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DECLARATION OF CONFORMITY =
=) 5
E: Regarding In Vitro Diagnostic Directive (98/79/EC) =
= Manufacturer: New Gene {Hangzhou) Bioengineering Co., Ltd. s
ZH Address: Room 1608, Floor 16, Building 5, 688 Bin'an Road, Changhe Street, Binjiang ;.-.’é;
5‘;‘ District, Hangzhou City, Zhejiang Province, P. R. China ?%5
=g . =
Fok EC Representative: SUNGO Europe B.\. gg
Address: Olympisch Stadion 24, 1076DE Amsterdam, =
[ bu
%. Netherlands ;:,5'5
15
2 Product Name: COVID-19 Antigen Detection Kit ;r:‘,,.
=5 Product Code: COVID-19-NG08 2=
: Z Specification: 25Tests/Box 1Test/Box %
o7 =
i Classification: Others (IVDD) Nz
Conformity Assessment :-,f
== Procedure: Annex Il of In Vitro Diagnostic Directive (98/79/EC) =
2y =
‘-‘ We herewith declare that the above-mentioned products meet the requirements of In Vitro :-5:
}5 Diagnostic Directive (98/79/EC) and the following harmonized standards. 77
= EN 23640-2015 EN 13640:2002 =
o s

EN 980:2016 EN 13641:2002 é:*
= EN ISO 14971:2019 EN 1SO 1811392/ o/ SUNGO Europe office, 1 confirmed we are) [
==} EU REP uf the company who issue this document. :g
ol EN 13612:2002 EN ISO 181134 2 :‘.ﬁ'-
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AN Name/ Position: Mingfu Ei / { Autharized Signatire (S) .;"'_
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=7 Date: 28/09/2020 oo : ;-'sf_*

Vol Vi s o e
o2y Place: Hangzhou, Zhej Gifa; 5~ o Pe :i::
_I‘.‘ - o W) h&h s Ii‘t ! . \ e 4 . ‘?_r'éé
= AN\ Al =
8 ~.€ LB AR rx\\ﬂl'limkﬁfﬁffin : : | : s
5*'.% R R R R A T R T I T R b T B A T o T O T A s A B s o _:'n-z:::



