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The use of cannabis for medical purposes and the discussion regarding its legalisation is 

a controversial issue in Brazil. In recent years, there have been protests for and against 

cannabis legalisation. Notwithstanding this, as of December 2019, the import, 

manufacture, commercialisation and prescription of products derived from sativa 

cannabis (“Cannabis Product”) is permitted in Brazil through the approval of RDC n. 

327/2019. The planting of cannabis for medicinal and/or scientific purposes, however, 

remains prohibited in the country. Thus, according to the National Health Surveillance 

Agency in Brazil (ANVISA), to manufacture products derived from sativa cannabis the 

pharmaceutical ingredient shall be imported in the form of plant derivative. Additionally, 

only the medicinal use of cannabis is authorised, and its administration must be oral or 

nasal, which means that cosmetics, smoking products, health products or cannabis-

based foods are not allowed in Brazil. Cannabis derived products may only be 

commercialised by pharmacies and drugstores, with exclusive indication by medical 

professional and in oral and/or nasal form of administration. 

It is also worth mentioning that, to be commercialised and registered in Brazil, cannabis-

derived products shall contain predominantly cannabidiol (CDB) and no more than 0.2% 

tetrahydrocannabinol (THC). An exception is made for palliative care of patients who are 

in terminal clinical situations without other therapeutic alternatives. In these specific 

situations the product can contain THC above 0.2%. Furthermore, either the 

pharmaceutical ingredient or the products must not: (i) contain substances that are 

potentially toxic in the dosages used; or (ii) be added to isolated substances of synthetic 

or semi-synthetic origin (with the exception of those that have an excipient function). 

Additionally, the imported cannabis-derived products must be duly regulated by the 

competent authorities in their country of origin. 

A Sanitary Authorisation (AS) needs to be obtained upon presentation with 

respect to the companies that are willing to manufacture, import and/or commercialise 

cannabis-derived products in Brazil. For obtaining the AS, it is mandatory to present (i) 

the company's Operating Licence (AFE) issued by ANVISA for the activity of 

manufacturing or importing medicines; (ii) the Special Authorisation (AE); (iii) the Good 

Manufacturing Practices (CBPF) certificate for medicines for the company manufacturing 

the product; and (iv) the technical documentation of the product's quality. 



Finally, a legislative bill which shall review the regulation of cannabis and cannabis-

derived products is being analysed by the Brazilian Congress. It shall also permit the 

planting of cannabis for medical and scientific purposes in the country. It is expected 

that the new law will be approved three years from now. For the moment, only certain 

judicial decisions grant the right to plant cannabis, mainly for scientific reasons. 
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