EU QUALITY MANAGEMENT SYSTEM CERTIFICATE
Regulation (EU) 2017 /745, Annex IX, Chapter I

certiso

Certificate number: 145257-26-07-09

Notified body legal name: CE Certiso Kft.
Address: H-2092 Budakeszi, Erd6 utca 101.
Notified body number: NB 2409

Manufacturer full legal name: Echo-Son S.A.
Address: 24-100 Putawy, ul. Krancowa 5, POLAND
SRN: PL-MF-000004830

The notified body has audited the manufacturer’s quality management system in accordance
with the Regulation and verified that it ensures the conformity of the devices covered by this
certificate, at all stages, from design through final quality control to ongoing surveillance. The
assessment was successfully completed and the requirements of the Regulation are considered
to be met. Details on the device(s) or group(s) of device(s) covered by this certificate are
provided on the following page(s).

The validity of this certificate is conditional upon maintaining fulfilment of regular
surveillance activities by the notified body in accordance with requirements of the Regulation.

CE Certiso
Issue: 1 Orvos- és Kérhéztechnikal
Ellen&rzS és Taniisité Kt

ISSUEd: 09 Iuly 2026 H-2092 Budakeszi, Erd6 u. 101.
Firstissued: 09 July 2026 Rt - 23147049-2-13
Start date of certified status: 09 July 2026

Date of expiry: General Manager
08 July 2031
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Device(s) or group(s) of device(s) covered by this certificate

MDA 0202 - Active non-implantable imaging devices utilising
Class lla T e 8
non-ionizing radiation
Certificate history
Issue Date of issue Description of changes
1 09 July 2026 The first issuance
CE Certiso
Orvos- és Kérhéztechnlkal
Ellen&rz6 és Tanisits Kt
akeszi, Erdd u. 101.
Issue: 1 === 7 pdbszam: 23147049-2-13

Issued: 09 July 2026 Dr. Papp Valter

General Manager
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