& E U P 25 HH 9 47 IR AT R

I&', ArxX, s, ot F 1, MR, FRIE (L B2y s, [E520 0 e B TR 25 PR s 5 4
R MH 5107005 2. {52 % 51 2, L5t 100061)

MEILEAGRASNESTLELTREGRE, HAMAAEILERNG T LB AHILERAS Z 2R giuﬁ«k»a W AE
B AIAET RBILE N A0 2 IR BB LG A, & F 8K BILE R B AR ZA4FE R fe B 0L AT RN
BB, S R EAFE R ARG T ERBMREN, AFOILE R AT ERR TH Z Ry 2 LRI E Iﬂ%ﬂ%&#\
PRI, A0 KR FAREX TR F I TR R LR, SILERG Z 2R A ETEEL,

KR IUE A 28 25 AL AR R IR RAERAT AR E R A
doi:10. 11669/cpj. 2024.19.002  EHSHFEKS:R85  THKERE

A0 A XEHS:1001 -2494(2024)19 - 1789 - 06

Research on the Application and Standard Status of Pharmaceutical Excipients for Pediatric Medicines in
China

WANG Miao'
Quality Control and Evaluation of Pharmaceutical Excipients,

China)

, YU Shaowen', LIN Sixiang', YE Xiujin', CHEN Lei’" ,
Guangdong Institute for Drug Control ,

CHEN Yingl * (1. NMPA Key Laboratory of
Guangzhou 510700, China;
2. Chinese Pharmacopoeia Commission, Beijing 100061,

ABSTRACT: Pediatric medicines are the hot topic in the pharmaceutical industry currently, and the safe and reasonable application of
pharmaceutical excipients for pediatric medicines plays a decisive role in the quality control of products. This article provides an
overview of the current application status and existing problems of pharmaceutical excipients for pediatric medicines in China. In-depth
research was conducted on the application and collection of standards of pharmaceutical excipients for pediatric medicines in China, and

suggestions were put forward for improving the quality standard system. A scientific standard system of pharmaceutical excipients for

pediatric medicines can ensure the safety and standardization of products, technically support the evaluation and approval process, and

have important significance for the quality control of pediatric medicines.
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