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NOTIFICATION
Addendum
The following communication, dated 13 June 2019, is being circulated at the request of the delegation of Brazil. 
_______________
Medical Devices Subject to the Health Surveillance System
This addendum aims at informing that the National Institute of Metrology, Quality and Technology – Inmetro issued Ordinance 259, on 27 May 2019, with the purpose of making corrections and updates to the Conformity Assessment Requirements for Medical Devices Subject to the Health Surveillance System, originally approved by Inmetro Ordinance 54, from 1 February 2016 (G/TBT/N/BRA/605/Add.1).
It revises Ordinance 54/2016 by rewording its articles 8th; 9th and 10th that revokes, on 30 April 2023, Inmetro Ordinance 350 from 6 September 2010.
Further, it amends the requirements contained in the annex of the referred ordinance by means of:
· Amendments, supplementation / exclusion of documents supplementary to the conformity assessment requirements for medical devices subject to the Health Surveillance System of item 3; 
· New wording of sub-items of item 4 dealing with the definitions of conformity assessment requirements for medical devices subject to the Health Surveillance System; 
· Amendments of some sub-items of item 6, which deal with the stages of conformity assessment requirements for medical devices subject to the Health Surveillance System; 
· New wording  the items, sub-items and tables: 7.3.1; 9.11; 11.3; 11.6; 13.1.2; 13.1.13; 13.2; 13.2.2; 13.2.3; 13.2.4; 13.2.7; 13.2.7.7; 13.2.10; 13.2.11; 13.2.14; 15.2 and 15.3;
· Table 1; Table 3; Table 7 of the conformity assessment requirements for medical devices subject to the Health Surveillance System, and; 
· The Inclusion of table 7-b, in order to complement the conformity assessment requirements for medical devices subject to the Health Surveillance System.
The full text of this measure is available in Portuguese and can be downloaded at:
http://www.in.gov.br/web/dou/-/portaria-n-259-de-27-de-maio-de-2019-141405295
http://www.inmetro.gov.br/legislacao/rtac/pdf/RTAC002568.pdf
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