EC Certificate of Conformity

The Notified Body

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

herewith confirms that the company

Dispomed Wiit oHG
Am Spielacker 10-12 = 63571 Gelnhausen
Germany

has infroduced and applies a Quality Management System
for the aspects of manufacture concerned with
securing and maintaining sterile conditions
for the products / product categories

Medical devices for single use
e Blunt needles
» Spikes, transfer spikes
o Amniotic perforators
e Syringes for single use

An Audit demonstrated compliance of the Quality Management System with

Annex V

of the Council Directive 93/42/EEC concerning Medical Devices.

The cerfification assumes that the company is applying and maintaining its
Quality Management System according to the above given annex.
The license of certification is subject to surveillance by MEDCERT.

This certificate is valid until: 21 February 2024 Process No.: QS -40725
Hamburg, 04 January 2019 Certificate No.: 40725GB4101407232
MEDCERT Identification No.: 0482
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