
Calmark certified according to ISO 13485:2016
Calmark Sweden AB has carried out a certification of its quality management system in accordance with
ISO 13485:2016. Review and certification were conducted by RISE Research Institutes of Sweden AB.

Calmark Sweden AB has today received its certificate according to ISO 13485:2016 (Medical devices — Quality management
systems — Requirements for regulatory purposes). The certificate was awarded by RISE Research Institutes of Sweden AB
(RISE AB), confirming that Calmark's quality management system meets the requirements for development, production, sales and
distribution of in vitro diagnostic products (IVD). The new ISO certificate is valid as of December 9th, 2020, until December 8th,
2023.

ISO 13485:2016 is an internationally recognized standard that is aligned with regulatory requirements for the development of
medical devices in Europe and other regulatory jurisdictions. Full compliance to the standard is not currently required for
Calmark's products but will in the near future be mandatory under the new in vitro diagnostic medical device regulations (IVDR).

"The certification is an important step towards IVDR and puts us in a significantly better position to launch in the rest of the world,"
says Michael Lundh, Quality Assurance and Regulatory Affairs Director. "The certification proves that we have the regulatory
aspects in place and a quality management system that works. It is very gratifying to see this confirmed by an objective and
independent audit."

"The certification of the quality management system is an important cornerstone of our business development," says Anna
Söderlund, CEO of Calmark. "I would like to extend my thanks to Michael Lundh in particular, for the sterling work he has done in
ensuring the structure and the processes."

 

Every care has been taken in the translation of this document. In the event of discrepancies, the Swedish original will supersede
the English translation.
 

For more information about Calmark Sweden AB, please contact:

Anna Söderlund, CEO
Telefon: +46 70 214 98 93
E-post: anna.soderlund@calmark.se 
www.calmark.se 

Calmark Sweden AB is a medical technology company developing a point-of-care (POC) analysis method with easier and
faster diagnostics of medical conditions in newborns. The unique test platform consists of a portable instrument and test cassettes
for various biomarkers. The first test, Neo-Bilirubin, was launched to the market in 2020. In the Western world, the introduction of
POC diagnostics is resulting in huge savings and shorter care chains. In less developed healthcare systems, the product will offer
a decision support which is currently lacking, since the access to hospital laboratories often is limited. Calmark aims to become
the global leader in POC diagnostics for newborns and, in the long term, to offer all relevant tests for the first period of life. In
addition to products for newborns, Calmark develops a POC test for assessment of COVID-19 disease severity. The B share is
listed on the Spotlight Stock Market and is traded under the CALMA B ticker. Read more at www.calmark.se/eng/home.  


