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EC Declaration of Conformity

In accordance with Directive $8/79/EC of the Eurapean
[Pasflament and of the Council om In vitro diagnostic medical devices.

Manufactures Information:
Manufacturer:
LOMINA AG, Obarer Ganshach 1,
Appenzell, Al, CH-9050, Switserland

Product Identification Data:
Titler Fast COVID-19 1gM/lgh Antibody Detection Kit
{Callaidal Gald)

Intended uss:
WD test for IgM and 196 antibodies sell-testing in
blood, |.a. fer praving the Coronavirus SARS-CoV-2
infection/COVID-19 disease.

Version for Health Care Professionals and Laymans

Category of in vitro diagnostic medical device:
WD Selftesting

T maratactirar daclares tat the propartias of the sbera i v diagaostic
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Harmanize standands;
EM 150 134855016, EN 150015223, 13016, B 150 1459712012, EN 13641 2003,
EWISC 1811312001, EN 150 181 13-22011, EN 1 361 2:2002, EN S0 Z3040:2005
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