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The Notified Body hereby declares that the requirements of Annex IX, Chapter I, Section 2 and 3 of the REGULATION 
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 Products:  Class IIb medical devices: 
 
P091203 Bone fixation wires: 
- K-Wires with trocar tip, sterile 
- K-Wires with threaded tip, sterile 
- K-Wires with trocar tip, non-sterile 
- K-Wires with threaded tip, non-sterile 
 
P090603 Foot prostheses interphalangeal components: 
- TOEGRIP Classic 
- TOEGRIP Evo 
 
Class IIa medical devices: 
 
L091001 Instruments for insertion and extraction of 
osteosynthesis devices: 
- Partial threaded Guide-wires, sterile 
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- Partial threaded Guide-wires, non-sterile 
 
L1104 Drills and burs: 
- Two-fluted drill bit with quick coupling Four-fluted cannulated 
drill bit with quick 
  coupling, sterile 
- Two-fluted drill bit with quick coupling Four-fluted cannulated 
drill bit with quick 
  coupling, non-sterile 
- Shannon burr, sterile 
- Wedge burr, sterile 
- Shannon burr, non-sterile 
- Wedge burr, non-sterile 
 
L1104 Drills and burs: 
- Drill, non-sterile 
- Milling tool (burr), non-sterile 
- Compactor and reamer, non-sterile 
- Calcar reamer, non-sterile 
- Compactor, non-sterile 
 
Class I devices, reusable surgical instruments: 
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L0909 Orthopaedic surgery, cutting instruments: 
- Tap, non-sterile 
- Rasp, non-sterile 
 
L091002 Instruments for osteosynthesis devices, preparation: 
- Protective barrel, non-sterile 
 
L091001 Instruments for insertion and extraction of 
osteosynthesis devices: 
- Screwdrivers & screw extractors, non-sterile 
 
L0399 General surgery instruments - others: 
- AO handle, non-sterile 
 
L091303 Forceps, bone reduction: 
- Holder, Toe torn, non-sterile 
- Reducer, non-sterile 
 
L091099 Osteosynthesis instruments, reusable - others: 
- Holder, non-sterile 
 
The scope of certification is limited to the aspects relating to 
the reuse of the device, in particular cleaning, disinfection, 
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sterilization, maintenance and functional testing and the 
related instructions for use. 
 
 

Authorized representative(s): Not applicable 
 

 

Certificate history  

Revision: Description: Issue date: 

1 Initial certification 2021-10-13 

2 Update of expiry date  2024-02-09 

3 Scope extension 2024-07-24 
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