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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

bluepoint medical GmbH & Co. KG
An der Trave 15

23923 Selmsdorf

Germany

has introduced, applies and maintains a Quality Management System in the area of:
Design and development, manufacturing, final inspection and

distribution of medical devices as per attachment 1

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: 03 November 2018
Report No.: 4026UA13F

Process No.: QS - 4026
Certificate No\: 4026GB438171201

Hamburg /01 December 2017

" MEDCERT Certification Body o zlf]l::;;?t?erungsste[ie

(Markus Bianchi) “ ; D-ZM-19630-04-00




Attachment 1
Certificate
QS - 4026

ME%ERT@

Certification. Medical Only.

This attachment is valid only in connection with certificate No: 4026GB438171201

e Monitors and sensors for breathing gas exchange

e Gas sampling lines

¢ Gas flow sensors

» Temperature probes

» SpO, monitors

* 5p0O, sensors

e Medical breathalyzers
» Extension cables

Hamburg, §f1 December 2017

" MEDCERT Certification Bady
(Markus Bianchi)
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