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Class Ill devices

Annex Il Annex |l Annex I,

EC Type Examination section 4
Essential requirements Full Quality EC Design
Design documentation Assurance Examination
Clinical data

Risk analysis
Post Market Surveillance (PMS)

Vigilance
Annex V Annex IV
Production EC Verification
Quality
Assurance
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Class ”bl devices

Annex Il

EC Type Examination Annex I
Essential requirements Full Quality
Design documentation Assurance

Clinical data
Risk analysis
Post Market Surveillance (PMS)

Vigilance
Annex V Annex VI Annex IV
Production Product EC
Quality Quality Verification
Assurance Assurance

CE Mark
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Class Ille devices

Annex VII Annex |l
EC Declaration of Conformity
Essential requirements Full Quality

Design documentation
Clinical data Assurance

Risk analysis
Post Market Surveillance (PMS)

Vigilance
Annex V Annex VI Annex IV
Production Product EC
Quality Quality Verification
Assurance Assurance

CE Mark
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Class | devices with a
measuring function
|

Annex VII

EC Declaration of Conformity
Essential requirements
Design documentation
Clinical data
Risk analysis
Post Market Surveillance (PMS)

Vigilance
Annex V Annex VI Annex IV
Production Product EC
Quality Quality Verification
Assurance Assurance

Only

Only measuring Only measuring measuring
function function function
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Class | devices, sterile

}
Annex VIl

EC Declaration of Conformity
Essential requirements
Design documentation
Clinical data
Risk analysis
Post Market Surveillance (PMS)
Vigilance

Annex V
Production Quality
Assurance

Only sterilization

— CE Mark
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Class | devices

Annex VII

EC Declaration of Conformity
Essential requirements
Design documentation
Clinical data
Risk analysis
Post Market Surveillance
Vigilance
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