SHERERTETETEEZGHEL RATS 6 R ERFE KARE LA BT 4N, HlsK
A R P RAENEIEARYE . ik R A B S AR LR KB 2022 -7 A—2024 F 12 AXRBEZ T EEBT AR RmRIR
BEX g AE TR B A, e R BTG R S R R AR IE, ARIERE N T EFMIAR, A 10~
20 mg/L fe SR ik Ar R BAMAARRIRGEYRRBRABE LR G REFNIGAF, £R, NHG, HALSAN 181 4 &4,
15 B AFE S R A 14.50(10. 64,19.78) mg/L, & T RAFLL4S 12.05(8.32,17.43) mg/L, £ FH %t F &L (P=0.003) ; &
W, LR E FE A R P AL S Ve AR A 119. 83% , 45 A8 T 80% ~ 125% 00 A F 2 M F| R AF AR B W, WA 2R EX4F R
(53.59% vs. 48.62% ,P=0.344) KH PR B &K A 5 (18.23% vs. 13.26% ,P=0.194) Z 4 R BB I F (2. 21% vs. 2.21%,
P=1.000)rbi, 2 3 LG FEL, S0 ERXPRTEEZHH AL RS AHFRMAAR, 2R EXFE L, FHa%
SRR AR ER - TAGRSERAARBEALASL PG RTAZETHENER—FE,
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Comparative Study on Blood Concentration and Safety of Vancomycin Generic Drugs versus
Original Drugs Based on Real-World Data*

LIN Lifen', LU Yangin', ZHENG Wenqi', CAO Chang', LIU Yuejin', CHEN Shu', PAN
Kunming'?, LI Xiaoyu'”*, LYU Qianzhou'? (1. Dept. of Pharmacy, Zhongshan Hospital, Fudan
University ( Xiamen Branch), Fujian Xiamen 361016, China; 2. Dept. of Pharmacy, Zhongshan
Hospital, Fudan University, Shanghai 200032, China)

ABSTRACT OBJECTIVE: To compare the blood concentration characteristics, target attainment rate and medication
safety of vancomycin generic drugs selected in the national centralized drug volume-based procurement with the original
drug based on real-world data, so as to provide an evidence-based basis for rational clinical medication. METHODS
A retrospective cohort study was conducted. The data of hospitalized patients who received vancomycin therapy and
underwent therapeutic drug monitoring at a hospital, from July 2022 to December 2024 were collected. Propensity
score matching was employed to balance baseline characteristics between the generic drug group and the original drug
group. The primary outcome measured was the steady-state trough concentration, while secondary outcomes included
the attainment rate of target blood concentration ( 10-20 mg/L ), the incidence of nephrotoxicity and the overall
incidence of adverse drug reactions. RESULTS: Following matching, each group comprised 181 patients. The steady-
state trough concentration of generic drug group [ 14.50 (10.64,19.78) mg/L] was significantly higher than that of
original drug group [ 12.05 (8.32,17.43)mg/L] (P =0.003). However, the ratio of median steady-state trough
concentrations between the two groups was 119.83%, which remained within the bioequivalence standard ( 80%-
125%). There were no statistically significant differences between the two groups regarding the target blood
concentration attainment rate (53.59% wvs. 48.62%, P =0.344), the incidence of nephrotoxicity ( 18.2% uws.
13.3%, P=0.194) and the rate of adverse drug reactions (2.21% vs. 2.21%, P=1.000). CONCLUSIONS: The
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vancomycin generic drug selected in centralized volume-based procurement meets the bioequivalence standard with the

original drug. The blood concentration attainment, renal safety and overall medication safety of the two formulations are

basically consistent, which can provide reference for rational clinical medication. However, whether their clinical

efficacy is equivalent still needs further verification.

KEYWORDS Vancomycin; Generic drug; Original drug; Blood concentration; Therapeutic drug monitoring; Cen-

tralized volume-based procurement
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