CMICE

customized medical device Certificate number of the Notified Body: MQMS/00003/0v001

Declaration of Conformity

(according to Regulation (EU) 2017/745 on medical devices, annex IV dated May 2017)

CMD GmbH

AT-MF-000020244

Gewerbepark 5
4652 Fischlham
Austria

declares under its sole responsibility that the product

42604264814299W0O-BN9
Skin-Elast-Hook

The purpose of the retractors is to spread the surgical wound and hold tissue away to give the
surgeon better access to the surgical site.

Serial numbers 14299W0-B, 14299W0-G, 15097W0-B, 15097W0-G
valid until 07.04.2030

to which this declaration relates is in conformity with the following regulation:
Evaluation procedure according to Regulation (EU) 2017/745 on medical devices, annex IX
Classification according to Regulation (EU) 2017/745 on medical devices, annex VIII:

medical device class lla according to classification rule 7 (basic rule)

This product has been CE-labelled due to the fulfiiment of the general safety and performance
requirements according to Regulation (EU) 2017/745 on medical devices, annex I.
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