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Symbol Definitions
Following definitions are for reference only. Please refer to the product label for applicable usage.

STERILE|EO |

Sterilized Using Ethylene Oxide

®

Do Not Re-Use

A

Caution

CTi]

Consult Instructions for Use

®

Do not use if package is damaged.

®

Do not use if package is opened.

Keep Away from Sunlight

%

Keep Dry

%

Use-By Date

LOT
Batch Code
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(]

Contents: 1
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& only

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

Curve Type. Refer to label for colored circle containing applicable curve type.

NAV

Navigational Catheter

Compatible with CARTO™ 3 EP Navigation System
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QDOT MICRO™ Uni-Directional Navigation Catheter

QDOT MICRO™ Uni-Directional Navigation Catheter

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

e STERILE. Sterilized using ethylene oxide.

e For single use only.

e Do not resterilize.

e Do not use if the package is open or damaged.

DEVICE DESCRIPTION

The Biosense Webster QDOT MICRO™ Uni-Directional Catheter is a steerable multi-electrode luminal
catheter with a deflectable tip designed to facilitate electrophysiological mapping of the heart and to
transmit radiofrequency (RF) energy to the catheter tip electrode for ablation purposes. The catheter shaft
measures 7.5 F with 8 F ring electrodes. For ablation, the catheter is used in conjunction with a
compatible RF generator and a dispersive pad (indifferent electrode). The catheter has force-sensing
technology that provides a real-time measurement of contact force between the catheter tip and the heart
wall.

The catheter has a high-torque shaft with a uni-directional deflectable tip section containing an array of
electrodes which includes a 3.5 mm tip dome. All of the electrodes may be used for recording and
stimulation purposes. The tip electrode serves to deliver RF energy from the generator to the desired
ablation site. The tip electrode and ring electrodes are made from noble metals. The catheter
incorporates six thermocouple temperature sensors and three ECG electrodes that are embedded in the
3.5 mm tip electrode. A thumb knob is used to deflect the tip. The high-torque shaft also allows the plane
of the curved tip to be rotated to facilitate accurate positioning of the catheter tip at the desired site. Three

LT

curve configurations designated “D,” “F,” and “J” are available.

At the proximal end of the catheter, a saline input port with a standard Luer fitting terminates from the
open lumen. This saline port serves to permit the injection of normal saline to irrigate the tip electrode.
During ablation, heparinized normal saline is passed through the internal lumen of the catheter and
through the tip electrode, to irrigate and cool the ablation site as well as the electrode tip. A compatible
irrigation pump is used to control the saline irrigation. The catheter interfaces with standard recording
equipment and a compatible RF generator via accessory extension cables with the appropriate
connectors.

This catheter features a location sensor embedded in the tip section that transmits location and contact
force information to the CARTO™ 3 Navigation System. An appropriate reference device is required for
location reference position purposes. For information on using the catheter in mapping procedures and
for information on appropriate reference devices, refer to the user manual for the CARTO™ 3 Navigation
System. For further description of the operation of the irrigation pump, the generator, and the CARTO™ 3
Navigation System, refer to the applicable instructions for use.

INDICATIONS FOR USE

The Biosense Webster QDOT MICRO™ Uni-Directional Navigation Catheter and related accessory
devices are indicated for catheter-based cardiac electrophysiological mapping (stimulating and recording)
and, when used in conjunction with a compatible radiofrequency generator, for the treatment of:

e Type | atrial flutter in patients age 18 or older.

e Drug refractory recurrent symptomatic paroxysmal atrial fibrillation, when used with compatible three-
dimensional electroanatomic mapping systems.

The Biosense Webster QDOT MICRO™ Uni-Directional Navigation Catheter provides a real-time

measurement of contact force between the catheter tip and heart wall, as well as location information

when used with CARTO™ 3 Navigation System.
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CONTRAINDICATIONS

Do not use this catheter:

1.

o ok~ w N

© N

If the patient has had a ventriculotomy or atriotomy within the preceding twelve weeks because the
recent surgery may increase the risk of perforation.

In patients with a myxoma or an intracardiac thrombus as the catheter could precipitate an embolus.
In patients with prosthetic valves as the catheter may damage the prosthesis.

In the coronary arterial vasculature due to risk of damage to the coronary arterial vasculature.

In patients with an active systemic infection because this may increase the risk of cardiac infection.

Via the transseptal approach in a patient with an interatrial baffle or patch because the opening could
persist and produce an iatrogenic atrial shunt.

Via the retrograde trans-aortic approach in patients who have had aortic valve replacement.
With a long sheath or short introducer < 8.5 F in order to avoid damage to the catheter shaft.

WARNINGS AND PRECAUTIONS

1.

2.

10.

11.

Do not use excessive force to advance or withdraw the catheter when resistance is encountered
during catheter manipulation through the sheath.

Do not manually pre-shape the distal shaft of the catheter by applying external forces intended to
bend or affect the intended shape or curve of the catheter.

Prior to use, the catheter must be warmed up as specified in the Directions for Use section of this
document. If the catheter has not reached a steady state condition, there is potential for a zero-offset
drift to occur which could result in an inaccurate contact force reading.

Always zero the contact force reading following insertion into the patient or when moving the catheter
from one chamber of the heart to another. Ensure the catheter is not in contact with heart tissue prior
to zeroing. Refer to the user manual for your CARTO™ 3 System for instructions on how to zero the
contact force reading.

The contact force reading might become inaccurate if the contact force sensor (located between the
first and second ring electrode) comes into close proximity with a ferrous material, such as the
braided shaft of another catheter. If extreme fluctuations in force are observed, ensure the catheter’s
contact force sensor is not in close proximity with another catheter’s shaft, check zero on the catheter
and, if necessary, remove and inspect the catheter. The contact force reading is for information only
and is not intended to replace standard handling precautions.

To ensure proper operation of the contact force sensor, the tip electrode and the two distal ring
electrodes must protrude from the distal tip of the guiding sheath.

When applying high lateral force during mapping and RF application, the user should monitor the
contact force dashboard and vector display on the CARTO™ 3 System screen to ensure that contact
force measurements remain within the accurate range. Refer to the Error Messages and Alerts
section of the CARTO™ 3 System user manual for system-related alert messages and indications
related to inaccurate force readings.

Do not use the temperature sensor to monitor tissue temperature. The temperature sensor located
within the tip section of the catheter does not reflect either electrode-tissue interface or tissue
temperature due to the cooling effects of the saline irrigation of the electrode. The temperature
displayed on the generator is the temperature of the hottest of the six thermocouples in the electrode,
not tissue temperature. Monitoring the temperature from the electrode during the application of RF
energy ensures that the irrigation flow rate is being maintained.

At higher contact force settings, rapid power increases during ablation may result in steam pops,
which increase the risk of perforation.

This catheter may damage the mechanical or prosthetic valve of a patient if the catheter is
accidentally advanced through the valve.

The safety of discontinuing anticoagulation therapy following catheter ablation of atrial fibrillation has not
been established. Anticoagulation therapy in such patients should be administered in accordance with the
AHA/ACC/HRS 2014 Guideline for the Management of Patients With Atrial Fibrillation.
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12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.
23.
24.

25.
26.

27.

28.

29.

The safety and effectiveness of radiofrequency ablation for the treatment of atrial fibrillation in
patients with significant left ventricular dysfunction, advanced heart failure, substantial left atrial
enlargement, and structural heart disease have not been established.

In accordance with your hospital’s protocol, monitor the patient’s fluid balance throughout the
procedure to avoid fluid volume overload. Some patients may have factors that reduce their ability to
handle the volume overload, making them susceptible to developing pulmonary edema or heart
failure during or after the procedure. Patients with congestive heart failure or renal insufficiency, and
the elderly are particularly susceptible. Prior to the procedure, always identify the patient's risk of
volume overload.

Implantable pacemakers and implantable cardioverter/defibrillator (ICDs) may be adversely affected by
RF energy. It is important to have temporary external sources of pacing and defibrillation available
during ablation and to temporarily reprogram the pacing system to minimum output or OFF mode to
minimize the risk of inappropriate pacing. Exercise extreme caution during ablation when in close
proximity to atrial or ventricular permanent leads; program the ICD to the OFF mode during the ablation
procedure; and, perform complete implantable device analysis on all patients after ablation.

Patients undergoing septal accessory pathway ablation are at risk for complete AV block which
requires the implantation of a permanent pacemaker. Patients who experience inadvertent complete
AV block as a result of RF ablation may also require permanent pacing.

During the trans-aortic approach, adequate visualization is necessary to avoid placement of the
catheter in the coronary vasculature. Intracoronary placement of the ablation catheter, RF energy
application, or both have been associated with myocardial infarction.

To prevent stenosis of the pulmonary veins, do not place the catheter in the pulmonary veins during
the application of RF energy.

When ablating near adjacent anatomical structures, take precautions to minimize collateral damage
to the adjacent structures.

When ablating near the phrenic nerve, take precautions to avoid injuring the phrenic nerve, including
appropriately reducing RF power, pacing to identify the proximity of ablation electrode(s) to the nerve
and/or fluoroscopic evaluation of the diaphragm post ablation.

When ablating near the esophagus (along the posterior wall of the left atrium), take precautions to avoid
injuring the esophagus. These may include beginning the ablation with reduced RF power, reducing
contact force, reducing application time, increasing the time interval between ablations, moving to new
location if temperature rise observed, esophageal visualization, and/or intraluminal esophageal
temperature monitoring.

Minimize or eliminate X-ray exposure during the procedure. Catheter ablation procedures using
fluoroscopic imaging may present the potential for significant X-ray exposure, which can result in
acute radiation injury as well as increased risk for somatic and genetic effects, to both patients and
laboratory staff due to the X-ray beam intensity and duration of fluoroscopic imaging. Catheter
ablation, when using fluoroscopic imaging, should only be performed after adequate attention has
been given to the potential radiation exposure associated with the procedure, and steps have been
taken to minimize this exposure. Careful consideration must therefore be given for the use of the
device in pregnant women.

Do not expose the catheter to organic solvents such as alcohol.
Do not autoclave the catheter.

Do not immerse the proximal handle or cable connector in fluids. Electrical performance could be
affected.

Do not scrub or twist the distal tip electrode during cleaning.

Inspect the saline within the irrigation tubing for air bubbles prior to its use in the procedure.
Air bubbles in the irrigation saline may cause emboli.

Purge the catheter and irrigation tubing with heparinized normal saline prior to insertion of the
catheter inside the patient body.

Electrophysiology catheters and systems are intended for use only in X-ray shielded rooms due to
electromagnetic compatibility requirements and other hospital safety guidelines.

Do not attempt to operate the QDOT MICRO™ Uni-Directional Catheter or the generator prior to
completely reading and understanding the applicable instructions for use.
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30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.
41.

42.

43.
44.
45.

46.

47.

Cardiac ablation procedures should be performed by appropriately trained personnel in a fully equipped
electrophysiology laboratory. Appropriate clinical instruction in the use of the QDOT MICRO™
Uni-Directional Catheter should also be completed.

The long-term risks of protracted fluoroscopy and creation of RF induced lesions have not been
established. Furthermore, the risk/benefit in asymptomatic patients has not been studied.

To prevent thromboembolism, intravenous heparin (target ACT of > 350 s) should be administered
prior to or immediately following transseptal puncture during AF ablation procedures. The 2017
HRS/EHRA/ECAS/AOHRS/SOLAECCE expert consensus statement on catheter and surgical
ablation of atrial fibrillation recommends systemic anticoagulation with warfarin or a direct thrombin or
factor Xa inhibitor for at least 2 months following an AF ablation procedure (Calkins H, Hindricks G,
Cappato R et al. 2017 HRS/EHRA/ECAS/AOHRS/SOLAECCE Expert Consensus Statement on
Catheter and Surgical Ablation of Atrial Fibrillation. J Interv Card Electrophysiol. 2017 50:1-55).

When using the QDOT MICRO™ Uni-Directional Catheter with conventional systems (such as
fluoroscopy or ultrasound imaging), or with the CARTO™ 3 Navigation System, careful catheter
manipulation must be performed in order to avoid cardiac damage, perforation, or tamponade. Catheter
advancement should be done under direct imaging guidance. Do not use excessive force to advance or
withdraw the catheter when resistance is encountered. The firmness of the braided tip dictates that care
must be taken to prevent perforation of the heart. The contact force reading is for information only and is
not intended to replace standard handling precautions.

Always use the thumb knob to straighten the catheter tip before insertion or withdrawal of the
catheter.

Always maintain a constant heparinized normal saline infusion to prevent coagulation within the
lumen of the catheter.

When RF energy is interrupted for either a temperature or an impedance rise (the set limit is
exceeded), the catheter should be removed, and the tip should be inspected for char/coagulum that
may be present on the tip. If present, do not continue the procedure with the same catheter and
replace the catheter. If no char/coagulum is present, flush the tip to ensure the irrigation holes are not
plugged prior to reinsertion of the catheter inside the patient body.

Apparent low power output, high impedance reading, or failure of the equipment to function correctly
at normal settings may indicate faulty application of the indifferent electrode(s) or failure of an
electrical lead. Do not increase power before checking for obvious defects or misapplication of the
indifferent electrode or other electrical leads.

Read and follow the indifferent electrode manufacturer’s instructions for use. The use of indifferent
electrodes that meet or exceed ANSI/AAMI requirements (AAMI IEC 60601-2-2), is recommended.
The QDOT MICRO™ Uni-Directional Catheter is intended for use with a compatible RF generator,
compatible irrigation pump, CARTO™ 3 Navigation System, Biosense Webster cables, and other
appropriate interface cables and connectors. Use of a compatible irrigation pump is recommended to
assure proper irrigation flow rate.

Care should be taken when ablating near structures such as the sino-atrial and atrioventricular nodes.
The sterile packaging and catheter should be inspected prior to use. Do not use if the packaging or
catheter appears damaged.

The catheter is sterilized with ethylene oxide gas and should be used by the “Use By” date on the
device package. Do not use the catheter if it is past the “Use By” date.

The QDOT MICRO™ Uni-Directional Catheter is intended for single patient use only.
Do not resterilize and reuse.

Do not use near MRI equipment since movement or heating of the catheter may occur and the image
on the display may become distorted.

Use both direct imaging guidance (such as fluoroscopy or ultrasound) and electrogram data to
monitor catheter advancement and reduce risk of tissue injury.

The QDOT MICRO™ Uni-Directional Catheter used in conjunction with a compatible RF generator is
capable of delivering significant electrical power. Patient or operator injury can result from improper
handling of the catheter and indifferent electrode, particularly when operating the catheter. During
energy delivery, the patient should not be allowed to come in contact with grounded metal surfaces.
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48. The risk of igniting flammable gases or other materials is inherent in electrosurgery. Precautions must
be taken to restrict flammable materials from the electrosurgical suite.

49. Electromagnetic interference (EMI) produced by the QDOT MICRO™ Uni-Directional Catheter, when
used in conjunction with a compatible RF generator during normal operation, may adversely affect the
performance of other equipment.

50. Electrodes and probes used for monitoring and stimulating devices can provide paths for high
frequency current. The risk of burns can be reduced but not eliminated by placing the electrodes and
probes as far away as possible from the ablation site and the indifferent electrode. Protective
impedance may reduce the risk of burns, and permit continuous monitoring of the electrocardiogram
during energy delivery.

51. If the generator does not display temperature, verify that the cables from the catheter to the
CARTO™ System Patient Interface Unit (PIU) and the cable from the CARTO™ System Patient
Interface Unit (PIU) to the generator are properly connected. If temperature still is not displayed, there
may be a malfunction in the temperature sensing system that must be corrected prior to applying RF
power.

52. The temperature measurement accuracy of the QDOT MICRO™ Uni-Directional Catheter, as with any
temperature measurement electrophysiology catheter, is determined by the temperature accuracy of all of
the connected devices. Please consult the appropriate user manuals for the connected devices for the
temperature accuracy specification.

53. Before use, verify irrigation ports are patent by infusing heparinized normal saline through the
catheter and tubing.

54. Regularly inspect and test reusable cables and accessories.

ADVERSE EVENTS

NOTE: The adverse events in the following summary were observed in clinical studies involving
only the use of the QDOT Micro™ Catheter.

Clinical trial for the QDOT Micro™ Catheter — Pivotal Study (Q-FFICIENCY)

Of the 177 subjects in the Safety Analysis Set, 7 primary adverse events (AEs) were reported in 6
subjects. See the “Summary of Clinical Studies Conducted for the QDOT Micro™ Catheter” section below
for a complete description of the AEs encountered during the study.

SUMMARY OF CLINICAL STUDIES CONDUCTED FOR THE QDOT MICRO™
CATHETER

The following is a summary of the pivotal study (Q-FFICIENCY) performed under IDE for the
QDOT Micro™ Catheter, using model numbers D-1394-XX-SI| and D-1395-XX-SI. Data from this clinical
study formed the basis for the US FDA PMA approval decision.

All patients underwent informed consent per the study protocol, and in compliance with the Code of
Federal Regulations, 21 §50. The protocol and informed consent materials were reviewed and approved
by the appropriate IRB prior to subject enroliment, and in compliance with the Code of Federal
Regulations, 21 §56. Per the requirements of 21 CFR §812.20(b)(5), all participating investigators signed
the Clinical Study Agreement prior to enrollment at their center, which included financial disclosure forms,
current curricula vitae for the investigator and co-investigators, and written IRB approval for the
investigational study. The clinical study was monitored in a manner consistent with 21CFR, Part 812,
Subpart C, Responsibilities of Sponsor. Monitoring visits included, but were not limited to, verification of
all study logs, verification that informed consent was being obtained in accordance with requirements
described in the study protocol for all subjects participating in the study, verification of completeness of
the Regulatory Binder, data source verification with the eCRFs, and identification and action to resolve
any issues or problems with the study.

A. Objective

The primary objective of this trial was to demonstrate the safety and effectiveness of the QDOT MICRO™
catheter when used with the nMARQ™ RF generator in the treatment of drug refractory symptomatic
paroxysmal atrial fibrillation (PAF) during standard electrophysiology mapping and RF ablation
procedures.
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B. Study Design
The study was a prospective, single arm, unblinded, multicenter, pivotal clinical investigation conducted at
25 investigational sites in the US.

The study planned to enroll up to 185 subjects who are candidates for catheter ablation. Bayesian
adaptive design was used to assess early success at one interim analysis performed 6 months after
enroliment was completed and when 30% of subjects in the study completed 12 months of follow-up.

A CT/MRA imaging sub-study was integrated in the pivotal study. The first 40 consecutively enrolled
subjects were included in the sub-study and underwent a 3-month CT/MRA in addition to the baseline
CT/MRA to assess incidence of PV stenosis.

B.1 - Study Objectives and Endpoints:

The objectives and endpoints for this study are presented in Table 1. Failure modes for the primary
effectiveness endpoint are listed in Table 2.

Table 1 — Objectives and Endpoints for Q-FFICIENCY Study

Objectives Endpoints
Primary

To demonstrate the safety and 12-month e Primary safety endpoint: Incidence of any
effectiveness of the QDOT MICRO™ primary adverse event occurring within
catheter when used with the nMARQ™ 7 days of the AF ablation procedure (initial
RF generator for pulmonary vein isolation or repeat procedure) using the
(PVI) in the treatment of subjects with QDOT MICRO™ catheter, except
drug refractory symptomatic paroxysmal atrio-esophageal fistula and PV stenosis,
atrial fibrillation (PAF). which may also be considered as primary

adverse events if occurring greater than

7 days and up to 90 days post the ablation
procedure. Primary adverse events
included the following: Death, myocardial
infarction, PV stenosis, phrenic nerve
injury/diaphragmatic paralysis, atrio-
esophageal fistula, TIA, stroke/CVA,
thromboembolism, pericarditis, cardiac
tamponade/perforation, vagal nerve injury,
major vascular access
complications/bleeding, pulmonary edema
(respiratory insufficiency), and heart block.

e Primary effectiveness endpoint: Freedom
from documented atrial fibrillation (AF),
atrial tachycardia (AT) or atrial flutter (AFL)
(hereinafter collectively referred to as
“atrial tachyarrhythmias") recurrence
during the evaluation period (Day 91
through Day 365) and freedom from the
following failure modes (defined in
Table 2):

o Acute procedure failure
o Repeat ablation failure
o Antiarrhythmic drug failure
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Objectives

Endpoints

Secondary

To evaluate the incidence of (serious)
adverse events during and after
procedure up to 3 months following
procedure

Incidence of Unanticipated Adverse Device
Effects (UADES)

Incidence of Serious Adverse Events
(SAEs) within 7 days (early onset), > 7 to
30 days (peri-procedural) and > 30 days
(late onset) of initial ablation

Incidence of bleeding complication (ISTH
definitions): a) major, b) clinically relevant
non-major and ¢) minor bleeding

To evaluate Acute Procedural Success
defined as confirmation of entrance block
in all PVs

Acute procedural success: Percent of

subjects with electrical isolation of PVs

(entrance block) at the end of the

procedure

o The percent of subjects with electrical
isolation of PVs (entrance block) using
QMODE+ as only ablation strategy

Percent of subjects with electrical isolation
of PVs (entrance block) after first
encirclement (evaluated prior to the
20-minute waiting period and
adenosine/isoproterenol challenge)

Percent of subjects with electrical isolation
of all PVs (entrance block) after first
encirclement without acute reconnection,
after waiting period and
adenosine/isoproterenol challenge

Percent of subjects and % of PVs with
touch-up (i.e. touch-up is used to remove
ablation of acute reconnection) among all
targeted veins and touch-up location

Anatomical location of acute PV
reconnection after first encirclement

To evaluate repeat ablation procedures
during the 12-month period post-
procedure

Incidence (%) of repeat ablation
procedures

Percent PVs re-isolated among all the
targeted PVs at repeat procedure

Percent repeat ablation procedures
requiring new linear lesions and/or
identifying new foci outside of initially
isolated area among the repeat ablation
procedures

To evaluate the 12-month Single
Procedure Success

12-month single procedure success:
Freedom from documented AF/AFL/AT
recurrence (episodes = 30 secs) during the
Effectiveness Evaluation Period after a
single ablation procedure and off anti-
arrhythmia drugs (AADs) during the
effectiveness evaluation period
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Table 2 — Failure Modes for Primary Effectiveness Endpoint
Failure Mode Criteria

Acute procedural e Failure to confirm entrance block in all pulmonary veins post-
procedure.

e Use of a non-study catheter to treat left atrial ablation targets
and cavo-tricuspid isthmus.

Repeat ablation e > 2 repeat ablation procedures with the study catheter during
the 3-Month blanking period (Day 0-90) after the index
ablation procedure.

e Use of a non-study catheter to treat study arrhythmia
ablation targets during the blanking period.

e Any repeat ablation procedure during the Evaluation Period.

Antiarrhythmic drug e Taking a new Class | or lll AAD for AF or a previously failed
Class | or lll AAD at a greater than the highest ineffective
historical dose for AF during the evaluation period.

B.2 - Safety and Effectiveness Performance Goals

B.2.1 - Safety Performance Goal

The study was designed to compare the primary safety endpoint to a pre-determined safety
performance goal of 14%. Data from recent PAF ablation studies for devices similar to the device in
the current study were reviewed as a first step to deriving the performance goal for the primary safety
endpoint. A meta-analysis approach was taken to estimate the average composite endpoint rate.
Based on the meta-analysis, the upper bound of the 95% confidence interval was estimated to be
equal to 9%. The pre-determined performance goal of 14% would reflect an approximately 50%
increase in risk from the upper bound of the 95% CI.

B.2.2 - Effectiveness Performance Goal

The study was designed to compare the primary effectiveness endpoint to a pre-determined
performance goal of 50%, which is indicated as the minimum acceptable success rate at 12 months
for a paroxysmal AF population in the 2017 HRS/EHRA/ECAS/APHRS/ SOLAECE Expert Consensus
Statement on Catheter and Surgical Ablation of AF (Calkins, et al., 2017).

B.3 - Subject Accountability:
Table 3 — Subject Accountability and Disposition

Subject Enroliment n
Enrolled Subjects 191
Excluded Subjects 14
Study Catheter Inserted 177
Discontinued Subjects 2
RF Energy Delivered with Study Catheter 175
Death 1
Withdrawn 7
Early Termination Subjects 0
Lost to Follow Up Subjects 5
Completed Subjects 162

Among the 191 enrolled subjects, 14 had no insertion of the study device and were excluded from the
analysis sets for the following reasons:

e System connectivity related device deficiencies (n = 4)
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e Not meeting study entrance criteria (n = 9)
e Occurrence of an adverse event (tamponade) before insertion of the study device (n = 1)

Two (2) subjects had the study catheter inserted but no RF applications were delivered due to system
connectivity issues.

A total of 175 subjects received RF ablation using the study device. Among those, seven (7) subjects
(4.0%) withdrew their consent and discontinued their study participation during follow-up from 48 to 384
days post ablation; five (5) subjects (2.9%) were lost to follow up between 104 days and 266 days post
procedure; one (1) subject (0.6%) expired 7 months post procedure; and 162 subjects (92.6%) completed
the 12-month follow-up visit.

B.3.1 - Subject Disposition
The following definitions were used to classify subjects:

Table 4 — Subject Classifications
Disposition Definition

Enrolled Subjects Subjects who signed the informed consent.

Subjects who were enrolled but never underwent insertion of the study

Excluded Subjects catheter.

Subjects who had the investigational catheter inserted but did not undergo
Discontinued Subjects | ablation (i.e., no RF energy was delivered via the study device). These
discontinued subjects were followed up for 3 months.

Lost to Follow-up Subjects who were enrolled, but contact was lost after the most recent
Subjects follow-up visits (despite 3 documented attempts to contact the subject).

Subjects who withdrew consent for study participation or were withdrawn
by the investigator or were terminated from the study prior to completion of
all follow-up visits.

Withdrawn / Early
Termination Subjects

Enrolled subjects who completed the 12-month follow-up visit and were not
Completed Subjects excluded, discontinued, withdrawn, early terminated, expired, or lost to
follow-up from the study before the final study visit.

B.3.2 - Analysis Sets

Safety Analysis Set: The Safety analysis set included all enrolled subjects who had the
investigational device inserted, regardless of RF energy delivery.

Modified Intent-To-Treat (mITT) Analysis Set: The mITT analysis set consisted of all enrolled
subjects who met all eligibility criteria and had the investigational device inserted.

Per-Protocol (PP) Analysis Set: The PP analysis set included subjects who satisfied the following
criteria:

o Enrolled and met eligibility criteria
e Had undergone RF ablation

o Were treated with the study catheters and had been treated for the study related arrhythmia
without major protocol deviations deemed to affect the scientific integrity of the study, included in
the following list. No additional major protocol deviations beyond those below were identified that
required exclusion of subjects from the Per Protocol analysis set
o Missing all protocol-specified electronic effectiveness monitoring
o Esophageal monitoring was not done per protocol and risk was not mitigated
o The required waiting period of 20 minutes was not followed before pacing procedures and/or

infusion of cardiac medications to induce AF/reconnection was not performed before the
entrance block confirmation.
Treatment Received Analysis Set: The Treatment Received analysis set included all enrolled
subjects who received RF ablation using the study catheter. This analysis set was created post-hoc
because it was deemed relevant by the FDA.
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CT/MRA Analysis Set: The CT/MRA set consisted of the first 40 subjects who are consecutively
enrolled in the main arm of the study with 3-month CT/MRA assessment. The subject must have
readable outcomes at baseline and 3 months.

C. Results

C.1 - Subject Demographics:

Table 5 — Subject Demographics (Enrolled Subjects, N=191)

Per-
All A?‘aa‘:egs A::I;L . Protocol
Variables Subjects S y Analysis
et Set
(N=190) | (N=177) | (N=167) | oo
(N=166)
Age (years) [1]
n 191 177 167 166
Mean 63.5 63.3 63.1 63.2
SD 10.69 10.88 11.00 11.03
Min/Max 24 /83 24 /83 24 /83 24 /83
Sex, n/N (%)
Male 116/191 | 106/177 | 101/167 | 101/166
(60.7) (59.9) (60.5) (60.8)
Female 757191 711177 66/ 167 65/ 166
(39.3) (40.1) (39.5) (39.2)
Race n (%)
. 166/191 | 157 /177 | 149/167 | 148/ 166
(o)
White, n/N (%) | g6.9) (88.7) (89.2) (89.2)
Black or African 717191 6/177 6/167 6/166
American (3.7) (3.4) (3.6) (3.6)
Asian 17191 17177 1/167 1/166
(0.5) (0.6) (0.6) (0.6)
Race not 17 /191 13/177 11/167 11/166
reported (8.9) (7.3) (6.6) (6.6)
Ethnicity, n/N (%)
Not Hispanicor | 164 /191 | 154 /177 | 146/167 | 145/ 166
Latino (85.9) (87.0) (87.4) (87.3)
Hispanic or 8/191 6/177 6/167 6/166
Latino 4.2) (3.4) (3.6) (3.6)
Not reported 19 /191 17 /177 15/167 15/ 166
P (9.9) (9.6) (9.0) (9.0)

C.2 - Baseline Characteristics:

Table 6 — Medical History (Enrolled Subjects, N=191)

Enrolled Safety Analysis| mITT Analysis Per-Protocol
Medical History Subjects Set Set Analysis Set
(N=191) (N=177) (N=167) (N=166)
Cardiovascular 156 /191 (81.7) [ 143 /177 (80.8) | 135/167 (80.8) | 134/ 166 (80.7)
Congestive heart failure 16/191 (8.4) 10/177 (5.6) 9/167 (5.4) 9/166 (5.4)
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Medical History

Enrolled
Subjects
(N=191)

Safety Analysis
Set
(N=177)

miTT Analysis
Set
(N=167)

Per-Protocol
Analysis Set
(N=166)

Coronary artery disease

39/191 (20.4)

36 /177 (20.3)

33 /167 (19.8)

33/166 (19.9)

Vascular disease

25/191 (13.1)

23 /177 (13.0)

22 /167 (13.2)

22 /166 (13.3)

Myocardial infarction

13/191 (6.8)

12/ 177 (6.8)

10/ 167 (6.0)

10/ 166 (6.0)

Hypertension

131/191 (68.6)

122 /177 (68.9)

116 / 167 (69.5)

115/ 166 (69.3)

Cardiomyopathy 15/191 (7.9) 11/177 (6.2) 10/ 167 (6.0) 10/ 166 (6.0)
Left ventricular hypertrophy 1/191(0.5) 1/177 (0.6) 1/167 (0.6) 1/166 (0.6)
Significant valvular disease 3/191 (1.6) 1/177 (0.6) 1/167 (0.6) 1/166 (0.6)
Thromboembolic Events 20/191 (10.5) | 18/177 (10.2) 16 /167 (9.6) 16/ 166 (9.6)
Transient ischemic attack 5/191 (2.6) 41177 (2.3) 3/167 (1.8) 3/166 (1.8)
Stroke 6/191(3.1) 5/177 (2.8) 5/167 (3.0) 5/166 (3.0)
Pulmonary embolus 2/191 (1.0) 2/177 (1.1) 2/167 (1.2) 2/166 (1.2)

Diabetes

37 /191 (19.4)

36 /177 (20.3)

33 /167 (19.8)

33 /166 (19.9)

Obstructive Sleep Apnea

50 /191 (26.2)

46 /177 (26.0)

44 /167 (26.3)

44/ 166 (26.5)

CPAP Use

36 /191 (18.8)

34 /177 (19.2)

33 /167 (19.8)

33 /166 (19.9)

CHA2DS:-VASC score 24+151 24+153 24+149 241150
AF History (months) 486+7363 | 496+7529 | 517:7692 | 51.9+77.11
PAF Episodes Within 12 249+8991 | 252+9280 | 260:+9522 | 257+9538
Months

AAD Failed- Class 1&]Il 1.2 £ 0.50 1.2 £ 0.50 1.2+ 052 1.2+ 0.52

Arrhythmia other than Atrial
Fibrillation

87 /191 (45.5)

81/177 (45.8)

73 /167 (43.7)

73/ 166 (44.0)

Left/right Atrial Tachycardia
(AT)

8/191 (4.2)

8/177 (4.5)

71167 (4.2)

71166 (4.2)

Supraventricular Tachycardia
(SVT)

22/191 (11.5)

20/177 (11.3)

14/ 167 (8.4)

14/ 166 (8.4)

Atrial flutter (AFL)

431191 (22.5)

411177 (23.2)

40/ 167 (24.0)

40/ 166 (24.1)

AVNRT 0/191(0.0) 0/177 (0.0) 0/167 (0.0) 0/166 (0.0)
Accessory pathway 0/191 (0.0) 0/177 (0.0) 0/167 (0.0) 0/166 (0.0)
Ventricular tachycardia 2/191 (1.0) 2/177 (1.1) 2/167 (1.2) 2/166 (1.2)
LA Diameter (mm) 38.06 +6.042 | 37.95+5.917 38.09 + 5.974 38.16 + 5.917
LVEF (%) 59.4 +7.31 59.6 + 7.02 59.7 £ 6.98 59.7 £ 6.99

Values in table represent n/N (%) or mean + SD, as appropriate.

C.3 - Index Ablation Procedure

Ablation protocol

A circumferential anatomical approach was used to isolate all PVs. Confirmation of entrance block in all
PVs was required by the protocol with a 20-minute waiting period after the last PV encircling lesion,
during isoproterenol infusion and/or after adenosine bolus.

The study ablation procedure used both QMIODE and QMODE+ temperature control modes. The primary
mode of ablation for PVI was QMODE+. QMODE was used for PVI once the investigator deemed
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QMODE+ unable to complete PVI. QMODE was used primarily for RF application outside the PV ostia

and for touch-up of the PVI, if necessary.

Table 7 and Table 8 present the ablation parameters for the QMODE+ mode and QMODE mode,
respectively.

Table 7 — QMODE+ RF and Flow Rate Settings during RF applications

Target Temp (°C) Cut-off Temp (°C) . L
Power (W) T T~ Nominal Irrigation
RETEE allowed Bagae allowed (mb)
90t 40-60 60 60-70 70 8

T RF applications at this setting were limited to 4 sec. It was recommended to use lower
target temperature setting for the posterior wall RF applications.

Table 8 - QMODE Ablation Parameters*

Power (W) Target Temp (°C) Cut-off Temp (°C) Nominal Irrigation
Range |Recommended | Range | Recommended | Flow rate (mL)
25-35 45-50 50 50-55 55 4
36-50 45-50 50 50-55 55 15

* The study protocol recommended a maximum duration of 60 sec for RF applications
using QMODE in general. For RF applications on the left atrial posterior wall, a maximum
power of 35 W and a maximum duration of 30 sec were recommended.

Linear ablation lines were only required to treat documented macro-re-entry atrial tachycardias (ATs) and
limited to the following targets only:

e LA roof line;

e Mitral Valve (MV) isthmus line;
e LA floor line;

e Cavo tricuspid isthmus (CTI).

A right atrial CTI linear ablation was required in cases with documented typical atrial flutter either before
or during the procedure.

Prophylactic ablation of empirical sites was not allowed.
Ablation of spontaneous non-PV triggers was required.
Complex fractionated atrial electrogram (CFAE) ablation was not recommended.

All linear lesions required confirmation of bidirectional conduction block by pacing and/or mapping
maneuvers.

The recommended contact force working range was 5-30 grams for both QMODE and QMODE+ modes.

Procedural Data

Among the 166 subjects in the PP analysis set, 59 subjects underwent the entire index procedure using
QMODE+ mode only and 107 subjects using both QMODE+ & QMODE modes. QMODE+ only was used
for PVI in 91 subjects in the PP cohort. Of the 91 subjects, 32 subjects received ablations outside PVs as
well using QMODE.

Table 9-11 present the procedural data of the index procedures.
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Table 9 — Summary of Power, Temperature and Impedance Data Per Procedure
(Per-Protocol Analysis Set, N=166)

QMODE+ and
Description QMOD_E+ el QMODE
n=59 _
n=107
Average Power (W) 84.333 + 0.4099 75.893 + 7.5338
Average Temperature (°C) 39.415 + 2.5587 39.555 + 2.6122
Average Impedance Drop (ohms) 9.59 + 1.696 9.47 +2.434

Values in table represent mean + SD.

Table 10 — Summary of Ablation Procedure Parameters (Per-Protocol Analysis Set, N=166)

- +
Variable ii'a;;f’st%fi' QMOBE;'QO“'V’ QI\:I)CI;’IDCI)EDgomabr;ged
N=166 N=107
Total mapping time (min)
n 166 59 107
Mean + SD 10.49 + 10.593 10.29 £ 7.575 10.61 + 11.968
Total procedure time (min)
n 166 59 107
Mean + SD 144.26 + 51.101 | 122.27 + 28.463 156.38 + 56.604
Total fluoroscopy duration (min)
n 165 59 106
Mean + SD 10.81 £ 10.600 8.65 £ 7.935 12.01 £ 11.690
Total time to achieve PVI (min)
n 165 58 107

Mean + SD

25.32 +33.948

16.38 + 20.891

30.17 + 38.483

Total RF application time for
ablating PVs (min)

n 165 58 107

Mean + SD 11.66 + 11.322 7.33+5.273 14.01 £ 12.944
Fluid delivered via the study

catheter (mL)

n 154 52 102

Mean + SD

546.5 + 298.55

434.4 +190.79

603.7 + 326.90

Fluid delivered via intravenous
fluids (mL)

n

159

56

103

Mean + SD

861.2 + 557.28

744.5 +472.39

924.7 + 590.93
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Table 11 — Number of RF Applications, Average Duration of RF Application and Average Contact

Force per Ablation Procedure (Per-Protocol Analysis Set, N=166)

+
Variable B QMQONIID(I)E?(I:Eor:t?iﬂed
n=107

Number of RF Applications

Mean + SD 100.5 + 39.36 132.7 £41.80
Average Duration of RF Application (sec)*

Mean + SD 3.870 + 0.0393 7.384 + 4.5099
Average Contact Force (g)

Mean + SD 15.800 + 5.3346 15.194 + 5.1492

* Applications with RF energy >0 W and duration of RF application 21 sec were included for

analysis.

Ablation Targets

Table 12 summarizes ablation targets. As required by the protocol, PVs were targeted in all index
procedures. Among the PP analysis set, about 40% of the subjects received ablations beyond PVI.

Table 12 — Ablation Sites Targeted (Per-Protocol Analysis Set, N=166)

Ablation Sites Targeted

Number of Subjects

Total

166

PVI only 100/ 166 (60.2%)
Non-PV 66 /166 (39.8%)
Roof line 16/ 66 (24.2%)

Cavo-tricuspid isthmus

46/ 66 (69.7%)

Other linear lesion

15/ 66 (22.7%)

Other AF foci

16/ 66 (24.2%)

Other

3166 (4.5%)

C.4 - Rhythm Monitoring Compliance

During the 9-month evaluation period, rhythm monitoring included symptomatic and scheduled
asymptomatic TTM transmissions (weekly from Month 3 visit through Month 5 post ablation and monthly
starting from Month 6 to Month 12), 12-lead ECG at 3 and 12 months and at 6 months if subject returned
for an in-clinic visit, and 24-hour Holter at Month 12.

Figure 1 shows the TTM, 12-lead ECG, and Holter compliance rates at each evaluation time point in the
Per-Protocol Analysis Set. The overall TTM and Holter compliance rates were 70.3% and 58.5%,
respectively. The ECG compliance rate was 93.3%, 83.7%, and 56.0% at Month 3, 6, and 12,
respectively. The composite compliance rate was 97.4% and 91.2% at Month 6 and Month 12,
respectively, where at least two rhythm monitoring methods were required per protocol.
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Figure 1 — TTM/ECG/HM Compliance by Time Point (Per-Protocol Analysis Set, N=166)
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C.5 - Safety Results
C.5.1 - Primary Safety Endpoint

Primary Analysis

The primary safety endpoint for this study was defined as the incidence of early onset Primary AEs for
subjects undergoing a study ablation procedure. Per study protocol, the primary safety analysis was
based on primary safety event rate using the mITT analysis set (N=166) as the primary analysis
population.

Table 13 displays a summary for the primary safety endpoint in subjects with non-missing outcomes in
the mITT analysis set. The raw incidence was 3.6%. The posterior mean of PAE rate was 4.2%, with a
95% Bayesian credible interval (BCI) ranging from 1.7% to 7.7%. This is well below the performance
goal of 14%. The posterior probability that the PAE rate less than the performance goal of 0.14 was
close to 1.0000 (i.e., > 0.99995), which exceeded the early success threshold of 0.975. The study met
the early success threshold for the primary safety endpoint. There were no changes to the primary
safety endpoint data between the early success interim analysis and the final analysis.

Table 13 — Summary of Primary Safety Endpoint Analysis (mITT Analysis Set, N=167)

Subjects with Primary Safety Events 6
Subjects without Primary Safety Events 160
Missing 1

Raw Incidence 3.6%
Posterior Mean* 4.2%
95% BCI (1.7%, 7.7%)
Posterior Probability* that rate < 0.14 1.0000
Threshold to Pass 0.9750
Pass? Yes

* Using Beta (1,1) prior distribution
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Table 14 presents the descriptive summaries by type of primary adverse events, which were
adjudicated by CEC. The PAEs reported in this study were as follows: Three (3) major vascular

access complication/bleeding events (reported in 3 subjects, 1.8%), two (2) cardiac

tamponade/perforation events (2 subjects, 1.2%), and two (2) phrenic nerve injury/diaphragmatic
paralysis events (1 subject, 0.6%). Both cardiac tamponade/perforation events required
pericardiocentesis and one of them required blood transfusion; both were adjudicated as procedure
related and possibly device related. The three (3) major vascular access complications were

adjudicated as procedure related and included one femoral artery pseudoaneurysm requiring thrombin

injection, one retroperitoneal bleed and one arteriovenous fistula. The events of phrenic nerve
injury/diaphragmatic paralysis were adjudicated as both device and procedure related.

The subject adjudicated by CEC as phrenic nerve injury/diaphragmatic paralysis was re-evaluated at
the 12-month visit to determine if the phrenic nerve injury is permanent and was deemed
non-assessable by CEC. The sponsor has conservatively counted the adverse event as a PAE.

Table 14 — Primary Safety Endpoint Outcome — Primary AEs (mITT Analysis Set, N=167)

_ Nu_mber o.f Number Event Rate
Variable Subj;cts with of nIN (%) [
vent Events
Primary Adverse Event 6 7 6 /166 (3.6%)
Type of Primary Adverse Event

Death (Device or procedure related) 0 0 0/166 (0.0%)
Atrio-Esophageal Fistula 0 0 0/166 (0.0%)
Cardiac Tamponade/Perforation 2 2 27166 (1.2%)
Myocardial Infarction 0 0 0/166 (0.0%)
Stroke/Cardiovascular Accident (CVA) 0 0 0/166 (0.0%)
Thromboembolism 0 0 0/166 (0.0%)
Transient ischemic Attack (TIA) 0 0 0/166 (0.0%)
Phrenic Nerve Injury / Diaphragmatic Paralysis 1 2 17166 (0.6%)
Heart Block 0 0 0/166 (0.0%)
Pulmonary Vein Stenosis 0 0 0/166 (0.0%)
Pulmonary Edema (Respiratory Insufficiency) 0 0 0/166 (0.0%)
Vagal Nerve Injury 0 0 0/166 (0.0%)
Pericarditis 0 0 0/166 (0.0%)
Major Vascular Access Complication / Bleeding 3 3* 3/166 (1.8%)

[ One subject did not experience a PAE and exited the study prior to 3-month follow-up visit;

subject was excluded from this analysis.

* Major vascular access complication/bleeding events included one retroperitoneal hemorrhage,
one vascular access site hemorrhage and one pseudoaneurysm.

Sensitivity Analysis

The primary safety endpoint was also analyzed in the Safety Analysis set because it is considered by
the FDA as a more clinically relevant analysis population for device safety evaluation. Of the 176
subjects in the Safety analysis set, 10 underwent the study ablation procedure and had the study
catheter inserted but were identified post-procedure to not meet eligibility criteria for the study. These
subjects were not included in the mITT analysis set but were included in the Safety analysis set. No
PAEs were reported in these 10 subjects. One (1) subject withdrew from the study 48 days post the
index procedure with no PAE, was considered missing and excluded from this analysis.
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As summarized in Table 15, the rate of PAE was 3.4% (6/176) in the safety analysis set. The posterior
mean of the PAE rate was 3.9%, with an 95% BCI ranging from 1.6% to 7.2%. With 10 more subjects
in the analysis, the posterior probability of the PAE rate being less than 0.14 remain greater than
0.9999 which is well above the threshold of 0.975.

Table 15 — Summary of Primary Safety Endpoint Analysis (Safety Analysis Set, N=177)

Subjects with Primary Safety Events 6
Subjects without Primary Safety Events 170
Missing 1

Raw Incidence 3.4%
Posterior Mean* 3.9%
95% BCI* (1.6%, 7.2%)
Posterior Probability* that rate < 0.14 1.0000
Threshold to Pass 0.9750

* Using Beta (1,1) prior distribution

C.5.2 - Incidence of UADEs
There were no UADEs reported in the study.

C.5.3 - Incidence of Early Onset, Peri-Procedural and Late Onset SAEs

Table 16 Summaries the incidence of early onset, peri-procedural and late onset SAEs in the Safety
Analysis set.

Table 16 — Serious Adverse Events by Timing of Onset (Safety Analysis Set, N=177)

Serious Adverse Events - Number of Nu_mber o_f Event Rate [
o 1 Subjects with a
by Timing of Onset [] Events n/N (%)
Event
Total 55 34

0 -7 Days 14 12 12 /177 (6.8%)
8 - 30 Days 5 4 41177 (2.3%)
> =31 Days 36 25 2571177 (14.1%)

Note: This table summarizes all SAEs. Adjudication for seriousness is based on
CEC for PAEs or site for non-PAEs.

[ Including events on and after the day of procedure. Timing of AE based on onset
in days post procedure (index or repeat).

I N denotes number of subjects with follow-up duration corresponding to each time
interval.

Table 17 summarizes the SAEs (by causality and body system) occurring within 30 days of a study
ablation procedure that were not classified as Primary AEs by protocol definition.

Table 17 — Serious Non-Primary AEs Occurring within 30 Days Post Index/Repeat Ablation
Procedure) by Causality and Body System (Safety Analysis Set, N=177)

. . . Number of
Relatlonshl;p tg 0tcrile SDe;ItlggProcedure Subjects NEl:’rg::te;r[%f Event Rate [

y Body Sy with Event
Overall 11 13 11 /177 (6.2%)
Causal Relationship to Device 0 0 0/177 (0.0%)
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. . . Number of
Relatlonshl:,p tg otcr;e SDe;/tlz;lProcedure Subjects NElilr;I]atesr[%f Event Rate [
y Body Sy with Event
Probable Device Related 0 0 0/177 (0.0%)
Possible Device Related 0 0 0/177 (0.0%)
Unlikely Device Related 0 0 0/177 (0.0%)
Not Device Related 11 13 11 /177 (6.2%)
Cardiac disorders 7 8 71177 (4.0%)
Atrial fibrillation 3 3 37177 (1.7%)
Atrial flutter 2 2 21177 (1.1%)
Congestive Cardiac failure 1 1 1/177 (0.6%)
Cardiac tamponade 1 1 1/177 (0.6%)
Pericardial effusion 1 1 1/177 (0.6%)
Gene'rlal disorders and administration site 3 3 37177 (1.7%)
conditions
Chest pain 2 2 27177 (1.1%)
Pyrexia 1 1 1/177 (0.6%)
R_espiratory, thoracic and mediastinal 1 1 17177 (0.6%)
disorders
Pulmonary embolism 1 1 1/177 (0.6%)
Vascular disorders 1 1 1/177 (0.6%)
Arteriovenous fistula 1 1 1/177 (0.6%)
Causal Relationship to Procedure 1 1 1/177 (0.6%)
Genefr.al disorders and administration site 1 1 17177 (0.6%)
conditions
Chest pain 1 1 1/177 (0.6%)
Probable Procedure Related 3 5 371177 (1.7%)
Cardiac disorders 2 3 21177 (1.1%)
Congestive Cardiac failure 1 1 1/177 (0.6%)
Cardiac tamponade 1 1 1/177 (0.6%)
Pericardial effusion 1 1 1/177 (0.6%)
R’_espiratory, thoracic and mediastinal 1 1 17177 (0.6%)
disorders
Pulmonary embolism 1 1 1/177 (0.6%)
Vascular disorders 1 1 1/177 (0.6%)
Arteriovenous fistula 1 1 1/177 (0.6%)
Possible Procedure Related 0 0 0/177 (0.0%)
Unlikely Procedure Related 0 0 0/177 (0.0%)
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Relationshti,p tg the Device/Procedure Nsu‘m?:;t:f Number[<1>]f Event Rate [
y Body System with Event Events

Not Procedure Related 7 7 71177 (4.0%)

Cardiac disorders 5 5 57177 (2.8%)

Atrial fibrillation 3 3 371177 (1.7%)

Atrial flutter 2 2 21177 (1.1%)

c:Goenndeitriacl)lniisorders and administration site 2 2 27177 (1.1%)

Chest pain 1 1 1/177 (0.6%)

Pyrexia 1 1 1/177 (0.6%)

[ Timing of AE based on onset in days post the procedure (index or repeat).
1 Event rate is the percentage of subjects with the event.

C.5.4 - Subject Death

There was one (1) death during the study. The subject was a 66-year-old male with history of PAF and
multiple comorbidities (coronary artery disease, hypertension, non-ischemic cardiomyopathy,
congestive heart failure, status post-biventricular pacer for cardiac resynchronization therapy). He
underwent the study procedure without immediate complications. Five months following the ablation
procedure, the subject suffered a witnessed cardiac arrest due to ventricular fibrillation and was
resuscitated by immediate cardiopulmonary resuscitation and external defibrillations 10 minutes after
the onset of ventricular fibrillation. He subsequently suffered from anoxic brain injury and pneumonia
without clinical improvement after therapy. The subject expired about 7 months post ablation. The
death was classified as not related to the procedure or the device by the investigator.

C.5.5 - CT/MRA Sub-Set Analysis

Table 18 presents the results of the CT/MRA subset analysis. A total of 40 subjects in the CT/MRA
subset underwent the CT/MRA imaging of the PVs pre-procedure and 3 months post-procedure. No
subjects showed moderate or severe pulmonary vein stenosis in the subset.

Table 18 — PV Narrowing Post Ablation (CT/MRA Analysis Set, N=40)

Pullgonary_ el Mild Moderate Severe
tenosis

Less than 0% 0-20% 20-50% 50-70% >70%

Subject-Level Summary, 1/40 15/40 24140 0/40 0/40

n/N (%) (2.5%) (37.5%) (60.0%) (0.0%) (0.0%)

C.6 - Effectiveness Results

C.6.1 - Primary Effectiveness Endpoint
Primary Analysis

Per study protocol, the primary effectiveness analysis was based on primary effectiveness success
using the PP Analysis Set as the primary analysis population.

An early success interim analysis was performed as pre-specified in the protocol with a data extract
obtained on June 22nd, 2020 and repeated after the endpoint was met with an additional data extract
obtained on August 14th, 2020 to incorporate FDA feedback.

At the planned interim analysis, the posterior mean of event-free rate at Month 12 was 74.5%, with a
95% Bayesian credible interval (BCI) ranging from 66.6% to 81.5%. The posterior probability that the
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event-free rate at Month 12 was greater than the performance goal of 50% was close to 1.0000
(i.e., 0.99995), which exceeded the pre-specified threshold of 0.9975. The primary effectiveness
endpoint was therefore met at the early success interim analysis.

The analysis of the primary effectiveness endpoint on the August 14, 2020 data extract yielded similar

results. These results have been updated with complete follow-up on the full cohort using a beta-
binomial model with a non-informative prior. The final primary effectiveness rate is nearly identical to

the interim estimate.

Table 19 presents the primary effectiveness analysis based on interim analysis and final analysis in

the PP Analysis set.

Table 19 — Summary of Primary Effectiveness Endpoint Analysis based on the
Interim Analysis and Final Analysis (Per-Protocol Analysis Set, N=166)

Jun-22, 2020 Data

Aug-14, 2020 Data

Final Data

Based on 3-piece
exponential model

Based on 3-piece
exponential model

Based on Beta-
Binomial Model

Kaplan-Meier Estimate
(39 weeks)

0.765

0.778

0.767

Posterior Mean

0.745

0.755

0.759

95% BCI
Posterior Probability that

(0.666, 0.815)

(0.684, 0.820)

(0.690, 0.823)

Pe > 0.50 1.0000 1.0000 1.0000
Threshold to Pass 0.9975 0.9975
Pass Yes Yes

The first failure reason for subjects in the Per-Protocol analysis set is presented in Table 20. Ten (10)
subjects with missing effectiveness outcomes are excluded from the summary. Approximately seventy
six percent (76.3%, 119/156) of the Per-Protocol population were free from documented atrial
tachyarrhythmias and additional failure modes during their effectiveness evaluation period.
Documented recurrence of atrial tachyarrhythmias (17.3%, 27/156) and repeat ablation failures

(2.6%, 4/156) were the most common reasons for first failure.

Table 20 — Primary Effectiveness Endpoint by Reason of The First Failure
(Per-Protocol Analysis Set, N=166)

. Numl_oer & Event Rate
Variable S_ubjects nIN (%) U1
with Event
Success 119 119/156 (76.3%)
First Failures 37 37/156 (23.7%)
Atrial Tachyarrhythmia Recurrence 27 27/156 (17.3%)
AF 25 25/156 (16.0%)
AFL 2 2/156 (1.3%)
AT 0 0/156 (0.0%)
Acute Procedural Failure 3 3/156 (1.9%)
R Procedra ellre s | wnsosw
foute Progestral Faire - o | omssion
Repeat Ablation 4 4/156 (2.6%)
AAD Failure 3 3/156 (1.9%)
AAD Failure - New Drug 3 3/156 (1.9%)
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U DE5 @ Event Rate
Variable Subjects nIN (%) [
with Event °
AAD Failure - High Dose 0 0/156 (0.0%)
Missing 10

II'N is the number of subjects with non-missing primary effectiveness endpoint.

Pl First failures: If a subject has at least 1 failure event, only the earliest failure
event is considered and ed by its failure mode.

Sensitivity Analysis

Sensitivity to Analysis Sets

Table 21 presents the posterior means of event-free rate at Month 12 using the beta binomial model in
the mITT, Safety and Treatment Received Analysis Sets based on the final full follow up data. The
Treatment Received Analysis Set was included in the sensitivity analyses per FDA’s feedback
because it is considered by the FDA as the most clinically relevant analysis population for device
effectiveness evaluation. The results suggested that the success rates in all three Analysis Sets met
the effectiveness performance goal. Of note, of the two (2) discontinued subjects who had the study
catheter inserted but received no RF ablation from the device, one was not included in the mITT
Analysis Set due to study eligibility criteria violation, both were included in the Safety Analysis Set and
neither was included in the Treatment Received Analysis Set. Both discontinued subjects were
classified as primary effectiveness failures due to use of a non-study catheter for PVI in the respective
analysis population.

Table 21 — Primary Effectiveness Endpoint in mITT, Safety and
Treatment Received Analysis Sets

Treatment Received

mITT Analysis Set| Safety Analysis .
_ _ Analysis Set
(N=167) Set (n =177) (n = 175)
Posterior Mean 0.755 0.746 0.754

95% BCI

(0.685, 0.818)

(0.678, 0.808)

(0.687, 0.817)

Kaplan-Meier analysis

Figures Figure 2 and Figure 3 present Kaplan-Meier freedom from effectiveness failure for subjects in
the Per-Protocol Analysis Set and Treatment Received Analysis Set, respectively. The 12-month
Kaplan-Meier estimate of freedom from effectiveness failure was 76.7% (97.5% LCB: 70.1%) in the
Per-Protocol Analysis Set and 76.2% (97.5% LCB: 69.7%) in the Treatment Received Analysis Set,
both of which are comparable to the posterior mean of 75.9% from the final data.

Figure 2 — Kaplan-Meier Analysis of Time to First Primary Effectiveness Failures Post Procedure
(Per-Protocol Analysis Set, N=166)
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Time (Post Index Procedure \Weeks)
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Figure 3 — Kaplan-Meier Analysis of Time to First Primary Effectiveness Failures Post Procedure
(Treatment Received Analysis Set, N = 175)
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Worst-case scenario and tipping point analyses

In the worst-case scenario analysis, the 10 subjects missing primary effectiveness endpoint data were
considered as having primary effectiveness failure, which resulted in the primary effectiveness
success rate of 71.7% in the Per-Protocol Analysis Set, 71.3% in the mITT analysis set and 71.4% in
Treatment Received Analysis Set.

Treating all of the 10 subjects with missing outcomes as effectiveness failures one by one, tipping
point analyses using a posterior probability threshold of 0.9775 were performed for the primary
effectiveness endpoint in the PP, mITT and Treatment Received Analysis Sets to assess the impact of
missing outcomes on the primary effectiveness analysis. The posterior distribution was updated each
time and the results showed that no tipping point was identified. Therefore, the primary effectiveness
performance goal was met in the tipping point analysis.

Impact of TTM Compliance

To better understand the impact of TTM compliance on the primary effectiveness results, additional
post-hoc Kaplan-Meier analysis on the time to first primary effectiveness failure was performed in
subgroups dichotomized at TTM compliance of 84%, a compliance rate reported in a previous PAF
ablation trial. The probability of freedom from primary effectiveness failures at 12 months was similar
between subjects with TTM compliance rate of < 84% and those = 84% (Figure 4).

Figure 4 — Kaplan-Meier Analysis of Time to Primary Effectiveness Failures Post Procedure by
TTM Compliance (>= 84% vs. <84%) (Per-Protocol Analysis Set, N=166)
1.0

0.9

0.8

0.7

Event-free Probability

0.6

0.5
0 4 8 12 16 20 24 28 32 36 40 44 48 52
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>=84%

AtRisk 76 75, 75 75 70, 70, 69 68 67 65 64 61 59 a4
Survival 98.7% 98.7%  987%  98.7%  921%  921%  89.5%  895%  895%  868%  855%  B815%  788%  76.1%

AtRisk 87 84 84 84 78 75, 70 68 68 66, 65, 63 61 a5
Survival 989% 97.7%  97.7%  97.7%  930%  B87.1%  859%  846%  846%  821%  821%  796%  783%  78.3%

C.6.2 - Acute Procedural Success

Acute procedural success was defined as confirmation of entrance block in all PVs. Off the 166
subjects included in the PP analysis set, two (2) subjects were treated with a non-study catheter for
PVI due to CoolFlow Pump malfunction which resulted in replacement of the QDOT catheter with a
non-study catheter to complete PVI. These two (2) subjects were excluded from the analysis of acute
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procedural success. Acute procedural success was achieved in the remaining 164 subjects (100%,
97.5% LCB: 97.8%) in the PP Analysis Set.

Table 22 presents data on PVI after first encirclement at subject level and at ipsilateral PV level,
respectively. Among a total of 164 subjects in the PP Analysis Set who received PVI ablation using the
study catheter only (two subjects also treated with a non-study catheter for PVI and discussed above
were excluded from the analysis), 94 (57.3%) achieved PVI with first encirclement without acute
reconnections. For this analysis, both right-sided PVs and left-sided PVs for the subject had to achieve
PVI without acute reconnections. At ipsilateral PV level, PVl was achieved in 72.6% (238/328) of the
pulmonary veins (ipsilateral veins) after first encirclement without acute reconnections.

Table 22 — PVI after First Encirclement at Subject Level and at Ipsilateral PV level (Per-Protocol
Subjects Who Received PVI Ablation Using the Study Catheter Only, N=164)

Number of Subjects
Variable Underwent Ablation Number of Subjects Rate
Procedure
PVI after first 94 /164
encirclement 164 94 (57.3%)
Number of Targeted
Variable Numl_)er o Tarqeted Ipsilateral Veins with Rate
Ipsilateral Veins . .
first encirclement

PVI after first 23817328
encirclement 328 238 (72.6%)

C.6.3. - Incidence of repeat ablation procedures

A total of 18 subjects (10.8%) in the Per-Protocol analysis set had one (1) repeat procedure and most
(66.7%, 12/18) had their repeat procedure during the evaluation period (Day 91-365). Most subjects
(88.9%, 16/18) were treated for AF during the repeat procedure.

C.6.4. - 12-month single procedure success

The 12-Month single procedure success was defined as freedom from documented AF/AFL/AT
recurrence (episodes = 30 secs) during the evaluation period after a single ablation and off AADs. Any
repeat ablation procedure or Class | or Il AAD use for AF/AFL/AT during the evaluation period was
deemed effectiveness failure for this endpoint analysis.

Figure 5 presents the Kaplan- Meier analysis of 12-Month single procedure success off Class I/lll AAD
in the Per Protocol analysis set. The probability of 12-Month single procedure success off Class I/1lI
AADs post blanking was 64.3% in the Per-Protocol analysis set.

Figure 5 — 12-Month Single Procedure Success off Class l/IllIAADs Post Blanking
(Per Protocol Analysis Set, N=166)
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C.6.5 - Quality of Life

The quality of life was measured using the Atrial Fibrillation Effect on Quality-of-Life (AFEQT) at
baseline and the 3-, 6-, and 12-month visits.

Figure 6 presents the mean AFEQT composite scores at baseline, 3-, 6-, and 12-month follow up visits
in the effectiveness evaluation period, indicating a sustained improvement on the AFEQT scores from
3 months to 12 months post ablation.

Figure 6 — Mean AFEQT Composite Scores Throughout Study Period
(Per-protocol Analysis Set, N=166)
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Figure 7 presents change in total AFEQT scores from baseline at 3, 6, and 12 months. The mean
change of AFEQT score from baseline to 3 months (28.77) was sustained at 12 months (31.48) and
was larger than a clinical important difference of 19 (Dorian et al., 2013) in the majority of subjects.

Figure 7 — Atrial Fibrillation Effect on Quality of Life (AFEQT) Questionnaire Overall AFEQT Score
(Per-Protocol Analysis Set, N=166)
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C.7 - Subgroup Analyses
Subgroup analyses for the primary endpoints were performed , including but not limited to: sex, age,

CHA2DS2-VASc score, and ablation mode used for PVI. Per protocol, a test of independence by sex was
performed for both primary endpoints, while for other subgroup analyses only descriptive statistics were
presented. The PP Analysis Set and Safety Analysis Set were used for the subgroup analyses of the
primary effectiveness endpoint and primary safety endpoint, respectively. The primary effectiveness
success rates were similar by age (< 65 vs. = 65 years) and CHA2DS2-VASc score (<=2 vs. >2).
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Gender analysis

The primary endpoints were assessed according to gender. Tables Table 23 and Table 24
summarize the primary effectiveness and safety endpoints by sex in the PP and Safety Analysis
Sets, respectively. Effectiveness and safety outcomes were similar between male and female
subjects.

Table 23 - Primary Effectiveness Endpoint by Sex (Per-Protocol Analysis Set, N=166)

Primary Effectiveness Endpoint Male Female p-value [
Primary Effectiveness Endpoint Success 0.329

n/N 751795 44/ 61

% 78.9% 72.1%

[ Chi-square test

Table 24 — Primary Safety Endpoint by Sex (Safety Analysis Set, N=177)

Primary Safety Endpoint Male Female p-value !"!
Primary AE 0.683
n/N 3/106 3/70
% 2.8% 4.3%

'l Fisher's exact test

i Primary Safety by Age (<65 vs. 2=65)

Table 25 summarizes the primary safety endpoint by age in the Safety Analysis Set. No PAEs were
observed in subjects aged <65 years. All PAEs occurred in subjects who were aged =65 years.
The big difference in the primary safety event rate between the two age groups was likely caused
by chance in the study in which a very small number of primary safety events occurred. Previous
AF ablation studies (Hao, et al., 2012 and Zado, et al., 2008) reported comparable major
complication rates between patients 65 years of age or older and those under age 65.

Table 25 — Primary Safety Endpoint by Age (Safety Analysis Set, N=177)

Primary Safety Endpoint

Age < 65 years

Age 2 65 years

n/N

0/82

6/94

%

0.0%

6.4%

Subgroup analysis of primary endpoints by ablation mode used for PV isolation

Primary effectiveness success was evaluated by ablation mode used for isolating the PVs. Figure 8
presents the Kaplan- Meier analysis of time to primary effectiveness failures by ablation mode used
for PVI in the PP Analysis Set. The probabilities of freedom from primary effectiveness failure at

12 months post-procedure were comparable in the 2 groups, QMODE+ for PVI (78.1%) vs.
QMODE+ and QMODE for PVI (75.1%).
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Figure 8 — Kaplan-Meier Analysis of Time to First AF/AT/AFL Recurrence Through 12 Months
Post Procedure by PV Ablation Mode (Per-Protocol Analysis Set, N=166)
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Table 26 summarizes the primary safety outcome by ablation mode used for PVI in the Safety
Analysis Set. The PAE rate was similar between the QMODE+ only group and QMODE+ and

QMODE group.
Table 26 — Primary Safety Endpoint by PV Ablation Mode (Safety Analysis Set, N=177)
Primary Safety Endpoint QMODE+ Only QMODE+ and QMIODE
Primary AE
n/N 3/95 3/79
% M 3.2% 3.8%

1 The percentage of subjects with PAEs within each group. Subjects without at
least 3 months of follow-up are excluded from the primary safety analysis unless
they experienced a PAE.

C.8 - Results in Subjects Who Received Cavo-tricuspid Isthmus Ablation Using Study Catheter

Among a total of 175 subjects who received RF ablation using the study device in the pivotal trial,

47 underwent CTI ablation using the study device only (n = 45), a non-study catheter only (n = 1), or both
(n = 1)during the index procedure per study protocol for typical atrial flutter documented either before or
during the procedure. Protocol recommended QMODE mode was used to ablate the CTl in all

33 subjects with ablation mode data available and one of the 33 subjects also received ablations in the
CTI using the QMODE+ mode.

Among the 46 subjects who received CTI ablation using the study catheter, 44 (95.7%) had bidirectional
CTI block confirmed, and the remaining two subjects either did not achieve bidirectional CTI block (n=1)
or had missing information about CTI block (n = 1).

Among the 46 subjects who received CTI ablation using the study catheter, none had a primary AE,
three (3) had a total of three (3) serious adverse events and 11 had a total of 12 non-serious adverse
events within 30 days after a study procedure. None of these serious adverse events or non-serious
adverse events was adjudicated as study device-related; while 9 non-serious adverse events were
adjudicated as ablation procedure related.

Among the 46 subjects who received CTI ablation using the study catheter, two (2) had documented atrial
flutter recurrence during follow-up. The type of recurrent atrial flutter was atypical atrial flutter in one
subject and undetermined in another because it was only documented on TTM.

D. Study Conclusion

The results of the Q-FFICIENCY study demonstrated that there is a reasonable assurance of safety and
effectiveness of the QDOT MICRO™ Catheter when used for the treatment of symptomatic drug
refractory paroxysmal AF and typical atrial flutter.
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RF ABLATION

For RF ablation the catheter is connected to the CARTO™ 3 System Patient Interface Unit (PIU) via
accessory cables, which connect to the RF generator. For setup procedures refer to the User Manual for
your CARTO™ 3 Navigation System. For proper RF generator interface, use only a Biosense Webster or
compatible interface cable. To complete the electrical circuit, an indifferent electrode must be connected
to the indifferent electrode input on the RF generator. Verify that circuit impedance prior to RF ablation is
within expected parameters. Verify that the RF generator displays a temperature not above 37°C after the
catheter is inserted into the patient and before applying RF power.

RF GENERATOR OPERATION

Refer to the applicable RF generator manual for proper connection of the catheter to the generator and
for detailed instructions as to generator operation for RF ablation.

RF ablation application parameters will vary depending on the ablation site, the specific conditions
present in each procedure and the RF generator control circuitry. Based on data obtained from prior
animal and clinical studies, recommended RF application parameters are provided below in the
“Directions for Use” and in Table 1. Always monitor temperature and impedance rise when using the
QDOT MICRO™ Uni-Directional Navigation Catheter.

HOW SUPPLIED
e The QDOT MICRO™ Uni-Directional Navigation Catheter is supplied STERILE (EtO).

LT

e The catheter is supplied with a choice of three curve configurations: “D”, “F”, and “J”.
e Additional catheter accessory devices are provided separately.

PACKAGING

The catheter is secured in a one-piece thermoform tray and placed into a Tyvek/Nylon film pouch, sealed
and placed in a unit carton. The sealed pouch forms the sterile barrier. Both the interior of the pouch and
the thermoform tray are sterile unless the package is damaged or opened. The pouch and unit carton are
labeled to indicate that the device contained within is sterile.

STORAGE
Store in a cool, dry, dark place. Storage temperature should be between 5 and 25°C (41 and 77°F).

STERILIZATION AND USE-BY DATE

This catheter has been sterilized with ethylene oxide gas. Product and package testing have been
conducted to support the “Use By” date printed on the product labels. DO NOT USE after the “Use By”
date.

This device is packaged and sterilized for single use only. Do not reuse, reprocess, or resterilize. Reuse,
reprocessing, or resterilization may compromise the structural integrity of the device and/or lead to device
failure that in turn may result in patient injury, iliness, or death. Also, reprocessing or resterilization of
single use devices may create a risk of contamination and/or cause patient infection or cross-infection,
including, but not limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, iliness, or death of the patient.

DISPOSAL

Recycle components, or dispose of the product and its residual elements or waste items in accordance
with local laws and regulations.

COMPATIBLE EP NAVIGATION SYSTEM

The Biosense Webster QDOT MICRO™ Uni-Directional Navigation Catheter provides location and
contact force information only when used with CARTO™ 3 Navigation System. Compatibility with the
CARTO™ 3 System has been demonstrated via bench, animal, and clinical testing to confirm that the
device is capable of providing accurate location and contact force information when used in accordance
with the Instructions for Use.
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DIRECTIONS FOR USE

Please refer to the user manuals for the CARTO™ 3 Navigation System, the irrigation pump, the irrigation
tubing, and the generator for instructions on connecting and operating these systems in conjunction with
the QDOT MICRO™ Uni-Directional Catheter. Use appropriate Biosense Webster accessory cables to
connect the QDOT MICRO™ Uni-Directional Catheter to the appropriate accessory equipment.

1. Using aseptic technique, remove the catheter from the package and place it in a sterile work area.
Inspect the catheter carefully for electrode integrity and overall condition.

2. The catheter tip can be deflected to facilitate positioning by using the thumb knob to vary tip
curvature. Pushing the thumb knob forward causes the catheter tip to deflect. When the thumb knob
is pulled back, the tip straightens.

3. Follow standard practice for vessel puncture, guidewire insertion, and guiding sheath use and
aspiration per its instructions for use.

4. To verify compatibility between the sheath and catheter, advance the catheter through the sheath
prior to insertion. Any sheath < 8.5 F is contraindicated. For compatible sheaths, contact Customer
Support or your Biosense Webster representative.

5. Connect the irrigation pump tubing to a room temperature, heparinized (1 IU heparin/ml) normal
saline bag using standard safe hospital practices. Open the stopcock on the end of the tubing set and
fill the tubing set as slowly as possible. Remove any trapped air and then close the stopcock.

6. Load the irrigation tubing into the pump. Open the stopcock and flush per the irrigation pump
instructions until the air is expelled through the open end of the tubing.

7. Connect the irrigation tubing to the Luer fitting of the catheter.

8. Flush the catheter and tubing to ensure purging of trapped air bubbles and to verify irrigation through
the tip electrode.

9. Start continuous irrigation with the irrigation pump at the low flow rate.

10. Connect the catheter to the CARTO™ System Patient Interface Unit (PIU) with the appropriate
Biosense Webster cables. Connect the PIU to the generator and to the appropriate recording and
mapping systems, including the CARTO™ 3 Navigation System, with appropriate interface cables.
Use only Biosense Webster interface cables. To complete the electrical circuit, connect an indifferent
electrode to the indifferent electrode input on the generator.

11. Insert the QDOT MICRO™ Uni-Directional Catheter via the entrance site.

12. Advance the catheter to the desired area. Use both direct imaging guidance (such as fluoroscopy or
ultrasound) and electrograms (EGM) to aid in proper positioning.

13. In order to achieve optimal force reading accuracy and stability, allow the catheter to warm up for
2 minutes after connection to the CARTO™ 3 System, prior to use of the force feedback feature.

14. Zero the contact force reading following insertion into the patient. The tip electrode and the two distal
ring electrodes on the catheter tip must be outside of the sheath so that the force sensor is inside the
body. Ensure the catheter tip is not in contact with tissue by evaluating the location on fluoroscopy,
the CARTO™ System or other direct imaging guidance along with the EGM amplitude and catheter
movement. Variations in the force reading at the same rate as the cardiac or respiration cycle may
indicate contact with cardiac structures. Once these markers indicate the tip is not in contact, the
reading can be zeroed. Refer to the user manual for the CARTO™ 3 System for instructions on how
to zero the contact force reading.

15. Zero the contact force reading when moving the catheter from one chamber of the heart to another or
upon reinsertion.

16. Verify that the “QDOT MICRO?” option is selected on the RF generator. When this option is chosen,
the RF generator defaults to the safety parameters established for the QDOT MICRO™
Uni-Directional Navigation Catheter.
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17.

18.
19.

20.

Table 1 below outlines the recommended ablation parameter settings when using the
QDOT MICRO™ Uni-Directional Navigation Catheter for ablation in the atria:

Table 1: Recommended Ablation Parameter Settings

Power Mode QMODE* QMODE+
Power (W) 25-35 36-50 90
Target Electrode
Temperature (°C) 50 50 60
RF application time (s) Upto60 | Upto60 4
NominaI*erigation flow rate frex 1 5xe 8
(ml/min)

* RF applications on the left atrial posterior wall using QMODE should not exceed 35 W in
power and 30 sec in duration.

** A minimum flow rate of 2 mL/min during mapping is recommended.

*** The irrigation flow rate is set by the generator and automatically adjusted between
4ml/min or 15ml/min to reach and maintain the set maximum power within the target
electrode temperature.

e For the treatment typical atrial flutter, the QMODE is recommended.

e For the treatment of paroxysmal atrial fibrillation, the QMODE+ is recommended as the primary
ablation mode for creating pulmonary vein isolation lesions and the QMODE is recommended for
applications outside the PV ostia and for touch-up ablations.

e The QMODE power setting allows a maximum power up to 50 W, and the clinical operator may
select any combination of power and RF application time, guided by the clinical judgment and
expertise of the clinical operator as well as the anatomical area of interest.

e The QMODE+ power setting allows a maximum power up to 90 W, with a maximum RF
application time up to 4 seconds. Use caution when overlapping RF ablation points, particularly
on the posterior wall. Maintain appropriate contact force within the recommended range. This
combination of power and RF application time is optimized for atrial ablation and may be used
independently or in conjunction with the QMODE power setting.

e For ablations with any power setting, the clinical operator should monitor commonly used ablation
effectiveness parameters like electrogram amplitude reduction and/or impedance drop.
Contact Force (CF) ranges during ablation:

The QFFICIENCY IDE study recommended CF settings to operators for use with the study catheter in
both QMODE and QMODE+ as follows:

e CF Working Range: 5-30g

During the study, the overall average CF recorded during a study ablation procedure for all
166 subjects in the Per-Protocol Analyiss set was 15.4 + 5.2 grams.

Do not use this catheter without irrigation flow. Do not alter the irrigation flow rate.

Monitor the catheter tip temperature response throughout the procedure to ensure adequate
irrigation. If temperature increases very rapidly during RF application, power delivery should be
interrupted. The irrigation system must be rechecked prior to restarting RF application. Note: The
displayed temperature represents the temperature of the electrode only, not the temperature of the
tissue.

In the event of a generator cutoff (impedance or temperature), the catheter must be withdrawn and
the tip electrode inspected for coagulum before RF energy is reapplied. To remove any coagulum, if
present, a sterile gauze pad dampened with sterile saline may be used to gently wipe the tip section
clean. Do not scrub or twist the tip electrode as damage to the tip electrode bond may occur and
loosen the tip electrode, or damage may also occur to the contact force sensor and affect
measurement accuracy. Prior to reinsertion, flush the tip to ensure that the irrigation holes are not

plugged.
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If irrigation hole occlusion occurs:
a. Filla 1-2 ml syringe with sterile saline and attach it to the stopcock on the end of the tubing set.

b. Inject the saline from the syringe into the catheter. A uniform flow of fluid should be visible from
the tip of the catheter.

c. Repeat steps a and b, if necessary, until the holes are cleared.

d. Flush the catheter and tubing per standard technique to ensure purging of trapped air bubbles
and to verify that the irrigation holes are patent.

e. The catheter can now be introduced into the patient.

f.  Zero the catheter following reinsertion into the patient.

WARNING: Do not continue use of the catheter if it is still occluded or if it is not functioning
properly.

DISCLAIMER OF WARRANTY AND LIMITATION OF LIABILITY

THERE IS NO EXPRESS OR IMPLIED WARRANTY, INCLUDING WITHOUT LIMITATION ANY
IMPLIED WARRANTY OF MERCHANTARBILITY OR FITNESS FOR A PARTICULAR PURPOSE, ON
THE PRODUCT(S) DESCRIBED HEREIN. UNDER NO CIRCUMSTANCES SHALL

BIOSENSE WEBSTER, INC., OR ITS AFFILIATED COMPANIES, BE LIABLE FOR ANY SPECIAL,
DIRECT, INCIDENTAL, CONSEQUENTIAL, OR OTHER DAMAGES OTHER THAN AS EXPRESSLY
PROVIDED BY APPLICABLE LAW.

WITHOUT LIMITING THE FOREGOING, BIOSENSE WEBSTER, INC. OR ITS AFFILIATED
COMPANIES, SHALL NOT BE LIABLE FOR ANY SPECIAL, DIRECT, INCIDENTAL,
CONSEQUENTIAL, OR OTHER DAMAGES, ARISING OUT OF THE REUSE OF ANY PRODUCT(S)
LABELED FOR SINGLE USE OR WHERE REUSE IS PROHIBITED BY APPLICABLE LAW.

Descriptions and specifications appearing in Biosense Webster, Inc. printed matter, including this
publication, are informational only and meant solely to generally describe the product(s) at the time of
manufacture and are not made or given as a warranty of the prescribed product(s) in any way.
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Symbol Definitions
Following definitions are for reference only. Please refer to the product label for applicable usage.

STERILE|EO |

Sterilized Using Ethylene Oxide

®

Do Not Re-Use

A

Caution

CTi]

Consult Instructions for Use

®

Do not use if package is damaged.

®

Do not use if package is opened.

Keep Away from Sunlight

%

Keep Dry

%

Use-By Date

LOT
Batch Code

REF
Catalog Number

(]

Contents: 1

Manufacturer

]

Date of Manufacture

Pin Connector

|ELECTRODES |EA |
Electrodes

| SPACING | mm |
Spacing

X

Temperature Limit
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& only

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

Curve Type. Refer to label for colored circle containing applicable curve type.

NAV

Navigational Catheter

Compatible with CARTO™ 3 EP Navigation System

M-5276-829F — 3



QDOT MICRO™ Bi-Directional Navigation Catheter

QDOT MICRO™ Bi-Directional Navigation Catheter

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

e STERILE. Sterilized using ethylene oxide.

e For single use only.

e Do not resterilize.

e Do not use if the package is open or damaged.

DEVICE DESCRIPTION

The Biosense Webster QDOT MICRO™ Bi-Directional Catheter is a steerable multi-electrode luminal
catheter with a deflectable tip designed to facilitate electrophysiological mapping of the heart and to
transmit radiofrequency (RF) energy to the catheter tip electrode for ablation purposes. The catheter shaft
measures 7.5 F with 8 F ring electrodes. For ablation, the catheter is used in conjunction with a
compatible RF generator and a dispersive pad (indifferent electrode). The catheter has force-sensing
technology that provides a real-time measurement of contact force between the catheter tip and the heart
wall.

The catheter has a high-torque shaft with a bi-directional deflectable tip section containing an array of
electrodes which includes a 3.5 mm tip dome. All of the electrodes may be used for recording and
stimulation purposes. The tip electrode serves to deliver RF energy from the generator to the desired
ablation site. The tip electrode and ring electrodes are made from noble metals. The catheter
incorporates six thermocouple temperature sensors and three ECG electrodes that are embedded in the
3.5 mm tip electrode. A Rocker Lever is used to deflect the tip. The high-torque shaft also allows the
plane of the curved tip to be rotated to facilitate accurate positioning of the catheter tip at the desired site.
Additionally, a variety of curve types are available in symmetric or asymmetric combinations, providing
two 180° opposed, single-planed curves. Five curve configurations designated “DD”, “FF”, “JJ”, “DF”, and
“FJ” are available.

At the proximal end of the catheter, a saline input port with a standard Luer fitting terminates from the
open lumen. This saline port serves to permit the injection of normal saline to irrigate the tip electrode.
During ablation, heparinized normal saline is passed through the internal lumen of the catheter and
through the tip electrode, to irrigate and cool the ablation site as well as the electrode tip. A compatible
irrigation pump is used to control the saline irrigation. The catheter interfaces with standard recording
equipment and a compatible RF generator via accessory extension cables with the appropriate
connectors.

This catheter features a location sensor embedded in the tip section that transmits location and contact
force information to the CARTO™ 3 Navigation System. An appropriate reference device is required for
location reference position purposes. For information on using the catheter in mapping procedures and
for information on appropriate reference devices, refer to the user manual for the CARTO™ 3 Navigation
System. For further description of the operation of the irrigation pump, the generator, and the CARTO™ 3
Navigation System, refer to the applicable instructions for use.

INDICATIONS FOR USE

The Biosense Webster QDOT MICRO™ Bi-Directional Navigation Catheter and related accessory
devices are indicated for catheter-based cardiac electrophysiological mapping (stimulating and recording)
and, when used in conjunction with a compatible radiofrequency generator, for the treatment of:

e Type | atrial flutter in patients age 18 or older.

e Drug refractory recurrent symptomatic paroxysmal atrial fibrillation, when used with compatible three-
dimensional electroanatomic mapping systems.
The Biosense Webster QDOT MICRO™ Bi-Directional Navigation Catheter provides a real-time

measurement of contact force between the catheter tip and heart wall, as well as location information
when used with CARTO™ 3 Navigation System.
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CONTRAINDICATIONS

Do not use this catheter:

1.

o ok~ w N

© N

If the patient has had a ventriculotomy or atriotomy within the preceding twelve weeks because the
recent surgery may increase the risk of perforation.

In patients with a myxoma or an intracardiac thrombus as the catheter could precipitate an embolus.
In patients with prosthetic valves as the catheter may damage the prosthesis.

In the coronary arterial vasculature due to risk of damage to the coronary arterial vasculature.

In patients with an active systemic infection because this may increase the risk of cardiac infection.

Via the transseptal approach in a patient with an interatrial baffle or patch because the opening could
persist and produce an iatrogenic atrial shunt.

Via the retrograde trans-aortic approach in patients who have had aortic valve replacement.
With a long sheath or short introducer < 8.5 F in order to avoid damage to the catheter shaft.

WARNINGS AND PRECAUTIONS

1.

2.

10.

11.

Do not use excessive force to advance or withdraw the catheter when resistance is encountered
during catheter manipulation through the sheath.

Do not manually pre-shape the distal shaft of the catheter by applying external forces intended to
bend or affect the intended shape or curve of the catheter.

Prior to use, the catheter must be warmed up as specified in the Directions for Use section of this
document. If the catheter has not reached a steady state condition, there is potential for a zero-offset
drift to occur which could result in an inaccurate contact force reading.

Always zero the contact force reading following insertion into the patient or when moving the catheter
from one chamber of the heart to another. Ensure the catheter is not in contact with heart tissue prior
to zeroing. Refer to the user manual for your CARTO™ 3 System for instructions on how to zero the
contact force reading.

The contact force reading might become inaccurate if the contact force sensor (located between the
first and second ring electrode) comes into close proximity with a ferrous material, such as the
braided shaft of another catheter. If extreme fluctuations in force are observed, ensure the catheter’s
contact force sensor is not in close proximity with another catheter’s shaft, check zero on the catheter
and, if necessary, remove and inspect the catheter. The contact force reading is for information only
and is not intended to replace standard handling precautions.

To ensure proper operation of the contact force sensor, the tip electrode and the two distal ring
electrodes must protrude from the distal tip of the guiding sheath.

When applying high lateral force during mapping and RF application, the user should monitor the
contact force dashboard and vector display on the CARTO™ 3 System screen to ensure that contact
force measurements remain within the accurate range. Refer to the Error Messages and Alerts
section of the CARTO™ 3 System user manual for system-related alert messages and indications
related to inaccurate force readings.

Do not use the temperature sensor to monitor tissue temperature. The temperature sensor located
within the tip section of the catheter does not reflect either electrode-tissue interface or tissue
temperature due to the cooling effects of the saline irrigation of the electrode. The temperature
displayed on the generator is the temperature of the hottest of the six thermocouples in the electrode,
not tissue temperature. Monitoring the temperature from the electrode during the application of RF
energy ensures that the irrigation flow rate is being maintained.

At higher contact force settings, rapid power increases during ablation may result in steam pops,
which increase the risk of perforation.

This catheter may damage the mechanical or prosthetic valve of a patient if the catheter is
accidentally advanced through the valve.

The safety of discontinuing anticoagulation therapy following catheter ablation of atrial fibrillation has not
been established. Anticoagulation therapy in such patients should be administered in accordance with the
AHA/ACC/HRS 2014 Guideline for the Management of Patients With Atrial Fibrillation.
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12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.
23.
24.

25.
26.

27.

28.

29.

The safety and effectiveness of radiofrequency ablation for the treatment of atrial fibrillation in
patients with significant left ventricular dysfunction, advanced heart failure, substantial left atrial
enlargement, and structural heart disease have not been established.

In accordance with your hospital’s protocol, monitor the patient’s fluid balance throughout the
procedure to avoid fluid volume overload. Some patients may have factors that reduce their ability to
handle the volume overload, making them susceptible to developing pulmonary edema or heart
failure during or after the procedure. Patients with congestive heart failure or renal insufficiency, and
the elderly are particularly susceptible. Prior to the procedure, always identify the patient's risk of
volume overload.

Implantable pacemakers and implantable cardioverter/defibrillator (ICDs) may be adversely affected by
RF energy. It is important to have temporary external sources of pacing and defibrillation available
during ablation and to temporarily reprogram the pacing system to minimum output or OFF mode to
minimize the risk of inappropriate pacing. Exercise extreme caution during ablation when in close
proximity to atrial or ventricular permanent leads; program the ICD to the OFF mode during the ablation
procedure; and, perform complete implantable device analysis on all patients after ablation.

Patients undergoing septal accessory pathway ablation are at risk for complete AV block which
requires the implantation of a permanent pacemaker. Patients who experience inadvertent complete
AV block as a result of RF ablation may also require permanent pacing.

During the trans-aortic approach, adequate visualization is necessary to avoid placement of the
catheter in the coronary vasculature. Intracoronary placement of the ablation catheter, RF energy
application, or both have been associated with myocardial infarction.

To prevent stenosis of the pulmonary veins, do not place the catheter in the pulmonary veins during
the application of RF energy.

When ablating near adjacent anatomical structures, take precautions to minimize collateral damage
to the adjacent structures.

When ablating near the phrenic nerve, take precautions to avoid injuring the phrenic nerve, including
appropriately reducing RF power, pacing to identify the proximity of ablation electrode(s) to the nerve
and/or fluoroscopic evaluation of the diaphragm post ablation.

When ablating near the esophagus (along the posterior wall of the left atrium), take precautions to avoid
injuring the esophagus. These may include beginning the ablation with reduced RF power, reducing
contact force, reducing application time, increasing the time interval between ablations, moving to new
location if temperature rise observed, esophageal visualization, and/or intraluminal esophageal
temperature monitoring.

Minimize or eliminate X-ray exposure during the procedure. Catheter ablation procedures using
fluoroscopic imaging may present the potential for significant X-ray exposure, which can result in
acute radiation injury as well as increased risk for somatic and genetic effects, to both patients and
laboratory staff due to the X-ray beam intensity and duration of fluoroscopic imaging. Catheter
ablation, when using fluoroscopic imaging, should only be performed after adequate attention has
been given to the potential radiation exposure associated with the procedure, and steps have been
taken to minimize this exposure. Careful consideration must therefore be given for the use of the
device in pregnant women.

Do not expose the catheter to organic solvents such as alcohol.
Do not autoclave the catheter.

Do not immerse the proximal handle or cable connector in fluids. Electrical performance could be
affected.

Do not scrub or twist the distal tip electrode during cleaning.

Inspect the saline within the irrigation tubing for air bubbles prior to its use in the procedure.
Air bubbles in the irrigation saline may cause emboli.

Purge the catheter and irrigation tubing with heparinized normal saline prior to insertion of the
catheter inside the patient body.

Electrophysiology catheters and systems are intended for use only in X-ray shielded rooms due to
electromagnetic compatibility requirements and other hospital safety guidelines.

Do not attempt to operate the QDOT MICRO™ Bi-Directional Catheter or the generator prior to completely
reading and understanding the applicable instructions for use.
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30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.
41.

42.

43.
44.
45.

46.

47.

Cardiac ablation procedures should be performed by appropriately trained personnel in a fully equipped
electrophysiology laboratory. Appropriate clinical instruction in the use of the QDOT MICRO™
Bi-Directional Catheter should also be completed.

The long-term risks of protracted fluoroscopy and creation of RF induced lesions have not been
established. Furthermore, the risk/benefit in asymptomatic patients has not been studied.

To prevent thromboembolism, intravenous heparin (target ACT of > 350 s) should be administered
prior to or immediately following transseptal puncture during AF ablation procedures. The 2017
HRS/EHRA/ECAS/AOHRS/SOLAECCE expert consensus statement on catheter and surgical
ablation of atrial fibrillation recommends systemic anticoagulation with warfarin or a direct thrombin or
factor Xa inhibitor for at least 2 months following an AF ablation procedure (Calkins H, Hindricks G,
Cappato R et al. 2017 HRS/EHRA/ECAS/AOHRS/SOLAECCE Expert Consensus Statement on
Catheter and Surgical Ablation of Atrial Fibrillation. J Interv Card Electrophysiol. 2017 50:1-55).

When using the QDOT MICRO™ Bi-Directional Catheter with conventional systems (such as
fluoroscopy or ultrasound imaging), or with the CARTO™ 3 Navigation System, careful catheter
manipulation must be performed in order to avoid cardiac damage, perforation, or tamponade. Catheter
advancement should be done under direct imaging guidance. Do not use excessive force to advance or
withdraw the catheter when resistance is encountered. The firmness of the braided tip dictates that care
must be taken to prevent perforation of the heart. The contact force reading is for information only and is
not intended to replace standard handling precautions.

Always place the Rocker Lever in the neutral position to straighten the catheter tip before insertion or
withdrawal of the catheter.

Always maintain a constant heparinized normal saline infusion to prevent coagulation within the
lumen of the catheter.

When RF energy is interrupted for either a temperature or an impedance rise (the set limit is
exceeded), the catheter should be removed, and the tip should be inspected for char/coagulum that
may be present on the tip. If present, do not continue the procedure with the same catheter and
replace the catheter. If no char/coagulum is present, flush the tip to ensure the irrigation holes are not
plugged prior to reinsertion of the catheter inside the patient body.

Apparent low power output, high impedance reading, or failure of the equipment to function correctly
at normal settings may indicate faulty application of the indifferent electrode(s) or failure of an
electrical lead. Do not increase power before checking for obvious defects or misapplication of the
indifferent electrode or other electrical leads.

Read and follow the indifferent electrode manufacturer’s instructions for use. The use of indifferent
electrodes that meet or exceed ANSI/AAMI requirements (AAMI IEC 60601-2-2), is recommended.
The QDOT MICRO™ Bi-Directional Catheter is intended for use with a compatible RF generator,
compatible irrigation pump, CARTO™ 3 Navigation System, Biosense Webster cables, and other
appropriate interface cables and connectors. Use of a compatible irrigation pump is recommended to
assure proper irrigation flow rate.

Care should be taken when ablating near structures such as the sino-atrial and atrioventricular nodes.
The sterile packaging and catheter should be inspected prior to use. Do not use if the packaging or
catheter appears damaged.

The catheter is sterilized with ethylene oxide gas and should be used by the “Use By” date on the
device package. Do not use the catheter if it is past the “Use By” date.

The QDOT MICRO™ Bi-Directional Catheter is intended for single patient use only.
Do not resterilize and reuse.

Do not use near MRI equipment since movement or heating of the catheter may occur and the image
on the display may become distorted.

Use both direct imaging guidance (such as fluoroscopy or ultrasound) and electrogram data to
monitor catheter advancement and reduce risk of tissue injury.

The QDOT MICRO™ Bi-Directional Catheter used in conjunction with a compatible RF generator is
capable of delivering significant electrical power. Patient or operator injury can result from improper
handling of the catheter and indifferent electrode, particularly when operating the catheter. During

energy delivery, the patient should not be allowed to come in contact with grounded metal surfaces.
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48. The risk of igniting flammable gases or other materials is inherent in electrosurgery. Precautions must
be taken to restrict flammable materials from the electrosurgical suite.

49. Electromagnetic interference (EMI) produced by the QDOT MICRO™ Bi-Directional Catheter, when
used in conjunction with a compatible RF generator during normal operation, may adversely affect the
performance of other equipment.

50. Electrodes and probes used for monitoring and stimulating devices can provide paths for high
frequency current. The risk of burns can be reduced but not eliminated by placing the electrodes and
probes as far away as possible from the ablation site and the indifferent electrode. Protective
impedance may reduce the risk of burns, and permit continuous monitoring of the electrocardiogram
during energy delivery.

51. If the generator does not display temperature, verify that the cables from the catheter to the
CARTO™ System Patient Interface Unit (PIU) and the cable from the CARTO™ System Patient
Interface Unit (PIU) to the generator are properly connected. If temperature still is not displayed, there
may be a malfunction in the temperature sensing system that must be corrected prior to applying RF
power.

52. The temperature measurement accuracy of the QDOT MICRO™ Bi-Directional Catheter, as with any
temperature measurement electrophysiology catheter, is determined by the temperature accuracy of all of
the connected devices. Please consult the appropriate user manuals for the connected devices for the
temperature accuracy specification.

53. Before use, verify irrigation ports are patent by infusing heparinized normal saline through the
catheter and tubing.

54. Regularly inspect and test reusable cables and accessories.

ADVERSE EVENTS

NOTE: The adverse events in the following summary were observed in clinical studies involving
only the use of the QDOT Micro™ Catheter.

Clinical trial for the QDOT Micro™ Catheter — Pivotal Study (Q-FFICIENCY)

Of the 177 subjects in the Safety Analysis Set, 7 primary adverse events (AEs) were reported in 6
subjects. See the “Summary of Clinical Studies Conducted for the QDOT Micro™ Catheter” section below
for a complete description of the AEs encountered during the study.

SUMMARY OF CLINICAL STUDIES CONDUCTED FOR THE QDOT MICRO™
CATHETER

The following is a summary of the pivotal study (Q-FFICIENCY) performed under IDE for the
QDOT Micro™ Catheter, using model numbers D-1394-XX-SI| and D-1395-XX-SI. Data from this clinical
study formed the basis for the US FDA PMA approval decision.

All patients underwent informed consent per the study protocol, and in compliance with the Code of
Federal Regulations, 21 §50. The protocol and informed consent materials were reviewed and approved
by the appropriate IRB prior to subject enroliment, and in compliance with the Code of Federal
Regulations, 21 §56. Per the requirements of 21 CFR §812.20(b)(5), all participating investigators signed
the Clinical Study Agreement prior to enrollment at their center, which included financial disclosure forms,
current curricula vitae for the investigator and co-investigators, and written IRB approval for the
investigational study. The clinical study was monitored in a manner consistent with 21CFR, Part 812,
Subpart C, Responsibilities of Sponsor. Monitoring visits included, but were not limited to, verification of
all study logs, verification that informed consent was being obtained in accordance with requirements
described in the study protocol for all subjects participating in the study, verification of completeness of
the Regulatory Binder, data source verification with the eCRFs, and identification and action to resolve
any issues or problems with the study.

A. Objective

The primary objective of this trial was to demonstrate the safety and effectiveness of the QDOT MICRO™
catheter when used with the nMARQ™ RF generator in the treatment of drug refractory symptomatic
paroxysmal atrial fibrillation (PAF) during standard electrophysiology mapping and RF ablation
procedures.
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B. Study Design
The study was a prospective, single arm, unblinded, multicenter, pivotal clinical investigation conducted at
25 investigational sites in the US.

The study planned to enroll up to 185 subjects who are candidates for catheter ablation. Bayesian
adaptive design was used to assess early success at one interim analysis performed 6 months after
enrollment was completed and when 30% of subjects in the study completed 12 months of follow-up.

A CT/MRA imaging sub-study was integrated in the pivotal study. The first 40 consecutively enrolled
subjects were included in the sub-study and underwent a 3-month CT/MRA in addition to the baseline
CT/MRA to assess incidence of PV stenosis.

B.1 - Study Objectives and Endpoints:

The objectives and endpoints for this study are presented in Table 1. Failure modes for the primary
effectiveness endpoint are listed in Table 2.

Table 1 — Objectives and Endpoints for Q-FFICIENCY Study

Objectives Endpoints
Primary

To demonstrate the safety and 12-month e Primary safety endpoint: Incidence of any
effectiveness of the QDOT MICRO™ primary adverse event occurring within
catheter when used with the nMARQ™ 7 days of the AF ablation procedure (initial
RF generator for pulmonary vein isolation or repeat procedure) using the
(PVI) in the treatment of subjects with QDOT MICRO™ catheter, except
drug refractory symptomatic paroxysmal atrio-esophageal fistula and PV stenosis,
atrial fibrillation (PAF). which may also be considered as primary

adverse events if occurring greater than

7 days and up to 90 days post the ablation
procedure. Primary adverse events
included the following: Death, myocardial
infarction, PV stenosis, phrenic nerve
injury/diaphragmatic paralysis, atrio-
esophageal fistula, TIA, stroke/CVA,
thromboembolism, pericarditis, cardiac
tamponade/perforation, vagal nerve injury,
major vascular access
complications/bleeding, pulmonary edema
(respiratory insufficiency), and heart block.

e Primary effectiveness endpoint: Freedom
from documented atrial fibrillation (AF),
atrial tachycardia (AT) or atrial flutter (AFL)
(hereinafter collectively referred to as
“atrial tachyarrhythmias") recurrence
during the evaluation period (Day 91
through Day 365) and freedom from the
following failure modes (defined in
Table 2):

o Acute procedure failure
o Repeat ablation failure
o Antiarrhythmic drug failure

M-5276-829F — 9



QDOT MICRO™ Bi-Directional Navigation Catheter

Objectives

Endpoints

Secondary

To evaluate the incidence of (serious)
adverse events during and after
procedure up to 3 months following
procedure

Incidence of Unanticipated Adverse Device
Effects (UADES)

Incidence of Serious Adverse Events
(SAEs) within 7 days (early onset), > 7 to
30 days (peri-procedural) and > 30 days
(late onset) of initial ablation

Incidence of bleeding complication (ISTH
definitions): a) major, b) clinically relevant
non-major and ¢) minor bleeding

To evaluate Acute Procedural Success
defined as confirmation of entrance block
in all PVs

Acute procedural success: Percent of
subjects with electrical isolation of PVs
(entrance block) at the end of the
procedure

o The percent of subjects with electrical
isolation of PVs (entrance block) using
QMODE+ as only ablation strategy

Percent of subjects with electrical isolation
of PVs (entrance block) after first
encirclement (evaluated prior to the
20-minute waiting period and
adenosine/isoproterenol challenge)

Percent of subjects with electrical isolation
of all PVs (entrance block) after first
encirclement without acute reconnection,
after waiting period and
adenosine/isoproterenol challenge

Percent of subjects and % of PVs with
touch-up (i.e. touch-up is used to remove
ablation of acute reconnection) among all
targeted veins and touch-up location

Anatomical location of acute PV
reconnection after first encirclement

To evaluate repeat ablation procedures
during the 12-month period post-
procedure

Incidence (%) of repeat ablation
procedures

Percent PVs re-isolated among all the
targeted PVs at repeat procedure

Percent repeat ablation procedures
requiring new linear lesions and/or
identifying new foci outside of initially
isolated area among the repeat ablation
procedures

To evaluate the 12-month Single
Procedure Success

12-month single procedure success:
Freedom from documented AF/AFL/AT
recurrence (episodes = 30 secs) during the
Effectiveness Evaluation Period after a
single ablation procedure and off anti-
arrhythmia drugs (AADs) during the
effectiveness evaluation period
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Table 2 — Failure Modes for Primary Effectiveness Endpoint
Failure Mode Criteria

Acute procedural e Failure to confirm entrance block in all pulmonary veins post-
procedure.

e Use of a non-study catheter to treat left atrial ablation targets
and cavo-tricuspid isthmus.

Repeat ablation e > 2 repeat ablation procedures with the study catheter during
the 3-Month blanking period (Day 0-90) after the index
ablation procedure.

e Use of a non-study catheter to treat study arrhythmia
ablation targets during the blanking period.

e Any repeat ablation procedure during the Evaluation Period.

Antiarrhythmic drug e Taking a new Class | or lll AAD for AF or a previously failed
Class | or lll AAD at a greater than the highest ineffective
historical dose for AF during the evaluation period.

B.2 - Safety and Effectiveness Performance Goals

B.2.1 - Safety Performance Goal

The study was designed to compare the primary safety endpoint to a pre-determined safety
performance goal of 14%. Data from recent PAF ablation studies for devices similar to the device in
the current study were reviewed as a first step to deriving the performance goal for the primary safety
endpoint. A meta-analysis approach was taken to estimate the average composite endpoint rate.
Based on the meta-analysis, the upper bound of the 95% confidence interval was estimated to be
equal to 9%. The pre-determined performance goal of 14% would reflect an approximately 50%
increase in risk from the upper bound of the 95% CI.

B.2.2 - Effectiveness Performance Goal

The study was designed to compare the primary effectiveness endpoint to a pre-determined
performance goal of 50%, which is indicated as the minimum acceptable success rate at 12 months
for a paroxysmal AF population in the 2017 HRS/EHRA/ECAS/APHRS/ SOLAECE Expert Consensus
Statement on Catheter and Surgical Ablation of AF (Calkins, et al., 2017).

B.3 - Subject Accountability:
Table 3 — Subject Accountability and Disposition

Subject Enroliment n
Enrolled Subjects 191
Excluded Subjects 14
Study Catheter Inserted 177
Discontinued Subjects 2
RF Energy Delivered with Study Catheter 175
Death 1
Withdrawn 7
Early Termination Subjects 0
Lost to Follow Up Subjects 5
Completed Subjects 162

Among the 191 enrolled subjects, 14 had no insertion of the study device and were excluded from the
analysis sets for the following reasons:

e System connectivity related device deficiencies (n = 4)
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e Not meeting study entrance criteria (n = 9)
e Occurrence of an adverse event (tamponade) before insertion of the study device (n = 1)

Two (2) subjects had the study catheter inserted but no RF applications were delivered due to system
connectivity issues.

A total of 175 subjects received RF ablation using the study device. Among those, seven (7) subjects
(4.0%) withdrew their consent and discontinued their study participation during follow-up from 48 to 384
days post ablation; five (5) subjects (2.9%) were lost to follow up between 104 days and 266 days post
procedure; one (1) subject (0.6%) expired 7 months post procedure; and 162 subjects (92.6%) completed
the 12-month follow-up visit.

B.3.1 - Subject Disposition
The following definitions were used to classify subjects:

Table 4 — Subject Classifications
Disposition Definition

Enrolled Subjects Subjects who signed the informed consent.

Subjects who were enrolled but never underwent insertion of the study

Excluded Subjects catheter.

Subjects who had the investigational catheter inserted but did not undergo
Discontinued Subjects | ablation (i.e., no RF energy was delivered via the study device). These
discontinued subjects were followed up for 3 months.

Lost to Follow-up Subjects who were enrolled, but contact was lost after the most recent
Subjects follow-up visits (despite 3 documented attempts to contact the subject).

Subjects who withdrew consent for study participation or were withdrawn
by the investigator or were terminated from the study prior to completion of
all follow-up visits.

Withdrawn / Early
Termination Subjects

Enrolled subjects who completed the 12-month follow-up visit and were not
Completed Subjects excluded, discontinued, withdrawn, early terminated, expired, or lost to
follow-up from the study before the final study visit.

B.3.2 - Analysis Sets

Safety Analysis Set: The Safety analysis set included all enrolled subjects who had the
investigational device inserted, regardless of RF energy delivery.

Modified Intent-To-Treat (mITT) Analysis Set: The mITT analysis set consisted of all enrolled
subjects who met all eligibility criteria and had the investigational device inserted.

Per-Protocol (PP) Analysis Set: The PP analysis set included subjects who satisfied the following
criteria:

e Enrolled and met eligibility criteria
e Had undergone RF ablation

e Were treated with the study catheters and had been treated for the study related arrhythmia
without major protocol deviations deemed to affect the scientific integrity of the study, included in
the following list. No additional major protocol deviations beyond those below were identified that
required exclusion of subjects from the Per Protocol analysis set
o Missing all protocol-specified electronic effectiveness monitoring
o Esophageal monitoring was not done per protocol and risk was not mitigated
o The required waiting period of 20 minutes was not followed before pacing procedures and/or

infusion of cardiac medications to induce AF/reconnection was not performed before the
entrance block confirmation.
Treatment Received Analysis Set: The Treatment Received analysis set included all enrolled
subjects who received RF ablation using the study catheter. This analysis set was created post-hoc
because it was deemed relevant by the FDA.
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CT/MRA Analysis Set: The CT/MRA set consisted of the first 40 subjects who are consecutively
enrolled in the main arm of the study with 3-month CT/MRA assessment. The subject must have
readable outcomes at baseline and 3 months.

C. Results

C.1 - Subject Demographics:

Table 5 — Subject Demographics (Enrolled Subjects, N=191)

Per-
All A?\aa]:ets%s Alﬂll-;-;i . Protocol
Variables Subjects S y Analysis
et Set
(N=191) | (N=177) | (N=167) Set
(N=166)
Age (years) [1]
n 191 177 167 166
Mean 63.5 63.3 63.1 63.2
SD 10.69 10.88 11.00 11.03
Min/Max 24 /83 24 /83 24 /83 24 /83
Sex, n/N (%)
Male 116/191 | 106/177 | 101/167 | 101/166
(60.7) (59.9) (60.5) (60.8)
Female 757191 711177 66 /167 65/ 166
(39.3) (40.1) (39.5) (39.2)
Race n (%)
. 166/191 | 157 /177 | 149/167 | 148/ 166
0,
White, n/N (%) | g6.9) (88.7) (89.2) (89.2)
Black or African 717191 6/177 6/167 6/166
American (3.7) (3.4) (3.6) (3.6)
Asian 1/191 17177 1/167 1/166
(0.5) (0.6) (0.6) (0.6)
Race not 17 /191 13/177 11/167 11/166
reported (8.9) (7.3) (6.6) (6.6)
Ethnicity, n/N (%)
Not Hispanicor | 164 /191 | 154 /177 | 146/167 | 145/ 166
Latino (85.9) (87.0) (87.4) (87.3)
Hispanic or 8/191 6/177 6/167 6/166
Latino 4.2) (3.4) (3.6) (3.6)
Not reported 19 /191 17 /1177 15/167 15/ 166
P (9.9) (9.6) (9.0) (9.0)

C.2 - Baseline Characteristics:

Table 6 — Medical History (Enrolled Subjects, N=191)

Enrolled Safety Analysis| mITT Analysis Per-Protocol
Medical History Subjects Set Set Analysis Set
(N=191) (N=177) (N=167) (N=166)
Cardiovascular 156 /191 (81.7) | 143 /177 (80.8) | 135/167 (80.8) | 134/ 166 (80.7)
Congestive heart failure 16 /191 (8.4) 10/177 (5.6) 9/167 (5.4) 9/166 (5.4)
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Medical History

Enrolled
Subjects
(N=191)

Safety Analysis
Set
(N=177)

miTT Analysis
Set
(N=167)

Per-Protocol
Analysis Set
(N=166)

Coronary artery disease

397191 (20.4)

36 /177 (20.3)

33 /167 (19.8)

33/166 (19.9)

Vascular disease

25 /191 (13.1)

23 /177 (13.0)

22 /167 (13.2)

22 /166 (13.3)

Myocardial infarction

13/191 (6.8)

12/ 177 (6.8)

10/ 167 (6.0)

10/ 166 (6.0)

Hypertension

131/191 (68.6)

122 /177 (68.9)

116 / 167 (69.5)

115/ 166 (69.3)

Cardiomyopathy 15/191 (7.9) 11/177 (6.2) 10/ 167 (6.0) 10/ 166 (6.0)
Left ventricular hypertrophy 1/191(0.5) 1/177 (0.6) 1/167 (0.6) 1/166 (0.6)
Significant valvular disease 3/191 (1.6) 1/177 (0.6) 1/167 (0.6) 1/166 (0.6)
Thromboembolic Events 20/191 (10.5) | 18/177 (10.2) 16 /167 (9.6) 16/ 166 (9.6)
Transient ischemic attack 5/191 (2.6) 41177 (2.3) 3/167 (1.8) 3/166 (1.8)
Stroke 6/191(3.1) 5/177 (2.8) 5/167 (3.0) 5/166 (3.0)
Pulmonary embolus 2/191 (1.0) 2/177 (1.1) 2/167 (1.2) 2/166 (1.2)

Diabetes

37 /191 (19.4)

36 /177 (20.3)

33 /167 (19.8)

33 /166 (19.9)

Obstructive Sleep Apnea

50 /191 (26.2)

46 /177 (26.0)

44 /167 (26.3)

44/ 166 (26.5)

CPAP Use

36 /191 (18.8)

34 /177 (19.2)

33 /167 (19.8)

33 /166 (19.9)

CHA2DS:-VASC score 24+151 24+153 241149 24+150
AF History (months) 486+7363 | 496+7529 | 517:7692 | 51.9+77.11
PAF Episodes Within 12 249+8991 | 252+9280 | 260:+9522 | 257+9538
Months

AAD Failed- Class 1&]Il 1.2 £ 0.50 1.2 £ 0.50 1.2+ 052 1.2+ 0.52

Arrhythmia other than Atrial
Fibrillation

87 /191 (45.5)

81/177 (45.8)

73 /167 (43.7)

73/ 166 (44.0)

Left/right Atrial Tachycardia
(AT)

8/191 (4.2)

8/177 (4.5)

71167 (4.2)

71166 (4.2)

Supraventricular Tachycardia
(SVT)

22/191 (11.5)

20/177 (11.3)

14/ 167 (8.4)

14/ 166 (8.4)

Atrial flutter (AFL)

431191 (22.5)

411177 (23.2)

40/ 167 (24.0)

40/ 166 (24.1)

AVNRT 0/191(0.0) 0/177 (0.0) 0/167 (0.0) 0/166 (0.0)
Accessory pathway 0/191 (0.0) 0/177 (0.0) 0/167 (0.0) 0/166 (0.0)
Ventricular tachycardia 2/191 (1.0) 2/177 (1.1) 2/167 (1.2) 2/166 (1.2)
LA Diameter (mm) 38.06 +6.042 | 37.95+5.917 38.09 + 5.974 38.16 + 5.917
LVEF (%) 59.4 +7.31 59.6 + 7.02 59.7 £ 6.98 59.7 £ 6.99

Values in table represent n/N (%) or mean + SD, as appropriate.

C.3 - Index Ablation Procedure

Ablation protocol

A circumferential anatomical approach was used to isolate all PVs. Confirmation of entrance block in all
PVs was required by the protocol with a 20-minute waiting period after the last PV encircling lesion,
during isoproterenol infusion and/or after adenosine bolus.

The study ablation procedure used both QMIODE and QMODE+ temperature control modes. The primary
mode of ablation for PVI was QMODE+. QMODE was used for PVI once the investigator deemed
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QMODE+ unable to complete PVI. QMODE was used primarily for RF application outside the PV ostia

and for touch-up of the PVI, if necessary.

Table 7 and Table 8 present the ablation parameters for the QMODE+ mode and QMODE mode,
respectively.

Table 7 — QMIODE+ RF and Flow Rate Settings during RF applications

Target Temp (°C) Cut-off Temp (°C) . L
Power (W) T T~ Nominal Irrigation
RETEE allowed REER allowed (mb)
90t 40-60 60 60-70 70 8

T RF applications at this setting were limited to 4 sec. It was recommended to use lower
target temperature setting for the posterior wall RF applications.

Table 8 - QMODE Ablation Parameters*

Power (W) Target Temp (°C) Cut-off Temp (°C) Nominal Irrigation
Range |Recommended | Range | Recommended | Flow rate (mL)
25-35 45-50 50 50-55 55 4
36-50 45-50 50 50-55 55 15

* The study protocol recommended a maximum duration of 60 sec for RF applications
using QMODE in general. For RF applications on the left atrial posterior wall, a maximum
power of 35 W and a maximum duration of 30 sec were recommended.

Linear ablation lines were only required to treat documented macro-re-entry atrial tachycardias (ATs) and
limited to the following targets only:

e LA roof line;

e Mitral Valve (MV) isthmus line;
e LAfloor line;

e Cavo tricuspid isthmus (CTI).

A right atrial CTI linear ablation was required in cases with documented typical atrial flutter either before
or during the procedure.

Prophylactic ablation of empirical sites was not allowed.
Ablation of spontaneous non-PV triggers was required.
Complex fractionated atrial electrogram (CFAE) ablation was not recommended.

All linear lesions required confirmation of bidirectional conduction block by pacing and/or mapping
maneuvers.

The recommended contact force working range was 5-30 grams for both QMODE and QMODE+ modes.

Procedural Data

Among the 166 subjects in the PP analysis set, 59 subjects underwent the entire index procedure using
QMODE+ mode only and 107 subjects using both QMODE+ & QMODE modes. QVMIODE+ only was used
for PVI in 91 subjects in the PP cohort. Of the 91 subjects, 32 subjects received ablations outside PVs as
well using QMODE.

Table 9-11 present the procedural data of the index procedures.
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Table 9 — Summary of Power, Temperature and Impedance Data Per Procedure
(Per-Protocol Analysis Set, N=166)

QMODE+ and
Description QMOD_E+ ol QMODE
n=59 _
n=107
Average Power (W) 84.333 + 0.4099 75.893 + 7.5338
Average Temperature (°C) 39.415 + 2.5587 39.555 + 2.6122
Average Impedance Drop (ohms) 9.59 + 1.696 9.47 +2.434

Values in table represent mean + SD.

Table 10 — Summary of Ablation Procedure Parameters (Per-Protocol Analysis Set, N=166)

- +
Variable Zi;;:st%ﬁl QMOBE;'QO“'V’ QI\:I)CI;’IDCI)EDgomabr;ged
N=166 N=107
Total mapping time (min)
n 166 59 107
Mean + SD 10.49 + 10.593 10.29 £ 7.575 10.61 + 11.968
Total procedure time (min)
n 166 59 107
Mean + SD 144.26 + 51.101 | 122.27 + 28.463 156.38 + 56.604
Total fluoroscopy duration (min)
n 165 59 106
Mean + SD 10.81 £ 10.600 8.65 + 7.935 12.01 £ 11.690
Total time to achieve PVI (min)
n 165 58 107

Mean + SD

25.32 + 33.948

16.38 + 20.891

30.17 + 38.483

Total RF application time for
ablating PVs (min)

n 165 58 107

Mean + SD 11.66 + 11.322 7.33+5.273 14.01 £ 12.944
Fluid delivered via the study

catheter (mL)

n 154 52 102

Mean + SD

546.5 + 298.55

434.4 +190.79

603.7 + 326.90

Fluid delivered via intravenous
fluids (mL)

n

159

56

103

Mean + SD

861.2 + 557.28

744.5 +472.39

924.7 + 590.93
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Table 11 — Number of RF Applications, Average Duration of RF Application and Average Contact

Force per Ablation Procedure (Per-Protocol Analysis Set, N=166)

+
Variable B QMQowllacl)s?cI:Eoma;i?qed
n=107

Number of RF Applications

Mean + SD 100.5 + 39.36 132.7 £41.80
Average Duration of RF Application (sec)*

Mean £ SD 3.870 £ 0.0393 7.384 + 4.5099
Average Contact Force (g)

Mean + SD 15.800 + 5.3346 15.194 + 5.1492

* Applications with RF energy >0 W and duration of RF application 21 sec were included for

analysis.

Ablation Targets

Table 12 summarizes ablation targets. As required by the protocol, PVs were targeted in all index
procedures. Among the PP analysis set, about 40% of the subjects received ablations beyond PVI.

Table 12 — Ablation Sites Targeted (Per-Protocol Analysis Set, N=166)

Ablation Sites Targeted

Number of Subjects

Total

166

PVI only 100/ 166 (60.2%)
Non-PV 66 / 166 (39.8%)
Roof line 16/ 66 (24.2%)

Cavo-tricuspid isthmus

46/ 66 (69.7%)

Other linear lesion

15/ 66 (22.7%)

Other AF foci

16/ 66 (24.2%)

Other

3166 (4.5%)

C.4 - Rhythm Monitoring Compliance

During the 9-month evaluation period, rhythm monitoring included symptomatic and scheduled
asymptomatic TTM transmissions (weekly from Month 3 visit through Month 5 post ablation and monthly
starting from Month 6 to Month 12), 12-lead ECG at 3 and 12 months and at 6 months if subject returned
for an in-clinic visit, and 24-hour Holter at Month 12.

Figure 1 shows the TTM, 12-lead ECG, and Holter compliance rates at each evaluation time point in the
Per-Protocol Analysis Set. The overall TTM and Holter compliance rates were 70.3% and 58.5%,
respectively. The ECG compliance rate was 93.3%, 83.7%, and 56.0% at Month 3, 6, and 12,
respectively. The composite compliance rate was 97.4% and 91.2% at Month 6 and Month 12,
respectively, where at least two rhythm monitoring methods were required per protocol.
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Figure 1 — TTM/ECG/HM Compliance by Time Point (Per-Protocol Analysis Set, N=166)
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C.5 - Safety Results
C.5.1 - Primary Safety Endpoint

Primary Analysis

The primary safety endpoint for this study was defined as the incidence of early onset Primary AEs for
subjects undergoing a study ablation procedure. Per study protocol, the primary safety analysis was
based on primary safety event rate using the mITT analysis set (N=166) as the primary analysis
population.

Table 13 displays a summary for the primary safety endpoint in subjects with non-missing outcomes in
the mITT analysis set. The raw incidence was 3.6%. The posterior mean of PAE rate was 4.2%, with a
95% Bayesian credible interval (BCI) ranging from 1.7% to 7.7%. This is well below the performance
goal of 14%. The posterior probability that the PAE rate less than the performance goal of 0.14 was
close to 1.0000 (i.e., > 0.99995), which exceeded the early success threshold of 0.975. The study met
the early success threshold for the primary safety endpoint. There were no changes to the primary
safety endpoint data between the early success interim analysis and the final analysis.

Table 13 — Summary of Primary Safety Endpoint Analysis (mITT Analysis Set, N=167)

Subjects with Primary Safety Events 6
Subjects without Primary Safety Events 160
Missing 1

Raw Incidence 3.6%
Posterior Mean* 4.2%
95% BCI (1.7%, 7.7%)
Posterior Probability* that rate < 0.14 1.0000
Threshold to Pass 0.9750
Pass? Yes

* Using Beta (1,1) prior distribution
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Table 14 presents the descriptive summaries by type of primary adverse events, which were
adjudicated by CEC. The PAEs reported in this study were as follows: Three (3) major vascular

access complication/bleeding events (reported in 3 subjects, 1.8%), two (2) cardiac

tamponade/perforation events (2 subjects, 1.2%), and two (2) phrenic nerve injury/diaphragmatic
paralysis events (1 subject, 0.6%). Both cardiac tamponade/perforation events required
pericardiocentesis and one of them required blood transfusion; both were adjudicated as procedure
related and possibly device related. The three (3) major vascular access complications were

adjudicated as procedure related and included one femoral artery pseudoaneurysm requiring thrombin

injection, one retroperitoneal bleed and one arteriovenous fistula. The events of phrenic nerve
injury/diaphragmatic paralysis were adjudicated as both device and procedure related.

The subject adjudicated by CEC as phrenic nerve injury/diaphragmatic paralysis was re-evaluated at
the 12-month visit to determine if the phrenic nerve injury is permanent and was deemed
non-assessable by CEC. The sponsor has conservatively counted the adverse event as a PAE.

Table 14 — Primary Safety Endpoint Outcome — Primary AEs (mITT Analysis Set, N=167)

_ Nu_mber o_f Number Event Rate
Variable Subj;cts with of nIN (%) [
vent Events
Primary Adverse Event 6 7 6 /166 (3.6%)
Type of Primary Adverse Event

Death (Device or procedure related) 0 0 0/166 (0.0%)
Atrio-Esophageal Fistula 0 0 0/166 (0.0%)
Cardiac Tamponade/Perforation 2 2 27166 (1.2%)
Myocardial Infarction 0 0 0/166 (0.0%)
Stroke/Cardiovascular Accident (CVA) 0 0 0/166 (0.0%)
Thromboembolism 0 0 0/166 (0.0%)
Transient ischemic Attack (TIA) 0 0 0/166 (0.0%)
Phrenic Nerve Injury / Diaphragmatic Paralysis 1 2 17166 (0.6%)
Heart Block 0 0 0/166 (0.0%)
Pulmonary Vein Stenosis 0 0 0/166 (0.0%)
Pulmonary Edema (Respiratory Insufficiency) 0 0 0/166 (0.0%)
Vagal Nerve Injury 0 0 0/166 (0.0%)
Pericarditis 0 0 0/166 (0.0%)
Major Vascular Access Complication / Bleeding 3 3* 3/166 (1.8%)

[ One subject did not experience a PAE and exited the study prior to 3-month follow-up visit;

subject was excluded from this analysis.

* Major vascular access complication/bleeding events included one retroperitoneal hemorrhage,
one vascular access site hemorrhage and one pseudoaneurysm.

Sensitivity Analysis

The primary safety endpoint was also analyzed in the Safety Analysis set because it is considered by
the FDA as a more clinically relevant analysis population for device safety evaluation. Of the 176
subjects in the Safety analysis set, 10 underwent the study ablation procedure and had the study
catheter inserted but were identified post-procedure to not meet eligibility criteria for the study. These
subjects were not included in the mITT analysis set but were included in the Safety analysis set. No
PAEs were reported in these 10 subjects. One (1) subject withdrew from the study 48 days post the
index procedure with no PAE, was considered missing and excluded from this analysis.
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As summarized in Table 15, the rate of PAE was 3.4% (6/176) in the safety analysis set. The posterior
mean of the PAE rate was 3.9%, with an 95% BCI ranging from 1.6% to 7.2%. With 10 more subjects
in the analysis, the posterior probability of the PAE rate being less than 0.14 remain greater than
0.9999 which is well above the threshold of 0.975.

Table 15 — Summary of Primary Safety Endpoint Analysis (Safety Analysis Set, N=177)

Subjects with Primary Safety Events 6
Subjects without Primary Safety Events 170
Missing 1

Raw Incidence 3.4%
Posterior Mean* 3.9%
95% BCI* (1.6%, 7.2%)
Posterior Probability* that rate < 0.14 1.0000
Threshold to Pass 0.9750

* Using Beta (1,1) prior distribution

C.5.2 - Incidence of UADEs
There were no UADEs reported in the study.

C.5.3 - Incidence of Early Onset, Peri-Procedural and Late Onset SAEs

Table 16 Summaries the incidence of early onset, peri-procedural and late onset SAEs in the Safety
Analysis set.

Table 16 — Serious Adverse Events by Timing of Onset (Safety Analysis Set, N=177)

Serious Adverse Events - Number of Nu_mber o_f Event Rate [
o 1 Subjects with a
by Timing of Onset [] Events n/N (%)
Event
Total 55 34

0 -7 Days 14 12 12 /177 (6.8%)
8 - 30 Days 5 4 41177 (2.3%)
> =31 Days 36 25 2571177 (14.1%)

Note: This table summarizes all SAEs. Adjudication for seriousness is based on
CEC for PAEs or site for non-PAEs.

[ Including events on and after the day of procedure. Timing of AE based on onset
in days post procedure (index or repeat).

I N denotes number of subjects with follow-up duration corresponding to each time
interval.

Table 17 summarizes the SAEs (by causality and body system) occurring within 30 days of a study
ablation procedure that were not classified as Primary AEs by protocol definition.

Table 17 — Serious Non-Primary AEs Occurring within 30 Days Post Index/Repeat Ablation
Procedure) by Causality and Body System (Safety Analysis Set, N=177)

. . . Number of
Relatlonshl;p tg 0tcrile SDe;ItlggProcedure Subjects NEl:’rg::te;r[%f Event Rate [

y Body Sy with Event
Overall 11 13 11 /177 (6.2%)
Causal Relationship to Device 0 0 0/177 (0.0%)
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. . . Number of
Relatlonshl:,p tg otcr;e sDe;r::;lProcedure Subjects NElilr;\:tesr[%f Event Rate [
y Body Sy with Event
Probable Device Related 0 0 0/177 (0.0%)
Possible Device Related 0 0 0/177 (0.0%)
Unlikely Device Related 0 0 0/177 (0.0%)
Not Device Related 11 13 11 /177 (6.2%)
Cardiac disorders 7 8 71177 (4.0%)
Atrial fibrillation 3 3 37177 (1.7%)
Atrial flutter 2 2 21177 (1.1%)
Congestive Cardiac failure 1 1 1/177 (0.6%)
Cardiac tamponade 1 1 1/177 (0.6%)
Pericardial effusion 1 1 1/177 (0.6%)
Gene'rlal disorders and administration site 3 3 37177 (1.7%)
conditions
Chest pain 2 2 27177 (1.1%)
Pyrexia 1 1 1/177 (0.6%)
R_espiratory, thoracic and mediastinal 1 1 17177 (0.6%)
disorders
Pulmonary embolism 1 1 1/177 (0.6%)
Vascular disorders 1 1 1/177 (0.6%)
Arteriovenous fistula 1 1 1/177 (0.6%)
Causal Relationship to Procedure 1 1 1/177 (0.6%)
Genefr.al disorders and administration site 1 1 17177 (0.6%)
conditions
Chest pain 1 1 1/177 (0.6%)
Probable Procedure Related 3 5 371177 (1.7%)
Cardiac disorders 2 3 21177 (1.1%)
Congestive Cardiac failure 1 1 1/177 (0.6%)
Cardiac tamponade 1 1 1/177 (0.6%)
Pericardial effusion 1 1 1/177 (0.6%)
R’_espiratory, thoracic and mediastinal 1 1 17177 (0.6%)
disorders
Pulmonary embolism 1 1 1/177 (0.6%)
Vascular disorders 1 1 1/177 (0.6%)
Arteriovenous fistula 1 1 1/177 (0.6%)
Possible Procedure Related 0 0 0/177 (0.0%)
Unlikely Procedure Related 0 0 0/177 (0.0%)
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Relationsh:,p tg the Device/Procedure Nsul:rt')?:;t:f Number[?]f Event Rate [
y Body System with Event Events

Not Procedure Related 7 7 71177 (4.0%)

Cardiac disorders 5 5 57177 (2.8%)

Atrial fibrillation 3 3 371177 (1.7%)

Atrial flutter 2 2 21177 (1.1%)

c:Goenndeitriacl)lniisorders and administration site 2 2 27177 (1.1%)

Chest pain 1 1 1/177 (0.6%)

Pyrexia 1 1 1/177 (0.6%)

[ Timing of AE based on onset in days post the procedure (index or repeat).
1 Event rate is the percentage of subjects with the event.

C.5.4 - Subject Death

There was one (1) death during the study. The subject was a 66-year-old male with history of PAF and
multiple comorbidities (coronary artery disease, hypertension, non-ischemic cardiomyopathy,
congestive heart failure, status post-biventricular pacer for cardiac resynchronization therapy). He
underwent the study procedure without immediate complications. Five months following the ablation
procedure, the subject suffered a witnessed cardiac arrest due to ventricular fibrillation and was
resuscitated by immediate cardiopulmonary resuscitation and external defibrillations 10 minutes after
the onset of ventricular fibrillation. He subsequently suffered from anoxic brain injury and pneumonia
without clinical improvement after therapy. The subject expired about 7 months post ablation. The
death was classified as not related to the procedure or the device by the investigator.

C.5.5 - CT/MRA Sub-Set Analysis

Table 18 presents the results of the CT/MRA subset analysis. A total of 40 subjects in the CT/MRA
subset underwent the CT/MRA imaging of the PVs pre-procedure and 3 months post-procedure. No
subjects showed moderate or severe pulmonary vein stenosis in the subset.

Table 18 — PV Narrowing Post Ablation (CT/MRA Analysis Set, N=40)

Pullgonary_ el Mild Moderate Severe
tenosis

Less than 0% 0-20% 20-50% 50-70% >70%

Subject-Level Summary, 1/40 15/40 24140 0/40 0/40

n/N (%) (2.5%) (37.5%) (60.0%) (0.0%) (0.0%)

C.6 - Effectiveness Results

C.6.1 - Primary Effectiveness Endpoint
Primary Analysis

Per study protocol, the primary effectiveness analysis was based on primary effectiveness success
using the PP Analysis Set as the primary analysis population.

An early success interim analysis was performed as pre-specified in the protocol with a data extract
obtained on June 22nd, 2020 and repeated after the endpoint was met with an additional data extract
obtained on August 14th, 2020 to incorporate FDA feedback.

At the planned interim analysis, the posterior mean of event-free rate at Month 12 was 74.5%, with a
95% Bayesian credible interval (BCI) ranging from 66.6% to 81.5%. The posterior probability that the
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event-free rate at Month 12 was greater than the performance goal of 50% was close to 1.0000
(i.e., 0.99995), which exceeded the pre-specified threshold of 0.9975. The primary effectiveness
endpoint was therefore met at the early success interim analysis.

The analysis of the primary effectiveness endpoint on the August 14, 2020 data extract yielded similar

results. These results have been updated with complete follow-up on the full cohort using a beta-
binomial model with a non-informative prior. The final primary effectiveness rate is nearly identical to

the interim estimate.

Table 19 presents the primary effectiveness analysis based on interim analysis and final analysis in

the PP Analysis set.

Table 19 — Summary of Primary Effectiveness Endpoint Analysis based on the
Interim Analysis and Final Analysis (Per-Protocol Analysis Set, N=166)

Jun-22, 2020 Data

Aug-14, 2020 Data

Final Data

Based on 3-piece
exponential model

Based on 3-piece
exponential model

Based on Beta-
Binomial Model

Kaplan-Meier Estimate
(39 weeks)

0.765

0.778

0.767

Posterior Mean

0.745

0.755

0.759

95% BCI
Posterior Probability that

(0.666, 0.815)

(0.684, 0.820)

(0.690, 0.823)

Pe > 0.50 1.0000 1.0000 1.0000
Threshold to Pass 0.9975 0.9975
Pass Yes Yes

The first failure reason for subjects in the Per-Protocol analysis set is presented in Table 20. Ten (10)
subjects with missing effectiveness outcomes are excluded from the summary. Approximately seventy
six percent (76.3%, 119/156) of the Per-Protocol population were free from documented atrial
tachyarrhythmias and additional failure modes during their effectiveness evaluation period.
Documented recurrence of atrial tachyarrhythmias (17.3%, 27/156) and repeat ablation failures

(2.6%, 4/156) were the most common reasons for first failure.

Table 20 — Primary Effectiveness Endpoint by Reason of The First Failure
(Per-Protocol Analysis Set, N=166)

. Numl_oer & Event Rate
Variable S_ubjects nIN (%) U1
with Event
Success 119 119/156 (76.3%)
First Failures 37 37/156 (23.7%)
Atrial Tachyarrhythmia Recurrence 27 27/156 (17.3%)
AF 25 25/156 (16.0%)
AFL 2 2/156 (1.3%)
AT 0 0/156 (0.0%)
Acute Procedural Failure 3 3/156 (1.9%)
R Procedra ellre s | wnsosw
foute Progestral Faire - o | omssion
Repeat Ablation 4 4/156 (2.6%)
AAD Failure 3 3/156 (1.9%)
AAD Failure - New Drug 3 3/156 (1.9%)
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U DE5 @ Event Rate
Variable Subjects nIN (%) [
with Event °
AAD Failure - High Dose 0 0/156 (0.0%)
Missing 10

II'N is the number of subjects with non-missing primary effectiveness endpoint.

Pl First failures: If a subject has at least 1 failure event, only the earliest failure
event is considered and ed by its failure mode.

Sensitivity Analysis

Sensitivity to Analysis Sets

Table 21 presents the posterior means of event-free rate at Month 12 using the beta binomial model in
the mITT, Safety and Treatment Received Analysis Sets based on the final full follow up data. The
Treatment Received Analysis Set was included in the sensitivity analyses per FDA’s feedback
because it is considered by the FDA as the most clinically relevant analysis population for device
effectiveness evaluation. The results suggested that the success rates in all three Analysis Sets met
the effectiveness performance goal. Of note, of the two (2) discontinued subjects who had the study
catheter inserted but received no RF ablation from the device, one was not included in the mITT
Analysis Set due to study eligibility criteria violation, both were included in the Safety Analysis Set and
neither was included in the Treatment Received Analysis Set. Both discontinued subjects were
classified as primary effectiveness failures due to use of a non-study catheter for PVI in the respective
analysis population.

Table 21 — Primary Effectiveness Endpoint in mITT, Safety and
Treatment Received Analysis Sets

Treatment Received

mITT Analysis Set| Safety Analysis .
_ _ Analysis Set
(N=167) Set (n =177) (n = 175)
Posterior Mean 0.755 0.746 0.754

95% BCI

(0.685, 0.818)

(0.678, 0.808)

(0.687, 0.817)

Kaplan-Meier analysis

Figures Figure 2 and Figure 3 present Kaplan-Meier freedom from effectiveness failure for subjects in
the Per-Protocol Analysis Set and Treatment Received Analysis Set, respectively. The 12-month
Kaplan-Meier estimate of freedom from effectiveness failure was 76.7% (97.5% LCB: 70.1%) in the
Per-Protocol Analysis Set and 76.2% (97.5% LCB: 69.7%) in the Treatment Received Analysis Set,
both of which are comparable to the posterior mean of 75.9% from the final data.

Figure 2 — Kaplan-Meier Analysis of Time to First Primary Effectiveness Failures Post Procedure
(Per-Protocol Analysis Set, N=166)
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M-5276-829F — 24



QDOT MICRO™ Bi-Directional Navigation Catheter

Figure 3 — Kaplan-Meier Analysis of Time to First Primary Effectiveness Failures Post Procedure
(Treatment Received Analysis Set, N = 175)
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Worst-case scenario and tipping point analyses

In the worst-case scenario analysis, the 10 subjects missing primary effectiveness endpoint data were
considered as having primary effectiveness failure, which resulted in the primary effectiveness
success rate of 71.7% in the Per-Protocol Analysis Set, 71.3% in the mITT analysis set and 71.4% in
Treatment Received Analysis Set.

Treating all of the 10 subjects with missing outcomes as effectiveness failures one by one, tipping
point analyses using a posterior probability threshold of 0.9775 were performed for the primary
effectiveness endpoint in the PP, mITT and Treatment Received Analysis Sets to assess the impact of
missing outcomes on the primary effectiveness analysis. The posterior distribution was updated each
time and the results showed that no tipping point was identified. Therefore, the primary effectiveness
performance goal was met in the tipping point analysis.

Impact of TTM Compliance

To better understand the impact of TTM compliance on the primary effectiveness results, additional
post-hoc Kaplan-Meier analysis on the time to first primary effectiveness failure was performed in
subgroups dichotomized at TTM compliance of 84%, a compliance rate reported in a previous PAF
ablation trial. The probability of freedom from primary effectiveness failures at 12 months was similar
between subjects with TTM compliance rate of < 84% and those = 84% (Figure 4).

Figure 4 — Kaplan-Meier Analysis of Time to Primary Effectiveness Failures Post Procedure by
TTM Compliance (>= 84% vs. <84%) (Per-Protocol Analysis Set, N=166)
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0.9

0.8
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Event-free Probability
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0 4 8 12 16 20 24 28 32 36 40 44 48 52
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>=84%

AtRisk 76 75, 75 75 70, 70, 69 68 67 65 64 61 59 a4
Survival 98.7% 98.7%  987%  98.7%  921%  921%  89.5%  895%  895%  868%  855%  B815%  788%  76.1%

AtRisk 87 84 84 84 78 75, 70 68 68 66, 65, 63 61 a5
Survival 989% 97.7%  97.7%  97.7%  930%  B87.1%  859%  846%  846%  821%  821%  796%  783%  78.3%

C.6.2 - Acute Procedural Success

Acute procedural success was defined as confirmation of entrance block in all PVs. Off the 166
subjects included in the PP analysis set, two (2) subjects were treated with a non-study catheter for
PVI due to CoolFlow Pump malfunction which resulted in replacement of the QDOT catheter with a
non-study catheter to complete PVI. These two (2) subjects were excluded from the analysis of acute
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procedural success. Acute procedural success was achieved in the remaining 164 subjects (100%,
97.5% LCB: 97.8%) in the PP Analysis Set.

Table 22 presents data on PVI after first encirclement at subject level and at ipsilateral PV level,
respectively. Among a total of 164 subjects in the PP Analysis Set who received PVI ablation using the
study catheter only (two subjects also treated with a non-study catheter for PVI and discussed above
were excluded from the analysis), 94 (57.3%) achieved PVI with first encirclement without acute
reconnections. For this analysis, both right-sided PVs and left-sided PVs for the subject had to achieve
PVI without acute reconnections. At ipsilateral PV level, PVl was achieved in 72.6% (238/328) of the
pulmonary veins (ipsilateral veins) after first encirclement without acute reconnections.

Table 22 — PVI after First Encirclement at Subject Level and at Ipsilateral PV level (Per-Protocol
Subjects Who Received PVI Ablation Using the Study Catheter Only, N=164)

Number of Subjects
Variable Underwent Ablation Number of Subjects Rate
Procedure
PVI after first 94 /164
encirclement 164 94 (57.3%)
Number of Targeted
Variable Numl_)er o Tarqeted Ipsilateral Veins with Rate
Ipsilateral Veins . .
first encirclement

PVI after first 23817328
encirclement 328 238 (72.6%)

C.6.3. - Incidence of repeat ablation procedures

A total of 18 subjects (10.8%) in the Per-Protocol analysis set had one (1) repeat procedure and most
(66.7%, 12/18) had their repeat procedure during the evaluation period (Day 91-365). Most subjects
(88.9%, 16/18) were treated for AF during the repeat procedure.

C.6.4. - 12-month single procedure success

The 12-Month single procedure success was defined as freedom from documented AF/AFL/AT
recurrence (episodes = 30 secs) during the evaluation period after a single ablation and off AADs. Any
repeat ablation procedure or Class | or Il AAD use for AF/AFL/AT during the evaluation period was
deemed effectiveness failure for this endpoint analysis.

Figure 5 presents the Kaplan- Meier analysis of 12-Month single procedure success off Class I/lll AAD
in the Per Protocol analysis set. The probability of 12-Month single procedure success off Class I/1lI
AADs post blanking was 64.3% in the Per-Protocol analysis set.

Figure 5 — 12-Month Single Procedure Success off Class l/IllIAADs Post Blanking
(Per Protocol Analysis Set, N=166)
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C.6.5 - Quality of Life

The quality of life was measured using the Atrial Fibrillation Effect on Quality-of-Life (AFEQT) at
baseline and the 3-, 6-, and 12-month visits.

Figure 6 presents the mean AFEQT composite scores at baseline, 3-, 6-, and 12-month follow up visits
in the effectiveness evaluation period, indicating a sustained improvement on the AFEQT scores from
3 months to 12 months post ablation.

Figure 6 — Mean AFEQT Composite Scores Throughout Study Period
(Per-protocol Analysis Set, N=166)
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Figure 7 presents change in total AFEQT scores from baseline at 3, 6, and 12 months. The mean
change of AFEQT score from baseline to 3 months (28.77) was sustained at 12 months (31.48) and
was larger than a clinical important difference of 19 (Dorian et al., 2013) in the majority of subjects.

Figure 7 — Atrial Fibrillation Effect on Quality of Life (AFEQT) Questionnaire Overall AFEQT Score
(Per-Protocol Analysis Set, N=166)
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C.7 - Subgroup Analyses
Subgroup analyses for the primary endpoints were performed , including but not limited to: sex, age,

CHA2DS2-VASc score, and ablation mode used for PVI. Per protocol, a test of independence by sex was
performed for both primary endpoints, while for other subgroup analyses only descriptive statistics were
presented. The PP Analysis Set and Safety Analysis Set were used for the subgroup analyses of the
primary effectiveness endpoint and primary safety endpoint, respectively. The primary effectiveness
success rates were similar by age (< 65 vs. = 65 years) and CHA2DS2-VASc score (<=2 vs. >2).
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i Gender analysis

The primary endpoints were assessed according to gender. Tables Table 23 and Table 24

summarize the primary effectiveness and safety endpoints by sex in the PP and Safety Analysis

Sets, respectively. Effectiveness and safety outcomes were similar between male and female

subjects.

Table 23 - Primary Effectiveness Endpoint by Sex (Per-Protocol Analysis Set, N=166)

Primary Effectiveness Endpoint Male Female p-value [
Primary Effectiveness Endpoint Success 0.329

n/N 751795 44 /61

% 78.9% 72.1%

[ Chi-square test

Table 24 — Primary Safety Endpoint by Sex (Safety Analysis Set, N=177)

Primary Safety Endpoint Male Female p-value !"!
Primary AE 0.683
n/N 3/106 3/70
% 2.8% 4.3%

' Fisher's exact test

i Primary Safety by Age (<65 vs. 2=65)

Table 25 summarizes the primary safety endpoint by age in the Safety Analysis Set. No PAEs were
observed in subjects aged <65 years. All PAEs occurred in subjects who were aged =65 years.
The big difference in the primary safety event rate between the two age groups was likely caused
by chance in the study in which a very small number of primary safety events occurred. Previous
AF ablation studies (Hao, et al., 2012 and Zado, et al., 2008) reported comparable major
complication rates between patients 65 years of age or older and those under age 65.

Table 25 — Primary Safety Endpoint by Age (Safety Analysis Set, N=177)

Primary Safety Endpoint

Age < 65 years

Age 2 65 years

n/N

0/82

6/94

%

0.0%

6.4%

Subgroup analysis of primary endpoints by ablation mode used for PV isolation

Primary effectiveness success was evaluated by ablation mode used for isolating the PVs. Figure 8
presents the Kaplan- Meier analysis of time to primary effectiveness failures by ablation mode used
for PVI in the PP Analysis Set. The probabilities of freedom from primary effectiveness failure at

12 months post-procedure were comparable in the 2 groups, QMODE+ for PVI (78.1%) vs.
QMODE+ and QMODE for PVI (75.1%).

M-5276-829F — 28



QDOT MICRO™ Bi-Directional Navigation Catheter

Figure 8 — Kaplan-Meier Analysis of Time to First AF/AT/AFL Recurrence Through 12 Months
Post Procedure by PV Ablation Mode (Per-Protocol Analysis Set, N=166)
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Table 26 summarizes the primary safety outcome by ablation mode used for PVI in the Safety
Analysis Set. The PAE rate was similar between the QMODE+ only group and QMODE+ and

QMODE group.
Table 26 — Primary Safety Endpoint by PV Ablation Mode (Safety Analysis Set, N=177)
Primary Safety Endpoint QMODE+ Only QMODE+ and QMODE
Primary AE
n/N 3/95 3/79
% M 3.2% 3.8%

1 The percentage of subjects with PAEs within each group. Subjects without at
least 3 months of follow-up are excluded from the primary safety analysis unless
they experienced a PAE.

C.8 - Results in Subjects Who Received Cavo-tricuspid Isthmus Ablation Using Study Catheter

Among a total of 175 subjects who received RF ablation using the study device in the pivotal trial,

47 underwent CTI ablation using the study device only (n = 45), a non-study catheter only (n = 1), or both
(n = 1)during the index procedure per study protocol for typical atrial flutter documented either before or
during the procedure. Protocol recommended QMODE mode was used to ablate the CTl in all

33 subjects with ablation mode data available and one of the 33 subjects also received ablations in the
CTI using the QMODE+ mode.

Among the 46 subjects who received CTI ablation using the study catheter, 44 (95.7%) had bidirectional
CTI block confirmed, and the remaining two subjects either did not achieve bidirectional CTI block (n=1)
or had missing information about CTI block (n = 1).

Among the 46 subjects who received CTI ablation using the study catheter, none had a primary AE,
three (3) had a total of three (3) serious adverse events and 11 had a total of 12 non-serious adverse
events within 30 days after a study procedure. None of these serious adverse events or non-serious
adverse events was adjudicated as study device-related; while 9 non-serious adverse events were
adjudicated as ablation procedure related.

Among the 46 subjects who received CTI ablation using the study catheter, two (2) had documented atrial
flutter recurrence during follow-up. The type of recurrent atrial flutter was atypical atrial flutter in one
subject and undetermined in another because it was only documented on TTM.

D. Study Conclusion

The results of the Q-FFICIENCY study demonstrated that there is a reasonable assurance of safety and
effectiveness of the QDOT MICRO™ Catheter when used for the treatment of symptomatic drug
refractory paroxysmal AF and typical atrial flutter.
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RF ABLATION

For RF ablation the catheter is connected to the CARTO™ 3 System Patient Interface Unit (PIU) via
accessory cables, which connect to the RF generator. For setup procedures refer to the User Manual for
your CARTO™ 3 Navigation System. For proper RF generator interface, use only a Biosense Webster or
compatible interface cable. To complete the electrical circuit, an indifferent electrode must be connected
to the indifferent electrode input on the RF generator. Verify that circuit impedance prior to RF ablation is
within expected parameters. Verify that the RF generator displays a temperature not above 37°C after the
catheter is inserted into the patient and before applying RF power.

RF GENERATOR OPERATION

Refer to the applicable RF generator manual for proper connection of the catheter to the generator and
for detailed instructions as to generator operation for RF ablation.

RF ablation application parameters will vary depending on the ablation site, the specific conditions
present in each procedure and the RF generator control circuitry. Based on data obtained from prior
animal and clinical studies, recommended RF application parameters are provided below in the
“Directions for Use” and in Table 1. Always monitor temperature and impedance rise when using the
QDOT MICRO™ Bi-Directional Navigation Catheter.

HOW SUPPLIED
e The QDOT MICRO™ Bi-Directional Navigation Catheter is supplied STERILE (EtO).

” o« ”

o The catheter is supplied with a choice of five curve configurations: “DD”, “FF”, “*JJ”, “DF”, and “FJ”
(Figure 9).
e Additional catheter accessory devices are provided separately.

Figure 9 — Curve Types

CURVE TYPE D-D
CURVE TYPE F-F
CURVE TYPE J-J
CURVE TYPE D-F
CURVE TYPE F-J

PACKAGING

The catheter is secured in a two-piece thermoform tray and placed into a Tyvek/Nylon film pouch, sealed,
and placed in a box. Both the pouch and thermoform tray are sterile unless the package is damaged or
opened.

STORAGE
Store in a cool, dry, dark place. Storage temperature should be between 5 and 25°C (41 and 77°F).

STERILIZATION AND USE-BY DATE

This catheter has been sterilized with ethylene oxide gas. Product and package testing have been
conducted to support the “Use By” date printed on the product labels. DO NOT USE after the “Use By”
date.

This device is packaged and sterilized for single use only. Do not reuse, reprocess, or resterilize. Reuse,
reprocessing, or resterilization may compromise the structural integrity of the device and/or lead to device
failure that in turn may result in patient injury, illness, or death. Also, reprocessing or resterilization of
single use devices may create a risk of contamination and/or cause patient infection or cross-infection,
including, but not limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, iliness, or death of the patient.
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DISPOSAL

Recycle components, or dispose of the product and its residual elements or waste items in accordance
with local laws and regulations.

COMPATIBLE EP NAVIGATION SYSTEM

The Biosense Webster QDOT MICRO™ Bi-Directional Navigation Catheter provides location and contact
force information only when used with CARTO™ 3 Navigation System. Compatibility with the CARTO™ 3
System has been demonstrated via bench, animal, and clinical testing to confirm that the device is
capable of providing accurate location and contact force information when used in accordance with the
Instructions for Use.

DIRECTIONS FOR USE

Please refer to the user manuals for the CARTO™ 3 Navigation System, the irrigation pump, the irrigation
tubing, and the generator for instructions on connecting and operating these systems in conjunction with
the QDOT MICRO™ Bi-Directional Catheter. Use appropriate Biosense Webster accessory cables to
connect the QDOT MICRO™ Bi-Directional Catheter to the appropriate accessory equipment.

1. Using aseptic technique, remove the catheter from the package and place it in a sterile work area.
Inspect the catheter carefully for electrode integrity and overall condition.

2. Use the Rocker Lever to deflect the catheter tip (Figure 10). When the lever is turned out of the
neutral position, the tip deflects in the same direction as the lever. The amount of deflection is relative
to the amount of lever rotation. To straighten the tip, return the Rocker Lever to neutral position.

Figure 10 — Deflecting the Catheter Tip with the Rocker Lever
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The handle has an adjustable friction control that allows the operator to use the Rocker Lever and
deflecting tip in a “free” state or adjust the friction to where the Rocker Lever and tip curve are
“locked” in place (Figure 11). This knob is located on the opposite side of the Rocker Lever. Out of
the package, the knob will be in the “off” position, which allows the freest movement for the lever and
deflecting tip. The amount of friction increases as the Friction Control Knob is rotated clockwise until it
reaches the fully “on” position.

Figure 11 — Friction Control Knob

Clockwise rotation from the “off’ position increases the
friction within the Deflection Mechanism.
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the friction within the Deflection Mechanism
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11.
12.

13.

14.

15.

16.

17.

Follow standard practice for vessel puncture, guidewire insertion, and guiding sheath use and
aspiration per its instructions for use.

To verify compatibility between the sheath and catheter, advance the catheter through the sheath
prior to insertion. Any sheath < 8.5 F is contraindicated. For compatible sheaths, contact Customer
Support or your Biosense Webster representative.

Connect the irrigation pump tubing to a room temperature, heparinized (1 1U heparin/ml) normal
saline bag using standard safe hospital practices. Open the stopcock on the end of the tubing set and
fill the tubing set as slowly as possible. Remove any trapped air and then close the stopcock.

Load the irrigation tubing into the pump. Open the stopcock and flush per the irrigation pump
instructions until the air is expelled through the open end of the tubing.

Connect the irrigation tubing to the Luer fitting of the catheter.

Flush the catheter and tubing to ensure purging of trapped air bubbles and to verify irrigation through
the tip electrode.

Start continuous irrigation with the irrigation pump at the low flow rate.

. Connect the catheter to the CARTO™ System Patient Interface Unit (PIU) with the appropriate

Biosense Webster cables. Connect the PIU to the generator and to the appropriate recording and
mapping systems, including the CARTO™ 3 Navigation System, with appropriate interface cables.
Use only Biosense Webster interface cables. To complete the electrical circuit, connect an indifferent
electrode to the indifferent electrode input on the generator.

Insert the QDOT MICRO™ Bi-Directional Catheter via the entrance site.

Advance the catheter to the desired area. Use both direct imaging guidance (such as fluoroscopy or
ultrasound) and electrograms (EGM) to aid in proper positioning.

In order to achieve optimal force reading accuracy and stability, allow the catheter to warm up for
2 minutes after connection to the CARTO™ 3 System, prior to use of the force feedback feature.

Zero the contact force reading following insertion into the patient. The tip electrode and the two distal
ring electrodes on the catheter tip must be outside of the sheath so that the force sensor is inside the
body. Ensure the catheter tip is not in contact with tissue by evaluating the location on fluoroscopy,
the CARTO™ System or other direct imaging guidance along with the EGM amplitude and catheter
movement. Variations in the force reading at the same rate as the cardiac or respiration cycle may
indicate contact with cardiac structures. Once these markers indicate the tip is not in contact, the
reading can be zeroed. Refer to the user manual for the CARTO™ 3 System for instructions on how
to zero the contact force reading.

Zero the contact force reading when moving the catheter from one chamber of the heart to another or
upon reinsertion.

Verify that the “QDOT MICRO” option is selected on the RF generator. When this option is chosen,
the RF generator defaults to the safety parameters established for the QDOT MICRO™ Bi-Directional
Navigation Catheter.

Table 1 below outlines the recommended ablation parameter settings when using the
QDOT MICRO™ Bi-Directional Navigation Catheter for ablation in the atria:

Table 1: Recommended Ablation Parameter Settings

Power Mode QMODE* QMODE+
Power (W) 25-35 36-50 90
Target Electrode Temperature (°C) 50 50 60
RF application time (s) Upto 60 | Up to 60 4
Nominal Irrigation flow rate (ml/min)** 4> 15%** 8

* RF applications on the left atrial posterior wall using QMODE should not exceed 35 W in
power and 30 sec in duration.

** A minimum flow rate of 2 mL/min during mapping is recommended.

*** The irrigation flow rate is set by the generator and automatically adjusted between
4ml/min or 15ml/min to reach and maintain the set maximum power within the target
electrode temperature.
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18.
19.

20.

e For the treatment typical atrial flutter, the QMODE is recommended.

e For the treatment of paroxysmal atrial fibrillation, the QMODE+ is recommended as the primary
ablation mode for creating pulmonary vein isolation lesions and the QMODE is recommended for
applications outside the PV ostia and for touch-up ablations.

e The QMODE power setting allows a maximum power up to 50 W, and the clinical operator may
select any combination of power and RF application time, guided by the clinical judgment and
expertise of the clinical operator as well as the anatomical area of interest.

e The QMODE+ power setting allows a maximum power up to 90 W, with a maximum RF
application time up to 4 seconds. Use caution when overlapping RF ablation points, particularly
on the posterior wall. Maintain appropriate contact force within the recommended range. This
combination of power and RF application time is optimized for atrial ablation and may be used
independently or in conjunction with the QMODE power setting.

e For ablations with any power setting, the clinical operator should monitor commonly used ablation
effectiveness parameters like electrogram amplitude reduction and/or impedance drop.

Contact Force (CF) ranges during ablation:

The QFFICIENCY IDE study recommended CF settings to operators for use with the study catheter in
both QMODE and QMODE+ as follows:

e CF Working Range: 5-30g

During the study, the overall average CF recorded during a study ablation procedure for all
166 subjects in the Per-Protocol Analyiss set was 15.4 £ 5.2 grams.

Do not use this catheter without irrigation flow. Do not alter the irrigation flow rate.

Monitor the catheter tip temperature response throughout the procedure to ensure adequate
irrigation. If temperature increases very rapidly during RF application, power delivery should be
interrupted. The irrigation system must be rechecked prior to restarting RF application. Note: The
displayed temperature represents the temperature of the electrode only, not the temperature of the
tissue.

In the event of a generator cutoff (impedance or temperature), the catheter must be withdrawn and
the tip electrode inspected for coagulum before RF energy is reapplied. To remove any coagulum, if
present, a sterile gauze pad dampened with sterile saline may be used to gently wipe the tip section
clean. Do not scrub or twist the tip electrode as damage to the tip electrode bond may occur and
loosen the tip electrode, or damage may also occur to the contact force sensor and affect
measurement accuracy. Prior to reinsertion, flush the tip to ensure that the irrigation holes are not

plugged.
If irrigation hole occlusion occurs:
a. Fill a 1-2 ml syringe with sterile saline and attach it to the stopcock on the end of the tubing set.

b. Inject the saline from the syringe into the catheter. A uniform flow of fluid should be visible from
the tip of the catheter.

c. Repeat steps a and b, if necessary, until the holes are cleared.

d. Flush the catheter and tubing per standard technique to ensure purging of trapped air bubbles
and to verify that the irrigation holes are patent.

e. The catheter can now be introduced into the patient.

f.  Zero the catheter following reinsertion into the patient.

WARNING: Do not continue use of the catheter if it is still occluded or if it is not functioning
properly.
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DISCLAIMER OF WARRANTY AND LIMITATION OF LIABILITY

THERE IS NO EXPRESS OR IMPLIED WARRANTY, INCLUDING WITHOUT LIMITATION ANY
IMPLIED WARRANTY OF MERCHANTARBILITY OR FITNESS FOR A PARTICULAR PURPOSE, ON
THE PRODUCT(S) DESCRIBED HEREIN. UNDER NO CIRCUMSTANCES SHALL

BIOSENSE WEBSTER, INC., OR ITS AFFILIATED COMPANIES, BE LIABLE FOR ANY SPECIAL,
DIRECT, INCIDENTAL, CONSEQUENTIAL, OR OTHER DAMAGES OTHER THAN AS EXPRESSLY
PROVIDED BY APPLICABLE LAW.

WITHOUT LIMITING THE FOREGOING, BIOSENSE WEBSTER, INC. OR ITS AFFILIATED
COMPANIES, SHALL NOT BE LIABLE FOR ANY SPECIAL, DIRECT, INCIDENTAL,
CONSEQUENTIAL, OR OTHER DAMAGES, ARISING OUT OF THE REUSE OF ANY PRODUCT(S)
LABELED FOR SINGLE USE OR WHERE REUSE IS PROHIBITED BY APPLICABLE LAW.

Descriptions and specifications appearing in Biosense Webster, Inc. printed matter, including this
publication, are informational only and meant solely to generally describe the product(s) at the time of
manufacture and are not made or given as a warranty of the prescribed product(s) in any way.
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1 Description of This Operation Manual

This manual contains information specifically applicable to use of the nGEN™ Generator with the
Biosense Webster QDOT MICRO™ Catheter. The nGEN™ Generator User Manual: General
Features and Functions contains information about the nGEN™ Generator that applies regardless of
the catheters used with the generator.

2 Ablation Modes for the QDOT MICRO™ Catheter

The nGEN™ Generator delivers RF energy using two temperature-controlled ablation modes
through the QDOT MICRO™ Catheter. QMODE™ is used for ablation power settings up to 50W;
QMODE+™ is used for ablation power settings up to 90W.

QMODE™ uses irrigation flow to maximize power delivery without exceeding target temperature
during an ablation. Select a maximum power and a target temperature on the nGEN™ Generator.
For maximum power settings greater than 35 W, also select a maximum low flow temperature.
Depending on the power setting, the generator changes the pump from high to low flow or from low
to high flow to reach and maintain the set maximum power to ensure the tip is within the target
temperature range.

e For maximum power settings up to 35 W (the pump starts at low flow): The generator changes the
pump from low to high flow to maintain the set maximum power when the temperature exceeds
the set target temperature during ablation and the power begins to drop.

e For maximum power settings between 36W and 50W (the pump starts at high flow): The
generator changes the pump from high to low flow when the temperature drops below or does not
rise above the set maximum low flow temperature during ablation. The change to low flow allows
the temperature to rise closer to the target temperature.

QMODE+™ delivers high power in a short ablation session. Select a target temperature and
maximum power on the nGEN™ Generator. If the target temperature is reached before the set
duration expires, the generator modulates the power to maintain the target temperature.

3 Warnings

See the nGEN™ Generator User Manual: General Features and Functions and the QDOT
MICRO™ Catheter instructions for use for applicable warnings.

4 Generator Components

For information about the components provided as part of the nGEN™ Generator, see the nGEN™
Generator User Manual: General Features and Functions.
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5 Catheter Setup and Connections

This section describes how to connect the catheter, and identifies the devices and cables shown in
the illustration.

Figure 1 - QDOT MICRO™ Catheter to CARTO™ System

Table 1 - Devices

1 See Note QDOT MICRO™ Catheter

2 D140102 TX eco Cable

3 FG540000 CARTO™ System

4 M685301 nGEN™ Console
Note: Contact a Biosense Webster representative for the QDOT MICRO™ Catheter part
number.

Table 2 - Cables
D135703 TX eco EXT Cable
B M581007 Cable TX, nGEN™ Console to CARTO™ System, 3 m (10 ft)
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6 Typical Workflow

Steps

AVISO: Est

This is a

o ok Wi

Physically connect all required devices, and selected optional devices, to the
generator.

Turn on the power supply unit.
Turn on the console and monitor(s).

At the screen, review the device connections.

Physically connect all applicable devices to the patient.

At the screen, confirm the QDOT MICRO™ selection from the
Catheter menu, then select or create a preset.

At the screen, review the settings. Position the catheter at the first
ablation site.

Start ablation by pressing the START button on either the Primary Monitor or
the Secondary Monitor, or by pressing the pedal connected to the Primary
Monitor, the Secondary Monitor, or the Console. Press the STOP button or
release the pedal to stop ablation.
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7 Generator Screens

For information about the screens that appear regardless of catheter type, see the nGEN™
Generator User Manual: General Features and Functions.

The catheter icon on the screen indicates only whether a compatible catheter is
connected to the nGEN™ Generator. See Figure 1 for details on how to connect the QDOT
MICRO™ Catheter to the nGEN™ Generator via the TX eco Cable and CARTO™ System. For

information about the screen in general, and all other device dialog boxes, see
Section 13.3 Connections Screen, nGEN™ Generator User Manual: General Features and
Functions.

Figure 2 - Connections Screen: QDOT MICRO™ Catheter

Presets Ablation

—

¢ o QDOTMICRO Default* Qaom 'S 6 >0 th’min

Press the catheter icon on the screen. The Catheter Type dialog box appears.

Table 3 - Catheter Dialog Box
Button or Field Description

T = - The diagram shows the connection of Navigation
Catheters to the nGEN™ Console and the CARTO™

PIU. See Section 5, Catheter Setup and Connections for
more information.
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Table 4 - Cables

A M581007 Cable TX, nGEN™ Console to CARTO™ System, 3 m (10 ft)
B D135703 TX eco EXT Cable
Not shown  D140102 TX eco Cable

Figure 3 - Presets Screen

emer e

Connections Ablation

Catheter P apoTMicke ™ Defauit

Time

Time

60 Sec

Power

Man.
Min.
Delta

Max.

on @
50 0
50 0

On .

w00 O

| o* apormicro ™ | Default

Irrigation

High Flow
Pre-Abl, 2 Sec  Fluid Warning
-Abl.

w Flow Temp.

Table 5 - Features on the Presets Screen

250  ml
New Bag
on @

100 ml

1 Undo button

New Preset button

Delete button

Save Preset button

Ablation Settings area

Irrigation Settings area

Preset Menu

O N o a | b~ W DN

Catheter Menu
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7.2.1

7.2.2

Preset Overview

When QDOT MICRO™ is selected from the Catheter Menu, the names of the available
presets are displayed in the Preset Menu. When a preset name is selected, the settings for that

preset are displayed in the Ablation Settings area and the Irrigation Settings area of the
screen.

If the list is longer than the screen, the grey arrow in the Next button becomes white. Press the
Next button to display the next page of presets. Press the Previous button to display the
previous page of presets.

The generator comes with one QDOT MICRO™ preset named Default. Additional presets can
be created, or presets can be imported from a USB flash drive.

Values on the screen can be changed. Press the value and the background will become

orange. Use the Control knob, Plus button, or Minus button to change the value. The changes
are automatically updated.

Caution: Do not press the control knob. Doing so may inadvertently change the values.

Preset Settings

The screens below show the fields associated with the QDOT MICRO™ Catheter and are followed
by a table that explains each field. The values in the following figures are for illustration only.

Figure 4 - QDOT MICRO™ Catheter, QVIODE™

Connections | B Ablation

Catheter Prese apoTmicke ™  Defauit

on Control [SAMBBEY  QMODE+

Time

250 0
50 0O
On .

wo O |

Bag Size 250 ml
New Bag

Sec  Fluid Warning an .

Level 100 mil

) o apormicro™ | Default
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Figure 5 - QDOT MICRO™ Catheter, QVIODE+™

Connections | Ablation Post
Catheter apoTmicRo ™ Defoult *
lation Control  GMODE

Time

On

o0 0O

75 0
Delta On .

Max. 100 O

Irrigation
Bag 250 ml
High Flow New Bag
Pre-Abl. Fluid Warning on @

Post-Abl

@ o° apormicro™ | Default * 2 tlfmin

Table 6 - Preset Settings
Field Setting

Ablation Control

The ablation control displays the ablation mode.

Press QMODE for QMODE™ ablation mode or press QMODE+ for
QMODE+™ ablation mode. The selected ablation mode becomes

orange.
Time
Time ) - Change the Time value to set the duration of the ablation session.
The value set in this field appears on the screen.
Power
[ P - Change the Max. value to the maximum power the generator is to
deliver during the ablation.
The value set in this field appears on the screen.
WA Thisis a proprietary and _confidential document. Verify revision is current prior to use.
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Field

Table 6 - Preset Settings

Setting

Temperature

Change the Target value to the temperature for the generator to reach
and maintain during ablation. The value set in this field appears on the
screen.

Change the Cutoff value to set the temperature for the generator to
stop ablation.

- The Target value must be at least 5°C lower than the Cutoff value.

When the Target value is exactly 5°C lower than the Cutoff value, the
generator will not allow the Target value to be increased unless the
Cutoff value is increased first to maintain a difference of at least 5°C.

Impedance

Range

Press the On/Off toggle button to turn on Range for the generator to
stop the ablation and issue an alarm when the maximum or minimum
impedance is reached.

Change the Max. and Min. values to set the maximum or minimum
impedance. It is recommended that impedance during ablation not
exceed 250 ohms. The generator will also stop the ablation and issue an
alarm if the impedance value becomes infinite (for example, the catheter
becomes disconnected from the generator) or the value becomes zero
(for example, an internal short).

- When Range is Off, it is not possible to update the Max. and Min.

impedance values.

Press the On/Off toggle button to turn on Delta for the generator to
stop the ablation and issue an alarm when the impedance change
exceeds the Max. value.
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Table 6 - Preset Settings
Field Setting

Irrigation

Auto Pump Control

- Auto Pump Control indicates that the pump is being controlled by the
generator (see Section 13.3.6, nGEN™ Pump, nGEN™ Generator User
Manual: General Features and Functions).

High Flow

- The High Flow values show the irrigation flow rates during ablation and
cannot be changed.

- When QMODE™ is selected, the generator changes between the Max.
and Min. flow rates.
Press the Pre-Abl. value to set the time to start the high flow before the
ablation starts.

Press the Post-Abl. value to set the time to maintain the high flow after
the ablation ends.

Low Flow

- The Low Flow value shows the irrigation flow rate before the Pre-Abl.
time and after Post-Abl. time. This value cannot be changed.

Max. Low Flow Temp. (QMODE™ only)

For Max. Power settings between 36W and 50W (the pump starts at

high flow), select the Max. Low Flow Temp. for the generator to
change the pump from high to low flow when the temperature drops
below or does not rise above this value during ablation.

Bag Size
- Change the Bag Size: value to set the size of the irrigation solution
bag. The value can be changed in increments of 250 ml. See Section
m 12.7, Changing the Irrigation Solution Bag, nGEN™ Generator User
Manual: General Features and Functions.

Press the New Bag button to reset the fluid volume calculator.

Fluid Warning

Press the On/Off toggle button to turn on Fluid Warning for the
generator to issue the Low Fluid Warning when the Current Fluid
Volume is below the set Level value.

7.2.3 Selecting a Preset

Steps | 1. Press the Presets tab.

2. Verify that QDOT MICRO™ is selected.

3. Select a preset name. The preset name background turns orange when
selected.
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7.2.4 Changing a Preset: Basic Instructions

WARNING
Modifying settings can significantly affect the performance of the nGEN™ Generator. Use clinical
judgment and consider patient conditions when modifying the settings.

Steps Press the Presets tab.

Verify that QDOT MICRO™ is selected.

Select a preset name.

Change the settings as desired. When a setting is changed, an asterisk
appears after the preset name to indicate that a change was made. If the
Default preset is selected, settings can be changed but not saved, and the

Save Preset button will be disabled.

Ao bd =

m 5. Press the Save Preset button. The Save Preset dialog box appears and
displays this message:
“Are you sure you want to save changes to this preset?”
6. Press Yes or No. If Yes is pressed, the changes are saved and the asterisk
disappears.
7. If a change does not need to be saved, press the Undo button. The Undo
Changes dialog box appears and display this message:
“Are you sure you want to undo the changes to this preset?”
8. Press Yes or No.

7.2.5 Creating a New Preset

Steps | 1. Press the Presets tab.

2. Verify that QDOT MICRO™ is selected.

3. Select a preset with settings similar to those that will be created for the new
preset.

4. Change the settings as desired. When a setting changes, an asterisk appears
after the preset name to indicate that a change was made to the selected
preset.

5. Press the New Preset button. The keyboard will appear.

6. Preset names can have a maximum of 15 characters. Enter a name for the
new preset. If that name already exists, the Save Preset dialog box appears
and displays this message:

“[Preset name] already exists. Please choose as different name.”
Use the Backspace key to delete the name, then enter a new one.

7. Press Save.
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7.2.6 Deleting a Preset

Steps | 1. Press the Presets tab.

2. Select the preset to delete. If the Default preset is selected, the Delete
button will be disabled.
E 3. Press the Delete button. The Delete Preset dialog box appears and
displays this message:
“Are you sure you want to delete this preset?”
4. Press Yes. After a preset is deleted, the deletion cannot be undone.

Steps | 1. After the generator is started, the screen appears.

2. Connect the QDOT MICRO™ Catheter and the screen displays the
settings from the QDOT MICRO™ Default preset.

3. If a different preset was previously selected, the QDOT MICRO™ Connected

dialog box appears and displays this message:
“The preset has changed to the Default preset for QDOT MICRO™.”

4. Press OK.
Notes | - The time, power, and temperature settings on the screen can be

changed before and during ablation.

- Changes made in the screen will appear on the screen.
Changes will be lost if not saved before a procedure ends, or the generator is shut
down.
Data from the ablation sessions is saved in log files that can be exported to a USB
flash drive.

WARNING
Modifying settings can significantly affect the performance of the nGEN™ Generator. Use clinical

judgment and consider patient conditions when modifying the settings.
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7.3.1 Features on the Ablation Screen

The
graphs.

Feature

screen displays temperature, impedance, power, and time values as numbers and

Figure 6 - Ablation Screen
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Table 7 - Features on the Ablation Screen

Description

QMODE+

Press the QMIODE™ or QMODE+™ to select the ablation mode. The selected
mode turns orange.
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- Two dashes are displayed before and after ablation.

- The large white number shows the elapsed ablation time.

- When using irrigated catheters, a minus sign before the number indicates the
Pre-Abl. high flow time and counts to 0 before the ablation starts. A plus sign
before the number indicates the Post-Abl. high flow time after the ablation ends.

- The small white number inside a rectangle shows the ablation duration. This value
can be changed before or during ablation by pressing the number. The background
will become white. Use the Control knob, Plus button, or Minus button to change
the value.
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- Two dashes are displayed before and after ablation.

- The large yellow number shows the real-time power.

- The small yellow number inside a rectangle shows the Max. power. This value can
be changed before or during ablation by pressing the number. The background will
become yellow. Use the Control knob, Plus button, or Minus button to change
the value.

On the graph, the solid yellow line represents the real-time power and the dashed
yellow line represents the Max. power.
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Table 7 - Features on the Ablation Screen

Feature Description

Temperature - The large orange number shows the real-time temperature.

- The small orange number inside a rectangle shows the Target temperature. This
value can be changed before or during ablation by pressing the number. The
background will become orange. Use the Control knob, Plus button, or Minus
button to change the value.

On the graph, the solid orange line represents the real-time temperature and the
dashed orange line represents the Target temperature.

- On the graph, if Flow Change Indicator is selected from the Ablation
Display screen, the blue arrows and their associated blue dots show when the
(QMODE™) NGEN™ Pump changes between the Min. and Max. High Flow settings in

QMODE™ ablation mode. See Section 13.2.1, Ablation Display, nGEN™ Generator
User Manual: General Features and Functions.

Impedance - The green number shows the real-time impedance.

On the graph, a solid green line represents the real-time impedance and the dashed
green line represents the impedance value when the ablation session starts.

Note: When a setting is changed, an asterisk appears after the preset name to indicate that a change was
made. Setting changes made on the screen also appear on the screen.

The Irrigation Control panel is at the lower right of any screen. Irrigation settings can be
changed before ablation, but all buttons are disabled during ablation.

Figure 7 - Irrigation Control Panel
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The following buttons are displayed.
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5 4a 3 2b 1

Press the Collapse Ed button to see fewer buttons or the Expand B button to see more buttons.

< & 4 ml/min

3 2a 1

If a Bubble or Fluid Level Low alarm occurs, the display expands automatically to show the

alarm.
40 ml 664 > 8o - mimin
3 9 1
Table 8 - Irrigation Control Buttons
1 Flow Rate - The Flow Rate button displays the current flow rate. This value is read-
only and cannot be changed.

- When the generator communicates with the pump and there is no

irrigation flow, the Flow Rate button displays zero.

o/ - When the generator cannot communicate with the pump and there is no
irrigation flow, the Flow Rate button displays dashed lines.

Manual Pump If Manual Pump Control selected, the generator will issue an alarm:

Control “Pump is in manual mode.”

Return to Auto Pump Control.

2a Low Flow - The Low Flow button indicates when the pump provides irrigation at
u the set low flow rate.
2b Hiah EI - The High Flow button indicates when the pump provides irrigation at
19 ow the set high flow rate.

s - The generator automatically changes from low flow rate to high flow rate
when the ablation session starts and from high flow rate to low flow rate
when the ablation session ends.

3 Collapse Press the Collapse button to display only the Flow Rate and the

Low Flow or High Flow button.

Expand Press the Expand button to display all irrigation buttons.

Note: The Low Flow button and the High Flow button can also be
pressed to collapse and expand the display of buttons.

WA Thisis a proprietary and confidential document. Verify revision is current prior to use.
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Table 8 - Irrigation Control Buttons

4a Start Low Flow - If this button is not visible, press the Expand button.
Press the Start Low Flow button to start low flow on the pump. After
the low flow starts, the button changes to the Start High Flow button.

4b  Start High Flow - Press the Start High Flow button to start high flow on the pump. After
the high flow starts, the button changes to the Start Low Flow button.

5 Stop Flow - If this button is not visible, press the Expand button.
Press the Stop Flow button to stop the irrigation flow.

WARNING
Do not flush the catheter when it is in the patient.

If this button is not visible, press the Expand button.

Press the Stop Flow button to enable the Flush button.

Press the Flush button to begin flushing the irrigation tubing. The button

becomes orange and this message appears:
“To flush, press and hold the Control knob on the monitor. Release
the knob to stop flushing.”

Press and hold the Control knob on the monitor to flush the irrigation

tubing.

Release the Control knob to stop flushing.

Flushing cannot be performed during ablation.

- When it is not possible to flush, the button is disabled (grey).

7 Current Fluid - The Current Fluid Volume displays the amount of fluid in the
Volume irrigation solution bag.

40 ml

8a Reset Bag - If the Reset Bag button is not visible, press the Expand button.
Press the Reset Bag button to change the irrigation solution bag. The
button changes to orange and the Bag Size: and New Bag button
appear. Change the Bag Size: value to the set the size of the irrigation

solution bag in increments of 250 ml. Press the New Bag button to
reset the fluid volume calculator. See Section 12.7, Changing the

Irrigation Fluid Bag, nGEN™ Generator User Manual: General Features
and Functions.

8b Low Fluid - The Low Fluid Warning button appears when Current Fluid
Warning Volume drops below the set Level value. If on the screen,
the Fluid Warning field is selected On, an alarm message will appear.

Note: The 8a and 8b buttons appear together on the figure above for

illustration; the Irrigation Control panel will display either the 8a or 8b
icon, but not both at the same time.

WA Thisis a proprietary and confidential document. Verify revision is current prior to use.
AVISO: Este es un y i ial, y con derechos reservados. Revisar si es la revision mas actualizada. Release Date: 9/12/2022




Table 8 - Irrigation Control Buttons

9 Bubbles

&P

- The Bubbles alarm displays when the pump detects bubbles in the

irrigation tubing set.

If a bubble error occurs, the irrigation tubing must be flushed. Remove
the catheter from the patient or close the stopcock to the catheter, then

press the Flush button. The Flush dialog box appears and displays
this message:
“To flush, press and hold the €Control knob on the monitor. Release
the knob to stop flushing.”
Press and hold the knob to flush and release the Control knob after the

Bubbles alarm disappears. Flushing cannot be performed during
ablation.

The screen displays data about the entire ablation procedure or a specific ablation session.
The data remains available on the screen until a selection is made from the Shut Down
menu. The data is then deleted from the screen but is saved in a log file.

Figure 8 - Post Screen: Ablation Procedure Summary

Connections

Sec

Total Time
00:00:02
Start Time
9:07:36
Date

26 Feb 2019

Total Irrigation: 4 ml|

Ablation H

w Q
Maximum Maximum
a3 121
Average Viinimum
43 i

Total

71)

@ o apormicro™ | Default * 668 >80 2imin
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Figure 9 - Post Screen: Ablation Session Information - Data

Connections Primary mc

» @

Sec

Start Time Maximum
14:32:49 20

Total Time Average

00:56 19

Total

1103)
Stop Reason: STOP button pressed - Primary Monitor
Catheter Type: QDOT MICRO™

Irrigation 2 ml

(O & aqpoTMIcRO™ | Default ¥ 1225m 8848 >4 2/min

Figure 10 - Post Screen: Ablation Session Information - Graph

Connections Presets Ablation m Primary monit

. ‘4' % -
Data m
i

Stop Reason: STOP button pressed - Primary Monitor

() o aoor micro™ | Default ¥ 1224 0846 > 6 2ymin

1. Pressthe tab.

2. Press the Procedure Summary button or an Ablation Session button.
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Feature

Table 9 - Post Screen Fields

Description

Procedure Summary

(s |

+ The number on the Procedure Summary button indicates the total

number of ablation sessions in the procedure. Press the button to
display the Procedure Summary.

+ The background of the Procedure Summary button changes from

black to orange when it is selected, and the procedure information is
displayed.

Total Time
(Procedure Summary)

- The Total Time field displays the total duration of all ablation

sessions in the procedure in hours/minutes/seconds (00:00:00).

Start Time - An ablation procedure starts when End Procedure or Reload
Software is selected from the Shut Down menu.
- The Start Time field in the ablation session area displays the time
that the ablation session started.
- The Start Time field in the procedure summary area displays the time
that the ablation procedure started.
Date - The Date field displays the date that the procedure was started.

(Procedure Summary)

Total Irrigation
(Procedure summary)

- The Total Irrigation field displays the amount of fluid that was

delivered during the ablation procedure.

- The number represents the total amount of fluid used during the

ablation procedure, including during low flow and during pre-ablation
and post-ablation high flow. It does not include fluid delivered during
flushing.

Ablation Session

-
.

- The Ablation Session button represents the individual ablation

sessions. Press a number to view the information for the corresponding
ablation session.

- The background of the Ablation Session button changes from black

to orange when it is selected, and the corresponding ablation session
information is displayed.

Next Previous

Press the Next button or the Previous button to display ablation
numbers that are not visible.

Total Time

(Ablation session)

- The Total Time field displays the duration of the ablation session in

minutes/seconds (MM:SS).

- The yellow Maximum, Average, and Total fields display the

maximum, average, and total power reached during the ablation
session or ablation procedure.

- The orange Maximum and Average fields display the maximum and

average temperature reached during the ablation session or ablation
procedure.

Thisis a proprietary and confidential document. Verify revision is current prior to use.
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Table 9 - Post Screen Fields
Feature Description

+ The green Maximum and Minimum fields display the maximum and
minimum impedance reached during the ablation session or ablation
procedure.

- The Drop field displays the impedance drop during the ablation
session.

Irrigation - The Irrigation field displays the amount of fluid delivered during the
ablation session.

- The number represents the total amount of fluid used during the
ablation session, including during low flow and during pre-ablation and
post-ablation high flow. It does not include fluid delivered during

(Ablation session )

flushing.
Stop Reason - The Stop Reason field displays the reason why the ablation session
(Ablation session) stopped.
Catheter Type - The Catheter Type field displays the catheter type that was used

(Ablation session) during the ablation session.

- The Data/Graph button is a toggle button. The selected button has an
orange background.

- The orange Data button indicates that the data for the ablation session
is displayed.

- The orange Graph button indicates that a graph of the ablation session
is displayed.

(Ablation session)

- The yellow line and number represent the power reached as the
ablation session progressed.

- The orange line and number represent the temperature reached as the
ablation session progressed.

- The solid green line and number represent the impedance reached as
the ablation session progressed.

- The dashed green line represents the impedance value when the
ablation starts.

(Ablation session)

Press on any graph line, then use the Control knob to see the power,
temperature, and impedance values at any point during the selected
ablation session.

Thisis a proprietary and confidential document. Verify revision is current prior to use.
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8 Technical Data

Figure 11 - Output Specifications
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Figure 12 - Output Specifications - QVIODE™ and QMODE+™ Ablation Modes
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9

Troubleshooting

The Alarm Messages table explains each alarm message that may appear when a QDOT MICRO™

Catheter is used.

Table 10 - QDOT MICRO™ Catheter Alarm Messages
Alarm
Message What To Do lcon Tone
Reasons
CARTO™ - catheter error + Check catheter error message(s) on CARTO™
- The generator has received a System. x| v
message from the CARTO™
System.
CARTO™ - communication - Verify that the Ethernet cable from the CARTO™
error System Workstation to the nGEN™ Console is
- There is a problem with the properly connected.
communication between the - Verify that the Ethernet cable is not damaged.
CARTO™ System and the Reload the software on the monitor(s). X | v
nGEN™ Generator. Reload the software on the CARTO™ System.
If the problem persists, turn the console off and
then on. Restart the monitor(s).
If the problem persists, replace the cable.
Electrode - delta impedance - Verify that the maximum impedance delta setting in
too high the selected preset is appropriate.
- The impedance change - Consider possible clinical reasons such as a steam . v
exceeded the maximum pop or the catheter being pushed suddenly into the
impedance delta value set in tissue.
the preset. Restart the console and monitor(s).
Electrode - impedance too high - Verify that the maximum impedance setting in the
- The impedance exceeded the selected preset is appropriate.
maximum impedance value set - Verify that the catheter is properly inserted in the
in the preset. body and is out of the sheath.
Disconnect the indifferent electrode from the
console, then reconnect it.
Disconnect the catheter cable from the console or
from the CARTO™ PIU, then reconnect it.
If the catheter cable is connected to the CARTO™ . v

PIU, verify that the cable from the CARTO™ PIU to
the console is properly connected.

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

- Consider applying an indifferent electrode to a

different place on the patient’s body to avoid oil,
hair, and dirt that increase the impedance.
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Table 10 - QDOT MICRO™ Catheter Alarm Messages

Message
Reasons

What To Do

Alarm

Icon Tone

Electrode - impedance too low

- The impedance was below the
minimum impedance value set
in the preset. Rarely, such as
in pediatric cases, the patient
has low body impedance and
there is no problem.

- Verify that the minimum impedance setting in the

selected preset is appropriate.
Restart the console and monitor(s).

Replace the sterile catheter cable or the cable
between the console and the CARTO™ PIU.

Replace the catheter and/or catheter cable(s).

Electrode - power too high

During ablation, the generator
delivered higher power than
the power value set in the
preset.

- The console has an internal
error.

- Turn off the console. Let it cool down, then turn it

on again.
Contact Customer Support even if the problem is
resolved.

Electrode - power too low

During ablation, the generator
delivered lower power than the
power value set in the preset.

The console has an internal error.

- Turn off the console. Let it cool down, then turn it

on again.

- Contact Customer Support even if the problem is

resolved.

Electrode — temperature invalid

- When the temperature is
invalid and not displayed on
the screen.

- Verify that a QDOT MICRO™ Catheter is being

used and is properly connected.

- Verify that TX cable M581007 is being used and is

properly connected to the Console and the
CARTO™ System.

Electrode - temperature not

decreasing

- The temperature of the
catheter’s electrode is above
the target temperature for
longer than the time that is
predefined in the system.

- Verify that the temperature settings in the selected

preset are appropriate.

Reposition the catheter.

Check irrigation flow (lines, catheter tip, pump).
Restart the console and the monitor(s).

Replace the catheter and/or the catheter cable(s).

Electrode - temperature slope

too high

- The temperature of the ablation
electrode increased suddenly.

- The temperature sensor(s) in
the catheter intermittently
disconnected and reconnected.

+ The wires in the catheter
cable(s) intermittently
disconnected and reconnected.

Reposition the catheter.

- Check irrigation flow (lines, catheter tip, pump).

Restart the console and the monitor(s).
Replace the catheter and/or the catheter cable(s).
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Table 10 - QDOT MICRO™ Catheter Alarm Messages

Message (IETG
What To Do Icon Tone
Reasons
Electrode - temperature too - Wait a few seconds for the temperature to drop
high before restarting ablation.
- The temperature of the Consider possible clinical reasons for the ablation
catheter ablation electrode electrode to overheat.
exceeded the temperature Restart the console and the monitor(s). x| v
cutoff value set in the preset.
Possible reasons are:
The ablation electrode is too
hot.
The cutoff value is too low.
Electrode - temperature too low - Verify that the catheter and catheter cable(s) are
- The generator does not compatible with the generator. . v
recognize a valid temperature

reading.

Restart the console and the monitor(s).
Replace the catheter and/or the catheter cable(s).
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Symbol Definitions

Medical Device

STERILE|EO

Sterilized using ethylene oxide

Catalog number

[REF [US|

US catalog number

LOT

Batch code

Unique Device Identifier

Manufacturer

£

Date of manufacture

Authorized Representative in the European Community

&

Packaging unit

Single sterile barrier system with protective packaging outside

s

Use-by date

AN

Caution

[13]

Consult instructions for use

L]

ww.e-ifu.com

e-IFU indicator
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®

Do not use if package is damaged

Do not use if package is opened

AN

Keep away from sunlight

Temperature limit

Reony

Caution: Federal (USA) law restricts this device to sale by or on the order of a licensed healthcare practitioner.

"

Waste Electrical and Electronic Equipment Directive (WEEE)—Dispose of in a manner consistent with required EU Directives in your local jurisdiction.

Pin Connector

| ASSEMBLED | MEXICO |

Assembled in Mexico
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English

Sterile Interface Cables

Caution: Federal (USA) law restricts this device to sale by or on the order of a licensed healthcare practitioner.

INDICATIONS FOR USE

These cables provide a means to connect a Biosense Webster electrophysiology catheter to the appropriate equipment. The cables may be reused subject to the cleaning and sterilization
restrictions in this document.

Table 1 — Cables

Cable Name Purpose Catalog Numbers Manufacturing Numbers
TX eco EXT Cable Connects a therapeutic “eco” catheter to a CARTO™ 3 System. D135703 D-1357-03-S
Interface Cable, CELSIUS™ Connects a CELSIUS™ Catheter to an nGEN™ Generator. D133703 D-1337-03-S
Catheter to NnGEN™ Generator

CONTRAINDICATIONS
There are no known contraindications for these cables.

PATIENT TARGET GROUP
These cables are targeted at patients who have been diagnosed with cardiac arrythmias and are undergoing an electrophysiology procedure.

INTENDED USERS
The intended users of these cables are appropriately trained personnel in a fully equipped electrophysiology laboratory.

CLINICAL BENEFIT

These cables provide a means to connect a Biosense Webster electrophysiology catheter, external reference patch, or sheath to the appropriate equipment.

DIRECTIONS FOR USE

1. Do not use the cable after the use-by date on the product label.

2. Before using or reusing the cable, visually inspect it for damage such as crushed or elongated sections, cuts, kinks, or nicks. If the cable is damaged, do not use the cable and dispose of it
per the “DISPOSAL” section below.

3. Connect each cable to the proper equipment by referring to the connector designations at each end of the cable.
4. Follow the instructions in the “CLEANING AND STERILIZATION,” “STORAGE,” and “DISPOSAL" sections below.

CLEANING AND STERILIZATION
These cables are provided sterile. They may be resterilized as described below. These cables meet the requirements of the ANSI/AAMI EC53-2013.

Table 2 — Cleaning and Sterilization

Warnings and 1. Ensure proper cable connection by referring to the connector designations at each end of the cable.
Precautions 2. Do not use the cable after the use-by date on the product label.

3. Do notimmerse the cable connectors in liquid. Do not wipe the cable connectors with liquid. The presence of liquid inside the connectors may result in adverse
effects, including improper functioning (such as noisy signals or signal degradation) or arcing of electricity between the connector pins, which can lead to patient
injury.

Do not expose the cable to organic solvents because they may damage the cable.

Patient or operator injury may result from improper handling, improper connection, or improper use of the cable.

To prevent damage, store the cable in a clean and secure area.

If a break occurs in the cable wire or if the cable becomes otherwise electrically discontinuous, arcing may occur in the patient-return or active circuit and may burn
the patient or create a fire.

8. Failure to properly clean the cable could lead to inadequate resterilization.
9. Do not use radiation sterilization because it will damage the cable.
10. When sterilizing the cables, do not exceed 140°C because temperatures higher than 140°C may damage the cable.

11. Automated cleaning of the cable is not recommended because fluid may enter the connectors and leave moisture or residue in or on the connectors. Resulting
adverse effects may include improper functioning (such as noisy signals or signal degradation) or arcing of electricity between the connector pins, which can lead
to patient injury.

N oM

Limitations on Clean and sterilize the cable after each use. The maximum number of sterilization cycles is specified in Table 3. Exceeding the specified number of sterilization cycles
Cleaning and may impair the proper functioning of the cable.
Sterilization

M-5276-1073A — 4



English

Initial Treatment at
Point of Use

There are no requirements for initial treatment at point of use.

Containment and
Transportation

Place the cable in a clean biohazard bag after use for subsequent cleaning, disinfection, and sterilization. Clean, disinfect, and sterilize the cable as soon as it is
reasonably practical after use.

Preparation before
Cleaning

Visually inspect the cable for any damage such as crushed or elongated sections, cuts, kinks, or nicks. If damage is observed, do not use the cable and dispose of it
per the “Disposal” section below.

Cleaning: Automated

Automated cleaning of the cable is not recommended because fluid may enter the connectors and leave moisture or residue in or on the connectors. Resulting
adverse effects may include improper functioning (such as noisy signals or signal degradation) or arcing of electricity between the connector pins, which can lead to
patient injury.

Cleaning: Manual

1. Wear sterile gloves while handling the cable.

2. Using a wipe*, use a twisting motion to wipe the entire surface of the cable, but not the cable connectors, to remove soil. Pay particular attention to complex cable
features (such as non-smooth areas, joints, and crevices).

Using another wipe*, use a twisting motion to thoroughly wipe the entire surface of the cable to remove soil.

Visually inspect the cable to ensure there is no visible soil. Additional wipes may be used to remove any visible soil.

Leave the cable in ambient conditions until it is visibly dry.

When the cable is dry, visually inspect the entire surface of the cable in adequate lighting to ensure complete removal of visible soil.

o0 s

*Recommended Wipes:
CaviWipes™ or any other wipes with the chemical composition indicated in the table below may be used.

% of Chemical
17.2%

0.28%

Chemical Composition

Isopropanol

Diisobutylphenoxyethoxyethyldimethylbenzyl ammonium chloride

Disinfection 1. Wear sterile gloves while handling the cable.
2. Ensure manual cleaning (see the “Cleaning: Manual” instructions in this table) is performed before disinfection.
3. Using a wipe*, use a twisting motion to thoroughly wipe the entire surface of the cable. Pay particular attention to complex cable features (such as non-smooth
areas, joints, and crevices).
4. Allow the surface of the cable to remain visibly wet for 3 minutes at room temperature (approximately 68°F/20°C).
5. Additional wipes may be used to ensure that the cable remains visibly wet for 3 minutes.
6. Leave the cable in ambient conditions until it is visibly dry.
7. Visually inspect the entire surface of the cable in adequate lighting to ensure the cable is visibly clean.
*Recommended Wipes:
CaviWipes™ or any other wipes with the chemical composition indicated in the table below may be used.
Chemical Composition % of Chemical
Isopropanol 17.2%
Diisobutylphenoxyethoxyethyldimethylbenzyl ammonium chloride 0.28%
Drying Drying is performed as part of the disinfection process (see the “Disinfection” instructions in this table).

Maintenance,
Inspection, and
Testing

Before packaging, visually inspect the cable. If visible soil is present, repeat the “Cleaning: Manual” and “Disinfection” instructions in this table. If there is evidence of
damage, do not use the cable and dispose of it per the “Disposal” section below.

Packaging

If the cable is stored after cleaning and disinfection, place it in a breathable pouch that is approved by the FDA and/or by local authorities. Coil the cable into a loop

when placing it into the pouch. Do not fold the cable because doing so may break the cable. Use a pouch large enough to prevent stress to the pouch seams and to
prevent excessive bending of the cable. A pouch size of 19 cm x 33 cm (7.5" x 13") or larger is recommended. For storage conditions, refer to the “Storage” section
below.

Resterilization

See Table 3 and Table 4 for resterilization methods, parameters, and the maximum number of sterilization cycles. Resterilize the cable after each use.

The instructions provided above have been validated by the medical device manufacturer as being capable of preparing a medical device for reuse. It remains the responsibility of the processor to
ensure that the processing as performed (using equipment, materials, and personnel in the processing facility) achieves the desired result. This requires validation and routine monitoring of the
process. Likewise, any deviation by the processor from the instructions provided should be properly evaluated for effectiveness and potential adverse consequences.
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Table 3 — Validated Resterilization Methods for Each Cable

Maximum Number of Maximum Number of
EtO Resterilization Cycles Steam Resterilization Cycles CablSlilame Cable Catalog Numbers
TX eco EXT Cable D135703
20X 20X
Interface Cable, CELSIUS™ Catheter to
nGEN™ Generator D133703
Table 4 — Resterilization Parameters for Cables
Exposure Temperature Exposure Time Minimum Drying Times Gas Concentration Humidity (RH) Aee:t?z:' .?;;ia;;‘?é,c
121°C (250°F) 30 min 15 - 30 min - - —
Gravity Steam o B . ,
Resterilization 132°C (270°F) 15 min 15 - 30 min - — —
135°C (275°F) 10 min 30 min — — —
100% EtO Gas o o
Resterilization 55°C (131°F) 1hr 725 mg/L 30% - 80% 12 hr

STORAGE

Refer to the product label for recommended storage conditions.

DISPOSAL

Recycle components or dispose of the product and its residual elements or waste items in accordance with local laws and regulations.

REPORTING INCIDENTS

Per regulation 2017/745/EU on medical devices, if this device is used in the European Union (or in a country with an identical regime) and a serious incident occurs during the use of this device or
as a result of use of this device, report the incident to the manufacturer and/or its authorized representative and to your national authority.

ADVERSE REACTIONS

A number of adverse reactions have been documented for electrophysiology procedures including:
heart block, pulmonary vein stenosis, esophageal fistula and/or injury, stroke (cerebrovascular accident), other arrhythmias (outside diagnosis), life threatening arrhythmias, myocardial
infarction, cardiac perforation, pericardial effusion, cardiac tamponade, thrombosis, embolism, pulmonary embolism, air embolism, valvular damage, phrenic nerve injury, vagal nerve injury,
pericarditis, coronary artery stenosis, vessel perforation (peripheral and/or central), soft tissue injury, persistent atrial communication, device related infection, embolization of components,
device entrapment, surgical intervention (additional), skin burns, and localized skin reaction.

The following complications associated with cardiac catheterization have also been reported in the literature:

major bleed, hematoma, reaction to medications, allergic reaction, vascular access complication, damage to vasculature, implanted device interactions, renal artery stenosis, pneumothorax,
ST segment changes, fluid overload, urinary catheter complications, hypotension, sepsis, wound infection, respiratory failure, heart injury, renal injury, heart failure, cardiac arrest and death.

DISCLAIMER OF WARRANTY AND LIMITATION OF LIABILITY

THERE IS NO EXPRESS OR IMPLIED WARRANTY, INCLUDING WITHOUT LIMITATION ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE, ON THE PRODUCT(S) DESCRIBED HEREIN. UNDER NO CIRCUMSTANCES SHALL BIOSENSE WEBSTER, INC., OR ITS AFFILIATED COMPANIES, BE LIABLE FOR ANY
SPECIAL, DIRECT, INCIDENTAL, CONSEQUENTIAL, OR OTHER DAMAGES OTHER THAN AS EXPRESSLY PROVIDED BY APPLICABLE LAW.

WITHOUT LIMITING THE FOREGOING, BIOSENSE WEBSTER, INC. OR ITS AFFILIATED COMPANIES, SHALL NOT BE LIABLE FOR ANY SPECIAL, DIRECT, INCIDENTAL,
CONSEQUENTIAL, OR OTHER DAMAGES, ARISING OUT OF THE REUSE OF ANY PRODUCT(S) LABELED FOR SINGLE USE OR WHERE REUSE IS PROHIBITED BY APPLICABLE
LAW.

Descriptions and specifications appearing in Biosense Webster, Inc. printed matter, including this publication, are informational only and meant solely to generally describe the product(s) at the
time of manufacture and are not made or given as a warranty of the prescribed product(s) in any way.

ELECTRONIC INSTRUCTIONS FOR USE
This document is available at www.e-ifu.com.
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Symbol Definitions / Onpeaenenus Ha cumBonute / Definice symbolti / Symboldefinitioner / Symboldefinitionen / Opiopoi cupBoéAwyv / Definiciones de simbolos / Siimbolite tdhendused /
Symbolien selitykset / Définitions des symboles / Opis simbola / A szimbélumok magyarazata / Definisi Simbol / Definizioni dei simboli / J|S - 2| / Simboliy apibréztys / Simbolu definicijas /
AedunHuumn 3a cumbonute / Definitie van symbolen / Symboldefinisjoner / Definicje symboli / Definigoes dos simbolos / Defini iile simbolurilor / Onpegenexnne cumeonos / Definicie symbolov /
Definicije simbolov / flepunnumje cumbona / Symbolférklaringar / Sembol Tanimlari / #7iHE X | FFIRES

Following definitions are for reference only. Please refer to the product label for applicable usage. / Cneasawute onpeaeneHus ca camo 3a cnpaeka. Mons, HanpaBeTe cripaBka B eTUKeTa Ha U3fenueTo
OTHOCHO u3nonssaHeTo My. / Nize uvedena vysv tleni jsou pouze informativni. PfisluSné symboly jsou pouzity na Stitku vyrobku. / Fglgende definitioner er kun til reference. Der henvises til produktmaerkningen
for geeldende anvendelser. / Die folgenden Definitionen dienen ausschlieBlich zu Referenzzwecken. Ziehen Sie bitte das Produktetikett fiir die geeignete Verwendung zu Rate. / O1 TrapakdTw opiopoi

Tpo pigovTal pév  yia avagopd. MapakaA Upe avaTpESTe aTNV ETIKETA TOU TTPOIGVTOG yia TNV IoxUouoa xprion. / Las definiciones siguientes son solo para referencia. Consulte en la etiqueta del producto el uso
pertinente. / Jargmised definitsioonid on ainult vitamiseks. Vaadake sobiva kasutamise teavet toote sildilt. / Seuraavat maaritykset on annettu ainoastaan merkkien selitystarkoituksessa. Katso soveltuva kaytto
tuotteen etiketista. / Les définitions suivantes sont fournies a titre de référence uniquement. Veuillez vous référer a I'étiquette du produit pour consulter I'utilisation applicable. / Navedene definicije sluze samo
kao referenca. Za to¢nu primjenu proucite naljepnicu na proizvodu. / A kdvetkezé magyarazatok kizarolag a tajékoztatast szolgaljak. Az alkalmazandé felhasznalas tekintetében kérjik, olvassa el a termék
cimkeéjét. / Definisi berikut hanya untuk referensi. Harap lihat label pada produk untuk penggunaan yang berlaku. / Le seguenti definizioni sono solo a scopo di riferimento. Fare riferimento all’etichetta del
prodotto per I'utilizzo pertinente. / C+& &2l= E0& #LICHL Y ALZ0 Ui M= M B 22 S FX6HA Al 2. / Pateiktos apibréztys yra tik nurodomojo pobidzio. Tinkamo naudojimo aprasa zr. gaminio
etiketéje. / Sis definicijas ir tikai atsaucei. Piemérojamai lietoanai, Idzu, skatiet produkta etiketi. / CneaHnBe peduHnLMM cnyxat camo kako pedepeHua. MpounTajTe ja eTukeTaTa Ha NPOM3BOAOT 3a
MHdopmaLmm 3a cooaBeTHa yrnoTpeba. / De hierna genoemde definities zijn uitsluitend bedoeld als referentie. Raadpleeg het productetiket voor de gebruikstoepassingen. / Fglgende definisjoner er kun for
referanse. Se produktetiketten for passende bruk. / Ponizsze definicje przedstawiono wytacznie dla celéw informacyjnych. Informacje na temat uzycia mozna znalez¢ na etykiecie produktu. / As definigdes que
se seguem sdo apenas para referéncia. Consulte o rétulo do produto para obter informagdes sobre a utilizagdo aplicavel. / Urmatoarele defini ii au numai rol de informare. Consulta i eticheta produsului pentru
utilizarea adecvata. / Cnepaytowimne onpeaeneHns npeAcTaBneHbl UCKIIOYUTENBHO B O3HAKOMUTENbHbIX Lensix. MHhopmauuio o crnyyasx NpUMEHeHWst CMOTpUTE B MHCTPYKLMK No npuMeHeHuto. / Nasledujlce
definicie sluzia len ako referencie. Prisluné pouZzitie si precitajte na oznaceni vyrobku. / Naslednje definicije so samo informativne narave. Ustrezna uporaba je navedena na etiketi izdelka. / ecuHuumje koje
cnepe crnyxe camo kao pedpepeHue. MpoyunTajte 03HaKy Ha Npoussoay 3a npumeHy npoussoga. / Foljande forklaringar ar endast for referens. Se produktetikett for Iamplig anvandning. / Asagidaki tanimlar
sadece bagvuru amaglhdir. Iigili kullanim sekli igin litfen Griin etiketine bagvurunuz. / LR UXEE S . AXGEMMGE, WS 0%. | THERERSS  FoaE mE IR E S mE
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Caution / BHumatwe / Upozorn ni / Forsigtig / Achtung / Mpoooyr / Precaucion / Ettevaatust! / Huomautus / Attention / Oprez / Figyelem / Perhatian / Attenzione / 3= 2| / Atsargiai / Uzmanibu! / Onomena /
Let op / Forsiktig / Przestroga / Atengéo / Aten ie / BHumarue / Upozornenie / Previdno / Onpes / Férsiktighet / Dikkat / & / 7]\
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Refer to accompanying Instructions for Use / KoHcyntupaiite ce ¢ ykasaHusTa 3a ynotpeba / Viz prilozeny navod k pouziti / Se medfglgende brugervejledning / Siehe zugehdrige Gebrauchsanleitung /
Avarpégre oTIg ouvodeuTIKEG 0dnyieg xpriong / Consulte las Instrucciones de uso adjuntas / Tutvuge kaasasoleva kasutusjuhendiga / Katso kayttoohjeita / Consultez le mode d’emploi joint / Pogledajte prilozene
upute za uporabu / Hasznalja Utmutatéul a mellékelt Hasznalati utasitast / Lihat instruksi penggunaan yang terlampir / Fare riferimento alle Istruzioni per I'uso allegate / S =&t AtE S HNHE EXSHA AL/

Zr. pridedama Naudojimo instrukcijg / lepazistieties ar pievienotajiem lieto$anas noradijumiem / OcBpHeTe ce Ha NpUAPYXHOTO ynaTcTBo 3a ynoTpeba / Raadpleeg de bijbehorende gebruiksaanwijzing /

Se medfelgende bruksinstruksjoner / Sprawdzi¢ w zatgczonej Instrukcji stosowania / Consultar as Instrugdes para Utilizag&o inclusas / Consulta i Instruc iunile de utilizare care inso esc produsul /

CM. MHCTpyKuMio Mo NpuMeHeHuto, BXoasLLyto B komnnekt noctasky / Odkazujeme na sprievodny Navod na pouzitie / Upostevajte priloZzena navodila za uporabo / [Mornepaajte npunoxexa ynyTtctsa 3a
ynotpeby / Se medféljande bruksanvisning / Beraberindeki Kullanma Talimati'na bakiniz / {52 SREMTAERRGRBE / 352 BEREHT 9 30

®

Do not use if package is damaged. / He nsnonseaiite, ako onakoBkaTa e nopefeHa / Produkt nepouzivejte, pokud je obal poSkozeny / Ma ikke anvendes, hvis emballagen er beskadiget / Nicht verwenden,
falls die Verpackung beschéadigt ist/ Mnv Tov xpnoipoTroifoeTe v n ouokeuaoia éxel utrooTel gnuid / No usar si el envase esta dafado / Arge kasutage, kui pakend on kahjustatud / Ei saa kéyttaa, jos pakkaus
on vaurioitunut / Ne pas utiliser si 'emballage est endommagé / Proizvod nemojte koristiti ako je pakiranje osteceno / Ne hasznalja fel, ha a csomagolas sériilt / Jangan gunakan bila ada kerusakan pada
kemasan / Non utilizzare se la confezione & danneggiata / & 0| A& A2 H ALS56HA OHA Al 2 / Nenaudokite, jei pakuoté yra pazeista / Nelietot, ja iepakojums ir bojats / [la He ce kopucTu ako
ambanaxarta e owTeTeHa / Niet gebruiken als de verpakking is beschadigd / Ma ikke brukes hvis pakken er skadet / Nie stosowac, jesli opakowanie jest uszkodzone / NZo utilizar se a embalagem estiver
danificada / Nu se utilizeaza daca ambalajul este deteriorat / icnonb3oBaHue 3anpetueHo, ecnu ynakoeka nospexaeHa / Ak je balenie poskodené, vyrobok nepouzivajte / Ne uporabite, ¢e je embalaza
poskodovana / He kopucTuTy ako je nakosarse owTeheHo / Anvénd inte om férpackningen &r skadad / Ambalaj hasarliysa kullanmayiniz / i L3S, 52068 /1 S AET0HEE - 55208 H
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Do not use if package is opened. / He usnonaseaiite, ako onakoBkaTa e otBopeHa / Produkt nepouzivejte, pokud je obal otevieny / Ma ikke anvendes, hvis emballagen har veeret abnet / Nicht verwenden, falls
die Verpackung gedffnet ist / Mnv Tov xpnoiy Troifoete £av n cuokeuaoia eival avoixt / No utilizar si el paquete esta abierto / Arge kasutage, kui pakend on avatud / Ei saa kéyttaa, jos pakkaus on avattu /

Ne pas utiliser si 'emballage est ouvert / Proizvod nemojte koristiti ako je pakiranje otvoreno / Ne hasznalja fel, ha a csomagolas nyitott / Jangan gunakan jika kemasan terbuka. / Non utilizzare se la confezione
éaperta/ Z&0| IHSE 2 ALEoHA 0t& Al 2 / Nenaudokite, jei pakuoté yra atidaryta / Neizmantot, ja iepakojums ir atvérts / [la He ce kopucTu ako ambanaxata e otBopeHa / Niet gebruiken als de
verpakking is geopend / Ma ikke brukes hvis pakningen er apnet / Nie stosowac, jesli opakowanie jest otwarte / Nao utilizar se a embalagem estiver aberta / A nu se utiliza dacé ambalajul este deschis /
Wcnonb3oBaHue 3anpellyeHo, ecnu ynakoeka BekpbiTa / Ak je balenie otvorené, vyrobok nepouzivajte / Ne uporabite, Ce je embalaza odprta / He kopucTtuTh ako je nakoBarbe oTBopeHo / Anvands inte om
férpackningen har 6ppnats / Paket agilmissa kullanmayiniz / 415G 22T - &) [ S E2EE 5 - S2ER
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Keep Away from Sunlight / [la ce nasv ot cnbHyeBa cBetnuHa / Chrarite pred sluneénim sv tlem / Ma ikke udseettes for direkte sollys / Vor Sonneneinstrahlung geschiitzt aufbewahren / Kparriote Tov pakpid
a1é 1o Pwg Tou Aoy / Manténgase protegido de la luz solar / Valtige otsest paikesevalgust / Sailytettédva auringonvalolta suojattuna / Conserver a I'abri des rayons du soleil / Drzite podalje od sunéeve
svjetlosti / Tartsa napfénytél tavol / Jauhkan Dari Sinar Matahari / Tenere lontano dalla luce del sole / 2 At 241 € 1| 6t& Al 2 / Saugokite nuo saulés Sviesos / Sargat no saules gaismas / [la ce yyBa noganeky
of coHueBa cBeTnMHa / Beschermen tegen zonlicht / Hold bort fra sollys / Chroni¢ przed $wiattem stonecznym / Manter afastado da luz solar / Feri i de lumina soarelui / Bepeyb 0T A€ACTBIS CONHEYHOTO
ceeta / Chrarite pred priamym slne¢nym svetlom / Ne hranite na sonéni svetlobi / He uanaratu cyHyesoj ceetnoctu / Skyddas fran solljus / Glines 1s1§indan koruyunuz / #\ / 2 eRs ¢ B2 5
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Keep Dry / [la ce cbxpaHsiBa Ha cyxo msicto / Uchovavejte v suchu / Opbevares tert / Trocken aufbewahren / AiatnprioTe Tov oTeyvo / Mantener seco / Hoida kuivana / Sailytettava kuivassa / Garder au sec /
Proizvod odrzavajte suhim / Tartsa szarazon / Jagalah Agar Tetap Kering / Mantenere all'asciutto / 21 = 2 X / Laikykite sausoje vietoje / Turét sausu / [la ce 4yyBa Ha cyBo mecTo / Droog houden / Oppbevares
tert / Chroni¢ przed wilgocig / Manter seco / A se pastra uscat / XpanuTb B cyxom mecTe / Uchovavajte v suchu / Hranite na sunem / Yysatu Ha cysom mecTy / Forvaras torrt / Kuru tutunuz / 5145/ izl
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Serial Number / CepueH Homep / Sériové Cislo / Serienummer / Seriennummer / Zeipiakdg apiBuog / Nimero de serie / Seerianumber / Sarjanumero / Numéro de série / Serijski broj / Sorozatszam / Nomor
Seri / Numero di serie / 2 & ¥ S / Serijos numeris / Sérijas numurs / Cepucku 6poj / Serienummer / Serienummer / Numer seryjny / Nimero de série / Numar de serie / CepuiiHblii Homep / Vyrobné &islo /
Serijska $tevilka / Cepujcku 6poj / Serienummer / Seri Numarasi / 515 / 55

Catalog Number / KatanoxeH Homep / Katalogové &islo / Katalognummer / Katalognummer / ApiBuog kataAdy u / N.° de catélogo / Kataloogi number / Tuotenumero / Numéro de référence / Katalo$ki broj /
Katalégusszam / Nomor katalog / Numero di catalogo / 9t€ 21 1S / Katalogo numeris / Numurs kataloga / KatanoLuku 6poj / Bestelnummer / Katalognummer / Numer katalogowy / Numero do catalogo /
Numar de catalog / KatanoxHbii Homep / Kod vyrobku / Kataloka $tevilka / Katanowwku 6poj / Katalognummer / Katalog numarasi / H %445 | H #%5%
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Manufacturer / MpoussoauTen / Vyrobce / Fabrikant / Hersteller / KaraokeuaoTrg / Fabricante / Tootja / Valmistaja / Fabricant / Proizvoda¢ / Gyartd / Produsen / Produttore / Xl = 2 Xl / Gamintojas / Razotajs /
Mpowussoauten / Fabrikant / Produsent / Producent / Fabricante / Producator / MpoussoauTens / Vyrobca / 1zdelovalec / Mpownssohau / Tillverkare / Uretici / il 7 / #4375
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Authorized Representative in the European Community / YnbnHomoleH npeactasuten B EBponeiickusi cbto3 / Opravn ny zastupce v Evropskych spolecenstvich / Godkendt repraesentant i EU /
Bevollmachtigter in der Europaischen Gemeinschaft / E¢ouaiodotnuévog avtimpoéowtrog otnv Eupwirdikri ‘Evwon / Representante autorizado en la Comunidad Europea / Volitatud esindaja Euroopa
Uhenduses / Valtuutettu edustaja Euroopan yhteiséssa / Mandataire européen / Ovlasteni predstavnik u Europskoj zajednici / Hivatalos képviselet az Eurépai Kézésségben / Perwakilan Resmi Komunitas
Eropa / Rappresentante autorizzato nella Comunita Europea / European Community = 4! £0H& / |galiotasis atstovas Europos Bendrijoje / Pilnvarotais parstavis Eiropas Kopiena / OBnacteH npeTcTaBHUK BO
EBponckaTa 3aegHuua / Geautoriseerd vertegenwoordiger in de Europese Gemeenschap / Autorisert EU-representant / Autoryzowany przedstawiciel we Wspdlnocie Europejskiej / Representante autorizado
na Comunidade Europeia / Reprezentant autorizat in Comunitatea Europeana / OcuumansHoe npeactaButenscTBo B EBponeiickom Coobuiectse / Opravneny zastupca v Europskom spolocenstve /
Pooblasceni predstavnik za Evropsko skupnost / OBnawhenu npeacrasHuk 3a EBponcky 3ajeanuuy / Auktoriserad representant inom den Europeiska gemenskapen / Avrupa Toplulugundaki Yetkili Temsilci /
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Date of Manufacture / [lata Ha npoussoacTso / Datum vyroby / Fremstillingsdato / Herstellungsdatum / Huep pnvia kataokeurig / Fecha de fabricacion / Tootmiskuupéev / Valmistuspaiva / Date de fabrication /
Datum proizvodnje / Gyartas datuma / Tanggal Produksi / Data di fabbricazione / Xl == 2 At / Pagaminimo data / Izgatavo$anas datums / [larym Ha npoussopcTso / Productiedatum / Produksjonsdato / Data
produkciji / Data de fabrico / Data fabrica iei / lata narotosnenus / Datum vyroby / Datum izdelave / [latym npowussoatse / Tillverkningsdatum / Uretim Tarihi / #13 H 1 / #45% H 1A

Pin Connector / Mun koHekTop / Kolikovy konektor / Hanstik / Stiftverbinder / ZuvdeTikd akidwv / Conector de terminales / Pistikiihendus / Nastaliitin / Connecteur a broche / Igli¢ni prikljuénik / Tls
csatlakozédugé / Konektor Pin / Connettore a pin / 1 {4 El / Sakugiy jungtis / Kontaktu savienotajs / Mpukny4ok co urnndki / Pinconnector / Hann-nalekontakt / Ztacze pinowe / Conector de pinos / Conector
cu pini / WrekepHbIi pasbem / Pinovy konektor / Vtiéni konektor / Virnuunn npukrbyyak / Stiftkontakt / Pin Konektoril / £ 4248 / #1855
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Temperature Limit / TemnepaTypHo orpaHuyenue / Teplotni limit / Temperaturgraense / Temperaturgrenze / Opio Beppokpaciag / Limite de temperatura / Temperatuuri piirnorm / Lampétilaraja / Limite de
température / Ogranicenje temperature / Hémérsékleti hatarérték / Batasan Suhu / Limite di temperatura / & & &t = / Temperatiros ribos / Temperattras ierobezojums / OrpaHudyBatse Ha TemnepaTtypata /
Temperatuurlimiet / Temperaturgrense / Limit temperatury / Limite de temperatura / Limita de temperatura / MpenensHo gonyctumas Temnepatypa / Teplotny rozsah / Temperaturna omejitev / TemnepatypHo
orpaHinyerse / Temperaturgrans / Sicaklik Limiti / 5 2 BRAE / S5 RERR
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Caution: Federal (USA) law restricts this device to sale by or on the order of a licensed healthcare practitioner. / Biumanue: ®enepantHute 3akonu (Ha CALLl) orpaHuyaBaTt npoaax6ata Ha ToBa usgenue ot unu
no nopbyka Ha NuLeHanpaH aapaseH npodecnoHanmct. / Upozorn ni: Federalni zakony USA omezuji prodej tohoto zafizeni na prodej Iékafem s licenci nebo na Iékaisky predpis. / Forsigtig: Ifelge amerikansk
lovgivning (USA) ma denne anordning udelukkende szelges af eller efter ordination fra en leege. / Achtung: Laut Bundesgesetz ist der Verkauf dieses Produktes in den USA nur durch einen zugelassenen Arzt
oder auf arztliche Anordnung gestattet. / NMpocoxn: H oy otrovdiakr vop Beaia Twv H.M.A. emTpéTel TNV TTWANGN Tou TTApPAVT ¢ TIPOIGVTOG HOVO O€ 1aTPd ) KATOTTIV EVTOANG IaTpoU. / Precaucion: Las leyes
federales de los EE. UU. permiten la venta de este dispositivo solo a un profesional sanitario titulado o con receta médica. / Hoiatus. Féderaalseaduse (USA) jargi voib seda seadet miilia vaid litsentseeritud
tervishoiutddtaja voi tema tellimusel. / Huomautus: Yhdysvaltain liittovaltion lain mukaan tdman laitteen saa myyda ainoastaan lisensoitu terveydenhuollon ammattilainen tai hdnen maarayksestaan. / Attention :
Selon la loi fédérale américaine, cet appareil ne peut étre vendu que par un professionnel de santé dipldomé ou sur prescription médicale. / Oprez: Savezni zakon (SAD) ograni¢ava prodaju ovog uredaja na
licenciranog zdravstvenog djelatnika ili prema njegovom nalogu. / Figyelem! Az Amerikai Egyesiilt Allamok szévetségi térvényeinek értelmében az eszkdz kizarolag engedéllyel rendelkezé egészségiigyi
szakember altal vagy ilyen szakember rendelvényére értékesithet6. / Perhatian: Hukum Federal (AS) membatasi alat ini untuk dijual oleh atau berdasarkan permintaan praktisi perawatan kesehatan

berlisensi. / Attenzione: la legge federale degli Stati Uniti limita la vendita di questo dispositivo ai medici o dietro prescrizione medica di operatori sanitari abilitati. / ==2|: & 2-&(01=)0il et & Z X2 2=
H5{It (= 2EAE R0l A BOHGHALE XIAIGHH ZH0ict= 222 MSHE LICE / |spéjimas. Pagal federalinius (JAV) jstatymus §j prietaisg galima parduoti arba uzsakyti tik licencijuotam sveikatos priezitros
specialistui. / Uzmanibu: ASV federalie likumi lauj So ierici tirgot tikai veselibas aprpes specialistiem vai péc veselibas apriipes specialistu noradijuma. / Baumarue: ®epepanHoto npaso Ha CA/l ja
orpaHudyBa npogaxobaTta Ha 0BOj ypef; MMeHo, ypeoT Moxe Aa 6uae npoJafeH caMo Ha NLeHLMpaH 30paBcTBeH paboTHIK UNK Mo Hapayka Ha NMLeHLVpaH 3apaBcTBeH paboTHuk. / Waarschuwing:
Krachtens de federale wetgeving (in de VS) mag dit hulpmiddel uitsluitend door of op voorschrift van een arts worden verkocht. / Obs: Ifalge amerikansk faderal lovgivning kan denne enheten kun selges eller
bestilles av lisensiert helsepersonell. / Przestroga: Prawo federalne (USA) zezwala na sprzedaz tego urzgdzenia wytgcznie uprawnionym lekarzom lub na ich zlecenie. / Atencao: a lei federal dos EUA limita a
venda deste dispositivo a médicos ou mediante prescrigao destes. / Aten ie: Conform legisla iei federale (din S.U.A.), acest dispozitiv poate fi vandut numai de catre un medic sau pe baza de prescrip ie
medicala. / MpepoctepexeHnne. ®enepanbHbiii 3akoH (CLUA) gonyckaeT npofaxy AaHHOTO YCTPOWCTBA TOMbKO MULIEH3MPOBAHHLIM MEULIMHCKUM CnieuuanicTam unm no mx 3akasy. / Pozor: Federalne zakony
(USA) obmedzuju predaj tejto pomdcky vyluéne licencovanému zdravotnickemu pracovnikovi alebo na jeho predpis. / Pozor: Zvezna zakonodaja (ZDA) predpisuje, da sme to napravo prodajati oz. narociti le
zdravnik z ustrezno licenco. / Onpea: CasesHu 3akoH (CA[l) orpaHunyaBa npogajy oBor ypehaja Ha npoaajy oA CTpaHe unu no Hanory nuueHumpaHor nekapa. / Varning: Enligt federal lagstiftning (USA) far
denna produkt endast saljas av eller pa ordination av en legitimerad I&kare. / Dikkat: Federal yasalar (ABD) uyarinca bu cihaz sadece lisansli bir saglik uzmani tarafindan ya da saglk uzmaninin istegi tizerine
satilabilir. / VER: 3¢ [EIBHEAIR E A it R e BRI BT Mol s i S B LR IR A . R - AR AR E A B ERE B A TUREE Y E -

X

Separate collection for electrical and electronic equipment, in compliance with Waste Electrical and Electronic Equipment Directive (WEEE) / PazaenHo cbbupaHe Ha enekTpuyecko 1 enekTpoHHo oGopyasaHe,
B CbOTBETCTBME C [JUpekTuBaTta 3a oTnagbLimn OT ENEKTPUYECKO 1 eNnekTpoHHO obopyasaHe (OEEO) / Samostatny sb r elektrického a elektronického zafizeni v souladu se sm rnici o odpadnich elektrickych a
elektronickych zafizenich (OEEZ) / Separat indsamling af elektrisk og elektronisk udstyr | overensstemmelse med direktivet om affald af elektrisk og elektronisk udstyr (WEEE) / Getrennte Sammlung von
Elektro- und Elektronikgeraten geman Richtlinie Gber Elektro- und Elektronik-Altgerate (WEEE) / H ammokopidf Tou nAekTpikoU Kal NAEKTPOVIKOU £€0TTAICHOU TTPETTEN VA YiVETAI EEXWPIOTA, O CUMPOPPWON PE TNV
Odnyia oxeTIKG pe Ta aTTOBANTA NAEKTPIKOU Kal nAekTpovikou egotrAiopou (WEEE) / Recogida selectiva de equipos eléctricos y electronicos, de conformidad con la directiva sobre residuos de aparatos
eléctricos y electronicos (RAEE) / Elektriliste ja elektrooniliste seadmete eraldi kogumine, lahtudes elektrija elektroonikaseadmete jaatmete direktiivist (WEEE) / Erillinen sahko- ja elektroniikkalaitteiden kerays
sahko- ja elektroniikkalaiteromudirektiivin (WEEE) mukaisesti / Dispositifs électriques et électroniques devant étre collectés séparément, conformément a la directive relative aux déchets d’équipements
électriques et électroniques (DEEE) / Odvojeno sakupljanje elektricne i elektronicke opreme, u skladu s Direktivom o otpadnoj elektri¢noj i elektronickoj opremi (OEEQ) / Az elektromos és elektronikus
berendezések hulladékairdl sz6l6 (WEEE) iranyelvnek eleget tevd szelektiv hulladékgydijtés / Pisahkan pengumpulan peralatan elektrik dan elektronik, menurut Petunjuk Limbah Peralatan Listrik dan Elektronik
(Waste Electrical and Electronic Equipment Directive, WEEE) / Raccolta differenziata per apparecchiature elettriche o elettroniche, in conformita con la direttiva in materia di rifiuti di apparecchiature elettriche
ed elettroniche (RAEE) / I & J| & Xt &l XI&(WEEE)0 et &I Xt &HIS 22l =5t Al 2 / Elektros ir elektroniné jranga turi bati utilizuojama atskirtai, kaip nurodyta elektros ir elektroninés jrangos
atlieky direktyvoje (EEJA) / Atseviska elektriska un elektroniska aprikojuma savaksana atbilstosi direktivai par Elektrisko un elektronisko iekartu atkritumiem (EEIA) / OnpenHo cobupare oTnag 3a enekTpuiHa
1 eneKTPOHCKa onpema, BO COrnacHoCT co [iupekTuBaTa 3a oTnajHa enekTpudHa u enektpoxcka onpema (WEEE) / Gescheiden inzameling van elektrische en elektronische apparatuur, in navolging van de
richtlijn voor Afgedankte Elektrische en Elektronische Apparatuur (AEEA) / Separat innsamling for elektrisk og elektronisk utstyr i samsvar med WEEE (Waste Electrical and Electronic Equipment Directive) /
Osobne sktadowanie sprz tu elektrycznego i elektronicznego zgodnie z dyrektywg w sprawie zuzytego sprz tu elektrycznego i elektronicznego (WEEE) / Recolha separada de equipamentos elétricos e
eletronicos, em conformidade com a Diretiva de Residuos de Equipamentos Elétricos e Eletronicos (REEE) / Colectarea separata pentru echipamentele electrice si electronice, in conformitate cu directiva
WEEE (recuperarea deseurilor de echipamente electrice si electronice) / PasgensHbiin c6op Ha yTURM3aLnio SNeKTPUYECKOro 1 3NIeKTPOHHOro 060pya0BaHNs B COOTBETCTBUM C [JupekTuBor 06 oTpaboTasliem
3MEeKTPUYECKOM U 3nekTpoHHOM obopynosanun (WEEE) / Separovany zber elektrického a elektronického zariadenia v stlade so smernicou o odpade z elektrickych a elektronickych zariadeni (OEEZ) / Lo¢eno
zbiranje za elektri¢no in elektronsko opremo v skladu z Direktivo o odpadni elektri¢ni in elektronski opremi (OEEO) / OBojeHO cakynrbake enekTpUYHOr 1 eNleKTPOHCKOr 0Tnaaa y ckrnaay ca [JMpekTuBoM o
enekTpu4HoM v enektpoHckom otnagy (WEEE) / Separat insamling av elektrisk och elektronisk utrustning i enlighet med direktivet om avfall som utgérs av eller innehaller elektriska eller elektroniska produkter
(WEEE) / Atik Elektrikli ve Elektronik Ekipman Direktifi (WEEE) uyarinca elektrikli ve elektronik ekipman igin ayri toplama / #£ 8 (EHF®BSMBFIREES) (WEEE) 2R WEBSMB FIRE / HREECIHEE
TR MHES (WEEE) BUBUCEE AU 75l
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English

TX eco Cable

Caution: Federal (USA) law restricts this device to sale by or on the order of a licensed
healthcare practitioner.

* Do not use if the package is opened or damaged.

DEVICE DESCRIPTION

The TX eco Cable is used with an extension cable to connect a Biosense Webster therapeutic
catheter to the Patient Interface Unit (PIU) of the CARTO™ 3 System (Version 6 and later). The
extension cables are listed below:

For the QDOT™ Micro Catheter: TX eco EXT Cable D135703

For other Biosense Webster therapeutic catheters: D128603 (catalog # CR3434CT) or D128604
(catalog # CR3425CT)

The TX eco Cable communicates data from a Biosense Webster therapeutic catheter to the
CARTO™ 3 System and the RF generator. The information communicated is listed below.

e Force signals

e Location signals

IC signals from the 3 microelectrodes in the tip of the catheter (for catheters with
microelectrodes only)

Temperature measurements from the 6 thermocouples in the tip of the catheter

INDICATIONS FOR USE

The TX eco Cable is used to connect a Biosense Webster therapeutic catheter to the Patient
Interface Unit (PIU) of the CARTO™ 3 System (Version 6 and later).

WARNINGS

1. Before using this cable, read the Instructions for Use for the Biosense Webster therapeutic
catheter. If this cable is being used with the QDOT MICRO™ Module, refer to the Instructions for
Use for the CARTO™ 3 System and the Instructions for Use and Release Notes for the QDOT
MICRO™ Module before using this cable with the QDOT MICRO™ Module.

Only personnel who have read and understood the contents of this document may set up and
use this cable.

This cable is only validated for use with a Biosense Webster therapeutic catheter. Do not
connect this cable to any other catheter.

4. This cable is intended for use only with a Biosense Webster therapeutic catheter, a compatible
RF generator, a CARTO™ 3 System, and Biosense Webster cables. Consult your
Biosense Webster representative for details.

5. This cable must be at least 1 meter (39.4 in) away from the location pad of the CARTO™ 3
System during the procedure.

6. This cable must be connected to the PIU of the CARTO™ 3 System for a 5-minute warm-up

period before use to ensure accurate temperature readings. After the warm-up period, the
temperature readings stabilize. If the cable is used before the end of the warm-up period, a
temperature drift might occur.

INSTALLING AND OPERATING THE CABLE

Attaching the Cable Holder

1. Place the clamp portion of the cable holder (part number M652802) on the side of the

CARTO™ System Cart handle or over the bed rail. Then tighten the knob on the cable holder.

2. Insert the cable in the cable holder with the cable facing down.

Connecting the Cable
1. Connect the cable’s red connector to the MAP socket on the PIU of the CARTO™ 3 System.
2. Connect the cable’s yellow connector to the QUAD B or DECA socket on the PIU.

Note 1: Both connectors must be connected to the PIU.

Note 2: Connecting the connector to QUAD A may result in undesirable ECG noise.

If using a QDOT™ Micro Catheter, connect the catheter to one end of the TX eco EXT Cable.
Connect the other end of the TX eco EXT Cable to the large socket at the end of the
TX eco Cable.

If using another Biosense Webster therapeutic catheter, connect the catheter to one end of the

extension cable. Connect the other end of the extension cable to the small round socket at the
end of the TX eco Cable.

Disconnecting the Cable

1. Disconnect the red connector from the PIU of the CARTO™ 3 System by pulling the connector

from the slide release grip.
Then disconnect the yellow connector from the PIU by pulling the connector from the slide
release grip.

Note: Both connectors must be disconnected from the PIU. Do not leave one cable connected
and the other disconnected.

3. After disconnecting the cable, wait 10 seconds before reconnecting the cable to the PIU.

LED Status

The status of the cable is indicated by an LED. After the cable is properly connected to the PIU of the
CARTO™ 3 System and to the Biosense Webster therapeutic catheter, the cable performs a
Built-In Test (BIT).

LED Cable Status Comments

Green: slow blink BIT in progress

Green: solid
Red: fast blink

Ready for use
Error, BIT failed

The temperatures are not sent to the
CARTO™ 3 System or RF generator.

See the Troubleshooting section in this
document.

CARING FOR THE CABLE

Cleaning

The cable does not require disinfection or sterilization. Do not steam, autoclave, or otherwise sterilize
the cable.

If dust or debris appears on the cable, clean the cable as follows:

1. Disconnect the cable.

2. Clean the outside of the cable by wiping it with a cloth dampened with alcohol-free hand soap
and water.

3. Ensure that none of the soap solution enters the cable connectors or sockets.

4. Ensure that the cable is dry before connecting it to the CARTO™ 3 System or to a catheter.

Maintenance

There are no parts in the cable that may be serviced by the user. If the cable fails to perform, contact
Customer Support or your Biosense Webster representative for a replacement. The expected useful
life of the cable is three years.

Disposal

Recycle components, or dispose of the product and its residual elements or waste items, in
accordance with local laws and regulations.

TECHNICAL DATA

Specifications

DC Input The cable receives power input from the PIU of
the CARTO™ 3 System.

Weight 1kg (2.21b)

Dimensions 10 in long x 1.9 in wide x 3 in high

(254 mm x 48 mm x 76 mm)
<2°C

Temperature Accuracy

Operating, Storage, and Shipping Specifications

Minimum Maximum
Operating Specifications
Ambient Temperature 10°C 30°C
Relative humidity* 25% 75%
Storage and Shipping Specifications
Ambient Temperature -30°C 65°C
Relative humidity* 10% 95%

* In accordance with MIL-STD-1695, relative humidity levels shall be
within the range of 30% to 70% in areas where electronic parts and
hybrid microcircuits are handled or processed. MIL-STD-1695
requires the same level of relative humidity controls for handling and
storage areas, except when items are covered or protected.

EMC Information

The TX eco Cable is intended for use in the electromagnetic environment as specified in the
Instruction for Use for the CARTO™ 3 System.

TROUBLESHOOTING

If the LED on the TX eco Cable is red and is blinking fast, the BIT has failed and has caused an error
(see the LED Status section in this document). Follow the steps below to correct the problem.

1. Disconnect the catheter from the cable.

Disconnect the cable from the PIU of the CARTO™ 3 System.
Reconnect the cable to the PIU.

Reconnect the catheter to the cable.

S o S

If a QDOT MICRO™ Module is being used, follow the directions in the Instructions for Use and
Release Notes for the QDOT MICRO™ Module.

6. If the problem persists, contact Customer Support or your Biosense Webster representative.

In some situations, where 15 kV of air discharge or 8 kV of contact discharge is applied on the
system, the CARTO™ 3 System displays 3 error messages simultaneously: Map points cannot be
acquired (Error 401), Patient Body Reference has moved (Error 256), and a popup message
indicating the Patient Body Reference change. If this occurs, restart the PIU.

DISCLAIMER OF WARRANTY AND LIMITATION OF LIABILITY

THERE IS NO EXPRESS OR IMPLIED WARRANTY, INCLUDING WITHOUT LIMITATION ANY
IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE,
ON THE PRODUCT(S) DESCRIBED HEREIN. UNDER NO CIRCUMSTANCES SHALL BIOSENSE
WEBSTER, INC., OR ITS AFFILIATED COMPANIES, BE LIABLE FOR ANY SPECIAL, DIRECT,
INCIDENTAL, CONSEQUENTIAL, OR OTHER DAMAGES OTHER THAN AS EXPRESSLY
PROVIDED BY APPLICABLE LAW.

WITHOUT LIMITING THE FOREGOING, BIOSENSE WEBSTER, INC. OR ITS AFFILIATED
COMPANIES, SHALL NOT BE LIABLE FOR ANY SPECIAL, DIRECT, INCIDENTAL,
CONSEQUENTIAL, OR OTHER DAMAGES, ARISING OUT OF THE REUSE OF ANY
PRODUCT(S) LABELED FOR SINGLE USE OR WHERE REUSE IS PROHIBITED BY
APPLICABLE LAW.

Descriptions and specifications appearing in Biosense Webster, Inc. printed matter, including this
publication, are informational only and meant solely to generally describe the product(s) at the time of
manufacture and are not made or given as a warranty of the prescribed product(s) in any way.

ELECTRONIC INSTRUCTIONS FOR USE

This document is available at www.e-ifu.com.
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Bbnrapcku

TX eco kaben

BHumaHue: ®egepanHute 3akonu (Ha CALL) orpaHuyaBat npo, Ta Ha ToBa U ot

VK Mo NopbYKa Ha NULEH3UPaH 3apaBeH Npod)ecUoHanucT.

e [la He ce U3NON3Ba, ako onakosBkaTa € OTBOpPEeHa Wnv NoBpeaeHa.

OMUCAHUE HA U3OENUMETO

TX eco kabenbT ce nanonaea ¢ yabmkuTeneH kaben, 3a Aa CBbpXe TepaneBTUYeH KaTeTbp Ha
Biosense Webster kbm naumeHTckus uHtepdericed mopyn (PIU) Ha cuctemata CARTO™ 3
(Bepcyus 6 vnu no-HoBa Bepcust). YObIKUTENHUTE kabenu ca n3bpoeHn no-gony:

e 3a mukpokateTbp QDOT™: TX eco EXT kaben D135703

e 3appyru TepaneBTUYHK kaTeTpu Biosense Webster: D128603 (kaTanoxeH Homep CR3434CT)
unn D128604 (kaTtanoxeH Homep CR3425CT)

TX eco kabenbT npefaBa JaHHW OT TepaneBTUYHUA kaTeTbp Ha Biosense Webster kbMm cuctemata

CARTO™ 3 n P4 renepatop. MNpeaageHarta nHopmaums e onucaHa no-aony.

e CurHanu 3a cuna

e CurHanu 3a MecTornonoxeHue

e |C curHanu oT 3 MUKpOeneKkTpoAa Ha Bbpxa Ha kaTeTbpa (Camo 3a KaTeTpu C MUKPOenekTpoam)

¢ MamepBaHusi Ha TemnepaTypaTta OT 6 TepMO/BONKM Ha BbpXa Ha kaTeTbpa

NMOKA3AHUA 3A YNIOTPEBA
TX eco kabenbT ce M3NON3Ba, 3a Aa CBbpXe TepaneBTUYeH kaTeTbp Ha Biosense Webster kbm
naumeHTckust nHTepdeiiceH moayn (PIU) Ha cuctemata CARTO™ 3 (Bepcus 6 unu no-Hosa).

NMPEQYNPEXAOEHUA

1. Tpeau na nanonaeate To3un kaben, npoyeTeTe UHCMPYKUUUMe 3a ynompeba 3a TepaneBTUHHUSA
KaTeTbp Ha Biosense Webster. Ako To3u kaben ce usnonssa ¢ mogyna QDOT MICRO™,
HanpaBeTe crnpaBka ¢ UHCmpykyuume 3a yriompeba 3a cuctemata CARTO™ 3 n
uHcmpykuyuume 3a yrnompeba u benexkume 3a usdaHuemo 3a mogyna QDOT MICRO™, npeau
[na vanonseare To3n kaben ¢ mogyna QDOT MICRO™.

2. Camo nepcoHarn, KoTo e npoyen v pasbpan cbabpXxaHWe Ha TO3U JOKYMEHT, MOXe Aa HacTpou
1 u3nonsea To3un kaben.

3. Tosu kaben e yTBbpAeH 3a ynotpeba camo ¢ TepaneBTUYeH kaTeTbp Ha Biosense Webster. He
CBbp3BaliTe TO3U kaben KbM HUKaKbB ApYr KaTeTbp.

4. Toau kaben e npegHasHaveH 3a ynotpeba eayHCTBEHO C TepaneBTUYeH KaTeTbp Ha
Biosense Webster, cbBmecTm PY reHepatop, cuctemata CARTO™ 3 u kabenu Ha
Biosense Webster. O6bpHeTe ce kbM Bawus npeacraButen Ha Biosense Webster 3a noapo6Ha
MHbopMaLUS.

5. Toswu kaben TpsibBa Aa e oTAaneyeH Ha noHe 1 meTbp (39,4 MHYA) OT NoANOXKKaTa 3a
MecTornonoxeHue Ha cuctemata CARTO™ 3 no Bpeme Ha npoueayparta.

6. Tosu kaben TpsiGBa Aa e cBbP3aH KbM NauneHTckus nHTepdeiiceH moayn (PIU) Ha cuctemata
CARTO™ 3 3a 5-MuHyTeH nepuof Ha noarpsisaHe npeau ynotpeba, 3a fa ce rapaHTUpaT TOYHU
oTuMTaHusi Ha Temnepatypata. Crieq nepuoaa Ha noArpsiBaHe OTYMTaHUS Ha TeMnepaTyparta ce
cTabunuamnpart. Ako kabenbT ce U3Mon3Ba Npeay kpasi Ha nepuoga Ha NoarpsiBaHe, MoXe Ja ce
nosiBn TemneparypeH apend.

MOHTAX N PABOTA C KABENA

MpukayBaHe Ha Abpxaya 3a kabena

1. TMocTtaBeTe YacTTa cbe ckobaTa Ha Abpxada 3a kabena (katanoxeH Homep M652802) Ha
cTpaHaTa Ha ApbXkaTta Ha konuukata Ha cuctemata CARTO™ unu Hap nperpagaTta Ha
nernoto. Crief ToBa 3aTerHeTe KOMYeTo Ha Abpkaya 3a kabena.

2. [MbxHeTe kabena B Abpxaya 3a kabena, kato kKabenbT Aa coun Hagony.

Cebp3BaHe Ha kabena

1. CebpxeTe YepBeHUs KOHeKTOp Ha kabena kbM rHe3noto MAP Ha nauveHTckust uHTepdenceH
mogyn (PIU) Ha cuctemata CARTO™ 3.

2. CabpxeTe XbNTUs KOHEKTOP Ha kabena kbM rHeagoto QUAD B nnu DECA Ha nauueHTckust
nHTepdericeH moayn (PIU).
Babenexka 1: [1sata koHekTopa TpsibBa Aa 6bAaT CBbP3aHu KbM NaLMEHTCKUSI MHTepdeceH
moayn (PIU).
Babenexka 2: CBbp3BaHeTo Ha koHekTopa kbM QUAD A moxe fa AoBefe A0 HexXenaH Wwym
B EKT.

3. Ako mnsnonasarte MukpokateTbp QDOT™, cBbpKETE KaTeTbpa KbM eAMHNS Kpan Ha
TX eco EXT kabena. CebpxxeTe Apyrus kpain Ha TX eco EXT kabena KbM ronsMoTo rHe3zio B
Kpasi Ha TX eco kabena.

4. Ako nsnonssate Apyr TepaneBTU4eH kaTeTbp Ha Biosense Webster, cBbpxeTe kaTteTbpa kKbM
©ANHUS Kpal Ha yALIKUTENHNS kaben. CBbpxeTe APYrus Kpait Ha yabmKUTENHNA kaben kM
MarnkoTo, Kpbro rHesao B kpasi Ha TX eco kabena.

MpekbcBaHe Ha Bpb3kaTa Ha kabena

1. TpekbCcHeTe Bpb3KaTa Ha YEPBEHWSI KOHEKTOP OT MauMeHTCkus uHTepderceH moayn (PIU) Ha
cuctemata CARTO™ 3, kaTo M3abpnaTe KOHeKTopa OT Mb3aralus ce 3axsar.

2. Cnep ToBa NpekbCcHeTe Bpb3kaTa Ha XbTUS KOHEKTOP OT MaLMEHTCKUS MHTepdenceH Moayn
(PIU), kaTo usgbpnaTte KOHEKTOpa OT Nb3ralius ce 3axsaT.
Babenexka: Bpb3kute Ha ABaTa KOHEKTOpa C nauueHTckust uHtepdeincer moayn (PIU) Tpsbea
na 6baaT npekbcHaTu. He ocTaBsiliTe eauH kaben cBbp3aH, a Apyrus — paskayeH.

3. Cnepn npekbcBaHe Ha Bpb3kaTa Ha kabena usvyakante 10 cekyHau, Npean Aa CBbpXeTe OTHOBO
kabena kbm naumeHTckus uHTepdericeH moayn (PIU).

CBeToanoaeH cratyc

CTaTyC‘bT Ha kabena e nocoyeH Ypes cBeToaunon. Cne,q kaTo kabensT e npaBUNHO CBbP3aH KbM
nauueHTckusi nHTepdericeH moayn (PIU) Ha cuctemata CARTO™ 3 1 TepaneBTUYHUA KaTeTbp Ha
Biosense Webster, kabenbT n3sbplusa BrpageH TecT (BIT).

CeeTtoauopn CraTtyc Ha kabena KomeHnTapu

3eneH: mura 6aBHO M3BbpluBa ce BrpageH Tect (BIT) -

3eneH: ceeTU [oToB 3a ynotpe6a -

YepseH: mura 6bp30 Ipelka, HeycnelleH BrpageH

TecT (BIT)

Temnepatypute He ce usnpawat
kbM cuctemata CARTO™ 3 unu
P4 renepatopa.

BwxTe pasaena OmcmpaHsieaHe
Ha Heu3npaeHoCMUu B TO31
AOKYMEHT.

FPWXWU 3A KABETA

MouuncTtBaHe

KabenbT He nancksa AesvHgekums unm ctepunusauus. He ctepunusupaiite kabena ¢ napa, B
aBTOKIaB MMM MO APYr HAYMH.

Axo Bbpxy kabena ce cbbepe npax Unn MpbLCOTUS, MOYKUCTETe Kaben No CrefHUs HaunH:
1. TpekbcHeTe Bpb3kaTa Ha kabena.

2. TMouucteTe kabena OTBLH, KaToO ro N3TPUETE C Kbpra, HaBNaXHeHa ¢ 6e3ankoxomneH canyH
v BOAA.

3. YBepeTe ce,4ye B kabenHute KOHEKTOpU unu rHe3fa He NpoHWKBa carnyHeH pasTBop.

4. YBepeTe ce, Ye kabenbT e cyx, Npean Aa ro ceBbpxeTe kKbM cuctemata CARTO™ 3 nnun
KaTeTbpa.

Moaapwbxkka

B kabena Hama yactu, konTo morat aa 6baart obenyxsaHu ot notpebutens. Ako kabenbT He
yHKLUMOHMPa, 06 bPHETE Ce KbM ekuna 3a KIMeHTCka NoaapbXka UK Ballvsl NpeacTaBuTen Ha
Biosense Webster 3a cmsiHa Ha kabena. O4akBaHWAT noneseH XWBOT Ha kabena e Tpu roauHu.

U3xBbpnsaHe

Peuvknupainte KOMNOHEHTUTE MW N3XBBPNAWTE NPOAYKTa U OCTAaTbYHUTE MY ENEMEHTU U
oTnagb4yHW efieMeHTU B CbOTBETCTBNE C MECTHUTE 3aKOHU U pasnope,qﬁw.

TEXHUYECKU OAHHU
Cneundmkaumm
MpomeHnuBoTOKOB KabenbT nonyyaea 3axpaHBaHe OT NaLMEHTCKUS
BXOA nHTepdeiiced moayn (PIU) Ha cuctemata CARTO™ 3.
Terno 1 kg (2,2 dyHTa)
Pa3smepu 10 uHYa x 1,9 uHYa x 3 nHya
(254 mm x 48 mm x 76 mm)
TouHoCT Ha <2°C
Temnepatypara

Cneuundmkaumm 3a paboTa, CbXpaHeHue U TpaHCnopTUpaHe

MuHumym  Makcumym
Pa6oTHu cneuundmkauymm
OkonHa Temnepatypa 10°C 30°C
OTHOCMTenHa BnaxHoCT* 25% 75%
Cneumndukaumm 3a cbxpaHeHue 1 TpaHCNopTUpaHe
OkonHa Temnepatypa -30°C 65 °C
OTHocuTenHa BNaxHoCT* 10% 95%

* CbrnacHo MIL-STD-1695 HuBaTa Ha OTHOCWTENHa BNaXHOCT Tpsbsa Aa 6baat B
navanasoHa ot 30% Ao 70% B obnactu, kbaeTo ce obpaboTBat unu npepaborsat
eNEeKTPOHHM YacTu 1 xubpuaxu Mukpounnose. MIL-STD-1695 nauckea CbLLOTO HUBO
Ha KOHTPOMK Ha OTHOCUTENHA BNaXHOCT 3a obnactu 3a o6paboTBaHe 1 CbxpaHeHne
C M3KITIOYEHME Ha CIyyast, Korato efneMeHTUTe ca NOKPUTU UMK 3aLLUTEHU.

WUndopmauuns

TX eco kabenbT e npegHasHayeH 3a ynoTpeGa B eNneKTpomMarHuTHa cpefa, KakTo e yka3aHo B
ykasaHusima 3a ynompeba 3a cuctemata CARTO™ 3.

OTCTPAHABAHE HA HEU3MNPABHOCTHU

Axo cBeToanoabT Ha TX eco kabena e yepBeH 1 mura 6bp30, BrpaaeHusiT TecT (BIT) e HeycneLueH n
e npeav3BuKan rpeLuka (BuxTe pasaen CeemoouodeH cmamyc B TO3v AOKYyMeHT). Cneaaite
CTBNKUTE No-4ony, 3a Aa oTCTpaHuTe npoﬁnema.

1. TpekbcHeTe Bpb3kaTa Ha kaTeTbpa 1 kabena.

2. TpekbcHeTe Bpb3akaTa Ha kabena ¢ nauuMeHTckus uHTepdericeH moayn (PIU) Ha cuctemara
CARTO™ 3.

3. CebpxeTe 0THOBO kabena kKbM nauueHTckus uHTepdernceH mogyn (PIU).
4. CpbpxKeTe OTHOBO KaTeTbpa kbM kabena.

5. Ao ce usnonssa mogyn QDOT MICRO™, cnepnpaiite uHcmpykyuume 8 ykazaHusima 3a
yrnompeb6a u 6enexkume no usdaHuemo 3a mogyna QDOT MICRO™.

6. Ako npobnembT He n3vesHe, ce 06bpHETE KbM ekuna 3a KnueHTcka noaapbxka unu Bawmsa
npeacrasuTen Ha Biosense Webster.

B Hskowu cnyyaw, koraTo Ha cuctemata ce npunarat 15 kV BbaayLueH paspag vnm 8 kV koHTakTeH
pa3psig, cuctemata CARTO™ 3 nokassa eaHOBPEMEHHO TpU CbOBLLEHWS 3a rpeLuka: He moraT Aa
6baar onpeaenexn kapTorpadckuTe Toukn (rpetuka 401), pedepeHTHaTa no3vumsa Ha TANoTo Ha
nauueHTa ce e npemectuna (rpellka 256) 1 nackavall Nnpo3opeL, nokassall, npomsHaTa Ha
pecbepeHTHaTa NO3MLMSA Ha TANOTO Ha NauueHTa. AKo ToBa Ce CIy4u, pecTapTupaiTe nauneHTCKus
nHTepdericeH mogyn (PIU).
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Bbnrapcku

FTAPAHUUA U OTPAHUYEHA OTTOBOPHOCT

3A TYK ONMUCAHUA(TE) NPOOYKT (M) HAMA OUPEKTHA UNU NOOPA3BUPALLA CE
FAPAHUUA, BKIMIOYUTENHO, BE3 OrPAHUYEHUA, KAKBATO U A BUIO
NPEONONIArAEMA FAPAHLMA 3A TbPFOBCKA PEANIU3ALUA UNU NPUFOAHOCT 3A
ONPEQENEHA UENN. NPU HUKAKBU OBCTOATEJICTBA BIOSENSE WEBSTER, INC. UK
CBBP3AHUTE C TAX KOMMNAHUU, HAMA OA HOCAT OTFTOBOPHOCT 3A KAKBUTO U 1A CA
OCOBEHM, NMPEKK, CIYYAWHW, NOCNEABALLM UNW APYIU YBPEAMW, OCBEH U3PUYHO
NOCOYEHUTE OT NPUNOXHOTO 3AKOHOAATENCTBO.

BE3 A OTPAHUYABA FOPEMNOCOYEHOTO, BIOSENSE WEBSTER, INC. UITU TEXHUTE
CBBHP3AHU KOMMAHWUU, HAMA OA BBOAT OTFOBOPHU 3A KAKBUTO U A BUNO
OCOBEHU, NPEKN, MHUWAEHTHWU, KOCBEHW UNX OPYTU BPEOU, Bb3HUKHANU
BCNEACTBUE HA NMOBTOPHA YMOTPEBA HA NPOAYKT(M), OBO3HAYEH(U) 3A
EOHOKPATHA YNOTPEBA, UNIU KbAETO NOBTOPHATA YNOTPEBA E 3AEPAHEHA OT
CBbOTBETHOTO 3AKOHOOATEJNCTBO.

Onucanus 1 cneuyudurkaummn, cpeLalm ce B ne4aTHu matepuanu Ha Biosense Webster, Inc.,
BKITOYUTENHO B Tasn nyGnuvkauus, ca camo 3a MHGOpMaLmMs U LIENST €AMHCTBEHO Aa NpeacTaBsaT
06LLIO onucaHue Ha NpoAyKTa KbM MOMEHTa Ha NpOU3BOACTBO, U MO HNKaKbB HA4YNH He ca
npegHasHa4yeHu unu NnpefoCTaBeHU KaTo rapaHumnsa Ha aneHusa npoaykr.

ENEKTPOHHU MHCTPYKLIUU 3A YNIOTPEBA

TO3n JOKYMEHT e HanuveH Ha www.e-ifu.com.
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Kabel TX eco

Upozorn ni: Federalni zakony USA omezuji prodej tohoto zafizeni na prodej Iékafem s licenci
nebo na lékarsky predpis.

* Produkt nepouzivejte, pokud je obal otevieny nebo poskozeny.

POPIS PROSTREDKU

Kabel TX eco se pouziva s prodluzovacim kabelem pro pfipojeni terapeutického katétru
Biosense Webster k jednotce zajistujici rozhrani pacienta (PIU) systému CARTO™ 3 (verze 6
apozd jsi). Prodluzovaci kabely jsou uvedeny nize:

e Pro mikrokatétr QDOT™: kabel TX eco EXT D135703

e Pro dalsi terapeutické katétry Biosense Webster: D128603 (katalogové ¢islo CR3434CT) nebo
D128604 (katalogoveé ¢islo CR3425CT)

Kabel TX eco zasila data z terapeutického katétru Biosense Webster do systému CARTO™ 3 a RF
generatoru. Zasilané informace jsou uvedeny nize.

e Silové signaly

e Signdly s informaci o poloze

e Intrakardialni signaly ze 3 mikroelektrod v hrotu katétru (jen u katétrii s mikroelektrodami)
e Mt eniteploty ze 6 termoclanku v hrotu katétru

INDIKACE K POUZITI
Kabel TX eco se pouziva k pfipojeni terapeutického katétru Biosense Webster k jednotce zajistujici
rozhrani pacienta (PIU) systému CARTO™ 3 (verze 6 a pozd jsi).

VYSTRAHY

1. Pred pouzitim tohoto kabelu si pfect te ndvod k pouziti terapeutického katétru
Biosense Webster. Jestlize se tento kabel pouziva s modulem QDOT MICRO™, piect te si pred
pouzitim tohoto kabelu s modulem QDOT MICRO™ navod k pouziti systtmu CARTO™ 3 a
néavod k pouziti a poznamky k vydani modulu QDOT MICRO™.

2. Tento kabel smi pouzivat jen osoby, které si precetly obsah tohoto dokumentu a rozumi mu.

3. Tento kabel je ov f en jen pro pouZiti s terapeutickym katétrem Biosense Webster. Tento kabel
nepfipojujte k Zzadnému jinému katétru.

4. Tento kabel je uréen k pouziti pouze s terapeutickym katétrem Biosense Webster, kompatibilnim

RF generatorem, systtmem CARTO™ 3 a kabely Biosense Webster. Podrobnosti zjistite u
mistniho zastupce spole¢nosti Biosense Webster.

5. Tento kabel musi byt b hem vykonu ve vzdalenosti minimaln 1 metr (39,4 in) od lokaliza¢ni
podlozky systému CARTO™ 3.

6. Aby bylo zajist no spravné m f eni teplot, musi byt tento kabel b hem 5minutového ohfevu pred
pouzitim pfipojen k jednotce PIU systému CARTO™ 3. Po dob ohfevu se nam i ené hodnoty
teplot ustali. Bude-li kabel pouzit pred koncem doby ohfevu, mlze dojit ke kolisani teploty.

INSTALACE A POUZiVANi KABELU

Pfipevn ni drzaku kabelu

1. Cast drzaku kabelu (dil ¢islo M652802) se svorkou umist te na bok rukojeti voziku k systému
CARTO™ nebo nad madlo postele. Pak utahn te kolecko na drzaku kabelu.

2. Vlozte kabel do drzaku kabelu tak, aby kabel sm F oval dolu.

Pripojeni kabelu

1. Cerveny konektor kabelu zapojte do zditky MAP na jednotce PIU systému CARTO™ 3.

2. Zluty konektor kabelu zapojte do zditky QUAD B nebo DECA na jednotce PIU.
Poznamka 1: Oba konektory musi byt zapojené do jednotky PIU.

Poznamka 2: Po zapojeni konektoru do zditky QUAD A muze dojit k nezadoucimu ruseni
signalu EKG.

3. Pokud pouzivate mikrokatétr QDOT™, pfipojte katétr k jednomu konci kabelu TX eco EXT.
Druhy konec kabelu TX eco EXT zapojte do velké zditky na konci kabelu TX eco.

4. Pokud pouzivate jiny terapeuticky katétr Biosense Webster, pripojte katétr k jednomu konci
prodluzovaciho kabelu. Druhy konec prodluzovaciho kabelu zapojte do malé kulaté zditky na
konci kabelu TX eco.

Odpojeni kabelu

1. Odpojte ¢erveny konektor od jednotky PIU systému CARTO™ 3 vytaZenim konektoru z posuvné
pojistky.

2. Pak odpojte Zluty konektor z jednotky PIU jeho vytaZenim z posuvné pojistky.

Poznamka: Oba konektory je nutné z jednotky PIU odpojit. Nenechaveijte jeden kabel zapojeny a
druhy odpojeny.

3. Po odpojeni kabelu pockejte 10 sekund, nez jej znovu zapojite do jednotky PIU.

Stav kontrolky LED

Stav kabelu udava kontrolka LED. Po spravném zapojeni kabelu do jednotky PIU systému
CARTO™ 3 a k terapeutickému katétru Biosense Webster kabel provede tzv. vestav ny test (BIT).

Kontrolka LED Stav kabelu
Probiha BIT
Pfipraveno k pouziti

Chyba, BIT se nezdafil

Komentaie

Zelena: pomalu blika Neni k dispozici

Zelena: sviti Neni k dispozici

Do systému CARTO™ 3 ani do

RF generatoru se neodesilaji Udaje o
teplotach.

Viz &ast Reseni potizi v tomto
dokumentu.

Cervena: rychle blika

PECE O KABEL
Cist ni
Kabel neni nutné dezinfikovat ani sterilizovat. Kabel nesterilizujte parou, v autoklavu ani jinak.

Bude-li na kabelu prach nebo $pina, ocist te jej takto:

1. Odpojte kabel.

2. Vn jSi povrch kabelu otfete ut rkou navihéenou mydlem na ruce bez alkoholu a vodou.
3. Dbejte na to, aby do konektort kabelu ani do zditek nevnikl mydlovy roztok.

4. Nez kabel pfipojite k systtmu CARTO™ 3 nebo ke katétru, ujist te se, Ze je suchy.
Udrzba

Kabel neobsahuje soucasti, které by mohl opravit uzivatel. Jestlize kabel nefunguje, kontaktujte
zakaznickou podporu nebo mistniho zastupce spolecnosti Biosense Webster s Zadosti o nahradni.
Predpokladana Zivotnost kabelu jsou tfi roky.

Likvidace

Recyklujte komponenty nebo likvidujte produkt a jeho zbytkové ¢asti ¢i odpady v souladu s mistnimi
zakony a predpisy.

TECHNICKE UDAJE
Specifikace

Stejnosm rné napajeni Kabel je napajen z jednotky PIU systému CARTO™ 3.

Hmotnost 1kg (2,2 1b)

Rozm ry Délka 10 in x Sitka 1,9 in x vySka 3 in
(254 mm x 48 mm x 76 mm)

Presnost teploty <2°C

Specifikace pro provoz, skladovani a prepravu

Minimalni Maximalni
Provozni specifikace
Okolni teplota 10°C 30°C
Relativni vihkost* 25% 75%
Specifikace pro skladovani a prepravu
Okolni teplota -30°C 65 °C
Relativni vihkost* 10% 95%

* Podle normy MIL-STD-1695 se relativni vihkost musi pohybovat v rozmezi
30% az 70% v mistech, kde se manipuluje s elektronickymi souc¢astmi a
mikroobvody nebo kde se zpracovavaji. Norma MIL-STD-1695 poZaduje
stejny stupen relativni vihkosti pro prostory pro manipulaci a skladovani,
pokud tyto pfedm ty nejsou zakryty &i jinak chran ny.

Informace o elektromagnetické kompatibilit (EMC)

Kabel TX eco je uréen pro pouZziti v elektromagnetickém prostredi, jak je uvedeno v navodu k pouZziti
systému CARTO™ 3.

RESENI POTIZi

Pokud kontrolka LED na kabelu TX eco rychle ¢erven blika, test BIT se nezdafil a doslo k chyb (viz
&ast Stav kontrolky LED v tomto dokumentu). Problém odstrarite provedenim nize uvedenych kroku.
Odpojte katétr od kabelu.

Odpojte kabel z jednotky PIU systému CARTO™ 3.

Znovu pripojte kabel k jednotce PIU.

Znovu pfipojte katétr ke kabelu.

o s 0N

V pfipad pouziti modulu QDOT MICRO™ postupuijte podle pokynt v navodu k pouZziti a
poznamkach k vydani pro modul QDOT MICRO™.

6. Pokud problém pretrvava, kontaktujte zakaznickou podporu nebo zastupce spole¢nosti
Biosense Webster.

V n kterych pfipadech, kdy je na systém aplikovan vzduchovy vyboj 15 kV nebo kontaktni vyboj

8 kV, zobrazi systém CARTO™ 3 zaroven 3 chybova hlaseni: Nelze ziskat mapové body (401),
Referenéni bod nat le pacienta se pohnul (Chyba 256) a mistni hlaSeni s oznamenim, Ze doslo ke
zm n referenéniho bodu na t le pacienta. Nastane-li tato situace, restartujte jednotku PIU.

ODMITNUTI ZARUK A OMEZENi ODPOV DNOSTI

NA ZDE POPSANY VYROBEK (POPSANE VYROBKY) NEEXISTUJE VYSLOVNA ANI
NEVYSLOVNA ZARUKA VCETN NEOMEZENE ZARUKY NA MOZNOST PRODEJE NEBO
VHODNOSTI K URCITEMU UCELU. SPOLECNOST BIOSENSE WEBSTER, INC., NEBO JEJi
PRIDRUZENE SPOLECNOSTI ZA ZADNYCH OKOLNOSTi NERUCI ZA ZADNE SPECIALNI,
PRIME, NAHODNE, NASLEDNE NEBO JINE SKODY S VYJIMKOU T CH, KTERE JSOU
UVEDENY V PRISLUSNEM ZAKON .

BEZ OMEZENi USTANOVENi UVEDENEHO V PREDCHAZEJICiM ODSTAVCI SPOLECNOST
BIOSENSE WEBSTER, INC. NEBO JEJi PRIDRUZENE SPOLECNOSTI ZA ZADNYCH
OKOLNOSTi NERUCI ZA ZADNE SPECIALNI, PRIME, NAHODNE, NASLEDNE NEBO JINE
SKODY, KTERE VZNIKNOU OPAKOVANYM POUZITIM VYROBKU (VYROBKU) URCENYCH
POUZE PRO JEDNO POUZITi NEBO V PRIPAD , ZE JE JEJICH OPAKOVANE POUZITi
ZAKAZANO PRISLUSNYM ZAKONEM.

Popisy a specifikace objevuijici se v ti§t nych dokumentech spole¢nosti Biosense Webster, Inc.
véetn této publikace jsou pouze informativni a uvad ji pouze vSeobecny popis vyrobku v dob
vyroby a v zadném pfipad neposkytuji zaruku pro popsany vyrobek a nejsou ani takto min ny.

ELEKTRONICKY NAVOD K POUZITi

Tento dokument je k dispozici na adrese www.e-ifu.com.
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TX eco-kabel

Forsigtig: Ifalge amerikansk lovgivning (USA) ma denne anordning udelukkende szlges af
eller efter ordination fra en laege.

* Ma ikke anvendes, hvis emballagen har veeret abnet eller er beskadiget.

BESKRIVELSE AF ANORDNINGEN

TX eco-kablet bruges sammen med et forlaengerkabel til at forbinde et terapeutisk

Biosense Webster-kateter med den anvendte patientgreensefladeenhed i CARTO™ 3-systemet
(version 6 og nyere). Forlaengerkablerne er opfert nedenfor:

e For QDOT™-mikrokateteret: TX eco EXT-kabel D135703

e For andre terapeutiske Biosense Webster-katetre: D128603 (katalognr. CR3434CT) eller
D128604 (katalognr. CR3425CT)

TX eco-kablet sender data fra et terapeutisk Biosense Webster-kateter til CARTO™ 3-systemet og
RF-generatoren. De sendte oplysninger er anfert nedenfor.

e Kraftsignaler

e Lokaliseringssignaler

e |C-signaler fra de 3 mikroelektroder pa spidsen af kateteret (kun katetre med mikroelektroder)
e Temperaturmalinger fra de 6 termoelementer pa spidsen af kateteret

INDIKATIONER
TX eco-kablet bruges til at forbinde et terapeutisk Biosense Webster-kateter med den anvendte
patientgraensefladeenhed i CARTO™ 3-systemet (version 6 og nyere).

ADVARSLER

1. Lees brugsanvisningen til det terapeutiske Biosense Webster-kateter, inden dette kabel tages i
brug. Hvis dette kabel bruges sammen med QDOT MICRO™-modulet, henvises der til
brugsanvisningen til CARTO™ 3-systemet samt brugsanvisningen og produktbemaerkningerne til
QDOT MICRO™-modulet inden dette kabel anvendes sammen med QDOT MICRO ™-modulet.

2. Kun personer, som har leest og forstaet indholdet af dette dokument, ma indstille og bruge dette
kabel.

3. Dette kabel er udelukkende valideret til brug med et terapeutisk Biosense Webster-kateter. Dette
kabel ma ikke forbindes med andre katetre.

4. Dette kabel er kun beregnet til brug sammen med et terapeutisk Biosense Webster-kateter, en
kompatibel RF-generator, et CARTO™ 3-system og Biosense Webster-kabler. Yderligere
oplysninger fas hos Biosense Webster-repraesentanten.

5. Dette kabel skal veere placeret mindst 1 meter (39,4 tommer) fra CARTO™ 3-systemets
lokaliseringsenhed under proceduren.

6. Dette kabel skal forbindes med patientgreensefladeenheden i CARTO™ 3-systemet i en
5 minutters opvarmningsperiode inden brug for at sikre ngjagtige temperaturmalinger.
Temperaturmalingerne stabiliserer sig efter opvarmningsperioden. Hvis kablet bruges, inden
opvarmningsperioden er udlgbet, kan der forekomme en temperaturforskydning.

INSTALLATION OG BETJENING AF KABLET

Fastgorelse af kabelholderen

1. Anbring kabelholderens klemmedel (delnummer M652802) pa siden af handtaget pa CARTO™-
systemets vogn eller over sengeskinnen. Stram derefter grebet pa kabelholderen.

2. Indseet kablet i kabelholderen med kablet vendt nedad.

Tilslutning af kablet

1. Forbind kablets rede konnektor med MAP-stikket pa CARTO™ 3-systemets
patientgraensefladeenhed.

2. Forbind kablets gule konnektor med QUAD B- eller DECA-stikket pa
patientgraensefladeenheden.

Bemzerk 1: Begge konnektorer skal veere forbundet med systemets patientgreensefladeenhed.

Bemaerk 2: Hvis konnektoren forbindes med QUAD A-stikket, kan det medfere ugnskede
EKG-forstyrrelser.

3. Huvis der anvendes et QDOT ™-mikrokateter, skal kateteret forbindes med den ene ende af
TX eco EXT-kablet. Forbind den anden ende af TX eco EXT-kablet med det store stik for enden
af TX eco-kablet.

4. Hvis der anvendes et andet terapeutisk Biosense Webster-kateter, skal kateteret forbindes med
den ene ende af forleengerkablet. Forbind den anden ende af forleengerkablet med det lille,
runde stik for enden af TX eco-kablet.

Frakobling af kablet

1. Kobl den rgde konnektor fra CARTO™ 3-systemets patientgraensefladeenhed ved at treekke
konnektoren ud af friggrelsesmekanismen.

2. Kobl derefter den gule konnektor fra patientgreensefladeenheden ved at traekke konnektoren ud
af frigerelsesmekanismen.

Bemeerk: Begge konnektorer skal kobles fra patientgraensefladeenheden. Lad ikke det ene kabel
veere forbundet og det andet frakoblet.

3. Vent 10 sekunder efter frakobling af kablet, inden kablet forbindes med
patientgreensefladeenheden igen.
LED-status

En LED viser kablets status. Nar kablet er sluttet korrekt til CARTO™ 3-systemets
patientgreensefladeenhed og til det anvendte Biosense Webster terapeutiske kateter, gennemfarer
kablet en selvtest.

LED Kabelstatus Kommentarer

Grgn: blinker langsomt Selvtest i gang -
Gregn: lyser konstant

Read: blinker hurtigt

Klar til brug -

Fejl, mislykket Temperaturerne sendes ikke til CARTO™ 3-
selvtest systemet eller RF-generatoren.

Se afsnittet Fejifinding i dette dokument.

VEDLIGEHOLDELSE AF KABLET

Rengering

Kablet kraever ikke desinfektion eller sterilisering. Kablet ma ikke dampsteriliseres, autoklaveres eller
steriliseres pa anden vis.

| tilfeelde af, at der er stov eller snavs pa kablet, skal det rengeres pa felgende vis:
1. Frakobl kablet.

2. Renger kablet udvendigt ved at aftgrre det med en klud, der er fugtet med alkoholfri handsaebe
og vand.

3. Serg for, at seebeoplasningen ikke traenger ind i kabelkonnektorerne og stikkene.
4. Serg for, at kablet er tert, inden det forbindes med CARTO™ 3-systemet eller et kateter.

Vedligeholdelse

Der er ingen dele i kablet, der kan serviceres af brugeren. Hvis kablet ikke fungerer efter hensigten,
skal du kontakte kundeservice eller Biosense Webster-repraesentanten med henblik pa bestilling af
et nyt kabel. Kablets forventede driftslevetid er tre ar.

Bortskaffelse
Genanvend dele, eller bortskaf produktet samt restelementer eller affaldsdele i overensstemmelse
med lokal love og regulativer

TEKNISKE DATA
Specifikationer

Jaevnstremsindgang Kablet forsynes med strem fra CARTO™ 3-

systemets patientgraensefladeenhed.
Vaegt 1kg (2,21b)

Mal 10inlang x 1,9 in bred x 3 in hgj
(254 mm x 48 mm x 76 mm)

Temperaturngjagtighed <2°C

Drifts-, opbevarings- og forsendelsesspecifikationer

Minimum Maksimum
Driftsspecifikationer
Omgivende temperatur 10 °C 30°C
Relativ luftfugtighed* 25 % 75 %
Opbevarings- og forsendelsesspecifikationer
Omgivende temperatur -30 °C 65°C
Relativ luftfugtighed* 10 % 95 %

* | overensstemmelse med MIL-STD-1695 skal den relative luftfugtighed vaere

mellem 30 % og 70 % pa steder, hvor elektroniske komponenter og hybride

mikrokredsleb handteres eller forarbejdes. MIL-STD-1695 stiller krav om den

samme grad af kontroller af den relative luftfugtighed pa omrader til handtering

og opbevaring, med undtagelse af nar emnerne er tildeekkede eller beskyttede.
EMC-oplysninger

TX eco-kablet er beregnet til brug i det elektromagnetiske miljg, som er beskrevet i brugsanvisningen
til CARTO™ 3-systemet.

FEJLFINDING
Hvis LED’en pa TX eco-kablet er rad og blinker hurtigt, mislykkedes selvtesten og har forarsaget en
fejl (se afsnittet LED-status i dette dokument). Folg nedenstaende trin for at afhjeelpe problemet.

Kobl kateteret fra kablet.

Kobl kablet fra CARTO™ 3-systemets patientgraensefladeenhed.
Forbind kablet med patientgreensefladeenheden igen.

Forbind kateteret med kablet igen.

o oN 2

Hvis der anvendes et QDOT MICRO ™-modul, skal anvisningerne i brugsanvisningen og
produktbemeerkningerne til QDOT MICRO™-modulet falges.

6. Kontakt kundeservice eller Biosense Webster-repraesentanten, hvis problemet varer ved.

| visse situationer, hvor systemet udsaettes for 15 kV luftudladning eller 8 kV kontaktudladning, viser
CARTO™ 3-systemet 3 fejlmeddelelser samtidigt: Map points cannot be acquired
(Kortlzegningspunkter kan ikke indhentes) (Fejl 401), Patient Body Reference has moved (Patientens
kropsreference har flyttet sig) (Fejl 256) og en pop-op-meddelelse om, at patientens kropsreference
er eendret. Genstart patientgreensefladeenheden, hvis dette sker.
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GARANTIFRASKRIVELSE OG ANSVARSBEGRANSNING

DER ER INGEN UDTRYKT ELLER UNDERFORSTAET GARANTI, HERUNDER UDEN
BEGRANSNING EN HVILKEN SOM HELST UNDERFORSTAET GARANTI AF SALGBARHED
ELLER EGNETHED TIL ET BESTEMT FORMAL, FOR DE(T) PRODUKT(ER), SOM ER
BESKREVET HERI. BIOSENSE WEBSTER, INC. SKAL UNDER INGEN OMSTANDIGHEDER
HOLDES ANSVARLIG FOR NOGEN SOM HELST SPECIEL, DIREKTE, HENDELIG ELLER
ANDEN SKADE, MEDMINDRE DET UDTRYKKELIGT ER BESKREVET | EN SPECIFIK LOV.

UDEN BEGRANSNING AF FOREGAENDE SKAL BIOSENSE WEBSTER, INC. ELLER DENS
SOSTERSELSKABER IKKE VAERE ANSVARLIG FOR NOGEN SPECIEL, DIREKTE, HENDELIG
ELLER ANDEN SKADE SOM RESULTAT AF GENBRUG AF NOGEN PRODUKT(ER), SOM ER
MARKERET TIL ENGANGSBRUG ELLER HVOR GENBRUG ER FORBUDT IFLG.

G/AELDENDE LOV.

Beskrivelser og specifikationer i Biosense Webster, Inc. tryksager, inklusive denne publikation har
udelukkende til formal generelt at beskrive produktet pa tidspunktet for fremstillingen og er ikke pa
nogen made en udtrykkelig garanti af det beskrevne produkt.

ELEKTRONISK BRUGSANVISNING
Dette dokument kan findes pa www.e-ifu.com.
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TX eco-Kabel

Achtung: Laut Bundesgesetz ist der Verkauf dieses Produktes in den USA nur durch einen
zugelassenen Arzt oder auf drztliche Anordnung gestattet.

e Nicht verwenden, wenn die Verpackung gedffnet oder beschéadigt ist.

GERATEBESCHREIBUNG

Das TX eco-Kabel wird mit einem Verlangerungskabel verwendet, um einen therapeutischen
Katheter von Biosense Webster mit der Patientenschnittstelle (Patient Interface Unit, PIU) des
CARTO™ 3-Systems (Version 6 und neuer) zu verbinden. Die Verlangerungskabel sind nachfolgend
aufgefiihrt:

e Firden QDOT™ Micro-Katheter: TX eco EXT-Kabel D135703
e Fir andere therapeutische Katheter von Biosense Webster: D128603 (Katalognr. CR3434CT)
oder D128604 (Katalognr. CR3425CT)

Das TX eco-Kabel tbermittelt Daten vom therapeutischen Katheter von Biosense Webster an das
CARTO™ 3-System und den HF-Generator. Die libermittelten Informationen werden weiter unten
aufgefiihrt.

e Kraftsignale

* Positionssignale

e |C-Signale von den drei Mikroelektroden in der Spitze des Katheters (nur bei Kathetern mit
Mikroelektroden)

e Temperaturmessungen von den sechs Thermoelementen in der Spitze des Katheters

INDIKATIONEN

Das TX eco-Kabel wird verwendet, um einen therapeutischen Katheter von Biosense Webster mit
der Patientenschnittstelle (Patient Interface Unit, PIU) des CARTO™ 3-Systems (Version 6 und
neuer) zu verbinden.

WARNHINWEISE

1. Lesen Sie vor der Verwendung dieses Kabels die Bedienungsanleitung fir den therapeutischen
Katheter von Biosense Webster. Wenn dieses Kabel mit dem QDOT MICRO™ Modul verwendet
wird, lesen Sie bitte die Bedienungsanleitung fir das CARTO™ 3-System sowie die
Bedienungsanleitung und die Versionshinweise fir das QDOT MICRO™ Modul, bevor Sie
dieses Kabel mit dem QDOT MICRO™ Modul verbinden.

2. Dieses Kabel darf nur von Mitarbeitern, die diese Bedienungsanleitung gelesen und verstanden
haben, eingerichtet und verwendet werden.

3. Dieses Kabel ist nur fiir die Verwendung mit einem therapeutischen Katheter von
Biosense Webster validiert. SchlieRen Sie dieses Kabel an keinen anderen Katheter an.

4. Dieses Kabel ist nur fir die Verwendung mit einem therapeutischen Katheter von
Biosense Webster, einem kompatiblen HF-Generator, einem CARTO™ 3-System und Kabeln
von Biosense Webster vorgesehen. Weitere Informationen erhalten Sie von lhrem
Biosense Webster Kundenbetreuer.

5. Dieses Kabel muss wéhrend des Verfahrens mindestens 1 Meter (39,4 Zoll) vom
Positionsbestimmer des CARTO™ 3-Systems entfernt sein.

6. Dieses Kabel muss vor der Verwendung zum ,Aufwarmen* ca. 5 Minuten mit der PIU des
CARTO™ 3-Systems verbunden werden, um exakte Temperaturmessungen sicherzustellen.
Nach der Aufwarmphase stabilisieren sich die Temperaturmessungen. Wenn das Kabel vor
Ende der Aufwarmphase verwendet wird, kénnen abweichende Temperaturmessungen
auftreten.

INSTALLATION UND BEDIENUNG DES KABELS

Befestigung des Kabelhalters

1. Positionieren Sie den Klemmteil des Kabelhalters (Teilenummer M652802) seitlich am Griff des
CARTO™ Systemwagens oder Uber der Bettschiene. Drehen Sie dann den Knopf am
Kabelhalter fest.

2. Fihren Sie das Kabel von oben nach unten in den Kabelhalter ein.

AnschlieRen des Kabels

1. Verbinden Sie den roten Stecker des Kabels mit der MAP-Buchse an der PIU des CARTO™ 3-
Systems.

2. Verbinden Sie den gelben Stecker des Kabels mit der QUAD B- oder DECA-Buchse an der PIU.
Hinweis 1: Beide Stecker miissen mit der PIU verbunden sein.

Hinweis 2: Beim Verbinden des Steckers mit der QUAD A-Buchse kann unerwiinschtes EKG-
Rauschen auftreten.

3. Wenn Sie einen QDOT™ Micro-Katheter verwenden, verbinden Sie den Katheter mit einem
Ende des TX eco EXT-Kabels. Verbinden Sie das andere Ende des TX eco EXT-Kabels mit der
grofRen Buchse am Ende des TX eco-Kabels.

4. SchlieRen Sie bei Verwendung eines anderen therapeutischen Katheters von Biosense Webster
den Katheter an ein Ende des Verlédngerungskabels an. Verbinden Sie das andere Ende des
Verlangerungskabels mit der kleinen runden Buchse am Ende des TX eco-Kabels.

Trennen des Kabels

1. Trennen Sie den roten Stecker von der PIU des CARTO™ 3-Systems, indem Sie am
Freigabegriff des Steckers ziehen.

2. Trennen Sie anschliefend den gelben Stecker von der PIU, indem Sie am Freigabegriff des
Steckers ziehen.

Hinweis: Beide Stecker miissen von der PIU abgezogen werden. Es darf keiner der beiden
Stecker verbunden bleiben.

3. Warten Sie nach dem Trennen des Kabels zehn Sekunden, bevor Sie das Kabel wieder mit der
PIU verbinden.
LED-Status

Der Status des Kabels wird durch eine LED angezeigt. Nachdem das Kabel ordnungsgeman mit der
PIU des CARTO™ 3-Systems und dem therapeutischen Katheter von Biosense Webster verbunden
wurde, filhrt das Kabel einen integrierten Test (Built-In Test, BIT) durch.

LED Kabelstatus Anmerkungen
Griin: blinkt langsam BIT im Gange -
Grun: leuchtet dauerhaft betriebsbereit -

Rot: blinkt schnell Fehler, BIT fehlgeschlagen Die Temperaturen werden nicht an

das CARTO™ 3-System oder den
HF-Generator gesendet.

Siehe Abschnitt Fehlerbehebung in
diesem Dokument.

PFLEGE DES KABELS

Reinigung

Das Kabel muss nicht desinfiziert oder sterilisiert werden. Das Kabel nicht mit Dampf reinigen,
autoklavieren oder anderweitig sterilisieren.

Staub oder Schmutz wie folgt vom Kabel entfernen:
1. Das Kabel trennen.

2. Die Oberflache des Kabels mit einem mit alkoholfreier Handseife und Wasser befeuchteten Tuch
abwischen.

3. Sicherstellen, dass die Seifenldsung nicht in die Stecker oder Buchsen des Kabels eindringt.

4. Sicherstellen, dass das Kabel trocken ist, bevor es mit dem CARTO™ 3-System oder einem
Katheter verbunden wird.

Wartung

Keine Teile des Kabels kénnen vom Benutzer gewartet werden. Wenn das Kabel nicht
ordnungsgemaf funktioniert, setzen Sie sich mit dem Kundendienst in Verbindung oder bitten Sie
lhren Biosense Webster Kundenbetreuer um Ersatz. Die erwartete Nutzungsdauer des Kabels
betragt drei Jahre.

Entsorgung

Das Produkt, dessen Einzelbestandteile und Abfallprodukte sind geman den értlichen Vorschriften
und Verordnungen zu entsorgen bzw. dem Recycling zuzufiihren.

TECHNISCHE DATEN

Spezifikationen

DC-Eingang Das Kabel empfangt die Eingangsspannung von
der PIU des CARTO™ 3-Systems.

Gewicht 1kg (2,21b)

Abmessungen Lange 10 Zoll x Breite 1,9 Zoll x Héhe 3 Zoll
(254 mm x 48 mm x 76 mm)

Temperaturgenauigkeit <2°C

Betriebs-, Lager- und Transportspezifikationen

Minimalwert  Maximalwert
Betriebsdaten
Umgebungstemperatur 10°C 30°C
Relative Luftfeuchtigkeit® 25 % 75 %
Lager- und Transportbedingungen
Umgebungstemperatur -30°C 65 °C
Relative Luftfeuchtigkeit* 10 % 95 %

* Gemal MIL-STD-1695 muss die relative Luftfeuchtigkeit in Bereichen,
in denen elektronische Bauteile und hybride Mikroschaltungen
gehandhabt oder verarbeitet werden, zwischen 30 % und 70 % liegen.
MIL-STD-1695 schreibt fiir Umschlags- und Lagerbereiche den gleichen
relativen Luftfeuchtigkeitsbereich vor (aufer wenn die Gegenstande
abgedeckt oder geschiitzt sind).

Informationen zur EMV

Das TX eco-Kabel ist zur Verwendung in elektromagnetischen Umgebungen gemaf der
Bedienungsanleitung fiir das CARTO™ 3-System vorgesehen.

FEHLERBEHEBUNG

Wenn die LED am TX eco-Kabel schnell rot blinkt, ist der BIT fehlgeschlagen und hat einen Fehler
verursacht (siehe Abschnitt LED-Status in diesem Dokument). Befolgen Sie die nachfolgenden
Schritte, um das Problem zu beheben.

Den Katheter vom Kabel trennen.

Das Kabel von der PIU des CARTO™ 3-Systems trennen.
Das Kabel wieder mit der PIU verbinden.

Den Katheter wieder mit dem Kabel verbinden.

Wenn ein QDOT MICRO™ Modul verwendet wird, befolgen Sie bitte die Anweisungen in der
Bedienungsanleitung und den Versionshinweisen fir das QDOT MICRO™ Modul.

o s 0N

6. Setzen Sie sich mit dem Kundendienst oder Ihrem Kundenbetreuer von Biosense Webster in
Verbindung, wenn das Problem weiterhin besteht.

In manchen Fallen, wenn eine 15-kV-Luftentladung oder eine 8-kV-Kontaktentladung auf das System
angewendet wird, werden auf dem CARTO™ 3-System gleichzeitig drei Fehlermeldungen angezeigt:
Map-Punkte kénnen nicht erfasst werden (Fehler 401), Referenzpunkte fiir die Korperposition des
Patienten wurden verschoben (Fehler 256) und eine Pop-up-Meldung mit Angaben zu
Veranderungen in den Referenzpunkten fiir die Kérperposition des Patienten. Fiihren Sie in diesem
Fall einen Neustart der PIU durch.
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HAFTUNGSAUSSCHLUSS UND BESCHRANKTE HAFTUNG

ES BESTEHEN KEINERLEI AUSDRUCKLICHE ODER STILLSCHWEIGENDE GARANTIEN FUR
DAS/DIE IN DIESER PUBLIKATION BESCHRIEBENE/N PRODUKT/E. DIES BEZIEHT SICH
OHNE EINSCHRANKUNG AUF JEGLICHE STILLSCHWEIGENDE GARANTIEN DER
MARKTFAHIGKEIT ODER EIGNUNG FUR EINEN BESTIMMTEN ZWECK.

BIOSENSE WEBSTER, INC. UND SEINE TOCHTERGESELLSCHAFTEN SIND KEINESFALLS
FUR IRGENDWELCHE DIREKTEN, SONDER-, NEBEN- ODER FOLGESCHADEN
VERANTWORTLICH, SOWEIT NICHT DURCH BESTIMMTE GESETZE AUSDRUCKLICH
VORGESEHEN.

OHNE EINSCHRANKUNG DES VORHERGEHENDEN SIND BIOSENSE WEBSTER, INC. UND
SEINE TOCHTERGESELLSCHAFTEN NICHT FUR IRGENDWELCHE DIREKTEN, SONDER-,
NEBEN- ODER FOLGESCHADEN VERANTWORTLICH, DIE SICH AUS DER
WIEDERVERWENDUNG VON ENTSPRECHEND GEKENNZEICHNETEN PRODUKTEN FUR DEN
EINMALGEBRAUCH UND FUR PRODUKTE ERGEBEN, DEREN WIEDERVERWENDUNG
GESETZLICH NICHT ZULASSIG IST.

Die Beschreibungen und Spezifikationen in den Biosense Webster, Inc. Druckmaterialien,
einschlieRlich dieser Publikation, dienen lediglich zu Informationszwecken und sind nur dazu
gedacht, das Produkt zum Zeitpunkt seiner Herstellung allgemein zu beschreiben. Sie stellen keine
Garantieerklarung fur das beschriebene Produkt dar.

ELEKTRONISCHE GEBRAUCHSANWEISUNG
Dieses Dokument ist unter www.e-ifu.com abrufbar.
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EAMnviké

KaAwdio TX eco

Mpoooxn: H opootrovdiakn vopobeoia Twv H.M.A. emiTpéTrel TNV TWANGN TOU TTAPOVTOG
TTPOIOVTOG HOVO TE 1ITPO 1} KATOTIV EVT ARG 1ATPOU.

e MnV TO XpNOIPOTIOINCETE EQV N CUCKEUATTO £XEI AVOIXTEI ) UTTOOTET {npId.

MEPIFPA®H OY MPOIONTOX

kaAwdio TX eco xpnoiyoTroleital padi Pe éva KaAwdIio ETTEKTACNG yia TN oUvOEan BepatreuTiKoU
kaBetpa NG Biosense Webster otn povada diacuvdeong acBevoug (PIU) Tou cuoTipatog
CARTO™ 3 (Ekd on 6 Kal JETayevEDTEPN). O KOAWDIA ETIEKTAONG TTAPATIOEVTAI TITAPAKATW:

e Ta Tov pikpokaBetipa QDOT™: KaAwdio TX eco EXT D135703

e [a dMoug BepatreuTikoug KabeTrpeg TNG Biosense Webster: D128603 (ap. katahdy u
CR3434CT) ) D128604 (ap. kataAdy u CR3425CT)
kaAwdio TX eco diaBiBadel 5ed péva armd Tov BepatreuTikO KaBeTApa TG Biosense Webster o1
ouotnua CARTO™ 3 kai Tn yevviTpia padiocuyxvoTriTwy. O TTAnpogopieg TTou diaBiBagovral
TTapaTiOevTal TApaKETW.

e YApata dUvaung

e XRpata Béong

e ZApara IC amd Ta 3 PIKponAekTPOdIa 0T  AKPO Tou KABeTAPA (OVO Y KABETAPES e
HIKPONAEKTPODIA)

e MeTprioeig Beppokpaciag atmd Ta 6 Beppolelyn oT Akp Tou KaBeTApa

ENAEIZEIZ PHZHZ

KaAwdIo TX eco XpnoIYOTIOIEiTal YIa T 0UVOEDT BepaTTEUTIKOU KOBETAPA TNG Biosense Webster
oTn povada diaouvdeang acBevoug (PIU) Tou ouotripatog CARTO™ 3 (Ekd on 6 kai
HeTayevETTEPN).

MPOEIAOMNOIHZEIZ

1. Mpiv atmé Tn xprion Tou kaAwdiou aut U, diapdaTe TIg Odnyieg xprong yia Tov BEPATTEUTIKO
KaBeTrpa NG Biosense Webster. EGv 10 kaAWdI0 autéd XpnoIPOTIOIEITAI PE TN HOVADQ
QDOT MICRO™, avatpégte aTig Odnyieg xpriong yia 1o ouotnua CARTO™ 3 kai oTig Odnyies
Xpnong kai 1ig Znuelwoels ékdoong yia n povada QDOT MICRO™ trpiv atmé Tn xprion aut U
Tou KoAwdi U pe TN povada QDOT MICRO™.

2. Movo TTpooWTTIKO TToU £xel DIaBATEl KOl KATAVORTEI TO TTEPIEXOPEVO QUTOU TOU EYYPAPOU
ETMITPETTETAI VO EYKATOOTAOCEI KAI VO XPNOIPOTT IRCEI TO KAAWDI  auTo.

3. KaAwdI0 auTd €ival ETTIKUPWUEV  yia Xprion MOV He BepatreuTikd KaBeTApa TNG
Biosense Webster. Mn cuvdéete autd To KaAwdio pe oTTolovONTT Te GAAOV KaBEeTApa.

4. KaAwdIo auTd TTpoopideTal yia Xpron POV e BepaTtreuTikd KabeTrpa TG Biosense Webster,
oupBaTh yevviTpia padioouyvotTwy, clotnua CARTO™ 3, kaBwg kal KaAwdia Tng
Biosense Webster. ZupBouleuteite Tov avTiipéowTro Tng Biosense Webster atnv mepioxn oag
yia AETTTOPEPEIEG.

5. KaAwdIio autd TPETTEl va BpioKeTal o€ aTréoTAOT TOUAdYIoTOV 1 péTpou (39,4 in) atrd Tnv
EMPAVEIR EVTOTTIONOU B€0NnG Tou cuoTrpatog CARTO™ 3 katd Tn Sidpkeia Tng diadikaoiag.

6. KaAwdio autd TpéTel va ouvdeBei oTn povada dlaouvdeong acbev Ug (PIU) Tou cuoTriparog
CARTO™ 3 yia pia Tepiodo TTpoBEéppavong 5 AETITwY TIpIv atrd Tn XPrion TTPOKEINEVOU va
SiacpalioTei 6T AapBavovTal akpiBeig peTprioelg Bepuokpaciag. Metd Tnv Tepiod
TTPoBEppavang, ol HETPACEIG BepHokpaciag oTaBepoTr 1 UvTal. Edv 1o KaAwdl xpnoiy Toindei
TTPIV TO TTEPAG TNG TTEPIGDOU TTPOBEPHAVONG, EVOEXETAI VO TIPOKUWEI ATTOKAION BEppoKpaaiag.

EFKATAZ AZH KAIAEITOYPIIA OY KAAQAIOY

MpoodpTnon Tou uTrodoxéa KAAWSi U

1. TOTIOBETAOTE TO TUANA HE OQIYKTAPA Tou uTrodoxéa KaAwdiou (kwdIkog eidoug M652802) otnv
TAeupd TNG AaBrg Tou TpoxriAaTou Tou ouoTApar ¢ CARTO™ 1 emdvw atmd Tn pdya KAivng. ZTn
OUVEXEID, OPIETE TO TTEPIOTPOPIKG KOUPTTI TTOU BPICKETAI OTOV UTTOD Xéa KaAwdiou.

2. Eioaydyete 10 KOAWDI OTOV UTTODOXED KOAWSI U HE TO KAAWSIO OTPAUHEVO TIPOG TA KATW.

TUvdeon Tou KOAwdi v

1. ZuvdéaTe Tov KOKKIVO 0UVSETHO Tou KaAwdiou oTnv utrodoxr) MAP Tng povadag diacUvdeong
aoBev Ug (PIU) Tou ouotripatog CARTO™ 3.

2. ZuvdéoTe Tov KiTpIvo oUVdeoU  Tou KaAwdiou atnv utrodoxry QUAD B | DECA oTn povada
Slaouvdeong aaBevoug (PIU).

Znueiwon 1: Mpémel va ouvdeBolv kai o1 dU  oUvdeopol oTn povada diacUvdeong aoBevolg
(

Znueiwon 2: H ouvdeon Tou ouvdéapou oTtnv utrodox QUAD A ptropei va TIpokaAéoel
avemouunT B6pup ot HKT.

3. Edv xpnoiu Trolgite pikpokaBetipa QDOT™, guvdéaTe Tov kabeTipa OT  €va dkpo Tou KaAwdiou
emékTaong TX eco EXT. Zuvdéote To GAN  dkp Tou kaAwdiou etréktaong TX eco EXT otn
HeyaAn uttodoyr TTou BpiokeTal 0T GKp Tou kaAwdiou TX eco.

4. Eav xpnoiy Tolgite k&tolov dAAo BepatreuTikd kaBeTripa TG Biosense Webster, guvdéaTe Tov
KaBeTApa 0T €va dkp Tou KaAwdiou €TTEKTAONG. ZUVOEDTE TO GAAO GKPO TOU KaAwdiou
ETTEKTAONG OTN MIKPT) OTPOYYUAR uttodoxr TTou BpiokeTal 0To GKPo Tou kaAwdiou TX eco.

ATtrooUvdeon Tou KaAwdi u

1. ATroouvdéaTe Tov KOKKIVO oUVSEoH  aTrd Tn povada diaocUvdeong aoBevoug (PIU) Tou
ouoTipatog CARTO™ 3 tpafuwvrag Tov oUvdeopo atmd tn Aapn ameAeuBépwang pe oAiobnon.
2. ZTn ouvéxela, aTTOOUVOEDTE TOV KiTpIVO oUVOETY  aTTé Tn povdada Siacuvdeong aoBev Ug (PIU)
TpapwvTag Tov oUvdeou ot TN AaRr) atmeAeuBépwong e oAicBnan.
Znueiwon: Mpéel va ammoouvdeBouv Kal o1 83U gUvdeTpol atréd Tn Hovada dlaouvdeang
aoBev Ug (PIU). Mnv agrjveTe To éva KaAwdlo cuvdedepév  Kal To GAAO aTTOOUVOEDEUEY .

3. MeTd TV ammoouvdean Tou KaAwdi U, TrEpIPEVETE yia 10 SEUTEPOAETITA TIPIV ETTAVAOUVSECETE TO
KaAWSIo oTn povdda diacivdeong acbev Ug (PIU).

Kardotaon LED

H kartdoTtaon Tou kaAwdiou UTToSEIKVUETaI aTTO pia evOEIKTIKR Auxvia LED. A@ U To KaAwd! ouvdebei
owoTd oTn Yovada diacuvdeong acBevry (PIU) Tou cuotipatog CARTO™ 3 kai 0T v BepatreuTikd
KaBetpa Tng Biosense Webster, To KaAwdio TTpayyaToTrolEi £vav evowdaTwuévo éAeyxo (BIT).

LED KardoTtaon ZxOAIa
KaAwdiou

Mpdoivo: avaB ofrvel BIT o¢ €€éNign -

apyd

Mpdoivo: oTaBepd ‘EToIdo yia Xprion -

O1 Beppokpaaieg dev amrooTéAAovTal
oTto avotnua CARTO™ 3 1) oTn
yevvATpia RF.

Acite TNV evOTNTA AVTIHETWTTION
mpofAnudrwy o€ autd TO £yypago.

Kokkivo: avaBooBrvel ZpaApa, atroTuxia
ypriyopa BIT

®PONTIAA OY KAAQAIO

KaBapiopog

KaAwdIo dev atraiTei amoAUpavon fj amoaTeipwon. Mnv uTToRAaAETe o€ aTTooTEIpWON HE aTUS 1 PE
QAUTOKAUOTO OUTE VA ATT OTEIPWVETE TO KAAWSIO JE GAAEG peBOBOUG.

Edv utrdipy uv okévn 1) UTTOAEippaTa £TTAVW OTO KOAWDI , KaBapioTe To KAAWSIO WG EGAG:
1. ATTOOUVOEDTE TO KOAWSIO.

2. KaBapioTe 10 e§wTeEPIKG PEPOG TOU KAAWSI U OKOUTTIOVTAG TO E éva TTaVi VOTIOPEV e oaTT Ovi
XEPIWV XWPIG aAKOOAN Kal VEPO.

3. Alao@alioTe 611 To diIGAUPa oaTr UVIOU BEV £XEI EIOKWPNOEI OTOUG OUVOECHOUG TOU KaAwdiou i
oTa Buopara.

4. Ailao@ahioTe 6Tl TO KOAWDIO gival aTeYVO TIPIV TO oUVOEoETE 0To oUoTnua CARTO™ 3 A o€
KdTolov KaBeTrpa.
ZuvTtipnon
KaAwdio Sev TTEPINaPPBAVEl EGAPTAPATA TTOU ETTIDEXOVTAI OUVTAPNON atTd Tov XproTn. Eav To
KaAwdlo TTap UoIdoEl aoToxia oTn AEIToUpYia TOU, ETTIKOIVWVACTE PE TNV UTTOOTAPIEN TTEAATWV i TOV
TOTTIKO 0ag avTITPOoWTT  Tng Biosense Webster yia avTikatdotaon. H avapevopevn weéAiun
didpkela {wng Tou kaAwdiou eival Tpia €Tn.
ATéppiyn

AVaKUKAWOTE Ta EEOPTANATA ) OTTOPPIYTE TO TTPOIGV KAl TA EVATTOPEIVAVTA THAPATA TOu i Ta
amméRANTa CUPPWVA PE TOUG TOTTIKOUG VOUOUG KOl KavoVIoHoUG.

EX NIKA AEAOMENA

Mpodiaypagpég

Eioc dogDC KaAwdIo AapBavel 1Iox0 atré T povada diacuveeong
aoBev Ug (PIU) Tou ouotripatog CARTO™ 3.

Bdpog 1kg (2,2 1b)

AlaoTdoseig 10 in pAKog x 1,9 in TTAdTOG X 3 in Uyog

(254 mm x 48 mm x 76 mm)

AkpiBeia Beppokpaciag <2°C

Mpodiaypapég AsiToupyiag, aroBRKEUONG KOl PETAP PAg

EAdxiotn Méyiotn
MNpodiaypapég AsiToupyiag
Oeppokpacia TEPIBAM vT ¢ 10 °C 30°C
ZXETIKA vypaoia* 25% 75%
MNpodiaypa@ég aroBRKEVONG KAl HETAP PAG
Oeppokpaaia TEPIBAM VT ¢ -30°C 65 °C
ZXETIKA vypaoia* 10% 95%

* Zopewva pe 1o TpdTuTTo MIL-STD-1695, Ta £TTiTTEd O OXETIKAG UYpPATiag
TIpETTel va BpiokovTal evieg Tou eUp UG 30% éwg 70% OTOUG XWPOoUg
XEIPIOHOU 1) eTTECEPYQATTOG NAEKTPOVIKWYV EEAPTNHATWY 1 UBPISIKWV
HIKPOKUKAWpATWY.  TTpoTutt  MIL-STD-1695 ataitei 1o idio emiTedo
eAEYXWV OXETIKAG UYPaOIag yia TOUG XWP UG XEIPIOHOUG Kal UAAENG, EKTOG
€AV TA OT Ix€ia €ival KAAUPPEVA 1) TIPOOTATEUPEVA.

MAnpo@opieg yia TRV nAekTpopayvnTikr cuparétnta (EMC)

kaAwdio TX eco TTpoopileTal yia xprion aTo nAeKTpopayvnTIKG TEPIBGAAOV TToU KaBopileTal OTIG
Odnyieg xpriong yia 1o cuotnua CARTO™ 3.

ANTIMETQMIZH NPOBAHMA N

Edv n evdeikTikA Auyvia LED o1 kaAwdi TX eco gival KOKKIvn Kal ava ofAvel ypryopa, €Aeyxog
BIT éxer atmrotUxel Kai €xel TTpokaAéoel a@aApa (BA. evotnTa Kardoraon LED ot Trapdv éyypago).
AkoAouBnoTe Ta TTapakdTw BApaTa yia va dlopBwaoeTe To TTPORBANUA.

1. ATToouVvd£oTE TOV KABETAPA OTTO TO KOAWDI .

2. AmoouvdéaTe To KaAwdio atrd Tn povada diacUvdeong aoBevoug (PIU) Tou ouoTripartog
CARTO™ 3.

3. EmavacuvdéoTe To kKaAwdio oTn Yovada diacuvdeong aaBevoug (PIU).

4. EmavaouvdéaTe Tov KaBeTApa oTo KAAWdIOo.

5. Edv xpnoipotr igital yovéda QDOT MICRO™, akoAouBAaTE Tig 0dnyieg TTou TEpIEXOVTAl OTIG
Odnyieg xprRong kai 11 Znuelwoeis ékdoong yia T povada QDOT MICRO™.

6. Edv 10 TTpOBANUA TTOPAPEVEI, ETTIKOIVWVATTE WE TNV UTTOOTAPIGN TIEAATWY i} TOV QVTITTPOCWTTO
oag TG Biosense Webster.

2€ OPIOTPEVEG TIEPITITWOEIG, OTTOU £papuoddovTal oTo cuoTnua 15 kV ekkévwaong otov aépa i 8 kV
ekkévwaong atroé eagn, To cuotnua CARTO™ 3 epgpavidel 3 unvipata o@dApat ¢ Tautéxpova: Map
points cannot be acquired (Aev ivair duvarr) n cuhhoyr onpeiwv xapTn) (ZedApa 401), Patient Body
Reference has moved ( oUOTNPA ava@OPAG CWHAT G aoBevoug PETaKIVABNKE) (ZQaApa 256) kal
£va avaduOPEVO PAVUPA TToU UTTOdEIKVUEI TNV aAAayr OT  oUoTnpa avagopdg CWHAT G aoBevoug.
Av oupei KaTI TETOI |, ETTAVEKKIVAOTE TN povada diacuvdeong aoBevolg (PIU).
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EAMnviké

AMONOIHZH EIT HZHZ KAI MEPIOPIZMOZ EYOYNHZ

AEN YMNAPXEI AMEZH 'H EMMEZH EITYHZH, ZYMNEPIAAMBANOMENHZ PIZ
MEPIOPIZMOYZ OMOIAZ EMMEZHZ EITYHZHZ EMMOPEYZIMOTH AZ 'H KA AAAHAOTH AZ
ZTO NPOION "H NMPOIONTA MOY MEPIFTPA®ONTAI £TO MAPON ENTYTO. ZE KAMIA
NEPINTQZH H BIOSENSE WEBSTER, INC. 'H Ol OYTATPIKEZ THZ ETAIPIEZ AEN ®EPOYN
EYOYNH IlA OMNOIEZAHNOTE EIAIKEZ, AMEZEZ, ANOGETIKEZ, MAPEMOMENEZ 'H AAAEZ
ZHMIEZ EK OZ AMNO EKEINEZ MOY OPIZONTAI KATHFOPHMATIKA AMO THN IZXYOYZA
NOMOGOEZIA.

XQPIZ NA MEPIOPIZONTAI TA MPOANA®EPOMENA ZE KAMIA MEPIN QXH H

BIOSENSE WEBSTER, INC. AEN OA EINAI YIEYOYNH llA OMNOIEZAHNO E EIAIKEZ,
AMEZEZ, ANOGE IKEZ, MAPEMNOMENEZ 'H AAAEZ ZHMIEZ MOY MMOPEI NA MPOKAHOOYN
AMO THN EMANAXPHZIMOMOIHEZH O MPOIONTOZ 'H NMPOIONT N MOY MPOOPIZONTAI
FIA MIA XPHZH 'H ONMO H ENANAXPHZIMONMOIHZH AMAIFOPEYE AIAMOIZ ON EZ
NOMOYZ.

O1 TTEPIYpaPES Kal TTPOBIAYPAPESG TTOU avapEéPovTal oTa EVIUTIa TNG Taipiag Biosense Webster, Inc.,
OUPTTEPIAQUBAVOUEVOU TOU TTAPOVTOG EVTUTTOU, OKOTIO €XOUV MOV V TNV TTANPOQPAPNaN Kal TNV YEVIKA
TTEPIYPAPH TOU TTPOIGVTOG KATA TNV XPOVIKH OTIYUr TNG KATAOKEUNG TOU Kal dev TTpoopifovTal oe
Kapia TEPITITWON WG €yyUnon TTOU a@opd TO ouVTay YPAPOUHEVO TIPOIOV.

HAEKTPONIKEZ OAHIIEZ XPHZHZ

TTapdv €yypag eival S1aBEaIPO oTOV IOTOTOTTO Www.e-ifu.com.
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Cable TX eco

Precaucion: Las leyes federales de los EE. UU. permiten la venta de este dispositivo solo a un
médico titulado o con receta médica.

* No utilizar si el paquete esta abierto o dafiado.

DESCRIPCION DEL DISPOSITIVO

El cable TX eco se utiliza con un cable de extension para conectar un catéter terapéutico
Biosense Webster a la unidad de interfaz del paciente (PIU) del sistema CARTO™ 3 (version 6 y
posteriores). Los cables de extension se enumeran a continuacion:

e Para el microcatéter QDOT™: cable TX eco EXT D135703

e Para otros catéteres terapéuticos Biosense Webster: D128603 (n.° de catadlogo CR3434CT) o
D128604 (n.° de catalogo CR3425CT)

El cable TX eco transmite los datos del catéter terapéutico Biosense Webster al sistema CARTO™ 3
y al generador de RF. A continuacion se indica la informacién transmitida.

e Sefiales de fuerza

e Seifales de ubicacion

e Seiiales IC de los 3 microelectrodos de la punta del catéter (solo para catéteres con
microelectrodos)

e Mediciones de temperatura de los 6 termopares de la punta del catéter

INDICACIONES DE USO

El cable TX eco se usa para conectar un catéter terapéutico Biosense Webster a la unidad de
interfaz del paciente (PIU) del sistema CARTO™ 3 (version 6 y posteriores).

ADVERTENCIAS

1. Antes de usar este cable, lea las instrucciones de uso del catéter terapéutico Biosense Webster.
Si este cable se utiliza con el médulo QDOT MICRO™, consulte las instrucciones de uso del
sistema CARTO™ 3y las instrucciones de uso y las notas sobre la versién del médulo
QDOT MICRO™ antes de emplear este cable con el médulo QDOT MICRO™.

2. Solo el personal que haya leido y entendido el contenido de estas instrucciones de uso puede
configurar y usar este cable.

3. Este cable se ha validado solo para su uso con un catéter terapéutico Biosense Webster. No
conecte este cable a un catéter distinto.

4. Este cable esta disefiado para utilizarse unicamente con un catéter terapéutico Biosense Webster,
generadores RF compatibles, un sistema CARTO™ 3 y cables de Biosense Webster. Para obtener
mas detalles, consulte a su representante de Biosense Webster.

5. Este cable debe estar a al menos 1 metro (39,4 pulgadas) de distancia del triangulo de
localizacion del sistema CARTO™ 3 durante el procedimiento.

6. Este cable se debe conectar a la PIU del sistema CARTO™ 3 durante un periodo de calentamiento
de 5 minutos antes de su uso para garantizar la precision de las lecturas de temperatura. Después
del periodo de calentamiento, dichas lecturas se estabilizan. Si se usa el cable antes de que finalice
el periodo de calentamiento, se podria producir una desviacion de la temperatura.

INSTALACION Y MANEJO DEL CABLE

Fijacion del soporte del cable

1. Coloque la parte de la abrazadera del soporte del cable (nimero de referencia M652802) en el
lateral del mango del carro del sistema CARTO™ o sobre la barra de la cama. A continuacion,
apriete el botdn del soporte del cable.

2. Introduzca el cable en el soporte con el cable hacia abajo.

Conexion del cable
1. Conecte el conector rojo del cable en el puerto MAP de la PIU del sistema CARTO™ 3.
2. Conecte el conector amarillo del cable en el puerto QUAD B o DECA de la PIU.

Nota 1: Ambos conectores se deben conectar a la PIU.

Nota 2: Si conecta el conector en el puerto QUAD A, se puede producir un ruido de ECG no
deseado.

3. Si utiliza un microcatéter QDOT™, conecte el catéter a un extremo del cable TX eco EXT.
Conecte el otro extremo del cable TX eco EXT al puerto grande situado en el extremo del cable
TX eco.

4. Si utiliza otro catéter terapéutico Biosense Webster, conecte el catéter a un extremo del cable de

extension. Conecte el otro extremo del cable de extension al puerto redondo pequefio situado en
el extremo del cable TX eco.

Desconexion del cable

1. Desconecte el conector rojo de la PIU del sistema CARTO™ 3 tirando de él desde la
empufiadura de liberacion deslizante.

2. A continuacién, desconecte el conector amarillo de la PIU tirando de él desde la empufiadura de
liberacion deslizante.

Nota: Ambos conectores se deben desconectar de la PIU. No deje un cable conectado y el
otro no.

3. Tras desconectar el cable, espere 10 segundos antes de volver a conectar el cable a la PIU.

Estado del LED

El estado del cable se indica a través de un LED. Una vez que el cable se ha conectado
correctamente a la PIU del sistema CARTO™ 3y al catéter terapéutico Biosense Webster, el cable
realiza un test de autodiagnéstico (BIT).

LED Estado del cable = Comentarios

Verde: parpadeo lento BIT en curso —

Verde: fijo Listo para usar -

Rojo: parpadeo rapido Error, BIT fallida No se envian temperaturas al sistema

CARTO™ 3 ni al generador de RF.
Consulte la seccién Solucién de
problemas de este documento.

CUIDADO DEL CABLE

Limpieza

El cable no precisa desinfeccion ni esterilizacion. No esterilice el cable con vapor, en autoclave ni de
ninguna otra forma.

Si el cable presenta polvo o residuos, limpielo de la siguiente forma:
1. Desconecte el cable.

2. Limpie la parte exterior del cable con un pafio humedecido con jabén de manos sin alcohol y
agua.

3. Asegurese de que no entre solucion jabonosa en los conectores del cable ni en los puertos.
4. Asegurese de que el cable esté seco antes de conectarlo al sistema CARTO™ 3 o a un catéter.

Mantenimiento

El cable no contiene piezas que pueda reparar el usuario. Si el cable no funciona, péngase en
contacto con Servicio al cliente o con su representante de Biosense Webster para cambiarlo. La vida
util prevista del cable es de tres afios.

Eliminacién

Recicle los componentes o elimine el producto y sus elementos residuales o de desecho segun
exigen las leyes y reglamentos locales.

DATOS TECNICOS

Especificaciones

Entrada de CC El cable recibe alimentacion eléctrica de la PIU del

sistema CARTO™ 3.
Peso 1kg (2,21b)

Dimensiones 10 pulgadas de longitud x 1,9 pulgadas de ancho x

3 pulgadas de alto (254 mm x 48 mm x 76 mm)

Precision de la <2°C
temperatura

Especificaciones de funcionamiento, almacenamiento y envio

Minima Maxima

Especificaciones de funcionamiento
Temperatura ambiente 10 °C 30°C
Humedad relativa* 25% 75 %

Especificaciones de almacenamiento y envio
Temperatura ambiente -30°C 65 °C

Humedad relativa* 10 % 95 %

* De acuerdo con MIL-STD-1695, los niveles de humedad relativa se
deben encontrar entre el 30 % y el 70 % en areas donde se manipulen o
se procesen piezas electrénicas y microcircuitos hibridos. MIL-STD-1695
exige el mismo nivel de control de humedad relativa para las areas de
manipulacién y almacenamiento, salvo si se cubren o se protegen los
elementos.

Informacién sobre EMC

El cable TX eco estéa disefiado para utilizarse en el entorno electromagnético especificado en las
Instrucciones de uso del sistema CARTO™ 3.

SOLUCION DE PROBLEMAS

Si el LED del cable TX eco esta rojo y parpadea rapido, el BIT ha fallado y ha provocado un error
(consulte la seccion LED de estado de este documento). Siga los pasos a continuacion para resolver
el problema.

Desconecte el catéter del cable.

Desconecte el cable de la PIU del sistema CARTO™ 3.
Vuelva a conectar el cable a la PIU.

Vuelva a conectar el catéter al cable.

o s N2

Si utiliza un médulo QDOT MICRO™, siga las indicaciones de las Instrucciones de uso y Notas
de la version del médulo QDOT MICRO™.

6. Siel problema persiste, péngase en contacto con Servicio al cliente o con su representante de
Biosense Webster.

En algunas situaciones, si el sistema recibe 15 kV de descarga por aire u 8 kV de descarga por
contacto, el sistema CARTO™ 3 muestra 3 mensajes de error simultdneamente: no se pueden
adquirir puntos del mapa (error 401), la referencia del cuerpo del paciente se ha movido (error 256) y
un mensaje emergente que indica el cambio de referencia del cuerpo del paciente. Si ocurriera esto,
reinicie la PIU.

RESTRICCION DE GARANTIA Y DE RECURSO LEGAL

NO EXISTE NINGUNA GARANTIA EXPRESA O IMPLICITA EN LOS PRODUCTOS DESCRITOS
EN ESTA PUBLICACION, INCLUYENDO, SIN LIMITACION, NINGUNA GARANTIA IMPLICITA
DE COMERCIABILIDAD O ADECUACION PARA UN PROPOSITO DETERMINADO. EN NINGUN
CASO SE HARA RESPONSABLE A BIOSENSE WEBSTER, INC., NI A SUS COMPANIAS
AFILIADAS, DE DANOS ESPECIALES, DIRECTOS, INCIDENTALES, RESULTANTES U OTROS
DANOS, EXCEPTO DE AQUELLOS DISPUESTOS EXPRESAMENTE POR LA LEY.

SIN LIMITARSE A LO ANTEDICHO, NI BIOSENSE WEBSTER, INC. NI NIGUNA DE SUS
COMPANIAS AFILIADAS SERAN RESPONSABLES DE NINGUN DANO ESPECIAL, DIRECTO,
RESULTANTE, CONSECUENTE, NI OTRO TIPO DE DANOS QUE SURJA POR LA
REUTILIZACION DE CUALQUIER PRODUCTO O PRODUCTOS ETIQUETADOS PARA UN
SOLO USO O CUYA REUTILIZACION SE PROHIBA POR LEY.
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Las descripciones y especificaciones que aparecen en la documentacion de Biosense Webster, Inc.,
inclusive esta publicacion, tienen solamente un propésito informativo, su Unica finalidad es describir
el producto de manera general en el momento de su fabricacion y no constituyen ninguna garantia
expresa.

INSTRUCCIONES DE USO ELECTRONICAS
Este documento esta disponible en www.e-ifu.com.
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Eesti

TX eco kaabel

Hoiatus. Foderaalseaduse (USA) jargi voib seda seadet miiiia vaid litsentseeritud
tervishoiutdotaja voi tema tellimusel.

o Arge kasutage, kui pakend on avatud vai kahjustatud.

SEADME KIRJELDUS

TX eco kaablit kasutatakse koos pikenduskaabliga Biosense Websteri terapeutilise kateetri ja
CARTO™ 3 siisteemi (versioon 6 ja uuemad) patsiendiliidese (PIU) ihendamiseks. Pikenduskaablid
on loetletud allpool.

o Kateetri QDOT™ Micro puhul: TX eco EXT kaabel D135703

* Teiste Biosense Websteri terapeutiliste kateetrite puhul: D128603 (kataloogi nr CR3434CT) voi
D128604 (kataloogi nr CR3425CT)

TX eco kaabel edastab andmed Biosense Websteri terapeutilisest kateetrist CARTO™ 3 siisteemile
ja raadiosagedusgeneraatorile. Allpool on loetletud edastatavad andmed.

e Jdusignaalid
e Asukoha signaalid

e |C-signaalid kateetri otsakus olevalt kolmelt mikroelektroodilt (ainult mikroelektroodidega
kateetritel)

e Temperatuuriandmed kateetri otsakus olevalt kuuelt termopaartajurilt

KASUTUSNAIDUSTUSED

TX eco kaablit kasutatakse Biosense Websteri terapeutilise kateetri ja CARTO™ 3 slisteemi
(versioon 6 ja uuemad) patsiendilidese (PIU) Ghendamiseks.

HOIATUSED

1. Enne selle kaabli kasutamist lugege labi Biosense Websteri terapeutilise kateetri kasutusjuhend.
Juhul kui kasutate seda kaablit koos QDOT MICRO™ mooduliga, siis lugege enne selle kaabli
kasutamist koos QDOT MICRO™ mooduliga labi CARTO™ 3 siisteemi kasutusjuhend ning
QDOT MICRO™ mooduli kasutusjuhend ja véljalaskemérkmed.

2. Seda kaablit tohivad paigaldada ja kasutada ainult selle dokumendi sisu lugenud ja sellest aru
saanud tootajad.

3. Seda kaablit véib kasutada ainult koos Biosense Websteri terapeutilise kateetriga. Arge
Gihendage kaablit mis tahes teiste kateetritega.

4. See kaabel on m&eldud kasutamiseks ainult Biosense Websteri terapeutilise kateetriga, Uhilduva
RF-generaatoriga, CARTO™ 3 slisteemiga ja Biosense Websteri kaablitega. Uksikasjalikuma
teabe saamiseks votke Uihendust Biosense Websteri esindajaga.

5. See kaabel peab protseduuri ajal olema CARTO™ 3 siisteemist véhemalt 1 meetri (39,4 tolli)
kaugusel.

6. Tapsete temperatuurinditude tagamiseks peab see kaabel parast CARTO™ 3 siisteemi
patsiendilidesega (PIU-ga) (ihendamist 5 minutit soojenema. Temperatuurindidud
stabiliseeruvad parast soojendusperioodi. Kui kaablit kasutatakse enne soojendusperioodi 16ppu,
voib esineda temperatuurikdikumisi.

KAABLI PAIGALDAMINE JA KASUTAMINE

Kaablihoidiku kinnitamine

1. Asetage kaablihoidiku klambriosa (tootenumber M652802) CARTO™ siisteemi karu kaepideme
kdrvale voi lle voodipiirde. Seejarel pingutage kaablihoidikul olevat nuppu.

2. Sisestage kaabel hoidikusse nii, et kaabel oleks suunaga allapoole.

Kaabli {ihendamine
1. Uhendage kaabli punane pistmik CARTO™ 3 siisteemi patsiendilidese MAP-pesasse.
2. Uhendage kaabli kollane pistmik patsiendilidese QUAD B- v6i DECA-pesasse.
Mérkus 1. Mélemad pistmikud peavad olema patsiendilidesega Gihendatud.
Markus 2. Pistmiku tihendamine QUAD A pesasse voib pohjustada soovimatut EKG miira.

3. Kateetri QDOT™ Micro kasutamise korral tihendage kateeter TX eco EXT kaabli iihe otsaga.
Uhendage TX eco EXT kaabli teine ots TX eco kaabli otsas olevasse suurde pessa.

4. Muu Biosense Websteri terapeutilise kateetri kasutamise korral lihendage kateeter
pikenduskaabli Ghe otsaga. Uhendage pikenduskaabli teine ots TX eco kaabli otsas olevasse
vaikesesse mmargusse pessa.

Kaabli lahutamine

1. Lahutage punane pistmik CARTO™ 3 siisteemi patsiendilidesest, tdmmates pistmikku libisevast
otsakust.

2. Seejarel lahutage kollane pistmik patsiendiliidesest, tommates pistmikku libisevast otsakust.

Maérkus. Mdlemad pistmikud tuleb patsiendilidesest lahutada. Arge hoidke (iht kaablit
Uihendatuna ja teist lahutatuna.

3. Parast kaabli lahutamist oodake 10 sekundit ja alles siis taastihendage kaabel
patsiendiliidesega.
LED-i olek

Kaabli olekule osutab LED-tuli. Kui kaabel on CARTO™ 3 siisteemi patsiendiliidese ja
Biosense Websteri terapeutilise kateetriga digesti ihendatud, sooritab kaabel sisetesti (BIT).
LED Kaabli olek

Toimub BIT

Kommentaarid

Roheline: vilgub aeglaselt

Roheline: pdleb pidevalt Kasutamiseks valmis -—-

Punane: vilgub kiiresti Viga, BIT nurjus Temperatuurindite ei saadeta slisteemi
CARTO™ 3 v6i

raadiosagedusgeneraatorisse.

Vaadake selle dokumendi jaotist
Veaotsing.

KAABLI HOOLDAMINE

Puhastamine

Kaablit pole vaja desinfitseerida ega steriliseerida. Arge aurutage, autoklaavige ega steriliseerige
kaablit muul moel.

Kui kaablile satub tolmu véi prahti, puhastage kaabel jargmiselt.

1. Lahutage kaabel.

2. Puhastage kaabli valiskiilg alkoholivabas seebivees niisutatud lapiga.

3. Veenduge, et seebilahust ei satuks kaablipistmikesse voi kaablipesadesse.

4. Veenduge enne kaabli CARTO™ 3 slsteemi vdi kateetriga Uhendamist, et kaabel oleks kuiv.
Hooldus

Kaablil pole osi, mida kasutaja hooldada tohiks. Kui kaabel ei toéta, votke asendusjuhtme tellimiseks
lihendust klienditoe v6i oma Biosense Websteri esindajaga. Kaabli oodatav kasutusiga on kolm
aastat.

Kasutuselt kérvaldamine

Toddelge komponendid Gmber voi havitage toode ja selle jadkkomponendid voi jadtmed kohalike
seaduste ning eeskirjade jargi.

TEHNILISED ANDMED

TEHNILINE KIRJELDUS

Kaabel saab toidet CARTO™ 3 siisteemi
patsiendiliidesest.

1 kg (2,2 naela)

Pikkus 10 tolli x laius 1,9 tolli x kérgus 3 tolli
(254 mm x 48 mm x 76 mm)

<2°C

Alalisvoolusisend

Kaal

Mootmed

Temperatuuri tipsus

Kasutamis-, hoiustamis- ja transpordispetsifikatsioonid

Mini Ine  Mak |
Kasutamisspetsifikatsioonid
Umbritseva keskkonna temperatuur 10 °C 30°C
Suhteline huniiskus* 25% 75%
Hoiustamis- ja transpordispetsifikatsioonid
Umbritseva keskkonna temperatuur -30°C 65 °C
Suhteline Shuniiskus* 10% 95%

* Standardi MIL-STD-1695 kohaselt peab suhtelise 6huniiskuse tase
elektroonikadetailide ja hiibriid-mikrolilituste kasitsus- ja to6tluskohtades
jaama 30% ja 70% vahele. Standardi MIL-STD-1695 jargi peab suhtelise
Shuniiskuse tase olema kasitsus- ja hoiustusruumides sama, v.a juhul kui
esemed on kaetud voi kaitstud.

Elektromagnetilise iihilduvuse (EMC) teave

TX eco kaabel on méeldud kasutamiseks elektromagnetilises keskkonnas, mis on tapsustatud
CARTO™ 3 slisteemi kasutusjuhendis.

VEAOTSING
Kui TX eco kaabli LED-tuli on punane ja vilgub kiiresti, siis on BIT nurjunud ja pdhjustanud vea (vt
selle dokumendi jaotist LED-i olek). Probleemi lahendamiseks jargige allolevaid juhiseid.

Lahutage kateeter kaablist.

Lahutage kaabel CARTO™ 3 siisteemi patsiendiliidesest.
Uhendage kaabel uuesti patsiendilidesega.

Uhendage kateeter uuesti kaabliga.

Kui kasutate moodulit QDOT MICRO™, siis jargige mooduli QDOT MICRO™ kasutusjuhendit ja
redaktsiooniméarkmetes esitatud juhiseid.

oM obN

6. Kui probleem ei lahene, votke ihendust klienditoe voi Biosense Websteri esindajaga.

Kui ststeemile kantakse 15 kV Shulaengut v6i 8 kV kontaktilaengut, kuvab CARTO™ 3 siisteem
teatud juhtudel samal ajal kolme veateadet: ,Map points cannot be acquired (Error 401)*
(Kaardipunkte ei 6nnestu hdivata (viga 401)), ,Patient Body Reference has moved (Error 256)"
(Patsiendi kehaviide on liikunud (viga 256)) ja hipikteade, mis naitab patsiendi kehaviite muutust.
Sellisel juhul taaskaivitage patsiendiliides (PIU).

GARANTIIST LAHTIUTLEMINE JA VASTUTUSE PIIRID

TOO(DE)TELE EI LAIENE UKSKI OTSENE EGA KAUDNE GARANTII KAASA ARVATUD, KUID
MITTE AINULT, MUUDAVUSE JA MINGIKS KINDLAKS OTSTARBEKS SOBIVUSE GARANTIID.
BIOSENSE WEBSTER, INC. EGA SELLE SIDUSETTEVOTTED El VASTUTA UHELGI JUHUL
KONKREETSETE, OTSESTE, JUHUSLIKE, POHJUSLIKE EGA MUUDE KAHJUDE EEST,
VALJA ARVATUD KOHALDATAVATES OIGUSAKTIDES OTSESELT SATESTATUD JUHTUDEL.

BIOSENSE WEBSTER, INC. JA TEMA HARUFIRMAD EI OLE VASTUTAVAD MINGITE ERI,
OTSESTE, KAUDSETE, TULENEVATE VOI MUUDE KAHJUSTUSTE EEST, MIS ON TINGITUD
UHEKORDSEKS KASUTAMISEKS MOELDUD JA VASTAVALT TAHISTATUD TOOTE
KORDUVKASUTAMISEST VOI KUl KORDUVKASUTAMINE ON KEHTIVA SEADUSANDLUSE
ALUSEL KEELATUD.

Firma Biosense Webster, Inc. triikistes avaldatavad kirjeldused ja spetsifikatsioonid, k.a. kdesolev
triikis, on informatiivse iseloomuga ja annavad Uksnes toote uldkirjelduse, mis ei ole mingil juhul
mdeldud andma tootele mingit garantiid.

ELEKTROONILINE KASUTUSJUHEND

See dokument on kattesaadav aadressil www.e-ifu.com.
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TX eco -kaapeli

Huomautus: Yhdysvaltain liittovaltion lain mukaan tamén laitteen saa myyda ainoastaan
lisensoitu terveydenhuollon ammattilainen tai hanen maarayksestaan.

e Eisaa kayttaa, jos pakkaus on avattu tai vaurioitunut.

LAITTEEN KUVAUS

TX eco -kaapelia kaytetaan jatkokaapelin kanssa Biosense Webster -hoitokatetrin yhdistamiseksi
CARTO™ 3 -jarjestelman (versio 6 ja uudempi) potilaskayttoliittymaan (PIU). Jatkokaapelit on
lueteltu alla:

e QDOT™-mikrokatetrille: TX eco EXT-kaapeli D135703

* muille Biosense Webster -hoitokatetreille: D128603 (luettelonumero CR3434CT) tai D128604
(luettelonumero CR3425CT)

TX eco -kaapeli valittéa dataa Biosense Webster -hoitokatetrista CARTO™ 3 -jarjestelmaan ja

radiotaajuusgeneraattoriin. Valitetyt tiedot on lueteltu alla.

e voimasignaalit

e sijaintisignaalit

e |C-signaalit kolmesta katetrin kérjessa olevasta mikroelektrodista (vain mikroelektrodeilla
varustetut katetrit)

e lampdtilamittaukset kuudesta katetrin karjessa olevasta lampoparista

KAYTTOAIHEET
TX eco -kaapelia kaytetdan yhdistdamaan Biosense Webster -hoitokatetri CARTO™ 3 -jarjestelman
(versio 6 ja uudempi) potilaskayttoliittymaan (PIU).

VAROITUKSET

1. Ennen tdmén kaapelin kayttéa lue Biosense Webster -hoitokatetrin kdyttéohjeet. Jos tata
kaapelia kaytetddn QDOT MICRO™ -moduulin kanssa, tutustu CARTO™ 3 -jarjestelman
kéyttéohjeisiin sekéa QDOT MICRO™ -moduulin kdyttéohjeisiin ja julkaisutietoihin, ennen kuin
kaytat tata kaapelia QDOT MICRO™ -moduulin kanssa.

Vain sellainen henkildsto, joka on lukenut ja sisdistéanyt taméan asiakirjan siséllon, saa asentaa ja
kayttaa tata kaapelia.

3. Tété kaapelia saa kéyttaa vain Biosense Webster -hoitokatetrin kanssa. Ala kytke tita kaapelia
muihin katetreihin.

4. Kaapeli on tarkoitettu kaytettavaksi ainoastaan Biosense Webster -hoitokatetrin, yhteensopivan
radiotaajuusgeneraattorin, CARTO™ 3 -jarjestelman ja Biosense Webster -kaapeleiden kanssa.
Kysy lisétietoja Biosense Webster -edustajalta.

5. Taman kaapelin on oltava toimenpiteen aikana vahintdén 1 m:n (39,4 in) etéisyydella
CARTO™ 3 -jarjestelman paikannuskehasta.

6. Tama kaapeli on kytkettdva CARTO™ 3 -jarjestelman PIU:hun viideksi minuutiksi lampenemaan,

jotta lampéatilalukemien tarkkuus varmistetaan. Lampenemisjakson jalkeen lampétilalukemat
tasaantuvat. Jos kaapelia kdytetaan ennen lampenemisjakson paattymista, lampdtiloissa saattaa
ilmeta vaihtelua.

KAAPELIN ASENNUS JA KAYTTO

Kaapelin pidikkeen kiinnitys

1. Kiinnité kaapelin pidikkeen kiristin (osanumero M652802) CARTO™ -jarjestelmavaunun kahvaan
tai toimenpidepdydan kiskoon. Kirista sitten kaapelin pidikkeen nuppi.

2. Kiinnita kaapeli pidikkeeseen siten, etta kaapeli on alaspain.

Kaapelin kytkeminen
1. Kytke kaapelin punainen liitin CARTO™ 3 -jarjestelman PIU:ssa olevaan MAP-vastakkeeseen.

2. Kytke kaapelin keltainen liitin PIU:n QUAD B- tai DECA-vastakkeeseen.
Huomautus 1: Molemmat liittimet on liitettava PIU:hun.
Huomautus 2: Liittimen kytkeminen QUAD A -vastakkeeseen voi aiheuttaa haitallista EKG-
kohinaa.

3. Jos kaytetaan QDOT ™-mikrokatetria, kytke katetri TX eco EXT -kaapelin toiseen paahan. Kytke
TX eco EXT -kaapelin toinen paa TX eco -kaapelin paassa olevaan suureen liitantaan.

4. Jos kaytat toista Biosense Webster -hoitokatetria, liitd katetri jatkokaapelin toiseen paahan.

Kytke jatkokaapelin toinen paa TX eco -kaapelin paasséa olevaan pienen pyoreaan liitantaan.

Kaapelin irrotus
1. Irrota punainen liitin CARTO™ 3 -jarjestelman PIU:sta vetamalla liitintd vapautuskytkimesta.
2. Irrota sitten keltainen liitin PIU:sta vetamalla liitinta vapautuskytkimesta.

Huomautus: Molemmat liittimet on irrotettava PIU:sta. Al4 jata yhta kaapelia kytketyksi ja toista

irrotetuksi.
3. Kun olet irrottanut kaapelin, odota 10 sekuntia, ennen kuin kytket kaapelin uudelleen PIU:hun.
LED-tila

LED-merkkivalo kertoo kaapelin tilan. Kun kaapeli on kytketty asianmukaisesti CARTO™ 3 -
jarjestelman PIU:hun ja Biosense Webster -hoitokatetriin, kaapeli tekee itsetestin (BIT).
LED

Kaapelin tila Kommentit

Vihrea: vilkkuu hitaasti Itsetestaus kaynnissa

Vihrea: palaa
yhtéjaksoisesti

Valmis kayttoa varten

Punainen: vilkkuu
nopeasti

Virhe, itsetestaus
epaonnistui

Lampdtiloja ei lahetetd CARTO™ 3 -
jarjestelmaan tai
radiotaajuusgeneraattoriin.

Katso Vianmé&aritys-osa tasta
asiakirjasta.

KAAPELIN HUOLTO

Puhdistus

Kaapelia ei tarvitse desinfioida tai steriloida. Al& hdyryta, autoklaavaa tai muutoin steriloi kaapelia.
Jos kaapelissa nakyy polya tai likaa, puhdista kaapeli seuraavalla tavalla:

1. lIrrota kaapeli.

2. Puhdista kaapelin ulkopuoli pyyhkimélla se liinalla, joka on kostutettu alkoholittomalla
kasisaippualla ja vedella.

3. Varmista, ettei saippualiuosta paase kaapelin liittimiin tai vastakkeisiin.

4. Varmista, ettad kaapeli on kuiva, ennen kuin kytket sen CARTO™ 3 -jarjestelméan tai katetriin.

Huolto

Kaapelissa ei ole kayttajan huollettavissa olevia osia. Jos kaapeli menee epékuntoon, ota yhteys
asiakastukeen tai Biosense Webster -edustajaan vaihtoa varten. Kaapelin odotettu kayttéika on
kolme vuotta.

Havittaminen

Osat on kierratettava tai tuote ja sen jaanndsosat tai jatteet havitettava paikallisten lakien ja
saadosten mukaisesti.

TEKNISET TIEDOT
Tekniset tiedot
Tasavirtatulo Kaapeli saa virtaa CARTO™ 3 -jarjestelmén PIU:sta.

1kg (2,2 Ib)

Paino
Mitat

10" pitka x 1,9" levea x 3" korkea
(254 mm x 48 mm x 76 mm)

<2°C

Lampéotilan tarkkuus

Kéytto-, sdilytys- ja kuljetustiedot

Minimi Maksimi
Kayttéohjearvot
Ympariston lampotila 10 °C 30°C
Suhteellinen kosteus* 25 % 75 %
Sailytys- ja kuljetustiedot
Ympariston lampétila -30 °C 65 °C
Suhteellinen kosteus* 10 % 95 %

* MIL-STD-1695-standardin mukaan suhteellisen kosteuden on oltava 30—

70 % paikoissa, joissa kasitellaan elektronisia osia ja hybridimikropiireja.

MIL-STD-1695 edellyttdad samantasoisia suhteellisen kosteuden saatimia

kasittely- ja varastointialueilla, paitsi jos tuotteet on peitetty tai suojattu.
Sahkomagneettinen yhteensopivuus (EMC)

TX eco -kaapeli on tarkoitettu kaytettadvaksi sahkdmagneettisissa ymparistdissa CARTO™ 3 -
jarjestelman k&yttéohjeiden mukaan.

VIANMAARITYS

Jos TX eco -kaapelin LED on punainen ja vilkkuu nopeasti, BIT on epaonnistunut ja aiheuttanut
virheen (katso taman asiakirjan osiota LED-tila). Noudata seuraavia vaiheita ongelman
korjaamiseksi.

Irrota katetri kaapelista.

Irrota kaapeli CARTO™ 3 -jarjestelman PlU:sta.
Kiinnité kaapeli uudestaan PIU:hun.

Kiinnita katetri uudestaan kaapeliin.

Jos kaytossa on QDOT MICRO™ -moduuli, noudata QDOT MICRO™ -moduulin kéyttéohjeita ja
Julkaisutietoja.

Jos ongelma ei poistu, ota yhteys asiakastukeen tai Biosense Webster -edustajaan.

o s N>

6.

Joissain tilanteissa, kun laitteeseen kohdistuu 15 kV:n ilmapurkaus tai 8 kV:n kontaktipurkaus,
CARTO™ 3 -jarjestelma nayttaa samanaikaisesti 3 virheviestia: Kartan pisteita ei voi hakea
(Virhe 401), Potilaan kehoviite on siirtynyt (Virhe 256) ja ponnahdusikkuna, joka iimoittaa potilaan
kehoviitteen muutoksen. Jos nain kay, kaynnista PIU uudelleen.

TAKUUN VASTUUVAPAUTUSLAUSEKE JA VASTUUNRAJOITUS

TASSA KUVATUILLE TUOTTEILLE EI OLE MITAAN ILMAISTUJA TAI HILJAISIA TAKUITA,
MUKAAN LUKIEN RAJOITUKSITTA MIKA TAHANSA ILMAISTU TAKUU
MYYNTIKELPOISUUDESTA TAI SOPIVUUDESTA JOHONKIN TIETTYYN TARKOITUKSEEN.
BIOSENSE WEBSTER, INC. TAI SEN TYTARYHTIOT EIVAT MISSAAN TAPAUKSESSA OLE
VASTUUSSA MISTAAN ERITYISISTA, SUORISTA TAI SATUNNAIS-, SEURANNAIS- TAI
MUISTA VAHINGOISTA, PAITSI NIISTA, JOTKA OVAT NIMENOMAAN SOVELLETTAVAN LAIN
ALAISIA.

RAJOITTAMATTA EDELLA OLEVAA, BIOSENSE WEBSTER, INC. TAI SEN SISARYHTIOT
EIVAT OLE VASTUUSSA MISTAAN ERITYISISTA, SUORISTA, SATUNNAIS- TAI
SEURANNAISVAHINGOISTA TAI MUISTA VAHINGOISTA, JOTKA AIHEUTUVAT MINKAAN
SELLAISTEN TUOTTEIDEN UUDELLEENKAYTOSTA, JOTKA ON TEKSTEILLA MERKITTY
KERTQKA_Y__TT(")ISIKSI TAI MILLOIN UUDELLEEN KAYTTAMINEN ON SOVELLETTAVAN LAIN
KIELTAMAA.

Biosense Webster, Inc. -painotuotteissa esiintyvat kuvaukset ja tekniset tiedot, tama julkaisu mukaan
lukien, ovat ainoastaan tiedotusluonteisia ja tarkoitetut yksinomaan kuvaamaan yleisluontoisesti
tuotetta sen valmistusajankohtana, eivatka ole laadittu tai annettu milldén tavoin maaréatyn tuotteen
takuuna.

SAHKOISET KAYTTOOHJEET
Tama asiakirja on saatavana osoitteesta www.e-ifu.com.
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Cable TX eco

Attention : selon la loi fédérale américaine, cet appareil ne peut étre vendu que par un
professionnel de santé diplomé ou sur prescription médicale.

e Ne pas utiliser si 'emballage est ouvert ou endommagé.

DESCRIPTION DU DISPOSITIF

Le cable TX eco est utilisé avec une rallonge pour raccorder un cathéter thérapeutique
Biosense Webster a I'unité d'interface patient (PIU) du systeme CARTO™ 3 (version 6 et
ultérieures). Les rallonges sont répertoriées ci-dessous :

e Pour le cathéter QDOT™ Micro : cable TX eco EXT D135703

e Pour les autres cathéters thérapeutiques Biosense Webster : D128603 (référence CR3434CT)
ou D128604 (référence CR3425CT)

Le cable TX eco communique les données du cathéter thérapeutique Biosense Webster au systeme
CARTO™ 3 et au générateur RF. Les informations communiquées sont présentées ci-dessous.

e Signaux de force

e Signaux de localisation

e Signaux IC émis par les 3 microélectrodes qui se trouvent dans la pointe du cathéter (pour les
cathéters dotés de microélectrodes uniquement)

e Mesures de température des 6 thermocouples qui se trouvent dans la pointe du cathéter

INDICATIONS

Le cable TX eco est utilisé pour raccorder un cathéter thérapeutique Biosense Webster a I'unité
d’interface patient (PIU) du systéme CARTO™ 3 (version 6 et ultérieures).

AVERTISSEMENTS

1. Avant d'utiliser ce céable, lire le mode d’emploi du cathéter thérapeutique Biosense Webster. Si
ce cable est utilisé avec le module QDOT MICRO™, se reporter au mode d’emploi du systéme
CARTO™ 3, ainsi qu’au mode d’emploi et aux notes de mise a jour du module QDOT MICRO™
avant d'utiliser ce cable avec le module QDOT MICRO™.

2. Seul le personnel ayant lu et compris le contenu de ce document peut installer et utiliser ce
cable.

3. Ce cable est validé uniquement pour une utilisation avec un cathéter thérapeutique
Biosense Webster. Ne pas connecter ce cable a un autre cathéter.

4. Ce cable est destiné a étre utilisé uniquement avec un cathéter thérapeutique
Biosense Webster, un générateur RF compatible, un systtme CARTO™ 3 et les cables
Biosense Webster.Consulter le représentant de Biosense Webster pour plus d’informations.

5. Ce cable doit étre installé a une distance minimale de 1 métre (39,4 po) du pavé de localisation
du systétme CARTO™ 3 pendant I'intervention.

6. Ce cable doit étre raccordé a l'unité d'interface patient (PIU) du systtme CARTO™ 3 pendant
une période de préchauffage de 5 minutes avant utilisation pour garantir I'exactitude des
températures relevées. Aprés la période de préchauffage, les relevés de température se
stabilisent. L'utilisation du cable avant la fin de la période de préchauffage peut provoquer une
dérive de température.

INSTALLATION ET UTILISATION DU CABLE

Fixation du support de céable

1. Placer la partie de serrage du support de cable (référence M652802) du c6té de la poignée du
chariot du systtme CARTO™ ou sur le montant du lit. Serrer ensuite la molette sur le support de
cable.

2. Insérer le cable dans le support de cable, en orientant le cable vers le bas.

Branchement du cable

1. Raccorder le connecteur rouge du céble & la prise MAP de l'unité d’interface patient (PIU) du
systeme CARTO™ 3.

2. Raccorder le connecteur jaune du cable a la prise QUAD B ou DECA de l'unité d’interface
patient (PIU).
Remarque 1 : les deux connecteurs doivent étre branchés a l'unité d’interface patient (PIU).

Remarque 2 : le raccordement du connecteur a la prise QUAD A peut entrainer un bruit
indésirable de 'ECG.

3. En cas d'utilisation d’'un cathéter QDOT™ Micro, raccorder le cathéter a une extrémité du
cable TX eco EXT. Brancher I'autre extrémité du cable TX eco EXT a la grande prise située a
I'extrémité du cable TX eco.

4. Siun autre cathéter thérapeutique Biosense Webster est utilisé, raccorder le cathéter a une
extrémité de la rallonge. Brancher 'autre extrémité de la rallonge a la petite prise située a
I'extrémité du cable TX eco.

Débranchement du cable

1. Débrancher le connecteur rouge de I'unité d’'interface patient (PIU) du systtme CARTO™ 3 en
tirant sur le connecteur pour le dégager du dispositif de dégagement coulissant.

2. Débrancher ensuite le connecteur jaune de 'unité d’interface patient (PIU) en tirant sur le
connecteur pour le dégager du dispositif de dégagement coulissant.

Remarque : les deux connecteurs doivent étre débranchés de I'unité d'interface patient (PIU). Ne
pas laisser un cable branché et I'autre débranché.

3. Aprés avoir débranché le cable, patienter 10 secondes avant de reconnecter le cable a l'unité
d’interface patient (PIU).
Etat du voyant LED

L’état du cable est indiqué par un voyant LED. Une fois que le cable est correctement branché a
I'unité d'interface patient (PIU) du systeme CARTO™ 3 et au cathéter thérapeutique
Biosense Webster, il effectue un test intégré (BIT).

LED Etat du cable Commentaires

Vert : clignote lentement Test BIT en cours -
Vert : fixe Prét a 'emploi -

Rouge : clignote rapidement  Erreur, échec du test BIT Les températures ne sont pas

envoyées au systéme CARTO™ 3
ni au générateur RF.

Voir la section Dépannage dans ce
document.

ENTRETIEN DU CABLE

Nettoyage

Le cable ne nécessite ni désinfection, ni stérilisation. Ne pas stériliser le cable a la vapeur, ni en
autoclave, ni d’aucune autre maniére.

Si de la poussiére ou des débris sont visibles sur le cable, le nettoyer comme suit :
1. Débrancher le cable.

2. Nettoyer I'extérieur du cable en I'essuyant avec un chiffon imbibé de savon liquide sans alcool
et d’'eau.

3. Veiller a ce qu’aucune solution savonneuse ne pénetre dans les connecteurs ou les prises du
cable.

4. S’assurer que le cable est sec avant de le raccorder au systtme CARTO™ 3 ou a un cathéter.

Entretien

Le cable ne comporte aucune piéce pouvant étre réparée par I'utilisateur. Si le cable ne fonctionne
pas, contacter le service d'assistance client ou le représentant de Biosense Webster pour demander
son remplacement. La durée de vie utile prévue du cable est de trois ans.

Mise au rebut

Recycler les composants ou éliminer le produit, ses éléments résiduels ou tout déchet conformément
a la législation et aux réglementations locales.

DONNEES TECHNIQUES

Spécifications

Entrée CC Le cable est alimenté par I'unité d’'interface patient
(PIU) du systeme CARTO™ 3.

Poids 1kg (2,2 1b)

Dimensions (10 po de long x 1,9 po de large x 3 po de haut)

(254 mm x 48 mm x 76 mm)

Précision de la température <2°C

Spécifications de fonctionnement, de stockage et d’expédition

Minimum Maximum
Caractéristiques de fonctionnement
Température ambiante 10 °C 30°C
Humidité relative* 25 % 75 %
Spécifications de stockage et d’expédition
Température ambiante -30°C 65 °C
Humidité relative* 10 % 95 %

* Conformément a la norme MIL-STD-1695, les taux d’humidité relative
doivent se situer entre 30 % et 70 % dans les zones ou les piéces
électroniques et les microcircuits hybrides sont manipulés ou fabriqués. La
norme MIL-STD-1695 exige le méme niveau de contréle de I'humidité relative
pour les zones de manutention et de stockage, sauf si les composants sont
couverts ou protégés.

Informations en matiére de CEM

Le cable TX eco est congu pour étre utilisé dans I'environnement électromagnétique décrit dans le
mode d’emploi du systtme CARTO™ 3.

DEPANNAGE

Si le voyant LED du céble TX eco est de couleur rouge et s'il clignote rapidement, cela signifie que le
test BIT a échoué et qu'il a provoqué une erreur (voir la section Etat du voyant LED figurant dans ce
document). Procéder comme décrit ci-dessous pour corriger le probleme.

Débrancher le cathéter du cable.

Débrancher le cable de 'unité d’interface patient (PIU) du systeme CARTO™ 3.
Rebrancher le cable a l'unité d’interface patient (PIU).

Rebrancher le cathéter au cable.

o oN

Si un module QDOT MICRO™ est utilisé, suivre les instructions décrites dans le mode d’emploi
et les notes de mise a jour du module QDOT MICRO™.

6. Sile probléme persiste, contacter le service d’assistance client ou le représentant de
Biosense Webster.

Dans certains cas ou une décharge d’air de 15 kV ou une décharge de contact de 8 kV est appliquée
au systeme, le systtme CARTO™ 3 affiche simultanément 3 messages d’erreur : Map points cannot
be acquired (Acquisition des points de cartographie impossible) (Erreur 401), Patient Body
Reference has moved (Déplacement de la référence du corps du patient) (Erreur 256), ainsi qu'un
message contextuel indiquant un changement de la référence du corps du patient. Dans ce cas,
redémarrer 'unité d’interface patient (PIU).
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DENI DE GARANTIES ET LIMITATION DE RESPONSABILITE

LE OU LES PRODUITS DECRITS DANS LES PRESENTES NE SONT COUVERTS PAR AUCUNE
GARANTIE EXPRESSE OU IMPLICITE, CECI INCLUANT, SANS S’Y LIMITER, TOUTE
GARANTIE IMPLICITE DE QUALITE MARCHANDE OU D’ADAPTATION A UN USAGE
PARTICULIER. EN AUCUN CAS BIOSENSE WEBSTER, INC. NE SERA TENUE RESPONSABLE
DES DOMMAGES DIRECTS, INDIRECTS, CONSECUTIFS OU SPECIAUX, AUTRES QUE CEUX
EXPRESSEMENT PREVUS PAR LA LOI EN VIGUEUR.

SANS SE LIMITER A CE QUI PRECEDE, BIOSENSE WEBSTER, INC. ET SES SOCIETES
ASSOCIEES, NE SERONT TENUES RESPONSABLES D’AUCUN DOMMAGE DIRECT,
INDIRECT, CONSECUTIF OU SPECIAL PROVENANT DE LA REUTILISATION D’UN OU DES
PRODUITS ETIQUETES POUR USAGE UNIQUE OU DONT LA REUTILISATION EST INTERDITE
PAR LES LOIS APPLICABLES.

Les descriptions et spécifications techniques figurant dans la documentation Biosense Webster, Inc.,
y compris cette publication, sont fournies a titre d’information et visent uniquement a décrire de fagon
générale le produit au moment de sa fabrication et ne constituent une garantie expresse en aucune
maniere.

MODE D’EMPLOI ELECTRONIQUE
Ce document est disponible sur le site www.e-ifu.com.
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Hrvatski

Kabel TX eco

Oprez: Savezni zakon (SAD) ograni¢ava prodaju ovog uredaja na licenciranog zdravstvenog
djelatnika ili prema njegovom nalogu.

e Proizvod nemojte koristiti ako je pakiranje otvoreno ili osteceno.

OPIS PROIZVODA

Kabel TX eco upotrebljava se s produznim kabelom za povezivanje terapijskog katetera

Biosense Webster s jedinicom za pracéenje pacijenta (PIU) sustava CARTO™ 3 (verzija 6 i novija).
Produzni kabeli navedeni su u nastavku:

e za mikrokateter QDOT™: kabel TX eco EXT D135703

e zadruge terapijske katetere Biosense Webster: D128603 (katalo$ki br. CR3434CT) ili D128604
(kataloski br. CR3425CT)

Kabel TX eco prenosi podatke iz terapijskog katetera Biosense Webster u sustav CARTO™ 3 i RF
generator. Informacije koje se prenose navedene su u nastavku.

o Signali sile pritiska

* Signali lokacije

e IC signali iz 3 mikroelektrode na vrhu katetera (samo za katetere s mikroelektrodama)

* Rezultati mjerenja temperature 6 termoparova na vrhu katetera

INDIKACIJE ZA UPORABU
Kabel TX eco upotrebljava se za povezivanje terapijskog katetera Biosense Webster s jedinicom za
pracenje pacijenta (PIU) sustava CARTO™ 3 (verzija 6 i novija).

UPOZORENJA

1. Prije uporabe ovog kabela procitajte Upute za uporabu terapijskog katetera Biosense Webster.
Ako se kabel upotrebljava s modulom QDOT MICRO™, proc¢itajte Upute za uporabu sustava
CARTO™ 3 te Upute za uporabu i napomene uz izdanje modula QDOT MICRO™ prije uporabe
kabela s modulom QDOT MICRO™.

2. Ovaj kabel smiju postavljati i upotrebljavati iskljucivo zaposlenici koji su procitali i razumjeli
sadrzaj ovog dokumenta.

3. Ovaj je kabel odobren za uporabu samo s terapijskim kateterom Biosense Webster. Nemojte
prikljucivati ovaj kabel na druge vrste katetera.

4. Ovaj je kabel namijenjen za uporabu samo s terapijskim kateterom Biosense Webster,
kompatibilnim RF generatorom, sustavom CARTO™ 3 i kabelima Biosense Webster. Obratite se
predstavniku tvrtke Biosense Webster za pojedinosti.

5. Tijekom postupka kabel mora biti udaljen najmanje 1 metar (39,4 in) od lokacijskog podloska
sustava CARTO™ 3.

6. Prije uporabe kabel mora biti povezan s PIU sustava CARTO™ 3 tijekom 5-minutnog razdoblja
zagrijavanja kako bi se osiguralo to¢no ocitanje temperature. Nakon razdoblja zagrijavanja
stabilizirat ¢e se ocitanja temperature. Ako se kabel upotrebljava prije isteka razdoblja
zagrijavanja, moze doc¢i do temperaturnog odstupanja.

MONTAZA | RAD S KABELOM

Pri¢vrséivanje nosaca kabela

1. Postavite stezaljku nosaca kabela (broj dijela M652802) na bo¢nu stranu rucke kolica
sustava CARTO™ ili preko ograde kreveta. Zatim zategnite gumb na nosacu kabela.

2. Umetnite kabel u nosac kabela tako da kabel bude okrenut prema dolje.

Prikljucivanje kabela
1. Prikljucite crveni priklju¢ak kabela na uti¢nicu MAP na PIU sustava CARTO™ 3.
2. Prikljucite zuti prikljucak kabela na uti¢nicu QUAD B ili uti¢nicu DECA na PIU.
Napomena 1: oba priklju¢ka moraju biti prikljuéena na PIU.
Napomena 2: priklju¢ivanje prikljucka na QUAD A moze dovesti do nepozeljnih EKG Sumova.

3. Ako upotrebljavate mikrokateter QDOT™, prikljucite kateter na jedan kraj kabela TX eco EXT.
Prikljucite drugi kraj kabela TX eco EXT na veliku uti¢nicu na kraju kabela TX eco.

4. Ako upotrebljavate drugi terapijski kateter Biosense Webster, prikljucite kateter na jedan kraj
produznog kabela. Prikljucite drugi kraj produznog kabela na malu okruglu uti¢nicu na kraju
kabela TX eco.

Iskopcavanje kabela

1. Iskopé&ajte crveni priklju¢ak iz PIU sustava CARTO™ 3 tako da povucete priklju¢ak iz
kliznog drska.

2. Potom iskopcajte zuti priklju€ak iz PIU tako da povucete priklju¢ak iz kliznog drska.

Napomena: oba priklju¢ka moraju biti iskop¢ana iz PIU. Nemojte ostavljati jedan kabel
prikljuéenim, a drugi iskop&anim.

3. Nakon iskop¢avanja kabela pri¢ekajte 10 sekundi prije ponovnog priklju¢ivanja kabela u PIU.

Status LED lampice
LED lampica oznacava status kabela. Nakon $to se kabel pravilno prikljuci u PIU sustava
CARTO™ 3 i na terapijski kateter Biosense Webster, kabel ¢e provesti ugradeno ispitivanje (BIT).

LED Status kabela Napomene

Zelena: sporo treperi BIT je u tijeku -

Zelena: postojano Spremno za uporabu —

Crvena: brzo treperi Pogreska, BIT nije uspio Temperature se ne $alju u sustav

CARTO™ 3 ili RF generator.
Pogledaijte odjeljak Otklanjanje
poteskoca u ovom dokumentu.

ODRZAVANJE KABELA

Ciséenje

Kabel nije potrebno dezinficirati niti sterilizirati. Nemojte sterilizirati kabel parom, u autoklavu ili na
druge nacine.

Ako se na kabelu pojavi prasina ili necisto¢a, ocistite kabel na sljedeci nacin:

1. Iskopcajte kabel.

2. Ocistite vanjsku stranu kabela tako da ga obriSete krpom natopljenom u bezalkoholni sapun za
ruke i vodu.

3. Pripazite da otopina sapuna ne ude u kabelske prikljucke ili uti¢nice.
4. Provjerite je li kabel suh prije priklju¢ivanja na sustav CARTO™ 3 ili kateter.

Odrzavanje

Ne postoje dijelovi kabela koje korisnik smije servisirati. Ako kabel ne radi, obratite se sluzbi za korisnike
ili predstavniku tvrtke Biosense Webster radi zamjene. Oc&ekivani radni vijek kabela je tri godine.

Zbrinjavanje

Komponente reciklirajte ili proizvod i njegove preostale ili otpadne dijelove zbrinite u skladu s
lokalnim zakonima i propisima.

TEHNICKI PODACI

Specifikacije
DC ulaz Kabel se napaja iz PIU sustava CARTO™ 3.
Tezina 1kg (2,2 Ib)
Dimenzije duzina 10 in x $irina 1,9 in x visina 3 in
(254 mm x 48 mm x 76 mm)
Tocnost temperature <2°C

Specifikacije rada, skladisStenja i transporta

Minimalno  Maksimalno
Radne specifikacije
Temperatura okoline 10 °C 30°C
Relativna vlaznost* 25 % 75 %
Specifikacije skladi$tenja i transporta
Temperatura okoline -30°C 65 °C
Relativna vlaznost* 10 % 95 %

* U prostorima u kojima se obraduju elektronicki dijelovi i hibridni

mikrosklopovi ili se rukuje njima, razina relativne vlaznosti prema

standardu MIL-STD-1695 treba biti od 30 % do 70 %. Standard

MIL-STD-1695 propisuje istu razinu relativne vlaznosti za prostore za

rukovanije i skladistenje, osim kada su predmeti prekriveni ili zasti¢eni.
Informacije o elektromagnetskoj kompatibilnosti (EMC)

Kabel TX eco namijenjen je za uporabu u elektromagnetskom okruZenju kako je navedeno u
Uputama za uporabu sustava CARTO™ 3.

OTKLANJANJE POTESKOCA

Ako je LED lampica kabela TX eco crvene boje i brzo treperi, BIT nije bio uspje$an sto je dovelo do
pogreske (pogledajte odjeljak Status LED lampice u ovom dokumentu). Slijedite korake u nastavku
kako biste rijesili problem.

Odvojite kateter od kabela.

Iskop¢ajte kabel iz PIU sustava CARTO™ 3.
Ponovno prikljucite kabel u PIU.

Ponovno prikljucite kateter u kabel.

o h N

Ako upotrebljavate modul QDOT MICRO™, pridrzavaijte se smjernica iz Upute za uporabu i
napomene uz izdanje za modul QDOT MICRO™.

6. Ako se problem nastavi, obratite se sluzbi za korisnike ili predstavniku tvrtke Biosense Webster.

U nekim situacijama, primjerice ako sustav primi praznjenje zrakom od 15 kV ili praznjenje kontaktom
od 8 kV, sustav CARTO™ 3 prikazuje 3 poruke o pogreskama istovremeno: Map points cannot be
acquired (Tocke prikaza ne mogu se prikupljati) (pogreska 401), Patient Body Reference has moved
(Tjelesna referenca pacijenta je pomaknuta) (pogreska 256) i sko¢ni prozor s obavijesti o promjeni
tielesne reference pacijenta. Ako se to dogodi, ponovno pokrenite PIU.

ODRICANJE OD JAMSTVA | OGRANICENJE ODGOVORNOSTI

NE POSTOJI JAMSTVO, EKSPLICITNO ILI IMPLICITNO, UKLJUCUJUCI BEZ OGRANICENJA
BILO KOJE IMPLICITNO JAMSTVO UTRZIVOSTI ILI PRIKLADNOSTI ZA ODREDENU SVRHU U
SVEZI S PROIZVODOM/PROIZVODIMA KOJI SU OVDJE OPISANI. BIOSENSE WEBSTER, INC.
ILI NJEZINE PRIDRUZENE TVRTKE NI POD KOJIM UVJETIMA NE MOGU BITI ODGOVORNE NI
ZA KAKVU POSEBNU, IZRAVNU, SLUCAJNU, POSLJEDICNU ILI NEKU DRUGU STETU OSIM
AKO TO NIJE IZRICITO PROPISANO POSEBNIM ZAKONOM.

BEZ OGRANICENJA GORE NAVEDENOGA, TVRTKA BIOSENSE WEBSTER, INC. ILI NJEZINE
PODRUZNICE NECE BITI ODGOVORNE NI ZA KAKVU POSEBNU, IZRAVNU, SLUCAJNU,
POSLJEDIENU ILI NEKU DRUGU STETU NASTALU USLIJED PONOVNE UPORABE BILO
KOJEG/KOJIH PROIZVODA OZNACENOG/OZNACENIH ZA JEDNOKRATNU UPORABU ILI
GDJE JE PONOVNA UPORABA ZABRANJENA PRIMJENJIVIM ZAKONOM.

Opisi i specifikacije koje se pojavljuju u tiskanim materijalima tvrtke Biosense Webster, Inc.
uklju€ujuci i ovu publikaciju, informativnog su karaktera i isklju¢ivo su namijenjeni opéem opisu
proizvoda u trenutku njegove proizvodnje te ne pruzaju niti na bilo koji nacin sluze kao jamstvo za
odnosni proizvod.

ELEKTRONICKE UPUTE ZA UPORABU
Ovaj dokument dostupan je na www.e-ifu.com.
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TX eco kabel

Figyelem! Az Amerikai Egyesiilt Allamok szévetségi torvényeinek értelmében az eszkoz
kizarélag engedéllyel rendelkez6 egészségiigyi szakember altal vagy ilyen szakember
rendelvényére értékesitheto.

¢ Tilos felhasznalni, ha a csomagolas kinyilt vagy megsérilt.

ESZKOZLEIRAS

A TX eco kabel hosszabbitokabellel hasznalhatd Biosense Webster gyartmanyu terapias katéterek
és a CARTO™ 3 rendszer (6-0s és az annal Ujabb verziészamu ) paciensilleszté egységének (PIU)
csatlakoztatasara. A hosszabbitokabeleket az alabbiakban soroljuk fel:

e QDOT™ mikrokatéterhez: TX eco EXT kabel, D135703

e Egyéb Biosense Webster terapias katéterekhez: D128603 (katalégusszam: CR3434CT) vagy
D128604 (kataldgusszam: CR3425CT)

A TX eco kabel adatokat tovabbit Biosense Webster gyartmanyu terapias katéterekb6l a CARTO™ 3
rendszer és az RF-generator felé. A tovabbitott informaciok felsorolasa az alabbiakban olvashaté.

e Ergjelek

e Elhelyezkedési jelek

* Intracardialis jelek a katéterhegyben talalhaté 3 mikroelektrodbdl (kizarolag mikroelektrodos
katéterek esetében)

e Hoémérsékletmérések a katéterhegyben talalhatd 6 db termoelembdl

ALKALMAZASI TERULET

A TX eco kabel Biosense Webster gyartmanyu terapias katéterek és a CARTO™ 3 rendszer (6-0s és
az annal Ujabb verziészamu) paciensilleszté egységének (PIU) csatlakoztatasara hasznalhato.

FIGYELMEZTETESEK

LED A kabel allapota

Z6ld: lassu villogas

Megjegyzések
Onellenérzés folyamatban -

Z0ld: folyamatos Hasznalatra kész -

A rendszer nem kiild h6mérsékleti
értékeket a CARTO™ 3 rendszerbe
vagy az RF-generatorba.

Lasd a jelen dokumentumban
talalhato Hibaelharitas cimi pontot.

Piros: szapora villogas Hiba, az 6nellendrzés

sikertelen

A KABEL KARBANTARTASA

Tisztitas

A kabel nem igényel fert6tlenitést vagy sterilizalast. A kabelt tilos gézzel, autoklavban vagy mas
eljarassal sterilizalni.

Amennyiben por vagy szennyezddés észlelhetd a kabelen, az alabbiak szerint kell megtisztitani:
1. Valassza le a kabelt.

2. Akabel kiilsejének megtisztitasahoz torélje at alkoholmentes kéziszappanos vizzel
benedvesitett kendével.

3. Gondoskodjon rdla, hogy a szappanos oldat ne kerdiljon a kabel csatlakozéiba vagy aljzataiba.

4. Mielétt a CARTO™ 3 rendszerhez vagy egy katéterhez csatlakoztatna, ellenérizze, hogy
megszaradt-e a kabel.

Karbantartas

A kabelnek nincsenek a felnasznalé altal szervizelhetd alkatrészei. Ha a kabel nem miikodik
megfeleléen, csere érdekében az lgyfélszolgalathoz vagy a Biosense Webster helyi képviseletéhez
kell fordulni. A kabel tervezett hasznos élettartama harom év.

Artal nitas

1. A kabel hasznalata el6tt el kell olvasni a Biosense Webster terapias katéter hasznalati ut:
Amennyiben a targyalt kabel felhasznalasa a QDOT MICRO™ modullal térténik, ellendrizni kell a
CARTO™ 3 rendszer hasznalati utasitasat, valamint a QDOT MICRO™ modul hasznalati
utasitasat és kiadasi megjegyzések dokumentumat, miel6tt a kabelt a QDOT MICRO™ modullal
hasznaljak.

2. Akabelt kizardlag olyan személy készitheti elé és hasznalhatja, aki elolvasta és értelmezte a
jelen dokumentumban foglaltakat.

3. Akabel kizarolag Biosense Webster gyartmanyu terapias katéterrel torténé felhasznalas
tekintetében bevizsgalt. A kabelt tilos barmilyen mas katéterhez csatlakoztatni.

4. A kabel a rendeltetésébdl adédodan kizarolag Biosense Webster terapias katéterrel, kompatibilis
RF-generatorral, a CARTO™ 3 rendszerrel és Biosense Webster gyartmanyu kabelekkel egyditt
hasznalhato. A részletekkel kapcsolatban kérjen tanacsot a Biosense Webster képviseletétol.

5. A beavatkozas soran a kabelt legalabb 1 méter (39,4 col) tavolsagra kell tartani a CARTO™ 3
rendszer helyzetmeghatarozé parnaelektrodjatol.

6. Hasznalat el6tt a kdbelt a CARTO™ 3 rendszer PIU egységéhez kell csatlakoztatni 5 perces
felmelegités céljabdl, hogy biztositani lehessen a hémérsékletmérések pontossagat. A
felmelegitési id6 letelte utan a hémérséklet-értékek stabilizalédnak. Amennyiben a kabelt a
felmelegitési id6 vége el6tt hasznaljak, a hémérsékletértékek eltolddhatnak.

A KABEL TELEPITESE ES UZEMELTETESE

A kabeltarto felerdsitése

1. Helyezze a kabeltartd szoritérészét (alkatrészszam: M652802) a CARTO™ rendszerhez tartozo
kocsi fogantytjanak oldalara vagy az agykeretre. Ezutan hlizza szorosra a kabeltarton lévé
régzitégombot.

2. Helyezze a kabelt a kabeltartéba ugy, hogy a kabel lefelé mutasson.

A kabel csatlakoztatasa

1. Csatlakoztassa a kabel piros csatlakozéjat a CARTO™ 3 rendszer PlU-egységén talalhato MAP
bemenethez.

2. Csatlakoztassa a kabel sarga csatlakozdéjat a PIU-egységen talalhato QUAD B vagy DECA
bemenethez.

1. megjegyzés: Mindkét csatlakozoét csatlakoztatni kell a PIU-egységhez.

2. megjegyzés: Ha a csatlakozét a QUAD A aljzathoz csatlakoztatjak, nem kivant EKG-zaj
keletkezhet.

3. QDOT™ mikrokatéter hasznalata esetén a katétert a TX eco EXT kabel egyik végéhez kell
csatlakoztatni. A TX eco EXT kabel masik végét a TX eco kabel végén talalhaté nagy méretii
aljzathoz kell csatlakoztatni.

4. Egyéb Biosense Webster gyartmanyu terapias katéter hasznalata esetében a katétert a
hosszabbitokabel egyik végéhez kell csatlakoztatni. Csatlakoztassa a hosszabbitokabel masik
végét a TX eco kabel végén talalhato kis kerek aljzathoz.

A kabel levéalasztasa

1. A piros csatlakozé6 CARTO™ 3 rendszer PIU-egységérél torténd levalasztasahoz hizza le a
csatlakozot a csusztathato kioldémarkolatrol.

2. Ezutan valassza le a sarga csatlakozot is a PIU-egységrél tigy, hogy a csatlakozot lehuzza a
csusztathaté kiolddmarkolatrol.

Megjegyzés: Mindkét csatlakozot le kell valasztani a PIU-egységrdl. Tilos az egyik kabelt
csatlakoztatva hagyni, ha a masik le van valasztva.

3. Akabel levalasztasa utan 10 masodpercet varni kell, miel6tt a kabelt ismét a PIU-egységhez
csatlakoztatjak.
LED-es allapotjelzés

A kabel allapotat LED jelzi. Miutan a kabelt megfeleléen csatlakoztattak a CARTO™ 3 rendszer PIU-
hoz és a Biosense Webster terapias katéterhez, a kabel 6nellenérzést végez.

Az alkotéelemeket Ujra kell hasznositani, illetve a terméket és megmaradt elemeit vagy a
hasznalatabdl szarmazé hulladékokat a helyi jogszabalyok szerint kell artalmatlanitani.

MUSZAKI ADATOK
Miiszaki adatok

A kébel aramellatasat a CARTO™ 3 rendszer
PlU-egysége biztositja.

Suly 1 kg (2,2 font)
Méretek

Egyenaramu aramellatas

10 col hosszu x 1,9 col széles x 3 col magas
(254 mm x 48 mm x 76 mm)

Hoémérséklet-pontossag <2°C

Az lizemeltetés, tarolas és szallitas miiszaki jellemzé

Minimalis Maximalis
Uzemi specifikaciok
Koérnyezeti hémérséklet 10 °C 30°C
Relativ paratartalom* 25% 75%
Tarolasi és szallitasi specifikaciok
Kornyezeti hémérséklet -30°C 65°C
Relativ paratartalom* 10% 95%

* A MIL-STD-1695 szabvany el6irasainak megfeleléen a relativ
paratartalomnak a 30% és 70% koz6tti tartomanyban kell lennie olyan
helyeken, ahol elektronikus alkatrészeket és hibrid mikroaramkéroket
kezelnek vagy dolgoznak fel. A MIL-STD-1695 a relativ paratartalom
azonos szabalyozasi szintjét irja el6 kezelési és tarolasi terliletekre is,
kivéve, ha az eszkdzok le vannak fedve, vagy ha védve vannak.

EMC-tudnivalék

A TX eco kabel a CARTO™ 3 rendszer Hasznalati utasitasaban meghatarozott elektromagneses
kérnyezetben térténd alkalmazasra szant eszkoz.

HIBAELHARITAS

Ha a TX eco kabelen talalhaté LED piros fénnyel, szaporan villog, az 6nellenérzés nem sikerilt, és
hibat okozott (lasd a jelen dokumentumban talalhaté LED-es allapotjelzés részt). A hiba
korrigalasahoz az alabbi Iépéseket kell kdvetni.

Valassza le a katétert a kabelrdl.

Vélassza le a kabelt a CARTO™ 3 rendszer PIU-egységérdl.
Csatlakoztassa Ujra a kabelt a PIU-egységhez.
Csatlakoztassa Ujra a katétert a kabelhez.

QDOT MICRO™ modul hasznalata esetén a QDOT MICRO™ modul hasznalati utasitasaban és
kiadasi megjegyzések dokumentumaban adott Utmutatot kell kdvetni.

6. Amennyiben a probléma tovabbra is fennall, az ligyfélszolgalathoz vagy a Biosense Webster
helyi képviseletéhez kell fordulni.

Bizonyos helyzetekben, amikor 15 kV-os légkdri vagy 8 kV-os érintkezési kisulés éri a rendszert, a
CARTO™ 3 rendszer egyszerre 3 hibaiizenetet jelenit meg: ,Map points cannot be acquired” (A
térképpontok nem olvashaték be — 401-es hiba), ,Patient Body Reference has moved” (A betegtest-
referencia helyzete valtozott — 256-os hiba), valamint megjelenik egy felugré ablak a kovetkezd
Uzenettel: ,Patient Body Reference change” (Betegtest-referencia megvaltozott). Ebben az esetben
Ujra kell inditani a PIU-egységet.

o s N~
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A JOTALLAS KIZARASA ES A FELELOSSEG KORLATOZASA

AZ ITT LEIRT TERMEK(EK)RE SEMMILYEN KIFEJEZETT VAGY BELEERTETT GARANCIA
NEM ERVENYES, KORLATOZAS NELKUL IDEERTVE BARMILYEN, A FORGALOMBA
HOZHATOSAGRA VONATKOZO BELEERTETT GARANCIAT VAGY AZ ADOTT CELRA VALO
ALKALMASSAGOT. A BIOSENSE WEBSTER, INC. VAGY TARSULT CEGEI A VONATKOZO
TORVENYBEN KIMONDOTT ESETEN TUL SEMMILYEN MODON NEM TEHETOEK FELELOSSE
SEMMILYEN KULONLEGES, KOZVETLEN, JARULEKOS, KOVETKEZMENYES VAGY EGYEB
KARERT.

A FENTIEK KORLATOZASA NELKUL A BIOSENSE WEBSTER, INC. ES TARSULT CEGEI NEM
TEHETOEK FELELOSSE AZ EGYSZER HASZNALATOSKENT MEGJELOLT TERMEK(EK)
TOBBSZORI FELHASZNALASABOL, VAGY A VONATKOZO TORVENNYEL ELLENTETES
TOBBSZORI FELHASZNALASBOL EREDO SEMMILYEN KULONLEGES, KOZVETLEN,
JARULEKOS, KOVETKEZMENYES VAGY EGYEB KARERT.

A Biosense Webster, Inc. altal kiadott nyomtatott anyagokban megjelend ismertetések és leirasok,
jelen kiadvanyt is beleértve, kizardlag tajékoztato jellegiiek, és a termék legyartaskori allapotanak
leirasara szolgalnak, semmilyen értelemben nem tekinthetéek a leirt termékre vonatkozd
garanciavallalasnak.

ELEKTRONIKUS HASZNALATI UTASITAS
Ez a dokumentum a kdvetkez6 webcimen érheté el: www.e-ifu.com.
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Kabel TX eco

Perhatian: Hukum Federal (AS) membatasi alat ini untuk dijual oleh atau berdasarkan
permintaan praktisi perawatan kesehatan berlisensi.

e Jangan gunakan jika kemasan terbuka atau rusak.

DESKRIPSI PERANGKAT

Kabel TX eco digunakan dengan perpanjangan kabel untuk menghubungkan kateter terapeutik
Biosense Webster ke Satuan Antarmuka Pasien (PIU) dari Sistem CARTO™ 3 (Versi 6 dan yang
lebih baru). Kabel perpanjangan tercantum di bawah ini:

e Untuk Kateter QDOT™ Micro: Kabel TX eco EXT D135703

e Untuk kateter terapeutik Biosense Webster lainnya: D128603 (katalog # CR3434CT) atau
D128604 (katalog # CR3425CT)

Kabel TX eco menyampaikan data dari kateter terapeutik Biosense Webster ke Sistem CARTO™ 3
dan generator RF. Informasi yang disampaikan tercantum di bawah ini.

e Sinyal kekuatan

e Sinyal lokasi

e Sinyal IC dari 3 mikroelektrode di ujung kateter (untuk kateter dengan mikroelektrode saja)

e Pengukuran suhu dari 6 termokopel di ujung kateter

INDIKASI PENGGUNAAN
Kabel TX eco digunakan untuk menghubungkan kateter terapeutik Biosense Webster ke Satuan
Antarmuka Pasien (PIU) dari Sistem CARTO™ 3 (Versi 6 dan yang lebih baru).

PERINGATAN

1. Sebelum menggunakan kabel ini, bacalah Instruksi Penggunaan untuk kateter terapeutik
Biosense Webster. Jika kabel ini digunakan dengan Modul QDOT MICRO™, lihat Instruksi
Penggunaan untuk Sistem CARTO™ 3 dan Instruksi Penggunaan dan Catatan Rilis untuk Modul
QDOT MICRO™ sebelum menggunakan kabel ini dengan Modul QDOT MICRO™.

2. Hanya personel yang telah membaca dan memahami isi dokumen ini yang boleh memasang
dan menggunakan kabel ini.

3. Kabel ini hanya divalidasi untuk penggunaan dengan kateter terapeutik Biosense Webster.
Jangan menghubungkan kabel ini ke kateter lainnya.

4. Kabel ini dimaksudkan hanya untuk digunakan bersama kateter terapeutik Biosense Webster,
generator RF yang kompatibel, Sistem CARTO™ 3, dan kabel Biosense Webster. Konsultasikan
dengan perwakilan Biosense Webster Anda untuk detail selengkapnya.

5. Kabel ini harus berjarak minimal 1 meter (39,4 inci) dari bantalan lokasi Sistem CARTO™ 3
selama prosedur.

6. Kabel ini harus terhubung ke PIU Sistem CARTO™ 3 selama 5 menit untuk masa pemanasan
sebelum digunakan untuk memastikan pembacaan suhu yang akurat. Setelah masa
pemanasan, pembacaan suhu menjadi stabil. Jika kabel digunakan sebelum masa pemanasan
selesai, mungkin terjadi pergeseran suhu.

MEMASANG DAN MENGOPERASIKAN KABEL

Memasang Pemegang Kabel

1. Tempatkan bagian klem dari pemegang kabel (nomor komponen M652802) pada sisi pegangan
Troli Sistem CARTO™ atau di atas rel tempat tidur. Kemudian kencangkan tombol pada
pemegang kabel.

2. Masukkan kabel ke dalam pemegang kabel dengan kabel menghadap ke bawah.

Menghubungkan Kabel

1. Sambungkan konektor merah kabel ke soket MAP pada PIU Sistem CARTO™ 3.

2. Sambungkan konektor kuning kabel ke soket QUAD B atau DECA pada PIU.
Catatan 1: Kedua konektor harus terhubung ke PIU.

Catatan 2: Menghubungkan konektor ke QUAD A dapat menyebabkan kebisingan ECG yang
tidak diinginkan.

3. Jika menggunakan Kateter QDOT™ Micro, hubungkan kateter ke salah satu ujung Kabel
TX eco EXT. Hubungkan ujung Kabel TX eco EXT yang satunya ke soket besar di ujung Kabel
TX eco.

4. Jika menggunakan kateter terapeutik Biosense Webster lainnya, hubungkan kateter ke salah
satu ujung perpanjangan kabel. Hubungkan ujung lain dari kabel ekstensi ke soket bundar kecil
di ujung Kabel TX eco.

Melepas Kabel

1. Lepaskan konektor merah dari PIU Sistem CARTO™ 3 dengan menarik konektor dari pegangan
pelepas geser.

2. Kemudian lepaskan konektor kuning dari PIU dengan menarik konektor dari pegangan pelepas
geser.

Catatan: Kedua konektor harus dilepaskan dari PIU. Jangan biarkan satu kabel terhubung
sedangkan kabel yang satunya terlepas.

3. Setelah melepaskan kabel, tunggu 10 detik sebelum menghubungkan kembali kabel ke PIU.
Status LED

Status kabel ditunjukkan oleh LED. Setelah kabel terhubung dengan benar ke PIU Sistem
CARTO™ 3 dan ke kateter terapis Biosense Webster, kabel akan melakukan Pengujian
Bawaan (BIT).

LED Status Kabel
Hijau: berkedip lambat

Komentar
BIT sedang berlangsung -
Hijau: terus menyala Siap digunakan -

Suhu tidak dikirim ke Sistem
CARTO™ 3 atau generator RF.

Lihat bagian Penyelesaian Masalah di
dokumen ini.

Merah: berkedip cepat Kesalahan, BIT gagal

PERAWATAN KABEL

Pembersihan

Kabel tidak memerlukan desinfeksi atau sterilisasi. Jangan menguapi, mengautoklaf, atau
mensterilkan kabel.

Jika debu atau serpihan muncul di kabel, bersihkan kabel dengan cara berikut:

1. Lepaskan kabel.

2. Bersihkan bagian luar kabel dengan menyekanya dengan lap yang dilembapkan dengan sabun
tangan bebas alkohol dan air.

3. Pastikan tidak ada larutan sabun yang masuk ke konektor atau soket kabel.
4. Pastikan kabel kering sebelum menghubungkannya ke Sistem CARTO™ 3 atau ke kateter.

Perawatan

Tidak ada bagian dalam kabel yang boleh diservis oleh pengguna. Jika kabel tidak dapat berfungsi,
hubungi Dukungan Pelanggan atau perwakilan Biosense Webster Anda untuk mendapat
penggantian. Perkiraan masa guna kabel adalah tiga tahun.

Pembuangan

Daur ulang komponennya, atau buanglah produk beserta unsur sisa atau item limbahnya sesuai
dengan undang-undang dan peraturan setempat.

DATA TEKNIS
Spesifikasi
Input DC Kabel menerima input daya dari PIU Sistem CARTO™ 3.
Berat 1kg (2,21b)
Dimensi Panjang 10 inci x lebar 1,9 inci x tinggi 3 inci
(254 mm x 48 mm x 76 mm)
Akurasi Suhu <2°C

Spesifikasi Pengoperasian, Penyampaian, dan Pengiriman

Minimum Maksimum
Spesifikasi Pengoperasian
Suhu Ruang 10°C 30°C
Kelembapan relatif* 25% 75%
Spesifikasi Penyimpanan dan Pengiriman
Suhu Ruang -30 °C 65 °C
Kelembapan relatif* 10% 95%

*Sesuai dengan MIL-STD-1695, tingkat kelembapan relatif harus berada
dalam kisaran 30% hingga 70% di area tempat komponen elektronik dan
mikrosirkuit hibrida ditangani atau diproses. MIL-STD-1695 mengharuskan
tingkat kontrol kelembapan relatif yang sama untuk area penanganan dan
penyimpanan, kecuali ketika item tertutup atau dilindungi.

Informasi EMC

Kabel TX eco ditujukan untuk digunakan dalam lingkungan elektromagnetik sebagaimana ditentukan
dalam Instruksi Penggunaan untuk Sistem CARTO™ 3.

PEMECAHAN MASALAH

Jika LED pada Kabel TX eco berwarna merah dan berkedip cepat, BIT telah gagal dan telah
menyebabkan kesalahan (lihat bagian Status LED di dokumen ini). Ikuti langkah-langkah di bawah
ini untuk memperbaiki masalah.

1. Lepaskan kateter dari kabel.

2. Lepaskan kabel dari PIU Sistem CARTO™ 3.

3. Sambungkan kembali kabel ke PIU.

4. Sambungkan kembali kateter dari Kabel.

5. Jika Modul QDOT MICRO™ digunakan, ikuti petunjuk di Instruksi Penggunaan Catatan Rilis

untuk Modul QDOT MICRO™.
6. Jika masalah tetap ada, hubungi Dukungan Pelanggan atau perwakilan Biosense Webster Anda.

Dalam beberapa situasi, ketika 15 kV luahan udara atau 8 kV luahan kontak diterapkan pada sistem,
Sistem CARTO™ 3 menampilkan 3 pesan kesalahan secara bersamaan: Titik peta tidak dapat
diperoleh (Galat 401), Referensi Tubuh Pasien telah berpindah (Galat 256), dan pesan sembulan
yang menunjukkan perubahan Referensi Tubuh Pasien. Jika hal ini terjadi, mulai ulang PIU.

DISCLAIMER GARANSI DAN BATAS KEWAJIBAN

TIDAK ADA GARANSI SECARA TERSURAT MAUPUN TERSIRAT, TERMASUK NAMUN TIDAK
TERBATAS PADA SEGALA GARANSI ATAS KONDISI YANG DAPAT DIPERDAGANGKAN DAN
KESERASIAN UNTUK TUJUAN TERTENTU BERKAITAN DENGAN PENGGUNAAN PRODUK-
PRODUK YANG DIURAIKAN DI SINI. BIOSENSE WEBSTER, INC., MAUPUN SEMUA
PERUSAHAAN AFILIASINYA SAMA SEKALI TIDAK AKAN BERTANGGUNG JAWAB ATAS
SEGALA KERUGIAN YANG BERSIFAT KHUSUS, LANGSUNG, TIDAK SENGAJA,
MERUPAKAN AKIBAT, MAUPUN KERUGIAN LAIN YANG TIDAK DINYATAKAN SECARA
TERSURAT OLEH HUKUM YANG BERLAKU.

TANPA MEMBATASI YANG TERDAHULU, BIOSENSE WEBSTER, INC. ATAU SEMUA
PERUSAHAAN AFILIASINYA TIDAK AKAN BERTANGGUNG JAWAB ATAS SEGALA
KERUGIAN YANG BERSIFAT KHUSUS, LANGSUNG, TIDAK SENGAJA, MERUPAKAN AKIBAT,
MAUPUN KERUGIAN LAIN, YANG TERJADI AKIBAT PEMAKAIAN ULANG PRODUK APAPUN
YANG BERTANDA SEKALI PAKAI ATAU DI MANA PEMAKAIAN ULANG DILARANG OLEH
HUKUM YANG BERLAKU.

Deskripsi dan spesifikasi yang terdapat pada barang cetakan Biosense Webster, Inc., termasuk
publikasi ini, hanya bersifat informasi dan hanya bertujuan untuk menguraikan produk tersebut
secara umum pada saat diproduksi dan sama sekali tidak dibuat atau diberikan sebagai garansi dari
produk yang diuraikan.

INSTRUKSI PENGGUNAAN ELEKTRONIK

Dokumen ini dapat dilihat di www.e-ifu.com.
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Cavo TX eco

Attenzione: la legge federale degli Stati Uniti limita la vendita di questo dispositivo ai medici o
dietro prescrizione medica di operatori sanitari abilitati.

* Non utilizzare se la confezione & aperta o danneggiata.

DESCRIZIONE DEL DISPOSITIVO

Il cavo TX eco si utilizza con un cavo di prolunga per collegare un catetere terapeutico

Biosense Webster all’'unita di interfaccia paziente (PIU) del sistema CARTO™ 3 (versione 6 e
successive). | cavi di prolunga sono elencati di seguito:

Per il catetere QDOT™ Micro: cavo TX eco EXT D135703

Per altri cateteri terapeutici Biosense Webster: D128603 (n. di catalogo CR3434CT) o D128604
(n. di catalogo CR3425CT)

Il cavo TX eco trasmette i dati da un catetere terapeutico Biosense Webster al sistema CARTO™ 3 e
al generatore RF. Le informazioni trasmesse sono elencate di seguito.

e Segnali di forza

e Segnali di posizione

Segnali IC dai 3 microelettrodi presenti nella punta del catetere (solo per i cateteri con
microelettrodi)

Misure di temperatura dalle 6 termocoppie presenti nella punta del catetere

INDICAZIONI PER L’'USO

Il cavo TX eco si utilizza per collegare un catetere terapeutico Biosense Webster all’'unita di
interfaccia paziente (PIU) del sistema CARTO™ 3 (versione 6 e successive).

AVVERTENZE

1. Prima di utilizzare il cavo, leggere le Istruzioni per I'uso del catetere terapeutico
Biosense Webster. Se si utilizza il cavo con il modulo QDOT MICRO™, prima del suo utilizzo,
fare riferimento alle Istruzioni per I'uso del sistema CARTO™ 3 e alle Istruzioni per I'uso e alle
Note di versione del modulo QDOT MICRO™.

2. Solo il personale che ha letto e compreso il contenuto del presente documento puo predisporre e
utilizzare il cavo.

3. Il cavo & convalidato esclusivamente per 'uso con un catetere terapeutico Biosense Webster.
Non connettere questo cavo ad altri cateteri.

4. |l cavo & indicato per I'uso esclusivo con un catetere terapeutico Biosense Webster, un
generatore RF compatibile, un sistema CARTO™ 3 e i cavi Biosense Webster. Per i dettagli,
rivolgersi al rappresentante Biosense Webster.

5. Durante la procedura, il cavo deve essere posizionato ad almeno 1 metro (39,4 in) di distanza
dal location pad del sistema CARTO™ 3.

6. Il cavo deve rimanere collegato alla PIU del sistema CARTO™ 3 per un periodo di riscaldamento

di 5 minuti prima dell’'uso, al fine di assicurare letture di temperatura accurate. Dopo il periodo di
riscaldamento, le letture di temperatura si stabilizzano. Se il cavo viene utilizzato prima della fine
del periodo di riscaldamento, potrebbe verificarsi una deviazione delle temperature.

INSTALLAZIONE E UTILIZZO DEL CAVO

Installazione del porta cavo

1. Collocare il morsetto del porta cavo (codice prodotto M652802) sul lato della maniglia del carrello

del sistema CARTO™ o sulla sponda del letto. Quindi stringere la manopola del porta cavo.

2. Inserire il cavo nel porta cavo con il cavo rivolto verso il basso.

Collegamento del cavo
1.
2.

Collegare il connettore rosso del cavo all'ingresso MAP della PIU del sistema CARTO™ 3.
Collegare il connettore giallo del cavo all'ingresso QUAD B o DECA della PIU.
Nota 1: entrambi i connettori devono essere collegati alla PIU.

Nota 2: il collegamento del connettore all'ingresso QUAD A pu6 comportare un rumore ECG
indesiderato.

Se si utilizza un catetere QDOT™ Micro, collegare il catetere a un’estremita del
cavo TX eco EXT. Collegare I'altra estremita del cavo TX eco EXT all'ingresso grande situato
all’estremita del cavo TX eco.

Se si utilizza un altro catetere terapeutico Biosense Webster, collegare il catetere a un’estremita

del cavo di prolunga. Collegare I'altra estremita del cavo di prolunga all'ingresso piccolo rotondo
situato all’'estremita del cavo TX eco.

Scollegamento del cavo

1. Scollegare il connettore rosso dalla PIU del sistema CARTO™ 3 tirandolo dal dispositivo di

presa con rilascio a scorrimento.

2. Quindi, scollegare il connettore giallo dalla PIU tirandolo dal dispositivo di presa con rilascio a
scorrimento.
Nota: entrambi i connettori devono essere scollegati dalla PIU. Non lasciare un cavo collegato e
I'altro scollegato.

3. Dopo aver scollegato il cavo, attendere 10 secondi prima di ricollegarlo alla PIU.

Stato del LED

Lo stato del cavo & indicato da una luce a LED. Dopo aver collegato correttamente il cavo alla PIU

del sistema CARTO™ 3 e al catetere terapeutico Biosense Webster, il cavo esegue un test integrato

(BIT).
LED

Stato del cavo Commenti

BIT in corso

Verde: lento lampeggio

Verde: luce continua Pronto per 'uso -

Rosso: rapido lampeggio Errore, BIT non riuscito Le temperature non vengono inviate al
sistema CARTO™ 3 o al

generatore RF.

Consultare la sezione Risoluzione dei
problemi del presente documento.

CURA DEL CAVO

Pulizia
Il cavo non richiede operazioni di disinfezione o sterilizzazione. Non sterilizzare il cavo a vapore, in
autoclave o con altri metodi.

In presenza di polvere o detriti sul cavo, pulirlo attenendosi alla seguente procedura:

1. Scollegare il cavo.

2. Pulire la superficie esterna del cavo passandola con un panno inumidito con un detergente per
mani privo di alcol e con acqua.

3. Accertarsi che la soluzione detergente non entri nei connettori o nelle prese del cavo.

4. Accertarsi che il cavo sia asciutto prima di collegarlo al sistema CARTO™ 3 o a un catetere.

Manutenzione

Il cavo non contiene parti riparabili dall'utilizzatore. Se il cavo non funziona, rivolgersi all'Assistenza
clienti o al rappresentante Biosense Webster per la sostituzione. La vita utile prevista del cavo € di
tre anni.

Smaltimento

Riciclare i componenti o smaltire il prodotto e i suoi elementi residui o i rifiuti in conformita con quanto
previsto dalle normative e dalle legislazioni locali vigenti in materia.

DATI TECNICI
Specifiche

Il cavo riceve I'alimentazione elettrica dalla PIU
del sistema CARTO™ 3.

1kg (2.2 Ib)

Alimentazione c.c.

Peso

Dimensioni 10 in lunghezza x 1,9 in larghezza x 3 in altezza
(254 mm lunghezza x 48 mm larghezza x 76 mm

altezza)

Accuratezza della <2°C

temperatura

Specifiche di funzionamento, conservazione e trasporto

Minimo  Massimo
Specifiche di funzionamento
Temperatura ambiente 10 °C 30°C
Umidita relativa® 25% 75%
Specifiche di conservazione e trasporto
Temperatura ambiente -30°C 65 °C
Umidita relativa® 10% 95%

* Ai sensi della norma MIL-STD-1695, i livelli di umidita relativa
devono essere compresi nell’intervallo 30%-70% nelle aree in cui
vengono manipolati o processati parti elettroniche o microcircuiti
ibridi. La norma MIL-STD-1695 richiede lo stesso livello di controllo
dell'umidita relativa nelle aree di manipolazione e conservazione,
salvo quando i prodotti sono rivestiti o protetti.

Informazioni sulla compatibilita elettromagnetica

Il cavo TX eco € destinato all'uso nel’ambiente elettromagnetico specificato nelle Istruzioni per I'uso
del sistema CARTO™ 3.

RISOLUZIONE DEI PROBLEMI

Se il LED sul cavo TX eco € rosso e lampeggia rapidamente, il test BIT non & andato a buon fine e
ha causato un errore (vedere la sezione Stato del LED del presente documento). Attenersi alla
seguente procedura per correggere il problema.

1. Scollegare il catetere dal cavo.

2. Scollegare il cavo dalla PIU del sistema CARTO™ 3.

3. Ricollegare il cavo alla PIU.

4. Ricollegare il catetere al cavo.

5. Se si utilizza un modulo QDOT MICRO™, seguire le istruzioni riportate nelle Istruzioni per I'uso e
nelle Note di versione del modulo QDOT MICRO™.

6. Se il problema persiste, rivolgersi all'Assistenza clienti o al rappresentante locale

Biosense Webster.

In alcune situazioni, quando sul sistema sono applicati 15 kV di scarica in aria o 8 kV di scarica di
contatto, il sistema CARTO™ 3 visualizza contemporaneamente 3 messaggi di errore: Map points
cannot be acquired (Impossibile acquisire punti sulla mappa, Errore 401), Patient Body Reference
has moved (Il riferimento del corpo del paziente & stato spostato, Errore 256) e un pop-up che indica
la modifica del riferimento relativo al paziente. In tal caso, riavviare la PIU.
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ESCLUSIONE DELLA GARANZIA E LIMITAZIONE DELLA RESPONSABILITA

NON VIENE CONCESSA ALCUNA GARANZIA, ESPRESSA O TACITA, INCLUSE A TITOLO
ESEMPLIFICATIVO E NON ESAUSTIVO GARANZIE TACITE DI COMMERCIABILITA O
IDONEITA PER SCOPI PARTICOLARI SUI PRODOTTI DESCRITTI IN QUESTO DOCUMENTO. IN
NESSUNA CIRCOSTANZA BIOSENSE WEBSTER, INC. O LE SOCIETA AD ESSA AFFILIATE
POTRANNO ESSERE RITENUTE RESPONSABILI PER EVENTUALI DANNI SPECIALI, DIRETTI,
ACCIDENTALI, CONSEGUENTI O DI ALTRA NATURA, CON L’ECCEZIONE DEI CASI
ESPRESSAMENTE PREVISTI DA UNA SPECIFICA LEGGE.

FATTO SALVO QUANTO APPENA DICHIARATO, BIOSENSE WEBSTER, INC. O LE AZIENDE
AD ESSA AFFILIATE NON POTRANNO ESSERE RITENUTE RESPONSABILI DI EVENTUALI
DANNI SPECIALI, DIRETTI, INDIRETTI, CONSEGUENZIALI O DI EVENTUALI ALTRI DANNI,
DERIVANTI DAL RIUTILIZZO DI PRODOTTI INDICATI COME MONOUSO O DI PRODOTTI IL CUI
RIUTILIZZO E VIETATO DALLA LEGGE VIGENTE.

Le descrizioni e le specifiche tecniche presentate nella documentazione Biosense Webster, Inc.,
inclusa la presente pubblicazione, sono da considerarsi esclusivamente informative e finalizzate a
descrivere in maniera generale il prodotto al momento della realizzazione e non vanno intese in
alcun modo come garanzia del prodotto prescritto.

ISTRUZIONI PER L’USO ELETTRONICHE
I documento € disponibile all'indirizzo www.e-ifu.com.
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Lietuviy k.

Kabelis ,,TX eco“

Ispéjimas. Pagal federalinius (JAV) jstatymus §j prietaisg galima parduoti arba uzsakyti tik
licencijuotam sveikatos prieziliros specialistui.

* Nenaudoti, jei pakuoté atidaryta ar pazeista.

PRIETAISO APRASYMAS

Kabelis ,TX eco” yra naudojamas kartu su ilginamuoju kabeliu prijungti ,Biosense Webster" terapinj
kateterj prie CARTO™ 3 sistemos paciento sgsajos jrenginio (angl. k. PIU) (6 versija ir vélesné).
liginamuyjy kabeliy sgrasas pateiktas toliau:

e ,QDOT™ Micro* kateteriui: kabelis ,TX eco EXT* D135703;

e kitiems ,Biosense Webster" terapiniams kateteriams: D128603 (katalogo Nr. CR3434CT) arba
D128604 (katalogo Nr. CR3425CT).

Kabelis ,TX eco" perduoda duomenis i§ ,Biosense Webster* terapinio kateterio ] CARTO™ 3 sistema
ir radijo dazniy generatoriy. Perduodama informacija pateikiama toliau:

e priverstiniai signalai;
* vietos signalai;

« informacija, perduodama i$ 3 kateterio vir§tinéje esanciy mikroelektrody (tik kateteriams su
mikroelektrodais);

* temperatiros matavimai, atliekami i§ 6 termopory, esanciy kateterio virSnéje.

NAUDOJIMO INDIKACIJOS

Kabelis ,TX eco” yra naudojamas prijungti ,Biosense Webster* terapinj kateterj prie CARTO™ 3
sistemos paciento sgsajos jrenginio (angl. k. PIU) (6 versija ir vélesné).

ISP JIMAI

1. Prie$ naudodami kabelj, perskaitykite ,Biosense Webster" terapinio kateterio naudojimo
instrukcijg. Jei kabelis naudojamas su QDOT MICRO™ moduliu, prie§ naudodami §j kabelj su
QDOT MICRO™ moduliu, perskaitykite CARTO™ 3 sistemos naudojimo instrukcijg ir
QDOT MICRO™ modulio naudojimo instrukcijg ir laidos informacija.

2. Kabelj pajungti ir naudoti gali tik darbuotojai, kurie perskaité ir suprato Sio dokumento turinj.

3. Kabelis yra patvirtintas naudoti tik su ,Biosense Webster" terapiniu kateteriu. Nejunkite Sio
kabelio prie jokio kito kateterio.

4. Sis kabelis yra skirtas naudoti tik su ,Biosense Webster* terapiniu kateteriu, suderinamu RD
generatoriumi, CARTO™ 3 sistema ir ,Biosense Webster" kabeliais. Jei reikia daugiau
informacijos, susisiekite su ,Biosense Webster" atstovu.

5. Procediros metu kabelis turi bati maziausiai 1 metro (39,4 col.) atstumu nuo CARTO™ 3
sistemos vietos padéklo.

6. Prie$ naudojimag 5 minutéms kabelis turi bati prijungtas prie CARTO™ 3 sistemos PIU, kad jSilty
ir kad baty uztikrintas tikslus temperatdros rodmuo. Praéjus jSilimo laikotarpiui, temperatros
rodmenys stabilizuojasi. Jei kabelis naudojamas prie$ pasibaigiant jSilimo laikotarpiui, gali jvykti
temperataros slinkis.

KABELIO JRENGIMAS IR NAUDOJIMAS

Kabelio laikiklio tvirtinimas

1. Kabelio laikiklio spaustuko dalj (dalies numeris M652802) uzdékite ant CARTO™ sistemos
vezimélio rankenos arba virs$ lovos turéklo. Tuomet priverzkite rankena, esancig ant kabelio
laikiklio.

2. |kiSkite kabelj j kabelio laikiklj (kabelis nukreiptas Zemyn).
Kabelio prijungimas
1. Prijunkite raudong laido jungtj prie MAP lizdo, esan¢io CARTO™ 3 sistemos PIU.
2. Prijunkite geltong laido jungtj prie PIU lizdo QUAD B arba DECA.
1 pastaba. Abi jungtys turi bati prijungtos prie PIU.
2 pastaba. Prijungus jungtj prie QUAD A, gali atsirasti nepageidaujamas EKG triukSmas.

3. Jei naudojate ,QDOT™ Micro" kateterj, prijunkite kateterj prie vieno ,TX eco EXT" kabelio galo.
Jjunkite kitg ,TX eco EXT“ kabelio galg j lizda, esantj ,TX eco* kabelio gale.

4. Jei naudojate kitg ,Biosense Webster" terapinj kateterj, prijunkite kateterj prie vieno ilginamojo
kabelio galo. Jjunkite kitg ilginamojo kabelio galg j mazg apvaly lizdg, esantj ,TX eco” kabelio
gale.

Kabelio atjungimas

1. Atjunkite raudong jungtj nuo CARTO™ 3 sistemos PIU, patraukdami jungtj uz slankiojamosios
atleidimo rankenos.

2. Tada atjunkite geltong jungtj nuo PIU, patraukdami jungtj uz slankiojamosios atleidimo rankenos.

Pastaba. Abi jungtys turi bati atjungtos nuo PIU. Nepalikite vieno kabelio prijungto, o kito
atjungto.

3. Atjung kabelj, palaukite 10 sekundziy prie$ pakartotinai prijungdami kabelj prie PIU.
Sviesos diodo biisena

Kabelio buseng rodo Sviesos diodas. Kai kabelis tinkamai prijungtas prie CARTO™ 3 sistemos PIU ir
prie ,Biosense Webster" terapinio kateterio, kabelis atlieka integravimo patikrinimg (angl. k. BIT).
Kabelio busena Pastabos
Vykdomas BIT -

Pasireng s -

Sviesos diodas

Zalia: 1étai mirksi
Zalia: $vietia tolygiai
Raudona: greitai mirksi

Klaida, BIT nepavyko  Temperatira nesiunéiama j

CARTO™ 3 sistemg ar RD
generatoriy.

Zr. $io dokumento skyriy ,, Trik&iy
Salinimas".

KABELIO PRIEZIURA

Valymas

Kabelio nereikia dezinfekuoti ar sterilizuoti. Nesterilizuokite kabelio garais, autoklave arba kitaip.
Jei ant kabelio atsiranda dulkiy arba neSvarumu, valykite jj taip, kaip nurodyta toliau.

1. Atjunkite kabelj.

2. Kabelio iSor valykite drégna Sluoste, suvilgyta ranky muilu be alkoholio ir vandeniu.

3. |sitikinkite, kad muilo tirpalo nepateks j kabelio jungtis arba lizdus.

4. Prie$ prijungdami laidg prie CARTO™ 3 sistemos ar kateterio, jsitikinkite, kad jis yra sausas.
Techniné prieziara

Kabelyje néra daliy, kurias galéty priziaréti naudotojas. Jei kabelis neveikia tinkamai, kreipkités |
klienty aptarnavimo skyriy arba savo ,Biosense Webster* atstovg bei gaukite pakaitinj kabelj.
Tikétina kabelio naudojimo trukmé yra treji metai.

Utilizavimas

Komponentus perdirbkite arba gaminj ir jo likusias dalis ar atliekas utilizuokite pagal vietos jstatymus
ir kitus teisés aktus.

TECHNINIAI DUOMENYS

Specifikacijos
Nuolatinés srovés jvestis  Kabelis gauna energijg i§ CARTO™ 3 sistemos PIU.
Svoris 1kg (2,2 sv.)

Matmenys 10 col. ilgio x 1,9 col. plo¢io x 3 col. aukscio

(254 mm x 48 mm x 76 mm)

Temperatuaros tikslumas <2°C

Eksploatavimo, laikymo ir gabenimo specifikacijos

Maziausia  Daugiausia
Darbo aplinkos specifikacijos
Aplinkos temperatira 10°C 30 °C
Santykinis drégnis* 25% 75 %
Laikymo ir gabenimo specifikacijos
Aplinkos temperatira -30°C 65 °C
Santykinis drégnis* 10 % 95 %

* Pagal MIL-STD-1695, santykinés drégmés lygis turi bati nuo 30 %
iki 70 % tose vietose, kur yra tvarkomos ar apdorojamos elektroninés
dalys ir hibridinés mikroschemos. Pagal MIL-STD-1695 tokj patj
drégnio lygj reikalaujama uztikrinti tvarkymo bei laikymo srityse,
iSskyrus atvejus, kai jranga yra uzdengta arba apsaugota.

EMS informacija

,TX eco” kabelis yra skirtas naudoti elektromagnetinéje aplinkoje, kaip nurodyta CARTO™ 3
sistemos naudojimo instrukcijoje.

TRIKCIY SALINIMAS

Jei , TX eco” kabelio Sviesos diodas dega raudonai ir greitai mirksi, vadinasi BIT nepavyko ir sukélé
klaidg (2r. $io dokumento skyriy ,Sviesos diodo basena“). Norédami pasalinti problema, atlikite toliau
nurodytus veiksmus.

Atjunkite kateterj nuo kabelio.

Atjunkite laidg nuo CARTO™ 3 sistemos PIU.
Pakartotinai prijunkite kabelj prie PIU.
Pakartotinai prijunkite kateterj prie kabelio.

Jei naudojamas QDOT MICRO™ modulis, vykdykite nurodymus, pateiktus QDOT MICRO™
modulio naudojimo instrukcijoje ir laidos informacijoje.

6. Jei problema iSlieka, susisiekite su klienty aptarnavimo skyriumi arba savo ,Biosense Webster”
atstovu.

o s N~

Kai kuriose situacijose, sistemoje esant 15 kV orinio iSlydZio jtampai arba 8 kV kontaktinio iSlydZio
jtampai, CARTO™ 3 sistema vienu metu rodo 3 klaidos pranesimus kartu: ,Map points cannot be
acquired” (Atvaizdo tasky gauti negalima) (401 klaida), ,Patient Body Reference has moved*
(Paciento kiinas pajudéjo) (256 klaida), ir iSSokantis pranesimas, rodantis paciento padéties
pasikeitima. Jei taip nutikty, pakartotinai paleiskite PIU.

ATSISAKYMAS SUTEIKTI GARANTIJA IR ATSAKOMYB S RIBOJIMAS

CIA APIBUDINTAM (-IEMS) PRODUKTUI (-AMS) TIKSLIOS IR NUMANOMOS GARANTIJOS

N RA, BE APRIBOJIMY |SKAITANT BET KOKIA NUMANOMA PARDAVIMO GARANTIJA AR
JOS PRITAIKYMA KONKRECIU ATVEJU. ,,BIOSENSE WEBSTER, INC.“ AR JOS DUKTERIN S
BENDROV S JOKIOMIS APLINKYB MIS NEATSAKO UZ JOKIA KONKRECIA, TIESIOGIN ,
ATSITIKTIN , PASEKMIN AR KITOKIA ZALA, ISSKYRUS AISKIAI NURODYTA TAIKOMUOSE
|STATYMUOSE.

,BIOSENSE WEBSTER, INC.“ AR JOS DUKTERIN S KOMPANIJOS NERIBOJANT AUKSCIAU
PAMIN TY ATVEJU N RA ATSAKINGA UZ JOKIUS TYCINIUS, TIESIOGINIUS, ATSITIKTINIUS,
PASEKMINIUS AR KITOKIUS PAZEIDIMUS, KYLANCIUS D L PAKARTOTINIO PRODUKTO (-Y)
NAUDOJIMO, KURIE BUVO PAZYM TI KAIP VIENKARTINIO NAUDOJIMO ARBA KUR]
PAKARTOTINAI NAUDOTI DRAUDZIA ATITINKAMI [STATYMAL.

,Biosense Webster, Inc.” spausdintoje medziagoje pateikiami aprasymai ir specifikacijos tai tik
informacija ir joje tik bendrais bruozais apraSomas produktas gaminimo metu ir tai jokiu badu néra
nurodyto produkto garantija.

ELEKTRONIN S NAUDOJIMO INSTRUKCIJOS

Sj dokumentg galima rasti adresu www.e-ifu.com.
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Latviski

TX eco kabelis

Uzmanibu: ASV federalie likumi lauj $o ierici tirgot tikai veselibas apriipes specialistiem vai
péc veselibas apriipes specialistu noradijuma.

* Neizmantot, ja iepakojums ir atvérts vai bojats.

IERICES APRAKSTS

TX eco kabeli lieto kopa ar pagarinataja kabeli, lai Biosense Webster terapeitisko katetru savienotu
ar CARTO™ 3 sistemas (6. vai jaunakas versijas) pacienta saskarnes ierici (PSl). Pagarinataja
kabeli ir noradtti turpinajuma.

e QDOT™ mikrokatetram: TX eco EXT kabelis D135703

« Citiem Biosense Webster terapeitiskajiem katetriem: D128603 (kataloga Nr. CR3434CT) vai
D128604 (kataloga Nr. CR3425CT)

Izmantojot TX eco kabeli, Biosense Webster terapeitiska katetra dati tiek parraiditi uz CARTO™ 3
sistému un RF generatoru. Parraidita informacija ir noradita talak.

e Parraides spéka signali

e AtraSanas vietas signali

e IC signali no 3 mikroelektrodiem katetra uzgalT (tikai katetriem ar mikroelektrodiem)

e Temperattras mérijumi no 6 termoelementiem katetra uzgalt

LIETOSANAS INDIKACIJAS
TX eco kabeli lieto, lai Biosense Webster terapeitisko katetru savienotu ar CARTO™ 3 sistémas
(6. vai jaunakas versijas) pacienta saskarnes ierici (PSl).

BRIDINAJUMI

1. Pirms 81 kabela lietoSanas izlasiet Biosense Webster terapeitiska katetra dokumentu Lietosanas
noradijumi. Ja $is kabelis tiek lietots kopa ar QDOT MICRO™ moduli, pirms $T kabela lietoSanas
ar QDOT MICRO™ moduli izlasiet CARTO™ 3 sistémas dokumentu LietoSanas noradijumi un
QDOT MICRO™ modula dokumentus Lietosanas noradijumi un Laidiena apraksts.

2. So kabeli drikst uzstadit un lietot tikai personals, kurs ir izlasjis un izpratis §T dokumenta saturu.

3. Sis kabelis ir apstiprinats lieto$anai tikai kopa ar Biosense Webster terapeitisko katetru.
Nesavienojiet $o kabeli ne ar vienu citu katetru.

4. Sis kabelis ir paredzéts lieto$anai tikai ar Biosense Webster terapeitisko kateru, savietojamu RF
generatoru, CARTO™ 3 sistému un Biosense Webster kabeliem. Lai iegltu stkaku informaciju,
sazinieties ar Biosense Webster parstavi.

5. Procediras laika $im kabelim jaatrodas vismaz 1 metra (39,4 collu) attaluma no CARTO™ 3
sistémas atrasanas vietas pamatnes.

6. Lai nodrosinatu precizus temperatiras radijumus, pirms 8T kabela lietoSanas tas japievieno
CARTO™ 3 sistemas PII, tadéjadi nodrosinot 5 mindsu uzsilsanas periodu. Péc uzsilSanas
perioda temperattras radijumi stabilizésies. Ja kabelis tiks lietots pirms uzsilSanas perioda
beigam, var rasties temperatiras novirze.

KABELA UZSTADISANA UN VADIBA

Kabela turétaja pievienosana

1. Novietojiet kabela turétaja (detalas numurs M652802) skavas dalu CARTO™ sistémas ratu
roktura sana vai uz gultas margas. P&c tam ciesi pievelciet kabela turétaja skrivi.

2. levietojiet kabeli kabela turétaja, kabeli pavérsot uz leju.

Kabela pievienoSana
1. Pievienojiet kabela sarkano savienotajvadu CARTO™ 3 sistémas PIl MAP ligzdai.
2. Pievienojiet kabela dzelteno savienotajvadu PIl QUAD B vai DECA ligzdai.

1. piezime. Abiem savienotajvadiem jabat pievienotiem PII.

2. piezime. Savienotaja pievienoSana QUAD A var radit nevélamu EKG troksni.

3. Jaizmantojat QDOT™ mikrokatetru, pievienojiet katetru vienam TX eco EXT kabela galam.
Pievienojiet otru TX eco EXT kabela galu lielajai ligzdai TX eco kabela gala.

4. Jaizmantojat citu Biosense Webster terapeitisko katetru, pievienojiet katetru vienam
pagarinajuma kabela galam. Pievienojiet otru pagarinajuma kabela galu mazajai, apalajai ligzdai
TX eco kabela gala.

Kabela atvieno$ana

1. Atvienojiet sarkano savienotajvadu no CARTO™ 3 sistémas PII, pavelkot savienotajvadu aiz
slido$as atvienoSanas satveres dalas.

2. Tad atvienojiet dzelteno savienotajvadu no PII, pavelkot savienotajvadu aiz slido$as satveres
dalas.

Piezime. Abiem savienotajvadiem jabat atvienotiem no PIl. Neatstajiet vienu kabeli pievienotu un
otru — atvienotu.

3. Peéc kabela atvienoSanas japagaida 10 sekundes pirms kabela atkartotas pievienoSanas PII.

LED indikatora stavoklis

Par kabela stavokli norada LED indikators. Kad kabelis ir pareizi pievienots CARTO™ 3 sistémas
PSI un Biosense Webster terapeitiskajam katetram, tiek veikts iebtvétais tests (IT).
LED indikators

Kabela stavoklis Komentari

Zala gaisma: mirgo 1énam Notiek IT -—-

Zala gaisma: nepartraukta Gatavs lietoSanai -

Sarkana gaisma: mirgo atri Klada, IT neizdevas TemperatQras radijumi vél nav nosatiti
CARTO™ 3 sistémai vai

RF generatoram.

Skatiet sadalu Traucéjummeklésana
$aja dokumenta.

KABELA APRUPE

Tinsana

Kabelim nav nepiecieS§ama dezinfekcija vai sterilizacija. Neizmantojiet autoklavu, tvaika vai citas
kabela sterilizacijas metodes.

Ja uz kabela paradas putekli vai netirumi, notriet to $adi:
1. Atvienojiet kabeli.

2. Tiriet kabela aréjo apvalku ar dranu, kas samitrinata Gdent, kam pievienotas spirtu nesaturoSas
roku ziepes.

3. Nodrosiniet, lai ziepju Skidums neieklitu kabela savienotajvados vai ligzdas.
4. Parliecinieties, vai kabelis ir sauss, pirms to pievienojat CARTO™ 3 sistémai vai katetram.
Apkope

Kabelim nav tadu detalu, kuru apkopi varétu nodroSinat ta lietotajs. Ja kabela lietoSana ir nesekmiga,
sazinieties ar klientu atbalsta centru vai Biosense Webster parstavi, lai sanemtu jaunu kabeli.
Paredzétais kabela lietderigas lietosanas laiks ir tris gadi.

Utilizacija
Nododiet sastavdalas otrreiz&jai parstradei vai utilizéjiet produktu un ta neizmantotos elementus vai
atkritumus saskana ar vietéjiem likumiem un noteikumiem.

TEHNISKIE DATI
Specifikacijas

Lidzstravas ieeja Kabelis sanem jaudu no CARTO™ 3 sistémas PII.

Svars 1kg (2,2 marc.)

Izmeri 10 in gar$ x 1,9 in plats x 3 in augsts
(254 mm x 48 mm x 76 mm)

Temperatiras precizitate <2°C

Ekspluatacijas, uzglabasanas un piegades nosacijumi

Minimums Maksimums
Ekspluatacijas nosacijumi
Apkartéjas vides temperatara 10 °C 30°C
Relativais mitrums* 25 % 75 %
Glabasanas un piegades apstakli
Apkartéjas vides temperattra -30°C 65 °C
Relativais mitrums* 10 % 95 %

*Saskana ar Standartu MIL-STD-1695 relativajam mitrumam jabdt robezas
no 30 % I1dz 70 % vietas, kur razo vai apstrada elektroniskas detalas un
hibridas mikroshémas. Saskana ar Standartu MIL-STD-1695 apstrades un
uzglabasanas vieta janodrosina vienada limena relativa mitruma kontrole,
iznemot ja priekSmeti ir parklati vai aizsargati.
Informacija par EMS
TX eco kabelis ir paredzéts izmanto$anai elektromagnétiskaja vidé, ka noradits CARTO™ 3
sistémas lietoSanas instrukcija.

TRAUCEJUMMEKLESANA

Ja LED indikators uz TX eco kabela ir sarkans un atri mirgo, BIT nav izdevies un ir izraisijis kladu
(skatiet sadalu LED indikatora stavoklis $aja dokumenta). Lai novérstu problému, veiciet talak
noraditas darbibas.

Atvienojiet katetru no kabela.

Atvienojiet kabeli no CARTO™ 3 sistémas PII.

Atkartoti pievienojiet kabeli PII.

Atkartoti pievienojiet katetru kabelim.

Ja tiek lietots QDOT MICRO™ modulis, ievérojiet noradijumus QDOT MICRO™ modula
dokumentos Lietosanas noradijumi un Laidiena apraksts.

6. Ja kabela lietoSana ir nesekmiga, sazinieties ar klientu atbalsta centru vai Biosense Webster
parstavi.

o o

DaZos gadijumos, kad sistémai pieméro 15 kV gaisa izladi vai 8 kV kontaktizladi, CARTO™ 3
sistéma tiek vienlaikus paraditi 3 klidu zinojumi: Map points cannot be acquired (Nevar iegat kartes
punktus) (401. klada), Patient Body Reference has moved (Pacienta kermena atsauce nobidita)
(256. klada) un uznirstosais logs ar zinojumu Patient Body Reference Atsauces change (Pacienta
kermena atsauce mainita). Saja gadijuma restartsjiet PIU.

GARANTIJAS ATRUNA UN ATBILDIBAS IEROBEZOJUMI

UZ SEIT APRAKSTITO(-AJIEM) IZSTRADAJUMU(-IEM) NEATTIECAS NEKADA TIESA VAI
NETIESA GARANTIJA, TOSTARP, BET NE TIKAI NEKADA NETIESA GARANTIJA ATTIECIBA
UZ PARDOSANAI PIEMEROTU KVALITATI VAI DERIGUMU NOTEIKTAM MERKIM. NEKADOS
APSTAKLOS BIOSENSE WEBSTER, INC. VAI AR TO SAISTITIE UZNEMUMI NAV ATBILDIGI
PAR JEBKADIEM FAKTISKAJIEM, TIESAJIEM, NEJAUSAJIEM, IZRIETOSAJIEM VAI CITADIEM
ZAUDE:IUMIEM CITADI KA VIEN TA, KA TAS IR SKAIDRI NOTEIKTS PIEMEROJAMAJA
LIKUMA.

NEIEROBEZOJOT IEPRIEKSMINETO, BIOSENSE WEBSTER, INC. VAI AR TO SAISTITIE
UZNEMUMI NAV ATBILDIGI NE PAR KADIEM FAKTISKAJIEM, TIESAJIEM, NEJAUSAJIEM,
IZRIETOSAJIEM VAI CITADIEM ZAUDEJUMIEM, KAS RADUSIES, IZMANTOJOT VIENU VAI
VAIRAKUS 1ZSTRADAJUMUS, KURI MARKETI KA VIENREIZEJAI LIETOSANAI PAREDZETI
VAI KURU ATKARTOTA IZMANTOSANA IR AIZLIEGTA AR ATTIECIGU LIKUMU.

Apraksti un specifikacijas, kas atrodamas Biosense Webster, Inc. drukataja materiala, ieskaitot So
publikaciju, ir tikai informativi un domati tikai, lai visparigi aprakstitu produktu (-us) ta (to) razo$anas
laika un nav izdoti ka jebkada veida konkréta (-o) produkta (-u) garantija.

LIETOSANAS NORADIJUMI ELEKTRONISKA VEIDA
Sis dokuments ir pieejams Seit: www.e-ifu.com.
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Kaben TX eco

BHumaHue: ®egepanHoTto npaBo Ha CAJ] ja orpaHuyyBa npogax6arta Ha OBOj ypea; UMEHO,
ypeaoT Moxe Aa 6uae npofaAeH camMo Ha NULEHUMPaH 3APaBCTBEH PaGoOTHUK Unu no
Hapa4ka Ha nuueHuuMpaH 3gpaBCcTBeH paGOTHVIK.

e [la He ce kopuCTU ako ambanaxara e OTBOpeHa Unu oluTeTeHa.

onuc HA YPEOOT

Ka6enot TX eco ce kopucTu co npofomkuTeneH kaben 3a noBp3yBatbe Ha TepaneBTCKU kaTeTep
Biosense Webster co nHTtepdejc-eaunmuara 3a naumertun (MEM) Ha cuctemor CARTO™ 3
(Bepawja 6 v NoHoBM Bep3un). MpoaoIKUTENHUTE KaBnM ce HaBeeHW NoaJony:

e 3a mukpokateTepoT QDOT™: kaben TX eco EXT D135703

e 3appyrv TepaneBTcku kaTeTepu Biosense Webster: D128603 (katanor 6p. CR3434CT) unu
D128604 (katanor 6p. CR3425CT)

KabenoT TX eco npeHecyBa nogatoum o TepaneBTcku kateTep Biosense Webster no cuctemor

CARTO™ 3 n Pd-reHepatopoT. MHdopmaumuTe LWITO ce NpeHecyBaaT ce HaBeAeHU Nnoaony.

. CwurHanu 3a cunarta

e CurHanu 3a nokaumjata

e CurHanu 3a npeHeceHn UHGOpMaLMK O, TPUTE MUKPOENEKTPOAM BO BPBOT Ha KaTeTepoT (camo
3a KaTeTepu CO MUKPOENeKTpoam)

e Mepera Ha TemnepaTypaTa of 6 Tepmonapa BO BPBOT Ha KaTeTepoT

WHOUKALIUUN 3A YNIOTPEBA
KabenoT TX eco ce kopucTu 3a NoBp3yBak-e Ha TepaneBTCkU kaTeTep Biosense Webster co
uHTepdejc-eanHuuaTa 3a naunent (MEM) Ha cuctemor CARTO™ 3 (Bepauja 6 1 NoOHOBU Bep3nu).

NMPEOYNPEOYBAHA

1. MMpepn ynoTtpebata Ha oBoj kaben, npounTajTe ro Ynamcmeomo 3a ynompeba Ha TepaneBTCK1OT
kateTep Biosense Webster. Ako oBoj kaben ce kopuctu co moaynot QDOT MICRO™, ocepHeTe
ce Ha Ynamcmeomo 3a yrnnompeba 3a cuctemor CARTO™ 3 u Ynamcemeomo 3a ynompeba u
3abernewkume 3a ocro6odysarbe 3a mogynotT QDOT MICRO™ npep ynoTtpeba Ha oBoj kaben
co mogynot QDOT MICRO™.

2. Osoj kaben Moxe Aa ro noctasy v ynotpeGyBa camo NepcoHan LWTo ja npounTan u pasépasn
COAPXMHATa Ha 0BOj AOKYMEHT.

3. OBoj kaben e noTBpAeH 3a ynotpeba camo co TepaneBTcku kaTeTep Biosense Webster. He
noBp3yBajTe ro oBoj kaben co HMeaeH Apyr kateTep.

4. Osoj kaben e HameHeT 3a ynoTpeba camMo co KoMnaTbuneH TepaneBTCku kaTeTep
Biosense Webster, komnatnbuneH P®-renepatop, cuctem CARTO™ 3 n kabnu
Biosense Webster. KoHcynTupajte ce co BalwmoT npeTcTaBHuK 3a Biosense Webster 3a noseke
NHopmaumu.

5. OBoj kaben mopa fa 6uae Hajmanky 1 metap (39,4 uHuv) noganeky of nokauuckaTta nognora Ha
cuctemor CARTO™ 3 3a BpeMe Ha nocTankara.

6. OBoj kaben mopa fa 6uae nospaax co NEIM Ha cuctemotr CARTO™ 3 Bo nepuof of 5 MUHYTH
3a 3arpeBatbe npep ynotpeba 3a fa ce ocurypaaTt TOYHM OTUMTYBaka Ha TemnepaTtyparta. o
Nepuo/oT Ha 3arpeBak-e, OTYMTYBaH-aTa Ha TemnepaTypaTta ce ctabunuampaart. Ako kabenot ce
ynoTpebun npea kpajoT Ha NepuoAoT Ha 3arpeBak-e, MoXe Aa Aojae A0 oTcTanyBaHe BO
Temnepartypara.

WHCTANUPAKE U PABOTA CO KABENOT

MpukayyBake Ha ApXa4oT Ha kabenoT

1. CraBeTe ro AenoT 3a NpULBPCTyBake Ha ApXayoT Ha kabenoT (6poj Ha aen M652802) Ha
cTpaHaTa co ApLukarta Ha konuykata Ha cuctemor CARTO™ unu npeky MHaTa Ha KpeBeToT.
MoToa npuuBpcTeTe ja paykaTa Ha ApxayoT Ha kabenor.

2. BwmeTHeTe ro kabenoT Bo ApxadvoT Ha kabernoT, Taka WTo kabenoT ke 6uae cBpTeH Hagony.

MoBp3yBatbe Ha kabenoT

1. TpuvKny4eTe ro LPBEHWOT NPUKITYHOK Ha kabenoT Ha npuknyyHuuata MAP Ha UEN Ha cuctemot
CARTO™ 3.

2. TpukryyeTe ro XOnTOT NPUKYYoK Ha kabenoT Ha npuknyyHuuata QUAD B unm DECA wa VET.
Babenewka 1: [Bata npuknyyoum mopa aa ce nosp3at co VET.

Babenetuka 2: MpuknydyBake Ha npukny4okoT Ha QUAD A moxe Ja pesynTupa co HecakaHa
EKTI 6yyaBa.

3. [Jokonky ce kopuctn mukpokatetep QDOT™, noBp3aeTe ro kaTeTepoT Ha eHUOT Kpaj Ha
kabenot TX eco EXT. Mpukny4yeTe ro Apyr1oT kpaj Ha kabenot TX eco EXT Ha ronemaTta
NpYKNyYHUL@ Ha kpajoT of kabenoT TX eco.

4. Ako KopucTUTe Apyr TepaneBTcku kaTteTep Biosense Webster, noBp3eTe ro kateTepoT Ha egHUOT
Kpaj ofi MPOAOIKUTENHUOT kaben. MpuknyyeTe ro ApyrvoT Kpaj Ha NPOJOIMKUTENHUOT kaben Ha
Manata kpyxHa npukIyyHuLa Ha kpajoT of kabenot TX eco.

WUcknydyBakse Ha kabenot

1. WcknyyeTe ro upBeHuoT npuknyyok oa MEM Ha cuctemotr CARTO™ 3 npeky nosnekyBawe Ha
MPUKITYHOKOT CO NMOMOLL Ha NN3raykoTo CTPaHW4YHO Kon4ye 3a ocnoﬁonyaarbe.

2. MoToa ucknyyeTe ro oNTUoT Npuknyyok oa MEM npeky nosnekyBake Ha NPUKITY4YOKOT CO
MOMOLL Ha NNU3rayvykoTo CTPaHUYHO Kon4ye 3a ocnoﬁouyaau:e.
Babenewka: [leata npukny4ouy Mopa aa ce uckny4yat o VIEM. He ocTaeajTe eaeH kaben
NPUKIyYeH, a ApPYruoT UCKIyYeH.

3. Mo uckny4vysarbe Ha kabenoT, novekajte 10 cekyHau npea NOBTOPHO Aa ro MpuknyyuTe kabenot
Ha MET.

CratycHu LED-cBeTna

CratycoT Ha kabenoT ce npukaxysa npeky LED-ceetna. OTkako kabenoT npaBunHo ke ce noBpae co
MEN Ha cuctemotr CARTO™ 3 1 co TepaneBTckuOT kaTeTep Biosense Webster, kabenoT usspLuysa
BrpapeH Tecr (BT).

LED-cBeTno Cratyc Ha kabenot KomeHTapu

3eneHo: 6aBHO Tpenka BT e Bo Tek -
3eneHo: nocTojaHo cBeTn MoproTteeH 3a ynotpeba -

LipBeHo: 6p3o Tpenka Ipewka, BT HeycneleH TemnepaTypuTe He ce ucnpateHn

no cuctemotr CARTO™ 3 unu PO -
reHepaTopoT.

Bunete Bo nenot Pewasare
npobriemu Ha 0BOj IOKYMEHT.

FPUXA 3A KABENOT

Yucrewe

3a kabenoT He e NoTpebHa Ae3nHdbekumja unu cTepunusaumja. He ctepunuanpajte ro kabenot co
napea, BO aBTOKMaB UMK Ha Koj 6UNo Apyr HaumH.

[okonky Ha kabenoT ce nojasu Npas UNM HEYNCTOTHUjA, UCUNCTETE FO KABENOT Ha CMIEAHMOB HauMH:
1. WUcknyuete ro kabenor.

2. WcuncTeTe ja HaaBOpeLIHOCTA Ha kaGenoT GpuLLejkv Co HaBnaxHeTa Kpna co canyH 3a pate
KOjLIJTO He COAp>XWN ankoxon v Boaa.

3. OcurypuTe ce feka pacTBOPOT CO caryH HeMa Aa HaBie3e BO MPUKITyHOLMTE Ha KabemnoT unm

NPUKIyYHALUTE.

4. OcurypuTe ce aeka kabenot e cyB npep Aa ro nopaete co cuctemor CARTO™ 3 unu co
KaTeTep.

OppxyBame

KopucHWKOT He Moxe fa rv cepBucupa AenosuTe Ha kabenoT. Ako kabenoT He yHKUMOHMpa
npaBuWIIHO, KOHTaKTUPajTe CO OAAENOT 3a NoaApLUKa Ha KOPUCHULM UMW BalLMOT NPETCTaBHUK Ha
Biosense Webster 3a 3ameHa. OuekyBaHWOT pok Ha ynotpeba Ha kabenoT e Tpu roAnHN.

OTtcTpaHyBake BO oTnaa

Peuvknupajte ru coctaBHuTe AenoBu Unu gpneTe rv Npou3BoAoT U OCTaHaTUTE eneMeHTn unu
oTnagoum cnopen nokarnHuTe 3aKoHW U perynaTuseu.

TEXHUYKU NOOATOLIN
Cneundmkaumm

HanojyBate co HauameHu4Ha Kabenot ce Hanojysa co cTpyja oa VIEM Ha

cTpyja (DC) cuctemotr CARTO™ 3.

TexuHa 1kg (2,2 1b)

OumeH3nun 10 in gonr x 1,9 in wmpok x 3 in BUCOK
(254 mm x 48 mm x 76 mm)

To4HOCT Ha TeMnepaTtypaTa <2°C

Cneuundmkaumm 3a pabota, cknagupare U TpaHcnopT

MuHumym Makcumym
Cneundmkaumm 3a paborta
TemnepaTypa Ha okonuHaTa 10°C 30°C
PenatvBHa BnaxHocT* 25 % 75 %
Cneumndukauum 3a cknagupare U TpaHcnopT
TemnepaTypa Ha okonunHaTa -30°C 65 °C
PenatvBHa BnaxHocT* 10 % 95 %

* Bo cornacHocTt co MIL-STD-1695, penatuHaTa BnaxHocT Tpeba Aa 6une Bo

onceroT o7 30 % fo 70 % Bo obnactuTe Kage LITO Ce paKyBa CO eNIeKTPOHCKUTE

[enoBu 1 XubpuaHuTe MUKpokona unu ce obpaboTysaat. Crnopes MIL-STD-1695,

noTpe6HO € NCTO HMBO Ha KOHTPONa Ha penaTBHaTa BMaxHOCT 3a obnactute Ha

pakyBak-€e U CKnafupaxe, OCBEeH Kora NpoM3BOAMTE Ce MOKPUEHW UMK 3alTUTEHW.
WUHdopmauum 3a enektpomardHeTHa komnatméunHoct (EMC)

KabenoT TX eco e HameHeT 3a ynotpe6a BO enekTpomMarHeTHa OKONMHa Kako LUTO € HaBeeHO BO
ynamcmeomo 3a ynompeba 3a cuctemotr CARTO™ 3.

PELLABAHKE NMPOBJIEMU

Axko LED-cBeTnoTo Ha kabenoT TX eco e LpBeHo U Tpenka 6p3o, BT e HeycnelueH v npean3sukaHa
e rpelwuka (Buaete aen CmamycHu LED-ceemna Bo 0B0j AOKyMeHT). CriefeTe r YekopuTe noaony
3a Aa ro pelumnTte npobrnemor.

OrtkayeTe ro kaTeTpoT of kabenoT.

Ortkayerte ro kabenot og MEN Ha cuctemor CARTO™ 3.
MoBTOpHO NpuknyyeTe ro kabenot Ha UEM.

MoBTOpHO NoBp3eTe ro kaTeTepoT co kabenoT.

o s N>

Axo ce kopuctn mogyn QDOT MICRO™, crieaeTe rv HacokuTe Bo Yrnamcmeomo 3a ynompeba
u 3abenewkume 3a ocriobodysarse 3a mogynotr QDOT MICRO™.

6. Ako NpoGneMoT He Ce OTCTPaHU, KOHTaKTMpajTe CO OAAENOT 3a NoAApLUKa Ha KOPUCHULW MU
BalLMOT NpeTcTaBHUK Ha Biosense Webster.

Bo Hekou cutyaumm, kage LTO Ha CUCTEMOT ce NpUMeHyBa npasHere Ha Bo3ayx o 15 kV unun
KOHTaKTHO npasHetse of 8 kV, cuctemor CARTO™ 3 nctoBpemeHo npuvikaxxysa 3 nopakw 3a rpeLuka:
He moxe fga ce nobujat Toukute 3a mana (Mpeluka 401), PecbepeHnoT npukas 3a TenoTto Ha
naumeHToT ce nomecTu (Mpetuka 256) 1 ckokayka nopaka koja ja uHamumpa npoMeHaTa Ha
pedhepeHnoT npukas 3a TeNnoTo Ha NauneHToT. [JoKosKy OBa ce crny4yun, npectapTyBajTe ja EUMM.
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OOPEKYBAHE Of1 OArOBOPHOCT BO OHOC HA TAPAHLUJATA U
OrPAHUYYBAHKE HA OAFOBOPHOCTA

HE MOCTOWU JACHA UINW NPETMNOCTABEHA FAPAHLIWJA, BKIYYYBAJKU JA, BE3
OrPAHUYYBAHE, CEKOJA MPETNOCTABEHA FAPAHLINJA 3A MA3APHA
KOHKYPEHTHOCT UM COOABETHOCT 3A KOHKPETHA HAMEHA HA NMPOU3BOAOT(E)
OMULLAH(W) OBOE. NOA HUKAKBU OKOJTHOCTU BIOSENSE WEBSTER, INC. UK
HEJ3UHUTE ®UNTUJANK, HEMA JJA CHOCAT OJrOBOPHOCT 3A KAKBU BEMNO NOCEBHU,
OWPEKTHMW, CITYYAJHU, NOCNEOUYHU UNU OPYTU LUTETU OCBEH AKO HE E U3PEYHO
NPEABUOEHO CO COOABETHUOT 3AKOH.

BE3 OrPAHUYYBAHE HA TOPEHABEOEHOTO, BIOSENSE WEBSTER, INC. UK
HEJ3UHUTE ®UITMJANU, HEMA JA CHOCU OArOBOPHOCT 3A KAKBU BUI10 MOCEBHMN,
OUPEKTHW, CITYYAJHW, NOCNEOUYHU UNU OPYTU LUTETKU, KOU MPOUBNENYBAAT O
NOBTOPHATA YNOTPEBA HA KOJ(M) BUINO NMPOU3BO[ (M) KOJ(U) E (CE) O3HAYEH(M) 3A
EOQHOKPATHA YNOTPEBA UM KALE LLUTO NOBTOPHATA YNOTPEEA E 3ABPAHETA CO
BAXEYKU 3AKOH.

OnwucuTe 1 cneundmrKaumMTe Kou ce nojaBsyBaaT BO NevaTeHuTe MaTepujany Ha

Biosense Webster, Inc., Bkny4yBajkv ja u oBaa nybnukauuja, ce camo MHPOpMaTUBHU U HAMEHETU
camo OnLUITO a Ce onuLLe NPOU3BOAOT(MTE) BO BpEMETO Ha NPOWN3BOACTBO U He Ce HanpaBeHW Unm
[lafieHn KaKko rapaHumja 3a NPONULIAHNOT NPOU3BOA(M) Ha KOj BUNO HaumH.

ENEKTPOHCKO YMATCTBO 3A YNOTPEBA

OBOj AOKYMEHT € JocTaneH Ha www.e-ifu.com.
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Nederlands

TX eco-kabel

Waarschuwing: krachtens de federale wetgeving (in de VS) mag dit hulpmiddel uitsluitend
door of op voorschrift van een arts worden verkocht.

* Niet gebruiken als de verpakking is geopend of beschadigd.

BESCHRIJVING VAN HET INSTRUMENT

De TX eco-kabel wordt gebruikt met een verlengkabel om een Biosense Webster therapeutische
katheter aan te sluiten op de patiéntinterface-unit (PIU) van het CARTO™ 3-systeem (versie 6 en
hoger). De verlengkabels worden hieronder vermeld:

e Voor de QDOT ™-microkatheter: TX eco EXT-kabel D135703

e Voor andere Biosense Webster therapeutische katheters: D128603 (bestelnummer CR3434CT)
of D128604 (bestelnummer CR3425CT)

Met de TX eco-kabel kunnen gegevens van een Biosense Webster therapeutische katheter naar het
CARTO™ 3-systeem en de RF-generator worden verzonden. Onderstaande gegevens worden
verzonden.

e Krachtsignalen
e Locatiesignalen

e |C-signalen van de 3 micro-elektroden in de tip van de katheter (alleen bij katheters met
micro-elektroden)

e Temperatuurmetingen van de 6 thermokoppels in de tip van de katheter

INDICATIES VOOR GEBRUIK

De TX eco-kabel wordt gebruikt om een Biosense Webster therapeutische katheter aan te sluiten op
de patiéntinterface-unit (PIU) van het CARTO™ 3-systeem (versie 6 en hoger).

WAARSCHUWINGEN

1. Lees de gebruiksaanwijzing van de Biosense Webster therapeutische katheter voordat u deze
kabel gebruikt. Als u deze kabel gebruikt in combinatie met de QDOT MICRO™-module, moet u
de gebruiksaanwijzing van het CARTO™ 3-systeem en de gebruiksaanwijzing en de release
notes van de QDOT MICRO™-module lezen voordat u deze kabel met de QDOT MICRO™-
module gebruikt.

2. Alleen personeel dat de inhoud van dit document heeft gelezen en begrepen, mag deze kabel
aansluiten en gebruiken.

3. Deze kabel is alleen goedgekeurd voor gebruik met een Biosense Webster therapeutische
katheter. Sluit deze kabel niet aan op andere katheters.

4. Deze kabel is uitsluitend bestemd voor gebruik in combinatie met een Biosense Webster
therapeutische katheter, een compatibele RF-generator, een CARTO™ 3-systeem en kabels van
Biosense Webster. Neem contact op met de vertegenwoordiger van Biosense Webster voor
nadere informatie.

5. Houd deze kabel tijdens de procedure op minimaal 1 meter (39,4 inch) afstand van het
locatiepaneel van het CARTO™ 3-systeem.

6. Sluit deze kabel aan op de PIU van het CARTO™ 3-systeem en laat het systeem voorafgaand
aan het gebruik 5 minuten opwarmen, zodat u nauwkeurige temperatuurmetingen verkrijgt. Na
de opwarmperiode worden de temperatuurwaarden stabiel. De temperatuurwaarden kunnen
schommelen als u de kabel gebruikt voordat de opwarmperiode voorbij is.

DE KABEL AANSLUITEN EN GEBRUIKEN

De kabelhouder bevestigen

1. Plaats de klem van de kabelhouder (onderdeelnummer M652802) aan de zijkant van de
handgreep van de wagen van het CARTO ™-systeem of aan het bedhek. Draai vervolgens de
knop van de kabelhouder vast.

2. Plaats de kabel in de kabelhouder met de kabel naar beneden gericht.

De kabel aansluiten

1. Sluit de rode kabelaansluiting aan op het MAP-aansluitpunt van de PIU van het CARTO™ 3-
systeem.

2. Sluit de gele kabelaansluiting aan op het QUAD B- of DECA-aansluitpunt van de PIU.
Opmerking 1: beide kabelaansluitingen moeten op de PIU worden aangesloten.

Opmerking 2: er kan ongewenste ecg-ruis optreden wanneer u de kabelaansluiting op QUAD A
aansluit.

3. Als ueen QDOT™-microkatheter gebruikt, sluit u de katheter aan op een van de uiteinden van
de TX eco EXT-kabel. Sluit het andere uiteinde van de TX eco EXT-kabel aan op de grote
contrastekker van de TX eco-kabel.

4. Als u een andere Biosense Webster therapeutische katheter gebruikt, sluit u de katheter aan op
een uiteinde van de verlengkabel. Sluit het andere uiteinde van de verlengkabel aan op het
kleine ronde contrastekkertje van de TX eco-kabel.

De kabel loskoppelen

1. Koppel de rode aansluiting los van de PIU van het CARTO™ 3-systeem door aan het
ontkoppelingsgedeelte van de aansluiting te trekken.

2. Koppel vervolgens de gele aansluiting los van de PIU door aan het ontkoppelingsgedeelte van
de aansluiting te trekken.
Opmerking: beide kabelaansluitingen moeten worden losgekoppeld van de PIU. Laat niet de ene
kabel aangesloten en de andere losgekoppeld.

3. Wacht na het loskoppelen van de kabel 10 seconden voordat u de kabel weer aansluit op
de PIU.

Ledstatuslampje

De status van de kabel wordt aangegeven door een ledlampje. De kabel voert een ingebouwde test
(Built-In Test, BIT) uit, nadat de kabel goed is aangesloten op de PIU van het CARTO™ 3-systeem
en de Biosense Webster therapeutische katheter.

Ledlampje Kabelstatus Opmerkingen
Groen: knippert langzaam Bezig met testen -
Groen: brandt continu Klaar voor gebruik -

Rood: knippert snel Fout, test mislukt De temperatuurwaarden worden niet
verzonden naar het CARTO™ 3-
systeem of de RF -generator.

Lees het hoofdstuk Probleemoplossing
in dit document.

DE KABEL ONDERHOUDEN

Reinigen

De kabel hoeft niet gedesinfecteerd of gesteriliseerd te worden. Steriliseer de kabel niet met behulp
van stoomsterilisatie, een autoclaaf of een andere methode.

Reinig de kabel als volgt als u stof of vuil op de kabel ziet:

1. Koppel de kabel los.

2. Veeg de buitenkant van de kabel schoon met een doekje en wat alcoholvrij zeepsop.

3. Zorg ervoor dat er geen zeepsop in de kabelaansluitingen of aansluitpunten terechtkomt.

4. Zorg ervoor dat de kabel droog is voordat u hem op het CARTO™ 3-systeem of een katheter
aansluit.

Onderhoud

De kabel bevat geen onderdelen die door de gebruiker gerepareerd kunnen worden. Als de kabel
niet meer werkt, kunt u contact opnemen met de klantenservice of uw Biosense Webster-
vertegenwoordiger voor een nieuwe kabel. De verwachte gebruiksduur van de kabel is drie jaar.

Afvoer

Recycle de onderdelen of voer het product en de restanten of het afval ervan af overeenkomstig de
lokale wet- en regelgeving.

TECHNISCHE GEGEVENS

Specificaties

Stroomvoorziening De kabel wordt door de PIU van het CARTO™ 3-
systeem van stroom voorzien.

Gewicht 1kg (2,2 1b)

Afmetingen 254 lang x 48 breed x 76 mm hoog

Nauwkeurigheid van de <2°C

temperatuurwaarde

Specificaties voor bediening, opslag en transport

Minimum Maximum

Bedieningsspecificaties

Omgevingstemperatuur 10 °C 30°C

Relatieve vochtigheid* 25% 75%
Specificaties voor opslag en transport

Omgevingstemperatuur -30 °C 65 °C

Relatieve vochtigheid* 10% 95%

* Conform MIL-STD-1695 moet de relatieve luchtvochtigheid binnen
het bereik van 30-70% vallen op plaatsen waar elektronische
onderdelen en hybride microcircuits worden gebruikt of verwerkt.
Volgens MIL-STD-1695 geldt hetzelfde bereik voor de relatieve
luchtvochtigheid voor plaatsen waar onderdelen worden gebruikt en
opgeslagen, tenzij ze bedekt of beschermd zijn.

EMC-informatie

De TX eco-kabel is bestemd voor gebruik in een elektromagnetische omgeving zoals aangegeven in
de gebruiksaanwijzing van het CARTO™ 3-systeem.

PROBLEEMOPLOSSING

Als het ledlampje van de TX eco-kabel rood is en snel knippert, is de ingebouwde test mislukt en is
er een fout opgetreden (zie paragraaf Ledstatuslampje in dit document). Volg de onderstaande
stappen om het probleem op te lossen.

Koppel de katheter los van de kabel.

Koppel de kabel los van de PIU van het CARTO™ 3-systeem.
Sluit de kabel weer aan op de PIU.

Sluit de katheter weer aan op de kabel.

Als u een QDOT MICRO™-module gebruikt, moet u de aanwijzingen in de gebruiksaanwijzing
en release notes van de QDOT MICRO™-module volgen.

6. Neem contact op met de klantenservice of uw vertegenwoordiger van Biosense Webster als het
probleem aanhoudt.

In sommige gevallen, als er 15 kV ontlading via de lucht of 8 kV ontlading via contact op het systeem
wordt aangelegd, kunnen er op het CARTO™ 3-systeem drie foutmeldingen tegelijk worden
weergegeven: ‘Map points cannot be acquired’ (kaartpunten niet gevonden; fout 401), ‘Patient Body
Reference has moved’ (patiéntlichaam-referentie is verplaatst; fout 256) en een pop-up om aan te
geven dat de referentie voor het lichaam van de patiént is veranderd. In dat geval moet de PIU
opnieuw worden gestart.

o s N~
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Nederlands

AFSTANDSVERKLARING VAN GARANTIE EN BEPERKING VAN
AANSPRAKELIJKHEID

OP HET HIERIN BESCHREVEN PRODUCT BESTAAT GEEN EXPLICIETE OF IMPLICIETE
GARANTIE, HIERONDER ZONDER BEPERKING BEGREPEN ENIGE IMPLICIETE GARANTIE
VAN VERHANDELBAARHEID OF GESCHIKTHEID VOOR EEN BEPAALD DOEL. ONDER GEEN
BEDING ZAL BIOSENSE WEBSTER, INC., OF DAARBIJ AANGESLOTEN BEDRIJVEN,
AANSPRAKELIJK ZIJN VOOR ENIGERLEI SPECIALE, DIRECTE, INCIDENTELE, GEVOLG- OF
ANDERE SCHADE, TENZIJ ZULKS UITDRUKKELIJK BlJ DE TOEPASSELIJKE WET IS
VOORGESCHREVEN.

ONVERMINDERD HET VOORGAANDE ZAL BIOSENSE WEBSTER, INC. OF HAAR
GEAFFILIEERDE BEDRIJVEN NIET AANSPRAKELIJK ZIJN VOOR ENIGE SPECIALE,
DIRECTE, BIJKOMENDE OF GEVOLGSCHADE OF ANDERE SCHADE, VOORTVLOEIEND UIT
HET HERGEBRUIK VAN ENIG(E) PRODUCT(EN) VOOR ENKELVOUDIG GEBRUIK OF WAAR
HERGEBRUIK VERBODEN IS DOOR DE TOEPASSELIJKE WET.

Beschrijvingen en specificaties in drukwerk van Biosense Webster, Inc., met inbegrip van deze
publicatie, zijn enkel bedoeld als een algemene beschrijving van het product ten tijde van de
vervaardiging ervan en vormen geen garantie voor het beschreven product.

ELEKTRONISCHE GEBRUIKSAANWIJZING
Dit document is beschikbaar op www.e-ifu.com.
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Norsk

TX eco-kabel

Obs: Ifelge amerikansk federal lovgivning kan denne enheten kun selges eller bestilles av
lisensiert helsepersonell.

e Ma ikke brukes hvis pakningen er apnet eller skadet.

BESKRIVELSE AV ENHETEN

TX eco-kabelen brukes med en forlengelseskabel for & koble et Biosense Webster terapeutisk
kateter til pasient-grensesnittenheten (PIU) pA CARTO™ 3-systemet (versjon 6 og senere).
Forlengelseskablene er oppfert nedenfor:

e For QDOT™-mikrokateteret: TX eco EXT-kabel D135703

e For andre Biosense Webster terapeutiske katetre: D128603 (katalognr. CR3434CT) eller
D128604 (katalognr. CR3425CT)

TX eco kabelen kommuniserer data fra et Biosense Webster terapeutisk kateter til CARTO™ 3-
systemet og RF-generatoren. Den kommuniserte informasjonen er opplistet nedenfor.

e Styrkesignaler

e Lokaliseringssignaler

e |C-signalene fra de 3 mikroelektrodene i tuppen pa kateteret (kun for katetre med
mikroelektroder)

e Temperaturmalingene fra de 6 termoelementene i tuppen pa kateteret

INDIKASJONER FOR BRUK

TX eco -kabelen skal brukes til & koble et Biosense Webster terapeutisk kateter til
pasientgrensesnittenheten (PIU) i CARTO™ 3-systemet (versjon 6 og senere).

ADVARSLER

1. Fer du bruker denne kabelen, ma du lese bruksanvisningen for det terapeutiske kateteret fra
Biosense Webster. Hvis kabelen brukes med QDOT MICRO™-modulen, les bruksanvisningen
for CARTO™ 3-systemet og bruksanvisningen og utgivelsesmerknadene for QDOT MICRO™-
modulen for du bruker denne kabelen sammen med QDOT MICRO™-modulen.

2. Kun personale som har lest og forstatt innholdet i dette dokumentet, kan konfigurere og bruke
denne kabelen.

3. Denne kabelen er kun godkjent for bruk med et Biosense Webster terapeutisk kateter. Ikke koble
denne kabelen til et annet kateter.

4. Denne kabelen skal kun brukes med et Biosense Webster terapeutisk kateter, en kompatibel RF-
generator, et CARTO™ 3-system og Biosense Webster kabler. Ta kontakt med din
Biosense Webster-representant for ytterligere informasjon.

5. Denne kabelen ma veere minst 1 meter (39,4") vekk fra lokaliseringsputen for CARTO™ 3-
systemet under prosedyren.

6. Denne kabelen ma veere koblet til PIU-en pa CARTO™ 3-systemet i en 5 minutters

oppvarmingsperiode for & sgrge for at temperaturaviesningene er ngyaktige. Etter
oppvarmingsperioden stabiliserer temperaturavlesningene seg. Dersom kabelen blir brukt for
oppvarmingsperioden er fullfgrt, kan det forekomme temperaturavvik.

INSTALLASJON OG BRUK AV KABELEN

Festing av kabelholderen

1. Plasser klemmedelen pa kabelholderen (delenummer M652802) pa siden av CARTO™-
systemets vognhandtak eller over sengerekkverket. Stram deretter knappen pa kabelholderen.

2. Forinn kabelen i kabelholderen med kabelen pekende ned.

Tilkobling av kabelholderen

1. Koble kabelens rgde kobling til MAP-uttaket pa pasientgrensesnittenheten pa CARTO™ 3-
systemet.

Koble kabelens gule kobling til QUAD B- eller DECA-uttaket pa pasientgrensesnittenheten.
Merk 1: Begge koblinger ma veere koblet til pasientgrensesnittenheten.
Merk 2: Kobling av koblinger til QUAD A kan fgre til usnsket EKG-stay.

Hvis det brukes et QDOT ™-mikrokateter, koble kateteret til den ene enden av TX eco EXT-
kabelen. Koble den andre enden av TX eco EXT-kabelen til den store kontakten pa enden av
TX eco -kabelen.

Hvis du bruker et annet Biosense Webster terapeutisk kateter, kobler du kateteret til den ene
enden av forlengelseskabelen. Koble den andre enden av forlengelseskabelen til den smale,
runde kontakten pa enden av TX eco-kabelen.

Frakobling av kabelen

1. Koble den rgde koblingen fra pasientgrensesnittenheten pa CARTO™ 3-systemet ved & trekke
koblingen fra skyvegrepet.

Koble deretter den gule koblingen fra pasientgrensesnittenheten ved a trekke koblingen fra
skyvegrepet.

Merk: Begge koblinger ma veere koblet fra pasientgrensesnittenheten. La aldri én kabel veere
tilkoblet og en annen kabel veere frakoblet.

3. Etter at kabelen er koblet fra, vent i 10 sekunder fer du kobler kabelen til PIU-en pa nytt.

LED-status

Kabelens status er indikert av et LED-symbol. Etter at kabelen er riktig koblet til pasient-
grensesnittenheten pa CARTO™ 3-systemet, og til et Biosense Webster terapeutisk kateter,
gjennomfarer kabelen en innebygget test (BIT).

LED Kabelstatus Kommentarer

Grenn: sakte blinking BIT kjorer -

Gronn: lyser kontinuerlig Klar til bruk -

Rad: hurtig blinking Feil, BIT feilet ~ Temperaturene blir ikke sendt til

CARTO™ 3-systemet eller RF-
generatoren.

Se avsnittet Feilsgking i dette
dokumentet.

VEDLIKEHOLD AV KABELEN

Rengjering

Kabelen krever ikke desinfeksjon eller sterilisering. Kabelen skal ikke dampes, autoklaveres eller pa
andre mater steriliseres.

Dersom stov eller rusk samler seg pa kabelen, rengjer kabelen slik:

1. Koble kabelen fra.

2. Rengjer kabelen ved a terke av den med en klut fuktet med alkoholfri handsape og vann.
3. Forsikre deg om at sapelasningen ikke kommer inn i koblingene eller uttakene.

4. Forsikre deg om at kabelen er torr for den kobles til CARTO™ 3-systemet eller et kateter.
Vedlikehold

Det finnes ingen deler i kabelen som brukeren kan utfere service pa. Dersom kabelen slutter a virke,
kontakt kundeservice eller din Biosense Webster representant for utskiftning. Forventet levetid for
kabelen er tre ar.

Kassering

Resirkuler komponentene, eller kast produktet og restelementene eller avfallet i henhold til lokale
lover og forskrifter.

TEKNISKE DATA
Spesifikasjoner

Likestrem innkobling Kabelen forsynes med strgm fra PUl-en pa CARTO™ 3-

systemet.

Vekt 1 kg (2,2 pund)

Mal 10 tommer lengde x 1,9 tommer bredde x 3 tommer hgyde
(254 mm x 48 mm x 76 mm)

Temperaturngyaktighet <2°C

Bruks-, lagrings- og forsendelsesspesifikasjoner

Minimum Maksimum
Bruksspesifikasjoner
Omgivelsestemperatur 10 °C 30°C
Relativ fuktighet* 25% 75 %
Lagrings- og forsendelsesspesifikasjoner
Omgivelsestemperatur -30°C 65 °C
Relativ fuktighet* 10 % 95 %

*1 henhold til MIL-STD-1695, skal de relative fuktighetsnivaene veere
innenfor rekkevidden av 30 % til 70 % i omrader hvor elektroniske deler og
hybride mikrokretser handteres eller brukes. MIL-STD-1695 krever samme
niva av relative fuktighetskontroller for handtering og lagringsomréader,
bortsett fra nar gjenstandene er tildekket og beskyttet.

EMC-informasjon

TX eco-kabelen er tiltenkt brukt i et elektromagnetisk miljg slik det er spesifisert i bruksanvisningen
for CARTO™ 3-systemet.

FEILS@KING

Dersom LED-lyset pa TX eco-kabelen er radt og blinker hurtig, har BIT-testen feilet og har forarsaket
en feil (se avsnittet LED-status i dette dokumentet). Fglg trinnene under for & korrigere problemet.

Koble kateteret fra kabelen.

Koble kabelen fra pasient-grensesnittenheten pa CARTO™ 3-systemet.
Koble kabelen til pasient-grensesnittenheten igjen.

Koble kateteret til kabelen igjen.

o h N

Dersom en QDOT MICRO™-modul blir brukt, falg anvisningene i bruksanvisningen og
distribusjonsnotatene for QDOT MICRO ™-modulen.

6. Dersom problemet vedvarer, kontakt kundeservice eller din Biosense Webster-representant.

| enkelte situasjoner, der 15 kV luftutblasning eller 8 kV kontaktutblasning paferes systemet, viser
CARTO™ 3-systemet tre feilmeldinger samtidig: Kartpunkter kan ikke innhentes (feil 401),
pasientkroppreferanse er flyttet (feil 256) og en popup-melding som indikerer pasientkroppreferanse-
endringen. Hvis dette skjer, start pasientgrensesnittenheten pa nytt.

ANSVARSFRASKRIVELSE OG GARANTIBEGRENSNING

DET FINNES INGEN SZARSKILT ELLER INDIREKTE GARANTI, INNBEFATTET, UTEN
BEGRENSNING, IMPLISITTE GARANTIER FOR SALGBARHET ELLER EGNETHET FOR ET
BESTEMT FORMAL FOR PRODUKTET/ENE SOM ER BESKREVET HER. IKKE UNDER NOEN
OMSTENDIGHET VIL BIOSENSE WEBSTER, INC., ELLER DETS TILKNYTTEDE SELSKAPER
VARE ANSVARLIGE FOR NOEN SOM HELST SPESIELL, DIREKTE, TILFELDIG,
PAF@LGENDE ELLER ANNEN SKADE, ANNET ENN DET SOM MATTE VARE UTTRYKKELIG
FASTSATT | GJELDENDE LOVGIVNING.

UTEN BEGRENSNING AV DET FOREGAENDE. BIOSENSE WEBSTER, INC. ELLER DETS
TILKNYTTEDE SELSKAPER SKAL IKKE HA ERSTATNINGSANSVAR FOR NOEN SOM HELST
SPESIELL, DIREKTE, TILFELDIG, PAFGLGENDE ELLER ANNEN SKADE SOM KAN FORES
TILBAKE TIL GJENBRUK AV NOE(N) PRODUKT(ER) SOM ER MERKET FOR ENGANGSBRUK
ELLER HVOR GJENBRUK ER FORBUDT | HENHOLD TIL GJELDENDE LOV.

Beskrivelser og spesifikasjoner som forekommer i trykksaker fra Biosense Webster, Inc., inkludert
denne publikasjonen, er kun for informasjon og er bare ment & beskrive produktet pa
produksjonstidspunktet og er ikke pa noen mate en garanti av det beskrevede produktet.

ELEKTRONISK BRUKSANVISNING

Dette dokumentet er tilgjengelig pa www.e-ifu.com.
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Polski

Przewéd TX eco

Przestroga: Prawo federalne (USA) zezwala na sprzedaz tego urzadzenia wytacznie
uprawnionym lekarzom lub na ich zlecenie.

Nie uzywac, jesli opakowanie jest otwarte lub uszkodzone.

OPIS URZADZENIA

Przewod TX eco z przedtuzaczem przewodu jest stosowany do podtgczenia cewnika
terapeutycznego firmy Biosense Webster do jednostki interfejsu pacjenta (PIU) w systemie
CARTO™ 3 (wersja 6 i nowsze). Ponizej wymieniono kable przedtuzacza:

W przypadku mikrocewnika QDOT™: przewdd TX eco EXT D135703

W przypadku innych cewnikow terapeutycznych firmy Biosense Webster: D128603
(nr katalogowy CR3434CT) lub D128604 (nr katalogowy CR3425CT)

Przewod TX eco przesyta dane z cewnika terapeutycznego firmy Biosense Webster do systemu
CARTO™ 3 i generatora RF. Typy przekazywanych informacji wymieniono ponize;j:

Sygnaty sity
Sygnaty lokalizacji

Sygnaty IC z 3 mikroelektrod znajdujgcych si w koncowce cewnika (wytgcznie w przypadku
cewnikéw z mikroelektrodami)

Pomiary temperatury z 6 termopar znajdujgcych si w koricéwce cewnika

WSKAZANIA DO STOSOWANIA

Przewod TX eco jest stosowany do podigczenia cewnika terapeutycznego firmy Biosense Webster
do jednostki interfejsu pacjenta (PIU) w systemie CARTO™ 3 (wersja 6 i nowsze).

OSTRZEZENIA

1.

Przed uzyciem przewodu nalezy przeczyta¢ instrukcj obstugi cewnika terapeutycznego firmy
Biosense Webster. Jesli przewdd jest stosowany z modutem QDOT MICRO™, nalezy zapozna¢
si  z instrukcjg obstugi systemu CARTO™ 3 oraz instrukcjg obstugi i informacjami dotyczgacymi
wersji modutu QDOT MICRO™ przed rozpocz ciem korzystania z przewodu z modutem

QDOT MICRO™.

Przewo6d moze by¢ konfigurowany i uzytkowany wytgcznie przez osoby, ktére przeczytaty
niniejszy dokument i rozumiejg jego tres¢.

Przewod zostat zatwierdzony do uzytku wytgcznie z cewnikiem terapeutycznym firmy
Biosense Webster. Nie wolno podigcza¢ go do zadnych innych cewnikow.

Przewod przeznaczony jest do uzycia z terapeutycznym cewnikiem firmy Biosense Webster,
kompatybilnym generatorem RF, systemem CARTO™ 3 oraz przewodami firmy

Biosense Webster. Szczegoétowe informacje mozna uzyskac u przedstawiciela firmy
Biosense Webster.

W trakcie zabiegu przewdd musi znajdowac si w odlegtosci co najmniej 1 metra (39,4 cala) od
podktadki lokalizacyjnej systemu CARTO™ 3.

W celu zapewnienia doktadnych odczytéw temperatury przewdd musi przed uzyciem zosta¢
podtgczony do PIU systemu CARTO™ 3 na 5-minutowy okres rozgrzewania. Po okresie
rozgrzewania odczyty temperatury stabilizujg si . Jesli przewdd b dzie uzywany przed
zakonczeniem okresu rozgrzewania, wskazania temperatury moga by¢ niepoprawne.

INSTALACJA | OBSLUGA PRZEWODU

Podtaczanie uchwytu przewodu

1.

2.

Zacisk uchwytu przewodu (nr kat. M652802) umiesci¢ z boku uchwytu wézka systemu CARTO™
lub na por czy t6zka. Dokr ci¢ pokr tto na uchwycie przewodu.

Wprowadzi¢ przewod do uchwytu przewodu, kierujgc przewdd do dotu.

Podtaczanie przewodu

1.
2.

Czerwone ztgcze przewodu podigczy¢ do gniazda MAP na PIU systemu CARTO™ 3.

Zétte ztacze przewodu podigczyé do gniazda QUAD B lub DECA na PIU.

Uwaga 1: oba ztgcza musza by¢ podigczone do PIU.

Uwaga 2: podtgczenie ztgcza do QUAD A moze doprowadzi¢ do wystgpienia niepozadanego
szumu EKG.

W przypadku korzystania z mikrocewnika QDOT™ nalezy podtaczy¢ cewnik do jednego konca
przewodu TX eco EXT. Drugi koniec przewodu TX eco EXT podtgczy¢ do duzego gniazda na
koncu przewodu TX eco.

W przypadku stosowania kolejnego cewnika terapeutycznego Biosense Webster nalezy
podtgczy¢ cewnik do jednego konca przediuzacza przewodu. Drugi koniec przedtuzacza
przewodu podtgczy¢ do matego, okragtego gniazda na koncu przewodu TX eco.

Odtaczanie przewodu

1.

Odtaczy¢ czerwone ztgcze od PIU systemu CARTO™ 3, wyciggajac je z przesuwanego uchwytu
zwalniajgcego.

Nast pnie odtgczy¢ zote ztgcze od PIU, wyciggajac je z przesuwanego uchwytu zwalniajgcego.
Uwaga: oba ztgcza musza by¢ oditgczone od PIU. Nie pozostawia¢ jednego przewodu
podigczonego, a drugiego odtgczonego.

Po odtgczeniu przewodu nalezy poczekaé¢ 10 sekund przed ponownym podtgczeniem przewodu
do PIU.

Kontrolka LED statusu

Status przewodu wskazuje kontrolka LED. Po poprawnym podtgczeniu przewodu do PIU systemu
CARTO™ 3 oraz cewnika terapeutycznego firmy Biosense Webster przewdd wykonuje autotest (BIT).

Kontrolka LED Status przewodu Komentarze

Zielony: wolno miga BIT w toku

Zielony: $wieci statym $wiattem Gotowy do uzycia

Btad, usterka BIT

Czerwony: szybko miga Warto$ci temperatury nie sg
przesytane do systemu CARTO™ 3
lub generatora RF.

Patrz sekcja Rozwigzywanie
probleméw w niniejszym dokumencie.

PIEL GNACJA PRZEWODU

Czyszczenie

Przewdd nie wymaga dezynfekcji ani sterylizacji. Przewodu nie wolno sterylizowa¢ parg wodna,
autoklawem ani poddawac sterylizacji w zaden inny sposéb.

W razie pojawienia si  kurzu lub zabrudzen na przewodzie nalezy wyczysci¢ go w nast pujgcy
sposob:

1. Odtaczy¢ przewdd.

2. Oczysci¢ przewdd z zewnatrz, przecierajac go Sciereczkg zwilzong mydtem do rgk
niezawierajgcym alkoholu i wodg.

3. Nie dopusci¢ do przedostania si roztworu mydta do ztgczy przewodu lub gniazd.

4. Przed podtgczeniem przewodu do systemu CARTO™ 3 lub cewnika nalezy si upewni¢, ze jest
on suchy.

Konserwacja

Przewod nie zawiera elementdw, ktore mogtyby by¢ serwisowane przez uzytkownika. W razie
wystgpienia usterki przewodu nalezy skontaktowac si  z dziatem obstugi klienta lub
przedstawicielem firmy Biosense Webster w celu wymiany. Przewidywany okres eksploatacji
przewodu wynosi trzy lata.

Utylizacja

Elementy wyrobu, jego pozostatosci lub odpady nalezy poddawac recyklingowi lub wyrzuca¢ zgodnie
z lokalnymi przepisami.

DANE TECHNICZNE

Specyfikacje
Wejscie DC Przewdd jest zasilany z PIU systemu CARTO™ 3.
Masa 1 kg (2,2 funta)
Wymiary 10 cali x 1,9 cala x 3 cale

(dt. 254 mm x szer. 48 mm x wys. 76 mm)

Doktadnos¢ temperatury < 2°C
Warunki pracy, przechowywania i transportu

Wartos¢ minimalna  Wartos¢ maksymalna

Warunki pracy

Temperatura otoczenia 10°C 30°C

Wilgotnos$¢ wzgl dna* 25% 75%
Warunki przechowywania i transportu

Temperatura otoczenia -30°C 65°C

Wilgotnos$¢ wzgl dna* 10% 95%

* Zgodnie z MIL-STD-1695 poziomy wilgotnosci wzgl dnej powinny miesci¢ si w granicach

od 30% do 70% w obszarach, w ktérych obstugiwane lub przetwarzane sg cz $ ci

elektroniczne lub mikroobwody hybrydowe. MIL-STD-1695 wymaga zachowania takiego

samego poziomu wilgotnosci wzgl dnej w obszarach przeznaczonych do pracy

i przechowywania, z wyjatkiem sytuacji, kiedy elementy sg ostoni te lub zabezpieczone.
Informacje EMC

Przewod TX eco jest przeznaczony do stosowania w $rodowisku elektromagnetycznym okreslonym
w instrukcji obstugi systemu CARTO™ 3.

ROZWIAZYWANIE PROBLEMOW

Jesli kontrolka LED na przewodzie TX eco $wieci na czerwono i szybko miga, BIT zakonczyt si
niepowodzeniem i spowodowat btad (patrz sekcja Status LED w niniejszym dokumencie). W celu
skorygowania problemu nalezy wykona¢ ponizsze czynnosci.

Odtaczy¢ cewnik od przewodu.

Odfgczy¢ przewdd od PIU systemu CARTO™ 3.
Ponownie podtgczy¢ przewdd do PIU.
Ponownie podtgczy¢ cewnik do przewodu.

o h N

Jesli stosowany jest modut QDOT MICRO™, nalezy post powa¢ zgodnie ze wskazéwkami
podanymi w instrukcji obstugi i uwagach dotyczgcych wersji modutu QDOT MICRO™.

Jezeli problem nadal wyst puje, nalezy skontaktowac si  dziatem obstugi klienta lub
przedstawicielem firmy Biosense Webster.

W niektorych sytuacjach, gdy na system oddziatuje wytadowanie powietrzne o napi ciu 15 kV lub
wytadowanie kontaktowe o napi ciu 8 kV, system CARTO™ 3 wyswietla réwnoczes$nie 3 komunikaty
btedu: brak mozliwosci zgromadzenia punktéw mapy (btad 401), przesuni cie uktadu odniesienia
ciata pacjenta (bfad 256) oraz komunikat o zmianie uktadu odniesienia ciata pacjenta. W takim
przypadku nalezy ponownie uruchomi¢ jednostk PIU.

EML-1401-02-IFU.01B — 36



Polski

WYLACZENIE | OGRANICZENIE ODPOWIEDZIALNOSCI Z TYTULU GWARANCJI

NA OPISYWANY(-E) W NINIEJSZYM DOKUMENCIE PRODUKT(Y) NIE UDZIELA SI
GWARANCJI JAWNYCH ANI DOMNIEMANYCH, A W SZCZEGOLNOSCI, BEZ ZADNYCH
WYJATKOW, DOMNIEMANEJ GWARANCJI WARTOSCI HANDLOWEJ LUB PRZYDATNOSCI
DO OKRESLONEGO CELU. W ZADNYM WYPADKU BIOSENSE WEBSTER, INC. ANI FIRMY
STOWARZYSZONE NIE PONOSZA ODPOWIEDZIALNOSCI ZA JAKIEKOLWIEK SZCZEGOLNE,
BEZPOSREDNIE, PRZYPADKOWE, WYNIKOWE LUB INNE SZKODY NIZ WYRAZNIE
OKRESLONE MAJACYMI ZASTOSOWANIE PRZEPISAMI PRAWNYMI.

NIEZALEZNIE OD POWYZSZEGO ZASTRZEZENIA, FIRMA BIOSENSE WEBSTER, INC. ANI JEJ
FIRMY ZALEZNE NIE B DA PONOSIC ODPOWIEDZIALNOSCI ZA ZADNE SZKODY
SZCZEGOLNE, BEZPOSREDNIE, PRZYPADKOWE, WYNIKOWE LUB INNE, WYNIKLE W
ZWIAZKU Z PONOWNYM UZYCIEM PRODUKTOW OZNAKOWANYCH JAKO PRZEZNACZONE
DO UZYTKU JEDNORAZOWEGO LUB TAKICH, KTORYCH POWTORNE UZYCIE JEST
ZAKAZANE Z MOCY PRAWA.

Opisy i dane techniczne wyst pujgce w dokumentaciji firmy Biosense Webster, Inc., a w
szczegodlnosci w niniejszej publikacji, majg wytacznie charakter informacyjny, stanowig ogélny opis
produktu aktualny na dzien jego wytworzenia i nie zostaty opracowane ani wydane jako gwarancja
opisywanego produktu.

ELEKTRONICZNA INSTRUKCJA UZYTKOWANIA
Niniejszy dokument jest dost pny na stronie www.e-ifu.com.
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Cabo TX eco

Atencao: a lei federal dos EUA limita a venda deste dispositivo a médicos ou mediante
prescrigao destes.

* Nao utilize se a embalagem estiver aberta ou danificada.

DESCRI(}AO DO DISPOSITIVO

O Cabo TX eco é utilizado com um cabo de extens&o para ligar um cateter terapéutico da
Biosense Webster a Unidade de Interface do Paciente (PIU) do Sistema CARTO™ 3 (versdo 6 e
seguintes). Os cabos de extens&o s&o indicados abaixo:

e Para o Microcateter QDOT™: Cabo de extensado TX eco D135703

e Para outros cateteres terapéuticos da Biosense Webster: D128603 (n.° de catadlogo CR3434CT)
ou D128604 (n.° de catalogo CR3425CT)

O Cabo TX eco comunica os dados de um cateter terapéutico da Biosense Webster ao Sistema
CARTO™ 3 e ao gerador de RF. As informagdes comunicadas sao descritas abaixo.

e Sinais de forga

* Sinais de localizagdo

e Sinais IC dos 3 microelétrodos na ponta do cateter (apenas para cateteres com microelétrodos)
e Medigdes de temperatura dos 6 termopares na ponta do cateter

INDICA(}GES DE UTILIZA(;AO
O Cabo TX eco é utilizado para ligar um cateter terapéutico da Biosense Webster a Unidade de
Interface do Paciente (PIU) do Sistema CARTO™ 3 (versdo 6 e seguintes).

AVISOS

1. Antes de utilizar este cabo, leia as Instrugées de Utilizagdo do cateter terapéutico da
Biosense Webster. Se este cabo estiver a ser utilizado com o Médulo QDOT MICRO™, consulte
as Instrugées de Utilizagdo do Sistema CARTO™ 3 e as Instrugdes de Utilizagao e Notas de
Versdo do Moédulo QDOT MICRO™ antes de utilizar este cabo com o Médulo QDOT MICRO™.

2. Apenas as pessoas que leram e compreenderam o contetido deste documento podem
configurar e utilizar este cabo.

3. Este cabo s esta validado para utilizagdo com um cateter terapéutico da Biosense Webster.
Na&o ligue este cabo a nenhum outro cateter.

4. Este cabo destina-se a ser utilizado apenas com um cateter terapéutico da Biosense Webster,
um gerador de RF compativel, o Sistema CARTO™ 3 e cabos da Biosense Webster. Para mais
informagdes, consulte o seu representante da Biosense Webster.

5. Este cabo deve estar pelo menos a 1 metro (39,4 pol.) de distancia do dispositivo de localizagao
do Sistema CARTO™ 3 durante o procedimento.

6. Este cabo deve ser ligado a PIU do Sistema CARTO™ 3 durante um periodo de aquecimento
de 5 minutos, antes da utilizagéo, para garantir leituras de temperatura exatas. Apds o periodo
de aquecimento, as leituras de temperatura estabilizam. Se o cabo for utilizado antes do final do
periodo de aquecimento, podera ocorrer um desvio de temperatura.

INSTALAR E UTILIZAR O CABO

Ligar o suporte do cabo

1. Coloque a parte de fixagdo do suporte do cabo (nimero de peca M652802) no lado da pega do
Carro do Sistema CARTO™ ou sobre a grade da cama. De seguida, aperte o botdo no suporte
do cabo.

2. Insira o cabo no suporte do cabo, com o cabo virado para baixo.

Ligar o cabo
1. Ligue o conector vermelho do cabo a tomada MAP da PIU do Sistema CARTO™ 3.
2. Ligue o conector amarelo do cabo & tomada QUAD B ou DECA na PIU.
Nota 1: ambos os conectores devem ser ligados a PIU.
Nota 2: ligar o conector a tomada QUAD A pode resultar num ruido indesejavel de ECG.

3. Se estiver a utilizar um Microcateter QDOT™, ligue o cateter a uma extremidade do Cabo de
extensdo TX eco. Ligue a outra extremidade do Cabo de extensdo TX eco a tomada grande na
extremidade do Cabo TX eco.

4. Se estiver a utilizar outro cateter terapéutico da Biosense Webster, ligue-o a uma extremidade
do cabo de extens&o. Ligue a outra extremidade do cabo de extenséo a tomada redonda
pequena na extremidade do Cabo TX eco.

Desligar o cabo

1. Desligue o conector vermelho da PIU do Sistema CARTO™ 3, puxando o conector da pega de
libertagao deslizante.

2. Em seguida, desligue o conector amarelo da PIU, puxando o conector da pega de libertagdo
deslizante.

Nota: ambos os conectores devem ser desligados da PIU. Nao deixe um cabo ligado e o outro
desligado.

3. Depois de desligar o cabo, aguarde 10 segundos antes de voltar a ligar o cabo a PIU.

Estado do LED

O estado do cabo ¢ indicado por um LED. Depois de o cabo estar devidamente ligado a PIU do
Sistema CARTO™ 3 e ao cateter terapéutico Biosense Webster, o cabo executa um teste integrado
“Built-In Test” (BIT).

LED Estado do cabo Comentarios

Verde: pisca lentamente BIT em curso -

Verde: permanente Pronto para utilizar -

Vermelho: pisca rapidamente Erro, o BIT falhou As temperaturas néo sédo enviadas
para o Sistema CARTO™ 3 nem para

o gerador de RF.

Consulte a secgao Resolugédo de
problemas neste documento.

CUIDADOS COM O CABO

Limpeza

O cabo néo requer desinfegédo ou esterilizagdo. O cabo ndo deve ser esterilizado a vapor, por
autoclave ou de qualquer outra forma.

Se o cabo apresentar poeiras ou detritos, limpe o cabo da seguinte forma:

1. Desligue o cabo.

2. Limpe a parte exterior do cabo utilizando um pano humedecido em &gua e sabonete liquido
sem dlcool.

3. Certifique-se de que a solugdo de limpeza n&o penetra nos conectores do cabo nem nas
tomadas.

4. Certifique-se que o cabo esta seco antes de o ligar ao Sistema CARTO™ 3 ou a um cateter.

Manutengao

O cabo néo contém pegas que possam ser reparadas pelo utilizador. Se o cabo n&o funcionar,
contacte o Apoio a Clientes ou o seu representante da Biosense Webster para proceder a
substituicdo. O cabo tem uma vida Util esperada de trés anos.

Eliminagao

Recicle os componentes ou elimine o produto e respetivos elementos ou artigos residuais de acordo
com as leis e regulamentos locais.

DADOS TECNICOS

Especificagoes

Entrada CC O cabo recebe energia através da PIU do Sistema CARTO™ 3.
Peso 1kg (2,2 1b)
Dimensoes 10 pol. compr. x 1,9 pol. largura x 3 pol. altura

(254 mm x 48 mm x 76 mm)

Precisao de temperatura <2°C

Especificagdes de funcionamento, armazenamento e expedigao

Minimo Maximo
Especificagoes de funcionamento
Temperatura ambiente 10 °C 30°C
Humidade relativa® 25% 75%
Especificacdes de armazenamento e expedicao
Temperatura ambiente -30 °C 65 °C
Humidade relativa*® 10% 95%

* De acordo com a norma MIL-STD-1695, os niveis de humidade relativa devem
estar entre 30% e 70% em areas de manuseamento ou processamento de
pecas eletrénicas e microcircuitos hibridos. A norma MIL-STD-1695 exige o
mesmo nivel de controlo de humidade relativa para areas de manuseamento e
armazenamento, exceto quanto os artigos estéo cobertos ou protegidos.

Informagdes sobre CEM

O Cabo TX eco destina-se a ser utilizado no ambiente eletromagnético especificado nas Instrugées
de Utilizagédo do Sistema CARTO™ 3.

RESOLU(;AO DE PROBLEMAS
Se o LED no Cabo TX eco estiver vermelho e a piscar rapidamente, o BIT falhou e provocou um erro
(consulte a secgédo Estado do LED neste documento). Siga os passos abaixo para corrigir o problema.

1. Desligue o cateter do cabo.

2. Desligue o cabo da PIU do Sistema CARTO™ 3.

3. Volte a ligar o cabo a PIU.

4. Volte a ligar o cateter ao cabo.

5. Se estiver a ser utilizado um Médulo QDOT MICRO™, siga as indicagbes das Instrugdes de

Utilizagéo e as Notas de Versdo do Médulo QDOT MICRO™.
6. Se o problema persistir, contacte o Apoio a Clientes ou o seu representante da Biosense Webster.

Em algumas situagées, em que 15 kV de descarga de ar ou 8 kV de descarga por contacto séo
aplicados no sistema, o Sistema CARTO™ 3 exibe 3 mensagens de erro em simultaneo: os pontos
do mapa néo podem ser adquiridos (Erro 401), a Referéncia do corpo do paciente moveu-se

(Erro 256) e uma caixa de contexto a indicar a alteragdo da Referéncia do corpo do paciente. Se isto
ocorrer, reinicie a PIU.

DECLARAGAO DE RENUNCIA DE GARANTIA E LIMITAGAO DA
RESPONSABILIDADE

NAO HA NENHUMA GARANTIA EXPRESSA OU IMPLICITA, INCLUSIVE, MAS SEM
LIMITAGAO, NENHUMA GARANTIA IMPLICITA DE ADEQUAGAO PARA O COMERCIO OU
ADEQUAGAO PARA UM PROPOSITO ESPECIFICO SOBRE OS PRODUTOS DESCRITOS NO
PRESENTE DOCUMENTO. A BIOSENSE WEBSTER, INC., OU AS SUAS EMPRESAS
AFILIADAS, NAO SERAO, EM CIRCUNSTANCIA ALGUMA, RESPONSAVEIS POR QUAISQUER
DANOS ESPECIAIS, DIRETOS, ACIDENTAIS, CONSEQUENCIAIS OU OUTROS, PARA ALEM
DOS EXPRESSAMENTE PREVISTOS NA LEGISLAGAO APLICAVEL.

SEM LIMITAGAO DO PRESENTE DISPOSITIVO, A BIOSENSE WEBSTER, INC. OU AS SUAS
EMPRESAS AFILIADAS, NAO SERA RESPONSAVEL POR NENHUM DANO ESPECIFICO,
DIRETO, ACESSORIO OU EMERGENTE OU POR QUALQUER OUTRO DANO RESULTANTE
DA REUTILIZAGAO DE QUAISQUER PRODUTOS QUE PORTEM ETIQUETAS PARA USO
UNICO OU ONDE A REUTILIZAGAO SEJA PROIBIDA POR LEGISLAGAO APLICAVEL.

As descri¢des e as especificacdes que aparecem no material impresso da Biosense Webster, Inc.,
inclusive esta publicagéo, séo apenas para fins informativos e tém a intengéo exclusiva de
descrever, de forma geral, o produto no momento do fabrico e ndo foram feitas ou dadas como
garantia do produto prescrito de nenhuma forma.

INSTRUQ()ES DE UTILIZAQAO ELETRONICAS
Este documento esta disponivel em www.e-ifu.com.
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Romana

Cablu TX eco

Aten ie: Conform legisla iei federale (din S.U.A.), acest dispozitiv poate fi vandut numai de
catre un medic sau pe baza de prescrip ie medicala.

e Anu se utiliza daca ambalajul este deschis sau deteriorat.

DESCRIEREA DISPOZITIVULUI

Cablul TX eco este utilizat cu un cablu prelungitor pentru a conecta un cateter terapeutic

Biosense Webster la unitatea de interfa & cu pacientul (PIU) a sistemului CARTO™ 3 (versiunea 6 si
versiunile ulterioare). Cablurile prelungitoare sunt enumerate mai jos:

e Pentru cateterul QDOT™ Micro: cablu prelungitor TX eco terapeutic D135703

e Pentru alte catetere terapeutice Biosense Webster: D128603 (nr. catalog CR3434CT) sau
D128604 (nr. catalog CR3425CT)

Cablul TX eco transmite date de la un cateter terapeutic Biosense Webster catre sistemul

CARTO™ 3 si generatorul RF. Informa iile transmise sunt enumerate mai jos.

e Semnale de for a

e Semnale de pozi ie

e Semnale IC de la cei 3 microelectrozi din varful cateterului (doar pentru catetere cu microelectrozi)
e Masuratori de temperatura de la cele 6 termocupluri de la varful cateterului

INDICA |l DE UTILIZARE

Cablul TX eco este utilizat pentru a conecta un cateter terapeutic Biosense Webster la unitatea de
interfa & cu pacientul (PIU) a sistemului CARTO™ 3 (versiunea 6 si versiunile ulterioare).

AVERTISMENTE

1. Tnainte de a utiliza acest cablu, citi i Instructiunile de utilizare ale cateterului terapeutic
Biosense Webster. Dacéa acest cablu se utilizeaza impreuna cu modulul QDOT MICRO™,
consulta i Instructiunile de utilizare ale sistemului CARTO™ 3 si Instructiunile de utilizare si
notele de lansare ale modulului QDOT MICRO™ fnainte de a utiliza acest cablu impreuna cu
modulul QDOT MICRO™.

2. Acest cablu poate fi configurat si utilizat doar de catre personal care a citit si in eles con inutul
acestui document.

3. Acest cablu este validat exclusiv pentru utilizarea impreuna cu un cateter terapeutic
Biosense Webster. Nu conecta i acest cablu la niciun alt cateter.

4. Acest cablu este destinat utilizarii doar cu un cateter terapeutic Biosense Webster, cu un
generator RF compatibil, cu un sistem CARTO™ 3 si cabluri Biosense Webster. Pentru detalii
consulta i reprezentantul Biosense Webster.

5. Pe parcursul procedurii, acest cablu trebuie sa se afle la cel pu in 1 metru (39,4 in) de locul placii
de localizare a sistemului CARTO™ 3.

6. Acest cablu trebuie conectat la unitatea PIU a sistemului CARTO™ 3 pentru un interval de
incalzire de 5 minute Tnainte de utilizare pentru a asigura indica ii de temperatura exacte. Dupa
intervalul de incalzire, indica iile de temperatura se stabilizeaza. Daca se utilizeaza cablul inainte
de sféarsitul intervalului de incalzire, se poate produce o abatere de temperatura.

INSTALAREA $1 OPERAREA CABLULUI

Atasarea suportului pentru cablu

1. Plasai por iunea cu clema a suportului pentru cablu (cod de piesa M652802) pe partea laterala a
manerului caruciorului sistemului CARTO™ sau peste sina patului. Apoi strange i surubul de
fixare al suportului pentru cablu.

2. Introduce i cablul in suportul pentru cablu, cu cablul orientat in jos.

Conectarea cablului
1. Conecta i conectorul rosu al cablului la mufa MAP de pe interfa a PIU a sistemului CARTO™ 3.
2. Conecta i conectorul galben al cablului la mufa QUAD B sau DECA de pe interfa a PIU.

Nota 1: Ambii conectori trebuie conecta i la PIU.

Nota 2: Conectarea conectorului la QUAD A poate conduce la interferen e EKG nedorite.

3. Daca utiliza i un cateter QDOT™ Micro, conecta i cateterul la un capat al
cablului prelungitor TX eco. Conecta i celdlalt capat al cablului prelungitor eco terapeutic la mufa
mare de la capatul cablului TX eco.

4. Daca se utilizeaza un alt cateter terapeutic Biosense Webster, conecta i cateterul la un capat al
cablului prelungitor. Conecta i celalalt capat al cablului prelungitor la mufa mica rotunda de la
capatul cablului TX eco.

Deconectarea cablului

1. Deconecta i conectorul rosu de la interfa a PIU a sistemului CARTO™ 3 tragand conectorul de
mansonul de prindere culisant.

2. Apoi deconecta i conectorul galben de la interfa a PIU tragand conectorul de mansonul de
prindere culisant.

Nota: Ambii conectori trebuie deconecta i de la PIU. Nu I&sa i un cablu conectat si pe celalalt
deconectat.

3. Dupa deconectarea cablului, astepta i 10 secunde inainte de a reconecta cablul la PIU.

Indicator de stare LED

Starea cablului este indicata de un LED. Dupa ce cablul este conectat corespunzator la interfa a PIU
a sistemului CARTO™ 3 si la cateterul terapeutic Biosense Webster, cablul efectueaza un test
implicit (BIT).

LED Stare cablu

Verde: lumineaza intermitent lent

Comentarii
BIT in curs -
Gata de utilizare -

Eroare, BIT
nereusit

Verde: lumineaza continuu

Valorile temperaturii nu sunt
transmise catre sistemul CARTO™ 3
sau catre generatorul RF.

A se vedea sec iunea Depanare din
acest document.

Rosu: lumineaza intermitent rapid

INGRIJIREA CABLULUI
Curatarea
Cablul nu necesita dezinfec ie sau sterilizare. Nu steriliza i cablul cu aburi, in autoclava sau in alt mod.

Daca pe cablu apar praf sau reziduuri, curata i cablul astfel:

1. Deconecta i cablul.

2. Curéata i exteriorul cablului stergéndu-I cu o lavetd umezitd cu un s&pun de maini fara alcool si apa.
3. Asigura i-va ca solu ia de sapun nu patrunde deloc in conectoarele sau mufele cablului.

4. Asigura i-va ca Tnainte de conectarea la sistemul CARTO™ 3 sau la un cateter cablul este curat.
intre inere

Cablul nu con ine piese ce pot fi reparate de catre utilizator. in cazul in care cablul nu func ioneaza,
contacta i serviciul de Asisten & Clien i sau reprezentantul dumneavoastra Biosense Webster pentru
a solicita nlocuirea cablului. Durata preconizata de func ionare utilé preconizata a cablului este de
trei ani.

Eliminare

Recicla i componentele sau elimina i produsul si elementele sale reziduale sau deseurile in
conformitate cu legile si reglementarile locale.

DATE TEHNICE

Specifica ii
Intrare CC Cablul este alimentat cu energie electrica de la
interfa a PIU a sistemului CARTO™ 3.
Greutate 1kg (2,2 1b)
Dimensiuni 10 in lungime x 1,9 in latime x 3 in inal ime
(254 mm x 48 mm x 76 mm)
Acurate ea temperaturii <2°C

Specifica ii de operare, depozitare si expediere

Minimum Maximum
Specifica ii de operare
Temperaturd ambianta 10°C 30°C
Umiditate relativa* 25% 75%
Specifica ii de depozitare si expediere
Temperaturd ambianta -30°C 65°C
Umiditate relativa* 10% 95%

*In conformitate cu MIL-STD-1695, nivelurile de umiditate relativa trebuie sa
se incadreze intre 30% si 70% in zonele in care sunt manevrate sau
procesate componentele electronice si microcircuitele hibride. MIL-STD-1695
necesita acelasi nivel de masuri de control pentru umiditate relativa pentru
zonele de manevrare sau depozitare, cu excep ia cazului in care elementele
sunt acoperite sau protejate.

Informa ii CEM

Cablul TX eco este destinat utilizarii in mediu electromagnetic conform specifica iilor din Instructiunile
de utilizare ale sistemului CARTO™ 3.

DEPANARE

Daca LED-ul cablului TX eco este rosu si lumineaza intermitent rapid, BIT a esuat si a provocat o
eroare (consulta i sec iunea Indicator de stare LED). Urma i pasii de mai jos pentru a corecta
problema.

Deconecta i cateterul de la cablu.

Deconecta i cablul de la interfa a PIU a sistemului CARTO™ 3.
Reconecta i cablul la PIU.

Reconecta i cateterul la cablu.

o s N

n cazul in care se utilizeaza un modul QDOT MICRO™, urma i indica iile din Instructiunile de
utilizare si Notele de lansare ale modulului QDOT MICRO™.

6. Daca problema persistd, contacta i serviciul de Asisten a Clien i sau reprezentantul
Biosense Webster.

n unele situa ii, in care sistemului i se aplica o descarcare de 15 kV in aer sau de 8 kV la contact,
sistemul CARTO™ 3 afiseazd 3 mesaje de eroare simultan: Map points cannot be acquired (Nu se
pot ob ine punctele de cartografiere - Eroare 401), Patient Body Reference has moved (Referin a
corp pacient s-a deplasat - Eroare 256) si o fereastra pop-up care indica modificarea referin ei pentru
corpul pacientului. Daca se produce acest lucru, reporni i PIU.
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DECLARATIE DE GARANTIE Sl DE LIMITARE A RESPONSABILITATII

PENTRU PRODUSELE DESCRISE IN ACEST DOCUMENT NU SE ACORDA NICIUN FEL DE
GARANTIE, IMPLICITA SAU EXPLICITA, INCLUZAND, DAR FARA A SE LIMITA LA, ORICE
GARANTIE IMPLICITA PRIVIND VANDABILITATEA PRODUSULUI SAU ADECVAREA
ACESTUIA LA UN ANUMIT SCOP. iN NICIO CIRCUMSTANTA, BIOSENSE WEBSTER, INC. SAU
COMPANIILE SALE AFILIATE NU VOR FI RESPONSABILE PENTRU NICIUN FEL DE DAUNE
SPECIALE, DIRECTE, ACCIDENTALE, REZULTATE PE CALE DE CONSECINTA SAU DE ALT
TIP, ALTELE DECAT CELE PREVAZUTE iN MOD EXPRES DE LEGISLATIA APLICABILA.

FARA LIMITAREA CELOR DE MAI SUS, BIOSENSE WEBSTER, INC. SAU COMPANIILE
AFILIATE NU VOR FI RESPONSABILE PENTRU NICIUN FEL DE DAUNE SPECIALE, DIRECTE,
ACCIDENTALE, REZULTATE PE CALE DE CONSECINTA SAU DE ALT TIP, DAUNE PRODUSE
PRIN REUTILIZAREA ORICARUI PRODUS ETICHETAT CA FIIND DE UNICA FOLOSINTA SAU
IN SITUATIILE IN CARE REUTILIZAREA ESTE INTERZISA DE LEGISLATIA APLICABILA.

Descrierile si specifica iile care apar in documenta ia Biosense Webster, Inc. tiparita, inclusiv aceasta
publica ie, au numai caracter informativ si sunt destinate numai descrierii generale a produsului in
momentul fabrica iei, nefiind efectuate sau oferite sub nicio forma ca garan ie a produsului prescris.

INSTRUC IUNI DE UTILIZARE IN FORMAT ELECTRONIC
Acest document este disponibil la www.e-ifu.com.
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Pycckun

Kabenb TX eco

MpepocTepexeHune. deaepanbHbIn 3akoH (CLLUA) nonyckaeT npoaaxy AaHHOro ycTpolcTea
TONMbLKO NUUEH3UNPOBaHHLIM MeAULIMHCKUM cneuuanucTam unu no ux sakasy.

e He ucnonb3oBaTb, €CNY ynakoBka BCKpbITa UMW NOBpeXaeHa.

OMUCAHUE YCTPOMUCTBA

Kabenb TX eco ncnonb3ayetcs ¢ kabenem-yanMHuTenem Ans nNoAKYeHNst TepaneBTMYeckoro
kaTeTepa Biosense Webster k mogynto uHtepderica naunerta (Patient Interface Unit, PIU) cuctemsl
CARTO™ 3 (Bepcusi 6 1 Bbilwe). Kabenu-yanvHuTenu nepeuncneHbl HuxXe:

e [Ina mukpokatetepa QDOT™: kabenb TX eco EXT D135703

e [Insa Apyrux TepaneBTUYeckux katetepos Biosense Webster: D128603 (Ne no katanory
CR3434CT) nnun D128604 (Ne no kaTanory CR3425CT)

Kabenb TX eco nepepaeT faHHble C TepaneBTUYecKoro katetepa Biosense Webster B cuctemy
CARTO™ 3 1 Ha paguo4acToTHbI reHepaTop. [NepenaBaemas nHopMaLys NpUBeaeHa HkKe.
e Curnansl ycunus

e CurHarnbl MeCTOMOMOXeHNst

e |C-curHanbl OT TPex MUKPOIIEKTPOAOB Ha KOHYMKE KaTeTepa (TOMbKO Ans KaTeTepos
C MUKPO3eKTpoaamm)

L4 MBMepeHMH Temnepartypbl OT 6 Tepmonap Ha KoOH4YuKe KaTeTepa

NOKA3AHUA K NPUMEHEHUIO

Kabenb TX eco ucnonb3ayetcs Ans NOAKNIOYEHNUA TepaneBTUYeckoro katetepa Biosense Webster k
mMoaynto uHtepgeiica nauvenTa (PIU) cuctembl CARTO™ 3 (Bepcusi 6 1 Bbilwe).

NMPEAYNPEXAEHUA

1. Tepepn vcnonb3oBaHeM aToro kabens 03HaKOMbTECh C UHCMPYKUUeU 1o NpUMeHeHUo
TepaneBTu4eckoro kateTepa Biosense Webster. Ecrnin aToT kabenb 6yaet npumeHsTbLCS ©
moaynem QDOT MICRO™, cm. uHcmpykyuto no npumeHeHuro cuctembl CARTO™ 3, a Tatke
UHCMPYKUUIO 110 MPUMEHEHUI0 U npumMeYaHusi K ebirycky anst mogyns QDOT MICRO™ nepen
ucnonb3oBaHuem atoro kabens ¢ mogynem QDOT MICRO™.

2. HacTpauBaTb 1 UCNOMb30BaTL STOT Kabesrlb MOTYT TOMLKO COTPYAHMKM, KOTOPbIE MPOYN 1
NOHSNN COAEpXKaH1e TOro AoKYMeHTa.

3. 970t Kabenb BanManpoBaH 4514 UCMNOSb30BaHMA TOSbKO C TepaneBTUYEeCKUM KaTeTepom
Biosense Webster. He nogkntovaiite aToT kabernb k No6omy apyromy kateTepy.

4. 3T0T kabernb npegHa3HadeH Ans NCNoMNb30BaHMSA TOMLKO C TepaneBTUYeCckUM KaTeTepom
Biosense Webster, coBMeCTUMbIM paanMo4acToTHbIM reHepaTopoMm, cuctemornt CARTO™ 3 n
kabensmu Biosense Webster. [Ins nonyyeHns 4ONONHUTENLHON MHOpMaLum obpaTutech K
npeacrasuTento komnaHum Biosense Webster.

5. Bo Bpems npoueaypbl 9TOT kabernb AOMKEH HAaX0AUTLCA Ha PacCTOSHAK He MeHee 1 MeTpa
(39,4 grorima) oT MecTa pacnonoxenust cuctemsl CARTO™ 3.

6. [o Hayana ucrnonb3oBaHWs 3TOT kabenb AormkeH 6biTb noakntoyeH k PIU cuctemsl CARTO™ 3
Ansi 5-MUHYTHOTO NporpeBa, YTo6bl 06ecneyYnTb TOYHOCTL Noka3aHui Temnepartypebl. Mocre
nepuvoza nporpesa nokasaHus Temnepatypbl ctabunuaupytotcs. Ecnv kabenb ucnonbayertcs [0
OKOHYaHWA nepuroaa NPOrpeBa, MoXeT NPOVNCXOAUTL TemMnepaTypHbIN Apeid.

YCTAHOBKA KABENA U PABOTA C HUM

MpukpenneHue Aepxatens kadens

1. TMomecTuTe 3aXMMHYt0 YacTb AepxkaTens kabens (Homep aetanu M652802) Ha CTOPOHY
pykoaTku Tenexkn cuctembl CARTO™ unu noBepx nopyyHs kpoBaTu. 3aTem 3aTaHUTE
BMHTOBOW chmKkcaTop Ha AepxaTene kabens.

2. BcraBbTe kabenb B Aepxatenb kabens no HanpasneHUo BHU3.

MoaknioyeHne kabens

1. TMopkniounTe KpacHbI pasbem kabens k rHeagy MAP Ha moayne PIU cuctembl CARTO™ 3.

2. TMopkniounTe xenTbiid pasbem kabens k pasbemy QUAD B unn DECA Ha moayne PIU.
Mpumeyanue 1. O6a pazbema [omkHbl BbITh NOAKMKYEHbI K Moayso PIU.

Mpumeyanue 2. MoaknioyeHne pasbema k rHeagy QUAD A MOXET NpUBECTU K HEXenaTenbHoMy
wymy Ha SKT.

3. [pu ncnonbaosaHnn mMukpokatetepa QDOT™ nogcoeanHUTe ero kK 0AHOMY KOHLLY
kabens TX eco EXT. MoacoeaunHute apyron koHell kabens TX eco EXT k Gonbluomy rHesay Ha
KoHUe kabens TX eco.

4. Tpu ncnonb3oBaHUM Apyroro TepanesBTUYeckoro katetepa Biosense Webster noacoeaunnure
KaTeTep K OAHOMY KOHLYY coeiMHUTeNnbHOro kabens. MoacoeauHuTe Apyroii koHe, kabens-
YANVMHWATENS K Manomy Kpyriomy rHesay Ha KoHue kabensi TX eco.

OTcoeauHeHue Kabensa

1. OtcoeauHuTe KpacHblii pasbem ot moayns PIU cuctembl CARTO™ 3, noTsiHyB 3a pasbem,
YTOGbI BbITALLWTb €0 U3 3aLLEKN.

2. 3aTem OTCOeAUHUTE XenThblii pasbem oT Moayns PIU, noTsHyB 3a pa3bem, 4ToGbl BbITALMUTL €ro
3 3aLlenku.

MpumeyaHne. O6a pasbema JomkHbl 6bITh 0TCOeanHeHb 0T moayns PIU. He octaBnsiite oguH
kabenb NoACOeAVHEHHBIM, @ APYroi OTCOeANHEHHBIM.

3. Tocne otcoeauHeHus kabens nogoxanTe 10 cekyHa, Npexae YeM CHoBa NOACOEAUHSTL kabenb
K mogynio PIU.
CeeToanoa COCTOAHUA

CocTosiHue kabens o603HayvaeTcsi ceeToaMonoM. [ocne npaBurbHOro NoakntoYeHus kabens k PIU
cuctembl CARTO™ 3 u k TepaneBTUHeckomMy kaTeTepy Biosense Webster kaGenb BbinonHsieT
BCTPOEHHbIN TecT (Built-In Test, BIT).

Ceetoauopn CocTtosiHne kabens KommeHTapuun

3eneHbln: MeaneHHo BeinonHseTcsa BIT -

Muraet

B3eneHblii: NOCTOAHHO [0TOB K MCNOML30BAHUIO .

CBeTuTCAa

KpacHbilit: 6bicTpo Owmbka, cbon BIT BHaueHus TemnepaTypbl He
Muraet nepepatotcsi B cuctemy CARTO™ 3
unu PY-renepatop.

Cwm. paspen lMouck u ycmpaHeHue
HeucrnpagHocmel B AaHHOM
[OKYyMeHTe.

YyXO[ 3A KABEJIEM

Ounctka

Kabenb He TpebyeT Ae3nHdbekuun unu ctepunusaumun. He obpabaTtbiBaiite kabenb napom,
aBTOKNaBMUPOBAHWEM U HE CTEPUNU3YITE UHBIM 0GpasoM.

Ecnu Ha kaGerne nosiBnsitoTcs Nbiib Unn 3arpsAsHeHvs, nposeauTe YNCTKY kabens crnegyowmm 06p530MZ
1. Otkniouute Kabenb.

2. OunCcTUTE BHELUHIOK YacTb kabens, NpoTepes ero candeTkon, CMOYEHHOM B BOAHOM pacTBope
Mbirfa Ans pyk, He cofepxaluero cnupTa.

3. CneauTe, 4ToGbl PACTBOP MbiNa HE nonas B kabemnbHble pasbembl UK rHe3aa.

4. Tepep nogkntoyeHnem kabens k cucteme CARTO™ 3 unu k kaTeTepy ybeaurech, 4To kabenb
CYXOW.

O6cnyxuBaHue

B kabene HeT YacTen, o6cnyxmBaHne KOTOPbIX MOXET NMPOBOAUTL Nonb3osaTenb. Ecnn kabens He
paboTaeT, obpaTtnTech B Cny0y NOAAEPXKKN KIIMEHTOB UMK K NpeACTaBUTENO KOMNaHUK
Biosense Webster ansi 3aameHbl. Oxugaemblii cpok cryx6bl kabens coctaBnseT Tpu roga.

YTtunusauymsa

C,anaVlTe Ha nepepaﬁon(y KOMMOHEHTbI nnn yTI/IJ'Il/ISI/IpyVITe n3genve n ero octaBLlUNECH 3NEMEHThI
nm6o OTPBGOTGHHbIe AeTann B COOTBETCTBUU C MECTHbIMU 3aKOHaMK U HopMaTuBamMmu.

TEXHUYECKUE XAPAKTEPUCTUKUN

TexHuuyeckue napameTpbl

Bxop nutaHus
MOCTOSIHHOrO ToKa

Kabenb nonyyaeT BXoAHY0 MOLLHOCTL OT moayns PIU
cuctembl CARTO™ 3.

Macca 1 Kkr (2,2 cpyHTa)

Pasmepsbl! 10 provimoB (anmHa) x 1,9 Atoiima (lwmpuHa) x 3 AroimMa (BeicoTa)

(254 MM X 48 MM X 76 MM)

TouyHoCTb NnopaepXaHus <2°C
Temneparypbl

TexHu4yeckune napameTpbl 3KCnnyaTauun, XxpaHeHUs U AoCTaBkKU

MuHumanbHoe MakcumanbHoe
3HaueHue 3HauyeHue

Ycnosus akcnnyaTtauum

BHeluHsis TemnepaTypa 10°C 30°C

OTHocuTenbHas BNaXHOCTb® 25% 75 %
TexHuuyeckue napameTpbl XpaHEHUA U [OCTaBKU

BHelwHsist TemnepaTtypa -30°C 65 °C

OTHocuTenbHas BNaXHOCTb® 10 % 95 %

* B cooTBeTcTBUM C TpeboBaHusimm MIL-STD-1695 B mecTe, rae ocyuiecTsnsieTcst pabota ¢

3MeKTPOHHBIMY AeTanNsiMU 1 IMEPUAHBIMU MUKPOCXEMaMU UIn nx obpaboTka, ypoBHU

OTHOCUTEIbHOW BMAXHOCTH [OMKHbLI HaxoamTbes B AnanasoHe 30-70 %. CtaHpapT

MIL-STD-1695 TpebyeT TOro e ypOoBHS KOHTPOSi OTHOCUTENBHOMN BMAXHOCTW ANS 30H

o6palLeHns U XpaHeHusl, 3a UCKITIOYEHWEM Cry4aeB, Koraa U3AENUs HaKpbITbl UMK 3aLUULLEHbI.
WUHdopmaumna 06 aneKTpoMarHUTHON COBMECTUMOCTU

Kabenb TX eco npeaHasHayeH Ans MCNONb30BaHWS B 3NIEKTPOMarHuTHow obcTaHoBke,
XapaKTepUCTUKW KOTOPOIA ykasaHbl B UHCMPYKYUU 1o npumeHeHuto cuctemel CARTO™ 3.

MOWUCK U YCTPAHEHUE HEUCTPABHOCTEN

Ecnu cBeTogmop Ha kabene TX eco kpacHoro LpeTta 1 BbicTpo muraeT, npom3soluen cbon BIT,
KOTOPbIN NpuBen k ownbke (cM. pasaen Ceemoduod cocmosiHusi 3TOro AOKyMeHTa). BeinonHute
cnepytoLue AeicTBUSA, YTOObI yCTpaHUTL Npobremy.

OtcoeanHuTe kaTeTep OT kabens.

OTtcoeaunuTe kabenb oT moaynsa PIU cuctemsl CARTO™ 3.
CHosa nogcoeauHunTe kabens k moaynio PIU.

CHoBa nogcoeauHuTe kateTep k kabento.

o, N>

Ecnun ncnoneayetca mogyns QDOT MICRO™, cniefyiiTe ykasaHuam B UHCMPYKUUU 110
MPUMEHEHUI0 U npumMeYaHusix K 8blrmycky ana moayns QDOT MICRO™.

6. Ecnu npobnema He ycTpaHeHa, obpaTuTech B Cry6y NOAAEPKKU KITMEHTOB UMK K
npeacrasuTento komnaHum Biosense Webster.

B HekoTOpbIX cuTyauusx, koraa Ha cuctemy CARTO™ 3 nopaeTcsi BO3ayLUHbIN pa3psa 15 kB unu
KOHTaKTHbIV pa3psap 8 kB, oHa oaHOBpeMeHHO oTobpakaeT 3 coobLueHus o6 owwmbkax: Map points
cannot be acquired (HeBO3MOXHO BbINOMHUTL PErMCTPaLIMIO KapTUPYIOLLMX Touek) (olumbka 401),
Patient Body Reference has moved (PedepeHTHOe yCTpPONCTBO NONOXEHNUSA Tena nauueHTa
cMecTunock) (ownbka 256) u BennbiBatolee coobLyeHne 06 n3MeHeHUN pedepeHTHOro YCTporcTea
nonoxexus Tena nauneHTa. B atom cnyvae nepesanyctute moayns PIU.
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OTKA3 OT FAPAHTUU U OTPAHNYEHUE OTBETCTBEHHOCTHU

HA OMUCAHHbIE B HACTOSALLEM AOKYMEHTE OHO UM HECKOJbKO U3AENUA HE
NAETCA HUKAKUX ABHbIX UK NOAPA3YMEBAEMbIX FTAPAHTUW, B TOM YUCTIE, BE3
OrPAHWYEHWI, NMOBOM NOAPA3YMEBAEMOW FAPAHTUWN FTOAHOCTU K MPOOAXE UNKU
MPUrOOHOCTU K KOHKPETHOW LIENN. HY MPU KAKUX OBCTOSATENbCTBAX KOMIMAHUA
BIOSENSE WEBSTER, INC. U EE ®UJTUATbI HE HECYT OTBETCTBEHHOCTb 3A KAKUE-
JNIMBO ®AKTUYECKMUE, NPAMbIE, KOCBEHHbIE, MOBOYHbLIE U OPYITUE YBbITKNY,
KPOME ABHO YKA3AHHbIX B MPUMEHUMOM 3AKOHOOATEJIbCTBE.

BE3 OrPAHUYEHWUA YKA3AHHOTO BbILLE KOMMAHUA BIOSENSE WEBSTER, INC. U EE
OUNNANDBI HE BYAYT HECTU OTBETCTBEHHOCTW 3A KAKUE-NIUBEO PEAJbHbIE,
NPAMbIE, KOCBEHHbIE, MOBOYHbIE U OPYIUE YBbITKW, BbI3BAHHbBIE MOBTOPHbIM
MCMONb30BAHUEM NIOBbIX U3AENUA C MAPKUPOBKOW «ANs1 OOHOPA30BOIro
UCMNOJNb30BAHUA», UNU ECJIM NOBTOPHOE UCMNOJIb3OBAHUE 3AMPELLEHO
NENCTBYIOLLMM 3AKOHOOATENLCTBOM.

OnucaHus 1 cneumdmrkaumy B nevaTHbIX nybnvkaumsx komnaHum Biosense Webster, Inc. Bkntoyasi
HacTosLLYtO NyGnMKaLmio, ABASIOTCS UCKMKOUNTENBHO MHAOPMALIMOHHBIMW MaTepuanamu, B HAX
npeacraBfieHo TOSbKO 06u.|ee onucaHune u3gennua Ha MOMEeHT U3roTOBMEeHUS, U OHU HU B Koew mepe
He ABNAKTCA rapaHTmeﬁ W He BblOAlTCA B KA4eCTBe rapaHTun Ha onucaHHoe nagenve.

ANEKTPOHHBLIE NUHCTPYKLMKX NO NPUMEHEHUIO

[laHHbIi JOKYMEHT [OCTYNeH Ha caiite www.e-ifu.com.
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Slovensky

Kabel TX eco

Pozor: Federalne zakony (USA) obmedzuju predaj tejto pomocky vyluéne licencovanému
zdravotnickemu pracovnikovi alebo na jeho predpis.

e Ak je balenie otvorené alebo poSkodené, vyrobok nepouzivajte.

OPIS ZARIADENIA

Kabel TX eco sa s predlZzovacim kablom pouZiva na pripojenie lie€ebného katétra Biosense Webster
k jednotke rozhrania pacienta (PIU) systtmu CARTO™ 3 (verzia 6 alebo novsia). PredlZovacie kable
su uvedené nizSie:

e Pre mikrokatéter QDOT™: Kabel TX eco EXT D135703

eV pripade inych lieGebnych katétrov Biosense Webster: D128603 (katalégové ¢. CR3434CT)
alebo D128604 (katalogové ¢. CR3425CT)

Kabel TX eco prenasa udaje z lieCebného katétra Biosense Webster do systtmu CARTO™ 3 a RF
generatora. Prenasané Gdaje su uvedené nizsie.

e Silové signaly

e Signaly umiestnenia

e IC signaly z 3 mikroelektrod v hrote katétra (len pre katétre s mikroelektrédami)

e Merania teploty zo 6 termo¢lankov v hrote katétra

INDIKACIE NA POUZITIE
Kabel TX eco sa pouziva na pripojenie lieGebného katétra Biosense Webster k jednotke rozhrania
pacienta (PIU) systému CARTO™ 3 (verzia 6 alebo novsia).

VYSTRAHY

1. Pred pouzitim tohto kabla si prec€itajte navod na pouZzitie lie€ebného katétra Biosense Webster.
Ak sa tento kabel pouziva s modulom QDOT MICRO™, pozrite si ndvod na pouzitie systému
CARTO™ 3 a navod na pouzitie a poznamky k vydaniu modulu QDOT MICRO™ pred tym, ako
pouzijete tento kdbel s modulom QDOT MICRO™.

2. Tento kdbel mdéze pouzivat a inStalovat len personal, ktory si precital obsah tohto dokumentu
a porozumel mu.

3. Tento kabel je schvaleny len na pouZzitie s lieCebnym katétrom Biosense Webster. Tento kabel
nepripajajte k Ziadnemu inému katétru.

4. Tento kabel sliZi len na pouzitie s lieebnym katétrom Biosense Webster, kompatibilnym RF
generatorom, systétmom CARTO™ 3 a kablami od spolo¢nosti Biosense Webster. Ohladom
podrobnosti kontaktujte zastupcu spolo¢nosti Biosense Webster.

5. Tento kabel musi byt po¢as zakroku aspori 1 meter (39,4 palca) od polohovej podlozky systému
CARTO™ 3.

6. Tento kabel musi byt pripojeny k jednotke PIU systému CARTO™ 3 na 5-minGtové zahrievacie
obdobie pred tym, ako sa pouzije, aby sa zaistili presné merania teploty. Po zahrievacom obdobi
budu merania teploty stabilizované. Ak sa kabel pouzije pred koncom zahrievacieho obdobia,
moze dojst k posunom teplot.

INSTALACIA A PREVADZKA KABLA

Pripojenie drziaka kabla

1. Umiestnite svorkovu Gast' drziaka kabla (islo dielu M652802) na bo¢nu stranu rukovéti vozika
systému CARTO™ alebo cez zabranu l6zka. Potom utiahnite gombik na drziaku kabla.

2. Vlozte kabel do drziaka kabla tak, aby kabel smeroval nadol.

Pripojenie kabla
1. Pripojte ¢erveny konektor kabla k zasuvke MAP na jednotke PIU systému CARTO™ 3.
2. Pripojte ZIty konektor kabla k zasuvke QUAD B alebo DECA na jednotke PIU.
Poznamka 1: Oba konektory musia byt pripojené k jednotke PIU.
Poznamka 2: Pripojenie konektora k zasuvke QUAD A méze viest k neziaducemu Sumu EKG.

3. Ak pouzivate mikro katéter QDOT™, pripojte katéter k jednému koncu kabla TX eco EXT.
Pripojte druhy koniec kabla TX eco EXT k velkej zasuvke na konci kabla TX eco.

4. Ak pouzivate iny lieGebny katéter Biosense Webster, pripojte katéter k jednému koncu
predlZovacieho kabla. Pripojte druhy koniec predlZovacieho kabla k malej okruhlej zasuvke na
konci kabla TX eco.

Odpojenie kabla

1. Odpojte cerveny konektor od jednotky PIU systému CARTO™ 3 potiahnutim konektora
z upevnenia povolitefného vysunutim.

2. Potom odpojte ZIty konektor od jednotky PIU potiahnutim konektora z upevnenia povolitelného
vysunutim.

Poznamka: Oba konektory musia byt odpojené od jednotky PIU. Nenechavajte jeden kabel
pripojeny a druhy odpojeny.

3. Po odpojeni kabla pockajte 10 sekund pred opatovnym pripojenim kabla k jednotke PIU.

Stav kontrolky LED

Stav kabla je indikovany pomocou kontrolky LED. Po spravnom pripojeni kébla k jednotke PIU
systému CARTO™ 3 a liecebnému katétru Biosense Webster vykona kabel zabudovany test (BIT).

LED Stav kabla Poznamky

Zelena: pomalé blikanie Prebieha test BIT -

Zelena: svieti Pripraveny na pouzitie = ---

Cervena: rychle blikanie  Chyba, test BIT zlyhal Teploty nie st odoslané do systému

CARTO™ 3 ani RF generatora.
Pozrite si ¢ast’ RieSenie problémov
v tomto dokumente.

STAROSTLIVOST O KABEL

Cistenie

Kabel nevyzaduje dezinfekciu ani sterilizaciu. Kabel nesterilizujte parou, v autoklave ani inym
sposobom.

Ak sa na kabli vyskytnu prach alebo ulomky, vycistite kabel nasledujticim spésobom:

1. Odpojte kabel.

2. Vycistite vonkajSiu stranu kabla utretim handrickou namocenou v mydle na ruky bez alkoholu
a vode.

3. Zaistite, aby do konektorov ani zasuviek kabla nevnikol Ziadny mydlovy roztok.

4. Pred pripojenim kabla k systému CARTO™ 3 alebo ku katétru overte, Ze je suchy.

Udrzba

V kabli sa nenachadzaju ziadne Casti, ktoré by mohol pouzivatel opravit sam. Ak kabel pri prevadzke
zlyha, obratte sa na oddelenie zakaznickej podpory alebo zastupcu spolo¢nosti Biosense Webster
ohladom vymeny. O¢akavana doba pouzitelnosti kabla je tri roky.

Likvidacia

Komponenty recyklujte alebo vyrobok a jeho zvy$né ¢asti alebo odpad likvidujte v sulade

s miestnymi zakonmi a predpismi.

TECHNICKE UDAJE

Specifikacie
Vstup jednosmerného Kabel ma vstup napdjania z jednotky PIU
prudu systému CARTO™ 3.
Hmotnost’ 1 kg (2,2 libry)
Rozmery 10 palcov dlhy x 1,9 palca Siroky x 3 palce vysoky
(254 mm x 48 mm x 76 mm)
Presnost’ teploty <2°C

Specifikacie prevadzky, skladovania a prepravy

Minimum Maximum
Specifikacie prevadzky
Teplota prostredia 10°C 30°C
Relativna vihkost™* 25 % 75 %
Specifikacie skladovania a prepravy
Teplota prostredia -30 °C 65 °C
Relativna vihkost™* 10 % 95 %

*V sulade s normou MIL-STD-1695 maju byt drovne relativnej
vlhkosti v rozsahu 30 % az 70 % v oblastiach, kde sa manipuluje
s elektronickymi dielmi a hybridnymi mikrookruhmi alebo kde sa
spracovavaju. Norma MIL-STD-1695 vyzaduje rovnaku uroven
kontrol relativnej vihkosti pre oblasti na manipulaciu a skladovanie
okrem pripadov, ked su polozky zakryté alebo chranené.

Informacie o elektromagnetickej kompatibilite

Kabel TX eco je ureny na pouzitie v elektromagnetickom prostredi $pecifikovanom v nédvode na
pouzitie systému CARTO™ 3.

RIESENIE PROBLEMOV

Ak je kontrolka LED na kabli TX eco ¢ervena a rychlo blika, test BIT zlyhal a spdsobil chybu (pozrite
si Cast Stav kontrolky LED v tomto dokumente). Ak chcete problém vyriesit, postupujte podfa nizsie
uvedenych krokov.

1. Odpojte katéter od kabla.

2. Odpojte kabel od jednotky PIU systému CARTO™ 3.

3. Opatovne pripojte kabel k jednotke PIU.

4. Opatovne pripojte katéter ku kablu.

5. Ak sa pouziva modul QDOT MICRO™, postupujte podla pokynov v névode na pouzitie

a poznamkach k vydaniu pre modul QDOT MICRO™.

6. Ak problém pretrvava, obratte sa na oddelenie zakaznickej podpory alebo zastupcu spoloénosti
Biosense Webster.

V niektorych situaciach, ked je na systém aplikovany vzduchovy vyboj 15 kV alebo kontaktny vyboj
8 kV, zobrazi systém CARTO™ 3 sucasne 3 chybové hlasenia: Nedaju sa ziskat mapové body
(Chyba 401), Presunula sa referencia tela pacienta (Chyba 256) a vyskakovacie okno, ktoré
naznacuje zmenu referencie tela pacienta. Ak nastane tato situacia, restartujte jednotku PIU.

VYHLASENIE O ZARUKE A OBMEDZENEJ ZODPOVEDNOSTI

NA VYROBOK POPISANY V TOMTO DOKUMENTE SA NEPOSKYTUJE ZIADNA VYSLOVENA
ALEBO IMPLICITNA ZARUKA, A TO BEZ OHZADU NA AKUKOLVEK IMPLICITNU ZARUKU
TYKAJUCU SA PREDAJNOSTI ALEBO VHODNOSTI NA TEN-KTORY UCEL. SPOLOENOST
BIOSENSE WEBSTER, INC. ANI JEJ SESTERSKE SPOLOCNOSTI ZA ZIADNYCH OKOLNOSTI
NEZODPOVEDAJU ZA ZIADNE MIMORIADNE, PRIAME, NEPRIAME ALEBO INE SKODY
OKREM SKOD, KTORE VYSLOVNE URCUJE PRISLUSNY ZAKON.

BEZ OBMEDZENIA VYSSIE UVEDENEHO SPOLOCNOST BIOSENSE WEBSTER, INC. ANI JEJ
SESTERSKE SPOLOCNOSTI NEZODPOVEDAJU ZA ZIADNE MIMORIADNE, PRIAME,
NEPRIAME ALEBO INE $KODY, KTORE VZNIKNU V DOSLEDKU OPAKOVANEHO POUZITIA
VYROBKU ALEBO VYROBKOV OZNACENYCH NA JEDNORAZOVE POUZITIE ALEBO V
PRIPADOCH, KED JE OPAKOVANE POUZITIE ZAKAZANE ZAKONOM.

Popis a vlastnosti uvedené vo vytlacenych materialoch spolo¢nosti Biosense Webster, Inc. vratane
tejto publikacie maju len informativny charakter a su uréené len na véeobecny popis vyrobku v ¢ase
vyroby. V Ziadnom pripade nepredstavuju ani neposkytuji zaruku popisovaného vyrobku.

ELEKTRONICKY NAVOD NA POUZITIE

Tento dokument je k dispozicii na adrese www.e-ifu.com.
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Slovenscina

Kabel TX eco

Pozor: Zvezna zakonodaja (ZDA) predpisuje, da sme to napravo prodajati oz. narociti le
zdravnik z ustrezno licenco.

e Ne uporabite, ¢e je embalaza odprta ali poSkodovana.

OPIS PRIPOMOCKA

Kabel TX eco se uporablja s podaljSevalnim kablom za povezovanje terapevtskega katetra
Biosense Webster z bolnikovim vmesnikom na sistemu CARTO™ 3 (razli¢ica 6 in novej$e razlicice).
V nadaljevanju so navedeni podaljSevalni kabli:

e za mikrokateter QDOT™: kabel TX eco EXT D135703

e zadruge terapeviske katetre Biosense Webster: D128603 (kataloSka $t. CR3434CT) ali
D128604 (kataloSka §t. CR3425CT)

Kabel TX eco podatke iz terapevtskega katetra Biosense Webster posreduje v sistem CARTO™ 3 in
RF-generator. V nadaljevanju so navedeni podatki, ki se posredujejo:

e signali modi,

* signali lokacije,

e signali IC iz 3 mikroelektrod v konici katetra (velja samo za katetre z mikroelektrodami),

e meritve temperature iz 6 termoclenov v konici katetra.

INDIKACIJE ZA UPORABO
Kabel TX eco se uporablja za povezovanje terapevtskega katetra Biosense Webster z bolnikovim
vmesnikom na sistemu CARTO™ 3 (razli¢ica 6 in novejSe razliCice).

OPOZORILA

1. Preden uporabite ta kabel, preberite navodila za uporabo terapevtskega katetra
Biosense Webster. Ce ta kabel uporabljate z modulom QDOT MICRO™, glejte navodila za
uporabo sistema CARTO™ 3 ter navodila za uporabo in informacije ob izdaji izdelka za modul
QDOT MICRO™, preden kabel uporabite z modulom QDOT MICRO™.

2. Ta kabel smejo namestiti in uporabljati le osebe, ki so prebrale ta navodila za uporabo in
razumejo njihovo vsebino.

3. Takabel je potrien samo za uporabo s terapevtskim katetrom Biosense Webster. Tega kabla ne
povezujte z nobenimi drugimi katetri.

4. Ta kabel je namenjen samo za uporabo z zdruZljivim terapevtskim katetrom Biosense Webster,
zdruzljivim RF-generatorjem, sistemom CARTO™ 3 in kabli Biosense Webster. O podrobnostih
se posvetujte s predstavnikom podjetja Biosense Webster.

5. Ta kabel mora biti med postopkom vsaj 1 meter (39,4 in) oddaljen od lokacijske enote sistema
CARTO™ 3.

6. Ta kabel je treba v bolnikov vmesnik sistema CARTO™ 3 prikljuciti 5 minut pred uporabo, da se
ogreje, saj s tem zagotovite to€ne temperaturne od¢itke. Po obdobju ogrevanja se temperaturni
odgitki stabilizirajo. Ce kabel uporabite pred koncem obdobja ogrevanja, lahko pride do
temperaturnega nihanja.

NAMESCANJE IN UPORABA KABLA

Namesc¢anje drzala za kabel

1. Pritrditveni del drzala za kabel (Stevilka dela M652802) namestite na drzalo na vozic¢ku sistema
CARTO™ ali na posteljno ograjo. Nato privijte gumb na drzalu za kabel.

2. Kabel vstavite v drzalo za kabel tako, da bo kabel obrnjen navzdol.

Prikljucitev kabla
1. Rde¢i prikljucek kabla prikljucite v vticnico MAP na bolnikovem vmesniku sistema CARTO™ 3.
2. Rumeni prikljucek kabla prikljucite v vticnico QUAD B ali DECA na bolnikovem vmesniku.
Opomba 1: oba priklju¢ka morata biti priklju¢ena v bolnikov vmesnik.
Opomba 2: prikljucitev prikljucka v vtiénico QUAD A lahko sprozi nezelen Sum signala EKG-ja.

3. Ce uporabljate mikrokateter QDOT™, kateter prikljucite na en konec kabla TX eco EXT. Drugi
konec kabla TX eco EXT prikljucite v veliko vti¢nico na koncu kabla TX eco.

4. Ce uporabljate drug terapevtski kateter Biosense Webster, kateter prikljugite na en konec
podalj$evalnega kabla. Drugi konec podalj$evalnega kabla prikljucite v malo okroglo vti¢nico na
koncu kabla TX eco.

Odklop kabla

1. Rdedi prikljucek odklopite od bolnikovega vmesnika sistema CARTO™ 3 tako, da priklju¢ek
izvlecete iz nastavka za drsno sprostitev.

2. Nato odklopite rumeni priklju¢ek od bolnikovega vmesnika tako, da prikljucek izviecete iz
nastavka za drsno sprostitev.

Opomba: oba priklju¢ka morata biti odklopljena iz bolnikovega vmesnika. Ko je en kabel
odklopljen, naj drugi ne ostane prikljucen.

3. Ko kabel odklopite, po¢akajte 10 sekund, preden ga znova prikljucite na bolnikov vmesnik.

Stanje LED
Stanje kabla kaZe LED-dioda. Ko je kabel pravilno priklju¢en v bolnikov vmesnik sistema CARTO™ 3
in na terapevtski kateter Biosense Webster, kabel izvede interni preskus (Built-In Test — BIT).

LED Stanje kabla Opombe

Zelena: pocasi utripa Izvaja se BIT -

Zelena: sveti Pripravljeno za uporabo --

Temperatura se ne poSilja v sistem
CARTO™ 3 ali RF-generator.
Glejte poglavje Odpravijanje tezav v
tem dokumentu.

Rdeca: hitro utripa Napaka, BIT ni uspel

VZDRZEVANJE KABLA

Ciséenje

Kabla ni treba razkuZevati ali sterilizirati. Kabla ne sterilizirajte s paro, avtoklaviranjem ali na kakrsen
koli drugi nacin.

Ce so na kablu ostanki ali prah, kabel ogistite na naslednji nagin:

1. Kabel odklopite.

2. Ocistite zunanje povrsine kabla tako, da jih obriSete s krpo, navlazeno z milom za roke, ki ne
vsebuje alkohola, in vodo.

3. Poskrbite, da milnica ne zaide v prikljucke kabla ali vti¢nice.
4. Poskrbite tudi, da je kabel suh, preden ga prikljucite na sistem CARTO™ 3 ali kateter.

Vzdrzevanje

V kablu ni delov, ki bi jih lahko servisiral uporabnik. Ce kabel ne deluje veg, se obrnite na podporo za
stranke ali predstavnika podjetja Biosense Webster, da vam kabel zamenja. Pri¢akovana Zivljenjska
doba kabla je tri leta.

Odstranjevanje

Recikliranje sestavnih delov oziroma odlaganje izdelka in njegovih izrabljenih oz. odpadnih delov
izvedite v skladu z lokalnimi uredbami in predpisi.

TEHNICNI PODATKI

Specifikacije
Napajanje z enosmernim Kabel se napaja preko bolnikovega vmesnika
tokom sistema CARTO™ 3.
Teza 1kg (2,2 1b)
Dimenzije 10 in (dolzina) x 1,9 in (8irina) x 3 in (viSina)

(254 mm x 48 mm x 76 mm)

Toénost temperature <2°C

Delovni pogoji ter pogoji za shranjevanje in prevoz

Najmanj Najveé

Specifikacije za upravljanje
Temperatura okolja 10 °C 30°C

Relativna vlaznost* 25 % 75 %

Specifikacije za shranjevanje in prevoz
Temperatura okolja -30°C 65 °C
Relativna vlaznost* 10 % 95 %

*V skladu s standardom MIL-STD-1695 mora biti raven relativne vlaznosti
na mestih, kjer se uporabljajo ali obdelujejo elektronski deli in hibridna
mikrovezja, v razponu od 30 do 70 %. Standard MIL-STD-1695 zahteva
enako raven nadzora relativne vlaznosti za mesta, kjer se izdelek uporablja
in shranjuje, razen ¢e so elementi pokriti oziroma za$g¢iteni.

Podatki EMZ

Kabel TX eco je predviden za uporabo v elektromagnetnem okolju, opredelijenem v navodilih za
uporabo sistema CARTO™ 3.

ODPRAVLJANJE TEZAV
Ce LED-dioda na kablu TX eco sveti rdeée in hitro utripa, BIT ni uspel in je povzro&il napako
(glejte poglavje Stanje LED v tem dokumentu). Da odpravite tezavo, upostevajte naslednje korake.

1. Kateter odklopite od kabla.

Kabel odklopite iz bolnikovega vmesnika sistema CARTO™ 3.
Kabel znova prikljucite v bolnikov vmesnik.

Kateter znova prikljucite na kabel.

Ce uporabljate modul QDOT MICRO™, sledite napotkom iz navodil za uporabo in informacij ob
izdaji izdelka za modul QDOT MICRO™.

6. Ce tezave niste odpravili, se za pomog obrnite na podporo za stranke ali na svojega zastopnika
podjetja Biosense Webster.

V nekaterih primerih, ko pri sistemu pride do 15-kV razelektritve v zrak ali 8-kV kontaktne razelektritve,
sistem CARTO™ 3 istoasno prikaze 3 sporocila o napakah: tock preslikave ni mogoce pridobiti
(napaka 401), referenca bolnikovega telesa se je premaknila (napaka 256) in pojavno okno, ki sporoca,
da se je referenca bolnikovega telesa premaknila. Ce se to zgodi, znova zaZenite bolnikov vmesnik.

S o S

IZJAVA O GARANCIJI IN OMEJENI ODGOVORNOSTI

NE OBSTAJA NOBENO JAMSTVO IZRECENO ALI IMPLICITNO, VKLJUCUJOC BREZ
OMEJITEV KAKRSNOKOLI IMPLICITNO JAMSTVO O USTREZNOSTI ZA PRODAJO ALI
NAMEN ZA OPISAN IZDELEK V TEM OMEJENEM JAMSTVU. BIOSENSE WEBSTER, INC., ALI
Z NJIM POVEZANE DRUZBE, V NOBENEM PRIMERU NE ODGOVARJAJO ZA KAKRSNOKOLI
POSEBNO, NEPOSREDNO, NAKLJUCNO, POSLEDICNO ALI DRUGACNO OBLIKO SKODE,
RAZEN CE TO NI IZRECNO DOLOCENO S POSEBNIM ZAKONOM.

BREZ OMEJITVE GLEDE NA POVEDANO BIOSENSE WEBSTER, INC. IN NJEGOVI LICENCNI
PARTNERJI V NOBENEM PRIMERU NE ODGOVARJAJO ZA POSEBNO, DIREKTNO,
NAKLJUCNO, POSLEDICNO ALI DRUGO $KODO, Kl IZVIRA IZ PONOVNE UPORABE
KATEREGAKOLI OD IZDELKOV, KI SO NAMENJENI ENKRATNI UPORABI ALI KJER JE
PONOVNA UPORABA PREPOVEDANA Z USTREZNIM ZAKONOM.

Opisi in specifikacije navedene v tiskanih dokumentih podjetja Biosense Webster, Inc. vkljuujo¢ to
publikacijo, so zgolj informativni in namenjeni zgolj sploSnemu opisu izdelka, v ¢asu, ko je bil ta
proizveden, in niso v nobenem primeru napisani oz. dani kot jamstvo za predpisan izdelek.

ELEKTRONSKA NAVODILA ZA UPORABO

Ta dokument je na voljo na www.e-ifu.com.
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Cpnckun

TX eco ka6bn

Onpe3s: CaBe3Hu 3akoH (CA[l) orpaHu4aBa npopaajy oBor ypehaja Ha npoaajy oA cTpaHe unm
Mo Hanory nuueHUMUpaHor nekapa.

* He KOPUCTUTYU @Ko je NakoBaH-e OTBOPEHO 1N oTeheHo.

ONnucC YPEHAJA

TX eco kabn ce kopuCTU ca NpoAyHUM kabrnom 3a noeeaunBane Biosense Webster kateTepa 3a
Tepanwjy ca uitepdejc jeanHuuom 3a nauujeHta (PIU) CARTO™ 3 cuctema (Bep3auja 6 1 HoBuja).
MpoayxHu kabrnosu cy HaBeAEHU Y HacTaBKy:

3a QDOT™ Micro kateTtep: TX eco EXT kabn D135703

3a gpyre kaTeTepe 3a Tepanujy komnaHuje Biosense Webster: D128603 (kaT. 6p. CR3434CT)
unn D128604 (kaT. 6p. CR3425CT)

TX eco kabn npeHocu nopaTke ca Biosense Webster katetepa 3a Tepanujy y CARTO™ 3 cuctem u
P® renepatop. MHdopmMauuje koje ce npeHoce HaBedeHe Cy Y HacTaBKy.

e CurHanu Hanpesata

e CurHanu nokauuje
e VL curHanu ca 3 MUKpPOENeKTPoAe Y BpXy kaTeTepa (camo 3a kaTeTepe ca MUKpOerekTpoaama)

e Mepeha Temnepatype ca 6 TepMo napoBa y BpXy kateTepa

WHOMKALIMJE 3A YNOTPEBY

TX eco kabn ce kopucTu 3a noeeanBare Biosense Webster kateTepa 3a Tepanujy ca uHtepdejc
jeavHuuom 3a nauujeHTa (PIU) CARTO™ 3 cuctema (Bepauja 6 u HoBuja).

YMNO30PEHA

1. TMpe kopuwwhersa oBor kabna npounTtajte Ynymemso 3a ynompeby Biosense Webster kateTepa
3a Tepanujy. Ako ce oBaj kabn kopuct ca QDOT MICRO™ mopynom, norneaajte Ynymemeo 3a
ynompeby 3a CARTO™ 3 cuctem v Yrnymemeo 3a yriompeby u HarlomeHe o 8ep3uju 3a
QDOT MICRO™ mopyn npe kopuwiheta osor kabna ca QDOT MICRO™ mopyrnom.

2. Camo unaHoBu ocobrba Koju Cy NpoynTanu 1 pasymenu cagpxaj oBor JOKyMeHTa cMejy Aa
noctaBrbajy v kopucTe oBaj kabn.

3. Osaj kabn je npoBepeH camo 3a kopulihere ca Biosense Webster kateTepom 3a Tepanujy.
HewmojTe fa nosesyjeTe oBaj kabn ca 6UNo kojum Apyrum KaTeTepom.

4. Osaj kabn je npeasuheH 3a ynotpeby camo ca Biosense Webster kateTepom 3a Tepanujy,
komnatnéunuum PP reHepatopom, cuctemom CARTO™ 3 n Biosense Webster kabnosuma.
[eTarbe notpaxuTe of Baller npefcTaBHUKa komnaHuje Biosense Webster.

5. Osaj kabn mopa aa byae yoareH Hajvare 1 meTap (39,4 in) op nokauuore Tabne CARTO™ 3
cucTema TOKOM MOCTyrKa.

6. [a 6u ce ocurypana npeumsHa ounTaBara TeMnepartype, oBaj kabn mopa npe kopuwhetra aa

ce nosexe ca uHTepdejc jeamHuLoM 3a naumjeHta cuctema CARTO™ 3 pagu 3arpeBara of
5 MuHyTa. HakoH nepuo/a 3arpeBatsa, OuMTaBaka Temnepatype ce ctabunuayjy. Ako ce kabn
ynotpe6u npe ucteka nepuoa sarpeBara, Moxe A0hK 0 OACTyNaHa TemnepaTtype.

WHCTANUPAHKE U PAL CA KABJIOM

MpuuspwhuBatbe apxaya kabna

1. TMocTaBuTe CTE3HM Aeo Apxaya kabna (kaTanowwku 6poj M652802) Ha cTpaHu ApLuke konuua

CARTO™ cuctema vnuv Npeko LuMnke kpeseTa. 3aTUM 3aTerHuTe Ayrme Ha apxadvy kabna.
2. YmeTHuTe kabn y Apxay kabna Tako Aa kabn 6yae okpeHyT Hagone.

MoBesnBawe kabna

1. TMoBexuTe LpBeHN KOHeKTOp kabna Ha MAP yTuuHWLY nHTepdejc jeanHuLe 3a naumjeHTa

CARTO™ 3 cucrema.

MoBexwTe xyTn koHekTop kabna Ha QUAD B nnu DECA yTuunHuly nHtepdejc jeanHuue 3a
nauujeHTa.

HanomeHa 1: Oba koHekTOpa Mopajy 6uTi noBesaHa Ha MHTepdejC jeanHULY 3a nauujeHTa.
HanomeHa 2: MoeeanBare koHekTopa Ha QUAD A moxe aa aoseae Ao HexerbeHor EKI wyma.

Ako kopuctute QDOT™ Micro kaTeTep, NoBexuTe KaTeTep ca jefHUM kpajem kabna TX eco EXT.
MpukrbyunTte apyru kpaj TX eco EXT kabna y Benuky yTU4HULY Ha Apyrom kpajy kabna TX eco.

AKo KopuCTUTe Apyru KaTeTep 3a Tepanujy komnaHuje Biosense Webster, nosexure katetep ca

jeannm kpajem npoayxHor kabna. MpukrbyuuTte Apyru kpaj NpoayXHor kabna y mMany okpyrny
YTUYHULY Ha Apyrom kpajy kabna TX eco.

OpBajarbe kabna

1. OpBojuTe LpBEHU KOHEKTOp ca nHTepdejc jeanHue 3a naumjeHta CARTO™ 3 cuctema

noenavyekemM KOHeKTopa U3 Knn3He ctere 3a ocnoﬁaf]arbe.

2. 3aTvm 0ABOjUTE XyTW KOHEKTOP ca HTepdejc jeanHMLE 3a NauujeHTa noBrayeleM KoHeKTopa
13 Kn3He cTere 3a ocriobahamse.
HanomeHa: O6a koHekTOpa Mopajy 61T ofBojeHa oA uHTepdejc jeanHuLEe 3a nauujeHTa.
HewmojTe na octaBrbate jenaH kabn nosesaH oK je ApYrv OABOjeH.

3. HakoH ofBajama kabna, cavekajte 10 cekyHAV Npe Hero LTO NMOHOBO NoBexeTe kabn ca

nHTepdejc jeAMHULIOM 3a nauujeHTa.

CrartycHa JIE[l amopa

Cratyc kabna ce curianuaupa JIE[l auogom. Kaga ce kabn npaBunHo nosexe ca uHtepdejc

jeanHuuom 3a naunjeHta CARTO™ 3 cuctema u Biosense Webster kaTeTep 3a Tepanujy, kabn

obasrba uHTerpucanu Tect (BIT).
TNEQ avopa

Cratyc kabna KomeHnTapu

3eneHa: cnopo Tpenepu VIHTerpucanmn TecT y Toky

3eneHa: HeNpeKknaHoO CBeTNn Cnpemat 3a ynotpeby

LipseHa: 6p3o Tpenepu [pewka, HeycnewaH

WHTEerpnucaHu Tect

Temnepatype ce He wWwarby y
CARTO™ 3 cuctem unmn PO
reHepaTop.

Mornepajte opgerbak Pewasare
rpobriema y 0BOM JOKYMEHTY.

HETA KABJIA

Yuwhemwe

Kabn He 3axTeBa Ae3unHdekumjy unu ctepunusauujy. Kabn He ctepunucatit napom, ayToKnaBoM Unm
Ha [ipyre HaumHe.

Axko ce Ha kabny nojaev npalumMHa UM Tanor, o4UCTUTE kabn Ha cnefehu HaunH:

1. Opgojute Kabn.

2. CnorbHy noBpLUMHY kabna ounctuTe GprcareM Kprom Koja je HaTonrbeHa CpeACcTBOM 3a Npawe
PYKy KOje He cafpXu ankoxos 1 BOAOM.

3. TocTapajTe ce fa canyHuua He yhe y Npukrbyyke Unm yTuyHuue kabna.

4. TMobpuHuTte ce aa kabn 6yae cys npe Hero wWTo ra nosexete Ha CARTO™ 3 cuctem nnu katetep.

OppxaBate

Kabn He cagpxu genose Koje 61 Morao Aa cepBucupa KOpUCHUK. Ako kabn He yHKLVOHULLE
npaBuIiHO, obpaTtnTe ce KOPUCHUYKOj MOAPLLILM UMK BalleM NpeAcTaBHUKY KOMMaHuje
Biosense Webster paau 3ameHe. O4ekuBaHW KOPUCHU BEK Tpajaka kabna je Tpy roguHe.
Oanarawe

PeuuknupajTe KOMNOHEHTE UMW OANOXKUTE Y OTNaZ NPOU3BOA, U HErOBe NPeocTasne enemMeHTe unm
oTnajHe AenoBe y ckna/y ca oKanHUM 3akoHMMa 1 Nponucuma.

TEXHUYKM NOAALMN
Cneundmkaumje

Yna3 jegHocmepHe cTpyje  OBaj kabn ce enekTpUYHO Hanaja npeko UHTepdejc

jeavHuue 3a nauvjeHta cuctema CARTO™ 3.
1kr(2,21b)

TexuHa

OnmeH3nje AyxuHa 10 uH. X wrprHa 1,9 MH. X BUCKUHA 3 WH.
(254 MM x 48 MM X 76 MM)

<2°C

MpeuunsHocT TeMnepatype

Cneuudmkaumje 3a pag, cKnagvluTee U TpaHCNopT

M M
PapHe cneundukaumje
AmbBujeHTanHa Temnepatypa 10 °C 30°C
PenatvBHa BnaxHocT* 25% 75%
Cneundmkaumje 3a cknaguwiTee M TpaHCNoOpT
AmbujeHTanHa Temnepatypa -30 °C 65°C
PenaTtusHa BnaxHocT* 10% 95%

*Y cknagy ca MIL-STD-1695, HuBow penatvsHe BnaxHocTu 6uhe y oncery oa 30%
no 70% y noapysjuma y Kojuma ce pykyje enekTpoHCKUM AeroBrMa U XubpuaHum
MUKpOKONMMa Unu y Kojuma ce oHun obpahyjy. MIL-STD-1695 3axTeBa ucte KOHTpone
HUBOA penaTuBHE BNAXHOCTU 3a NoApYYja pykoBaka 1 ckrafviiTeba, OCUM Kaaa cy
KOMMOHeHTe NoKpuBeHe 1nu 3alTuhexe.

WHdopmaumje o enekTpomMarHeTckoj KOMNaTMGUNHOCTH

TX eco kabn je npeasuneH 3a ynotpeby y enekTpOMarHETCKOM OKpYXeky Kao LITO je HaBeAeHo Yy
Ynymcmsy 3a ynompeby CARTO™ 3 cuctema.

PELLABAHKE NMPOBJIEMA

Axo je NNE[l propa Ha TX eco kabny upBeHe 60je 1 6p30 Tpenepu, MHTErpucaHn TECT HUje ycrneo n
y3pOKOBao je rpeluky (nornefajte ofersak CmamycHa JIE[] duoda y oBoM [OKyMeHTY). Mpatute
Kopake y HacTaBky fa 6ucTe pelumnu npobnem.

OpBojuTe kaTeTep oA kabna.

OpBojute kabn ca uHTepdejc jeavHnLe 3a naunjenta CARTO™ 3 cuctema.
MoHoBO nosexuTe kabn Ha UHTepdejc jeanHULY 3a nauujeHTa.

MoHoBO noBexuTe kaTeTep ca kabrnom.

o s 0N

Axo ce kopuctn QDOT MICRO™ mopayn, npaTute cMepHULIE HaBeaeHe y Yiymemesy 3a
yrnompeby u HanomeHama o eep3uju 3a QDOT MICRO™ wmopyn.

Axko ce npobnem HacTasu, obpaTute ce cnyxbu 3a KOPUCHUKE UMK NPEACTaBHUKY KOMMaHuje
Biosense Webster.

Y Hekum cuTyauujama, kaga ce Ha CUCTEM NpPUMEHW Mpaxtere nyTem Basayxa of 15 kV unu
npaxerse nytem koHtakta og 8 kV, CARTO™ 3 cuctem nctoBpemeHo npukasyje 3 nopyke o
rpeluum: Huje moryhe npu6aeutu Tadke mane (Mpewka 401), pedepeHua Tena nauvjeHTa je
nomepeHa (Mpeluka 256) n nckadyha nopyka koja o3HavaBa NpoMeHy pedepeHLe Tena nauujeHTa.
Axo fo oBora gohe, pectapTyjTe uHTepdejc jeanHnLe 3a naumjeHTa.
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Cpnckun

OOPUUAHE TAPAHUUJE U OTPAHUYEHE OAFOBOPHOCTHU

HEMA U3PUYUTE NN UMMITULUNPAHE FTAPAHUUJE, YKIbYYYJYFU BE3 OTPAHUYEA
CBAKY UMMJTULUPAHY FAPAHLUXJY NOOECHOCTU 3A TPFOBUHY UM NOrOAHOCTU 3A
OOPEBHEHY HAMEHY, 3A MPOU3BO[(E) ONMUCAHE Y OBOM TEKCTY. HU NOJ KOJUM
OKONMHOCTUMA KOMMAHWJA BIOSENSE WEBSTER, INC. UJTU HEHE MOBE3AHE
KOMMNAHWJE HEThE BUTU OOAFOBOPHA 3A BUIO KOJE CMEUMJANHE, OUPEKTHE,
CNYYAJHE, NOCNEQULUTE UNW OPYTE LUTETE, OCUM OHUX KOJE CY U3PUYUTO
OOPEBEHE BAXXEThUM 3AKOHOM.

BE3 OrPAHUYABAHKA HABEJEHOTI, BIOSENSE WEBSTER, INC. UIU HHEHE NAPTHEPCKE
KOMMNAHWJE HEThE BUTU OAFOBOPHE 3A BUIO KAKBY MOCEBHY, AUPEKTHY, CITYYAJHY
U NOCNEQNYHY UNU BUNO KAKBY OPYTY LWUTETY HACTANY YCNEQ NOHOBHE
YNOTPEBE BUNO KOINKOJUX NMPOU3BOAA CA O3HAKOM 3A JEOHOKPATHY YNOTPEBY
WINKU YKOJTMKO NOHOBHY YNOTPEBY 3AEPAHYJE BAXKEThU 3AKOH.

Onucy  cneuyudmkaLmje Koju ce Hanase y LUTaMnaHoM maTepujany KomnaHuvje

Biosense Webster, Inc., ykrbyuyjyhu u oBy ny6nukauujy, HaMEHEHMN Cy UCKIbYYMBO 3a
MHOPMaTUBHE CBPXE M CaMo 3a OMLUTY ONUC NPOM3BOAA Y TPEHYTKY NPON3BO/H-E U He Npyxajy ce
Kao rapaHuuja 3a NponncaHn NPOM3BOA HU Ha KOjW HauMH.

ENEKTPOHCKO YNYTCTBO 3A YINOTPEBY
OBaj OKYMEHT je [OCTynaH Ha MHTEPHET agpecn www.e-ifu.com.
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Svenska

TX eco-kabel

Varning: Enligt federal lagstiftning (USA) far denna produkt endast séljas av eller pa
ordination av en legitimerad lékare.

e Far ej anvandas om forpackningen ar 6ppnad eller skadad.

PRODUKTBESKRIVNING

TX eco -kabeln anvands tillsammans med en férlangningskabel for att ansluta en Biosense Webster
terapeutisk kateter till patientgréanssnittsenheten (PIU) i CARTO™ 3 System (Version 6 och senare).
Forlangningskablarna anges nedan:

e For QDOT™ Micro Catheter: TX eco EXT-kabel D135703

e For andra Biosense Webster behandlingskatetrar: D128603 (katalognr CR3434CT) eller
D128604 (katalognr CR3425CT)

TX eco -kabeln 6verfor data fran en Biosense Webster terapeutisk kateter till CARTO™ 3-systemet
och RF-generatorn. Den information som éverférs anges nedan.

e Kraftsignaler
e Platssignaler

e IC-signaler fran de 3 mikroelektroderna i kateterspetsen (endast for katetrar med
mikroelektroder)

e Temperaturmatningar fran de 6 termoelementen i kateterspetsen

BRUKSANVISNING

TX eco -kabeln anvands for att ansluta en terapeutisk kateter fran Biosense Webster till
patientgrénssnittsenheten (PIU) i CARTO™ 3 System (Version 6 och senare).

VARNINGAR

1. Innan du anvénder den hér kabeln ska du lasa foljande Bruksanvisning fér Biosense Webster
terapeutisk kateter. Om denna kabel anvéands med QDOT MICRO™-modulen ska
bruksanvisningen till CARTO™ 3-systemet samt bruksanvisningen och versionsinformationen
som géller QDOT MICRO™-modulen lasas innan denna kabel anvands med QDOT MICRO™-
modulen.

2. Endast personal som har last och forstatt innehallet i det har dokumentet far stélla in och
anvanda denna kabel.

3. Denna kabel har endast godkants fér anvandning med Biosense Webster behandlingskateter.
Anslut inte denna kabel till nagon annan kateter.

4. Denna kabel ar endast avsedd att anvandas med en Biosense Webster behandlingskateter, en
kompatibel RF-generator, ett CARTO™ 3-system och Biosense Webster-kablar. Kontakta din
Biosense Webster-representant om du behéver mer information.

5. Kabeln maste vara minst 1 meter (39,4 tum) bort fran CARTO™ 3-systemet under forfarandet.

6. Fore anvandning maste denna kabel anslutas till CARTO™ 3-systemets PIU for en 5 minuter
lang uppvarmning for att exakta temperaturavlasningar ska kunna garanteras. Efter
uppvarmningsperioden stabiliseras temperaturavlidsningarna. Om kabeln anvands innan
uppvarmningen har slutforts kan temperaturdrift forekomma.

INSTALLERA OCH ANVANDA KABELN

Satta fast kabelhallaren

1. Placera kabelhallarens klamdel (artikelnummer M652802) pa sidan av CARTO ™-systemets
vagnhandtag eller dver sangrécket. Dra at vredet pa kabelhallaren.

2. Séttin kabeln i kabelhallaren med kabeln vand nedat.

Ansluta kabeln
1. Anslut kabelns roda kontakt till MAP-uttaget pA CARTO™ 3-systemets PIU.
2. Anslut kabelns gula kontakt till QUAD B- eller DECA-uttaget pa PIU:n.

Obs 1! Bada kontakterna maste anslutas till PIU:n.

Obs 2! Anslutning av kontakten till QUAD A kan leda till oonskat EKG-brus.

3. Om du anvander en QDOT ™-mikrokateter ansluter du katetern till den ena anden av
TX eco EXT -kabeln. Anslut den andra anden av TX eco EXT -kabeln till det stora uttaget i slutet
av TX eco -kabeln.

4. Om en annan Biosense Webster-behandlingskateter anvands ska katetern anslutas till ena
anden av forlangningskabeln. Anslut den andra @nden av férlangningskabeln till det lilla runda
uttaget i slutet av TX eco -kabeln.

Koppla fran kabeln

1. Koppla bort den réda kontakten fran CARTO™ 3-systemets PIU genom att dra i kontaktens
gliddel.

2. Koppla sedan bort den gula kontakten fran PIU:n genom att dra i kontaktens gliddel.

Obs! Bada kontakterna maste vara bortkopplade fran PIU:n. Ldmna inte den ena kabeln
ansluten och den andra kabeln frankopplad.

3. Efter att kabeln kopplats fran, vanta 10 sekunder innan du ateransluter kabeln till PIU:n.

Lysdiodstatus

Kabelns status anges av en lysdiod. Nar kabeln ar korrekt ansluten till PIU:n pa CARTO™ 3-
systemet och till Biosense Webster terapeutisk kateter utfor den ett inbyggt test (BIT).

Lysdiod

Gron: blinkar langsamt

Kabelstatus Kommentarer

Det inbyggda testet pagar -
Gron: lyser med ett fast sken Redo att anvandas -—-

R&d: blinkar snabbt Fel, det inbyggda testet

misslyckades

Temperaturerna skickas inte till
CARTO™ 3-systemet eller RF -
generatorn.

Se avsnittet Fels6kning i det har
dokumentet.

KABELSKOTSEL

Rengoring

Kabeln kraver ingen desinfektion eller sterilisering. Kabeln far inte angrengéras, autoklaveras eller pa
annat satt steriliseras.

Rengor kabeln pa féljande satt om den blir dammig eller smutsig:
1. Koppla fran kabeln.

2. Rengor kabelns utsida genom att torka av den med en trasa som ar fuktad med alkoholfri
handtval och vatten.

3. Se till att tvallosningen inte tréanger in i kabelns kontakter eller uttag.
4. Kontrollera att kabeln &r torr innan den ansluts till CARTO™ 3-systemet eller till en kateter.
Underhall

Inga delar av kabeln far servas av anvandaren. Om kabeln inte fungerar kontaktar du kundtjanst eller
Biosense Webster-representanten och begar en ny. Kabelns forvantade livslangd &r tre ar.

Kassering

Atervinn komponenter eller kassera produkten med kvarstaende element eller avfallsartiklar i
enlighet med lokala lagar och férordningar.

TEKNISKA DATA

Specifikationer
Ingang for likstrom Kabeln far strém fran CARTO™ 3-systemets PIU.
Vikt 1kg (2,2 pund)

Matt 10 tum lang x 1,9 tum bred x 3 tum hog
(254 mm x 48 mm x 76 mm)

Temperaturnogrannhet <2°C

Specifikationer for drift, forvaring och transport

Minimum  Maximum
Driftsspecifikationer
Omgivningstemperatur 10°C 30°C
Relativ luftfuktighet* 25 % 75 %
Forvarings- och transportspecifikationer
Omgivningstemperatur -30°C 65 °C
Relativ luftfuktighet* 10 % 95 %

* | enlighet med MIL-STD-1695 ska nivaerna av relativ luftfuktighet

ligga inom intervallet 30-70 % pa platser dar elektroniska delar och

hybridmikrokretsar hanteras eller bearbetas. | MIL-STD-1695 kravs

samma niva av reglering av relativ luftfuktighet for hanterings- och

forvaringsplatser, savida inte foremalen ar tackta eller skyddade.
EMC-information

TX eco -kabeln &r avsedd att anvandas i en sadan elektromagnetisk miljo som anges i
bruksanvisningen till CARTO™ 3-systemet.

FELSOKNING

Om lysdioden pa TX eco -kabeln ar réd och blinkar snabbt har det inbyggda testet misslyckats och
orsakat ett fel (se avsnittet Lysdiodstatus i det har dokumentet). Folj stegen nedan for att korrigera
problemet.

Koppla bort katetern fran kabeln.

Koppla bort kabeln fran CARTO™ 3-systemets PIU.
Ateranslut kabeln till PIU:n.

Ateranslut katetern till kabeln.

I A

Om en QDOT MICRO™-modul anvands féljer du bruksanvisningen och den viktiga
informationen géllande QDOT MICRO™-modulen.

6. Om problemet kvarstar, kontakta kundtjanst eller din Biosense Webster-butik.

| vissa situationer, da systemet utsatts for en 15 kV lufturladdning eller en 8 kV kontakturladdning,
visar CARTO™ 3-systemet 3 felmeddelanden pa samma gang: Ingen atkomst till Map-punkter
(felkod 401), Referensen for patientkroppen har flyttats (felkod 256) samt ett popup-meddelande som
anger referensandringen for patientkroppen. Starta om PIU:n om detta intréffar.

FRISKRIVNING OCH ANSVARSBEGRANSNINGAR

INGEN UTTRYCKT ELLER UNDERFORSTADD GARANTI UTFARDAS, INKLUSIVE, MEN INTE
BEGRANSAT TILL, UNDERFORSTADD GARANTI ANGAENDE SALJBARHET ELLER
LAMPLIGHET FOR ETT VISST SYFTE FOR PRODUKTEN/PRODUKTERNA SOM BESKRIVS |
DETTA DOKUMENT. UNDER INGA OMSTANDIGHETER SKALL BIOSENSE WEBSTER, INC.,
ELLER DESS DOTTERBOLAG, HALLAS ANSVARIGA FOR SPECIELLA, DIREKTA,
TILLFALLIGA SKADOR ELLER FOLJDSKADOR, ELLER ANDRA SKADOR AN DE SOM
UTTRYCKLIGEN SPECIFICERAS | GALLANDE LAG.

UTAN ATT BEGRANSA DET OVANNAMNDA, SKALL BIOSENSE WEBSTER, INC. OCH DESS
DOTTERBOLAG, INTE HALLAS ANSVARIGA FOR SPECIELLA, DIREKTA, TILLFALLIGA
SKADOR ELLER FOLJDSKADOR, ELLER ANDRA SKADOR SOM UPPSTAR PA GRUND AV
ATERANVANDNING AV EN ELLER FLERA PRODUKTER VARS ETIKETT ANGER
ENGANGSANVANDNING, OCH DAR ATERANVANDNING FORBJUDS AV GALLANDE LAG.

Beskrivningar och specifikationer i tryckt material publicerat av Biosense Webster, Inc., inklusive
denna publikation, utfardas endast i informationssyfte, och ar endast avsedda att generellt beskriva
katetern vid tillverkningstidpunkten och &r inte avsedda att utgora garanti av den ordinerade katetern
pa nagot som helst satt.

ELEKTRONISK BRUKSANVISNING
Detta dokument finns tillgéngligt pa www.e-ifu.com.
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Turkge

TX eco Kablo

Dikkat: Federal yasalar (ABD) uyarinca bu cihaz sadece lisansh bir saglik uzmani tarafindan
ya da saghk uzmaninin istegi lizerine satilabilir.

e Ambalaj a¢iimis ya da zarar gérmisse kullanmayin.

CIiHAZ TANIMI

TX eco Kablo, Biosense Webster terapotik kateteri CARTO™ 3 Sisteminin (Versiyon 6 ve uzeri)
Hasta Araylz Unitesine (PIU) baglamak igin uzatma kablosu ile birlikte kullanilir. Uzatma kablolari
asagida listelenmistir:

QDOT™ Mikro Kateter igin: TX eco EXT Kablo D135703

Diger Biosense Webster terapétik kateterler igin: D128603 (katalog no. CR3434CT) veya
D128604 (katalog no. CR3425CT)

TX eco Kablo, Biosense Webster terapotik kateterden CARTO™ 3 Sistemine ve RF Jeneratorine
veri iletir. lletilen bilgiler asagida listelenmistir.

o Gug sinyalleri

e Konum sinyalleri
e Kateterin ucundaki 3 mikroelektrottan gelen IC sinyalleri (yalnizca mikroelektrotlari olan
kateterler icin)

e Kateterin ucundaki 6 termokupldan gelen sicaklik dlgtimleri

KULLANIM ENDIKASYONLARI

TX eco Kablo, bir Biosense Webster terapétik kateteri CARTO™ 3 Sisteminin (Versiyon 6 ve tizeri)
Hasta Arayiiz Unitesine (PIU) baglamak igin kullanilir.

UYARILAR

1. Bu kabloyu kullanmadan 6nce Biosense Webster terapétik kateterin Kullanma Talimatlarini
okuyun. Bu kablo QDOT MICRO™ Modiilii ile birlikte kullanilacaksa bu kabloyu QDOT MICRO™
Modiilii ile birlikte kullanmadan énce CARTO™ 3 Sisteminin Kullanma Talimatlarina ve
QDOT MICRO™ Moddilinin Kullanma Talimatlari ve Striim Notlarina bagvurun.

Yalnizca bu belgeyi okuyan ve anlayan personel bu kabloyu takip kullanabilir.

3. Bu kablo yalnizca bir Biosense Webster terapétik kateter ile kullanim igin dogrulanmistir. Bu
kabloyu bagka bir katetere baglamayin.
4. Bu kablonun yalnizca bir Biosense Webster terapétik kateter, uyumlu bir RF jeneratérii, bir

CARTO™ 3 Sistemi ve Biosense Webster kablolar ile birlikte kullanilmasi amaglanmistir.
Ayrintilar i¢in Biosense Webster temsilcinize danigin.

5. Bu kablo, prosedir sirasinda CARTO™ 3 Sisteminin konum pedinden en az 1 metre (39,4 ing)
uzakta olmalidir.
6. Dogru sicaklik dlgimleri saglamak icin bu kablo, kullanimdan énce 5 dakikalik bir isinma siresi

boyunca CARTO™ 3 Sisteminin PIU’suna bagl olmalidir. Isinma siresinden sonra sicaklik
Olgumleri stabilize olur. Kablo, 1sinma siresi bitmeden kullanilirsa bir sicaklik sapmasi meydana
gelebilir.

KABLOYU TAKMA VE CALISTIRMA

Kablo Tutucuyu Takma

1. Kablo tutucunun kelepge kismini (parga numarasi M652802), CARTO™ Sistemi Araba
tutamaginin yan tarafina veya yatak gercevesine yerlestirin. Ardindan kablo tutucudaki digmeyi

sikin.

2. Kabloyu, asagi bakacak sekilde kablo tutucuya yerlestirin.

Kabloyu Baglama

1. Kablonun kirmizi konnektériini CARTO™ 3 Sistemi PIU’sunun MAP yuvasina baglayin.

2. Kablonun sari konnektériinii PIU'daki QUAD B ve DECA yuvasina baglayin.
Not 1: Her iki konnektor de PIU’ya baglh olmalidir.
Not 2: Konnektérii QUAD A'ya baglamak, istenmeyen EKG parazitine neden olabilir.
3. QDOT™ Mikro Kateter kullaniliyorsa kateteri, TX eco EXT Kablonun bir ucuna baglayin.
TX eco EXT Kablonun diger ucunu TX eco Kablonun ucundaki biylk yuvaya baglayin.
4. Baska bir Biosense Webster terapétik kateter kullaniyorsa kateteri uzatma kablosunun bir ucuna

baglayin. Uzatma kablosunun diger ucunu, TX eco Kablonun ucundaki kiigiik yuvarlak yuvaya
baglayin.

Kabloyu Cikarma

1. Konnektorli kaydirmali serbest birakma sapindan gekerek kirmizi konnektérii CARTO™ 3

Sistemi PIU’sundan gikarin.
Ardindan, sari konnektorii kaydirmali serbest birakma sapindan ¢ekerek PlU’dan gikarin.

Not: Her iki konnektor de PIU’dan gikariimalidir. Bir kabloyu takili digerini ise ¢ikartiimis bicimde
birakmayin.

3. Kabloyu gikardiktan sonra kabloyu tekrar PIU’ya baglamadan 6nce 10 saniye bekleyin.

LED Durumu

Kablonun durumu bir LED ile gésterilir. Kablo CARTO™ 3 Sistemi PIU’suna ve Biosense Webster
terapétik katetere dogru sekilde baglandiktan sonra kablo, Yerlesik Test (BIT) gerceklestirir.
LED

Kablo Durumu Yorumlar

Yesil: yavas yanip sbnme BIT devam ediyor

Yesil: strekli Kullanima hazir

Kirmizi: hizli yanip sbnme  Hata, BIT basarisiz  Sicakliklar CARTO™ 3 Sistemine veya

RF jeneratoriine gonderilmiyor.

Bu belgenin Sorun Giderme bélimine
bakin.

KABLO BAKIMI

Temizlik

Kablo, dezenfeksiyon veya sterilizasyon gerektirmez. Kabloyu buharla sterilize etmeyin,
otoklavlamayin veya baska bir sekilde sterilize etmeyin.

Kabloda toz veya birikinti goriirseniz kabloyu su sekilde temizleyin:

1. Kablonun baglantisini kesin.

2. Alkolsiiz el sabunu ve su ile nemlendirilmis bir bez yardimiyla silerek kablonun digini temizleyin.
3. Sabunlu gbzeltinin kablo konnektérlerine veya yuvalara gelmediginden emin olun.

4. CARTO™ 3 Sistemine veya bir katetere baglamadan 6nce kablonun kuru oldugundan emin olun.
Bakim

Kablonun kullanici tarafindan servis uygulanabilecek higbir pargasi yoktur. Kablo galismazsa
degistirilmesi igin Msteri Destegdi veya Biosense Webster temsilcinizle iletisime gegin.
Kablonun beklenen faydali kullanim émri Gg yildir.

Atma

Bilesenleri geri donistiriin veya urlinl ve rezidlel pargalarini veya atik maddelerini yerel kanunlar
ve yonetmelikler dogrultusunda atin

TEKNIK VERILER

Spesifikasyonlar

DC Girisi Kablo, CARTO™ 3 Sistemi PIU’sunun gl¢
girisinden glg alir.

Agirhk 1kg (2,2 1b)

Boyutlar 10 ing uzunluk x 1,9 in¢ genislik x 3 ing ylkseklik

(254 mm x 48 mm x 76 mm)
<2°C

Sicaklik Dogrulugu

Calistirma, Saklama ve Nakliye Spesifikasyonlari

Minimum Maksimum
Calistirma Spesifikasyonlar
Ortam Sicakhgi 10 °C 30°C
Bagil nem* %25 %75
Saklama ve Nakliye Spesifikasyonlari
Ortam Sicakhgi -30°C 65 °C
Bagil nem* %10 %95

* MIL-STD-1695’e gore, elektronik pargalarin ve hibrit mikrodevrelerin
kullanildigi veya islendigi alanlarda bagil nem diizeyleri %30 - %70
arasinda olmalidir. MIL-STD-1695, 6gelerin kaplanmis veya korunmus
oldugu durumlar diginda kullanma ve saklama alanlari igin ayni diizeyde
bagil nem kontrolu gerektirir.

EMC Bilgisi

TX eco Kablonun, CARTO™ 3 Sisteminin Kullanma Talimatlarinda belirtilen elektromanyetik ortamda
kullaniimasi amaglanmistir.

SORUN GIDERME

TX eco Kablo lizerindeki LED kirmizi renkte hizli sekilde yanip séniiyorsa, BIT basarisiz olmus ve bir
hataya neden olmustur (bu belgedeki LED Durumu bélimiine bakin). Sorunu diizeltmek igin
asagidaki adimlari uygulayin.

1. Kateterin kabloyla olan baglantisini kesin.

2. Kabloyu CARTO™ 3 Sisteminin PIU’sundan gikarin.

3. Kabloyu PIU’ya yeniden baglayin.

4. Kateteri kabloya yeniden baglayin.

5. Bir QDOT MICRO™ Modiili kullaniliyorsa, QDOT MICRO™ Moddiliniin Kullanma
Talimatlarinda ve Siriim Notlarinda verilen talimatlari takip edin.

6. Sorun devam ederse Musteri Destegi veya Biosense Webster temsilciniz ile iletisime gegin.

Sisteme 15 kV hava desarjinin veya 8 kV temas desarjinin uygulandiyi bazi durumlarda CARTO™ 3
Sistemi es zamanli olarak 3 hata mesaji gortintiiler: Harita noktalari alinamiyor (Hata 401), Hasta
Viicut Referansi tagindi (Hata 256) ve Hasta Viicut Referansi degisikligini belirten bir agilir mesaj.
Bayle bir durumda PIU’yu yeniden baslatin.

GARANTI REDDI VE YUKUMLULUK KISITLAMASI

BURADA TANIMLANAN URUN(LER) iGN, SATILABILIRLIK VE HERHANGI BiR AMACA
UYGUNLUK AGISINDAN iMA EDILEN GARANTILER DAHIL, HERHANGI BiR KISITLAMA
OLMAKSIZIN HIGBIR iFADE VEYA iMA EDILMi$ GARANTI YOKTUR. HICBIR KOSULDA
BIOSENSE WEBSTER, INC. VEYA BAGLI SIRKETLERI, KANUNLAR TARAFINDAN AGIKGA
BELIRTILENLER DISINDA HiCBIR OZEL, DOGRUDAN, DOLAYLI, RiISKE BAGLI VEYA DIGER
HASARDAN SORUMLU DEGILDIR.

YUKARIDAKILERI KISITLAMADAN, BIOSENSE WEBSTER, INC. VEYA YAN KURULUSLARI
TEK KULLANIM iGiN ETIKETLENMi$ URUNUN/URUNLERIN TEKRAR KULLANIMINDAN
DOLAYI VEYA ILGILI KANUNUN TEKRAR KULLANIMI YASAKLADIGI DURUMLARDA
HERHANGI BIR OZEL, DOGRUDAN, ARIZi, ZIMNi VEYA BASKA HASARDAN SORUMLU
OLMAYACAKTIR.

Bu belge dahil olmak lizere Biosense Webster, Inc. yazili materyalinde bulunan tanimlar ve
spesifikasyonlar sadece bilgi vermek ve Grlinun Gretim tarihindeki durumunu genel olarak
tanimlamak amaglidir ve regetelendirilen Urlin agisindan herhangi bir garanti saglamak amaciyla
hazirlanmazlar ve sunulmazlar.

ELEKTRONIK KULLANIM TALIMATLARI
Bu belge www.e-ifu.com adresinde mevcuttur.
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Biosense Webster, Inc.

31 Technology Drive, Suite 200
Irvine, California 92618 USA
Tel: +1-909-839-8500

Tel: +1-800-729-9010

Fax: +1-909-468-2905
www.biosensewebster.com

mm Biosense Webster
A Division of Johnson & Johnson Medical NV/SA
Leonardo da Vincilaan 15
1831 Diegem, Belgium
Tel: +322 7463 401
Fax: +32 2 7463 403

Customer Support — In USA

Biosense Webster, Inc.

Tel: +1-866-4SERVCE (+1-866-473-7823)
Email: complaints@bwius.jnj.com
Customer Support — Outside USA
Biosense Webster

Tel: +32-2-7463-463
Email: techsupport@its.jnj.com

BIOSENSE WEBSTER, the Biosense Webster logo, CARTO, and QDOT MICRO are trademarks of Biosense Webster, Inc.
The third-party trademarks used herein are trademarks of their respective owners.
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