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Pharmaceutical Research and Development of Generic Sevelamer Carbonate

WEI He, LI Xue-mei* (Center for Drug Evaluation, National Medical Products Administration, Beijing 100022,
China)

ABSTRACT: OBJECTIVE To discuss the key points of the pharmaceutical research and development of generic
Sevelamer Carbonate. METHODS Based on FDA guidance, references and review experience, the general
considerations on the synthesis route, characterization, quality control references of Sevelamer Carbonate API, as
well as the concerns of Sevelamer Carbonate tablet formulation and manufacturing process, quality control, in vitro
research were proposed. In order to provide some references for the development of Sevelamer Carbonate.
RESULTS AND CONCLUSION The development idea of Sevelamer Carbonate is different from that of small
molecule drugs, the process should be developed based on the characteristics of its macromolecular polymer, tablets

should be further developed on the basis of demonstration of API sameness by various means, to ensure the



consistency of the quality and efficacy of the test product and the reference product.
KEY WORDS: Sevelamer Carbonate; synthesis route; characterization; sameness; formulation and manufacturing

process; quality control
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