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ISO 13485:2016

Quality Management System Certificate

We certify that the Quality Management System of the Organization:

GLOBALD

is in compliance with the standard UNI CEI EN ISO 13485:2021 for the following
products/services:

Design and development, manufacture, placing on the market and distribution of sterile and not
sterile medical devices for maxillo-facial surgery (plates and screws), orthodontic anchorage
(plates and screws) and dental surgery (dental implants and prosthetic systems), including
associated instruments.

Kiwa Cermet Italia S.p.a.
Medical Devices
Director

Alessia Frabetti

Nerctodar

The maintaining of the certification is subject to annual surveillance and dependent on the observance of Kiwa
Cermet Italia contractual requirements.

The date of issuance of this certificate is the date of first issue by another accredited body.

This certificate is composed of 2 pag. The following technical sheet provides details of the scope of
certification.

GLOBALD

Registered Headquarters

118 Avenue Marcel MERIEUX - ZI de SACUNY 69530 BRIGNAIS

Certified sites

For details on the sites, please refer to the attached Technical Data Sheet
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Data sheet attached to the Certificate
ISO 13485:2016

Certified sites:

118 Avenue Marcel MERIEUX - ZI de SACUNY 69530 BRIGNAIS
Head office, manufacturing (cleaning, packaging), quality and support services, archiving, sales
reps.

Park Avenir 1 - 147 avenue Marcel Mérieux - Zone de Sacuny - Lot A1 69530 Brignais
Customer service (stock of finished products and sales administration) and manufacturing
(return of loans and deposits)

1 chemin des Aigais 69530 Brignais
Production (milling), Interop and final cleaning for nonsterile product, Incoming control, Semi-
finish product storage, QARA/Clinical/Product development
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