ME%ER.I.

Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

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

herewith certifies that the company:

bluepoint medical GmbH & Co. KG
An der Trave 15

23923 Selmsdorf

Germany

has introduced and maintains a quality assurance system for the products / product categories
listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the
Council Directive 93/42/EEC was verified by an audit:

Annex Il without section 4

This certification is subject to surveillance by MEDCERT.

This cerﬁfiml! is valid until 02 November 2023

Report No.: 4026FS15F
Process No.: QS - 4026
Certificate No.: 4026GB410190712

Hamburg, 12 July|2019

’\MEDCERT Certification Body
(Markus Bianchi)
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ME%E“®

Certification. Medical'Only:

Appendix of EC Certificate of Conformity
Process No.: QS - 4026
Certificate No.: 4026GB410190712

List of products / product categories included in the scope of certificate

o Monitors for breathing gas exchange
o Gas sampling lines

e Gas flow sensors

» Temperature probes

e SpO2 monitors

o SpO2 sensors

— End of list -
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This appendix is integral part of the above-referenced certificate.
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