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ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Mission® U120 Smart Urine Analyzer

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex Il
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

n
Signed this /é day of TW‘\JL 2l F

in San Diego, CA USA

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

—_————— — =

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com



Declaration of Conformity

ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Insight® U120 Smart Urine Analyzer

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex lli
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this 2571 dayof TJme 2ol F
in San Diego, CA USA

)

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

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail; info@aconlabs.com



Declaration of Conformity

ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Mission® U120 Smart Urine Analyzer
Mission® U120 Smart Urine Analyzer Data Transfer Kit
Mission® Barcode Reader
Mission® Printer Paper Rolls

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex lil
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this /gﬂday of _ Jme ,_ 2ol F
in San Diego, CA USA

Y

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

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com



Declaration of Conformity

ACON Laboratories, Incorporated
10125 Mesa Rim Road
San Diego, CA 92121 USA

We, the manufacturer, declare under our sole responsibility that
the in vitro diagnostic device:

Insight® U120 Smart Urine Analyzer
Insight® U120 Smart Urine Analyzer Data Transfer Kit
Insight® Barcode Reader
Insight® Printer Paper Rolls

classified as others of the directive 98/79/EC,

meets all the provisions of the directive 98/79/EC on in vitro
diagnostic medical devices which apply to it

This self-declaration is according to Annex
(excluding Section 6) of the Directive.

Authorized Representative:
Medical Device Safety Service GmbH
Schiffgraben 41
30175 Hannover, Germany

Signed this /éﬂ' dayof <o | 2] F
in San Diego, CA USA

LY

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

10125 Mesa Rim Road - San Diego, CA 92121 - USA -Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com
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