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RESUMEN. Se caracterizd la politica reguladora cubana de inter cambiabilidad terapéutica para medica-
mentos genéricos en base al panorama sanitario y la evolucion de la normatividad emitida por la Autori-
dad Nacional. Se mostré que la prioridad ha sido la demostracion de calidad para lo que la autoridad ha
realizado sistematicamente acciones regulador as, destacandose los requerimientos para €l registro y bue-
nas practicas, sobre todo de fabricacion. L os estudios de bioequivalencia para demostrar la intercambiabi-
lidad terapéutica de los medicamentos genéricos en € registro, son imprescindibles solamente para un li-
mitado grupo de productosy para seleccionarlos se consider ¢ la prioridad terapéutica, riesgo, experiencia
nacional en €l uso clinicoy €l criterio de otras autoridades sanitariasy or ganizaciones inter nacionales.

SUMMARY. “Cuban Regulatory Experience on Quality and Bioequivalence for Therapeutic | nterchangeability of
Generic Drug”s. The Cuban Drug Regulatory Policy for therapeutic interchangeability for generic drugs based in
the sanitary environment and the evolution of regulations issued by the National Drug Regulatory Authority was
characterized. It was showed the priority given to quality demonstration and the permanent regulatory actions for
that, mostly for drug registration and good practices, mainly referred to drug manufacturing. The bioequivaence
tests for therapeutic interchangeability of generic drugs under registration are considered indispensable only for a
limited group of drugs in whose selection were taking into account the therapeutic priority, risk, national experi-
encein the clinical use, and the opinion of another authorities and international organizations.
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