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= DECLARATION OF CONFORMITY
== Regarding In Vitro Diagnostic Directive (98/79/EC) r=)

= Manufacturer: Hangzhou Singclean Medical Products Co., Ltd. ;;5_:‘
== No. 125 (E), 10th Street, Hangzhou Economic and =
= Address: . ==

:E:j.- Technological Development Zone, Zhejiang, China 310018 =
= EC Representative: SUNGO Europe B.V. 2=

==t Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands 1;?.%.
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Ay Product Category: See Annex =
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% Classification: Others (IVDD)
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£ Conformity Assessment :":"é'-
== Annex Ili of In Vitro Diagnostic Directive (98/79/EC) Fe=
=7 Procedure: ==
=1 We herewith declare that the above-mentioned products meet the requirements of In Vitro ==
= Diagnostic Directive (98/79/EC) and the following harmonized standards. =
=4 EN ISO 14971:2019 EN ISO 15223-1:2016 EN 1SO 23640:2015 =
=2 EN ISO 18113-1:2011 EN 13612:2002 EN 13641:2002 =
=% Pl
= EN ISO 18113-2:2011 EN ISO 13485:2016 ISO 20916:2019 55
==t EN 62366-1:2015+A1:2020 EN 13975:2003 EN ISO 17511:2003 =
= Date: _ 292|.92. 24 =
=3 se; Hangzhou/ China =
E‘E‘f: \w{ e, I confirmed we are ::EE
“,::‘_E-‘-:' e le this document, :_:EE
= e B N\N— - e P F=
=3 J u\g‘/ g /’ih \/ A Py
::T_:-:_‘ } ALY PN : £ ) . p T FE, :‘ Py F!J v :":::‘;
= W e WA s \Wiim 77\ NN B
e T T T 2 e T e A P T ey
E%",_o‘i.i:a:::.:|:|:|:|:|‘n:-:q:1‘|:¢:t:¢:¢:¢:¢:¢,!,l,i.i‘|.|:|:|:|:|:l: ,n..,w:tic:o:.:;:|:-,!.l.l.u.l:|.|§.ﬁ‘;¥£ﬂ$ @!ﬁgg}:{?.—;_j{;.a:s:t'1,f.,wyp,l.i‘a.g.:;’_:_r_'.'J.'. OO ASRAA NGO RS

=)

R




G N RN
= "4 44 '*1“"—*"""53-.-'}-'-'-;‘25'.:"\‘.\
W\

N

Product Name Model | Picture

COVID-19 Neutralizing
Antibody Test Kit
(Colloidal Gold)
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