: QUALITY MANAGEMENT
certiso SYSTEM CERTIFICATE

Certificate number: 144801-18-11-20

Name of certified organisation:

Promecom Kft.

Headquarters: 1037 Budapest, Kunigunda 1tja 60., Hungary
Manufacturing plant: 8000 Székesfehérvar, Martirok ttja 3/B., Hungary
Scope:

Distribution, coordination of manufacturing and servicing of
diagnostic and data transmitting devices and community based,
network communication controlling, analysing, evaluating, alerting
infrastructure; and provision of continuous system supervision
service for mobile, online transmission of diagnostic data, for remote
monitoring of health status data and for remote monitoring of
patient’s personalized therapy

CE Certiso Ltd. certifies that the quality management system applied by the
organisation above meets the requirements of the following standard on
the listed scope:

MSZ EN ISO 13485:2016

(1SO 13485:2016)

excluding Design and development (7.3) cE Certiso
Orvos- és Kérhaztechnikai

Issue: 1 Ellendrzé.és Tanusltéé Kfté
Issued: 20 November 2018 H- udadrs, Gyar u. 2.

: : -2-13
First issued: 20 November 2018 W g
Start date of certified status: 18 October 2016 Valter PAPP, dr.

General Manager

Expires:

19 November 2021

Ml ¢ b

NAM-4-01362017
IRANYITASI RENDSZEREXET
TANUSITO SZERVEZET

CE Certiso Ltd.
H-2040 Budaors, Gyar u. 2.
Tel.: +36 23 880 830 / Fax: +36 23 880 831 / info@cecertiso.hu / www.cecertiso.hu



