Odonyieg Xpnong/Instructions to User

AyamnTol (p1]6TES, 6UG EVYUPLGTOVUIE TOV UTOKTIGATE TO TOLMKO 0EOUETPO.
Dear users, thank you very much for purchasing the Pulse Oximeter.

To Eyyewpidw avtd eivor cvp@ovo pe v odnyic MDDI3/42/EEC yw Tic wTpikés ovoKevég &
gvappoviletor pe to TpoéTLTA. Xe mEPinTon perarpomis & avafaduiong Aoyiopikov, ov TAnpopopiss

OV EUTEPLEYOVTAL GE UVTO TO £YYPUPO EVOEYONEVAG VA OALAEOVY YOPig TPONYOVNEVY ELOOTOINGT).

This Manual is written and compiled in accordance with the council directive MDD93/42/EEC for medical
devices and harmonized standards. In case of modifications and software upgrades, the information contained

in this document is subject to change without notice.

To Eyyepioro mweprypdopel, cOp@ova pe to yvopicpate & TIG OTULTHGES TOV TAAMKOD oEvpeTpov, TNV
KUpLo. dopi], TS AELTOVPYIES, TA YUPUKTNPIGTIKG, TOV GOGTO TPOTO NETAPOPAS, TNV EYKATAGTAGT, TNV
xPNoN, TNV Aertovpyia, TNV cvvTipnon & amodikevon K.T.A, KaOOG KoL TS dadIKacieg acpaieiog yio
TNV TPOCTOGio TOGO TOV P16t 660 & Tov efomhiopov. I meprocdTEpeg AemTopéperes avaTpéére 6Ta

EMPEPOVS KEPAAULAL.

The Manual describes, in accordance with the Pulse Oximeter’s features and requirements, main structure,
functions, specifications, correct methods for transportation, installation, usage, operation, repair, maintenance
and storage, etc. as well as the safety procedures to protect both the user and equipment. Refer to the respective

chapters for details.

Mopaxkareiote va dwfdacete mpooektikd to Eyyepiow Xprong mpwv ypnopomoncste to mpoidv. Oa
npénel vo akolovBeite avetnpd to Eyyepidw Xpiong 6060 apopd Tic dwwdikacisg Aertovpyiog. Xe
nepintoon mov dgv axolovOicete 10 Eyyeipidro Xpiong mOBavov va odnyfncel oe avopories otnv
Aertovpyia, AP oty cvokevn )| Tpavpaticpd. O kotaokevaotig AEN @éper kapio gv0vvn e v
aoparewn, TV o&lomoTtia, TNV 006061, AVONOAIEG TNV PETPNGT, TPOVRATIONO, LGP 6TV GVoKELY,
My apélerog Tov PRSI N U EQUPROYIS TOV odNYwadv ypionc. H egpyostaciaxki eyyvnon AEN

KOAOTTTEL TIC TUPATAVO TEPUTTAOGELS.

Please read the User Manual carefully before using this product. The User Manual which describes the
operating procedures should be followed strictly. Failure to follow the User Manual may cause measuring
abnormality, equipment damage and human injury. The manufacturer is NOT responsible for the safety,
reliability and performance issues and any monitoring abnormality, human injury and equipment damage due to

users' negligence of the operation instructions. The manufacturer’s warranty service does not cover such faults.

Avrtopoote £av eEmtiog TOV TPocEY®V avoPfodpice®v TPOKVYEL KOl TO GUYKEKPLUEVE TPOIOVTA TTOV

TOPoLAPaTE OEV CUUPOVOVV ATOAVTH PLE TNV TEPLYPUPT] GVTOD TOV EYYEPLIiOV.

Owing to the forthcoming renovation, the specific products you received may not be totally in accordance with

the description of this User Manual. We would sincerely regret for that.
To mpoidv a1l €ivan 1 TPIKY] GVOKELT ETAVALAPPAVOREVIS Y PTIONC.

This product is medical device, which can be used repeatedly.
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MPOEIAOIIOIHXZEIX/WARNING:

& H oaddkomtn ypiion NS 6VGKELNG, &W6KE omd acOeveic pe KVKLOQOPIKG TpoPfifpota
gvoéyeTal va. odnyNoel o€ aicnon mévov 1] dvopopiog. XvvietdTor vo pnv g@oappélotar tov
aetnTipo Gve TV 2 Opdv 61o id10 ddkTvio.Uncomfortable or painful feeling may appear if
using the device ceaselessly, especially for the microcirculation barrier patients. It is recommended

that the sensor should not be applied to the same finger for over 2 hours.

& T adikéc meputtdosls ac0evdvy Oo mpémel va vapysl cvveti] Tomo0itnon. H cvekevn AEN
0a Tpimer va spappoleTor mave og oidnpa & poiokd 1616. For the special patients, there should
be a more prudent inspecting in the placing process. The device can not be clipped on the edema and

tender tissue.

& To @b (oputd vaépudpo) mov skméumel N cvokevy sivan smpPrapéc ywe ta pate. Toco o
APNGTNG 660 KO 0 cVVTNPNTIG OEv Ba Tpémer va To Kortovv emipova. The light (the infrared is
invisible) emitted from the device is harmful to the eyes, so the user and the maintenance man

should not stare at the light.

& O ypiotng AEN 00 mpémst va ypnopomorsi Bepvikt voyudv 1 Ghhov €idovg karlvvtiké. Testee

can not use enamel or other makeup.

& To voyuo tov ypiietn AEN Oa mpémst vo sivor mold pokpud. Testee’s fingernail can not be too
long.

& Tlopoxold ava@epOsite oty oxeTIKN PrfAoypoagio oyeTIKG pe TOVG KAVIKOUG TEPLOPIoHOS &

115 Tpoura&erc. Please refer to the correlative literature about the clinical restrictions and caution.

& Avm 1 ovekevi] AEN sivan OgpomsvTiki). This device is not intended for treatment.

To Eyyeipioro Xpiong dnpocievetal omo Ty €TOPELQ pHag, 1 0010 EMPVAIGGEL OLO TO STKOLONATA.
The User Manual is published by our company. All rights reserved.
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1 Acogaiewo/Safety

1.1 Odnyisg Yo Acpariy Xprjon/Instructions for Safe Operations

< Eléyyete meplodkd TV ovokev] & To mapeikopeve TS Yo va Pefarodeite 6TL dev vmapyovy
opatéc Inuiég, o1 omoieg EVOEYETUL VO EXNPEAGOVY TNV aoPar] xpiion & mapakorovOnon. XvvicTtator
TovAGLoTOV Efdopadiaiog Eleyyos TS cuokevns. Eav vrapyer opati) inmd, dwoxoyte v ypron. Check
the main unit and all accessories periodically to make sure that there is no visible damage that may affect
patient’s safety and monitoring performance. It is recommended that the device should be inspected weekly at
least. When there is obvious damage, stop using the monitor.

< H anoitodpevn cvviipnon apimel vo yivetor MONO amd efovoiodotnuévovg teyvikovg. AEN
EMTPEMETAL GTOV YPNGTN VO TpoPei avtdg oe cuvripnon. Necessary maintenance must be performed by
qualified service engineers ONLY. Users are not permitted to maintain it by themselves.

< To o&bperpo AEN pmopei vo. ypnowonoicite pali pe ovokevég ov omoiegc AEN kaBopilovrar 6to
Eyyepiowo Xpiions. Mmopovv va ypnoipomomn0ovv TopelKOPEVE TOV TPOTEIVOVTAL 1] GUVIGTUVTUL OO TOV
Kkotaockevooti. The oximeter cannot be used together with devices not specified in User’s Manual.Only the
accessory that appointed or recommendatory by manufacture can be used with this device.

< To npoiov éyxer Pudpovoundei mpv poyeL amd To gpyostdcio. This product is calibrated before leaving

factory.

1.2 Mposidomujoerc/Warnings

& Kivovvog 'Expnéng: MHN ypnoponoicite 10 oEdpetpo o mepifpdriov pe eO0QAEKTE VAIKG, 6mmG
avoreOntka.Explosive hazard—DO NOT use the oximeter in the environment with tinder such as
anesthetic.

6 MHN ypnowonowcite to ofdpuetpo evd o ypiotng vmofarreror o payvnTikd 10 oEoviko
Topoypa®o.DO NOT use the oximeter while the patient measured by MRI and CT.

& Atopo orrepyikd oto hastiyo AEN pmopodv va ypnowpomomjcovv Ty ovokevij. The person who is

allergic to rubber cannot use this device.

6 H amnéppwyn mapshxdpsvov & 8@V ovokevaciog (uratopies, mAOGTIKES GoKOOLES, aQpdON &
X0pTIvO. VMKG) Oa mpémer va givar oopeovny pe v emkeypévy vopoOeoia. The disposal of scrap
instrument and its accessories and packings (including battery, plastic bags, foams and paper boxes) should

follow the local laws and regulations.

& Topoxaleiote va eAEYYETE THY GVGKEVAGIO PV amd TNV yprion & va PePardveote 6TL | GVGKEVT &
TO WOPEAKOpEVE TG €ival CVPQOVE pPE TA TEPLEYONEVA, G OLOQOPETIKY TEPInT®ON mOavev va
vrapéer dvorerrovpyia. Please check the packing before use to make sure the device and accessories are
totally in accordance with the packing list, or else the device may have the possibility of working
abnormally.

& IMopokareioTe vo EMALYETE TO TUPELKOUEVO, TOV VTOIEIKVOEL 0 KATUGKEVUGTIG, OGTE VU 0moPevy0si
Prapn tng ovokevng. Please choose the accessories which are appointed or recommended by the
manufacturer for avoiding device damage.

& Iopokarsiore vo. MHN ypneipomoieite Tv cvekev evéd goprilelr./Please don't use the device in the
course of charging.
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6 Mopoxareiore vo MHN peTpaTe TNV GUGKELY] IE GUOKEVT] EAEYYOV Y10 TNV GYETIKN A&rTOVpYiQ TNG.

Please don't measure this device with functional tester for the device's related information.

1.3 TIpocoy)/Attention

£  Awtnpeite to ofbpsTpo pokpid amd okévny, dovijosig, ufpeTikic ovoisg, £0QAEKTES 0VGIiES,
vyniég Beppokpacisg & vypacia.Keep the oximeter away from dust, vibration, corrosive substances, tinder,
high temperature and moisture.

£  Edav to ofdpetpo Ppoysi, mopakaieicte vo octapaticete Ty ypRon tov.If the oximeter gets wet,
please stop operation.

&  Eav to peragipere amd wyoxpd ot (eeté M vypé meppdidov, mopokedrsicre va MHN to
xpnowpomonceTe apécms. When it is carried from cold environment to warm or humid environment, please
do not use it immediately.

£  MHN mélete Ta tmkTpo pe ayyunpd ovrikeipeva. DO NOT operate button on front panel with sharp
things.

£  Amoldpaven pe vymhic Oeppokpacisg 1) vwé wicon atpé AEN emrpéneron. Avatpélte 6To oyeTikd
ke@aiaro (7.1) Tov Eyyxeiprdiov Xpnong ywa Tig 0dnyieg kabapiopod & amoivpavens. High temperature or
high pressure steam disinfection for the oximeter is not permitted. Refer to User Manual in the relative chapter
(7.1) for cleaning and disinfection.

&  MHN Bvbilere T0 o&peTpo o vypé. Eav 0éhere va to koBupiosts, ckovmiots TV em@aveln pg
poroké wavi & owonveopo. MHN yekaoete angvleiog pe omorodnmote vypo. Do not have the oximeter
immerged in liquid. When it needs cleaning, please wipe its surface with medical alcohol by soft material. Do

not spray any liquid on the device directly.

£  Otav kaBapilete TV cvoKkevn pe vepd, M Ogppokpacio Tov vo pny sivor yepniotepn amé 60°C.

When cleaning the device with water, the temperature should be lower than 60°C.

£  Eav ta daktvda givor modd Aentd 1 modd kpha, mOavév va exnpeactei 1 Quo0royIKY péTPNGY TOV
KOpEoHoy & TOV KOPOLOKOL TaApoy TOv ac0evovg, mapakalieiote vo TomoBeTioeTe TA mO YOVIPA
daxTVA, 6TMG 0 avriysipas & o pécoc, fadia otov areOnTipa. The fingers which are too thin or too cold
may affect the measure accuracy, please clip the thicker finger such as thumb and middle finger deeply enough
into the probe.

£ H nepiodog avaviwong tov dsdopivov givar pkpotepn tov 5 dguteporéntov, n omoia oAldlel
Bacer Tov Egymprotod atopkod o@uypov. The update period of data is less than 5 seconds, which is
changeable according to different individual pulse rate.

£ H xvpotopopen givor kavovikomownpévny. Iapaxaieiots vo dwafalets v Kopatopopen otnv
000vn otav givar wooppomnuévy & pE KOvVOviki por}, TOTE 1 peTpovpevn Tip givon N PédTiorn & 1
TpéYovca kKopatopopPr sivor n kevovikny. The waveform is normalized. Please read the measured value
when the waveform on screen is equably and steady-going. Here this measured value is optimal value and the
waveform at the moment is the standard one.

£  Eav gpoavietovv 6tny 006vn pn ueroloyikés cuvOiKeg Katd Ty didpkera Tov gréyyov, Pydite &
Eavapalte To dAKTVLO OGTE VO, amoKaTOoTOEL 1] PUoLohoYKY xpiion. If some abnormal conditions appear

on the screen during test process, pull the finger out and reinsert to restore normal use.
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£  H cvekevn £yl pia a&romotn dapkera (ofg 3 Tdv omd Ty TpdTN gvepyomoinon. The device has
normal life for three years since the first electrified use.

£  H ovokegvn dwbiter hertovpyia cuvaysppov, 1 Asrtovpyio avti ddvator va pmer o€ Tadon 1 vo
Kheioel Teleiog (mpoemhoyn). Mopakadeicte va avatpééete cav avagopa 6to keparawo 6.1. The device
has alarm function; this function can either be paused, or closed (default setting) for good. Please check the
chapter 6.1 as reference.

£ H ovokevt] SruBéter Aertovpyio cuvaysppod TEpa TOV opimv. Av To peTpodpueva dedopéva givar Tépa
TOV OVATATOV 1] KOTAOTATOV 0piov, 1] 6vokevy] Ba onuaver avtépete cvvayeppud epéoov avtdg givan
gvepyomompévoc. The device has the function of beyond limit alarm. When the measure data is beyond the
highest or lowest limit, the device would start alarm automatically on the premise of the alarming function is
on.

£ H ovokevn gvdéyetar va MHN tapualel og 6hovg tovg acleviic. Av dgv Katapipvets va £Yete
0mOOEKTEG NETPNGELS, oTopatiote TNV ¥pion.  The device may be not fit for all patients. If you are unable
to receive approving measure, discontinue use.

&  MHN otpipere M| Tpafate 1o KeA®dL0 TG GVeKEVNC. Do not contort or drag the wire of the device.

2 Emokémon/Overview

O ol pikog Kopeopndg 0Evyovov gival 10 m10o60otoé Tov HbO2 6to Tehké Hb tov aipatog, n amokarovpevn
KOl o0YKEVIPOGT 0&vyévov oto aipa. Eivor onpavrik Bio-rapaperpog tng avanvors. Mia oeipd amd
ac0¢évereg oyeTIlOPNEVEG € TO (VOUMVELGTIKO UTOPOVV VO TPOoKoAEcovv peimon tov SpO2 oto aipo.
Emmiéov kamoleg d0GAELTOVPYIES TOV 0PYOUVIGHOV, PHETEYYEPNTIKES EMMAOKES & TPUVUUTIGHOL KOTA TNV
OLAPKELN LOTPIKAV EAEYYOV (TGEK ) PTOPOVV Vo TPOKAAECOVY dVGKOAIM 6TV Tapoy oSvydvov oTo
avOpAOTIVO cONE & TO AVAAOYX COUTTAOUATO VO ELPAVIGTOVV OG GUVETELN TOVS 6T iAyyog, advvapuia,
ENETOG, K.T.A. ZoPfapd copntOpata evofyetal va givar emkivovva yio Ty avlpomivy {on. o 1o Adyo
avTo, dpeces TAnpoopicg Yo To SpO2 Tov a60evovg, Eivar YPGIUES GTOV 1UTPO AOTE VO AVOKAADYEL
mOavo Kivoovo & givar peyaMg 6movdaloTNTAS 6T0 KAMVIKG 10Tpiké medio. The pulse oxygen saturation is
the percentage of HbO, in the total Hb in the blood, so-called the O, concentration in the blood. It is an important
bio-parameter for the respiration. A number of diseases relating to respiratory system may cause the decrease of
SpO, in the blood, furthermore, some other causes such as the malfunction of human body's self-adjustment,
damages during surgery, and the injuries caused by some medical checkup would also lead to the difficulty of
oxygen supply in human body, and the corresponding symptoms would appear as a consequence, such as
vertigo, impotence, vomit etc. Serious symptoms might bring danger to human's life. Therefore, prompt
information of patients' SpO, is of great help for the doctor to discover the potential danger, and is of great
importance in the clinical medical field.

To Moipké O&Opetpo, eivar pIKPO o€ OyKO, YOUNMS EVEPYELOKING KATAVAAOONS, OCULUPEPOVGAS
Aertovpyiog & @opntd. Me 006vn vyniig avaivong, Mt & poddto. Apkei o acBevi|g va Tomo0eTI|OEL TO
aKpPodGyTVLO TOV oTOV Ao T pa YO VO Yivel 1] dudyveon & va Ep@avieTel oty 000v 1 Tipn Tov SpO2,
NG GUYVOTNTAUS TOV TaApoV, 0 Agiktig Awdyvone & 1N KLVHATOHOPPN TOV TUANOV WOV PETPNONKE pe
vynM) metotnTe kot emavainyn. The Pulse Oximeter is small in volume, low in power consumption,
convenient in operation and portable. With high-definition display screen, the device is concise and fashion. It

is only necessary for patient to put one finger into probe for diagnosis, and the display screen will directly show
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the  SpO, value, pulse rate value, Perfusion Index value and pulse waveform with the high veracity and

repetition.
2.1 Asrrovpyiec/Features

A Agnto, oysdracpévo Yo tov kapmd, Mo & poddaro. Ultra-thin wrist-design,concise and fashion.

B To npoidv ivar pikpo og dyko, ELagpd & £0kolo oty peto@opd.Small in volume, light in weight and
convenient in carrying.

C XopnM Kotavaioon. Low power consumption

D H xotedOvven g 006vig adlalel ywo va dievkorvvel To ontiké medio. Display direction can be
changed, easy to view.

E Mérpnon tov Agiktn Avdyvone. Perfusion Index measure.

2.2 Kipieg E@appoyés & Xkomog avtdv/Major Applications and Scope of Application

To Mol ko O&OpeTpo propei va ypnopomon0si yio TV pETPNOEN TOV KOPEGHOV TOV 0EVLYOVOV, TNG
oVYvOTNTOS TOL TOApODY & TOv Agiktn Awdyvong pécm Tov dakTvAov TOv YEPLOV. To mPoidv &ivar
KoTdAAnAo Yo yp1jon 6710 6TiTL, 610 vocokopcio (Aopatio Noonleing), 6 ydpovg o&vyovobepameiog
(Oxygen Bar), kowvovikoig 10TpiKoVs @Opeic, QUGIKNG KoTAcTOoNS Yo oOAnTég (pmopel va
xpnowomomn0ei wpwv 1M perd v aOinon & AEN ocvuvictotor kotd tnv dwdpkewn Poprag doknong)
K.T.L.The Pulse Oximeter can be used in measuring the pulse oxygen saturation, pulse rate and perfusion index
through finger. The product is fit for family, hospital, oxygen bar, community healthcare, physical care in sports
(It can be used before or after doing sports and it is not recommended to use the device during the process of
having sport) and etc.

PAND nepinTOon ac0evAv o1 0oiol Tacy oY amd ToEIKOTNTA AOY® poveéediov Tov avOpaxe AEN cvvictatm
1N xpion Loyo mbavav vrepekTipquévov petpiieemv. The problem of overrating would emerge when the patient
is suffering from toxicosis which caused by carbon monoxide, the device is not recommended to be used under this

circumstance.

2.3 Mgprparrovrikég Anontiioeic/Environment Requirements

Mepparrov Amodikevone/Storage Environment

a) @gppoxkpacio/Temperature: :-40 °C ~+60 °C

b) Xyetucn Yypaoio/Relative Humidity :£95%

¢) Atposoarpikiy Iigen/Atmospheric pressure:500hPa~1060hPa

IMeprparrov Asrtovpyiac/Operating Environment
a) @gppokpacio/Temperature: :10 °C ~40 °C

b) Xyetwkn Yypooio/Relative Humidity :<75%
¢) Atposoarpiki Iigen/Atmospheric pressure:700hPa~1060hPa

3 Kavévag /Principle

O kavévag Aertovpyiag Tov O&OpeTpov civar o e&ng: 'Evag epmeipikog Tomog exelapyaciog Tov dedopévav
pe xpion tov Nopov Lambert Beer copgpovae pe to Xopoktnplotikd tov ®dcpatog AToppoeneng g
Avayoyukig Awposearpivig (Hb) & g OSvapoosoarpiviig (HbO2) otic opatés & gyyvg vaépuOpeg
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Lovec. O xavévag Arertovpyiog Tov opydvov sgivor : Dotoniektpiky Teyvoroyio EAiéyyov 1ne
apoc@arpivig vwoBereitar ovpgova pe v Xdpmon ¢ Ikavotntag tov Moipoed & tv Teyvoroyia
Kotaypagns, £161 @d6te 000 O0E0pES PMTOS OLOQPOPETIKOD PNKOVS KOUATOG VO EMIKEVTP®OOVV 6TO
avlpAOTIVO ViYL péC® TNS OTTTIKNG YOVIAS TOV pavTtoAoToy acdntipa daytorov. Téote To peTpovpevo
o1NLe PTOPEL VO EMTUYEL HECH PMOTOLVLUICONTOV oTOLYEIOV TIS TANPOPOpies OV Ba gpPavieTOvV 6TV
006v péom g emeepyaciog Tovg amd NAEKTPOVIKG Kukidpata & pikpoeneéepyastéc. Principle of the
Oximeter is as follows: An experience formula of data process is established taking use of Lambert Beer Law
according to Spectrum Absorption Characteristics of Reductive Hemoglobin (Hb) and Oxyhemoglobin (HbO,)
in glow & near-infrared zones. Operation principle of the instrument is: Photoelectric Oxyhemoglobin
Inspection Technology is adopted in accordance with Capacity Pulse Scanning & Recording Technology, so
that two beams of different wavelength of lights can be focused onto human nail tip through perspective clamp
finger-type sensor. Then measured signal can be obtained by a photosensitive element, information acquired
through which will be shown on screen through treatment in electronic circuits and microprocessor.

Mojoro: O patic & YaepuBpic Axrmofoiio

Glow and Infrared-ray
Emission Tube —*

Glow and Infrared-ray ————*

Receipt Tube
féxtne Oparic & YmepuBpiic Axrnrofokiog

Ew./Fig.1. Zroysia Asrtovpyiag/Work Elements
4 Teyvikéc Mpodraypagéc/Technical Specifications
4.1 Baown An6doon/Main Performance

®  Amewkévion Ty SpO2/SpO, value display

®  Amewkévion Tipuig Zvyxvotntog Haipov, aneuovion papdo-owaypapparoc/Pulse rate value display, bar
graph display

®  Anewkévion Kvparopopoig Iaipoe?./Pulse waveform display

®  Amewkévion Tipng Agiktn Awgyvone./Perfusion Index value display

® Acztrovpyia pépTiong: Emavagoptilopevn Mratapio ArBiov./Charge function: Lithium battery is the
power supply and can be charged up time and again.

® 'Evéeién Xapuniig Ioyvog: To svpporo Xapniig Ieyvog epgavileTar Tpv 1] cuokevi
vroiertovpynoeet.Low-power indication: low-power indication symbol appears before working
abnormally which is due to low-power.

®  Angvepyomoinon: IIiéote mapateTapéva 10 TANKTpO evepyomoinong,/Power-off :long press power
button to turn off the device.

® H katevBuvon g 000vng propei va arraer. iéete svvropa To tiiktpo “MENU” Yo va
arraCete katevOuvon./The display direction can be changed.Short press menu button to change display
direction.

® H gotawvétnra g 000vns pmopei va puOmotei./Screen brightness can be adjusted

®  Hymtukn évéeitn mwoipov./Pulse sound indication
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® Mg Lertovpyia nymTiKov cvvayeppov./With alarm function

® Mg hertovpyio KaTaypagig TOV TIp@V Tov SpO:2 & g Zvyvétntog Maipov./With SpO, value and
pulse rate value record function

® To xotayeypoppéiva dedopéva propovv vo petapepBovv etov H/Y./ The record data can be uploaded
to the computer

® Mrnopsi va ovvoelei pe aeOntipa o&vperpiag./It can be connected with oximeter probe

4.2 Boaowkég Mapapetpor/Main Parameters
A. Métpnon SpO2/ Measurement of SpO2
Evpog Métpnong /Measuring range: 0%~100%

Axpipera/Accuracy: 70~100%:+2%; Kato ané/Below 70%: Anpocdropioto/unspecified.

B. Métpnon Zoyvorntag Maipod/Measurement of pulse rate

Evpoc Métpneng/Measuring range: 30bpm~250bpm
Axpipewo/Accuracy: 30bpm~100bpm:+2bpm;101bpm~250bpm:+2%

C. Agixtng Awdyvoencg/Perfusion Index
Evpoc/Range: 0%~20%

D. Avéivor/Resolution
SpO, : 1%, Zvyvétnrog Maipoev/Pulse rate: 1bpm; Agiktng Avdyvong/Perfusion Index:0.1%
E. Métpnon Anodoong o AcOeveic XuvOikeg/Measurement Performance in Weak Filling Condition:

To SpO2 & n Xvyvornroe Iaipod epgaviCovrar cmotd eav 1 averoyia emucdioyng Tov woipo? sivar 0.4% tote
1 anéxkiion Tov SpO2 sivan +4% & 1 andxion oty Xvyvotntae [Maipov siven £2 bpm 1j/or £2% (emiéyeTon To
neyarvrepo/select larger)/SpO2 and pulse rate can be shown correctly when pulse-filling ratio is 0.4%. SpO2 error

is 4%, pulse rate error is 2 bpm or +2% (select larger).

F. Avtictaon oto mepiparlov gdc/Resistance to surrounding light:
The deviation between the value measured in the condition of man-made light or indoor natural light and that

of darkroom is less than +1%.
G. Anowtioegig Ioydoc/Power supply requirement: 3.6 V DC ~4.2V DC.

H. Ontikéc AteOntiipac/Optical Sensor
EpvBpo6 pdg/Red light (mjkoeg koparog/wavelength is 660nm, 6.65mW)

YrépvOpo odg Infrared (piiog kdpatog/wavelength is 880nm, 6.75mW)
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1. Evpog pvOuiong Tovaysppotv/Adjustable alarm range:
SpO; : 0%~100%
Xoyvotmrog Haipot/Pulse Rate: Obpm~254bpm

5 Eyxatdotacy/Installation

5.1 Emoxomiion Mapocstivov Taprho/View of the Front Panel

PUBPION Z vucepEppod f Al Setting

Dpee J Time “EwEE 1N 1oy o £ Powe T ndication
“Ewde 1 ) rpou e Apod f Puke sound indkation
PR — TR E Uy wdTrmeeg Mechpoi / Puke @te value

Lz ikeng Aty wang f Perfssion Index
TILAS POz /5 p02 value . B
RIEES e MrkTpo Mz wol f he nu Bution

FeE T B L0 Z LnepEp Lo S poa .
Spoz sl m ok limit

Pt RS- uckppct e MieAuod Jf
Puke BBEEEh

Rolpd kL keprol f wrsthand

Ew./Fig.2. Mapootivii Oyn/Front View

5.2 Toro0étnon AweOntipa/Probe Installation

A. Avoi&ts To kdloppe g 0vpag USB, tonobstiiote Tov acOnrijpo & 0o avafosPicst To KOKKIVO OOG./
Open the USB cover, inserting the probe into the USB port of the pulse oximeter, and the red-light of probe
will flicker.

B. Tormo0ctiioTe TO ddyTLAO GTOV GLEONTpO (TO VO O TPEmeL va givan amd TV TAEVPE OV deiyveL TO
oOpforo pe to dayTvro). O ovvdedepévog aLoONTIIPAS G0VAEVEL KOVOVIKA OTAV 0 P®TOPOLOS GOMVAS
ekmepmel ovveysg epvlpo eag./Insert the finger into the probe (the side with finger sign and the nail should be
in the same side ). The connected probe could work normally when the luminescent tube in the device emit red
light sostenuto.

A Ipokewpévov vo séacpalioste ™V poxkpoProTnre TG ovokevig & TV akpifswoe ™ pérpnong, o E@TEPKOG
aeOnTiipag mepropiletar oto ovykekpipévo povrého & AEN Oa mpémer vo avrikaBiotator pe Ghho. Te Sra@opeTiki
nepinToon propei va emnpedos Ty ypiion 1 va Brayer v cvekevn./ In order to ensure device life and measure accuracy,
external probe is limited to the matching model, and can't be replaced by other model. Or else the device will be damaged or usage

is affected.

5.3 IMaperkopeva/Accessories

A. Eva Eyyepidwo Xpiiong/A User Manual
B. 'Eva @opTietii/A power adapter
C. Evo KoAddwo Asdopévev/A data line
D. Eve Aioko (Aoywspikoé H/Y)/A disk (PC software)
E. Eva AweOntiipa SpO2 Evnrikov (ESB0038) & Avo AvtokorinTtovg AwoOntiipes SpO2 (GSE0001)./A
adult fingertip SpO2 probe (ESB0038) and two One-off adhesive SpO2 probe (GSE0001)
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6 0dny6c Asrtovpyiag/Operating Guide

6.1 M£00doc Tomo0étnionc/Application Method
6.1.1 Métpnon/Measurement

Tomo0eTioTE TO dAYTVAO G6TOV (LeOnTpa./Insert the finger into the probe of the device.

b. IIiéote cvveyopevo To TANKTPO EvePyomoinong Yo va avayel 1 ovokevi./Long press power button to
turn the device on.

c.  MHN xuveite To dayTvro & drwotnpeite Tov 0.60evi] 6 NPENT KATAGTOON KOTA TNV OLEPKEX TG
dadwkacsioc./Do not shake the finger and keep the patient in a stable state during the process.

d. Ta dgdopéva pwopovv va drofactodv armsvbeiog and Tnv 006vn./The data can be read directly from the

display screen in the measuring interface.

6.1.2 ToroOstnon Aaytvhlov/Lay Finger

H oot pébodog Tomodétnong tov daytvrov sivar avti Tov Qaivetor oty gwkova 3./The right method of

laying finger is as Figure 3.

et

___';'.‘__ e

Ew./Fig.3

A Ta viyta & 0 p®Toforog cwivag Ba pémer av givor amd Tnv idwa whevpa./Fingernails and the luminescent

tube should be in the same side.
6.1.3 ITavon Xovayeppov/Pause Alarm

a. O ovvayeppdg cvpmepriapfaver, covayeppd yio dgdopéva ektog opiov (SpO, & Zvyvotnta Iaipov),
ouvayeppo Yo yopnii wyd & cvvaysppd Yo dayTvio ektédg amcOnTHpa./Alarm includes the alarm of
measure data's going beyond the limits (SpO, and pulse rate value), alarm of low-power, and the alarm of
finger out.

b. Xto mepipdarhov péTpnong €av o cuvayeppog givar evepyds, KOTG TNV SGPKEWL TOV GUVAYEPROD
pmopei vo, drokomel pe ovvropo watnpa tTov tajktpov “MENU” & otnyv 006vn 0a eppaviotei To sopforo
oG suvayeppov, alhd 1 Asrtovpyia Tov Ba avavewOsi og wepimov 30 dsvTepdrenta./ In the measuring
interface, if the alarm function is on, during the period of alarming, alarm can be suspended by short pressing
menu button, and the screen will appear pause-alarm symbol, but the function will be renewed in about 30
seconds.

c. Eav 0Oékete va amevepyomouoete TAPOS TOV ouvvayepud, 0o mpémer va £16éA0eTe 610 pEVON.
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Mopaxodreiote vo avatpiéete 670 Ke@ahiaro “PvOpion Zvvayeppov” yia Aertopéperes. If you want to turn

off the alarm, you should enter the menu for operation.Please refer to chapter "Alarm setting" for detail.
6.1.4 A)hayn KatevOvveng O00vne/Change Display Direction

H ovokevn dvvatar va arraéer katedOovon otnv 000vn yepokivta. 1o mepifpailov pétpnong méote
oovropo to wAkTpo “MENU” yw va arlhaéete Tnv kotevBoven tng 006vnc.The device could change
display direction by manual mode.In the measuring interface, short press menu button to change display

direction.
6.1.5 Aartovpyiec Mevov/Menu Operations

Yto mepifdirov pétpnong méote mapaterapéva 10 tAMkTpo “MENU” yo vo £166h0eTe 0TO KEVTPIKO
pevoY, 6mag oty e1kova 4. O 1pN oS pECO TOV KEVTPIKOD pnevod propei va pvlpioel, To ¢ag vréfadpov,
TOV ouvayepud, Ty amodikevon dedopévarv, Tic pulpicels Tov ocvoTHRATOS, TOV 1)0 TOV ToApov. O
ovyKeKkpuévn pebodolroyia sivar mg akorov0wg: In the measuring interface, long press menu button to enter
the main menu interface as Figure 4..The user can adjust the settings through the main menu, such as backlight,

alarm, data storage, system setting, pulse sound setting, demo. The specific operation methods are as follows:
A. POOpon ®otewvotntag/Brightness Adjustment

Xto mepifdiriov TOV KEVIPIKOV pnEVOD TEoTE cuvTopa To TANkTpo “MENU” ywa va kKivijoete TV pafioo
emuhoyNg oty emhoyn “ Brightness ”, katomyv méote napateTapévo to minkrpo “MENU” 1w va
puBpicete TV QOTEWOTNTA TG 000VN G (4 dreBéopa emimeda). In the main menu interface, short press
menu button to move the choice bar to the "Brightness" item, then long press menu button to adjust the

brightness of screen (4 levels adjustable).

Ew./Fig.4

Meprparrov Kevrpikov Mevov/Main Menu Interface

B. POOpion Zvvayeppov/Alarm Setting

210 mepffdAiov TOV KEVTPIKOV pevoy méste cuvropa to tajktpo “MENU” ywo va Kivijogte v papoo
emOYNG otV emioyn “Alarm”, kotomv méote mapaterapéve to tajkTpo “MENU” 1o va g16éh0gTe
6TO eV puduiong, 6mmg otV €kova 5. In the main menu interface, short press menu button to move the

choice bar to "Alarm” item, then long press menu button to enter the alarm setting menu as Figure 5:
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Ew./Fig.5
Mevov PoOpieng Xvvayeppov/Alarm Setting Menu

a) PvOuion Ave-Karo Opiov Zvvayeppot/The high/low limit of alarm setting

210 wePLPaiiov TOV PHEVOV cVVAYEPLAV MEGTE cuvTopa To TANkTpo “MENU” o va kKivijeete Tnv pafoo
emoyNG otV emioyn “Dir”, katémv méote napaterapéva to tinkrpo “MENU” yo va emiéEete mve
1 kto. [iécte cvvropa To Taktpo “MENU” yia va poOpicete To emBounté avrikeipevo covayeppom :
SpO2 ave épro (SpO2 ALM HI), SpO2 kétm 6pro (SpO2 ALM LO), dve 6pro Xvyvotnrog [Maipev (PR
ALM HI), kéto 6pro Xvyvétntag [laipoed (PR ALM LO). Iiéote mapateTtapéve to mhktpo “MENU”
v va adraéete v Tyn). Iiéote napatetapéva to winkrpo “MENU” pia @opd yia va avénoete 1 av
pewwoete v Ty). To k@t 6pro dev pmopei va vrepPaiver To dvo & 10 Gve 6pro dev pmopei va gival
YOuNAOTEPE amd TO KAT®. In alarm setting menu, short press menu button to move the choice bar to "Dir"
item, long press menu button to choose Up or Down. Short press menu button to adjust alarm item: SpO, high
limit (SpO, ALM HI), SpO, low limit (SpO, ALM LO), Pulse rate high limit (PR ALM HI), Pulse rate low
limit (PR ALM LO). Long press menu button to change the value. Long press menu button once, and the value
raise or descend once. The low limit can't be above high limit, and the high limit can't be below the low limit.

A Av 1N AgrTovpyic TOV GUVAYEPROV Eival EVEPYN, 1| CVOKELT 00 TaPE el PECAING TPOTEPALOTNTAS GUVAYEPNO
g@ocov o Tipég Tov SpO, & g Xuyvornrog IMolpov sivar €kTég 0piov. ALOKOTTONEVOS GUVAYEPHOS Oa
npoxdyel & ov Tipnég Oa @aivovron pe kitpvo. Mecaiag TpoTepatdTNTO SNpaivel 6T amorteitan auecn dpdon
o6 Tov yeipretiy. If the alarm function is on, the device will provide medium-priority alarm signal when the data of
SpO, or pulse rate is beyond the limit. Intermittent alarm will occur and the values show in yellow. Medium priority

indicating that prompt operator response is required.
b) P¥OOmon katdotoong cuveyeppov/The alarm state setting

2T0 pevov ovvayepu@v méste ovvropa 10 tAkTpo “MENU” 1o va kivijoete v papoo emroyng otnv
gmuoyn  “Alarm”, kotomv  méote  mopoarerapéva To  mwAktpo  “MENU” v va
EVEPYOTOMGETE-ATEVEPYOTOU|GETE TOV NY0 ovvayepuov. EmiéEete “on” yia va evepyomoujoete & “off”
Y10, VO, OTEVEPYOTOUGETE TOV 1])0 cuvayeppov. In alarm setting menu, short press menu button to move the
choice bar to the "Alarm" item, then long press menu button to turn on or turn off the alarm sound. Choose

“on“ to turn on the alarm, and choose “off” to turn off the alarm.

c) 'E&odog Asrtovpyiag/Exit operation
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210 pevod cuvayepuaV méste ovviopd 1o TAMKTpo “MENU” yia va kKivijeete v papoo emioynig otnv
emuhoyn “Exit”, katémyv méote napaterapéva 1o tiktpo “MENU”, yia va Bysite amé to pevov
oVVaYEPRAOV & VO EMGTPEYETE 6TO KEVIPIKO pavov. In alarm setting menu, short press menu button to move

the choice bar to "Exit” item, then long press button to exit alarm setting menu and return to the main menu.
C. PvOpiseic Kotaypagns Asdopévmv/Data record Setting

210 mepffdAiov TOV KEVTPIKOV pevoy méote cvvropa to tajktpo “MENU” ywo va kivijoete v papoo
emoyng oty emhoyn “Record”, katémv mécte mapaterapéva 1o TakTpo “MENU” yia va 16éh0eTe
670 pevov pulpicemv 6mmg 6ty Ewkéva 6. In the main menu interface, short press menu button to move the

choice bar to the "Record" item, then long press menu button to enter the record setting menu as Figure 6.

Ew./Fig.6
Mevob PvOpicsov Kataypagpic/Record Setting Menu

a. Tupoto Kataypagic/Record segments

Argrkovilel Tov aplpd Tov kKaTaypapav mov £govv arodnkevtei.Display the number of the data segments
which have been recorded.

b. PvOpicaig Kataypagnig/Record setting

270 pevov KoTaypaPns mEote cvvropa to TAktpo “MENU” vy va kivijoete Tnv papoo emioynig otnv
emuoyn “Record off”’, katémv méote moaparerapéva to mijktpo “MENU”, 1 va Eexivijoer 1
Kotaypaen. Mmraivovrag Cava omé 10 pevov kataypagns oty emioyn “Record on”, méote
nopoteTapéva To taktpo “MENU”, yia va ctapaticst | kataypogr] & to “on” Oa yiver “off” In the
"Record Menu" interface, short press menu button to move the choice bar to the "Record off" item, then long
press menu button to begin to record data; here enter the "Record" menu again, in "Record on" menu, long
press menu button to stop recording, and the "on" will become "off".

c. Avaypai 6hwv/Delete all

210 pevov KoTaypaPns méote cvvropa to TAktpo “MENU” o va kKivijoete Tnv papoo emioynig otnv
emuhoyn “Delete all”, katémv méote mapaterapéva to tiktpo “MENU”, yia va dwaypdwyete drheg Tig
kataypa@éc. In the "Record Menu" interface, short press menu button to move the choice bar to the "Delete

all" item, then long press menu button to delete all recorded data.
d.'E&odog/Exit

210 pevov kataypogig méote ovvropo 1o MikTpo “MENU” v va Kivijoete TV pafoo emroyng 6ty
egmioyn “Exit”, katémv méote mopaterapéve to wiktpo “MENU”, via vo e£éA0ete amd To pevov

KOToypa@dv & vo. emotpéyete 610 ap)ik6 pevov.In the "Record Menu" interface, short press menu button
‘Exdoon : 1.0.1 (18/6/2014)
11

MOBIAK A.E : M.MIMOT2APH 96-98, XANIA-KPHTHZ, 28210-63222
MOBIAK S.A: M.MPOTSARI 96-98, CHANIA-CRETE, GREECE, +30-28210-63222

CE0653



to move the choice bar to "Exit” item, then long press button to exit "record menu" and return to the main

menu.
D. PvBpiceig Xvotiparog/System Setting

210 mepffdAiov TOV KEVTPIKOV pevoy méste cvvropa to tajkTpo “MENU” ywo va Kivijoete v papoo
EMAOYNG oV gmhoyi] “System”, katomv méote maparetapéva to takTpo “MENU” ya va g16éh0gTe
6TO0 pnevov pubpicewv 6mwg oty Ewkéva 7.In the main menu interface, short press menu button to move the

choice bar to the "System" item, then long press menu button to enter the system setting menu as Figure 7.

Ew./Fig.7

Mevob XZvotiparoc/System Menu

a.’Exdoon Efomhopov/Hard. Ver.

O apOpog £k600NG TOL NAEKTPOUNYOVOLOYIKOV néPovg TS ovokevnc. The version number of hardware for
the device.

b. "Exdoon Aoyispikov/Soft. Ver.

O apBpog £ékdoong Tov Aoytopikov Tns ovekevc. The version number of software for the device.

¢. 'Evtaon ‘Hyov/Sound Volume

Xto wepfailov TOV pEvov 6VOTINROTOS TEGTE cUvTONd TO TANKTpo “MENU” Yo va kivijoete TV papoo
gmioyng oty emhoyn “Sound Volume”, katémiv mécte mapateTapéva 1o inktpo “MENU” ywa va
petaparere pripo-pipe v évraocn (rebéopa 3 emineda).In the "System Menu" interface, short press menu
button to move the choice bar to "Sound Volume” item, then long press button to change sound volume step by
step (3 levels adjustable).

d. TovtétTnTa Xvokevnc/Device ID

O ypNoTNG PTOPEL VO OPIGEL TAVTOTNTA VL0, TV GVGKELY], pEc® TOV Aoyicpkov yia H/Y. Mapakard
avoTpiYTe 0TO EYYELPiIOI0 TOV AoyicpikoD “ SpO2 Assistant” Yo mepiocoTepes Aemtopéperec. The user can
set device ID by PC software. Please refer to <SpO, Assistant user manual> for details.

e. 'E€odog/Exit

210 pevoy 6VGTNOTOG MEGTE cUVTONRA TO TAKTPo “MENU” Yo va Kivijeete TNV papoo emhoyig oty
emioyn “Exit”, katémv méote mapaterapéva 1o tinktpo “MENU”, o va e£€L0eTE amd To pevov
oVOTHROTOC & VO eMOTPEYETE 6TO 0Py ké pevov.In the "System Menu" interface, short press menu button to

move the choice bar to "Exit” item, then long press button to exit "System Menu" and return to the main menu.
E. PvOpiceig Hyov ‘Evoaitng MMaipov/Pulse Sound Indication Setting

Xto wepfailov TOV KEVTPIKOU pevov méste cuvropa To tMkTpo “MENU” Yo va Kwvijoete TV papoo
gmioyng oty emhoyn “Pulse Sound”, katémv mécte mapatetapéva o TAkTpo “MENU” 1w va.
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EVEPYOTOMGETE “on* 1] amevepyomouleeTe “off” Tov 1yo0. In the main menu interface, short press menu
button to move the choice bar to the "Pulse Sound" item, then long press menu button to turn on or turn off the

pulse sound. Choose “on “to turn on pulse sound, and choose “off” to turn off pulse sound.
F. PvOpiceig Emioeiéniig/Demo Setting

Xto mepifdiriov TOV KEVIPIKOV pnEVOD TEoTE cuvropa To TAnkTpo “MENU” ywa va kKivijoete TV pafioo
emLOYNG otV emhoyn] “Demo”, katémyv méote mapaterapéva 1o tiktpo “MENU” ya va
gvepyomon|oeTE “on“n| amevepyomouoete “off” to meprfpailov emidei&nc.In the main menu interface, short
press menu button to move the choice bar to the "Demo" item, then long press menu button to turn on or turn
off "Demo". Choose "on "to turn on Demo, and the demo interface will appear when returning to measure

interface; Choose "off " to turn off Demo.
G. 'E&odog amé to Kevrpiké Mevo/Exit Main Menu

Xto mepifdiriov TOV KEVIPIKOV pnEVOD TEoTE cuvTopa To TAkTpo “MENU” ywa va kKivijoete TV pafioo
emuoyng oty emhoyn “Exit”, katémv méote mapaterapéva 1o tiktpo “MENU”, yio. va e£éM0eTe amd
TO PEVOV GVOTINHATOS & VU EMOTPEYETE 6T0 TePPariov peTprioemv.In the main Menu interface, short press
menu button to move the choice bar to "Exit” item, then long press button to exit main Menu and return to the

measure interface.
H. PvOpiceig Poroyrov/Clock Setting

210 epifdiriov HETPNOE®V MEGTE GOVTON TO TAKTPO EVEPYOTOINGNGS Y10 VU VIO VO UTIEITE OTO
nepfdiriov Tov PoAoyL0U KATOMLY MEGTE TOPATETAPEVE TO TAMKTPO EVEPYOTTOiN GG YL VO Ko.OopiceTe
™mv opa, "up" npog 1o Tédve, "down" TPOS TO KATM & TECTE TUPUTETOUEVO. TO TANKTPO Y10, VO,
npoyopnoete. iéote ovvropa 1o Aktpo “MENU” ywa va airdéete To avtikeipevo pvdpiong (opa,
Aemtd, éTog, pfvac, pépa, amodkevon, ££000G, TAVO/KATM) & MEGTE TAPATETANEVE TO TAKTPO
“MENU” yio va kafoprotei Tnv Tipi] To0 emheypévov. In the measure interface, Short press power button to
enter to the clock interface, and long press button to set time. "up" means to adjust time upwards, "down"
means to adjust time downwards, and long press button for switching. Short press menu button to change
setting item (including: hour, minute, year, month, day, save, Exit, up/down), and long press menu button to set

time which has been chosen.

Ew./Fig.8
Megvoy PYOpeng Poroyrov/Clock Setting Interface

6.1.6 ®option/Charge

Yrapyovv 6vo pédodor éptiong/There are two kinds of charge method:

‘Exdoon : 1.0.1 (18/6/2014)
13

MOBIAK A.E : M.MIMOT2APH 96-98, XANIA-KPHTHZ, 28210-63222
MOBIAK S.A: M.MPOTSARI 96-98, CHANIA-CRETE, GREECE, +30-28210-63222

CE0653



a) XuvdE6TE TNV GUGKELY] GTOV VTOLOYLGTI] ME TO KOA®DO & 1 cvckevy] Oa pmel 6c Kotdotaon
@opTong.Connect the device to computer with data line, then the device should be in charge state.

b) Zuvdiote TV cvokev1] 6TV TPOPOdOGia pE TOV PopPTIETH & 1) GVGKELT B0 pPTTEL 6€ KUTAGTOUOGT
@opTong.Connect the device to power supply with power adaptor, then the device should be in charge state.
A o POPTIOTIG TNG GVOKEVNG givar cUPP®VOG pe Tig anartioels IEC 60601-1.The power adapter of the
device accords with the requirements of IEC 60601-1.

A\ Orav poptilel ofnoTd, méote ovvTOPA TO TAMKTPO Evepyomoinons & 1 cvokevi] 0o epgavicer Ty pafoo
@6pTIONG, 0VTO onpaivel 6TL Yoptiler. Otav n papdog yepioer, onpaivel 6TL PopTice. Otav Qopriler avappévo,
gneavicer 1o svppoiro g papoov eépTIoNG, BVTO onpaiverl 6TL Poptiler. Otav n papoog yepiosel, onpoaivel 6T
@6pTioe. When charging in power-off state, short press power button and the device will display green dynamic state
bar. It means that the device is charging. When the state bar is full, the charging is finished. When charging in
power-on state, dynamic Power indication symbol displays. It means that the device is charging. When the state bar is

full, the charging is finished.

A\ Eav sivmn €vePYOS 0 GVVAYEPNOG, 1] VGKELT] B0 dDGEL GUVAYEPRO VYNNG TPOTEPOLOTNTAS 6TV EEQvTAEiTON
1N prortepio. Alokontopevog 1)0g cuvayspprov o nycsl. Zovayeppos vYniig TPOTEPULOTNTAS ATONTEL GUEST
enépfaon tov yepreti. If the alarm function is on, the device will provide high-priority alarm signal when the
battery is in low power status. Intermittent alarm sound will occur. High priority indicating requires that operator

responds immediately.

6.1.7 Metagopad Agdopévov (oe mpaypatikd ypoévo, amodnkevpéva)/Uploading the Data (Real
Time Data, Saved Data)

YUVOE0TE TV GUGKEVT] LE TO KUADFL0 dESOREVOV 6TOV VTOAOYIGTI, neETd avoi&te To Aoyioko. [lapakard
avoTpEYTE 6TO gYYEPidLo TOV Loyiopikoy “ SpO2 Assistant” yio TEPLEGOTEPES AEMTONEPELES GYETIKA p1e
™V pé0odo petapopdg dedopuévev. To copforo Tov Loyiopikov £ival aVTO TOV EIKOVICETOL 6TV EIKOVA.
9.Connect the device to computer with data line, then open the PC software. Please refer to <SpO, Assistant
user manual> for detailed operation method of uploading data. The software symbol is as Figure 9.

A The computer the device is connected to should accord to the standard of [EC60950,and the system which is
composed with the device accord with the requirements of IEC60601-1-1.

w»

Splz
PeElEtant
Ew./Fig.8
Xopporo Aoyrepkov/Software Symbol

6.2 Mpocoyn kKotd TV Astrovpyio/Attention for Operation
A. Mopaxkad®d ghEYYETE TNV GLGKELY] TPW TNV Ypion & emPePardote 0TL AerTovpyei kavovikd.Please

check the device before using, and confirm that it can work normally.

B. To daytvio mpémer va givar otnv koTtdiinin 0éon (dgite Tv swkéva 3).The finger should be in a proper

position (see the attached illustration as Figure 3 for reference), or else it may result in inaccurate measure.
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C. H axrtiva perogd Tov 9otoforov cojva & Tov QOTOSEKTN cwAMva, O Tpénel va diépyeTar amd Tnv
aptnpio Tov atépov.The ray between luminescent tube and photoelectric receiving tube must get across
subject’s arteriole.

D. To o&opetpo AEN 00 mpéner va ypnoponolsitol o€ TepLoyn yoeAapov de6pod pe apTpLokd Kovai 1
pe poveéto mwicong M pe evoopréfro kabetipa.The oximeter should not be used at a location or limb tied
with arterial canal or blood pressure cuff or receiving intravenous injection.

E. BefowwOcite 6T1 timote, 0mmg okovi, dev gumodiler T S1EhEven TOV QOTOS, 62 SLUPOPETIKI
TEPITTMO PTopPel va TpokvYouv avakpipeic perpiosig tov SpO2, g cvyvétnrag woipod & tov PL.
Ensure nothing, such as a plaster, can impede the light passage, or else it may result in inaccurate measure of
SpO2 ,pulse rate and PI.

F. To vrepfoikd pwtevo mepifarhov (cupmeprhapfavopévev gOc@opovty®y Aapr®dv, BadUKOKKIVO ¢®OG,
vaépuOpog Osppactig, anevdeiog NMaKkd PAG K.T.)) evdgyopévag va exnpedcel Tnv pétpnon. Excessive
ambient light may affect measurement accuracy. It includes fluorescent lamp, dual ruby light, infrared heater,
direct sunlight and etc.

G. YnepPolki| Goknon 1 vreppolikég niekTpikic mopepforic evoeyopévmg va eanpedoovy Ty péTpnon.
Intense activity of the subject or extreme electrosurgical interference may also affect the accuracy.

H. O ypiieg vo pnv ypnopomotei fepvikt voyrdv 1 ahho kedlvvriké.Testee cannot use enamel or other
makeup.

I. KoOapilere & omolvpaivete TNV GUGKEVHG PETA TNV YPON GORQOVE pE TO £YyEWPidro ypRong
(7.1).Please clean and disinfect the device after operating according to the User Manual (7.1).

6.3 Khvikoi Igpropiopoi/Clinical Restrictions

A. Ene1dn n pétpnon yiveror facsr aptnplokod tolpov, amotiétol IKovi pon oipatog amd Tov xpnotn.
X acOeveic pe advvapn pon aipatog Aoym 6ok, youniig Oeppokpacioc weprfairovrog, vrodeppiog 1
APNONS PUPRAK®Y 6V6TAcNS TOV ayyei®v N Kupatopopo Tov SpO2 (PLETH) 6o peiwbsi. Xg avty v
nepintoon n pétpnon Ba eivar mo gvaicOntn oe mapepPoiréc. As the measure is taken on the basis of
arteriole pulse, substantial pulsating blood flow of subject is required. For a subject with weak pulse due to
shock, low ambient/body temperature, major bleeding,or use of vascular contracting drug, the SpO, waveform
(PLETH) will decrease. In this case, the measurement will be more sensitive to interference.

B. g dropa pe onpovtiki mo66TNTO QUPUAKOV dtdlvong cVonaong (0nmg prhe pedviéivio, Tpdacvo
Aovrakt & 6Evo pmie LovAdK), 1] povoéetdiov Tov avOpaka apocparpivig (COHD), | pebderovivy
(Me+Hb), 1 0g10 calikvki aipoc@orpivyy & pepikd apofiqpata iktepov, o kadopiopog Tov SpO2 icmg
vo. pnv givan axpiPiig. For those with a substantial amount of staining dilution drug (such as methylene blue,
indigo green and acid indigo blue), or carbon monoxide hemoglobin (COHb), or methionine (Me+Hb) or
thiosalicylic hemoglobin, and some with icterus problem, the SpO2 determination by this device may be
inaccurate.

C. ®appaxe 6mmg vromapivy, Tpokaivi, Tprhokaivy, Akokaivny, Povtakdivy propsi emiong va
npokaiécovv cofapo cpaipa otnv pérpnon tov SpO2. The drugs like dopamine, procaine, prilocaine,
lidocaine and butacaine may also be a major factor resulted in serious error of SpO2 measure.

D. Ezneidn) 1 Tipn) To0 SpO2 ypnopeder g ava@opa yio v Kpicn aveptkng 1 To&ikng vrofopiog,
pepikoi aceveic pe cofapn avarpia evoéyetan va mapovotaoovy Ko pétpnon SpO2. The SpO2 value
serves as a reference value for judgment of anemic anoxia and toxic anoxia, for some patients with serious
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anemia may also report good SpO2 measurement.

7 Tovripnon, Metagopd & Amodikevon/Maintain, Transportation and Storage

7.1 KaOapiopog & Amoridpaven/Cleaning and Disinfecting

YKOVTIioTE TNV pE 0wémvevpo & GQNOTE TNV VO GTEYVAGEL 1] CKOVTIGTE TNV NE éVO OTEYVO HOAOKO

movi.Using medical alcohol to wipe the device for disinfecting, nature dry or clean it with clean soft cloth.

7.2 Zvvtiipnon/Maintain

A. KoOopilers & amolopoivets TV GUGKEVNG TPLV TNV YPioN COUPOVA pE TO EYYELPIdLO Ypriong
(7.1).Please clean and disinfect the device before using according to the User Manual (7.1).

B. Mopaxer®d @optilets TV pratapio 6tav otnv 006vy speavicTei 10 6sOuforo youniic protapiog

( ] ).Please recharge the battery when the screen shows low-power (the battery power is I::l) .

C. Eravagoptilere TV pratopio apécns porg amopoptictei mifpoc. H cvokevn 0o npémel va
popTtileron kGO €1 piveg av AEN ypnopomoreitor kavovikd. Avto 0o emppunkovel Tnv swapketo Long g
pratapioc.Recharge the battery soon after the over-discharge. The device should be recharged every six
months when it is not regular used. It can extend the battery life following this guidance.

D. Zuvietator o1 yp1j6Tes va fadpovopotv mEPL0SIKA THY 6VGKELT] (1] AVAAOYW PE TO TPOYPOULNO.
BaBpovounong Tov vocokopeiov). Mmopei va yivel gite o€ gpdg, eite og eEovorodotnuévo ocovepydtn.Users
are advised to calibrate the device termly (or according to the calibrating program of hospital). It also can be

performed at the state-appointed agent or just contact us for calibration.

7.3 Metagopa & Amodkevon/Transportation and Storage

A. H cvokevaopévy cvekevr] propsi va petagepdsi pe touvg cuvidsig tpoémovg 1 Paost cvppolaiov
peragopdas. H svokeuny AEN Oa mpémer va petagépeTon avakatepévn pe tolikd, emprapi, swpfpoTtika
viwké. The packed device can be transported by ordinary conveyance or according to transport contract. The
device cannot be transported mixed with toxic, harmful, corrosive material.

B. H cvokevi| 0o apémer va amoOnkedeTon 68 dopdtio pe kolo agpiopd & yopic dSwuppotikd oépra. The
packed device should be stored in room with no corrosive gases and good ventilation.

Ogppoxpaocia/Temperature: -40°C~60°C; Xyetukn} Yypaoia/Relative Humidity: <95%

8 Eniivon Mpoprnpdatov/Troubleshooting

Trouble Possible Reason Solution
To SpO, & N Zvyvotnra 1. To d&aytvaé AEN cgivor TomoBetnuévo | 1. TomoBetijote omOTA TO ddyTUAO &
Tov [Moipov AEN omaotd./The finger is not properly positioned. doxpaote Eova./Place the finger properly
oamewkoviovron and try again.

kavovikd./The SpO, and
Pulse Rate cannot be

displayed normally

2. To SpO; Tov a60evevg givar TOrD Yapunio Yo vo.
aviyvevOei./The patient’s SpO, is too low to be

detected.

2. Aokpaote Eava. Av giote oiyovpoi 6T 1
GUOKELY] AE1TOVPYEL 6MOTA, MNYUIVETE GTO
vocokopeio./Try again; Go to a hospital for a

diagnosis if you are sure the device works all
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right.

H angwévion Tov SpO, &
g ZuyvoTnTae TOV
MMoipov AEN givan
ota0gpn)./The SpO, and
Pulse Rate are not displayed

stably

To odaytvhé AEN sgivar TtomoBetnuévo apketd

padua./The finger is not placed inside deep enough.

TomoBetiioTe oOWOTE TO ddYTVAO &
doxipdote &ava./Place the finger properly

and try again.

To dayTtvré 1 o acBeviig Kwovvtar/The finger is

shaking or the patient is moving.

IMpoonadiote va npepfoeTe Tov achev).

/Let the patient keep calm

H ovokevny AEN avafer.

/The device cannot be turned

H pratapio givor oyeddv 1 evrehdg adero./The

battery is drained or almost drained

Hopoxkard va @opticete TV pratopio.

/Please charge up battery.

on
BLapn ocvokevijg./The malfunction of the device. MopoKah®d ETKOWVOVIGTE PE TO THUNNO
Service./Please contact the local service
center.
H 000vn ¢oPnoe Eogvukd. | BLaPn cvokevnc./The malfunction of the device. MopoKah®d EMKOWVOVIGTE PE TO TUNNA
/The display is off suddenly Service./Please contact the local service

center.

H protoapioa sivor 6xedov 1M evrehdg Gdero./The

battery is drained or almost drained

Hapoxkard va @oprticete TV pratopio.

/Please charge up battery.

H ovokevi] AEN avaper yo

6A0 TO OLGOTNNO NETO TNV

H pratopia AEN givar tiipog @optiopévn./The
battery is not full charged.

Hapoxkard va @oprticete TV pratopio.

/Please recharge the battery

@6pTion./ The device cannot | H pratapio civar yoroopévn. Mopokah®d E£TKOWVOVIGTE BE TO TPUNRO
be used for full time after | /The battery is broken Service./Please contact the local service
charge center.
The battery can not be full | H pratapio givan yohaopévn. Mopokah®d E£TKOWVOVIGTE PE TO TPRNHO
charged even after 10 | /The battery is broken Service./Please contact the local service
hours charging time. center.
9 Enstnynon Zopporov/Key of Symbols
Xdpporo/Symbol Ieprypagri/Description
e Avotpééte oto gyyepioro/Refer to instruction manual/booklet
%Sp0O2 O Kopeopog tov O&vyévov atov Iaipé/The pulse oxygen saturation (%)
PRbpm H Zvyvétnta tov Molpoo/Pulse rate (bpm)
Pl Agiktng Auwgyvong/Perfusion Index (%)
‘Exdoon : 1.0.1 (18/6/2014)
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H Mnarapia sivon mipog opticpévry/The battery power is full

Amegvepyomomnpévog 10s erdomoinong/Close the alarm sound indication

T
] Xopni Ieydg/Low-power

Amegvepyomomnpévog 1 0g o€ maven/Pause the alarm sound indication

_ﬂ;!! Evepyomompévog 0g s1domoinong/Open the alarm sound indication
i Amegvepyomomnpévog 1o wopov/Close the pulse sound indication
‘:lﬁ:l Evepyomompévog og maipov/Open the pulse sound indication
El Iktpo Mevov/Menu button
{i‘__ﬂj! Miktpo Evepyomoinenc/power button
1P22 Awe0viic TIpoctacio/International Protection

- USB

WEEE (2002/96/EC)

OIE@

REP Evpondikés Avrinpéc®@mnoc/EUROPEAN REPRESENTATIVE

H ovokevny avtiy eivor odpgovn pe v Odnyia yw T lotpikés cvokevég
c € 93/42/EEC, 14 Tovviov 1993 tng E.E.This item is compliant with Medical Device
0653 Directive 93/42/EEC of June 14, 1993, a directive of the European Economic

Community.

10 mpodwaypagic Asttovpyiag/Function Specification

I po@opisg/Information Tpomog Aneikovienc/Display Mode

O Kopeopdés tov O&vyévov otov IMaipd /The Pulse | Ynowkn 2 yneiov oe 006vy @otoddédwv/2-digit digital OLED

Oxygen Saturation(SpO,) display

Ynowkn 2 ynoiov oe 006vy @otodwdwv/2-digit digital OLED
H Xvyvomnre tov IMaipov/Pulse Rate(BPM)
display

Ynoewxn 2 iov og 006v 0T0d1600v/2-digit digital OLED
Agixtng Auwgyvong/Perfusion Index (PI) g 2 vne ne & &

display

H Evtoon tov ITaipov/Pulse Intensity (bar-graph) papdo-draypappa 6 000v pTOIOdMV /bar-graph OLED display
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18
- |

MOBIAK A.E : M.MIMOT2APH 96-98, XANIA-KPHTHZ, 28210-63222
MOBIAK S.A: M.MPOTSARI 96-98, CHANIA-CRETE, GREECE, +30-28210-63222
CE0653




SpO; Ipodwaypagéc MapapéTpov/Parameter Specification

Evpog Métpnong/Measuring range 0%~100%, (n avaivon givar/the resolution is 1%).
Axpipero/Accuracy 70%~100%:+2%, kGt ané 70% AEN nposdropiletar/Below 70%
unspecified.

Mpodwaypagéc Mapapérpov Xvyvétnrog aipod/Pulse Parameter Specification

EvYpog Métpnong/Measuring range 30bpm~250bpm (n avaivon eivav'the resolution is 1 bpm)

30bpm~100bpm:+2bpm;

Axpipero/Accuracy 101bpm~250bpm:-2%

IIpodraypagéc Asiktn Avgyvonc/Perfusion Index Specification

EvYpog/Range 0%~20%.( n avaivon givar/the resolution is 0.1%).

Axpipero/Accuracy 0%~1%:£0.2%,1%~20%:+1%.

Eocotepikiy Mratapio/Interior Battery, EQappolépevog TomocType BF
Tomog Ac@arerac/Safety Type
application part

"Evracn [Moipov/Pulse Intensity

Tovegrils amewkovion papodo-draypappotog, To vyWog kabopiler TV
Evpoc/Range évraon/Continuous bar-graph display, the higher display indicate the

stronger pulse.

Arartiieeig Mrotapiag/Battery Requirement

Taon/Voltage 3.7, 1tep emavogoptilopevn pratopio MBiov/rechargeable lithium battery x 1 (To kékkivo kaA®dd10 copporiler Tnv

@v0d0, To povpo kadddro v kGBodo/ The red wire on the battery denotes anode, the black wire on the battery denotes cathode.)

Awapkero Zong Mrorapiag/Battery working life

Tovrayrotov 500 @opriceic-aropopriosis/Charge and discharge no less than 500 times.

DoprioTiig (kat’ emioyn)/Power Adapter(selected)

Taon E&660v/Output voltage DC 5V

Pedpa EE6d0v/Output current 1000mA

Awotaocsig & Bapog/Dimensions and Weight

Awotdosig/Dimensions 63(M/L) x 55(I/W) x 15(Y/H) mm

Bapog/Weight Iepimov 45yp. (ne v protapio MBiov)./About 45g (with a lithium

batterv)
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HMapdaptnpa/Appendix 1

Kotaotaon/State KaBvotépnon Katrdotaong KaBvoetépnon Evepyomoinong
Xvuvayeppov /Alarm condition Xuvayeppot /Alarm signal
delay generation delay

Tovayeppog Xopniig Taong/ Low | 60s Sms

voltage alarm

Tovayeppog SpO,,SpO, alarm 1s Sms

Tovayeppog Zoyvornrog Haipov/ Is Sms

Pulse rate alarm

Tuvayeppog AweOntiipa/ Probe 16ms Sms

error alarm

Mopaptnpa/Appendix 2

0onyiéc & Afroon Katackevaor) — Hiektpopayvntikég Exmopnéc yia 61o tov eomhond & ta

cvotiparte/Guidance and manufacture’s declaration — electromagnetic emissions-for all EQUIPMENT

and SYSTEMS

0Odnyog & Aniwon Kartaokevaot) — Hiektpopayvntikn Exkmopnt/Guidance and manufacture’s declaration —

electromagnetic emission

To My-SpO, Watch ntpoopiletar ywa ypiion o€ nhektpopayvntiké mepipdirov 6Twg avtd opiletor mapokdto. O ypioTng Tov

My-SpO, Watch 0o npéner va e€ao@ariost v yprjon Tov o€ avtd To meppdrrov./The My-SpO, Watch is intended for use in the

electromagnetic environment specified below. The customer of the user of the My-SpO, Watch should assure that it is used in such

and environment.

Emission test Compliance Electromagnetic environment — guidance
To My-SpO2 Watch ypnowpomoiei RF evépysia MONO yuwo tqv
£60OTEPKN Aertovpyio Tov. Ta To Adyo avté o skmopméc RF
givan morv yopniés & civar anifavé va wpokaricovv Tapeppfolric
Exnopnéc RF /RF emissions
Group 1 6€ KovTIvé nhektpoviké gEomhopd./ The My-SpO2 Watch uses RF
cIsprl energy only for its internal function. Therefore, its RF emissions are
very low and are not likely to cause any interference in nearby
electronic equipment.

Exnopnés RF /RF emission To My-SpO; scivar kotGhinro 7Y xpion o Okeg TIG
CISPR 11 ClassB EYKATOOTAGEL, ocvpmephapfavopivov olklokdv & dnpécrov
Harmonic emissions SIKTVOV YapnMig TAGNG MOV YPNCLHOTOOVVTUL YO OLKLAKOVG
IEC 61000-3-2 A okomovs. / TheMy-SpO2 is suitable for use in all establishments,
Voltage  fluctuations/  flicker including domestic establishments and those directly connected to
emissions N/A the public low-voltage power supply network that supplies buildings

IEC 61000-3-3 used for domestic purposes.
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00nydéc & AMioon Katackevaot — Hiektpopayvntuci Avosia yia 610 Tov e€omhopd & Ta.
cvotiporte/Guidance and manufacture’s declaration — electromagnetic immunity —
for all EQUIPMENT and SYSTEMS

0dnyos & Aroon Karaokevaoti) — Hiektpopayvntikn Avosia/Guidance and manufacture’s declaration — electromagnetic

immunity

To My-SpO, Watch wtpoopiletar yia xpiion o€ niekTpopayvntiké tepipdirov 6nmg avtd opileTtomr mapakdatm. O ypiotng tov My-SpO, Watch
00 mpimer vo sEacpalicer TV ypfion Tov o€ avtd to mepifdiiov./The My-SpO, Watch is intended for use in the electromagnetic environment

specified below. The customer of the user of the My-SpO, Watch should assure that it is used in such and environment.

Aok [EC 60601 Enmineso Eninedo Oonyég Hiektpopayvntikov
Xoppopeoong/Compliance Heprparrovroc/Electromagnetic
Avoociac/Immunity test Aoxpng/test level
level environment - guidance
HiextpootaTiki +6 kV emagn/contact +6 KV gragi)/contact To motoOpote 0o wpéner va givor and Evlro,
Amogéption/Electrostatic +8 kV aépag/air +8 kV aépag/air UTETOV 1] KEPOMIKY] TAGKO. AV KoAOTTOvVTOL
discharge (ESD),IEC omé ovvhETIKO VMKG, N OYETIKN VYpacia Oa
61000-4-2 npéner va givan TovAdyetov 30%. /Floors
should be wood, concrete or ceramic tile. If
floor are covered with synthetic material, the
relative humidity should be at least 30%.
Xoyvomnta Ieydog/Power 3 A/m 3 A/m To payvnTika nedia g Zvyvotnroe Ioydog
frequency (50/60Hz) 0a Tpémer va givol Ta TOTIKE EVOG EPTOPIKOD
Mayvntuké Iedio/Magnetic 1} vocokopgrakov mepiparrovrog.  Power
field IEC-61000-4-8 frequency magnetic fields sould be at levels
characteristic of a typical location in a typical
commercial or hospital environment.

THMEIQXZH/NOTE: Uy givon 1 Tip1} TG EVOALUGOOpREVIS TAONG PO TG EQappoYG oTa enimeda eréyyov / Ur is the a.c. mains voltage prior to application of the test

level.

0dnydéc & AMioon Kataockevaoti — Hiektpopayvntiki Avosia yia 610 tov e€omhopnd & ta.
ovetipoto MH YIIOETHPIEHY ZQHY/Guidance and manufacture’s declaration — electromagnetic
immunity —for EQUIPMENT and SYSTEMS that are not LIFE-SUPPORTING

0dnyos & AMhoon Karaokevaoti) — Hiektpopoyvntikn Avosia/Guidance and manufacture’s declaration — electromagnetic

immunity

To My-SpO,Watch mpoopiletan yra ypiion o€ nrekTpopayvnTiké tepipdirov 6mms avtd opileTrmn mapokdrm. O yprotng Tov My-SpO,Watch
00 mpéner vo gEacpadicer TNV ypiion Tov o€ avtd to mEPpariov./The My-SpO2Watch is intended for use in the electromagnetic environment
specified below. The customer or the user of My-SpO2Watch should assure that it is used in such an environment

Eningdo
Aoy Avociog IEC 60601 Eminedo Zoppopemong 0onyog Hiextpopayvntikov
/Immunity test Aoxypc/test level /Compliance Meprparhovrog/Electromagnetic environment - guidance
level

Dopntog & Kivntog e&omhopnog emkovavidv RF AEN 0o wpémer

V@ (PIGLIHOTOLEITUL GE KOVTIVOTEPY 0tdoTaoT 06 To  My-SpO,
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076 TNV GUVIGTOUEVT SLAYWPLOTIKY 0TdGTAGT), 1] OO0
vrohoyileTon amd TV £&icwon TG GVYYOTNTOS TOV
mopmov./Portable and mobile RF communications equipment should
be used no closer to any part of the CMS50DL, including cables, than
the recommended separation distance calculated from the equation
applicable to the frequency of the transmitter.

Zovietdpevn Awyopiotikiy Anéctacr/ Recommended separation

distance
AxTivoBorovoa 3V/m
RF/Radiated RF 80 MHz to 2.5 GHz 3V/m d — 3.5 / P
IEC 61000-4-3 V,

d=|=—= P 80 MHz to 800 MHz

7
d=|—|VP 800 MHz to 2.5 GHz

‘Onov P n péyetn 1oy £€680v vrohoyiopévy oe watt (W) copoove pe
TOV KOTOGKELOOTY TOV opmoy & d 1 ovvieTdpevn SuymploTiki
on6otacn pe pétpo (m). H woyig tov mediov otabepdv mopndv RF,
KkaBopileTon  omd TNV MAEKTPORUYVNTIK  YOPTOYpPAQNON  TNG
tomofeoioc” & Oa mpimer va givon Ayétepn amé To emimedo
cuppépeoeng o eopog cvyvetnrach. MapepPoric evdéyston va
TUPOVOLAOTOVV KOVTa ot £lomhopd o omoiog @EPEL TO TUPUKATO
ovpporo. Where P is the maximum output power rating of the transmitter
in watts (W) according to the transmitter manufacturer and d is the
recommended separation distance in metres (m).Field strengths from fixed
RF transmitters, as determined by an electromagnetic site survey,* should be
less than the compliance level in each frequency range.” Interference may

occur in the vicinity of equipment marked with the following

@)

symbol:

LHMEIQXH/NOTE 1: Zra 80MHz & 800MHz, spappélerar To vynrétepo gvpog ocvyvétnrag./ At 80 MHz and 800 MHz, the higher frequency range applies.
LHMEIQXH/NOTE 2: Avtdg 0 0d1y6g pmopei va puny epappoletar og 6reg Tic nepurtdoels. H Hiektpopoyvntua Avddoon exnpealetar omd tny amoppéenon &
avakhioon ktnpiov, avrikepévov & arépov./These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from

structures, objects and people.

¢ H 16y0¢ Tov TEdi0V 6TAOEPOVY TOPTAOV, 6T 6TAOEPOVG 6TEONOVS PASIOKVPATOV (KIVN TG/ AGVPRATE) TNAEQOVAE, KIVITOVG 6TUOROVS PASIOKVPATOY,

gpaotteyvika padio, AM & FM exkmopnéic & ekmopmés Tniedpaons Ocwpntikd AEN propodv vo tpofrepBoiv pe axpipero. INa v apécPacn oto
NAEKTPOPAYVNTIKO TTESi0 OV 0@EileTE 6 6T00EPOVS TopTovg RF, yperaleton n nhektpopayvitiky xoptoypaenon s torodscioc. Av i peTpovpevn Evraon
TOV TTEdi0oV TNV TEPLOYN] OTNV OToiw Yprcrpomoreitar To My-SpO:2 vepPaiver To gpappolopevo eminedo RF coppépowong, 0o mpiner va mapakorovdeitar av
Aertovpyer 66Td. Av mapatnpn0si avOpain Aertovpyio, icmg (peracTtody emmhiov peTpioelg 6rmg avanpocavatolonds 1 petaképen tov My-SpO:. Field
strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in the location in which the My-SpOz2 is used exceeds the applicable RF
compliance level above, the My-SpOz2 should be observed to verify normal operation. If abnormal performance is observed, additional measures may be

necessary, such as reorienting or relocating the My-SpOa2.
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b Mépa tov £Hpovg cvyvétntag 150 kHz - 80 MHz, 0 woyig ToV mediov Oa apéiner va siven Ayétepn omé 3 V/m./Over the frequency range 150 kHz to 80

MHz, field strengths should be less than 3 V/m.

TUVICTOUEVEG OLUYOPLGTIKES OTOGTAGELS PETASD POPNTOV & KV TOV THAETIKOWVOVIOKOY RF
eComhopov & tov e€omiopd & to cvotipote MH YIIOXTHPIZEHE ZQHY/ Recommended
separation distances between portable and mobile RF communications equipment and the EQUIPMENT
or SYSTEM — for EQUIPMENT or SYSTEM that are not LIFE-SUPPORTING

ZUVIGTAONEVES SLUYMPLOTIKEG UMOGTAGELS PETAED PopNTOY & KiviiTo¥ TnAemkovoviakoV RF egorhopotd & tov My-SpO2

Watch/Recommended separation distances between portable and mobile RF communications equipment and the My-SpO2 Watch

To My-SpO2 Watch wpoopiletar yra ypiion o€ nhektpopayvntiké nepiparlov 6o omoio vapyst eheyyopeves oxtivoforovecg RF mapepfoirsc.
O ypiiotng Tov My-SpO2 Watch propei va amo@iysl mOavég nhekTpopayvnTIKEG TUPEPRPOLES KPUTAVTAG TO GTNV ELAYIOTY) OTALTOVPEVY
anéeTacn ond eopnTd & KvnTé TNAEMIKOW®VIAKS gEomthopd RF (mopmoi), 67wg cuvieTaTol ToPpuKAT®O GOPYOVE puE TNV PEYIOTY 1630 ££000V
7oV TNAEMKOWOVIOKOY gfomhopod./The My-SpO2 Watch is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of the My-SpO2 Watch can help prevent electromagnetic interference by
maintaining a minimum distance between portable and mobile RF communications equipment (transmitters) and the My-SpOz2 as

recommended below, according to the maximum output power of the communications equipment.
AOpLoTIK AT66TACT COPPMVA HE TRV GVYVOTNTA TOL Topmov/Separation distance according
Méyeteg TIpéG 1600g to frequency of transmitter
€&6dov mopmov/Rated (m)
maximum output power of 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
transmitter
W) d=|>2|/p d=|22 /P d=|— P
Vl El El
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.17 1.17 2.33
10 3.69 3.69 7.38
100 11.67 11.67 23.33

TNa wopmovg 6Tovg omoiovg N péyretn Ty AEN ovpmeprhopfavetrar oy moporndve Licta, 1 cuovietOpev Aleyopietiky Anéotacn d o
pétpa (m) propei va vroroyrotei amd Ty e&icwon g cvyveTNTAS TOV TOPTOV, 67OV P 1) péyreTn Tipn g 1oyvog ££660v Tov TOpTOY o Watt
(W) edpomayv pg tov ketackevaoty)./ For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
metres (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter manufacturer.

YHMEIQXH/NOTE 1: £ro. 80MHz & 800MHz, pappiéleton n Sroyopietiky amdetacn Tov vynidtepov £opovg suyvotnrac./ At 80 MHz and
800 MHz, the separation distance for the higher frequency range applies.

IHMEIQXIH/NOTE 2: H Hlektpopoyvntikny Awddoon emmpealeror omé v amoppégnoen & avakiaon ktnpiov, aviikepivov &

otépowv./These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from

structures, objects and people.
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