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Brazilian Regulatory Updates

1. International Manufacturer Unique Number

2. GMP Certificate using MDSAP Reports

3. COVID-19 Actions
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International Manufacturer Unique Number
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Select “Produtos para Saúde” 
(Medical Devices)

Select Country
Select City

International Manufacturer Unique Number
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International Manufacturer Unique Number

Click here
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International Manufacturer Unique Number

Select the 
facility
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International Manufacturer Unique Number
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Brazilian GMP Certificate
MDSAP Audit Report
• Analyzed by Anvisa

Specialist;

• Must cover RDC n°16/2013 
requirements;

• Initial or Recertification

• Surveillance reports in 
special circumstances

NC Grading Exchange Form

• Must be updated in REPs

• NCs grades 4 or 5 must be 
closed;

• NCs grades 1 to 3 with 
satisfactory action plans.
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Use of MDSAP Reports by ANVISA

2017 38 Certificates Issued  ( 4.7%)

2018 107 Certificates Issued (19,3%)

2019 374 Certificates Issued (48,7%)

2020 504 Certificates Issued (55,4%)
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COVID-19 Actions
• RDC Nº 348/2020  extraordinary and temporary criteria  for registration of 

medicines, biological products and IVDs due to COVID-19 Pandemic.

• RDC Nº 349/2020 extraordinary and temporary criteria  for regularization of 
personal protective equipmenta nd medical devices identified as strategic by 
Anvisa due to COVID-19 Pandemic.

• RDC Nº 379/2020 provides, on an extraordinary and temporary basis, on the 
requirements for the production, import and acquisition of medical devices 
identified as priorities for use in health services, due to COVID-19 Pandemic.
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