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Resolution RDC n°687/2022

• Compulsory for market authorization 
of medical devices Risk Class III and IV

• Valid for 2 years (general)
• Valid for 4 years (MDSAP)

Brazilian GMP Certificate
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Compliance monitoring of medical devices 
manufacturers based on risk.

“Artificial Intelligence may be used in the 
process, as long as it meets Anvisa's
technical standards of consistency, data 
protection, traceability and technical 
validation.”

Resolution RDC n° 982/2025
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• Risk class of the products

• Complexity of the facility and activities

• Compliance history with GMP standards

• Marketing complaints

• Major Changes (if applicable)

• Time since last Anvisa inspection

Criteria for risk classification
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High Risk Manufacturers
• Perform on-site inspection 

Manufacturers Classification

Medium Risk Manufacturers
• Technical review 

Low risk companies
• Certificate issue / Monitoring
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MDSAP reports for granting Anvisa initial GMP 
certifications

• The audit reports are reviewed by an Anvisa 
inspector

• Must cover all requirements from RDC 
665/2022

• MDSAP Certificates used for Anvisa GMP 
Recertification

Use of MDSAP by Anvisa
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Use of MDSAP by Anvisa

Validity of GMP Certificate

RDC 850/2024 – Validity of Anvisa GMP 
certificates issued through MDSAP extended 
from 2 to 4 years

Validity is conditioned upon the manufacturer’s 
permanence in the program during the whole 
validity period of the certificate

Encourage manufacturers in joining MDSAP

Year # GMP Certificates Issued 
Based on MDSAP Reports (% 

of total)

2017 38   (4.7%)

2018 107 (19.3%)

2019 374 (48.7%)

2020 544 (49.1%)

2021 529 (51.4%)

2022 621 (59.7%)

2023 659 (59.1%) 

2024 708 (61.2%)

*2025 637 (64.7%)

*Until August 31st



https://www.mdsap.global/
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RDC 591/2021 and RDC 884/2024

• Final phase of development

• Launching (Q3-2025)

• Fully populated until 2031.

Unique Device Identification



Number of MD Market Authorizations per Year in Brazil

2021 2022 2023 2024

Notification Class I 3102 2718 2711 2797

Class II 3443 3751 4162 4205

Registration Class III 938 1014 718 921

Class IV 254 328 300 393

Total 7737 7811 7891 8320

Active Authorizations
of Medical Devices

91.707
(31 dec 2024)
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Market Authorizations in Brazil

Country Products

Brazil 31,3%

China 18,0%

USA 16,6%

Germany 8,9%

Italy 2,4%

France 2,2%

Korea 1,9%

India 1,9%

Rest of the 
world

16,8%
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Reliance mechanisms for pre-market authorizations

Reliance Data Results

Requests 382 

Concluded 184

Approved 169

Not approved 15

Percentage of 
total requests

15,5%

IN 290/2024 - effective since Jun / 2024

• Product registration certificates from 
Equivalent Foreign Regulatory Authorities 
used for market authorization in Brazil

• Initially from the official member 
authorities of MDSAP (AUS, CAN, JAP, 
USA)
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Our values (2025/2026)

• Safety of the population
• Optimization of resources
• Reliance and regulatory convergence
• Transparency and Impartiality 
• Use of innovation

Conclusion



Thiago Rezende P. Cunha

Head of Medical Devices Inspection Office

Brazilian Health Regulatory Agency

Thank you!          Obrigado!               ありがとう


