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Biological evaluation of medical devices
Part 1: Evaluation and testing within a risk management process
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Evaluacidn biolégica de productos sanitarios. Parte 1: Evaluacién y ensayos mediante un proceso de
gestion del riesgo (ISO 10993-1:2009).

Evaluation biologique des dispositifs médicaux. Partie 1: Evaluation et essais au sein d'un processus de
gestion du risque (1SO 10993-1:2009).

This standard is the official English version of EN ISO 10993-1:2009, which adopts
ISO 10993-1:20009.

This standard was published as UNE-EN ISO 10993-1:2010, which is the definitive Spanish
version.
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Biological evaluation of medical devices - Part 1: Evaluation and
testing (ISO 10993-1:2003)

Evaluation biologique des dispositifs médicaux - Partie 1: Biologische Beurteilung von Medizinprodukten Teil 1:
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