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Current Research of Nanomedicines
LIU Jingjing ,YIN Guo,HUANG Xiaoling , DENG Ning,WANG Xiaowei
(Shenzhen Institute for Drug Control - Shenzhen Key Laboratory of Drug Quality Standard Research ,Shenzhen ,Guangdong ,China  518057)

Abstract: Objective To provide a reference for ensuring the effectiveness and safety of nanomedicines. Methods Referring to the
Technical Guidelines for Quality Control Research of Nanomedicines (Trial) released by the Center for Drug Evaluation, National
Medical Products Administration, the classification, marketing and quality control indicators of nanomedicines were summarized based
on the information of www. yaozh. com and official websites of the Food and Drug Administration and National Medical Products
Administration, and the recommendations were provided accordingly. Results Nanomedicines are divided into drug nanoparticles,
carrier — based nanomedicines (liposomes, nanoemulsions, polymer micelles, etc. ) ,and others. The nanomedicines marketed worldwide
are mainly for tumors and infections, and liposomes or lipid — based nanoparticles are more common, followed by antibody - drug
conjugates, polymer — drug conjugates and polymer nanoparticles. The nanomedicines in China started late in market but developed
rapidly. The quality control indicators related to the characteristics of nanomedicines mainly include particle size and distribution,
structure and morphology,Zeta potential ,drug loading and entrapped efficiency of drug carriers,drug dissolution and release in wvitro,
etc. Conclusion With the marketing of more and more nanomedicines, relevant safety and quality problems should be paid
attention. Research and development enterprises should rationally design the key properties such as particle size and distribution,
structure , morphology and Zata potential based on the drug loading and entrapped efficiency of drug carriers, drug dissolution and
release in wvitro;regulatory authorities should formulate a quality control system for nanomedicines to improve the relevant regulatory
mechanism.

Key words:nanomedicine;scale effect;quality control;quality regulation
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Tab.1 Information of nanomedicines that have been marketed abroad (part)
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Continued Tab.1 Information of nanomedicines that have been marketed abroad (part)
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Tab.2 Information of nanomedicines that have been marketed in China (part)
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