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Effective Date: 2025-08-25 Expiry Date: 2028-08-24

NCC Certificagoes do Brasil Ltda., an MDSAP authorized Auditing Organization,
certifies that the Quality Management System of:

Traumec Tecnologia e Implantes
Ortopédicos Importacao e Exportacao
Ltda

Data of the Organization:

Address: Rua 1 CA, 202, Cidade Azul Il, Rio Claro, SP, Brazil, Zip Code 13505-820
CNPJ: 09.123.223/0001-10
Facility’s identification number - (REPs): F006290

has been found to conform to the Quality Management System Standard

ISO 13485:2016

Brazil:

RDC ANVISA n° 665/2022
RDC ANVISA n°® 551/2021
RDC ANVISA n° 67/2009

Scope: Design, development and manufacture of sterile and non-sterile orthopedic
implants and surgical instruments for craniomaxillofacial, spine, extremities (hand and
foot), and thoracic.

Not applicable items:
Iltem 7.5.3 - Installation Activities
Item 7.5.4. Technical assistance activities

Certi

Further clarifications regarding this certificate, such as: revision, expiry date, scope description,
standards and status, may be obtained by consulting the NCC/BV site
https.//www.nccgroup.com.br/atuacao/mdsap/certificados-emitidos-mdsap/.

Further clarifications regarding the scope of this certificate and the applicability of MDSAP
Requirements may be obtained by Consulting the Organization.

Documento assinado digitalmente

ub GUISLA FILOMENA LANGHAMER MARTINS
g Data: 25/08/2025 17:02:53-0300
Verifique em https://fvalidar.iti.gov.br

Guisla Martins
Gerente de Processos
Process Manager
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Certification History

Revision Certificate Date of issue Process Description
Recertification with revision (update
00 NCC 25.11683 2025-08-25 72253/22.1.Re1 | of scope and non-applicable items)
of NCC certificate 22.09498
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