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This is to certify that the Quality Management System for Medical Devices of

Bulmar ML Ltd.

32 Pirin Str., 1618 Sofia — Bulgaria
2E, Akad. Ivan Ev. Geshov Blvd., Business Centre Serdika, 1330 Sofia — Bulgaria

HAS BEEN INDEPENDENTLY ASSESSED AND IS COMPLIANT WITH THE REQUIREMENTS OF

ISO 13485:2016

for the following scope of activities:

Import and wholesale of medical devices, medical equipment and devices. Warranty and out-of-
warranty service of medical devices and equipment, in compliance with the requirements of
Regulation (EU) 2017/745 and Regulation (EU) 2017/746.

Cat. A17

For timely and up-to-date information on any changes in the status of the certification referred to in this certificate,
please contact the number +39 0296368458 or the e-mail address info@axe-register.com

The validity of this certificate is subject to annual periodic surveillance and the complete review of the organization's
management system every three years.

Date of initial registration 2112/2023
Date of this certificate 2112/2023
Date of expiry 20/12/2026
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