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1. Sutarties esmé

SUTARTIS Nr. A4~ A4~ QUL

2022 m.
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VSl Klaipédos universitetiné ligoniné atstovaujama vyriausiojo gydytojo V.
JanuSonio (toliau vadinama “Pirkéju”) ir UAB ,,Hospitex Diagnostics Kaunas* atstovaujama
direktoriaus A. Bakucio (toliau vadinama “Pardavéju™) sudaréme $ig sutart].

“Pardavéjas” jsipareigoja sutartyje numatytomis salygomis, pristatyti atvirame
tarptautiniame konkurse (608410) laiméta intraoperacinj neuromonitoriy NIM Vital,
Medtronic, kurio vnt. kaina yra 69.786,75 Eur (3eSiasde$imt devyni tikstan¢iai septyni §imtai
aStuoniasdeSimt Sesi eurai 75 cnt.) ir pateikti “Pirkéjui” pagal i specifikacija:

Intrao

eracinis neuromonitorius NIM Vital, Medtronic

Eil.
Nr.

Parametras

Parametro reikSme

Siilomo parametro atitikimas, konkreti
parametro reikSmé ir atitikimo
patvirtinimas (psl. pasialyme, puslapyje
pabraukiant kiekvienos pozicijos
kiekvieng atitikimg, nurodant pozicijos
numerj pagal praSomas specifikacijas)

Paskirtis

Sistema skirta nervy lokalizacijoms,
stebéjimui, stimuliavimui, EMG atsaky
registravimui ir nervy vientisumo
nustatymui.

Sistema skirta nervy lokalizacijoms,
stebejimui, stimuliavimui, EMG atsaky
registravimui ir nervy vientisumo
nustatymui. Katalogas —2 psl.

N

Pritaikymo sritys

Intrakranijines, ekstrakranijines,
intratemporalines, ekstratemporalines
procediiros ir operacijos, susijusios su
kaklu - skydliauke, prieskydiné liauka;
stuburu, kriitines lasta ir virjutinémis bei
apatinémis gallinémis.

Intrakranijines, ekstrakranijines,
intratemporalines, ekstratemporalines
procediiros ir operacijos, susijusios su kaklu -
skydliaukeé, prieskydiné liauka; stuburu,
kriitinés lasta ir virSutinémis bei apatinémis
galtinémis.

Katalogas — 2, 3 psl.

(9%}

Aparato ekranas

1. Didelio kontrasto, spalvotas,
lietimui jautrus ekranas. Ekranas
prisitaiko prie lietimo chirurginémis
pir§tinémis.

2, Skiriamoji geba 1920x1080 tasky,
ne maziau
3. Ekrano padétis gali biiti kei¢iama ir

reguliuojama.

l. Didelio kontrasto, spalvotas, lietimui

jautrus ekranas. Ekranas prisitaiko prie

lietimo chirurginémis pirstinémis.
Skiriamoji geba 1920x1080 tasky
Ekrano padetis keic¢iama ir

reguliuojama.

Katalogas —4, 5, 6 psl.

W N

Vaizdo projekcija

Konsoleé turi tureti galimybe belaidziu
btidu perduoti vaizda j bet kokj LCD
ekrana, taip sudarant galimybe aparatg
naudoti skirtingose operacinése.

Konsol¢ gali belaidziu budu perduoti vaizda j
bet kokj LCD ekrana ir taip sudaro galimybe
aparatg naudoti skirtingose operacinése.
Katalogas — 7, 8 psl.

Paciento sasaja

Belaidé paciento sasaja

Belaidé paciento sasaja Katalogas — 9 psl.

Trikdziy salinimas

Sistema aparato ekrane jspéja naudotoja
apie atsiradusj trikdj ir ekrane pateikia
trikdZio sprendimo Zzingsnius.

Sistema aparato ekrane jspé&ja naudotoja apie
atsiradusj trikdj ir ekrane pateikia trikdzio
sprendimo Zingsnius. Katalogas — 10 psl.

Integruotas garsiakalbis

EMG signalo amplitudés akustiniam
atvaizdavimui, aliarmams, balsiniams
praneSimams.

Integruotas garsiakalbis skirtas: EMG signalo
amplitudés akustiniam atvaizdavimui,
aliarmams, balsiniams prane§imams
Katalogas - 11, 12, 13, 14 psl.

Garso signaly reguliavimas

Galimybeé garsa reguliuoti rankenéle ant
aparato korpuso ir ekrane, biitina.

Galimybé garsa reguliuoti rankenele ant
aparato korpuso ir ekrane. Katalogas — 14,
15, 16 psl.

Elektrody iSdéstymas

Ekrane turi biiti rodomas galimas

Ekrane rodomas galimas elektrody

i)




elektrody isdéstymas priklausomai nuo
pacientui atliekamos procediiros.

isdéstymas priklausomai nuo pacientui
atliekamos procediros. Katalogas — 17 psl.

Garso signaly jjungimas ir

1o, | Garso. Biitina G,arso signaly jjungimas ir isjungimas
iSjungimas Katalogas — 13, 18 psl.
I1. | EMG kanaly skaicius Ne maziau kaip 4 kanaly 4 kanalai Katalogas — 19, 20 psl.
Ne maziau du nepriklausomi Du nepriklausomi elektriniai stimuliavimo
elektriniai stimuliavimo o kanalai, skirti nepertraukiamai ir nuolatinei
12. AN : . | Bitina P
kanalai, skirti nepertraukiamai stimuliacijai Katalogas — 14, 19, 21 psl.
ir nuolatinei stimuliacijai
- | Sistemos garsinis ir vizualinis . Sistemos garsinis ir vizualinis atsakas
13. g e G Bitina . . aT
atsakas stimuliacijos metu stimuliacijos metu Katalogas —22 psl.
4. Stimllllia.vimo_intensyvumo Ne siauresnése ribose kaip 0,01 - 50 mA 0,01 - 50 mA Katalogas — 23 psl.
reguliavimo ribos
5 Pasirenkama stimuliacijos Ne siauresniame diapazone kaip 50/100/150/200/250 ps Katalogas — 14 psl.
| impulso trukme 50/100/150/200/250 ps
Stimuliacijos keitimo Zingsnis Stimuliacijos keitimo zingsnis pasirenkamas
10. Ne didesnis nei 0.05 mA vartotojo 0.01 arba 0.05 mA Katalogas 14
psl.
Automatinis prijungty . Automatinis prijungty elektrody patikrinimas
17. G Bitina . n
elektrody patikrinimas Katalogas — 19, 24, 25 psl.
Nuolatinis monitoravimas Nuolatinis monitoravimas
18. | elektrokoaguliacijos metu Biitina elektrokoaguliacijos metu Katalogas — 19
psl.
Nuolatinis nervo klajoklio . Nuolatinis nervo klajoklio monitoravimas
19. 1 monitoravimas Bdtina Katalogas — 26 psl.
Automatinis artefakty Automatinis artefakty
20. | aptikimas ir nuslopinimas Bitina aptikimas ir nuslopinimas Katalogas — 19
psl.
Galimybe uzsaldyti vaizdg Biitina Galima uz3aldyti vaizda ekrane klinikiniam
o ekrane klinikiniam signaly signaly jvertinimui nesustabdant
' | ivertinimui nesustabdant monitoravimo Katalogas — 27 psl.
monitoravimo
Duomeny dokumentavimas: 1. Informacijos apie pacient jvedimas | 1. Informacijos apie pacienta jvedimas
2. Ataskaity saugojimas PDF formate 2. Ataskaity saugojimas PDF formate ir
ir USB laikmenoje USB laikmenoje
22, 3. Papildoma galimybé prijungti 3. Papildoma galimybe prijungti
spausdintuva, klaviatlira, monitoriy spausdintuva, klaviatiira, monitoriy
arba kitus duomeny saugojimo Katalogas — 28, 29, 30, 31, 32 psl.
jirenginius
Priedu ir elektrody rinkiniai
sistemos instaliavimui ir
paleidimui
Endotrachejinis vamzdelis 1. Vamzdelis turi turéti ne maziau tris 1. Vamzdelis turi keturis bipolinius
bipolinius elektrodus abiejy stygy elektrodus abiejy stygu monitoravimui;
monitoravimui; 2. Vamzdelis komplektuojamas su jra§ymo
2. Vamzdelis turi biiti ir jzeminimo elektrodais;
komplektuojamas su jrasymo ir 3.5 skirtingy dydziy vamzdeliai, dydis
izeminimo elektrodais; pasirenkamas uzsakymo metu
23. 3. Ne maziau 5 skirtingy dydziy 4. Numatyta pozicionavimo zyma;
vamzdeliai, dydis pasirenkamas 5. Sterilus
uzsakymo metu 6. Vienkartinio naudojimo
4. Numatyta pozicionavimo Zyma; 7. Kiekis 100 vnt.
5. Sterilus Katalogas - 33, 34, 35, 36, 37 psl.
6. Vienkartinio naudojimo
7. Kiekis 100 vnt.
Monopolinis stimuliatorius 1. Stimuliatorius tiesus; 1. Stimuliatorius tiesus;
tiesioginei nervy stimuliacijai 2. Turi biiti komplektuojamas su 2. Komplektuojamas su rankena
24 rankena stimuliatoriui, komplektai stimuliatoriui, komplektai individualiai
- individualiai supakuoti; supakuoti;
3. Vienkartinio naudojimo 3. Vienkartinio naudojimo
4. Sterilus 4. Sterilus




5. Kiekis 100 vnt. 5. Kiekis 100 vnt.
Katalogas — 38 psl.

APS elektrodas I. Nuolatiniam nervo klajoklio 1. Nuolatiniam nervo klajoklio
stebéjimui skydliaukés stebéjimui skydliaukés operacijos
operacijos metu metu
2. Ne maziau 2 skirtingy dydziy, dydis 2. 2 skirtingy dydziy, dydis pasirenkamas

25. pasirenkamas uzsakymo metu; uzsakymo metu;
3. Vienkartinio naudojimo 3. Vienkartinio naudojimo
4. Sterilus 4. Sterilus
5. Kiekis I vnt. 5. Kiekis 1 vnt.
Katalogas — 39, 40, 41 psl.
Elektrodai 1. Porinis, poodinis elektrodas, 1. Porinis, poodinis elektrodas,
pasirinktinai 2 arba 4 kanaly;, pasirinktinai 2 arba 4 kanaly;
2. Insuliuotos adatos ne daugiau 2. Insuliuotos adatos 5Smm iki adatos
nei Smm iki adatos galo; galo;
3. Tarpas tarp adaty ne didesnis 3. Tarpas tarp adaty 2.5mm;
26. nei 2.5mm; 4. Dviejy skirtingy ilgiy adatos,
4. Ne maziau dviejy skirtingy ilgiai pasirenkami uzsakymo metu;
ilgiy adatos, ilgiai pasirenkami 5. Vienkartiniai
uzsakymo metu; 6. Steriltis, individualiai supakuoti.
5. Vienkartiniai Katalogas — 42, 43 psl.
6. Sterilus, individualiai supakuoti.
Artefakty slopinimo jutiklis 1. Tinkamas 1. Tinkamas elektrochiruginiams
elektrochiruginiams prietaisams keliantiems trikdzius;
27. prietaisams keliantiems Katalogas — 44 psl.
trikdzius;
28. | Garantinis laikotarpis = 12 ménesiy G:)rﬂn‘tmls e L
ménesiy.

2. Sutarties verté

Sutarties (1 vnt.) verté — 69.786.75 Eur (3esiasdesimt devyni tiikstanciai septyni §imtai
aStuoniasdeSimt Sesi eurai 75 cnt.).
[ sutartyje nurodytg kaing jskaityta:
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Garantinio laikotarpio (12 ménesiy) turétos ilaidos.

Ivedimas | eksploatacija.
Informacinés sistemos E.sgskaita naudojimo islaidos.

3. Apmokéjimo sglygos

3.1.  ,,Pirkéjas™ sumoka uz pateiktas prekes per 30 (trisdesimt) kalendoriniy dieny

nuo dienos, kai uzsakovas gauna prekes arba paslaugas bei sgskaita faktiirg arba lygiavertj
dokumentg. Mokéjimo terminas gali biiti pratesiamas dar 30 dieny, jeigu véluojama atsiskaityti
ligoninei uz suteiktas asmens sveikatos priezidiros paslaugas, tadiau mokéjimo laikotarpis
negali virSyti 60 kalendoriniy dieny nuo prekiy gavimo dienos.
3.2. Jeigu “Pirkéjas” neatsiskaito per minéta laika po prekiy pristatymo,
“Pardavejas™ gali reikalauti 0,02% netesyby uz kiekvieng uzdelsta dieng nuo neapmokétos

Sumaos.

oo |

.1. PerveZimo | pirkéjo nurodyta vietg Lietuvos Respublikos teritorijoje i3laidos.
. Draudimo pervezant i$laidos.

Naudojimo instrukcija lietuviy kalba 2 egzemplioriai.
.Techniné dokumentacija lietuviy kalba medicinos technikui.
. I8laidos, susijusios su personalo apmokymu, tame tarpe ir medicinos techniko.
. Pridétinés vertés mokestis.

3.3.  Atsiskaitymas vykdomas naudojantis tik informacinés sistemos ,,E.sgskaita*

priemonémis.

.




4. Garantijos

4.1. “Pardavejas” garantuoja, kad prekés, nepriklausomai nuo joms bidingos
iSvaizdos ar pagaminimo biido yra tikrai naujos ir pagamintos i§ reikalingy medziagy bei
pilnai atitinka techniniuose dokumentuose numatytus reikalavimus.

4.2. “Pardavejas” jsipareigoja pataisyti ar pakeisti defektines prekes (ar jy dalis) per 1
ménes], garantinio remonto trukmé iki 1 ménesio nuo defekto nustatymo. “Pardavéjas”, jei
tas bitina, atsiuncia savo specialistus pas “Pirkéjg”, kad isiaiskinty sutrikimo prieZastis, ar
pataisyty defektg. Pataisytos arba naujos dalys bus pristatytos “Pirkéjui” nemokamai ir joms
bus suteiktas naujas garantinis laikotarpis.

4.3. Jeigu firmos specialistai nustatys, kad gedimo negalima pa3alinti “Pardavéjas”
Isipareigoja pakeisti visg aparatg.

4.4. Garantinis laikotarpis prasideda nuo jrangos perdavimo — priémimo akto
pasiraS§ymo dienos.

5. Prekiy pristatymas

5.1. “Pardavéjas” pristato “Pirkéjui” nurodytas prekes | jo buveine laike 30
(trisdesimt) dieny nuo uzsakymo pateikimo dienos.

5.2. Pristatyta jranga laikoma nuo to momento, kai yra pasiradyta jrangos priémimo-
perdavimo aktas, saskaita-faktiira, kai apmokytas personalas, pateikta naudojimo instrukcija
lietuviy kalba ir uzpildytas jrangos techninis pasas.

5.3. Prekiy pervezima, draudimg, pervezimo metu organizuoja ir apmoka
“Pardavé¢jas”.

5.4. Jeigu “Pardavéjas” per minétg laikotarp] nepateikia prekiy, “Pirkéjas” gali
reikalauti 0,02% netesyby nuo netiekiamy prekiy sumos uz kiekvieng uzdelstg diena.

6. Prekiy jpakavimas
6.1. Prekés supakuotos atsizvelgiant | jy pobtdj ir transportavimo saugumo
reikalavimus.

6.2. “Pardavéjas” garantuoja, kad prekés nebus paZeistos transportavimo metu.

7. Sutarties nutraukimas

7.1.Sutartis jsigalioja nuo Sutarties pasira$ymo dienos ir galioja 12 ménesiy.

7.1. Sutartis gali biiti nutraukta vienu i$ $iy budy:

7.1.1. 8aliy susitarimu;

7.1.2. vienos i8 Saliy iniciatyva, apie tai rastu informavus kitg $alj ne véliau kaip pries 30
(trisdeSimt) kalendoriniy dieny.

7.2. Pirkéjas turi teisg, jspéjes Pardavéja prie§ 30 (trisdesimt) dieny, vienasaliskai nutraukti
Sig Sutart} del esminio jos pazeidimo. Esminiu §ios Sutarties paZeidimu bus laikomas bet
kurio jsipareigojimo pagal Sutartj nejvykdymas arba netinkamas jvykdymas.

7.3. Pardavéjas turi teise vienaSaliskai nutraukti sutartj apie tai prie§ 30 (trisde$imt)
kalendoriniy dieny rastu praneSdama kitai sutarties $aliai.

7.4. Sutarties nutraukimas neatleidZia vienos Salies nuo jsipareigojimy kitai $aliai, kuriuos
ji prisiéemeé pagal sutartj iki sutarties nutraukimo dienos.

8. Gincai
8.1. GinCo ir nesutarimo atveju, sutarties rémuose abi pusés stengiasi susitarti taikiu

budu. Nepavykus susitarti deryby keliu, ginas nagrinéjamas Lietuvos Respubhkos Istatymy
nustatyta tvarka.

W/gv){\



9. Baigiamosios nuostatos

9.1.Kiekvieng gin¢g, nesutarimg ar reikalavima, kylantj i$ $ios Sutarties ar susijusj su
Sia Sutartimi, jos sudarymu, galiojimu, vykdymu, paZeidimu, nutraukimu, Salys spres
derybomis. Ginco, nesutarimo ar reikalavimo nepavykus i§spresti derybomis, gindas bus
sprendziamas teisme pagal Uzsakovo buveinés viets.

9.2. Pirkimo sutartis jos galiojimo laikotarpiu gali biti kei¢iama neatliekant naujos
pirkimo procediiros vadovaujantis Viesyjy pirkimy jstatymo 89 straipsniu.

9.3. Sutartis sudaryta dviem vienodg teising galig turin¢iais egzemplioriais lietuviy kalba,
po vieng kiekvienai Saliai.

9.4. Bet kokie pranesimai, informacija, dokumentacija ar korespondencija dél Sutarties
nevykdymo ar jos vykdymo turi bati jforminta rastu lietuviy kalba ir i$siysta registruotu pastu
per kurjerj, faksu ar elektroniniu pastu. Jeigu informacija perduodama faksu ar elektroniniu
pastu, ji laikoma tinkamai perduota tik tuo atveju, jeigu Salis, kuriai skirta tokia informacija,
faksu arba elektroniniu pagtu patvirtina jos gavimo fakta.

9.5. Pasikeitus Salies buveinés adresui, banko sgskaitos numeriui ar kitiems rekvizitams,
Salis privalo apie tai praneiti kitai Saliai. Nejvykdzius Siy reikalavimy Salis neturi teisés
reik$ti pretenzijy ar atsikirtimy, kad kitos Salies veiksmai, atlikti, vadovaujantis paskutine
turima informacija, neatitinka Sutarties salygy, arba kad ji negavo pranesimy, siysty pagal
paskutinius turimus rekvizitus.

9.6. Sutargiai ir i$ jos kylantiems Saliy santykiams bei jy aiskinimui taikoma Lietuvos
Respublikos teiseé.

9.7.Sutarties Salims yra Zinoma, kad § Sutartis yra vieSa, iSskyrus joje esancig
konfidencialig informacijg. Konfidencialia informacija laikoma tik tokia informacija, kurios
atskleidimas priestarauty teises aktams. Salys neskelbia tretiesiems asmenims informacijos
aple konfidencialias sutarties salygas ir vykdyma, taip pat uZztikrina, kad minéta informacija
bei visi perduoti duomenys ir dokumentai nepateks tretiesiems asmenims, i$skyrus Lietuvos
Respublikos jstatymuose nustatytas iSimitis.

9.8. Tiekeéjas negali perleisti tretiesiems asmenims visy ar dalies savo teisiy, susijusiy su
Sutartimi, jskaitant reikalavimo teisg j Pirkéjo mokeétinas sumas, be i$ankstinio ragytinio
Pirkéjas sutikimo. Be Pirkejo iSankstinio raSytinio sutikimo sudaryti sandoriai del teisiy ar
pareigy pagal Sig Sutartj perleidimo laikytini niekiniais ir negaliojanéiais nuo jy sudarymo
momento.

10. galiq rekvizitai ir juridiniai adresai

“Pirkéjas” “Pardavéjas”

V3] Klaipédos universitetiné ligoniné UAB ,,Hospitex Diagnostics Kaunas*
Liepojos 41, Simno g. 4,

92288 Klaipéda LT-46365 Kaunas

A/SLT 827180500000120325 A/S LT497300010075746862

AB "Siauliy bankas" AB Swedbank

Banko kodas 71805 Banko kodas 73000

Jmonés kodas.190468035 Imonés kodas 110747425




LIETUVOS IR SVEICARIJOS UAB HOSPITEX DIAGNOSTICS KAUNAS

1.k. 110747425;: PVM kodas L.T107474219; adresas Antagynés g. 1. Kaunas; duomenys apie imone kaupiami

registry centro duomenu bazéje;

V3I Klaipédos universitetiné ligoniné

PASIULYMO FORMA

DEL INTRAOPERACINIO NEUROMONITORIAUS PIRKIMO
2022-07-18 Nr. 608410
Kaunas

Tiekéjo pavadinimas
/Jeigu dalyvauja tikio subjekty grupe, surasomi
visi dalyviy pavadinimai/

Lietuvos ir Sveicarijos UAB ,,Hospitex Diagnostics
Kaunas”

Tiekéjo adresas

Antagynés g. 1, LT-47164 Kaunas

mones kodas

110747425

UzZ pasitllymg atsakingo asmens
vardas, pavardé

Direktorius Algis Bakutis

Telefono numeris

837363056

Fakso numeris

El. paSto adresas

info@hospitex.lt

Atsiskaitomoji saskaita, banko rekvizitai

LT767044060003152297, AB SEB bankas, kodas 70440

1. Siuo pasiiilymu pazymime, kad sutinkame su visomis Konkurso salygomis,

nustatytomis:

e tarptautinio atviro Konkurso skelbime;
e tarptautinio atviro Konkurso salygose;

e kituose pirkimo dokumentuose.

Kartu su pasitilymu pateikiami Sie dokumentai:

Eil. Pateikty dokumenty pavadinimas Dokumento puslapiy
Nr. skaiCius

1. EBVPD 14

2. CE sertifikatas 3

3. Gamintojo jgaliojimas, konfidencialu 4

4. Katalogas 47

5. Techniné specifikacija 3

6. Registry centro paZyma 2

7. Registravimo pazyméjimas, jstatai 4

Pasiiilymas galioja iki termino, nustatyto pirkimo dokumentuose.




Eil. o . - Viso pasiiilymo kaina
NI Pirkimo objekto pavadinimas EUR su PVM
L Intraoper.acmls neuromonitorius NIM Vital, gamintojas 69 786,75 Eur.
Medtronic

Si pasiilyme nurodyta informacija yra konfidenciali /perkancioji organizacija Sios
informacijos negali atskleisti tretiesiems asmenims/

Eil. | Pateikto dokumento pavadinimas Dokumentas yra jkeltas Sioje CVP IS pasitilymo
Nr. | (rekomenduojama pavadinime vartoti lango eilutéje (,,Prisegti dokumentai* arba
zodj ,,Konfidencialu®) »Kvalifikaciniai klausimai* prie atsakymo j
klausimag)
1. Gamintojo jgaliojimas, konfidencialu Gamintojo jgaliojimas, konfidencialu

Pastaba. Tiekéjui nenurodzius, kokia informacija yra konfidenciali, laikoma, kad konfidencialios
informacijos pasitilyme néra.

Direktorius Algis Bakutis
(Tiekéjo arba jo jgalioto (ParaSas*) (Vardas ir pavardé*)
asmens pareigy pavadinimas*)

PasiraSoma atskirai elektroniniu parasu tuo atveju, kai dokumente nurodytas kitas nei visa pasitlyma
pasirasantis asmuo.



Bendrieji reikalavimai:

Intraoperacinis neuromonitorius

° iyméjimas CE Zenklu - Pateikti CE sertifikatq arba atitikties deklaracija.

Eil.
Nr.

Parametras

Parametro reikSmeé

Sitilomo parametro atitikimas, konkreti
parametro reik§meé ir atitikimo
patvirtinimas (psl. pasiiilyme, puslapyje
pabraukiant kiekvienos pozicijos
kiekvieng atitikimg, nurodant pozicijos
numerj pagal praSomas specifikacijas)

Paskirtis

Sistema skirta nervy lokalizacijoms,
stebéjimui, stimuliavimui, EMG
atsaky registravimui ir nervy
vientisumo nustatymui.

Sistema skirta nervy lokalizacijoms,
stebéjimui, stimuliavimui, EMG atsaky
registravimui ir nervy vientisumo
nustatymui. Katalogas — 2 psl.

Pritaikymo sritys

Intrakranijines, ekstrakranijines,
intratemporalines, ekstratemporalines
procediiros ir operacijos, susijusios su
kaklu - skydliauké, prieskydiné liauka;
stuburu, kriitinés Iasta ir virSutinémis
bei apatinémis galiinémis.

Intrakranijines, ekstrakranijines,
intratemporalines, ekstratemporalines
procediiros ir operacijos, susijusios su
kaklu - skydliauke, prieskydiné liauka;
stuburu, krutinés lasta ir vir§utinémis bei
apatinémis galinémis.

Katalogas — 2, 3 psl.

Aparato ekranas

1. Didelio kontrasto, spalvotas,
lietimui jautrus ekranas. Ekranas
prisitaiko prie lietimo
chirurginémis pirStinémis.

2. Skiriamoji geba 1920x1080 tasky,

ne maziau

Ekrano padétis gali bati kei¢iama

ir reguliuojama.

w

1. Didelio kontrasto, spalvotas, lietimui
jautrus ekranas. Ekranas prisitaiko
prie lietimo chirurginémis pirtinémis.

2. Skiriamoji geba 1920x1080 tasky

3. Ekrano padétis kei¢iama ir
reguliuojama.

Katalogas — 4, 5, 6 psl.

Vaizdo projekcija

Konsolé turi turéti galimybe belaidZiu
biidu perduoti vaizda j bet kokj LCD
ekrana, taip sudarant galimybe aparata
naudoti skirtingose operacinése.

Konsolé gali belaidziu bidu perduoti
vaizda j bet kokj LCD ekrana ir taip sudaro
galimybe aparata naudoti skirtingose
operacinése. Katalogas — 7, 8 psl.

Paciento sasaja

Belaidé paciento sasaja

Belaidé paciento sasaja Katalogas — 9 psl.

Trikdziy Salinimas

Sistema aparato ekrane jspéja
naudotoja apie atsiradusj trikdj ir
ekrane pateikia trikdZio sprendimo
Zingsnius.

Sistema aparato ekrane jspéja naudotoja
apie atsiradusj trikdj ir ekrane pateikia
trikdzio sprendimo Zingsnius. Katalogas —
10 psl.

Integruotas garsiakalbis

EMG signalo amplitudés akustiniam
atvaizdavimui, aliarmams, balsiniams
praneSimams.

Integruotas garsiakalbis skirtas: EMG
signalo amplitudés akustiniam
atvaizdavimui, aliarmams, balsiniams
praneSimams Katalogas — 11, 12, 13, 14

psl.

Garso signaly reguliavimas

Galimybe garsa reguliuoti rankenéle
ant aparato korpuso ir ekrane, bitina.

Galimybé garsa reguliuoti rankenéle ant
aparato korpuso ir ekrane. Katalogas — 14,
15, 16 psl.

Elektrody iSdéstymas

Ekrane turi biiti rodomas galimas
elektrody i§déstymas priklausomai
nuo pacientui atlieckamos procediiros.

Ekrane rodomas galimas elektrody
iSdéstymas priklausomai nuo pacientui
atliekamos procediiros. Katalogas — 17
psl.

10.

Garso signaly jjungimas ir
iSjungimas

Biitina

Garso signaly jjungimas ir i§jungimas
Katalogas — 13, 18 psl.




11. | EMG kanaly skaiéius Ne maziau kaip 4 kanaly 4 kanalai Katalogas — 19, 20 psl.
Ne maziau du nepriklausomi Du nepriklausomi elektriniai stimuliavimo
12 elektriniai stimuliavimo kanalai, Biitina kanalai, skirti nepertraukiamai ir nuolatinei
" | skirti nepertraukiamai ir nuolatinei stimuliacijai Katalogas — 14, 19, 21 psl.
stimuliacijai
Sistemos garsinis ir vizualinis .. Sistemos garsinis ir vizualinis atsakas
13. : i Biitina . .
atsakas stimuliacijos metu stimuliacijos metu Katalogas — 22 psl.
14 Stimuliavimo intensyvumo Ne siauresnése ribose kaip 0,01 - 50 0,01 - 50 mA Katalogas — 23 psl.
" | reguliavimo ribos mA
15 Pasirenkama stimuliacijos impulso Ne siauresniame diapazone kaip 50/100/150/200/250 ps Katalogas — 14
" | trukmé 50/100/150/200/250 ps psl.
Stimuliacijos keitimo Zingsnis Stimuliacijos keitimo Zingsnis
16. Ne didesnis nei 0.05 mA pasirenkamas vartotojo 0.01 arba 0.05 mA
Katalogas 14 psl.
17 Automatinis prijungty elektrody Bitina Automatinis prijungty elektrody
" | patikrinimas patikrinimas Katalogas — 19, 24, 25 psl.
Nuolatinis monitoravimas Nuolatinis monitoravimas
18. | elektrokoaguliacijos metu Biitina elektrokoaguliacijos metu Katalogas — 19
psl.
Nuolatinis nervo klajoklio . Nuolatinis nervo klajoklio monitoravimas
19. 1 monitoravimas Bitina Katalogas — 26 psl.
Automatinis artefakty Automatinis artefakty
20. | aptikimas ir nuslopinimas Biitina aptikimas ir nuslopinimas Katalogas — 19
psl.
Galimybé uzsaldyti vaizda ekrane Bitina Galima uzsaldyti vaizda ekrane
21 klinikiniam signaly jvertinimui klinikiniam signaly jvertinimui
" | nesustabdant monitoravimo nesustabdant monitoravimo Katalogas —
27 psl.
Duomeny dokumentavimas: 1. Informacijos apie pacientg 1. Informacijos apie pacientg jvedimas
ivedimas 2. Ataskaity saugojimas PDF formate ir
2. Ataskaity saugojimas PDF formate USB laikmenoje
2 ir USB laikmenoje 3. Papildoma galimybé prijungti
) 3. Papildoma galimybé prijungti spausdintuva, klaviatiira, monitoriy
spausdintuva, klaviatiira, Katalogas — 28, 29, 30, 31, 32 psl.
monitoriy arba kitus duomeny
saugojimo jrenginius
Prieduy ir elektrody rinkiniai
sistemos instaliavimui ir
paleidimui
Endotraché¢jinis vamzdelis 1. Vamzdelis turi turéti ne maziau 1. Vamzdelis turi keturis bipolinius
tris bipolinius elektrodus abiejy elektrodus abiejy stygy monitoravimui;
stygy monitoravimui; 2. Vamzdelis komplektuojamas su
2. Vamzdelis turi biiti jraSymo ir jZeminimo elektrodais;
komplektuojamas su jradymo ir 3. 5 skirtingy dydziy vamzdeliai, dydis
jzeminimo elektrodais; pasirenkamas uzsakymo metu
23. 3. Ne maziau 5 skirtingy dydziy 4. Numatyta pozicionavimo Zyma;
vamzdeliai, dydis pasirenkamas 5. Sterilus
uzsakymo metu 6. Vienkartinio naudojimo
4. Numatyta pozicionavimo Zyma; 7. Kiekis 100 vnt.
5. Sterilus Katalogas — 33, 34, 35, 36, 37 psl.
6. Vienkartinio naudojimo
7. Kiekis 100 vnt.
24 Monopolinis stimuliatorius 1. Stimuliatorius tiesus; 1. Stimuliatorius tiesus;

tiesioginei nervy stimuliacijai

2. Turi buti komplektuojamas su

2. Komplektuojamas su rankena




rankena stimuliatoriui, komplektai
individualiai supakuoti,
3. Vienkartinio naudojimo
4. Sterilus
5. Kiekis 100 vnt.

stimuliatoriui, komplektai individualiai
supakuoti;
3. Vienkartinio naudojimo
4. Sterilus
5. Kiekis 100 vnt.
Katalogas — 38 psl.

APS elektrodas

1. Nuolatiniam nervo klajoklio
stebéjimui skydliaukeés
operacijos metu

2. Ne maziau 2 skirtingy dydziy,

1. Nuolatiniam nervo klajoklio
stebéjimui skydliaukés operacijos

metu

2. 2 skirtingy dydZiy, dydis pasirenkamas

25. dydis pasirenkamas uzsakymo metu; uzsakymo metu;
3. Vienkartinio naudojimo 3. Vienkartinio naudojimo
4. Sterilus 4. Sterilus
5. Kiekis 1 vnt. 5. Kiekis 1 vnt.
Katalogas — 39, 40, 41 psl.
Elektrodai 1. Porinis, poodinis elektrodas, 1. Porinis, poodinis elektrodas,
pasirinktinai 2 arba 4 kanaly; pasirinktinai 2 arba 4 kanaly;
2. Insuliuotos adatos ne 2. Insuliuotos adatos 5Smm iki
daugiau nei Smm iki adatos adatos galo;
galo; 3. Tarpas tarp adaty 2.5mm;
3. Tarpas tarp adaty ne 4. Dviejy skirtingy ilgiy adatos,
26. . L il 25,
didesnis nei 2.5mm; ilgiai pasirenkami uzsakymo metu;
4. Ne maziau dviejy skirtingy 5. Vienkartiniai
ilgiy adatos, ilgiai pasirenkami 6. Sterilils, individualiai supakuoti.
uzsakymo metu, Katalogas — 42, 43 psl.
5. Vienkartiniai
6. Sterills, individualiai supakuoti.
Artefakty slopinimo jutiklis 1. Tinkamas 1. Tinkamas
elektrochiruginiams elektrochiruginiams prietaisams
27. prietaisams keliantiems keliantiems trikdZius;
trikdzius; Katalogas — 44 psl.
28. | Garantinis laikotarpis 2 12 ménesiy G?_lran'tinis laikotarpis suteikiamas 12
ménesiy.
Tiekéjas privalo pateikti gamintojo Pateikiama
katalogus (prekiy apraymus),
kuriuose biity nurodyta prekiy kodai
bei visa kita informacija,
pagrindZianti prekeés atitikima
konkurso specifikacijai. Kataloge
turi biiti pabrauktas ir pazymeétas
29, atitikimas reikalaujamiems. Bitina
parametrams t. y. pabraukti
kiekvienos pozicijos kiekviena
atitikima, nurodant pozicijos numerj
pagal praSomas specifikacijas.
Katalogai (prekiy aprasymai) turi
biti lietuviy arba uZsienio kalba.
Pateikiamos skaitmeninés
dokumenty kopijos.
30. | Perkamas kiekis 1 vnt. 1 vnt.
31. | PVM tarifas procentais 21%
32. | Kaina Viso Eur su PVM 69 786,75 Eur
33. | Firminis pavadinimas, gamintojas NIM Vital, gamintojas Medtronic
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Nerve Integrity Monitor

Intended use

The NIM Vital™ is intended for locating and monitoring, including stimulation, of cranial, spinal, peripheral motor and mixed motor-
sensory nerves and registering EMG responses during surgery.

Indications for use

The NIM Vital™ system may be used for EMG monitoring in support of surgical procedures including: intracranial. extracranial n

intratemporal, extratemporal and surgeries associated with the neck, spine, thorax, and upper and lower extremities. ) o

Device description

The NIM Vital™ system is an intraoperative EMG monitor that enables users to locate and confirm the integrity of nerves during
surgical procedures.

The system stimulates nerves (propagates an action potential) through a variety of stimulation probes that causes the muscle
associated with the nerve to contract. The system then picks up these electric signals from the muscles through a variety of
electrodes and converts this information into meaningful graphs and sounds that the system displays on the monitor.

The system also continuously monitors EMG activity from the muscles innervated by the nerve at risk.

Contraindications

The NIM Vital™ system is contraindicated for use with paralyzing anesthetic agents that will significantly reduce, if not completely
eliminate, EMG responses to direct or passive nerve stimulation.

Warnings and precautions

Itis important that the NIM Vital™ system intended operators be familiar with this manual: its warnings, precautions, procedures and
safety issues. Disregarding the information on safety is considered abnormal use.

Warnings
W1  The NIM Vital™ system does not prevent the surgical severing of nerves. If monitoring is cornpromised, the surgical
practitioner must rely on alternate methods, or surgical skills, experience, and anatomical knowledge to prevent damage to
nerves.
W2 If paralyzing anesthetic agents have been used, patient must regain muscle activity prior to use of the NIM Vital™ EMG
Monitor.
a. To limit the paralytic effect of anesthetic agents, the anesthesiologist should monitor Train-of-Four (TOF) to prevent
diminished EMG activity. Consult anesthesiologist if EMG changes are observed.
W3 Surgical Identification of exposed nerves is key to their preservation. Failure to use Medtronic's Nerve Stimulation Probe may
contribute to unintended surgical nerve damage or resection.
a. The user is responsible for ensuring the electrodes are placed, or inserted into the target muscles. The electrode check, or
tap test only indicates that the electrodes are making contact with the patient’s tissue and does not indicate that the needle is
inserted into the correct muscle.
W4 To avoid the risk of fire or explosion, do not use the Medtronic NIM Vital™ system in the presence of flammable anesthetics
and/or oxygen rich environment.
W5 After each procedure, properly clean and disinfect all reusable system components.
W6  To avoid alternate site patient burns or lesions when patient interface is connected to the NIM Vital™ console through the
patient interface cord:
. Do not activate the electrosurgical instruments (ESU) while stimulator is in contact with tissue.
. Do not leave dissection instruments, stimulating electrodes, or probes in surgical field.
- Do not store dissection instruments, stimulating electrodes, or probes in electrosurgical instrument holder.
- Do not allow a second surgeon (for example, fat harvesting) to use electrosurgical instruments while stimulator is in use.
. Do not activate electrosurgical instrument for prolonged periods while ESU is not in contact with tissue.
Do not activate electrosurgical instrument near the recording or stimulating electrodes.
. Do not allow patient interfaces or recording / stimulating electrodes sites to be flooded with saline.
. Do notallow excessive stray AC or DC leakage currents from patient connected equipment; Avoid creating an unintended
grounding path through applied electrodes.
Practitioner is responsible for proper use, periodic safety certification of patient connected equipment, and AC power
grounding in accordance to the appropriate IEC 60601-1 and/or IEC 60601-1-1 medical safety standard.
W7  Disconnect power to the console before cleaning the unit to avoid electrical macro shock.
W8  Achieve electrical grounding reliability with proper connections. Connect the console to hospital grade receptacles only.
W9 Do notuse any parts:
a. other than Medtronic components as damage or substandard performance could result.
b. that are damaged components or accessories.
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Nerve Integrity Monitor

Technical specifications

Physical dimensions - console
Size: HemWxd5amD
42,5 cm H (Screen Open)
20.5 cm H (Screen Down for storage)

Weight 10.7 Kg

Physical dimensions - patient interface
Size: 65cmWx75cmHx21.5cmD
Weight: 55Kg

Physical dimensions - cart (NIMacco1)
Siza: 53cmWx 10T cmH x 51 cm DP
Weight: 45 kg
Capacities: Drawsr Max Load - 4.5 kg

Shelf Max. Load - 9.0 kg
Cart Total Max. Load - 79.5 kg
Operational environment - console, console back-up battery, patient interface with internal battery

Operating Temperature range: 10 to 332 C (Operating)
Humidity: 30-70% RH non-condensing
Atmospheric Pressure range: 700 hPa to 1060 hPa
Transport and storage environment - console, console back-up battery, patient interface with internal battery
Shock and Vibration: Verified to Standard ISTA 2A
Ambient Temperature range: -20'Cto +50°C
Relative Hunidity rangs: 10 7 to 100 %3, including condensation
Atmospheric Pressurs range: 500 hPa to 1060 hPa
Amplifier
Channels - 110 4: Individually and simultaneously selectable
Input Sensitivities: 5 - 10,000 uV peak-to-peak AC Coupled = 5% at 10 mV to = 30 at 100 mV peak-to-
peak AC Coupled
Sensitivity Selection: Automatically zeroed
Bandpass: 15 Hz - 1,85 kHz (= 3 db 2500 Hz) EMG Display
200Hz - 1.0kHz (-6, +3 db @ 300 Hz) Audio EMG Speaker
Input Noise: 3-19 uV p-p, < 5 yVRMS @ DC - 2 KHz, inputs shorted
Input Impedance: >~ 10 Meg Ohm
DC offset Rejection: +£0.90V DC Rejection
Common Mode Rejection: >80 dB «w 60 Hz, balanced inputs, >66 dB @ 50 Hz, 1 K Ohm imbalance
Channel Enable/Disable Controls: Dedicated function touch pads for independent channel enable/disable.
Event Threshold Control and Display: Adjustable Graduated Touch Screen with Voltage threshold displayed.
Patient Isolation \WVired: 1,000 Vrms 50Hz < 100 uA
Impedance measurement
Conzrol: Automatic CHECK ELECTRODE feature.
Measuring Signal: 6 uA or 24 pA peak-to-peak, 7.8 Hz Square wave
Measurement Range: Electrodes:

0K to 2K Ohm = 500 Ohm

>2K-175K Ohm + 20%

Ground and Stim Returns « 25K
Artifact detection and rejection

Stimulus Artifact: Synchronized and adjustable muting and warning.

Bipolar Electrocautery Rejection: Continuous Monitoring During Bipolar Cautery < 40 watts
Monopolar Electrocautery (ESU) Interference: Automatic detection and muting in wired or wirefree modes
Muting Detector Input ESU Sensitivity: Monopolar ESU Cut / Coag

Contact 5 - 100 Watts
Air-Discharge 10-100 Watts

Muting Console Input Sensitivity: Muting (0.6 - 2.0 Volts Vrms)
Non-Muting (<0.3 Volts Vrms;
Muting Detector Input ESU Immunity ESU < 100 Watts Cut / Coag or
(<3.0 Vrms 100-800 KHz Sg. Wave)
Electrode Lead Off: Automatic detection with Channel Off Mutiing and Warning message.
Display / touch screen .

_Type: High contrast, digital, graphic color, visible in complete darkness. ’) \
Resolution: P Display Full HD - 1920H x 1080W pixels By -7 g
Dedicated Function Evant Touch Screen Controls: D. \.. Touch Panel - Capacitive Multi and Glove touch capatible 4095H x 4093W D &.
Vertical Display: 20,50, 100, 200, 500, 1,000, 2,000 5K, 10K, 20K, 50K, and 100K pV display modes.
Event Capture: Enable/disable capture mode indicator on touch screen.

Time Scale; 25 ms, 50 ms, 100 ms or 20 s display modes.
Patient Interface
Color Coded Channel Patient Connections: “Touchproof safety connection protected pin 1.5 mm per specification: DIN 42 802"
Internal Fuse: Electronic limiting protection circuit and standard fuses. See Stimulator 1 and 2
“Internal Fuse”.
Stimulator 1 and 2
Stimulus Type Constant: Constant Current
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Nerve Integrity Monitor

Setting up the NIM Vital™ console
1. Remove the NIM Vital™ console from its shipping box.

2. Place the console on a stable counter or on the NIM Vital™ cart (if purchased). Refer to the “Setting up the NIM Vital™ cart” topic
for more information.

3. Install the NIM Vital™ battery that shipped separately from the NIM Vital™ system. Refer to the "Installing the NIM Vital™ battery”
topic for more information.

4. While facing the NIM Vital™ console’s front, gently pull the monitor up and toward you until it reaches the desired placement. ‘\ 7\

5. Rotate the monitor until the monitor screen is facing you. |

6. If you are not using the cart, plug the power cord into the socket on the rear of the console.

Installing the NIM Vital™ battery

1. Remove the two screws on the information plate located on the back of the console base between the patient interface cradles
using a phillips head screwdriver.

2. Insert the battery into the battery compartment with the pull tab on the battery facing up until you feel the battery engage.
3. Replace the information plate by placing the lip on the bottom of the plate into the bottom edge of the battery compartment.
4. Align the two screw holes and replace the phillips head screws using a screwdriver.

Setting up the NIM Vital™ cart

Refer to the “The NIM Vital™ equipment cart” topic for additional information.

1. Remove the cart from its shipping crate. Refer to the uncrating instructions that ship with the shipping crate.
2. Atthe top of the cart, remove the tape securing the power cord and move it out of the way.

3. Place the NIM Vital™ console onto the top of the cart making sure to align the two pins on tha cart with the holes in the bottom
of the console.

»

Reach underneath the console tray and hand-tighten the securing knob.

u

Plug the power cord into the console.
Plug the 20 ft Mains power cord into the multi-socket outlet (MSO) located in the lower drawer of the cart.
. Secure the cord using the cable clamp in the lower drawer using a phillips head screwdriver.

If you plan to add a printer to the bottom shelf of the cart, refer to the “Installing the power isolator” topic. Refer to the “Precautions”
topic for additional information.

N o

Connecting NIM Vital™ accessories
Place the patient interfaces into the cradles to begin charging them.

First time user interface setup

Refer to the "SETUP tab” topic for more information while performing a basic setup.
1. Connect unit to AC power.

2. Turn power switch On.

3. After the system completes the self-test, press E
4. Select Language (English is default).

5. Press or E to close Global settings.

Set the time zone, date, time, and date/time format

1. During setup, press time/date in the lower right corner of the screen.
The System Date Time Settings dialog box appears.

2. Select the time zone from the Time Zone drop-down menu.

3. Select the date/time format using the Date Time Format drop-down list.
4. Press E and select the correct date from the calendar.
5. Select the time using the Hours/Minutes/Seconds drop-down lists.
6. Do one of the following:
Press [Confirm] and the system saves the information.
Press [Cancel] to exit without saving the information.
5

o
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Nerve Integrity Monitor

Cleaning
Refer to the “Cleaning and Maintenance” topic.
Storage
Allow the unit and accessories to thoroughly air-dry before storing in a cool dry place. Refer to the “Technical Specifications” topic for
further information.
Troubleshooting
Should you encounter any difficulty eliciting simulated responses from the NIM Vital ™ system patient simulator, check the following:
« Verify that the Stimulus Measured is approximately the same as the Stimulus Intensity.
+ Make sure the jJumper cables are connected correctly between the SIMULATOR and PATIENT INTERFACE.
« Adjust the EVENT THRESHOLD setting on the NIM Vital ™ system.
- Adjust the STIMULUS intensity on the NIM Vital™ system for adequate output.
- Clean the stimulator contacts of debris.
- Check the integrity of the stimulator or stimulus-dissection instrument and its connecting cable.
- Check for a blown fuse in NIM Vital™ system patient interface and replace with a proper valued fuse (shown near fuse box).
- Check for proper closure of fuse holder in the NIM Vital™ system patient interface.
Customer service information
For further information regarding the use of this product or to report any problems, please contact Medtronic using the appropriate
information provided on the blue and white contact information card packaged with each device; or contact your local distributor.

External display support

The NIM Vital™ system has the following external video ports, but does not have any specific connection settings for a microscope
output:

- HDMI

- Display

Wireless display module

The wireless display module enables users to wirelessly replicate the NIM Vital™ console display onto any monitor ‘with an HDMI-
input port. Refer to the installation instructions packaged with the wireless display module.

NIM Vital™ Mute adapter

The NIM Vital™ mute adapter enables the NIM Vital™ console to be connected to an external muting detector.
1. Console Connector (below knobs).

2. Connector to mute probe. !
3. Tether. !

\
NIM Muting detector D R

Refer to the “Precautions” topic for additional information.

The optional Muting Detector Probe is designed to detect the presence of electronic noise from external devices (such as

electrocautery/electrosurgical unit) that may cause interference on the EMG monitor. The use of a mute probe could be considered if
there is excessive noise from the electrosurgical unit.

1. Anti-slide Ring.

2. Electronic Noise Detection Area.
3. Insulating Sleeve.

4. Cable Connector.

5. Ferrite.
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Nerve Integrity Monitor

Press n or the MONITORING tab to begin monitoring on the Monitoring screen. The NIM Vital system is ready to monitor with
its default settings.

10. After the patient is draped, connect a sterile NIM monopolar stimulator probe to the STIM 1 jack (color-coded black plug and

black socket).

The basics of what you will see and hear during monitoring

The following procedure is meant to be completed by surgeons and OR staff users. Refer to the "MONITORING tab” topic for more
information.

1.

The surgeon uses the stimulator probe as the primary means to confirm the location and integrity of the nerves. Refer to warning
W3.

One of two events may occur:

+ The NIM system sounds a "Current Delivery” tone (a short tweedle sound) when contacting tissue, but not evoking a response.

The tone indicates the set current is being delivered.
Upon stimulation of the nerve, EMG is evoked, and the default audible tone is heard at ~4X/sec and raw EMG (thump, thump,

thump). The EMG event is also shown on the monltormg screen as a waveform (figure 1).

Figure 1. 8iphasic EMG waveform showing peak-to-peak measurement or amphtude

THYROID £J MONITORING @ REPORTS Y A )
7 2 Vocalis1 z 359 ]JV l Stim 1
(T l 1 OmA

o v 0.00
»
»
s
O]
S

- +
Stim 2

() Activate

Threshold

Volume
5«
+

B El 07/30/2019 2:34 PM

Largest:50f 6

Note: the latency is measured from the stimulus from the left-hand side of the screen to the start of the EMG waveform.

2.

Between probe uses the NIM is passively monitoring muscles and you may hear changes in the EMG, or mechanically evoked
nerve responses that look and sound similar to stimulator evoked nerve responses. Note: The NIM may not alert the surgeon to
all types of surgical manipulation of the nerve including sharp, surgical resection.

. The surgeon confirms the integrity of the nerve using the probe throughout the entire procedure and at the end of the

procedure. Refer to the table of contents "Audio - understanding what you hear” topic for more information.

Unboxing and installing the system
Check off the contents of the box against the packing slip. If incomplete or damaged, notify customer service at +1 800 874 5797.

If the container is damaged or cushioning material shows stress, notify the carrier and customer service. Keep the shipping materials
for carrier inspection.

After unpacking, save the cartons and packing material. If the NIM Vital™ system is to be shipped, the shipping package will provide
proper protection.
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Nerve Integrity Monitor

- Additional Options - toggle the following options on/off that are available only in Thyroid procedures:

— Monitoring study group adapted color scheme {2018) - changes the color conditions for alerts.

— Alarm on best channel - When the user uses the Alarm on Best Channel, the system assigns the status from the individual
trended channel with the highest amplitude as the alarm condition. When the user does not use the Alarm on Best Channel,
the system assigns the status from the individual trended channel with the lowest status as the alarm condition. Alarm on
Best Channel is on by default and cannot be disabled when Single Channel Mode is in use.

Use the advanced alarm settings selections to customize the following alarm settings (Note: These settings may behave differently if
Alarm on Best Channel is in use):

- Amplitude Only sets the alarm to sound if the EMG response tolerance limit is reached regardless of the latency (default is 50%
less than baseline and lower than 2000uV). You can also set an absolute alarm limitin this area.

+ Latency Only sets the alarm to sound if the latency tolerance limit is reachad regardless of the amplitude (defaultis latency value
plus(+) 10%).

- Absolute alarm limit example: If the baseline amplitude is 3000 uV, the amplitude percentage limit is 50°% (1500 uV), and
Amplitude Absolute limitis 1000 pV, then a signal of 1400 pV would not cause an alarm because although the signal has
decreased more than 50%, it is still above the absolute limit.

- Absolute Alarm Adjustment. This is an actual EMG voltage response above which the percentage alarm is disabled.

- Amplitude OR Latency sets the alarm to sound if either the EMG amplitude OR the latency limit is reached.

- Amplitude AND Latency only sets the alarm to sound if BOTH the EMG amplitude AND the latency limits are reached.

+ The Latency type button is located to the right of the Increase button and toggles between percent (%) and msec.

— Percentage - this is the percentage increase in latency from the baseline latency at which an alarm condition occurs (for
example, if the setting is 10%, then an alarm occurs when the latency goes above 110% of baseline - a 10% increase).

— ms - this is the increase in latency (in milliseconds) from the baseline latency at which an alarm condition occurs (for example,
if the setting is 1.5 msec and the baseline latency is 8.0 msec, then an alarm occurs when the latency goes above 9.5 msec).

Audio - understanding what you hear
The NIM Vital™ system Nerve Monitor produces many different sounds throughout the surgical procedure that alert you to various

|mportant mformanon In addmon to EMG sounds the system uses bneps and voices to provide useful information.

Alarms
The > alarms draw attention to any condition which prevents you from properly monitoring the surgical procedure. You should not

ignore any of the audible alarms. You must assume that valid monitoring has stopped and determine immediately why the alarm
sounded.

There are three distinct alarms:
- BEEP alarm.This is a high-pitched repetitive beep. You will hear the alarm under the following circumstances:
— Power on.
— Power off.
— System failure. Stop using the NIM Vital™ system and contact Medtronic.
- Bleedle alarm.This is a three-note alarm (Blee-Dle Deet) that you cannot disable. You will hear the alarm under the following
circumstances:
— Completion of power up.
— Check electrode. The alarm repeats if there is an electrode issue until you remedy the responsible condition.
- As soon as contact with an electrode is lost after removal including lost contact with Nervassure electrodes.
- The channel shows a lead off message.
- The system mutes the channel until connection is restored.
— Muting. As soon as the Muting Detector senses current flow, the dialog box * EMG MONITORING IS DISABLED/Muting from
external source” appears and the system becomes mute.
- For the wired mute probe, after 30 seconds, the bleedle alarm sounds followed by the “Muting” voice. The bleedle alarm
repeats every 30 seconds until you remedy the condition.
- For the ESU filter, after 10 seconds, the bleedle alarm sounds followed by the “Muting“voice. The bleedle alarm repeats
every 10 seconds until you remedy the condition.
— Stimulus tone (warbled).
- Nervassure alarm. The system uses several alarms to notify you when a plotted point is determined to be outside an alarm limit.
Refer to the "“Muting a Nervassure alarm” topic for more information.
— Alarm with yellow condition. A single bong alarm sounds every five seconds until the condition is remedied or moves into a
different alarm condition.
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Nerve Integrity Monitor

Additional options for the Stimulus Delivery Audio panel (3):
Brief Tone (default). Delivery of stimulus current is accompanied by a brief warbled tone.

- Continuous Tone. Delivery of stimulus current is accompanied by a continuous, warbled, high-low tone {referred to as “Stimulus
Warble Tone").

- Voice - Stimulus. Delivery of current to the surgical field is announced by the word, "STIMULUS".

- Voice - Settmg Delivery of current to the surgical field is announced by the value ofthe sumulus setting.

Note: You will not hear the Stimulus Delivery Audio when an event has occurred.
The following options are located on the Monitoring Audio panel. At least one selection must be active, however you may select all
three options.

- EMG audio is the amplified sound of muscle activity thatis heard instantaneously as the narve is stimulated. All EMG activity,
regardless of amplitude, is audible when the EMG audio is ON. The EMG activity may sound like a low-pitched “drumbeat’, a high-
pitched “crackle,” or a “grow!” When you monitor multiple channels, it is unlikely that you will be able to differentiate the EMG
signals as to their channel of origin strictly by the sounds they produce.

- EventTones are heard when the EMG amplitude is larger than the Event Threshold setting. The Event Tones are easily heard over
O.R. noise and are heard at the same time with the EMG audio, previously mentioned.

- "Voice - Stimulated EMG Values" announces the value of the highest channel in the largest event in a sequence if largest
is selected in Display settings (approximately one second after the sequence ends). The system rounds the actual value
appropriately for annunciation. For example, the NIM Vital™ system would announce 623 as “six hundred twenty.”

You can differentiate channels by tone pitch. The tone for channel 1 activity is lower in pitch than channel 2, and so on for channels
3 through 4. When EMG activity exceeding the event threshold occurs at the same time on multiple channels, only the tone of the
channel with the highest EMG activity will be produced.

You can mute individual EMG channels by selecting Show Channel Mute Buttons.

Once the user enables a monitoring audio option (EMG Audio, Event Tones, or Voice - Stimulated EMG Values), the system displays a
volume balance for the option. All of the balances in this panel default to 50%.

Audio advanced settings
On the Audio advanced settings panel the user can toggle on/off Audio during Active Stimulus Only. When the user enables the

Active Stimulus Only, the system mutes the EMG audio and event tones occurring without stimulation. This mode only works with
compatible, connected stimulators.

Display Settings panel
Note: If you adjust the advanced settings, you will change the default characteristics of your NIM Vital ™. Only someone with

knowledge of the advanced settings and how they impact your NIM Vital™ should make changes. If the user selects o\ , the system
displays a warning. The user must select [Cancel] or [Confirm] to return to settings or move forward to the advanced settings panel.
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Stunulus Range

Load Impedance Range: as long as the load impedance X

sumulation current is less than or 2qual to the compliance

voltage.
Sumulus Control

Sumulus Output Accuracy:
Stumulus Adjustment:

Stimulus Measurement Accuracy:
Internal Fuse:

Stimulus 1 and 2 characteristics
Waveform:
- Duration (Width): _

Interpuise Interval:
Interphase Delay:
Tran Count.
Rise Time to 30 mA
Rate STIM ¥ and 2:
Rata STIM 2 Nervassure selected:
Stimulus Probe:
Stumulus Trigger Input:
Audio output
Volume Adjustment.

Transducers:

Baseline Audio Sound Level:

Change in Baseline with added Channels:
Change in Bascline due to EMG and Tones:
Max Audio Sound Level:

Min Audio Volume (Tone and Alarm) sounds:
EMG & Event Tone Signals:

Volume Preset and Limiter:

‘Current Delivered” Tone Signals:

Power-Down / Power-up Tone :

Touch Screen Key Click:

Connection:

Headphone Output:
1/0 - Video Output/USB Drive Output/Networking
Data output

Connection:
Networking

Ethernet:

Connection:
Video Output 1

Interface:

Connection:
Video Output 2

Interface:

Connection:
Wireless Remote Monitor

Interface:

Connection:
Electrical - Mains

Input Voltage/Power:

Console:

Cart:

Frequency:

Power consumption:

Nerve Integrity Monitor

Sum 1 and Sum 2

3
0-3 mA, a minimum of =12V

compliance
Stm i
3.1-50mA a rminimum of =100V
compliance (tested into a 2K load)
4K Ohms (0
2K Ohms 3.1

3 mA): Compliance 12V "
50 mA): Compliance 100V M

N/

Digitally controlled, range - dependent adjustment increments of 0.01, 0.05, 0.1, 5

and 1.0 mA

+.01 mA {or £ 10% of reading at 1 K load) over Stimulus Range.

Dedicated Side Control knobs and Graduated Touch Screen Control with display of
command current and delivered current.

= .02 mA {or £ 10% of reading at 1 K load) over Stimulus Range.

32mA Type F, 250 V5 x 20 mm (It must be Xomed #8253075, other similar
fuses may not give the same degree of protection). Order 8253075 Fuse Kit for
replacements.

Monophasic, Bi-phasic, Altarnating Polarity, or Pulse Train of square pulses
Software selectable, 50, 100, 150, 200, 230 or 1000 s, {Accuracy: 50uS + 15uS, 100uS

-1000uS £ 10% of setting)

50uS, 100uS, 500u8, 1-3mSec

50,100, 500, uS {Accuracy of OuS < 25u§, 50uS - 100uS = 15us, 500uS = 25uS)
1,2,3,4,and 3

Lessthan 10 us

Software selectable 1,4,7,10, or 20 Hz (+10 2 of setting;

Nervassure repetition rates 1, 2, 4, 10, 30, 60, and 120 pulses per minute
Monopolar (standard) or bipolar

TTL compatible remote input. Not active. For future expansion.

Dedicated Side Control knob and Graduatad Touch Screen Control with graphic of

Volume.

1 x7.62x7.62cm speaker ™
4 x 2.5x 2.5 cm speakers

Piezoelectric Sounder

58 + 4 dBCSPLat (1 fu)

< 1 4dBCSPLat (1 ft)

>+ 20dBCSPLat (111

-+ 88 dBA SPL at (1 f)

> 43 dBA SPL at (1 ft)

Continuously processed EMG.

Volume Power Up Pre-set Default and a Low Volume Limiter.

Selectable options include continuous and brief warble tone, voice and voice setting.

Signal occurs when 80% of set current is delivered over range when greater than
(0.05) mA.

Constant Power-up / Decaying Power-down Tone

Selectable ON/OFF

3.5mm Mini Audio Female Headphone Jack

Line level

3xUSB-A(3.0),2xUSB-Ci3.0)

Not active. For future expansion.
RJ45

HD 1920 x 1080 resolution
19 pin HOMI

HD 1920 x 1080 resolution
20 pin Display Port

HD 1920 x 1080 resolution
Display Port or HOM|

100 - 240VAC, 250VA

100 - 240VAC, 500VA

50-60Hz

62 W Nominal; <78 W Peak (Total 72 W {62 W Console, 10 W Wireless HDMI}

73



Nerve Integrity Monitor

Components

Console front
1 Power button.
2 Screen.
3  Camera.
4

Microphone.

Console left side
| 1 USB-A (3.0) port.
2 USB-C (3.0) port.

Console right side
1 STIM 1 adjustment knob.
STIM 2 adjustment knob.

2
3 Volumeknob. 3’

4 Mute detector adaptor connection.




Nerve Integrity Monitor

=  paromo2cH B REPORTS wncarmam /. W O Scale. Displays screen scale settings.
3 Orbiculans Ocult 12 __,351 “V Stim1 14
0.8~

S—10 .

Settings button.

000

Q-9 N

Save Profile button (only when settings have been

X Nervassure changed, but not saved into a profile).
I:—38 0 , . R
== oc.a?o 3 Trace. Display stimulus nerve activity/inactivity.
b= 15 Adjust view.
Adunt P
459 pV Temoi Snapshot button.
100.v _ .
Freeze button (when activated).
16— 30, )
A AN ML AR R MM I AU SR Measure button (when activated).
rrmap Check Electrodes button.
50x
e e P R Baseline button (only active if the user activates it
Loraewt 1o Fhm 2019 1156 A on the settings panel).
/ 11 Channel label Displays the channel number and
nerve being monitored.
12 Amplitude.
>,
'\} 13 Stim panels.

14 Stim return value.
15 Threshold panel.

16 Show details button. Provides access to event
capture and adjust threshold.

17 Volume panel. Adjust the system volume.

EMG display area
The amplitude displays activity level in microvolts on each channel:

- A box encloses the activity level of the highest channel.

-+ When the STIM probe is removed and “Largest Overall”is selected, a box encloses the channel with the largest event.

If the system detects a signal {response) outside the range of the system’s ability to measure (100,000 uV or higher), the system
displays the “Out of Measurement Range” message.

- Absolute Amplitude Limit: The Absolute Amplitude Limit (in uV) and the Amplitude Percentage Limit (in %) are used
inconjunction to determine the APS amplitude alarm criteria. The lower of the two limits sets the alarmlimit. For example, if the
baseline amplitude is 2000 uV, Amplitude Percentage limit is 50%, and Absolute Amplitude limit is 500 pV, then a signal of 800
1V would not cause an alarm because although the signal has decreased more than 50%, it is still above the Absolute Amplitude
limit.

Recognizing stimulus artifacts

Stimulus artifact is a monitoring term for an artifact created by stimulus voltage delivered to the patient, which is picked up as
feedback either internally or externally to the monitoring equipment. It is normally small and does not impact monitoring but can,
under certain conditions, be displayed and sounded on the monitor. It is important to understand the NIM system’s visual and audio

feedback so as not to confuse the stimulus artifact with real EMG, or recognize if both the stimulus artifact and real EMG are present
at the same time.

The on-screen stimulus artifact, when it appears on the monitoring panel display, is seen as an event {above or below threshold)
which starts directly after the stimulus on the left side of the screen and proceeds for a duration into the EMG waveform detection
area. The level of the artifact is directly proportional to the stimulus delivery and cannot be EMG because nerve signals need time
propagate.

The stimulus artifact sound is the audio representation of stimulus artifact. It is a high frequency sound similar to cymbals and
sounds like “ti - - tchi”Itis unlike an EMG sound which is similar to a drum sound.

The stimulus rejection period enables you to filter the stimulus artifact (electric noise caused by stimulation) and all other signals in
this period.
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. . , . U
The electrode placement guide contains some, but not all, possible electrode placements. Press n__.gq_t_llggqg_r]ght;hapd corner |
of the screen for an additional list of electrode placement guides.
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Baseline button.

Freeze hutton.

Increase button.

Fast APS button.

Restart/start new
baseline button.

Category item.
Clicking will open
more settings.

Toggle slider off/on.

Toggle-enabled
drop-down menu.

Toggle-enabled

sliders.

Trend button.

Channel mute icon.

MONITORING

DEEE

I

Additional Features

RE-EVALUATE

Electrode check
button.

Settings button,

Activate button.

Contextual help
button.

Next step button
(baseline).

Category title.
Clicking will open
relevant settings.
Slider with plus/
minus buttons for
fine tuning.

Drop-down menu.

Adjust view.

Restart new
baseline button.

Nerve Integrity Monitor

CONTINUE

Snapshot
button.

Decrease
button.

Slow APS
Button.

Operating

side buttons
(right currently
selected, left
currently
unselected).

Quick tag
buttons (green
is selected
showing it has
been taken).
The operating
side is shown
in a Thyroid
procedure

and Recall
button toggles
waveform recall
forV1 and R1
snapshots.

Yellow mute
when trending.

Red mute when
trending.

Measure button.

Save profile.

Next step in
baseline.
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Technical specifications

Physical dimensions - console
Size:

Weight:

Physical dimensions - patient interface
Siza:
Weight:

Physical dimensions - cart (Nimacco1)
slze:
Weight:
Capacities:

NemWx45ecmD
1 Open
N Down for storage)

53amWx 101 cm Hx 61 cm DP
45 kg

Drawer Max. Load -4.5ky

Shelf Max. Load - 9.0 kg

Cart Total Max. Load - 79.5 kg

Operational environment - console, console back-up battery, patient interface with internal battery

Operating Temperature range:
Humidity:
Atmospheric Pressure range:

10 to 33" C (Operating)
30-70%: BH non-condensing
700 hPa to 1060 hPa

Transport and storage environment - console, console back-up battery, patient interface with internal battery

Shock and Vibration:

Ambient Temperature range:

Relative Humidity range:

Atmospheric Pressure range:
Amplifier i\

Channels - 1to 4: VN

Input Sensitivities

Sensitivity Selection:
Bandpass:

Input Noise:

Input Impedance:

DC offset Rejection:
Common Mode Rejection:

Channel Enable/Disable Controls:

Event Threshold Control and Display:

Patient Isolation Wired:
Impedance measurement

Control:

Measuring Signal:

Measurement Range:

Artifact detection and rejection
Stimulus Artifact:
RN _Bipolar Electrocautery Rejection:
\ Monopolar Electrocautery (ESU) Interference
Muting Detector Input ESU Sensitivity:

Muting Console Input Sensitivity:
Muting Detector Input ESU Immunity:

Electrode Lead Off:
Display / touch screen
Type:
Resolution:
Dedicated Function Event Touch Screen Controls:
Vertical Display:
Event Capture:
Time Scale:
Patient Interface
Color Coded Channel Patient Connections:
Internal Fuse: '

N\ Stimulator1and 2

O Stimulus Type Constant:

AW S e

Verified to Standard ISTA 2A

-20°Cto + 50°C

10 %5 to 100 %, including condensation
500 hPa to 1060 hPa

Individually and simultaneously selectable

5 - 10,000 uV peak-to-peak AC Coupled = 3% at 10 mV to = 3070 at 100 mV peak-to
peak AC Coupled

Automatically zeroed

15Hz - 1.85 kHz (+ 3 db @ 500 Hz) EMG Display

200Hz- 1.0 kHz (-6, +3 db @ 500 Hz) Audio EMG Speaker

3-14 uVp-p, < 5 uVRMS @ DC - 2 KHz, inputs shorted

> 10 Meg Ohm

=090V DC Rejection

>80 dB @ 60 Hz, balanced inputs, ~66 dB @ 50 Hz, 1 K Ohm imbalance

Dadicated function touch pads for independent channel enable/disable
Adjustable Graduated Touch Screen with Voltage threshold displayed.
1,000 Vrms 60Hz < 100 uA

\"\;

Automatic CHECK ELECTRODE feature. '\ T
L 1 LA peak-to-peak, 7.3 Hz Square wave
Electrodes:

0K to 2K Ohm = 500 Ohm

>2K-175K Ohm + 20%

Ground and Stim Returns < 25K,

Synchronized and adjustable muting and warning. RV
- o - . A X
Continuous Monitoring During Bipolar Cautery < 40 watts "\ ()

Automatic detection and muting in wired or wirefree modes
Monopolar ESU Cut / Coag

Contact 5 - 100 Watts

Air-Discharge 10-100 Watts

Muting {0.6 - 2.0 Volts Vrms)

Non-Muting (<0.3 Volts Vrms)

ESU < 100 Watts Cut / Coag or

{<3.0Vrins 100-800 KHz Sq. Wave)

Automatic detection with Channel Off Mutiing and Warning message.

High contrast, digital, graphic color, visible in complete darkness.

Display Full HD - 1920 x 1080W pixels

Touch Panel - Capacitive Multi and Glove touch capatible 4095H x 4095W

20, 50, 100, 200, 500, 1,000, 2,000 5K, 10K, 20K, 50K, and 100K pV display modes.
Enable/disable capture mode indicator on touch screen.

25 ms, 50 ms, 100 ms or 20 s display modes.

“Touchproof safety connection protected pin 1.5 mm per specification: DIN 42 802"
Electronic limiting protection circuit and standard fuses. See Stimulator 1 and 2
“Internal Fuse”.

__Constant Current )

AV



Nerve Integrity Monitor

Select Profile

Ready to Monitor
W) 03/0672019 845 AM

You can select any procedure. For this assessment the assumption is that you have setup a custom procedure (refer to the
System Setup/Custom Setup for instructions) called “Stimulation Test” and named the channels Ch 1, Ch 2, CH 3, CH 4.
3. Select User Profiles/ Stimulation Test.

The Select Procedure SETUP screen appears.

Select Procedure

| | |

PAROTID 2 CH WITH PAROTID 4 CH (1:2:3-4) PAROTID 4 CH WITH
NERVASSURE NERVASSURE

PAROTID 4 CH (4-1-2:3) THYROID WITH NERVASSURE

W

Ready to Monstor
03/06/2019 855 AM

4. Select a procedure.

The Connect Devices screen appears.

5. Connect the patient interface (wired or wirelessly).

6. Press n

The Check Electrode screen appears.
7. Press Show Details.

The Electrodes screen appears. Confirm the following:

,1\ ,’\A

Note:

All channels are on.
All channels have Subdermal selected.

_-_Positive and negative kQ) (impedance) for 4 channels is 5.1 kQ or 5.6 kQ 1.0 kQ with the Patient Simulator.

The A (difference) in their values is 500 Q * 500 Q.
The kQ (impedance) of the Ground is 6.5 k() + 1.0 kQ.
The kQ) (impedance) of the Stimulus Return is 6.2 kQ = 1.0 kQ.
If any of these conditions are different, check your setup. If still incorrect, contact Customer service.
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Nervassure electrodes stimulator

1 T s fo el
2 e °id &

\

Nerve Integrity Monitor

Negative Electrode Jacks (electrode plug matches color
and wire is black)

Positive Electrode Jacks (electrodes, plug and wire are the
same color)

Paired Electrodes

Continuous Monitoring Electrodes Stimulator Output
(cathode)

STIM 2/Nervassure Electrodes Stimulator Return (anode)
Electrode Ground

The patient interface supports one Nervassure stimulator in the STIM 2 position. The Continuous Monitoring electrodes have a
yellow wire and black plug. Insert the black plug into the black (-) jack on the PI (STIM2). The Continuous Monitoring electrodes

deliver current to the patient and act as the cathode.

The stimulus return electrode has a white wire and red plug. Insert the red plug into the white jack with a red ring (+). The stimulus
return electrode is required for stimulation and is referred to as the stimulus return or anode. Route the white (+) stimulus return

wire away from the channel 1- 4 electrode wires.

Patient Interface and stimulator combinations
Note:

»_The NIM Vital”" STIM 1 and STIM 2/Nervassure are wired independent of each other with ezch requiring an output (stimulator)
and a return (red electrode with white wire), used for continuous constant stimulation. i)

* By default STIM 1 is on and STIM 2 is off. STIM 2 must be turned on manually {in Nervassure proéééﬁres the system turns on stim
2 when the user presses the baseline or adjust button). Refer to the“MONITORING mode”or“SETUP mode”topics.
By default STIM 1 and 2 are Monopolar Probes and must be changed manually for Bipolar. Refer to the“Settings“topics.
Monopolar incrementing stimulator and Nervassure electrode stimulator

= | I '

0

5 ?l”}”il TN g
ST 5
’;/ 10

" ) .j_i

EaN

w ww N o wv

10

Stimulator Output, Continuous Monitoring Electrode
(cathode)

STIM 2/Nervassure Stimulator Return (anode)

Negative Electrode Jacks (electrode plug matches color
and wire is black)

Positive Electrode Jacks (electrodes, plug and wire are the
same color)

Paired Electrodes

Incrementing probe adapter
Remote Control Connector
Stimulator Output (cathode)
STIM 1 Stimulator Return (anode)
Electrode Ground
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Nerve Integrity Monitor

Show details/event capture

The Threshold panel displays the threshold settings and enables you to adjust the setting level (in 5, 10, or 100 pV increments

. o . .
depending on the Threshold value). Press to access the threshold settings and then press or= to increase or decrease the

value as desired. The system displays the setting in micro-Volts. Press n to access the Event Capture toggle button. When event
capture is enabled, the system captures any waveform above the event threshold. The event capture stays on the screen until the
next waveform above the threshold appears.

Volume
The Volume panel displays an adjustable volume setting.

You can adjust sound levels using or = in 5% increments. The default setting is 50.

MONITORING tab Left panel

The NIM Vital™ left panel contains the following items you can use to adjust the monitoring screen.

Baseline

You can create a baseline and then manually trend future stimulations against the baseline using the trend function. For Nervassure
continuous monitoring, select a Nervassure procedure on the Select Procedure screen during initial setup. For non-Nervassure
procedures, you can use the NerveTrend function (currently available in thyroid procedures) which works similarly to the trend
function.

Electrode Check button

—
The Electrode Check panel checks the integrity of the patient to the patient interface connections. A \
i A\ Xk
1 Electrode check button. Opens/
0 closes Electrode Check panel.
1Hege 2 STIM1,STIM 2, and Ground status
- + fields.
Stim2 3 Electrode Show Details status field:
pES sl O Activate - Green check marks. Green ™.,
i EMG monitoring is check marks appear when
% Hide Detalls : disabled. , the electrodes are connected
Electrode checkisin | Threshold correctly.
progress. 100.v +  Spinning icons. Spinning
TR s icons appear while the
© .
Deate system runs the electrode
Volume test.
50x - Red X. A red X appears when
iy the electrodes are connected

Note:

incorrectly or fail.

§i} 03/08/2019 7:35 AM

4 The system disables monitoring
when the Electrode Check panel is
open.

5 Show/hide details button.

There is no STIM status (blank) if you select Bipolar on the Type Panel

(located in the Advanced Settings/Stimulation Panel).

There is no STIM 2 status (blank) if a single stimulator is connected.

STIM 1, STIM 2, Ground - If a spinning icon a question mark appears after the system has completed the test, no channel
electrode or ground was connected, so the system reads that as a no value (impedance). You must connect at least one
channel electrode and ground for the system to read STIM 1, STIM 2, and ground impedance.

Electrode check

You can perform an electrode check on the MONITORING screen using .
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P>

P6

P7

P8

P9

Avoid accidental contact between ‘PATIENT APPLIED PARTS  and other conductive parts including those connected to
protective earth.

The NIM Vital™ is only compatible with the metal Muting Probe (Ref - 8220325). Earlier model Muting Probes are nat
compatible.

The muting detector is susceptible to damage from dropping. Visually inspectinner jaw surfaces for cracking, chipping or
damage prior to use. Insufficient muting may result.

The patient interface is susceptible to damage from dropping. Visually inspect for damage prior to use. Inability to monitor
may result.

The Ethernet connection of the NIM Vital™ Console, if activated, is intended to be connected to the hospital network. Do not
connect it to other equipment.

P10 Atthe end of their life cycle, all NIM Vital™ System electronic components must be sent to a WEEE recycling center or disposed

P11

of according to local regulations.
The NIM Vital™ console contains a Li-lon battery pack that the user installs/replaces. Failure to follow the instructions for
proper installation/replacement of the Li-lon battery pack may could result in a hazard.

P12 The Patient Interface contains a Li-lon battery pack that must be replaced by trained service personnel only. The replacement

of Li-lon batteries by inadequately trained personnel could result in a hazard.

P13 The multiple socket outlet (MSO) inside the locked drawer of the NIM Vital™ Cart is only intended to power the NIM Vital™

Console and NIM Vital™ Power Isolator for Printer. Connecting both NIM Vital™ Console and NIM Vital™ Power Isolator for
Printer into the MSO effectively leads to create a Medical Electrical system. The system has been tested and met the applicable
portions of the IEC 60601-1 standard.

a. Do not plug any device into the MSO other than the NIM Vital™ Console and NIM Vital™ Power Isolator for Printer.

b. Do not overload the MSO by using it for multiple systems. The MSO shall be only used for supplying power to one NIM
Vital™ Console and one NIM Vital™ Power Isolator for Printer.

c. Printer shall be always powered through the NIM Vital™ Power Isolator for Printer.

d. Do not plug the power cord of the NIM Vital™ Cart into an extension cord or an additional MSO.

P14 The battery inside the NIM Vital™ Console can only power the system for a short period of time. NIM Vital™ system shall be

always connected to mains power for extended use and loss of power source would result in risk of loss of monitoring.

P15 To avoid the risk of electric shock, this equipment must only be connected to a supply main with protective earth.
P16 A baseline EMG response should be obtained with a stimulating probe once the nerve(s) of interest are identified. Nerve

integrity should be checked with a stimulating probe then compared to the baseline throughout the procedure.

NIM quick monitoring set-up
The following procedure for OR staff users is not meant to replace a complete understanding of this user’s guide but may serve as

a quick reminder of basic NIM setup, monitoring screens, and monitoring sounds. Refer to the “MONITORING tab” topic for more
information.

1.

el

w

Place the NIM Vital™ system within the surgeon’s view and plug the NIM power cord into the dedicated outlet.

Press @‘ on the bottom right of the console display.
The system automatically runs the self-test until you hear the bleedle tone.
On the NIM Vital™ Setup screen, select the default profile followed by a surgical specialty and specific procedure to be monitored.

After selecting a procedure, the Connect Devices screen appears on the NIM Vital™ Setup screen. Undock the patient interface

from the console base. Wait for the solid blue paired wireless symbol to appear on the patient interface which indicates a
wireless connection.

Note: If the wireless is not available, plug in the Pl cord between the console and the PI. The console connector is located on the
back-left side and is marked by a PI box symbol (refer to the “Buttons and indicators” and “Symbols” topics for more information).

Anesthesia Note: Do not use long-term paralyzing anesthetics to ensure proper EMG monitoring.
After the patient interface connects to the NIM Vital™ system, press n to progress to the Check Electrode screen. The Electrode
placement guide appears indicating how to connect the system.

Ensure the date and time are synchronized with the OR clock. Optional: Enter case information using the Edit Case information
button located on the top right of the screen.

Following the illustration on the screen, connect all color-coded cables (subdermal electrodes or EMG tube, ground, and STIM 1
return [red with white wire]) to the corresponding patient interface.

Note: The automatic electrode check shows one of the following for each connection: green bars with white checkmarks confirm

the integrity of the connections. Red bars with white Xs indicate a bad connection. White, spinning icons indicate the system is
checking the connection. T T T
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/ Electrode Ground (green with green wire) and Electrode Stimulus Return (red with white wire).

g

Hookwire Electrode. Two small wires attached to the end of a hypodermic needle. Injected intramuscularly (then

the hypodermic needle is removed). The wires are insulated to within 3 mm of the end and are designed to obtain a
more specific response.

NIM Vital™ continuous monitoring electrodes and tools

e APS (Automatic Periodic Stimulation) Probe. L)
f/\ Continuous, real-time monitoring of vagus nerve through low-level stimulation. IJ\
' ﬁ Single-use.

Fuses

Console Replacement: the console AC power is fuse protected. Have a Biomedical Engineer check the fuse if a problem is suspected.

Itis very important that the correct replacement fuse is used (5 x 20 mm, 2.5 Amp, time-lag, Low breaking capacity, Xomed Fuse Kit #
NIM4CFU1).

ety

Wl o

© <N
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Nerve Integrity Monitor
Electrode Check panel pass/fail
The system measures impedance values of the electrodes to the patient to confirm the integrity of the connaction. The electrode

check only indicates that the electrodes are making contact with the patient’s tissue. The system does not confirm that the needle is
inserted into the correct muscle. The user is responsible for ensuring the electrodes are placed, or inserted into the target muscles.

1 Channel 1

2 Channel 2
1L= Ground

(¥) STIM1 Return

@ STIM 2 Return

© Show Details

The above graphic illustrates that all channels have passed the electrode check. A red bar with a white X will replace the green bar
with a white checkmark if a channel(s) fails.

Electrode Check Show Details button

Press the Show Details button to see the actual impedance values. Refer to the “Troubleshooting” topic for more information.

Vocalis 1
Endatracheal Tube

Vocalis 2
Endotracheal Tube

1
]
oL
@ ST 1 Return

Normal impedance Limits
Electrode Difference (4)
< 10k < 4k
< 754 < Skt
< 150k(: < 100k
Prass Paired < 25k1 <10k3)
Surface < 40Kk < BaC

Ground

¢ Hide Details

Note: When you selecta, the system displays the normal electrode impedance limits if the number of channels is less than six.
Measure

When activated, press - to enable and adjust the measurement cursor. Refer to the “Display settings” topic for additional
information.

1. Enable the Measurement cursor on the main screen.

2. Select the cursor type. This determines where the cursor is initially displayed.
3. Adjust the cursor position.

Freeze

s
( When activated, press . to freeze the current waveform on the screen. The main screen shows “Display is Frozen” during this

—
\ J
A\ 2

; }\J . [ time. Press . again to end the freeze. Monitoring continues in the background when enabled and monitoring sounds still play.

——
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Use the increase (plus)/decrease (minus) positions to move through the bottom control buttons and select [Continue).

[9%]

The second baseline screen appears showing the operative side selection panels.
4. Use the plus/minus positions to select the right/left operative side, then press the select button.
Once the user has selected the operative side using the probe, the system focuses on the bottom control buttons.

o

5. Use the increase (plus)/decrease (minus) positions to move through the bottom control buttons and select [Accept].

REPORTS tab

Note: All stored case data (snapshots, log files, Nervassure data, and reports) is lost when unit is powered off.

The REPORTS mode enables you to quickly compose and print/save reports using a report builder. The system provides report
templates to simplify report creation.

The REPORTS mode can be active while audio monitoring continues in the background. The system saves all work performed in
REPORTS mode if you exit REPORTS and return to MONITORING. For example, you can start a report midway through a monitoring
session. When you return to MONITORING to complete the session, all previous work is available when you return to the REPORTS
mode. When you turn the system off, you lose all monitoring session data.

= THYROID WITH 5 ) 1
= NERVASSURE 34 =

Live Preview window: Displays auto-generated report.
Use the tabs to jump to bookmarks within the report.

2 Live Preview expand: Expands the report to a two-
page at a time view.

3 Modify Report Panel: Options to edit Quick Tags,
Snapshots, and baseline sessions in the case.

4 ExportReport Panel: Options to save a .pdf version of ﬁ( r\\
the report to a USB (if the system detects a mounted, =~~~
approved USB) and to print the report with a
connected printer. NN

= ’

5 SaveTo File button: Saves a copy of the case to a USB N
(if the system detects a mounted, approved USB).

3 07/3U2019 13290

Include quick tags on areport

By default, the system includes all quick tags the user creates during monitoring on the report. Once the user makes all quick tag
changes to the snapshots (the user can change multiple quick tags at once), the user can create a report.

1. Select [Edit Quick Tags].
The Modify Quick Tags screen appears.
Select a quick tag from the left side panel.
Select a snapshot from the center of the screen.
4. Press [Include in Report].
The system adds the quick tag to the report.
5. Do one of the following:
Select [CONFIRM] to save your changes.
Select [RESET] to revert snapshots back to their last saved state prior to the editing session.
Delete quick tags from the report
1. Select [Edit Quick Tags].
The Modify Quick Tags screen appears.
2. Select a quick tag from the left side panel.
3. Press[Include in Report] twice to toggle it off.
The system removes the quick tag from the report.

35
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REPORTS .
Print button. Save to .pdf button. j,\,) \r )
JEEEE <N INY
Save Database Quick Tags report
button. button.

84
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NIM Vital™ top panel

You can view, add, and update patient information using the Edit case information button located on the top panel of the NIM
Vital™. You can also access the NIM Vital ™ Help screen and view the connected devices.

= paROTID2CH m seTup % MONITORING CNECE e 1 Global settings.
1 Orbicularis O
:'\ 3 }’\ ] .8 Current procedure.
1 3 4 7 2
SETUP tab.
MONITORING tab.

REPORTS tab.

Edit case information button.

Nervassure

0.6-a

000

- 459 PV o
SR 100.v

Show
| © petaits
A AV A NS ARITY P Ao A A A TN Tt A A ¢

Type of patient interface connection.

o N O W N

Help button.
Volume
50-
50ms =y

33 0308 201 1155 am

Edit/configure case information button
The Configure case information setting enables the user to choose which fields appear on the Edit case information panel.

The Edit case information panel opens when you press the Edit Case Information button. Use this screen to enter data into
preselected data fields. The user can modify the Data fields displayed by selecting the icon on the top left of the Edit case
information panel. In the Configure Case Information window, the user can turn on/off each data field for display in the Edit case
information panel. Select [Save to Profile] to keep the changes in a surgeon profile, or [Confirm] to save the changes for the
current case.

Configure Case Information setting.

Select Items to Include in Case Information.
Patient D SAVE TO PROFILE.

e CONFIRM.,

Patient DO3

% Custom

SAVE TO PROFILE CONFIRM

© _ Edit Case Information Edit Case Information. Press any of the information fields
e to open the keyboard for data entry. Changes are saved
R o] ;

automatically.

Patient ID. ™~

FraNemee——3  Last Namee—4

ST NAM

= R /
Gy First Name. /
E ‘ roN j
Last Name. \ J] k {
b Dateof Birth. | /NN 2

A\

Profile Name.

Close the Edit Case Information screen.

r
N
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Cart Auxiliary AC output Power Isolatar (See Printers hsted in
NIM Vital™ Compatible Accessories):

Auxiliary AC output: (For Use With Approved NIM Accessories
Only):
Line Isclation

Internal Fuse:
Potential Equalization Connection:

Patient Connections:
Patient Connection Capacitance:
Electrical - Batteries
Console Back-up Battery - Li-ion - Secondary:
Console Real Time Clock (RTC) - Primary Lithium Cell:
Paient Interface Battery - Li-ion - Sencondary:
Classification
Type of Protection against electrical shock:
Degree of protection against electrical shock:
Ingress of water, dust, or solids 1EC 50529:
Use with flammable anesthetic mixtures, with air, oxygen, and
nitrous oxide:
Trasportation of Batteries UN'DOT 38.3 2015

Battery Safety
IEC652123-2012:

NIM Vital™ System Essential Performance as defined by IEC
50601-1:

NIM Vital Compatible Accessories

Audio Accessories Verified Compatible

Wireless Video Output A 1 S
T Wireless HOMI:

Interface:

Connection: A
Printers Verified Compatible /<
PRl T e Y Y e )

Orinter 2:
Printer 3:

"

USB Drive Data Output . 2 -

USB Compact Flash Memory:

The NIM Vital™ equipment cart

NIM4CC02 100-127VAC, 50-60 Hz, - 200VA
NIM4CC03 220-240VAL, 50-60 Hz - 200VA

Continuous duty cycle - 200VA
- 25% Intermittent duty cycle (Up to 5 minutes an at maximum 2X rated load then 15
minutes off
NIM Printer Power Supply (¥ 82530251150 VA Max

4000V Peak-to-Peak 50Hz dielactric withstand from Line Conneactions to Signal
Ground

5x 20mm, 5Amp, 250V, Quick-acting, Low breaking capacity,

POAG Equipotential Earthing Connection for supplemental grounding or convenient
electrical safety test connaction point

All patient probes and electrodes are Type BF applied parts

100 pF +/-30% & tkHz (All patient probes and electrodes combined to Safety GND)

14,4V /4750 mAH / 72Wh (user replaceable)
3.0V/0.600mAH / 1.8Wh inon-user replaceable)
7.2V / 3400mAH / 24 4Wh (non-user replaceable)

Class | Medical Device per IEC/EN606O1T -1

Type BF applied parts

Console IPX1, Patient Interface IPX2

Not suitable for use in the presence of flammable anesthetic mixturas.

Recommendations of the Transport of Dangerous Goods: Manual of Tests and Criteria
- Lithium Metal and Lithium lon Batteries

Secondary cells and batteries containing alkaline or other non-acid electrolytes
Safety requirement for porable scaled secondary cells, and for batteries made from
them, for use in portable application.

Audible notification (tone, buzzer, voice) to the user if monitoring of one or more
active channels is halted

AND

Audible notification (event tone, stim delivery tone) that nerve stimulus has been
delivered.

€2G 29329
HD 1920 x 1080 resolution
Display Port or HDMI through C2G

Samsung Xpress m2020w Wireless Black-and-White laser printer

- 25% Intermittent duty cycle (Up to S minutes on- Printing followed by 15 minutes off
or Standby)

HP officejet 200 Mobile Printer Wireless Color Inkjet printer

Samsung Xpress C430W

- 25% Intermittent duty cycle (Up to 5 minutes on- Printing followed by 15 minutes off
or Standby)

SanDisk Brand, Cruzer Mini SanDisk Brand, Cruzer Micro, Apricorn Aegis Secure Key
ASK-256-26GB

The equipment cart serves as a convenient means to operate the NIM Vital™ in the operating room as well as store the console and

accessories when not in use.
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3. Do any of the following:

Select [New] to create a custom title/comment. Use the on-screen or attached keyboard to type a title or comment.

Select a title, press [Edit] and then edit the existing title.

Select a title, press selected item is a Quick Tag title toggle. See the "Quick Tags” topic for more information.

Select a title, press [Delete]. The system deletes the title. This option is not available if the title is a quick tag that has already
been used during the procedure.

4. Press n to close the settings panel.

Optional features in monitoring
Quick tags
You can use the Enable Quick Tags toggle slider to display the abbreviation of the title that appears on a quick tag button on the tool
bar at the right of the screen during the Monitoring phase. You can activate a quick tag by selecting a title and then select “Selected
item is a Quick Tag title” toggle. Type an abbreviation for the title of the button using the pop-up that appears.
1. Select the Enable Quick Tags toggle slider.
2. Select the Selected item is a Quick Tag title toggle slider.
The Edit Title/Comment Abbreviation pop up appears with the title/comment name in the Title/Comment box.
3. Press the Abbreviation box. S
The Abbreviation pop up appears with the choice to use an on screen keyboard, or use your attached keyboard. ~ « A 2 3
4. Type the abbreviation you want to use for your quick tag and press [CONFIRM). o
Note: the system adds new titles to the end of the quick tag list.
Probe-based functions

The (single use) Incrementing Probe provides the surgeon with the means to adjust the stimulation current at surgical site.

1 - Toggle button normal or at rest.

2 - Increase (plus).

3 - Decrease (minus).

4 - The user can perform the following functions with the toggle button:

Momentary press saves a snapshot of the current screen to memory (for reports) and to a selected peripheral device (printer
and/or USB flash drive) if the user selected that option in the settings area.
Press and hold opens a menu on the user interface with more options.
Control stimulation and volume using the probe
By default, the increase (plus)/decrease (minus) positions control stimulation values and annunciate the newly set stimulation
current. There are two methods the user can use to toggle between stimulation and volume controls.
Method 1

1. Press the increase (plus) position for two seconds.
The probe’s increase (plus)/decrease (minus) positions now control volume and provides zudio feedback of the volume level.
2. When in the volume mode, press the increase (plus) position for an additional two seconds.

The probe’s increase (plus)/decrease (minus) positions now control stimulation. If the probe is in volume mode, after 30 seconds
of no use it defaults back to stimulation control.

Method 2
1. Press the toggle button for two seconds.
A menu appears.
2. Use the increase (plus)/decrease (minus) positions to navigate through the menu options and select [Volume].

The probe’s increase (plus)/decrease (minus) positions now control volume and provide audio feedback of the volume level.
3. Press the toggle button for two seconds.

A menu appears.

33
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EMG Endotracheal Tubes

The NIM* EMG endotracheal tube monitors electromyography (EMG)
activity during surgery and functions as a normal endotracheal tube,
except that it contains bipolar contact electrodes for continuously - «
monitoring both vocal cords during surgery. AN

A properly positioned NIM EMG Tube can reduce the risk of patient
injury by helping to:

“\_

- Identify the recurrent laryngeal or vagus nerves
- Control manipulation during dissection
- Verify nerve integrity prior to surgical closure

Only NIM EMG Tubes are clinically proven and validated for use with
NIM® Systems.

NIM TRIVANTAGE® EMG ENDOTRACHEAL TUBE

A standard-sized DEHP-free PVC non-reinforced tube with an inflatable
high-volume, low-pressure cuff. Each tube is imprinted with two pairs - )} \
of bipolar conductive silver ink electrodes. Its innovative low profile (N 9 -3

and smooth surface design allows for enhanced EMG recordings and
helps optimize contact with the vocal cords, even upon tube rotation

,{' and movement.
_ Product ID oD Qty
/" 8229705...... SMM ..... 6.5 MM L. 1
| 8220706...... 6MM ... B2MM ... ... 1
. ’"‘f\\, 8229707...... TMM ... 9SMM Lo 1
‘_\\;’) ~ 7 8229708...... 8MM ... TOZWIN css 55 w5000 s wmmamamumnas ¢35 55 1
v L8229709 ...... IMM .. ... VZMIN - <o vvunansmnun s 555 3 1 5 1
8229735...... SMM ... 6.5 MM .o 3
8229736...... 6MM ... B2MM ... 3
8229737...... TMM ... D5 MM 55505558 0 siEaametiasims e s nnss 3
e ———— 8229738...... 8MM ..... T07MM oo 3
o 8229739...... IMM ..... T2MM . 3
&
e

©

&

~

NIM CONTACT® REINFORCED EMG ENDOTRACHEAL TUBE

Vocal cords are easily visible against the white band. Recording
electrode leads are twisted pair. Packaged sterile with one green and one
white subdermal needle. Single use.

Product ID oD Qty
8229506 ..... 6 MM ..... IMM . 1
8229507 ... .. 7MM ... 105 MM Lo 1
8229508...... 8MM ..... TSMM o 1

NIM™ STANDARD REINFORCED EMG ENDOTRACHEAL TUBE

Recording electrode leads are twisted pair. Packaged sterile with one
green and one white subdermal needle. Single use.

Product ID oD Qty
8229306 ..... 6 MM ... .. B8MM . 1
8229307 ... .. TMM ... T02MM Lo 1
8229308 ..... 8MM .. ... TI3MM oo 1
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1. From the MONITORING screen, press the Edit Case Information button.
The Case Information scresn appears.
2. Press the Surgeon box and type the surgeon information using the on screen or attached keyboard.
3. Repeat step 2 and 3 for the following information depending on configuration:
Patient ID
. Patient Name
- Patient DOB
«  Notes
4. Press the reverse arrow button on the right side panel.
The system returns you to the previous screen.
Help
= THYROID i 3 » 1 Electrode Placement.
=1 [".Np s : Audio Samples.
User Manual.
LOS Troubleshooting.
Contact.

Close Button.

The Help screen displays help graphics for locating electrodes, sample audio sounds, an electronic version of the IFU, LOS
troubleshooting, and contact information.

You can use the Help screen to view electrode placement graphics which aids in the electrode placement and sample audio sounds.
View Electrode placement using the Help screen
You can use the Electrode Placement tab on the Help screen to view electrode placement graphics.

1. In the top right-hand corner of the screen, press n
The Help screen appears.
2. Press [Electrode Placement]
3. Place electrodes according to the appropriate help graphic.
4. Press [Close] to return to the current screen.
Note: When the user accesses the Help screen from the MONITORING screen, the systam disables monitoring.
Electrode placement
The surgeon should insert the electrodes into the appropriate muscle location innervated by the monitored nerve. The surgeon
should then insert the ground electrode (green) and the stim return (white) as shown in the electrode placement diagram. Once the

surgeon places the electrodes on the patient, the surgeon needs to insert the other end of the electrodes into the patient interface

to complete the electrode setup. NIM Vital™ systems include nerve and electrode placement guides that are color-coded to help
reduce confusion.

{4
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NERVASSURE™ T M

POSITIONING THE EMG TUBE
EXAMPLE OF THE NIM TRIVANTAGE ™ TUBE

These instructions do notreplace ar supersede the instructions far use. It should not be considered the

exclusive source of information and snould be used in conjunction \vri‘. the device manual.

B Detormine the proper size tube for the individual patient prior to intubation. A tube thatis one size
larger than standard selectionis recommended to improve ﬁl\’fro e contact with vocal cords.

B | ubricate cutf with an agueous lupricant for intubation. Use only non-anesthesic lubricants, Avoid loce
anesthetic gas and solutions which may impeir monitoring.
\-\I Place the tube so that the marking is anterior. with red wire on the right and blue wire on the left
B Visualize electrode contact with the true vocal cords. A blue cross-hair is printed. anter! ullv ontnetunetoaic
nlzcerment. The tube s ontimally olaced with the vocal folds in contact with the wide blua cross-hair section

B Confirm the depth of intubation per the promduro for non-reinforced endotracheal tubes. The
EMG Endotracheal tube has deptn markings on the surface of the tube. Electrode depth and

location should be checked against DN)ODOTHT.!VE.‘ nspection using these markings.

B Use the EMG monitor to measure electrode impedance and imbalance. Suggested
impedance value :'he EMG Endotrache !

3 2zl tube are less than 5 kKOhms. Impeadance
imbalance values of l 55 than 2 kOnms are recommended between the positive ana
negative electrodes of

a channel Repositionifne
® Secure the tube once positioned properly in the trachea.
Note: A bite block is recommenaec for use with the EMG Endotrachesal tube to

orevent damage to the tube.

PROPER POSITIONING

TRIVANTAGE R
Ty % |
Mo A w Blue cross rds % \/
= e “ ol \ N ~
m 4 Silver inkelectrodes LD '\ e
® Black numbers and cufm anterior (12h). median Ty
Unique reference for Superior Laryngeal Nerve monitoring
N
FLEX TUBE :
B Use of astylet often required
= Symmetric electrodes (double black bands) against
B vocal cords —2/3 behind VF/ 1/3 before
® Cuff anterior (12h). median 4
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*Recording electrode leads are twistad pair

«Packaged sterile with one green and one whi

-Single use "1\\ Q,)
Product )

8228705
8229706
82239707
8229708
8229708
8229735
8229736
8223737
8229738
8229739

NIM Contact " EM

. o = O T T P TR
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Product

8229506
8229507
8229508

Product

8229306
8229307
8229308
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A B outer Diamy eter

te

tesu
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5.0mm
5.0mm
7.0mm
8.0mm
3.0mm
5.0mm
6.0mm
7.0mm
8.0mm

3.0mm

ID

6.0mm
7.0mm

8.0mm

6.0mm
7.0mm
8.0mm

bdermal needle

oD

6.5mm
g.2mm
9.5mm
10.7 mm
12.0mm
6.5mm
8.2mm
A5 mm
10.7mm

12.0mm

G Reinforced Endotracheal Tube

oD

3.0mm
10.5mm

11.5mm

oD

8.8mm
10.2 mm
11.3mm

_ EMG Endotracheal Tubes

2
<

-

L I )

Qty

Qty

800-874-5797 » medtronic.com/ent
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Monopolar probes

STANDARD PRASS FLUSH-TIP MONOPOLAR AYRY
STIMULATOR PROBE AR

zz\\.{_ J The single-use{Standard Prass Monopolar Stimulating Probe is used

for locating and mapping cranial nerves in the surgical field. It features

a flush 0.5 mm tip and is insulated to the tip to prevent current
shunting. Individually sterile packaged.

[ ot 4

| Product Description\_‘, PSS Qty

| 82251071...... TIPS AND HANDLES . . vvw s o s s s s mmon 585255 6 88 5
g22511C.... .. PSS ONLY . c s v sy on rmem g 6528 6 SRS - 5558 x § B 10

BALL-TIP MONOPOLAR STIMULATOR PROBE

With a flexible tip and shaft, the single-use Ball-Tip Monopolar
Stimulating Probe enables greater access to neural structures.
The 1 mm tip diameter allows atraumatic contact to larger neural
structures. To prevent current shunting, the probe is insulated

to the tip. Individually sterile packaged.

Product Description Qty
8225275.... .. TIP AND HANDLE, TMM .. ... ... ..., 1
8225277...... TIPSONLY, TMM .. i cammmmvinssssamamenssss s aes 10
8225276...... TIP AND HANDLE, 23 MM. ... o L. 1
8225278...... TIPSONLY,23 MM ... ... 10

YINGLING FLEX TIP MONOPOLAR STIMULATOR PROBE

The highly flexible, single-use Yingling Monopolar Stimulating Probe
allows stimulation in areas outside the surgeon’s field of view. The
platinum-iridium wire of the probe is fully insulated to the ball tip
to prevent current shunting. Individually sterile packaged with one
green subdermal electrode.

Product Description Qty
8225251...... TIPSANDHANDLES ..... ... 5

INCREMENTING PROBE*

The Incrementing Probe allows you to easily adjust the stimulus level
from within the surgical field and to print or save the screen display.

Product Description Qty
8225825...... PRASS STANDARDTIP ... oo, 3
8225490...... BALLTIP ITMM. ... 3

‘For use with NIM-Response* and NIM-Neuro® models 2.0 and later.

MONOPOLAR PROBE HANDLES, STERILE

Product Description Qty
8225051.... .. HANDLES

e L T R D iy e

/ —— —
&/
— " —
\'\//'/




NIM* STANDARD REINFORCED EMG ENDOTRACHEAL TUBE

Recording electrode leads are twisted pair. Packaged sterile with one
green and one white subdermal needle. Single use.

Product 1D oD Qty
8229306 ..... 6 MM ... .. 88MM 1
8229307 ..... 7MM L TO2 MM i s 655 0553 0 mben e 055000 gmomons 1
8229308 .....8 MM ... .. VUB MM oamezvses s pomse 154885585 b 1

Specialty

APS® (AUTOMATIC PERIODIC STIMULATION)
ELECTRODE"

The APS® Electrode enables continuous, real-time monitoring of

1:\ '_.\«{he vagus nerve. The electrode is placed on the nerve and delivers

& 7

\‘
N

{

o

-

continuous low-level stimulation. A baseline of nerve function is
obtained and subsequent EMG responses are monitored to provide
real-time feedback about nerve function.

Product Description Qty
8228052 ..... 2 MM, SIZE RANGE2 MMTO3MM ................ 1
8228053 ..... 3 MM, SIZE RANGE3MMTO4MM ............. ... 1

*For use with NIM-Response™ 3.0 and NIM-Neuro* 3.0 models only.

STIM BUR GUARD™

The Stim Bur Guard provides warning of the bur’s proximity to the
facial nerve during otologic surgery. Stimulating the nerve while
the bur is in use can offer approximately 1-3 mm of advance warning.  ___

Product Description Qty .
3318601 ..... WITH IRRIGATION ..o 1
3318602 ..... WITHOUT IRRIGATION ... ... 1

** For use with NIM™ models 2.0 and later, Visao™ High-Speed Otologic Drill and
the integrated Power Console (IPC®) System.

SURGEON MINI-SCREEN-

For easier viewing within the surgical field, the Mini-Screen can be
mounted to any LV. pole to display monitoring information from the
NIM® System.

Product Description Qty
8253010...... MINI-SCREEN AND CABLE. . ...................... 1
1 For use with NIM-Response* 3.0 and NiM-Neuro* 3.0 models only.

NIM® EQUIPMENT CART

The NIM Cart provides a stable, mobile base for the NIM® system.
Convenient and portable, it allows for cord management and storage
of the printer, mini-screen, accessories and supplies. The cart also

has two locking castors.

Product Description Qty
8253020...... EQUIPMENT CART. ... ..o 1




ARS {Automatio

Product Description

8228052 2mm, Size Range 2mmto3mm

3223053 3 mm, Size Range 3mm todmm

Product Description

3318601 Withlrrigation
33185802 Without Irrigation

Yarodic Stimudatond o
f’sﬁx o °
IN '-.,3 W 7

7

f , iVOt'her Disposables

Qty &
1
1
Qty
1each
1 2ach

800-874-5797 » medtronic.com/ent
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NERVASSURE™ W

THYROID WITH
NERVASSURE™

MAIN PROCEDURES

B hvyroidactormvy
" Wroigectomy 0 —~ {
_ . . |~ 7\
m Parzthyroidectomy A ) N
= i A " LV

B Neck dissection

REQUIRED DISPOSABLES

EMG ENDOTRACHEAL TUBE

STANDARD MONOPOLAR
STIMULATOR PROBES

8225101 Prass Flush-Tip
(tip and handle)
8225275 Ball Tip (tip and handle)

ELECTRODE APS 2MM OR 3 MM
(with 1 stim return needle in the package) ~ INCREMENTING PROBE

8228052 2mm, Sizerange2to3mm = 8225825 Prass Standard Tip
8228053 2mm, Sizerange2to3mm 8225490 Ball Tip

NIM VITAL™ INCREMENTING
PROBE ADAPTOR

NIMCAD 400
*Required iflegacy incrementing probe

isused.




Flectrodes

- EMG HOOKWIRE ELECTRODES

Hookwire Electrodes may be ordered individually or in pairs. Each is
silicone-coated to within 3 mm of the tip. The electrodes are designed
for intramuscular placement to obtain a more specific response.

Each electrode is 25 mm long with a 1 m wire. Packaged sterile with
one green and one white subdermal needle. Single use.

Product Description Qty
8226326...... PAIRED ELECTRODES ........ o 1 SET
8226626. ... .. SINGLE ELECTRODES ... ... ... .. .. ..., 6

T PAIRED SUBDERMAL ELECTRODES

o SR o B ~ I

T Designed for optimal performance, the Paired Subdermal Electrodes are
color-coded for easy patient setup. They feature twisted wires to provide
noise shielding. These electrodes are available for 2-channel, 4-channel,
and 8-channel monitoring procedures. Sterile packaged with one green
and one white subdermal electrode. Single use.
Product Description Qty
8227410...... 2-CHANNEL, 12MM ... 1 SET
8227411...... 4-CHANNEL, 12MM ... oo 1SET
8227412... ... 8-CHANNEL; 12 MM .iciiivsisimnmnmmammmmasias 1SET
8227465...... MIX 1: RED, BLUE, ORANGE, VIOLET, GRAY ........ 25
8227466...... MIX 2: YELLOW, GREEN, TAN, BLACK, WHITE....... 25

po—— e I PRASS PAIRED ELECTRODES

! Muscle-specific and single-use, the Prass Paired Electrodes are insulated
to within 5 mm of the tip with 5 mm spacing between electrodes.
The color-coded cables are twisted pair. Individually sterile packaged.

Product Description Qty
8227304...... Z-CHANNEL, 18 MM, 1 M. coummmas sssssisarss 5 SETS
8227301...... 2-CHANNEL, 25MM, T M. ... ... ... 5 SETS
8227307...... 2-CHANNEL, 38 MM, TM.................... 5 SETS
8227500...... 4-CHANNEL, 18 MM, 2 M. ..................... 1SET
B227505. wvvess 4-CHANNEL, 25 MM, 2M .. ... ...l 1 SET
8227510...... 2-CHANNEL, 18 MM, 2M . ................... 5 SETS
8227515...... 2-CHANNEL, 25 MM, 2 M ... ... .. ... ... 5 SETS

- ““"'—*-M*--?—- PRASS PAIRED ELECTRODES WITH SMALL HUB
e : — NO =
o —S——— )\ Muscle-specific and single-use, the Prass Paired Electrodes are insulated L\ 0
9\\9* “~_to within 5 mm of the tip with 2.5 mm spacing between electrodes. :)\b '\1
These electrodes feature a longer needle length for deeper access to the i

targeted muscle. Individually sterile packaged. ?\'\O . L_;

~

Product Description Qty
8227414.. ./ 2-CHANNEL, 12 MM ? ........................... 5
o i 8227415..%. 4-CHANNEL, 12MM A\ L.y e 5
()\\3-5»8227418.... . 2-CHANNEL, 18 MM )‘\&T‘Lk ............... 5
8227419. . (... 4-CHANNEL, 18 MM _J .. ... ... ... . . ... .. ... 5

* For use with NIM-Response” 3.0 and NIii-Neuro® 3.0 models only.

“* For use with NIM* models 2.0 and later, Visao* High-Speed Otologic Drill and the
KK 505t e Integrated Power Console (1PC") System.



PAROTID 4 CH
(1-2-3-4)

STANDARD MONOPOLAR
STIMULATOR PROBES

PAIRED SUBDERMAL ELECTRODES 8225101 Prass Flush-Tip

8227410 2-channel, 12 mm (tip and handle)
8227411 4-channel, 12 mm 8225275 Ball Tip (tip and handle)

PRASS PAIRED ELECTRODES INCREMENTING PROBE

8227304 2-channel, 18 mm, 1m 8225825 Prass Standard Tip
8227301 2-channel,25mm, 1 m 8225490 Ball Tip

8227307 2-channel,38 mm,1m

8227500 4-channel, 18 mm, 2 m

NIM VITAL™ INCREMENTING
PROBE ADAPTOR

NIMCAD 400

*Required iflegacy incrementing probe
isused. K
»

PRASS PAIRED ELECTRODES
WITH SMALL HUB

8227414 2-channel, 12 mm
8227415 4-channel, 12 mm
8227418 2-channel, 18 mm
8227419 4-channel, 18 mm




Nerve Integrity Monitor

Cleaning
Refer to the "Cleaning and Maintenance” topic.
Storage

Allow the unit and accessories to thoroughly air-dry before storing in a cool dry place. Refer to the “Technical Specifications” topic for
further information.

Troubleshooting

Should you encounter any difficulty eliciting simulated responses from the NIM Vital™ system patient simulator, check the following:
- Verify that the Stimulus Measured is approximately the same as the Stimulus Intensity.
+ Make sure the jJumper cables are connected correctly between the SIMULATOR and PATIENT INTERFACE.
+ Adjust the EVENT THRESHOLD setting on the NIM Vital™ system.
- Adjust the STIMULUS intensity on the NIM Vital™ system for adequate output.
- Clean the stimulator contacts of debris.
- Check the integrity of the stimulator or stimulus-dissection instrument and its connecting cable.
- Check for a blown fuse in NIM Vital™ system patient interface and replace with a proper valued fuse (shown near fuse box).
- Check for proper closure of fuse holder in the NIM Vital™ system patient interface.

Customer service information

For further information regarding the use of this product or to report any problems, please contact Medtronic using the appropriate
information provided on the blue and white contact information card packaged with each device; or contact your local distributor,
External display support

The NIM Vital™ system has the following external video ports, but does not have any specific connection settings for a microscope
output:

- HDMI
- Display
Wireless display module

The wireless display module enables users to wirelessly replicate the NIM Vital™ console display onto any monitor with an HDMI
input port. Refer to the installation instructions packaged with the wireless display module.

NIM Vital™ Mute adapter

The NIM Vital™ mute adapter enables the NIM Vital™ console to be connected to an external muting detector.
1. Console Connector (below knobs).

w

~
N

2. Connector to mute probe.,
3. Tether. i

\
NIM Muting detector A — —"'-

\_|Refer to the "Precautions” topic for additional information.

- \ |The optional Muting Detector Probe is designed to detect the presence of electronic noise from external devices (such as

.electrocautery/electrosurgical unit) that may cause interference on the EMG ‘monitor. The use of a mute probe could be considered if
there is excessive noise from the electrosurgmal unit.

1. Anti-slide Ring.

Electronic Noise Detection Area.

2
3. Insulating Sleeve.
4. Cable Connector.
5. Ferrite.

a
N



Parametry vertimas
2 psl.
Lo NIM Vital sistema skirta nervy lokalizacijoms ir stebejimui, jskaitant stimuliavima. kranialingje.
stuburo. periferiniy ar maisy tu motosensoriniu nervu srity se. bei EMG registravimui operacijy metu.
I.NIM Vital sistema yra intraoperacinis EMG monitorius kuris leidzia rasti. patvirtint nervu vieta ir
uztikrinti ju vientisuma.
2.NIM Vital sistema naudojama EMG monitoravimui ir pagalbai chirurginiu proceddru metu:
Intrakranijines. ckstrakranijines, intratemporalines. ekstratemporalines procediiros ir operacijos. susijusios su kaklu -
skydliauke. priesky diné liauka: stuburu. KrGitines lasta ir virsutinemis bei apatinemis galinémis.
3 psl.
2. Proceduros susijusios su kaklu: skydliaukes ir prieskydings liaukos operacijos.
4 psl.
3.1. Didelio kontrasto. spalvotas. lietimui jautrus (touch screen) ekranas. prisitaikantis prie lictimo
chirurginémis pirstinémis.
3.2, Ekrano skiriamoji geba 1920x1080 taskai.
S psl.
3.1, Lieciamas ckranas
6 psl.
3.3. EKrano padétis keiciama ir regulivojama: lengvai patraukite konsolés monitoriy | virsu ar arciau
saves. veiksma teskite Kol ekranas bus jums tinkamoje padétyje. Sukite monitoriu. kol jis bus atsuktas i
Jus.
7 psl.
4. Konsol¢ turi belaide sasaja. Kurios deka galima replikuoti konsolés vaizda i bet koki ckrana.
8 psl.
4. NIM Vital Konsol¢s perduodamas vaizdas j LCD ekrang. taip sudarant galimybes Konsole naudoti
skirtingose operacingse.
9 psl.
5. Konsoles belaide paciento sasaja.
10 psl.
6. NIM Vital ekrane jspcja naudotojus apie atsiradusj trikdj ir pateikia galimus trikdzio sprendimo
zingsnius.
11 psl.
7. Nervo stimuliacijos metu. issaukiamas EMG signalas su amplitude ir girdimas garsinis tonas/signalas.
12 psl.
7. NIM Vital konsol¢ skleidzia daug skirtingu garsy chirurginés procedairos metu. kurie ispgja vartotoja
apie svarbig informacija ir procedtiros ciga. Greta EMG skleidziamo signalas. konsole skleidzia
pyps¢jimo garsus ir balsinius pranesimus. Kad pateiktu vartotojui svarbia informacija.
7. Konsole turi aliarmo garsa. kuris girdimas visais atvejais kuomet susidaro situacija del kurios
negalimas tinkamas atlickamos procediiros monitoravimas.
13 psl.
7. Balsiniai praneSimai girdimi stimuliacijos metu. girdima STIMUL.US komanda. Balsiniai prancsimai
girdimi nustaty my atveju. balsas informuoja apie nustatytas stimuliacijos vertes.
10. Garso signalai gali bati jjungiami/isjungiami.
14 psl.
12. Du nepriklausomi stimuliaciniai kanalai:

16. Stimuliacijos kontrolés keitimo Zingsniai valdomi. Pasirenkami zingsniai: 0.01: 0.05: 0.1: 0.5 ir 1.0
mA



13, Stimuliacijos impulso trukme pasirenkama diapazone: 30: 1002 150: 200: 230 arba 1000 us.

8. Garsa galima regulivoti tick rankenéle ant aparato Korpuso. tiek ir konsolés ckrane.

7. Integruotas garsiakalbis

15 psl

8. Garso rankenele ant Konsolés Korpuso.

16 psl.

8. Garso valdymas konsoles ekrane.

17 psl.

9. Elektrodu isdestymo ~gidas™ matomas galimas clektrodu isdéstymas priklausomai nuo pacientui
bisimos atliekamos procedairos.

18 psl.

10. Garsiniu signalu uztildy mas/isjungimas ckrane.

19 psl.

1.4 EMG kanalai

I 7. Automating elektrodu tikrinimo funkcija

20. Artefakty aptikimas: automatinis artefakiu aptikimas ir nutildymas tick laidinivose konsoles
rezimuose tiek belaidziuose.

18. Nuolatinis monitoravimas elektrokoaguliacijos metu

12, Du nepriklausomi Kanalai. Kurie skirti nepertraukiamai ir nuolatiniai stimuliacijai

20 psl.

L1, Teigiamo ir neigiamo impedanso reikSme visuose 4 kanaluose.

21 psl.

120 STIMT ir STIM2 elektriniai stimuliacijos Kanalai yra nepriklausomi nuo vienas Kito ir naudojami
nepertraukiamai ir nuolatinei stimuliacijai.

22 psl.

13. Sistema pateikia vizualinj ir garsinj atsaka j bet kokia ty¢ine ar nety¢ing nervo stimuliacija ir taip
ispgja naudotojus operacingje.

23 psl.
14, Stimuliacijos intensyvumo ribos 0.01 iki 30.0 mA
24 psl.

17. Elektrodu patikros metu konsol¢ pateikia automatini atsaka i prijungtus elektrodus: zalia varnele
indikuoja, jog elektrodai prijungti teisingai: besisukanti ikona indikuoja. kad vykdomas elektrodo
testavimas; raudonas X indikuoja, jog elektrodas netinkamas arba blogai prijungtas.

25 psl.

[7. Automating elektrodu patikra nurodo btikle apie kiekviena prijungta elektroda.

26 psl.

19. Elektrodu atlieckamas nuolatinis nervo klajoklio monitoravimas realiu laiku. itin zemos stimuliacijos
biidu

27 psl.

21. Konsole suteikia galimybe sustabdyti arba .uz3aldyti~ ekrane matoma vaizda signalo jvertinimui,
nesustabdant monitoravimo ir garsy fone.

28 psl.

22.2. Ataskaitos gali biiti saugomos .pdf formatu. bei galimos eksportuoti j prijungta USB laikmena
29 psl.

oy -y

22.2 Saugoti .pdf klavisas
30 psl.



22.1 Informacijos apie pacienta ivedimas: paciento 1D: vardas: pavarde: gimimo data: profilio

pavadinimas (dazniausiai nurodoma atlickama procedira)

31 psl.

22,5, Galimybe prijungti monitoriuz spaudintuva: USB laikmena
32 psl.

22.3. Galima naudoti prijungta Klaviattra

33 psl.

23.1. Endotrachgjinis vamedelis turi Kontaktinius elektrodus abiejuy sty gu monitoravimui operacijos metu.
Visi vamzdeliai wuri po dvi poras bipoliniu elektrodu (s viso 4 elektrodai.
23.3. Pasirenkama is 3 dvdziu

34 psl.
23.2. Vamzdelis komplektuojamas su izeminimo elektrodu (zalias) ir stimulo grizimo elektrodu (baltas).
35 psl.

23.2. Vamzdeliai ri suporuota jrasymo elektroda (komplekte/pritaisy ti pric vamzdelio)

23.2. Steriliai supakuota komplektacijoje subderminiai zalias ir baltas elektrodai (stim grizimo ir
1zeminimo)

36 psl.

234, Istatykite vamzdeli taip. kad zyme bty prickingje padetyje (pozicionavimo 2 me). Pozicionavimo
Zyme — melynas kryzelis prie balso styveu.

23.1. 4 clektrodai

37 psl.
23.5.1r 23.6. Sterilu ir vienkartinio naudojimo.
38 psl.

24.1. Standartinis monopolinis nervu stimuliatorius. tiesus

24.3. Vienkartinis

24.4. Sterilu

24.2. Komplektuojama su rankenomis (5 stimuliatoriai ir 5 rankenos). viskas supakuota individualiai.
39 psl.

25.1. APS elektrodai sKirti nuolatinei nervo klajoklio stimuliacijai

25.2. Pasirenkama i35 2 dydziy

40 psl.

25.3.ir 254, Sterilu. vienkartinio naudojimo

41 psl

25.1. APS elektrodas naudojamas nuolatinei nervo klajokio stimuliacijai ir stebéjimui skydliaukes,
prieskydines liaukos ir kaklo operaciju metu.

42 psl.

26.5. Vienkartiniai elektrodai

26.2. Elektrodai insulivoti Smm iki adatos galo

26.3. 2.5mm tarpas tarp adaty

26.60. Individualiai supakuotos. sterilios

26.1. 2 arba 4 kanalu

26.4. Dviejy ilgiu

43 psl.

26.1. Elektrodai subderminiai (poodiniai) poriniai

44 psl.

27.1. Artefakuy slopinimo jutiklis skirtas aptikti ir trikdziams is Kity prictaisy

J



