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EMA guidelines:
Overarching biosimilar guidelines & Product-specific biosimilar guidelines:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content 000408.jsp&mid=WC
0b01ac058002958c

6.9

FDA guidelines:
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm291232.htm?source=govdeliveryx
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