CERTIFICATE

Number: 2086817

The management system of the organization(s) and locations mentioned on the addendum belonging to:

PendraCare International B.V.

Van der Waalspark 22
9351 VC Leek
The Netherlands

D DEKRA

including the implementation meets the requirements of the standard:

EN ISO 13485:2016

Scope:
Design and development, manufacturing and d|str|but|on of Cardlovascular catheters and Urodynamlc
Catheters /111

Certificate expiry date: 1 January 2023
Certificate effective date: 1 January 2020
Certified since: 1 January 2006

This certificate is valid for the organization(s) and/or/locations m__eh’giohed__'o.r_i. 'th'e'__add'e'nd'um.

DEKRA Certification B.V.

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. /]

Digitally signed by (? 11b8a82316A81%9g0dF +31

Date: 2021.12.20 20:02:08 EET ry & b
Reason: MoldSign Signature RN
Location: Moldova @
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ADDENDUM

To certificate: 2086817

The management system of the organization(s) and/or location(s) of:

PendraCare International B.V.

Van der Waalspark 22
9351 VC Leek
The Netherlands

Certified organization(s) and/or locations:
Different scope

PendraCare International B.V. Warehouse

Kamerlingh-Onnesstraat 6

9351 VD Leek ; 11
The Netherlands ' ' 111/

PendraCare International B.V. Design-and Development//
Stevinstraat 8 ' "
9351 VD Leek

The Netherlands

PendraCare International B.V Design and Development//////// /i
Kamerlingh-Onnesstraat 10 /111
9351 VD Leek

The Netherlands

Addendum expiry date: 1 January 2023
Addendum effective date: = 1 January 2020

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396
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