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DECLARATION OF CONFORMITY
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Manufacturer: Biochain (Beijing) Science Technology.Inc.
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European Representative: Riomavix S.L.
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In Vitro Diagnostic Directive:

DAY
BN

33

Y

%

bl

o
(//.

AN

Septin9 Gene Methylation Detection Kit for Human Colorectal Cancer (Real-Time PCR)
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Category: Others.
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§ Conformity assessment route: Declaration of Conformity [VDD Annex III ”
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};:5; ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002 2
) | ISO 14971:2019 EN 13641:2002 ISO 23640:2015 =

§?: ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015 ,./{:/,

+,
.
KR

4 | ENISO 18113-2:2011 S

L)
0
n‘l

*,

\;_{\"3 We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above f’/};

+
‘4‘6

R

meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on
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Place: Beijing,China
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