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Abstract

Biologic compounds are obtained from living organisms or cell cultures by means of
biotechnology methods. A similar biologic drug, commonly called biosimilar, is a product
copied by a native approved biologic drug whose license has expired. Biosimilar drugs
usually are marketed at a lower price and provide important financial savings for public
healthcare systems. Some differences between biosimilars and original biologic drugs

might exist but they are acceptable if they fall within defined “boundaries of tolerance”:

differences in some features between the two molecules are considered important only if
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