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PHYSIO-CONTROL declares that the CE marked product

ITEM

PART NUMBERS
V15-5-XXXXXX

LIFEPAK® 15 Monitor/Defibrillator
battery powered with external power capability

Conforms to European Community Council Directive 93/42/EEC (Medical Device Directive), as amended through
2007/47/EEC, and is a Class IIb Device assessed under Annex Il.

The CE marked product also conforms to the following EC Directives:

DIRECTIVE
2011/65/EU

201219/EV

SUBJECT

Restriction of the use of certain hazardous substances (RoHS)
* Annex | — Category 8 — Medical Devices

*« Annex |V — Exemption 17

Waste electrical and electronic equipment (WEEE, recast)

The CE marked product complies with the following standards:

STANDARDS
EN 1041:2008+A1:2013
EN 1060-1:1995 + A2:2009
EN 1060-3:1997+A2:2009
EN 1789:2007+A1:2010 **
EN/ISO 9919:2009
EN 12470-4:2000+A1:2009
EN 21647:2009
EN 60601-1:1990 + A1:1993, A11:
1993, A12:1983,A2:1995, A13:1986
EN 60601-1-1:2001
EN 60601-1-2:2001 + A1:2006
EN 60601-1-4:1996 +A1:1999
EN 60601-1-6:2004
EN 60601-1-8:2004+A1:2006
EN 60601-2-4:2003
EN 60601-2-25:1995 + A1:1989
EN 60601-2-30:2000
EN 60601-2-34:2000
EN 60601-2-49:2001
EN 62304:2006
EN 50419

7000613 Rev. A

SUBJECT

Requirements for information supplied by medical device manufacturers
General safety requirements for sphygmomanometers

Supplementary requirements for electro-mechanical sphygmomanometers
Safety requirements for ambulances and their equipment

Safety and performance requirements for medical pulse oximeters
Performance requirements for clinical thermometers

Safety and performance requirements for respiratory gas monitors
General requirements for safety for medical electrical equipment

Safety requirements for electromedical systems

EMC requirements for medical electrical equipment

Safety requirements for programmable electromedical systems
Safety requirements for usability

Safety requirements for alarm systems

Safety requirements for cardiac defibrillators

Safety requirements for electrocardiographs

Safety and perfermance requirements for non-invasive blood pressure monitors

Safety and performance requirements for invasive blood pressure monitors
Safety requirements for multifunction patient monitoring equipment
Medical Device Software — Software Life Cycle Processes

Marking of electrical and electronic equipment in accordance with Article 11(2)

of Directive 2002/96/EC (WEEE)
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The CE marked product was evaluated with the following accessories:

Therapy ECG Monitoring
Hard paddle electrodes 3-wire ECG cable
Pediatric paddle adapter 5-wire ECG cable

Cable-Adapter, LP15 to LP12 Internal Paddles

Separately CE marked accessories:

Power Source Sp02 Monitoring (Masimo)
Li-lon battery Patient extension cables LNOP (4 foot, 8 foot, 12 foot) and
AC & DC power adapters LNCS (4 foot, 10 foot, 14 foot)
Power Adapter, Attachment Kit ** Reusable LNOP,LNCS and M-LNCS sensors
Therapy Disposable LNOP,LNCS and M-LNCS sensors
QUIK-COMBO ™ pacing/defibrillation/ECG MNC Adapter Cable (4 & 10 foot)
electrodes Sp02 Monitoring, SpCO and SpMet (Masimo)
QUIK-COMBO RTS pacing/defibrillation/ECG Rainbow patient extension cabies
electrodes Rainbow reusable sensors
QUIK-COMBO PEDIATRIC Rainbow disposable sensors
pacing/defibrillation/ECG electrodes Rainbow light shields
QUIK-COMBO REDI-PAK Red MNC cable with compatible Nelicore Sensors
pacing/defibrillation/ECG electrodes NIBP Monitoring (CAS Medical Systems or Statcorp or
QUIK-COMBO Therapy cable Spacelabs Healthcare
QUIK-COMBO Test Load Medical)
EtCO: Monitoring (Oridion Systems) NIBP reusable blood pressure cuffs
EtCO2 FilterLines NIBP disposable blood pressure cuffs
EtCO2 Smart Capnolines NIBP hoses
IP Monitoring ECG Monitoring
5 uVVimm Hg transducers compliant with [EC 12-lead ECG cable
60601-2-34 and AAMI BP-22 Non-Medical Accessories
Temperature Monitoring (Measurement Serial communication cable
Specialties) Internal Bluetooth meets Directive 1995/5/E
Types 4491 and 4499HD temperature probes LIFENET Gateway

Adapter cable (5 & 10 foot)

[lrectn Lant
Paula Lank
Vice President, Regulatory and Clinical Affairs

Signed September 04, 2014
d Redmond, WA

This declaration i1s issued under the sole responsibility of the manufacturer. This declaration applies to CE marked devices produced after
the date of issuance of this declaration and before it is either superseded by another declaration or withdrawn.

* As modified by EN 60601-2-4, EN 80601-2-25, EN 60601-2-27, EN 60601-2-30; and EN 60601-2-49.

** EN 1789 Safety requirements for ambulances and their equipment not applicable to the power adapter attachment kit.

7000613 Rev. A 3300465_T_LP15_DofC Page 2 of 2



Vertimas i3 angly kalbos

z EC Atitikties deklaracija

9 1 3 .
Physio-Control, Inc. Physio-Control Operations Notifikuotoji jstaiga
11811 Willows Road NE Netherlands, B.V. TUV SUD Product Service GmbH
 Redmond. WA 98052 JAV Keizersgracht 125-127 Ridlerstrasse 63
1015 CJ Amsterdamas 80339 Miunchenas
Nyderlandai Vokietija

PHYSIO-CONTROL deklaruoja, kad CE pazymét produktai

PREKE
LIFEPAK 15 monitorius/ defibriliatorius

DALIES NUMERIAI
VI5-5-XXXXXX

maitinamas i3 baterijos su i3orinio maitinimo galimybe

Atitinka Europos Bendrijos Tarybos Direktyva 93/42/'EEC (Medicininiu prictaisu direktyva) su pakeitimais
200747'EEC ir yra b klasés prietaisas, vertinamas pagal 11 prieda.

CE pazymétas produktas taip pat atitinka Sias EC direktyvas:

DIREKTYVA
2011/65/EU

2012/19/EU

TEMA

Tam tikru pavojingy medziagy (RoHS) naudojimo apribojimas
e [ priedas - 8 kategorija -~ Medicininiai prietaisai
e IV priedas - 17 atleidimas

Atlieky elektring ir elektroniné jranga (WEEE, perdirbimas)

CE pazymétas produktas atitinka Siuos standartus:

STANDARTAI

EN 1041:2008+A1:2013

EN 1060-1:1995 ~ A2:2009

EN 1060-3:1997+A2:2009
ENI1789:2007+ A 1:2010%*

EN/ISO 9919:2009
EN12470-4:2000+A1:2009
EN21647:2009

EN 6O601-1:1990 + A1:1993, All:
1993, A12:1993. A2:1995. A13:1996
EN 60601-1-1:2001

EN 60601-1-2:2001 + A1:2006

N 60601-1-4:1996 + AL1:1999
EN 60601-1-6:2004

EN 60601-1-8:2004+A1:2006

EN 60601-2-4:2003

EN 60601-2-25:1995 + A1:1999
EN 60601-2-30:2000

EN 60601-2-34:2000

EN 60601-2-49:2001
EN 62304:2000

N 30419

TEMA

Reikalavimai informacijai i§ medicininio prietaiso gamintojo
Bendri saugumo reikalavimai spigmomanometrams

Papildomi reikalavimai elektro-mechaniniams spigmomanometrams
Saugumo reikalavimai greitosioms ir jy jrangai

Saugumo ir eksploatacijos reikalavimai medicininiams pulsoksimetrams
Reikalavimai eksploatacijai klinikiniams termometrams
Saugumo ir ¢ksploatacijos reikalavimai kvépavimo dujy monitoriams
Bendri reikalavimai medicinings elektrines jrangos saugumui

Saugumo reikalavimai elektromedicininéms sistemoms

EMC reikalavimai medicininei elekirinei jrangai

Saugumo reikalavimai programuocjamoms elektromedicininéms sistemoms
Saugumo reikalavimai naudojimui

Saugumo reikalavimai aliarmo sistemoms

Saugumo reikalavimai kardiologiniams defibriliatoriams
Saugumo reikalavimai elektrokardiografams

Saugumo ir cksploatacijos reikalavimai neinvaziniams kraujo
spaudimo monitoriams

Saugumo ir eksploatacijos reikalavimai invaziniams kraujo
spaudimo monitoriams

Saugumo reikalavimai multifunkeinei paciento monitoravimo
irangai

Medicininio prictaiso programiné jranga - Programinés jrangos
oyvvavimo ciklo procesai

Elekirines ir elektronineés jrangos zyvméjimas pagal 2002/96/EC
(WEEE) direkty vos 11(2) straipsn;
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"UICE ii:vg_\'mél;ls E)ruduktas buvo jvertintas su Siais priedais:
Terapija ‘
Daugkartiniai clekirodai

— e Pediatrminretektrodai

Kabclio adapteris. LP15 iki LP12 vidiniai elektrodai
Atskirai CE pazyméti priedai:

Maitinimo Saltinis
lLi¢io jony baterija
Kintamos sroves ir nuolatines sroves adapteriai
Maitinimo adapteris. tvirtinimo rinkinys**
Terapija
QUIK-COMBO™ stimuliavimo/defibriliavimo/EK G elektrodai
QUIK-COMBO RTS stimuliavimo:defibriliavimo/EKG
elektrodai
QUIK-COMBO PEDIATRINIAIL stimuliavimo/
defibriliavimo/EKG clektrodai
QUIK-COMBO REDI-PAK™ stimuliavimo
detibriliavimo/ERKG elektrodai
QUIK-COMBO terapijos kabelis
QUIK-COMBO kriivio testas
EtCO2 monitoravimas (Oridion sistemos)
E1CO2 filtro linijos
E1CO2 méginio vamzdeliai
IP monitoravimas
5 uV/V/mm Hg davikhai atitinka [EC
60601-2-34 ir AAMI BP-22
Temperataros monitoravimas (matavimo detalés)
T'ipai 4491 ir 4499HD temperatiros davikliai
Adapterio Kabelis (3 & 10 pédu)

Pasirasyta 2014 m. rugs¢jo 4 d.
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EKG monitoravimas
3 laidu EKG kabelis
5 luidy EKG kabelis

SpO: monitoravimas (Masimo)
Paciento prailginimo kabeliai LNOP (4 pédos. 8 pédos. 12 pedy)
ir LNCS (4 pédos. 10 pedu. 14 pedu)
Daugkartiniai LNOP, LNCS ir M-LLNCS sensoriai
Vienkartiniai LNOP. LNCS ir M-LNCS sensoriai
MNC adapterio kabelis (4 & 10 pedu)
SpO: monitoravimas, SpCO ir SpMet (Masimo)
Rainbow paciento prailginimo kabeliai
Rainbow daugkartiniai sensoriai
Rainbow vienkartiniat sensoriai
Rainbow dviesos skvdai
RED MNC kabelis su suderinamais Nellcore sensoriais
NIBP monitoravimas (CAS medicininés sistemos ar Statcorp
ar Spacelabs Healtheare Medical)
NIBP daugkartinés kraujosplidZio manZetés
NIBP vienkartings kraujosptidzio manZetes
NIBP Zzarnos
EKG monitoravimas
12 derivaciju EKG kabelis
Nemedicininiai priedai
Nuosckliojo rvio kabelis
Vidinis Bluetooth atitinka Direktyvyg 1995/5/E
LIFENET Gateway

fparasas;
Paula Lank
Vice prezidentas, Kontroles reikalams

Si deklaracija idduota gamintojo atsakomybe. Si deklaracija tikoma CE zenklu pazymetiems prietaisams, pagamintiems po 3ios deklaracijos

i3leidimo datos ir anuhiwojami Kitos deklaracijos ileidimu.

* kaip modifikuota EN 60601-2-4, EN 60601-2-25, EN 60601-2-27. EN 60601-2-30; ir EN 60601-2-49.
** EN 1789 Saugumo reikalavimai greitosios pagalbos automobiliams ir jy jrangai netaikomi maitinimo adapterio tvirtinimo rinkiniui.
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