Declaration of Conformity

Manufacturer Nidek Medical Products, Incorporated
Address: 3949 Valley East Industrial Drive
Birmingham, Alabama, 35217 USA

Represented by: mdi Europa GmbH
Langenhagener Str. 71
D-30855 Langenhagen
Germany
Declares that devices:
Names: Mark5 Nuvo8 Oxygen Concentrators

Maodel Number{s): 085 & 985GR

To which this declaration relates are in conformity with LVSF 2003:11, the

Swedish implementation of the European Medical Devices Directive (MDD)
93/42/EEC as amended by LVFS 2009:18 implementation of European
Directive 2007/47/EC.

These devices are Classified as:

MDD: ll{a) According to rule 11
Electrical Safety Class i
Degree of Protection Type B

Authorized on 1 February 2010 for all devices manufactured hereafter by:
MName of Authorized Signatory: Anand Chitlangia

Position Held in Company President and Chief Executive Officer

Signature
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Declaration df"Conformity

Manufacturer Nidek Medical Products, Incorporated
Address: 3949 Valley East Industrial Drive
Birmingham, Alabama, 35217 USA

Represented by: mdi Europa GmbH
Langenhagener Str. 71
D-30855 Langenhagen
Germany

Declares that devices:

Names: Mark5 Nuvo Oxygen Concentrators

Model Number(s): Mark & Nuvo [MSC5) Senies - 805, S055P, 505003, S05-003ASY, S05-003
NEB, SC5-003NEBQY, 9050030, 905-0030Y, 905-003TF, 905-003TFSV &
G05-003V1;

To which this declaration relates are in conformity with LVSF 2003:11, the
Swedish implementation of the European Medical Devices Directive (MDD)
93/42/EEC as amended by LVFS 2009:18 implementation of European
Directive 2007/47/EC.

' : These devices are Classified as:

MDD: Il{a) According to rule 11
Electrical Safety Class |l
Degree of Protection Type B

Authorized on 1 February 2010 for all devices manufactured hereafter by:
Name of Authorized Signatory:  Anand Chitlangia
Position Held in Company President and Chief Executive Officer

Signature ;;/:}\—{ !\\{LA Lj "
e (
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Declaration of Conformity

Manufacturer Nidek Medical Products, Incorporated
Address: 3949 Valley East Industnal Drive
Birmingham, Alabama, 35217 USA

Represented by: mdi Europa GmbH
Langenhagener Str. 71
D-30855 Langenhagen
Germany

Declares that devices:

Names: Mark5 Nuvo Lite Oxygen Concentrators

Model Number(s): Mark5 Nuvo Lite Series - 925, 925FR, G25GR, 925GC, G25HK, G25NEB, §
25NEB.VI, 9250, 525/60 & 525/60K

To which this declaration relates are in conformity with LVSF 2003:11, the
Swedish implementation of the European Medical Devices Directive (MDD)
93/42/EEC as amended by LVFS 2009:18 implementation of European
Directive 2007/47/EC.

These devices are Classified as:

MDD: li{a) According to rule 11
Electrical Safety Class 1l
Degree of Protection Type B

Authorized on 1 February 2010 for all devices manufactured hereafter by:
Name of Authorized Signatory:  Anand Chitlangia
Position Held in Company President and Chief Executive Officer

Signature %fd/ "ﬂ'G Ff..‘
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Certificate of S (C

CE-Registration =~ mdiEuropa

This is to certify that, in accordance with Hiermit wird bestatigt, daf mdi Europa GmbH als
either medical device Directive 93/42/EEC Bevolimachtigter gemal § 7 Medizinproduktege-
as amended by 2007/47/EC or Directive setz (MPG/nationale Umsetzung der Richtlinie
98/79/EC, mdi Europa GmbH agree to per- fir Medizinprodukte 93/42/EWG gem. Ande-
form all duties and responsibilities as the rungsrichtlinie 2007/47/EG bzw. 98/79/EG) fur
Autherized Representative for den Hersteller

Nidek Medical Products, Inc.
- 3949 Valley East Industrial Drive

Birmingham, AL 35217
USA

as stipulated and demanded by the afore- die Anzeigepflicht gemal § 25 MPG fur die
mentioned Directives. The German compe- nachfolgend aufgefihrten Medizinprodukte
tent authorities have allocated the medical erfiillt hat. Den angezeigten Medizinprodukten
devices of the manufacturer the following sind die folgenden Registrierdaten zugeordnet
registration numbers: worden:
Medical Device UMDNS Code Registration-No.
Oxygen Concentrator 12-873 DE/CAQ9/0760/044
Continuous Positive Airway 11-001 DE/CAQ9/0760/045
Pressure Units
The manufacturer has provided mdi Europa Der Hersteller hat mdi Europa alle fir das ers-
with all necessary documentation, together tralige Inverkehrbringen von Medizinprodukten
with an appropriate Declaration of Confor- erforderlichen Dokumente vorgelegt. Dazu ge-
mity confirming that the medical devices hert die Konformitatserklarung, die bestétigt, daf
fulfill the essential requirements of either die Produkte die grundlegenden Anforderungen
Directive 93/42/EEC as amended by der Richtlinie 93/42/EWG gem. Anderungsrichtli-
2007/47/EC or 98/TY/EC. A safety officer nie 2007/47/EG bzw. 98/79/EG erfiillen. Ein
has been appointed for Germany and Sicherheitsbeauftragter geman § 31 MPG wurde
therefore is in full compliance with § 31 bestellt.

MPG.
September 2010

%"-’ﬂdﬁ_

Werner Sander
President & CEO

mdi Europa GmbH - Langenhagener Strasse 71+ 30855 Langenhagen

THE MEDICAL DEVICE SERVICE-MANAGEMENT



