cetac

Creating Possibilities

UK UK DECLARATION OF CONFORMITY

Cn In accordance with UK Government Guidance

Manufacturer Name UK Responsible Person Etac Ltd
Address Unit 60, Hartlebury Trading Estate,
Country Hartlebury, Kidderminster, DY10
Phone no. 4D
Web address

Email enguiries.uk@etac.com
Web  www.etac.com/uk
Phone +44 (0)121 561 2222

Statement This declaration of conformity is issued under the sole responsibility of the manufacturer.
The device(s) covered by this declaration of conformity is/are in conformity with UK MDR 2002
(Medical Device Regulations 2002)

Basic UDI-DI 08401174SEATINGMWCVC

Device description .Attendant propelled wheelchair

GMDN 41630

Intended purpose The Convaid EZRider is an attendant-propelled device. Its intended function and use is to

provide mobility to children to adults suffering from congenital or traumatic brain
damage, degenerative or other physical handicaps that result in the lack of coordination
or control, muscle weakness or paralysis.

Device name(s) EZRider
Parts covered in this See Annex A.
declaration

Risk class of the device Class |, rule 1

Harmonized/Established See Annex B

Standards
Place Torrance, California
Date of issue February 3, 2026
Name and function Mark Murphy, QA/RA Manager, PRRC
" /Signature, on behalf of Convaid Products, LLC.
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Appendix A

Catalogue Device Name Variant Device Description UDI-DI

Number

900860 EZ Rider 12 Attendant propelled 00840117408340
wheelchair

904856 EZ Rider 12 Attendant propelled 00840117408357
wheelchair with transit
option

900301 EZ Rider 14 Attendant propelled 00840117408364
wheelchair

904857 EZ Rider 14 Attendant propelled 00840117408371
wheelchair with transit
option

900996 EZ Rider 16 Attendant propelled 00840117408388
wheelchair

904858 EZ Rider 16 Attendant propelled 00840117408395
wheelchair with transit
option

900351 EZ Rider 18 Attendant propelled 00840117408401
wheelchair

904859 EZ Rider 18 Attendant propelled 00840117408418
wheelchair with transit
option
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Appendix B

EN ISO 10993-1:2009 Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

EN 12183:2009 Manual Wheelchairs - Requirements and test methods

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for
regulatory purposes

EN ISO 14971:2019/A11:2021 Medical devices - Application of risk management to medical
devices
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