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6. KabGens ans nocneposarensHo
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AVCTaHLUMOHHOI O YrpaB/ieHnst
SmartAblate, givHa: 10 m, 15 m, 30
M (He 6onee 5 w.) - npu
HEeo6X0AMMOCTH

11. Kabenb CoeMHUTENbHBIA MeXay
['eHepaTOpOM PaMOYaCTOTHLIM
SmartAblate 1 Hacocom
nppuraumoHHbIM SmartAblate,
annHa: 1m, 3 M, 10Mm (He 6onee 5
LUT.) - MPU He0BXOAVMOCTH

12. Kabesnb f/19 nocnefoBate/bHOi
nepefayn JaHHbIX, fvHa: 3 M (He
6onee 5 WT.) —1pn He0bXoAMMOCTYU

13. Kabenb ans anekTpoga
nHanddepeHTHoro SmartAblate
Erbe, gnvHa: 3 M (He 6onee 5 W) -
np1 Heo6XoANUMOCTH

14. Kabenb 4519 anekTpoga
nHandhepeHTHoro SmartAblate 3M,
AvHa: 3 M (He 6onee 5 W) - npu
Heo6X0ANUMOCTH

Il. TlpnHagnexxHocTun:
1 Kabenb-ygmHutens 4a nefaim
HOXXHOW, AnnHa 7 M (He 6onee 5 LwiT.)

length: 10 m, 15 m, 30 m (not more than 5) - if
necessary

11. SmartAblate radiofrequency generator
and SmartAblate Irrigation Pump cormection
cable, length: 1 m, 3 m, 10 m (not more than 5)
- if necessary

12. Serial data communication cable, 3 m
length (not more than 5) - if necessary

13. SmartAblate Erbe indifferent electrode
cable, 3 m length( not more than 5) - if
necessary

14. SmartAblate indifferent electrode cable
3M, 3 m (not more than 5) - if necessary

I1. Accessories
1 Extension cable for foot pedal, 7 m length
(not more than 5 items)

KomnniekT noctaBku/Set of delivering

B KOMMNEKT NOCTaBKN BXOANAT CrieaytoLLme
U3aenms:

1 Cwucrema SmartAblate ans cepagyHoli

abnsauum, B cocTase:

1.1. ['eHepaTop paaroHacTOTHbIN
SmartAblate (1 wr.)

1.2. Hacoc vppurauyoHHbIiA
SmartAblate (1 wr.)

1.3. NynbT AUCTaHLIMOHHOIO
ynpasneHna SmartAblate (1 ww.)

14. Mepanb HoxxHast SmartAblate (1
LuT.)

1.5. 9KcnnyataymoHHas
[OKYMeHTaLms
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The delivery set includes the following
products:
1 SmartAblate system for cardiac ablation
includes:
1.1. SmartAblate radiofrequency generator
(2 item)

1.2.SmartAblate Irrigation Pump (1 item)

1.3.SmartAblate Remote Control (1 item)

1.4.SmartAblate Foot Pedal (1 item)

1.5.0perational documentation

10
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4. Kabenb 15 anekTpoga 4. SmartAblate Erbe indifferent ele(_:trode
nHanddepeHTHOro SmartAblate cable, 3 m length( not more than 5) - if

Erbe, gnvHa: 3 m (He 6onee 5 wr.) necessary o
5. Ka6enb Ans anekTpoa 5. SmartAblate indifferent electrode cable

MHAVDhEpEHTHOro SmartAblate 3M, 3M, 3 m (not more than 5) - if necessary
AnnHa: 3 M (He 6onee 5 W)
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3NeKTpoga KateTepa /19 abnaumm n uvnegaHc
TKaHW BO BpeMs npouecca abnsaumn.
Temnepatypa aneKTpoaa 4/1s abnauymm
KaTeTepa M3MepsieTCcA HaxomAawyMcs B
3MIEeKTPOAE JaTUMKOM U NepesaeTcs Ha
reHepartop. OAHOBPEMEHHO C 3TUM
MNMEOLLINECA B reHepaTope
BbICOKOUYBCTBUTE/IbHbIE KOHTYPb! 3MepeHus
nMMefaHca U3MepPSAIOT UMMESAHC TKaHW
CepAua, UYTO No3BONSAET 06HAPYXKMBATL €€
He3HauuTe bHbIE U3MEHEHUA [0, BO BPeMS U
nocne Tepanuu. MNepes Tepanuein 1 BO Bpems
Hee TaKkKe AeTEKTUPYIOTCA reHepupyeMble
CepALeM 3neKTpuyeckue curHasbl. OHY
nepefaroTCca KaTeTepoM Yepes reHeparop Ha
NOAK/OYEHHbIE KOHTPO/IbHbIE YCTPOACTBA.
3TV CUrHabI, @ TaKKe MH(opmaums o
TemrepaType a71eKTpoja 415 abnauuu,
nMnegaHce TkaHu 1 o PY aHeprum
MCMONL3YKOTCA ONepaTopoM A YrpaBneHns
6e3ornacHoi nogadein PY aHeprum K LenieBbIM
y4acTkam cepaua.

KoHcTpykuma MeHepaTopa SmartAblate
obecrneurBaeT NPOCTYHO, UHTYUTUBHO
MOHATHYHO U YA0OHYHO 151 MO/b30BaTeNs
aKcnnyataumto. s BbI6opa 1 HaCTPONKM
napameTpoB YCTPOMCTBO MUMEET CEHCOPHBbIV
aKpaH. Cpeay (hyHKLWIA 3TOro sKpaHa-
MOCTOSAHHOE OTOOPaXKEeHMe NPK abnaumn
rpatykoB MOLLHOCTK, TemrepaTypbl 1
MMMejaHca B PeXXviMe peasibHOro BpeMeHn 1 ¢
LIBETOBOM KOAVPOBKON. B KOHCTPYKLMM
reHepaTopa npeLycMOTPeHb!
npoay6/MpoBaHHbIe CXeMbl 6e30MacHOCTK
(ecnn oTKazan OAuH MexaHu3m 6e30nacHoOCTH,
TO CUrHan 0 c60e MOAAET BTOPOIA MEXaHW3M,
4TO rapaHTMpyeT 6e30MacHOCTb).

MpYHLMNaIbEHO BaXKHbIE AN COBMOAEHMS
6e30MacHOCTN (hyHKLMM YNpaBnsoTCs
HE3aBKCUMO UCO/b3YEMbIMU KHOMKamMm1 Ha
CEHCOPHOM 3KpaHe. AKTUBMpYEMas HaXXaTuem

JIEFKO 3aMETHOWM KpacHoW KHomku Cton
(hYHKLUWS HEMEL/IEHHOTO MpeKpaLLeHNs
nogauv PY aHeprum npu Haxkatum
NPUOPUTETHA MO OTHOLLEHMIO KO BCEM MPOYUM
(DYHKUMSM M MOAK/HOYEHHBIM YCTPONCTBAM.

"eHepaTop SmartAblate nogkoYeH K Hacocy
SmartAblate yepe3s KOMMYHMKaLVIOHHbII

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

ablation electrode, and the tissue impedance
during ablation therapy. The temperature of the
catheter’s ablation electrode is measured by a
sensor in the electrode and is transmitted to the
generator. Simultaneously, high resolution
impedance measurement circuits built into the
generator measure the heart tissue impedance
allowing detection of small tissue changes
prior to, during, and after treatment. Before
and during treatment, electrical signals
generated by the heart are also detected and
transmitted by the catheter through the
generator to connected monitoring instruments.
These signals in combination with the
temperature of the ablation electrode, tissue
impedance, and RF energy information are
used by the operator to control the safe
delivery of RF energy to locations within the
heart that require treatment.

The SmartAblate Generator was designed to
ensure simple, intuitive, and user-friendly
operation. This device features a touch screen
for making selections and setting parameters.
Among the features of the screen is a display
that shows power, temperature, and impedance
in color-coded, real-time, continuous graphics
during ablation. The generator features
redundant protection circuits (if one safety
mechanism fails, a second safety mechanism
indicates the failure to ensure safety). The
essential safety functions are controlled
independently via the touch screen buttons.

A prominent red Stop ©button has priority
over all other functions and connected devices,
thus immediately stopping RF energy delivery
when pressed.

The SmartAblate Generator is connected to the
SmartAblate Irrigation Pump by a

15



NHTEpdelic, NO3BONSAOLLWMIA YNPaBNsTh C
MOMOLLIbHO CEHCOPHOTO 3KpaHa, Kak
reHepaTopoM, Tak 1 Hacocom. Mpu owmbke B
paboTe OAHOro 13 3TUX YCTPOCTB
HeobxoaVMoe YBEeAOMIEHME 1 Lar rno
MCNPaB/IEHNIO UHULMMPYHOTCS OAHOBPEMEHHO
B 060MX YCTPOWCTBAX.

B 3TOM pyKOBOACTBE MO/b30BATESA
ONMCLIBAETCA 3KCMNNyaTauma MeHepaTopa
SmartAblate. Monb3oBartens AO/MKEH MOHATL
OnucbIBaeMble B JaHHOM PYKOBOZCTBE
MPUHLUMNbI AEACTBUA Pa3INYHbIX METOAOB
npuMeHeHNa PY aHeprum n KOHTpond no
MOLLHOCTM U1 Temnepatype. Npu npasuibHOM
npuMeHeHUn PY sHeprum paspyLiaroTcea
TO/IbKO >Ke/laeMble YYaCTKM TKaHW, UTO BefeT K
YCTPaHEHWIO apuUTMMIA. p HeBEPHOM
npumMeHeHUn PY aHeprum Bo3MOXXHO
paspyLUeHne TKaHW Ha 3HauMTe/IbHOWA
rn/oLaan.

"eHepaTop SmartAblate moxeT
CMO/b30BaTLCA TO/IbKO MEAULMHCKNM
MepCcoHasIOM, UMEIOLLM COOTBETCTBYHOLLYHO
MOLrOTOBKY W OMbIT BbINO/IHEHWSA
3NleKTpodm3nonornyecknx npoueayp. Mepes
MepBbIM MCMO/b30BaHMEM JaHHOr0 reHepartopa
B K/IMHWYECKMX YC/IOBMAX MO/b30BaTES b
[O/KEH BHMUMATE/IbHO 03HAKOMUTLCA C
HaCTOALLYIM PYKOBOACTBOM. YTOObI OCBOUTHL
aKcnyaTauumio reHepartopa 1 He ONycKaTb
ero NoBpeXxaeHus, NnonbL30BaTeNto creayet
MONYYUTH MPaAKTUYECKME HABbIKA
CNO/b30BaHUA reHepaTopa 1 ero
NpuHagIeXHocTel. [N 3Toro MOXHO
NMUTUPOBATL abNALMIO B KOHTEHEpPE C
pacTBOPOM 3/1EKTPOSIUTOB W
BOCMO/1b30BATLCA AMarHOCTUYECKMM 6/10KOM
STOCKERT pna NeHepatopa SmartAblate.
Kpome Toro, nosib30BaTesnto ciefyeT OCBOUTb
1CMOMb30BaHME NPUHALIEXHOCTEN 1 JpYTrnX
NOAKMOYEHHBIX K reHepaTopy YCTPocTB. Ans
9TOro nosib3oBaTesib A0/HKEH 03HAKOMUTBLCA C
WHCTPYKLMAMU MO 3KCryaTaumm sTux
MPUHALIEXHOCTEN N YCTPOCTB U BbINOMHATL
NpViBELEHHbIE B HUX YKa3aHUs.

Mb! 6yaem pafbl OTBETUTL Ha KGO BOMPOC.

CyBa>KeHMem,
STOCKERT GmbH
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communication interface that allows both
devices to be controlled from the user interface
of the generator. Ifan error occurs in either of
these devices, the necessary notification and
recovery steps are initiated simultaneously in
both devices.

This user manual describes the operation of the
SmartAblate RF Generator. It is important that
the user understand the functional principles of
various methods of applying RF energy and the
principles of power and temperature control
that are presented in this manual. Proper
application of RF energy leads to desired tissue
denalllration to correct arrhythmias; incorrect
application of RF energy can lead to excessive
tissue denaturation.

The SmartAblate Generator may be used only
by medical persormel trained and experienced
in the techniques of electrophysiology. Before
using this generator for the first time in a
clinical application, the user should thoroughly
read this user manual. To become familiar with
operation of the generator and to avoid
damaging it, the user should praetiee using the
generator and all accessories by simulating
ablation in a container of saline solution or by
using a STOCKERT test box for the
SmartAblate Generator. The user should also
become familiar with all accessories and other
devices connected to the generator by reading
and following the instructions for use for the
accessories and devices.

We will gladly answer any questions that you
may have.

Yours truly,
STOCKERT GmbH

16
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MNpuHunn gencteusa/Functional Principles

MpuHunn genctena PY abnaynn/Functional Principles of RF

Ablation

PY abnaumsa cepfua - 370 HapyLleHue
3NEKTPOMEXAHNYECKONA (DYHKLM
(NpoBOAMMOCTb B cepfLie) TKaHM cepaua
MOCPeACTBOM MpuMeHeHVs PY aHeprun.

TepMuH «pagmovacToTHbIN» (PY) NpuMeHUM K
repemMeHHOMY TOKY, NMPOXOAALLEMY Yepes
NpoBoAHMK. B cnyyae abnsumm PY Tok
MPOXOAUT Yepes coAepkaLlme cBO60HbIe
MOHbI TKaHW opraHu3mMa. MpucyTCTBYHOLLMIA B
TKaHW pacTBOp 3/IEKTPOIMTOB 06ecrevnBaeT
3/1eKTPOMPOBOAHOCTb. J/IEKTPOMPOBOAHOCTb
TKaHW MOXXET ObITb BblpaXKeHa Yepes
nMmnegaHc. HU3KuiA MMnegaHc COOTBETCTBYET
BbICOKOW 3/1EKTPONPOBOAHOCTU, @ BbICOKUIA
MMMeaaHC —HU3KOIA.

Mpn geitcTeum PY ToKa Ha TKaHM opraHu3mMa
OHW HarpesaroTcA. Yem Bbille NIOTHOCTL PY
TOKa B TKaHAX opraHm3ma (cuia Toka Ha
eIMHMLY NNoLLaamn), Tem BbiLLe MonyYvaemas
Temnepatypa. [pn Harpese 3a MUHVMa/ILHOE
Bpems [0 TeMMepaTypbl, NMPEeBbILLAOLLENA
MOpPOroByto, TKaHb NPEKpaLLaeT pearmposarb
Ha 3/IeKTPUYECKYIO CTUMYALMIO.

CreneHb MOBbLILLEHWS TeMMepaTypbl
NPOMopLMOHa/IbHa MOLLHOCTK PY ToKa
(NnoTHOCTY TOKA) Ha BbIxoae. Huskas
BbIX0fHas PY MOLLHOCTb BbI3bIBaeT
Me[/IEHHbIA HarpeB TKaHW (cM. puc. 1).

PucyHok/1Figure 1

Bbicokas BbixogHast PY MOLLHOCTb BbI3bIBaET
ObICTPbIA HArpeB TKaHW. Mpy M36bITOYHON
BbIXOAHON PY MOLLHOCTW BO3MOXEH Meperpes
TKaHW, BeyLLUWMI K MCMapeHnio cofepykaLLeincs
B TKaHV BOAbI (CM. pyC. 2). 310 MOXET
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Cardiac RF ablation is the destruction of the
electro-mechanical function (heart beat
conduction) of cardiac tissue through the
application of RF energy.

The term “radiofrequency” (RF) is used to
refer to an alternating current that flows
through a conductor. In the case of ablation,
RF current flows through biological tissue that
contains free ions. The saline solution present
in the tissue provides the electrical
conductivity. The tissue conductivity can be
represented by the tissue impedance. Low
impedance represents high conductivity and
high impedance represents low conductivity.

The application of RF current to biological
tissue causes heating of the tissue. The higher
the RF current density in the biological tissue
(current per unit area), the higher the resulting
temperalLlre. The tissue stops reacting to
electrical stimulation when heated above a
threshold over a minimal period of time.

The extent of heating is proportional to the RF
power (current density) output. A low RF
power output causes slow heating to the tissue
(see Figure 1).

PucyHok 2/Figure 2

At high RF power output, the tissue can heat
rapidly. Excessively high RF power output can
overheat the tissue, causing evaporation of the
water bound in the tissue (see Figure 2). This
can result in charring of the tissue. Therefore,
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reHeparopa. CneflyeT yumTbIBaThb, YTO
(hopMm1pOBaHMEe NOBPEXAEHUSA 3aBUCUT OT
NnoTHOCTM PY ToKa B onpeseNIeHHOM y4yacTke
TKaHW. 3Ta NI0THOCTL TOKA 3aBUCUT He
TO/MbKO OT BbIXOAHbIX MapamMeTpOB reHepaTopa,
HO W OT N/I0LLaaM NMOBEPXHOCTW 3NEKTPOAA A/1A
abnAauMM 1 KOHTaKTa 3M1eKTpoda A4ns abnaumm ¢
TKaHbtO cepaua. deinctane PYU MOLLHOCTY
nonb30BaTe/lb AOMKEH OLeHMBATL M0
0CnabneHno CMrHana MHTpakapamanbHoin K
B 06nacTv abnaumm.

should be aware that the lesion formation is
dependent on the RF current density in the
specific location in the tissue. This current
density is a factor not only of the generator
output, but also of the ablation electrode
surface area and the contact between the
ablation electrode and the cardiac tissue. In
order to assess the effect of the RF power, the
user must watch for intracardiac ECG signal
reduction in the area of the ablation.

MeToa abnaunm ¢ KOHTPoOeM No TeMmnepaTtype/Temperature

Controlled Ablation Method

Temnepatypa anekTpoga s abnaumm
M3MepSEeTCA AaTYMKOM Temnepatypsbl. [Mpu
CNO/Ib30BAHUM HEOPOTAeMbIX KaTeTepoB A/is
abnauymn Temnepatypa aneKTpoaa ais
abnauymn ABNSETCA NoKasaresieM TemnepaTypbl
KOHTaKTUPYHOLLEN C 3M1eKTPOAOM TKaHW. [Mpn
abnAauMmn ¢ KOHTPO/IEM M0 TeMMepaType
BbIX0Hasa PY MOLLHOCTL perynmpyetca
reHepaTopoM aBTOMaTUYecKu. BblbpaHHas
Mo/b30BaTesieM TemnepaTypa
yCTaHaB/IMBAETCA W MOALEPXKMBAETCA Ha
YKenaemom ypoBHe (cm. puc. 3). Takum
06pa3om, puUck 00yrIMBaHWA, aare3uy TKaH
WM XJT0NKA 3HAYNUTENbHO CHUKEH.

The temperature of the ablation electrode is
measured by a temperature sensor. In the case
of non-irrigated ablation catheters, the
temperalllre of the ablation electrode is an
indication of the temperature of the tissue in
contact with the electrode. During temperature
controlled ablation, the RF power output is
regulated automatically by the generator so
that the temperature selected by the user is
reached and maintained at the desired level
(see Figure 3). Thus the risk of charring, tissue
adhesion, or pop is greatly reduced.

PucyHok 3/Figure 3

Pa3vep noBpexkaeHNa onpeaensaeTcs B Nepsyto
ouepesb BpeMeHeM 1 TeMmepaTypoid abisaumn.
[Npu “cnonb30BaHUN KOHTPO/A MO
TemnepaType Heo6X0AMMOCTb B YCTaHOBKE
HaYa/lbHOro YpoBHA PY MOLLIHOCTW BPYYHYHO
OTCYTCTBYET.

MpumMedaHue. MocKombKY 3NeKTPOAOM A
abnALMM 13MepsieTcst TONbKO TemnepaTypa
3NEKTPO/A C MHTErPUPOBaHHbIM JATUMKOM
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The size of a lesion is determined primarily by
the ablation time and temperature. With the
temperature controlled ablation method, it is
not necessary to set the initial RF power level
manually.

Note: Because the ablation electrode measures
only the temperature of the electrode with its
integrated temperature sensor and not the

20
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5. TMepen ncronb3oBaHWEM reHepaTopa
SmartAblate Bcerga nposepsiiTe UCMNPaBHOCTb
CUCTEMbI MOAAYM 3BYKOBbIX U BU3YasIbHbIX
CUrHaJI0B TPEBOTU.

6. [locne BbIKHOYEHWS reHepaTopa
SmartAblate 3Heprusi npogomKaeT
Mo/AaBaTbCA Ha Hero no CeTeBoMy Kabesto.
UT06bI MOMHOCTLIO NPEKPATUTL Mofady
3HEepPrun Ha reHeparop, OTK/IKOUUTE OT HEro
ceTeBOW Kabesb. UTo6bI 06ecneumnTb
BO3MOXXHOCTb JIEFKOr0 OTK/HOUEHMSA B Clly4ae
Cepbe3HOro cb0s B 3M1EKTPONUTaHWN,
ybeamnTech, YTO pacrofoXeHve reHeparopa
MO3BONSET OCYLLECTBUTL 6ECMPEnsATCTBEHHbIA
[OCTYN K CETEBOMY Kabesto Ha 3aHei naHenn
YCTPOWCTBA.

7. Tlocne BKIHOYEHMA reHepaTopa Bcerga
OXMJalTe YCneLHoro 3aBepLueHns
aBTOMATUYeCKOro CamMmoTeCcTUpOBaHWS, Mepes
TeM KaK HayaTb BbIMO/HEHWE MePBbIX
[eNCTBMIA NpoLeaypbl 415 nayneHTa
(Hanpvmep, nepes, aHecTe3nen wm
(hOpMMPOBaHEM YPECKOXHOI0 JOCTYMA).
Kpowme Toro, ecnm ncnonb3yetcsa nynst
AMCTaHUMOHHOrO ynpas/neHus SmartAblate,
Hacoc SmartAblate, cuctema CARTO wim
9®U cuctema, TO nepes, HaYasIoM NepBbIX
aTanoB Npoueaypbl yoeauTecs B UCNPaBHOCTH
NOAKMOYEHUIA K 3TUM cucTeMam. 1O
MO3BOJ/INT BbISIBUTH CBA3aHHbIE C YCTPOCTBOM
npo6sieMbl JO HaYa1a UHTEPBEHLMOHHOMO
BMeLLIaTeNbCTBa, NPepbiBaHMe KOTOPOro MOXET
MOBbICUTbL PUCK NMPUUMHEHWS BPeaa 340P0BbIO
raLmeHTa.

8. Kcnonb3yinte TONbKO KaTeTepsl,
[OnyLLEHHble K NPYMEHEHUIO MK
MaKCVMa/IbHOM HaMpsyKeHUN.

9. Vcnonb3yiiTe TONbKO MPUHAAMEXHOCTH,
KOTOpble NOCTaB/IAOTCA NPOU3BOAUTENEM
reHepatopa SmartAblate 1n pekomeHIOBaHbI
M. VIcnonb3oBaHme apyrmx
NPUHAIEXXHOCTE MOXKET OTPULIATENbHO
MOB/IATb Ha TEXHUYECKME XapaKTepUCTUKM.
He moaudmumpyiite nprHagiexXHOCT.
PerynsipHO ocmaTpuBaiiTe Bce
NpuHagexHocTy. MNposepsiTe, He
NOBPEXAEHbI NN COBAVHUTENbHbIE Kabenw.
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5. Always verify that the generator’s visual and
acoustic alarms are working before using the
Generator

6. When the generator has been turned off,
power continues to be supplied to the generator
through the mains cable. To completely cut off
power to the generator, discormect the mains
cable from the generator. To allow easy
discoimection in the event of severe power
failure, make sure that the generator is located
where there is easy access to the mains cable
on the back of the generator.

7. After turning on the generator, always wait
until the automatic selftest has been
successfully completed before starting the first
steps of the procedure on the patient (for
example, before anesthesia or before creating
percutaneous access). Also, if using a remote
control, a pump, a CARTO System, or an
electrophysiology recording system, verify that
the connections to those systems are fimctional
prior to starting the first steps of the procedure.
Doing this helps to detect problems with the
device before the patient is in a phase of the
intervention in which interruption could lead to
an increased risk to the patient's health.

8. Use only catheters that have been approved
for use with the maximum voltage.

9. Use only accessories that have been
provided by or recommended by the
generator's manufacturer. The use of other
accessories can have a negative effect on the
technical specifications. Do not modify
accessories. Visually inspect alt accessories on
a regular basis. Make sure that the connected
cables are not damaged. When using sterile
accessories, be sure to maintain the sterility of
those accessories.
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PEKOMEH/IYETCS CMOMb30BaHe
COOTBETCTBYHOLLMX U30/MPYHOLLIMX MOKPbITIAY
OnepaLyioHHOro CTofa.

NeKTPOCTATUUECKMIA pa3psig, CriocobeH
MOBbICUTb MIOTHOCTb TOKA Ha KOHYMKE
KaTeTepa [0 04YeHb BbICOKOI BEMMUMHBI, UTO
MOXXET NPUYMHUTL BPE/, 30P0BbI0 MALMEHTA.
Vcxoas U3 BbILLIEU3NOXEHHOTO, MOC/e
BBE/IEHIS KaTeTepa B OpraHn3M He CriedyeT
MPMKACaThCS K LUTbIPbKaM LLITEKEPa Ha KOHLIE
KaTeTepa WM Ha KOHLE Kabens.

14. He ponyckaiiTe CONPUKOCHOBEHWS
YUaCTKOB KOXW Pas/fIMYHbIX YacTeli Tena
nauveHTa (Hanpvmep, pyK 1 Ty/OBULLA).
TaKoro KOHTaKTa MOXHO M36exatb npu
MOMOLL, HarpumMep, CyxXmx casiheTok.

15. Ipv oAHOBPEMEHHOM UCMO/b30BaHUA 419
nauveHTa reHeparopa v 06opyaoBaHUs 41a
KOHTPONSA (DU31ONOrMYECKMX NapaMeTpoB
pacnonaraiTe aNneKTpoabl A1 KOHTPONS, He
NMEoLLME 3aLLIMTHOrO CONPOTUB/IEHNS

nm PY mnbTpoB, Kak MOXHO JasibLie OT
3NeKTPOLOB /19 abnAumn. He pekomeHayeTcs
1NCNOMb30BaHNE NS KOHTPONA UrobyaTbIxX
3NEKTPO0B. BO BCeX cnyvasax peKoOMeHAyeTCs
1CMoMb30BaHWe orpaHnUMBaloLLIMX PY ToK
3NEKTPOAOB N ApYTriX YCTPOWCTB A/1A
KOHTpONA.

16. PacnonarariTte coeavHNTENbHbIE Kabenm
3MEKTPOAOB [4/151 abnAUMM TaK, YTOObl OHW He
COMprKacancb C MauyMeHToM v ¢ ApyruMm
Kabensmun. XpaHuTe BPeMEHHO
Hencnonb3yemble aKTVBHbIe 3M1EKTPOAbI Ha
6e30MacHOM PacCTOAHMM OT MauyieHTa.

17. Yt06bl He AONYCTUTL 0BYTMBaHUA U
06pa3oBaHMs CrycTKa KpoBY Ha 3/1eKTpoge
KaTeTepa Ans abnauyK, yctaHaBMBaiTe
yMepeHHY PY MOLHOCTL Ha BbIX0ofe.

18. Mpy 1ncnonb30BaHWU reHepaTopa
SmartAblate ¢ opoLlaeMbiMK KaTeTepamy,
4TOObI M36EXaTb PUCKOB, 00YC/IOB/IEHHbIX
HEelOCTaTOYHbIM OPOLLIEHVEM, KOHTPONMPYTE
CKOPOCTb NoJayn OpOLLIaKOLLEN YMAKOCTH.
MpUGAN3UTENBbHYIO CKOPOCTb MOAAYM MOXHO
ONpeAeInTb Mo CKOPOCTU MafeHWs Kanesb B
KanesibHULE.
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recommended. Electrostatic discharge can give
rise to extremely high current densities at the
catheter tip, which can injure the patient.
Therefore, do not touch the pins in the plug at
the end of the catheter or the pins in the plug at
the end of the cable after the catheter has been
placed in the patient's body.

14. Skin contact between parts of the patient's
body (for example, between the arms and the
body) should not occur. Such contact can be
avoided by using dry gauze, for example.

15. If the generator and physiological
monitoring devices are used on a patient at the
same time, all monitoring electrodes without
protective resistances or RF filters should be
applied to the patient’s body as far away as
possible from the ablation electrodes. Needle
electrodes are not recommended for
monitoring purposes. In all cases, it is
appropriate to use monitoring electrodes and
other monitoring devices that limit the RF
current.

16. Position the connection cables of the
ablation electrodes in such a way that they do
not touch either the patient or other cables.
Keep active electrodes that are temporarily not
in use at a safe distance from the patient.

17. Set the RF power at only moderate output
to avoid charring and clotting at the catheter
ablation electrode.

18. When the SmartAblate Generator is used
with irrigated catheters, monitor the irrigation
flow rate to avoid hazards caused by
insufficient irrigation flow. The approximate
flow rate can be estimated by observing the
drip speed in the drip chamber. The hospital
staff is responsible for determining and
monitoring the flow rate to avoid insufficient
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34. YTt0o0bl He JONYCTUTb YXY/LLEHNS Pabounx
XapaKTepuCTMK reHepatopa nog AercTBreM
XNOKOCTH, yOeanuTech, YTO CTEPUIbHbIE
KaTeTepbl 1 pa3beMbl Kabens abcosnoTHO

CyXVe.

35. YT06b! He 10MyCTUTL CO0S1 CUCTEMBI,
perynspHo nNpoBsepsiiTe BCe MHOropasoBble
NPUHaANEXHOCTW. He ncnonb3yiite
MOBPEX/AEHHbIE Kabenw.

36. He ncnonb3yiTe xpaHsLumecs B
3NEKTPOHHbIX YCTPONCTBAX AaHHble abnauyn
[N19 AMarHOCTUKM 1 Tepanin. 3TN JaHHble
npefHasHaueHbl 418 apxXmBaLmn 1
CMONb30BaHNS B UCC/IEA0BATENbCKUX LIENSsX.

34. To prevent fluid from impairing system
performance, ensure that sterile catheters and
cable plugs are completely dry.

35. To prevent a system malfunction, inspect
all reusable accessories regularly. Do not use
damaged cables.

36. Ablation data stored electronically must not
be used for diagnosis or therapy. The intended
use is for archiving or research only.

MpepynpexaeHune. Cuctema: 6e30MacHOCTb U
MopgknoueHne/Warnings: System: Safety and Connections

"eHepaTop SmartAblate MOXeT Hanpsimyto
WM ONOCPeS0BaHHO MOAKMOYATLCA KO
MHOTMM YCTPOWCTBaM Y NPUHaAIEXHOCTSM.

1 lMNogknoveHns reHepatopa SmartAblate
[N19 ANeKTpoKapamorpamm 1 CTuMynsTopa -
3TO rasibBaHN4ecKvie NOAKMOYEHNS K KaTeTepy
AN19 abnauum. PaspeLaeTcst UCrob30BaHue
TO/IbKO Kabenen 1 pasbemoB, A0MYLLEHHbIX K
MPUMEHEHNIO C ycTpoiicTBoM Tuna CF (knacc
6esonacHocTn CF).

2. Bce ycTpoiicTBa € aTUMK Kabensmm u
pasbemMamMy JO/MKHbI COOTBETCTBOBATb
TpeboBaHuAM, cogepatmmes B MDD/MPG
[N19 YCTPOMCTB Knacca 1 CooTBeTCTBME
TpeboBaHUAM, COLEPKALLMMCS B CTaHAapTaxX
IEC/EN 60601-1-1 1 MDD 93/42/EEC
[O/MKHO KOHTPONMPOBATLCA 1
[OKYMEHTMPOBATLCA LO/MKHBIM 06pasoM.

3. Jlnya, yctaHaBMBaloLLME MOAK/THOHEHNS
reHepatopa SmartAblate 1 npuHagIeXHoCTeN
LPyr K Apyry win UCnosb3yroLLye reHeparop 1
NPUHALIEXHOCTI, 0653aHbI BbINO/HATH
YCTaHOBKY W MCMO/b30BaTb YCTPOCTBA B
COOTBETCTBUN C TPeb6OBaHMAMUN CTaHAapTa
IEC/EN 60601-1-1 1 HecyT CBSi3aHHYO C 3TVM
OTBETCTBEHHOCTb.
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SmartAblate Generator can be connected
directly or indirectly to many other devices and
accessories.

1 The generator connections for the ECG
signals and for the stimulator are galvanically
connected with the ablation catheter. Only
cables and plugs approved for a CF type of
device (CF safety classification) may be used.

2. All devices with these cables and plugs must
fulfill the requirements stated in MDD/MPG
for class 1devices. Fulfillment of the
requirements stated in IEC/EN 60601-1-1 and
MDD 93/42/EEC must be monitored and
documented in a suitable way.

3. The person who connects the generator and
accessories to each other or who uses the
generator and accessories is responsible and
liable for installation and operation that
complies with IEC/EN 60601-1-1.
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[aHHON LieNblo HEMPUIOAEH U KOHTAKTHbIIA
MMMNeAaHC NMoBepXHOCTHLIX 3/1eKTposos IKI
C/IMLLKOM BbICOK. Y6eauTech, YTo
aNeKTpoKapavorpad NpuUroseH Ans nofobHoro
npumeHeHNs. OXoru Koxu B 06nactu
MOBEPXHOCTHbIX 3/1eKTPoA0B IKIT MOryT ObITh
NPU3HAKOM HEKOHTPO/IMPYEMOrO TOKa YTEUKN.

7. CTMMyNATOP MOXKET NMOAK/YATLCA
HanpAMyr KO MHOTUM 3/1eKTPOKapAnorpagam.
[Mepen BkntoyeHneMm PY ToKa CTUMynaTop
[O/DKEH OblITb ra/IbBaHNYECKMN U30/IMPOBaH WK
(hr3nyecKn OTKMOYeH. HeobXoaMMOCTb 3TOro
LNKTYeTCA napa/ie/bHbIM NOAKIHUEHVEM
BbIX0/a reHeparopa 1 ctumynatopa. Ecnmn
paccmaTpyBaeMoe MoAK/IHUeHMe He
130/1MPOBATh, TO BO3MOXHO MOBPEXAEHNE
MHTepgeiica nauyeHTa CTUMynsTopa 1
NpefoXpaHNTeNIbHON m3onsaumn. Kpome Toro,
BpeZ, 340POBb0 NaLyieHTa MOXKET ObITb
HaHeceH nogaveii PY aHeprum Ha
NOAK/MHOYEHHbIe K CTUMYNATOPY 3NEKTPOAbI.

8. Togkntoyaiite K reHepatopy SmartAblate
TO/bKO KaCCUPMLMPOBaHHbIE MeANLIMHCKME
ycTpoicTtea. Ecnm cuctema MK He
COOTBETCTBYET TPeboBaHWsAM CTaHAaPTOB
IEC/EN 60601-1 /UL 60601-1 un
perfiaMeHTUpyemMbIX MW aKToB, TO
paccTosiHie mexay cuctemoit MK
NaLWeHTOM [0/MKHO ObITb He MeHee 1,83 M (6
(hyToB), a cuctema MK gomkHa
COOTBETCTBOBATL TpeboBaHMAM cTaHfapTa 1EC
950 / UL 60950-1. Bce anekTpuyecku
CBfA3aHHbIE C reHepatopom SmartAblate
COOTBETCTBOBATb TPebOBaHUAM CTaHAapTa
1EC/EN 60601-1-1 (ctaHgapT gns
MEAMLMHCKNX CUCTEM).

ECG device is appropriate for this application.
Skin bums at the body surface ECG electrodes
can be a sign of uncontrolled current leakage.

7. There are many electrocardiographs to
which a stimulator can be directly cormected.
The stimulator must be galvanically isolated
(or physically discormected) before the RF
current is turned on. The reason for this is the
parallel cormection between the output of the
generator and the stimulator. If the cormection
is not isolated, the stimulator's patient interface
and safety insulation may be damaged. The
transfer of RF energy into the electrodes
cormected to the stimulator can also cause
injury to the patient.

8. Only classified electrical medical devices
may be cormected to the SmartAblate
Generator. 1fa PC system does not fulfill the
requirements of IEC/EN 60601-1 / UL 60601-
1and their sub-standards, the distance between
the PC system and the patient must be at least
1.83 m (6 ft) and the PC system must fulfill the
requirements of IEC 950 / UL 60950-1. All
medical devices that are cormected electrically
to the generator must fulfill the requirements of
1EC/EN 60601-1-1, the standard for medical
systems.

MpegynpexxgeHns n Mepbl NPegoCcTOPOXXHOCTU. Bo Bpems
npoueaypbl abnaumnn/Warnings and Precautions: During an

Ablation Procedure

1 epthopalus KPpOBEHOCHOIO cocya
SIBISIETCS PUCKOM, CBOCTBEHHbIM
Pa3MELLIEHUIO 3/1EKTPOIM3MONOrMYECKOTO
KaTeTepa. YTo6bl He J0NYCTUTL MOBPEXAEHNS
M NepdopaLyn KPOBEHOCHBIX COCY/IOB, MK
MPOABVIKEHNN KaTeTepa Cob/oaitTe
OCTOPOXHOCTb.
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1 Blood vessel perforation is a risk inherent in
the placement of an electrophysiology catheter.
The catheter needs to be moved carefully to
avoid damage or perforation of blood vessels.
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CHWXeHve nogauv PY aHepruv nivm
3MBONNIHO.

6. YbeauTech, 4TO aKTUBHbIN PY anekTpos
KaTeTepa /19 abnauymn He conpuriKacaeTcs ¢
[PYriM KaTeTepom W ¢ Jpyrum
METa/I/INYECKMM NMPOBOAHMKOM, Hanpumvep ¢
UMMNaHTUPOBaHHbLIM 3n1ekTpogom IKC. B
NPOTUBHOM C/lyyae BO3MOXHO
HEKOHTPONMPYeMoe npoBeaeHne PY sHeprumv B
[Ip>Te YacTu Tena UM HEKOHTPOMpyemoe
yBenmyeHve adeKT1BHOIo pasmepa
aKTMBHOro PY anekTpoja.

7. He ycTaHaBnmBaiiTe Kakue-nmbo
ype3mepHble, HepeasibHble Npeae/bHbIe
3HaueHus. MNpeaenbHoe 3HayYeHne
Heo6X0AyMO, YTOObI MPU ero NPEBbILLEHNN
Oblna MHULMMPOBaHa Nodada CurHaia TPeBoru.
Ecnm ycTaHOBMEHbI HepeasibHble 3HAYEHMS, TO
BaXKHas (DYHKLMSA Nojaum curHana Tpesoru
OyAeT MHMUMMPOBAHA CIIMLLKOM MO3AHO Wi
BOOOLLE He ByeT NHULMMPOBaHA.

8. YUT06bl MAHMMM3MPOBATL PUCK /1S
nauneHTa, A/IMTeNIbHOCTb abnALMA He Ao/mKHa
npeBbIWaTh OAHOM MUHYTbI.

9. TMpu 1crnonb3oBaHUN 0BbIYHBIX PaboUMX
HaCTPOEK HU3Kas BbIXoAHass PY MOLLIHOCTb

1 NPo6/1eMbI C YCTPOMCTBOM /19 abnsumm
MOrYT 6bITb MPU3HAKaMN HEMpPaBW/IbHOIO
pacronoXeHWs NHANDHEPEHTHOrO 3NeKTPOA
WM €ro NI0X0ro KOHTaKTa C COeAMHUTENbHBIM
Kabenem.

10. Bo Bpems nogauv PY aHeprum
HEeNpepbIBHO KOHTPO/IMPYTe U3MepeHHbIe
3HaYeHNsa MMnegaHca reHeparopa
SmartAblate. Ecnim nmnegaHc BHe3anHo
BO3pOC, npekparute nogady PY aHeprum.
M3Bnekute KaTteTep 13 opraHnima m O4YNCTuTE
ANEKTPOL, ANa abnsaumm Katetepa CTepuibHOM
ca/IheTKOM, YTOObI YAaINTb MPUAMMLLME K
Hemy YacTuLbl.

11. Ecnm BO Bpems nogayn PY aHeprum
BO3HWKJ/IO MOAO3PEHME Ha
HEKOHTPONMPYEMOCTb €€ YBe/IMYeHUa Wi
COMHEeHWe B NPaBU/bHOCTA
(hYHKLIMOHMPOBAHUA CEHCOPHOTIO 3KpaHa.
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6. Make sure that the active RF electrode of the
ablation catheter is not in contact with another
catheter or with another metallic conductor,
such as an implanted pacemaker lead. This
could lead to uncontrolled conduction of the

RF energy to other parts of the body, or to an
uncontrolled increase in the effective size of
the active RF electrode.

7. Do not set any extreme, unrealistic limit
values. The limit values serve to trigger an
alarm when a limit value is exceeded. If
unrealistic values are set, important alarm
functions will be triggered too late or not at all.

8. To minimize the risk to the patient, keep the
ablation duration to one minute or less.

9. When using the usual operating settings, a
low output RF power or a problem with the
ablation device can be a sign that the
indifferent electrode is not correctly positioned
or has poor contact with its connection cable.

10. Continuously monitor the generator's
impedance measurement during RF energy
application. If a sudden increase in impedance
IS observed, stop the RF energy delivery.
Remove the catheter from the patient's body
and clean the ablation electrode of the catheter
with a sterile cloth to remove any adherent
materials.

11. Ifthere is any doubt about an unintended
increase in RF energy or the proper functioning
of the touch screen. Data Entry Knob, foot
pedal, or remote control during RF delivery,
immediately stop the RF energy delivery by
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OAHONNACTUHYATLINA (He ABYXNIaCTUHYATbIA)
NHONMEPEHTHBIA 3NEKTPOA, YaCTUUHO
OTCOeAVHSAETCS, Nojaya npeaynpeauTeNisHoro
cuUrHana He nHuummnpyetcs. CnegosaresbHo,
OMacHOCTb 0XKOra KOXW MOf
NHOM((EPEHTHBIM 3/1EKTPOAOM BO3pacTaer.

Pacnonarante nHanddepeHTHbIN 3N1eKTpoa B
onepaLVoOHHOM MoJsie Ha CUHe nauuneHTa.

OopgHonnacTuH4YaTbli NHANdDEPEHTHbIN
3afieKkTpos

AByxnnacTnH4yaTbli MHANM D EPEHTHbIN

aneKTpo,q
V y

Pacrionaraite MHAUG(EPEHTHbIA 3NEKTPOL, B ONEPaLVOHHOM MOJIe Ha CNHE NaLMeHTa.
[Place the indifferent electrode within the operating field on the patient's back.
OaHoNNaCTUHYATbIA UHAU(MEPEHTHBIA 3N1EKTPOL
/Solid Indifferent Electrode
[ByxnnacTvHYaTbI MHANDHEPEHTHDIA 3/1EKTPOL,
/Split Indifferent Electrode
"eHepaTop SmartAblate nmeet BosMOXHOCTb ~ The SmartAblate Generator provides the

MOAK/IHOYEHMA ABYX HE3aBUCUMbIX option of coimecting two separate indifferent
NHONDEPEHTHBIX 3M1EKTPO/OB. electrodes. Both split and solid indifferent
MoryT NoAKIHHaTLCA ABYXNTACTUHYATbIA 1 electrodes can be connected. In this case as
OAHOMAACTUHYATbIA NHANPMEPEHTHbIE well, the contact quality monitoring feamre
anekTpodpl. B atom cnyyae qyHKUmA works only with split indifferent electrodes.
KOHTPONA KayeCTBa KOHTaKTa Takke akTvBHa  However, if two split indifferent electrodes are
TOMbKO 151 ABYXN/TaCTUHYATOro used at the same time and one loses contact
NHAnMDhepeHTHOro anekTpoga. Tem He MeHee,  quality but the other maintains contact quality,
eCc/i OAHOBPEMEHHO MCMO/b3YHOTCA [Ba no alert is triggered. The use of two indifferent
[BYXMNNaCTUHYATLIX NHANPHEPEHTHBIX electrodes doubles the size of the contact
3NEeKTPOoAa, Ka4eCcTBO KOHTaKTa 0AHOro 13 HUX  surface on the patient's skin. The use of two
YXyALLUaeTCs, @ KOHTaKT BTOPOro 0CTaertcs indifferent electrodes is recommended,
XOpOoLUUM, NpeaynpeamTensHoe cooblueHne He  especially for heavy patients with a low muscle
oTobpaxxaeTcs. [Mpy UCMOML30BaHUN [BYX mass, in ablations with high output (> 50
NHAN(MEPEHTHbBIX 3/1EKTPOLOB M/IOLLaab watts), and in the case of prolonged RF energy
KOHTaKTHOW NOBEPXHOCTU Ha KOXe delivery (> 60 seconds). Iftwo indifferent
naupyeHTa yaganeaeTcs. Kcnonb3oBaHue aByx  electrodes are used, apply one electrode to the
NHAMMDGEPEHTHBIX 3/1EKTPOA0B left side of the ablation site and the other

peKoMeHAyeTCs, B YaCTHOCTW, And naumeHToB  electrode to the right side of the ablation site,
C 6GOMbLLIOA Maccoi Tena 1 Manoii MbileyHoin  both at approximately the same distance from
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YNpaBnseTcs LeHTpasibHbIM KOMMboTepoM. C
MOMOLLbH0 HECKO/bKMX ApYTinX
MMKPOMPOLIECCOPOB OCYLLECTBNSAETCA
yNpaBneHve PasMyHbIMA GyHKLMAMU,
HanpyMep BENIMYMHOIN BbIXOAHOWK PY
MOLLIHOCTV 1 pacyeToM MMregaHca. B
KOHCTPYKLWMW reHepaTopa UMeeTcs 610K
namsiTi, NapamMeTpbl B KOTOPOM COXPaHAKOTCS
[i@>Ke nocre BbIKOYeHWs ycTpoicTea. Mpu
CNefiytoLEeM BK/HOUEHMW FeHepaTopa 3Tu
napameTpbl 6yAyT aKTUBHbI. OnpeaenstoTcs
3KCn/yaTaunoHHbIe OLLMOKN 1 AedeKTbl
MO/JK/TOUEHHbIX YCTPOWCTB, MOC/E Yero
0TOOpPaXKarOTCA COOOLLEHNSA 06 OLUMOKAX.
CnmMCcoK BO3MOXXHbIX COOOLLEHMIA 06 OLLMOKaX
CM. B pasfenax 7.2 «[penynpexaeHns,
TPEBOr 1 NPUYMHBI NPEKpPaLLIEHNS abNALmn» 1
7.3 «CUCTEMHbIE OLLNGKI.
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microprocessors control the various functions,
such as RF power output and calculation of
impedance. The generator is equipped with a
memory unit that stores the settings even after
the generator has been turned off. These
settings are active when the generator is turned
on again. Operating errors and defects in the
attached devices are detected and error
messages are issued. For a list of possible error
messages, see Sections 7.2, Warnings, Alerts,
and Ablation Stop Reasons and 7.3, System
Errors.
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MPNKAKOYEHWE K CETU/MAINS CONNECTION

'eHepaTop SmartAblate
aBTOMATMYeCKV afianTupyeTCs K HarpsyKeHWHo
1 YaCTOTe TOKa JOCTYMHON ceTh. YTobbI He
[OMYCTUTb MOPAXKEHNS 3NEKTPUHECKMM TOKOM,
NoAKNHYaliTe Kabenb NUTaHUs, UayLWA OT
CETEBOW PO3eTKM reHepartopa (CM. a/leMeHT 6
pasgena 4.3 «3MeMeHTbl YnpasieHns,
pacronoXeHHble Ha 33AHeln NaHem
reHepaTopa»), K pO3eTKe C Tpems rHe3gamu,
KOTOpasi COOTBETCTBYET XapaKTepuUcTuKam,
npuBeaeHHbLIM B pasaene 8.1 «TexHUYeckme
napameTpbi». cnonb3yiiTe TONMbKO Kabesb
MUTaHWS, NPesoCTaBseMbIA NPOU3BOAUTENEM
WX NOCTaBLUMKOM /191 CTPaHbl 3KCrTyaTaumm
reHepartopa.

MPENOXPAHUTENIN/FUSES

JOCTynHbIE CHapyXu
npegoxpaHunTenn MeHepaTopa SmartAblate
HaxXOoAATCA NOJ KPbILLUKON OTCeKa
npefoxpaHuTenielt (CM. aNeMeHT 7 B pasfene
4.3 «OneMeHTbl ynpaB/eHns, pacnoioXeHHble
Ha 3a/lHel NaHenn reHepatopax»). Vcronb3yiite
TO/MbKO MPefoXpaHnTeNu, peKoMeHa0BaHHbIe
NPON3BOAUTENEM.

The SmartAblate RF Generator
automatically adjusts for the necessary mains
voltage and frequency. To avoid the risk of
electric shock, cormect the mains cable from
the generator mains socket (see Item 6 in
Section 4.3, Controls on the Back of the
Generator) to a 3-prong outlet that meets the
specifications in Section 8.1, Specifications.
Use only the mains cable supplied by the
manufacturer or distributor for the country
where the generator is being used.

Externally accessible fuses for the
SmartAblate RF Generator are located under
the fuse cover (see Item 7 in Section 4.3,
Controls on the Back of the Generator). Use
only fuses approved by the manufacturer.

3A3EMJIEHME/POTENTIAL EOUALIZATION

YT0oOb! He JOMYCTUTb PasHULLbI
MOTEHLMANIOB MEX/Y reHepaTopoM U Apyrmu
YCTPOWCTBaMU, NUTAKOLLMMUCS OT CETH,
"eHepaTop SmartAblate fo/mkeH ObITb
MOAK/HOYEH K KOHTYPY 3a3eM/ieHns B
COOTBETCTBUM C TPebOBaHMSAMU CTaHAapTa
IEC/EN 60601-1. MoaknounTe 0anH KOHELL
MOCTaB/IAEMOr0 C reHepaTopoM XeTo-
3eN1eHOro Kabens 3a3emieHus K
pacrooXXeHHOMY Ha 3a[Held naHem
reHeparopa 3asemnuTento (CM. 3/1eMeHT 8 B
pasfene 4.3 «3NeMeHTbI yrpaBneHus,
pacrooXXeHHble Ha 3aAHein NaHenm
reHepatopa»). MoAKIUUTe APYroi KOHeL, K
LIeHTPa/IbHOMY KOHTYPY 3a3eM/IeHNs
nomeLLeHrs. YTobbl He LONYCTUTb
reHepmposaHns nomex (wyma) curHany 3K,
BCerja 1cnosnb3yinTe OauH W TOT e KOHTYP
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To avoid differences in potential
between the generator and other devices with
power operation, the SmartAblate RF
Generator must be connected to a grounding
line (as specified in IEC/EN 60601-1). Connect
one end of the green and yellow potential
equalization cable provided with the generator
to the grounding connection on the back of the
generator (see Item 8 in Section 4.3, Controls
on the Back of the Generator). Connect the
other end to the room's central grounding line.
To avoid radiation interference (noise) in the
ECG signal, always use the same grounding
line for cormection of all devices involved
(electrocardiograph, CARTO System,
generator).
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(Katetep 1).

YT06b! MOAKMOUUTL MULLIEBOAHbIA 30HA,
MOAK/MOUMTE COOTBETCTBYHOLLMI Kabenb K
rHesay Catheter 2 (KateTtep 2),
pacroOXXeHHOMY Ha repesHeii naHem
reHeparopa (CM. afieMeHT 5 B pasgene 4.2
«QMeMeHTbI YNpaB/ieHs, PacrnosioKeHHble Ha
nepeaHein NaHenm reHeparopa).
(MWLLEBOAHDIA 30HA He MOXKET
MCNo/b30BATHCA C reHepaTopamm Bepeuii US
nJP. MHe3no Catheter 2 (KaTeTep 2)
HedhyHKLMOHaNBHO.)

To connect an esophageal probe, connect the
appropriate cable to the Catheter 2 receptacle
on the front of the generator (see Item 5 in
Section 4.2, Controls on the Front of the
Generator/ (An esophageal probe cannot be
used with the US or JP versions ofthe
generator. The Catheter 2 receptacle is not
functional.)

MOAKNKOYEHNE NHONDDPEPEHTHOIO 3S/IEKTPOJA/INDIFFERENT ELECTRODE

CONNECTIONS

PacronioxeHHble Ha nepeaHei
maHenu reHeparopa rHesga ans
NHAN(MEPEHTHBIX 3/1EKTPOAO0B (CM. 3/1eMEHT 6
B pasfene 4.2 «3NeMeHTbI Yrpas/ieHus,
PacrofioXXeHHbIe Ha MnepesHein naHem
reHepartopa») MOryT 1CMO/b30BaTbCA /14
MOAK/FOYEHUA KaK OAHOMN/IaCTUHYATbLIX, TaK U
[BYXNIaCTUHYATBIX 3/1EKTPOL0B. HekoTopble
PeKOMeH0BaHHbIe /19 UCMO/b30BaHUA C
"eHepaTopom SmartAblate MHAN(DEPEHTHbIE

The receptacles on the front of the
generator for the indifferent electrodes (see
Item 6 in Section 4.2, Controls on the Front of
the Generator) can be used to coimect both
solid and split indifferent electrodes. Some of

the indifferent electrodes recommended for use

with the SmartAblate RF Generator are
available with cables that have the appropriate
mating component. For other indifferent
electrodes, appropriate adapter cables are

3NEeKTPOAbI AOCTYMNHbI C Kabensmu, nverowymm — available.

COOTBETCTBYHOLLMIA COMPSratoLLMIA 3IEMEHT.
[na apyrvx nHAUGMepeHTHbIX 3M1eKTPOA0B
[OCTYIMHbI COOTBETCTBYHOLLME Kaben-
afanTepbl.

COEAOMHEHWVE ETHERNET/ETHERNET CONNECTION

PacronoyeHHbIi Ha 3aiHei naHem
reHeparopa nopt Ethernet (cm. anemeHT 108
pasgene 4.3 «3NeMeHTbI YrpaBieHus,
PacroNoXXeHHbIe Ha 3aHei MaHenm
reHepartopa») npeaHasHayeH 4
1CMNOMb30BaHNS B Oy ayLLEM.

COEAMHEHWME USB /USB CONNECTION

K nopty USB, HaxopsLemycs Ha
3a[IHei NaHenn reHeparopa, MoryT

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

The Ethernet port on the back of the
generator (see Item 10 in Section 4.3, Controls
on the Back of the Generator) is provided for
future use.

Only USB mass storage devices (such
as USB flash drives) may be connected to the
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Kabenn n yctponctea/Cables ans devices

CxeMa reHepatopa ¢ Kabensmy 1 apyrmmm ycTponcTBaMm, BXOASLLMX B COCTaB
cuctembl SmartAblate/Diagram of the Generator and Cables

Ckitside
Patient Area

1B

17i
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12

Frchyiew
Back View

Outside
Patient Area
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2nemeHt/  OnucaHue/

Item

OO ~NOUDWN R

BRR

14
15
16
17

18

Description

"eHepaTtop SmartAblate /SmartAblate Generator

Karetep/Catheter

Cuctema CARTO 3/CARTO 3 System

KateTep/Catheter

Cuctema CARTO XP/CARTO XP System

KateTep/Catheter

MULEBOAHbIN 30HA, (HE MPUMEHMMO K reHepatopam sepcuii US 1 JP)
/Esophageal probe (not applicable for the US and JP versions of the generator)
CoepgnHeHne IKI/ECG connection

[ByxnnactyHyaTblin nHanhgepeHTHbIA anekTpog/Split Indifferent Electrode
[AsyxnnacTvHuatbIi nHanhdepeHTHbIN anekTpog/Split Indifferent Electrode
WHanddepeHTHbIR anekTpog ERBE /ERBE Indifferent Electrode

Hacoc nppuraumoHHblii SmartAblate/ SmartAblate  Irrigation Pump

MynbT AMCTaHUMOHHOrO ynpasneHus SmartAblate /SmartAblate Remote
Control

Mepanb HoXxxHass SmartAblate /SmartAblate  Foot Pedal

Kabenb 3a3emneHns/Grounding cable

Kab6enb nutaHus/Mains cable

MepcoHasbHbIN KoMnbioTep un cuctema CARTO/ Personal computer or
CARTO system

A®U cuctema/Electrophysiology recording system

CnvcKmM yCTPOCTB 1 NpuHagexHocTei/Lists of devices and accessories

A MNPEAYTIPEXXOEHVNEAVARNING

Vcnonb3yiite TONbKO OpUrnHasbHbIE Use only original accessories supplied or
NPUHALIEXHOCTI, MOCTaB/ISEMbIE W recommended by the manufacturer of
peKOMeHA0BaHHbIe MPON3BOAUTENEM SmartAblate Generator. When using
"eHepatopa SmartAblate. Mpy ncnonb3oBaHUK — accessories not approved by the manufacturer,
NPUHALIEXHOCTEN, He NOTYyYMBLLNX device and system safety cannot be warranted.

0400peHVs Npon3soauTens, 6e30nacHOCTb
YCTPOWCTBA U CUCTEMbI He rapaHTUPYeTCS.

ycTpoiictea,Bxogaumne B coctas cuctemb SMARTABLATE/devices
INCLUDED INTO SMARTABLATE SYSTEM

"eHepaTOp paano4vacToTHbIN SmartAblate/
SmartAblate radiofrequency generator
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Hacoc nppuraumoHHbIi SmartAblate
/SmartAblate Irrigation Pump

MynbT ANCTAHLMOHHOIO YrpaB/ieHns
SmartAblate/
SmartAblate Remote Control

Mepanb HoXxHas SmartAblate /
SmartAblate Foot Pedal

Kabenb nutaHma /Mains Cable

Kab6enb 3azemnstolumii /Grounding Cable

Kabenb IKI™ coeagnHnUTENbHbIN/
ECG Connection Cable

MPOYME KABEJIM/OTHER CABLES

CoeiMHNTENbHblE Kabenm npeaHasHaueHbl s

MOAKMHOYEHMSA Pa3/INYHBIX YCTPOWCTB K
reHepatopy SmartAblate.

[MpoBepsiiTe COCTOsSHME Kabens nepes,
1CNob30BaHNEM!

3anpeLLaeTcs 1CMob30BaTh Kadesb, MEHOLLIA

NPM3HaKV MEXaHUYECKOTO MOBPEXAeHMs!

[nsa obecriedeHns JOMKHOro PYHKLMOHNPOBAHUS

Cuctembl SmartAblate npoussoautenem
BbIMYCKAOTCH CrefytoLme Buabl Kabenew:
Kabenb gns

noc/ieoBaTe/ibHOiA LLIEE[&=
nepegavn AaHHbIX

Mpoun3BoauTCS A/IMHOM 3

M, 5M, 15 M.

Kabenb coeNHUTENbHbIN

mexay I"eHepaTopom

pafyo4acTOTHbIM
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Connection cables are designed to connect
different devices to SmartAblate Generator.
Always check the cable before its use.

Do not use cable with any signs of
mechanical defects!

To ensure proper functioning of SmartAblate
system the manufacture supplies the
following cable types
Serial Data
0] Communication
Cable, lengths: 3,
5and 15m

SmartAblate RF

AV- Generator and
SmartAblate
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SmartAblate v nynsTom
AVCTaHUMOHHOIO
ynpasneHus SmartAblate.
Mpon3BOANTCA [/IMHOM
FOm, 15Mm, 25 m, 30 M.
Kabenb coenHUTENbHBII

Remote Control
Connection Cable,
lengths: 10, 15, 25
and 30 m

SmartAblate RF

mexxay ['eHepaTopom a \\ Generator and
PanNoYaeTOTHbIM SmartAblate
SmartAblate n Hacocom Irrigation Pump
NPPUraLMOHHbIM Connection Cable,
SmartAblate lengths: 1, 3,5
MpounssoauTes 4IMHON 1 and 10 m

M, 3M, 5M, 10Mm

Kabenb-yamHutens gns Foot Pedal
Mefam HOXKHOVA B— \\— ATl Fxtention Cable,

Mpoun3BoanTCS B/IHOW 7
M.

Kabenb ans anekrpoga
nHanddepeHTHOro Erbe,
AnvHa: 3 M

Kabenb ans anekTpoaa
NHAMMGepeHTHOro 3M,
AnvHa: 3 M

length: 7m
ERBE Indifferent

Electrode Cable, 3
m

Indifferent 3M

Electrode Cable, 3
I | .

MPOYME MPWAONEXHOCTWN/OTHER ACCESSORIES

Tpy6ka nppuraumoHHas SmartAblate (He 6onee

500 wT)

[narHoctuyeckuii 6nok STOCKERT I
KATETEPbI/CATHETERS

MpumeyaHne: Mapkunposka «UL» Ha
reHepatope AenCcTBUTE/IbHA TOMbKO C
NPUHALIEXHOETAMU, TEETUPOBAHHBIMY
Underwriters Laboratories.

Cwm.
http://www.stockert.de/fileadmin/downloads/T
ested_accessories_by UL.pdf

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

SmartAblate Irrigation Tube (not
exceeding 500 pcs.)

STOCKERT Testbox Il

Note: The UL mark on this Generator is
only valid with accessories tested by
Underwriters Laboratories.

See

http://Amww.stockert.de/Fileadmin/downloads
[Tested accessories by UL.pdf
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Yxon /Caring for

A MNPEAYTIPEXXOEHVEAVARNING

He MoaMdmLmpyiiTe NPUHALIEXHOCTU.

Do not modify any accessories.

COEJTMHUTEJIbHBIE KABE/TM/CONNECTION CABLES

OcmaTtpmBaiiTe BCe COeANHUTENbHbIE Kabesn
nepes, KaxapivM Ucnonb3osaHnem. He
NCMNO/b3YNTE MNOBPEXAEHHbIE Kabes.

UT06bI He 1ONYCTUTL NOBPEXAEHUS
CoeMHUTENbHbIX Kabenei, He obMaTbIBainTe
X BOKPYT reHepaTopa v UHbIX YCTPOCTB.
CBopauvBaHve CoeiMHNTENbHBIX Kabeneli B
OyXTy BO BpeMsi HOpMaslbHOW paboThl
reHeparopa Co3aaeT UHAYKTUBHYHO
COCTaBNAOLLLYH), YTO MOXET NPUBECTU K
oLmbKam B M3MepeHusiX. Vicnonb3oBaHume
OLUMOOYHbIX 3HAYEHMI COCOBHO MPUBECTU K
OLLMGOYHOIN MHTEepNpPeTaLUun pPe3ynbTaToB.

Mpy NOAKNHOHEHWN Y OTK/THOHEHWW Kabens
[EPXKMTE ero TO/bKO 3a KOPryc LUTeKepa, a He
3a caM Kabenb.

Visually inspect all connection cables before
each use. Do not use damaged cables.

To avoid damage to the connection cables, do
not wrap the cables around the generator or
other apparatus. Coiling the connection cables
during normal operation of the generator
creates inductive components, which can lead
to measurement errors. The values indicated in
error can lead to misinterpretations.

When plugging in a cable or unplugging a
cable, hold the cable by the plug housing, not
by the cable itself

VHNNPPEPEHTHBIE 3JIKTPOJIbI/INDIFFERENT ELECTRODES

CnepnyiiTe yka3aHWAM, COAePXaLLMMCS B
pa3gene 3.4 «l/cnonb3oBaHue
NHAN((EPEHTHBIX 31EKTPOA0B» U

VHCTPYKLMSX MO 3KCM/yaTaLym, npunaraembix

K MHAM(dEPEeHTHbIM 3/1eKTpo4aM.

Follow the instructions in Section 3.4,
Handling Indifferent Electrodes, and the
instructions for use that are provided with the
indifferent electrodes.

MEMA/Ib HOXXHAA SMARTABLATE/SMARTABLATE FOOT PEDAL

Hwukora He NoAHMMaNTe HOXHYHO Nejasib 3a
Kabenb. He gonyckarite Tyroro oomMatbiBaHus
Kabensi BOKPYr HOXHOI neaanu. PerynspHo
ocMaTpyBaiiTe Kabesnb Ha NpeaMET HaIMuns
noBpexaeHuin. He mncnonbayire
MOBPEXAEHHYHO HOXXHYHO Meaasib.

Never pick up the foot pedal by its cable. Do
not coil the cable closely around the foot pedal.
Check the cable regularly for visible damage.
Do not use a damaged foot pedal.

UncTka, fe3snHpuLmMpoBaHme U cTepun3alns

/Cleaning, Disinfecting, and Sterilizing

UT06bI 06ecnevnTb 6e30MacHOCTb
1CNOMb30BaHUSA NPUHAANEXHOCTEN,
BbINO/HANTE YKa3aHWs M0 UMCTKE.
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To ensure that the accessories are safe to use,
follow the cleaning, disinfecting, and
sterilizing instructions in the instructions for
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AE3VHMLIMPOBAHMIO 1 CTEPUIN3ALIAN,
NPUBEAEHHbIE B UHCTPYKLMSX MO
3KcnyaTauumy, npunaraembix K
NpUHaNeXHOCTAM. Mepes YMCTKON,

[AE3VHMLIMPOBAHMEM 1 CTEPUN3aLIVEN
y6eanTech B OTCYTCTBUM XKMAKOCTY Ha
3M1EKTPUYECKNX KOHTaKTaXx.

use provided with the accessories. Make sure
that any liquid is removed from electrical
contacts after cleaning, disinfecting, or
sterilizing.

OkcnnyaTaums reHepatopa/Generator

Operation

KpaTtkoe onucaHune/Quick Overview

3AMNYCK CUCTEMBbI/SYSTEM STARTUP

BbICTpbIe
JerictBma/Quick
Steps

MpumeyaHns/Notes

*[MogknounTe reHeparop K
CETEBOMY NUTaHMIO.

*YT00bI BK/HOUMTL FeHepaTop,
HXKMUTE KHOMKY PeXXum
oXugaHma 'B ® ..

*[Mpn 0TOBPaXKEHNNC 00OLLIEHNS

HaXkmuTe KHonky CTon

[0 »kenaHuo MOXXHO BK/THOUUTb
nynbT ANCTAHLMOHHOIO
yrpaBneHns.

[1151 OpPOLLIaeMbIX KaTeTepoB
YCTaHOBWTE U BK/IOUMTE HacocC.

1 Tpn HKaTUK KHOMKN Pexxnm
OXugaHus *B ® -, ybeauTecs.
YTO KHOMKM Havatb abnauuio

B unCrton a TaKKe HOXXHas
nefa/ib He HaXKarbl.

2. MNpy BK/KOYEHUN reHepaTopa
MPOVCXOAUT TeCTMPOBaHWe
3BYKOBbIX W BU3Ya/IbHbIX
VHAMKATOPOB, YTO NO3BO/ISET
ybeanTbCa B X
paboToCNOCOOHOCTM.3aropaeTcs
NHAMKATOP PeXxum oxxungaHns

' , @ Ha 3KpaHe
OTOOpPaXXaeTCs IOroTUM CUCTEMBI
SmartAblate . MHaukaTop Alarm
(TpeBora) KpaTKoBpeMeHHO
MUWraeT rorepeMeHHo KpacHbIM Y
OpaHXeBbIM, YTO CBUAETENIbCTBYET
OHopma/ibHOM
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*Connect the generator to the mains
supply.

*Press Stand-by '
the Generator.

to turn on

At the message, press Stop

*Optionally, turn on the Remote
Control.

*For irrigated catheters, set up and
turn on the pump.

1 When you press Stand-by
"Neem, make sure that Ablation

Start ®and Stop ® and the
foot pedal are not pressed.

2. When you turn on the
Generator, the Generator’s audible
and visual indicators are tested to
allow you to verify that they are
functional. The Stand-by *
indicator lights up and the
SmartAblate System logo
appears on the screen. The Alarm
indicator flashes alternately red
and orange for a short time to
indicate that the Alarm indicator
is working. Also, the RF On
indicator flashes orange and an
audible RF tone is played briefly.
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(hYHKLMOHNPOBaHUN MHAMKATOpa
Alarm (TpeBora). VIHamkaTop
RF On (Mopaua PY sHeprun)
MUraeT OpaH>KeBbIM, a B TeUeHue
KOPOTKOIO BPEMEHW MoAaeTcs
3BYKOBOW curHan PY. Ecnin
(PYHKLMOHMPOBaHMe
MepeyncreHHbIX NHANKATOPOB He
COOTBETCTBYET MpUBEAEHHOMY
BblLLIE OMNKWCaHWIO, TO B paboTe

3. VIHaMKaTop BbINOMHEHNA B
NIEBOM HIDKHEM YT/1y 3KpaHa
0TOOpaXKaeT BbINO/HEHVE
CUCTEMOIA CaMOTeCTUPOBaHMS.
lMocne ycneLwHoro 3asepLueHunst
CaMOTECTUPOBaHNA 0TOBpaXKaeTCs
NMoATBePXKAAoLLEe COOBLLEHNE,
npegnaratoLlee 418 NpoAo/HKeHNs

HaxxaTb kHonky Cton ® . [Mocne

HaxxaTus kKHonku Cton ®
oTobpa3nTca akpaH ABLATION
(ABTALUNA). Ecnm nHamkaTop
BbIMOHEHMA He 0TOOPA3UTCS, WK
KOMMYECTBO TOUEK He OyaeT
YBE/INUMBATLCA, UIN He
0TObpa3nTCA NOATBEPXKAAIOLLEE
COOOLLIEHME, TO BOSMOXEH COOiA
(cw. pasgen 7.4 «[pyrve
HEVCMpPaBHOCT),

4. Beerpa oxupaiiTe ycreLHoro
3aBepLLeHMs aBTOMATUYeCKOro
CaMOTeCTUPO- BaHWs Nepeq Tem
KaK HayaTb BbINO/IHEHWE MepPBbIX
[eNcTBMiA NpoLesypb! ans
naupeHTa (Hanpymep, nepea
aHecTesvelr Unn hopMMpPOBaHNEM
4pecKoXHOro gocryna). Kpove
TOro, €CN UCMOMb3YeTCA NyNbT
[ANCTaHLMOHHOI 0 YNpaB/eHns,
Hacoc, cuctema CARTO wm
A®U cuctema, TO nepes Havasiom
MepBbIX 3Tarnos npoLeaypb!
ybeauTech B MCMPaBHOCTU
NOAKHOYEHUI K 3TUM CUCTEMAM.
3TO MO3BO/NT BbISBUTb
CBs3aHHbIe C YCTPONCTBOM
npo6niemMbl [0 Havana
NHTEPBEHLIMOHHOMO
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If the indicators listed above do
not perform as described, there is
a problem with the Generator and
you should contact Customer
Support.

3 Progress dots in the bottom
left comer of the screen indicate
that the system is performing a
selftest. When the self test is
successfully completed, a
confirmation message appears

asking you to press Stop ® to

continue. After you press Stop »
, the ABLATION screen will
appear. Ifthe progress dots do not
appear, or if the number of dots
stops increasing and the logo
remains on the screen, or if the
confirmation message does not
appear, there could be a problem
(see Section 7.4, Other
Troubleshooting).

4. Always wait until the
automatic self test has been
successfixlly completed before
starting the first steps of the
procedure on the patient (for
example, before anesthesia or
before creating percutaneous
access). Also, if using a remote
control, a pump, a CARTO
System, or an electrophysiology
recording system, verify that the
connections to those systems are
functional prior to starting the first
steps of the procedure. Doing this
helps to detect problems with the
device before the patient is in a
phase of the intervention in which
interruption could lead to an
increased risk to the patient's
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SKpaHbI/Screen
NOAKJ/THOUEHNA
/
CONNECTIONS

CTAHOAPTHBIE
YCTAHOBKU
/IPRESET

Tabnmua 1- kpaHbl/Table 1- Screens

OnwucaHve/Description Pa3gen/Section
6.2
«[lofKroYeHns»/
AN 6.2 Connections
sm ----—--—-- 1 .mTHD

(MN306paxkeHHbIN Bbiwe Esophageal Probe
(MWLLEBOAHBIN 30HA) HEe MOXKET UCMO/Mb30BATLCH C
reHeparopamu Bepcuin US 1 JP.)

» OTOGpaXKaeT BCe YCTPOICTBA, KOTOPbIE MOTYT ObITh
MoAKHoYeHbl K "'eHepaTopy SmartAblate.

» OTOOPaXKAET, KaKune yCTPOMCTBA B HACTOSILLIEE
Bpems NMOAKMOYEHb! Y PYHKLMOHUPYOT A0/MKHBIM
o6pasom.

* [peocTaBnseT 4OCTYN K MH(opmaLumm o
NOAKMOYEHHBIX YCTPONCTBAX.

* [MpesocTasnseT JOETYN K 3KkpaHy System Settings
(MapameTpbl CUCTEMBI).
(The Esophageal Probe shown above is not
applicable for the US and JP version of the
generator).

» Shows all devices that you can connect to the
SmartAblate RE Generator.

* Indicates which devices are currently connected
and functioning properly.

* Provides access to information about the connected
devices.

* Provides access to the System Settings screen

6.3
«CTaHgapTHbIe
YCTaHOBKM»
/bb Presets
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* [NpepocTaBnsaeT AOCTYN K
BbIGOPY, PefaKTUPOBaHUIO 1
YLANEHNIO CTaHAaPTHbIX
YCTaHOBOK.

* [pepocTaBngaeT JocTyn K
aKpaHam Irrigation Control
(YnpaBneHune opoLLEHNEM),
Audio Settings (IMNapameTpbl
3ByKa) u Display Settings
(HacTpolika oTob6paxaeMbIX
rapameTpoB).

ABTALUNA
/ABLATION 60s
o)
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*Provides access to
selecting, editing,
creating, and
deleting presets.
*Provides access to
the Irrigation Control
screen, the Audio
Settings screen, and
the Display Settings
screen.

2ow

0

6.4. «Abnaums»/
6.4 Ablation
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*[pn oToGpaKeHUM akpaHa  *When the
ABLATION (ABNAUNA)  ABLATION screen
HayaTb WM NpeKpaTUTb is displayed, you can
abnaumo MOXHO HaxkaTvieM  press Ablation Start
KHOMOK HauaTb abnsauuto ®.and Stop ® o

Cton” wm Haxxatnem the foot pedal to start

HOYXHO nefan. or stop ablation.
*The screen displays
* OTOT 3KpaH 0TOOpaXKaeT ablation
CcBefleHNst 00 M3MEePEHHbIX measurement
3HaYeHMAX NapameTpoB information and
abnaumn v gaet provides the ability
BO3MOXHOCTb U3MEHATb to change common
06LLye NnapamMeTpbl Npu settings while
NPOCMOTPE 3KpaHa viewing the
ABLATION (ABJ1ALINA).  ABLATION screen.
*When the
* [lpn ofHOBpPEMEHHOM Navigation Bar is
OTOBpaXKEHUW NaHeNm displayed with the

HaBuraumn 1 saKpaHa
ABLATION (AB/IALUMA)  ABLATION screen

(AO nnn nocne a6I'|F|L|||/|VI) (before or after
[OMONHUTENbHbIE ablation), you can
napameTpbl MOTyT ObiTb press Edit on the
M3MEHEHbI HKaT/eM Navigation Bar to
KHorku Edit change additional
(PefakTupoBaThb)Ha settings. You can
MNaHeNn HaBUralun. press |rrigati0n

MapaMeTpbl OPOLLEHUS NS
OpOLLIZEMOr0 KateTepa MoryT
BbITb M3MEHEHBI HAXKATIEM
KHOMKM

«Ynpasnenve opoweHvem  “control to

modify irrigation
B1..rpoMKOCTb 1 APKOCTb  settings for an

3KpaHa MoryT 6bITb irrigated catheter.
M3MeHeHb! HXKaTUEM You can press
KHONMKY
*YnpaB/ieHVe CUCTEMOIA «System Control

I. Kpome TOro, Haxarviem 40 change the
3TON KHOMKN MOXHO volume or the
MpoBEpUTH, YNpaBnAeT brightness of the
CMCTEMOIA reHepaTop um screen and to
nynbT ANCTAHLIOHHOTO indicate whether the
YNpas/neHunaA. generator or remote
* [py npexpaLLieHnn control has control of
abnAumn oTobpaxaeTca the system.
KHonka Ablation Summary When ablation stops,
(OTyeT 06 abnALuK). the Ablation

Summary appears.
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Button
Button

Selection buttons

Navigation Bar

Icons
System Status icon

Workflow buttons

Tabnmua 2 - PyHKummM aKkpaHa/Table 2 - Screen Functions

HaszBanuve/THate  OnucaHme/Description MprmeHeHne/How to Use
KHorka/Button CuHag, HaxkmuTe KHOMKY, Press the button to
penbeHasi/Blue, raised  uTobbl 0TO6pasnTL  display another
[PYro akpaH M screen or perform an
BblOpaTh AeicTBMe.  action.
KHorka Cepas, nnocka (6enas UTobb! BbIOpaTh 13 Press one button to

Bblbopa/Selection
button

KHonka paboyero
npouecca/Workflow
button

3Ha4ok/Icon

3HauyoK
CocTosiHMe
CUCTEMbI
/System Status
Icon

ecnu BblopaHa)/Oray,
flat (white when
selected)

UepHas, nnockas(Ha
naHenn

HaBurauymn)/Black, flat

(on Navigation Bar)

W306paxeHre/Image

306paxkeHme,
TpeyronbH1K/Image,
triangle
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rpynmbl KHOMOK,
HaXKMUTE OfHY
KHOTIKY.

HaxxmuTte KHOMKy,
4TO6bI OTOOPA3NTL
3KpaH, Ha3BaHve
KOTOPOro yKasaHo
Ha KHorke. KHonka
pabouero npotiecca
[/19 0TObpaXKaemoro
3KpaHa BblaeneHa
OpaHXeBbIM.

UT06bI BbINOMHUTb
rnpeacTaB/ieHHOe Ha
KHOMKe
N306padKeHEM,
HaXKMUTE 3HAYOK
(cm. 6.10
«OKpaHHble
3HAYKN»).

Cwm. pasgenbl 7.2
«[pegynpexxaeHuns,
TPEBOry M NPUYKHBI
rnpekpaLleHms
abnaummn» n 7.3
«CuCTeMHble
OLLIMOKM».

make a selection
from a group of
buttons.

Press the button to
display the screen
named on the button.
The workflow button
for the displayed
screen has an orange
underscore.

Press the icon to
perform the action
represented by the
image on the icon
(see Section 6.10,
Icons on the
Screens).

See Sections 7.2,
Warnings, Alerts,
and Ablation Stop
Reasons, and 7.3,
System Errors.
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MNMpumeyaHuve. Ecnn K reHepatopy Note: : Ifa SmartAblate Irrigation Pump is

MoAK/MYeHbl Hacoc SmartAblate 1 neganb cormected to the generator and a

SmartAblate , To HoXHas nefasib ynpasngetr  SmartAblate  System foot pedal is

TO/IbKO HACOCOM. cormected to the pump, that foot pedal
controls only the pump.

TUMNYHBIM NPOLECC BbINO/IHEHNA TPOLUELYPbI KPATKOE
OINMMNCAHWME/TYPICAL procedure process - QUICKSTEPS

BbICTpbIe BbInonHuTe inanyeckoe Physically cormect devices to the
pevictemsa/Quick MO/AK/HOYEHME YCTPOMCTB K generator.
Steps reHeparopy.
BktounTe reHeparop. Turn on the generator.
HaxxmuTe KHOMKy paboyero Press the PRESET workflow
npouecca PRESET button.
(CTAHOAPTHbLIE
YCTAHOBKW).
BbibepuTe cTaHapTHbIe Select a preset.
YCTaHOBKM.
HaxxmuTe KHOMKY paboyero Press the ABLATION workflow
npouecca ABLATION button.
(ABNALUNSA). _
UTOBbI HauaTb aBALWIO, HaKMUTE Ptr)(lests' Ablation Start *  to start
ablation.

KHONKy HayaTtb abnaumio
MpumeyaHre/Note B MUHUMasIbHOM KOH(Mrypaumm K - At a minimum, cormect a catheter

reHepartopy LO/MKHbI ObITb and an indifferent electrode to the
MOLK/HOYEHbI KaTeTep U generator. For an irrigated
NHONDDEPEHTHBIV 3MEKTPOA. catheter, also connect a pump with
Kpome Toro, npu ncronsb3osaHnn  a flushed tubing set (see the
OpOLLIaeEMOro KareTtepa instructions for use for the
MOAK/KOUMTE HACOC C TPYOKamm SmartAblate Irrigation Pump, the
nppuraumoHHbIMM SmartAblate instructions for use for the

(CM. MHCTPYKLMIO MO SmartAblate Irrigation Tubing
aKcnnyarauum Hacoca Set, and Section 6.6, Flushing to
SmartAblate, MHCTPYKLMIO Eliminate Air in the Tubing and
TPYOOK MPPUraLyOHHBIX Catheter.)

SmartAblate v pazgen 6.6
«[lpomMbIBKa A1 yaauieHNA
BO34yxa U3 CCTeMbI TPYOOK U
KaTeTepa»).

TUNNYHBIMMPOUECC BbINOJTHEHUA MNPOMENYPLI. NMOJIHOE ONMNCAHNE
ITYPICAL PROCEDURE PROCESS - FULL

BbIcTpble BkntounTe reHepatop - Turn on the generator (6.1.1, 3anyck
nencteuns/Quick NynbT AUCTaHUMOHHOro  and remote control. cucTeMbl/System
Steps ynpae/ieHus. Startup)
Ha akpaHe At the (6.2,
CONNECTIONS CONNECTIONS MoakntoveHwme/
(MOAKKOYHEHWNSA)  screen, review the Cormections)
npocMoTpuTe device cormections.

NOAKNK4YEHNA CUCTEMBI.
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MprmeyaHne/Note

BbInosHuTe (husnyeckoe
NOAK/MIOYEHNE BCEX
NPUMEHUMbIX YCTPOIACTB
K reHeparopy.
BbInonHuTe gmsnyeckoe
NOAKNOYEHME BCEX
NPUMEHUMbIX YCTPOACTB
K NaLueHTy.

Ha akpaHe PRESET
(CTAHOAPTHbIE
YCTAHOBKW)
BblGEpUTE WA co3aaiiTe
CTaHAapTHble
YCTaHOBKW.

MepeingnTe K aKpaHy
ABLATION
(ABNALUWNSA), nocne
Yero pasmecTute
KaTeTep B NMepBOM MecTe
abnaumn.

UTto6bl HauaTb abnrsuuto,
HaXKMUTE KHOMKY

HauaTb abnauyuio ®
WM HOKMUTE 1
YLEPXKMBaNTE HOXHYHO
nesfaib

1 B MMHMManbHOA
KOH(urypauum K
reHeparopy A0/MKHbI
ObITb MOAK/HOYEHBI
KaTeTep
NHANG(EPEHTHBIN
anekTpoa. Kpowme Toro,
Mpw1 1CMOoNb30BaHUN
OpOLLaeMoro Karetepa
NOAKNOUMTE HACOC U
KOMMN/EKT TpyOOK N5
OpOLLIEHMS (EM.
WHCTPYKLMIO NO
3KCnyaTaumm Hacoca
SmartAblate,
WHCTPYKLWMIO MO
aKcnnyataummn Tpyook
NPPUraLyoHHbIX
SmartAblate v pazgen
6.6 «[pomMbIBKa AN
y[aneHnsa Bo3ayxa u3
encTeMbl TPYyOOK 1
KaTeTepa»).
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Physically connect all
applicable devices to
the generator.
Physically connect all
applicable devices to
the patient.

At the PRESET
screen, select or create
a preset.

Go to the ABLATION
screen, then position
the catheter at the first
ablation site.

Press Ablation Start

or press and hold

the foot pedal to start
ablation.

1 At a minimum,
connect a catheter and
an indifferent electrode
to the generator. For an
irrigated catheter, also
coimect a pump and a
flushed tubing set (see
the instructions for use
for the SmartAblate
Irrigation Pump, the
instructions for use for
the SmartAblate
Irrigation Tubing Set,
and Section 6.6,
Flushing to Eliminate
Air in the Tubing and
Catheter).

(6.3, CtaHOapTHblE
yCTaHOoBKW/
Presets)

(6.4,
Abnsaums/Ablation)
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2. [lononHnTensHo
MOXXHO MOAK/IHOUUTb
Jpyrue ycTpoicTsaa.
OTOOpaXaeMble Ha
JKpaHe
CONNECTIONS
(MOAKNHOUEHUSA).
3. Takke abnauuo
MOYXHO HayaTb
HaXKaTeM KHOMKM

HauaTb abnsymio ®
pacrosnoXeHHOW Ha
nepeaHein naHenm
ny/ibTa AUCTaHLMOHHOIO
yrpaB/eHus, Wi
HOXHOW Nefanm.
NOAKHOYEHHON K
nynbTy
[AMCTaHLMOHHOIO
ynpaB/eHns,ecnim oH
SBNISETCA OCHOBHbIM
YCTPOMCTBOM (CM.
paszen 6.7
«YnpasneHve
CUCTEMOIN»).

MogknoyveHne/Connections

2.0Optionally, connect
other devices shown
on the
CONNECTIONS
screen.

3.YoUcan also start
ablation by pressing

Ablation Start ® on
the front of the remote
control or by pressing
the foot pedal
connected to the
remote control when
the remote control is
the system Master (see
Section 6.7, System
Control).

3kpaH CONNECTIONS (MOAKMHOUEHWE) (oTobpaxaeTca cuctema CARTO 3)/
CONNECTIONS Screen (Displaying CARTO 3 System)

Recording System (3®U cucrema)

Mapping
System (Cuctema
KapTupoBaHus)

Catheter
(Karetep)

Esophageal Probe
(MuweBoaHbIN

30HA)

ECG

Pump (Hacoc)

Remote Control
(MynbT
[OUCTaHLMOHHOIO
ynpaBneHus)

Foot Pedal

(Mepanb HoXKHas)

Indifferent Electrodes
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(3KIN) (NHpndbdpepeHTHbIE aneKTpoabl)

(N306padkeHHbI Bbille NULLEeBOAHbIN 30HA,
He NpYMeHUM K reHepaTopam Bepcuii US n JP.)
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(MN306pa>keHHbII BbiLe NULLEBOAHBIN 30HA, HE NPUMEHUM K reHepaTopam Bepcuid US n JP.)
/(The Esophageal Probe shown above is not applicablefor the USand JP versions ofthe

generator.)

bricTpoe
nenctene/Quick
Steps

» HaxxmnTe KHOMKy paboyero
npouecca CONNECTIONS
(MOAK/HOUEHUS).

* Haxxmute 13obpaxeHve o
N6oro ycTpoiicTaa (Kpome
Kabens JKI), uTobbl
MPOCMOTPETb CBefleHNs 06
3TOM YCTpOICTBE W/nn
BbINO/IHWTbL TECTUPOBAHNE €70
B3aUMOZENCTBIS C
reHepatopom (cm. Tabn. 3.
3KpaHbl YCTPONCTBA B
HaCTOSILLEM pa3fene).

*YT06bI MPOCMOTPETH
MOAK/HOYEHMS K 3aHeli MaHenm
reHepaTopa, HOKMUTE KHOMKY

MepenHss/3agHAs naHens |
* HaxkmuTe KHONKy [NapameTpbl

cucTeMbl B ., 4TOObI OTKPbITH
aKpaH System Settings
(MapameTpbl cucTeMbl) (Cm.

MpumeyvaHne/Note Cm. pasgen 7.1 «MogknoueHnst

YCTPOMCTBaA» [/1s1 06bSACHEHMWE

3HaueHUn B i ngna ®
NOAK/TIOUEHNST KaDKAOM0
yCTpOCTBA.
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* Press the CONNECTIONS
workflow button.

* Press the image for any device
(except the ECG cable) to view
information about the device
and/or to test the interface
between the generator and the
device (see Table 3- Device
Screens in this section)

* Press Front/Backl"to view
the connections on the back of
the generator.

* Press System Settings to
open the System Settings screen
(see Table 4 - System Settings
Screen Options in this section).
See Section 7.1, Device

Connections, for an explanation

of the meaning of ‘and tS
for each device connection.
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Mpumep akpaHa ycTporictBa/Sample Device Screen

Pump

Flush

START

Low Flow

Serial Number:

Tabnunua 3 SkpaHbl ycTpoiicTBa/ Table 3—Device Screens

YcTpoicteo/
Device

MeHepaTop/
Generator

Cucrtema
KapTupoBaHus/
Mapping System
(Cuctema CARTO
3/

CARTO 3 System,
Cuctema CARTO
XP/ CARTO XP
System, wm
apyrue/or Other)
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WHdopmaums/Information
Displayed

OTtobpakaemasi
Action

HasBaHue ycTpoiictea/  He
Device name
MpoussoguTens/ A
Manufacturer
CepuiHblin Homep/
Serial number

Bepcun nporpamHoro
obecneyeHns n
06opynosaHus/Softwar
e and hardware
versions

Jatbl nocnefHero n
CNneaytoLLero
NPOQUIAKTUYECKNX
TEXHUYECKNX
o6cny>xunBaHuiA/Last
and next preventive
maintenance dates

Vima 1 Homep
KnneHTa/Customer
name and number
306paxkeHme
reHeparopa v CUCTEMbI
KapTvpoBaHus/lmage
of generator and
mapping system

N3meHuTb/
Change

[JevictBue/

npuMeHUMo/N/

OnucaHnsa
nencteumsi/Action
Description

He npumeHnMo/N/A

Haxxmute Change
(N3meHUTL), Nocne
4ero HaXMuUTe
n300paXkeHme
MOAK/HOYEHHOM
CUCTEMbI
KapTVpOBaHUS.
1306parkeHne
CUCTEMbI
KapTupoBaH1s Ha

72



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




MprmevaHus/
Notes

1 BblbpaHHble Ha JaHHbIN
CTaHAapTHbIE YCTaHOBKM
MOACBEUMBAKOTCS
(oTo6paxaroTca Ha 6en1oM (hoHe).

2. Ha kHonke paboyero
npouecca PRESET
(CTAHOAPTHbIE
YCTAHOBKIW) oTobpaxaeTtcs
MS BbIOPaHHbIX CTaHAAPTHbIX
YCTaHOBOK.

3. YKazaHus no 0TOOpaXKeHWHo
CTaHAapPTHBIX YCTaHOBOK [/14
0fiHOro Bpaya cMm. pasgen 6.3.8
«OTO6paXKeHMe CTaHAaPTHbLIX
YCTaHOBOK OZIHOTO BpaYa.

1 The currently selected preset is
highlighted (white background).

2. The PRESET workflow button
displays the name of the selected

preset.

3. For instructions on displaying
the presets for only one physician, see
Section 6.3.8, Displaying One

Physician’s Presets.

N3MEHEHWE CTAHOAPTHBIX YCTAHOBOK/EDITING A PRESET

AKpaH Edit Preset (13MeHeHVe CTaHAAPTHBIX YCTAHOBOK) B PEXXMME KOHTPOA M0
MOLLIHOCTW NP UCMo/b30BaHUM opoLlaeMoro Katetepa /Edit Preset Screen in Power
Control Mode, Irrigated Catheter

Ablation

AILATIOW MTTiwes

Settings pane

Temperature
Settings pane

A<N«r ftamp Diranon
Temptf<uir«

ATCMKKATUM SCTTIMCS
Cut-Off |

Normal and

Fast are only
available for 4mm Max

eSOWACCAL TCMFCTATUHC srmwcs

. vvamrSO Cut-O ff

catheters

Esophageal
Temperature

Settinos cane

iMWDAIiictsrmiics
Ma>. Cut-Off
Spifct Cut-Off
M*i Cut-Off

tMUCATIOW fpfTlttt StTTTINCS

ks Flo» L
fir>e

Low riund ATrwra

Esophageal Temperature Settings pane shown above
is not applicable for the US and JP versions of the generator.)

Impedance
Settings pane

Irrigation
Control Settings
pane (appears
only for irrigated
catheters)

(N306pa>keHHas Bbilwe naHenb Esophageal Temperature Settings (MapameTpbl TemnepaTypbl

TNLUEBOAA) He MprileHMa K reHepaTopam Bepcuin US 1 JP.)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

80



AkpaH Edit Preset (V13mMeHeHMe CTaHAAPTHbBIX YCTAHOBOK) B PEXXMME KOHTPOAS M0
TemnepaType Npu 1UCNob30BaHMN HeopoLLiaeMoro Katetepa* /Edit Preset Screen in
Temperature Control Mode, Non-Irrigated Catheter *

* PeXXMM KOHTPO/1S MO TeMrepatype [/19 HEKOTOPbIX OPOLLAEMbIX KAaTETEPOB HEeAOCTYrMeH. /*
Temperature Control Mode is not available for some irrigated catheters.

(Pe>kvM KOHTPO/S N0 TeMnepaType 415 OpoLUaeMbIX KaTeTepoB 1 naHenb Esophageal
Temperature (MapameTpbl TemMnepaTypbl NWLEBOAA) He MPrLUeHTLUbI K reHepaTopam Bepcuii
US nJP.) /(Temperature Control Modefor irrigated catheters and the Esophageal
Temperature Settings pane are not applicablefor the USand JP versions ofthe generator.)

81
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(MoLwuHocTb) Ha naHenn Ablation
Settings (MapameTpbl abnsumn).
(Pe>knuM KOHTPOAA Mo TemnepaType
MPUMEHMM He KO BCEM BuLaM
KaTeTepoB 1 He NPUMEHUM K
reHepaTopam Bepcuin US nJP.)

4. MaHens napameTpos lrrigation
Control (YnpasneHve opoLleHnem)
OTOBPaXKAETCA TOMBKO NpU BbIGOpe
OpOLLIaEMOT0 KaTeTepa.

5. MNpy HaxkaTun CoxpaHnuTb ™3
0TOGpaXKaeTCs 3arnpoc, COXPaHUTb /v
In selected preset (B BblIbpaHHbIX
CTaHZapPTHbIX YCTaHOBKax) Win Save
temporarily (CoxpaHuTb BpeMeHHO).
Bbi6epute In selected preset (B
BbIOpPaHHbIX CTaHAaPTHbIX
ycTtaHoBKax). (Cm. pasgen 6.3.4
«/13MeHeHVe CTaHAAPTHbLIX YCTAHOBOK.
BpemeHHOe coxpaHeHve» A
MoyYeHnst CBeIEHUIA 06 onumK Save

temporarily (CoxpaHuUTb BpeMeHHO0).)

6. Haxxas Coxpannts E1, a notom In
selected preset (B BbIGpaHHbIX
CTaH/APTHbIX YCTaHOBKaX), Bbl
COXPaHUTE BblBPaHHbIE CTaHAAPTHbIE
YCTaHOBKU C U3MEHEHHbIMM
3HAYEHVAMU. UTOBbI COXPaHUTh
M3MEHEHHbIE CTaHAAPTHbIE YCTAHOBKM
KaK HOBble, HaxXMUTe COXPaHNUTb Kak

~An cnefynTe ykasaHusaMm,
npueefeHHbLIM B pasgene 6.3.5
«Co3aHre HOBbIX CTaH4APTHBIX
YCTaHOBOK».

7. CoXpaHUTb N3MEHEHUA B
MOCTaB/IieMbIX C FreHepaTopoMm
CTaHZAPTHbLIX rpynnax napameTpos
Henb3s. YToObl COXPaHWUTL U3MEHEHMS,
BHECEHHbIE B CTaHAapTHbIe rpynmbl
napameTpoB, HaxXmuTe CoXpaHUTb

Kak H1w cneflyite ykasaHusm,
NpuBeAeHHbLIM B pasgene 6.3.5

«Co3/aHre HOBbIX CTaHAaPTHbLIX
YCTaHOBOK».

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Control Mode. The selections in the
panes vary depending on the mode.

(Temperature Control Mode is not
availablefor all catheter types and is
not applicablefor the USand JP
versions ofthe generator).

4. The Irrigation Control Settings
pane appears only when you select an
irrigated catheter.

5. When you press Save EJ1,a
message appears asking whether to
save In selected preset or Save
temporarily. Select In selected
preset. (See Section 6.3.4, Editing a
Preset - Temporary Save, for
information on Save temporarily.)

6.  When you press Save En and
then press In selected preset, the
selected preset is saved with the
revised values. If you want to save
the revisions as a different preset,

press Save As L | and follow the
instructions in Section 6.3.5, Creating
a New Preset.

7. You cannot save changes to the
standard presets that come with the
generator. If you make changes to a
standard preset and want to save the
changes, press Save As Gland
follow the instructions in Section
6.3.5, Creating a New Preset.
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[IOCTVDKEHWWN BE/TNUYMHBI which the RF energy will
MeHbLLe KoToporo nogada PY automatically shut off.
3HEeprum aBTOMaTUYEeCKU

MPeKpaTUTCS.

MaHens Irrigation Control Settings (MapaveTpbl yrpasneHns opoLLeHrem) /
Irrigation Control Settings Pane

3JTa NaHesb 0TOBPaXKAETCA TO/MLKO eC/n This pane appears only when an irrigated

Bbl6paH OpoLLaeMblii KaTeTep (CM. pasaen catheter type is selected (see Section 6.3.10,

6.3.10 «YnpaBneHvie OPOLLIEHNEMY). Irrigation Control).

Mpoume/Other

LLINameTpbl 3Byka/Audio Settings  Cw. pasgen 6.3.11 See Section 6.3.11,
«3meHeHne napameTpoB  Changing Audio Settings.
3BYKa».

HacTpoiika oTobparkaeMbIX Cwm. pasgen 6.3.12 «Bbi6op See Section 6.3.12,

napameTpos/Display Settings 0TOGPKAEMbIX Selecting Ablation Display

napameTpoB abnsaLmMm». Settings.

N3MEHEHWE CTAHNAPTHbBIX YCTAHOBOK. BPEMEHHOE COXPAHEHWE./EDITING A
PRESET- TEMPORARYSA VE

3kpaH PRESET (CTAHOAPTHbBIE YCTAHOBKW) nocne BpeMeHHOro coxpaHeHns
/PRESET Screen After Temporary Save

3KpaH KiaBuaTtypbl

............... .Knasuwa
NAME (UMH Backspace
BPAUA) - TATATATCA f?]fT]f4 [TfJ (yoansiet ogvH 3Hak)
PRESET NAME P . ., Mmmmrr 1u ” . ” C OK
wmsa V (3aKpblBaeT Knasua-
' TYpy C cOXpaHeHueMm
CTAHAAPTHBIX 1 1 O OO O 0O O 0O O | vmenn Bpaua n umenn
YCTAHOBOK) CTaHAapPTHBIX
1 | 41 YyCTaHOBOK)

1
1 .Bbixopg
(3aKpbiBaeT knasua-
Typy 6€3 coxpaHeHus)
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CO3HAHVE HOBbIX CTAHOAPTHbBIX YCTAHOBOK/CREATING A NEW PRESET

KEYBOARD SCREEN
3KpaH KnaBuatypbl
PHYSICIAN T . KnaBuwa
NAME (MM#A Back
BPAUA) (yzgn:ee'ao‘,:qem 3HaK)
PRESET NAME --SLU HMLU I/ILU HI/IE] OK
! I I R I I O O O O O O (3aKpbIBaET KlaBma-
C COXpaHeHnem
eerio - 10000000 I\ e spaa n o
CTaHOapPTHbIX
bl bl WU bl bl bIIMUCY  Jes
Bbixopn,
(3aKpbiBaeT Knasva-
Typy 6e3 coxpaHeHus)
BbICTpbIe AeACTBUS *HaXMITe KHOMKY paboyero . Press the PRESET
/Quick Steps npouecca PRESET workflow button.
(CTAHOAPTHBIE
ﬁ%ﬂ?&gﬁ éamtr)l eter (KaTeTep) . In the Catheter pane, select the
BblGepuTe TN KaTeTepa, Ans g?;gfge; t¥£:e{0r which you want to
KOTOPOro cneayet co3aatb preset.
CTaHZapTHbIE YCTAHOBKMW.
» Ha maHenm Preset (CTaHgapTHble  ® In the Preset pane, select a
YCTaHOBKW) BbIGepuTe CTaHAapTHble — Preset with settings similar to those
YCTaHOBKM C TaKUMW ke you want.
napameTpamMK, Kak v Xenaemble.
» Haxwvute Edit (PegakTuposats). Press Edit.
* I3meHWTe napameTpbl (CM. pasgen Change the settings
6.3.3 «/13mMeHeHVe cTaHOaPTHbIX (see Section 6.3.3, Editing a
YCTaHOBOK). Preset).
* Haxxmute CoxpaHnTb Kak . Press Save As
* BuibepuTe 1M Bpaya, rocne Yero Select a physician’s name
BBeAWTe MMS CTaHAAPTHbIX then type a preset name.
YCTaHOBOK. or
nnm
. Press Create New, type a
*Haxxmute Create New (Co3gatb ohysician name, press PRE)S/FI)ET
HOBble CTaH4apTHbIE YCTAHOBKMN), NAME. then ty e a preset name
BBEAMTE UMS BpaYa, HaXXMUTE ’ Pe ap '
PRESET NAME (MM#A
CTAHOAPTHbLIX YCTAHOBOK)
N BBEANTE NMSI CTAHAAPTHbIX
YCTaHOBOK. Press OK
*Haxxmmte OK ress
MpumevaHus/ 1 VImsa Bpaya He MOXET COCTOATb 1 The physician’s name can be a
Notes 00/bLLEe Yem U3 9 3HAKOB. maximum of 9 characters.

2. BO3MOXXHO 1CMNO/b30BaHWE He
6onee 10 MeH BpaYei.
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2. The maximum number of

physician names is 10.
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HASHAYEHWE CTAHNAPTHbBIX YCTAHOBOK. NCIOJIb3YEMbBIXTIO
YMOJTYAHNIKO/DESIGNA ting a DEFAULT PRESET

BricTpble * BbibepuTe cTaHAapTHble yCTaHOBKM * Select the preset that you want as
nencTemsa/Quick  KoTopble CredyeT HasHauMTb the default.
Steps CNO/b3YEMbIMM MO YMOMYaHUIO.

» Haxwvurte Set Default (3agatb * Press Set Default,

3Ha4YeHne Mo yMon4aHuio)
MpumeyaHuns/ 1 Vcnonb3yembimu no ymondaHuio L The default preset is the preset that
Notes ABNAKOTCA CTaH4APTHbIE YCTaHOBKKM, IS automatically selected after you

aBTOMaTUYeCKM BblbupaeMble nocne  select a catheter type.

BblbOpa TMMNa KateTepa.

2. Mocne nveHn cTaHaapTHbIX 2. “(D)” appears after the name of the
YCTaHOBOK, MCMO/Ib3YeMbIX M0 default preset.

YMO/4aHuI, oTobpaxkaeTcs «(D)».

YOANEHVE CTAHOAPTHbBLIX YCTAHOBOKO/DELETING A PRESET

BuiCcTpble * BblbepuTe cTaHAapTHbIe ycTaHOoBKM © Select the preset to delete.
penctens/ AN9 yaneHus.
Quick Steps  Haxmure Yaanuts HE. * Press Delete

* Haxwmure Yes (Ja). * Press Yes.
MpumeyaHus/ 1 MocTaensemMble C reHepaTopom 1 The standard presets that come
Notes CTaHZapTHbIe rpynnbl napaMeTpoB He with the generator cannot be deleted.

MOrYT 6bITb YJa/IeHbI.

2. Ecnv ypanutb Bce ctaHgapTHble 2. Ifyou delete all of the presets for
YCTaHOBKW Kakoro-mbo Bpaya, ero  one physician, the physician’s name
nMa ByaeT yaaneHo 13 Crmcka will be deleted from the Physician
Physician Presets (BpauebHble Presets list (see Section 6.3.8,
CTaHfapTHble ycTaHoBKM) (cM. pazgen Displaying One Physician’s Presets).
6.3.8 «OTOOpaXKEHME CTaHAAPTHbIX

YCTaHOBOK OJHOr0 Bpaya).

OTOBPAXXEHVE CTAHOAPTHbBIX YCTAHOBOK OIHOIO EPA 4A/DISPLAYING ONE
PHYSICIANS PRESETS

BuicTpble * HaxkmmTe KHOMKy pabodero * Press the PRESET workflow
peinctensa /Quick  npouecca PRESET button.
Steps (CTAHOAPTHbIE
YCTAHOBKN).
* BbibepuTe TVN KaTeTepa. » Select the catheter type.
* HaKmuTe KHOMKY Ha naHenv * In the Physician Presets pane, press
Physician Presets (Bpa4ebHble the button.

CTaHAAPTHbIE YCTaHOBKN).

* Bbi6epuTe Bpaua, CTaHAapTHbIE » Select the physician whose presets
YCTaHOBKM KOTOPOro TpebyeTcs you want to see.

0TOOpa3nTb.
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YIMPABNEHVE OPOLLUEHVEM/IRRIGATION CONTROL

3kpaH Irrigation Control (YnpasneHue opoLueHnem) irrigation Control Screen

BbICcTpble
pevicteums /Quick
Steps

1) OTo6pasmTe skpaH Irrigation
Control (¥YnpasneHue
OpOLLIEHVEM)

sHaxkmuTe KHOMKY paboyero
npouecca PRESET
(CTAHOAPTHBIE
YCTAHOBKW).

* BbibepuTe T1n opoLLaeMoro
KaTeTepa.

* BblbepuTe cTaHOapTHbIe
YCTaHOBKW /151 U3MEHEHMS.

» Haxmvute Edit
(PepakTunpoBarth).

* HaokmmTe cepblil MpsIMOYTo/bHUK,
PacrosoXeHHbIA Ha MaHesn
Irrigation Control Settings
(MapameTpbI ynpas/ieHNs
OpOLLIEHVEM).

nm

* HaxmmTe KHOMNKy paboyero
npouecca ABLATION
(ABNALUNSA).

* HaxkmuTe 3HaYOK YTipaBreHue
OpOLLIEHNEM B, PacrnonoXXeHHbIN
Ha naHesIn HaBmrauum.

2) NameHUTe napameTpbl

* PykoaTKol BBOAA flaHHbIX ®
N3MEeHNTe 3HaueHus (CMm. pasgen
6.1.5 «PyKoATKa BBOAA JAHHbIX»).

* Haxxmute OK

» Cm. Tabn. 6. MNapaveTpsl
yrpaBeHns OPOLLIEHVEM B
HacTosLLEM pasfere.
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1) Display the Irrigation Control
Screen

* Press the PRESET workflow
button.

» Select an irrigated catheter type.
* Select the preset to edit.
* Press Edit.

* Press the gray rectangle in the
Irrigation Control Settings pane.

or
* Press the ABLATION workflow
button.

* Press the Irrigation Control B
icon on the Navigation Bar.

2) Change Settings
* Use the Data Entry Knob ® to

change the value (see Section 6.1.5,
Data Entry Knob).

*Press OK
* See Table 6 - Irrigation Control
Settings in this section.
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BbIcokasa ckopocTb
nogayn/High Flow

Hu3Kas CKopocTb
nogauw/Low Flow

Bpemsa go nogaun PY
3Heprun/Pre-RF
Time

Bpemsa nocne nogayn
PY sHepruwn/Post-RF
Time

CKOpOCTb, C KOTOPOW YKMAKOCTb
nogaetca Ao nogdaym PY sHeprun,
nocne nogayn PY aHeprum vn Bo
Bpemsi abnaumn. Ecnm BoibpaHa
onuus Use automatic flow
adjustment (Mcnonb3oBaHme
aBTOMaTUYECKON pPerynmpoBKu
NoTOKa), TO, YTOObI MOMYYUTb
[OCTYIN K 3KpaHy BbICOKOM
CKOpOCTW Mojgaum, Haxxkmute High
Flow (Bbicokas cKopocTb
nogauyn). Ha aTom akpaHe MOXHO
yCTaHaBNMBaTb MOTOK /18 KaXA0ro
Lara npupaLleHns MOLLHOCTH,
0TO6paXKkaeMoro Ha rpagike. Ecnm
onuma Use automatic flow
adjustment (icnonb3oBaHne
aBTOMAaTNYECKON PeryniMpoBKun
MoToKa) He BblbpaHa, To, YTOObI
MN3MEHUTb 3HAYEHWE, HAXKMUTE
High Flow (Bbicokas

CKOPOCTb MOTOKA) 1 MOBEpHUTE

PYKOATKY BBOAA JaHHbIX ® .
UTtobbl OnNpeaennTb A5 KateTepa
COOTBETCTBYHOLLYH CKOPOCTb
noZayn, CM. MHCTPYKLMIO Mo
aKcnnyaTtaumn Katetepa.
CKOpOCTb, C KOTOPOU YXXUAKOCTb
nogaetcs Ao 1 nocne nogaun PY
3HEPIrUM B PEXXNME OXKUAaHNS.
Bpewmsd nocne Hakatus HavaTb

abnaumo , BTeyeHue
KOTOPOr0 XWAKOCTb MOAAeTcsa co
CKOPOCTbHO, YCTaHOB/IEHHOM
napavetpom High Flow (Bbicokas
CKOPOCTb MOTOKA) (CKOpPOCTb A1
abnauym), Ho PY aHepruis eLle He
nopaetcs. llocne ncreyeHus
BPEMeHW, YCTaHOB/IEHHOI0
napavetpoM Pre-RF Time (Bpewms
no nogaun PY aHeprun),
HaunHaeTcs nogada PY aHepruw.
Moka naet Bpemsa Ao nogayuv PY
3Hepruu, NOLaeTCs 3ByKOBOM
CUrHa1.

Bpemsa nocne BbIktoveHNA PY
3HEepruu, B TeYeHre KOTOpPOro
YXVAKOCTb MOAAETCA CO CKOPOCThIO,
yCTaHOB/IEHHOW NapameTpom High
Flow (Bbicokas cKopocTb
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The rate at which fluid flows during
Pre-RF, Post-RF, and ablation. If
Use automatic flow adjustment is
selected, press High Flow to access
the High Flow screen, where you
can set the flow for each power
increment displayed on a graph. If
Use automatic flow adjustment is
not selected, press High Flow and

LLL T the Data Entry Knob ® to
change the value.

Consult the instructions for use for
the catheter to determine the
appropriate flow rate for the
catheter.

The standby rate at which fluid
flows before the Pre-RF period and
after the Post-RF period.

The length of time, after Ablation

Start is pressed, that fluid
flows at the High Flow (ablation
flow) rate without RF. After this
Pre-RF Time, RF turns on. A tone
is emitted during the Pre-RF time.

The length of time, after RF turns
off, that fluid flows at the High
Flow (ablation flow) rate. After the
Post-RF Time, flow returns to the
Low Flow (standby flow) rate. A
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Haxxmute Flush (MpombiBKa).
IMocne oTobpaXkeHNst COOBLLEHMS
HaXKMUTE 1 YaepKmBaiiTe

MpombiBka/Flush

PYyKOSATKY BBOfJa fJaHHbIX ®
4TOGb! YAAUTbL BCE MYy3bIPbKY
BO3/yXa M3 CUCTEMbI TPYOOK 1
KateTtepa. [py ncnonsL3oBaHUM
3TON (hyHKLWMKM COBNOaANTE
OCTOPOXXHOCTL! MoapOo6HbIe
CBefleHVs cM. B pasgene 6.6
«[poMbIBKa [/151 yaneHnsi BO3ayxa
3 CUCTEMbI TPYOOK U KaTeTepar.
Haxxmute START Low Flow
(BAMYCTUTDb NOTOK C HN3KOWA

3AMYCTWTb notok
C HU3KOI CKOPOCTbHO
(oTobpaxkaeTcs, ecm
HacoC OCTaHOB/IeH) /
START Low Flow
(visible only when the
pump is stopped)

Hacoca Co CKOPOCTbHO,
OnpeAesieHHoN napameTpoM Low
Flow (Hn3kas ckopocTb nogaym)
(CkopOCTb B peXkMe OXKnaaHus).

cTon UT06bl OCTAHOBWTbL HAaCOC,
(oTobpakaeTcs HaxxmuTte STOP (CTOIMM).
TO/IbKO €C/IN HacoC

paboTtaet)/

/ISTOP

(visible only when the
pump is running)

N3meHeHWne
BbIcTpble * HaxkmmTe KHOMKY paboyero
Jevictensa/Quick npouecca PRESET
Steps (CTAHOAPTHBIE
YCTAHOBKW).
» Haxxmvute Edit (PegakTnpoBsars).
* HaxxvuTe NapameTpbl 3ByKa
* BbibepuTe Hy>KHYHO OMLMIO.
* Haxxmmte OKEB..
MpumeyaHus/Note B nporpammHoM obecrnieyeHnm

HEKOTOPbIX BEPCUIA (hyHKLMS
HeoCTyNHa.
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Press Flush. When a message
appears, press and hold the Data

Entry Knob # to flush air
bubbles from the irrigation tubing
and the catheter.

Use this function carefully! For
details, see Section 6.6, Flushing to
Eliminate Air in the Tubing and
Catheter.

Press START Low Flow to start
the pump rotation at the Low Flow

CKOPOCTbHO), 4TO6bI HavaTh padoTy (standby flow) rate.

Press STOP to stop the pump.

napameTpoB 3Byka/Changing Audio Settings

* Press the PRESET workflow
button.

* Press Edit.

B - Press Audio Settings B

» Select the options that you want.

* Press OK LL
This feature is not available in some
software versions.

98



BbIBOP OTOBPAXXAEMbIXTTAPAMETPOB ABTALUNW/SELECTING ABLATION DISPLAY
SETTINGS

3kpaH Display Settings (HacTpolika oTobpakaeMbIx NapameTpoB)/
Display Settings Screen

(N306pa>keHHas BbiLLe 0?n(Ha Esophageal (°C) (MuwesogHas (°C)) He NpuMeHUMa K
reHepaTopam Bepcuin US nJP.)/ (The Esophageal (°C) selection shown above is not applicable
for the US and JP versions ofthe generator.)

BbICcTpbIe * HaXKMUTe KHOMKY paboyero * Press the PRESET workflow
nencteuna/Quick npouecca PRESET button.
Steps (CTAHOAPTHbIE

YCTAHOBKW)

*Haxxmute Edit (PegakTupoBath). e Press Edit.

* Haxmute HacTpomka « Press Display Settings
oTO6paKaeMbIX NapameTpos B1.

* BbI6epuTe HYXXHYH ONUWHO. » Select the options that you want.

* Haxxmmte OK LU *Press OK O -
MpumvedvaHus/Note 1 BbibpaHHast onums onpegenser. 1 The options that you select
4TO OTOOPaXKAETCA Ha 3KpaHe BO determine what is displayed on the

Bpems abnsaumm (cMm. pasgen 6.4 screen during ablation (see Section
«ABNALMNAR). 6.4, Ablation).

2. Onupd Irrigation Delivered 2 The Irrigation Delivered
(BBeneHHbI 06beM XuakocT)  option is displayed only for
OTOBpaXKaeTCst TONbKO ANs irrigated catheters. This value is the
OpOLLIaeMbIX KaTeTepoB. JTO total irrigation delivered during the
3HayeHve NpeacTaBseT 0oL procedure, excluding flushing.

BBE/IEHHbIV 3a BPEMsi MPOLIEAYpbI

o6bem xugkoctu (3Aucknwuennem

MPOMbIBOYHOA).

3. Onuma Dual Temp (dBoHass 3 The Dual Temp option is
TemrepaTypa) 0TobpaxaeTcs displayed only for dual sensor (DS)
TO/MbKO 151 KaTeTepoB 8 MM C 8mm catheters.

[BOMHbIM gatynkom (DS).
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KOMMPOBAHVE CTAHOAPTHBIX YCTAHOBOK HA ®/1ELLI-HAKOIMUTE/b USB
/COPYING PRESETS TOA USB FLASHDRIVE

BbICcTpble gelicTBua ¢ HaxkmuTe KHOMKY pabodero * Press the PRESET workflow
/Quick Steps npouecca PRESET button.

(CTAHOAPTHBIE

YCTAHOBKW).

* Haxxmmute HaUSB D i. * Press To USB
MpumeyaHms/Note B nporpaMmHOM obecriedeHnm This feature is not available in some

HEKOTOPbIX BepCUiA (hyHKLWA software versions.

He0CTYMHa.

Aonaumnsa/Ablation

3kpaH ABLATION (ABJTALINA) B pexknme KOHTPOAS MO MOLLHOCTY (A0 Havana abnsuumn)
/ABLATION Screen in Power Control Mode (before ablation starts)

3kpaH ABLATION (ABJTALINA) B pexkrme KOHTPONA Mo TemnepaType (BO Bpemsi abnsumm)
/ABLATION Screen in Temperature Control Mode (during ablation)

(Pe>knuM KOHTPONA No TemnepaType ANA OpPoLLaeMbIX KATETEPOB He NPYMEHUM K reHepaTopam
Bepcuii US n JP.) /(Temperature Control Modefor irrigated catheters is not applicablefor the US
and JP versions ofthe generator.)

too
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



* YTOObI Ha4aTb absisaupmto, HOKMUTE

HayaTb abnaumio ® Ha nepeaHen
naHenn reHeparopa Win Ha nysbTe
AVCTaHUMOHHOT 0 YnpasneHus (M
HaXKMUTE U YAEPXKMBAATE HOXKHYHO
nefanb).

* YTOObI OCTAHOBUTbL abN1ALMIO,

HaxxmuTe CTon @ Ha nepeaHei
MaHenn reHepaTopa Wi Ha nysnbTe
AVCTaHLMOHHOrO ynpasneHus (Wm
OTMNYCTUTE HOXHYIO Mefasib).

MpumeyvaHns/ 1 OCHOBHbIM YCTPONCTBOM CUCTEMI

Notes

MOXET ObITb FreHepaTop Uam NynbT
[MCTaHLUMOHHOIO YnpaB/ieHns (CM.
pasfen 6.7 «YNpaB/eHNe CUCTEMON»).
Ecnm 0CHOBHbIM YCTPOCTBOM
CUCTEMbI ABNSETCA MY/bT
[AMCTaHLMOHHOIO YNpaBs/ieHus, To
abnsLMI0 MOXKHO HauMHaTb M C
MOMOLLbH FeHepaTopa.

2. Mpwn Havane abnsaummn 3aropatoTcs
nHamkaropbl RF On (Mopgava PY
3Heprum) Ha reHeparope v nynsTe
[AMCTaHLMOHHOIO YNpaB/ieHns, a Takke
NnoaaeTcs ANUTENbHbIN 3BYKOBOW
curHan. Mpy npekpatieHn abnaumm
WHAWKATOpPbI racHyT, a nofava
3BYKOBOIO CUrHasia nNpeKkpaLLiaeTcs.

3. Ecnn gna ynpaBneHns noTokom
yCTaHOB/IeHO Bpems Ao nogayuu PY
3Heprun, To nogaya PY sHeprum
HayHETCA TO/LKO MNoc/e Toka
YXNIKOCTW B TeUYEHWe BPEMEHU [0
nogaun PY aHeprum (cm. pasgen 6.3.10
«YNpas/ieHne OPOLLEHNEM).

4. Ecnv abnaums He npekpaTurcs

nocne Haxatnsa Cton @ , BbINOMHUTE
OAHO V3 AENCTBUIA, OMUCAHHBIX HIKE.

Ecnn Bbl Haxkanm Cton @ Ha

reHeparope, Haxxmute CTon CDHa
nynbTe ANCTaHLUMOHHOIO ynpas/ieHNA.

Ecrm Bbl Haxxam Cton D Ha nynoTe
[AMCTaHLMOHHOTO YrpaB/eHWs

Hakmute Cton D Ha rexepatope.
HayKMITE 1 OTTYCTUTE HOXHYHO
nefab reHepaTopa.
HasKMITE 11 OTMYCTUTE HOXHYHO
nefanb nysbTa AUCTaHLUMOHHOMO
yrpaB/eHus.
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*To start ablation, press Ablation

Start ® on the front of the generator
or remote control (or press and hold
the foot pedal).

*To stop ablation, press Stop W on
the front of the generator or remote
control (or release the foot pedal).

1 Either the generator or the
remote control can be the system
Master (see Section 6.7, System
Control). When the remote control is
the system Master, ablation can still be
started from the generator.

2 When you start ablation, the RF
On indicator on the generator and on
the remote control light up and a
continuous tone is emitted. These turn
off when you stop ablation.

3 Ifa Pre-RF time has been set
for fluid control, RF energy will not
start until after the fluid has flowed for
the Pre-RF amount of time (see
Section 6.3.10, Irrigation Control).

If ablation does not stop when

you press Stop @ , try any of these
alternatives:
on the generator, press Stop

b on the remote control.

on the remote control, press
Stop @ on the generator.

Press and release the foot pedal
on the generator.

Press and release the foot pedal
on the remote control.
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OTOGpaXKaeMoe B BEPXHEN HacTu
aKkpaHa Hagnmce «AUTO» M3MeHseTcs
Ha «MAN». [pun 3aBepLUeHN
TeKyLLein abnauym Hagnueb «<AUTO»
BOCCTaHaB/IMBAETCA.

5. KaK yKa3aHo BblLLIe, BCE BHECEHHbIE
M3MEHEHMA ABMIAKOTCS BPEMEHHBIMU.
Otobpaxkaemast Nnocse UMeHN
CTaHAAPTHbIX YCTaHOBOK Ha KHOMKe
paboyero npotecca Ha aKpaHe
PRESET (CTAHOAPTHbIE
YCTAHOBKW) 3Be3nouka(*)
CBWETENbCTBYET, YTO BPEMEHHbIE
MN3MEHEHMS BHECEHDI, HO He
COXpaHeHbl. MI3MeHeHVs AeCTBYIOT [0
BbIOOpa APYrUX CTaHAaPTHbIX
YCTAHOBOK W/ BbIK/TKOYEHWSI CUCTEMB!.
YT06bI COXPaHUTL M3MEHEHHbIE
napameTpbl B HOBbIX CTaHAAPTHBIX
YCTaHOBKaX, BbIMO/HATE [eCTBUSA,
onucaHHble B pasgene 6.3.5 «CosgaHve
HOBbIX CTaHAAPTHbLIX YCTaHOBOK.

6. BbIOpaHHbIA Ans cTaH4apTHBIX
YCTAHOBOK TUM KaTeTepa IMMUTUPYeET
BO3MOXHOCTN U3MEHEHUS CKOPOCTU
NoAayy 1 fmanasoHa MOLLHOCTMW.
UT006b! OnpesennTh 419 KateTepa
COOTBETCTBYHOLLIME CKOPOCTb MoJa4un 1
MOLLIHOCTb, CM. MHCTPYKLWIO MO
aKcn/yataumy KareTepa.

OTYET OB AB/1ALUN/ABLATION SUMMARY

60s
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at the top of the screen changes to
“MAN.” It reverts to “AUTO” at the
end of the current ablation.

5. All changes made as described
above are temporary. An asterisk (*)
appears after the preset name on the
PRESET workflow button to indicate
that temporary changes have been
made but have not been saved. The
changes stay in effect until a different
preset is selected or until the system is
LLmed off. If you want to save these
settings in a new preset, follow the
steps in Section 6.3.5, Creating a New
Preset.

6. The catheter type selected for
the preset imposes restrictions on the
flow rate and the ranges of power.
Consult the instructions for use for the
catheter to determine the appropriate
flow rate and power.

VS NTL 4 M Ablation
Summary

Ablation
Stop
Reason

05



MpumeyaHusa/ 1 Yepes HECKOMbKO CEKYHL Nocne 1 A few seconds after ablation

Notes npekpaLLieHns abnauym otobpaxkaetcs  stops, the Ablation Summary appears.
Ablation Summary (OtueT 06
abnauun).
2. B H/WKHel vacTh obnacT akpaHa 1 At the bottom of the Ablation
Ablation Summary (OTueT 06 Summary, an Ablation Stop Reason is
abnsaumn), otobpaxaetca Ablation displayed (see Section 7.2, Warnings,

Stop Reason (MpuumnHa npekpateHns — Alerts, and Ablation Stop Reasons).
abnaumm) (cm. pasgen 7.2

«[peasnpexkaeHns, Tpesoru n

MPUYMHBI NPEKPaLLEHNs abnaummy).

3. YT006bI yaoanuTh rpadmku 1 Ablation 3, To remove the trend lines and
Summary (OT4eT 06 abnauum), the Ablation Summary, either wait for
LOXAMTECh, NMOKa OHM He Npekpatat  them to disappear or press anywhere
0TOOPaKATLCA, WM HXKMUTE Ha on the screen.

No60oe MeCTOo 3KpaHa.

4. Utobbl NPOCMOTPETHL OTHET 060 BCEN 4. To view a summary of the
npoueaype, HaXKMUTE KHOMKY entire procedure, press the POST
pabouero npouecca POST workflow button (see Section 6.5, Post

(OBPABOTKA PE3Y/IbTATOB)  Procedure).
(cm. pa3gen 6.5 «O6paboTKa
pesynbTaToB NPOLELYPbI»).

HU3KUIA YPOBEHb XXUTKOCTW/LOWFLUID LEVEL

BbicTpble i3meHeHue gna cTaHAAPTHbLIX To Change the Fluid Level Settings
LencTBus YCTaHOBOK MapamMeTpoB YPOBHSA for a Preset
/Quick Steps  xuakocTu
* Cm. pa3gen 6.3.10 «YnpasneHue * See Section 6.3.10, Irrigation Control.
OpOLLIEHNEM. To Indicate Replacement of the
MHArKauus 3amMmeHbl eMKOCTU C Fluid Bag
YXXNAKOCTbHO
* [loxauTtech npekpaLleHns abnaumm < Wait until ablation stops (or press
(1 Haxkvute CTon ® ). Stop ®).
.BHa)KMI/ITe Ynpas/ieHne OPOLLIEHUEM o Press Irrigation Control B.

* ECnm pa3mep EMKOCTW M3MEHWCA. |fthe bag size changed, select the
BblGepuTe HOBIV pasMep eMKOCTH (CM. new bag size (see Section 6.3.10,

pazaen 6.3.10 «YnpasneHve Irrigation Control).

OPOLLIEHMEM>).

» Haxxmute New Bag (HoBast * Press New Bag.

EMKOCTb).

» Haxxmute OK . *Press OK 1.

* HaxmuTe KHOMKy paboyero * Press the ABLATION workflow

npouecca ABLATION (ABJTAUNSA). putton.
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temperature shown above is not applicable for the -JS and JP versions of the generator.)
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(HoBas npoueaypa) (cm. 6.4.1
«Havano HoBoOW npoueaypbI»).

2. 3HaueHue Total Irrigation (O6LWIA
06BEM MPU OPOLLIEHUN), OTOOPaXKaeMoe
Ha sKkpaHe POST (OBPABOTKA
PE3Y/IbTATOB), npeacraenset
00LLMIN BBEAEHHDIN 32 Bpems
npoueaypbl 06bEM XMAKOCTM (3a
NCK/KOYEHMEM MPOMBIBOYHON).

Procedure).

2. The Total Irrigation value shown

on the POST screen is the total
irrigation delivered during the
procedure, excluding flushing.

SAKCMNOPT AAHHBIXABNAUNN N XKYPHAJIA COBbITUN HA ®NELL-HAKOTMATE b
USB/EXPORTING ABLATIONAND EVENT LOG DATA TOA USB FLASH DRIVE

BbiCcTpble
[encTBunS
/Quick Steps

MpumeyaHmsa/
Notes

Export Ablation and Event Log Data

Insert use flash drive, then select the amount of data to export

Export status

Time remaining

* [NoaknoumnTe gieLl-HakonmTe b
USB K nopty USB, HaxogsLlemycs Ha
3a[jHeli NaHem reHepaTopa.

* HaxkmuTe KHOMKY paboyero
npouecca CONNECTIONS
(MOAKJTKOYEHWA).

* HaxxmuTe MapameTpbl CUCTEMBI

» Haxxmmte Export to USB (SkcnopT
Ha USB).

» Haxxmnte Today (CerogHs), Last 7
Days (MocnegHwue 7 aHeld) nim AH
(Bce).

* Korpa akcnopT 6yeT BbIMOMHEH Ha
100 %, n3snekute USB.

1 MopT USB (c m. 3N1eMeHT 2 B pasjaene
4.3 «2neMeHTbI yrpas/eHns,
pacrooXeHHble Ha 3aHein NaHem
reHepaTopa») pacrofioKeH Ha 3afHel
rnaHesn reHeparopa.

2. Ecnm Haxkatb Today (CerogHs), 10

— X complete

* Insert a USB flash drive into the USB
port on the back of the generator.

* Press the CONNECTIONS
workflow button.

* Press System Settings
* Press Export to USB.

* Press Today, Last 7 Days, or All.

» When the export status is 100%
complete, remove the USB flash drive.
1 The USB port is located on the
back of the generator (see Item 2 in
Section 4.3, Controls on the Back of
the Generator).

2. If you press Today, all data

OyZyT 3KCMOPTUPOBaHbI BCe AaHHbIe 33 from the current day will be exported.
CErofHALLHNI AeHb. Ecnv HaxkaTb Last If you press Last 7 Days, all data from
7 Days (MocnegHue 7 gHeit), To 6yayT the last 7 days will be exported. If you
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3KCMOPTMPOBaHbI BCe AaHHbIE 3a press Al'l, all data on the generator will
nocneaHvie 7 gHeld. Ecnm Haxkate A1 be exported.

(Bce), To 6yayT 3KCMNOPTMPOBaHbI BCE

[laHHblE, COXPaHEHHbIle reHepaTopoM.

B npouecce akcnopTa LBeT 3Tux

KHOMOK N3MEHSETCA C CUHEro Ha

CEpbIN.

3. Ha nvHun, o6o3HavatoLLei 3 These buttons change from blue
e0CTOsIHVE 3KCMOopTa, 0TobpaxkaeTca  to gray during the export proeess. 3) A
CBET/I0- 3e/leHas ToukKa. o mepe light green dot appears on the export

BbIMO/IHEHWNA 3KCMOPTa OHa TeMHeeT.  status line and continually gets darker

MvoBpeTeHMe el BYga  O3HauaeT, the export process progresses. It

4TO 3KeNopT 3aBepLleH Ha 100 %. changes to S)when the export status
Ecnn oHa nprobpeTaeTt Byg 8),TO is 100% complete. It changes to  if
HaxkaTa KHorka Cancel export you press Cancel export or if the
(OTmeHuTb 3kcnopT) wim npomsoLuen export fails. Any files that have

cboi1 akcriopTa. J1tobble already been exported to the USB flash
3KCMOPTMPOBaHHbIe Ha (oeLL- drive, will remain on the flash drive.

HakonuTenb USB ¢haiinbl octaHyTes Ha Any file that was only partially
(hnew-HakonuTene. Ecnn kakoid- nn6o  exported, will be completely exported
(haiin Gbl1 3KCMOPTMPOBaH YacTuuHO,  the next time the export process is

TO 3KCMOPT 6YAEeT 3aBepLLEH MpK started.

CNeytoLLem 3arnycke npoLiecca.

4. Tpouecc sKkcnopTa MOXeT amteca 4. The export process may take
OT HECKO/IbKMX MUHYT [0 Yaca U minutes or more than an hour

6onee. Ero NpofomKmTebHOCTb depending on the amount of data.
3aBUCUT OT 06beMa AaHHbIX.

[MpomMbIBKa A1 yaa/ieHUA BO3ayxa U3
cucTeMbl TPY6OK U KaTeTepal/Flushing to
Eliminate Air in the Tubing and Catheter

)'I‘( MNPEAYTMPEXAEHNAAVARNINGS

* [pomoliTe OpoLLIaeMbI KaTeTep nepes * Irrigated catheters must be flushed before
BBeJEeHNEM B OpraHun3m. they are inserted in the patient.

* Bo BpeMs NPOMbIBKM KaTeTep He [0/MKEH » When flushing a catheter, the catheter must
HaxoAuTbCA B opraHusMe. [Mpy NpoMbIBKe not be inside the patient. When flushing the
TPY6OK uppuraunoHHbix SmartAblate katetep  SmartAblate Irrigation Tubing Set, either the
[IO/KEH HaXOAUTLCS BHE opraHu3mMa (inbo catheter must be outside the patient or the 4-
YeTbIPEXXOLOBOW 3aMopHbI KpaH Ha way stopcock on the tubing set must be turned
KOMI/IeKTe TPYOOK JO/MKEH HAXOAUTLCA B so that the fluid is not routed to the catheter.

MO/NOXEHW, NPENATCTBYHOLLEM NOCTYM/EHNIO
XWKOCTMN B KaTeTep).

no
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BbIcTpble *YbeauTech, YTo KateTep Haxoautcs e« Ensure that the catheter is not in the

[enCcTBUSA BHe opraHmsma (1Moo patient (or that the 4-way stopcock on
/Quick Steps  YeTbIPEXXOLOBOIA 3arMOpHbIA KpaH Ha  the tubing is turned so fluid is not
KOMI/IeKTe TPYO6OK HaXoamTes B routed to the catheter).

MOMOXKEHUM, MPENATCTBYIOLLEM
MOCTYT/IEHWIO XXUAKOCTY B KaTeTep).

* OTKpoiiTe 3KpaH ycTpoiicTea Pump  « Open the Pump device screen or the
(Hacoc) vm Irrigation Control Irrigation Control screen.
(YnpaBneHne OpoLLIEHNEM).

» Haxxmnte Flush (MpomMbiBKa) Ha * Press Flush on the screen or Flush

aKpaHe nm MpomMbIBKa Ha on the pump.
Hacoce.
* [Nocne 0TOGPaXeHNS COOBLLEHNS *\When a message appears, press and

HaOXKMUTE U y,qep>Kv|Ba|‘/'|Te PyKoATKy hold the Data Entry Knob
BBOZJa fJaHHbIX .

» OtnycTuTe PyKoATKy BBOAA *Release the Data Entry Knob®.
JaHHbI X",
Mpumeyanus/ . KHonka Flush (MpombiBKa) 1. The Flush button is available on the
Notes [IOCTYMHa Ha 3KpaHe YCTPoICTBa generator's Pump device screen (see

reHepatopa Pump (Hacoc) (cm. Tabn.  Table 3 - Device Screens in Section

3. OKpaHbl YCTpOICTBa B pasgene 6.2) 6.2) and on the Irrigation Control

1 Ha akpaHe Irrigation Control screen (see Section 6.3.10, Irrigation
(YnpasneHve opoTeHunem) (cm. pasgen Control).

6.3.10 «YnpaeneHne OpPOLLIEHNEM).

2. YT006bl yoeamTbea B yaaneHun Bcex 2. To ensure that all bubbles have been
ny3bIpbKOB Bo3ayxa 13 Katetepa win  flushed from the catheter or tubing set,

KOMMN/eKTa TPYOOK, BbINOHSAATE flush for at least 5 additional seconds
NMPOMbIBKY B TeYeHMe He MeHbLLe NaTy  after an image appears on the pump’s
[IONO/HUTENLHbIX CEKyH[, Nnocne display indicating that no bubbles were
OTOOPaXXEeHNs Ha 3KpaHe Hacoca detected and after there are no visible
n300paxeHns], cBMaeTeNbCTBYOLWEro, bubbles in the tubing (see the

YTO My3bIPbKOB HE 0BHAPYXKEHO, U instructions for use provided with the

roc/e yaneHys BUAUMbIX My3bIpbKOB  pump).
113 KOMMN/EKTa TPYGOK (CM.

MOCTaB/NSEMYHO C HACOCOM

VHCTPYKLIMIO MO 3KCM/TyaTaLlym).

3. [pn OTKPbLITUKM ABepLbl Hacoca 3. Opening the door of the pump can
cucTema TPYOOK MOXKET Crerka move the tubing slightly, causing the
CMECTUTLCA, YTO NPUBEET K BbIxody  bubbles to move out of the bubble
My3bIPbKOB 13 06/1aCTW JaTumKa sensor area. Inspect the tubing
Ny3bIPbKOB. TLLATENLHO NPOBEPLTE carefully!

cucTeMy Tpyook!

YnpasneHne cuctemon/System Control

[Mpn NepBoM BK/IHOUEHWM FeHepaTopa OH When you first turn on the generator, the
ABNAETCA OCHOBHbIM YCTPOMCTBOM, a NMy/ibT  generator is the system Master and the

11
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AVCTaHUMOHHOIO YNPaB/eHNs - MOHUTOPOM.
OCHOBHOE YCTPOICTBO YrpaB/isieT BCEMU
CUCTEMHbBIMM (DYHKLMAMU (32 UCKITOUEHNEM
rPOMKOCTK, SPKOCTU M MPOBEPKN paboTbl
HOXHOW Nefany MOHUTOPA). Ha nynbTe
AVCTaHLMOHHOI O YNPaBIeHNsi MOXHO
Ha3Ha4MTb ero OCHOBHbLIM YCTPONCTBOM (B
3TOM C/ly4ae MOHUTOPOM CTaHeT reHeparop).
YT06bI NEpeKounThL yrpas/ieHne 06paTHO
Ha reHepaTop, HasHaubTe ero OCHOBHbIM
YCTPOWCTBOM B COOTBETCTBUM C YKa3aHUSMM,
NpVBEAEHHLIMU B HACTOALLIEM pa3gere.

MpumeyaHre. KanmbpoBka akpaHa
OTHOCWTCS TO/IbKO K OCHOBHOMY YCTPOWCTBY
(cm. paszpen 7.5 «KanmbpoBka CEHCOPHOro
3KpaHa»).

remote control is the Monitor. The Master
controls all system functions (except the
volume, brightness, and foot pedal testing of
the Monitor). At the remote control, you can
request that it become the Master (the
generator then becomes the Monitor). When
you want the generator to take control again,
make it the Master as described in this
section.

Note: Screen calibration also affects only the
Master (see Section 7.5, Calibrating the
Touch Screen).

3KpaH System Control (¥YnpasneHve cuctemoit) (reHepatop - MoHUTOp) /System Control
Screen (When Generator Is Monitor)

q srenesnane ‘)))

SYteess

Automatic o

Foot N d*| Con.

Press to test
- no Of eme®%wii be
Oelivrwd

Manual 0

MONITOR. IHHPM .. 1 itii Jif -

HA3HAYEHWE MEHEPATOPA OCHOBHbIM YCTPOVICTBOM/MAKING THE GENERATOR
THE SYSTEM MASTER

BbIcTpble *HaxxmuTe YnpaseHune CUCTEMO
neiicTams P_ress_ System Control T
/Quick Steps Ha NaHenn HaBuraLm. the Navigation Bar.

» Haxxmute Become Master (Caenatb Press Become Master.

OCHOBHbIM YCTPOIACTBOM).

M2
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1 YT006bI HauaTb abnsLMIO BHe
3aBMCUMOCTM OT TOTO, ABNSETCA /N
reHepaTop OCHOBHbIM YCTPOCTBOM
VM MOHWUTOPOM, MOXKHO HaXKaTb Ha
reHepaTope KHOMKy HauaTb abnsumio

® 1 HOXH>TO negasib. AHaNOMM4YHO,
4TO6bI NPEKPaTUTL abNALIMIO BHE
3aBMCUMOCTW OT TOrO, ABNSETCS /N
reHepaTop OCHOBHbIM YCTPONCTBOM
WA MOHUTOPOM, MOXHO HaXkaTb Ha

reHeparope KHonky Cton ® u
HOXHYHO nefasib.

2. Ecnv MOHMTOpPOM SBMISETCA NyNbT
[ANCTaHUMOHHOIO ynpas/ieHns, TO OH
MOXET ObITb 1CMO/Mb30BaH TOMLKO A1
OCTaHOBKM ab/isLum.

The Ablation Start button on
the generator and the foot pedal on
the generator can be used to start
ablation regardless of whether the
generator is the Master or the

Monitor. Similarly, the Stop &®
button and the foot pedal on the
generator can be used to stop
ablation, regardless of whether the
generator is the Master or the
Monitor.

When the remote control is the
Monitor, it can only be used to stop
ablation.

[[POMKOCTb, APKOCTb 1 NPOBEPKa paboThl
HOXHOW neganinA”™olnTe, Brightness, and Foot
Pedal Test

3AKpaH System Control (¥YnpasneHue cuctemoid) /System Control Screen

BbICTpbIe
JencTeus
/Quick Steps

Davie* atatax»;

MONITOR

Volame Brightaaaa

Automatic ¢

Manual Q

A MU

UT06bI OTKPbITL 3KpaH System Control
(YnpaBneHue cUCTEMOIR), HAXKMUTE
S

YnpaB/ieHNe CUCTEMO Ha
naHenm Hasurauum.

Volume ("pOMKOCTb)

* YT106b! M3MEHUTL MPOMKOCTb
3BYKOBOIO BbIX0fa, HOXMUTE

VHAMKATOP 3BYKa 1 NMOBEPHUTE

PYyKOATKY BBOfA JlaHHbIX
Brightness (ApkocTb)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Foot Padal Can.
to t«t

- *io Rf tntrgy will bt
deli-aBred

n

Press System Control on the
Navigation Bar to open the System

Control fiBscreen.
Volume

* Press the volume bar, then turn the
Data Entry Knob B to change the
volume of the audio output.
Brightness

113
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JQKpaHHble 3HauknAcon8 on the Screens

HasBaHue/ 3Hauok/
Name Icon
MNapameTpbl

3Byka/Audio

Settings

3aKpbITb/
Close

Ypanuto/
Delete

HacTpoiku Lb
0TObpaXkeHNst

napmaeTpos/
Display Settings

Bbixog/ 1ESCm
Escape

MepepHsas/

3aHsS NaHenb/ K~
Front/Back

YnpasneHue B
opoLueHnem/

Irrigation

Control

HoBas

npoueaypa/
New Procedure
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MecTto
oTobpaxxeHus/Where
SKpaH n3MeHeHne
CTaHAaPTHbIX
ycTaHoBOK/Edit Preset
screen

B BepxHeM npasom yrny
MHOrMX 3KpaHos/Top
right comer of many
screens

JkpaH CTaHgapTHbIe
ycTaHOBKW/PRESET
Screen

JKpaH M3MeHeHue
CTaHAAPTHbIX
ycTaHOBOK/Edit Preset
screen

PaznnyHble skpaHbl/Many

screens

SKpaH
MOAK/TKOYEHWNA/
CONNECTIONS screen
[NaHenb HaBurauum
Takke 0TOOpaXKaeTCA Ha
3KkpaHe ABTALNA npm
HW3KO CKOPOCTM nogaum
YXVIKOCTY BO Bpems
abnauyu. /Navigation Bar
Also appears on the
ABLATION screen
when fluid is low during
ablation.

MaHenb
Hasuraupn/Navigation
Bar

Pasgen pykosogctsa/Manual
Section

6.3.11 «l/13MeHeHWe napameTpoB
3ByKa»

3Ha4oK ceporo LiBeTa, ecnm aTta
(hYHKLWS He NOALepXKNBAETCA
BepcKein NporpaMMHOro
obecneyeHus. /6.3.11, Changing
Audio Settings The icon is gray
if this feature is not supported by
the software version.

HaxXmuTe 3aHYOK, YTOObI
3aKpbITb 3KpaH/Press the icon to
close the screen.

6.3.7 Y janeHune CTaH4apTHbIX
ycTaHoBOK/6.3.7, Deleting a
Preset

6.3.12 Bblbop 0TOOpaXKaeMbIX
napameTpoB abnaumn/6.3.12.
Selecting Ablation Display
Settings

HaxmuTte 3Ha4oK, 4ToOb!
3aKpbITb 3KpaH 6e3 coxpaHeHus
n3MeHeHuiA./Press the icon to
close the screen without saving
changes.

6.2 MNMoakntoveHne/6.2,
Connections

6.3.10 «¥YnpasneHue
OpOLLIEHVEM

3Ha4oK Cceporo LBeTa, ecnm Ha
HaXxaTa KHOMKa paboyero
npouecca ABJTALA. 6.3.10,
Irrigation Control

The icon is gray until the
ABLATION workflow button is
pressed.

6.4.1 «Hayano HoBo
npoLesypbi»

3HayYoK Ceporo LiBeTa, ecnn Ha
HaXxaTa KHOrMKa paboyero
npouecca ABJTALINGA. 6.4.1,
Starting a New Procedure

Mne



OK

CoxpaHuTb/
Save

CoxpaHunTb Kak /
Save As

YnapereHve
cuctemoi/
System Control

MapameTpbl
cuctembl/
System Settings
CocTosHMe
CUCTEMbI: FOTOBA
K abnsauun/
System Status:
Ready for
Ablation
CocTtosHMe
CUCTEMbI:
npesynpesiLLeHye
nnm Tpesora/
System Status:
Warning or
Alert
CocTosiHKe
CUCTEMbI:
CucremHas
owmnbka/ System
Status: System
Error

USB: Ha USB/
USB: To USB
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PasnnyHble skpaHbl/Many
screens

SKpaH M3MeHeHVe
CTaH4apTHbIX
ycTaHOBOK/Edit Preset
screen

JKpaH M3MeHeHe
CTaHAapPTHbIX
ycTaHoBOK/Edit Preset
screen

MaHenb

Hasuraumu/Navigation
Bar

SKpaH
NMOAKIKOUEHWNA/
CONNECTIONS screen
MaHenb

Hasuraumu/Navigation
Bar

lMaHenb
Hasuraumu/Navigation

Bar

MaHens
Hasuraummn/Navigation
Bar

JkpaH CTaHgapTHbIe
ycTaHOBKW/PRESET
Screen

The icon is gray until the
ABLATION workflow button is
pressed.
HaxXmuTe 3Ha4O0K, YTO6b!
3aKpbITb 3KpaH 6e3 CoXpaHeHUs
n3MeHeHuIA./Press the icon to
close the screen and save
changes.
6.3.3 «l/13mMeHeHue CTaHAaPTHbLIX
YCTaHOBOK»

6.4.3 «BHeceH1e BpeMeHHbIX
M3MEHEHWIN B NapaMeTpbl
abnauymn» /6.3.3, Editing a
Preset 6.4.3, Making Temporary
Changes to Ablation Settings
6.3.5 «Co3aaHre HOBbIX
CTaHAAPTHBIX YCTaHOBOK»
/6.3.5, Creating a New Preset

6.7 «YnpaBneHve CUCTEMOI»
6.8 «["POMKOCTb, APKOCTb Y
MPOBEPKa paboTbl HOXKHOM
neganu» /6.7, System Control
6.8, Volume, Brightness, and
Foot Pedal Test

6.2 MoaknoueHne/6.2,
Connections

7.2 «[pefynpexaeHus, Tpesorun
1 NPUYMHBI NPeKpaLLeHNs
abnauym» /7.2, Warnings,
Alerts, and Ablation Stop
Reasons

7.2 «[MpepynpexaeHvs, Tpesoru
1 NPUYMHBI NPEKpPaLLEeHNs
abnauym» /7.2, Warnings,
Alerts, and Ablation Stop
Reasons

7.3 «CUCTEMHBIE OLLIMOKI
/7.3, System Errors

6.3 «CTaHaapTHble YCTaHOBKM»
Kpome Toro, cm. pasgen 6.5.1
«QKCMOPT [AaHHbIX abnaummn n

n7



XXypHana cobbITUin Ha threLu-
Hakonutenb USB».

3Ha4oK ceporo LiBeTa, ecm ata
(DYHKLMA He NOLOEPKMBaETCA
BEpPCVEe NPorpamMmMHoOro
obecneyeHus. /6.3, Presets Also
see 6.5.1, Exporting Ablation
and Event Log Data to a USB
Flash Drive.

The icon is gray if this feature is
not supported by the software

version.
USB: ¢ USB/ OkpaH CTaHAapTHble 6.3 «CTaHaapTHbIe YCTaHOBKW»
USB: From USB ycTaHoBKU/PRESET 3HAYOK Ceporo LBeTa, ecnu ata
Screen (OyHKUMS He NOAAEPKNBAETCH

BEpPC1EN MporpaMmMHOro
obecneyeHus. /6.3, Presets The
icon is gray if this feature is not
supported by the software

version.
OxunpgaHne/Wait Pa3nunuHble akpaHbl/Many  3Ha40K 0TO6PaXKaeTCs, ecm
@ screens cucTeMa 3aHATa.

[/This icon appears when the
system is busy.
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[TONCK n yCcTpaHeHne Hel/ICI'IpaBHOCTeI7|

/Troubleshooting

MoakntoyeHne yctpoicea/Device Connections

AkpaH CONNECTIONS
(MOAKNMHKOYEHWMA) (cm. pasgen 6.2

«[loaKoYeHUs») oTobpaxaeT - |
CBUAETENLCTBYS O MPaBUILHOCTA

MOAK/HOYEHNS YCTPOMCTBa, U K3,
CBMAETENbCTBYSA O HAIMYUM NPOBEMBI C
NoAKNtoYeHreM. B Tabn. 7 onucbliBatoTcs
3HAYEHNA ITUX 3HAYKOB MPUMEHUTENIbHO K

Ka>KJOMy YCTPOICTBY.

6.2, Connections) displays U

a device is properly connected and Slto
indicate a problem with the coimection. Table
7 describes the specific meaning of these icons
for each device.

The CONNECTIONS screen (see Section

to indicate that

Tabnuua 7. MNogkntoyeHns ycTpoincTea /
Table 7 - Device Connections

YcTtporictBo/  3HaeHue 3Havka/Meaning of
Device Icons
Hacoc/Pump

Hacocy SmartAblate
YCTaHOB/IEHO U
paboTocnocobHo. Hacoc
YMpaB/ISeTCA reHepaTopoM.

B Bo3MO)KHbIe

npuynHbI/Possible Reasons

Hacoc He noakntoyeH K

reHepatopy/The pump is not

connected to the generator.

Hacoc o6ectoueH/The pump

is powered off

Mpo6nema CBsA3M reHepaTopa

1 Hacoca/There are
communication problems

between the generator and the

pump.
Bepcua nporpammHoro
obecrieyeHns Hacoca He
COBMECTVIMa C Bepcyielt

nporpaMmmMHoro obecneveHns

reHeparopa.
/The pump has a software

version that is not compatible
with the generator’s software

version.
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MoaknoyeHne reHepatopa Kk - Communication between the generator and

the SmartAblate Irrigation Pump was
established and is functional. The pump is
now controlled by the generator.

[JeiictBua/What To Do

MoakntounTe Hacoc K reHeparopy/Connect
the pump to the generator.

MopaiiTe anKeTpONUTaHMe Ha Hacoc/ Tum
on the power to the pump.

3ameHuTe Kabenb A1s 06MeHa JaHHLIMM
MEX/y reHepaTopoM M HaCOCOM.

/Replace the communication cable between
the generator and the pump.

MpoBepbTe BepCUN NPOrpaMMHOro
obecneyeHns Hacoca v reHeparopa. (Cwm.
Tabn. 3. AKpaHbl YCTPOICTBA B pasaere
6.2.) Mocne 3Toro 06paTuUTECH B CNYXXKOY
NOAAEPKKN KNMEHTOB.

/Check the software version on the pump
and on the generator. (See Table 3- Device
Screens in Section 6.2.) Then consult
Customer Support.
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B03MOXHO Hasmume CM. pyKOBOACTBO NO/Ib30BaTESS HACOCOM
npo6/iemMbl, C HACOCOM. SmartAblate .

Hanpumep, aeepua Hacoca  /See the SmartAblate Irrigation Pump
MOXET ObITb OTKpbITa WM B User Manual.

cucTeMe TPY6OK st

OPOLLIEHWS MOTYT HaXOAUTLCA

Ny3bIPbKM.

/There may be a problem with

the pump. For example, the

pump door may be open or

there may be a bubble in the

irrigation tubing.

MynbT MoakntoveHve reHepatopa K - Communication between the generator and
ANCTaHLMNOHH NyNbTY ANCTaHLMOHHOIO the SmartAblate Remote Control was
oro ynpasneHns SmartAblate established and is fixnctional.
ynpasneHus/ YCTaHOB/IEHO U
Remote paboTOCNOCOGHO.
13 BosmoxHbIe [elictBus/What To Do
npHHHHbI/Possible Reasons
MynbT AUCTAHLMOHHOIO MoaknounTe NynbT AUCTaHUMOHHOIO
yrpaBieHns He NMOAKMIOYEH K YNPaB/eHUs K reHepaTopy.
reHeparopy./ /Connect the remote control to the
The remote control is not generator.
connected to the generator.
MynbT AUCTAHUMOHHOIO MopaiiTe aneKTponuTaHye Ha nynbT
yrpaBeHns 06eCTOYeH. AVCTaHLMOHHOI O YrpaBeHus.
/The remote control is Turn on the power to the remote control.
powered off.

Mpo6neMbl CBSA3U reHepaTopa 3aMeHUTe Kabesb A1 06MeHa JaHHbIMM
W MynbTa AUCTAHLMOHHOTO  MEeX[y reHepaTopoM U MyNbTOM

yrpaB/eHNs. [VCTaHLUMOHHOIO YNpaB/ieHus.
/There are communication ~ /Replace the communication cable between
problems between the the generator and the remote control.
generator and the remote

control.

Kabenb f/19 06MeHa 3ameHuTe kabesb f/1 06MeHa JaHHbIMM
[aHHBIMU MeX Iy MeXay reHepaTopoM 1 NynbTOM
reHepaTopoM W My/bTOM [MCTaHLMOHHOI O YrpaB/ieHus.
ANCTaHLMOHHOIO /Replace the communication cable between
yrpaBneHUs NMOBPEX/EH. the generator and the remote control.

/The communication cable
between the generator and the
remote control is damaged.

Bepcyist MporpamMmHoro OG6HOBMTE BEPCMIO MPOrPaMMHOTO
obecreyeHrs nynbTa obecreyeHVs Ny/bTa AUCTaHLYIOHHOTO
AVCTaHLIOHHOTO ynpasneHus. OBpaTUTeCh B CTYXKOY

ynpaBfeHyst He COBMECTVMA  MOLAEPXKKN KITMEHTOB.

C Bepcuveit NporpaMMHoOro /The software version on the remote control

06ecneyeHns reHepaTopa. version that needs to be updated. Contact
Customer Support.
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/The remote control has a
software version that is not
compatible with the
generator’s software version.

HoxHas O HoxxHast negank noakntodeHa The foot pedal is coimected to the generator
nepans/Foot K reHepartopy ¥ npotusia and has passed the foot pedal test.
Pedal MPOBEPKY PaboTbl HOXKHOWA

nesan.

Bo3moXxHble [Leiictena/What To Do

npuymHbl/Possible Reasons
HoxkHasA nepasb He
MOAK/MIOYEHA K reHepaTopy
(w1 oTKNtoUMNace). /

The foot pedal is not
connected to the generator (or
has become disconnected).

He BbINonHeHa NpoBepKa
paboTbl HOXXHOW NejaIn.
/The foot pedal test has not
been performed.

HoxkHas nefasb He npoLLia
NPOBEPKY paboTbl.

The foot pedal has failed the
foot pedal test.

HoxHas nefanb He npoLuia
aBTOMATNYeCKYHO MPOBEPKY
NaeHTUMKaTopa.

The foot pedal automatic 1D

check failed.
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MoakntounTe HOXHYHO Mefasib K
reHeparopy. BbinonHuTe NpoBepKy paboThl
HOXHOM nefasn. (Cm. Tabn. 3. SKpaHb!
YCTPOCTBa B pa3aene 6.2 uin pasaen 6.8
«[POMKOCTb, SIPKOCTb Y MPOBepKa paboTbl
HOXHOW nefanm».) /

Connect the foot pedal to the generator.
Perform the foot pedal test. See Table 3 -
Device Screens in Section 6.2 or Section
6.8, Volume, Brightness, and Foot Pedal
Test.)

HaxxmuTe 1306padkeHne HOXXHOM nefasin v
BbIMNO/THWTE MPOBEPKY PaboThbl HOXHOW
neganm. /Press the image of the foot pedal
and perform the foot pedal test.

3ameHuUTe HOXHYHO Mejaib UCMPaBHOM 1
BbINO/IHUTE NPOBEPKY ee PaboTbl.

Replace the foot pedal with a good foot
pedal and perform the foot pedal test.

XoTd HOXKHasA nejasib NMPOLLLIa NpPoBepKa
paboTbl, HO UCMO/b30BaHA ObITb HE MOXKET.
3ameHuTe HOXXHYHO Neaastb UCnpaBHoOM K
BbIMO/IHUTE MPOBEPKY ee PaboThbl.

In this case, although the foot pedal may
have passed the foot pedal test, it cannot be
used. Replace the foot pedal with a good
foot pedal and perform the foot pedal test.
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MHaeddepeH B OpaHonnacTUHYaTbIN
THbIN
anekTpog/
Indifferent
Electrode
[BYyXnnacTMHYaTbIN

NHANDGDEPEHTHBIA 3M1EKTPOL:
CBWETENbCTBYET, UTO
NHANGD(EPEHTHBIN 3N1EKTPOA
MOAK/THOYEH K CHCTEME, a
KOHTaKT C MaLWeHTOM
[0CTaTOueH /19 BbINO/HEHNS

abnaumn.
E|_ Bo3MOYKHble

npuyuHbI/Possible Reasons
OpaHonnacTUHYaTbI UK

ABYXMNaCT/HYaTbI

NHAV(DEPEHTHBIN 3N1eKTPOL;:
VHanddepeHTHBbIN 31eKTpos,
He MOAK/THOYEH K reHepaTopy.
Solid or split indifferent
electrode: The indifferent
electrode is not connected to

the generator.

VHAVU(DEPEHTHBIN 3N1eKTPOS;
CBUAETENbCTBYET, YTO
VHAW(DEPEHTHBI 3N1EKTPOS,
MOAKNKOYEH K CUCTEME.

[ByXnnacTMHYaTbIi

NHANDDEPEHTHBI 3NEKTPOL:

KayeCTBO KOHTaKTa C

nauyeHToMm HeaoCTaToO4yHO

Ana abnaumn.

Split indifferent electrode:
The contact quality on the
patient is not good enough for

ablation.
Esophageal MULLEBOAHBIA 30HL
Probe
(MuweBoa-
HbliA 30HA) (He
MPYMEHUM K WM Ana naupeHTa
reHepaTo- [manasoHe.
pamBepcuit |9 BosmoxHble
USuJP)/
Esophageal
Probe
(not applicable
for the USand
JP versions of
the generator)
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MOAK/TIOUEH K reHepaTopy, a
TemnepaTypa HaxoauTcs B
[0MNYCTVMOM /151 OMELLIEHNS!

npuunHbI/Possible Reasons
MLLEBOAHDIN 30HL He
MOAK/HOYEH K reHepaTopy.
/The esophageal probe is not
connected to the generator.

Solid indifferent electrode: Indicates that
the indifferent electrode is connected to the
system.

Split indifferent electrode: Indicates that the

indifferent electrode is connected to the
system and contact with the patient is good
enough for ablation.

[Oenicteusa/What To Do

MoakntounTe MHANDGEPEHTHBIN 3NEKTPOL
K reHeparopy.

Connect the indifferent electrode to the
generator.

Ynyulmte KOHTaKT NHAUM(EpEHTHOro
anekTpoga e nauyueHtom. (Cm. pasgen 3.4
«lcnonb3oBaHme MHANMGEPEHTHBIX
3/IEKTPOA0B».)

Improve the contact of the indifferent
electrode on the patient. (See Section 3.4,
Handling Indifferent Electrodes.)

The esophageal probe is connected to the
generator and the temperature is within a
reasonable range for the room or for the
patient.

[JeiictBua/What To Do

Y6eanTechb, YTO NULLIEBOAHBIV 30H[
MOAK/MKOYEH K COOTBETCTBYHOLLEMY
COeAVHUTENBHOMY Kabesto CUCTEMbI
SmartAblate . (Cm. pasgen 5.2.3 «Kabemm
SmartAblate ».)

Y6eanTech, UTO COEANHUTENbHbIN Kabesb
MULLEBOHOIO 30HAA MOAK/THOYEH K
KpacHoMy rHe3gy Catheter 2 (Katetep 2),
pacnonoXeHHOMY Ha rnepefHein naHem
reHeparopa. CMm. anemeHT 5 B pasgene 4.2
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«3NeMeHTbI YrpaB/ieHUs, PacrosiOKeHHbIe
Ha nepefHeli NaHen reHepaTopa.)
/Verify that the esophageal probe is
connected to the appropriate SmartAblate
System cormection cable. (See Section
5.2.3, SmartAblate Cables.)
Verify that the esophageal probe
connection cable is coimected to the red
Catheter 2 receptacle on the front of the
generator.
(See Item 5 in Section 4.2, Controls on the
Front of the Generator.)
Temnepatypa 3a npefenamm  YoeauTechb, UTO NULLEBOAHLIA 30H[
[OMyCTUMOrO Ayana3oHa.  COBMECTUM C reHepaTopoM. YoeamTech, UTo
/The temperature is not COELMHUTENbHBIN Kabesb COOTBETCTBYET
within a reasonable range. TNy NKLLIEBOAHOIO 30HAA.
[Verify that the esophageal probe is
compatible with the generator. Verify that
the cormection cable is correct for the type of
esophageal probe.
MLLEBOAHDI 30HA 1N 3ameHuUTe NULLEBOAHBIN 30HA, U/nm
COELMHUTENbHBIN Kabenb  COoeAuHMTENbHbIA Kaberb Ha HOBBINA.
HevicripaseH. /Replace the esophageal probe and/or
/The esophageal probe or  connection cable with a new one.
connection cable is

defective.
KarteTep m KaTeTep nogknto4eH K The catheter is connected to the generator
(» kabenb gns reHepartopy, a Temnepatypa and the temperature is within a reasonable
abnaumm ans HaxoauTcs B gonyctMoM  range for the room or for the patient.
cUCTEMBI [N19 NOMELLEHNs Un s
KapTupoBa- naumeHTa avanasoHe.
HUA, ecnn
NPpUMeHUMO) T  B0O3MOXHble [JeiictBua/What To Do
/Catheter npn4mHbl/Possible
(and Ablation Reasons
Cable_to KateTep He nogkMtoyeH K Y6eamtech, Uto Ha skpaHe CONNECTIONS
Mapping reHepartopy. / (NMOAKNFOYEHWS) oTo6paxkaeTcs
System, if The catheter is not 1cnonb3yemasi CUCTeMa KapTVPOBaHKA
applicable) cormected to the generator.  (cuctema CARTO 3, cuctema CARTO XP

Wmn fpyras).

Y6eauTech, YTO KaTeTep NOAK/MOYEH K
COOTBETCTBYHOLLIEMY Kabento, a Kaberb
NOAK/MIOYEH K KpacHOMY rHe3ay Catheter |
(KareTep 1), pacronoyeHHOMY Ha nepeaHei
naHen reHeparopa. Cm. afiemMeHT 4 B
pasgene 4.2 «3neMeHTbl ynpasnieHus,
pacro/oXeHHble Ha NepeaHein naHem
reHeparopa».) /Verify that the
CONNECTIONS screen reflects the
mapping system that you are using (CARTO
3 System, CARTO XP System, or other).
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MpepynpexaeHns, TPEBOTN N NPUYUHbI NPeKpaLLeHNs
abnaunn/Warnings, Alerts, and Ablation Stop Reasons

MpeoynpexgeHus n Tpesorn/Warnings and Alerts

3Hauok CoCTOsIHME CUCTEMbI OTOBpaXKAeTCS
Ha MaHeNN HaBUraLWn, ecnv abnaums He
BbIMO/HSETCA MO /1060 NPUUMHE.
CyLLECTBYET TPU Pa3/INYHbIX 3HaYKa

CocTOosiHME CUCTEMBI:

= AGnAUMS MOXET ObITb BbIMO/HEHA.
AKTMBHbIE NpeaynpeXaeHns 1 TPeBoru
OTCYTCTBYHOT.

VmeeTcs npefynpexaeHuve nm
TpeBora.
«[pepynpexkaeHne» 03HayaeT Hamume
HEYrpOXXatoLLEro COCTOSIHUA. ABNALMA MOXET
ObITb BbIMO/IHEHA AAXKe MPX HA/INYUM
npepynpexaeHns. Hanpumep, «Low fluid»
(HV3KMiA YPOBEHb XNAKOCTH).
«TpeBora» 03Ha4aeT Ha/IMUme YrpoXaroLLero
COCTOSIHMSA, KOTOPOE [O/MKHO 6bITb YCTPaHEHO
[0 BbINoHeHUs abnauyn. CocTosiHWe TPeBOru
MOXET HacTyrnaTb, Korja abnaums He
BbINO/HseTCS. Kpome Toro, 0HO Croco6bHO
npepbiBaTh abnaumio. Hanpumep, «Catheter
temperalllre above maximum» (Temneparypa
KaTeTepa NpPeBbITAeT MaKCUMa/IbHO
[ONyCTUMYHO).
3Ha4yoK COCTOAHME CUCTEMbI U3MEHSIETCA C

Ha MpW HaCTYMN/IEHNN COCTOSIHUA
npeaynpeXxaeHns unm Tpesoru. Haxmmre
3HauoK, 4To6bI 0TO6Pa3UTL OKHO Warnings
and Alerts (MpeaynpexxaeHns 1 TPEBOIW).
YCTpaHuTe COCTOSIHME NPeaynpeXxaeHns win
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___Warnings
and Alerts
\Mndow

- System
Status
Icon
The System Status icon is visible on the
Navigation Bar whenever ablation is not being
performed. There are three different System

Status icons:

= Ablation can be performed and there
are no active Warnings or Alerts.

= There is a Warning or an Alert.
A Warning indicates a condition that is not
critical. Ablation can be performed even when
there is a Warning. For example, “Low fluid.”
An Alert indicates a condition that is critical
and must be fixed before ablation can be
performed. An Alert may occur when ablation
is not being performed or it may stop ablation.
For example, “Catheter temperature above
maximum.”

The System Status icon changes from to

when a Warning or an Alert occurs. Press
the icon to display the Warnings and Alerts
window. Resolve the Warning or Alert (see
Table 8 - Warnings, Alerts, and Ablation Stop
Reasons in this section). As each Warning or
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Tpesoru (cM. Tabn. 8. MpeaynpexaeHus,
TPeBOrv 1 NPUYUHLI NpeKpaLLeHns abnaummn B
HacTosLLemM pasgene). lMocne ycTpaHeHNs
COCTOSIHVE NpesynpPeXXaeHns 1in Tpesoru
COOTBETCTBYHOLLIEE COOOLLIEHME NMpeKpaLaeT
oTobpaxaTtbcs. Haxkmute 3akpbitb U,
4TO6bI YAANTB C 3KpaHa OkHO Warnings and
Alerts (MpeaynpexxaeHns v TPEBOIW).

1= CucteMHasi oLLMOKA U HEeYCTPaHMMas
cucTeMHas owwmbka. OToBpaXKaeTCst OKHO
Event (CobbITre). (Cm. pasgensl 7.3.1
«CuncTeMHas oLLn6Ka» 1 7.3.2 «HeycTpaHnMast
CUCTEMHAsA OLLIMOKa».)

Alert is resolved, it disappears from the screen.

Press Close [E to remove the Warnings and
Alerts window from the screen.

= There is a System Error or a Fatal
System Error. The Event window appears. (See
Sections 7.3.1, System Error and 7.3.2, Fatal
System Error.)

OtueT 06 abnsaumm n MpuunHa npekpatleHne abnsauum /Ablation Summary with Ablation
Stop Reason

Ecnmn abnauma 6bina npekpatLieHa rno npuymHe
JOCTVOKEHWS 3arporpamMmMMpoBaHHOTO
BpeMeHM abnsumm Ui HenpeaHaMepeHHol

OCTaHOBKM, 0TOOPaXKAETCS 3HAYOK
CocTosiHVe cucTeMbl. OTOGpaXKaeTca OTveT
06 abnauum ¢ cooobLeHVem B nose Ablation
Stop Reason (MpuunHa npekpaLLieHns
abnsaumn), Hanpumep «Timer completeds»
(UcTekno Bpems Talimepa).

Ecnvn abnauusa 6b1na npekpatLleHa no
COCTOSIHWIO TPEBOIM, OTOOPAXKAETCA 3HAYOK

CoCTOSIHVE CUCTEMBI, @ Ha 3KpaHe
Ablation Summary (OTyeT 06 abnauumn) B
nosne Ablation Stop Reason (MpuunHa
npekpaLLieHns abnsauum) oTobpaxaeTcs
06bACHEHWe TpeBory. Utobbl 0TO6Pa3nTb OKHO
Warnings and Alerts (MpeaynpexaeHns n
TPEBOr1) MOXHO TakXKe HaXKaTb 3HaUOK.
YcTpaHuTe npuumHy Tpesoru (cm. Tabn. 8.
MpesynpexxaeHus, TPEBOrM U MPUYKHBI
npeKpaLLeHns abnauymn HUXKE) 1 HOXMUTE
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Ablation Stop
Reason

__System
Status
icon
When ablation stops because the preset
ablation time has been reached or because
ablation has been intentionally stopped, the

~Bsystem Status icon is displayed.

The Ablation Summary appears displaying an
Ablation Stop Reason such as “Timer
completed.” When ablation stops because an

Alert has occurred, the NN System Status
icon is displayed and the Ablation Summary
screen appears displaying an Ablation Stop
Reason that explains the Alert. You also have
the option of pressing the icon to display the
Warnings and Alerts window. Resolve the
Alert (see Table 8 - Warnings, Alerts, and
Ablation Stop Reasons below) and then press
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3aKpbITb W ,, uTo6bI yaanuTb ¢ 3kpaHa okHo  Close S to remove the Warnings and Alerts

Warnings and Alerts (MpegynpexxaeHns n window from the screen.

TpeBsory).

Tabn. 8 cofepXXuT onmcaHme Table 8 describes the Warnings, Alerts, and
npeaynpeXXaeHnia, TPEBOT 1 COOBLLIEHNI B Ablation Stop Reasons that may appear on the
nosne Ablation Stop Reason (MpuunHa screen.

MpeKpalLLieHVs abnsLym), KOTopble MOryT
0TOGPAXKATLCS Ha KPAHE.

Tabnvua 8 MpefynpexkaeHns, TPeBOr 1 MPUYMHLI NPeKpaLleHnsa abnaumn
[Table 8- Warnings, Alerts, and Ablation Stop Reasons

CoobLueHne/Message Muankatopsbl/Indicators Oencteusa/What To Do
* npH4HHbr\Reasons (B =BusyanbHbIR/Y = Visual,

3=3ByKOBofi/S = Sound)
HepocTaTouHbIN KOHTAKT € MHAUMDMEPEHTHBLIM 3/1EKTPOAOM/
Bad contact indifferent electrode
* [pn 1cnonb3oBaHUM Tpeora/Alert * [pn “cronb3oBaHUK
[BYXNNaCTUHYaTOro [BYXMaCTVHYATOro
NHAN(DEPEHTHOIO NHAN(MEPEHTHOr O 3/1EKTPOA
3/1EeKTPO/a Ka4ecTBO ero YNYULLAIATE ero KOHTAKT C KOXel
KOHTaKTa C KOXel naupeHTa. (Cw. pasgen 3.4
naumeHTa yxyzLaeTcs ¢ «l/cnonb3oBaHue
MOMEHTa HaloXeHus. / NHAN(EPEHTHBIX 3/1EKTPOAO0B.) /
When using a split When using a split indifferent
indifferent electrode, the electrode, improve the contact of
contact quality with the the indifferent electrode with the
patient’s skin has patient’s skin. (See Section 3.4,
deteriorated since the Handling Indifferent Electrodes.)
indifferent electrode was
applied to the patient.

B=W wnuHgnkatop Alarm
(TpeBora) 3aropaetcs
OpaHXXeBbIM 3 = OTCYTCTBYET
Ablation Stop Reason
(MpuumHa npekpaLleHns
abnauun) B = Ablation
Summary (OTueT 06
abnaumm) 1 raesga 06omx
NHAN(MEPEHTHBIX
3NeKTPOLOB MUrakoT CUHIM B
TeyeHue 5 cekyHA

3 = 3BYKOBOW CUIHa/

OCTAHOBKIA BN /  ECnn yCTpaHUTb Npo6rieMy He

Y[a/10Cb, BOCMO/Bb3YMTECH APYTVM

V= and Alarm indicator nHaudhepeHTHbIM 3M1EKTPOAOM
turns on/orange S = none Wn apyrum Kabenem. /

Ablation Stop Reason V= [fthe problem persists, use a
Ablation Summary and both  different indifferent electrode or a
indifferent electrode different cable.

receptacles flash blue for 5
seconds S = Ablation stop
tone

My3bipek/Bubble

* [laTumk Hacoca Tpesora/Alert Il OnacHocTb 4n1A naypeHTa !/
. 1] i 1l
oo boncrone B H i wwmnarop Alarm SRR PRI Lo v
y3bip (TpeBora) 3aropaetcs P y

TpY6OK 415 opoLleHus. / Z
The pump sensor identified OpaHXeBbIM 3 = OTCYTCTBYeT Hacoce KHornky CTon /

: L Ablation Stop Reason
?légbble in the irrigation (TIPMMIHA NPEKPALLIHIS Plﬁs the Stop ® button on the
ubIng. abnsumm) B = Ablation pump
Summary (OTyeT 06

/127
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



abnaumn) * [pomoliiTe cuctemy Tpy6oK. (Cw.

3 = 3BYKOBOW CUrHaN pasgen 6.6 «pombiBKa Ans
OCTaHOBKM abnaummn / yAaNeHNsa BO3ayXa U3 CUCTEMbI
V= and Alarm indicator TPYOOK v KaTeTepa».) /

Flush the tubing. (See Section 6.6,
Flushing to Eliminate Air in the
Tubing and Catheter.)

* B0306HOBWTE HU3KYHO CKOPOCTb
nofaun (pexxum oxungaHus). /
Resume low (standby) flow
Temnepatypa KaTeTepa npeBbllaeT MakcMMansHoO gonyctumyto /Catheter temperature
above maximum

*Temnepatypa anektpofa  Tpesora/Alert * [TofoXanTe HECKO/bKO CEKYHA,
KaTeTepa Ans abnaumn B= rMoKa Temneparypa He NMOHU3NTCH,
MPeBOCXOAUT - MoC/ie Yero MOXKeTe NPOAOIKNTL
3anporpamM1poBaHHoe abnaumo.

3HayeHue oTceuku. / * Ecnm ycTpaHnTb Npobnemy He
The temperature of the y[anocb, U3MeHUTE B

catheter ablation electrode MNCNOMb3yeMbIX CTaHAAPTHbLIX
exceeded the cut-offvalue YCTaHOBKax 3Ha4eHne OTCEeUKN Mo
set in the preset. Temnepatype. (Cm. pazgen 6.3.3
«13MeHeHVe CTaHAAPTHbIX

turns on/orange S = none
Ablation Stop Reason V =
Ablation Summary S=
Ablation stop tone

1 nHamkartop Alarm
(TpeBora) 3aropaetcs
OpaHXeBbIM 3 = OTCYTCTBYET
Ablation Stop Reason
(MpurunHa npekpatyeHns
abnsaumm) B = Ablation
Summary (OTuYeT 06
abnsaumn) n rdesga 06omx

NHAN(HEPEHTHBIX CTAHOBOK».)
BO3MOXHbIE NPUUMHBL/  3nekTpogoB MuratoT cuHum B Y '
Possible reasons are: TeueHwe 5 CeKyH, * OueHuTe, HET /N Yy Neperpesa
Temriepatypa sNeKTpoAa 3 = 3pyKoBOiA CUrHan SNEKTPOAA A9 a6NALM
ANA 20NALMM CIMLLIKOM OCTaHOBKM a6nsiLym / BOSMOXKHLIX TIPHIAH
BbICOKa; / o K/MHWYECKOTO XapaKTepa.
The ablation electrode is too ¥ = H and Alarm indicator « Ecn 3710 He ycTpaHuT npo6siemy,
hot. turns on/orange S = none 06paTUTECH B CTYXKBY MOAAEOKKM

Ablation Stop Reason V= knneHToB. /

3HaueHVe OTCEeUKM : _
Ablation Summary and both  «\Wait a few seconds for the

C/INLLKOM Mano. /

The cut-offvalue is too low. indifferent electrode temperature to drop before
receptacles flash blue for5  restarting ablation.
seconds S = Ablation stop If the problem persists, modify
tone the temperature cut-off value in the

preset that was used.
(See Section 6.3.3, Editing a
Preset.)

Consider possible clinical reasons
for the ablation electrode to
overheat.

If the problem persists, contact
Customer Support.

N3meHeHVe TeMnepaTypbl KaTeTepa/Catheter temperature change
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» Temnepatypa KaTeTepa  MpuunHa npekpaweHms * [NonpobyiiTe 3aMeHUTbL Kabenb
M3MEHSIETCS CO CKOPOCTbIO ~ abnsuum) nnn KateTep. Ecnm 310 He

bonee 20 rpagycos 3a 200 _ Ablation Summary (oruer YCTPGHWUT MpoGniemy, obpatutech B
MC. BO3MOXXHOM MPUYMHON 06 a6nsumun) v rrespo katetepa  CNYXKOY MOAAEPKKN KIMEHTOB. /
MOTYT ObITb 3/IEKTPUYECKNE MWFaeT KpacHkIM B TedeHne 5 Try a different cable or catheter.
MOMEXV, TEHEPUPYEMBIE 5~ sewcosoii eurwan ocramosr 1T the problem persists, contact
3M1EKTPOAOM ANA abMAUUU U a6nsiuyun/ Customer Support.

JaTumkoMm Temnepatypbl/  Ablation Stop Reason
The catheter temperature v/ = ABand Ablation

greater than 20 degrees receptacle flashes red for 5
within 200 ms. Thismay  gaconds
occur when there is S = Ablation stop tone

electrical interference

between the ablation

electrode and the

temperature sensor.

HeBepHble nokasaHus TemnepaTypbl KateTepa/Catheter temperature invalid

*Y6eauTech, UTO KaTeTep
MOAK/THOYEH K COOTBETCTBYHOLLEMY
Kabento, a Kabesb NOAK/HOYEH K
KpacHomy rHesay Catheter 1
(KateTtep 1), pacnosnioxeHHOMY Ha
nepeaHei naHeny reHeparopa.
(Cm. anemeHT 4 B pa3gene 4.2
«QNEMEHTbI YrpaB/eHNs,
pacrosoXeHHble Ha nepesHel
naHenm reHeparopax.)

* Y6eauTech, YTo UCMO/b3yeMble
KaTeTep ¥ CoeMHUTENbHbIA Kabesb

"eHepaTop He Tpesora/Alert
NaeHTUONLMPYET
[0MNYCTUMbIIA NOKasaTeslb
TemnepaTypbl. Bo3MOXHbIe
MPUYMHBI:

* KaTeTep He NOAK/IHOYeH
WM MOAKNHOYEH K
HeHaiexallemMy rHesay
*Kabenb WK KateTep
MOBPEX[EH;

*rpo61iema COBMECTVMOCTM
reHepaTopa M BHELUHMX

B= N n wvHaukatop Alarm
(TpeBora) 3aropaetcs
OpaHXXeBbIM 3 = OTCYTCTBYeT
Ablation Stop Reason
(MpunurHa npekpaLLeHns
abnsummn) B = Ablation
Summary (OT4eT 06
abnauum) 1 rHe3ao Katetepa
MUraeT KpacHbIM B TeyeHue 5
CeKyH[, 3 = 3BYKOBOW CUHa
OCTaHOBKM abnauym /

YCTPOWCTB; (kabenu) COBMECTUMBI C
*BHYTPEHHSIS Npobriema V= and Alarm reHepaTopoM.

reHeparopa./ indicator LLims on/orange * [NonpobyiiTe 3aMeHUTL Kabesb
The generator does not S =none Wn KateTep. Ecnm ato He
recognize a valid Ablation Stop Reason YCTPaHMT Npobnemy, obpaTuTech B
temperature reading. V = and Ablation Summary  cny»k6y NoaaepXXKy KIMEHTOB.
Possible reasons are: and catheter receptacle

« A catheter is not flashes red for 5 seconds «Verify that the catheter is
cormected or is connected to S = Ablation stop tone cormected to the appropriate cable

the wrong receptacle.

* The cable or catheter is
faulty.

* There is a compatibility
problem between the
generator and external
devices.

* There is an internal
problem in the generator.
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and that the cable is connected to
the red Catheter 1 receptacle on
the front of the generator.

(See Item 4 in Section 4.2, Controls
on the Front of the Generator.)

* Verify that you are using a
catheter and a cable or cables that
are compatible with the generator.
* Try a different cable or catheter.
If the problem persists, contact
Customer Support.
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* /I3mepeHHast kateTepom  [MpefnynpexxaeHneAYarning
Temnepatypa MOXeT B= 3HAUOK C
MPEBOCXOANTE MUTaroLLE OpaHXeBOM
z%gzg;%im'gﬂaiawoe A oKanTOBKOM OTOBpaXKAETCSH

PALOM C MOKa3aHWeM
3HayeHve. /

Temnepartypsbl
* The temperature measured paryp

3 = npeaynpeauTeNnbHbIN
by the catheter may have PeAYTIPeA
) curHan /
exceeded the warning value
set in the preset. V= appears near

temperature reading and its
orange border flashes
S = Warning tone

* YMeHbLUNTE 3HaYeHVe napameTpa
MOLLIHOCTK, MCMO/Ib3yemoe Ans
abnaummn, W npekpartuTe
abnauuto.

* Ecnn cocTosHMe nauueHTa
Mo3BONSET, U3MEHUTE B
NCMONb3YeMbIX CTaHAAPTHbIX
yCTaHOBKax 3anporpamMupoBaHHoOe
LN19 NpefynpeXxxaeHns 3HaueHve.
(Cwm. pasgen 6.3.3 «/13meHeHre
CTaHAaPTHbIX YCTaHOBOK».) /

* Reduce the power setting used for
the ablation or stop the ablation.

* Ifit is clinically appropriate,
modify the temperature warning
value for the preset that was used.
(See Section 6.3.3, Editing a Preset.)

BbIxoaHOM TOK cnmwikom Benvk /Current output too high

* ["eHepaTop nonbITascs
NoAAaTb BbIXOAHOM TOK.
MpPeBbILLAIOLLNIA ero
pacyeTHYH0 BO3MOXHOCTb.
/

* The generator was trying
to deliver a current output
that was beyond its
intended capability.

MpyynHa NpeKpaLLeHns
abnaummn

B= Ablation Summary
(OTyYeT 06 abnAUMN) 1 rHe3ao
KaTteTepa MUraeT KpacHbIM B
TeUeHMe 5 CeKyHA,

3 = 3BYKOBOW CUIHa/
OCTaHOBKM abnsiuum/
Ablation Stop Reason

V= and Ablation
Summary and catheter
receptacle flashes red for 5
seconds S = Ablation stop tone

e Cm. s HacToSLLEel Tabnuue
ykaszaHusi gns Power output too
high (BbIxogHass MOLLIHOCTb
C/IMLLIKOM BbICOKa). /

* See the instructions in this table
for Power output too high.

TemnepaTypa NULLIEBOAHOMO 30HAA NPEBbLILLAET MaKCUMasibHO AonycTuMyto /Esoph.

temperature above maximum

(He npumeHUMO K reHepaTopam Bepeunid US 1 JP)/(not applicablefor the USand JP versions of

the generator)

* Temnepartypa Tpesora/Alert
MNLLEBOAHOTO 30HAa B=W v uHaukatop Alarm
npesocxoanT (TpeBora) 3aropaeTcst
3anporpaMM1MpoBaHHoe

OpaHXeBbIM 3 = OTCYTCTBYET
Ablation Stop Reason
(MpuyunHa npekpatLeHms
abnauun) B = Ablation
Summary (OTuyeT 06 abnsAumm)
W THE3L0 MULLEBOAHOIO 30HAA
MUraeT KpacHbIM B TeyeHue 5
CeKyH[, 3 = 3BYKOBOW CUrHa
OCTaHOBKM abnsumm

V= and Alarm indicator
mms on/orange

3HAYEHVE OTCEUKM.
B03MOXHbIe MPUYNHBI:

* MULLEBOJ, Harpencs B
npotecce abnaumu;

* 3HauYeHMe OTCEYKN
CMLLKOM Masio./

* The esophageal probe
temperature exceeded the
cut-off value set in the
preset. Possible reasons
are:
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* [NopoxanTe HECKObKO CEKYHU,
rMoKa TemnepaTypa He NOHU3NTCH,
MOC/Ie YEro MOXETE MPOLOMKUTL
abnauuto.

* CM. B HacTosiLLel Tabnnue
ykazaHus gna MNpegynpexaeHs
Esoph. temperature above
maximum (TemnepaTtypa
MULLIEBOAHOMO 30HAa MPeBbILLIAeT
MaKCUMas1bHO J0MNyCTUMYHO). /
* Wait a few seconds for the
temperature to drop before
restarting ablation.
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* The ablation is heating
the esophagus.

* The cut-off value is too
low.

S=none Ablation Stop
Reason V = and Ablation
Summary and esophageal

probe receptacle flashes red for

5 seconds S = Ablation stop
tone

*See the instructions in this table
for Esoph. temperature above
maximum (Warning).

Temnepartypa NuLLEBOAHOr0 30HAA NPeBbILIaeT MakCMManbHO gonyctumyto /Esoph.
temperature above maximum
He NPUMEHUMO K reHepaTopam BepcuiA US 1 JP)/(not applicablefor the USand JP versions of

the generator)

* Temnepatypa
MULLEBOAHOr O 30HA4a
NpeBoCXoauT
3anporpamM1poBaHHoe
N9 NpeaynpeXxaeHns
3HayeHue. Bo3MoxHbIe
MPUYKHBI;

* NULLEBOA, Harpescs B
npouecce abnauum;

* 3HaYeHVe 419
npeaynpeXxxaeHns
C/IMLIKOM Mas1o. /

The esophageal probe
temperature exceeded the
warning value set in the
preset. Possible reasons
are:

The ablation is heating
the esophagus.

The warning value is too
low.

MpepynpexgeHneAVarning

B= . 3Ha4oK C
MUratoLLEein OpaHXeBoM
OKAHTOBKOIA 0TOOPaXKaeTCs
PSAOM C MOKa3aHWEM
TemnepaTypb! MULLEBOAA

3 = npefynpeauTebHbIN
curHan /

V= appears near
esophageal temperature
reading and its orange border
flashes

S = Warning tone
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* YMeHblUMTe 3HaYeHVe napameTpa
MOLLIHOCTM, MCMO/b3yemMoe A/s
abnaumn, uin npekpaTuTe
abnaumo.

 Ecnm cocTosHve nauyieHTa
MO3BOJISET, YBENNYLTE PacCTOSAHME
MeXAy NULLIEBOLOM W1 KaTETEPOM.

* Ec/n 310 He ycTpaHuT npobremy,
0bpaTuTECh B CNYXXOY NOAAEPKKM
K/IMEHTOB.

* 370 npegynpexaeHne MoXXHO
[eaKTMBMPOBATb, YCTAHOBUB [/15
Hero 3HauveHve Off (Bbikn). (Cwm.
pasgen 6.3.3 «/13meHeHune
CTaHAAPTHbIX YCTaHOBOK».) /

* Reduce the power setting used for
the ablation or stop the ablation.

If it is clinically appropriate,
reposition the catheter farther away
from the esophagus.

Ifthe problem persists, contact
Customer Support.

You can disable this warning by
setting its value to Off.

(See Section 6.3.3, Editing a
Preset.)
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Hegonyctumasa Temnepatypa nuwesona)/E8opba8eal temperature invalid
(He nprmeHUMO K reHepaTopam Bepcuid US n JP)/ (not applicablefor the USand JP versions of

the generator)

["eHepatop He Tpesora/Alert * Y6eamnTechb, YTO MULLIEBOAHBIN
m,ququammfpyeT B= W uHgKaTop Alarm 30H[, MOAK/THOYEH K
[OMYyCTUMBIA NoKasaTte/lb (Tpesora) 3aropaeTcs COOTBETCTBYHOLLEMY Kabesto, a
Temnepartypbl. Kabenb NoAKNOUEH K KpacHOMY

OpaHXXeBbIM 3 = OTCYTCTBYeT
Ablation Stop Reason
(MpurynHa npekpatleHns
abnauun) B = Ablation
Summary (OTtueT 06 abnsAumm)
1 THe340 MULLEBOAHOIO 30HA4a
MUraeT KpacHbIM B TeyeHue 5
CEKyH[ 3 = 3BYKOBOI CUrHas
OCTaHOBKW abnauym /

rHesay Catheter 2 (Katetep 2),
pacronoXXeHHOMY Ha nepesHei
naHenu reHeparopa. (CM. anemeHT
5 B pasgene 4.2 «9nemMeHTbl
yrpaB/ieHns, pacnooXKeHHble Ha
nepeaHei naHenm reHepaTopar.)

* Y6eamTech, YTO UCMO/b3yeMble
30HA 1 Kabenb (Kabenn)
COBMECTUMbI C FeHepaTopoM.

B03MOXHbIE MPUYNHBL:

* MULLEBOAHbIA 30HL He
MOAK/FOHEH W
NOAK/HOYEH K
HeHaZ/1ieXxalliemy rHesay;
* Kabesnb nospexaeH./
The generator does not
recognize a valid
temperature reading.

Possible reasons are: V= and Alarm indicator e Monpo6yiiTe 3aMeHUTL Kabesb

« An esophageal probe is  turns on/orange S = none WM 30H4. Ecnm 3To He ycTpaHuT
not connected or is Ablation Stop Reason npo6nieMy, 06paTUTECH B CYXOY
connected to the wrong V = and Ablation Summary  nogaepXKn KIMEHTOB.

receptacle. and esophageal probe * YT06bI NPOAOMKITL NPOLEAYPY,
* The cable is faulty. receptacle flashes red for 5 MOXXHO [1eaKT1BMPOBATb PYHKLMIO

seconds S = Ablation stop tone koHTpons NuLLEBOAa, YCTaHOBMB
L1 NpefynpeXxxaeHns 1 0TCeYKU
3HayeHus Off (Bbikn). (Cwm.
pasgen 6.3.3 «/13meHeHve
CTaHAAPTHbIX YCTAHOBOK».) /
* Verify that the esophageal probe
IS connected to the appropriate
cable and that the cable is
connected to the red Catheter 2
receptacle on the front of the
generator. (See Item 5 in Section
4.2, Controls on the Front of the
Generator.)
» Verify that you are using a probe
and a cable that are compatible with
the generator.
* Try a different cable or probe. If
the problem persists, contact
Customer Support.
* In order to continue with the
procedure, you can disable the
esophageal monitoring feature by
setting the warning and cut-off
values to Off. (See Section 6.3.3,
Editing a Preset.)

Moagbem TemnepaTypbl Nuwesoga/Esophageal temperature rise
(He npuMeHUMO K reHepaTopam Bepcuid US 1 JP) /(not applicablefor the USand JP versions of
the generator)
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S = Warning tone Ablation
Stop Reason V = Ablation
Summary S = Ablation stop
tone
OTK/oYeHa HOXXHasA nefanib — MynbT AUCTaHUMOHHOIO ynpasieHns (Min OTKIIHOY.
HOXXHas nefanb — MynbT AUcTaHUMOHHOIo ynpasneHus) / Foot pedal disconnected -
Remote (or Foot pedal disconn. - Remote)
» HoxxHast neganb, kotopas  MPEAYTIPEXXOEHNE/ * OTKNHOUNTE HOXKHYIO Mefab
6bina nogkntodeHa K nynsty WARNING OT Ny/nbTa ANCTaHLMOHHOI0
AVCTaHLMOHHOIO B= ynpasfieHns 1 CHoBa
yrpaBneHys npu Havane noakounTe ee. Ecnm
abnaumy, Bo Bpems abnauum YCTpaHWUTb Npobriemy He
OTK/IKouMNach./ Y[anocb, BOCMO/b3yNTECh
* The foot pedal that was [PYroin HOXXHOM Nefasbio Um
connected to the remote 3KCrnyaTMpyinTe reHeparop ¢
control when ablation MOMOLLH0 KHOMOK HavaTtb
started became disconnected

and Stop ® buttons on the
generator or remote control.

N OpaH>xeBas
OKaHTOBKA BOKPYT 3HaYKa
yrpaBieHns CUCTEMOA MUraeT
B TeueHwue 20 ceKyHf,

3 = npeaynpeanTebHbIN
curHan Ablation Stop Reason
(MpuyunHa npekpatLeHNs

duri lati abnsumm) B = Ablation abnauyuno® n Cron ®,,

uring ablation. Summary (OTueT 06 absiuyn)  PAcroNOKeHHbIX Ha reHepaTope
3 = 3BYKOBOW CUrHa/ 1 NyNbTe AUCTaHLMOHHOIO
OCTaHOBKW abnsumn yrpaB/eHNs.

V= W and orange border
around System Control icon
flashes for 20 seconds

S = Warning tone

Ablation Stop Reason

V = Ablation Summary

S = Ablation stop tone

» Disconnect the foot pedal from
the remote control, then
reconnect it. If the problem
persists, either use a different
foot pedal or operate the
generator using the Ablation

Start® and Stop ® buttons
on the generator or remote
control.

OtnyweHa HoxHasA nepasib — MeHepaTtop /Foot pedal released - Generator

* [logknoUeHHas K INprymHa npekpaLleHns * YT06bI BO306HOBUTH
reHeparopy Haxaras abnaumn) abnAuMIo, HOKMUTE U
HOXHaA nefasb Gbna B=~1u Ablation Summary  YAEPXuBaiiTe HOXHy'O nefab. /
OTnyLLeHa. (Otyet 06 abnaLmm) *To resume ablation, press and
* The pressed foot pedal that 3 = oTcyTcTByet/ hold the foot pedal.
is connected to the generator Ablation Stop Reason
was released. V =Bland Ablation Summary
S=none

OtnyuieHa HoXXHas nefasib — MNynbT AUCTaHUMOHHOIO ynpasneHus /Foot pedal released
- Remote

MoakntoveHHasa K nynbty  [NprunHa npexkpatleHns * YT06bI BO306HOBUTL abnALmIo,
ANCTaHLUMOHHOIO abnaumn) HaXKMUTE W yaepKuBaiiTe
yrpaB/ieHNs HaxaTas B= Blu Ablation Summary ~ HOXHyto negans. /
HOXHas nejanb bbia (Otyet 06 abnALmm) +To resume ablation, press and
oTnyLueHa. / 3 =ortcyTcTByeT/ hold the foot pedal.
* The pressed foot pedal that Ablation Stop Reason
is connected to the remote v/ = and Ablation Summary
control was released. S =none
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* Disconnect the catheter and the
indifferent electrode from the
generator, then reconnect them.

* Improve the contact of the
indifferent electrode with the
patient’s skin or use a different
indifferent electrode.

(See Section 3.4, Handling
Indifferent Electrodes.)

* Consider applying the indifferent
electrode to a different place on the
patient’s body to avoid oil, hair,
and dirt that increase the
impedance.

* Ifthe catheter is connected
through an additional system such
as a navigation system, make sure
that this system is not intentionally
disconnecting the generator from
the tip of the catheter. Try
replacing the system parts that are
between the generator and the
catheter, or cormect the catheter
directly to the generator.

* Ifthe problem persists, contact
Customer Support.

* It is not recommended, but ifyou
know the reason for the high
impedance and still want to
perform an ablation, you can
disable this cut-off by setting its
value to Off. (See Section 6.3.3,
Editing a Preset.)

3HaudeHVe nMnefaHca Hke MMHUMansHoro/impedance below minimum

* /IMnefaHc MeHbLLe Tpesora/Alert
3anporpamMmmMmnpoBaHHOro
MWUHVMa/IbHOO 3HAYeHNs
OTCeYKWN. BO3MOXHbIE

B = ~Mn nHgykatop Alarm
(TpeBora) 3aropaetcs
OpaHXeBbIM 3 = OTCYTCTBYET

”p"'”'gHb'- Ablation Stop Reason
* Npob/ema (MprumHa NpeKpaLLeHnst
COBMECTUMOCTU a6J'IF|LI|VIVI) B = Ablation
;i:gg;{;g? VIBHELLHVX  summary (OTueT 06 a6nsuym)
! M THE3M0 KaTeTepa MUraeT
BHYTPeHHsA Mpob/iema KpaCHIf:'M BTeqegme 5 CeKyH,
reHeparopa. 3 = 3BYKOBOI CUrHa/T

* B PeLKMX Cy4asnx
(Hanpuwvep, B
neavaTpUYecKoi V= and Alarm indicator
MpaKTUKe), MMMegaHc Tena turns on/orange S = none
nalyeHTa Man v npo6nema Ablation Stop Reason
oTcyTCTBYET. /

OCTaHOBKM abnsumm
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 Ecnn kaTeTep noakoYeH Yepes
[OMOHUTENBHYHO CUCTEMY,
Hanpymep Yepe3 cuctemy
HaBurauum, nonbITanTech
3aMEHUTb KOMIMOHEHTbI CUCTEMB!,
HaxofALLmMecs MexXay
reHepaTopoM Y KaTeTepom, Win
NOAKMOUNTL KaTeTep K
reHepaTopy Hanpsimy!o.

* ECnm 3T0 He yCTpaHUT
npo6siemy, 06paTUTeCh B CIYXXOY
NOAAEPXKKN KIMEHTOB.

* Ecnn npnunHa HM3Koro
MMnesaHca U3BeCTHa, a abnauns
Heobxoauma, AeaKTUBUPYIATe 3Ty
ONuMIO, YCTaHOBWB [/151 Hee
3HaueHune Off (Bbikn). (deicTeue
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(See Seetion 6.3.3, Editing a
Preset.)

HecoBmecTuMbIin kKabenb KaTeTepa/lncompatible catheter cable

* CoeapHuTeNbHbIE Kabenn Tpesora/Alert
KaTeTepa MMetoT
ANEKTPUYECKUIA
VOEHTU(UKALWOHHBIN
KOMMOHEHT, NO3BO/SOLLMIA
cucTeMe NPOBEPAT,

B= 1WMn nHayKaTop
Alarm (TpeBora)
3aropaeTcs opaHXeBbIM
3 = orcyTcTByeT /

ucnonb3yetca /M kabenb V= and Alarm
ofo6peHHoro Tuna. Ecm indicator turns on/orange
S=none

cvcTeMa He onpegenseT
NOEHTU(MKALMOHHbIE
[laHHble, TO 0TObpaXkKaeTcA
3TO COOOLLIEHNE.
B03MOXHble NMPUYMHBI:

* Kabenb He NoCTaB/eH U He
PeKOMeH0BaH
MPOV3BOAUTESIEM;

* kabeslb MOBPEXAEH Mpu
MOBTOPHOW CTepuUn3aLmu;
* kabesb NMOBPEXMEH;

* MEEeTCs CUCTEMHaA
npo6nema./

* The catheter connection
cables have an electrical
identification component
that the system uses to
verify that an approved type
of cable is being used.

This alert appears when the
system does not detect the
identification data.

Possible reasons are:

The cable was not
provided by or
recommended by the
manufacturer.

* The cable was damaged
during re-sterilization.

* The cable is faulty.

* There is a system

problem.

* Ecnm ncnonb3yetca
HECOBMECTVMbIA COEeANHUTEbHbIN
Kabenb kateTepa, 3aMeHUTE ero
KabesieM, MOCTaB/IeHHbIM U

pekoOMeHAO0BaHHbIM MPOU3BOAUNTENEM.

 ECnn ncnonb3yeTcst COBMECTUMbIIA
COeAVHUTENbHBIV Kabesnb KaTeTepa,
3aMeHUTE ero HOBbIM COBMECTUMBIM
Kabenem.

* ECnni 3TO He yCTpaHUT npobnemy,
06paTUTECH B CMYXXOY MOAAEPKKM
K/MEHTOB. /

* Ifusing an incompatible catheter
connection cable, replace it with a
cable that was provided by or
recommended by the manufacmrer.
* Ifusing a compatible catheter
connection cable, replace it with a
new eompatible cormection eable.

* If the problem persists, contact
Customer Support.

HecoBmecTuMbIN Kabenb nuuieBoaHoro 3oHgadAncotpallble esophageal probe cable

(He npuMeHMMO K reHepaTopam Bepcuii US 1 JP)/(not applicablefor the USand JP versions of

the generator)
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* A split indifferent B = Ablation Summary
electrode is connected to  (OTueT 06 abnauum) 1 rue3ga
the generator but is not 060MX NHANDPEPEHTHBIX
applied to the patient. 3NEKTPOA0B MUrakoT CUHM B

TeUeHue 5 CeKyH[,
3 = 3BYKOBOW CUIHa/
OCTaHOBKYM abnauym /

V= and Alarm indicator
turns on/orange

S=none

Ablation Stop Reason

V = Ablation Summary and
both indifferent electrode
receptacles flash blue for 5
seconds

S = Ablation stop tone

HepocTtatouHoe opotueHue /Insuffldent irrigation

* Mogaya >XnaKocTu Ha MprynHa NpekpaLLeHms
BbICOKO CKOpocTU (o abnsaumm

abnaumm) npekpatleHa. B = ~1u Ablation Summary
B0O3MOXKHbIe NPUYMHBI: (OTyYeT 06 abnAumn)

* Ha Hacoce Haxarta 3 = 3BYKOBOW CMIHas

KHomKa CTon A OCTaHOBKM abnaLmm

e Ha Hacoce HaKaTa Ablation Stop Reason
KHOMKa Huskas ckopocTb  V and Ablation

rnogaumn (pexxmm Summary

S = Ablation stop tone
oXungaHusa) B A B ; P

* HOXHasA Nnefasib Hacoca

oTnyLleHa. /

* High (ablation) flow was
stopped. Possible reasons

are:
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NHAW(EPEHTHOMO 3/1EKTPOAa,
Hanpumvep Mexay kabenem v
3NEKTPOJOM.

* MNoaknounTe NHANPHEPEHTHbIN
3NEKTPOL K ApYromy rHesay
NHAW(EPEHTHOMO 3/1EeKTPOAa,
pacrooXXeHHOMY Ha nepeHei
naHesn reHeparopa. Jaxe ecnm
npo6nema ycTpaHeHa, o0bpaTuTech
B CNY>0Y NOAJEPXKKN KIIMEHTOB.

* Ecnm ycTpaHuTb Npobniemy He
Y[anocb, BOCMO/b3YNTECH APYrM
NHONDDEPEHTHBIM 3N1EKTPOLOM
nnn apyrum kabenem./

* Ifa split indifferent electrode is
coimected to the generator, apply it
to the patient.

» Disconnect the indifferent
electrode from the generator, then
recoimect it. Check all other
coimections to the indifferent
electrode such as the coimection
between the cable and the electrode
itself.

* Plug the indifferent electrode into
the other indifferent electrode
receptacle on the front of the
generator. Contact Customer
Support even if the problem is
resolved.

* Ifthe problem persists, use a
different indifferent electrode or a
different cable.

Mepesanyctute nogady. /
Restart the flow.



* The Stop w button on
the pump was pressed.
* The Low (Standby) Flow

eS®button on the pump

was pressed.

» The foot pedal on the

pump was released.

Hun3knii yposeHb xxuakoctu/Low fluid

* ["eHepaTopom MpeaynpexxaeHneAYarning
OonpegesieHo, YTo B= 1 OpaH)KeBas

gﬁﬂgﬂﬁﬁmoﬂ’ﬁ“ﬂﬁgﬂf OKaHTOBKa BOKPYT 3HauKa
mMano. / AR Op ynpas/ieHNs OpOLLEHNEM
' MUraeT B TedeHre 20 CeKyH/,

* The generator has o
3 = npeaynpeauTenbHbIN
calculated that the amount CUrHan /

of fluid in the irrigation bag

is low. V= W and orange border
around Irrigation Control icon
flashes for 20 seconds
S = Warning tone
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* [poBepbTe YPOBEHb XIAKOCTM.
Ecnmn ypoBeHb HU3KWIA, 3aMeHNTe
eMKOCTb, a Nnocre abnauum
06HOBWTE 0ObEM EMKOETU C
XKNAKOCTBIO Ha aKpaHe Irrigation
Control (¥YnpasneHue
opoLueHnem). (Cwm. pasgen 6.3.10
«Ynpa./ieHne OpoLLEHneM.) /

* Check the fluid level. If it is low,
change the bag and after the
ablation, update the fluid bag size
on the Irrigation Control screen.
(See Section 6.3.10, Irrigation
Control.)
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HeoaHopoHOCTL pe3ynbTaToB uU3MepeHUst /Measurement integrity errorheterogeneity

* ["eHepaTop VMmeeT ABa Tpesora/Alert
He3aB/CUMbIX KaHa/a B=
V3MEPEHUIA YKNZHEHHO
Ba)KHbIX MapameTpoB. JTO
COOOLLIEHNE OTOOPAXKAETCA B
CNyyae MnonyyeHns rno aTum
KaHaniam pas/iyHbIX
pe3y/bTaToB. BO3MOXHbIE
NPUYMHBI:

* kabesb MOBPEXAEH;

* Npo6sieMa COBMECTVMOCTM
reHepaTopa 1 BHELLHUX

N HAYIKaTop
Alarm (TpeBora)
3aropaeTcs OpaH>XeBbIM

3 = OoTCyTCTBYET

Ablation Stop Reason
(MpyymHa NpeKpaLleHNs
abnauun) B = Ablation
Summary (OTu4eT 06
abnsummn) 3 = 3ByKOBOOW
CUrHan ocTaHoBKW abnaummn/

YCTPOIACTB; V= 1H and Alarm

* BHYTPEHHSA npobnemMa indicator turns on/orange
reHeparopa./ S=none

*The generator has two Ablation Stop Reason
independent measurement V= Ablation Summary
chaimels for critical S = Ablation stop tone

parameters; this message
will appear if the two
chaimels do not agree.
Possible reasons are:
* The cable is faulty.
* There is a compatibility
problem between the
generator and external
devices.

There is an internal
problem in the generator.

* OTK/IHOUMTE BCE YCTPOICTBA,
KOTOpble He Obl 0L00peEHb!
NPOV3BOANTENEM, HO MOAK/HOYEHbI
K KaTeTepy 419 abnauum wim K
NHAN(MEPEHTHOMY 3M1eKTpoay. /

* Disconnect any devices connected
to the ablation catheter or to the
indifferent electrode that are not
approved by the manufacturer.

HeT noToka ¢ HM3KOI CKOpPOCTLIO nogayun (pexxum oxungaHns/No low (standby) flow

Bbl6paHbl CTaHaapTHble  MpeaynpesiageHve/YYarning ¢ UTobbl Hacoc Hayan paboTy C

YCTaHOBKM AnA B= W ! n opaHxeBast
OpOLLIaEMOrO KaTeTepa,

eMmenaTvDa KaTeTang y | CKGHTOBKA BOKDYT 3Hadka
patyp P YMNpaB/eHs OPOLLIEHVEM
MMnefaHc

CBUIETENLCTBVIOT O MUraeT B TeueHne 20 CeKyH[,
ACTENLCTBY 3 = npeaynpeauTebHbIN

HaxXOoX[JeHnn Katetepa B cvrHan /
opraHu3me, HO Hacoc

ocTaHoBuscs. / V= and orange border
« An irrigated catheter around Irrigation Control
preset is selected, the icon flashes for 20 seconds

catheter temperature and the S = Warning tone
impedance indicate that the

catheter is in the patient, but

the pump is stopped.
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HW3KOI CKOPOCTbIO Mofaumn (Pexum
oXnpaHns), Haokmmte START Low
Flow (BANYCTUTb noTokK ¢
HM3KOW CKOPOCTbH0) Ha 3KpaHe
Irrigation Control (¥YnpasneHue
OpOLLIeHVeM) TeHepaTopa U
HaXxmuTe H13Kas CKopoCTb

nogaun (PeXxnm OXxmaaHns)

Ha Hacoce. (Cm. pasgen 6.3.10
«YTpas/ieHne OpOLLIEHVEM.)

* Press START Low Flow on the
generator's Irrigation Control screen
or press Low (Standby)

Flow on the pump to start the
pump flowing at the low (standby)
flow rate. (See Section 6.3.10,
Irrigation Control.)
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BbIxofHas MOLLHOCTb CALLIKOM BbiCOKa/Power output too high

* ['eHepaTop nonbiTasnca
nodaTtb BbIXOAHYHO
MOLLIHOCTb,
MNpeBbILLatOLLYHO ero
pacyeTHYH BO3MOXXHOCTb.
B03M0OXKHble NPUYMHBI;

MprymnHa npekpatleHns
abnsayun)

B= IH, Ablation Summary
(OTyeT 06 abnAuumn) 1 rHe3ano
KaTeTepa MUraeT KpacHbIM B
TeUeHMe 5 CeKyHA,

* Npob6siemMa 3 = 3BYKOBOW CUIHa
COBMECTVMOCTM OCTaHOBKM abnauum /
reHeparopa 1 BHELLIHMX Ablation Stop Reason
YCTPOMCTB; V = ~land Ablation

* BHYTPeHHsA npobsieMa
reHeparopa. /
* The generator was trying
to deliver a power output
that was beyond its
intended capability.
Possible reasons are:
* There is a compatibility
problem between the
generator and external
devices.

There is an internal
problem in the generator.

Summary and catheter
receptacle flashes red for 5
seconds

S = Ablation stop tone

OTKpbITa Bepua Hacoca/Pump door open

[sepua Hacoca oTkpbiTa./ Tpesora/Alert

The pump door is open. B= ~Bu mHaukatop Alarm

(TpeBora) 3aropaetcs
OpaH>XeBbIM 3 = OTCYTCTBYET
Ablation Stop Reason
(MpurunHa npekpatyeHns
abnaumn) B = Ablation
Summary (OTyeT 06
abnaumm) 3 = 38yKOBOM
CUrHa/1 OCTaHOBKM abnsaumn /

V=
turns on/orange S = none
Ablation Stop Reason
V = Ablation Summary

S = Ablation stop tone
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and Alarm indicator

* OTKNKOUMTE BCE YCTPOICTBA,
KOTOpbIe He Bbl 006PEHBI
NPOV3BOANTENEM, HO MOAK/HOYEHDI
K KaTeTepy 415 abnaummn um K
NHANDGEPEHTHOMY 3/1EKTPOAY.

* Ecnv npobniema He ycTpaHeHa,
nonbITalTeCh OTK/OUUTL BCE
NOAK/MOYEHHDBIE K NaLyeHTy
[pyrve ycTpoicTBa, paboTa
KOTOPbIX He AB/ISETCS
06s3aTeNbHOM.

* ECnn 3T0 He yCTpaHUT npobremy,
BbIK/OUMTE reHepatop. B TeveHne
5 CeKyH[, NojoXxauTe, Nnoka oH
OCTbIHET, MOC/Ie Yero BKIUMTE
CHOBa.

* [axxe ecnm npobsieMa yCcTpaHeHa,
06paTuUTECH B CMYXXOY MOAAEPIKKM
KMEHTOB. /

» Disconnect any devices connected
to the ablation catheter or to the
indifferent electrode that are not
approved by the manufacturer.

Ifthe problem persists, try
discormecting any other devices
cormected to the patient that are not
mandatory.

If the problem still persists, turn
the generator off. Let it cool down
for 5 seconds, then turn it on again.

Contact Customer Support even if
the problem is resolved.

3akpoiiTe ABepuy Hacoca. /
Close the pump door.
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Owmbka Hacoca/Pump error

* BHYTpeHHss owmbka Tpesora/Alert

Hacoca./

. . . B=W1 nwuHgmnkartop
There is an internal error in Alarm (Tpesora)
the pump.

3aropaeTcs opaHXeBbIM
3 = OTCyTCTBYET

Ablation Stop Reason
(MprymrHa npeKpaLleHns
abnaumn) B = Ablation
Summary (OT1yeT 06
abnsummn) 3 = 3ByKOBOWA

CUrHan 0CTaHOBKY abnauum /

V= and Alarm
indicator turns on/orange
S =none Ablation Stop
Reason V = Ablation
Summary S = Ablation stop
tone

Hacoc He nogkntoveH/Pump not connected

* /icnonb3yroTes Tpesora/Alert

CTaHAapTHbIE YCTaHOBKN o _ U MHAVKATOP
A/1A OPOLLIAEMOTO KATETEPA. Al (Tpesora)
MofKOYeHHbIM Hacoc He 3aropaeTcs OpPaHKeBbIM

OnpejeneH. / 3 = otcyTeTByeT Ablation

* A irrigated catheter Stop Reason (MpuunHa

preset is belng_ used and no NpeKpaLLeHns abnsLm) B

pump connection was = Ablation Summary (Otuet

detected. 06 abnsaummn) 3 = 3ByKOBOWA
CUrHa/1 OCTaHOBKM abnsumm

V= 1 and Alarm
indicator turns on/orange

S =none Ablation Stop
Reason V = Ablation
Summary S = Ablation stop
tone

* Cm. pa3gen «lMouck 1 ycTpaHeHue
HeMcrnpaBHOCTel» B PYKOBOACTBE
M0/1b30BATENIS1 HACOCOM.

* EC/n 3TO He yCTpaHUT npobnemy,
06paTnTECh B CNY>KOY MOAAEPIKKM
KMEHTOB. /

*See the Troubleshooting section in
the user manual for the pump.

* Ifthe problem persists, contact
Customer Support.

* Ecnm ncnosnb3yeTcs opoLUaeMbiid
KateTep, NOAKOUMTE HACOC K
reHeparopy.

* Ecnm ncnonb3yeTcs
HeopoLLaeMbI KaTeTep, BblbepuTe
COOTBETCTBYIOLLIME CTAHAAPTHbIE
yCTaHOBKW./

* Ifan irrigated catheter is being
used, connect the pump to the
generator.

* Ifa non-irrigated catheter is being
used, select an appropriate preset.

OTK/0YeH NynbT AgUCTaHUMOHHOMO ynpasneHns/Remote disconnected

* YNpaBnsBLUNIA
reHepaTopom nysnbT
[MCTaHLIMOHHOI O
yNpaB/eHNs OTK/IHOYEH
W1 NPOU3OLLNA OLLIMOKA
nepefayn AaHHbIX Mexay
ny/IbTOM U FeHePaTOPOM.
 The remote control that
had control of the
generator is disconnected
or there is a
communication error

MpepynpexxaeHre/\Warning

B= 1 OpaH>XeBas
OKaHTOBKa BOKPYT 3HauKa
yrpaB/ieHVsi CUCTEMOM
MUraeT B TeueHue 20 CeKyHa,
3 = npefynpeanTeNbHbIN
curHan Ablation Stop
Reason (IMpunuvHa
npekpaLleHns abnaumm) B
= Ablation Summary (OtyeT
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» OTKIOUNUTE NYNbT
AVCTaHUMOHHOIO YNpaB/ieHns 1
3KCNNyaTupyinTe reHepatop
HernocpeACTBEHHO NPy MOMOLLM ero
nHTepdeiica nonb3osarens. /

* Disconnect the remote control and
operate the generator directly from
the generator’s user interface.
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between it and the 06 abnsiummn) 3 = 3ByKOBOI
generator. CUrHas OCTaHOBKM abnsumm/

V= W and orange border

around System Control icon

flashes for 20 seconds

S = Warning tone

Ablation Stop Reason

V = Ablation Summary

S = Ablation stop tone
KHonka Cton — ["eHepaTtop/Stop button — Generator

* Ha reHepatope Haxata  [MpuynHa npexkpaLleHns * Y106bI BO306HOBUTL ab/1ALMIO,

KHorKa CTon abnaumm HakMUTe HauaTb abnisiLmio ®
«The Stop A buttonon B= V1 Ablation Summary wwm HaxxmuTe 1 yaepxuBsaiite
the generator was pressed. (OT4eT 06 abnALYK) HOXHY!O nefasib. /
3 =ortcyrtcTayet/ *To resume ablation, press
Ablation Stop Reason Ablation Start ® or press and
V="land Ablation hold the foot pedal.
Summary
S=none
KHonka Cton — lMynbT AncTaHUMOHHOr0 ynpasneHus /Stop button — Remote
* Ha nynbTe MprunHa NpekpaLLeHns * YT06bI BO306HOBUTbL abnALmto,
AVICTAHLIMOHHOTO abnaumm HaxxmmTe Hayatb abnaumo ®
YNpas/eHs HaxkaTa B= H 1 Ablation Summary unm HaxmuTe 1 yaepxvBaiite
KHonka Cton (Otuet 06 abnsumm) HOXHYHO nefiane. /
«The Stop A buttonon 3= otcyTcTByet/ *To resume ablation, press
the remote control was  Ablation Stop Reason Ablation Start ® or press and
pressed. V=Hand Ablation hold the foot pedal.
Summary
S=none
MeperpeB cuctembl/System overheating
BHyTpeHHsA Tpesora/Alert * YbeauTechb, YTO PacrosioXeHHbIe

Ha GOKOBbIX N HVKHE NaHesnsx
reHepaTopa BEHTUNALMOHHbIE
OTBEPCTUS He 3aKpbITb!.

* [opoXauTe HECKONbKO MUHYT, He
nopgasas PY aHepruio, nocne yero
nonpooyiTe BO306HOBUTb
3KCnyaTaumio CUCTEMBI.

o [laxke ecnv npobnema ycTpaHeHa,
obpaTtuTech B CNYXOY MOAAEPXKKM

oBopyosAi cucTens B W IHANKATOD Alarm

C/ILLKOM BbICOKa. / (Tpesora) saropaetcs

* The internal hardware OParKEBLIM 3= otcyrcTayer

temperature of the system Ablation Stop Reason

is t00 high (MpurymrHa NpekpaLleHus

' abnsaumn) B = Ablation

Summary (OTu4eT 06
abnsummn) 3 = 3ByKOBOWA
CUrHa/T OCTaHOBKM abnsaumm

K/INEHTOB. /
V= and Alarm indicator « Make sure that the vents on the
turns on/orange bottom and sides of the generator
S =none Ablation Stop are not blocked.
Reason V = Ablation * Wait for a few minutes without
Summary S = Ablation stop  turning on the RF energy and then
tone try to operate the system again.____
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CuctemMHble ownMOKK/System Errors
OkHo Event (CobbITe) C 0TOBpaXKeHEM KOA0B CUCTEMHBIX OLUNGOK /

CVCTEMHAA OLUNBKA/SYSTEM ERROR

[Mpy BO3HNKHOBEHWM CUCTEMHO OLLMOKMN

0TOOpPaXKaeTCs 3HAUOK CocTosiH1e
CUCTEMbI 1 OTKPLIBAETCA COZEPXKaLLee Kopl
CUCTEMHbIX OLLMOOK OKHO COObITUSI.

MHamkatop Alarm (Tpesora)
CTaHOBWTCS OpaHXXeBbIM, NOJAETCH
npesynpeanTesbHbIA 3BYKOBOW CUMHa.
CaMOCTOATE/IbHO 3anuULIMTe 0TOOpaXKaeMble B
okHe Event (CobbITie) koAbl OLLMGOK. YTO6bI
COXPaHUTb (haibl abNALUM 1 XKypHa
COObITUIA, NOAKIHOUUTE (hNELL*HaKOMNUTE b
USB ¢ nHAMKaTopoM nepeHoca faHHbIX K
3a[jHeli NaHe/M reHepaTopa 1 JOXANTECH
nepeHoca AaHHbIX. ocne 3Toro HaxymaiiTe

KHOMKY PeXXxum 0XXnaaHna®®
NPUOGN3NTENBHO 3 CEKYHAbI, YTOObI
BbIK/IHOUNTL reHepaTop. Elue pa3 HaxmmTe

KHOMKY Pexxum oxxmgaHms ® ® , ytobbl
BK/OUMTL reHepatop. [daxe ecnm npobnema
yCTpaHeHa, 06paTuTech B CNY)XX6Y MOLAEPKKM
K/IMEHTOB, YTOObI COOOLLUMTL KOApI.
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OkHO Event
(CobbiTHe)

C oTo6paXxeHunem
KOLOB CUCTEMHbIX
owmnboK

3HauyoK
CocTtosiHne

CNCTEMDbI

When a System Error occurs, the System
Status icon is displayed and the Event window
appears displaying the System Error codes.

The Alarm indicator is orange and the
warning tone is emitted.
Manually record the codes displayed in the
Event window. If you want to save the ablation
files and event log, insert a USB flash drive
containing a data transfer indicator into the
back of the generator and wait for the data to

transfer. Then press Stand-by ® ® for
approximately 3 seconds to turn the generator

offand press Stand-by ® ® again to turn the
generator on. Contact Customer Support to
report the codes, even if the problem is
resolved.
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HEYCTPAHVMAA CUCTEMHAA OLLUMBEKA/FATAL SYSTEM ERROR

MHaukatop Alarm (Tpesora) muraet
KpacHbIM, MOAAETCA BbICOKOMPUOPUTETHBLIIA

3BYKOBOW CUrHa.

HeMeieHHO BbIK/HOUNUTE reHepaTop. Ecnm
reHepaTop He BbIK/MHOUAETCS HAKATVEM
OTK/HOUNTE
OT Hero Kabenb nuTaHus. OBpaTUTECh B

KHOMKW PeXXnm 0XXnaaHus

CNy><6y NOAAEPXKKM KIMEHTOB.

Stand-by

The Alarm indicator flashes red and the
high priority tone is emitted.

Immediately turn off the generator. If pressing
does not turn off the generator,
remove the mains cable from the generator.
Contact Customer Support.

Opyrune HencnpasHocTu/other Troubleshooting

Mpo6nema/Problem

B pexxunve Bubbles are
0XVaaHns B detected in the
cucTeMe TPY6OK irrigation tubing
[ns opolleHns  during standby.
06Hapy>KeHbI

My3bIPbKW.

Mpu 3anycke He On startup, the

oTobpaxaeTcss  progress dots do
NHAMKaTop not appear or the
BbIMO/IHEHUS logo screen does

ww norotun.  not disappear.

On startup, after
you press Stop
A in response
0T06pa3|/|BLueeC to the message
A1 COOOLLEHME  that appears, the
Cron  akpaH ABLATION
ABLATION

[Mpw 3anycke
rnocne Haxxaruis
B OTBET Ha
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[Oeictene/What To Do
HemegieHHO nepekpoiiTe

Immediately turn the 4-way

[OCTYN XMAKOCTM B KaTeTep ¢ stopcock on the SmartAblate

MOMOLLbHO YETbIPEXXOLOBOr0
3aropHOro KpaHa,
pacnosioXKeHHOro Ha TpybKax
nppuraumoHHbIX SmartAblate
. Mocne 3Toro npomoiiTe
cuCTeMy TPyOOK (CM. pasgen
6.6 «[NpomMbIBKa /15
y[a/IeHns BO3ayXa 13
CUCTEMbI TPYOOK 1
KareTepa»). oc/ie NpoMbIBKM
nepeBeanTe YeTbIPEXXOA0BOM
3aropHbIii KpaH B Takoe
MO/0XEeHWe, YTOObI JOCTYnN
YXMIKOCTY B KaTeTep
BOCCTaHOBW/ICS.

Haxxmute 1 nprubnmsntensHo
3 CeKyH[b! yaepXmBaiiTe
KHOMKY PeXXum oxxugaHus
W |, 4yT0OGbl BbIK/IHOUATb
reHepatop. ocne atoro
HaXKMUTE KHOMKY Pexxnm

OXnaaHus 4TOOb!
BK/IHOUNTL reHepaTop. Ecim
3TO He YCTPaHUT Npobremy,
0bpaTuTECh B CNYXXKOY
NOAAEPXKKN KITMEHTOB.
OTKOUNTE HOXHYIO Nejasb
1 CHOBA MOAK/OUUTE €e.
[Nocne aToro HaxkmuTe U
NPUBIN3NTENBHO 3 CEKYHAPbI
YIEPXKMBaTe KHOMKY PeXKnm

0XMAaHus 4TOObI
BbIK/FOUUTb FEHepaTop.

Irrigation Tubing Set so that
the fluid is not routed to the
catheter. Then flush the
tubing (see Section 6.6,
Flushing to Eliminate Air in
the Tubing and Catheter).
After flushing, turn the 4-way
stopcock to allow fluid to be
routed to the catheter again.

* Press and hold Stand-by
B® , for approximately 3
seconds to turn off the
Generator. Then press Stand-

by again to turn the
generator on. Ifthe problem
persists, contact Customer
Support.

Unplug the foot pedal and
plug it in again. Then press
and hold Stand-by ® ® for
approximately 3 seconds to
turn off the generator. Then

press Stand-by again to
turn the generator on. If the
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(ABNALUWNA)  screen does not CHOBa HaXXMUTE KHOMKY problem persists, contact
He appear. PeXxuM OXUAaHus Customer Support.
0TOGPAKAETCS. YTOGbI BK/KOUUT FeHepaTop.

Ecnun 310 He ycTpaHuT

npo6niemy, 0bpaTuTeCh B

CNY>0Y NOAAEPKKM
K/IMEHTOB.
Mpn Haxkatum  Nothing Cm. pasgen 7.5 «Kanmbposka See Section 7.5, Calibrating
3KpaHHOM happens when  ceHCOpHOro aKpaHa». the Touch Screen.
KHOMKN HWUYEro you press a
He nmpoucxoauT.  button on the
screen.
leHepaTop He  The generator  Y6eauTech, UTO Verify that the power supply
BK/THOYaETCA. won’tturn on.  anekTponuTaHue meets the specifications in

COOTBETCTBYET TpeboBaHuAM, Section 8.1, Specifications
n3noxkeHHbIM B pasgene 81 and then check to see whether
«TexHuuyeckve napameTpbl», a fijse is broken. If a fuse is
roc/ie Yero npoBepbTe, He broken, replace it (see Section
neperopen nu 4.5.3, Fuses). Ifthe fuse is not
npegoxpaHuTenb. Ecnm broken or if a new fuse
npegoxpaxHuTens neperopen, breaks, contact Customer
3ameHuTe ero (cMm. pasgen Support.

4.5.3 «[MpegoxpaHuTenm»).

Ecnn npepoxpaHuTeb He

reperopes wimn rneperopen

HOBbI NPefOXpaHUTENb,

06paTuTeCh B CNYXXOY

NOAJEPXKKN KIMEHTOB.

KannépoBka ceHcopHoro akpaHa/Calibrating
the Touch Screen

Co BpemeHeM KHOMKKN Ha CEHCOPHOM 3KpaHe Over time, the buttons on the touch screen may
MOrYT Crlerka cMeLLatbes. Takum 06pasom, Bl - move a little and the location that you press on
OyfeTe HOKMMATbL Ha 9KpPaH B MeCTax, the screen may no longer be exactly where the
KOTOpble HETOYHO COOTBETCTBYHOT KHOMKaM. button is. Ifthis happens, follow the steps
Ecnm 3TO NpoM30LLIO, BbINOHUTE AEACTBUS, below.

yKasaHHble HUXe.

BbicTpble warun/ * Hamute KHOMKY paboyero * Press the CONNECTIONS
Quick Steps npoiecca CONNECTIONS workflow button.
(MOAKNTKOYEHUA).

« HaxmuTe MapameTpbi * Press System Settings

CUCTEMBI
* Haxxmute Calibrate Touch * Press Calibrate Touch Screen.
Screen (Kanmbposka
CEHCOPHOro 3KpaHa).
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* Haxumarite Kaxayto *Press each displayed target (of 6
OTOOpaXKaeMyto MULLIEHb (BCero 6  targets).
MULLIEHEN).

* Haxxmute Cton »Press Stop

MpumeuHuns/Notes 1 Kannbposartb 3KpaH reHepatopa 1 You can only calibrate the
MOXXHO TOMbKO €C/IN OH SBNsiETCA  generator’s screen when the

OCHOBHbIM YCTPOINCTBOM (CM. generator is the system Master (see
pasgen 6.7 «YnpaeneHve Section 6.7, System Control).
CUCTEMOIAY). 2. At any time during the

2. B mo6oe Bpems B npoLecce calibration process, you can press
Ka/MOPOBKY MOXHO HaxkaTb CTOM  Stop  Isr to exit calibration.

, 4TOBbI MPpepBaTh MpoLiece. 3. Ifthe calibration is successful,

3. Ecnm kannbposka ycreLuHo
3aBepLUeHa, 0TobpasnTcs Result:

(PesynbTar:) .Ecrn
Ka/InbpoBKa OKOHYMIach
Heyfa4Ho, oTobpasnTcs Result:

you will see Result
If the calibration is unsuccessful,

you will see Result: El.. Ifthe
calibration is unsuccessful, repeat
the steps until a successful
(PesynbTat:) H . Ecom calibration is achieved. If the

Ka/IMOPOBKa OKOHUMMACE problem persists, contact Customer
Hey/ja4Ho, NOBTOPSATe AENCTBIAA  Sypnort.

[0 YCMELLHOro 3aBepLUeHNs
KasmbpoBku. Ecm 310 He
YCTpaHWT Npobiemy, obpaTuTeCh
B CNYy>K0Y MOAAEPXKKN KIIMEHTOB.
4. When you perform calibration,

4. TIpn BBIMO/HEHUN KaMMOPOBKM e careful to press directly on the
Gy/bTe BHUMATENbHbI: HXAMATb  center of the target. Ifthe

crieayeT LEHTP MuLLeHN. Mpn c60e  calibration fails, try touching the
Ka/mbpoBKI Nonpobyiite center of the target with the tip of a

HaXkMMaTb LIEHTP MULLIEHN HE pen instead of your finger.
nasibLieM, a CTA/TyCOM.

OnpefeneHne CepUNHOIo HoMepa U BEPCUN
nporpamMmHoOro obecneveHus
reHepaTtopa/Determining the Serial Number
and Software Version of the Generator

Cny»6e NOoLLEPXKKN K/INEHTOB MOXKET Customer Support may ask for the serial
noTpeboBaTbLCS CEPUIAHBI HOMEP 1 BEpCUS number and software version of the generator.

MPOrpaMMHOro 06ecreyeHmnst reHepaTopa.
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BU3Ya/IbHON curHamsauum (cMm. pasgen 5.1
«BK/HOYeHVEe 1 BbIK/KOYEHNE Hacoca).

3. Tlocne BbIK/KOYeHWst Hacoca 3Heprus Ha Hero
Npoao/MKaeT nofasatbes no Kabento nutaHus.
UTobbl  MOMHOCTBID  NPEeKpaTUTb  Mogady
3HEePrn Ha Hacoc, OTK/IHOUMTE OT Hero Kabenb
nuTaHus. YTobbl 06GecrneunTb BO3MOXHOCTb
NErkoro OTK/KOYEHMS B C/lydae Cepbe3HOro
cbosi B aneKTpoONuUTaHWUK, Y6eauTecb, 4TO
pacronoXeHwve Hacoca no3BosiseT
OCYLLECTBUTL GECMPensTCTBEHHbIA [OCTYN K
Kabento nutaHus.

4. Tlocne BKMKOYEHMSI Hacoca BCeraa OXuaanTe
YCMELLHOr0  3aBepLUEHMs1  aBTOMATUYECKOrO
CaMOTECTMPOBaHMA Meped TeM KakK HayaTb
BbIMOHEHME MepPBbIX [AENCTBUIA  NpoLeaypb!
AN naupeHTa (Hanpuwvep, nepef aHecTesuen
N1 POPMMPOBAHMEM UPECKOXHOIO A0CTYMa).

3T0  NO3BO/MT  BbISIBUTL  CBSI3aHHblE  C
YCTPOMCTBOM npobnembl A0  Havana
NHTEPBEHLMOHHOTO BMeLLaTe/bCTBa,

npepbiBaHMe KOTOPOro MOXET MOBbICUTL PUCK
NPUYNHEHNA Bpeaa 3L0PO0BbLI0 NaLNeHTa.

5. Wcnonb3yiTe TONMbKO —MPUHAL/IEXHOCTH,
KOTOpble  MOCTaB/AKOTCA  NPOWU3BOAUTENEM
Hacoca Wn peKoMeHZO0BaHb! UM (CM. pasgen 4
«[prHagneXxxHocTu»). Kicnonb3osaHve Apyrux
NPUHAANEXHOCTEA  MOXET  OTpULATe/IbHO
MOB/NMATb Ha TEXHWUYECKME XapaKTepUCTUKK. He
MOAN(MLMPYITE NPUHAANEXHOCTW. PerynspHo

ocMaTpuBaiiTe BCe MPUHAL/IEXXHOCTW.
[MpoBepsiiiTe, He MOBPEXAEHbI wm
coeMHUTENbHbIE Kabenn. Mpy 1cnonb30BaHWN
CTEPU/IbHBIX NPUHALNEXHOCTEN

obecneymsainTe COXpPaHeHNEe NX CTEPUIbHOCTW.

6. MpoBepsiiTe HACOC Ha MpeAMeT OTCYTCTBUSA
MOBPEXAEHWIA Nepes, KaXkbIM UCMO/b30BaHEM

(cm.  pasgen 75  «BkcnnyartauyoHHOe
06CNy>KVBaHMEY).

7. Tpn  pabote C  3NEKTPUYECKUMM
MEAULWMHCKUMW  YCTPOCTBaMM  [JO/MKHbI

MPUHMMATBECA  0CObble Mepbl  6e30MacHoCTK,
CBA3aHHble c 3N1eKTPOMarHUTHOM
COBMECTUMOCTbHO. lopTaTBHbIE 1 MOBWU/IbHbIE
KOMMYHVKaLMOHHbIE  YCTPOCTBA  MOTYT
BHOCUTb HEOMyCTUMbIE MOMEXW B paboTy
Hacoca. He wucnonb3yinTe mnopTaTvBHbIE W
MOGW/IbHbIE KOMMYHMKALMOHHbIE YCTPOICTBA
BO/M3K oT Hacoca SmartAblate .
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pump

3. When the SmartAblate pump has been
turned off, power continues to be supplied to
the pump through the mains cable. To
completely cut off power to the pump,
disconnect the mains cable from the pump. To
allow easy discoimection in the event of severe
power failure, make sure that the pump is
located where there is easy access to the mains
cable.

4. After turning on the pump, always wait until
the automatic self test has been successfully
completed before starting the first steps of the
procedure on the patient (for example, before
anesthesia or before creating percutaneous
access). Doing this helps to detect problems
with the device before the patient is in a phase
of the intervention in which interruption could
lead to an increased risk to the patient's health.

5. Use only accessories that have been
provided by or recommended by the pump’s
manufacturer (see Section 4, Accessories). The
use of other accessories can have a negative
effect on the technical specifications. Do not
modify accessories. Visually inspect all
accessories on a regular basis. Make sure that
the connected cables are not damaged. When
using sterile accessories, be sure to maintain
the sterility of those accessories.

6. Inspect the SmartAblate pump for damage
before each use (see Section 7.5, Maintenance)

7. Special safety measures with regard to
electromagnetic compatibility must be taken
with electrical medical devices. Portable and
mobile communication devices may cause
harmful interference to the functioning of the
pump. Do not use portable or mobile
communication devices in the vicinity of the
SmartAblate Irrigation Pump.
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14. Tlpn nonagaHunm B HacoC >KMOKOCTU
MnpeKpaTuUTe ero UCMo/b30BaHWe 1 0bpaTuTech
B CNY>X0Y NOALEPXKKN K/MEHTOB.

15. Ncnonb3yiite Hacoc SmartAblate Tonbko ¢
TpyoKamy  vppuraumoHHsiMi  SmartAblate. B
CNyyae WCroMb30BaHNA HECOOTBETCTBYHOLLIMX
TPyOOK Hacoc He 6yaeT (hyHKUMOHMPOBaTb
Haf/iexalyim  obpasom, 4TOo MNpuBedeT K
HeHaZ/1eXallieMy OpPOLLIEHWIHO.

16. CrepusibHble TPYOKM  MpPUraLMOHHbIE
SmartAblate rnpeaHasHaveHb! ona
OAHOKPATHOrO  MCMO/Mb30BaHMs.  YToObl  He
[ONYCTUTb  BMONOrMYECKOro  3arpsi3HEHUs 1
obecreunTb Hag/exatlee PYHKLMOHMPOBaHME,
He [onycKaWTe MOBTOPHOIO WCMO/b30BaHMUA
Wn CTepUM3aLmmn TpyooK.

17. Hacoc SmartAblate KoHTponmpyeTt nogadvy
pactBopa Ana opoTeHusa. [lpy  Haamumm
npobnem C Mogaveli  pacTBopa  Hacoc
npekpaLlaeT nogadvy v nofaet CUrHaa TPesoru.
YcTpaHuTe Npobemy, B CBA3M C KOTOPOIA Obl
NoAaH CUIHa/M TPeBOrM, M Kak MOXHO CKopee
BO30OHOBMTE MOAAaYy pacTBopa.

18, O6ecneyeHne HafeXallero
(h)YHKUMOHMPOBaHNA  Hacoca W KOHTPOSib
COBMECTMMOCTM MCMO/b3YeMbIX B XOfe BCEro
rpoLiecca OpoLLUeHVsi pacTBOPOB M OPOLLAEMbIX
KaTeTepoB BXOAUT B 0653aHHOCTK
MeMLIMHCKOro nepcoHana. Hacoc SmartAblate
n  Tpybkn uvppuraumoHHble  SmartAblate
npefHasHaveHbl  A19  WCMOMb30BaHUA  CO
CTaHZApPTHbIM  pacTBOPOM /191 OPOLLEHUS,
Hanpumep C HOPMasibHbIM  (D3MOIOTNYECKM

pacTBOpOM. B cnyyae  MCMonb3oBaHWA
HECOBMECTVMbIX XXUOKOCTEN nnm
HECOBMECTVMbIX ~ OPOLLAEMbIX  KaTeTepoB

CKOpPOCTb  MOfayM MOXET OT/IMYaTbCa  OT
YKa3aHHOW B TEXHNYECKMX XapaKTepUCTUKaX.
19. Hacoc SmartAblate MOXeT MCNoIb30BaTLHCA
B HenocpeaCTBEHHOM 6nm30CcTU oT
coBMecTMMOro PY reHepartopa. Tem He MeHee
He  CreflyeT  WCMO/b30BaTb  Hacoc B
HEeMoCpeCTBEHHOW 6M1M30CTU OT YCTPOICTB,
3NeKTpoOMarHmMTHass  coBMecTUMOCTb  (OMC)
KOTOpbIX C HacoCOM He YcCTaHOB/eHa. Ecim
CMOMb30BaHME YCTPONCTBA B TaKMX YCNIOBUSX
006s13aTeNlbHO,  PEryfisipH0  KOHTPOMpYWiTe
Hacoc, 4TOObl 00ecrneunTb €ero Hag/exallee
(hyHKUMOHMpOBaHUe.
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14. If fluid penetrates into the SmartAblate
pump, stop using the pump and contact
Customer Support.

15. Use the SmartAblate Irrigation Pump only
in combination with the SmartAblate Irrigation
Tubing Set. If unsuitable tubing is used, the
pump will not function properly and improper
irrigation will result.

16. The sterile SmartAblate Irrigation Tubing
Set is intended for one-time patient use. To
avoid biological contamination and ensure
proper functioning, do not reuse or resterilize
the tubing set.

17. The SmartAblate Irrigation Pump monitors
the flow of irrigation solution. If there is a
problem with the solution flow, the pump stops
the flow and issues an alarm. Correct alarm
situations and restart the flow as quickly as
possible.

18. The hospital staff is responsible for
ensuring that the pump is functioning properly
and that the solutions and irrigated catheters
that are used in the overall irrigation process
are compatible with each other. The
SmartAblate Irrigation Pump and the
SmartAblate Irrigation Tubing Set are intended
for use with a standard irrigation solution such
as a normal isotonic saline solution. The
precision of the flow rate stated in the technical
data may not be maintained if incompatible
fluids and/or incompatible irrigated catheters
are used.

19. The SmartAblate Irrigation Pump may be
operated in the immediate vicinity of a
compatible RF generator. However, do not
operate the pump in the immediate vicinity of
devices that are not approved for
electromagnetic compatibility with the pump.
If such operation is unavoidable, regularly
monitor the pump to ensure proper functioning.
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9 Bbl6paHa BbICOKasi CKOPOCTb Modayun »uaxkoctu(ans abnsaumm)/
Selected high (ablation) flow rate
10 BblbpaHa HM13Kasi CKOPOCTb nodaun (pexxum oxungaHus)/Selected low
(stand-by) flow rate
n Pyuka NMogaya XnaKoCTN Ha BbICOKOW ckopocTu (ana abnaymmn)/High
(Ablation) Flow knob
12 KHonka Mogaya XnakocTy Ha BbICOKOW CKopocTu (ans abnsuumn)/
High (Ablation) Flow button
13 Pyuka HM3Kasa CKOpoCTb nofauun (pexum oxuaaHua Low (Stand-by)
Flow knob
14 KHorka HM3Kas CKOpocTb nogayun (pexkunm oxunganms)/Low (Stand-
by) Flow button
15 [sepua Hacoca/Pump door*
16 MHaukaTop nysbipbkoB Bosayxa/Air bubble indicator
17 [JaTtunk nysbipbkoB Bo3gyxa/Air bubble sensor
* MNpo3payHan ABepLa Hacoca No3BosseT *The transparent pump door allows
HabnrofaTh 3a cucTemor Tpy6oK 1 BpatleHnem  viewing of the tubing and the pump
rOMI0BKM Hacoca. head rotation.

ANeMEHTbI yrpaB/ieHUA PacnoioXXeHHble Ha 3aHen naHenu
Hacoca/Controls on the Pump Back Panel

2nemeHT/
Element

18

OnwucaHwne/Description

3aBofckas aTUKeTKa ycTpolicta/Device label
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Cxema Hacoca ¢ MHOorokaHanbHbIM PY reHepatopom nMARQ v
MpuHagnexHoctamu/Diagram of the Pump with nMARQ
Multi-Channel RF Generator and Accessories

30Ha nauymeHTa

il

10. N p3:

- «nun

30Ha naupeHTa Patient Area

nemMeHT OnucaHwme/Description

/
Element
1 Hacoc SmartAblate/ SmartAblate Pump
2 Kab6enb nutaHua*/Mart8 cable*
3 Kabenb 3a3emneHuns™/Grounding cable*
4 HoxHas nepanb*Foot Pedal*
5 Katetep/Catheter
6 MepenHsas naHeb MHorokaHasibHoro PY reHepatopa/RF Multi-
Charmel Generator front panel
7 3afiHAA naHeb MHOroKaHaibHoro PY reHepartopa/RF Multi-channel
Generator back panel
8 CoeauHnTENbHLIA Kabenb Mexxay PY reHepaTtopoM 1 Hacocom™/

Connection cable between RF multi-chatmel generator and pump*
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MOoMelLLieHns. YTobbl He A0NYCTUTb

reHepypoBaHua nomex (wyma) curHany K,

BCera VCrosb3yiTe OAMH U TOT XKe KOHTYp
3a3eM/1IeHMs 419 BCEX 3a/eCTBOBAHHbIX
YCTPOWCTB (3/1eKTpoKapanorpad, cucrema
3NEKTPOPM3NONOrMYECKON HaBUraLWn
CARTO (reHeparop).

(electrocardiograph, CARTO EP Navigation
System, generator).

MoaknyeHne HoXXHoW negann/Foot Pedal Connection

Cwm. Paspen 3.9. «lNoaknoyeHve
LUMIVNHAPUYECKMX LLITEKEPOB»

See Section 3.9 Circular Plug Connections.

MogknoueHne K MeHepaTtopy/Connection to the Generator

Bkntounte reHepatop n Hacoc SmartAblate
(cm. pasgen 5 .1 «Bk/oyeHve n
BbIK/IFOYEHME HACOCa»).

MoaKHUMTE COBANHUTENBHBIN Kabesb,
nayLwmii oT reHepartopa, K rHesgy COMM 1,
pacronoXXeHHOMY Ha 3a[jHeii naHem
Hacoca, B COOTBETCTBUM C OMNUCaHKEM,
npviBefieHHbIM B pasaene 3 .9
«[ofKNUeHVe UMNNHAPUYECKNX
LUTEeKepoB». ofpo6HbIe CBEAEHNMS CM. B
pasgenax 5.8 «Csasb ¢ 'eHepaTopom
SmartAblate 1 5.9 «Css3b ¢ PY
reHeparopamu

STOCKERT v MmHorokaHasibHeim PY
reHeparopom nMARQ ».

Turn on the RF generator and the
SmartAblate Irrigation Pump (see Section
5.1, Turning the Pump On and Off).

Plug the coimection cable from the RF
generator into the COMM 1 receptacle on
the back of the pump as described in Section
3.9, Circular Plug Connections. For
additional instructions, see Sections 5.8,
Communication with the SmartAblate RF
Generator and 5.9, Communication with the
STOCKERT RF Generators and the nMARQ
Multi-Channel RF Generator.

PerynnpoBka rpoMKoCcTU, APKOCTUN N BbIOOP
a3blka/Adjusting the Volume, Brightness and Language

OkpaH Options (Onuun)

(POMKOCTbL 3BYyKa

APKOCTb KHOMOK

A3bIK
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BbIK/OUMTE HACOC 1 3aKPOViTe fBepLly Hacoca.

HaxxaB 1 yaep>xuBas KHOMKY
Hu3kas ckopocTb nogaum (pexxmm
OXMAaHWSA), HKMUTE 1 cpasy OTnyCcTUTe
KHOMKy OxngaHue. Koraa otobpasuTcs sKpaH
Options (Onuyu), oTnycTUTe KHOMKY H3Kas
CKOPOCTb Mnogayn (pexxum oXnaaHus).

Bpawaiite pyyky MNogaya
YKNKOCTM Ha BbICOKON CKOPOCTU (4151
abnauum), noka cnesa OT U3MEHAEMOr0
I'&%)&M&Bpa He 0TOBPA3NTCS 3HaK «>».

10c/ie 9TOr0 BPALLIEHVEM PyUKM
Hu3Kasn CKOpoCTb MoJaun (Pexum
OXKMIAHUS) U3MEHWTE TPOMKOCTb 3BYKA,
SPKOCTb KHOMOK WM 5i3bIK.

UT06b! yAamMTb MH(OopMaLmio C
3KpaHa, HaxXXmuTe KHONKy OxkugaHwue. Hacoc
BbIK/TFOUUTCA.

MpumeyaHme. MNyHKT Service
(O6ecny>kmBaHWe) Ha skpaHe Options (Onuwyn)
MOXKET ObITb BblOpaH CEePTUDULPOBAHHBIM
MPOU3BOAUTENEM UHXXEHEPOM-HaIAAUMKOM.

Turn off the pump and close the pump door.

Press and hold the Low
(Standby) Flow button while you briefly press
the
Stand-by button. Release the Low (Standby)
Flow button when the Options screen appears.

'O *** Turn the High (Ablation) Flow knob
until > appears to the left of the setting that you
want to change.

(o CDThen turn the Low (Standby) Flow
knab to change the sound volume, button
brightness, or language setting.

Press the Stand-by button to
remove the information from the screen. The
pump will turn off.

Note: The Service selection on the Options
screen is for use by a service engineer certified
by the manufacturer.

UucTka 1 gesmHpunumnpoBaHme
Hacoca/Cleaning and Disinfecting the Pump

A MPEAYTPEXXAEHNAAYAKDBILLIO3
* [Nepeq, YACTKOIA 1 Ae3NHPMLIMPOBAHMEM
BbIKMtounTe Hacoc SmartAblate n
OTCOEAVHUTE OT HEro CETEBbIE Kabenu.

* He cTepunusyitte Hacoc SmartAblate
Kabenb NUTaHus 1 COeanMHUTENbHBINA Kabenb,
npeAHa3HavYeHHbIN AN NoaKIoYeHns K PY
reHeparopy.

[N unCTKM 3KpaHa Hacoca MCrosb3yiTe
CYXYHO Ca/IPeETKY 13 MMKPOBO/IOKHA. Mpn
HEOOXOANUMOCTI B/I&XKHON YMACTKM CMOUMTE
MATKYHO X/IONKOBYHO WN JIbHAHYHO CanteTKy
He CoAePXXaLLmmM CrmpT TEXHUYECKMM
CTEK/OOUNCTUTENEM N MPOTPUTE 3KpaH. He
pacnbInsTe YMCTSLLIEE CPEACTBO
HEeMnocpeACTBEHHO Ha 3KpaH.
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» The SmartAblate Irrigation Pump must be
LLrmed off and the mains cable must be
disconnected from the pump before cleaning
and disinfecting the pump.

» The SmartAblate Irrigation Pump, the mains
cable, and the connection cable to the RF
generator must not be sterilized.

Use a dry microfiber cloth to clean the pump’s
screen. Ifdamp cleaning is necessary, moisten
a soft cotton or linen cloth with commercial
grade glass cleaner that does not contain
alcohol and wipe the screen. Do not spray the
cleaner directly onto the screen.

Use a soft, damp, lint-free cloth to clean and
disinfect the housing of the pump. Use only
non-flammable and non-explosive substances.
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06CNy>XMBaHWe UCNO/b3YITe 3aBOACKYHO
yMaKoBKy. B cryyae ee oTCyTCTBUS
06paTUTECh K MPOV3BOANTENHO UK
MOCTaBLLVKY 3a 3aMEHOM.

YTWmsauymna/Disposal

HeHaanexaluee obpalleHme ¢ 0TxXohamm
3NEKTPOHHOr0 060PYA0BaHS CBA3AHO C
PVCKOM /191 OKPY>KatoLLIel cpefbl W 300pOBbA.
Ytunusnpyiite Hacoc SmartAblate v ero
3NEKTPUYECKIME W 3NEKTPOHHbIE
NPUHAA/IEXXHOCTN B COOTBETCTBUM C MECTHBLIMM
HOPMATMBHbIMM akTamu. UTobbl 06ecneunTb
HaJ/IeXalLlyto YTUn3aLumio, A/ Bo3Bpata
Hacoca 1 ero NpPUHaANeXXHOCTEA MOXXHO
06paTUTLCA B PErvOHaNIbHOE
NpeACTaBUTEICTBO KOMMAaHUM
NpOV3BOAUTENS.

packaging. If the original packaging is not
available, contact the manufacturer or
distributor for a replacement.

Inadequately treated electronic waste poses
environmental and health risks. Follow local
regulations for disposal of the SmartAblate
Irrigation Pump and its electrical or electronic
accessories. To ensure proper disposal, there is
the option of contacting the manufacturer’s
representative regarding return of the pump
and its accessories.

[MpnHagneXxxHocTu/Accessories

A MpepynpeveseHna/WARNING
Mcronb3yiiTe TONbKO OpPUrMHa/IbHbIE
NPUHALIEXHOCTI, NOCTaB/seEMbIE U
PEKOMeH/I0BaHHbIE KOMMaHWei
npounssoauTens and Hacoca SmartAblate .
[Mpy MCNONb30BaHUW MPUHAL/IEXHOCTEN, He
NOMYYMBLLNX 0J0OPEHNS NPON3BOAUTENS,
6e30MacHOCTb YCTPOMCTBA N CUCTEMbI HE
rapaHTUpyeTcs.

HoxxHas neganb/Foot Pedal

OnemeHT/Element

Meganb HOXHas Foot Pedal,
SmartAblate. length of coimection
OnnHa cable: 3m
COEAVHUTENBHOrO

kabena 3 M.

Kabenb-yanmHnTenb Foot Pedal

HOXXHOI neganu. Extension Cable,
[OnvHa 7 M length: 7m
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Use only the original accessories provided by
or recommended by the SmartAblate Pump
manufacturer. 1f you use accessories not
authorized by the manufacturer, the safety of
the device and system is not guaranteed.

7
Il
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CoeiMHNTENbHbIN Connection cable
Kabesnb, Mexay
MHOrOKaHa/lbHbIM PY
reHepaTopoM u

Hacocom SmartAblate

RF generator and
SmartAblate pump

MprmeyaHue.
[JaHHbIl Kabenb
1CNO/b3YyeTCs C
MHOrOKaHa/IbHbIM  PY
reHepatopom NMARQ
OnHa 3 m

with nMARQ Multi-

3m length

between Multi-Channel

Channel RF generator

f1—2 A1

Note: This cable is used

dkcnnyaTtayma Hacoca/Pump Operation

Mepen HavasioM paboThbl ¢ Hacocom
SmartAblate npouTUTE BCE PyKOBOACTBO
Mo/b30BaTeNs.

B HacTosLLem pa3zesie OnMcbLIBAeTCA
akcnnyartaumua Hacoca SmartAblate ¢
MOMOLLbIO MHTepderica Nosb30BaTess Hacoca.

Kpome TOro, eciim Hacoc MOAK/IHOHEH K
reHeparopy SmartAblate, HacOCOM MOXHO
ynpasnaTb (BKIHOYaA PerympoBKy CKOPOCTU
nofaun) ¢ NOMOLLILHO MHTEpdeica
nosb3oBaTens reHeparopa (cm. pasgen 5 .8
«CBs3b ¢ "'eHepaTopom SmartAblate »
PYKOBOZCTBO M0/1b30BaTeNs ['eHepaTopom
SmartAblate).

Ecnm Hacoc NOAK/IHOYEH K KaKOMy-/I6o MHOMY
PY reHepatopy, TO reHepaTop aBTOMaTU4ecKu
aKTVBUPYET BbICOKYH CKOPOCTL Nojayn B
npouecce abnaumm 1 HA3KYH CKOpPOCTb

nofia4yn B OCTa/bHbIX CydasX, HO
nonb30Bare/ib A0/MKEH YCTaHOBUTL BbICOKYHO U
HM3KYHO CKOPOCTM C NMOMOLLbHO MHTEepdeiica
nosnb3oBarens Hacoca (Cm. pasgen 5 .9 «Cessb
¢ PY reHepartopamn STOCKERT wu
MHOroKaHa/IbHbIM PY reHepaTopom
NMARQ»).

Read this entire user manual before operating
the SmartAblate Irrigation Pump.

The instructions in this chapter describe how to
operate the SmartAblate Irrigation Pump using
the pump’s user interface.

However, when the pump is connected to a
SmartAblate generator, the pump can also be
operated (including setting flow rates) using
the generator’s user interface (see Section 5.8,
Communication with the SmartAblate RF
Generator, and see the instructions in the
SmartAblate RF Generator User Manual).

When the pump is connected to any other RF
generator, the generator will automatically
switch to high flow during ablation and to low
flow at other times but you must set the high
and low flow rates using the pump’s user
interface (see Section 5.9, Communication with
the STOCKERT RF Generators and the
NMARQ Multi-Channel RF Generator).

BkntoyeHne n BbikAtoUeHne Hacoca/Turning the Pump On

and Off

UT06bI BKMOUMTH HACOC, HXKMUTE
KHONKy OxugaHve. Ha skpaHe
0TOBPa3nTCS NOrOTUN
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To turn the pump on, press
the Stand-by button. The
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[ATuMK Ny3bIPbKOB BO3AyXa (CM. 3neMeHT 17 B
pasgene 3.1).
3akpoiiTe aBepuy
Hacoca. HaXmmHas
MnaacT1Ha COXMeT
cucTemy
TpyOOK, 4TO
npefoTBPaTUT
CBOOO/HOE BbITEKAHME XXUAKOCTU U3 TPYOOK.
3akpbiBast ABepLy Hacoca, He npuLLemMmTe
nasbLbl.
IMocne yCTaHOBKW CUCTEMbI TPYOOK NpoMoiiTe
ee B COOTBETCTBUM C YKa3aHUAMM,
npviBeAeHHbIMU B pasaene 5.3 «lMpoMbiBKa 414
yAa/IeHUs BO3AyXa 3 CUCTEMbI TPYOOK 1
KateTepa». Ecim cuctema TpyOboK He MPOMbITa,

TO HaCoC He Ha4YHET noga4vy >KMAKOCTI.

Close the pump
door. The pressure
plate compresses
the tubing to
prevent fluid from
flowing freely

through the tubing set.

Take care not to pinch fingers when shutting

the pump door.

After installing the tubing, flush the tubing as
described in Section 5.3, Flushing to Eliminate
Air in the Tubing and Catheter. The pump will
not start fluid delivery if the tubing has not
been flushed.

MpomblBKa ANns yganeHns Bo3ayxa U3 CUCTEMbI TPYOOK 1
kaTteTtepa/Flushing to Eliminate Air in the Tubing and

Catheter
A MPEAYNPEXAEHNAAY ARNINGS

* [poMOiATe OPOLLIGEMbIN KaTeTep nepes
BBE/IEHVIEM B OpraHu3Mm.
* Bo Bpemsi NPOMbIBKM KaTeTep He A0/KeH
HaxoamuTLCA B opraHu3me. Mpu NpoMbIBKe
Tpy6oK nppuraumoHHbIx SmartAblate katetep
[O/DKEH HAXOAUTLCA BHe opraHmama (inbo
YeTbIPEXXOA0BOV 3arOpPHbIA KpaH [0/MKeH
HaX0oAMTLCA B MOMOXEHUM, MPENATCTBYHOLLEM
MOCTYNNEHNIO XMAKOCTU B KaTeTep).
IMocre yCTaHOBKY CUCTEMbI TPYOOK
BbINO/IHUTE AEACTBUS, YKa3aHHbIE HIDKE.
UT06b! YAa/IMTb BCE MY3bIPbKM
BO3[yXa U3 CUCTEMbI TPYOOK 1
KaTeTepa, HXMUTE 1 yAepXKuBaiTe KHOMKY
MpombliBKa. Bo BpeMs NpOMbIBKY FO/I0BKa
Hacoca NPoJo/MKaeT Bpawlatbes. Bo Bpems
MPOMbIBKW Ha 3KpaHe 0TobpakaroTcs
NepeyncrieHHbIe HUKe N306paKEHNS,
CBUAETENLCTBYHOLLME 06 0BHaPY)XKeHWUN UK
OTCYTCTBUM My3bIPbKOB B 30HE [aTymKka
My3bIPbKOB.

> »

1B0 Bpems MPOMbIBKM
06Hapy»eHbl My3bIPbKN.
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* Irrigated catheters must be flushed before
they are inserted in the patient.

» When flushing a catheter, the catheter must
not be inside the patient. When flushing the
SmartAblate Irrigation Tubing Set, either the
catheter must be outside the patient or the 4-
way stopcock on the tubing set must be LLimed
so that the fluid is not routed to the catheter.
After the LLping has been installed, perform the
following steps:

Press and hold the Flush button

to remove all air bubbles from the
LLping and the catheter. The pump head
continues to rotate during flushing. The
following images appear on the screen during
flushing to indicate whether bubbles are
detected in the bubble sensor area.

» > ¥l

Bubbles Detected During
Flushing



t0 BPEMS MPOMbIBKM My3bIpbKY
He 06Hapy»eHbl.

MprMeyaHue. MNocne oTo6paXKeHUst
1306paXKeHNs, CBMAETENbCTBYHOLLENO 00
OTCYTCTBUM My3bIPbKOB, 1 MOC/e
MCYE3HOBEHUS BUAVIMBIX MY3bIPbKOB B CUCTEME
TpY6OK NPOAO/MKaiiTe NPOMbIBKY He MeHee 5
CEKYHA. 3T0 06ecrneymnT BbiMblBaHVe U3
KaTeTepa BCeX My3bIPbKOB.

No Bubbles Detected During
Flushing

Note: Flush for at least 5 additional seconds
after the No Bubbles Detected During Flushing
image appears and after there are no visible
bubbles in the tubing. This ensures that all
bubbles have been flushed from the catheter.

AKTnBayma nogayvm pacteopa Ana opaweHusa/Starting the

Irrigation Flow

A MNPEOYTPEXAEHUNAAVARNING
Hu3Kasi CKopoCTb Nofauy (PEXUM 0XUAaHWS)
pacTBopa /19 OPOLLIEHUS 0MKHA BbITh
aKTVBMPOBaHa Nepe/ BBeEHVIEM KaTeTepa B
opraHu3Mm. Ecnm kaTeTep BBefeH B OpraHii3m
[0 aKTVBALIMM OPOLLEHVS, TO OTBEPCTYS B
TOYEUHOM 3/IEKTPO/IE KaTeTepa MOryT GbiTh
3aKyropeHbl CHOPMMPOBABLLMMCS TPOMGOM.

UTo6bI Ha4aTb paboTy Hacoca C HU3KOM
CKOPOCTbH0 Nogauy (B pexxnme 0XugaHms),
HaXXMWTe KHOMKY Hr3Kas CKopocTb nogayun
(pexkum oxkngaHus).

UTto6bl HayaTb paboTy Hacoca C
BbICOKO CKOPOCTbLIO Nnogaun (4ns abnaumm),
HaXXMUTe KHOMKY ogaya XXMAKOCTU Ha
BbICOKOW CKOpocTun (ans abnsuun). Bo
Bpems NMojaun XXUAKOCTN Ha BbICOKON
ckopocTu (gnsa abnsauum) kHornka Mopgaya
YKNLKOCTW Ha BbICOKOW CKOPOCTU (415
abnaumm) MUraeT, HanoMmuHasi, 4To BblbpaHa
nojava XMAKOCTW Ha BbICOKON CKOPOCTU (a1
abnaummn) 1 NS nNaumeHTa MMeeTcs prcK
06BEMHOI Meperpysku.

Y6eauTech, YTO ro/IoBKa Hacoca BpaLLaeTcs.
(TonoBka Hacoca HaxoaWTCA 3a NPO3paYvHo
ABepueit Hacoca. CMm. aneMeHTbl 2 1 158
pasgene 3.1 «3neMeHTbl ynpasneHns,
pacrooXeHHble Ha NepeaHen naHem
Hacoca».)
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Low (standby) flow of the irrigation solution
must be started before the catheter is inserted
into the patient. If the catheter is introduced
into the patient before irrigation is started, the
holes in the catheter’s tip electrode could
become occluded due to thrombus formation.

Press the Low (Standby) Flow button
to start the pump at the low (standby) flow rate.

Press the High (Ablation) Flow button
to start the pump at the high (ablation) flow
rate. During high (ablation) flow, the High
(Ablation) Flow button blinks as a reminder
that high (ablation) flow is selected and that it
is possible to overload the patient with fluid.
Verify that the pump head is rotating. (The
pump head is located behind the transparent
pump door. See Elements 2 and 15 in Seetion
3.1, Controls on the Pump Front Panel.)
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YCcTaHOBKa HU3KON (PexXnum 0XXUAaHusa) 1 BbICOKON [pexxnm
abnaynn) ckopouTen nogaym xuakoctun/Setting the Low
(StandBy) and High (Ablation) Flow Rates

A MNPEAYTIPEXXOEHVNEAVARNING

UTo6bl onpeaennTb A1 KateTepa
COOTBETCTBYIOLLME CKOPOCTW MOAAYM, CM.
VHCTPYKLMIO MO 3KCM/yaTalmn KateTepa.
Ckopoct nogayn MoryT 6biTb M3MEHeHbI B
No6oe Bpems, B TOM Uumc/e npu
aKTUBMPOBAHHOWN HI3KOM
(peXXMM OXXMAAaHWS) UK BbICOKOA (41
abnauymn) CKOpoCTI NOAAYM.
UT06b!I YCTaHOBUTbL HU3KYHD
CKOpOCTb nofayu (pexum
oXxugaHus) (Mn/MuH),
BpaLLaiTe pyyky Hn3kas cKkopocTb nogauu
(pexknm oXxmaaHus).
UT06b! YCTAHOBUTL BbICOKYHD
CKOPOCTb Nogaum (pexxum
oXunaaHus) (MI/MUH), BpaLLaniTe pyyky
Mofaya >XMAKOCTN Ha BbICOKOI CKOPOCTU
(ans abnsuun).

IMpumeyaHue. Ecnmn Hacoc NOAKIHOYEH K
"eHepaTopy SmartAblate , T0 reHepaTop
OyeT orpaHU4MBaTh CKOPOCTb MOAAYN,
YCTaHOB/IEHHYO TM0/1b30BATENIEM.

Refer to the instructions for use for the catheter
to determine appropriate flow rates for the
catheter.

The flow rates can be changed at any time,
including when low (standby) flow or high
(ablation) flow is active.

R — Tumthe Low (Standby) Flow knob
to set the low (standby) flow rate (milliliters
per minute).

Turn the High (Ablation) Flow
knob to set the high (ablation) flow rate
(milliliters per minute).

Note: When the pump is connected to a
SmartAblate RF Generator, the generator will
impose restrictions on the flow rate that can be
Set.

OcTaHOoBKa nogayu pacrteopa aa4 opoweHna/Stopping the

Irrigation Flow

UT06bl OCTAHOBWTbL MOAaYy XXUAKOCTM

Q151 OPOTEHUS, HKMIUTE KHONKY CTor.
nm

UT06bI OCTAHOBWTb MOAAYY YKMAKOCTY

[/19 OPOTEHUA, HOXMUTE (MeHee YeM Ha 3
CeKYHZbl) 1 OTMYCTUTE KHOMKY
OxunpaHue.
Nocne ucnonb3oBaHUs U3BNEKUTE
cuctemy Tpy6oK.
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Press the Stop button to stop the irrigation

flow.
or

7%
< Press Stand-by button briefly (less than 3

seconds) to stop the irrigation flow.

Remove the tubing after use.
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Owwnbka «lNy3bipek Bo3ayxa»/ «Air Bubble» Error

[Mpv 0BHapY>KeHUN B
KOMM/eKTe TpyoboK Ans
MpOMbIBaHUSA B 0611aCTU
[laTyuMKanysblpbKoB Hacoca SmartAblate
ny3blpbKa BO3Ayxa BO BpeMs nogaum ¢
BbICOKOW (419 ab1sILMM) UM HU3KOW (PeXXmMm
OXXMJaHMS) CKOPOCTBH HAcOC MOAAET 3BYKOBOW
CUrHa/1 TPEBOIK, Ha 3KpaHe Hacoca
0TOOpaXKatoTCA COOOLLEHME 06 OLLIMOKE U
1306PaKEHNS, UHAMKATOP TPEBOMY 3aropaeTcs,
a LBeT MHAMKaTopa Ny3bIpbKOB BO3AyXa
M3MEHSIETCA C 3e/IEHOr0 Ha KpacHbI (CM.
pasgen3.1
«3MeMeHTbI YNpaB/eHUs, PacnooXKeHHble Ha
nepegHelt NaHen Hacoca»).
HemepieHHO nepekpoiiTe JOCTyn
YXMIKOCTW B KaTeTep C NOMOLLbHO
YeTbIPEXXOLOBOr0 3aropHOro KpaHa,
pacroOXKeHHOro Ha KOMI/ieKTe TpyoboK
L1 npoMbiBaHua SmartAblate . MNocne

3TOro HaxXkKMuTe KHomky Cton ” , yTo6bI
MPeKpaTuUTb NoJadvy 3BYKOBOrO CUrHasa
Tpesor. C NOMOLLbIO MPOMbIBKW Yaa/nTe
ny3blpekK (My3bIpbKK) 13 CUCTEMbI TPYOOK B
COOTBETCTBUM C YKa3aHUAMU,

npuBeaeHHbIMK B pasgene 5.3 «[pomMbIBKa
LN19 yaneHnsa BO3ayXa U3 CUCTeMbl TPYOOK

1 KaTeTepa». [locne NpoMbIBKK

nepeBeanTe YETbIPEXXOAOBON 3aropHbIi

KpaH B Takoe Mo/oXKeHue, 4Tobbl 4OCTynN
XXVOKOCTW B KaTeTep BOCCTaHOBW/ICA.
MpumeyaHwue. Mocne 06HaPYXKeHWs My3blpbKa
BO3/yXa BbINO/IHEHWE MPOMbIBKN CUCTEMBb!
TPy60K 06s13aTeNbHO. ECM NpoMbIBKa He
BbIMO/IHEHA, TO aKTVBaLMA MOAAYMN XMOKOCTU C
MOMOLLbKO KHOMKM HU3Kas CKoOpoCTb nogayu
(pexxum oXknpgaHms) nm MNopgayva
XWMKOCTN Ha BbICOKOW CKOPOCTN (a/15
abnaymm) O B HeBO3MOXHA.

When an air bubble is
detected in the SmartAblate Irrigation Tubing
Set in the area of the pump’s bubble sensor
during high (ablation) or low (standby) flow,
the pump sounds an alarm, an error message
and images appear on the pump’s screen, the
Alarm indicator light LLns on, and the air
bubble indicator light changes from green to
red (see Section 3.1, Controls on the Pump
Front Panel).

Immediately turn the 4-way stopcock on the
SmartAblate Irrigation Tubing Set so that the
fluid is not routed to the catheter. Then, press

the Stop button *to stop the alarm sound.
Flush the bubble(s) from the LLIbing per Section
5.3, Flushing to Eliminate Air in the Tubing
and Catheter. After flushing, LLIT the 4-way
stopcock to allow fluid to be routed to the
catheter again.

Note: After an air bubble has been
detected, the LLping must be flushed.
It is not possible to start fluid
delivery using the Low (Standby)
Flow ~Bor High (Ablation) Flow
buttons if flushing has not been
performed.

CBsa3b c reHepaTtopom SmartAblate/Communication with

SmartAblate Generator

UBIl Ecnin Hacoc nogkstoudeH K MeHepatopy
SmartAblate 10/mKHbIM 06Pa30M, B HUXKHEN
4aCTI 3KpaHa Hacoca 0TO6PasnTCs 3TO
n306paxkeHve. Mpy 0TOBPaXKEHUN JaHHOIO
13006PaXKEHNS Ha 3KpaHe Hacoca BO3MOXKHO
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L &J When the pump is properly connected to
the SmartAblate RF Generator, this image
appears at the bottom of the pump’s screen.
You can control the pump from the generator
when this image is displayed on the pump’s
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yrpaB/ieHe HaCOCOM C MOMOLLIbHO
reHepaTopa.

m"m3ITO BblAeNSEMOE CEPbIM LIBETOM
1306paKEHNE OTOBPAXKAETCS B HUXKHEN YacTy
3KpaHa Hacoca, Korfa Hacoc NMoAK/MoYeH K
"eHepaTopy SmartAblate , a na n3meHeHWs
napameTpoB Hacoca MCMo/b3yeTcs NHTepdelic
nonb3oBaTens Hacoca. Mocne pacnosHaBaHUs
M3MEHEHWIA reHepaTopoOM BHOBb 0TOBPA3NTCS
6enoe 1300paXKeHNe, NPUBEAEHHOE BbILLE.

screen.

This grayed out image appears at the
bottom of the pump’s screen when the pump is
connected to the SmartAblate RF Generator
and you use the pump’s user interface to adjust
a pump setting. After the generator recognizes
the change, the white image shown above
reappears.

CBasb c PU reHepaTtopom STOCKERT n MHOrokaHa/lbHbIM
reHepatopom nMARQ/Communication with STOCKERT RF
Generators and the nMARQ Multi-Channel RF Generator

I'Ipmmeuame. 3TOT pasgen npumeHnm K PY
reHepaTtopam STOCKERT 70, STOCKERT J70, EP-
Shuttle n K MHorokaHansHomy PY reHepaTopy nMARQ .

Ecnm coemHMTENbHbIA Kabenb reHepaTopa
MOAK/MHOYEH K HACcOCY A0/MKHbIM 06pa3oM, B
HVDKHEI YaCTI 3KpaHa Hacoca 0TobpasnTCs 310
1306paXkeHme.

—1ECm Hacoc NoAKNHYeH K 04HOMY U3
MepeyncrieHHbIX reHepaTopoB, BbICOKas U
HW3Kasi CKOPOCTW MOAAYY YCTaHaB/IMBAKOTCH
BPYUHYHO BpaLLeH1EM PacrofoXeHHbIX Ha
Hacoce pyyek H13Kas cKOpoCTb nojaym
(pexxum oxungaHuns) n Nogava XnLKoOCTH Ha
BbICOKOW CKopocTu (4ns abnaumu). Bo
BpeMs MpoLeaypbl reHepaTop aBTOMaTUYecKu
aKTMBMPYET BbICOKYH CKOPOCTb MoJayn B
npouecce abnAauyn 1 HA3KYH CKOPOCTb
nojayn B OCTa/IbHbIX CTyYasX.

Note. This Section applies to the
STOCKERT 70 RF Generator,
STOCKERT J70 RF Generator, EP-
Shuttle RF Generator, and the
NMARQ Multi-Channel RF
Generator.

When the connection cable from the generator to
the pump is properly connected, this image appears at
the bottom of the pump's screen.

When the pump is connected to one
of these generators, you must set the
high and low flow rates manually by
turning the Low (Standby) Flow
knob and High (Ablation) Flow
knob on the pump. During the
procedure, the generator will
automatically switch to high flow
during ablation and to low flow at
other times.

Menanb HoXxXHaa SmartAblate/ SmartAblate Foot Pedal

Ecnm neganb SmartAblate nogkntoyveHa K
Hacocy, TO 3arnyCK Hacoca B peXxxvMe nogaun
YKMOKOCTW Ha BbICOKOW CKOPOCTY (a1
abn1AaLMmM) MOXKET OblITb BbIMOHEH HXKATVEM
negan. 310 AeMCTBYE aHa/IOMMYHO HXKATUHO
KHOMKM Mogaya XXMAKOCTN Ha BbICOKOM
cKopocTu (415 abnaumm) . Korpa
HOXXHasA nefab OyaeT OTnyLLeHa, Hacoc
NPOAO/MKUT PaboTy C HU3KOM CKOPOCTHHO
nojauv (B pexkviMe 0XXuaaHus).

IEcnn HoXXHaa nefanb
NoAK/IHOYeHa K Hacocy A0/MKHbIM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

If a SmartAblate System foot pedal
is coimected to the pump, the foot
pedal can be pressed to start the
pump in high (ablation) flow mode.
This is the same as pressing the
High (Ablation) Flow button

. When the foot pedal is
released, the flow continues at the
low (standby) flow rate.

When the foot pedal is
properly connected to the pump.



06pa3oM, B HXKHEN YacTy 3KpaHa this image appears at the bottom of
Hacoca 0TobpasnTCsa 310 the pump’s screen.
1306paXKeHue.

[MONCK 1 yCTPaHEHNE HENCTPABHOCTEN /

Troubleshooting
MpenynpexageHuna/Warnings
WT - uHavkatop Tpesory (CM. 3/1leMeHT 7 B Al - alarni indicator (see Element 7
pasgene 31 «3nemMeHTbl yrpas/eHus, in Section 3.1 Controls on the
pacronoXXeHHble Ha nepeaHelt naHem Pump Front Panel)
Hacoca»)
WM - nHamkaTop ny3bipbkoB (cM. anemeHT 16 BI - Bubble indicator (see Element 16 in
B pasgene 3.1 «3nemeHTbI yrpasneHus, Section 3.1 Controls on the Pump Front Panel)
PacronoXXeHHbIe Ha nepesHeld naHem
Hacoca»).
M3obpaxeHne WT/AL  UIM/B1  CoobliegHve [MpuumHbl/ [OevictBus/
fimage /Message Reason What to Do
Boikn/  Bbikn/  Het/None  The doorisopen  Hert. MNpuHATS K
Off Off during no flow. cBegeHuo/N/A-
information only
Bkn.kpa Bbikn/  [Bepua [gepua oTkpbiTa  HeT. MNpuHATL K
cHb/  Off OTKpbITa/ Korga CBeAeHMIO (OTKpbITYE
On, red Door open  BbIMO/HAETCH [iBepLibl BO Bpems
nojava C BbICOKOM BpaLLieHWs ABuratens
(ans abnsauumn), OCTaHaB/INBaET
HU3KOI (PeXXnm Hacoc)/N/A
OXunaaHWs) information only
CKOPOCTbHO WK (Opening the door
ons during motor rotation
npombIBKK/The stops the pump).
door is open
during high

(ablation), low
(standby) or flush

flow
Bbikn/  Blinks  Het/None IMy3blpek I OnacHocTb Ans
Off red 06Hapy»eH Korga naupeHTa !
nogaya He HemenneHHo
BbIMOJHAETCA. MepeKpoTe JoCcTyn

MpuumHa: BO3AyX  KWAKOCTMW B KaTeTep ¢
B cUCTeMe TPY6OK  MOMOLLbHO

WM cucTema YeTbIPEXXOA0BOr0
TPYOOK He B 3aMopHOro Kpaa,
[aTunKe pacnosioXKEHHOro Ha
ny3bIpbKOB/A KOMN/eKTe TPY6OK A
bubble was NpPOMbIBaHUA
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using the pump user
interface and contact

Customer Support.
Boikn/  Bbikn/  Het/None Vmeetcs OTKMounTE Kabenb 1
Off Off npo6nema ¢ CHOBA MOAK/KYMNTE €ro

COEAVHUTENbHBIM U BbIKOUNTE U
Kabenem Mexzay  BKOUUTe Hacoc. Ecim
reHepaTopom YCTpaHWTb Npobriemy
STOCKERT wm  He yganoce,
MHOIOKaHa/lbHbIM  YMpaBNsinTe HAacOCOM C
PY reHepatopoM  MOMOLLbIO MHTEpeica
n Hacocom/There  nonb3oBaTens Hacoca
is a problem with  nnm HoXXHOI negany
the connection 0bpatuTech B CNyxoy
cable from the MOALEPXKKN K/INEHTOB.
STOCKERT or /Disconnect the cable
Multi-Channel RF  and reconnect it or turn
generator to the the pump offand on. If
pump. the problem persists,
operate the pump using
the pump user interface
or the foot pedal and
contact Customer

Support.
Boik/ Bbik/  Het/None VimeeTca OTKNHOUNTE HOXKHYHO
Off Off npo6nema c resasb U CHOBa
HOXHOW MOAK/HOUUTE ee Win
nefansto/There is  BbIKIHOUUTE U
a problem with BK/tOUMTE Hacoc. Ecim
the foot pedal. YCTpaHWTb Npobsiemy
He y[a/oCb,

ynpa./sTe HACOCOM C
MOMOLLbH MHTepdheinca
Mo/bL30BaTeNs Hacoca
WM reHeparopa u
obpaTuTech B Cyx0y
NOALEPXKKN KIIMEHTOB.
/Disconnect the foot
pedal and reconnect it
or turn the pump off
and on. If the problem
persists, operate the
pump using the pump
user interface or the
generator interface and
contact Customer

Support.
Boik/  Bbikn/  Het/None Huskoe O6patuTech B CNyxoy
Off Off Hanps>keHue NMOLAEPXKKN
BCTPOEHHOIA KnneHTos/Contact
Gatapen/The Customer Support.
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Muwuraet
KpacHbl
n/Blink
s red
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Mwuraet ManeHbkue

KpacCHbl  My3bIpbKN

iWBIlink  Bo3myxa/

s red Many small
bubbles

Bo Bpems nogaun ¢
BbICOKOW (1
abnaummn) nm ¢
HU3KOW (peXkum
OXmnaaHus)
CKOPOCTbHO
06Hapy»eHbl
MasieHbKue
ny3bIPbKN
Bo3ayxa/Marny
small bubbles were
detected during
high (ablation) or
low (standby) flow.

NpVBEAET K BbIXOAY
Mny3bIPbKOB 13
06M1acTh faTumka
My3bIPbKOB.
TuwlarensHo
npoBepbTe cUCTEMY
Tpy6oK./

Il Patient danger!!
Immediately turn the
4-way stopcock on
the SmartAblate
Irrigation Tubing Set
so that the fluid is not
routed to the catheter.
Then press the Stop
button on the pump.
Be sure to clear the
bubble before starting
the flow, even if the
error message
disappears. (See
Section 5.3, Flushing
to Eliminate Air in the
Tubing and Catheter.)
Note: Opening the
door can move the
tubing slightly,
causing the bubbles to
move out of the
bubble sensor area.
Inspect the tubing
carefully!

Il OnacHocCTb AN
nauuneHta M
HemeaneHHo
nepeKpoiiTe AocTyn
YXMOKOCTU B KaTeTep
C NMOMOLLbHO
YeTbIPEXXOL0BOI0
3aropHOro KpaHa,
pacronoXeHHOro Ha
KOMI/IeKTe Tpy6OoK
A/151 NPOMbIBaHS
SmartAblate . Nocre
3TOr0 HAXXMUTE
PacnosioXXeHHy0 Ha
Hacoce KHOMKY
Cron. Ypanmre
ny3bIpbKW Nepes,
aKTuBaLmen nogayu,
[ioKe ecnu
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Mwuraet Bbikn./
KpacHbl  Off
n/Blink

Sred

Mwuraet Bbikn./
KpacHbl  Off
n/Blink

sred
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KHonka/
Button

HoxkHas
Mepans/
Foot Pedal

cboii B paboTe
060pyA0BaHUS.
The flow rate is
lower than the set
rate. Either there is
an interruption in
the pump head
rotation or there is
a hardware failure

KHomMKa HaxkaTa
Mpv BK/IKOUYEHUN
nuTaHuM Hacoca/A
button was pressed
while the pump
was powering on.

HoxxHas negaib
Obla HaXKaTa
C/IMLLKOM Cnabo
WX MO LIEHTPY

TpybOK (nepexxatue),
He noBpexXzaeHa in
cucTema TpyooK B
061aCTI ro/oBKN
Hacoca. Ecnu
NpyyHa 0CTaHOBKM
06Hapy»XeHa,
yCTpaHuTe ee. Ecnm
MoBpexzeHa cuctemMa
TPybOK, 3aMeHUTE ee.
lNocne atoro
BbIKNOUMTE 1
BK/THOUMTE HacocC.
Ecnu 3To He
YCTPaHUT OLLINOKY,
obpaTuTech B
CNyXK6y noaaepxKu
KAneHTos./

Check for an
interruption in the
pump head rotation,
such as a blocked
fluid path in the
tubing (pinched
tubing) or damage to
the tubing in the pump
head area. Ifan
interruption is found,
clear the interruption.
If the tubing is
damaged, replace the
tubing. Then turn the
pump offand on. If
the error persists,
contact Customer
Support.
BbiknouuTe 1
BK/IHOUMTE HAcoC.
Ecnmn 3To He
YCTPaHUT OLIMOKY,
obparuTech B
CNY>KOY NOALEPKKN
KneHToB./

Turn the pump off and
on. Ifthe error
persists, contact
Customer Support.
BbIknounte n
BK/IHOUMTE HACOC,
Moc/ie Yero CHoBa
HaxkmuTe neganb. MEV
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The pump turns on automatically if
it is connected to the SmartAblate
RF Generator and the generator is
turned on. Press the Stand-by
button on the pump to put the pump
into sleep mode (see Section 5.1,
Turning the Pump On and Off).

Hacoc BK/toyaeTcs
aBTOMATMYeCcKu, ec/in OH
NOAK/MOYEH K BK/TIKOYEHHOMY
"eHepaTopy SmartAblate . UTo0bl
MEePeBECTM HACOC B CrIALLMIA PEXUNM,
HaXKMUTE PacrosIOKEHHYHO Ha
Hacoce KHonky OxkugaHue

(cm. pasgen 5.1 «Bk/oveHve 1
BbIK/THOYEHNE Hacoca).

Hacoc HeoxXvgaHHO
BK/touaeTcs/

The pump turns on
when you don’t
want it on.

OnpefeneHne cepuUMHOro HoMepa 1 BEPCUN
nporpamMmmHoro obecneyeHms Hacoca /
Determining the Serial Number and Software
Version of the Pump

Cny>x6e NoLAePKKM KIIMEHTOB MOXET MOTPe60BaTLCS CEPUAHBIA HOMEP 1 BEPCUA MPOrpaMMHOro
obecneyeHns Hacoca./Customer Support may ask for the pump’s serial number and software
version.

IKpaH Options (Onuun)

CepuitHblii Homep

Bepcua
NpPOrpamMmMHOro
obecneyeHuns

BbIK/OUMTE HAcoC 11 3aKPOiATe ABEPLY Hacoca.

Haxxas 1 yaepxveas

KHONKY Huskas
CKOPOCTb Mojayn (Pexkmm oXXugaHus),
HaXKMUTe 1 cpasy OTMyCTUTE KHOMKY
OxxmpaHue. Korpa otobpasnTcs akpaH
Options (Onumwn), Ha KOTOPOM OYAYT YKasaHbI
CEPUIAHBIA HOMEP W1 BEPCKS MPOrpamMmMHOro
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Turn off the pump and close the pump door.

'Press and hold the Low
(Standby) Flow button while you briefly press
the Stand-by button. Release the Low
(Standby) Flow button when the Options
screen appears displaying the serial number
and software version.
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» CKOpOCTb nofaum npasusibHas.
CobntofariTe ykasaHus, NpyBeaeHHbIE B
VHCTPYKLMM MO 3KCTTyaTaumn,
npunararoLLencs K UcrbitareslbHOMY
KOMMNnekTy gna Hacoca SmartAblate.
[0 enaHW1Io 3aK/YaeTCs CornallieHve
06 o6cny>xmeaHun. ObpaTuTech B
CNy>0Y NOAJEPXKN KNMEHTOB.

PemoHT / Repalr

B Hacoce SmartAblate otcyTtcTBytoT
KOMMOHEHTbI, KOTOpble MOryT ObITb
OTPEMOHTUPOBAHbI MO/b30BATENEM.
(NcknoyeHve: [onycKaeTcsa 3ameHa
npegoxpaHuTtenen (cMm. pasagen3.8
«[penoxpaHnTeni»).) PEMOHT Hacoca n
NPUHALNEXXHOCTEA W BHECEHWNE B HUX KaKWX-
NGO M3MEHEHWUIA MOTYT BbIMOMHATLCA TO/IbKO
MPOV3BOAUTENEM, WHXXEHEPOM-HaIaAUMKOM,
CEpPTUMULIMPOBAHHLIM MPOV3BOAUTENEM, WU
CEPBUCHbIMM LiEHTpamu, CepTULMPOBaHHbLIM
Npon3BOAUTENEM.

* The flow rate is accurate. Follow the
instructions for use provided with the
SmartAblate Irrigation Pump Test Kit.

If desired, a service contract can be arranged.
Contact Customer Support.

There are no parts in the SmartAblate
Irrigation Pump that may be serviced by the
user. (Exception: The fuses may be replaced
per Section 3.8, Fuses). Repairs or any changes
to the pump and the accessories must be
performed only by the manufacturer, a service
engineer authorized by the manufacturer, or
service centers certified by the manufacturer.

CooTBeTcTBME cTaHaapTam/Conformance to

Standards

Hacoc SmartAblate cooTBeTCTBYeT TpebOBaHUAM CTaHAAPTOB, MEPEYNCIEHHBIX HUXeE./

CraHpgapt/ HassaHue/Title

Standard

CAN/CSA C22.2 MeanUMHCKOe 3/1eKTpUYEeCcKoe

No. 601.1, B-90 obopyaoBaHue. YacTtb 1
O6Lwyie TpeboBaHMA K
6e3onacHoCTH

CMDR MonoxkeHwe 06 akcnyaTaumm
MeANLMHCKNX YCTPOWCTB B
KaHage

DIN EN 980 CuMBO/bI AN UCNO/b30BAHMSA
Ha ApP/bIKaX MeAULMHCKNX
YCTPOWCTB

DINEN 1041 VHopmaums,
npesocTas/isiemas
MPOV3BOAUTENEM

Medical electrical equipment - Part
1 General
requirements for safety

Canadian Medical Devices
Regulations

Symbols for use in the labeling of
medical devices

Information supplied by the
manufacturer of medical
devices

MEAMLHCKMX YCTPOIACTB
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Crangapt/

Standard

IEC/EN 60601-1-4

IEC/EN 60601-1-6

1EC/EN 60601-1-8

IEC/EN 60601-1-9

IEC/EN 62304
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Ha3saHune/Title

MeaMUMHCKOE 31eKTPUYeCcKoe
obopyaoBaHue. YacTb 1-4.
O6Lwpie TpeboBaHNA K
6e30MacHOCTH.
BcrnomoraresibHbIin CTaHaapT.
[porpammupyemble
ANeKTpUYeCKue

MeAULMHCKINE CUCTEMbI
MeaMUMHCKOE 31eKTpUYeCcKoe
obopyzosaHue. YacTtb 1-6.
O6Le TpeboBaHMA K
6e30MacHOCTN 1 OCHOBHbIE
TpeboBaHWA K paboumm
XapaKTepucTMKam.
BcrnomorarenbHbIin CTaHaapT.
JKCnyaTalmoHHas
NPUro4HOCTb

MeauunHCKoe 3N1eKTpruYecKoe
obopyaoBaHue. YacTtb 1-8.
O6Lie TpeboBaHMS K
6e30MacHOCTV 1 OCHOBHblE
TpeboBaHMsA K pabounm
XapaKTepuUcTMKaMm.
BcnomorarenbHbIin cTaHaapT.
O6Lume TpeboBaHw,
NCMbITAHUSA N YKa3aHWS,
OTHOCALLMECH K CUCTEMaM
NoAa4y CUrHasIoB TPEBOI M
MeAMLMHCKOro
3NEKTPUYECKOro
060py0BaHMsA 1
MEAMLMHCKUX 3NEKTPUYECKUX
cuCTeM

MeauLMHCKoe 3N1eKTpUYecKoe
obopyaoBaHue. Yactb 1-9.
O6Lwyie TpeboBaHUA K
6e30MacHOCTW 1 OCHOBHbIE
TpeboBaHMs K paboumm
XapaKTepucTMKam.
BcrnomoraresbHbIin CTaHaapT.
TpeboBaHWs, NpebsB/seMble
K 9KOIOrMYEeCKU

6e30MacHON KOHCTPYKLM
MporpamMmmHoe obecrieyeHre
MeANLMHCKNX YCTPOMCTB.
[Mpouecchbl XXM3HEHHOTO
LIMKNa NporpamMmmMHOro
obecrneyeHns

Medical electrical equipment - Part
1-4: General requirements for safety
- Collateral Standard: Programmable
electrical medical systems

Medical electrical equipment - Part
1-6: General requirements for basic
safety and essential performance -
Collateral standard: Usability

Medical electrical equipment - Part
1-8: General requirements for basic
safety and essential performance -
Collateral Standard: General
requirements, tests and guidance for
alarm systems in medical electrical
equipment and medical electrical
systems

Medical electrical equipment - Part
1-9: General requirements for basic
safety and essential performance -
Collateral Standard: Requirements
for environmentally conscious design

Medical device software - Software
life cycle processes
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TecT nsnyyeHui/
Emissions Test

PY un3nyyeHus/RF emissions

CISPR 11

CooTtBeTCcTBUE/
Compliance

Mpynna/Group 1

SNeKTpoMarHMTHOE OKpPYXeHue.
PekomeHgaumn./Electromagnetic
Environment - Guidance

Hacoc SmartAblate
ncnonb3yet PY
3HEPruio TOMbKO A/1A

The SmartAblate
Irrigation Pump uses
RF energy only for its

CNY>EOHBIX internal function.

(YHKUMIA. Therefore, its RF

CneposarensHo, emissions are very

ypoBeHb PY low and are not likely

U3NyYeHnst to cause any

YCTPOMCTBA O4YeHb interference in nearby

HU3KMIA. Ero electronic equipment.

BO3/elCTBYE Ha

pacronoXeHHoe

PAAOM 3/1EKTPOHHOE

060pyaoBaHme

MasI0BEPOSITHO.
PY n3nyueHns/RF emissions  Knacc/Class A Hacoc SmartAblate  The SmartAblate
CISPR 11 MOXET Irrigation Pump is

ncnonb3oBatbcAd BO  suitable for use in all
SIMMCCIA TAPMOHNHECKMX Knacc/Class A geex nomelweHmsix establishments other
cocTasnAtoLx/ 3a UCK/TFOUEHWEM than domestic and
Harmonic emissions IEC YKUMbIX U B those directly
61000-3-2 MOMELLIEHMSIX, connected to the
KonebaHust HanpsKeHns CoortsetctByet/ Hanpsamyto public low-voltage
(mkep/ Voltage Complies MOAKMIOYEHHBIX K power supply
fluctuations/flicker emissions OBLLIECTBEHHOV network that supplies
IEC 61000-3-3 ceTn buildings used for

3NeKTPONUTaHUA domestic purposes.

HW3KOro

HanpPsHKEHNS,

obecrneymnBatoLLel

3NEKTPO3HEPruen

L XWoble 30aHNS.

3alyTa OT 9N1eKTPOMarHUTHbIX U3lydeHuin  llectromagnetic Immunity

Hacoc SmartAblate npeaHasHaueH s The SmartAblate Irrigation Pump is intended
MNCMOMb30BAHMUA B 3/1EKTPOMArHUTHOM for use in the electromagnetic environment

OKPY>XEHNW, OMMCAHHOM HIKE. nOKynaTenb SpECiﬁed below. The customer or user of the
W nonb3osatenb Hacoca SmartAblate SmartAblate Irrigation Pump should ensure that

[l0MKeH 0GECTeUnTb ero CMoNb30BaHMe it is used in such an environment.
B TAKOM OKDYXEHIM.

TecT 3almTbl OT  YpoBeHb TecTa/ YPOBeHb DNeKTPOMarHUTHOE OKPY>KEHME.
anekTpomarHuT  Test Level IEC  cootBeTcTBMA  PekomeHaaumn./Electromagnetic
HbIX 13n1yyeHniA/ 60601 /Compliance  Environment - Guidance
Immunity Test Level
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MarHutHoe none 3 A/m 3 A/m
4acTOTb!

nuTatoLLent cetn/

Power frequency

magnetic field

(50/60

rruHz)IEC

61000-4-8

MpymeyaHne.  UT~ Hanps>KeHue ceTwu
MepeMeHHOro Toka 10 Nojayy TecToBOro
curHana. Hacoc opowleHns SmartAblate
ncnblThiBanca npu 100 1 230 B nepemeHHOro
TOKa.

3almTa oT 3/1eKTPOMarHUTHBLIX U3/TydeHWIA
Hacoc SmartAblate npefHasHayeH [/
NCMo/b30BaHUA B 3MEeKTPOMarHUTHOM
OKPY>XEHWUM, OMMCaHHOM Huke. [MokynaTtenb
Wi nonb3oBatesb  Hacoca SmartAblate
[IOMKEH 06ECMEYUNTb Ero UCMOo/b30BaHNE

B TAKOM OKPY>KEHMN.
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MpumMnTe eo uninterruptible
BHUMaHwe, YTo power supply.
OTK/IHOYEHVe Note thata 5
nMTaHWa Ha 5 second removal
CeKyH[, of power, as
(ycTaHoBNEHO B tested, results in
X0fie UCTbITaHWiA) the device

BedeT K shutting down

npeKpaLLeHnto and requires

paboThl user intervention

YCTPOWCTBa, 411 to restart. There

MOBTOPHOIO was no

3anycka KoToporo interruption of

TpebyeTcs operation for

BMeELLATEe/IbCTBO other tests.

nonb3osatensa. B

X0fe Apyrmx

UCMbITaHW

rnepepbIBbl B paboTe

OTCYTCTBOBa/ M.

MarHuTHoe norse Power

yacToTbl NuUTatowen  frequency

CeTN JOMKHO magnetic fields

oTBeyatb cTaHgapTy  should be at

AN Kommepyeckux  levels

NN NeYvebHbIX characteristic of

YUPEXAEHWUIA. a typical
location ina
typical
commercial or
hospital

enviroiunent.
Note: nT is the AC mains voltage prior to
application of the test level. The SmartAblate
Irrigation Pump was tested at 100 and 230
VAC.

Electromagnetic Immunity

The SmartAblate Irrigation Pump is intended
for use in the electromagnetic enviroiunent
specified below. The customer or user of the
SmartAblate Irrigation Pump should ensure that
it is used in such an environment.
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o6opygoBaHMeM (MepegaTyuvkamu) 1 Hacocom
SmartAblate, Kak peKOMeH0BaHO HWXe, B
3aBMCVIMOCTY OT MaKCUMa/lbHOM BbIXOL4HOA
MOLLHOCTW KOMMYHMKaLMOHHOIO
060pYyL0BaHNS.

MakcnmasibHas
HOMWHa/IbHasA MOLLHOCTb
nepepatynka (Br)/Rated
Maximum Output Power of

Transmitter (W) MI'u/MHz
d=117VP

0.01 0.12

0.1 0.37

1 117

10 3.69

100 11.67

Ec/m makcMmanbHas HOMMHa/IbHast MOLLHOCTb
nepefaTyMka He yKasaHa BblLLe. To
pekoMeH0BaHHOe paccTosHWe d B MeTpax (M)
MOXXHO NMPUGAN3UTENBHO paccUnTaTb Mo
YpaBHEHUIO, COOTBETCTBYIOLLIEMY YacTOTE
repefaryunka, rae P - 3T0 MakcUMasibHas
MOLLIHOCTb MepejaTymka B BatTax (BT) cornacHo
crieyymkaumm Npou3BOAUTENs MNepeaaTymKa.

MpumeyaHune 1 Mpn yactotax 80 MIy, 1 800
Ml NpuMeHseTCA pacCTOsiHKME.
PEKOMeH/0BaHHOE /151 AyanasoHa 6osiee
BbICOKMX YacToT.

MprMeyaHmne 2. 3TV PeKOMeHAALMN MOTyT ObITb
NPYMEHUMbI He BO BCEX CUTYyaLsX.
PacnpocTpaHeHve 31eKTPOMarHUTHOrO Moss

3aBUCUT OT NOI/10LLEHNA U OTPabKEHNA 30aHUAMMN,

npeaMeTaMA 1 NKOaLMM.

maximum output power of the communications
equipment.

PaccTosiHMe B 3aBUCUMOCTW OT YacToTbl nepeaaTyumnka (m)/
Separation Distance According to Frequency of
Transmitter (m)

150 kKI'w/kHz to 80 80 MIN'y/MHz to

800 MIMy/MHz to

800 MMy MHz 2.5 MMWGHz
d=117 Vp d=233 VP
0.12 0.23

0.37 0.74

117 2.33

3.69 7.38

11.67 23.33

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

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

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

CsegeHust 06 AMC un TexHnueckue gaHHbIe/EMC Information and Technical Description

ans MEANUMHCKOIO
SNIEKTPNYECKOIO OBOPYJOBAHIA
TpebytoTca cneypasnbHble Mepbl
NPesoCTOPOXKHOCTM B OTHOLLEHWN
3NEeKTPOMarHUTHo comectmocT (3MC).
3710 060pYA0BaHME AO/MKHO YCTaHaB/IMBATLCA
1 UCMO/Nb30BATLCA B COOTBETCTBUN C
MHpopMaLmein 06 AMC, U3NOXKEHHON B
[aHHOM PYyKOBOACTBE.

MopTaTvBHbIE N MOBU/TBbHBIE
KOMMYHUKaLMOHHbIE YCTPOCTBA MOTyT
BO3[elCTBOBaTb Ha
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MEDICAL ELECTRICAL EQUIPMENT
needs special precautions regarding EMC and
needs to be installed and put into service
according to the EMC information provided in
this user manual.

Portable and mobile RE communications
equipment can affect MEDICAL
ELECTRICAL EQUIPMENT.



MEAVNUMHCKOE 3JIEKTPUNYECKOE
OBOPYJOBAHVE.

/ K npeaynpexaenue. Vicnions3osaHme
MPUHALNEXXHOCTEW, gaTumkos u
Kabenei, KOTopble He YKasaHbl B ;aHHOM
PYKOBOZCTBE, 32 UCK/THOUYEHMEM [aT4MKOB U
Kabenei, of06peHHbIX NPOM3BOAUTESNIEM
Hacoca SmartAblate B Ka4yecTBe 3aMacHbIX
YacTeil Ansi BHYTPEHHMX KOMMOHEHTOB, MOXET
MpUBECTY K pocTy yposHs VI3NYUEHN nm
K ocnabneHuo SALLNTBI Hacoca
SmartAblate .

A MpeaynpexaeHve. Hacoc SmartAblate
MOYXET UCMO/b30BATLCSA B HEMOCPEACTBEHHOM
6/M30CTN OT COBMECTUMOro PY reHeparopa.
TeMm He MeHee He C/eflyeT MUCMo/b30BaTb HACOC
B HEMOCPeACTBEHHOMN 6/M30CTY OT YCTPOICTB,
aneKTpoMarHUTHas coBmecTMocTb (SMC)
KOTOpPbIX C HACOCOM He yCTaHOB/eHa. Ecnm
1CMOMb30BaHWE YCTPOMCTBA B TaKMX
YCNOBUAX 0653aTe/NbHO, PerysispHo
KOHTPONMPYITE Hacoc, YToObl 06ecnevnTb
ero Hagnexatee (yHKLVIOHPOBaHYE.

MpeaynpexaeHve. Lpyrve ycTponcTea
MOr'yT BHOCUTb NMOMexu B paboTy Hacoca
SmartAblate , gaxxe ecnm ux 3TYYEHVE
cooTBeTcTBYeT TpebosaHusam CISPR.

UT006bI He JONYCTUTb CHUXKEHWSI TOYHOCTU
M3MEPEHWIA, BbINOJHANTE YKa3aHu!s,
N3NOXKEHHbIE HIDKE.

» Wcnonb3yitte Hacoc SmartAblate Tonbko
C Kabensmu, yKazaHHbIMW NPOU3BOANTENEM.

» Hacoc SmartAblate pomxeH
NOAKNOYATLCA C MOMOLLBHO 3a3eMNSHOLLErO
Kabens OTAeNbHON TOUKM 3a3eM/IEHNS.

* Bce Haxogdwmecs B 30He nauueHTa
YCTPOICTBa, NOAK/0YaeMble K Hacocy
SmartAblate , LO/MKHbI MUTATLCA OT OAHOM
CeTn.

 Bce HaxopsLmecs B 30He MauyieHTa
YCTPOICTBa, NOAK/IOYaeMble K Hacocy
SmartAblate , JO/MKHbI ObITb NOAK/HOYEHbI K
OTAE/NbHbIM TOYKaM 3a3eM/IEHUS C MOMOLLbHO
COOCTBEHHbIX 3a3eMNSAOLLMX Kabesei.
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A Warning: The use of ACCESSORIES,
transducers, and cables other than those
specified, with the exception of transducers
and cables approved by the manufacLLirer of the
SmartAblate Irrigation Pump as replacement
parts for internal components, may result in
increased EMISSIONS or decreased
IMMUNITY of the SmartAblate Irrigation
Pump.

L]
A Warning: The SmartAblate Irrigation
Pump may be operated in the immediate
vicinity of a compatible RF generator.
However, do not operate the pump in the
immediate vicinity of devices that are not
approved for electromagnetic compatibility
(EMC) with the pump. If such operation is
unavoidable, regularly monitor the pump to
ensure proper functioning.

A Warning: The SmartAblate Irrigation
Pump may be interfered with by other
equipment, even if that other equipment
complies with CISPR EMISSION
requirements.

The following instructions must be followed to
avoid disturbance of the measurement quality:
» The SmartAblate Irrigation Pump may be
operated only with cables specified by the
manufacturer.

» The SmartAblate Irrigation Pump must be
connected with the grounding cable to a
separate grounding point.

* All devices in the patient area that are
connected to the SmartAblate Irrigation Pump
must be on the same mains.

* All devices in the patient area that are
connected to the SmartAblate Irrigation Pump
must be connected to separate ground points
with their own grounding cables.

244



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



rate too lows»
(CnnwKom Hu3kas
CKOPOCTb MOTOKA);
«Foot pedal»
(HoxxHasa neganb);
«Motor power
supply»
(NcTouHMK
nMTaHnA
asurartens))/
Other errors
(examples: “Flow
rate too low,”
“Foot pedal,”
“Motor power
supply” messages)

CuUrHana: bitt/ Tpesoru/

ounn-6un- Blinks High priority alarm
oun--6un-  red
onn--------- 2rry/

oun-oun-  Hz,
oun-oun-  40%
ounYactor  Bpeme
a Hu/on
3BYKOBOIO  (+
CUrHana: 20%)
910 kKlNy =
20%I1pome

XYTOK

MEeXay

CUrHa/IaMK:

HOc

Pulse

pattern: ti-
ti-ti-ti-ti—

- ti-ti-ti-

ti-ti

Tone

frequency:
910Hz+

20%

Tone pause:

10s
Vote: All alarms are technical alarms.

noaaroTCA B TEXHUYECKN OMnacHbIX CUTyaunax.

CunmBon/Symbols
Cumeon/Symbol OnucaHwne/Description
D - Hacoc SmartAblate/SmartAblate Irrigation Pump
I _~
Konnyectso/Quantity
L1
O _— .
a Cm.pyKoBoACTBO no akcnynataumu/Follow operating instructions
[Mpenenbl Temnepatypbl (YCNIOBUA XpaHeHUs U
1 nepeBo3ku)/Tetperalllre limits (storage and shipping conditions)
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Made in Germany
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MepemeHHbI TOK/Altemating current
MpowussoguTens/Manufacturer

[Jarta Mpoussogctea/Manufacturing date
CepuitHblin Homep/Serial number

Bepcua Hacoca SmartAblate gna Kuras/
Chinese version of SmartAblate Irrigation Pump

Bepcua Hacoca SmartAblate ana AnoHuw/ Japanese version of
SmartAblate Irrigation Pump

Bepcua Hacoca SmartAblate gns CLUA/ United States version of
SmartAblate Irrigation Pump

Bepcuna Hacoca SmartAblate  ans Bcex ctpaH (kpome CLUA, Kutas
n AnoHun)/ Worldwide version SmartAblate Irrigation Pump (except
the US, Japan and China)

MeauupyHa. MeauumnHcKoe Medical - applied current/energy
060pyaoBaHve 06LLEro equipment as to electrical shock,
HaszHayeHua Knaccuuumpyetcs  fire and mechanical hazards only
B OTHOLLIEHWW NOpaXkeHUs in accordance with UL 60601-1 /
3NEKTPUYECKUM TOKOM, CAN/CSA C22.2 N0.601-1/
BO3ropaHuisi 1 ONacHoCTK IEC 60601-2-2 (2006)/

MeXaHunyeckoro ygapa Tonbko B ANSI/AAMI ES60601-1 (2005)/
cootBeTcTBUM € TpebosaHusmmn  CAN/CSA C22.2 N0.60601-1
craHgaptos UL 60601-1 / (2008)/40GF

CAN/CSA C22.2 NO. 601-1 /

ANSI/AAMI ES60601-1 (2005) /

CAN/CSA C22.2 NO. 60601-1

(2008)/40GF
MpenoctepexxkeHne/Caution

Cm. PykoBoacTBo no akcnnyataumu/Follow operating instructions

CBWAEeTENbCTBO O NPOUCXOXKAeHUM B epmaHuu/
Certificate of origin in Germany
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Mapkuposka CE / CE marking

Pa3fieNbHbIin CO0P 3MIEKTPUUECKOrO M 9M1EKTPOHHOTO 060pya0BaHNS/

X

Separate collection for electrical and electronic equipment

Xpynkoe, Obpawatbesi ¢ octapoxkHocTbio/Fragile, handle with care

YCTPOCTBO MOXKET ObITb

MOBPEXAEHO

3NEKTPOCTATUYECKMM Pa3psiaom
NPV NPUKOCHOBEHWN K THE3ay
COMM nnua 6e3 3awmTbl OT

3/7IEKTPOCTATAYECKOr0 paspsja.

The device may be damaged by
electrostatic discharge (ESD) if a
person without ESD protection
touches a COMM receptacle. Do
not touch without appropriate
ESD protection.

He notparusaitech 6e3
COOTBETCTBYHOLLEW 3aLMTbI OT
3NEKTPOCTaTUYECKOr0 paspsja

YCTPOWCTBO 3alLMLLEHO OT MblA 1 OT 6PbI3r BOAbI/
The device is protected against dust and is protected against splashing

water

IP54

Homep Moaudukaumm obopyaosaHus/Hardware revision number

HW-Rev.|

YnakoBka / Packaging

V3nenve nomeLLiatoT B KaPTOHHYHO KOPOOKY,
CHabXEHHYHO MEeHOMN/IacToBLIMU BCTaBKaMI.
[na nONONHUTENBHOW 3alUWThI U3AENN MOTyT
06MaTbIBaTbCS 3aLUMTHON NOAUSTUNEHOBOA
MNJEHKOW. TpaHCNOPTHbIE KOPOOKY
3aK/1eVBAOTCS K/EKOI NIEHTOM.

YnakoBKa Kabeneil.

Kabenv nomeLLaroT B UHAVBMAYa/bHbIE
MOMM3TUNEHOBbIE MAKETbI 1 MOMELLAIOT B
KapTOHHY}0 KOPOOKY, 3aK/eeHHYIO Kreikoid
NEHTONA.

TpaHCNopTHas yNnakoBKa BbIMO/IHAETCA C
HaHeceHVeM CeAyoLwmX MaHUMYNALMOHHbIX
0603HaueHnin: «bepeub OT Bnaru», «He
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Products included into the system are put into
a carton box with foam inserts. For
additional protection, the devices may be
wrapped by protective polyethylene film.
Transportation boxes are sealed with
adhesive tape.

Cable packaging

Cables are packed into individual
polyethylene bags and carton pack sealed
with adhesive tape.

Transportation packaging should include the
specification of the following handling
indications: Keep dry. Keep away from
sunlight. Temperature limitation
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[MpunHagneXxxHocTmn/Accessories

Cxema nynbTa AUCTAaHUMOHHOIO YrpaB/ieHUsA ¢ APYyrumm
yCTPOMCTBaMWN, BXOASALWMMMN B COCTaB CUCTEMBbI
SmartAblate] Diagram of the Remote Control

.0 9
#16
7 Q Ne
[ J R —
9
T # B#=
- o)
L|°e]
AnemeHT/ OnucaHue/Description
Item
1 MepeaHas naHesb NynbTa AUCTaHLUMOHHOIO yrpasneHns SmartAblate/ Front of
SmaitAblate Remote Control
2 3afHaAs naHesb NynbTa AUCTaHUMOHHOIO ynpasneHus SmartAblate /Back of
SmartAblate Remote Control
3 MepeaHas naHesb reHeparopa SmartAblate /Front of SmartAblate RF
Generator
4 3anHasa naHesb reHepartopa SmartAblate /Back of SmartAblate RF Generator
5 MoakntoueHne Kabens K reHepatopy SmartAblate /Connection cable to
SmartAblate RF Generator
6 Kabenb nutaHus /Mains cable
7 Kabenb nocnefoBatenbHON nepegaun AaHHbIX ans 3PU cuctembl/Serial data
communication cable for electrophysiology recording
8 Kabenb nocnegosaresibHON nepefaym faHHbIX ans cuctembl CARTO/Serial
data communication cable for Carto® System
9 Mefanb HoxHas/Foot pedal
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3anyck nynbTa AUCTaHLMOHHOTO ynpaBneHnsa/Remote

Control Startup

bbIcTpble . MoaknounTe NynbT
wiarn/Quick  aMCTaHLMOHHOIO YNpaBneHns K
Steps CETEBOMY MUTAHUIO N K TeHepaTopy.
. Y6eauTech, YTO reHepartop
BK/THOYEH.
. UT06bI BK/IKOUUTB MY/bT

AVCTaHLMOHHOI O YrpaB/eHNs,
HaXKMUTE KHOMKY PeXxum
oKngaHma *91.

. Mpwn oTOGPaXKEHWN
COOOLLEHNS HAXXMUTE KHOMKY CTon

pacro/oXXeHHY0 Ha nepeaHei
naHeny nynbTta ANCTaHUMOHHOIO

yrpaB/ieHus.
MpumveyaHue/ 1 MNpy HXKATUN KHOMKN
Notes Pexxnm oxungaHus

ybeauTech, YTO KHOMKY
HauaTb abnsaynio ® u

Cton ®., aTaKKe HoXHas
rnefasib He HaXarbl.

2. MNpy BKKOYEHUN Ny/ibTa
AMCTaHLMOHHOI 0 Yrpas/ieHns
MPOVCXOAUT TECTUPOBaHME
3BYKOBbIX U BU3YasTbHbIX
WNHANKATOPOB, YTO MO3BO/IAET
y6eamnTbCs B UX
paboTOCMOCOBHOCTH.
3aropaeTcs HAMKaTop
PeXxnum oxxugaHua, a Ha
3KpaHe 0TOOpaXKaeTCH
NOroTUN CUCTEMBI
SmartAblate . MHankaTtop
Alarm (TpeBora)
KpaTKOBPEMEHHO MUraeT
rornepeMeHHO KpacHbIM U
OpaHXeBbIM, YTO
CBUAOETE/NLCTBYET O
HOPMa/IbHOM
(hYHKLOHNPOBaHNM
nHamkaropa Alarm
(Tpesora). NHankaTop RF
On (Mopaya PY aHeprun)
MUraeT OpaH>XeBbIM, a B
TeYeHVe KOPOTKOro BpemMeHu
MoAAeTCs 3BYKOBOW CUIHa
PY. Ecnm (hyHKLMOHMPOBaHMe
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Connect the remote control to the

mains supply and to the generator.

Verify that the generator is on.

Press the Stand-by * * button to

turn on the remote control.

At the message, press the Stop

button on the front of the remote control.

1 When you press Stand-by * * , make

sure that Ablation Start ® and Stop
®-and the foot pedal are not pressed.

When you turn on the remote control.
the remote control’s audible and visual
indicators are tested to allow you to
verify that they are functional. The
Stand-by indicator lights up and the
smartAbiate OyStem logo appears
on the screen. The Alarm indicator
flashes alternately red and orange for a
short time to indicate that the Alarm
indicator is working. Also, the RF On
indicator flashes orange and an audible
RE tone is played briefly. If the
indicators listed above do not perform
as described, there is a problem with
the remote control and you should
contact Customer Support.
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NepeynCIeHHbIX MHAMKATOPOB
He COOTBETCTBYET
npvBeAeHHOMY BblLLIE
OnuvcaHuio, To B paboTe
ny/bTa AUCTaHLMOHHOIO
yrpaB/ieHns NpounsoLLen cOoil.
O6patuTech B Y0y
NOAJEPXKKA KIIMEHTOB.

3. VIHaMKaTop BbLINOMHEHNA B
NEBOM HWDKHEM YTy 3KpaHa
OTOOPAXKAET BbIMNOMHEHME
CUCTEMOI CaMOTECTMPOBaHKS.
[Nocne ycnewuHoro
3aBepLLEHNS
CaMOTECTMPOBaHNS
OTObpaXkaeTCs
NOATBEPXKAAtOLLIEE
COO06LLEHVe, Npeg/iararoLLee
[N MPOLOMKEHNSA HaXKATb

kHonky Cton O . [Mocne

HakaTus KHonku CTon

3KpaH, B jaHHOe Bpems
OTOBpaXKaeMblIli Ha reHepaTope
SmartAblate, oTobpasuTca Ha
ny/bTe AUCTaHLMOHHOIO
ynpasneHus. (Ecnm reHepartop
He BK/THOYEH, TO Ha My/ibTe
AVCTaHLUMOHHOIO YrpaB/ieHNs
0T0bpa3nTCA 3KpaH System
Control (YnpasneHve
cucTeMoid).) Ecniv nHavkaTop
BbINO/IHEHMS HE 0TOBPA3NTCA,
UMW KOMMYECTBO TOYEK He
OyfeT YBENMUMBATLCS, WK He
oTobpasutcs
NOATBEPXKAAtOLLEE
COO06LLIEHNE, TO BO3MOXEH
cboii (cm. pasgen 6.2 «Opyrve
HEeNCnpPaBHOCTN »).

4. Beerpa oxuparite
YCMELLHOro 3aBepLLEeHNS
aBTOMATNYeCKOro
CamMoTeCTMpOBaHMS 1
Ha3HaYeHust MybTa
AVCTaHLMOHHOTO YrpaB/ieHNs
OCHOBHbIM YCTPOICTBOM (CM.
pasgen 5.3 «HasHayeHue
OCHOBHOIO YCTPOMCTBa»)
nepes TemM Kak HauaTb
BbIMO/HEHME NEPBbLIX
[eVCTBUIA NpoLieaypbl Ans
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Progress dots in the bottom left corner
of the screen indicate that the system is
performing a self test. When the self
test is successfully completed, a tift
confirmation message appears asking

you to press the Stop button to

continue. After you press the Stop
button, the screen currently displayed
onthesmarcaviace rr Generator
will be displayed on the remote
control. (If the generator is not on, the
System Control screen will be
displayed on the remote control.) If the
progress dots do not appear, or if the
number of dots stops increasing and
the logo remains on the screen, or if
the confirmation message does not
appear, there could be a problem (see
Section 6.2, Other Troubleshooting).

Always wait until the automatic self
test has been successfully completed
and the remote control has been made
the Master of the system (see Section
5.3, Assigning the System Master)
before starting the first steps of the
procedure on the patient (for example,
before anesthesia or before creating
percutaneous access). Also, if using
accessories that connect to the remote
control’s serial data ports, verify that
the connections to those systems are
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YrpaBneHns») B HWKHEN YacTK 3KpaHa
oTobpasmntcs ¢noso «MONITOR»
(MOHWTOP). 310 03Ha4aeT, YTO C NMOMOLLHO
nynbTa AUCTAHLMOHHOIO YrpaB/ieHNs
BO3MOXHO TO/bKO Hab/ofeHve 3a
[ENCTBMSIMM CUCTEMbI M NPeKpaLleHve
abnsaumn. Ytobbl ynpaBnsTb CUCTEMOM C
MOMOLLHO My/bTa ANCTAHLMOHHOIO
ynpaB/ieHUsl, Ha3HaYbTE €ro OCHOBHbIM
YCTPOWCTBOM B COOTBETCTBUMN C YKa3aHUAMM,
NpvBeLeHHbIMN B HACTOALLIEM pasferie.

screen. This indicates that from the remote
control, you can only observe system activities
or stop ablation. When you want to control the
system from the remote control, make the
remote control the Master as described in this
section.

3KpaH System Control (YnpaBneHue cucteMon) (nynbT
ANCTaHLMOHHOIO ynpas/ieHns - MoHUTop) /System Control Screen
(When Remote Control Is Monitor)

MONITOR
BbICcTpble . Haxxmute
Lwarn/Quick YnpasneHue cuctemoit 1431
Steps Ha MaHes HaBuraLyn.

. Haxxmute Become

»  Press System Control B! withe
Navigation Bar.

i Press Become Master.

Master (Caenatb OCHOBHbIM

YCTPOICTBOM).
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1 Oaxe ecnn NynsT 1 Even when the remote control is the
[ANCTaHLMOHHOIO YrpaB/ieHns Monitor, you can stop ablation by
paboTaeT B PeXXMMe MOHUTOPA,

AGNALIKO MOYKHO MPEKDATHTS, HaxKas pressing Stop ® on the remote control

or by releasing the foot pedal.
Ha ycTpoicTBe KHonky CTon nnm
OTMYCTVB HOXHYHO Nefa/lb.

2. Mpn Hamumm Npo6iembl € 2. Ifthere is a problem with the
NOAK/HOYEHNEM K reHepaTopy Ha connection to the generator, the
aKpaHe System Control System Control screen will display the
(¥YnpasneHve cucTeMON) message shown below. Follow the
0T06pa3nTCA COOOLLEHVE, instructions in the message to resolve
NpvBeEHHOE HIMKe. YToObI the problem. Also see Section 6.1,
YCTPaHWTb MpobsiemMy, BbINO/HATE Problems with Connection to the
yKazaHusl, CofepKalLmecs B Generator.

coo6LLeHnn. Kpome Toro, cM. pasgen
6.1 «IMpob6sieMbl C NOAK/HOUEHNEM K

reHepaTopy».

MoaKntoYeHme K reHepaTopy No connection detected to SMARTAB
SmartAblate He 06Hapy>keHo. LATE RF Generator Check the
MpoBepbTe: OTCYTCTBUE MEPEKPYTOB following: the cable is free of cuts or
WA HapYLLEHWIA LEeNOCTHOCTY kinks, the cable is properly connected
Kabens; npasubHOCTb and the SmartAblate RF Generator is
NOAKNOYEHNSA Kabens; BKIOYEH N on The remote control software may
reHeparop SmartAblate O be incompatible. Remote control SW
lMporpaMmHOe obecrieyeHvie nybTa Ver 1.2

[ANCTAHLMOHHOTO YNpaB/ieHns
MOXET ObITb HECOBMECTVMbIM.
MporpammHoe obecreveHve nybTa
[ANCTaHLMOHHOIO YNpaB/eHNs
Bepcum 1.2,

["POMKOCTb, APKOCTb U NpoBepKa paboTbl HOXXHOW
negann/Volume, Brightness, and Foot Pedal Test

BbicTpble  YT06bI OTKPbLITL 3KpaH System Press System Control 53 ton the
warn/Quick Control (YnpasneHne cMCTEMOIA). Navigation Bar to open the System
Steps HaXXMUTe YTpaB/ieHe CUCTEMOA  Control screen (see the image in Section
1Ha naHeIn Hasuraumm (cwm. 5.3, Assigning the System Master).

PUCYHOK B pasjene 5.3 «Ha3HaveHre Volume
OCHOBHOI'O YCTPOICTBaY).

Volume (FpoMKOCTb)

*  YT106bI U3MEHUTH FPOMKOCTb * Press the volume bar, then turn the
3BYKOBOrO BbIXOAa, H&XKMUTE Data Entry Knob 3”to change the
NHAWKATOP 3BYKa W NMOBEPHWTE volume of the audio output.
PyKoATKy BBOAA AaHHbIX LLI .

Brightness (ApKocTb) Brightness
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*  Y106bI APKOCTb 3KpaHa
onpeaensanacb CUCTEMON,
BblbepuTe Automatic
(ABTOMATUYECKN).

*  Yro0bbl perynmposaTb SpKOCTb
BPY4HY'0, BblbepuTe Manual
(Bpy4Hyt0), HaxXMmuTe
VHAMKATOP SPKOCTU U
noBepHUTe PyKOATKY BBOAA

JaHHbIX .

Select Automatic to have the system
determine the screen brightness.

Select Manual, then press the
brightness bar and turn the Data Entry

Knob ® to adjust the screen
brightness manually.

Foot Pedal Rem. (HoxxHas neganib  Foot Pedal Rem.

nynbTa AUCTaHLMOHHOIO
ynpasneHns)

* Y1006bI NPOBEPUTL pPaboTy
NOAK/HOYEHHON K MyNbTy
[VCTaHLUMOHHOIO YNpaB/ieHNs
HOYXHO Nefiani, HXMUTE ee.
Bo Bpems NpoBepky paboThl
HOXXHOW Nefian NnoaaeTcs
3BYKOBOW CUrHas, a
N300paXKEHNE N3MEHSIETCS Ha
N300pAXKEHNE HAXKATON HOXHOW
negann. Bo Bpems NpoBepKu
paboTbl HOXHOW Negany PY
3Heprvs He nogaetcs (xota
OTObpaXKaeTCs akpaH System
Control (¥YnpasneHue

CUCTEMOIA)).
MpumeyaHns/ 1 Ecnn HaxXaTb Ha nynbTe
Notes [ANCTaHLMOHHOTO YrpaB/ieHuns

KHOMKY ¥YripasneHne CucTemon

BBI, 10 akpaH System Control
(YnpaBneHue cUCTEMOIA)
0TO6Pa3nTCA TOMLKO Ha Ny/bTe, HO
He Ha reHeparope. V13meHeHus
FPOMKOCTW W APKOCTN OTHOCATCS
TONMbKO K NY/NbTY AUCTaHLMOHHOIO
yrpaB/eHns, a NpoBepka paboTbl
HOXXHOIA Nefanyt NPYMeHUMA TO/bKO
K HOXHO nejann, NOAKIYEHHON K
Ny/bTy ANCTAHUMOHHOIO
yrpaB/eHNs.

2. HacTpoiikm rpoMKocTm
pacnpocTpaHaTcA Ha PY curHan,
BCE CUrHasIbl TPEBOIU U
NH(OPMaLMOHHbIE CUrHAbI.
Y6eauTech, 4TO NpY BbIGPaHHOM
3Ha4YeHUM rPOMKOCTY BCE CUrHaASTbI
C/bIWHbI. Kpome Toro, MOoXXHO
BbIK/OUUTB 3BYK, YTOObI He
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Press the foot pedal connected to the
remote control to verify that it is
working. During the foot pedal test, a
tone is emitted and the image changes
to a pressed foot pedal. RF energy is
not delivered during the foot pedal test
(while the System Control screen is
displayed).

. When you press System Control

on the remote control, the System
Control screen appears only on the
remote control (not on the generator).
The volume and brightness changes
that you make affect only the remote
control and the foot pedal test applies
only to the foot pedal connected to the
remote control.

. The volume setting affects the RF tone

and all alarm and informational tones.
Make sure that you select the
appropriate volume so that you can
hear the tones, or turn off the volume if
you do not want to hear these tones on
the remote control.
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CNbILLATL CUrHASbI Ha Ny/bTe
[ANCTAHLMOHHOTO YrpaB/eHus.
3. Mpy 06paLLeHNN € MyNbTOM
[MCTaHLMOHHOI O YNpas/ieHns 1

3. Take care when using the remote
control and accessories. When the

NPUYHaNEXHOCTAMM cobntodanTe remote control is the system Monitor,

OCTOPOXKHOCTb. Ecnm nynbT
AVCTaHLMOHHOTIO YrpaB/eHNs
Ha3HauYeH MOHWUTOPOM, abnAauw

ablation is automatically stopped when

Stop "~ ds pressed or the foot pedal is
released.

adBTOMaTU4eCKN OCTaHaB/INBaETCA.

ec/M HaxkaTtb KHomky Cton "' wm

OTNYCTUTb HOXXHYIO Nnefa/lb.

[MTONCK yCTPaHEHNIN U

HeucnpasHocTen/Troubleshoot™ng

Mpob6nembl c NogkNtOYeHVEM K reHepaTtopy/Problems with

Connection to the Generator

Mpy HaMUMKM NPOBNEM C NOAK/HOUEHNEM
ny/bTa AUCTAHLMOHHOTO YNpaBnieHms
SmartAblate k reHepatopy SmartAblate
oTobpasuTcs akpaH System Control
(YnpaBneHme cUCTEMOIA) C MOSICHATENbHbIM
coobeHnem (cm. pasaen 5.3 «HasHaueHue

OCHOBHOI'0 YCTPOCTBa»).
Bo3moxxHbIe Possible Reasons for
NpryKnHbBI Npobsiem ¢ Connection Problem
NOAK/THOYEHVEM
MyneT The remote control is
[AVCTaHLMOHHOIO not connected to the
ynpas/fieHns He generator.
MOAK/THOYEH K
reHeparopy.
"eHepaTop obecToyeH. The generator is

powered off.

Mpo6nembl CBA3M There are
reHepatopa v ny/fbta  communication
[ANCTaHLMOHHOI0 problems between the
ynpasneHus. generator and the
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If there is a problem with the connection
between the SmartAblate Remote
Control and the SmartAblate RF
Generator, the System Control screen will
appear with an explanatory message (see
Section 5.3, Assigning the System
Master).

[OelicTBuns What To Do

Mogkntounte nynbT  Connect the remote

[NCTaHLMOHHOI0 control to the
ynpasfieHns K generator.
reHeparopy.

Mopavite Turn on the power to

aneKTponuTaHue Ha  the generator.
reHepartop.

3ameHuTe Kabenb g Replace the

0bMeHa AaHHbIMK communication cable
MeXay reHepatopom u between the
ny/IbTOM generator and the
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[Npwn 3anycke nocne
HaXKaTusA B OTBET Ha
oTobpasmBLIeecs

coobLueHre Cton
3KpaH, 0To6paXKaeMblii
Ha reHeparope, He
OTOBpaXKaeTCs.

Mpy HaXKaTUK
9KPaHHOWN KHOMKN
Mynet
[ANCTaHLMOHHOI0
yrpas/ieHns He
BK/THOYaeTCH.

On startup, after you

press Stop "lin
response to the
message that appears,
the screen currently
displayed on the
generator does not
appear.

Nothing happens
when you press a
The remote control
won’t turn on.

MapaMeTpbl CUTHA/IOB TPEBOTM CM. B
PYKOBO/CTBE M0/b30BaTENs FeHEpaTopOM

OTK/IHOUMTE HOXHYHO
nefa/ib ¥ CHOBa
nogkntoumnTe ee. MNocne
3TOr0 HXKMUTE Y
NpneN3NTENbHO 3
CeKyHAbl YaepXXvBaiTe
KHOMKY Pexkum
oXngaHus
4TOObI BbIK/MOUNTD
nynsT
AVCTaHUMOHHOIO
ynpasneHns. CHoBa
HaXKMUTE KHOMKY
PeXxxnm oxxmaaHus

, UTOOb!
BK/OUUTL NYy/bT
AVCTaHUMOHHOIO
ynpasneHus. Ecimn ato
He YCTpaHuT
npo6nemy, obpatuTech
B C/y>X0Y NOLOEPXKKN
K/MEHTOB.
Cm. pa3gen 6.3
«Kanmbposka
Yb6eanTech, UTO
3NeKTponmTaHue
COOTBETCTBYET
TpeboBaHUAM,
W3/0XEHHBLIM B
pasgene 7.1
«TexHunyeckme
napameTpbk». ECnn 3To
He YCTpaHuT
npo6nemMy, obpaTuTeCh
B CNY>0Y MOAAEPKKY
K/IMEHTOB.

Unplug the foot pedal
and plug it in again.
Then press and hold
Stand-by ®®for
approximately 3
seconds to turn off the
remote

control. Then press
Stand-by again
to

turn the remote control
on. Ifthe problem
persists, contact
Customer Support.

See Section 6.3,
Calibrating the Touch
Verify that the power
supply meets the
specifications in
Section 7.1,
Specifications. If

the problem persists,
contact Customer
Support.

For alarm specifications, refer to the

SmartAblate

RF Generator User Manual.

KannépoBka ceHcopHoro skpaHa/Calibrating the Touch

Screen

Co BpeMeHeM KHOTMKW Ha CEHCOPHOM
3KpaHe MOryT crierka cMeLLaTbea. Takum
06pa3om, Bbl OyeTe HOXKMMaTb Ha 3KpaH
B MecTax, KOTOpble HETOYHO
COOTBETCTBYHOT KHOMKam. Ecnin ato
MPOW30LL10, BbINOSHUTE AEACTBUS,

YKa3aHHbIE H/KE.
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Over time, the buttons on the touch
screen may move a little and the location
that you press on the screen may no
longer be exactly where the button is. If
this happens, follow the steps below.
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bbicTpble
warwn/Quick
Steps

MpumeyvaHns/
Notes

HaxmuTe KHOMKY paboyero
npouecca CONNECTIONS
(MOAKNKOYEHNA).

HaxxmuTe MapameTpbl

CUCTEMBI
Haxxmute Calibrate Touch
Screen (Kannbposka
CEHCOPHOr0 3KpaHa).
Haxxumaiite Kaxayto
0TOOpaKaeMyto MULLIEHb (BCEro
6 MULLIEHER).

Haxxmute CTton

1 KannbposaTb 3KpaH Ny/bTa
AVCTaHUMOHHOIO  yrpaB/eHms
MOXXHO TOJTbKO €C/IN OH SB/ISIETCA
OCHOBHbIM YCTPOICTBOM (CM.
pasgen 5.3 «HasHayeHe
OCHOBHOI'O YCTPOWCTBa»).

2. B no6oe Bpems B npoLiecce
Ka/IMOPOBKN MOXKHO HaXKaTb

Crton
rnpotiecc.

3. Ecnv KanmbpoBka ycneLuHo
3aBepLueHa, oTobpasnTcs Result:

, YUTOObI NpepBaThb

(PesynbTaT:) 0. ECrm
KaIMbpoBKa OKOHUMNACH HeY[auHo,
otobpasutca Result: (PesynbTar:)

® . Ecnm kanMbpoBKa OKOHYMIACh
HeyfauHo, noBTopsiiTe

[EeCTBYS A0 YCneLHoro
3aBepLUEeHNs KanmbpoBKku. Ecm aTo
He YCTpaHuT

npo6niemy, 06paTUTECH B CNYXKOY
NOAAEPKKN KNMEHTOB.

4. Tpy BbINO/HEHUN Ka/IMOPOBKM
OyabTe BHUMATE/bHbI: HXXUMATb
cnegyet UeHTp MuweHn. Mpu cboe
Ka/IMOpOBKM MOMpPoBYITe HXMMATb
LIEHTP MULLEHWN He NasibLem, a
CTW/TyCOM.
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Press the CONNECTIONS
workflow button.

Prss System Settings
Press Calibrate Touch Screen.

Press each target after it appears (a
total of 6 targets).

Press Stop ®..

You can only calibrate the remote
control’s screen when the remote
control is the system Master (see
Section 5.3, Assigning the System
Master).

At any time during the
calibration process, you can

press Stop to exit
calibration.

If the calibration is successful, you

will see Result: 0 . Ifthe
calibration is unsuccessful, you will

see Result: 0 . Ifthe calibration is
unsuccessful, repeat the steps until a
successful calibration is achieved. If
the problem persists, contact
Customer Support.

When you perform calibration, be
careful to press directly on the center
of the target. If the calibration fails,
try touching the center of the target
with the tip of a pen instead of your
finger.
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OnpefeneHne CeEpUNHOIoO HOMepa 1 BEPCUN
nporpamMmmHoro obecrnevyeHuns nynbTa

ONCTaHUWMOHHOro ynpasneHusa/Determining
the Serial Number and Software Version of

the Remote Control

Cny»x6e NoAaepKKN KINEHTOB MOXET Customer Support may ask for the serial
noTpeboBaThCsA CEPUIHBIA HOMEP 1 BEpCKS number and software version of the remote
NporpaMMHOro obecrneyveHns nynbTa control.

AVICTaHLIMOHHOTO YNPaB/eHN.

3AKpaH ycTpoicTea Remote Control (MynbT AUCTaHUMOHHOIO yrpas/ieHns) /Remote
Control Device Screen

Remote
. Device SMARTABLATE™ Remote Control
Serial Nu‘[nbevr Serial Number 4
(CepuitHblii
HOoMeEp)

3AKpaH System Control (YnpasneHve cuctemoit) /
System Control Screen

No connection detected to SMARTABLATE™ RF Generator

Check the following the cable is free of cuts or kinks,
the cable is properly connected and the SMARTABLATE™ RF Generator Ison

The remote control software may be incompatible Remote control SWVer 12 SW Ver - BepCl/Iﬂ
Volume Brightness Foot Pedal Rem. nporpaMmMmHoro
obecneyveHus
. Press to test
<))) Automatic O - no RF energy will be
delivered
Manual 1
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Brief Description and LoC)
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Jnexypaveckas cers /Mains
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Mapkumposka CE /CE marking

&

PasfieNbHbI CO0p 19 3MEKTPUYECKOTO U 3M1IEKTPOHHOr0 060pyAoBaHus/
Separate collection for electrical and electronic equipment

X

Xpynkoe. Ob6patarbesa ¢ octopoxkHocTwio/Fragile, handle with care

YCTPOWCTBO 3aLLMLLEHO OT TBEPALIX MHOPOAHBIX OOBEKTOB AVAMETPOM He
IP21 MeHee 125 MM 1 OT BEPTUKa/IbHO NagaroLmx Kanenb Boabl/ The device is
protected against solid foreign objects of 12.5 mm diameter and greater
and is protected against vertically falling water drops.
Made in CBunaeTensCTBO 0 NpoucxoxaeHun B 'epmaHun/Certificate of origin in
Germany Germany

Homep Moandmkaumm ob6opyaosaHus/Hardware revision number

MHe310 gvHamumka/Speaker receptacle

YnakoBka / Packaging

W3nenve nomewlaroT B KapTOHHYH KOpooKy,  Products included into the system are put into
CHabYXeHHYHO MeHOMacToBbIMM BCTaBKammn. & carton box with foam inserts. For

[ns nononHUTenbHoOM 3aWwmThl n3aenn moryT — additional protection, the devices may be
06MaTbIBaTLCA 3aLLWTHON NonMaTuneHoBoli  wrapped by protective polyethylene film.

MNMEHKON. TpaHCMOPTHbIE KOPOOKW Transportation boxes are sealed with
3aK/enBatoTCS KEMKOM NIEHTOIA. adhesive tape.

YnakoBka Kabenei. Cable packaging

Kabenn nomewaroT B UHAMBUAYa/IbHbIE Cables are packed into individual
MONMITU/IEHOBbIE NaKETbI 1 MOMELLAKOT B polyethylene bags and carton pack sealed
KapTOHHYHO KOPOOKY, 3aK/ieeHHyto Kneiikoii  with adhesive tape.

NEHTOIA.

TpaHcnopTHas yrnakoBKa BbINOHAETCA C Transportation packaging should include the
HaHEeCeHWeM creflyroLLmx MaHUnynaUMoHHbIX — specification of the following handling
0603HaYeHNI: «bepeyb OT Brarn», «He indications; Keep dry. Keep away from

[lonyckatb nonagaHna CO/THEYHOr0 CBeTay, sunlight. Temperature limitation
«OrpaHnyeHne Temnepartypbi».
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OTBeTCTBEHHOCTb 3a KayecTBO usgenusa/Product Liability

KomnaHua STOCKERT GmbH Hecet Product liability is assumed by STOCKERT GmbH
OTBETCTBEHHOCTb 32 KaYeCTBO NPOAYKTa under the following conditions:

npv co6/1K0AEHNI YCIOBWIA,

MEePeUNCIEHHbIX HIDKE.

* [yNbT ANCTaHLMOHHOIO YrpaBneHms The remote control has been operated only
3KCM/yaTMPOBA/ICA TO/BKO C with the original accessories provided by or
CNO/Ib30BaHNEM OPUTMHA/IbHBIX recommended by the manufacturer (see
NPUHaANEXHOCTEN, NOCTaBMEHHbIX UK Chapter 4, Accessories).

PEKOMeH0BaHHbIX Mpon3BoauTeniemM (Cm.
pasgen 4 «puHagIeXXHOCTI).

* PeMOHT ny/ibTa AUCTaHLMOHHOIO Repairs to the remote control and to the
ynpaB/ieHVs Y NPUHALIEXHOCTEN 1 accessories have been performed only by the
BHECEHWE B HUX KaKUX- 60 N3MEHEHWIA manufacturer, a service engineer authorized by
BbIMO/HS/INCL TOMKO NPOV3BOAMTENIEM, the manufacturer, or by a service center
VHYKEHEPOM-HaNaAuMKOM, authorized by the manufacturer.

YNO/IHOMOYEHHbIM NPOU3BOAWTENEM, W
CEPBVCHBIM LIEHTPOM, YNO/IHOMOYEHHbIM
NPOU3BOANTENEM.

Cpok cnyxbbl / Service life

Cpok cny»6b! n3genunsa coctasnset 10 fet. Service life 10 years

TpeboBaHUA K OXpaHe OKpYXKatoLen cpebl
Npuv MPUMEHEHNN MeANLUMHCKOro nsaenms /
Environmental requirements in the

application of the medical device

[JaHHoe MeauUMHCKOe 13aenne C yYeToM This medical device according to the User
co6/toaeHMs TpeboBaHUI manual’s requirements is in use,
3KCNNyaTauyoHHON AOKYMeHTaLMM Npu transportation and storage, has no negative
CNO/b30BaHWK, TPAHCNOPTUPOBKE U effects on humans and the environment.

XPaHEHWW He OKAa3bIBaeT HEraT1BHOIO
BO3/EVCTBIMA Ha YeI0BEKA M OKPYIKAHOLLLYHO

cpeqy.

MpounssoguTens/Manufacturer

LLITokepT 'm6X. / Stockert GmbH Stockert GmbH
Botzinger StraSe 72, 79111 Freiburg im Botzinger StraBe 72, 79111 Freiburg im
Breisgau, Germany (I"'epmaHus) Breisgau, Germany
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YNO/THOMOYEHHbIN NPeacTaBUTENb
nponsBoanTens Ha Tepputopun PP /
Authorized Representative of the
Manufacturer in the Russian Federation

O6LLECTBO C OrpaHNYeHHON
OTBETCTBEHHOCTbKO «[DKOHCOH & [HKOHCOH»
(OO0 «[IKOHCOH & [IKOHCOH»)

121614, r. Mocksa, yn. Kpbinatckasa g, 17, K.
2

TenechoH: 8 (495) 580 77 77,

dakc: 8 (495) 580 78 78
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Limited Liability Company Johnson &
Johnson (OOO Johnson & Johnson)

Ul. Krylatskaya 17, c.2, Moscow 121614
Tel: 8 (495) 580 77 77,

Fax: 8 (495) 580 78 78
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C/CTEME KATETEPOB HAXOAATCA B and technical documentation developed for
VHCTPYKLMAX 1 TEXHUYECKOW JOKYMeHTaLmn  each type of catheter separately.
pa3paboTaHHbIX [J19 K&XKAO0ro BIAA KaTeTepoB

OTAE/NbHO.

[MobouHble gencTBua/Adverse Effects

Cuctema SmartAblate noctaBnser T0/1bKO SmartAblate System supplies only RF energy
pafno4acToTHYHO 3HEPrMiO C opoLleHneM W with or without irrigation flow by request of
6e3 opoLLieHKs No TpeboBaHMIO Bpada. TakuM  physician. Therefore, contraindications and
00pa3oM, NPOTVBOMOKa3aH!A 1 MOBOYHbIE adverse effects are related to the catheter and
3heKTbI MOTYT BbITb CBA3aHbI TO/LKO C proper use of the system. Adverse effects for
1CMNO/b30BaHNEM KaTeTepa He npasuibHbIM - catheters which can be used with the
MCMONb30BaHNEM CaMoii cucTeMbl. MobouHble  Smartablate System are in the instructions
LEACTBUSA AN1S1 MPUMEHMMBIX K CUCTEME and technical documentation developed for
KaTeTepoB HAXOAATCA B MHCTPYKLMAX U each type of catheter separately.
TEXHNYECKOW [JOKYMeHTaLUmMK paspaboTaHHbIX

[N19 KKO0ro BMAa KaTeTepoB OTAEMbHO.

Ycnosua npumeHeHuna /Conditions of Use

3penve MOXET MCNOMb30BaThCA TONLKO B The device may be used only in inpatient

KNIMHUYECKUX YCNOBUAX U MEANLIMHCKAM clinical conditions by medical personnel
MepcoHaIoM, UMEHOLLIM trained and experienced in
COOTBETCTBYHOLLIYIO MOATOTOBKY U ONbIT electrophysiological procedures.
BbIMO/THEHNSA 3M1EKTPOPU3MONOr MYECKUX

npouenyp.

OnuncaHne MeAULIMHCKOIo n3nenns
/Description of the Medical Device

Mepanb HoxkHast SmartAblate (nanee no Tekety  The SmartAblate Foot Pedal (hereinafter -

«[Mepanb SmartAblate») sABnseTCA YacTbiO SmartAblate pedal) is a part of SmartAblate
Cuctembl SmartAblate ans cepaeyHoit abnaupm  system for cardiac ablation (hereinafter -
(nanee no TekcTy «Cuctema SmartAblate»). SmartAblate System).

Momumo lMepanm SmartAblate B coctas In addition to the SmartAblate pedal the system
YKa3aHHOW CUCTEMbI BXOLAT: includes: SmartAblate Radiofrequency
"eHepaTop paAMoYacToTHbIN SmartAblate, HacOC Generator, smartablate irrigation Pump,
nppuraunoHHbii SmartAblate, Mynst SmartAblate Remote Control and SmartAblate
AMCTaHLUMOHHOIO ynpae/eHus SmartAblate, a cables.

TaKke Kabenu SmartAblate.

Mepank SmartAblate npegHasHaueHa ans The SmartAblate pedal is designed to trigger and
3arnycKa 1 npekpaLleHns paboTbl CUCTEMbI shutdown the operation of SmartAblate cardiac
SmartAblate ons cepagyHoin abnauum. ablation system. SmartAblate pedal may be
Mepans SmartAblate MOXXHO MOAK/IIOHUTL K connected to SmartAblate Radiofrequency

"eHepaTOpy pagmnoyvactoTHoMy SmartAblate,
314
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Mepans SmartAblate He noaneXuT SmartAblate pedal should not be sterilized.
CTepUAM3aLmN.

[NpenynpexaeHna AvVarnings

Hemef/ieHHO npekpaTuTe UCMo/b30BaHme Immediately discontinue the use of

negav SmartAblate B cnyyae Hauma SmartAblate pedal in case of any signs of its
NKOBbIX NPU3HAKOB ee MeXaHNYecKoro mechanical damage.

MOBPEXAEHNA.

He nepeHocuTe nefab SmartAblate, iepka ee Do not relocate SmartAblate pedal holding it
3a Kabesb. by its cable.

He HamaTbIBaiiTe kabesb MIOTHO Ha Meaasb Do not coil the cable tight around the
SmartAblate. SmartAblate pedal

1o, OoCyLLECTB/IAIOLLIEE BBOA, Neaain A person who commissions the SmartAblate
SmartAblate B skcrinyatauuio, Hecet pedal is responsible for the system’s
OTBETCTBEHHOCTb 3a COOTBETCTBME BCEM compliance with IEC/EN 60601-1-1
cucTembl TpeboBaHuAM cTaHaapTa 1EC/EN standard.

60601-1-1.

MarHuTonpoBoAsLLye MaTepuanbl He IOMKHbI - Do not place magnetic conducting materials
pacriofiaratbCs B HEMocpeAcTBeHHoM 6rm3ocT  in immediate vicinity to the foot pedal.

OT HOXKHOIA

nesasin.

YTnnmnsaumua /Disposal

YTUnM3nNpoBaHHOE HeHaZ/IeXaLlmm 06pasom Inadequately treated electrical and electronic
OTpaboTaBLLee 3/1eKTPOHHOE 060PYyA0BaHME waste poses environmental and health risks.
npeacTaBNseT OrMacHOCTb /151 OKPY KatOLLEN Follow local regulations for disposal of
cpefbl 1 3040P0Bbs NMOAENA. Y TUNN3aLMIO SmartAblate foot pedal.

negann SmartAblate Heo6xoaMMo To ensure proper disposal, there is also the
OCYLLIECTB/IATL B COOTBETCTBUM C MECTHLIMU option of contacting your regional
npasunamun. s obecneveHys Hag/exallei representative office of the manufacturer.
yTunm3aumn

MOYXHO 06paTUTLCH K MECTHOMY

NpeAcTaBUTENO KOMMaHUM NPOU3BOANTENS.

TexHuYeckune xapaktepuctuku /Technical

Characteristics

ANEKTPNYECKAA CETb /MAINS
HanpsykeHue 25 -60 B Voltage 25-60V
MoTpebnsemMbIii TOK 1A Consumed current 1A

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



KaTeTep 3aneKTpodmr3nonormyeckmii

THERMOCQOL ,IJ,I'IF.I AVIRTHOCTUKN N NIEYEHNA 1o i ~o0l SE Cath (B-F, 8F)
3ab0/1eBaHW cepaua: BapuaHT UCTIONHEHWS

ThermoCool SF.

KaTteTep aneKTpogm3nonornyeckmia

THERMOCOOL p/19 AMarHoCTUKN 1 NieYeHns ThermoCool SF Cath (D-D, 8F)
3a60M€eBaHMIA cepaua: BapyaHT UCMOMHEHNS '
ThermoCool SF.

KateTep 3neKTpotmn3nonormyeckuii

THERMOCOOL a/1s1 AarHocTukv 1 ne4eHns  ThermoCool SFE Cath (D-F, 8F)
3a00/1eBaHWiA cepaua: BapyaHT MUCMOHEHNS ’
ThermoCool SF.

KaTeTep an1eKTpoM3nonornyecKuii

THERMOCOOL an4 AarHoCTUKIA U B4R ThermoCool SF Cath (D-J, 8F)
3ab0n1eBaHMiA cepaLia: BapuaHT 1CMOMHEHMA

ThermoCool SF.

KateTep 31eKTpothn3nonormieckuii

THERMOCOOL ana anarHOCTUKM 1 Nie4eHn  ThermoCool SF Cath (F-F, 8F)
3a60n1eBaHUIN ceppLia: BapuaHT UCMOMHEHNA

ThermoCool SF.

KateTep aneKTpog3anonornyeckmia

THERMOCOOL pan1s AnarHocTvki v neveHnst  ThermoCool SF Cath (F-J, 8F)
3ab0/1eBaHWiA cepaua: BapyvaHT MUCMO/HEHNS

ThermoCool SF.

KateTep 31eKTpothn3nonornieckuii

THERMOCOOL pgns gnarHocTvku 1 neveHnss  ThermoCool SF Cath (J-J, 8F)
3a60/1€eBaHMIA cepua: BapvaHT UCTIONHEHNS

ThermoCool SF.

KateTep 31eKTpothn3nonornieckuii

THERMOCOOL pgna gnarHocTukin 1 nedeHnss  ThermoCool SF NAV Cath (B-B, 8F)
3a00/1eBaHMIA cepaua: BapuaHT UCMOMHEHNS

ThermoCool SF.

KateTep aneKTpotu3nonormyeckuin

THERMOCOOL pns anarHoctku 1 nedeHna  ThermoCool SF Bi-directional
3a00/1eBaHMIA cepaua: BapuaHT UCMOMHEHNS

ThermoCool SF.

KaTteTep aneKTpog3anonornyeckmia
THERMOCOOL pansa amarHoctvku u neueHnss  ThermoCool SF NAYV Cath (B-D, 8F)

3ab0neBaHUIA cepaua: BapyaHT UCMOMHEHNS
ThermoCool SF.
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/T1epeBOA C aHI/IMIACKOr0 N HEMELLKOTO SI3bIKOB Ha PYCCKUIA s13bIK/

/Hagnvck oT pyku: gns nogayn B Pd/

[MeuyaTs: TOProBo-NpPoOMbILLIEHHAA NanaTa
FOxHbI BepxHuiA PeiiH]

[MeuaTs: TOProBo-NnPOMbILL/IEHHAA NasiaTa
FOXHbI BepxHuin PeliH]
[MeuaTs: TOProBo-npoMbILL/IEHHAsA NaniaTa
FOXHbI BepxHuin PeliH]

[npekTop ueHTpa (HeunTabenbHo)

YBe(HeunTabeibHO)
(nognwmcaHo)
27.07.2017
[Wramn: Mbl NOATBEpP)KAaeM MpeaocTas/ieHue [LWtamn: «LLITokepT Mm6X»
3a5B/1eHNs. B OTHOLLIEHUYW COAepXKaHUA JOKYMeHTa BetumHrep LLtpace 72
WNHOE He YCTaHOB/IEHO 79111 dpanbypr-um-bparicray
dpalibypr-nm-bpaiicray Ten. 0761-2071 60
27 vionsa 2017 T. dakc 0761-2071620]

ToproBo-npombILLINIEHHasA Nanarta

FOHbIA BepxHWii PeiiH

YnpaeneHue B . dpaiidypr]

[MeuaTb: TOProBo-NPOMbILLIEHHAA NasaTa
FOXHbIii BepXHuii PeiiH]

YnonHomo4veHHoe Lo KOHMAMHE (MognucaHo)

MocnegHAsA cTpaHuLa:

[MeuyaTs: TOProBo-NPOMbILLIEHHAA Nanata
FOXxHbIi BepxHUiA PeiiH]
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MepeBo AaHHOIO TeKcTa caenaH MHOW, nepeBogunkom KnenHeBbiM BukTopom Mropesmyem.

Poccuiickas degepaums

"opog Mocksa

TpeTbero aBrycTa gse TbiCA4YM CeMHaaLaTOro roga

A, Akumos Nne6 Bopucosny, HoTapuyc ropoga MOCKBbI, CBUAET €1bCTBY MNOAAMHHOCTb NOANUCK
nepesogymka KnenHesa BukTopa Mropesnya.

Mognuce cgenaHa BMOEM MPUCYTCTBUMN.

JInyHOCT b NMOANMCABLUErO JOKY.YEHT yCT aHOB/IeHa.
3aperncTpupoBaHo BpeecT pe: Neo T~

B3biCkaHO rocygapcTBeHHOW nownunHbi(no Tapudgy): 100 py6.

YnnayeHo 3a oKaszaHue yc/ayr npaBoBOro M TexXHWYECKOro xapakrTepa:

ppoBaHo

nct(a)(os)
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