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HYPERBARICS
presthe the future  piy DECLARATION OF CONFORMITY (DoC)

Manufacturer: AHA Hyperbarics GmbH
Registered place of business: Mellergasse 4, 1230 Vienna, Austria
e-mail: ask@aha-hyperbarics.com

SRN: AT-MF-000023416

We hereby declare that the DoC is issued under our sole responsibility and applies to the following
devices and products:

Classification: Class IIb

EMDN code / Device Group: Z120308 - HYPERBARIC CHAMBERS

Models: AHA Flex 16 V2, AHA Flex 18 V2, AHA Flex 20 V2 and AHA Flex 30

Intended Purpose: AHA Flex hyperbaric chambers are intended to perform hyperbaric
oxygen therapy.

Classification: Class IIb

EMDN code / Device Group: Z12159004 - OXYGEN CONCENTRATORS

Models: AHA Oxy 22 and AHA Oxy 30

Intended Purpose: AHA Oxy oxygen concentrators are intended to perform hyperbaric
oxygen therapy (to be used with the hyperbaric chamber).

UMDNS: 12061

Main Regulation:
Regulation (EU) 2017/745 on Medical Devices (according to Annex IX,, ex. 5). As follows the stated
products are declared as medical devices.

Standards:
The company has established general quality management standard: EN ISO 13485:2016

Notified Body: TUV SUD Product Service GmbH
Ridlerstrafie 65, 80339 Miinchen, Germany

CE mark: CE 0123

Certificate Nr.: G15 104291 0006 Rev. 00

Certificate issued: 2026-07-23

Certificate valid: 2031-07-22

Vienna, 23.07.2026
Valid until: 22.07.2031
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