Regulatory Affairs for GENERICS. A two-day comprehensive and interactive course, case studies and workshop

Pořadatel: Institut Academy of Applied Pharmaceutical Sciences, Toronto, ON, Canada

Účastnický poplatek, cestovné, ubytování (2 zaměstnanci firmy CEPHA):  91.000,- Kč

This course provided a review and analysis of the pharmaceutical product approval processes for generics within the world´s major markets. The key strategies required in for obtaining approval of the products in Europe, US and Canada were compared and discussed. Students explored  the European Union regulations and its overall importance on international market. The course covered the salient features of common technical and regulatory documents  required for submission and approval to the leading regulatory bodies in the world, general guidance documents, and International Harmonization.

Studijní materiály ke kurzu ve formátu .pdf jsou členům ACRO-CZ k dispozici v intranetové části stránek v sekci Zápisy z jednání.

