Oodnyieg Xpnong /Instructions to User

AyamnToi (p6TES, GOG EVYUPIGTOVUE TOV UTOKTHGUTE TO oA Kké o&vpetpo./Dear users, thank you very much for
purchasing the Pulse Oximeter. To Eyyeipidio avto givon oopowvo pe v 0dnyic MDDI3/42/EEC Yo Tig WoTpikés
ovokevig & evappoviletor pe Ta TpdTUTa. e mepinTwon petarpomic & avafadmeng Loyiopikov, ov IANpoPopics
OV EPTEPIEYOVTOL OE AVTO TO £YYPaPo evdEXOPEVOG Vo oALGEOVY ympig Tponyodpevn edomoinon./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. Ilopokodreiote vo druPdoete mpoosektkd to Eyyepido Xpiiong mpwv ypnoporounjoete to
npoiov. Oa mpémerl vo. akorovdeite avotnpd To Eyyepidro Xpnong 6co agopd Tic drudikacisg rertovpyioc. Xe
nEPinTMON mov dgv akorovdicete 10 Eyyeipione Xpniong mOavév va odnyncer oe avopalries otnv Aertovpyia,
PraPn otnv ocvokeviy 1 Tpavpatiopd. O kotackevaotilc AEN @éper kapio g000vn ywa tqv acedlrewa, v
oomoeTtia, TNV 0703001, avopaiics TNy pETPNGN, TPOVROTIGHO, PrLAPN oTNV GvcKkeELY, AMOY® apéielng TOV
xpNoT™ M PN £@appoyns TV odnytdv ypnons. H epyootaciaxn eyydnon AEN kaidzmrer Tig mopamave
nepurtdosic./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. To Tpoiov avTé givor 1eTpIKY) GLGKEV
emavorappavopevng yprione./This product is medical device, which can be used repeatedly.

MPOEIAOIIOIHXEIZ/WARNING:

¢ H odwakomtn ypfion TG ovokevHg, £01KG amd 0oBeveic pe Kvkho@opikd mpoPifqpate evééyeror vao
odnyNoel o aichnen Tovov 1| dvopopiag. TvvicTator va pnv £pappolete Tov ashnTipa Gveo TOV 2 OpOV
070 1610 ddxTvAro./.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.

& INo edkéc mepuntdoers acbevav 0o mpémerl va vapyel ovvetiy Toro0étnon. H cvekevn AEN 0a mpéner va
epappélerar mave og oidnpo & porokéd woto./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 @dg (opotd VAEPVOPO) OV eKTEPTEL 1| GVGKELY eivan emPraPéc yia To paTia. Téco o ypRoTNS 660 Kot 0
covtpnTiig 6ev Ba mpémer 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 ypiiotng AEN 0a mpémer va ypnopomorei Pepvikt voyradv 1 drrov gidovg kaiivvriké./Testee can not use
enamel or other makeup.

& Ta viya tov ypiotn AEN 0a wpéner va givan wohd paxprd./Testee’s fingernail can not be too long.

& Mopoxkard avoeepBeite otnv oyetikn Piprlioypagio GYeTIKE pPE TOVG KAMVIKOUG TEPLOPIOCROvg & TIG
nwpopurageis./Please refer to the correlative literature about the clinical restrictions and caution.

& Avti 1 6vekevi] AEN givon Ogpamevtiki./This device is not intended for treatment.

To Eyyepioro Xpiong dnpocievetor and v etarpeio pag, n omoio em@uidoocel 6ra ta dukordpora./The User

Manual is published by our company. All rights reserved.

1 Acopdlero /Safety

1.1 Odnyieg Aoparovg Xpiong/Instructions for safe operations

» ELéyyetre meprodikd Ty ovokevi) & T mopehképeva TG Yo va PefarwBsite 6TL dev vapyovy opatig
nuiég, o1 omoicg evééyeTan vo emnpedoovy TNV ac@ari ypiion & mopakorovdnoen, 61mg o KuA®oW &
popootponeic. Tovictator o £AeYY0C TNG GVOKEVNS TOVAAYIGTOV pict Gopd TNV £fdopnada. Eav vrapyer
opati i, drakdyte TV xpfon./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 about cables and transducers. It
is recommended that the device should be inspected once a week at least. When there is obvious damage, stop
using the monitor.

H anmortovpevn ocoviipnon npénel vo yivetor MONO ané eoverodotnpévong texvikovs. AEN emrpénetan
oTov yp1ioTn va mpoPsei avtég o€ cuvtiipnon./Necessary maintenance must be performed by qualified service
engineers ONLY. Users are not permitted to maintain it by themselves.

To o&opetpo AEN pmopsi vo ypnoponorcite poli pe cvokevég ot omoieg AEN kafopilovrar oto Eyyeipioro
Xpnione. Mmopovv ve ypnowomon0odv mapelképeve mov mpoTeivovTol 1) cuvieTAvVTOL OTO TOV
kataokevaoti./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 mpoidv £xer Badpovounbsi mpwv @Oyl amd to epyostacio./This product is calibrated before leaving factory.

A\

A\

1.2 Mpocidomorioeic/ Warnings

> Kivovvog 'Expnéng: MHN ypnoipomorcite 10 o&opetpo o€ nepifdrrov pe 0QAEKTO 0.£pLa, OTOS KATOOL
avorodnTikei katervteg/ Explosive hazard—DO NOT use the oximeter in environment with inflammable gas
such as some ignitable anesthetic agents.

> MHN ypnowponoicite To 0EOPETPo eV 0 YPN6TNG VTOPAAAETOL 6 payvNTIKO 1] a&ovikd Topoypapo/.DO
NOT use the oximeter while the testee measured by MRI and CT.

> Atopa orrepyikd oto haotixo AEN pmopoivv va yprnoypomoujcovy tnv cvokevi)./The person who is allergic
to rubber can not use this device.
> H améppryn maperkopevov & €100V 6VGKEVLOGINS (LTOTAPIES, TAAOTIKEG GUKOVAES, APpdON & yapTIva

vAKa) Oa pémer va givar oopeovn pe Ty emukeipévny vopoBesia/. 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.

> Mopoxoleiote vo gréyyeTe TNV cVOoKEVAGio TPy amd TV xpion & vo Pefardveste 6T1 N 6vokev] & T
mopELKONEVE TG Eivol COPQOVE pPE TA TEPIELONEVE, GE SQPOPETIKY mEPinTMON MOAvOv vo vrapier
dvorertovpyia./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.

> Hapaxedreiore voo MHN perpate v cvokev Pdcer Tov yopTtiov €AEyY0V Yoo TNV GYETIKN AgLTovpyin
Tne./Please don't measure this device with function test paper for the device's related information.

1.3 Ipocoy)/Attentions

L Awtnpeite To 0SOPETPO PAKPLE 0O GKOVY, doviioElg, OaPpoTikég 0Voieg, EKPNKTIKG VALKE, vVynAég
Osppokpaocisg & vypacio/.Keep the oximeter away from dust, vibration, corrosive substances, explosive
materials, high temperature and moisture.

&

(i)

_Edv 1o o&opetpo Bpoyei, mupokareiots va otapatioete TNV yprion Tov./If the oximeter gets wet, please stop

operating it.

£ Eav 1o perogépere ombd yoyxpod oc (eotéd i vypd meprfaiiov, tapakareiore va MHN 10 ypnopomouncete
apéowc./When it is carried from cold environment to warm or humid environment, please do not use it
immediately.

£ MHN mélete ta mdikTpa pe ayyunpd avrikeipev/.DO NOT operate keys on front panel with sharp materials.

& KaBopwopog & Amoidpaven pe vyniés Oeppokpaciss 1 vndé micon atpd AEN emrpéneror. Avatpécre oto
oYETKO KeQaharo Tov Eyyeipidiov Xpiong ya Tig 0dnyieg kabapiopov & amorvpavens./High temperature or
high pressure steam disinfection of the oximeter is not permitted. Refer to User Manual in the relative chapter for
instructions of cleaning and disinfection.

£ MHN Bv0ilets 0 0EOpeTpo o vYpo. Edv 0£hete vo T0 KaOuPiGETE, CKOVTIGTE TNV EMQAVELD. PE POAOKG TOVE
& owénveopo. MHN yekdoere angveiog pe omorodmote vypd./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.

a Otov koOapilete ™V ovokesvn pe vepd, m Ogppokpacio Tov va pnv givar yopniétepn omdé 60°C./When
cleaning the device with water, the temperature should be lower than 60°C.

a Eav ta daxtvle givor mord Aemtd 1 mord kpva, mOAVOV va eaNPEacTEL | PUGLOAOYIKY PNETPNOGY TOL

KOPEGHOV & TOV KUPILuKoD TOANOY TOV 060evoVS, TAPUKAAEIGTE VO TOTOOETIOETE TA MO YOVTPE dAKTVAW,

6mog 0 avrixepag & o pécog, Pudia otov amsdNTHpa./As to the fingers which are too thin or too cold, it would

probably affect the normal measure of the patients' SpO, and pulse rate, please clip the thick finger such as thumb
and middle finger deeply enough into the probe.

[im]

MHN ypnowponoreite TV cvokevi o€ Ppéen & veoyva/.Do not use the device on infant or neonatal patients.
To mpoiov givar KaTGAANAO Y0 TOLdLE GVO TOV TEGGAPpOV €TV & gvihikovg. (Bapog 15-110kihd)/The

O

product is suitable for children above four years old and adults(Weight should be between 15kg to 110kg).

H ovokevn] evoéyeTan va pny d0viever To 010 omotd 6 6L0vg Tovg ooBeveic. Eav AEN éyete otabepég
peTpioeels, dwukdyte Ty ypfon/.The device may not work for all patients. If you are unable to achieve stable
readings, discontinue use.

H znepiodog avavimong Tav dedopévav gival pkpoTepn Tov S dsvteporintoy, 1 owoia airalel Pacel Tov

[im)

[ip]

2 Emokénnon/Overview

Egyoprotov atopkod opuypov./The update period of data is less than 5 seconds, which is changeable according
to different individual pulse rate.
Eav gpgovietovv otnv 006vn pn @uolohoyikés ovvOinkeg kotd TNV diapkelo Tov gréyyov, Pydite &
EavaPalite To daKTVLO DOTE VO oK TASTUOEL I PUGLOAOYLKY XpRon./If some abnormal conditions appear on
the screen during test process, pull out the finger and reinsert to restore normal use.

a H ovokevi] §xet pia a&iomotn ddpkera Long 3 eTdvV omd v apdT gvepyomoinon./The device has normal
useful life for three years since the first electrified use.

a To lovpdxt givanr amd vToarepyIKéd VAMKO, €0V KGmora £151K1) 0pdado aTép®v mTapovoldcser vorcdncio 6to
VMKG, VO 6TOPATIOEL TV ¥P1OT TOV Aavpakiov. Emzmiéov ddote 1010iTEPN TPOGOY AOGTE VO PNV TOAIYETE
T0 AOVPaKL YOp® amwd Tov Aoupd, propei Prayere Tov ypietn./The hanging rope attached the product is made
from Non- allergy material, if particular group are sensitive to the hanging rope, stop using it. In addition, pay
attention to the use of the hanging rope , do not wear it around the neck avoiding cause harm to the patient.

[im]

H ovokevny AEN dwuBéter nymTiké ovvoyeppd yopniig tdong, amhd tnv ep@avilel, mapokoreiore vo
oAraeTe T praTopics 6Tav perwbei wydg Tovg./The instrument does not have low-voltage alarm function, it
only shows the low-voltage,please change the battery when the battery energy is used out.

BB

H ovokevry AEN dwbéter nyntiké cvvayeppd Yo Tig mopapétpovs. Mnv nv ypnowponoleite otav
omouteiton svvayeppdc./When the parameter is particularly, The instrument dose not have alarm function.Do not
use the device in situations where alarms are required.

[im]

O prarapieg 0o mpéner va a@aipovvrar av 1 cvokevly AEN mpokerton va ypnoiporombei yia didotnpe
peyordTepo amé £ve pive, oe dro@opeTikn mepinTmon mOavov va vrapéer dwappor)./Batteries must be
removed if the device is going to be stored for more than one month, or else batteries may leak.

[ip}

‘Eva gokopnto KOKAopa evaver To dYo Tpnpota g cvokeviic. MHN otpifete 1 tpapare v évoon./A
flexible circuit connects the two parts of the device. Do not twist or pull on the connection.

O mohpukég Kopeopog o&vyovov givar 1o m0606t6 Tov HbO2 oto Tehké Hb tov aipatog, n amokerodpevn ko
ovykévrpoon oSvyovov oto aipa. Eivor onpavrikn Pio-mapaperpog tng avamvors. Me okomé tnv gdkoin &
akpipn pérpnon g SpO2 n erapeia pog oyediace To TOAKG o&OpeTpo, pe Tavtoypovny péTtpnon & TG
ovyvoTTag TOV TEApov./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. For the purpose of measuring the
SpO, more easily and accurately, our company developed the Pulse Oximeter. At the same time, the device can measure
the pulse rate simultaneously.

To IMakpké O&OpeTpo, givar pkpé og 6yKo, yapNM|g EVEPYELOKING KUTAVAAMGNG, cup@ipovcag Aettovpyiag &
@opNTo. Apkei 0 a6OEVI|G VA TOTOOETNGEL TO UKPOSAYTVAD TOV GTOV GOTONAEKTPIKO auoONTPE Yo va yiver N
olayveon & va peavietel oty 006vn N Tipy TS apoc@orpivig wov perprnke./The Pulse Oximeter features in
small volume, low power consumption, convenient operation and being portable. It is only necessary for patient to put
one of his fingers into a fingertip photoelectric sensor for diagnosis, and a display screen will directly show measured
value of Hemoglobin Saturation.

2.1 Kotnyopromoinen/Classification:
Class I1 b(MDD93/42/EEC  IX Rule 10)
2.2 Aartovpyisg/Features

> H Aertovpyia Tov mpoidvrog ivar amh) & ocvup@épovoa./Operation of the product is simple and convenient.

> To mpoidv eivan mkpo6 o€ 6yKo, eLa@pV (cuvoikoV Bapovg S0yp. copmeplhapfavopévev TOV protaplav) &
g0Kkoho otV petagopd./The product is small in volume, light in weight (total weight is about 50g including
batteries) and convenient in carrying.

> H evepysroxn katavaroon givar yopniiy & pe pratopieg AAA propei va AELTOVPYNGEL GUVEXDS Yo 24
®peg./Power consumption of the product is low and the two originally equipped AAA batteries can be operated
continuously for 24 hours.

> To mpoiov Ba ofricer ovtopata av dev vapéer onpa evréc 5 devreporémtav./The product will automatically
be powered off when no signal is in the product within 5 seconds.

> H évdaign yopning rerrovpyiag avapooPiver./Low battery indicator as battery icon flash manner.

2.3 Kopreg E@appoyég & Tkomég Avtcdyv/Major applications and scope of application

To Moipké O&peTpo propei va ypnoipomom0ei yio TNV PETPNG TOV KOPEGHOV TNG AVOPATIVIIG OLHOCPULIPIVIG
& g oVyvéTNTAG TOV TEANOY PES® TOV SUKTOAOL TOV Yeplov & deiyver pe pafdo-oidypappa Ty Evracn Tov
maipoV. To mpoiov civon katdhinko Y xpiomn 670 omity, 6T0 vocokopcio (Ampatio Noonieiag), o€ ydPovg
o&vyovoleponeiog (Oxygen Bar), kowvovikoig 10Tpukovg @opeig yia Tnv péTpnon Tov Kopeopov tov oévyovov &
™G ovyvoéTNTag TOV Takpov./The Pulse Oximeter can be used to measure human Hemoglobin Saturation and pulse rate
through finger, and indicate the pulse intensity by the bar-display. The product is suitable for use in family,
hospital(Ordinary sickroom ), Oxygen Bar, social medical organizations and also the measure of saturation oxygen and
pulse rate.

Al‘o apoiov AEN evdcikvotar 1o acvveyl] mopakoroddnen ocBevav./The product is not suitable for use in
continuous supervision for patients.

Le mepintmon achevav o1 omoiol wacyovy and ToSikoTNTA AOY® povoéerdiov Tov avlpaka AEN cvvictatar n
xpiion Aoyo mOavav vrepekTipnpévov petpiicemv./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.

2.4 Meprparrovrikéc Atartiioerc/Environment requirements

Teprparrov Amodkevong/Storage Environment

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

b) Zyetwkn} Yypaocio/Relative humidity :£95%

c) Atpoooopikn) ITicon/Atmospheric pressure :500hPa~1060hPa
Iep1pdirov Aertovpyiag/Operating Environment

a) @gppokpacio/Temperature: :10°C~40°C

b) Xyetik Yypooio/Relative Humidity :£75%

¢) Atpocoarpukn ITieon/Atmospheric pressure:700hPa~1060hPa

3 Kavovac/Principle

3.1 Kavovag Métrpnong/Principle of measurement

O xavovag Aertovpyiog Tov O&dpeTpoy sivar o &lnc: 'Evag epmeipikog tomog enclapyaciog Tmv dedopévov pe
yxpiion Tov Nopov Lambert Beer copoove pe ta Xopoktnpiotikd Tov @dopatog AToppoenong thg Aveyoyikig
Awoocompivnig (Hb) & tg Obvopoocompivig (HbO2) otig opatéic & eyyvg vaépulpeg {dves. O kavovog
Aertovpyiag Tov opydvov sivan : Doroniektpikn Teyvoroyia EAéyyov Tne aipocoarpivig vieBetsitan oOpmvo pe
mv Zdpoon g Ikavéotntag tov IMakpod & tnv Tegvoroyia Kataypaers, £ter dote dv0 déopeg QoTOHG
OLOPOPETIKOD PKOVG KOPATOG VO EMKEVTP®OOUHY 6TO avOpOTIVO ViYL PEC® TNG ONTIKNG YOVINS TOV PHOVTOAOTOD
awoOnTipa doytorov. Tote To perpodpevo onpa prmopei va emriyel pécm QoToLvaicOnToV oToyEiov Tig
TANPoYopicg mov Oa gp@avieTovv oty 000vn péco TG emelepyaciog TOVG amd MAEKTPOVIKG KVKAOpaTe &
pkpoemegepyaostés./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.

Moot O partij; & Yrepud piig AxTmopodin
Glow and Infrared-ray
Emission Tube >

V) '~

Glow and Infrared-ray ———»
Receipt Tube
Béxtng Opatij; & Yrepud piig Axtmopodiog

Ew./Fig.1. Kavévag Métpnong/Operating Principle

3.2 Ipocoyi/Caution

1. To dayTvro Ba mpémer va TomoBetnOei ocwotd (deite £uk.S), dwapopeTikd propei va vrapén avaxpipig
pérpnon./The finger should be placed properly (see the attached illustration of this manual ,Figure 5), or else it
may cause inaccurate measurement.

2. O aobnmipag SpO2 & o0 pwTonrekTpikig kTG Ba pémer va TomoBeTnB0VV £T0L DOTE N ApTNPicg va givan
gvdrapeoa tovg./The SpO, sensor and photoelectric receiving tube should be arranged in a way with the subject’s
arteriole in a position there between .

3. O aoOnTipag SpO2 AEN 0o mpémer va ypnoponoeitar o€ meproyn Yoropod d£opov pe apTnpraKé kavain fq
pe povetta micong 1 pe evdoeréPro kabetiipa./The SpO, sensor should not be used at a location or limb tied




with arterial canal or blood pressure cuff or receiving intravenous injection.

Beparowbeite 671 T0 0mTIKG TEdiO Eivon £AEVOEPO aTd EpTOdIA 6O EhaoTIKG VPaopa. /Make sure the optical
path is free from any optical obstacles like rubberized fabric.

To vepPorikd poteo mepipdirov (cupmepriapfavopivov @mMcPopovy®V Aapm®dv, BabvkoKKivo Ag,
vEpuOpog OeppacTiis, amevdeiog NMaKO PAGS K.T.1) evieyopévag va exnpedoer TNy péTpnon./Excessive
ambient light may affect the measuring result. It includes fluorescent lamp, dual ruby light, infrared heater, direct
sunlight and etc.

Avvopikés evépyereg 610 avtikeipevo 1| vepforikiy nhekTpukn wapepPoin) evdéyetan emiong va exnpedost
v motétnTo./Strenuous action of the subject or extreme electrosurgical interference may also affect the
accuracy.

O ypiotc va pnv ypnopomorei Pepvikt vopudv 1| Giro koAlvvruké./Testee can not use enamel or other
makeup.

3.3 Khvikoi ITepropiopoi/Clinical restrictions

1.

w

4 Teyvikéc Mpodwaypapéc/Technical Specifications ”

4.1

Eneon n pétpnon yiveror pacer aptnprokod maipov, omatiétar ikavy) pon aipatog amwé Tov ypnoeTn. Xe
oc0gveic pe advvapn por aipatog Aoym ook, yapniig Oeppokposiog mepiparriovrog, vrodeppiog 1 xpoNg
PAPRAKOV 6V6TAGIG TOV ayYei®V 1 Kvpatopope] Tov SpO2 (PLETH) 6o peiwbei. Xe avti v wtepintoon
1 pétpnon Ba civer mo gvaicdntn oe wapepPoréc./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.

Xg GTOPHO. PE GNPAVTIKY] TOGOTNTE PUPPRAK®OV didivong cvoracns (6mwg prhe pedviévio, Tpdoivo Aovidkt
& 6&wvo prhe hovraxt), | povoieldiov Tov avOpoka aposearpiviig (COHb), 1| pebderovivy (Me+Hb), 1 Oc10
caMKVMKY apocpaipivy & pepikd mpoPifqpate iktepov, o kabopispds Tov SpO2 iocwg va pnv sivar
oxpipiic./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 SpO, determination by this monitor may be inaccurate.

Dappoko 6mog vromapivy, Tpokoiv, Tprhokdivy, Mdokdiviy, fovtakdivy pmopei emiong va mpokaricovv
oofapé oeaipo otnv pétpnon tov SpO2. The drugs like dopamine, procaine, prilocaine, lidocaine and
butacaine may also be a major factor blamed for serious error of SpO, measure.

Ezneidn n tipn tov SpO2 ypnopuedsl og avapopd Yo Ty Kpion avepkig 1 todukig vroapiog, pepukoi
ao0eveic pe cofapn avorpio evoéyetor va Tapovoidoovy kai pétpnon SpO2./As the SpO, value serves as a
reference value for judgement of anemic anoxia and toxic anoxia, some patients with serious anemia may also
report good SpO, measurement.

Tomog O06vng/Display Format: Wneuexiy/ Digital tube Display

Evpog Métpnong SpO,SpO, Measuring Range: 0% - 100%

Evbpog Métpnong Zuyvorntag Maipot/Pulse Rate Measuring Range: 30 bpm - 250 bpm

Epeavien ‘Evraong [aipov/Pulse Intensity Display: Pafdo-oraypappa/columniation display

Anatioeig Ioyvog/Power Requirements:2 x1.5V AAA aikahikég protapicg/alkaline battery, petapintijg
dwaxvpavong/adaptable range: 2.6V~3.6V

Katavarmon Ieyvoc/Power Consumption: Mikpotepn omd/Smaller than 25 mA

Avarvon/Resolution: 1% ywo/for SpO2 & 1bpm yw/for Pulse Rate

Axpipera Métpnonc/Measurement Accuracy: +2% Yo otadia/in stage of 70%-100% SpO2, & acijpavrn
T 6TGo10. pKpéTEPa Tov/meaningless when stage being smaller than 70%. £2 bpm 1/or £2% (emAéysTon
70 peyaivrepo/select larger) yuo tnv Zvyvértntoe [Maipov/for Pulse Rate

Métpnon Ano6doong os AcOeveig ZuvOiikeg/Measurement Performance in Weak Filling Condition: To SpO2 &
n Xvyvotnta [aipov epgaviCovror cwotd v n avaroyio emkdivoyng tov maipov sivor 0.4% ToéTE N
oméxkion Tov SpO2 sivan +4% & 1 améxion ot Zoyvétnta Hoipov ivar £2 bpm 1)/or £2% (emAiéyeTan To
peyorvrepo/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).

Avtiotaon oto mepifdilov @ag/Resistance to surrounding light: H amékhion g perpodpevng Tipig o¢
TEYVNTO, PUOIKO, EAMTEG PG civar pikpotepn omd +1%. 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%.

AwBéter Srukomtn Aerrovpyiag. To OEOpeTpo pmopei va anevepyomomOei o mepinton mov dev
Tomo0eTn0ci dayTvAo £VTOG 5 devTeporéntv./It is equipped with a function switch. The Oximeter can be
powered off in case no finger is the Oximeter within 5 seconds.

Ontikég AtoOntiipag/Optical Sensor

Epv0po6 odg/Red light (pijkog kdoparoc/wavelength is 660nm, 6.65mW)

YnépvOpo o/ Infrared (pijkog kopatog/wavelength is 880nm, 6.75mW)

5 Iapehképeva/Accessories

>
>

>

"Eva kopdévi/One hanging rope
Avo pratapicg (TpoarpeTikd)/Two batteries(optional)
"Eva Eyyepioro Xpiioneg/One User Manual.

6 Eykatdotoon/Installation

6.1 Emokémiion Mrpoostivov Tapmhé /View of the front panel

Low-battery indication Sp0
‘Ev8eLEn xapnAng pmatapiag
I

Tuxvotnta NaApol
pulse rate

0%SpO: PRbpm

098 70

hutton
Arakomeng Evepyotoinong

O

I
Amewkévion PaBSodiaypappatog Maipou
pulse bar graph

Amtelkovion KupatoSiaypappatog MaApol
pulse waveform

Ew./Fig.2. Mrpootivé Tapmro/Front View

6.2 Mratapio/Battery

Bnpa 1/Step 1. Avatpéte otnv Ewk.3 & tomoBetiiote Tig 800 protapiss AAA pe v cwoti) katevBuven./Refer to
Figure 3. and insert the two AAA size batteries properly in the right direction.
Bipa 2/Step 2. TomoBetiote Eava To kamdk./Replace the cover.

iy Mopakadreiote va TpocEyete LaBog Tomo0iTN6N TOV PTATOPLOV EVIELETAL VO TPoKaLEser BLafn oTnv

ovokevi)./ Please take care when you insert the batteries for the improper insertion may damage the device.

Ew./Fig.3. Toro0étnon Mratapidv/Batteries Installation

6.3 ToroO<tnon Inavra Avaptnonc/Mounting the hanging rope

Bijpa 1/Step 1. TomoBeTiioTe TNV Gkpn TOV Kopdovied péca amd Tnv omi./Put the end of the rope through the hole.

Bijpa/Step 2. TomoBetiiote TV GAAY GKP1) TOV KOPSOVIOD péca amd TNV TpdTN & 6@i&Te./Put another end of the rope

through the first one and then tighten it.

7.1

iag/Operating Guide
TomoBetoTE TIg OVO protapies AAA pe TNV cwoti katevBvven & Paite Eava To kamaxu./Insert the two

batteries properly to the direction, and then replace the cover.

7.2 Avoi&te T0 KAiT 670G 6TV £1kéva 5./0Open the clip as shown in Figure 5

Ew./Fig.5. ToroBétnote To ddyTvro/Put finger in position

7.3  TomoBetiiote TO ddyTLIO TOV B6OeVOLS 6T AasTiévia podhapdkio (oryovpevTeite 6TL TO ddyTVAO Eivan
otV 6ot 0éon) & Kheiote To Khim./Let the patient’s finger put into the rubber cushions of the clip (make sure the
finger is in the right position), and then clip the finger.

7.4
7.5  MHN avoxveite To 0G)TVA0 & S1aTNPNGTE TOV 060EVI] 6€ NPERic KATA TNV ddPKELD TNG O10IIKAGIOG, OV
gvdeikvutar vo Kiveite To odpa./Do not shake the finger and keep the patient at ease during the process. Meanwhile,
human body is not recommended in movement status.

7.6  Iapte Tic TAnpogopisg omevdeiag amd Tnv 000vny./Get the information directly from screen display.

7.7  X& KaTAGTUGY GVOPOVIG, MECTE TO TANKTPO YU VO EMAVAQEPETE TV ovokev|./In boot-strap state, press
button ,and the device is reset.

IMiéote TOV SrokdmTn EVEPYOTOINONG 6TO PTTPOSTIVE Tapmrd./Press the switch button once on front panel.

A\ To voy & 0 poToforog corveg pénel va givor amd Tnv idra Thevpd./Fingernails and the luminescent tube

should be on the same side.

8 Emokev] & Zvuvtiipnon /Repairing and Maintenance

> AMGCeTe T prratapieg 0tav gppaviotei  £voeiEn yapniig Tadong oty 006vn./Please change the batteries
when the low-voltage displayed on the screen.
> Ka0apilete Ty em@avero g 6VGKEVNG TPV TNV YP1io1). ZKOVTIGTE TNV PE 0womveLpe & APNOTE TNV VO
oTEYVAOEL 1] okovmioTe TNV pe éva oteyvo mavi/Please clean the surface of the device before using. Wipe the
device with medical alcohol first, and then let it dry in air or clean it by dry clean fabric.
> XPNOHOTON|GTE OWVOTVEVHO Y10 VO OTOAVPAVETE TO TPOIOV PETA TNV YP1|61), OTOQPEVYOVTAG £TOL TNV
peradoon porvvosmv og emdpevn ypion./Using the medical alcohol to disinfect the product after use, prevent
from cross infection for next time use.
> Aguipéote TIG pratopics 6tav dev ypnopomroicite To oEOpeTpo Y peydro ddotnpa./Please take out the
batteries if the oximeter is not in use for a long time.
To kurvTepO TEPIPaALov amoBiikevong TG ovekevTig cival o€ Bgppokpacia mepipairovrog - 40°C to 60°C &
oy TeprocoTepo and 95% oyetuki vypaoia./The best storage environment of the device is - 40°C to 60°C
ambient temperature and not higher than 95% relative humidity.
> Xvvictator ov ypnotes vo Pabpovopodv meprodkd TNV ovokeviy (| avdioyo pe TO TPOYPAPpO
Badpovépnong Tov voookopeiov). Mropei va yivel gite og gpdg, cite og egovorodotnuévo cuvepydrn./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.
A Amooteipoon vyniig wicong AEN mpéner av ypnowpomoreite otnv cvokeviy./High-pressure sterilization cannot
be used on the device.
A MHN PoBieTan TNV cvokev] o€ VYP6./Do not immerse the device in liquid.
A\ Tovierara vo £YETE TNV GVOKELY] 6 6TEYVO TEPIfdAdov, 1) vVYpacio evOE ETAL Vo perdceL TV dudpksra (g
TG 6voKeVNS )| va TV PAdwyer/It is recommended that the device should be kept in a dry environment. Humidity
may reduce the useful life of the device, or even damage it.

9 Ezidvon IIpopfinpdrov/ Troubleshooting

Mpoprnpae/Trouble IMBavij Arrio/Possible Reason Aver/Solution

1. TomoBeT|6TE 6(DGTA TO ddYTVAO &
To SpO2 & n XvyvétnTa
Tov Moipod AEN

angwovilovrar

doxipdote Lava./Place the finger properly and
try again.
2. AoxipdoTte Eava. Av giote oiyovpoi 6Tin

1. To daytvré AEN givar Tomodstnpévo
owotd./The finger is not properly positioned.

) 2. To SpO2 10V 060evoLS givar TOLD yapnioé o , ; ) 3
Kkavovikd./The SpO2 and GUOKELT AEITOVPYEL GOGTA, TNYAIVETE GTO

va aviyvevdei./The patient’s SpO, is too low to be
detected.

Pulse Rate can not be vocokopeio./Try again; Go to a hospital for a

displayed normally diagnosis if you are sure the device works all

right.

H angikévion Tov SpO2 & ) ) ; ; ) 1. TomoBeTiioTE 6OGTA TO SdYTVAG &
) ; 1. To daytvré AEN sgivon tomoBetnuévo apketd ) ,
g Zuyvétnta Tov Meipod dokipdore Eava./Place the finger properly and
try again.

2. llpoomadiioTe va NPEPTOETE TOV

; , Ba6a./The finger is not placed inside deep enough.
AEN gival ota0gpiy./The ) L, , B
2. To dayTvré 1 0 acBeviig Kivodvrar./ The finger
SpO, and Pulse Rate are not . . o .
is shaking or the patient is moving..

displayed stably acOeviy./Let the patient keep calm

1. Ov pratapisg givor 6yedov 1| evreldg aderes./ 1. AALGETE Tig prratapies./Change batteries.

The batteries are drained or almost drained. 2. ToroBetioTE EAva TIg prraTapiss./Reinstall

H ovokevn) AEN avaper./The
device can not be turned on

2. O prratopieg AEN £xovv TomofetnOsi batteries.

o6motd./The batteries are not inserted properly. 3. opuKah® ETKOVOVI|GTE PE TO TUIHO.

3. BLGPn ovokevi)g/The malfunction of the device. Service./Please contact the local service center

1. H ovokevi oprjver avtopata av dev Aaper

H 006w £op onpa evrog 5 devteporéntov./The device will
006vn éoPnoe
g TI/Th nd’ lay is off power off automatically when it gets no signal 1. ®vororoyké./Normal.
ULPVIKCL., € display 1§ O
;Pd | play within 5 seconds. 2. AMagTe Tig prratapies./Change batteries.
suddenly

2. O prratapicg givor 6yedov adsieg. The batteries

are almost drained.

10 Key of Symbols

Xopporo/Symbol Heprypagiy/Description

[#]

TYmog/Type BF

A

Hposidonoinon — Avatpitte oto Eyyepidio Xpijong/Warning — See User Manual

Sp0,% O Kopeopdg Tov OZvyévov etov Iuipéd/The pulse oxygen saturation (%)

PRbpm W H Zvyvémta tov Haipov/Pulse rate (bpm)

H taon g pratapicg sivar averapkng (aALAETE syKaipog TV pratapia, GOGTE va ATOQUYETE
avakpp pétpnon)/The battery voltage indication is deficient (change the battery in time avoiding

X

the inexact measure)

1. AEN é£yete Tomofetioer dayTvré./no finger inserted

2.’Evéeiln onpatog avemapkiis./An indicator of signal inadequacy

OeTkog TOhog prratapiag./battery positive electrode

ApvnTIKOG TOLOG prratapiog./battery cathode

Awxkéntig Evepyomoinong./Power switch

ApOpog Xepdg./Serial number

Ziyaon Zvvayeppov./.Alarm inhibit

WEEE (2002/96/EC)

Katatagn eteyovorntac./Ingress of liquids rank






