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Dynamised drugs. Unfortunately, it gives less flexibility to apply risk-based quality management concept. Are
there different requirements for patented and generic drugs? Food for dietary supplement. The maximum
selling price is established in accordance with CMED's rules based on international prices or reference prices
in Brazil. A full validation should include accuracy, repeatability precision, intermediate precision, selectivity,
limit of detection, limit of quantification, linearity, and interval. A federal health licence to operate AFE.
Second, for companies where deficiencies were found, the number and seriousness of these were collected
critical, major, and minor. However, it is acceptable to submit the dossier with part of the information pending
and then update the remaining documents as they are available. Validation of analytical methods Resolution
number , dated July 24th, establishes the criteria for the validation of analytical methods and other provisions.
Full or partial sponsorship by one or more companies for any public or private events, symposia, congresses,
meetings, conferences or similar is allowed, provided that the name of the sponsor is disclosed. It is permitted
to advertise non-prescription over-the-counter drugs to consumers. Their frequency was also quantified by the
total number of deficiencies. Brazil has not yet regulated the advertising of medical devices but there are
general advertisement restrictions established by the Consumer Protection Code that apply to medical devices,
such as the prohibition on advertising products through phone calls, when the call is at the consumer's cost. In
a few cases, it even causes additional unnecessary testing without appropriate level of reasons. Drug
advertising through the distribution of gifts or giveaways to end consumers and physicians is prohibited. Are
there any plans to reform the rules on the development, manufacture, advertising and sale of medical
products? Is it possible to sell devices to or buy devices from other jurisdictions? Reform  Public disclosure of
the main deficiencies found on inspections is essential for regulatory transparency. This covers drugs such as
polyminerals. In addition, free samples of biological products cannot be distributed. Advertising Brazil has not
yet regulated the advertising of medical devices, but as a rule, advertisements of medical devices must comply
with the registration of the products with ANVISA. Is it possible to sell biological products to or buy
biological products from other jurisdictions? Advertising The advertising rules applicable to drugs are also
applicable to natural health products that fall into the drug category see Question 3, Advertising.
Post-registration a. However, prescription drugs can only be advertised to physicians and dentists. If the length
of the clinical trial or quantities needed exceeds the approved terms, then an extension to cover the extra needs
must be done.


