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Abstract; As a new solid — state form of drugs, pharmaceutical co —
crystals can improve the physicochemical properties of drugs (such as
melting  point, stability, solubility, hygroscopicity, compressibility,
permeability, bioavailability, etc ) , thereby changing drug performance or
enhancing therapeutic efficacy, providing new ideas for drug
development. In recent years, pharmaceutical co — crystals has attracted
much attention as a hot topic in the research of crystalline drugs, but
there is currently no specialized guiding principle for pharmaceutical co —
crystals research in China. This article mainly investigates the technical
documents on pharmaceutical co — crystals research released by the Food
and Drug Administration ( FDA) and the European Medicines Agency
(EMA) , elaborates on the regulatory requirements for pharmaceutical
co —crystals in foreign countries, compares and analyzes the regulatory
requirements of FDA and EMA, in order to provide references for the
research and regulation of pharmaceutical co — crystals in China.
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Table 1 Comparison of Food and Drug Administration and European Medicines Agency requirements for pharmaceutical co — crystals
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