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B}S.ISﬂ) r the regulation on medical devices

These norms organize, until today, the role of ANVISA in
promoting the access by the consumers to products that
proved to have quality, safety and efficacy.
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Since our last meeting in
Sydney...




w rket relatedupdates _—

these types of products)
- all companies (Brazilian and foreign) must comply with
new requirements before the 6-month “adjustment period”




er<et relateW

The same mechanism is under negotiation among Argentina,
Brazil, Colombia, Cuba and Mexico (Reference Regulatory

Agencies in the Americas, according to PAHO s classification).




w rket relatedupdates _—

input to the MERCOSUR negotiations
- public consultation to be published when negotiations
reach an agreement (no timeframe established)




Warket relatedupdates  _—

Brazil is discussing within MERCOSUR the harmonization of a
reference guide with a step-by-step approach on investigative

inspections.




Tr/ain'ng and information ____—

- Production of periodical Information Bulletins for the
private sector and healthcare professionals







