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Document lD I DokLtment Nr

MD101-031-2009-028-0

Drdgerwerk AG & Co, KGaA
Moislinger Allee 53-55
23542 LUbeck
Germany

EC Certificate: G1 01 05780037 Rev.01
Valid until: 2024-05-26

hereby declares under its sole responsibility that lhe / erl<lhrl hiennit in alleiniger Vemntwoflung, dass

meets the provisions of the following European Directives:
-g3l42lEEC on medical devices. An examination of the quality management system has been carried ottt

following Annex ll.3 of the directive by the Notified Body TUV Stld Product Service GmbH, RidlerstraRe 65, 80339

Munich, Germany, EC No.0'123, The quality managementsystem also complies to EN ISO 9001 and EN ISO

13485.
- ZO11t65tEll on the restriction of the use of certain hazardous substances in electrical and electronic equipment.
This declaration is effective for prodLrcts placed on the market as of the date of issue. Any modifications of the

medical device not authorized by Draeger will invalidate this declaration.

mit den Bestimrnungen der folgenden europhischen Richtlinien tlbereinstimntl:
-93/42/EWG uber Medizinproclukte Eine Uberprufung des Qua/ildilsmailagenrenfsysle/ns, /)ach den Regeln wie

in Anhang tt.3 der Richtliniie beschrieben, wurde rlurch tlie Benannte Ste//e TUV SUd Product Service GmbH

RidlerstraRe 65, 80339 MUnchen, EU Kennnummer 0123, vorgenommen Das Qualitdtsmanagemenlsyslert
erftilltweiteiltin die Anforderungen {temii[3 EN /SO 9001 und Et\/ /SO 13485,
-2011/65/EU zur Beschrdnkung der Verwenclung bestimmter gefdhrlicher Storfe ltt Elektro- und Elektronikgerdtten,

Diese Erkltirung ist giltlig filr ab dem Ausste//ungsdalunt in Verkehr gebrachle Prcdukte. Jede nicht durch

Draeger autorisierle Modifikation an dem Medizinprodukt ftihrt zur Ungttltigkeil dieser Erkldrung.

President Business Unit TheraPY Head of Quality & Business Excellence
Buisiness Unit TherapY
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Styfran Kruse Dieter Kurzbach

1r, 'i'r\'1 t'i

EC Declaration of Conformity
E G Ko nf or nt it dtse rkl ii ru ng

Dale I Dalum
2020-09-09(( S

DreQeMerk AG & Co. I(GBA

Mdlslinger Allee 63-ss

23558 L0beck. Gernlany

PoslEl sddrcss:

23542 Lobeck, Gernany
Tel +49 451 802-0

Fax tls 451 882-2080

lnlo@drasger com

\hw.drsBg6.,mm
VAl no. OE135082211

European Directive g3l4zlEEC, Annex ll
European Directive 201 1/65/EU
Europhische Richtlinie 93/42/EWG, Anhang ll
Europdische Richtlinie 20 1 1 /65/EU

B.nk delalls:

comrnerzbank AG, L0D8ek

IBANI DEBS 2304 0m2 001.1 67s5 00

SwillcodB: COBA DE FF 230

Sporkasse zu Lobsck

IBAN: DE15 2305 0101 @o1 0711 '17

Svill.codo: IIOLADE2lSPL

Csnrnerclal reglsler

t,6al couri I ubeck llRB 7stl3 lll
Genoral partner: Drllgetr?etk

VeMallun0s AG

Rogislorod offico: Liibock

Comrnarcial registor:

t0cal corrrl t.0b8ck HRB 7385 llL

ChEirman ol lhB SupeBisory Board for

Dr69er\verk  G & Co KGgA and

Drd0eAverk Venvallungs AG:

Slelatr Lauor

Executlve tsodrdl

Slefan tJrdoff (chairmon)

Rainer l(lug

Gert-Har[Yi0 Lsscow
Dr, Reinor Pisks

Aolon Scl)rofner

Product name /
Prrxluktbezeichrtung

Medical device /
Medizinprodukl

Device
Class

UMDNS Code /
GMDN Code

Perseus A500 Anesthesia System lb
1 0-1 34

I 37710
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Appendix to EC Declaration of Conformity
Anlage z u r EG Konformitdtse rkliiru ng

Dale I Datum
2020-09-09

European Directive 93l42lEC
European Directive 2011 l65lEC
E u rop d isch e Richtl i n i e I 3/4 2/EWG
Euroodische Richtlinie 201 1 /65/EU

Document lD I Dokument Nr,

MD'1 01 -031 -2009-028-0-00

Drdgerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 LUbeck
Germany

Product name / Produktbezeichnung Medical device I Medizinprodukt

Perseus A500 Anesthesia System

Applied Standards in full or in part I Vollstdndig oder teilweise angewendete Normen'.

EN 60601-1:2006 + AMD1:20'1 3 + AMD12i20',l4 Medical electrical equipment - Part 1: General
(lEC 60601-1:2005 + AMD| 2012 requirements for basic safety and essential performance

Medical electrical equipment - Part 1-2: General
requirements for safety - Collateral standard:
Electromaonetic compatibilitv - Reouirements and tests

EN 60601-1-2:2015
(lEC 60601-1-2:2014)

EN 60601-1-6: 2010 + AMDI:20'15
(lEC 60601-1-6:2010 + AMDl:2013)

Medical electrical equipment - part '1-6: General
requirements for basic safety and essential performance

- Collateral standard: Usabilitv

EN 62366:2008 + AMD1:2015
(lEC 62366:2007 + AMD|:2014)

Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential performance

- Collateral standard: Usabilitv

EN 60601-1-8 :2007 I AC:2014 + AMDI 1:2017
(lEc 60601-1-8:2006 + AMD|:2012)

Medical electrical equipment - Part 1-8: General
requirements for basic safety and essential performance -
Collateral Standard: General requirements, tests and
guidance for alarm systems in medical electrical
equioment and medical electrical svstems

EN ISO 80601-2-13:2012
(lSO 80601-2-13:2011 + AMD|:2015)

Medical electrical equipment - Part 2-13: Pafticular
requirements for basic safety and essential performance
of an anaesthetic workstation

EN ISO '10993-1 :2009 I AC 2010
(lSO 10993-1:2009 + COR|:2010)

Biological evaluation of medical devices - Part 1:

Evaluation and testing within a risk management process

EN ISO 80601-2-55:2018
(lSO 80601-2-55:2018)

Medical electrical equipment - Part 2-55: Particular
requirements for the basic safety and essential
oerformance of respiratorv qas monitors

EN ISO 15001:2011
(lSO 15001:2010)

Anaesthetic and respiratory equipment - Compatibility
with oxygen

EN ISO 17664:2017
(tSO 17664:2017)

Sterilization of medical devices - lnformation to be
provided by the manufacturer for the processing of
resterilizable rnedical devices

DrageM€rk AG & Co. KGaA

Molsllnger Allee 53-55

23558 Lobeck, Gednany
Postal address:

23542 L0beck, Germany

Tel +49 451 882-0

Fax +49 45'l 882-2080

info@dr6eger.con1

u^l,lrv,draeger.com

VAT no. DE13508221 1

Bank detalls:

Conlmezbank AG, Lobeck

IBAN: DE95 2304 0022 0014 6795 00

Swift-Code: COBA DE FF 230

Sparkesse zu L0beck

IBAN: DE15 2305 0101 0001 0711 17

SwIiLCodo: NOLADE21 SPL

Reglst€red olfi 6: Lobeck

Commerclal reglsten

Local court L0bEck HRB 7903 HL

General pErtn€r: DrageNerk
Verwaltungs AG

Registered oflic€: L0beck

Commerclal regi6ter

Local coun Lubeck HRB 7395 HL

Chalrman ol th6 SupeMsoFy Board for

DragoMo* AG & Co. KGaA and

Diagerwerk VeMaltungs AG:

St€fan Lauer

Exacutlve Bosrd:

St€f an Dreg€r (chairman)

Rolher Klug

Gert-Hartwlg Lescow

Dr. Reiner Plske

Ahton Schrofner
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Drdgerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 LUbeck
Germany

DrAgeNerk AG & Co. KGaA Bank details: Registered otfi@: Lobeck Cheirman of the Superuisory Board for

iroislinger Allee 53-55 Commezbsnk AG, Lubeck Commercial register: DrdgeMerk AG & Co. KGaA and

23558 L0beck, Gemany IBAN: DE95 2304 0022 0014 6795 00 Local coult Lobeck HRB 7903 HL DrageMerk VeMaltungs AG:

Postal address: Swilt-Code: COBA DE FF 230 General partner: Dr6geMerk Stefen Lauer

23542 Lobeck, Gemany Sparkasse zu Lgbeck VeMaltungs AG Exocutlve Board:

Tef +49451 882-0 IBAN:OE15230501O'lOOO'I071'117 Rsglsteredoffic6:L0b€ck StefanDrgger(chairman)
Fax+49451 882-2080 Swift-Code: NOLADE2ISPL Commerddreglster: RainerKlug
info@draeger.@m Local court L0beck HRB 7395 HL Gert-Hartwig Lescow

www.drasgsr.com Dr, Reiner Plske

VAT no. DE135082211 Anton Schrofner
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Appendix ll to EC Declaration of Conformity
Anlage ll zur EG Konformitdtserkldrung

Dale I Datum
2020-09-09

European Directive 93l42lEEC
European Directive 201 1/65/EU
Eu rop d i sch e Richtl i n ie I 3/42/EWG
E u roo liische Richtl i n ie 20 1 1 /65/EU

Document lD I Dokument Nr.

MDI 01 -031 -2009-028-0-ECA

Extent of conformity assessment / Umfang der Konformitiitsbewertung

Part No. /
Sach AIr.

Product name /
Prorlubbezeichnuno

MK06000 Perseus A500
SW Version: 2.03

Variants: Trolley Version /
Ceiling-mounted Version

Electronically Controlled Gas Mixer (Standard and Advanced Cylinder Support) /
Mechanically Controlled Gas Mixer

Cylinder standing /
Cylinder hanging

Auto Exclusion Version 2 Vapors /
Auto Exclusion Version 3 Vapors

Vapor View Option

Software
Options:

Software option Auto On
Software option Pressure Support
Software option APRV
Software option Econometer Trend
Software option Oxygen Prediction
Software option Low-flow Wizard
Software option Breathing Sound Emulator
Software option Agent Estimate
Software option Lung Recruitment
Software option Data Analysis
Software option Workplace Functionalitv

MK09786 CK AGSS threaded iacket
MK09053 CK vaoor view option for 3 Drd
MK09104 Flexibilitv trollev
MK10073 CK CD for non-Draeoer CSU
MK09728 CK Software Ootions Perseus



Product name l Produktbezolchnung Medical device I Medizinprodukt

Perseus A500 Anesthesia System

Applled Standerds ln full,or ih part / Vollatdndig sder teilweise angewendete Nonnen:

EN ISO 14971:2012
(lSo 14971:2007)

Medical devices - Application of risk management to
medical devices

EN 62304:2006 + AMDl :2015
(lEC 62304:2006 + A1v1P1'2s15t

Medical device software - Software life-cyoie procB$ses

EN ISO 18i223.1t2016 + COR.:2017

fi$A 1,5223-1:2At6 CAR)

Symbols to be used with medical device labels, labetling
and information to be supplied - Part 1: General
reouirements

EN 1041:2008 + A1:2013
lnformation supplied by the manufacturer of nredical
devices

Unit Therapy

I?cgulatltY Afiairs

DrageN/erk AG & Co KGaA
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