Certificate

The Certification Body

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

herewith confirms that the company

Heinz Herenz Medizinalbedarf GmbH
Rudorffweg 10 — 21031 Hamburg
Germany

has infroduced and applies a Quality Management System in the area of

Purchase, storage, distribution and final inspection of
medical devices and general medical supplies

as per attachment
A Quality Audit demonstrated compliance of the Quality Management System with

EN ISO 13485:2003 + AC:2009

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: 28 April 2016 Process No.: QS - 1249
Hamburg, 05 July 2011 Certificate No.: 1249GB434110705

Akkreditiert durch
Zentralstelle der Lander
fur Gesundheitsschutz
bei Arzneimitteln

und Medizinprodukten
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MEDCERT Certification Body
(Dr. Andreas Schich)




Aﬂ'c;chment
Certificate QS - 1249

Blood bags, blood lancets, allergy lancets, intravenous cannulas,
disposable gloves, steristoppers, coiton swabs,
bacterial sample collecting sets, ECG-elecirodes,
aneroid sphygmomanometers, medicine cups, laboratory glassware,
disposables, pipette tips microscopic slides, cover glasses, haemacytometer,
brushes for gynaecological sample taking, covers for sonography sondes,
gynaecological accessories, ultrasound gel, pipettes of all types,
protective clothes, plastic containers, urine cups, blood collection tubes,
razors disposable, alcohol swabs, test strips, capillary tubes, laboratory
ware, tongue depressors, stethoscopes, tourniquets, hot-/cold wraps,
instruments, thermometers, disinfectants. 3-way-stopcocks, transfusion sets,
sterile single use forceps

The attachment is valid only on connection with

certificate-No: 1249GB434110705

Hamburg, 05 July 2011

Akkreditiert durch
Zentralstelle der Lander
fur Gesundheitsschutz
bei Arzneimitteln

und Medizinprodukten

ZLG-ZQ-983.99.02-46
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MEDCERT Certification Body
{Dr. Andreas Schich)




EC Certificate of Conformity

The Notified Body

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

herewith confirms that the company

Heinz Herenz Medizinalbedarf GmbH
Rudorffweg 10 — 21031 Hamburg
Germany

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

Bacterial sample collecting sets, mouth spatulas,
surgical covers, examination gloves, cotton swabs,
single use forceps

An Audit demonstrated compliance of the Quality Management System with
Annex V

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

The certification 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: 28 April 2016 Process No.: QS — 1249
Hamburg, 05 July 2011 Certificate No.: 1249GB415110705
MEDCERT Identification No.: 0482
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MEDCERT Certification Body
(Dr. Andreas Schich}
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Akkreditiert durch

Zentralstelle der Lander
flir Gesundheitsschutz

bei Arzneimittein
und Medizinprodukten

ZLG-ZQ-883.94.13




EC Certificate of Conformity

The Notified Body

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

_ herewith confirms that the company

Heinz Herenz Medizinalbedarf GmbH
Rudorffweg 10 — 21031 Hamburg
Germany

has introduced and applies @ Quality Management System |
for the products / product categories

Blood bags, blood lancets, allergy lancets,
intravenous cannulas, scalpell blades, single use
scalpells, stitch cutter, disinfectants

An Audit demonstrated compliance of the Quality Management System with

Annex Il
excluding section (4)

of the Council Directive 93/42/EEC concerning Medical Devices.
The certification 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: 28 April 2016 Process No.: QS - 1249
Hamburg, 05 July 2011 Certificate No.: 1249GB410110705
MEDCERT ldentification No.: 0482
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EC Certificate of Conformity

The Notified Body

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

herewith confirms that the company
Heinz Herenz Medizinalbedarf GmbH

Rudorffweg 10 — 21031 Hamburg
Germany

has introduced and applies a Quality Management System
concerning the conformity of the medical devices with the metrological requirements
for the products / product category

Aneroid sphygmomanometers, medicine cups

An Audit demonstrated compliance of the Quality Management System with
Annex VI

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

The certification assumes that the company is applying and maintaining its Quality
Management System according fo the above given annex. The license of cerfification is

subject to surveillance by MEDCERT.

This certificate is valid until: 28 April 2016 Process No.:QS - 1249

Hamburg, 05 July 2011 Certificate No.: 1249GB424110705
MEDCERT Identification No.: 0482

P - o Akkreditiert durch
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U far Gesundheitsschutz
MEDCERT Certification Body
{Dr. Andreas Schich)

bei Arzneimitteln
und Medizinprodukten

ZL.G-Z2Q-983.94.13




EC Certificate of Conformity

The Notified Body

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

herewith confirms that the company

Heinz Herenz Medizinalbedarf GmbH
Rudorffweg 10 — 21031 Hamburg
- Germany ‘

has introduced and applies a Quality Management System ‘
for the products / product categories

Transfusion sets, 3-way-stopcocks
An Audit demonstrated compliance of the Quality Management System with

Annex V

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

The certification 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: 28 April 2016 Process No.: QS - 1249
Hamburg, 05 July 2011 Certificate No.: 1249GB414110705
MEDCERT Identification No.: 0482
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MEDCERT Certification Body
{Dr. Andreas Schich}

Akkreditiert durch
Zentralstelle der Lander
fur Gesundheitsschutz
bei Arzneimitteln

und Medizinprodukten

ZLG-ZQ-983.94.13




