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Revelation of Chinese generic drugs development from USA Orange Book
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Abstract: In the next five years, more than 70 best-selling patented drugs will be expired, which would bring the huge opportunities for
the development of generic drugs market. The Orange Book is the new drug linkage system established by USA FDA to adapt to the
Hatch-Waxman Act. This article gives a brief description of this system and the related abbreviated new drug application (ANDA).
Revelation of Chinese generic drug development from USA Orange Book is analyzed by making strict certification standard, seeking
cooperation with the brand-name drug companies, and breaking the patent blockade.
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