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I

Following devices/device categories are included in this certificate:

Class Ir -
For the devices listed below, the review of the quality management system refers exclusively
to the aspects related to reuse, in particular cleaning, disinfection, sterilization, maintenance
and functional testing and the related instructions for use.

MDN 1208 - Trocar tips and obturators
- Basic-UDI-DI: 405520714102019-0018385CP

MDN 1208 - Working sleeves
- Basic-UDI-DI: 405520716102019-0017628FH

MDN 1208 - Sheaths, obturators and dilators
- Basic-UDI-DI: 405520711112019-001763092

MDN 1208 - Hand-held instruments

- Basic-UDI-DI: 405520724062021-0037381G3
Basic-UDI-DI: 405520717012019-0018005F T
- Basic-UDI-DI: 405520706022019-0018176
- Basic-UDI-DI: 405520724062021-003

MDN 1208 — Sheath tubes for forceps

- Basic-UDI-DI: 40552072510
MDN 1208 Suture instrumen S
1

- Basic-UDI-DI: 40552

Class lla

- Basic-UDI-DI:
MDN 1202 - Suction and/or irrigation tubes

- Basic-UDI-DI: 405520711032019-0018256AE -
- Basic-UDI-DI: 405520711032019-0018261A7
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Annex to the EU Certificate no. 50593

Following devices/device categories are included in this certificate:

W N

Class llb

MDA 0306 - Insufflators
- Basic-UDI-DI: 405520731102025-0039821AH [
Intended Use: The products are used to insufflate CO2 in body cavities or hollow organs

- Basic-UDI-DI: 405520731102025-0039822AK
Intended Use: The products are used for insufflation of CO2 into body cavitie
organs as well as to discharge the insufflation gas.

- Basic-UDI-DI: 405520731102025-0039823AM
- Intended Use: The products are used for insufflation of CO2 into bo
organs and to heat CO2 in body cavities or hollow organs.

- -Basic-UDI-DI: 405520731102025-0039824AP

- Intended Use: The products are used for insufflation-0
hollow organs, to heat CO2 in body cavities or-ho aﬂ{)
insufflation gas.

Change(s) to previous certificate:
Implementation of products underMD 0 assila
Implementation of products underMD ></{W
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