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Generic Drug Product Development: Specialty Dosage Forms explores the issues in
providing evidence of pharmaceutical equivalence and bioequivalence for specialty
drug products. In addition, the book provides various scientific approaches and
regulatory requirements for manufacturers to demonstrate the therapeutic
equivalence of generic specialty drug products to brand name alternatives. This book
discusses measurement of drug product quality and performance, as well as the
regulatory and scientific requirements of topical, nasal and inhalation, generic
biologics, and other drug products. The book will be of interest of specialists and
researchersin ﬁharmaceutical drug development, regulation, manufacturing, and
others in the pharmaceutical sciences.
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