File No: CE-TCF-001

EC Declaration of Conformity

Regarding In Vitro Diagnostic Directive (98/79/EC)

Manufacturer

Manufacturer: Jiangsu Benoy Lab Instrument Co., Ltd

Address: No.16 Wer'er Road,Shanggang Industrial Zone,Jianhu District,Yancheng City,
Jiangsu Province, CHINA

EC Representative

Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076 DE Amsterdam,Netherlands

Product

Name: Microscope Slide, Cover Glass, Slide Mailer, Blood Counting Chamber, Test Tube,
Tube Stopper, Tube Rack, Centrifuge Tube and Box, Pipette Tips and Box, Freezing Tube
and Box, Measuring Cup, Specimen Cup, Urine Container, Stool Container, Sputum
Container, Hitachi Cup, Medicine Cup, Petri Dish, Culture Plate, Transfer Pipette, Swab
Stick, Plastic Storage Box, Measuring Cylinder, Beaker, Funnel, Glass Capillary Tube,
Glass Culture Tube, Pasteur Pipette, Flask, Centrifuge Tube, Reagent Bottle, Vacuum
Blood Collection Tube, Inoculation Loop, Embedding Cassette, Beckman cup, Staining
Rack

Type: See Annex of details
Classification: IVDD Other

We confirm our product can meet the requirement of In Vitro Diagnostic Medical Devices
Directive (98/79EC) and the following harmonized standards.

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

Digitally signed by Jighili Tatiana
Date: 2022.12.08 11:12:07 EET
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