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€

OCSM
Accrédité CCN ™

CERTIFICATE

No. QS2 101533 0002 Rev. 05

America

Certificate Holder: EKF Diagnostics, Inc, also trading as
Stanbio Laboratory, LLC, Stanbio Laborat
ory, Separation Technology, Inc, and
EKF Life Sciences
1261 North Main Street
Boerne TX 78006-3014

USA

Certification Mark:

1S0 13485

Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard: ISO 13485:2016
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The Certification Body of TUV SUD America Inc. certifies that the company mentioned
above has established and is maintaining a quality management system that meets the
requirements of the listed standards.

L 4 Report No.: 721002181
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= Date of Issue: 2025-06-10
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o ( Renee Walker )

Ll Director, US Certification Body, MHS ®
N TUV
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America

Overall Scope Statement: Design, Development, Manufacture, Packaging,
Re-Packaging, Installation, Service, Sales,
and Distribution of In-Vitro Diagnostic Reagents,
In-Vitro Diagnostic Analyzers, and In-Vitro Diagnostic Test Kits
used in the Diagnosis, Management, and Detection of Blood
Analytes, Blood Gases, Cardiac Markers, Disease Status,
Pregnancy Testing, Sexually Transmissible Agents, Therapeutic
Drug Monitoring including near Patient/Point of Care In-Vitro
Diagnostic Devices;

Manufacture of Enzyme Intermediates used in

In-Vitro Diagnostics for the Detection of Blood and Urine
Analytes; Contract Manufacture of In-Vitro Diagnostics used in
Therapeutic Drug Monitoring;

Contract Manufacture of Reagents, Accessories, and
Components of In-Vitro Diagnostics and Health Care Related
Products

Facility(ies): EKF Diagnostics, Inc, also trading as Stanbio Laboratory,
LLC Stanbio Laboratory, Separation Technology, Inc,
EKF Life Sciences
1261 North Main Street, Boerne TX 78006-3014, USA
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Facility Scopes: Design, Development, Manufacture, Packaging,
Re-Packaging, Installation, Service, Sales, and Distribution
of Hemoglobin Reagent and Analyzer, Chemistry Reagents
and Analyzer, and In-Vitro Diagnostic Test Kits used in the
Diagnosis, Management and Detection of Blood Analytes,
Blood Gases, Cardiac Markers, Disease Status, Pregnancy
Testing, Sexually Transmissible Agents, Therapeutic Drug
Monitoring including Near Patient/Point of Care In-Vitro
Diagnostic Devices

Page 2 of 3

Date of Issue: 2025-06-10 _W

( Renee Walker )
Director, US Certification Body, MHS

ZERTIFIKAT & CERTIFICATE o

o @
TUV
TUV SUD America, Inc. » 401 Edgewater Place Suite #500 » Wakefield + MA 01880 » USA » www.tuvsud.com



http://www.tuvsud.com/

SCC Accredited
CB-MsS

2

America

OCSM
Accrédité CCN ™

CERTIFICATE

No. QS2 101533 0002 Rev. 05

Facility(ies): EKF Life Sciences
6879 Enterprise Drive, Suite 500, South Bend IN 46628, USA

Facility Scopes: Contract Manufacture of In-Vitro Diagnostics used
in Therapeutic Drug Monitoring;

Manufacture of Enzyme Intermediates Used in In-Vitro
Diagnostics for the Detection of Blood and Urine Analytes
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 TÜV SÜD Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany 
 
TÜV SÜD PSB Pte Ltd, 15 International Business Park, TÜV SÜD @ IBP, Singapore 609937 
 
 TÜV SÜD America, Inc., 401 Edgewater Place Suite #500, Wakefield, MA 01880, USA 
 
 TÜV SÜD Certification and Testing (China) Co., Ltd. Floor 1-4, Building B, No.37, Tuanjie Road(Middle), Xishan Economic and Technological Development Zone, Wuxi, Jiangsu, P.R. China 
 
 TÜV SÜD Danmark ApS, Strandvejen 125, 2900 Hellerup, Denmark 
 
 TUV SUD BABT Unlimited, Octagon House, Concorde Way, Segensworth North, Fareham, Hampshire, PO15 5RL, UK 
 
 TÜV SÜD (Malaysia) Sdn Bhd, No. 18, Jalan Astaka U8/82, Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia 
 
 TÜV SÜD SFDK, Av. General Valdomiro de Lima, 833, Jabaquara, São Paulo, SP, 04344-070, Brazil 
 
 TÜV SÜD Rail GmbH, Barthstraße 16, 80339 Munich, Germany 
 
 TÜV SÜD Auto Service GmbH, Daimlerstraße 11, 85748 Garching at Munich, Germany 
 
 TÜV SÜD Hong Kong Limited, 19/F Yuen Long Trading Centre, 33 Wang Yip Street West, Yuen Long, New Territories, Hong Kong
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




