EC Certificate TOVRheinland
Directive 93/42/EEC Annex II, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60131384 0001

Report No.: 21196116 018

Manufacturer: Lowenstein Medical Technology
GmbH + Co. KG
Kronsaaisweg 40
22525 Hamburg
Deutschland

PrOChJCtS: Medical devices for sleep medicine, ventilation,
patient interface and diagnosis
(see attachment for products and sites included)

Replaces EC-Certificate, Registration No.: HD 60129205 0001

Expiry Date: 2023-05-21

The Notified Body hereby declares that the requirements of Annex II, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class il devices c/\Lered by

this certificate an EC design-examination certificate according to Annex I, section 4 is ;equzf’ed“‘ ""ra N

otified Body

Effective Date: 2018-07-26

Date: 2C18-07-26

N
D‘{p!.—lng. . Munkler ~ """~

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020h 04.08 ® TUV. TUEV an? TU ara registerca tragcmarks. Utlisz:tion and aprlication requires prior ap: 16 al




Attachment to
Certificate

Report No.:

Manufacturer:

- Polygraphy

Sleep Therapy:

- Oxygen Valveg

Registration No.:

- Polysomnography
- Sleep Diagnostic Software

Date: 2018-07-26

. ®
TUVRheinland

TUV Rheinland 2R S B
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60131384 0001
21196116 018

Lowenstein Medical Technology
GmbH + Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

Products included:

Sleep Diagnostics:
- Sleep Apnea Diagnostic Systems

- Sleep Apnea Therapy Systems
- Heated Humidifiers
- Breathing Tubes

- Bacteria Filters
- Sleep Therapy Software

10/020h 0408 2 TU" TUE' end TU™ are reaistered trademarks. Utilisation srid application reuires prior appre 2.
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TUVRheinland

TUV Rheinland PoSi 242, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HD 60131384 0001

Report No.: 21196116 018

Manufacturer: Léwenstein Medical Technology

GmbH + Co. KG
Kronsaalsweg 40
22525 Hamburg
Deutschland

Products included:

Ventilation:

~ Ventilation Systems
-~ Heated Humidifiers

- Oxygen Valves

- Sp02 Module

- Ventilation Software

Patient Interface:
- Breathing Magks
- Exhalation Systems

Site included:

Léwenstein Medical Technology GmbH + Co. KG
Site Karlsruhe

Stdendstrafie 42

76135 Karlsruhe, Germany

NotifiedcBod ,
| K
Date: 2018-07-26

Bipl.-ing. I. Munkler

10/020 h D4.08 ® TUV, TUE" and TU" are "agistered traddemarcs. Utilization and application requires prior apyrozl
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