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2. US FDA Biosimilars Guidances: https://www. fda. gov/vaccines-blood-

biologics/general-biologics—-guidances/biosimilars—-guidances

3. The European Medicines Agency’ s scientific guidelines on
biosimilar medicinal products

(https://www. ema. europa. eu/en/human-regulatory/research-

development/scientific—

guidelines/multidisciplinary/multidisciplinary-biosimilar)
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