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2. One single Quality, Safety and Efficacy Assessment
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Final Remarks
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https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-2_en#volume-2a---procedures-for-marketing-authorisation
https://european-union.europa.eu/principles-countries-history/country-profiles_en
https://www.ema.europa.eu/en/documents/presentation/presentation-centralised-procedure-european-medicines-agency_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation
https://www.infarmed.pt/web/infarmed/entidades/medicamentos-uso-humano/autorizacao-de-introducao-no-mercado/procedimentos_de_aim
https://www.hma.eu/human-medicines/cmdh/statistics.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/application-for-ma/mrp/rup.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/application-for-ma/dcp.html
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http://www.stepwiseengineering.com/
mailto:stepwise@stepwiseengineering.com

