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4 Regarding In Vitro Diagnostic Directive (98/79/EC) =
%‘n‘ Manufacturer: Shenzhen Huaree Technology Co.,Ltd :.'.'-:;‘:
-j:}‘.: 101, 201, No.17, Shouli Road, Central Community, Pingdi E;g
=3 Address: 2
-;‘:.:_ Street, Longgang District, 518117 Shenzhen, China '_-,':'5,
-:-%_‘-;“ EC Representative: SUNGO Europe B.V. E%:'
_§§ Address: Olympisch Stadion 24, 1076 DE Amsterdam, Netherlands _fz’-_‘-—;
& COVID-19 Ag Saliva Easy Test Device =0
"’S‘\t Product Name: é’,}
% (Immunochromatography) %
= Specification: HRK-8620(20test/kit), HRK-8605(5test/kit), HRK-8601(1test/kit) =
-f{?; Classification: Others (IVDD) §:
& M
-‘,}:' Conformity Assessment
== Annex Ill of In Vitro Diagnostic Directive (98/79/EC) 2
=3 Procedure: ¥
55.‘3‘ We here with declare that the above-mentioned products meet the requirements of In 'Eff
::'-f:' Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards. £§
= EN ISO 14971:2019 EN ISO 18113-1:2011 EN ISO 18113-2:2011 2
= EN 13612:2002+AC:2002  ENISO 23640:2015 EN ISO13485:2016  EN 13641:2002 o
= Date™ 1 21-9-15°7 =
-3t S, ) =J=- 1 '.'::
2= Place: Shenzhen / China =
:5:':5 / e f::«f
T R S R R ]




