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Certificate

The Certification Body

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

herewith confirms that the company

Hegewald Medizinprodukte GmbH
Gutsweg 1 — 09638 Lichtenberg
Germany

has introduced and applies a Quality Management System in the area of
see attachment
A Quality Audit demonstrated compliance of the Quality Management System with

EN ISO 13485:2012 + AC:2012

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

This certificate is valid until 20 June 2018 Process No.: QS - 2608
Hamburg, 20 December 2013 Certificate No.: 2608GB438131220
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Attachment
Certificate QS — 2608

Development, manufacture and final inspection of

* passive drainage systems

e secretion drainages

* drainage bags

» auto transfusion bags

* bags for contrast media

* intravenousdrip bags

» urine drainage bags

» enteral and intravenous nutrition bags

e tube systems

* bag systems for collecting and storage of umbilical cord blood

The attachment is valid only in connection with
certificate-No: 2608GB438131220

Hamburg, 20 December 2013
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MEDCERT Certification Body
(DR. Andreas Schich)




	EN_ISO_13485_2012_int-1.pdf
	EN_ISO_13485_2012_int-2

