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NOTIFICATION

Addendum

The following communication, dated 5 March 2020, is being circulated at the request of the
delegation of Brazil.

Market authorization for products of advanced therapies of human origin

The Draft Resolution 706, of 26 August 2019, previously notified through G/TBT/N/BRA/911 - which
defines the market authorization for products of advanced therapies of human origin and gives other
measures, was adopted as Resolution - RDC 338, of 20 February 2020.

The final text is available only in Portuguese and can be downloaded at:

http://portal.anvisa.gov.br/documents/10181/3086545/RDC 338 2020 .pdf/1ef0b567-9630-
4ae5-8b6f-ed335e108f32
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