RAPG-COV-019

4 DECLARATION OF CONFORMITY

Declaration of Conformity C €

C € according to Directive 98/79/EC, on in vitro diagnostic medical devices

Maker: _

(Name, Address) Biopanda Reagents Ltd

Production Unit 14 Carrowreagh Business Park, Carrowreagh Road,
address

Belfast BT16 1QQ United Kingdom.

Medical device

Description | : | COVID-19 Rapid Test Kit (RAPG-COV-019)

Classification of products
according to directive

Others

Batch/serial No. type, production
term (if applicable)

Applicable
coordination
standards:

EN ISO 14971:2012 SO 13485:2016 EN ISO 18113:2011 EN 13612:2002

EN 23640:2015
EN ISO 15223-1:2016

Signatory representative declares herein the above mentioned device meets the basic

requirements of the European Parliament and the Council’s in vitro diagnostic medical
devices directive: 98/79/EC Annex Il
This declaration of conformity is based on European Parliament and the Council’s
98/79/EC directive Annex III.

Managing Director:

24/02/2020

Han Yan

e

(place and date of issue)

(name and signature or equivalent
marking of authorised person)






