Certificate

Full Quality Assurance

No. CE 68734

Issued to:

Ambu A/S
Baltorpbakken 13
DK-2750 Ballerup
Denmark

In respect of:

The design and manufacture of emergency and transport ventilators with ventilation monitor,
ventilation monitor for emergency and transport ventilation, non-rebreathing vaives for
anaesthesia systems, powered suction devices, face masks for ventilators and anaesthesia
systems, sterile and non-sterile airway management devices, PEEP valves, manual resuscitators,
sterile needle electrodes, sterile disposable endoscopes, sterile disposable laryngoscopes and
associated reusable camera cartridge.

Those aspects of Annex Il related to metrology in the design and manufacture of the ventilation
upper alrway pressure gauges.

on the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex Il, Section 3.2.
For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Gary Fenton, Global Assurance Director

First Issued: 30 Jul 2002 Date: 16 Jul 2012
Expiration Date: 28 Jul 2017
Pace: 1 of 1
Londitions of Agproval
Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive. o W _go Y ]

This approval excludes all products designed and/or manufactured by a third party on behalf of the company named
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Information and Contact: BS|, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PF. Tel: +44 (0)845 080 9000
BS! Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies. PS102301128LD




