D DEKRA

CERTIFICATE

Number: 3821543

The management system of:

Freudenberg Medical, LLC

2301 Centennial Blvd.
Jeffersonville, IN 47130-8975
United States of America

Manufacturer Facility Identifier FO03041

Conforms with the following standard and regulatory requirements

ISO 13485:2016

United States: 21 CFR 803, 21 CFR 806, 21 CFR 807 - Subparts At/ D/4nd -

Scope: /
Design and manufacture of specialty catheters and gmdewwes , :
biopsy needles, syringes, cannulas, radiographic’'markers, and endos pyu; ;raonowe
cardiovascular, pulmonary, pefiphéral vascular, urologidal; ﬂeXIbIe/ f dpsdopyé/
ophthalmic, neurovascular and/interventional radiology’ medical de ¢e industn
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Certificate expiry date/ / / /2028-09/19
Certificate effective date: /2025-09-19
Certified since: 2019-09-19

DEKRA Certification B.V.

[/ &

B.T.M. Holtus J.M./McKenzie
Managing Director Certification' Manager

© Integral publication of this certificate and adjoining reports is/allowed.

The validation of the validity of this certificate can be checked through DEKRA's website using the following link:
https://www.dekra-checkme.com/org

DEKRA Certification B.V. is recognized under the Medical Devices Single Audit Program.

MEDICAL DEVICE SINGLE AUDIT PROGRAM

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Netherlands
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