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http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2018/01/WC500242195.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2018/02/WC500242956.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000078.jsp&mid=WC0b01ac05800265ca
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