DNV

MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
9767-2017-AQ-KOR-NA-PS 07 April 2008 20 November 2023 — 07 April 2026

This is to certify that the management system of

DRGEM Corporation

7Fl, E-B/D Gwangmyeong Techno-Park, 60 Haan-ro, Gwangmyeong-si, Gyeonggi-do, 14322,
Republic of Korea

and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 13485:2016 / EN ISO 13485:2016

This certificate is valid for the following scope:

Design, development, manufacture, servicing, installation, sales and distribution of
Diagnostic X-Ray Equipment and sub-components

Place and date: For the issuing office:

Hovik, 20 November 2023 DNV Product Assurance AS
L Veritasveien 1, 1363 Hovik, Norway

Lo 7ok
0 (eelie Guelesen lone
Cecilie Gudesen Torp
NORAWEGIAN Management Representative
ACCGREDITATION

MSYS D18

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 1, 1363 Havik, Norway - TEL: +47 67 57 99 00. www.dnv.com


http://www.dnv.com

DNV

Certificate no.: 9767-2017-AQ-KOR-NA-PS
Place and date: Havik, 20 November 2023

Appendix to Certificate

DRGEM Corporation

Locations included in the certification are as follows:

Site Name

Site Address

Site Scope

DRGEM Corporation

7Fl, E-B/D Gwangmyeong Techno-Park,
60 Haan-ro, Gwangmyeong-si, Gyeonggi-
do, 14322, Republic of Korea

Design, development, servicing,
installation, sales and distribution of
Diagnostic X-Ray Equipment and sub-
components

DRGEM Corporation (Factory 2)

213, Saneopdaniji-ro, Eomo-myeon,
Gimcheon-si, Gyeongsangbuk-do, 39536,
Republic of Korea

Manufacture of Diagnostic X-Ray
Equipment and sub-components

DRGEM Corporation (Factory 1)

116-59, Sanho-daero, Gumi-si,
Gyeongsangbuk-do, 39377, Republic of
Korea

Manufacture of Diagnostic X-Ray
Equipment and sub-components

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Product Assurance AS, Veritasveien 1, 1363 Hgvik, Norway - TEL: +47 67 57 99 00. www.dnv.com
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