Sentimag® - naudojimosi instrukcija

Sio vadovo autoriy teisés priklauso © 2021, Endomagnetics Ltd

Visos teisés saugomos. Be iSankstinio Endomagnetics Ltd. leidimo jokia Sio vadovo dalis negali bati atkuriama,
saugoma paieskos sistemoje ar perduodama jokiu badu ar bet kokia forma.

Siame vadove pateikta informacija gali bati keiciama be jspéjimo.
Endomagnetics Ltd neprisiima jokios atsakomybés uz klaidas, kurios gali bati Siame dokumente. Kreipkités j
info@endomag.com arba vietinj platintaja,-kad patikrintumeéte, ar turite naujausia versija.

Dokumento numeris: 775L12EU

Dokumento perZiara: 30.0 numeris, 2021 m. sausio 4 d


mailto:info@endomag.com

Autoriy teisés ir prekiy Zenklai
Laukiama patenty visame pasaulyje.

Endomagnetics®, Endomag® ir Sentimag® yra registruoti Endomagnetics Ltd. prekiy Zenklai.

Gamintojo informacija
Endomagnetics Ltd
Jeffreys pastatas c E
Cowley Road, Kembridzas

CB4 OWS, Jungtiné Karalysté 2797

Europos jgaliotasis atstovas

Emergo Europe

| EC |REP| Prinsessegracht 20
2514 AP Haga
Olandija

Eksploatavimo atsargumo priemonés ir naudojimo apribojimai

SVARBU: ,Endomagnetics Ltd” gaminiai yra skirti naudoti tinkamai apmokytiems klinikiniams darbuotojams pagal
pateikta dokumentacija.

SVARBU

BUTINA, KAD SIOS INSTRUKCIJOS VARTOTOJAS SUZINOTY
POTENCIALIUS PAVOJUS, SUSIJUSIUS SU PRIETAISO NAUDOJIMU IR JO
PRIEDAIS.

VISI OPERATORIAI TURI BUTI SUSIPAZINE SU SAUGOS PRIEMONEMIS
IR [SPEJIMAIS, PATEIKTAIS SIAME SKYRELYJE, PRIES BANDANDANT
NAUDOTI PRIETAISA.

JEI SISTEMA NAUDOJAMA GAMINTOJO NENURODYTU BUDU, GALI
SUVEIKTTIRANGOS APSAUGA.

ISPEJIMAS: JOKIY SIOS JRANGOS MODIFIKACI)Y NEGALIMA ATLIKTL
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Darbo aplinka ir elektrostatinés atsargumo priemonés

> B> PPk

ISPEJIMAS: prie$ naudojant zondg reikia jdéti j nauja teisétai
parduodama vienkartinj sterily apvalkalg. Panaudoje, nuimkite apvalkalg ir
iSmeskite kaip biologinj pavojy pagal vietine infekcijy kontrolés politika.

ISPEJIMAS: Sentimag® zondas neturéty bati 15 mm atstumu nuo bet kurios
veikiancio Sirdies stimuliatoriaus dalies.

ISPEJIMAS: Sentimag® zonda reikia nuimti nuo kontakto su pacientu, jei reikia
naudoti defibriliatoriy.

ISPEJIMAS: Sentimag® instrumento niekada negalima nesti j MRT aplinka.

ISPEJIMAS: Prietaisas netinka naudoti, kai yra degiy anestetiky miinio su oru
arba su deguonimi ar azoto oksidu: jranga netinkama naudoti esant degiems
miSiniams.

ISPEJIMAS: Norédami gauti geriausius rezultatus, bakite atsargds naudodami
prietaisg Salia pasaliniy metaliniy ir (arba) magnetiniy objekty, nes jie gali
generuoti klaidinancius signalus. Tai apima kai kurias, bet ne visas,
implantuojamas pagamintas medziagas, pvz., dirbtinius sgnarius, galtines,
protezus, spaustukus ar stentus; taip pat kai kurie, bet ne visi, pagalbiniai
objektai ir jrankiai, su kuriais galima susidurti operacinés aplinkoje, pvz.,
jtraukikliai, spaustukai, skalpeliai, sustiprinti trachéjos vamzdeliai ir
operaciniai stalai. Jei kyla abejoniy, prieS naudodamas prietaisg naudotojas
turi atlikti darbo aplinkos jvertinimg vietoje .

ISPEJIMAS: jsitikinkite, kad laidai ir kojinis jungiklis yra iSdéstyti taip, kad iSvengtuméte
suklupimo pavojaus.

ISPEJIMAS: nenaudokite prietaiso tiesioginiuose saulés spinduliuose, nes tai
gali turéti jtakos jo veikimui. Niekada nepalikite prietaiso ar zondo tiesioginiuose
saulés spinduliuose, net kai jie iSjungti.

ISPEJIMAS: Nelaikykite ir nenaudokite prietaiso esant ekstremalioms
temperattroms (Zr. 17 skyriy) ir sumazinkite elektrostatiniy krdviy poveikj.



ISPEJIMAS: Norédami gauti geriausius rezultatus, naudokite prietaisg stabilioje (be
vibracijos) aplinkoje, kai pagrindinis jrenginys yra ant lygaus darbinio pavirSiaus.

Prietaiso maitinimas ir jungtis

ISPEJIMAS: Siekiant iSvengti elektros smagio pavojaus, 3ig jranga galima jungti tik
prie maitinimo tinklo su apsauginiu jZeminimu.

ISPEJIMAS: Niekada nenaudokite kito maitinimo adapterio ar kabelio, i3skyrus

tuos, kurie specialiai tiekiami kartu su instrumentu. Daugiau informacijos rasite
16 skyriuje.

ISPEJIMAS: Visada pakeiskite iorinj saugiklj tokio tipo ir nominalios vertés, nurodytos
16 skyriuje.

ISPEJIMAS: Sentimag® sistema atjungiama naudojant maitinimo jungiklj, esant;
jrenginio gale, o po to prijungus maitinimo kistuka.
Nestatykite jrenginio taip, kad jj baty sunku atjungti.

ISPEJIMAS: Pries jdédami arba iSimdami maitinimo jungtj i$ prietaiso galinés dalies,
visada iSjunkite prietaisg iS maitinimo lizdo. Jei to nepadarysite, galite sugadinti
vidine prietaiso elektronika.

> B PP

Pagrindinio bloko valdymas ir naudojimas

ISPEJIMAS: Iprasto naudojimo, laikymo ir transportavimo metu reikia stengtis, kad
prietaiso pagrindo blokas nenukristy ir jokiu badu Siurksciai fiziSkai nesielgtuméte.

>

Nuimamo zondo valdymas ir naudojimas

ISPEJIMAS: Iprasto naudojimo, laikymo ir transportavimo metu reikia stengtis, kad
nuimamas zondas nenukristy ir jokiu badu Siurks¢iai fiziSkai nesielgtumete.

ISPEJIMAS: Nuimamas zondas netinka autoklavui apdoroti arba dezinfekuoti
formaldehidu, nes bet kuris i$ Siy veiksmy gali rimtai sugadinti zondg. Nuimama
zonda apdorojant autoklave arba formaldehidu, jo garantija netenka galios.

> >
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ISPEJIMAS: Jei maZai tikétina, kad zondas jkaisty, Sentimag® sistemos naudojimas turi
bati nutrauktas ir jrenginys iSsiystas techninei priezidrai.

>

Nuimamo zondo prijungimas ir naudojimas

ISPEJIMAS: I$samios informacijos apie tai, kaip prijungti nuimama zondg prie
pagrindinio bloko, zZr. 9.1 skirsnyje ir prieS prijungdami prie pagrindinio bloko
jsitikinkite, kad jungtys yra Svarios ir sausos.

ISPEJIMAS: Iprasto naudojimo, laikymo ir transportavimo metu reikia stengtis, kad
nuimamas zondas nenukristy ir jokiu badu Siurksciai fiziSkai nesielgtuméte. Tai apima
ne perdétg lankstaus kabelio, einancio nuo zondo galvutés iki jungciy, prijungiamy
prie pagrindinio jrenginio, lenkimg ar gniuzdyma.

> >

Nuimamo kojinio jungiklis Prijungimas ir naudojimas

ISPEJIMAS: 9.3 skirsnyje rasite iS&samios informacijos apie tai, kaip prijungti oro
valdomga kojinj jungiklj prie pagrindinio bloko, ir jsitikinkite, kad jungtis yra Svari ir
sausa prie$ jdédami jg j pagrindinj jrengin;j.

ISPEJIMAS: stenkités, kad nuimamas kojinis jungiklis nebaty paveiktas jokiu grubiai
fiziniu badu tiek jprasto naudojimo, tiek sandéliavimo ir transportavimo metu. Tai
apima oro zarnos, einancios nuo koja valdomos trinkelés iki jungties, kuri jungiama
prie pagrindinio jrenginio, pernelyg nelenkimg ar suspaudima.

> >

Prietaiso korpusas ir aptarnavimas

ISPEJIMAS: prie3 naudodami patikrinkite, ar prietaise néra pazeidimuy, ypa¢ kabeliy. Jei
prietaisas yra paZeistas arba netikétai veikia arba pradeda veikti, nustokite naudoti
jrenginj ir pries vél naudodami prietaisg jsitikinkite, kad jis buvo sutvarkytas.

ISPEJIMAS: Prietaiso viduje néra daliy, kurias galéty priziaréti naudotojas. Nuémus
arba atidarius instrumento dékla, garantija nebegalios. Tik ,Endomagnetics” arba jy
jgalioti ir patvirtinti techninés prieZitGros agentai/personalas gali taisyti ,Sentimag®" ir
jos priedus.

ISPEJIMAS: Niekada nevalykite instrumento ar zondo per drégna $luoste arba neplaukite
po tekanciu vandeniu. Nenaudokite tirpikliy ar kity stipriy valymo tirpaly, nes jie
pablogins korpuso darbg ir turés jtakos prietaiso veikimui. Daugiau informacijos apie
instrumento valymg ir dezinfekavima rasite 11 skyriuje.
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DEMESIO: Rekomenduojama kasmet atlikti elektros saugos bandyma pagal EN
62353:2008.

>

Prietaisy transportavimas ir laikymas

DEMESIO: Kai nenaudojate, Sentimag® zondas visada turi bati saugiai laikomas
pridedamame dékle. Be to, gabenant Sentimag® visada turi bati saugiai
supakuotas

>

EE] atlieky direktyvos laikymasis

LSentimag®” prietaisg reikia iSmesti pagal Europos Sajungos EE] atlieky
direktyvg 2002/96/EB dél elektros ir elektroninés jrangos atlieky.

ISPEJIMAS: Nei3meskite 3io gaminio j nerasiuotas komunalines atliekas arba j
viesajj sgvartyna. Noredami suzinoti, kaip tinkamai iSmesti 5] gaminj, kreipkités
j vietinj platintoja.

> |3
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Naudojimo apribojimai
Sentimag® buvo sukurtas taip, kad atitikty Siuos bendruosius ir saugos reikalavimus:

Generolas * Medicinos prietaisy direktyva 93/42/EEB

Saugumas + IEC 60601-1:1988, jskaitant 1 ir 2 pakeitimus

+ IEC 60601-1:2005 + 2006 ir 2007 m. klaidy iStaisymai
« BS EN 60601-1:2006 + A12:2014

+ UL 60601-1

« CAN / CSA C22.2 60601-1:14 -

CAN / CSA C22.2 60601-1-08

+ IEC 60601-1-2:2014

* BS EN 60601-1-2:2015

* FCC taisyklés CF 47:2008 15.107 dalis ir 15.109 B klasé

Sentimag® gaminamas pagal EN ISO 13485:2016 kontrole.
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Atitikties deklaracija

Tai patvirtina, kad Sentimag® atitinka Europos medicinos prietaisy direktyvg 93/42/EEB ir kaip perkelta
Jungtinés Karalystés nacionalinius jstatymus ir reglamentus.

Siuo metu jrenginiui galioja notifikuotosios jstaigos sertifikatas Nr. CE 563405 pagal 93/42/EEB II prieda,
iSduotg BSI (notifikuotoji jstaiga Nr. 2797). CE Zenklas taip pat reiskia, kad sistema atitinka RoHS direktyva
2011/65/ES.

Irenginyje néra vaisty, ftalaty, kaip apibrézta 2007/47/EB 1 priede, gyviny ar Zmogaus audiniy ar jy
dariniy, ir jis néra klasifikuojamas kaip masinos pagal Direktyvg 2006/42/EB.



TURINYS

1. IVAAS ettt ettt eesae e ean 1

2. NUMAtYta PasKirtiS....coceeerrererierierinererereeeeeetes eveseeeeeeeeseseseeens 2
3. Numatyti vartotojai, galutinio vartotojo profilis ir MOKymas .........ccccceeevenenenenencnenenens o

4. Numatyta pacienty PopUliaCija......ccevererererienenerienienienesenes evesesesesesnenns 3

5. Naudojimo iNdiKaCijOS ....ceerererieririrtrtetetetetesies eeteteteeeseessessessensens 3

6. Kontraindikacijos ir pagrindiniai jSP&jimai ......ccceceveeereererereneineenereene ceveneee 3 7.Sentimag®

YPALYOES ..ttt ettt 4

7.1 Atsarginés, pakaitinés arba papildomos dalys........cccceeveririrnenenieinerenees e 57.2

VeiKimo PrinCiPas .cocooeeeerenieieierentet ettt 5 7.3 Apzvalga
NAUAOJIMAS weeuiiniinieiienieeeeie ettt tes saesateeessesaeseessesseeeenees 6

8. Idiegimas ir pagrindinés OPeracijos.......coccverererieerierinenieenierenies seereeneneeenne 8

8.1 PrietaiSO apraSymas ......cccceerveerienirenieenieiesietssenaes seesesseessesessensesessesessenes 8

8.2 Transportavimas ir sSandéliavimas ........c.ccce. ceviniiinieniicniiincnccecreeenes e 11

8.3 DHEGIMAS ..ttt es reresbesbe b st st et ettt et es 12

8.4 Maitinimas INStrumMENtas......cocceeeeeirieirieeeee s e 12 8.5 Prietaiso

JJUNGIMAS..iiiiiiiiieie ettt 12 8.6 Prietaiso iSjungimas.........coevevervenenieniennes coeresesenesseeseesseeens

12 8.7 Zodo laikiklio prijungimas ......ccccceees veveevienienienenenenenenenesesesesienne 13 8.8 Zondo mazgo
PrijUNGIMAS...coueciruirierinieiriereeienteseseeterestesenes csteesseseesessenens 13 8.9 Pasirenkama: kojinio jungiklio
PrijUNGimas....cccceceeeereriees sererereneeeeeeeeeeeeeenes 14 9. Sentimag®

NAUAOJIMAS....c. coeetereieienienieniesienienies crrestessensessessessessessenses 15

9.1 ZONdO PrijuUNGiMas ....cceecereereririeeniinesneniesieseessense sesseessesesseessessesassees 15 9.2 Balanso
FUNKCI cveeeeiieees ettt eeaeeeens 15 9.3 Kojinio jungiklio

NAUAOJIMAS weeuririeieierietenie et et e rtestees satestesseetessesseseessessesaeensesseeaeens 17 9.4 Kada naudoti balansa
FUNKCI A1ttt e 17 9.5 Garsiakalbio

NAUAOJIMAS...ciuiiieriireriieniereeees crreseeseesreseessessesseessessessasssessesses 18 9.6 Keitimas Prietaiso jautrumo
NUSEAtYMAS..ciiiierrirerrerieneeresresresnessessens soees 18 9.7 PervirSio diapazono

SIGNAIAIT eeveeneiieiteteee e ettt 19 9.8 Signaly

diSKriMINACIHa .eees e et 19 9.9 Kontrolinio limfmazgio
aptikimas arba Magseed® audiniy zymeny aptikimas ................. 20

10. Operatoriaus Pri€Zilira ...ceevceeererierieriesieneeeeseeneereenses sreeveeseeseessensenes 21
11. Prietaiso valymas ir dezinfekavimas ........cccccevevvevenerenenireniercnienenns 22

11.1 Prietaiso Valymas ......ccceevierineniinenineesinenees soveniesesssessesesnns 22 11.2 Auksto lygio zondo

galvutés dezinfekCija .....coocvveeeee everieieeneneeiereneeens 2311.3 Zondo
STErliZaAVIMAS..ccciies et et 24

12. TriKCiY SaliNiMas...ucciecierieriresesesesese e ceveeressesreeeeeesesenees 25

12.1 Trik&iy Salinimo Patarimai......cocccereeeenerierieieeseniesieies seerteteteeereseeseeseeeeaens 25 12.2 Prietaiso
[ 1Te [U oo I- | SO O OO 26

13. Priemoneés garantija ir graZinimas ........cecceveeveeveereenienenensesenenens seenee 27

13.1 Garantijos trUKME ..ot et 27 13.2 Ypatingas
ISSKYTIMAS weivviiiiiies corererterieseseese e seeseesresveesseseesns seessessesses 27

14. Nukenksminimo SErtifikatas ......ccccvevuieieeinieinieiieeee s cvveeneennns 28

XI



14.1 Dezaktyvavimo dekIaracija ......c.ccccceveeerenenrerenineenineneenieies seeverenereeneens 29

15. Terminy ir SaNtrumpy ZOAYNAS .....coceevvereeeereneeneeneneeseenesees covens 30

16. Techning speCifikKacCija.......cccvverveeviereriienienenierereerienee et 31
16.1 Bendrosios Specifikacijos........c.covueueerieenerieicnerieeneneies ceveeneeeeeseseeeneenene 31 16.2 NaSumas ir
TKSIUMAS oot e 32 16.3 Magnetinio lauko
CharakteriStiKOS. .....c.covrveuererieerireeeereneeerieees et 33 16.4 Elektromagnetinis atsparumas ir
AtSKYIiMaASs....coveireeerines creveeeeneeeeeenne 34

17, ISMELIMAS. ..ttt ettt sae e 37

XII



1.]vadas

Kai kurios véZio formos paprastai plinta jprastai ir pirmiausia iSplinta j regioninius limfmazgius.
Chirurgai ir gydytojai turi identifikuoti ir rasti Siuos vadinamuosius ,sarginius” limfmazgus, kad
juos baty galima chirurginiu badu pasalinti ir iStirti histologijos arba molekulinés diagnostikos
(pvz.,OSNA) metodu, siekiant nustatyti, ar jie tapo antrinémis vézio vietomis, ar ne. Tai pasiekiama
pacientui susvirks¢iant tam tikros medZiagos ar medziagy, kurios susikaupia kontroliniame
limfmazgyje ar limfmazgiuose, kuriuos véliau galima aptikti.

Sentimag® yra magnetiniy medZiagy jutiklis, skirtas aptikti nedidelius kliniskai jvesto magnetinio
preparato ar Zymeklio kiekius. Jj sudaro is tinklo maitinamas pagrindinis blokas, nuimamas
rankinis zondas, kuris lankscia, ilgesnia nei dviejy metry ilgio jungtimi, prijungtas prie pagrindinio
jrenginio, ir nuimamas oru valdomas kojinis jungiklis, kuris lankscia jungtimi jungiamas prie
pagrindinio jrenginio. Sios jungties ilgis taip pat virsija du metrus.

Sentimag® skirtas naudoti operacijos metu, kad padéty chirurgui aptikti ir nustatyti sarginius
limfmazgius, kuriuose lokalizacijos tikslais suleidZiama medziaga (arba viena i$ medZiagy) yra
magnetinis Zymeklis. Magtrace® yra magnetinis Zymeklis, skirtas ir sukalibruotas naudoti su
Sentimag® jrenginiu. Tai VIENINTELIS magnetinis Zymeklis, patvirtintas pagal Medicinos prietaisy
direktyva 93/42/EEB, skirtas naudoti Siam tiksliui.

Be to, Sentimag® gali bati naudojamas aptikti Magseed® audiniy Zymeklj, kuris skirtas
implantuoti po oda, kad baty galima pazyméti minkstiesius audinius (pvz., kraties ar
lumpektomijos vietoje), siekiant juos véliau chirurgisSkai pasalinti. Magseed® audiniy Zzymeklis yra
magnetinis zymeklis, sukurtas ir sukalibruotas naudoti su Sentimag® prietaisu. Tai VIENINTELIS
magnetinis zymeklis, patvirtintas pagal Medicinos prietaisy direktyvg 93/42/EEB, skirtas naudoti
Sioje Siam tikslui.

Siame naudotojo vadove pateikiamas is&samus aprasymas, kaip naudoti Sentimag® ir kaip
atlikti technine priezidra bei trikciy Salinima.



2. Numatyta paskirtis 1.2.3. Techninis parametras. Pries operacija j paciento kiing jvedami paramagnetinémis
savybémis pasizymintys zymekliai, kurie skirti pazymeéti tikslines vietas mink3tuosiuose
audiniuose - naviko pazeistas vietas, limfmazgius.

Sentimag® yra magnetiniy medZziagy jutiklis, sukurtas sukelti magnetines savybes ir aptiktifiedidelits
kliniskai jvesto superparamagnetinio Zymeklio arba feromagnetinio Zymeklio kiekius. Jis specialiai sukurtas
aptikti Magtrace®, superparamagnetines daleles naudojamas pazymeéti limfmazgius sarginio limfmazgio
biopsijai, arba Magseed®, kuris yra feromagnetinis minkstyjy audiniy Zymeklis. Nei Magseed®, nei
Magtrace® jprastai nepasizymi magnetinémis savybémis. Juos galima aptikti tik paveikus Sentimag®
sukuriama paramagnetine indukcija.
1.2.3. Sentimag prietaisas skirtas naudoti operacijos metu - jutiklis yra
intraoperacinis, nes signalas matuojamas tiek odos pavirSiuje, tiek atlikus pjavj.

Sentimag®'skirtas’naudoti'operacijuimetul Jj sudaro iS tinklo maitinamas pagrindinis blokas, nuimamas
rankinis zondas, kuris lankscia beveik nei dviejy metry ilgio jungtimi prijungtas prie pagrindinio jrenginio,ir
nuimamas oru valdomas koja paspaudziamas jungiklis, kuris taip pat lankscia jungtimi jungiamas prie
pagrindinio jrenginio.

Sistema skirta naudoti operacinése. Sentimag® zondas turi bati naudojamas su vienkartiniu steriliu
apvalkalu, kurj galima jsigyti kaip standartine operacinés priemone, taciau prietaisas sukurtas taip, kad
baty galima nuvalyti visus iSorinius pavirSius iki priimtino klinikinio Svarumo lygio.

Rankinis zondas naudojamas dviem reZimais: pradinis transkutaninio signalo aptikimas ir naudojimas po
pjavio. Magtrace® magnetinio preparato arba Magseed® magnetinio Zymeklio jutimas rodomas
pasikeitus garso auksciui (daZniui), leidZian¢iam chirurgui perkelti rankinj zonda j chirurginiu poZiriu
svarbig sritj. Matomas skaitinis aptikto signalo lygio vaizdas tuo paciu metu rodomas pagrindinio jrenginio
skystyjy kristaly ekrane ir gali bati pazymétas chirurgo jraSuose.

Sentimag® rankinj zondg (jskaitant jungtj) BUTINA i3valyti tiek pries pat, tiek i$ karto po naudojimo.
Naudokite tik legaliai parduodamas valymo servetéles ir valymo tirpalus, skirtas medicinos prietaisams ir
nurodytas kaip tinkamas plastikams; pavyzdZziui, 70 % alkoholio pagrindu pagamintos fermentinés ir
ketvirtinés amonio druskos. Valymas turi bati atliekamas pagal gamintojo instrukcijas ir

standartines ligoninés proceddras. Laikykités visy saugos nurodymuy.

Sentimag rankinj zondg taip pat galima sterilizuoti po valymo. ,Sentimag® Probe Assembly” patvirtintas
sterilizavimui STERRAD 100S ir 100NX sistemose.

3. Numatyti vartotojai, galutinio vartotojo profilis ir mokymas

Numatyti naudotojai yra véZio chirurgai arba kiti tinkamos kvalifikacijos operacinés darbuotojai, apmokyti
atlikti SLB arba lumpektomijos proceddras ir mink3tyjy audiniy lokalizacijg bei pasalinima.

Atkreipkite démesj: Sentimag® skirtas naudoti tinkamos kvalifikacijos jgaliotiems chirurgams ir (arba)
operacinés personalui, specialiai apmokytiems jj naudoti kartu su Magseed arba Magtrace.
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Endomagnetics Ltd neprisiima atsakomybeés uz galimg netinkamg Sentimag® naudojimga -
jskaitant bandymg naudoti su nekalibruotais arba nepatvirtintais magnetiniais zymekliais arba zymekliais
arba netinkamai kvalifikuotiems darbuotojams.

Dél papildomos techninés pagalbos kreipkités j vietinj platintoja.

4. Numatyta pacienty populiacija

Pacienty populiacija, kuriai tinka prietaisas, néra ribojama: amzius, svoris, sveikatos baklé, etniné kilmé ar
lytis. Sentimag® sistema skirta naudoti po
pacientas anestezuojamas kaip jprastinés audiniy pasalinimo operacijos dalis.

5. Naudojimo indikacijos

Sentimag skirtas naudoti kartu su Magseed ir Magtrace visais atvejais, kai gydytojas mano, kad Siy Zzymeny
naudojimas yra tinkamas, su salyga, kad Sentimag zondo naudojimas dél savo dydZio yra tinkamas tam
tikro tipo véZiui gydyti. Zr. Magtrace ir Magseed indikacijas.

6. Kontraindikacijos ir pagrindiniai jspéjimai

Sentimag visada naudojamas kartu su Magseed ir (arba) Magtrace.
Zr. Magseed ir Magtrace kontraindikacijas atitinkamose jy naudojimo instrukcijose.

ISPEJIMAS: ,Sentimag®" pritaikyto zondo mazgas (jskaitant kabelj)

BUTINA i3valyti tiek prie$ pat naudojima, tiek i3 karto po naudojimo.

Naudokite tik legaliai parduodamas valymo servetéles ir valymo tirpalus, skirtas
medicinos prietaisams ir nurodytas kaip tinkamas plastikams; pavyzdziui, 70 %
alkoholio pagrindu pagamintos fermentinés ir ketvirtinés amonio druskos.
Valymas turi bati atliekamas pagal gamintojo instrukcijas ir standartines ligoninés
proceddras. Laikykités visy saugos nurodymuy.

Sentimag uzdéta zondg taip pat galima sterilizuoti po valymo.
.Sentimag® Probe Assembly” patvirtintas sterilizavimui STERRAD 100S ir TOONX

sistemose:
STERRAD ciklas Ciklas
STERRAD 100S Trumpas
STERRAD 100S Ilaas
STERRAD 100NX Standartinis

Zr. toliau 11 skyriy.



ISPEJIMAS: Nuimamas zondas netinka autoklavui apdoroti arba dezinfekuoti
formaldehidu, nes bet kuris iS Siy veiksmy gali rimtai sugadinti zondg. Nuimama
zondg apdorojus autoklave arba formaldehidu, jo garantija nebegalios.

ISPEJIMAS: Prietaisas netinka naudoti, kai yra degiy anestetiky miinio su oru
arba su deguonimi ar azoto oksidu: jranga netinkama naudoti esant degiems
miSiniams.

ISPEJIMAS: Sentimag® zondas neturéty bati 15 mm atstumu nuo bet kurios
veikiancio Sirdies stimuliatoriaus dalies.

ISPEJIMAS: Sentimag® zondg reikia nuimti nuo kontakto su pacientu, jei reikia
naudoti defibriliatoriy.

ISPEJIMAS: Sentimag® instrumento niekada negalima nesti j MRT aplinka.

ISPEJIMAS: prie$ naudojant zondo agregatg reikia jdéti j naujg teisétai
parduodama vienkartinj sterily apvalkalg. Panaudoje, nuimkite apvalkalg ir
iSmeskite kaip biologinj pavojy pagal vietine infekcijy kontrolés politika.

> Pk >

7. Sentimag® savybés
Pagrindinés Sentimag® savybés:
0 NeSiojamas pagrindinis blokas, galintis sédéti ant bet kokio lygaus pavirSiaus
0 Garsiniai ir vaizdiniai mazgo artumo pozymiai
0 Kintamo aukScio (daznio) garsinis signalas, kuris didéja, kai zondas priartinamas prie limfmazgio,

kuriame yra Magtrace® magnetinis Zymeklis arba Magseed® magnetinis zymeklis .

0 Garso valdymo rankenélé pagrindiniame bloke

0 Skystujy kristaly ekranas (LCD), skirtas skaitmeniniam signalo stiprumo rodymui

0 Garsinis ir vaizdinis magnetiniy signaly ir paSaliniy arba foniniy signaly atskyrimas



0 Magnetiniai signalai, rodomi kintamo aukscio (garso) ir geltonais LCD skaitmenimis
(vaizdinis); paSaliniai arba foniniai signalai, rodomi Zemu ir pastoviu tonu (garsinis) ir raudonais
LCD skaitmenimis (vaizdZiai)
1.2.4. Jautrumo lygiai

0 Galima rinktis i3 trijy jautrumo lygiy, kurie pasirenkami ant pagrindinio jrenginio sumontuota
rankenéle

0 Prietaisobalansavimo funkcija; kuri parucsia'sistemamatavimui  1.2.5. Prietaiso balansavimo badai

0 Nuimama pritaikyta dalis yra zondo rinkinys, kurj sudaro rankinis zondas, daugiau nei dviejy metry ilgio
lankstus kabelis ir spalvomis pazymeétos (juodos ir baltos) jungtys, skirtos zondui prijungti prie
pagrindinio jrenginio.

0 Taikomasis zondas turi bati naudojamas kartu su standartiniu vienkartiniu
sterilus apvalkalas (parduoda atskirai OEM tiekéjy)

7.1 Atsarginés, pakaitinés arba papildomos dalys

Sentimag® tiekiamas sukomplektuotas ir paruoStas naudoti su pagrindiniu bloku, zondo mazgu ir kojiniu
jungikliu.

Jei pageidaujama, galima jsigyti atsarginiy, pakaitiniy ar papildomy zondo rinkiniy, kojiniy jungikliy ir
maitinimo kabeliy: dél iSsamesnés informacijos kreipkités j vietinj platintoja.

Kartkartémis Endomagnetics Ltd ketina pateikti naujy arba specialiai pritaikyty zondo rinkiniy, skirty
naudoti kartu su pateiktu pagrindiniu jrenginiu, jsigyti. Norédami gauti daugiau informacijos apie tokius
naujus leidimus, kreipkités j vietinj platintoja.

7.2 Veikimo principas

ATKREIPKITE DEMES]

Sentimag® yra labai jautrus ir subtilus matavimo prietaisas. Siekiant iSvengti Zalos ir jo
veikimo pablogéjimo, su instrumentu visada reikia elgtis labai atsargiai.

Sentimag® yra labai jautrus magnetiniy medziagy jutiklis. 1.2.3. Veikimo principas

Techniskai kalbant, Sentimag® yra suskeptometro tipo prietaisas. Jis skleidZia mazos amplitudés, laike
kintantj magnetinj lauka per rankinj zonda ir tuo paciu per tapatj zonda aptinka bet kokiy jmagnetinty
medziagyskleidziamamagnetinjllatikg. Tai atliekama per zondo galvutéje esancias rites, kurios
registruoja labai mazg elektros srove, kuri zondo kabeliais ir jungtimis perduodama j Sentimag®
pagrindinj jrenginj.

1.2.3. Veikimo principas

Baziniame bloke yra elektroninés grandinés ir loginis procesorius, kuris priima [SiZzondo'gaunama
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perduodamas j garsiakalbj, sumontuotg po pagrindinio jrenginio rankena, ir (2) skaitmeninj signala, kuris
rodomas skystyjy kristaly ekrane pagrindinio jrenginio priekyje.

1.2.3. Veikimo principas
PASTABA: Sentimag® geriausiai apibddinamas kaip artumo jutiklis - jis sukurtas specialiai tam, kad baty
galima aptikti ir nustatyti maZus jmagnetinty medziagy kiekius, Sukuriant'garsinjir skaitmeninj signala,
kuris keiciasi, kai zondas priartinamas prie arba tolsta nuo magnetinés medziagos. Sentimag® skystyjy
kristaly ekrano skaitiniai rezultatai néra absoliutus magnetinés medziagos, kuri yra juntama, kiekio matas.
Vietoj to, jie yra kokybinis magnetinés medziagos buvimo 3alia zondo galvutés matas.

7.3 Naudojimo apzvalga

SVARBU

PrieS tesdami, jsitikinkite, kad perskaitéte ir supratote visas Sio vadovo pradzioje
pateiktas skyrius ,Naudojimo atsargumo priemonés ir naudojimo apribojimai“.

Zemiau pateikiama trumpa Sentimag® naudojimo apZvalga . I$samesné informacija pateikta 2 skyriuje.

Idealiu atveju zondas turi bati prijungtas prie jrenginio pries jj jjungiant. [jungus pagrindinj jrengin;,
ekrane bus rodomas nesubalansuoto svarstykliy rinkinio vaizdas, o tai reiskia, kad jrenginys yra paru :
subalansuoti. Jei jrenginys jjungiamas pries prijungiant zondg, bus rodomas simbolis, nurodantis, kad
zondo mazgas turi bati prijunh

simbolis.

Kai zondas bus prijungtas, ekranas grjS |

SVARBU

PrieS tepdami anestetikg pacientui, jsitikinkite, kad Sentimag®
prietaisas yra jjungtas ir aptinka metalinius objektus.

Siuo metu operatorius turéty paspausti pagrindinio jrenginio balanso mygtuka, paZzymétg simboliu, dél
kurio-pagrindinio jrenginio elektronika nustatys pradinj lygj, kad baty atlikti magnetiniai matavimai.

Siekiant geriausiy rezultaty, zondo galvuté Siuo metu turi bati dedama arba laikoma bent pusés metro
atstumu nuo bet kokiy metaliniy ar magnetiniy objekty, nes prieSingu atveju bus uZfiksuotas neteisingas
balanso taskas, o tolesni matavimai bus nepatikimi.

PASTABA: naudojimo metu magnetinio matavimo balanso taSkas gali pasikeisti arba nukrypti, pvz., jSylant
pagrindinio jrenginio elektronikai arba pasikeitus aplinkos sglygoms zondo galvutéje. Tai normalu. Siekiant
geriausiy rezultaty, bazinj jrenginj rekomenduojama jjungti bent 15 minuciy pries atliekant pirmuosius
matavimus. Be to, retkarciais patariama, kad operatorius i$ naujo nustatyty matavimo pradine linijg,
laikydamas zondo galvute bent pusés metro atstumu nuo metaliniy ar magnetiniy objekty ir dar kartg
paspausdamas balanso mygtuka. Arba, kadangi korpusas yra silpnai dielektrinis, vartotojui gali bati

naudinga subalansuoti jrenginj, kol
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zondas lieciasi su kanu. Dél to bus generuojamas teigiamas signalas, kai zondas bus iStrauktas i$ kano, taciau
bus pranaSesnis uzZ tai, kad jis grjs j arti nulio, kai jis vél lie€iasi su kanu.

Tada Sentimag® yra paruostas naudoti.

Operatorius gali reguliuoti garsinio signalo garsumg sukdamas garsumo rankenéle, pazyméta

Operatorius taip pat gali reguliuoti zondo jautrumo lygj tarp trijy iS anksto nustatyty lygiy, sukdamas jautrumo

rankenéle, paZzymétg . Tai iSmatuotam signalui pritaiko mastelio koeficientg, kad 2 nustatyme rodomas signalas
baty dvigubai didesnis uz 1 nustatyme rodoma signala. 3 nustatyme rodomas signalas yra du kartus didesnis
nei 2 nustatyme ir keturis kartus didesnis nei 1 nustatyme. iS esmés priklauso nuo operatoriaus pasirinkimo,
kuris jautrumo nustatymas naudojamas, taciau jei signalas maZzas, 3 nustatymas gali duoti geresniy rezultaty, o
jei signalas didelis, pirmenybé gali bati teikiama 1 nustatymui, kad baty iSvengta ekrano ribos perkrovos.



8. Idiegimas ir pagrindinés operacijos
8.1 Prietaiso apraSymas

Pagrindinis blokas (vaizdas i$ priekio) turi Sias iSorines funkcijas:

Sentlil

I =—s

Ay~
o @ e

v SMP2 COMPATIBLE

1 pav.: Sentimag® pagrindinis jrenginys - vaizdas i3 priekio

1 Skystujy kristaly ekranas 5 Jautrumo nustatymo rankenélé

2 Garsumo rankenélé 6 Sesiy kontakty, pazymeéta spalva (balta), zondo
surinkimo prievadas

3 Balanso mygtukas 7 AStuoniy kontakty, spalvotas (juodas), zondo
surinkimo prievadas

4 Kojinio jungiklio prievadas



Pagrindinis blokas (vaizdas i$ galo) turi Sias iSorines funkcijas:

2 pav.: Sentimag® pagrindinis blokas - vaizdas i$ galo

1 Imontuota rankena neSiojimui 4 Garsiakalbio grotelés

T . . . . . 5 Maitinimo jjungimo/iSjungimo
2 Unikali modelio identifikavimo etiketé jungiklis

3 Maitinimo jvado lizdas

Daugiau informacijos apie tai, kaip prijungti pagrindinj jrenginj prie maitinimo kabelio, zondo mazgo
ir kojinio jungiklio, rasite atitinkamai 8.4, 8.7 ir 8.9 skyriuose.



Zondas turi Sias funkcijas:

NS

H

3 pav.: Sentimag® zondo mazgas

Sesiy kontakty pagrindinio bloko jungtis - spalva pazyméta

1 zondo galvuté 3
baltu plastikiniu Ziedu

AStuoniy kontakty pagrindinio bloko jungtis - spalva pazymeéta

2 Lankstus kabelis 4
juodu plastikiniu Ziedu

ATKREIPKITE DEMES]

Kartkartémis Endomagnetics Ltd ketina pateikti naujy arba specialiai pritaikyty zondo rinkiniy, skirty
naudoti kartu su pateiktu pagrindiniu jrenginiu, jsigyti. Jei turite tokj specialy zondo rinkinj, jis gali
atrodyti kitaip nei pavaizduotas 3 paveiksle. Taciau pagrindiniai zondo galvutés, lankstaus kabelio

ir spalvoty (juodai balty) jung€iy elementai isliks

tas pats.
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Kojinio jungiklio mazgas turi Sias funkcijas:

<N

1
4 pav.: Sentimag® kojinio jungiklio mazgas
1 Koja Valdomas Jung|kl|s 3 Pagl’indinio blokOjungtiS/VOituvaS
2 Lanksti oro Zarna

8.2 Transportavimas ir sandéliavimas

Kai instrumentas perkeliamas i3 vienos vietos j kitg, pirmiausia jsitikinkite, kad jis buvo tinkamai iSjungtas, kad

apsaugotumeéte vidinius mechanizmus. Zr. 2.6 skyriy
dél detaliy.

Kad bty iSvengta galimos Zalos transportavimo metu, instrumentas turi bati saugiai supakuotas, o visi priedai
turi bati laikomi pridedamoje priedy dézutéje.

’% ISPEJIMAS: Prie$ perkeldami arba transportuodami prietaisa, maitinimo adapterj ir visus iSorinius jrenginius
ar kabelius, visada jsitikinkite, kad juose néra potencialiai pavojingy ar infekciniy medziagy. Rekomenduojama
nukenksminimo proceddra rasite 5.1 skyriuje.
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8.3 Diegimas
Naudojimo metu Sentimag® pagrindinis blokas turi bati pastatytas ant stabilaus (be vibracijos) ir

lygaus darbinio pavirSiaus, idealiai apsaugotoje nuo tiesioginiy saulés spinduliy. Naudojimo aplinkai
apribojimus Zr. 16 skyriuje.

8.4 Prietaiso maitinimas

Prietaisas maitinamas iS standartinio maitinimo tinklo.

Kai maitinimas iSjungtas iS sieninio maitinimo lizdo, jkiSkite maitinimo laido kiStukg j maitinimo jvesties
lizdg pagrindinio jrenginio gale (Zr. 2 pav.).

& ISPEJIMAS: Prie3 jkisdami arba isimdami i3 prietaiso maitinimo jungtj, visada isjunkite maitinimg i$
maitinimo lizdo.

& ISPEJIMAS: Nenaudokite, jei maitinimo kabelis, zondas / zondo kabelis arba pagrindinis blokas yra
paZeisti.

IkisSkite kiStukg j maitinimo lizda ir jjunkite maitinima iS sieninio lizdo.
8.5 Prietaiso jjungimas

Norédami jjungti instrumentg, pagrindinio jrenginio gale esantj svirties jungiklj paspauskite is ,0"
padéties j 1" padétj (2 pav., funkcija @),
8.6 Prietaiso iSjungimas

Norédami iSjungti instrumenta, paspauskite svirties jungiklj, esantj pagrindinio jrenginio gale, iS ,1“
padeties j 0" padet;j.

IStraukite kiStuka nuo maitinimo Saltinio ir prietaisg galite saugiai transportuoti.

& ISPEJIMAS: Visada i3junkite instrumentg pries fizidkai jj perkeldami arba atjungdami maitinima.

12



8.7 Zondo laikiklio prijungimas 1.2.6. Rankinio jutiklio laikiklis

Zondo laikiklis jsukamas j Sentimag® jrenginio pagrindg, kaip parodyta 6a paveiksle.
Laikiklj galima reguliuoti taip, kad jis baty laikomas kairéje arba desSinéje sistemos puséje,
kaip to reikalauja naudotojas. Saugiai pritvirtintas zondas bus laikomas vertikalioje
padétyje (6b pav.).

6 pav.: a) zondo laikiklio prijungimas ir b) zondo laikiklio naudojimas.

8.8 Zondo mazgo prijungimas

Norint atlikti matavimus naudojant Sentimag® , zondo mazgas turi bati prijungtas prie
pagrindinio bloko, kaip parodyta 7 paveiksle. Tai pasiekiama jkiSant dvi zondo mazgo

jungtis (3 pav., ) j atitinkamas ilifdin@miginkanmi)jdmm@otpﬁé)mdpsimngaasiprie§

jjungiant pagrindinj jrengin;.

13
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b, COMPAT g &

< b. AStuoniy kontakty jungtis - A
a. SeSiy kontakty jungtis su i a = Hung c. Teisingas sujungimas -
su juodu Ziedu yra

baltu Ziedu yra prijungta prie N o nuo baltos iki baltos ir nuo
prijungta prie prievado su juodos ki juodos

prievado su baltu apvadu juodu apvadu

7 pav.: Zondo mazgo prijungimas
j pagrindinj bloka

SVARBU: Kad prietaisas veikty tinkamai, SeSiy kontakty jungtis su baltu plastikiniu Ziedu (3 pav., ) turi bati jkiSta
SeSiy kontakty prievadg su =n vadlat{ flpshas ), @sasomin kpkdakalsqorjevadpssuj juonths ppastikin(s gaadas KBabavenu

atveju mazos tacinés rodyklés yra zondo virSuje ir turi sutapti su Zymeémis ant prievado. 4

[7]

& ISPEJIMAS: Jungtys suprojektuotos taip, kad jy nebaty galima jkisti j netinkamus lizdus arba netinkamai
nukreipta j tinkamus lizdus. Taciau, jei naudojama per didelé jéga, gali atsirasti pazeidimy.

A ISPEJIMAS: prie$ naudojimg zondo mazgas turi bati jdétas j naujg vienkartinj sterily apvalkalg. Bakite ypa¢
atsargas, kad nenumestuméte zondo dedant ir nuimant sterily apvalkala.

SVARBU

Zondas yra trapus. Bukite ypac atsargas, kad nenumestuméte ir nepaZzeistuméte zondo.

8.9 Pasirenkama: kojinio jungiklio prijungimas

Norint naudoti Sentimag®, kojinio jungiklio komplekto montuoti nebdtina, taciau operatoriui gali bati patogu
jjungti balanso funkcijg naudojant pridedama kojinj jungiklj.

SVARBU: Kojinis jungiklis veikia per oro slégio jungiklj pagrindiniame jrenginyje ir jis turi bati tinkamai sumontuotas,
kad tinkamai veikty. Tam reikia, kad tarp kojinio jungiklio jungties / voztuvo (4 pav., ) ir pagrindinio jrenginio kojinio
jungiklio prievado (1 pav., ) nebaty oro nuotékio.

[4]
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a. Pagrindinio jrenginio b. Paspauskite metalinj c. Teisingas sujungimas

kojinio jungiklio prievado spaustuka ir jkiSkite - jis turety ,spragteleti”
vaizdas i3 arti jungtj / voztuva j vieta

8 pav.: Kojinio jungiklio mazgo prijungimas
j pagrindinj bloka

Norédami jkiSti jungtj / voztuvg j prievadg, pirmiausia paspauskite metalinj spaustuka ant prievado
(zr. 8b pav.), tada jstumkite jungtj / voztuvg j viet. Kai jungtis/voZztuvas jstumiamas j vieta, gali
pasigirsti garsinis spragteléjimas.

9. Sentimag® naudojimas

SVARBU

Sentimag® skirtas naudoti tinkamos kvalifikacijos, apmokytiems ir jgaliotiems
chirurgams ir (arba) operacinés personalui. ,Endomagnetics Ltd” neprisiima atsakomybés
uz galimg netinkamg ,.Sentimag® “ naudojimg arba uz netinkamos kvalifikacijos
personalo naudojima.

9.1 Zondo prijungimas

Prie$ naudojant Sentimag® zondo mazgas turi bati tinkamai prijungtas. Jei bet kuriuo metu
pagrindinio jrenginio LCD ekrane rodomas Sis simbolis:

g

7

zondo mazgas turi bati prijungtas. Instrukcijas, kaip tai padaryti, rasite 2.8 skyriuje.

Zondas turi bati prijungtas pries jjungiant pagrindinj jrenginj.

9.2 Balansavimo funkcija 1.2.3. Veikimo principas

konkrecias paties prietaiso ir aplinkos, kurioje jis yra, salygas.
15
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Norédami subalansuoti pagrindinj jrenginj, operatorius turi paspausti mygtukg, pazymeéta:

ant pagrindinio jrenginio (zr. 1 pa\ELLrba, jei naudojamas kojinio jungiklio mazgas (Zr. 9.3
skyriy), nuspauskite kojinj jungiklj.

Tada pagrindinis jrenginys atliks balanso funkcijg. Tada LCD ekranas pasikeis, kad baty
rodoma seka, kurioje svarstykliy simbolis sukasi pirmyn ir atgal:

i (S A

MaZdaug po penkiy sekundZiy svarstykliy simbolis nustos sidbuoti ir isliks nejudantis
mazdaug dvi sekundes. Tada ekranas pasikeis j panasy j $j:

Vsl >

9 pav. Ekranas ,Paruostas naudoti“.

nurodant, kad Sentimag® yra paruostas naudoti. Po pavykusios balansavimo
proceddros skaitiné verté rodoma ekrane yra artima nuliui.

1.2.3. Veikimo principas

16
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SVARBU

Siekiant geriausiy rezultaty, zondo galvute turi bati dedama arba laikoma bent pusés metro
atstumu nuo bet kokiy metaliniy ar magnetiniy objekty balansavimo proceso metu. Taip
siekiama iSvengti neteisingo balanso tasko, dél kurio vélesni matavimai gali tapti nepatikimi.

Arba, kadangi korpusas yra silpnai dielektrinis, vartotojui gali bati naudinga subalansuoti jrenginj,
kol zondas lieiasi su ktinu. Dél to bus generuojamas teigiamas signalas, kai zondas bus
iStrauktas iS kano, taciau bus pranaSesnis uz tai, kad jis grjs j arti nulio, kai jis vel lieCiasi su kanu.

9.3 Kojinio jungiklio naudojimas

Norédami valdyti balanso funkcija, operatorius gali pasirinkti jdiegti ir naudoti pasirenkama kojinio jungiklio bloka

(4 pav.) vietoj pagrindinio jrenginio balansavimo mygtuko (1 pav., ).

I8skleisdami kojinio jungiklio blokg, reikia pasirapinti, kad koja valdomas jungiklis (4 pav., ) baty lygiai ant grindy ir
kad oras praeity per lankscig oro Zarng (4 pav.,

) jokiu badu néra uzblokuotas.

9.4 Kada naudoti balanso funkcijg

Yra du kartus, kai vartotojas Zinos, kad balanso funkcija reikalinga arba pageidautina.

Pirmasis yra tada, kai pagrindinio jrenginio LCD ekrane rodomas Sis (stacionarus) simbolis:

Tokiu atveju reikalinga balanso funkcija ir Sentimag® negalima naudoti tol, kol nebus atlikta balanso funkcija.

Antrasis - kai vartotojas pastebi, kad paruoStame naudoti ekrane rodomas skaicius (kaip parodyta 9 paveiksle)
gerokai nukrypo nuo ankstesnio lygio. Toks rodomo skaiciaus ir susijusio pagrindinio jrenginio skleidziamo garso
tono pokytis arba poslinkis (Zr. 9.5 skyriy) yra normalus ir yra salygy, tokiy kaip zondo galvutés Siluminé aplinka,
pasikeitimas. Siuo atveju balanso funkcijos naudojimas néra privalomas, o asmeninis pasirinkimas, ar tai daryti, ar
ne. Pastaba
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kad bet koks signalas vis tiek bus matomas dreifo virSuje ir bus pastebimas pasikeitus garsiniam tonui.

9.5 Garsiakalbio naudojimas

Baziniame bloke yra elektroninés grandinés ir loginis procesorius, kuris klausinéja iS zondo gaunama
signalg ir pavercia jj skaitmeniniu signalu, rodomu LCD ekrane (kaip apraSyta auksciau), ir analoginiu
signalu, kuris perduodamas j garsiakalbj, sumontuota. po pagrindinio bloko rankena (Zr. 2 pav., ).

Garsinio signalo aukstis (daznis) tampa didesnis arba maZesnis kaip Sentimag®

zondo galvuté nukreipiama link limfmazgio, kuriame yra Magtrace® magnetinis zymeklis, arba pazeidimo /
limfmazgio, kuriame yra Magseed® magnetinis Zymeklis, arba nuo jo . Sis auks¢io pokytis atspindi LCD
ekrane rodomo skaitmeninio signalo pokycius, o operatorius gali jj naudoti kartu su skaitmeniniu ekranu
arba vietoj jo, siekdamas aptikti ir nustatyti magnetines medZiagas.

Operatorius gali reguliuoti garsinio signalo garsuma sukdamas pagrindinio jrenginio garsiakalbio

garsumo rankenéle (1 pav., ). VisiSkai pumidzdmmétqFpﬂgafs'sddihiocjmmdwdl@[galmakeIbisstrosloma Si
informacija:

Sukant rankenéle iki galo pagal laikrodZio rodykle, garsiakalbio garsumas bus padidintas. Tada LCD
ekrane bus rodoma Si informacija:

PASTABA: pakeitus garsiakalbio garsuma, iSvesties aukStis (daZnis) ar zondo jautrumas nepasikeicia.

9.6 Prietaiso jautrumo nustatymo keitimas

Operatorius gali reguliuoti Sentimag® instrumento jautrumo lygj tarp trijy i$ anksto nustatyty lygiy

~

sukdamas pagrindinio jrenginio jautrumo nustatymo rankenéle (1 pav. 5

Tai iSmatuotam signalui pritaiko mastelio koeficientg, kad 2 nustatyme rodomas signalas baty dvigubai
didesnis uz 1 nustatyme rodoma signala. 3 nustatyme rodomas signalas yra du kartus didesnis nei 2
nustatyme ir keturis kartus didesnis nei 1 nustatyme. i§ esmés priklauso nuo operatoriaus pasirinkimo,
koks jautrumo nustatymas naudojamas, taciau jei signalas yra



mazas 3 nustatymas gali duoti geresniy rezultaty, o jei signalas yra didelis, pirmenybé gali bati teikiama 1
nustatymui, kad baty iSvengta ekrano ribos perkrovos.

Skirtingi nustatymo lygiai paruoStame naudoti ekrane rodomi juostelémis:

1 nustatymas 2 nustatymas 3 nustatymas

9.7 Pervirsio diapazono signalai

Kartais, jei Sentimag® priartinamas prie ypac didelio signalo Saltinio, pvz., didelés magnetinio metalo masés,
pagrindiniame bloke rodomas skaitmeninis signalas uzregistruos 9999:

ir pradés mirkséti. Tai rodo, kad signalas yra per didelis, kad pagrindinis jrenginys galéty susidoroti su juo.
Operatorius turéty arba (1) perkelti zondga toliau nuo didelio signalo Saltinio arba (2) pakeisti j Zemesnj
jautrumo lygj (Zr. 3.6 skyriy). Atkreipkite démesj, kad didelio juodyjy metaly signalo Saltinio signalas bus
GELTONAS 9999, o didelio spalvotyjy metaly signalo - RAUDONAS 9999.

Atkreipkite démesj, kad kai jrenginys rodo diapazono virsijimo signalg, garsas automatiSkai nutildomas po
vienos sekundés.

9.8 Signaly diskriminacija

Sentimag® skirtas naudoti patvirtintoms magnetinéms atsekamosioms medziagoms, pvz., Magtrace® arba
Magseed® (parduodama atskirai Endomagnetics Ltd.), aptikti, kurios, patekusios j kiing, sukelia didel;
magnetinio Zyméjimo signala.

Taciau Sentimag® yra labai jautrus instrumentas, galintis aptikti ir kitas medZiagas, jskaitant metalines ir

diamagnetines, kurios gali duoti signalus, kurie gali apsunkinti tam tikro limfmazgio aptikima.

Kai kuriais atvejais, pvz., naudojant nuolatinius magnetus ar dideles metalines konstrukcijas, priartéjus zondo
virsanei (pvz., keliy milimetry atstumu), bus stebimas Sentimag® signalas, virsijantis diapazona. Kitais atvejais,
pavyzdZiui, su tolimesniais metaliniais objektais arba
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kai zondo antgalis glaudZiai lieCiasi su diamagnetiniais objektais, tokiais kaip Zmogaus ranka
ar kdinas, Sentimag® bazinis blokas pateiks jspéjamajj signalg :

RAUDONAS EKRANAS - NUOSTATUS TONAS

Kai Sentimag® pagrindinio jrenginio skystyjy kristaly ekrane rodomi skaiciai
yra RAUDONOS, o ne GELTONOS, o garsinis signalas yra Zemas pastovus tonas,
0 ne jvairaus aukscio tonas, tai reiSkia, kad yra pasalinio arba foninio signalo

Saltinio.

PASTABA: tai gali jvykti kaip jprasta mazgo aptikimo proceso dalis: pvz., kai operatorius
patikrina mazgo vietg, pirmiausia uzdédamas zondo galiukg ant jtariamo mazgo, ieSko
GELTONO kintamo aukscio signalo, tada jj jdeda. virS audinio, kuriame néra mazgo,
tikédamiesi rasti RAUDONA pastovaus aukscio signala.

Taciau kai kuriais atvejais tai gali bati paini problema, pavyzdZziui, jei zondas buvo naudojamas
arti metaliniy jtraukikliy, spaustuvy ar skalpeliy.

Todeél, siekiant geriausiy rezultaty, rekomenduojama kiek jmanoma pasalinti visus pasalinius
metalinius ir (arba) magnetinius objektus i$ Salia Sentimag®.

zondas naudojimo metu.

SVARBU

Norédami gauti geriausius rezultatus, bdkite atsargts naudodami prietaisg
Salia paSaliniy metaliniy ir (arba) magnetiniy objektuy, nes jie gali generuoti
klaidinancius signalus.

Tai apima kai kurias, bet ne visas, implantuojamas pagamintas medziagas, pvz., dirbtinius
sgnarius, galQnes, protezus, spaustukus ar stentus; taip pat kai kurie, bet ne visi, pagalbiniai
objektai ir jrankiai, su kuriais galima susidurti operacinés aplinkoje, pvz., jtraukikliai,
spaustukai, skalpeliai, sustiprinti trachéjos vamzdeliai ir teatro stalai.

Jei kyla abejoniy, prieS pradédamas klinikinj sprendima, ar Sentimag® reikia naudoti,
vartotojas, prieS pradédamas naudoti Sentimag®, turi atlikti operacinés aplinkos jvertinimg
vietoje ir atkreipti démesj j visas konkrecias vietas ar atvejus, kai yra galimai klaidinanciy
signaly. .

PASTABA: Chirurginiy instrumenty atveju beveik visais atvejais galima rasti nemagnetinj arba
alternatyvy instrumentg ar metodga. Konkreciai pacientui implantuoty medZiagy atveju tokios
alternatyvos gali nebati, todél asmuo gali bati nejtrauktas.

9.9 Sentinel limfmazgiy aptikimas arba Magseed® audiniy Zymeny aptikimas

Numatytas ,Sentimag®" naudojimas yra priemoné, padedanti tinkamai kvalifikuotiems ir
apmokytiems chirurgams ir (arba) operacinés personalui aptikti ir nustatyti sarginius limfmazgius
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véziu sergantiems pacientams (naudojant Magtrace® arba Magseed®) arba nustatyti magnetin;j
Magseed® audiniy Zymeklj, kuris buvo jdétas j kratj. Uz tokiy darbuotojy mokyma, kaip naudoti

Sentimag® klinikiniais ir (arba) chirurginiais tikslais, atsako institucijos, atsakingos uz operacine /
klinikg, kurioje atliekama procedara.

~Endomagnetics Ltd" neprisiima atsakomybés uz galimg netinkamga ,Sentimag® “ naudojimg arba uz
netinkamos kvalifikacijos personalo naudojima.

10. Operatoriaus priezidra

Sentimag® nereikalauja jokios specialios jprastinés operatoriaus ar techninés priezitros
inZinieriaus prieZidros, taCiau pries naudojant jj reikia patikrinti, ar néra paZeidimo pozymiy. Jei
prietaisas yra paZeistas, netikétai veikia arba pradeda veikti, nustokite naudoti jrenginj ir prie$
vél naudodami jsitikinkite, kad jis buvo sutvarkytas.

Sentimag® papildomai tiekiamas su jautrumo testo ,fantomas” (10a pav.), kurj galima naudoti
periodiSkai patikrinti, ar nepablogéjo sistemos veikimas. Fantomas sukurtas taip, kad tilpty ant
pateikto zondo tipo.

Yra du naSumo patikrinimo badai. Pirmiausia prijunkite ir leiskite jrenginiui susilti bent 15
minuciy prieS tesdami, kaip apraSyta 9 skyriuje, tada

nustatykite jautrumo nustatymg j 3.

1 badas: subalansuokite jrenginj, kol zondas laikomas atokiai nuo bet kokiy magnetiniy 3altiniy,
tada greitai uzdekite fantomga ant zondo virSaus (10b pav.).

2 badas: uzdékite fantoma ant zondo virSaus, subalansuokite jrenginj ir greitai nuimkite fantoma.

Fantomo iS anksto jraSyta mazdaug 300 skaiciy verté, atspausdinta etiketéje. Sentimag® sistema
turi rodyti panaSig reikSme kaip £10%, naudojant bet kurj metoda.

1 metodas parodys rodmenis, kai ekrano skaiCius bus geltonas, o 2 metodas parodys rodmenis,
kai ekrano skaicius bus raudonas. Irasykite reikSme, kurig Sentimag®

pasiekia ir palyginkite tai su basimais rodmenimis. Jei periodiSkai tikrinant pastebimas
reikSmingas skirtumas, kreipkités pagalbos j vietinj platintoja.

Sistema rekomenduojama tikrinti su fantomu kas 12 meénesiy arba kiekvieng kartg, kai jtariama,
kad zondas galéjo pazeisti.

a) b)
10 paveikslas: (a) Jautrumo fantomas ir (b) Fantomas, naudojamas su Gen 2 zondu.
PASTABA: Isitikinkite, kad su zondu naudojamas tinkamo tipo jautrumo tikrinimo fantomas.

Fantomas sukurtas taip, kad tvirtai priglusty prie zondo galo. Nedékite zondo ant fantomo, nes
jis gali nukristi.
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Irenginio elektros sauga turi bati patikrinta pagal jasy jmonés saugos politika ir bet kuriuo atveju bent
kartg per metus.

11. Prietaiso valymas ir dezinfekavimas
11.1 Prietaiso valymas

& ISPEJIMAS: prie$ naudojant zondo agregatg reikia jdéti j naujg teisétai parduodama vienkartinj
sterily apvalkalg. Panaudoje, nuimkite apvalkalg ir iSmeskite kaip biologinj pavojy pagal vietine infekcijy
kontroles politika.

11.1.1 Sentimag® pagrindinis blokas ir kojinis jungiklis

Sentimag® pagrindinj blokg, maitinimo laidg ir kojinj jungiklj rekomenduojama nuvalyti pries pat
naudojimg ir iSkart po jo. Naudokite tik legaliai parduodamas valymo servetéles ir valymo tirpalus,
skirtas medicinos prietaisams ir nurodytas kaip tinkamas plastikams. Valymas turi bati atliekamas pagal
gamintojo instrukcijas ir standartines ligoninés proceddras. Laikykités visy saugos nurodymuy.

1. Atjunkite zondo agregatg ir kojinj jungiklj nuo Sentimag® pagrindinio jrenginio.

2. ISvalykite Sentimag® pagrindinio jrenginio ir kojinio jungiklio iSorinius pavirSius, naudodami
valymo servetéle arba nepikuota Sluoste, lengvai sudrékintg Svelniu vandens pagrindu
pagamintu plovikliu, vadovaudamiesi gamintojo instrukcijomis.

3. Vizualiai apzidrékite visus nuvalytus pavirSius, ar néra uzterSimo pozymiy. Jei uzterSimas vis dar
yra, valyma kartokite tol, kol neliks likuciy.
Jei reikia, reikia naudoti papildomas servetéles.

4. I8dZiovinkite arba leiskite iSdZiati pagal valymo gamintojo instrukcijas.

"ﬁ\ ISPEJIMAS: Jei pagrindinis blokas, maitinimo kabelis arba kojinis jungiklis galéjo liestis su biologiniais
pavojais, juos BUTINA iSvalyti laikantis 5.1.1 skirsnyje aprasytos procedaros.

& ISPEJIMAS: nenaudokite gryny tirpikliy ar kity stipriy valymo tirpaly, nes tai gali bati
atakuoti ir deformuoti sistemos plastikinius komponentus ir pabloginti jos veikima.

& ISPEJIMAS: Niekada nevalykite instrumento ar zondo per drégna 3luoste arba neplaukite po
tekanciu vandeniu. Saugokite, kad drégmé nepatekty j jungtis ir angas. Niekada nemerkite centrinés
apykaklés arba zondo rankenos j valymo ar dezinfekavimo tirpala.

11.1.2 Sentimag® zondo mazgas ir kabelis
Sentimag® uzdétg zondo agregatg (jskaitant kabelj) BUTINA iSvalyti tiek pries pat, tiek i3 karto po
naudojimo. Naudokite tik legaliai parduodamas valymo servetéles ir valymo tirpalus, skirtas medicinos

prietaisams ir nurodytas kaip tinkamas plastikams; pavyzdZiui, 70 % alkoholio pagrindu pagamintos
fermentinés ir ketvirtinés amonio druskos.
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Valymas turi bati atliekamas pagal gamintojo instrukcijas ir standartines ligoninés procedaras. Laikykités visy
saugos nurodymuy.

1. ISvalykite Sentimag® zondo agregato ir kabelio iSorinius pavirSius, naudodami valymo servetéles arba
Sluoste be pikeliy, lengvai sudrékintg 70 % alkoholiu, fermentinémis arba ketvirtinémis amonio

druskomis, vadovaudamiesi gamintojo instrukcijomis.

2. Vizualiai apzidrékite visus nuvalytus pavirSius, ar néra uzterSimo pozZymiy. Jei uzterSimas vis dar yra,
valyma kartokite tol, kol neliks likuciy.

Jei reikia, reikia naudoti papildomas servetéles.
3. Nuplaukite nuvalydami nepakuotu skuduréliu, lengvai sudrékintu distiliuotu vandeniu.

4. Nusausinkite nepakuotu skuduréliu arba leiskite iSdziati, kaip valant
gamintojy instrukcijas.

& ISPEJIMAS: Nuimamas zondas netinka autoklavui apdoroti arba dezinfekuoti formaldehidu, nes bet kuris i3
Siy veiksmy gali rimtai sugadinti zonda.
Nuimamg zondg apdorojus autoklave arba formaldehidu, jo garantija nebegalios.

11.2 Auksto lygio zondo galvutés dezinfekcija

Siekiant palengvinti auksto lygio dezinfekcijg, zondo galvuté buvo sukurta kaip vienas PEEK-CLASSIX plastiko
gabalas, kuris tesiasi 11 cm nuo zondo rankenos. Sentimag zondas netinka sterilizavimo technikoms.

Auksto lygio zondo galvutes dezinfekcijai naudokite legaliai parduodamg medicininj, mazai putojantj 2,4 %
glutaraldehido tirpala. Laikykités gamintojo pateikty nurodymy dél koncentracijos, temperatdros, kontakto laiko
ir galiojimo datos.

Laikykites visy saugos nurodymuy. Uztikrinkite, kad tirpalo stiprumas ir sglycio trukme atitikty numatytg klinikinj
prietaiso naudojima. UZtikrinkite, kad dezinfekavimo tirpalas nepatekty j zondg, jsitikindami, kad centriné juoda
apykaklé ir zondo rankena néra panardinti.

1. Panardinkite zondo galvute j dezinfekavimo tirpala, kaip parodyta 11 paveiksle.

Zonda galima panardinti iki 1 cm nuo juodos apykaklés ir zondo rankenos.

2. Svelniai papurtykite arba pasukite zondo galvute dezinfekuojanciame tirpale, bakite atsargas, kad
dezinfekavimo tirpalas nepaliesty juodos apykaklés ir zondo rankenos. Jei reikia, nuvalykite zondo

galvute Svaria, pakuota Sluoste, nuvalykite nuo zondo rankenos distalinio galo link.

3. ISskalaukite zondo galvute, pripildydami baseing sterilaus vandens, panardinkite zondo galvute j tg patj
gylj kaip ir anks¢iau ir ne daugiau kaip 1 cm atstumu nuo centrinés juodos apykaklés. Svelniai pasukiokite
30 sekundZiy ir nuvalykite nepakuotu skuduréliu, batinai nuvalydami nuo zondo rankenos ir juodos
centrinés apykaklés iki distalinio galo. Arba vadovaukités dezinfekavimo priemonés gamintojo skalavimo

instrukcijomis

4. Nuvalykite zondo galvute sausa sterilia marle/Svariu skuduréliu be pakeliy.
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5. Isitikinkite, kad zondas yra sausas, ir patikrinkite, ar néra pazeidimy, pvz., jtrakimy ar skilimy.
Jei pazeidimas yra akivaizdus, nustokite naudoti ir susisiekite su ,Sentimag” tiekéjo vietiniu
atstovu.

Nepanardinti zemiau
juodos linijos

11 pav.: zondo galvutés panardinimas j dezinfekavimo tirpala
11.3. Zondo sterilizavimas

Sentimag® zondo mazgas patvirtintas sterilizavimui STERRAD
100S ir TO0ONX sistemos:

STERRAD ciklas Ciklas
STERRAD 100S Trumpas
STERRAD 100S llaas
STERRAD 100NX Standartinis
STERRAD 100NX Express

Bandymai buvo atlikti pagal rekomenduojamus vertinimus, iSvardytus ISO 17664 (2017), AAMI TIR30
(2011) ir Gairése pramonei ir FDA darbuotojams.

Medicinos prietaisy apdorojimas / pakartotinis apdorojimas sveikatos priezidros nustatymuose: patvirtinimo
metodai ir zenklinimas (2015).

Instrukcijas rasite STERRAD sistemos naudotojo vadove.
ISPEJIMAS: prie$ naudojant zondo agregatg reikia jdéti j nauja teisétai

parduodama vienkartinj sterily apvalkalg. Panaudoje, nuimkite apvalkalg ir
iSmeskite kaip biologinj pavojy pagal vietine infekcijy kontrolés politika.
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12. Gedimy Salinimas

Jei prietaisas neveikia tinkamai, iSbandykite Siuos sprendimus:

« ISjunkite maitinima, palaukite deSimt sekundZiy, jjunkite maitinima.

+ Patikrinkite elementus, nurodytus 12.1 skyriuje (Trik&iy Salinimo patarimai) ir 12.2 skyriuje (Prietaiso
klaidy kodai).

* Norédami gauti daugiau pagalbos, kreipkités j vietinj platintoja.

ISPEJIMAS: Jei maZzai tikétina, kad zondas jkaisty, Sentimag® sistemos naudojimas
turi bati nutrauktas ir jrenginys iSsiystas techninei priezidrai.

12.1 Trik€iy Salinimo patarimai
Toliau pateikiamas simptomy sgrasas ir pasitlymai, kaip pabandyti iSspresti problema.
Ekranas nedega

« Patikrinkite, ar maitinimo laidas iki galo jkiStas j pagrindinj jrenginj.

« Patikrinkite, ar jjungtas jrenginio galinéje dalyje esantis jungiklis.

« Patikrinkite, ar jjungtas maitinimo lizdo jungiklis.

* Prijunkite jrenginj prie kito maitinimo lizdo (tokio, kuris Zinomas veikiantis).

+ Paprasykite techniko patikrinti saugiklius.

Rodomas klaidos simbolis

* Atkreipkite démesj j klaidos kodg: aiSkinimo ieSkokite toliau pateiktame skyriuje Prietaiso klaidy kodai.

« ISjunkite maitinima, palaukite deSimt sekundZiy, jjunkite maitinima.
Ekranas nesikeicia
* ISjunkite maitinima, palaukite deSimt sekundziy, jjunkite maitinima.

Rodomas simbolis ,Zondas neprijungtas"”.

”

7
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* Patikrinkite, ar abi zondo jungtys iki galo jdétos j tinkamus lizdus.
* Atjunkite zonda, patikrinkite, ar jungtys neuZterstos ar nepaZzeistos, vél prijunkite zonda.
+ Pakeiskite zonda atsarginiu (jei yra).

Kojinis jungiklis neveikia

* Patikrinkite, ar oro Zarnos jungtis iki galo jdéta ir uZfiksuota.

« Patikrinkite, ar nepaZeistas kojinis jungiklis (ar néra oro nuotékio?).

« Patikrinkite plastikinj vamzdelj (ar jis sulankstytas ar sutraiSkytas?).

+ Pabandykite paspausti pagrindinio jrenginio mygtuka, kad atliktuméte balanso funkcija.

* Pakeiskite kojinj jungiklj atsarginiu.

Rodomas simbolis ,,Nepavyko subalansuoti*.

* Dar kartg subalansuokite, zondg laikykite atokiai nuo bet kokiy magnetiniy ar elektrai laidziy objekty.

* Atjunkite zonda, patikrinkite, ar jungtys neuZterstos ar nepaZzeistos, vél prijunkite zonda.
* Pakeiskite zondg atsarginiu (jei yra).

« ISjunkite jrenginio maitinima, palaukite deSimt sekundziy ir vel jjunkite.
Nereaguoja j magnetinius objektus

« Patikrinkite, ar nepaZzeisti zondas ir jungtys.
* Pakeiskite zondg atsarginiu.
12.2 Prietaiso klaidy kodai

Paleidziant ir normaliai veikiant prietaisas atlieka jvairias vidiniy komponenty savitikras. Jei aptinkama problema,
jranga nustoja veikti, o ekrane rodomas verZzliarakcio simbolis su klaidos numeriu:

Jei rodomas klaidos simbolis, iSjunkite maitinimg, palaukite deSimt sekundziy ir jjunkite maitinima.
Jei klaida vél rodoma, jranga turi bati iSsiysta taisyti. Deél pagalbos kreipkités j vietinj platintoja.

26



Klaidos kodas ReikSmé

1 Vidiné komunikacija (be atsakymo)

2 Vidiné komunikacija (nepaprasta)

3 Vidinis rySys (protokolo klaida)

4 Matavimo laikas

> Sugadinti nustatymai (paleidimas)

6 ,Flash" atmintis nepavyko atlikti saves patikrinimo (paleidimas)
7 Nepavyko atlikti RAM atminties savikontrolés (paleidimas)
8 Bendra apdorojimo klaida

9

Programiné jranga pakimba (mikrovaldiklis automatiSkai nustatomas i$ naujo)

Be to, jrenginys gali rodyti klaidy kodus nuo 51 iki 59. Pridedamas 5, nurodantis, kad ,crunch” mikrovaldiklis
sukelé klaida.

13. Priemoneés garantija ir grazinimas

Tiekéjas garantuoja, kad Sentimag®, jsigytas naujas, neturi medZiagy ir gamybos defekty, ir savo nuoZidra

pataisys arba pakeis bet kokj Sentimag®.
kad, naudojant tinkamomis sglygomis, yra tokiy defekty.

Pagal Sios garantijos salygas prekeé turi bati graZinta originalioje pakuotéje, iS anksto sumokéjus
transportavimg, kartu su pirkimo jrodymo kopija ir nukenksminimo sertifikatu (zr. 14 skyriy) vietiniam
platintojui.

"ﬁ\ ISPEJIMAS: Visi gaminiai turi bati nukenksminti prie$ gragZinant juos j originalig pakuote.

Susisiekite su vietiniu platintoju, kad gautuméte leidimg grazinti instrumenta, ir pridékite iSsamy
problemos aprasyma.

13.1 Garantijos trukmé

Si garantija pirminiam pirkéjui suteikiama vienerius metus nuo pirkimo datos.

Jokiu badu Endomagnetics Ltd nebus atsakinga uz netiesiogine, atsitiktine ar pasekmine zalg; pradinio
naudotojo teisés gynimo priemonés apsiriboja prietaiso taisymu arba pakeitimu gamintojo pasirinkimu.
13.2 Ypatinga iSimtis

Neteisétai pakeitus bet kurig ,Sentimag®" dalj arba naudojant ar prijungus bet kokig iSorine jranga, kurios
nepateiké ar nenurodé ,,Endomagnetics Ltd", Si garantija anuliuoja.

& ISPEJIMAS: Naudokite tik ,Endomagnetics Ltd.” tiekiamus priedus ir (arba) i$orinius jrenginius.
Naudojant bet kokius ne ,Endomagnetics Ltd.” tiekiamus priedus ir (arba) iSorinius jrenginius, garantija
negalios.
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14. Nukenksminimo sertifikatas
Endomagnetics Ltd gerbia savo klienty ir darbuotojy sveikatg ir sauga ir reikalauja, kad visi grazinami

gaminiai baty nukenksminti pagal 11 skyriuje apraSyta proceddra. Jei turite klausimy, susisiekite su
savo vietiniu atstovu.

& ISPEJIMAS: Niekada nevalykite instrumento ar zondo drégna 3luoste arba neplaukite
po tekanciu vandeniu. Saugokite, kad drégmé nepatekty j jungtis ir angas.

& ISPEJIMAS: nenaudokite tirpikliy ar kity stipriy valymo tirpaly, nes tai gali bati
atakuoti ir deformuoti instrumento plastikines dalis ir pabloginti jo veikima.
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14.1 Dezaktyvavimo deklaracija

Ligoninés
arba klinikos pavadinimas:

Adresas:

Prekés kodas:

Serijos numeris:

Grazinimo priezastis:

Toliau pazymékite atitinkama (-as) parinktj (-es):

0 Patvirtinu, kad nukenksminau gaminj, kaip nurodyta auksciau.

Naudota dezinfekavimo priemoné:

0 Patvirtinu, kad gaminys nebuvo paveiktas jokiomis cheminémis ar biologinémis medziagomis

medZiagy.
Pavadinimas: Vardas:
Parasas: Data:
Telefonas: El. pastas:

PASTABA: kartu su grgzinamu produktu pridékite Sios formos kopija.
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15. Terminy ir santrumpy zodynas

Balansas Elektronika pagrjsta proceddra, kurios metu pagrindinio bloko
Funkcija valdymo elektronika sureguliuojama taip, kad bity optimizuotas Sentimag®
aptikimas.

Pagrindinis blokas Sentimag® prietaiso pagrindiné valdymo elektronika, apdorojimas,
ekranas ir maitinimo blokas (zr. 1 ir 2 pav.).

Kojinis jungiklis Nuimamas oru valdomas jungiklis (Zr. 4 pav.), leidZiantis vartotojui valdyti
Surinkimas Sentimag® pagrindinio jrenginio balansavimo funkcijg nenaudojant ranky.
Ivertintas IPX4.

Prietaisas Endomagnetics Ltd Sentimag® instrumentas, kurj sudaro pagrindinis blokas,
zondo mazgas ir pasirenkamas kojinio jungiklio mazgas.
LCD skystujy kristaly ekranas.
OEM originalios jrangos gamintojas.

Zondas Taikomoji dalis, kurig sudaro nuimamas rankinis zondas, kabelis ir
Surinkimas jungtys (Zr. 3 pav.), kurias operatorius naudoja magnetinéms medZiagoms
aptikti ir nustatyti, judindamas jas link jy ir nuo jy bei stebédamas garso
signalo i$ pagrindo aukscio pasikeitima. ir (arba) pasikeitus skaitmeninio
signalo jo LCD ekrane.
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16. Techniné specifikacija

16.1 Bendrosios specifikacijos
Generolas

Prietaiso marké/modelis

Prietaiso matmenys (P x A x G)
Prietaiso svoris

Darbo temperataros diapazonas
Instrumentas

Zondas

Laikymo temperataros diapazonas
Transportavimo temperatdros diapazonas

Sandéliavimas ir transportavimas
santykinés dréegmés diapazonas

Prietaiso naudojimas
Sandéliavimas ir transportavimas

atmosferos slégio diapazonas

Prietaiso maitinimo Saltinis

Maitinimo laido jungtis

Maitinimo jtampa

Saugiklio tipas (ir jvertinimas)

Irankio detalés
Apsauga nuo elektros smagio
Taikoma daliy izoliacija
Apsaugos nuo patekimo reitingas

Veikimo riba
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Endomagnetics Ltd / Sentimag®

240 mm x 370 mm x 210 mm

3,8 kg (4,5 kg dékle)

18°C iki 32°C
18°C iki 39°C

0°C iki 40°C
-10°C iki 50°C

nuo 20% iki 80%

nekondensuojantis
Maziau nei 2000 metry

nuo 80 kPa iki 105 kPa

IEC 60320 C13

Nuo 110 V iki 230 V kintamosios srovés

50Hz iki 60Hz vardinis

T1AH 250V @5x20mm

(1 amperas)

I klasé Apsauginis jZeminimas

B tipas

IPX0 (neapsaugotas)

Daliy eksploatavimo laikas yra 5 metai



16.2 Veikimas ir tikslumas
Spektaklis
ISilgine kryptimi , ty lygiagreciai ilgajai zondo asiai, Sentimag® registruojamas signalas

mazéja mazdaug eksponentiskai, didéjant atstumui nuo zondo galo.

Skersine kryptimi, ty statmenai ilgajai zondo aSiai, zondo galo plokStumoje, Sentimag®
uzfiksuotas signalas mazéja panasiai kaip Gauso, atsizvelgiant j atstuma nuo zondo galo.

Tikslumas

Prietaisas kokybiSkai matuoja magnetinés medZiagos buvimg 3alia zondo.
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16.3 Magnetinio lauko charakteristikos

Gamta

Sentimag® yra magnetinis suskeptometras. Jis skirtas tiekti mazos amplitudés, laikui
bégant kintantj magnetinj lauka per rankinj zonda ir elektroniniu badu aptikti bet kokiy
magnetiniy medziagy buvimg 3alia zondo galvutés. Jis veikia pagal magnetinio jautrumo
principa, kai skirtingos medziagos skirtingai reaguoja j taikoma magnetinj lauka. KliniSkai
jvestos magnetinés atsekamosios medziagos, su kuriomis ketinama naudoti Sentimag®,
turi labai didelj magnetinj jautruma, keliomis eilémis didesnj nei, pvz., vandens ar Zmogaus
kano.

Tipas

Magnetinis laukas sukuriamas leidziant 10 kHz sinusoidiSkai kintamg srove per vielos
rite, sumontuotg zonde.

Intensyvumas

Modeliavimas rodo, kad didZiausias lauko intensyvumas bet kuriame zondo korpuso taske
bus ne didesnis kaip 372 pT.

Paskirstymas

Magnetinio lauko pasiskirstymas aplink zondo galvute yra tiesiSkai proporcingas signalo
erdviniam pokyciui, kaip nurodyta skyriuje Veikimas ir tikslumas.
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16.4 Elektromagnetinis atsparumas ir atskyrimas

Rekomendacijos ir gamintojo deklaracija -

Elektromagnetinés emisijos

Sentimag® skirtas naudoti toliau nurodytoje elektromagnetinéje aplinkoje. Klientas arba Sentimag®
naudotojas turi uztikrinti, kad jis bty naudojamas tokioje aplinkoje.

Emisijos testas Laikymasis Elektromagnetiné aplinka - rekomendacijos
RF soindulivota Sentimag® naudoja RD energija tik savo vidinéms
spinduliuote _ funkcijoms. Todél jo radijo dazniy spinduliuoté yra labai
CISPR 11 1 grupé maza ir greiciausiai nesukels jokiy trikdZiy netoliese
EN550011 A klasé esanciai elektroninei jrangai.
ANSI 63.4
Néra Zinomo pavojaus, kad Sentimag® sukelty abipusiy
trukdZiy* su bet kokia kita jranga atliekant konkrecius
RF laidieji spinduliai tyrimus ar gydyma.
EN550011 B klase Dél Sentimag® emisijos charakteristiky jis tinkamas
ANSI 63.4 naudoti pramoninése zonose ir ligoninése (CISPR 11 A
klasé). Jei jis naudojamas gyvenamojoje aplinkoje (kuriai
paprastai reikalinga CISPR 11 klasé B), Sentimag® gali
nesuteikti tinkamos apsaugos radijo daznio rySio
Itampos svyrgvimai / paslaugoms. Naudotojui gali tekti imtis Svelninimo
Mirgéjimo emisija Atitinka priemoniy, pvz., perkelti arba perorientuoti jranga.
IEC 61000-3-3

(*) ,Abipusiy trukdziy rizika" reiSkia neigiama poveikj prietaisui, kurj sukelia tyrimo ar gydymo metu esantys

instrumentai, ir atvirksciai.
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Rekomendacijos ir gamintojo deklaracija -

Elektromagnetinis atsparumas

Sentimag® skirtas naudoti toliau nurodytoje elektromagnetinéje aplinkoje. Klientas arba Sentimag® naudotojas turi
uztikrinti, kad jis baty naudojamas tokioje aplinkoje.

Imuniteto testas

IEC 60601 bandymas
Lygis

Laikymasis
Lygis

Elektromagnetiné aplinka -
Vadovavimas

Elektrostatiné iSkrova
(ESD)
IEC 61000-4-2

+8 kV kontaktas
+15 kV oro

+8 kV kontaktas
+15 kV oro

Grindys turi bati medinés, betoninés
arba keraminés plytelés. Jei grindys
dengtos sintetine medziaga, santykiné

oro dregme turi bati ne mazesné kaip
30 %.

Elektrinis greitas
Trumpalaikis / serijinis

IEC 61000-4-4

+2 kV maitinimo
linijoms
+1 kV

jvesties/iSvesties linijon

+2 kV maitinimo
linijjoms
Netaikoma

s

Tinklo maitinimo kokybeé turi atitikti
jprastos komercinés ir (arba)
ligoninés aplinkos kokybe.

Virsjtampis

IEC 61000-4-5

+1 kV linija j linijg

+2 kV linija j Zeme

+1 kV linija j linijg

+2 kV linija j Zeme

Tinklo maitinimo kokybé turi atitikti
jprastos komercinés ir (arba)
ligoninés aplinkos kokybe.

Itampos kritimai,
trumpi pertradkiai ir jtampos
svyravimai maitinimo Saltinyje

IEC 61000-4-11

<5 % UT

(>95 % kritimas UT)
0,5 ciklui

40 % UT

(60 % kritimas UT)
5 ciklams

70 % UT

(30 % kritimas UT)
25 ciklams

<5% UT

(95 % kritimas UT)
5 sekundes

<5% UT

(>95 % kritimas UT)
0,5 ciklui

40 % UT

(60 % kritimas UT)
5 ciklams

70 % UT

(30 % kritimas UT)
25 ciklams

0% UT

(100 % kritimas UT)
5 sekundes

Tinklo maitinimo kokybé turi atitikti
jprastos komercinés ir (arba)
ligoninés aplinkos kokybe.

Jei Sentimag® naudotojas

nutrdkus elektros tiekimui

reikalingas nuolatinis veikimas,
rekomenduojama Sentimag® maitinti i$

nepertraukiamo maitinimo Saltinio.

Pastaba: UT yra kintamosios srovés tinklo jtampa prie$ taikant bandomajj lygj.

(tesinys kitoje puséje)

35




Rekomendacijos ir gamintojo deklaracija -

Elektromagnetinis atsparumas

Imuniteto testas IEC 60601 bandymas Laikymasis Elektromagnetiné aplinka -
Lygis Lygis Vadovavimas
Galios daZnis 30 A/m 30 A/m Galios daZnio magnetiniai laukai turi bati tokio
(50/ 60 Hz) lygio, kuris badingas tipinei vietai tipinéje
magnetinis laukas komercinéje ar ligoninés aplinkoje.

IEC 61000-4-8

Vykdé RF 3Vrms 3Vrms NeSiojamoji ir mobilioji RD rySio jranga neturéty
IEC 61000-4-6 Nuo 150 kHz iki 80 bdti naudojama arc€iau jokios Sentimag® dalies,
MHz jskaitant laidus, nei rekomenduojamas atstumas,
apskaiciuotas pagal lygtj, atitinkancia siystuvo
daznj.
Spinduliuojamas RF 3V/m 3V/m
IEC 61000-4-3 80 MHz iki 2,5 80 MHz iki 5,8
GHz GHz

Rekomenduojamas atstumo atstumas

ISPEJIMAS: Nesiojamoji RF rysio jranga (jskaitant periferinius jrenginius, pvz., antenos laidus ir iSorines antenas) turi bati
naudojama ne arciau kaip 30 cm (12 coliy) nuo bet kurios ,Sentimag®"” dalies, jskaitant gamintojo nurodytus laidus.
PrieSingu atveju gali pablogeéti Sios jrangos veikimas.

stacionariyjy RD siystuvy lauko stipris, nustatytas atlikus elektromagnetinj vietos tyrima, maz&8htsfidati
atitikties lygis.

Netoli jrangos, pazymetos Siuo simboliu, gali atsirasti trikdziy:

(@)

1 pastaba: esant 80 MHz ir 800 MHz, taikomas aukstesnis dazniy diapazonas.

2 pastaba: Sios gairés gali bati taikomos ne visais atvejais. Elektromagnetiniam sklidimui jtakos turi sugertis ir atspindys nuo
konstrukcijy, objekty ir Zmoniy.

[A] Fiksuoty siystuvy, tokiy kaip radijo (korinio / belaidzio) telefony baziniy stociy ir antZeminio mobiliojo radijo, AM ir FM
radijo transliacijy bei televizijos transliacijy, lauko stiprumo negalima teoriskai tiksliai numatyti. Norint jvertinti
elektromagnetine aplinkg dél stacionariy RD siystuvy, reikéty apsvarstyti vietos elektromagnetinj tyrima. Jei iSmatuotas
lauko stiprumas vietoje, kurioje naudojamas Sentimag® , virsija auks¢iau nurodytg taikomg RF atitikties lygj, Sentimag®

reikia stebéti, kad baty patikrintas normalus veikimas. Jei pastebimas nenormalus veikimas, gali prireikti papildomy
priemoniy, pvz., perorientuoti arba perkelti Sentimag®.

(tesinys kitoje puséje)
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Rekomenduojamas atstumas tarp neSiojamojo ir mobiliojo
RF rySiy jranga ir Sentimag®

Sentimag® skirtas naudoti elektromagnetinéje aplinkoje, kurioje yra kontroliuojami spinduliuojami

RD trikdziai. Klientai arba ,Sentimag®" naudotojai gali padéti iSvengti elektromagnetiniy trukdziy,
iSlaikydami maziausia atstuma tarp neSiojamos ir mobiliosios RF rysio jrangos (siystuvy) ir ,Sentimag®"”, kaip
rekomenduojama toliau, atsizvelgiant j didZiausig rySio jrangos iSéjimo galia.

Atstumas nuo siystuvo daznio metrais (m)
Ivertintas Maksimalus
I8¢jimo galia L o _
Siystuvas vatais 150 kHz iki 80 MHz iki 800 MHz iki
W) 80 MHz 800 MHz 2,5 GHz
d=20P d=20P d=20P
0,01 0,30 [A] 0,30 [A] 0,30 [A]
0.1 0,63 0,63 0,63
1 2.00 val 2.00 val 2.00 val
10 6.32 6.32 6.32
100 20.00 val 20.00 val 20.00 val

Siystuvams, kuriy didZiausia iSéjimo galia nenurodyta auk3ciau, rekomenduojamas atstumas d metrais (m)
gali bati jvertintas naudojant lygtj, kur P yra didZiausia siystuvo iSéjimo galia vatais (W) pagal siystuvo gamintoja. .

1 pastaba: esant 80 MHz ir 800 MHz, taikomas auks3tesnio dazniy diapazono atskyrimo atstumas.

2 pastaba: Sios gairés gali bati taikomos ne visais atvejais. Elektromagnetiniam sklidimui jtakos turi sugertis ir
atspindys nuo konstrukcijy, objekty ir Zmoniy.

[A] NeSiojamoji RD rySio jranga (jskaitant iSorinius jrenginius, tokius kaip antenos kabeliai ir
iSorinés antenos) turi bati naudojamos ne arciau kaip 30 cm (12 coliy) nuo bet kurios Sentimag® dalies,
jskaitant gamintojo nurodytus laidus. PrieSingu atveju gali pablogéti Sios jrangos veikimas.

17. ISmetimas

Prietaiso negalima iSmesti per vieSajj perdirbima.

UZterStas dalis rekomenduojama sudeginti.
Pasibaigus sistemos naudojimo laikotarpiui, jg reikia iSmesti kaip medicinines atliekas, infekcines
atliekas ir (arba) pramonines atliekas pagal vietinius jstatymus ir taisykles (SanPin taisyklés 2.1.7.2790-
10 ,Medicininiy atlieky tvarkymo sanitariniai ir epidemiologiniai reikalavimai” (A klasé)
Jei turite klausimy dél iSmetimo, susisiekite su gamintoju arba jo jgaliotuoju atstovu.

Sis simbolis, 7r. toliau, yra pazymétas pagal EE] atlieky direktyvos (2012/19/ES) reikalavimg ir nurodo, kad

nebenaudojamos jrangos atlieky negalima iSmesti kaip neraSiuotas komunalines atliekas ir tokig jrangg rinkti
atskirai.
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Sentimag® - Instructions For Use

This Manual Copyright © 2021 by Endomagnetics Ltd

All rights reserved. No part of this manual may be reproduced, stored in a retrieval system,
or transmitted, by any means or in any form, without the prior permission of
Endomagnetics Ltd.

The information contained in this manual is subject to change without notice.
Endomagnetics Ltd assumes no responsibility for any errors that may appear in this
document. Please contact info@endomag.com or your local distributor to check that
you have the latest version.

Document number: 775L12EU
Document revision: Issue 30.0, 4th January 2021
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Copyrights and Trademarks
Worldwide Patents Pending.

Endomagnetics®, Endomag®and Sentimag® are registered trademarks of
Endomagnetics Ltd.

Manufacturer Details

Endomagnetics Ltd

The Jeffreys Building c €
Cowley Road, Cambridge
CB4 OWS, UK 2797

European Authorized Representative

Emergo Europe

E Prinsessegracht 20

2514 AP The Hague
The Netherlands

Operating Precautions and Limitations of Use

IMPORTANT: Endomagnetics Ltd’s products are designed for use by appropriately
trained clinical staff in accordance with the supplied documentation.

IMPORTANT

IT IS ESSENTIAL THAT THE USER OF THIS MANUAL IS
AWARE OF THE POTENTIAL HAZARDS ASSOCIATED WITH
THE INSTRUMENT AND ITS ACCESSORIES.

ALL OPERATORS SHOULD BE FAMILIAR WITH THE
SAFETY PRECAUTIONS AND WARNINGS GIVEN IN THIS
SECTION BEFORE ATTEMPTING TO OPERATE THE
INSTRUMENT.

IF THE SYSTEM IS USED IN A MANNER THAT IS NOT
SPECIFIED BY THE MANUFACTURER, THE PROTECTION
PROVIDED BY THE EQUIPMENT MAY BE IMPAIRED.

WARNING: NO MODIFICATION OF THIS EQUIPMENT IS
ALLOWED.
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The following symbols are used in this manual or on the instrument labels:

& > [>

\
[l

E >

e
m
T

WARNING

CAUTION

BIOLOGICAL RISKS

CONSULT INSTRUCTIONS FOR USE

TYPE B APPLIED PART

ALTERNATING CURRENT

MANUFACTURER

CATALOGUE NUMBER

SERIAL NUMBER

Includes year of manufacture and sequential build
number

CE MARK

CE mark for Medical Device as specified by the Medical
Device Directive 93/42/EEC

FRAGILE. HANDLE WITH CARE

III



KEEP DRY

-
a HUMIDITY LIMITATION
S

ATMOSPHERIC PRESSURE LIMITATION

TEMPERATURE RANGE

FOR USE BY, OR ON THE ORDER OF, A
RxOnly  pHysiciaN

EC |REp| EUROPEAN AUTHORIZED REPRESENTATIVE
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Operating Environment and Electrostatic Precautions

> B PP

WARNING: The probe assembly must be placed in a new legally
marketed single-use sterile sheath before use. After use, remove
sheath and discard as a biohazard in accordance with local infection
control policy.

WARNING: The Sentimag® probe should not be placed within 15
mm of any part of an operating pacemaker.

WARNING: The Sentimag® probe should be removed from patient
contact if there is requirement to use a defibrillator.

WARNING: The Sentimag® instrument should never be taken into
an MRI environment.

WARNING: The instrument is not suitable for use in the presence of
a flammable anaesthetic mixture with air or with oxygen or nitrous
oxide: equipment not suitable for use in the presence of flammable
mixtures.

CAUTION: For best results, care should be taken when using the
instrument in the proximity of extraneous metallic and/or magnetic
objects, as they may generate confounding signals. This includes
some, but not all, implantable manufactured materials such as
artificial joints, limbs, prostheses, clips or stents; as well as some,
but not all, ancillary objects and tools that may be encountered in the
operating theatre environment, such as retractors, clamps, scalpels,
reinforced tracheal tubes and theatre tables. If in doubt, the user
should undertake an in situ assessment of the operating
environment before using the instrument.

CAUTION: Ensure cables and foot switch are positioned to prevent
trip hazards.

CAUTION: Avoid operating the instrument in direct sunlight, as this
may affect its performance. Never leave the instrument or probe in
direct sunlight, even when turned off.

CAUTION: Do not expose or operate the instrument in extremes of
temperature (see Section 17), and minimise any exposure to
electrostatic charges.



CAUTION: For best results, operate the instrument in a stable
(vibration-free) environment, with the base unit placed on a level
working surface.

Instrument Power and Connector

> BB

WARNING: To avoid risk of electric shock, this equipment must only
be connected to a mains supply with protective earth.

CAUTION: Never use any power adapter or cable other than the
one specifically supplied with the instrument. See Section 16 for
details.

CAUTION: Always replace any external fuse with the type and rating
specified in Section 16.

CAUTION: The Sentimag® system is disconnected through use of
the Mains Switch on the back of the unit followed by the mains plug.
Do not position the device such that it is difficult to carry out
disconnection.

CAUTION: Always switch the instrument off at the mains power
outlet, before inserting or removing the power connector from the
rear of the instrument. Failure to do so may damage the internal
instrument electronics.

Base Unit Handling and Use

>

CAUTION: Care should be taken not to drop the instrument base
unit, or subject it to any form of rough physical handling, either during
normal use or during storage and transportation.

Detachable Probe Handling and Use

> >

CAUTION: Care should be taken not to drop the detachable probe,
or subject it to any form of rough physical handling, either during
normal use or during storage and transportation.

CAUTION: The detachable probe is not suitable for autoclaving or
disinfection using formaldehyde, either of which action would result
in serious damage to the probe. Autoclaving or formaldehyde-
treating the detachable probe will void its warranty.
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>

CAUTION: In the unlikely occurrence of the probe becoming hot, all
use of the Sentimag® system should cease and the unit sent for
Service.

Detachable Probe Connection and Use

> >

CAUTION: Refer to Section 9.1 for details on how to connect the
detachable probe to the base unit, and ensure that the connectors
are clean and dry before plugging them into the base unit.

CAUTION: Care should be taken not to drop the detachable
probe, or subject it to any form of rough physical handling, either
during normal use or during storage and transportation. This
includes not unduly bending or crushing the flexible cable that runs
from the probe head to the connectors that plug into the base unit.

Detachable Footswitch Connection and Use

> >

CAUTION: Refer to Section 9.3 for details on how to connect the air-
operated footswitch to the base unit, and ensure that the connector
is clean and dry before inserting it into the base unit.

CAUTION: Care should be taken not to subject the detachable
footswitch to any form of rough physical handling, both during
normal use and during storage and transportation. This includes not
unduly bending or crushing the air hose that runs from the foot-
operated pad to the connector that plugs into the base unit.

Instrument Casework and Serviceability

> > >

CAUTION: Check the instrument before use for signs of damage,
particularly to cables. If the instrument is damaged or gives
unexpected performance or operation, then cease using the device
and ensure that it is serviced before recommencing use of the
device.

CAUTION: There are no user-serviceable parts inside the
instrument. Removal or opening of the instrument's case will void
the warranty. Only Endomagnetics or their authorised and approved
service agents/personnel to repair Sentimag® and its accessories.

CAUTION: Never clean the instrument or probe using an
excessively wet cloth, or by washing it under running water. Do not
use solvents or other strong cleaning solutions as these will degrade
the casework and affect instrument performance. Refer to Section
11 for details on how to clean and disinfect the instrument.
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CAUTION: It is recommended that an annual electrical safety test
be performed in compliance with EN 62353:2008.

>

Instrument Transport and Storage

CAUTION: When not in use, the Sentimag® probe should always be
securely stored in the supplied Case. Similarly, when being
transported, the Sentimag® should always be securely packed

>

WEEE Directive Compliance

The Sentimag® instrument should be disposed of in accordance with
the European Union WEEE Directive 2002/96/EC, on Waste
Electrical and Electronic Equipment.

CAUTION: Do not dispose of this product into unsorted municipal
waste or a public landfill. Please contact your local distributor for
details of how to correctly dispose of this product.

> | i
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Regulatory Limitations of Use
The Sentimag® has been designed to meet the following general and safety requirements:

General . Medical Device Directive 93/42/EEC

Safety IEC 60601-1:1988 including Amendments 1 and 2

IEC 60601-1:2005 + Corrigenda 2006 and 2007

BS EN 60601-1:2006 + A12:2014

UL 60601-1

CAN/CSA C22.2 60601-1:14

CAN/CSA C22.2 60601-1-08

IEC 60601-1-2:2014

BS EN 60601-1-2:2015

FCC Rules CF 47:2008 Part 15.107 and 15.109 Class B

The Sentimag® is manufactured under EN ISO 13485:2016 controls.

IX



Declaration of Conformity

This is to certify that the Sentimag® conforms to the European Medical Device Directive
93/42/EEC and as transposed into the national statutes and regulations of the United
Kingdom.

The device is currently subject to Notified Body Certificate no. CE 563405 under Annex
Il of 93/42/EEC issued by BSI (Notified Body no. 2797). The CE mark also means that
the system compliant with RoHS directive 2011/65/EU.

The device does not contain medicinal products, phthalates as defined in 2007/47/EC
Annex 1, animal or human tissue, or derivatives thereof, and is not classified as
machinery under Directive 2006/42/EC.
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1. Introduction

The spread of some forms of cancer usually follows an orderly progression, spreading
first to regional lymph nodes. Surgeons and clinicians need to identify and locate these
so-called ‘sentinel’ nodes, in order that they may be surgically removed and studied by
histology or molecular diagnostics (e.g. OSNA) to determine whether or not they have
become secondary cancer sites. This is achieved by injecting some material or materials
into the patient that concentrate in the sentinel node or nodes, which can be detected
thereafter.

The Sentimag® is a magnetic material sensor that is designed to detect small amounts of
clinically introduced magnetic tracer or marker. It comprises a mains-powered base unit,
a detachable hand-held probe that is connected to the base unit with a flexible cable of
over two metres in length, and a detachable air-operated footswitch that is connected to
the base unit with a flexible hose that is also over two metres in length.

The Sentimag® is designed for intra-operative use, to help the surgeon detect and locate
sentinel lymph nodes where the material (or one of the materials) that is injected for the
purpose of localisation is a magnetic tracer. Magtrace® is the magnetic tracer intended
and calibrated for use with the Sentimag® device. It is the ONLY magnetic tracer approved
under the Medical Device Directive 93/42/EEC for use in this application.

In addition, the Sentimag® can be used to detect the Magseed® tissue marker which is
intended to be placed percutaneously to mark soft tissue (such as in the breast or a
lumpectomy site) intended for surgical removal. The Magseed® tissue marker is the
magnetic marker intended and calibrated for use with the Sentimag® device. It is the
ONLY magnetic marker approved under the Medical Device Directive 93/42/EEC for
use in this application.

This Operator's Manual provides a detailed description of how to use the Sentimag®, and
how to handle maintenance and troubleshooting.



2. Intended purpose

The Sentimag® is a magnetic material sensor that is designed to induce magnetic
properties and detect small amounts of clinically introduced superparamagnetic tracer or
ferromagnetic marker. It is specifically designed to detect the Magtrace
superparamagnetic tracer used to locate sentinel nodes in Sentinel Lymph Node Biopsy
(SLNB) or with Magseed which is a ferromagnetic soft tissue marker. Neither Magseed
nor Magtrace have inherent magnetic properties. They can only be detected by the
paramagnetic induction by Sentimag which also detects their presence.

Sentimag® is designed for intra-operative use. It comprises a mains-powered base unit,
a detachable hand-held probe that is connected to the base unit with a flexible cable of
over two metres in length, and a detachable air-operated footswitch that is connected to
the base unit with a flexible hose that is also over two metres in length.

The system is intended for use in operating theatres. The Sentimag® probe is to be used
with a single-use sterile sheath which is available as standard operating theatre
consumable, however the instrument is designed to provide a general ability to clean all
external surfaces to a reasonable level of clinical cleanliness.

The hand-held probe is used in two modes: initial transcutaneous signal detection, and
post incision use. The sensing of the Magtrace® magnetic tracer or Magseed® magnetic
marker is indicated by a change in pitch (frequency) of an audio output from the base
unit, enabling the surgeon to move the hand-held probe around the area of surgical
interest. A visible numerical representation of the detected signal level is simultaneously
displayed on the base unit’s liquid crystal display and can be noted for the surgeon’s
records.

The Sentimag® applied probe assembly (including cable) MUST be cleaned both immediately
before and immediately after use. Only use legally marketed cleaning wipes and cleaning
solutions intended for medical devices and indicated as suitable for plastics; examples include
70% alcohol-based, enzymatic and quaternary ammonium salts. Cleaning should be carried
out in accordance with manufacturers instructions and standard hospital procedures. Follow
all safety notices.

Sentimag applied probe can also be sterilised after cleaning. The Sentimag® Probe Assembly
has been validated for sterilisation in the STERRAD 100S and 100NX systems.

3. Intended users, end user Profile and Training

The intended users are cancer surgeons or other appropriately qualified operating theatre
staff trained in SLNB or lumpectomy procedures and soft tissue localization and removal.

Please Note: The Sentimag®is intended for use by suitably qualified authorised surgeons
and/or operating theatre staff specifically trained for its use in conjunction with Magseed
or Magtrace.



Endomagnetics Ltd takes no responsibility for the possible misuse of the Sentimag® —
including attempted use with non-calibrated or non-approved magnetic tracers or markers
- or for its use by inadequately qualified staff.

For any additional technical assistance, please contact your local distributor.

4. Intended patient population

The patient population for which the device is suited is not restricted by: Age, Weight,
Health condition, Ethnic origin or Gender. The Sentimag® system is intended for use after
the patient is anaesthetized as part of the routine procedure for tissue removal surgery.

5. Indications for use

Sentimag is indicated for use with Magseed and Magtrace in all cases where the use of
these markers is deemed appropriate by the physician, provided the use of the Sentimag
probe, due to its size, is viable for the particular cancer type. See indications for Magtrace
and Magseed.

6. Contraindications and Key Warnings

Sentimag is always used in combination with Magseed and/or Magtrace.
See contraindications defined for Magseed and Magtrace in their respective instructions
for use.

WARNING: The Sentimag® applied probe assembly (including cable)
MUST be cleaned both immediately before and immediately after use.
Only use legally marketed cleaning wipes and cleaning solutions
intended for medical devices and indicated as suitable for plastics;
examples include 70% alcohol-based, enzymatic and quaternary
ammonium salts. Cleaning should be carried out in accordance with
manufacturer’s instructions and standard hospital procedures. Follow
all safety notices.

Sentimag applied probe can also be sterilised after cleaning.
The Sentimag® Probe Assembly has been validated for sterilisation in
the STERRAD 100S and 100NX systems:

STERRAD Cycle Cycle
STERRAD 100S Short
STERRAD 100S Long

STERRAD 100NX Standard

STERRAD 100NX Express

See Section 11 below.



CAUTION: The detachable probe is not suitable for autoclaving or
disinfection using formaldehyde, either of which action would result in
serious damage to the probe. Autoclaving or formaldehyde-treating the
detachable probe will void its warranty.

WARNING: The instrument is not suitable for use in the presence of
a flammable anaesthetic mixture with air or with oxygen or nitrous
oxide: equipment not suitable for use in the presence of flammable
mixtures.

WARNING: The Sentimag® probe should not be placed within 15
mm of any part of an operating pacemaker.

WARNING: The Sentimag® probe should be removed from patient
contact if there is requirement to use a defibrillator.

WARNING: The Sentimag® instrument should never be taken into
an MRI environment.

WARNING: The probe assembly must be placed in a new legally
marketed single-use sterile sheath before use. After use, remove
sheath and discard as a biohazard in accordance with local infection
control policy.

> PP B>

7. Sentimag® Features
The main features of the Sentimag® are:
¢ Portable base unit that can sit on any flat surface

¢ Audible and visual indications of node proximity

*

Audible signal with a variable pitch (frequency) that increases as the probe is
brought near a lymph node containing Magtrace® magnetic tracer or Magseed®
magnetic marker

Volume control knob on the base unit

*

¢ Liquid crystal display (LCD) for numerical indication of signal strength

¢ Audible and visual discrimination between magnetic signals and extraneous or
background signals



1.2.3.
tech.
parametras

¢ Magnetic signals indicated by variable pitch (audible) and yellow LCD digits
(visual); extraneous or background signals indicated by low and constant pitch
(audible) and red LCD digits (visual)

1.2.4. tech. parametras

¢ Choice of three sensitivity settings, controlled by a knob mounted on the base unit

¢ Instrument-balancing function that readies the system for measurement 1.2.5. tech.
parametras

¢ Push button mounted on the base unit activates the balance function

¢ Detachable air-operated footswitch allows remote operation of the balance
function

¢ The Detachable Applied part is the probe assembly comprising a hand-held probe, a
flexible cable of over two metres length, and colour-coded (black and white)
connectors to plug the probe into the base unit

¢ Applied Probe assembly is to be used in conjunction with a standard single-use
sterile sheath (sold separately by OEM suppliers)

7.1 Spare, Replacement or Additional Parts

The Sentimag® is supplied complete and ready for use with a base unit, a probe assembly
and a footswitch.

Spare, replacement or additional probe assemblies, footswitches and mains cables may
be purchased if desired: please contact your local distributor for details.

From time to time Endomagnetics Ltd intends to make available for purchase new or

specially tailored probe assemblies for use with the supplied base unit. Please contact
your local distributor for details of such new releases.

7.2 Principle of Operation

PLEASE NOTE

The Sentimag® is a highly sensitive and delicate measurement device. To
avoid damage and degradation in performance, the instrument should be
treated with the utmost care and respect at all times.

The Sentimag® is a very sensitive magnetic materials sensor.

Technically speaking, the Sentimag® is a type of susceptometer. It is designed to deliver
a small amplitude, time-varying magnetic field via a hand-held probe, and to electronically
detect the presence of any magnetic materials in the vicinity of the probe head. This is
done via pick-up coils in the probe head, which register a very small electrical current that
is passed through the probe cables and connectors to the Sentimag® base unit.

The base unit contains electronic circuits and a logical processor that interrogates the
incoming signal from the probe, and converts this into both (1) an analogue signal that is
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1.2.3. tech parametras

passed to a loudspeaker mounted underneath the handle of the base unit, and (2) a digital
signal that is displayed on the liquid crystal display on the front of the base unit.

NOTE: The Sentimag® is best described as a proximity sensor — it is designed specifically
for the purpose of detecting and locating small amounts of magnetic material by producing
an audible and numerical signal that changes as the probe is brought closer to, or move
further away from, the magnetic material. The numerical results on the Sentimag® liquid
crystal display are not an absolute measure of the amount of magnetic material that is
being sensed. Instead, they are a qualitative measure of the presence of magnetic
material in the vicinity of the probe head.

7.3 Overview of Use

IMPORTANT

Please ensure that you have read and understood all of the “Operating
Precautions and Limitations of Use” at the beginning of this manual before
continuing any further.

A brief overview of how to use the Sentimag® is given below. Further details are provided
in Section 2.

Ideally, the probe should be connected to the unit before it is switched on. On switchini)

on the base unit, the display will show an image of an unbalanced set of scales, ,
meaning that the unit is readr to be balanced. If the unit is switched on before the probe

has been connected, a symbol indicating that the probe assembly needs to be
pluiged in will be displayed. Once the probe is plugged in, the display will revert to the

symbol.

IMPORTANT

Before application of anaesthetic to patient ensure Sentimag®
device is switched on and is detecting metallic objects.

At this point the operator should press the balance button on the base unit, marked with

the I symbol, which will cause the electronics within the base unit to set a baseline
level for the magnetic measurements to follow.

For best results the probe head should at this time be placed or held at least half a metre
away from any metallic or magnetic objects, as otherwise an incorrect balance point will
be recorded, and subsequent measurements will be unreliable.

NOTE: During use, the balance point for the magnetic measurement may change or drift,
e.g. as the electronics in the base unit warm up, or as the environmental conditions at the
probe head change. This is normal. For best results, it is recommended that the base
unit should be switched on at least 15 minutes before the first measurements are
taken. Furthermore, from time to time it is advised that the operator should reset the
measurement baseline by holding the probe head at least half a metre away from any

metallic or magnetic objects, and re-pressing the balance button, Ly Alternatively, as
the body is weakly dielectric, the user may find it beneficial to balance the unit whilst the
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probe is in contact with the body. This will result in a positive signal being generated
when the probe is withdrawn from the body, but will have the advantage of returning to
close to zero as it comes back in contact with the body.

The Sentimag® is then ready for use.

The operator may adjust the volume of the audible signal by turning the volume knob,
marked

The operator may also adjust the sensitivity level of the probe between three pre-set

levels, by turning the sensitivity knob, marked ; © 5. This applies a scaling factor to the
measured signal such that the signal displayed on Setting 2 is twice that displayed on
Setting 1. The signal displayed on Setting 3 is twice that displayed on Setting 2, and four
times that displayed on Setting 1. It is largely a matter of operator preference as to which
sensitivity setting is used, however, if the signal is small Setting 3 may give better results,
and if the signal is large, Setting 1 may be preferred to avoid overloading the display limit.



8. Installation and Basic Operation

8.1 Instrument Description

The Base Unit (front view) has the following external features:

el
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Figure 1: Sentimag® Base Unit — Front View

1  Liquid crystal display

2 Volume knob

3 Balance button

4  Footswitch port

5 Sensitivity setting knob

Six-pin, colour coded (white), probe
assembly port

Eight-pin, colour-coded (black), probe
assembly port



The Base Unit (rear view) has the following external features:

Figure 2: Sentimag® Base Unit — Rear View

1 Built-in handle for carrying 4  Speaker grill

Mains power on/off

2 Unique model identification label )
switch

3  Mains power inlet socket

For details on how to connect the base unit with the mains power cable, the probe
assembly, and the footswitch, please refer to Sections 8.4, 8.7 and 8.9 respectively.



The Probe Assembly has the following features:

Figure 3: Sentimag® Probe Assembly

1 Probe head 3 Slx.-pln bas:e gnlt connector — colour coded with a
white plastic ring

2> Flexible cable 4 Eight-pin bas_e gnlt connector — colour coded with
a black plastic ring

PLEASE NOTE

From time to time Endomagnetics Ltd intends to make available for purchase
new or specially tailored probe assemblies for use with the supplied base
unit. If you have such a speciality probe assembly, it may appear different

from the one shown in Figure 3. However, the basic elements of probe head,

flexible cable and colour coded (black and white) connectors will remain the
same.

10



The Footswitch Assembly has the following features:

T

Figure 4: Sentimag® Footswitch Assembly

1 Foot-operated switch 3 Base unit connector/valve

2 Flexible air hose

8.2 Transportation and Storage

Whenever the instrument is moved from one location to another, ensure first that it has
been correctly shut down to protect the internal mechanisms. Please refer to Section 2.6
for details.

To prevent any possible damage during transportation, the instrument should be securely
packed, with all accessories stored in the supplied accessories box.

ﬁ\ WARNING: Always ensure that the instrument, power adapter and any peripherals
or cables are clean and free of any potentially hazardous or infectious substances before
moving or transporting them. Refer to Section 5.1 for the recommended decontamination
procedure.

11



8.3 Installation

During use the Sentimag® base unit should be placed on a stable (vibration-free) and
level working surface, ideally out of direct sunlight. Refer to Section 16 for environmental
limitations of use.

8.4 Powering the Instrument
The instrument is powered via a standard mains outlet supply.

With the power switched off at the wall mains outlet, insert the power cable plug into the
power inlet socket at the rear of the base unit (see figure 2).

& CAUTION: Always switch the power off at the mains socket before inserting or
removing the power connector from the instrument.

& CAUTION: Do not use if mains cable, probe/probe cable or base unit show signs of
damage.

Insert the plug into the mains outlet supply and turn the power on at the wall outlet.

8.5 Turning the Instrument On

To turn the instrument on, push the rocker switch at the rear of the base unit from the ‘0’
position to the ‘1’ position (Figure 2, feature E’).

8.6 Turning the Instrument Off

To turn the instrument off, push the rocker switch at the rear of the base unit from the ‘1’
position to the ‘0’ position.

Unplug from power supply and the instrument can now be safely transported.

& CAUTION: Always turn off the instrument before physically moving it or unplugging
the power.

12



8.7 Connecting the Probe Holder 1.2.6. tech parametras

The Sentimag® system is supplied with an optional probe holder (figure 5) that is designed
to be attached to the base unit so that the probe can be securely held at the side of the

unit.

Figure 5: Optional Probe Holder

The probe holder is screwed into the base of the Sentimag® unit as shown in Figure 6a.
The holder can be adjusted to be held on either the left or the right of the system as
required by the user. Once securely fixed, the probe will be held in an upright position

(Figure 6b).

SentiMag
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Figure 6: (a) connection of the probe holder, and (b) use of the probe holder.

8.8 Connecting the Probe Assembly

To make measurements with the Sentimag® the probe assembly must be connected to
the base unit as shown in figure 7. This is achieved by inserting the two connectors on

the probe assembly (Figure 3, E and E) into the corresponding probe assembly ports

on the base unit (Figure 1, E\ and respectively). The probe should be connected
before the base unit is switched on.

13
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c. Correct connection —
white to white and black
to black

b. Eight-pin connector
with black ring is
plugged into port with
black surround

a. Six-pin connector with
white ring is plugged into
port with white surround

Figure 7: Connecting the Probe Assembly
to the Base Unit

IMPORTANT: For correct operation of the instrument, the six-pin connector with the white
plastic ring (Figure 3, E) must be inserted into the six-pin port with the white surround
(Figure 1, E), and the eight-pin connector with the black plastic ring (Figure 3, m)

must be inserted into the eight-pin port with the black surround (Figure 1, ). In each
case the small orientation arrows are uppermost on the probe and must line up with marks
on the port.

& CAUTION: The connectors are designed so that they cannot be plugged in to the
wrong sockets, or at the wrong orientation into the correct sockets. However, damage
may occur if excessive force is applied.

& WARNING: The probe assembly must be placed in a new single-use sterile
sheath before use. Take special care to not drop the probe during the application
and removal of the sterile sheath.

IMPORTANT

The probe is fragile. Take extra care not to drop or damage the probe.

8.9 Optional: Connecting the Footswitch

It is not necessary to install the footswitch assembly to use the Sentimag®, however the
operator may find it convenient to activate the balance function using the footswitch
supplied.

IMPORTANT: The footswitch operates via an air-pressure switch in the base unit, and it
must be correctly installed to function properly. This requires that there should be no air

leaks between the footswitch connector/valve (Figure 4, E) and the footswitch port on
the base unit (Figure 1, |T|).
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a. Close-up of the b. Press down on the c. Correct connection
footswitch port on the metal clip and insert - it should ‘click’ into
base unit the connector/valve place

Figure 8: Connecting the Footswitch Assembly
to the Base Unit

To insert the connector/valve into the port, first depress the metal clip on the port (see
Figure 8b), then push the connector/valve into place. An audible ‘click’ may be heard as
the connector/valve is pushed into place.

9. Using the Sentimag®

IMPORTANT

The Sentimag® is intended for use by suitably qualified, trained and
authorised surgeons and/or operating theatre staff. Endomagnetics Ltd takes
no responsibility for the possible misuse of the Sentimag® or for its use by
inadequately qualified staff.

9.1 Connecting the Probe

Before using the Sentimag® the probe assembly must be correctly connected. If at any
time the following symbol is displayed on the base unit LCD:

”

7

the probe assembly will need to be plugged in. Please refer to Section 2.8 for instructions
on how to do this.

The probe should be connected before the base unit is switched on.

9.2 The Balance Function 1.2.3. tech parametras

Before using the Sentimag®, the control electronics must be balanced to account for the
particular conditions of both the instrument itself and of the environment in which it is
placed.

15
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To perform a balance of the base unit, the operator should either press the button marked:

on the base unit (see Figure 1, E), or, if the footswitch assembly is being used (see
Section 9.3), depress the footswitch.

The base unit will then perform a Balance Function. The LCD display will then change
to show a sequence in which the scales symbol rocks back and forth:

AL SR AIn

After approximately five seconds the scales symbol will stop rocking and will stay still for
approximately two seconds. The display will then change to one similar to the following:

Ul

Figure 9: The ‘Ready-to-Use’ Screen

indicating that the Sentimag® is ready to use. A good balance results in a displayed value
that is reasonably close to zero.



IMPORTANT

For best results, the probe head should be placed or held at least half a
metre away from any metallic or magnetic objects during the balancing
process. This is to avoid finding an incorrect balance point, which may render
subsequent measurements unreliable.

Alternatively, as the body is weakly dielectric, the user may find it beneficial
to balance the unit whilst the probe is in contact with the body. This will
result in a positive signal being generated when the probe is withdrawn from
the body, but will have the advantage of returning to close to zero as it comes
back in contact with the body.

9.3 Using the Footswitch

The operator may choose to install and use the optional footswitch assembly (Figure 4)

instead of, or as well as, the balance button on the base unit (Figure 1, E), to operate
the balance function.

When deploying the footswitch assembly, care should be taken to ensure that the foot-
operated switch (Figure 4, II|) is resting flat on the floor, and that the passage of air
through the flexible air hose (Figure 4, E) is not blocked in any way.

9.4 When to Use the Balance Function

There are two times that the user will know that a balance function is either needed or
desirable.

The first is when the following (stationary) symbol is displayed on the base unit LCD:

In such a case a balance function is needed, and the Sentimag® cannot be used until the
balance function has been performed.

The second is when the user notices that the number displayed on the ready-to-use
display (as in Figure 9) has moved significantly away from an earlier level. Such change
or drift in the displayed number, and in the associated audible tone emitted by the base
unit (see Section 9.5), is normal, and is the result of changes in conditions such as the
thermal environment of the probe head. In this case it is not compulsory to use the
balance function, and it is a matter of personal preference whether to do so or not. Note
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that any signal will still be seen on top of drift and will be noticeable by a change in audible
pitch.

9.5 Using the Speaker

The base unit contains electronic circuits and a logical processor that interrogates the
incoming signal from the probe, and converts this into both a digital signal that is displayed
on the LCD (as described above), and an analogue signal that is passed to a loudspeaker

mounted underneath the handle of the base unit (see Figure 2, m).

The pitch (frequency) of the audible signal becomes higher or lower as the Sentimag®
probe head is moved towards or away from a lymph node containing Magtrace® magnetic
tracer, or a lesion/lymph node containing a Magseed® magnetic marker. This change in
pitch mirrors the changes in the digital signal displayed on the LCD, and can be used by
the operator either in conjunction with, or in place of, the digital display, for the purpose
of detecting and locating magnetic materials.

The operator may adjust the volume of the audible signal by turning the speaker volume

knob on the base unit (Figure 1, E). Turning the knob fully anti-clockwise will mute the
speaker, and the following will be displayed on the base unit LCD:

Turning the knob fully clockwise will maximise the volume output of the speaker. The LCD
will then display the following:

)

NOTE: Changing the speaker volume does not change the pitch (frequency) of the output
or the sensitivity of the probe.

9.6 Changing the Instrument Sensitivity Setting

The operator may adjust the sensitivity level of the Sentimag® instrument between three
pre-set levels, by turning the sensitivity setting knob on the base unit (Figure 1, E).

This applies a scaling factor to the measured signal such that the signal displayed on
Setting 2 is twice that displayed on Setting 1. The signal displayed on Setting 3 is twice
that displayed on Setting 2, and four times that displayed on Setting 1. Itis largely a matter
of operator preference as to which sensitivity setting is used, however, if the signal is
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small Setting 3 may give better results, and if the signal is large, Setting 1 may be
preferred to avoid overloading the display limit.

The different setting levels are displayed as bars on the ready-to-use screen as follows:

Setting 1 Setting 2 Setting 3
9.7 Over-Range Signals

On occasion, if the Sentimag® is brought close to a particularly large source of signal,
such as a large mass of magnetic metal, the digital signal displayed on the base unit will
register 9999:

and will start flashing. This indicates that the signal is too large for the base unit to cope
with. The operator should either (1) move the probe away from the source of the large
signal, or (2) change to a lower sensitivity level (see Section 3.6). Note that the signal
will be YELLOW 9999 for a large ferrous signal source and will be RED 9999 for a large
non-ferrous signal.

Note that when the unit is displaying an over-range signal, the sound will automatically
mute after one second.

9.8 Signal Discrimination

The Sentimag® is intended to be used for the detection of approved magnetic tracer or
marker materials, such as Magtrace® or Magseed® (sold separately by Endomagnetics
Ltd), that elicit a large magnetic marking signal when introduced into the body.

However, the Sentimag® is a very sensitive instrument that can also detect other
materials, including metallic and diamagnetic ones, which may produce signals that could
potentially make the detection of a given lymph node more difficult.

In some cases, such as with permanent magnets or large metallic structures, an over-

range Sentimag® signal will be observed when the tip of the probe is brought close (e.g.
within a few millimetres). In other cases, such as with more distant metallic objects, or
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when the probe tip is in close contact with diamagnetic objects, such as the human hand
or body, a warning signal will be presented by the Sentimag® base unit:

RED DISPLAY — CONSTANT TONE

When the numbers on the liquid crystal display of the Sentimag® base unit
are RED rather than YELLOW, and the audible signal is a low, constant tone
rather than a varying-pitch tone, it signifies the presence of an extraneous or

background signal source.

NOTE: This may be encountered as a normal part of the node detection process: such
as when the operator checks the location of a node by first placing the probe tip over the
suspected node, looking for a YELLOW variable-pitch signal, then places it over tissue
where no node is present, expecting to find a RED constant-pitch signal.

However, in some cases this might be a confounding issue, for example if the probe was
being used in close proximity to metallic retractors, clamps or scalpels.

Therefore, for best results, it is recommended that so far as is possible, any extraneous
metallic and/or magnetic objects should be removed from the vicinity of the Sentimag®
probe during use.

IMPORTANT

For best results, care should be taken when using the instrument in the
proximity of any extraneous metallic and/or magnetic objects, as they may
generate confounding signals.

This includes some, but not all, implantable manufactured materials such as artificial
joints, limbs, prostheses, clips or stents; as well as some, but not all, ancillary objects and
tools that may be encountered in the operating theatre environment, such as retractors,
clamps, scalpels, reinforced tracheal tubes and theatre tables.

If in doubt, the user should undertake an in situ assessment of the operating environment
before using the Sentimag®, and note any particular positions or instances where
potentially confounding signals are present, before making a clinical judgement as to
whether the Sentimag® should be used.

NOTE: In the case of surgical instruments, in almost all cases a non-magnetic or
alternative instrument or method may be found. For the case of patient-specific implanted
materials, no such alternative may be available, and the individual may need to be
excluded.

9.9 Sentinel Lymph Node Detection or Magseed® Tissue Marker Detection

The intended use of the Sentimag® is as a tool to assist appropriately qualified and trained
surgeons and/or operating theatre staff to detect and locate sentinel lymph nodes in
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cancer patients (using Magtrace® or Magseed®), or to locate a magnetic Magseed® tissue
marker that has been placed in the breast. The training of such staff in the use of the
Sentimag® for clinical and/or surgical purposes is the responsibility of the authorities in
charge of the operating theatre/clinic in which the procedure is being undertaken.

Endomagnetics Ltd takes no responsibility for the possible misuse of the Sentimag® or
for its use by inadequately qualified staff.

10. Operator Maintenance

The Sentimag® does not require any specific routine operator or service engineer
maintenance, but must be checked before use for signs of damage. If the device is
damaged, gives unexpected performance or operation, then cease using the device and
ensure it is serviced before recommencing use.

The Sentimag® is additionally supplied with a sensitivity test “phantom” (Figure 10a) that
can be used to periodically check that there has been no deterioration in the system
performance. The phantom is designed to fit on top of the supplied probe type.

There are two techniques to check performance. Firstly, connect and allow the unit to
warm up for at least 15 minutes before continuing as described in section 9 and then
adjust the sensitivity setting to 3.

Method 1: Balance the unit whilst the probe is being held away from any magnetic
sources, and then quickly place the phantom on top of the probe (Figure 10b).

Method 2: Place the phantom on top of the probe, balance the unit and then quickly
remove the phantom.

The phantom has a pre-recorded value of approximately 300 counts that is printed on the
label. The Sentimag® system should display a similar value to +10% using either method.
Method 1 will give a reading where the display count is yellow, whereas method 2 will
give a reading where the display count is red. Record the value that the Sentimag®
achieves and compare this with future readings. If any significant difference is observed
during periodic testing, then contact your local distributor for assistance.

It is recommended that the system be checked with the phantom every 12 months, or
whenever it is suspected that damage may have occurred to the probe.

(a) (b)
Figure 10: (a) Sensitivity phantom, and (b) Phantom in use with Gen 2 probe.
NOTE: Make sure that the correct type of sensitivity test phantom is used with a probe.

The phantom is designed to fit snugly on the end of the probe. Do not place the probe
on to a phantom as it risks falling.
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The device must be checked for electrical safety in accordance with your establishment’s
safety policy, and in any case at least once per year.

11. Cleaning and Disinfecting the Instrument
11.1 Cleaning of the Instrument

& WARNING: The probe assembly must be placed in a new legally marketed
single-use sterile sheath before use. After use, remove sheath and discard as a
biohazard in accordance with local infection control policy.

11.1.1 Sentimag® Base Unit and footswitch

It is recommended that the Sentimag® base unit, power cable and footswitch are cleaned
both immediately before and immediately after use. Only use legally marketed cleaning
wipes and cleaning solutions intended for medical devices and indicated as suitable for
plastics. Cleaning should be carried out in accordance with manufacturers instructions
and standard hospital procedures. Follow all safety notices.

1. Disconnect probe assembly and footswitch from Sentimag® base unit.

2. Clean the outside surfaces of the Sentimag® base unit and footswitch using a
cleaning wipe or lint-free cloth lightly dampened with a mild water-based
detergent in accordance with the manufacturer’s instructions.

3. Visually inspect all cleaned surfaces for signs of contamination. If contamination
is still present, then repeat the cleaning until there is no sign of residue.
Additional wipes should be used as necessary.

4. Dry or allow to dry in accordance with the cleaning manufacturers instructions.

ﬁ\ WARNING: If the Base Unit, power cable or foot switch may have come into contact
with biological hazards, then they MUST be cleaned following the procedure set out in
Section 5.1.1.

& CAUTION: Do not use pure solvents or other strong cleaning solutions as these may
attack and deform the system’s plastic components, and degrade its performance.

& CAUTION: Never clean the instrument or probe using an excessively wet cloth, or
by washing it under running water. Avoid ingress of moisture into connectors and
apertures. Never immerse the central collar or the probe handle into a cleaning or
disinfection solution.

11.1.2 Sentimag® Probe Assembly and Cable

The Sentimag® applied probe assembly (including cable) MUST be cleaned both
immediately before and immediately after use. Only use legally marketed cleaning wipes
and cleaning solutions intended for medical devices and indicated as suitable for plastics;
examples include 70% alcohol-based, enzymatic and quaternary ammonium salts.

22



Cleaning should be carried out in accordance with manufacturers instructions and
standard hospital procedures. Follow all safety notices.

1. Clean the outside surfaces of the Sentimag® probe assembly and cable using a
cleaning wipe or lint-free cloth lightly dampened with either 70% alcohol,
enzymatic or quaternary ammonium salts, in accordance with the manufacturer’s
instructions.

2. Visually inspect all cleaned surfaces for signs of contamination. If contamination
is still present, then repeat the cleaning until there is no sign of residue.
Additional wipes should be used as necessary.

3. Rinse by wiping with a lint-free cloth lightly dampened with distilled water.

4. Dry with lint-free cloth or allow to dry in accordance with the cleaning
manufacturers instructions.

& CAUTION: The detachable probe is not suitable for autoclaving or disinfection using
formaldehyde, either of which action would result in serious damage to the probe.
Autoclaving or formaldehyde-treating the detachable probe will void its warranty.

11.2 High-Level Disinfection of the Probe Head

To facilitate high level disinfection, the Probe Head has been designed as a single piece
of PEEK-CLASSIX plastic that extends 11cm from the probe handle. The Sentimag probe
is not suitable for sterilization techniques.

For high-level disinfection of the probe head, use legally marketed medical-grade, low-
foaming 2.4% glutaraldehyde solution. Follow the instructions provided by the
manufacturer regarding concentration, temperature, contact time and expiration date.
Follow all safety notices. Ensure that the solution strength and duration of contact are
appropriate for the intended clinical use of the device. Ensure that the disinfectant solution
does not enter the probe by making sure that the central black collar and probe handle
are not immersed.

1. Immerse the probe head into the disinfection solution as shown in Figure 11.
The probe can be immersed up to 1cm of the black collar and the probe handle.

2. Gently agitate or swirl the probe head in the disinfectant solution, being careful
not to allow the disinfection solution to come in contact with the black collar and
probe handle. If required, use a clean lint-free cloth to wipe down the probe
head, making sure to wipe away from the probe handle towards the distal end.

3. Rinse the probe head by filling a basin with sterile water, immerse probe head to
same depth as previously and to no more than 1cm away from the central black
collar. Gently swirl for 30 seconds and wipe with a lint-free cloth, making sure to
wipe away from the probe handle and black central collar and towards the distal
end. Alternatively, follow disinfectant manufacturer’s rinsing instructions

4. Wipe probe head with a dry sterile gauze/clean lint-free cloth.
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5. Ensure the probe is dry and examine for damage such as cracks or splitting. If
damage is evident, discontinue use and contact your Sentimag supplier’s local
representative.

Do not immerse
above black collar

Figure 11: Immersion area of probe head in disinfection solution

11.3 Sterilization of Probe

The Sentimag® Probe Assembly has been validated for sterilisation in the STERRAD
100S and 100NX systems:

STERRAD Cycle Cycle
STERRAD 100S Short
STERRAD 100S Long
STERRAD 100NX Standard
STERRAD 100NX Express

Testing was carried out in accordance with recommended evaluations as listed in ISO
17664 (2017), AAMI TIR30 (2011) and Guidance for Industry and FDA Staff —
Processing/Reprocessing Medical Devices in Health Care Settings: Validation Methods
and Labelling (2015).

Please refer to the STERRAD System User’s Guides for instructions.
WARNING: The probe assembly must be placed in a new legally
marketed single-use sterile sheath before use. After use, remove

sheath and discard as a biohazard in accordance with local infection
control policy.
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12. Troubleshooting

If the instrument is not working properly, please try the following solutions:

e Turn off the power, wait ten seconds, turn on the power.

e Check the items in Section 12.1 (Troubleshooting Tips) and Section 12.2
(Instrument Error Codes).

e Contact your local distributor for further assistance.

CAUTION: In the unlikely occurrence of the probe becoming hot, all
use of the Sentimag® system should cease and the unit sent for
Service.

12.1 Troubleshooting Tips
The following is a list of symptoms, and suggestions to try to solve the problem.

Display is not lit
e Check the mains cable is fully inserted into the base unit.
e Check the switch on the rear of the unit is turned on.
e Check the mains outlet switch is turned on.
e Connect the unit to a different mains outlet (one which is known to be working).
e Ask a technician to check the fuses.

Error symbol is displayed

¢ Note the error code: for interpretation, refer to Instrument Error Codes below.

e Turn off the power, wait ten seconds, turn on the power.
Display does not change
e Turn off the power, wait ten seconds, turn on the power.

‘Probe not connected’ symbol is displayed

”

7
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e Check both probe connectors are fully inserted into the correct sockets.
e Disconnect probe, check connectors for dirt or damage, connect probe again.

e Replace probe with a spare (if available).
Footswitch does not work

e Check air hose connector is fully inserted and latched.

e Check footswitch for damage (is there an air-leak?).

e Check plastic tube (is it folded or crushed?).

e Try push-button on base unit to perform balance function.

e Replace footswitch with a spare.

‘Failed to balance’ symbol is displayed

e Balance again, holding the probe well away from any magnetic or electrically-
conducting objects.

e Disconnect probe, check connectors for dirt or damage, connect probe again.
e Replace probe with a spare (if available).
e Switch off power to unit, wait ten seconds, switch back on.

No response to magnetic objects

e Check probe and connectors for damage.

e Replace probe with a spare.

12.2 Instrument Error Codes

On start-up and during normal operation, the instrument performs various self-checks on
its internal components. If a problem is detected, the equipment stops operating and the
display shows a wrench symbol including an error number:

If the error symbol is displayed, turn off the power, wait ten seconds, turn on the power.
If the error is then displayed again, the equipment must be sent for repair. Please contact
your local distributer for assistance.
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Error code Meaning

1 Internal communications (no response)

Internal communications (out of step)

Internal communications (protocol error)

Measurement timeout

Corrupted settings (start-up)

Flash memory failed self-test (start-up)

RAM memory failed self-test (start-up)

General processing error

O o N |h~h|lwW|DN

Firmware hang (microcontroller automatically resets)

Additionally, the unit may display error codes in the range 51-59. The 5 is added to
indicate that the “crunch” microcontroller generated the error.

13. Instrument Warranty and Returns

The Supplier warrants the Sentimag®, when purchased new, to be free from defects in
materials and workmanship, and will repair or replace, at their discretion, any Sentimag®
that, used under proper conditions, exhibits such defects.

Under the terms of this warranty, the product must be returned in the original packaging,
transportation prepaid, with a copy of the Proof of Purchase and a Decontamination
Certificate (see Section 14) to your local distributor.

é‘% WARNING: All products must the decontaminated before being placed back in their
original packaging.

Contact your local distributor to receive authorisation to return the instrument, and
enclose a detailed description of the problem.

13.1 Warranty Duration

This warranty is provided to the original purchaser for one year from the date of purchase.

In no event will Endomagnetics Ltd be liable for indirect, incidental or consequential
damages; the original user's remedies being limited to repair or replacement of the
instrument at the manufacturer’s option.

13.2 Particular Exclusion

Unauthorised modification of any part of the Sentimag® or the use or attachment of any
peripheral not supplied or specified by Endomagnetics Ltd will void this Warranty.

& WARNING: Use only accessories and/or peripherals supplied by Endomagnetics
Ltd. The use of any non Endomagnetics Ltd supplied accessories and/or peripherals will
invalidate the warranty.
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14. Certificate of Decontamination

Endomagnetics Ltd respects the health and safety of its clients and employees, and
requests that any product being returned is decontaminated in accordance with
procedure detailed in Section 11. Should you have any questions, please contact your
local representative.

& CAUTION: Never clean the instrument or probe using a wet cloth, or by washing it
under running water. Avoid ingress of moisture into connectors and apertures.

& CAUTION: Do not use solvents or other strong cleaning solutions as these may
attack and deform the instrument’s plastic components and degrade its performance.
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14.1 Decontamination Declaration

Hospital
or Clinic Name:

Address:

Product Code:

Serial Number:

Reason For Return:

Please tick the appropriate option(s) below:

1 | certify that | have decontaminated the product as per above.

Decontaminant Used:

1 | certify that the product has not been exposed to any chemical or biological

materials.
Title: Name:
Signature: Date:
Telephone: Email:

NOTE: Please include a copy of this form with the product being returned.
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15. Glossary of Terms and Abbreviations

Balance
Function

Base Unit

Footswitch
Assembly

Instrument

LCD
OEM

Probe
Assembly

An electronics-based procedure that results in the base unit
control electronics being tuned to optimise the detection capability
of the Sentimag®.

The main control electronics, processing, display and power unit
for the Sentimag® instrument (see Figures 1 and 2).

A detachable air-driven switch (see Figure 4) that allows the user
to operate the balance function on the Sentimag® base unit
without having to use their hands. Rated IPX4.

The Endomagnetics Ltd Sentimag® instrument, comprising a
base unit, a probe assembly, and an optional footswitch
assembly.

Liquid crystal display.
Original equipment manufacturer.

Applied part consisting of a detachable hand-held probe, cable
and connectors (see Figure 3) that the operator uses to detect
and locate magnetic materials by moving it towards and away
from them and monitoring a change in pitch in an audible signal
from the base unit and/or a change in the digital signal on its
LCD.
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16. Technical Specification
16.1 General Specifications
General
Instrument make / model

Instrument dimensions (W x H x D)
Instrument weight
Operating temperature range

Instrument
Probe

Storage temperature range
Transportation temperature range

Storage and Transportation
relative humidity range

Use of device

Storage and Transportation
atmospheric pressure range

Instrument Power Supply

Power lead connector

Power supply voltage

Fuse Type (and Rating)

Instrument Details

Protection against electrical shock
Applied part isolation
Ingress protection rating

Limit of operation

Endomagnetics Ltd / Sentimag®

240mm x 370mm x 210mm
3.8kg (4.5kg in case)

18°C to 32°C
18°C to 39°C

0°C to 40°C
-10°C to 50°C

20% to 80%
non-condensing

Less than 2000 metres

80 kPa to 105 kPa

IEC 60320 C13

110V to 230V AC
50Hz to 60Hz nominal

T1AH 250V @5x20mm
(1 amp)

Class | Protectively Earthed
Type B
IPXO0 (not protected)

Parts rated for 5 years lifetime
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16.2 Performance and Accuracy

Performance

In the longitudinal direction, i.e. parallel to the long axis of the probe, the signal recorded
by the Sentimag® decreases approximately exponentially with distance from the tip of the
probe.

In the transverse direction, i.e. perpendicular to the long axis of the probe, in the plane of
the tip of the probe, the signal recorded by the Sentimag® decreases in a Gaussian-like
manner with distance from the tip of the probe.

Accuracy

The instrument provides a qualitative measure of the presence of magnetic material in the
vicinity of the probe.
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16.3 Magnetic Field Characteristics

Nature

The Sentimag® is a magnetic susceptometer. It is designed to deliver a small amplitude,
time-varying magnetic field via a hand-held probe, and to electronically detect the
presence of any magnetic materials in the vicinity of the probe head. It operates on the
principle of magnetic susceptibility, wherein different materials respond differently in the
presence of an applied magnetic field. The clinically introduced magnetic tracer materials
with which the Sentimag® is intended to be used have a very high magnetic susceptibility,
several orders of magnitude higher than e.g. water or the human body.

Type

The magnetic field is generated by passing a 10 kHz sinusoidally varying alternating
current through a wire coil mounted in the probe.

Intensity

Modelling indicates that the maximum field intensity at any point on the probe casing will
be no greater than 372 uT.

Distribution

The magnetic field distribution around the probe head is linearly proportional to the spatial
variation in signal, as specified in Performance and Accuracy.
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16.4 Electromagnetic Immunity and Separation

Guidance and Manufacturer’s Declaration —
Electromagnetic Emissions

The Sentimag® is intended for use in the electromagnetic environment specified below. The customer or
the user of the Sentimag® should assure that it is used in such an environment.

Emissions Test Compliance Electromagnetic Environment - Guidance
. o The Sentimag® uses RF energy only for its internal
RF Radiated Emissions function. Therefore, its RF emissions are very low and
CISPR 11 Group 1 are not likely to cause any interference in nearby
EN550011 Class A electronic equipment.
ANSI 63.4
There is no known risk of reciprocal interference* posed
by Sentimag® with any other equipment during specific
RF Conducted Emissions investigations or treatments.
CISPR 11 Group 1
EN550011 Class B The emissions characteristics of the Sentimag® make it
ANSI 63.4 suitable for use in industrial areas and hospitals (CISPR
11 class A). If it is used in a residential environment (for
which CISPR 11 class B is normally required) the
Sentimag® might not offer adequate protection to radio-
Voltage Fluctuations / frequency communication services. The user might
Flicker emissions Complies need to take mitigation measures, such as relocating or
IEC 61000-3-3 reorienting the equipment.

(*) “Risks of reciprocal interference” means adverse effects on the device caused by instruments present
at the time of investigations or treatment, and vice versa.
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Guidance and Manufacturer’s Declaration —

Electromagnetic Immunity

The Sentimag® is intended for use in the electromagnetic environment specified below. The customer or
the user of the Sentimag® should assure that it is used in such an environment.

Immunity Test

IEC 60601 Test
Level

Compliance
Level

Electromagnetic Environment —
Guidance

Electrostatic Discharge
(ESD)

IEC 61000-4-2

+8 kV contact
+15 kV air

+8 kV contact
+15 kV air

Floor should be wood, concrete,
or ceramic tile. If floors are
covered with synthetic material,
the relative humidity should be at
least 30 %.

Electrical Fast

+2 kV for power

+2 kV for power

Mains power quality should be

Transient/Burst supply lines supply lines that of a typical commercial

IEC 61000-4-4 +1 kV for Not applicable and/or hospital environment.
input/output lines

Surge 11 kV line to line 11 kV line to line Mains power quality should be

IEC 61000-4-5 +2 kV line to earth | 2 kV line to earth | that of a typical commercial

and/or hospital environment.

Voltage dips, short
interruptions and voltage
variations on power
supply

IEC 61000-4-11

<5% UT

(>95 % dip in UT)
for 0.5 cycle

40 % UT

(60 % dip in UT)
for 5 cycles

70 % UT

(30 % dip in UT)
for 25 cycles
<5% UT

(95 % dip in UT)

for 5 seconds

<5 % UT

(>95 % dip in UT)
for 0.5 cycle

40 % UT

(60 % dip in UT)
for 5 cycles

70 % UT

(30 % dip in UT)
for 25 cycles

0% UT

(100 % dip in UT)
for 5 seconds

Mains power quality should be
that of a typical commercial
and/or hospital environment.

If the user of the Sentimag®
requires continued operation
during power mains interruption, it
is recommended that the
Sentimag® be powered from an
uninterruptible power supply.

Note: UT is the AC mains voltage prior to application of the test level.

(continued overleaf)
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Guidance and Manufacturer’s Declaration —
Electromagnetic Immunity

Immunity Test IEC 60601 Test Compliance Electromagnetic Environment -
Level Level Guidance
Power Frequency | 30 A/m 30 A/m Power frequency magnetic fields should
(50/ 60 Hz) be at levels characteristic of a typical
magnetic field location in a typical commercial or hospital
IEC 61000-4-8 environment.
Conducted RF 3 Vrms 3 Vims Portable and mobile RF communications
IEC 61000-4-6 150 kHz to 80 equipment should be used no closer to
MHz any part of the Sentimag® including
cables, than the recommended separation
distance calculated from the equation
Radiated RF 3V/m 3V/m appropriate to the frequency of the
transmitter.
IEC 61000-4-3 80 MHz to 2.5 80 MHz t0 5.8
GHz GHz

Recommended separation distance

WARNING: 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 Sentimag®,
including cables specified by the manufacturer. Otherwise, degradation of the performance of this
equipment could result.
Field strengths from fixed RF transmitters as determined by an electromagnetic site survey ! should be
less than the compliance level.

Interference may occur in the vicinity of equipment marked with the following symbol:

()

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects, and people.

1Al Field strengths from fixed transmitters, such as base stations for radio (cellular/ cordless) telephones
and land mobile radio, AM and FM radio broadcast, and TV broadcast cannot be predicted
theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters,
an electromagnetic site survey should be considered. If the measured field strength in the location in
which the Sentimag® is used exceeds the applicable RF compliance level above, the Sentimag®
should be observed to verify normal operation. If abnormal performance is observed, additional
measures may be necessary, such as reorienting or relocating the Sentimag®.

(continued overleaf)
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Recommended separation distance between Portable and Mobile
RF Communications Equipment and the Sentimag®

The Sentimag® is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customers or the users of the Sentimag® can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the Sentimag® as recommended below, according to the
maximum output power of the communications equipment.

Separation distance according to frequency of transmitter in meters
Rated Maximum (m)
Output Power of
Transmitter in Watts 150 kHz to 80 MHz to 800 MHz to
(W) 80 MHz 800 MHz 2.5GHz
d=2P d=2P d=2P
0.01 0.30n 0.30 W 0.30 W
0.1 0.63 0.63 0.63
1 2.00 2.00 2.00
10 6.32 6.32 6.32
100 20.00 20.00 20.00

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (m) can be estimated using the equation, where P is the maximum output power
rating of the transmitter in watts (W) according to the transmitter manufacturer.

Note 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects, and people.

[A] 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 Sentimag®,
including cables specified by the manufacturer. Otherwise, degradation of the performance of this
equipment could result.

17. Disposal

The instrument should not be disposed via public recycling.

Incineration of contaminated parts is recommended.

At the end of the system use period, it must be disposed as medical waste, infectious waste,
and/or industrial waste in accordance with local laws and regulations (SanPin rules 2.1.7.2790-
10 "Sanitary and epidemiological requirements for handling medical waste" (Class A) )

If you have any questions regarding disposal, please contact the manufacturer or his authorized
representative.

This symbol, see below, is affixed by the requirement of the WEEE Directive (2012/19/EU), and
indicates the waste end-of-life equipment should not be disposed as unsorted municipal waste
and to be collected such equipment separately.
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