Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 14979931

Certificate Holder: MaMedical Sp. z 0.0.
ul. Nateczowska 14
20-701 Lubkin
Poland

Scope: Cesign and development, production, distribution
and servicing of electrocardiographs and standalone software
for analy=iz and presentation of ECG.

The Certification Body of TUW Rheindand LGA Products GmbH certifies that the arganization has established and applies

a guality management system for medical devices_
Proof has been fusmished that the requirements specified o the abovementioned standard are fulfed. The qualty

management system is subject to yearly surveilance.

Report Mo.: 84080832-20
Effective date: 2025-04-24
Expiry date: 2028-04-23
Issue date: 2025-04-22 A A
Replaces cerificate 35X 1487893-1 issued 2023-12-18 I
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Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC: 2018
EN ISO 13485:2016/A11:2021

Regizstration No_: S5X 14979931

Certificate Holder: M4aMedical Sp. z 0.0.
ul. Nateczowska 14
20-701 Lublin
Poland

The scope of cerification also covers the following sites:

No.  Facility Scope

M1  MiAMedical Sp. z 0.0 Administration.
ul. Mateczowska 14
20-701 Lubiin
Paoland

M2  MiMedical Sp. z 0.0 Cesign and development, production, distnbution and semvicing
ul. Zielona 24 of electrocardiographs and standalone software for analysis
32-082 Bolechowice and presentation of ECG.
Poland

Trew coriflionts can be valdate:d on FRLm ey opiticerdg oo

(( DAKKS A TUVRheinland®

Fg 2’::-'."'::‘:-'"_-“.“"“‘ PI"E DiSE""p‘ Hlﬂht.

O-ch- L4189 10



