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ThermoCool SF NAV Uni-Directional and Bi-Directional Catheters
* STERILE. Sterilized using ethylene oxide.

* For single use only.

* Do not resterilize.

» Do not use if the package is open.

» Do not use if the package is damaged.

Device Description

THERMOCOOL SF NAV Uni-directional Catheter

The THERMOCOOL SF NAV Uni-directional Catheter is a steerable multi electrode (6), luminal
catheter with a deflectable tip via moveable thumb knob, designed to facilitate electrophysiological
mapping of the heart and to transmit radiofrequency (RF) current to the catheter tip dome electrode
for ablation purposes. The catheter shaft measures 7.5 F with 7.5 F ring electrodes. The catheter is
introduced through a guiding sheath with a minimum size of 8 F. For ablation, the catheter is used
in conjunction with an RF generator and a dispersive pad (indifferent electrode).

The catheter has a high-torque shaft with a braided deflectable tip section containing an array of
ring electrodes. The high-torque shaft allows the plane of the curved tip to be rotated to facilitate
accurate positioning of the catheter tip at the desired site. All ring electrodes are manufactured
from noble metals and, unless otherwise noted, may be used for recording and stimulation
purposes.* The tip dome electrode serves to deliver RF current from the RF generator to the desired
ablation site. The connector type of the catheter is 34- pin for connection to the PIU of the CARTO
3 Navigation System (version 2.3 and higher) and 25-pin for connection to the PIU of the CARTO
XP Navigation System.

Two proximal electrodes (electrode 5 and 6) on the catheter cannot be used for stimulation and
recording purpose.

The catheter incorporates a temperature sensor that is embedded in the 3.5 mm tip dome electrode.
The catheter is available in B, D, F, J curves.

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
dome electrode. During ablation, heparinized normal saline is passed through the internal lumen
of the catheter and through the multi-holed, irrigated, tip dome electrode. The saline irrigates and
cools the ablation site as well as the electrode tip. A compatible irrigation pump is used to control
the saline irrigation.

The catheter features a magnetic location sensor embedded in the tip dome electrode that transmits
location information to a compatible CARTO EP Navigation System. An appropriate reference
device is required for location reference position purposes. The catheter interfaces with standard
recording equipment and a compatible RF generator via accessory extension cables with the
appropriate connectors.

For use in mapping procedures, for information on appropriate reference devices, and for further
description of the operation of the CARTO EP Navigation System, refer to the User Manual for
your CARTO EP Navigation System.

For further description of the operation of the irrigation pump and the RF generator, refer to the
operating instructions for these instruments.
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1. If the patient has had a ventriculotomy or atriotomy within the preceding eight weeks because
the recent surgery may increase the risk of perforation.

2. In the patient with a myxoma or an intracardiac thrombus as the catheter could precipitate an
embolus.

3. In patients with prosthetic valves as the catheter may damage the prosthesis.

4. In the coronary vasculature due to risk of damage to the coronary arteries.

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

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

7. Via the retrograde trans-aortic approach in patients who have had aortic valve replacement.

Warnings and Precautions

1. 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 RF generator is the temperature of the cooled electrode, not tissue temperature.
The temperature sensor is used to verify that the irrigation flow rate is adequate. Before initiating
the application of RF current, a decrease in electrode temperature confirms the onset of saline
irrigation of the ablation electrode. Monitoring the temperature from the electrode during the
application of RF current ensures that the irrigation flow rate is being maintained.

2. Do not rely on electrode temperature rise to determine if tissue heating is occurring during RF
energy delivery as bench and animal studies showed no significant electrode temperature rise
during RF ablation.

3. It is important to carefully follow the power titration procedure as specified in the instructions
for use. Too rapid an increase in power during ablation may lead to perforation caused by steam
pop.

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

5. The patient who has had a prior atrial flutter ablation procedure may be at greater risk for
perforation and/or pericardial effusion with the use of this catheter system.

6. 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.

7. 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 ACC/AHA/ESC Guidelines for the Management of Patients
in Atrial Fibrillation.

8. To avoid thromboemboli, intravenous heparin should be used when entering the left heart during
ablation. Follow the clinical guideline and common practice for optimal post-procedural
anticoagulation.

9. 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.

10. The catheter has not been shown to be safe at electrode temperatures above 40° C. Verify that
the CATHETER SELECTION KNOB on thecompatible RF generator is on the “Tcool SF” or
THERMOCOOL SF similar option and ensure that the maximum temperature is set at 40°C.

11. Implantable pacemakers and implantable cardioverter/defibrillator (ICDs) may be adversely
affected by RF current. It is important to have temporary external sources of pacing and
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29. Always place the Rocker Lever of THERMOCOOL SF NAV Bi-directional Catheter in the
neutral position to straighten the catheter tip before insertion or withdrawal of the catheter. Always
pull the thumbknob of THERMOCOOL SF NAV Uni-directional Catheter back to straighten the
catheter tip before insertion or withdrawal of the catheter.

30. Always maintain a constant heparinized normal saline infusion to prevent coagulation within
the lumen of the catheter. Do not use this catheter without irrigation flow.

31. When RF current is interrupted for either a temperature or an impedance rise (the set limit is
exceeded), the catheter should be removed, and the tip cleaned of coagulum, if present. When
cleaning the tip electrode, be careful not to twist the tip electrode with respect to the catheter shaft;
twisting may damage the tip electrode bond and loosen the tip electrode. Make sure the irrigation
holes are not plugged prior to re-insertion.

32. 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.

33. 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.

34. The THERMOCOOL SF NAV Uni-directional and Bi-directional Catheter is intended for use
with a compatible RF generator, a compatible irrgigation pump, CARLO EP Navigation System
and Biosense Webster cables, and other appropriate interface cables and connectors. Use of a
compatible irrigation pump is recommended to assure proper irrigation flow rate.

35. The THERMOCOOL SF NAV Uni-directional and Bi-directional Catheter has been shown to
create larger lesions than standard non-irrigated RF ablation catheters. Care should be taken when
ablating near structures such as the sino-atrial and atrioventricular nodes.

36. The sterile packaging and catheter should be inspected prior to use. Do not use if the packaging
or catheter appears damaged.

37. 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 past the “Use By” date.

38. The THERMOCOOL SF NAV Uni-directional and Bi-directional Catheter is intended for
single patient use only.

39. Do not resterilize and reuse.

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

41. Use both fluoroscopy and electrogram data to monitor catheter advancement and reduce risk
of tissue injury.

42. The THERMOCOOL SF NAV Uni-directional and 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. If during ablation, temperature does not rise,
discontinue delivery of energy and check set-up.

43. 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.

44. Electromagnetic interference (EMI) produced by the THERMOCOOL SF NAV Uni-
directional and Bi-directional Catheter, when used in conjunction with a compatible RF generator
during normal operation, may adversely affect the performance of other equipment.

45. Electrodes and probes for monitoring and stimulating devices can provide paths for high
frequency current. The risk of bums 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
impedances may reduce the risk of bums, and permit continuous monitoring of the
electrocardiogram during energy delivery.
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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, illness, 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.

Directions for Use
THERMOCOOL SF NAV Uni-directional

Please refer to the User Manuals for the CARTO EP Navigation System, irrigation pump, RF
generator and the irrigation tubing for instructions on connecting and operating these systems in
conjunction with the THERMOCOOL SF NAV Uni-directional Catheter. Use appropriate
Biosense Webster accessory cables to connect the THERMOCOOL SF NAV Uni-directional
Catheter to the appropriate accessory equipment.

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

2. Create a vascular access in a large central vessel using aseptic techniques.

3. To verify compatibility between the sheath and catheter, advance the catheter through sheath
prior to insertion.

4. Connect the catheter to the Patient Interface Unit (PIU) via the appropriate Biosense Webster
cable. Connect the PIU to the RF generator via the appropriate Biosense Webster cable. Connect
the PIU to the appropriate recording and mapping systems, including a compatible CARTO EP
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.

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 irrigation
tubing and fill the irrigation tubingas slowly as possible. Remove any trapped air and then close
the stopcock.

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

7. Connect the stopcock on the end of the irrigation tubing to the Luer fitting of the
THERMOCOOL SF NAV Uni-directional Catheter.

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

9. Start continuous irrigation at a flow rate of 2 ml/min.

10. Insert the THERMOCOOL SF NAV Uni-directional Catheter via the entrance site, using a
guiding sheath with a minimum size of 8 F. Advance the catheter to the area under investigation.
Use both fluoroscopy and electrograms to aid in proper positioning.

11. Deflection of the Catheters:

The catheter tip can be deflected to facilitate positioning by using the thumbknob to vary tip
curvature. Tip deflection is controlled at the proximal end of the catheter by a handpiece in which
a piston slides; a thumbknob on the piston controls piston travel. When the thumbknob is pushed
forward, the tip is deflected (curved). When the thumbknob is pulled back, the tip straightens. The
shape of the curve depends on the deflectable tip length.

12. For RF application and flow settings when using Stockert’s RF generator, refer to Table 1
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Table 1; RF and Flow Settings when using Stockert’s RF Generators
RECOMMENDED RF APPLICATION PARAMETERS

PARAMETER ATRIAL ABLATION VENTRICULAR
ABLATION
Power Range 15 Wto 30 W* 31Wto 50 W
Temperature Monitoring <40°C** <40°C**
Irrigation Flow Rate During 8 ml/min 15 ml/min

RF Application
Application Time 30 to 120 seconds 60 to 120 seconds

* Power levels exceeding 30 Watts may be used when transmural lesions cannot be
achieved at lower energy levels. For power settings > 30 Watts, the recommended irrigation
flow rate is 15 ml/min.

** The temperature displayed on the RF generator does not represent tissue
temperature or electrode tissue interface temperature.

Additional Recommendation:

For isthmus dependent flutter ablation, power applications exceeding 30 watts and up
to 50 watts should only be used if conduction block cannot be achieved at lower power
levels.

13. Recommendation for irrigation when using Stockert’s RF generator:

Increase the irrigation to high flow rate starting up to 5 seconds before the onset of RF energy
delivery and maintaining this higher flow rate up to 5 seconds after termination of the energy
application. For power levels up to 30 W, a high flow rate of 8 ml/min should be used. For power
levels between 31-50 W, a high flow rate of 15 ml/min should be used. Do not use the catheter
without irrigation flow.

14. Monitor the catheter tip temperature throughout the procedure to ensure adequate irrigation. If
the temperature increases to 40°C during RF energy delivery, power delivery should be
interrupted. The irrigation system must be rechecked prior to restarting RF delivery. Note: the
displayed temperature represents the temperature of the electrode only, not the temperature of the
tissue.

15. Start a procedure at 15-20 W. After 15 seconds, power may be increased by 5-10 W increments
as needed, until a transmural lesion is achieved, defined by > 80% reduction in unipolar atrial
electrogram amplitude, or emergence of double potentials of equal and low amplitude. It is
recommended that power not exceed 50 W when the catheter is parallel to the tissue and 35 W if
the catheter is perpendicular to the tissue. The duration of each RF ablation should not exceed 120
seconds. Dragging the catheter to the next location is permissible during the 120-second energy
application. RF current may be reapplied to the same or alternate sites

using the same catheter.

16. In the event of a generator cutoff (impedance or temperature), the catheter must be withdrawn
and the tip dome electrode inspected for coagulum before RF current 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 dome electrode as damage to the tip dome
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electrode bond may occur and loosen the tip dome electrode. Prior to reinsertion, ensure that the
irrigation holes are not plugged as follows:

a. Fill a 1or 2 ml syringe* with sterile saline and attach to the stopcock on the end of the irrigation
tubing.

b. Carefully inject the saline from the syringe into the catheter. Uniform streams of fluid should
be visible from the tip of the catheter.

c. Repeat steps a and b, if necessary.

d. Flush 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.

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

*NOTE: A small syringe provides sufficient pressure to produce a visible

stream of fluid.

THERMOCOOL SF NAV Bi-directional Catheter

Please refer to the User Manuals for the CARTO EP Navigation System, irrigation pump, RF
generator and the irrigation tubing for instructions on connecting and operating these systems in
conjunction with the THERMOCOOL SF NAYV Bi-directional Catheter. Use appropriate Biosense
Webster accessory cables to connect the THERMOCOOL SF NAV Bi-directional Catheter to the
appropriate accessory equipment.

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

2. Create a vascular access in a large central vessel using aseptic techniques.

3. To verify compatibility between the sheath and catheter, advance the catheter through sheath
prior to insertion.

4. Connect the catheter to the Patient Interface Unit (PIU) via the appropriate Biosense Webster
cable. Connect the PIU to the RF generator via the appropriate Biosense Webster cable. Connect
the PIU to the appropriate recording and mapping systems, including a compatible CARTO EP
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.

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 irrigation
tubing and fill the irrigation tubing as slowly as possible. Remove any trapped air and then close
the stopcock.

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

7. Connect the stopcock on the end of the irrigation tubing to the luer fitting of the
THERMOCOOL SF NAV Bi-directional Catheter.

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

9. Start continuous irrigation at a flow rate of 2 ml/min.

10. Insert the THERMOCOOL SF NAV Bi-directional Catheter via the entrance site, using a
guiding sheath with a minimum size of 8 F. Advance the catheter to the area under investigation.
Use both fluoroscopy and electrograms to aid in proper positioning.

11. Deflection of the Catheters:

Use the Rocker Lever to deflect the catheter tip (Figure 1). When the lever is pulled back from
neutral, the tip will deflect relative to the direction of rotation. The amount of deflection is relative
to the amount of lever rotation.
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application. For power levels up to 30 watts, a high flow rate of 8 ml/min should be used. For
power levels between 31-50 watts, a high flow rate of 15 ml/min should be used.

14. The delivery of RF energy must not be initiated until the increase in irrigation flow rate is
confirmed by a minimum of 2°C decrease in tip dome electrode temperature.

15. Monitor the catheter tip temperature throughout the procedure to ensure adequate irrigation.
Note: the displayed temperature represents the temperature of the electrode only, not the
temperature of the tissue.

16. Start a procedure at 15-20 Watts. After 15 seconds, power may be inereased by 5-10 W
increments as needed, until a transmural lesion is achieved, defined by > 80% reduction in
unipolar atrial electrogram amplitude, or emergence of double potentials of equal and low
amplitude. It is recommended that power not exceed 50 W when the catheter is parallel to the
tissue and 35 W if the catheter is perpendicular to the tissue. The duration of each RF ablation
should not exceed 120 seconds. Dragging the catheter to the next location is permissible during
the 120-second energy application. RF current may be reapplied to the same or alternate sites
using the same catheter.

17. In the event of a generator cutoff (impedance or temperature), the catheter must be
withdrawn and the tip dome electrode inspected for coagulum before RF current 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 dome electrode as damage to the
tip dome electrode bond may occur and loosen the tip dome electrode. Prior to reinsertion,
ensure that the irrigation holes are not plugged as follows:

a. Fill a 1 or 2 ml syringe* with sterile saline and attach to the stopcock on the end of the
irrigation tubing.

b. Carefully inject the saline from the syringe into the catheter. Uniform streams of fluid should
be visible from the tip of the catheter.

c. Repeat steps a and b, if necessary.

d. Flush 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.

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

*NOTE: A small syringe provides sufficient pressure to produce a visible

stream of fluid.

Adverse Reactions

A number of serious adverse reactions have been documented for catheter ablation procedures
including pulmonary embolism, myocardial infarction, stroke, cardiac tamponade, and death.

The following complications were also noted to have occurred during prior studies or have been
reported in the literature:

1. Catheterization/catheter procedure related: vascular bleeding/local hematomas, thrombosis,
arteriovenous (AV) fistula, pseudoaneurysm, thromboembolism and vasovagal reactions, cardiac
perforation, pericardial effusion/tamponade, thrombi, air embolism, arrhythmias and valvular
damage, pneumothorax and hemothorax, pulmonary edema, hypoxia, pleural effusion, acute
respiratory distress syndrome (ARDS), congestive heart failure, aspiration pneumonia,
pneumonia, asthmatic attack, hypotension, implantable cardioverter-defibrillator (ICD) lead
malfunction, anemia, thrombocytopenia, disseminated intravascular coagulation, epistaxis,
systemic infection, urinary tract infection, sedation induced apnea, sedation induced CO:
retention with lethargy and cholecystitis.

2. RF related: ehest pain/diseomfort, ventricular tachyarrhythmia, transient ischemic attack
(TIA), cerebrovascular accident (CVA), complete heart block, coronary artery spasm, coronary

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



artery thrombosis, coronary artery dissection, cardiac thromboembolism, pericarditis, cardiac
perforation/tamponade, valvular damage and increased phosphokinase level.

3. Unrelated to device or procedure: urinary retention, transient extremity numbness, Parkinson’s
disease and gastrointestinal diverticulosis.

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 SPECIFIC 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 at the
time of manufacture and are not made or given as a warranty of the prescribed product in any

way.
Appendix 1 (Addition to Instructions for Use)
1.1 Operation conditions
Intended for use in the internal environment of man.

This medical device must be used only by qualified medical specialists or medical personal
who have been training sessions on working with similar products, under the guidance of
an experienced specialist.

Tab5le 1 Environmental specifications
Environment Settings Values
Temperature, °C (+32 - +42) £2 "C
Air humidity (relative), non-condensing, % (80-100%) +2 %
Atmosphere pressure, hPa 101 hPa

Information of manufacturers of the medical device (name, location address, mailing
address, phone number, address of place of production)

DEVELOPER, MANUFACTURER:

Name: Biosense Webster, Inc.

Address: 33 Technology Drive Irvine, California 92618 USA
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MANUFACTURER

1. Biosense Webster, Inc.
33 Technology Drive Irvine, California 92618 USA t

2. Biosense Webster, Inc.
Circuito Interior Norte #1820, Parque Industrial Salvarcar, Juarez, Chihuahua, Mexico, 32574

3. Biosense Webster, Inc.
15715 Arrow Highway, Irwindale, California, 91706 USA

AUTHORIZED REPRESENTATIVE OF MANUFACTURER
LLC «Johnson & Johnson»
121614, Moscow, st. Krylatskaya 17/2, Russian Federation

3 Classification of medical device
Table 2 — Classification
Classification Class
Class risk 3
Invasiveness Surgically invasive MD
Sterility Sterile MD
Type of contact with the body Circulating Blood
Duration of contact Limited duration of contact - less than 24 hours

4 Technical specifications of the medical device

4.1 Photo of MD

Figure 1 — Photo of THERMOCOOL SF NAV UNI-DIRECTIONAL CATHETER

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



TRI4L

Figure 2 Photo of THERMOCOOL SF NAV BI-DIRECTIONAL CATHETER

4.2 General description

The THERMOCOOL SF NAV Bi-directional Catheter is a steerable multi electrode (6), luminal
catheter with a deflectable tip via moveable thumb knob, designed to facilitate
electrophysiological mapping of the heart and to transmit radiofrequency (RF) current to the
catheter tip dome electrode for ablation purposes. The catheter shaft measures 7.5 F with 7.5 F
ring electrodes. The catheter is introduced through a guiding sheath with a minimum size of 8 F.
For ablation, the catheter is used in conjunction with an RF generator and a dispersive pad
(indifferent electrode).

The catheters have a high-torque shaft with a bi-directional deflectable tip section containing an
array of electrodes, which includes a 3.5mm tip dome.

All ring electrodes are manufactured from noble metals and, unless otherwise noted, may be
used for recording and stimulation purposes. The tip dome electrode serves to deliver RF current
from the RF generator to the desired ablation site.

The THERMOCOOL SF NAV Bi-directional Catheter incorporate a temperature sensor, which
is embedded in the 3.5mm tip electrode. A Rocker Lever is used to deflect the tip.

The Rocker Lever pulls one of the two puller wires to deflect the catheter in one direction then
can alternatively select the second (opposite) puller wire to deflect the catheter in a second
direction. Selective deflection of the catheter is accomplished by rotating the control knob in the
direction of the desired deflection.

The handle also has an adjustable Friction Control Knob 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.

The amount of friction increases as the Friction Control Knob is rotated clockwise until it
reaches the fully “locked” (“on”) position. The Friction Control Knob is located on the opposite
side of the Rocker Lever. 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.

Currently, the available curves forthe THERMOCOOL SF NAV Bi-directional Catheter
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include BB, DD, FF, JJ, BD, FJ, DJ, BF, DF. Refer to Figure 3 for some of the available curve
types for the THERMOCOOL SF NAYV Bi-directional Catheter.

DD Cune FF Curve JJ Cune DF Cun e FJ Curve

Figure 3 —

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. An 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.

The THERMOCOOL SF NAV Bi-directional Catheter feature a magnetic location sensor
embedded in the tip section which transmits location information to the Carto EP Navigation
System. An appropriate reference device is required for location reference position purposes.

PiMiinw (bluibk&ob

Figure 4 THERMOCOOL SF NAV UNI-DIRECTIONAL CATHETER
3*KNPCSCoonect» ) ~ PtIfTq endRings
Quid Lotseo Deilectibie Tip
Figure 5 THERMOCOOL SF NAV BI-DIRECTIONAL CATHETER

4.3 The handle of the catheter is laser etched for easy identification of catheter and
direction of curve deflection. Versions / Options of MD

1. TermoCool SF NAV Uni-Directional Catheter:
- Curve type B; electrodes configuration 2-5-2 mm;
- Curve type D; electrodes configuration 2-5-2 mm;
- Curve type F; electrodes configuration 2-5-2 mm;
- Curve type J; electrodes configuration 2-5-2 mm.
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configuration 2-5-2
mm

Curve type B-F;
electrodes
configuration 2-5-2
mm

BNI35BFH

Curve type D-D;
electrodes
configuration 2-5-2
mm

BNI35DDH

Curve type D-F;
electrodes
configuration 2-5-2
mm

BNI35DFH

Curve type D-J;
electrodes
configuration 2-5-2
mm

BNI35DJH

Curve type F-F;
electrodes
configuration 2-5-2
mm

BNI35FFH

Curve type F-J;
electrodes
configuration 2-5-2
mm

BNI35FJH

Curve type J-J;
electrodes
configuration 2-5-2
mm

BNI35JJH

Curve type B;
electrodes
configuration 2-5-2
mm
Curve type D;
ThermoCool SF electrodes
NAV Uni-Directional D131502 configuration 2-5-2
Catheter with curve mm
visualization Curve type F;
electrodes
D131503 configuration 2-5-2
mm
Curve type J;
electrodes

D131501

D-1315-XX-S

D131504
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Outer Coat Tip
Core

Tip Electrode Insert

Ring Electrode

Soft tip
Tip of Quad Lumen Junction
Braiding

Temperature Sensor (Thermocouple)

Connector/Leadwire Joints

Shaft

Braiding

Insulation

Puller Wire

Compression Coil

Compression Coil Protection
Shaft Stiffener

Tip Conductor/Lead Wire Joints

THERMOCOOL SF NAV UNI

DIRECTIONAL

Description Material
Deflection Valox 325
mechanism
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PolyimideVS D, Palladium/Platinum
Victrex 450G PEEK Black, Polyurethane
adhesive P-9231

Tip

Polymide 75 D,Teflon Tubing 125I1D
Pallethane 55D/80A

Palladium 80%/ Platinum 20%
Victrex 450G PEEK Black

90% Platinum / 10%
ASTM:B684-97

P/TR 8007 contain P/TR 8007-01
Pellethane 2363

Pellethane 80% 55D 20% 80A
Stainless Steel 304v

Iridium

Polyimide Sleeve 75D, Epoxy Encapsulant
Constantan/ Cooper (THERMAL
CLASSInCATION 155C)

Solder SN63/PB37
Shaft

Pebax 2553-SA-OlVestamid
VESTAMID.CMPND W/20%BS-80% 75D

Stainless Steel 304v

SPN (SINGLE POLY NYLON)
(THERMAL CLASSIFICATION 155C)

Stainless steel 304v

Stainless Steel Flat Wire 304v

Polyimide Tube 75D

Polyimide 75D

Solder SN96/AG4-Weld
Handle

THERMOCOOL SF NAV Bi-Directional
Catheter

Description Material
Deflection Nylon Zytel®42A
mechanism NCOIOw/30%

glass and 15%
PTFE filler Nylon
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The results of the testing demonstrate the biocompatibility of the 80% Palladium / 20% Platinum
tip electrode material.

5 Packaging

The Uni-directional ThermoCool SF Nav Catheters packaged in a two-piece thermoform
tray with a handle and shaft component. The two-piece thermoform tray is snapped together to
form a catheter support tray that is not part of the sterile barrier. The catheter is loaded into the
tray. The loaded tray is placed in a Tyvek/ nylon pouch, heat-sealed forming a single sterile
barrier. The sealed pouch is then placed into a unit carton with an IFU insert.

Figure 6 — Primary packaging of The Uni-directional ThermoCool SF Nav Catheter
T he;r SF
Figure 7 Secondary packaging of The Uni-directional ThermoCool SF Nav Catheter

The ThermoCool SF NAV Bi-Directional Catheter will be packaged in a two-piece thermoform
tray with a handle and shaft component. The two-piece thermoform tray is snapped together to
form a catheter support tray that is not part of the sterile barrier. The catheter is loaded into the
tray. The loaded tray is placed in a Tyvek/ nylon pouch, heat-sealed forming a single sterile
barrier. The sealed pouch is then placed into a unit carton with an IFU insert.

Figure 8 — Primary packaging of The Bi-directional ThermoCool SF Nav Catheter

TEUL iy Lo S F
i
Figure 9 — Secondary packaging of The Bi-directional ThermoCool SF Nav Catheter

Table 6 — Packaging components for ThermoCool SF Nav Catheters

The Uni-directional ThermoCool SF Nav Catheters

Description Material

Shaft Protector, Straight Catheter Dural 714 FD PVC,Natural

Mounting Card, Navistar ThermoCool Solid Bleached Sulfate,White 609.6 (0.24")

Pouch Nylon, 0,15 mm (6 mil)

Carton Unit Carton 109,54mm x 31,75mm x 1524mm (4
5/16" x 1 1/4" x 60")

Patent insert Opaque paper
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Information of labeling

1
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Figure 10 —  Label on primary packaging
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7 Conditions of transportation and storage

Table 8 — Storage
Environment Settings Values
Air temperature, °C (5-25) £2 «C
Air humidity (relative), non-condensing, %  (20-60%) 2%
Atmosphere pressure, hPa 101 £1 hPa
Table 9 — Transportation
Environment Settings Values
Air temperature, °C (+5 - -1:5) +2 °C
Air humidity (relative), non-condensing, %  (20-60%) +2%
Atmosphere pressure, hPa 101 £1 hPa

8 Main parameters and characteristics of the medical device

Table 10 —  Main parameters

1. ThermoCool SF NAV Uni-Directional Catheter

Charade D131801 D131802 D131803 D131804
ristics

General

Usable 115 +3 115+3 115 +3 115 £3
Length,
cm

Puller 1524 + 76,2 1524 +76,2 1524 +76,2 1524 +76,2
Wire

material

Length

mm

Outer 0 to 2,6416 0 to 2,6416 Oto 2,6416 0 to 2,6416

diamet
er, mm

Applic not exceed 120 not exceed 120 not exceed not exceed 120
ation 120

Time,

sec
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Charact
eristics

Usable
Length,
cm

Puller
Wire
materia

Length,
mm

Outer
diamete
r, mm

Appli
cation
Time,
sec

Power
Settin
gs

Durin
g RF
Appli
cation

(Atria
1

Ablati
on) W

Power
Settin
gs

Durin
g RF
Appli
cation

(Vent
ricula
r

Ablati
on)W

BNI35 BNI35

BBH BDH
General
115+3 115 +
3
1524 + 1524 +
76,2 76,2

0 to O to
2.6416 2.6416

not not

excee exce

d 120 ed
120

15to 30 15 to
30

31to50 31 to
50
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BNI35
BFH

115+3

1524 +
76,2

0 to
2.6416

not
excee
d 120

15 to 30

31 to 50

BNI35
DDH

115

I+

1524
76,2

I+

0 to
2.6416

not
excee
d 120

15 to
30

31 to
50

2. ThermoCool SF NAV Bi-Directional Catheter

BNI35D BNI35
FH DJH

115+3 115 +

3
1524 1524
76,2 +
76,2
0 to 0 to
2.6416 2.641
6
not not
exceed exc
120 eed
120

15to 30 15 to
30

31to 50 31 to
50

BNI35FF
H

115+3

1524
76,2

0 to
2.6416

not
exceed
120

15 to 30

31 to 50

BNI35 BNI35
FJH JIH
115 + 115

3 3
1524 1524
+ +
76,2 76,2
0 to 0 to
2.641 2641 "'
6 6

not not
exc exc
eed eed
120 120
15 to 15 to
30 30
31 to 31 to
50 50
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Tip
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ssion X X X X 01524  x 0,1524 X X
Coil 0,1524 0,524 0,1524 0,1524 0,152 0,152 0,152
4 4 4

-landle Specifications
Constru  Handl Hand Hand| Hand Handl Han Handle I—!an Han

ction e with e e with le e with  die with die die
adjust  with adjust  with adjust ~ with  adjusta  with  with
able adjus  able adjus  able adju  ble adju  adju
deflec table deflec  table deflect stab  deflecti  stab  stab
tion defle tion defle ion le on le le

knob, etion knob, ction knob, defl knob, defl defl
tensio knob,  tensio knob, tensio ecti tension ecti ecti

n tensi n tensi nknob on knob on on
knob on knob on and kno and kno kno
and knob  and knob luer b, luer b, b,
luer and luer and fitting tens  fitting tens  tens
fitting luer fitting  luer ion ion ion
fittin fittin kno kno kno
g b b b
and and and
luer luer  luer
fitti fitti fitti
ng ng ng
Length, 21.03 21.03 2103 21.03 2103 210 2103+ 210 210
cm +/- +/- +/- +/- +/- 3+/' /' 005 3+/' 3+/'
0.05 0.05 0.05 0.05 0.05 0.05 005 005
Connec
tor 25pin - 25pin 25pin - 25pin Spin 25 25pin %5 %5
pin pin pin

andle to 48 to 48 to 48 to 48 to 48 to48 to48 to48 1048

Temper
ature,
°C

3. ThermoCool SF NAV Uni-Directional Catheter UNI with curve visualization

Characteristi  D131501 D131502 D131503 D131504
CcsS

General

Usable 115+ 3 115+ 3 115+ 3 115+ 3
Length, cm

Puller wire 1524 + 76,2 1524 + 76,2 1524 + 76,2 1524 + 76,2
material
length, mm
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Lead Wire
Conductors
Temperature  Thermo-couple:
Sensor
* 38 AWG
Conductor Constantan Wire
» 38 AWG Copper
Wire
Tip 3 twisted pair of 48
Conductor/  AWG copper
Lead
Wire Joints
Puller Wire 1524 +76,2
Material
length, mm
Compressio  0,1016x0,1524
n Coil

Handle Specifications

Constructio  Handle with
n adjustable
deflection  knob,
tension knob and
luer fitting
Length, cm  21.03+/-0.05
Length of 6.985 /- 0.0762
the Piston,
cm
Connector
34 pin
Ha Oto 48
ndle
Temperature
,°C

Wire

Thermo-couple:

* 38 AWG
Constantan
Wire

* 38 AWG
Copper Wire

3 twisted pair of

48 AWG copper

1524 +76,2

0,1016x0,1524

Handle  with

adjustable
deflection knab,
tension  knob
and luer fitting

21.03+/-0.05
6.985 /- 0.0762

34 pin
Oto 48

Wire

Thermo-couple:

* 38 AWG
Constantan
Wire

* 38 AWG
Copper Wire

3 twisted pair of

48 AWG copper

1524 +76,2

0,1016x0,1524

Handle  with

adjustable
deflection knob,
tension  knob
and luer fitting

21.03+/- 0.05
6.985 +/- 0.0762

34 pin
Oto 48

Wire

Thermo-
couple:

* 38 AWG
Constantan
Wire

* 38 AWG
Copper Wire

3 twisted pair of
48 AWG copper

1524 +76,2

0,1016x0,1524

Handle  with
adjustable
deflection
knob, tension
knob and luer

fitting
21.03+/- 0.05

6.985 +-
0.0762

34 pin
Oto 48

4. ThermoCool SF NAV Bi-Directional Catheter with curve visualization

Characteristics

General
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Internal Lead 38 AWG 38 AWG Copper
Conductors Copper Wire 38 AWG Copper Wire Wire
Temperature  Sensor Thermo- Thermo-couple: Thermo-couple:
Conductor couple: » 38 AWG Constantan Wire  « 38 AWG
. Cé% r'las\\t/;/rﬁan « 33 AWG Copper Wire Constantan Wire
Wire * 38 AWG Copper
Wire
* 38 AWG
Copper Wire
Tip Conductor/ Lead 3 twisted pair of 3 twisted pair of 48 AWG 3 twisted pair of 48
Wire Joints 48 AWG  copper AWG copper
copper
Puller Wire, mm 1524 +76,2 1524 £76,2 1524 +76,2
Compression Coil 0,1016x0,1524 0,1016x0,1524 0,1016x0,1524
Handle Specifications
;jaﬂgtlgb\fgth Handle with
de{‘lection Handle with adjustable adjustable
Construction knob. tension deflection knob, tension deflection knob,
’ knob and luer fitting tension knob and
knob and luer -
- luer fitting
fitting
Length, cm 21.03+/- 0.05 21.03+/-0.05 21.03+/- 0.05
Connector
34 pin 34 pin 34 pin
Handle Oto 48 Oto 48 Oto 48

Temperature, °C
NOTE: Tolerance for these parameters were established using Russian GOST R 50444-

9 Information of EMC tests (EMC Test Report)

The following tables present data regarding compliance of the CARTO® 3 System with
IEC 60601-1-2, 3rd edition.

Table 1 — Guidance and Manufacturer’s Declaration - Electromagnetic emissions

Table2 — The CARTO® 3 System is intended for use in the electromagnetic environment
specified below. The customer or the user of the CARTO® 3 System should assure that it is used
in such an eilvironment.
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Emissions test ' J Compliance "Electromagnetic
environment - guidance

RF emissions CISPR 11 Group 1 The CARTO® 3 System
uses RF energy only for its
internal function. Therefore,
its RF emissions are very
low and are not likely to
cause any interference in
nearby electronic equipment.
See CARTO® 3 System
Interference  with  Other
Medical Equipment.

RF emissions CISPR 11 Class A The CARTO® 3 System is

suitable for use in all
Harmonic emissions |IEC  Class A establishments other than
61000-3-2 domestic.

Voltage fluctuations/ flicker ~ Compliance
emissions IEC 61000-3-3

'WARNING This system (including its peripheral components) is intended
for use by healthcare professionals only. This system (including its peripheral components)
might cause radio interference or might disrupt the operation of nearby equipment. Install
the CARTO® 3 System only in an electrophysiological laboratory with fluoroscopic (X-
ray) capabilities.
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The CARTO® 3 System is intendsd for use in the electromagnetic environment

specified below. The customer or tlie user of the CARTO® 3 System should assure
that it is used in such an environment.

Immunity Test

Electrostatic discharge
(ESD) IEC 61000-4-2

Electrical fast transient or
burst
|IEC 61000-4-4

Surge IEC 61000-4-5

Voltage dips, short
interruptions and
voltage variations on
power supply input lines
IEC 61000-4-11

Power frequency
(50/60 Hz) magnetic
field EC 61000-4-8

IEC 60601
Test Level

+6 kV contact
B kV air

+2 kV for power
supply lines

=+ kV for
input/output

#1 kV line(s) to
line(s)

2 KV line(s) to
earth

<5% UT (>95%0
dip in UT) for
0.5 cycle

40% UT (60%6
dip in UT) for
5cycles

70% UT (3026
dip in UT) for
25 cycles

<5% UT (>95%0
dip in UT) for
5s

3A/m

Compliance
Level

+6 KV contact
+B KV air

*2 kV for power
supply lines

#1 kV for

i ,

# kV line(s) to
line(s)

2 kV line(s) to
earth

<56 UT (>95%
dip in UT) for
0.5 cycle

40% UT (6026
dip in UT) for
5cycles

70% UT (3026
dip in UT) for
25 cycles
<5%UT (>95%
dipin UT) for5s

3A/m

Electromagnetic Environment «
Guidance

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

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

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

Mains power quality should be that of
typical commercial or hospital
environment. Ifthe user of the
CARTO® 3 System requires continue'
operation during power mains
interruptions, it is recommended that
the CARTO® 3 System be powered
from an uninterruptible power supply
(UPS).

Power frequency magnetic fields
should be at levels characteristic of a
typical location in a typical commercic
or hospital environment

NOTE UT is the AC mains voltage prior to application of the test ievei.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Table 13 — Recommended separation distances between portable and mobile RF
communications equipment and system with Cardiac Catheters

Recommended separation distances between portable and mobile RF communications
equipment and the CARTO® 3 System

The CARTO® 3 System is intended for use in an electromagnetic environment
in which radiated RF disturbances are controlled. The customer or the user of the
CARTO® 3 System can help prevent electromagnetic interference hy maintaining a
minimum distance between portable and mobile RF communications equipment
(transmitters) and the CARTO® 3 System as recommended below, according to the
maximum output power of the communications equipment.

Rated Separation distance according to frequency of transmitter
maximum output m
power of 150 kHz to 80 MHz to 800 MHz
transmitter, W 80 MHz 800 MHz t02,5 GHz

d=\\l4P d =\My[P d =2,33yfp

0,01 0,12 0,12 0,23

01 0,38 0,38 0,73

1 12 12 23

10 38 38 1b

100 12 12 23

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

NOTES: At 80 MHz and 800 MHz, the separation distance for the higher frequency range

applies.
These guidelines might not apply in all situations. Electromagnetic propagation is affected

by absorption and reflection from structures, objects, and people.

10  Shelflife

The ThermoCool SF NAV Uni-directional and ThermoCool SF NAV Bi-directional
Catheters are validated for a one-year product shelf life. Catheter integrity and performance
testing was conducted after sterilization by ethylene oxide (EtO) through three commercial
cycles followed by accelerated aging (equivalent to one year real time aging), thermal cycling
and simulated transportation conditioning. Acceptance criteria were met for all tests.

11 The protection of the environment

11.1 Requirements for the protection of the environment in the application of medical
device

Using ThermoCool SF NAV Uni-directional or ThermoCool SF NAV Bi-directional
Catheter does not imply compliance with specific requirements for environmental protection.
ThermoCool SF NAV Uni-directional and ThermoCool SF NAV Bi-directional Catheters are
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EU RoHS (2011/65/EU) and REACH (1907/2006) compliant, are free of latex and latex
handling, and are phthalate-free.

11.2 Utilization method/Disposal

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

Disposal or destruction of the ThermoCool SF NAV Uni-directional and ThermoCool SF
NAV Bi-Directional Catheters shall be in accordance with the classification (Class A - for
catheters with damaged packaging, class B - for used devices), rules of collection, use,
decontamination, placement, storage, transportation, accounting and utilization of medical
waste, established by the authorized federal executive body.

12 Methods and conditions of sterilization time maintaining sterility (for sterile medical
devices produced)

All Biosense Webster catheters are ethylene oxide (EtO) sterilized by Steris Isomedix
Inc., a subcontractor for Biosense Webster. The Steris sterilization process utilizes ethylene oxide
and incorporates all phases of sterilization (preconditioning, sterilization and aeration) within the
sterilization chamber. This process is referred to as “EO Express” since the use of traditional
preconditioning and aeration rooms are not necessary. The validation of Biosense Webster
products resulted in one common cycle for all Biosense Webster device families. Sterility
assurance was Verified to exceed a sterility assurance level (SAL) of 1x 10~ The validation met
the requirements of EN 550 and ISO 11135. Residual results for EO and ECH are within allowable
limits per ISO 10993-7.

13 The list of national and international regulatory documents/standards, which matches
medical device

Table 14 —  The list standards

Standards Title

ENISO 13485 Medical Device Quality Management System

EN ISO 14971 Application of Risk Management to Medical Devices

IEC 60601-1-2 Medical  Electricall Equipment-Part 1 General

Requirements  for  safety.  Collateral  standard:
Electromagnetic Compatibility - Requirements and Tests

IEC 61000-4-3 Electromagnetic compatibility (EMC) Part 4-3: Testing and
Measurement Techniques- Radiated, Radio-frequency,
Electromagnetic Field Immunity Test

IEC 61000-4-6 Electromagnetic Compatibility (EMC) - Part 4-6: Testing
and Measurement Techniques - Immunity to Conducted
Disturbances, Induced by Radio-frequency Fields

ANSI/AAMI HF18 Standards for Electrosurgurical Devices

BS EN ISO 10555-1 Sterile, Single-Use Intravascular Catheters

ENISO 11135 Sterilization of Health Care Products - Ethylene Oxide

EN 10993-1 Biological Evaluation of Medical Devices - Part 1
Evaluation and Testing

EN 868-1 Packaging Materials for Devices to be Sterilized
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[MMepeBop C aHIIMIACKOTrO A3blKa Ha PyCCKUii A3bIK]

MHCTPYKLWSA no MCMOMb30BAHMIIO
KATETEP HABUMALIIOHHbIA THERMOCOOL. /19 PAIVIOYACTOTHON ABNALIN CEPALIA
KATETEPbI OIHOHAMPAB/TEHHBE W IBYHAMPAB/TEHHBE THERMOCOOL SFNAV

BbigaHo gnsa

BuoceHc BebeTep, VHK. (Biosense Webster Inc.)

/Moanvice/ 15 mana 2017 .
Puuappg loxepn (Richard Lauhead) [arta

CTapLuwvii cneumMannct otTaena HopMaTUBHO-MPaBOBOro PeryMpoBaHnst

HoTapuyc vnm apyroi coTpyAHUK, 3ano/THSIIOWNI AaHHbIV cepTUdMKaT, NpPoBepsieT TOMbKO SIMYHOCTL Nnua,
MoANUCaBLLEro MPUIOXKEHHbI AOKYMEHT, a He TOUHOCTb, KOPPEKTHOCTb M BEPHOCTb AAHHOIO JAOKYMEHTA.

LUtaT KanmdopHus

Okpyr Jloc AHg>kenec

15 wmasi 2017 roga B MOéM, HoTapuyca Puyappa I'. MNepe3sa (Richard G. Perez), nM4uHOM nNpucyTcTBUM rocnoavH Puyapn
Jloxepn (Richard Lauhead) npvsen HeonpoBep>XUMble AoKa3aTe/ibCTBa TOro, YTO OH ABNSAETCA SINUOM, MoAnucaBLUunM
LOOKYMEHT, 1 MoaTBepAwns, 4YTo NoCcTaBu CBOKO MOAMUCHL B CU/TY 3aKOHHbLIX MOSTIHOMOYMIA, W, YTO B CW/Y yKa3aHHO
noanucn Ha AOKYMeHTe, /nuo, SiInbo opraHmsauusi, OT MMEHU KOTOPOro AeWCTBOBa/IO0 AaHHOE /MU0, cuuTaeTcs

nognmcaswinm yI'IOMFIHyTbIVI AOKYMEHT.

C yuétom OTBETCTBEHHOCTW 3A JAUY JIOXKHbIX MOKA3AHWIA 1 B COOTBETCTBUM C 3aKOHaMK LTata KanndopHus s

noaTBep>KAato, UTo NpeablayLinii naparpadg TO4eH 1 BEPEH.

B MOATBEP>XAEHWE CEIrO ®AKTA 5 3aBepSt0 AaHHbIA AOKYMEHT CBOMMMW MOAMNUCHIO U NeYvarbio.

Mopnuce: /Mognucs/
n Puuapp I. Mepe3 (Richard G. Perez)

HoTtapuyc

/WTtamn: PUYAPA I'. MEPE3 (RICHARD G. PEREZ), HoTapuyc, w TaT KanugopHus, okpyr Jloc AHOXKenec, nNMueH3usa
Ne 2171458. Mosi n1LeH3ua nctekaeT 12 Hosa6pa 2020 r./
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/WTamn: A noaTBep>aato, YTo AaHHbIA 4OKYMEHT siIBMisieTcs opuruHasiom/

/Moanuce/

/WTtamn: Okpyr Konym6us: SS; nognmcaHo noa Npucaroil B MOEM npucyTcTBmn 17 masa 2017 r.; Kaman C. Axmag,

(Kamal S. Ahmad), HoTapuyc, okpyr Konymbusi; Mos nuueH3us nctekaet 14 gekabps 2019 r./
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KateTep ogHoHanpasneHHbI ThermoCool SF NAV u KaTeTep gByHanpasieHHbl ThermoCool SF
NAV

* CTEPWJIbHO. BbinosnHeHa cTepunnsaumsa sTUIEHOKCULOM.

* TO/IbKO ANA OAHOPA30BOro NCMO/b30BaHMA.

* He noggeprariTe NOBTOPHOM CTepuimn3aumm.

* He ucnonb3yiTe, ecnv ynakoBka OTKpbITa.

* He ucnonb3yite, ecny ynakoska noBpexzeHa.

OnwvcaHve n3genns

KATETEP O4HOHAMPAB/IEHHbI/ THERMOCOOL SF NAV

Katetep opHoHanpaeneHHbln ~ THERMOCOOL SF NAV «komnaHum «Biosense Webster Inc.»
npeacTaBnsieT COO60M ynpaBnsemblii MHOMO3MeKTPOLAHbIA (6) NHOMUHa/IbHBIA KaTeTep C OTK/IOHSEMbIM
HaKOHEYHMKOM, YrpaB/isieMblM 60/bLWIMM  ManbLeM C MOMOLLbHD PYYKW, MNpefHa3HauyeHHbIn  ans
06neryeHns aneKTPodPU3NONOrMYecKoro KapTMpoBaHus cepaua u nepejadn paguoyactotHoro (PY) Toka
Ha KYMOJ/IbHbIV 3N1eKTPOJ, HaKOHeYHWKa KaTeTepa And nposefeHUs abnaumu. CTepxeHb KaTeTepa MmeeT
pasmep 7,5 F ¢ KofbLeBbIM 3nekTpogom 7,5 F.

KaTeTep BBOAWTCA Yepe3 HanpasstOWMA MHTPOALHOCEP C MUHUMaNbHBIM pasmepoM 8 F. s abnauyum
KaTeTep WUCNO/b3yeTca B coveTaHUM ¢ PY-reHepaTopom M AMCNEPCUOHHON MOAYLLKOW (MacCUBHbIN
3NEKTPOL).

KaTeTep MMeeT CTepXeHb C BbICOKUM KPYTALWMM MOMEHTOM C CeKLMell OTK/IOHSEMOro HakOHEYHWKa B
ONneTKe, cofepXallen psag KofbLeBbIX 3/1eKTPOA0B. CTepXeHb C BbICOKMM KPYTALLMM MOMEHTOM
M03BO/ISET BpaLLaTh NNOCKOCTb M30MHYTOr0 HaKOHEYHMKa Ans 06ecneyeHns TOYHOro No3nLMOHNPOBAHMA
HaKOHEYHMKa KarteTepa B HY)XHOM MecTe. Bce KosbLEeBble 3/1eKTPOLbl M3rOTOB/EHbI U3 61aropofAHbIX
MEeTa//IOB W, €CNM He YKa3aHO WHOe, MOryT ObiTb WCNOMb30BaHbl ANA Lenel peructpauuu u
CTUMYNAUMN.* DNeKTPOL, C KynosoobpasHbiIM HaKOHEUYHWKOM CNYXMUT And focTaBkum PY Toka ot PY-
reHepatopa [0 >KenaeMoro yvactka ab6bnaumn. Twun pasbemMa KaTteTepa - 34-KOHTaKTHbIA Ans
noaknoyvenns K PLU (3neKTpOHHOMY MOAyNt0 cbopa AaHHbIX O MauueHTe) HaBUrauyoHHON CUCTEMbI
CARTO 3 (Bepcusi 2.3 1 Bblllie) U 25-KOHTaKTHbIA Ana NoakntoueHns K PLU HaBUraLMOHHOW CUCTEMBbI
CARTO XP.

[Ba npokcumasibHbIX 3nekTpofa (anekTpog 5 M 6) Ha KaTeTepe He MOryT WCNONb30BaTbCA ANA
CTUMYNALMMN N PerncTpaLmn.

KaTeTep BKItOYaeT AaTyuvK TemnepaTypbl, BCTPOEHHbIV B 3NMEKTPOA C Kynosiioo6pa3HbiM HaKOHEYHUKOM
AnaveTpom 3,5 mm. Katetep goctyneH B hopme B, D, F, J.

Ha npokcuManbHOM KOHLE KaTeTepa HaxOAMTCA BXOAHOe OTBepCTMe ANs (PM3MONOrMyYecKoro pacteopa
CO CTaHAapTHbIM (UTMHIOM C mKcaTopoM J1t03pa, BbIXOASLLEe 13 OTKPLITOro NpocBeTa. ATO OTBEpPCTHE
4N (IU3MONOTNYECKOro pacTBopa CAYXWT [A1s  BMNPbICKMBaHWS HOPMaIbHOrO  (PU3KO0I0rMYeCKoro
pacTBopa [/11 OpPOLUEHMSt 3MIeKTpOfa C KynosoobpasHbIM HakOHeYHUMKOM. Bo Bpemsi abnaumm
renapuMHU3MPOBaHHbIA (PU3MONOrMYECKUiA PaCTBOP NPOMYCKAlOT Yepe3 BHYTPEHHWUIA MPOCBET KaTeTepa M
yepe3 MHOroCTBOPYaTbIi OPOLUAEMbI 3MEKTPOA C Kyrnoioo6pasHbIM HaKOHEUHUKOM. DPU3K1O0I0rNUECKIiA
pacTBOpP OPOLLAET M OXNaXAAeT MeCTo abnsaumm, a TakkKe HakOHeYHVK anekTpoga. COBMECTUMbIN Hacoc
[ OPOLLEHMA NCNOMb3YeTCs AN YNPaBieHNs OPOLLIEHNEM (I13MONOTMYECKM PAaCTBOPOM.

KaTeTep OcHalleH MarHWTHbIM [aTYMKOM MOMIOXKEHWS, BCTPOEHHbIM B 3M1EKTPOL C Kymnosioo6pasHbiM
HaKOHEYHWMKOM, KOTOpbI MepefaeT MHAOPMaLMI0 O MeCTOMOMOXKEHUN COBMECTUMOM HaBUTaLMOHHOW
cucteme CARTO EP. [ns onpefeneHns MeCTOMOMOXeHMs TpebyeTcs COOTBETCTBYHOLLEE pedepeHCHoe
yCcTpoiicTBO. KateTep B3aMMOAENCTBYET CO CTaHAAPTHbIM  3anMCbIBaOWMM  000pPYA0BaHMEM W
COBMECTUMbIM  PY-reHepaTopoM C MNOMOLUGbHD  AOMOMHUTENbHLIX  YANMHUTENbHbIX  Kabeneli C
COOTBETCTBYOLLMMY pasbeMaMyl.
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[ononHNTENbHYI0 UH(OPMALMIO O COOTBETCTBYIOLLMX PedepeHCHbIX YCTPOMCTBAX AN UCMO/b30BaHUSA B
npoueaypax KapTMpoBaHUa W ANS AabHENLero onucaHus paboTsl HaBuUralyMoHHoW cucteMbl CARTO
EP cm. B PykoBO/ACTBe NOMb30BaTeNs Balleld HaBUrauMoHHoi cuctembl CARTO EP.

Bonee mogpobHoe onucaHne paboTbl Hacoca A/ OpoweHns u PY-reHepatopa cM. B VHCTpyKuumn no
aKcnnyarauum aTux nprbopos.

OTKNOHAEMbIA  KOHYMK KaTeTepa fAByHanpaeneHHoro THERMOCOOL SF NAV gns
pagMoYacToTHOW abnsaumm cepaua

OTKNOHAEMbIA HaKOHEYHUK [uarHocTuyeckoro/abnsaumoHHoro katetepa THERMOCOOL SF NAV
npeacTaBnseT Co60M perynvpyemMblii MHOr03MeKTPOAHbIN (6) MPOCBETHLIM KaTeTep C OTK/IOHSEMbIM
KOHYMKOM 4Yepe3 pblyar GanaHcupa, npefHasHavyeHHbIn Ans 06MeryeHns 31eKTpogu3noaornyeckoro
KapTVpOBaHUA cepaua v nepefayn pagmoyactotHoro (PY) Toka Ha HaKOHEUYHMK 3/1eKTPpoAa KarteTepa Ans
abnaummn. Kanmbp ctepxHa katetepa - 7,5 F ¢ Ko/mbLeBbIMX 3neKTpofamu Kanmbpa 7,5 F. Katetep
BBOAWTCA 4epe3 MHTPOLbHOCEP C MUHMMaIbHbIM pasmepom 8 F. [ng abnaumm Katetep UCMO/b3yeTca
BMecTe C¢ PY-reHepaTopoM ¥ Haknagkoin (HelTpanbHbI 3M1eKTPoAd). Ha KateTepe ecTb CTEPXEHb C
BbICOKUM KPYTALMM MOMEHTOM C M/ETEHbIM OTK/IOHAEMbIM KOHUMKOM, COLEepXalyM MHOXECTBO
KO/bLIEBbIX 3M1eKTpoaoB. CTepXXeHb C BbICOKMM KPYTALLMM MOMEHTOM MNO3BOJ/AET BpaliaTb NAOCKOCTb
M30rHYTOr0 HaKOHeYHMKa A1 TOYHOrO MO3MLMOHMPOBAHMS KOHYMKa KaTeTepa B HEOOXOAMMOM MeCTe.
Bce KonbLeBble 3M1EKTPOAbI M3rOTOBNEHbI U3 61aropoAHbIX METaIOB W, eC/iv He YKa3aHO WHOe, MOryT
ObITb MCMOML30BaHbI 418 PErNCTpaUMn 1 CTUMYNAUMU*. HaKOHEYHWK 3M1eKTPOLA CNYXWUT ANA nepesayun
PY Toka oT PY-reHepatopa K Heob6xoaMMOMy y4yacTKy abnaumu. Tun KOHHeKTopa KaTeTepa: 34-
KOHTaKTHbI 419 NOAKMOYEHUA HaBUrauMoHHON cucteMbl CARTO 3 K 3/1eKTPOHHOMY MOZyt0 cbopa
JaHHbIX 0 nayueHTe (Bepcus 2.3 U Bbile) U 25-KOHTAKTHbIA 471 MOLKIOYEHUS HaBUraLMOHHOM
cuctembl CARTO XP K aneKTpoHHOMY Moaynto cbopa AaHHbIX O NalueHTe.

[Ba npokcumanbHbIX 3anekTpoga (5 M 6 3neKTpodbl) Ha KaTeTepe He MOryT WCNOb30BaThCA /1A
CTUMY/SILMKN 1 perncTpauun. Katetep MMeeT AaTymK TemMnepatypbl, BCTPOEHHbIM B 3,5 MM HaKOHEUYHUK
anektpofa. Karetep goctyneH B kKpusbix BB, DD, FF, JJ, BD, FJ, DJ, BF, DF.

Ha npokcMmasbHOM KOHLe KaTeTepa BXOAHOE OTBEPCTVE ANA pacTBOpPa CO CTaHAAPTHbIM (PUTUHIOM C
(hnkcatopom JTo3pa BbIXOAMT M3 OTKPbITOrO MNpOcBeTa. JTO OTBEPCTME ANS pacTBopa CMYXWUT Ans
BMPbICKMBAHMS (DM3MONOTMYECKOr0 PacTBOpa AN8 OPOLLEHUS HaKOHEeYHMKa 3nekTpoga. Bo Bpems
abnaumMM renapuHN3NPOBaHHBIA (DU3MONOTMYECKUIA PACcTBOP MPONYCKAlOT yepe3 BHYTPEHHWUI NPOCBET
KateTepa W nNepOpMPOBaHHbLIA OpOLLAeMbIi HaKOHEYHUK 3neKTpoda. PuU3noNorMyeckmin - pacTeop
OpOLLAET M OXNaK4aeT MeCTO abnAumm, a Takke HaKOHEYHUK 3neKTpoga. CXOAHbIA HAcoC A4/ OpPOLLUEHNS
MCMNONb3YETCA A1 KOHTPO/A OPOLLEHUS (DU3MONOTMYECKMM PacTBOPOM.

KaTeTep OCHalLeH MarHWTHbIM 4aTYMKOM MOMOXEHWUS, BCTPOEHHbIM B HAKOHEYHWK 3N1EKTPOAa, KOTOPbIN
nepegaeT COBMECTMMON HaBuraumoHHoin cucteMe CARTO EP wuHgopMaumio 0 NOMoXeHuu. Ans
onpegeneHnst NCXOLHOIO MONOXEeHUS TPebyeTCs COOTBETCTBYIOLLEE pediepeHCHOe YCTPOoicTBO. KateTep
paboTaeT CO CTaHAaPTHbIM PerncTpupyrowmMm 060pyLOBaHMEM W COBMECTUMbIM PY-reHepatopom c
MOMOLLH0 AOMOMHUTENbHBIX YA/IMHUTENbHBIX Kabeneli ¢ COOTBETCTBYHOLLMMU pasbeMamm.

[na ncnonb3oBaHMa NpyY KapTUPOBaHUW, NOMYYeHWUs MHDOPMaLMM O COOTBETCTBYHOLLMX PethepeHCHbIX
YCTPOCTBaX W AN AaNbHENLWero onucaHms paboTtbl HaBuraumoHHol cuctembl CARTO EP, cmoTtpuTe
PyKoBOACTBO M0/1b30BaTe/A Balleid HaBuUraunoHHo cuctembl CARTO EP.

[na 6onee nogpobHoro onucaHWa paboTbl Hacoca [And opoweHuss u PY-reHepaTtopa, cmoTpuTe
VHCTpYKUMIO NO 3KcnnyaTtaumum aTux npubopos.

lMoKaszaHnA K NPUMEHEHMIO

Katetep komnaHum «Biosense Webster Inc.» ThermoCool SF NAV u cBfi3aHHble C  HUM
NPUHAAIEXHOCTU NpeAHasHaveHbl 415 3N1eKTPOM3M0N0rMYeCKOro KapTMpoBaHus cepaua (CTUMynsaumum
N perucTpayum) 1 nposBefeHnst abnaumm cepaua npyu UCnosib30BaHUM COBMECTHO C PajmMoyacTOTHbIM
reHepaTopom.
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KateTep komnaHum «Biosense Webster Inc.» ThermoCool SF NAV npegocTaBnsetr MHGOopMauuo o
MECTOMO/IOXEHUM MPY UCMOMb30BaHUK C cuctemamy Hasuraumu Carto EP. Katetep ThermoCool SF
NAYV He cOBMECTVM C HaBuraumMoHHbIMU cuctemamu Carto 3 EP 1o sepcum 2.3.

lMpoTrBONOKasaHMA
He ncnonb3yite aToT KaTeTep:

1 Ecnv nauueHTy Oblna MpPOBEfEHAa BEHTPUKYNIOTOMWSI WM aTPpUOTOMUSI B TeueHue
NPeALWecTBYOWMX BOCbMW HeAenb, MOTOMY YTO HeAaBHsAsl OMepauusi MOXET YBENUUUTb PUCK

nepgopauum.
2. Y naupeHTa ¢ MUKCOMOW WU BHYTPUCEPAEYHBIM TPOMOOM, TaK Kak KaTeTep MOXKET BbI3blBaTb
amoéonuto.

3. Y naumeHTOB € NPOTE3NPOBaHHbIMK K/lanaHaMu, Tak Kak KaTeTep MOXET MoBpeauTb MpoTes.
4. B BEHEYHOI COCYAMCTON CUCTEME 13-3a PUCKA MOBPEXAEHNS KOPOHAPHBIX apTepuid.

5. Y nauueHTOB C aKTUBHOW CUCTEMHOW WH(EKLMEA, MOCKONMbKY 3TO MOXET YBENYNTb PUCK
CepAeYHON NHMEKLMN.

6. MocpeacTBOM TpaHCCENTa/lbHOTO AOCTyMa Yy MauMeHTa C MeXNpPeacepaHOl «3aniaTKoi»,
MOTOMY UTO MOXET COXPaHATbCA OTBEPCTME W BMOC/EACTBUM Bbl3BaTb ATPOrEHHbIA NpescepAHbIi
cbpoc Kposw.

7. TlyTeM peTporpagHoOro TpaHCAOPTa/IbHOTO AOCTyna Yy MauueHTOB, KOTOPbIM  Obina
npou3BejeHa 3aMeHa aopTa/lbHOTO KanaHa.

MpesynpexxaeHnsa 1 Mepbl MPesoCcTOPOXKHOCTU MPY NCNONb30BaHNUM

1 He wcnonb3yiiTe TemnepaTypHbliA JaTUMK ANA KOHTPONA TemnepaTypbl TKaHW. TemmneparypHbIi
[aTymnK, pacronoXXeHHbIi B KOHLEBOM 4acTW KaTeTepa, He OTpaXKaeT NOBEepPXHOCTb pasfenia 3/eKTpoj-
TKaHb W Temnepatypy TKaHW W3-3a OX/I&KAAIOLLEro BO3AENCTBMA OpOLUEHMS  (DU3MONOTMYECKUM
pacTBOpOM Ha anekTpoh. Temnepatypa, oTobpaxaemas Ha PY-reHepatope, - 3TO Temneparypa
OX/NIXKAEHHOr0 3/1EKTPOAa, & He TemrepaTypa TKaHW. TemnepaTypHblid [aTyvK WCMoNb3yeTcs Ans
MPOBEPKM CKOPOCTW OpoLleHus. [lpexae Yem WHAUMMPOBATbL MpuMMeHeHne PY Toka, CHMXKeHue
TeMnepaTypbl 3MeKTpoAa MOATBEPXAAeT Hayaso OpoLleHWs abnAUMOHHOro anekTpofa. KoHTposb
TemnepaTypbl 3/eKTpo4a Npy nojaye PajuoyacTOTHOrO TOKa 06ecrnevmBaeT MoafepXxaHue CKOpoCTU
OpOLLEeHMS.

2. He nonaraiiTecb Ha MoBbILLEHWE TEMMepaTypbl 3/1IEKTPOAA, YTOObI ONpPefeNInTb, MPOUCXOANUT N Harpes
TKaHW BO Bpems nogayv PY 3aHeprum, nockosbKy CpaBHUTE/IbHbIE UCCELOBaHUA W WUCCMeL0BaHWS Ha
XXVBOTHBIX MOKa3aaM OTCYTCTBME 3HAYMTENIbHOrO MOBbILLEHUA TeMMnepaTypbl 3/1eKTpoja BO Bpems PY-
abnauuu.

3. BaxHo TwarensHo cobnogaTtb Npoueaypy TUTPOBAHUA MOLLHOCTW, YKA3aHHYH0 B WHCTPYKUMAX MO
npuMeHeHWto. CMLWIKOM ObICTPOE YyBe/IMYeHWe MOLUHOCTU BO Bpems abnsauum MOXET MNPUBECTU K
nepgopaumn, BbI3BaHHOW BbIGPOCOM Napa.

4. [laHHbI KaTeTep MOXET MOBPeAMTb NPOTE3HbIA TPEXCTBOPYATbLIA KianaH y nauueHTa, eciv KarteTtep
CNyYaiiHO NPOBECTY Yepe3 KnanaH.

5. MaumneHT, KOoTOpOMY Oblna NpPoBefeHa npoueaypa abnaumn ana nedeHUs TpeneTaHus npescepams,
MOXeT NoABeprHyTbCcA 6O/blUeMY PUCKY nepdopauny wW/wnm nepukapavansHOMY  BbINOTY  K3-3a
1CMNO/b30BAHUA [aHHOW KAaTETEPHON CUCTEMBI.

6. B COOTBETCTBMM C NPOTOKO/IOM Ballel O0/bHULbI, KOHTPOMMPYIWTE BOAHbIA 6anaHC nauvieHTa BO
BpeMs npoueaypbl, YToObl 136eXaTb Ype3MepHOro YBeIMYEHUS KOIMYeCTBa XUAKOCTU B OpraHusme. Y
HEKOTOPbIX MaLMeHTOB MOryT ObITb (PaKTOPbl, KOTOPblE YMEHbLUAKT WX CMOCOOHOCTb CMpPaBNATLCA C
06bEMHOW Meperpyskoil 1 [enatoT WX BOCMNPUMMUMBBLIMUA K BO3HUKHOBEHMIO OTEKA JIErKMX WK
CepeYHON HeAoCTaTOMHOCTM BO BpeMs WAM nocne npoueaypbl. MaumeHTbl ¢ 3aCTOWHOW CepheyHow
HELOCTaTOYHOCTbIO WM MOYEYHOM HEeLOCTATOYHOCTbIO, a TakXKe MOXW/ble JIIOAN  OCOBEHHO
BOCMPUMMUMBLI K JaHHbIM fBeHuAM. [lepes npouefypol Bcerga onpefensiite pUck BO3HUKHOBEHWS
06bEMHOIA Neperpysku.
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7. Be3onacHOCTb OTMeHbl aHTUKOAryfsiHTHOM Tepanuu MNocne KaTeTepHon abnauuu uopunnaumm
npeacepanii He Oblna ycTaHOB/EHa. AHTUKOArynsHTHas Tepanua Yy TakKuWX MauMeHToB [O/MKHA
MPOBOAUTLCSH B COOTBETCTBUM C PYKOBOACTBOM M0 /IEYEHWIO MALMEHTOB Npy hrbpunnauum npeacepaii
ACC/ABIAJESC.

8. Utobbl n36exaTb TpOMO603MO0IUK, CrneayeT BHYTPUBEHHO BBOAUTbL remapuH npy BBEAEHUN KaTeTepa B
NeBbIA OTAen cepAua BO Bpems abnsumn. Cneayinte KNMHUYECKUM PEKOMEHAAUMAM W OOLLENPUHATON
npakTuKe Ans ONTUM&a/IbHOM aHTUMKOArynaLumMm nocne npoLesypbl.

9. be3onacHOCTb U 3(htheKTUBHOCTb PAAMOYACTOTHON abnauum ans nevyeHns Mopunnauumn npeacepani y
NauMeHToB CO  3HAYMTE/IbHOM  AWUCHYHKUMEA NIeBOro  >Kenyfodka, MOBbLILWEHHOW  CepAeyHol
HeA0CTaTOYHOCTbH, 3HAYUTENIbHLIM YBE/IMYEHNEM IEBOTO MPEACEPAMA U CTPYKTYPHbIMU 3a60/1eBaHUSMM
ceppua He 6bIny YCTaHOB/IEHD!.

10. BesonacHOCTb KaTeTepa Mpu TemnepaTypax 3nekTpoja Bbiwe 40°C He Oblna fokasaHa. Y6eautecs,
yto PEFYNATOP KATETEPA coBmecTumoro PUY-reHepaTopa HaxoguTtca B pexumMe «Tcool SF» mmm
THERMOCOOL SF, v y6eanTech, 4TO MakcUMasibHas TeMrnepaTtypa yctaHoBneHa Ha 40°C.

11. iMnnaHTmpyemMble KapaumocTUMYNATOPbl M MMNIaHTUPYEMbIA KapanosepTep-gedubpunnatop (MKAO)
MOryT NoABepraTbCs He6naronpuATHOMY BO3LeNCTBUIO PajMoyacTOTHOIO ToKa. PekoMeHAyeTcs UMeTb
BPEMEHHbIE BHELUHWE UCTOYHMKW 3/IEKTPOKapANOCTUMYNALUN U AeMOPUNNALMK, AOCTYMHbIE BO BPEMS
abnAaumMK, N Ha BpeMs NEPEK/IYUNTb PEXUM CUCTEMbI 3/1EKTPOKapANOCTAMYIALMN HA MUHUMASbHBIA UK
BbIK/OUNTL €€, YTOObl CBECTM K MUHMUMYMY PUCK HenpaBWbHOW CTUMynauuu ceppua. Cobniopainte
0COOYH0 OCTOPOXHOCTb MNpW  abnsauuyM B HEMOCPEACTBEHHOW OGM30CTM  OT MPeACepAHbIX WK
XKeNyfo4YKOBbIX MOCTOAHHBLIX 3MeKTpogoB. [Nepekntounte VKL B pexxum BbIKJ/1 BO BpeMs nposefeHus
abnaummn, 1 npoBeauTe MOMHbIA aHanM3 WMMNNaHTUPYEMOro YCTPOMCTBA Yy BCEX MAaLMEHTOB Moc/ne
abnauum.

12. MauyeHTbl, KOTOpbIM MPOBOAWAM abnAuMil0 Neperopojkn AOMNOMHUTENILHOrO MNPOBOAALLEr0 MyTH
cepAua, MoABEPXXeHbl PUCKY BO3HMKHOBEHWUA MonHOM AB-6nokafbl, kotopas TpebyeT uMniaHTauuu
MOCTOAHHOTO Kapauoctumynatopa. MNauyeHTam, y KOTOPbIX BO3HUK/A HerpeaHamepeHHas nonHas AB-
6nokaga B pe3ynbrate PY abnaumm, MOXeT Takke NoTpeboBaTbCs NOCTOSAHHAA KapAMOCTUMYNALMS.

13. Bo Bpemsa TpaHcaopTanbHOro OCTyna TpebyeTcs MPOBOAMTL MPaBW/IbHYHO (h1IKOOPOCKOMMYECKYHO
BU3yanm3aumio, 4Tobbl K36exaTb pasMeLLeHMs KaTeTepa B KOPOHapHOM COCYAMCTOR CUCTEME.
BHyTprKOpoHapHOe pasmeLleHne abnAuMOHHOrO KaTteTepa, MPUMEHeHWe PaguMoyvacTOTHOW 3Heprun, a
TaKXXe 0JHOBPEMEHHO 006a aTUX (hakTopa Oblfn CBA3aHbI C BO3HWKHOBEHMEM VH(apKTa M1MOKapaa.

14. Mpu abnayum psgoM € COCEAHWMMM  aHATOMUYECKUMW  CTPYKTypamu NpUHUMaiTe  Mepbl
NPesoCTOPOXHOCTU AN MAHUMM3ALLMN NOBPEXAEHNS COCEAHUX CTPYKTYP.

15. Mpu abnaumm okono nuwesoga (BAOMb 3aAHel CTEHKW NeBOr0 Npefcepauns), NpUHUMaliTe mepbl
MPefoCTOPOXKHOCTW, YTOOblI He MOBPEAUTL MULLEBOA, BK/KOYaA COOTBETCTBYHOLLEE CHMXeHue PY
MOLLIHOCTW.

16. Mpy abnaummn oKono AuagparMasibHOro Hepsa MPUHWMalTe Mepbl NPEeSOCTOPOXKHOCTH, YTOObI He
NOBPeAUTL €ro, BKIKOYas COOTBETCTBYHOLLEE CHWDKEHWE PY MOLLHOCTM M KapAMOCTUMYNALMK, 4YTOObI
onpesennTb 61M30CTb K HEPBY.

17.  MuHUMM3MpYIiTe BO3LEWCTBME PEHTIEHOBCKMX Jly4eil BO BpPems MNPOBEAEHWs Npoueaypbl.
MpoBefeHMe npoueaypbl  KaTeTepHO abnsauum  MOXET co34aBaTb  3HaUMTENbHOe BO3AeliCcTBUE
PEHTrEHOBCKMX JlyYeil, 4YTO MOXeT MpPMBECTU K OCTPOMY JIy4eBOMY TMOPAXKEHWUIO, a Takke K
MOBbILLIEHHOMY PUCKY BO3HWKHOBEHWSI COMATUYECKMX U FeHETUYECKUX NOCNeACTBUIM KaK AN NaumneHTa,
Tak 1 419 nepcoHana nabopatopum K3-3a MHTEHCUBHOCTWU PEHTIEHOBCKUX NyYeil U NPOLO/HKUTENBHOM
(hntoopockonuyeckor Busyasmsauun. KartetepHas abnaums [o/DKHa  BbINOMHATLCA TOMbKO  MOC/e
NpoBefeHVs aHaM3a NOTEHLMAIbHOr0 06/1y4YeHWs, CBA3aHHOIO C 3TOIW NPOLeaypont, a Takke MPUHATMA
Mep ANF ero MuHUMu3aumu. [lo3ToMy crieflyeT BHUMATeNbHO PacCMOTPETb BOMPOC OTHOCUTESIbHO
MCNONMb30BaHNSA U3AENUS Y 6ePEMEHHbIX XKEHLLIMH.

18. He nofBepraiiTe KaTeTep BO34EMCTBMIO OPraHNYeCKMX PacTBOPUTENEN, TaKUX Kak CAnpT.

19. He cTepununsyiiTe kaTeTep B aBTOKNaBe.

20. He norpy»aiite 6AMKHION PyUKY UK KabenbHbIA COEANHUTENb B XXMAKOCTb. MOryT yXyALINTLCA UX
3NIEKTPUYECKME XapaKTePUCTUKMN.

21. He TpuTe 1 He CKpyumBariTe ANCTaNbHbIA KOHUYMK 3/1EKTPOAA BO BPEMS OUULLEHNS.

22. TlpoBepbTe pacTBOP Ha Hainuve ny3blpbKOB BO34yXa Mepes ero WCnosb3oBaHueMm. [ly3blpbku
BO3/4yXa B paCcTBOPE MOTryT BbI3BaTb 3MOO/IbI.

23. TlpouuctuTe KaTeTep W  UPPUrauMOHHYD TPYyOKy C MOMOLLbK  renapuMHU3NMpPOBaHHOIO
(h1310N0rMYecKOro pacTBopa.
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24. JneKTpOU3NOIOTMYECKNE KAaTeTepbl W CUCTEMbI MpeAHas3HayeHbl A9 WCMO/b30BaHNSA TOMbKO B
3aLUMLLEHHbIX OT PEHTIEeHOBCKOro WM3Ny4YeHUs MOMELLEHMSX B CBA3M C HEOOXOAMMOCTbIO COGMHOAEHNS
Tpe6oBaHUA 3M1EeKTPOMArHNUTHOM COBMECTMMOCTM, a Takke [APYrux npaBua TEXHUKM 6e30MacHoCTU
60/1bHNLBI.

25. Vicnonb3yiiTe OAHOHaNpaBNeHHbIA W AByHanpasneHHbln Katetepbl THERMOCOOL SF NAV wm
PY-reHepatop Mapku Biosense Webster Tonbko nocne TOro, Kak MOMHOCTbIO 03HAKOMUTECH C
COOTBETCTBYHLLMMY MHCTPYKLUMAMM MO UCMO/b30BAHMIO.

26. Mpouepypy abnaumm cepfua LO/MKEH BbINOMHATL KBAIM(UUMPOBAHHLIA MEpcoHasl B MOHOCTHIO
0060pyJ0BaHHOM  3NEKTPOPU3MONOrMYeckoin  nabopatopun.  Takke  Heobxogumo  cobnogathb
COOTBETCTBYIOLLLEE  K/IMHMYECKOE  PYKOBOACTBO MO  WCMOMb30BAHWKO  OAHOHArpaB/EHHOro U
[AByHarnpasneHHoro katetepa THERMOCOOL SF NAV.

27. He 6binM YCTaHOB/IEHbI [OMTOCPOYHbIE PUCKW, CBfA3aHHbIE C  A/UTE/IbHLIM  MPOBELEHUEM
(hIHOOPOCKONMM M HaHeCceHWeM WMHAYLUMPOBaHHbIX PY nospexaeHwid. MoaTomy cnefyeT BHMMATESIbHO
paccMOTPeTb BOMPOC 06 MCNOMb30BaHUW U3AeNWs Y AeTeil B Nepuog NonoBoro cospesaHus. Kpome Toro,
He 6blIN U3yyeHbl PUCKN/Mosb3a NS 6eCCUMNTOMHbIX MaLUeHTOB.

28. pu ncnonb30BaHMN OfHOHAMNPaB/IEHHOMO 1 ABYHanpasneHHoro karetepa THERMOCOOL SF NAV
C 00blYHbIMX cuCTEMaMM (C  WMCMOMb30BaHWEM  (D/IKOOPOCKONUW  ANA  OMPefeNneHns  NosoXKeHus
HaKOHeYHMKa KarteTepa) WM C HaBurauuoHHon cuctemoli CARTO EP, Heo6Xx04MMO MNpOBECTM
TLWATE/IbHYIO MaHUNYNAUMIO C KaTeTepoM, UTOObI 136exaTb NOBPeXaeHns cepaua, nepdopaumum TKaHel
1Ny TaMnoHagbl. MNMepemMelleHne KateTepa AOHKHO MPOBOAUTLCA NOL (P/IFOOPOCKOMUYECKUM KOHTPOEM.
He npumveHsinTe upe3mepHyto cuny A1 NepeMeLleHns Wan yaaneHus karetepa npy CONpPOTUBIIEHWM.
MoCKOMbKY ONJETEHHbI KOHUYMK KaTeTepa TBepAbli, HEO6X0AUMO aKKypaTHO BbIMO/HATL MaHUMYNALMK,
4T06bI NPELOTBPATUTL NepdopaLmio cepaLa.

29. Bcerpa ycTaHaBnvBaiiTe pbluar 6anaHcmpa AByCTOpoHHero katetepa THERMOCOOL SF NAV B
HenTpanbHOE MONOXKEHMe, YTOObI BbIMNPAMUTL HAKOHEYHUK KaTeTepa nepes BBeAEHVWEM WU YAaneHUeM
KaTeTepa. Bcerga BbITackuBaiiTe MOM3yHOK OAHOHanpaBneHHOro katetepa THERMOCOOL SF NAV,
4TOObI BLINPAMUTL HAKOHEUYHWK KaTeTepa Nnepes ero BBEAEHVEM UKW YAaNIEHVEM.

30. Bcerga nopfaepvBaiiTe MOCTOAHHBIA renapuHU3MPOBaHHbIA  (U3MONOTMYECKNA  pacTBOp ANd
npesoTBpaLleHns Koarynsauuy B NpoceeTe katetepa. He ncnonb3yite faHHbIN kaTeTep 6e3 OpoLUeHus.
31. Ecnm PY TOK npepbIBaeTCsA MpW MNOBbILLEHUM TemnepaTypbl WK COMPOTUBAEHUS (MPEBbILLEHME
YCTaHOBJIEHHOIO Mpejena), Katetep crefyeT yAanuTb, a HAKOHEYHUK OUYUCTUTL OT KOarynsarta, eciiv OH
nMeetca. puM OYNCTKE HAKOHEYHWKa anekTpoja OyfbTe OCTOPOXHbI, 4YTOObl HE CKpYTUTb €ro
OTHOCUTENbHO CTEPXHSA KaTeTepa, TaK Kak CKpy4YuBaHUe MOXET MOBPEAWTb COeAMHEHWE 3feKTpoja U
0cnabuTb ero. Mepea NOBTOPHOI YCTaHOBKOI Y6eaAMTeCh, YUTO OTBEPCTUS A/ OPOLLEHMS He 3a6UTbI.

32. OuyeBMAHbI MaNOMOLLHBIA BbIXOL, BbICOKOE COMPOTWUBIAEHME WM OTKa3 060pyfOBaHUA MOTyT
YyKasblBaTb Ha HerpaBW/IbHOE MPUMEHeHWEe NHANGQEPEHTHOrO 3M1eKkTpoaa (3N1EKTPOAO0B) UK BbIXO4 U3
CTPOSA 3/IeKTPUYECKOro MpoBoja. He yBenuuuBaiiTe MOLLHOCTb Mepef MPOBEPKOM Ha Haauuuve
HEMCNPaBHOCTEA, a TakkKe MpaBWIbHO UCNOMb3yiTe WHAUDQEPEHTHBIA 3MeKTPoL Wan  [pyrue
3NIeKTPUYECKKEe NPOoBOAaA.

33. MpoyTTe WHCTPYKLMWM M3rOTOBUTENS W CNefyinTe MM NpU MUCMOMb30BaHUU WHAWUGGHEPEHTHOrO
anekTpofa. PeKoMeHAyeTCA MCMOo/b30BaTh MHAMMMEPEHTHbIE 3NEKTPOAbI, KOTOPbIE COOTBETCTBYHOT MU
npesbiwatoT TpedosaHns ANSI/AAMI (AAMIIEC 60601-2-2).

34. OpHoHanpaseHHbI 1 AByHanpaBneHHbIn kateTeppl THERMOCOOL SF NAV npeaHasHayeHbl 41
MCMO0Mb30BaHMS C COBMECTMMbIM  PafuovacTOTHbIM  TeHepaTopoM, COBMECTMMbIM HacoCcoM  Ans
opoLleHuns, HaBuraumoHHoi cuctemoin CARTO EP n kabensavmm Biosense Webster, a Takke apyrumm
COOTBETCTBYHOLLMMM COEAMHUTENIbHBIMY  KabenaMn 1 pasbemMamu. PekOMeHAyeTcd UCNo/b30Bath
COBMECTUMbIA HAcoC A1 OpOLUeHWs, 4TOo6bl 06ecneynTb MPaBUIbHYHD WHTEHCUMBHOCTb W CKOPOCTb
OpOLLIEHHUS.

35. Bbblno ycTaHOBNEHO, YTO OJHOHaMpaBfeHHbIA W [ABYHanpaBneHHbI katetep THERMOCOOL SF
NAV npoayuupyeT 6onee KpyrHble NOBPeXAeHUs, YeM CTaHAapTHble HeopoLlaeMble KaTeTepbl gns PY
abnaumm. Cnegyet NposiBAATL OCTOPOXHOCTb MpW abnaumum psgoM € COCeAHUMM CTPYKTYpaMu, TakKuMm
KaK CUHYCHbIE M aTPUOBEHTPUKYNAPHBIE Y3/ibl.

36. Mepes mcnonb3oBaHWEM CliefyeT MPOBEPUTL CTEPUSIbHYIO YMAakoBKYy W KaTteTep. He ucnonb3yiirte
KaTeTep, ecNn YnakoBKa UM caM KaTeTep MOBPeXAeHbI.

37. Karetep cTepunusyeTca rasoobpasHbIM 3TWIEHOKCMAOM W [O/MKEH ObITb  WUCMOMb30BaH B
COOTBETCTBMM CO CBOMM CPOKOM FOAHOCTM, YKa3aHHOM Ha ynakoBke m3genvs. He ncnonb3yiite Katetep
Mo UCTEYEHWUW ero CpoKa rogHoCTw.
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38. OfHOHanpaBneHHbI 1 AByHanpasneHHblli katetep THERMOCOOL SF NAV npefHasHayeH A
OAiHOPA30BOr0 MCMO/b30BAHMS.

39. He nogpepravite NOBTOPHON CTEPUAM3ALMN N NOBTOPHOMY MCMO/b30BAHNIO.

40. He wucnonb3yinte unsgenve B6nm3n MPT, Tak Kak MOXeT MPOM30NTM MNepeMelleHne WavM Harpes
KaTeTepa, a TaKxe 1306paXeHNe Ha AUCTIee MOXET CTaTb UCKaXKEHHBIM.

41. Ncnonb3yiTe faHHble (HIF0OPOCKONUM W 3MEKTPOrpaMMbl /11 KOHTPO/A NepeMeLLeHns KaTeTepa U
CHWKEHWS pUCKa NOBPEXEHUSA TKaHe.

42. OpHOHanpas/fieHHbIA W [BYHanpasneHHbIi katetep THERMOCOOL SF NAV, ucnonb3yemblit
BMECTe C COBMeCTMMbIM PY-reHepaTopoM, criocobeH obecneyvBaTb 3HAUYUTENbHYHO 3/1EKTPUYECKYHO
MOLLHOCTb. TpaBma nauueHTa WM Bpaya MOXeT ObiTb pe3y/bTaTOM HernpasWIbHOro obpalleHus ¢
KaTeTepoM U UHAUPHEPEHTHbIM 3EKTPOLOM, 0COBEHHO Mpu paboTe C KateTepom. Bo Bpems nogauu
3HEPTUY MALMEHT He [O/MHKEH KOHTAKTUPOBATb C 3a3eM/IEHHLIMU METAIIMYECKMUN MOBEPXHOCTAMK. Ecnn
BO Bpems abnaumm TemnepaTypa He MoBbILLAETCS, NPeKpaTuTe nogady 3Heprumn 1 npoBepbTe HACTPONKMK.
43. B 3NeKTPOXUPYPrun CyLLECTBYET PUCK BOCM/JIAMEHEHMA TOPHOUYMX rasoB WM APYTrMX MaTepuasnos.
Heobxoamumo cobntogate  Mepbl  NPefoCTOPOXHOCTW, YTOObI OrpaHWuYMTL  MOMaJaHve ropHYUMX
MaTepuasioB Ha 3NEKTPOXMPYPrUYeCKMEe NHCTPYMEHTBI.

44. DneKTpoMarHutHole nomexu (3MI1) OT OfHOHaMpaB/eHHbIX W [BYHAMpaB/eHHbIX KaTeTepos
THERMOCOOL SF NAV, npu uCNonbL30BaHUM BMECTeé C COBMECTMMbIM  PafnoYaCcTOTHbLIM
reHepaTopoM, BO BpeMs HOPMasibHOM paboTbl MOryT HebnaronpusaTHO BAMATL Ha paboTy Apyroro
060pyf0oBaHus.

45. 3neKTpopl ¥ 30HAbI ANA YCTPOWCTB KOHTPOAA U CTUMYNALMM MOTyT 0b6ecrieymBartb MpoBOAALLMe
nyTW 419 BbICOKOYACTOTHOIO TOKAa. PUCK BO3HMKHOBEHWNS 0XXOTOB MOXXHO YMEHbLUWTb, HO He YCTPaHWTb,
MOMECTVB 3/1EKTPOLbI 1 30HAbl KaK MOXHO Ja/iblie 0T MecTa abnaumm 1 MHAUMGHEPEHTHOrO 3NeKTPOZA.
3almMTHOE COMPOTMB/IEHNE MOXET CHU3WUTb PUCK BO3HWKHOBEHWS OXOrOB, a Takxke 06ecneynTb
MOCTOAAHHBIV KOHTPO/1b 3/1EKTPOKapAMOorpaMmbl BO BPEMS MOJaun 3Hepruu.

46. TemnepaTypHbI JaTUUK U3MepseT TemMnepaTypy HaKOHEYHWMKa 3/1eKTpoja, a He TeMMepaTypy TKaHW.
Temnepatypa, oTobpaxkaemas Ha PY-reHepatope, OTHOCUTCA TO/IbKO K OX/1XAEMOMY 3/1eKTPOAY, a He
Temnepatype TkaHW. Ecnm  PYU-reHepatop He oTo6paxaeT Temnepatypy, YybeauTecb, 4TO
COOTBETCTBYOLWMI Kabenb nofkoyeH K PU-reHepatopy. Eciv Temnepatypa Bee elle He 0TobpaxaeTcs,
3TO MOXET ObITb BbI3BAHO HEMCMPABHOCTLIO B CUCTEME M3MEPEHUs TEMMEPATYPbl, KOTOpas AO0/HKHA ObITb
yCTpaHeHa 10 Nojayn pagmovacToTHOrO TOKa.

47. TO4YHOCTb W3MEepeHWs TemnepaTypbl OHOHANpas/eHHOro W [BYHarpaB/IeHHOro Karetepa
THERMOCOOL SF NAV, Kak 1 ntoboro 3neKkTpogpusnonormyeckoro Karetepa Ans U3MepeHus
TeMnepaTypbl, B 3HAYNTE/IbHOW CTEMNeHW OnpesenseTca napameTpaMu Temnepatypbl ucnosnb3yemoro PY-
reHepatopa. O6paTuTecb K PYKOBOACTBY Monb3oBatenss ans PY  reHepaTopa, KOTOpbiA Gyaet
1CNOMb30BaTLCA /19 ONPeAeNeHNs napamMmeTpoB TemMMepaTypsbl.

48. Tlepes wWCNoONMb3oBaHWEM YybeaMTeCb, UTO OTBEPCTUS [1S OPOWEHUs He 3abuTbl, 3a1MB
renapyHU3VPOBaHHbIN (PU3NONOrMYECKNiA PacTBOP Yepe3 KaTeTep u TpyoKy.

49. PerynsipHoO NpoBepsinTe MHOropasoBble Kabenm 1 NpuHagIeXxHoCTH.

PY abnsauus

[na nposefeHns PY abnaumm kateTep LO/MKEH ObITb MOAKMOYEH K 3MEKTPOHHOMY MOZY/0
cbopa gaHHbIX 0 nayneHTe (PLU) HaBuraumoHHo cuctembl CARTO 3. N nonyyeHns nHgopmaumum 06
yCTaHOBKe CMOTpuTe PYKOBOACTBO MNOMb30BaTeNs Balleli HaBuraumoHHol cuctembl CARTO 3. [na
NpaBWIbLHOrO MOAKMIOYeHNs PY-reHepatopa WCMOMb3yiTe COeAWHUTENbHblE Kabenu TONMbKO MapKu
Biosense Webster nnun coBmecTumble ¢ HUMU. UTOObI 3aMKHYTb 3/1EKTPUYECKYIO LieMb, MHAUM(HEPEHTHbI
3NIeKTPO, [LO/MKeH OblTb MOAK/MOYEH K WHAUMDMEPEeHTHOMY BXOAy 3/nekTpoja Ha PY reHepartope.
Y6eauTechb, UTO nepes HavaioM PY abnauum conpoTyBEHWE Lieny HaxoauTCa B Mpeseniax 0Xugaemblx
napameTpoB. Y6eamtecb, 4To PY reHepatop nokasbiBaeT Temnepatypy He Bbiwe 37°C nocne BBefeHMS
KateTepa B OpraHunsM naumeHTa v nepef npumeHeHnem PY Toka.

akcnnyatauma PY reHepaTopa

[na npaBuibHOIO MOAK/IOYEHUs KaTeTepa K reHepaTopy, a Takxe Ans nosiyyeHns nogpooHbIX
WHCTPYKLMIA NO 3Kcnuyataummn reHeparopa ansa PY abnaumu, cMotpute PYKOBOACTBO MO 3KCMyaTauuu
PU reHepatopa. [MapameTpbl PY abnauum OysyT BapbUpoBaThCA B 3aBUCUMOCTW OT JoKanm3aluu
abnaumm, ocobbiX YCMOBWIA KaxaoW Npouedypbl, & Takke CXeMbl ynpasneHus PY-reHepatopom. Ha
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OCHOBaHUWM [aHHbIX, MOMYYEHHbIX B NPeAbIAYLUNX WCCNEA0BAaHUAX Ha >KMBOTHLIX U B KIUHUYECKUX
nccnepoBaHNsAX, pekomeHgyemble PY  napameTpbl NpuBedeHbl  HWKe B pasgene  «[lpasuna
1CNonb30BaHUs» N B Tabnuue 1 Bcerga KOHTPONUPYWiTe MOBbILLEHWE TemnepaTypbl U CONPOTUBIEHMUA
MpyM  WCMOMb30BaHWM  OAHOHAMNPAB/IEHHOrO W [BYHArpaB/IeHHON0  HaBUraUMOHHOrO  KarteTtepa
THERMOCOOL SF NAV.

KoMnneKT nocTaBKu

o OfHoHanpaBneHHbIn 1 [ByHanpaBneHHbIl katetep THERMOCOOL SF NAV noctasnsercs
npoctepunn3osaHHbIM (30), eCn YNakoBKa He NOBPEXAeHa UN He OTKPbITa.

o CmoTpute pasgen «OnucaHue u3genus» 3TOA VIHCTPYKUMM MO WCMONb30BaHUKO 418 NOSyYeHus
MH(OPMaLMKN 0 SOCTYMHbIX XapaKTepUCTUKaX A1 Pa3/INYHbIX KOH(UIYypaLmii KaTeTepos.

* [lononHuTe NbHbIE NPUHALNEXHOCTN ANA KaTeTepa NpefoCcTaB/atoTCA OTAENbHO.

YcnoBua xpaHeHuns
XpaHuTb B MPOXIaaHOM, CyXOM, TEMHOM MecTe. Temnepatypa XpaHeHus [JosmkHa 6biTb oT 5 go 25 °C
(41-77°F).

Ctepunmnsaynsa/CpokK rogHocTu

[JaHHbIN KaTeTep CTepun3yeTca ra3oobpasHbIM 3TUNEHOKCUAOM. VcnbiTaHne U3fenunsa U ynakoBku 6biio
NpOBEAEHO B Mpefenax cpoka roAHOCTY, YKasaHHOro Ha aTukeTke. HE UCMOJ/Ib3YWTE usgenve no
NCTEYEHNN CPOKa rO4HOCTY.

[aHHoe wu3genve ynakoBaHO W MPOCTEPUIM30BAHO TO/MBKO [/ OLHOPa30BOr0  WMCMO/b30BaHUS.
3anpelLLeHO ero MOBTOPHO WCMONb30BaThb, MepepabaTbiBaTb WM MOBTOPHO CTepUIN30BaTh. [oBTOpHOE
1CMONb30BaHKe, MOBTOPHas 06paboTKa WM MOBTOPHas CTEpUIM3aumUs MOryT HapyLiMTb LEOCTHOCTb
n3genna n/vnm MpuMBeCcTM K ero HemcrnpasHOCTW, 4TO, B CBOK Ouepeflb, MOXET MPUBECTU K TpasMme,
3a00M1eBaHMIO UM CMepTU NaupeHTa. Kpome Toro, NoBTOpHas 06paboTka uan NnoBTOpHas CTepunmsaums
OHOPAa30BbIX W3LeNWiA MOXET CTaTb MPUYMHOA BO3HWKHOBEHWUS PUCKA 3apaXXeHus W/WM Bbi3BaTb
VH(EKUMIO MWW NMEepPeKPecTHY WHMEKUMIO Y NauueHTa, B 4aCTHOCTMW, Mepefadvyy WHMEKLVOHHbIX
3ab0neBaHUA OT OAHOrO NaumeHTa K Apyromy. 3arpsi3HeHve W3LeNnns MOXET MpMBeCTM K TpaBMe,
3a00/11€BaHNIO NN CMEPTY NauyeHTa.

Ytnnusauns
MepepabaTbiBaliTe feTann UanM yTUAN3UPYWTe U3Aenne, a TakkKe ero 0CTaTO4HbIe 3/IEMEHTbI UM OTXO/b!
B COOTBETCTBUM C MECTHLIMW 3aKOHaMu Y HOPMATUBHLIMWN aKTamu.

MpaBuna ncnonb3oBaHnA
KateTep ogHoHanpasneHHbln THERMOCOOL SF NAV

1 Wcnonb3yst MeTod acenTukm, U3BMEKNUTEe KaTeTep M3 YMakoBKM 1 MOMECTUTE €ro B CTEPUSIbHYHO
pabouyto 30Hy. BHUMaTenbHO OCMOTPMTE KaTeTep MO MOBOAY LIENOCTHOCTU 3MEKTPOAOB W O6LUEro
COCTOSHUS.

2. Cospaiite cocyaucTblii AOCTYMN B 60/bLIOM LEHTPIbHOM COCY/E C MUCMOMb30BaHMEM METO/0B
acenTuKM.

3. UT06bI NpOBEPUTL COBMECTUMOCTL 000M0YKM 1 KaTeTepa, NPOBeANTe KaTeTep Yepe3 060/104Ky
nepes BCTaBKOM.

4. Tlogknounte KaTeTep K 3/IEKTPOHHOMY MOy cbopa gaHHbIX 0 nauueHte (PLU) uepes
COOTBETCTBYHOLLMIA Kabesb Npov3BOACTBa KoMNaHun «Biosense Webster Inc.». Mogkntounte PIU K PY-
reHepaTopy 4epe3 COOTBETCTBYHOLINIA Kabenb NPOM3BOACTBA KOMMaHWM «Biosense Webster Inc.».
MogknounTe PIU K COOTBETCTBYIOLMM CUCTEMAM 3anucy U KapTMPOBaHWUSA, BKIKOYasd COBMECTMMYHO
HaBUraumoHHyto cuctemy Carto EP, ¢ nomowpl COOTBETCTBYHOWMX Kabenein wHTepdeiica.
Wcnonb3yiiTe ToNbKO Kabenu nHTepdelica NPoOM3BOLACTBA KOMMNaHUN «Biosense Webster Inc.». UTo6bl
3aBepLUnTb 3MIEKTPUYECKOe MOAKNOYEHME, MOAKMOUYMTE NaCcCMBHBIN 3M1EKTPOA K MacCUBHOMY BXOLY
3/1eKTPOAA Ha reHepartope.

5. Mogxntounte TPy6Ky Hacoca N8 OPOLLUEHUS K MakeTy C HOPMasibHbIM renapyHN3MpPOBaHHbIM
(I ME renapuH/mn) (13nonornyeckuM pacTBOPOM KOMHATHOW TeMnepaTypbl, UCNOJb3ys CTaHAAPTHbIE

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MeToAbl 6e30MacHOCTM, MPUHATbIe B 60MbHMLE. OTKPONMTE 3amnopHbIA KpaH Ha KOHUE TPpyoku ans
OPOLLEHMS W 3an0NIHWUTe TPYOKY N8 OPOLUEHMS KakK MOXHO MeANeHHee. Y[anuTe Becb 3axBayeHHbIl
BO3AyX, & 3aTEM 3aKpOITe KpaH.

6. 3arpysuTe TpyOKy A/ OpOLUEeHMs B Hacoc A1 opolleHus. OTKpOWTe 3amnopHblii KpaH U
MpoMonTe TPY6Ky [N15 OPOLUEHWUS B COOTBETCTBUM C WMHCTPYKLMSMM, MpUiaraeMbiMy K Hacocy Afis
OPOLLIEHNS, MOKa BO3AYyX He ByAeT yaaneH Yepe3 OTKPbIThIV KOHeL, TPYOKM.

7. TlofKMouMTE 3anOpHbIA KpaH Ha KOHLe TPYOKM AN OPOLIEHWUs K (PUTMHTY C (h1KCaTopoM
Nospa ofHoHanpasneHHoro katetepa ThermoCool SF NAV npowssogctsa KomnaHum «Biosense
Webster Inc.».

8. lpomoliTe KaTeTep WM TPYOKy, WCMOMb3ys CTaHAAPTHYHD METOAMKY, 4TOObI 06ecneynTb
yfaneHve 3axBavyeHHbIX My3blpbKOB BO3A4yXa W MPOBEPUTb, 4YTO OTBEPCTUA [ANS OPOLUEHWUS He
3a6/10KMPOBaHbI.

9. HauHWTE HernpepbIBHOE OPOLLUEHME CO CKOPOCTLI0 MOTOKA 2 M/I/MUH.

10. Beegute Kartetep ogHoHanpaeneHHbli ThermoCool SF NAV npou3BoacTBa KOMMaHWM
«Biosense Webster Inc.» uyepe3 BXOAHOe OTBEPCTWE, WCMOMb3YA HaMPaBNAoWYy 000M104KY C
MUHUMaNTbHBIM pa3mepoM 8 F. TMpofBuHbTe KaTeTep K uccrefyemyto 06nacTb. Mcnonb3yiiTe Kak
(D/1FOOPOCKOMNUIO, TaK U 3NeKTPOrpaMmy A9 NpPasuIbHOTO NMO3ULMOHPOBaHUS.

11 OTKNOHEHWE KaTeTepOoB:

HakoHeuHVK KarteTepa MOXET OTK/IOHATLCA A1 OOecrneyeHns Mno3vLMOHUPOBaHNUSA 60/bLLNM
nasibLieM C MOMOLLbIO PYYKW ANA U3MEHEHWS| KPUBW3HbI HakOHeYHWMKa. OTKIOHEHME HaKOHeYHMKa
YMpas/ifieTcs Ha NPOKCUMaNbHOM KOHLIE KaTeTepa pyKOATKOW, B KOTOPOW Brepej-Hasag nepemeLLaercs
MopLUeHb, yNpaBsemMblii 60/1bLIMM NasibLEM C MOMOLLBI0 PyyKK. Mpu nepemeleHny 601bLIOMO0 NanbLa
Brepes HaKOHEUYHUK OTK/OHAeTcA (Bbirmbaetcs). [Mpu nepemelleHMn 60MbLIOTO najbla Hasafg
HaKOHEYHMK BbINpAMAseTcs. PopMa KPUBOIA 3aBUCUT OT [JIMHbI OTK/IOHAEMOr0 HaKOHEYHWKA.

12. WHdopmaums OTHOCUTENIbHO MpVMeHeHuss PY M yCTaHOBKM CKOPOCTW MOTOKa Mpw
ncnonb3oBaHuy PY-reHepatopa Stockert Haxogutcs B Tabnuue 2.

Tabnmua 1; HacTpolikn paguo4acToTbl M NOTOKA NPy Ucnonb3oBaHuMm PY reHepatopa «Stockert»
PEKOMEHAOYEMBbIE MAPAMETPbI PY

MAPAMETP AbNAUNA ABNAUNA
MPEACEPAONA XENYOOUKA

[mnanasoH MOLLIHOCTK ot 15 Bt go 30 Br* ot 31 Bt go 50 Bt

KoHTposb TemnepaTypsl <40°C** <40°C**

CKopocTb  opoweHus  BO 8 Ma/MUH 15 mn/MuH

Bpems npumeHeHus PY

Bpemsa npumeHeHus o1 30 go 120 cekyHp ot 60 go 120 cekyHA

* YpoBHU MOLLHOCTKW, npesbiwatoline 30 BT, MOryT MCMONbL30BaThCs, eCv HEBO3MOXKHO
HaHecT! TpaHCMypasibHble MOPaXeHUs Npyu 6onee HU3KMX YPOBHAX. [na mowHoctn > 30 BT
PeKOMeHAyeMas CKOPOCTb OPOLLEHNS cOoCTaBnseT 15 Mi/MUH.

** Temnepartypa, oTo6pakaeMasi Ha PY-reHepatope, He SIBNSETCS TeMMepaTypoi TKaHU 1am
TemnepaTypoi NOBEPXHOCTU 3NEKTPOO0B.

JononHntenbHas pekomeHgaums:

Ons abnaumm MCTMyC-3aBUCMMOrO TpeneTaHusl, MOLLHOCTM 6onee 30-50 BT A0MKHbI
MCNONb30BaTLCA TO/IbKO B TOM C/ly4yae, ec/iv NPOBOAHMUKOBYHO aHECTe3M0 HEBO3MOXHO NPOu3BeCTU
npv 6051ee HU3KNX YPOBHAX MOLLHOCTM.

13. PekomeHaauUma ans opoLLeHNs Npu Ucnonb3oBaHun PY reHepatopa «Stockert:

YBennybTe OpOLUEHVE [0 BbICOKOM CKOPOCTW, HauMHas C 5 CekyHA nepef nojayeli pagmovacTtoTHOM
3HEpruu, 1 nojJepXxmeainte 3Ty 60nee BbICOKYH) CKOPOCTb A0 5 CeKyHZ Mocne npekpalieHns nogayu
3Heprun. Ona mowHoctn Ao 30 BT cnefyeT MCNonb3oBaTb BbICOKYH) CKOPOCTb NOTOKa 8 MA/MuH. Ons
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moLHocTn oT 31 go 50 BT Heo6Xx0[MmO MCMOMb30BaThb BbICOKYH) CKOPOCTb MoToka 15 ma/muH. He
NCMonb3yiiTe KaTeTep 6e3 OpOLLEHMS.

14. Cnegute 3a TemnepaTypoli HakOHEYHMKa KaTeTepa BO BpeMs MpPOBeAeHUs MNpoueaypbl, 4TOObI
obecneuntb afeKBaTHOe opolleHne. Ecnm TemnepaTypa nosbiwaeTcs Ao 40°C Bo Bpems nogaym PY-
3Hepruy, nojaya [Jo/mxHa OblTb npepBaHa. [lepes MOBTOPHOW nogayeir PY-aHeprum Heob6Xo4MMO
MPOBECTU MMOBTOPHYKO MPOBEPKY CUCTEMbI OpoLleHus. [pumeyaHune: oTobpaxaemas Temnepartypa
ABNAETCSA TEMMNEPATYPOi TONbKO 3M1eKTPOLa, a He TemMnepaTypoil TKaHu.

15. HayHuTe BbINOAHSTL Mpoueaypy npu 15-20 BT. INpy HeobxoammocTy, Yepe3 15 CeKyHA MOLLHOCTb
MOXHO yBennunTb Ha 5-10 BT go Tex nop, noka He 6yAeT BbIMOJHEHO TPAHCMYpPasbHOE MOPaXeHWe, 1
aMnanTyaa YHUMNONAPHON 3nekTporpammbl npeacepaus 6yget Ha > 80% yMeHblleHa, WM NOSBATCA
[BOVHble NOTEHLMabl PABHON N HU3KON aMNAnTyAbl. PEKOMEHAYETCS He MOBbIWAaTh MOLWHOCTL 60/1ee 50
BT, ecnn kaTeTep pacrnonoXeH napannenbHo TKaHW, W 6onee 35 BT, ecnn KaTeTep PacnonoXeH
NeprneHanKyNapHO TKaHW. TpoAoMKMTENbHOCTL Kaxkaol PY abnauum He AomkHa npesbliwath 120
cekyHi. [lepemelleHve KateTepa B Cregylollee MeCcTo [OMycTMMO BO Bpems 120-cekyHAHOro
NPUMEHEHNS 3HEPrnW. PagmoyacTOTHbIA TOK MOXET OblTb MOBTOPHO WCMOMb30BAH Ha TeX Xe Wn
a/IbTePHATUBHbIX MeCcTax C MOMOLLLbKO TOr0 YKe CaMoro KaTeTepa.

16. B cnydae OTK/OYeHMs TeHepatopa (CONPOTMB/IEHME WM Temrnepatypa), KateTep Heo6xoavMmo
yAaUTb, a 3M1eKTPoL Heo6X0AMMO MPOBEPUTb Ha Ha/Mume Koarynsta nepej MOBTOPHOM nopjadvei
pafnoyacToTHOro Toka. [na ypaneHus noboro Koaryndra, €cim OH VMMEEeTC, MOXHO WCMoJib30BaThb
CTEPU/IbHYIO Map/ieByHO NPOKIaAKy, CMOYEHHYHO CTEPUIIbHBIM (PU3MOMIOTMYECKMM PaCTBOPOM, aKKypaTHO
BbITEPEB €10 KOHUMK. He TpuTe v He CKpyumBaliTe 3NEKTPOL KOHUMKA, TaK Kak 3TO MOXET MOBPeAuTb
COeAViHeHWe 3NeKTpoda M ocnabutb ero. lMepes NOBTOPHONM YCTaHOBKOW yOeAuTeCh, YTO OTBEPCTUSA ANs
OPOLLEHMSA He 3a0UTbl:

a. HanonHute 1 vnn 2 Mn wnpuu* cTepuibHbIM (PU3NONOrMYECKMM PacTBOPOM M BCTaBbTE B K/araH Ha
KOHLE MPPUTaLUOHHON TPYOKN.

6. AKKypaTHO BBeAuTe (h3MONIOrMYECKWIA PacTBOP M3 LINpULUa B KaTeTep. [O/MKHbI 6biTb paBHOMEPHbIE
MOTOKW >KWAKOCTU U3 KOHYMKA KaTeTepa.

B. [Mpn HeobX04MMOCTM NOBTOPUTE Laru a un 6.

r. MpomoiiTe KaTeTep v TPY6KM COrnacHO CTaHZAPTHON METOAVKE /1 yAaNleHUs OCTaBLUMXCA My3blPbKOB
BO3Ayxa, N y6eamuTechb, YTo OTBEPCTUSA [/19 OPOLLEHNS He 3a0UTbl.

[. Tenepb KaTeTep MOXHO BBECTYU B Te/O0 NalMeHTa.

BHVMAHWE! He npogomkaiTe ncnonb3oBaTb KaTteTep, €CN OH BCE eLle 3a0UT, AW eCn OH He
(DYHKUNOHUPYET JO/MKHBIM 06pa3oMm.

*MPUMEYAHWE. ManeHbKuid LUNpuUL, obecneymsaeT 4OCTaTOMHOE AaB/eHVe 41s CO34aHUA BUAMMOrO
MOTOKa XXMAKOCTU.

[ByHanpasneHHblin kateTep THERMOCOOL SF NAV

1. Vicnonb3ys MeTOZ acenTuKu, U3BNEKNTE KaTeTep M3 YMaKOBKU M MOMECTUTE ero B CTEPU/LHYHO
pabouyto 30Hy. BHMMaTenbHO OCMOTPWTE KaTeTep MO MOBOAY LeNOCTHOCTU 3/1EKTPOAOB U O6LLEro
COCTOSIHMS.

2. Co3paiiTe coCyaucTbIil AOCTYMN B GO/bLIOM LIEHTPIbHOM COCY/€ C MCMO/b30BaHWEM METO/0B
acenTuKu.

3. UT06bI NpOBEPUTL COBMECTUMOCTb 000M0YKM 1 KaTeTepa, NPOBEANTE KaTeTep Yepe3 060/104KY
nepez BCTaBKOIA.

4. MopgknounTe KaTeTep K 3MEKTPOHHOMY MOyt cbopa AaHHbIX 0 naumeHTe (PLU) udepes
COOTBETCTBYHOLMIA Kabesb NPOM3BOACTBA KOMMNaHunM «Biosense Webster Inc.». MogkntounTe PLU K PY-
reHepaTopy 4epe3 COOTBETCTBYHOLMI Kabenb MNpoM3BOACTBa KomnaHun «Biosense Webster Inc.».
MogknounTe PIU K COOTBETCTBYIOLMM CUCTEMAM 3anuUCU M KapTUPOBAHWUA, BK/IHOYaA COBMECTUMYHO
HaBUraUMOHHY cucTemy Carto EP, ¢ nomouibl0 COOTBETCTBYHOLIMX Kabeneli uMHTepdeiica.
Wcnonb3yiiTe TONbKO kabenn nHTepeiica npomssoacTea KomnaHun «Biosense Webster Inc.». YTo0bl
3aBEepLUMTb 3/M1EKTPUYECKOE MOAKIHOYEHMe, MOAKIIYMTE MaCCUBHBIA 3MEKTPOS, K NacCMBHOMY BXOA4Y
3/1eKTpoa Ha reHeparope.
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«BbIKN.» YBE/INMYMNBAET HaTAKEHWE B MNpeaenax mMexaHumama OTK/IOHEHUA. BpameHme npoTmBe 4acoBol
CTPENKN U3 NONOXKEHNA «BK/.» YMEHbLUAET HAaTAKEHMNE B NMPeAenax MexaHn3ma OTK/I0HEHUA.

BpallieHne Mo 4acoBOI CTPenKe U3 MONOXKEHUS «BbIK/.»
YBENUUYMBAET HATSXXeHMWe B NpeAenax noBopoTHOro MexaHu3Ma

Pyuka ynpasfeHus
HaTsKEHVIEM B
MOSIOMKEHNN
«BbIK/1.»

Pyuka ynpasneHus
HaTsKEHVIEM B
MNONOXXEHUN «BK/1.»

BpalleHrie NPOTMB YacOBOM CTPENKN U3 NONOXKEHUS «BK/.»
YMeHbLLaeT HaTSKEHNE B NMpeAenax NOBOPOTHOro MexaHn3ma

PucyHok 2

12. VHdopmauus OTHOCUTENbHO MNpUMeHeHMss PY M yCTaHOBKM CKOPOCTW MNOTOKa npu
ncnonb3oBaHnn PY-reHepatopa Stockert Haxogutcs B Tabnuue 2.

13. PekoMeHJauUMn OTHOCUTENIbHO OpOLLeHMs Mpu MCnosb3oBaHUM PU-reHepatopa Stockert:
YBennubTe OpOLUEHME [0 BbICOKON CKOPOCTW MOTOKA, HauvMHas C 5 CekyHfbl Mnepef HayasioM nojayu
PY-3Heprumn v nofAepXvBas 3Ty MOBbILIEHHYKO CKOPOCTb MOTOKA A0 5 CeKyHZ, Moc/e MnpekpaLieHus
nogayn sHeprun. Mpu mowHocTM go 30 BT cnefyeT MCMo/b30BaTh BbICOKYHD CKOPOCTb MOTOKa 8
mA/MyH. Mpy mowwHocTn oT 31 BT fo 51 BT cneflyeT MCNonb30BaTbh BbICOKYH CKOPOCTbL MoToka 15
MA/MUH.

14. Mopayvy PY-3Heprumn He cneflyeT HauMHaTb [0 TEX NOP, MOKa YBefuMYeHre CKOPOCTU MOTOKa
OpoLleHnss He OyfZeT MOATBEPXKAEHO YMEHbLUEHMEM Temmepatypbl  KYMOJIbHOrO  3/1EKTPOAa
HakKoHeyHwuKa Ha 2° C.

15. KoHTponupyiiTe TemnepaTypy HaKOHEYHMKA KaTeTepa BO Bpems npoueaypbl Ans
obecrneyeHnss LOCTATOYHOrO OpoLleHUs. [pumevaHue: oToGpakaemas Temnepatypa npeacTaBnseT
co60Vi TOMbKO TemnepaTypy 3/eKTPOA], a He TeMMepaTypy TKaHW.

16. HauHuTe npouenypy ¢ 15-20 BT. Uepe3 15 ceKyHA MOLHOCTb MOXET ObITb YBE/IMYeHa Ha 5-
10 BT, npn Heob6XoauMoCTK, A0 LOCTVKEHWUS TPaHCMYpPasibHOro nopaxeHus, onpegensemoro > 80%-
HbIM YMEHbLUEHWEM aMNAUTYAbl OAHOMONAPHOM 3NeKTPOrpamMmmMbl MPeACcepans WAM  MOSBNEHNEM
[BOMHbIX MNOTEHUMANIOB pPaBHOM W HWU3KOM aMnautygbl. PekomeHAyeTcs, 4TOObl MOLLHOCTb He
npesbiwana 50 BT, korga kateTep pacnofnoXxeH mnapannensHo Tkauu, u 35 BT, Korga karetep
pacrnonoXxeH MeprneHANKYNApHO TKaHW. [pOLO/MKUTENbHOCTL KaXXAoid PU-abnaumm He  [O/MKHa
npesbiwate 120 cekyHn. [onyckaeTca nepeTackuMBaHWe KaTeTepa K C/eAytollemy MecTy B TeyeHue
120-cekyHAHOrO nepuoja NpYMeHeHns aHeprum. PY TOK MOXXHO MOBTOPHO MPUMEHUTL K TEM Xe nnu
aNbTepPHATVBHbLIM MeCTaM C UCMO0/b30BaHWEM OHOMO M TOTO XXe KaTeTepa.

17. B cnyyae OTKIHOYEHUA reHepaTopa (UMMegaHc uav Temnepatypa), katetep cnefyet U3B/eub,
a Kyno/bHbI 3MEKTPOL HAKOHeYHUKa MPOBEPUTb Ha Hauuuve Koarynsata nepej MNOBTOPHbIM
npumeHeHvem PY Toka. [na ynaneHns no6oro Koarynsra, Npu ero Ha/imuymm, MOXHO MCMO/b30BaTh
CTEPU/IbHBLIA  MapneBblid  AUCK, CMOYEHHbIA CTepUSibHbIM - (PU3MONOTMYECKMM  PacTBOPOM, UTOObI
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aKKypaTHO MpOTepeTb HAKOHEYHWK; He LapanaiTe M He CKpyuuBaiiTe Kyno/bHbIA 3M1eKTPOA
HaKOHEYHMKA, TaK KakK MOXET BO3HWMKHYTb MOBPEXAEHUe COeAMHEHUs KynonbHOro 3M1eKTpoaa
HAKOHEYHMKa, YTO NPUBEAET K O0CNabNEHNIO KyMObHOMO 3/1EKTPOa HakKoHeuHMKa. Mepes NOBTOPHbIM
BBO/JOM Y6eANTEeCh, YTO OTBEPCTUS [/1 OPOLLEHMS He 3a0UTbl, MPOAENaB CNeayHoLLee:

a. 3anonHuTe WNpuuU* o6beMoM 1 wam 2 M CTepuSbHbIM (U3NONOTMYECKMM PacTBOPOM W
NPUKPENUTE K 3aNOPHOMY KpaHY Ha KOHLe TPYOKM ANs OpoLUeHKS.

b. AKKYpaTHO BBeAUTE (DU3MONOTMYECKMIA PacTBOP M3 LLNpULLA B KaTeTep. PaBHOMEPHbIE MOTOKY
YXNAKOCTW [OMKHBI ObITb BUAHBI U3 HAKOHEYHVKA KaTeTepa.

c. MoBTOpMTE Warn a 1 b, ecnm 3T0 HEO6X0ANMO.

d. MpomoiiTe kaTeTep W TPyOKy, MCMONb3YA CTaHAAPTHYK METOAMKY, 4TOObl 06ecneuntb
yfaneHne 3axBayeHHbIX My3blpbKOB BO34yXa W MNPOBEPUTb, YTO OTBEPCTMS [/ OPOLLEHUS He
3a6/10KNPOBaHbI.

e. Tenepb KaTeTep MOXHO BBOAUTb MaLEHTY.

MPEAYNMPEXAEHWE: He npogomkaiiTe MCNOMb30BaTb KaTeTep, eCv OH BCE eLLe 3aKpbIT, WK
€CNM OH He (DYHKLMOHMPYET [O/HKHBIM 06pasom.

*NMPUMEYAHUE: Hebonboi wnpuy, obecrneymsaeT AOCTATOYHOE AaBneHWe 418 NOMyYeHUs
BMAVMMOTO NOTOKa XXNAKOCTY.

HexenaTenbHble peakunu

BbIfI0 3aperncTpMpoBaHO MHOXECTBO CEPbe3HbIX MOGOUHBIX PeakLmii Ha NpoLesypbl KaTeTepPHOI
abnauumn, BKKOYas NeroyYHyto am6onnto, MHAapKT MUOKapaa, UHCY/bT, TaMMoHaLy CepAaua U CMepTb.
CneaytoLme 0CNOXHEHNS BbIN TaKXKe 0TMeYeHbl B XO/A€ NPeALecTBYOLLMX UCCNeA0BaHMIA UK Bbln
OMuCaHbl B INTEPaType:

CBsi3aHHbIe C NPOLIEAYPOIt KaTeTepuaaummn/KaTeTepom:

CocyancToe KpoBOTEYeHWe/NIOKa/IbHbIE FeMaTOMbl, TPOM603, apTepuoBeHo3Has (AB) ucTtyna,
nceBfoaHeBpr3Ma, TPOMOO3MOONMA W BasoBara/lbHble peakuuun, KapavasbHad nepdopauus,
nepuKapavanbHbll - 3KCCydaT/TaMnoHasa, TPOMObl, BO3AyLIHAs 3MO0MMA, apUTMUKU U MOPaXEeHWe
K/lanaHoB, MHEBMOTOPAKC W reMOTOpakc, OTeK Nerkux, rMroKCus, NaeBpasibHbIA 3KCCynaT, CUHAPOM
OCTPO  AbIXaTenbHOM  HegoctatoyHocTn  (COAH), 3acToiHas cepaeyHas  HeAoCcTaTOYHOCTb,
acnupauyoHHas MHEBMOHWUSA, MHEBMOHWS, MPUCTYN acTMbl, FMMOTOHWSA, HEUCNPaBHOCTb 3/1EKTPOjA
NMMIaHTUPYEMOT O KapauosepTepgedubpunnatopa  (MKA), aHemMus, TpoM6oLMTONEHUS,
AVCeeMVHNPOBaHHOe BHYTPUCOCYANCTOE CBEPTbIBaHME, HOCOBOE KPOBOTEUEHME, CUCTEMHAA UH(EKLWS,
MH(EKUMS MOYeBbIX MyTel, BbI3BaHHOE Cefalyeil Mpov3BO/IbHOE arHo3, Bbl3BaHHOE Cejauyeit
yaepxaHue CO2, CONPOBOX/AaEMOE BAOCTLIO 1 XOMELUCTUTOM.

CBs3aHHble ¢ PY:

Bonb/guckomopT B rpygHOM  KNIETKe, >KeNy[ouykoBas — TaxvmapuTMus,  TpaH3UMTOpHas
nwemmyeckas ataka (TWA), ocTpoe HapyLueHVWe MO3roBoro KposoobpatyeHus (OHMK), nonHas
aTpPUOBEHTPUKYNApHasA 6/0kafa, cra3M KOPOHAapHOW apTepun, TPom603 KOPOHAPHOW apTepuw,
pacc/ioeHMe KOPOHapHOW  apTepun, cepaevHas TpoMO03IM60MMs,  NepukapauT,  KapamanbHas
nepgopaums/TamnoHaaa, NopaKeHe KnanaHoB W MOBbILLIEHHbIA YPOBeHb HOCHOKMHA3bI.

He cBA3aHHbIe C U3AeNMEM MW NPOLIELYPOIA:

3agepXKKa MOYENCTYCKaHWs, Mepexoasilee OHeMeHWe KOHEe4HOCTel, 60/e3Hb MapKUMHCOHA W
OVBEPTUKY/E3 XeNyA0UHO-KULLIEYHOTO TpaKTa.

OTKA3 OT TAPAHTVN N1 OTPAHNYEHME OTBETCTBEHHOCTU

OTCYTCTBYIOT MPAMO BbIT*AXKEHHbIE WIN TMOAPA3YMEBAEMbIE TAPAHTUWN, B
UACTHOCTW, NKOBbIE NOAPA3YMEBAEMBIE FTAPAHTUN TOBAPHOU
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Mpunoxenwne 1 (JononHeHve K VIHCTPYKUUKX MO UCMO/b30BaHMUIO)

11 Ycnosua akcnnayartauum
W3pnenvie npegHasHaveHo 41s MCNob30BaHUA BO BHYTPEHHEN Cpefie opraHun3Ma Yenoseka.
TOMbKO KBAIM(ULMPOBaHHbIE MEAVLMHCKME CMELMANCTbI N MeANLMHCKME PabOTHUKM,

KOTOpble NPOLLAM KypCbl y4eOHOM NOArOTOBKM AN paboTbl C NOLOGHBIMU U3LENAMU, JOMKHbI
CMO/b30BaTh 3TO MeAMLIMHCKOE M3Aenmne Noj PYKOBOACTBOM OMbITHOMO CheLuuanmcTa.

Tabnuua 1- XapakTepucTUKy OKpYXXatoLLei cpefbl

MapameTpbl cpefbl 3Ha4veHus
Temnepatypa, °C (+32-+42) 2 "C
BnaxHocTb Bo3ayxa (OTHOCUTENbHANA), HEKOHAEHCHUpYyoLwascs, % (80-100%) £2%
ATMOCtepHoe faBneHue, rla 101 rMa

2 NHdopmMaLms 0 nponsBoguTeNie MeguLMHCKOro n3aenus (HaumeHoBaHue, hakTUYecKunii
agpec, NOYTOBbIV afpec, HOMep TenedoHa, afpec MecTa NPON3BOACTBA)

PA3PABOTUUNK, MPON3BOANTE/b:
HanmeHoBaHue: Biosense Webster, Inc.
Agppec; TekHonomku Apaiis UpeaiiH 33, KanngopHna 92618 CLLIA

MPON3BOACTBEHHbBLIE NMAOWAALKN
1. Biosense Webster, Inc.
33 Technology Drive Irvine, California 92618 USA (CLLUA)
2. Biosense Webster, Inc.
Circuito Interior Norte #1820, Parque Industrial Salvarcar, Juarez, Chihuahua, Mexico, 32574
(Cupkyuto NHTeprop Hopte >|0l820 Mapke HaacTpuan CanbBapkap 32599 Xyapec, Yunyaya,
Mekcuka)
3. Biosense Webster, Inc.
15715 Arrow Highway, Irwindale, California, 91706 USA (3Sppoy Xaiisein 15715, ipsuHaein,
KannopHus, 91706 CLLA)

YMNONHOMOUYEHHbIN NMPEACTABUTENTb NMPON3BOANTENA
00O «[>XOHCOH & [XXOHCOH»
121614, r. MockBa, yn. Kpbinatckas 17, kopn. 2, Poccuiickas degepauns

Knaccntmkaumns MeanmumnHCKOro n3aenns

Knaccndnka~Hs Knacc ] ,
Knacc pucka 3
ViHBa3nBHOCTb MW ons Xvpypruy MUHUMabHOW UHBA3U
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CrepunbHOCTb CrepunsHoe MU
Tun KOHTaKTa C TeN0M LivpkynunpytoLas KpoBsb
LNnTeNbHOCTb KOHTaKTa OrpaHunyeHHasa 4/IUTe/IbHOCTb KOHTaKTa - MeHee 24 4acos

4 TexHNYecKne XxapakTepucTuKN MeguULUHCKOro nsgenus
41 ®doto MU

PucyHok 1- ®oT1o ogHoHanpasneHHoro karetepa THERMOCOOL SF NAV

PucyHok 2 - ®oto gByHanpasneHHoro karetepa THERMOCOOL SF NAV

4.2 O6wWasa xapakTepucTuka

KaTeTep gByHanpaBneHHbli koMnaHun «Biosense Webster Inc.» THERMOCOOL SF NAV
npeacrasnseT coboi ynpaBnseMblil MHOr03/1eKTPOAHbIA (6) NIOMUHANbHBIA KaTeTep C OTKIOHAEMbIM
HaKOHEYHUKOM, YMpaBisemMbiM OO/bLUMM Na/ibLeM C MOMOLUBK  PYYKMW, MpefHa3HaYeHHbId  Ans
06/eryeHns aNeKTPO(pM3MONOrMYecKoro KapTpoBaHus cepaua n nepegayn paguodactotHoro (PY) Toka
Ha KyNOJbHbIV 3NEKTPOS HaKOHEYHMKa KaTeTepa Ans nposefeHns abnaumun. CTepxeHb KaTeTepa UMeeT
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pasmep 7,5 F ¢ KoMbLEBbIM 301eKTpogoM 7,5 F. KateTep BBOAMTCS Yepe3 Hanpasnstowmii MTpoabtocep ¢
MUHUMaTbHbIM pa3mepomM 8 F. [na abnsumm kateTep MUCMob3yeTcs B codeTaHuu ¢ PY-reHepatopom u
AVCNEPCUOHHOMN MOAYLLKON (NacCUBHBIN 3N1EKTPOL).

KaTteTep MMeeT CTep)XeHb C BbICOKMM KPYTSLUMM MOMEHTOM C [BYHArpaB/ieHHOW CeKLuyeii
OTK/IOHAEMOr0 HAKOHEYHWKa B OMNJIETKe, COAepXKallen paf KO/MbLEBbLIX 3/EKTPOLOB, BK/IHOUAOLLMIA
Kynonoo6pasHblii HAKOHEYHMK AUaMeTpom 3,5 M.

Bce KonbLeBble 3NeKTPOAbI M3rOTOB/EHbI U3 6/1ar0POAHLIX META/IIOB W, €C/IN HE YKa3aHO WMHOe,
MOryT ObITb MCMOMb30BaHbl A1 LeNeld perncrpaumm nm CTUMynsuun. ONeKTPoA C KyrnonoobpasHbIM
HaKOHEYHWMKOM CNY>XMT Ansa goctaBkn PY Toka 0T PY-reHepaTopa A0 »KefaemMoro yyacTka abnauymm.

KateTep aByHanpaBneHHbln THERMOCOOL SF NAV BKaoYaeT gaTtyumk Temnepatypsbl,
BCTPOEHHbIVi B 3/1EKTPOL C KyrnonoobpasHbIM HAKOHEYHUKOM AuameTpoMm 3.5 MM. s OTKIOHeHMS
HaKOHeYHMKa MUCMO/b3YEeTCA KayatoLLMiACca pblyar.

Kavatowminics pblyar TAHET OfLHY W3 [BYX TAr, YTOObl OTK/IOHUTb KaTeTep B OLHOM
Hanpas/ieHUK, 1 BTOPYHO (NMPOTUBOMOJIOXHYHO) TArY, YTOObI OTK/IOHWUTL KaTeTep B APYroM Harnpas/ieHuu.
Bbl60poYHOE OTK/IOHEHWE KaTeTepa OCYLLECTB/ISIETCA MOBOPOTOM PYYKW YMpaB/ieHWs B Hanpas/ieHun
YKenaeMoro OTK/IOHEeHMs.

Pyuka WMeeT perynvMpyemblii MexaHW3m YrpaB/ieHUs HATSHKEHUEM, KOTOPbIA M03BO/MSAET
onepaTopy MCMo/b30BaTh KayaroWwuincs pblyar U OTKNOHATb HAKOHEYHWK B «CBOOOAHOM» COCTOSHUN UK
perynmpoBaTth HaTsHXXeHVe TaK, YTO KayatoLmMincs pblyar U KpuBas HaKOHEYHMKA «3aKpernsieHbl» Ha MecTe.

HatsbkeHne yBenmumBaeTcs, KOrga pyuyky YrpaB/ieHUs HaTsHKeHMem Bpawartb Mo 4acoBOM
CTpesike [0 TeX Mop, MoKa OHa He AOCTUTHET MONHOCTHLI0 MOJMIOXKEHWUSA «BK/.». Pyuka ynpasneHus
HaTSHKEHMEM PaCroOXeHa Ha NPOTMBOMO/IOXHON CTOPOHe KavatoLerocs pblyara. CTepXeHb C BbICOKMM
KPyTALWMM MOMEHTOM MO03BOMAET BpaliaTb MIOCKOCTb WM30MHYTOr0 HAaKOHeYHWKa A1 0becrneyeHus
TOYHOIO MO3MLMOHNPOBaHNA HAKOHEYHMKA KaTeTepa B HYy>KHOM MecTe.

Kpome TOro, B CMMMETPUYHBLIX WM aCUMMETPUYHBLIX KOMOUHAUMAX AOCTYMHbI PasinyHbIe
TUMbI KPUBbIX, KOTOpble 0OecrneumBaloT [Be NPOTMBOMOMIOXKHbIE KPYBble pa3BopoToM B 180° B OAHOM
MNI0CKOCTH.

Ha p[aHHbIi MOMEHT [OCTYNHble TUMbl KPWBLIX [/19  [BYHanpaB/NeHHOro KarteTepa
THERMOCOOL SF NAV skntoyatoT crnegytowme: BB, DD, FF, JJ, BD, FJ, DJ, BF, DF. HekoTopble
[OCTYMHbIE TUNbI KPUBLIX Ana AByHanpasneHHoro katetepa THERMOCOOL SF NAV cm. Ha PucyHke
3.

Kpusasa DD
Kpueasa FF Kpusas JJ Kpusasa DF Kpusasa FJ

PucyHok 3 - HekoTopble JOCTYMHbIE TUMbI KPUBLIX 415 ABYHanpaBneHHoro katerepa THERMOCOOL
SF NAV

Ha npokcvmasibHOM KOHLEe KaTeTepa HaxOAMTCS BXOAHOE OTBEpCTMe AN (PU3MOMI0rnyYecKoro
pacTBOpa CO CTaHAapTHbIM (DUTUHIOM C (KcaTopoM J1i03pa, BbIXOASLLEe M3 OTKPLITOr0 MpoceeTa. JT0
OTBEpPCTME  A4/19  (PMU3MOMIOTMYECKOTO  pacTBopa  CAYXMUT [ BMPbICKMBAHUA  HOPMa/bHOro
(h13MONOrMYeCKOro pacTBopa A/ OPOLLEHUs 3M1eKTPoAa C KyrnonoobpasHbIM HakoHe4HVKoM. Bo Bpems
abnaumMm  HOPMabHbLIA  renapuHU3NPOBaHHbIA  (PU3NONMOTMYECKUA  PacTBOp  MPOMYCKAaOT — Yepes
BHYTPEHHWI MPOCBET KaTeTepa ¥ Yepe3 3NEKTPOZL C KynonoobpasHbIM HaKOHEYHNKOM 4151 OPOLLEHUS 1
OX/XAeHUA MecTa abnaumn, a Takke HaKOHeYHWKa 3M1eKTpoaa. Hacoc 419 opoLUueHns UCNONb3yeTcs AN
ynpaBneHnsi OpoLLeHVEM (M3MONOTMYECKUM PacTBOPOM. KaTeTep B3aMMOAECTBYET CO CTaHAApPTHbLIM
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3anncbiBaloLW MM 060pyA0BaHMEM W COBMECTUMbIM PY-reHepaTtopomM C MOMOLLBI0  AOMOMHUTENbHbBIX
YA/IMHUTENbHbIX Kabenei ¢ COOTBETCTBYHOLWMMMN pa3bemMamu.

Katetep payHanpaBneHHbln THERMOCOOL SF NAV ocHaweH MarHUTHbIM [aT4yvMKoM
MONIOXEHWS, BCTPOEHHbIM B CEKLMIO 3/71IEKTPOAA C KynonoobpasHbIM HaKOHEYHWKOM, KOTOpbIA nepeaaeTt
MHAOPMALIMIO O  MECTOMOMOXEHNN  HaBUraumMoHHol cucteme Carto EP. [na  onpeaeneHuns
MECTOMOJIOXEHUS TpebyeTcs COOTBETCTBYHOLLEE pepepeHCHOe YCTPOCTBO.

BokoBoii nopT UKa lMopLLeHb /NoN3yHOK
p Py p y KOoHuYuK un Konbua wu3

PucyHok 4 -KATETEP OAHOHAMNPAB/IEHHbLIA THERMOCOOL SF NAV

PucyHok 5- asyHanpasnenHbn KATETEP THERMOCOOL SF NAV

Pyuky KaTeTepa MNpOTpaB/IMBalOT fla3epoM AN TOro, 4Tobbl /erye OMpesenuTb KateTep U
Hanpa./ieHVe OTKOHEHNS KPUBOIA.

4.3 BapwuaHTbl ncnonHeHus M1

1. KaTeTep ogHoHanpasneHHbIn ThermoCool SF NAV;

- Tvin KpnBK3HbLI B; KOH(UIypauus anekTposos 2-5-2 MM.;
- Tvn KpuBn3HbI D; KOH(Urypaums anekTpogos 2-5-2 Mm.;
- Tun KpnBM3HbI F; KOHMIypaumns 3NeKTPOAOB 2-5-2 MM.;
- Tvin KpMBW3HbI J; KOHUIypauns 3neKTpoLoB 2-5-2 MM..

2. Katetep aByHanpasneHHblii ThermoCool SF NAV;

- Tvn KpnBM3HbI B-B; KOH(Mrypaums anektpogos 2-5-2 mm.;
- Tun KpuBK3HbI B-D; KOH(Urypauus anekTpogos 2-5-2 M.,
- Tun KpuBu3Hbl B-F; KOHDMIrypaums aneKTpoaos 2-5-2 MM.;
- Tvin kpuBK3HbI D-D; KOH(Mrypaums anekTposos 2-5-2 Mm.;
- Tvn KpuBM3HbI D-F; KOH(MIypaLus aneKTpoLoB 2-5-2 MM.;
- Tvn KpuBn3HbI D-J; KOHQUIrypaumsa anekTpoLos 2-5-2 M.,
- Tun KpuBK3Hbl F-F; KOH(Urypauus anekTponos 2-5-2 Mum.;
- Tvn KpuBM3HbI F-J; KOH(Mrypauus sanekTpogos 2-5-2 Mm.;

- Tun KpnBK3HbI J-J; KOHUIypaums 3NeKTPOA0B 2-5-2 MM..

3. Karetep ogHoHanpasneHHbI ThermoCool SF NAV with curve visualization;

- Tvn KpuBM3HbI B; KOH(UIypaumsa aneKkTpoLos 2-5-2 Mm.;
- Tvn KprBU3HbI D; KOH(Urypauus 3MeKTposos 2-5-2 MM.;
- Tun KpuBU3HbI F; KOH(QUrypaumsa anekTpoaos 2-5-2 MM.;
- Tvin KpMBU3HbBI J; KOH(UIYypaLus 3M1eKTPOL0B 2-5-2 MM..

4. Katetep asyHanpasneHHbii ThermoCool SF NAV with curve visualization;

- Tun KpmBu3HbI B-D; KOH(Mrypaums sanektpogos 2-5-2 Mm.;
- Tun KpuBn3Hbl B-F; KOH(Urypaums anekTpoLos 2-5-2 Mm.;
- Tvin KpUBW3HbI J-J; KOH(UTypaLms 3N1eKTpoLoB 2-5-2 MM..
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Tabnuua 3 - BapuaHTbl ncnosiHeHns MIA

Kartetep

Karetep
WAHUHAMPUBLACHHBI U
ThermoCool SF NAV

Kartetep
[BYHarnpaB/eHHbIV
ThermoCool SF NAV

Katetep
OAHOHaNpaB/eHHbIN
ThermoCool SF NAV

Kog n3genus

D131801

D131802

D131803

D131804

BNI35BBH

BNI35BDH

BNI35BFH

BNI35DDH

BNI35DFH

BNI35DJH

BNI35FFH

BNI35FJH

BNI35JJH

D131501
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KoHurypauus

Tvn  Kpueoli  B;
KOH(hUrypauus
3/1eKTPO/0B
MM

2-5-2

Tun  kpueoit D
KOH(uMrypaums
anektpogos  2-5-2
MM

Tun  kpusoin  F;
KOHMIrypaums
3/1EKTPOLOB
MM

2-5-2

Twvn KpuBOii  J;
KOH(uMrypaums
anektpogos - 2-5-2
MM

Tun  kpueoii  B-B;
KOHUrypaums
3M1EKTPOLOB 2-5-2 MM

Twn  kpusoli  B-D;
KOHMIrypaums
3MEKTPOLOB 2-5-2 MM

Tun  kKpueohi  B-F;
KOH(pUrypauus
3M1eKTPOAOB 2-5-2 MM
Tun  kpueoint  D-D;
KOH(urypauus
3M1EKTPOLOB 2-5-2 MM
Tun  kpusoin  D-F;
KOHUrypaums
3MEKTPOLOB 2-5-2 MM
Tun  kpusBoin  D-J;
KOHUrypaums
3M1EKTPOLOB 2-5-2 MM
Tun  kpuBoin  F-F;
KOH(Mrypaums
3M1EeKTPOLOB 2-5-2 MM
Tun  kpueoit  F-J;
KOH(hUrypauus
3M1EKTPOLOB 2-5-2 MM
Tvin KpUBOIA J-J;
KOHMUrypaums
3M1EKTPOLOB 2-5-2 MM
Tvin KpUBOIA B;
KOH(hUrypauus
3M1EKTPOLO0B 2-5-2 MM

Homep petanu

D-1318-XX-S

D-1317-XX-S

D-1315-XX-S
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Afre3unB HaKOHEUHVKa/CTEPXKHS

Pasbém Jloapa

MarucTtpanb Ans opoLleHus

Bokosoli nopt

3auymta 60KOBOro nopTa

KoHHekTOop

KnesLlee BewlecTso

MonunypetaH (MYy) P-9231

Monukap6oHat HP3NREU-
8H9D273,

KpacuTenb 6Genbliii AMOKCUL TUTaHa
(Ti02) CAS 13463-67-7., WIN KpacuTenb
cuHuin CAS 12239-87-1

nnactuk / cmona: TlonukapboHat
HP3NREU-8H9D273, Kpacutenb  6enblii
anokenpg TutaHa (T102) CAS 13463-67-7.,
KpacuTenb  CUHWIA CAS 12239-87-1,
Monunumng 75D,

Pd/Pt, nonuaupathnpketoH Victrex
450G YepHbIiA.

MonnypeTaHoBbI agresms P-9231

TepMONAacTUYHbI anactomep Pebax
2553-SA-01 Vestamid, npoussogetrsa Center
for Multifunctional Polymer Nanomaterials
and Devices, Kpacuteno rony6oin (Blue),
npoussogctaa Sun Chemical

Owopantommunin. Coctas %: (Al -
93,5%, Cu - 4,5%, Mg - 1,5%, Mn - 0,5%),
NONMBUHUAXNOPUA 714 FD HaTypanbHbIi

Pebax 3533-SAOI, npousBoacTBa
EIf Atochem. Kpacutens cepbiin (Grey),
npounssogctea Sun Chemical

umaHokpunat Loctite® PRISM®
411 Clear Instant Adhesive

HakoHeYHUK

Hapy>kHas 060n04ka

CrepkeHb

BcTaBka INEKTPOoaa HaKOHEYHMKaA

KonbLieBOI 3N1eKTpos,

MSrKuiA HaKOHeYHUK

HaKOHEUYHWK YeTbIpexyrosbHOro mnosoro
COeIMHEeHUS

OnnéTtka

TemnepaTypHbIiA JaT4nK (TepMonapa)
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Monuumng, 75
TPY6KW BHYTp.AVameTp 125

MannetaH 55D/80A

Cnnas Pd/Pt (80%
nonnagnpahnpKeToH Victrex
YepHbI I

D, TedoHoBbIE

I 20%) -
450G

90% nnatunHa /10% wpuanii
nonnypetaH [lennetaH 2363

nonuypetaH [lennetaH 80% 55D
20% 80A

HepxaBsetowan ctanb Mapkm 304v  (
C - 0.08%, Mn - 2.00%, Si - 1.00%, P -
0.045%, S - 0.03%, Cr - 18.00-20.00%, Ni
- 8.00-10.50%, N - 0.1%, Fe go 100%)

Monuumng 75D, cnnas
KoHcTaHTaH (Cu - 59%, Ni - 39-41%, Mn
- 1 - 2%), repMeTU3MpOBaHHbIN
3NOKCWUAHOM CMONOA.
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06pasys CUCTEMY 3alLWTbl CTEPUNBHOCTM. 3aTeM 3aredaTaHHbI/ NakeT NOMELLA0T B KAPTOHHYH KOPOBKY
BMECTe C MHCTPYKLMel No UCNOMb30BaHMUIO.

*i

«

PucyHok 6. MepBryHaa ynakoska ogHoHarpaeneHHoro karetepa ThermoCool SF Nav

TNiftwdSclot SF i« |

PucyHok 7. BTopuyHasa ynakoBka ogHoHanpasneHHoro karetepa ThermoCool SF Nav

[ByHanpasneHHble KaTeTepbl ThermoCool SF Nav HaxoaaTcsa B ABOVHOM TepMO(OPMOBAHHON YNaKoBKe
C PYYKOW M KOMMOHEHTOM CTePXHS. [1BoiHas TepMOdOpMOBaHHas ynakoBKa CKpeniseTcs Tak, YToobl
c034aTb /19 KaTeTepa OMOpHYH NOA/I0XKKY, KOTOpas He ABNAETCA YaCTblo CUCTEMbI 3aLLMUThI
CTepuibHOCTU. KaTeTep ynakoBbIBatOT. YNakoBKy nomeluatoT B Tyvek / HeliIOHOBbIN NakeT, 3anamBatoT,
06pasys cuCTeMy 3aLiMTbl CTEPUIBHOCTU. 3aTeM 3areyaTaHHbIA MakeT NOMELLAIOT B KAPTOHHYH KOPOOKY
BMeCTe C MHCTPYKLMENR N0 NCMO0/b30BaHNIO.

PucyHok 8 - TNepBuyHas ynakoska AByHanpasieHHoro katetepa ThermoCool SF Nav

Tmr/Y ciCooc S F «

PucyHok 9 - BTopuuHasa ynakoBka [iByHanpasneHHoro karetepa ThermoCool SF Nav

Tabnuua 6 - YnakoBouHble MaTepuansl KatetepoB ThermoCool SF Nav

OpHoHanpasneHHble KateTepbl ThermoCool SF Nav

OnwucaHwne Martepuan

Owopantommunin. Coctas %: (Al -
93,5%, Cn - 4,5%, Mg - 1,5%, Mn - 0,5%),
NONMBUHUAXNOPUA 714 FD HaTypanbHbIiA.

3awumTa CTepXKHs, NpsMoii KaTeTep

MopaepxvBaroLLuii KapTOH, Teeppas GeneHas cynbaTtHas
Navistar ThermoCool uennonosa. benas 609,6 (0,24”)

MakeT HeiinoH, 0,15 mm (6 Musb)

Knesiiee BeLLeCcTBO Knein CR27

Kopobka KaptoH 109,54 mm x 31,75 mm x 1524

MM (4 5/16" x1 1/4" X60")

OTUKeTKa bymara ¢ agresmMBHbIM  C/l0EM
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npoussoacTsa  KomnaHuu  Underwriters
Laboratory #814 (ULL 814) c Haanucamu:
KpacuTenb KpacHbIW - CAS 1309-37,
KpacuTeNlb CUHUIA - CAS 12239-87-1;
Kpacutenb  4epHbin  CAS  1333-86-4,
Kpacutenb opaHxesbli CAS 6505-28-8;
Kpacutens cepblii CAS 1308-38-9.

Bknagpilt ¢ uHGpopmauyunein  ans Henpo3payHas 6ymara
naumeHTa

WHCTPYKUMA NO NPUMEHEHMIO 1111 MeyaTaeTcs YepHbIMM
yepHunamun Ha 6enoin bymare

(40 # Henpo3payuHas rnasgkas).

11.1.2 BykneTHas hopma, neyvatb
[BYXCTOPOHHSAA (Ha nepesHein
W 3a[jHel CTOPOHAX), CLUMTbIN
nepener.

1113 Pa3mep 1 (hopmat rotosoro
OyKneta MHCTPYKLMUK MO
1CMONb30BaHNIO COCTaBNAET
95,25 mm x 323,85 mm (3,75"
X 12,75") n opreHTMpoBaH
BEPTUKASbHO.

TpaHcnopTHasa Tapa (MaTepuansl, bymara, KapToH
pasmepbl, KO/-BO).

Katetep aByHanpaBneHHbili ThermoCool SF NAV

MakeT Tyvek/Heiinon (HEM/TOHOBbIN
MAKET, 0,15 mm (6 mMunb))

nonuatuneHtepegtanatrnmkons (CAS
25038-59-9).

(350x250x150 mm)

J10TOK HanpaBNAOLLEN PYyUKM

nonuatuneHTepedTanatrnnkons (CAS
25038-59-9).

(KBAOPATHAA KOPOBKA, 304,8
MM X 304,8 mm X 22,225 mm (12"X12"X7/8")

J1oTOK CTepXKHA KaTeTepa

Kopob6ka ycTpoiicTea "ohprpoBaHHbIi KapTOH
(KAPTOHHAA KOPOBKA 4,20 mm X 1,40 MM
X 59,75 mm)
bywmara, KapToH MAKET,
— TKgngg)cmTHaﬂ Tapa  (MaTepUantl. s AMEUATHLIBAEMBII  C  MOMOLLIBHO
P Pbl, ’ OTUKETKW, TIEPEFTMBAEMOWN TOMONAM,

381 mm X 330,2 mm(15"X 13")
KateTep ogHoHanpaeneHHbln THERMOCOOL SMARTTOUCH SF

JloTok cTepxxHa kaTeTepa thermocool TEPMONNAaCTUYHbIN anacTtomep
n3 M3Tr Pebax 2553-SA-01 Vestamid W/20%BS-
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MapkupoBka

miitpr’
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PrcyHok 10 - MapKupoBKa Ha NepBMYHOIA yNakoBKe
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PrcyHok 11 - MapKupoBKa Ha BTOPUYHOM YraKoBKe
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Tabnuua 7 - YCNnoBHble CUMBO/bI

CumBon

STERILE |e o |

®

)

nin

X
d

ELECTRODES EA

XP

SF

3HauyeHue

MpocTtepunnnsosaHo
3TWUIEHOKCKAOM

Tonbko ana
0/AHOPa30BOro
NPUMeHeHns

OcTopoXHO

Cneposatb
WHCTPYKLMSAM 1O
NMPUMEHEHUIO

He ncnonb3oBaThb,
ec/iv yrnakoBKa
nospexzeHa

He ncnonb3oBaThb,
eC/IN ynakoBKa
OTKpbITa

XpaHuTb BOaM OT
NPAMbIX COMTHEYHBIX
nyyein

Jlata nsrotoeneHuns

OneKkTposbl

Bug Kpuoli

HaBuraynoHHbIin
KaTeTep

CoBMecTuM C
HaBWraLNOHHOA
cuctemoin Carto XP
EP

Karetep
THERMOCOOL SF
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CumBon

LOT

REF

eclrepl

SPACING mm

3HauyeHue

XpaHUTb B CyXOM
mecTe

Cpok rogHocTn

Kog naptun

Homep no karasnory

Konnyectso: 1

MpownssogmnTens

Y NOTHOMOYEHHBbIN
npeacTaBuTeNb B
EBponeiickom
coobuecTae

Jonyctnmasn
Temnepartypa

PacctosiHne

LLITbIpeBoli pa3bém

CoBmecTM C
HaBWIaLMOHHO
cuctemoli Carto 3 EP
MpenynpexzaeHve:
defiepabHbIA 3aKOH
CLUA orpaHuunsaet
NPOA&XY AaHHOr0
n3genns no 3akasy
Bpaya uam no ero
NOPYYEHNIO.



7 YCcnoBusa TpaHCNOPTUPOBKU U XpaHEeHUA
Tabnuua 8- XpaHeHue

MapameTpsbl cpeabl

Temnepatypa Bo3gyxa, °C
BnaxHoCTb BO3ayxa (OTHOCUTE/NbHAA), HEKOHAEHCMpYtoLLascs, %
ATMOC(epHoe faBneHue, rfa

Tabnuua 9 - TpaHCNOPTUPOBKA

MapameTpsbl cpeabl

Temneparypa Bo3gyxa, °C
BrnaxHoCTb Bo3fyxa (OTHOCUTENIbHAA), HEKOHAEeHCUpytoLwascs, %
ATMOCepHoe fasneHue, rfla

3Ha4veHus
(+5-+25)+2 ‘Cc
(20-60%) £2%
101 +1 rMa

3Ha4yeHus
(+5-+25)+2 *0
(20-60%) £2%
101 +1rMa

8 OCHOBHble NapaMeTpbl 1 XapaKTepUCTUKN MeAULMHCKOro 13aenuns

Tabnmua 9 - OCHOBHble NapameTpbl

1. KaTteTeo ogHoHanoaBneHHbli ThermoCool SF NAV
XapaKTepucTUKu D131801 D131802 D131803
O6LLMe NONOXEHMS

Vcnone3yemas 11543 115+3 115+3
[NMHa, cM

Martepuan Taru, 1524 +76,2 1524 £76,2 1524 +76,2
AnMHa

D131804

115+3

1524 +76,2

BHewwuHwiA gnameTtp, ot 0 go 2,6416 o1 0 o 2,6416 ot 0 go 2,6416 ot 0 fo 2,6416

MM

Bpems npumeHeHus, He 6onee 120 He 6onee 120 He 6onee 120 He 6onee 120

CeK

YCTaHOBKM
MOLLIHOCTW BO Bpems
npumeHeHuns PY
(npeacepaHas
abnauus), BT
YCTaHOBKM
MOLLIHOCTM BO Bpemsl
npumeHeHus PY
(>kenypnoukosas
abnauus), BT

15-30 15-30 15-30

31-50 31-50 31-50

CkopocTb MoToka B0 8 mn/MuH-5% +15% 8 MA/MMH-5% +£15% 8 MA/MUH-5

Bpems abnsyuu,
MYMUAH (< 30BT1) (<308B) (<30BrT)

15 mn/MuH-5% +15% 15 mn/MnH-5% +£15% 15 mna/MuH-
(> 30B1) (> 30B1) (> 30 B7)
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15-30

31-50

% +15% 8 MA/MnH-5% +15%
(<30 B7)

5% +15% 15 mn/MuH-5% +£15%
(> 30 Bm)
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JononHutensHble
KonbLa, MM

Paswmepbl
KO/bLIEBOrO
3M1eKTpoda, MM

PacrnonoxeHue
KOJbLIEBOrO
3NeKTpoja

MmnegaHc PY Om
npu 5 kunorepuax

MmnegaHc PY Om
npu 500
Kunorepuax
M3onaums un

ha3oBbIii yron
MeX[y KOHTypamu

Tok yTeukun PY, mA

TemnepatypHble
[aTunKm

Pacrionoxexve
CKUMatOLLEA
KaTyLIKK
Tvnbl KPUBOIA

JuanasoH yrna

2

Konbuesble ANEKTPOAbI
HaKOHeYHMKa

BHeLHWiA gnameTp =
2,4638 +/- 0,0254

BHyTpeHHWIT fuameTp =
2,3876+/- 0,0254

OnuHa = 1,27 +/- 0,127

KorbLieBble 371EKTPObI
CTEPXKHS

BHewwHwWiA guameTp =
2,4638 +/- 0,0254

BHyTpeHHUIA anameTp =
2,3622+/- 0,0254

[nvna =0,7112+/-0,127

2-5-2

o1 0 go He 6onee 5

o1 0 go He 6onee 25

Mpwn 5 kI'y: 6onbLue, Yem
100 kOwm Lo
6eCKOHEUYHOCTW.

Mpun 500 KI'y: 60nbLLe,
yem 1kOm Lo
6eCKOHEYHOCTH.
®a30BbIA yron JO/MKeH

ObITb MEXAY -86° 1 -90°. [OMKeH 6bITb MEXAY -

ot 0 go 252

Tepmonapa:
14004 Om
37°+/- 2°C

BkneeHa B 3nemeHT
YKECTKOCTH.

B

0-150°
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KonbLeBble
3NEKTPOLb!
HaKOHeuYHuKa

BHewHuit grameTp =
2,4638 +/- 0,0254

BHyTpeHHWIA fuameTp

= 2,3876+/- 0,0254

OnvHa = 1,27 +/-
0,127
KonbLeBble

3M1EKTPOLbI CTEPXKHS

BHewHwuii guametp =
2,4638 +/- 0,0254

BHYTpeHHWIA gnameTp

=2,3622+/- 0,0254

OnuHa = 0,7112 +/-
0,127

2-5-2

o1 0 o He 6onee 5

o1 0 4o He 60nee 25

Mpwn 5 k'Y 60nbLUe,
Yyem 100 kKOm g0
6eckoHeuHocTu. Mpu

500 KI'y; 60nbLUE, YeM

1 kOm po
6ECKOHEYHOCTH.
®a3oBbIN yron

86° 1 -90°.

ot 0 fo 252

Tepmonapa:
14004 Om
37° +/- 2°C

BkneeHa B aneMeHT
YKECTKOCTW.

0-150°

Konbuesble
3M1EKTPOLbI
HaKOHEeYHMKa

BHeLwHWi graveTp =
2,4638 +/- 0,0254

BHyTpeHHUA guameTp
=2,3876+/- 0,0254

OnvHa = 1,27 +/-
0,127
KonbueBble

3M1EKTPOALI CTEPXKHS

BHeLwHWiA gruameTtp =
2,4638 +/- 0,0254

BHyTpeHHWIA guameTp
= 2,3622+/- 0,0254

OnuHa = 0,7112 +/-
0,127

2-5-2

o1 0 0 He 6onee 5

o1 0 go He 6onee 25

Mpwn 5 kI'y: 6onbLue,
Yyem 100 kKOm go
6eCKOHEeUYHOCTW.

Mpn 500 KIy;
6onbLue, Yem 1 KOM
[0 6ECKOHEYHOCTN.
®az0BbIi yron
[LO/MKeH 6bITb MeXAy -
86° 1 -90°.

ot 0 go 252

Tepmonapa:
14004 Om
37°+/-2°C

BkrieeHa B aniemeHT
XKECTKOCTW.

0-150°

KorbLieBble 371eKTPObI
HAKOHEYHMKa

BHeLHWiA grameTp =
2,4638 +/- 0,0254

BHyTpeHHWii gnameTp =
2,3876+/-0,0254

[Onvna = 1,27 +/- 0,127

KorbLeBble 9NEKTPO/b!
CTEPXKHS

BHeLHWiA grameTp =
2,4638 +/- 0,0254

BHyTpeHHUIA gnameTp =
2,3622+/- 0,0254
2,3622,028

OnvHa = 0,7112 +/-
0,127

2-5-2

o1 0 go He 6onee 5

o1 0 go He 6onee 25

Mpu 5 KMy 6onbLue,
yem 100 kOm fo
6ecKoHeYHoCTH.

Mpu 500 kI'y: 6onbLue,
yem 1kOwm go
6eCcKOHeYHoCTH.
®a30BbIi Yron fOMKeH
6bITb MeXay -86° u -
90°.

ot 0 go 252
Tepmonapa:

14004 Om
37° 4/-2°C

BkrneeHa B afieMeHT
XKECTKOCTWU.

0-150°
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OTK/TOHEHMEM,KHOMKOW
PYUKOI HaTSHXEHNS 1
(PUTUHIOM C (PMKCATOPOM
Joapa

[nunHa, cm 21,02866+/-0,0508

[nvHa nopwHs, cm - 6,985 +/- 0,0762

Pa3bem 25-KOHTaKTHbI
Temnepatypa o1 0 A0 48
pyuku, °C

KHOMKOV ynpaBneHus
OTK/OHEHVEM,
KHOMKOW pyu4Koii
HaTSKEHUA Y
(OUTUHIOM C
thukcatopom JToapa

21,02866+/-0,0508
6,985 +/- 0,0762

25-KOHTaKTHbIA

ot 0 g0 48

2. KateTep aByHarpas/eHHbIn ThermoCool SF NAV

XapakTtepuctnkn BNI35BBH  BN135BDH BN135BFH

O6LKe NoNoXeHMs

Mcnonb3yemas  115+3 115+3 115+3
LNWHa, cM

AnuHa 1524 +76,2 1524 +76,2 1524 £76,2
matepuana

NPOBOOYHOTO

BblTaNKMBaTens,

MM

BHewHwii o1 0 o o7 0 o oT 0 fo
anameTp, MM 2,6416 2,6416 2,6416
Bpems He 6onee 120 He 6onee 120

NPUMEHEHNA, CEK

YCTaHOBKYU oT 15 go 30
MOLLHOCTY BO

Bpems

npvMeHeHuns PY

(npeacepgHas

abnauyusa) BT

ot 150030 ot 1540 30

YcTaHoBKM oT 31 o 50
MOLLHOCT BO

Bpems

npvMeHeHuns PY

(xenypoukoBas

abnauyus) BT

o131 go 50 o131 go 50

CKopocTb 8 MA/MuH 5% 8 MA/MUH 5% 8 Mn/MUH 5%

noTtoka, Ma/MuH +15% +15% +15%
(< 30BT1) (<30 B1) (< 30BT1)
15 Ma/MuH 15 Ma/MuH 15 Ma/MuH
5% +15% 5% +15% 5% +15%
(> 30BT1) (> 30B1) (> 30 BT)

MpepsaputensH o1 0 go 15° ot 0po 15°  o10O pgo 15°

bl U3rn6°

MonHas gnvHa, 146 +3 146 +3 146 +3

cM*

. 9 9
Macca, 1 0+10% 0+10% 0+10%
®uTuHr ¢ hukcato! KoM JTroapa
BHYTpeHHWA 4,2926 */- 4,2926 */- 4,2926 */-
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He 6onee 120 He 6onee 120

BN135DDH  BN135DFH
115+3 115+3
1524 +76,2 1524 £76,2

ot 0 fo 2,6416

oT 15 go 30 o1 15 0 30

oT 31 go 50

8 MA/MUH 5%

+15% +15%

(< 30 BT) (< 30 BT)

15 ma/MuH 5%

+15% +15%
(> 30 BT) (> 30 BT)
ot 0 go 15° ot 0 go 15°
146 £3 146 £3

9 9
0+10% 0+10%
4,2926 +/- 4,2926 +/-

oT1O f0 2,6416

He 6onee 120

oT 31 go 50

8 MA/MUH 5%

15 mna/MuH 5%

KHOMKOW yrpaB/ieHNs

OTK/IOHEHNEM,

KHOMKOM py4KOi

HaTSHXKEHNA 1
(OPUTUHIOM C

OTK/IOHEHVEM, KHOMKO
PYUKOI HaTSXXEHMSA U
(OUTUHIOM C
thmkcaropom Jltospa

thmkcaropom Jltoapa

21,02866+/-0,0508
6,985 +/- 0,0762

25-KOHTaKTHbI

21,02866+/-0,0508
6,985 +/- 0,0762

25-KOHTaKTHbIl

ot 0 go 48 ot 0 go 48
BN135DJH BN135FFH BN135FJH  BN135JJH
115+3 115+3 115+3 115+3
1524 +76,2 1524 +76,2 1524 £76,2 1524 +76,2
oT 0 g0 2,6416 ot 0 go 2,6416 ot 0 go o1 0 go

2,6416 2,6416

He 6onee 120

oT 15 go 30

ot 31 fo 50

8 MA/MUH 5%

He 6onee 120 He 6onee 120 He Gonee 120

oT 150030 oT 150030 ot 1570 30
o131 4050 oT131p050 o131 oS50
8 Mn/MyH 5% 8 MA/MUH 8 MN/MHH

+15% +15% 5% +15% 5% +15%
(< 30BT1) (< 30 BT1) (< 30 BT) (< 30 BT)
15 Ma/MuH 5% 15 ma/mMuH 5% 15 ma/mMuH 15 MA/MHH

+15%
(> 30 BT)

ot 0 go 15°

146 £3

9 9
0+10%

4,2926 +/-

+15% 5% +15% 5% +15%
(> 30 B1) (>30B1) (>30B1)
ot 0 go 15° ot 0po0 15° o1 0pgo 15°
146 +3 146 £3 146 +3

9
0+10% 0+10% 0+10%
4,2926 +/- 4,2926 +/-  4,2926 /-



AnameTp, Mm 0,02286 0,02286 0,02286 0,02286 0,02286 0,02286 0,02286 0,02286 0,02286

"naBHbIiA 7,747 +0,000 7,747 +0,000 7,747 +0,000 7,747 +0,000 - 7,747 +0,000 - 7,747 +0,000 - 7,747 +0,000 - 7,747 +0,000 7,747 +0,000

BHeLHN®iA -0,0762 -0,0762 -0,0762 0,0762 0,0762 0,0762 0,0762 -0,0762 -0,0762

AnameTtp, Mm

[nunHa, Mm 20,066 +/- 20,066 +/- 20,066 +/- 20,066 +/- 20,066 +/- 20,066 +/- 20,066 +/- 20,066 +/- 20,066 +/-
0,254 0,254 0,254 0,254 0,254 0,254 0,254 0,254 0,254

[OnvHa wHypa, 2,71-3,5 2,71-3,5 2,71-3,5 2,71 -3,5 2,71 -3,5 2,71 -3,5 2,71-3,5 2,71-3,5 2,71-3,5
MM

OnvHa wHypa 76,2 +/- 2,54 76,2 +/-2,54 76,2 +/-254 76,2 +/-254 762 +/-254 76,2+/-254 762+/-254 76,2+/-254 762 +/-2,54
60KOBOrO
OTBETB/IEHUS, MM

TexHUYeckre XapakTepUCTUKN HaKOHEYHUKA

Pasmep 2,3(7,5) 2,3 (7,5) 2,3 (7,5) 2,3 (7,5) 2,3 (7,5) 2,3 (7,5) 2,3 (7,5) 2,3 (7.5 2,3(7,5)
3MeKTpoAa

HaKOHeYHuKa,

MM (no

(hpaHLy3cKoin

LuKane)

Konuyectso 56 56 56 56 56 56 56 56 56
0TBEPCTUIA ans
opoLleHuns

[vaveTp 0,0889 +/- 0,0889 +/- 0,0889 +/- 0,0889 +/- 0,0889 +/- 0,0889 +/- 0,0889 +/- 0,0889 +/-  0,0889 +/-
otsepcTma ana 0,508 0,508 0,508 0,508 0,508 0,508 0,508 0,508 0,508
opoLueHna, MM

Konnyectso 4 4 4 4 4 4 4 4 4
npocBeTOB B
OTK/IOHSIEMOM
HaKOHeYHuKe
Pasmepbl 2 X 0,4826+/- 2 x0,4826+/- 2 x0,4826+/- 2 x0,4826+/- 2 x0,4826+/- 2 x0,4826+/- 2 x0,4826+/- 2x 2X
MpoceeTta 0,0254 0,0254 0,0254 0,0254 0,0254 0,0254 0,0254 0,4826+/- 0,4826+/-
OTK/IOHAEMOT O 0,0254 0,0254
HaKOHEYHNKa, 2x0,889 +/- 2x0,889 +/- 2x0,889+/- 2x0,889+/- 2x0,889+/- 2x0,889+/- 2x0,889 +/-

0,0254 0,0254 0,0254 0,0254 0,0254 0,0254 0,0254 2x0,889 +/- 2 x0,889 +/-

0,0254 0,0254
2 x0762 2 x0762 2x0762 2x0 762 2 X0 762 2x0762 2x0762

2 x0 762 2 x0 762

OnneTka OnneTka: 16 Onnetka: 16 Onnetka: 16 OnneTtka: 16 Onnetka: 16 OnneTka: 16 Onnetka: 16 Onnetka: 16 Onnetka: 16
HUTeW, 45 +/- HuTel, 45 +/- HuTeid, 45 +/- HuTeir, 45 +/-1 HuTeir, 45 +/-1 HuTeid, 45 +/-1 HuTein, 45 +/-1 HuTeir, 45 HUTeNn, 45 +/-
1BNTKOB HA 1 BMTKOB Ha 1BWTKOB HA  BUTKOB Ha BUTKOB Ha BUTKOB Ha BWTKOB Ha +/-1 BUTKOB 1BWTKOB Ha
254 cm (17) 254cm(C?) 254cm(MC’) 254cm(C’) 254cm(C”) 254cm(l’) 254cm(C’) Ha254cm 2,54 cm (17)

1)

[AnvHa 3,6703 +/- 3,6703 +/- 3,6703 +/- 3,6703 +/- 3,6703 +/- 3,6703 +/- 3,6703 +/- 3,6703 +/-  3,6703 +/-

anekTposa 0,5083,5 0,5083,5 0,5083,5 0,5083,5 0,5083,5 0,5083,5 0,5083,5 0,5083,5 0,5083,5

HaKOHeYHuKa,

MM

KoHcTpyKums 3 nByx M3 aByx M3 gByx M3 gByx M3 aByx M3 aByx W3 aByx M3 aByx M3 aByx

anekTpoga yacTeli co yacTeii co yacTeli co yacTeii co yacTeit co yacTeli co yacTeli co yacTeli co yacTeli co

HaKOHeYHMKa CTEPXXHEM CTEPXXHEM CTEPXXHEM CTEPXXHEM CTEPXXHEM CTEPXKHEM CTEpPXHEM CTEPXXHEM CTEPXXHEM

Konuuectso 3 3 3 3 3 3 3 3 3

KO/bLIEBbIX

3M1EeKTPO0B

[ononHuTeNbHbI 2 2 2 2 2 2 2 2 2

€ KOMblieBble
3N1eKTPOAbI, MM

Pasmepbl Konbuesble  KonbueBble  KonbueBble  KonbLieBble Pa3mepsbl KonbLesble KonbLesble Konbuesble  KosnbLesble
KO/bLIEBOTO 3NeKTpobI 3NEKTPOAbl  3N1EKTPOfbI 3M1EKTPOABI KOMbLEBOTO  31eKTPOAbI 3NeKTpoabl 3/IEKTPOAbl  3NMEKTPOAbI
3NeKTPOAa, MM HaKOHEYHWMKa HaKOHEYHWMKa HaKOHEeYHMKa HaKOHeYHWKa 3/MeKTpofa, HaKOHeYHMKa HAKOHEYHMKA HAKOHEYHWK HAKOHEYHUK
. . . . MM . . a a
BHelwHwuin BHeLHWiA BHelwHui BHeLwHW Konbuesbie BHewHui BHewwHun
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KaTyLKn JKECTKOCTU.  HKECTKOCTU.  XKECTKOCTW.  XKECTKOCTW.  HKEeCTKOCTU.  XKeCTKOCTM.
Tunel KpuBoi BB BD BF DD DF DJ
[OwnanasoH yrna 0-180° 0-180° 0-180° 0-180° 0-180° 0-180°
OTK/IOHEHUA

XKecTkocTb oT 0 0 He oT 0 0 He o7 0 fo He o1 0 Ao He oT 0 0 He o7 0 Ao He

HakoHeuHuKa, H 6onee 0,2647 6Gonee 0,2647 6onee 0,2647 6Gonee 0,2647 6onee 0,2647 6onee 0,2647

Ycunve
kopobneHus, H

oT 0 g0 He
6onee 0,5589

oT 0 g0 He
6onee 0,5589

oT 0 0 He
6onee 0,5589

oT 0 0 He
6onee 0,5589

oT 0 0 He
6onee 0,5589

oT 0 o He
6onee 0,5589

BokoBsoe ycunue,

H e MeHee € MeHee € MeHee € MEHee € MeHee € MeEHee
0,04 0,04 0,04 0,04 0,04 0,04
Yewnnve nonHoro
BbITArMBaHUS € MeHee € MeHee € MeHee € MeHee € MeHee € MeHee
KaTeTepa, H 17,793 17,793 17,793 17,793 17,793 17,793
TexHMYecKne XapakTepUCTUKN MarucTpaseid opoLeHuns
Pasmepbl Tpy6  BHYTpeHHUIA BHYTpeHHWin BHyTpeHHWiA BHYTpeHHWA BHYyTpeHHWA BHyTpeHHui
OpOLUEHMS, MM AWaMeTp =  AMameTp =  AuameTp =  guameTp = avameTp = nnameTp =
0 635+/- 0 635+/- 0 635+/- 0 635+/- 0635+/- 0 635+/-
0,0127 0,0127 0,0127 0,0127 0,0127 0,0127
TexHUYecKmne XapakTepUCTUKN CTEPXKHSA
Pasmep cTepxHs, 2,3 (7,5) 2,3 (7,5) 2,3 (7,5) 2,3 (7,5) 2,3(7,5) 2,3 (7,5)
MM (no
(hpaHLy3cKoi
LuKane)
BonHuctocTb oT 0 go 20 oT 0 go 20 o1 0020 oT1 0 go 20 o7 0 go 20 o1 0020
CTEPXHS, MM
Pasbembl 38AWG 38 AWG 38 AWG 38 AWG 38 AWG 38 AWG
BHYTPEHHMNX (AmepukaHok (AmepnkaHoK (AMepukaHoK (AmepnkaHoK (AmepnkaHOK (AMepuKaHOK
npoBo/aoB Wikannép  WAkanuép  WAkammbp  WAkanmbp W kanu6p Wit Kannép
npoBOAOB) npoBo/0B) NpoBO/OB) npoBoJoOB) npoBoJoB) npoBOAO0B)
MegHbIi MegHbll MegHbii MegHblii MegHbii MefHbIi
npoBoA npoBsoj npoBsoj, Mposog, Mposog, npoBsoj,
Pasbem faTumka Tepmonapa: Tepmonapa: Tepmonapa:  Tepmonapa:  Tepmonapa:  Tepmonapa:
Temneparypbl
.38 AWG .38 AWG 38AWG .38 AWG .38 AWG .38 AWG
(AmepukaHc (AmepukaHc (AmepukaHc (AmepukaHoK (AmepukaHc (AMepuKaHc
KU Kanuép  Kuit kanuép  Kuii kanmbp W kann6p KW Kanubp  Kuii Kannbp
npoBo0B) NpOBOAOB) NpoBO/OB) NpoBOLOB) npoBOLOB) npoBOAOB)
Mposog 13 Mposog n3  Mposoj u3 Mposog u3 Mposog u3 Mposog 13
KOHCTaHTaHa KOHCTaHTaH KOHCTaHTaHa KOHCTaHTaHa KOHCTaHTaHa KOHCTaHTaHa
.38 AWG * 38 AWG .38 AWG .38AWG .38 AWG
(AmepukaHc .38 AWG (AmepukaHc  (AMepukaHoK (AMepukaHc — (AMepuKaHc
Kuit Kanubp  (AMepuKaHC Kuit kanubp W Kann6p KW Kannbp  Kuii Kannop
NpoBO/OB) KWiA Kanmébp  NpPOBOAOB) NpoBO/OB) NpoBOOB) NpoBOOB)
MegHbli NpOBO/OB) MepfHbii MegHbiit MegHbiii MegHbii
nposof MegaHblli Mposog Mposog nposoj npoBozj
npoBsoj,
CoeanHeHns 3 3 3 CKpYYeHHble 3 CKpyUeHHble 3 CKpy4eHHble 3 CKpy4eHHble
pasbema CKPYYeHHble  CKpY4YeHHble napbl napbl MEAHOro napbl MEAHOrO Mapbl MegHOro
HaKoHeyHuKa/ napbl napbl MefJHOT O nposogja 48 nposogja 48 nposogja 48
MeIHOro MeJHOT 0 nposoga 48 AWG AWG AWG
MOABOAALLETO nposoga48 nposoga48 AWG (AmeprkaHok (AMepuKaHOK (AMepuKaHOK
nposoAa AWG AWG (AMepukaHoK WAkanmbp Wit kanmubp it kann6p
(AmepukaHoKk (AMepukaHok VA kanuép npoBOLOB) NpoBO/OB) nNpoBOAOB)
Wi kanubp  WMAkanubp  NpoBOAOB)
NpoBO/OB) NpoBO/0B)
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XKECTKOCTU.  XKECTKOCTW.
FF FJ

0-180° 0-180°
oT 0 0 He oT 0 0 He

6onee 0,2647

oT 0 g0 He
6onee 0,5589

oT 0 0 He

JKECTKOCTH.

JJ

0-180°

oT 0 0 He

6onee 0,2647 6onee 0,2647

oT 0 0 He

6onee 0,5589 6onee 0,5589

e MeHee e MeHee € MeHee
0,04 0,04 0,04
e MeHee e MeHee € MeHee
17,793 17,793 17,793
BHYTpeHHWIA  BHYTpeHHWI BHYyTpeHHWi
anameTp ~ avameTp = Auamertp =
0 635+/- 0 635+/- 0 635+/-
0,0127 0,0127 0,0127
2,3 (7,5) 2,3 (7,5) 2,3 (7,5)
ot 0 go 20 oT0020 o10p020
38 AWG 38AWG 38AWG
(AmeprkaHok (AmepukaHc (AMepuKaHC
1A Kannep KU Kanmbp  Kuit kannép
npoBOAOB) npoBOA0OB)  NPOBO/OB)
MegHbii MegHbll MegaHblii
Mposog nposof npoBog
Tepmonapa:  Tepmonapa: Tepmonapa:
.38 AWG *38 AWG .38 AWG
(AmepukaHc  (AmepukaH (AmepukaH
KWiA Kannubp  ckuit CKMit
NpoBOAOB) Kanuép Kanuép
Mposog u3 NpoBoJ0B)  MPOBO/OB)
KOHCTaHTaHa [posog w3  llpoBog u3
KOHCTaHTaH KOHCTaHTaH
* 38 AWG a a
(AmepukaHc
KWl kKanmép <38 AWG  « 38 AWG
npoBOAOB) (AmepukaH  (AMepuKaH
MegHblli CKMiA CKMiA
Mposog Kanmop Kannép
NpoBOAOB)  MPOBOAOB)
MegHbll MegHbii
npoBog npoBog
3 CKpy4eHHble 3 3
napbl MeJHOr0 CKpPyUYeHHble CKPYYeHHble
nposoga48  napebl napel
AWG MefLHOro MefJHOr 0
(AmepukaHOK npoBoga 48 nposoja 48
nin kannép AWG AWG
npoBOAOB) (AmepukaHc (AmepuKaHc
KU Kannmép  Kuii Kanuép
NpoBOAOB)  NPOBOAOB)



[OnvHa 1524 +76,2 1524 +76,2 1524 £76,2 1524 +76,2 1524 +76,2 1524 76,2 1524 +76,2 1524 +76,2 1524 +76,2

matepuana

NPOBOIOYHOTO

BblTa/KMBarTens,

MM

CxumaroLLas 0,1016 x 0,1016 x 0,1016 x 0,1016 x 0,1016 x o

KaTyLuKa 0’1524 0’1524 0’1524 0’1524 0’1524 1016 1016 X,1016 1016

' ' ' ' ' 0,1524 0,1524 0,1524 0,1524
TexHNYecKne xapakTepucTuKn pyyku

KoHcTpyKLus Pyuka ¢ Pyuka ¢ Pyuka c Pyuka ¢ Pyuka ¢ Pyuka ¢ Pyuka ¢ Pyuka ¢ Pyuka c
perynvmpyemMo perynumpyeMo perynnpyemo perynupyemoii perynnmpyemoii perynupyemo perysmpyemMo  perynupyem  perynvpyem
A KHONKOWA 1 KHOMNKOA A KHONKOWA KHOMKOW KHOMKOW 1 KHONKOW A KHOMKOW OVi KHONKOW OV KHOMKOW
ynpaBneHus YnpaeneHUst YNpaBfeHWUst ynpaBfeHUs  YNpaBfeHUs  YNpaBleHWs  YnpaBjeHWs  ynpaB/ieHus Ynpas/ieHus
OTK/IOHEHWEM OTK/IOHEHWEM OTK/IOHEHWEM. OTK/IOHEHWEM, OTK/OHEHWEM, OTK/IOHEHWeM, OTK/IOHEeHWeM, OTKNOHEHWe OTK/IOHeHue
, KHOMKOM , KHOMKoO KHOMKOM KHOMKOW KHOIMKOIA KHOMKOM KHOMNKOM M,KHOMKON M,KHOMKOW
pyuKoii pyuKoii pyuKoii pyuKoii pyuKoii pyuKoii pyuKoii pyuKoii pyuKoi
HaTSKEHUS U HATSXKEHWUS U HATSDKEHWUS U HATSKEHWUS U HATSDKEHWA M HATSXKEHUS U HATSXKEHUS U HATSXKEHUA U HATSXKEHUS 1
(OUTUHTOM € DUTUHTOM C  (DUTUHIOM C  (QUTUHIOM € (DUTUHIOM C  (PUTUHIOM C  (QUTUHIOM C  UTUHIOM C (PUTUHIOM C
(hKCaTOPOM  (PUKCATOPOM  (DMKCATOPOM  (hMKCATOPOM  (hMKCATOPOM  (PMKCATOPOM  (PUKCATOPOM  (PUKCATOPOM (PUKCATOPOM
No3pa Joapa oapa Nioapa Nioapa Joapa No3pa Joapa Jospa

LnuHa, cm 21,03+/-0,05 21,03+/-0,05 21,03+/-0,05 21,03+/-0,05 21,03+/-0,05 21,03+/-0,05 21,03+/-0,05 21,03%/- 21,03+/-

0,05 0,05

Paszbem 25- 25- 25- 25- 25- 25- 25- 25- 25-

KOHTAKTHbIA KOHTAKTHbI KOHTaKTHbI/A KOHTaKTHbIi ~ KOHTaKTHbI ~ KOHTaKTHbI/i ~ KOHTaKTHbIi ~ KOHTAKTHbIA KOHTaKTHbIN
Tem o c o o o o o
nepatypa pyudku. T 0 fo 48 70 po 48 T 0 po 48 70 o048 70 g0 48 T0pgo48 T0po0 48 70 g0 48 700048

3. Kt reTep ogHoHanpasneHHbI TermoCool SF NAV UNI ¢ Br3yannsaument kpusoii

XapakTepuctnkn  D131501

O6wwpe NonoXKeHus
Vcrnonb3yemas 115+3
O/MHa, CM

[nuHa matepmnana 1524 +76,2
MPOBO/IOYHOIO

BbIT/IKNBATENA,
MM

BHeLUHWiA gnameTp, 0T 0 Ao 2,6416
MM
Bpewms He 6onee 120
NPYMEHEHWS, CeK

YCTaHOBKM
MOLLIHOCTM BO
BPEMS NMPUMEHEHNS
PY (npepcepaHas
abnauus), BT

ot 1580 30

YCTaHOBKM
MOLLHOCTW BO
BPeEMSsl NPUMEHeHMS
PY (>kenynoukoBas
abnauns), BT

31-50

8 Mn/MnH-5% +£15%
(<30 B1)

CKopoCTb NMOTOKa,
MA/MUH
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D131502

11543

1524 +76,2

0T 0 [0 2,6416

He 6onee 120

ot 15 go 30

31-50

8 Mn/MnH-5% +15%
(<30 B7)

D131503

115+3

1524 +76,2

0T 0 10 2,6416

He 6onee 120

ot 15 go 30

31-50

8 Mn/MunH-5% +15%
(<30B1)

D131504

115+3

1524 +76,2

0T 0 A0 2,6416

He 6onee 120

ot 15 go 30

31-50

8 Mn/MuH-5% +15%
(<30Br1)



MpeaBapuTesbHbIN
n3rne°®

15 mn/MuH-5% +15%
(> 30 B1)

ot 0 go 15°

MonHaa gnnHa, cm* 146 + 3

Macca, r*

90+10%

PUTUHT ¢ rkcaTopom JTroapa

BHyTpeHHWiA
AvameTp, MM

OrvHa, mm

JnvHa wHypa
60KO0BOro

OTBETB/IEHNA, MM

4,2926 +/- 0,02286

20,066 +/- 0,254

215,9+/-3 175

15 mn/mMunH-5% +15%
(> 30Br)

ot 0 go 15°

146 + 3
90+10%

4,2926 +/- 0,02286

20,066 +/- 0,254

215,9+/-3 175

TexHunyeckne XapaKTeEPUCTUKN HaKOHEYHMKa

Pa3wvep anekTpoga
HaKOHEYHMKa, MM
(no dhpaHuy3ckoi
LUKane)

Konnyectso
0TBEPCTUiA Ans
OpOLLEHNS

Jvametp
0TBEPCTMA AN1A
OPOLLEHNUSA, MM

KonnuecTtso
NpPOCBETOB B
OTK/IOHSIEMOM
HaKOHEYHMKe

Pasmepbl MpocBeTa
OTK/IOHSIEMOT O
HAKOHEYHMKA, MM

OnneTtka

[JnviHa anekTpoga
HaKOHeYHVKa, MM

KoHCcTpyKums
aneKTpoja
HaKOHeYHMKa

KonnyecTtso
KOMbLIEBbIX
3/1EKTPOA0B

JononHuTesnbHble
KO/bLEBble

2,3 (7,5

56

0,0889 +/- 0,508

2 x 0,4826+/- 0,0254
2 x 0,762+/- 0,0254

Onnetka: 16 HuTeid, 45
+/-1 BWUTKOB Ha 2,54
cm()

3,6703 +/- 0,5083,5

W3 fBYX YacTeii co
CTEPXKHEM

2
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2,3 (7,5)

56

0,0889 +/- 0,508

2 x 0,4826+/- 0,0254
2 x0,762+/- 0,0254

Onnetka: 16 HuTeld, 45
+/-1 BWTKOB Ha 2,54 cm

(1)

3,6703 +/- 0,5083,5

W3 fByX yvacTeli co
CTEPXHEM

15 mn/MrH-5% +15%
(> 30 B7)

ot 0 go 15°

146 + 3
90+10%

4,2926 +/- 0,02286

20,066 +/- 0,254

215,9+/-3 175

2,3 (7,5)

56

0,0889 +/- 0,508

2 x 0,4826+/- 0,0254
2 x 0,762+/- 0,0254

Onnetka: 16 HuTeld, 45
+/-1 BWUTKOB Ha 2,54 cm

(1)

3,6703 +/- 0,5083,5

W3 ABYX YacTeii co
CTEPXKHEM

15 mn/MnH-5% +15%
(> 30 B1)

ot 0 go 15°

146 + 3
90+10%

4,2926 +/- 0,02286

20,066 +/- 0,254

215,9+/-3 175

2,3 (7,5)

56

0,0889 +/- 0,508

2 x0,4826+/- 0,0254
2 x 0,762+/- 0,0254

Onnetka: 16 HuTen, 45
+/-1 BWUTKOB Ha 2,54 cm

(17)
3,6703 +/- 0,5083,5

W3 BYX YacTeii co
CTEPXKHEM



9NEeKTPOoAbl, MM

Pa3mepsbl
KO/bLIEBOIO
3N1eKTpoda, MM

PacrnonoxeHue
KOJbLIEBOTO
3NeKTpoja

MmnegaHe PY Om
npu 5 Kunorepuax

MmnegaHc PY Om
npu 500
Kunorepuax

W3onaums n
ha3oBbIii yron
MeXay KOHTypamu

Tok yTeukun PY,
MA

TemnepaTypHblii

[atuvk (TepMuctop
1 TepMonapa)

Pacrionoxexve
CXXMMatoLLIER
KaTyLLIKU
Twvnbl KPUBOIA

JuanasoH yrna
OTK/IOHEHUA

JKecTKocTb

Konbuesble ANEKTPOAbI
HaKOHEeYHMKa

BHewHWiA gnameTp =
2,4638 +/- 0,0254

BHYTpeHHU guameTp
=2,3876+/- 0,0254

OnvHa = 1,27 +/- 0,127
KosbLieBble 371eKTPObI
CTEPXKHS

BHewwHuiA guameTp =
2,4638 +/- 0,0254 .

BHyTpeHHUIA frameTp
=2,3622+/- 0,0254

OnuHa = 0,7112 +/-
0,127

2-5-2

o1 0 4o He 6onee 5

oT 0 g0 He 6onee 25

Mpu 5 KMy 6onbLue,
yem 100 KOm f0
6eckoHevHocTn Om.
Mpw 500 kI GonbLue,
Yem 1kOm go
6eCKOHEeUYHOCTW.

Owm. ®a30BbIii yron
[LO/KeH 6bITb Mexay -
86° 1 -90°.

ot 0 go 252

Tepmonapa:
14004 Om
37°+/- 2°C

BkrieeHa B anemeHT
XKECTKOCTW.

0-150°

o1 0 go He 6onee
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KonbLEeBbIE 3MeKTPO/bI
HaKOHEYHMKa

BHewHwuin guameTp =
2,4638 +/- 0,0254

BHyTpeHHWIA gnameTp =
2,3876+/- 0,0254

OnuHa = 1,27 +/- 0,127
KonbLesble 31eKTpoabl
CTEePXKHA

BHewHwuin gnameTp =
2,4638 +/- 0,0254

BHyTpeHHWIA gnameTp =
2,3622+/- 0,0254

OnvHa = 0,7112 +/-
0,127

2-5-2

o1 0 go He 6onee 5

o1 0 go He 6onee 25

Mpun 5 k'y: 60/bLLe, Yem
100 kO™ po

6eckoHeyHocTV Om. Mpn

500 KI'y; 6onblue, yem 1
KOM 10 6ECKOHEYHOCTW.

Owm. ®a3oBbIii yron
[LO/KeH 6bITb MeXxay -
86° 1 -90°.

ot 0 go 252

Tepmonapa:

14004 Om
37°+/-2°C

BkrieeHa B anemeHT
XKECTKOCTW.

0-150°

oT 0 o He 6onee 0,2647

KonbLeBble INEKTPOAbI
HaKOHEYHUKa

BHeLwwHWiA gnameTp =
2,4638 +/- 0,0254

BHYTpeHHUIA guameTp
= 2,3876+/- 0,0254

Onvua = 1,27 +/- 0,127
KonbLieBble 3N1EKTPOAbI
CTepXHs

BHeLHWiA grnameTp =
2,4638 +/- 0,0254

BHyTpeHHUIA guameTp
= 2,3622+/- 0,0254

OnvHa = 0,7112 +/-
0,127

2-5-2

o1 0 go He 6onee 5

o1 0 go He 6onee 25

Mpwn 5 kI'y: 6onbLue,
yem 100 kKOm go
6eckoHeyHocTn OMm.
Mpwn 500 kI'y: 60nbLUe,
yem 1kOM go
6eCKOHEYHOCTN.

Om. da30BbIil yron
LO/MKEH BbITb MEXAY -
86° 1 -90°.

ot 0 go 252

Tepmonapa:
14004 Om
37°+/- 2°C

BkrieeHa B anemeHT
JKECTKOCTWU.

0-150°

o1 0 go He 60nee

KonbLesble ANEKTPOAbI
HaKOHEYHUKa

BHewwHwWiA gnaveTp =
2,4638 +/- 0,0254

BHyTpeHHWii gnameTp =
2,3876+/- 0,0254

OnvHa = 1,27 +/- 0,127
KonbLieBble 3/1eKTpoabl
CTEPXKHSA

BHeLHWiA grameTp =
2,4638 +/- 0,0254

BHyTpeHHUI gnameTp =
2,3622+/- 0,0254

OnvHa =0,7112 +/-
0,127

2-5-2

o1 0 go He 6onee 5

o1 0 go He 6onee 25

Mpu 5 KMy GonbLue, Yem
100 kOwm fo
6eckoHeyHOCTM OMm.
Mpy 500 KIMy;: 6onbLue,
yem 1kKOm g0
6ECKOHEYHOCTW.

Om. ®a30BbIiA yron
[LO/KEH BbITb MEXAY -
86° 1 -90°.

ot 0 go 252

Tepmonapa:
14004 Owm
37°+/- 2°C

BkneeHa B afiemeHT
JKECTKOCTW.

0-150°

o1 0 go He 6onee 0,2647
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[nvHa, cm

OTK/IOHEHNEM, KHOMKOM OTKNOHEHWEM,KHOMKO

PYUKOI HATSKEHNS 1
(OUTUHTOM C
thmkcaropom Jloapa

21,03+/-0,05

[nuvHa nopuHs, cm 6,985 +/- 0,0762

Pasbem

34-KOHTaKTHbli

ot 0 go 48

PYUKOI HATSXKEHVS 1

OTK/TOHEHWEM,KHOMKOW OTKNOHEHNeM,KHOMKO

PYYKOI HAaTSHKEHUS U

(PUTUHIOM C (PUKCATOPOM (DUTUHTOM C

Moapa
21,03+/-0,05
6,985 +/- 0,0762

34-KOHTAKTHbIIA

ot 0 go 48

thmkcatopom Jloapa
21,03+/-0,05
6,985 +/- 0,0762

34-KOHTaKTHbIN

ot 0 go 48

PYUKOI HaTSHKEHUA U
(OUTUHIOM C
thmkcaropom Jlroapa
21,03+/- 0,05

6,985 +/- 0,0762

34-KOHTAKTHbIN

ot 0 go 48

Temneparypa
pyuku, °C

4. KafereD gByHannasneHHbIi TermoCool SF NAV ¢ Bu3yansaLmein KBMBOI

XapakTepucTuKu

O6wme NONoXeHUs
Vicnonb3yemas onvHa, cm
[JnviHa martepuana
MpPOBO/I0YHOrO
BbITa/KMBaTENSA, MM
BHeLUHWiA gruameTp, MM
Bpemsa npumeHeHus, cek
YCTaHOBKM MOLLHOCTU BO
Bpems npvMeHeHns PY,

Bt

CKopoCTb MOTOKa, MI/MUH

MpeaBapuTeNbHbI UMME®
MonHaa anuHa, cm*

Macca, *

BNI35BDCT

115+3

1524 + 76,2

ot 0 go 2,6416
He 6onee 120

ot 15 g0 30

8 Mn/MnH-5% +15%
(<30 B)

15 mn/MrH-5% +15%
(> 30 B1)

ot 0 go 15°

146 + 3
90+10%

DUTUHT ¢ rkcaTopom JTroapa

BHYTpeHHWIi frameTp, MM

"NaBHbIN BHeLHWi
AVameTp, MM

[OnnHa, Mm

[nuHa wHypa 60KoBoro
OTBETB/IEHUSA, MM

4,2926 +/- 0,02286

7,747 +0,000 -0,0762

20,066 +/- 0,254

76,2 +/- 2,54

TexHunyeckune XapaKTePUCTUKN HaKOHEYHMKa
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BNI35BFCT

115+3

1524 + 76,2

o1 0 10 2,6416
He 6onee 120

ot 15 go 30

8 Mn/MnH-5% +15%
(<30 Bm)

15 mn/MuH-5% +15%
(> 30B1)

ot 0 go 15°

146 + 3
90+10%

4,2926 +/- 0,02286

7,747 +0,000 -0,0762

20,066 +/- 0,254

76,2 +/- 2,54

BN135JICT

115+ 3

1524 + 76,2

o1 0 10 2,6416
He 6onee 120

ot 15 o 30

8 Mn/MnH-5% +15%
(<30B)

15 mn/MnH-5% +15%
(> 30 B1)

ot 0 go 15°

146 + 3
90+10%

4,2926 +/- 0,02286

7,747 +0,000 -0,0762

20,066 +/- 0,254

76,2 +/- 2,54



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



9 NHdopmauma 06 ucnoiTaHuax Ha IMC (NpoTokon ucneliTaHns Ha IMC)

B cnegylownx Ttabnuuax npeactaBneHbl AaHHble 0 cooTBeTcTBUM cucTtembl CARTO® 3
TpebosaHuam IEC 60601-1-2, 3-e usgaHue.

Tabnmua 10 - YKasaHUs W 3asiBeHUS MPON3BOAMTENS B OTHOLIEHWM 3N1EKTPOMArHUTHOIO M3/TyYeHuns

Tabnuya 11 - Cuctema CARTO® 3 npegHasHaveHa 4ns 1Crosb30BaHUsA B YKa3aHHOW HIDKE 3N1EKTPOMarHUTHON
cpese. Mokynatenb UM Nosb3oBaTens cucteMbl CARTO® 3 1o/mKeH ybeaAnTbCS, UTO CUCTEMA UCMONb3YETCA B
Takoli cpege.

VicnbITaHne Ha n3nyyeHue CooTBeTcTBUE A JnekTpomarHnTHas  cpefa
PykoBogcTBO
..... Sfhaan
Pagmonomexn CISPR 11 Mpynna 1 B cucreme CARTO® 3
paguoyacToTHas 3Heprus
1cnonb3yeTcs TO/bKO ans

BHYTPEHHeW (DyHKLUMM, MO3TOMY ee
PagMou3yyYeHe HE3HAUNTENBHOE U
He Oy[eT BbI3bIBAaTb MOMEXW B

3/1IEKTPOHHOM 06opyaoBaHuK,
pacrnonoXXeHHOM nobamsoctu. Cw.
B3anmopelicTeume CUCTEMBI

CARTO® 3 c apyrum
MeANLMHCKUM 060pYy0BaHNEM.

Pagmonomexn CISPR 11 Knacc A Cuctemy CARTO® 3 MOXHO
MCMO/b30BaTL BO BCEX YC/IOBUSX,
M3nyyeHne rapMOHNYECKMX Knacc A KpoMme foMaLLHNX.

coctasnaowmx, IEC 61000-3-2

KonebaHns HanpsHxeHNs " CooTtBeTCTBYET
thnmkep, 1IEC 61000-3-3

'‘BHUMAHWE! [aHHas cuctema (BKAO4Yas ee nepudepuitHble KOMMOHEHTbI)
npegHasHayeHa TOMbKO And  MeAUUMHCKUX PpaboTHMKOB. [aHHas cucTema (BK/IKOYasa ee
nepudepuiiHble KOMMOHEHTbI) MOXET BbI3blBaTb PagMOMNOMeEXW WAN HapyWwWUTb paboTy
obopygoBaHus, pacnonoxeHHoro no6nmsoctn. Cuctemy CARTO® 3 Heob6Xxogumo YCTaHOBUTH
TONbKO B 3/1eKTPO(M3MONOrMYeckoir  nabopatopum C  BO3MOXHOCTbIO  MPOBefAeHMs
PEHTreHocKonuu.
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Crictema CARTO® 3 npeHasHaqeHa /11 1CToNb30BaHWs B YKa3aHHOW HIDKE SMEKTPOMArHUTHOIA cpeae. MoKynaTesb Wi
nonb3oBaTess cucTeMbl CARTO® 3 0, keH YOEIUTLCS, UTO CUCTEMA MCTIONB3YETCS B TaKOW Cpefe.

McnbimaHve Ha
MOMEXOYCTOMYMBOCTb

3nekTpocTaTuyeckunii paspsag, IEC

61000-4-2

KpaTkoBpemeHHbIli BbIGPOC
HanpskeHus uau umnynsc, IEC
61000-4-4

MiMnynec nepenanps>keHus, 1EC
61000-4-5

MpoBanbl HanpsxeHus,
KpPaTKOBPEMEHHbIE NPepblBaHUsA
3N1eKTPOCHabXeHUs 1 nepenagbl
HanpsXXeHns Ha MNHNAX
anektponepegauu, IEC 61000-4-
u

YacToTa MarHUTHOrO NoNs B

cetu (50/60T1),1EC610004-8

Vcnbl'taresibHbil ypoBeHb  YPOBEHb COOTBE3'CIBHS  /IEKTPOMArHUTHas cpefa - PyKOBOACTBO

1EC 60601

KoHTakT: +6 KB
Bo3gyx: +8 kB

NnHun 3M: +2 kB
KaHan BBofja-BbIBOAA: +1 KB

MexaydasHoe:+1 kB

Mexay ha3oii 1 3emneii:
+2 kB

<5% un T (nposan >95% ot
1T) Ha 0,5 nepuoga

40% n T (npoBan 60% ot
1T) Ha 5 nepuosos

70% un T (nposan 30% ot
1T) Ha 25 nepuogaos

<5% n T (npoBan >95% ot
nT) 3a 5cek

3 A/m

KoHTakT: +6 KB
Bo3gyx: +8 kB

JnHnm 3MM: +2 kB

KaHan BBOfja-BbIBOAA:
+1 kB

MexaydasHoe:+1 kB

Mexgay thasoin 1
3emneit: 2 kB

<5%wuT (npoBan >95%
oT uT) Ha 0,5 nepuoga
40% n T (npoBan 60%
oT uT) Ha 5 nepuogos
70% n T (npoBan 30%
0T UT) Ha 25 nepnogoB
<5% n T (npoBan >95%
oT1T) 3a 5cek

3A/m

Monbl 4ONXKHbI BbITb AePEBAHHBIMU, BETOHHBIMU
NAW NOKPbITbI KEPaMWUYeCcKoi nNanTkoin. Ecav nonbl
NOKPbITbl CAHTETUYECKM MaTepuasiom,
OTHOCMTE/IbHAs BNAXKHOCTb fO/IKHA ObITb He
MeHee 30%.

KayecTBO NUTaHWA OT CETU LO/HKHO
COOTBETCTBOBATbL MPOM3BOACTBEHHBLIM UMK
601bHNYHBIM YCnoBuam.

KayuecTBO NUTaHWA OT CETU LO/HKHO
COOTBETCTBOBATbL MPOM3BOACTBEHHbLIM NN
60/1bHNYHBIM YCNOBUSM.

KayecTBO NMTaHWs OT CeTU AOMKHO
COOTBETCTBOBATb MNPOWN3BOACTBEHHBIM UK
60NbHUYHbIM yenoBusm. Ecamn cuctemy CARTO®
3 He06Xx0AMMO MCNoNb30BaTh BO BpeMs nepe6oes B
3NeKTPOCETUN, PEKOMEHAYETCA MOAKNIOUNTL CUCTEMY
CARTO® 3 K UCTOUHMKY 6ecnepeboiiHOro NUTaHus
VBN).

MarHutHoe none I'IpOMI:ILIJ/'IEHHOI7I 4acTOoTbl AO/DKHO
6bITb Ha YPOBHE, XapakTepHOM A4 TUNUYHOro
MeCTONONOXXEeHNA B TUNUYHbIX NPON3BOACTBEHHbLIX
AN 6ONbHNYHBIX YCNOBUSAX.

MPMEYAHWE. nT - 310 HanpsXXeHWe B CETU NEPEMEHHOr0 TOKa 0 UCMbITATENbHOI0 YPOBHS.
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Tabnuua 12 - PeKOMeHAyeMblii MPOCTPAHCTBEHHbIA PasHOC MEXAY MOOGUIbHLIM/MOPTATUBHbLIM
paAnoob0pya0BaHMEM U CUCTEMOI C CEPAEYHBIMM KaTeTepamu

PeKOMeH/yeMblii NPOCTPaHCTBEHHbIA Pa3HOC MeXay MOGWIbHBIM/MOPTATMBHLIM Pagno060pya0BaHIEM W
cuctemoin CARTO® 3

Cuctema CARTO® 3 npefHa3HauyeHa AN WUCMOMb30BaHWUSA B 3/1EKTPOMArHUTHOW cpeag, B
KOTOPOW U3MlyvaeMble PajvonoOMeXn HaxoAATCA MOof4 KOHTposiem. [okynaTenb Wau Mo0Nb30BaTesb
cuctembl CARTO® 3  MOryt npefoTBpatuTb  3/1IEKTPOMArHWUTHbIE  MOMEXW, MOAAePXKMBas
MUHUMaSTbHOE paccTosHue MeXay NopPTaTUBHLIM/MOGU/LHBIM pasvoobopynoBaH/em
(nepeparuvkamn) u cuctemoin CARTO® 3, KaK peKOMEHAOBaHO HWXe, B COOTBETCTBUMU C
MaKCUMabHOM BbIXOLHON MOLLHOCTLIO pagnoobopyLoBaHus.

HomuHanbHas MpocTpaHCTBEHHbIM Pa3HOC B COOTBETCTBUYM C YACTOTOW NepefaTynka, m
MaKcumasnbHas 150 kI'y, - 80 My, 80 MI'y, 800 MTy, 800 MINy-2,5TTy,
BbIXOAHasA d :\M/\P = 2,33H/P
MOLLHOCTb
nepefatynka» BT

0,01 0,12 0,12 0,23

01 0,38 0,38 0,73

12 12 2,3
10 3,8 3,8 73
100 12 1 23

[Ona nepefaTuMKoB, PacCUMTaHHbIX Ha MaKCUMalbHYH BbIXOAHYH MOLLUHOCTb, He YKasaHHYHO
Bblllle, PEKOMEHAYeMblii MPOCTPAHCTBEHHbIA pasHoc d B MeTpax (M) MOXHO paccuMTath, WCMO/b3ys
ypaBHeHWe, MPUMEHMMOE K 4acTOTe Mepefatumka, rae P - 3T0 MakcMasbHas BbIXOAHAs MOLLHOCTb
nepedaTymka B BaTTax (BT) cornacHO Npov3BOAUTENIO NepeaaTymKa.

MPUMEYAHWA. Ha yactotax 80 MI'y 1 800 MI'y npuMeHseTcsa NPOCTPaHCTBEHHbIV pasHOC ANS
fAvana3oHa 6onee BbICOKUX 4acToT.

[aHHble WHCTPYKUMM MOTYT He TNPUMEHATLCA BO BCeX cuTyauumax. Ha 3feKTpomMarHuUTHoe
pacnpocTpaHeHue BAWAeT MOr/OWeHNe 1 OTPaXKeHWe OT CTPYKTYP, 06bEKTOB 1 N0 aeil.

10 Cpok rogHocTu

Cpok rofHocTM OfHOHanpaBneHHbIX KaTeTepoB ThermoCool SF NAV wun aByHanpaBieHHbIX
kateTtepoB ThermoCool SF NAV cocTaBnser ofuH rog. T[locne nposefeHWs cTepuamsayuu
atuneHokcugom (30) NpoBOANNOCH UCMbITaHWE Ha LEOCTHOCTM U NMPOU3BOAMTENIbHOCTb KaTeTepa C
MOMOLLbID TpexX KOMMEPYECKUX LMKNOB C NOCNeAYHLMUM YCKOPEHHbIM XpaHeHueM (3KBMBANEHT
XPaHEHUIO B TeYeHWe OLHOrOo rofa B peasbHOM BPEMEeHU), NepUOLUYECKUM U3MEHEHMEM TeMMepaTypbl
M MOLENNPOBaHMWEM YC/IOBMI TPaHCMOPTUPOBKWU. Pe3ynbTaTbl BCEX MCMbITAHWMI COOTBETCTBOBAIM
KpUTEpPUAM NPUEMNEMOCTN.

11  OxpaHa oKpy>atouiei cpegbl
11.1 Tpe6GoBaHMA K 0XpaHe OKpy»atollei cpedbl NPU NPUMEHEHUN MeAULUHCKOTO M3aenns

Vicnonb3oBaHue ofHOHanNpaBAeHHOro U AByHanpaeneHHoro katetepa ThermoCool SF NAV He
TpebyeT COOTBETCTBMA CNeLManbHbIM YCIOBMSAM MO OXpaHe OKpyXatowiel cpefbl. OfHOHANPaBeHHbIE
n fByHanpasneHHble kateTepbl ThermoCool SF NAV cooTBeTcTBYOT TpeboBaHusM RoOHS (AnpekTusa
Nno orpaHuyeHuUto BpedHbIX BewecTB) (2011/65/EC) u REACH (pernameHT EC 0 Xxumwukartax)
(1907/2006), He cofep>xaT naTekc u pranat.

11.2 Cnocob yTunnsayunm

I'Iepepa60TKy KOMMOHEHTOB WAN YTUAMN3aUNKO TPOAYKTa, €ro OCTaTOYHbIX 3/IEMEHTOB WU
oTXxonos HeO6XO,CI,I/IMO BbIMO/IHATb B COOTBETCTBUN C MECTHbIMW 3aKOHaAMW W MpaBuamMn.

OfHOHanpaBneHHble U [AByHanpaBfieHHble KaTeTepbl ThermoCool SF NAV Heobxogumo
yTUAN3MpOoBaTb B COOTBETCTBMM C Knaccugumkaumeid (knacc A - [ANA KaTeTEPOB C MNOBPEXAEHHOW
ynakoBKOW, knacc B - ana ucnonb3yemblX u3fenwii), npasunamu cbopa, MCNOAb30BaHWUA.
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06€e33apaXnBaHns, PasMeLLeHNsi, XpaHeHUs, TPAHCMOPTUPOBKM, yyeTa U yTUAMU3aLUU MeJULMNHCKNX
0TX0A0B, YCTAHOB/IEHHbIX YMONHOMOUYEHHbIM (hefiepasibHbIM OPraHOM UCMOMHUTEbHOI BNACTM.

12 Cnocobbl 1 ycnoBusa cTepuan3anum 4ns nojaep>xaHns CTepuabHOCTU (FOTOBbIX CTEPUbHBIX
MeULNHCKUX n3aennid)

Bce kateTepbl KomnaHun «Biosense Webster Inc.» npoctepnnu3oBaHbl 3TUneHoKcMaom (20)
Steris Isomedix Inc., cybnogpsagumk komnaHum «Biosense Webster Inc.». B npouecce cTepuamsaunn
NCMoNb3yeTcad  3TUNEHOKCUI U NPUMeHsAOTCH  Bce  (pasbl  cTepunusauum  (npepsapuTtensHoe
KOHAWLMOHMPOBaHWe, CTEPUAU3aLMA U aspauus) B CTepuav3auuoHHON Kamepe. [aHHbIli npouecc
Ha3blBaeTca «EO Express», NMOCKOMbKY HET He06X0AMMOCTU WUCMO/b30BaTh TPaAULUOHHbLIE NOMELLEHUS
ana npeaBapuTeNisHOW MOATOTOBKM M aspauumu. [NpoBepka NpoAyKToB KomnaHuu «Biosense Webster
1nc.»6blna NpoBeAeHa B pamkKax 0OLIEro UMKna Ansi Bcex cepuid npoaykToB «Biosense Webster». Bbina
npoBejeHa NpoBepKa YPoBHA cTepunbHOCTU 1XI0'® Pe3ynbTaTbl NPOBEPKU COOTBETCTBYHOT TPEO6OBaHUAM
EN 550 mn I1SO 11135. OCTaTtoK 3TWIEHX/OPruApuHa W 3TUIEHOKCUAA HAxXOoAUTCA B LOMYCTUMbIX
npegenax B cootsetcTeum ¢ ISO 10993-7.

13 [lepeyeHb HaLUMOHaNbHbIX N MEXAYHAPOAHbIX HOPMATUBHbIX 4OKYMEHTOB/CTaHAAPTOB
OTHOCMTENIbHO MEAULMHCKOIO U3AeNns

Tabnuua 13 - lMepeyeHb CTaHAAPTOB

CrtaHpapTbl HassaHue

EN ISO 13485 CuncteMa MeHe[)KMeHTa KayecTBa MeAMLUHCKOro nsfenns

EN ISO 14971 MpuMeHeHne MeHeIXKMEHTA PUCKOB K MEANLMHCKUM U3LeNNAM
IEC 60601-1-2 Uactb 1 MefguUMHCKOE 3NeKTpUYeckoe u3genue: obme

TpeboBaHMs K 6Ge3onacHocTU. BcnomoraTenbHblli  CTaHAapT:
Tpe6oBaHWs " NCNbITaHUA Ha  3/1EKTPOMArHUTHY

COBMECTMMOCTb
IEC 61000-4-3 UacTb 3-4. ONeKTpOMarHWTHass COBMECTMMOCTb:  CMoco6bl
M3MEpPEHNs1 N NPOBEPKM - WCMbITaHUE Ha MOMEXOYCTONUMBOCTb
PaM04aCTOTHOrO 3/1EKTPOMArHUTHOTO MoAs
IEC 61000-4-6

YacTb 4-6. OneKTpomarHMTHas COBMECTMMOCTb: CMOCOO6bI
M3MepeHUs U MNPOBEPKM - YCTOAWUMBOCTb K KOHLYKTUBHbLIM
rnomMexam, n3nyyaemblM PagnmoyvacTOTHLIMU MONSAMM.

ANSI/AAMIHF18 CTaHaapThl 4151 3NEKTPOXMPYPrAUECKIX U3AENNHA

BSENISO 10555-1 CTepunbHble  BHYTPUCOCYAMCTblE  KaTeTepbl  O4HOPA30BOro
NpUMeHeHus

EN ISO 11135 CTepunusayms  u3genMini - MeAWLMHCKOrO  MPUMEHEHUs -
3TUNEHOKCUA

EN 10993-1 Yactb 1 OueHka 6MOMOrMYECKOro AeNCTBUA MELULUHCKUX
n3genuid. OueHKa 1 ncnblTaHue.

EN 868-1 YNakoBOYHble  MaTepuanbl AN YCTPOWCTB,  MOANEXaLnX
cTepumsauunu

ISTA IG YnakoBaHHble u3fenus Becom 150 (yHTOB (68 Kr) wunm mMeHee
(cnyyaiiHas Bubpauus)

ASTM DA4332 CTaHgapTHas MeTOAMKa KOHAMLMOHUPOBAHUS  KOHTEMHEpPOB,
YNakoBOK WM KOMMOHEHTOB YMAakKOBKW MpU  MPOBeLEHUM
NcnbITaHNA

ASTM F2096-02 CTaHAapTHbI MeTogd MpoBefeHNs UCMbITaHWi 418 00HapyXXeHWs

6oMblWINX yTeyeK B YMNakoBKe MeAWLMHCKOro wusgenus c
MomoLLbio NPo6bl Ha 06pa3oBaHmMe Ny3blpeit
EN ISO 10993-7 Uacte 7. OueHka 6MONOrMYecKOro [encTBua MefuLMHCKUX
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MepeBoa AaHHOr0 TEKCTa caenaH MHoOM, nepeBogYnkom Kysbmunuésoii EBreHneli ApTYPOBHOM,

Poccuiickas Pegepauums

Nopop Mocksa
[BeHafLaTOro MAA ABe ThicAYM CeEMHaaLaToro roga

O Axkumos 'ne6 bopucosuy, HOTapuyc ropoga MockBbl, CBUAETENLCTBYHO MNOAMHHOCTb NOANUCH
nepesogunka Ky3bMW4EBOI EBreHn ApTYpOBHbI. «
Mognuck caenaHa B MOEM MPUCY TCTBUN.

JInyHOCTb noAnucasLLero [OOKYMEHT YyCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: No ./ .
B3bICkaHO rocyfapcTBeHHOM nownHbl (Mo Tapudy): 100py6.
YnnayeHo 3a okasaHu & EleMANO Y TEXHUYECKOTO XapakTepa: py6.

'T".B. AKnmoB

Bcero npoLiHyp6
1 CKpenneHo nenai

HoTapuyc
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INSTRUCTION FOR USE
THE NAVIGATION CATHETER FOR CARDIAC ABLATION:

THERMOCOOL SMARTTOUCH SF UNI-DIRECTIONAL AND BI-DIRECTIONAL
CATHETERS

Issued on behalf of
Biosense W ~ter/Inc.

05-/\'"/ /7 -
Richard Lauhead Date
Senior Regulatory Affairs Specialist

A notary public or other officer completing this certificate verifies only the identity of the individual who signed the document to which this
certificate is attached, and not the truthfulness, accuracy or validity of that document.

State of California )
County of Los Angeles )
Oon May 2017 before me, Richard G. Perez, NOTARY PUBLIC, personally appeared Richard Lauhead, who proved to me on

the basis of satisfactory evidence to be the person whose name is subscribed to the within instrument and acknowiedged to me that
he executed the same in his authorized capacity and that his signature on the instrument the person, or the entity upon behaif of
which the person acted, executed the instrument.

| certify under PENALTY OF PERJURY underthe laws of the State of California that the foregoing paragraph is true and correct.

MiM Signature: L

RICHARD 6 PEREZ |
Notary Public - California
Los Angeles County |
ComThission # 2171458 |
My Comm. Expires Nov 12 2020 1

WITNESS my hand and official seal.

DI

Richard G. Perez
Notary Public
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,Ui | Certify That This Is Ad
Hjj 1V Original Document

District of Columbia: SS
Subscribed and sworn to before me

this / day of

KSmfS. Nemad, Notary PubAcr6Xr
My Commission expires December 14,2019

N 'l
f:0 O:
s:/
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54. When ablating near adjacent anatomical structures, take precautions to minimize collateral
damage to the adjacent structures.

55. When ablating near the esophagus (along the posterior wall of the left atrium), take precautions
to avoid injuring the esophagus, including appropriately reducing RF power.

56. When ablating near the phrenic nerve, take precautions to avoid injuring the phrenic nerve,
including appropriately reducing RF power and pacing to identify the proximity of the nerve.

RF Ablation

For RF ablation the catheter is connected to the CARTO® 3 System Patient Interface Unit (PIU),
which connects 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
THERMOCOOL SMARTTOUCH® SF Uni-Directional Navigation Catheter and
THERMOCOOL SMARTTOUCH SF Bi-Directional Navigation Catheter.

Table 1.

RECOMMENDED RF APPLICATION PARAMETERS

ATRIAL ABLATION VENTRICULAR
ABLATION
Power Range 15 W to 30 W* 31Wto 50 W
Temperature Monitoring <40°C** <40°C**
Irrigation Flow Rate During 8 ml/min 15 ml/min
RF Application
Application Time 30 to 120 seconds 60 to 120 seconds
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Appendix 1 (Addition to Instructions for Use)

1. Operation conditions

Intended for use in the internal environment of man.

This medical device must be used only by qualified medical specialists or medical
personal who have been training sessions on working with similar products, under the guidance
of an experienced specialist.

Talslel — Environmental specifications
Environment Settings Values
Temperature, °C (+32 - +42) £2 °C
Air humidity (relative), non-condensing, % (80-100%) +2 %
Atmosphere pressure, hPa 101 hPa

2. Information of manufacturers of the medical device (name, location address, mailing
address, phone number, address of place of production)

DEVELOPER, MANUFACTURER
Name: Biosense Webster, Inc.
Address: 33 Technology Drive Irvine, California 92618 USA

MANUFACTURING SITE

1. Biosense Webster, Inc.

33 Technology Drive Irvine, California 92618 USA

2. Biosense Webster, Inc.

Circuito Interior Norte #1820, Parque Industrial Salvarcar, Juarez, Chihuahua, Mexico, 32574
3. Biosense Webster, Inc.

15715 Arrow Highway, Irwindale, California, 91706 USA, (CLUA)

AUTHORIZED REPRESENTATIVE OF MANUFACTURER
LLC «Johnson & Johnson»
121614, Moscow, st. Kjylatskaya 17/2, Russian Federation

3. Classification of medical device

Table 2 —  Classification
Classification Class
Class risk 3
Invasiveness Surgically invasive MD
Sterility Sterile MD
Type of contact with the body Circulating Blood
. Limited duration of contact - less than 24
Duration of contact hours
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THERMOCOOL SMARTTOUCH SF Bi-Directional Catheter

Figure 5 Photo of THERMOCOOL SMARTTOUCH SF Bi-Directional Catheter

The Bi-Directional Catheter’s tip deflection is shown in Figure 6 and is controlled by a rocker
lever. 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 symmetrical or asymmetrical combinations, providing two 180° (minimum)
opposed, single planed curves. The bi-directional catheter is offered in DD, FF, JJ, DF and FJ

curves.

F-FCurve i J-J Curve
(Orainge /Orangel (Sla<k/ Btadi!

w ol

D-F Curve ~
F-J Curve 1

Figure 6 Bi-Directional Curve Profiles

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



An overview of the THERMOCOOL SMARTTOUCH SF Bi-Directional Catheter is provided in
Figure 7

Figure 7 Overview of the THERMOCOOL SMARTTOUCH SF Catheter with bidirectional tip
deflection.

4.2. Versions / Options of MD
1. TermoCool SmartTouch SF Uni-Directional Catheter:
- Curve type D; electrodes configuration 1-6-2 mm;
- Curve type F; electrodes configuration 1-6-2 mm;
- Curve type J; electrodes configuration 1-6-2 mm.
2. TermoCool SmartTouch SF Bi-Directional Catheter:
- Curve type D-D; electrodes configuration 1-6-2 mm;
- Curve type D-F; electrodes configuration 1-6-2 mm;
- Curve type F-F; electrodes configuration 1-6-2 mm;
- Curve type F-J; electrodes configuration 1-6-2 mm;

- Curve type J-J; electrodes configuration 1-6-2 mm.

Table 3 — Options of MD
Catheter Product code Conflsuration Manufacturine Part
Number
D 134701 Curve type D; electrodes
configuration 1-6-2 mm
Thermocool
smarttouch SF Uni- D 134702 Curve type F; electrodes
S . . D-1347-XX-S
Directional Catheter configuration 1-6-2 mm
D 134703 Curve type J; electrodes
configuration 1-6-2 mm
D134801 Curve type D-D;
electrodes configuration
1-6-2 mm
D 134802 Curve type F-F;
electrodes configuration
1-6-2 mm
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Thermocool D 134803 Curve type J-J;
smarttouch SF Bi- electrodes configuration

Directional Catheter 1-6-2 mm D-1348-XX-S

D 134804 Curve type F-J;
electrodes configuration
1-6-2 mm

D 134805 Curve type D-F;
electrodes configuration
1-6-2 mm

a. The possibility and ways of integrating with other MD

The THERMOCOOL SMARTTOUCH SF Catheter is connected to the CARTO 3 System in
order to conduct an Electrophysiology procedure. Table below lists devices which are
manufactured or distributed by Biosense Webster and also used during a procedure:

Table 4 — Devices used during a procedure
Component Name Part Number
CARTO 3 System with SMARTTOUCH FG-5400-00
software module
Interface Cable D-1286-01-S
D-1286-03-S
Stockert RE Generator, or smartablate RE M-5463-01
Generator M-4900-XX
COOLFLOW Irrigation Pump and M-5491-02
COOLFLOW tubing set D-1233-01-S
Or
Smartablate Irrigation Pump and M-4900-XX
Smartablate Irrigation Tubing D-1320-01-S
CARTO External Reference Patches D-1283-02
PREFACE Guiding Sheath (or equivalent) 301803A
301803M
301803MS
301803P
301805M

Commercially available devices, not manufactured by Biosense Webster, are also required to
conduct an electrophysiology procedure. These include, but are not limited to, the following list
of equipment

» Grounding Pad (indifferent electrode)

* Pacing Stimulator

« Electrophysiology (EP) recording equipment

* Electrocardiogram (ECG) leads

 Fluoroscopy/X-ray System

* Cardiac Defibrillator

« Intracardiac Ultrasound (investigator preference)
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A connectivity diagram is depicted in Figure 8

Irrigation Pump
with Saline Bag

[ ] [ ] -
RF m iz m
\il% Generate#t o o #
# W
e
Indifferent
Eteclrode Irrigation Extension
Cable Tubing Cebie

C Catheter

Figure 8 Connectivity Diagram

b. The materials from which it is made or its medical device basic parts,
biocompability

Table 5 Materials

Description Material

Materials of following catheters:
* Thermocool smarttouch ST SF NAV Uni-Directional Catheter
 Thermocool smarttouch ST SF NAV Bi-Directional Catheter

Tip/ Shaft Adhesive Polyurethane (PU) P-9231

Peek Housing PEEK Tube PEEK HOUSING, 8FR, TRITON
Sub : PEEK TUBING,.082I1DX.0920D

Irrigation Pathway

Luer Hub Polycarbonate Plastic Polycarbonate Resin
Blue or White - HP3NREU-8H9D273
Irrigation Tubing Material Polyimide 75 D and Pebax 2553-SA-OlI
Tip
Outer Coat Tip Pallethane 80A
Core 55D/80A Pallethane
Biosensor Housing Nitinol SE508ELFSE508/SE506/SE510
Tip Electrode Palladium/ Platinum 90%(89.6%min) PT/10%

(+.25%) IR WIRE BAR
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Table 7 —

Acute Systemic Injection Test (ISO)
Materials Mediated Rabbit Pyrogen

Guinea Pig Maximization Sensitization Test
Complement Activation C3a Assay and SC5b-9 Assay
Partial Thromboplastin Time (PTT)
Platelet and Leukocyte Counts
Thrombosis (In vivo) - 2 Dog

3. Main parameters and characteristics of the medical device

Main parameters

1. Thermocool smarttouch SF Uni-Directional Catheter

Characteristics
General

Usable Length, cm
Mass, ¢

Outer diameter, mm

Puller wire material

length

Application  Time,
sec

Power Settings
During RF
Application, W

Flow Rate, ml/min

Pre-curve °
Full length, cm*

Mass, g
Luer fitting

Inner diameter, mm
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D 134701

115%3
76.0 +/-0.4
0to 2.794

1524 + 76,2

Not exceed 120

15 to 50

8 ml/min-5% +15%
(<30W)

15 ml/min-5%
+15%

(> 30 W)

< 15°
146 +3

76.0 +/-0.4

4.2926 +/- 0.02286

D 134702

115 £3
76.0 +/-0.4
0to 2.794

1524 +76,2

Not exceed 120

15 to 50

8 ml/min-5% +15%
(<30 W)

15 ml/min-5% +15%
(> 30W)

< 15°
146 +3

76.0 +/-0.4

4.2926 +/- 0.02286

Pass
Pass
Pass
Pass
Pass
Pass
Pass

D 134703

115 £3
76.0 +/-0.4
0to 2.794

1524 £76,2

Not exceed 120

15 to 50

8 ml/min-5% +15%
(<30 W)

15 ml/min-5% +15%
(> 30W)

< 15°
146 £3

76.0 +/-0.4

4.2926 +/- 0.02286
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Handle Specifications

Construction

Length, cm

Length of
piston, cm

Connector

Handle

Temperature, °C

the

Handle with adjustable
deflection knob,
tension knob and luer
fitting

21.03+/- 0.05

6.985 +/- 0.0762

34 pin
0 to 48

Handle with adjustable
deflection knob,
tension knob and luer
fitting

Handle with
adjustable deflection
knob, tension knob
and luer fitting

2. ThermoCool SmartTouch SF Bi-Directional Catheter

Characteristics
General

Usable
Length, cm

Mass, g

Outer
diameter, mm

Puller Wire
Material
length, mm
Application
Time, sec
Power
Settings
During RF
Application,
w

Flow Rate,
ml/min

D134801 D134802
115+ 3 115+ 3
89,8+ 0.7 89,8+ 0.7
2,7+ 0,1 2,7+ 0,1
1524 + 76,2 1524 + 76,2
Not exceed Not exceed
120 120

15 to 50 15 to 50

8 ml/min-5%
+15%

(<30 W)

15 ml/min-
5% +15%
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8 ml/min-5%
+15%

(<30 W)

15  ml/min-
5% +15%

8 ml/min-5%
+15%

(<30 W)

15 ml/min-5%
+15%

8 ml/min-5%
+15%

(< 30 W)

15 ml/min-
5% +15%

21.03+/- 0.05 21.03+/- 0.05

6.985 +/- 0.0762 6.985 +/- 0.0762

34 pin 34 pin

0 to 48 0 to 48
D134803 D134804 D134805
115+ 3 115 + 3 115+ 3
89,8+ 0.7 89,8+ 0.7 89,8+ 0.7
2,7+ 0,1 2,7+ 0,1 2,7+ 0,1
1524 + 76,2 1524 + 76,2 1524 + 76,2
Not exceed Not exceed Not exceed
120 120 120
15 to 50 15 to 50 15 to 50

8 ml/min-5%
+15%

(< 30 W)

15 ml/min-
5% +15%
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adjustable adjustable deflection adjustable adjustable
deflection deflection knob, tension  deflection deflection
knob, knob, knob and luer  knob, knob,
tension tension fitting tension tension
knob and knob and knob and knob and
luer fitting luer fitting luer fitting luer fitting

Length, cm 21.03+/- 21.03+/- 21.03+-0.05  21.03+- 21.03+/-
0.05 0.05 0.05 0.05

Connector 34 pin 34 pin 34 pin 34 pin 34 pin

Handle Oto48 Oto48 Oto48 Oto48
Oto48

Temperature,

°C

* Tolerance for these parameters were established using Russian GOST R 50444-92

Information of EMC tests (EMC Test Report)

The following tables present data regarding compliance of the CARTO® 3 System with
IEC 60601-1-2, 3rd edition.

Table 1 — Guidance and Manufacturer’s Declaration - Electromagnetic emissions

mlhe CARTO® 3 System is intended for use in the electromagnetic environment specified below.
The customer ot the user of the CARTO® 3 System should assure that it is used in such an

environment. S
Emissions test Compliance N, Electromagnetic
®- f 9 environment - guidance

RF emissions CISPR 11 Group 1 The CARTO® 3 System
uses RF energy only for its
internal function. Therefore,
its RF emissions are very
low and are not likely to
cause any interference in
nearby electronic equipment.
See CARTO® 3 System
Interference  with  Other
Medical Equipment.

RF emissions CISPR 11 Class A The CARTO® 3 System is
suitable for use in all

Harmonic emissions IEC  Class A establishments other than

61000-3-2 domestic.

Voltage fluctuations/ flicker ~ Compliance
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The CARTO® 3 System is intended for use in the electromagnetic environment specified below.
The customer or the user of the CARTO® 3 System should assure that it is used in such an
environment,

Emissions test Compliance

... H
emissions IEC 61000-3-3

Electromagnetic
environment - guidance

‘WARNING This system (including its peripheral components) is intended for use hy
healthcare professionals only. This system (including its peripheral components) might
cause radio interference or might disrupt the operation of nearby equipment. Install the
CARTO® 3 System only in an electrophysiological laboratory with fluoroscopic (X-ray)

capabilities.
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The CARTO® 3 System is intendsd for use in the electromagnetic environment
specified below. The customer or tlie user of the CARTO® 3 System should assure
that it is usee in such an environment.

Immunity Test

Electrostatic discharge
(ESD)IEC 61000-4-2

Electrical fast transient or
burst
EC 61000-4-4

Surge |IEC 61000-4-5

Voltage dips, short
interruptions and
voltage variations on
power supply input lines
EC 61000-4-11

Power frequency
(50/60 Hz) magnetic
field EC 61000-4-8

IEC 60601
Test Level

+6 kV contact
+B kV air

+2 kV for power
supply lines

+1 kV for
input/output

#1 kV line(s) to
line(s)

+2 kV line(s) to
earth

<5% UT (>95%
dip in UT) for
0.5 cycle

40% UT (60%
dip in UT) for

5 cycles

70% UT (30%
dip in UT) for
25 cycles

<5% UT (>95%
dip in UT) for

3A/m

Compliance
Level

+6 kV contact
B kV air

+2 kV for power
supply lines

+1 kV for
input/output

#1 kV line(s) to
line(s)

+2 kV line(s) to
earth

<5% UT (>95%
dip in UT) for
0.5 cycle

40% UT (60%
dip in UT) for

5 cycles

70% UT (30%
dip in UT) for
25 cycles

<5% UT (>95%
dip in UT) for5 s

3/Vm

Electromagnetic Environment -
Guidance

Floors should be wood, concrete or
ceramic tile. If floors are covered with
synthetic material, the relative

humiditv should be at least 30%.
Mains power quality should be that of

a typical commercial or hospital
environment.

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

Mains power quality should be that of a
typical commercial or hospital
environment. Ifthe user of the
CARTO® 3 System requires continued
operation during power mains
interruptions, it is recommended that
the CARTO® 3 System be powered
from an uninterruptible power supply
(UPS).

Power frequency magnetic fields
should be at levels characteristic of a
typical location in a typical commercial
or hospital environment

NOTE UT is the AC mains voltage prior to application of the test level.
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Table 9 — Recommended separation distances between portable and mobile RF
communications equipment and system with Cardiac Catheters

Recommended separation distances between portable and mobile RF communications
equipment and the CARTO® 3 System

The CARTO® 3 System is intended for use in an electromagnetic environment in
which radiated RF disturbances are controlled. The customer or the user of the
CARTO® 3 System can help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment
(transmitters) and the CARTO® 3 System as recommended below, according to the
maximum output power of the communications equipment.

Rated maximum  Separation distance according to frequency of transmitter m
output power of

transmitter, W 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to2,5 GHz

d =\\lyfP d=\,114P d=2,33yfP
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 7,3
100 12 12 23

For transmitters rated at a maximum output power not listed above, t le recommended
separation distance d in meters (m) can be estimated using the equati J1applicable to the
frequency of the transmitter, where P is the maximum output power rating of the transmitter
in watts (W) according to the transmitter manufacturer.

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

4. These guidelines might not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects, and people.

5. Shelflife

The Thermocool SmartTouch SF Uni-Directional and Thermocool SmartTouch SF Bi-
Directional Catheters are validated for a one-year product shelf life. Catheter integrity and
performance testing was conducted after sterilization by ethylene oxide (EtO) through three
commercial cycles followed by accelerated aging (equivalent to one-year real time aging),
thermal cycling and simulated transportation conditioning. Acceptance criteria were met for all
tests.
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6. Packaging

The THERMOCOOL SMARTTOUCH SF Uni-Directional Catheters are packaged in a
mounting card. A shaft protector is taped together with labels to form a catheter support that
is not part of the sterile barrier. The catheter is loaded into the mounting card and a shaft
protector. The loaded mounting card is placed in a Tyvek/ nylon pouch, heat-sealed forming
a single sterile barrier. The sealed pouch is then placed into a unit carton with an IFU insert.

Figure 9 Photo of primary packaging

ThermoCool Smartlouch S* .
X f

Figure 10 Photo of secondary packaging

The THERMOCOOL SMARTTOUCH SF Bi-Directional Catheters packaged in a two-piece
thermoform tray with a handle and shaft component. The two-piece thermoform tray is
snapped together to form a catheter support tray that is not part of the sterile barrier. The
catheter is loaded into the tray. The loaded tray is placed in a Tyvek/nylon pouch, heat-sealed
forming a single sterile barrier. The sealed pouch is then placed into a unit carton with an
IFU insert.

Figure 11 Photo of primary packaging

THHBMoCoau S iviartTouch'SF’ i
Figure 12 Photo of secondary packaging
Table 10 —  Packaging materials
The THERMOCOOL SMARTTOUCH SF Uni-Directional Catheter
Catheter Shaft PETG thermocool Tray Pebax, Vestamid Pebax 7FR;
VESTAMID,CMPND W/20%BS-80% 75D
Nylon/ Tyvek Pouches Tyvek coated with CR27 adhesive
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7. Information on labelling

SiviartTouchtS F

Cat Ho.: D134701

-tJ—
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1B YN *UNN «ammnorm™
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Cnm. 013”1 REF: BIOT1
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L-13t7-»I-S RE'/XA

SmartTouch'SF

Cat No.; D134801

1Q 1

»~ N ij nran
WiVt WA\ Ts
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<

> Ird< it

TSIVSIAE. ap”*m >%'<m*te

Cat Hoc 013*"1 REF: 013301

Ny je |LL, » «

K

L-13-£8HS1-S REVK.A

Figure 13 Example of labelling for The THERMOCOOL SMARTTOUCH SF Uni-Directional
Catheter D134701and The THERMOCOOL SMARTTOUCH SF Bi-Directional Catheter

D134801.
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Table 11 —

Symbol

STERILE IEOC-

+)

ELECTRODES EA

€

AP

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

List of symbols

Dennition

Sterilized Using
Ethylene Oxide

Do Not Re-Use

Caution

Consult
Instructions for
Use

Do not use if
package is
damaged

Do not use if
package is opened.

Keep Away from
Sunlight

Date of
Manufacture

Electrodes

Curve Type.

Navigational
Catheter

Compatible with
Carto XP EP
Navigation System

Pin Connector

Symbol

LOT

ECIREPI

SRACING6

C3

mm

OellnlUon

Keep Dry

Use-By Date

Batch Code

Catalog Number

Contents: 1

Manufacturer

Authorized
Representative in
the European
Community

Temperature Limit

Spacing

Thermocool
smarttouch SF
Catheter

Compatible with
Carto 3EP
Navigation System
Caution: Federal
(USA) law restricts
this device to sale
by or on the order
of a physician.



8. Conditions of transportation and storage

Table 12 —  Storage
Environment Settings Values
Air temperature, °C (+5- +25) £2 «C
Air humidity (relative), non-condensing, % (20-60%) +2%
Atmosphere pressure, hpa 101 +1 hPa
Table 13 —  Transportation
Environment Settings Values
Air temperature, °C (+5 - +25) +2 «C
Air humidity (relative), non-condensing, % (20-60%) +2%
Atmosphere pressure, hpa 101 +1 hPa

9. The protection of the environment
a. Requirements for the protection of the environment in the application of
medical device

Using Thermocool Smarttouch SF Uni-Directional and Thermocool Smarttouch SF Bi-
Directional Catheters do not imply compliance with specific requirements for environmental
protection. Thermocool Smarttouch SF Uni-Directional and Thermocool Smarttouch SF Bi-
Directional Catheters are EU RoHS (2011/65/EU) and REACH (1907/2006) compliant, are free
of latex and latex handling, and are phthalate-free.

h. Utilization method/ Disposal

For disposing of Thermocool Smarttouch SF Uni-Directional and Thermocool Smarttouch SF
Bi-Directional Catheters required to provide the mandatory implementation of all the necessary
procedures in accordance with local applicable laws and regulations.

Disposal or destruction of the Thermocool Smarttouch SF Uni-Directional and Thermocool
Smarttouch SF Bi-Directional Catheters shall be in accordance with the classification (Class A
- for catheters with damaged packaging, class B - for used devices), rules of collection, use,
decontamination, placement, storage, transportation, accounting and utilization of medical
waste, established by the authorized federal executive body.

10. Methods and conditions of sterilization time maintaining sterility (for sterile
medical devices produced)

All Biosense Webster catheters are ethylene oxide (eto) sterilized by Steris Isomedix Inc., a
subcontractor for Biosense Webster. The Steris sterilization process utilizes ethylene oxide and
incorporates all phases of sterilization (preconditioning, sterilization and aeration) within the
sterilization chamber. This process is referred to as EO Express since the use of traditional
preconditioning and aeration rooms are not necessary. The validation of Biosense Webster
products resulted in one common cycle for all Biosense Webster device families. Sterility
assurance was verified to exceed a sterility assurance level (SAL) of 1 x 10" The validation met
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[MepeBog ¢ aHIMMIACKOTO A3blKa Ha PYCCKUii A3bIK]

MHCTPYKUMA Nno NCIMOJIb3OBAHUNIO
KATETEP HABUIALIMOHHBI THERMOCOOL A1 PALVOYACTOTHOW ABNALINN CEPALA:

KATETEPbl OAHOHATIPABJIEHHbBIE 1 ABYHATPABJIEHHbBIE THERMOCOOL
SMARTTOUCH SF

BbigaHo onsa

BuoceHc BebeTep, VHK. (Biosense Webster Inc)

/Noanunce/ 15 mana 2017 r.
Puuappg Noxepn (Richard Lauhead) Jarta

CTapUJMVI cneuynasicT otgesia HopMaTMBHO-MPaBOBOIro perysimposaHuA

HoTapuyc wim Apyroii coTpyAHUK, 3ano/THSIOWNIA AaHHbIV cepTUdIMKAT, NPOBEPSET TO/IbKO JIMYHOCTL LA,
INAanvcaBLWEro NpUIOXKeHHbI AOKYMEHT, a HETOYHOCTb, KOPPEKTHOCTb U BEPHOCTb AAHHOI0 AOKYMEHTA.

Ltat KanudgopHus

Okpyr Jloc AHa>kernec

15 mas 2017 roga B MOéM, HoTapuyca Puyappa T. MNMepesa (Richard G. Perez), nTn4HOM NpuUcyTCTBUU rocnogvH Puyapp

Noxep (Richard Lauhead) npmnBen HeonpoBepXXUMble AoKa3aTe/ibCTBa TOro, UTo OH SBMASETCA NIMUOM, noanmMcasLunM

AOKYMEHT, 1 noarsepawus, 4to nocrtaBu/l CBOKO NMoAnnCb B CUJTy 3aKOHHbIX MO/IHOMOYMIA, U, UTO B cnny yKa3aHHOVI

nognucnm Ha AOKyMeHTe, numgo, nnéo opraHmsauunda, oT MMEHM KOTOpOoro AeﬁCTBOBaﬂO AaHHOEe J1ML O, CHUTaeTCA

noAnMcaBLUVM YNOMSIHYTbIi JOKYMEHT.

C yuétom OTBETCTBEHHOCTW 3A JAUY JIOXKHbIX NMOKA3AHUA 1 B COOTBETCTBUM € 3aKOHaMW LTaTta KaimdopHus s

noaTBep>KAato, UTo npeAblaylunii naparpad TOHeH U BEPEH.

B MOATBEP>XXAEHWE CErO ®AKTA 4 3aBepsit0o faHHbI AOKYMEHT CBOVMMMW MOAMNVCHIO M NeYaTbio.

~ MNopnuck: /Moanucek/
Puuapp I. Nepe3 (Richard G. Perez)

HoTtapuyc

/WTtamn: PAYAPAO . MEPE3 (RICHARD G. PEREZ), HoTapuyc, w TaT KanudopHus, okpyr Jloc AHAXKenec, NUueH3us

Ne 2171458. Mosa nuueH3ua nctekaet 12 Hoabpa 2020 r./
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Ir ep6 okpyra Konymbéus/

LaHHbIli anocTunb HegelCTBUTENEH AN UCNONb30BaHWA 3a npegenamm CoeAUHEHHbIX LWTaTOB AMEpuKku, nx

TEeppuUTOpPUA MNN BRajeHuin.

JaHHbIi anocTunb NoATBEPXKAAET UCK/IKOUNTEIbHO MOA/IMHHOCTL NOAMUCY Y Npasa fivua, NnoanucasLLero JOKYMEHT,
Ha ero 3aBepeHue, a TaKke, Npu Heo6XoAUMOCTU, NOA/IMHHOCTL NeYaT WK LWTaMna, KOTOpbIM/ 3aBepeH
HaCTOALLMIA OhULIMaNbHBIA JOKYMEHT.

,ﬂ,aHHbIVI arnocTu/ib He noaTBep>XXaaeT KOPPEKTHOCTb coAep>XaHNA AOKYMEeHTa, K KOTOPOMY npusaraetca.

AMOCTUJ/1b
(FTaarckasa kKoHBeHUUA OT 5 okTA6ps 1961 r.)

1. Okpyr Konymb6usi, CoeguHéHHble LLTtarbl AMepukmn

2. laHHbIV odovumanbHbIv AoKyMeHT nognucaH KAMAJIOM C. AXMALOM (KAMAL S. AHMAD), HOTAPNYCOM

OKPYTA KOJTYMBUA
3. BbicTynarwowmm B kadectee KAMAJIA C. AXMAOA (KAMAL S. AHMAD), HOTAPUYCA OKPYTA KOJTYMBUA

1 JOKyMeHT ckpernnéH neyatbro/witamnom OKPYTA KONTYMBUA

YOOCTOBEPEHO

5. Br. BawwvHrToH, wrar Konyméus

6.17 maa 2017 r.

7.TocypapcTBeHHbIM ceKpeTapémMm okpyra Konyméus

8. PernctpoBblii Homep 444356

9. MNevatb/wWITamn: 10. Mopgnwuckb
/Kpyrnas neyaTb: 30/10Tad neyatb okpyra Konyméusa/ /MNopanuce/
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06nerynTb TOYHOE MNO3MLMOHMPOBAHME HAKOHEYHWKA KaTeTepa B HYXHOM Yy4yacTke. B
HacTosLllee BpemMa SOCTYMHbIMU KpuBbIMK AnA KateTepa ofgHoHanpasfieHHoro THERMOCOOL
SMARTTOUCH SF aBnstotcs D, F n J.

KaTeTep AByHanpaBNeHHbII MMeeT TEPMOMAPHbIA AaTuymMK TemnepaTypbl, BCTPOEHHbI B 3,5 MM
HaKOHEYHWK 371eKTPoAa. Pblyar UCMONb3yeTCs A5 OTKNOHEHUS KOHUYMKA. CTEPXEHb C BbICOKUM
KPYyTAWMM MOMEHTOM TaKXe Mo3BO/SET MOBOPaYMBaTh NNOCKOCTb M30FHYTOr0 HaKOHEYHUKA,
4yTOGbl 06/1ETYNTH TOYHOE MO3ULMOHMPOBAHNE HAKOHEYHMKA KaTeTepa B HY)XHOM Y4acTKe.
Kpome TOoro, pasnnmyHble TUMNbl KPUBbIX MOXHO AOCTUTHYTb B CUMMETPUYHBIX UK
aCMMMETPUYHbBIX KOMGUHALUAX, 06ecneynB Hanmume AByx 180° MpOTMBOMOMOXHbIX KPUBbIX. B
HacTosLee BpemMs 4OCTYNHbIMWU KPUBbLIMU ANS ABYHANpPaBfeHHOTo HaBUTalLLMOHHOTO KaTeTepa
THERMOCOOL SMARTTOUCH SF asnsatTtca DD, FF, JJ, DF n FJ.

Ha npokcMmanbHOM KOHUe OAHOHANpaBAEHHOrO0 W ABYHanpaBAeHHOro HaBUTaLMOHHbIX
KaTeTepoB BXOAHOE OTBEPCTUE ANS pacTBOpPa CO CTaHAAPTHLIM (PUTUHIOM C uKcaTopom Jlroapa
BbIXOAUT M3 OTKPbITOro MpocBeTa. 3TO OTBEPCTME ANS pacTBOpa CAYXMUT A8 BNpPbICKMBaHMWA
(hM3N0NOrMYecKoro pacTeopa Ans OpOLWIEHWS HaKOHEeYHMKa 3neKkTpoja. Bo Bpemsa abnayum
renapuHU3NpPOBaHHbI (N3NONOTMYECKUI A PacTBOP MPOMNYCKAalOT 4yepe3 BHYTPEHHWUIA MNPOCBET
KateTepa ANS OPOWEHMA M OXNaXAeHWsa MecTa abnsymm, a TakXe HaKOHeYHMKa 3NeKTpoaa.
Hacoc gns opoweHns HE06X04MMO UCNONb30BaTh A1 KOHTPONA OpOoWeHns QU3N0N0TUYeCcKUM
pacTBOpoM. OfHOHANpaBNeHHbIA N ABYHaNpaBAeHHbI HABUTALMOHHbIE KaTeTepbl paboTarT co
CTaHAApPTHbIM  perucTpupyrowum 060pyaoBaHMEM W COBMECTMMbIM PY-reHepaTopoMm ¢
MOMOLLbIO AONOMHUTENbHBIX YAIUHUTENbHbIX Kabeneli ¢ COOTBETCTBYOLW UMY pa3beMaMu.

OfHOHanpaBneHHbI U ABYHANpPaB/ieHHbIN HABUTaLLMOHHbIE KaTeTepbl OCHAaLLeHbl 4ATYUKOM
MOMIOXXEHUNS, BCTPOEHHbIM B HAKOHEYHWK 3M1€KTPOAa, KOTOPbIA nepesaeT COBMECTUMOA
HaBuraumoHHoi cucteme CARTO 3 MHGpOpMaLUIO O MOSIOXEHUN U KOHTAKTHOM cune. Ans
onpegeneHns NCX0AHOT0 MOMIOXEHUA TpebyeTcs COOTBETCTBYOLLEe pethepeHCHOe YCTPOICTBO.
[na ncnonb3oBaHMa NpU KapTUPOBaAHUU M AN NOAYYEHUA MHOPMaLUM O COOTBETCTBYHO L NUX
pedepeHCHbIX YCTPOMCTBAX, a TakXKe AN4 AanbHENLero onncaHus paboTbl HABUTALMOHHOM
cuctembl CARTO® 3, cmoTpuTe PYKOBOACTBO MONb30BaTENA Balleil HABUTaLMOHHON CUCTEMBI
CARTO® 3.

[Ons 6onee nogpo6HOro onmucaHms paboTbl Hacoca 415 opoweHns u PY-reHepatopa, cmMoTpuTe
WHCTpyKUMIO No akcnayaTaumm aTux npubopos.

Moka3aHus

KateTep 0gHO- 1 AByHanpaBneHHblii ThermoCool SmartTouch SF npegHasHayeH ans
3NeKTPOUN3N0N0OrMYECKOTro KapTupoBaHus cepaua (CTUMYyNsaLumM u pernctpaymmn) n nposeseHus
abnsumnu cepaua NpyM MCNONb30BAHUM COBMECTHO C pagMoYvYacTOTHLIM FeHepPaTOpPOM.

KateTep oAHO- ¥ jAByHanpaBfeHHbIn ThermoCool SmartTouch SF o6ecneynBaet
M3MEPEHNE KOHTAKTHOFO0 YCUAMA MeXJy HaKOHEeYHUKOM KaTeTepa W CTEHKOW cepaua B
peanbHOM BpeEMEHM, a TakXe MWHGpopMauumM O MeCTOMONIOXEHUM MPU MCNOSb30BAHUM C
HaBUTaLMOHHOW cucTemoir Carto 3.

MpoTuBOMNOKasaHNA

He ncnonb3yiite 3To n3genue:;
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1. Ecnv nauueHTy Gblna npoBefeHa BEHTPUKYNOTOMUS UAW aTPUOTOMUS B TeuyeHue
npealwecTBYOLMX BOCbMN HefeNb, MOTOMY YTO HeJaBHAS onepayuss MOXeT YBEIUYUTb PUCK

nepgopaymu.
2. Y nauueHTa ¢ MUKCOMOI WM BHYTPUCEPAEUYHbIM TPOMOGOM, TaK KaK KaTeTep MOXeT
BbI3bIBaTb 3MOONIO.

3. Y nayueHTOB C NPOTE3MPOBAaHHbIMK KnanaHammu, Tak Kak KaTeTep MOXET MOBPeAuTh
npores.

4. B BEHEYHOW coCcyancTOin CUCTEME M3-3a PUCKA MOBPEX/AEHNS KOPOHAPHbIX apTepuid.

5. Y nauneHTOB C aKTUBHON CUCTEMHON MH(eEKLMEN, NOCKONbKY 3TO MOXeT YBEeNUYUTb
PUCK CEpAeYHON MHpeKLNN.

6. [lMocpefCTBOM TpaHCCENMTaJbHOrO0 [AOCTyna Yy nNauueHTa C MexXnpeacephHoi
«3annaTko», MOTOMY UTO MOXET COXPaHATbCA OTBEpPCTME W BMNOC/NEACTBMU BbI3BAThb
ATPOTeHHbIN NpeAcepHbIl C6pPOC KPOBY.

7. MyTem peTporpagHoro TpaHCAaopTa/lbHOrO AOCTyNna Yy MNalMeHTOB, KOTOPbIM 6bina
npousBefieHa 3amMeHa aopTasbHOr0 KnanaHa.

8. C ANMHHOM 060N0YKON WAM KOPOTKUM HanpaendlolWMM KaTeTtepom < 8,5 no
(hpaHUY3CKON LIKane [JuaMeTpoOB KaTeTepoB, 4TOObl u36exXaTb MNOBPEXAEHUS CTEepPXHSA
KareTepa.

MpefynpexaeHns n Mmepbl NPefOCTOPOXHOCTM NPU UCMNOIb30BAHUN

1. He I/ICI'IOI'Ib3yl7ITe ypesmepHoe ycunue ana npoaBuXXeHnUa vnn n3BnevYeHMA Katetepa
npn BOSHUKHOBEHNW COMPOTUBNEHNA NPU NPOABUMXEHUN KaTeTepPa Yepe3 MHTPOAbKOCEP.

2. He opmupyiite npefBapuTenbHO [WUCTaNbHbIA CTEpXeHb KaTeTepa BPYYHYIO,
NMPUMeHsAS BHeLIHee BO3AENCTBME C Le/Ibl0 COTHYTb NOBAWATH Ha NpeAnonaraemMmyo GopmMmy nam
KpuBYtO KaTeTepa.

3. MMoKa3aHUs KOHTAKTHOIO0 YCUNWsA npefHa3sHauyeHbl TONbKO ANA WH(pOPMaUUn u He
npefHasHauyeHbl AN 3aMeHbl CTaHAAPTHbLIX Mep NPeA0CTOPOXKHOCTH.

4. KaTteTep Heob6XoAMmMO NporpeTb nepeg MCnonb3oBaHMEM, KaK yKasaHo. Ecnm kateTep
He [OCTUr CcTabUNbHOrO COCTOSHUSA, CYLL,ECTBYeT BEPOATHOCTb MOCTENEHHOr0 M3MeHeHuA
BE/IMYNHbI OTKNOHEHUA OT UCTUHHOIO HYNIEBOr0 YPOBHA, UTO MOXET MPUBEETU K HETOYHOMY
CUMTLIBAHWIO MOKAa3aHUN KOHTAKTHOIO YCUUA.

5. O6HYNUTe NOKasaHUA KOHTAKTHOrO YCWUAUA Noc/fe BBeJeHNA KaTeTepa B nayneHTa unm
npun nepemMelLeHNM KaTeTepa W3 OAHOW Kamepbl cepaua B Apyryt. [lMMepeg 06HyneHuem
ybeanTechb, UTO KaTeTep He KOHTaKTMPYeT C TKaHbk cepgua. MHCTPYKUUM no 0BHYNeHuto
NOKa3aHUsA CYUTbIBAHUS KOHTAKTHOTrO yCUAUsA cMOTpuTe B PyKOBOACTBE MONb30BaTeNs Ballei
cuctembl Carto 3.

6. [lokasaTeNn KOHTAKTHOrO YCWAMS MOFyT CcTaTb HETOYHbIMW, €Cnu  AaTumk
KOHTAaKTHOTO ycunus (pacnonoXXeHHblli MeXAy NepBbiM W BTOPbIM KO/bLEBLIM 3/1€KTPOAOM)
BXOAMT B HEMOCPEACTBEHH3TO 6/M30CTb C XKENE3UCTbIM MaTepuanom, TakKUM Kak CTepXXeHb
Apyroro kateTepa B onsieTke. Ecnum HabnwopgatoTcs CuNbHble KonebaHusa, y6eamTech, 4TO
[AaTUYMK KOHTAKTHOIO YCU/AMA KaTeTepa Haxo4MTCA He B HEMoCPeACTBEHHOW 67M30CTM OT
CTepPXXHS APYroro Katetepa, NPOBepbTe HOMb Ha KaTeTepe W, NpuM HEO6XOAMMOCTU, U3BEKNTE
M OCMOTPUTE KaTeTep.

7. Ana obecneyeHns nNpaBuUbHOW paboTbl JaTyMKa KOHTAKTHOrO YCWUAWS BCE 4eTbipe
KONbLEBbIX 31€KTPOfa HaKOHEYHMKA KaTeTepa AO/MKHbI BbICTyMmaTb M3 AWCTaNbHOrO KOHLaA
HanpaBnAOLLEN 060/10UKMN.
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8. MpyM NpUMEHEHUW BbLICOKOTO MOMEPEYHOro YCUAUS BO BPEMS KapTUMPOBAHUA W
npumeHeHns PY nonb3oBatenb LO/HKEH CNeAUTb 3a MHGOOPMALMOHHON MaHeNbio U BEKTOPHbLIM
gucnneem Ha akpaHe Carto 3, 4T06bl rapaHTMpPOBaTb, YTO NMOKa3aTe/ M U3MEPEHUA KOHTAKTHOIO
YCUINA OCTalTCA B TOYHOM AmanasoHe. ObpaTtuTech K pasgeny «CoobuieHns 06 ownbkKax u
npefynpexaeHns» B WHCTPYKLMU MO WCNONb30BAHWIO cucTembl Carto 3 OTHOCUTENbHO
npegynpexgarwlwmx CcoobWweHWA U MOKa3aHWW CUCTEMbl, CBSI3aHHbIX C HETOYHbIMU
NOKa3aHWAMMN YyCUNUS.

9. He ncnonb3yinTe faTtumk TemnepaTypbl AN KOHTPONS TemnepaTypbl TKaHW. JaTyumk
Temnepatypbl, pPacrnoiOXeHHbIA B 001aCTW HAKOHEYHWKA KaTeTepa, He OTpaaeT Hu
TemnepaTtypbl WHTepdelica 3/1eKTPOA-TKaHb, HW TemnepaTtypbl TKaHUW u3-3a 3PHeKToB
OXNaXAeHNs NyTeM OpOLWEeHUa 31eKTpoja (U3M0NorMyeckumMm pacTBopoM. Temnepatypa,
oTob6paxkaemas Ha PUY-reHepaTope, npejcTaBnseT co60i TemnepaTypy OX1aXAaemoro
3NeKTpofa, a He TemnepaTtypy TKaHW. [aTuumkK TemnepaTypbl WCNOJMb3yeTca AN NPOBEPKU
[OCTAaTOYHOCTM MNOTOKA oOpolweHunda. [lleped Hayanom npumMeHeHusa PY Toka CHWXeHue
Temnepatypbl 37eKTpofa MNOATBEPXAAeT Hayano O0poWeHus (U3M0NOTMYeCcKUM pacTBOPOM
3/1eKTpoja, NpoBOAAWEro AecTpykuuto. KOHTpPOb TemmnepaTypbl 3/7eKTpofja BO BpeMs
npumeHeHns PY Toka ob6ecneynBaeT NnoggepXaHne CKOPOCTU NOTOKA OpOLLEeHMNA.

10. He nonaraiiTecb Ha MOBbIWEHWE TeMnepaTypbl 3MeKTpoAa ANA OMNpefeNeHns Toro,
MPOMCXOAMNT NN HarpeB TKaHW Npu nogave PY-3Heprum, NOCKOAbKY NCCNeA0BaHMNA Ha CTEHAE W
XMBOTHbIX He MNOoKasanu 3HA4YMTEeNbHOrO MOBbIWEHUS TeMnepaTypbl 31eKTpoAa BO BpeMms
abnaumnm.

11. BaXXHO BHMMAaTeNbHO CNeAMTh 3a NPOLEAYPON TUTPOBAHMA 3HEPTMN, KaK YKa3aHO B
MHCTPYKLMAX N0 npuMeHeHuto. CauwKom 6bICTPOe YBejMYeHMe MOLLHOCTM BO Bpems
abnaumMy MoXeT NpUBeCTU K NepdopaLmn, BbI3BaHHOW NapomM.

12. JTOT KaTeTep MOXET MOBPeAUTb MPOCTETUYECKMIA TPUKYyCNUAanbHbIA KnanaH
naymeHTa, ecnm KaTeTep C/lyyaiiHO NpoLLEn Yepes KnanaH.

13. MauuneHT, KOTOpPOro 6bina paHblle MpoBefeHa npoueaypa abnsyuyu TpeneTaHus
npeacepanii, MoXeT NofABepratbCs 60MblIEMY PUCKY nepdopayuu u/unm nepukapananbHoOro
3KcCyAaTa npu UCMoNb30BaHUN 3TON CUCTEMbI KaTeTepa.

14. B coOTBETCTBMM C MNPOTOKO/NOM Bawel 60AbHULUbI, KOHTPONUpyKTe 6GanaHc
XWUAKOCTW MauMeHTa BO BpeMsi Mpoueaypbl, YTo6bl n36exatb neperpysky 06bemMa XUAKOCTH.
Y HEKOTOpPbIX NaLWMEeHTOB MOTYT ObITb (JaKTOPbl, YMEHbLUAK W ME UX CIOCOBHOCTL CAPaBAATLCS
C 00BbEMHOWN Meperpyskoi, fenas MX BOCMPUUMMYMBBLIMKU K Pa3BUTUK OTeKa JIETKUX WK
CepAeyHOli HefoCTaTOYHOCTM BO BpeMs WAM nocne npouefypbl. OcCo6eHHO BOCMNPUUMYMUBDI
nauneHTbl C 3aCTOWHON CepAeYHOM HeaoCTaTOYHOCTBIO MU MOYEYHON HeAOCTAaTOUYHOCTHIO, a
Takxke noxunole nwgn. lepes npoBefeHMeM MpoueAypbl BCerfja ykasblBaliTe Ha pUCK
NosSiBNEHNA 06BEMHON Meperpyskun y nauuneHTa.

15. be30nacHOCTb MpeKpaleHUsa aHTUKOArynsHTHOW Tepanuu nocfie KaTeTepHOiA
abnauum npefcepaHOn GUOPUMANALUM He YCTAHOB/EHA; aHTUKOArynsHTHasa Tepanus y Takux
naynmeHToOB [AOJIXKHA MPOBOAWUTLCH B COOTBETCTBUU C pekomeHpgaumamm ACC/AHA/ESC no
NevyeHNto NaLneHToB ¢ 60/IE3HAMU, OTHOCALLMMUCA K NpPeSCepauto.

16. UT0o6bl M36exaTb Tpomb60ambonuii, cnegyeT MCNONb30BaTh FemapuH BH3TPUBEHHO
npu BXOo4e B JfeBble OTAeNbl cepaua BO Bpema abnauyuu. CnefyidTe KAMHUYECKUM
pekoMeHJaumamM 1 o6l e npakTUKe 419 ONTUManbHOW NOCT-NPOLeAYPHOW aHTUKOoarynsauum.

17. besonacHOCTb W 3M(EKTMBHOCTb pPagMoyacTOTHOM abnauyum Ana  nevyeHus
npefcepgHod  ubpunnauuMM  y nayMeHTOB CO  3HAUYUTENbHON AUCHYHKLUWER NeBoro
Xenyfnouka, nporpeccupytoleit cepaeqyHoin HefoCTaTOYHOCTbIO, 3HAUYUTEIbHbIM YBEIMUEHUEM
NeBOro nNpejcepans U CTPYKTYPHON cepfevyHORn 601e3HbI0 He YCTAHOB/IEHbI.
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18. be3onacHOCTb KaTeTepa He YCTaHOBJIEHA NpU TemnepaTypax 3/IeKTPoLOB Bbiwe 40°
C. Y6eautecb, yto KHOMKA BbIBEOPA KATETEPA Ha coBmecTumom PY-reHepatope
HaxoguTca Ha onuum «Tcool SF» unum ThermoCool SF unn aHanorMyHon n NpoBepbTe, YTOOGI
MaKcuManbHasa TemnepaTypa 6blia ycTaHOB/MEHa Ha ypoBHe 40°C.

19. MmnnaHTupyemble KapanoCTUMYNATOpSI n MMNIaHTUPYEMDbIE
KapguosepTepgepuopunnatopel (MKA) moryt He6naronpuaTHo BAMATL Ha PY ToK. BaxHo
MMeTb BPEMEHHble BHELWHWEe WUCTOYHUKW CTUMYNAUMU U Lepubpunnaunum, [JOCTYNHbIE BO
Bpems abnauumM, 1 BPEMEHHO MepenporpaMMupoBaTh CUCTEMY CTUMYNALUM HA MUHUMASIbHbI
BbIX0A4 unn pexunm BbIKJ/1, 4To6bl CBECTM K MUHUMYMY PUCK HEMPaBU/IbHOW CTUMYANSUUN.
ByabTe npefenbHO OCTOPOXHbI BO Bpems abnauum B HEMNOCPeACTBEHHOW 61M30CTU OT
npeacepiHbIX WAW dXKeNyAo4vKOBbIX MOCTOAHHbLIX OTBedeHWid; 3anporpammupyiite UK B
pexxum BB1KJ/1 BO Bpems npoueaypbl abnauuuM; U NpoBeauMTe  MOJHbIA  aHanus
MMNNAHTUPYEMOTO YCTPOCTBA A4NS BCEX NaLMEHTOB nocne abnaumnu.

20. lauueHTbl, MpPOXOAAlWMe  AeCTPYKUWIO  CEMNTanbHOro  AONOMHWUTENbHOTO
NpoBOAAWEro NyTW, TNOABeprawTCca pPUCKYy nNonHoii AB-6nokafgbl, KoTopas TpebyeT
nMnnaHTaynu MOCTOSHHOTO KapamocTumynstopa. MayneHTsl, NCNbITbiBaKO LW NE

HenpegHaMepeHHY nonHyt AB-6nokagy B pesynbTate PY-abnayum, Takxe MOryT
noTpe60BaTb MOCTOAHHON CTUMYNALUN.

21. Bo Bpems TpaHcaopTanbHOro nogxoga Heob6xoguma ajflekBaTtHas
PEHTreHOCKOMMYeckana Bu3yanusauunsa ans usbexaHusa nonafaHus KateTepa B KOPOHAapHYO
COCYAUCTYK CeTb. VIHTpakopoHapHOe pasmelleHne KaTeTepa Ans abnayuu, npumeHeHune PY-
3HEePruM UAM 1N TO N ApYroe CBA3aHO C MH(apPKTOM MUOKapa.

22. MUHUMK3NPYIiTE BO3AEACTBME PEHTTEHOBCKOIO W3/y4YeHUs BO BPeMs MNpoueaypbl.
Mpouegypbl  KaTeTepHOW  abnauum  npeacTaBNAlT  NoTeHUuMan ANS  3HAYUTENbHOTO
PEHTFEHOBCKOIO M3/yYEHUS, UTO MOXET NPUBECTU K OCTPOI paguaLMOHHOW TpaBMe, a TakXe
MOBbILIEHHOMY PUCKY COMaTUUYECKUX U TeHeTUYeckux ahdeKToB, Kak ANS NayMeHTOB, TaK M
ANs nepcoHana  na6opaTopuMyM  M3-3a  WMHTEHCWMBHOCTM  PEHTreHOBCKOro  fiyya W
MPOAO/MKUTENbHOCTU PEHTFEHOCKONUN K306paXKeHns. KaTeTepHyl AecTpyKUuMlO cneayet
BbIMOMIHATL TO/bKO MOC/e TOr0, Kak 6bII0 yAaeseHo AOCTaTOYHOE BHUMaHMe NOTeHLManbHOMY
06/1y4YeHUt0, CBSA3aHHOMY C 3TOW npouefypoit, U 6biNM NPeANPUHATLI Warn NS CBeAeHUs K
MUHUMYMY 3TOr0 BO34eiCTBMA. M03TOMY CnefyeT BHUMATENbHO CMEeAUTb 3a UCMONb30BaHNEM
n3aenns y 6epemMeHHbIX XEHLUH.

23. He nopBepraliTe KaTeTep BO3AEWCTBMIO OPraHMYeCcKMX pacTBOPMTENEN, TaKUX Kak
3TUNOBLIA CAMPT

24. He obpabaTbiBaliTe KaTeTep B aBTOKNaBe.

25. He norpyxaliTe NpOKCMMaNbHYI pyuKy WAN pasbem Kabens B XMAKOCTU; 3TO MOXeT
MOBNUATb Ha 3NEKTPUUYECKNE XapaKTEPUCTUKMN.

26. He uapanaiiTe U He CKpy4uBaiiTe AMCTaNibHbIA 3N1E€KTPOJ HAaKOHEYHMKa BO BpeMms
UNCTKMN.

27. OcMoTpuUTe pacTBOP AN OPOLEHWS Ha HanMuue My3blpbKOB BO3fjyxa A0 €ro
MCNONb30BaHUS B npouefype. Bo3agywHble Ny3bipbKW B (HM3MONOTMYECKOM pacTBope Ans
OpOLLEHMNSA MOTYT Bbl3blBaTb 3M6ONNIO.

28. OunctuTe KaTeTep M OPOCUTENbHYK Tpy6KYy nyTeM nMNpoOLYBKU HOPMasbHbIM
renapuHNU3NPOBAHHbLIM (PU3NOIOTUYECKUM PACTBOPOM.

29. OnekTpomMamonornyeckne  Katetepbl M CUCTEMbl  MNpeAHa3HayeHbl  ANS
MCMONb30BAHUA TONbKO B 3KPAHMPOBAHHbLIX OT MPOHWKHOBEHWS PEHTrEHOBCKOrO U3/y4YeHuA
NMOMeLeHNAX B CBA3M C TpebOBaHUAMU K 3N1eKTPOMarHUTHOW COBMECTMMOCTWM W LPYTUMU
pekomeHgaumaMm no 6e3onacHoOCTy B 601bHULAX.
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30. He nbiTakiTecb McnonbL3oBaTh KarteTep ofHOHanpaBieHHbIA KOMNaHuu «Biosense
Webster Inc.» ThermoCool SmartTouch SF wnn PU-reHepaTop [0 MNOMHOIO MNPOYTEHUSA U
MOHUMAaHMWA UCNOMb3YEMbIX UHCTPYKLMWIA NO MPUMEHEHNIO.

31. Tlpouegypbl abnAuuMmM NPOBOAAWMX MyTed cepAua [AOMKHbI  BbIMOAHATLCA
KBannpuumnpoBaHHbIM MepPCcOHaNoOM B MOMHOCTbIO 060PYAOBaHHON 3N1eKTPOPU3NONOTUYECKON
nabopatopuu. Takxe HEO6XOAMMO MPOBECTWM COOTBETCTBYHLWMIA KANHWUYECKUIA WHCTPYKTaX
MO WMCMNONb30BAaHWI0O OHOHANPaBfEHHOr0 HaBMTaLMOHHOIO KaTeTepa KoMnaHuu «Biosense
Webster Inc.» ThermoCool SmartTouch SF.

32. LonrocpoyHble pUCKU 3aTSHKHON PAHOOPOCKONUM U BOZHUKHOBEHWME MOBPEXAEHUI,
Bbl3BaHHbIX BO3gelicTBueM PY, He ycTaHOBAeHbI. [103TOMY c/iefyeT BHMMATENbHO CMeanTb 3a
MCMNONb30BaHMEM M34enusa y aeteil B npenybepTtaTHOM Bo3pacTe. Kpome TOro, COOTHOLWEHME
pUcK/Nonb3ay 6eCCUMNTOMHbIX NALUEHTOB HE N3y4anoch.

33. Mpu ucnonb3o0BaHWM OAHOHAMNPaBNEHHOr0 HaBUTalLLMOHHOIO0 KaTeTepa KOMMaHWUM
«Biosense Webster Inc.» ThermoCool SmartTouch SF ¢ 06bl4HBIMKM cucTemamu (cC
Mcnonb3oBaHWeM  (GAOOPOCKONUM AN ONpefeneHNss MeCTOMONIOXEHMS  HAaKOHEeYHMKa
KaTeTepa) unuM ¢ HaBMraynoHHon cuctemoin Carto 3, Heo6xo04MMO co6NOAATL OCTOPOXKHOCTb
npy MaHWNyAsUMU C KaTeTepoM BO M36exaHue MOBPEXAEHWI MpoBOAAWMX MNyTei cepaua,
nepgopaunyu uAM TamnoHadbl. [lpoABMXEHME KaTeTepa [OMKHO BbIMOMHATLCA NoA
yrnpaBneHneM peHTreHockonuu. He mcnonb3yiiTe YpesMepHoe ycunue Ana NPoABUXEHUS UMK
N3B/eYeHNss KaTeTepa MNPU BO3HWKHOBEHWM COMPOTUBNEHWUS. TBEPAOCTb HAKOHEYHMKA B
onneTke ABASETCA MNPeAnoCbINKOA HeoO6XOAMMOCTM CO6MOAEHNS OCTOPOXHOCTM  ANS
npeaoTBpaleHns nephopupoBaHusa cepaua. NMokasaHUs KOHTAKTHOIO YCUANS NpeaHa3HayeHbl
TONbKO AN  WHpoOpMauMM M He nNpefHasHauyeHbl [And 3aMeHbl CTaHAapTHbIX Mep
nNpesoCTOPOXHOCTH.

34. ins ofHOHanpaBNeHHOro KaTeTepa: Bcerga BbiTArMBaiiTe ynpaBiaseMyt 601bWNM
nanbLUemM pyuyKy Hasaf, 4YTOOGbl BbINPAMUTb HAKOHEYHUK KaTeTepa Mepej BBEAEHUEM WM
N3BNeYEHNEM KaTeTepa.

Ons AByHanpaBneHHOro KkateTepa: Bcerga ycTaHaBnuBaiiTe KavalowWwWiics pblyar B
HeliTpanbHOe MOMOXeHUe, YTOGbl BbINPAMUTL HAKOHEYHWMK KaTeTepa nepej BBEAEHUEM MWW
N3BNEYEHMEM KaTeTepa.

35. Bcerga noAfepXuBaiiTe MOCTOSAHHYK Nofjadvy HOPManbHOTrO renapuHM3NpPOBaHHOTO
(hn3nMonornyeckoro pacteopa 4ns NpeaoTBpalLeHns Koarynaynm B npoceeTe KaTeTepa.

36. Korga PY TOK npepBaH B CBA3M C MO0 MOBbILWEHWEM Temnepatypbl, nnMbo
conpoTuBneHns (NpesbllleHWe YCTaHOBJIEHHOro npefjena), KaTeTep chefyeT W3BAeYb, a
HaKOHEYHWK OYulleH OT Koarynarta, ecnm OH npucyTcTeByeT. [IpM O04YUCTKe 3NeKTpoja
HaKOHeuYHWKa OyAbTe OCTOPOXHbI, He MPOBOpaYnBaiTe 3NeKTPOL HAKOHEYHNKA OTHOCUTENbHO
CTEpXHSA KaTeTepa; NPOBOpPayYMBaHMe MOXET MOBPeAuUTb COeAMHEHNE 3/1eKTpPoja HaKOHeYHUKa
M 0CNabuTb 3NEeKTPoS HaKOHEYHWUKA WNN MOXET MNOBPEeAUTb AATUYMK KOHTAKTHOrO YCUIUA.
3HaunTeNbHOE U3MEHEHMNE MO CPaBHEHMNIO C UCXOLHLIMM NOKa3aHUAMWU MOC/Ie OUUCTKU MOXKET
YyKa3blBaTb Ha MOBPEXAEHHbIA JaTUMK KOHTAKTHOro ycmnusa. lMepes MOBTOPHbIM BBeLEHUEM
yb6eamnTechb, YTO OTBEPCTUS 419 OPOLUEHUS He 3a6UThI.

37. OueBupgHas Manas MOLWHOCTb, BbICOKOE COMPOTMBAEHME WU HeNpaBUIbHOE
(YHKUMOHMPOBAHME O06OPYAOBAHWA NPW HOPMaNibHbIX HAcTPOiKax MOryT YyKasbiBaTb Ha
HenpaBWNbHOE MNPUMEHEHUE MaCCMBHOIO0 3neKTpoda (31eKTPOAOB) MWW  HEWUCMPaBHOCTb
3NeKTpUYecKoro nposoga. He yBennuynBaiiTe MOLLHOCTb, MOKAa He MpOBeJeHa MpoBepka Ha
HanMune OYEBUAHbIX AePEKTOB UMM HENpaBU/bHOE NMPUMEHEHME MACCUMBHOIO 3M1eKTpoga UIn
APYTUX 3MEKTPUYECKUX NMPOBO/OB.
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38. MpoutnTe 1 cnefyinTe MHCTPYKUUAM NO MCMOMb30BAHNIO M3TOTOBUTENS MACCMBHOIO
3M1eKTpofa; PEeKOMEHAYeTCSa MCMOAb30BaTb MACCUBHbLIE 31E€KTPOAbl, KOTOPble COOTBETCTBYHT
nnu npesocxofat tpe6osaHus ANSI/AAMI (AAMIIEC 60601-2-2).

39. Kartetep kKomnaHum «Biosense Webster Inc.» ThermoCool SmartTouch SF
npegHasHavyeH 414 NCMNOMb30BaHWA C COBMeCTUMbIM PYU-reHepaTopom, COBMECTUMbIM HAaCOCOM
ONA opolleHWs, HaBUrauuMoHHoOW cuctemolt Carto 3 u kKabensiMum NPou3BOACTBA KOMMaHWUK
«Biosense Webster Inc.», a TakXe C APYTMMU COOTBETCTBYHLUMMMN Kabensmu nHtepdeica u
pasbemamu. PekomMeHAyeTCqd WCMNONb30BaTb COBMECTUMbIA Hacoc Aad opolweHus Ans
obecneyeHUs Hafgnexalero pacxoga Nnpy OpoLIeHUN.

40. bblNoO ycTaHOBMIEHO, YTO KaTeTep KomnaHum «Biosense Webster Inc.» ThermoCool
SmartTouch SF co3faeTr 60nee KpynHble MOBpPeX[eHWA, YeM CTaHAAPTHble Heopollaemble
KaTeTepbl, npumeHsaowune PY-gecTpykynto. CnefyeT nNposBAATb  OCTOPOXHOCTb Mpwu
npoBefeHnu abnaumu B6113K TakKux CTPYKTYP, Kak  CUHOAaTpuanbHbIiA "
aTPUOBEHTPUKYAPHbBIN Y3/bl.

41. lMepen ncnonb3oBaHMeM cnegyeT NPOBEPUTL CTEPUSIbHYIO YNaKOBKY W KaTeTep. He
MCMONb3YNTe B CNyyae NOBPEXAEHUSA YNaKOBKN NN KaTeTepa.

42. KaTeTep cTepunu3yeTcs ra3oo6pasHbiM 3TUIEHOKCUAOM W AOMKEH UCMONb30BaTbCS
[0 fatbl «lMcnonb3oBaTh [0» Ha ynakoBKe u3fenus. He mcnonb3yiiTe KaTeTep nocfe Aathbl
«cnonb3oBaTb fO».

43. Katetep kKomnaHum «Biosense Webster Inc.» ThermoCool SmartTouch SF
npefHasHayeH 415 UCNONb30BAHWUSA TONbKO C OAHUM MauWeHTOM.

44. He ncnonb3yinte 86nn3n ob6opygosaHua MPT, TaK Kak MOXeT NPOU30OATU ABUXKEHUE
WK HarpeBaHue KateTepa, M U306paKeHNe Ha AUCMIee MOXET NCKaXaTbCs.

45. Wcnonb3yinTe pAaHHble, KakK PeHTreHOCKONWW, TaK W 3NeKTporpammbl  Ans
MOHUTOPUHIa NPOABUXKEHUS KaTeTepa Y CHUXEHUSA pUCKa NOBPEXAEHUSA TKAHEN.

46. Katetep kKomnaHum «Biosense Webster Inc.» ThermoCool SmartTouch SF,
MCNONb3yeMbIAi B COYeTaHUM C COBMeCTMMbIM PU-reHepaTopom, cnocobeH [OCTaBNATb
ANEeKTPUYECKYI  SHEPruto  3HAYUTENbHOW  MOWHOCTU. Pe3ynbTaTtoM  HENpaBU/bHOIO
obpaleHMa C KaTeTepOM W MNacCUBHbIM 3M1EKTPOLOM, OCOGEHHO Mpu paboTe C KaTeTepoM,
MOXeT 6biTb TpaBMWPOBAHMWE NauMeHTa WauM onepatopa. Bo Bpems [OCTaBKM MauMeHTy He
cnefyeT BCTYNaTb B KOHTAKT C 3a3€MJ/IEHHbIMU METa//IM4ECKUMUN NOBEPXHOCTAMM.

47. B 3NeKTPOXUPYPTUM NPUCYTCTBYET PUCK BOCNIAMEHEHUS NIETKOBOCM/IAMEHSHO L NXCS
rasoB UAuM ApYyrux matepuanoB. Heo6XOAMMO NPUHATb Mepbl MPEAOCTOPOXHOCTU, YTOOLI
OrpaguTb NErKOBOCNIAMEHSAIOWMECH MaTepUasbl OT 3NIEKTPOXUPYPTrMYECKOTO NaKeTa.

48. IneKTpoMarHnuTHble nomexu (3IMI1), co3gaBaemMble KaTeTepoM KoMnaHum «Biosense
Webster Inc.» ThermoCool SmartTouch SF, npu wucnonb30oBaHWUM B COYETAHUM C
COBMECTUMbIM PY-reHepaTopom npu HOpManbHOW paboTe, MOryT OTpULATE/IbHO MOBAMATL Ha
paboTy gpyroro o6opypaoBaHms.

49. 2NneKTpoAbl U 30HAbl KOHTPONUPYKOUWMUX M CTUMYNUPYHOUWMNX YCTPOWCTB MOryT
o6ecneymBaTb MyTU A/S BbICOKOYACTOTHOTO TOKa. PUCK 0XXOroB MOXET GbiTb YMEHbLIEH, HO
He ycTpaHeH NyTeM pa3MeLleHus 3MeKTPOL0B M 30HAO0B KaK MOXHO Aa/blie OT MecTa abnauum
M NacCMBHOIO 3N1eKTpoAa. 3alMTHbIE UMMNEeAaHChl MOTYT CHU3UTb PUCK OXOTOB 1 06ecneynTb
HEMNpPepbIBHbIA MOHUTOPUHT 3/1eKTPOKApAMOTrpaMMbl BO BPEMS AOCTaBKU IHEPTUU.

50. [Oatuuk TemnepaTtypbl W3MepseT Temnepatypy 3/1eKTpoga HAKOHEeYHMKa, a He
Temnepatypy TkaHW. TemnepaTypa, oTobpaxaemas Ha PU-reHepaTope, npeactaBnseT coboi
TONLKO Temnepatypy oOXnaXAaemoro 3n1eKTpoja, a He TemnepaTtypy TKaHu. Ecnu PY-
reHepatop He oTo6paxaeT Temnepatypy, ybeauTecb, UYTO COOTBeTCTBYHOLWUIA Kabenb
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nogknwyeH K PU-reHepatopy. Ecnum TemnepaTypa BCe euwe He oOToOpaxaeTcsi, MOXET,
BO3HMK/A HEWCNPABHOCTb B CUCTEMe W3MEPEHUA TemmnepaTypbl, KOTOpas [OMXHA OblTb
ncnpasneHa Ao nogayu PY Mol HOCTU.

51. TOYHOCTb M3MeEpPeHUs TemnepaTypbl KaTeTepa KomnaHuu «Biosense Webster Inc.»
ThermoCool SmartTouch SF, KakK n n3MepeHune Temnepatypbl nwoéoro
31eKTPO(UN3N0OTMYECKOr0 KaTeTepa, BO MHOrOM onpefenserca cneumdukayueidr TOHHOCTU
TemnepaTtypbl ucnonb3yemoro PY-reHepaTopa. [loxanyicta, obpaTutecb K PyKoBOACTBY
nonb3oBatens PY-reHepatopa, KOTOpbIA 6yAeT MCNONb30BATLCA A5 CleyudpruKaumm TOHHOCTH
TemnepaTypsbl.

52. Tepes wucCNonb30BaHWEM MNpPOBEpPbTE, UTO OTBEPCTUS AN  OPOWEHUS  He
3a6M10KMpPOBaHbl, BWBAsA HOPMa/bHbIA TFenapuHU3MPOBaHHbIA (PU3NONOTMYECKUIA pacTBOP
yepes KaTeTep U TpyoKMU.

53. PerynspHo npoBepsiiTe U UCNbITbIBaiTe MHOTOpa3oBble Kabenn m Npucnoco6ieHuns.

54. Mpun abnaumym BOGAM3N COCEAHMX aHATOMWUYECKUX CTPYKTYp NPUHMMaiNTe Mepbl
NPefOCTOPOXHOCTU AN MUHUMU3ALUN NOOOUYHOIO0 yulep6a coceHUM CTPYKTypam.

55. Mpun abnauum B obnactv nuwesoda (BLONb 3afHEN CTEHKW NEBOro npefcepaus)
NpUHMMaliTe Mepbl MPeAOCTOPOXHOCTWM, YTO6bBI He NOBPeAMTb MULLEBOA, BKAKYas
COOTBETCTBYlOLLEE CHUXeHMe PY MoLWHOCTH.

56. Mpu abnauyum B o06nacTu AuagparmanbHOro Hepea MNpuUHUMaKkTe  Mepbl

NMpesocTOPOXHOCTM,  4YTOGbl  He  NOBPeAUTb  AunadparmManbHblii  HepB,  BKAKOYas
COOTBETCTBYIOLLEE CHVKEHMe PY MOWHOCTA W CTUMYNsSLMIO ANs onpeAeneHuns 6aM30CTM
HepBa.

PY abnauuns

Ona nposegeHna PY abnauumm kateTep LO/MKEH OblTb MOAK/OYEH K 3NEKTPOHHOMY MOAYIHO
cbopa pgaHHbIXx 0 naymeHte (PLU) HaBuraumoHHoin cuctembl CARTO 3. [And nonyyeHus
MHopmaumm 06 ycTaHOBKE CMOTpuUTe PYKOBOACTBO MOMb30BaTeNs Ballel HaBUraLWMOHHOW
cuctembl CARTO 3. [Onda npaBuabHOro nogknyeHnsa PU-reHepaTopa MCNoNb3yiiTe
COeAMHNTENbHbIE Kabenn TONbKO Mapku Biosense Webster nnm coBmectumble ¢ HAMU. YTOObI
3aMKHYTb 3M1eKTPUYECKYI LeNb, UHAMDGPEPEHTHbIA 3MEKTPOS AO/MKEH ObiTb MOAK/IOYEH K
nHAnQdepeHTHOMY BX0oay 3nekTpoga Ha PY reHepaTope. Y6eauTechb, 4To nepeg Hadanom PY
abnauun conpoTUBNEHME LEenu Haxo4uTcs B Npefenax OXMWAaeMblX napameTpoB. Y6eauTech,
yTto PY reHepaTop nokasbiBaeT Temmnepatypy He Bbiwe 37°C nocne BBeLEeHMA KaTeTepa B
OpraHu3M nauueHTa u nepeg npumeHeHnem PY Toka.

OkcnnyaTtauyma PY reHepartopa

[na npaBMNbHOIO NOAKNIOYEHUA KaTeTepa K reHepaTopy, a Takxe 415 noayyeHus nogpo6HbIX
MHCTPYKLWIA MO 3KcnayaTauum reHepatopa gna PY a6nsayum, cmoTpute PyKoBOACTBO MO
akcnnyataummn PY reHepatopa. MapameTpobl PY abnsyun 6yayT BapbupoBaTbCs B 3aBUCUMOCTH
0T NoKanusauum abnsayumn, ocobbiX YCNOBUA KaXX 40N NpoLeaypbl, a TAKXe CXeMbl yrpaB/ieHuns
PY-reHepatopom. Ha OCHOBaHMWN faHHbIX, NOSYUYEHHbIX B NpefblAYLLNX UCCNef0BAHUAX Ha
XUBOTHbIX U B KJIMHNYECKNX NCCNELOBaHUAX, PeEKOMeHayeMble PY napameTpbl NpUBELEHbI
Huxe B pasgene «lMpaBuna ncnonb3oBaHus» n B Tabnmue 1. Becerga KOHTPOAMpPyATe NOBbLILLEHMNE
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TemnepaTtypbl U CONPOTUBAEHMA NPU UCNOMb30BAHUW OA4HOHANPAB/IEHHOT0 U ABYHAaNpaBAeHHOro
HaBuraymoHHoro katetepa THERMOCOOL SMARTTOUCH® SF.

Tab6nuua 1.

PEKOMEHAOYEMBIE MAPAMETPbI PY

ABNAUNA ABNAUNA
NMPEACEPANA XXENYOAOUKA
[JvanasoH MoLWwHOCTH oT 15 BT go 30 B1* ot 31 BT go 50 Bt
KoHTpo/b TemnepaTypbl <40Q°C** <40°C**
CKOpOoCTb OpoOLeHnss BO 8 Mn/MWH 15 mn/mMuH
Bpema npumMmeHeHusa PY
Bpemsa npumeHeHuns oT 30 go 120 cekyHf 0T 60 fo 120 cekyHf

* YpoBHM MoOLWHOCTW, npeBbliwawwme 30 BT, MOryt MUCNONb30BaTbCHA, EC/M
HEBO3MOXHO HAHECTW TpaHCMypasibHble MOpaXeHus npu 60onee HU3KUX YPOBHAX. [na
MowHocTn > 30 BT pekoMeHAyemasi CKOpOCTb OpoLweHnsa coctaBnsdeT 15 Ma/MuH.

** TemnepaTypa, oTobpaxaemas Ha PY-reHepaTope, He fABAAeTCA TeMmnepaTypol
TKaHW UM TeMMepaTypoil MOBEPXHOCTU 3/1EKTPOLO0B.

[ononHUTeNnbHas peKoMeHAauns:

Onsa abnayum mMcTmyc-3aBUCMMOro TpeneTaHua, MowHocTtu 6onee 30-50 BT A0/KHbI
MCMO0Nb30BaTbCA TONLKO B TOM Clyvae, eC/iM MPOBOAHWUKOBYK aHECTe3MH HEeBO3MOXHO
npoun3BecTy npu 60nee HU3KNX YPOBHAX MOLLHOCTH.

Ctepunnsaums/CpokK rogHocTu

JTOT KaTeTep CTepuaM3yeTcsa razoobpasHbIM 3TUNEHOKCMAOM. cnblTaHUe U3genma n ynakoBku
6bI710 MPOBEAEHO B MPeAenax Cpoka rOAHOCTY, YKa3aHHOro Ha s3TukeTke. HE MCTMOIb3YWTE
n3genve No MCTeYeHWM CpokKa rogHocTu. [laHHOe M3genvMe ynakoBaHO M MPOCTEPUIM30BaHO
TO/LKO AN OA4HOPA30BOr0 MCMO/b30BaHMA. 3anpeleHo ero MoBTOPHO MCMO/b30BaTb,
nepepabatbiBaTb WX MNOBTOPHO cTepunuszosatb. [MOBTOPHOE UCNONb30BaHUE, MNOBTOPHas
06paboTKa WAM MNOBTOpPHas CTepuaM3aumMa MOTYT HapywuTb LeEN0CTHOCTb M3genna wu/uau
MPUBECTM K €ro HeucnpaBHOCTW, 4YTO, B CBOK O4epefdb, MOXET MPUBECTM K TpaBMme,
3aboneBaHWi0 MAM CcMepTW naumeHTa. Kpome TOro, nosTtopHas o6paboTka Mau nNoBTOpHas
cTepunnsaunsa OfHOPasOoBbIX WU3LeNWA  MOXET cTaTb MPUYMHON BO3HUKHOBEHWA pUCKa
3apaXeHns N/Mnun BbI3BaTb UHMEKLMIO UK NEPEKPECTHYH MHPEKLNIO Y NaLueHTa, B YHaCTHOCTH,
nepegavyy MHMEKLMOHHbIX 3a60/1eBaHNA OT OJHOMO NayneHTa K Apyromy. 3arpssHeHue nsgenus
MOXEeT MPUBECTUN K TpaBMe, 3a60/1€BAHNIO NN CMEPTU NauuneHTa.

Ycnosua xpaHeHus

XpaHUTb B MPOXNafHOM, CyXOM, TEMHOM MecTe. TemnepaTypa XpaHeHUs fOMXKHa GblTb 0T 5 A0
25°C (41-77°F).
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1. Ncnonb3ys MeTof acenTWKMW, W3BNEKUTE KaTeTep M3 yNakoBKW M MOMECTUTE ero B
CTepuNbHYl pabouyyr 30HY. BHMMaTeNlbHO OCMOTPUTE KaTeTep MO MOBOAY LENOCTHOCTU
3N1EKTPOA0B M 06LLEFO COCTOSAHUS.

2. Co3paTb COCYyAUCTbIA AOCTYN B 60/bLIOM LEHTPANbHOM COCYAE C MCMOJIb30BAHUEM
MeTO/[0B aCenTUKMU.

3. YTto6bl nNpeAoTBPaTUTb MOBPEXAEHWe HAKOHeYHMKA KaTeTepa, MWCMOMb3yiTe
BBOAMMYIO 4acTb, MOCTaBASEMYIO C KaTeTepoM, ANs MPOABUXEHUS WNN BTATMBAHUS KaTeTepa
yepes remocTaTMyeckuii knanaH 060n04ku. lMocne BCTaBKM NPOABMHbTE BBOAMMYH 4YacTb
Hasaz No HanpaB/EHWIO K PyuKe.

4. UTo6bl NpoBepUTL COBMECTUMOCTb 060/104YKM M KaTeTepa, NPOBeAUTE KaTeTep uepes
060/104Ky nepepn BCTaBKO. [poTMBOMOKAasaHO MCMoOAb30BaTb N6yt 060104Ky < 8,5 no
(hpaHLY3CKOW LWKane gMameTpoB.

5. KateTep nogknyaetrcda K 3anucbiBatouiemy ob6opygosaHuto u/unu PY-reHepatopy
yepes cuctemy Carto 3 ¢ wnUcnonb3oBaHMEM COOTBETCTBYHOLWMKX Kabenell wWHTepdeiica.
MoaknunTe KateTep K 3/IeKTPOHHOMY MoAaynto c6opa gaHHbiXx 0 nauueHTe (PLU) uepes
COOTBETCTBYHOLWMI Kabenb npomssofcTBa KomnaHuyu «Biosense Webster Inc.». Mogknouute
PLU Kk reHepaTopy uepe3 COOTBETCTBYKLWMIA Kabenb NpoOM3BOACTBA KOMMaHuu «Biosense
Webster Inc.». Mogknounte PLLU K COOTBETCTBYHILWMM CUCTEMaM 3anncu U KapTupoBaHUA,
BK/OYAsA COBMECTUMYI HaBWUrauuoHHyt cuctemy Carto 3, ¢ NOMOLWbLIO COOTBETCTBYHOLLUNX
Kabeneih MHTepgeiica. Mcnonb3yinTe TONbKO Kabenu MHTepdeiica Npou3BOACTBA KOMMNaHWUU
«Biosense Webster Inc.». MogkntounTe Tpy6KM Hacoca ANd OpPOLIEHMA K PUTUHTY KaTeTepa C
thukcatopom Jltospa. TakXKe MOXET WCNONb30BaTbCA TPEXXOAOBOW 3aMOPHbIA  KpaH.
MoagknNunMTe Hacoc AN OPOLWEHUA K NakeTy C HOPManbHbIM renapuHusnpoBaHHbiM (I ME
renapuH/mn)  U3MONOTMYECKMUM  pacTBOPOM  KOMHATHOW  TemnepaTypbl, WCMNONb3YS
CTaHfjapTHble MeToAbl 6e30MacHOCTM, MpPUHATbIE B 6oAbHUUe. UYTo6bI  3aBeplwunTb
3NeKTPMYECKOe MNOoAKNYeHNEe, MNOAKNKOYNTE MAaCcCUBHbLIA 3N1eKTPOJ K MNacCUBHOMY BXOAY
3NeKTpofa Ha reHepaTope.

6. MpomoliTe KaTeTep U TPYOKY, UCNONb3YSA CTaHAAPTHY METOAMKY, 4TO6bI 06ecneunTb
yAaneHne 3axBayeHHbIX My3blpbKOB BO3JyXa M MPOBEPUTb, YTO OTBEPCTMSA AN OPOLIEHUS He
3a610KMpPOBaHbI.

7. HayHUTe HenpepbIBHOE OPOLLEHME CO CKOPOCTbIO MOTOKA 2 MA/MUH.

8. Beegnte KaTteTep ogHoHanpaB/fieHHbIn ThermoCool SmartTouch SF yepe3 BxogHoe
OTBepCcTMe, UCNONb3ya BBOAMMYI 4YacTb M HANpPaBAKLWMA NHTPOLbIOCEP COOTBETCTBYHOLLErO
pasmepa. MpoABUHLTE KaTeTep K Uccnegyemyto o6sacTb.

9. Y6epuTtechb, 4To Ha PU-reHepaTopa BbibpaHa onuma «TCool SF». Korpga Bbi6paHa aTa
onuus, reHepatop nNo yMon4yaHWio 3afaeT napameTpbl 6€30MacHOCTU, YCTAHOBJIEHHble ANA
KaTetepa ThermoCool SmartTouch SF.

10. Ncnonb3yinTe Kak haOOPOCKONWID, TakK U anekTporpammy (3MM) ana npaBuAbHOIO
NO3MLWOHNPOBAHNSA.

11. Ans AOCTUXEHWS ONTUManbHOW TOYHOCTU U CTABUNBLHOCTWM CYUTHIBAHWUA YCUNNUSA,
KaTeTep A4O/KEeH MPOrpeTbCA B TeYeHWe 2 MWHYT nocne nNofknwyeHus K cucteme Carto 3
nepea MCNoNb3oBaHMEM (YHKLMUM 06paTHOI CBA3W MO YCUINIO.

12. OOGHynuTe nMoKa3aHWs CUYUTbIBAHWA KOHTAKTHOrO YCWUAUA TMOCNe BBeAeHUS B
nauneHTa. 3/1eKTpoJ HaKOHEYHMKA U BCe YeTbipe KOJbLEBbIX 3/1EKTPOa 4O/HKHbI HAX0AUTHCA
BHe 060104YKM, 4YTOObI JaTuMK YCUAUS HaxoLwuAcA BHYTpM Kopnyca. Y6eguTecb, 4TO
HaKOHeYHWK KaTeTepa He KOHTAKTUPYET C TKaHbi, OLEHUB MeCTOMON0XeHWe C MOMOLLbIO
hnoopockonum n cuctembl Carto 3, amnanTyabl M 1 aBMXKEHUS KaTeTepa. MIameHeHUs B
MOKa3aHUAX YCWUNINA Ha OLHOM YPOBHe C CepAeYHbIM WAW AbIXaTeNbHbIM LWUKJIOM MOryT
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YyKa3blBaTb Ha KOHTAKT C CEpAEUYHbIMU eTPYKTypaMu. Kak TONbKO 3TW MOKasaTeNnn yKasbiBaloT,
UTO HaKOHEYHWK HE HaxXOAWUTCA B KOHTAKTe, MoKasaHMe MOXeT OblTb 06HYNeHOo. VHCTPYKLWK
nMo O06HYNEeHWI0 MOKa3aHWs €e4YUTbIBaHUA KOHTAKTHOrO YycunuMs CcMoTpuTe B PYKOBOACTBE
nonb3oBaTens Baweii cuetembl Carto 3.

13. OGHynuTe noOKa3aHUs €eYUTbIBAaHUS KOHTAKTHOTO YCWUIWMA NpuW MNepeMelleHny
KaTeTepa U3 OfHOI Kamepbl eepALia B APYTY WAM Noefie NOBTOPHOIO BBEAEHNS.

14. HakOHeYHMK KaTeTepa MOXET OTK/OHATbCA ANA 06ecneyvyeHns MO3UMLUOHUPOBAHUSA
60NbWMM NanblUemM C MOMOUWLbI0O PYYKU AN M3MEHEHWS KPUBM3HbI HaKOHeYHUKa. [pw
nepemelieHMM 60MbWIOr0 Manbla Brepes Bbi3biBA€T OTK/IOHEHWE HAKOHEYHWKa KaTeTepa; npu
nepemeleHMmn 60bWOro Nanbla Has3aZ HAaKOHEYHUK BbINpAMsSeTCS.

15. NHpopmaunuss OTHOCUTENbHO nNpuMeHeHns PY M yeTaHOBKW CKOPOCTW MNOTOKaA
HaxoguTca B Tabnuue 2.

16. PekoMeHfauuUM OTHOCWUTENIbHO OPOLWIEHUA MpPW MCMNO0Nb30BaHWUM PY-reHepatopos
Stockert: YBennubTe OpoOLlWEeHMe A0 BbleOKON CKOPOCTM MOTOKA, HauyMHasa ¢ 5 CeKyHAbl nepeg
HayanoM nofayn PY-aHepruv wn nopaepxusaa 3Ty NOBbLILEHHYH CKOPOCTbL MOTOKa A0 5
CEKYH[ noefne npekpaweHuna nogauu sHepruwn. [Tpm wmowHoctM po 30 BT cnegyer
MCNO0Mb30BaTb BbICOKYK CKOpPOCTb noToka 8 ma/muH. Mpu mowHoctn ot 31 BT go 51 BT
cnefyeT UCMONb30BaTb BbICOKYH CKOPOCTb MoToka 15 ma/MuH. He ncnonb3yiiTe katetep 6e3
OpoLUeHuUs.

17. NMopauy PY-3Heprum He cneflyeT HauyMHatTb A0 Tex MNOp, MOKa yBeNMUYEHUE CKOPOeTu
NOTOKa OpoOWeHUs He O6yAeT MNOATBEPXAEHO YMeHblUeHWeM TemnepaTtypbl KynofbHOI0
3/1eKTpoja HaKOHeYHUKa MUHUMYM Ha 2° C.

18. KoHTponupyiTe TemnepaTypy HakKOHeYHWKa KaTeTepa BO BpeMs npouefypbl ANS
obecneyeHMs fOCTaTOYHOro opoweHus. NMukKoBas Temnepatypa He Jo/MKHa npeBbiwats 40° C
npun nogayve PY-sHeprumn. lNpumeyaHue: oTobpakaemas Temnepatypa npegetasnsier eob6oi
TOJIbKO TEMMEPATYpy 3/1eKTPOLa, a He TeMnepaTypy TKaHW.

19. HauyHuTe npoueaypy ¢ 15-20 BT, 4epe3 15 ceKyHJ MOLWHOCTb MOXeT ObiTb
yBenuyeHa Ha 5-10 BT, npu Heob6XoAMMOCTM, A0 LOCTUXEHUA TPAHCMYpPaSbHOr0 NOpaXeHus,
onpegensemoro > 80%-HbIM YMeHbLIEHWEM aMNAUTYAbl OLHOMONSPHOW 31eKTPOrpaMmbl
npegcepava  nnau  nosiBNeHWeM [ABOWHLIX MNOTEHLWAN0B pPaBHOW W HU3KOW aMNAUTY[bI.
PekomeHayeTcs, 4T06bl MOUWHOCTbL He npeBbiwana 50 BT, Korga KaTeTep paenofioXeH
napannenbHo TkaHW, u 35 BT, Korga KaTeTtep pacrnofioXeH MNepneHAUKYNAPHO TKaHW.
MpoaoMKNTENBHOCTb KaXaol PY-abnauum He go/mkHa npesblwath 120 cekyHA. JonyekaeTcs
nepetaekMBaHnme KaTeTepa K creaylowemy MecTy B TeyeHue 120-cekyHAHOro nepuofa
NpUMeHeHNs 3Heprumn. PY TOK MOXXHO MOBTOPHO MPUMEHUTb K TeM Xe UAN anbTepHaTUBHbIM
MecTam C MCMO0/b30BAHUEM OLHOI0 W TOTO Xe KaTeTepa.

20. PY TOK MOXHO MOBTOPHO NMPUMEHUTb K TEM XXe WAWU anbTepHATUBHbLIM MeeTaM €
Menonb3oBaHWEM OAHOTO M TOTO >Xe KateTepa. TeM He MeHee, B C/y4yae OTK/IHOUYEHUS
reHepatopa (UMnegaHe unu Temnepatypa), KaTeTep enefyeT M3BNeYb, a KYMNO/bHbIA 371eKTPoa
HaKOHeYHMKa NPOBEPWUTb Ha HanMuyme Koarynsta rnepes NMOBTOPHbIM MpuMeHeHnem PY Toka.
Ans ypaneHus n60oro Koarynsta, Npu €ero HaaMyuu, MOXHO MCMNONb30BaTb CTEPU/bHbII
MapneBblii AUCK, CMOYEHHbI CTEPUIbHLIM (U3NONOTMYECKUM PacTBOPOM, UYTOGbI aKKypaTHO
npoTepeTb HAKOHEYHUK; He LiapanaliTe U He CKpy4YMBaiiTe KynonbHbI/ 3N1eKTPOJ HaKOHEYHNKA,
TaK Kak MOXeT BO3HUKHYTb NOBPEXAeHWEe COefMHEHUS KYMONbHOTO 3/1eKTPoja HaKOHeUYHMKa,
yTo MpMBEAET K 0CNabneHnto KynoNbHOrO 3/1eKTPoAa HAaKOHEYHMKA WM MOXET BO3SHUKHYTb
MOBpPeXAeHMe faTuMka KOHTAKTHOFO YCUAWS U WCKaXeHWe TOYHOCTW u3MepeHuii. lMepep
MOBTOPHbLIM BBOAOM YyGefuWTecb, 4YTO OTBEPCTUS ANA OPOLIEeHUS He 3abUTbl, Npoaenas
cneaytoLee:
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Ecnu npoucxoamnT 3aKymnopka OTBEPCTUS AN OPOLEHUS:

a) 3anosHUTe wWnpuy* o6bLeMoM 1 Mam 2 Ma CTepPUbHbIM PU3NONOTMYECKUM PacTBOPOM
N NMPUKPENUTE K 3aNOPHOMY KpaHy nam 60KOBOMY OTBOAY.

b) AKKypaTHO BBeAUTe (MU3MONOrMYecKnii pacTBop W3 wWnpuua B KaTeTep. [MOTOKM
XUAKOCTU LOMKHbBI 6bITb BUAHbBI N3 HAKOHEYHMKA KaTeTepa.

c) MoBTopuTe wWwarn a M b, ecnu 3T0 HeoBGXOAMMO, MOKa OTBEPCTMA He OyayT
MPOYULLEHBI.

d) MpomoliiTe KaTeTep U TPYOKY, NCNONb3Ys CTaHAAPTHY MeTOAMKY, UTOObI 06ecneYynTb
yAaneHue 3axBavyeHHbIX NYy3blpbKOB BO3fyXa M NPOBEPWUTL, YTO OTBEPCTUA A4N1A OPOLUEHUS He
3a6/10KNPOBaHbI.

e) Tenepb KaTeTep MOXHO BBOAWTb NaLUEHTY.

f) O6HyNuTe KaTeTep Nocne NOBTOPHOrO BBeAEHMS B NalueHTa.

MPEAYNMPEXAEHWE: He npoaomkaliTe MCNonbL30BaTb KaTeTep, €CMM OH BCe elle
3aKPbIT, UK eCNn OH He PYHKLUOHUPYET JO/MKHLIM 06pa3oMm.

*MPUMEYAHWE: He6onbwol wnpuy obeeneymBaeT [OCTaTOUYHOe [JaBfeHuUe A4
NoNy4YeHUs BUAUMOTO MOTOKA XXUAKOCTH.

MNpaBuna ncnosnb3oBaHUA
KaTteTep gByHanpaBneHHbln THERMOCOOL SMARTTOUCH SF

VHCTpYKUMN MO NogKMoYeHU0 n akcnnyataumm cuctemol CARTO 3, Hacoca 4n1d OpPOLWEHUA 1
PY-reHepatopa B  COYeTaHWM C [ABYHAnpaBfeHHbIM  HaBUTaLWOHHbLIM KaTeTepom
THERMOCOOL SMARTTOUCH® SF emoTpuTe B pyKOBOACTBaX Nonb3oBatens. Mcnonb3yite
COOTBETETBYlOWMEe BCNOMOraTenbHble Kabenu kKomnaHuu «Biosense Webster Inc.» pans
NoAKNOYEHUNSA ABYyHanpasneHHOr o HaBUraLnoHHOro KaTeTepa THERMOCOOL
SMARTTOUCH SF K cooTBeTCTBYIOLWEMY BCOMOraTe/isHoOMy 060pyAo0BaHUIO.

1. Vicnonb3ys MeTOj acenTUKWU, WM3BMEKUTe KaTeTep M3 YNaKoBKU U MOMeCTUTe €ro B
CTepubHYyl0 pabouyyto 30HY. BHUMaTeNbHO OCMOTPUTE KaTeTep MO MOBOAY LENOCTHOCTM
3MEKTPOAOB M 06GLLEr0 COCTOSHUS.

2. Co3paTb COCYAMUCTbIA AOCTYN B 60/MbWIOM LEHTPaNbHOM COCYAe C MCMNONb30BaHUEM
MeTOA0B acenTUKMN.

3. UTto6bl nNpefoTBpPaTUTb MOBPEX/AEHWEe HAKOHEYHWKa KaTeTepa, WCNONb3yliTe
BBOAMMYI YacTb, MOCTaBASAEMYH C KaTeTepoMm, AN MPOABMXKEHWSA UMW BTATUBAHWSA KaTeTepa
yepes remocTaTMyeckuii KnamaH 060/104ku. [ocne BCTaBKWM MPOABUHbLTE BBOAMMYK 4YaeTb
Hasaf Mo HanpaB/iEHWIO K PyUKe.

4. Yt0o6bl NpoBEpUTL COBMECTUMOCTb 060/I0UKM WM KaTeTepa, MPoOBeAUTe KaTeTep yepes
060104Ky nNepef BCTaBKOW. [MpoTMBOMOKa3aHO WCNonb3oBaTb N6y 060104Ky < 8,5 Mo
(hpaHLY3CKOW LWKane AuaMeTpOB.

5. KateTep nogknwouaeTcs K 3anucbiBatolieMy obopygosaHuio u/mnum PY-reHepatopy
yepes cuctemy Carlo 3 e wcnonb3oBaHMeM COOTBETCTB3UOWMX Kabeneid wuHTepdelica.
MoakntunTe KaTeTep K 3NeKTPOHHOMY MoAynt cbopa fgaHHbiX 0 naumeHTe (PLU) uepes
COOTBETCTBYHOLULNIA Kabenb NMpon3BoAcTBa KOoMnaHuM «Biosense Webster Inc.». MNMoaknwounte
PLU K reHepaTopy u4epe3 COOTBETCTBYHLW M Kabenb Npou3BOACTBA KoMnaHum «Biosense
Webster Inc.». Mogkntounte PLLU K COOTBETCTBYHLWMNM CUCTEMAM 3aMMCU U KapTUpoBaHUA.
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BK/l0OUYAsA COBMECTUMYIO HaBUrauuoHHyk cuctemy Carto 3, ¢ MOMOLWbIO COOTBETCTBYHOLLUNX
Kabeneih mMHTepeiica. Micnonb3ylite TONbKO Kabenu uHTepdeica NpoM3BOACTBA KOMMAHWUU
«Biosense Webster Inc.». Mogkntouynte TpyobKn Hacoca ANs opoweHns K QUTUHTY KaTeTepa C
thukcatopom Jlospa. Takxke MOXET WCNO0/b30BaTbCA TPEXXOA40BOW 3anOpHbIA  KpaH.
MoakNUMTe HAacoC ANA OPOLIEHUS K NAKeTy C HOpMalbHbIM renapuHusmpoBaHHblM (1 ME
renapuH/mn)  U3MONOTMYECKMM  PacTBOPOM  KOMHAaTHOW  TemmepaTypbl, MCNOMb3ys
CTaHAapTHble MeToAbl 6e30MacHOCTM, MNpPUHATbIE B  60onAbHMLe. UTo6bI  3aBeplwunTb
31eKTpMUYecKoe MOAKAOYEHNE, MNOAKMIOUYMNTE MNACCUBHbLIA 3MEKTPOL K NacCMBHOMY BXoAy
3NeKTpoja Ha reHepaTope.

6. MpomoliTe KaTeTep u TPy6KY, MCNOMAb3ys CTaHAAPTHYK METOAMKY, YTOBbl 06ecneunTb
yAaneHne 3axBayeHHbIX Ny3blpbKOB BO34yXa U MPOBEPUTb, YTO OTBEPCTMSA [A/IN OPOLIEHUS He
3a6/10KNpPOBaHbI.

7. HauyHWTe HenpepbIBHOE OPOLLEHME CO CKOPOCTbIO MOTOKA 2 M/I/MUH.

8. Beeaute KaTteTep fAByHanpasfieHHblt ThermoCool SmartTouch SF uepe3 BxopgHoe
OTBEpPCTUE, NCMOMb3YS BBOAWMYHK 4acTb U HAMPaBAAKOLWMIA UHTPObIOCEP COOTBETCTBYHOLLErO
pasmepa. MpoaBMHbLTE KaTeTep K uccnefyemyto 061acTb.

9. Yb6epuTtechb, 4tTo Ha PU-reHepatopa BbibpaHa onuma «TCool SF». Korpga Bbi6paHa 3Ta
onumsa, reHepaTop NO yMOA4YaHWK0 3ajaeT MapameTpbl 6e30MacHOCTW, YCTaHOBJIEHHble ANA
kateTepa ThermoCool SmartTouch SF.

10. Wcnonb3yiiTe Kak (AOOPOCKOMNUI, TakK W 3AeKTporpammy pAns MpaBuUbHOIO
No3NLNOHNPOBaHUA.

11. Ans [OCTMOXKEHWS ONTUMAanbHOW TOYHOCTU M CTabUNLHOCTU CUUTbIBAHUA YyCUANS,
KaTeTep [LOJKEH MPOrpetbCsAd B TeYeHUe 2 MUHYT nocne nogkndeHums k cucteme Carto 3
nepeg Mcnonb3oBaHMEM DYHKUMUWU 06paTHOM CBA3W MO YCUNIO.

12. OO6HynuTe noKa3aHWs CUYMUTbIBAHWUA KOHTAKTHOIO YCW/IWSA MNOC/le BBEAEHWA B
nauneHTta. 3MeKTPoL HaKOHEYHUKA N BCe YeTblipe KOJIbLEeBbIX 3/IEKTPOAA AO/KHbI HAX04UTbCA
BHe 0600/104KM, 4YTOObI [JaTyUMK YCUAMA HAXOAMACA BHYTPU Kopnyca. Y6enuTecb, 4TO
HaKOHEYHMK KaTeTepa He KOHTaKTUPYEeT C TKaHbio, OLEHWB MECTOMOJIOXKEHWE C MOMOLLbIO
thnoopockonum n cuctembl Carto 3, amnantyabl 9FM n agBuxKeHua katetepa. MismeHeHua B
nokKasaHuax ycuaus Ha OAHOM YpPOBHE C CepAevHbIM WAW AbiXaTefbHbIM LukaoM Morjn:
YKa3blBaTb Ha KOHTAKT C CEPAEYHbIMU CTPYKTYypaMu. Kak TONbKO 3TU NOKasaTenn yKasblBaloT,
YTO HAKOHEYHUWK HEe HAXO0AUTCA B KOHTaKTe, MokKa3aHWe MOXET OblTb 0OHYEHO.

WHCTpYKUMKM N0 OOHYNEHWI0 MNOKa3aHWs CUYUTbIBAHWSA KOHTAKTHOrO YCUINA CMOTPUTE B
PYKOBO/ACTBE NO/Mb30BaTeNs Balleh cuctembl Carto 3.

13. OG6HynuTe MnOKa3aHWA CUYUTbIBAHWA KOHTAKTHOrO YCUAWS MpU NepeMeLteHun
KaTeTepa U3 OfHOI Kamepbl CepALLa B 4PYTY WAM MOC/e MOBTOPHOIO BBEAEHMS.

14. Ncnonb3yiiTe Kaval W miAcs pblyar, YTo6bl OTKMHYTb HAKOHEYHUK KaTeTepa (PUCYHOK
1). Korga pblyuar OTTArMBalT Hasaf OT HelWTpPa/ibHOro NOI0XEHWS, HAKOHEYHNK OTK/IOHAEeTCA
Mo HanpaBNeHWIO BpaleHUs. BennymHa OTKNOHEHMS 3aBUCUT OT BE/IMYMHbI BPaLLEHWA pblyara.
Korga pblyar cMmewatoT Bnepes, HaKOHEYHWK OTKNOHSAETCA B CTOPOHY, MPOTUBOMONOXHYIO
HanpaBneHUK BpaweHus. YUTobbl BbIPOBHATb HAKOHEYHWK, BEPHUTE KauvalowWwuiics pblyar B
HeTpanbHOE NONOXEHME.
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CTtaHpapTHOE MONOXEHMe

PucyHok 2

Pyuka MMeeT perynupyemblii MexaHM3M ynpaBneHWs HaTSXXEeHWeM, KOTOpblii Mo3BonseT
onepaTopy WCMONb30BaTb KayarU|MIACH pblyar U OTKAOHATb HAaKOHEYHWK B «CBOGOLHOM»
COCTOSSHUM WM  PerynumpoBaTb HaTsHKeHWe Tak, uTO Kavawuwuiica pblyar u Kpuas
HaKOHEYHMKA «3aKpenneHbl» Ha MecTe (PUCYHOK 2). 3JTa pyuyka pacnosioxeHa Ha
MPOTMBOMOJIOXHOW CTOPOHEe Kayatolerocs pblyara. M3HayanbHO MO YMONYaHWIO pPYyYKa
HaXOAMTCS B MOMIOXEHUMN «BbIKM.», YTO 0GecrneynBaeT camoe CBOGOAHOE ABVMKEHUE pblyara u
OTK/MOHAIOWEr0 HaKOHeYyHMKa. HaTsKeHUe YyBeNMYMBaeTCs, KOrga Ppy4yky YynpasieHus
HaTsXKeHWeM BpalijaTb MO YaCOBOW CTpenke A0 TeX NoOp, NOKa OHAa He AOCTUIHET MOSTHOCTbLHO
MONOXEHUS «BKN.». BpalleHne MO 4acoBOW CTpefike M3 MOMOXEHUS «BbIK/M.» YyBENMUYMBAET
HaTsS)KeHWe B Mpefenax MexaHu3Ma OTKNOHeHUs. BpalieHue MNPOTMB 4YacOBOWN CTPeNnku wu3
MOMOXEHUS «BKN.» YMEHbLIAET HAaTsHXKEHNe B Npefenax MexaHnama OTKIOHEHHUS.

A BpalleHne no 4acoBOW CTPENKe M3 NOMOXEHNSA «BbIK/.»
yBeNNYNBaeT HaTHXKeHNe B npegenax NoBOPOTHOINo MexaHn3Ma

Pyuka
perynMposaHus
B HaTAXeHuna
MOMHOCTLIO B
NOJIOXEeHNU
«BbIK/1.»

Pyuka
perynnpoBaHus
HaTAXeHuna
MOMHOCTLIO B
NoNIoXeHNu
«BKN.»

BpalwieHune NpoTMB 4acOBOM CTPENKN M3 MOMTOXKEHUSA «BKJI.»
YMEHbLLUAET HaTAXEHWe B Npejenax NoBOPOTHOro MexaHu3ama
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15. NHdpopmayuna OTHOCUTENbHO npuMeHeHusa PY © ycTaHOBKM CKOPOCTU TMOTOKa
HaxoguTca B Tabnuue 2.

16. PekoMeHpauunm OTHOCUTENbHO OPOLWIEeHUA Mpu UCMNoNb30BaHWKM PY-reHepatopos
Stockert: YBennubTe OpoOLIeHME A0 BbICOKOW CKOPOCTM MOTOKA, HauMHasa ¢ 5 CeKyHAbl nepeg
Hayanom nojayn PY-aHeprunm u nopfep>Xmpafd 3Ty MOBbILWEHHYH CKOpPOCTb MOTOKa A0 S
CeKyH[ nocne npekpaweHua nogaum 3Heprun. [pum wmowHoctMn po 30 BT cneapyer
MCNO0Nb30BaTb BbICOKYK CKOPOCTb MoTOKa 8 mMa/muH. Mpu mowHoctu ot 31 BT go 51 BT
cnefyeT MCNoONb30BaTb BbICOKYIO CKOPOCTb moToka 15 mn/MuH. He ucnonb3yite Katetep 6e3
opoLleHuns.

17. Mopayy PY-aHeprumn He cnefyeT HauyMHaTb A0 Tex MNOp, NOKa YBE/MUEHUE CKOPOCTHU
NOTOKa oOpolweHUss He OyAeT MNOATBEPXKIEHO YMeHblLleHWeM TemnepaTtypbl KynoJibHOTO
3/1eKTpOoAa HaKOHEYHUKA MUHUMYM Ha 2° C.

18. KoHTponupyiiTe TemnepaTypy HakKOHeYHMKA KaTeTepa BO Bpems npouefypbl Ans
obecrnieyeHnss [OCTATOMHOro opoweHus. Ecnnm npu nopgade PY-sHeprum TemnepaTtypa
nosbilwaeTca ao 40° C, nogaya nNuTaHua AomkHa 6biTb nMpepBaHa. Mepeng nepesarpyskoin PY-
CUCTEMbl HeOOXOAUMO MNepenpoBepuUTb CUCTEMY opoweHus. pumeyaHune: oTobpakaemas
TemnepaTypa npefcTaBnseT cob0ii TONbKO TeMnepaTypy 3/IEKTPOAA, a HE TeMnepaTypy TKaHMu.

19. HauHuTe npouepypy ¢ 15-20 BT. Yepe3 15 CeKyHA MOLLHOCTb MOXET ObITb
yBennyeHa Ha 5-10 BT, npu Heob6XoAMMOCTMW, 40 LOCTUXEHUA TPaHCMYypasbHOro nopaxeHus,
onpegensemoro > 80%-HbIM YMEHbLWIEHWEM aMnanuTyAbl OAHOMOMASPHON 3MEKTPOrpaMMmbl
npeacepaMa WAM NOfABAEHWEM [BONHbIX MNOTEHLMANOB pPaBHOW W HU3KOW aMnaAnTygbl.
PekomeHgyeTcsi, 4TOO6bl MOWHOCTL He npeBblwana 50 BT, Korga KaTeTep pacnofioXeH
napannenbHo TkaHW, u 35 BT, KOrga KaTeTep pacnofioXeH MeprneHAMKYNApHO TKaHW.
Mpofo/MKUTENbHOCTL KaX o PU-abnaunm He fo/mkHa npeBbiwats 120 cekyHA. JonyckaeTcs
nepetackuMBaHWe KaTeTepa K clegywolweMy MecTy B TeyeHue 120-ceKyHAHOro nepuoga
NpuUMeHeHUs 3Heprun. PY TOK MOXXHO MOBTOPHO MPUMEHUTb K TEM Xe WIN afbTEPHATUBHbIM
MecTam C MCMO0/b30BAHUEM OLHOT0 M TOTO XXe KaTeTepa.

20. PY TOK MOXHO MOBTOPHO MPUMEHUTb K TeM e WU anbTepHaTUBHbIM MecTam C
MCNONMb30BaHMEM OAHOTO M TOr0 >Xe KaTeTepa. TeM He MeHee, B C/lyyae OTK/OUYEHUSA
reHepatopa (UMnegaHc uau TemnepaTypa), KaTteTep cnefyeT U3BNeYb, a KYMNO/bHbIA 371eKTpoa
HaKOHeYHMKa NPOBEPUTb Ha HanuWuue KoarynsTta rnepej MOBTOPHbIM MpuMeHeHMeM PY Toka.
Ona ypaneHus nwo6oro Koarynsta, Npu €ro HalMyumu, MOXHO WCMONb30BaTb CTEPUSbHbII
Map/ieBblii AUCK, CMOYEHHbI CTEPUNbHBIM (HU3NONOTUYECKUM PacTBOPOM, YTOObI aKKypaTHO
NMpoTepeTb HAKOHEUYHUK; He LapanainTe W He CKpyUYMBaiiTe Kyno/bHbIi 31eKTPOS HAKOHEUYHUKA,
TaK KaK MOXEeT BO3HUKHYTb MOBPEXAEHWEe COeAMHEHUS KYMONbHOTO 31eKTPOAa HaKOHEeUYHMKa,
yTO MpuBeAeT K 0CNaGMeHNto KyMonbHOTO 3/1eKTpPoJ4a HaKOHEYHMKA WAU MOXET BO3HUKHYTb
MOBpPEeXAeHNe [aTuMka KOHTAKTHOFO YCUAWA U WCKaXeHWe TOYHOCTWM u3MepeHuit. Mepeg
MOBTOPHbIM BBOAOM YyGefuWTecb, 4TO OTBEPCTUS ANA OpOLWEHWs He 3abuTbl, MpoAenas
cnepytoulee:

Ecnn nponcxoAunT 3aKynopka 0TBEPCTUA ANS OPOLIEHUS:

a) 3anonHute wWnpuy* o6bLemoM 1 nam 2 MA CTepUNbHLIM PU3NONOTMHECKUM PACTBOPOM
N MPUKPENuUTe K 3aNOPHOMY KpaHy Uanm 60KOBOMY OTBOAY.

b) AKKypaTHO BBeAWTe (M3MONOrMYEeCKUiA pacTBOp M3 WNpuua B KateTep. [MOTOKK
XUAKOCTU AOMXKHbI 6bITb BUAHbI U3 HAKOHEYHMKA KaTeTepa.

c) MoBTopuTe warn a M b, ecnnm 3To0 HeobXoAMMO, MNOKa OTBEpPCTMS He 6yayT
MPOYNLLEHbI.
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d) MpomoliTe KaTeTep N TpybKy, NCNONb3YA CTaHAAPTHYO MeTOAMKY, YTOObI 06ecneunTb
yAaneHne 3axBa4YeHHbIX Ny3blpbKOB BO3f4yXa M NPOBEPUTb, YTO OTBEPCTUA AN OPOLIEHUS He
3a6/10KMpOBaHHbI.

e) Tenepb KaTeTep MOXXHO BBOAUTb MaLUEHTY.
f) O6HYynuTe KaTeTep nocne NOBTOPHOro BBeAEHUS B NayueHTa.

NMPEAYMNPEXOEHWE; He npogonxaiiTe Mcnonb3oBaTb KaTeTep, eCAM OH BCe elle
3aKpbIT, NN €CNN OH He PYHKLUOHUPYET AO/HKHLIM 06pa3oMm.

*MPUMEYAHWE: Heb6onbwoin wnpuy obecneynBaet AOCTATOYHOE AaBieHWe ANS NONYYEHUS
BMAMMOIO MNOTOKA XUAKOCTMU.

He)xenaTtesnbHble peakuynmn

Bbin 3aperncTpupoBaH psif Cepbe3HbIX HeXenaTefllbHbIX peakuuii Ha npouefypbl KaTeTepHOi
abnauuun, BKNKOYAA NIErOYHY0 am601M0, MH(MAPKT MUOKapha, MHCYNbT, TaMNoHajy cepiua u
cmepTb. Cnegyrouwme OCNOXHEHWS 6blIM  TakXe OTMeuveHbl B XOfe MpejLecTBYOLNX
nccnefoBaHui, MAnM 6bIAN ONUCaHbl B NUTepaType:

» KateTepusauus/seefieHne Katetepa CBs3aHbl CO C/eAYIOWMMUN HeXenaTeNbHbIMU peakLunamu:
COCYAMCTble KPOBOTEYEHMNA/NOKANbHbIE FeMaTOMbl, TPOM603, apTepuoBeHo3Hasa guctyna (AB®),
ncesfgoaHeBpusma, Tpom60ambonmMs M BasoBarajbHble peakuuu, nepgopayna cepaua,
nepukapavanbHblil BbINOT/TaMNoHaja, TpoMObI, BO3AyLWHas 3M601Us, apUTMUS U NOpPaKeHue
KnanaHoB, MHEBMOTOpPAakKC W TreMOTOpaKkC, OTEK JIerkux, TUMOKCUsA, NAeBpanbHbIA BbINOT,
CMHAPOM  OCTPOA  AbixaTenbHOW  HegocTtaTouHocTu  (COMAH), 3acToiiHas  cepaeyHas
HEeJOoCTAaTOYHOCTb, acnupaunMoHHas MNHEBMOHWS, MHEBMOHMUSA, MNPUCTYN acTMbl, FMMNOTOHWUS,
HapylweHne paboTbl 371eKTpoAa UMNAAHTUPYEMOro KapauosepTep-geubpunnatopa (MKA),
aHeMusi, TPOMOOLMTOMNEHUA, AUCCEMUHUPOBAHHOE BHYTPUCOCYAUCTOE CBEPTbIBAHWE KPOBMU,
HOCOBOe KPOBOTEYEHME, CUCTEMHAA WMH(PEKUNS, MH(PEKLMS MOYEBbIX NyTeid, anHO3 Bbl3BaHHOE
cefayneit, ygepxxaHme CO2 npu netaprum n XoneyncTuTte, Bbi3BaHHOE cedaluneil.

+ PY Bo3geiicTBMe CBfi3aHO CO CAeAYIOLMMU HexXenaTenbHbIMW peakyusimu: 601b B
rpyan/guckoMmgopT, XenygouykoBas TaxuapuTmus, TpaH3uMTopHas uwemuyeckas ataka (TUA),
KPpOBOM3NMAAHME B MO3r, MOMHaa 6/i0Kaja cepaua, CnasmM KOpPOHapHO apTepumn, Tpom603
KOpOHApHOW apTepuu, paccnoeHue KOPOHapHOW apTepuun, cepgeyHas Tpomb60am60nMa,
nepukapgauT, nepdopauma cepgua/TamnoHaga, MOBPEeXAeHUE K/IanaHOB W MOBbILIEHHbIN
ypoBHEM (OCHOKMHA3bI.

e He cBsizaHbl C M3ENMEM UMW MPOLEAYPON Cneaytol e peakynu: 3afep>Ka Mo4Ymn, BpeMeHHas
HEeYyBCTBUTENbHO KOHEYHOCTEeN, 60n1e3Hb MapKMHCOHA U AUBEPTUKYNE3 XENYy[0UYHO-KULWEYHOTO
TpakTa.

OTKA3 OT TAPAHTUN N OTPAHNYEHWME OTBETCTBEHHOCTWU

OTCYTCTBYKOT TNMPAMO BbIPAXEHHbLIE W/ TMNOAPASYMEBAEMbIE
FrAPAHTNN, B YACTHOCTW, NKOBbLIE TOAPA3YMEBAEMbBIE TAPAHTUWN
TOBAPHOW MPUITOA4HOCTWU WNWN COOTBETCTBUA OMPEAENEHHbLIM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



LENAM, anda OrnMCcCAHHOIo B AAHHOM AOKYMEHTE U3AENNAWN). HW MPA
KAKNX OBCTOATEJ/IbCTBAX KOMIMAHUA «BIOSENSE WEBSTER, INC.» U
EE JOYHEPHVME KOMNAHWUWN HE HECYT OTBETCTBEHHOCTW 3A KAKVNE-TNBO
OCOBbIE, MPAMBbIE, C/NYYAWHBLIE, KOCBEHHbIE W/ WHBLIE YBbITKW,
KPOME TEX, KOTOPbLIE TMPAMO TPEAYCMOTPEHbI CIMNEUWAJIbBHBIM
3AKOHOM.

HE OTPAHNYUBAA BbIWWENI3/TOXXEHHOE, KOMIMAHNA «BIOSENSE WEBSTER,
INC» NN EE OOYUEPHUWE KOMMAHWN HE HECYT OTBETCTBEHHOCTW 3A
KAKUE-TMBEO OCOBbIE, MPAMBIE, CTYUYAWHBLIE, KOCBEHHbIE WU/IN WHBIE
YBbITKU, BOSHUKAIOLWWE B PE3YJIBTATE NMOBTOPHOIO NCIMO/Ib3OBAHINA
NIOBOro WM3AENNA), MNPOMAPKWUPOBAHHOIO And OJAHOPA30BOIO
NCMOJTIb3OBAHWNA, NN ECNN MOBTOPHOE NCIMOJIbAOBAHUWE 3AMNPELWEHO
MPUMEHNMbIM 3AKOHOOJATE/ILCTBOM.

OnucaHus n cneyngpukayum, onybnnkKoBaHHble B Ne4aTHOM MU34aHUM KOMNaHuu «Biosense
Webster, Inc.», BKAtoUas gaHHy ny6aMkKaumnio, HOCAT MHDOPMALMOHHbIA XapakTep U
npegHas3HavyeHbl UCKOYNTENbHO A1 ONMCaHUA U3LeNs NOC/e ero M3roTOBNEHUS, U He
NpefocTaBAT HUKAKUX rapaHTUA OTHOCUTENIbHO PEKOMEH0BAHHOTO U3LeNuns.
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MpunoxeHue 1 (JononHeHne K MTHCTPYKLUM MO UCMNO/Ib30BaAHUIO)

1.1 ¥YcnoBuAa akcnayartayunm
N3pgenne npefHa3HavyeHo 4NA UCNONb30BaHUA BO BHYTPeHHEN cpefe opraHn3Ma YyenoBeka.

ToNbKo KBaNMGOUUMPOBAHHbIE MEAULMHCKME CMELMANNCTbl NN MegULUHCKME PaBOTHUKMN,
KOTOpPble MPOLLN KypCbl Y4e6HOI NOATOTOBKMU ANf pa6oThbl C NOLOGHBIMU U3AENNSMU, JOMKHBI
MCNoNb30BaTh 3TO MeAULMHCKOE M3AeNne Nog PYKOBOACTBOM OMbITHOrO cneymanmcra.

Tabnuua 1- XapakTepuCTUKK OKPYXXatoLiein cpeabl

MapameTpbl cpesbl 3HayeHuA
T c (+32 - +42)
emnepatypa, °
patyp 12 "

BnaxHocTb BO3ayxa (OTHOCUTENbHAA), (80-100%) %2
HeKOHAeHcupyrowasca, % %

ATMocthepHoe faBneHue, rfa 101 rlMla
2 Hpopmayma o nponssoguTene MeULNHCKOT0 n3genvsa (HanmeHoBaHue,

(haKTUYeCKUin agpec, NOYTOBbLINA agpec, HoOMep TeneoHa, agpec Mecta NPON3BOACTBA)
PASPABOTHUUK, MPON3BOAUNTE/b
HanmeHoBaHue; Biosense Webster, Inc.

Appec: 33 Technology Drive Irvine, California 92618 USA (TekHonogxn Apaiis VpBaitH 33,
KanngopHus 92618 CLU A)

MPON3BOACTBEHHbIE MAOWAALKN
1 Biosense Webster, Inc.
33 Technology Drive Irvine, California 92618 USA (CLUA)
2. Biosense Webster, Inc.

Circuito Interior Norte #1820, Parque Industrial Salvarcar, Juarez, Chihuahua, Mexico, 32574
(Cupkynto NHTepnop Hopte Ne1820 Mapke NHpgacTpuan CanbBapkap 32599 Xyapec, Yuyaya,
Mekcuka)

3. Biosense Webster, Inc.

15715 Arrow Highway, Irwindale, California, 91706 USA (3ppoy Xaliein 15715,
WpBuHpgein, KanudopHusa, 91706 CLUA)

YMNOJTHOMOUYEHHbIVN NMPEACTABUTE/b MPOU3BOANTENSA
000 «[1)OHCOH & [>XKOHCOH»

121614, r. MockBa, yn. Kpbinatckasa 17, kopn. 2, Poccuiickas ®egepayuns
3 Knaccugukauma MeguumHCKOro nsgenms

Tabnunya 2 - Knaccndmkayms
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Knaccngmkuwa > Knacc

Knacc pucka 3
MHBA3UBHOCTb Xnpyprnyeckm uHBasveBHoe MejuUUHCKOe u3fenue
(M)
TEPUNbHOCTb
CrepunbHoc CtepunbHoe MU
Tun KOHTaKTa C Te/sIoM C umpkynupytouweit KpoBbH
ONUTeNbHOCTb KOHTaKTa OrpaHnyeHHas MNpPOLO/HKUTENbHOCTb KOHTaKTa -

MeHee 24 yacoB

4.  TexXHUYECKUEe XapaKTepuUCTUKU MeLULUHCKOT0 N3aenns
4.1. Obuasa xapakTepnucTmka

Kateteppi THERMOCOOL SMARTTOUCH SF komnaHun «Biosense Webster Inc.»
npeacTaBnAwT €060 ynpaBnsieMble MHOTFO3MeKTPOAHbIE JIIOMUHaNbHbIe KaTeTepbl C
OTK/IOHSAEMbIM HaKOHEYHUKOM, npefHasHavyeHHble ans obnerueHus
3/1eKTPO(hM3N0ONOrMYEeCKOro KapTupoBaHmusa cepgua v nepegaym pagumodactoTHoro (PY) Toka
Ha KYMONbHbI 3MEeKTPOS4 HAKOHEYHWKa KaTeTepa A8 npoBedeHus abnaumm. CTepXeHb
KaTeTepa umeeT pasmep 7,5 F ¢ KonbuesBbiM 3nekTpogom 8 F. [Ona abnsuumm kKateTtep
NCMONb3yeTcs B COYeTaHMM Cc PYU-reHepatopom M AUCNEPCUOHHOW NOAYLW KON (NacCUBHbIA
anekTpop). Kartetep Mcnonb3yeT TEXHONIOTUKO W3MepeHUs ycunus, Kotopad obecneynBaer
M3MEpPeHNe KOHTAKTHOrO0 YCUAMa MeXAY HaKOHEYHWKOM KaTeTepa M CTeHKOW cepaua B
peanbHOM BpeEMEHM.

KaTeTep MMeeT CTePXKEHb C BbICOKUM KPYTAWMUM MOMEHTOM C NM60O OAHOHaNpaBAeHHOW, nbo
LBYHanpaBNeHHOW CeKLWell OTK/IOHAEMOro HaKOHeYHMKa B ONJeTKe, cofepxawen psg
KO/NbLEeBbIX 3/1eKTpoaoB. CTepXeHb C BbICOKUM KPYTAWMM MOMEHTOM MO3BONAET BpalliaTb
NAOCKOCTb WM30THYTOr0 HakKOHe4YHWKa pAns obecneyeHWs TOYHOrO MNO3ULUOHUPOBAHUSA
HakKOHeYHWKa KaTeTepa B HYXHOM MecTe. Bce KonbueBble 3N1eKTpPOAbl WM3rOTOBJIEHbLI U3
NNaTUHO-UPUANA. INEKTPOL C KynosioobpasHbIM HAKOHEYHUKOM W3roTOBMIEH U3 MaTUHO-
NPUANA 1N CAYXUT 4N gocTaBkyn PY Toka oT PY-reHepaTtopa 40 Xefaemoro ydyactka abnayuu.
KateTep BK/AOYaeT faTyMK TemmepaTypbl, BCTPOEHHbIA B 31EKTPOA C Kymnosoob6pasHbIM
HakoHeYyHMKoM paunameTpom 3,5 MM. KynonoobpasHblii HaKOHEYHWK AnmameToom 3,5 MM
OCHalleH 56 oTBepCTUAMU ANA OPOLUEHUA, KAK MOKa3aHo Ha" oTBepCTUiA 411 OPOLLEHNS

PucyHok 1: HakoHeuHuky D-1347-XX-S n D-1348-XX-S

Ha npokcumanbHOM KOHLe KaTeTepa HaxOAUTCA BXOLHOe OTBepcTMe AN (hU3N00rMYeckoro
pacTBOpa CO CTaHAApPTHbIM (UTUHIOM C (uKcaTopoM JIto3pa, BbIXOASLIEE U3 OTKPbITOro
npoceeta. 3TO OTBepCcTUE ANA (PU3MOMOTMYECKOro pacTBopa CAYXMUT ANA BNPbICKUBaHMWA
HOPMa/fibHOro (PU3NOMOTMYECKOTO pacTBOpPa AN OPOLIEHMSA 3NEeKTPOAa C Kynonoo6pasHbiM
HaKOHeYHMKOM. Bo Bpemsi abnsiuuu renapuHU3NPOBAHHbLIA  (U3MONOTUYECKUIA pPacTBOp
NponNycKakwT 4Yyepe3 BHYTPEHHMWIA MPOCBET KaTeTepa M Yyepe3 MHOrOCTBOPYAThHIA OpoOLIaeMblii
3NeKTPOA C KynonoobpasHbIM HaKOHEYHWKOM. PU3M0NOrMYECKUin pacTBOpP OpoLwaeT U
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oOXnaxpjaeT MecTo abnaumu, a TakKe HAKOHEYHUK 3nekTpoga. COBMECTMMbI Hacoc Ans
OpOLIEHNS UCNONb3yeTCca AN YNpaBAeHUs opoLeHnemM GU3nonormyecknm pacTBOPOM.

KateTep OCHalleH AAaTYMKOM MOMOXKEHUS, BCTPOEHHbIM B CEKLWK HAKOHEYHMKA, KOTOPbI
nepepaet MHpopmayunlo 0 MECTOMONOXEHUN W KOHTaKTHON cune cucteme CARTO 3. [ns
onpefeneHnMs MeCTOMOMOXEHNA TpPebyeTca COOTBETCTBYHOlLIee pedepeHCHOe YCTPOICTBO.
KaTeTep B3aMmofelicTByeT CO CTaHAApTHbIM  3anucbiBalouwmMm  o6opyaoBaHMEM U
COBMECTMMbIM PU-reHepaToOpoM C MOMOLLbI AOMOMHUTENbHbIX YANUHUTENbHbLIX Kabenei c
COOTBETCTBYIOLWMMU pasbeMaMu.

KaTeTep ogHoHanpaBneHHbii THERMOCOOL SMARTTOUCH SF

PucyHok 2 - ®oT0 KaTeTepa ogHoHanpasneHHoro THERMOCOOL SMARTTOUCH SF

OTKNOHEHWe HaKOHEYHWKa OfHOHanpaB/NeHHOro KaTeTepa MOKa3aHO Ha PwucyHke 17 nu
ynpaBfifseTcs Ha NPOKCUMaibHOM KOHLe PYKOATKOW, B KOTOpPOW Bnepefj-Hasaj nepemellaercs
NOpLEHb, yNpaB/iseMblil 60NbWNM NanbLeM C NOMOLWbI pyyku. Mpu nepemewieHUn 60MbLIOTO
nanbla Bnepes HaKOHEYHUK OTKNOHSAeTCs (BbirnmbaeTca). Mpu nepemeweHnn 600bWOrN0 nanbua
Ha3aj HaKOHEYHUK Bbinpamasetca. CTepXeHb C BbICOKMM KPYTALWMM MOMEHTOM MO3BONSAET
BpalwaTb MI0CKOCTb M30MHYTOr0 HakKOHEYHWKa Ans obecneyeHUd TOYHOTo MO3ULUOHUPOBAHMA
HaKOHEYHUKa KaTeTepa B HYXHOM wMmecTe. KarteTep OfHOHanpaB/ieHHbIl obecneunBaet
OTK/IOHEHMe Ha 180° (MMHMMYM) K npegnaraeTca B Kpusbix D, F n J.

Kpusasa D
(cvHwiA)

PucyHok 3 - OTKNOHEHWE OLHOHANpPaB/IeHHOT0 KaTteTepa

O6wwnin Bua ogHoHanpaBneHHoro katetepa THERMOCOOL SMARTTOUCH SF nokasaH Ha
PucyHke 4.
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OTK/NIOHeHNEe HAKOHEYHMKA ABYHAMNpaB/eHHOro KaTteTepa nokasaHo Ha PucyHke 6 u ynpaensertcs
C MOMOLbI Kayawuwerocs pblyara. CTepXeHb C BbICOKMM KPyTAWMM MOMEHTOM M03BONAET
Bpalw,atbh NAOCKOCTb M30rHYTOr0 HaKOHeYHWKa Ana o6ecneyvyeHMs TOUYHOIO NO3ULWMOHUPOBAHUSA
HaKOHeUYHUMKa KaTeTepa B Hy>KHOM MecTe. Kpome TOro, B CUMMETPUYHbLIX UAN aCUMMETPUYHbIX
KOM6MHAUMAX  AOCTYMHbI  pas3fiMyHble TWUMbl  KPUBbIX, KOTOpble o06ecneuymBaldT [Be
NPOTUBOMOMNOXHbIE KpUBble paszBopoTom B 180° (MMHMMYM) B OAHOW nnockocTu. KateTep
[IByHanpaB/fieHHbIn npegnaraetcs B Kpuebix DD, FF, JJ, DF u FJ.
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Kpwsas D-D 7
(cuHunii/cnunid) |/

Kyer Rl

(opaHxeBblii/
YepHbIid)

PucyHok 6 - OTK/IOHEHMe ABYHanpaB/eHHOro KaTeTepa

O6wwnin Bug apyHanpaBneHHoro katetepa THERMOCOOL SMARTTOUCH SF nokasaH Ha
PucyHke 7.

PucyHok 7 - O6wunin Bug kateTepa AByHanpasneHHoro THERMOCOOL SMARTTOUCH SF

1.1. BapuaHTbl ucnoaHeHna M
KaTteTep HaBuraymoHHblii ThermoCool gnsa pagnoyactoTHoM abnaymm cepaua,
BapunaHTbl UCMNONTHEHUSA:
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1. KateTep ogHoHanpaBfieHHbIn ThermoCool SMARTTOUCH SF
- Tvn KpuBU3HbI D; KOHGUrypauma anekTpogos 1-6-2 Mm.;
- Tun KpuBM3HbI F; KOHGUTypaunsa anekTpogos 1-6-2 mm.;

- Tun KPUBU3HLI J; KOHUTypaLma anekTpoaos 1-6-2 mm..
2. KateTep aByHanpaBneHHblin ThermoCool SMARTTOUCH SF:
- Tun kpuBu3Hbl D-D; KOHUrypaumsa anekTpogos 1-6-2 Mm.;

- Tun KpuBM3Hbl D-F; KOHQUTrypauns anekTpoaos 1-6-2 mm.;
- Tun KpuBu3Hbl F-F; KOHQUTrypauus anekTpogos 1-6-2 mm.;
- Tun KpuBU3HbLI F-J; KOHPUrypayma anekTpogos 1-6-2 Mm.;

- Tn KpMBU3HbI J-J; KOHUTypaunsa anekTposos 1-6-2 mm..

Tabnuuya 3 - BapuaHTbl ncnonHeHna MU

KaTteTtep

KarteTtep
OAHOHaNpaBeHHbI
TermoCool
SmartTouch SF

KaTteTtep
JByHanpaBeHHbI A
TermoCool
SmartTouch SF

Kopg n3genusa

D134701

D 134702

D134703

D134801

D 134802

D134803
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KoHurypauus

Tun KpUBOI D;
KOH(Mrypauma 3neKTpooB
1-6-2 MM

Tun KpunBOiW F;
KOH(Mrypaumna 3neKTpoaos
1-6-2 mm

Tun KpunBOW J;
KOH(hUrypaumnsa 3n1eKTpoaos
1-6-2 mm

Twun KpunBOW D-D;
KOHUrypauns 3neKTpoaos
1-6-2 MM

Twun KpuBOW F-F;
KOH(Urypaumnsa 3neKTpoaos
1-6-2 Mm

Tun KpWBOIA J-J;
KOH(Urypauns 3/1eKTpoLoB
1-6-2 MM

Homep getanu

D-1347-XX-S

D-1348-XX-S



D134804 Twun KpunBoOW F-J;
KOH(Mrypaumnsa 3sneKTpoaos

1-6-2 Mm

D134805 Tun KpunBoOW D-F;
KOH(Mrypaunsa 3neKTpoaos
1-6-2 MM

a. Bo3MOXHOCTb 1 cnocobbl MHTerpauuu ¢ gpyrumm M

Ona  nposegeHua  anekTpodm3monornyeekoih  npoueaypbl  katetep THERMOCOOL
SMARTTOUCH SF Heob6xogumo nogknwuute K cucteme CARTO 3. B Tabnuue Huxe
nepevyuncrieHbl U3enns, KOTOpble NPOM3BOAATCA WU pacnpocTpaHAlTCA KomnaHueh «Biosense
Webster», 1 TakXxe NCNOMb3YKTCS BO BPEMSA MPOLEAYpbI:

Ta6nuuya 3 - N3aenvs, KOTopble UCNOMb3YOTCA BO BPpeMs NnpoLesypsbl

HanmeHoBaHue Homep getann
Cuctema CARTO 3 ¢ mogynem MO FG-5400-00
SMARTTOUCH
NHTepdelicHbIl Kabenb D-1286-01-S
D-1286-03-S
PY-reHepatop Stockert nnun PY-reHepatop M-5463-01
SmartAblate M-4900-XX
Hacoc gna opoweHna COOLFLOW n M-5491-02
KoMmnnekT Tpy6ok COOLFLOW D-1233-01-S
nnu
Hacoc gns opoweHns Smartablate u M-4900-XX
KOMMAEKT NPPUTaLNOHHBLIX TPyBOK D-1320-01-S
Smartablate
BHewHne pethepeHcHble Haknagkn CARTO D-1283-02
NHuTpogbtocep PREFACE (Mnwu aHanor) 301803A
301803M
301803MS
301803P
301805M

Lna npoBefeHns aneKTpoOPU3N0N0rMYeeKon NpoLesypbl Takxe TpebytoTca apyrue 4OCTYNHble
Ha pPbIHKe U3aenns, NOMUMO U3Lennini KomnaHum «Biosense Webster Inc.». K HUM oTHocsiTcs, B
TOM 4nc/e U cnegyrowme n3genus:

* DNEKTPOS 3a3eMNAWMA (MHANDHEPEHTHBINA 3N1EKTPOL)

* D/IEKTPOCTUMYIATOP

* DNeKTPOhM3N0NOrnYecKoe perncTpupytouiee o6opygoBaHune

» OTBefeHNA 3NeKTpoKapaAnorpaMmmel

» ®doopockonusa/peHTreHorpaguyeckas cuctema

» Kapanogepunbpnnnatop

* BHyTpucepaeyHasa axokapaunorpapusa (Ha Bbl6op nccnenoBarena)

Cxema nogKnUeHns n3obpaxeHa Ha pUcyHke 8.
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Hacoc ans opoweHns c NakeTom

415 PM3NONOTMYECKOro pacTeopa

PY-

L[] L[]
Qng) [* renepatop <
N
0
Kabenb
MHAND D epeHTHOTO KomnnekTt Y LAVUHUTENbHbIN
aneKTpoaa NPPUTALNOHHbIX TPY6BOK Kabenb

o Calheter
VHanthdhepeHTHbIA C KaTere

aneKTpos,

PucyHok 8. Cxema NoAKNOYEHUSA

6. MaTepmanbl, N3 KOTOPbIX N3rOTOBJIEH KAaTETEP NUJ/IN €ro OEHOBHbIE AETANIN.
bunonornyeekas coBMeCTUMOCTb

Tabnuua 4 - MaTepuanbl

OnucaHue MaTepuan

MaTepuan Takux KaTeTepos:

KateTep ofiHOHanpaBneHHbIn ¥ KaTeTep AByHanpaBneHHbI Thermocool SmartTouch SF

A[re3nB HaKOHEYHUKA/CTEPXKHSA MonnypetaH (MNY) P-9231

Kopnyc 13 M33K nonnapupagpupketoH Victrex TRITON
MaruncTpans ana opoLleHns

Pa3bém JTroapa nnactuk / cmona: NMonunkapboHat
HP3NREU-8H9D273, kpacuTenb 6enblid
anokcung tutaHa (THO2) CAS 13463-67-7.,
KpacuTtenb cuHMin CAS 12239-87-1,

Martepuan Tpy60oK ansa opoLleHus Monnnmupg 75D,

Pd/Pt, nonnatumpathmpketoH Victrex 450G

YepHbIit
HakoHeuYHuK
HapyxHas o6onouka MonunypetaH MNennetaH 80A
CTepxeHb MonunypetaH 55D/80A MennetaH
Kopnyc 6uopatumnka HutuHon SE508ELI/SE508/SE506/SE510
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DNeKTpo HaKOHEYHMKa Mannaguii/nnatnHa 90% (MuH. 89,6%)
MnatnHa/l10% (+.25%) Npunawnii

KonbLeBoi 31ekTpoa MnatuHa 90%/ npuguin 10%

Konbuesoit anektpog ACL MnatuHa 80%/ Npuamnin 20% 90% (MuH 89,6%)
MnatnHa/10% (£.25%) Wpuawii

TemnepaTypHbIiA faTumnK (Tepmonapa) MonnnmungHas o6onodka 75D, cnnas
KoHcTaHTaH (Cu - 59%, Ni - 39-41%, Mn - 1
- 2%), repMeTU3MpPOBAHHbI 3MOKCUAHOM
CMONOWA.
CT1epXeHb

CrepxxeHb TepMonaacTUYHbIN anactomep Pebax 2553-
SA-01 Vestamid W/20%BS-80% 75D
CMPND

Onnétka Hepxasetowwas ctanb mapku 304v (C - 0.08%,
Mn - 2.00%, Si- 1.00%, P - 0.045%, S -
0.03%, Cr - 18.00-20.00%, Ni - 8.00-
10.50%, N - 0.1%, Fe go 100%)

N3onsauus nonuHeinoH SPN

MpOBONOYHBINA BbITANKMBATENb HepxaBetoLwwan ctanb mapku 304v (C - 0.08%,
Mn - 2.00%, Si- 1.00%, P - 0.045%, S -
0.03%, Cr- 18.00-20.00%, Ni - 8.00-
10.50%, N - 0.1%, Fe go 100%)

Pyuka

KarteTep aByHanpaBneHHblli Thermocool

KaTteTep ofiHOHanpaBneHHbIn Thermocool
smarttouch SF

smarttouch SF

OnucaHune MaTepunan OnucaHue MaTepnan

Pyuka aueTanbHbli Kauatowwumiics pblyar Martepuan KHOMKK
roMmononmmep ynpasneHus
Delrin OTK/IOHEHUEM:

HelinoH Zytel®42A
NCO010 maccoBas
pons 30% cTeknio un
15% HanonHuTtenb

nT®s
Paclwimputens aueTanbHbll Pyuka Monukap6oHaT
LuunuHapa romononumep LEXAN™ Cmona
Delrin HP3NREU maccoBas
pons 30% cTekno n
15% HanonHuTenNb
nT®s
MopLieHb aleTanbHbI Paszbem ans MonunypetaH (MY) P-

9231 MNMonnkaoboHaT------
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romononumep
Delrin
Paszbem ans Monunypetan (MY) P-
COeIVHEHUS PYUKM 9231

LEXAN ™ Cwmona
HP3NREU maccoBasi
pons 30% cTekno u
5% HanosHUTENb
NT$3

Tabnuuya 5 - Pe3ynbTaTbl NPOBEAEHHOr0 aHanmn3a 6M0N0rMYeCcKOn COBMECTUMOCTM CniaBa
nNNaTUHbI U Nannagus, KOTOPbI COAEPXMNTCS B 3NeKTPOAe KOHUYMKA KaTeTepa

McnbiTaHme

Mpo6a Ha remonus (F 756) B cooTBeTcTBMM ¢ ASTM: MeTo4 NpsiMOro

KOHTaKTa

BblgeneHne MUHMMaNbHOW NOAAepPXKMBatOLLE cpefoit ¢ momollbio L-929

KNeTKoK thnb6po6nactoB mbliwn (1ISO) (LUTOTOKCMUHOCTD)

McnbiTaHne Ha BHYTPUKOXHOe pasgpaxeHue (1SO)
McnbiTaHne Ha ocTpoe cuctemMHoe BBedeHme (1SO)
Mpoba Ha MMPOreHHOCTb MaTepPUaIoB Ha KPOIMKax

MaKC/MM3aLMOHHas ceHCMBUnM3npytoLas npoba Ha MOPCKMX CBUHKAaX

Peakuyus ukcaunm komnnemeHta C3a n SC5b-9

Bpemsi 06pa3oBaHNs 1 akTUBHOCTM Tpom6bonnactuHa (PTT)

KonunyecTBo TPOMBOLMTOB U NENKOLMNTOB

Tpom603 {in vivo)

PesynbTar

MpoiaeHo

MpoiigeHo

MpoiigeHo
MpoiigeHo
MpoigeHo
MpoiigeHo
MpoiigeHo
MpoiigeHo
MpoiigeHo

MpoiigeHo

2. OCHOBHble NapaMeTpbl U XapaKTEPUCTUKUN MeJULUHCKOTO U3LeNNS

Tabnunua 6 - OCHOBHble NapaMeTpbl

5. KaTeTen oginoHanoasneHHbli TermoCool SmartTouch SF

XapakTepucTuKn D 134701
O6LLMEe MONOXKEHMS

Vcnonb3yemas gnvHa,  115+3

M
Macca, r 76,0 +/-0,4
BHeLluHWiA gnaveTp, ot 0 5o 2,794
MM

Martepuan nposofa 1524 + 76,2
BbITA/IKMBaTENs, AMHA
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D 134702

115+ 3

76,0 +/-0,4

ot 040 2,794

1524 + 76,2

D 134703

115+ 3

76,0 +/-0,4

o7 0 oo 2,794

1524 + 76,2



Bpemsi NpuMeHeHMs,
ceK

YCTaHOBKMU
MOLLHOCTMW BO Bpems
npumeHeHnsa PY, Bt

CKopocCTb MOTOKa,
MA/MUH

MpeaBapuTebHbI
n3rno

MonHasa gnnHa, cm*

Macca, r

He 6onee 120

ot 15 g0 50

8 Mn/MnH-5% +15%
(<30 B7)

15 mn/MrH-5% +15%
(> 30 B1)

< 15°

146 £3

76,0 +/-0,4

PuTKHT ¢ hrkcaTopom Jlroapa

BHYTpeHHUIA anamveTp,

MM
OnviHa, mm

"NaBHbIA BHELLHWI
AvameTp, MM

JnvHa wHypa
60KOBOI0

OTBETBNEHNA, MM

4,2926 +/- 0,0228

20,066 +/- 0,25

7,747 +0,000 -0,076

215,9+/-3 175

TexHunyeckme XapaKTePUCTUKN HaKOHEYHMKa

[JnvHa anektpoga
HaKOHeUHUKa, MM

Konunuectso
OTBEPCTWiA 4n1a
OpOLLEHNS

Jwnawvetp oTBepcTus
[N OPOLLIEHUA, MM

KonunyecTtso
NpPOCBETOB B
OTKJ/IOHSIEMOM
HaKOHEYHWKE

Pasmepbl npocseTta
OTK/IOHAIEMOT 0
HaKOHeYHUKa, MM

3,6703 +/- 0,5085

56

0,0889+/-0,0127

2 x 0,4826+/- 0,0254
2 x 0,889 +/- 0,0254

He 6onee 120

ot 15 g0 50

8 Mn/MnH-5% +15%
(<30 Bm)

15 mn/MuH-5% +15%
(> 30 B1)

< 15°

146 £3

76,0 +/-0,4

4,2926 +/- 0,0228

20,066 +/- 0,25

7,747 +0,000 -0,076

215,9+/-3 175

3,6703 +/- 0,5083,5

56

0,0889+/- 0,0127

2 x 0,4826+/- 0,0254
2 x 0,889 +/- 0,0254

He 6onee 120

ot 15 8o 50

8 Mn/MnH-5% +15%
(<30 B)

15 mn/MnH-5% +15%
(> 30 BT)

< 15°

146 +3

76,0 +/-0,4

4,2926 +/- 0,0228

20,066 +/- 0,25

7,747 +0,000 -0,076

215,9+/-3 175

3,6703 +/- 0,5083,5

56

0,0889+/- 0,0127

2 x 0,4826+/- 0,0254
2 x0,889 +/- 0,0254

OnneTka: 16 HuTeit, 45 +/-1  Onnetka: 16 HuTeid, 45 +/-
BUTKOB Ha 2,54 cm (1) 1 BMTKOB Ha 2,54 cm (17)

OnneTka OnneTka: 16 HuTeid, 45 +/-1
BUTKOB Ha 2,54 cm (17)
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BonHucTocTb
CTEPXKHA, MM

PasbeMbl BHYTPEHHUX
MpPOBOAOB

Pasbem garumnka
Temneparypsl

CoefnHeHua pasbema
HaKOHEeYHuKa/
MoABOASALLEr0 NpoBoAa

CxMMatoLLas KaTyllKa
(Mm)

ot 0 go 20

6 x40 AWG
(AmepuKaHCKnii kanmbp
NpoBoA0B)MefHbI NPoBOS

Tepmonapa:

* 46 AWG (AMepuKaHCKuii
Kanmbp MpoBOAOB)
MpoBog 13 KOHCTaHTaHa

* 46 AWG (AmepuKaHCKuiA
Kanmbp NpoBOAOB)
MegHbIin NpoBog,

6 CKpYyUYeHHbIX Nnap MegHoro
nposoja 44 AWG (1
MPUCOeAMHEHA K BHELLHEMY
3KpaHy MpoBoja)

0,2286 BHyTpeHHWiA
amnameTp x 0,4318 BHewHwia
anameTp

TeXHNYECKUE XapaKTEPUCTUKIN PYUKN

KoHcTpyKums

[nnHa, cm
[nvHa nopuuHs, cm
Paszbem

TemnepaTypa pyukm,
°C

Pyuka ¢ perynupyemoii
KHOMKOIA yrpasneHms
OTKNOHEHWEM, KHOMKO
PYUKOI HATSHXKEHWA 1
(PUTUHIOM C PUKCATOPOM
Joapa

21,03+/- 0,05
6,985 +/- 0,0762

34-KOHTaKTHbI

ot 0 go 48

ot 010 20

6 x 40 AWG
(AmepuKaHCK1in kannop
npoBogoB) MefHbIiA NpoBof,

Tepmonapa:

* 46 AWG
(AmepuKaHCKniA Kannop
nposogos) Mposog 13
KOHCTaHTaHa

* 46 AWG
(AMepUKaHCK1in Kanmbp
npoBogoB) MefHbIV
npoBof,

6 CKpYYeHHbIX nap MegHoOro
nposoga 44 AWG (1
NPUCOEANHEHA K BHELLHEMY
3KpaHy MpoBofa)

0,2286 BHyTpeHHWi1
ZAnameTp x 0,4318
BHewHuii gnameTp

Pyuka c perynnpyemoti
KHOMKOW ynpaBneHns
OTKNOHEHWEM, KHOMKOI
PYYKOI HaTSXKEHMA U
(OUTUHIOM C (PUKCATOPOM
oapa

21,03+/- 0,05
6,985 +/- 0,0762

34-KOHTaKTHbIN

6. KateTep aByHanpaseHHbI TermoCool SmartTouch SF

XapaKTepuCTUKK D134801 D 134802
O6ume NonoXeHus

Vicnonb3yemas 115+ 3 115+ 3
O/VHa, CM

Macca, 1 89,8 +0,7 89,8 + 0,7
BHewHwin gnameTp. 2,7 £0,1 2,7%0,1
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ot 0 go 20

6 x40 AWG
(AmeprKaHCKuin Kanmbp
npoBoAoB) MegHblii
NpoBOA

Tepmonapa:

* 46 AWG
(AMepyriKaHCKuia
Kanmép npoBoLOB)
Mposog u3
KOHCTaHTaHa

* 46 AWG
(AmepuKaHCKwnii
Kannép npoBoLOB)
MegHbIii NPOBOA

6 CKpyYeHHbIX nap
MeZHOro nposoga 44
AWG (1 npucoefuHeHa K
BHELLHEMY 3KpaHy
npoBoaa)

0,2286 BHyTpeHHwi
AnameTp x 0,4318
BHeLwHWiA grameTp

Pyuka ¢ perynupyemoti
KHOMKOIA ynpasfeHus
OTK/OHEHUEM, KHOMKOM
PYUKOI HaTAXXEHUS 1
(OUTUHIOM C
thukcatopom Jloapa

21,03+/-0,05
6,985 +/- 0,0762

34-KOHTaKTHbI

ot 0 go 48 ot 0 o 48
D 134803 D134804 D134805
115+3 115+ 3 115+ 3
89,8+ 0,7 89,8 + 0,7 89,8 + 0,7
2,7+0,1 2,7+0,1 2,7+0,1
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OTKJ/IOHAA€MOM
HaKOHe4YHWnKe

Pasmepb! npoceeta
OTKJIOHAEMOT O
HaKOHeYHWNKa, MM

OnneTtka

[JnvHa anekTpoga
HaKOHeYHWKa, MM

KonnyecTtso
KO/bLIEBbIX
3/1EKTPOL0B

PacnonoxeHue
KO/bLIEBOrO
3M1EKTPOAR, MM

ConpoTtusneHue no
MOCTOSAHHOMY TOKY.
Om

M3onaums no
NOCTOSIHHOMY TOKY,
MKA

MmnegaHc PY, Om

W3onauus n
ha3oBbIii yron
MeX[y KOHTypamu

Tok yteukun PY, mA

Pacnonoxexve
(hmkcartopa nposoja
BbITaNK1BaTeNA

HeakTvBHbI NPOBOA
TAMM 3a Npegenamm
NOTNUMUAHOIA
TPYOKW, MM

Tvnbl KPUBOIA

[JwnanasoH yrna
OTK/IOHEHMA

JKecTKoCcTb
HaKOHe4YHuKa, H

2 x0,4826+/-
0,0254

2 x 0,889+/-
0,0254

Onnetka: 16
HUTeR, 45 +-1
BUTKOB Ha 2,54 cm

(1)

3,6703 + 0,0508

1-6-2

or0po 10

oT 0 10 He 6onee 1 oT 0 fo He 6onee 1 oT 0 o He Gonee

o1 0 go He 6onee
10

o1 0 go He 60nee
25

ot -86° go -90°

ot 0 go 252

3ahmkcrpoBaH Ha
ANCTaNbHOM
OTKNOHSEMOM
HaKOHEeYHWKe

10+0,5

DD

0-180°

ot 0 go He 6onee
0,2647
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2 x 0,4826+/-
0,0254

2 X 0,889+/-
0,0254

Onnetka: 16
HuTeR, 45 +-1

BUTKOB Ha 2,54 cm

1)

3,6703 + 0,0508

1-6-2

or0 o 10

o1 0 4o He 6onee
10

o1 0 A0 He 6onee
25

oT -86° 7o -90°

ot 0 go 252

3athmKcrpoBaH Ha
AVCTalbHOM
OTK/IOHAEMOM
HaKOHeYHWKe

10+0,5

FF

0-180°

o1 0 go He 6onee
0,2647

2 x0,4826+/-
0,0254

2 x 0,889+/- 0,0254

Onnetka: 16
HuTeRn, 45 +-1
BUTKOB Ha 2,54 cm

(17)
3,6703 + 0,0508

1-6-2

or0 o 10

o1 0 8o He 6onee
10

o1 0 go He 6onee
25

oT -86° 70 -90°

o1 0 go 252

3athmkcrpoBaH Ha
ONCTaIbHOM
OTK/1I0HAIEMOM
HaKOHeYHWKe

10+0,5

JJ

0-180°

o1 0 go He 6onee
0,2647

1

2 x 0,4826+/-
0,0254

2 x 0,889+/-
0,0254

Onnetka: 16
HUTe, 45 +-1
BUTKOB Ha 2,54 cm

(1)

3,6703 + 0,0508

1-6-2

or0 o 10

2 x 0,4826+/-
0,0254

2 x0,889+/-
0,0254

Onnetka: 16

HuTen, 45 +/-1
BUTKOB Ha 2,54 cMm

(17)
3,6703 + 0,0508

1-6-2

or0po 10

o1 0 4o He 60nee 1 ot 0 go He 6onee 1

oT 0 fo He 6onee
10

ot 0 go He 6onee
25

oT -86° 70 -90°

ot 0 go 252

3ahmkemnpoBaH Ha
ONCTaIbHOM
OTK/IOHAEMOM
HaKOHEeYHUKe

10+0,5

FJ

0-180°

o1 0 fo He 6onee
0,2647

ot 0 10 He 6onee
10

o1 0 go He 6onee
25

oT -86° 40 -90°

ot 0 go 252

3ahmkeupoBaH Ha
AVCTanbHOM
OTK/OHSEMOM
HaKOHEeYHUKe

10+0,5

DF

0-180°

ot 0 10 He 6onee
0,2647
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TexXHNYECKME XapaKTEPUCTUKIN PYUKH

KoHcTpyKuus Pyuka c Pyuka c Pyuka c Pyuka c
perynmpyemoi perynnpyemon perynmpyemovi perynnpyemoti
KHOMKO KHOMKOWA KHOMKOIA KHOMKO#
ynpasneHus yrnpaB/eHuns ynpasneHms yrpasneHus
OTK/OHEHUEM, OTK/IOHEHMEM, OTK/OHEHNEM, OTK/OHEHNEM,
KHOMKOIA PYYKOl  KHOMKOW PyYKkoi  KHOMKOW PYYKO/  KHOMKOI PyUKOW
HaTSHXKEHWA 1 HaTSXKEHUA 1 HaTSHXKEHWA U HaTSXKEHWS 1
(OUTUHTOM C (OUTUHIOM C (OUTUHIOM C (OPUTUHTOM C
(HMKCaTOpOM thukcaTopom thmkcaTopom (hMKcaTopom
ospa Jio3pa Joapa JNio3pa

OnunHa, cm 21,03+/-0,05 21,03+/-0,05 21,03+/- 0,05 21,03+/-0,05

PasheM 34-KOHTaKTHbIA ~ 34-KOHTaKTHbIA  34-KOHTaKTHbINA 34-KOHTaKTHbIi

ot 0 go 48 ot 0 go 48 ot 0 no 48

Temnepatypa pyuyku, ot 0 o 48

°C

* [lonyck gns aTux napameTpoB Obl1 YCTAHOBEH C UCNO/b30BaHWeM poccuiickoro FOCT P 50444-

Pyuka c
perynmpyemoi
KHOMKOWA
ynpasneHus
OTK/OHEHUEM,
KHOMKOA py4KOi
HaTSHXKEHMA 1
(OUTUHIOM C
(hmkcaTopom
Joapa

21,03+/-0,05

34-KOHTaKTHbIN

ot 0 g0 48

NHpopmayna o6 ncnbitaHnax Ha M C (NpoTokon ncnblTaHnsa Ha AMC)

B cnegyrouwmnx tabnuuyax npeacrtaBfieHbl AaHHble 0 COOTBETCTBUM cuctembl CARTO® 3

Tpe6oBaHusm IEC 60601-1-2, 3-e usgaHue.

Tabnuua 7 - YKasaHWa 1 3asBIEHNS MPOM3BOANTENS B OTHOLIEHWUW 3N1€KTPOMArHUTHOTO

n3nyyeHus

Cuctema CARTO® 3 npefHa3HayeHa 415 UCNOJb30BaHWA B YKa3aHHOW HMXe

3NeKTpOMarHMTHOM cpege. MokynaTtenb MAn nonb3oBaTens cuctembl CARTO® 3 go/mxeH

ybeanTbCA, 4TO CUCTEMA UCMONb3YeTCS B TaKOW cpeje.

McnblTaHWe Ha U3nyyeHue CooTeTCcTHUE JneKTpoMarHnTHas cpefa

Pagnonomexu CISPR 11 Mpynna 1 B cuncreme CARTO® 3
paguoyvacTtoTHas 3Heprusa
MCnonb3yetca TOMbKO  And
BHYTPEHHEW hyHKL UMK,
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No3TOMYy ee pajumounsnyyeHue
He3HauuTenbHOe W He 6Gyper
BbI3bIBaTb nomexu B
31eEKTPOHHOM 060pyLOBaHUMK,
pacnosio)keHHOM No6AU30CTH.

Cwm. B3anmogelicTBue
cuctembl CARTO® 3 ¢
apyrum MeAULUHCKUM
obopygoBaHuNEM.



Cuctema CARTO® 3 npejHa3HauyeHa Ans UCnofib3oBaHWA BykasaHHOW HMXe
3/1eKTPOMarHUTHOM cpepge. Mokynatenb MAn nonb3oBatens cuctembl CARTO® 3 goxeH
y6eAnTbCA, YTO CUCTEMA UCNOb3YyeTCA B TaKOW cpeae.

..................... L e e e e e e e s
McnbiTaHne Ha n3nyyeHue ONeKTpoMarHuTHasa cpeja
Pagnonomexun CISPR 11 Knacc A Cucrtemy CARTO® 3

MOXXHO WCMNO0Nb30BaTb BO
N3nyyeHue rapmMOHUYECKUX Knacc A BCEX yCNoBUAX, Kpome
coctasnaowux, IEC 61000- JOMaLIHUX.

3-2

KonebaHna HanpsXeHus u CooTtBeTcTBYET
thnukep, IEC 61000-3-3

BHUMAHWE! NaHHada cuctema (BkIo4vas ee nepudepuiiHble KOMMNOHEHTbI)
npegHasHayeHa TOMbKO ANA MeAULUHCKUX paboTHUKOB. [laHHaa cuctema (BK/o4vas ee
nepugepuiiHblie KOMNOHEHTbI) MOXET Bbl3blBaTb PagMonoMexu Uan HapywmnTb paboTty
o6opyaoBaHus, pacnonoXXeHHoro no6nmsoctn. Cnuctemy CARTO® 3 Heob6x0aMMO
YCTAHOBUTb TOJIbKO B 3/IEKTPOU3N0/I0TMUYECKOn nabopaTopmn ¢ BO3MOXKHOCTbIO
nposefeHnsa PIDOPOCKONUMN.
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Cuctema CARTO® 3 nipefHa3HaueHa™ /151 Crosb30BaHUS B YKa3aHHOM HIDKe 3/1eKTpOMar HATHOM
cpene. I‘IOKynaTenb w nonb3oeatesib crcTeMbl CARTO® 3 f0/mKeH ybeanThCs, UTO crcTeMa

/1 MCMO/b3YeTCs B TaKOM cpege.
VicnbITaHye Ha no VicnbimarerbHbIi YpOBeH:. | JneKTpoMarHUTHas cpefa -
rMomexoycToiumeocT, ~ YPOBEHb rec 60601 cooTBeTCTinMm: PykoBoacTBo > i iji
' t
ANeKTPOCTaTUYECKIIA KoHTakT: £6 KB KoHTakT: 6 KB Monbl LOMKHBI BbITb AePeBAHHBLIMU,
paspsag (3CP), IEC 61000- GETOHHBIMM UM NOKPbIThI KEPAMUYECKOI
4-2 Bosayx: +8 kB Bosayx: +8 kB MAUTKOM. EC/IM MOMbI MOKPbITI

KpaTKOBpeMeHHbIi

BbIGPOC HaNpsXXeHUs U
nvnynsc, 1IEC 61000-4-4

Vmnynsc

nepeHanpskeHns, 1EC

61000-4-5

[MpoBanbl HanpsXeHus,

KpaTKOBPEMEHHbIE
npepbIBaHns

3/1EKTPOCHABXEHUA 1
nepenagbl HaNpPsHKEHNS Ha
NMHUAX 3NeKTponepesayu,

IEC 61000-4-11

YacTtoTta MarHUTHOro noJsst
B cetn (50/60Iy),IEC

61000-4-8

JInHum 3l: +2 kB

KaHan BBofa-BbIBO/A:

+1 kB

MexgaydazHoe: +1 kB

Mexgay ha3oii 1
3emneii: +2 kB
<5% unT (nposan
>95%0T1 1nT) Ha 0,5
nepuoja

40% nT (nposan
60% oTnT) Ha 5
neprosoB

70% nT (nposas
30% ot uT) Ha 25
nepuosoB

<5%uT (nposan
>05% oTmnT!3a5
3A/m

JlnHnn 3N £2 kB

KaHan BBoga-
BbiBOZa: 1 kB

MexayasHoe: +1
kB

Mexgay (hasoii n
<5% unT (nposan
>95% ot nT) Ha
0,5 nepuoga

40% unx (nposan
60% oTuT) Ha 5
neproLoB

70% nx (nposan
30% oT nx) Ha 25
neprosoB

<5% nx (nposan
>95% ot nX) 3a 5

3 A/m

CUHTETUYECKUM MaTepuasioMm,
OTHOCMUTENbHas BNAXXHOCTb JO/MKHA ObITb He
MeHee 30%.

KauecTBO NMUTaHWA OT CETU AO/MKHO
COOTBETCTBOBATbL MPON3BOACTBEHHbLIM WA
60/bHNYHBIM YCNnoBUAM.

KauecTBO nuTaHMA OT CETU AO/HKHO
COOTBETCTBOBATb MPON3BOACTBEHHbLIM U/N
60/bHUYHBIM YCnoBUAM.

KauecTBO NuTaHMsa OT CeTU JOMKHO
COOTBETCTBOBATb MPOM3BOLCTBEHHBIM UMK
60/1bHWMYHbIM ycnoBuAM. Ecnu cuctemy
CARXO® 3 He06X01MMO MCM0/b30BaTh BO
Bpemsi nepe60eB B 371EKTPOCETH,
peKoMeHAYeTCA NOAKUNTL CUCTEMY
CARXO® 3 K UCTOUHUKY 6ecnepeboiiHoro
nutaHusa (VIBMM).

MarHWTHOe Nosie NPOMBILLIEHHOW YacToTbI
[O/KHO BbITh HA YPOBHE, XapaKTEPHOM 15
TUMUYHOTO MECTOMO/OXKEHNS B TUMUYHBIX
MPOU3BOACTBEHHBIX UM GONTBHUYHBIX
YC/OBUSIX.

MPUMEYAHWE. UT - 3T0 HanpsaXXeHWe B CETU NepeMeHHOro ToKa Ao

MCNblTaTe/IbHOI0 YPOBHA.
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Tabnuua 8 - PeKOMeH/yeMblii NPOCTPAHCTBEHHbIV Pa3HOC MeX /Yy MO6UIbHBIM/MOPTATUBHBLIM
pagnoo6opysoBaHWEM M CUCTEMON C CEPAEYHbIMU KaTeTepamu

PekOMeHAYyeMblii NPOCTPAHCTBEHHbIN Pa3HOC MeXAY MOOUNbHBIM/MOPTATUBHbLIM
pagnoo6opyaoBaHuem u cuctemoih CARTO® 3

Cuctema CARTO® 3 npegHasHadyeHa A1 UCNO/Ib30BaHNSA B 3/1IEKTPOMArHUTHOM
cpeae, B KOTOPOM n3nyvyaemble pagnonomMexm HaxogaTcsa nog KOHTPOsIEM.
[MokynaTtenb nnu nonb3oBartesnib cuctembl CARTO® 3 moryTt npegoTeBpatuTb
3N1eKTPOMarHuTHble NOMeXu, NoAAep>XKMBas MUHUMa/IbHOE PacCTosHUE Mexay
nopTaTuBHbIM/MOBGUIBHBIM pagnoobopynoBaHmem (NepegaTtynkamMmun) n cUCTEMOomn
CARTO® 3, KaK peKOMeHA0BaHO HWXe, B COOTBETCTBMN C MaKCUManbHOW BbIXO4HOW
MOLLHOCTbIO pPaanoobopynoBaHus.

HomunHanbHas MpoCcTpaHCTBEHHbIN pa3HOC B COOTBETCTBMU C YacTOTOM
MakcumanbHas nepegaryunka, m n

BbIXx04Has 150 kl'y -80 M T, 80MTIy -800MTIy 800MTly -25TTy
MOLLLHOCTb o d=1\l4P . d =\\7yfp
nepegartyuka, Bt -~ ’ ', -

0,01 0,12 0,12 0,23

0,1 0,38 0,38 0,73

1 1,2 1,2 2,3

10 3,8 3,8 7,3

100 12 12 23

[na nepefaTymMKoB, pacCYMTaHHbIX Ha MaKCUMa/ibHY BbIXOLHYO MOLWHOCTb, He
YKa3aHHY0 Bbllle, peKOMEHAYEMbIA NPOCTPAHCTBEHHbIN pasHOC d B MeTpax (M) MOXHO
paccumTaTb, UCMOJb3Ys YPaBHEHWE, MPUMEHMMOE K YacToTe nepejarumka, rge P - aTo
MaKCMManbHas BbIX04Hasa MOLWHOCTL Nnepefartunka B Battax (BT) cornacHo
NPOU3BOAMTENIO MepesaTymKa.

MPNMEYAHWMA. Ha yactoTax 80 MI'y n 800 My npumeHseTca NPOCTPaHCTBEHHbIN pa3HoC
ANns Auana3oHa 60/ee BbICOKMX 4acToT.

3. [laHHble MHCTPYKLMMN MOTYT He MPUMEHATHCS BO BCEX CUTYyaLUsAX. Ha 3NeKTpoOMarHMTHoe
pacnpocTpaHeHUe BAMSET MOTNOWEHNE U OTPaXKeHUe OT CTPYKTYpP, 06bEKTOB W N0 AeA.

4. CpoOK rogHoctu

CpoK TrofHOCTM OfHOHanpaBfeHHbIX KaTeTepoB Thermocool SmartTouch SF nu
[AByHanpaBfieHHbIX KaTeTepoB Thermocool SmartTouch SF cocTtaBnsetr oguH rog. locne
npoBejeHnsa cTepuamnsauum atuneHokcngom (30) NpoBOAMIOCH UCMbITAHME HA LLEIOCTHOCTU U
NpPOM3BOAMTENLHOCTL KaTeTepa C MOMOLbID TpeX KOMMepPYEeCKUX LUKAOB C MOCAEAYIO LW UM
YCKOpPEeHHbIM XpaHeHWeM (9KBMBAJIeHT XpaHEeHWK B TeyeHWe OJHOro rofja B peasbHOM
BPEMEHMW), NepuoSUYECKUM W3MEHEHWeM TemnepaTypbl W MOAENMPOBAHWEM YCNOBUIA
TPaHCNOPTUPOBKH. Pe3ynbTathl BCEX ncnblTaHn COOTBETCTBOBANM KpnUTepusam
NPUEMJIEMOCTM.
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5. YnakoBKa

OpHoHanpaBneHHble kKaTtetepl THERMOCOOL SMARTTOUCH SF HaxopaTtca B
YMNaKoBKe C nojfepXuBallleid KapTOHHON MNOAMOXKONR. 3almMTa CTPEXHA CKpennsercs
BMeCTe C 3TMKEeTKaMu TakK, 4Tobbl co3faTb A4N8 KaTeTepa OMOPHYK MOAMOXKY, KOTOpas He
ABNAETCA  4aCTbK  CUCTEMbl  3alMTbl  CTepUabHOCTU. KaTeTep nomMewakwT  Ha
NOAAEPXMWBAKLWMIA KAPTOH C 3alWWUTOW CTepXHA. YnakoBky nomewawT B Tyvek /
HeMNOHOBLI MakeT, 3anauBaloT, o06pasys CUCTEMY 3alWUTbl CTEPUILHOCTU. 3aTem
3anevyaTtaHHbI/A MakeT MOMELW,alDT B KapTOHHYI KOPOOKY BMeCTe C WHCTpyKuuei no
NMPUMEHEHUIO.

PucyHok 9. MepBuUYHan ynakoska

ThermoCooc S iviamtTouch 'S P

Wt

PucyHok 10. BTopuuyHasa ynakoska

[ByHanpaBneHHble KaTeTeppl THERMOCOOL SMARTTOUCH SF HaxopgaTtcs B ABONHOWN
TepMO(OPMOBAHHON  ynakoBKe C Py4ykoli M KOMMOHEHTOM  CTepXHsA. [BoiiHaA
TepMOPOpMOBaHHAsA YMakoBKa CKpennseTca TakK, 4To6bl c034aTb A/1S KaTeTepa OMOPHYH
MOAMOXKY, KOTOpas He SBASETCA 4acTbl0 CUCTEMbl 3aWuUTbl CTEepUAbHOCTM. KaTeTep
YMaKOBbIBAOT. Y NakoBKYy nomewaloT B Tyvek / HelifoHOBbI/ MakKeT, 3anauBatoT, ob6pasya
CMCTEMY 3alWUTbl CTEPUIBHOCTM. 3aTeM 3ameyaTaHHbIi MakeT MOMELLalT B KapTOHHYH
KOpPOOKY BMECTEe C MHCTPYKLMEl N0 NPUMEHEHWIO.

PucyHok 11. lNMepBMYHAA ynakoBKa

PucyHok 12. BtopnyHas ynakoBka
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PucyHok 13. NMpumep MapKUpoBKN OfHOHanpaBneHHoro katetepa THERMOCOOL
SMARTTOUCH SF D 134701 n gByHanpasfeHHoro katetepa THERMOCOOL
SMARTTOUCH SF D 134801.

Tabnunua 10 - YCnoBHble CUMBO/bI

CumBon

STERILE |e o |

Zj>@

@

nin

5 -

ELECTRODES EA

O

NAV

XP

3HaueHune

MpocTepnnn3oBaHo
3TUNEHOKCULO0M

Tonbko ana
04 HOPa3oBoOro
NMpUMeHeHns

OCTOpPOXHO

CnepoBatb
WHCTPYKUMAM MO
NPUMEHEHUNIO

He ncnonb3oBaThb,
€CNN ynakoBKa
noBpexjeHa

He ncnonb3oBath,
eCNn ynakoBKa
OTKpbITa

XpaHnTtb BAann ot
NMPAMbIX COMTHEYHbIX
nyJeli

[aTta nsrotosneHus

ONeKTpoAbl

Bua kpusoii

HaBuraynoHHbI A
Katetep

CoBMecCTUM C
HaBUTaLLMOHHO
cuctemoi Carlo XP
EP
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CumBon

N*- ;

LOT

REF

EC REP
X
SPACING mm

C3

L x

3HayeHune

XpaHUTb B CyXOM
mMecTe

CpoK rogHocTtu

Kop napTtuu

Homep no katanory

KonnyectBo: 1

MponssoaunTens

Yy NOTHOMOUYEHHbI
npeactaBuTeNb B
EBponelickom
coobuiecTee

JonycTtumasn
Temnepartypa

PacctoaHue

KarteTtep
Thermocool
Smarttouch SF

CoBMecTUM C
HaBUTaLWOHHOM
cuctemoit Carto 3 EP
MpepynpexageHue:
degepanbHblii

3akoH CLUA
orpaHuuuBaeT
nNpofaxy AaHHOro
n3genus no 3akasy
Bpaya uam no ero



MOPYYEHMIO.
Ll TbipeBOil pas3bém

7. YcnoBusg TPaHCNOPTUPOBKU U XpPaHEeHUs

Ta6nuua 11 - XpaHeHue

MapameTpbl cpeqbl 3HaueHns
Temnepartypa Bo3gyxa, °C (+ 5- + 25) £2 “c
BnaxHocTb Bo3A30ca (OTHOCUTeNbHASA), HEKOHAeHCcUpytouiasacsa, %  (20-60%) +2%
ATmocthepHoe gaBneHue, rfa 101 £1 rMa

Tabnuuya 12 - TpaHCNOPTUPOBKaA

MapameTpbl cpenbl 3HayeHuns
Temnepartypa Bo3gyxa, °C (+5 - +25) 2 "C
BnaxHocTb BO3gyxa (OTHOCUTENbHAA), HEKOHAeHCUpytowasacs, %  (20-60%) £2%
ATmoctepHoe gaBneHue, rfla 101 #1 rMa

8. OxpaHa okpyxatolulei cpeqpl
a. TpeboBaHUs K OXpaHe OKpyXatoliei cpegbl NPy NPUMEHEeHNN
MeAULMHCKOro n3genus

Mcnonb3oBaHWe O4HOHaNpPaB/leHHOr0 N ABYHanpaBneHHOro karetepa Thermocool Smarttouch
SF He TpebyeT COOTBETCTBMA CMeLManbHbIM YCNOBWSM MO OXpaHe OKpyXakwlel cpegbl.
OpfHOHanpaBneHHble M ABYyHanpaBieHHble  kateTepbl Thermocool Smarttouch SF
COOTBETCTBYKT TpeboBaHMaAM ROHS ([AupekTuBa no OrpaHW4YeHUI0 BpPeLHbIX BeLLeCTB)
(2011/65/EC) n REACH (pernameHT EC 0 xumwnkatax) (1907/2006), He cofepxaT fnaTekc u
thTanart.

6. Cnocob6 ytunumsauun

Y Tunmsaumno ogHOHanpaBfeHHbIX U ABYyHanpaBneHHbIX KaTeTepoB Thermocool Smarttouch SF
Heo6X04MMO BbIMOMHATL B COOTBETCTBMM C MECTHBIMU 3aKOHAMMW W MpaBUIaMu.

OfHOHanpaBfieHHble U ABYyHanpaBfieHHble KaTeTepbl Thermocool Smarttouch SF Heo6xoAuMO
yTUIN3upoBaTb B COOTBETCTBMM C Knaccugukaumeidr (knacc A - [N KaTeTepoB €
NOBPeX/eHHON YynakoBKOW, Knacc B - gna uMcnonb30BaHHbIX W3AENWin), npaBunamm céopa,
MCNONb30BaHWA, 06e33apaXnBaHNUs, pasMeleHnNs, XpaHeHUs, TPAHCMOPTUPOBKU, yueTa U
yTUAN3aumMm MeAULUHCKUX OTXOAO0B, YCTAHOB/EHHbIX YMOJHOMOYEHHbIM (efepanbHbIM
OpraHoMm WCMNOMHWUTENbHOW BAACTH.

9. Cnoco6bl 1 yCcnoBUs cTepunmaauunm ans nogaep>KaHms ctepunbHocT (roTOBbIX
CTEPUNbHbIX MEANLNHCKNX U3AeNniA)

Bce kaTeTepbl komnaHun «Biosense Webster» npoctepunnioBaHbl aTuneHokcugom (30) «Steris
Isomedix Inc.», cybnoapagunk komnaHun «Biosense Webster». B npouecce cTepunmnsaumm
MCMONb3yeTca 3TUNEHOKCUL W NPUMEeHATCA Bce (asbl cTepunmsaumm (npefBapuTtenbHoe
KOHAMLUMWOHUPOBaHME, CTepuaM3auus u aspauusi) B CTEpPUIN3aLMOHHOW Kamepe. [aHHbIW
npouecc HasbiBaeTcd «EO Express», NOCKOAbKY HeET Heo6X0AMMOCTM MCNOMb30BaTh
TpagMLMOHHbIE TMOMELWEeHNa Ans nNpefBapuTenbHON MOAFOTOBKM U aspaumu. [lpoBepka
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NpoAyKTOB KoMnaHun «Biosense Webster» 6blia npoBegeHa B pamKax 06LWero uukna gns scex
cepuin nspgennin «Biosense Webster». Bbina npoBefeHa NpoBepKa YPOBHS cTepunbHocTu (SAL)
1x10’® Pe3ynbTaTbl MPOBEPKUM COOTBETCTBYKT TpeboBaHuam ISO  11135. OcTatok
3TUNEHXNOPTUAPUHA U ITUNEHOKCUAA HAXOAMTCH B AOMYCTUMbIX Npefenax B COOTBETCTBUU C
ISO 10993-7.

KomnaHusa «Biosense Webster, Inc.» Takxxe nony4yuna paspewieHne oT BpMTaHCKOro MHCTUTYTa
CTaHJapTOB Ha cTepunmsaLmio NpoaykToB B «Sterigenics» (CLUA, Hblo-Mekcnko) u
«Sterigencis» (benbrus). Ha obonx o6bekTax Ans cTepuamsalny NnpoayKToB KOMMNaHuu
«Biosense Webster, Inc.» ncnonb3yroT nNpoLecc cTepunmsaytmm sTUNEHOKCUAOM KOMMaHUK
«Steris». MapameTpbl LUKNa CTEPUIN3ALUN aHANIOTUYHbIE, HO UMEKOT HEKOTOpPbIE pasnunyus,
KOTOpble He BAMAKT Ha YNaKOBKY, CTEPUSIbHOCTb, NPOU3BOAUTENBHOCTbL UM CPOK FOAHOCTU
npogykToB. Cnocob norpy3ku nsgenunii Ha 06bekTax «Sterigenics» COOTBETCTBYET
cTaHAapTHOMY cnocoby ¢ 10 nannetamu, KOTOPbIA UCNONb3yeTCs Ha 06bekTax «Steris».
CTaHAapTHbIN cnocob norpy3knm KomnaHuyu «Biosense Webster, Inc.», ucnonb3yemslii B
«Steris», yTBepXAeH Ha 0601x 06bekTax «Sterigenics», YT06bl JOCTUYL MUHUMANBHOIO YPOBHS
cTepunbHocTM (SAL) 1x10°®c oCTaTOYHbLIMU YPOBHAMWN 3TUNEHOKCUAA, KOTOPbIE COOTBETCTBYIOT
Tpe6oBaHuam ISO 10993-7.

10. MNepeyeHb HaLMOHaNbHbLIX N MeXAYHAapPOAHbIX HOPMATUBHbIX
[OKYMEHTOB/CTaHA4apPTOB OTHOCUTENIbHO MeAULUHCKOro n3genus

Tabnuua 13 - MNepeyeHb CTaH4apTOB

CtaHpapThl i HasBaHue

ENISO 13485 CucrtemMa MeHeXXMeHTa KayecTBa MeAULUHCKOTO usgenns

EN ISO 14971 MpumeHeHNe MEHeI)KMEHTA PUCKOB K MEAULUHCKUM U3LENNAM
IEC 60601-1-2 YacTb 1-2. MegnumnHCcKoe 3neKTpuYeckoe nsgenue: obuiume

Tpe6oBaHMA K 6e3onacHocTU. BcnomoraTenbHbIA cTaH4apT:
Tpe60BaHWA N UCMbITAHUS HA 3/1IEKTPOMArHUTHY COBMECTUMOCTb

BS ENISO 10555-1 CTepunbHble BHYTPUCOCYAWUCTble  KaTeTepbl O4HOPa30BOro
NpUMeHeHMs

ENISO 11135 CTepunusaunsi u13gennii -~ MeguLWHCKOro  MPUMEHeHNs -
3TUNEHOKCUA

ENISO 10993-1 YacTb 1. OueHKa 6M0I0rMYecKoro AeicTBnst MeAMLUHCKNX
n3genunii. OUeHKa u ncnbiTaHme.

ISO 10993-7 YacTb 7. OLeHKa 6MON0OrMYecKOro AeicTBUS MeANLUHCKUX
n3genunii - ocTaTokK aTUNEHOKCUaa

EN556 CTepunusauns megULNUHCKUX U3LeNni

EN868-1 YNakoBOYHble MaTepumanbl Aad YCTPOMCTB, nognexatmx
cTepunmnsauunm

ISTA IG YnakoBaHHble u3gennsa secom 150 ¢yHTOB (68 Kr) mam meHee
(cnyuaiiHas Bnbpayma)

ASTM D4332 CTaHfapTHass MeToAMKa KOHAWUWMOHWPOBAHWS KOHTENHEPOB,
YMNaKoBOK WX KOMMOHEHTOB YMakKoOBKW NpuM NpPOBeAeHUNU
NCnblITaHUA

ASTM F2096-02 CTaHAapTHbLIA MeTof NPOBeAeHUA UCNbITAHUI NS 06HapYy>XXeHUs

60NbWMNX YyTEUYEK B YNaKOBKE MeAULMHCKOTO U3AeNNs C MOMOLbIO
npo6bl Ha 06pa3oBaHue Ny3bipel

ASTMF1980-02 CrtaHfapTHOE PYKOBOACTBO NO YCKOPEHHOMY XPaHEHUIo
CTEPU/IbHbIX YNaKOBOK MeLULUHCKNUX N3LeNnii
ISO 14644-1 Unctble MNOMEU,eHMA W COOTBETCTBYHLLIME KOHTPOAUPYEMbIE
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cpepabl
NH(opmaumns oT Nnpon3BoanTens
MapK1MpoBKa MeANLUHCKUX N3fennii

EN 1041
EN 980

11. O6cny>KnBaHMe KNNEHTOB

Ona  nonydyeHus LONONHWUTENbLHOM WHMOpPMaLMM, nojayn Xanobbl U 06CAYXKUBAHUA
MEeAMNLUUHCKNX U3LEeNunii, CBIXXUTECh C 0hMLManbHbIM NpeacTaBuTenemM B Poccun:

OOO "[>XOHCOH & [XOHCOH"
MockBa, 121614, yn. Kpbinatckas, 17, kopnyc 2,
Ten.: (495) 580-77-77 dakc: (495) 580-78-78
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[MepeBoAfaHHOrO TeKcTa CAenaH MHOM, MepeBoaYMKom KysbMinuéBoid EBreHmeil ApTYPOBHON.

Poccuiickasa Pepepaums
["opos Mocksa

[BeHaauaTOoro Mons fge ThiCSYM CeMHaALATOro roga

A, Aknmos IMne6 bopmcosny, HOTapuyc ropoga MockBbl, CBUAETENLCTBYHO NOANMMHHOCTb MOAMNKCU
nepesogumka KysbMunuépoit EBreHMm ApTYpPOBHbI.

Moanuck caenaHa B MOEM MPUCY TCTBUN.

JIMurwicTb noanucasLLUEro JOKyMeHT yCTaHOB/EHa.
f

3aperncTpuposaHo BpeecTpe: No 3
B3bICKaHO rocygapcTBeHHOW MowwmHbl (Mo Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycnyr NpaBoBoro M TEXHUYECKOro XxapakTepa: -pyo6.
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(Convention tk La Haye du5 octobrel%l)
1 District of Columbia, United States of America

2. This public document has been signed by
WIiARY PUBLIC IN AND FOR THE DISTRICT OF COLUMBIA
3. acting in the capssty«f_. e
KAMAL S. AHMAD, NOTARY PUBLIC IN AND FOR THE

DISTRICT OF COLUMBIA
A-~NApears the seal/stamp of-

CERTIFIED"
5. at Washington, D.C.
6,
6. the-----------emv rday of
7. by
8. No.
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d Biosense Webster.

PART OF THE FAMttY OF COMPANIES

To Federal Service on Surveillance in Healthcare
«Roszdravnadzor»

Place of issue date ofissue \\ " o' fv

CONFIDENTIAL

We Biosense Webster, Inc., located at: 33 Technology Drive Irvine, California
92618 USA, hereby informs about clarification of shelf life for medical device «The cardiac
catheter for electrophysiology diagnostics ThermoCool», namely:
o 3-year for Catheter ThermoCool SF NAV Uni-directional, Catheter ThermoCool
SF NAV bi-directional. Catheter ThermoCool SF unidirectional with curve
visualization NAV, Catheter ThermoCool SF bi-directional with curve
visualization NAV;
We certify authenticity of the attached document: Addition to Instruction for Use: The
cardiac catheter for electrophysiology diagnostics: ThermoCool SF NAV uni-directional
and bi-directional catheters (Registration dossier Ne RD-18771/44153 from 01.08.2017 for
the medical product «The cardiac catheter for electrophysiology diagnostics
Thermocool»)

Issued on behalf of
Biosense Webster, Inc.

>0\ |

JoAMNe mjJmAU . Date

IT5

Biosense Webster, Inc.
33 Technology Road
Irvine, CA 92618, USA
www.biosensewebster.com
TEL: 1-800-729-9010
FAX 1-949-450-6886
Page 1 of 3
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) Biosense Webster.

PART OF THE famuy of ¢

OOMOJIHEHNE K MHCTPYKUWW 1O NMPUMEHEHWNIO

KaTteTep HaBurayunoHHbiin ThermoCool ansa pagnoyactoTHOIM abnayuum cepaua:

OOHOHATPABJ/IEHHbBIE N ABYHAMNPABJIEHHbLIE KATETEPbl THERMOCOOL SF NAV

Cpok rogHocTu

Cpok
BapuaHT ncnosHeHunsa
rogHoCTHU
1. KaTteTep ogHOoHanpaBneHHbIn ThermoCool SF NAV:
- Tun KpUBU3HbI B; KOHDUrypauna aneKTpogos 2-5-2 Mm.;
- Tun KpuUBU3HbI D; KOHpUTypaumnsa aneKTpopos 2-5-2 Mm.;
- Tun KpnBU3HbI F; KOHUrypauusa aneKTpoaos 2-5-2 Mm.;
-Tun KPpNBU3HbI J; KOHOUTypaunsa aneKTpoaoB 2-5-2 MM..
2. KateTep gByHanpaBneHHbIn ThermoCool SF NAV:
- Tun KpnBU3HbI B-B; KOH(Urypaunsa sneKTpogos 2-5-2 MMm.;
-Tun KpnBU3HbLI B-D; KOH(pUrypayuusa afekTpoLoB 2-5-2 Mm.;
- Tun KpnBuU3HbI B-F; KOH(Mraauus anekTpoaos 2-5-2 Mm.;
-Tun KpnBU3HbI D-D; KOHPUTrypaumnsa afeKTpoLoB 2-5-2 MM.;
-Tnn KpuBusHbl D-F; KOHDUrypauus aneKTpogos 2-5-2 MMm.;
- Tun KpuBuU3Hbl D-J; KOHUrypaunsa aneKTpogos 2-5-2 Mm.;
-Tun KpuBU3HbI F-F; KoOHQUrypaumsa anekTpogos 2-5-2 Mm.;
-Tun KpnBU3HbI F-J; KOHDUrypauna aneKTpogos 2-5-2 MM.;
-Tun KpUBU3HbI J-J; KOHDUTYpaLnsa 31eKTPOAOB 2-5-2 MM.. 3ropa
3. KaTteTep ogHoHanpaBseHHbI ThermoCool SF NAV with curve
visualization:
-Tun KpUBU3HbLI B; KOHUrypaunsa aneKTpoaos 2-5-2 Mm.;

- Tun KpBU3HbLI D; KOHpUTrypayumnsa afekKTpoLoB 2-5-2 MMm.;
- Tun KpBU3HbLI F; KOHDUrypaumsa aneKTpogos 2-5-2 Mm.;
- TuUn KPpUBU3HbI J; KOHPUTypaunsa 3NeKTpoaoB 2-5-2 MM..

4. KateTep gByHanpaBneHHblt ThermoCool SF NAV with curve visualization:
- Tun KpBMU3HbI B-D; KOH(pUrypayumnsa safekTpofoB 2-5-2 MM.;

- Tun KpUBU3HbLI B-F; KOHDUrypaumsa aneKTpogos 2-5-2 MM.;
- Tun KpnBU3HbI J-J; KOHDUTypaLnusa 3aNeKTPOLOB 2-5-2 MM..

Biosense Webster, Inc.
33 Technology Road
Irvine, CA 92618, USA
www.biosensewebster.com
TEL: 1-800-729-9010
FAX 1-949-450-6886
Page 2 of 3
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Biosense Webster.

PART OF THE ~OA~TTW m-~Wron FAMILY OF COMPANIES

A notary public or other officer completing this certificate verifies only the identity of the individual who signed the document to which this
certificate is attached, and not the truthfulness, accuracy or validity of that document.

State of California

County of Orange

n fiJ
On November . 2017 before me Steve Oberlander, NOTARY PUBLIC, personally appeared Joanne Whiteman, who proved to
me on the basis of satisfactory evidence to be the person whose name is subscribed to the within instrument and acknowledged to
me that she executed the same in her authorized capacity and that by her signature on the instrument the person, or the entity upon
behalf of which the person acted, executed the instrument.

/certify under PENALTY OF PERJURY under the laws of the State of California that the foregoing paragraph is true and correct

WITNESS my hand and official seal.

Signature:
Steve Oberlander

STEVE OBERLANDER i Notary Public

COMM. #2114661 z
Notary Public « California g
Orange County
LLL Comm. Expires June 972019 ~

Biosense Webster, Inc.
33 Technology Road

Irvine, CA 92618, USA

w vw .biosensevi/ebster.com
TEL: 1-800-729-9010

FAX 1-949-450-6886
Page 30f 3
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MepeBofd C aHINUIACKOTO A3blKa Ha PYCCKUIA A3bIK

<Bonbluas neyatb degepaibHOro okpyra Konyméus>

HacTosAwuiAi anocTUNb He AeliCTBUTENEH ANS UCMOMb30BaHUA B npefenax CoeAnHeHHbIX LU TaToB
AMEPUKU, UX TEPPUTOPUIA UK BNAAEHUIA.

HaCTOFIU.LM[/'I anoCTW/b /INLWb YAOCTOBEPAET NOA/TMHHOCTb NMOAMUCK N AO/HKHOCTL fnua, noArnncasLLero
LOOKYMEHT, 1, B COOTBETCTBYHOLLNX CnyYadX, NOA/IMHHOCTb Me4vaTty Uin WTamra, CTOALWEro Ha O(bVILI,I/IaJ'IbHOM
LOOKYMEHTE.

HaCTOFILI.I,I/Iﬁ anoCTu/ib He YAOCTOBEPAET COAEPXKaHNE NOKYMEHTaA, B OTHOLLUEHMM KOTOPOro OH 6bIn BblaH.

Anoctunb
(Faarckas KoHBeHuus oT 5 okTA6psa 1961 roga)

1 Okpyr Konymb6us, CoeanHeHHble LLITaTbl AMEpPUKN
2. Hactoawwii odmumanbHbiin okyMeHT noanmucaH KAMAJIOM C. AXMALOM
3. Bbictynatowmm B kavecteBe HOTAPUYCA OKPYT A KOJTYMBUA

4. CkpenneH nedatsto/wramnom KAMAJIA C. AXMALA, HOTAPUYCA OKPYTA
KONYMBUA

YJOCTOBEPEHO

5. BT. BawyHrToH, okpyr Konymous
6. 6 HOABPA 2017 roga

7. CeKpeTapem okpyra Konymous
8 3aNe4 58156

9. TMMeyatb/wTamn 10. TMopnwce:
<Kpyrnasa neyartb 30/10TUCTOrO LIBeTA: <noAnucaHo>
BonbLas ueyatb (efepanbHoro okpyra Konymoms> NopeH K. BoH

CekpeTapb okpyra Konymoums

Ha nopanoXke KCEPOKOMUM CTPaHMULUbl C anoCcTUEM HaAMUCb Ha aHTIniickom si3bike «V O ID»
«HEJEWCTBUTEJ/IbHO»
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<NoroTun; «balioceHc BabcTep»>

MOAPA3AENEHVE MPYMNMbl KOMAAHUNA «AXXOHCOH&AXOHCOH»

B depepanbHyto cnyxo6y no Hag3opy B cepe 34paBoOXpaHeHMs
«Poc3apaBHag3op»

MecTo Bbigaun VpBuH. KannchopHia Mata Bbigaun 2 Hos6pA 2017 roga
KOH®UAEHLMAIBHO

MbI, KOMnaHwus, «baiiocaHc BabeTep, VIHK.», pacnonoxeHHas no agpecy: 33 TEKHONOMKM
[Opais, NpsuH, KanngopHusa 92618, CLUA, HacTosLwmMM coobLaem 06 YTOUYHEHUN CPOKa
rOAHOCTU MeAMLMHCKOro n3genua «Karetep HaBuraumoHHblin ThermoCool gns
pafMoyacTOTHOW abnaummn cepaa», a UMeHHO:

e 3ropa- ana Katetep ogHoHanpaeneHHbln ThermoCool SF NAV, Katetep
AByHanpasneHHblin ThermoCool SF NAV, KateTep ogHoHanpasneHHbI ThermoCool SF
NAYV with curve visualization. KateTep asyHanpasneHHbln ThermoCool SF NAV with
curve visualization

MbI nogTBepXKAaeM NOA/IMHHOCTL NpUnaraeMoro JokymeHTa: [lononHeHme K HCTPYKLMKU No
NPUMEHEHUNIO TEXHNYECKOW AOKYMEHTaLMN MeAMLMHCKOro n3genns Katetep HaBurauoHHbIN
ThermoCool ansa pagnoyactoTHoi abnauum cepaua: OAHOHAMPAB/IEHHBIE N
JOBYHAIPABJIEHHBIE KATETEPblI THERMOCOOL SF NAV (PeructpaioHHoe gocbe NeP /-
18771/44153 ot 01.08.2017 roga Ha MeAMUMHCKOe n3aenve «Katetep HaBUrauoHHbIN
ThermoCool ans pagnmo4acToTHOM abnaumm cepaLar»).

BblgaHo OT MMeHM
«BbaiocaHc BabeTep, HK.»

<MoANMcaHo> 2 Hos6psA 2017 roga
\WY[A: DkoaHH YaimviaH Nara
OomkHocTb: PyKOBOAUTE/b OT/ENa HOPMaTVIBHO-NPaBOBOr0 PEry/IpOBaHMS

BaiiocaHc BabeTep, VHK.

33 TekHonomkun [pavis

WpBuH, KanudopHust 92618 CLUA
www.biosensewebster.com

Ten.; 1-800-729-9010

dakc: 1-949-450-6886 Crp. 1n3 3
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<Wramn: C NOA/IMHHbLIM BEPHO >

< noAanucaHo >

Okpyr Konymbéusa: SS

MoagnuncaHo Nog NPUCAroli B MOEM MPUCYTCTBUMN

cerofHs HosA6pa 2017 r.

<nognucaHo>

Kaman C. Axmag, HoTapuyc, okpyr Konyméus,

Cpok geiicTBuA Moei NUueH3Mn ncrtekaet 14 gekabps 2019 r.>

< Kpyrnaa neyats HoTapuyca: Kaman C. Axmag *
Okpyr Konyméus *; Hotapuyc;
CpoK feincTBua Moei nnueH3nm nctekaeT 14 gekabps 2019 r >
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<JloroTtun: «baiiocaHc BabcTep»>
MOAPA3AENEHWE TPYMNMbl KOMMNAHUN «AXXOHCOH & A)XOHCOH»

BaHooHC B)6ciep, NHK.

33 TekHonogxu Opalis

WpBuH, KanugopHus 92618 CLLIA
www.biosensewebster.com

Ten.: 1-800-729-9010

dakc; 1-949-450-6886
CTp. 23 3
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<Jlorotun: «baiocaHc BabecTep»>
MOAPA3LENEHME TPYMMbl KOMAAHUNA «AXOHCOH & AYXOHCOH»

HoTapryc Wi UHOe [OMKHOCTHOE JIMLIO, OOPMIISIFOLLIEE IAHHOE MVCHMEHHOE YOCTOBEPEHWE, YAOCTOBEPSET VCKIIOUUTE/IBHO
JYHOCTb /LA, NOAMUCABLLIErO OKYMEHT (K KOTOPOMY MPW/IaraeTcsl HacTOsILLEE YIOCTOBEPEHIE), & HE BEPHOCTb, TOUHOCTb WA
[DeVCTBUATENBHOCTb JAHHOTO [JOKYMEHTA.

LLtaT KanmgopHus )
)
Okpyr OpuHAX )

2 Hos6pst 2017 roga, Ko MHe, Ctuey ObepnaHgepy, HOTAPUYCY, nnyHo siBunach [hkoaHH YaiTmaH, KoTopas
MOATBEPAMA MHE Ha OCHOBaHUW [OCTaTOYHbLIX [AOKAa3aTe/bCTB, YTO MMEHHO OHa MoAnucana AaHHbIA AOKYMEHT 1
4TO 3TO GbINO CAENMAHO et0 B Npefieniax ee MOMHOMOYHOM KOMMETEHLMN, a TakoKe, YTO CBOEK MOAMUCHI0 Ha faHHOM
LOKYMEHTE L0 (MM KOMMNaHUs, OT UMEHW KOTOPOIA OHa felCTBYET) COBEPLUM/IO HACTOSLLMIA JOKYMEHT.

Byayuyn OcCBeAOMNEHHOW 06 yronoBHOW OTBEeTCTBEHHOCTMW 3a MpefoCTaBNeHWEe 3aBefOMO JIOXKHbIX CBefjeHWii B
COOTBETCTBMUM C 3aKOHOAATENbCTBOM WTaTa KanudopHus, s NOoATBEP>XKAAald TOYHOCTb W BEPHOCTb
BblLLENPUBEAEHHOW UH(OPMALUN.

3acBUAeTeNbCTBOBAHO MOEN NOANUCHLI0 U OhULMaNbHOI NeYaTbio.

<BbonbLuas nevars wrata KanngopHus>

<[leyats: CTVB OBEPJTAHLEP I'IO,CI,I'II/ICbZ < noanucaHo >
NVLUEH3NA Ne2114661 Ctve ObepnaHaep
Hotapuyc - KanudopHus
OKpyT OpUHIK HoTapuyc

CpoOK [eicTBMS MOEW INLEH3NN UCTEKaET
9 moHa 2019 r.>

BaiocaHc Babetep, VHK.

33 TekHonompku [paiis

WpBuH, KanndopHus 92618 CLLIA
www.biosensewebster.com

Ten.: 1-800-729-9010

dakc; 1-949-450-6886
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[MepeBoaumK dpaorosa MaprHa MinxaiinosHa

I"'opoz, Mocksa
[lBanuaTh Nepeoro HosIopsA Ige ThICSUM CEMHaALATOro rofa

O Axumvos ne6 Bopucosi, HOTapyc ropoga MockBbl, CBUWOETENLCTBYHO MO4MHHOCTH
roanvcy nepesoaurka Pponosoit MapnHbl M XaianoBHb .

[Noznmes caenaHa B MoeM Mpycy TCTBUN.

JIM4HOCTB NOANMCaBLLENO IOKYMEHT YCTaHOB/EHA.

3aperncTprpoBaHo BpeecTpe: No M0

B3bICKaHO rocyAapCcTBeHHOM NOLLMMHBI (Mo Tapudy): 100pyo.
YriaueHo 3a oKasaHue yCyr NMpaBoBOro Y TEXHMYECKOrO XapakTepa: — pyo.

A q MB6. Akumos

(O} i 3
MpoLLHyPOBaHO, npryl\/%,qp\uo V1 CKDETIEHO MIeUaThio §

HoTtapuyc
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