EC DECLARATION OF CONFORMITY

The undersigned, representing the following manufacturer:

Manufacturer: 77 Elektronika Kft.
Address: Fehérvari ut 98., H-1116, Budapest, Hungary

herewith declares under sole responsibility that the medical device(s):

Product family: Urine test strips \ GMDN code: | 30226
Product identification(s) and = LabStrip U1l Plus

alternative make(s): ®= LabStrip U11 Plus GL

Product category: in vitro diagnostic medical device (for professional use)

Product classification: Non-listed product according to Annex Il of the Directive 98/79/EC

declared by the manufacturer as in vitro diagnostic medical devices in conformity with the Directive 98/79/EC of the
European Parliament and of the Council on in vitro diagnostic medical devices (furthermore: Directive 98/79/EC)

CONFORM

with the essential requirements of Annex | and other applicable articles of the Directive 98/79/EC and possesses the
performance intended by the manufacturer.

Conformity Assessment EC Directive 98/79/EC, Annex Il excluding Article 6.
Procedure:
Notified Body (if consulted): N/A
Notified Body Identification N/A
Number (if consulted):
Type of Notified Body EC Directive 98/79/EC, Annex IV, Article 3 - Full Quality Assurance System - In
Certificate: vitro diagnostic medical devices /

Registration No. and Validity TUv HL 60042100 0001 (2016.11.17.)

of Notified Body Certificate:

This is to attest that the aforementioned products do not endanger the health and safety of the patient, the operator
or any other person if used properly.

| hereby declare that | maintain and update a quality management system whereby | monitor the experience acquired
after the manufacture of the products and | take the necessary corrective actions.

| hereby declare that | immediately announce in accordance with Article 11 of the Directive 98/79/EC if any
malfunction, deterioration of the features or performance of the product, or any deficiency or inadequacy of the user
manual has caused or could have caused the death or severe deterioration of the state of health of the patient or the
operator of the product.

| have compiled the technical documentation for aforementioned products in accordance with Article 3 of the
Annex lll of the Directive 98/79/EC that | shall hand over for supervision upon request by the Department of Medical
Devices of the Office of Health Authorisation and Administrative Procedures up to at least 5 years from the date of
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