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STANDARDS
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SUBJECT
General roquirementa for se‘c.y f~r medicci ciccAca, eWpmem

EMO req ~eme-ts for ~edca elecbin~ eq~iomsnt
Safety roquire—nents for progmmmobic electrical medical systems
Usabkny recwrer-renrk for medical electrical equipment
Safely ecture-nents fo-alarm systems V ~neclrcal oqu psem
Safety raqurrements for cardiac defiaritotors
Safety nocuirements Nr eleclrocardVgraphs
Requirements for info matici suqplied oy makaci device
mans facturers
Graphical cvikoV for ss~ rn t~e Obalrng of mednal oev$cas.
Requferrerle krm saf~l~ ono essenfisk pafermance of mJtifuncf or
pctenl monitoring equioment
Modcal Davico Sobwere — Scf~svare Life Cycle Proccsses
Marking of eleatrcal and eemronic equipment si accordance wi
Art cc 11(2) of DVective 2002GB/BC (WEEB)
Scfe~ of lithus batteries.
Seccncrry cells and balterec coraining alkaline or crier non-acid
eleolol1‘tes.
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Baiery dreotce os amended throWn 201356/EL
Reatricior of the use of certain hezerdosi substances <RoNE Drecfrsel

Annex I — Category 8— Mecicai Devices
Annes IV — Exempton

3300442 LP2OE DofC
Page 1 of 3





The CE i.ns:.r:ked~ accessories

Therapy
S~ GbJ in ckm ic~ 3J~slW~
recuired
OUlE-GOld EG defibrilaticn cable

Separal.eiy GE marked accacaonss

Therapy
OUlK-G0MEO~ pedng/detidrihakOnfECG electrodes
otK-COMEO PEDIATRiC
pacing!defibrilledcrdECG electrodes
OUIK-COMBO RTE pacingtdetibrilieticn/ECG
electrodes
QUilt-COMBO pecing/defibriiiadOn/ECG electrodes
with REDl~PAKw preconnect system
PAST-PATCH PLUS pecingldefibriilaticnfECG
electrodes
internal handles with discharge centred
Internal peddles (used with internal handles ebcve)

Non-Medical Accessories
Docking Ststicn
Serial osbie Isystem connector)
QUilt-COMBO Test Plug

ECG Monitoring
S-wire EGG cable-
P-wire EGG cable
EGG: Pa.per
pauor~Elsctrccardwgrafl Reccrding

OEM Accessories Masimď SpOr Monitoring
Patient cables: LNOP (4$. and 1211)
Pedent cadies: LNCS (4, tU, snd, 14 h)
Extension cable: LNCS (4 f1)
Reusable LNOP and LNCS sensors

OEM Accessories - Nellcold (LETCe Only)
Nalicor Reusable Oximsx5 OS-1UUA Aduh sewior
MNO-i adapter cable (4 anc 10 hl for use with Nelicor sensors

Code Management Module (0MM)
CodeManagement Module, Wi-Pi
CodeManagemant Module tM-Pí and EtCO2

OEM Accessories
Oridion EtOO2 Monitoring (0MM Only)

Ptterlíne SET Adult]Pediatric Long
Piitertns H SET Adult!Pedistric lnfent!Neonetai
Emert oapnoiine Plus w:th 02 Aduldlntermedista Long
Smart Capnol lne with 02 Pediatric Pediatric
~odeManegemsnt Module Wi-Pt
CodeManagement Mocule Wr-Pi and EtOO2
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~ar Struher, a cer/leči /-terpretcr!tre-isletcr tor tne Czech cr-c Sng/sr ergue~es

ennn‘nted pwscant to Act No 35/1967 Sm. (Co!« on CenHed Experie Tmns!etore‘ ano

1“ e‘oreters, es amended Dy eubseonent egOs/one, by /ce Peg/cnN Comt n Brno Czech

Rep0t/c, on 7 November2005 reference no. Sor 42712005,

DO HEREBY CERT FN:

met the document in the EngVsh/Czecn Le, guage hereunto annexed 5 E true end feohful

mensletion o/dne document n the Engish/Czech lenonge e:eo hereurto annexed.

O resdmco w:iereoo have hereunto set my hand ard affixed m~ see, Ats --‘ ~-‘ day ot

. v - to the year two thousand and sixteen

The mte-preter‘s peiorm s-ice is enterec Ť the icurna. unce record iO. - - V

‚j,gr /do S:rr ner !‘Oete rezm ‚rouno see

soudní tiumodnA / cart/tie: interoteter/trensletor . ‘
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Mor ;.. n‘

T o ~‘o‘ ho 3ř~ro n i‘i no sbr:. . . .
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. nr s:~ br‘, rbro I cr“r~‘Ý‘r; snlsto r~ ‚~ Cz:c‘t obr I:.‘

a:nÝzh or‘s r“~ ‚o /‚:‚ ob. 36‘i26? Sb ~Ěp{ or CenIl:: brrn: ‘~rasszt:ro, aro

I ser: tte(S ES (fl an brh Ly aubanuer raou‘a‘Ý a :‚ re Rzg‘coal Co rt Eon Czech

Repor is, :‘: Unnna, 2105, rWarence re. Cp: -2°20Cb,

CC HrR:zY CEEntY.

tnt he dnur‘e~ Ii rkz Er~Ish:CzecI Iaracage re arMs aeraci Is Mrs orb brtMTI

Mr slati r“ ‚Ý trs zhy~,nr ~nerM Ir the :o~nÝ‘Ýc:z ‚Ý ‚a ~uac: aIse 53 ra rtc sr~e“o,‘,

1r~ ~ostirarn, whercrr I rave he‘errto an wy hasl ono ahixec Mr ass‘ this ‚ ‘ ‚ bav c.
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‘bt~ ‘‘oýhÝ‘,

a arM ash ‘:. rot a terM
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J ~tr; ~FJ~Tr. ~
I t accordance miLd Annex Ii of tmi MocNA E‘c~4ca Direoti s3 ‘93A21E:O 20071‘.7C) &

Directive on Je Restriction of Nezardocs Sot stonorts i Elac4~czI and Emctronic boMpzient (2Cr Ii55/EU~

neon ctro (‘so
35301 3D Corner Street

Snosueme, ‘Sd-c 25035 US!‘
N cxc sAve;‘ responsf Ic a n. deozies LhA the ; ~ococ~ (

F mh No cm Ii evA‘‘ 01 Corn.cnr- A~ tla

homird n) __________ __________

2-Ý A-3-0n2 ‚~7,-E,‘ ‘1 ‚ GD Wh‘ -AU5 5,-c r,__L,_A, 0-0,-rS,
hA ‚P-R~«1-UA ‚

conformo toť e N nv‘hg Robce; Speoi‘tcrt)ons:

SarsA 3N30651-1:í590An.;lePSAfAtPid J
EN 50601-b -2:2Db 7IAC:FObú

‚ En 063-E:rfFVzA2:2002. EN rOS,j--rt250sPa‘ crmcnc‘r Res
EN 12‘ 7J-4;2000,At2002, El‘ EOEOI 4:tFFEÍAV‘929, EN 605Cc-
1-32010, EN S030i-2-25:1995/Pin‘992 EN 30501-2-27:2005, EN
52601-2-30:2000, EN 50601-2-SmC000, EN 60601-2A2:280r, EM
SO 14971 :20; 2, EN 62304:2006d6C:2006 EN 60601-2-51:2303
‘ Notc: Co~res rOth ‚Se subset of the tepu rnvds opu erA i~ EN 6050-2-51 L

deese 51, ProrcotOn oodrrst hecarbous a. tout _________

Biacompztihlitj EN ISO 10003-1:2009

Svpp.en-enlary nformadon:

Clesstfiozdon:

This beNce ocroolies with tbc require nests of tmi ffabicai Device Directive (thUD) 93!421EE0 as
amended by 200?J471EC, and carries rho CE-marking accordingly.

Specelabs Neck icere Inc, Snoqualmie WA is Annex cerNed ano iSO 13485 ceniSeb by TOy SOD
°~‘~‘~“n flrntO-~ (0123) Ridlerstrasse 55, 0-80330, MOnchen, Gormany.

‚ valid for 5 years from O e rAt~~ ~

EpceelahsNoeltncnre J Snoqoalmic,WA USA J
Ebectim ‘or p‘oduc; released for PART NUM5ER OESCRPT;O,‘

; c(s:ibmion o‘or sOlar 0811 31mi Deo~aration Ý Conformhy,
I 91Ď96
J (product) (n re / vy)
r- ——-------- —~ —‘-r ~slze aera NO J R~~u

~ 5HE~1OR

023-001 5-00 Rev D -

1‘
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.‚... ‚—.-———-„.‚.‚.‚ ‚—‚.„-....-..—‚. _________________*—-‘i‘‘- r-‘-~ ‘‘~——-~‘—«~—‘—««-------‘-——~—

;-‘RC HL&~!ENI O ~?V~; )E

g~N1my d) 1C~;~\
:3 -~ 3335 19. vr~2~ I

V so~]adu s P)o:bu Ji sp)nu:e o :dra~om ckýc~r prosu-eucich (Č. 035 2‘EHS —2007 47,53) 3.. ~n.u‘ri. o
0m30.o-.i povžíván/ nČLc--,:‘ch oehczpc:n~ch 15 ek v ei:hlrických ~ Lkktmmc :ých ~niizenich (2311 6) 11,

Scacelabs Healthcare Inc
35901 SF Center S~r3-~‘-I
S.icq‘~a~«k~ 53!‘ 053

°ar: ma y/c npuot‘ v~
p3N~iL~e11i91.‘~

—1~ 0‘—‘7, ~3 —— ‘U~—Fd1‘—; ‚~N‘~O -E~-/~G~—hk
-—3)~.3~~3 .—SJ‘-V~W

soNu) nčs~edu~ci s o2:ace nodus:-:

Bezpečnns:. E‘! 37153 ‚-‘l:íSErO!f ~;‘LN2t%5

EMC‘

‘crmy funkc:i znčsoniosi

B‘oaompathLta.

Dop.iic~fcí infcrnace~

5) S0631~C-2:2007i/~C‘20ir) ‘

)“ 1050—S ‘7-97(A2:2033 E -‘1 1020—4:2004,
ENi217C-‘k203O/A~ :2039. EN 635C1—i—4: 96/Ai:i999 EN 6060—i—
3.2010 EN60601—2—25:1995/Ai.1999 EN 6060 2—27:2006, EN .

60601—2—30:2000, EN 60601—2—3~s20QQ. EN 60601-2—43:2001, ES SO .

14971:23~2, EN 623@4:2003!AC-2008, EN 636D~-2--5i :2003
Poznámka: SpiSuje pndskuphu /subset) požadauk u“ed. c EN 6060 1—2—51

oas),), Ochrana před nebeznečným výstuoem.

EN SO 13993—l :2009

Hb PracNo:

7ento prostředec spISu/e požadavky směr“dce o zdravotnickýcř‘ proscředcNh (MDC) 23)2/EHS ve
oráni 2007/4//ES a v souladu a tím nese označení CE.

Spacelabs Hecithoem inc., Snoqualm) WA je certifikcvána v souladu s přilonou H a 150 13455
srolečnoatí TJV SOD Pmouc: Senice GmbH (0123), Ridierstrasse 65, D—60339. MOnN—en. Némecko.

c~o ES Pro:Jlášerí o s~‘nc/ě je platná po doou 5 et od data podpisu.

- ~‚- ~ p—Se nsó/řeIr,ý Maž/~e5itei pr-o zSIe!Itost 5od~ováii m ci rich ofaop~s9 pocpe nač/re /ný

:—: ~‘ndukt uvedený do
. :~ ~:ii3Bfi3/O4čipo:é.

DiL C!SLO OZI60CENI
Prohlášer( o shodě,
91496
(produkt)

VyN 06 /14
(mm! rn

v:L /snilL 11K-I-rS,
A106223:?..O1 1

vPučrá cdnc‘věoná a arch ačuje, 2e nrc‘duin.

~13.r via‘ ). Coreme—) S 001:13

1 crc ;.(y,:

Kiasifi ace:

SpaceleSs Healthcare Snoc1ualmie, \/\~A US6

‘5-— -~ . :‘~í-k‘ No‘ D
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ako Ur robu ? H Cim beskOho a angFo~ého *nlÓncvarů cle zobor a č 3611037 So., O

znaIUt aturiobricít us znšní pcrb~š‘or rřecpisú roetodruIm KraScéhc soudu v B 0

n. S,~ told,

STVRZJ‘t

~0 pla rize souhms a reumrr pcrpccl;é sJrm la ~ ~ to m ‘1u31 sor :1odpis cObra.

LmOCIOOk\‘ J ~ esosfu ti ca~‘va aol poř.

:n‘er ureter 5 clause

Jar Strrhbu a canOed rrterpreted:ransratm icr ta Czeo~ ard Engist laflguages,

apoďntec cersuart to Act Ho 36/t 937 Sc. ‘001.1 or Certloc Experts Tmm~stom and

lnterpreters. as amended oy subsequent regulaiona by tra Ragonar Cour n Brnc Czec~

Rsoub4io, on? “Jo“smber 2035. reference no. Spr 427/2035

DO HEREBY CERTiFY:

that the document to the EnglishiCzech language hereunto annexed is a true and faithfuc

t‘a:slation of .he ooccment in the EngHsb/Czech ~arguaga aise hereunto arnexed.

iSS! mony ~r hereer I have nereunto set my nanU ano afo~o m~ sea tU a Cr

‘. in the year we thousand anc sixteer.

mc ma e a oeornsncs a er~eed n tho ouma urea ~rord ne ‚ ‚

~Ei ~iu~ bilard razuLo ‚ rcu O ses

so ~dr tru mobnbr/ ceCil lab ~nterpreteLtranaator

— 2. • ~ lb. aw‘.
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VNI\ l~ir 5~O~ccvIt! sw liL rscA?2&ri

1—C CFC P‘RtT[DN Cr CC~Ht‘L~ ~[iY

O Jf:iď~ ‘c‘s : or ~: ‘°rinse ~s o:‘ni pp

‚rase „ Ji!. err: 52 b;sooverr, Ir due, CL 92611 lCd

L‘urepsea p;e:vr~~c:we: ~tedicui Dev~ee tiMeD ifo‘~. ie~ /mbA

2cbiifhn esu ~„ MUS 1:aneo‘ ~. ~ p,,‘

Pr,eůo err: cUrie I :struatents anti 3;‘srencs;
PuirreOrrhneLer,.

‘ Tclcrnetrie dI sioio‘-1ic irriti‘ C‘t~ Svste~“
O 2L55APďfl~ ILoritors

EEG :con ‘ ~crs
o Regione‘ Ovitneters
o Ptiysio:og!c \%oritoring Systems

(see A [teeInne‘«)

CYersrfkatwn: ‘Anas Lb (per Loner tX~ Rule 10)

Gonfhnr:It;Aseesreiant Lacer II (erelnding section 4) & :vmD
Raute:

UJuÍDNS C‘ode(e,) and Terru«,!: (see Attachnieza)

GMDN Code(s) a. d Tezn(ss): (lee Artaeh;nen4

Standards Apphed: Refer t& EssenU“ Reqnireniei Is Checklist of the Technical File
or TEMl 186. Standards and Redulatious for MasHers Produc‘s

We, Masimo Corporation, the manufacturer, herewith declare under our sole responsibility that the
above mentioned products mcct the provisions of tine European Council Direetis e 93/42IEEC for
Medical Devices (MHD). as amended by Dircatis e 2007/47/FC, All supporting documentation is
retained at the prentiscs of the manufacturer,

The inanuíacturcr has established anu is mamtaimng a quaint,‘ system wiuch meets tne reqwrernents
of EN ISO 13485r2012.

Ye/ifled Reo;‘ 2Ü‘ SUD Product Services CmbII
Kidterrtrasse 65, 80339 Ivsupcbo,i-Ce:‘inanv
ldaa‘H‘icatioa no. 0123

RC-Gert(Ieate: Cl:? 03 92376 00ľ

SIgnature: ‚) ________

As,tsnew l‘racharocn Date
Regulatory Afihirs Specialist H
Musimo Corporatioa, Irvine

TCA-i 165 Ro‘v AK cmca9asa

. e_.Jt_, . ......a.r_,_, . . a



nitric
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~rviic ZA * Z41t

ÁTTÁCHMF: T

Er inoow SPT
Pulse CO
Oaimetcr

Rockine
Statiota

.~tghtySad.,
MightySat RM
Masimo PersonaL‘
Poí‘assional ElA App
(iOS or Android)

Rad 97 with NiBRM
Rad 87‘~
Radical 7~°_________________
RadiusA~4
Radius-P Wi-Fi“

Radical Docking Station
(RDS)

IS Cod aiM

171418 Ocinutar, TrEe

171418 ti ~í tiZLr, Puke

37348, Oxirroter, Polse
(pri‘imry);
17667, Oxirretor, Pulse,
‘len‘etric (secondary)

37348, Ori rioter, Puke
~primcry);
*12662, Monitors.
Beddde. Respiration
(secondary)
37667, Oxinrerer, Pulse.
Tclcmc‘ric (secondary)
25207, Docking!
Charging Station.
Physiologic Monitor
(primary):
] 766v, Oximeter, Pulse~
T&eaietdc (seuondary)

DMDN Code ano Perm

37 ‘M. Pulse Oxinic~er‘
Line ?uwcred:

59378, Siu~le-Pcticat
Physiologic Moniroring
System Application
Sc fiware
46201, CO-Datmeter,
RaIse
46203, CO-Oximexr,
Pulse (primary);
37353 Telemetry
Trarisni Eter, Oxinreter,
Pulse ttacondary)_
46203, CO-Oximetcr,
Point‘ (primary);
412662 Patient Mon Eor,
Respiradon (secondary);
37353, »elen‘etry
Transmitter, Ox imeaur,
Pulse (secondary) . .

33586, Single-patient
physiologic monitoring
system (primary);
37353,Telemetry
Transmitter, Oximctur.
Pulse (secondary)

includes tire foliowing Masimo Si-in parameters: 8p02. PR P], PVt. RRp
: Includes the following features in addition to Masiiuo SLiT and rainbow SET parameters: RRp, ATA. InVivo, SpfO2, ORI
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EVROPSItÁUN[E M1NISTFRSTVO
Evropský ťond pro regionální rozvoj PRO M ÍSTNÍ

. Integrovaný regionální operaMi program „ ‘~ ‚ ~‘ ROZVOJ ČR

Příloha Č. 6 Seznam Techniků

Milan Pazd~rek

Ondřej Fabian

Petr Diviš

Marce M oravec

Robert Bareš

Ondřej Šos

Jiří Frýda
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EVROPSKÁ UNIE
Evropský fond pro regionální rozvoj
Integrovaný regionální operační program

M~MSTERSTVO
PRO MÍSTNÍ
ROZVOJ ČR

Příloha ČJ Technická úroveň

~vyhS‘rní rro operačn~ rá‘y p íntenzřvrí reci — ~výřerP kvaflt‘; nČvaynó poce

TECANiCKÁ ÚROVEŇ PRO ČÁST 2

v ON K&ín«

Dodavatel vyplní ANO
nebo NE

ANO

r
Pořadové

I dislo
otázky

Otázky k hodnocení

V monitoru VF je zabudováno přímo v těle monItoru
alarmové světlo a viditelnost tohoto alarmu je 36O~?
Možnost vypnout obrazovku monitoru VF aniž by došlo k
přerušení monitoringu a zapnutí obrazovky při alarmu?

ANO

Monitory VF a transportní monitory VF mají uživatelsky ANO
~______ vyměnitelně baterie bez použití nářadí?
~ Defibrilátor umožňuje selekci tlačítek v automatickém ANO

režimu tak, že při práci v tomto režimu zůstanou na
4 ovládacím panelu defibrilátoru výhradně tlačítka ovládání

AED?
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