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1. Procedural advice for users of the Centralised Procedure
for Similar Biological Medicinal Products applications
(http://www.ema.europa.eu/docs/en GB/document library/Re
gulatory and procedural guideline/2012/04/WC500125166.pd

f)
2. European Commission:What you Need to Know about
Biosimilar Medicinal Products

(http://ec.europa.eu/DocsRoom/documents/8242/attachments


https://toolbox.eupati.eu/resources/%e3%83%90%e3%82%a4%e3%82%aa%e3%82%b7%e3%83%9f%e3%83%a9%e3%83%bc/?lang=ja
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125166.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125166.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125166.pdf
http://ec.europa.eu/DocsRoom/documents/8242/attachments/1/translations/en/renditions/native

/1l/translations/en/renditions/native)
3. EMA:Improving Understanding of Biosimilars in the EU

(https://www.ema.europa.eu/en/news/improving-understandi
ng-biosimilars-eu)
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