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/Basis for the regulation on medical devices

- organize the role of ANVISA in promoting the access by the
consumers to products that proved to have quality, safety and
efficacy.




/Basis for the regulation on medical devices

- implements legal basis for more dynamic regulatory
processes with further effectiveness.




— Regulatory updates - Brazil —

- English version soon to be available for online consultation.
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34, of July 2013.

Continuation of Mercosur discussions for an updated

norm for the pre-market approval of medical devices.
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requirements vary with the proc
including the possibility of accepting reports from
Auditing Organizations that participate in iniciatives

recognized by ANVISA.




e Regulatory updates — Brazil —

the decentralized National Health Surveillance System;

- Rationalization of processes and norms.







