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declare under our sole responsibility that the medical device:

Name STERTOUCH® PRO

Intended purpose STERTOUCH® PRO is a multilayer film indicated for covering smooth and dry
surfaces of control elements in operating rooms such as touchscreen monitors,
touchpads or keyboards to operate them sterile during surgical procedures.

Basic UDI-DI 426238301STERILFOLIE_01SC
Classification Class Is (sterile) according to annex VIl rule 1
Article numbers See Appendix |

meet the general safety and performance requirements according to Regulation (EU) 2017/745 on medical devices
as well as applicable standards.

Conformity assessment procedure according to Regulation (EU) 2017/745 on medical devices annex IX (excluding
Chapter Il) was performed.

Notified Body TOV SUD Product Service GmbH
with identification number Ridlerstrale 65

80339 Miinchen

Germany

0123

The Notified Body is limited to the aspects of manufacture concerned with securing and maintaining sterile
conditions.

The present EU Declaration of Conformity is valid until expiry date of EU Quality Management System Certificate
(Certificate-No.: G15 105412 0004 Rev. 00) on 2028-04-11.

Heinsdorfergrund, 2026-01-15

Johanna Leser hilipp Porst
Person responsible for regulatory compliance CEO
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Appendix |
Article number | UDI-DI Product name
FW26374 4262383010229 Stertouch Pro KS 1.P iB 21.5Z 540-Rx375
FW26384 4262383010236 Stertouch Pro KS 21.5Z 540-Rx375 steril 50St
FW26375 4262383010243 Stertouch Pro KS 1.P iB 24Z 610-Rx415
FW26385 4262383010250 Stertouch Pro KS 24Z 610-Rx415 steril 50St
FW26376 4262383010205 Stertouch Pro KS 1.P iB 27Z 700-Rx480
FW26386 4262383010212 Stertouch Pro KS 27Z 700-Rx480 steril 50St
FW26288 4262383010007 Stertouch Pro CHM 1.P iB D27 700-Rx480
FW26346 4262383010014 Stertouch Pro CHM D27 700-Rx480 steril 50St
FW26287 4262383010021 Stertouch Pro CHM 1.P iB D24-0OS 580-Rx420
FW26345 4262383010038 Stertouch Pro CHM D24-0S 580-Rx420 steril 50St
FW26280 4262383010045 Stertouch Pro CHM 1.P iB BS01 380-Rx290
FW26338 4262383010052 Stertouch Pro CHM BS01 380-Rx290 steril 50St
FW26301 4262383010328 Stertouch Pro CHM 1.P iB SC13 330-Rx260
FW26359 4262383010335 Stertouch Pro CHM SC13 330-Rx260 steril 50St
FW26281 4262383010380 Stertouch Pro CHM 1.P iB BS02 419-Rx290
FW26339 4262383010397 Stertouch Pro CHM BS02 419-Rx290 steril 50St
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