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EU DECLARATION OF CONFORMITY

Irena Groniecka-Tarnkowska, Andrzej Tarnkowski "ANTAR" General Partnership
ul. Zawislariska 43; 03-068 Warsaw, Poland
SRN: PL-MF-000001583

We hereby declare, under our sole responsibility, that the product covered by this
declaration of conformity complies with the requirements of Regulation (EU) 2017/745
of the European Parliament and of the Council of 5 April 2017 [MDR].]

Medical Device: ANTI-ROTATION LEG SUPPORT PAD: AT03030

Basic UDI-DI Code:: 59015714AT030302D

The device has been classified in accordance with Annex VIII of MDR as Class I, Rule 1.

Intended use: The leg support pad is intended to stabilize the position of the foot, protect
against unwanted movements and abrasions, and offload pressure from the heel area. It
is recommended for patients after surgical procedures, operations, or in cases of
paralysis. The product is made of polyurethane foam.

The conformity assessment was carried out according to Annex [I + 11l of Regulation (EU)
2017/745 of the European Parliament and of the Council of 5 April 2017 on medical
devices, with the application of the following standards:

PN-EN [SO 15223-1:2022 PN-EN ISO 10993-1:2021

PN-EN 20417:2021 PN-EN ISO 10993-5:2009

PN-EN [SO 14971:2020 PN-EN ISO 10993-10:2015

PN-EN [SO 13485:2016 PN-EN 62366-1:2015-07/A1:2021
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