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CMC requirements for complex generic injections
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[ Abstract] Complex injections are usually a kind of modified new drugs with new dosage forms, formulations
and manufacture processes. It is an effective method to reduce inherent deficiencies of active ingredients with
advanced techniques. Complex injections can reduce side effects of drug substances, improve drug efficacy, promote
patients’ compliance and so on. In the increasingly competitive generic drug market, they have obvious clinical
advantages and market competitiveness. However, complex injections usually own complicated formulations and
processes. Based on guidances and policies at home and abroad, in this paper, we briefly discussed the CMC
requirements for complex generic injections according to the characteristics of different complex injections.
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