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Certificate

No. Q5 005176 0001 Rev. 01

Product Service

Holder of Certificate: £Andramed GmbH

Schiel3wieslenstr. 18
72766 Reutlingen
GERMANY

Facility(ies): Andramed GmbH
Y( ) Schielwieslenstr. 18, 72766 Reutlingen, GERMANY

Certification Mark:

EN ISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Development, Production and Distribution
of peripheral stents, catheter introducers,
retrieval baskets, PTA balloon catheters,
valvulotomes

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

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). See also notes overleaf.

Report No.: 713169796
Valid from: 2020-08-04
Valid until: 2023-08-03

C@IL\/

Date, 2020-07-30 Christoph Dicks
Head of Certification/Notified Body

PR/ SUD ProdulBSENGES GmbH - Certification Body « Ridlerstraie 65 + 80339 Munich « Germany
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