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Statement of 
nonconformance:
The instructions for use and the labels do not meet the requirements of 
Article 17
The instructions for use and the labels do not meet the requirements of 
Essential requirement 13 of Annex I.
Clause 
requirements
[Article 17] – “The CE marking of conformity, as shown in Annex XII, must 
appear in a visible, legible and indelible form on the device or its sterile pack, 
where practicable and appropriate, and on the instructions for use…”
[Annex I, ER 13] - “The label must bear the following particulars…”
Objective 
evidence
- Multiple Notified Body ID numbers have bene identified on active labelling: 
(0123) found on document ID 7Revision B.
- Precautions related to change in performance are not included
- Responses to other sections of the technical file indicate the device is 
intended for sterilization. Labeling and IFU do not cover sterilization methods.
- Special handling instructions as identified in the technical file and IFU are 
not present on the labeling.
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