Medtronic

990018 GENius™
Multi-Channel RF Ablation Generator

Operator’s Manual

A guide for setting up and using the 990018 generator and its components.

Explanation of symbols
Refer to the package label and the product to see which symbols apply.
The symbols that immediately follow appear on packaging.

SN .
Serial number
REF
Reorder number
Warning
LOT
Lot number

Keep dry
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990018 Genius™

MHOroKaHanbHbIA pagnoYacTOTHbIA reHepaTop Ans BHYTPUCEPAEUHOI abnsaumm
PYKOBOACTBO MO 3KCM/yaTauum

PYKOBOACTBO MO HACTPOWiKe W  WCMO/Ib30BaHMIO
KOMTMOHEHTOB.

MOACHEHNA KCUMBOJTIAM

O3HaKOMbTECh C 3TMKETKAMU Ha YMakOBKe M Kopryce npubopa. Hwke npuBegeHbl
CVMBO/Ibl, KOTOPbIE HAXOAATCS HEMOCPEACTBEHHO Ha YMaKOBKE.

reHepatopa 990018 wu ero

SN CepuiiHblii Homep

REF Homep NoOBTOPHOro 3akasa
MpenocTepexeHne

LOT Homep naptuu

XpaHUTb B CYyXOM MecTe
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available for operation. The panel also provides receptacles for the ECG Ha naHenu Takke MMelOTCA pasbeMbl Ana noaknodeHns IKIT uHTepdeiica w

interface box and the optional remote control. OMLMOHHOr0 My bTa AUCTaHLMOHHOIO YrpaBieHus.
© 0 () oo
r— 'io.
M, i & @ ® @ 10 c#
‘@ i®9i
qu] ® q) J : ! qu # y

Figure 2-2. Generator front panel and monitor handle PUCYHOK 2-2. TIepeaHss naHelb reHepaTopa 1 py4ka MOHNTopa

1 Standby button 1 KHonka Standby 7 KHonku perynnpoBKu ONNTeNbHOCTU
2 Start button abnaumu
3 STOP button 2 KHonka Start 8 PasbeM gnsa kabens nynbTa AUCTaHLMOHHOIO

4 Channel buttons

yrpaBneHus
5 All Channels button 3 KHorka Stop 9 Pasbem 1q kabens 6roka IKI HTepdelica
6 Targe_t tempere}ture aQJustment buttons 4 KHonkn kaHanos 10 KHonku pexxuma Energy
7 Ablation duration adjustment buttons 5 K All
8 Remote control cable receptacle HoMKa e Pytika MoHUTOpa
9 ECG interface box cable receptacle Channels
10 Energy mode buttons 6 _Khoriku 5
11 Monitor handle HacTponkn Lienesou
TemnepaTypsbl
Standby button KHonka Standby
After the catheter has been positioned for ablation and prior to initiating Korpa kateTep BBefeH B MOMOXeHWe AnA abnauum, HO cama npoluedypa ele He
an ablation, the Standby button is used to display electrode temperature Havanacb, kHonka Standby wucnonb3yetcsd N8 OTOBPaXeHUs UHGOpPMaLMK O
information for all selected channels. Standby is also used to reset the TemrepaType 3/1eKTPOL0B AN BCeX BblOPaHHbIX KaHaioB. OHa TaKXKe UCMOMb3yeTcs
Cumulative RF usage display (see “Cumulative RE usage display” on Ans cbpoca AaHHbIX O6LUEro BPeMeHW WCMofb3oBaHMs PY (cM. "OTo6paxeHue
page 29). 06LLero BpemMeHu MCMosb3oBaHNsA reHepaTopa” Ha cTp. 29).

BHumMaHuWe: HaxmuTe u yaepxumsaiiTe kHornky Standby B TeueHue 3 ceKyHf, 4YTOObI
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Figure 2-3. Remote control panel
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PiSii-SICp Ballm" IfeSfiteCl

Stop poar «junt iFmsiwlar«i >
;5*opp-&cTalllene lu? *ach&weiMi
Piling  txitifl Slop para 2cr5iAATr al syck<j rt-

MEDTRONIC

Regulatory Affairs

PrcyHoK 3-1. BbI6op A3blka: MHCTPYKLMW Ha aucnnee

Wtedlronic AF Solutions
8200 Coral Sea Street
Mounds View. MN 55112

wmyv.medtronic.com

Mocne TOro, Kak nosb3oBaTe/lb B COOTBETCTBUM C MHCTPYKLMAM Ha 3KpaHe Haxan

KHOMKy STOP, reHepaTtop 0T06paXkaeT f4OCTYN K CMIUCKY S3bIKOB (pu1C

Pitimare i pTifsafite Step (ftiestc>]i per aaw jeiti al tr-eit idlFe CHI = Danish CH6 = Polish
Ofitk ri? db> Slopkri~r #2r het rmiAT.rTaa! Chiy - preen OO Poruguese
Tk 04 51ep0atak*«i» Juifijnesr™ CH4 = Greek

Tpjc peb S Ipjersfrpefi for A fFTia 5pa/b™4-*Nd1
Tryi. W brivpei'sSlii(’ for spiOyirteou

Slisfereifs 1=i724>.SICi>fiiCinaiALl),ifa?.*:ii
VaklBii Siisidii*ttiri j'»fknatrita Stop

i iIKUTI: LU KOQiiiini Gite p faKiKecrsi;i yk 10 |ir.v-al
Ay iftufic cdo Merw tt!A*a. naciiary prasrersit Slop

Press Stop Button for Language Menu

Appuyez sur Stop pour ouvrir le menu Langue

Stopp-Schattfléche fur Sprachenmeni drucken

Pulse ei botédn Stop para acceder al menu de Idioma

Premere il pulsante Stop (Arresto) per accedere al menu deile iingue
Druk op de Stopknop voor het menu Taai

Tryck pa stoppknappen for sprakmeny

. 32).

Wnrao taiao do psramenu da (derin Trykk pa Stop-knappen for 4 Anne sprakmenyen

Tryk pa knappen Stop for sprogmenu

Stisknéte Aaéitko Stop pro nabidku jazyku

Valttse ktelivalikko painamalla Stop

nitcrrc TO ROUpTTi stop (AioKOTTn) via to pevoO yAwocra®
Aby wejéc do Menu j*zyka” naclanij przyeisk Stop

Prima o botao de Stop para menu de idioma

Figure 3-1. Language seieclkin instruciion display

After the user follows on-screen instructions to press STOP, the generator
displays a key to available languages (Figure 3-2).

PucyHoK 3-2. Bbi6op A3blka
CH6 = Pt>i»h
GHS = Forlugiiin-

CH1 = D*rt«ti
CH2 = Ciich
CHS = FIrmtah
CH<= armk
Pr«ii Stop Buttpn lar Languaga Manu

AppUy4tz tur Stop paurouvrirte nMTn

Slap~SahaWUcha fUr SyriPhomumi dnickwi

PuMit «l bo1én Slap part tcddaif «l m*na da tOisma

Pr*m«r« Il puMihta SIUGCLtArrMiPf pitt auatar« al <f<«nu delM li*i$o(
Druk dp Jé Slppknap u4'oor h*1 m«mi Tm |

TrycK pé arlsagmnappan Lc tprituviMTii

Trykk pa Slap-luUip|saii fot A50n* AlitAkm«ny«rA

Tryk pi linAppvn Stop for OprOgm4«ysj

StitimAl6 t"EMiio Slop pro nobtSiiu jatyki

ValHp* l«bl|lraliiko parooioda ShOp

flilo tt TOwompTn Slop trpOKOTTrtl 10 TOtm ou yitooiro”

ATr- A Uonii nooMnj) pnyook Slop

pnm« o boMo do Stop por» ce*no d» Wloto

WHCTpyKUumMa TpebyeT, 4TOObl MO/Mb30BaTE/lb HXKaN HA COOTBETCTBYHOLLYKO KHOMKY
kaHana (Channel) gns Bbi6opa A3blka WM Hakan KHomky STOP ans goctyna K
OpYrUM Ai3bIKam.

3TN KapTUHKW BbIBOAATCS TO/bKO MPU 3aMyCKe.

FiQtce 3-2. Language sfléewAnn key diaptey
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Sea Street
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| Medtronic AT

connected to the EGG box, and then press STOP to clear
message and continue to the setup screen.

Abiation Duration: 60 s«c

V*rify P«ti»M Return Ctucirutfn Cumiectcd

Vaifythit Patient Raum Dectrod« »rt atuchtd to
trid EC6 Sox.

Tout; |(0)0N10

PucyHok 3-3. Cxema pacrnonoXxeHns BO3BPATHbLIX 3/1eKTPOAO0B NaumeHTa

3T0T BMf 0TOBpaXKaeTCs:

. Mocne Toro, Kak reHepaTop YCrewHo UHULMaNM3MpoBaH, 1 Nocne Toro, Kak
Bpemsi, 0TBefleHHOe A1 BbI6opa A3blKa, UCTEKIIO.

. Mocne c6poca faHHbIX 06LLEro BPEMEHU UCMOMb30BaHMA PY.

. Mocne ogHOro vaca 6e34eicTBUA reHepartopa.

Y6enuTech, YTO BO3BPATHbIE 3/IEKTPOLI MOMELLEHbI 1 COeAMHEHbI C MHTEP(ENCHBIM

6nokom KT, 3ateM Haxmute CTOIN, 4TO6bI Y6paTh COOOLLUEHWME WM MPOACIKUTL

HaCTPOWKN.
Setup Screen HacTpoiika gucnnes
n Setup mode, the Setup screen allows for the selection of ablation
ettings, as shown in Figure 3-4.

B pexume Setup 3kpaH Setup M03BONSET BbLIOPATb MapaMeTpbl abnAumMKM, Kak
MoKasaHo Ha pucyHke 3-4.
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<éf-'AOUtion Duration: 60 sec

Ci.. «C

e
MG (leidiwv
e (@O
{reno’ ©
W wwT
1 Catheter image (will vary depending on catheter type used)
2 Ablation Time; starts incrementing after the initiation of ablation and
counts up to the selected value for ablation duration
3 Energy mode identifier
4 Target temperature in -c
5 Target temperature range
6 Cumulative RF usage display - data may vary
7 Selectable channels (pairs)

Figure 3-4. Setup Screen

This screen is displayed:

m Upon initialization, if no error conditions are detected and after the
patient return electrode placement image has been dismissed

m Immediately after an ablation sequence

m \\'hen the STOP button is pressed

m V/.'hen a catheter is detected
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Mo<)e 4:1

prc Q0D
pors@

e 002

N oo ©
1 306paxeHne KaTeTepa (3aBUCUT OT TUMA UCMO/b3YEMOr0 KaTeTepa
2 Ablation Time (Bpems abnaumm); CUETUMK HauMHAeT paboTaTb Nocne Havana
abnsAuumM 1 0TCUUTLIBAET A0 BbIOPAHHOTO 3HAYEHWS| NPOLOMHKUTENBHOCTY abnALMA
3 MaeHTudmkaTop pexknma Energy
4 Llenesas Temnepatypa B °C
5 LleneBoi1 aganasoH TemnepaTyp
6 OTobpakeHMe O06LLEro BPEMEHU WCNOMb30BaHWSA reHepaTopa - JAaHHble
MOIyT OT/INYATLCS
7 Bbi60p kaHa10B (Mapbl)

PucyHoK 3-4. Pexxum Setup

3TOT BUZ, OTOGPaXKaeTCA:
. Mpy vHUUMaNM3aLMM reHepaTopa B C/lydae OTCYTCTBMSI OLIMGKM W mocne
TOro, Kak WCYe3N0 M300paXKeHUe CXeMbl PAcnofioXeHWs BO3BPATHbLIX 3/1EKTPOLOB
nauueHTa

. Cpasy nocrie npoueaypbl abnauum

n Mocne HaXxxaTust Ha KHOMKY Stop




Medtronic

Standby Screen

In Standby mode, the Standby Screen (Figure 3-5) displays the following
information.

Figure 3-5.Standby Screen

(3 (-1

1 Catheter image showing selected pairs registering in blue

2 Ablation Time

3 Energy mode identifier

4 Target temperature

5 Target temperature range

6 Temperature readings for each selectable electrode in a selected channel

This screen is displayed:
m After the Standby button is pressed on the front panel or remote control
box. if used.
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Mpy 0BHapy>XeHMN KaTeTepa
OTOBPAXXEHVME PEXXMMA STANDBY

B pexume oxugaHma Standby (puc. 3-5) gucnneid oToOpakaeT CreayHoLLyHo
NHopMauuio.
PucyHok 3-5. Pexxum Standby

MEC ' AT [O 4
I/\

m'Vv

eode L) A
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Ablation Screen
During ablation, the Ablation Screen (Figure 3-6) displays the following
information.

I''PVAC
_A

2

*bI»tk>n TtiT»: 15 Xode 4:1

av AN W BV
ils ny m M

1 Catheter image with color-coded temperature indicators for each
electrode
2 Ablation Time (increments up to preset time during ablation)
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| M306paxeHne KaTeTepa (BblGpaHHas napa nokasaHa roayobbiM LBETOM)
2Ablation Time (Bpems abnsumn)
3N neHTUDMKATOP pexxuma Energy
4lleneBas Temnepatypa
3LleneBoii agnanasoH TemnepaTyp
60TO6paXKEHME TeMMNEPATYPHbIX NoKa3aTeneid Ans Kakaoro anekTpoaa B BblopaHHOM
KaHase
JTOT BWf, OTOGPaXKaeTCs:
. Mocne Haxats KHonku Standby Ha nepefHeil naHenu wim  nynbTe
[AMCTaHLUMOHHOIO NynbTa ynpaeneHus.
OTOBPAXXEHVE PEXXVMA ABLATION
Bo Bpems abnsummn Ha gucnnee Ablation (puc. 3-6) oTobpaxaeTcs crefytoLas
NHhopmaLys.

12>

Abl«tk>nTim#:

1'iPVAC T >*0<Kk» 4:1

, - -c

n

1 N306paxkeHve KaTeTepa C LUBETHbIMU UHAMKATOPaMM TeMMNepaTypbl A1 KaXA0ro
3NeKTpoja

2. Bpems abnsiumm (C Lwarom Ao YCTaHOB/IEHHOrO BPEMEHW, 0TOOpaXKaeTCsi BO Bpems
abnsaummn)
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Ablation Duration: 60 sec

AC MW
X»*Cl |TO*/B
iIMsC;  fi®t

tve: Fa«*«™

TaM  j»»»Sr

1 Area for system status, user prompts, and system messages
2 Message popup

3 Cumulative RF usage display - data may vary
Figure 3-7.Sample system message display

A screen similar to this may be displayed when an error condition
is detected.

Preparing for ablation 4
Inspecting the system components
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Ablation Duration; 60 s«c Mod« 4:1

PVAC: r?0) QCC

MMC

ME; 00m

TVAC

ToUl: [«)m)
1 30Hbl, e OTOOPaKAeTCA COCTOSIHME CUCTEMbI, MOACKA3KW, CUCTEMHbIE
CO06LLEHNS
2 BcnnbiBatoLee coobLugHme
3 OTo6paxkeHne O0O6LLUEro BpeMeHW UCMO/b30BaHUA reHepaTopa - fAaHHble

MOTyT OT/In4aTbCA

PucyHok 3-7. OTOBpaXKeHme CUCTEMHOMO COOBLLEHUS

Bu, NOXOXMIA Ha 9TOT, MOXKET OTOGPAXKATLCS B Cyuae, eCcii 06HaPYXKeHa OLMOKa.

NnoaroToBKA K AB1ALUNN 4
MPOBEPKA KOMIMOHEHTOB CUCTEMBbI
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Resterilization parameters
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Physical characteristics

Length 6 ft (1.8 m)

Environmental characteristics

Storage temperature 0°C to 60 °C (32°Fto 140 -r)

Storage humidity 15% to 95% non-condensing

Power Cord

Intended Use

The Medtronic Model 990023, 990024, 990025, 990035, 990082, and
990085 power cords are designed for use with the GENius Multi-Channel
RF Ablation Generator Model 990018.

Description
The power cord supplies electricity to the generator. It is required for
operation of the generator.

The power cord connects to:

m The console - The cord plugs into the specified inlet on the back of the
generator.

m A wall outlet - The cord connects to a source of line power.

Instructions for Use

1 Plug the power cord into the power entry receptacle on the back of the
generator.

2. Plug the power cord into an AC outlet.

3. Position the generator and power cord so that the cord can be easily
accessed and disconnected if necessary.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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XapaKTepUCTUKIA OKPY>KatoLLEi cpeapl

6 ¢ytoB (1,8 M

Temnepatypa XpaHeHUs oT 0 °C go 60 °C (or 32 F go 140

6e3 KoHAeHcauumn Baru

BnaxxHocTb XpaHeHus 15% po 95% 6e3 KoHAeHcauum

Kabenb nutaHus

Mcnonb3oBaHve No HasHayeHWo

Kabenb nutaHusa, mogens 990023, 990024, 990025, 990035, 990082 m 990085
npefHa3HaueH 415 MCNosb3oBaHMs ¢ MHOrOKaHanbHbIA PYA reHepatopom CEX1u5,
mogesb 990018.

OnwucaHne

Kabenb N1TaHWs NOLAET 3NEKTPO3HEPTMIO reHepaTopy.

Urto Heo6x0aMMO Anst paboTsl reHepaTopa.

LLIHyp nUTaHWs NOAK/HOYaETCA K

m KOHCO/b - Kabe/b MOAK/HYAeTCA K yKa3aHHOMY BXOAY Ha 3afHeld 4acTu
reHeparopa.

W CETEBOI PO3ETKE - KabeNb MOAK/IHOHAETCH K UCTOUHUKY 3NEKTPOMUTAHNS.

MHCTpYKLUMA MO NPUMEHEHVIIO

1 BcTaBbTe LUTEKEP Kabens MNUTaHWS THE3N0 Ha 3afHei MaHenm reHepatopa.
2. BcTaBbTe wWTekep Kabensi MUTaHUs B PO3ETKY.

3. PacnonoxuTe reHeparopa v CeTeBOi Kabesb TaK, YTO Obl MMETb CBOGO/HBIIA
[OCTYN A4/19 OTK/IKOUEHMS, eCN HEOBXOAMMO.

UuncTKa 1 xpaHeHve
MpoTpuTe Kabenb MNWTaHWS BAAXHON TKaHb). ECAM HEoOXOAMMO, MCnonb3yiiTe
CnabblIii pacTBOp MOMOLLEro cpeacTsa. [laiTe BbICOXHYTb.
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Medtronic

CH-I 131 Tolochenaz
Switzerland

Tel. +41-21-802-7000
Fax +41-21-802-7900

Australia

Medtronic Australasia Pty Ltd
97 Waterloo Road

North Ryde, NSW 2113
Australia

World Headquarters
Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

Tel. +1-763-514-4000

Manufacturer

Medtronic Ablation Frontiers LLC
2210 Faraday Ave., Suite 100
Carlsbad, CA 92008

USA

Tcl. +1-760-827-0001
Fax+1-760-827-0020

Technical Support: +1-763-514-4000
JICJREP]

Medtronic E.C. Authorized Representative
Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen

The Netherlands

Tel. +31-45-566-8000
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MEDTRONIC
Regulatory Affairs

CH-I 131 Tolochenaz
Switzerland

Tel. +41-21-802-7000
Fax +41-21-802-7900

ABCTpanus

Medtronic Australasia Pty Ltd
97 Waterloo Road

North Ryde, NSW 2113
Awustralia

BcemupHas WwTab-kapTvpa
Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

Tel.+1-763-514-4000

NpownssoguTens

Medtronic Ablation Frontiers LLC
2210 Faraday Ave., Suite 100
Carlsbad, CA 92008

USA

Tcl. +1-760-827-0001
Fax+1-760-827-0020

Technical Support: +1-763-514-4000

lec[BEN

YNOMHOMOYEHHbIN nNpeacTaButens Medtronic 8 EC
Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen

The Netherlands

Tcl. +31-45-566-8000

Medtronic AF Solutions
8200 Coral Sea Street
Mounds Vtow. MN 55112

www.mr-idtronic.com



M E DTRO N IC Medtronic AF Solutions

Regu Iatory Affa”’s 8200 Coral Sea Street

Mound's View. MN 55112

M ed t ro n i C wwiw. mecltronic.com

Fax+31-45-566-8668 Fax +31-45-566-8668
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ropog MockBa.

[BajLaTtb 4eTBEPTOro AHBaPA ABErThICAYM YeTbIpHAALATOroO roja.

A, ViBaHoB Munxann Anekceesnd, HoTapuyc roposga MoCKBbI, CBUAETENLCTBYH NOA/IMHHOCTb
noanucy, caenaHHoM nepeBogyunkom acaHoBbiM CynTaHOM [facaHOBMYEM B MOEM MPUCYTCTBUN.
JIn4HOCTbL €ero ycTaHOB/NEHA.

1pOBAHO B peecTpe 3a HoMepom No /s ~

ropoa Mocxsa. 03 (DEB 2'.”

ﬂ,I/IBaHOB Muxann Anekceesuy , HoTapuyc ropoga MockBbl,

CBACETENECTBYHO BepHOCTb 3rOf KOMMM € MOA/MHHVKOM [IOKYMEHTa. Bcero npowHypoBaHo,
B } NPUNNCOK, 3a4EPKHYTLIX CNOB 1 HI&IBI—AX[M _elﬁ)Oéi.l\/'IHO n ckpennely
K HeoTC"Mpe:HbIX AV55!5aneHnin Win Kakux-nmbo 0COGEHHOCTEN HeT.
A" 3aoertlll3rao”/.B' oeecta 3a "
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