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

Manufacturer: Guangdong Hecin Scientific, Inc.

Address: 4F, Building 1, #1 Ruifa Rd, Luogang District, Guangzhou City,

Guangdong Province, 510530, P. R. China

EC Representative: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product Name: Specimen Release Agent

Specification: Small package: 500µL/Tube, 100 Tubes/Kit；1mL/Tube, 50
Tubes/Kit；1mL/Tube, 100 Tubes/Kit；2mL/Tube, 50
Tubes/Kit；3mL/Tube, 50 Tubes/Kit；4mL/Tube, 50 Tubes/Kit；
5mL/Tube, 50 Tubes/Kit；6mL/Tube, 50 Tubes/Kit；7mL/Tube,
50 Tubes/Kit；8mL/Tube, 50 Tubes/Kit;
Large package: 5 mL/Bottle, 3 Bottles/Kit; 10 mL/Bottle, 3
Bottles/Kit

Classification： Others (IVDD)

Conformity Assessment

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

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

Vitro Diagnostic Directive (98/79/EC) and the following harmonized standards.

EN ISO 14971:2012 EN ISO 18113-2:2011 EN ISO 18113-1:2011

EN 13612:2002+AC:2002 EN ISO 23640:2015 EN 13641:2002

Signature: _____________

Name/ Position: Xiaofeng Li/ GM

Date: 2020-12-10

Place: Guangzhou/ China


