QUALITY MANAGEMENT SYSTEM CERTIFICATE
No. 4-580-135-2306

The NEOEMKI National Medical Device Conformity Assessment and Certification LLC.

as a Certification Body with ID No. NAH-4-0009/2021/K
accredited by the National Accreditation Authority for management system certification

certifies that the quality management system applied by

Institute of Isotopes Co. Ltd.
Konkoly-Thege Miklos ut 29-33.
1121 Budapest
Hungary

meets the requirements of standard

EN ISO 13485:2016
in the field:

Development, manufacturing and distribution
of radioactive immunoassay Kits

Registry number of the related audit report: NE/1104/2023

This certificate is valid until 2026-06-05 supposed that the results of the regular yearly

surveillance audits are satisfactory.

The Company has been certified since 2009-12-09.

Budapest, 2023-06-06

Managing Director EMKI 2873

The authenticity and validity of the certificate are verifiable at NEOEMKI LLC.

neoEMKI Nemzeti Orvostechnikai Eszkdz Megfelel6ségértékeld és Tanusito Kft.
neoEMKI National Medical Device Conformity Assessment and Certification LLC.

H-1097 Budapest, Albert Florian ut 3/A, tel: +36 20 268 75 95, e-mail: cert@emki.hu
www.emki.hu



