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Certification. Medical Only.

Certificate

The Certification Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the company

Microtek Medical B.V.
Hekkehorst 24

7207 BN Zutphen
Netherlands

With its facility as per attachment
has introduced, applies and maintains a Quality Management System in the area of:

Manufacture and final inspection of medical products
as per attachment

The compliance of the Quality Management System with the requirements of the below
mentioned standard was verified by an audit:

EN ISO 13485:2012 + AC:2012

This certificate is valid until: 16 April 2018
Report No.: 6067PS12F

Process No.: QS — 6067
Certificate No.: 6067GB438170113

Hamburg, 13/fanuary 2017

( ~/"» Deutsche
" Akkreditierungsstelle
D-ZM-19630-04-00

MEBCERT Certification Body
(Markus Bianchi)
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Attachment 1
Certificate QS— 6067

This attachment is valid only in connection with certificate No: 6067GB438170113

Facility:

Microtek Medical B.V.
Gesinkkamstraat 19
7051 HR Varsseveld
Netherlands

Manufacture and final inspection of medical products
o Uritapes
e Ballon Compliance Catheters
» Finger Cots
e Urine Catheters
o Probe Covers
* Equipment Drapes
¢ Disposable Linens

Hamburg, 13 January 2017

NJEDCERT Ceriification Body
(Markus Bianchi)
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