
Classification of Examination for the Approval of Medical Devices

Medical devices
Approval

Approval

Certification

Self-certification

Overview

Medical devices requiring 
high-level control

Medical devices 
requiring control

General medical 
devices

Medical devices for which potential risk to human life and health 
is significant in case of malfunctioning or their side effects

Medical devices which have potential risk to human life 
and health in case of malfunctioning or their side effects

Medical devices for which potential risk to human life and health 
is insignificant in case of malfunctioning or their side effects

Examination by the Pharmaceuticals 
and Medical Devices Agency

Certification by a third party 
certification institute

<Type of approval><Classification of medical devices>

(No certification criteria)

(Certification criteria)


