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REGULATION (EU) No 536/2014 on clinical trials on medicinal products for human use, and repealing Directive

2001/20/EC Article 76.
(https://ec.europa.eu/health/sites/default/files/files/eudralex/vol- 1/reg_2014 536/reg_2014 536_en.pdf)
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' Quality management systems -2 Requirements. International Standard 1SO 9001:2015. Geneva. International

Organization for Standardization, 2015, (4), (https://www.iso.org/iso-9001-quality-management.html).
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