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Deutsche
D-ZM-11321-01-00

Certificate

No. Q5 055525 0019 Rev. 02

Product Service

Holder of Certificate: LRE Medical GmbH

PN . Hofer Strale 5
A LRE Medical 86720 Nordlingen

GERMANY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Service of Analyzing Systems for
In-Vitro-Diagnostic and Medical Tests

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?g=cert:Q5 055525 0019 Rev. 02

Report No.: 713298901
Valid from: 2024-04-01
Valid until: 2027-03-31

é@t‘-\/

Date, 2024-01-31 Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Certificate

No. Q5 055525 0019 Rev. 02

2

Product Service

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): LRE Medical GmbH
Hofer StralRe 5, 86720 Noérdlingen, GERMANY

Production and Service of Analyzing Systems

for In-Vitro-Diagnostic and Medical Tests

LRE Medical GmbH
Georg-Brauchle-Ring 89, 80992 Miinchen, GERMANY

Design and Development of Analyzing Systems
for In-Vitro-Diagnostic and Medical Tests
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
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.




