
Dräger

r C s EC Declaration of Conformity
EG Konformitätserklärung

Date / Datum
2020-04-28

o European Directive 93/42/EEC, Annex II Document ID / Dokument Nr.
Europäische Richtlinie 93/42/EWG, Anhang II MD108-002-2004-007-0

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany

hereby declares ander its sole responsibility that the / erklärt hiermit in alleiniger Verantwortung, dass

Product Name / 
Produktbezeichnung

Medical Device / Medizinprodukt Device
Class

UMDNS Code/ 
GMDN Code

NovaStaf®TS Full Face Mask Full Face Mask, Non- invasive Ventilation lla 12-447/35171

NovaStaf® Plus Full Face Mask Oronasal mask, Non- invasive Ventilation lla 12-447/35171

ClassicStaf® Full Face Mask Full Face Mask, Non- invasive Ventilation lla 12-447/35171

ClassicStar® Nasal Mask Nasal Mask, Non- invasive Ventilation lla 12-448/35171

ClassicStar® plus Oronasal mask, Non- invasive Ventilation lla 12-448/35171

ClassicStar® plus Nasal Mask, Non- invasive Ventilation lla 12-448/35171

meets the provisions of the European Directive 93/42/EEC on medical devices. An examination of the quality 
management System has been carried out following Annex 11.3 of the directive by the Notified Body TÜV Süd 
Product Service GmbH, Ridlerstraße 65, 80339 Munich, Germany, EC No. 0123. The quality management 
System also complies to EN ISO 9001 and EN ISO 13485.
This declaration is effective for products placed on the market as of the date of issue. Any modifications of the 
medical device not authorized by Dräger will invalidate this declaration.

mit den Bestimmungen der europäischen Richtlinie 93/42/EWG (Medizinprodukte) übereinstimmt. Eine 
Überprüfung des Qualitätsmanagementsystems, nach den Regeln wie in Anhang 11.3 der Richtlinie 
beschrieben, wurde durch die Benannte Stelle TÜV Süd Product Service GmbH, Ridlerstraße 65, 80339 
München, EU Kennnummer 0123, vorgenommen. Das Qualitätsmanagementsystem erfüllt weiterhin die 
Anforderungen gemäß EN ISO 9001 und EN ISO 13485.
Diese Erklärung ist gültig für ab dem Ausstellungsdatum in Verkehr gebrachte Produkte. Jede nicht durch 
Dräger autorisierte Modifikation an dem Medizinprodukt führt zur Ungültigkeit dieser Erklärung.

Director
Quality & Regulatory Affairs
Business Unit Hospital Consumables & Accessories

Director
Research & Development
Business Unit Hospital Consumables & Accessories 
Medical Division

Kalle Heckmann

Drägerwerk AG & Co. KGaA 
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Fax +49 451 882-2080 
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Bank details:
Commerzbank AG, Lübeck
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Deutsche Bank AG, Lübeck
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Registered Office: Lübeck 
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Local court Lübeck HRB 7903 HL 
General partner: Drägerwerk 
Verwaltungs AG 
Registered Office: Lübeck 
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Local court Lübeck HRB 7395 HL

Chairman of the Supervisory Board for 
Drägerwerk AG & Co. KGaA and 
Drägerwerk Verwaltungs AG:
Stefan Lauer 
Executive Board:
Stefan Dräger (chairman)
Rainer Klug 
Gert-Hartwig Lescow 
Dr. Reiner Piske 
Anton Schrofner
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Dräger

rC a Appendix 1 to EC Declaration of Conformity Date / Datum
Anlage zur 1 zur EG Konformitätserklärung 2020-04-28

V V, 5 European Directive 93/42/EEC Document ID / Dokument Nr.
Europäische Richtlinie 93/42/EWG MD108-002-2004-007-0-00

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany

Product name / Produktbezeichnung Medical device / Medizinprodukt

NovaStar® TS Full Face Mask Full Face Mask, Non- invasive Ventilation

NovaStar® Plus Full Face Mask Oronasal mask, Non- invasive Ventilation

ClassicStar® Full Face Mask Full Face Mask, Non- invasive Ventilation

ClassicStar® Nasal Mask Nasal Mask, Non- invasive Ventilation

ClassicStar® plus Oronasal mask Oronasal mask, Non-,invasive Ventilation

ClassicStar® plus Nasal Mask Nasal Mask, Non- invasive Ventilation

Applied Standards in full or in part / Vollständig oder teilweise angewendete Normen:

EN ISO 10993-1:2009/AC:2010 Biological evaluation of medical devices - Part 1: Evaluation 
and testing

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical 
Devices

EN ISO 5356-1:2015 Anaesthetic and respiratory equipment - conical connectors - 
part 1: Cones and sockets

EN ISO 17510-2:2009 Sleep Apnoea Breathing Therapy - Part 2: Masks and
Application Accessories

EN ISO 15223-1:2016+COR:2017 Medical devices — Symbols to be used with medical device 
labels, labelling and information to be supplied - Part 1: General 
requirements

EN 1041:2008+A1:2013 Information supplied by the Manufacturer with Medical Devices
EN ISO 17664:2004 Sterilization of medical devices - Information to be provided by 

the manufacturer for the Processing of resterilizable medical 
devices

EN 62366:2008+AMD1:2015 Medical devices - Application of usability engineering to medical 
devices

Director
Quality & Regulatory Affairs 
Business Unit Hospital Consumables & Accessories 
Medical DK

Timo Harms

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23558 Lübeck, Germany 
Postal address:
23542 Lübeck, Germany 
Tel +49 451 882-0 
Fax +49 451 882-2080 
info@draeger.com 
www.draeger.com

Bank details:
Commerzbank AG, Lübeck 
IBAN DE33 2304 0022 0014 6779 00 
BIC COBADEFF230 
Deutsche Bank AG, Lübeck 
IBAN DE85 2307 0710 0031 0003 00 
BIC DEUTDEHH222

Registered Office: Lübeck 
Commercial registen 
Local court Lübeck HRB 7903 HL 
General partner: Drägerwerk 
Verwaltungs AG 
Registered Office: Lübeck 
Commercial registen 
Local court Lübeck HRB 7395 HL

Chairman of the Supervisory Board for 
Drägerwerk AG & Co. KGaA and 
Drägerwerk Verwaltungs AG:
Stefan Lauer 
Executive Board:
Stefan Dräger (chairman)
Rainer Klug 
Gert-Hartwig Lescow 
Anton Schrofner 
Dr. Reiner Piske
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Appendix II to EC Declaration of Conformity Date / Datum
Anlage II zur EG Konformitätserklärung 2020-04-28

V. V. 5 European Directive 93/42/EEC
Europäische Richtlinie 93/42/EWG

Document ID / Dokument Nr.
M D108-002-2004-007-0-ECA

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23542 Lübeck 
Germany

Extent of conformity assessment / Umfang der Konformitätsbewertung
Part No. / Product name /
Sach Nr. Produktbezeichnung

MP01564 NovaStar SE VPack S,3xMP01579
MP01565 NovaStar SE VPack M,3xMP01580
MP01566 NovaStar SE VPack L,3xMP01581
MP01567 NovaStar AAV VPack S,3xMP01576
MP01568 NovaStar AAV VPack M,3xMP01577
MP01569 NovaStar AAV VPack L,3xMP01578
MP01570 Mask ClassicStar,NIV,w/AAV,S
MP01571 Mask ClassicStar,NIV,w/AAV,M
MP01572 Mask ClassicStar,NIV,w/AAV,L
MP01573 Mask ClassicStar,NIV,SE,S
MPO1574 Mask ClassicStar,NIV,SE,M
MP01575 Mask ClassicStar,NIV,SE,L
MP01576 NovaStar® TS NIV-Mask,AAV,S
MP01577 NovaStar® TS NIV-Mask,AAV,M
MP01578 NovaStar® TS NIV-Mask,AAV,L
MP01579 NovaStar® TS NIV-Mask,SE,S
MP01580 NovaStar® TS NIV-Mask,SE,M
MP01581 NovaStar® TS NIV-Mask,SE,L
MP01583 Headgear f.NovaStar T3
MP01584 Headgearf.NovaStarTS m.AAV
MP01620 Mask ClassicStar Nasal V, S
MP01621 Mask ClassicStar Nasal V, M
MP01622 Mask ClassicStar Nasal V, L
MP01623 Mask ClassicStar Nasal NV, S
MPO1624 Mask ClassicStar Nasal NV, M
MP01625 Mask ClassicStar Nasal NV, L
MP02910 ClasStar,Tot.FaceMask,NIV,SE,S
MP02911 ClasStar,Tot.FaceMask,NIV,SE,M
MP02912 ClasStar,Tot.FaceMask,NIV,SE,L
MP02913 ClaStar,Tot.FaceMask,NIV,AAV,S
MP02914 ClaStar.Tot. FaceMask, NI V, AAV, M
MP02915 ClaStar.Tot. FaceMask, NIV, AAV, L
MP02916 ClaStar,TFMask,NIV,AAVw/oExh,S
MP02917 ClaStar,TFMask,NIV,AAVw/oExh,M
MP02918 ClaStar,TFMask,NIV,AAVw/oExh,L
MP04701 NovaStar® TS NIV-Mask,AAVNV,S
MP04702 NovaStar® TS NIV-Mask,AAVNV,M
MP04703 NovaStar® TS NIV-Mask,AAVNV,L

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23558 Lübeck, Germany 
Postal address:
23542 Lübeck, Germany 
Tel +49 451 882-0 
Fax +49 451 882-2080 
info@draeger.com 
www.draeger.com 
VATno. DE135082211

Bank details:
Commerzbank AG, Lübeck
IBAN DE33 2304 0022 0014 6779 00
BIC COBADEFF230
Deutsche Bank AG, Lübeck
IBAN DE85 2307 0710 0031 0003 00
BIC DEUTDEHH222

Registered Office: Lübeck 
Commercial register:
Local court Lübeck HRB 7903 HL 
General partner: Drägerwerk Verwaltungs 
Registered Office: Lübeck 
Commercial register:
Local court Lübeck HRB 7395 HL

Chairman of the Supervisory Board 
for Drägerwerk AG & Co. KGaA 
and Drägerwerk Verwaltungs AG:

AG Stefan Lauer 
Executive Board:
Stefan Dräger (chairman)
Rainer Klug 
Gert-Hartwig Lescow 
Dr. Reiner Piske 
Anton Schrofner
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Dräger
r c a Appendix II to EC Declaration of Conformity Date / Datum

Anlage II zur EG Konformitätserklärung 2020-04-28

5 European Directive 93/42/EEC
Europäische Richtlinie 93/42/EWG

Document ID / Dokument Nr.
M D108-002-2004-007-0-E CA

Extent of conformity assessment / Umfang der Konformitätsbewertung
Part No. / Product name /
Sach Nr. Produktbezeichnung

MP04704 NovaStar®TS NIV-Mask,AAVNV,XL
MP04705 NovaStar® TS NIV-Mask,SE,XL
MP04706 NovaStar® TS NIV-Mask,AAV,XL
MP04711 ClassicStar plus NIV oronasal mask
MP04712 ClassicStar plus NIV oronasal mask
MP04713 ClassicStar plus NIV oronasal mask
MP04714 ClassicStar plus NIV oronasal mask
MP04721 ClassicStar plus NIV oronasal mask
MP04722 ClassicStar plus NIV oronasal mask
MP04723 ClassicStar plus NIV oronasal mask
MP04724 ClassicStar plus NIV oronasal mask
MP04731 ClassicStar plus NIV oronasal mask
MP04732 ClassicStar plus NIV oronasal mask
MP04733 ClassicStar plus NIV oronasal mask
MP04734 ClassicStar plus NIV oronasal mask
MP04741 ClassicStar plus NIV nasal mask
MP04742 ClassicStar plus NIV nasal mask
MP04743 ClassicStar plus NIV nasal mask
MP04744 ClassicStar plus NIV nasal mask
MP04751 ClassicStar plus NIV nasal mask
MP04752 ClassicStar plus NIV nasal mask
MP04753 ClassicStar plus NIV nasal mask
MP04754 ClassicStar plus NIV nasal mask
MP05051 NovaStar plus, NIVmask, SE, S
MP05052 NovaStar plus, NIVmask, SE, M
MP05053 NovaStar plus NIVmask, SE, L
MP05054 NovaStar plus NIVmask, SE, XL
MP05061 NovaStar plus, NIVmask, AAV, S
MP05062 NovaStar plus, NIVmask, AAV, M
MP05063 NovaStar plus, NIVmask, AAV, L
MP05064 NovaStar plus,NIVmask, AAV,XL
MP05071 NovaStar plus,NIVmask,AAVnV.S
MP05072 NovaStar plus,NIVmask,AAVnV.M
MP05073 NovaStar plus,NIVmask,AAVnV.L
MP05074 NovaStar plus,NIVmask,AAVnV,XL
MP05080 NovaStar® plus Headgear

Director
Quality & Regulatory Affairs
Business Unit Hospital Consumables & Accessories
Medical Division

Timo Harms

1° Dräger
Regulatory Affairs ^

<0 >■/ 
N§5542

Drägerwerk AG & Co. KGaA 
Moislinger Allee 53-55 
23558 Lübeck, Germany 
Postal address:
23542 Lübeck, Germany 
Tel +49 451 882-0 
Fax +49 451 882-2080 
info@draeger.com 
www.draeger.com 
VATno. DE135082211

Bank details:
Commerzbank AG, Lübeck 
IBAN DE33 2304 0022 0014 6779 00 
BIC COBADEFF230 
Deutsche Bank AG, Lübeck 
IBAN DE85 2307 0710 0031 0003 00 
BIC DEUTDEHH222

Registered Office: Lübeck Chairman of the Supervisor^ Board
Commercial register: for Drägerwerk AG & Co. KGaA
Local court Lübeck HRB 7903 HL and Drägerwerk Verwaltungs AG:
General partner: Drägerwerk Verwaltungs AG Stefan Lauer 
Registered Office: Lübeck Executive Board:
Commercial register: Stefan Dräger (Chairman)
Local court Lübeck HRB 7395 HL Rainer Klug

Gert-Hartwig Lescow 
Dr. Reiner Piske 
Anton Schrofner
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