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CERTIFICATE 

EN ISO 13485:2016 

DEKRA Certification GmbH hereby certifies that the comga~ 

JOTEC GmbH 

/ 

has established and maintains a quality management system according to the above mentioned 
standard. The conformity was adduced with audit report no. 50736-2501-00. 

This certificate is valid from 2019-03-27 to 2021 -03-26 

Registration No.: 50736-14-00 

Ruth Delb k-Bay 
DEKRA Certification GmbH Stuttgart; 2019-03-27 

{t DAk~~sche 
Akkreditierungsstelle 
D-ZM-16029-08-00 
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Annex to the Certificate No. 50736-14-00 
Revision status: 0 

valid from 2019-03-27 to 2021-03-26 

The following locations belong to the certificate above: 

Headquarters Certified location Scope of certification 

JOTEC GmbH 

Subsidiaries 

1. JOTEC GmbH 

2. JOTEC GmbH 

Ruth Delb 

Lotzenacker 23 
D-72379 Hechingen 

/ 

DEKRA Certification GmbH, Stuttgart, 2019-03-27 
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EC CERTIFICATE 
for the Quality Assurance System 

according the 

/~? "i/-
applies a quality assurance system according to the Directive 93l42'/EEG:~ II for the medical 
devices listed in the annex. The approval is based on the result of the re;:eertification audit report no. 
50736-Z5O1-00, the decision dated 2019-03-27 and is only valid in connection with the successful 
performance of the annual surveillance audits. 

This certificate is valid from 2019-03-27 to 2024-03-26 

Registration No. : 50736-16-06 

* * * * * Benannt durch/Designated by * * Zentralstelle der L~nder ~ 

* 
•L• * tor Gesundhertsschutz ~ 

* 
--~ * bei Arzneimitteln und !! * * Medizinprodukten 3 * * * ZLG-BS-295.10.02 
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h EC Certificate Annex tot e 
Revision status: 0 

. 19-03-27 to 2024-03-26 . . 
Valid from 20 . the certificate. 

·es included in . es/device categon Dev1c 

Class II a: . 

. Guide Wire 
• E-wire Catheter 

d Stent Graft Balloon • E-xpan 

Class II b: PTFE Vascular graft 
• Flowline Bipore e 

t Graft System 
• E-liac Sten St nt Graft System 

BX Peripheral e • E-ventus 

/ 

No. 50736-16-06 
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