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Quality Management System Certificate

ISO 13485:2016

We certify that the Quality Management System of the Organization:

GIMA S.p.A.

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

Management of design and production, packaging and service of:

General non-active, non-implantable medical devices (except: injection, infusion, transfusion and
dialysis; disinfecting, cleaning, rinsing; IVF, ART; ingestion), Devices for wound care, Non-active dental
devices and accessories (except dental implants), General active medical devices (except: extra-
corporal circulation, infusion and haemopheresis; stimulation or inhibition, rehabilitation devices and
active prostheses; IVF, ART; software; medical gas supply systems and parts thereof), Monitoring
devices, Devices for imaging and thermo therapy (except: ionizing radiation, lithotripsy), In Vitro
Diagnostic Medical Devices (VD).

Trade and service of:

General non-active, non-implantable medical devices (except: IVF, ART; ingestion), Devices for wound
care, Non-active dental devices and accessories (except dental implants), General active medical
devices (except IVF, ART), Devices for imaging (except ionizing radiation), Monitoring devices, Devices
for radiation therapy and thermo therapy (except: ionizing radiation, lithotripsy), In Vitro Diagnostic
Medical Devices (IVD).
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The maintaining of certification is subject to annual surveillance and dependent upon the observance of
Kiwa Cermet Italia contractual requirements.

This certificate is composed of 1 page.

CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico,

soggetta allattivita di GIMA S.p.A.
direzione e coordinamento di Registered Headquarters
Kiwa ltalia Holding Srl - Via Grossi, 2 20121 Milano ltaly

Via Cadriano, 23

40057 Granarolo dell'Emilia
(BO)

Tel +39.051.459.3.111

Fax +39.051.763.382
E-mail: info@kiwacermet.it
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