LOWENSTEIN

medical

To whom it may concern

Manufacturer Declaration
- Safety in flight -

Léwenstein Medical Technology GmbH + Co. KG
Kronsaalsweg 40 = 22525 Hamburg = Germany

We hereby confirm that the following ventilation devices are therapeutic medical
equipment:

LUISA (LM150TD)

The devices are suitable for transport and use in aircrafts and comply with the
requirements in accordance with RTCA/DO-160G Section 21, Category M.

Digitally signed by

(/Z Christoph Lemke
: Date: 2022.10.11

13:25:54 +02'00'

Dr. Christoph Lemke
Deputy Director Quality and Regulatory Affairs
Léwenstein Medical Technology GmbH + Co. KG

@ith people in mind



LOWENSTEIN

medical

An alle, die es betrifft

Bestatigung der Herstellerfirma
- Sicherheit im Flugzeug -

Léowenstein Medical Technology GmbH + Co. KG
Kronsaalsweg 40 = 22525 Hamburg = Germany

Hiermit bestatigen wir, dass es sich bei den folgenden Beatmungsgeraten um
therapeutische Medizinprodukte handelt:

LUISA (LM150TD)

Die Gerate sind fur den Transport und die Verwendung in Flugzeugen geeignet und
erfullen die Anforderungen gemaf RTCA/DO-160G Section 21, Category M.

Digitally signed by

(/g Christoph Lemke
: Date: 2022.10.11

13:26:11 +02'00'

Dr. Christoph Lemke
Deputy Director Quality and Regulatory Affairs
Léwenstein Medical Technology GmbH + Co. KG

@ith people in mind
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