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Certificate of Approval

This is to certify that the Management System of:

SOFMEDICA HELLAS MEDICAL
TECHNOLOGY S.A.

131, Kifisias Avenue, Marousi, 151 24 Athens, Greece

has been approved by LRQA to the following standards:

EN ISO 13485:2016
Approval number(s): ISO 13485 — 00036057

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable to
this approval are listed.

The scope of this approval is applicable to:

Marketing, sales & tender participation, import, storage, distribution of innovative life-saving medical devices and technologies and
related spare parts. Technical support (installation, checking and preventive maintenance, emergency interventions, diagnosis,
repairs, delivery and installation of spare parts). Clinical support and training for related medical devices and equipment. Provision and
translation of the information supplied by the manufacturer (instructions for use and labels) and changing the pack size in order to
market the medical devices.

Paul Graaf

Area Operations Manager, Europe E. g 3
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Issued by: LRQA France SAS

0001

for and on behalf of: LRQA Limited

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA'. LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is
exclusively on the terms and conditions set out in that contract.

Issued by: LRQA France SAS, Tour Swiss Life, 1 Boulevard Marius Vivier Merle,Cedex 03, 69443 Lyon, France for and on behalf of: LRQA Limited, 1 Trinity Park, Bickenhill
Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 2



LRQA

Certificate identity number: 10443823

Certificate Schedule

Location

Activities

Head Office:
131, Kifisias Avenue, Marousi, 151 24 Athens, Greece

EN ISO 13485:2016

Marketing, sales & tender participation, import, storage,
distribution of innovative life-saving medical devices and
technologies and related spare parts. Technical support
(installation, checking and preventive maintenance,
emergency interventions, diagnosis, repairs, delivery and
installation of spare parts). Clinical support and training for
related medical devices and equipment. Provision and
translation of the information supplied by the manufacturer
(instructions for use and labels) and changing the pack
size in order to market the medical devices.

Warehouse:
119, Kifisias Avenue, Marousi, 151 24 Athens, Greece

EN ISO 13485:2016

Marketing, sales & tender participation, import, storage,
distribution of innovative life-saving medical devices and
technologies and related spare parts. Technical support
(installation, checking and preventive maintenance,
emergency interventions, diagnosis, repairs, delivery and
installation of spare parts). Clinical support and training for
related medical devices and equipment. Provision and
translation of the information supplied by the manufacturer
(instructions for use and labels) and changing the pack
size in order to market the medical devices.
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LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA'. LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is

exclusively on the terms and conditions set out in that contract.

Issued by: LRQA France SAS, Tour Swiss Life, 1 Boulevard Marius Vivier Merle,Cedex 03, 69443 Lyon, France for and on behalf of: LRQA Limited, 1 Trinity Park, Bickenhill Lane,

Birmingham B37 7ES, United Kingdom
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