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DECLARATION OF CONFORMITY

We, UAB LT Biotech company registration no. 302303586, address J. GalvydZio str. 11B-1,
LT-08236, Vilnius, tel. +370 5 2160227 declare under our sole responsibility that the in vitro
diagnostic medical device (SARS-CoV-2 Virus Antigen Detection Kit) is in conformity with the
following:

« Directive 98/79 / EC of the European Parliament and of the Council on in vitro diagnostic medical
devices;

« Technical Regulation on the Safety of In Vitro Diagnostic Medical Devices (Devices) approved by
the Minister of Health of the Republic of Lithuania;

* Quality management systems. Requirements (ISO 9001: 2015);

Manufacturer name UAB ,,LT Biotech*
Manufacturing address Mokslininky g. 6A, Vilnius
In vitro the name of the
diagnostic medical device Viruso SARS-CoV-2 antigeno nustatymo rinkinys
(device)
Model COVID19AGLTFLOW
CE registration number - LT/CA01/IVD/002/21
Registration data 2020-01-07
Conformity provided by:

State Health Care Accreditation Agency under the Ministry of Health of Lithuania

Phone: +370 5 261 5177. E-mail: contact.point@vaspvt.gov.lt

www.vaspvt.gov.lt

Check online https://www.licencijavimas.lt/lis-epp-app/public/licenceSearch

CEO
Pavel Karabliov

UAB ISOLITA Direktor
Marius TamoSsevic¢ius

PAGE 1 FROM 1



