. ®
EC Certificate TUVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4
Full Quality Assurance System
Viedical Devices

Registration No.: HD 60085534 0001

Report No.: 21196116 001

Manufacturer: Weinmann Gerite fiir
Medizin GmbH + Co. KG
Kronsaalsweg 40
22525 Hamburg
Deutschland

Products: Medical devices for oxygen-, emergency- and sleep medicine,
ventilation, diagnosis and defibrillation
(see attachment for products and sites included)

Replaces Approval, Registration No.: HD 60022531 0001

Expiry Date: 2018-05-21

The Notified Body hereby declares that the requirements of Annex Il, 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 II,

Effective Date: 2013-05-22

Date: 2013-05-22

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Niirnberg

HD 60085534 0001
21196116 001

Weinmann

Gerate fir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

OXYGEN MEDICINE

- Oxygen Pressure Reducer
OXYWAY

- Click dial flowmeter
OXYWAY Click
Multiple Oxygen Administrator

. ®
TUVRheinland

Doc. 1/1, Rev. 0




Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

. ®
TUVRheinland

Doc. 2/2, Rev. 0

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Nurnberg

HD 60085534 0001
21196116 001

Weinmann

Gerite flir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

EMERGENCY MEDICINE

- Aspirator
ACCUVAC
OMNIVAC

- Emergency and Transport Ventilation
MEDUMAT
MODUL-System
Patient Hose System

- Manual Resuscitation Bag
Combibag

Dipl.-Ing. D. Meiet
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

i ®
TUVRheinland

Doc. 3/3, Rev. 0

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Nilrnberg

HD 60085534 0001
21196116 001

Weinmann

Gerite fir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

SLEEP MEDICINE

- Sleep Apnea Therapy Sets
SOMNOsmart
SOMNQOcomfort
SOMNOvent
SOMNOset
SOMNOsoft
CPAP 20(e)
SOMNObalance
SOMNOvent auto
BiLevel ST 22
VENTI-O5 / VENTI-O2 plus

- Heated Humidifier
SOMNOclick
SOMNOQOaqua
CLICK 2

16020 i3 @
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

. ®
TUVRheinland

Doc. 4/4, Rev. 0

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Nilirnberg

HD 60085534 0001
21196116 001

Weinmann

Gerate fiir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

SLEEP MEDICINE

- Sleep Apnea Mask Systems
Silentflow
Schalldampfer
JOYCE
JOYCE Full Face
NP15

- Sleep Therapy Software
WEINMANNsupport

f
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

” ®
TUVRheinland

Doc. 5/5, Rev. 0

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Niirnberg

HD 60085534 0001
21196116 001

Weinmann

Gerate flir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

DIAGNOSIS

- Sleep Apnea Diagnosis
SOMNOcheck

- Polysomnography
SOMNOIab

10020 43 &
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Niirnberg

HD 60085534 0001
21196116 001

Weinmann

Geriéte fiir Medizin GmbH+Co. KG
Kronsaalsweq 40

22525 Hamburg

Deutschland

DEFIBRILLATORS

- Defibrillators
MEDUCORE

. ®
TUVRheinland

Doc. 6/6, Rev. 0
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Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

. ®
TUVRheinland

Doc. 7/7, Rev. 0

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Nurnberg

HD 60085534 0001
21196116 001

Weinmann

Gerate fir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

VENTILATION

- Ventilation Devices
VENTImotion
Ventllogic
Oxygen valve VENTI-O2 / VENTI-O2 plus

- Ventilation Software
WEINMANNsupport

- Heated Humidifiers
VENTIclick

Dipl.-Ing. D. Meler—




Attachment to

Registration No.:

Report No.:

Manufacturer:

Scope:

Date 22.05.2013

. ®
TUVRheinland

Doc. 8/8, Rev. 0

TUV Rheinland

LGA Products GmbH
Tillystr. 2, 90431 Nirnberg

HD 60085534 0001
21196116 001

Weinmann

Gerate flir Medizin GmbH+Co. KG
Kronsaalsweg 40

22525 Hamburg

Deutschland

Production facilities:

- Weinmann Geréte fur Medizin GmbH+Co. KG
Siebenstlicken 14, 24558 Henstedt-Ulzburg

Development facilities:

- Weinmann Geréte fir Medizin GmbH+Co. KG
Kronsaalsweg 40, 22525 Hamburg

- MCC GmbH & Co. KG, SudendstraBe 42, 76135 Karlsruhe

Certifi

Dipl.- ng D Me[
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