Declaration of Conformity

We, the manufacturer, under compliance to Article 19 of EU MDR 2017/745,
declare under our sole responsibility that the medical device:

Mission® Lancing Device (C121-3051)
Insight® Lancing Device (C121-3055)
On Call® Lancing Device (G124-11A)

On Call® GenTouch Lancing Device (G124-17A)

of class | according to Rule 13 of Annex VIl of regulation (EU) 2017/745,

is in conformity with EU MDR 2017/745.

This declaration is based on:

Manufacturer’s Name: ACON Laboratories, Inc.

Manufacturer’s Address: 5850 Oberlin Drive, #340 San Diego, CA 92121
Manufacturer’s SRN: US-MF-000023913

Authorized Representative Name: MDSS GmbH

Authorized Representative Address: Schiffgraben 41, 30175 Hannover, Germany
Authorized Representative SRN: DE-AR-000005430

Basic UDI-DI: 8260799999900013V

Intended Purpose of device: The device is intended for injuring the fingertip in combination
with a disposable lancet for obtaining a small amount of blood sample.

Signed this 15 day of June 2023
in San Diego, CA USA

Qiyi Xie, MD, MPH
Senior Staff, Regulatory Affairs & Clinical Affairs
ACON Laboratories, Inc.

5850 Oberlin Drive #340-San Diego, CA 92121, USA - Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com




