(HRGYREZEFFARKRESEN (R17T) YR

TR, RLE, RIB, F34', FA R (L @R BRI, LR 1000765 2. LSS AEB, 4 T2
I 5 R 25 R e el T A 50005, JET 100191)

WEBH (ARG Y R BN REAIE TR GRAT) ) BATHE I, A ARGy TFEARBAF  FiE B A%AH
B ALK, AT RIARL R F, ARG HG A0 K R B3 Ko £ = A2 %4 RERAARLF A
TR, SRR BARGY R ELHAMALFPHREL., BREGE HRDBDFAGARRT SR BERF T
ALK EHYARAERARAIMTA At Eelt Ak, B3FRARFT THROLEGAR, WRBHE
R HBALE GBI TAR A R, BARYE R B 0g KB R A M) e RAL A E LA, S5 6 T L AR A T AR AR AR X Y
HREIRARBAT IR, R T YRy R 4E Kok, EL R EN RGN R B BT Lol 20k 0 #va,

KPR ARG 838 -5 RN Mk A RE KA RN RGY

doi ; 10. 11669/ cpj. 2024. 19. 012 4% E RIS XEkFRERG A NEHE 1001 -2494(2024)19 - 1874 - 07

Interpretation of Guidance on Quality Control for Nanomedicines

ZHANG Junlin' , DAI Wenbing®, ZHANG Qiang’, HUANG Fanghua', XU Zhenyu' (1. Center for Drug Evaluation,
National Medical Products Administration, Beijing 100076, China; 2. Beijing Key Laboratory of Molecular Pharmaceutics and New Drug
Delivery Systems, School of Pharmaceutical Sciences, Peking University, Beijing 100191, China)

ABSTRACT: OBJECTIVE To interpret Guidance on Quality Control for Nanomedicines (interim) issued by center for drug
evaluation, NMPA | and provide reference for the development of nanomedicines. METHODS By conducting a systematic review of
domestic and international literature and combining background of the guidance, this paper discussed the definition and classification of
nanomedicines, quality research and control strategies, process control and stability research. It also proposes points of attention in the
quality control studies of nanomedicines with cases. RESULTS and CONCLUSION The special nano-size, structure and surface
properties of nanomedicines may significantly change the physicochemical properties and behaviors of active pharmaceutical ingredients
in vitro and in vivo, which in turn affect their safety and efficacy. Quality research spans the entire lifecycle of nanomedicines. Critical
quality attributes related to nano-characteristics should be evaluated based on the type, composition and structure of nanomedicines,
manufacturing process, as well as their clinical use. Risk assessment strategy based on drug evaluation should focus on the impact of
the quality attributes of nanomedicines on their safety and efficacy.
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