EC - DECLARATION OF CONFORMITY

In compliance with (EU) 2017/745 Medical Device Regulation

Product name Medlogics Gelbodies Pretectors

REF GBO10 (Heel & Elbow ) GBO040 (Knee )
GBO11 (Heel & Elbow M) GBO041 (Knee M)
GBO012 (Heel & Elbow L) GB042 (Knee L)
GB013 (Heel & Elbow XL) GBO050 (Hip S)
GB021 (Shin M) GBO0S51 (Hip M)
GB022 (Shin L) GB052 (Hip L)

GBO030 (Heel & Ankle S)
GBO031 (Heel & Ankle M)
GB032 (Heel & Ankle L)

Basic UDI-DI 3800501345GB0O10DS (REF GBO10) 3800501345GB040E3 (REF GB040)
3800501345GB0O11DU (REF GBO11) 3800501345GB0O41ES (REF GB041)
3800501345GB0O12DW (REF GBO12) 3800501345GB042E7 (REF GB042)
3800501345GB013DY (REF GBO13) 3800501345GBO50ES (REF GBOS50)
3800501345GB021DX (REF GB021) 3800501345GB0OS51E8 (REF GBO51)
3800501345GB022D7 (REF GB022) 3800501345GB0O52EA (REF GB052)
3800501345GB030DY (REF GB030)
3800501345GB0O31E2 (REF GBO31)
3800501345GB032E4 (REF GB032)

MP Class and Class I, According to Rule 4, Annex VI, Regulation (EU) 2017/745
Rule

UMDNS -

Standards Directive 2011/65/EU - RoHS and Regulation (EC) No 552/2009
Conformity Annex I+l of Regulation (EU) 2017/745

Assessments

We herewith declare that the above mentioned products meet the requirements of Medical
Device Regulation (EU) 2017/745 and the applicable standarts above Regulations by
bearing CE-marking.
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