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EC REP

PHYSIO-CONTROL declares that the CE marked product

ITEM
LIFEPAKo 1 5 Monitor/Defibrillator

battery powered with external power capability

PART NUMEERS
v15-5-XXXXXX

SUBJECT
Restriction of lhe use of cedain hazardous substances (RoHS)
. Annex l-Category 8-Medical Devices
. Annex lV - Exemption 17
Wasle el€ctfic€l and electronic equipment (WEEE, recast)

Conforms to European Comrnunily Council Di.ective 93/42lEEC (Medical Device Directrve), as amended lhrough
2oo7l47|EEC and is a Class llb Davrce assessed underAnnex ll.

The CE mi.ked product also contorms to the lollowing EC Directives:

2012119/EU

The CE marked product complies with the following standards:

STANDARDS
EN 1041:2008+41:2013
EN 1060-1:1995 + A2:2009
EN 1060-3:1997+A2:2009
EN 1789:2007+A'l:2010 "
EN/lSO 9919:2009
EN 124704:2000+A1 :2009
EN 21647:2009
EN 60601-'l i1990 + A1r1993, A11:
1993, A12rl993.A2:1995. Al3: l996
EN 60601-1-1:2001
EN 60601-1-2:2001 + A1:2006
EN 60601-1-4:'1996 +A1 :1999
EN 60601-1-6r2004
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 50601-2-49:2001
EN 62304:2006
EN 50419

SUBJECT
Requirements for information supplied by medical dEvice manufac{urers
General safety requirements for sphygmomanometers
Supplementary requirements ror el6clrofiechanical sphygmomanom6ters
Safety requirements for ambulances and th€ir equipmenl
Safety and performance requiromenls for medical pulse oximeters
Performance requirements for clinical the.mometers
Safety and perfo.mance requirements for respiratory gas monitors
General requirements lor safety for medical eleclrical equipment

Salety requirements for electromedical systems
EMC requirements for medical electrical equipment
Safety requirements for programmable electromedical systems
Safety requirements for usability
Safety requirements fo. alarm sys(ems
Safety requirements for cardiac defibrillators
Salety requrremenls for eleclrocardiographs
Safety and per{oamance requirements for non-invasivs blood pressu16 monilors
Salety and performance rcquiremenG for invasive blood pressure monilors
Safety requirements for multifunction patient monitoring equipment
Medical Oevace Software - Softwate Life Cycle Prccesses
Marking of electrjc€l and electronic equipment in accord?nc€ with Article 11(2)
of Oirective 2002S6/EC (WEEE)
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The GE marksd product was Evatuated with tho following accessori6a:

Therapy ECG Mo.itoring
Hard paddlg electrodes 3-wire ECG cable
Pedralric paddle adapter s-wire ECG cable
Cable-Adapter. LP15 lo LPl2lhternal Paddles

Separately CE marked accessoties

Power Source
Li-lon batlery
AC & DC power adapters
Power Adapter. Attachment Kit "

Therapy
QUtK.cOMBO" pacingldefi brillation/ECG
electrodes
OUIK-COMBO RTS pacing/defibrillation/ECG
eleckodes
OUIK-COMBO PEOIATRIC
pacing/defibrillalion/ECG elect.odes
QUIK.COMBO REDI.PAK
pacingldefibrillation/ECG electrodes
OUIK-COMBO Therapy cable
QUIK-COMBO Test Load

EtCO, Monitoring (Oridion Systems)
EtCO2 FilterLrnes
EIC02 Smarl Capnolines

lP Monitoring
5 pV ,/mm Hg transducers complianl with IEC
60601'2-34 and AAMI BP-22

Temperature Monitoring (Measurement
Speci.lties)

Types 4491 and 4499HO temperature probes

Adapter cable (5 & 10 foot)

Slgned September 04, 2014

al neomona wa

SpO2 Monitoring (Masimo)
Patient extension c€bles LNOP (4 foot, 8 foot, '12 Ioot) and
LNCS (4 foot. 10 foot, 14 foot)
Reusable LNOP,LNCS and M-LNCS sonsors
Disposable LNOP,LNCS and M-LNCS sensors
MNC Adapler Cable (4 & 10 foo0

SpO2 Monitoring, SpCO and SpMet (Masimo)
Rainbow patient extension cables
Raiabow reusable sensoG
Rainbow disposable sensors
Rainbow light shields
Red MNC cable with compatible Nellcore Sensors

NIBP Monitoring (CAS llodical Systoms or Statcorp or
Spacelabs HealthcarB

Medical)
NIBP reusable blood p.essure cuffs
NIBP disposable blood pressure culfs
NlSP hoses

ECG Monitoring
12-lead ECG cable

Non-lledical Accessorios
Serial communicalion cable
Internal Bluelooth meets Directive 1995/5/E
LIFENET Gateway

7)*nr6 {-a.* .

Paula Lank
Mce President, Regulatory and Clinic€lAffairs

This declaration ls rssued under lhe sole responsibrlily ol lhe manufacturer. This d€claration appliea lo CE marked devic€s prcduced afrer
lhe dale ofissuance olthis declaration and before it is eilher superseded by anolher declaration or withdrawn.

'As modifed by EN 60601'24. EN 60601.2-25. EN 60601-2-27, EN 60601-2-30; and EN 60601-2-49.

"' EN 1789 Safety requiremenls for ambulaoces and lheir equipmsnt nol applicable to tho pow€r adapler altachment klt.
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t1\ 60rn)l-l-{9 l00l

I \ r)ll,,l:10' ['

L\ 50.ll9

STANDARTAI
l:\ 10.11 :l00li'r\l :2013
L\ l{)6 1:19(): . .\2:l(x)()
l:\ l()60'l:1197 ' /\2:100(/
IiN I 7ll9i2m7r A I :2010**
I \ ISO 9919:l{x)9
L\ I 2-l7r)'{:l{)l)0 -.\ l :2(xlt)
L\lla,.l7:1009
l.:N 60601- I : lr)r)0 r A I : 1991. ,\ I I :

I993. Al2:1991. A2:19q5. All:1996
EN 60601-1-l:2001
IIN 60601-l-2:l()01 = A l:2006
liN 60( l-l-4:l196 * Al:1999
LN 6{}601- l-6:2(}0,1
h\ 60601- l-8:lo0+-.\ I rl{n)6
li\ 60{10l-2-.1r200-]

llN 60601-2-2i:1995 +  l:1999
liN 6()6(ll-l-3(1i2000
I:\ 6li()0 I -l-i{:2txlt)

EC Atitikties deklaracija
VLL

Atirinka [-,ur(]po. Bendrij,rs Tarl'bos Direkl]\a qi ;11 t.'l:(i (Medicininiu prictais-u direktyva) su pakeitimais
1007 {7 EEC ir }-ra llb Llases prietaisas. rcninantas pasal ll prieda.

Clll pail'mtlas produkttls taip pat atitirk:r lias EC dircktyvas:

DIIIEKTYVA
20ll,6i,ELr

t'ht's:o-Conlrol, lnc.
I l8 I I \\'illo\\s Rdad r.vt.

Ii(dnhtrd wA g80s- .lAV

l'hYsio-C:ontrol ()pcra(ions
Netherlar(ls. B.V.
Keizrrsgracht ll5- ll7
I0Ii CJ r\nrstcrJomas
Nl dellandai

PHYSIO-CONTROL d,,,klaruoja. [.ad CI. pa],r nreti produktai

PREKi
LIFEPAK lS monitorius/ defi hriliatorius

nrdrtinarras ii bateriios \ ilolinio nraitininro galimybr

l0 l] 'l9 l]Ll

('[. l]rz\ malns produktlls atitinkn Iiuos st:rndarltl!i:

Nolifikuotoiiistaiga
l tiV SUD Product Service CmbtJ
Ridlerstrasse 65
80j,.i9 Miunchenas
Vokictiia

DALIES NI,JMERIAI
vt5-5-xxxxxx

TEMA
'lan tikru pavojingq nredziagq (RoHS) naudojimo apribojimas

. I priedas - 8 kategorija Medicininiai prietaisai

. lV priedas l7 atleidinras
AtliekLl eL.litrind ir elcktronine iranga (WEEE. perdirbimas)

TEMA
Rcilala\ imai inlormaciiai il mcdicillin:o prieraiso Baminloio
lJ.ndri saugunj() rcikalovimai spigmomanometrarns
,'rp.lLlunri rcr13lr\ rnrar clcklr(!nrcchanrnrrms \Frgm,,lnsnonrrtrarn\
:rlrSUmu rcrkirlir\ irnai Frcilr)sloms ir i(! irnneiri
\nuqunn, i, cl\ploxucit05 r.ikala!imai nl.dicininianis pulsolsrnrL.trnnrs

l.Lcikrls\ inrri cl:ploataciiai inikiniums tcrmottltl.itms
Sxugu n, rr clrpl.)aiacit(,s reiLnla\ imaik!epatimo duJu monitoriaors
Ilrn(lrr rcrlrl.r\ unxi mrrlr(inirlcs ('lcllrines irangos saugumrri

SauSumo reikala\imai elektromcdicininems sistcnoms
li\l( rcikalar inroi medicininci elcktrinci irangai
Sausunto le'lala!tn'n' IrcE?rnuojamomr elcrrsnedi.ininami.lslcmonl1
SauSumo rcikalavilnai naudoiimui
Saugumo reik8la\ imai aliarmo sistcmoms
Saugunlo rcikalx\ irnai kardiologiniams dcfi brilialorianrs
SaLrgumo reikah\ imai qlckrrokardiografams

SauSunto ir ck\ploalaciios rcikalar imai neinvazinianrs kraujo
:naudimo nronilori;llns
Saugumo ir .ksploatacijos rcikala\ imti invaziniams krauio
spnudimo monil()rirms
SauSumo raikalavimai multifunkcinci paciento nlonitoravimo
irin!iri
ll(.lirininio prictllisoprorratuine iru[{la Progfttmints inmgos
g) ru\ imo rill(t nroccsal
lllcltrinis ir clcktlonincs jra0gos Zt [lcjimas pa8rl 2002/S6i l,C
(\\ LIr[ ) Jir.ll) !os I l(]) ilraipsni

l-iipai I rt 2



VERT

77 ( l. n.iuril,i\ r.,duktas bu\o iver(intn1 iu iixi\ prirdais:

'I cr:,pija
I)iru!lirniniai cl

Kah,:lio.t(lrrptcris. l.l'li iki l.Pl I \idiniri el(Lrro(lai

.\rski ri ( l. p.ri] rrtli pric(hi:

Mritinimo ssltinis
l,iaio.ionq hoteriia
Ki lamor sro\ lrs ir nuolali0cs sro\ts adaplcriai
Mnilinimo adaplcris. I\ ininimo rillkin) s*'

Terrlija
Ql rll.-CON4t)O"' sli':rulia\ i rlr defihrilia\ inx)/L[.O clcklrodai
Qt jlK-(lONltto R I S slinr!lia\ inlo,dclibrilir\ imo,trK(;
elckrrod.i
Qt lh,-( C)V t.]O Pl'l)lA tRl\ IAI stinruliar inrr,
dcIt]rilia\ imo/llK(; c!cktrodri
Qtl I K-COMB() RLI)lJ'AK'" stinrulia!imor
d.lihrilia\ inxr'l-K(i clcktrodai
QlrlK-COMI]0 r.nrpiios kahelis

QLJIK-COMli( ) lrrr!io testas

ll('(): monik)lar inus (Oridio. !istdnr):)
trt( 02 liltro liniios
[.)C02 mcginio vamzdeliai

lP nonilora\ imas
5 pV'v,mm llg dnrikliai atitinla ILC
60dll-2-14 ir,\ Ml IIP-22

Tcmpcret0ros monilorrriln,rs (mat{rimo dst lts}
lilai +{91 ir l.r99llD lernpcratoro! da\ikliai
Adrnleri,' labelii (j & l0 pcdu)

EX(; mooilorrvill)ar
I l.riJu I t,(ikiibcli.
i l,Idq L((ikabclrs

SpO2 .non:tora!imrs (lUorimo)
,'acicrlo prnilginino liabcliai l-NOl'(4 pedos. tl pados. l2 pedq)
ir l.N(-S (4 pidos. l() pM!. I.{ pedu)
l)rur|aninrar L\(,l' l.N('S ir V-l.NCS scnrnriai
VicnlaniniJi l.\()l'. I \( \ rr \l-l NCS scnrorrai
\,1N(i arlaptcrio kahclis (4 & l0 pldu)
SpOl monitoralimas, SpCO ir SpMet (ll{simo)

llilinbo\\ pncicnro prailgininro lat 
'iliaiRainbon daugloniniai *nsoriai

Rainbou lieoka(iniai scnsoriai
Raiobo\r i\iesos sk)dai
RI:D MN( kabclis su sudcrinarnais Nellcorc scnsoriais

\l BP monitoralimrs (CAS medicininOs sistemos ar Statcorp
,r Spacel:lbs Heelthcare Mcdical)

NlllP d a !.9 k art ints lraui('slidZio nranzctes
\ l8P \ i(nl3ninc\ kraujr'{p[d2i(l [lanzctcs
NlllP ,arnos

EKG monitoravimes
l: deri\aciiq EKG krb€lis

Nemedicininiei pricdei
Nuoscklioio D Sio kab.lii
Vitlinis Blut'toorh aririnka Direktl"r q I 99i/5ill
I ll:llNl:'l Gilc\\Lr\

l,opas 2 il2

I'a\irirt) ra l0l{ m. rugsc'io { d
Pirula l-ank
Vicc prczidcntas. Kon8()les rcikalams

Si dctlaru.U$ iSduola gftrlin(ojo stsulonrlbc Si dctlara.ra taito u CIi )enlilu pr2]melicols priet{issms. pagamintiems po lios delilaracijss
isleidinlo daros ir anirliu(,jami lito5 dekluacijos islcrdimu.

' [aip modililuota L\ 4, ,01-]{. LN 60f,0l-:-25. llN 60601-2.?7. LN 60601-2-30' ir EN 6060t-2-19.r' tlN I 789 snugunlo rcilals! anrri sreilosaos p8galhos autonr()bilianls rr.lq iran-sai netaikomi mlitinimo adaptcrio tvin rlimo rinkittiui


