
DECLARATION OF CONFORMITY

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

Name and Address of Manufacturer: Aceso Laboratories, Inc.
14020 Central Avenue, Suite 520, Chino, CA 91710, U.S.A.

Name and Address of European VidaQuick Biotech S.L.
Representative: No.132, Rosello Street, Barcelona, Barcelona Province,

08036, Spain

Product (Group) Name: See Attachment 1
Classification: Other Device, non-listed in Annex II of IVDD 98/79/EC
Conformity Assessment Route: IVDD 98/79/EC Annex III, excluding article 6

We declare under our sole responsibility that the above-mentioned products meet the Council
Directive 98/79/EC of the European Parliament and the Council of 27 October 1998 on in vitro
diagnostic medical devices and the following mentioned Standards.

EN ISO13485:2016, EN ISO14971:2019, EN 13975:2003, EN ISO 18113-1:2011, EN ISO
18113-2:2011, EN 13641:2002, EN ISO 15223-1:2021, EN 13612:2002/AC:2002, ISO 17511:2020,
EN ISO23640:2015

All supporting documentations are retained under the premises of the manufacturer. The
declaration of conformity is issued under our sole responsibility.

Place, Date of Issue: in California on 06/05/2022

Signature: _________
Name: Charles Gao
Position: Chief Executive Officer



Attachment 1:

Cat. No Product Name Specimen Format

U24-MDT/U24-MDTA Multi-Drug Test Urine Dip card

U34-MDT/U34-MDTA Multi-Drug Test Urine Dip card

U44-MDT/U44-MDTA Multi-Drug Test Urine Dip card

U54-MDT/U54-MDTA Multi-Drug Test Urine Dip card

U64-MDT/U64-MDTA Multi-Drug Test Urine Dip card

U74-MDT/U74-MDTA Multi-Drug Test Urine Dip card

U84-MDT/U84-MDTA Multi-Drug Test Urine Dip card

U94-MDT/U94-MDTA Multi-Drug Test Urine Dip card

U104-MDT/U104-MDTA Multi-Drug Test Urine Dip card

U114-MDT/U114-MDTA Multi-Drug Test Urine Dip card

U124-MDT/U124-MDTA Multi-Drug Test Urine Dip card

U134-MDT/U134-MDTA Multi-Drug Test Urine Dip card

U144-MDT/U144-MDTA Multi-Drug Test Urine Dip card

U154-MDT/U154-MDTA Multi-Drug Test Urine Dip card

U164-MDT/U164-MDTA Multi-Drug Test Urine Dip card

U174-MDT/U174-MDTA Multi-Drug Test Urine Dip card

U184-MDT/U184-MDTA Multi-Drug Test Urine Dip card

U194-MDT/U194-MDTA Multi-Drug Test Urine Dip card

U204-MDT/U204-MDTA Multi-Drug Test Urine Dip card
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