
Omega Bio-tek Releases IVDR-Compliant
Reagents and Kits for Use in the European
Union

Omega Bio-tek IVDR products

NORCROSS, GEORGIA, USA, January 24,

2023 /EINPresswire.com/ -- Today,

Omega Bio-tek, a leader in nucleic acid

purification kit manufacturing,

announces its release of IVDR

compliant reagents and Kits for use in

the European Union. 

This launch of IVDR-compliant Class A products ensures that labs in the EU that rely on Omega

Bio-tek kits and reagents in their diagnostic workflows will continue to be able to use these

products without disruption.

Omega Bio-tek shares the

European Commission's

commitment to the highest

quality standards. We

remain committed to

providing high-throughput

solutions scientists in the EU

rely on.”

Richard Blomgren, Quality

Assurance Manager

The In Vitro Diagnostic Regulation (IVDR) (EU) 2017/746 is a

new, harmonized regulatory framework established to

ensure the present and future safety and performance of

in vitro diagnostic (IVD) medical devices in the European

Union market. The IVD Regulation replaces the previous

IVDD directive, under which these Omega Bio-tek products

have been CE-IVD marked. 

“Omega Bio-tek shares the European Commission's

commitment to the highest standards of quality," said

Richard Blomgren, Quality Assurance Manager at Omega

Bio-tek. "We remain committed to providing high-

throughput solutions for delivering the nucleic acid

purification results scientists in the EU rely on.” 

Omega Bio-tek Class A IVDR-compliant products span a repertoire of nucleic acid purification

products, including kits for cfDNA, high-volume blood DNA, blood and tissue DNA, and viral DNA

and RNA. 
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About Omega Bio-tek, Inc.

Omega Bio-tek, founded in 1998, is an ISO 9001:2015 and ISO 13485:2016 certified, industry-

leading manufacturer of DNA/RNA purification kits for clinical, biotechnology, and genomics

research. With a diversified product portfolio for low-throughput to high-throughput purification,

Omega Bio-tek kits purify high-quality nucleic acids from a wide variety of samples. Omega Bio-

tek’s products and services are used in thousands of universities and research institutes in over

100 countries worldwide.
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This press release can be viewed online at: https://www.einpresswire.com/article/613113347

EIN Presswire's priority is source transparency. We do not allow opaque clients, and our editors

try to be careful about weeding out false and misleading content. As a user, if you see something

we have missed, please do bring it to our attention. Your help is welcome. EIN Presswire,

Everyone's Internet News Presswire™, tries to define some of the boundaries that are reasonable

in today's world. Please see our Editorial Guidelines for more information.
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