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Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

Plastiflex Group NV

is in compliance with the Standard UNI CElI EN [ISO 13485:2021 for the following
products/services:

Design, development, manufacturing management and placement into the market of non-
sterile, heated and non-heated, breathing tubes for respiratory care intended to carry gasses
to and from patient airway.

Third-party manufacturing of non-sterile, heated and non-heated, breathing tubes for
respiratory care intended to carry gasses to and from patient airway.

Medical Devices Division Manager
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.
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