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Medtronic

Attain Stability™ Quad MRI SureScan™ 4798

Steroid-eluting, quadvipolar electrode, Fansvenous, over-the-wire, cardiac vein pacing lead

Cabls intravenoso con alactrodo terapolar y difucion de esteroides, implantado mediante una guia, para estimulacidn a
fravés de la vena cardiaca
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1 Description

The Medtronic Attain Stability Quad MRI SureScan 4798
steroid-eluting, quadripolarelectrode, transvenous, over-the-wire
LV lead is designed for pacing via a cardiac ~in. The lead has
been tested for use in the Magnetic Resonance Imaging (MRI)
environment. Ail lead lengths for this lead model are MR
Conditional. This lead contains 4 electrodes designed to function
as cathodes or anodes, depending on how the device LV pacing
polarity is programmed:
« electrode LV1.the distal electrode, positioned near the distal
tip of the lead
« electrode LV2, positioned 21 mm proximal to electrode LV1
* electrode LV3, positioned 1.3 mm proximal to electrode LV2
* electrode LV4, the proximal electrode, positioned 21 mm
proximal to electrode LV3

In addition, a non-electrically active side fixation helix is
positioned 10 mm proximal from the LV3 electrode for active
fixation in the cardiac vein. See Section 7.2 for a lead drawing.

The Medtronic 1S4-LLLL’ four-pole inline connector on the lead
facilitates device connection during implant. The tip of the
connector pin has a white band indicator that can be used for
visual confirmation of proper lead connection to the device.

The connectorcontacts align with the lead electrodes LV1 to LV1,
LV2 to LV2, and so on:
e connector contact LV1, the connector pin, positioned at the
proximal tip of the lead (aligns to electrode LV1)
e connector contactLV2, positioned distd to connector pin LV1
(aligns to electrode LV2)
e connectorcontactLV3, positioned distal to connector contact
LV2 (aligns to elecfrode LV3)

e connector contactLV4, positioned distal to connector contact
LV3 (aligns to electrode LV4)

See Section 7.2 for an illustration of the lead electrodes and
connector contacts.

The distal tip of the lead allows a guide wire to pass through to aid
in cardiac vein selection. The tip contains a silicone rubber
membrane, which seals the lead inner lumen to reduce blood
ingress.

Each electrode contains a Monolithic controlled release device
(MCRD) for elution of steroid to reduce inflammatory response
within the cardiac vein. The MCRDs contain a combined tot™
dosage of <1.0 mg of dexamethasone acetate steroid. Upon
exposure to body fluids, the steroid elutes from the MCRDs. The
steroid suppresses the inflammatory response that is believed to
cause threshold rise typically associated with implanted pacing
electrodes.

The outer insulation of the lead is polyurethane and the inner
insulation is Sl-polyimide (SI-PI)™. The SI-Pl is applied as a
coating to the conductor wire before coiling.

The Attain Stability Quad MRI SureScan 4798 LV lead can be
positioned with the aid of a guide wire, a stylet, an inner catheter,
or an inner catheter plus a guide wire or a stylet. To facilitate
fixation, a J-shaped stylet, included in the package, c”™ be used
to direct the helix towards the vessel wall.

Toimplantthe lead in a selected cardiac vein, a compatible
delivery system is required. A compatible delivery system
includes a guide catheter and either a hemostasis valve or an
introducer v~ ve thatcan be removed or thatallows passage over
the lead connector. Contacta Medtronic representative for further
information regarding compatible delivery systems.

11 Medtronic SureScan system

A complete SureScan system is required for use in the MR
environment. A complete SureScan system includes a
Medtronic SureScan device with the appropriate number of
Medtronic SureScan leads. Any other combination may
result in a hazard to the patient during an MRI scan.

The Model 4798 lead is part of the Medtronic SureScan system.
Labeling for SureScan system components displays the
SureScan logo and the MR Conditional symbol. To verify that
components are part of a cxxuplete SureScan system, visit
http://www.mrisurescan.com.

' 1S4-LLLL refersto an International Connector Standard (I1SO 27186) whereby pulse generators and leads so designated are assured of a basic mechanical fit. LLLL

defines the lead connector contacts as low voltage (L).
~Technology developed by NASA.
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SureScan logo

MR Conditional symbol. The Medtronic SureScan sys-
tem is MR Conditional and is designed to allow implan-
ted patients to undergo an MRI scan under the speci-
fied MRI conditions for use.

The MRI SureScan feature pernrtits a mode of operation that
allows a patient with a SureScan device to be safely scanned by
an MRI machine while the device continues to provide appropriate
pacing. When programmed to On, MRI SureScan operation
disables airhythmia detection, magnet mode, and all
user-defined diagnostics. Before performing an MRI scan,
refer to the SureScan system MRI technical manual for
important Information about procedures and MRI-speclfic
warnings and precautions.

1.2 Contents of package

Leads and accessories are supplied sterile. Each package
contains the following items:

* 1lead with anchoring sleeve

e 1guide wire insertion tool

e 1guide wire clip

e 1guide wire steering handle

e 2J-shaped stylets

e 4 additional stylets

e 2 AccuRead 2.0 analyzer cable interface tools

* product documentation

1.3 Accessory descriptions

Dispose of all singienjse accessories according to local
environmental requirements.

AccuRead 2.0 tool - The AccuRead 2.0 analyzercable interface
tool guides the connection of analyzer cable terminals to the lead
connector contacts. This connection facilitates accurate electrical
measurements during implant and prevents possible connector
damage.

Anchoring sleeve - An anchoring sleeve secures the lead to

prevent it from moving and protects the lead insulation and
conductors from damage caused by tight sutures.

Guide wireclip - Aguide wire dip secures the excess guide wire
and helps to protect and maintain the sterility of the guide wire.
Guide wire insertion tool - A guide wire insertion tool provides
additional control when inserting a guide wire into the lead
connector pin or the lead tip.

Guide wire steering handle - A guide wire steering handle is
used only with guide wires 0.46 mm or less in diameter. The
steering handle provides additional guide wire steering and
rotation control.

J*8haped stylet- A J-shaped stylet facilitates fixation by
directing the helix toward the vessel wall.
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Stylet - A stylet provides additional stiffness and controlled
flexibility for maneuvering the lead into position. Each stylet knob
is labeled with the stylet diameter and corresponding lead length.

2 Indications

The lead has application as part of a Medtronic biventricular
pacing system.

3 Contraindications

The Model 4798 lead Is contraindicated as follows:

Coronary vasculature-This lead is contraindicated for patients
with coronary venous vasculature that is inadequate for lead
placement, as indicated by venogram.

Steroid use-The lead is contraindicated Inpatients forwhom a
single dose of 1.0 mg of dexamethasone acetate may
be contraindicated.

4 Warnings and precautions

A complete SureScan system is required for use in the MRI
environment. Before performing an MRI scan, refer to the
SureScan MRI technical manual for MRI>specific warnings
and precautions.

Note: Medical procedure warnings and precautions that pertain
to the Medtronic implanted system are provided in the manual that
is packaged with the device or on the Medtronic Manual Library
website (www.medtronic.com/manuals).

Inspecting the sterile package - Carefully inspectthe sterile

package priorto opening it.

« Ifthe seal or package is damaged, contact your Medtronic
representative.

« Do notuse the product after its expiration date.

Storage temperature - Store at 25®C (TY”P). Excursions from
this storage temperature are permitted in the range of 15to 30°C
(59 to 06°F). Transientspikes up to 40®C (104®F) are permitted as
long as they do not exceed 24 hours.

Sterilization - Medtronic has sterilized the package contents
with ethylene oxide before shipment. This productis forsingle use
only and is not intended to be resterilized.

Single use - The lead and accessories are for single use only.

External defibrillation equipment-Keep external defibrillation
equipment nearby for immediate use during acute lead system
testing, the implant procedure, or whenever arrhythmias are
possible or intentionally induced during post-implant testing.

LIne*powered and battery-powered equipment-An
implanted lead forms a direct current path to the myocardium.
During lead implant and testing, use only battery-powered
equipment or line-powered equipment specifically designed for
this purpose to protect against fibrillation that may be caused by



alternating currents. Line-powered equipment used in the vicinity
of the patient must be properly grounded. Lead connector pins
must be insulated from any leakage currents that may arise from
line-powered equipment.

Concurrent devices - Output pulses, especially from unipolar
devices, may adversely affect device sensing capabilities. Ifa
patient requires a separate stimulation device, either permanent
or temporary, allow enough space between the leads of the
separate systemsto avoid interference in the sensing capabilities
of the devices. Previously implanted pulse generators and
implantable cardioverter defibrillators should generally be
explanted.

Steroid use - Ithas notbeen determined whether the warnings,
precautions, or complications usually associated with injectable
dexamethasone acetate apply to the use of this highly localized,
controlled-release device.

Pregnancy - Dexamethasone acetate has been shown to be
teratogenic in manyspecies when given in doses equivalentto the
human dose. There are no adequate and well-controlled studies
in pregnantwomen. Dexamethasone acetate should be used
during pregnancy only ifthe potential benefitjustifies the potential
risk to the fetus. Studies in mice, rats, and rabbits have shown that
adrenocorticoids increase the incidence of deft palate, placental
insufficiency, and spontaneous abortions, and can decrease the
intrauterine growth rate.

Nursing mothers - Systemically administered corticosteroids
appear in human milk and could suppress growth, interfere wifri
endogenous corticosteroid production, or cause other untoward
effects in nursing infants. Because of the potential for serious
adverse reactions in nursing infants from corticosteroids, a
decision should be made whetherto discontinue nursing or to use
a non-steroidal lead, taking into account the importance of the
lead and the drug to the mother.

Handling steroid monolithic controlled release devices
(MCRDs) - Avoid reducing the amount of steroid available before
implanting the lead. Reducing the available amount of steroid may
adversely affect low-threshold performance.
* Do notallow the electrode surfaces to come in contact with
surface contaminants.
Do notwipe orimmerse the electrodes in fluid, except blood,
at the time of implant.

Bipolar pacing - Ifthe surface area of the selected anode
electrode is equal to or less than the surface area of the selected
cathode, higher pacing thresholds or anodal stimulation may
result. This lead uses 4 equal-sized electrodes; therefore, bipolar
pacing configurations may resuK in higher pacing thresholds or
anodal stimulation.

Iftherapy cannot be delivered via the LV1 electrode, the LV2, LV3,
and LV4 electrodes are available for use with specific Medtronic
devices. Refer to the appropriate Medtronic Cardiac
Resynchronization Therapy (CRT) system manual for use of
available LV lead pacing pdartty options.
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Handling the stylet- Handle the stylet with care at all times.

e To minimize the likelihood of trauma to the vein and to
maintain lead flexibility while advancing the lead through the
vein, keep the stylet withdrawn 1 to 2 cm or select a more
flexible stylet.

* Do notuse excessive force or surgical instruments when
inserting a stylet.

« Avoid overbending, kinking, or blood contact on stylets.

* Use anewstyletwhen blood orotherfluids accumulate on the
stylet. Accumulated fluids may cause damage to the lead or
difficulty in passing the stylet through the lead.

* Curving the distal end of the stylet prior to insertion into the
lead will achieve a curvature at the distal end of the lead. Do
notuse a sharp objectto imparta curve to the distal end of the
stylet.

Handling the guide wire - Handle the guide wire with care at all
times.

* Do notinsertthe proximal end of the guide wire through the
lead tip seal without using the guide wire insertion tool.
Inserting the guide wire without the guide wire insertion tool
may damage the lead.

« Dcimage to a guide wire may prevent the guide wire from
performing with accurate torque response and control and
may cause vessel damage. For additional information about
vessel damage and other potential adverse events, refer to
the technical manual packaged with the appropriate guide
wire.

« Ifthe distal end of the guide wire becomes severely kinked or
twisted, itmay be difficult to withdraw itback through the lead.
Therefore, if Neere is an indication that the distal end of the
guide wire has become damaged, or if there is significant
resistance in guide wire passage, remove the lead and guide
wire together as a unit. Remove the guide wire from the lead
and inserta new guide wire intothe lead. Do notuse excessive
force to retract the guide wire from the lead.

Referto the product documentation packaged with the guide
wire for additior”™ information.

Handling the lead - Handle the lead with care at all times.

* Ruststylets are notrecommended with this lead due to the
risk of conductor coil or insulation perforation.

* |Ifa styletis used for lead positioning, use only the stylets
packaged with the lead or in a stylet kit (downsized knob).
Other stylets may extend beyond the lead tip causing patient
injury.

« |Ifthe lead is damaged, do notimplant it. Return the lead to a
Medtronic representative.

e Protectthe lead from materials that shed particles such as lint
and dust. Lead insulators attract these particles.

* Handle the lead with sterile surgical gloves that have been
rinsed in sterile water or a comparable substance.

« Donotseverely bend, kink, or stretch the lead.

e Donotusesurgical instrumentstograsp thelead orconnector
pin.

e Do notimmerse leads in mineral oil, silicone oil, or any other
liquid, except blood, at the time of implant.
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* Use an anchoring sleeve with all leads. Ensure that the
anchoring sleeve is positioned dose to the lead connector
pin, to preventinadvertent passage ofthe sleeve into the vein.
Ifitis necessary to wipe the lead before insertion, ensure that
the anchoring sleeve remains in position.

Do notforce the guide catheter or leads if significant
resistance is encountered. Use of guide catheters or leads
may cause trauma to the heart.

Chronic repositioning or removal of a lead - chronic
repositioning or removal of leads may be difficult because of
fibrotictissue development. The dinit”™ studywas notdesigned to
evaluate the removal of left ventricular leads from the coronary
venous vasculature. Ifalead must be removed or repositioned,
proceed with extreme caution. Return all removed leads to
Medtronic.

e Rust stylets are not recommended with this lead due to the
risk of conductor coil/insulation perforation.

« Verifylead length on the lead label on the connectortochoose
an appropriate stylet kit (downsized knob) length when
repositioning. Always choose a stylet kit (downsized knob)

3 cm shorter than the lead length. For example, choose a
stylet kit (downsized knob) vtrith stylets 75 cm long br a lead
78 cm long.

* Lead removal may result in avulsion of the endocardium,
valve, orvein.

« Lead junctions may separate, leaving the lead tip and bare
wire in the heart or vein.

« Chronic repositioning may adversely affect Hie low-threshold
performance of a steroid-eluting lead.

e Cap abandoned leads to avoid transmitting electrical signals.

* Forleadsthathave been severed, seal the remaining lead end
and suture the lead to adjacent tissue.

« Ifalead is removed and repositioned, inspectitcareblly for
insulator or conductor coil damage before repositioning.

Magnetic resonance Imaging (MRI) - An MRI is a type of
medical imaging that uses magnetic fields to create an internal
view of the body. Ifcertain criteria are met and the warnings and
precautions provided by Medtronic are followed, patients with an
MR Conditional device and lead system are able to undergo an
MRI scan; for details, refer to the MRI technical manual that
Medtronic provides foran MR Conditional device.

Diathermy treatment (Including therapeutic ultrasound) -
Diathermy is a treatment that involves the therapeutic heating of
body tissues. Diathermy treatments include high frequency, short
wave, microwave, and therapeutic ultrasound. Except for
therapeutic ultrasound, do not use diathermy treatments on
cardiac device patients. Diathermy treatments may result in
serious injury ordamage to an implanted device and lead system.
Therapeutic ultrasound (including physiotherapy, high intensity
therapeutic ultrasound, and high intensity focused ultrasound), is
the use of ultrasound at higher energies than diagnostic
ultrasound to bring heat or agitation into the body. Therapeutic
ultrasound is acceptable if treatmentis performed with a minimum
separation distance of 15 cm between the applicator and the
implanted device and lead system, as long as the ultrasonic beam
is pointing away from the device and lead system.
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External defibrillation and cardioversion - External
defibrillation and cardioversion are therapies that deliver an
electrical shock to the heartto convert an abnormal heart rhythm
to a normal rhythm.

Medtronic cardiac devices are designed to withstand exposure to
external defibrillation and cardioversion. While damage to an
implanted system from an external shock is rare, the probability
increases with increased energy levels. These procedures may
also temporarily or permanently elevate pacing thresholds or
temporarily or permanently damage the myocardium. If external
defibrillation or cardioversion are required, consider the following
precautions:
* Use the lowest dinically appropriate energy.
* Position the patches or paddles no closer than 15 cm to the
device.
* Position the patches or paddles perpendicularb the device
and lead system.
= Ifan external defibrillation or cardioversion is delivered within
15cm ofthe device, use a Medtronic programmer to evaluate
the device and lead system.

Connectorcompatibility - Although Medtroniclead connectors
conform to International Connector Standards, this lead has not
been tested for use with non-Medtronic devices. The known
potential adverse consequences of using such a combination
may include undersensing of cardiac actilrity, failure to deliver
necessary therapy, or an intermittent electrical connection.

5 Potential adverse events

The following are known potential adverse events associated with
the use of this product:

Air embolism

Avulsion or other damage to the endocardium, valve, or vein
Cardiac dissection or perforation

Cardiac tamponade

Coronary sinus dissection

Death

Endocarditis or pericarditis

Erosion through the skin

Extracardiac muscle or nerve stimulation
Fibrillation or other arrhythmias

Heart block

Heart wall or vein wall rupture
Hematoma/seroma

Infection

Lead conductor fracture or insulation failure
Lead dislodgement

Myocardial irritability

Myopotentlal sensing

Pericardial effusion or rub

Pneumothorax

Rejection phenomena (local tissue reaction, fibrotic tissue
formation)

Threshold elevation or exit block
Thrombosis

Thrombotic embolism



Additional potential adverse events related to the lead and the
programmed parameters include the following;

Potential adverse
event

Lead disiodgement™

Lead dislodgement™

Lead conductor frac-
ture

Lead conductor insu-
lation failure

Threshold elevation
or exit block

Indicator of poten-
tial adverse event

Intermittent or contin-
uous loss of capture
or LVEGM signal
integrity (including
sensing)®
Intermittent or contin-
uous oversensing

Intennittent or contin-
uous loss of capture
or LV EGM signal
integrity (including
sensing]®
Intermittent or contin-
uous loss of capture
or LV EGM signal
integrity (including
sensing)®

Loss of capture®

Corrective actions
to consider

Reprogram the LV
pacing polarity.
Reposition the lead.

Reprogram the LV
pacing polarity.
Reposition the lead.
Replace the lead.
Reprogram the LV

pacing polarity.

Replace the lead.
Reprogram the LV

pacing polarity.

Adjust the implanta-
ble device output.
Reprogram the LV
pacing polarity.
Replace or reposition
the lead.

~Transient loss of capture or LV EGM signal integrity (including sensing)
may occur following surgery until lead stabilization takes place. If
stabilization does not occur, lead dislodgement may be suspected.

Implant techniques that may damage the lead include the

following techniques:

Implant techniques
that may damage
the lead

Forcing the lead
through the intro-
ducer/delivery system

Use of too medial of
an approach with
venous introducer
resulting in clavicle
and first rib binding

Using too stiff a stylet

Entrapping the lead in
the soft tissue when
using subclavian
introducer approach

Possible effects on
the lead

Electrode, conductor
coil, or insulation
damage

Conductor coil frac-
ture, insulation dam-
age

Conductorcoil/insula-
tion perforation

Conductor coil frac-
ture, insulation dam-
age
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Corrective action to
consider

Replace the lead.

Replace the lead.

Replace the lead.

Replace the lead.

Implant techniques
that may damage
the lead

Advancing the lead

through the non-coro-

nary central access
veins without the
stylet or guide wire
fully inserted

Inserting the proximal
end of the guide wire
through the lead tip

seal without using the

Possible effects on
the lead

Tip distortion or insu>
lation perforation

Lead tip seal damage
or conductor
coil/insulation dam-
age

Corrective action to
consider

Replace the lead.

Replace the lead.

guide wire insertion
tool

6 Implant procedure

Warning; Before implanting a SureScan s”~tem, consider the
risks associated with removing previously implanted leads.
Abandoned leads or previously implanted leads nottested for MRI
compatibility compromise the /N ility to safely scan the SureScan
system during MRI scans.

Warning; Do not force the guide catheter or lead if significant
resistartce is encountered. Use of guide catheters or leads may
cause trauma to the heart.

Toimplantthe Attain Stability Quad MRI SureScan 4796 LV lead in
a selected cardiac vein, a compatible delivery system is required,
such as a Medtronic delivery system. A compatible delivery
system indudes aguide catheterand eithera hemostasisvalve or
an introducer valve that can be removed or that allows passage
over the lead connector. Contact a Medtronic representative for
further information regarding compatible delivery systems.

Proper surgical procedures and sterile techniques are the
responsibility of the medical professional. The following
procedures are provided for information only. Some implant
techniques vary according to physician preference and the
patient's anatomy or physical condition. Each physidan must
apply the information in these instructions according to
professional medical ti'aining and experience.

6.1 Placing the right ventricular lead

When deciding which ventricular lead to place first, consider the
ease of coronary sinus cannulation and the need for backup
pacing.

6.2 Preparing the delivery system

Prepare the delivery system for lead impleintation according to the
instructions in the product documentation packaged with the
delivery system.

English 7



6.3 Venous access

Warning: Backup pacing shouid be readiiy avaiiabie during

impiant. Use of the delivery system or ieads may cause heart

biock.

1. To access the subciavian vein, use a preferred method

based on professionai experience.
Caution: Certain anatomicai abnormaiities, such as thoracic
outlet syndrome, may precipitate pinching and subsequent
fracture of the lead.
Caution: Insertion should be done as far lateral as possible
to avoid clamping the lead body between the clavicle and the
first rib (Figure 1).

Figure 1.

1 Example entry site

2. Introduce a J-shaped introducer guide wire and
percutaneous introducer sheath.

3. Introduce the guide caNeeter assembly to access the
coronary sinus.

See the delivery system product documentation for additional
information.

6.4 Obtaining venograms

Before placing a lead in the coronary sinus, obtain venograms.
Venograms are recommended to assess a route for passage and
a site for final placement based on the size, shape, location, and
tortuosity of the veins. Also, venograms may be useful in
identifying suspected coronary sinus trauma. For information on
obtaining a venogram by using a venogram balloon catheter, see
the product documentation packaged with an appropriate
venogram balloon catheter.

6.5 Inserting the lead into the delivery system

Warning: Ifa styletis used for lead positioning, use only the

stylets packaged with the lead or Ina stylet kit (downsized knob).
Always use a styletthat is 3 cm shorter than the lead length listed
on the 1S4 connector label. Other stylets may extend beyond the
lead tip causing injury or perforation of the cardiac vein or heart.

Warning: Do notforce the lead if significant resistance is

encountered during lead passage. The use of guide catheters or
leads may cause trauma to the heart.
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Caution: Use care when handling the lead during insertion.

« Do not severely bend, kink, or stretch the lead.

Do notuse surgical instrumentsto grasp the lead orconnector
pin.

e Ifusing a self-sealing hemostasis valve, use a transvalvular
insertion tool (TVI tool) to allow safe passage of the lead and
helix into the delivery system.

e Ifusing a Medtronic integrated valve system, rotate the helix
counterclockwise to allow safe passage of the helix when
inserting the lead into the delivery system.

The following steps may be used to insert the lead:

1. Inserta straightstylet ora guide wire into the lead to vary the
shape of the distal end of the lead.
Note: When a styletis fully inserted, the distal tip of the stylet
does not reach Nee distal tip of the lead.

2. Insert the lead into the delivery system. See the delivery
system product documentation for additional information.

6.6 Lead placement

The Attain Stability Quad MRI SureScan 4798 LV lead can be
placed with the aid of aguide wire, a stylet, an inner catheter, oran
inner catheter plus a guide wire or a stylet.

Stylet delivery - Ifthe patient’s anatomy features gentle vein
angulation off the coronary sinus and the cardiac vein branch is
not tortuous (Figure 2), a stylet may be used for lead delivery.

Figure 2.

1 Coronary sinus
2 Cardiac vein

Guide wire delivery-Ifthe patient'sanatomyfeaturesacute vein
angulation off the coronary sinus and Nee cardiac vein branch is
tortuous (Figure 3), a guide wire may be used for lead delivery.



Figure 3.

1 Tortuous cardiac vein branch with gentle angulation from the
coronary sinus

2 Tortuous cardiac vein branch with acute angulation from the coronary
sinus

6.7 Placing the lead using a stylet

Warning: Do notforce the lead if significant resistance is
encountered during lead passage.

Warning: To minimize the likelihood of trauma to the vein and to
maintain lead flexibility while advancing the lead through the vein,
keep the styletwithdrawn 1to 2 cm or select a more flexible stylet.

Caution; Do notuse a sharp object to impart a curve to the distal
end of the stylet. Imparting a curve to the styletcan be
accomplished with a smooth-surface, sterile instrument

(Figure 4).

Figure 4.

Note; Ifitis difficult to advance the stylet around a bend, consider
using a different stylet. More flexible stylets are recommended for
tortuous anatomies. Firmer stylets are recommended where
additional support is needed.

There are many techniques that may be used to advance the lead
into a cardiac vein using a stylet. The choice oftechnique is left to
the discretion of the physician.

6.8 Placing the lead using a guide wire

Warning; Do notinsertthe proximal end of the guide wire through
the lead tip seal without using the guide wire insertion tool.
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Inserting the guide wire withoutthe guide wire Insertion toot could
damage the lead tip seal or the conductor coil or insulation.

Warning: Damage to a guide ynre may prevent the guide v/ire
from performing with accurate torque response and control and
may cause vessel damage. For additional information about
vessel damage and other potential adverse events, refer to the
technical manual packaged with the appropriate guide wire.

Caution: Use care when positioning the guide wire. Refer to the
product documentation packaged with the guide wire for
additional information.

Notes:

e Medtronic recommends using guide wires 0.36 mm to
0.46 mm in diameter. Contact a Medtronic representative for
further information about recommended guide wires.

e Crxisider soaking the guide wire in a heparin solution before
insertion to minimize the risk of thrombus formation during
use.

e Ifyou are using an Attain Hybrid guide wire, the procedure for
preparing the guide wire for use differs from other guide wires
because of the attached proximal knob.

Use the following steps to prepare the guide wire for use;

1. Select a guide wire.

Ifthe patienthas tortuous anatomy, a more flexible guide wire
is recommended. If additional supportis needed, use a
firmer guide wire.

Ifyou are using an Attain Hybrid guide wire, the steps
involving the insertion tool (Step 2 through Step 4) do not
apply.

2. Insertthe guide wire into the lead by placing the distal
(flexible) end of the guide wire into the lead connector pin
using the guide wire insertion tool included in the package
(Figure 5). To preventthe lead from dislodging from the guide
wire insertion tool, grasp the lead and guide wire insertion
tool firmly between thumb and forefinger.

Caution; Tominimize the risk ofdamaging the guide wire, be
sure thatthe flexible section of the guide wire is fully inserted
into the lead before removing the guide wire insertion tool
from the lead.

Note: Be sure to remove the guide wire insertion tool before
lead implant.

Figure 5.

0

1 Guide wire
2 Lead connector pin

3. Disengage the guide wire insertion tool from the lead
connector pin.

English 9



4, Remove the guide wire insertion tool by sliding the tool off the
end of the guide wire.
5. Position the guide wire steering handle (Rgure 6):
For an Attain Hybrid guide wire, preload the guide wire
steering handle onto the guide wire before loading the guide
wire into the connecter pin on the proximal end of the lead.
For other guide wires:
a. Advance the guide wire steering handle overthe proximal
(rigid) end of the guide wire.
b. Tighten the guide wire steering handle onto the guide
wire near the lead connector pin.

Figure 6.

© .I}I

\%

1 Guide wire steering handle
2 Lead connector pin

30>

6. Attach the guide wire dip to the guide wire and secure it
within the sterile field. Medtronic recommends securing the
guide wire clip to the patient’s sterile surgical drape.

As an alternate approach in situations where the guide wire is
already Inplace, the lead can be loaded over the guide wire using
the guide wire Insertion tool.

Insert the guide wire into the lead by placing the proximal (rigid)
end of the guide wire into the distal lead tip using the guide wire
insertion tool included in the package (Figure 7).

Notes:

* There may be slight resistance as the guide wire passes
through the lead tip seal.

e Grasp the lead and guide wire insertion tool between your
thumb and forefingerto preventthe lead from dislodging from
the guide wire insertion tool while you are inserting the guide
wire.

* Besuretoremove the guide wire insertion tool, through the slit
in the guide wire insertion tool, before lead implant.

Figure 7.

1 Guide wire
2 Lead distal tip

Warning: Do not force the lead if significant resistance is
ertcountered during lead passage.

Caution: Ifthe distal end of the guide wire becomes severely
kinked ortwisted, it may be difficultto withdraw itback through the

10 English

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

lead. Therefore, ifthere is an indication that the distal end of the
guide wre has become damaged, or if there is significant
resistance in guide wire passage, remove the lead and guide wire
together as a unit. Remove the guide wire from the lead and insert
a new guide wire into the lead. Do not use excessive force to
retract the guide vrire from the lead.

Notes:

« Ifthe lead is notadvancing, or ifthe lead and guide wire seem
to be sticking together, there may be thrombus on the guide
wire atthe lead tip. Remos” and inspect the lead and guide
wire. Consider using a new guide wire. Reinsert the lead and
the guide wire as described in previous steps.

« |Ifitis difficult to advance the guide wire around a bend,
consider using a different guide wire. More flexibie guide
wiresare recommended for tortuous anatomies. Firmer guide
wires are recommended where additional supportis needed.

There are many techniques that may be used to advance the lead
into a cardiac vein using a guide wire. The choice of technique is
left to the discretion of the physician.

6.9 Fixating the iead

Use the following steps to fixate the lead using the guide wire. If
fixation is unsuccessful, consider using the J*shaped stylet.

1. When the lead tip is at the desired location, advance the
guide wire as distal as possible into the vein. (If using the
J-shaped stylet, remove the guide wire or straight stylet and
advance tiie J-shaped stylet into the lead until it bottoms.) If
shaping your own stylet or guide wire, the curve of the stylet
should line up with the helix.

Caution: Ifthe lead tip is wedged during fixation, it may

prevent fixation of the lead, become difficult to withdraw the

guide wire or stylet back through the lead, orbecome difficult
to unfixate the lead.

2. Use fluoroscopy to ensure thatthe helixis distal to, and away
from, the catheter tip.

3. Rotate the lead body clockwise multiple times until torque is
felt. Hold in position to fixate the helix to the vessel vrail.

4. When released, look for counterrotation of the connector,
which indicates correct fixation of the helix.

5. Verify fixation by using fluoroscopy:

a. Withdraw the guide wire (orstylet) inside the inner lumen
away from the helix. Gently push the iead body forward
while holding the catheter in place. Look for slack (loop)
in the lead body between the catheter and the helix (if
fixed).

b. Gently pullonthe lead connector. Look forthe catheter to
move forward (if fixed) or forthe lead tip to move back (if
not fixed). If excessive force is applied to the lead, the
helix may become deformed and the fixation of the helix
may be compromised.

6. Ifthelead is notfixated, position the lead again in the desired
location and repeat steps 1-6.



7. Iffixation is unsuccessful, remove the lead and inspect the
helix for potential blood clot or helix damage.

8. Ifthe helix is damaged, replace the lead and restart the
procedure.

6.10 Taking electrical measurements

The Attain Stability Quad MRI SureScan 4798 LV lead was
designed to provide pacing via selectable electrodes. The 16
available pacing polarities are shown in Figure 6.

Figure 6.

1 Extended bipolar pacing polarities
2 Bipolar (reversible) pacing polarities%

Extended bipolar pacing is available using this lead in
combination with a compatible CRT-D system and RV
defibrillation lead. The 4 available pacing polarities include:

e LVItoRVcoil
e LV2toRVcoil
e LVatoRVcoil
e LV4toRVcoil

Bipolar pacing is available using this lead in combination with a
compatible CRT-D system. The polarity of each of the 6 electrode
pairscan be reversed toyield a total of 12 bipolar pacing polarities:

e LV1 tolLV2, LV2to LV1

e LV1tolLV3,LV3tolLV1

e LV1 to LV4, LV4 to LV1

e LV2toLV3, LV3toLV2

e LV2toLV4, LV4toLV2

e LV3toLV4. LV4toLV3
Note: ifyou are monitoring the LV EQM signalwhenthe LV2to
LV3 or LV3to LV2 pacing polarity is selected, the signal
amplitude may be attenuated compared to other pacing
configurations such as LV1 to RVcoil. This signal attenuation
is an expected characteristic of the
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Attain Stability Quad MRI SureScan 4798 LV lead with the
short spacing between elech'odes LV2 and LV3.

Caution: Before taking electrical or defibrillation efficacy
measurements, move objec;ts made of conductive materials, such
as guide wires or stylets, away from all elecb'odes.

Note: Before taking electrical measurements, itis recommended
thatyou retract the stylet or guide wire, inside the lead lumen, to a
point proximal of all electrodes. This action allows the lead tip to
resume its normal shape, enabling appropriate electrode-tissue

contact to occur.

The AccuRead 2.0 analyzer cable interface tool is used to
facilitate accurate electrical measurements during implant.

Caution; Use the AccuRead 2.0 cable interface tool when
connecting analyzer cable terminals to the lead connector. This
tool enables you to take accurate electrical measurements at
implant while reducing the risk of connector damage, electrical
bridging, or electrical shorting. The potential for connector
damage, bridging, orshorting is due to variations in analyzer cable
terminals and due to the width and proximity of the contacts (rings
and pin) on the 1S4 connector.

Use the following steps to take electrical measurements:

1. Ensurethatthe lead connectoris inserted into the AccuRead
2.0 tool completely. Ifthe AccuRead 2.0 tool is property
attached, the connector pin is accessible (see Figure 9).

Figure 9.

2. Attach a surgical cable to the lead connector. Use the
AccuRead 2.0 cable interface tool to guide the alignment of
Nee cable clips with the contacts on the lead connector. The
tool helpstoensure thataccurate readings are obtained. See
the lead drawing in Chapter 7 for information about the
alignment of the lead connector contacts with the lead
electrodes.

3. Use an implantsupportinstrument, such as a pacing system
analyzer, for obtaining electrical measurements. For
information about the use of the implant supportinstrument,
consult the product documentation for that device.
Satisfactory lead placementis indicated by low stimulation
thresholds and adequate sensing of intracardiac signal
amplitudes.
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Notes: Figure 10.

* A low stimulation threshold provides a desirable safety
margin, allowing fora possible rise in thresholds that may
occur wiNein 2 months following implant.

* Adequate acute LV EGM signal amplitudes ensure that
the lead is properly sensing intrinsic cardiac signals.
Minimum signal requirements depend on the sensitivity
capabilities of the device. Acceptable acute signal
amplitudes for the lead must be greater than the
minimum device sensing capabilities. Be sure to include
an adequate safety margin to account for lead maturity.”™

Table lsRecommended measurements at implant”™
Measurement recommended Left ventricle
Maximum acute stimulation thresholds”™ 3.0V
Minimum acute LV EGM signal amplitude 4.0 mv=

MAssuming 500 O resistance.

At a pulse width setting of 0.5 ms.

°The LV EGM signal amplitude for the LV2 to LV3 and LV3 to LV2 pacing

polarities may be attenuated compared to other pacing polarities such as

LV1 to RVcoil.

4. Ifelectrical measurements do not stabilize to acceptable
levels, it may be necessary to reposition the lead and repeat
the testing procedure.

5. Check for phrenic nerve stimulation by pacing at 10V and a
pulse width setting greater than 0.5 ms. Then observe for
diaphragmatic contracting either by fluoroscopy or direct
abdominal palpitation. Further testing may include patient
positional changes to simulate upright chronic conditions. If
phrenic nerve stimulation occurs, reduce the voltage until a
phrenic nerve stimulation threshold is determined. Phrenic
nerve stimulation may necessitate changing the pacing
polarity or repositioning of the lead.

6. The AccuRead 2.0 tool may be removed from a guide wire or
stylet using the slit on the side of the tool (see Figure 10).

1 Removing the AccuRead 2.0 tool from the connector pin
2 Removing the AccuRead 2.0 tool from the stylet using the slit on the
side of the tool

6.11 Repositioning a fixated lead

Warning: Do not pull on the lead while rotating the lead
counterdockwise to prevent the helix from becoming entangled
with the tissue.

Caution: Ensure friat the guide wire is fully inserted while
repositioning the lead.

Use the following steps to reposition a fixated lead:

1. Ifitis desired to reposition the fixated lead, use fluoroscopy
and advance the guide wire as distal as possible into the
vein. When using a stylet for placing the lead, advance the
stylet folly into the lead.

2. Carefullyadvance the guide catheteras dose as possible to
the fixated helix.

3. Without applying tension on the lead body, rotate the lead
body counterdockwise multiple times and hold the lead
connectorto allow time for the torque to fransfer to the helix.

3 The LV EGM signal amplitude for the LV2 to LV3 and LV3 to L.V2 pacing polarities may be attenuated compared to other pacing polarities such as LV1 to RVcoil.
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4. Gently pull the lead back. Ifthe lead does not move with
gentle pulling, repeat step 3. Ifexcessive force is applied to
the lead, the helix may become deformed and the fixation of
the helix may be compromised.

5. To reposition the lead, repeat the procedure, Section 6.9

6.12 Removing the guide catheter from the iead

Note: Ifan Attain Hybrid guide wire was used for placement of the
lead, go to Step 2. Itis not necessary to replace the Attain Hybrid
guide wire with a stylet for catheter removal.

Once the lead is in the final position, remove the guide catheter
from the lead:

1. Ifused, remove the guide wire and guide wire insertion tool.
Replace the guide wire with a straight stylet (dovmsized
knob). Insert the straight stylet into the lead to the
mid-coronary sinus.

2. Remove the guide catheter from the lead. See the delivery
system product documentation for details.

Note: For Medtronic slittable delivery systems, use a slitter
compatible with a 1.47 mm (4.4 Fr) to 1.77 mm (5.3 Fr) iead
body.

3. Carefully and completely remove the stylet or Attain Hybrid
guide wire. When removing the stylet, grip the lead firmly
close tothe distal end of the connector pin; gripping the lead
atthis location helps prevent possible lead tip dislodgement.

4. Ensurethatthe lead connectoris inserted into the AccuRead
2.0 analyzer cable Interface tool and then repeat the
electrical measurements. See Section 6.10, ‘Taking
electrical measurements”, page 11.

6.13 Anchoring the lead

Caution; Use care when anchoring the lead.

* Use only nonabsorbable sutures to anchor the lead.

Do not attempt to remove or cut the anchoring sleeve.

* Do notuse the anchoring sleeve tabs for suturing.

* During lead anchoring, take care to avoid dislodging the
lead tip.

Do notsecure sutures so tightly that they damage the vein,
lead, or anchoring sleeve (Rgure 11).

* Do nottie a suture directly to the lead body (Figure 11).

Figure 11.

Anchor the lead using all 3 grooves;
1. Position the anchoring sleeve against or near the vein.
2. Secure the anchoring sleeve to the lead body by tying a
suture firmly in each of the 3 grooves (Figure 12).
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Figure 12.

3. Use atleast 1 additional sufore in 1 of the grooves to secure
the anchoring sleeve and lead body to the fascia.

6.14 Connecting the lead

Caution: Before connecting the lead to the device, always remove
implanttools such as a stylet, guide wire, or AccuRead 2.0 cable
interface tod. Failure to remove Implant tools may result in lead
failure.

Connectthe lead to an implantable device.

1. Insertthe lead connector into the device connector block.
Consult the product documentation packaged with the
implantable device for instructions on proper lead
connections.

2. Take electrical measurements through the device.

6.15 Placing the device and lead into the pocket

Caution: Use care when placing the device and leads into
the pocket.
e Ensure thatthe leads do notleave the device at an acute
angle.
e Do notgrip the lead or device with surgical instruments.
* Do notcoil the lead. Colling the lead can twist the lead body
and may result Inlead dislodgement (Figure 13).

Figure 13.

Use the following steps to place the device and leads into the
pocket:
1. Topreventundesirable twisting of the lead body orbending of
the lead body atan acute angle, rotate the device towrap the
excess lead length loosely (Figure 14).
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Figure 14.

2. Insertthe device and leads into the pocket.
3. Before closing the pocket, verify sensing, pacing,
cardioversion, and defibrillation efficacy.

6.16 Post-implant evaluation

After implant, monitor the patient’s electrocardiogram until the
patientis discharged. Ifa lead dislodges, itusually occurs during
the immediate postoperative period.

Recommendatons for verifying proper lead positioning include
x-rays, and pacing and sensing threshold measurements.

Inthe event of a patient death, explant all implanted leads and
devices and return them to Medtronic with a completed Product
Information Report form. Call the appropriate phone number on
the back cover if there are any questions on product handling
procedures.

6.17 Extraction procedure

Warning: Do not pull on the lead while rotating the lead
counterclockwise to prevent the helix from becoming entangled
wiNe the tissue.

Caution: Ensure that the guide wire is fully inserted while
extracting the lead.

Note: Before attempting to extract a lead, ensure that the
appropriate extraction tools are available.

Note: If Method A is not successful, follow the instructions for
Method B.

Method A

1. Inserta guide wire or stylet fully into lead.

2. Without appiying tension on the lead body, rotate the lead
body counter-clockwise multiple times. While rotating the
lead body counter-clockwise, hold the lead connector to
allow the torque to transfer to the helix.

3. Observe the lead tip under fluoroscopy. Movement of the
lead tip indicates that the helix is disengaged.

4. Gently pull the lead back. Ifthe lead does not move with
gentle pulling, repeat step 2.

Method B
1. Inserta locking styletinto the lead and all of the way beyond
the helix.
2. Gently pull the lead back. As tension is applied the helix
begins to straighten and elongate.
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7 Specifications
7.1 Specifications

Parameter

Serial number prefix

Type

Chamber paced

Length

Connector

Material Conductor;
Insulators:
Electrodes:

Connector pin:
Connector
rings:

Molded tip
seal:

Helix:

Electrode configuration

Diameter Lead body;

Electrodes:
Spacer
between elec-
trodes LV1

(distal) and
Lv2:

Spacer
between elec-
trodes LV2and
Lv3:

Spacer
between elec-
trodes LV3and
LV4 (proxjmétl);
Helix diame-
ter:

Medtronic delivery sys-
tem (recommended
inner diameter)
Diagnostic guide wire
(recommended diame-
ter)

Electrode surface area

Electrode LV1
(distal) to LV2;

Distance between elec-
trodes

4798
QFX

Quadripolar elec-
trode

Left ventricle
78 cm. 88 cm
1S4-LLLL

25% Ag-core-
MP35N

Polyurethane (outer)
Sl-polyimide (SI-PI)
(innen®

Platinum iridium
alloy with titanium
nitride coating

MP35N
MP35N

Silicone rubber

Platinum iridium
alloy

Radiused, titanium-
nitride-coated, ste-
roid-eluting

1.47 mm (4.4 Fr)
1.70 mm (5.1 Fr)
1.30 mm (3.9 Fr)

1.57 mm (4.7 Fr)

1.30 mm(3.9Fr)

1.87 mm (5.6 Fr)
maximum

1.90 mm (5.7 Fr)

0.36 mmto 0.46 mm

5.8 mm™
21 mm



Paramotar 1798
Eloctrode L2  1.3mm
to Lva:
Electrode LV3 21 mm
o L4 (proxi-
mad):
Eloctrode LV 10mm
10 helix #ip:
Nominal helix gap 0.25 mm
Contduotor recisiance v 2250 (?8cm)
24 15 0 (88 om}
vz 1924 0 {78 o)
21250 (88 cm)
(Mx) 1844 O (78 om)
21 +4Q (88 cm)
Lva 17 +4 O (78 om}
20 o4 O3 (88 cm)
Stesoid Oexamethasone
acetate
Combined total of sterold <1.0mg
Sterold binder  Siicone rubbar
*Technology developad by NASA.
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7.2 Specifications drawing
Figure 15.

1 Electrode LV1 (the distal elecirode): nominally 5.8 mm? geomeiric
pacing surface ared

2 Eloctrode LV2: nominally 5.8 mm? geometric pacing surface arsa

3 Elactroda LV3: nominally 5.8 mim? geometric pacing surface area

4 Helix assembly

5 Elactrode1V4 (the proximal electrode): nominally 5.8 mm? geometic
pacing surface area

8 Anchoring sleeve
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7 1S4 connector
8 Contact LV4
9 Contact LV3
10 Contact LV2
11 Contact LV1

8 CE mark of conformity

The following CE mark of conformity applies to the Model 4798
lead.

CC0123

2017

9 Explanation of symbols on package labeling

Refer to the package labels to see which symbols apply to this
product.

Table 2. Explanation of symbols on package labeling

Symbol Explanation

CE

Confoimite Europeenne (European Conformity).
This symbol means that the device fully complies
with applicable European Union acts.

Do not use if package is damaged

Do notreuse

Temperature limitation

STERILE IEO

an

Sterilized using ethylene oxide

Consult instructions for use at this website
Date of manufacture

tJ Manufacturer

Use by

Reorder number

REF

16 English
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Table 2. Explanation of symbols on package labeling (continued)
Symbol Explanation

Authorized representative in the European Com-
munity

SN Serial number

EC REP

Open here

Package contents

Product documentation

Accessories

Inner diameter

O+ 3

Catheter delivered over the wire

Catheter

Lead

Transvenous cardiac vein pacing lead

Pace

Sense

Steroid-eluting DXAC (dexamethasone acetate)

SureScan logo
SureScan

MR Conditional



10 Medtronic warranty

For complete waranty information, see the accompanying
warranty document.

11 Service

Maedironic highly trained representatives and engineers
located the world to serve you and, upon request, i
provide training to qualified personnel in the use of

mwamwmw«m
listed on the back cover.
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1 Descripcion

El cable VI intravenoso con electrode tetrapolary dilucion de
esteroides implantado mediante una gula
Attain Stability Quad MRI SureScan 4798 de Medtronic esta
disenado para estimuladon a travds de un vena cardiaca. Se ha
probado el cable para utilizarse en el entorno de imdgenes por
resonancia TagnéHca (MRI). Todas las longitudes para este
modelo de cable son compatibles con MRI en condidones
especificas. Este cable contiene 4 electrodos disehados para
funclonar coto c”~todos o anodos, dependiendo de cémo se
programe la polaridad de estimuladon VI del dispositivo;
* electrode VII, el electrodo distal, colocado cerca de la punta
distal del cable
* electrodo VI2, colocado 21 mm proximal al electrodo VII
« electrodo VI3, colocado 1,3 mm proximal al electrodo VI2
* electrodo VI4, el electrodo proximal, colocado 21 mm
proximal al electrodo VI3

Asimismo, hay una h”Nlice de fijadon lateral sin actMdad electrica
colocada 10 mm proximal al electrodo VI3 para conseguir una
fijaddn activa en lavena cardiaca. Consulte la Seedbn 7.2 para
ver el diserlo del cable.

El conector tetrapolar en linea IS4-LLLL™ de Medtronic del cable
facilita la conexic” del dispositivo durante la implantacion. La
puntadeladavija de conexiontiene unabandaindicadorablanca
que puede utilizarse para confirmar visualmente la correcta
conexibn del cable al dispositivo.

Los contactos del conector se alinean con los electrodos del
cable, VII con VII, VI2 con VI2, etc.:
e contactodelconectorVI1l,ladavijade conexion, colocado en
la punta proximal del cable (se alinea con el electrodo VII)

* contacto del conector VI2, colocado distal a la davija de
conexibn VII (se alinea con el electrodo V12)

 contacto del conector VI3, colocado distal al contacto del
conector VI2 (se alinea con el electrodo VI3)

e contacto del conector VI4, colocado distal al contacto del
conector VIS (se alinea con el electrodo VI4)

Consulte la Seccibn 7.2 paraver unailustracibn de los electrodos
del cable y los contactos del conector.

La puntadistal del cable permits que una guia pase a traves de €1
para ayudar a seleccionar la vena cardiaca. La punta dispone de
una membrana de silicona que sella el lumen interior del cable
para reducir la entrada de sangre.

Cada electrodo contiene un dispositivo de liberacibn controiada
monolitico (MCRD, por sus siglas en inglbs) para la elucibn del
esteroide con el fin de reducir la respuesta inflamatoria dentro de
lavena cardiaca. Los MCRD contienen una dosis total
combinadade <1,0 mg de esteroide acetato de dexametasona. Al
exponerlos a los liquidos corporales, los MCRD diluyen los
esteroides. Los esteroides suprimen la respuesta inflamatoria
que se cree que causa las el™aciones del umbral asociadas
habitualmente a los electrodos de estimulacibn implantados.

El aislamiento exterior del cable es de poliuretanoy el aislamiento
interiores de poliamida SI (SI-PI)”. La poliimida Sl se aplicacoTo
recubrimiento al cable conductor antes del bobinado.

El cable VI Attain Stability Quad MRI SureScan 4798 puede
colocarse con ayuda de una guia, un fiador, un catbter interno, o
un cateter internomas unaguiao unfiador. Para facilKarla fijacibn
se puede utilizar un fiador en forma de J, induido en el paquete,
para ditigir la hblice hada la pared del vaso.

Para implantar el cable en la vena cardiaca selecdonada se
necesita un sistema de in)plantadbn compatible. Un sistema de
implantadbn compatible induye un catbter guiay, o bien una
valvula de hemostasia o una valvula introductora que se puedan
retirar o que permitan el paso por el conector del cable. Pbngase
en contacto con el representante de Medtronic si desea mas
informadbn sobre los sistemas de implantadbn compatibles.

1.1 Sistema SureScan de Medtronic

Se necesita un sistema SureScan completo para utllizarlo
en el entorno MRI. Un sistema de estimulacibn SureScan
complete consta de un dispositivo SureScan de Medtronic
con elnumero apropiado de cables SureScan de Medtronic.
Cualquier otra combinacibn puede suponer un peligro para
el paclente durante una exploracibn MRI.

El cable Modelo 4798 forma parte del sistema SureScan de
Medtronic. En el etiquetado de los componentes del sistema
SureScan ciparecen el logotipo de SureScan y el simbolo de

' tS4-LLU. hace referenda a la norma International Connector Standard (ISO 27t 86), por la cual se garantiza que los generadores de impulsos y cables con esta
designacidn disponen de urta interconexion mecdnica bdsica. LLLL define los contactos del conector del cable coTo de ba)ovoltaje (L).

“~Tecnologia desarrollada por la NASA.
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compatible con MRI en determinadas condidones. Para
comprobar que los componentes forman parte de un sistema
SureScan completo, visite http://www.mrisurescan.com.

Logotipo de SureScan

Simbolo compatible con MRI en determinadas condi*
clones. El sistema SureScan de Medtronic es compa-
tible con MRI en condiciones especificas y esta dise*
nado para permitirque los pacientescon undisposittvo
implantado se sometan a unaexploracion MRI bajo las
condiciones de uso de MRI especificadas.

La funcion MRI SureScan posibilita un modo de fundonamiento
en el que un padente cton un dispositivo SureScan pueda ser
explorado por un sistema de resonarx:ia magnetica mientras su
dispositivo continua propordonando la estimulacion adecuada.
Cuando la funcion MRI SureScan esta activada, se deshabilita la
deteccion de arritmias, el modo imdn y todos los diagnosticos
definidos por el usuario. Antes de reallzar una exploracion
MRI, consulte el manual tecnico de MRI del sistema
SureScan para obtener informacion importante sobre los
procedimientos, asfcoTo las advertenclas y medidas
preventivas especificas de MRI.

1.2 Contenido del envase

Los cables y los accesorios se proporcionan esteriles. Cada
envase contiene el siguiente material:

e 1cable con manguito de fijacion

* 1 herramienta para la insercion de la gu(a

= 1 pinzaparalagula

« 1 mango de direccion para la gula

« 2 fladores en formade J

« 4 fiadores adiclonales

* 2 herramientas interfase para cable de analizador AccuRead
2.0

 documentacion del producto

1.3 Descripcion de los accesorios

Deseche todos los accesorios de un solo uso de acuerdo con los
requisitos medioambientales locales.

Herramienta AccuRead 2.0 - La herramienta interfase para
cable de analizador AccuRead 2.0 gula la conexidn de los
terminales delc” le delanalizadorcon loscontactos delconector
del cable. Esta conexion facilita la realizacion de mediciones
electricas precisas durante la implantacion y previene posibles
dahos en el conector.

Manguito de fijacibn - El manguito de fijacion evita que el cable
se muevay protege el aislamiento del cable y los conductores
ante posibles dahos causados por suturas apretadas.

Pinza para gula - La pinza parala gula sujetala gula sobrante y
ayuda a protegery mantener su esterilidad.

Herramienta para la insercion de la gula - La herramienta
para la insercibn de la gula de angioplastia proporciona mayor
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control durante la insercion de esta en ladavija de conexion o la
punta del cable.

Mango de direccibn de la gula - El mango de direccibn de la
gula se utilizaunicamente con gulas de diametro iguaJ o inferior a
0,46 mm. EIm ~go de direccibn proporcionaun control adidonal
3bl3re el direccionamiento y la rotacibn de la gula.

Fiador en forma de J - Un fiador en forma de J fadlita la fijadbn
mediante el direccionamiento de la hblice hacia la pared del vaso.

Fiador - El fiador propordona rigidez adidonal y flexibilidad
controlada parailevar el cable hasta su posidbn. Cada botbn del
fiador Nevaindicado su diametro y la longitud del cable
correspondiente.

2 Indicaciones

El cable tiene aplicadbn coTo parte de un sistema de
estimulacibn biventricular de Medtronic.

3 Contraindicaciones

El cable Modelo 4798 esta contraindicado en los siguientes
casos:

Vasculatura coronarla - Este cable esta contraindicado en
pacientes con unavasculatura venosa coronaria inadecuada
paralacolocadbn del cable, talcoTo se indica en elvenograma.

Uso de esteroides - El cable esta contraindicado en pacientes
para los que pueda estar contraindicada una dosis unica de
1,0 mg de acetato de dexametasona.

4 Advertencies y medidas preventivas

Se necesita un sistema completo SureScan para utilizarlo
en el entorno MRI. Antes de realizar una exploracion MRI,
consulte el manual tbcnico de MRI SureScan para ver las
advertenclas y medidas preventivas especificas de MRI.

Nota: En el manual que se induye con el dispositivo o en el sitio
web de la Biblioteca de manuales de Medtronic
(www.medtronic.com/manuais) se proporcionan advertenclas y
medidas preventivas de procedimientos medicos que son
aplicables al sistema implantado de Medtronic.

Inspeccibn del envase estbrll - Examine detenidamente el
envase esteril antes de abrirlo:
« Siel precinto o el envase estan dahados, pbngase en
contacto con el representante de Medtronic.
* No utilice el producto pasada lafecha de caducidad.

Temperature de almacenamiento - Almacene a 25°C (77°F).
Se permiten desviaciones de estatemperature de
almacenamiento en el intervalo de 15a30°C (59a86°F). Se
permiten picos transrtorios de hasta 40°C (IOA'F) siempre y
cuando no excedan de 24 horas.
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Esterllizacibn - Medtronic ha esterilizado el contenido del
envase con oxido de etileno antes de su envio. Este producto es
vdilido para un solo uso y no se debe volver a esterilizar.

Para un solo uso - El cable y otros accesorios solo pueden
utilizarse una vez.

Equipo de desfibrilacibn externa - Deberatenerun equipo de
desfibrilacion externo a mano preparado para su uso inmediato
durante las pruebas del sistema de cables agudos, el
procedimiento de implantacidn o siempre que exista la
posibilidad de que se produzcan arritmias, ya sean espontaneas
0 inducidas intencionadamente, durante las pruebas posteriores
a la Implantacion.

Equipo allmentado por la red eléclricay medlante pilas- Un
cable Implantado forma unavia de corriente dlrecta al miocardio.
Durante la implantacion del cable y las pruebas, utilice solamente
equipos alimentados medlante pllas o equipos conectados a
tomas de corriente especificamente disehados para este fin con
el objeto de proteger al paciente ante la Hbrilaclbn que pudieran
provocar las corrientes alternas. El equipo allmentado por la red
elécNeca que se utillce cerca del paciente debera estar
adecuadamente conectado a tierra. Las clavijas del conector del
cable deberan estar alsladas de cualquier fuga de corriente que
pudiera surgir del equipo alimentado por la red electrica.

Dispositivos concurrentes - Los impulses de sallda, en
especial, los procedentes de dispositivos monopolares, pueden
afectar a las funciones de deteccibn del dispositivo. Si un
paciente necesitara otro sistema de estimulacibn, permanente o
temporal, deje espacio suficiente entre los cables de los dos
sistemas para evitar interferenclas en las funciones de detecclon
de los dispositivos. Qeneralmente deben explantarse los
generadores de impulses y los desfibriladores automaticos
implantables previamente impiantados.

Uso de esteroides - No se ha determinado si las adverterx/ias,
medidas preventivas o complicaciones que normalmente se
asoclan al acetato de dexametasona Inyectable se apiican a la
utillzacion de este dispositivo de liberacion controlada y muy
localizada.

Embarazo Se hademostrado que el acetato de dexametasona
administrado en dosis equivalentes a la dosis humane puede
tener efectos teratogenos en muchas especies. No existen
estudios suficlentes y oorrectamente comparados con mujeres
en periodo de gestacion. Se debe considerarla utillzacion del
acetato de dexametasonadurante la gestacion solosi el beneficio
potencial justifica los posibles riesgos para el feto. Los estudios
realizados con ratones, ratas 'y conejos han demostrado que los
adrenocorticoides aumentan la incidencia de fisura palatina,
insuficiencia placentariay aborto espontaneo, ademas de
disminuir el indice de aecimiento intrauterino.

Madres lactantes - Los corticoesteroides administrados porvia
sistemica estan presentes en laleche maternay podnan inhibir el
crecimiento, interferir en la produccion de corticoesteroides
endogenos o causar otros efectos perjudidales en nihos
lactantes. Debido a la posibilidad de que se produzcan
reacciones adversas graves a los corticoesteroides en nihos
lactantes, debe decidirse si se interrumpe la lactancia o se utiliza
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un cable sin dilucibn de esteroides, considerando la importancia
del cable y del farmaco para la madre.

Manipulacion de dispositivos de liberacion controlada de
esteroides monolfticos (MCRD) - Evite que disminuya la
cantidad de esteroides disponible antes de la implantacibn del
cable. La reduccibn de la cantidad de esteroides disponible
puede afectar al rendimiento de umbra) bajo.
* No permita que las superficies de los electrodos enti'en en
contacto con contaminantes de la superficie.
* No moje el electrode ni lo sumerja en ningiin liquido, con
excepcibn de la sangre, en el memento de implantarlo.

Estimulacion bipolar - Si el area superficial del eiectrodo de
anodo seleccionado es igual o inferior al area superficial del
c~todo seleccionado, puede producirse un aumento de los
umbraies de estimulacibn o estimulacibn anodal. Este cable
utiliza 4 electrodos del mismo tamaho; por consiguiente, las
configuraciones de estimulacibn bipolar pueden conllevar un
aumento de los umbraies de estimulacibn o estimulacibn anodal.

Si no se puede administrar terapia a traves del eiectrodo VI1, los
electrodos VI2, VIS y V14 estan disponibles para utilizarse con
dispositivos de Medtronic especificos. Para ver el uso de las
opciones de polaridad de estimulacibn del cable VI disponibles,
consults el manual del sistema de terapia de resincronizacibn
cardi'aca (CRT) de Medtronic correspondiente.

Manipulacion del flador - El fiador debera manipularse con
precaucibn en todo momento.

e Parareducir al mi'nimo la posibilidad de traumatismo en la
venay mantener la flexibilidad del c” le durante su avance a
lo largo de ella, mantenga el fiador retirado de 1a2 cm o
seleccione un fiador mas flexible.

* No ejerza demasiada fuerza ni utilice instrumentos
quirurgicos para insertar un fiador.

« Eltiteque los fiadores se curven o retuerzan en exceso, 0 que
entren en contacto con la sangre.

e Use un fiador nuevo cuando la sangre u otros fluidos se
acumulen en el. Los iiquidos acumulados pueden dahar el
cable o dificultar el paso del fiador a traves de bl.

* Sisecurva el extreme distal de) fiador antes de insertarlo en
el cable, se producira una curvatura en el extreme distal del
cable. No utilice ningun objeto afilado para curvar el extreme
distal del fiador.

Manipulacion de la guia - La gui'adebe manipularse con
precaucibn en todo nioTerAo.

* Noinserte el extreme proximal de la guia a traves del sello de
la puntadelcable sin utilize'la herramienta de insercibn de 1a
guia. Lainsercibn de laguiasin la herramientade insercibn de
la guia puede dahar el cable.

e Los dahos producidos en una guia pueden impedir que esta
funcione con una respuestay un control de par precisos,
ademas de causar dahos en los vasos. Si desea informacibn
adidonal acerca de los dahos en los vasos y otros posibles
efectos adversos, consulte el manual thcxiico que se induye
con la guia correspondiente.



* Siel extremo distal de la guia se retuerce o se dobla
excesivamente, podna resultar dificil volver a sacaHa a traves
del cable. Por tanto, si exists aiguna indicacion de que el
extremo distal de la gui'ase ha danado o nota gran resistencia
durante su paso, extraiga el cable junto con la gufa. Extraiga
la guia del cable e inserts una guia nueva. No ejerza una
fuerza excesiva para retirar la guia del cable.

Consulte ladocumentacion del products que se incluyecon la
guia para obtener mas informacion.

Manipulacldn del cable - El cable debera manipularse con
precaucion en todo momento.

» No se recomienda utiiizar fiadores oxidados con este cable,
dado el riesgo de perforacion de la bobina conductors o del
aislamiento.

* Sise optaporempiear un fiador paracolors el cable, utilice
unicamente los que se incluyen con elcable o en unjuego de
fiadores (cabeza de tamaho reducido). Otros fiadores
pueden sobrepasar la puntadel cable, causando lesiones al
paciente.

* Sielcable esta danado, rto lo implants. Oevuelvalo a un
representante de Medtronic.

* Proteja el cable de los materiales que desprenden particulas
coTo pelusa o polvo. Los aislantes del cable atraen tales
sustancias.

* Manipule el cable con guantes quirurgicos esteriles que
haycui sido enjuagados con agua esteril 0 una sustar>cia
equivalente.

« No flexions, retuerza ni esfire el cable de forma excesiva.

* No utilice instrumentos quirurgicos para sujetar el cable o la
clavija de conexidn.

* Nosumerjaloscablesen aceite de parafinao desiliconanien
ningOn otro liquido, a excepcidn de sangre, en el momento de
la implantacibn.

« Utilice un manguito de fijacidn con todos los cables.
Asegurese de que el manguito de fijacidn estd colocado
cerca de la clavija de conexidn del cable para evitar el paso
accidental del manguito dentro de la vena. Si fuera precise
limpiar el cable antes de insertarlo, compruebe que el
manguito de fijacidn permanece en su posicidn.

* No fuerce la introduccidn del cateter guia o los cables si se
encuentra con unaresistencia considerable. La utilizacidn de
cateteres guia o cables puede causar un traumatismo en el
corazdn.

Reposiclonamiento o extraccldn crdnicos del cable - El
reposicionamiento o la extraccldn crdnicos de los cables pueden
ser dificiles debido a la formacidn de tejido fibrdtico. El estudio
clinico no esta disenado para evaluar la extraccldn de los cables
VI de la vasculatura venosa coronaria. Si es necesario extraer o
cambiar de posicidn un cable, proceda con el maximo cuidado.
Devuelva todos los cables extraidos a Medtronic.

* No es aconsejable utiiizar fiadores oxidados con este cable
debido al riesgo de perforacidn de la bobina conductora o el
aislamiento.

e Compruebe la longitud del cable en la etiqueta del conector
del cable para elegir la longitud apropiada del juego de
fiadores (cabeza de tamafio reducido) cuando se vuelva a
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colocar el cable. Elija siempre un juego de fiadores (cabeza
de tamano reducido) cuya longitud sea 3 cm manor que la del
cable. Por “emplo, opte porunjuego de fiadores (c™~eza de
tamano reducido) de 75 cm de longitud para un cable de

78 cm.

* Laextraccldn del cable puede provocar la avulsion del
endocardio, una vaivula o una vena.

* Puedensepararselas conexiones delcable, dejando la punta
del cable y el hilo desnudo en el corazdn o en la vena.

* Elreposicionamientocrdnico puede afectarnegativamente al
rendimiento de umbral bajo de un cable con dilucidn de
esteroides.

* Tape los cables abandonados para que no transmitan
senales eldctricas.

 En caso de cables que se hayan roto, selle el extremo del
cable restante y suture el cable a los tejidos adyacentes.

* Sise extrae un cable, examinelo detenidamente paraver si
hay danos en el aislante o la bobina conductora antes de
volver a colocarlo.

Diagndstico porresonancla magnetica (MRI)-Laresonancia
magnetica es un tipo de formacidn de imagenes medicas que
utilizacampos magneticos para obtenerimdgenes del interior del
cuerpo. Si se cumplen determinados criterios y se siguen las
advertencies y medidas preventivas de Medtronic, los pacientes
con un sistema de dispositive y cable compatible con MRI en
determinadas condiciones pueden someterse a una exploracidn
MRI; si desea obtener mas informacion, consulte el manual
tecnico de MRI que Medtronic facilita para los dispositivos
compatibles con MRI en determinadas condiciones.

Tratamiento de diatermia (incluidos los ultrasonidos
terapeuticos) - La diatermia es un tratamiento que implica el
Cctlentamiento terapeutico de los tejidos corporales. Entre los
tratamientos de diatermiase induyen aitafi'ecuencia, ondacorta,
microondas y ulti'asonidos terapeuticos. A excepcion de los
ultrasonidos terapeuticos, no realice ningiin tipo de tratamiento
de diatermia en pacientes con un dispositive cardi‘aco
implantado. Los tratamientos de diatermia pueden producir
lesiones graves o danos permanentes en el dispositive y el
sistema de cables implantados. Los ultrasonidos terapeuticos
(coTo fisioterapia, ultrasonidos terapeuticos de gran intensidad y
ultrasonidos focalizados de gran intensidad) utilizan ultrasonidos
a potencies mas altas que los ulfrasonidos de diagnostico para
generar calor o agitacion en el cuerpo. Los ultrasonidos
terapeuticos son aceptables si el tratamiento se realize con una
distancia de separacion minima de 15 cm entre el aplicadory el
dispositive y el sistema de cables implantados, siempre que el
haz ultrasonico no apunte hacia el dispositive ni el sistema de
cables.

Oesfibrilacion externa y cardioversion - La desfibrilacion
externay la cardioversion son terapias que administran una
descarga electrica en el corazdn para convertlr un ritmo cardi‘aco
andmalo en un ritmo normal.

Los dispositivos cardiacos de Medtronic estan disehados para
soportar la exposicidn a desfibrilacion externay cardioversion.
Aunque es infrecuente que se produzcan danos en un sistema
implantado debido a una descarga electrica, la probabilidad
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aumenta a medida que se elevan los niveies de energia. Estos
procedimientos tambien pueden elevar los umbrales de
estimulacion o danar el miocardio de formatemporal o
permanente. Si es necesario realizar una desfibriladon externa o
cardioversion, considers las medidas preventivas siguientes;

* Utilice la energia mas baja que sea adecuada desde el punto
de vista dinico.

* Coloque los parcheso palas aunadistanciasuperiora 15cm
del dispositive.

* Coloque los parches o palas perpendiculcires al dispositivo y
al sistema de cables.

* Sise administra una desfibriladon externa o cardioversion a
menos de 15 on de distancia del dispositivo. utilice un
programador de Medtronic patraevduar el dispositivo y el
sistema de cables.

Compatibllldad de los conectores - Aunque los modules de
conectores de dispositivos de Medtronic se ajustan a normas
internacionales para conectores, este dispositivo no ha sido
evaluado para su uso con cables no fabricados por Medtronic.
Entre las posiblesconsecuendas adversasconoddas deluso de
dicha combinacion se incluyen, entre otras, la subdeteccion de la
actividad cardiaca, la incapacidad de administrar la terapia
necesaria o una conexion electrica inteimitente.

5 Posibles eventos adversos

A continuacion se ofrece una lista de los posibles efectos
adversos conocidos asociados al uso de este products:

Embolia gaseosa

Avulsion n otros dahos en el endocardio, la valvula o la vena
Diseeddn o perforadon cardiaca

Taponamiento cardiaco

Diseccidn del seno coronario

Muerte

Endocarditis o pericarditis

Erosidn atraves de la piel

Estimulacion muscular o nerviosa extracardiaca
Fibrilacion u otras arritmias

Bloqueo cardiaco

Rotura de la pared cardiaca o de la pared venosa
Hematoma/seroma

Infecdon

Rotura del conductor del cable o fallo del aislamiento
Desplazamiento del cable

Irritabilidad miocardica

Detecdon de miopotenciales

Derrame o roce pericardico

Neumotorax

Fenomenos de rechazo {reaccion del tejido local, formadon
detejido fibrotico)

Elevacion del umbral o bloqueo de salida

Trombosis

Embolia trombotica

Otros posibles efectos adversos reladonados con el cable y los
parameb'os programados induyen los siguientes;
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Posible efecto
adverse

Desplazamiento del
cable*

Desplazamiento del
cable*

Rotura del conductor
del cable

Ilo del aislamiento
del conductor del
cable

Elevacion del umbral
o bloqueo de salida

Indicador de posi-
ble efecto adverse

Perdida de captura o
integridad de serialde
EGM VI (detecdon
incluida) intermitente
o continua*

Sobredeteccion inter-
mitente o continua

Perdida de captura o
integridad de serial de
EGM VI (detecdon
incluida) intermitente
o0 continua*

Perdida de capturao
integridad de serial de
EGM VI (detecdon
induida) intermitente
0 continua*

Perdida de captura*

Posibles acclones
correctivas

Reprogramar la pola-
ridad de estimulacion
VI.

Cambiar la posicion
del cable.

Reprogrannar la pola-
ridad de estimutaddn
VI.

Cambiar la posicion
del cable.

Sustituir el cable.
Reprogramar la pda-
ridad de estimulacion
VI.

Sustituir el cable.
Reprogramar la pola-
ridad de estimulacion
VI.

Ajustar la salida del
dispositivo implanta-
ble.

Reprogramar la pola-
ridad de estimutaddn
VI.

Cambiar la posiddn
del cable o sustituirlo.

~Puede ocurrir una perdida de captura o integridad de senal de EGM VI
(detecdon incluida) transitoria tras la operacidn qulrOrgica hasta que se
produzca la estabilizadon del cable. Si no se produce la estabilizacion,
es posible que el cable se haya desplazado.

Las t”*cnicas de implantadon que pueden danar el cable son,
entre otras, las siguientes:

Tecnicas de implan*
tacion qua pueden
danar el cable

Introduccion forzada
del cable a traves del
sistema de implanta-
cién/introductor

Abordaje demasiado
medial con el intro*
doctor venoso que
puede comprimir el
cable entre la clavi*
culay la primera cos*
tilla

Lftilizacion de un fia*
dor demasiado ngido

Posibles efectos en
el cable

Danos en el elec-
trodo, la bobina con*
ductora o el aisla-
miento

Rotura de la bobina
conductora; danos en
el aislamiento

Perforadon de la
bobina del conductor
o del aislamiento

Posible acclon
corrective

Sustituir el cable,

Sustituir el cable,

Sustituir el cable,



Tecnicas de implan-
tacidn que pueden
danar el cable

Atrapainiento del
cable en el tejido
blando cuando se uti*
liza el abordaje sub-
clavicular para la
insercidn

Avance del cable a
travesde las venas de
acceso no coronarias
centrales sin estar
totalmente Insertado
el fladoro la guia

Ins~cion del extremo
proximal de la guia a
traves del sello de la
puntadelcable sin uti-
lizarla herramientade

Posibles efectos en
el cable

Rotura de la bobina
conductora; danos en
el aislamiento

Oistorsidn de la punta
o perforacidn del ais-
lamiento

Dariosenel sellodela
punta del cable o
danos en la bobina
conductora/aisla-
miento

Posible accldn
correctiva

Sustituir el cable.

Sustituir el cable.

Sustituir el cable.

insercidn de la guia

6 Procedimiento de implantacion

Advertencia: Antes de implantar un sistema SureScan, tengaen
cuenta los riesgos asociados a la retirada de los cables
Implantados previamente. Los cables abandonados o los cables
Implantados previamente cuya compatibilidad con MRI no se
haya evaluado ponen en peligro la capacidad para explorar con
seguridad el sistema SureScan durante exploraciones MRI.

Advertencia: No introduzca el cateter guia ni el cable a la fuerza
si se encuentra con una resistencia considerable. La utilizacibn
de catbteres guia o de cables puede causar un trauma en el
corazbn.

Para implantar el cable VI Attain Stability Quad MRI SureScan
4798 en unavenacardfaca seleccionada se necesita un sistema
de implantacion compatible coTo, por ejempio, un sistema de
implantacibn de Medtronic. Un sistema de implantacion
compatible incluye un cateter gufa y, o bien una v/~lvula de
hemostasia o unavalvuiaintroductora que se puedan retiraro que
permitan el paso por el conector del cable. Pbngase en contacto
con el representante de Medtronic si desea mas informacibn
sobre los sistemas de implantacibn compatibles.

La utilizacibn de los procedimientos quirurgicos y las tbcnicas de
esterilizacibn adecuados es responsabilidad del profesional
medico. Los procedimientos que se describen a continuacibn son
meramente informativos. Algunas tecnicas de implantacibn
varfan en funcibn de las preferencias del mbdico y de la anatomfa
del paciente o de su estado ffsico. Cada mbdico debe aplicar la
informadbn contenida en estas instrucciones de acuerdo con su
formacibn y experiencia medica profesionai.
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6.1 Colocacion del cable ventricular derecho

Alahoradededdirque cable ventricularse va a colocaren primer
lugar, considere la fadlidad de lacanuladbn del seno coronarioy
la necesidad de estimuladbn de reserve.

6.2 Preparaclon del sistema de implantacion

Prepare el sistema de implantacibn del cable de acuerdo con las
instrucdones descritcis en la documentacibn que se incluye con
el sistema de implantadbn.

6.3 Acceso venoso

Advertencia: Durante laimplantadbn debe poderse disponer de

inmediato de estimuladbn de reserve. La utilizacibn del sistema

decdocadbn oloscables podrfaocasionar un bloqueo cardiaco.

1. Paraacceder a lavena subdavicular, utilice el mbtodo que

prefiera basandose en su experiencia profesionai.
Precaucibn; Ciertas malfonmaciones anatbmicas, coto el
si'ndrome de salida torbcica, pueden predpitar el
pinzamiento y la rotura subsiguiente del cable.
Precaucibn: La insercibn debe realizarse lo mas lateral
posible para evitar el pinzamiento del cuerpo del cable entre
la davicula y la primera costilla (Figure 1).

Figura 1.

1 Ejempio de lugar de entrada

2. Inserte una guia introductora en forma de J y una vaina del
introductor percutaneo.

3. Introduzca la unidad de cateter guia para acceder al seno
coronario.

Consulte la documentacibn del sistema de implantacibn para
obtener mas informadbn.

6.4 Obtencion de venogramas

Antes de colocar un cable en el seno coronario, realice
venogramas. Los venogramas son aconsejables para evaluar la
via de paso y el lugar de colocacibn final dependiendo del
tamano, la forma, la ubicadbn y la tortuosidad de las venas.
Ademas, pueden resultar utiles para identificar un trauma del
seno coronario sospechado. Si desea obtenerinformadbn sobre
[aobtencion de unvenograma utilizando un cateter de baton para
venograma, consulte ladocumentacibn sobre el producto que se
induye con el cateter de b~*bn para venograma apropiado.
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6.5 Insercion del cable en el sistema de Implantaclon

Advertencia: Si se opta por empiear un fiador para cotocar el
cable, utilice unicamente los que se induyen con el cable o en un
juego de fiadores (cabeza de tamano reducido). Emplee siempre
un fiadorcuya longitud sea 3cm menor que la del cable, indicada
enlaetiquetedelconector 1S4. Otros fiadores pueden sobrepasar
la punta del cable, causando lesiones o perforacibn de lavena
cardi'aca o el corazon.

Advertencia: No fuerce el cable si encuentra una resistencia
considerable durante su avance. La utilizacion de cateteres guia
0 cables puede causar un traumatismo en el cx>razén.

Precauclon: Tenga cuidado al manipular el cable durante la
insercion.

* No flexione, retuerza ni estire el cable de forma excesiva.

+ No utilice instrumentos quirurgicos para sujetar el cable o la
clavija de conexibn.

« Sise utiliza unavalvuia de hemostasia autosellante, utilice
una herramienta de insercibn transvalvular (herramienta I1TV)
para permitir el paso seguro del cable y la helice en el sistema
de implantacibn.

* Sise utilizaun sistema de valvuiaintegrada de Medtronic, gire
la helice en sentido contrario a las agujas del reloj para
permitir el paso seguro de la hblice en el sistema de
implantacibn.

Para insertar el cable pueden llevarse a cabo los pasos
siguientes:
1. Insertsunfiadorrecto o unagufaen el cable paracambiarla
forma de su extreme distal.
Nota; Cuando el fiador esta completamente insertado, su
punta distal no Mega a la punta distal del cable.
2. Inserts el cable en el sistema de implantacibn. Consulte la
documentacibn del sistema de implantacibn para obtener
mas informadbn.

6.6 Colocacion del cable

El cable VI Attain Stability Quad MRI SureScan 4798 puede
colocarse con ayuda de una guia, un fiador, un cateter interno, o
un cateter interno mas una gufa o un fiador.

Implantacibn con fiador->Si la anatomia del padente presents
una angulacibn suave de la vena respecto al seno coronarioy la
ramavenosa cardiacs no es tortuosa (Figura 2), puede utilizarse
un fiador para la implantacibn del cable.

Figura 2.

1 Seno coronario
2 Venacardiaca
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Implantacibn con guia - Sila anatomia del paciente presents

una anguladbn aguda de la vena respecto al seno coronarioy la
ramavenosacardiacaes tortuosa (Rgura 3), puede utilizarse una
guia para la implantacibn del cable.

Figura 3.

1 Rama venosa cardiaca tortuosa con angulacion suave respecto al
seno coronario

2 Rama venosa cardiaca tortuosa con angulacibn aguda respecto al
seno coronario

6.7 Colocacidn del cable por medio de un fiador

Advertencia: No fuerce el cable si encuentra una resistencia
considerable durante su avance.

Advertencia: Pararedudr al minimo la posibilidad de
traumatismo en la vena y mantener la flexibilidad del cable
durante su avance a lolargode ella, mantengaelfiadorretirado de
la2cm o0 seleccione un fiador mas flexible.

Precauclon; No utilice ningun objeto afilado para curvar el
extreme distal del fiador. Para curvar el fiador puede utilizarse un
instrumento esteril de superficie lisa (Figura 4).

Figura 4.

Nota: Siresulta diffcil hacer avanzar el fiador alrededor de una
curva, (xnsidere la posibilidad de utilizar un fiador distinto. Se
aconsejan fiadores mas flexibles para anatomias tortuosas. Se
recomiendan fiadores mas n'gidos cuando se necesite soporte
adicional.

Existen numerosas tecnicas que se pueden utilize para hacer
avanzar el cable en unavena cardi'aca utilizando un fiador. La
eleccibn de la tecnica se deja a discrecibn del medico.



6.8 Colocacion del cable por medio de una guia

Advertencia: No inserts ei extreme proximal de la guia a traves
del sello de la punta del cable sin utilizer la herramienta de
insercion de la gui'a. La insercion de la guia sin utilizar su
herramienta de insercion podn’a causar dahos en el sello de la
punta del cable, la bobina conductora o el aislamiento.

Advertencia; Los dahos producidos en una guia pueden impedir
que estafuncione con unarespuestay un control de par precisos,
ademas de causar dahos en los vasos. Si desea informacion
adicionai acerca de los dahos en los vasos y ob™os posibles
efectos adversos, consults el manual tecnico que se incluye con
la gufa correspondiente.

Precaucion: Coloque la gufacon cuidado. Consults la
documentacion del producto que se incluye con la gufa para
obtener mas informacion.

Notas:

* Medtronic recomienda utilizar gufas de 0,36 mm a 0,46 mm
de diametro. Pdngase en contacto con el representante de
Medtronic si desea mas informacion sobre las gufas
recomendadas.

* Considers la posibilldad de mojar la gufa en una solucion de
heparina antes de insertarla para reducir al mfnimo el riesgo
de formacidn de trombos durante su utilizacion.

* Siva a utilizar una gufa Attain Hybrid, el procedimiento de
preparacidn de la gufa para su uso difiere del de otras gufas
debido a la cabeza proximal acoplada.

Realice los pasos siguientes para preparar la gufa para su uso:

1. Seleccione una gufa.

Si el paciente tiene una anatomfa tortuosa, se recomienda
una gufa mas flexible. Si se necesita soporte adicionai,
utilice una gufa mas rfgida.

Si va a utilizar una gufa Attain Hybrid, los pasos relatives al
uso de la herramienta de insercibn (del Paso 2 al Paso 4) no
son aplicables.

2. Inserts la gufa en el cable colocando el extreme distal
(flexible) de la gufa en ladavija de conexion del cable por
medio de la herramienta de insercibn de la gufa que se
incluye en el envase (Rgura5). Paraimpedir que el cable se
desplace de la herramienta de insercion de la gufa, sujete
firmemente el cable y la herramienta de inserdbn de la gufa
entre el pulgary el fndice.

Precaucion: Pararedudral mfnimo el riesgo de dahosen la
gufa, compruebe que su seccibn flexible queda totalmente
insertada en el cable antes de extraer de el la herramienta de
inserdbn de la guia.

Nota: AsegCirese de retirar la herramienta de insercion de la
gufa antes de implantar el cable.
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Figure 5.

1 Gufa
2 Clavija de conexion del cable

3. Suelte la herramienta de insercibn de lagufade la davija de
conexibn del cable.
4. Retire la herramienta de insercibn de la gufa deslizbndola
hasta el final de la gufa.
5. Coloque et mango de direccibn de la gufa (Rgura 6):
Para una gufa Attain Hybrid, cargue previamente el mango
de direccibn de la gufa en ella antes de cargar la gufa en la
davija de conexibn del extreme proximal del cable.
Para otras gufas:
a. Haga avanzar el mango de direccibn de la gufa sobre el
extremo proximal (rfgido) de la gufa.
b. Apriete elmangode direccibn de la gufasobre estacerca
de la clavija de conexibn del cable.

Figure 6.

JCD- S¢
v,

1 Mango de direccibn de la gufa
2 Clavija de conexibn del cable¥

6. Enganche la pinza para la gufa a esta y sujbtela dentro del
ccvnpK) esteril. Medtronic recomienda asegurar la pinza para
la gufa a la sabana quirurgica esteril del padente.

Cuando la gufa ya esta colocada, una altemativa es cargar el
cable sobre la gufa utilizando la herramienta de insercibn de la
gufa.

Inserte la gufa en el cable colocando el extremo proximal (ngido)
de fagufaen la puntadistal del cable por medio de la herramienta
de inserdbn de la gufa que se induye en el envase (Rgura 7).

Notas:

e Puede notar una ligera resistenda cuando la gufa pase a
traves del sello de la punta del cable.

e Paraimpedirque el cable se desplace de la herramienta de
insercibn de la gufa cuando este insertandola, sujete
firmemente el cable y la herramienta de inserdbn de la gufa
entre el pulgary el fndice.

* AsegCirese de retirar la herramientade insercibn de la gufa, a
traves de su hendidura, antes de implantar el cable.
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Figura 7.

1 Guia
2 Puntadistal del cable

Advertencia: No fuerce el cable si encuentra una resistencia
considerable durante su avance.

Precaucidn: Sielextreme distal de la guiase retuerce o se dobla
excesivamente, podria resultar difidl vdver a sacarla a traves del
cable. Por tanto, si existe alguna indicacion de que el extreme
distal de la guia se ha danado o nota gran resistencia durante su
paso, extraiga el cable junto con la guia. Extraiga la guia del cable
e inserts una guia nueva. No ejerza una fuerza excesiva para
retirar la guia del cable.

Notas:

e Sielcable noavanza o si el cable y la guia parecen estar
pegados, puede que se haya producido un trombo en la guia
cerca de la punta del cable. Retire el cable y la guia para
examinarlos. Considers la posibilidad de utilizar una guia
nueva. Vuelva a insertar el cable y la guiatalcoTo se ha
descrito en los pasos anteriores.

* Siresuitara dificil hacer que la gufaavance alrededor de una
curva, considere la posibilidad de utilizar una guia distinta. Se
aconsejan guias mas flexibles para anatomlas tortuosas. Se
recomiendan guias mas rfgidas cuando se necesite soporte
adicional.

Hay muchas técnicas para hacer avanzar el cable en una vena
cardiaca utilizando una guia. La eleccion de la tecnica se deja a
discrecion del medico.

6.9 Posicionamiento del cable

Realice los pasos siguientes para fijar el cable utilizando la guia.
Si no se consigue la fijacion, recurra al fiador en forma de J.

1. Cuando lapuntadelcable se encuentre en ellugar deseado,

avance laguiatodo lo distal que puedaen lavena. (Si utilize
el fiador en forma de J, retire la guia o el fiador recto y haga
avanzar el fiador en forma de J por el cable hasta que llegue
alfinal.) Sidabrra a su propio fiador o guia, la cun/a del
fiador debe alinearse con la hefice.
Precaucion: Silapuntadelcable quedaab'apadadurante la
fijacion, esto puede impedir la fijacion del cable, dificultar la
retirada de la guia o el fiador hacia atras a lo largo del cable
o dificultar la separacion del cable.

2. AsegCirese mediants fluoroscopia de que la helice se
encuentra distal a la punta del catetery alejada de ella.

3. Gire elcuerpo del cable en el sentido de las agujas del reloj
varias veces hasta que se sienta la torsion. Sujetelo en su
posicion parafijar la helice a la pared del vaso.

4. Cuando lo suelte, busque la parte trasera giratoria del
conector, que indica la fijacion correcta de la helice.
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5. Compruebe la fijacion mediante fluoroscopia:

a. Retirelaguia (ofiador) dentrode faluz interna, alejadade
la helice. Empuje ligeramente el cuerpo del cable hacia
delante mientras sujeta el cateter en su lugar. Observe si
hay holgura (se fixma un bude) en el cuerpo del cable
entre el catetery la helice (si esta fijado).

b. Tire suavemente del conector del cable. Observe si el
cateter se desplaza hacia delante (si esta fijado) o si la
punta del cable de desplaza hacia atras (si no esta
fijado). Siaplicaunafuerzaexcesivaal cable, la helice se
puede deformar, afectando con ello a su fijacion.

6. Sielcable no esta fijado, vuelva a colocar el cable en la
posicion deseaday repita los pasos del 1 al 6.

7. Sinose consigue lafijadon, retire el cable e inspeccione la
helice por si hubiera un coagulo de sangre o estuviera
dahada.

8. Sila helice esta dahada, cambie de cable y reinide el
procedimiento de nuevo.

6.10 Mediciones electricas

El cable VI Attain Stability Quad MRI SureScan 4798 esta
disehado para administrar estimulacidn a traves de electrodes
seleccionables. En la Figura 6 se muestran las 16 polatidades de
estimuladon disponibles.

Figura 8.«

1 Polaridades de estimuladon bipolar extendida
2 Polaridades de estimulacidn bipolar (reversible)

Laestimuladon bipolar extendida estadisponible sise utiliza este
cable en combinacion con un sistema CRT-D y un cable de
desfibrilacion VD compatibles. Las 4 polaridades de estimuladon
disponibles son;

e VlilabobinaVD

* VI2aBobina VD



e Vi3 aBobinaVD
e VI4 abobina VD

La estimulacion bipolar esta disponibie si se utiliza este cable en
combinacion con un sistema CRT-D compatible. La polaridad de
cada uno de los 6 pares de electrodes se puede invertir para
conseguir un total de 12 polaridades de estimulacion bipolar:

VIl avi2,vi2aVvIl

e VIl avI3.Vi3aVvIil

VIl avl4.Vi4aVvIl

e VI2aVI3,VISaVl2

« Vi2aVl4,VidaVvi2

e Vi3aVvl4,vVi4aVvi3
Nota: Si esta monitorizando la senal de EGM VI con la
polaridad de estimulacion VI2a VISo VISa VI2 seleccionada,
laamplitud de la serial puede estar atenuada en comparacion
con otras configuraciones de estimulacion, coto VII a
bobina VD. Esta atenuacion de la serial es una caractenstica
prevista del cable VI Attain Stability Quad MRI SureScan
4796 debido a la escasa separacion entre los eiecti-odos VI2
y VIS.

Precaucldn: Antes de realizar mediciones electricas o de
eficacia de la desfibrilacion, aleje de todos los electrodes los
objetos fabricados con materiales conductores, coTo las guias o
los fiadores.

Nota: Antes de realizar mediciones electricas, es aconsejable
retirar el fiador o la guia dentro del lumen del cable hasta un punto
proximal a todos los electrodos. Esta accion permite que la punta
del cable recupere su forma normal, posibilitando el contacto
apropiado entre el electrode y el tejido.

La herramienta interfase para cable de analizador AccuRead 2.0
se utiliza para facilitar la realizacion de mediciones electricas
precisas durante la implantacion.

Precauclon: Utilice la herramienta interfase para cable
AccuRead 2.0 cuando conecte los terminales del cable del
analizador al conector del cable. Esta herramienta le permite
realizar mediciones eléctricas precisas durante laimplantacion al
tiempo que se reduce el riesgo de dahos en el conector o de
derivaciones o cortocircuitos electricos. La posibilidad de que se
produzcan dahos en el conector, derivaciones o cortocircuitos se
debe avariaciones en los terminales del cable del analizador, asi
coTo alaanchuray ala proximidad de los contactos (anillos y
clavija) del conector 154.

Siga los siguientes pasos para realizar mediciones electricas:

1. Asegurese de que elconectordelcable este completamente
insertado en la herramienta AccuRead 2.0. Si la herramienta
AccuRead 2.0 esta correctamente acoplada, la davija de
conexion esta accesible (consults la Figura 9).

Figure 9.

2. Conecte un cable quinirgico alconector del cable. Utilice la
herramientainterfase paracable AccuRead 2.0 para guiarel
alinecUDiento de las pinzas del cable con los contactos del
conector del cable. La herramienta ayuda a garantizar la
obtencion de lecturas precisas. Consutte el dibujo del cable
en el Capitulo 7 para obtener informacibn sobre el
alineamiento de los contactos del conector del cable con los
electrodos del CctinNe.

3. Utilice un instrumento de ayuda a la implantadon, coTo un
analizador de sistemas de estimulacion, para obtener las
medidas eibctricas. Para obtener informadon sobre el uso
del instrumento de ayuda a la implantacion, consults la
documentadbn que se adjunta con ese dispositive.

Unos umbrales de estimuladon bajos y una deteccion
adecuada de la amplitud de las sehales intracardiacas
indican que el cable esta colocado correctamente.
Notas:

e Unumbral de estimuladon bajo propordona un margen
de seguridad deseable, lo que permite un posible
aumento de los umbrales que puede producirse dentro
de los 2 meses posteriores a la implantadon.

e Unasamplitudes de sehalde EGM VI aguda adecuadas
aseguran que el cable este detectando adecuadamente
sehales cardiacas intrinsecas. Los requisites minimos
de lasehal dependen de las funciones de deteccion del
dispositivo. Las amplitudes de sehal agudas aceptables
del cable deben ser mayores que las capaddades de
deteccion minimas del dispositivo. Asegurese de induir
un margen de seguridad adecuado parateneren cuenta
la estabilidad del cable.”™

Tabia 1. Mediciones recomendadas durante la implantadon”™

Mediclon recomendeda Ventn'culo Izquierdo

Umbrales maximos de estimulacion 3,0V
agudan™

Amplitud de serial de EGM VIl aguda 4,0 \v®
minima

‘ Suponiendo una resistencia de 500 D.

~Con un ajuste de duracidn del impulse de 0,5 ms.

“Naamplitud de sehalde EGM VI paralas polaridades de estimulacion VI2
a VI3y VI3 aVI2 puede estar atenuada en comparacion con otras
polaridades de estimulacidn, coTo VI1 a bobina VD.

La amplibjd de serial de EGM VI para las polaridades de estimulacion VI2a V13y VI3 a VI2 puede estar atenuada en comparacidn o n otras polaridades de

estimulacidn, coTo VI1 a bobina VD.
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4. Silas mediciones Bléctricas no se estabilizan en unos
niveles aceptables, puede qua sea necesario cambiar el
cable de posicidn y repetir el procedimiento de prueba.

5. Compruebe laestimulacibn del nerviofrenico estimulando a
10Vcon un ajuste de duracidn delimpulse superiora 0,5 ms.
Oe3punés observe la contraccion diafragmatica mediants
fluoroscopia o palpitacion abdominal directa. Tatb1én se
puede cambiar de postura al paciente para simular
trastornos crdnicos en posicion vertical. En caso de que se
produzca estimulacibn del ner\no frénico, reduzca el vdtaje
haste que se determine el umbral de estimulacion del nervio
Irénlco. La estimulacion del nervio 1rénlco puede necesitar
que se cambie la polaridad de estimulacion o la posicion del
cable.

6. La herramienta AccuRead 2.0 puede retirarse de la guia o
fiador utilizando la hendidura existente en su lateral
(consults la Figura 10).

Figure 10.

1 Retirada de la herramienta AccuRead 2.0 de la clavija de conexidn

2 Retirada de la herramienta AccuRead 2.0 del fiador utilizando la
hendidura existente an el lateral de la herramienta
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6.11 Recolocacidn de un cable fijado

Advertencia: No tire del cable mientras lo gira en sentido
contraho alas agujas del relo] para evitar que la béHce se enrede
con el tejido.

Precaucibn: Asegiirese de que la guta este completamente
insertada mientras vuelve a colocar el cable.

Realice los pasos siguientes para cambiar de posicidn un cable
fijado:

1. Sidesea cambiar de posicion el cable fijado, avance bajo
fluoroscopia la guiatodo lo distal que sea posible en lavena.
Cuando utilice un fiador para colocar el cable, avbncelo del
todo en el cable.

2. Avance con cuidado el cateter gui'atodo lo cerca que sea
posible de la hblice fijada.

3. Sin aplicar tension al cuerpo del cable, gfrelo en sentido
contrark) a las agujas del reloj varias veces y sostenga el
conector del cable para dar tiempo a que la torsibn se
transfiera a la hblice.

4. Tire con cuidado del cable. Si el cable no se mueve al tirar
suavemente de €L, repita el paso 3. Si se apiica una fuerza
excesiva al cable, la helice se puede deformar, afectando
con ello a su fijacibn.

5. Prw™acambiar elcable de posicion, repitael procedimiento de
la Secdbn 6.9.

6.12 Extraccibn del cateter gufa del cable

Nota: Si se utilizb una guia Attain Hybrid para la colocadbn del
cable, vaya al Paso 2. Para la extraccibn del catbter, no es
necesario sustituir la guia Attain Hybrid por un fiador.

Unavez que el c” le estb en la posicibn final, extraiga el cateter
guia del mismo:

1. Extraigala guiay la herramienta para su inserdbn, sise han
utilizado. Sustituya la guia por un fiadorrecto (cabeza de
tamaiio reduddo). Inserte el fiador recto en el cable hasta el
seno coronario medio.

2. Extraiga el catbter guia del cable. Si desea conocer mbs
detalles, consults la documentacibn del sistema de
implantacibn.

Nota; Para los sistemas de implantadbn de Medtronic que
se pueden cortar, utilice una cuchilla compatible con un
cuerpo del cable de 1,47 mm (4,4 Fr) a 1,77 mm (5,3 Fr).

3. Retire por complete el fiador o la guia Attain Hybrid con
cuidado. Cuando extraiga el fiador, sujete firmemente el
cable cerca de) extreme distal de la davija de conexibn;
sujetar el cable por este lugar ayuda a evitar un posible
desplazamiento de su punta.

4. Asegiirese de que el conectordel cable estb insertado en la
herramienta interfase para cable de analizador AccuRead
2.0y repita las mediciones eibctricas. Consults la
Seccibn 6.10, “Mediciones eibctricas”, pbgina 26.



6.13 Fijacidn del cable

Precaucidn: Fije el cable con cuidado.
« Utilice unicamente suturas no absortibles para fijar el cable.
* No trate de extraer ni de cortar el manguito de fijadon.
* No utilice las lengiietas del manguito de fijacidn para la
sutura.
* Durante lafijadon del cable, tenga cuidado de no desplazar
su punta.
* No apriete las suturas tan fuertes que puedan danar la vena,
el c”™le o el manguito de fijacion (Rgura 11).
* No ate las suturas directamente al cuerpo del cable
(Rgura 11).

Plgura 11.

Fije el cable utilizando las 3 ranuras;
1. Coloque el manguito de fijacion contra la vena o cerca de
ella.
2. Asegure el manguito de fijacion al cuerpo del cable atando
una sutura fuerte en cada una de las 3 ranuras (Figura 12).

Figura 12.

3. Utilice al menos una sutura adicional en una de las ranuras
para asegurar el manguito de fijacibn y el cuerpo del cable a
la fascia.

6.14 Conexion del cable

Precauclbn: Antes de conectar el cable al dispositivo, retire
siempre las herramientas de implantacion, coTo el fiador, la guia
0 la herramienta interfase para cable AccuRead 2.0. Si no se
retiran las herramientas de implantacion, podria producirse un
falio en el cable.

Conecte el cable a un dispositivo implantable.

1. Inserts el conector del cable en el bloque de conexibn del
dispositivo. Para obtener instrucciones sobre la corrects
conexibn del cable, consults la documentacibn del products
que se incluye con el dispositivo implantable.

2. Realice las mediciones electricas a travbs del dispositivo.
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6.15 Colocacion del dispositive y el cable en la bolsa

Precauclon; coloque el dispositivo y los cables en la bolsa
con cuidado.
* Asegurese de que los cables no salgan del dispositivo
formando un dngulo agudo.
* No sujete el cable ni el dispositivo con instrumentos
quirCirgicos.
* No enrolle el cable. Al enrollarlo, puede torcerse el cuerpo del
cable y provocar su desplazamiento (Rgura 13).

Figura 13.

Sigalos siguiente pasos para colocar el dispositivoyloscablesen
la bolsa:
1. Paraimpedir que el cuerpo del cable se retuerzao se doble
formando un angulo agudo, gire el dispositivo para enrollar
con holgura el cable sobrante (Figura 14).

Figura 14.

2. Inserts el dispositivo y los cables en la bolsa.
3. Antes de cerrar la bolsa, compruebe la eficacia de la
deteccibn, estimulacibn, cardioversibn y desfibrilacibn.

6.16 Evaluacion posterior a la implantacion

Despues de la implantacibn, vigile el electrocardiograma del
paciente hasta que se produzca el alta hospitalaria. Si un cable se
desplaza, esto suele ocurrir durante el penodo inmediatamente
posterior a la operacibn.

Entre las recomendaciones para comprobar la colocacion
corrects del cable se induyen radiografias y mediciones del
umbral de estimulacibn y deteccibn.

En caso de fallecimiento del paciente, explante todos los cablesy
dispositivos implantados y devublvalos a Medtronic junto con un
informe de dates del producto cumplimentado. Sitiene preguntas
sobre cbomo manipular el producto, pbngase en contacto con el
numero de telefono correspondiente que aparece en la
contraportada.
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6.17 Procedimlento de extraccion Parametro 4796

Anillos de MP35N
Advertencia; No tire del cable mientras lo gira en sentido conexidn:
contrario a las agujas del reloj para evitar que la helice se enrede Sello de la Silicona
con el tejido. punta mol-

deado:
Precaucidn: Asegurese de que la gula este completamente Helice: Aleacion de platinoe
insertada mientras extrae el cable. iridio

Curvilineo, con recu-
brimiento de nitruro
de titanio y diiucion

Nota: Antes de intentar extraer el cable, asegurese de que Configuracidn del electrode

dispone de las herramlentas apropladas para la extraccion.

Nota; Si el Metodo A no da un resultado satisfactorio, siga las
instrucciones para el Metodo B.

Metodo A

1. Inserts una gufa o fiador totalmente en el cable.

2. Sin aplicar tension al cuerpo del cable, gireio en direccion
contrarla a las agujas del reloj varias veces. Mientras gira el
cuerpo delcable en direccion contrariaa las agujas del reloj,
sujete porelconectordel cable para permitirque latorsion se
transflera a la helice.

3. Observe la punta del cable bajo fluoroscopia. El movimiento
de la punta del cable Indica que la helice se ha
desenganchado.

4. Tire con culdado del cable. Si el cable no se mueve al tirar
llgeramente de el, replta el paso 2.

Metodo B
1. Inserte un fiador de bloqueo en el cable portoda su longitud
hasta que sobrepase la helice.
2. Tire con culdado del cable. Al aplicar tensidn, la helice
comlenza a enderezarse y alargarse.

7 Especificaciones
7.1 Especificaciones

Parametro 4798
Prefijo del numero de eerie QFX
Tipo Electrodo tetrapolar
Cdmara estimulada Ventriculo izquierdo
Longitud 78 cm, 88 cm
Conector 1S4-LLLL
Material Conductor; MP35N con centro
de Plata al 25%
Aielamientos: Poliuretano (exte-
rior) Sl-poliimida
(SI-PI) (interion)®
Electrodoe: Aleacidn de platino e
iridio con recubri-
miento de nitruro de
titanic
Clavija de MP35N
conexidn:
30 Espanol
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Diametro

Sistema de implantacion
de Medtronic (diametro
interior recomendado)
Gui'a de diagndstico (dia*
metro recomendado)
Superficie del electrodo
Oistancia entre electro-
des

Espacio de helice nomi-
nal

Resistencia del conduc-
tor

Cuerpo del
cable:

Electrodes:

Eepaciador
entre los elec-
trodosVH (dis-
tal) y VI2:

Eepaciador
entre loe elec-
trodoe VIZ y
VI3;
Eepaciador
entre los elec-
trodoe VI3 y
V14 (proximal);
Diametro de la
helice:

Electrodo Vi1
(distal) a elec-
trodo VIZ:

ElectrodoVIZa
electrodo VIS;

Electrodo VIS a
electrodo VI4
(proximal):

ElectrodoVISa
punta de
helice:

V11

Viz

VIS

Vi4

de esteroides
1,47 mm (4,4 Fr)

1.70 mm (5.1 Fr)
1,30 mm (3,9 Fr)

1.57 mm (4,7 Fr)

1.30 mm (3.9 Fr)

1,87 mm (5,6 Fr)
maximo

1,90 mm (5,7 Fr)

0,36 mm a 0,46 mm

5,8 mm*

21 mm

1,3 mm

21 mm

10 mm

0,25 mm

22 +£50 (78 cm)
24 6 n (88 cm)

19+40(78 cm)
21 £5n (88cm)

18+40(78 cm)
21 +4 0 (88 cm)

17+40(78 cm)
20 £4 0 (88cm)



Pardmatro 4700 7.2 Dibujo de espacificaciones

Total de esteroide com- <1,0mg
binado
Agltninarwe de  Slicona
esteroides
A Tacnologie desarroliada por la NAGA,

1 Elecirodo VI1 (elecirodo distal); drea auperficial de sstimulacion
geamétrica nomingl de 5,8 mm?

zd’mm"“gmmmmammmm

3 Electrodo VI2: Area superficial de astimulacidn geoméirica nominal
de 5,8 mm?

4 Conjunto de héfice

Espariol 31
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o

Electrodo V14 (electrodo proximal): area superficid de estimulacidn
geometrica nominal de 5,8

Manguito de fliacldn

Conector 1S4

ContactoVW

Contacto VI3

10 Contacto VI2

11 Contacto VII

© 00 N O

8 Si'mbolo de conformidad CE

Elsigulente simbolo de conformidad CE se aplicaalcable Modelo
4798.

C€0123

2017

9 Explicacion de los simbolos en el etiquetado
delenvase

Consiilte las etiquetas del envase para comprobar pué simbolos
se utillzan con este producto.

Tabla 2. Explicacion de los simbolos que aparecen en la etiqueta
del envase
Simbolo

CE

Explicacion

Conformite Europeenne (Conformidad Europea).
Este simbolo indica que el dispositivo cumple
totalmente las leyes vigentes de la Unidn Euro-
pea.

No usar si el envase esta dafiado

No reutillzar

T Limitadbn de temperatura
n
STERILEIEO Esterllizado mediante oxido de etileno

Consultar las instrucciones de uso en esta pagina

web
wwiif'e*eiiedsnMehMele

Fecha de fabricacion

-
I l Fabricante
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Table 2. Explicacion de los simbolos que aparecen en la etiqueta
del envase (continuacion)
Simbolo

Explicacion

No utilizar despues de

REF

NOmero de pedido

Representante autorizado en la Comunidad Euro-
pea

SN NOmero de setie

EC REP

Abrir aqui

Contenido del envase

Documentacion del producto

Accesorios

Didmetro intemo

Cateter implantado sobre la guia

Cateter

Cable

Cable intravenoso para estimulacidn de la vena
cardiaca

Estimulacidn

Deteccidn

DXAC (acetato de dexarr>etasona) con dilucidn de
esteroides



Tabla 2. Explicacion de kos simbolos que aparecen en la eigueta
dal envase {continuacion)

Simbolo Explicacion

@ Logotipo de SweScan

A Compatible con MR en detorminadas condicio-
nes

10 Garantia de Madtronic

Para obtener informacion completa acerca de la garantia,
consiste ol documento de garantia adjunto.

11 Serviclo técnico

Modwonic ouenta en su plantilla con representantes y técnicos
muy cualificados en todo el mundo para prostar servicio a sus
dienteseknpme.bdo soliciiud, formacidn scbre &l uso de los
mmmmmswmmmmmmm
Adsmis, Medtronic dispone de un aquipo profasional para
brindar asesoramiento técnico a los usuarios de los prodisctos.
Para obtener mds informacion, péngase en contacto con el
representante local de Medronic, o bien Hame o escriba a
Maedtronic al mimero de teléfono o la direccion adecuados que

figuran en la contraportada.

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

Espariol 33




CopepxaHune
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npefoCTOPOXHOCTU 36
5 BO3MOXHble 0OCNOXHEeHUA 38
6 TpoueaypaunmnnaHtaymm 40
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ynakoBke 50
10 TapaHT>1 Kopnopayuu Medtronic 51
11 O6cnyxuBaHue 51
1 OnwucaHne

Bbigenaownin cTepons YeTblpeXKOHTAKTHbIN TPAHCBEHO3HbIN
NPOBOAUMbIV MO NPOBOAHUKY N1EBOXENY[0UYKOBbI/ 31eKTPoj
Medtronic mogenw Attain Stability Quad MRI SureScan 4798
npejHasHauvyeH 4Na CTUMYNALUN Yepe3 KapAualibHYI0 BEeHy.
OneKTpof Npolwen UcnbiTaHNe Ha UCNoMb30BaHne npu
MarHWTHO-pe3oHaHCcHo! Tomorpadum (MPT). ns no60oi ANUHbI
3neKTpoAa faHHOW Mofenun gonyckaeTca BbinonHeHne MPT ¢
cobnofgeHnem onpefeneHHbIX ycnoBuit. 3ToT anekTpos nuvmeeT
4 KOHTaKTa, KOTOPble BbIMOMHAT PO/ib KATO40B UM aHOAOB, B
3aBNCMMOCTM OT TOrO, Kak 3anporpaMmmmpoBaHa noasgpHoCTb
cTumynaunm /1)K ycTpoiicTBOM:
e KOHTaKT /1)K 1, auctanbHblii KOHTAKT, PacnosioXXeHHbI
OKOJ/10 AUCTaNbHOr0 KOHYMKa 3n1eKTpoja
e KOHTaKTJ1)X2, pacnonoxeHHbli Ha 21 mm npokcumManbHee
KOHTakTa JXK1
e KOHTaKT J1)K3, pacnonoxeHHbli1 Ha 1,3 mm npokcumanbHee
KOHTaKTa J1XK2
e KOHTaKT J1)X4, NnpoKcuMasbHblii KOHTAKT, pacrnonoXeHHbIi
Ha 21 mm npokcumasbHee KOHTakTa J1)K3

Kpome TOro, 8 10 mm npokcumasnbHee KoHTakTa J1)K3
pacnosioXXeH 3IeKTPUYEeCcKn HeakKTUBHasA cnupanb 60KOBOMN
ukcaumm 4ns akTUBHOW hmKcauum B BeHe cepaua. CMm.
Paspg. 7.2, rae nokasaHo n3obpaxeHune anekTpoaa.

YeTb(pexnonsipHblii NMHEWHbIA KOHHeKTOp 1S4-LLLU
Kopnopauun Medtronic anekTposaa obneryaet coeguHeHune
yCTPOCTBA NPM MMNNaHTaunm. KOHYMK WTbipbKa KOHHEKTOpa
nmeeT 6enblii UHAMKATOP B BUAE NOJIOCKMN, KOTOPbIW CAYXUT ANS
3pUTENBHOTO KOHTPOS NPaBUIbHOCTU NOACOEANHEHNS
3NeKTpoja K ycTpoicTay.

KOHTaKTb( KOHHEKTOpa COBMeELW,aloTCA C KOHTaKTaMun afneKTpoga
JOK1 kNTOXK 1, NXK2kNXK2uT. 4.:

e KOHTaKT KOHHeKTopa /1)K 1, wTbipek KOHHeKTopa,
pacnonoXXeHHbI OKOMI0 MPOKCMManibHOTr0 KOHYMNKa
3anekTpoga (coBMelaeTca ¢ KOHTakKTom J1)K1)

* KOHTaKT KOHHeKTCa /1)K 2, pacnonoXeHHbIl guctanbHee
WTblpbKa KOHHeKTOpa JI)K1 (coBmel,aeTca C KOHTAKTOM
J1K2)

e KOHTaAKT KOHHekTopa J1XX 3, pacnofioXeHHbI aguctanbHee
KOHTaKTa KoHHekTopa JIXX2 (coBMeljaeTcs ¢ KOHTAKTOM
JIK3)

* KOHTaKT KOHHekTopa/1)K4, pacnonoXeHHbl guctanbHee
KOHTaKTa KOHHekTopa /1)K 3 (coBMeL,aeTcsi C KOHTAKTOM
J1K4)

[na o3HaKoOM/IEHUA C N306paKeHMemM KOHTaKTOB 31eKTpoja U
KOHTaKTOB KOHHEKTOopa cMm. Pasfg. 7.2.

[ucTanbHbIi KOHYUK 31eKTpoja co3faeT A4OCTYN ANs
NPOX0OXAEeHNs NPOBOAHMKA, 06neryawuii Bbi6op KapananbHOW
BeHbl. KCNJUMK cofepX T membpaHy M3 CUIMKOHOBOTO Kay4yka,
KOTOpas repMeTUYHO 3aKpbiBaeT BHYTPEHHUI npocBeT
31eKTPOAA, YTOObl YMEHbIWNTb NPOHUKHOBEHME KPOBU.

Kaxablii KOHTAKT COAEPXXUT MOHO/IMTHOE YCTPOCTBO C
KOHTpoNupyembiM BbicBo6oXgeHuem (MCRD) ans BbigeneHns
cTeponfa, 4To6bl YMEHbLWNTL BOCNANUTENbHYIO pea»Luto B
KapananbHoi BeHe. O6uwan go3a cteponpa (ayetata
nekcameTta3oHa), cogepxauiasca B MCRD, cocTtaBnaeTt

<1,0 mg. Mpun KOHTaKTe C XNAKOCTAMMN OpraHn3ma cTepouns
Bbifensercsa n3 MCRO. Ctepoug nogasnsdeTt BOCNannTENbHYO
peakumio, KoTopas, Kak cunTaeTcs, MPUBOAUT K MOBbIWEHWNIO
nopora cTUMynsLMmn, 06bIYHO BO3HUKAIOLLYIO NPU UMNAAHTaLUK
31eKTPOA0B AN KAPANOCTUMYNALUN.

BHewHAR n3onauna anekTpoja cocTouT N3 NnoanypeTtaHa, a
BHYTPEHHAA — W3 CUNNKOH-nonuumuga (SI-n)~. Si-Pl
NPUMEHAETCA KaK NOKPbITUE MPOBO/OYHOIO NPOBOAHMKA 10 ero
cBOpayMBaHus.

)X anekTpog Attain Stability Quad MRI SureScan 4798 MOXHO
No3MLMOHMPOBATb C MOMOLLbI0 NPOBOAHMKA, CTUNETA,
BHYTPEHHEro KaTeTepa Ui BHyTPeHHero kaTeTepa B coveTaHuu
C MPOBOAHMKOM MAN cTuneTom. ns o6neryeHns dukcaynm
nMmermniics B ynakoBke J-06paaHblii CTUNET MOXeT 6bITb
Mcrnonb30BaH ANs HanpaB/ieHUst BUHTOBOTO KOHTaKTa K CTEHKe
cocyga.

[na nmnnaHTaumm 3aNeKTpoAa B BbiIGPaHHY0 KapananbHy BEHY
TpebyeTca coBMecTUMasn cuctemMa foctaBku. Copmectumas
cucTema [,ocTaBKU BKIOYAET NPOBOAHUKOBLIN KaTeTep 1
reMocTaTM4eckunii knanaH unu knanaH UHTpoAblocepa, KoTopble
MOTYT 6bMb YAANEHbl U MO3BONSAOT NPOXOA N0 KOHHEKTOPY

' 1S4-LU_L cooTBeTCTBYET TPEGOBAHNAM MEXAYHAPOAHOTO CTaHAapTa KoHHekTopoB (1SO 27186), o6ecrneynBaroLLero 0CHOBHYH MeEXaHN4eCKyo COBMECTUMOCTb
9KC 1 3neKkTpoaoB, UMetoLLMX Takoe 0603HaueHMe. LLLL onpeaensieT KOHTaKTbl KOHHEKTOPA 3M1eKTPOoAA Kak HU3KOBOMbTHbIE (L).

TexHonorus paspabotaHa NASA.
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anekTpoAa. ANns nonyvyeHUs fONONHUTENbHOW MHMOopMaLum o
COBMECTUMbIX CUCTEMAX ,OCTaBKN obpaTnuTech B
npeacTaguTenbcTBO Kopnopayumn Medtronic.

11 Cwucrtema SureScan koprnopauun Medtronic

Mpun MP nccnepoBaHmax TpebyeTca ucnonb3oBaHme
nonHoi cuctemsbl SureScan. MNonHasa cuctema
aneKTpoHapaunocTumynauum SureScan BKaw4yaet
ycTpoiicTBo SureScan komnaHuu Medtronic ¢
COOTBETCTBYWMUM KOTMYECTBOM 3/IEKTPO0B SureScan
komnaHun Medtronic. lto6as gpyrasa KOM6uUHaUnMa MOXeT
6bITb OMAcHOW ANA nauneHTa Bo Bpemss MPT
CKaHWpoBaHUA.

dnekTpog mogenun 4798 AaBnsAeTcs YacTbio cucTeMbl SureScan
kopnopauun Medtronic. Ha MapKMpoBKe KOMNOHEHTOB CUCTEMbI
3anekrpokapgnocTumynauumn SureScan oTobpaxaeTcsa norotun
SureScan u cumBon «MPT BbINONHATbL C coO6nOAeHNEM
onpeAeneHHbIX ycnoBuii». Ytobbl yoeanTbCcs, 4TO KOMMOHEHTbI
ABNAKTCA YacTbi MNOJHOM cucTeMbl SureScan, noceTuTe
http://www.mrisurescan.com.

NoroTtun SureScan

Cumson "MPT BbINOMHATL C cO6M0AeHMEM onpeje-
JIeHHBIX ycnoBuii». Cuctema Medtronic SureScan
ABMSETCA CUCTEMOIA, ANA KOTOPOi MPT MOXHO
BbINOMHATLC COG/MI0AEHNEM ONPeAeNeHHbIX YCN0BUIA:
OHa Mo3B0oJISieT NauneHTam ¢ UMnaaHTaTamMmm Npoxo-
AnTb MPT npv co6n0AeHUN cneunanbHbIX yCnoBuii
no nposegexuo MPT.

®yHKkuna MPT SureScan o6ecneuynBaeT pexum paboThl,
KOTOpbIi NO3BONAET NALUEHTY € ycTpolicTBOM SureScan
6e30MacHO NpoiiTh ToMorpadguto ¢ NnomMouibio annapata MPT, B
TO BpeMs KakK yCcTpoiicTBO 6yAeT NpoAo/KaTh BbIMONHATH
Heobxoaumyto ctumynauuio. Korga pyHkumns MRi SureScan
BK/IIOYEHA, OHA BbIK/IIOYAET JeTe»Lni0 apUTMUN, PEXUM
MarHuTa u Bce 3ajlaHHble Nosb30BaTenem PyHKLUN
AvarHocTuku. NMepep BoinofiHeHWeM MPT 03HaKOMbTeCh C
cojepxawmmuncsa B TeXHUYECKOM pyKoBoacTee no MPT
cucTtemMbl SureScan BaXHbIMU CBeleHUAMMU O nNpouepypax
M OoTHOCAWMXCA K MPT npefocTepeXeHnax n mepax
NpefAoOCTOPOXHOCTU.

1.2 Cofep>kumoe yrnakoBKMU

3NeKTpoAbl U NPUHAANEXHOCTU NOCTABASOTCA CTEPUbHBIMY.

B Ka)xA0li ynakoBke cofiep)katca cnefytole KOMNOHEHTbI;

e 13nekTpoAc ukcupytowei mydToi

e 1 WMHCTPYMEHT AN BBEAEHUS NPOBOJHMKA

e 13aXum NpoBOAHMKA

e 1pyKoATKa ynpaBfeHWs NMPOBOIOYHbIM MPOBOAHNKOM

e 2J-06pasHbix cTuneTa

e 4 A0NONHUTENbHbIX CTUNETA

* 2 VHCTpPyMeHTa aHanusatopa kabenbHOro nHTepdeiica
AccuRead 2.0

e [JOKyMEeHTaLuMs no NpoAyKTy
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1.3 OnwucaHve NpuHag/IeXXHOCTEN

YTunusmpyiite Bce 0AHOPa30BbIE NPUHAANEXKHOCTU B
COOTBETCTBUM C TPeGOBAHUAMU HALMOHANBHOTO
3aKOHOJaTeNbCTBA N0 OKPYXaKLL el cpese.

MHcTpymeHT AccuRead 2.0 - NIHCTpyMeHT aHanusartopa
kabenbHoro nHTepeiica AccuRead 2.0 nomoraeTt
NoACOeANHUTbL KOHTaKTbl Kabens aHanusatopa kK KoHTakTam
KOHHEKTopa anekTpoja. 3To coefunHeHne obneryaeTt TOUHbIE
n3MepeHus 3aNeKTpUYeCcKnx napameTpoB BO BpeMs
uMnnaHTauuMm U npefoTepaLiaeT BO3MOXHOe NoBpexaeHune
KOHHeKTopa.

dukcupyouwas mydra- dukcupyowas mygranpegoxpaHseTt
371EeKTPOJ OT NepeMELLeHNA 1 3alLniLaeT N30SLMI0 1
NPOBOAHNKMN 3/1€KTPOAA OT MOBPEXAEHWI, BbI3bIBAEMbIX TYTUMU
nvraTypamu.

3aXnM NpoBoAgHMKA - 3aXUM NPOBOAHMKA 3aKpennseT
V3MNWKN NPOBOAHMKA M MOMOTAeT NpejoXpaHaTh v
MOALEPXMNBATb €70 CTEPUSIBHOCTb.

WHCTPYMEHT AN BBEAEHNS NPOBOAHUKA-VHCTPYMEHT Ans
BBEAEHUS NPOBOAHMUKA 06ecneymBaeT JONOMHUTENbHOE
ynpasneHue Npu BBELEHWUN NMPOBOAHMKA B KOHTAKTHYIO 4acTb
KOHHEKTOpa MW Yepes KOHUYUK 3eKTpoaa.

PyKosiTKa ynpaB/ieHUs MPOBOLHUKOM - PyKoATKa
ynpasieHus MPOBOLHUKOM UCMOMb3YeTcst TONbKO C
NpoBOAHUKAMM, iuaMeTp KOTOPbIX He npeBbiwaeT 0,46 mm.
PyKosiTKa ynpassiieHus o6ecneymBaeT 4ONONHUTENbHbI
KOHTPO/b YNpaBieHNeM 1 BpalleHnem NpoBOAgHMKa.

n*o6pasHblii cTUNeT - J-o6pasHblil cTuNneT o6neryaeT
hukcaymto, NOCKONbKY HanpasBnseT BUHTOBON KOHTAKT K CTeHKe
cocypa.

CTuneT-CTunet obecneynBaeT JONONHUTENbHYI XECTKOCTb U
ynpasnsemMyt rm6KocTb ANS NepemMelLeHNs aneKTpoja Ha
MeCTO UMMNaHTauun. Ha pyyke Kaxoro ctuneta HaHeceHbl
3Ha4YeHUs fuameTpa cTUieTa u AIMHbI COOTBETCTBYHOLEr0
anekTpoga.

2 lMokasaHus

3M1EeKTPOS MOXeT GblTb UCMO/Ib30BAH KaK YacTb CUCTEMbI
6UBEHTPUKYNAPHON CTMMynALMM ke nopauum Medtronic.

3 lMpoTtnBoONoKasaHusa

Ons anekTpoga mogenu 4798 umetoTca cnegyrouine
NpOTMBOMOKa3aHUs:

KopoHapHas cocyancTas ceTb - 3TOT 3/1eKTPOS
npoTWBOMOKAa3aH AN NaUWeHTOB C KOPOHAPHOI BEHO3HOA
COCYMCTOM CETbI0, KOTOPasi He NPUTo4HA AN pa3MeLLeHus
371eKTPOAa, YTO MOXeT 6biTb ONpejesieHo Ha BEHOrpamme.

Mcnonb3oBaHue cTeponfjos - He I/ICI'IO}'Ib3yI7ITe dneKTpoaansa
nayneHToB, KOTOPbIM MOXeET 6bITb
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npoTMBONOKa3aHa OfHOKpaTHas f03a aueTarta
fekcameTasoHa 1,0 mg.

4 [MpepocTepexeHusa v Mmepsbl
npPegoCTOPOXHOCTU

Mpun MPT ckaHupoBaHuun TpebyeTca ncnonbL3oBaHue
nonHoi cuctembl SureScan. MNepef BbinoNHeHnem MPT
03HAKOMbTeCb C COAEPXALWMNUMUCA B TEXHUYECKOM
pykoBoacTBe no MPT cuctembl SureScan cBefeHussMuU 06
oTHoOCcAWMXCA K MPT npefocTtepeXeHnsax n mepax
npefoCTOPOXHOCTU.

MpumeyaHune; MNMpepocTepexkeHnsa U Mepbl NPEeAOCTOPOXKHOCTH
KacaTesbHO MEAULMHCKUX NpoLeayp, OTHOCALNXCA K
MMNNaHTMPOBaHHON cucteme kopnopauuu Medfronic,
npeaocTaBieHbl B PyKOBOACTBE, KOTOPOE yNnakoBaHO C
YCTPOWCTBOM UM HAXOAUTCA Ha Beb*calite ¢ 6uGNMOTeKON
PYKOBOACTB Kopnopauuu Medtronic
(www.medtronic.cxxn/manuals).

OCMOTp CTepUNbHON ynakoBKM - Mepes BCKPbITUEM
CTEPUNbHON YNaKOBKM BHUMATENbHO OCPIOTPUTE ee.

e ECNu ynioTHEHVe UAN ynakoBKa UMeeT MOBpeXaeHUs,
o6paTuTech B permMoHanbHOe NpeacTaBUTeNbCTBO
KoMnaHuu Medtronic.

e He ncnonb3yiiTe gaHHbIi NPOAYKT NOC/e OKOHYaHMUA cpoKa
rogHocTH.

TemnepaTypa xpaHeHUs - XpaHuTb Npu Temnepatype 25X
(77°F). LonyCcTUMbI OTKNOHEHWNS OT 3TOW TemnepaTypsl
XpaHeHUsi B fnanasoHe oT 15 go 30°C (o1 59 fo 86°F).
[onycTUMbl BpEMeHHbIE MOAbEMbI TEMNepaTypbl A0

(104°F), ecnn nx NnpoA0AXUTENbHOCTb HE NPeBbIWaeT 24 4acos.

CTepununsauuns - NMepes nocTaBkoi cneunanucTbl Kopropawuu
Medtronic cTepunnsoBany CofepXumoe ynakoBku
3TUNEHOKCUAOM. 3TO N3genune ABASeTCS 04HOPA30BLIM U He
npefHa3HauyeHo 45 NOBTOPHOI CTepuansayuu.

OpHOpa3oBoe NpUMEHEeHUe - INeKTPOS U NPUHAAIEXHOCTH
npeAHa3Ha4YeHbl TOIbKO 415 OAHOPA30BOr0 NMPUMEHEHUS.

O6opypoBaHue ans BHewHeln aeunbpunnaunm - Bo Bpems
NPOBEPKU CUCTEMbI 3N1EKTPOAA B OCTPOIi (hase, Npn NPOBESEHNM
npoueaypbl UMNAAHTaLUN UK B CAyYasXx, KOrfa BO3MOXHO
nosiBfieHUe apuTMuii, NGO B cnyyasx, Korga oHu
npejHamMepeHHO WHAYLMPYIOTCA BO Bpems
NOCTUMNNAHTALUOHHON NPOBEPKHU, LEPXKMUTE HATOTOBE BHELIHWIA
necunbpunnaTop.

dnekTpoobopyfoBaHue c MMTaHWEM OTceTu n ot 6aTapeli -
MMnnaHTUpPOBaHHbIW 3neKkTpos o6pasyeT NpsamMoit nyTb
NPOXO0XAEHWNS TOKa K Muokapay. Bo Bpema nmnnaHtauwin n
NpoBepKMW 3fieKTpoja Ucnonb3yiiTe oNpypoBaHue, nuTaHme
KOTOPOro ocyuiecTBNAeTCA OT 6aTapeun, Uan cneuunanbHo
pa3paboTaHHOe AN 3Tol Luenu obopysoBaHue ¢ NMTaHMEM OT
ceTu, YTo6bl MMeTb 3alunTy OT PUbpUNIALMiA, KOTopble MOTyT
6blTb Bbl3BaHbl NEpPeMeHHbIM TOKOM. O60pya0BaHue C NTUTaHneM
OT CeTu, UCNoNb3yemMoe B HEMOCpeACTBEHHONW 6nM30CTH OT
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naymeHTa, 4O/MKHO 6bITb COOTBETCTBYOLW MM 06pa3om
3a3eMnieH0. KOHTaKTHas 4acTb 3/1eKTpoja f0/IKHa bbiTh
1M301MpoBaHa oT N0 6bIX 6yXAaloLWmnx TOKOB, KOTOpble MOTYT
BO3HWKHYTb NPV MCMOMb30BaHUN 060pyA0BaHNA C NUTaAHNEM OT
ceTu.

CoBMecTHO paboTatowme yctpolicTea - BoixogHble
UMMyNAbCbl, 0(NE€HHO OT KIOHOMOJIAPHbLIX NPU60OPOB, MOTYT
He6naronpusTHO NOBANSATHL HA YYBCTBUTENbHOCTb YCTpPOiCcTBA.
Ecnun nauunenTy TpebyeTcs oTAeNlbHOE YCTPOUCTBO AN15
3M1EKIPOKAPANOCTUMYIALNN, NOCTOSAHHOE MW BPEMEHHOe,
obecneybTe 4OCTATOUHOE paccTOAHME MEXAY 3NeKTpogamu
pasHbIX CUCTEM, YTO6bI n36exaTb B3aUMOBINSAHUA Ha
YYBCTBUTE/IbHOCTb YCTPOWCTB. PaHee uMnaaHTMpoBaHHble IKC
1 KapamosepTepbl-Ae@UOPUNNATOPLI B OCHOBHOM CcriefyeT
OeVMNIaHTUPOBaTb.

Mcnonb3oBaHue cteponjos - He onpeAeneHo, B Kakoi
CTEeNeHu NpefocTepeXeHns, Mepbl NPefOCTOPOXHOCTU UK
OC/I0OXKHEHUS, 06bIYHO CBA3AHHbIE C MHBEKLMOHHBIMU
NleKkapCTBEHHbIMK (hopMamMu aleTaTta jekcameTasoHa,
0THOCATCA KMCNOMb30BAHWIO 3TOFO B 3HAYNTENIbHON CTENEHMU
/IOKa/IN30BaHHOTO YCTPOWCTBA C KOHTPONNPYEMbIM
BbICBOGOXAEHNEM.

BepemeHHOCTbL - BbIN10 BbIABNEHO, YUTO aueTart fekcamerasoHa
OoKa3blBaeT TepaToreHHoe AelicTBME Yy MHOTUX BUAOB XUBOTHbIX
B [l03aX, 3KBMBAJIEHTHbIX [,03aM, NPVUMEHAEMbIM Y YENI0BEKA.
NcecneposaHusa ¢ 6epeMeHHbIMY XXEeHLWMHAMWN He NPOBOANIINCE.
Mcnonb3oBaHue aletara jekcameTa3soHa BO Bpems
6epeMeHHOCTM AONYCTUMO TONILKO B Cy4vae, ecnu
noTeHunanbHas Nosb3a onpas/biBaeT BO3MOXHbIV PUCK ANSA
nnoga. iccnefgosaHns Ha Mbllax, Kpblcax M KPOAMKax
nokasanu, 4Tto afpeHOKOPTUKOUAHbLIA cTepouny yBennyneaet
puUCK pa3BuTuSA y nnoga '‘Bonybeil nactu', ypennumeaet
BEPOATHOCTb NiaLeHTapHON HeJ0CTaTOYHOCTH, BbIKAAbIWA, &
TakXXe MOXeT cTaTb MPUYNHON 3a4ePXKN BHYTPUYTPOBGHOTO
passuTua nnoja.

JKeHWwmnHbl, KopmAalw e rpyasto - Ecnv npuMeHaTsb
KOPTMKOCTEpoua cmcTtemMaTuyeckun, oH nonajgaeT B MOJIOKO
MaTepu 1 MOXeT cTaTb NPUUYNHOW 3a4epXXKN pocTa rpyaHbIX
feTeli, NOBNUATb Ha 3H[0TEHHYI0 BbIpAabOTKY KOpTUKOCTEpOUAa
WAV MPUBECTU K APYTUM He61aronpuaTHbIM ah<iATam y
rpyAHbIX feTeli. MCXoAA U3 TSXXeCTU BO3MOXHBbIX
HEe6NaronpuUATHbLIX pea>wWuii y TpyAHbIX AeTel, MPUYNHOM
KOTOPbIX MOXET CTaTb MPUMEHEHNEe KOPpTUKocTeponaa
KOPMAWMUMN MaTePsAMU, a TakKXKe MPUHUMan BO BHUMaHWe
HEeOo6X0A4MMOCTb NPUMEHEHUS 3NEeKTPOAA U NeKapCTBEHHOTo
npenapata /s matepu, Heo6xoaMMOo 1M60O NpekpaTUThb
KOpM/eHne TpyAblo, NM60 NPUMEHSTb 31IeKTPOS,
HeBblAeNAoW N cTepona.

O6palweHne ¢ MOHONUTHLIMUK yCTpOlCTBaAMM C
KOHTpONMpyemblM BbicBO60OXAeHnem cTeponga (MCRD)-
Mepef uMNnaHTaumnei anekTpoaa He JONycKakTe yMeHbLIEeHNA
KOMMyecTBa OCTYMHOrO cTeponja. YMeHblleHne JOCTYNHOTO
KonmyecTBa cTeponja MoxeT He61aronpuaTHO NOBANATL Ha



3 (heKTUBHOCTb PaBOTbl 3N1EKTPOAA C HU3KUMU 3HAYEHUSIMU
nopora CTUMynsaumu.

e He gonyckaiiTe CONPUKOCHOBEHUS MOBEPXHOCTU KOHTAKTOB
C 3arpsi3HUTENSIMU NOBEPXHOCTH.

e BO Bpems UMNAaHTaLWM He MPOTUP/NTe U He Morpyxaiite
KOHTaKTbl BXXWAKOCTb, 38 UCK/IOUYEHUEM KPOBMU.

bunonsapHas CTUMYNAUMA - Ecnu nnowaas NOBEPXHOCTH
BbIGPAHHOI0 aHOHOMO KOHTAKTa paBHa N1 MeHblue naowaan
NOBEPXHOCTM BbIGPAHHOTO KaTo/a, 3TO MOXET NPUBECTM K
6onee BbICOKMM Noporam CTUMYIALUUN UNU K aHOAHOM
CTUMYNALMN. B 3TOM 3/1€KTPO/I€ UCMNO/b3YETCA 4 KOHTaKTa
OfiHaKOoBOro pasmepa. MoaTomy 6uUNoNApHbIe KOH(UTypaumu
CTUMYNALMMN MOTYT MPUBECTN K MOBbILIEHUIO NOPOroB
CTUMYNALNMN UNN K AHOLHOWA CTUMYNALMUUN.

Ecnvn Tepannio HEBO3MOXXHO NPOBEeCTM Yepe3 KOHTaKT/1XK 1, anqa
MCNONb30BaHWA C ONpeAeNieHHbIMU YyCTPoicTBaMM Koprnopauuu
Medtronic gocTynHbl KOHTaKTbl J1XK2, J1)X3 n /1)K4. CBeageHuns o
[OCTYMHbIX BapnaHTax NoASIPHOCTN CTUMYNALUN

N1)XX anekTpoAoB CM. B COOTBETCTBYIOLEM PYKOBOACTBE NO
3aKcnayaTauum cUCTeMbl CEPAEUYHON pecUHXpoHU3UpYtoLw el
Tepanuu (CPT) komnaHun Medtronic.

O6palLeHne Co CTUIETOM - Mpu 06palleHnI clo CTUNeTOM
Bcerja cobntoaiTe 0CTOPOXHOCTb.

e YT06bl CBECTU K MUHUMYMY BEPOATHOCTb TPABMUPOBAHUNA
BEeH 1 NoAAepXnsaTb rM6KOCTb 3/1eKTPOAA NPV NPOBeAEHNN
ero yepes BeHy, oTBeAUTe CTUNET Ha 1-2 cm Ha3afj wim
BblbepuTe 6onee rmbkuii cTuner.

e [lpu BBEAEHUN cTUNETA He NPUKNaAbiBaiiTe U3NULWHUX
ycunuii n He UCNONb3YINTE XUPYPrUYecKne NHCTPYMEHTHI.

e U3beraiiTe nepern6aHus, CKpyuyMBaHmUa UM KOHTaKTa
KPOBM CO CTUNETOM.

e Ecnu HacTunete ckonunacb KpoBb UM Apyras XUAKOCTb,
MCnonb3yiTe HOBLIW cCTUNeT. CKONMBLUMECS Ha cTUNeTe
XWAKOCTU MOTYT NOBPeANTb 3/1€KTPOJ UK co3faThb
3aTpyAHEHUS NPy NPOBefeHNN CTUeTa Yepes aNeKTPos.

e lcKkpuBNeHne AUCTanbHOro KOHYMKa cTuneTa nepep ero
BBeJEeHWEeM B 3/1eKTPOA NPUAACT KPUBU3HY ANUCTalbHOMY
KOHUYMKY anekTpoga. He ucnonb3yiite ocTpble npeameTsl,
4YTO6bl NPMAATh KPUBU3HY ANCTANIBHOMY KOHUYUKY CTUNeTa.

O6palLeHne ¢ MPOBOAHMKOM - Mpu o6palyeHnn ¢
NPOBO/HMKOM BCErfja co6/t04aliTe 0CTOPOTIONCTD.

e He BBOAWTE NPOKCMMaNbHbIi KOHEL, NPOBOAHWKA Yepes
YNNOTHEHWE KOHYMKA 3/1eKTpoaa 6€3 NCNOoNb30BaHUS
WHCTPYMeHTa ANSA BBeAEHWNA NPOBOAHUKA. BBeeHune
NpoBOAHMKA 6€3 UHCTPYMeHTa 418 BBeAEHUS NPOBOAHMKA
MOXeT NPUBECTN K NOBPEXAEHMIO 3N1EKTPOAA.

e [loBpexAeHus, HaHeCeHHble NPOBOAHUKY, MOTYT
npensaTCTBOBATbL TOYHON peakL M Ha BpalaloWwmnii MOMEHT U
ynpaB/ieHUo UM N MOTYT NOBPEAUTL cocyabl. Ans
NonyyYeHns AONONHUTENbHOW NHopMaLumn o
NOBPEXAEHUAX COCY/J0B U PYTUX BO3MOXHbIX
HE6NaronpuUATHLIX ABIEHUAX CM. TEXHUYECKOE
PYKOBOACTBO, UMelOLeecs B yNnakoBKe C COOTBETCTBYIOLW UM
NPOBOJHUKOM.

e Ecnu guctanbHblil KOHYMK NPOBOAHMKA CUNBHO 3arnbaeTcs
UNM NepekpyyYnBaeTcs, T0, BO3MOXHO, BO3SHUKHYT
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3aTpyAHEHUSA C ero oTBejleHneM yepes anekTpos. Mostomy,
€C/IN UMeTCs NOA03PEHUSA, YTO AUCTANbHbIA KOHUNK
NpPOBOAHMNKA NOBPEXAEH, UM BO3HWKAET 3HaUYNTebHOe
COMPOTUBNEHME NPOXOXAEHUIO NPOBOAHNKA, U3BNEKUTE
3/1eKTPO/, BMECTe C MPOBOAHNKOM KaK OAHO Lenoe.
i3BNeKnTe NPOBOAHMK N3 3NEKTPOAA U BCTaBbTE B
3/1eKTPO/, HOBbIV NMPOBOAHUK. He npuknaabiBaiite
U3NUWHNUX NMANIA ANS U3BNEYEHUS NPOBOAHMKA U3
3anekTpoaa.

ONns nonyYyeHns AONONHUTENbHOW NHOPMAL UM CM.
[OKYMeHTaLuo No NpoAyKTY, UMeloLyoca B ynakoBke ¢
NPOBOAHWNKOM.

O6paweHune C anekTpogom - C aeKTPOAOM ceayeT Bcerga
o6palaTbcs 0CTOPOXKHO.

e He pekomeHAyeTcs UCNONb30BATb C 3TUM 3/1€KTPOAOM
opaH>XXeBble CTUNEeTbl, MOCKONbKY CyLecTBYeT PUCK
nepdgopaynv cnupany Mam N3oNALUN NPOBOAHUKA.

e Ecnu gns no3avuMoHUpOBaHWA 3N1eKTpPoAa UCnonb3yeTcs
CTUNET, TO NONb3YATECH TONILKO CTUNETaMU, UMEI LLUMUCS B
ynakoBKe C 31eKTPOAOM WU B KOMMNEeKTe CTUNeToB (C
PYYKOIl YMeHbLWEHHOTO pasmepa). [lpyrue cTuneTbl MOryT
npoiiTn ganblue KOHYMKa 3NeKTpoAa, TpaBMMpoOBaB
naymeHTa.

* Ecnu anekTpop noBpex/AeH, He UMNAaHTUpyiite ero.
BEPHUTe 3NeKTpo4 npefcTWNTeNto Kopnopayun Medtronic.

« lpepoxpaHAiTe 3NeKTpog OT MaTepnanos, C KOTOPbIX
ocbliMalTcA YacTulbl, Hanpumep 6ymaxHas n 6biToBas
nbifb. i300AUMA anekTpoAa NpUTArnBaeT 3TN YacTuLbl.

e Pa6oTaliTe ¢ 31eKTPOAOM B CTEPUNBHbIX XUPYPTUYECKUX
nepyartkax, MPOMbITbIX B CTEPUbHON BOAE UK
aHanornyHom cpeacTse.

* He cnepyet upe3mepHo n3rnbatb, NnepekpyunsaTb Uau
pacTarnBaTb 3/1€KTPOA.

e He nonb3yiiTecb XMPYpPruvyecKnMu MHCTPyMeHTamun gns
3axBaTta 3/1eKTpoja Wan WTbipbKa KOHHEKTOpa.

e Bo Bpemsa umnnaHTauMu He gonyckainTe KOHTaKTa
31eKTPOA0B C MUHEPASIbHbIM MaC/IOM, CUJTMKOHOBbIM
mMac/noM unn N 6ol 4pYroi XNAKOCTbIO, 3a UCKOYEHUEM
KpPOBW.

e UWcnonb3yiiTe huKcUpyowyo MydgTy CO BCeEMU
anekTpogamu. Yto6bl NpeaoTBPaATUTL HeXenaTenbHoe
npoxoxaeHune ukcrpytoiein My Tol B BEHY, yb6eanTech, 4To
hukcupytowas mydTa pacnonoxeHa 6/11M3K0 KO WTbIPbKY
KOHHeKTopa afniekTpoaa. Ecnu nepep BBefieHnem
Heob6xo4MMO NpoTepeTb 3N1eKTpoa, ybeaunTtech, 4to
ukcupyowas myTta octanacb Ha CBOEM MecTe.

e Tpv BO3HWKHOBEHUMW 3HAYUTENLHOTO CONPOTUBNEHUSA HE
npuknagbiBaiTe ycunuii AN npoBeAeHNa NPOBOAHUKOBOTO
KaTeTepa Unu anekTponos. icnonb3oBaHue
NPOBOJAHWNKOBbIX KATETEPOB W/IN 3N1€KTPOAOB MOXeT
HaHecTn TpaBMbl CEPALY.

Penosvuys wim vsBfieveHre XPoHNHYECKOIO 3/1eKTpoaA -
Penosnuma nnn nssnevyeHne XPOHNYECIO X 3NEKTPOJ0B MOTYT
6bITb 3aTPYAHEHbI BCEACTBME pa3pacTaHusa (oM6PO3HOI TKaHK.
KnunHuyeckoe nccnepoBaHne He 66110 NpeAHa3HayYeHo ans
OLLleHKN BO3MOXHOCTU yaneHns NeBoXenya04koBbiX
3N1EeKTPOAO0B M3 KOPOHAPHOI BEHO3HOW cocyancToi ceTu. Ecnm
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HEe06XOANMO N3BJIeYb 3N1EKTPOS NN U3MEHUTL €ro NOSTOXKEHME,
BbINONHAWTE 3Ty NpoLeaypy KpaitHe 0CTOPOXHO. BepHuTe Bce
yAaneHHble 3NeKTPoAbl B kopnopauuto Medtronic.

e He pekoMeHANTCA MCNOMb30BATh C 3TUM 3/1€KTPOAOM
opaH>XeBble CTUAETbI, NOCKONbKY CYLWecTBYeT puckK
nepdopauynu cnupanu / n3onayum NpoBoAHUKA.

* [lpu penosnuynu NnpoBepbTe ANINHY 31EKTPOJA HA 3TUKETKe
3/1eKTpoAa Ha KOHHeKTope, YTo6bl BbiGpaTh KOMMIEKT
cTnneToB (C pyykoii yMeHblIEHHOro pasmepa) nogxoasien
ANVHbL. Becerpa Boi6npaliTe KOMNAEKT cTUETOB (C pyyKoii
YMeHbLEeHHOro pasMepa) Ha 3 cm Kopoye ASNHbI
3anekTpofa. Hanpumep, Ana anekTpoAa ANNHONK 78 cm
BblGMpaiTe KOMNNEKT CTUNETOB (C PYYKOA yMEHbLUIEHHOTO
pasmepa) co cTunetamm gnAnMHOW 75 cm .

e li3BnevyeHne 3fieKTpoja MOXeT NPUBECTU K OTPbIBY
3aHfAoKapfa, knanaHa wiu BeHbl.

* ONeKTpofj MOXeT pa3befMHNTHLCA B MeCTe COeJMHeHUs,
0CTaBWB KOHYMK 3/1eKTPO4a Namn 06HaXKeHHbli NPOBOAHUK B
cepAaLe Unun BeHe.

e Peno3uuma XpoOHWYeCKOro 3/1eKTpoAa MoXxeT
HebnaronpmATHO Cka3aTbCA HACNOCOOGHOCTU BbiAeNAOLWEero
cTepoug anekTpoga GyHKLMOHNPOBATb C HU3KUM MOPOTOM
CTUMYNALUN.

e [na npepoTBpalleHMa nepefayun 31eKTPUYECKUX CUTHAOB
3aKpoiiTe HEMCNONb3yeMble 31eKTPOAbl KOMNAa4KoM.

e Y NoBpeXAEeHHbIX 3/IeKTPOJ0B HEOBXOANMO BbIMOMNHUTD
repmeTn3almnio ocTaBlIEeica KOHLEeBOl YacTu v MOAWNTL
3NeKTPOJ K Npuierawmnum TKaHsaM.

e ECNu anekTpof U3BneYeH U ycTaHOB/IEH Ha HOBOE MecTo,
BHMMAaTE/IbHO OCMOTPUTE ero nepej penosununeid Ha
npeAmMeT OTCYTCTBUSA NOBPEXAEHUIA U3onaunm n cnupanm
NpoBOAHMKA.

MarHuTHo-pe3oHaHcHasa Tomorpadgua (MPT) - MPT — 3To
BUA MEAULMHCKOW BU3Yrin3aunm, npu KOTOpoit MCNoNb3yoTcs
MarHWTHble NoNsA ANA CO34aHUA N306PaKeHNH BHYTPEHHNX
CTPYKTYp opraHusma. Mpu BbINOHEHUMN ONpeaefieHHbIX
KpUTEpueB v cnefoBaHNN NpefoCcTepexXeHNaM U Mepam
npeAoCTOPOXHOCTU, YCTAHOBMEHHbIM KOMNaHnein Medtronic,
nayueHTbl ¢ yCTPOMUCTBOM U CUCTEMOW 3NEKTPOAOB,
ponyckawwnmm BeinonHeHne MPT ¢ cobnogeHnem
onpefeneHHbIX YCIOBUI, MOTYT NPOXoanTb npouenypy MPT.
Ana nonyyeHns [ONONHUTENbHbIX CBEEHUI CM. TeXHNYEeCcKoe
pykoBogacTBO no MPT, npefocTaBnsieMoe komnaHuein Medtronic
ANnAa ycTpoiicTBa, fonyckalwuiero BbinosHeHne MPT ¢
cobnogeHnem onpefeneHHbIX YCNoBUiA.

OvnaTtepmuna (BkNo4Yaa ynbTpa3ByKOBY Tepanui) -
AvaTepmua — 3T0 MeTO/ leHeHNs C UCMOIb30BaHNEM
TepaneBTWYECKOro HarpeBaHus TKaHel Tena. inatepmus
BK/t0HaEeT BbICOKOYACTOTHYI0, KOPOTKOBOJ/THOBY!IO,
MWKPOBOJIHOBYIO U YNbTPa3BYKOBYIO Tepanuio. He ucnonb3yiite
AvaTepmMuio, 3a UCKOUYEeHNEeM yNbTPa3ByKOBO Tepanun, Ha
nauneHTax ¢ Kapamonornyeckumun yctpoicteamu. Juatepmus
MOXeT MPUBECTU K TAXENOW TpaBMe UAn BbIXOAY U3 CTPOSA
MMNNAaHTUPOBAHHOTO YyCTPOCTBA U CUCTEMBI 3/1EKTPO/OB.
YnbTpass”~oBas Tepanua (Bka4as guanotepanuio,
yNbTPa3BYyKOBYIO TEPaNuio BbICOKON MHTEHCUMBHOCTU 1
cpoKycMpoBaHHOE yNbTPa3ByKOBOE N3/Ty4yeHNe BbICOKON
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MHTEHCUMBHOCTU — 3TO UCMONb30BaHWE yNbTpasByKa c 6onee
BbICOKOW 3Hepruei, yem npu ynbTpa3ByKoBOIi AUAarHOCTUKe, ANs
NPUBHECEHUS TeNNa unu Bo36YXAEHNSA B TeNo. YNbTpa3BykoBas
Tepanus Aonyctuma, ecau fieyeHue BbINONHAETCA C
pasgenawlwmnm paccTosHnemM He MeHee 15 cm mexay
annanKaTopoM M UMNNAHTUPOBAHHbLIM YCTPOWCTBOM U CUCTEMOT
31eKTPOJ0B, a y/IbTPa3BYKOBO lyd HanpaBneH OTycTpoiicTBa n
CMUCTEMbI 31eKTPOL0B.

BHeLLHss edMbpUnIsLMS U KapayoBepCUst - BHewHss
4euepUNaLUs N KapamoBepcusi— 3To nevebHble MpoLeaypbl,
KOTOpble JOCTaBAAIOT 3/1IEKTPUUECKUIA pa3psas K cepauy Ans
nepeBoja NaTtofiorMyeckoro cepieyHoro putMa BHopmanbHb[i.

Kapauonoruyeckue yctpoiictea kopnopauum Medtronic
BbIMOJIHEHbI YCTONYUBLIMK K BHELWHEN Aedmnbpunnnauumn n
KapanoBepcuun. XoTa NoBpexAeHne MMnAaHTupoBaHHoOM
CMCTEMbI OT BHELIHero nMnyabca ToKa ciyvyaeTtca peako,
BEPOSAATHOCTb TAKOr0 NOBPEX/JeHnsa Bo3pacTaeT npu
NnoBbIlWEHNY YpOBHeli aHepruun. Moa Bo3feNcTBMEM 3TUX
npoueayp BO3MOXXHO BPEMEHHOE NN NOCTOAHHOE NOBbIWEeHNe
noporoB CTUMYNALUN UM BPEMEHHOE WM MOCTOAHHOE
noepexjeHne Mnokapaa. Ecnu BHewHsa genbpunnauma nau
KapamoBepcus Heo6XoANMbI, yUnTbIBaliTe cnepytole Mepbl
npefoCTOPOXHOCTK.
e lcnonb3yiiTe HaMeHbL Y KANHUYECKN AONYCTUMYIO
3Hepruio.
e PasmewaiiTe agre3nBHble 31€KTPOAbI NN MAACTUHbLI HA
paccTosHMU He MeHee 15 cm OT ycTpoiicTBa.
* PacnonaraiiTe agresmBHbie 31eKTPoAb( AN NNACTUHbI
nepneHANKYNSPHO M YCTPOKCTBY U CUCTEME 3N1eKTPOAOB.
e Ecnu BHewHAA aethnbpUNNALNsS Nan Kapanosepcmsa
NpoBOAMTCA Ha paccToAHUN MeHee 15 cm oT ycTpolicTBa,
ncnonb3yinTe nporpammaTtop Medtronic 4nsa oueHkKK
yCTpOWCcTBa 1 CUCTEMbI 31EKTPO/AOB.

COBMECTUMOCTb KOHHEKTOpPA - X0TA KOHHEKTOPbl 3/1eKTpoja
Medtronic cOOTBETCTBYIOT MEX/AYHAPOAHbLIM CTaHAapTam
KOHHEKTOPOB, MCNO/b30BaHNe 3TOr0 3eKTpoja
ycTpoiicTBamMu Apyrux npomssogntenei (He Medtronic) He
TecTupoBanu. I3BecTHble BO3MOXHbIE OCTOXHEHMNA
MCNoNb30BaHUA Takoii KOMBUHaLUKM BKAKOYAOT HeA0CTaTOUYHY0
fleTeKunio cepaeyvHoli [eATeNbHOCTU, HEBO3MOXHOCTb
HaHeceHUs He06XOAUMON Tepanun 1 HeyCTONUYMBLIN
31eKTPUYECKNIA KOHTAKT.

5 BO3MOXHble OC/TOXHEHUS

[lanee npuBefeHbl U3BECTHbIE NOTEHLWaNbHbIEe
HexxenaTefbHble CO6bITUA, CBA3aHHbIE C MPUMEHEHMNEM 3TOro
npoAykKTa;

e BosgywHas am6onusa

e OTpbIB UK gpyrne noBpeXAeHnsa aHfokapaa, knanaHa unm

BeHbI

« Tepdopauunsa nnm pacceveHne cepjua

 TamnoHapga cepgua

e PacceuyeHue KOPOHApPHOro cUHyca

e CwmepTb

e JHAOKapAWUT NN NepukapaunT



® MNpoNexHu

e CTUMYNAUNSA BHECEPAEUHbIX MbIWL, MW HEAPOCTUMYNALMUS
o OUGPUNNALUA UKW APUTMUN LPYTUX TUNOB

 bnokapacepaua

e PaspbiB cepAeYUHOi NN BEHO3HOW CTEHKM
- TlemaTtoma/cepoma

e WHdekuna

e O6pbIB NPOBOAHMKA 3/1€0POA A UIN HAPYLIEHWNE N30ALNN
« CmeleHune anekTpoga

- B036yAMMOCTb MMOKapaa
e CEeHCUHT MMoMmoTeHLunanoB
« BbINOT B NO/IOCTb MepMKapAa uav Wym TPEHUs nepukapaa

« [HeBMOTOpakc

e flBNeHne OTTOPXEeHUA (MecTHasa peakLns TKaHu,
ob6pasoBaHue YUOPO3HOI TKaHU, MUTpaLmMsa ycTpolicTBa)
« TloBbllWeHNe nopora CTUMynALUN nnn 610Kaja Ha Bbixoge

e Tpom603

* Tpomb6oTuyeckan ambonus

[ononHuTeNbHbIE BO3MOXHbIE HE6NAaronpusaTHLIE IBNEHUS,
CBSI3aHHblE C 3/1IeKTPOAOM Y 3aNPOrpaMMnUpoBaHHbIMU
napameTpamu, BK/OYAIOT CIEAYIOLNE COBbITUS;

Bo3moykHOe Hebna-
ronpusiTHoe siBsie-
Hue

CmeuleHne anek-
Tpoga®

CmeleHne anek-
Tpofa®

Pa3pblB NpoBOAHMKA
anekTpoaa

MNpu3HaH BO3MOX-
HOro He6naronpwm-
SATHOTO SIBNEHUSA

Mepunogunueckas nnn
NocTosiHHas notepst
3axBarta Um LenocT-
HOCTW curHana

3rM /X (Bkntovas
CEeHCUHIN®

Mepuoanyeckas umm
NOCTOsIHHAs runep-
YYBCTBUTE/IbHOCTb

Meprogunyeckas um
nocTosiHHasA noteps
3axBaTa W LenocT-
HOCTU cUrHana

3rM XK (Bkntoyas
CEeHCUHIN®
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PeHomMeHAyeMble
HOPPEHTVpYoLLME
nevicteus

Mepenporpammu-
pyiiTe nonspHocTb
ctumynaummn JXK.
N3meHuTe nonoxe-
HUe anekTpoga.

Mepenporpammu-
pyiiTe NoNApHOCTbL
cTumynaummn JK.
N3meHnTe nonoxe-
HUe anekTpofa.

3amMeHuUTe 3NeKTPos.
Mepenporpammu-
pyiiTe NonsApHOCTb
ctumynsaummn JXK.

Bo3mMo>kHOe Hebna-
ronpusiTHoe siBse-
Hve

HapyleHve nsons-
LMy NPOBOAHVKA
3anekTpoga

MoBbiWeHne nopora
CTUMYNALMUM UK 6110-
Kaja Ha Bbixoje

Mpu3HakK BO3MOXK-
Horo He6naronpu-
SAATHOTO SAB/IEHUS

MNepuogunyeckan nam
nocTosHHasA noteps
3axsaTa Wi LenocT-
HOCTU cuUrHana

3rM XK (Bkntovas
CEHCUHI)™*

MoTeps 3axsara®

PekomeHayemble
KOppeKkTupytoujme
nevicteus

3amMeHuTe 3NeKTPos.
Mepenporpammu-
pyiiTe NONSPHOCTb
ctumynsauyun JIK.

HacTpoiiTe BbIX0A-
Hble napameTpsbl
MMNAaHTUPYEMOro
ycTpoiicTBa.
Mepenporpammu-
pyiiTe NoNsApHOCTL
cTumynauyum JHK.
3aMeHuTe 3/71eKTPoj
VN U3MeHUTe ero
NONIOXKEHNE.

®KpaTKoBpeMeHHas noTepsa 3axBaTa UIn LLeNIOCTHOCTU curHana
3MM JI)XK (BK/IHOYAs CEHCUHT) MOTYT BO3HUKaTb B NOC/€0NepaLMoHHOM
nepuoge Ao ctabununsauuy anekTpoaa. NMpuunHoii oTCyTCTBUA
cTabunnsaumm MOXeT 6blTb CMELEHNE 3NEKTPOa.

Huxe npuBeAeH NepeyeHb METOA0B UMMNAHTALUN, NPK
peanunsauumn KOTOPbIX Y 3/1eKTPOAA MOTYT BOSHUKHYTb

NoBpeXAeHUs:

MeToabl UMnNaHTa-
LMK, KoTopble
MOryT MOBpeanTb
3M1eKTpoy,

MpoBepeHune anek-
Tpoja uepes
VHTpOAblOCEp Unn
cucTemy goctasiol ¢
NpYMeHEeHNeM CUnbl

YpesmepHo
MefnanbHoe BBeje-
HUe C BEHO3HbIM
WNHTPOblOCEPOM,
npuBojsiLee K 3alle-
MIEHUI0 MEXAY K/t~
ynuein 1 nepsbim
pebpom
Wcnonb3oBaHue cnm-
LUKOM )X€CTKOFO CTW-
neta

3acTpeBaHue anek-
TpoAa B MATKUX
TKaHsX Npy NoAKto-
UYMYHOM BBE/leHUM
VHTpOAblocepa

Bo3mo>kHOoe BO3-
pelictBue Ha anek-
TpoA

MoBpexaeHne KOH-
TakTa, cnupanu npo-
BOAIHUKA UK U30N5-
Lmmn

PaspbiB cnupanu
NpoBoAHMKa, NoBpe-
XAEeHWe n3onaunum

MNepdopayus crov-
panu nposoj-
HuKa/nsonayum
Pa3pbiB cnvpanu
npoBojHMKa, NoBpe-
XAeHVe usonauumn

PekomeHgyemoe
KOppeKTupytoLiee
nerictemne

3amMeHunTe 3/1eKTPOs.

3amMeHUTe 3NeKTPOa.

3amMeHunTe 31eKTPosA.

3amMeHuTe 3NeKTPos.
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MeTogbl MniaHTa-

LMK, KoTopble B03MO>KHOE BO3- PekomeHayemoe
MOFyT NOBpPeauTb fAelicTBMe Ha anek-  KOppekTupytouee
aneKkTpoa TpoA neicteue

MpogswxeHne anek-  VICKpUBNEHME KOH- 3amMeHuTe 3M1eKTPoA.
TpoZa yepe3 HEKOPO-  uYunKa unm nepdopa-

HapHbl€e LeHTpab- uus usonsuum

Hble BeHbl,Yepes

KOTOpble ocylle-

cTBNsiETCS AOCTynN,

6€e3 MONHOCTbIO BBE-

[leHHOTrO cTUneTa un

nNpoBOAOUHA

BBeseHve npokcu- MoBpex/aeHune 3aMeHNTe 3aNeKTpos,.
Ma/ibHOr0 KOHLa Npo-  YM/IOTHEHUSA KOHYMKa

BOAHMKA Yepes 3nekTpoga unu

ynioTHEeHVEe KOHYMHa  NOBPEeXaeHue cnu-

anekTpoaa 6e3 panu nposofHuKa/

ncnosib30BaHus nsonauun

WNHCTPYMEHTa ANs

BBe/leHNs NpoBof-

HUKa

6 Mpouegypa nMmnaaHTayum

MpepynpexpgeHune; Neped nmnnaHTtaymeli cuctemsl SureScan
OLeHUTEe PUCKKN, CBABAHHbIE C YaneHnem paHee
MMNNaHTUPOBaHHbIX 31eKTpoA0B. OcTaBneHHble Hepaboune
3N1eKTPoAbl NN paHee UMNAaHTUPOBAaHHbIe 3NeKTPoabl, ANs
KOTOPbIX TECTUPOBaHNE COBMeCTUMOCTU MPT He NpoBOAMNOCH,
MOTYT NOBNVATb HA BO3MOXHOCTb 6e3onacHoro MPT
CKaHMpoBaHus cucTembl SureScan.

MpepgynpexpaexHune; NMpu BO3HUKHOBEHUN 3HAYUTENBHOTO
COMPOTUB/IEHUS HE NPUKNAAbIBaiTE JONONHUTENLHOIO YCUNNS
ANA NpoBefeHns NPOBOAHNKOBOIO KaTeTepa Uamn 31eKTpoaa.
Micnonb3oBaHWe NPOBOAHUKOBbLIX KATETEPOB UMW 3N1EKTPOA0B
MOXET HaHeCTn TpaBMb( -TaHAM cepaua.

Ana umnnantauun 1)K anektpoga

Attain Stability Quad MRI SureScan 4798 B Bbi6GpaHHY0
KapananbHyl BeHy TpebyeTcs COBMecTMMas cuctema
[0CTaBKM, Takaa Kak cuctemaoctaBku kopnopauuu Medtronic.
COBMeCTUMIX cucTeMa ocTaBKU BKAOYAEeT NPOBOAHUKOBbIA
KaTeTep U reMocTaTMyeckunii kKnanaH unu knanaH
WHTpOAblOCEPA, KOTOPbIE MOTYT OblTb YAaneHbl U MO3BONAT
npoxof Mo KOHHEKTOPY anekTpoga. A4nsa nonyyeHns
LONONMHUTENBHOW MH(OPMaLUM O COBMECTUMbIX CUCTEMAX
[oCTaBKM obpaTuTech B NpeAcTaBUTENbLCTBO Kopnopauuu
Medtronic.

3a NpaBU/IbHOCTb BbIMOTHEHUS XMPYPrUYecKUx npouegyp u
cobniogeHne nNpaBua acenTUKM HeCyT OTBETCTBEHHOCTb
MeAULMHCKNE PaBOTHUKU. HIXKE, NCKIOUYNTENBHO C
MH(OPMALMOHHOI Lenbio, onucaHbl HEKOTOPbIe NPOLEeaypbI.
HekoTopble METOAbLI UMMIAHTALUN MOTYT UBMEHATLCS B
3aBUCMMOCTM OT NpeAnoYTeHUi Bpaya, aHaTOMUYECKUX
0Cco6eHHOCTEl MaureHTa v ero U3NYECKOro COCTOSHUS.
KaxAblii Bpay 4OMKEH NPUMEHSATb MH(OPMALNIO.

40 Hapycckom fA3bike

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

cofepXallycs B 3TUX MHCTPYKLUUAX, COrNacHo
npogeccmoHanbHol MeANLMHCKOW NOATOTOBKE U MONYYEHHOMY
onbITy.

6.1 Pa3melLLeHMe npaBo>Kely404KOBOro a/1eKTpoga

rMocne NPUHATUS PeLleHuUs, KaKoi XenyA0UKOoBbI 31eKTpos
BBOAUTH MEPBbIM, PACCMOTPUTE BO3MOXHOCTb KaTeTepmsayuu
KOPOHAPHOro crHyca N HEO6X04UMOCTU pe3epBHO
KapAMoCTUMYNALNK.

6.2 lMoarotoBKa CUCTEMbI JOCTaBKU

MoAroToBbTE CUCTEMY AOCTABKM A/15i UMNJIAHTALNM 3N1eKTpoaa
COT/lTaCHO UHCTPYKLMUAM, MPUBEAEHHBIM B JOKYMeHTaLuu,
NnocTaBsieMOii BMecTe C CUCTEMOW JOCTaBKU.

6.3 BeHo3HbIN gocTyn

Mpepynpexpaexnune; Bo BpeMs nmnnaHTaumm 4o/HKHa UMeTbCA
BO3MOXHOCTb ObICTPO OCYLLECTBUTbL CTUMYNALMIO C
pe3epBupoBaHnmeM. Icnonb30BaHNe CUCTEMbI 4OCTaBKN UK
3M1EKTPOA0B MOXET NpMBECTM K 6110Kaje cepjua.

1. [Ana nonyyvyeHus fgocTyna K NOAKAOYUYHON BEHe
ncnonb3yiiTe No6o NnpegnoynTaemslii MeTop,
OCHOBaHHbIW Ha NpoeccMoHanbHOM OnbITe.

BHuMaHune! HekoTopble aHaTOMUYeECKME OTK/IOHEHUS,
HanpuMep KOMNPECCUOHHbI CUHAPOM BepXHel anepTypbl
rpy”Ntoil KneTku, MOryT cnoco6¢cTBOBaN 3alieMaeHno 1
nocnegyouemy obpbiBy Kopnyca anektpoja,

BHUMaHue! YTobbl n3bexaTb CXXaTUs Kopnyca afiekTpoja
mMexgay knwouuueii n nepsbiM pe6pom, BBefeHue cnegyeTt
BbIMO/IHATb, MO BO3MOXHOCTU, 60nee natepanbHo (Puc. 1).

PucyHok 1.

1 MMpwumep mecTa BXOAa

2. BBeauTe J-06pasHblii BHYyTPUCOCYANUCTLIA NPOBOAHMK
UHTPOAblOCEPA W WNGT MHTPOAbIOCEPA YUPECKOXKHO.

3. BBeguTe NPOBOAHMKOBLIA KaTeTep B cb6ope A5 gocTyna K
KOPOHAPHOMY CHHYCY.

ONs nonyyYyeHUs JONONHUTENBHON UHAOPMCLL UM CM.
[LOKYMEHTALMIO NO CUCTEME [OCTABKMK.

6.4 TlonyyeHve BeHOrpaMmmbl

Mepes pasMelleHNeM 31eKTPOAA B KOPOHAPHOM CUHYCe
BbINO/IHUTE BeHorpaguio. BeHorpamMmbl pekoMeHgyeTcs
1CNOoNbL30BaTh /1 ONpefesieHns NyTu NpoBeAeHUs u MecTa ans
OKOHYaTenbHOW MMNAaHTaLuu, ucxoaa u3 pasmepa, popmsl,



NOMIOXEHNSA U U3BUNNCTOCTU BEH. KpoMme TOro, BEHOrpaMmbl
MOTYT GbITb NOMIE3HBIMU NPU PACNO3HAHWMW NpeanonaraeMbix
TpaBM KOPOHApHOro cuHyca. CBeAeHUs 0 MoNyyeHun
BEHOTpaMMbl C MOMOLLbIO 6a/I/TOHHOTO KaTeTepa cM. B
[OKyMeHTauuun, noctaBnsaeMoli BMecTe ¢ COOTBETCTBYIOLW UM
6aNNOHHbIM KAaTETEPOM, UCMOMb3YeMb(M ANA NONYYEHUS
BEHOrpamm.

6.5 BBeneHuve anekTpoaa B CUCTEMY A0CTaBKMU

MpepgynpexaeHune: Ecnn 4ns no3aMUMOHMPOBaHNA 3neKTpoa
NCNoNb3”NTCA CTUMET, TO NONb3YTECh TONLKO CTUNETaMM,
MMeWMMNCA BynaKkoBKe C31eKrpojoM Uim B Habope CTUNETOB
(Cc pyuYkoit ymeHbLIEHHOTO pa3mepa). Bcerga ncnonb3syiite
CTUNEeT Ha 3 cm Kopoue ANUHbI 3NeKTPoAa, yka3aHHOR Ha
3TUKeTKe KOHHekTopa IS4. lpyrue ctunetsl MOTYT NPoOATH
fanblie KOHYMKa 31eKTpoAa, TpaBMUpoOBaB nayueHTa unm
nepgoprvpoBas KapananbHyl0 BEHY Un cepaue.

MpeaynpexgeHue: MNpnm BOSHUKHOBEHUU 3HAYNTEIbHOTO
COMPOTMB/IEHUS NPU NPOBEAEHUN INEKTPOAA He
npuknagoiBaiite ycunuit. Micnonb3oBaHne NpoBOAHUKOBbIX
KaTeTepoB MW 3/1EKTPOLOB MOXET HAHECTU TPaBMbl CEPALY.

BHumaHwue! MNMpu BBEAEHWUN 31eKTpoga cobnogante
OCTOPOXXHOCTb.

* He cnepyeT upe3mepHo u3rnbatb, NepekpyumnsaTb nau
pacTarmBaTb aN1EKTPOA.

* He nonb3yiiTecb XNpypru4yeckMMu MHCTpyMeHTamu ans
3axBaTa 3/1eKTpoja Unm WTblpbka KOHHEKTOpA.

* [lpv ncnonb3oBaHUM camo3akpbliBatoLerocs
remMocTaTMyeckoro kfnanaHa Mcnosb3yinTe MHCTPYMEHT Ans
ypecknanaHHOro BeefieHuns, 4Tob6bl 6e30MacHO NpoBecTH
3M1€eKTPO/ U BUHTOBOW KOHTaKT B CUCTEMY [JOCTABKN.

e [1pM NCNONb30BaHUN CUCTEMbI CO BCTPOEHHbIM K/anaHoMm
Kopnopauun Medtronic BpawaiTe BUHTOBOW KOHTAKT
npoTUB YacoBOll CTpenku ANs 6e30NacHOro NpoBejeHns
BWHTOBOIO KOHTaKTa Npuy BBEEHUN 31eKTpPoAa B CUCTEMY
[OCTaBKW.

[na BBeeHNA 31eKTpoa MOXHO BbINONHUTL Clefytolime
nencrteua:

1. BcTaBbTe NpAMON CTUAET UKW NPOBOAHWK B 31€KTPOA,
4YTO6bl U3MEHUTL POPMY ANCTANLHOIO KOHYMKA 3/1eKTPOAa.
MpumeyaHune: Korga ctunet NnoNHOCTLIO BBEJIEH,
AWCTaNbHbIA KOHYMK CTUNETa He A0CTUTraeT AUCTanbHOro
KOHUYMKa 31eKTpoaa.

2. BBeguTe 3/1eKTPOJ B CUCTEMY AOCTaBKU. [1n1a nonyyeHnsa
[ONONHNUTENbHOW UHOPMaLMK CM. JOKYMeHTauuo no
cucTeMe JoCTaBKu.

6.6 Pa3melLeHue anekTpoaa

NX anekTpogp Attain Stability Quad MRI SuTeScan 4798 MOXHO
No3NLMOHNPOBaTb C NOMOWLL>0 NPOBOJHWKA, CTUETa,
BHYTPEHHEro KaTeTepa uavm BHYyTPEHHEro KatetTepa B coyeTaHumn
C NPOBOAHUKOM WN CTUIETOM.
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[ocTaBka c oMol bto cTuneTa - Ecin BeHa BnajaeT B
KOPOHAapPHbIN CMHYC NaumneHTa Noj TynbiM yrioM, a BeTBb
KapAvanbHoli BeHbl He ussunucta (Puc. 2), To Ans [OCTABKM
3/18KTPOZA MOXHO UCNONb30BAaTh CTU/IET.

PncyHok 2.

1 KopoHapHbIii cuHyc
2 KapgwanbHas BeHa

JocTaBka c noMolblo NpoBogHUKA - Ecnu BeHa BnagaeT B
KOPOHAPHbIA CMHYC MauueHTa nog 0CTPbLIM YI/IOM, & BETBb
KapAnanbHoii BeHbl ussunucrta (Puc. 3), To 4Na 4OCTaABKN
3/1€KTPOAA MOXHO UCMO/Ib30BaTh MPOBOLHUK.

PucyHok 3.

1 MN3BunucTas BeTBb HrhAnanLHOM BEHbI, Blajarollas B KOPOHapPHbIA
CUHYC MO/ TYMbIM YI/10M

2 M3BunncTas BeTBb KapAnanbHOM BeHbI, BNajatoLlas B KOPOHapHbIi
CUHYC M0/ OCTPbIM YF/I0M

6.7 Pa3mMelleHue 3/1eKTpoga C NoMOLLbIO CTUMETa

MpepynpexgeHve: Npu BO3HUKHOBEHUN 3HAYUTENBHOTO
COMPOTUBIEHUS NPU NPOBELEHUN 3N1EKTPOAA HE
npuknagb[Baiite ycunuii.

MpepynpexpgeHune: YTo6bl CBECTM K MMHUMYMY BEPOATHOCTb
TPpaBMUPOBaAHWS BEH U NOAAEPXMNBATb TMOKOCTb 3/1eKTpoa npu
npoBejeHN eroyepes BeHy, 0TBeauTe cTuieT Ha 1-2 cm Hasaj
unu BolbepuTe 6onee rMbKUiA cTuneT.

BHumMaHMe! He ucnonb3yite ocTpblie NpegMeThl, YTOGbI
npuaatb KPUBU3HY AUCTaNbHOMY KOHYMKY cTuneta. MpugaHue
KPWUBU3HbI CTUIETY BO3MOXHO C nopbiowbio CTEPUNBHOTO
WHCTPYMeHTa C rnagKkoi noBepxHocTbio (Puc. 4).
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PucyHok 4.

MpumeyaHue: Eciu NpogBUXeHUe cTUeTa No U3rney
3aTpyAHEHO, PAcCMOTPUTE BO3MOXHOCTb NCMO/b30BaHUS
Apyroro ctuneta. ns U3BUUCTbIX COCY/,0B PEKOMEHAYETCS
ucnonb3oBaTh 60niee rMbKMe cTUNETh. Bonee ecTKue cTuneTsl
peKoMeHAyeTcs MPUMeHsATb, KOorfa Heobxoguma
LONONMHUTENbHAA NOAAEPXKA.

Cyu,ecTByeT MHOTO MeTOA0B, KOTOPbIe MOXHO UCMO/b30BaTh
A5 NPOBeAeHUs 31eKTPoLa C NOMOLbIO CTU/IeTa B
KapAuanbHylo BeHy. BbiGop MeTo/a no yCMOTPEHUIO Bpaya.

6.8 Pa3melleHVe aneKTpoga Cc NoMoLLbH
NpoBOAHNKa

MpegynpexpeHue: He BBOAWUTE NPOKCUMaNbHbI KOHeL,
NpoOBOAHMKA Yepe3 YNMOTHEHME KOHYMKA 31eKTpoaa 6e3
MCMNO/Ib30BaHWNA MHCTPYMEHTA 419 BBEAEHUSA NPOBOAHUKA.
BBefeHMe NpoBoAHUKA 6€3 MHCTPYMEHTA A5 BBEAEHUSA
NPOBOAHMKA MOXET NOBPEAUTbL YNIOTHEHNE KOHYMKA
3NneKTpoga NMGo cnupanu NPoBOAHWKA UK N30NALMUN.

MpegynpexaeHue: MoBpeXAeHUs, HAHECEHHbIE MPOBOAHUKY,
MOTYT NPenATCTBOBATb TOYHOW peakunn Ha BpalaoLmni
MOMEHT W yNpaB/ieHNo UM U MOTYT NOBPeAUTb cocyabl. Ans
nony4YeHUs JONONHUTENbHOW MHOopMaL MM O MOBPEXAEHUAX
COCYA0B 1 APYTUX BO3MOXHbIX HEGNArONPUATHbLIX ABNEHUAX CM.
TeXHWYECKoe PyKOBOACTBO, UMEtOLLEECS B YNaKOBKe C
COOTBETCTBYIOLUM NPOBOAHUKOM.

BHumaHue! Mpn ycTaHOBKE NPOBOAHUKA cobtofaiTe
OCTOPOXHOCTb. 4N MONyYeHUs JOMONHUTENbHOW UHopMaLun
CM. JOKYMEHTALMI0 N0 NPOAYKTY, UMEIO LW YHXS B YNaKOBKE C
NPOBOAHUKOM.

MpumeyaHus:

e CneuymnanucTtbel komnaHun Medtronic pekomeHayl0T
ncnonb3oBaTb NPOBOAHUKN anameTpom oT 0,36 mm go
0,46 mm B guameTpe. NS nony4yeHUs AONOAHUTENbHOW
MHGopMaLnn 0 peKoOMeHA0BaHHbIX pa3Mepax NPOBOTIOYHbIX
npoBOAHNKOB 06paTMTeCch B NpeAcTaBUTENbCTBO
Kopnopauuun Medtronic.

* PaccmoTpuTe BO3MOXHOCTb 3aMaynBaHusa NpoBOAHUKA B
pacTBOpe renapuHa fio ero BBEAEHWA C LeNblo
MUHUMU3aLUN pucka o6pasoBaHna TpoM60B BO Bpems
MCnonb3oBaHUA.

 Ecnu ncnonb3yetca npoBoaHUK Attain Hybrid, npouegypa
NOAroTOBKW NPOBOAHMKA ANA UCNONb30BaHWUS OTAMYaeTCA
OT AAPYrMX NPOBOAHWNKOB N3-3a MPUKPENIEHHO
NPOKCUMaNnbHO PYYKM.
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YT0o6bl NOATOTOBUTL NPOBOAHUK K UCMONIb30BAHWIO, BbIMOMIHUTE
cnegywoune aeiicTeus;

1. BbibepuTe NpOBOAHMK.

Ecnny nauneHTa n3BMANCTblIe BEHbI, PEKOMEHAYeTCA
ncnonb3oBaTb 60nee rM6kKUiA NPoBOAHUK. Ecnun
Heob6xonMa 4ONONAHUTENbHAA NOAAEPIXKKA, NCMONb3YiiTe
60n1ee KeCcTKMin NPOBOAHNMK.

Ecnu ncnonb3”Tca npoBoAHMK Attain Hybrid, atansl ¢
MCNoNb30BaHWEM MHCTPYMeHTa A4Na BBefeHns (war 2—
war 4) HenpUMeHMUMbI.

2. BBeauTe NPOBOAHUK B 3/1€KTPOJ, Pa3MeCcTUB ANCTaNbHbIi
(rM”nid) KoHel NPOBOJHUKA B WTbIPbKe KOHHEKTOPa
3/1eKTPOAa C NOMOLLbI0 UMEIOLLEeroca B ynakoBke
WHCTPYMeHTa N5 BBeeHus nposogHuka (Puc. 5). UTobbl
npefoTBPaTUTbL CMELLeHNE 31eKTPOoAa U3 UHCTPYMEHTa
ANS BBEAEHNA NPOBOAHMNKA, KPEMKO yAepXunsanTe
3/1eKTPOA U UHCTPYMEHT AN BBEAEHUA NPOBOAHMNKA
60/1bWUM ¥ yYKa3aTebHbIM NanbLamu.

BHumaHune! YTo6bl CBECTU K MUHUMYMY BEPOATHOCTb
NoBpeXAEeHNA NPOBOAHMUKA, Nepej N3BNeYeHNEM
WHCTPYMeHTa ANSA BBEAEHNA NPOBOAHMNKA U3 3neKTpoaa
ybeamnTtech, 4YTo rmbKas 4acTb MPOBOAHUKA MOTHOCTHIO
BBe/JeHa B 3/1eKTPOA.

MpumevaHune: Mepes nMnnaHTaymeli anekTposa
ybeanTech, YTO MHCTPYMEHT 4NA BBEEHNA NPOBOJHNKA
N3BneyeH.

PucyHok 5.

=

MpoBoAHMK
LLTbIpeKk KOHHEKTOPA 371eKTpoja

N

3. OTcoefMHNTE UHCTPYMEHT /1 BBEJEHUA MPOBOLHNKA OT

W TbIpbKa KOHHEKTOPa 31eKTpoaa.

4. WN3BnekuTe MHCTPYMEHT /11 BBEJeHUSA NPOBOAHUKA,

OTBEAS UHCTPYMEHT OT KOHLLa MPOBOAHMKA.

5. PacnonoxuTte pyKoAaTKy ynpaB/ieHNs NPOBOAHWUKOM

(Puc. 6):

[Ona nposBofHuKa Attain Hybrid npegBaputenbHo

yCTaHOBUTE PYKOATKY ynpaBneHUs NPOBOAHUKOM Ha

NPOBOAHMK, Nepej TeM Kak BBOAUTb NPOBOAHUK B WThIPeK

KOHHeKTopa Ha NPOKCMMasibHOM KOHLIe 3/IeKTpoja.

Ansa [pyrux npoBOAHNKOB:

a. MpoaBUHbTE PYKOATKY ynpaBneHWs MPOBOAHNKOM
fanblie NPOKCMMaNbHOro (KecTKoro) KoHua
NPOBOJHMKA.

b. 3akpenuTe pyKoATKYy ynpaBfieHWa NPOBOAHUKOM Ha
NPOBOAHVKE PAAOM CO WTbIPbKOM KOHHEKTOpa
anekTpoga.



PucyHoK 6.

o
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1 pyKkoATKa ynpaBieHWs MPOBOAHNKOM
2 LWTbipek KOHHEKTOPa afieKTpoja

6. B cTepUILHOM MOJE HANOXUTE 3aXXUM NPOBOAHMKA Ha
NPOBOAHWK M 3ahuKcupyiiTe ero. CneymanmncTbl
Kopnopauun Medtronic pekOMeHAYOT KpenaeHne 3axuma
NpPOBOAHUKA K CTEPU/IbHOI XMPYypruyeckoit npoctb[He
nauueHTa.

B kauyecTBe anbTepHaTUBHONO nogxoaa B cUTyayusax, Korga
NPOBOAHUK YXX€e HaXoAUTCA B HY>XHOM MeCTe, 3/1eKTPOo4 MOXXHO
HajeTb Ha NPOBOAHUK, NCNOJIb3YyA NHCTPYMEHT A1 BBEeAEHUA
npoBOAHUKaA.

BBeAnTe NPOBOAHWK B 3/1€KTPOA, Pa3MeCcTUB NPOKCMManbHbIi
(>KecTKuii) KoHel, NPOBOAHMKA B AUCTANbHOM KOHUYUKE
3/1eKTpo/ja c NOMOLbIO UMEIOLWEroCs B yNakOBKe NHCTPYMeHTa
ans BBegeHns nposogHuka (Puc. 7).

MpumeyvaHusn:

* [lpoxoXfjeHne NpoOBOAHMKA Yepes yNI0THEHUE KOHYMKaA
3/1eKTPOAa MOXET CONPOBOXAATLCA HE3HAYNTENbHBIM
CONpOTUBNEHUNEM.

e UYTo6bl NpefoTBpaTUTL CMeLLeHne anekTpoaa us
WHCTPYyMeHTa AN BBEJeHNA NPOBOJHNKa BO BpemMs
BBeJEeHUA NPOBOAHMNKA, KPEMKO yAepXKnBaiiTe 3N1eKTpoA n
WHCTPYMEHT ANA BBEJEHNA NPOBOAHWKA 60/bLINM 1
yKasaTenbHbIM nanbuamu.

* [lepea umnnaHTayunei anekTpopa yb6eantech, 4to
WHCTPYMEHT AN BBEAEHUA NPOBO/1Ka n3BneyveH yepes
enb B UHCTPYMEHTE ANA BBEAEHUNA NPOBOAHMKA.

PncyHok 7.

1 MpoBoAHMK
2 [ncTtanbHblii KOHYWK 3neKTpoa

MpeaynpexaeHue; Mpu BOSHUKHOBEHNN 3HAYUTENBHOTO
CONPOTWBNEHNSA NPU NPOBEAEHUN 3NEKTPOAA He
npuknagbiBanTe ycunuii.

BHuMaHue! Ecnu gnctanbHblii KOHYNK MPOBOAHUKA CUMTBHO
3arn6aeTcs Uau NepekpyynBaeTcs, T0, BO3MOXHO, BOSHUKHYT
3aTpyLHEHMUsI C ero OTBEJeHneM yepes 3NeKTpos. MoaTomy,
€C/IM UMeIoTCSA MOAO03PEHUS, YTO AUCTANIbHBIA KOHUWK
NPOBOAHMKA NOBPEXAEH, NN BO3HUKAET 3HAYNTENbHOE
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COMPOTUBAEHNE NMPOXOXAEHWNIO NPOBOAHUKA, N3BNEKUTE
3/1eKTPOJ BMECTE C MPOBOAHMKOM KaK OAHO Lenoe. V3Bneknte
NPOBOAHUK N3 3N1€KTPOAA U BCTaBbTe B 3/1€KTPOJ HOBbI
NPoBOAHMK. He npuknagbiBaiTe M3NUWHUX ycunuii gns
13BNeYeHUss NPOBOAHMKA U3 3leKTpoja.

Mpumevanus;

e EcnuanekTpojHe NpoABUTraeTcsa Uan uMeeTcs Nofo3peHune,
4YTO 3NeKTPOS U MPOBOAHWK CAUNANCE, BO3MOXHO, Ha
NPOBOAHMKE Ha KOHUYMKe 3aneKkTpofa o6pa3oBancs Tpomo6.
MN3BneknTe aneKTpos n NPOBOAHUK N OCMOTPUTE UX.
PaccMOTpMTe BO3MOXHOCTb UCMO/Ib30BAHWNA HOBOTO
nposoAHukKa. CHoBa BCTaBbTe 3/1€KTPO/A M NPOBOAHUK, Kak
3TO ONMCAHO Ha NpeAbIAYLNX ITanax.

* Ecnu npoaBuXeHWe NPOBOAHMKA NO N3rnby 3aTpyAHeHoO,
paccMoTpMTe BO3MOXHOCTb UCMOJIb30BAHNA 4PYroro
nposoAHuKa. na N3BUANCTbIX COCYyJ0B peKoOMeHayeTca
ncnonb3oBaTb 60nee rnbkme NPoBOAHUKN. bonee xecTkne
NpPOBOAHUKN PEKOMEHAYeTCA NPUMEHATb, Korga
Heo6xo4MMa 4ONONHUTENbHASA NOAAEPXKKA.

CylecTByeT MHOXECTBO MeTO0B, KOTOPble MOXHO
MCMOoMb30BaTh A1 NPOBeLeHNs 31eKTpoga C NOMOL b0
npoBOAHMKA B KapAuanbHyio BeHy. BbiGop meToga no
YCMOTpeHUto Bpauya.

6.9 dukcauua anekTpoga

UT06bl 3a)KCMPOBATL 3/1EKTPO/ C UCNONb30BaHNEM
NMpoBOAHMKA, BbINOHUTE cnegylolwme geiicTBus. Ecnu
thuKcauus He 6yfeT ycnelwHoi, pacCMOTPUTe BO3MOXHOCTb
“cnonb30BaHuUsa J-o6pasHoro cTuneTa.

1. Korga KOHYMK anekTpoja 6yfeT HaX0AUTLCA B HYXXHOM
mMecTe, MPOABUHbTE NPOBOAHUK KaK MOXHO AUCTTK/bHEE B
BeHy. (Micnmonb3ysi n-o6pasHblii CTUNeT, naBnewlire
NPOBOAHWK UK MPAMOI CTUNET U BBEAUTE B 3N1€KTPOA
J-06pasHblii cTuneTt Ao ync™a.) Ecnv Bbl camu npugaete
HY>XXHYI0 pOpMY CTUNETY AN NPOBOAHUKY, KPUBU3HA
cTuneTa fo/1>KHa COOTBETCTBOBATb TAKOBOW BUHTOBOIO
KOHTaKTa.

BHumaHune! Ecnu Bo BpeMs hukcaumm 3akKNMHUT KOHYUK
31eKTpoAa, 3TO MOXeT nomewaTb huKcauuy afnekTpoaa,
co3faTb TPYAHOCTU NPW U3BNEYEHUN NPOBOAHUKA UK
cTuneTac oTBeAeHUeM yepes 3fieKTpo nnbo npu
OTKpenieHun anekTpoaa.

2. C nomoubio peHTreHockonuu y6eanTtech, 4TO BUHTOBOW
KOHTLWT HAX04UTCA AUCTanbHEe U yjaneH oT KOHYMKa
kateTepa.

3. MoBepHUTe KOpNyc 3/1eKTpoAa HECKONbKO pa3 Mo 4acoBoii
CTpesike, NcXa He NOYyBCTBYeTe MepeKkpyunBaHue.
YpepxuBaiiTe ero B 3TOM MNOM0XEHUU, YTO6bI
3ahuKcrpoBaTb BUHTOBOI KOHTaKT Ha CTeHKe cocyAa.

4. Tlpu oTNycKaHuM cMOTpUTe Ha o6paTHOe BpalieHne
KOHHEKTOpa, KOTOpPOoe yKa3blBaeT Ha NPaBu/bHYI0
¢hmKcaL Mo BUHTOBOTO KOHTaKTa.
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5. MpoBepbTe (hUKCALUIO C MOMOLL b PEHTFEHOCKOMUN:

a. OTBeAMTe NPOBOAHUK (MU CTUNET) Yepe3 BHYTPEHHIOO
NosioCTb OT BUHTOBOTO KOHTakTa. Cnerka npoTonkHUTe
Kopnyc anekTpoja Bnepeg, yaepxunsas katetep Ha
mecTe. HaiignTe npoBucaHue (NeTii0) Ha Kopnyce
3/1eKTpoja MeXAy KaTeTepoM U BUHTOBbIM KOHTaKTOM
(ecnu oH 3adMKCMpoBaH).

b. OCTOPOXHO BbICBOGOAUTE KOHHEKTOP 3/1eKTpoaa.
NMocmoTpuTe, uTo KaTeTep AgBuraetcs Bnepeq (ecnu
3ahMKCMpOBaH) NNN KOHYWK 3/1eKTpoja ABuraercs
Ha3apg (ecnu He 3adukcnpoBaH). Ecnm npunoxnTsb K
3M1eKTpoAy U3bbITOUHOE YCnane, BO3MOXHas
fedopmaumna BUHTOBOro KOHTaKTa U HapylweHue ero
hmkcauynn.

6. Ecnu anekTpog He 3aluMKcHpoBaH, NOBTOPHO YCTaHOBUTE
ero B Hy>XHO€ MoJioXeHue 1 NnoBTopuTe atansl 1-6.

7. Ecnu chukcauma He 6yfeT ycrnewHON, N3BNeKnTe 3NeKTpos
N OCMOTPUTE BUHTOBOI KOHTAKT Ha NpeAMeT BO3MOXHOIO
Hanuuus TpombGa NNn NoBpeXxaeHus.

8. Ecnu BMHTOBOI1 KOHTAKT MOBPEX/eH, 3aMeHUTe 31eKTPoj
M HaYyHUTe npoueaypy cHavana.

6.10 MNpoBeneHVe N3MepPEHN ANEKTPUYECHNX
napameTpoB

N)X anekTpogf Attain Stability Quad MRI SureScan 4798
npefHasHayeH Ana CTUMYNALMN Yepes BbiGMpaeMble KOHTaKThI.
Ha Puc. 8 mnokasaHbl 16 JOCTYNHbIX MONSPHOCTEN CTUMYNALMUN.

PuUcyHOK 8.

1 PaclwupeHHble NONSPHOCTU GUNONSPHON CTUMY ALK
2 MonspHoCTU 6unonsipHoit (06paTumoii) cTumMmynsauum
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PacwupeHHas 6unonapHas cTUMynsaunsa jocTynHa npu
MCMNONb30BaHUM AAHHOTO 3/1EKTPOja B COYETaHUN C
COBMeCTMMOM cuctemoin CPT*[ n fednbpnnnaynoHHbIM
MX anektpogoM. K 4 fOCTYMNHbLIM NONAPHOCTAM CTUMYNALUN
oTHOCATCA:

e 1X1— NX cnupanb
* LV2KRVcoil
e LV3KRVcoil
e J1)XXK4 — MX cnupanb

BunonapHas cTumynauma JocTynHa Npu NCNosib30BaHumn
[laHHOTO 3/1eKTPOAA B COYETAHUN C COBMECTUMON CUCTEMO
CPT-/[,. MoNspHOCTb KaXKf0i 13 6 nap KOHTAKTOB MOXHO
nepeBepHyTb, UTOOLI NONYYNTL B 06 eli cnomwocTtn 12
nonspHocTeil 6UNONAPHON CTUMYNALNN:
e JIXK1— JTXX2.1X2 — XK1
e NIXK1— NX3.1X3— XK1
e JIX1— NX4.N1X4— /1K1
e JIXXK2— NX3.NX3-NX2
e JK2— JIXK4, N)XX4 — J1)K2
e JIXK3— NX4.1)K4 — JTXK3
MpumeyaHune: ECNv NpoBOANTCA MOHUTOPUHT CUTHana 3l M
JIX, korga BbibpaHa MoAApHOCTb cTUuMynauumn J1XK 2— /1)K 3
nnn XK 3— J1)K2, amnnutyfa curHana MoxeT 6biTb
ocnabneHa B CpaBHEHWUN C APYTUMU KOHUTrypaunamm
cTumynsauun, Hanpumep J1XK1 — MX cnupans. 370
ocnabneHne curHana sBNAeTCA oXugaemon
XapaKTepucTuKo
N)X anekTpopaa Attain Stability Quad MRI SureScan 4798,
KOTOpbIVi UMeeT KOPOTKOe paccTofAHMEe MeX/Ay KOHTakTamu
NX2 v 1XK3.

BHumMaHue! Mepes npoBefeHNEM U3MEPEHWUI 3NEKTPUYECKUX
napameTpoB namn aHeKTUBHOCTY gepunbpunnaynmn, oteegnte
TOKOMPOBOASILME CNBEKTI, TAKWe KaK MPOBOAHUKN UN
CTWNEeTbl, Nojanblue 0T BCeX 3/IeKTPOA0B.

MpumeyaHune: Mepes NpoBeseHNEM U3MEPEHNT
3/1eKTPUYECcKNX NnapamMeTpoB peKoOMeHAyeTCca OTBeCTU cTuieT
VAN NPOBOAHUK B NPOCBET 3/1€KTPOAa NPOKCUMaNbHee BCeX
KOHTAKTOB. 3Ta Mepa No3BO/AeT KOHUYNKY 3/1eKTpoAa
BOCCTMHKOBUTH CBOK HOpPManbHyto hopMy, ob6ecneymBs fOMKHOE
CONPUKOCHOBEHWNE KOHTaKTOB U TKaHW.

WHCTpYMEHT aHanu3aTtopa kabenbHoro nHTepgeiica AccuRead
2.0 1ICcNoNb3NTCA ANA OCYLLECTBNEHUS TOUYHbIX U3MEPEHUNA
3/1eKTPUYECKMX NapameTpoB BO BPEMSA UMNAaHTaunm.



BHumMaHue! icnonb3yiiTe MHCTPYMEHT aHann3atopa
kabenbHoro nHTepgeiica AccuRead 2.0 npu noacoe”NHeEHUM
KOHTaKTOB Kabens aHannsaTopa K KOHHEKTOpy anekTpoaa. 3ToT
MHCTPYMEHT NO3BO/ISIET NPOBOANTL TOUYHbIE N3MEPEHUA
3/1eKTPMYeCKNX NnapameTpoB BO BpeMs UMNaaHTauuu,
yMeHbllas pUCK NOBPeXAeHUs KOHHEKTOpa, 31eKTPUYecKoro
WYHTUPOBaHUA UK KOPOTKOTO 3aMblKaHUA. PUCK MoBpexAeHuns
KOHHEKTOpa, WYHTUPOBaHUSA UK KOPOTKOTO 3aMblKaHUs
06ycnoBieH pa3nnunammn B KOHTakTax kabeneit aHannsartopa, a
TakXe WUPUHOI N 6/1IM30CTbI0 PACMONOXEHUS KOHTaKTOB (KoneL,
M WTblpbKa) Ha KOHHeKTope 1S4.

Ona n3MepeHns 3NeKTPUYECKMX NapamMeTpOoB BbINOAHUTE
cnepywuue feicTeua:

1. Y6eauTtecb, YTO KOHHEKTOP 3M1eKTpoAa NOMHOCThLIO BBEAEH
B MHCTPYMeHT AccuRead 2.0. Ecnu nHcTtpymeHT AccuRead
2.0 noAcoeAnHEH NpaBubHO, WTbIPEK KOHHEKTOpa
poctyneH (cm. Puc. 9).

PncyHok 9.

2. MoAaknw4YnTe Xnpypruyeckmnii kabenb K KOHHEKTOPY
anekTpoga. icnonb3yiiTe MHCTPYMEHT aHanmsaTtopa
kabenbHoro nHTepgeiica AccuRead 2.0, 4To6bl 061€rYUTL
coBMeLleHMe KabebHbIX 3a)XKMMOB C KOHTAKTaMmn Ha
KOHHeKTope anekTpoja. IHCTpyMeHT nomoraeT
o6ecneynTb NONyYeHUe TOUHbIX NokasaTenei. 4ns
nosly4yeHns nHopmaynm o COBMELLEHUN KOHTAKTOB
KOHHeKTopa 3/1eKTpoAa ¢ KOHTaKTaMu 3/1eKTpoja CM.
cxeMmy anekTpoga B [nas. 7.

3. [Nns nonyvyeHus pe3ynbTaToB U3MEPEHUSA 3NEeKTPUYECKUX
napameTpoB BOCNO/b3ylTeCb BCNOMOraTenbHbIM
MHCTPYMEHTOM /1 UMNAaHTaLMmM, TaKUM KakK aHrum3arTop
cucTeMbl anekrpokapamoctTumynsauuun. Hhopmaymsa no
MCNoMb30BaHWNI0 BCMOMOTaTeNbHbIX UHCTPYMEHTOB ANA
MMnaaHTaunm cofepXXnTcsa B JOKYMEHTaLmn no jaHHoOMy
ycTpolicTay.

Ha yfosneTtBopuTenibHoe NOMIOXEHWEe 3neKTpoja

yKa3blBalOT HU3KME NOPOru CTUMYNALUN N afjeKBaTHbI

CEHCUHT aMNANTYA BHYTPUCEPAeUHbIX CUTHANOB.

MpumeyaHus:

¢ Hunskuii nopor cTumynsiuum obecnevymBaeT HYXHbIN

3anac 6e30MacHOCTU, fonycKasa BO3MOXHOe
noBbILIEHNEe NOPOroB, KOTOPOE MOXEeT NPON30iTN B
TeyeHue 2 MecsiLleB Nocne MMNAaHTaymm.

e [locTaTo4Hble aMnaAnTyabl curHana 3FM J1)K B ocTpoii
4”7\3e rapaHTUPYIOT, YTO 3N1EKTPO 4 NPaBuibHO
BOCMPUHUMAeET COBCTBEHHbIE CUTHAaMbI cepaLa.
MuHMManbHble Tpe6oBaHNS K CUTHanam 3aBUCAT OT
YyBCTBWUTENIbHOCTMW yCTpoiicTBa. lonycTuMble
aMnanTyfbl CUTHANOB ANA 3/1eKTpoja B OCTpoii hase
[OJ/DKHbI NpeBbllaTbh MUHVMabHble BO3MOXHOCTH
ceHcUHra ycTpolictBa. O6a3aTenbHO o6ecneybTe
[0CTaToYHbIli 3anac 6€30MacHOCTW, He06X04NMbIN NpK
cTapeHun anekTpoga.”™

Ta6nuua 1. PekoMmeHAyeMble 3HAUYEHUA U3MEPEHUIA Npu
mMnaaHTaunun”
PekomMeHAyeMble N3MepeHUst

JeBblii Xenyaodek

MakcuManbHble 3Ha4eHus noporos ctu- 3,0V
MynSiLyMn B OCTPOIA ¢haze™
MuHMManbHas aMnanTyfa curHana
3IM /1) B ocTpoii thaze

4,0mV’

‘ Mpegnonaraemoe conpoTusnieHune 500 M.

Mpu gnntensHocTn umnynsca 0,5 ms.

" AMnnutyaa curHana M /1)K agns nonsapHocTel cTuMynsaumum

NIXK2— NXK3 nnun 1K 3— N1)K2, moxeT 6bITb 0cnabneHa B CcpaBHEHUN

C APYTUMU NMONAPHOCTAMU CTUMYNALNN, Hanpumep

JIXK1 — MX cnupane.

4. Ecnu pesynbTaTbl U3MEPEHU aNeKTpUYecknx napameTpos
He cTabnan3npyoTca Ha A0NYCTUMbIX YPOBHSIX, BO3MOXHO,
Heo6X04MMO NepemMecTUTb 3/IEKTPOS U MOBTOPUTL
npoueaypy npoBepKu.

5. lpoBepbTe cTUMYNALNIO AradparmanbHOro Hepsa,
BbIMO/IHAA CTUMYNALUIO NPU Hanpsxeuun 10V un
ANUTeNbHOCTM UMnynbca 6onee 0,5 ms. Mocne aToro
nposepbTe, COKpal,aeTcsa A gnadparmac NnoMoLbo
PEHTreHOCKONUMW MW NPU BUAUMOM TpeneTaHUy 6PLOLLIHOA
CTeHKW. [lanbHeillaa npoBepka MOXeT BKAYaTb
N3MEHEeHUs NONOXEHUS Tena, 4Tobbl UMUTUPOBATbL
XpPOHMYeCcKne cocToaHns nadleHta. Ecnu ctumynayns
AvadparmanbHOro Hepsa BbIMOMHAETCA, yMeHbLWanTe
HanpsxeHue [0 onpejAeneHns nopora cTUMynsaumm
/"~NadparmanbHoro Hepsa. CTumMynauna gnadparmanbHOro
HepBa MOXeT 006yCcNoBUTb HEO6XOAUMOCTb N3MEHEHNUSA
NONAPHOCTN CTUMYNALUN AN PENO3ULUOHNPOBAHUA
3fnekTpopja.

6. WHcTpymeHT AccuRead 2.0 MOXHO O0TCOEAUNHUTL OT
NpPOBOAHMUKA NN CTUNETAC NOMOLLbI0 Npope3n Ha 60KOBOIA
CTOpPOHe nHcTpymMeHTa (cm. Puc. 10).

3AvnnnTyga curdana 3rM J1XK ana nonsipHocTein ctumynsaumm J1XK2 — JDK3 nnn J1)K3 — J1XK2, MmoxeT 6bITb ocnabneHa B CpaBHEHWUN € APYTMU NONSPHOCTAMMN

cTumynaumm, Hanpumep JDK1 — XK cnvpass.
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PucyHok 10.

1 OTcoeanHeHne nHcTpymeHTa AccuRead 2.0 OT WTbipbKa
KOHHeKTopa

2 OTcoeguHeHue nHcTpymeHTaAccuRead 2.0 oT crwiera c MOMOLLbIO
npopesun Ha 60HOBOI CTOPOHE UHCTPYMeHTa

6.11 M3meHeHne NosIoXKeHUs1 3aPMKCUPOBaHHOIO
3aneHTpoaa

MpeaynpexpeHue: He TAHUTe 3/1€KTPOA NPU BpalleHUn ero
MPOTWB YacoBOW CTPEKMN, YTOGLI BUHTOBOW KOHTAKT He
CLEeNUCs C TKaHbIO.

BHUMaHue! Y6e/~TecCb, 4TO BO BPEMSA U3MEHEHUS MOMOXEHUS
31eKTpoja NPOBOAHUK MOSIHOCTLIO BBEAEH.

BbinonHUTe cnegytouine AeicTBUs AN U3MEHEHUS NONOXEHUS
3ahMKCMPOBaHHOIO 31€KTPoAa:

1. B cnyvyae He0GXO4MMOCTU U3MEHUTBL NONOXKEHNE
3a)MKCUPOBAHHOTO 3/1eKTPOAa UCNONb3YiTe
PEHTreHOCKONWIoO U NPOABUHbTE NMPOBOAHUK B BEHE Kak
MOXHO flanblie guctanbHee. Mpu UCNoNb30BaHUM cTUETa
ANA pasMelLeHns 3NeKTPoAa, NONHOCTbIO BBEAUTE CTUNET
B 3N1EKTPOA.

2. OCTOPOXHO NoABEANTE NMPOBOAHNKOBBIN KaTeTep Kak
MOXHO 6/1M>Ke K PUKCUPOBAHHOMY BUHTOBOMY KOHTAKTY.
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3. He Hatarusasa Kopnyc 3n1eKTpoja, NOBepHUTE ero NpoTue
4acoBOW CTPENKM HECKONbKO pas3 u yaepxusaiite
KOHHEKTOp 3feKkTpoAa, 4Tobbl BpalleHne nepeganoch
BUHTOBOMY KOHTaKTY.

4. OCTOPOXHO NOTAHWUTE 3NeKTpog Ha3af. Ecnu npnu
OCTOPOXXHOM MOTATMBAHUMN 3IEKTPOJ, He cMelaeTcs,
nostopute war 3. ECIN NPUNOXUTL K 3N1€KTPO Y
M36bITOYHOE YCUIne, BO3MOXHas fgedopmannsi BUHTOBOTO
KOHTaKTa n HapylleHune ero ukcaunu.

5. YT0o6bl MI3MEHUTb MNONOXEHNE 3NeKTpoda, NOBTOpPUTE
npoueg”y, Pasg. 6.9

6.12 V3Bne4veHme NpoBOAHMNKOBOIO HaTeTepa u3
3aMieKTpoaa

MpumevaHue: Ecnu Ans pasMmelweHns anektpoga
ncnonb3oBasncs NpoBoaHMK Attain Hybrid, nepeiigute k war 2.
Ons ypaneHns katetepa 3aMeHATb NPOBOAHMK Attain Hybrid Ha
cTuneT He TpebyeTcs.

Kak TONbKO 31eKTPOoA 3aiMeT OKOHYaTeNbHOe MONOXEHNE,
yAanuTe N3 Hero NPOBOAHWKOBbLIW KaTeTep:

1. YaanuTe NnpoBOAHWUK U UHCTPYMEHT ANA BBEAEHUS
npoBoAHMKa (B Cy4Yae WX UCMONb30BaHNS). 3aMeHunTe
NPOBOAHUK NPSMbIM CTUNETOM (C Py4KOi YMEHbLEHHOTO
pasmepa). BBegute npAamMoii cTuneT B 31eKTpPoA 40
cepefuHbl KOPOHAPHOTO CUHYCA.

2. YpanuTe NpoBOAHWKOBbIA KaTeTep u3 anektpoga. 4ns
nonyyeHns NoApo6HON UHopmMaLum CM. AOKYMeHTaL o
no cucteme [OCTaBKW.

MpumevaHune: AN pasfensaemMblXx CUCTEM AOCTaBKN
Medtronic ncnonb3yiite cnuTTEp, COBMECTUMbII C
Kopnycom anekTpoga ot 1,47 mm (4,4 Fr) go 1,77 mm
(5,3 Fr).

3. OCTOPOXHO MNOMHOCTbLIO U3BAEKNTE CTUAET U MPOBOAHNK
Attain Hybrid. Mpun n3sneyeHun ctunetTa NPoYHoO
yAepXuBaiiTe 31eKTPOJ 0KOJI0 ANCTaNbHOIO KOHLa
WTbIpbKa KOHHEKTOpa. Y/epXaHue anekTpoja B 3TOM
MecTe MOMOXKeT NpefoTBPaTUTb BO3MOXXHOE CMeleHne
KOHYMKa aneKTpoja.

4. Y6ep[nTecb, UTO KOHHEKTOP 31e€KTPoAa BBeJeH B
WHCTPYMEHT aHanunsatopa kabenbHOro nHTepdeiica
AccuRead 2.0, a 3aTeM NMOBTOpUTE U3MEPEHMNE
3neKTpuyeckux napametpos. Cm. Pa3g. 6.10,
“MpoBefeHne N3MEPEHUI 31IeKTPUYeCcKMX napameTpoB”,
cTp. 44.

6.13 dPukcauua anekTpoga

BHuMmaHue! CobniogaliTe 0CTOPOXHOCTb MpW dhukcayun
anekTpoga.
e [lna dpmkcaymm anekTpoaa Mcnonb3yiTe TONbKO
HepaccacbliBal WNics WOBHbIA MaTepuan.
e He nbiTaiTecb CHATb UK cpe3aTbh (UKCUPYIOLLYIO MydTY.
e Hewncnonb3yinTe Ans noawmeanuns ywkmn ({kkcupytoweii
My ThbI.



e Bo Bpems 3anekTpofacobnwogante
OCTOPOXHOCTb, YTOObI M36€eXaTb CMeLeHnsa
KOHUYMKa 3feKTpoja.

e He 3atarusaiiTe nuraTypbl HACTONLKO TYro, 4TO6bl OHU
CMOT/IN NOBPEAUTbL BEHY, 3N1€KTPOS UK PUKCMPYIOLLYIO
My Ty (Puc. 11).

e He 3aBA3biBaliTe NMratypsl HenocpeAcTBEHHO Ha Kopnyce
anekTpoga (Puc. 11).

PucyHok 11.

duKCMpyiiTe aneKTpos, Ucnonb3lya sce 3 60pO3AKN;
1. Pacnonoxute uKCMpyoLy MypTy HAaNnpPOTUB UAN PALOM
C BEHOIA.
2. Mpukpenute uKCMpyron”™ MydTy K KOPMNyCy 3/1eKTPoAa,
TYro 3aTsiHYB nuraTypy B kaxaoli ns 3 6oposgok (Puc. 12).

PucyHok 12.

3. Wcnonb3yiiTe, No kpaitHel mepe, 1 LONONHUTENbHYIO
nuratypy B 1 M3 60p030K, 4TO6bl NPUKPENnUTh
ukcupyrowy My@Ty n Kopnyc anekTpoja K acuuu.

6.14 TlNopcoenmHeHue aneKTposa

BHUMaHwue! Mepes NoAcOeANHEHNEM 3N1EKTPOAA K YCTPOCTBY
BCerja v3sfiekanTe MHCTPYMEHTbI AN UMMNaHTaLUN, Takne Kak
CTUNET, NPOBOAHUK UAN UHCTPYMEHT KabenbHOro
nHteptelicaAccuRead 2.0. ECAIM MHCTPYMEHTbI, NUCNONb3yeMble
npu MMNaaHTauumn, He U3Biedb, MOXHO NMOBPeAUTb 3MNEKTPOL.

MopacoefnHUTE 3N1eKTPOA K UMNNaHTUPYEeMOMY yCTPOICTBY.

1. BBeAuTe KOHHEKTOP 3/1eKTpoja B 6/10K KOHHeKTopa
ycTpoiicTea. N5 nonyyeHns nHopmawuum o npasmuabHOM
NOAKNIOYEHNN 31EKTPOJa CM. JOKYMEHTaLUNIO,
nocTas/IieMyto C UMNAAHTUPYEMbIM YCTPONCTBOM.

2. BbINOMIHUTE U3MEPEHUA 3NEKTPUYECKUX NapaMeTpoB C
nomouybto ycTpolicTea.
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6.15 Pacnosio>KeHue ycTpoiicTBa U a/ieKTpoga B
«KapmMaHe»

BHuMaHue! Mpu pasMeleHnn ycTpoincTBa 1 31eKTPO0B B
-KapmMaHe» co6ntoaliTe 0CTOPOXKHOCTb.
e Y6eauTech, YTO 3NEKTPO/AbI HE BbIXOASAT U3 ycTpolicTBa noj
OCTPbIM N /IOM.
e He yaepxuBaliTe 3an1eKTpoa UAKN ycTpoiicTBo
XUPYPTUYECKUMU NHCTPYMEHTAMN.
e He cBopauunBaliTe 3afekTpof Konbuamu. CBOpaymMBaHue
3/1eKTPOoa KoJbLlaMy MOXeT NPUBECTU K NepeKpyUnBaHUo
Kopnyca afekTpoja u K ero cmeuieHuto (Puc. 13).

PucyHok 13.

YT06bl NOMECTUTH YCTPOWCTBO U 3NEKTPOAbI B -KapMaH»,
BbINOMHUTE Cnefytolne gelicTBus:

1. YTo6bl NPEfOTBPATUTL HEXENaTenbHOe NepekpyynBaHme
nnu crnbaHne Noj OCTPbLIM YIIOM KOpnyca 3nekTpoga,
BpaljeHneM ycTpolicTBa BbIGEPUTE UINULWIHIO AANHY
anekTtpoga (Puc. 14).

PrucyHok 14.

2. BBeAuTe yCTPOCTBO U 3NEKTPOAbI B «KapMaH».
3. NMepegywnBaHnem-kapmaHa» nposepbTe 3ahPEKTUBHOCTb
CEeHCMHra, CTUMYNAunn, Kapanosepcun n gepubpunnayum.

6.16 lMocnenmnnaHTaLMoOHHasA OLEeHKa

Mocne umnnaHTaynm BbIMONHANTE MOHUTOPUHT
3fieKTpoKapamorpaMmMsl naymMeHTa BNAOTb A0 €70 BbIMUCKN.
Ecnun anekTpof cmelwaeTcs, TO 3TO 0ObIYHO NPONCXOANUT B
paHHeM nocseonepaynoHHOM nepuoge.

PekomeHgaLuu No NnpoBepke NpPaBUIbLHOCTH
NO3MLMOHNPOBAHMUSA 3/1eKTPOa BKIOYAKT NPOBefeHmne
PEHTreHOBCKOrO NccnefoBaHns U U3MepeHue Noporos
CTUMYNALWUN N CEHCUHTA.

B cnyyae cMepTu nauveHTa BbINOMHUTE 3KCNNAHTaL W0 BCeX
UMMNNaHTUPOBAHHbIX 31€KTPOAOB U YCTPONCTB U BEPHUTE WX B
Kopnopauuto Medtronic ¢ 3anonHeHHO hopMoii oTyeTa o
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nposykte. ECnv nmMetoTcs BONpoCh! Mo npouesypam o6patieHus
C NPOLYKTOM, 3BOHUTE N0 COOTBETCTBYOWEMY HOMepy
TenegoHa, NpMBeLEeHHOMY Ha NocaeAHel cTpaHuLe 0610KKU.

6.17 Tpouecc n3sneyeHNs

MpepgynpexpaeHune: He TAHUTE 3N1eKTPOA NPV BpalyeHUn ero
NPOTUB YacOBOI CTPENKMN, UTOGbI BUHTOBOI KOHTAKT He
CLENUNCA ¢ TKaHbo.

BHUMaHue! Y6enuTech, 4To BO BpeMs U3BeYeHUst 3N1eKTposa
NMPOBOAHWK MOSHOCTHIO0 BBEAEH.

MpumeyaHue: Mepes NONbITKOW N3BEYEHUA 3NeKTpoaa
y6eanTech, 4TO NOAXOAALLNE UHCTPYMEHTHI ANA N3BEYEHUA
nog, pyKoi.

MpumeyaHue: Ecin meToA A He Mo3BONsAeT 406UTbCA ycnexa,
cnefyiiTe MHCTPYKUUAM no MmeTogy B.

MeTog A

1. BcTaBbTe NPOBOAHUK UK CTUNET B 3/IEKTPO/ MOJIHOCTbLIO.

2. He HaTarusas Kopnyc asiekTpoja, HeCKO/IbKo pas3
noBepPHUTE ero NPoTMB YacoBOW cnpenku. Bo Bpems
BpaleHUs yaep>xnBainTe KOHHEKTOP 31EKTPoS, YTO6bI
BpaljeHne nepeaanocb BAHTOBOMY KOHTaKTY.

3. Hab6nwpgaliTe 3a KOHYMKOM 3/1€KTPOAA C NMOMOLLbIO
peHTreHockonuu. lBuXxeHne KOHYMKa aneKkTpoaa
03HayaeT, YTO BUHTOBOI KOHTAKT OTCOEAUHEH.

4. OCTOPOXHO NOTAHUTE 3N1eKTpoA Hasaf. Ecnu npu
OCTOPOXXHOM NOTATMBaHUMN 3NEKTPOJ He fBUraeTcs,
nosTopuTe wWwar 2.

MeTon B
1. BcTaBbTe hUKCUPYIO [N CTUNET B 3N1EKTPOS U NPOABUHbTE
ero /10 camMoro BUHTOBOrO KOHTaKTa.
2. OCTOpPOXXHO NOTAAHUTE 3NeKTpoA Ha3afd. Mo mepe
NPUNOXEHUSA YCUNUA CNUPanb BbINPAMAAETCA W
YANUHSeTCA.

7 TexHU4YecKMne xapakTepucTuku
7.1 TexHUYecKMe XapaKTepucTrKm

MapameTtp 4798
ByKBbI, NpefBapsiole cepuiiHblii Homep QFX

MapameTp

KoHpurypauus KoHTakTa

OunameTp

Cuctema fjocTaBKM

Kopnopauuv Medtronic
(PeKoMeHayeMblii BHYT-

peHHuii gnameTp)

N3onauymsa:

KOHTaKTbI:

LU TbIpEK KOH-
HekTopa:

Konbua KoH-
HekTopa:

YnnotHeHune
HannasneH-
HOTO KOHUMKa:

BuHTOBOI
KOHTaKT:

Kopnyc anek-
Tpoga:
KOHTaKTbI:

3asop mexagy
KOHTaKTamm
JK1
(ancTanbHbIif)
njxK2:

3a3op mexay
KOHTaKTamm
JIK2WNNHK3:

3asop mexagy
KOHTaKTamu
N3 nK4
(npokcumans-
Hbli):
AvameTp BUH-
TOBOTO KOH-
TakTa:

4798
MonunypeTaH(cHa-
PY>X1) N CUNNKOH-
nonuumung, (SI-Pl)
(BHYTPM)®
MnatnHo-npngne-
Bblli CNNaB C MOKPbI-
TWEM U3 HUTPUAA
TUTaHa

MP35N
MP35N

CUNVNKOHOBBIW Kay-
uyK

MnatnHo-upngne-
Bblil cnnae

3aKpyrneHHoli, o
NoKpbITUEM 13
HUTPMAA TUTaHa,
BbIAENAOLWMUIA cTe-

pong
1,47 mm (4,4 Fr)

1,70 mm (5,1 Fr)

1,30 mm (3,9 Fr)

1,57 mm (4,7 Fr)

1,30 mm (3,9 Fr)

1,87 mm (5,6 Fr)
MakcMMyMm

1,90 mm (5,7 Fr)

[lnarHocTuyeckmnii npo- 071 0,36 mm go

Tun KBagoononsapHslii
KOHTaKT BOAHUK (peKOMeHAye- 0,46 mm
. Mblil gnameTp)
CTumynupyemas kamepa NeBblii xenypouek .
Mnowanb KOHTaKTHOM 5,8 mm™
Annna 78cm. 88 cm NOBEPXHOCTY
KonHekTop 1S4-LLLL PaccTosiHMe MeX Ay KOH-  KOHTakT /XK1~ 21 mm
Matepuan MpoBoaHUK: 25% TakTamu (AncTanbHbI)
Ag-cepAueevHa- — JIK2:
MP35N KowtakT /K2 1,3mm
— JIX3:
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MapameTp 4798 7.2 CxeMbl C TEXHNYECHMU XapaHTepUucTUHaMn

KoHTakT/IXXK3 21 mm
— J1XX4 (npo-
KCUManbHbIiA):
KoHTakT /K3 10mm

PucyHok 15.

— KOHYMK cnu-
panu:
HoMUHanbHbIN 3a30p 0,25 mm
BVWHTOBOrO KOHTaKTa
ConpoTuBneHue npo- K1 22 50 (78 cm)
BOAHMKA 24 +60(86 cm)
K2 19+40(78cm)
21 +50 (86 cm)
K3 18*40(78 cm)
21 +40(88 cm)
x4 17*40(78 cm)
20*40(88 cm)
Ctepoung AueTar gekcameTa-
30Ha
Obuee cogepxanme <1,0mg
cTeponga
Casisyouee CWINKOHOBbI Kay-
BEWecTBO AN UyK
cTeponjaa

*TexHonorus paspa6otaHa NASA.

KoHTaKT JXK1 (aUCTasbHbIA KOHTAKT): HOMWHANbHOE 3HaYeHne
reomeTpuyeckoil nnowagm NoBEPXHOCTU, NCMONb3YeMOl Npu
cTumynsayum — 5.8 mn™

KOoHTaKT JXX2: HOMWHaNbHOe 3HaYeHVe reoMeTpUYecKoil nnowaan
NOBEPXHOCTW, UCMONb3yemMOoi Npu cTumynayum — 5,8 mm»
KOHTakT/1)K3: HOMWHaNbHOE 3HaYeHNEe reOMeTPUYECKOI NaoLwaan
NOBEPXHOCTW, UCMOIb3YEeMOIA Npy cTumMynaunm — 5.8 mm™
BWHTOBOI KOHTaKT B C60pHE
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o

KOoHTaKT/1XK4 (NpoKcuMasbHblii KOHTAKT): HOMWHA/IbHOE 3HaYeHne
reoMeTpuYeckKoin nnowasun NOBePXHOCTN, NCNONb3YeMOV Npu
ctumynsayun — 5,8 mmn

dukcupyouwaa mydra

KoHHekTOp 1S4

KoHTakT J1)XK4

KoHTakT J1XK3

10 KoHTaKT J1)XK2

11 KoHTakT JDK1

© 0N o

8 3Hak cooTBeTcTBUSA CE

Cnepytowmnii 3Hak cooTBeTcTBUA CE OTHOCUTCA K 3N1€eKTpoAay
mogenu 4798.

C€0123

2017

9 OGbsICHEHME CUMBOJIOB, MPUBEAEHHbIX Ha
ynakoBke

CM. Ha 3TUKETKaX yNakKoBKMW, KaKMe CUMBO/bI MPUMEHUMbI K
LaHHOMY NMPOAYKTY.

Ta6nuua 2. O6bSACHEHNE CUMBOIOB, NPUBEAEHHbIX HA 3TUKETKE
ynakoBKu

O6bsACHEHNE

Collorrnlé Enropéenne (EBponeiickoe cooTBeT-
CTBME). ATOT CUMBON 0603HAYAET, YTO YCTPOIA-
CTBO NOJIHOCTbIO COOTBETCTBYET TPEGOBAHUAM
npuMeHnMbIX AupekTns EBponelickoro Coto3a.

CumBon

Ct

He ucnonb3oBartb, €C/M ynakoBKa nospexaeHa

He ncnonb3oBaTb NOBTOPHO

TemnepaTtypHble orpaHnueHus

STERILE EO

CTepunn3oBaHo 3TUIEHOKCUA0M

CM. MHCTPYKLMIO MO 3KCNNyaTalmy Ha 3ToM
T Be6-caiite

mJ

50 Ha pyccHom si3bike

JaTta n3rotosneHus

MpoussoguTens
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Tabnuua 2. O6bSICHEHNE CUMBO/I0B, MPUBEAEHHbIX HA STUKETKE
YMakoBKU (NMPOAO/HKEHVIE)

Cumson O6bAcHeHne

logeH po

REF

EC REP

Homep ansa 3akasa

YNonHOMOYEHHbIV npegcTaBnTens B EBponeit-
CKOM coobuiecTBe

SN CepwiiHblii HOMep

OTKpbIBaTb 34€Chb
Cofepxnumoe ynakosKu
[lokymeHTaLusa no npoayKTy
MpuHagnexHocTu

BHYTpeHHUiA fuameTp

O+3

KaTteTep, AOCTaBAEHHbIN MO NPOBOLHUKY

KaTteTtep

rJ AnekTpopg

TpaHCBEHO3HbI 31eKTpoA ANS CTUMYNALUK B
KapananbHoii BeHe

Ctumynsymsa

CeHCuHr

Ctepoua-antoupytownii DXAC (aekcameTasoHa
auerar)



Tatamys 2. OGLACHOHNS CUMBON0E, NPHBAABHHLIX HA STHHETHE
ynaxosi (npoposmKaHie)
Cunaon O6uacHeHUe

Jlocotn SureScan

MPT 66NOARATS C COBNIABHNOM ONDEABABHHLIX
yenosui

10 MapanTun Hopnopauvs Medtronic

FIONHBIA TRKCT rEPBHTA CORBIIKMTCR B NPMASTSEMOM
FEPEHTWAHOM TA/IOHS,

11 O6cnymmsanne
CTPAHAX MMP3, 4TOSH NOMONL BAM 8 0BC/TYMWBAHHW

0BOpYROBAHMA, & NPH HEOSXOMMMOCTH ¥ 08YMMTL NepcoHasn

PETHOHAALMOS NPR/ICTABUTENLCTEO
TGO NOIDOHUTE KM HIFMALMTE B KOPRopaLeo Medironic.
COOTRETCTEVIOWWH HOMOP TRNCHOHA M AAPEC NPHBSABH HA
aAH6H OBNONIE.

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

Ha pyccsom Rabite 51




Sadrzaj

Opis 52

Indikacije 53

Kontraindikacije 53
Upozorenjaimerepredostro”™osti 53
Moguci nezeijeni dogadaji 56
Procedura implantacije 57
Specifikacije 64

CE oznaka za uskladenost 65

Obja8njenje simbola na oznakama na
pakovanju 65

10 Medtronic garancija 66
11  Servis 66

© 00 N O U~ WN R

1 Opis

Medtronic Attain Stability Quad MR! SureScan 4798 transvenski
LV provodnik sa cetiri elektrode koji otpusta steroid, za ugradnju
preko 2ice, dizajniran je za pejsing preko sr6ane vene. Provodnik
je testiran za upotrebu u okruienju sa magnetnorn rezonancom
(MR). Sve duzine provodnika za ovaj nriodei provodnika usiovno
su bezbedne za MR. Ovaj provodnik sadr™i 4 elektrode
dizajnirane da funkcionisu kao katode ili anode, n zavisnosti od
nacina na koji je polaritet pejsinga za levu komoru programiran:
* elektroda LV1, distalna elektroda, postavijena blizu distalnog
vrha elekb'ode
* elektroda LV2, postavijena 21 mm proksimaino od vrha
elektrode LV1
* elektroda LV3, postavijena 1,3 mm proksimaino od vrha
elektrode LV2
* elektroda LV4, proksimalna elektroda, postavijena 21 mm
proksimaino od vrha elekb'ode LV3

Pored toga, elektricno neaktivna spirals za bo6no fiksiranje je
postavijena 10 mm proksimaino od LV3 elektrode za aktivho
fiksiranje u srPanoj veni. Pogledajte odeljak 7.2 koji sadrzi crtei
provodnika.

Medtronic I1S4-LLLL”™ unutrasnji konektor sa 6etiri stalka na
provodniku daksava povezivanje uredajatokom implantacije. Vrh
igle konektora ima indikatoru vidu bele trake, koji se moze koristiti
za vizueinu potvrdu pravilne povezanosti provodnika sa
uredajem.

Kontakti konektora poravnati su sa elektrodama provodnika LV1
sa LV1,LV2saLV2itako dalje:
* kontakt konektora LV1, igla konektora, postavijen na
proksimaini vrh provodnika (poravnatsa elektrodom LV1)

« kontakt konektora LV2, postavijen distaino u odnosu na iglu
konektora LV1 (poravnat sa elektrodom LV2)

« kontakt konektora LV3, postavijen distaino u odnosu na
kontakt konektora LV2 (poravnat sa elektrodom LV3)

« kontakt konektora LV4, postavijen distaino u odnosu na
kontakt konektora LV3 (poravnat sa elekfrodom LV4)

Pogledajte odeljak 7.2 za ilustraciju elektroda provodnika i
kontakata konektora.

Distaini vrh provodnika omogucava prolaz vodic-zice kako bi
pomogla pri izboru sr5ane vene. Vtti sadrii membranu od
silikonske gume, kojazatvara unutraSnjilumen provodnika kako bi
se smanjio ulazak krvi.

Svaki vrh elektrode sadtii monolitni uredaj za kontrolisano
doziranje steroida (MCRD) koji otpuSta steroid da bi se smanjio
zapaljenski odgovor unutar sréane vene. MCRD uredaji sadrze
ukupnu kombinovanu dozu od <1,0 mg kortikosteroida
deksametazon-acetata. Nakon iziaganja telesnim tecnostima
steroid se otpusta iz MCRD uredaja. Steroid suzbija zapaljenski
odgovor zakoji se smatra da dovodi do povecanjavrednosti praga
Sto je obi6éno u vezi sa implantiranim elektrodama za pejsing.

Spoljasnja izolacija provodnikaje od poliuretana, a unutrasnja
izolacijaje od Sl-poliimida (SI-PI)™. SI-Plje pre namotavanjananet
kao omotac na provodnidku 2icu.

Attain Stability Quad MRI SureScan 4798 LV provodnik mo2e da
se postavi pomodu vodi6-2ice, stajleta, unutraSnjeg katetera ili
unutraSnjeg kateterau kombinaciji sa vodi6-ficom ili stsyletom. Za
pojednostavijivanje fiksiranja, stajlet u obliku siova J", kojije
prilozen u paketu, se mo2e koristiti za usmeravanje spirale prema
zidu luvnog suda.

Da bi se elektroda imptantirala u izabranu srcanu venu,
neophodan je kompatibiini sistem za plasiranje. Kompatibiini
sistem za plasiranje ukijuduje vodic-kateter i hemostatski ventil ili
uvodni ventil koji se moie ukloniti ili koji onxjgucuje prolazak
konektora elektrode. Obratite se predstavniku kompanije
Medtronic za dodatne informadje o kompatibilnim sistemima za
plasiranje.

1.1 Medtronic SureScan sistem

Za koriScenje u okruienju sa magnetnorn rezonancom
potreban je potpuni SureScan sistem. Potpuni sistem za
pejsing SureScan sadrii Medtronic SureScan uredaj sa
odgovarajucim brojem Medtronic SureScan elektroda.

' 184-111166 odnosi na Medunarodni standard za konektore (1SO 27186) 6lme se za generatore impulsa i provodnike koji nosetu oznaku garantuje osnovno
mehani”ko pokJapanje. U X L definite kontakte konektora provodnika kao niskonaponeke (L).

~Ovo je tehnologija koju je razvila NASA.
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Svaka druga kombinacija moze da dovede do opasnosti po
pacijenta tokom snimanja magnetnom rezonancom.
Elektroda, model 4798, deo je Medtronic SureScan sistema.
Oznake za komponente SureScan sistema sadrze logotip
SureScan isimbol za usiovno bezbedno koriscenje n MR
okruzenju. Da biste potvrdili da su komponente deo kompletnog
SureScan sistema, posetite http;//www.mrisuresc”.com.

Logotip SureScan

Simbol za bezbedno koriscenje sa magnetnom
rezonancom pod odredenim usiovima. Medtronic
SureScan sistem je usiovno bezbedan za koriscenje u
MR okruzenju ldizajniran je tako da pacijentima sa
implantatima omoguci da se podvrgnu snimanju
magnetnom rezonancom pod navedenim usiovima za
koriscenje n MR okruienju.

Funkcija za magnetnu rezonancu SureScan dozvoljava rezim
rada koji omogucava pacijentu sa SureScan uredajem bezbedno
skeniranje aparatom za magnetnu rezonancu, priceTu uredaj
nastavija da obezbeduje pravilan rad srca. Kad se programira na
opciju ,,Ukljuceno®, rad funkcije SureScan za magnetnu
rezonancu onemogucava otkrivanje aritmije, re2im magneta i
celokupnu dijagnostiku koju definise korisnik. Pre obavijanja
skeniranja magnetnom rezonancom, u tehnickom
prirucniku za MR za SureScan sistem potraiite vazne
informacije o procedurama, kao i o upozorenjima i merama
predostro2nosti specifidnim za magnetnu rezonancu.

1.2 SadrialJ pakovanja

Provodnici idodatni pribor dostavijaju se sterilni. Svako pakovanje
sadrii sledece stavke:

* 1provodnik sa navlakom za fiksiranje

* 1lalatka za ubacivanje vodi6*2ice

= 1 hvataljka vodid-iice

= 1rucicu za upravijanje vodid-2icom

* 2 stajletau obliku slova ,,J”

* 4 dodatna stajleta

2 AccuRead 2.0 alatke interfejs kablova analizatora

+ dokumentacija o proizvodu

1.3 Opis pribora

Sav pribor zajednokratnu upotrebu odiaiite u skladu s lokainim
zahtevima u vezi sa zivotnom sredinom.

AccuRead 2.0 alatka - AccuRead 2.0 alatka interfejs kablova
an”izatora upravlja povezivanjem terminals kablova analizatora
sa kontaktima konektora elektrode. Ova veza olaksava precizna
elektridna merenja tokom implantacije i sprecava moguce
odtecenje konektora.

Navlaka za fiksaciju pozicije « Navlaka za fiksadju pozicije
osigurava elektrodu kako bi se spredilo njeno pokretanje i Stiti
izolaciju elektrode i provodnike od odtecenja izazvanog uskim
davovima.
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Hvataljka vodid>zice - Hvataljkavodic-zice obezbeduje visak
vodic-zice i pomaze wu zastiti i odrzavanju sterilnosti vodic-zice.

Alatka za ubacivanje vodic-iice - Alatka za ubacivanje
vodic-zice pruza dodatnu kontrolu tokom ubacivanjavodid-2ice n
pin konektora provodnika ill vrh provodnika.

Rucica za upravijanje vodic-zicom - Rucica za upravijanje
vodic-zicom koristi se samo sa vodic-zicama dijametra od
0,46 mm Lmanjeg. Rucica za upravijanje obezbeduje dodatnu
kontrolu nad upravtjanjem i rotacijom vodic-zice.

Stilo u obliku slova ,,J” - Stajlet n obliku slova ,,J” olaksava
fiksaciju, usmeravajuci spiralu premazidu krvnog suda.

Stajlet - Stajlet pruza dodatnu cvrstinu i kontrolisanu savitijivost
za dovodenje provodnika n konacni polozaj. Na zadebljanju
svakog stajleta nalazi se oznaka sa vrednostima prednika stajleta
lodgovarajuce duzine provodnika.

2 Indikacije

Provodnik se primenjuje kao deo Medtronic biventrikularnog
sistema zapejsing.

3 Kontraindikacije

Elektroda model 4798 kontraindikovana je u sledecim
slucajev/*ma:

Koronarna vaskulatura -Ovaj provodnikje kontraindikovan kod
pacijenata s koronarnom venskom vaskulaturom koja je
neodgovarajuda za piasiranje provodnika, na sta ukazuje
venogram.

Upotreba steroida - Upotreba ovog provodnika je
kontraindikovana kod pacijenata kod tojih jedna doza od 1.0 mg
deksametazon-acetata moze biti kontraindikovana.

4 Upozorenja i mere predostroznosti

Za koriscenje u okruzenju sa magnetnom rezonancom
potreban je ceo SureScan sistem. Pre obavijanja skeniranja
magnetnom rezonancom pogledajte tehnicki priruSnlk za
MR za SureScan da biste pronasli informacije o
upozorenjima i merama predostroznosti specifidnim za
magnetnu rezonancu.

Napomena: Upozorenja i mere predostroznosti n vezi sa
medicinskom procedurom koji se odnose na Medtronic
implantirani sistem navedeni su v prirucniku kojije zapakovan sa
uredajem ili se nalazi na veb lokaciji Medtronic Manual Library
(Medtronic bibliotekaprirucnika) (Wwww.medtronic.com/manuals).

Provera sterilnog pakovanja - Pazijivo pregledajte steriino
pakovanje pre nego sto ga otvorite.

e Ako su zatvarac ili paket osteceni, obratite se svom
predstavniku kompanije Medtronic.
* Ne Koristite proizvod posle isteka roka vazenja.
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Temperatura skladistenja - Cuvati na temperaturi od 25°C
{77®F). Odstupanja od ove temperature cuvanja su dozvoljena u
rasponu od 15 do 30°C (od 59 do 86®F). Dozvoljeni su prolazni
skokovi od najvise 40°C (104°F) pod usiovom da ne traju du2e od
24 casa.

Steriiizacija - Medtronicje pre isporuke sterilisao sadr2a)
pakovanja etilen-oksidom. Ovaj proizvod je namenjen iskljudvo
za jednokratnu upotrebu i nije predvidena njegova ponovna
steriiizacija.

Za jednokratnu upotrebu - Provodnik i dodatni pribor su
iskijudivo za jednokratnu upotrebu.

Oprema za spoijnu defibrilaciju - Drzite opremu za spoijnu
defibrilaciju u blizini spremnu za hitnu upotrebu tokom akuNeog
testiranja sistema provodnika, procedure implantacije ili kad god
aritmije rriogn da se jave ili kada se namerno indukuju tokom
testiranja nakon implantacije.

Oprema koja se napaja strujom i oprema koja se napaja
putem baterija - Implantirana elektroda formira direktnu putanju
struje do miokarda. Tokom implantiranja i testiranja elektrode
koristite samo opremu koja se napaja putem baterija ili strujom i
kojaje posebno dizajnirana za ovu namenu da biste spredili
fibrilaciju koju nogwn izazvati naizmenlcne struje. Oprema koja se
napaja strujom u blizini bolesnika mora biti ispravno uzemljena.
Pinovi konektora provodnika moraju biti izolovani od struja curenja
koje mogu nastati zbog opreme koja se napaja strujom.

Istovremeno korlSdenje uredaja - lzlazni pulsevi, posebno iz
unipolarnih uredaja, mogu negativno uticati na mogucnosti
oditavanja uredaja. Ako je pacijentu potreb” zaseban trajni ili
privremeni uredaj za stimulaciju, ostavite dovoijno prostora
izmedu provodnika zasebnih sistema kako biste izbeglismetnje n
mogucnostima oditavanja uredaja. Prethodno implantirani
generator! pulsa iimplantabiini kardioverter defibrilatori trebalo bi
da se izvade.

Upotreba sterolda-Nije utvrdenodaliza upotrebu ovog uredaja
koji otpudta steroid veoma lokalizovano i kontrolisano vaze
upozorenja, mere predos”oznosti ili komplikacije koje su obidno
povezane sa injektabilnim deksametazon-acetatom.

lyudnoca - Dokazano je da je deksametazon-acetat teratogen
kod mnogih vrsta ako se daje u dozama ekvivalentnim dozi za
ljude. Ne postoje odgovar”™uce i dobro kontrolisane studije o
trudnicama. Deksametazon-acetat treba koristiti u trudnoci samo
ako potencijalna korist opravdava potencijaini rizik za fetus.
Studije na misevima, pacovima i zecevima pokazuju da
adrenokortikoidi povecavaju incidenciju rascepa nepca,
placentne insuficijencije i spontanih pobacaja, kao i da mogu da
smanje stopu intrauterinog rasta.

Dojilje - Kortikosteroidt koji se daju sistemski pojavijuju se u
humanom mieku i mogu suzbiti rast, ometati produkciju
endogenih kortikosteroida ili dovesti do drugih nepovoijnih
efekata kod odojdadi. Zbog mogucih ozbiijnih ne2eljenih reakcija
kod odojdadi kao posledice kortikosteroida, potrebno je doneti
odiuku da ii ce dojenje biti prekinuto ili ce se koristiti elektroda bez
steroida, uzimajuci n obzir vaznost elektrode i leka za majku.
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Rukovanje monolitnim uredajima za kontrolisano doziranje
steroida (MCRD uredajima) - Izbegavajte smanjenje kolidine
dostupnog steroida pre implantacije provodnika. Smanjenje
dostupne kolidine steroida mo2e negati\mo da utide na
funkcionisanje provodnika pri niskom pragu nadraiaja.
« Ne dozvolite da povrdina vrhova elektroda dode u kontakt sa
povrsinskim kontaminantima.
* Nemojte da bridete vrhove elektroda ili da ih potapate u bilo
koju t*nost osim krvi za vreme implantacije.

Bipolarni pejsing - Akoje povrdina izabranog vrha anodne
elektrode jednaka ili manja od povrdine izabrane katode, to mo2e
dovesti do vidih pragova nadrazaja pri pejsingu ilido anodne
stimuladje. Ovaj provodnik koristi 4 vrha elektroda jednake
velidine; zato konfiguradje bipolamog pejsinga mogu dovesti do
vidih pragova nadrazaja pri pejsingu ilianodne stimuladje.

Ako terapija ne mo2e da se isporud putem LV1 elektrode. LV2,
LV3iLV4 elektrode su dostupne za upotrebu sa odredenim
Medtronic uredajima. Pogledajte odgovarajud Medtronic
ptiruénikzasistem terapije srdane resinhronizacije (CRT) da biste
se upoznali sa primenom raspolozivih opcija za polaritet pejsinga
provodnika leve komore (LV).

Rukovanje stajletom - Uvek paiijivo rukujte stajtetom.

* Da biste mogudnost povrede vene sveli na minimum i odrzali
savitljivost provodnika dok ga pomerate kroz venu, neka
stajletbude izvucen 1do 2 cm ili izaberite savitijiviji stylet.

 Nemojte da koristite preteranu silu ili hirurske instrumente
kada ubacujete stajlet.

* lzbegavajte preterano savijanje iuvrtanje stajleta, kao injegov
kont” sa krviju.

* Uzmite novi stajlet kada god se krv ili druge tednosti nakupe
na stajletu koji koristite. Nakupljene tednosti rriogn da odtete
provodnik ili da uzrokuju oteian prolazak stajleta kroz
provodnik.

* Savijanje distalnog kraja stajleta pre njegovog ubacivanja u
provodnik stvorice zakrivljertost na distaJnom kraju
provodnika. Ne koristite odtar predmet za savijanje distalnog
kraja stajleta.

Rukovanje vodld-ilcom - Uvek paiijivo rukujte vodid*2icom.

* Nemojte da ubacujete proksimaini kraj vodid*2ice kroz
zaptivak vrha elektrode bez upotrebe alatke za ubacivanje
vodic-2ice. Ubacivanje vodid-2ice bez alatke za ubacivanje
vodic-2ice moze oStetiti elektrodu.

* Ostecenje vodld-2ice mo2e sprediti precizan odziv na
uvrtanje i kontrolu vodid*2ice i dovesti do ostecenja krvnog
suda. Dodatne informacije o odtecenju krvnog suda i drugim
potencijalnim neieljenim dogadajima potraiite u tehnidkom
prirudniku zapakovanom sa odgovarajucom vodid*iicom.

* Ako dode do jadeg zamrdenja ili uvrtanja distalnog kraja
vodi6-2ice, njeno izviacenje kroz elektrodu moze biti ote”ano.
Zbog toga ukionite elektrodu i vodid-zicu zajedno kao celinu
ako postoji indikacija da se distaini kraj vodid-zice ostetio ili
ako osedate veci otpor pri prolasku vodid-zice. Uldonrte
vodid-2icu iz elektrode i ubacite novu vodic-zicu u elektrodu.
Nemojte da koristite prekomernu silu prilikom vadenja
vodid-2ice iz eiektrode.



Za dodatne informacije konsultujte dokumentadju o
proizvodu kojii ste dobili sa vodic-zicom.

Rukovanje elektrodom - Uvek pazijivo rukujte provodnikom.

* Ne preporucuje se upotreba rast stajleta za ovu elektrodu
zbog rizika od perforacije kalema provodnicke 2ice ill njene
izolacije.

* Ako se stajlet koristi za pozidoniranje elektrode, koristite
samo one stajlete koji dolaze u pakovanju sa elektrodom ill n
komptetu stajleta (sa smanjenim zadebljanjem navrhu). Drug!
stajleti se mogu protezati preko vrha elektrode, sto dovodi do
povrede padjenta.

* Ako je elektroda oStebena, nemojte je implantirati. Vratite
provodnik predstavniku kompanije Medtronic.

* ZaStitite elektrodu od materijala koji ostavijaju cestice, kao sto
su vlakna I praSina. Izolatori provodnika privlace ove cestice.

* Rukujte provodnikom u sterilnim hirur~kim rukavicama koje
ste isprali steriinom vodom ili slibnom supstarKx>m.

 Nemojte grubo savijati, uvijati ili istezati provodnik.

* Ne koristite htrurSke instruments za hvatanje provodnika ili
konektorske igle.

* Ne potapajte elektrode n mineralna uija, silikonska uija ili bilo
koju drugu tecnost, izuzev u krv za vreme implantacije.

« Sasvim elektrodama koristite navlaku zafiksiranje. Uverite se
da je navlaka za fiksiranje pozidje postavijena blizu pina
konektora elektrode kako bi se sprecio nezeljeni prolazak
navlake nvenu. Ako je neophodno obrisati elektrodu pre
ubacivanja, uverite se da navlaka za fiksiranje ostaje nasvom
mestu.

 Nemojte da koristite silu pri pomeranju vodic-katetera ili
elektroda ukoliko naidete na veci otpor. Upotreba
vodid-katetera ili elektroda mo2e dovesti do povrede srca.

6esto preme&tanje llluklanjanje odvoda-cesto premestanje
ili uklanjanje odvoda mogu da budu otelani zbog razvoja
fibroznog tkiva. Klinicka studija nije dizajnirana za procenu
uklanjanja provodnikazalevu komoruizvenskihkoronamihkrvnih
sudova. Ako provodnik mora da se ukloni ili repozicionira, budite
izuzetno pazijivi. Sve uklonjene provodnike vratite predstavniku
kompanije Medtronic.

* Ne preporucuje se upotreba rast stajleta za ovaj provodnik
zbog rizika od perforacije kalema provodnicke zice ili njene
izolacije.

* Prilikom repozicioniranja proverite duzinu provodnika na
oznaci provodnika na konektoru da biste odabrali komplet
stajleta odgovarajuce duzine (sasmanjenim zadebljanjem na
vrhu). Uvek koristite komplet stajleta (sa smanjenim
zadebljanjem navrhu) kojije 3 cm kraci od duiine provodnika.
Na primer, izaberite komplet stajleta (sa smanjenim
zadebljanjem na vrhu) sa stajletima duzine 75 cm za
provodnik duzine 78 cm .

* Uklanjanje provodnika moze da tzazove avulziju endokarda,
zaliska ili vene.

* Spojevi na provodnicima mogu da se odvoje, pa vrh
provodnika i ogoljena zica mogu da ostanu u srcu ili veni.

* Hronicno repozicioniranje mo”~e da nezeljeno uti6e na
funkcionisanje provodnika koji otpu”*ta steroid pri niskom
pragu nadra2aja.
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* Pokrijte krajeve napustenih provodnika da bi se izbeglo
prenosenje elektricnih signals.

« Kod provodnika koji su preseceni, zapebatite preostali kraj
provodnika i savom pricvrstite provodnik za okoino tkivo.

« Prilikom uklanjanja i repozicije provodnika paiijivo proverite
da li postoji ostecenje kalema provodni6ke zice ili njene
izolacije pre repozicije.

Snimanje magnetnom rezonancom (MR) - Magnetna
rezonancaje tip medicinskog snimanja koji koristi magnetna poija
za stvaranje unutrasnjeg prikaza tela. Ako se ispune odredeni
kriterijjumi i postuju upozorenja i mere predostroznosti koje
obezbeduje Medtronic, pacljenti sa uredajem i sistemom
provodnika koji mogu da se koriste sa magnetnom rezonancom
samo u strogo tontrolisanim usJovima mogu da se podvrgnu
snimanju MR-om. Detalje potrazite n tehnidkom prirudniku za MR
koji Medtronic obezbeduje za uredaj koji mo2e da se koristi sa
magnetnom rezonancom samo u strogo kontrolisanim usiovima.

Lecenje dijatermijom (ukijucujuci terapeutski ultrazvuk) -
Dijatermijaje ledenje koje podrazumeva terapeutsko zagrevanje
telesnih tkiva. Lecenja dijatermijom ukijuduju ultrazvuk visoke
frekvencije, kratkotalasni, mikrotalasni I terapeutski ultrazvuk.
Nemojte koristiti ledenja dijatermijom na pacijentima sa
kardio-uredajem, osim terapeutskog ultrazvuka. Ledenja
dijatermijom mogu da dovedu do ozbiijne povrede ili 08tecenja
implantiranog uredaja i sistema elektroda. Terapeutski ultrazvuk
predstavtja koriscenje ultrazvuka (ukijucujuci fizioterapiju,
terapeutski ultrazvuk visokog intenziteta Ifokusirani ultrazvuk
visokog intenziteta) pri vecim energijama nego kod
dijagnostidkog ultrazvuka radi zagrevanja i agitacije tela.
Terapeutski ultrazvuk je prihvatijiv ako se lecenje obavija tako da
razdaijina od aplikatora i implantiranog uredaja i sistema
elektroda bude najmanje 15 cm , sve dok ultrazvucni snop nije
usmeren ka uredaju i sistemu elektroda.
Spoijna defibrilacija I kardioverzija - Spoijna defibrilacija i
kardioverzija su terapije tokom kojih se na srce primenjuje
elektrosok kako bi se nepravilni srcani ritam pretvorio u pravilni.
Medtronic kardio-uredaji su dizajnirani da izdrze iziaganje
spoijnoj defibrilaciji i kardioverziji. lako je ostecenje implantiranog
sistema usied elektrosoka retkapojava, verovatnocase povecava
sa povecanim nivoima energije. Ove procedure takode mogu
privremeno ili trajno da podignu pragove nadrazaja pri pejsingu
odnosno privremeno ili trajno da ostete miokard. Ako su spoijna
defibrilacija ili kardioverzija neophodne, uzmite u obzir sledece
mere predostroznosti:
= Koristite najnizu klinicki prikladnu energiju.
* Postavite flastere ili lopatice na udaljenost koja nije manja od
15 cm od uredaja.
* Postavite flastere ili lopatice vertikaino n odnosu na uredaj i
sistem elektroda.
* Ako se spoijna defibrilacija ili kardioverzijaisporuce u opsegu
od 15cm od uredaja, koristite Medtronic programator da biste
procenili uredaj i sistem elektroda.

Kompatiblinost konektora > lako su konektori na elektrodama
kompanije Medtronic u skladu sa Medunarodnim standardima za
konektore, nije ispitano koriscenje ove elektrode sa uredajima
koje nije proizvela kompanija Medtronic. Poznate potencijalne
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nezeljene posledice koriscenja takve kombinacije mogu da
ukijucuju aktivnost srca sa nedovoijnim senzingom, neuspesnu
primenu neophodne terapije i isprekidanost elaktridne veze.

5 Moguci nezeljeni dogadaji

n daijem tekstu navodimo poznate. moguce nezeljene dogadaje

koje se povezuju sa upotrebom ovog proizvoda:

vazdusna embolija

avuizija ill neka druga povreda endokarda, zaliska H vene
Srdana diseteija ili perforacija

srcana tamponada

disekcija koronarnog sinusa

smrt

Endokarditis ili perikarditis

erozije kroz kozu

ekstrakardijaina misicna ili nervna stimulacija
fibrilacija ili druge aritmije

blokada srca

rupturazida srca ili vene

hematom/serom
infekdja

Prekid provodnicke zice ili o§tecenje izdadje
Pomeranje provodnika
iritabilnost miokarda
oditavanje miopotendjala
Perikardni izltv ili tarez

pneumotoraks

Fenomen odbacivanja (reakcija lokaJnog tkiva, formiranje

fibroznog tkiva)

Podizanje praga ili iziazni blok

tromboza

tromboticna embolija

Dodatni potencijaini nezeljeni dogadaji u vezi sa provodnikom i
programiranim parametrima obuhvataju sledece:

Moguc nezeljeni
dogada]

Pomeranje
provodnika®

Pomeranje
provodnika®

Pucanje zice
provodnika
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Pokazatelj

moguceg
nezeljenog
dogadaja

Periodicni ili
neprekidni gubitak
kontakta ili integriteta
LV EGM signals
(ukijucujuci senzing)®

Periodidan ili
neprelddan
prekomerni senzing

Periodicni ili
neprekidni gubitak
kontakta ili integriteta
LV EGM signala
(ukijucujuci senzing)®
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Korektlvne radnje
koje treba uzetl u
obzir

Ponovo programirajte
LV polaritet pejsinga.
Repozicionirajte
provodnik.

Ponovo programirajte
LV polaritet pejsinga.
Repozicionirajte
provodnik.

Zamenite provodnik.
Ponovo programirajte
LV polaritet pejsinga.

Moguc nezeljeni
dogadaj
Otkazivanje izolacije
Zice provodnika

Podizanje praga ili
iziazni blok

Pokazatelj

moguceg
nezeljenog
dogadaja

Periodidnt ili
neprekidni gubitak
kontakta ili integriteta
LV EGM signala
(ukijudujudi senzing)®

Prekid kontakta*

Korektlvne radnje
koje treba uzetl u
obzir

Zamenite provodnik.
Ponovo programirajte
LV polaritet pejsinga.

Prilagodite iziazni
signal implantabilnog
uredaja.

Ponovo programirajte
LV polaritet pejsinga.
Zamenite ili
repozicionirajte
provodnik.

*Posle operacijemoie do6ido kratkotrajnog prekida kontaktaili integriteta

LV EGM signala (ukljubujLtci senzing) dok se provodnik ne stabilizuje.
Ako ne dode do stabilizacije, postoji mogudnost da je doS8k>do

izmeStanja odvoda.

Tehnike
implantacije koje
mogu da ostete
provodnik

Guranje provodnika
na silu kroz
uvodnik/sistem za
plasiranje
Korisdenje
prekomemo
medijalnog pristupa
venskim uvodnikom
§to dovodi do
vezivanjakljucne kosti
i prvog rebra

Korisdenje previse
krutog stajleta

Pojava da se
elektroda zaglavi u
mekom tkivu prilikom
primene pristupa
uvodenja kroz
subkavikularnu venu

Moguci efektl na
provodnik

Ostedenje vrtia
elektrode, kaiema
provodnicke zice K
izolacije

Prekid kaiema
provodnicke zice,
ostedenje izolacije

Perforacija kaiema
provodnicke
zice/tzolacije
Prekid kaiema

provodnicke 2ice,
ostedenje izolacije

Tehnike implantacije koje mogu da o8tete provodnik obuhvataju
sledece:

Korektivna radnja
koju treba razmotriti

Zamenite provodnik.

Zamenite provodnik.

Zamenite provodnik.

Zamenite provodnik.



Tehnike
Implantacije koje
mogu da ostete
provodnik

Provlacenje
provcxjnika kroz
nekoroname
centralne pristupne
vene bez potpuno
nbabenop stajleta ili
vodiC'Zice
Ubacivanje
proksimalnog kraja
vodic-zice kroz
zaptivak vrtia
provodnika bez upo-

Moguci efektl na
provodnik

I1zoblicenje vrha ili
perforacija izolacije

Ostecenje zaptivka
vrha provodnika ili
ostecenje kalema
provodnidke
zice/izolacije

Korektivna radnja
koju treba razmotrlti

Zamenite jwovodnik.

Zamenite provodnik.

trebe aiatke za
ubacivanje vodic-zice

6 Procedura implantacije

Upozorenje: Pre implantacije SureScan sistema uzmite n obzir
rizike povezane sa uklanjanjem prethodno implantiranih
provodnika. Napusteni provodnici ili prethodno implantirani
provodnici koji nisu testirani na kompatibilnost sa magnebiom
rezonancom ugrozavaju mogucnost bezbednog skeniranja
SureScan sistema tokom skeniranja magnetnom rezonancom.

Upozorenje: Nemojte da koristite silu pri pomeranju
vodic-katetera ili provodnika ukoliko naidete na ved otpor.
Upotreba vodid-katetera ili provodnika mo2e prouzrokovati
ostecenje srca.

Da bi se Attain Stability Quad MRI SureScan 4796 LV elektroda
implantirala u srdanu venu, neophodan je kompatibilni sistem za
plasiranje, kao 8toje Medtronic sistem zaplasiranje. Kompatibilni
sistem za plasiranje ukijucuje vodic-kateter i hemostatski ventil ili
uvodni ventil koji se moze ukloniti ili koji omogucuje prolazak
konektora elektrode. Obratite se predstavniku kompanije
Medtronic za dodatne informacije o kompatibilnim sistemima za
plasiranje.

Medicinsko osoblje je odgovorno za sprovodenje ispravnih
hirurSkih procedura i sterilnih tehnika. Sledece procedure se
pru2aju iskijudivo u informativne svrhe. Neke tehnike implantacije
razlikuju se n zavisnosti od licnog nacina rada lekara, kao i
anatomije ifizickog stanja pacijenta. Svald lekar mora da primeni
informacije iz ovih uputstava u skladu sa strucnom medicinskom
obukom i iskustvom.

6.1 Postavijanje desnog ventrikulamog provodnika
Prilikom odiudivanja o tome koje ventrikuleirne elektrode treba

najpre postaviti, razmotrite iakocu kanulacije koronarnog sinusa i
potrebu za rezervnim pejsingom.
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6.2 Priprema sistema za plasiranje

Za implantaciju provodnika pripremite sistem za plasiranje prema
uputstvima iz dokumentacije o proizvodu koja se isporucuje u
paketu sa sistemom za plasiranje.

6.3 Venski pristup

Upozorenje: Rezervni sistem za pejsing treba da bude na

raspolaganju tokom implantacije. Koridcenje sistema za

plasiranje ili provodnika mo2e uzrokovati srdani blok.

1. Da biste pristupili potkijucnoj veni, koristite ieljeni nadin na

osnovu profesionalnog iskustva.
Oprez: Odredene anatomske abnormalnosti, kao dto je
sindrom gomjeg torakalnog otvora, mogu do\"sti do dtipanja
inaknadnog preloma provodnika.
Oprez: Mesto umetanja treba da se naJazi na najdaljoj
mogucoj lateralnoj tadki da bi se izbeglo stezanje tela
provodnika izmedu kljudne kosti i prvog rebra (slika 1).

Slikal.

1 Primer pristupnog meets

2. Uvedite vodic-zicu uvodnika u obliku siova,J” i perkutani sloj
uvodnika.

3. Uvedite sklop vodid-katetera da biste pristupili koronarnom
sinusu.

Dodatne informacije potrazite u dokumentaciji o proizvodu
sistema za plasiranje.

6.4 Dobijanje venograma

Pre plasiranja provodnika u koronarni sinus, obezbedite
venograme. Venogrami se preporuduju za procenu rute za proiaz
i mesta za konadno postavijanje na osnovu velidine, oblika,
lokacije ivijugavostivena. Takode, venogrami mogu biti korisni za
identifikovanje suspektne traume koronarnog sinusa. Informacije
o dobijanju venograma koridcenjem balon-katetera za venogram
potraiite udokumentaciji proizvoda koja se dobija n pakovanju sa
odgovarajudim balon-kateterom za venogram.

6.5 Umetanje provodnika u sistem za plasiranje

Upozorenje: Ako se stajlet koristi za pozicioniranje provodnika,
koristite samo one stajlete koji dolaze u pakovanju sa
provodnikom ili u kompletu stajleta (sa sm”jenim zadebljanjem
na vrhu). U\«k koristte stajlet kojije 3 cm kraci od duzine
prcn/odnika koja je navedena na etiketi 1S4 konektora. Drug!
stajleti mogu se protezati preko vrha provodnika, sto dovodi do
povrede ili perforacije srdane vene ili srca.
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Upozorenje; Nemojte koristiti silu pri pomeranju provodnika ako
naidete na znadajan otpor pri njegovom prolasku. Koriscenje
vodi6*katetera ill provodnika mo2e prouzrokovati traumu srca.

Oprez: Paiijivo rukujte provodnikom tokom ubacivanja.

« Nemojte grubo savijati, uvijati ili istezati provodnik.

* Ne koristite hirurSke instrumente za hvatanje provodnika ili
pina konektora.

* Ako koristite ventil za hemostazu koji se samostaino zatvara,
koristite alatku za transvaskulamo umetanje (TVI) da biste
omogudili bezbedan proiaz provodnika i spirals un sistem za
uvodenje.

* Ako koristite Medtronic sistem sa integrisanim ventilom,
rotirajte spiralu u smeru suprotnom od kretanja kazaljke na
satu da biste omogudili bezbedan proiaz spirals prilikom
umetanja provodnika n sistem za uvodenje.

Slededi korad se mogu koristiti za ubacivanje provodnika:

1. Ubacite ravan stajletili vodic-zicu u provodnik da biste
prilagodili oblik distalnog kraja provodnika.
Napomena; Kada je stajlet potpuno ubacen, distaini vrti
stajleta ne dostiie distaini vrh provodnika.

2. Ubacite provodnik u sistem za piasiranje. Dodatne
informadje potra”Nite u dokumentaciji o proizvodu sistemaza
piasiranje.

6.6 PostavlJanje elektrode

Attain Stability Quad MRI SureScan 4798 LV elektroda moze da
se postavi pomodu vodid-2ice, stajleta, unutrasnjeg katetera ili
unutrasnjeg katetera u kombinaciji sa vodid-2icom ili stajletom.

Piasiranje stajleta - Ako anatomija pacijenta podrazumeva
neznu angulaciju vena od koronarnog sinusa Imanju vijugavost
grane srcane vene (slika 2), moze se koristiti stajlet za piasiranje
elektrode.

Slika 2.

1 Koronami sinus
2 Srdana vena

Piasiranje vodid-21ce - Ako anatomija pacijenta podrazumeva
ostru angulaciju vena od koronarnog sinusa i vedu vijugavost
grane srcane vene (slika 3), moie se koristiti vodic-zica za
piasiranje elektrode.
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Slika 3.

1 Veda vijuga\«st grane srdane vene sa blagoT angulacijom od
koronarnog sinusa

2 Veda vijugavost grane srdane vene sa odtrom angulacijom od
koronarnog sinusa

6.7 Postavijanje provodnika pomocu stajleta

Upozorenje: Nemojte koristiti silu pri pomeranju provodnika ako
naidete na znadajan otpor pri njegovom prolasku.

Upozorenje: Da biste mogucnost povrede vene sveli na
minimum iodrzali savidjivost provodnika dok ga pomerate kroz
venu, neka stajlet bude izvuden 1 do 2 cm ili izaberite savitijiviji
stajlet.

Oprez: Ne koristite oStar predmet za savijanje distalnog kr™a
stajleta. Pravijenje krivine na stajletu moze se postici sterilnim
instrumentom glatke povrSine (slika 4).

Slika 4.

Napomena: Ako je tesko progurati stajlet oko krivine, razmotrite
koriscenje drugog stajleta. Za vene vece vijugavost! preporucuju

dodatna podrska.

Postoje brojne tehnike koje se mogu koristiti za uvlacenje
elektrode u srcanu venu pomocu stajleta. Izbor tehnike je
prepusten lekaru.



6.8 Postavijanje provodnika pomocu vodic-zice

Upozorenje: Nemojte da ubacujete proksimaini kraj vodic-zice
kroz zaptivak vrha provodnika bez upob'ebe aiatke za ubacivanje
vodic-zice. Ubacivanje vodic-zice bez aiatke za ubacivanje
vodic-zice moze da oSteti zaptivak vrha pro\~dnika ili kalem
provodnicke zice odnosno njenu izdaciju.

Upozorenje: 08tecenje vodic-zice moze spreciti predzan odziv
na uvrtanje i kontrolu vodic-iice i dovesti do ostecenja lovnog
suda. Dodatne informacije o ostecenju krvnog suda idrugim
potencijalnim neieljenim dogadajima pob'aiite n tehnickom
prirudniku zapakovanom sa odgovarajucom vodic-2icom.

Oprez: Paiijivo postavite vodic-zicu. Dodatne informacije
potraiite u dokumentaciji o proizvodu koju ste dobili sa
vodid-2icom.

Napomene:

* Medtronic prepcxucuje koriscenje vodic-zica prediika od
0,36 mm do 0,46 mm . Obratite se Medtronic predstavniku za
dodatne informacije o preporucenim vodic-zicama.

* Razmotrite potapanje vodic-zice u rastvor heparina pre
umetanja da bi se smanjio rizik od formiranja tromba tokom
upotrebe.

* Ako koristite Attain Hybrid vodic-zicu, procedura za pripremu
\~dic-zice za upotrebu razlikuje se od drugih vodi6-zica zbog
proksimalnog pricvrscenog zgloba.

Preduzmite sledece korake da biste vodic-zicu pripremili za
upotrebu;
1. lzaberitevodi6-2icu.
Ako pacijent ima vijugavu anatomiju, preporucuje se
savitljivija vodic-"ica. Ako je potrebna dodatna podrSka,
koristite dvrsde vodid-zice.
Ako koristite Attain Hybrid vodic-2icu, koraci koji uklju”™uju
alatku za ubacivanje (korak 2 do korak 4) se ne primenjuju.
2. Ubacite vodic-zicu u provodnik postavijanjem distalnog

(savitjjivog) kraja vodi6-zice un pin konektora eiektrode
pomocu aiatke za ubacivanje vodic-zice koja je ukijucena u
paket (slika 5). Da biste sprecili ispadanje prowdnika iz
aiatke za ubacivanje vodi6-zice, provodnik i alatku za
ubacivanje \A3di6-zice dvrsto uhvatite izmedu paica i
kaziprsta.
Oprez; Da biste umanijili rizik od ostecenja vodic-zice,
uverite se da je savitijivi deo vodic-zice potpuno nba6en u
provodnik pre nego sto uklonite alatku za ubacivanje
vodic-zice sa eiektrode.
Napomena: Obavezno uklonite alatku za ubacivanje
vodic-zice pre implantacije provodnika.

Slika 5.
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1 Vodi6-2ica
2 Pin konektora provodnika

3. Otkadite alatku za ubacivanje vodic-zice sa pina konektora
provodnika.
4. Uklonite alatku za ubacivanje vodic-zice povlacenjem aiatke
sa kraja vodic-zice.
5. Postavite rucicu za upravijanje vodic-ficom (slika 6):
Za Attain Hybrid vodic-zicu, postavite rucicu za upravijanje
vodi6-2icom na ~todic-ricu pre ubacivanja vodic-zice u pin
konektora na proksimalnom kr~u provodnika.
Zaostale vodic-zice:
a. Prebacite rucicu za upravijanje vodic-zicom preko
proksimalnog (cvrstog) kraja vodi6-2ice.
b. Pritegnite rucicu za upravijanje vodié*2icom za
vodic-f~Nicu u blizini konektorske igle provodnika.

Slika 6.

JO >

1 Rufica za upravijanje vodic-zicom
2 Pin konektora provodnika

6. Pri6vrstite hvataljku vodi6-zice za vodi6-2icu i ucvrstite je
unutar sterilnog polja. Kompanija Medtronic preporucuje
ucvrscivanje hvat”jke vodic-ftice za steriini hirur§ki prekrivad
padjenta.

Kao altemativni pristup u situacijama kada je vodi6-2ica vec na
mestu, provodnik moze da se ubaci preko vodii-2ice pomocu
aiatke za ubacivanje vodic-zice.

Ubacite vodic-zicu u provodnik postavijanjem proksimalnog
(ivrstog) krajavodic-zice u distalnivrh provodnika pomodu aiatke
za ubacivanje vodic-zice koja se nalazi u paketu (slika 7).

Napomene:

 Tokom prolaska vodic-zice kroz zaptivak vrha provodnika
moze doci do slabijeg otpora.

« Drnite provodnik i alatku za ubacivanje vodic-iice izmedu
paicaikaziprstada biste spredli ispadanje eiektrode iz aiatke
za ubacivanje vodic-zice tokom ubacivanja vodic-zice.

* Obavezno uklonite alatku za ubacivanje vodid-zice kroz
prorez na alatki pre implantacije provodnika.

Slika 7.

1 Vodi6-2ica
2 Distalni vrh provodnika
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Upozorenje; Nemojte da koristite silu pri pomeranju elektrode
ako naidete na veci otpor pri njenom prolasku.

Oprez: Ako dode doja6eg zamrsenja ill uvrtanja distainog kraja
vodiC'2ice, njeno izvladenje kroz elektrodu mo2e biti otelano.
Zbog toga uklonite elektrodu ivodic-zicu zajedno kao cefinu ako
postoji indikacija da se distaini kraj vodi6-2ice oStetio H ako
osecate vedi otpor pri prolasku vodic-zice. Uklonite vodid‘2icu iz
elektrode i ubacite novu \"di6*2icu un elektrodu. Nemojte da
koristite prekomernu silu prilikom vadenjavodid'iice iz elektrode.

Napomene:

e Ako se elektroda ne pomera unapred ill ako se 6ini da su se
elektroda Ivodi6-2Ica slepili, moguce je da postoji tromb na
vodi6-2ici na vrhu elektrode. Uklonite i ispitajte elektrodu i
vodid-iicu. Razmotrite koridcenje no\« vodi£-2ice. Ponovo
ubacite elektrodu ivodid-iicu kaostoje opisano v prethodnim
koradma.

« Ako je tesko pomeriti vodié*zicu unapred oko krivine,
razmotrite koridcenje druge vodid-zice. Za vijugave anatomije
preporuduju se savitijivije vodid-zice. 6vrdde vodid'2ice
preporuduju se kada je potrebna dodatna podrdka.

Postoje brojne tehnike koje se mogu koristiti za uvladenje
elektrode n srcanu venu pomocu vodic-2ice. Izbor tehnike je
prepusten lekaru.

6.9 Flksiranje provodnika

Pratite sledece korake za flksiranje provodnika koristedi
vodid'iicu. Ako fiksiranje bude neuspedno, razmotrite koridcenje
stajleta u obliku slova ,,J”.

1. Kada se vrh provodnika nade na 2eljenoj lokaciji, pomerite
vodid*2icu distaino sto je vide mogude n venu. (Ako koristite
stajlet n obliku slova ,J”, uklonite vodid-2icu ill ravni stajlet i
uvedite stajlet u obliku slova ,J* n provodnik, gurajudi ga sve
do kraja.) Ako sami oblikujete stajlet H vodid*2icu, krivina
stajleta bi trebalo da prati spiralu.

Oprez: Ako se vrh provodnika u toku fiksacije zaglavi, to

mo2e onemoguciti fiksadju provodnika, otezafl povladenje

vodid'lice H stajleta unazad kroz provodnik H oteiati
oslobadanje provodnika.

2. Pomodu radioskopije potvrdite da se spirals nalazi distaino u
odnosu na vrh katetera i na odredenom rastojanju od njega.

3. Okrenite telo provodnika nekoliko puta n smeru kretanja
kazaljke na satu dok ne osetite silu obrtanja. Drzite bez
pomeranja da biste pridvrstili spiralu za zid krvnog suda.

4. Kada se otpusti, pratite da li dolazi do rotacije konektora n
suprotnom smeru, sto naznadava ispravno fiksiranje spirale.

5. Proverite uspednost fiksacije uz pomoc radioskopije:

a. Uvucite vodid-zicu (Hi stgylet) u unutradnji lumen,
udaljavajucije od spirale. Pazijivo gurajte telo provodnika
unapred, drzedi pritom kateter bez pomeranja. Ispit”te
eventuaino nagomilavanje nezategnutog vidka
provodnika (formiranje petlje) izmedu katetera i spirale
(ako je fiksirana).
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b. Palijivo povucite konektor provodnika. Pratite da li se
kateter pomera unapred (ako je fiksiran) ill se vrh
provodnika pomera unazad (ako nije fiksiran). Ako se na
provodnik primeni preterana sila, spirals se mo2e
deformisati, dto mo2e da ugrozi fiksadju spirale.

6. Ako provodnik nije fiksiran, ponovo postavite provodnik na

teljeno mesto i ponovite korake od 1 do 6.

7. Ako je fiksiranje neuspe”no, izvadite provodnik i pregledajte
spirdu zbog moguceg krvnog ugruSka ili o8tedenja spirale.

8. Ako se spirals osteti, zamervte provodnik i ponovo pokrenite
postupak.

6.10 Elektricno merenje

Attain Stability Quad MRI SureScan 4798 LV provodnik dizajniran
je da obezbedi pejsing preko selektabilnih vrhova elektroda. 16
dostupnih polariteta pejsinga prikazuje slika 8.

Sllka 8.

Prosireni bipolami polariteti pejsinga
Bipoiarni (reverzibiini) polariteti pejsinga

Prosireni bipoiarni pejsing je dostupan koriscenjem ovog
provodnika n kombinaciji sa kompatibilnim CRT-D sistemom i
elektrodom za defibrilaciju desne komore. 4 dostupna polariteta
pejsinga ukljubuju;

e LV1 sa RVcoil

e LV2saRVcoil

e LV3saRVcoil

e LV4 saRVcoil

Bipoiarni pejsing je dostupan koriscenjem ovog provodnika u
kombinadji sa kompatibilnim CRT-D sistemom. Polaritet svakog
od 6 parova vrhova elektroda moze se obmuti da bi se dobilo
ukupno 12 bipolamih polariteta pejsinga;

e LVlsalvz, LV2sa LVl

e LVlsalV3, LV3salVvl



e LV1salV4. LV4salLVl

e LV2sa lLV3.LV3salV2

e LV2salV4, LV4salv2

e LV3salV4, LV4salLV3
Napomena: Ako nadgledate LV EGM signal prilikom biranja
polariteta pejsinga LV2 sa LV3 ili LV3 sa LV2, amplituda
signala mo2e biti umanjena u odnosu na druge konfiguracije
pejsinga, kao §toje LV1 sa RVcoil. Ovo umanjenje signala je
o6ekivana karakteristika Attain Stability Quad MRI SureScan
4798 LV provodnika sa malim razmakom izmedu elektroda
LV2iLv3.

Oprez: Pre sprovodenja merenja elektriénih parametara i
efikasnost) defibrilacije, uklonite sa vrtiova elektroda sve objekte
izradene od materijala koji provode struju kao §to su vodid-2ice ili
stajleti.

Napomena: Pre elektridnih merenja se preporuduje da izvadite
stajlet ilivodkSScu koji se nalaze n lumenu provodnika, do tadke
koja je proksimalna svim snrtrovima elektroda. Ova radnja
omogudava vrhu provodnika da zauzme normaini oblik, §to
omogudava odgovarajudi kontakt vrha elektrode sa tkivom.

AccuRead 2.0 alatka interfejs kablova analizatora se koristi za
olakSanje preciznih elektridnih merenja tokom implantacije.

Oprez: Koristite AccuRead 2.0 alatku interfejs kablova prilikom
povezivanja terminala kablova analizatora sa konektorom
provodnika. Ova alatka vam omogudava da izvrSite predzna
elekfricna merenja pri implantadji, smanjujudi rizik od oStedenja
konektora, elektricnog premo8davanjaili kratkog spoja. Potendjal
za oStedenje konektora, premo8davanje ili kratak spoj zavisi od
varijactja u terminalima kabla analizatora i od 8irine i blizine
kontakata (prstenoviipin) na 1S4 konektoru.

Koristite sledede korake za sprovodenje elektridnih merenja;

1. Uverite se daje konektor provodnika u potpunosti ubaden u

AccuRead 2.0 alatku. Akoje AccuRead 2.0 alatka pravilno
pridvrSdena, pin konektora je pristupadan (slika 9).

Sllka 9.

2. Pridvrstite hirurSki kabl za konektor provodnika. Koristite
AccuRead 2.0 alatku interfejs kablova da biste upravijali
poravnanjem stipaljki kablova sa kontaktima na konektoru
provodnika. Alatka pomaie u dobijanju preciznih oditavanja.
Pogledajte crtez provodnika n delu Pc/lavlje 7 za informadje
o poravnanju kontakata konektora provodnika sa vrhovima
provodnika.

3. Za dobijanje elektridnih merenja koristite instrument za
podrsku implanta, kao §to je analizator pejsing sistema.
Informacije o koriscenju instrumenta za podrsku
implantiranju potrazite n dokumentaciji o proizvodu za taj
uredaj.

Zadovoljavajudi plasman provodnika karakterise se niskim
pragom stimulacije i odgovarajudim senzingom amplituda
intrakardijalnih signala.

Napomene:

* Niski prag stimulacije obezbeduje zeljenu zonu
bezbednostiiomogudava poterx:ijalni porastpragovado
kojeg moze dodiun roku od 2 meseca nakon implantacije.

« Adekvatne akutne amplitude LV EGM signala
obezbeduju da provodnik pravilno ocitava unutreisnje
arcane signale. Zahtevi minimalnog intenziteta signala
zavise od osetijivosti uredaja. Prihvatijive akutne
amplitude signala za provodnik moraju da budu vece od
minimalnih sposobnosti za senzing datog uredaja.
Pobrin'rte se da obezbedite adekvabiu bezbednosnu
granicu koja uzima u obzir starost provodnika.”™

Tabela 1. Preporucena merenja pri implantadji™

Preporuceno merenje Leva komora

Maksimalne vrednosti praga akutne 3,0V
stimulacije'*

Minimalna akutna amplituda LV EGM 4,0 mv=
signala

*Pretpostavija se otpor od 500 M.
/Pri postavciiirine impulsa od 0,5 ms.
~Amplituda LV EGM signala za potaritete pejsinga LV2sa LV3iLV3sa LV2

moie bit umanjena u odnosu nadruge polaritete pejsinga kao §toje LV1

sa RVcaoil.

4. Ako se elektridna merenja ne stabilizuju do prihvatljivih
nivoa, mo2e biti potrebno da se provodnik ponovo postavi i
ponovi procedura testiranja.

5. Proverite stimuladju frenidnog nerva pejsingom pri 10V iuz
postavku Sirine impulsa vedu od 0,5 ms. Zatim posmatrajte
dijafragmalne kontrakdje ili pod fluoroskopijom ili direktnom
palpacijom abdomena. U daija testiranja mogu da se ukijude
ipromene polo2aja pacijenta da bi se simulirala hronidna
stanja u stojecem poloiaju. Ako dode do stimulacije
frenidnog nerva, smanjite napon dok se ne utvrdi granidna
vrednost stimulacije frenidnog nerva. Stimulacija frenidnog
nerva mo2e zahtevati promenu polariteta pejsinga ili
repozicioniranje provodnika.

6. AccuRead 2.0 alatka se mo2e ukloniti iz vodid*2ice ili stajleta
pomodu proreza na bodnoj strani alatke (slika 10).

~Amplituda LV EGM signala za polaritete pejsnga LV2 sa LV3 i LV3 sa LV2 mo2e biti umanjena n odnosu na dnjge polaritete pejsinga kao ito je LV1 sa RVcoil.
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Siika 10.

1 Uklanjanje AccuRead 2.0 alatke iz pina konektora

2 Uklanjanje AccuRead 2.0alatke iz stajleta pomocu proreza na bocnoj
strani alatke

6.11 Promena polozaja fiksiranog provodnika

Upozorenje: Nemojte da povladite provodnik dok ga rotirate u
smeru suprotnom od kretanja kazaljke na satu da biste spredili
spiralu da se zamrsi u tkivu.

Oprez: Postarajte se da vodic*zica bude n potpunosti umetnuta
tokom promene poloiaja provodnika.

Pratite sledece korake da biste promenili polo2aj fiksiranog
provodnika:

1. Ako zelite da promenite poloiaj fiksiranog provodnika,
koristite radioskopiju i pomerite vodi6-2icu distaino unvenu
stoje vise moguce. Prilikom koriscenja stajleta za
postavijanje provodnika, gurnite stajlet u potpunosti n
provodnik.

2. Pazijivo pomerajte vodic-kateter §toje bliie moguce
fiksirano] spiral!.
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3. Rotirajte telo provodnika u smeru suprotnom od kretanja
kazaljke na satu vise puta, ne zatezuci pritom provodnik, i
dtlite konektor provodnika dovoijno dugo da se obrtna sila
prenese do sptrale.

4. Nezno povudte provodnik unazad. Ako pazijivo povlacenje
ne dovede do pomeranja provodnika, ponovite korak 3. Ako
se na provodnik primeni preterana sila, spireila se Tolie
deformisati, sto moze da ugrozi fiksaciju spirals.

5. Da biste obavili repozidoniranje provodnika, pono\"te
procedure odeljak 6.9

6.12 Uklanjanje vodic-katetera iz provodnika

Napomena: Ako je Attain Hybrid wdic-zica koriscena za
postavijanje provodnika, idite na korak 2. Nije neophodno da
zamenite Attain Hybrid vodic-zicu stajletom za uklanjanje
katetera.

Kada provodnik zauzme konacni polozaj, uklonite vodi6-kateteriz
provodnika:

1. Uklonite vodic*zicu i alatku za ubaciv/ije vodic-zice ako ste
ih koristili. Zamenite vodic-zicu ravnim stajletom (sa
smanjenim zadebljanjem na vrhu). Ubadte ravni stajlet u
provodnik do srednje*koronamog sinusa.

2. Uklonite vodic-kateter iz provodnika. Detalje potrazite u
dokumentadji o proizvodu sistema za plasiranje.
Napomena: Za Medtronic sisteme za plasiranje koje je
moguce razrezati koristite rezab kompatibilan sa telom
provodnika od 1,47 mm (4,4 Fr) do 1,77 mm (5,3 Fr).

3. Pazijivo i n potpunosti uidonite stajlet ili Attain Hybrid
vodif-2icu. Prilikom ukianjanja stajleta, cvrsto uhvatite
provodnik blizu distalnog kraja pina konektora; kada uhvatite
provodnik na ovom mestu, sprecava se moguce pomeranje
vrha provodnika.

4. Uverite se daje konektorprovodnikaubacen uAccuRead 2.0
alatku interfejs kablova analizatora, a zatim ponovite
elektricna merenja. Pogledajte odeljak 6.10, “Elektricno
merenje”, stranica 60.

6.13 Fiksiranje elektrode

Oprez: Budite panljivi pri fiksiranju pozicije provodnika.
« Koristite iskijubivo neapsorptivne savove za fiksiranje pozicije

provodnika.

* Ne pokusavajte da uklonite ili secete navlaku za fiksiranje
pozicije.

* Nemojte koristrti umetke navlake za fiksiranje pozicije za
savove.

e Tokom pribvrbcivanja provodnika, vodite rabuna o tome da
izbegnete pomeranje vrha provodnika.

* Nemojte zatezati bavove tako cvrsto da obtete venu.
provodnik ili navlaku za fiksiranje pozicije (siika 11).

* Nemojte vezivati bavove direktno za telo provodnika
(siika 11).



Slika 11.

Fiksirajte poziciju provodnika koristeci sva 3 zieba:
1. Postavite navlaku za fiksiranje pozicije uz venu ili n njenoj
blizini.
2. Pridvrstite navlaku za fiksiranje pozicije za telo provodnika
vezujubi 6vrst sav na svakom od 3 zieba (slika 12).

Slika 12.

3. Koristite najmanjejoSjedan dodatni Savujednom od 2lebova
da biste priSvrstili navlaku za fiksiranje pozicije i telo
provodnika za fasciju.

6.14 Povezivanje elektrode

Oprez: Pre ubacivanja elektrode u uredaj, uvek uklonite atatke za
implantaciju kao Sto su stajlet, vodi£-2ica ili AccuRead 2.0 alatka
interfejs kablova. Neuklanjanje alatki za implantaciju mole
prouzrokovati kvar elektrode.

Povezite elektrodu sa implantabilnim uredajem.

1. Ubacite konektor elektrode u konektorski blok uredaja. Za
uputstva o pravilnom povezivanju elektrode konsultujte
dokumentaciju o proizvodu zapakovanu sa implantabilnim
uredajem.

2. Obavite elektridna merenja kroz implantabilni uredaj.

6.15 Postavijanje uredaja lelektrode u dzep

Oprez: Vodite raduna pri postavijanju uredaja i elektroda u d2ep.
* Uverite se da elektrode ne iziaze iz uredaja pod oStrim uglom,
« Nemojte hvatati elektrodu ili uredaj hirurSkim instrumentima.
« Ne namotavajte provodnik. Namotavanje elektrode mo2e

dovesti do uvrtanja tela elektrode i pomeranja elektrode
(slika 13).

Slika 13.
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Koristite sledece korake za postavijanje uredaja i elektroda u
dzep:
1. Dabiste spredilineieljeno uvrtanje tela elektrode ili savijanje
tela elektrode pod oStrim uglom, rotirajte uredaj da biste
labavo obmotali suviSni deo elektrode (slika 14).

Slika 14.

2. Ubacite uredaj i elektrode u dzep.
3. Pre nego 8to zatvorite d2ep, proverite efikasnost sensinga,
pejsinga, kardioverzije i defibrilacije.

6.16 Evaluacija nakon Implantacije

Nakon implantacije nadgledajte elektrokardiogram pacijenta do
njegovog otpuStanja. Do pomeranja elektrode obidno dolazi
tokom neposrednog postoperativnog perioda.

Preporuke za potvrdu pravilnog pozicioniranjaodvoda obuhvataju
rendgensko snimanje i merenje praga odnfavanja ritma i
oditavanja.

U slucaju smrti pacijenta, izvadite sve implantirane elektrode i
uredaje Ivratite ih preduzecu Medtronic sa popunjenim obrascem
izvestaja sa informacijama o proizvodu. Pozovite odgovarajuci
broj telefona sa zadnje korice ako budete imali pitanja u vezi sa
procedurama za rukovanje proizvodom.

6.17 Procedura ekstrakcije

Upozorenje: Nemojte da povlacite provodnik dok ga rotirate n
smeru suprotnom od kretanja kazaijke na satu da biste spredili
spiralu da se zamrsi u tkivu.

Oprez: Uverite se daje vodic-zica u potpunosti umetnuta tokom
ekstrakcije provodnika.

Napomena; Pre nego Sto pristupite ekstrakciji provodnika,
proverite da livam je dostupan odgovarajuci alat za ekstrakciju.

Napomena: Ako Metoda A ne bude uspesna, pratite uputstva za
Metodu B.

Metoda A
1. Uvedite vodid-2icu ilistajletn provodnik, gurajuci ga do kraja.
2. Rotirajte telo provodnika n smeru suprotnom od kretanja
kazaijke na satu vise puta, ne zatezuci pritom provodnik. U
toku rotacije tela provodnika n smeru suprotnom od kretanja
kazaijke na satu drzite konektor provodnika da biste
omogudili da se obrtna sila prenese na spiralu.
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3. Pratitevrh provodnika koristeci radioskopiju. Pomeranje vrtia

Parametar

provodnika ukazuje nato da je spirala slobodna.
4. Nezno povucite provodnik unazad. Ako pailjivim
povlacenjem nije moguce pomeriti provodnik, ponovite

korak 2.

Metoda B

1. Uvedite stajlet za zakijucavanje n provodnik gurajuci ga sve
do kraja, tako da prode dcdje od spirale.

2. Nezno povucite prwodnik unazad. Primenom sile zatezanja
spirala pocinje da se ispravija i izduzuje.

7 Specifikacije
7.1 Specifikacije

Parameter
Prefiks serijskog broja
Tip

Pejsovana komora
DuZina
Konektor

Matarijal Provodnik:

izolatori:

Elektrode:

Konektorska
igla:
Konektorski
prstenovi:

Oblikovani

zaptivak vrha:

Spirala:

Konfiguradia elektroda

Prednik Telo
provodnika:

Elektrode:

Razmak
izmedu
eleldrode LV1
(distalna) i
Lv2:
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Medtronic sistem za
plasiranje (preporuceni
unutrasnji precnik)
Dijagnosticka vodic-zica
(preporuceni precnik)

4798 )
QFX Povr8ina elektrode
Kvadriool Udaljenost izmedu

vadripolama elektroda
elektroda

Leva komora

Razmak
izmedu
elektrode LV2 i
LVv3:

Razmak
izmedu
elektrode LV3i
Lv4
(proksimalna):

Precnik
spirale:

Elektroda LV1
(distalna) do
Lv2:

Elektroda LV2

78.cm, 88 cm do LV3:
1S4-LLLL Elektroda LV3
25% Ag-core- doLVv4
MP35N (proksimalna):
poliuretan Elektroda LV3
(spoljainji) d°,‘”|b?
Sl-poliimid (SPPI) spirale:
(untjtrainji)™ Nominaino rastojanje
legura piatine i izmedu zavoja spirals
iridijuma sa Otpor provodnika Lv1
omotacem od
titanijum-nitrida LV2
MP35N

Lv3
MP35N

Lv4
Silikonska guma

Steroid

Legura piatine i
iridijuma Kombinovana ukupna
Sa zaobljenom koliiina steroida
iyico_m, obl_oz_sna Steroidni
titanijum-nitridom, steznik

otpuSta steroid
1.47 mm (4,4 Fr)

1,70 mm (5,1 Fr)
1,30 mm (3.9 Fr)
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'Ovo je tehnologija koju je razvila NASA.

4798
1,57 mm (4,7 Fr)

1,30 mm (3.9 Fr)

maksimalno
1,87 mm (5,6 Fr)

1,90 mm (5,7 Fr)

od 0,36 mm do
0,46 mm

5,8 mm*

21 mm

1,3 mm

21 mm

10 mm

0,25 mm

22+50 (78cm)
24 +6n (88cm)

19 +40(78 cm)
21 +50 (88 cm)

18 +40(78 cm)
21 #40 (88cm)

17 +40(78 cm)
20+4 0 (88cm)

Deksametazon-ace-
tat

<1,0 mg

Silikonska guma



7.2 Crtez sa specifikacljama
Slikal5.

1 Vrh elektrode LV1 (distaini vrh elektrode): nominafno 5,8 mm™
geometrijske povrsine za pejsing

2 \Ati elektrode LV2: nominaJno 5,6 mm”™ geomeNgjske povrsine za
pejsing

3 elektrode LV3: nominaino 5.8 mm”™ geometrijske povrsine za
pejsing

4 Spiralni sklop
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(6]

Vrh elektrode LV4 (proksimalnivrh elektrode): nominaino 5,8 mm*

geometrijske povrSine za pejsing

©O© 00 N O

1

o

Navlaka za fiksaciju pozicije
1S4 konektor

Kontakt LV4

Kontakt LV3

Kontakt LV2

11 Kontakt LV1

8 CE oznaka za uskladenost

Sledeca CE ozn”a uskladenosti odnosi se na provodnik model

4798.

CCO0123

2017

9 Objasnjenje simbola na oznakama na

pakovanju

Pogledajte oznake na pakovanju da biste videli koji se simboli
odnose na ovaj proizvod.

Tabela 2. ObjaSnjenje simbola na oznakama na pakovanju

Simbol

0

STERILE EO

GR

1J

ObiaSnjenje

Conformite Europeenne (uskladenost sa
evTopskim standardima). Ovaj simbol oznacava
daje utedaj u potpunosti uskladen sa vazecim
zakonima Evropske unije.

Nemojte koristiti ako je pakovanje osteceno

Nije za ponovnu upotrebu

Ogranicenje temperature
Sterilisano etilen-oksidom
Pogledajte uputstvo za upotrebu na ovom

veb*sajhj

Oalll T proizvodnje

Proizvodac

Upotrebijivo do
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Tabela 2. Objasnjenje simbola na oznakama na pakovanju

(nastavak)

Simbol
REF

EC REP

SN

O+3

si3?3

SjreScan
MR™
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Objasnjenje

Broj za ponovnu porudibinu

Oviasceni predstavnik za Evropsku zajednicu

Serijski broj

Ovde otvoriti

Sadrza] pakovanja

Dokumentacija o proizvodu

Pribor

Unutra8nji precnik

Kateter koji se plasira preko 2ice

Kateter

Provodnik

Transvenozni provodnik za pejsing za srEanu venu

Pejsing

Senzing

Otpu”™ta steroid DXAC (deksametazon-acetat)

Logotip SureScan

Usiovno bezbedno za MR
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10 Medtronic garancija

Kompletne informadje o garandji potrazite u pratecem
dokumentu garandje.

11 Servis

Medtronic zapoStjava obn6ene predstavnike i inzenjere sirom
sveta koji su vam na raspoiaganju i na zahtev pruzaju obuku
kvalifikovanom bolnickom osoblju za koriscenje Medtronic
proizvoda. Medtronic takode ima profesionalno osoblje koje
prunatehnidke savete korisnicima proizvoda. Za vise informacija
obratite se lokalnorn Medtronic predstavniku, pozovite iii pisite
preduzecu Medtronic putem odgovarajuce adrese ili broja
telefona navedenog na zadnjoj korici.
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[MepeBoA ¢ aHrANIACKOTO A3blKA Ha PYCCKUI A3bIK]

[Ha 6naHke komnaHum «MegTpPOHNK MHK.»]

«MefTPOHUK UNHK.»
(Medtronic Inc.)

710 MeaTpoHuK Mapkyan H.E.,
MwuHHeanonuc, MunHHecota 55432,
CLWA

(710 Medtronic Parkway N.E.,
Minneapolis MN 55432,

USA)

www.medtronic.com

Ten.: 001-763-514-4000

dakc: 001-763-514-4879

lNncbMo-3aaBneHne

KomnaHusi «MeaTpoHnK, WIHK.», yupexaeHHas B COOTBETCTBMM C 3aKOHOAATENbCTBOM
CoefiHeHHbIX LLITaToB AMeprKKM, OCYLLECTBASAIOWAA OCHOBHYHO AeATeNlbHOCTb MO ajpecy:
710 MegTpoHuK  TMapkysit, MwuHHeanonmMc, MuHHecota 55432, CLUA, HacToAwmM
NOATBEPXKAAET, UTO NpunaraeMast AOKyMeHTauusl, «TexXHUYecKoe PYKOBOACTBO Ha W3Aenve
AnekTpof ansa kapamoctumynaumm Attain Stability Quad MRI SureScan mogenb 4798,» fBnseTcs
BEPHOM 1 HEM3MEHHOW KOMNWei opurnHana JOKyMeHTa.

Inodnucbl 19 aBrycTa 2021 r.
Vmsa: Putal y33eTTa [Jata

JOomKHOCTL: 3aMecTuUTeNb MpesnaeHTa Mo

BOMpocam HOPMaTNBHO-NPaBOBOr0

perynmpoBaHus

Inodnuchl

19 asrycTa 2021 .

[LLITamn:

Caapgat Mup Ann

HoTapuyc

MuHHecoTa

Mos nuueH3nsa aencTeuTeNbHa 4o 31 siHeapst 2026 T.]

[Qauee cneyeT TeKCT AOKYMeHTa «TexHMYecKOe PYKOBOACTBO Ha u3fe.une dneKTpog Ans

KapanocTumynaymm Attain Stability Quad MR SureScan moge.ub 4798», npeAcTaBNeHHOr0 Ha
aHrNUACKOM, UCNAHCKOM, PYCCKOM U CepOCKOM fA3blKax.]
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[Mepesena 'pomoBa AnekcaHapa MnuTpuresHa

Poccuiickas depepauus
fopog MockBa

TpeTbero fekabps ABe TbicAYM ABaALATL NEPBOro roga

A, ViBaHOoBa Pauca VIBaHOBHa, BpeMEeHHO MCMOJTHAOLWaA 0053aHHOCTY HOTapuyca ropoaa
Mockebl Koponb BukTopum AnekceeBHbl, CBUAETENLCTBYHO NOAIMHHOCTL MNOAMNMCK NepeBoAUMKa

I"pomoBoIt AnekcaHapbl AMUTPUEBHBI.
Mognuch caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTL NOANMCABLLIErO JOKYMEHT YCTaHOB/EHA.
3aperucTpupoBaHo B peectpe: Ne08/82-H/77-2021-Y - I{6 ) S'0

YnnayeHo 3a CoBepLUEHMe HOTapuanbHOro aeinctems: 400 py6. 00 Kon.
MEPBEOBAATEYATL MO ATMNMUMNCDB

HOTAPUYCA
MPOLLUHYPOBaHO, MPOHYMEPOBAHO M CKPEMN/IEHO MeyaThbio

noanNncChb

MEPBOBAA MEYATb
HOTAPUYCA
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Poccuiickas deaepauys
l'opog, Mocksa
TpeTbero AeHB6PsA ABe LW blaye ABeAr b Nepsoro roas

. WMeaHoBa Pauca WMBaHOMr BpPeMEHHO WCMOMNHALWAaH

05H3aKHOCT  HOTapuyca Mockebl  Koponb Buktopun
AneKceeBHbI, CBUAETEN>«r&yl0 BEPHOCTb KOMuM cnpeacTaeneworo Bcero npoLuHypoBaHo,
A~ ~UOSi NPOHYMEPOM™ CKpenneHo

MHEe [JOKYMeHTa.
3apervctpvposatHo Bpeece: N 0?/82-H/77- 2021-
YireseHo 3a. coBepULEH B OTapvi oHoTo fIeVicA(E_ 1 .py6.

PJ). ViBaHOBa

neyateto / * unct(-a.-0B)
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KOTInms

Medtronic

Medtronic, Inc.

710 Medtronic Parkway N.E.
Minneapolis MN 55432,
USA.

y<I<NJ7}@®?Itronic.cprm

tel 001-763-514-4000

fax 001-763-514-4879

Declaration Letter

Medtronic Inc., a corporation organized under the laws of the United States, having its
principal place of business at 710 Medtronic Parkway, Minneapolis, MN 55432, USA, hereby affirms
that the attached documentation. Appendix Technical Manual for Attain Stability Quad MRI SureScan
model 4798, is a true and unaltered copy of the original document.

{od YW a}
Name? Rita Guzzetta Date '
Title; Vice President RegulaToirAffairs
SaadatMifAll
NOTARY PUBLIC
MINNESOTA
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[lononHeHme K TexHn4Yeckomy pykosoacTBy/Appendix technical manual

(Mpw nocTtaBke n3genus B PO nHdopmauums, cogepxaliasaca B JaHHOM JOMOHEHUN K TEXHUYECKOMY PYKOBOACTBY, fBnsAeTcA npuoputeTHoi / When the device is delivered to the

1. HanmeHoBaHue
MeLULUHCKOTo ngenus /
Name of medical device

2. CegeHus 0
npovssoguTene
MeAULMHCKOro u3genus
(HaumeHoBaHue, agpec
MEeCTOHaXO0XAeHUS,
noYTOBbI agpec,
TenedoH, ajpec MecTa
npon3BOACTBA) /
Information about
manufacturer of
medical device (name,
location address,

mailing address, phone
number, address of
place of production)
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ONeKTpoA ANS Kapgunoctumynsaymm Attain Stability Quad MRI SureScan
pasnuyHbIX pasmepos

3nekTpog Ans  Kapauoctumynaumm  Attain  Stability Quad MRI
SureScan, mogenb 4798, pasmepbl 78 cMm, 88 cM, B cocTaBe:

- ONeKTPog ¢ huKeMpytoLein MyqToii;

- IHCTPYMEHT 4nAa BBeAEeHNSA NPOBOAHMWKA;

- 3aXMM NpoBOAHMKA;

- PyKosiTKa ynpaBneHns nNpoBOLHUKOM;

- J-06pasHble CTUNETbI - He 60/ee 2 WT.;

- CTunetbl - He 6osee 4 WT.;

- VIHCTpyMeHT aHanm3aTtopa KabenbHoOro nHtepgelica AccuRead 2.0 -
He 6osiee N WT.;

- [loKkymMeHTauuMs no NpogyKTy.

Paspa6oTumnk / Developer:

«MefgTpoHUK NHK.», CLUA

Medtronic Inc., USA

8200 Coral Sea St., Mounds View MN 55112, USA

Ten.: +1 763 526 2388

www.medtronic.com

Mpoussogutens / Manufacturer:

«MeaTpoHUK UNHK.», CLUA / Medtronic Inc., USA

710 Medtronic Parkway N. E. Minneapolis, MN 55432, USA
Ten.: +1 763 514 4000;

dakc: +1 763 514 4879

www.medtronic.com

Attain Stability Quad MRI SureScan 4798

Attain Stability Quad MRI SureScan 4798, dimensions 78 cm, 88 cm,
consisting of:

- Lead with anchoring sleeve;

- Guide wire insertion tool;

- Guide wire clip;

- Guide wire steering handle;

- J-shaped stylets - no more than 2 pcs.;

- Stylets - no more than 4 pieces;

- AccuRead 2.0 Analyzer Cable Interface (ACI) tool - no more than 2
pcs;

- Product documentation.

YNOMHOMOYEHHbIN NpefcTaBuTenb nponssogmTens / Authorized Representative of Manufacturer:

O6LecTBO C OFrpaHUYeHHON OTBETCTBEHHOCTbIO «MeATPOHUK»
OO0 «MefTPOHUK

123112. Poccus, Mocksa, MpecHeHckaa Hab., 4. 10, atax 9, nom. I, komu. 41

Ten.: (495) 580-73-77, dakc: (495) 580-73-78
mowmedtronic@ mail.ru

CTtpaHuua 1us3 16
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710 Medtronic Parkway N. E.
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3. Knaccudwmkayms
MeAULMHCKOro usgenus/
Classification of
medical device

4. HasHa4yeHue
MefULMHCKOro nusgenus/
Prescription of a
medical device

5. ¥Ycnosua npumeHeHns
/ Conditions for use
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O pugnyeckoe NMLo, Ha NMSA KOTOPOro MOXeT ObITb BblfaHO perncrpaumoHHoe ygoctoBepeHue / Holder of Registration Certificate in Russia

(name, address, tel, fax, e-mail, website)
O6LWecTBO C OFpaHNYeHHON OTBETCTBEHHOCTbH «MeATPOHMKY
OO0 «MefTPOHUK»

123112, Poccua. MockBa, MpecHeHckasn Hab., A4. 10, atax 9, nom. Ill, komu. 41

Ten.: (495) 580-73-77, takc: (495) 580-73-78
mowmedtronic@ mail.ru

Afpec MecTo NpomnsBoACcTBa MmeguumnHckoro nsgenua/ Address of Manufacturing Site for medical device:

Knacc pucka / Class of risk
MHBasmBHOCTL / Invasiveness
CTtepunbHocTb / Sterilitv

MpefHasHayeH AN CTUMYASILUMKU  IEBOFO  KENYA0UKa,
GUBEHTPUKYNAPHON CMCTEMbI KapAMOCTUMYNSATOpa.

KakK 4acTb

[JaHHOe MegMUMHCKOE wu3fenue npefHasHayeHo AN MNPUMEHEHUSA B
KNNHNYeCKOM npakTuKe KBaNM(OULUPOBaHHbIMY Bpayamu n
MeLULNHCKUMW cneynanncTamu.

Y cnoBus NCNonNb3oBaHMA

Camy nauymeHTbl W WUMMNIAHTUPYEMble WM CUCTEMbI  MoAnexar
06cnefoBaHMI0 BOTHOLIEHW COOTBETCTBUSA CAeAyOWMM TPeboBaHNAM:
e OTcyTcTBME Yy nauymMeHTa UMMAAHTUPOBAHHbIX  YAJIUHUTeNel
3/1eKTPOAOB, afjanTepoB 3/1EKTPOL0B WM OCTABJIEHHbIX 3/1EKTPO/0B

* OTCYTCTBME Y NaLMeHTOB HENCNPaBHbIX 3/1EKTPOLOB WU/IWN 3NEKTPOL0B
C HecTabubHbIM 3/1EKTPUYECKUM KOHTaKTOM, KOTOPbIV OTCMeXunBaeTcs
C MOMOLbI0O aPXUBHbIX AidHHbIX O MOSTHOM COMPOTUB/IEHUN 3/1EKTPOAA.
e CucTemMa KapAanocTUMynsauum SureScan UMNAaHTUPYeTCa BNEBYIO Un
npasylo CTOPOHY 061acTN rpyaun.

e [MapameTpbl MOMIAPHOCTM TemMna MpeAcepanMsa W MpasBoro >Kenyfouka
YyCTaHOBJIEHbl Ha 6UNONAPHOE 3HaYeHue A nporpammuposaHmus MRI
SureScan B 3HauyeHue BKr.

e YCcTponcTBO SureScan paboTaeT B Nepnoj pacvHeTHOr0 CpoKa CNyx6bl.
e [lnA nauveHTOB, WMNAaHTUPOBaHHOE W3fenne KOTOpbIX 6yneT
3anporpaMMmMpoOBaHO Ha PEeXUM aCMHXPOHHOW CTUMyNAUUU  Npu
BK/IIOYeHHOM pexume MRT SureScan, guadparmasnbHas CTUMYNSAUUA

CtpaHuua 2 n3 16

3
MHBasmBHOoe / Invasive
CTtepunbHoe / Sterile

Intended to stimulate the left ventricle as part o f the biventricular system
of a pacemaker.

This medical device is intended for use in clinical practice by qualified
physicians and medical specialists.

MRI Conditions of use

Patients with complete SureScan systems must be screened to meet the
following requirements prior to undergoing an MRI:
¢ The patient has no implanted lead extenders,
abandoned leads.

¢ The patient has no broken leads or leads with intermittent electrical
contact, as confirmed by lead impedance history.

¢ The SureScan pacing system is implanted in the left or right pectoral
region.

* The pace polarity parameters are set to Bipolar for programming MRI
SureScan to On.

* The SureScan device is operating within the projected service life.

e For patients whose device will be programmed to an asynchronous
pacing mode when the MRI SureScan mode is programmed to On, no
diaphragmatic stimulation is present at a pacing output of 5.0 V and at a
pulse width of 1.0 ms.

lead adaptors, or
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OTCYTCTBYET,

Korfa 3neKTpofbl

nMerT

oS KapAuoCTUMYNALUM

MOLWHOCTb umnynbca 5,0 B u wnpuHy umnynsca 1,0 mc.

BHumaHue: He pekomeHpayeTcsa BblNoAHATL MPT, ecnn nopor 3axsara
ctumynauun XX npesbiwaetr 2,0 B npu 0,4 mMc gna nauueHToB C
UMMNNAHTUPOBAHHbIM KapAnocTUMynaTopoMm. bBonee BbICOKWMIA nopor

3axBata KapauocTUMYynsuum

MOXeT YyKasblBaTb Ha mnpo6nemy c

UMMNIaHTUPOBAHHbLIM 3/1EKTPOAOM.
MpumevaHne. SNeKTPOA ANs KapanoctTumynaunm J1>K He BbINosiHAETCA
BO BpeMsa ofepauum SureScan, MO3TOMY Hanuuue fuadparmanbHOn
cTUMynAUnmM anekTpoga JIXK npu BbIXOAHOM curHasne ctumynsauum 5,0 B
W onutenbHocTM nmnynbca 1,0 mc He TpebyeTcs.

Cucrtemsl

SureScan

(BkNoyaa anekTpos Mogenu 4798) MOXHO

CKaHupoBaTb ¢ nomowbto MPT ¢ nomowbto obopygoBaHusa, pabouune
XapaKTePUCTUKN KOTOPOro yKasaHbl B Tabnuue Huxe. Bo Bpema MPT
Heob6xoAMMO o6ecnevynTb HenpepbIBHbIA MOHUTOPUHI NauMeHTa, Kak
onucaHo L TexHn4yeckom pykosogcTee Ha MPT, komnaHun Medtronic.

Tabnuua: Paboune xapaktepuctukn MPT

Tun ckaHepa

XapakTepucruku

CKaHepa
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Pa6oTa ckaHepa

[opn3oHTanbLHoe none, LUANHLPUYECKNIA
TYHHesb, KVMHNYecKas cuctema Ans MarHMTHO-
pe30HaHCHOW CNeKTPOCKOMUM Mo BOAOPOAY
e CTaTUYecKoe MarHMTHoe nofie OAHON u3
CNefyrLmx MOLWHOCTEN:

15Tn
- 3Tn
¢ MakcMMasbHbI NPOCTPAHCTBEHHbIN FPagneHT
<20 Tn/m (2000 Ic/em)
e pafueHTHble CUCTEMblI C MaKCUMasbHOW
CKOPOCTbIO HapacTaHuUs MPOU3BOAUTENIbHOCTH
rpagveHTa no Kaxgor ocu <200 Tn/m/c
15T - MowHocTb pagnoyactoTHoro (PY)
nMmnynsca MPT - HopMasbHbIN pexum paboTbl
* CpefHsAs yAenbHas MNOraoLWieHHas MOLLHOCTb
onsa Bcero opraHusma (SAR) fO/MKHa COCTaBNATb
<2,0 BaTT Ha Kunorpamm (BT/Kr).
« YMI1 pna ronoBbl [JO/1XXHA COCTaBNATb <3,2
BT/Kr.
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Note: The LV lead is not paced during SureScan operation, so the
presence of diaphragmatic stimulation on the LV lead at a pacing output
0f5.0 V and a pulse width of 1.0 ms does not need to be considered.
SureScan systems (including the Model 4798 lead) can be MRI-scanned
with equipment that has the operating characteristics shown in Table
below. Continuous patient monitoring must be provided during the MRI
scan as described in the Medtronic MRI Technical Manual.

Horizontal field, cylindrical bore, clinical system for
hydrogen proton imaging
« Static magnetic field of one of the following
strengths:

- 15 Tesla(T)

-3 T
e Maximum spatial gradient of ~0 T/m (2000
gauss/cm)
e Gradient systems with maximum gradient slew
rate performance per axisof2*00 T/m/s

15T - MRI radiofrequency (RF) power - Normal
Operating Mode.
e The whole body averaged specific absorption rate
(SAR) must be <2.0 W/kg.
e The head SAR must be <3.2 W/kg.
3T - MRI RF power - First Level Controlled
Operating Mode or Normal Operating Mode:
e BI+RMS* must be ~.8 pT when the isocenter
(center of the MRI bore) is inferior to the C7
vertebra.
¢ Scans can be performed without restriction when
the isocenter is at or superior to the C7 vertebra.
* BitRMs is a calculation of the amount of RF energy outputted by the
scanner, whereas SAR is an estimate of the amount of RF energy
absorbed by the patient.

Scanner Type

Scanner
Characteristics

Scanner
Operation
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3T - MowHoctb PY wmnynbca MPT -
KOHTpONuMpyemblli pexum paboTbl NepBoro
YPOBHS UAN HOPMasbHbIl peXXum paboTbl;

e Bi+RMs* pomkHO cocTaBnATb ~,8 MKTA,
Korga u3oueHTp (UeHTp TyHHens MPT)
HaxoguTCca He Bbiwe no3BoHka C7.

e CKaHupoBaHue MOXeT 6blTb BbINOMHEHO 6e3
orpaHuyeHus Bi+rms, Korpga N30LEHTP
Haxogutcsa B 0651acTv no3BoHka C7 unum Bbille
Hero.

*B|+RMS - 310 pacuyeT kKonunyectBa PY aHeprun,
ncnyckaemom ckaHepom, a SAR - 370
pacyeTHoe 3HaueHue PY 3Hepruu,
NOr/IOW,eHHON NaLneHTOM.

*B[+RMS — 3T0 pacuyeT KonuyectBa PY aHepruu, wncnyckaemow
CKaHepom' — 3TO pacyeTHoe 3HayeHme PY 3Heprum,
NOrNOLLEHHOM NaLNeHTOM.
6. TexHn4yeckoe dnekTpog ¢ hukeupytowed mygToli / Lead with anchoring sleeve
onuncaHue

MeANLMHCKOTo usaenus /

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Technical description
of medical device

See Enlarged Cross-Section |
See Enlarged Cross-Section 2
See Enlarged Image 3

See Enlarged Cross-Section 4
22 Anchoring sleeve

See Enlarged Cross-Section 5
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Cm. yBeNN4eHHOe nonepeyHoe ceyenune 1
CwM. yBeNNYeHHOe NnonepeyHoe ceyexme 2.
CM. yBennyeHHoe ntobpa>keHue 3.

CM. yBeNM4eHHOE nonepeyHoe ceyeHue 4
22 dukeupytowas .mydTa

CM. yBENMYEHHOE NomnepeyHoe ceyeHue 5.

CTtpaHuua 513 16

Pasmepsbl /
Dimensions

PacnonoxeHune / Site

PaccTosaHune Mexay
KONbLEBbIMU
KOHTaKTaMu (J1>K1-
J1>K2) / Distance
between ring
electrodes (LVI-LV?2)
PaccTosHue Mexay
KONbLEeBbIMU
KOHTaKTamu (1K2-
J1>K3) / Distance
between ring
electrodes (LV2-LV3)
PaccTosHue Mexay
KO/bLeBbIMU
KOHTaKTamu (J1>K3-
J1K4) / Distance
between ring
electrodes (LV3-LV4)
PaccTosiHue Mexay
BUHTOBbIM "
KOJIbLiEBbLIM
KOHTaKTammu (BMHT-
N1>K3) / Distance
between helix-ring
electrodes (Helix-
LV3)

OvameTp anektpoga /
Lead diameter
OnuHa duKenpytowei

MypTbl  /  Anchoring
sleeve leneth
Onnna 78 cm / 78

aneKTpoja cm

July 16. 2021
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CTaHfpapTHOe
3HayeHMe
(mm) /
Standard
Value (mm)

21

13

21

10

$h1.47

21.84

782.1

Oonyck
(mm) /
Tolerance
(mm)

+/-0.25

+/-0.08

+/-0.76

0.76/+1.78

+/-0.05

0.38/+0.25

+/- 3.56
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MapameTp Attain Stability Quad
MRI Mogenb 4798
CoBmecTuMOCTb ¢ MPT Oa
Macca, r 3,8x10% (78cm)

4+10% (88 cm)

OnucaHue NnpuHagne>KHoCcTeNn
MHCTpYMeHT ans BBeaeHMsA nposogHuka / Guide wire insertion tool

CxemaTunyeckoe nsobpaxeHue / Schematic sketch

__ipA

%

3axxum nposogHuka / Guide wire clip
CxemaTunyeckoe nsobpaxeHue / Schematic sketch

000000

o —

PykoATKa ynpasneHunsa nposogHukom / Guide wire steering handle
CxemaTunyeckoe nsobpaxenune / Schematic sketch

CtpaHuua 6 n3 16
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Lead 88 cm / 88 8862
Length cm

+/- 3.56

Attain Stability Quad
MRI Model 4798

Compatibility with MRI Yes

Mass, g 3,8£10% (78 cm)

4+10% (88 cm)

Parameter

Accessory descriptions

TexHu4eckue xapaktepuctukn / Technical characteristics:
1 3HayveHue NYalllé

OnuHa, mm (E) /Length, mm (E) 60.96+5%
WwnpwuHa, mm (B) / Width, mm fB) 11.43 £0.25
Bbicota, Mm (0 A) /Height, mm (<=4 5.08+£5%
,EI,malvle_Tp pa6oqfe17| yactn, mm (OD) / 0.56 + 0.05
Working part diameter, mm (Op)

C.mm /C, mm 0.76+5%
Macca, r /Mass, g 0.4£5%

TexHunyeckune xapakrtepuctnkmn / Technical characteristics;

XapaKTepucTUKM / 3HaueHue / Value
Characteristics

Onuna, MM (B) / Length, mm (B) 50.8 £2.54
Bbicota (C), mm / Height (C), 6.35+5%

mm

OnnHa paboueii yactn, mm (A) /
Working part length, mm (A)
Macca, r/ Mass, g

1.47 (-0,58/+0,38)

2.9£5%

TexHuueckmne xapaktepuctukn / Technical characteristics:
| | Characteristics |
Macca, r/ Mass, g

Value
2.8+5%
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J-o6pasHble cTunet / J-shaped stylet

CxemaTtunyeckoe |/|306pa)|<eH|/|e

Schematic sketch
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PykoaTtka / [nuHa, mm / Length, mm

Handle
HapyxHbiin gnametp (0 C), mm / Outer
diameter (0 C), mm
BHyTpeHHWI A pgnametp, MM / Inner
diameter, mm
Lar pe3bbbl, Mm / Thread pitch, mm
Onametp pe3bbbl, MM / Thread
diameter, mm
Macca, r/ Mass, g

CepgeyHnk  OnuHa, mm / Length, mm

/ Core Ovnawmetp ronoskn, mm / Diameter
head, mm

Onametp paboyen vactm, wmMm [/

Working part diameter, mm
Macca, r/ Mass, g

Kpbiwka / OnuHa (B), mm / Length (B), mm

Cap Onametp (0 A), mm / Diameter (o0 A),
mm
OvameTp pa6oueit yactu, Mm
/ Working part diameter, mm
Macca, r/ Mass, g

40.64 £
0.254
6.452 +
0.127
3.175%+
0.127
0.79+5%

6.35+5%

1,2+5%
12.7 £0.254

4.72 £0.127

3.15 (-
0.127/+0)
0.6£5%

17.53 £0,10

9.91 £0,51

2.032
0.127
1+5%

XapaKTepucTuKu characteristics:
XapakTepuctumku / 3HaveHune / Value
Characteristics 78cm/ 78cm 1 88cm/88cm
Onuvna (A), MM/ Length (A), mm 774.70+2.54 878.84+2.54
a , / Length
OnvHa pyyku, MM g 12.445%
knob, mm
[OvameTp gMCTanbHOr0 KOHYMKA,
MM (0 D) / Diameter of a distal 0.38+0.03
tip (gP), mm
Ycunune paspbia, H / Pullout 13.34 mnHnumym /13.34
force, N minimum
Onametp pydykn, MM (o E) N
Diameter knob, mm (gE) 4.83£0.13
MakcrManbHbIi nnameTtp 0.360.01

pa6bouein uvactm ("B), w~mm [/
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CroM scctKW (tateroai itructtm)

Pyuka

®E

Knob
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Ctunet/ Stylet
CxemaTun4eckoe n3obpakeHue

®B MpoBOAHMK

MonepeyHoe ceveHne (BHYTPEHHASA CTPYKTYypa)
Schematic sketch

Wire

Cross-section (internal stniclure)

'
(PD — oC
*t
$O — oC

CTtpaHuua 8 ns 16
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TexHnuyeckme xapaktepuctukn / Technical characteristics;

Working part max. Diameter
(0 B> mm

MuHUManbHbI avnameTp
paboueii uyactm (C), wmm [/
Working part min. Diameter
(C), mm

Pagnyc 3aKpyrieHus

nposogHuka (F), mm / Radius of
rounding of the wire (F), mm
Macca ogHoro ctuneta, r / Mass
one stvlet, g

Macca 2-yx CTUNETOB B
3alWmnTHOM obonoyke, r/ Mass of
2 stylets in a protective sheath,

XapakTepuctumkn /
Characteristics

OnuvHa (A), MM/ Length (A), mm
OnuHa pydku, mMm [/ Length
knob, mm
[OrameTp AMCTanbHOrNo KOH4YMKA,
MM (o D) / Diameter of a distal
tip (0 D), mm
Ycunue paspbiBa, H / Pullout
force,N
Ovnametp pyuku, mMm (®E) /
Diameter knob, mm (o E)

MakcuManbHbIin anameTtp
pa6bouyeit uactn (aAB), ~mm [/
Working part max. Diameter
(0 B), mm

MuH1ManbHbIA nnameTtp
pabouyein uyactm (C), wmm [/
Working part min. Diameter
(C), mm

Regulatory Affairs Specialist

0.18+0.01

12.95+1.02

0.9£5% 0.9£5%

9+5% 9+5%

.3HaueHune / Value
78 cm /78cm 1 88 cm /88 cm
774.70+2.54 878.84+2.54

12.4+5%

0.38+0.03

13.34 MMHUMYM /13.34
minimum

4.83+0.38

Cepblii / Gray 0.36+0.01
dunonetosblin / Purple 0.41+0.01

Cepblit/Gray 0.18+0.01
®dunonetosblin / Purple 0.23+0.01
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Macca ogHoro ctuneta, r/ Mass

0.915% 0.915%
one stylet, g
Macca 4-8x CTU/IeTOB B
3aWwnTHoOI obonouke, r/ Mass of
4 stylets in a protective sheath, 5+5% 5+5%
N
VHCTpyMeHT aHanusatopa kaGenbHoro uHTepdeiica AccuRead 2.0 /' Texnuueckue xapaktepuctuku / Technical characteristics;
AccuRead 2.0 Analyzer Cable Interface (ACI) tool XapakTepucTuio! / 3uauennve / Value
CxemaTtunyeckoe nsobpaxeHue / Schematic sketch Characteristics
OnvHa, mm (B)/ Length, mm (B) 24.97+0.18
OvameTp paboueit yactu, mm (C)
/ Working part diameter, mm 1.7+0.127
JQ
Macca, r/ Mass, g 1.1+5%
7. BO3MOXHOCTb N DneKTpoj COBMECTUM TO/IbKO C YCTpOicTBa C KOHHekTopom IS4  The lead is compatible with any Medtronic CRT device with an 1S4
cnocobbl KomnaHum Medtronic. connector port.
WUHTErpupoBaHusa c
4pYyruMun
MeLVLUUHCKUMHU
n3gennamm / The
possibility and ways of
integrating with other
medical device
8. Matepuansl n3 HaunmeHoBaHuWe n3fenna n akceccyapsbl / MaTepuanbl, NnpuMeHsieMble Npu nsrotosneHnn / Materials used in the manufacture

KOTOPbIX  W3roTOB/IEHO Device name and accessories
MeANLUHCKOe  usgenve SneKTpog ANA KapavocTumynaummn Attain - 3nekTpof ¢ pukcupyroweidn mydToli / Lead with anchoring sleeve:
W1 €70 OCHOBHbIE YacTu Stability Quad MRI SureScan pasnnuHbix  dukcmoytowasa mydra: CunmkoHoBas pesuHa. 70A ¢ 2% okcuga TutaHa (TiO?). kpacuTenb  6enblid

(B TOM umcne matepuansbl pasmMepoB: 1717545-A. | Anchorino sleeve: Silicone rubber. 70D. with 2% TiO?. Pisment paste fwhitei:
uacTeil  MeAMLMHCKOrO ANeKTpoy Ans Kapauoctumynaumm Attain - 171545-A

n3genns, KOTOpbIe Stability Quad MRI SureScan, mogens [AuctanbHoe ynnoTHeHune: ETR cunukoHosas pesnHa. 3.5D / Distal seal: ETR silicone rubber. 35D
Mcnonb3ytTcsa B 4798, pasmepbl 78 cMm, 88 cm, B cocTase: BepxHAS 4yacTb HaKOHEYHMKA, HAKOHEYHUK K KO/bLeBOlM Npoknagke, Tpybka Kopnyca anekTpoga.
KOHTaKTe C OpraHnsMom - 3neKTpoj ¢ hunKeupyroLLein MypTon; dopmoBaHHbIli cTonop cnupanu: MonunypetaH. 55D Elasthane / Tip Nose, Tin to ring spacer. Lead
uesioBeka) / The - NHCTpyMeHT ansa BBefeHnsa npoBogHMka; body tubing. Molded Helix stop: Polyurethane, 55D Elasthane

materials from which it

CTtpaHuua 9 us 16
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is made or its medical - 3aXXUM MPOBOAHUKA;

device  basic parts - PykoaTKa ynpaBieHus NpoBOAHVNKOM;

(required materials are - J-o6pasHble CTUMETbI - He 60/ee 2 LT,

parts of a medical - CTuneTbl - He 60nee 4 WT;

product used in contact - WHCTpyMeHT aHanmnsaTopa KabenbHOro

with the human body) nHTepgerica AccuRead 2.0 - He Gonee 2
LT.;

- JoKyMeHTauua no npoaykTy.
|

Attain Stability Quad MRI SureScan

4798, dimensions 78 cm, 88 cm,

consisting of:

- Lead with anchoring sleeve;

- Guide wire insertion tool;

- Guide wire clip;

- Guide wire steering handle;

- J-$haped stylets - no more than 2 pcs.;

- Stylets - no more than 4 pieces;
AccuRead 2.0 Analyzer Cable

Interface (ACI) tool - no more than 2

pcs;

- Product documentation.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Konbuesoii anekTpog: Cnnae MnatuHa / Npuguin (Platinum/Iridium) 90%/10% / Electrode ring:
Pt/lr90/10

MoKpbITMe KoNbLEBOro anekTpoaa: Hutpug tntaHa CAS Ne 25583-20-4 / TiN coated Pt-Ir: TiN
CAS Ne 25583-20-4

Apnresns: CunukoHoasi peanHa Med-2000 / Adhesive: Silicone rubber Med-2000

MOHOMNTHOE ycrpoicteo MCRD KOTponnpyemoro BbICBOGOXAEHMSA KO/MbLa 3N1eKTpoaa

1. ETR cnnukoHoBasi pe3nHa (yny4dlleHHas CTOMKOCTb K pa3pbiBy) 65D

2. MopolwokK aueTaTa feKkcaMeTa3oHa (3apeructpmposaH B Poccun: LSR-002453/08 o1 03.04.2008
r.), obwas cymma (pasoBas fo3a) gekcamerasoHa 1,0 mr. CAS Ne 1177-87-3

Dexamethasone acetate filled MCRD ring:

1. 65D ETR silicone rubber

2. Dexamethasone acetate powder (registered in Russia: LSR-002453/08 from 03.04.2008), the
total amount (single dose) of dexamethasone 1.0 mg. CAS No. 1177-87-3

dnaHey, ¢ ABOMHbLIM CepAeYHMKOM, (haHel ¢ 0gHUM cepaevyHuKom: Monu (aup-ypetaH), 75D
Elasthane / Dual core Manre. Single core flange; Polvetherurethane. 75D Elasthane
CeppaeyHuk ¢ hnaHueBbIM KonbLoM: TuTaH, knacc 2 / Flanged rlnr core; Titanium, grade 2
Apnresus: MonuypeTtaHoBbin agresans 80A / Adhesive; Polyurethane, 80A

Apnresns: CunukoHoBasi pesnHa Med-1137 / Adhesive: Silicone rubber Med-1137

Agresus: Monn (agup-ypetaH), 75D / Adhesive: Polyetherurethane, 75D

Katywka cnupanu: MnatunHa / Mpnguin (Platinum/Iridium) 80/20 / Helix coil; Pt/lIr 80/20
3nekTpoj ¢ hukcupytouwer mydToi / Lead with anchoring sleeve:

Kopnyc anekTpoga: MonuypetaH, 55D / Lead body tubing; Polyurethane. 55D

1S-4. AucTanbHblii Konnayok ans ukcaymn: MonnypetaH, 55D Elasthane / 1S-4, Distal Bond Cap;
Polyurethane, 55D Elasthane

1S-4. MpokcuManbHbIN Konnadyok Ans dukcauumn: Monu (3pmp-ypetan), 75D Elasthane / 1S-4.
Proximal Bond Cap: Polyetherurethane, 75D Elasthane

YnnoTHeHne, o6paboTaHHOe nNaa3MeHHbIM cunokcaHoMm: [MonuadupagupketoH (PEEK) Invibio
Optima/ Plasma siloxane treated Seal Zone; PEEK (polyetheretherketone) Optima LTIR6
CoeanHunTtenbHaa my®dTa C MapKMpoBKOWN pebep: >Kupgkas cunmkoHoBas pesmHa (LSR) 70A
durometer / Connector Sleeve with Ribs labeled; Liquid silicone rubber (LSR) 70A durometer
MNHCTPpYMEHT A4nA BBefeHUSA npoBoagHMKa / Guide wire insertion tool:

MonunponwuneH / Polypropylene
3axxum nposogHuka / Guide wire clip:

ABC (AKpPUNOHNTPUI-0YTagNEH-CTUPON)-NNACTUK BbICOKOW TekydecTn 3501 / Acrylonitrile-
butadiene-styrene 3501
PykoATKa ynpaBneHns nposogHnkom / Guide wire steering handle:
AueTtanbHaa cmosna Celcon / Acetal Resin Celcon

J-o6pasHblin cTunet / J-shaped stylet;
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1) Mposog - Hepxagewwan ctanb 304 / Wire: Stainless steel 304

2) lTonoBKa - AueTanbHblin cononumep Celcon / Knob: Acetal resin Delrin

3) NonoBka - AuetanbHas cmona Delrin / Knob: Resin-acetal copolymer Celcon

Ctunet / Stylet:

1) Mposog - Hepxasetowan ctanb 304 / Wire: Stainless steel 304,

2) FonoBka - AueTanbHas cmona Delrin AuetanbHbin cononumep Celcon / Knob: Acetal resin
Delrin

3) MNonoBka - AueTanbHas cmona Delrin / Knob: Resin-acetal copolymer Celcon

MHCTPpYMeHT aHanmsatopa KabenbHoro nHtepderica AccuRead 2.0 / AccuRead 2.0 Analyzer
Cable Interface (ACI) tool:

AueTanbHas cmona Ticona Hostaform / Resin-acetal Ticona Hostaform

YnakoBKa

BHYTOEHHUIA NOTOK, BHYTOEHHAA Kobiwka: PETG (MonuatuneHteoe6Tanat-rnnkons) CP300 /
Inner tray, inner lid: PETG (Polyethylene tereohthalate elycoh CP300

BHewHnii notok: PETG (MonnatuneHTepedTanat-rnnkons) Eastar 6763. / Outer Tray: PETG
(Polyethylene Terephthalate Glycol) Eastar 6763

BHelwHAS KnblwkKa: TarBek - oneJ/lnHoBbI cnaHa6oHa HDPE (NnonnaTuieH BbICOKOW NAOTHOCTU!
1073B / Outer cover: Tvvek - olefmic snunbond HDPE (hish density Dolvethvlene) 1073B
ApnresnBHbIli cnoint: 18B agresmB / Adhesive layer: 18B adhesive

9. CBegeHus 0 JNeKTpoabl W NPUHAANEeXHOCTU NocTaBAsAlTCA cTepunbHbiMKU, B Leads and accessories are supplied sterile. Each package contains the
MapKMUpOBKe, YNaKoBKe /  KaXAol ynaKoBKe cofiepXaTcs cneaytol,ne KOMMOHEHTbI: following items;
Information on  * 3/IEKTPOJ C PuKcupytowein MmygpTon - 1 wT. « | lead with anchoring sleeve
labelling, packaging * VHCTPYMEHT A9 BBEAEHUA NPOBOAHMKA - 1 WT. ¢ 1guide wire insertion tool
e 3KUM NpoBOAHUKA - | WT. e 1lguide wire clip
* PYKOSAITKA ynpaB/fieHUs NPOBO/IOYHbIM MPOBOAHUKOM - 1 WWT. e 1guide wire steering handle
¢ J-06pasHbIX cTUMeTa - 2 WT. e 2 J-shaped stylets
¢ AOMOMHUTENbHbIX CTUMeTa - 4 WT. * 4 additional stylets
¢ WHCTPYMEHTa aHanmi3aTtopa KabenbHoro nHtepgeiica AccuRead 2.0 e 2 AccuRead 2.0 analyzer cable interface tools
2 wWr. e product documentation
e [JOKYMEHTALUA MO NPOAYKTY
10. TpeboBaHus He npumeHunmo. Not applicable.

6esonacHocTuK (BK/O4as
mMeToAbl W CpeAcTBa
3awmnTbl) /  Security
requirements
(including methods and
remedies)
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11. TpeboBaHuA K
oxpaHe OKpYy>XXatoLen
cpeabl NpU NPUMEHEHUMN
MeAVNLMHCKOrO WU3fenus.
YTnnusauyna
MefMLMHCKOro nsgenunsa /
Requirements for the
protection of the
environment in  the
application of medical
devices. Procedure for
utilization/liquidation
ofMD

12. MeTogbl U cpeacTBa
fe3nHpekynmn "
npeacTepuanN3aLnoHHOM
oumnctkn / Methods and

apparatus for
disinfection and
sterilization cleaning
13. Hdhopmauums B
COOTBETCTBUMU

JaHHbIMK
rocyAapcTBEHHOr0
peecTpa NeKapCTBEHHbIX
CpeacTB ans
MeANLMHCKOTO0
NPUMeHEeHMNA )
cofepxalymnxcs B
MeAULUHCKOM mn3genuu /
Information in
accordance with the
data ofthe state register
of medicinal products
for medical use about

those contained in the

medical device
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Mpu co6nofgeHMn npaBua  3KCMayaTauuu, TPAHCMOPTUPOBKU 1
XpaHeHWsa 13fenne He HAHOCUT Bpeda OKpy»KatoLei cpege.
Heucnonb3oBaHHbIE  U30eNUST € UCTEKW WM  CPOKOM
KNaccumumpyoTca Kak MeAuLMHCKME 0TX0Abl Knacca A.
WN3aenus, n3BnedyeHHble U3 Tefa NaLueHTa, OTHOCATCS K MEAULUHCKUM
oTxXoAam Knacca B.

rogHocTun

He npumeHumo.

CTepoup n matepman NOKPbITUA BUHTOBONO KOHTaKTa:
Mpon3BOACTBEHHLIN NpoLecc
CopepXawuii npenapaT KOMMOHEHT CTEPOUA-BbIAENSAOWMNX U3aenni

(MRCD) wusroTaBnvMBaeTcs MyTeM CMelLVBaHMA JeKcameTasoHa C
CU/IMKOHOM ANSt MEAULUHCKOTO NpuMeHeHns. CUIMKOH, CMEeLLaHHbIR co
CTEpOMAOM, CAYXWUT B KayecTBe CBA3YIOLEro areHTa, KOTOPbIA
yAep>XunBaeT CTEPOUS, HO He BCTynaeT C HUM B XMMUYECKYIO peakLuio,
YTO MNO03BOJIAET CTepouay BbIfENATLCA HapyXy nNpu KOHTaKTe C
XNLKOCTbIO.

Mpn  n3rotoBneHun cogepxxkawero crepousg wusgenua MRCD

MUCMONb3yeTCca OAWMH U3 Tpex TUMNOB CUAMKOHA AN MEeAULMHCKOro
NpuMeHeHUsA. Pas3nnyHble TUMblI CUIMKOHOB WCMOMbL3YIOTCA ANA TOro,
4To6bI 06ecne4ynmTb COOTBETCTBME XapaKTepUCTMK MNPOM3BOACTBA
Tpe6oBaHMAM un3gennin. MRCD pa3nyHON KOHCTPYKUMU. OCHOBHblE
aTanbl hopmoBaHMA cogepikallero ctepoug nsgenua MRCD:

* CUINKOHOBbIN aAresnMB WUAN 31acCTOMEP CMeLINBAETCHA CO CTEPOMAOM;

. nonocTu NUTenHoM thopmbl 3anonHATCA CU/TINKOHO-
CTEPOMAHOI CMecbio ANA ee NocnefytoL el ByNKaHU3aLmm;
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Medical device is not harmful to the environment according to rules of
exploitation, transportation and storage.

Unused products with expired shelf life are classified as Class A medical
waste. Products extracted from the patient's body are classified as Class
B medical waste.

Not applicable.

For the steroid and the coating material of the helix:

Manufacturing process

The drug containing component of steroid-eluting devices (the MCRD)
is manufactured by combining drug DXP with medical grade silicone.
Silicone, mixed with steroid, serves as a binder that holds but does not
chemically interact with the steroid allowing steroid to be released upon
exposure to fluid.

MCRDs containing silicone are manufactured using one of three types of
medical grade silicone. Different silicones are used to provide
manufacturing properties appropriate for each MCRD design. The
general steps in forming a silicone MCRD are as follows:

« Silicone adhesive or elastomer is blended with steroid.

« Silicone-steroid mixture is transferred to mold cavities for curing.

« After curing and cooling, molded pieces are removed from the mold and
trimmed (if required) to final dimensions for each type of MCRD.



Medtronic Inc., USA

710 Medtronic Parkway N. E.
Minneapolis, MN 55432, USA

www.medtronic.com

14. MeToabl u ycnoBus
cTepuansaumn, CpPOKU
COXpaHeHus
CTEPUNIBLHOCTU (ona
CTepPUbLHO

BbIMYyCKaeMbIX
MEAULUHCKUX U3Lennid)

/ Methods and
conditions of
sterilization time
maintaining sterility
(for sterile  medical

devices produced)

15. Cpok
Shelf life

rogHocTn [/
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* nocne BY/AKaHu3auMm UK OXNaxpgeHus (GopMOBaHHbIE AeTanu
MN3BNEKAKTCA M3 NNTEHOI hopMbl 1 obpe3atoTcs (NP HEOBXOAMMOCTN)
4N COOTBETCTBMA pa3mepam roTOBOro usgenua Tpebyemoro Tuna
n3genna MRCD.

CTepunusaums - nepej nocTtaBKoi KoMnaHUs «MeATPOHUK» NMPOBOANUT
CTEpUNM3aLMI0  COAEPXXUMOro YNakoBKM 3TWNEHOKCMAOM. [laHHoe
n3fenne npefHasHa4yeHo TO/IbKO A8 O4HOPA30BOro MCMONb30BaHUA U
He JOJ/IXXHO MOABEPraTbCA NMOBTOPHON cTepunmsauunu.

- CtepununsosaHo 30.

- YpoBeHb obecnevyeHns crepunbHocTu (SAL) -

CPOK CNyX6bl M CcTabUNbHOCTb 3N€KTpOAa

ONeKTPOLbl ANA KapAUOCTUMYNALNK He COLeP>KaT UCTOYHNKOB NMUTaHUA
C OFpaHMYeHHbIM CPOKOM CNyX6bl. CnefoBaTenibHO, 0XMAAEMbIA CPOK
CNyX6bl He MOXeT 6blTb paccyuTaH Hanpsamylo. [puemnembiii CpokK
CNYX6bl NOATBEPXAEH XMMUYECKUMU UCMbITAaHUAMMW, MEXaHUYECKUMU
NcnblTaHNAMUN n npakKTnyecKnm ONbITOM. Ha AOCTUTHYTYIO
[LONTOBEYHOCTb CepfieyHbIX OTBeEHW BAWSET MHOXECTBO (DAKTOPOB,
Takux Kak BapvauuMy aHaToMuu nauueHTa W YPOBHe aKTUBHOCTY,
TexXHUKa UMNaaHTaunmn, CI0XHOCTb 3/1eKTposa (MHOronpoBOo/IOYHbIe MO
CpaBHEHWIO C OLHOMPOBOAHBLIMM) N NPOAO/KALLLEECA UCMO/Ib30BaHNE
CYL,eCTBYIOLWMX  WUMNNAHTUPOBAHHbLIX  OTBEAEHUI  MNpU  3ameHe
reHepatopa. OXugaemblii CpPOK CAYXObl CepAevHbIX OTBeAeHUN
OCHOBaH Ha aHanu3e fJaHHbIX M oueHuBaeTca npu 75% MOBTOPHOM
MCNOMb30BAHUM  UMMAAHTUPOBAHHbLIX CepAeYHbIX OTBeAeHWU npwu
3aMeHe [ABYX MMMAAHTUPYEMbIX MWMMY/AbCHbIX reHepatopoB (IPG) /
MMNNaHTUPYeMOro  KapauosepTepa-gedunbpunnatopa (1CD) /
CepAeyHolr pecnHXpoHumsnpywwenn Tepanun (CRT). [MNpuBeLeHHbIN
NPOrHO3 npeAcTaBnsAeT HauXyAWWA CcueHapuii gns nesBoro otgena
cepgua, TakmMx KakK anekTpoga mogenu 4798. Hauxygwuin cueHapuii
onpegensetca TpebOBaHUAMW K MaKCMMaslbHOMY CPOKY MOJ/1e3HOr0
NCNOb30BaHUA CUCTEM, A1A KOTOPbIX MCMOMb3YeTCA TUM 3NeKTPOAOB.
Hanpumep, HW3KOBOJIbTHbIE 3NeKTPOfbl ona CTUMYNALNN
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Sterilization - Medtronic has sterilized the package contents with
ethylene oxide before shipment. This device is for single use only and is
not intended to be resterilized.

- Sterilized by EO.

- Sterility Assurance Level (SAL)- IO"™

Lead Lifetime and Stability

Cardiac leads do not contain power sources with finite lifetimes.
Therefore, the anticipated lifetime cannot be directly calculated.
Acceptable lifetime is demonstrated through chemical testing,
mechanical testing, and field experience. Multiple factors affect the
achieved longevity of cardiac leads, such as variations in patient anatomy
and activity levels, implant technique, lead complexity (multi-conductor
versus single conductor), and the continued use of existing implanted
leads at generator change-out. The expected useful lifetime of cardiac
leads is based on data analysis and has been estimated at 75% reuse of
implanted cardiac leads over 2 implantable pulse generator (IPG) /
implantable cardioverter defibrillator (ICD) / cardiac resynchronization
therapy (CRT) device change-outs. The projection provided represents a
worst-case scenario for left heart leads such as the Model 4798 lead. The
worstcase scenario is determined by the longest useful life requirement
of the systems for which a lead type is used. For example, low voltage
pacing leads are used in dual-chamber ICDs as well as pacemakers. For
left heart leads the estimated useful life requirement is 14.6 years.

The shelf life is no more than 24 months (2 years) from the date of
packaging of the sterile device.
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16. Ycnosus
aKcnnayaTayum /
Operating conditions

17. YcnoBus
TPpaHCNOPTUPOBaHUA U
xpaHeHusa /[ Conditions
of transportation and
storage

18. MapaHTWiHbIe
obasaTenbCTBa
Warranty
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MNCMONb3yTCA B ABYXKaMepHbiX K/, a Takxe B KapanoctumynatTopax.

Ona  neBblXx 0TAeNoB  cepfua pacyeTHbIA  CPOK  MOJIE3HOro

ncnonb3oBaHuA coctaBnseT 14,6 roga.

CpoK rogHocTu cocTaBnsieT He 6onee 24 mecauya (2 roga) ¢ pgatbl

YNaKoBKW CTEPUNBLHOIO U3LENUS.

M3genma ncnonb3yeTca Npy CNegyroLwmnx yecnoBmusax aKcnayarauum:
Ycnosus
Temnepatypa. ®C

OT +32 °C po +42 °C (TemnepaTtypa Tena)
BnaxHocTb, % 100% 6e3 KoHAeHcauum
[OaBneHue, KlMa He NnpuMeHNMO, HerepmMeTUYHbI n3genune

Yenosna TDEHOQOIMDOBKku 1 XMBBLLILLI

TemnepaTypa, XpaHuTb 1 TpaHcrnopTuposaTb npu +25 °C.
°C OTK/OHEHUA OT 3TOW TeMnepaTypbl LONYCKATCA B
npegenax +15-+30 ®C. KpaTKOBpPeMEHHbIe
/ BCMJIeCKN TeMrnepaTypbl 40 40 ®C paspelleHbl,
€C/IM OHW He MpeBbIWaT 24 4acos.
BnaXHoCTb, H/M - cTabunbHble yCN0BUSA NCMONb30BAHUA
% anekTpoga: 37 °C npu 100% OTHOCUTENbLHOW
BNAXXHOCTU (MMNaHTaT). TO 3HAUYEHUE He
yKa3aHo, MOCKOJIbKY 3/IEKTPOA MOXET
BblIEPXXNBATbL OTHOCUTE/IbHYIO BNIAXKHOCTb [0
100%.
H/M - paboTa 3neKTpoja He 3aBUCUT OT U3MEHEHWUA
aTMmocepHoro gaeneHns / pabota BO BCeX
YCNOBUAX aTMOCKHEPHOro AaBfieHNs, B KOTOPbIX
MOTYT BbIXKUTb NaLUeHTbI
OTKa3 OT rapaHTUM M NpejocTepexeHns obLero xapakrepa
XoTa anekTpoA Kopnopauun Medtronic, fanee nMeHyeMblA «[1pOJYKT»,
6bln  TWAaTeNbHO  CNPOEKTUPOBaH, nponsseseH " npowlen
npeAnpojaXKHble UCMbITAHUA, TeEM He MeHee CYL,ecTBYeT MHOXeCTBO
NpUYNH BO3MOXXHOr0 OTKa3a B paboTe [Mpogykta. Wmewuwumeca B

[asneHue,
KlMa

0603HaveHusix  lMpoaykTa npefocTepexeHusa  cogepxaTt  6onee
nogpobHble CBeAEHUA W ABAAIOTCA COCTABHOM 4acTbl AaHHOrO
OTKA3A OT TAPAHTWWN. TMostomy Kopnopauus Medtronic

orpaHuyMBaeT BCe rapaHTUiHble 0653aTeNbCcTBa, Kak MpsiMble, TakK U
onocpeaoBaHHbIe, MO OTHOWEHUID K gaHHOMY MpoayKTy. Kopnopauusa
Medtronic He HeceT OTBETCTBEHHOCTW 3a N06Oble cny4vaiiHble WK
onocpeAoBaHHble  YO6bITKW, ABASOLIMECS  cNeACTBMEM  N06GOro
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Devices will be used in the following operating conditions:
ODeradM Conditions
Temperature, °C +32®C to +42®C (Body Temperature)

Humidity, % 100% non-condensing

Pressure. kPa Not applicable, non-hermetic product

TraMBOIt and Storsc* Conditions

Temperature, Store and Transport at +25®C. Excursions from this
temperature are permitted in the range of + 15-
+30°C. Transient spikes up to 40°C are permitted as
long as they do not exceed 24 hours.
Humidity, % N/A - The lead’s stable use condition is +37®C @

100% RH (implant). This value is not specified as
the lead can withstand RH conditions up to 100%
RH.

N/A - lead operation is not affected by changes in
atmospheric pressure/operational under all
atmospheric pressure conditions survivable by
patients

Pressure, kPa

Disclaimer of warranty and general warning

Although the Medtronic® lead hereafter referred to as “Product™ has been
carefully designed, manufactured and tested prior to sale, the Product
may fail to perform its intended function satisfactorily for a variety of
reasons. The warnings contained in the Product labeling provide more
detailed information and are considered an integral part of this
DISCLAIMER OF WARRANTY. Medtronic, therefore, disclaims all

warranties, both express and implied, with respect to the Product.

Medtronic shall not be liable for any incidental or consequential damages
caused by any use, defect or failure of the Product, whether the claim is
based on warranty, contract, tort or otherwise.

The exclusions and limitations set out above are not intended to, and
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NCMNonb3oBaHns, ageekta unmn c6oa B hyHKUMOHMPOBaHUK MpoayKTa,
He3aBMCMMO OT TOro, OCHOBaHa /M MNpPEeTEeH3NA Ha rapaHTUiHbIX
0b6a3aTeNibCTBAX, KOHTPAKTE, IPaXKAaHCKOM MpaBOHAapyLUeHUU WaM Ha
4yem-1nM60 APYyrom.

BbILen3noxeHHble UCK/IIOYEHUS N OTPaHNYEHNSA He MOTYT MOHMMaTbCA
WAN  UCTONIKOBbIBATbCA Takmm o06pas3om, 4UTOo6bl MNPOTUBOPEYUTH
06a3aTeNbHbIM MOMIOXKEHUAM MNPUMEHUMbIX MNPaBoOBbIX HOPM. Ecnu
Kakasi-nmbo vactb mnm ycnosume gaHHoro OTKA3A OT TAPAHTUN
npu3HaeTcs CYLOM KOMMETEHTHOW OPUCANKLNMN He3aKOHHbIM, He
MMELMM  3aKOHHOW CuAbl  WAM  MPOTMBOPeYalMM  KaKum-nm6o
NpUMeHsseMbIM MpaBOBbIM HopMam, ocTasibHaa 4actb OTKA3A OT
FAPAHTUWN 6yaeT cumTaTbCs MMEKLLEA HOPUANYECKYIO CUY U BCe
npaBa W ob6a3aTenbcTBa 6yAyT TONKOBATbCA W MNPUHYAUTENBHO
obecneumBaTtbcs, Kak ecnu 6bl gaHHbIi OTKA3 OT FTAPAHTUWN He
cofiepXan OoTAeNbHbIX YacTel WAM YCNOBWUIA, KOTOpble ObIN MPU3HaHbI
He VMEeLW MW 3aKOHHON CUnbl.

MpegynpexaeHune obLero xapakrepa

MMnnaHTupyemble  3fieKTpodbl  Medtronic  MmnnaHTuMpylOTCA B
ype3BblYaliHO  arpecCMBHYIO  Cpefy  Ye/0BEeYecKOro opraHusma.
OneKTpoAbl [O/DKHbI MMETb OYeHb Manblii fuameTp U ObiTb O4YeHb
rMOKMMNU. 3DTO, HECOMHEHHO, YMeHbLlaeT WX 3KcrayaTaunoHHble
BO3MOXXHOCTW M CPOK C/yX6bl. Henonagku anekTpoga MoryT BO3HUKaTb
B CMJTy MHOTUX NPUYKH (NepevyeHb He UCHEPMbIBAKLWNIA): MegULINHCKNE
OCNOXHEHMWSA, peakunsa OTTOPXEeHWUS OpraHu3mMom, annepruyeckas
peakuus U paspacTaHue (UOPO3HOIA TKaHW. Takxe Henonagku
3N1eKTPOAOB MOTYT ObiTb 00YCNOB/IEHbI Pa3pbIBOM WM HapyLUeHWem
LenocTHoCcTM umsonaumu. Kpome TOro, HecMOTPS Ha TLLATe/IbHOe
NPOeKTMPOBaHMUeE, oTbop KOMTMOHEHTOB, Npon3BOACTBO "
NPefnpofaxXHy  MPOBEPKY,  3NeKTPOAbl  MOryT  6biTb  JIETKO
NoBpeXJAeHbl [0, BO BPeMs W MNoc/ie BBEAEHUS WU3-3a HENPaBWU/IbHOI0
obpalleHus WAN  APYTUX  MPOMEXYTOYHbIX  AEeACTBUNA. Bce
BblLLUENEepPevYNCcNeHHoe npejgnonaraeT  HEBO3MOXHOCTb  MPUHATUA
06a3aTeNbCTB WAW MpPefoCcTaB/ieHUA rapaHTUii OTCYTCTBMA OTKas3a B
pa6oTe uan 6ecnepe6oMHOr0 PYHKLMOHMPOBAHUS 3/1EKTPOLOB, PaBHO
KaKk W OTCYTCTBUSA HebnaronpuaTHOM peakuum oOpraHusMa unm
MEAMLMHCKMUX OCMOXHEHUI (B TOM 4ucne, nepdopaunm cepaua) Kak
CNefCTBUA  MMMNAHTauMM 3NeKTPOAOB, a TakXe HeBO3MOXHOCTb
rapaHTMpPOBaHHOM HOpManmn3aLnm CepLevHon AeATeIbHOCTH.
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should not be construed so as to, contravene mandatory provisions of
applicable law. If any part or term of this DISCLAIMER OF
WARRANTY is held by any court of competentjurisdiction to be illegal,
unenforceable or in conflict with applicable law, the validity of the
remaining portion of the DISCLAIMER OF WARRANTY shall not be
affected, and all rights and obligations shall be construed and enforced as
if this DISCLAIMER OF WARRANTY did not contain the particular
part or term held to be invalid.

General warning

Medtronic implantable leads are implanted in the extremely hostile
environment of the human body. Leads are necessarily very small in
diameter and must still be very flexible, which unavoidably reduces their
potential performance or longevity. Leads may fail to function for a
variety of causes, including, but not limited to; Medical complications,
body rejection phenomena, allergic reaction, fibrotic tissue, or failure of
leads by breakage or by breach of their insulation covering. In addition,
despite the exercise of all due care in design, component selection,
manufacture, and testing prior to sale, leads may be easily damaged
before, during, or after insertion by improper handling or other
intervening acts. Consequently, no representation or warranty is made
that failure or cessation of ftinction of leads will not occur; or that the
body will not react adversely to the implantation of leads; or that medical
complications (including perforation of the heart) will not follow
implantation of leads; or that the lead will, in all cases, restore adequate
cardiac function.

The warranty period of storage of the device is not more than 24 months
(2 years) from the date of packaging of the sterile device.



Medtronic inc., USA

710 Medtronic Parkway N. E.

Minneapolis, MN 55432, USA

www.medtronic.com

19. MNepeyeHb
HauMOoHaNbHbIX [
MeXAYHapOAHbIX
HOPMaTUBHbIX
OOKYMeHTOB/CTaHAapTOB
, KOTOPbIM
COOTBETCTBYET
MeAULMHCKoe u3genue /
The list of national and
international
regulatory
documents/standards,
which matches medical
device

20. Cnyxba pa6oTbl ¢
KnueHTammn / Customer
Service

[apaHTUiiHbIA CPOK XpaHeHUs U3fenunsa cocTaBsieT He 6osee 24 mecsiLa
(2 ropa) ¢ gaThl yNakoBKWU CTEPUIBHOTO U3JeNNns.

Juiy J-0/
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EN 556-1, EN ISO 15223-1, EN 1041, EN ISO 10993-1, EN ISO 10993-4, EN ISO 10993-5, EN ISO 10993-7, ISO 10993-10, EN ISO 10993-11.
EN ISO 10993-18, ISO 11135-1, EN ISO 11607-1, EN ISO 14971, 1SO 27186, EN 45502-1, EN 45502-2-1, EN 62366-1

Mo Bcem BoMmpocam, BKAtOYasd Xanobbl HAa MPOAYKLMWIO, PEMOHT 1
TexobcnyxunsaHue, obpauwatbca K YNONHOMOYEHHOMY
Mpepctasutento B Poccuiickoii ®egepauun:

OO0 «MeLTPOHUK»

123112, r. MockBa, [lpecHeHcKas HabepexHas, 4. 10,
nomeuieHue 111, komHaTta4l.

Ten.: (495) 580-73-77, dakc: (495) 580-73-78,
www.medtronic.ru

aTax 9,
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Contact for all questions, including complaints, repair and service of
medical devices the Authorized Representative in Russia:

Medtronic, LLC,

123112, Moscow, Presnenskaya Naberezhnaya, 10, floor 9, unit 111, room
41.

Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru



[MepeBog c aHrNMIACKOTO A3blKa Ha PYCCKNIA A3bIK]

[Ha 6naHke KoMnaHun «MeaTpPoHUK NHK.»]

«MeagTpoOHUK VHK.»
(Medtronic Inc.)

710 MegTpoHuK Mapkysin H.E.,
MwuHHeanonnc, MuHHecoTa 55432,
CLWA

(710 Medtronic Parkway N.E.,
Minneapolis MN 55432,

USA)

www.medtronic.com

Ten.; 001-763-514-4000

dakc: 001-763-514-4879

Mncbmo-3aaBreHune

KomnaHns «MegTpoHUK, WHK.», yupexpieHHas B COOTBETCTBMM C 3aKOHOAATENbCTBOM
CoeaunHeHHbIX LTatoB AMeEpMKMW, OCyllecTBAsAtOWas OCHOBHYI [AesfTeNbHOCTb MO ajgpecy:
710 MeaTtpoHuk  lMapkyaih, MuwuHHeanonuc, MuwuHHecoTa 55432, CLWIA, HacToAWMM
NoATBEPXAAET, UTO Npunaraemas JOKyMeHTauus, JONOMHEHNE K TEXHUYECKOMY PYKOBOACTBY Ha
nsgenve INeKTpog ana Kapguoctumynaumm Attain Stability Quad MR! SureScan mofens 4798
ABNAETCA BEPHON M HEM3MEHHOW KOMMel opnrnHana 4OKyMeHTa.

Inodnuchbl 19 aBrycTa 2021 r.
Mwma: Puta N'y33eTTa Jata

JonmkHocTb: 3amecTuTenb npesnfeHTa Mo

Bonpocam HOPMAaTMBHO-NPaBOBOr0

perynmposaHuns

Inodnucbl

19 aBrycTa 2021 r.

[WTamn:

Caagat Mup Anu

HoTapuyc

MuHHecoTa

Mos nuueH3na gelicteuTensbHa fo 31 ausaps 2026 r.]

[dauee cnegyeT TeKCT [JOKYMeHTa «[lonNonAHEHME K TEXHWYECKOMY PYKOBOACTBY Ha um3fe.ule
AnekTpod pAna KapauocTumynsumm Attain Stability Quad MRI SureScan mopgens 4798.
npeAcTaBNeHHOr0 Ha PYCCKOM W aHTIMIACKOM fi3blKax. ]

«MefTPOHUK NHK.», CLUA 16 uona 2021 r.
710 MegTpoHuK Mapkyaii H.E. Cnreymanuct no BonpocaMm HOPMaTUBHO-NPaBOBOro
MwuHHeanonnc, MmnHHecota 55432, CLLUA perynuposaHus

VWMW.medtronic.com
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[Mepesena 'pomoBa AnekcaHgpa QMU TpresHa

Poccuiickas denepaums
"opog MockBa

TpeTbero fekabps ABe ThiCSUM ABaALaTb NePBOro roga

A, NBaHoBa Paunca lBaHOBHaA, BPeMEHHO UCMOMHAOLW,asA 0643aHHOCTH HOTapuyca ropoja
Mocksbl Koponb BUKTOpUKN AJleKCeeBHbI, CBUAETENbCTBYIO NOAMMHHOCTL NOAMNMUCKU NepeBojvnKka

FpomoBoit AnekcaHapbl AMUTPUEBHBI.
MMoanuck caenaHa B MOEM MPUCYTCTBUMN.
JIn4yHOCTbL NOANUCABLUEr0 JOKYMEHT YCTaHOB/IEHa.
3apermctpupoBaHo B peectpe: Ne08/82-H/77-202bl

YnnaueHo 3a COBepLUeHUe HoTapuansHoro gectens: 400 py6. 00 kon.

[EPEOBAA MEYAT MO AMUCH P.1. ViBaHosa

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



Poccuiickas defepauns
['opog Mocksa
TpeTbero  geheOpn g6er}blaun;w an)bk™ " ™g

A, VBaHoBa Pauca ViBaHOBHA, BPEMEHHO WCMOJHAHMOPA
06513aHHOCTM HOTapuyca ropoga MockBbl Koponb BukTOpuH
ANleKCeeBHbI, CBUAETE/IbCTBYIO BEPHOCTbL KOMUW C NPefCTaBNeKIc™~ o

MHe [OKYMeHTa.
3apervcTpvposata bpeectpe: N 08/02-H/77- 2021-
YinaueHo 3a CoBEpLLEHVE HOTVANbHOMO AIEVCTBYAST,

— Bcero npoLwHypoBaHo,

NpOHYMepoE" 1 ckpenseHo
nevatbto _iz} nuct(-a,-o0B)
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