
Medical Devices Directive Conformity Paths

T
Ü

V
 A

m
erica Inc.

is a subsidiary of 

T
Ü

V
 S

Ü
D

 G
roup.

PO
S # 2809 07/04

Annex 2

EC
Declaration

of
Conformity

Full QA
System
Audit

EC Design 
Examination

Audit
Decision

Surveillance

Annex 2

EC
Declaration

of
Conformity

Full QA
System
Audit
Except

EC Design 
Examination

Audit
Decision

Surveillance

Annex 3

CE Type Examination
CE Type Examination Certificate

Annex 4

EC
Verification
Statistical
Sampling

Annex 4

EC
Verification

Product
Testing

Annex 5

EC
Declaration

Production
QA System

Audit

Surveillance

Annex 6

EC
Declaration

Product QA
System
Audit

Surveillance

Annex 7

EC
Declaration

of
Conformity

Class I*
Sterile

or
Measurement

Medical Devices Directive 93/42/EEC Conformity

*Additional requirements
may be necessary, contact
TÜV for more details.
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