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DECLARATION OF CONFORMITY

Regarding In Vitro Diagnostic Directive (98/79/EC)
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Manufacturer: Guangdong Hecin Scientific, Inc.
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Address: ' 4F, Building 1, #1 Ruifa Rd, Luogang District, Guangzhou
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City, Guangdong Province, 510530, P. R. China
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EC Representative: SUNGO Europe B.V.
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Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands
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" Product Name: UltraFast QPCR Instrument
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Model: HC800
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Classification: Others (IVDD)
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Conformity Assessment

7

-8B

Annex Il of In Vitro Diagnostic Directive (98/79/EC)
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Procedure:

o

g
5!

v td,
KL LAA
(00K

00
o0

e
(0
X4ex
% S

A

,t?t A\

We herewith declare that the above-mentioned products meet the requirements of In

k%5
0

X

(0}
W

(7
()
e
A
\)

KR
4

Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards.
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EN ISO 14971:2012 EN ISO 18113-3:2011 EN ISO 18113-1:2011
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EN 13612:2002+AC:2002 EN ISO 23640:2015 EN 61326-1: 2013
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EN 61010-1: 2010+A1: 2019 EN 61010-2-101: 2017
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Place: Guangzhou/“China
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