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@ Instructions for Use

The geko™ device is a neuromuscular electro-stimulation device, CE
Marked as a medical device, and its intended use is:

« toincrease blood circulation

- for the prevention of venous thrombosis

- for the prevention and treatment of oedema

- for the treatment of venous insufficiency and ischemia

Description

geko™ is intended for use on a single patient as part of a single
course of treatment.

Itis intended to be used in hospital, clinic and home environments.
The device may be removed temporarily and reapplied if
necessary, for example to prevent the device getting wet during
bathing or showering.

If it must be removed keep it clean and dry at room temperature
(30°C maximum) between uses, and reapply as soon as possible.
The device adheres to the patient using hydrogel which also act as
the electrodes, providing electrical contact.

Classification

The device is internally powered by a non-replaceable CR2032
lithium ion coin cell battery. The battery is intended for
continuous operation.

Type BF applied part - for direct electrical contact to patient but
not direct cardiac application. The whole device is the applied part.

Positioning
The device works by stimulating the common peroneal nerve

which activates the calf and foot muscle pumps to increase

blood circulation.

Positioning the blue marker band over the head of the fibular bone
puts the device in the optimum position (see fitting diagrams).
The fibular head can be located as a hard protrusion just below the
knee on the outside of the leg.

If assistance is required or to report difficulties, unexpected
operation or events, contact the manufacturer.

Daily disposable - replace every 24 hours.
Fitting Instructions

1. Find the location where the device is to be secured.
The fibula head can be found on the outside of the leg, just

below the level of the knee. The fibula head can be felt as a round
protrusion at the very top of the fibula bone, which runs down the
outside of the lower leg.

If you are unsure how to locate the fibula head or the common
peroneal nerve, ask your healthcare provider (e.g. nurse practitioner,
physiotherapist, G.P, physician, or surgeon).

2. Assess the need for exfoliation: this may only be required if the
outer skin layer (stratum cornea) is particularly thick. If required,
using the grey abrasive pad, gently exfoliate the area of skin that
will make contact with the electrodes (once a week should be
sufficient for this process — DO NOT over exfoliate, especially if the
skin is fragile or may be damaged through abrasion) and then wipe
thoroughly with the electrode preparation wipe. For best results,
remove any moisturiser, and any excess hair using trimmers or
clippers (avoid shaving as this may damage the skin).

3. The marker line on the device is placed over the centre of

the fibula head, the negative electrode of the device will then

be over the common peroneal nerve in the optimum position

for stimulation.

4. Peel off the protective film from the long end first and secure
the device to a straight leg so that the marker line is positioned
directly over the centre of fibula head.

Next, remove the protective film from the short end and secure this
towards the front of the leg. (Correctly fitted, the longer tail should
wrap around towards the rear of the leg below the crease of the
knee.) This will put the negative electrode (shaded area) over the
common peroneal nerve.

When correctly fitted, the (+) button will always be towards the
front of the leg which ever leg the device is applied to.

5. Use a short press of the '+ button (0.5 second) to turn on the
device and further short presses to set the appropriate level; This
is reached when there is a visible movement of the muscles in the
lower leg, moving the foot outwards and upwards.

To accommodate any variation in stimulus due to leg position
changes, simply turn the setting up or down. There are 7 levels
(indicated by the number of flashes in sequence from the LED while
the device is operating). To reduce the levels, one-by-one, use a
short press (0.5 second) of the - button.

We recommend adjusting the level to the maximum that the
patient can easily tolerate.

To turn off the device or pause the treatment, hold the - button
down (3 to 4 seconds).

Please note that when the button is pressed the LED will flash

rapidly to confirm its operation.

When correctly fitted, the (+) button will always be towards the
front of the leg which ever leg the device is applied to.

6. To remove, TURN THE DEVICE OFF, then gently lift the long end
of the device, taking care to peel the adhesive gel off the skin along
with the device.

Peel back slowly and progressively at an angle of about 30 degrees
to the leg without bending it fully double, this will prevent damage
to the skin and preserve the device.

7. If the original location does not produce movement of the
muscles, stimulation may be achieved using the alternative location
behind the knee; after preparing the skin (step 2), apply the device
either slightly above or below the crease at the back of the knee
with the markers aligned with the outer tendon. See
www.gekodevices.com for further details.

The setting required to achieve stimulation may be affected by the
amount of flexion of the knee: generally a bent knee stimulates
more easily. Readjust the setting if the stimulation is lost or
strengthens with any change in posture.

The device should be fitted to conform to the leg: if there is any
slack, lift the short adhesive tab, straighten and re-apply ensuring

that the marker line is still correctly aligned with the fibula head.

Output Specifications

The device provides square wave, asymmetric, charge balanced
stimulation pulses at a rate of 1Hz. The pulses are of a 27mA
constant current, and with pulse widths between 50us and 400us
according to the stimulation level set. The stimulation intensity
increases progressively by increasing the charge in each pulse.
There are 7 settings in total. Visit http://www.gekodevices.com/ and
view the Technical Specifications for full details.

Storage and operation

Store the device in its protective foil pouch. The storage and
temperature range is -25°C to 40°C. The device can be stored at up
to 70°C for short durations (up to 2 weeks in total). As it is difficult to
monitor storage and transportation temperatures we recommend
to store the device at room temperature (up to 30°C), if at all
possible.

For further information including operating specifications visit
http://www.gekodevices.com and view the Technical Specifications.
The software revision level is identifiable through the Lot number.

@D Hasznalati utasitas

A geko™ készulék egy neuromuszkulris elektromos stimulalé
eszkdz, amely orvostechnikai eszkozként CE-jeldléssel rendelkezik.
Rendeltetésszer(i haszndlata:

« avérkeringés javitdsara

« vénas trombdzis megelézésére

« 6déma megelézéséezre és kezelésére

« vénds elégtelenség és ischaemia kezelésére

Leiras

A geko™ rendeltetés szerint egyetlen kura részeként és csak egy
betegen hasznalhato.

Korhazi, klinikai és otthoni felhasznaldsra.

Az eszkdz ideiglenesen eltévolithatd, majd szikség esetén Ujra
felhelyezhet6: példaul furdéskor vagy zuhanyzéaskor, a nedvesség
elkertlése érdekében.

Ha el kell tavolitani, amikor nem haszndlja, tartsa tisztan és szrazon
szobahémérsékleten (legfeljebb 30 °C-on), és helyezze vissza minél
hamarabb.

Az eszkdz hidrogél segitségével ragaszthato a beteg testére. A
hidrogél egyben elektrédaként is szolgdl, biztositva az elektromos
érintkezést.

Osztalyozas

Az eszkdz belsé tapellatdsat nem cserélhetd, CR2032 litium ionos
gombelem biztosftja. Az elem folyamatos mikodtetésre szolgal.
BF-tipusu alkalmazott alkatrész — beteggel valo kdzvetlen
elektromos érintkezés, de nem kozvetlen cardialis alkalmazas
céljara. A teljes eszkoz az alkalmazott rész.

Elhelyezés

Az eszkdz a kozos szarkapocsideg stimuldlaséaval fejti ki hatasat, ami
aktivalja a vadli és a labfej izmait, igy segiti a vérkeringést.

Helyezze a kék markerszalagot a szarkapocscsont fejecse folé, hogy
az eszkoz a megfeleld pozicidba kerljon (Iasd a felhelyezési dbran).

A szérkapocscsont fejecse a térd alatti kemény, kiéllé csont a ldbszar
klsé részén.

Ha segitségre van szliksége, mUikodési hibakat vagy vératlan
eseményeket kivan bejelenteni, forduljon a gyartéhoz.

Egy napos hasznalatra - 24 6ranként cserélje.

lllesztési utasitasok
1. Keresse meg azt a helyet, ahové az eszkozt rogziteni fogja.

A szérkapocscsont fejecse a ldbszér kulsé részén, éppen a térd
szintje alatt talalhato. A szarkapocscsont fejecse kerek, kidlld csont
szarkapocscsont legfelsé részén, amely a ldbszar kilsé részétdl

vezet le.

Ha nem biztos benne, hogy hol taldlja a szarkapocscsont fejecsét
vagy a kozos szarkapocsideget, akkor kérje egy egészséglgyi
dolgozo (pl. névér, gydgytorndsz, haziorvos, orvos vagy sebész)
segitségét.

2. [télje meg, hogy szlikség van-e bérhamlasztasra: ez csak akkor
szlikséges, ha a kils6 borréteg (szaruréteg) kilondsen vastag.
Szlkség esetén a szlrke dorzsolélap segitségével dvatosan
lehdmlaszthatja az elektroddkkal érintkezd bérfellletet (ezt elég
hetente egyszer elvégezni — NE hdmlasszon tul sokat, killonosen,
ha a bor érzékeny), majd tordlje le alaposan az elektroda
elékészitéséhez szant kendével. A lehetd legjobb eredmény
érdekében hidratalokrémeket mossa le, és véagja le, vagy csipesszel
szedje ki az akadalyt jelentd testszérzetet (ne borotvélja le, mert az
sériléseket okozhat a béron).

3. Az eszkdzon 1évé jeldlévonalnak a szérkapocscsont fejecsének
kozepén kell dthaladnia. Az eszkdz negativ elektrodaja ekkor a
szarkapocsideg folott fog elhelyezkedni, ami az ingerlés
optimdlis helye.

4. Huzza le el6sz6r a hosszU vég véddrétegét, majd rogzitse az
eszkozt az egyenesen tartott ldbra Ugy, hogy a helyjelolések
kozvetlendil a szarkapocscsont fejecsének kozepén
helyezkedjenek el.

Ezutan tavolitsa el a véddréteget a révid végrdl, és rogzitse azt a
1ab elllsé részéig. (A megfelelden illeszkedd hosszu vég a 1ab hatso
része koré tekeredik a térdhajlat alatt.) Ezzel a negativ elektroda
(satirozott terlilet) a kozos szarkapocsideg folé kerdl.

Ha jol illeszkedik, akkor a (+) gomb mindig a 1ab ellilsé része felé néz
flggetlendl attol, hogy az eszkozt melyik labra helyezték fel.

5. Nyomja le réviden (0,5 masodpercig) a,+"gombot az eszkoz
bekapcsoldsdhoz. Tobb révid lenyoméssal bedllithatja a megfeleld
szintet. Ezt akkor éri el, ha izommozgés 1athaté a labszarban, ami a
labat kifelé és felfelé mozgatja.

A ldbpozicié modositasa miatt bekdvetkezd stimulacios
eltérésekhez vald alkalmazkodas érdekében egyszerlien emelje
vagy csokkentse a bedllitast. Tizenegy szint kozdl valaszthat

(a szintet a LED mUkodés kozben torténd, egymas utani
felvillanasainak szdma jelzi). A szint Iépésenkénti csokkentéséhez
nyomja le réviden (0,5 masodpercig) a,-"gombot.

Javasoljuk, hogy allitsa a szintet arra a maximumra, amelyet a beteg
konnyen elvisel.

Az eszkoz teljes kikapcsolasahoz vagy a kezelés
szlineteltetéséhez tartsa nyomva (3-4 méasodpercig) a,,-”
gombot.

Ne feledje, hogy a gomb megnyomésakor a mikodést jelzé LED

gyors villogasba kezd.

Ha jol illeszkedik, akkor a (+) gomb mindig a 1ab elllsé része felé néz
flggetlendl attol, hogy az eszkdzt melyik ldbra helyezték fel.

6. Az eltavolitdishoz KAPCSOLJA KI AZ ESZKOZT, majd évatosan
emelje meg az eszkdz hosszu végét, Uigyelve arra, hogy az eszkozzel
egydtt a ragasztdzselét is lehtizza.

Ovatosan és fokozatosan, kériilbelll 30°-0s szégben tavolitsa

el a labszarraol anélkil, hogy teljesen kettéhajtana azt. Ezzel a
bérsériléseket is elkertlheti, és az eszkdzt is megévhatja.

7.Ha az eredeti helyen nincs izommozgés, elképzelhetd, hogy

a stimuldcio a térd mogotti rész mas pontjan sikertlhet. A bér
el6készitése (2. [épés) utdn helyezze az eszkozt kicsivel a

térdhajlat gorbulete folé vagy alad tgy, hogy a markerek a kilsé
inhoz illeszkedjenek. A tovabbi részletekért 1asd a
www.gekodevices.com weboldalt.

A stimulaldshoz szikséges bedllitést a térd hajlitottsdganak Imértéke
befolyésolja: a behajlitott térd tobbnyire konnyebben stimuldlhato.
Véltoztassa meg a bedllitast, ha a stimuldlas megszlnik vagy
erésodik a testhelyzet megvaltozasaval.

Az eszkozt a labhoz kell illeszteni: ha laza, akkor emelje fel

a rovid ragasztos fulet, egyenesitse ki és rogzitse Ujra Ugy,

hogy a markervonal tovébbra is megfelel6en illeszkedjen a

szarkapocscsont fejecséhez.

Teljesitményadatok

Az eszkoz 1Hz frekvencidval négyzethulldmos, aszimmetrikus
optimalisan toltott impulzusokat bocsét ki. Az impulzusok dllandé
aramerdssége 27mA, és az id6tartam az ingerlés szintjének
bedllitasatol figgéen 50-400 ps kozott lehet. Az ingerlés eréssége
fokozatosan névelhetd az impulzusok toltésének novelésével.
Osszesen hét (7) fokozat van. A http://www.gekodevices.com/
honlapon taldlhaté MUszaki specifikacidk részben olvashaté az
Bsszes részlet.

Térolas és miikodtetés

Az eszkdzt tarolja a védbtasakjaban.

A térolasi és miikodési hémeérséklet-tartomany -25°C-t6l 40°C-ig
terjed. Az eszkdz rovid ideig akdr a 70°C-os hémérsékletnek is
ellendll (6sszesen legfeljebb 2 hétig). Mivel a tarolasi és szallitasi
hémérsékleteket nehéz ellendrizni, javasoljuk, hogy az eszkdzt
szobahémérsékleten (legfeljebb 30 °C-on) téroljak, ha ez lehetséges.
Tovéabbi informaciokat (az Uzemeltetési specifikaciokat is ideértve)
a http://www.gekodevices.com/ oldalon a Mlszaki adatok részben
taldl. A szoftver dtdolgozési szintje a gyartasi szam

alapjan azonosithato.

@@ VHcrpykumsa no skcnnyataumm

Yctporictso geko™ npefctaBnaeT coboit HelPOMBbILLEYHDIN
INEKTPOCTUMYNATOP, MaPKNPOBaHHbI 3Hakom CE Kak MeanLMHCKoe
ycTpoiicTBo. OHO NpejHa3HaueHo ANA Lieneid, OnmcaHHbIX HUXe:

+ yCuneHvie KpoBoOGpaLLEeHNS;

« npodwnakTrKa TPOMOO3a BEH;

+ NPOGUNAKTVKA 1 NIeUYeHIe OTEKOB;

+ JleyeHne BEHO3HOM HeOCTAaTOUHOCTY 1 LEMMU.

OnuncaHune

YcTpoicTeo geko™ npeaHasHaueHo Ana MCNonb30BaHWA OfHUM
MaUMeHTOM B pamMKax OAHOrO Kypca neueHns.

[aHHoe 0bopyaoBaHve NpeaHasHaueHo A1A 1CMNoNb30oBaHUA B
60NbHMLAX 1 KNWHIKAX, @ TaKKe B OMALIHUX YCOBUAX.

Mpy HEOBXOANMMOCTM YCTPOVCTBO MOXHO CHATb Ha Kakoe-To
BPEMSA 1 NOBTOPHO HafleTb, HaNpUMep, 4Tobbl NPEAOTBPATHTL €r0
HaMOKaHVie BO BPEMA NMPUHATKA BaHHbI nn AyLia.

B cnyuae BpeMeHHOTO CHATUA YCTPOWCTBA ero cnefyeT XpaHnTb

B YMCTOM U CyXOM COCTOAHMM NPV KOMHATHOW TemnepaTtype
(Makcumym 30 °C) 1 Kak MOXKHO CKopee NpuKpenuTb 0OpaTHO.
geko™ nprKpennAeTca 3a CYET UCMONb30BAHWA NIUMKOrO rMAPOrens,
KOTOPbIN TakKe AENCTBYET Kak 3neKTpo/bl, obecneyrsan
SNEKTPUUECKMIA KOHTAKT.

Knaccudpukayus

BHyTpeHHee nuTaHme yCTPOMCTBa OCYLLECTBAARTCA OT HEChEMHOIO
NUTUEBO-MOHHOIO MIOCKOTO KPYrnoro akkymynatopa CR2032.
AKKyMyNATOP npefHasHaueH A1 HeNpPepbiBHOW PaboTbl.

Paboyan yactb TMNa BF npegHasHaueHa ana npamoro
SNEKTPUYECKOrO KOHTAKTa C MaLVeHTOM Yepes Koxy, HO He AnA
NPAMOro NPUMEHeHVA Ha cepaLie. Pabouan YacTb NpeacTasneHa
YCTPOCTBOM B Lienom.”

PasmelueHune

YCTPOMCTBO CTUMYNMPYET OOWMI ManobepLioBbI HePB, KOTOPbI
AKTUBVPYET MbllLEYHble HACOChI FONeHN 1 CTOMbI ANA YAyULleHns
LMPKYNALMN KDOBY.

OnTrManbHoe NOAOXEeHNE YCTPOMCTBA JOCTUMAETCA NpK
pa3melLeHnM NoNoCh C CUHUM MAapKePOM Hafl roNoBKO
ManobepLoBO KOCTH (CM. CXemMy YCTaHOBKM).

MonoxeHvie ronoBK1 ManobepLIOBOI KOCTU MOKHO OMpeseunTs no
TBEPAOMY BBICTYMY YyTb HIKE KONEHA Ha BHELUHEN CTOPOHE HOTW.
YT00bI MOMYUMTb MOMOLLB UM COOBWMTL O TPYAHOCTAX,
HenpeaycMOTPEeHHOM xapakTepe PaboTbl vnm cOonx, obpaTnTecs K
npoun3soauTenio.

OpHopHeBHble — 3ameHa Kakable 24 Yyaca.

MHCprKLIVIVI no yCTaHOBKe
1. Hairaute mecTo, re 6yfeT 3akpenneHo yCTPoCTBO.
[onoBKy ManobepLoBoi KOCT MOXHO HalTV Ha BHELHEN CTOPOHE

HOMW, YyTb HIKE YPOBHA KoneHa. [onosKa ManobepLosoi KocTu
NPOLLYNbIBAETCA KaK KPY bl BEICTYN B CAMOW BEPXHEN YacTn
ManobepLoBO KOCTH, KOTOpasA CMyCKaeTCA BAOMb HAPYKHOM YacTh
rONeHU.

Ecnn Bbl He 3HaeTe, Kak HalT1 ronoBKy ManobepLoBoit KOCTH

1nn 06LWMiA ManobepLOoBbLI HepPB, CNPOCKTe 06 3TOM CBOETO
MOCTaBLUMKa MeAVUNHCKMX yCnyr (Hanpvvep, Meacectpy,
du3roTepanesTa, Bpaya obLUer NpaKkTUKK, TepanesTa unn Xvpypra).
2. Onpepenute HEOOXOAVMOCTb OTLWENYLIMBAHWA KOXM: 3TO

MOXeT NoTPebOBaTbCA TOMBKO B TOM CIlyYae, e/ Hapy»KHbIN
(pOroBoit) CNoW Koxwu o4YeHb TONCTbIN. Mpn HeE06X0AMMOCTH
MCNONb3yITe Cepylo abpasnBHyIo ryoKy, 4Tobbl MArKO OTWENYWNTb
KOXY Ha yyacTke, KOTOpbIit OyAeT KOHTAKTPOBATL C 3NeKTPOAaMM
(nOCTAaTOUHO fenaTb 3T0 OfMH Pa3 B Heaento, 4tobbl HE JOMYCTUTD
Ype3mepHOTo OTLIENYLIMBAHWA, OCODEHHO eCi KOXa CIIULKOM
HeXKHaA WU MOXKET ObiTb NOBPeX/eHa B pe3ysbTaTe BO3AENCTBIA
abpa3nBHbIX MaTEPUANOB), @ 3aTEM TLATENBHO NPOTPUTE

YUaCTOK CandeTKow AnA NOArOTOBKM K YCTAHOBKE 3NEKTPOAa.

[INA AOCTVXKEHWA HaWNYULWIMX Pe3yNbTaToB YAANNTe OCTaTKM
YBN@KHAIOLEro CPeACTBa; TakxKe CNeayeT yaanuTb NLWHNE BONOCH!
C NMOMOLLbIO TPMMMEPA U MALMHKM ANA CTPXKKK (HO He BpUTBbI,
TaK KaK 3TO MOXET NPUBECTY K MOBPEXAEHMIO KOXN).

3. MapkepHas Nnosnoca Ha yCTpocTBe OMKHa pacnonaratbCa

Ha/l LEHTPOM rONOBKM ManobepLOBOI KOCTH, NPY 3TOM
oTpULaTeNbHBIN 3NEKTPOA YCTPOCTBA ByAeT HAXOANTLCA Haf
obwmm manobepLioBbiM HEPBOM B ONTUMANbHOM MONOXKEHWM [4N1A
CTMYNALMUN.

4. CHauana CHMUTE 3aLLUMTHYIO MAEHKY C [IMHHOMO KOHLA U
3aKpenuTe YCTPOCTBO Ha BbINPAMNEHHOW HOre, UTOObl MapKepbl
pasmeLeHNA HaXOAUINC HeMOCPEACTBEHHO Hafl LIEHTPOM rOfOBKM
ManobepLoBo KOCTH.

3aTem CHYIMUTE 3aLLUMTHYIO MAIEHKY C KOPOTKOMO KOHLA U
3aKpenuTe ero B HanpaeneHnn nepenHeit yactv Horu. (Mpn
NpPaBUIbHON YCTaHOBKE ANIMHHbBIN KOHEL| JOMKEH OXBaTbiBaTb
HOrY B HAaNpPaBNeHW 3afiHe YacTh HOTY HUXe NOAKONEHHOW
AMKW.) DTO 06eCcneunT pasmeleHne oTprLATeNbHOrO 1eKTpoaa
(3aLTPVXOBaHHbIN Y4aCTOK) NoBepx 06LLero manobepLoBoro
HepBa.

Ipu NpaBKNbHON YCTaHOBKe KHOMKa «+» BCeraa byaet
pacronaratbCs B HanpasaeHnn nepeaHei 4acTi Horv, He3aBMCUMO
OT TOrO, Ha KakoW Hore KpenmuTca yCTPONCTBO.

5.BkniounTe yCTpOncTBo KOPOTKMM (0,5 CEKyHAbI) HaxxaTem
KHOMKM «+» 11 YCTaHOBWTE COOTBETCTBYIOLLMI YPOBEHb C MOMOLLbIO
NOCNenyloLMX KOPOTKMX HaxaTuni. [posefeHve CTYMYNALMM
MOXHO OMNPEAeNuTb MO BUAVMOMY ABUXEHMIO MbILILL TONEHN 1
[IBVXKEHWIO CTOMbI HAPY»KY V1 BBEPX.

Y106bI KOMMEHCMPOBATL NIOOOE M3MEHEHWE CTVMY/IA B CBA3W

C U3MEHEHVIEM NONOXKEHVA HOT, MPOCTO YBENNYLTE A
YMeHbLIMTE YpOBEHb. Bcero OCTynHO 7 ypoBHel (0603HauYaemblx
KONMUECTBOM MOC/eA0BaTeNbHbBIX MTAHWIM MHAMKATOPa BO Bpema
paboTbl YCTPOWCTBA). [ocnefoBaTeNbHOE yMEHbLUIEHUE YPOBHS
OCYLLECTBAAETCA KOPOTKMM HaXKaTveM KHOMKM «—» (0,5 cekyHfbl).
Mbl pekoMeHAyem OTperynnpoBaTh YpoBeHb 10 MaKCUManbHOro

BO3/IENCTBIA, KOTOPOE NaLMEHT MOXKET NIErko NepeHoCUTb.

YT06bl NOMHOCTBIO BBIKMIOYMTL YCTPOWCTBO UM NPYOCTaHOBUTDL
npoueaypy, HaXMIUTe 1 YAEPXKMBATE KHOMKY «—» (3—4 CEKyHADI).
ObpatunTe BHUMaHME, YTO NPW HaXKaTWM KHOMKM MHANKATOP
HauMHaeT ObICTPO MUraTh ANA NOATBEPXKAEHMA aKTVBALWN.

IMpv NPaBUbHON YCTaHOBKe KHOMKa «+» BCeraa byaeT
pacronaratbCs B HanpaseHnn nepeaHei 4acTu Horv, He3aBMCUMO
OT TOTO, Ha KaKoi Hore KPemnuTca YCTPOMCTBO.

6. YT006bI CHATL YCTPOICTBO, BBIKITIOUYUTE ETO 1 0CTOPOXHO
NOAHVIMITE ANIVHHBINA KOHeL, 4TOObl OTAENUTL OT KOXM NNKWIA rentb
BMeCTe C yCTPOMCTBOM.

NocTeneHHO OTAENNUTe YCTPOWUCTBO OT HOTY MOA YTTIOM MPUMEPHO
30 rpafycos, He crnbas ero NoAHOCTbIO. TO NO3BOUT 3ALNTUTL
YCTPOMCTBO W KOXY OT NOBPEXAEHWIN.

7. Ecnvi pasmeleHyie yCTPOVCTBA B MICXOAHOM MONOXKEHW He
NPUBOANT K ABMMKEHMIO MbILUL, 418 NPOBEAEHNA CTUMYNALN

€ro MOXKHO PasmMecTuTb B APYroM MecTe Mo KoneHom. Mocne
NOArOTOBKM KOXM (Lar 2) pa3MecTuTe YCTPOUCTBO HEMHOTO Bbille
NN HEMHOTO HIXKe NOAKONEHHOM AMKM TakM 06pa3om, UTobbl
COBMECTWTb MapKepbl C BHELIHUM Kpaem Cyxoxunua. ogpobHee
cm. www.gekodevices.com

Heobxoavmblil ypoBEHb CTVMYNALMM 3aBUCKT OT NONOXKEHNA
KONEHHOTO CyCTaBa: COrHyToe KoneHo 0bblYHO nerye noaaaeTcs
CTUMYnAUMK. PerynnpyiTe ypoBeHb CTUMYIALMN, ECTIW OLLYLIEHNA
0CnabeBatoT UKW YCUANBAIOTCA NPV U3MEHEHWM NONIOKEHUA Tena.
KpenneHvie ycTponcTBa MOXHO peryaMpoBaTh No Hore: eciu

drkcaums ocnabesaert, NOAHUMITE KOPOTKNA KOHEL| JIMMKOM
NEHTBI, NOATAHUTE €€ 1 CHOBA 3aKpenuTe TakMm 06pa3om, UTobbl
MapKepHas nosioca CoBnagana C ronoBKo ManobepLoBoi KOCTH.

BbIXOAHbIe XapaKTepUuctukn

YCTPOMCTBO NOAAET NPAMOYrO/bHbIE, aCCUMETPUYHbIE,
PaBHOMEPHbIe CTUMYAVPYIOLLME MMMYIbChl 3apAaa C YacToTon 1

I, BenMUMHOM 27 MA NOCTOAHHOIO TOKa, LWMPKHOM 50-400 MKC
COrMACHO YCTaHOBNEHHOMY YPOBHIO CTUMYNALMN. IHTEHCMBHOCTb
CTVMYNALMM NOCTENEHHO MOBBILIAETCA C yBENMYEHEeM BENNYMNHbI
3apAda B KakAoM vMnynbcee. MNpeaycMoTpeHo BCero 7 HacTpoeK.
[NonHoe onvcaHne TeXHUYECKMX XapaKkTePUCTUK NPVBEAEHO Ha BeO-
caite http//www.gekodevices.com/

XpaHeHwe W 3KclyaTayus

YCTPOMCTBO PEKOMEHAYETCA XPaHWTb B 3aLMTHOM NaKeTe 13
anioMUHEBO Gonbrv. PekomeHayeman TemnepaTypa XxpaHeHuA

1 3KCNAyaTaumm ycTponcTga: ot -25 °C go 40 °C. YctponcTso

MOXHO XPaHUTb B TeUeHMe HeNPOAOIKUTENBHOTO BpeMeHH

(Bcero He bonee 2 Hepenb) npu Temnepatype fo 70 °C. 13-3a
TPYAHOCTY KOHTPOSA TeMNePaTypbl TPAHCMOPTUPOBKYM 1 XPaHEHUA
pEeKOMEHYETCA XPaHUTb YCTPOWCTBO NPU KOMHATHO TemnepaTtype
(no 30 °C), ecnu 310 BOOOLLE BO3MOXKHO.

[ononHutensbHas MHGopMaLWA, BKOUaA SKCMNyaTaLUMOHHbIE
XapaKTepUCTVKK, [OCTYNHa Ha canTe http//www.gekodevices.com/
Bepcuio NporpaMmMHOro obecneueHra MOKHO MAEHTUGULMPOBATL
no HoMepy NapTum.

@ Kullanim Talimatlan

geko™ cihaz, tibbi cihaz CE isareti tasiyan bir nGromuskuler
elektrostimulasyon cihazidir. Kullanim amaglari sunlardir:

« Kan dolagimini arttirmak

« Vendz tromboz olusumunun énlenmesi

« Odem olusumunun &nlenmesi ve tedavisi

« Venoz yetersizligi ve iskemi tedavisi

Aciklama

geko™ cihazinin, tek bir tedavi kiirinin bir parcasi olarak tek bir
hastada kullaniimasi amaglanmistir.

Hastane, klinik ve ev ortamlarinda kullaniimasi amaglanmistir.
Cihaz, s6z gelimi banyo yaparken veya dus alirken islanmasini

onlemek amaciyla gerektiginde gegici olarak ¢ikartilabilir ve
ardindan tekrar takilabilir.

Cikartilmasi gerekirse kullanimlar arasinda oda sicakliginda
(maksimum 30°C'de) temiz ve kuru olarak saklayin ve mimkin olan
en kisa surede tekrar takin.

Cihaz elektriksel temasi saglayan elektrotlar olarak ta gérev yapan
hidrojeli kullanarak hastaya tutunmaktadir.

Siniflandirma

Cihaza degistirilemez bir CR2032 lityum iyonu diigme pili
tarafindan icten enerji saglanir. Pilin strrekli calismasi amaclanmistir.
Tip BF uygulanan kisim- hastaya dogudan elektriksel temas icindir,
ancak dogrudan kardiyak uygulama icin degildir. Cihazin timu
uygulanan kisimdir.

Yerlestirme

Bu cihaz, kan dolasimini artirmak amaciyla baldir ve ayak kasi
pompalarini aktive eden ana peroneal sinirini stimUle ederek ¢alisir.
Mavi isaretleyici bandi fibula kemiginin basinin Gzerine yerlestirerek,
cihazin en uygun konuma takilmasini saglayabilirsiniz (bkz.
yerlestirme diyagramlari).

Fibula basi, bacagin dis kisminda, dizin hemen altinda yer alan sert
bir ¢ikintidir.

Yardima ihtiyag duymaniz ya da sorunlar, beklenmedik durumlar
veya olaylar ile karsilasmaniz durumunda imalatgl ile iletisime gegin.
Gunluk tek kullanimlik - her 24 saatte bir degistirin.

Yerlestirme Talimatlan

1. Cihazin sabitlenmesi gereken yeri bulun.
Fibula basi, bacagin dis kisminda, dizin hemen altinda bulunur.

Fibula bas, alt bacagin disindan asagiya uzanan fibula kemiginin en
Ust ucunda yuvarlak bir ¢ikinti olarak hissedilebilir.

Fibula basi veya ana peroneal sinirin yerini nasil bulabileceginiz
konusunda emin degilseniz, lutfen saglik uzmaniniz (6rnegin,
hemsire, fizyoterapist, pratisyen hekim, hekim veya cerrah) ile
iletisime gegin.

2, Eksfoliasyon ihtiyaci olup olmadigini degerlendirin: Yalnizca

dis cilt tabakasinin (stratum cornea) 6zel olarak kalin oldugu
durumlarda gerekli olabilir. Gerektiginde, gri zimpara pedini
kullanarak elektrotlarla temas edecek alani nazikge eksfoliye edin
(bu islemin haftada bir kez tekrarlanmasi yeterli olacaktir; cilt hassas
ise veya asinma sonucu hasar gérme olasiligi varsa asiri derecede
eksfoliye ETMEYIN) ve daha sonra elektrot hazirlama bezi ile iyice
silin. En iyi sonucu almak icin her trla nemlendiriciyi giderin ve
tly duzeltici veya makas kullanarak fazla killari kesin (cilde zarar
verebileceginden dolayi jilet kullanmayin).

3. Cihazdaki isaretleyici ¢izgi fibula basinin merkezi tizerine
yerlestirilir; boylece cihazin negatif elektrodu stimdlasyon igin
optimum pozisyondaki ana peroneal sinirin Gzerinde olacaktir.

4. Oncelikle uzun ucun tzerinde bulunan koruyucu filmi cikarin ve
yer isaretleri fibula basinin hemen ortasina denk gelecek sekilde
cihazi diiz tutulan bacak lizerine yerlestirin.

Daha sonra kisa ucun Uzerinde bulunan koruyucu filmi gikarin

ve bacagin 6n kismina dogru yerlestirin. (Dogru bir sekilde
yerlestirildiginde, uzun ucun diz kingikhiginin hemen altindan
bacagin arkasina dogru uzanmasi gerekir) Bu islem, negatif
elektrodun (golgeli alan) ana peroneal sinirin Gzerine denk
gelmesini saglayacaktir.

Dogru bir sekilde yerlestirildiginde, (+) digmesi her kosulda cihazin
uygulandigi bacagin 6n tarafina konumlanir.

5. Cihazi agmak icin “+" dtigmesine kisaca (0,5 saniye) basin ve
uygun seviyeyi ayarlamak igin basmaya devam edin; Alt bacagin
kaslarinda gortunur hareketler oldugunda uygun seviye ayarlanmig
demektir.

Bu durumda ayak 6ne ve arkaya dogru hareket edecektir.

Bacak konumunun degistirilmesine bagl herhangi bir stimulus
degisikligini gidermek icin ayari arttirmaniz veya duistrmeniz
yeterlidir. Toplamda 7 seviye mevcuttur (cihaz calisir durumdayken
yanip sonen LED dizisindeki isiklarin sayisina gore gosterilir). Seviyeyi
tek tek dusturmek icin “-"dtigmesine kisaca (0,5 saniye) basin.
Seviyeyi hastanin rahat bir sekilde dayanabilecegi maksimum
seviyeye ayarlamanizi tavsiye ederiz.

Cihazi kapatmak veya tedaviyi durdurmak icin
tutun (3 - 4 saniye).

digmesini basili

Latfen, dugmeye basildiginda LED'in calistigini gdstermek amaciyla
hizlica yanip sénecegini unutmayin.

Dogru bir sekilde yerlestirildiginde, (+) digmesi her kosulda cihazin
uygulandigi bacagin n tarafina konumlanir.

6. Cikartmak icin CIHAZI KAPATIN, ardindan cihazin uzun ucunu
nazikge kaldirin ve yapiskan jelin cihaz ile birlikte deriden dikkatlice
siyrildigindan emin olun.

Cihazi tam olarak ikiye kivirmadan bacakla yaklasik olarak 30 derece
olacak sekilde yavasca ve kademeli olarak bacaktan ayirin; bu, cihazi
koruyacak ve cildin zarar gérmesini nleyecektir.

7. Asil konumun herhangi bir kas hareketini tetiklememesi
durumunda, stimUlasyonu tesvik etmek amaciyla dizin arkasinda
bulunan alternatif konumu kullanabilirsiniz; cildi hazirladiktan sonra
(2. adim), cihaz, isaretler dis tendon ile hizalanacak sekilde dizin
arkasindaki kiviimin biraz tizerine veya altina uygulayin. Daha fazla
bilgi edinmek icin www.gekodevices.com adresini ziyaret edin.
Stimulasyonun elde eldilebilmesi icin gerekli olan ayar, diz kapaginin
fleksiyon seviyesinden etkilenebilir: Genel olarak bukulmus diz daha
kolay stimle edilir. Postirdeki degisiklikler nedeniyle stimdlasyonda
kayip veya artis olmasi durumunda ayari tekrar diizenleyin.

Cihaz, bacaga uyacak sekilde yerlestiriimelidir: Gevseklik olmasi
durumunda, kisa yapiskan ucu kaldirin ve isaretleme ¢izgisi

fibula basl ile dogru sekilde hizali olacak sekilde diizeltin ve
tekrar uygulayin.

Cikt1 Spesifikasyonlari

Cihaz kare dalga seklinde, asimetrik, yik dengeli 1 Hz hizindaki
stimulasyon pulslarini Gretmektedir. Pulslar, ayarlanan stimtlasyon
seviyesine gore 27mAlik sabit bir akima ve 50us ve 400us arasindaki
puls genisliklerine sahiptir. Her pulstaki yUk artirilarak stimdlasyon
siddeti giderek artirilir. Toplamda 7 ayar bulunmaktadir. http://www.
gekodevices.com adresini ziyaret edin ve tim detaylar igin Teknik
Spesifikasyonlar' gérintdleyin.

Depolama ve calistirma

Cihaz kendi koruyucu folyo posetinde saklayin. Depolama ve
tagima sicakligr araligi -25°C ila 40°C'dir. Cihaz, kisa sureler icin
(toplamda 2 haftaya kadar) 70°C'ye kadar saklanabilir. Depolama
ve tagima sicakligi araliklarini izlemek gli¢ oldugundan, mimkin
oldugunda, cihazi oda sicakliginda (30°C'ye kadar) saklamanizi
tavsiye etmekteyiz.

Calisma spesifikasyonlarini da iceren daha fazla bilgi igin
http://www.gekodevices.com/ adresini ziyaret edin ve Teknik
Spesifikasyonlar'i gortntuleyin. Yazilim revizyon seviyesi Lot
numarasi ile tanimlanabilmektedir.

@ Instructiuni de utilizare

Dispozitivul geko™ este un dispozitiv de electrostimulare
neuromusculard, marcat CE drept dispozitiv medical, iar utilizarea
preconizata a acestuia este:

- deaintensifica circulatia sangvina

« de a preveni tromboza venoasa

« de a preveni si trata edemele

« de atrata insuficienta venoasa si ischemia

Descriere

geko™ este destinat utilizarii pentru un singur pacient, ca parte a
unui singur ciclu de tratament.

Este destinat utilizarii in medii de spital, la clinici si la domiciliu.
Dispozitivul poate fi indepartat temporar si reaplicat, daca este
necesar, de exemplu, pentru a impiedica udarea dispozitivului in
timp ce pacientul face baie sau dus.

Daca dispozitivul trebuie indepartat, pastrati-l intre utilizari intr-un
loc curat si uscat, la temperatura camerei (maximum 30 °C), si
reaplicati-l cat mai curand posibil.

Dispozitivul adera la pielea pacientului cu ajutorul hidrogelului, care
are si rol de electrod, asigurand contactul electric.

Clasificare

Dispozitivul este alimentat intern de o baterie litiu-ion CR2032,
rotundad, care nu poate fi inlocuitd. Bateria este destinatd pentru
functionare continua.

Componenta aplicata de tip BF — pentru contact electric direct cu
pacientul, dar nu pentru aplicare direct pe cord. Intregul dispozitiv
constituie componenta aplicata.

Pozitionarea

Dispozitivul functioneazd prin stimularea nervului peronier comun,
care activeazd contractiile muschilor gambei si labei piciorului
pentru a intensifica circulatia sangvina.

Pozitionarea benzii cu marcaj albastru deasupra capului fibulei
asigurd plasarea optima a dispozitivului (consultati diagramele de
aplicare).

Capul fibulei poate fi gasit prin cautarea unei proeminente dure,
imediat sub genunchi, pe partea exterioara a piciorului.

In cazul in care este necesard asistentd sau pentru raportarea
dificultatilor, a functiondrii sau a evenimentelor neasteptate,
contactati producdtorul.

De unica folosinta zilnica - a se inlocui la fiecare 24 de ore.

Instructiuni de aplicare
1. Gasiti locul unde urmeaza sd fie aplicat dispozitivul.

Capul fibulei se gdseste pe partea exterioard a piciorului, chiar
sub nivelul genunchiului. Capul fibulei poate fi simtit sub forma
unei proeminente rotunde in partea extrema de sus a fibulei, care
coboard spre partea exterioard a piciorului inferior.

Daca nu sunteti sigur cum sa localizati capul fibulei sau nervul
peronier comun, intrebati furnizorul de servicii de ingrijire
medicald (de exemplu, asistentd, fizioterapeut, medic de familie,
alt medic sau chirurg).

2. Evaluati necesitatea unei exfolieri: aceasta poate fi necesara
numai in cazul in care stratul exterior al epidermei (stratul cornos)
este deosebit de gros. Daca este necesard, exfoliati bland pielea
din zona care va intra in contact cu electrozii, utilizand tamponul
abraziv gri (o datd pe sdptdmand ar trebui sd fie suficient pentru
acest proces - NU exfoliati excesiv, mai ales in cazul in care pielea
este fragild sau se poate deteriora prin abraziune) si apoi stergeti
bine utilizand laveta de pregatire pentru aplicarea electrodului.
Pentru rezultate optime, indepartati orice urméa de produs de
hidratare si parul in exces, utilizand foarfece sau masini de tuns
(evitati raderea parului, deocarece aceasta poate deteriora pielea).
3. Banda de marcaj de pe dispozitiv este plasata deasupra
centrului capului fibulei, iar electrodul negativ al dispozitivului

se va afla deasupra nervului peronier comun in pozitia optima
pentru stimulare.

4. Mai intai desprindeti folia de protectie de pe capatul lung si
fixati dispozitivul pe piciorul {inut drept astfel incat marcajele de

locatie s fie pozitionate direct deasupra centrului capului fibulei.
Apoi, indepartati folia de protectie de pe capdtul scurt si fixati acest
capét spre partea din fatd a piciorului. (Atunci cand dispozitivul este
aplicat corect, capatul mai lung ar trebui sa se infdsoare spre partea
din spate a piciorului, sub pliul genunchiului.) Acest lucru va face

ca electrodul negativ (zona hasuratd) sa fie pozitionat deasupra
nervului peronier comun.

Cand dispozitivul este aplicat corect, butonul (+) se va afla
ntotdeauna catre partea din fatd a piciorului pe care este aplicat.

5. Apasati scurt butonul ,+" (0,5 secunde) pentru a porni dispozitivul
si apoi apasati scurt de mai multe ori pentru a seta nivelul
corespunzator; Acest nivel este atins atunci cand exista o miscare
vizibild a muschilor gambei, miscand piciorul in sus si n jos.

Pentru adaptarea la variatii ale stimuldrii cauzate de modificarea
pozitiei piciorului, este suficient sa mariti sau sa micsorati setarea.
Exista 7 niveluri (indicate de numarul de aprinderi intermitente
succesive ale ledului in timp ce dispozitivul functioneaza).

Pentru a reduce nivelurile unul cate unul, apasati scurt (0,5 secunde)
pe butonul,-".

Se recomanda ajustarea nivelului la valoarea maxima pe care
pacientul o poate tolera cu usurinta.

Pentru a opri dispozitivul sau a intrerupe tratamentul, mentineti

apasat butonul,-" (timp de 3 sau 4 secunde).
Retineti faptul c&, atunci cand se apasa butonul, ledul va lumina

intermitent rapid pentru a confirma functionarea dispozitivului.
Cand dispozitivul este aplicat corect, butonul (+) se va afla
ntotdeauna cétre partea din fata a piciorului pe care este aplicat.
6. Pentru indepartare, OPRITI FUNCTIONAREA DISPOZITIVULUI,
dupd care ridicati cu atentie capdtul lung al dispozitivului, avand
grijé sa desprindeti stratul de gel adeziv de pe piele impreund cu
dispozitivul.

Desprindeti incet si progresiv dispozitivul, la un unghi de
aproximativ 30 de grade in raport cu piciorul, fara a-l indoi complet,
acest lucru ajutand la pdstrarea dispozitivului si la prevenirea
deteriordrii pielii.

7. Daca locatia initiala nu produce miscarea muschilor,

stimularea poate fi obtinuta prin utilizarea locatiei alternative,

in spatele genunchiului; dupd pregdtirea pielii (pasul 2), aplicati
dispozitivul imediat dedesubtul sau deasupra pliului de pe spatele
genunchiului, cu marcajele aliniate cu tendonul exterior. Pentru mai
multe detalii, consultati www.gekodevices.com

Setarea necesard pentru obtinerea stimuldrii poate fi afectata de
gradul de flexie a genunchiului: in general, un genunchi indoit este
stimulat mai usor. Reajustati setarea daca stimularea se pierde sau
se intensifica la schimbarea posturii.

Dispozitivul trebuie sa fie aplicat astfel incat sa se adapteze

la conformatia piciorului: in cazul in care dispozitivul nu este
aplicat ferm, ridicati banda adeziva scurtd, indreptati-o si

reaplicati-o, asigurandu-vd cd linia marcajului rdmane aliniata corect
cu capul fibulei.

Specificatiile semnalului de iesire

Dispozitivul administreaza impulsuri de stimulare in unda patrata,
asimetrica, cu sarcind echilibratd, cu frecventa de 1 Hz. Impulsurile
sunt de curent constant de 27 mA, iar ldtimea impulsului se
ncadreaza intre 50 s si 400 ps, in functie de nivelul de stimulare
setat. Intensitatea stimuldrii creste progresiv, prin cresterea

sarcinii fiecarui impuls. In total exista 7 setdri. Vizitati http://www.
gekodevices.com/ si consultati Specificatiile tehnice, pentru detalii
complete.

Depozitarea si functionarea

Pastrati dispozitivul in sacul protector din folie in care este ambalat.
Temparaturile de depozitare si transport se incadreaza intre -25 °C si
40 °C. Dispozitivul poate fi depozitat la temperatura maxima de 70
°C pe perioade scurte (pana la 2 saptamani in total).

Deoarece temperaturile de depozitare si transport sunt dificil

de monitorizat, recomanddm ca dispozitivul sa fie depozitat la
temperatura camerei (maximum 30 °C), pe cat posibil.

Pentru informatii suplimentare, inclusiv specificatiile de functionare,
vizitati http://www.gekodevices.com/si consultati Specificatiile
tehnice. Numarul versiunii revizuite a programului software poate fi
identificat prin numarul lotului.
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@ Warnings

Implanted electronic devices (for example a cardiac
pacemaker): - specialist medical opinion should be
obtained before the patient is subjected to stimulation.
Recently diagnosed or suspected DVT: specialist
medical opinion should be obtained before the patient
is subjected to stimulation.

Read the instructions carefully before use. Only apply
the device in accordance with instructions. Improper
use of this device can be dangerous.

The geko™ device may be operated either by the
patient or a third party. Patients should be trained in
the positioning and operation of the device.

Keep out of the reach of children and pets.

No modification of this equipment is allowed.

Do not use whilst driving, operating machinery,

or during any activity in which involuntary muscle
contractions may put the user or others at undue risk
of injury.

Stimulation should not be applied across or through
the head, directly on the eyes, covering the mouth,

on the front of the neck, (especially the carotid sinus),
or from electrodes placed on the chest and the upper
back or crossing over the heart.

Application of electrodes near the thorax may increase
the risk of cardiac fibrillation.

Do not apply over sore, infected or inflamed

areas, broken skin or skin eruptions, e.g. phlebitis,
thrombophlebitis, varicose veins etc.

Do not apply over or, in proximity to, cancerous lesions.
Do not use in proximity (i.e. within Tm) of short wave/
microwave equipment, as this may affect the device.
Portable RF communications equipment (including
peripherals such as antenna cables and external
antennas) should be used no closer than 30 cm (12
inches) to any part of the geko. Otherwise, degradation
of the performance of this equipment could result.

Do not use if packaging is open or appears damaged.
Do not use a device that appears to be damaged.

Do not use the device in close proximity to heat
sources, such as fires or radiant heaters, as excess heat
may affect the performance of the device.

In some cases skin inflammation or irritation can
develop in the contact area: either remove the device
or re-attach in the alternative fitting location. If the
condition persists or recurs, obtain specialist medical
advice before resuming use.

The hydrogel contains acrylic polymers. Do not use on
patients known to be allergic to acrylic acid.

Medical advice should be sought when the patient is
pregnant, has diagnosed heart conditions or epilepsy,
or following surgery where muscle contractions may
disrupt the healing process.

The device should be removed before the patient
undergoes MRI as it contains ferromagnetic
components.

The device should be switched off during ECG
monitoring using leg electrodes as it may interfere with
ECG leg electrode signals.

The device is not intended for use in an oxygen

rich environment.

Do not place the device in the mouth. The device is

a choke and potential allergic hazard. If the device or

any component is swallowed seek IMMEDIATE medical
assistance. Serious harm could be caused if the battery is
swallowed.

Check the device is functioning correctly every 2 hours.
Use the device only as instructed. Visit
www.gekodevices.com for further advice and usage tips.
The safety of the geko has not been tested on children.
Do not switch on unless correctly attached to

the patient.

The device must be kept clean and dry. Do not bath or
shower whilst wearing the device.

Do not apply a device that has been worn by another
individual as this will carry a risk of infection.

Specialist medical opinion should be obtained before
devices are used for more than 28 consecutive days.
Remove the device carefully, lifting the long-end first and
applying a constant gentle force.

Excessive force may damage the device.

EMC Declaration

Use of this equipment adjacent to other equipment
should be avoided because it could result in improper
operation. If such use is necessary, this equipment and
the other equipment should be observed to verify that
they are operating normally.

The geko™ device is certified to EN 60601-1-2:2015
regarding Electromagnetic Compatibility. Medical
Electrical Equipment needs special precautions regarding
EMC and needs to be installed and put into service
according to the EMC information provided at:
http://www.gekodevices.com/

The geko may switch off if exposed to high levels of
electromagnetic disturbance.

Disposal

The device does not contain any toxic or environmentally
hazardous materials. After use the device may be
potentially contaminated or infected because it has been
in contact with skin for several hours, and so need to

be disposed of with care. Batteries must be disposed of
in accordance with any local legislation. Some hospital
and clinics will have specific requirements for disposal of
used medical devices. If used at home the device maybe
disposed of in your general waste if regulations permit.
For ease of disposal the electrodes may be removed with
scissors if necessary. The battery can be removed

by breaking open the housing and prising out. See
www.gekodevices.com for guidance.

Do not incinerate the device.

Firstkind Limited*

Hawk House

Peregrine Business Park

Gomm Road

High Wycombe

HP13 7DL

United Kingdom

T: +44 (0)1494 572040 www.gekodevices.com
If assistance is required or to report difficulties,
unexpected operation or events, contact the
manufacturer.

@ Figyelmeztetések

Bedltetett elektronikus eszkdzok (példaul szivritmus-

szabalyozo) esetén: szakorvosi véleményét kell kérni,
mielétt a beteg stimulélasban részestlne.

A kézelmultban diagnosztizalt vagy gyanithaté DVT
esetén: szakorvosi véleményét kell kérni, miel6tt a beteg
stimulalasban részesline.

Hasznalat el&tt figyelmesen olvassa el az utasitasokat.
Kizarolag az utasitasoknak megfelel6en hasznélja az
eszkozt. Az eszkdz nem megfeleld hasznélata

veszélyes lehet.

A geko™ eszkdzt a beteg vagy harmadik fél is kezelheti.
Az eszkoz rogzitését és kezelését meg kell tanitani a
betegeknek.

Tartsa gyermekektd| és kisallatoktol elzart helyen.

A készulék barminem médositasa tilos.

Ne hasznélja vezetés, gépek kezelése vagy olyan
tevékenység kozben, amelynél az akaratlan izom-
Osszehuzédasok indokolatlan sériilésnek tehetik ki a
felhasznalét vagy mésokat.

Stimulacio alkalmazasa tilos a fejen keresztil, kozvetlendl
a szemene, a szdj elfedésével, a nyak ellls részén
(ktlénodsen a karotiszobolnél), illetve a mellkason és a
hat fels¢ részén vagy a sziv felett elhelyezett elektrédak
segitségével.

Az elektrédak mellkas kozelében valo alkalmazasa
megndvelheti a sziviibrillacié kockazatat.

Ne hasznélja sérilt, fertézott, gyulladt bérfeltleten,
vagy borkittéseken pl. visszérgyulladas, tromboflebitisz,
visszértagulat stb. esetén.

Ne hasznélja rdkos elvéltozdsokon vagyok azok kozelében.
Ne haszndlja rovidhulldmu/mikrohulldmu berendezések
(kb. 1 méteren belli) kbzelségében, mert ez
befolyasolhatja az eszkdz mikodését.

A hordozhaté radiofrekvencias kommunikacios
eszkdzoket (tobbek kozott a periférids eszkdzoket, példaul
antenna kabeleket és kulsé antennékat) legalabb 30

cm tavolsagra kell elhelyezni a geko barmely részétél.
Ellenkez6 esetben a készilék teljesitménye romolhat.
Ne hasznélja, ha a csomagolds meg van bontva vagy
sériltnek tlnik.

Ne hasznéljon sériltnek tiné eszkozt.

Ne hasznélja az eszkozt héforrdsok, példaul tiz vagy
hésugarzok kdzvetlen kézelében, mert a tulzott hd
befolydsolhatja az eszkoz teljesitéképességét.

Néhény esetben az eszkdzzel érintkezd borfellleten
gyulladas vagy irritacié alakulhat ki: ebben az esetben
tavolitsa el az eszkozt vagy rogzitse mashova.
Amennyiben az allapot tovabbra is fennéll, vagy Ujra
eléfordul, a hasznélat folytatdsa eldtt kérje ki szakorvos
tandcsat.

A hidrogél akril polimereket tartalmaz. Ne hasznélja olyan
betegeknél, akik ismerten allergidsak az akrilsavra.
Orvosi konzultaciéra van szlikség minden olyan esetben,
amikor a beteg terhes, illetve szivbetegséget vagy
epilepszidt diagnosztizaltak nala, vagy olyan mitéten
esett at, amely esetében az izom-6sszehtizodasok
zavarhatjék a gyogyulési folyamatot.

Miel6tt a beteg MRI vizsgalaton esik &t, el kell tavolitani az
eszkozt a ferromégneses komponensek miatt.

Az EKG-vizsgalatok ideje alatt ki kell kapcsolni az
eszkoztel, mivel az interferenciat okozhat az EKG labon
taldlhato elektrédainak jeleiben.

Az eszkdz nem hasznélhaté oxigéndus kornyezetben.
Ne helyezze az eszkozt széjba. Az eszkdz fulladés- és

potencidlis allergiaveszélyt okoz. Ha a beteg lenyeli
az eszkozt vagy barmely részét, AZONNAL forduljon
orvoshoz. Az elem lenyelése sulyos karosodast okozhat.

2 orénként ellendrizze, hogy az eszkoz megfeleléen
mukodik.

Kizérélag az utasitdsoknak megfelel6 médon hasznélja az
eszkozt. Tovabbi tandcsokért és hasznalati javaslatokért
ldtogasson el a www.gekodevices.com weboldalra.

A geko biztonsdgét nem vizsgalték gyermekeken.

Csak akkor kapcsolja be, ha megfeleléen van rogzitve a
betegen.

Tartsa tisztan és szarazon az eszkozt. Ne flrodjon vagy
zuhanyozzon az eszkoz viselése kdzben.

Ne hasznéljon olyan eszkdzt, amelyet egy mésik személy
mar hasznalt, mert ez fertézésveszéllyel jar.

Az eszkdz tobb, mint 28 egymast kdvetd napon torténd
hasznélata el6tt kérje ki szakorvos tandcsat.

Ovatosan, elészor a hosszU vég megemelésével, majd
folyamatos, gyengéd erdkifejtéssel tavolitsa el az eszkozt.
A tllzott mértékd er6hatés megrongalhatja az eszkozt.

Elektromagneses 6sszeférhet6ségi (EMC)
nyilatkozat

A megfelel6 miikodés biztositasa érdekében kertlni
kell a készllék hasznalatat mas készulékek kozelében.
Ha ez elkertlhetetlen, akkor figyelemmel kell kévetni

a készllékeket, és ellendrizni kell, hogy megfeleléen
mukodnek-e.

A geko™ eszkdz az EN 60601-1-2:2015 szabvanynak
megfeleld tanusitvannyal rendelkezik az elektroméagneses
Osszeférhetdség tekintetében. Elektromos gydgyaszati
eszkozok izembe helyezéséhez, az Elektromagneses
Osszeférhetdségi (EMC) nyilatkozat szerinti specidlis
ovintézkedésekre van szikség. Ezeket az informaciokat
a kovetkez6 oldalon taldlhaté Elektromagneses
Osszeférhetdséggel (EMC) kapcsolatos dokumentumok
tartalmazzak:

http://www.gekodevices.com/

A geko kikapcsolhat, ha kornyezetében tdl magas az
elektromdagneses zavar szintje.

Eltavolitas

Az eszkdz nem tartalmaz semmilyen toxikus vagy

a kornyezetre veszélyes anyagokat. Hasznélat utan

az eszkoéz potencidlisan szennyezett vagy fertézé

lehet, mivel néhany éran &t borrel érintkezett, ezért
hulladékkezelésével kapcsolatosan gondosan kell eljarni.
Az elemek hulladékkezelését a helyi el6irdsok szerint kell
végrehajtani. Egyes kérhazakban és klinikdkon specialis
kovetelmények lehetnek érvényben a hasznélt orvosi
eszkozok hulladékkezelésére vonatkozdan. Otthoni
hasznalat esetén az eszkoz kidobhato az altalanos
hulladékkal, ha a hatélyos szabélyozasok ezt engedélyezik.
Az elektrédakat olléval le lehet vagni az egyszertibb
hulladékkezelés érdekében. Az elem eltdvolitasahoz a
burkolatot fel kell torni és az

elemet kifesziteni a helyérél. Az Gtmutatot lasd itt:
www.gekodevices.com.

Tilos elégetni az eszkozt.

Firstkind Limited*

Hawk House

Peregrine Business Park
Gomm Road

High Wycombe

HP13 7DL

United Kingdom

T: +44 (0)1494 572040 www.gekodevices.com

Ha segitségre van sziiksége, mukodési hibakat vagy
varatlan eseményeket kivan bejelenteni, forduljon a
gyartohoz.

@ Mpepoctepexenunn

/IMNNaHTPOBaHHbIE 3MEKTPOHHbIE YCTPOWCTBA
(Hanpumep, KaPANOCTUMYNATOP): HEOOXOANMO NOMYUUTL
3aK/io4eHne COOTBETCTBYIOWErO Bpaya 0 TOro, Kak
MaLVeHT NOABEPIHETCA CTUMYNALINN.

HepnaBHO AnarHOCTMPOBaHHbIV MAW Npeanonaraembli
TPOMO03 rNYyOOKIMX BEH: HEOOXOAMMO NOMYYNTH
3aK/loUeHYie COOTBETCTBYIOLLErO Bpaya [0 TOro, Kak
NaLuVeHT NoABePrHeTCA CTUMYNALIN.

BHMMaTeNbHO NpounTanTe HCTPYKLWMIO nepea
1CNonb3oBaHMem. Icnonb3ynTte yCTpOMCTBO TONbKO

B COOTBETCTBUM C UHCTPYKLMAMU. HenpasuibHoe
CrOSb30BaHMe 3TOrO YCTPOWCTBA MOXET ObiTb OMACHBIM.
YctporcTteom geko™ MOXeT ynpasnaATh Kak nauyeHT,

TaK v TpeTbe NMLO. [alUMeHTOB CefyeT HayunTb, Kak
NPaBWIbHO PasMeLLaTh ¥ UCMoMb30BaTh YCTPOMCTBO.
XpaHwuTe 8 HeJOCTYNHOM ANA AeTen 1 AOMALLIHNX
XKMBOTHBIX MecTe.

MogwduKaLma 3Toro ycTpocTsa He AOMyCKaeTCA.

He ncnonbsyiite BO BpemA ynpasieHya asTomobunem,
MeXaHWNYeCKVM 0O0PYAOBaHMEM UMK BO BpeMa Nto60N
NeATeNbHOCTY, NPV KOTOPO HEMPOW3BOMbHbIE
COKpaLLeHVA MbILLIL| MOTYT NofBEPraThb Nofb3oBaTeNa v
LPYrVX Niofieit Ype3mepHOMY PUCKY MOJyUYeHUsA TPaBMbl.
He cnepyeT npuMeHATb CTUMYNALMIO Ha rofnose

(KaK Ha ee NoBepXHOCTU, Tak 1 TPaHCKPaHManbHo),
HeNoCpeACTBEHHO Ha 0ONacTb a3 UK PTa, Ha nepeaHelt
yacTv Wwen (0cobeHHo B 061acTu KapOTUAHOTO CUHYCa)
NN pa3MeLLaTh SNeKTPO/bI Ha MPYAHOM KneTke 1 B
BepXHell 4acTh CivHbl OO B 0bnacTu cepala.
MpriMeHeHWe 3NeKTPOLOoB B 061aCTH FPYAHON KNeTKM
MOKET YBENNUNTb PUCK MEPLIATENBHO apUTMIU.

He ycTaHaBnvBanTe yCTPOMCTBO Ha YyBCTBUTENbHbIX,
UHGULMPOBAHHbIX M/ BOCMANIEHHbIX y4acTKax, MoBepx
KOXHBbIX BBICBINAHW U NMOBPEXAEHUN, TaKWX Kak
bnebuT, TpomMboGNednT, BaprKO3HOE PaclLMpeHye BeH
NT. A

He ycTaHaBnBaiiTe NoBEPX OYaros OMyxonesoro
NOpaXKeHA UAW B HEMOCPEACTBEHHOW OM30CTY OT HIX.
3anpellaeTca UCNob30BaTh B HEMOCPeACTBEHHOM
61130CTU (T. €. B Npeaenax 1 M) OT KOPOTKOBONHOBOO/
MUKPOBOSTHOBOrO 060PY/A0BAHNIA, TaK Kak 3TO MOXET
NOBAUATL Ha YCTPOCTBO.

lNopTaTnBHoe 060PyAOBaHVE ANA PaAMOCBA3N

(B TOM UnCne nogkoyaemoe 06opyaoBaH/e,

Hanpymep aHTeHHble Kaben 1 HapyHble aHTEHHbI)
Henb3A MCMOMb30BaTb Ha PACCTOAHMM MeHee 30 cM

(12 ptorimos) oT kako-nnbo Yactn geko. Hecobnioaexvie
3TOro TPEOOBAHWIA MOXET NPUBECTU K CHUKEHUIO
IKCMTyaTaLVOHHBIX XapaKTepUCTUK 0O0PYAOBaHMA.

He ncnonb3yinte, ecnm ynakoska OTKpbITa U
noBpexaeHa.

He ncnonb3ynre ycTponcTeo, KOTOPOE NMEET BUAVIMbIE
noBpexaeHnA.

He ncnonb3yire yCTponcTBO B HENOCPEACTBEHHOW
611130CTN OT UCTOYHMKOB TeMna, Taknx Kak KamyHb! 1w
pafMaTopbl, Tak Kak V30bITOUHOE TEMO MOXeET MOBNATL
Ha paboTy yCTpoiCTBa.

B HekoTOpbIX Cyyasnx B 0611aCTV KOHTaKTa MOXET
Pa3BWTbLCA BOCNANEHVE UK PasfpakeHne KOXM. B TaKOM
CNnyyYae CHUMKMTE YCTPOICTBO WK YCTaHOBWTE ero B
Apyrom mecte.

Ecnu Takoe BocnaneHvie nnu pasapaxeHune He NPOXoanT
NN BO3HMKAET CHOBA, MPOKOHCYNBTUPYMTECD C BPAYOM
nepes NocneayoLLMM 1Cronb3oBaHNeM.

fnaporenb CofepXnT akpunosble nonumepsl. He
PEKOMEHYETCA UCMOMNb30BaHWME Y NaLMEHTOB C
anneprviei Ha akpynoByio KUC/OTY.

[MaLpyeHTbl AOMKHbI NPeABapUTENbHO
NPOKOHCYNBTMPOBATLCA C BPAUOM B Cllyuae
6epemMeHHOCTI, Hannunsa 3abonesaHni cepaLa um
anunencuu, MNauneHTy cnegyeT CHAMAaTb YCTPOWCTBO
nepen BoinonHeHnem MPT, NTOCKONbKY OHO COAepPXNUT
beppomarHuUTHbIE KOMMOHEHTbI.

YCTPOMCTBO HEOOXOAMMO BbIKMIOUMTb BO BPEMS 3aMiCK
3KI ¢ ncnonb3oBaHviem 3nekTPOLOB ANA HOT, NOCKONbKY
OHO MOXeT CO3AaBaTh NOMEXM B CUrHanax, MmocTynaroLmnx
OT 2N1EKTPOLOB Ha HOrax.

YCTPOMCTBO He NpeAHa3HauYeHo AnA NCNONb30BaHNA B
HacblLLEHHOW K1CNOPOAOM cpefe.

He npenHa3sHaueHo Ana npumeHeHws 8o pty. Mpu
nonagaHnn yCTpoCTBa B AblXaTeNbHble My T CyllecTsyeT
PWCK YAYLIbA 1 BO3HWKHOBEHWA annepruyeckon
peakumn. Ecnn ycTpoincTBo nnm kakor-nnbo ero
KOMMOHEHT npornoyeHsl, HEMEAJIEHHO obpatutecs 3a
MeAULIMHCKO NOMOLLbIO. [TpornaTbiBaHme akkymynaTopa
MOXeT HaHeCTV Cepbe3Hbli Bpes.

lMpoBepAiTe, NPaBUIbHO N PaboTaeT yCTPOICTBO,
Kaxble 2 yaca.

lcnonb3yiTe yCTPOMCTBO TONBKO B COOTBETCTBUM

C UHCTPYKUMAMK. [lononHuTenbHble pekomeHaaLmm

11 COBETbI MO UCMOMb30BAHMIO CM. Ha CalTe
www.gekodevices.com.

besonacHocTb MCNonb30BaHKA yCTPONCTBa geko AeTbMu
He NpoBepAnach.

He BkntoyaiTe yCTPONCTBO, €CM OHO He NPUCOeANHEHO
K NaumeHTy Haganexalim o6pasom.

XpaHwTe yCTPOWCTBO B CyXOM YMCTOM BiAe. He
NPVHUMaITE BaHHY UK Ayl BO BPDEMA UCNOMb30BaHWA
YCTPONCTBA.

He ncnonb3yiite yCTpOMCTBO, KOTOPOE paHee HOCKU
APYrol YenoBek, Tak Kak 3T0 CONPAXKEHO C PUCKOM
MHOMUMPOBAHWA.

[TPOKOHCYNLTUPYTECH C BPAYOM, ECAIN NNaHNpyeTe
1ICMOMB30BaTh YCTPOMCTBO Ha NPOTAXEHUM bonee

28 fHeln nogpAa.

CobniofjanTte OCTOPOXHOCTb MPU CHATUW YCTPOIACTBaA:
CHavana NnogHUMKTE [IMHHDBIN KOHeL, npunaras
NoCToAHHOE cnaboe ycunne.

YpesmepHoe ycunmne MOXeT NPUBECTU K NOBPEXAEHMIO
YCTPONCTBA.

EMC Declaration

3aABneHvie 0 COOTBETCTBUN TpebOoBaHMAM B

oTHoweHun IMC

YcTpoicTeo geko™ cepTrdmuUMpoBaHO B COOTBETCTBUM
co ctaHgaptom EN 60601-1-2:2015 8 OTHOLIEHNUMN
3NeKTPOMarHUTHoM coemecTumocT (SMC).
MeauuyHcKoe anekTprdeckoe 0bopyaoBaHyie TpebyeT
cobnioaeHVA 0CobbIX MEP NPEAOCTOPOXHOCTY B
oTHowweHun SIMC. Ero ycTaHOBKa 1 3KCyaTauma JOKHI
COOTBETCTBOBATb TPe6oBaHUAM K IMC, yKazaHHbIM B
nokymeHTax: http://www.gekodevices.com/

Bo3sgelicTBIME CHbHBIX SNEKTPOMATHUTHBIX MOMEX MOXKET
NPUBECTU K OTKMIOUEHWIO geko.

YTununsauusa

YCTPOWICTBO He COLePMKIT TOKCUUHBIX U SKONOTMYECKH
onacHblx Matepuranos. [ocne CNonb3oBaHMA
YCTPOWCTBO NOTEHLMANBHO MOXET ObiTb 3arpAHEHO
NNV 3aPaKEHO, MOCKOMBbKY OHO HaXOAUIOCh B KOHTaKTe
C KOXelt B TeUEeHVie HECKOMbKYIX YacoB, MOSTOMY ero
HEOoOXOVMO YTUAN3MPOBATE C OCTOPOXKHOCTHIO.
baTapeu [OmKHbI ObITb YTUAM3MPOBaHBI B COOTBETCTBIW
C TpeboBaHVAMM MECTHOTO 3aKOHOAATENbCTBA.
HekoTopble 60NbHULIbI U KIMHUKY YCTaHaBAVBAIOT
ocobble TPeOOBAHMA K YTVNM3aLMM UCMONb30BaHHbIX
MeAMUMHCKYMX YCTPOMCTB. [Mpr cnonb3osaHmn

7IOMa YCTPOVICTBO MOXET ObiTb YTUAM3MPOBAHO

BMeCTe C GbITOBBIMY OTXOAAMU, ECIIN ITO Pas3peLleHO
HOpPMaTMBHbIMW TpeboBaHuAmMK. [nA yaobcTea
YTUAN3ALMM SNEKTPO/b! MOTYT ObITb YAaNeHbl C MOMOLLbIO
HOXHWL|, €CNIN 3TO HeobxoavMo. [Ina 13snedeHmns
6aTapew BCKpoOWITe KPbiLLKY KOpryca, 3aTem cnefyeT
BbIHYTb 6aTapeto, noges ee. CM. MIHCTPYKLMM Ha caiiTe
www.gekodevices.com

He cxwuraiite ycTpowncTso.
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Y106 NONYUNTH MOMOLLb VAV COOBLLUUTL O TPYAHOCTAX,
HenpeaycMOTPeHHOM XapakTepe paboTbl vnv cOoAx,
00paTUTECh K NPOU3BOAMTENIO.

® Uyarilar

implante edilmis elektronik cihazlar (6rn., kalp pili):
Hastaya stimulasyon uygulanmadan 6nce tibbi uzman
gorust alinmalidir.

Yakin zamanda DVT (derin ven trombozu) tanisi koyulmus
olmasi veya DVT'den kuskulaniimasi: Hastaya stimUlasyon
uygulanmadan énce tibbi uzman gorist alinmalidir.
Kullanmaya baslamadan énce talimatlar dikkatlice
okuyun. Cihazi yalnizca talimatlara gore uygulayin.

Bu cihazin uygun olmayan bicimde kullaniimasi
tehlikeli olabilir.

geko™ cihazi hasta ya da Gguncd bir sahis tarafindan
calistinlabilir. Hastalar, cihazin konumlandiriimasi ve
calistinimasi konularinda egitiimelidirler.

Cocuklarin ve evcil hayvanlarin ulasamayacadi bir yerde
muhafaza edin.

Bu ekipmanda modifikasyon yapilamaz.

Arag ya da makine kullanirken veya istemsiz kas
kasiimalarinin kullanici ya da diger kisiler icin gereksiz
yaralanma riski dogmasina neden olacagi herhangi bir
aktivite sirasinda kullanmayin.

Kafa Uzerinden veya kafa boyunca, dogrudan gozlere,
agiz bolgesini kapayacak sekilde, boynun én kismina
(6zellikle de karotis sints bolgesinde), gogus bolgesine
ve st sirt bolgesine ya da kalp Uzerinden gegecek
sekilde konumlandirilan elektrotlardan stimilasyon

uygulanmamalidir

Toraks yakininda elektrot uygulanmasi kardiyak fibrilasyon
riskini artirabilir

Filebit, tromboflebit veya varikoz venler vb. gibi agrili,
enfeksiyonlu ya da enflamasyonlu alanlar veya kurumus
ya da dokulmus deri Gzerine uygulamayin.

Kanserli lezyonlar Gzerine veya bunlara yakin alanlara
uygulamayin.

Cihazi olumsuz etkileyebilecedi icin kisa dalga/mikrodalga
ile calisan ekipmanlara yakin (1 metre icerisinde)
mesafede kullanmayin.

Taginabilir RF iletisim ekipmani (anten kablolari ve harici
antenler gibi yan birimler dahil olmak tzere) geko'nun
herhangi bir kismina 30 cm (12 in¢’) den daha yakin
olmadan kullaniimalidir. Aksi takdirde, bu ekipmanin
performansinda bozulmalar gerceklesebilir.

Ambalaj acilmis ya da hasar gérmusse kullanmayin.
Hasar gérmus gibi goriinen bir cihazi kullanmayin.

Asiri sicakliklar cihazin islevi Gzerinde olumsuz etkiye
neden olabileceginden, cihazi ates veya radyan isiticilar
gibi 1si kaynaklarinin yakininda kullanmayin.

Bazi durumlarda temas bolgesinde ciltte enflamasyon
veya tahris meydana gelebilir: bu durumda cihazi
¢ikarabilir veya alternatif yerlestirme konumuna tekrar
yerlestirebilirsiniz. Durumun dizelmemesi veya tekrar
etmesi durumunda tekrar kullanmadan énce tibbi uzman
gorusu alin.

Hidrojel akrilik polimerler icermektedir. Akrilik asite karsi
alerjisi oldugu bilinen hastalarda kullanmayin.

Hastanin hamile olmasi, kalp rahatsizligi tanisi konmus
olmasi, epilepsi hastasi olmasi durumunda, veya kas
kasiimalarinin iyilesme strecini engelleyebilecedi
ameliyatlar takiben tibbi tavsiye alinmasi gerekir.
Ferromanyetik bilesenler icerdiginden, MRG tetkikine
girmeden 6nce cihazin ¢ikariimasi gerekir.

EKG bacak elektrot sinyallerini olumsuz yénde
etkileyebileceginden, cihazin bacak elektrotlarinin
kullanildigi EKG gozlemlemesi boyunca kapali

tutulmasi gerekir.

Cihaz, oksijen bakimindan zengin ortamlarda kullaniimak
icin tasarlanmamistir.

Cihazi agza yerlestirmeyin. Cihaz bogulmaya neden
olabilir ve potansiyel alerjik zarara sahiptir. Cihaz veya
herhangi bir bileseni yutulursa DERHAL tibbi yardim alin.
Pil yutulursa ciddi zarara yola agabilir.

Her 2 saate bir cihazin diizglin calisip calismadigini
kontrol edin.

Cihaz yalnizca talimatlarda belirtildigi sekilde kullanin.
Daha fazla bilgi edinmek ve kullanim ipuglarn bulmak icin
www.gekodevices.com internet adresini ziyaret edin.
Geko'nun guvenligi cocuklarin Gzerinde test edilmemistir.
Cihaz hastanin dizine dogru bir sekilde yerlestirmeden
calistirmayin.

Cihazin temiz ve kuru tutulmasi gerekir. Cihaz takili
durumdayken banyo yapmayin veya dus almayin.
Enfeksiyon riski dogurabilecedi icin bagka birisinin
kullanmis oldugu bir cihazi kullanmayin.

Cihaz art arda 28 guinuin Gzerinde bir strre kullanmadan
once tibbi uzman gorust alinmalidir.

Once uzun ucu kaldirarak ve stirekli olarak hafif glic
uygulayarak cihazi dikkatlice ¢ikarin.

Asirn gli¢ uygulanmasi cihazin hasar gérmesine

neden olabilir.

EMC Beyani

Bu ekipmanin diger bir ekipmana bitisik halde
kullaniimasindan kaginiimalidir; ¢tinkt bu durum uygun
olmayan calisma ile sonuglanabilir. Boyle bir kullanim
gerekliise, bu ekipman ve diger ekipman normal sekilde
calisiyor olduklarini dogrulamak tizere gézlenmelidir.
geko™ cihaz, Elektromanyetik Uyumluluk cergevesinde
EN 60601-1-2:2015 sertifikasina sahiptir. Tibbi Elektrikli
Donanim, EMC hususunda 6zel dnlemler gerektirir

ve asagida saglanan EMC bilgilerine uygun olarak
kurulmasi ve hizmete sunulmasi gerekir:
http://www.gekodevices.com/

geko ylksek seviyelerde elektromanyetik bozulmaya
maruz kalirsa kapanabilir.

Bertaraf

Cihaz hig bir toksik veya ¢evreye zararli madde
icermemektedir. Kullanim sonrasinda cihaz ciltle bir kag
saat boyunca temas halinde bulundugundan potansiyel
olarak kontamine veya enfekte halde olabilir. Bu nedenle
dikkatle bertaraf edilmesi gerekir. Piller herhangi bir yerel
mevzuat uyarinca bertaraf edilmelidir. Bazi hastane ve
klinikler kullanilan tibbi cihazlarin bertarafi icin spesifik
gereksinimlere sahip olacaktir. Evde kullanildiginda
yonetmelikler izin vermekte ise cihaz genel atiklarinizla
bertaraf edilebilir. Bertaraf etmede kolaylik olmasi igin
gerekirse elektrotlar makasla ¢ikarilabilir. Yuvasini kirarak
acip zorlayarak piller ¢ikarilabilir. Daha fazla bilgi edinmek
icin www.gekodevices.com adresini ziyaret edin.

Cihazi yakarak bertaraf etmeyin.
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Birlesik Krallik

T: +44 (0)1494 572040 www.gekodevices.com
Yardima ihtiyag duymaniz ya da sorunlar, beklenmedik
durumlar veya olaylar ile karsilasmaniz durumunda
imalatgi ile iletisime gegin.

@ Avertismente

Dispozitive electronice implantate (de exemplu, un
stimulator cardiac): - trebuie obtinut avizul unui medic
specialist inainte ca pacientul sa fie supus stimularii.

TVP suspectatd sau diagnosticata recent: trebuie obtinut
avizul unui medic specialist inainte ca pacientul sé fie
supus stimularii.

Cititi cu atentie instructiunile fnainte de utilizare. Aplicati
dispozitivul numai in conformitate cu instructiunile.
Utilizarea necorespunzatoare a acestui dispozitiv poate fi
periculoasa.

Dispozitivul geko™ poate fi controlat fie de catre pacient,
fie de cdtre o tertd parte. Pacientii trebuie instruiti in ceea
ce priveste pozitionarea si utilizarea dispozitivului.

Nu lasati dispozitivul la indeméana copiilor si animalelor
de companie.

Nu se permite nicio modificare a acestui echipament

Nu folositi dispozitivul in timpul conducerii
autovehiculelor, operdrii utilajelor sau in timpul oricdrei

activitati in care contractiile musculare involuntare

pot expune utilizatorul sau alte persoane la un risc
nejustificat de ranire.

Stimularea nu trebuie aplicata la nivelul capului, direct
pe ochi, acoperind gura, pe partea din fatd a gatului

(in special la nivelul sinusului carotidian) sau prin
intermediul electrozilor plasati pe piept si pe partea
superioard a spatelui sau peste zona inimii

Aplicarea electrozilor in apropierea toracelui poate
creste riscul de fibrilatie cardiaca.

Nu aplicati dispozitivul pe zone dureroase, infectate sau
inflamate, pe piele cu leziuni sau cu eruptii, de exemplu
in zone afectate de flebita, tromboflebitd, varice etc.
Nu aplicati dispozitivul deasupra sau in apropierea
leziunilor canceroase.

Nu utilizati dispozitivul in apropiere (adicd, la distante
mai mici de 1 m) de echipamente cu unde scurte/
microunde, deoarece acest lucru poate afecta
dispozitivul.

Echipamentele portabile de comunicatii cu RF
(incluzand perifericele cum sunt cablurile de antena si
antenele externe) trebuie utilizate la o distanta de cel
mult 30 de cm (12 inci) fatd de orice parte a geko. In
caz contrar, performanta acestui echipament poate fi
redusd.

Nu utilizati dispozitivul dacd ambalajul este deschis sau
pare deteriorat.

Nu utilizati un dispozitiv care pare sa fie deteriorat.

Nu utilizati dispozitivul in apropierea surselor de
caldurd, cum ar fi focul sau radiatoarele, deoarece
excesul de cdldurd poate afecta performanta
dispozitivului.

In unele cazuri, pot aparea inflamatii sau iritatii ale
pielii in zona de contact: indepartati dispozitivul

sau reatasati-l in locatia alternativa. Daca problema
respectiva persistd sau reapare, consultati medicul
specialist inainte de a relua utilizarea.

Hidrogelul contine polimeri acrilici. Nu utilizati la
pacientii cunoscuti cu alergie la acidul acrilic.

Trebuie solicitat avizul medicului atunci cand pacientul
este o femeie insdrcinata, sufera de afectiuni cardiace
diagnosticate sau de epilepsie, sau dupa o interventie
chirurgicald, cazuri in care contractiile musculare pot
perturba procesul de vindecare.

Dispozitivul trebuie indepdrtat inainte ca pacientul sa
fie supus procedurilor de IRM, deoarece dispozitivul are
componente feromagnetice.

Dispozitivul trebuie oprit in timpul monitorizdrilor

ECG care folosesc electrozi de picior, deoarece
dispozitivul poate interfera cu semnalele electrozilor
ECG atasati pe picior.

Dispozitivul nu este prevazut pentru a fi utilizat intr-un
mediu bogat in oxigen.

Nu introduceti dispozitivul in gura. Dispozitivul prezintd
pericol de sufocare si posibil pericol de alergie. In caz
de nghitire a dispozitivului sau a vreunei componente
a acestuia, cereti IMEDIAT asistentd medicala. Inghitirea
bateriei poate provoca leziuni grave.

La fiecare 2 ore, verificati daca dispozitivul functioneaza
corect.

Utilizati dispozitivul numai in conformitate cu
instructiunile. Vizitati www.gekodevices.com }
pentru a obtine mai multe sfaturi si indicatii

> privind utilizarea.

Siguranta dispozitivului geko nu a fost testata la
copii.

Nu porniti functionarea dispozitivului decat daca acesta
este aplicat pe pacient.

Dispozitivul trebuie sa fie pastrat curat si uscat. Nu
faceti baie sau dus cand purtati dispozitivul.

Nu aplicati un dispozitiv care a fost purtat de cdtre o
alta persoana, deoarece va expuneti riscului de infectie.
Trebuie obtinut avizul medicului de specialitate inainte
ca dispozitivele sa fie utilizate pentru mai mult de 28 de
zile consecutive.

Indepartati dispozitivul cu atentie, ridicand mai intai de
capatul lung acestuia si aplicand constant fortd scazuta.
Aplicarea unei forte excesive poate duce la deteriorarea
dispozitivului.

Declaratia EMC

Trebuie evitata utilizarea acestui echipament simultan
cu alte echipamente, deoarece acest lucru poate duce
la o functionare neadecvata. Dacd este necesara o astfel
de utilizare, acest echipament si celelalte echipamente
trebuie tinute sub observatie pentru a se verifica daca
functioneazd normal.

Dispozitivul geko™ este certificat conform EN
60601-1-2:2015 in ceea ce priveste compatibilitatea
electromagnetica. Echipamentele medicale electrice
au nevoie de masuri speciale de precautie in ceea ce
priveste compatibilitatea electromagnetica si trebuie
sa fie instalate si puse in functiune in conformitate cu
informatiile privind compatibilitatea electromagnetica
accesibile la adresa: http://www.gekodevices.com/
Este posibil ca geko sd se opreasca dacd este expus la
niveluri crescute de perturbari electromagnetice.

Eliminarea

Dispozitivul nu contine niciun material toxic sau
periculos pentru mediu. Dupa utilizare, este posibil ca
dispozitivul s fie contaminat sau infectat deoarece

s-a aflat in contact cu pielea timp de cateva ore; in
consecintd, trebuie sé fie eliminat cu atentie. Bateriile
trebuie eliminate in conformitate cu legislatia locala.
Unele spitale si clinici au cerinte specifice cu privire

la eliminarea dispozitivelor medicale uzate. Dacd
dispozitivul este utilizat la domiciliu, acesta poate

fi eliminat la deseuri menajere daca reglementarile
permit. Pentru a facilita eliminarea, electrozii pot fi taiati
cu foarfeca, dacd este necesar. Bateria poate fi scoasa
prin spargerea carcasei si extragerea bateriei. Consultati
www.gekodevices.com pentru instructiuni.

Nu incinerati dispozitivul.

Firstkind Limited*

Hawk House

Peregrine Business Park

Gomm Road

High Wycombe

HP137DL

United Kingdom

T: +44 (0)1494 572040 www.gekodevices.com

Tn cazul in care este necesara asistenta sau pentru
raportarea dificultatilor, a functionarii sau a
evenimentelor neasteptate, contactati producatorul.
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Symbols
Follow the instructions for use

Type BF applied part - for direct electrical
contact to the patient but not direct cardiac
application. Whole device is the applied part

Single use only - use only on one patient for a
single course of treatment

Product not manufactured with Latex

@& > ©

Storage and transportation temperature range
whilst within packaging

~

]

i
1
i
2
A

|_
o
]

Lot number

Manufactured by - the geko™ device is
manufactured by Firstkind Limited

va [

Expiry date — do not use after this date

CE Mark of Conformity

aM
m

N
5

Do not use if package is damaged

See Instructions for Use

FO®

Catalogue number

108kP2 Storage and transportation atmospheric
70kPa pressure range whilst within packaging

% Storage and transportation humidity range

whilst within packaging

® @

Ingress protection rating 22

Szimbdlumok
Kovesse a hasznalati itmutaté
elGirasait

e

BF-tipusu alkalmazott alkatrész — beteggel
valo kozvetlen elektromos érintkezés, de nem
kozvetlen cardialis alkalmazas céljara. A teljes
eszkoz az alkalmazott rész.

Kizarolag egyszeri hasznélatra - kizarolag
egy betegnél, egyetlen kezelési kura folyaman
hasznalhato

@ & P

A termék gyértdsahoz nem hasznaltak latexet

2
3
]
A

Jﬂ/ Térolasi és szallitasi hémérséklettartomany
3 csomagolasban

N
bl
A

-
o
—

Gyartdasi szam

Gyarto: a geko™ késztiléket a Firstkind Limited
gyartja.

Lejarati datum — ne hasznalja a lejarati idén tul

3

A CE megfelelség jelzése

On

]
o

Ne haszndlja, ha a csomagolas sériilt.

Lasd a hasznalati Utmutatot.

Katalogusszam

FO®

1oskPa Tarolasi és szallitasi [égnyomadstartomany

70kPa csomagolasban

©
8
B

Tarolasi és szallitasi nedvességtartomany
csomagolasban

&, @)

°
2

Kiils6 behatasokkal szembeni védettségi
fokozat besorolasa: 22

%
N
N

70kPa

Cumsonbl CnepyinTe MHCTPYKLMAM NO
NprYMeHeHNIo

D

®

J/MOT
-25°C

LOT

Pabouas uacTb Tvina BF npeaHa3HaveHa Ana npAmoro
INEKTPUYECKOTO KOHTAKTa C MaLYieHTOM Yepes KXy,

HO He AnA NPAMOTo NPUMEHeHVA Ha cepaue. Pabouas
YaCTb NpeAcTaB/eHa yCTPOUCTBOM B LIENIOM

YCTpOMCTBO NpefHasHayeHo Ansa 0aHOPa3oBoro
npumeHeHuA. Ero cnefyeT ncnonb3oBaTh TOMbKO Y
OAHOTO NaLyeHTa 1 1A OHOTO Kypca neyeHns

He CoAepXuT naTekc

[nanasoH AonycTMMbIX Temnepatyp BO Bpems
XPaHeHUA 1 TPAHCMOPTUPOBKY, C/IN YCTPOCTBO
He pacnakoBaHo

Homep naptun

[Mpow3seoauTens: ycTpoicTso geko™ npounssoantca
Komnanwuei Firstkind Limited

CpoK rogHoCTU (He CnefyeT UCNoMb30BaTh Nocne
3TOV 1aThl)

v B

3Hak cootsetcTBuA CE

<M

2
I
=3

He ncnonb3syinTe, ecnn ynakoska nospexpeHa

CM. MIHCTPYKLMK MO NpUMeHeHio

Homep no katanory

FO®

o6kpa AV1ANA30H AONYCTUMOrO aTMOCEPHOrO faBeHNA
BO BPeM# XpaHeHA 1 TPaHCMOPTUPOBKY, €
YCTPOWCTBO He pacnakoBaHo

@

3% [ManasoH [OMyCTUMON BAAXHOCTU BO BpemMA

©

" *) XPaHeHWs 1 TPAHCIOPTUPOBKN, eCIN YCTPOMCTBO
He pacnakoBaHo
IP22  Crenenb 3awmtsl kopnyca: 22

Semboller
Kullanim talimatlarini takip edin.

Tip BF takilan kisim - hastaya dogrudan
elektriksel temas icin ancak dogrudan kardiyak
uygulama icin degil. Takilan kisim cihazin
tamamidir

Sadece tek kullanimlik- tek bir tedavi kir( igin
sadece bir hasta tzerinde kullanin

Lateks ile Uretilmeyen Griin

@ P @

+40°C - Ambalaj icindeyken depolama ve nakliyat

sicaklik aralign

&
2
-

Lot numarasi

Uretici - geko™ cihaz Fristkind Limited tarafindan
Uretilmektedir.

Son kullanma tarihi - bu tarihten sonra
kullanmayiniz

CE Uygunluk isareti

<M

SM

Ambalaji hasarli ise kullanmayin

Kullanma Talimatlarina Bakin

FOo®

Katalog numarasi

10skba Ambalaj icindeyken depolama ve nakliyat

atmosfer basinci araligi

)

Ambalaj icindeyken depolama ve nakliyat
nem araligi

Girig koruma diizeyi 22

Simboluri
Respectati instructiunile de utilizare

©

Componenta aplicata de tip BF - pentru
contact electric direct cu pacientul, dar nu
pentru aplicare direct pe cord. Intregul dispozitiv
constituie componenta aplicata

Exclusiv de unica folosinta - utilizati la un singur
pacient, pentru o singurd curé de tratament

Produsul nu este fabricat cu latex

@ P

Intervalul temperaturii pentru depozitare si
transport in ambalaj

jﬂ/mn"c
25°C

LOT

Numarul lotului
Fabricantul - dispozitivul geko™ este fabricat de
Firstkind Limited

Data expirarii — a nu se utiliza dupa aceasta
datd

ARS] 3

Marcajul de conformitate CE
A nu se utiliza daca ambalajul este deteriorat

Consultati Instructiunile de utilizare

@

“’““"a Intervalul presiunii atmosferice pentru
70kPa depozitare si transport in ambalaj
a 93%
"

1P22

Numér de catalog

Intervalul umiditétii pentru depozitare si
transport in ambalaj

Grad IP22 de protectie la infiltratii
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106kPa

93%

® @

geko

circulation support

Voltage waveform: Current waveform:
Pulse width Pulse width  Pulse width Pulse width
<~ <~ <~ <>

Repetition rate: 1Hz Repetition rate: THz

firstkind C¢€

living science 0120
*Firstkind Ltd is a wholly owned subsidiary
of Sky Medical Technology Limited. April 2019



