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» Biologic/ Biological product/ Biological medicinal product/
Biopharmaceutical...

N EminpEEEIEF  Biologics are isolated from a variety of natural sources -
U.S. Food and Drug hgman, animal, or microorganism - an_d may be produced_ by
biotechnology methods and other cutting-edge technologies.

it

Administration

Biological medicinal product is a product that contains a
g 2 5 TH = biological substance, that is produced by or extracted from a
biological source and that needs a combination of physico-
chemical-biological testing together with the production
Agency process and its control for its characterisation and the
determination of its quality.
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European Medicines
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5 283517 (recombinant DNA technology)
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* Biosimilar/ Follow-on biologic
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...copy versions of the originator products...these copy products cannot be
considered as identical...
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