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Redmond, WA 380582 U8A

LFERai” 708 Defibrillator ! Mloniior BRUZ487n{Table 1
320248800 {Tabied

S3MEEC (Medics! Device Diteey

The CE marked product alse conforms o the folowing EC Dirsctives:

DIRECTIVE SUBIECT

2Ht2meEy Waste Electrival and Elocionic Equip *ﬂean’( Directive

2008588/ £C Battery dirgctive, as amendsd through

201EEEU Rastriction of the uss of cerlain hazat ds subsiances (RoHS Dieative)
» Annex |- Celegory 8 - Madical Devices

» Annex IV — Exemplion 17

DARDE SUBJECT

ENBOECT-11800 + A1 T893, AT11083, General requiremnents for safaly for medical electrical squipment

AT2019893, A131888, AT1G88

EN 83801-1-2:2001 + A1:2005 EMC requiraments for medical slectics! squipment

EN 80801-1-4:10068 + AT:1088 Safety raquirements for programmalie slectrical medicel systems

EN 50601-1-8: 2004 Usability requiramants for medica! elecirical eguipmant

£ 80601-1-8:2004+81:2008 Eafety raquiraments for alarm systems in madicsl enqupmRnt

EN 80801-2-4.2003 Safely reguirements for cardiae defibrillators

EN BOBOT-2-25:1895+A1:1880 Safaty m:miramﬂm: ior slectrocardin ”a:hc

EN1041:2008+41:2013 Requirements for information supplied by medical device
manufacturers

ER 9802008 Graphical symbols for Uss in the labeling of medingl devices.

EN 80801-2-48:2001 R&quirem@nin for safely and sssentisl performance of multifunciion
pafient monitoring sguipment

EN 82304:20068 Hedical Device Sofiwere ~ Bofiware Life Cycle Process

EN B0418:2006 Marking of elecirical and electonic eguipment in sccordance with
Article 112} of Directive Z2002/88/EC (WEEE)

EM 50385«5'2?}@8 Safaty of lithium batisries,

EN B2133:2003 Becondary calls and baileries containing akeline or other non-acid
slactrolytas
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REDLEAK ™ preconnec sysiem
TPATCH PLUS pacing/defibriflation/ ECG

FOG electrodes

arge controls

;‘;* irgemnal handies above)

Senal ceble (system connecter)
CUIRCOMBO Test Plug

&
i
nz(? =l
=
@
g%
=5 8
IR
@D
bEOAT @
& 9
W
&
[ !n
e
fﬁ

g
>§ s
&g
g
[
58
Y iF
el
[
@
-
A
by
]
®

Y

qs

o

i)

5

2

I8

£ o
P
o

g

&

<]

ful

o

o

Cx

3
vl
P
4
5
Eyl
€3
5
3
i
(“}
ﬁf’i
[
prid
B
?‘T
o 9

W.,,
e
=
P

sliecor g%ezzsasbiw Cximas
-1 sdapter cable (4 and 108

Coade Mznagement Moduls (CHA)
CodeMenagement Module, VA-F
CodeMenagsment Module, Wi-F

OF: Aocensories

Oridion BO08 Menitoring (I sy}

Fitering SET AdultPediatds, Long

Fitariine H SET AduitPediatrio, Infant/ Neonalal

Smart Caproling Plus with D2 Adu diamtermediaie, Long
Sart Capnoline with 02 Fadiairic, Pedislic
Codelianagement Module, Wi-FL

Conellanagement Motuls, Wi-Fl and BICQZ

fang BICOZ
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Deacrintion : Bem Number vooription
LP2OE - INTL ENG, RolS S2024BB-348 AL i’:r?%%\‘“i“ Rk
LPSOE - BACE, 1*\3&2‘;\2@3, RoHS 3202488-347 S»”f HISH Robd
LEOE L EREMCH Rons I202458.348 § :W Ford
LEZOE FRENGH RoHE J2U2ARE-340 1 1 HESE RoMS
LE2aE SH, RHS 3202488380 1 L LINT i E;séw Rotls
- PACE, SPANISH, RoHB 3202488-351 11
SHINESE, FokS 3202488-352 13 2 FREN
CHINESE, Rofis J202LGBIET ¢ 4 - PADE Wi 2,804
3 i, RohB GZ02888-384 ¢ L 2B
3 SEEAN, BoH8 3202488-385 1 LP7 2 O
3 PQMS 32024588-388 1 LF S &s
32 OF - PACE RUSRIAN BpHE S202488-357 1 LPD
2 I PORT, %%Q 202488388 | LPIRE - PACE 8P HS
2 SARE, B PORT, Folg 3202488.358 1 LP2 Sl
3 3 «C;ff* ITE ERG ”:«%«:E«% 3202488-380 0 LP2 ; . R
3 5 B, ERG, FoHS 1 3202488381 | LE2 ‘:RPO” F:{":f‘%c
SE0R4BT-3B - U, FmE*\Cn RgHS 3202488-382 1 LP2 =, BPDZ, G" Ald
JEUEAET-30 DRI, PACE FRENCH RoMg 3202488-363 CE. 8PD2, S ANS
JEOR4ET-584 mw CERMAN, KoHS 3202488-354 L?Ww MY.M, rz’ié}?mPDf E"’” 1A Rsé
3202487365 - WM, PACE, GERMAN, RoHS 2202488-388 LPZE?" CWi, PACE, 8P02, FINMISH RoHS
3202487-388 i - CHN, SPANISH RoHE 3202488.380 FIOE - CHAG, PACE, SPOZ, NORW F&zhu
3202487-387 i O, FACE. SPANISH, RoHS 3208488-387 L?zi}z:- OEN, PACE, SPOZ, SWEDISH FobS
Jen2ady-on8 - CMM ITALIAN, RoMS 2202488-388 | LP20E -C?.v’x%‘!, PACE, P02, DANISH RoMg
32024873688 G, FACE, 3';;4 IAN, HoM3 A202488-36% | LPZOE -~ CWM, FACE, SPO2. DUTEH RoHS
 3R02487-370 L INNISH, RoHS 202486-370 | LPZOE - O, PACE, SPOR. PDLISH RoHE
L 3202487.371 LP20E « CMI, PACE, F‘”S&i’s i, Robil 3202488.371 | LFZOE - OMN, PACE 8P0R HUN RpHE
3202487572 LP2OE - Cil, HORW, RoHB 3202488372 | LPZOE -CMM, ;‘A\:Q,S 02.CZ50H FolRS
3202427373 L PROE - Ol PACE, NORW, RoHS J202488-373 | LP20E - CMM, PA E&QOE,?OHT ;}‘,,
2202487-574 LP2OE - CMM SWEDIEH, RaHB 3202488274 | LP20E - G, PACE MNC SPRZINTL
3202487378 i L, PACE, BWEDISH, RoHE 3208488-375 | LPROE - MM, FPACE MNO SPORF "”L iy
F20248 WA, DAKISH BaHB 2202488-2378 | LPZOE - O, PALERNG 3?:32 GERMAN RoHS
3202487877 Ciil, PACE, DANISH, RoHS 2202468-377 | LPZOE - O, PACE W "3 SPOZSPANIEH, B8
3E02487-378 Ciid, DUTCH, RoHS 32024B8-378 | LP20E - G, PACE MY ?csz TALIAN RoHS
BoD2ABT-BYY Cial, PACE, DUTCH, RoME BRNSABRITE | LP2OE - MM RPAC Eié’ké’; SPO2 FINNISH ReHS
320248T-380 LP20E - GV, POLISH, RoHS 3202488350 | LP2OE - CMM.PACE KL SPO2 NORW, BolS
3202487381 O, FACE, POLIGH, RolE 3202468-381 | LPIOE - DM, PACE MINC SPOZEWEDISH RoHS
RED2ABT-3EZ Chil, BUR RaHS 202485382 | LP20E - ChM, PACE WMNC SPOZ DANISH, RuHE
SZ02487-3B3 1Pz Ciil, FACE, HUN, BoliS Z20R4BE-ZR3 | LPEOE - ’%s\‘ FACEMND SPO2,DUTCH Rolis
3202487-384 LP2OE - CMM, CZEDH, RoHS 3202488-304 | LP20E - O, PACE MG 8P02 POLISH RaHE
JCL2487-385 LPZOE - CMM, PADE, DZECH, RoHS S202488-385 | LP20E - O w’i PACE MNC SPO2 HUN Rolg
3202487-388 LPEDE - CMMLPGRT, RoHS 530e4B5-358 | LE20E - OM, PACE WINC BPG2 CZECH, RpHS
2202487387 LP2OE - G4, PADEAPORT, RoHE 3200488387 | LP2OE - CMM, PACE MNG BPDZ1PORT, Rots
3202487288 LP20E - OV, B.PORT, BaHg AP0P4ABS-3R4 | LPEUE - O, FACESPOZ B PORT RobB
2202487388 LPROE - O, FACE B PORT, RoHS 3202485-350 | LP2OE - CMM, PACE MING 3802, 8 PORT RoHg

n

Signed Jdenuary 29, 2015
J Redmond, Wa

hig cac sration Is lssued under e sole responsibifly of the manufaoturer, This detlaration appliss to OF marked devices provuced after the
noe of this decigration snd before 1 s elther supesedad by another deciarstion or witherawn
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DrngcantPopiy Cisto poloiiy CxnateniiPopis

(43
2

345 LPDBE - MEZINAR ANGL  RoHE JEDZSBE-24E LPZOE < PACE SROZ FRARG Honb
47 LPOOE - FADE MEZINAR ANGL Rols 7 LE2OE . PACE SP0O2 SPANEL BoHS
348 LF20E- r?’fmw.,ﬁahﬁ LFPOE - FACE 8R07 BRAZIL Rols
243 L2 ; O, BuHe LR20E - PACE, 5F0Z LINS. RoME
350 LP:/ - ?cxﬁ*: {PROE - PACEMRE SPORBEZINAR ANGL RoHE
351 LP2DE - PACE, BFANEL, Rond LPZ0E - PACE SPQZ MELINAR. ANGL RpHS
ety LPIOE - CINS., RoHg LIPZOE - PACE MRC SPOZFRANG. R
33 L0 L PACE (e Re LER0E - FAGE BKG SPO2 SPAN
&4 L COREIS Hoktl LPROE - PACE MNGC SPOR
“3B3 LR &afm’}&,w  Boks LEZOE - BACE WING BPCE,
187.388 e L8, BoMB LPZRE - ﬁﬁa?}: SPOLRUS,
DAB7.A57 xm‘i%zj“ Fols LPINE © MRO PACE BRG R&S FoHd
GAR7.358 LEQDE ~ Pf:'ZE SPOZKOREIS. Robis
D4B7.E58 LE20E - PADEM ;?«fi: Sﬂu ?EJ‘? SohS
B2OO4ET.380 LP20E .- O A8 ARG RoHS
2487.38) LE20E S, Bors
SARTE o LE20E CRobE
TABT-BEE LP2UE - O ANE., LEZOE . =L Roys
TAE7-364 LPEOE - CN, HE ‘éiiu LFZOE - C“ﬁ%&% %’Lﬁ: A . RoHS
| 5 L, PALE, KEMEC, Rohis LP20E - OWVAL PACE 8PD2 FINS foHS
187358 M, SPANEL  Rord LP2OE - CIMM, PACE, ! t RoHs
487287 . PACE, SPANEL. FoM8 L2 Cﬁi‘ PRCE, & SVYEDE Roll
£7-388 TAL, &F\ 52 LP20E - DANS Bels
LB7-380 PACE, 1TAL., RoHS 38 LP2DE ~  NIZOZ RoHS
2487370 5 FINS, m.*'i‘” 370 LPZ0E ~€Jﬁfﬁ ﬁf«‘\C" SSQJ POLS. Roldg
ZABT-ATY LM, PACE FINE, RoME 371 LPR20E - G FACE SPOZ MADARS i’%an’S
24873V E - O, NORE, Bols8 372 LPZOE - CIMM, rACE SP0Z, CER Rot
D0RABYITG OV, PACE, BORS  RoHd 373 LP2OE - O, PACE. S’;(}“ ?ORT Fise) “8
SRNTLBT-ITS er - uﬁ&é SVEDS. Rohb 374 LEZ0E - CRMIM, PACE Kokg
EIORAETATE LPZOE - Ok, PACE, Q\‘&S‘S RoHS 3 375 LE200 - ORI, PAD E NG 5?*)” FRS I\§C, RoHS
S202487-378 L?‘EJ» « ORIV, DANS | RoH 3 LBE-378 LP2OT -GN, FACE MNC SPDE NEWEC RoHS
IRCPABTATY LEROE . O, FACE, 9;:,~;s, ol 3202488-377 LEZoE - G, PALE MING SROZ BPANEL | HalS
TIUR4EFATR LIS - O, RIZOZ. BoHs 32024R8-378 LEPRE - CMEL *'Aﬁz ﬁr&" SFORITAL RoHZ
3E02887.378 LFEROE - O, PACE, NIZOZ., RoHS I20B4BE-ITE LREOE « UM, PADE MRC SPOZ FING. Rorb
ITL2ART-380 LEZOE . OMM POLE, Rorls BR024BE-3RT LP2RE - Tk, ?AC- NG SPORZ HORE., Robd
487381 LEROE - CAMM PACE POLE, Bod 2208488881 LP20E - ONIML PACE MRT SPOZ EVEDRE. RoliS
202487382 LP2CE - Chibh, MALARS. Rokd E202488-382 LRA0E L CMK PACE MIGC BP02 DANS., RoHS
5202487383 %.%33{}5~C§v’s§e& PACE; MADARS, Hob 2202485383 LP20E - CMM, PACE MNC SPOZRIZQZ RoHS
SIL2ABTA584 PISE - Gl CES. ohs S20R4BE-584 LP20E - CIGM. PACE MNC SPO2 FOLS, RollE
5202487888 W"C‘E M, PACE, CES, Kol8 SA0048R-223 LE20E - DI PACE NG SFOZ MADARS, RoHS
R2lasnr.eRs LP20E ~ MM LPORT, Rors 3202486-388 LE2OE - Ch, FAGEMNC SPO2 Sﬁbﬁémﬁ,‘
02487387 LP_w- CEN, PACE 1 PORT, Bong Z202480-287 LESOE « I, PACE MNEC BPOZ L PORT HoMb
SIN2ABT-3RE PR C!&tf‘ﬁ BPUORY, HoHS SZ074RB-368 LEDOE - L3, PACE SPOE BPORY IPEVH,,A
2487383 LPIOE - O, PACE B PORY BoMg SAB4B0.388 LEOGE L OB PACE MNC SPOR B PFORT Rali

dnm 28, jedng 2015

avidnost virabos. Tolo prob rpsifesky oznatend CF vyrobang po delu vyadnd inhoto probi

anim, nebo odvling
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Classifioation:

UMDNS Codefs) and Tenm(sh:  (vee Awgchmens)

GMBN Coda(z) wnd Term(s): {see Attachment)
Stardovds Applied: Befer to Essential Reguiremenis Checldist of the Technieal File
or TFA-1186, Standards and Regulations for Mashno Products

We, Masimo Corporation, the manufacturer, herewith declare under our sole responsibility that the
above mentioned products meet the pro visions of the Buropean Conncil Directive 83/42/EEC for
Medical Devices (MDD), as amended by Dirsctive 2007/47/8C, :“;ié supporting documentation is
retained at the premises of the manufacturer,

The manufacturer has established and is maintaining & quality system which meets the requirements
of ENISO 13485:2012.

Notified Body: TUV 8 JE} § sé:;c:%: Sers
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B Certificate: 137 63 92076 601

Signatre: A v { 2,/ A / 20/
Maunew Liacharcen Date
Regulatory Alfairs Specialist
Masimo Corporation, Irvine
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Category Proguet Type

Radical i ,
Line Powerad;
Rad & 45607, Pulse Oximster,

2

IY-DOWED el

507, Pulse Orimster,
c-rowered

45607, Pulse Oouimeter,
82?&{,{\ Powered

‘kL'sf{%cﬁ ’

45607, Pulse Oimeter,
attery Powered

”fiﬁ

.;

Mzghtybas ’2}3
Masimo Personal/
Profossional He
{08 or Androld)

ih App

3 g, Single-Putien
Physiologic Mmrt@rmu

System Application
Sefiware

ey &.fx

Rainbow SET

Rad 57

17148, Oximeter, Pulse

46201, CO-Oximeter,

Pronto Pulse
Pronto-7 17148, Oximeter, Palse 46201, CO-Oximeter,
Rad-67 i

{primaryy;
17667, Oximeter, Palse,
Telemetric (secondery}

Tra nsm zt‘er me" sler,
Pulss {secondary)

Rad 07+

Rad 97 with NiBP™

Rad 874

Radical 7%°

Rading-7%

Radius-7 Wi-Fi®

17148, Oxunster, Pulse
{primarvy

*12662, Monitors,
Bedside, Re<p§r:«ztzam
{secondary),

17667, Oximerer, Pulse,
Telemeiric (secondary)

4620 § CO-Oximeter,

Ise (g}rman}

“, Patient Mon
tion (ssoondaryy

3;2“?’1 Telemetry

Transmitter, Oxhmeter,

Pulsa {(secondary)

4y
— 55
=2 3M
r:;'\

;‘U
4
?.

Biation

Docking

25207, Docking/
Charging Station,
Physiologic Monitor
(@1 imary);

17667, Oximeter, Pulss,
Telemetrlc (secondary)

33586, Single-patient
vhysiciogic monitoring
systern (primaryy;
37353, Telemetry
Transmitter, Oximeter
Pulse {secondary)

Includes the foliow! ST parameters: SpOzZ, PR, PL PVI, RRp
? Includes the §m’za>vin» &éimm& in addition to Masimo 8ET m“% rainbow SET parameters: RRp, ATA, InVive, 8pi02, ORI

¥ Includes the following features in addition o Masimo SET and rainbow SET parameters: RRp, AT A, InVive, Spf02, ORI, Eve,
RPVi
* Includes the following festures {n addition to Masime 88T 2

& rainbow SET parameters: RRp, ATA, InVivo

CO-039626




ubp2

Vuelink

Masimo 8

Masimo u

EEG Mondtors | Bralp 12602, Monliors 37323, Patient Maonitoring
Sedation , S Muodule,
Maonltoring Electrozncephalography | Electrosncephsiographic
Bvstern

Regional Regional 17942, Ouimeter, 17942, Cerebral Oximeter

Oximeters Oximeler Cerebral

Fhysiologic Mull- 12636, Monttorin g

Monkoring paramater Syetem, Physiclogie

Systems Patient {primary};
Monoring 13987, Physiologic Y
Svstem Monitoring System, Transt mﬁer G}mse;er?

Telemsyie z’&:ccxzsca V) Pulse {sscondary)
Telemetric 13987, Physiclogie 37 *%9* Milti-Pat
ologiz Ay VAQDD & ”‘*“56) 30 seri Moniroring System, vk sk;gzk Wonitor

mzh Hal

o Index)

Telemetric
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Bezpednost: £ SRS 200BACZ0MD
EMUO slekiromegneticka BR gnanqs1.22007
komipetinia)
Mormy funkni zplsobilpstt nevitahuie se
Biokompatbilita: nevzishuie s2
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Pravidio:

Terdo prostfedel spifiuje pofedavky smérnk
zndnl 2007/47/ES 2 e

Spacelabs Healthoare, Snogualmie, WA USA, je cert Fikovane v souladu s piilohou Ha 180 18488
spalefnost! TUV 80D Product Service GrmbH (0123), Ridierstrasse 85, D-80338, Minchen, Némecko.

f ]

Platng oro produlkd uvedeny do Epacslabs Heaithoars Snoguaimis, WA LISA

distribucs ke dnl 04718713 &l ooté,

L OISLG OZNACEN
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EVROPSKA UNIE
Evropsky fond pro regionalnt rozvo)
Integrovany regionainl oparalni program

Priiohe €. 6 - Seznam Technikd

Milen Pazdirek
Ondfe] Fabian
Patr Divis

Marcel M
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Jiff Fryda
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MINISTERSTVO

PRO MISTHI
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EVROPSKA UNIE
Evropsky fond pro regiondind rozvol
integrovany regionalni operadnd program

PElohe £.7 - Technicks Groved

vbaveni pro operadni sdly a intenzivni pédi — Zvyieni kvality ndvazné péde
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TECHNICKA UROVEN PRO CAST 2

i
i
fadové ,
?QE&%{% € . , . Dodavatel vypint ANO
¢islo Otézky K hodnoceni 1o
. neho KE :
otazky
1 YV monitory VF je zabudovine pfimo v téle monitory ANO
alarmové svétlo & viditelnost tohoto slarmu je 380°7
- Mofnost vvpnout obrazovku monftoru VF anif by dodlo & ANC
= prerudeni monitoringu a zapnutf obrazovky p# alarmu?
3 Monitory VF 2z transporind monitory VF malf ufivatelsky ANGC
vyménitelné baterie ber poufitf néfadi?
Defibrildtor umoffiuje selekel tlafitek v azutomatickém ANC ;
redimu tek, fe pfl préci v tomto refimu zistancu na
4 oviddacim panelu defibrildtoru vihradné tlalitka oviddini
AED? g
i




