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Quality Policy Statement

The NEOEMKI National Medical Device Conformity Assessment and Certification Limited
Liability Company, as the legal successor of the OGYEI EMKI Device Qualification and Hospital
Technology Directorate, is an organization with high-level professional knowledge and
significant experience in certifying the conformity assessment of medical devices and the
guality management systems of organizations operating at any stage of the life cycle of medical
devices.

Our primary objective is to meet our customers' needs with high quality, in accordance with
contracts, regulations, the requirements of the EN ISO 17021 standard family and Regulation
(EU) 2017/745 of the European Parliament and of the Council.

Our work in the medical technology fields listed in our quality management system is carried
out well-prepared and with a commitment to quality.

NEOEMKI LLC. is independent of manufacturers, distributors and customers, has impartial,
professionally trained staff and modern equipment.

No external persons or organizations influence the objectivity of the results of the
investigations. We reject external initiatives to conduct studies using methods of questionable
validity that cast doubt on the results.

In the interest of our professional and organizational development, we are continuously
developing our internal resources, processes, management and controlling systems.

Budapest, 2026.01.05.

(™
Gdabor Molnar
General Manager
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