
 

 

Certificate of Registration 
In accordance with European Communities Council Directive 98/79/EC as amended, concerning In Vitro 

Medical Devices as transposed into European national law by the member states. 

We hereby declare that: 

▪ An examination has been made of this organisation’s Declaration of Conformity(s) and where appropriate 

Notified Body certification(s) exist. 
▪ The EU Authorised Representative contract has been fulfilled. 
▪ Device registrations for the medical devices mentioned within this certificate have duly been completed 

with an EU Competent Authority. 

Therefore, these devices have met the requirements of the council directive and the CE mark may be applied to 

the products listed below. 

Certificate No: CE/USA/2015/07/69 Issue Date: 01st September 2020 Expiry Date: 31st August 2021  

 

Legal Manufacturer EU Authorised Representative (EC REP) 

Kamiya Biomedical Company 

12779 Gateway Drive S., Tukwila, WA 98168, USA 

Advena Limited, Tower Business Centre, 2nd Flr, Tower Street, 
Swatar, BKR 4013 Malta. 

 

Product Details, Names or Trade Names MCCAA Device Registration Reference(s) 

K-Assay Assay Controls for clinical chemistry analysers  DVC-MT-17-07-000013 

K-Assay Assay reagents for clinical chemistry analysers  DVC-MT-17-07-000014 

K-Assay Assay calibrators for clinical chemistry analysers  DVC-MT-17-07-000015 

 

Competent Authority 

Malta Competition and Consumer Affairs Authority (MCCAA) 

Mizzi House, National Road, Blata I-Bajda, HMR 9010 Malta. 

Tel: +356 2395 2000 Email: info@mccaa.org.mt 

 

This certificate is issued by: Authorised Signature: 

Advena Limited  

Tower Business Centre, 2nd Flr, Tower Street, Swatar, BKR 4013. 

Malta. Tel: +44 1926 800153 Email: info@advenamedical.com 

Registered in Malta No. C 76865 

 

A. Kirby 

Anthony Kirby - Managing Director (Malta) 

This certificate is subject to the organisation maintaining their documentation in compliance with the directive stated in this certificate. 

This certificate is for the exclusive use of Advena Ltd’s client and is provided pursuant of the European Authorised Representative agreement (Mandate) between Advena Ltd and the client. Advena’s 

responsibility and liability is limited to the terms and conditions of this agreement. Advena Ltd assumes no liability to any party for any loss, expense or damage occasioned by the use of this 

certificate and the European Authorised Representative agreement (Mandate). Only the client is authorised to copy or distribute this certificate. Any use of the Advena Ltd name by others who are 

not covered by the above agreement, or any similar contract, is prohibited. This certificate remains valid until the expiry date has been reached or has been terminated by Advena Limited. 
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