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Brazilian Health Regulatory Agency e
Brasilia — Brazil _ Y

Brasilia
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Brazilian GMP Certificate

Resolution RDC n°687/2022

Compulsory for market authorization of
medical devices Risk Class Ill and IV
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Brazilian GMP Certificate

Resolution RDC n°850/2024

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

m MDSAP m General
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Resolution RDC 1.032/2026

Amendment to RDC 497/2021
Add item Il in Article 5, allowing an exception to the chronological order
of GMP Certification when there is a marketing authorization application
with an ongoing review:

Ill - an establishment linked to another marketing authorization or post-

marketing regulatory submission that is currently under review or in the
finalization phase.
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Reliance Update

Current Status

Use of Reliance in Market Authorization
Starting June 2024.

1 3,7% Market Authorization

submitted using reliance pathway

9594 Requests in total

= Approved = Queue = Pending Information = Not approved
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Reliance Update

Product Type

m General Medical Devices = Orthopaedic Implants
= Eletromedical Equipment = IVD
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Jurisdiction of Reliance
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= USA

m Australia

= Canada
Japan
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Market Authorizations in Brazil Mesrrm TN

Country | Products

® Brazil 31,2%
D Aerica poNORTE Bl china 20,1%
® A BE ysa 15,6%
‘“’».\ Atibntico _-,_Girmany 8.3%
Bl taly 2,4%
e India 24%
I I France 2,0%
] Ketea  20%
- E3 switzerland 1,7%
= uk 1,4%
® Japan 1,3%
Active MD Authorizations @ All other countries 12,1%
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Public Consultation on Post Market Framework

Call for Contributions No. 4/2026
Gather stakeholder input to support the revision of Brazil’'s Medical Device Vigilance
regulatory framework (June 16 to July 16, 2026).

Identification of opportunities to enhance PMS requirements
Improvement of adverse event reporting and safety monitoring processes
Strengthening of Brazil’s regulatory framework for medical device vigilance

Contributions —> (Regulatory Review) —> Updated PMS Framework
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Post Market Inspection Program

Unnanouced / investigation inspections
Based on PMS data
Domestic and foreign manufacturers

Catheters, Infusion Pumps, Dental Implants, Syringes

27 Inspections performed
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Conclusion
Our values (2026/2027 I
(2026/2027) § |
= Safety of the population '
= Optimization of resources —
= Reliance and regulatory convergence
= Transparency and Impartiality I
= Use of innovation ANVISA
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Thank You!
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