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medical

Manufacturer Declaration
- Safety in flight -

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

We hereby confirm that the following sleep-therapy devices are therapeutic medical equipment:

prisma20C
prisma20A
prismaCR
prisma25ST
prisma2SS
prisma25S-C
prisma30ST
primsa30ST-HFT
prisma25ST-C
prismalLAB
prisma SMART
prisma SOFT
primsa SMART plus
~ prisma SMART max
primsa SOFT plus
prisma SOFT max
prismaAQUA

The devices are suitable for transport and use in aircrafts and comply with the requirements in ac-
cordance with RTCA/DO0-160G Chapter 21, Category M.

Hamburg, July 05%, 2022

Adrian Motavas
Regulatory Affairs Manager



