ORTHO BALTIC
C€

EU DECLARATION OF CONFORMITY

Manufacturer name: Ortho Baltic, UAB

Address: Taikos Ave. 131A
LT-51124 Kaunas
Lithuania

We hereby declare that the medical devices specified below are in conformity with the Regulation (EU) 2017/745
on medical devices.

Product name: Easy Walk® Ankle-Foot Orthosis

Product model Product code Basic-UDI

Easy Walk® Advance AFO AFO10A 477903210EWAFO10ASP
Easy Walk® Advance Il AFO AFO12A 477903210EWAFO12ASV
Easy Walk® Stability AFO AFO10T 477903210EWAFO10TTV
Easy Walk® Fixation AFO AFO10F 477903210EWAFO10FSZ
Easy Walk® Eco AFO AFO10E 477903210EWAFO10ESX
Easy Walk® Kite AFO AFO10K 477903210EWAFO10KTB

Intended purpose: for foot drop condition.
Risk class: non-invasive medical devices, Class | according to rule 1 of Annex VIII.

The conformity assessment procedure is performed according to Annex Il and Il of the Regulation (EU) 2017/745
on medical devices.

The Quality Management System is certified against ISO 9001:2015, ISO 13485:2016, and ISO/IEC 27001:2013
standards.

This declaration of conformity is issued under the sole responsibility of Ortho Baltic, UAB.

On behalf of Ortho Baltic, UAB
Signed and authorized by:

Gytis Abakevicius
Managing Director
Kaunas, 03.01.2022
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