Management of organization, along with
established quality objectives and
defined responsibilities for their
fulfilment

Establishing, applying, maintaining and
continual improvement of effectiveness
of Quality Management System
according to ISO 13485:2016

Directing the business to satisfy clinical
requirements and expectations

Complying with applicable regulatory
and governing body requirements

Proactive risk management of
medical devices and ensuring
highest standards of device safety

Continual enhancement of
customers’ satisfaction and patient
safety

Training and educating of staff on
new technologies

Careful selection of suppliers and
subcontractors




