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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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Risk management and monitoring the 
compliance of companies applied to 
GMP Certification 

“The risk result based on Artificial 
Intelligence models may be used in the 
GMP Certification process”

Public Consultation n°1.303 – December 2024
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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 (62.2%)
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RDC 591/2021 and RDC 884/2024

• Final phase of development

• Public Consultation to be published 
(March / April)

• Launching (July 2025)

Unique Device Identification

Pilot 1 (May 2024)              10 companies

Pilot 2 (Nov 2024)               10 companies

Pilot 3 (Feb 2025)                10 companies

Pilot 4 (May 2025)                Open
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Reliance mechanisms for pre-market authorizations
Month 

2024
Registration Submissions 

(Reliance Applications)

May 201        (0)

Jun 125      (33)

Jul 151      (17)

Aug 169      (19)

Sep 171      (20)

Oct 230       (31)

Nov 164       (37) 

Dec 265       (45)

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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Reliance mechanisms for pre-market authorizations

IN 290/2024 
effective since Jun / 2024

• Time and resources saving 
in pre-market authorizations 
review

Material for 
Medical use

41%

IVDs

5%

Orthopedic 
implants

46%

Electromedical 

equipment 8%
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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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“Safe Aesthetics” Program

• Aware the population about the risks involved in 
aesthetic procedures

• Disseminate information on the Anvisa website and 
social media

• Increase the oversight of aesthetic products, 
including the manufacturing, distribution and use

• Unannounced inspections

Education
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Conclusion

Key points for 2025

• Safety of the population

• Optimization of resources

• Reliance and regulatory convergence

• Use of innovation



Thiago Rezende P. Cunha
Head of Medical Devices Inspection Office
Brazilian Health Regulatory Agency

Thank you!          Obrigado!               ありがとう
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