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1 Device description

The Medtronic SelectSecure MRI SureScan Model 3830 steroid
eluting, bipolar, implantable, nonretractable screw-in,
atrial/ventricular, catheter delivered, transvenous lead is
designed for pacing and sensing in the atrium or ventricle.

The lead has been tested for use in the Magnetic Resonance
Imaging (MRI) environment. The following lead lengths are MR
conditional: 59 cm. 69 cm. and 74 cm. Otherlead lengths are not
MR conditional.

The lead has a nonretractable helical electrode made of titanium
nitride coated platinum alloy for active fixation in the endocardium
by rotating the lead body in a clockwise direction. Active fixation
leads are particularly beneficial for patients who have smooth or
hypertrophic hearts where lead dislodgement may be a potential
problem.

The lead also has a second, larger electrode made of titanium
nitride coated platinum alloy proximal to the tip electrode and an
IS-1’ Bipolar (Bl) connector. The lead features MP35N nickel alloy
conductors, silicone inner insulation, and polyurethane outer
insulation.

The distaltip contains a maximum of 100.0 pg of beclomethasone
dipropionate. Upon exposure to body fluids, the steroid elutes
from the lead tip. Steroid is known to suppress the inflammatory
response that is believed to cause threshold rises typically
associated with Implanted pacing electrodes.

Note: To implantthe Model 3830, a compatible delivery system is
required, such as a Medtronic delivery system. A compatible
delivery system includes aguide catheterand an introducervalve
which allows passage through orremovalfrom an IS-1 connector.
Contact your local Medtronic representative for further
information regarding compatible delivery systems.

ENeES.'SFVRU
502435"14

1.1 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 3830 lead is part of the Medtronic SureScan system.
The SureScan system includes a Medtronic SureScan device
connected to Medtronic SureScan leads. Labeling for SureScan
system components displays the SureScan logo and the MR
Conditional symbol.

&jreScan logo

MR Conditional symbol. The Medtronic SureScan sys-
tem is MR Conditionaland is designedto allow implan-
ted patients to undergo an MRI scan underthe speci-
fied MRI conditions for use.

The MRI SureScan feature permits a mode of operation that
allows a patient with a SureScan device to be safety scanned by
an MRImachine while the device continues to provide appropriate
pacing. When programmed to On. MRI SureScan operation
disables arrhythmia 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-specific
warnings and precautions.

1.2 Package contents

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

¢ 1lead with anchoring sleeve

e 1lvein lifter

e Productdocumentation

1.3 Accessory descriptions

Dispose of all single-use accessories according to local
environmental requirements.

Anchoring sleeve - An anchoring sleeve secures the lead from
moving and protects the lead insulation and conductors from
damage caused by tight sutures.

Vein lifter - Avein litter facilitates catheter or introducer insertion
into a vessel.

2 Indications for use

The Model 3830 lead has application where implantable atrial or
ventricular, single-chamber or dual-chamber pacing systems are
indicated. The Model 3830 lead is intended for pacing and
sensing in the atrium or ventricle.

' 1S-1 Bl refers to an International Connector Standaiti {ISO 5841-3) wfiefely,' pulse generators and leads so designated are assured of a basic mechanical fit.
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Steroid use - Ithas notbeen determined whether the warnings,
precautions, or complications usually associated with injectable
beclomethasone dipropionate apply to the use of this highly
localized, controlled-release lead.

3 Contraindications

The following are contraindications for use of Medtronic
implantable, screw-in, transvenous leads.

* Use of ventricular transvenous leads is contraindicated in
patients with tricuspid valvular disease.

* Use of ventricular transvenous leads is contraindicated in
patients with mechanical tricuspid heart valves.

« Use of steroid eluting transvenous leads is contraindicated in
patients forwhom a single dose of 100.0 pg beclomethasone
dipropionate may be contraindicated.

Pregnancy - Beclomethasone dipropionate (BDP) has been
shown to be teratogenic in many species when given in doses
equivalentto the human dose. There are no adequate and
well-controlled studies in pregnant women. BDP should be used
during pregnancy only ifthe potential benefit justifies the potential
riskto the fetus. Studies in mice, rats, and rabbits have shown that
adrenocorticoids increase the incidence of cleft palate, placental
insufficiency, and spontaneous abortions, and can decrease the
intrauterine growth rate.

4 Warnings and precautions
Nursing mothers - Systemicaily administered corticosteroids

A complete SureScan system Is required for use in the MRI appear in human milk and could suppress growth, interfere with

environment. Before performing an MRI scan, refer to the

SureScan 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 manualthatis

packaged wKhthe device or on the Medtronic Manual Library
website (www.medtronic.com/manuals).

Inspecting the sterile package - Inspect the sterile package
withcare before opening.

endogenous corticosteroid production, or cause other untoward
effects in nursing infants. Because of the potentiaf for serious
adverse reactions in nursing infants from corticosteroids, a
decision should be made whetherto discontinue nursing orto use
a non-steroidal lead, taking into accountthe importance of the
lead and the drug to the mother.

Handling the steroid tip - Avoid reducing the amountof steroid
available priorto lead implant. Reducing the available amount of
steroid may adversely affect low-threshold performance.

« Do notallow the electrode surface to come in contact with

« Contactyourlocal Medtronic representative if the seal or
package is damaged. surface contaminants.

« Do not store this product above 40 X (104°F). « Donotwipeorimmerse the electrode in fluid, exceptblood, at

m Do not use the product after its expiration date. the time of implant.

Sterilization - Medtronic has sterilized the package contents Handling the lead - Handle the lead with care at all times.

with ethylene oxide before shipment. This lead is for single use . Donotimplantthe lead ifitis damaged. Returnthe lead to your

only and is notintended to be resterilized. Medtronic representative.

« Do notattempt to straighten orrealign the helix if the helix is
deformed. Return the lead to your Medtronic representative.

* Protectthe lead from materials that shed small particles such

as lintand dust. Lead insulators attract these particles.

Handle the lead with sterile surgical gloves that have been

rinsed in sterile water or a comparable substance.

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

Necessary hospital equipment - Keep external defibrillation
equipment nearby forimmediate 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 « Do notseverely bend, kink, or stretch the lead.

implanted lead forms a direct current path to the myocardium. » Do notapply pressure to the helix.

During lead implant and testing, use only battery-powered « Donotimmersethe lead in mineral oil, silicone oil, orany other
I equipment or line-powered equipment specifically designed for liquid, except blood, at the time of implant.

this purpose to protect against fibrillation that may be caused by » Do not use surgical instruments to grasp the lead.

jdternating currents. Line-powered equipment used in the vicinity » Donotforce the lead if resistance is encountered during lead

of the patient must be properly grounded. Lead connector pins passage.

must be insulated from any leakage currents that may arise from * Keepthe helixwithin the guide catheterofthe delivery system

if passing through the tricuspid valve to preventdamageto the
helix, valve, and/or endocardial tissue.

line-powered equipment.

Concurrent devices - Output pulses, especially from unipolar
devices, may adversely affect device sensing capabilities. If a Vessel and tissue damage - Use care when positioning the
patient requires a separate stimulation device, either permanent lead.

ortemporary, allow enough space between the leads of the « Consider another site for lead placementotherthan the apex
separate systems to avoid interference in the sensing capabilities ofthe rightventricle ifthere is reason to believe the patient has
ofthe devices. Previously implanted pulse generators and an unusually thin wall at the apex of the right ventricle.
implantable cardioverter defibrillators should generally be * Avoid known infarcted or thin ventricular wall areas to
explanted. minimize the occurrence of perforation and dissection.
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* Avoid acute traumato the endocardium, including possible
perforation, caused by excessive torque and/or tip pressure.
Acute trauma to the endocardium may resultin temporarily
high impedance or threshold values.

Chronic repositioning or removal - Proceed with extreme
cairtion if a lead must be removed or repositioned. Chronic
repositioning orremoval of screw-in transvenous leads may not be
possible because the helix may become deformed and/or
entangled as aresult of manipulating the lead. In most clinical
situations. It is preferable to abandon unused leads in place.
Return all removed orunused leads, or lead sections to Medtronic
for analysis.

* Observethe helixviafluoroscopy or x-ray before attempting to
reposition to determine if the helix shape is intact, If the helix
appears deformed, removal may be difficult and is not
recommended.

¢« Lead removal may result in avulsion of the endocardium,
valve, or vein.

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

« Chronicrepositioning of a lead may adversely affect a steroid
lead's low-threshold performance.

« Abandoned leads should be capped to avoid transmitting
electrical signals.

* Severed leads should have the remaining lead end sealed
and the lead body sutured to adjacenttissue.

Chronic lead removal and the SureScan pacing system -
When implanting a SureScan pacing system, consider the risks
associated with removing previously implanted leads before
doing so. Abandoned leads or previously implanted
non-SureScan labeled leads compromise the ability to safely
scan the SureScan pacing system during MRI scans.

Magnetic resonance imaging (MRI) - An MRl is atype of
medical imaging that uses magnetic fields to create an internal
view of the body. If certain 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, referto the SureScan 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 resultin
serious injury or damage 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 iftreatment is performed with a minimum
separation distance of 15 cm between the applicator and thee

implanted device and lead system, as long as the ultrasonic beam
is pointing away from the device and lead system.

5 Potential complications

The potential complications related to the use of transvenous
leads include, but are not limited to, the following patient-related
conditions that can occurwhen the lead is being inserted and/or
repositioned.

« Cardiac perforation

* Cardiac tamponade

» Fibrillation and other arrhythmias

* Heartwall orvein wall rupture

* Infection

e Muscle or nerve stimulation

* Pericardial rub

* Pneumothorax

« Thrombolytic and air embolism

e Thrombosis

* Valve damage (particularly in fragile hearts)

Other potential complications related to the lead and the
programmed parameters include, but are not limited to, the
complications listed in the following table. Symptoms of the
following complications include loss of capture or intermittent or
continuous loss of capture or sensing”:

Corrective action to be consid-

Complication ered
Lead dislodgement Reposition the lead

Lead conductoror helix electrode
fracture or insulation failure

Replace the lead. In some cases
with a bipolar lead, the implantabte
device may be programmed to a
unipolar configuration or the lead

may be unipolarized.
Threshold elevation or exit block Adjust the implantable device out-

put. Replace or reposition the lead

Potential acute/chronic complications associated with lead
placement that may require lead replacement to correctinclude,
butare notlimited to. the following;

Implant technique Potential complication

Helix electrode damage and'or
insulation damage

Forcing the lead through the guide
catheter

Use oftoo medial an approach with
the guide catheter resulting in
clavicle & first hb binding

Puncturing the periosteum and/or
tendon when using subclavian
guide catheter approach

Conductor coil frachjre, insulation
damage

Conductor coil fracture, insulation
damage

«Transient loss of capture or sensing may occurfor a shorttime following surgery until lead stabilization takes place. Il stabilization docs notoccur, lead dislodgement

may be suspected.

Bdlish 5

M9$7462A029 A Medtronic Confidential

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

Composed: 2016-12-02 04:16:07
XSL-Srylesheet C 24-MAY-2016



ENrES/'Sa'RU
502435-014

Printing instructions: doc #163256
Category: Leads single pkg.
Size: 7.125x 81m (161 x2C3 mrn)

6 Directions for use

W arning; Before implanting a SureScan system, consider the
risks associated with removing previously implanted leads.
Abandoned leads or previously implanted non-SureScan labeled
leads compromise the ability to safely scan the SureScan system
during MRI scans.

Note: To implantthe Model 3830, a compatible delivery system Is
required, such as a Medtronic delivery system. A compatible
delivery system includes a guide catheter and an introducer valve
which allows passage through orremovalfrom an IS-1 connector.
Contact your local Medtronic representative for further
information regarding compatible delivery systems.

Proper surgical procedures and sterile techniques are the
responsibility of the medical professional. Some implant
techniques vary according to physician preference and the
patient's anatomy or physical condition.

6.1 Preparing the delivery system

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

6.2 Selecting an insertion site

Caution: When using a subclavian approach for insertion, use a
more lateral approach to minimize the risk of first rib clavicular
crush. Firstrib clavicularcrush may subsequently fracture the lead
body.

Caution; Certain anatomical abnormalities, such as thoracic
outlet syndrome, may pinch and subsequently fracture the lead
body.

The guide catheter assembly may be inserted through several
different venous routes, including the right or left cephalic vein,

other subclavian branches, orthe external or internaljugularvein.

Select an insertion site. See (Figure 1) for suggested insertion
site.

Figure 1.

1 Suggested entry site

6Edish

6.3 Inserting the guide catheter assembly

The guide catheter assembly may be inserted using either the
vein lifter in the lead package orthe method described in the
delivery system product documentation.

The guide catheter assembly may be inserted using venotomy
through several venous routes, including the right or left cephalic
vein, other subclavian branches, orthe external orinternal jugular
vein.

Insert the guide catheter assembly using the vein lifter:

1. Insertthe tapered end of the vein lifter into the incised vein
(Figure 2).

Figure 2.

2. Gently push the tip of the guide catheter assembly
underneath the vein lifter and into the vein.

Seethe delivery system product documentation for the
recommended method of inserting the guide catheter assembly.

6.4 Positioning the guide catheter

See the delivery system product documentation for details about
positioning the guide catheter in the right atrium or right ventricle.

6.5 Inserting the lead into the guide catheter

Warning: For leads that will be placed in the right ventricle, keep
the helix within the guide catheter when passing through the
tricuspid valve to prevent damage to the helix, valve, and/or
endocardial tissue.

Caution: Ifwiping the lead is necessary prior to insertion, avoid
snagging the helix in gauze and ensure that the anchoring sleeve
remains in position.

Insert the lead into the guide catheter. Pass the lead through the
introducer valve to minimize the backflow of blood.

Note: Keep the helix within the catheter's distal tip.

6.6 Positioning the lead in the ventricle

Warning: To minimize the occurrence of perforation and
dissection, avoid known infarcted or thin ventricular wall areas.

M967462A029 A Medtronic Confidential Composed: 2016-12-02 04 16:07

XSL-Sfyleeheet C 24-MAY.2016

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



BVESSIBJ

Pnniing instructions: doc #163256
502435-014

Category: Leads single pkg.
Size: 7.125 X8 in (181 x 203 mm)

Warning: Ifthere is reason to believe the patienthas an unusually 4. Rotate the lead body clockwise to affix the helix in the

thin wall at the apex of frie right ventricle, the implanter may wish endocardium, itis recommended thatthe implanter turn the
to consider another site for placement of the lead. lead body approximately 4 to 5 complete (360°) rotations so
that the helix is fully imbedded in the endocardium.

Note: Use eitherthe lead serial number label orthe
anchoring sleeve to visually countthe number of turns while
using fluoroscopy.

Warning: Excessive torque and/or tip pressure may cause acute
trauma to the endocardium, including possible perforation. The
acute trauma may resultin temporary high impedance or
threshold values.

If properly positioned, the lead tip will sway from side to side with

Position the lead in the ventricle:

1. Position the tip ofthe guide catheter in the ventricle. See the

delivery system product documentation for details about
positioning the guide catheter in the ventricle.

each atrial contraction (viewed under A-P fluoroscopy). In the
absence of spontaneous atrial activity, movement can be
produced by pacing the atrium through the lead.

6.8 Verifying helix electrode fixation

2. When the distal tip of the guide catheter is nearthe desired
location for lead placement, gently advance the lead while
retracting the guide catheter untilthe anode ring is extended
approximately 2-3cm beyond the distal opening ofthe guide
catheter.

3. Use fluoroscopy to facilitate accurate lead placement. Use
fluoroscopy (lateral position) to ensure thatthe tip is notin a
retrograde position oris notlodged in the coronary sinus.

4. Rotate the lead body clockwise to affix the helix in the
endocardium. Itis recommended thatthe implanter turn the
lead body approximately 3 to 4 complete (360”) rotations so
thatthe helix is fully imbedded in the endocardium.

Note: Use eitherthe lead serial number label or the
anchoring sleeve to visually countthe number ofturns while
using fluoroscopy.

Verify helix electrode fixation:

1. Verify fixation using the propertechnique depending on
whether the lead was fixated in the ventricle or atrium:

a. Foraventricular lead; Gently pullback on the lead and
check for resistance to verify fixation. A properly fixated
helix will remain in position. If the helix is not properly
fixated, the lead tip will move into the right atrium or may
become loose.

b. For an atrial lead; Gently pull back on the lead and
check for resistance to verify fixation. Use frontal
fluoroscopy to check for lateral “to-and-fro” movement of
the atrial tip, which reflects atrial and ventricular
contractions. Poor fixation is suspected when lead tip
movement seems random.

2. Afterconfirmation of helix fixation, lead slack is builtup inthe
atrium orventricleto preventtip dislodgement. Enough slack
is assumed present, if, under fluoroscopy, an atrial lead
assumes an 'L'shape and aventricular lead assumes an'S"
shape during deep inhalation. Avoid excessive slack buildup
that may cause the loop of the atrial lead to drop nearthe
tricuspid valve.

Accurate positioning ofthe electrode is essentialfor stable pacing
and sensing. A satisfactory position is usually achieved when the
above procedures are followed.

6.7 Positioning the lead in the atrium

Warning: Excessive torque and/or tip pressure may cause acute

traumato the endocardium, including possible perforation. The 3. Obtain electrical measurements to verify satisfactory

acute trauma may result in temporarily high impedance or placement and electrode fixation. Referto Section 6.9.

threshold values. 4. ifalead mustbe repositioned or removed, proceed with
caution. Referto Section 6.10.

Position the lead in the atrium:

1. Position the tip of the guide catheter in the atrium. See the
delivery system product documentation for details about
positioning the guide catheter in the atrium.

2. When the distal lip of the guide catheter is nearthe desired
location forlead placement, gently push the lead through the
guide catheter until the fixation mechanism is outside the
distal opening of the guide catheter.

3. Use fluoroscopy to facilitate accurate lead placement.
Generally, a satisfactory lead position has the lead tip
situated againstthe atrial endocardium in or nearthe apex of
the appendage. As viewed on fluoroscopy (A-P view), the
lead lip points medially and forward toward the left atrium. A
successful position is usually achieved with an anterior, device.
medial, or lateral tip location.

6.9 Taking electrical measurements

Take electric® measurements:

1. Pullthe guide catheter out of the chamberwhere the lead is
positioned so the guide catheter does not interfere with
electrical measurements.

2. Attach the clips of a surgical cable to the lead connector pin
and connector ring.

3. Use an implant supportinstrumentto obtain electrical
measurements. Medtronic recommends using a pacing
system analyser. For information on the use of the implant
support instrument, see the product documentation for that
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Satisfactory lead placement is indicated by low stimulation
thresholds and adequate sensing of intracardiac signal
amplitudes.

« A low stimulation threshold provides for a desirable
safety margin, allowing for a possible rise in thresholds
that may occur within 2 months following implant.

* Adequate sensing amplitudes ensure that the lead is
properly sensing intrinsic cardiac signals. Minimum
signal requirements depend on the implantable device's
sensitivity capabilities. Acceptable acute signal
amplitudes for the lead must be greater than the
minimum device sensing capabilities, including an
adequate safety margin to account for lead maturity.

Table 1. Recommended measurements at implant

Measurement required Ventricle Atrium
Maximum acute stimulation 1.0V 1,5V

thresholds® 3.0 mA 4,5 mA
Minimum acute sensing 5.0 mv 2.0 mv

amplitudes

*Ata pulse duration setting of 0.5 ms.

4. |If electrical measurements do not stabilize to acceptable
levels, repositioning and repeating the testing procedure
may be necessary. Referto “Repositioning or removing the
lead.”

Note: Initial electrical measurements may deviate from the
recommendations because of acute cellular trauma. If this
occurs, wait 5 to 15 minutes and repeat the testing
procedure. Values may vary depending upon lead type,
device settings, cardiac tissue condition, and drug
interactions.

6.9.1 Checking diaphragmatic stimulation

Diaphragmatic stimulation should also be checked by pacing at
10 V and observing on fluoroscopy whether the diaphragm
contracts with each paced stimulus. If diaphragmatic pacing
occurs, reduce the voltage until a diaphragmatic pacing threshold
isdetermined. Ifthe diaphragmatic threshold is less than the
required programmed pacing output, the lead should be
repositioned. Referto "Repositioning or removing the lead.”

6.9.2 Taking pacing impedance (resistance) measurements

Pacing impedance (or resistance) is used to assess device
function and lead integrity during routine device patient follow-up
and to assist in troubleshooting suspected lead failures.
Additional troubleshooting procedures include ECG analysis,
visual inspection, measurement of thresholds, and electrogram
characteristics.

Pacing impedance values are affected by many factors including
lead position, electrode size, conductor design and integrity,
insulation integrity, and the patient's electrolyte balance. Apparent
pacing impedance is also significantly affected by the
measurement technique. Comparison of pacing impedance
should be done using consistent methods of measurements and
equipment.

8 English

An impedance higheror lower than the typical values is not
necessarily a conclusive indication of a lead failure. Othercauses
must be considered as well. Before reaching a conclusive
diagnosis, the full clinical picture must be considered. The full
clinical picture includes pacing artifact size and morphology
changesin 12-lead analog ECGs, musde stimulation with bipolar
leads, sensing and.Nor capture problems, patient symptoms, and
device characteristics.

Recommendations for cliniceiily monitoring and evaluating leads
in terms of impedance characteristics are listed below.

Forimplantable devices with telemetry readout of impedance:

« Routinely monitor and record impedance values at implant
and follow-ups using consistent output settings.

Note: Impedance values may be different at different
programmable output settings (e.g, pulse width or pulse
amplitude) of the implantable device or pacing system
analyzer.

« Establish a baseline chronic impedance value once the
impedance has stabilized, generally within 6 to 12 months
after implant.

* Monitor for significantimpedance changes and abnormal
values.

« Where impedance abnormalities occur, closely monitor the
patientfor indications of pacing and sensing problems. The
output settings used for measuring impedance should be the
same as that used forthe original measurements.

« For patients at high risk, such as implantable
device-dependent patients, physicians may want to consider
further action such as increased frequency of monitoring,
provocative maneuvers, and ambulatory ECG monitoring.

Forimplantable devices without telemetry:

* Record impedance value at implant. Also record the
measurement device, its output settings, and the procedure
used.

« Atthe time of device replacement, if pacing system analyzer
system-measured impedance is abnormal, carefully evaluate
lead integrity (including thresholds and physical appearance)
and patient condition before electing to reuse the lead.

« Impedances below 250 O may result in excessive battery
current drain, which may seriously compromise device
longevity, regardless of lead integrity.

For more information on obtaining electriced measurements,
consult the product documentation supplied with the testing
device.

6.10 Repositioning or removing the lead

Warning: Removafof the lead may result in avulsion of the
endocardium, valve, or vein. In addition, the lead junctions may
separate leaving the helix or a portion of the lead in the heart or
vein. In mostclinical situations, itis preferable to abandon unused
leads in place. Repositioning the lead after it has been implanted
may adversely affect a steroid lead's low-threshold performance.
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Caution: If you determine thatthe lead requires repositioning,
consider the possibility that the helix may become deformed
and/or entangled as aresultof manipulating the lead. Observe the
helix via fluoroscopy or x-ray before attempting to reposition to
determine if the helix shape is intact. If the helix appears
deformed, removal may be difficult and is not recommended.

Reposition or remove the lead:

1. Rotate the lead body counterclockwise to withdraw the helix
from the implant site if the helix appears intact and
repositioning is required.

Note: The number of counterclockwise rotations needed to
withdraw the helix from the implant site before applying
traction may be greaterthan the number of revolutions
required for fixation.

Note: Ifthe helix is stillimbedded in the endocardium,
additional turns on the lead body should be applied rather
than applying a retraction force.

2. Counterclockwise rotation should be continued throughout
the repositioning and removal process to decrease the
possibility of damage to the cardiovasculartissue.

3. Repeattheventricuiar oratrial positioning procedure and the
verifying helix electrode fixation procedure. Use the guide
catheterto reposition the lead.

6.11 Removing the guide catheter from the lead

Once the lead is in the final position, remove the guide catheter
from the lead before surgical closure. See the delivery system
product documentation for details. Repeat electrical
measurements; see Section 6.9.

6.12 Anchoring the lead

Caution: Use care when anchoring the lead.

« Use an anchoring sleeve with all leads.

« Do not use absorbable sutures to anchor the lead.

« Donotsecurethesutures sotightlythatthey damage the vein,
lead, or anchoring sleeve.

« Do notusethe anchoring sleeve tabs for suturing (Figure 3).

« Do nottie a suture directly to the lead body (Figure 4).

« Do not dislodge the lead tip.

« Do not attemptto remove or cutthe anchoring sleeve.

« Do notremove the tabs on anchoring sleeves. Tabs are
provided to minimize the possibility of the sleeve entering the
vein.

» Do notallow passage of the anchoring sleeve into the guide
catheter and./orthe venous system.

Figure 3.

1 Tab

M967462A029 A Medtronic Confidential

Figure 4.

Anchorthe 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 5).

Figure 5.

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

6.13 Connecting the lead

Connectthe lead to the implantable device according to the
instructions in the device manual.

Connectthe lead to the device.
1. Obtain final electrical measurements.
2. Insertthe lead connector into the connector block on the
device. Forinstructions on properlead connections, see the
product documentation packaged with the device.

6.14 Placing the device and lead(s) into the pocket

Caution: Use care when placing the device and lead(s) into
the pocket.
« Ensure thatthe lead(s) does not leave the device at an acute
angle.
« Do notgrip the lead(s) or device with surgical instruments.
« Donotcoilthe fead(s) (Figure 6). Coiling the lead(s) can twist
the lead body and may result in lead dislodgment.

Figure 6.

Caution: To prevent undesirable twisting of the lead body, wrap
the excess lead length loosely under the device and place both
into the subcutaneous pocket.

Place the device and lead(s) into the pocket;

Erglish 9
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1. Rotate the device to loosely wrap the excess lead length Parameter

under the device (Figure 7}. Lead body

. diameter
Figure 7.
Catheter

introduction
size
Helix length
(exposed)
Resistance Unipolar:
Bipolar;
2. insertthe device and lead(s) into the pocket.
3. Suture the pocket closed.

Steroid
Amount of steroid

6.15 Post-implant evaluation

After implant, monitor the patient’s electrocardiogram until the
patientis discharged. Ifalead dislodges, ittypically occurs shortly
after implant.

Recommendations 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 coverif there are any questions on product handling
procedures.

7 Detailed device description

7.1 Specifications (nominal)

Parameter
Type
Chamber
Fixation
Length
Connector
Material Conductors:
Connector pin:
Connector ring:
inner insulator:
Outer insulator:
Electrode Helix:
material
Ring:
Electrode sur- Helix;
face area
Ring;
Tip to ring
spacing
10 English
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Model 3830

Bipolar

Atrium/Ventricle
Nonretractable screw-in
59 cm, 69 cm, 74 cm
iS-1 BI

MP3SN

Stainless steel
Stainless steel

Silicone rub-
ber/ETFE

Polyurethane

Titanium nitride coated platinum
alloy

Titanium nitride coated platinum
alloy

3.6 mm-

16,9 mm”

9.0 mm

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

EN/ESrSR/An
502435-014

Model 3830
1.4 mm (4.1 Fr)

3.0 mm (9.0 Fr)

1.8 mm

29 +6n (69cm)
99 * 22 Q (69 cm)
Beclomelhasone diproplonate

1(H0.0ua max
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7.2 Specifications drawing (nominal) 8 CE mark of conformity
Figure 8. The following CE mark of conformity applies to the Model 3830
lead.
2003

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

! I Symbol Explanation
Conformite Enropéenne (European Conformity),
This symbol means that the device fully complies
with applicable European Union acts.

Do not use if package is damaged

Do not reuse

1 XX-C
+XX“F Upper limit of temperaUtne
STERILE SO Sterilized with ethylene oxide

Consultinstructions for use at this website
Date of manufacture

Manufacturer

bl J1

Use by

Authorized representative in the European cotn-
munity

REF Reorder number

EC | REP

1 Helix electrode surface area: 3.6
2 Tip to ring spacing; 9 mm

3 Ring electrode surface area: 16.9 mm”*
) N Serial number
A Anchoring sleeve
5 Lead length: 59 cm, 69 cm, 74 cm
6 IS-1 Bl connector LEb' ‘I Lead length

Edish 1L
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Table 2. Explanes!lonof symbols on package labeling (continued) Table 2. Explanation of symbols on package labeling (continued)
Symbol Explanation Symbol Explanation
open here MR Conditional
Package contents SureScan logo
SureScan

Product documentation ) ) A
10 Medtronic disclaimer of warranty

For complete disclaimer of warranty information, see the

Accessories accompanying disclaimer of warranty document.

Inner diameter 11 Service
Medtronic employs highly trained representatives and engineers
located throughout the world to serve you and. upon request, to

Outer diameter provide training to qualified hospital personnel in the use of

Medtronic products. Medtronic also maintains a professional staff

to provide technical consultation to product users. For more

information, contactyour local Medtronic representative, orcall or
write Medtronic at the appropriate telephone number or address
listed on the back cover.

elok

Lead

-
[

Transvenous ventricular lead
Transvenous atrial lead

Pace

Sense

Steroid eluting

O ! Non-retractable screw-in

Non-retractable screw-in. Steroid eluting BDP

— 1 Lead introducer with guide wire
Catheter

Catheter deirvered

12 English
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1 Descripcion del dispositivo

El cable intravenoso. implantable, bipolar, auricuiar/ventricular.
con dilucion de esteroides, implantado por medio de un cateter.
con fijacidn a rosea no retractil SelectSecure MRI SureScan
Modelo 3630 de Medtronic est" disenado para la estimulacibny
deieccidn en la auricula o en el ventriculo.

Se ha probado el cable para utilizarse en el entorno de imagenes
por resonancia magnetica (MRI). Las longitudes de cable
siguientes son compatibles con MRI en determinadas
condiciones: 59cm, 69 cm y 74 cm. Otras longitudes de cable no
son compatibles con MRI.

El cable tiene un elecirodo helicoidal no retractil de aleacion de
platino recubierta de nitruro de titanio para su fijacion active en el
endocardio, la cual se realize girando el cuerpo delcable hacia la
derecha. Los cables de fijacion active son especialmente
beneficiosos paralos pacientes con uncorazon poco trabeculado
o hipertrdfico en el que el desplazamiento del cable puede
suponer un problems.

El cable tambien posee un segundo electrodo de mayortamaho
de aleacion de platino recubierta de nitruro de titanio proximal al
electrodo de puntay un conector IS-1' bipolar (Bl). El cable
contiene conductores de aleacion de niquel MP35N. un
aislamiento interior de silicons y un aislamiento exterior de
poliuretano.

La punta distal contiene un maximo de 100,0 pg de dipropionato
de beclometasona. Al exponertos a los liquidos corporates, los
esteroides se diluyen desde la punta del cable. Se sabe que los
esteroides suprimen la respuesta inflamatoria que se cree que
causa elevaciones del umbral asociadas habitualmente a los
electrodes de estimulacibn implantados.

EN-€S"R.'RU
50243M14

Nota: Para implantar el cable Modelo 3630 se necesrta un
sistema de implantacibn compatible coto, por ejemplo. un
sistema de implantacibn de Medtronic. Un sistema de
implantacibn compatible incluye un cateter guia y una vdivula
introductora que peimite el paso o ta extraccibn atravbs de un
conectorIS-1. Pbngase en contacto con el representante local de
Medtronic si desea mbs informacibn sobre los sistemas de
implantacibn compatibles.

1.1 Sistema SureScan de Medtronic

Se neceslta un sistema SureScan complete para utilizarlo
en el entorno MRI. Un sistema de estimulacibn SureScan
complete consta de un dispositivo SureScan de Medtronic
con el nijmero apropiado de cables SureScan de Medtronic.
Cualquier otra combinadbn puede suponer un peligro para
el paciente durante una exploracibn MRI.

Elcable Modelo 3830 forma parte del sistema SureScan de
Medtronic. El sistema SureScan incluye un dispositivo SureScan
de Medtronic conectado a cables SureScan de Medtronic. En el
etiguetado de los componentes del sistema SureScan aparecen
el logotipo de SureScany el simbolo de Compatible con MRI en
condiciones especificas.

Logotipo de SureScan

Simbolo compatible con MRI en determinadas condl-
ciones. El sistema SureScan de Medtronic es compa-
tible con MR1 en condiciones espeoficas y esta dise-
nado para permitirque los pacientes con undispositivo
imptantado se sometan auna exploracibn MRIbajo las
condiciones de uso de MRI especificadas.

La funcibn MRI SureScan posibilita un mode de funcionsuniento
en el que un paciente con un dispositivo SureScan pueda ser
explorado por un sistema de resonancia magnetica mientras su
dispositive continiia proporcionando la estimulacibn adecuada.
Cuando lafuncibn MRI SureScan esta activada. se deshabilita la
deteccibn de arritmias, el modo iman y todos los diagnbsticos
definidos por el usuario. Antes de realizar una exploracibn
MRI, consulte el manual tecnico de MRI del sistema
SureScan para obtener informacibn importante sobre los
procedimientos, asi' coTo las advertencias y medidas
preventivas especificas de MRI.

1.2 Contenido del envase

El cable y los accesorios se suministran estentes. Cada envase
contiene el siguiente material:

* 1 cable con manguito de fijacion

« 1lelevadorde vena

« Documentacibn del producto

' IS-1 Bl hace re#terenctaa una normaintemacional de conectoies (ISO 5841-") por la cual se garantiza que los gencrarJoresde impulses y los cables con osta

designacibn dispongan de una interconexibn mecanica basica.

U967462AQ29 A Medtronic Confidential
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1.3 Descripcion de los accesorios

Deseche lodos los accesorios de un solo uso de acuerdo con los
requisites medioambientales locales.

Manguito de fijacton » El manguito de fijacion evita que el cable
se mueva y protege el aislarniento del cable y los conductores
ante posibles danos causados por suturas apretadas.

Elevador de vena - El elevador de vena facilita la insercidn del
cateter o del introductor en un vaso.

2 Indicaciones de uso

Elcable Modeio 3830 se utilize cuando estin indicados sistemas
implantables de estimulacion monocameral o bicameral auricular
0 ventricular. El cable Modeio 3830 esta disenado para la
estimulacion y deteccion en la auricula o en el ventriculo.

3 Contraindicaciones

Los cables intravenosos implantables con fijacion a rosea de
Medtronic estan contraindicados en los siguientes casos:

« Eluso de cables intravenosos ventriculares esta
contraindicado en pacientes con enfermedad de la valvula
tricCispide.

« Eluso de cables intravenosos ventriculares esta
contraindicado en pacientes portadores de una valvula
tricuspide mecdnica.

« Los cables intravenosos de dilucion de esteroides est*n
contraindicados en pacientes en los que pueda existir
contraindicacion para una dosis unica de 100,0 pg de
dipropionato de beclometasona.

4 Advertencias y medidas preventivas

Se necesita un sistema complete SureScan para utilizario
en elentorno MRI. Antes de realizar una expioracion MRI,
consulte el manual tecnico de SureScan para ver las
advertencias y medidas preventivas especificas de MRI.
Note: En el manual que se induye con el dispositivo o en el sitio
web de la Biblioteca de manuales de Medtronic
(www.medtronic.com manuals) se proporcionan advertencias y
medidas preventivas de procedimientos medicos que son
aplicables al sistema impiantado de Medtronic.

Inspeccion del envase esteril - Inspeccione detenidamente el
envase esteril antes de abrirto.

« Siel precinto o el envase estan danados, pongase en

contacto con el representante local de Medtronic.

* No almacene este producto atemperatures superiores a

40'C(104'F).

* No utilice el producto pasada la fecha de caducidad.
Esterilizacion - Medtronic ha esterilizado el contenido del
envase con oxido de etileno antes de su envio. Este cable es de
un solo uso y no se debe volver a esterilizar.

14 Espanol

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

Equipo hospitalario necesario - Oebera mantenerse cerca un
equipo de desflbrilacibn externa preparado para su usoinmediato
durante las pruebas del sistema de cables agudosy el
procedirnlento de implantacibn, y siempre que exista la
posibilidad de que se produzcan arrhmias, ya sean espontaneas
0 inducidas intencionalmente. durante las pruebas posteriores a
la implantacibn.

Equipo alimentado por lared electrica y mediante pitas- Un
cable impiantado forma una via de corriente directa al miocardio.
Durante laimplantacibn del cabley las pruebas, utilice solamente
equipos alimentados mediante pilas o equipos conectados a
tomas de corriente espedficamente disenados para este fin con
el objeto de proteger al paciente ante la fibrilacibn que pudieran
provocar las corrientes altemas. El equipo alimentado por la red
electrica que se utilice cerca del paciente debera estar
adecuadamente conectado atierra. Las clavijas del conector del
cable deber”n estar aisladas de cualquier fuga de corriente que
pudiera surgir del equipo alimentado por la red electrica.

Dispositivos concurrentes - Los impulsos de salida, en
especial los procedentes de dispositivos monopolares, pueden
afectar de forma negativa a las funciones de deteccion del
dispositivo. Siun paciente necesita otro sistema de estimulacidn,
permanents o temporal, deje espacio suficiente entre los cables
de los dos sistemas para evitar interterencias en las funciones de
deteccion de los dispositivos. Generalmente deben explantarse
los generadores de impulsos y los desfibniadores automdticos
previamente implantados.

Uso de esteroides - No se hadeterminado siias advertencias.
medidas preventivas o complicaciones que se suelen asociarcon
la administracibn porinyeccion de dipropionato de
beclometasona son de aplicacibn al utilizar este cable de
liberacibn controladay localmente restringida.

Embarazo - Se hademostrado que el dipropionato de
beclometasona (BDP) administrado en dosis equivalentes a la
dosis humana puede tener efectos teratbgenos en muchas
especies. No existen estudios adecuados y correctamente
comparados con mujeres en periodo de gestacibn. Se debe
considerar la utilizacibn de BDP durante la gestacibn solo si el
beneficio potencial justified los posibles riesgos para el feto. Los
estudios realizados con ratones, ratasy conejos handemostrado
que los adrenocorticoides aumentan la incidencia de fisura
palatina, insuficiencia placentariay aborto espontaneo, ademas
de disminuir el indice de crecimiento intrauterine.

Madres lactantes - Loscorticoesteroides administrados por via
sistemica estan presentes enla leche maternay podrian inhibirel
crecimiento. interferir en la produccibn de corticoesteroides
endbgenos o causar otros efectos perjudiciales en nines
lactantes. Debido a la posibilidad de que se produzcan
reacciones adversas graves a los corticoesteroides en nines
lactantes. debe decidirse si se interrumpe la lactancia o se utiliza
un cable sin dilucibn de esteroides, considerando la importancia
del cable y del farmaco para la madre.

Composed. 2016-12-02 04:16:07
XSL-Styl»sheet C 24-MAY-2016

M967462A029 A Medtronc Confidenliaf

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



toanginsDuctions: doc «163256
Caegory Leads single pkg.
9ze. 7.125x 8 In (181 x 203 mm)

Manipulacion de la punta con esteroides - Evite que

disminuya la cantidad de esteroides disponible antes de la

implantacion del cable. Lareduccton de la cantidad de esteroides

disponible puede afectar al rendimiento de umbral bajo.

« No permrta que la superficie del electrodo entre en contacto
con contaminantes de la superficie.

« Enelmomento de laimplantacion, no moje el electrodo nilo
sumerja en ningiin iiquido, a excepcion de sangre.

Manipulacion del cable - Elcable deberd manipularse con
precaucidn en todo momento.

« Sieicable e$1ii danado. no lo implante. Devuelva el cable al
representante de Medtronic.

* Nointente enderezarnirealinearla hélice. si estd deformada.
Devuelva el cable al representante de Medtronic.

* Proteja eicable de los materiales que desprenden pequertas
particulas tales coto pelusa o polvo. Los aislantes delcable
atraen tales sustancias.

* Maneje el cable con guantes quirurgicos esteriles que se
hayan enjuagado con agua esteril o una sustancia
equivalente.

« Nodoble, luerza ni estire en exceso el cable.

* No ejerza presidn sobre la helice.

*« Nosumerja el cable en aceite de parafina o de silicona ni en
ningOin otro liquido, con excepcion de la sangre. en el
momento de la implantacibn,

* No utilice instrumentos quirurgicos para sujetar el cable.

* No fuerce el cable si encuentra resistencia durante su
avance.

* Mantenga la h”lice dentro del cateter guia del sistema de
implantacion al pasar a traves de la vdivula tricCispide para
evitar que se dane la béllce. la valvula o eltejido endocardico.

Lesion vascular y tisular- Coloque el cable con cuidado.

« Considerela posibilidad de colocarelcable en una ubicacion
que no sea el apex del ventriculo derecho si existen motives
paracreer que la pared es inusualmente fina en dicha
ubicacion.

e Parareduciral minimo la posibilidad de perforacidny
diseccion. evite las zonas infartadas o delgadas conocidas
de la pared ventricular.

« Evitetraumatismos agudos en el endocardio. incluida una
posible perforacidn. por una torsidn o presidn de la punta
excesivas. Los traumatismos agudos en el endocardio
pueden causar valores de impedancia o de umbral
temporalmente altos.

Reposicionamiento cronico o extraccion - Sidebe extraer o
cambiar de posicidn un cable, proceda con extreme cuidado.
Quiza no pueda realizarse el reposicionamiento cronico o la
extraccidn de cables intravenosos con fijacidn a rosea si la helice
se deforma o enredacoTo resultado de la manipulacion del
cable. En la mayoria de los casos. es preferible dejar en su lugar
los cables que no se utilizan. Devuelvatodos los cables extraidos
0 no utilizados o las secciones de cables a Medtronic para su
analisis.

* Observe la helice mediante fluoroscopia o radiografia antes
de intentar cambiar de posicidn el cable para determiner si la

Ef'ESSR'RU
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formade la helice estaintacta. Si la helice parece deformada.
no se recomienda su extraccidn, ya que puede resuftardificil.

« Laextraccidn del cable puede provocar la avulsion del
endocardio. una valvula o una vena.

« Pueden separarselasconexiones delcable, dejando la punta
del cable y el hHo desnudo en el corazdn o en la vena.

» Elreposicionamiento crdnico de un cable puede afectar de
forma adverse al funcionamiento de umbral bajo del cable
para esteroides.

* Loscables abandonados deben taparse para evitar que
transmitan senates electricas.

* Encaso de cables que se hayan roto. selle el extreme del
cable restante y suture el cuerpo del cable a los tejidos
adyacentes.

Extraccion del cable cronico y el sistema de estimulacion
SureScan - Cuando implante un sistema de estimulacion
SureScan, antes de hacerlo tenga en cuenta los riesgos
asoctados a laretirada de los cables previamente impiantados.
Los cables abandonados o los cables con etiquetas distintas de
SureScan impiantados previamente pueden poner en peligro la
capacidad para escanear con seguridad el sistema de
estimulacion SureScan durante las exploraciones MRI.

Diagnostico porresonancia magnetics (MRI)-Laresonancia
magnetica es un tipo de formacidn de imagenes medicas que
utilize campos magneticos paraobtenerimagenes del interior del
cuerpo. Si se cumpten determinados criterios y se siguen las
advertencias y medidas preventivas de Medtronic, los pacientes
con disposrtivos y sistemas de cables compatibles con MRI en
condiciones especificas pueden someterse aexploraciones MRI.
Sideseaobtener mas informacibn, consuKe ei manual tbcnico de
MRI SureScan que Medtronic facilita para dispositivos
compatibles con MRI en condiciones especificas.

Tratamiento de diatermla (incluidos los ultrasonidos
terapeuticos) - La diatermia es un tratamiento que implies el
calentamiento terapbutico de los tejidos corporales, Entre los
tratamientos de diatermia se incluyen altafrecuencia. onda corta,
microondas y ultrasonidos terapeuticos. A excepcion de los
ultrasonidos terapeuticos, no realice ningCin tipo de tratamiento
de diatermia en pacientes con un dispositive cardiaco
implantado. Los tratamientos de diatermia pueden producir
lesiones graves o darios permanentes en el dispositive y el
sistema de cables impiantados. Los ultrasonidos terapeuticos
(comofisioterapia. ultrasonidosterapeuticos de gran intensidad y
ultrasonidos focalizados de gran intensidad) utilizan ultrasonidos
a potencias mas altas que los ultrasonidos de diagnostico para
generar calor o agitacion en ei cuerpo. Los ultrasonidos
terapeuticos son aceptables si el tratamiento se realiza con una
distancia de separacibn minima de 15 cm entre el aplicadory el
dispositivo y el sistema de cables impiantados. siempre que el
haz ultrasbnico no apunte hacia el dispositivo ni et sistema de
cables.
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5 Posibles complicaciones

Entre las posibles complicaciones relacionadas con la utilizacion
de cables intravenosos se incluyen, entre otras. las siguientes
condiciones relacionadas con el paciente que pueden productrse
cuando el cable se inserta o se cambia de posicion.

« Perforacion cardiaca
« Taponamiento cardiaco
« Fibrilaciony otras arritmias

¢ Rofura de la pared cardiaca o de la pared venosa

« Infeccion

« Estimulaclon muscular o nerviosa

* Roce pericArdico
« Neumotorax

« Tromboembolia o embolia gaseosa

« Trombosis

« Daiios en lavalvula (especialmenie en corazones fragiles)

Otras posibles complicaciones relacionadas con el cable y con
los parametros programados son, entre otras. las que se
enumeran en latabla que aparece a continuacidn: Entre los
sintomas de lascomplicaciones que se detallan acontinuacion se
incluyen la perdida de capturao la perdida continua o inieimitente

de capture o de detecc”6n”:

Complicacion
Despiazamiento del cable

Rotura del conductordel cable o
del electrodo rtelicoidal, o fallo del
alslamienlo

Elevacidn del umbral o bloqueo de
salida

Posible accion corrective
Cambiar la posicion del cable.

Sustituirel cable. En algunos
casos con un cable bipolar, se
puede pfogramar el disposrtivo
implantable en configuracidn
monopolar o monopolarizar el
cable.

Ajustar la salida del dispositive
implantable. Cambiar la posicion
del cable o sustltuido.

Las posibles complicaciones agudas/cronica asociadas a la
implantacion del cable que pueden hacernecesario su
reposicionamiento para corregirlas son. entre otras, las

siguientes:

Tecnica de implantacion

Introduccl6n forzada del cable a
traves del catetergula

Abordaje demasiado medialconel
cateter gu(a que pueda comprimir
el cable entre la clevicula y la pri-
mera costilla

Puncibn del periostio o del tendon
cuando se utiiiza un abordaje sub-
clavicular del catbter guia

Posible complicaciOn

Darios en ei electrode helicoidal o
en el aislamiento

Rotura de la bobina conductora:
danos en el aislamiento

Rotura de la bobina conductora;
danos en el aislamiento

6 Instrucciones de uso

Advertencia: Antes de implantarun sistema SureScan, tenga en
cuenta los riesgos asociados a la retirada de los cables
implantados previamente. Los cables abandonados o los cables
implantados previamente que no dispongan de la etiqueta
SureScan pueden poner en peligro la capacidad para explorar
con seguridad el sistema SureScan durante las exploraciones
MRI.

Nota: Para implantar el cable Modelo 3830 se necesita un
sistema de implantacion compatible coto, por ejempio. un
sistema de implantacion de Medtronic. Un sistema de
implantacion compatible incluye un cateter guiay una v*vula
introductora que permite el paso o la extraccion a travds de un
conector IS-1. Pongase en contacto con el representante local de
Medtronic si desea mas informacion sobre los sistemas de
implantacion compatibles.

La utilizacion de los procedimientos quirCirgicos y las tecnicas de
esterilizacion adecuados es responsabilidad del medico.
Determinadastecnicas de implantacion pueden variaren funcion
de las preferencias del medicoy de las condiciones anatomicas o
fisicas del paciente.

6.1 Preparacion del sistema de implantacion

Prepare el sistema de implantacion del cable segun las
instrucciones descritas en ladocumentacion adjunta del sistema
de implantacion.

6.2 Seleccidn del lugar de insercion

Precaucion: Cuando se utilice un abordaje subclavicular parala
insercidn, debe hacerse mas lateralmente parareduciral minimo
el riesgo de compresidn del cable entre la phmera costillay la
clavicula. La compresidn entre la primera costilla y la davicula
podrfa romper posteriormente el cuerpo del cable.

Precaucion: Ciertas malforniaciones anatdmicas. coto el
sindrome de salida tordcica, pueden provocar el pinzamientoy la
rotura subsiguiente del cuerpo del cable.

La unidad de cateter guia se puede insertar a traves de diversas
njtas venosas, entre las que se incluyen la vena cefalica derecha
oizquierda, otras ramas de la subclavia, o lavena yugularexterna
0 interna.

Seleccione un lugar de insercion. Consulte la Figura 1 para
conocer el lugar de insercibn recomendado.

~ Puede producirso una brovo pPrdidade capturao detecclonlransHoriairas laoporacibn quirurgicahasia quo seproduzcalaostabilizaoibndelcable. Si nose produce
la esiabiHzacion, os posible que cl cable se haya dcsplazado.
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Figure 1.

1 Lugardeinserciénrecomendado

6.3 Insercion del conjunto de cateter guia

La unidad de cateter guia puede insertarse utilizando el elevador
devenaque seincluye en elenvase delcable o elmetodo descrito
en la documenlacion del sistema de implantacion.

Launidad de cateter guia se puede inserter mediante venotomia
atraves de diversas rutas venosas, entre las que se incluyen la
vena cefrlica derecha o izquierda, otras ramas de la subclavia. o
lavenayugular externa o interna.

Para insertar la unidad de cateter guia utilizando el elevador de
vena:
1. Introduzca el extreme curvo del elevadoren la incision de la
vena (Figure 2).

Figura 2.

2. Empuje suavemente la punta de la unidad de caléler guia
por debajo del elevador hacia el interior de la vena.

Consulte ladocumentaclon del sistema de implantacion paraver
elmetodo recomendado parala Insercion de la unidad de catdter
guia.

6.4 Colocacion del cateter guia

Consulte ladocumentacion del sistema dc Implantacidn para ver
los detalles sobre la colocacion del cateterguia en laauncula o el
ventriculo derechos.

6.5 insercion del cable a traves del cateter guia

Advertencia: Silos cables se van a colocar en el ventriculo
derecho, mantenga la hellce dentro del cateter guia al pasar a
traves de la valvulatricuspide para evitar que se dafien la heiice,
lavalvula o el tejido endocardico.

M967462A029 A Medtronic Confidentiel

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

EN'ES'SR'RU
502*354)14

Precaucion: Sifuera necesario limpiar el cable antes de
insertarlo, evite que la helice se enganche enlagasay asegurese
de que el manguito de fijacion no se mueva de su posioion.

Inserts el cable atraves del cateter guia. Pase el cable atraves de
lavalvulaintroductora parareduciral minimo elflujo retrograde de
sangre.

Nota: Mantenga la helice dentro de la punta distal del cateter.

6.6 Colocacion del cable en el ventriculo

Advertencia; Parareduciralminimo la posibilidad de perforacidn
y diseccion, evite las zonas Infartadasodelgadas conocidas de la
pared ventricular.

Advertencia: Si existe algun motive para c"eer que la pared del
apexdelventriculo derecho del paclente esdemasiado fina, debe
conslderarse la posibilidad de utitizar otro lugar para la
implantacion del cable.

Advertencia: Unatorsion o una presion de la punta excesivas
pueden causar un traumatismo en el endocardio. incluso una
perforaclon. Los traumatismos agudos pueden causarvalores de
impedancia o de umbral temporalmente altos.

Para colocar el cable en el ventriculo;

1. Coloque lapuntadelcateterguiaen elventriculo. Consulte la
documentacidn del sistema de implantacidn para ver los
detalles sobre lacolocacidn del cateter guia en el ventriculo.

2. Cuando la punta distal del cateter guia este prbxima a la
posicion deseada para la colocacion del cable, haga
avanzarsuavemente el cable altiempo que hace retroceder
el cateter guia hasta que el electrode de anillo anodico se
encuentre aproximadamente 2*3 cm fuera de la abertura
distal del cateter guia.

3. Utiiice fluoroscopia para facilitar la colocacion precisa del
cable. Utiiice fluoroscopia (posicion lateral) para asegurarse
de que la punta no este en posicion retrograde ni alojada en
el seno coronario.

4. Gire el cuerpo del cable hacia la derecha para fijar la helice
en el endocardio. Se recomienda que la persona
responsable de la implantacion gire el cuerpo del cable
aproximadamente entre 3y 4 vueltas completas (360') para
que la helice quede totalmente fijada en el endocardio.
Nota: Utiiice la etiqueta del numero de serie del cable o el
manguito de fijacion para contar visualmente el numero de
vueltas bajo fluoroscopia.

La implantacion precisa del electrode es fundamental para
conseguirque laestimulacidny ladeteccion sean estables. Suele
lograrse una posicion satisfactoria cuando se siguen los
procedimientos indicados arriba.
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6.7 Colocacion del cable en la auricula

Advertencia: Una torsion o una presion de la punta excesivas
pueden causar un traumatismo en e! endocardio, induso una
perforacidn. Los traumatismos agudos pueden causar valores de
impedancia o de umbral temporalmente altos.

Para colocar el cable en la auricula;

1. Coloque la punta del cateter guia en la auricula. Consulte la
documentacidn del sistema de implantacion para ver los
detalles sobre la colocacion del cateter guia en la auricula.

2. Cuando la punta distal del cateter guia estd prdxima a la
posicidn deseada para ia colocacion del cable, empuje
suavemente el cable a traves del cateter guia hasta que el
mecanismo de fijacidn este fuera de la abertura distal del
cateter guia.

3. Utilice fluoroscopia para facilitar la colocacion precisa del
cable. Normaimente, una posicidn correcta del cable es
aquella en la que la punta del cable esta situada contra el
endocardio auricular en el apex de la orejuela o cerca de el.
Bajo fluoroscopia (proyeccidn anteroposterior), la punta del
cable se dirigira medialmente y hacia delante en la auricula
izquierda. Suele lograrse una posicidn satisfactoria con una
localizacidn anterior, medial o lateral de la punta.

4. Gire el cuerpo del cable hacia la derecha para fijar la helice
en el endocardio. Se recomienda que la persona
responsable de la implantacidn gire el cuerpo del cable
aproximadamente entre 4y 5 vueltas completes (360*) para
que la helice quede totalmente ftjada en el endocardio.
Nota: Utilice la etiqueta del numero de serie del cable o el
manguito de fijacidn para contar visualmente el numero de
vueltas bajo fluoroscopia.

Sila colocacion es correcta, se veracoTo la punta del cable
oscila de lado alado con cada contraccidn de la auricula (bajo
fluoroscopia anteroposterior). En ausencia de actividad auricular
espontanea, se puede provocar el movimiento estimulando la
auncula con el cable.

6.8 Comprobacion de tafijacion del electrodo
helicoidal

Compruebe la fijacidn del electrodo helicoidai:
1. Compruebe lafijacidn mediante latecnica correcta segun el
cable este fijado en el ventriculo o en la auncula;

a. Para un cable ventricular; Tire suavemente del cable
hacia airas y observe si hay resistencia para verificar la
fijacidn. Sila helice esta correctamente fijada,
permanecerd en posicidn. Siia helice no esta bien fijada,
la punta del cable entrard en la auncula derecha o puede
quedar suelta.

b. Para un cable auricular: Tire suavemente del cable
hacia atras y observe si hay resistencia para verificar la
fijacidn. Utilice fluoroscopia frontal para comprobar si
hay movimientos laterales de “vaiven’ en la punta de la
auricula, que reflejan las contracciones auriculares 'y
ventriculares. Si el movimiento de la punta del cable
parece aleatorio, puede existir una fijacidn escasa.
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2. Despuds de confirmar lafijacidn de la helice, debe dejarse
cierla laxitud del cable en la auricula o el ventriculo para
evitar el desplazamiento de ta punta. Se supone que existo
una laxitud suficiente si, mediante fluoroscopia, se observe
que un cable auricular adopta una forma de “L’'y un cable
ventricular adopta una forma de "S" durante una inspiracidn
profunda. Evite una laxitud excesiva.ya que ello puede hacer
que el bucle del cable auricular descienda hasta ia
proximidad de la valvula tricuspide.

3. Realice mediciones electricas paracomprobar lacolocacion
y fijacidn satisfactorias del electrodo. Consulte Seccidn 6.9,

4. Si es necesario cambiar de posicidn o extraer un cable,
proceda con cuidado. Consulte Seccidn 6.10.

6.9 Mediciones electricas

Para realizar mediciones electricas;

1. Saque el cateterguia de lacamara en la que este situado el
cable de manera que el cateter guia no interfiera en las
mediciones eldctricas.

2. Conecte las pinzas de un cable quirurgico a la clavija y al
anillo de conexidn del cable.

3. Utilice un instrumento de apoyo at implante para realizar las
mediciones electricas. Medtronic recomienda usar un
analizador de sistema de estimulacion. Para obtener
informacidn sobre el uso del instrumento de apoyo ai
implante, consulte ladocumentacidn queseadjuntacon ese
dispositive.

Unos umbraies de estimulacion bajos y una deteccidn
adecuada de la ampittud de las seriales intracardiacas
indican que el cable esta colocado correctamente.

¢ Unumbral de estimulacion bajo proporciona un margen
de seguridad deseable, to que permite un posible
aumento de los umbraies que puede producirse dentro
de los 2 meses posteriores a la implantacidn.

*« Unas amplitudes de deteccidn adecuadas aseguran
que el cable esta detectando adecuadamente seriales
cardiacas intrinsecas. Los requisitos mimmos de la
serial dependen de las funciones de deteccidn del
dispositive implantable. Las amplitudes aceptablesde la
serial aguda del cable deberdn ser superiores a las
funciones minimas de deteccidn del dispositive,
incluyendo un margen de seguridad adecuado para
considerar la estabiiidad del cable.

Tabla 1. Mediciones recomendadas durante la implantacidn

Medieion necesaria Ventricuto Auricula
Umbraies maximos de esti- 10V 1,5V
mulacion aguda* 3.0mA 4,5mA
Amplitudes minimas de 5.0 mv 2.0mv

deteccidn aguda

‘Paraun valor de duraddn del impulso de 0,5 ms.
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4. Silas mediciones eldctncas no se estabiiizan en unos
niveles aceptables, puede ser necesario reposicionar el
cable y repetir el procedimiento de prueba. Consulte
"Reposicionamiento o extraccibn del cable™.

Nota: Las mediciones electricas iniciales pueden ser
distintas de las recomendadas debido a un trauma celular
agudo. Cuando esto ocurra, espere entre 5y 15 minutos y
repitael procedimiento de prueba. Los valores pueden variar
enfuncion deltipo de cable, de los ajustes deldispositive, del
estado del tejido cardiaco y de interacciones
medicamentosas.

6.9.1 Comprobacion de la estimulacion diatragmatica

La estimulacion diatragmbtica debe comprobarse estimulando a
10 V y observando bajo fluoroscopia si el diafragma se contrae
con cada impulse de estimulacion. En caso de que se produzca
estimulacion del diafragma, reduzca el vottaje hasta que se
determine el umbral de estimulacion diafragmatica. Si el umbral
diatragmbtico es inferior a la salida de estimulacion programada
necesaria. vuelva a colocar el cable. Consulte
mReposicionamiento o extraccion del cable”.

6.9.2 Realizacion de mediciones de la impedancia de
estimulacion (resistencia)

La impedancia de estimulacion (o resistencia) se utilize para
evaluar el funcionamiento del dispositive y la integridad de los
cables durante el seguimiento habitual de los pacientes con
dispositivos, asi coTo para contribuira resolver supuestos
problemas de los cables. Otros procedimientos paralaresolucion
de problemas son el analisis del ECG. la inspoccidn visual, la
medicion de umbrales y las caracteristicas del electrograma.

Los valores de laintpedancia de estimulacion resultan afectados
por diversos factores, entre los que se incluyen la posicion del
cable, el tamabo del electrodo, el diseho y la integridad del
conductory el equilibrio electrolitico del paciente. La impedancia
de estimulacibn aparente tambien resuita afectada de forma
significativa por la tecnica de medicion. Se debe comparer la
impedancia de estimulacion utilizando mbtodos de medicion y
equipos equivalentes.

Una impedancia superior o inferior a los valores normales no es
necesariamente una indicacion concluyente de fallo del cable.
Tambibn hay que considerar otras causas. Antes de establecerun
diagnostico definitivo hay que valorar el cuadro clinico en su
totalidad. El cuadro clinico complete incluye el lamano de los
artefactos de estimulacibn y los cambios morfologicos en los
ECG de 12 derivaciones anaibgicas, la estimulacion muscular
con cables bipolares, los problemas de deteccion o de captura, la
sintomatologia del paciente y las caracteristicas del dispositive.

Las recomendaciones para la monitorizacidn y la evaluacion

clinicas de los cables en terminos de caracteristicas de
impedancia se relacionan a continuacion.
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Para dispositivos implantables con lectura telemetrica de la
impedancia:

« Compruebe y registre con regularidad los valores de
impedancia durante la implantacion y el seguimiento
utilizando ajustes de salida equivalentes.

Nota: Losvaloresde impedancia pueden variarenfundon de
los ajustes de salida programables {p. ej., duracidn o amplitud
delimpulse) del dispositive implantable o del analizador de

sistemas de estimulacion.

« Determine el valor de impedancia cronica basal una vez que
la impedancia se haya estabitizado, lo cuat suele ocurrir
durante los 6 a 12 meses posteriores a la implantacion.

* Controls los cambios de impedancia signrficativos y los
valores anomalos.

* Sise producen anomalies en la impedancia, monitorice de
cerca al paciente por si hubiese indicaciones de problemas
de estimulaciony deteccion. Paramedirlaimpedanciatendra
que utilizarlos mismos ajustes de salida que se usaron en las
mediciones iniciales.

« En los pacientes de alto riesgo, coTo los enfermos que
dependen de un dispositive implantable, es posible que los
m ~icos deseen considerar la posibilidad de emprender
otras accionescoTto pueden seraumentarlafrecuenciade la
monitorizacion, realizar maniobras provocadoras o someter
al paciente a monitorizacion ambulatoria del ECG.

Para dispositivos implantables sin telemetn‘a:

* Registre el valorde laimpedancia durante la implantacion.
Registre tambien el dispositive de medicion, sus valores de
salida y el procedimiento utilizado.

+ Silaimpedancia medida por el analizador de sistemas de
estimulacion no es normal en el momento de sustituir el
dispositive, debera evaluarse detenidamente la integridad
del cable (incluidos los umbrales y el aspecto fi'sico) y el
estado del paciente antes de decidir volver a utilizar el cable.

« impedancias inferiores a los 250 O podrian provocar un
consume excesivo de corriente en la bateria, lo cual puede
poner en grave peligro la vida titil del dispositivo,
independientemente de la integridad del cable.

Para obtener mas informacidn sobre las mediciones eldctricas,
consults ladocumentacion del producto que acomparia al
dispositivo de prueba.

6.10 Reposicionamiento o extraccion del cable

Advertencia: La extraccion del cable puede provocar la avulsion
de! endocardio. unavalvula o una vena. Ademas, las uniones del
cable pueden separarse dejando la hdlice o una parte del cable
en el corazon o lavena. En la mayoriade los casos, es preferible
dejar en su lugar los cables que no se utilizan. El
reposicionamiento del cable tras su implantacion puede inftuir
negativamente en el rendimiento de umbral bajo del cable con
esteroides.
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Precaucion: Sidetermine que es necesario reposidonar e) Figura 3.
cable, tenga en cuenta que la helice puede deformarse o
engancharse coTo consecuencia de la manipuladon del cable.
Observe la helice mediante fluoroscopia o radiografia antes de
intentar cambiar de posidon el cable para determinar sila forma
de la helice esta Intacta. Si la helice parece deformada, no se
recomienda su extraccibn, ya que puede resultar dificil.
1 Lengiieta
Para cambiar la posicion del cable o sustituirlo:

1. Gire elcuerpo del cable hacia la izquierda para extraer la Figura 4.
helice del lugar de implantacion si esta esta Intacta
aparentemente y es necesario un cambio de posicion.
Nota: Elnumero de vueltas hacia la izquierda necesario para
extraer la helice del lugar de implantacion antes de tirar de
ella puede ser mayor que el necesario para su fijacidn.
Nota: Sila helice continua fijada en el endocardio, de mas
vueltas al cuerpo del cable en lugar de tirar de el.

2. Debecontinuarse girando el cable hacialaizquierdadurante
el proceso de reposicionamientoy extraccion parareducirla
posibilidad de lesionar el tejido cardiovascular.

3. Repila el procedimiento de implantacion ventricular o
auricular y de verificacion de lafijacidn del electrode
helicotdal. Utilice el cateter guia para cambiar el cable de Figura 54
posicidn.

Fije el cable utilizando las 3 ranuras;
1. Coloque el manguito de fijacidn contra la vena o cerca de
efia.
2. Asegure el manguito de fijacidn al cueipo del cable atando
una sutura fuerte en cada unade las 3 ranuras (Figura 5).

6.11 Extraccion del cateter guia del cable

Unavez que el cable estd en la posicidn final, extraiga el cateter
guia del mismo antes del cierre quirurgico. Si desea conocer mas
detalles, consults ladocumentacidn del sistema de implantacion.

Repita las mediciones eldctricas; consuHe la Seccidn 6.9. 3. Utilice al menos una sutura adicional en una de las ranuras
6.12 Fijacidn del cable para a§egurarel manguito de fijacidn y elcuerpo del cable a
la fascia.
Precaucion; Fije el cable con cuidado. 6.13 Conexion del cable
« Utilice un manguito de fijacidn con todos los cables.
* No utilice suturas absorbibles para sujetar el cable. Conecte el cable al dispositivo implantable siguiendo las
< No apriete excesivamente las suturas de modo que daden la instrucciones del manual de dicho dispositivo.
vena, el cable o el manguito de fijacidn.
« No utilice las lenguetas del manguito de fijacidn para la sutura Conexion del cable al dispositivo.
(Figura 3). 1. Realice las mediciones electricas finales.
* No ate las suturas directamente al cuerpo del cable 2. Inserte el conector del cable en el bloque de conexion del
(Figura 4). dispositivo. Paraobtener instrucciones sobre las conexiones
*« No desplace la punta del cable. conectas del cable, consults ladocumentacidn del producto
« No trate de extraer ni de cortar el manguito de fijacidn. que se suministra con el dispositivo.

* No quite las lenguetas de los manguitos de fijacidn. Las X . .
lenguetas sirven para reducir al minimo la posibilidad de que 6.14 Colocaciort del dispositivo y los cables en la
el manguito entre en la vena. bolsa

« Nopermitsel pasodel manguito de fijacidn al cateter guia o al

sistema venoso. Precaucion: Coloque el dispositivo y los cables en la bolsa

con cuidado.
* Asegiirese de que el cable o cables no sobresalgan del
dispositivo formando un angulo agudo.
* No sujete los cables ni el dispositivo con instrumentos
quirurgicos.
*« Noenrollsloscables (Figura 6). Alenrollarlos. puedetorcerse
etcuerpo del cable y provocar su desplazamiento.
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Figura 6.

Precaucion: Para evitar un retorcimiento no deseado del cuerpo
del cable, envuelva sin tensidn la parte sobrante del cable bajo el
dispositivo y coloque ambos en la bolsa subcutanea.

Coloque el dispositivo y los cables en ta bolsa;
1. Gire el dispositivo para enrollar sintension la parte sobrante
del cable debajo de 61 (Figura 7).

Figura 7.

2. Introduzca cl dispositivo y los cables en la bolsa.
3. Suture la bolsa para cerrada.

6.15 Evaluacion posterior a la implantacion

Despues de laimplantacion, vigile el electrocardiograma del
paciente hastaque se produzca el aHa hospitataria. Si el cable se
desplaza. esto suele ocurrir poco despues de la implantacion.

Entre las recomendaciones para comprobar la colocacion
correcta del cable se incluyen radiografias y mediciones del
umbral de estimulacion y deteccion.

Encaso de fallecimiento del paciente, explante todos los cables 'y
dispositivos implantados y devuelvalos a Medtronic junto con un
intorme de datos del product®© cumplimentado. Sitiene preguntas
sobre coto manipular el producto, pongase en contacto con el
mimero de telefono correspondiente que aparece en la
contraportada.

7 Descripcion detalfada del dispositivo

7.1 Especificaciones (nominales)

Parametro Modelo 3830

Tipo Bipolar

Camara AuriculaA/entriculo
FijaciOn A rosea no ratractil
Longitud 59cm, 69 cm. 74 cm
Conector is-1 B!

Material Conductores: MP35N

U9£7i62A029 A Medtronic Confidential
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Parametro
Clavija de cone-
xnn:
Anilk) del conec-
tor:
Aislante interne:
Aislante extemo:
Matenal del Helice;
electrode
Anillo’
Superficie del Helice:
electrode
Anillo:
SeparactOn
entre la punta
y el aniUo
Diametro del
cuerpo del
cable
Tamarto del
cateterde
mtroduccidn
Longitud de la
bellce
(expuesia)
Resistencia Monopolar:
Bipolar:
Esteroide

Cantidad de esteroide

Modelo 3530

Acero inoxidable
Acero inoxidable

SiPcona'ETFE
Poliuretano

AleaciOndeplatinbrecubtertade
nitruro de titanio

Aleaciondepiatinorecubiertade
nitruro de titanio

3.6 mm»

16.9 mm~”

9,0 mm

1.4 mm {4,1 Fr)

3,0 mm (9,0 Fr)

1.8 mm

29+60 (69 cm)
99 +22 1M (69 cm)
Dipmpionato de beclometasona

100,0 pg max.
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7.2 Esquema de las especlficaciones (nominales)

Figura 8.

1 Superficie del electrodo helicoidal: 3,6

2 Separacidn entre la punta y el anillo: 9 mm
3 Superficie del electrodo de anillo: 16,9

4 Manguito de tijacion

5 Longitud del cable: 59 cm. 69 cm. 74 cm
6Conector IS-1 Bt

22 Espanol
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8 Simbolo de conformidad CE

ElsiguientesimbolodeconformidadCEseaplicaalcable Modelo
3830.

Ce0123

2003

9 Expiicacion de los simboios en ei etiquetado
del envase

Consuite las etiquelas del envase para comprobar que simboios
se utilizan con este producto.

Tabla 2. Explicacibn de los simboios que aparecen en la etiqueta
del envase

Simbolo Expticecldn
Conformité Entopéenne (Conformidad Europea).
Este simbolo indica que el dispositivo cumple
totalmente las leyes vigentes de la Union Euro-
pea.

No usar si el envase esta danado

No reutilizar
£X4C
+XX' F Limite superior de la temperature
| STERILE | 601 Esteriiizado mediante oxido de etiteno

Consultar las instrucciones de uso en esta pagina

aS web

Fechade fabricacion

i J Fabricante

No utillzar despues de

Represenlante autorizado en la CJomunidad Euro-
pea

EC REP

REF Numero de pedido
SN Niimero de serie
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Tabla 2. Explicacion de los simbolos que aparecen en la etiqueta Tabla 2. Explicacion de los simbolos que aparecen en la etiqueta
del envase (continuacion) del envase (continuacion)

Sfmbolo Expiicacion Simbolo Explicacion

— lead! Longitud del cable

Catbter colocado

Abriraqui
Compatible con MRI bajo determiriadas condicio-

MR' nes

Contenido del envase
Logotipo de SureScan

. SuivSean
Oocumentacion del producto

10 Renuncia de responsabilldad de Medtronic

Accesorios
Para obtener informacidn completa acerca de la renuncia de
responscibitidad. consulte el documento de renuncia de
Di*metro interne responsabilldad adjunto.

11 Servicio tecnico
Didnietit) exteiior
Medtronic cuenta en su plantilla con representantes y tecnicos
muy cualificados en todo el mundo para prestar servicio a sus
Cable cliontes e impart©, bajo soheitud. formacibn sobre el uso de los
productos de Medtronic al personal hospitalario cualificado.
Ademas. Medtmnic dispone de un equipo profesional para
Cable intravenoso ventricular brindar asesoramiento thcnico a los usuarios de los productos.
Para obtener mas informacibn, pbngase en contact© con el
representante local de Medtronic, o bien llame o escriba a
Cable intravenoso auricular Medtronic al nCimero de telefono o la direccibn adecuados que
figuran en la contraportada.

Estimulacibn

Deteccibn

Con dilucibn de esteroides

A rosea, no retrdctil

| A rosea, no retr’ctil. con dilucibn de esteroides
(BDP)
| Introductor del cable cun guia
rr
CatOter
Espanol 23
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1 OnucaHue ycTpolicTBa

BuUnonsapHblii UMNNaHTUpyeMmblii npeacepaHO-Xenya04KkoBbI i
TpaHCBEHO3HbIl anekTpoy SelectSecure MRI SureScan
mogenu 3830 komnaHun Medtronic, Bblgenstowmuii ctepong,
AocTaB/sieMblii N0 NPOBOAHUKY, C HEBBUHYMBAEMbIM KOHTAKTOM
C aKTUBHOW (hnkcauuei npegHasHayeH Ans CTUMYISALUN U
CEHCUWHra B Npeacepanu Unu xenypouke.

OnekTpo npowesn UCNbiTaHWE HA UCNONb30BaHWe Npu
MarHWTHO-pe3oHaHcHo Tomorpacgun (MPT). Lns anekTpoaos
cnepywwWwen AnNuHbl fonyckaeTcsa BbinofiHeHWe MPT ¢
cobnAeHneM onpeaeneHHblX ycnosuii: 59 cm, 69 cm n 74 cm.
[lnsa 3nekTpofoB APYroi ANWHbLI BbiNONHEHWE MPT He
ponyckaeTcs.

JneKkTpos UMeeT HEBBMHUYMBAEMbI i BUHTOBOW KOHTAKT,
BbINO/THEHHbI/ N3 N1ATUHOBOTO CNaBa C NOKPbITUEM U3
HUTpUAa TUTaHa, NnpeAHa3HauvYeHHblii 415 aKTUBHON dhukcauun B
3HAOoKapae NyTem Bpal,eHWs Kopnyca 31eKkTpoha no 4acoBoi
cTpenke. 3NeKTpoabl C aKkTUBHON hukcayneint 0Co6eHHO
noAXxoAsAT ANA NALMEeHTOB € rnafkoil unv runepTpoupoBaHHoO
cepAeyHoil MblWwLeld, Nnpegpacnonararlein K cMeLeHnto
anekTpoaa.

Kpome Toro, anekTpof uMeeT BTOPOWA, 60N1bLINIA KOHTAKT,
BbIMO/THEHHBI N3 NNATUHOBOTO CN1aBa C NOKPbITUEM U3
HUTpUAATNTaHa. PACMOJIOXKEHHbI/i NPOKCMMaNbHO OT KOHL,EBOT0
KOHTaKTa, a Takxe 6unonspHblii (Bl) koHHekTop IS-1J B
371€eKTpo/ie NPUMEHEeHbl MPOBOAHWNKN N3 HUKENEBOTO

cnnasa MP35N, BHYTpeHHAA U301ALUA N3 CUJIMKOHA U BHELWHASA
M30M15ILMS N3 NonnypeTaHa.

EN,€S-Sa'RU
502435-014

[AvcTanbHbli KOHYNK COAEPXUT He 6onee 100,0 ua
avnponuoHaTta 6eknoMeTa’aoHa. Mpu KOHTaKTe C XUAKOCTAMMU
Tenactepoup BblgenseTcs N3 KOHYMKa anekTpoga. Ctepong
nojaBnsieT BOCNaNUTe NbHYO peakyuto, kotopas, kak
cunTaeTcsa, NPUBOAMUT K NOBbIWEHUIO NOpPOra CTUMYNALUN, YTO
4acTo NPOUCXOAUT C UMNNAHTUPOBAHHBIMU 31€KTpoAaMU ANS
3M1eKTPOKApPANOCTUMYNALUN.

Mpumeuvanune: Ana nmnnantaumm moaenun 3830 TpebyeTcsa
coBMecTUMas cumcTema 4OCTaBKM, Takaa Kak cuctemMa A0CTaBKu
Kkopnopauun Medtronic. CoBMmecTumMas cuctema J0CTaBKK
BK/llOUaeT NPOBOAHMNKOBbI KaTeTep W knanaH UHTpoablocepa,
KoTopble o6ecneynBaloT NpoBeAeHUe N yjaneHue yepes
KOHHEKTOpP IS-1. 415 NONyYeHUA AONONTHUTENbHOW MHOpMayum
0 COBMECTUMBIX CUCTeMax f0CTaBku o6paTutech B
pernoHanbHoe nNpefcTaBMTeNbLCTBO Kopnopauun Medtronic.

1.1 CucTtema SureScan kopnopauun Medtronic

Mpu MP nccnepoBaHuax tpebyetca ncnonb3oBaHue
nonHoit cuctembl SureScan. MNonHas cucrtema
3NleHTpoKapAanocTumMynsaummn SureScan BknwyaeT
ycTpoicTBo SureScan komnaHuu Medtronic c
COOTBETCTBYWOLUWMNUM KOSTMYECTBOM 3/1eKTPOAOB SureScan
komnaHun Medtronic. to6aa apyras kKom6uHayuns mMoxet
6bITb ONACHOW ANA nayneHTa BOo Bpems MPT
cKaHUpoBaHUSA.

OnekTpog moaenu 3830 aBnsaeTcsa YyacTblo cucTeMbl SureScan
KomnaHuu Mecftronic. Cuctema SureScan cocTouT n3
ycTpoiictBa SureScan komnaHuu Medtronic, coe fUHEHHOTO C
anekTpogamu SureScan komnaHun Medtronic. Ha mapkuposke
KOMMOHEHTOB CUCTEMbI 3/1eKrpoKkapanocTuMynsumm SureScan
oTob6paxaeTcsa norotun SureScan n cumaon "MPT BbINOMHATbL C
cob6nofeHnemM onpegeneHHbIX yCoBuii».

Norotun SureScan

CumBon «MPT BbINONHATL € cobnofeHnem onpeje-
NIeHHbIX ycnoBuii». Cuctema Medtronic SureScan
SABNAETCA CUCTEMOi1, ANs KoTopoii MPT MOXHO
BbINO/THATHLC CO6/1I0JeHNEeM OnpeeNeHHbIX YyC0BWiA;
OHa No3BONAET NauveHTaMm ¢ UMnaaHTaTamm npoxo-
anTe MPT npu co6nogeHnn cneymanbHbIX YCI0Buii
no nposegexunio MPT.

dyHKkunMAa MPT SureScan o6ecneynBaeT pexum paboThl,
KOTOPbIV NO3BONAET NaLMeHTy C yCTpoiicTBOM SureScan
6e3onacHo NpoiTu Tomorpaduio ¢ nomowbio annaparta MPT, B
TO BpeMs Kak yCTpoiicTBO 6yAeT Npojo/XaTb BbINO/HATH
Heob6xoaumyto cTumynsauuio. Korga dpyHkuna MRI SureScan
BK/lOYEHa, OHa Bblk/lovaeT AeTeKLUIo apuTMun, pexmnm
MarHuTa u BCce 3ajjaHHble nNosib3oBaTenem PyHKLUN
AvardHocTuku. NMepepd BoinonHeHneMm MPT 03HakoMbTecCh C
cojgepxawumMmmnuca B TeXHU4eckom pykosogctee no MPT

' IS-1 B! 03HauaeT cOOTBETCTBUE TPe6OBAHNAM MeX/AYHapoAHOro c-ranaalnakoHH$HTopoB (ISO 5841-3), o6ecneunBsaioLLLero MOXaHU40CKyl0COBMBCTUMOCTLIKC

1 3N1eKTPOA0B, UMEIOLLMX 3TO 0603HaUeHNe.

24 HapyccHOM AA3bIHE
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cucTembl SureScan BaXHblMU CBeJEeHUAMN O npouegypax
M oTHOCcAWMXcAa K MPT npegocTepexXeHusax u mepax
npefoCTOPOXHOCTH.

1.2 CoaepXXuMmoe ynakoBKu

ON1EeKTPOA U NPUHALMNEXHOCTH NOCTABASIOTCA CTEPUIbHBIMU. B
KaX Aol ynakoBke COAepXxaTtcsi CeAyllne KOMNOHEHTbI:

e 13neKkTpopa c hukcupytow et MmydToi

* 1 KPOYOK ANS BEHbI

« [lokymeHTauusa no npogykTy

1.3 OnncaHvie NpuHaa/exXHocTeln

YTnnusupyiite Bce ofHOpa3oBble NPUHAANEXHOCTHU B
COOTBETCTBUM C TPEGOBAHNAMU HALNOHANBHOIO
3aKoHOAaTeNnbCTBA N0 OKpyXatuei cpeae.

dukcupywana mydrta - dukcupytouwan mydra npegoxpaHaeT
3/1eKTPO/J OT CMel|eHNs U 3awnujaeT U30AALUI0 N MPOBOAHUKN
3/1eKTpoJa OT NOBPEXAEHMNSA, BbI3BAHHOIO TYro 3aTAHYTbIMM
wBeamu.

Kptouok 4nsi BeHbl ~ Kplouok 4ns BeHbl 06neryaeT BBegeHune
KateTepa Wan MHTpoAblocepa B cocys,

2 lNMoka3aHUs K NPUMEHEHUIO

Anektpog moaenu 3830 MoXeT 6bITb UCNOMB30BAH B CAy4Yasnx,
Korga nokasaHa uMnaaHTauma npeicepaHbiX v Kenyao4KoBblX
cuctem OHO' 1 AByXKAMEPHON CTUMYNSALUN. DnekTpos
mogenun 3830 npefHa3HavyeH AN CTUMYNALUN U CEHCUHTA B
npegcepann Nan xenypouke.

3 lMpoTuBONOKasaHus

Huxe npepcTaBieHbl NPOTUBONOKA3aHWA 419 UCNONb30BaHNA
UMNNAHTUPYEMbIX TDAHCBEHO3HbIX 3/1EKTPOJ0B C aKTUBHOM
dukcaumneit kopnopaumn Medtronic.

* Mcnonb3oBaHue Xenyao0UYKoBblX TPAHCBEHO3HbIX
3/1eKTPO0B NPOTUBONOKA3AHO NayneHTam ¢ e ekTom
TPUKyCNUAANBLHOTO KNanaHa.

* lMcnonb3oBaHue XenyJ04KoBbIX TDAHCBEHO3HbIX
371eKTPO0B NPOTUBONOKA3AHO NayMeHTam ¢
MeXxaHWYeCckUM TPUKYCNUAanbHbIM KnanaHoM.

* lWcnonb3oBaHue BbiAenstolllix cTepouna TPaHCBEHO3HbIX
3N1eKTPOoAO0B NPOTMBONOKA3aHO NaLueHTam, KOTOpbIM
MOXeT 6bITb NPOTUBONOKa3aHa OAHOKpaTHaA f03a
avnponuoHaTta 6eknomeTtasona 100,0 ug.

4 [NpepocTepexxeHnsa n mepbl
npeaocTopoXXHOCTHU

Mpn MPT ckaHnpoBaHumn TpebyeTcsa ncnonb3oBaHne
nonHoi cuctembl SureScan. Mepepg BoinonHeHnem MPT

06paTMTECh K TEXHUYECKOMY PYHOBOACTBY CUCTEMbl
SureScan. B KOTOPOM CO4EPXUTCS MHPOPMALUs O
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cBfA3aHHbIX ¢ MPT npegynpexjeHnsax n mepax
npeAoCTOPOXHOCTH.

MpumevaHue. MNpegocTepexeHns U Mepbl NPeJOCTOPOXHOCTH
KacaTesibHO MeULUHCKUX NpoLeayp, OTHOCALLUXCA K
MMNNaHTUPOBAHHOW cucTeme Kopnopauun Medtronic,
npejocTaB/eHbl B PyKOBO/JCTBE, KOTOPOe ynakoBaHo C
YyCTPONCTBOM WK HaxoanTca Ha Beb-calite c 6ubnoOTEKON
pyKkoBOACTB Koprnopauun Medtronic
{www.medtronic.com/manuals).

OCMOTp CTEPUNIbHON yNnakoBKW - BHUMATENbHO OCMOTpUTE
CTEpPU/IbHYIO YyNakKoBKY Nepes OTKPbITUEM.

* Ecnn HapyweHa nnomb6a unum ynakoska umeeTt
noepexaeHus, obpatutech B pernoHasbHoe
npeacTaBuTeNbCTBO Kopnopauun Medtronic.

* He xpaHuTe 3TOT NPOAYKT Npu Temnepartype
Bblwe40"C (104*F).

* He ucnonb3yiiTe AaHHbI NPOAYKT NOC/NE OKOHYAHNA CpoKa
rogHocCTH.

Crtepununsauyuna - MNepeg noctaBkoil npoAykTa cneynanuncTbl
Komnauuu Medtronic cTepunnsoBanun cofepxumoe ynakosku
3TUNEHOKCUAOM. DTOT 3N1EKTPO/ ABMAETCA OAHOPA30BbLIM U He
npejHasHaueH 415 NOBTOPHOW cTepuansaumu.

OpfgHopa3oBOe NPpUMeHeHUe JDNeKTpoA U NPUHALTEXHOCTKN
npeAHasHayeHbl TONbKO A1 OHOPA30BOr0 NPUMEHEHUS.

Heo6xogumoe meanunHckoe o6opypoBaHue - Bo Bpems
npoBepKN CUCTEMbI 3/1EKTPOJa BOCTPOI hase, npu npoBeaeHnn
npouefypbl UMNAAHTALUN UK B CAyYanX, Korga BO3MOXHO
nossneHne apuTmMuit, Nn60 B cnyvasnx, kKorga oHu
npefgHamMepeHHO MHAYLUPYIOTCA BO BpEMS
NnocTUMNNAHTALNOHHON NPOBEPKU, AePXUTE HATOTOBE BHELIHUIA
aecdunbpunnaTop.

dnekTpoobopyAoBaHWe C NUTaHWEM OT ceTu U OT 6aTapeil -
MMnnaHTUpoBaHHbIi 3/1eKTPo 06pasyeT NpAMoOi nNyTb
NPOXOX/JEeHNA TOHA K MnokapAy. Bo Bpema umnnaHTayum n
NpoBepKN 3NeKTpoAa UCNonb3yiite o6opyaoBaHue, nutaHue
KOTOpOro ocyuiecTBaseTcs OT 6aTapeun, Uu cneynanbHoO
paspaboTaHHOe 415 3TON Lenn o6opyfoBaHue C NMTaHuem ot
ceTu, 4yTo6bl UMETb 3alUTY OT MUGPUNNALNIA, KOTOpPbIE MOTYT
6bITb BbI3BAHbI NePeEMEHHbIM TOKOM. O60py0BaHue C NTUTaHNEM
0T CeTn, MCnonb3yemoe B HeNnocpeACTBEHHOW 61mM3ocTh OT
nayueHTa, A0NXHO 6biTb COOTBETCTBYOLW UM 06pasom
3a3eMneHo. KoHTakTHas 4acTb 31ekTpoja A0/kHa 6biTh
1n30aupoBaHa 0T 1106bIX 6/1yXAa0 W UX TOKOB, KOTOPbIE MOTYT
BO3HUKHYTb NPV NCMONb30BaHUM 060pPy0BAHNA C NUTaHUEM OT
ceTu.

CoBMecTHO pab6oTatume yctpoiictea - BbixogHble
MMMYNbCbl, 0CO6GEHHO OT MOHOMOJISIPHbIX YCTPONCTB, MOTYT
He61aronpuATHO NOBAUATL HA CMOCOGHOCTL ycTpoiicTBa
BbIMONHATL feTekynto. Ecnm nauneHTy TpebyeTcs oTaenbHoe
YyCTPOWCTBO A4NS 3N1€KIPOKaApANOCTUMYNALUN, NOCTOAHHOE UK
BpeMeHHOe, o6ecneybTe 4OCTATOYHOE PACCTOSIHNE MeXAY
3N1eKTpofaMmn pa3HbiX CUCTEM, 4TOOLI n3bexartb
BO3HUKHOBEHUSA NOMEX U HE yXYALWNTbL CNOCOGHOCTb ycTpoiicTBa
BbINONHATL fleTekynto. PaHee nmMnnaHTupoBaHHble 3KC n
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MMNNaHTUPyeMble KapanoBepTepbl-4enbpunnsTopsl cneayet
LEeVMNNaHTUPOoBaTh.

Mcnonb3oBaHne ctepounos - He onpegeneHo, kakune uns
npepocTepexeHnin, Mep NpeAoCTOPOXHOCTU NN OCOXHEHWN,
06bIYHO CBSI3aHHbIe C BBEAEHNEM AnNponnoHaTa
6eknomMeTasoHa, NPUMeEHUMbI 18 3TOr0 B 3HAYUTENbHOW
CTeneHU N0KaNN30BaHHOIO 3/1EKTPOa C KOHTPOMPYEMbIM
BbICBOGOX/JEHNEM.

BepemMeHHOCTb - Bbl/I0 BbIAB/IEHO, YTO AUNponuoHaTt
6eknomeTasoHa (BDP) oka3biBaeT TepaToreHHoe geiicteue y
MHOTUX BUOB XWBOTHbIX B 103aX, 3KBUBANEHTHbIX A03aM,
npUMeHsieMblM y YenioBeka. MiccnenoBaHus ¢ 6epemMeHHbIMU
XeHWwmnHamn He nposoagunnuce. Micnonssosanne BDP Bo Bpemsa
6epeMeHHOCTN AONYCTUMO TONIbKO B Ciyyae, ecnun
noTeHunanbHas nosb3a onpaBAbiBaeT BO3IMOXHbIV puck gna
nnopga. iccnefoBaHus Ha Mblllax, Kpblcax U Kponmkax
nokasanu, 4To aApeHOKOPTUKOUAHbLIA cTepous ysenmunsaet
pUCK pasBuTUA y nnoga "Bonybeil nactu”, ysennuymsaet
BEPOATHOCTb NNaLEeHTapHOW HEAOCTATOYHOCTK, BblKMAbILIA, &
TakKXe MOXeT cTaTb NPUUYNHON 3a4ePXKN BHYTPUYTPOGHOTO
pas3BuTus nnoga.

XeHWmnHbl, kKopMmAuw e rpyabio - Ecnv npumeHsaTts
KOpTUKOCTEPOUJ cUCTeMaTUYeckn, oH nonagaeT B MO1OKO
MaTepn U MOXeT CTaTb NPUYMHON 3aepXKN pocTa rpyAHbIX
feTell, NOBNNATL Ha 9HJ0TeHHYI0 BbIpaboTKy KOpTUKkocTeponaa
WAV NpUBECTW K APYrum HebnaronpuaTHeIM adhhektam y
TPYAHbIX AeTeli. Mcxo4a U3 TAXeCcTU BO3MOXHbIX
He6naronpuATHbLIX peakuuin y rpyaHbiX geTeid, NpuUnHOWA
KOTOPbIX MOXET cTaTb NPUMEHeHNe KopTukocTepounja
KOPMALWMUMUN MaTepaMU, a Takxxe NpUHUMas BO BHUMaHNe
HEo6X04NMOCTb NPUMEHEHNA 3/1€KTPOAa U 1eKapPCTBEHHOTO
npenaparta gna maTtepu, Heo6xoAMMo NM60 NpekpaTuTh
KOpMeHue rpyabio, TM60 NPUMEHATb 3N1eKTpoj,
HeBblAenswLWnii ctepons.

O6paljeHne co CTepouHbIM KOHYNKOM - Mepegq

UMnnaHTauneil anekTpoja He JonyckaiTe yMeHblleHUa

KOoNM4yecTBa AOCTYNHOTO cTeponAa. YMeHbleHne JOCTYNHOro

KoNnnyecTBa cTeponja MoxeT He61aronpusATHO NOBAUATL Ha

3P eKTUBHOCTb PaboThl 3N1eKTpoAa C HU3ZKUMU 3HAYEHUAMMN

nopora cTUMynsLUK.

* HeponyckaiiTe cCONpUKOCHOBEHUS NOBEPXHOCTU KOHTaKTa C
3arpA3HUTENAMMN NOBEPXHOCTU.

*« Bo BpemMsA uMnnaHTauum He NnpoTupaiiTe n He norpyxanTe
KOHTaKT B XUAKOCTb, 3 UCK/IIOYEHNEM KPOBU.

O6pauweHne c anekTpogom - C anekTpoaoM crneayeT Bcerga
o6paliaTtbCa 0OCTOPOXHO.

* He mmnnaHTMpyiiTe NoBpexXAeHHbIN anekTpos. BepHute
3/1eKTpof NpeAcTaBuTesio komnaHum Medtronic.

« EC/IM BUHTOBOMN KOHTAKT A€POPMUPOBAH, HE NbITARTECH €T0
BbINPAMUTbL NN BbIPOBHATL. BEpHUTE 3/1€KTPOA
npeacTaBuTeNo KoMmnaHuu Medtronic.

« MpepgoxpaHsaiiTe 31eKTPOA OT MaTEpPUanos, C KOTOPbIX
OCbINATCA MEKUE YacTULbl, HANPUMEp BOMOKHA U Mbiflb.
N30nsuus anekTpoha NpUTAITNBaeT 3TH YacTuLbl.

26 HapyccHou a3blike

* Pa6oTaiiTe ¢ 31€KTPOAOM B CTEPUNbHBIX XUPYPIrUuecKknx
nepyaTtkax, NPOMbITbIX B CTEPUIbHO BOAe UK
aHanorMyHoM cpefcTBe.

* He cnepyet upe3mepHo u3rnbartb, NnepekpyymBatb Unm
pacTaruBaTb 31eKTpos.

* HecnepyeT okasbiBaTb flaB/leHNe Ha BUHTOBOW KOHTAKT.

+ Bo Bpems uMnnaHTauuu He gonyckaiiTe KOHTakTa
3M1€eKTpoja c MUHEepPasibHbIM Mac/10M, CUTNKOHOBbIM Mac/ioM
nnu No6oin fpyroin XMAKOCTbIO, 3@ UCKTIOHEHNEM KPOBU.

m He nonb3yiiTecb XUPYypruieckumMm MHCTpyMeHTaMu Ans
3axBaTa 3/lekTpoAa.

e [lpu BO3HUKHOBEHWUW CONPOTUBAEHNA NPU BBEAEHUN
3nekTpoja He npuknagbiBanTe ycunuii.

* BowusbexaHne NoBpexAeHUA BUHTOBOTrO KOHTaKTa,
knanaHa u/ unu TkaHei aHgOKapaa Nnpy NPOXoXAeHUn
yepes TpuUKycnuaanbHbI knanaH pacnonaraiTe BUHTOBOM
KOHTaKT B NPOBOAHNKOBOM KaTteTepe cCMCTeMe JOCTaBKU.

MoBpexaeHna cocyfoB U TKaHel - Mpyu NO3NLMOHUPOBAHUN
anekTpopa cobntofaite 0CTOPOXHOCTb.

* Ecnu nmetoTcs OCHOBAHMA nosaratb, YTO CTEHKA BEPXYLIKK
npaBoro Xesayjouka nayneHTa CUIbHO NCTOHYEHA, cieayeT
paccmMoTpeTh Apyryto o61acTb ANA pa3Mel,eHuns
3feKkTpoja, NOMUMO BEPXYLUKA NPaBOro XenyAouka.

¢ YT06bl MUHNUMU3NPOBATL BEPOATHOCTbL Nepdopaynn un
pacceyeHuns, nsberaiite o6nacTen CTeHKN xenypoyka ¢
YCTaHOB/IEHHbIM UH(APKTOM WU UCTOHUYEHUEM.

e UT06bl HE AONYCTUTL OCTPYIO TPABMy 3HAOKapaa, Bkaodas
BO3MOXHY0 nepdopauuto, nsberaite ypesmepHoro
BpaleHna u / nnu gaBneHus koHuuka. Octpas Tpasma
3HAOKapAa MoOXeT NPUBECTUN K BPEMEHHOMY MOBbILEHNIO
MmneaaHca Uan NOPOroBbIX 3HAYEHMIA.

Penosuuusa unu nseneyeHne XpoHMYECKOro afiekTpoja -
Ecnun Heo6Xx04MMO N3BNEYb 3/1€KTPOJ UM NepeMecTuTb ero,
BbIMOMHANTE 3Ty Npoueaypy kpaliHe 0OCTOPOXHO. I3MeHeHune
NONOXEHWNS NN N3B/IEYEHNE XPOHNYECKUX TPAHCBEHO3HbIX
3N1eKTPOL0B C aKTUBHON huKkcaumneih MoXeT okasaTbcsa
HEBO3MOXHbIM, MNOCKO/IbKY BUHTOBO KOHTAKT MOXeT
fAedopmupoBatbca U/ Unn 3acTpATb B pe3ynbTate MaHUNynaumnii
C 31eKTPOAOM. B 60NbWMUHCTBE KNUHNYECKUX cUuTyaLmnit
LenecoobpasHo oCTaBNATbL Hepaboune 3NeKTPoAbl Ha MecTe.
Bce M3BNEYEeHHble U HEUCNOb30BAHHbIE 3N1E€KTPOAbI NN UX
cerMeHThl BO3BpaliaiiTe N8 N3yYeHNs B Kopnopawuuto
Medtronic.

« [lepef NonbITKON NepeMecTUTb BUHTOBOW KOHTAKT U3yunte
€ro C MOMOL,bi0 PEHTITEHOCKONUMN UK peHTreHorpadum,
4TO6bI Y6EeANTLCA, UTO OH He gedopmupoBaH. Ecnu
BMHTOBOW KOHTAKT UMeeT NPU3HAKN NOBPEeXeHUs, ero
yAaneHne MoxeT 6biTb 3aTPY/JHEHO, MO3TOMY He
pekoMeHpyeTcs.

e M3BneyeHune-anekTpojga MOXeT NPUBECTU K OTPbIBY
JHfokapfga, knanaHa uin BeHsl.

* OnekTpoj MOXeT pa3beWHUTLCSH B MECTE COEAUHEHUS,
0CTaB/As KOHUMNK 371€KTPOAa NN O6HAXKEHHbI MPOBOAHMK
B CepALe nnm BeHe.
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« Peno3unuuna XpoHMYECKOro asiekTpoja MoxeT
He6naronpuATHO NOBANATL HA 3D (PEKTUBHOCTL PAGOThI
CTEPON/JHOro 3/1eKTPOAA C HU3KUMU 3HAYEHUAMMN nopora
CTUMYNAUNN.

* [ns npepgoTBpalieHUs nepefayn 31eKTPUUYECKUX CUTHANOB
Heucnosib3yemMble 3/1eKTPOAbl crefyeT 3akpbl Tb KOTMAYKOM.

+ [epMeTUYHO 3aKpoiiTe OCTaBLIYOCSA YacTb OTCOEJNHEHHOTO
3neKkTpofa v nojLweiTe ero KOPNyc KOKPYXat WM TKaHAM.

YpaneHue xpoHUUYECKOro anekTpoga n cuctema
snekrpokapguoctumynauyuu SureScan - Mepepg
umnnaHTaumei cuctemMbl anekrpokapAmocTuMynaynm SureScan
YyUnTbiBaiTE PUCKU, CBA3AHHbIE C U3B/IEYEHNEM paHee
MMNAaHTUPOBAaHHbIX 31eKTpof0B. OcTaBNeHHble Hepaboune
371eKTPO/Abl AN paHee UMNNAHTUPOBaHHbIE 31€KTPO/bI, He
umerlLme MapknpoBkn SureScan, MOryT NOBAUATL Ha
BO3MOXHOCTb 6e30nacHoro MPT ckaHWpoOBaHWA CUCTEM
3aflekrpokapanocTumynaumnm SureScan.

MarHutHo-pe3oHaHcHas Tomorpadua (MPT) - MPT — ato
BUA MeANLUHCKOW BU3yannsauum, npu KOTOpPoi Ucnonb3yTcs
MarHuTHble NOMS ANA CO34aHUA N306PaXeHUn BHYTPEHHUX
CTPYKTYp opraHuama. Mpu BbINOSIHEHUN ONpPeAeneHHbIX
KpUTepues u cnejoBaHNN NpejOCTEPEXEHNAM U Mepam
npejocTOPOXHOCTU, YyCTAHOBMIEHHbIMW KOpnopauunei
Medtronic, naunmeHTbl C yCTPOWCTBOM M CUCTEMOI 3/1€KTPOAOB,
Aonyckawuwmumn BeinonHeHne MPT ¢ co6noaeHnem
onpeaesieHHbIX YC0BUA, MOTYT NPOXOAUTL Npoueaypy
MPT-ckaHupoBaHua. 418 NONYyYEeHUA 4ONONTHUTENbHBIX
cBefleHnli CM. TeXHUYeckoe pykoBoACTBO no SureScan.
npegoctasnsemoe kopnopauueit Medtronic gna yctpoiictsea,
Aonyckarwluiero BbinofiHeHne MPT ¢ cobnwogeHvem
onpeaesieHHbIX YCNOBWIA.

OvaTtepmus (Bknw4yaa ynbTpasBykoBYl Tepanui) -
AvaTtepmna — 3T0O MeTO/, /IeYeHUs C UCnosb3oBaHnem
TepaneBTWYECKOTO HarpeeBaHus TkaHell Tena. ilnatepmun
BK/IIOYAET BbICOKOYACTOTHYO, KOPOTKOBOJTHOBYHO,
MUWKPOBOJ/THOBYIO U yNIbTPa3BYKOBYI0 Tepanuio. He ucnonesyiite
AnaTepMuio, 3a UCKNKUYEHNEeM yNbTpa3ByKoBOI Tepanuu, Ha
nauneHTax ¢ KapAnonornyeckumu yctpoicteamu. jnatepmus
MOXEeT NPUBECTU K TSXEeN0N TpaBMe WK BbIXOAY U3 CTPOS
MMNAaHTUPOBAHHOTO YCTPOICTBA N CUCTEMbI 3/1IEKTPO/AOB.
YnbTpassykoBas Tepanusa (Bkao4an usnotepanuio,
yNbTpa3ByKOBYIO TEPANUNIO BblCOKOW MHTEHCUBHOCTU 1
cthokycupoBaHHOe ybTpa3ByKOBOE U3/lyYEHWE BbICOKOIA
MHTEHCUBHOCTM — 3TO UCMNO/Ib30BaHNe ynbTpasByka c 6osee
BbICOKO 9Heprueit, 4em Npu ynbTpa3ByKoBOW JuarHocTuke, Ans
npuBHeCEHUA Tenna nnm Bo3byxaeHnsa B Teno. YnbTpasBykoBas
Tepanusa gonyctuma, ecsim nevyeHne BbINOMHAGTCA C
pasfenawwmnm pacctosHnuem He meHee 15 cm mexay
annnKaTtopoM U UMNIAHTUPOBAHHbBIM YCTPOWCTBOM U CUCTEMOIA
3/1eKTPOA0B, @ yNbTPa3ByKOBOI y4 Hanpas/ieH oTycTpolicTBa n
CUCTEeMbl 3/1eKTPO/I0B.

5 BO03MOXHble 0CNOXHEHUSA

K YMC/Yy BO3MOXHbIX OC/TOKHEHUIN, CBSA3AHHbIX C
MCMNONb30BaHNEM TPAHCBEHO3HbIX 3/1€KTPOL0B, OTHOCATCSH
crefywlmne cocTosHUS, pasBnBalLLecs nocne BBejeHus
1/ Unu penosnynoHNpoBaHNa 3ekTpoaa (CNNCOK He

ncuepnbiBaoWwmin.

« MMepdopauns cepaua
« TawmnoHapga cepgua

e hubpunnauma wnu gpyrue Tunol aputMunii
* PaspbiB cepaeyvHoil AN BEHO3HOI CTEHKMN

« WHdekyunsa

e CTUMYNALUSA MblLWL UK HEPBOB

« LUWym TpeHus nepukapga
*« [lHeBMOTOpakKc

« Tpom6oTuueckas Uiv Bo3fywHas am6onus

« Tpomb603

*« MoepexpaeHune knanaHa (oco6eHHO B cepgle ¢
HEAO0CTATOYHO Pa3BUTbIMU @aHATOMUYECKUMU CTPYKTYypamu)

Apyrne BO3MOXHbl€ OCMIOXHEHUS, CBA3AHHbIE C 3/IEKTPOJOM U
3anporpaMMupoOBaHHbLIMU NapaMeTpaMu, BKaYa T
OCNIOXHEHUSA, NpUBeEHHbIe B TabnuLe HUXe (NMepeyeHb He
ucyepnbiBatowmnin). CAMNTOMbI MPUBEAEHHbBIX HUXE BO3MOXHbIX
OC/IOXHEHWIH BKAOYAKT NpekpaljeHne 3axsarta 6o
npepbIBUCTOE WAM NOCTOSIHHOE NpekpalieHne 3axsarta uim

CeHcuHra;*

OcnoxHeHune

CwmeleHne anekTpoga

OGpbIB NPOBOAHMKA 3/1EKTPOAA
WU BUHTOBOTO KOHTaKTa Uaun
HapyLleHue n3onaumum

MoBbIWeHne nopora CTUMYNALUN
unu 6n1okaga Ha Bbixoae

PekomeHAyeMble AeACTBUA

M3meHnTe nonoxeHue anek-
Tpoda

3ameHuTe anekTpon. MHoraa npu
1cnonb3oBaHnn 6MNONSPHOro
3/1eKTpojia uMnnaHTupyemoe
YCTPOIACTBO MOXET 6bITb 3aNpo-
rpaMmMUpoBaHO Ha paboTy B MOHO-
NOJIAPHOM peXumMe Un 3NeKTPos
MOXeT 6bITb Npeo6pa3oBaH B
MOHOMNONAPUBIA.

HacTpoliTe BbIXxofHble napa-
MEeTpbl UMNIaHTUPyemMOoro
ycTpoiicTBa. 3ameHuUTe Unu nepe-
MecTUTE 3NEKTPOA

B0O3MOXHble OC/IOXHEHUS 0CTPOro / XPOHWYECKOTo XapakTepa,
06yCNOBNEHHbIE UMNNAHTALMUeR 3N1eKTpoAa, NPU KOTOPbIX
MOXeT noTpe6oBaThbCS ero 3amMeHa, BKA4YaloT cneayoumne
COCTOSAHNA (NepeyeHb He ucuepnbiBa L)

~KpaTkoBpO14eHHCe NpekpalleHne 3axBaTa uim CeHCUHra MOXeT NPCXK30/TI BCKOpe Noc/e XMPYpruieckoro BMeLlaTenibeTaea 4o cTabuamnsaumum
(PYHKLMOHMPOBAHUS 3N1EKTPOAA. [PUUMHOI OTCYTCTBUS CTABUIM3ALMM MOXET BbITh CMELLEHNE 3N1eKTPOAA.
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TexHuka nmnnaHTaynm 303MOXHOE OCNOXHEHMUE

MpoBepeHue anekTpoda yepes
NPOBOAHMKOBLI KaTeTep ¢ ycu-
nmem

I'Iospe)«qerme BWHTOBOTO KOH-
TakTa u/ nnn nsonauun

YpesmepHo MeAnanbHoe BBefe-
HWe C NPOBOAHMKOBbLIM KaTeTe-
poM, NPUBOAALLEE K 3alyeMEeHNI0
MEeXAy Knwuyuyei n nepebim
pebpom

Pa3pbiB cnupanu NpoBOAHMKA,
noBpexpgeHne n3onayun

MpoKon HAZKOCTHULbL N/ unn
CYXOXUNNA NP NOAKNIOYNYHOM
BBEAEHUN NPOBOAHWNKOBOTO KaTe-
Tepa

PaspbiB cnupanu npoBoAHMKA,
noBpexXpeHne u3onsumuu

6 YKaszaHusa rno NnpuMeHeHUto

Mpepynpexpaenune: Mepen umnnaHtayneit cuctemol SureScan
OLEeHUTe PUCKK, CBSA3AHHbIE C yAaNeHuem paHee
MMMNAHTUPOBAHHbIX 3/1eKTPOA0B. OCcTaBNeHHble Hepabouune
3/1eKTPOAbl UNN paHee UMNIAHTUPOBaHHbIE 3N1eKTPOAbI, HE
nMewume Mapkuposku SureScan, MoryT NoBANSATbL Ha
BO3MOXHOCTb 6e30nacHoro MPT ckaHMpoBaHUA cucTem
SureScan.

MpumevaHne: Ana umnnantauyun mogenun 3830 TpebyeTcsa
coBMecTUMas cuctTema A0oCcTaBKuW, Takas Kak cMctemMa JocTaBku
kopnopauun Medtronic. CoBmecTumas cuctema gocTaBkun
BK/IlOYA@eT NPOBOLHUKOBLIV KaTeTep v knanaH WHTpoablocepa,
KoTOpble o6ecneynBaloT NpoBefeHue nyaaneHne yepes
KOHHEeKTOp IS-1.4nA nony4yeHUa 4ONONHNTENbHON UHopmaLmmn
0COBMECTUMbIX CUCTEeMaXx J,0CTaBKM 06paTuTech B
pervoHanbHoe NnpeacTaBUTENbCTBO Kopnopauun Medtronic.

3anpaBuUIbHOCTb BbINO/THEHUSA XUPYPTMUYECKUX Npoueayp v
co6nofeHne NpaBua aHTUCENTUKN HECYT OTBETCTBEHHOCTb
MeaNUNHCKME pabOTHUKN. HEKOTOPble MeTOAbl MMNAaHTaLuu
MOTYT BUAOU3MEHSATLCS B 3@BUCUMOCTMN OT NpefnoYTeHni
Bpaya, aHaToMun4yecknx ocobeHHoCTell naumeHTa u ero
h13NY4eCKOro COCTOSIHUA.

6.1 lMNoarotoBka cucTemMbl OCTaBKU

MoAroToBbTEe CUCTEMY AOCTABKM ANS UMNIAHTALUMN 3/1€KTpOoa
COrNMacHO UHCTPYKLUMUAM, NPUBEAEHHbIM B CONPOBOAUTENBHOM
[OKyMEHTau1n CUCTEMbl JOCTaBKM.

6.2 BbIGOp MecTa BBeAeHUs

BHumaHue! MNpu ncnonb3oBaHun A5 BBEAEHUNA
NOAKMIOYMYHOTO JOCTyNa MECTO BBEAEHNA [O/IKHO HAX0ANTbCA
Kak MOXHO 60onee natepasibHO, YTO6bI MUHUMNU3NPOBATbL PUCK
3alleMIeHNs 3N1eKTPoAa MeX Ay NepBbiM pe6pom 1 knunlei.
3aliemneHne anekTpoa Mexay nepBbiM pe6bpom u knuunuei
MOXeT NPUBECTU K Mocnefylolwemy pa3pbiBy kopnyca
anekTpoa.

BHumaHue! HekoTopble aHATOMUYECKME OTK/IOHEHUSA,
HanpuMep KOMNPEeCCUOHHbI CUHAPOM BepXHeli anepTypbl
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rPYAHOW KNEeTKN, MOTyT CNOCOGCTBOBAThL 3aleMIEeHU0 1
nocnegywuemy o6pbiBy Kopnyca 3/fekTpoja.

MpoBOAHUKOBLI KaTeTep B COG0OpPHE MOXET GbiTb BBEJEH Yepes
pasnnyHble BEHO3Hble A0CTYMbl, B TOM YNC/ie Yepes npasylo uu
NeByio NOAKOXHYI naTepanbHyl BEHY PyKW, 4pyrne BeTBU
MOAKNIOUUYHOI BEHbl NGO Yepe3 HaPYXHYI UIN BHYTPEHHIO 0
APEMHYI0 BEHY.

BbiGepuTe mecTo BBeAeHUsA. PekoMeHyemMoe MecTo BBeeHNs
cMm. Ha Puc. 1.

PucyHoxk 1.

1 PeHomeungyemoe MecTo BBeJeHud

6.3 BBejgeHMe NpoBOAHMKOBOIO KaTteTepa B cbope

MpoBOAHMKOBbIN KaTeTep B C60pHE MOXHO BBECTU C MOMOLYbIO
KPHOYKa 415 BEHbl M3 YNAKOBKU 3/1€KTPOAA NN METOAO0M,
OMMUCAaHHbLIM B JOKYMEHTALUN NO CUCTEME JOCTABKM.

MpoBOoAHUKOBLIV KaTeTep B c60pke MOXeT 6bN-b BBEAEH
nocpeAcTBOM BEHOTOMUM Yepe3 HEeCKOIbKO BEHO3HbIX
[lOCTYNOB, BTOM YMC/ie Yepe3 NpaBylo UM NEeBY0 NOAKOXHYIO
natepanbHylo BEHY pyku, Apyrne BeTBW NOAKNIOUYNYHON BEHbI
nn60o yepes HapPYXHYI NN BHYTPEHHIOK APEMHYI0 BEHY.

BBeAMTE NPOBOAHUKOBLIM KaTeTep BC6OPKE C NOMOLL b0 KPHOUKa
[ANS BEHbI:

1. BBeAuTe KOHNYECKWUH KOHel KploUYka ANA BEHbI B paspes Ha
BeHe (Puc. 2).

PucyHok 2.

2. OCTOPOXHO NPOTOJIKHUTE KOHYMK NPOBOJHNKOBOTO
KaTeTepa B c60pke Noj KPHOYOK A/11 BEHbI U B BEHY.

PekomeHayemble MeTOAbl BBEAEHUS MPOBOAHUKOBOTO KaTeTepa
B c60pKe CM. B ;JOKYMEHTaL N No CUCTEME JOCTaBKM.
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6.4 Mo3nLMOHUpPOBaHMeE NPOBOAHUKOBOIO KaTeTepa

Mofpo6HY MHpOPMaLMIO O NO3ULUOHNPOBAHUN
NpPOBOAHWKOBOTO KaTeTepa B NPaBoOM NpecepAnmn UK B NpaBoM
Xenyfouyke CM. B JOKyMeHTaLnn No cucteme J0CTaBKu.

6.5 BBegeHue afieKTpoaa B NPOBOAHUKOBbI
KateTep

MpepynpexaeHune: B anekTpogax, KoTopble npeanonaraetcs
pasMelyatb B NpaBoOM XeyLouke, BO M36exaHne NoBpexgeHus
BMHTOBOIO KOHTAKTa, KnanaHa v/ unv TkaHeil aHgokapga npu

NPOXOXAEHUN Yepe3 TPUKyCNUAanbHbI/ KnanaH pacnonaraite
BWHTOBON KOHTaKT B NPOBOAHUKOBOM KaTeTepe.

BHumaHue! Ecnu nepep BBefeHnemM Heo6Xo4MMO npoTepeTb
3NeKTPOoA, He TPUTe BUHTOBOW KOHTAKT mapnei nybelytrecs.
uTo chukcupytouaa MydTa ocTanacb Ha CBoeM MecTe.

BBeauTe 3/1eKTpo4 B NPOBOAHUKOBLIA kKaTeTep. [lns cBefeHuns K
MUHUMYMY 06paTHOTO TOKa KPOBM NPOBOAUTE 3/IEKTPOS Yepes
KnanaH UHTpoAbloCcepa.

MpumeyaHune: Pacnonaraiite BAHTOBOW KOHTaKT B AvncTanbHOM
KOH4YNKe KaTeTepa.

6.6 Pa3melleHuVe anieKTpoaa BXXenynouke

MpegynpexaeHue: YTo6bl MUHUMWU3NPOBATb BEPOSATHOCTb
nepdopaunn n paccevyeHus, nsberaiite o61acTeil CTeHkn
XENy[0ouKa C YCTAHOBMEHHbIM UH( apKTOM UM UCTOHUYEHNEM.

MpepynpexpaeHune; ECnu nmMeTCs 0OCHOBaHUSA nonaraTtb, YTO
CTeHKa BepXyL KN NPaBoro xenyaoyka naymeHTa CUAbLHO
MCTOHYEHa, UMNIAHTONOr MOXeT Bbi6paTh 415 pa3MelieHnn
anekTpoAa Apyryt o6nacTb.

MpepaynpexpeHune: UpesmepHoe BpalweHue n/ nnu gasneHune
KOHYMKa MOTyT BbI3BaTb OCTPY0 TpaBMy aHAOKapAa, Bkaovas
BO3MOXHYI0 nepcopauuio. OcTpas TpaBMa MOXeT NPUBECTH K
BPEMEHHOMY MOBbIWEHNIO UMNEAaHca U NOPOroBbIX
3HAYEHU.

Pa3mMeuieHne anekTpoaa B Xenys0uke;

1. Pa3mecTuTe KOHYUK MPOBOJHMKOBOTO KaTeTepa B
xenypouke. NMoapo6HYy MHGpopmaLyuio o
no3NLMOHNPOBAHNM NPOBOAHUKOBOTO KaTeTepa B
Xenyaoyke CM. B JOKyMeHTaLumn no cucteme AocTaBku.

2. Korpa gmcTtanbHblii KOHYMK NPOBOAHUKOBOTO KaTteTepa
6yAeT pacnonaraTbCa psajoM ¢ MECTOM NpeAnosaraemMoro
pasMelleHuns 31eKTpoja, 0OCTOPOXHO NPOABUHbTE
3/1eKTpoj, NoATATNBas NPOBOAHNKOBbIW KaTeTep Ha3aj
Tak. 4TOGbl KONbLEBON aHOA BbllWEN U3 AUCTINILHOTO
O0TBEPCTMA NPOBOJHUKOBOTO KaTeTepa NPUGIN3NTENBHO Ha
2-3cm.
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3. Ana 6onee TOYHOro NO3NLMOHNPOBAHUA 3ekTpoaa
ncnonb3yiite peHTreHockonuio. C nomoubo
peHTreHockonun B 60KOBOV Npoekyun ybeanteck, 4To
KOHYMK He 3aHNMaeT peTporpajHoe NosoXeHue Nan He
HaxoAMTCA B KOPOHAPHOM CUHYcCe.

4. OnAa dukcaunnm BUHTOBOrO KOHTakKTa B aHAoKapae
noBepHUTe KOPNyC 3/1eKTPOAa N0 4aCcoBOW CTpeske.
PekomeHgyeTcs NOBepHYTb KOpNyc anekTpoaa
npuénun3nTenbHo Ha 3-" NonHbix (360') 060pOTOB Tak,
4YTOGbl BUHTOBOW KOHTAKT MOMHOCTbIO BOWE B 3HAOKAPA.
MpumeyaHue: Ncnonb3yiiTe MeTKy C CEPUIAHBIM HOMEPOM
aneKTpoaa Unu ukcupyouyo MymTy 4158 3pUTENBHOTO
nogcyeTta 4ncna o60poTOB BO BPEMS PEHTIEHOCKONMUN.

TouYHOE NO3NLMOHNPOBAHNE KOHTAKTa UCKIIOUYUTENbHO BaXHO
AN CTabUNbHOCTU CTUMYNAUUN U CeHCUHTa. OGbIYHO NpKn
BbIMNOMTHEHWNW YKa3aHHbIX Bblle felicTBUI yaaeTcsa [ob6utbea
NpaBUNbHOTO MOJIOXKEHNS.

6.7 Pa3melleHuVe 3n1eKTpoja B npeacepamm

MpepaynpexpeHne: YpesmepHoe BpauieHue v/ nnun gasneHne
KOHYMKa MOTyT Bbl3BaTb OCTPYI0 TPaBMYy aHAOKapaa, Bkaoyas
BO3MOXHYI0 nepdopauynio. Octpas TpaBMa MOXeT NPUBECTU K
BPEMEHHOMY NOBbLIWEHWNIO UMNeAaHca N NOPOroBbIX
3HAYEHMWIA.

PasmeljeHne anekTpoaa B npeacepaatu;

1. Pa3mecTuTe KOHYUK NPOBOAHUKOBOIO KaTeTepa B
npepcepaun. Moapo6Hy MHbopmaLmuo o
No3NLNOHNPOBAHUN NPOBOAHNKOBOTO kKaTeTepa B
npejcepann cM. B JOKYMeEHTaLNN No cMcTeMe A0CTaBKM.

2. Korpa guctanbHblil KOHYMK NPOBOAHUKOBOrO KaTeTepa
6yaeT pacnonaraTbCa psfOM C MECTOM npejnonaraemoro
pasmelieHNa 31eKTpoaa, OCTOPOXHO NPIOTONKHUTE
3/1eKTpoj Yepe3 NPOBOAHNKOBbI KaTeTep Tak. YTo6bl
PUKCUPYIOLWNIA MEXaHU3M Bblllen U3 ANCTanbHOro
0TBEpPCTNA NPOBOAHUKOBOTO KaTteTepa.

3. Onsa 6onee TOYHOrO NO3ULNOHNPOBAHNSA 3NeKTpoaa
1cnonb3yiiTe peHTreHockonuio. O6bIYHO NPaBUIbHbIM
No3ULMOHNPOBAHNEM 3/1EKTPOa ABNAETCA
pacnonoxeHne KOHYMHA 31eKTpoja Ha IHAOKapae
npejcepana B Bepxyllke ylWwKa npejcepana uau okono
Hero. Mpu peHTreHoCKONUK B NnepeaHe-3afHell Npoekyum
[LOJIKHO 6bITh BUAHO, HTO KOHUYMK 3/IEKTPOa HanpaBieH
MefJnanbHO UMW Bepes H N1eBOMY Npejcepaunto.
MpaBnibHOEe NO3ULMOHUPOBAHME 06bLIYHO fOCTUTaeTCA
npu nepefjHem, MegnanbHOM UK naTepasbHOM
NOMIOXEHNN KOHUYMKA.

4. QnsA dukcaumm BUHTOBOTO KOHTaKTa B aHAoKapae
noBepHUTe KOpPNycC 3/1eKTpoja No 4acoBOil CTpeske.
PekomeHAyeTCA NOBEPHYTb KOPNYC 3/1eKTpoAa
npnénn3nTenbHo Ha 4—5 nonHeix (360") 060poTOB Tak,
4TOGbl BUHTOBOI KOHTAKT MOMIHOCTbIO BOLWeEN B 3HAOKAPA.
MpumeyaHue: icnonb3yiiTe MeTKy C CEPUiHbIM HOMEPOM
anekTpoga unn UKCMpyoLy MydTy ANsS 3pUTeNbHOro
nogcyeta 4yncna o60poToB BO BPEMSA PEHTIEHOCKONUY.
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Mpu NpaBUIbHOM NO3NLMOHUPOBAHNM KOHYUK 3NeKTpoaa ByaeT
noKauynMBaTbCA N3 CTOPOHbLI B CTOPOHY NPYW KaX/[40M COKpaLLeHnm
npeacepans. 3T0 BUAHO NPU PEHTreHOCKoNuu B
nepegHe-3afHell npoekynn. Ecnu cnoHTaHHas npegcepaHas
aKTUBHOCTb OTCYTCTBYET, AABUXEHNE MOXET 6bM"b 06ecneyeHo
CTUMynsiuneii npejcepAns ¢ NOMOLLbIO 3eKTpoaa.

6.8 lNpoBepHa hmkcaynm BUHTOBOIO KOHTaKTa

MpoBepka huKcaLun BUHTOBOTO KOHTaKTa:

1. MpoBepbTe huKcaLnio, UCNONL3YSA NOAXOAAL|'1H MeToa,
3aBUCALWUNIA OT TOTO, 6bIN NN 3NEKTPOA NPUKPENNEH B
Xenynouke unv npeacepanu:

a. lna xenypo4ykoBoro anektpoga: OCTOPOXHO
NOTAHUTE 3a 31eKTPO/ 1 NpoBepbTe Hanuune
conpoTuBneHns. NpaBunbHO 3a MKCUPOBAHHbI
BUHTOBOW KOHTaKT OCTaHeTCs Ha MecTe. ECNu BUHTOBOIA
KOHTaKT 3ad)MKCMPOBaH HENPaBU/IbHO, KOHYNK
3nekTpoja nepemecTUTCs B NnpaBoe npejcepaue uim
OTCOEAUHNTCA.

b. Ana npepncepnHoro anekrpoga: OCTOPOXHO
NOTAHWUTE 3a 3/1eKTPO/ U NpoBepbTe Hanuune
conpoTuBfieHNsa. lna npoBepkn COOTBETCTBUA
60KOBOTO "BO3BPATHO-NOCTYNaTENbHOIO ' AaNXKEHUN
KOHYMKa NpeAcepAHOro ajlekTpoja Cokpal,eHusam
npescepaunii nxxenyno4ykoB BOCNONb3yinTeCh
peHTreHockonuei Bo hpoHTanbHOW npoekuun. Ecnu
[ABVXXEHUA KOHYNKA HOCAT HeynopAa0UYeHHbIN
xapakTep, MOXHO NpeAnonoXuTb, YTO hukcayna
HeyAoBneTBOPUTENbHAA.

2. Mocne npoBepku hukcaLum BUHTOBOTO KOHTaKTa
co3jaeTcs 3anac no AAvHe B NpeAcepanmn Namn xenyaouke,
4TOGbLl NPEAOTBPaTUTL CMEeLLeHne KOHYNKa. HaTaxeHne
cyuTaeTCcs 4OCTATOUYHbIM, €C/IM NPU PEHTIEHOCKONUM BO
BpemMs rny60Koro BAaoxa npeacepaHblii anekTpos
npuHumaeTt "L'-06pa3Hyto hopmy, a XenynouyKkoBblii —
"3"-06pa3Hyto. M36bITOUYHbIM 3anac No giMHe MOXeT
npuMBOANTL K (DOPMUPOBAHUIO METNN NpeacepAHOro
3anekTpoga B6M3N TPUKYCNMAanbHOTo knanaHa.

3. UT06bl yAOCTOBEPUTLCA B NPaBU/IbLHOCTH
no3NLUMOHUPOBAHMA U (hMKCAL MM KOHTaKTa, NpousseanTe
N3MepeHns afniekTpuyecknx napametpos. Cm. Pa3g. 6.9.

4. Ecnn Heo6x0/*M0 nepeMecTUTb UK U3BNeYb 3NEKTPOJ,

i BbINONHSAWTE 3Ty Npouesypy ocTOpoxHo. Cm. Pasa. 6.10.

6.9 BbINoHEHNE N3MEPEHNIA 3N1EKTPUYECKUX
napameTpoB

BbINOMHUTE U3MEPEHNS 3/1eKTPUUYeCKUX NnapameTpoB:

1. OTTAHUTE NPOBOAHUKOBbLIN KaTeTep U3 kKamepsol, rae
pacnosioXeH 3NekTpo/, YTo6bl NPOBOAHUKOBLI KaTeTep He
co3jasas noMex 18 N3MEPEHUA 31eKTPUUYECKUX
napameTpos.

2. HanoxuTe 3aXWMbl XUPYypPrnyeckoro kabens Ha WTbIpek n
KONbLO KOHHEKTOpa 3neKTpoja.

3. BbINoNHUTE N3MeEpPeHUs 3/1IeKTPUUYECKUX napameTpoB C
NOMOLL LI BCAOMOTraTe/IbHOro MHCTPYMeHTa Ans
uMmnnaHTayum. CneynanncTsl komnaHuu Medtronic
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peKoMeHAYy T BOCNONb30BATbCA aHaNN3aTOPOM CUCTEMbI
anekrpokapguoctumynauumn. ViHchopmaymuio no
MCNONb30BAHNIO BCMOMOraTelbHOTO MHCTPYMeEHTa ANs
umMnaaHTaumm cM. B JOKyMeHTaLmn no 3ToMy yCTPOWCTBY.
Ha ynoBneTBopuTenibHOE NOMIOXEHWEe 3fekTpoja
yKa3blBalOT HU3KMe NOPOry CTUMYNSALNN U afeKBaTHbI i
CEHCUHTI aMNANTY/ BHYTPUCEPAEUYHbIX CUTHANO0B.

e Hwu3kuii nopor cTMMynsaunmM obecneynBaeT HYXHYIO
rpaHnuy 6e3onacHocTyH, Jonyckas BO3MOXoe
NnoBbIWEHNE MOPOroB, KOTOPOe MOXET MPON30ATH B
TeyeHue 2 MecsALeB Nocne MMNAaHTaLuu.

e [locTaTo4Hble aMNAUTYAbl CEHCUHTA rapaHTUPYHIT, 4TO
3M1eKTpo/ NpaBMIbHO 0GHapYyXNBaeT COHTaHHble
cuTanbl cepaua. MMHMManbHble Tpe60BaHNSA K
CUTrHanam 3aBUCSAT OT YyBCTBKITE€NBbHOCTU
umMnaaHTupyemoro yctpoiictea. flonycTumbie
amnauTyabl CUTHANOB AN 31eKkTpoja B oCcTpoii hase
[LOJIXHbI NpeBbIWaTh MUHUMa ibHble BO3MOXHOCTU
CeHCUHra ycTpolicTBa, BKo4as 4OCTaToOuHbIl 3anac
6e30MacHOCTU, HEOBXOAUMBI NpY cTapeHun
anekTpoja.

Ta6bnuua 1. PekomeHyemble 3Ha4YeHUA napaMmeTpoB nNpu

vMnaaHTayunm
Heobxoanmoe 3HavyeHue
nimepeHua Xenypouek Mpepcepgne
MakcnmanbHble 3HaYeHus 1.0v 15V
noporos CTUMY/ISALLUK B 3,0 rnA 4,5 mA

ocTpoii haze®

MWHUManbHble aMnANTYAbI 5,0 mv 2.0mVv
CEeHCUHra B ocTpolii hase

* Mpw npogomknuTensHocTy nmnynsca 0.5 ms.

4.

Ecnu pe3ynbTaTbl 3/1€KTPUUYECKNX U3MEPEHNIT He
CTabunn3npyTCca Ha 4ONYyCTUMOM YPOBHE, MOXeET
noTpe60BaTbCA M3MEHUTbL NOJIOXEHNE 3eKTpoaa 1
NOBTOPUTbL Npoueaypy TectuposaHus. Cm. “lMepemelieHne
Wnun ypaneHue anekrpoaa’'.

MpumeuaHune: Pe3ynbTaTbl NEPBbLIX M3MEPEHUIA
3/1eKTPUYECKUX NapaMeTpoB MOryT OTAUYaThCA OT
peKoMeH/J0BaHHbIX N3-3a OCTPOI TpaBMbl KNeTok. B aTom
criyqyae nogoxaute ot 5 40 15 MUHYT 1 noBTopuTe
npouenypy NpoBepku. 3Ha4eHUA MOTyT pasnnyaTbCs B
3aBWCMMOCTU OT TUNa 3/1eKTPoAa, HacTpoek ycTploiicTea,
COCTOAHUA TKaHU cepaLa  NekapCTBEHHbIX
B3auMoAeicTBUIA.

6.9.1 MpoBepbTe cTUMYNAUUID Anadparmbl

Takxe cnefyeT NpoBepuUTb CTUMYNALUIO Anadparmsl ¢

o Mo1lW,.FO ctumynupyowmx curHanos B 10 V; npu
peHTreHockonuu 6yaeT Bugao, cokpawjaeTcs N guadparma
noJ Bo3jeicTBMEM KaxXAoro umnynbca. Ecnu ctumynauus
Avadparmbl BbINOMHAETCA, yMeHblUaliTe HanpsaXxeHne A0
onpegeneHns nopora ctumynayuu guadparmel. Ecnm nopor
CTUMYNALMKN guadparmbl HXe TpebyeMbiX NPOrpaMmmMupyemblx
BbIXOAHbIX UMNY/bCOB CTUMYNALUN, HEOO6XOAMMA peno3nyna
anektpoga. Cm. “lMepemeleHne nnm yganeHne anekrpoga'.
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6.9.2 WN3mepeHna napameTposB
mmnegaHca (CONPOTUBNEHNA)CTUMYNALNN

3HaueHue umnegaHca (CONPoOTUBAEHUS) CTUMYNALUN
ncnonb3yeTcs AN OLEeHKU paboTbl yCTpoiicTBa W LLENIOCTHOCTU
371eKTPOAa NPU NJAHOBbIX KOHTPOIbHbIX OCMOTPax nauueHTa, a
Takxe A5 NoOUCKa U yCcTpaHeHUs HenoaajoK npu nogo3peHnn
Ha noBpexaeHne anekTpoaa, B uncne 4ONOMHUTENbHbIX
npoueayp novcka uycTpaHeHWs Henonajok — aHanns IKI.
BM3YyasibHbl/i KOHTPOMb, N3MEPEHUE MOPOTOB CTUMYALUN W
napameTpbl 3/1€KTPOrpamMmmbl.

3HayYeHUss uMnegaHca CTUMYNAUUN 3aBUCAT OT MHOTUX
¢hakTopoB, B TOM unC/ie OT MONOXEHNA 3/1eKTpoaa, pasmepa
KOHTaKTa, KOHCTPYKL MW U LLe/TOCTHOCTN NPOBOAHMKA,
LLeNTOCTHOCTU U30NALUM U 3N1EeKTPOSIMTHOTO 6anaHca naymeHTa.
Kpome Toro, umnepaHc CTUMyNsLUN B 3HAYNTENbHON CTEeNeHn
3aBUCUT OT cnoco6a namepeHuit. lns cpaBHEHUA BENNYNH
umnegaHca cTUMynsLUM Heo6X0AMMO NCNONb30BaTh
YHUDULMPOBAHHbIE METOANKN N3MEPEHUI 1 ob6opyfoBaHue.

3HauyeHne uMneaHca Bbile UIN HUXE 0GbIYHbIX 3HAYEHUIA He
ABNSeTCA a6CONOTHO JOCTOBEPHLIM NPU3HAKOM NOBPEXAEHNA
anekTpoga. Bo3MoxHbl 1 gpyrue npuunHel. MNepes Tem Kak
cfenaTb OKOHYaTe bHbIN BbIBOA, CleAyeT OLeHUTb MOJHYI0
KIMHNYECKY0 KapTuHY. MonHaa KnnHnyeckas kapTuHa
BK/lOYAEeT pa3mep apTedakta CTUMynAaLuU u mopdonoruyeckne
n3MeHeHua aHanoroeoii KM B 12 oTBeAeHUAX, CTUMYNALULIO
MblLW L, 6UNONAPHBIMU 31EKTPOAAMN, HAPYLIEHUS feTeKynn
n/vnun 3axsarta, CUMNTOMbI NayneHTa n xapakTepucTuku
ycTpoiicTea.

PekoMeHgaummn no KNNHNYECKOMY MOHUTOPUHTY U OLLEHKE
9NEeKTPOoAOB MO XapakTepuctnkam nmnegaHca npuesegeHbl
HUXe.

MMnnaHTUpyemble yCTpOiiCcTBa C TeleMeTpuyeckum
CuUMTbIBAHMEM 3HA4YeHWii umnepaHca:

e [pu MMNNaHTaLUM 1 KOHTPO/IbHbIX OCMOTpax
OCyL|eCTBNATE KOHTPO/Ib U 3aNUCh 3HAYEHWII MNefaHca B
WTATHOM peXuMe C UCNOMb30BaHNEM COBMECTUMbIX
HaCTPOeK BbIXOAHbIX CUTHAMOB.

MpumeyaHne: Ha 3HauYeHUa nmnegaHca MOryT BANATb
3HaYeHWsA NporpaMMupyemMbix napamMeTpoB BbIXOAHOTO
curHana (Hanpumep, NPOAOXUTENIbHOCTL AN aMNAnTyga
MMNynbca) UMNAAHTUPYEMOro ycTpoicTBa unm
aHanMsatopa cUCTEMbl 3/1€KTPOKapANOCTUMYNALUN.

* MMocne ctabununsauum nmnegaHca, kak npaBuio, B TeyeHne
6-12 mecsAueB nocne nMnNaaHTauum, yctaHosute 6asoBoe
XPOHMWYeCcKoe 3HaYeHue nMnegaHca.

+ OTcnexusaiiTe 3HauuTe ibHble N3MEHEHUS NMNeaHca n
ero 3HauyeHus, BbIXOASLLMNE 3a ITPAaHNL bl HOPMbI.

+ Ecnu 3HauyeHna umnejgaHca BbIXOAAT 3a Npejesibl HOPMbl,
BHMMAaTENbHO HabnwoAaiiTe 3a NayNeHTOM ANS BbISBIEHUS
HapyweHnit CTUMYNALUN U CeHCUHTa. icnonb3yemblie ans
M3MepeHns umnegaHca BbiIXOAHbIe 3HAYEHNA JO/KHbI OblTb
TeMU Xe. 4TO U NPU HayalbHbIX U3MEPEHUAX.
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e [AnA HaxofAWMUXCs B rpynne BbICOKOTO pUCKa NaLMeHToB,
HanpuMmep, 3aBUCUMbIX OT UMNIAHTUPYEMOTO yCTpOiCcTBa,
MOTYT 6bITb Lle1ecoo6pasHbIMU Takne AeiiCTBUSA, Kak
yBe/nmyeHune 4acToTbl MOHUTOPUHTA, HatPy304Hble NPOGLI 1
OKIM-MOHWUTOPUHT B ambynaToOpHbIX yCOBUAX.

MmnnaHTupyemble ycTpolicTBa 6e3 TenemeTpuu;

e 3adukcupyiiTe 3HayeHNe UMNeaHca Npu MMNAaHTaLmnu.
Takxe 3anuwute ncnosb3yemoe 415 USMEPEHNSA
YCTPOWCTBO, 3HAYEHMNA €ro BbIXOJHOI0 UMNybca n
ucnosb3yemyto npoueaypy.

« Tpu 3ameHe ycTpoiicTBa, €C/M 3HAYEHUS UMNeAaHca,
M3MepeHHble aHann3aTopoM cUcTeMbI
3/1eKrpoKapANoOCTUMYNALNN, BbIXOAAT 3@ rpaHuL bl HOPMbI,
nepej NPUHATMEM PELIEHNSA O NOBTOPHOM WCMO/Ib30BaHUM
3nekTpoAa TwaTe/bHO NPoBepbTe ero LesIoCTHOCThL (B TOM
uyncne NOpPoru CTUMYNSLNN U BHELHUIA BUA) N COCTOAHUE
naymeHTa.

* UVmnegaHc meHee 250 O mMoXxeT BbI3BaTb N36bITOUHOE
notpe6neHune Toka 6atapeun, 4HTo CNOCOGHO 3HAUYUTENBHO
COKpPaTUTb CPOK CNYX6bl yCTPOKCTBA BHE 3aBUCUMOCTH OT
LLe/IOCTHOCTU 3n1eKTpoja.

Mofpo6Hbie cBeAeHUsi 06 UBMEPEHNYN 3NEKTPUUECKUX
napaMeTpoB CM. B NOCTaBAAEMON C N3MEPUTENbHbBIM
YyCTPONCTBOM [OKYMEHTAL WY,

6.10 TlNepemeleHve nnn yganeHue asiektpoga

MpepgynpexpaeHue: N3BnevyeHne sfnekTpoa MOXeET NPUBECTH
K OTPbIBY 3HAOKapAa, knanaHawiv BeHbl. KpoMe TOro, anekTpoj
MOXeT pa3opBaTbCA B MeCTe COeAUHEHNSA, OCTABUB BUHTOBOIA
KOHTaKT unu doparMeHT 3NeKTpo/ B cepAle nnu seHe. B
60NbWUNHCTBE KINHUYECKUX CUTyaLnii Lenecoo6pasHo
ocTaBnATb Hepaboune anekTpoAbl Ha mecTe. Penosnyns
3nekTpoja nocse ero MMNaaHTauum MoxeT He61aronpusaTHo
NOBNUATb Ha 3 (PEKTUBHOCTb CHUXEHWNS nopora cCTUMYNALUm
cTepouaHoONa anekTpoja.

BHumaHue! ECNv NPUHATO pelleHne 0 TOM, YTO 3/1eKTpoj
Heo6X04NMO NepemMecTuTb, CiefyeT y4ecTb BO3MOXHOCTb
pAecdopmauumn n/ nnu 3actTpeBaHWs BUHTOBOTO KOHTakTa a
pesynbTaTe MaHUNynauuii c anekTpogom. Mepesa NonbITKOW
nepemMecTUTb BUHTOBOMN KOHTAKT N3y4ynTe ero c NOMOouLL 10
PEHTreHOCKONUU NNun peHTreHorpadum, 4utobsl y6eanuTbcs, 4To
OH He fepopmMupoBaH. ECNM BUHTOBOW KOHTaKT UMeeT NpU3HaKu
noBpexXAeHns, eroyfaneHne MoxeT 6bilb 3aTPYAHEHO, NO3TOMY
He pekoMeHAyeTCS.

MepemecTnTe UK yAannuTe 3NeKTPOA:
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1. Ecnv BUHTOBOW KOHTAKT He UMeeT NpU3HaKkoB
noBpex/AeHns n TpebyeTcs ero nepemelleHne, noBepHuTe
KOpNyC 3/1eKTpoa NPOTUB 4aCcOBOI CTPENKMN, YTOGbI
13B/eYb BUHTOBO KOHTAKT N3 MecTa UMNaaHTaunm.
MpnmeyaHue: Yncno 060poTOB NPOTUB YACOBON CTPENKHU,
HEOo6X0ANMbIX A4NA U3B/IEYEHUS BUHTOBOIO KOHTaKTa 13
MecTa UMnNaaHTauum nepep TeM, Kak NOTAHYTb €ro. MoXeT
6bITb 60NbLWe Yucna 060poToB, TPebyeMbix ANa pukcaLmu.
MpumeyaHune: Ecnn BUHTOBOW KOHTAKT ocTaeTca
BHe/JPeHHbIM B 3HJ0Kap/, He06X04MMO NOBEPHYTL KOPNYyC
3/1eKTpo/a ellle HECKOIbKO pa3, aHe TAHYTb ero C yCunmem.

2. Bo Bpems npouecca nepemMelleHnsa u yganeHuns
Heo6Xx0AMMO NpoAoNXaTb BpaleHne NpoTUB HacoBOW
CTPenKku, YTo6bl YMEHbLLWNTL BEPOATHOCTL MOBPEX/JEHUS
TKkaHeli cepjua v cocyoB.

3. MoBTopuTe npoueAypy NO3ULUOHUPOBAHUS B XeNyaouke
Unu npeAcepauu, a 3atem npoueaypy npoBepku ukcauun
BWHTOBOrO KOHTaKTa. UToGbl NepemMecTUTb 31eKTPOA,
ncnonb3yiiTe NPOBOAHNKOBLIV KaTeTep,

6.11 MN3BneyeHue NPOBOAHNKOBOrO Katetepa 13
3anekTpopa

Kak Tonbko anekTpof 3alimeT okoH4YaTeNbHOe NOJIOXEHME,
yAanuTe N3 Hero NpoBOAHUKOBbIA KaTeTep A0 YW WBAHUSA PaHbl.
[na nonyyeHns nogpo6HON MHpopMaL My CM. AOKYyMEHTaL M0 No
cncTeme gocTaBku. MOBTOpUTE U3MEPEHUSA 3NEKTPUYECKUX
napameTpos; cM. Pa3g. 6.9.

6.12 ®dukcaumsa anekrpona

BHumaHune! CobnopgaiiTe o0CTOPOXHOCTbL Npu hukcaymm
anekTpoga.
¢ Vcnonb3syiite dhukcupyouyto mydTy Co BCemu
anekTpoAamu.
* He ucnonb3yiiTe Ansa dukcauumn anekTpoga
paccacbiBalLWmniica WOBHbIA MaTepuan.
* He 3atarusaiiTe nuraTtypbl CAMLWKOM TYro, 4To6bl He
noBpeAUTb BEHY, 3NeKTPoA unun pukcmpyowyo mydTy.
¢ He vucnonb3yiiTe 415 NOAWNBAHUS YW KN Drukcupytouwei
MydThl (Puc. 3).
* He 3aBA3biBaliTe nuraTypbl HENOCPEACTBEHHO Ha kopnyce
anektpoga (Puc. 4).
¢ He cmewaliTe KOHUYUK 3neKTpoja.
* He nbiTaiiTecb CHATL UK cpe3aTh UKCUPYIOLLYI0 MydTy.
* He oTgensaiite ywku oT uKcMpyowen mycbl. Ywku
MUHUMU3NPYIOT BEPOATHOCTL NonajaHns MydTbl B BEHY.
* He pgonyckaliTe nonagaHua pukcupytouieit MydThbl B
NPOBO/JHWUKOBLIA KaTeTep Ui NI BEHO3HYIO cUCTEMY.

PucyHok 3.

1 Yuko

32 Ha pyccHOU a3blKe

PucyHok 4.

dunkcupyiiTe aNleKTpoa, UCNoNb3ya Bce 3 60pO3KN:
1. Pacnonoxute pukcupytowyo My Ty HANpOTUB NN PAAOM
C BEHOIA.
2. TMpukpennTte duKcupylowyo MydTy H KOpNycy anekTpoja,
TYro 3aTsiHyB nuraTtypy B kaxaoi us 3 6oposgok (Puc. 5).

PucyHok 5%

3. Wcnonb3yiiTe, no kpaiiHeli mepe, 1 4ONONHUTENbHYIO
nuratypy B 1 n3 60po3a0kK, YTo6bl NpUKpennTb
dukcupyowyto MmydTy n Kopnyc anekTpoga Kk hacuuu.

6.13 lMopcoennHeHne anekTpoaa

MopcoefnHUTE 3NeKTPOA K UMNAHTUPYEMOMY YCTPONCTBY B
COOTBETCTBUU C UHCTPYKLNAMM, COAepXKaluMncs B
pPyKOBOACTBE MO yCTPONCTBY.

MoacoeAnHUTe 3NEKTPOA K YCTPOWCTBY.

1. BbINONHUTE OKOHYATENbHbIE N3MEPEHUA 3NEKTPUUECKNX
napamMeTpoB.

2. BcTaBbTe KOHHEKTOP anekTpoaa B 6/10K KOHHEKTOpa
ycTpoiictea. CBefeHNsi 0 NpaBU/IbHOM NOACOEANHEHUN
3neKkTpoja CM. B JOKYMEHTaL MUK, yNakoBaHHOW ¢
yCTpPOCTBOM.

6.14 Pa3melleHne yCcTpOMCTBa 1 3anekTpona(oBs) B
"kapmaHe"

BHumaHue! Mpu pasmelleHun yctpoiicTea n aniektpoga(os) B
"kapmaHe" cobntopalite 0CTOPOXHOCTb.

e Y6easlrecb,YTo 3nekTpoA(bl) He BbIXO;AT(AT) n3ycTpoiicTea
noj OCTPbIM yr10Mm.

e HeypgepxuBaiite anektpofa(bl) Unnm ycTpocTeso
XUPYPrMYeCcKUMMN NHCTPYMEHTaMM.

*« He cBopauuBaiite anektpoa(bl) konbuamu (Puc. 6).
CsopaunBaHue afiekTpoa(oB) KoNbLaM1 MOXeT NpusecTyn
K NepeKkpyymBaHulo Kopnyca aekTpoja U K ero cMeleHunto.
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Slika 3.

1 JeziOak

Slika 4.

Fiksirajte poziciju provodnika koristeci sva 3 zieba:
1. Postavite navlaku za fiksiranje pozicije uz venu ill n njenoj
blizini.
2. Pricvretite navlaku za fiksiranje za teto provodnika vezujuci
6vrsto sav na svakom od 3 zieba (slika 5).

Slika 5.«

3. Koristite najmanje )o§jedan dodatnisavujednom od ziebova
da bisle prifivrstili navlaku za fiksiranje ptorlcl)e ltelo
provodnika za (asciju.

6.13 Povezivanje elektrode

Poveiite provodnik sa implantabiinim uredajem prema
uputstvima iz prirucnika uredaja.

Povezlte provodnik sa uredajem.
1. Obavite konacna elektricna merenja.
2. Umetnite konektor provodnika u konektorski blok na uredaju.
Uputstva 0 ispravnom povezivanju provodnika potrazite u
dokumentaciji za proizvod koja je spakovana uz uredaj.

6.14 Postavijanje uredaja i provodnika udzep

Oprez: Budite pazijivi prilikom postav*janja uredaja iprovodnika u
dzep.
« Uverite se da provodnikfprovodnici ne iziaze iz uredaja pod
oStrim uglom.
* Nemojte hvatati provodnik'provodnike tli uredaj hirurskim
instrumentima.
« Nemojte namotavati provodnik'provodnike {slika 6).
Namotavanje provodnika moze dovesti do uvrtanja tela
provodnika i njegove dislokacije.

1«<67462A029 A Medtronic Contidontial
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Slika6.

Oprez: Da biste sprecili nezeijeno uvijanje tela provodnika,
labavo savijte viSak provodnika ispod uredaja i oba stavite u
subkutani dzep.

Postavite uredaj i provodnik/provodnike u dzep:

1. Okrecite uredaj da biste labavo obmotali suvisni deo
provodnika ispod uredaja (slika 7).

Slika 7.

2. Ubacite uredaj i provodnik/provodnike u dzep.
3. Zatvorite dzep Savom.

6.15 Evaluacija nakon implantacije

Nakon implantacije nadgledajte elektrokardiogram pacijenta do
njegovog otpustanja. Ako se provodnik pomeri, to se uobicajeno
dogada ubrzo nakon implantiranja.

Preporuke za potvrdu pravilnog pozicioniranja provodnika
obuhvataju rendgensko snimanje i merenje praga pejsinga i
senzinga.

U slucaju smrti pacijenta, izvadite sve implantirane provodnike i
uredaje ivratite ih kompaniji Medtronic uz popunjeni obrazac
slzvestaj sa informacijama o proizvodu'. Pozovile odgovarajuci
broj telefona sa zadnje korice ako budete imali pitanja u vezisa
procedurama za rukovanje proizvodom.

7 Detaljan opis uredaja

7.1 Specifikacije (nominalne)

Parametar Model 3830

Tip Bipdami

Supijina Pretkomora/komora

Fiksacija Navoj koji ne moie da se skrati
Duzina 59 cm, 69 cm, 74 cm

Konektor IS1H

Materijal Provodntci:  MP35N

Konektorska igla:  nerdajuci £elik

Srpski 43
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Parameter
Konektorski
prsten;
UnutraSniji izolator:
SpoljaSniji izolator:
Materijal Spirala:
elektrode
Prsten:
PovrSina Spirala:
elektrode
Prsten:
Rastojanje
izmedu vrha i
prstena
Preinik tela
provodnika
Uvodna
veliOina
katetera
Duiina
spirale
(otkrivena)
Otpor Unipolarni:
Bipolarni:
Steroid

Kolicina steroida

EN/ES/SR/RU
502435-014

Model 3630 7.2 Crtez sa specifikacijama (nominalne)

nerdajuOi 6elik

silikonska
gumaNETFE

poiiuretan

legura platine sa omotacem od
titanijum-nitrida

legura platine sa omoladem od
titanijum-nitrida

3.6 mm»

16.9 mm~»

9-0 mm

1.4 mm (4,1 Fr)

3.0 mm (9.0 Fr)

1.8 mm

2946 Q (69 cm)
99 +22 Q (69 cm)
Beklometazon dipropionat

maksimalrro 100 pg

Slfka 8.

4 Sped
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Povriina spiralne eleklrode: 3,6 mm”*
Rastojanje izmedu vrha iprstena: 9 mm
Povrsina prstenasie elektrode: 16.9 mm”*
Navlaka za flksiranje

Duzina provodnika; 59 cm, 69 cm, 74 cm
Konektor !S-1 BI
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PucyHok 6. MapameTp Mogens 3830
AnvnHa 59 cm, 69 cm, 74 cm
KoHHekTOp is-1 81
MaTtepuan MposogHukn:  MP35N
W Thipek KoHHeK- Hepxaselowas ctanb
Topa
Konblo KOHHeKk- HepxaBelowas cTanb
Topa
BHYTpeHHsA n3o- CUMKOHOBBI
BHumaHune! Bo nsbexaHve HexenartenbHoOro nepekpyra nAumMs; - Kaydyk / atu-
Kopnyca 3/flekTpofa CBepHUTe CBOGOAHO U3NULLHIOW YacTb nexTeTpadTop-
3neKTpoga noj ycTpoicTBOM U NOMECTUTE UX BMecTe B 3aTn-
NOAKOXHbIA KapmaH. neH (3T®3)
BHewHnaa nsonsa- MonunypetaH
MomMmecTnUTE yCTPOMNCTBO M 31eKTpoA(bl) B "KapMaH": ums:
1. BpaweHuem ycTpoiicTBa BbiGepuTe Noj HAM U3NULWHIO0 Martepunan BUHTOBOIH KOH-  MMNaTUHOBBIV cNnas C NOKPbI-
AnuHy anekTpoga (Puc. 7), KOHTaKTa TakT; TMEM U3 HUTpUja TuTaHa
Konbuesoit:  MnaTUHOBBLIN cniaB ¢ NOKPbI-
PucyHok 7.
TMeM U3 HUTpUAa TuTaHa
Mnowapgb BnHTOBOW KOH- 3,6 mm’
KOHTaKTHOIA TakT:
NOBEPXHOCTH
Konbuesoii: 16,9 mm#
PaccTtosiHne 9,0 mm
OT KOHYUMKa
. . . [l0 KonbLa
2. BeepwuTe ycTpoiicTBO  anekTpof(bl) B "kapmaH”,
o « " AnameTtp 1,4 mm (4,1 Fr)
3. 3awelite “kapmaH".
Kopnyca
afnieKkTpoga

6.15 TlMocnemmMmnnaHTayMoHHasa oueHkKa

Pa3mep npo-

3,0 mm (9.0 Fr)

Mocne umnnaHTaunMm BbINONHARTE MOHUTOPUHT BO/AHMKOBOTO
3/leKTpoKapanorpaMmebl naumeHTa BnaoThb [0 €ro BbIMUCKN. Kkatetepa
Ecnun anexkTpop cMmelaeTcs, 3T0 06bIYHO NPOUCXOAUT BCKOpe [INMHABUHTO- 1,8 mm
nocse umMnaaHTauum. BOTO KOH-

TakTa
PekomeHgauun no npoBepke NnpaBuUibHOCTH (BbIBUHYEH-
NO3NLMOHNPOBAHNA 3N1E€KTPOAa BKKYAKT NpoBeaeHne Horo)
PEHTreHOBCKOro NCC/eA0BaHNA U M3MepeHue Noporos ConpoTusne- MoHononsipHbii: 29+ 6 n (69 cm)
CTUMYNALNN N CEHCUHTA. Hue

BunonsipHblii: 99 + 220 (69 cm)

B cnyvyae cMepTy nauueHTa BbIMOSIHUTE 3KCMNAHTaL N0 BCeX Crepona JMNpONUOHAT 6EKNOMETAZ0HA

UMMNIAHTUPOBAHHbIX 3/1EKTPOAOB U YCTPONCTB U BEPHUTE UX B
Kopnopauyuto Medtronic ¢c 3anofiHeHHoO hopmoli oTyeTa o

npoaykTe. Ecnu nmetoTcs BoNpocsl No npouegypam obpalyeHus

C NPOAYKTOM, 3BOHUTE MO COOTBETCTBYOLWEMY HOMEPY
TeneoHa, NPMBEAEHHOMY Ha NOCNeAHEN cTpaHuLe 0610XKKN.

7 MopgpobHoe onmcaHme ycTporcTBa

7.1 TexHU4ecKue XxapakTepuUCcTuKn (HOMUHa/IbHbIE)

Konuuectso cTepounga

He 6onee 100,0 ug,

MapameTp Mopgens 3830

Tvn BunonsipHblii

Kamepa Mpeacepavexenypoyek
dunkcaums HeBanHuMBaeMblil KOHTAKT Anst

aKTWBHOI chukcauum

Hapycckom a3biHe 33
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7.2 TexHu4yeckue nnnwcTpaynm (HOMUHaNbHbIe
3HayYeHuns)

PucyHok 8.

1 MnowaAb NOBEPXHOCTN BUHTOBOrO KOHTakTa; 3.6 mm”

2 PaccTosHue OT KOHYMKa 10 Konbua: 9 mm

3 TMnowafb NOBEPXHOCTU KOMbLEBOro KOHTakTa: 16.9 mm”»
4 dukcupytowas mydTa

5 [nvHa anektpoga: 59 cm, 69 cm, 74 cm

6 KoHHekTOp IS-1 Bl

34 Ha pyccKoM fA3blke
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8 3Hak cootBeTcTBUA CE

Cnepywownii 3Hak cootseTcTBus CE oTHOCUTCA K anekTpoay
mogenu 3830.

C€0123

2003

9 O6bACHEHME CUMBOJIOB, MPUBELEHHbIX Ha
ynakoBKe

CM. Ha 3TUKeTKax ynakoBKW, Kakne CUMBOJIbI MPUMEHUMbI K
LAaHHOMY NMPOAYKTY.
Ta6nuua 2. O6bACHEHNE CUMBO/OB, NPUBEAEHHbIX HA 3TUKETKE
ynakoBKu

Cumson O6bAcHEHMe

Conformity Enropéenne (EBponeiickoe cooTBeT-
cTBUe), ATOT CMMBOJ 0603HAaYAET, YTO YCTPOIA-
CTBO MONIHOCTbIO COOTBETCTBYET TPe6GOBaAHNAM
npuMeHUMbIX AnpekTnB EBponeiickoro Cotosa.

He ncnonb3osatb, €Cnn ynakoska noBpexjeHa

He ncnonb3osatb NOBTOPHO

+XX*C
+XXT TemnepaTypa He Bbille
| STRRLE { O CTepnnn3oBaHo 3TKITEHOKCUAOM
CM. MHCTPYKLMIO MO 3KCNayaTaunm Ha 3Tom
BeG-caiiTe
[ata n3rotosneHuns
I I I ]_ MpoussoauTens
FogeH go
EC REP OdmymansHbiii npeactaButens B EC

REF Homep ana 3akasa
s\l CepuiiHblil HOMep
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Ta6nuuya 2. O6bACHEHUE CUMBOOB, MPUBEJEHHbIX HA 3TUKETKE Ta6nuua 2. O6bACHEHNE CUMBO/IOB, NPUBEAEHHbIX HA 9TUKETKE
ynakoBKKW (MpoAoXeHune) ynakoBku (MpojoxeHune)
Cumson O6bsicHeHUe Cumson Ob6bacHeHne
= "EAO — | AnvHa anekTpoga

[ocTaBnsemblii No katetepy

OTKpbIBaTb 34€Ch
MPTBbINONHATLC cOGNOfeHneM OnpefeneHHbIX
ycnosui

Coaepxumoe ynakosku

JNloroTun SureScan

SureScsn
JlokyMmeHTaLusi nNo npoAyKTy

10 OrpaHWuYeHHasi rapaHTUs Koprnopauum
MpuHaanexHocTun Medtronic

MONHBLYA TEKCT OrpaHNYeHHO rapaHTMn CoAepXnUTcsa B
BHyTpeHHWii guameTp npunaraemom foKymeHTe “OrpaHuyeHHasa rapaHTus
Medtronic-».

BHewHwit guametp 11 O6cnyxmnBaHue

CoTpyaHUKM Kopnopauun Medtronic — nHXeHepbl U
AnekTpoA cneynanucTbl BblICOKON KBanndkaumm paboTakTr B pa3nnyHblX
cTpaHax Mupa, 4To6bl NOMOYL BaM B 06C/YXNBaHUU
. N o6opyaoBaHusa, a npu Heo6Xxo4MMOCTN U 06YUNTL NepcoHan
TPaHCBEHO3HLIA XeNYA0UKOBLIN SNEKTPOA nevyeBGHOro yupexaeHus paboTte ¢ npogykuueit kopnopauun
Medtronic. Kopnopauyna Medtronic Takxe npegocTtasnseT
nonb3oBaTensiMm 060pyJ0BaHNA BO3MOXHOCTb NOyYeHUs
TpaHCBEHO3HbIN NPeACcepAHbIi 31eKTPOs TeXHUYEeCcKUX KOHCynbTaluuii cneymannuctos kopnopauuu. Ansa
nofy4yeHUs 4ONONHNUTENbHON NHbopmaynm o6paTuTech B
permoHanbHoe NpeacTaBUTeNbLCTBO Kopnopauun Medtronic,
nn60 NO3BOHUTE UM HanuWuKTe B Kopnopauuio Medtronic.
CooTBeTCTBYWOLW NI HOMEpP TenedoHa 1 agpec NpuBejeH Ha
3aaHelt 06n10xKe.

Ctumynsaumsa

CeHcuHr

Bblgensiowmii ctepons
. HeBBMHUMBaEeMaH cnupanb ¢ akTUBHOM thukca-
O uneit

HeBBUHYMBaemas cnunpanb C aKTUBHOWA (*)VIKCa»
uueii. Bolgensouwan ctepons BOP

VIHTpOoAblOCEp 3/1€KTPOAA C MPOBOLHUKOM

Katetep

Ha pyccuom sizbike 35
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1 Opis uredaja

Medtronic SelectSecure MRI SureScan model 3830 bipolarnog,
implantabilnog, atri)alnog<Ventrikularnog. transvenoznog
provodnika koji $e plasira kroz kateter. sa navojem koji otpusta
steroid i koji ne moie da se skrati. namenjen je za pejsing isenzing
u pretkonrtori ill komori.

Provodnik je testiran za upotrebu u okruienju sa magnetnom
rezonancom (MR). Sledece duzine provodnika su usbvno
bezbedne za MR: 59cm, 69 cm i74 cm. Druge duzine provodnika
nisu usiovno bezbedne za magnetnu rezonancu.

Provodnik ima spirainu elektrodu koja ne moze da se skrati,
napravijenu od legure piatine oblozene titanijum nitridom koJa
sluzi za aktivnu fiksaciju za endokard okretanjem tela provodnika
u smeru kazaljke na satu. Provodnici za aktivno pridvrScivanje
posebno su pogodni za pacijente sa glatkim ili hipertrofidnim
srcem kod kojih izmestanje provodnika moze da predstavlja
potencijaini problem.

Provodnik sadrzi i drugu, vecu elektrodu napravijenu od legure
piatine oblozene titanijum nitridom, koja se nalazi proksimaino u
odnosu na elektrodu na vrhu i IS-1" bipolarni (Bl) konektor.
Provodnik sadrzi konduktore od legure nikla MP35N, silikonsku
unutrasnju izolaciju i spoijnu izolaciju od poliuretana.

Distaini viti sadrzi maksimaino 100,00 pg beklometazon
bipropionata. Nakon iziaganja telesnim tecnostima steroid se
otpusta iz vrha provodnika. Poznato je da steroidi suzbijaju
zapaljenski odgovor za koji se smatra da dovodi do povecanja
vrednosti praga nadrazaja, sto je obicno povezano sa
implantacijom elektroda za odrzavanje ritma.

Napomena: Da bi se provodnik models 3830 implantirao,
neophodan je kompatibiini sistem za plasiranje, kao sto je

Medtronic sistem za plasiranje. Kompatibiini sistem za plasiranje
obuhvata vodic-kateteriuvodniventil kojiomogucava prolaz kroz
konektor IS-1 ili uklanjanje iz njega. Obratite se lokalnom
predstavniku kompanije Medtronic za dodatne informacije o
kompatibilnim sistemima za plasiranje.

1.1 Medtronic SureScan sistem

Za koriscenje n okruzenju sa magnetnom rezonancom
potreban je potpuni SureScan sistem. Potpuni sistem za
pejsing SureScan sadrzi Medtronic SureScan uredaj sa
odgovarajucim brojem Medtronic SureScan provodnika.
Svaka druga kombinacija moze da dovede do opasnosti po
pacijenta tokom snimanja magnetnom rezonancom.
Provodnik, model 3830, deo je Medtronic SureScan sistema.
SureScan sistem obuhvata Medtronic SureScan uredaj povezan
sa Medtronic SureScan provodnicima. Oznake za komponente
SureScan sistema sadr2e logotip SureScan i simbol za usiovno
bezbedno koriScenje u MR okruzenju.

Logotip SureScan

Sur«Scsn
Simbol za bezbedno koriSCenje sa magnetnom
rezonancom pod odredenim usiovime. Medtronic
SureScan sistem je usiovno bezbedan za koriSCenje u
MR okruzenju idizajniran je tako da pacljenlima sa
implantatima omoguci da se podvrgnu snimanju
magnetnom rezonancom pod navedenim usiovima za
koriSbhenje u MR okruienju.

Funkcija za magnetnu rezonancu SureScan dozvoljava rezim
rada koji omogucava pacijentu sa SureScan uredajem bezbedno
snimanje aparatom za magnetnu rezonancu, pridemu uredaj
nastavija da obezbeduje pravilan rad srca. Kad se programira na
opciju ,Ukijuceno", rad tunkcije SureScan za magnetnu
rezonancu onemogucava otkrivanje aritmije, rezim magneta i
celokupnu dijagnostiku koju definise korisnik. Pre obavijanja
snimanja magnetnom rezonancom u tehnickom prirucniku
za MR za SureScan sistem potrazite vazne informacije o
procedurama, kao i 0o upozorenjima i merama
predostroznosti specificnim za magnetnu rezonancu.

1.2 Sadrzaj pakovanja

Provodnik i pribor dostavljaju se sterilni. Svako pakovanje sadrzi
sledece stavke:

+ 1provodnik sa navlakom za fiksiranje

« 1lpodiza6vene

« Dokumentaeija o proizvodu

u|S-1 Bl oznadava medunarodni standard za konektora (ISO 5841-3) po kojem su gonoraton impulsa i provodmeci dizajnirani lako da se osigura osnovno mehanidko

ukJapaniG.
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1.3 Opis pribora

Sav phbor za jednokratnu upotrebu odiaiite u skladu s iokalnim
zahtevima u vezi sa zivotnom sredinonv

Navlaka za fiksaciju pozidje ~ Navlaka za fiksaciju poztcije
sprecava pokretanje provodnika i Stiti izolaciju provodnika 1
konduktore od ostetenja izazvanog jako zategnutim savovima.

Podizac vene - Podizad vene olakSava ubacivanje katetera ili
uvodnika u sud.

2 Indikacije za upotrebu

Provodnik model 3830 se primenjuje tamo gde postoji indikacija
za phmenu implantabilnog atrijalnog ili ventrikularnog sistema za
odriavanje ritma u jednojilidve sriane Supijine. Provodnik model
3830 je namenjen za pejsing i senzing u pretkomori ili komori.

3 Kontraindikacije

n daljem tekstu su navedene kontraindikacije za primenu
Medtronic implantabilnih, transvenoznih provodnika sa navojem.

« KoriSdenje ventrikularnih transvenoznih provodnika
kontraindikovano je kod pacijenata sa oboljenjem
trikuspidalnih zalistaka.

» KoriScenje ventrikularnih transvenoznih provodnika
kontraindikovano je kod pacijenata sa mehanidkim
trikuspidalnim srganim zaliscima.

« Upotreba transvenoznih provodnika koji otpuStaju steroide
kontraindikovana je kod pacijenata kod kojih jedna doza od
too pg beklometazon propionata moze da bude
kontraindikovana.

4 Upozoren)a i mere predostroznosti

Za koriscenje n okruzenju sa magnetnom rezonancom
potreban je ceo SureScan sistem. Pre obavijanja skeniranja
magnetnom rezonancom pogledajte tehnicko uputstvo za
SureScan sistem za odrzavanje ritma da biste videii
upozorenja | mere predostroznosti specificne za magnetnu
rezonancu.

Napomena: upozorenjai mere predostroznosti u vezi sa
medicinskom procedurom koji se odnose na Medtronic
implantirani sistem navedeni su u prirucniku kojije prilozen u
pakovanju uz uredaj ili na veb lokaciji Medtronic Manual Library
(Medtronic bibliotekapriru6nika) {www.medtronic.com/manuals).

Pregledanje sterilnog pakovanja - PaZljivo pregiedajte sterilno
pakovanje pre otvaranja.
« Obratite se lokalnom predstavniku kompanije Medtronic ako
su zatvarab ill pakovanje oSteceni.
« Nemojte da 6uvate ovaj proizvod natemperaturivisojod 40'C
(104"F).
* Ne koristite proizvod posle isteka roka vaienja.

I11967462A029 A Medtronic Conlidential
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Sterilizacija - Medtronic je pre isporuke stehlisao sadrzaj
pakovanja etilen-oksidom. Ovaj provodnik je namenjen samo za
jednokratnu upotrebu i nije predvidena ponovna sterilizacija.

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

Neophodna botnicka opreme -- Drzite opremu za spoijnu
defibrilaciju u blizini spremnu za hitnu upotrebu tokom akutnog
testiranja sistema elektrode. procedure implantacije ili kad god
aritmije mogu da sejave 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 $e napaja putem baterija ili strujom i
koja je posebno dizajnirana za ovu namenu da biste sprecili
fibrilaciju koju mogu izazvati naizmenidne struje. Oprema koja se
napaja strujom u blizini bolesnika mora biti ispravno uzemljena.
Pinovi konektora provodnika moraju bitiizolovani od struja curenja
koje mogu nastati zbog opreme koja se napaja strujom.

Istovremeno koriscenje uredaja - Izlazni impuisi, narocito sa
unipolarnih uredaja, mogu nepovoijno da uticu na mogucnosti
oditavanja uredaja. Ako je pacijentu potreban zaseban trajni ili
priviemeni uredaj za stimulaciju, ostavite dovoijno prostora
izmedu elektrode zasebnih sistema kako biste izbegli smetnje u
mogucnostima ocitavanja uredaja. Prethodno implantirani
generator! pulsa iimplantabifni kardioverter defibrilatori trebalo bi
da se izvade.

Upotreba steroida - Nije utvrdeno da It za upotrebu ovog
provodnika sa visoko lokalizovanim i kontrolisanim otpultanjem
vaiZe upozorenja. mere predostroznosti ili komplikacije koje su
obiino povezane sa injektabilnim beklometazon-dipropionatom.

Trudnoca - Dokazano je daje beklometazon-dipropionat (BDP)
teratogen kod mnogih vrsta ako se daje u dozama ekvivalentnim
dozi za ljude. Ne postoje odgovarajuce i dobro kontrolisane
studije 0 trudnicama. BDP treba koristiti n trudnoci samo ako
potencijalna koiist opravdava potencijalni rizik za fetus. Studije na
miSevima, pacovima i ze6e\nma pokazuju da adrenokortikoidi
povedavaju incidenciju rascepa nepca, placentne insuficijencije i
spontanih pobafaja, kaoida mogu da smanje stopu intrauterinog
rasta.

Dojilje - Kortikosteroidi koji se daju sistemski pojavijuju se u
humanom mieku i mogu suzbiti rast. ometati produkciju
endogenih kortikosteroida ili dovesti do drugih nepovoijnih
efekata kod odojcadi. Zbog mogubih ozbiijnih neZeljenih reakcija
kod odojcadi kao posledice kortikosteroida, potrebno je doneti
odiuku da lice dojenje biti prekinuto ilice se koristiti provodnik bez
steroida, uzimajuci u obzir vaznost provodnika i leka za majku.

Rukovanje vrhom sa steroidom - Izbegavajte smanjivanje

dostupne kolicine steroida pre implantiranja provodnika.

Smanjenje dostupne kolidine steroida moZe negativho da ulide na

performanse uredaja pri niskom pragu nadrazaja.

« Ne dozvolite da povrSina elektrode dode u kontakt sa
povr8inskim zagadivacima.
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« Nemojte da brisete elektrodu ili da je potapate u bilo koju
teCnost osim kivi za vreme implantacije.

Rukovanje provodnikom - Uvek pazijivo rukujte provodnikom.

« Nemojte da implantirate provodnik ako je oStecen. Vratite
provodnik predstavniku kompanije Medtronic.

+ Nemojte poku8avati da ispravite ill prepravite deformisanu
spiralu. Vratite provodnik predstavniku kompanije Medtronic.

« AStitite provodnik od materijala koji ostavijaju sitne cestice
kao ~to su diafice i prasina. Izotatori provodnika privlace ove
destice.

¢ Rukujte provodnikom u sterilnim hirurikim rukavicama koje
ste isprali steriinom vodom iii slicnom supstancom.

< Nemojte grubo savijati, uvijati ili istezati provodnik.

< Nemojte pritiskati spiralu.

* Ne potapajte provodnik u mineralna uija, silikonska uija ili bilo
koju drugu tednost, izuzev u krv za vreme implantacije.

* Nemojte hvatati provodnik hirurdkim instnjmentima.

* Nemojte koristiti situ ako pri prolasku provodnika naidete na
otpor.

* Ako se prolazi kroz trikuspidaini zalistak, drzrte spiralu unutar
katetera-vodida sistema za plasiranje da bi se sprecik)
odtecenje spirale. zaliska i.llitkiva endokarda.

Ostecenje krvnih sudova itkiva - Budite pazijivi pri
postavijanju provodnika.

« Ako postoji osnovana sumnja da je zid na apeksu desne
komore pacijenta neuobicajeno tanak, razmotrite
postavijanje provodnika na neko drugo mesto.

* lIzbegavajte oblasti zida komore koji su pretrpeli infarkt ili su
tanki da biste umanjili pojavu perforacija i disekcija.

< Ne dozvolite nastanak akutne traume endokarda, ukijucujuci
i eventuainu perforaciju, izazvane preteranim upredanjem ifili
pritiskom vrha. Akutna trauma endokarda mo2e dovesti do
privremeno povisenih vrednosti impedanse ili praga.

Hronlcna repozicija iii uklanjanje - Budite izuzetno pazijivi ako
provodnik mora da se ukloni ili premesti. Udestalo premeS§tanje ili
uklanjanje transvenoznih provodnika sa navojem moze biti
onemoguceno zbog deformisanja i/ili mrsenja spirals nastalih
usied rukovanja provodnikom. U veciniklinidkih slucajeva najbolje
je ostaviti neupotrebljene provodnike na mestu. Vratite sve
uklonjene provodnike iii neiskoriscene provodnike ili delove
provodnika kompaniji Medtronic na analizu.

« Pregledajte spiralu uz pomoc radioskopije ili radiografije pre
pristupanja premestanju provodnika da biste ustanovili da lije
spirala oduvala svoj oblik. Ako se cini da je spirala
deformisana, uklanjanje moze brti otezano i ne preporuduje
se.

« Uklanjanje provodnika moze da izazove avulziju endokarda.
zaliska ili vene.

« Spojevi na provodniku mogu da se odvoje pavrh provodnika
iogoljena z\ca mogu da osfanu u srcu ili veni.

« Ufiestalo repozicioniranje provodnika moze negativno uticati
na performanse steroidnog provodnika pri niskom pragu
stimulacije.

* NapuS§tene provodnike treba pokriti kapicom da bi se izbegao
prenos elektricnih signala.
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« Kod presecenih provodnika preostali kraj provodnika mora da
se zapecati, a telo provodnika mora da se pricvrsti hirurskim
koncem za okoino tkivo.

Hronicno uklanjanje provodnika | SureScan sistem za
pejsing - Pre implantacije SureScan sistema za pejsing uzmite n
obzir rizike vezane za uklanjanje prethodno implantiranih
provodnika. Napusteni provodnici ili prethodno implantirani
provodnici koji nemaju oznaku SureScan ugrozav”®u mogucnost
bezbednog skeniranja SureScan sistema za pejsing tokom
skeniranja magnetnom rezonancom.

Snimanje magnetnom rezonancom (MR) - Magnetna
rezonanca je tip medicinskog snimanja koji koristimagnetna poija
za stvaranje unutraSnjeg prikaza tela. Ako se ispune odredeni
kriterijumiipostuju upozorenjaimere predostroznosti koje navodi
Medtronic, pacijenti sa uredajima koji su uslovno bezbedni u MR
okruzenju i sa sistemom provodnika mogu da se podvrgnu
skeniranju magnetnom rezonancom. Detalje potrazite n
tehnickom prirucniku za MR za SureScan koji Medtronic
obezbeduje za uredaj kojije uslovno bezbedan u MR okruienju.

Lecenje dijatermijom (ukfjucujudi terapeutski ultrazvuk) -
Dijatermija je lecenje koje podrazumeva terapeutsko zagrevanje
telesnih tkiva. Lecenja dijatermijom ukijuduju ultrazvuk visoke
frekvencije. kratkotalasni, mikrotalasni i terapeutski ultrazvuk.
Nemojte koristiti iec*enja dijatermijom na pacijentima sa
kardio-uredajem, osim terapeutskog ultrazvuka. Ledenja
dijatermijom mogu da dovedu do ozbiijne povrede ili o8§tedenja
implantiranog uredaja i sistema elektroda. Terapeutski ultrazvuk
predstavfja koriscenje ultrazvuka (ukijudujudi fizioterapiju,
terapeutski ultrazvuk visokog intenziteta i fokusirani ultrazvuk
visokog intenziteta) pri vecim energijama nego kod
dijagnostidikog ultrazvuka radi zagrevanja i agitacije tela.
Terapeutski ultrazvuk je prihvaiijiv ako se lecenje obavija tako da
razdaijina od aplikatora i implantiranog uredaja i sistema
elektroda bude najmanje 15cm, sve dok uttrazvudni snop nije
usmeren ka uredaju i sistemu elektroda.

5 Potencijalne komplikacije

Potencijalne komplikacije vezane za upotrebu transvenoznih
provodnika ukijucuju, izmedu ostalih, siedeca stanja pacijenta do
kojih moie doci pri ubacivanju i/ili ponovnom postavijanju
provodnika.

» srfiana perforacija

* srdanatamponada

« fibrilacija i druge aritmije

* ruptura zida srca ili vene

» infekcija

+« miSidna ili nervna stimulacija

» perikardijalna frikcija

e pneumotoraks

* trombolitidka i vazduSna embolija

« tromboza

+ oStedenje zaliska (narodito kod fragilnog srca)
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Druge potencijaJne komplikacije vezane za provodnik i
programirane parametre ukljucuju, izmedu ostalog, komplikacije
navedene n sledecojtabeli. Simptomi sledecih komplikacija
ukljucuju gubitak kapture ili periodicni Wneprekidni gubitak
kapture ili senzinga”:

Korektivna radnja koju treba
Komplikacija uzeti u obzir

Pomeraiije provodnika Repozicionirajte provodnik.

Zamenfte provodnik. U nekim
sluOajevima kad se radi sa
bipolamim provodnikom
implantabiini ureda) je mozda
programiran za unipolamu
konfiguraciju ilije mofda
provodnik unipolarizovan.

Pucanje konduktora prwodnika i
spiralne elektrode ili otkazivanje
izchacije

Prilagodite iziazni signal
implantabiinog uredaja. Zamenite
ili repozicionirajte provodnik

Podizanje praga ili iziazni blok

Potencijalne akulne/hronicne komplikacije povezane sa
postavljanjem provodnika za 6ije reSavanje moze biti potrebna
zamena provodnika ukijuiuju, izmedu ostalog, sledece:

Tehnika implantacije Potencijalna komplikacija

OSleOenje spiralnog dela
provodnika ifili izolacije

Nasilno guranje provodnika kroz
vodiC-kateter

Ptekid provodniSkog kalema,
o§teOenje izolacije

KoriScenje piekomerno
medijalnog pristupa vodiS-
katetera Sto dovodi do vszivanja
kljudne kosti i prvog rebra
Ubadanje (.xikosnice i/ili tetive Prekid provodniOkog kalema.
kada se primenjuje siibklavikularni  oStedenje izolacije

pristup vodiC-kateterom

6 Uputstva za upotrebu

Upozorenje: Pre implantacije SureScan sistema uzmite u obzir
rizike povezane sa uklanjanjem prefhodno implantiranih
provodnika. Napusteni provodnici ili prethodno implantirani
provodnici koje nemaju oznaku SureScan. ugrozavaju mogucnost
bezbednog snimanja SureScan sistema, tokom snimanja
magnetnom rezonancom.

Napomena: Da bi se provodnik modela 3830 implantirao,
neophodan je kompatibitni sistem za plasiranje. kao sto je
Medtronic sistem za plasiranje. Kompatibiini sistem za plasiranje
obuhvata vodic-kateter i uvodni ventil kojiomogucava proiaz kroz
konektor IS-1 ili uklanjanje iz njega. Obratite se lokalnom
predstavniku kompanije Medtronic za dodatne informacije o
kompatibilnim sistemima za plasiranje.

Medicinsko osoblje je odgovomo za sprovodenje ispravnih
hirtjrskih procedura isterilnih tehnika. Neke tehnike implantacije
raziikuju se u zavisnosti od licnog nacina rada lekara, kao i
anatomije i fizickog stanja pacijenta.

6.1 Priprema sistema za plasiranje

Pripremile sistem za plasiranje prema upulstvima iz
dokumentacije o proizvodu koja se isporucuje n paketu sa
sistemom za plasiranje.

6.2 izbor mesta ubacivanja

Oprez: Pri koriscenju subkiavijaJnog pristupa za ubacivanje
provodnika. koristite bocniji pristup da biste smanijili rizik od
gnjecenja provodnika izmedu prvog rebrai kljucne kosti.
Gnje6enje izmedu prvog rebra i kijucne kosti moze da dovede do
naknadnog preloma tela provodnika.

Oprez: Odredene anatomske abnormalnosti, kao sto je sindrom
gornjeg torakalnog otvora. mogu da izazovu stezanje i naknadni
prelom tela provodnika.

Sklop vodic-katetera moze da se ubaci putem nekoliko razlicitih
venskih putanja, ukljucujuci desnu ili levu cefalicnu venu, druge
subklavijalne grane ili spoijnu ili unutrasnju jugularnu venu.

Odaberite mesto ubacivanja. Pogledajte (slika 1) da biste se
upoznali sa predlozenim mestom ubacivanja.

Slika 1.

1 Predlozeno mesto ulaska

6.3 Umetanje skiopa vodic-katetera

Sklop vodic-katetera moze se ubaciti uz pomoc podizaca vene
koji je prilozen u pakovanju provodnika ili melodom opisanom u
dokumetaciji o proizvodu sistema za plasiranje.

Sklop vodic-katetera moze da se ubaci uz pomoc venotomije
koriscenjem nekoliko venskih puteva, ukljuéuju6i desnu ili levu
cefalicnu venu, druge subklavijalne grane ill spoijnu ili unutrasnju
jugularnu venu.

Umetniie sklop vodic-katetera uz pomoc podizaca vene:
1. Ubacite suzeni kraj podizada vene n otvorenu venu (slika 2).

‘ Posle operacije moze doci do kratkotrainog prolainog gubitka kapture ili senzinga dok se provodnik ne striiilizuje. Ako ne dode do siabNizactje, postop mogubnosi

da je doslo do pomeranja pn>/odnika.
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Siika 2.

2. Nezno pogurajte vrh sklopa vodic-katetera ispod podizaca
vene i uvenu.

Da biste se upoznali sa preporucenom metodom ubacivanja
skiopa vodic-katetera, pogledajte dokumentaciju o proizvodu
sistema za plasiranje.

6.4 Postavijanje vodic-katetera

Da biste se upoznali sa pojedinostima postavijanja vodic-katetera
n desnu pretkomoru ill desnu komoru, pogledajte dokumentaciju
0 proizvodu sistema za plasiranje.

6.5 Ubacivanje provodnika u vodic-kateter

Upozorenje: Kada su u pitanju provodnici koji ce brti postavljeni u
desnu komoru, driite spiralu unutar katetera-vodica da bi se
spreciio ostebenje spirale, zaliska i/ili tkiva endokarda prilikom
proiaska kroztrikuspidaini zalistak.

Oprez: Ako je potrebno obrisati provodnik pre ubacivanja, ne
dozvolite da se spirals zapetija u gazu i postarajte se da navlaka
za fiksiranje oslane na mestu.

Ubacite provodnik n vodic-kateter. Provedite provodnik kroz
uvodni venti! da biste vracanje krvi kroz sislem sveli na minimum.

Napomena: Drzite spiralu u distalnom vrhu katetera.

6.6 Pozicioniranje provodnika u komori

Upozorenje: Da biste smanijiii pojavu perforacija i disekdja,
izbegavajte poznate oblasti zida komore koji su pretrpeli infarkt tli
sutanki.

Upozorenje: Ako postoji osnovana sumnja da je zid na apeksu
desne komore pacijenta neuobicajeno tanak, osoba koja vrsi
implantaciju mozda treba da uzme u obzir postavijanje
provodnika na drugo mesto.

Upozorenje: Preterano upredanje i/ili pritisak vrha moze dovesti
doakutnetraume endokarda, ukijucujuci ieventuainu perforaciju.
Akutna trauma endokarda moze za posledicu imafi privremeno
poviSene vrednosti impedanse H praga.

Postavijanje provodnika u komoru:
1. Postavite vrh vodic-katetera u komoru. Da biste se upoznali
sa pojedinostima postavijanja vodic-katetera u komoru,
pogledajte dokumentaciju o proizvodu sistema za plasiranje.
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2. Kada distaini vrh vodic-katetera bude u blizini zeljenog
mesta za postavijanje provodnika, pazijivo gurajte
provodnik, dok istovremeno povlafiite vodi6-kateter sve dok
anodni prsten ne izade 2-3 cm izvan distalnog olvora
vodic-katetera.

3. Koristite radioskopiju da biste olaksali precizno postavijanje
provodnika. Koristite radioskopiju (u bocnom polozaju) da
biste se uverilida se vrh ne nalazi u retrogradnom polozajuill
da se nije zaglavio u koronarni sinus.

4. Rotirajte telo provodnika u smeru kazaljke na satu da biste
pricvrstili spiralu za endokard. Preporuiuje se da osoba koja
vr§i implantaciju okrene telo provodnika za priblizno 3 do 4
puna (360') kruga da bi spirala bila u potpunosti usadena n
endokard.

Napomena: Izbrojte okrete provodnika vizueino prateci
etiketu sa serijskim brojem provodnikailinavlaku za fiksiranje
uz pomoc radioskopije.

Precizno pozicioniranje elektrode je od kljuCne vaznosti za
stabilan pejsing i senzing. Postovanjem gorenavedenih
postupaka obicno se posti®e zadovoljavajuca pozicija.

6.7 Pozicioniranje provodnika u pretkomori

Upozorenje; Preterano upredanje i/ili pritisak vrha moze dovesti
doakutne traume endokarda, ukijucujuciieventuainu perforaciju.
Akutnatrauma moze dovesti do privremeno povisenih vrednosti
impedanse ili praga.

Posta\djanje provodnika n pretkomoru;

1. Postavite vrh vodic-katetera u pretkomoru. Da biste se
upoznali sa pojedinostima postavijanja vodic-katetera u
pretkomoru, pogledajte dokumentaciju o proizvodu sistema
za plasiranje.

2. Kada distaini vrh vodic-katetera bude u blizini zeljenog
mesta za postavijanje provodnika, pazijivo gurajte provodnik
kroz vodic-kateter, sve dok mehanizam za fiksaciju ne izade
izvan distalnog otvora vodic-katetera.

3. Koristite radioskopiju da biste olaksali precizno postavijanje
provodnika. Odgovarajuci polozaj provodnika obicno
podrazumeva da je vrh provodnika postavijen na endokard
pretkomore u apeksu ili u blizini apeksa aurikule. Kao sto se
vidi na radioskopiji (A-P prikaz), vih provodnika usmeren je
medijalno i unapred prema levoj pretkomori. Ispravan
polozaj se obicno postize pomocu prednje. medijalne ili
bocne lokacije vrha.

4. Rotirajte telo provodnika u smeru kazaljke na satu da biste
pricvrstili spiralu za endokard. Preporucuje se da osoba koja
vrSi implantaciju okrene telo provodnika za priblizno 4 do 5
punih (360") krugova da bispirala bila u potpunosti usadena
u endokard.

Napomenat'izbrojte okrete provodnika vizueino prateci
etiketu sa serijskim brojem provodnikailinavlaku zafiksiranje
uz pomoc radioskopije.
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Ako se ispravno postavi, vrh provodntka ce se pomerati sajedne
na drugu stranu sa svakom atrijalnom kontrakcijom (prikazano
pomocu A-P radioskopije). U odsustvu spontane atrijalne
aktivnosti, pomeranje se moze proizvesti pejsingom pretkomore
kroz provodnik,

6.8 Proverafiksacije spirale elektrode

Proverite fiksaciju spirals elektrode:

1. Proverite fiksaciju koristeci odgovarajucu tehniku, zavisno
od toga da It)e provodnik fiksiran u komori ili pretkomori;

a. Za komorski provodnik: Blago povucite provodnik
unazad iproverite dali se javijaotporda biste se uverilida
je fiksiran. Praviino fiksirana spirala ce ostati na svom
mestu. Ako spirala nije praviino pricvrscena. vrh
provodnika ce se premestiti n desnu pretkomoru ili se
moze razlabaviti.

b. Za pretkomorski provodnik: Blago povucite provodnik
unazad iproverite dalise javija otporda biste se uverilida
je fiksiran. Koristite frontainu radioskopiju da biste
proverili bo6no kretanje atrijalnog vrha
,napred-nazad' koje odrazava atrijalne i ventrikularne
kontrakcije, Ako se vrh provodnika krece nasumidno, to
ukazuje na slabu pridvrscenost,

2. Nakon potvrde da je spirala priivrScena, u pretkomori iii
komori se nagomilava nezatezna duzina provodnika da bise
sprecila dislokacija vrha. Smatra se da ima dovoijno
nezatezne duzine provodnika ako prilikom radioskopije, n
toku dubokog udisaja, pretkomorski provodnik zauzimaobfik
slova,L', a komorski provodnik obiik slova,S”. Ne dozvolite
preterano nagomilavanje nezatezne duzine provodnika. jer
to moze dovesti do spustanja petlje pretkomorskog
provodnika biizu trikuspidalnog zcdiska.

3. Obavite elektricna merenja da biste potvrdilizadovoljavajuci
polozaj ifiksaciju vrha elektrode. Pogledajte odeljak 6.9.

4. Ako provodnik mora da se repozicionira ili ukloni, budite

6.9 Obavljanje elektricnih merenja

Obavite elektricna merenja:

1. lzvucite vodic-kateter iz supijine u kojoj je posta”“en
provodnik da vodic-kateter ne bi ometao elektricna merenja.

2. Pricvrstite stipaljke hirurskog kabla za pin konektora
provodnika i prsten konektora.

3. Za elektricna merenja koristite instrument za podrsku
implantiranju. Medtronic preporucuje koriscenje analizatora
sistema za pejsing. Informacije o koriscenju instrumenta za
podrsku implantiranju pronaditeu dokumentaciji o proizvodu
za taj uredaj.

Zadovoljavajuce postavijanje provodnika karakteriie se
niskim pragom stimulacije i odgovarajucim senzingom
amplituda intrakardijalnih signala.

* Niski prag stimulacije obezbedujezeljenu bezbednosnu
granicu iomogucava potencijaini porast pragova do
kojeg moze dociuroku od 2 meseca nakon implantacije.

* Adekvatne amplitude ocitavanja ukazuju nato da
provodnik ispravno obavija ocitavanje unutrasnjih
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srcanih signala. Zahtevi minimalnog intenziteta signala
zavtse od osetljivosti implantabilnog uredaja. Prihvatijive
akutne amplitude signala za provodnik moraju biti vece
od minlmalnih mogubnosti senzinga uredaja. ukijubujuci
adekvatnu bezbednosnu granicu koja uzima v obzir
starost provodnika.

Tabela 1. Preporucena merenja pri implantaciji
Potrebno merenje Komora Pretkomora
Maksimalne graniCne vred- 1.0V 15v
nosti akutne stimulacije™ 3.0mA 45mA

Minimalne amplitude 5,0 mv 2,0mv
akutnog oCitavanja

" Pri postavci trajanja impulse od 0,5 ns.

4. Ako se elektribna merenja ne stabilizuju do prihvatijivih
nivoa, mo2e biti neophodno obaviti repozicioniranje i
ponoviti postupak testiranja. Sledite uputstva iz pogiavija
,Promena pozicije ili uklanjanje provodnika.

Napomena: Pocetna elektricna merenja mogu da se
raziikuju od preporucenih zbog akutne celijske traume. Ako
do tog odstupanja dode, sacekajte izmedu 5 i 15 minula i
ponovife proceduru testiranja. Vrednosti mogu da se
raziikuju u zavisnosti od tipa provodnika. podesavanja na
uredaju, stanjatkiva srca iinterakcije medu iekovima.

6.9.1 Provera dijafragmalne stimulacije

Dijafragmatnustimulacijutakodetreba proveritipejsingomprilOV
i posmatranjem na radioskopiji da li se dijafragma skupija pri
svakom nadrazaju pejsmejkera. Ako dode do ritmickog
nadraiavanja dijafragme, smanjite napon dok se ne odredi prag
dijafragmalnog nadreizaja za odrzavanje ritma. Ako je prag
nadrazaja dijafragme manji od potrebnog programiranog iziaza
pri odrzavanju ritma, provodnik mora da se premesti. Sledite
uputstva iz pogiavija ,Promena pozicije ili uklanjanje provodnika'.

6.9.2 Merenje Impendanse (otpora) pejsinga

Impendansa pejsinga (ili otpor) koristi se za procenu funkcije
uredaja i proveru ceiovitosti provodnika tokom rutinskih kontrola
uredaja kod pacijenta i kao pomoc u resavanju potencijalnih
problema sa provodnikom. Dodaine procedure za resavanje
problema obuhvataju EKG analizu, vizueino isprtivanje, merenje
praga i karakteristike elektrograma.

Navrednosti impendanse pejsinga utice veliki broj faktora,
ukijucujuci polozaj provodnika, velicinu elektrode, dizajn i
integritet provodnika, integritet izolacije i balans elektrolita kod
pacijenta. Na vidijivu impendansu pejsinga u velikoj meri utice
tehnika merenja. Poredenje impendansi pejsinga treba da se
obavija pomocu doslednih metoda merenja lopreme.

Impendansa koja je visa ill niza od uobicajenih vrednosti ne mora
nuzno da ukazuje na otkazivanje provodnika. Moraju se uzeti u
obziridrug!uzroci. Pre donosenja zakijucne dijagnoze mora da se
uzme n obzir kompletna klinicka slika. Kompietna klinicka slika
ukljubuje velicinu ariefakta pejsinga i morfoloske promene u
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analognim EKG-ovima sa 12 provodnika, stimulaciju misica
pomocu bipolarnih provodnika, probleme pri ssnzingu i/ili kapturi,
simptome pacijenta i karakteristike uredaja.

Preporuke za klinicko nadgledanje i procenu elektroda n smislu
karakteristika impendanse navedene su u nastavku.

Za implantabiire uredaje sa telemeirijskim o6itavanjem
impedanse;

« Rutinski nadgledajte i belezite vrednosti impedanse. pri
implantaciji i u toku kontrola. koristeci dosledne postavke
iziaza.

Napomena: Vrednosti impendanse mogu da se razlikuju pri
razlicitim programabilnim postavkama iziaznog signals (npr.
sirina impulsa iliamplituda impulse) na implantabilnom
uredaju ili anaiizatoru sistema za pejsing.

* Ustanovite osnovnu vrednost hronifine impendanse kad se
impendansa stabilizuje. §to je obicno u periodu izmedu 6112
meseci posle implantacije.

* Nadgledajte velike promene n impendansi i abnormaine
vrednosti.

*« Ako dode do abnormalnosti u impendansi, paiijivo
nadgledajte pacijenta da biste utvrdili da li postoje problem!
sa odrzavanjem ritma ili oditavanjem. PodeSavanja iziaznog
signala koja se koriste za merenje impedanse moraju bit! ista
kao podedavanja koriscena pri prvobitnim merenjima.

* U slucaju visokorizicnih pacijenata, na primer pacijenata
zavisnih od Implantabilnih uredaja, lekari treba da uzmu u
obzir dodatne mere kao sto su veca ucestalost nadgiedanja.
izvodenje provokalivnih zahvata i nadgledanje EKQ-a u
pokretu.

Za implantabilne uredaje bez telemetrije;

* Zabelezite vrednost impendanse pri implantaciji. Takode
zabeleiite uredaj kori§cen za merenje. postavke iziaznog
signala na uredaju i koriScenu procedure.

« Ako je impendansa analizatora pejsinga koju je izmerio
sistem u trenutku zamene uredaja abnormalna, pazijivo
procenite integritet provodnika (ukijucujuci granicne
vrednosti i fizidki izgled) i stanje pacijenta pre nego sto
odiudite da ponovo upotrebite provodnik.

» Impendanse ispod 250 Q mogu da dovedu do preteranog
praznjenja baterije, Sto moze ozbiijno da ugrozi vek trajanja
uredaja, bez obzira na integritet provodnika.

Vi§e informacija o obavijanju eiektricnih merenja potrazite u
dokumentaciji proizvoda koja se dobija uz uredaj za testiranje.

6.10 Promena pozicije ili uklanjanje provodnika

Upozorenje: Uklanjanje provodnika moze da izazove avulziju
endokarda, zaliska ili vene. Pored toga, spojevi na provodniku
mogu da se odvoje ostavijajuci spiralu ili deo provodnika u srcu ili
veni. Uveciniklinidkihslucajevanajboljejeostaviti neupotrebljene
provodnika na mestu. Promena mesfa provodnika nakon
implantacije mo2e negativno uticati na performanse niskog praga
steroidnog provodnika.
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Oprez: Ako odiucite daje neophodno promenili poziciju
provodnika, uzmite u obzir mogucnostda se spirals deformise ifili
zamrsi usied rukovanja provodnikom. Pregledajte spiralu uz
pomoc radioskopije ili radiografije pre pristupanja premestanju
provodnika da biste ustanovili da li je spirals ocuvala svoj oblik.
Ako se cini daje spiraladeformisana, uHanjanje moze bit'oteiano
inepreporufiuje se.

Promenite poziciju ili ukfonite provodnik:

1. Ako spirala izgleda oiuvano i neophodno je promenili joj
poziciju, okrecite telo provodnika u smeru suprotnom od
kazaljke na satu da biste izvukli spiralu iz mesta implantacije.
Napomena: Brojokreta u smeru suprotnom od kazaljke na
satu za izviacenja spirale iz mesta implantacije, koje je
neophodno obaviti pre nego sto se pocne sa povlacenjem.
moze bit! veci od broja okreta neophodnih za fiksadju.
Napomena: Ako je spirala i datje usadena n endokard,
potrebno je primenitidodatno okretanjetela provodnika. a ne
silu povtacenja.

2. Okretanje u smeru suprotnom od kaizaljke na satu treba
primenjivati sve vreme dok traje postupak promene pozicije
iuklanjanja da bi se smanjila verovatnoca za oltecenje
kardiovaskulamog tkiva.

3. Ponovite postupak postavljanja provodnika u komoru ili
pretkomoru, kao i postupak provere fiksacije spiralne
elektrode. Za promenu pozicije provodnika koristite
vodiC'kateter.

6.11 Uklanjanje vodic*katetera iz provodnika

Kada provodnik zauzme konadni potozaj, ukionite vodic-kateter iz
provodnika pre hirurskog zatvaranja. Detalje potrazite u
dokumentaciji o proizvodu sistema za plasiranje. Ponovite
elektriCna merenja; pogtedajte odeljak 6.9.

6.12 Fiksiranje provodnika

Oprez: Budite pazijivi pri fiksiranju provodnika.

« Sasvim provodnicima koristite navlaku za fiksiranje pozicije.

+« Nemojte koristiti konce koji se apsorbuju da biste fiksirali
provodnik.

*« Nemojte zatezati savove take cvrsto da ostete venu,
provodnik ili navlaku za fiksiranje pozicije.

* Ne stavijsgte savove najezi*ke naviake za fiksiranje (slika 3).

* Nemojte vezivati konac direktno za telo provodnika {slika 4).

*« Nemojte pomerati vrh provodnika.

* Ne pokuSavajte da ukionite ili sedete navlaku za fiksiranje
pozicije.

* Nemojte uklanjati jezicke na navlakama za fiksiranje. Jezidd
su obezbedeni da bi smanjili mogucnost da navlaka ude u
venu.

*« Nemojte dozvoiiti da navlaka za fiksiranje prode u
vodic-kateter i/ili venski sistem.
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8 CE oznaka za uskladenost

Slededa CE oznaka uskladenosli odnosi se na provodnik model
3830.

C€0123

2003.

9 Objasnjenje simbola na oznakama na
pakovanju

Pogledajte oznake na pakovanju da biste videii koji se simboli
odnose na ovaj proizvod.

Tabela 2. Objasnjenje simbola na oznakama na pakovanju
Simbol Obiasnjenje

Conformite Europeenne (uskladenost sa
evropskim siandartlima}. Ova) simbol oznacava
da je ureda] n potpunosti uskladen sa vazecim
zakonima Evropske unije.

Nemojte koristili ako je pakovanje osteceno

Nije za ponovnu upotrebu

ly +XX’'C
M -fXX'F Gornja temperalurna granica
| STERLE | ioH Sterilisano etilen-oksidom

Pogledajte uputstvo za upotrebu na ovom

aS veb-saitu

Datum proizvodnje

ProizvodaC
oJ

Upotrebijivo do

EC REP OvlaSceni predstavnik za Evropsku zajednicu

R E F Broj za ponovnu porudibinu
SN Serijski broj
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Tabela 2. Objasnjenje simbola na oznakama na pakovanju

(nastavak)
simbol

f

Objasnjenje

Duiina provodnika

Ovde otvorili

Sadriaj pakovanja

Dokumentacija o proizvodu

Pribor

Unutrasnji precnik

Spoijni prednik

Elektroda

Transvenozni ventrikulami provodnik

Transvenozni atrijaini provodnik

Odrzavanje ritma

O6itavanje

OtpuSta steroid

Navoj koji ne moze da se skrati

Navoj koji ne moze da se skrati, otpuSta steroid
BDP

Uvodnik provodnika sa vodi6-2icom

Kateter

Srpski 45

Composed: 2016-1243204,1607
XSL-Sfytesneet C 24-MAY-20i6



Printing instructions: doc #163256 EN/IS*"SR/RU
Category: Leads single pkg. 502435-014
Size: 7.125 x 8 Ir (181 x 203 mm)

Tabela 2. Objasnjenje simbola na oznakama na pakovanju

(nastavak)
Simbol Objasnjenje
IsporuCeni kateter
Usiovno bezbedno za kohscenje sa magnetnom
rezonancom
Logotip SureScan
SureScan

10 Medtronic odricanje garancije

Kompfetne informacije o odricanju garancije potrazite u pratecem
dokumentu sa odricanjem garancije.

11 Servis

Mecftronic zaposljava obucene predstavnike i inzenjere sirom
Sveta koji su vam na raspolaganju i na zahtev pruzaju obuku
kvaiifikovanom bolnickom osobfju za koriscenje Medtronic
proizvoda. Medtronic takode ima profesionaino osobije koje
pruzatehnicke savete korisnicima proizvoda. Za vise informacija
obratite se lokalnom Medtronic predstavniku, pozovite N pisite
preduzecu Medtronic putem odgovarajuce adrese ili broja
telefona navedenog na zadnjoj korici.
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[ITepeeod ¢ anznuiickozo a3vixa na pyccxuit A3vik)
[Ha branxe xomnanuu «Medmponux»)

«Meatpounk, Hak.»
(Medtrozic, Inc.)

710 Mearpounk apkydit H.E.,
MunHeanonnc, Muunecora 55432,

CIlIA

(710 Medtronic Parkway N.E.,
Minneapolis MN 55432,
USA)

www.medtronic.com

Ten.: 001-763-514-4000
Paxc: 001-763-514-4879

IMacnMo-1aaBaeHHe

{ Komnanua «Meatponnx HHK.», YUPEKICHHa B COOTBETCTBUM C 3aKOHOAATENHLCTBOM
Coenunennnix LllraTop AMepHKH, OCYIIECTBASIONIaS OCHOBHYIO AEATENLHOCTB MO AAPECY:
710 Mearpounk  [lapkys#t, Munueanonuc, MunHecora 55432, CIIIA, HacTOAUMM
NOATBEPXACT, YTO NpHiIaracMad JOKYMCHTAIHA, TeXHHIeCkoe pyKOBOACTBO HA JJIEKTpoa i
kapauocTuMynaumH  SelectSecure™ MRI SureScan™, mozens 3830, asngercs BepHoii M
HeH3MEHEeHHOM Konuelt OpUIrMHATA JOKYMEHTA,

/noonucs/ 28 oxmsbpa 2021 2.
Wmsa: Menauu Buncenr Hara
HomxuocTs: CTapuinii AHPEKTOP MO HOPMATHBHO-TIPABOROMY

PETYIHPOBAHRIO
IITAMII HOTAPUYCA

[Lmamn:

Amanaa Kpucran Sneucx

Horapuyc

MunnecoTa

Mos nunen3us peticteutensya ao 31 sueaps 2024 r.]
/noonucse/

28 oxmabps 2021 2.

A
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Mepesena 'pomoBa Anekcangpa AmuTpuresHa

Poccuiickas ® ~e|)aynsa
Mopos MockBa
CefbMoOro gekabps aBe TbicA4M fBajLaTb MNePBOro roga

A, Koponb BuKtopua AnekceeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbLCTBYIO
NOAJIMHHOCTL NOANUCY NepeBoAYMKa FpomoBoi AnekcaHgpbl JMUTPUEBHBI.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JlnyHocTb NognucasLLlero JOKYMeHT yCTaHOB/IeHa.

37 ructpuposaHo B peectpe; Ne08/82-H/77-2021- QA

YnnayeHo 3a CoBepLUeHMe HoTapuanbHoro gerictams: 400 py6. 00 kon.

rersoBAs nevate - [TOANMUCb

B.A. Koponb
HOTAPUYCA

MpoLwHypoBaHo, NPOHYMEPOBAHO W CKPENJ/IeHo neyaTtblo Y (Y nuct(-a,ux)

B.A. KopoHbi

noanmnch

FEPBOBASA MEYATb
HOTAPWYCA
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Poccuiickas depfepauns
l'opog Mocksa
Cegbmoro aekabpa 3K Tblaag rom

R Koponb Buktopusa AnekceesHa, HoTapuyc ropoga MockBbl,

CBUJETENbCTBYID BEPHOCTb KOMMW C MPEACTABNEHHOK MHe Bcero npoLuHypoBaHo,
A

I'IpOHyME§LU" W CKpenneHo

[OKYMEHTa.
nevyatblo y J'IVICTya.-OB)
3apeructpuposano Bpeectpe: N 08/82-H/77- 2021-
YnrayeHo 3a COBEPLIEHNE HOTApUabHOTO AENCTBUS: -b O (O py6.
BA Koponb r
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IVledtronic KOMum4HA

Medtronic, Inc.

710 Medtronic Parkway N.E.
Minneapolis MN 55432,
USA.

www.medtronic.com

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 or
affirm that the attached documentation, Technical Manual for Deflectable catheter system

SelectSite™ (C304-S59, C304-L69, C304-XL74 is true and unaltered copies of the original
documents.

i

Name: Melanie Vincent Date
Title; Senior Regulatory Affairs Director
NOTARY STAMP

Amanda Christine Janecek
Notary Public
Minnesota
"mS, My Commission Expires January 31.2024

2or.\

Page 1o0f 1
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Medironic

ATTAIN™ 6227DEF / SelectSite™

C304-S59, C304-L69, C304-XL74

Deflactable catheter defivery system / Dafiectabls catheter system
Symbq:ede positionnemant de cathéler arientable / systéme de cathéter
ofienta

Steuerbares Kathetereinflhrsystem / Steverbares Kathetsrsystem
Sistema de implaniacion de catéter flexible / Sistema de catéter flaxible
Buigbare-kathelerplaatsingssysteem / Op afatand buigbare katheter
Sistema di rilascio a catetere orientablle / Sistema a catetere crientabile
Styrbart katetarinnfaringssystem / Styrbart katetersystem
Levereringssystam for bSjbar kateter / Bojbart katatersystem

mﬁ toroBémons xapmrdEtvor xabenipa / 20omMpa kapTIOUEVOY

indferingssystem ti bejeligt kateterdajeligt katetersystem

Sistema introdutor de cateter meolddvel/Sistema de cateter malddve!
Hajlithatokatéter-bevezets rendszer / Hajlthatokatéter-randszer
System wprowadzania cewnika z odchylana koficéwkg / System
cewnika z odchylana koncéwky

Zavadici systém aviadaieiného katétru / Systém oviadaieiného katétru
Cucrema poctasem niGroro xaretepa / cucrema rMBxoro xarerepa
Aplikatny systém ohybateiného katétra / Systém ohybateinsho katétra
Bikolebilir kateter tagima sistemi / Blkalediir kateter sisiemi

Technical manual « Manuel iachnique * Gebrauchsanweisung * Manual
técnico » Technische handleiding = Manuale tecnico « Teknisk handbok
» Tekniak manual » Texwko eyxipieo » Teknisk hdndbog » Manual
técnico « Mdszaki leirds « Techniczna instrukcja obsiugi « Technické
piirutka « Taxuuyeckos pyxoBoACTso * Tachnicks priruka « Teknik &
kitabi

Caution: Federal Law (USA) restricts this
devieetoubWownmordefdaphysidan. C€
2010

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



The following are trademarks of Medtronic: Attain, Medtronic, SelectSite

Les denominations suivantes sont des marques commerciales de Medtronic ; Attain,
Medtronic, SelectSite

Bei den foigenden Bezeichnungen handelt es sich um Marken von Medtronic: Attain,
Medtronic, SelectSite

Las siguientes son marcas comerciales de Medtronic: Attain, Medtronic. SelectSite
Onderstaande termen zijn gedeponeerde handefsmerken van Medtronic: Attain, Medtronic,
SelectSite

| seguenti marchi sonodi prophets della Medtronic: Attain, Medtronic. SelectSite
Felgende er varemerker for Medtronic: Attain. Medtronic, SelectSite

Fdijande ar varumarken som tillhdr Medtronic: Attain. Medtronic, SelectSite

To ak6/lon6a elvai epiropiKd ai“para rq; Medtronic: Attain, Medtronic, SelectSite
Felgende er varemasrker. der tilherer Medtronic: Attain. Medtronic, SelectSite

As seguintes sao marcas comerciais da Medtronic: Attain, Medtronic, SelectSite

A kdvetkezdk a Medtronic v6édjegyei: Attain, Medtronic, SelectSite

Do znakbw towarowych firmy Medtronic nalez”; Attain. Medtronic, SelectSite
Nasledujlcl ndzvy jsou ochrannymi znamkami spoleinosti Medtronic: Attain, Medtronic,

SelectSite
MepeuncneHHble HUXe Ha3BaHWA ABNSIOTCA TOBapHbIMW 3Hakamu Kopnopauun Medtronic:

Attain. Medtronic. SelectSite
Nasledovna nazvy sG ochrannymi znamkami spoloinosti Medtronic: Attain, Medtronic,

SelectSite
$u markalar Medtronic $irketinin ticari markalandir: Attain, Medtronic. SelectSite
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Explanation of symbols on package labeing | Expikation dos
symbolos des etkguetlos sur I'emballaga/ Erkisrung do< Symbols
aiif dem Verpaekungsetiwtt | Expikackfl do los sknbolos del
etiquetado M | envasa/ Vorklaring van de symbolefl op do
veipakkeigslabets / Legends del sunbok ripertati suOe etkhens
detti confazione / ForUaring sv symboler pi pakningen/
FOrfclsring av symboler pi forpackningsetiketten / EiriLiivi<fn t>ov
ovppiAiov an; (TMtiu; rq; ououwoalo; | Forkisring il symMler
pi embaltagens merkater / ExpHesgio dos sfenbolos nssellquefas
da embalagem | A csomagolison lithaM szimbdlutnok ftlenUse /
Obiatnienia symboli zamieszczonych na eiykialach opakowania i
Vysvillenl symbolb uvedenych na itlicich obahi | O6bMremne
CnbIBO/10a, NPNMAANHBIK Ha ynasosn | Vysvetllvky k symbolom
naoznaiafll balema / Atnbslaj elikeUndekl semboHehn agiklamalan

Rofsr 10the package label to sea whkh symbob apply to ttaa product’
So riWrer aui Mquatwa aui Man4vBage pour aavolr quals symboles
s'appiqueni i ca produM/ Nur die aw dar Varpackung auljadiuckten
Symbola gaBan Nd dieses ProduM/ Consule al eliquelado dal envasa
paraidenblcar losslmbolos quasa raiaran a aala pi*ucto / CoMrolear
hal varpaMongslabal om Is zian welke symbolan op dit product van
Wepassing zipi i Vsdera raSdiatla suls coniaaone pat sapara qua!
svnboi* appicano a quaslo prodono | Sa pi paknmganky i (nnaid
hvrika symbolai som gialder fw daSe produiitel'Av elkallen pi
Kitpeckningan trsmgir vika symbolar aomgilat Wrdenns prodvid /
Avotp<(u otnv eiiktto iiK ovokcoaoio; yu va bl k von dupSota
idXOouv YKi ro trpoldv ouii | So rmarkatan pi ambaiagan lorde
symboler, dar gsaUar lor datte produU / ConsuRe a attqueia da
embalagam pera vantlcar quale oa almbolos qua sa aplcam i aste
produto | A tarmik/a vonatkozd azimbdlumok a csomagolison
lalllhsUsk /Aby okratld. ktbre symbola dotyczqrHrvetsza™ produktu.
nalaZy zapoznai sig z atyUatq na opakowaniu / Symboly sa
tonolo prMuktu naleznata na ititku obalu | Ch. Ha ankeTka ynaioaui,
rakva CiiMaorib| IpUMeHUMbI > AaHHOMY MpoBYKrY / Praznte si
oznaianla na obala a ziatKa, klori symboly sa vzfahuji; na lento
produkt! Bu Udinda hangi sambollarin gageril oldugunu gdrmek ipn
ambalaj etlkedna bakin

" " Conformhi Europianne (European Conformity). This
| b symbolmear>athatthedevicefully combes wiBi
NN European OlractiveAIMD9IV3eS/EEC./Canformiti
0050 Europianne. Ce symbols signita qua la dispositf esi
UU'AU  anSiramant contormai la Directive Europionne

AIMD9(V3eS/CEE /ConfomVtiEuropianna
(Europalscne KontormilBt). Diases Symbol bssagt. dassdatGeiai alien
Wtsehtlllan dar auropaiechan RichtHnla AIMD M/38S/EWO genUgt /
Confornkli Europianne (Corformldad Europsa). Eels simbolo indica
qua al dispoeillvo cumpla totalmanla la Diractlva Europea M/38$/CEE
soBrs produdos sanilarios implanlablas acilvas. / Contormiti
Europianne (Europata Conlormitslt). DIt symbool betekent dal h«
apparaalvollidig voldoatsan da EuropasiRichtl|nAIMDeO/3es/EEG. /
Conlormiti Europienna (Conformiti Europaa). Quaslo simbolosignifea
chall disposnivai planamania contorma sua DiraRIva Europea AIMD
90/38S/CEE / Conformiti Europianne (atmsvar mad europaisk
standard) Datte aymbolat batyr at utatyrat ar fullstet>dig | samsvar mad
EU-dIraktlv 90/38S/EQF ! Conformiti Europianne (EU-standard).
Danna symbol balydar att snhatan hsRfOUer EU-direidiv 90/385/EEG om
akilvB madicinitkniaka produkter for implantation. | Contormita
Europianne (Eupunolkt) Euppipsiuat)). To ouppoko ouri ot)polyciin
Mououui) oupMOpswvdai irMpwc pc rgv Eupunokii) 06tivis irepi
cvepyuiv ipguTCuoipuv laTpoTCXvoAovikUiv irpofovruv (AIMD) 90/385/
EOK./ Contormiti Europienna (Europmlak *ndard) Delta symbol
batydar, itanhadsn fukk ud ovarholder EU-dirakbv AIMD 90/3S5/EOF /
ContormIM Europienna (Contorrndeda Europala). Esteslnfoolo
signlica qua o dlIsposltivo asU am total contormUada com a Diractiva
Europata AIMD 90/385/CEE / Contormiti Europienna (Euripal
magfalilitig) Ezi szimbilum azljalentl. hogy azeszkdz teljes
mirtikben megfalel a 90/38S/EGK}Blii, euripal AIMD-irinyalv
kOvatalminyeinak / Contormili EuropMnne (Zgodnoii z normarrl UnH
Europeialo”™ Ten tymbol oznaeza, 2e urTqdzane tpelnia wszystkie
srymogi auropajik)*| Dyraklywy AIMD 90/38S/EWG. / Contonniti
Europiarine (Evropaki shoda). Tento symbol oznaouje, iadany pRstroj
pini vyhovuje smirrvcl Evropskiho spolefenstvl AIMD 90/38S/EHS /
Contomiti Europienna (Eaporeiiccoe cootaercteHe) 3T10T CbBON
06O03HAYEET, UTO YCTPOACTAO MO/HOCTLH COOTEETCTayaT TPaGoaaksiM
EaponeAckoiaupectnBblAIMD90/385/EEC /ContormitiEuropienna
(Zhoda s poSadavkatTi EU) Tento symbolznamani, 2e zadadenle
Cipire spiia vialky ustanovenia smarnlca AIMD 90/385/EHS. /
Contormiti Europianne (Avrupa Mormlanna Uygunluk). Bu sambol.
cihazin AIMD 90/385/EEC aayili Avrupe Direktii lie tamaman uyumhi
oldugu sniamma gekr.
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Data of manufacture/ Dale de fabneaton /

Hersleaungsdehjm/ Feche de fobneadin /

Pioducbedatum/ Data d fabbncazione /

Produksionsdato / rifverkningsdatum/ HpcpopqviB
motsoKEUi™; / FabrikaSonsdato / Data de fabrico / Gyiitts dituma / Data
piodukQ/ Datum vyroby / lata H3roToaneHks / Datum vyroby / knaM
lanhj

Manutocturer / Fabncant/ HersteMr / Fabiicanta /

Fabnkant/ Produltore/ Piodusent/ TilMarkaia /

KmookCvooTi);/ Fabiikant/ Fsbricanla/ Gyini/

Producani / Viyrobca/ Mpomsaoaartensr vyrebca /
Imolalg

Use by/ A ubkserjusqu'au / Halbarkailsdatum / No usizai

despuis de / Uiterste gebruiksdatum/ Data di scadanza / Sista

torbruksdag / Far anvandas 1 och med / Xpiyniiu ; / Sidste

anvandalaesdato/ Nio uBtzar dapols de/ Leiirat/ Data

waznoid / Datum pousStalnosti / Cpok ragHocTH/ Ditum
najnaskoriai spotreby / Son kullanma tailhi

Lot number / Numiro da loC/ Losnummar/ Numaro de
tote / ParlinutTtar / Numaro if loSo/ LOT-nummw /
LotrHjmmar/ Aprep6; iraprSa;/ Paitinummef/
NOmeroda lole/Titelszim/Numecparfi
prodiAcybej/ 6islo iar2a / Homep naptum/ £isto
Sarie/Lal numatasi

LOT

Sterifzed using ethylene oxide /
Stiriisation par oinrde d'iltiyline /
SterifEiert nstlels Altiylenoiid/
Esterifzado mediante ixido de
ablano/ Gastarikseerd met
etbyleenosida/ SMhisxo con oasido di acilane/ Slaitisert mod
etylendlsld/ Slanfserad mad atylenokid / Airoorcipul«vo |je xp6or)

lou / Stonfseret med elhylenoxid / Esterifzado com
|><|do de etlleno/ Eblirboxiddal sterikzAlva/ Produkt starylizmirany
denkjem etylenu / Sterdzoviru etylerroxidem/ CtepunvsosaHo
3TuneHoxenaom/ Sariisivane pomocou alylinoiidu / Ethenoksrt
kuHamlarak stanllza adilmifor

STERILE EO

Do not reuse/ Ne pas rButiliaer / NIcht vnederveniienden /

No reubllzar/Voor eenrrefeg gebnik/Non liutlzzare / Mi

ikke brukes flare ganger / Endael f8r engingabnik / Miyv

cirovaxpnl P>)/<>nPkﬁc/ M ikka ganbiugaa/ Nio

reutiCzivel / Klztrilag egyszap hasznilaira/ Produkt do

jednorazewego zastosowanla / NepouZlvajla opakovani /
Ha vcnonb3oatb nosTopHo/ Napouilvajte opakovana/ Yanidan
kullanmayin

Maximumstoraga lemperalura/Tampiratiira
rPKMlale da stockage / Maximala

n Lagerungstamparatur/Tamperatura maxima da

almacanamiento / Maximala opslagtamparatuui /

Tamparatura massima di conaenrazione/MaksImum
oppl~aringstemperatur/Higstatorvaringstemperatui/ Uivtorn
ecppokpodlo wrosr)kcuog,; / Maksimal opbevarlngalamparatur /
Tempeiatura mixima da armazanamanlo/ Lagmagasabb tirolisi
himirsikiel / Maksymalna lampaiatura przechowywania / Maximtfol
skladovaci teplota / Maxcumasibuas Temneparypa XpaHeHus /
MaximilnB sxiadovaca teplota/ Maksimum saklama aicakliji

n yvyr

-4 Consult Instructions for use / Consullar la mode d'amplci /

J ] Gebrauchsanweisung tesen/ Consultar las Inatruccionaa

1 da use/ Zia gebruiksaanwljzing / Consultara la latruzioni

par I'uso/Sei bruksanvisningen/ Se brukaanvianing/
uiiBouMuiclie IK oSriyfc;xP6PfIC/Se biugsanvisningen / Var

Instru;ias de irtilizapio/Lasd a hasznilati litmutalit/ NaleZy zapoznai
sig z instrukcjgobstigl / Viz nivod k pouiiti / Cm. UHCTPYKUVIO NO
SKCiuiyaTBUHH/Pozrftestpokyny na pouZlvanie /Kullanimlalimallaiina
baton

Reference number/ Numiro de rifiienoa /
Referenznuminer / Nimero de referancia /
Rafarantlenummer / Numaro dl rifarimento /
Raferansanummar / Refarensnummer/ Kuiui;
irpolivTo;/ Retorancanummer/Niimaro da rafarinaa /HIvitkezasi
szim/ Numar raferencyjny/Refereninl iislo/ Homep no xararnory /
Raferenini ifsio/ Rafarans numsiaai

REF

EC Authorized represantatrve / Rapriaentani
autorisi dans TUnion Europianne /
Autonsrarter Reprasentant in dar EU /

EC REP



Rapr*senlanl«autariz>do anla UE /Gasutoriseercleveilegenwoordisar
m Oa Euiopaae UnM / Rappfasentarle sulonzzato per I'UE / Autorlaart
rapraaentant | EF-omrtdat! Aukloriserad EG-represanlsnt |
E(oupio6o'npivo;avr(irp6ourrot pirjv EupuwolKi® Ke»6tnra/
Aulonaatal rapraiaentant IEU / Rapresentante autorizado na CE |
Hivataloa Upvlaalal az Ejripar KSzesa”ben | Autoiyzowany
przadstawdal we WE fAutorizovany zastupcaproES/OduupmarsHbiii
npeactaauTesnb a EC | Autoilzovany zastupca v kiajlnach ES / ATdaki
YaQdli lamaiici

Do not oae if package Is damaged / Na pas idillaai si

ramballage eat endommaga/ Bel beschadigtei

Vaipackirngntcntvarwenden /Noutikzarslel envass aald

danado/Nietgebiuiken alsdeverpakldiig Paschadigd is/

Non udizzars sa la confezione appare danneggistal Mi
ikke brukas hvis pakningan ai skadat/ Fir S| anvandas om
fdrpackrangen ar akadad ! Mr) xpdoipeFoalTe tdv n oudkeuaelo tyfl
uifootti ?AdBi) /Miikkabrugas.hvls pakkan er baskadlset/ Nio uakzar
se a embalagam astlver danllicads / SirCH csairegoHs esetin nam
haszrilhatd / Nle stosowad. jaii opakowanle jest uszkodzona/
NapouZIvajta, ja-1 obal poikozen | He ucnopeayiita, ecnv ynatoaka
noepexaeHa | NepouZlyajte.akja obal poikodany | Ambala) nasarliysa
kullanmayin

For US audiences only | Ne s'appique qu‘aux
USA Etals-Ums/ QIRnur fur Laser inden USA | Sdio

apbcabla en EE.UU. | Alleen van loepassing voor

de VS / Esclusivamente per il marcato
statunilensa | Gjelder bare i USA/ Geilar endast | USA | M6vo yn
ntAdtt; cvi6™ Tuv HMAI Gaaldar kuni USA/ Apenas aplcival aos
EUAI Kizird” egyasQIt iUamokbak fslhasznildknak / Dotyczy tylko
odborcdw wUSA | Pouze prouBvatele vUSA/Tonmoons ClilAfLan
pre pouifvatefov v USA | Yalnizca ABD'daki kuHanicilai ipin

Outer diamalar I0amitre eidiriaur/Aufiendurchmaeser f
Dlimetro eirtemo | Buitendlameler / Diamado estamo /
Ytre diameter fYSerdlameter | E~urcputrl Sidperpof | Ydie
diameter / Dlimetro airtemo/ KUtsSidnird/ Sradnica
zewnftizna /Vnijil prUmir/BHewwHuii guameTp/Vonkejil
priemer! Di? gap

Inner diameter / Diamitra Intiraui / Innandufchmessei /

Dlimatro Inlamo/ Binnandiamelar / Diametro irttamo /

Indre diamatar / innardiamatar / Eourcpik™ Mptipog /

Indradiamalar / Oiimetro Interne / Baled itmirS /

Sradnlca wewnatrzna/ Vnllfnl p r N ir / BHyTpeHHUi
AvnaHatp / Vnulomy pflamer / Ig gap

Package contents/Contanu de MetbaHage / Inhalt der
Verpackung / Contanido dal anvase / Inhoud van da
varpakking / Conlanuto della eonfezlons / Pakningerrs
innhold / Pdrpackningsns innahill / nepiexPptva
oudkcuodlog! Pakkena indhold/ Contain da
errtbalagem / Acsomag tartalma/Zawartoid opakowanla /Obsah
balani / Cogepxvimoe ynanoaui / Obsah balenia / Ambatajin Igindekiter

Product documentation / Documentation du produit /
Produktdokumanlatlon / Oocumaritacidn dal producto /
Producldocumanlatia / Documantazione del prodotio/
ProdukldokumenUsjon / PiodukUokumenlatlon /
TtKunpluoii trpoldvtog / ProduktHtterahir / Oocumentagio
do produto/ Tari“kdokumantictb / Dokumantacia produktu / PtOvodni

dokumantaca / lokymaHTBLyisi no npoAykTy / Ookumenticia k
produktu / Orunia ligiH balgalar

Paal here / Dicpilar id / Hlai abzlahen / Abrir aqui / Hlar
opanan/Aprira qui/Trakk her /Oppna hdr/Avol{tc cow/
ZxIdTt c6bi / Abnaa her/Abhr aqul/Itl nyflik/Odarwadtuta)/
Zda Ddtrhnita/ OtkpbleaTk 3aaca/ Tu otvortf/ Buradan agin

Manufactured m/ Fabriqui i / Hergestelltin/ Fabrlcado
an / Gafabncaardin /Prodotto In/Produserti /Tlllverkadl/
KoTaOKcudoiitKC otriv/ FratTelillet |/ Fabncado am/ A
gyitlis halya/ Mleisce produkcijl / Vyrobano v/ CtpaHa-
npoussoavTest/ Viyhobani V/ Imai edUdigi yar

Dallaetable
catheter / Cathiter
orlentable /
Steuerbersr
FUhrungskatheter / Catiter MaklbB/ Op afstano buigbara katneter /
Catetere oriantabila/ Styrbait kateler / BejbBi kateler / Kapat6peyop,
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ksecrijpog / Bejeigt keteler / Cateter moldivel / Hajlithald kalMer /
Cawnik z odchylanq kortcdwkq / Ovladetalny katili / M6kuii kateTep/
Ohybalefny katiler / BukUlabillr keteler

Curve shape / Fonrtacourbie /

eiegungsform/ Forma da la

curve/ Gaboganvorm /Prollo

curvature / Beyd tosong / BOd

brm / 1xhMd kopwUANg /
Kurvafoim/ Forma curve / GdrbOlal miitika /Zakrzywiony / Tvar
zakltvanl / ®opma usrnba/ Tver zakrtvanla/ Egn fakl

Syringe/Seringua/SprUza/Jeringa/

Injacbospuit/Slringa/Spreyte / Spruta /

ZCipiyva/ Kanyls / Sehnga / FecakendS/

Strzykawks / Injakini Strlkaika / Lnpuy/
Stnekadka / Siringa

Deltectable catheter dilator /

Dllatalaur de cathitar ortantable /

Fuhiurrgskathetardllatator / Dllatador
de catitai flexible / DUalator voor da op aMand buigbara katnalar /
Dlistalore del caletare onantabila/ Qlatalor for elyrbart katatar / Dilator
tmoojbar katatar / 6noioUog koptrtoLcyom kaBcrpa/ Sajalig
katatardilatator / Oilaiador da calatar moldival / A halllthstd katiter
tigitija / Rozszerzadio cswnika zodchylangkoiSciwkg/Dllattlor
ovladatelniho katitru / unsitatop ruékoro kararapa / Dilatitor
ohybalalniho katiira / BukUlebiHr kateler dllatdrU

Needle/ Aiguille/ KanUia/ Agu]s/ Naald /
Ago/ Kanyle/ Nil / BcAPva/ Nil / Agulha/
TU/ Igla/ Jehia/ Wrna/ Ihia/ Iftne

Guide wire / Gukta milsiiqua /
4~ fUhrungsdraht/Oula/Introducer-
voerdraad / File guide / CukMmra /
Guldatrid / O6r|y6 ouppq / Guldewlre / Fio-giie / Vezelidrdt /
Prowednik/Vodicl drit / MpoaonoyHbIi npoBoaHuK/Voiiacidrtt /
Kilavuztal

Valve/ tMve / EinfUhvscMausa/
Vilvula/ Klap/ Vahroia/ Venal /
Ventil / Bonpréo/ Vena/ Vilvula /
Szelap/ Zawdr / Verflil / KnanaH /
VenU/ VbF

Slitter / Cutter / HUllenauttrannar / Coftador / Mes|e /
TagHerina / Kniv / Slitter / Zxidttjpag | SNeer / Despositivo da
corte/Hosazvigdkis / Ndzdodaoa wzdluznego/SaperaCnl
nU2/ Cnuttap / Razed / KesU



Englitl)

1 Device deecnption
The device Muree e percuUneoue needle and synnge to ecceea me
veneueineetMn tM . i Qu*d***'*|c access me vein, a vafre to (educe
btood toes during me implent procedure, a delectable csmeter to
Introduce a tranevanoue device, e caOieletdWor toboftate deflectable
catheter peesage, and a giMe cethaler sMer to reinove me
deflectable catheter
The deflectable catheter features a deflecimg distal sectlor, conirolsd
by the deflectable catheter handle, for placement oftrsnsvenous
deviese. The body ofthe deflectable catheter Is radiopaque lor vitibiSly
on fluoroscopy
11 Contents ef psekaga
Each package contains the following items

« 1dsllectsblscsmste({sithSfthte227DEF.C304-SS«.C304-be9or

C304-XL74)

- 1 cBihttardlistei

« Lvsivs

m 1gude calhsisr simar

« 1 gidda wire wkh Upstrsightsitsi

« 1pereutanaous naadie

+ lsynnge

= product documsntsbon
2 IntMcadons for use
The devics Is Indicsiad lo providt s pathway throughwhich diagnoatc
and therapeuflc tranavenous devices are introduced within the
chembers and coronary vsaculatuie of the heart and for introducing
ballcor calhatars into the coronary sinus or leads into vasssis of the left
heart vie me coronery sinue

3 Contraindications

Use of me device |i contrelndicated for patiente with obstructed or
inadaqueie vttculsture and for rtghi ventncular use In patlsnis wNe
tricuspid valvular diseass or a mechanical thcuspid heart vskra.

4 Warnings and precautions
Transvenous dsviee compatlbllllY - Use the deflsctabls catheter only
wim cornpasblo trsnevenoua dawcas No testdata Is avatlabis to
demorslraia compabbdily of ths deflectable catheterwimany device ncfl
rrwrujtectured by Medbonic

« Forme ABan fl2270EF Cathetef, no tost data is avsileble to
dsmonslrats compaWiWy of iransvenous davicas wflh an outer
diameler larger than 2 t mm (8 2 Fr),w«hmeescepllonoflhe
2.3 mm (7.0 Fr) cithetar dHalor included m e package
For me C304 Cilhetere. no Matdais + avaflsble to dsmenstiato
compabbiMy of mo tranavanoua devices «nth an outer diamsttr
largerm « 1.3mm (4 8Fr). with the ncepian ofme 1.SSnvn (5 8Fr)
M o r inckidad with mia package
Conaequancea of uamg mo defloctablo catheter wim ncompalible
davicee may Induda Bia nabiHy to dofver me transvenous device or
dimsgo to the trsnevanous device during dekvery.
Single uee -The device Is for single use only and is not Mended to be
resterlSzed
Thrombus lonnttioo - Thrombogencily tvskiabons were conducted
usuig s hepannsed model If youi patlenl cannot be adegualely
wncoagulalod. itm unknown whether mrorrM formaflon may occur
wimmis product
Inspacting the sserilt psekaga - Inspacl ms stents package wrh care
betora Qparang LLIContact a Madbomc lapresontaove d m# eaal or
package IS damaged
Handing tha daltoetabls catheter - Handte the defle cteble catheter
wilhcare « al kmee

m Do nellonk. stretch, orsavaraV bend me daflectabtecamawr

« Do notuse tur~cal instnimene to grasp aw deflectable catheter

= AvoidconladwimigiadsometmaniBoprQpyialconol.btoad.ealne.

or contrsai soluaon

Usaig the valve - Uae tie valve to enpede tie back flow of venous
blood during the imptenl procedure

« Ensure that the flush porl elopcodt» dosed betote sttaching the

vdve to me defleeumie eametot hub.

Necasssrv hospitel equipment - Keop entamal defibnIMon and
backup pacing rcadhy evsilsbie during implant. Use of the device,
transvenous davicos. or bom may causa heart dock
5 Potential complications
Potential corrplicaflons related to Ne uea ofthe deflectable edhater may
miclude, but are notirMed to. the toflowing events
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Air smbofam
ASerVe rsackon
tocontrasi madis

InStcPan

Irrsgutet hsirl bast

Ansnovsnous tstola lormelon Madtestmal wrdaneig
Bissding si ths inseibon site Psrforellon

erschlal pleius irquy Pnaumethorst

Cardisc tamponade Subclavlen artary puncture
Dislodgement Thrombophiebibe
Dissection Thiomboele

Endocarditis Valve damage

Hsarl dock Vtscultr occlusion

HaTato T terniabon Vassal damags

Homothoras

6 Directions for use

Proper suripcsl procedures and sterna tectuuquee ere the responeibilty
of fite medicsl prolesstonel The toflowing procadurat are provided tor
mtormalion only Etch ptiyeiban must appty tie mformsflon in these
Inetrucflons according to profosslonel modtos! IraliHng and exponence
fl.I Preparing the deflecteble catheter lor insertien

Wirhlng: The deflectabla catheter mutt be thoroughly (uahod wiNe
Mino end flea of aH priorto use to avoid tn sicamboHm inths psleni
Warning: Oo notuss a power iniecllon synnge to Inject contrast solution

1 Ramove the components of the stsills psekaga wWiin ths startle
flekt.

2. Vertfy thit the deflectabla cathstar deflects property by rotating ms
handle clockwise (Figure 1) Etch time the handle la rotated, the
dleleleecUon It further deflected. After the rotating has8lopj»d, the
diftti teellon will hold the amount of deflactlon lor me number of
timos the handle was lotalsd.

Figure 1. Oaflaebng and straighianing the deflactable catheter

3. vertfy that Iha deflectable caOwter sktegiitena properly by rottemg
the handle counuretodcwiso.
Note: Alar mo dolectebte ctehetec has been deflected end
atrteghtenad. the deflectable catheter may not bo eomptelaly
atraighi if ne , atsacl a esChater iMetnr end caretot
rrwripuMM me diatal aacston of the deflecteble cametecto timgnien
Itas much as poeabte The catheter dilator prevents tha defleaeble
catheter shape from becornng deformed.

4 Attach the valva totha hub of the deflectable cathelec (Figure 2)

Stopcock
Ftehporf

Figure 2. Aflaching flw valve to flie deflectabla catheter

3 Fkieh me deflectable cethelir mrough the vakre flush portwim
seine or heperlniM seine pnorto tee
Fkiah me cathater dflMor
inaarllhecamatardilatormrougnmsvalvaandintothodeflectable
catheter The dleaf end of me cameter dUator should oitond past
the diatal and of the deflectable catheter

8 Setme delactebit caNealei aesemWy aaida withm the atenlt leld
8J Inserting the deflecteble catheter aaaembly

Warning: Alar the rteflectebla catheter assembly has bean advanced
Momsrgntatmjm femoraor reflectthe camsisr dilatorto rreniirmams

rtek of portorsbon

~ @



Caution: To avoid damaging tissue andttie BpofthedellectaBle
catheter assembly, keepthe catheter dilator lijily inserted into the
deflectable catheter during passage to the right atrium

Caution; If the subclavian approach is required Ibr deflectable catheter
atserreily Insertion, avoid techniques that may damage the deflectable
catheter assembly

« The insertion site should be as ter lateral as possiOls to avoid
damping the deflectable catheter essembly between the clavicle
and the flist a
Do not force the deflectable catheter assembly If significant
reslstence is encountered during InserOon or paasege.

Oo not use tachniquee such as adjusting the psOenTs posture to
facilitate passage. If resistance is encourflered, it is recommended
to use an ailernale venous entry site.

The deflectable caOieter assembly may be inserted through several
dWaranl venous routes, including the right or left cephelcvein or the
ntemil or internal jugular vein. Use the cephalc vein whenever
possible to avoid damage to the deflectable catheter assembly inthe first
nb/clavicular (thoracic inlet) space.

Insert the deflectable catheter assembly

1 Attach the needle to the syiirrge

2 Obtain venous access using the needle and synnge.

3. Remove the syringe whila holding the needle position Bxed when
venous blood Is aspirated.

4. Slrsighter the J-shaped Op of the guide wire by advancing the Op
atraightener over the erxl of the guide wire.

5. Insert the tapered end of the Op slreightener into the needle and
feed the guide wire through the needle and Into the vtfn.

e. Remove the Opatraightener and advance the guide wire until the
dlelelOp reaches the right atrium. If the guide wire must be
withdrawn while the needle is sOll Inserted, both thewire and needle
should be withdrawn as a unit.

7. Remove the needle.

B Place Ihe deflectable catheter assembty over the pmvimal end of
the guide wire.

9. Advance lhe deflectable catheter assembly through the InserOon
vein and than to the flght atrium.

to. Remove the catheter dilator, leaving the gmdewire and deflectable
catheter in piece.

B.3 Positioning Ihe deflectable catheter inthe rightatriien or right

ventricle

i IfposiOoning the deflectable cattieMi Inthe nghi venincle. pesothe
guide wire through the bKuepid valve Then use the guHle wire to
pass the deflectable catheter through the tricuspid valve

2. Positionthe detectable catheter toward the desired location mthe
nght atrium o> ngnt ventricle

3. Use fluoroscopy to verify thet the deflectsbte catheter leinthe
desired posilon.

6.4 Posilioning the deflectable cetheter in the coronary stnus

| RolalelhedeflectablecatheterposleriorlyandtDIhepelianl'steflto
enter the coronary snus oetkBn Use fluoroscopy and in ~ smafl
amounts of corrtrast solution to vonfy Ihal the deflectable catheteris
inthe desired posKion.

2. Advance the deflectahte catheter into the coronary sinue

$.$ OMabiing a venogram
When placing a lead inthe corormry stnus. venogratra should be
obtained to indicale the anatomy of the coronary vasaHatuie.

m When using Nec Attain eZ270EF calholtr. refer to the product
documentation packaged with a 2.3 mm (7.0Fr)a smaler
venogram balloon tor hirther int tructiorre on obfemng a venopam.
WhenuangtheSefedS«aC304-SS9/C304459fC304-XL74
catheter, refer to lhe product docurrtontalton packaged with a
1eSmm(Se Fr)or srnaller venogrambaloon tor further instructions
on obtaining a venogram.
6-fl Inserting the trartsvenous device Into the deflectable catheter
end posittomng the tnnsvenous devkKO
Insertthe transvenous device lido the detectable catheter. After
obtaining the deseed amount of deflection tor pfecemenl of the
transvenous device, refer to the product documentation packaged wHh
the transvenous device tor further positioning instructions,
if necessary, use the deflectable catheter to ceposibon ihe transvenous
device
6.7 Removing the deflectable cathetarfrom the transvenous device
Warning: Before atlempbng to remove the deflectable catheter,
straighten Ne distal seebon as much as possible to avoid vessel damage
during removal
Warning; Keepthe cuffing aurfeca of the stitter In ine with the hub and
catheter shaftaxis. Do not move the cstneiar or sitter Ina back and forth
mobon. This ensures that the hub and guide caffieterwall are deanly skt
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by the timer blade, preventing transvenous dsvice damege or
dislodgemenB.
Caulton: Dunng and after shtting the deflectable catheter, handle the skt
edges ofthe deflectable catheter carefully lo prevent transvenous device
damage
Note: Remove the deflectable cetheter with cate Removing the
deflectable catheter may dislodge ffietrsnsvenoua device. If the
Iransvenous device dislodges, refer to the product documentation
supplied with the transvenous device for repotiBoning instrucSons.
When the transvenous device is in Bnal position, thedsflsctabls calhelei
mual be removed fromthe Irarrsvenous device before surgical closure.
The deflectable catheter is removed fromthe Irtnavenous device using
a sitter.
Remove the deflectable catheter flom the Iransvenous device:

1. Remove the valve from the deflectable catheter hub figure 3).

2 Follow Ihe appropriate dtrecBons as provided In Appendix A for
infoimatian on sitting.

3. Discard toe deflectable catheter and slitter after the deflectable
catheter has been removed from the body of the Iransvenous
device.

7 Detailed device description
7.1 Specifications (nominal)

Parameter Model 62270EF ~ Model C304
Guide wire Material ~ Stainless steel Stainless steel
Length: 120cm (472 in) 120cm (472 m)
Diameter 009 cm (0 03Sin) 0.09 cm (0.035 in)
Deflectable Malehal. Polyethec btock Polyethec btock
catheter emde amde
Usable 4Scm C304-S59: 30cm
length C304-1U: 40 cm
C304-XL74 45 cm
Inner 24 mm (72 Ft) 1.9mm(57Ft)
diameter
Outer 33mm (99 Fr) 2.8 mm (6.4 Fr]
diameler;
Oeflerdabte not applicable C304-SS9. 35 mm
catheter (1.3910)
reach C304-LS9 4« mm
(1.80in)
C304-XL74 $Smm
(2.17in)
Curve not cpptcable C304-S59: 33 mm
diameter (1.30m)
C304-Lf19.37 mm
(1.45in)
C304-XL74: S3nun
(2 10in)
Catbenr Materiel. Poiyethylene Poiyettiylene
dflator
Usable SOcm C304-SS9' 42 9 cm
length C304-L88 529 cm
C304-XU74. 57.9 cm
Outer 2.3 mm (7 0 Fr) 185rrni(S.e Ft)
(kemeter
Valve Inner 5.1 nan052 Fr)

N A S| rrm(1S2F0
diameter: maximum mexwnum



Putametor Model $2ITDEF  Model C104

Deflaciabie 440.00F 40-80F
Cathata sltiar
Neadie 1.2 m, 12 mm

(18.0 gamge) {180 gauge)
Byringe 12000 (% 120 co ()

X} . 2F ¥
Compatible J1wmMIFH  1Smm @O

L 1

Compeiltie a’maom 25 mn (58 F)
dovices {not
1 be a8
& Medtronic diaciaimer of warvamty
For complele disclsinmel of weiTBAly idIMEEOR. S8 $he S000MPRYING
Gisciaimer of wawanly documest.
9 Sarvics
N iy nad representalives Snd angneers (ocwind
theoughaut tha waekd £0 38rve YOu Wnd, pon cemuwal, to provide along
o quaiibed homplial i R use of Madieonic:
Nedieonic. sisa & prolaesonal 10 pravie ichnicss
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Fran(al*

1 Oeacription du dispoaftif
Le dispotiaf compofle un« aguill* perculande et une $artngue pour
accMerilavoicd'aborevelnaute. unfil*utdepouraccMaraui vainee,
une vatva pour rMulre In p«iltt de sang au cours de la procedure
dimplairtatlon, un cath4lar orlantable pout introdulre un dispoaitif
errdocavrtaira, un dilautaur da catheter pour facillter la pawaga du
cathaier ohanlebla at un cuttar da cathitar-gulde pout ratirar la cathdter
orenrsble.
Le cathOter orientable comporte une pattle diatala orianlabla. contTplde
par le manche du cathdtar oriartabla, pour lamiaa an place daa
dispostttts endocavllaires Le corpsdu cadtaiar onantabla asl radlo-
oopaQua pour pern>aNe la visibilite pat radloacopla.
11 Contanu da ramballaga
Chaque amballaga contiart las aiaments suivants:

m |catMter orlan(abla(B2270£P, C304-S59, C304-be9 ou C304-

XL74)

1dllatateurda cathaier

1valve

1 cutter pour cathOtst-guide

1 guide rndtallque avec redrasseurd'axtrarrita
1 aiguille percutande

1seringue

« documentaeon duprodult

2 Indications d'utlllsation

La dtapoaWr eat desbna d foumir un paaaagat travars laqual das
dispoattifa andocavllairae diagnoatlquaa at thOrapauliquas sent
InlroduHs dans las caviMa at la tysiama vaaculalra coronalra du coeur.
Binsl du'a Introdulre das calhdtats d baHonnel dans la sinus coronaliaou
das sondes dane las valsaaaui du cceur gauche via la sinus coronalra.

3 Contre-Indicstions

LutiNaaUon du dlsposiltit ast contre-indlquda chaz las patianis dont le
sysldma vaaculaire ast obstrud ou Inaddquat. at ast dgalamant contre-
indiquda dans la vantriculs droit das pedants attaints d une tnaladia ou
d un ddfaut mdcanique da la valve tiicuapMa

4 Avertissements el precautions
CompaShbiina das disposRlIfs sndocavllalrss - Litllissr la calhdter
onantabla unJquamant avaedaa diapoaillfs andocavitalraa compatibles.
Aucuna donnae de test n‘a ddmontrd la compatibilild du cathdtet
onentable avec un quebonque disposidf non fabriqud par Madironic

+ De mdme. Il n‘eiisle aucune donnde etpetimcrTtale sur la cathdtet
Attain 6227DEF ddmontrant la compatibtitd des dispoaiUfs
endocavitalrea dont ladlamdtra eirtdneur eat supdnnH d2,1 mm
(82 Fr). d I'excepdon du dilatateur de csthditr da 2.3 mm (7.0 Fr)
Inclua dans rambailage.
Da mdme, il n'asiste aucune donnde aipdnmantala auclt csttidler
C304 ddmontrant lacompaShiHd daa ditpoartft endocavitatrsa
dont la diameite aitdneur eat supdnaut d t.3 mm (4.SFr).d
raicepSondudNaMaut da t.SS mm(S.e Fr)Induedana
rembslsga
Las consdquancat da rusksaSon du caChdlst onantaWe avtc daa
dtapoaitHs incompebblaa pauvenl dtfa las siavsnlat  imposslbilrtd da
dddvrar la diapoai«( andocevilaiia ou andommagamenl du depoeni
andoctvilaira pendant la defvranca.
A usage uniqua - LadtsposOfast rdsarvd d un usage uniqua at n'eal
pea dastind d dtra raetditbsd
FomisUon da Ihrembut - Daa dvsiuatona da la mtombogaracltd offl
dtd rdefsdaa an ueisam un moddla hdpennd Si la padanl na retail paa
datrailemantanbcoagidsm sddquat. la requa da lormabon da miombua
ast inconnu pour ea produit
Vdrtncstion da ramballaga stdrila- Exatrinar soagnausamam
rambalaga stdnia avanl rouvartura Contactar un rapidsantant da
Madromc M la [oW ou rambalaga ast ddidriord.
MangHiUHon du cathdeter arlaritabla - La calhdter onentable doit
toujoura dtra manipuld avac baaucoup datom

= Ne pas pier, lontra ou dtendra fortemam la cathdter onantabla

* Na pas utilser d'mstruments clsrurgicaui pour sanir it
cathdter onantabla.
Evrtar le contact avac das Iquides autre qua raicool laopropviqua
la sang, la soUion salna ou la soueon da contraata
Utilisation da la valva-Ulidser lavalve pour ralanNela callui du sang
valneui tors da la proeddure dvnplanlation

« S'assurarqua la robmal ifarTdt da Monlicada lintaga ast farmd

avanl de dxer la vadve au raccord du cathdter orientable

Equipement hospitaller Indispensable - tanir una ddfibrilMon
externa et une sbmulabon de sacours Irrvnddialamani dtsporabias lors
del'iImplantBtion. L'ubkatiDndu disposibf. dasdispositilBandocavltaiias
ou des deux peut provoquer un bloc canllaque
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S Complications possibles
Les compHcatlons possibles Idas d I'utllisation du calhdler onalllabls
son! notammsnt les suivantee

Embolle gezeuse Infackon
RdacOon alergique au Battamanta cardiaquas
produil de corttrssle irraguHars

Formation de listule

artdilov«neuse Elargisaamant mddlaallnal

Saignement eu site d'Insartion Parloratton

Ldsion du plexus brachial Pnsumothorai
Tampannade catdiaque g‘;cﬁjrgn da laitdre sous-
OdpiBCement Thrombophldblla
Dissection Thrombose

Endocardita Oommigaa valvulalraa
Bloc cardiaque Occluaion vaaculalra
Formation d’hdmstoma Dommagaa vasculairsa
Hdmothorax

6 Mode d’emploi
L'dquipa medicale ast responsable du choix das proeddutas
cMruigicalaa al das techniques stdiilss appropridas Las proedduraa
ddciiles o-aprds sent foumlaa i Hire informstir axdutivamanl. Chaque
mddedndoit eppliquerles InformaHons conlanusadantcaainalnicbona
an lonction da sa brns|lon et de son expditence de la pratiqua
mddlcala.
e.l Preparation du cathdtar orientable pour Insertion
Avertissemant: Le cathdter orianlabladM tira aolgnautemem rined
avec una solution saline et l'air qull contientdoll dtra purgd avanl
utmeadon pour dvtter une etnboUe gazauaa Chez la patlart.
Avertissemant: Ne pas utlllser una sarlngua d'Injaction diactrtqua pour
injacter la solution da contrssta
1. Surun champstdifia, ratirer les dMmanta da laur amballaga sldhla.
2. Vdtifier qua la cathdter orientable a'orlenta correctemanl en
tournant le manche dans la sans das algulHas d une montra
figure 1). Chaque rotation du manche anhalne une dddexion plus
pojssde de la partiadistala Una tola In rotsSon arrdida. la paibe
diatala ast orlentde proporbonnelement au rtoTbrs de tours
imprimdt au markha

Figure 1. Odflaiion at rartiseament du cathdter oriarrtable

3. Vdntar quale calhdler ohanMblase raktt conectementen tormiant
le manche dans la sans Invsrsa dss aiguilles tfurts montra.
Ramarqua ; Une fbis la ddflexion et la redressamant du cathdter
onantabla affectuds. la calhdtar onarfisbla peut ne pas dtra
lotalamant droit Si ndcassaira. introdulre un cUabteur de calhdlar
at manpular soigneusamani It parfa dbtsladu cathdter ohamable
pour la radrasser au rreiimum  La dilalaleur da calhdler ampdeha
la ddformaSon du calhdler orlantable.

4 Fixer la valve au raccord du cathdtai onentable (Figure 2).

AobnMm
OriKca de rngage

Figure 2. Fuaton de la valve au cathdter onantabla
S. Rincar le cathdter orianiBbla par rociice dahnpagada lavalve avac
una tokakm saina ou una soblkin saina hdpannde avant
uttitaton



B. RltKarMdlIMaleurdecalhiter.

7 Introduir* le dilitiMur d* ciNedt«r pir Ii vilv* dans le cathdier
oneruble. L'extrdmiti distaM du diliMlaur da cathidter dolt sa
ddployar tu-dali da raitrimIM disltla du cathiter orientable.

8.  Placaf renaamoia du catbdtar orlanlabla dana la ctiamp stdnie.
8.2 Insertion da I'ansambla du cathdiar ortantabla
Avertisseinent: Aprts avoir avancd ransamble du cathdler orientable
dans I'oreillette droite, retirer la ditotatour de cathdter afin de trinimiser
lee risques de paiforation.

Attention : Pour dvitar d'andommsgar lea bssus at raitrdmitd de
ransembla du cathdtaf oriantsbla. vaillari ce qua le dilatateur de
cattidtar rasta entiaremanl insarddans la cathdtar orientable pendant le
passage vers roraiilatle droite.

Attention : Si I'approche sous-clavtdre s'impcse pour (Insertion da
ronsemble du cathdter onentoble, dviter les techniques susceptfblas
d'andommager I'ensambla du cathdter ohantable.

+ Lesdadinsertion doit dtra aussi latdral qua possible pour eviter da
clamper ransemble du cathdter ohentable enbe la clavioule at la
premidre cdte.

Ne pes pousser excessivement leneeTble du cathdter orientable
en casde ferte resistance lorsde son Insertion ou da son pessage.
Ne pas recount d des techniques telles qu’una modification da la
posibon du patient pour fadkterle passage. Eneas de rdslstanca. Il
asl lecommandd d'utlisar un autre site d’abord velnaui
L'ansembia du eathdlar orientable peul dtrs insdrd dans plualaursvolas
valnausas dilTdrenlas. doni la veins cdphalique droite ou gauche ou la
vetne Jugulaire axtsins ou Interna Litmear la veins cdphabqua cheque
fols qua cela ast poasibla pour dvitai d'andommagar ransembla du
cathdter orientable dans I'espaca compils antra la prsmidra cdta at la
clavicula (ddfild thoraclqua).

Insdrar rsnsameia du cathdtar onantabla

1 fixer l'algullla sui la tarlngua.

2. Obtanir un seeds velnaux d raids da ralguills at da la saringua

3. Lorsqua la sang valneux ast ssplid, rsUrar la saringua tout an
malntanant I'aiguilla en place.

4. Raldir I'axIrdrntd en formada J du lll'gulds an avanpani la
radressaur d'aitrdmitd sur I'axtrdirttd du fli-aulde.

5 Insdrar l'axtrdmitd affildadu radressaur d’axirdmitd dana I'aiguills at
Introduira la dl-guide dana la vain# a travsrs I'aigullle

6 Retrar la radiaasaur d'axbdmitd at avancar la fii-guida jusqu'd ca
qua raitrdmitd distala atteigne I'oraillette droite. Si le fll*ulda doit
dtrs raOrd alors qua I'alguilid ast encore Insdrda. valuer d retirer le f |
at l'aiguilla an rndma lamps

7 Rsdrarraiguille.

8. Placer tansambla du cathdtar orientable sui raxtrdmitd proximale
du lli-guide.

fl. fsira avancar It eathdlar oriantabla via la vaine d'Insartion vers
I'oraiLlene drolls

to Ratlrar Isdllitataur da cathdtaran lilttin| lalll-gulda at la cathdter
orientable en place

8.3 Positionnementdu cathdter orientable dans I'orelllatta droite

ou ie ventricule droit

1 Encssde positionnerrtent du cathdter orientable dens le ventricule
droit, fairs passer le ni-guideau trovers de lavalve Iricuspida. Puls
ubitar la fli-gulda pour fairs paaaar la cathdtar onantabla d trivais
la valvttrtcuapide.

2. Posillonnar la cathdter oriantabla vars I'andioit souhsltd dent
roralHatta drolta ou la vanirtcula droll

3. Utmsar la radloacopie pour vdriflti qua is eathdlar orientable ast
dans la position souhaitda.

8.4 Posittonnemsnt du cathdtar onantabla dans Is smut coronslrt

1 Fairs pvoter la cathdtar orientable pour la placer an posibon
posidriaure at d gauche du patent afin de pdndtrer dans I'oatum du
sinus coroners. Injecter sous radloscopis uns Isibis dose da
solution da coniraala pour vdrifer qua le cathdtar oriantabla eat
dans la posibon souhaitee.

2. Faire avancar le cathdter orientable dans le sinus coronaira.

8.5 Rdalisation d'una velnographle

Rdalisar una vairographle lots de lamse en place d'una tonda dana la
sinus coronaira pour Indiquar I'anatonie du systdma vasculaiia
coronaira.

« Lorsde rublsabondu cathdter Main 6227DEF. se rdfdrard la
documenabon du prodult foumie avac un ballonnel pour
velnographle de 2.3 mm (7.0 Ft) maximum pour da plus amplas
Instrucbons sur la rdaksabon d'une vainographie.

m Lorade rubisatlon du cathdtar SalactSita C304-SS9/ C304-L89!
C304-XL74. se rdfdrar d la doraimentaton du prodult foumie avac
un babonnet pour vainographie da 1,85 rm (5,6 Fr) maximum pour
da plus amplas Instruchbons sut la rdalisabon d’una veinogiaphla.
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8.8 Insertion d'un dispositif andocavitaira dans la catnatar
oriantabla at poshionnamant du dispositif andocavitaira
Insdrar la dispositif andocavitBire dans la cathdter orientable Apida
i'obtenbon da I'angla da dsbaxlon aouhaitd pour le placement du
disposibfandocavitaira. consulter la documantabondu prodult loumle
avac la diaposlbfandocavitBire pour das instuebons de posibonnemant
comptdmentaires
Sl ndcessalra. ubileer la cathdter orientable pour reposibonner la
diposibf andocavibiiie.
8.7 Ratralt du cathdter orientable du dispositif endocavttairs
Avartlasamenl: Avant de rabrer ia cathdtw orientable. raldir la parba
aistaw au maximumabnd'dvtter toutdommage vesculaire lorsduralrait.
Avarllssatnanl: Maintanir la lame du euBer darrs axa raccord/tige du
cathdter. Na pas dMilscer Is csthdtar ou la cutter vers Tavant ou vars
l'arridre. Cadparmatd'assursr una bonne ddcoupedu tube aldu
calhdtat-gulda at dvite tout dommage eVou dddacamant du disposibf
dndocavfteirs.
Attention ; Pendant at apids la ddeoupa du eathdlar onantabla,
mirvpulaiddlicalamenl lesanglaa IrenchanCsdu cathdter oriantabla abn
da ns pas andommagar la diaposlbf andocavitaira.
Ramarqua : Rabrai la catheter orlantabie avac prurtanea. La ratraltdu
csthdiet orientable paut ddpiacar la dispositif andocavitaira. Si le
dispoalbfandocevlisirasaddplaca. sa rdtdrer d ladocumentation foumie
avac la diaposlbf andocavitaira pour louta consign# ratatva au
raposibonnement.
Lonqua la diaposibl andocavitaira sa Irouve dans sa position bnaia.
rabrsr |la cathdtar oriantabla du dttposibf andocavitaira avant la
farmalurs chiruiglcala. La eathdlar oriantabla ast rabrd du disposibf
sndocavltalrs d I'side du cuttai.
Rsbrsr Id caihdisr orisntabls du disposibf andocsvitalrs

1. Rsbrsrisvtivt du raccoid du eathdlar oriantabla (Flgura 3).

2. Sulvra lesindicabortsappropndes menbonnees a FAnnexe Apour
des intormabons sur It ddcoupage.
3. Aprds avoir rabrd la cathdter onantabla du corps du tbsposilif
sndocavitars. jslac la cathdter oriantabla at la cutter.
7 Description d8taii(de du dispositif
7.1 Specifications (nominates)

PirwiMtov Hoddle 8227DEF  Mo<fdleC3M
Guide Mat”iel: Acer moxydabte Acier 1rk»yOable
mdtrqua
Longueur 120 cm 120cm
(47"pouces) (47,2 pouces)
OiamMre 0,09 cm O.Mctn
(D.035 pouces) (0,035 pouces)
Cathdter Matanal: Arrade da AiTsdd de pofydihdi
orrentabia polydiher
Longueur 45 cm C304-S59 30cm
ubie: C304-L69 40cm
C304-XL74.4S cm
Oiamdbe 2.4 mm~2 Fr) 1,9mm(5,7Fr)
inldriaur:
Diamdtrs 3,3 mm (9,9 Fr) 2,8 mm (8,4 Fi)
axtdrieur.
Longueurdu Non apphcabld C304-SS9:35 mm
eathdlar (1.38 pouces)
orientable C304-L69:48 mm
(1.80 pouces)

C304-XL74 :65 mm
(2.17poucdt)



|
:
5
|

I
|

Unibtiel
uilie
Oamive 2.3 (7.0F0)
Dismive
Inbirigur

Voive SAmms2F0
IMaKTw
Cumer 40-90F
PO 0-90F
onentable
Aigulla 1.2 mm
{18.0 gauge)
Seringua 12,0t i)
Sondes \) 2
24 mm($,2Fry
m' 23 mm 7.0 Fr
naimum
e e »
decouper}

1,85 v 656 Fr)
SAmm{152Fn
L ]

40-80F

1.2 mm
(18.0 pruge}

42,0 cc (md
13 mm @Sy
n—hw‘:s

185 remn {3 Fo)
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Deutsch

1 Beschreibung des Systems

On ProduM verfUgl (iber blna peikutene KanlLe und sin* Spntze zum
Heislillen *1n*aysnsmn Zugangs. e4nenFUhrungsdrant2urElnfUhrung
Indie Vina, aina ElInfUhrachlause zur Reduz/arung des Blutvadusls
wshrand dar Implantallon. ainen stauarbaran FUhnjngskathatar zum
Vanavandian EInfUhranvon ElaKtrodan, alnan
FUhrungakalhatenlllatalot zum laichleran Vorschleben daa
Fuhrungskalhatan und ainan HUllenaultrannet zum Entleman daa
Ftihrungakalhalart.

Oar dlaiala Abachnltt daa Fiihrungskalhatars kann zur tranavanoaan
Elaktrranplatzlarung Ubar dan KatriatergnlT geatauart warden. Oa
Wand del stauarbaran Puhrungstatheteis t fentgankonlraslgaband,
aodan dar Kathatar untar Durchlauchtung sjchibar wird.

11 VarpackungtinhaR

Die Varpackung anlhSit folgende Komponenten:
« 1stauarbarar FuhrungakatnaTar (6227DEF, C304'S59, C304.L69

QOder C304-XU7%)

| FUnrungsksthatardilatator

1EInruhrschlauaa

1 FUhrungakathalar-HUllanauftrenner

1 FUhrungadrshtmit Spitzenauetichter

1 parkutana KanQla

1 Spritza

Produlddokumantation

2 Indlkatlonen

On Produkt dlant zum ElInfUhran diagnostischer und Iherapeutiscber
Iransvandaar Elaktrodan Oder KalheterIn die Haizkammam und
KoronargaMOa. Esdlanlauaardam zum EIntQbren von Ballonkattietam
In den Sinus coronarius sowia zum Einruiirsn von Elaktrodan in
LinkskarzgaUSe Ubar dan Sinus coronarius.

3 Kontraindikationen:
da Vsrwandui>g das Piodukta bal PaCenlen mil obstnertar odar
ungunasgar Gsflllianitoiraa ill komraindiseit: kn rechlen Ventnk” ist
diaVaiwsndung das stauarbaran KathatarainfUhrsystams bei Pakenten
rnl Tnkuapidalklappanerkrankung odar einer mecharnchan
Tnkuspidalkiacpanprolhasa konlralndizieit.
4 Wamhinweise und VorstchtsmaOnahmen
Kompatibilitiit Iransvendser Elaktroden odar Kathatar - Vanwandan
Sla das ElnfUhrsystem ausschkelilcn in Varbaklung mrt kompaablan
transvendsan Elaktrodan odar Kattwtem. Eslagan kaina TaaUtlen vor.
aus denen die Unbedankllchkail einer gleKhzaibgan Vaiwandung das
steuatbaren FUhrungskathaters mi nichl von Madtrome hatgaslaRan
Geritan harvorginga
* Zum Attain 62270EF Kalheter lagan kana Tastdalan vor. aus
denen aineKompebbitattranevanoseingttUhrtar Elakirodan odar
Kathatar iTitainem Ourchrrresser von ubar2.1 mm (B2Fr)
harvorfpnga Die elrxaga Ausnahma Iservon ttidat dar Indiaaar
Varpackung enthaRene Flihruergskathatardiiatalor mt amem
Durchmesser von 2.3 mm (7,0 Fr)
Zu den C304 Kathatem lagan kaina TesUalan vor. aus denen ana
KompakbiftaitTansvends aingaRlhtter Elekliodan odar Kathatar nst
a/lat Durchmesservon Neer 1.5 mm(4,eFr] hervorgng#. Die
anziga Ausnahma hieivon UHet dec intiasar Vbrpadiung
anihaltana OUatator rnt einwn Durchmesser ven |,B5 mm ($,6 Fr)
Die Verwandung das EmfOhisysterrE in Vetbindung m« mkompadUen
Iransvendeen Elektrodsn Oder Kathatemkann zur Polga haban. dass die
transvandae Elaktroda o der dec Kathatar rschl ircplantian warden kann
oder bei der Impiantstion beschMgIMid
Einmaliger Gebrauch - Das Gerdt ist nur zum etnmaligan Gabrsuch
beskmml und darf ntcM restanisiert warden
BMuitg von Thromben - Die ThromboganiatSI wunM aul Basis emes
heperineiwten Modalls gatestel Fafc der Patienl racht addqual
anbkoaguiert werdan kann, kann zu einer mdglchen
Thrombusentstehung /1 Verbmdung mitdiesem Produkt kane Aussaga
gatroten warden.
UbarprUIMi der Sterilvarpackung - Die Slerrivecpadtung mussvor
dam ORnen sorgtalbg OberpruR warden. Im Fala einer BeschMigung
dar Verpadurvg Oder der Versiegekingwanden Sw stch b)Nean
Medtronic.
Handhebung des stauarbaran FUhrungskathaters - Oar steuarbare
Funrungskathalar soMe zu jedem Zeitpunkl mil grOBlar Socgfal
gahandhibi werdan
« OarsleuerbaraFOhrungskaBiaterdarfivchtslatkgebogen.galinickl
odargedehnt warden
« Der steuarbare FOhrurrgskathetar darf nicht mR chirurgnchen
Inatrumanten artgefasst werdan
« Mrmaiden Sie jegichen KontaH nst FUssigkaRen suAer
Isopropylafcohol. Bkil. Kochsatzidsung Oder KonRastnsital
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Vatvmndutig dar Einfuhrschleusc- MithiKedar EinfUhtschleuse kann

dst RuckNeom venOean Blutas wdhrand der Implantation gamindeit

werdan

« StaAenSiavordarBelaeiigungderEjniDhischleuseamAnschluss

das steueibaran Fuhrungskathebrs sKher. dass dar H” n das
SpOlanechluesas gaschlossan sL

Erfardailkhe KHnikausslitlung - Mdhrend dar Impisntalion amen

aztarnan OaibnUot amsaebareit hallen imd Vtorkahrungan zur

avantuadan Abgtba ainar Backup-Simulalion traRen. Die Verwendung

des Gerats Oder transvenOiar EiaUroden kann zu auiam

HerzachenkaUoek fUhran

5 MGgliche Kompllkationen

Dutch den Gebrauch das siauarberen Fuhrungskathetars kOrman unlar

andatam toigande Kompkkallorwn aultralen;

LuRambolt Infekhonen
Alargacha Raakbonan ;
auf Konuastmitlei UnrageknaBiger Herzschlsg

Vergrofi»ung des

Bildung artanovanOsar Fiaialn Mediastinums

Bkitungan an dar

Punkbontatalle
Vartaizungen daa Plasus Pneumothorax
braelualis
Durchsbchan der A.
Harzbautatamponada subciavia
QislokeDon ThrombopMabilis
Dissakbon Thrombose
EndokardRis Schadigung der HeczMappen
Harzschtnkablock GaCievarschiuss
BHdutrg von Hamatoman GeMBvitrittzungen

Himolhoraz

6 Impiantationshinwaise
Dec Emsatz angamassanar ehirurgischar und startitc Tachniken oblegt
dar SrzOchan lAraniwortung. Die Nat baschriabenan Vtrfehran dienen
nur zur Information. Jedar Ant muss die Informsbonan m dwser
Gabrauchsanwaisung AeTiiB aainec madizinlschan Auabildung und
Erfahrung anwenden.
11 VorbaraiMn das stauarbaran FUhrungskathalarsfUr dia
Elnfuhrung
Wamung; Dar steuarbare FUhrungskatheter muss vor Gebrauch R
KochsalZIOsung grtindkch gesput und enOuttstwerdan. RestkiR kann
baim Ptbantan zu ainar LuRambole Kihren.
Wamung: Zum In|zleian von KonbastmRNIOsung darfkein Patteot
venvandal warden.

1. Ola Komponanlan mnarhalb des sienien Fetds aus der
Sisniverpaekung nahman.
Dutch Diahan das Gnils im Uhrzaigersinn SKharstalan. dsss sieh
dsr stausrbars Fahrungskathaler anwandkei steuam 1Sssl
(Abbiicketg 1). Mil jadar Drahung des Gnfb wild dec distale
AbachniR sdkktc gabogan Wann Sia dan Griff nicM mehi waiter
drahen. bMbl die Biai”“ng antsprechend der Anzahl von
Umdrahungan das GiHls artiaftan.

~N

AbbiMung 1. Biagan und Shackan des steuerbsian FOhrungskalhatets
3. Dutch Drahen des Griihgegen den Uhizaigersnnacheistaffen.
dass ach dar siauerbera FUhrungskatheter armrandfra strackan
Idsst
Hinwaia: Mach dam Biegan und Sirecken das steuerberen
Fuhrungskathetars at diesac mdgkchaiweise rschl mehc vetig
geiade FOhian Sw gagabenanfalseinen
FUhrungskatheierdllataloc sin und nchttn Sia den distalen Abschnill
des steuerberen Fuluungakalhelers von Hand so sreRme mdgich
geiade Der FUhrungskathatarditatator vefhmden ana Verfoitnung
das steueibaran FOhrungakathatars
BringenSiadMEmKihrscniauaiamAnaMzdessteuerbaian
FUhrungskathaters an (Abblldung 2).

IS



1 Elntjrvschleuse
2 Absperrftahn
3 SpOtansctUuss

AbbNdung 2. AnschHeKen der EinNenrscht*ute am stauarbaren
FQh(unga<iaNeeter

S Spulan Sladen steuerbaren FOhrungakithatar vor Gebrauch Uber
dan SpUlanachlusa der Einrubrschiausa md laotoniacher odai
haparinalerter Kocbsalzldaung.

Spulan Sla dan FUbrungskathetardilatatsr.

Schiaban S/a dan Fuhrungskathatatdilalator Uber die
EinlUhiacbleuae In dan steuerbaren Ftihrungskatheter eln. Das
dittale Enda des Futirur"skatbeterdllatators muss uber das distale
Enda das steuarbaran FQhtungskathelars hinaus verlauten.

B Lagan Sla den sleuarbaren Fdhrurgsksthater Im stenlen Feld ab.
t,2 EInfUhnn das steuerbaren Fuhrungskathatars
Wamung: Nach dam Vorschieben des steuerbaren FUbrungskatheters
In daa racnte Atrium lat der Dllatatgr 2u entfemen odet zurQckzuzteben,
umdaa Rlisiko alnei Perforation zu vemngem.

Vbrsichl: Um Scbldan am Gewebe und an der Spltzedesslauetbaren
FUhrvirtgskatheten zu vermeiden, lessen Sie den
Fuhturtgskalheterdllatator wShrend des Vorschleberts zum rechten
AtriumvoUstandlg Im Kathatar

Voraieht: Falladar ateuarbata FUhrungskatheter subkiavikular
airrgefunrt warden must, alnd Tachniken zu vermeiden. die zu einar
Schadigung daa alauarbaren FUbrungskalhelers fuhren k6nnen.

« DIt Inzlsionaatalla tollla ao well lateral wie mSgich lagan, um aln
&nklemmen des steuerbaren FUhrungskathetera zwisehan dam
SchiQssalban und der ersten Ripps zu vermeiden

m Oben $re nicht zu viel Kraft auf den steuerbaren FUhrungskatheter
aua. falls Sle balm Elnbnngen oder Vorschieben auf einan
dtullcban IANderstand stoBen soSlen.

« Varwenden Sie keine Techmken, wte zum Berspiel erne
Halungskorreldur das PaSentart. um das Vortldiren zu erteichtem.
$olllan Sie auf Widefstand treffen. wwd eine andere vetrdee
Inzlsiontalele empfoMen

Der ateuerbere Fuhmngskatheter kann Ober verscliedene ver>Cse
Wege. zum Belspret Uber ifie rechte Oder knke Vene cephaica Oder die
Ve<4 Jugutane eilema oder tnlerrra, ekigef&hrtwrerden GehenSie.
wenn meglcn. Uber die Vena ceptiakca. um ermne Schadigung des
steuerbaren Fuhrungskathelets im eislen Intencostakaum
(Thorasapaitur) zu vermeiden.

So fOhten Sie dan steuerbaren FUhrungskatheter am:

1 Setzen Sle llia KanOie aufdie Spntze.

SUien Sie mHhilfeder KanOle und der Spritze amen vendsen
Zugang bar.

Sobald vendees Bkil espiriert wrd, entfemen Sie die Spritza bai
Inedar KanUanpoaition

Richlen Sia die iteuarbere J-Spitze des FuhrungsdraMs gerade
aua, «dam Siadan Spdzanausnchlar uber das Enda das
FOhrungadrahls hiiwagachiaben
FUhranSiadaavar)UngleEndedarstauarbaitnSpilzeindieKarHiia
aln. undachieban Siadan FOtwungadiihtdurchdieKan&lemrae
Vana
Entfaman Sia dan Sprtzanauanchlar und fDhran Siadan
FUhrungadrahtvot, ba da distala Spitz# daa rachta Atrium airakhL
Falladar FQhnetgadraMzurUckgezogan warden muas odhrenddle
Kanule n Mu vefbleitt. toflen DrtM und KanOle sla Ganzea
2zuruckgazogen warden.

Ole KanOle entfemen.

SeBenSiedenateuerberenFohningsKMheleiiufdatproxiinale
Ende dea Fuhrungadrahia

Sctaaban Siaden ateuerbarcn FOhningakattialermrkeVanaein
und biazum rachtan Atnum vor
10. Enttamen Sia den FohnmgakeewaidleWoi lessen Swdebei den

FUhrungediaht und den eteuerberen FOhiungskalhetet in s4u

N

w

® >

o

®~
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B.3 Implentleren des steuerbaren Fuhrungskatheters kn rechten
Atrium Oder rechten Ventnkel
1 2ur Plalzlerung des steuerbaren Fuhrungskatheters im rechten
Ventnkel schieben Sle den Funningsdreht dutch die
Tiikuspldalklappe vot. AnschleSend fohren Sie den sMuerbaren
FUhrungakathatar Uber den Fuhrungsdrahl dutch die
Trikutpidalklappe
2. Platzleien Sie den steuerbaren FUhningskatheler an der
gewUnschlen Slelle Im rechten Atrium Oder rechten Ventnkel
3. Konttolleren Sle die Platzierung des steuerbaren
FUhtungakathelers unter Dutchleuchlung.
5.4 Implentleren dea atauerbaran Fuhrungskatheters an Sinus
coronariuf
1. Drahan Sla den steuerbaren FUhrungskatheter nach hinten und zur
linkan Sarladas Palienlen. so dassdieserm das Ostiumdes Sinus
coronarlus einfratan kann. KontroUieran Sie die Platziening des
sfeuetbaren Fuhrungskatheters unter Ourchleuchtung und dutch
Injlzleren klalner Kontrastmittalmengen.
2. Schieben Sle den steuerbeian FUhrungskatheter in den
Koronarsinus vor.
5.5 Ersiallan alnas Vanogramms
6elm Platzlaran alnar Elaktroda im Koronarainua soUfan stats
Vanogramma arslallt warden, um die Anatomie der HerzkranzgefllOe in
Ertohrung zu bringan
« Bai Varwandung daa Attain 6227DEF Katheters linden Sle aina
ganaua Anlaitung zum Erstalten aines Vanogramms In der
Gebrsuchsanwetoung, die nit dem dafUr benotigten Vsnogramm-
Ballon von maximal 2,3 mm {7,0 Fr) Ourchmassar mitgallefait
wurda
* Bel Varwandung dee SelectSite Katheters C304-SS9 / C304-L69 /
C304-XL74 linden Sle eme genaue Anieltung zum Erstelfen eines
Vanogramma in der Oebrauchsanweisung. die m# dem dafUr
banotlglan Vehogiamm-Ballon von rreximal 1.BS mm (SBFr)
Durchmasaar mitgallefert wurda.
BB EInfUhrung einartransvanOsan Elektrodeodar aines Katheters
In den steuerbaren FUhrungskatheter und Positionlerung der
transvendsen Elaktroda odar das Katheters
FUhrsh Sla alne ttansvanOsa Elektrode Oder emen Kathatar in den
steuerbaren FUhrungskatheter eir. Nachdem die zur Plat»rung der
trensventleen Elektrode Oder des Katheters notwendige Vorbiegung
erretchtwarden 1st, hangl die wehere VorgehenaweiSD davon ab. waicne
transvanesa Komponanle emgebracht warden aoN - korwuHaran Sie
hierzu tame die dakigehdtige Gebraucfisanweaung
Vnwenden Sw. faftserlorderfch, den stauarbaian Fuhrungakatheter zur
Neuposidonierung dar transvanOsan Elaktroda Oder daa Kathateis.

(.7 Entfemen des steuerbaren Fuhrungskatheters von der
trsnsvenosen Elektrode Oder vom Kathatar
Wamung; Bevorder~euerbare FOhiungskalhetet herausgezogen
wild, muss der distsle Abechntt sowell «<he mOgicngeetreckt warden,
ten e«e Verletzung der Gefa&e bekn HeiauszielMn zu vermeiden
Wamung: Haften Sie die SchnAkante des HOBenauftrenneis in etner
Lime nit der Grrfinabe und der Achse des Katheteischsfts. Fuhren Ste
mitdem HOIlanaulbenner Oder dem Kethater keine Hin- und
Herbewegungen sus. Oadurch vemteiden Sia eine Beschodigung Oder
Distokadon der UanevenOsen Elektrode Oder dee Katheters und siallen
sicher, dass die KVhgadee Aultfennais die Grtfinaba und die VIMid des
Fuhrungekatheters glalt durchschneidet.
Vorsieht; Beim und nach dem Auftrannen des steuerbaien
FUhrungskstheters and de auftjeschnittenen Enden rmt Vorsichl zu
hsndhaben. damn iSe transvenosa Elektrode odet dar Kattieler nicM
beschSdigt wild.
Hinwdls: Entfenwn Sie den steuerbaren FUhrungskatheter m | groeier
Vorsieht Beim Entfemen des steuerbaren FOhrungskathAeis kann sich
dietransvenOse Efekboden Oder der Kafheler verschfeben. Inkxmefen
Sie sich bdte m emem solchen Fal« der zur trtnsvenoeen Elekboden
Oder zian Kalheter gehOrenden Produkidokumentation Uber das
empfoMene Vorgehen zur ReposiSorMrung
Wenn sich die bsnsvenOse Elekiroden oder dar Kctheiei« der
EndposiOon befindef, muss dec steueibara FUhrungskatheter von dec
transvenOse Elekbode Oder vom Kathelei enifernl «reidon. bevor die
Inzision chKurgisch geschlossen vhrd Dies geschieht rrsthife des
HOUenauftrennecs.
So entfemen Sie den steuerbaren FOhrungskatheter von der
trsnsvenOse Elektrode oder vom Kathetei

1. Entfemen Sie die EinfDhrscMeuse vom Ansalz des steuerbaren

Fuhrungsksmettrs (Abbildung 3).



Abblldung  Entfeman dar EInfQhrachlausa

Modall C304

Paranvater Modall 6227DEF

Kompatlbla 2,1 mm (6,2 Fr) 1,5 mm (4,6 Fr)
Eiaktrodan maximum maximum
Kompatlbla 2,3 mm (7,0 Fr) 1,85 mm (5,6 Fr)
trsnsvandaa maximum maximum
Eiaktrodan

odar Kamatar

lohna

trannung)

2 Folgen Sia bel dar Varwandunq daa HUllanautlrannera den

ensprechanden Anwaiaungan in Anhang A.
3. Lagan Sia dan sleuerbaren FUhnmgakathatar und den
HUDanaultrannat nech dam Enttarnan von dar tranavandaen

Elaktroda odar vom Katbeler belseita.

7 Ausfilhrliche Beschrelbung des Gerais

7.1 Spazifikationan (nominal)

Parameter Modall 6227DEF
FOhrunga- Mstanal: Edelslahl
drahl
LSrrge. 120 cm (47.2 ZoH)
Dutch- 0,09 cm
meaaar: (0.03S Zoll)
Sreuarbarar Materiel. Polyetharblock-
Fuhrunga- amid
kathatar
Nutzbare 4Scm
Linga
Innen- 2,4 mm (7,2 Fr)
durch-
maaaar:
Auften- 3,3 mm (9,9 Ft)
durch-
meaaei
Retcbwerle ractit relevant
daa
atauarbaran
Fuhninga-
kattiatara
Bragunga- nicht relevant
durdimaasar
Fdhfungska- Material: Potyathyten
rhefenHstator
NutAare 60cm
Lange
Au&en- 2,3mm (7,0 Ft)
durch-
maeoat
Einnhr- Innen- S1 mn(1S.2Fr)
echlauaa durch- mtiimum
maeear
Hblanauf- 4.0-6.0Ft
trannar daa
aiauarberan
Fuhrunga-
keNala>s
KanOle 1,2mm
(16,0 Gauge)
Spdtze 12.0 cul’ (ml)
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e Medtronic GarantieerkISrung
Vollatarrdige Informatlonen zum Haftungsauaschljaa findarr Sla im
balHagandan Dokumanl

9 Service

Medtronic beschdtbgt Qberall aut dar Walt hatvorragand auageblldete
Mitarbaiter und Ingeniaure, die Ihnen bel Fragan odar Problemen zur
Salte atetian Medtronic beschatbgt aufiardam fachUch varaiarta

Modeall C304 Mitarbaltar. dia die Anwendar unserer Produkta Intachnischen Fragan

Edaletahl baraten. Wann Sla ndhere Informatlonen hiarzu wUnachan, war>den Sia
sich txtteactinfticnoderteleronlach an Medtronic Adraaaan und
Telelonnummer linden Sie auf dam hinlaran Einband.

120 cm (47,2 ZoH)

0.09 cm (0,036 20t0

PolyeffiarMockamld

C304-SS9. 30 cm
C304-L69" 40 cm
C304-XL74: 46 cm

1,9 mm (5,7 Fr)
2,8 mm (6.4 Fr)

C304-SS9: 36 mm
(1.39 Zo«
C304-L69 46 mm
<1620l)
C304-XL74 55 nan
(2.17Zon

C304-S69 33 mm
(1.3 Zol)
C304-L69.37 mm
(1.45 Zol)
C304-XL74: 53 mm
(2.1 Zoly
PotyMiylen
C304-SS9 42.9cm

C304-L69: 52,9 cm
C304-XL74. S7.9cm

1.85irvn (5.8 Ff)

S.I mm (15~ Ff)
maomum

4,0-6,0 Fr

12 mm
(16.0 Gauge)
12,0cm>(ml)
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E»pa/lol

1 De»cripclén del dleposlUvo
Etdieposittvo contlsne una agula percutdneayunajennga para accadar
al higar da Insaradn an la vana, una gula para accedef a fa vena, una
valvula para raduclr la pirdida da aangra durante al procedirmento da
Implantaddn, un catplar flaxible para intradudr un disposlttvo
Intravanpao, un dllatadcr da catitar para brdlilar el peso del caXXer
Slenbley urteortadorde catdter gula para eatraer al catdter fletlble.
B r~tetarflerrible dispone da una secddndlalal Aexiblequesa manipula
con al mango rial catetar llaxible, disePada para colocar dlaposlttvoa
intravenoaoa. El cuerpo del cattter naiiPle as radlopaco para qua sea
visible an throroscopia.
11 Contanido dal anvasa
Cade anvasa contlane el sigulente material
« 1cateiar flexrble (8227CEP, C304-SS9. C304-L69 0 C304-XL74)
« ldllatador de catdter
= 1vdivula
1 eortadorde catdter gula
1 gula con anderexadorde puntat
1agu)a parcuUnea
1jaringa
= documantadOn dal producio

2 Indlcaciones de use

EldlaposHrvoastd indicadopara propordonar una vlastiavasda la cual
Iniroduclr dispoaievoa intravanososdlagnPatleos y tarapeulicos an las
cavidadsa y M vasculatura eoronarla dai corazdn y para introduOr
catdtaras baldn an loa vaaos da las cavidadas cardlacaa Izquiaidas a
Irevds dal sano coronarto

3 Contraindicaclones

La utilizacidn dal dIsposlttvo estd contraindicada an pacisntes qua
presentan vasculature obstrulda o Inadecuada, y an al vantriculo
derectio en paderTtes con anfermedades de la vdivula bicuapide o con
implantea de vdlvula cardiacs tricCispide macanics

4 Advertencias y medidas preventivas

CompatibiUdad dal dispositivo Irrtravanoso - Ubics al srstemade
cateter flaxiUe sotamenta con dispositivos Intravenosoa compatibles.
No se dispone de rtatos de pruebas qua permitan demostrar la
compatibtidad del cateter flexible con ningun otro cftspoalfvo no
hbneado por Medtronic.

« No sadisponade dates de pruabas para al cstdtar Attain e2270EF
qua permitan damoatrar la compatlUlidad da dispoaiitvoa
Inlrsvanosoacon undltmstroaxtarnaaupanoraZ.l rran 16.2 Fr). a
axcepddndeldllaladot dacaUlafde2,3 mm (7.0 Fr)quetalncluyt
an asla anvasa

= No se depotte de datoade pruabas para lot catMaras C304 qua
panritan demostrar la compatibibdad da drsposrbvoe ntravanoaoe
con un dtametro axtemo superior a 1.5 nvn (4.6 Fr). a aicapcMn
daldilalBdorde cdeler de 1.65 mm (5.6 Fr) que se induye en este
envase

Entre las conBecuertoas de uSlzar el cateter tlaiibie con dbpoaitivoa
incompalibles cabe inaridonar la anposibitdad de transporttr el
dispesrtrvo inlravenoao a la 2ona deseada o de dabarto durante el
procaso.

.Unsolo uso - 0 dspoatlivo es daunado usey no sadabs volvara
esterCzar.

Fonnacien de trombos - Las evakjaaonas de le trombogenadad se
raaizaron con un modelo heperimzado. En at casodeque no sa puada
anbcoagulir adecusdamanta alpecianla. 3a desconocasise puM
lotmar un trombo con este producto.

Inspaceidn dal anvasa esteril~Inspeccionedelenidamente el envase
aawni antes de abnrlo Si el pracinlo o el envsse estdn dabedos.
pdngase an contacSo con un raprasantanle da Medtronic.
Manijpulecidn dal cateter Haxibla- Siempramanipule el cateter
ilexibie con cudado

= Nolotuatza. dobla. n esttre en eicaao.

« No utilice inatfumental quitirffco para sutetarlo

< EvrtaqusanbeancontactoconolroallquMJoaquenoseanalcobol
«oproplico. aangra o aoludonea aalinea o da conbaste

UbHzaeWn de la veivuli - La vdivula arve paraimpedir el ratomo de
sangia venosa duranta el procadHrientoda rmptamaodn

« Asegiirese de qua la lave dal puarto da en)uague este cerrada
antes da acoplar la vdlviili al aja dal cateter 6aHbla

Equipos tiospHalarios necesarios - Oursnta laimplentacrtn dabs
dsponerse de un stslema de aaenulaaPn de emergenaay
dasibrilacien externa. La uHzacrin del diapositivo. de dnpoartivos
inbavenosos. o de amboa. puada ocaatonar un bloguao cwdlaco.
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5 Posibles compiicaciones
Las posiblas compiicaciones ralsdonadas con al uso del cateter naxibla
son. antra otras, los evantoa sigulentes:

' EmboBa gasaocaa * Infacddn
' RaacdOn aiergica a . P
Joa madlos da cor Latidoinegulardelcorazen

Formaddn da fiatuies
artetlovenoaas

Hamorragia en el lugar

Ensanchamlenfo mediastinel

da inaarddn PertoiaoPn

Laakin an el (4axo braquial Neurnctérax
Taponamtento cardiaco SPJJSC?:\QSE la artaria
Deaplazemlenta Trombonebitis
Olseccitin Tromboals
Endocarditis Qabo en la vtiNula
Bloquao cantlaco Odusibn vascular

Formteidn de hematomas Dabo an los vasos

Hamotdrax

6 Instrucciones de uso
Loa procedimlentosquirurgicasy lastticrilcas deesterldzadbn
adacusdas son raiponsabillded dal profasional medico. Los
procadinsantos que sa describen a continuscldn son maramenia
Intormattvos. Cida medico deba aphcarla Informaddn conisnida en
astia Instrucciones de acuerdo con su formadrin y expenenda rr<edica
profasional.
11 Preparaclbn del cateter flexible para su Insarclon
Advtrlancia: El catetar Itexibla debe enjuegarse a fondo con una
toludbn salinay vaciana de airs antes de su utllizeciPn con el lin de
Impedir que el paaente aufra una emboBa gaseosa.
Advertancit: No uOUcajanngas da inyeccibn meclinica para
administrar lasoluddn da contrasts.

1 Extrarga KIs cemponantes del envase asteril estando sltuado en el
campo astern.
Compruabe qua al catilarltexibie se arqueacorrectamanta girando
al mango hada la daracha (Figure 1). Cade vez que se gira al
mango, laseccibn distal sa aiquaa un poco mas CuaniK se deie
de girar. la seedbn dstal mantandrl un grade de arquaamiento
egiavalenta a las veces que se ba (prado el mango

N

Figura 1. Arqueansanto y andarezamiantg dal caietac itexibla

3 Convruebe quaal cateter flexible sa atidaraza correOamente
grrarxio el mango ftacta la izqulaida
Note: Una vez qua haya arquasdo y andacazadoal cateter Iteilble.
es postble que roquede totaknenta recSo. En caso necesaiio,
insarts un (Matador da cateter y manlpuls eon cudado la secobn
Astal del cateter flexible psra andartziito lo mbs posible. Ei
(Matador de cMeler Htipide que el caieter flexible se deforme
Acople lavblvula si aje dal cawter Itexibla (Figura 2).

IS

2 Lave
3 Puerto de eryuegue

Figura 2. Acoplsnaento de la vllvula al caieter flexible
5. Enpiague el caieter flexible e Ireves dal puarto da enjusgue de la
vateule con sokiobnsatnao solucibntains heponiNzada antes de
utiizarlo



B. Enjuagu**1
7. intioduzca el dilalador del caltier mtravM de 5 villvula viaatt «
caWtar flaxlUa. El eitremo distal dal diwador dal caMtar sa dabs
axtandai mts alii dal extrema distal dal cataisr MaxibA
8. Portga a un lado la unidad dal calMar MexibB dsrttio dal campo
estttll
8.2 InsareWn da A unidad del caMtar Raxlbla
Advartancla: Unavaz qua la unidad dal calitar Raxlbla haya alcanzsdo
1 auricula darecha, reUra o retralga aldllatadordal caMtar para raduclr
al minimo al nasgo de perforacidn.
Praeaucidn: Paia avitar daRos an loatajldos y an 51 punM de 1 unidad
del cateter Rexibte, mantanga al diMMdoi dal calitai loMimanla
Insaitado an el caldter fex1bA durante 5 Insarcldn basM la arlcus
deracha.

Precaucldn; Si parainsertai Is unidad dalcatdtar RexlIblsas requlara al
avanca supclavio, evita el uso da licnlcas qua puadan daRar S unidad.
+ Lazona de Inserddn daba sartodo 1 lateral posibM paralmpadli

qua A unided del caUtar flexible quads InmoviUzada antra la
claviculay A1 pilirwis cosblla.
+ No Rjarca A unided dal cstStar ftaxible si 1 resManaa dslactada
durante 51 Inserddn o al avanca as signiRcatlva.
= No emplee tdcnicas coTo al camUo de postura dal pacranta para
bcilitai al avanca. Sl ancuanda rasetenda. racomandamos utiizar
una enbada venosa alternaDva
La unUad del catdler 151bk puada insertarse par dntintos trayactos
venosos. Incluidas la vanacaMlicaderacha olzqulaida y lavena yuausir
externa o Interns. Para avitar daRoa al caterer fiaxibla an la pdmaia
costlllaRarritoiio davicuter (orllicio da entrada toriclco). utUce lavena
cafthca stempra qua aea poaibla
Inaarddn da Is unidad del catiter lleilbte.
1 Aeopfl la aguja an lajaringa.
2. Utlica A1 aguja y A Jaringa para acceder a 5 vena.
3 Unavez aspirada f1 sangra venosa. rebre $1 tennga rrientras sue's
$1 aguja an posiddn.
Endaraca la punta an J de s gula hadendo pasar el enderezador
sobra al axtramo de A nssms.
Inaerte al axtramo ahuaado del enderezador de puntasen la aguja
yvaya Introduciando la gl an S vena a traves de la aguja.
Retlie el enderezador de punlae y hags avanzar 1 gula haste qua
A punta dtetel afanca la anlcusd deracha. Si fuese necesarlo
rediar 415 mantras s agus asM aun Insartada. lagulay Segua
deben retlraisa come una unidad
Extraiga 5 aguja.
Cologue 51 unidad del cattter Rexlbla sobra al axtramo proximal da
A gula.
ConlnOa avarrzando Is unidad del catitar flexible hasta Itegar a 51
aulcvsd darecha a lo Sirpo da la vana de insarddn.

S

o

™~

10. Dejando 1 gulay el cateter Rsxibte en poaldpn. retire el dilatador
dal calMai.
8.3 Colocacldn del cetilar ftexibla dantro de laaurleute deracha o

dal vanirtoulo daracho

3lal cateter flexible sa va a solocar en al ventrlcute dareeho. pasa
A gula a travis da la vfllvula tricusprda A continuacibn. utliice la
gula para pasar al cataisr flexiblaa traves da 5 Vfllvute tneuspUa.
Coloque al cateter RexIbtean el lugar deseado dentroda la aurleute
deracha odel ventrfeute dareeho.

N

3. Ueice fluoroacopla para vehficar qua el cateter flaxibte asie en A
posicidn deeeada
8.4 Colocacten dal caMtar flaxIbte an al seno coronario

.

Glra al cateter flexible en santldo posterior y hacia la Izqulerda dal
pacienia con el linde accadar al ostiumdal servo coronaho. Utlica
fluoroacopla a Inyecle pequeRss canUdadas de solucten de
contrasts para vertflear qua al cateter flexible asie en

poalcidn desaada.

2. Haga avanzar el cateter flexible hasta el seno coronario.

6.8 Obtancidn de un venograms
Cuando sa cologue un cable an al seno coronario. deban obtanaraa
venogramas qua indiquan te snatomla de la vasculature coronana.

« Cuando sa utlllza un cateter Attain 6227DEF. corjsulta 1
documanucien del producto qua sa incktye con un baldn para
venograms de 2.3 mm (7.0 Fr) o mis pequeRo para obtanar rttes
instrucclonas sobra S obtanerbn de un venograms.

Cuando se utillza al cateter SalactStte C304-SS9/ C304-L69/
C304-XL74. consuRe A documantaobn del producto queselnduye
con un balPn para vanograma de 1,85 mm (5,8 Fr) o mis pagueRo
para obtener mis Instruccronas sobre 51 obterreidn de un
vanograma.
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8.8 Insareien dal drspositivo intravanoso an al cateter flaxibte y
Golocacidn dal disposrtivo intravanoso
Inaerte el disposnrvo intravervoso dantro dal cateter Raxibla. Traa obtanar
at gtado da arquearmanto deseado para la colocaclbn dal diaposltivo
Inlravenoso. consulleladocumentecibn del producto qua asinduyacon
al dispostbVo Intravanoso para var mes Instrucclonas da colocadPn
3 fuese necesarlo. utUtce el cateter flexible para volvat a eolocer el
dispoaitivo Inlravenoso.
8.7 Separacten dal cateter flaxlbte dal disposilivo Intravanoso
Advaitancte: Antes de inlsntar axtraer el cateter flexible, endereca te
aaco6n distel lomis posible para evflar lesionas a loa vaaoa durante 1
axlracadn.
Advartancla: Mantanga 51 suparflae de coite del cortador an lines con
al tja y al cuarpo del cateter No muava el cateter nl le cortadori hacia
dalsrite y hacia atris. De este forma se garantizBre qua 51 hoja dal
cortador code limplamentaalajey el cateter gula, avitahdo qua as daRa
0 desplaca el disposKfvo Intravanoso.
Prscaucten; Durante y despues deJ coite del cateter flexible, madpute
con culdado tes boides cortados para no causal daflot en el dispoeltrvo
inbavenoso.
No b : Extraiga el cateter flexible con cudado. La extraccibn puade
hacar qua el dispositivo Intravanoso sa desprands S| al disposltivo
inbavenoso sa dasprenda, consulte las Instrucoonaa de recolocacibh
en 5 documentacibh del producto que se incluye con el mismo.
Unavez que el dsposlbvc Inbavenoso estb en la poatcibn final, se deba
axtraer at cateter flexible del ntsmo antes de proceder al cierre
qulriirgico. Esto sa reaiiza ssparendeto dal dtaposillvo inbavenoso
mediente un cortador.
Seperacsbn del cateter flexibie del diapoartivo intravenoea

1 Retire A nbbrusidel eje del caieter HaHb$A (Figura 3).

2. Slga 518 inalrucciones apropadas qua se f1alsin an al Apendice A
para obtener informaciein sobra al coita.
3. Dasacnaelceieierflasibteyelcorladortrassapararelcateler
flexible dal cuarpo dal dtepoaitivo Inbavenoso
7 Oeeciipcidn deullada del dispositive
7.1 Espacificaeionas (nominates)

Pirematro Modalo 6227DEF  Modelo C304
Guls Material: Actro (Hoxidable  Aceto inoxidabte
Longltud: 120 cm 120 cm (47,2 pulg.)
(47,2 pulg.)
DISmatro: 0,09 cm 0.09 cm
(0.035 pulg.) (0.035 pulg.)
Cateter Material: Afrida sollda de Amida abllda de
flexible poUetar poxeter
Longllud 45 cm C304-SS9. 30em
Al €304-L69: 40 cm
C304-XL74: 45 Gm
Oiemabo 2,4 mm (7,2 Fr) 1,9 mm (5,7 Fr)
Interne:
Oemabo 3.3 mm (9,9 Fr) 2.8 mm (8.4 Fr)
sxMmo:
Alcance del no precede C304-S59:
cateter 3Smm(1,391n)
fladbte C304-L69:
48 mm (1,80 in)
C304-XL74.

55mm(2,17In)
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Packmatrs Medels 4227D6F Models CI4
Ditrwalro de no procade C304-558:
I ouva 33 e (1.0 =)
Ca04-L00:
37 mm (1 45w
C308-XL74.
53 mm @.10in}
Diatadot del  Nalagal! Polietieno Pallodiens
cathier
Longiud &0 em CI-3%6 42.90m
ok C304-189: 52,0 om
CAM-XL74: STHem
Didvwten 23mm(70Fn 185 mm S8 )
extemo;
Vilinia Odmaln 5,1 Man {152 S1mm{162Fn
nterno; :'vhlln“ N mldlm‘
Cortador dad 40-80F 40-80F
ol
faxbis
Aguin 12 12
am’l;”"m (ﬂm
Jonngu 12 co fml) 12cc (M
1 2 Fi, t L]
Cables 2.1 men {82 Fr} .5 mm (¢4 F)
23mem{T6Fy 1,85 i {55
Dispowitivon & {58Fn
{0 we aoiten)
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Nederland»

1 Productbeschrijving
Het product I» voerSin vin ear aenpiiknaatd en een injectinpult voor
toeeartg tot d« inbrengplestt inde vena, ten Introducar-voerdriad voor
toenang lotde vane, een Xlep om bloedverlles Didens dt
implantadeprocedure le beperken. een op afetaid bulgbare katheter
voor het inbrengen van een tranaveneua tiulpmiddei, ean dilatator om
het opvoeren van de op atatand buigbare Katheter te vergemakkelljken
an een meaje om de op afttand buigbare katheter le vaiwijderan.
Ce op ataland buigbare katheter heefi een buigbear dlalaal gedeelte,
beatuurbaerdoor helhandvalvan de opafetand buigbare katheter voor
pMalaing van traneveneuje hulpmiddelen. Een deel van de op attend
buigbare katheter Is rOnlgenondoorlaalbaar zodat daze b| fluoroacopie
zichtbaarla.
11 Inhoud van de verpakUng
Elke varpekking beval da voigende onderdelen:

m 1op afstand buigbare katheter (62270EF. C304-SS9. C304-189 of

C304-XL74)

« 1 dilalatoi voor da katheter

o LlKlep

= 1 mesfe voor de katheter

m 1Intioducar-voeidraad meltipstrakker

= t asnpriknaald

* 1lInjecdHpull

« producldocumenlelle

2 Gebrulksindicaties
Net product is gelndlcaerd dm een toegangsiveg te verschaflen
waarmee dlegnoetaohe en therapeutische transveneuza hulpmiddelen
Kunnan worden Ingebracht In de hartkamers an coronaiie vatan an
waarmea ballorkainslers kunnen warden ingebracht In de sinus
cofonarlus of galeidingsdiaden in de vsten van hat Inkerdeel van hat
hen vie de sinua coronarius
3 Contra-indlIcaties
Het gebrulk van dit product Is gacontra”ndiceerd voor gebiulk In
patenlsn met sen verstople of Inadequate vaalstructuur. en voor
rechtsventrlculeii gebrulk bij patiSntan met aandoeningen van da
thcuspldallskleppen of een mechanlsche tricuspldsliskJep.
4 Wearechuwingen en voorzorgsmaatregelen
Compatibiliteh van Irensvetttuze hulpmiddatan - GaOruik de op
abtand buigbare kathelar mtalultend met compesbele transveneuze
hulpmddelen. Er sjn geen Migegeverts beechikbaar voor het aantonen
van de compatibMeit van net door Metfrorac geproduceetde
hufpmddelen met de op elatend buigbare katheter
* Met batrekking tot de Anam e2270EF-kaNeeler zijn at geen
lestgegevens beechikbear voor hetaenlonen van de compalibiteft
vat transveneuze hulprriddelon cnefeen budendrainaler <fe groter
isdan 2.1 mm (6,2 Fr). rrtst uitzondertng van de dilalator voor de
geMekathalet 2.3 mm (7.0 Fr) die wordi geleverd in dit paldtel
m Met beliekking lot de C30au(alfMlerajn a geen lestgegevens
besoNkbear voor hat HLLIonen van de contpadbillell van de
transveneuze hutpnsddelen met een bulendiamala die groter is
dan 1.5 rnm (4.6 Fr). met uitzondering ven de dUilalor voor de
galeidielagietet 16S mm (5.6 Ft) dte wordi geleverd m dk pakket.
Hetgevolg van hat gabruk van de op afstand bugbara katheter met
IneompaBbala hulpmiddeien kan apt dai het tiansverteuze hulpmddef
rael gepkaatsl kan worden ofdal a bjdens de plaalsiltg schade ontetaat
sen het Iraneveneuze hulpmddel.
Eenmallg gebrulk - OH apparaal is bedoekt voor eenmaig gebrtak en
s reel badoald om geherstantsaerd le warden
TrombusformaUe - Trontbogtnese-evakiabaa a)n uilgevoerd met
behulp van ean gehepannseeid model. Het is met bekend of
bocnbusfotmatie door gabruk van dR product kan optredan. kiAen at
geen adequate anttcoagulatie beredd kan worden bij da paedm.
Controfa van de startale verpakking - Conbolaar de alariele
verpakkmg zorgvuldig vOdr hat operten Neem contact op mat Medbonc
ab het zagal vetbrokan of da verpakking beschadigd «.
Hanteren van de op alstand bulgbara katheter - Hanleer de op
afstand buigban katheter w alen t/de voorzichtig.
« De op afstand bugbare katheter niet knkmn. uAekken of
overmatig bugen.
« Gabruk geen cturuigisctte insinimefflen omde op afstand txagbare
kathelsr vsal ta pakken
m Vsrrrsjd contact mat andare vioeistolten dan eopropylaleohol.
bloed. fkMiogische zoutopfossing of contrtsMosistof.
Gebrulk van da klep - Gebruk de klep om de terugstrommg van
veneus btoad t)dent de implenlaliepro®ure te beperken
« Zorg ervoor dal de pkigktsenvan de spoelpoorl gselotenrsvoordat
ude Map eenskijll op de hubvan de op aisland buigbeie katheter
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Benodigde ziekenhutsapparituur - Tijdena de Implartatie diani
eiteme appataluur voor deflbrlllalle en back-up-sHmulalle beschlkbser
te zijn. Gebrulk ven het product en/of transveneuze hulpmiddslen kan
lelden tot hartblok.

5 Mogelljke complicatles
Bif net gebrulk van de op afstand buigbare katheter kunnen onder
andere de voigende compHcalles optredan

Allsrgische reacfle op

conlrastmiddel Luchtembotie

Blooding opda inbrengplaats Onregelmatige hartsleg

Bloeduitstoitngen Perforatte

BioeOvalbeechedging Pneumothorax

Oiseectle Tromboflebitia

Endocarditis Trombose

Heriblok Subctavia artanapunctle

Hartklepbeschsdigling Vasculalta occluale
Verwonding van de plexua

Harttamponade brachlaHa

Hemothorei Vetwijding van hat mediastinum

. Vomfng ven arteriovansuze

infectle flatsls

Lotraken

6 Gebruiksinetructies
Corrects chirurgiecha procedures en stsriele lechnleken zlJn de
verantwootdelljkheld van da medleche star Da onderstaande
procedurts worden alleen ler informatie vermeU. ladara arts dent de
Informatlt In daze mstrucaea loa te passan op baala van profstaioneie
madlacha training en ervaring.
6.1 Deep afstand buigbare katheter voor Inbrengen voorbereiden
Waersehuwing: De op afstand bulgbara kelhater moatvédr gabruk
gtondig worden doorgeapoeld met firsfoto”eche zoutoploasmg an meg
geen lucht bevallen om luchterrttoie bj de pettnl le voorkomen
Weerschiiwing: Gebruk geen eengedreven mfecbespuit voor het
infscteren ven de concrastviceietol

1 Heal da compooenten bkinen fisl elenele veld uil de slenele
verpakigng

Controleer of deopafstandbuigbsre katheter goedbulgt door het
handval rechlsom le dtsaien (Albeelding 1). Blj elke slag van het
handvatwordi het detale gedmie venter gebogen Ata u ophoudi
metroteren. zal het dretalo gedeelte gebogen bifren inde stand die
door het aantal sisgen van het handval beraikl«

N

Afbeelding 1. Bugen en sirekken van de op alstand bugbare katheter
3. Controleer of de opatetand buigbare katheter goed straU door hel
handval finksom la draaien
Opmerfcbig: Nsdal da Gpafstand buigbare katheter ie gebogenen
gestrekt la hij miachun niet helemaal reehl maer 6reng zonodg
een ditelalor In en mask het distale gedeelle van de op stetand
bugbare katheter mol uw handen zo recht TogeLlk. De dkaiteor
voorkoffll dat de op atttattd buigbare katheter vetvormd raakt
Bevestg de klep san de hub van de op afstand bugbare katheter
(Albeelding 2)

~

Plugk/9an
Spoeflooorf

Afbeelding 2. Hat bevesbgen van de klep asn de op afstand buigbare
katheter



S SpMI de op afstand buigbare katbeter vMr gabruik via da
apoelpood op da Map door me( <geheparNdaaarde) fyslotogischa
zoutopioulng.

Spoal da dilatator voorde op afstand buighsra katbeter door.
Steak da dilalalot via da klap in de katbeter. Heldistaleultaindevan
de dilatator rr»et ultsteken voorUt bet distala uiteinda van da op
afstand buigbare katbeter.

t. Lag da op afstand buigbare katbeter wag binnen bet sienele veld.
6.2 Inbrangen van de op afstand buigbare katbeter
Waarscbuwlng; Nadat de op afstand buigbare kaOieter In bet
recbtarslbum la opgevoerd, verwifdert u de dllaialor oftrekt u deze tarug
om bat lialco van parforaba tot ean ninlmum ta beperken.

Let op: Omacbade aan waefselen dabpvan de op afetand buigbare

katbeler te voorkomen, dlant u de dilatator pjdens bet opvoeren In bet

racbtaratnum volledig in de katbeter te bouden.

Let op: Alada subclavla-benadarlng is veraist voor bet Inbrangen van

da op afstand buigbare katbeter. dlant u technieken die de op ahtand

bjgbare katbeter kunnan bascbadlgen, te varrrilden.

« Oa Inbrangplaats drant zo var mogekpc lateraal ta liggen om te
voorkomen datde op a%tand buigbare katbeter vastgeklamd raaki
tussen bat aleutelbaan an de aaiste rib.

Zet gear krecbt op da op afstand buigbare katbeter els u

asnzlenlljke waarstand ondervindt tifdsbs bat Inbrengan of

opvoeren

Sabrulk gaan tecbniakan zeals bet verandaren van da bouding van

da paNSnt om hat opvoaien te vergamakkell)ken Bij bet

ondervinden van waarstand is bat asnbevolen om aan aridere
plaats voor punctle van da vena la gabruiken.

De op afstand buigbare katbeter kan via varaobllitanda vanauza roulaa

worden Ingabracht. waaronderde rachtar oflinkar vena capbaUcaofda

tugularia eirtarna of Interna. Gabrulkwear mogabjkda vana capbaica om
sebeda aan da op afstand buigbare katbeter In de rulmla lusaan da
eerste rib/siautelbaen (tboracsla Ingang) la voorkomen.

Srang de op afetand buigbare katbeter in:

1 Bevestig de naald op da Injacbeapult

2. Breng de Injeobespull mat da naald in da vana In.

3. Varwljderdelniecbespul maar houd da naald in dazelfda poaitia an
vaneus bloed wordt aangazogtn.

Strakde J-vormigetlpvande Introducei-voardread door da
bpatrakkar over bat uitainde van de introdueer-voerdraad te balen
$ Steak bat conlaebauitelndevandetipstrakkarlbde naald an bieng

da Introducar-voaidriad door de naald Inda vena In.

e. Varwljdar da tipalrakkar an voar de Introducar-voatdraadoptotde
distal# flp bet rechteratnum barelkt. An de introdueer-voerdraad
moat worden teruggebokken terwijl de naald nog ingebraebt»,
ditnen da dread an de naald ala46n gabael te worden
teruggatrokken.

7 Varvnjder da naald

B Plaata de op afstand bugbare katbeter over bat proilmala ultamda
van da inlroducar-voardiaad.

9 Voer da op afstand buigbare kathatar door da vena op naar bat

tacMerainum

Verwi{dar da dilatator, meat laalda inlroducar-voerdraad an da op
ahlabd buigbare katbeter op bun plaata zktan.

6.3 PosKlonaran van de op afstsnd buigbare katbeter In hat

rachtaralrium of hat reehlarvenirikal

1 Voar da inlroducai-voerdraad. Indian u da op alstand buigbare

kathelai in net recblerventnkel positionean. op via da
liicuspidaliaklep. Voar vervolgena mat bahulp van da Inlroducar-
voerdraad da op afstand Puigbara katbeter op via de
Ulcuapldakaklep.

2. PasiBonaar de op afstand bulgbaia katbstai in de gawansta plaats

in hat rachtaraltium of hat rachlervantrikel.

3. Vertfieer mat bahulp van fluoroscopia of da op afstand buigbare

katneter zich op da gawansta plaata bavindl.

6.4 PosiUoneren van da op afstand buigbars kathatar In da sinus

coronarlus

| Roleer de op antacid buigbare katbsler achlerwsarts sn In de

nchling van de knkerzijde van de pattent om hat sinus coronartus
ostium In te gaan. Vertfieer met bahulp vsn fkioroscopis sn bet
Injscteren van garingahoaveelbedan conlrastvioelstot of da op
a%tand buigbare katbeter zlch In de gewensta posite bevindt

2. Voer de op afetand buigbare katbeter op In de sinua coronarlua.
6.5 Vanogrammen maken
Maak vanogrammen bij hat plaalsen van ean galetdingsdraad Inde
sinus coronarlus r>minzicbt te kriigen in de anatorrie van de ccronalre
bloedvaten.

+ Raadpleeg bij gebruik van de Attain 6227DEF-katbeter de

produrAtocumentalie b)) da venogramballon van 2,3 mm (7,0 Prj of
kMner voor insliucties voor bet maken van venogramman.

~N o

4

10

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

18

« Raadpleeg bf] gabrulk van da SelactSita C304-8S9 / C304-L6S r
C304-XL74-Aetbetet d t proOuctdocumenlalie bij da
vanogremballon van t .85 mm (S,S Pr] of kleiner voor instructies
voor bet maken van vanogrammen

6.6 Inbrangen van bet trensvanauze hulpmiddal In de op afstand
buigbare kslheter an pisatsen van bet transveneuze hulpmiddal
Breng bet transveneuze bulpmiddel in de op alstand buigbare katbeler
in Volg, alan de gawanste bulgingsgraad hebi bereikt voor bet plaatsan
vsn bat transveneuze bulpmiddel, de instruches in de
productdocumentaPe die Is geleverd bi| bet transveneuze bulpmidtiel.
Gabrulk Indian nodlg de op albland buigbare katbeter om bet
transveneuze bulpmiddel opnleuw te posiOoneren.
6.7 Vcrwijdcran van de op afstand buigbare katbeter over bet
Irentveneuze hulpmiddal
Wiarsehuwing: Voordat n probeerl de op afstand buigbare katbeter te
veiwijderen. dient u bet distale gedeelte zo recht mogeS” te maken om
tlidane bet verwljderen beschadiging van bet bloedvat te voorkomen.
WaarsehuwlIng: Houd bet snjdende gedeelte van betmesjeop66nlljn
mslde bub en de as van de katbeterscbacht. Beweeg de ksthelerof bet
mesje nlet met voor-/echterwaarste beweglngen. Dit gacandsert dat da
hub en de wand van de galeldekatbeler negesa”~asnedenworden door
bet blad van net mesje, en dal sebade en/of keraken van hat
transveneuze bulpmiddel wordt voorkomen.
Let op: Hanteer Pidens en na bet doorsnijden van de op afstand
buigbare katbeler de snijkanlan van da op afstand buigbare kathelet
voorzichtlg om schade aan bet transveneuze bulpmiddel te voorkomen
Opmerking: Veiwijder de op afstand buigbare katbeler voorzicbtlg Blj
betverwljdaren van de op afstand buigbare katbeter kan bet
trinavcnauze bulpmiddel krsraken. Raadpleeg, Indien bet transveneuze
hulpmrddellosfaakt, de met bet transveneuze bulprrsddel meegeleverde
producldoeumenlaPe voor poeitloneringtinstrucBes
VMnneer bet transveneuze bulpmiddel op zijn dePniPeve pistls at, moat
de op afstand buigbare kstheter van bet transveneuze hulpnsddel
worden verwljdeid voordet de wond wordt geslolen De op aMsnd
buigbare katbeter wonh met bebulp vsn een meeie van hat
transveneuze hulpmiddal verwijderd
Verwljderen van de op afstand bulgbaia katbeter over bet transveneuze
nulprrilddel.

1. Veiwijder de Map van da bub vsn de op afstand buigbare katbeter

(Albeekflng 3).

Afbeeldiiig 3. Hal verwijderen van de klep
2. Volg de aanwijzingen voor bet gebruik van bet mesje zoals
genoemd In Sijiage A
3. Werp de op afstand buigbare katbeter en bet mesje weg als de op
afstand buigbare katbeter van bet transveneuze bulpmiddel la
afgehaakt.
7 Gedetailleei*e beschiijving van het instrument
71 Specifieaties (nominaal)

Parameter Model 6227DEF Model C304
inVoducef- Materfaal: Roeslvrlj Steel Roestvnj steal
vMrdraad
Lengte: 120cm (472 inch)  120cm (472 Inch)
Diameter: 0,09 cm 0,09 cm
(0.035inch) (0.035 inch)
Op afstand Malerlaal. Potyetherblokamide Polyetberoiokamde
bulgbaia
katbeler
Bruikbare 45 cm C304-S59: 30 Om
lengte: 0304-169 40 cm
C304-XL74: 45 cm
Binnan- 2,4 mm (72 Fr) 1,9 mm(5,7 Fr)

dlamater



Parameier Wode! 1227T08F  Wadel C34
Bulen- 33em (.9 F) 20 04 Fe
dineeder
Baralli op Nist van loeDessing mum
w CI4LBT: 45 wem
(180 mchy
£X4-XLT4 B v
(247 inch)
Cutry- L tospasging CI04-858: 33 nwm
ot e {1.30inch)
C308-LAS: 37 wun
(1,45 nct)
CI04-NLT4: 53 men
2,90 mech)
Obutatzr yoor W k. Polywthy
o knthate
Srelikare 88 cm CID4-334: 42,0 o
lngie; CI0A-LBY 528 cm
CI04-KL74:
SThaw
1 ¢ F
Soker- 2.3 mm (7,0 Fr} 8% ren (3.6 Fry
Klap _Bianen- SAmm{Is2F) 8 men (952 €N
-00¢r 40-60F
l‘l.*m 40-080 8- 6
Neakd 1.2 mm 1.2 ey
[18.0 gouge) (18.0 gauge)
Injechespmt 120 cc tmt) 12,0 ¢ ™)
2.1 mm 15 mm 486
Campaiibals 82F0 1]
Fi 1
Compalivels 23w 70 Fn) A5 roen (5.8 Fr)
(nist
daormiden
6 Ultwtultng van Mmum -
Voor volindign garardie-nformatie wacwazen ness hel bijgasiotan
gatanliedacumont,
9 Servics
Ledironic beschid > ontachmch
0p kocalle in o hele weraki e U vih NS Kien 254 87 0D VTN
e
Mad men. Dearnesst beachikt Mediranic
de Sttt 300
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haliano

1 DMCrizlon« d«l etispositivo
Il dMpiwievo* pniwMo A un ago pateuunto adi unasitinga par
laceaaao blpuntodlinaanionavangao. diun llloguide par I'acceasoalia
vana. /1 unavahola cfta conaanta dl nduira la paidita amalica durante
la procaduradi irrpianto, * un ealetaie onaniabla per introdurra un
depoaievo tranavarwao. dl un dMatore per agavolare il pasaaggo dal
caMara ortantaUa e dl una tagbanna dal caMara guide par nmuovere
WcaMtare onantabda
Heatetara oneMabiie i dotato dl una saSona diatale mobile, eoniroleta
ffarrale nmpugnalum dal c*atara alaaao. par laaitara il poaiaonamanto
dl dapoartivi transvanoal. Il corpo dal catatara orientable a radiopeco per
garanbme la visibiita in lluoroscapia.
1.1 Contenuto della eonfaziona
Ciaacuna conlezione conbane quanto aegue:

a 1catatara orien«Bbile<modelloe227DEF.C30«.S59.C30a-L69 o

C304-XL74)

+ 1driatatoradel catatara

= lvalvola

« 1lagienna del catetere guida

« 1tio giHda con raddnzzatore della punta

« 1lago percutaneo

* 1sinnga

« ladocumentszionedelprodono
2 Indicazioni per I'uso
Il dispositivoi atato realizzeto per lomire un parcorso attraveiao dquale
Introdurra dspositivi tranavanosl diapwabd a tarapautid aUntemodele
camaia eanSacha a dal aialame vaacoiara coronaricoa per uitrodurre
catatart a palorano nal aano coronarico o alatbocateten neiv » del
cuora alniatio attraverao Uaano coronarico.

3 Controindicazloni
Ildlepoaillvoi coniroindicalointuni quel pazienO con sistemavascoiare
oatruKoolnadeguato epar ogni utilso che mieressa llventilcolo destro
In pazlanb alar da dialunzioni dalla vawWola tncuapide o con Impianto di
va”ola tricuapida maccanica
4 Avvertenze e precauzioni general!
Compatlbllita con diapoaltivl tranavanoal - UOHzzara Il catetere
orientabila solo con dI tranavanoal compatlbll. Non sono
dtsponiblH rtsuKati dI teat cha dimostnno la compatibility di dlapoadvl non
prodoM daUa Medtronic con Il catetere orientabila
« Parllcatetere Attain 6227DEF non aonodlsponibilldatisperimanlall
cha rPmosinno la cotpabblHY dl drapoartrvr transvenoal con un
dlamatlo eatemo maggiore di 3.1 mm (6.2 French), ad eccazione
dal dilalalora per caletete Oa 2.3 mm (7.0 French) Induao nalia
praaanta conlezione.
Par | calalarl C304 non aono daponibrli dab speriirtentall cha
dimoatrino la compatibility dl diapositivl tranevenosi con undiamatro
aatarno maggiore dl 1,Smm (4,6 French), ad eccazione dal
dilalalora par catatara da 1,85 mm (5.6 French) Incluso neHa
praaanta eonfaziona
Un avantuala utilizzo dal catatara orienladla con disposttivi incompatiblll
pub rendara Impoaarblla il poalzlonamento del dtsposrtivo Oenavanoao o
cauaare denni al diapoaillvo durante Il postsonamenlo
Monouao - Il diapoaillvo 4 aacluahramente monoust> e non 4 dManato
ad aaaara rtslarilizzato
Formazienadi Irombl - Mlulazloni In mertto alia trombogenlcti4 dl
quaalo prodotto aono atala condone In baaa a un modello apahnlzzalo.
Sa Il pazlanla non pu6 eaaara aoRopoalo ad adeguate rdsura
artticoagulanti. non 4 posalbllaalabrira aa Il prodotto pub indurra la
lormaziona dl tromb
Conirollo dalla eonfaziona Marlla - lapazlonara attentamanta ia
confaztone slanla primadl aprirla. Sa ll argiHo o laeonfaziona aono
danneggiati, contaltara un rappraaentarrla della Medtronic
Managgiamento dal catatara orlantablla - Managgiaro Sempra Il
catatara oriantablle con cautaM.
= Non aBorclghara. allungara o ptagara accaaalvamante il
catetere onentabila.
+ Non uliitzzarestrumentl chtruigid par affariateil
catatara onantabrla.
« Evllara ogni contatto con Iquidl. ad eccazione dl alcool laopropUco,
sangue, sokizionl sabna o aoluzlomdl contraato.
Utilizzo dalla valvola - L'uttlrzzo dalla valvola parmatta di impadira il
reflusso di sangue venoso durante la procadura dl impianto
« Prima dlflssara la valvola aU'lmbocco dal calatare onantabrla.
assicurarai che Il rubinetto dl arraalo della porta di defluaao ala
cNuao.
Attrezzatura ospedallera necassaria- Varineara I'lmmedila

durante timponto. L'utihzzo del depesilivo e/odi diapoettivi Iranaveno«
pub causare un blocco cardiaco
5 Cotnplicaaoni potenziali
Tra la possibi compicaaoni dovula altusT) rial catatara otianiable n
sono'

' emboia gassosa ' infazioni
laazicne alergica al meso

balbto cardMco Inagolara

dicontraalo

frxmaziona tli %tole aBargamanto madiaatiruco

aiterovenoee

amorraght nal puntod peiloraziona

Hiserziona

leswie del plesso brachiale pnaumtXoraca

tamponamento cardaco perforaaorta daFanana
PO sucdavla

sposlsmento tromboftebte

dissezione trombosi

endocardrta darmt ala vaNola

btocco canltaco occlusione vascalare

tormazione di ematoni dsnravasali

emotorace

6 Istnizioni per l'uso
Tipersonate medico 4 raepottsabla deFadoaone daVa corratta
procedure chirurgiche a daTuao di lacrachestetii. La procedure
rlportatadl aagtalo vengono fomtlasoloa scope intormalivo. Il personate
madKO br4 uso deBe mtormaBoni nportata in questo manuale n base
airaddestramento medico profassionala ricevutoe ab propria
a’arlanza.
S1 Prapaiazionedel catatara orientabila par linsarananto
Awertanzs: 4 catetere oiienlable deva assara nsaacqualo
accurstsmenie con soluziana saina ad aaaara ptivo di aha pnma
deTuso per evitarad provccara un'amboAa nal pazianta.
Awertenza: non uakzzaie ainngha con una potanza tUinieaone elavata
per iniettare la sokizkma di contraato

1 Estrarral componenti daUa eonfaziona startle atTinlamo del campo

slanla.

Verificara cha Il calelare orientable si otianli nal morlo corretto
ruolando I'impugnatura In sense orario (Figura 1). Ogni vena cha ar
ruota I'impugnatura. la sezlone distale vieneonantatauleriormanla
Una volta cha si arrasta la rolsziore. la sezione disale rasa
crienata par I'asatto numaro di rotazlonl affettuate con
I'impugnatura

N

Flgurs 1. Ohantamento e raddrizzamanto dal catslata oriantablle

3. Veriffcara che il catetere orienable si raddhzzi nal modo corretto
ruoando I'impugnatura in settso anboraho.
Noa: unavob orientate e raddrzzala. Il catetere onenable
potrebbe non essere compleamentediritto.Se necessailo.Inserire
un dllaators per catetere e regolere manualmente. usando la
opportuna cautale. la sebone distale del catetere orientablle per
radOttzzBflo Il piu possible. Il dllaaiore evlla possJbli deformazioni
dal catala's orienable.
Flasere a valvola allmbocco del catetere orlenaba (Figure 2)

»

disponibrirtadella defibnHazlone estemaadella allmolazione di bacK-up
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V»h/0l4
RubintUod ttnslo
Pontat<Msvvo

Flgun 2. Fnaaggn M ia valvota el catelere onentBtule

5. PntOalmaB. l«var*il caletereonentaOUeanravenoli ports (t
defhiiao daM valvola con una soluaone ssina o una aokwose
ulna apannizzats.

6. Lavaralldllataloradalcatetefe.

7. Inatrlra ll dilatalora dal catelere awavarao la valvola a nal catetere
oriantablla. L'selremita diatale dal dilatatora del caiatara deve
aalandarsi oltrs faaOamild distale del catetere onantabile.

e. Spoatare il catelere odentabile airintemo del campo alenie

(-2 Inunrrmnlo dal caiatara erlentablle

Awartanza: dope aver introdoSo Il catetere ofienlablla naratrki deatro.
rimiovere o ratrarra |l dilatators par ridurra al rnivmo Il pertcolodl
perfonzlona.

Attenzlene: par avilara dl dannagglare il lesauto s la punit dal catetere
ortamabils, tenere Il dilatators completamanle inaerdo nal catelere
durante Il passagglo neHatno deatro

Attenzlene; nal case fossa naceasarlo Introdurre It caletsta orientabile
per via aucclavla, evitare procedure cha poasono dannagglare Il
catetere.

« Il punto dl Imsrzlone deve aaaare altuBto Il plii lalaralmente
poaalblls per evitare cbe il catetere onsntablla si blocchl tra Is
clavicola e la prima costola.

Non forzara Il catetara orlantaerla seal dovaaaalncontrare una forte
reaislenza durante rinserlmento a Il passaggio.
Non ncorrera a tecnicha ijuail quella di modiUcsre ta poalzlons del
pazients per fadKare il passagglo del catelere. Se si Incontra
resistanza, si consigla dl ncorare ad un altro sito dl Iniroduzione
venoaa.
Il caiatara orientabile pud essere Inaeiito attraverso variaviavenose, tra
cul lavena cefalica destra o sinistra, la vena giugulare esiarna o quella
inlama 8e poasiblie, ubNssre la vena cefalica per evitare danni al
caiatara oriantablla nal pitmo spazio coatota/clavicola (sccasso
loncico).
Par rinsenmanto dal catetere ortanlsdle. procadera nal modoaeguenta
Fiaaara rage alia airtngi
Accaderaal punied! inaerzlonavanoaoutlizzandoragaalaslringa.
Ouranta t'aapiraziona dal aangus vanoao. nmuovare la siringa
mantanando I'ago In poalziona
. Rsddrizzara la punta praformata a J dal fllo gukta facando avanzara
Il raddrizzatora della punta olire reairamita dal lilo guide
Inserlrerastremita rsstramaladal raddrlzzatoradabapuntanatfago
a spingara Il fllo guide attraverso rago a nella vena
Rlmuovara Il raddrizzatora dale puntaa tara avanzara il Mo guda
mnchP la punta dislaia non nggiunga fatno dasbo Nal cstao fossa
necaaaano nurara if Mo guda mantra rago a ancora inaartto. rrbrsri
antnnAi in bloeco.

Rirrmovara rago

Posizionata Il catetere orientabile suTaatremta proaaHnaladel Mo

guda

Far avanzara It catetara onentabile net punto dtinaeraonevenoto
e gundi neTaino deatro

to. Rimuovarail dilatslora dal catelere lasoando il Moguda ad li
calelera oneMabita In poaiaone.

Poalzlonatnante dal catatera orienUblle in atrio deatro o In
ventricolo deaira

1 Netcase lease necaaaano pesuionare Il catelere onentable nel

ventfleotodeetro. pasaere HMo guda attraverso la valvola
bicuaplde. Succeaervamante, usizzarsiiaioguldaperfaipeesareil
catatera oriantabile attraverso la valvola tncuspide.

Posizionareii catetara orientablaveisoil puntodesldaralodaratno
deatro o del ventricolo destra.

Esegutre Is Auoroscopia per veriScare die t catetere onentaMe al
trovi nal punto desiderato.
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a. a Poaizionwienlo del catelere orientabile nel seno coronarko
1. Ruolara Wcatetere onentaCale poatanomienleed aUa smistra dal
pazienia per penebare neTosbo dal seno coronarico Esegura la
Duoraacopla ed mieaare piccole quantita dl sokizMne dI contrasto
parverfficare cha ficatelere orlantsbde si trovi itel punto desiderato
2. Faravanzara it catetere onenlabila nal seno coronsneo.

8.5 Esecuzione del Debogramml

Pranadl Inserire un elearDcaielere nal send coronanco. eseguire del
flebograrntTi peravereunquadto anatornco del sistema vascolare
coroneico.

® Quandosl| uMizzailcalelere ASaine2270EF. peruHerion isbuzionr
su come esegura un tlebogramma conau(ate la documentazione
del prodoQo fomila a conedo dal ptiondno par flebogramma d
dimetrsioni pari o Maiioii a 2,3 mm (7,0 French),

a Quando si uHzzai catatera SalactStta C30S-S59/ C304-1A9 /
C304-XL74, per ufciiorl isiruzioni au come esegura un
flebogramma consuflara la documanlaziane del prodono brnita a
corredodel patonono per flebogramma dl dimension pari o infenon
al.es nvn (5.6 French).

5.6 Inserimenlo del dispoallivo trensvenoso nel catatera
ortenUbile e posoionamento del dlapositivo

Inserire | dispostfivo bansvenoao nel catelere onentabile. Dope aver
ottenulo Tonentazione desiderata per d poatonararsiodel dispositivo
bansvenoao. consufisre la documentazione del prodolto fomitaa
corredo del disposievo stesao per ulenon iatruzlonj

Se necessario. utlfizzace Il catatera onentabde per nposizionare U
lisposievo transvenoso.

6. 7 RimoziotM del catetere ortentabHe dal dispositivo transvenoso
Awertanza; pnrnadi terflara 4 nmuovart 6 catetere onentable,
raddrtsaie la aeaone distala 6 pni posaiblie per evitare denn ai vssi
durante la nmozione.

Awertanza: mantenata lasuperfoa di tagbodeflatagberinainineacon
MrCrocco a con Tasse deTasta dal catetara. Non spoatare avant e
indlatrond Il catetere nd lalagbanna Coal lacendo.aiiaicuildltagllare
correttamente I'lmbocco e la paraladel catetare gulda con lalama dele
tagNerina, evitando dam al diapoaitvo tranavenoso o spostamanb dale
stasso.

Attanzione: durante e dope il taghodot catetara orientabile. maneggiare
con cautela gl angoll ta®iab del caMlere onentable per evitare danm al
dispositivo transvenoso.
Nola: rlrmuoyarall catetara onentable con cautela. La rimozionedel
caiatara ortantabla pud delerminare ur» spostamento dal disposrtvo
tranavanoao Saildtsposibvotranavenoso dovassespoatsrsl.conaullatt
ladocumentazione fomta a corredo del dispositivo per latruzioni reltitva
al riposizlonamenlo.
Quando il drapoaltivo transvenoso s trova in postzione finale, 6
necessario nmuovsrs |l catatera orrentable dial diapoaibvo prtmadl
procedere alia chlusuca chirugica. |l catetere onentable ve nmoasodal
Aaposltlvo tranavenoso ubizzando una tagierira
Par nmuovera Il catetere onentable dal cispostttvo transvenoso

t. RImuovate la vatvola MalrHnbocco del catatera onenUbla

(Flgura 3)

Flgura 3. Rimozione della valvola
2. Stgura le istruzion appropriate nportate neirAppendice A pec
informazioni su come eftettuare iftagio.
3. Una voKa rimossoil catetereorientabla dsfcorpodaldnpoeilivo
tranavanoao. eimnarlo assleme alia lagianna
7 Ddscrizione dettagliata del dispositivo
7.1 Speciriehe (nominali)

Parametro Modello 6227DEF  Modello C304
Rio guda Mat*risle  acdaic acoaio inoasideble
inossidabrie
Lunghezza 120cm (47.2R) 120 cm (47,2 m)
Oinfnetro. 0,09 ¢cm (0.0351n)  0.09 cm (0.03S in)



Parametro Modello «227DEF  Modello C304

Catetafe Uateriale: poUeteraamde a  pobatere amde a
orientshite blocchi Wocchi
lunghezza AScm C304-S59' 30 cm
utila: C304-Leg:400m
C304-XL74: 45 cm
Diametro 2,4 mm 1,9 mm (5,7 French)
interno: (72 French)
Diametro 3,3 mm 2.6 mm (8,4 French)
esterru: (9,9 French)
Portals del non appbcable C304-SS9: 35 mm
catetere. (1.39in)
orlentabile C304-L69 4BTT
(1.80 In)
C304-XL74: 55 rxn
(2,17 in)
[>ametro iron appbcatNle C304-SS9: 33 mm
curvatura (1,301n)
C304-L69: 37 mm
(1.451n)
C304-XL74: 53 mm
(2,10 In)
Dllalatore Materiale: poKetiiene poietllene
del catetere
Lunghez_za 60 cm C304-S59:42,9cm
utile: C304-169:52.9cT
C304-XL74: 57.9 cm
tometto 2,3mm 1,85 mm
estemo: (7,0 French) (5,8 Frarrch)
Valvola Diametro 5,1 mm 5,1 mm
interno:  (15.2 French) mai. (152 French) max.
Tegberine 4,0 -6,0 French 4,0 -0,0 French
per catetere
onenlaPile
Ago 1,2mm (16,0 G) 1,2mm (18.0 G)
Siringe 12,0 cc (MO 12,0 ec(ml)
Elettrocatet 21 mm 1,5 mm (4.6 Preru:b)
eri <02 French) max. ~max.
competibil
Dispositivi .3 mm 1,85 mm
trsnsvenosi (7.0 French) max. (5.8 French] max.
compatibili
da non
tagiare)

8 Esdusione dalla garanzia della Medtronic
P«r Infortrazioni esaurienl! auiresclusione dalla gaianaa, leggere Il

ralattVQ documenlo aSegato.

9 Assistenza

La Medtronic dispone d uns rate mondlale di rappresemanS e tecnid
attamente qualificali al vostro samzio che, au richiesta, possono fomire
Il necessario addestramento per Tuso dal prodotb della Medtronic al
personals ospedallero. Inoltra. la Medtronic dispone di uno staff
protessionale In grado dI tomre consulanza tecnica agh utenti del
prodote. Per ultedori informazloni, contattaie il rappresentarte locale
della Medtronic oppore utiizzare le Infoimazioni appropriate nel
ratrocopartina pertelefonareoscnvare a Medtronic.
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Norsk

1 Beskrivelse av ledrtingen
DeRe utstyralhar er perkutsn kanyle ogspreyte fori ipnevenen. an
guklewfit» foritttligangtilvenerr. en ventil for i reduaere blodfap urxjer
ImpiBrrtatjonaprosedyrer, at styroart katatar fori fere Inn transvanest
ulatyr. en dilatatorfori a)ere detanklerai sette Inn katelerel og an
fsringsketttarkniv fori ~rrre kateteret.
Det atyrtiare kateteret har en styrbar distal del som styres ved hjelp av
nirtdiakat pi kateteret. ved plassertng av transverrest utstyr. Solve
kateteret er rentgantett og er synkg ved gjannomfysning.
11 Pakningans innfiotd
Hvar pakning inneholderfelgertde:

« lelyrtiatt kateter (antan 6227DEP, C3(M-S59. C304-L69 eSar

C304-XL74)

« 1ldllatalor

m 1 venfil

a 1 ferirrgakateterkniv

m 1 gtadavrire mad tu~refter

m 1 parkutan kanyle

m 1apreyta

a produktdokumantasjon

2 Indlkasjoner for bruk

Utstyret brukaa for i gr en bene hvor dlagnostisk og terapautisk
transvenest iitalyr feres Inn | hjertekarrrrene og koronarvenene. og for
irmfering av baHongkatetara | sinus coronarlus aller ledninger i blodkar |
vanstrs hiertehs”del via sinus coronarlus.

3 Kontraindikasjoner

Bruk av utstyret er kontraindlserl bos pasenler mod blokkert eler
uDlstrekkeHg vaekulatur og boa psslenter mod tnkustadaaUaffsykdom
ellet mekarvsk Irlkuspidalklaff.

4 Advarsler og forholdsregler
KompeUbllitet lor transvenest utstyr - Det styrbare kateteret skal
bare brukessemnten mad kompabbelttransvenest utstyr Oet frmes
rngen blgjengellge teetdati som viser at kateteret er kompMbell med
utstyr som Ikke er produsert sv Medtronic
« Dellinnss Ingen tilgjengallgstestdata for Attain 6227DEP-kateter«t
som viser kompetlblllleten Il transvenest utstyr med en ytre
diameter eterre enn 2.1 mm (6.2 F). med unntak av dllatatoren p4
2,3 mm (7,0 F) som fe~er med | pakken.
= Det Annas Ingen tUgiengeSge testdata (or C304-kttatre eom viser
kompMbiteten il transvenest utstyr med en ytre diameter starre
enn 1.Srrrn (*,6 F), med unntak av dllatatoren pi 1,65 rrvn (5,6 F)
som fetger med i pekken.
8ruk av det styrbare kateteret sammen med inkompatbeR utatyr kan
fere U atdet transvenese utstyret Ikke kan teres Inn aller bkr skadet
under innfering.
Engangtbruk - Utstyret er kun for engangebruk ba skal Ikke
resletiNseits.
Trombedannelser - Evakjeringer av trombogenisllet ble utfert med an
hepansert modell. Hvis paslenten Ikke kan fi adekvat antikoagulssjons-
bebandUng, er det Ikke kjantom detkan skia trombedannetsa med defle
produktat.
Kontrollere den steilla pakningan - KonRoller den sterile pakningen
neye fer den ipnea KontaktMedtroblc-iepreeentsnten hvis lor-
segkngen aller pakningen er skadet.
Hindlaring av del styrbare kateteret- Kateteret mi slitld hindteres
lotsiktig.
« Oet styrbare kateteret mi Ikke beyes krifUg. kbekkes eller strekkes.
« Bruk Ikke kirurgiske Instnimentertil i bolde kateteret
« Unngi konlakt mad endre vssker enn Isopropylalkohol, blod.
saitvann aller kontraetmiddel
Bruke venINen - Bruk venlllenfori hindre tllbekestremming av venest
blod under imptanlse|anaproeedyren
« Kontroler at sloppekranen p i skyllepoilen er lukket etter at du har
koNet venRIsn Rl Kobtngen pi kateteret.
Nedvendig sykahusulstyr - Serg fori haekslern deibnllator og
backup-pacing Dlgiangsllg under impiamas”onen. Bruk av utstyret,
transvenest utstyr, aller begge deler. kan IbrirsekeAV-btokk.

5 Mulige komplikasjoner
Muiine kompkkesioner eom kan oppsli ved bruk av det styrbare
kateteret, kan ornfafle, man er ikke begtensel til:
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Ade”sk reaksfcn pi
kontrastmidler

Arteriovenes isteidanneiee
Bledning ved Innienogssledel

* Medlasonal utvidetse

* Okkkisjon av blodkar
* Perforenng

Disseks|on ' Pneumoloraks

EndokardRl * Punktering av etlena
subclavia

Hemetomdannelse Skadepi blodkar

| lemotorales Skade pi hjerteklalf

h”nebtokk Skade pi plesut bvecfsais
Tromboflebttl som lelge av

Htertetamponada blodpropp

Infeksfon Ttombose

Kateteret leaner Uregetmesaig hjertefrekvene

Luttembof

6 Bruk

Legm er attsvarfg for at korrekte lerurgiske protedyrer og aterila
laknlkker bir benyttel. Prosedyrene nedetrfor er kun menl eomgeneral
informnsfon. Lagan mi vurdere informasjorren i disse instruksionene |
fornoU 61 pssientete sistand.
6.1 Klaiginie kataterat for innfering
Advarsell Kateteret mi skylles grurtdig med saRvann (ori Qetrta
luflboblerslk at paslenten Ikke ubeRes br lullembol.
Advarsed Ikke bruk trykkspreyte for inisering ev kontraatmddat
1. Takomponenterw ut av den sterile pakningen og bevti aterdnel
2. Kontroler atdet styrbare kateteret bayas nkligved i roiere
hindbket mad klokken (Flgie 1). btvar gang nindlaket roleres.
beyes den drstale enden mer og mer. N it rotasfonen her sloppel, W
dendistaleendenvsre bayd | fortioU|1 intsl ganger hindCaket bje
rotert

Pigur 1. Beye og ratle ut det styrbare kateteret

3. Konlrolef It kateteret reties ul nkbg ved i rocere hindlakel mol
klokken.
HerkJ Nir kateteret er MR boyd og rettel uL kan dal bende at
Kkateteretikke blr bet relt. Hv« del er nsdveridlg kan du aetle Innen
dilatator og fomklg manputere den distaie dM«i av kataterat for i
raRe del utei mye som muig DHalatoren torhindiai at brman pi
kateteret blr detormail.

4. FeetvenOlen INkobingen pi kateteret (Rgur 2).

2  Sfoppekran
3 Skyteporf
Figur 2. Feste venttlen 6ldet styrbare kateteret
5. Skyll kateteret gjennom skylleporten pi ven6élen med saitvann eller
heparinisert saitvann far bruk.
. SkyfdllatBloren.
Far dllatatoren gjennom venblen og inn | kateteret. Oen dislale
enden av dllatatoren ber tores fotol den dislalt enden av kateteret
6. Lagg det sammensaRe kateteret | del stenie omridet.
6.2 Fere Inn kateteret
Advarsell Nir kateteret er tort inn | heyre atrium, mi du gema eller
irakka ut dllatatoren for i redusere risikoen br perforaring.

Forslktlgl Fori unngii skadevevog tuppen pi kateteret. mi
dllalaloren larbl hen saR inn | kateteret mens det pesserer heyie atrium.

~ o
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Forsiktifl! hhis det et rwdvendig med en Mnsemeng v. subdavn bv
inn**ring gv kawteroL mi du unngi icknikker scm kan skade kaletefet
* Innlanngsstedet mi w re si lateral sommuig fori urmgi at
Irateteret ktemmas malom kravedanat og det taiste libben.
« Bruk ikkamaki hvis katalarat mater betydelig molstand under
irmferingen.
m |kke bnik teknikker somjiistering av pasrentens stiCng fer i totte
tenfotingen. Hve du mater motstend, anbefaies del Shbrvke el
alemalvt venae! snnfeisrgssted.
Katelerel kan settee innvia Iw e ukke btodkar. inidudert hayre eler
venstre vena cephakca eler venajugulaiis interna eler venajuguiaris
skatema. Bruk om muig vena cephaica. sfk atdu unngir al kateteret
skades ved del terete Interkostaie meioiTTomfnel (ribben/krageben).
Skkbrer duirai kateteret
1. Feat kanylen til spiayten
Fitigangeivenenvedi bnjke kanylen og nilen.
. Fjem spraylen sairMg somdu holder kanylenp i pies mens du
Bspirerer Hod.
Roll ulden J-formede luppenp i guidaiivirenvedi fore tuppreltefen
overenden pi guidewiren
Far den koniske enden av tuppreoeten pi kanylen og for guide-
wiien gjennom kanylen og Inni venen.
Fjem tuppreOeran og briselti tere gisdewiien inn H den dtelate
enden nil hayie atnum Hvis guidewiien mi Irekkes ut mens
kanylen foilstel et saltinn. ma bide guidewiren og kanylen Irekkes
utsamtdig.
Fjem kanylen.
Plssser katelerel over den prokstmale enden pi guidewiren.
Fer kateterel (gennom venen og deietler blhayre atnum.
Fjem dkataloren $IL at guidewiren og kalaleret stir igien
(.3 Plassere kateterel i hayre atrium eler hayre ventrkkel

1 Hvisduplasoorer kateteieti heyre ventnkkel. mi du tere guidewifen
gfermom Inkuspidaldatfon Bruk derelter guidewhrentil i tere
katelerel giennoni tekuspadsUairen
Plasser kmterel pi ensketsted i hayre etnumeler hayre
ventnkkel
Bruk giennomlysnng il i kontrolere at kalelerte er pi ensket sted.
Plassere kateterel i sinus eoronerius
Roter kateterel bakover og mot pasientens venshe side fori
komme km msinus coronarajs os&um. Bnjk ~ennomiysning og
Inyssr smi mangdei kontraatnddel tor i kontrolere et kateterel er
i anekel poeieion

2. Fardel kateterelmnisnuscoronarius
e.S Utfare venografl
Nir du plasaerer en lednrig itmua coronenus bar du ultere venogril for
i ka/tlegge anatonsan i ktsnsiiana

« NirduskflbnikeAaa>ne2270EF 'keteteratkandufnnemef
Infortnasion om uttenng av venogtei i produkUokumenteSionan
som telger rned en 2.3 mm{7,0 P) eller rnndre venograibelong.
Nir du skal bruke SeWaSite-kMeleret. C304.SS9/ C304-1U |
C304-XL74. kan du Inne mat mfomiMion om uttenng av vanograll
| produkklokucnenMsionen aom telger meden 1.95 mm (5.9 Ft)
eler mmdre venograibelong
1.6 Fate dettransvenese utstyral Inn i kateterel og plessere dal
transvenese utstyral
Far det transvenaee utstyral inni kataleret Nir du haroppnidd ansket
baymng for piaaaenng av del Irenevenase uletyrel. mi du sa « produkt-
dokumentasicnen som hilgla mad dal transvanasa ulstyrat tor
msirukstoner om pMssering
Bruk katelerel ki pteseera dal trensvenase utstyral pi nyll ved bahov
1.7 Ftema kawlaret fra del trsnsvaneee ulstyiat
Advarsel Rtet ulden distele daten si mye som muig ter du cpower
katelerel Oette ertori unngi skade pi btodkar under uttretdungen
AdvarseR Hot) dan skarpe endan av kniven pi krife mad kobingan og
aksen pi kaieterskaftel Baveg ikke kataleret elat kniven hem og
Sbake Delte sikrer at knwen Mger et rent kull mkobingen og tennga-
katelerveggen sik at du unngir at trinavenast ulstyr ikke sktdas eltr
lasner.
ForsU fl Under og attar kunng av kateterel skal du nindlete de
kutterle lanlerte pi Kateterel foitektig fori unngi skade pi trinsvenasl
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utstyr.
Merkl Fjem torsikbg katateret Fiemtng av kateterel kan tere il al del
transvenaseutstyraltesntr HvisdaltransvantseulslyrMlasner.kandu
inne mstruksioner for ny piassaring | dokumantas|onen som telger rwd
del transvenase utelyret.

Nir del transvenase uRtycslec HVig pteeseit, cheter du katateret ha del
transvenase utslyrel ter Ururgtek kikking Kateterel chetee he det
transvenase utelytet vad i brukaen kmv
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Sik eTer du kateterel ha del irteisvenase utstyral.
1 F;emvenilen ha kobingen pi kateleiet (Figur 3).

2. Falg da ralavanW instruKsjonane i veolegg A tor informaefon om
kutbng.

3 Kasl kateterel og knivsn alter at kateterel er l)emet fra dat
transverrasa uislyrat.

7 Detaljert beskrivelse av enheten
7.1 Spesifikasionerlnominaia)

Parameter

Guidewire

Slyrbart
kateter

Rekkevidde
toi styrberl
kateter

Kurv«'
diafneter

Kaleter-
dilMator

Venlil

Kalsterkniv
Kanyle
Sprayte

KompaObla
ladninger

Kompabbet

transvenasl|
r(mi

ikkekunss)

Matanais:

bengde:
Diameter
Matenaie:

Nytibat
langde:

Indre
(tometef:
Ytre
diamster*

Matenaie.

NytOar
lengde

Vtra
(kametar

~Indre
diameter

Modell i227KF
Ruslhillatil
120cm (47.21in)
0.09 cm (0.035 in)

PolyetetbtoKkanad

45cm

2,4mm(7iF)
3.3mm(9.9F)

ikke lilgjengeig

ikke tilQlengalg

Potyelylen

60cm

a.3mffIC7.0F)
Make 5.1 nm
(15.2F)
4.an.0P
1.2mm (18,0 G)
12.0rri

MaM 2.1 nvn
92P

Maks. 2.3 mm
<7,0F)

UodeHC304
RuethiB stil
120cm (47.2in)
0.09 cm (0.035 at)
Polyaterblokkamd
C304-859 30cm

C304-(.B9 40 cm
C304-XL74 45 cm

1,9mm (5,7 F)
2,8mm(8,4F)

C304-SS9: 35 mm
<1.391n)
C3044J9'4emm
(1.80In)
C304-XL74 SSmm
(2,17m)
C304-SS9. 33 irun
<1.30in)

€304-L99: 37 mm
(1.451n)

C304-XL74:53 mm
(2,101
Polyatylen
C304-559:42.9cm
C3044.99 52.9 cm
C304.XL74 579 cm
1.85 mm (5.8 F)
Maks. 5.1 mm
(15.2F)

4.0-6.0F

1.2mm (18,0 G)
12,0 rri

Maks. 1,5mm
48F)

Maks 1.85 mm
(5.8F)
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Svenska

1 Beskrivning av enhelen
£nheten bestir av an perkutan ndl och spruta ffir venacceas P
inNenngs«Ullet. en guidetrM Ne vanaccass, an vantil f6t an minaka
blodrerluslen under implanlaeonan, an bd”ar katater Ne mfOiing av an
transvenSaenhet, en dilatortill katetem Na att underKfla passage av dan
bdjbara katetem octi an styrkateterslitter Mr att avidgsns dan
bdjbars katetarn.
Den Dd”ia katetarn har an bSjig detal sakbon som slyrs med dal
bdjbara kaleterhandtaget vkt placenng av trarrsvendsa anhatar. Dan
bdjbara kaleterns kropp ar idnigeniai s* an den syns vid tluoioakopl
11 Forpackningens inneh4ll
I1”rja Idrpackning Innehiller rdijande aibkiar:

« 1hdjbar kaleter (anlingen 6227DEF, C304-SS9, C304-L6S ellar
C304-XL74)
1 dilator nil katetarn
Lventll
1 sitter Mstyrkateter
1 guldatrid mad spatsutrdtare
1 perkutan ndl
1spruta
« produktdokumentatran

2 Indikationerfdranvandning

Enheten anvinds Hr att skapa en vSg Idr inHring av dlagnoatiska och
terapeubskatransvandsa anneter >Rjaitrumman ochkoronsrkartensamt
Ne intdring av ballongkatetrar i sinus coronailus alter atektrodar till kttrl
pi hidrtBts vanstta side via sinus coronarlua

3 KontraindikationM'

Anvindnirtg av enheten dr kontralrvdicared fdi paOantar mod bteckarada
alter olLinpKpaa kdrl semi fdr anvdndning | hdgar kammaia hoa pabanter
med ttrkusp>dalisklans|ukdomellar en makanlak trikuspldallshjdilktell.

4 Varningar och forsiktighetsitgarder

Kompatlbilitat med transvandsa anhater-Anvind dan bdjbara
katetarn andast eilsairvnanB med korrrpabbB traravendsa anhetar. Del
Anns Inga testdata att bllgl (Or att styika dan bdjbara kaleterns
kompatibittel med enhatar som Inis har bllverkats av Medtronic.

« Dat finns inga testdata att Ollgi fdr att slyika an katalain
Attain 62270EF ar kompabbel mad IransvanCsa anneter som har
an yfterdiameter stdrra an 2.1 mm (62 Fr), mad undanlag Ne
katalardllatomp4 2.3 mm(7.0 FrjsomdnnsrrredIfdrpackningen fill
danna produkt.

« Dat Annsingatesldala allhttgd fdr an styrka an katetrama C304 dr
kompadbla mad Iransvendsa anhater som her en ytterdiameter
stdrra an 1,S mm (4.6 Fr). med undantag Hr dllatom pi 1.85 mm
(5,6 Fr) som Anns med | fdrpeckningen till denna produkt.

Om dert bdjbara katetem anvands tliteammans med Inkonaiibla
anhater, kan fdijden bli att den trarrsvendsa enheten inte gir an fdra in
aller att dan transvendsa enheten skades under inforandet
Engingsbruk - Enheten dr endast avsedd fdr engingsbruk och fir
Inte steritseras am.

Btedproppsbildning - Utvardering av troirttxigeniatet har uttdda mad
hjdlp av en hepanniserad modell. Om patienlen inte kan anlikoagularas
pi efttiArdrlHi” silt dr det okdnt om ptodproppar kan uppsli mad dan
hdr produkten.

Inspakbon av den sterlla fdrpackningen - inspeklera dan starila
forpackningan noga Innan dan sppnas. Kontakla an raprasantant fdr
Medtronic om Hisegingan alter tdrpackningen drskadad.

Hantering av dan bdjbara katetem - Hantera sIRId dan bOjbara
katetarn mad stor ferslkbghat.

m Dan bdjbara katetarn fit inia vridas, strdckas alter bojas kiatbgt

« Anvdnd inte kiruigiska Insttuirrent fNean grappa dan
bdjbara katetem

« Undvik kontakt med sndra vdtskoi in isopropytelkohol, blod,
saltldsning och kontrastmedal.

AnvandnMg av ventiten - Anvdnd vantilan fdr all mtnaka Iterdddet av
vanblod under implantationstdrfarendel

« Kontrotars an avstdngningskranan pi spolportan dr sldngd Innan
vanttlen anshits till dan bdjbara kaletems nev

Ertorderlig sjukhusutrustning - Ha axlarn daAbtilteting och backup-
stimulering snabbt Ollgangllg under implantationen Anvdndning av
anhelan, Iransvandae anneter alter bidt kan oisaka hjdrtbtock.

5 M6jliga komplikationer

Md)Uga kompAkatloner som ar ralaterada till anvdndningan av bOibara
katatiarinlduderar man di irtte bagrdnsada till Rlljanda:
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Luftambol

Alteigisk

laaktlon mol konlraatmedal
AitartovanOf Astalbildning
BlOdning vid Ingingastdllat

Infekbon
Oragaibundan puls

Madiaslinsl utvidgning
ParforsOon

Skada pi brakialptexua Pneumothorax

. Subklavikuldr punkHon av
Hjdrttamponad atidr L
Dialokillon Trombonablt
Distaktion Trombos
Endokaidit Klaffskeda
Hijdrtblock Kdriocklusion
Hamatomblldning Kdrlskada
Hemothorax

6 Brukaanviening
Oat ar Idkarana tnsvat an korrakta kirurgiska metoder och stanitaknikar
anvdnds. Fdijarda baskrivning dilhandahills enbart som inrormallon.
|Aije Idkara mists vdrders informaDonen i anvisningams altar sin
madiclnska utbildning och arferenhat.
6.1 Forbaradalaa av den bdjbara katatern fdra Inforanda
Vaming: Oan bdjbara katetem aka vara noggrant spolad med
koksallldsning och fri ttin Hift Ibte anvandning si att luftemboli undviks
hot patitnten.
Vaming: Anvind inis an allHOr ktafttg spruta Hr att injicera
kontrasBdaning
1. Td boil komponantarna frin dan stanla fdrpeckningen Inom del
stania omrldat
2. Konlioltera att dan bdjbara katatern kan bdjas ordencHgt ganom att
vtfda handlagal madura (Flgur 1). \Hija ging handtagalvrlds. bdjs
dan dtetala saktionan yttartlgare. M r man upphdr attvrida. bahilMi
dan disttia saktionan an bdjning som moisvarar antatel ginger
handlagal vndlti

r- - AT7r,~r-;.- - iW

Figur 1. Bdjnng och utrdtning av den odfbars katatern

3. KontroUera att den bdjbara katetem kan rtlas ul ordantigt genom
att vrtda hai jel motuis.
Observers; Ndrdan bdjbarakatetem har bQJis och rdtate te. drdan
bdjbara katetem evantuelltinte henrsk Fdrinan kataterdritdoroch
manipulera fdrsikbgt den distate sald>or)an pi dan bdjbara katetem
fdr hand, omdet bahdvs. si an dan rdtaa utsi myckat som mdtigt.
Kaleterdllalorn ferabyggar at dan bdfbara kalelams form
mrssformes.

4 Fastvantilen | naval pi den bdjbera katetarn (Fgur 2).

2 Avsfdngrmgskren
3 Spolpon

Figur 2. Fdstning av venélan till den bdjbara katetem
5. Spoladen bdjbaia katatern ganom venttlarta apolporl med
koksattldsning eAer haparintearad koksattldsning Innan den
anvands.

6 Spolakatelerdllatorn.

7 For In kateletdilaioin genom vantilen och in | dar>bdjbara katetarn.
Dan distsla dndan pi kalaterdilatom ska sHcKe ut utanfdr den
bdjbara kaleterns dislala dnde
Ldgg den monterada bOjbara katetem it sldan inomdel steiiia
omiidet.

o



(.2 Iniering *v den mont«rad< bdibera kiletem
Vemlng: 'ft Oort elWr Ora ut kataterdilalsm nir dan montarada bOjbara
kalatern har fStts In | hogar Urmak. s i alt rlakan tOr perforation
irtnimeras.
OB8I F9r ettund«ikaskadap4vaimadochdan bOjbarakateternsapeb.
ska katelardiiatom hitea heKinne | den bOJbara kaletarn vid passage till
hogarfOrrnak.
0681 Om del ar nSdvSndigt att den monlarade Odibara katetern ttra In
under nyckelOenM, ska tekniker som kan akada den montelade bOjCaia
katatern undvikas.
« Ingingssttlllel ska ligge s4 lateral sommoiligtttr att undvika attden
monlarade bQJOara katatern kiams rrellan nyckelbenel och del
torsta revbanat.
« Tvinga Inte den monterade bsjbara katalem om dal kanns avsavSrt
mobl4nd under InfOrande ellef passage.
« Anvtnd inte tekniker som Innebdr att padenlensstdliningjusteraB
Or att underUtta passaged Omdelkinna motsUnd rakommen-
derarvi att Wisska med ettannat vendst ingtngssidft.
Den monterade bdjbara kaletem kan Kraa In genom flera okka venOsa
vegar. Inkkisive OOger eller vinstervena caphallca aller vena Jugulars
ekterra BHer Interna. Anvand vena cephalca nil si Ir mojligt tor att
undvika skador pi dan bOjbara katatern | msBannjmmel maflan forsta
revbenel octi nyckelbenel (ttioraxaperturan).
For in den monterade bOjbsra katetern:
settnilen pisprutan.
Erhill venaccess tried hiSlp av nilen och sprutan.
NUr venblod aspireras, tas sprutan bod medan riilen hills i Itige
Rdta ut guidetridens J-spets genom alt tOra spetsulrSlaren Over
gmdetridens ande.
For In den avsmalnade delan av spebulraiBren i nilen och Hr
guidetriden genom nilen ochIn | venen
ft bortspetsutratarenoch Air Inguldeoiden IlIs dsn distaiaspelsen
nir hOger Hrmak. Om guldalriden mists dras ut nlr nilen tons In,
ska bide Irid och nil dras ut soman enhel.
Tautnilen.
Satt den monterade bOjbara katetern Over guidetridens protimala
Inde.

For tram den monterade Odjbara katetern genomingtngsvenen och
sedan oil hOger Hrmak.
ft bort kaleterdllslom medan guidelriden och den bO|baia katetern
sitter kvar pi pials
t.3 Placsring av den bOjbara katettrn i hOger atrium eller boger

kammara
1 Forguidelriden genomtiikuspadaisklaflen omdenbO”ra katetern

ska piaceras i rioger kammare For msi fal den bOjbara katetern
genom tnkuspidsliskislien tried hjilp av guidetriden.
Placara den bOjbara katetern i Onskat Hge i hOger Hrmak aMr
hoger kammare.
Anvind tiuoroskop Hr att korrtrollera alt den bOjbara katetern tiai
Onskat lige
Placeriirg av den bOjbara katetern | sinus coronarrus
Vnd den bojbeia katetern bakil ochit petlentens vinstra saja Hr
attgi in | skrus coronanus-Oppnmgen Anvind lluoroskopi och
in|cerasmi margder kontrasOnadel Hr alt kontrollera att den
bOjbara katetern har Onskat lige.

2. For in den bdjbara katetern | smus coronarkrs
6.5 6ora ett venogram
VM eleldrodplaceting | sinus coronaiius ska ettvenogramgOras Mr att fi
iam kranskirtens analomi

m Nir kaletem Hr Attain 6227DEF8nvinds. saprodutd-
dokumentetonen sommedH” en 2.3 nm (7.D Fr) eller rnindie
venograrrHaiong Mr narmare inslruktioner om hur man gOr att
venogram.
Nir katetern Hr SeiectSiteC304-SSS/C304-1jS8/C304-XL74
anvinds.se produtodokumentetonen som madHier an 1.8 mm
(5.6 Fr) eier rrindre venogrambdong Hr nirmare insfridiboner om
hur Iran gor ettvenogram
6.6 tnforande av dan IransvanOsa anheton i den bojban kalatem
och ptacering av den tnnsvenOsa enhelen
For inden transvenOsa enhalen i den bOjbara katetern. KonsuRen
pfoduMdokumentationen som Hijde med den transvenOsa enheten Ur
nirmare instrtddioner ompiacanngen. nirOnskad bOjmng Hr att piacers
den irarsvenOsa enheten har erMiNe.
Artvind vid behov den bOjbara kalelem Hr att placera om den
transvenOsa enheten.
6.7 AvUgsnande av den bOjbara katetern frin OentransvenOsa
enheten
Varamg: Ritali den distalasekSonen si myckel sommQjigLinnanden
bOjbere katetern las bort si att kailskada undvils nir den aviigsnaa
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Varning: Hill sPIternsskirande del lima mad navet och kateterskaiets
axel For inte katetern eller aittem | an rOrelse tram och Ollbaka. Dette
sikerstiller ad sHttern precis slrtser navel oeb styrkatetervOggen si att
den transvenOsa enheten Inte skadas eller rubbaa.
OBSf Linder och etlersHtsningen avdan bOjbara katetern. misteden
bOjbara katetems sHisade kanrar hanteras verssmisi att skador pi den
transvenOsa enheten undviks.
Observera: ft bort den bOjOara katattm Hrsiktlgl. NIr den bOjbara
katetern tas bort. kan den tranavenOsa enheten tubbat ur slttlige. Om
si sker. hinvisastillinstruktionema Mr omplicanng av den uinsvenOsa
enheten | den produktdokumentation som medMljer den transvenOsa
enheten.
Nir den transvenOsa enheten beinner slgi sltt slutllgi lige miste den
bOjbara Katetern aviigsnaa frin dsn transvenOsa enheten Innin sire!
sluts. Oen bOjbara katetern tas bort frin dan tranavenoas enheten med
hjilp av en sHiter.
Aviigsna den bOjbara katetern M n den transvanosa enheten

1. Aviigsna venllien frinden bOjbara katetemanav (Figur 3).

2 FAJde tlllimpliga instrukooneme som finns i Bitaga A Ur

information om sitsning.

Kassera den bOjbara katetern och skilem nir dan bOJBata katetern
hartagits bort frin den transvenOsa enhetens kropp

7 Detaljerad beskrivning av enheten

7,1 3pecifikaliorMr(nomjnella)

3

Parameter Modell 6227DEF  Modal CJ04
GuiOetrid Matanal' RosIMtstil RostHtlslil
Lingd 120cm(47,2m) 120 em(47.2in)
Ditmeler: 0,08 cm (0.03$in) 0,09 cm (0,03% In)
eOlbar kateter ~ Matenil Polyeterbtockemid ~PotyetarHockarrad
L*igd 4$cm C304-8S8 30om
*prx C304-L89 40 cm
ofthkiN ke C304-XL74:45cm
Inner- 24nvn(7iFr)  1,9mm(5.7Fr)
diamalar
VHar- 3,3 mm (9.9 Fr) 2.8nm <84 Fi)
diameter’
BOjber atbUmpigt C304-SS9.
kastler- 3Snvn(1,39n)
rickvidO C3D4-L69
46 mm (1,80 n)
C304-XL74:
SSmm (2,17 n)
Kuevana ajbMmplgt C30417S9:
dtemaler 33mm (1.30 W)
C3044N9.
37 nen (1,4$ in)
C304-XL74.
S3nvn(2.10In)
Kataterdilaloi  Matanal. Potyalytax Potyatyteri
Lingd 80 cm C304-SS9 42.9 cm
il C304-L69 $2.9cm
anvinda C304-XL74 $7.9cm
~ Year- 2,3mm (7,0 Ft) 1,85 mm (5.8 Fr)
diamalar
Inner- $.1mm(152Fr)

. 5.1 mm (18.2 Fr)
diametar ma> max



Paramelnr Modell $22708F  Medell S04
od

L. 40-80F¢ 40-~80Fr
Bajhar kuteter
NN 1.2mm 1.2 o
{12.0 geuge} {13,0 gmuge)
Spnsa 120 2 (ol 120 c (m
1, 4
-humm ﬂ-mll.im mi-r.mlsm
Kompalibia 2ImmFOF) L3S mm (8.5 Fr}
ransvahoss = mex.
orhiec (vom
®ls sk
shsal)
8 Nedironics riskrvning Sdn
F d orn g Wbn s e « gt
peaikdolomnant.
# Service
Madivonic her véiutbiiecds reprasantasier tivar hale vArSen $am kan
hiaina g ach, pd Begiran, wibida kveBcersd sk om
prodessionsiie konmzier 50m kee ) wed
mt,gwwmu- 0 en Mediowc-repressntent
wiler cloalt docdironics Se eck
emuagets beksida
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Esmova 3. Agaipeon th¢ BaABBag
2 AxohouBroTe 1 KITRAANALG 0Bnyitg, Smw¢ auits waptxovia oT0
Napdptnea A 1ia FANPOPOPkS OXLTIE Lt 1y koW h
3 AWOppigIt TOV KQYT I6Eve KaBL1Apa K 10 OXIOTARA 1 14 QTS 1NV
CPAIPLON TV ROUTTORLVOU XABCIAPa AW 1oV XoPPd 1N

Siaphtfiog ovorzu(

7 Asmrropspis eplypaed TS ouoxtuAg
7.1 Xapaxrapioned (ovopsorid)

MovitAo
G22TOEF

MNapdpctpog MovtiAo C304
Toupart 23 mm (7 0Fn ISSmm(san
WM":( 14 Y010 16 eyoto
quartui( (pn

oyt

8 Amowoinnxd 3hAwon ¢ Eyyonong mg Medtronic
Na TANPEK, TANPOPOPI( oxm-n ¢ tnv anonontxh an "

tyyonong, A Ssvimd tyvpago ing 30
tyvonong
O Texvid) vrooThipitn
x0As| Kot ¢ QVTITTPOCWNOU kol
S wou tdpuvouv ot OAOKA P lw:&womvn\vttuwuulm

aq [ uuc awo atinpd oag. mapd xu (KRGIBcUOn Ot mavd Wpoow R
VOOOKOWEIOU OXT IR PE 1N XPAON Twy FPOWVIWY TN Mediromc
Ewiong, n Medtronic dampe! mpoowTmé and cwayyeAparies wou
waptyouv Tyvmds ouupouu( ot xmau( Twy wpokdviwy g Na

14 TOV 1ONMO Qv P& T

oo

Movttho
Napdpctpog $227DEF Movriro C304 e Mmom nw.mmu q :um. gmmm o1 Mediromic aTov
apréyuo aBuvon Nou
0bnyo ouppa YAmé Avotcid Avolrid a M
xdAuBag yaAufag
Mrxog 120 cm (47, 2:) 120 cm (47.20)
Adxipog’ 000 cm (0.035in}  0.09 cm (0.035 i)
MTOLMVYOS YAmd Mwhox MmAok Woluaedtpa
1400¢ wohuadipa opdiov
adiou
QetAgio 45cm €304-559 30cm
1,114 C304-L88 40 cm
C304-XL74 45cm
Eowrepsn 2.4 mm (7.2 Fr) 19mm (8.7 Fn)
Sudpetpog
Etlwiepwd 3.3 mm 9.9 Fr) 28mm (84 Fn
Sduetpog
Euféira Sev t@appdlnm  CI04-S59 35 mm
oW duEvou (139:n)
«obuiipa C304-L68 46 mm
(1.80m)
C304-XL74 S5 mm
@17 wm)
Aopeipog Bev teapudlsim C304-559 13 mm
ROUWVANG {1.30n)
C304-L68 37 mm
(1.45m)
CI04-XL74 53 mm
@.10m}
Awotorta YAxo Nohuaeth
ocinpa
Qetigo 60 cm C304-559 429cm
pAkog C304-19% S29cm
C04-XL74
$79cm
Etwunpmd 23 mm (70Fn 185mm(S8Fn
Secyst1pog
BaABda EowttpmA S1mm{152Fn  Stmm(152Fn
Sirpo  xard pinoto =g piyporo
Iparipag 40 80Fr 40-60F:
aUWTOPCYOU
wabernpa
Budva 12mm 12mm
(18.0 gauge) (18.0 pauge)
Tupryva 12,0 cc (mi) 12,0 cc (m)
Tupbara 21mm@2Fn 1.5mm (4 8Frn)
AALcTpon xard oo NG U0t
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Dansk

1 Baskrivelse af anheden
Enhadan omCanat an parkutan nil og kanyMtl /1 give adgang tt del
vanaaandMngaatad, an giidawvaMM ni vanan. anvend Mu bmindsltt
blodiBbundaf impientartnoaprocaduran. at bajoligt kalatat H indianng af
an tranavanaa enhad, an katatardilalalor. aom leNer pasaagan af del
Mjalga kaialef. sotl an gudakaiaMnlltar Wal lame dat bajaige kataier.
Oaf bajaiga katetar ar udatyrM mad an bejaig Astal del. derstyrea af
dal ba~kga katalera bimSag. B placenng afirensvanasa anhader Del
bajalga kattierskrapaf raniganbst,aide) kansasved Nuoroskop
11 Pakkana ndhow
Hvar pakke indelKilder lalgande data:

* 1Mjel” kaietar (anian 8227DEF. C 30a”. C304-1.89

aler C304-X1.74)

« 1kateleneatBtDr

« lvenri

* 1gudekatetersltfler

m 1 guidewire mad spids/attar

« 1 peftoilan nil

* lkanyla

+ produkHDaraliir

2 indikationerfor brag

Oanna anbed er inilkereUdbnig i fodandabe mad ibnng afan
adgangsvaf. hvongannam diagnosBaka og terapeubake tranavenaae
anhedar kan indfataa i bjadaCa kamra og kai. sank O indbraise af
bakonkaletrai sinus cwonarius alar eMdroder | vensna hjadakar via
smus coronanus

3 Kontraindikatjoner

Brugenafdame anbedat koniraindkeral bos patenter mad kar-oUdson
eier |Arts&akkaig karforsyning og til bnjg i hajra vaninkal bos pabantar
mad tnkuspedaUapiBi alar an mekanisk trikuspedalhfartaldap

4 AdvarsJer og fortioldsregler

KoTpalllHkLL at transvanas anhad - Anvandkundel bajalga kalMar
samman mad kompatibla transvenase anhader Oerloreiggeringen
testdale. der tetsiir. al del bajaige kMatei er kompatibal rned nogen
anhad, der ikka ar fra Madlronte.

a DerforeHggei ingen tastdata for Anaine227DEFdiateterel. der
Visar, al transvanesa anhader mad an ydre diameter starre and
21 mm(6,2 Fr) ai kompatibla, mad undligalse afden 2,3 mm
(7,0 Frj katetardilatator. dar felger mad denne pakke
OerlbreliggeringenteaUslalorC304-katenene, dtrvisai.altrsnfvenBSe
anhadermadwi ydredlamaler aterraand 1,Smm (4,6 Fr) er kompebbla.
mad undtagelse af dan l.eSnvn (5,6 Fr) dilatator, der arlrkJuderel
| denne pakke.

Konsekvensartw afat bruga datba”llge kaietar samman medenhadai.
dar arinkompabbla. kan ornfaSa. at dan tranavenaae ended Ikka kan
Indfaras. aller der komer skader pi dan Iransvanase anhad under
Indferingan.

Engangsbrug - Enhedan er kun Qtengangabtug og er ikka beregnal bl
reslerthsanng.

Trombedannalse - Dar m blavat udarbajdet vurderinget vedrararenda
bombogan effekt mad anverdelse af an hapariniserat modal. Skolla
patianlen ikka kunne blive hansigtsmsssigt anbkoagularet, ar del
ukendl, hvoividt dar kan opsti trombedannehe mad delta produkt.
Konirol al dan sterlla amballage - Kontrollir omhyggaligi den stanle
emballage, far den ibnes. Kontakt an Madtronic-repraasentant. hvis
foiseglingen alter emballagan ar baskadlgat.

Hindlarjng af dat bajalige katatar - Hirrdter altid del bejalge kataier
mad forsigBghed.

« Del bejakge katatar mi ikka knaakkaa. strskkas ellar betas kralugt.

« Anvand ikka kirurgiske insUumenter bl at taga fat om del

bejakga katatar.
m Undgi kontakt mad alia andre veesker end isopropylalkohol. blod.
sakvand aller kontrasivsske.
Brug af vantlien - Anvand venblan bl alforhindre blbagaieb afvenesi
blod under Implantaringsprocaduren.

« Serg for, alskyHaponens Stephana ar lukkat. tar venblan fastgeres

bl muflan pi d” bajeUge katatar
Nadvandigt hospllatsudstyr-Ekstem dafibnlleringog back-up
abmulanng skal vsre Il ridighed under imptantenngan. Brug al
enhadan og/oter transvenase anhader kan forirsage hjerteblok.
5 Mulige komplikationer

Muliga kompbkeboner forbundel med anvandelsen af del bajaliga
katatar omfaBei, man er Ikka begrterrsel bl. falgenda
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Alergisk r_eakbon over tor Laarivelse

kontrastmiddel

Artonavenas istel-dannalaa Meriashnal udvidalsa
Beskarfgelse af btodkar Parlorating

Bladning ved indfanngsstadel Pneorrwthorax

Dissekbon z:grlfteanng af subciavia
Endocarditis ThrombopniebAs
KLieSleblok Trombosa
Hjartetamporuda Skoda p i bracbiais plexua
Hasmatomadannelsa Skade pi Uap
Kemolhoraic Uragalmesaig| hierteslag
Infakbon Vaskulsr okkhjsion
Luftembob

6 Bragsanvisning
Korrekte kaui(pska procadurar og stenksenngstekrakker er laegens
ansv». Falgenda procadurar anferes udelutdcerxie 8 mtorrrobon
Den enkalle laga skal anvenda inlbrmalioneme | derme vejtodning
| ovarenestammalaa mad agan protessionel uddannelse og arfaring.
6.1 Ktargaring at dat bajaliga katatar til indfaring
Advarsal; Del baiatga katatar skal vasra skyiel grundgl igartnam mad
sakvand og laml tor lull ndan brug tor ikka at udsaBe paiieMen tor
luiemboi.
Advarsal: Brug ikka an kralbg infaklorrskanyte til at inpeara
konlraslvsska

1. Tag komponantama ud afdan stanle pakke Indan tor dal stanle
orraida.
KontroMr. at dal bajalga katetsr bajer. som del ifcai. ved at dreja
hindtagatmad urat (Figur 1). Hvar gang hirrdtagetdretes. bejas
den distala dal ydarkgera Eller atdrajningen ar stoppat. vbdan
dtotaladelbbaholdabejningsgradanfordelantalgertge hindisgal
blevdtaiat

N

Figur 1. Bajning og udralningaf dat bajalga katatar

3. Kontrollir. aldat bejslga Katatar ratter aig ud, som dal skal. vad at
dreja hindtagat mod urat.
Bemcrk: Oater muigt. al dal bejakga katatar Ikka ar hakKge, after
at dat er blavat bajet og roBat ud igan. Om nedvandigt kan dar
inderaBes an kalatardilatalor, og doroftar kin dal bajalga katatars
dlsnle dal manipularaa foisigll” tor al gars del si kga som muUgi.
Kateteidilatatoren forhindrar. sidsi bajaliga katatar bkver
dsformers!.

4 Seatvanlilan pi dal bejaNge katatars mulfe (Figur 2).

2  Stophane
3 SkySeporl

Figur 2. Sidan sasBss vantllan pi dat bajalga katatar

5 Skyl dal baiallga katatar Igannem vanblskyllaportan mad saftvand
alter haparlnisaiel saftvand tar anvandalse

6 Skyl katatardllilstoren

7. Indtar katatardllatatoran igennam venblan og ind | del bajelige
katatar. Oan distala anda af katatardllalaloran skal stikka ud torQ
den (bstala ends af dal bajalga katatar.

6. Leg dan beialge kalalersimkng bl 8da indan tor del sterlla
omiida
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9.2 Indfaring af den be|allga kalaMrtacnling

AdvarMi: Efterden baleltge ketateratming artilavMfait fremindl Jlajra
atdum,et fiem kateterdilalaloran (oral minimate rialkoanfor perfwsnng.
FortlgUg: For Ikke at baakadige vatval ogapidaan at dan bajakga
kalataraatning, serg da for at holda kaletardilaialaran hall Indfad i dat
batatga kateter under pasaagan LUhatra atrium.

Foratgttg; Hvis aubdavtamatodan ar ptkrBval H Indlanngan afdan
baiaiga kalataraaming. ai undgi laknlkkar, der kan baakadiga dan
baiabga kaleteiaamSng.

« Indlaring skal loretagaa aA laterall som muligt for at undgi at
klamma dan bejeUga kstateraamfng mallem davicula eg dal
larste nbben.

Undlad at ivinge den bajaUge katatarsamling Ind. hvM den madai
batydaig modstand under indtoringen aller pasaagan

Anvand Ikke laknikker. som f.aks. justedng af pabentens atiling. lll
atgarepassagen nammere. hlvisderstadea pa modstand, anbalalas
dat at bruge et artdel venast Indgangssted

Den bajelge kaleteisamling Kan indfares gennem flare forskaWgavar>aee
vale, haiunder hajra aller vanstra vane caphallca eller vena jugulana
akstama aller interna. Hvla dat er muligl. 1 brug vena cepbalcs tor at
undgt et baakadiga dan bejaUga katatarsamling | (eiste nbbentttavicula
<thorsksl indfenng) cavitas.

Indfarlng at den bejelige kaletersamling

| Saalnfllenpflkanylen.

2. Srug nil Qgkanyletil atfi vanes adgang

3. Flen kanylen. mens nilens position lastholdes. nir der aspeeres
veneblod.

4 Rat den J-tormede spids ud p i giadewiren ved at tore spidsreaeren
bam og ud over guideiMrens ende.

5 Fardan spdse ende af spidsrellerenind | nilen og led guidewiren
Igennem nilen og ind I venen.

e Fjem spidsreeeren og far guidevnren bem, Indfit den detafe spids
nit hejre strum. Hvis del er nadvendigt at tnekke guideveran ud.
mans nilen stadigsiddar i, skal bide wire og nil trakkasudaom
an aamlalenhed.

7 Tig nilen ud.

8. Saatdan bejaiga kalalersaming over gwdevirens proksmale ende

9 Far dan bajaiga katetarsaming gennem indleiingsvenen og
dareftar frem Hl bajre atnum.

to. Fjem kateterdilaworen. mens gwdewiren ogdel batakga katater
torbllvar pi pisds.

8.3 PUcering af dal bajaliga kataler mhafra atrium altar ha)re

vantrikal

1 Huvis det batelige kateter skal placares | hapa vantrikal si lar
gudewiren igennem inkuspadeirtoppen Bnig damsst gutdevMien
QL at tore det bajakga kawWar gennem trikuapadalklappan

2. Placirdetbajali hanimoddelenakadastediheireatnum
aller hajre ventnkM.

3 Brug Ruoroskopl blat baKrsla atdal bajaiga kateter siddat dec.
hvor del anskas

8.4 Placering af dal bajaliga kataler | tinua coronarius

| OrejdatbejeligekalaleipoBlanort.ogmodpeoentensvertstreSKla.
tor at komiTw ind 1lemus coionanus ostium Brug lluoroskopi og
Injlcirsmi msengdar kontrastvaake tor tibekrafla. atdatbajaiga
kateter baflnder alg | dan enskada position

2. Framfardet bajaliga katatar Ind | alnus coronarius.

8.8 Framskaflelsaaf at venogram
Vad placering af an aleklroda | ainus coronarius skal der fremskalfss
venogrammar bimdikallon i f anatorrfan Bfkoronarkarrene.

« Oar hanvises ved brug af Attain e2270EF-katetaral QLden
produkUittarilui, dar lulgta mad an 2,3 mm (7.0 Fr) aller rnndra
vanogramballon, for ydarllgera vajledning i fremskaffelse afet .
vanogram.

Dar hanvises ved brug at SalactSIta C304-SS9 / C304-LS9 /
C304-XL74-katetetat til dan produktiitteralur. der fulglamad an
1,85 mm (5,8 Fr) allei mindra vanogramballon, for ydarKgere
vejladning | freirskaffalas af al vanogram.

8.8 Indsstning af dan tranavanata anhed | dal bajaliga kateter og
placaring af dan transvanasa anhad

Saal dan liansvenasa anhad ind i del bejalige kateter. N il farsl den
enskede bajningsgrad er fundet til den iransvenase enheds placering,
sise den produkidokumentation, der tolger med den banvenaae enhM.
tor ydertgere placeringwejledninger.

Brug om nadvendigt det bejelige kateter OLal genplacera den
tiinavenese enhed.

8.7 Fjarnelse af det bajeligc kateter fra den trinsvenese enhed
Advartel: Ferdergeres torsag pi atfjeme delbajeliae kateter. ai lal
dan distala ende mast muigl ud bi al undgi skader pi biodkar, mane
dat ~rnes.
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Advarsel: Hold sOtterens sKsereflade pi On|s mad muffan og
katateiakafteis aksa. Bevaeg ikKe kalateret eller allttaran i an frem- og
flibagegiande bavasgelse. Oatte sikrar, at muffan og guidskateteiata
vteg bSver snittet korrekt af sbtterUaOat og forhindrsr dsrmed
beskadigelse ocellar lesrtvsise af den tranavarass anhad.
Forsigtig: Mans og after det bajeHge katatar anltles med siltteien, skal
sidskantame pi det Mjeige kateter hindWres med yderste
forsigtighed. si det forhMres. at den Iransveneae enhed lager skade
Bemerk: Fjam dat bejeige kateter mad braigOghed FJsrnelse afdat
bejelige kateter kan brakubbs eller lasilve dan iransvenase enhed. Hva
dentransvenese enhedblver tesrevel. henvitaaderMden ptadufdiBariba.
der felger med den Iransvenase enhed vedratende
genplaceringsinstruktionar.
Nir dan transvenese ervhed et i den endelge sbBng, skal dat bejalga
kateter “emas fra dsn trarrsveness anhad indan kiiurgisk lukning Det
bejelige kateter Qemes ba d «i transvanase enhed ved hpetoafen sitter
(sids4iniv).
FJemeiee afdel bejeige kateter fri den banavenese anhad

1. Afmontir venOlen fradel bejeige kaUters muffe (Figur 3).

N

. Felg de passende retningsinfar mhl. udtorelse af opsbdsrvng.
someran”vel i Tlibeg A
Kassirdelbeielgekateterogsilleren(slds-kniven).nirdel
bejeige kateter er liemef ba den transvenese enbeds krop

7 Oetaljerat b«skrivalM af anheden

7.1 SpeciflkattonerinonMnele)

@

Parameter Model 82270EF Model C304
Gutdewfre Matenale  Ruatfrit slil Ruslbil stil
Lsngde: 120cm(47,2%) 120 cm (47.20
DiamMer: 0.09 cm (0,035 O.tMcm (0.035%)
Beiebgl Matenale. Polyetherbbkarnd Polyetherbbkarnd
kateter
Brugbar 45on C304-S59: 30cm
laei"de: C304-189: 40 on
C304-XL74 45 cm
Ini” 2,4 mm (7,2 Ff] 1.9mm (5,7 Fr)
diameter
Ydre 3”mm(g»9Pr) 2.8fTvn(8,4 Fr)
(tameter:
Del bejeige Ikke relevant C304-SS9: 35 mm
teters (1.39-)
rskkevidde C304-L.89:48 nan
(1.80%)
C304-XL74; 55 mm
(2.17%)
Kurve- Ikke relevant C304-SS9: 33 mm
diameter (1,30%)
03041.69: 37 imi
(145>
C304XL74: S3mm
(2,104
Kateter- Materialc ~ Polyatyian Polystylen
dilatator
Brugbar 80 cm C304S59:42.9cm
hengda C304Le9:52.9em
C304-XL74:57.9cm
rdte 2,3 mm (7,0 Ff) 1,85mm (5,8 Fr)
diameter.



Pacameter Mol ITIDEF  MoSM CIM

’ F 1 t
Vel hd'l wm(m ] :‘:0( 826
mﬁ 40-80F 40-80Fr
L] 12mm {182 GA} 12 mm {100 GA)
Kenple 120 cc(md 12.0 cc ()
Komesiible 212 F 15 mm{48 Fo
elakiroder maky * maka

K |
Kompetible 23rm Ok t-‘&mmm’ﬂ
i d
opeddena)
8 Medtronic ansvarsivaskrivelse
Foriy L ? ot
9 Sarvice
et e

et D Varden for ol kuand Beiene Dem, og diese ken sher anmcdeing
widanne kvalficerst Iu?gnnmem
Wsdvonic riide oged ovin an profsssions) sisb. der kan v iskrisk
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Portugute
1 Descrifto do dispositive

S ComplicagOee potenciais
Ab compicsgies poaalveia retecionedas com a ulllzagto do cateter
moldavel poderio induir. antra oulros. os saguntas aventos:

O  dispoeilivo passu urns sgulha psrcutinea e uma safinga para acadat

aolocal dainsarfSo venosa, umio-guia para acedsfi vaia. umavakrula
para teduar a panla da sangua durante o pnicedimento da impianle.
um catalar rmidSvei para inlraduzir um Asposithfo tranavanoso, um
driatador da cataler para facility a passagamdo catatar rnoldaval a um
disposilrvo da cortada catetar-guia para remover o catatar moldival
O catatar moktavet apreaanta urra secgSo distal rnoldaval. controlada
palomantpulodo cateter. para a cotocagSoda itsposiavos Iranavanoaos
O corpo do catatar moldavel e radiopeco para qua saja viaivsl stravas
da Suoroscopia
11 Coiiteurlo daambalagem
Cade ambalagem contdm os saguntas itarts.

m 1 catatar molddvel(modelo6227DEF.C304-SS9.C304-1.e9

ou C304-XL74)

1 dHatador da catatar
1 valvula
1 drsposrtrvo de cotta do calaler-guia
1 90-gua comdispusiltvo para erxSrertar a ponta
1 agulta percuttnea
1samtga
docunrantapSo do produlo

2 Indica™Oes de utilizagtto
o
ado Ineoduzidoe dteptrsdivos ffansvanosos pera dagndaaco a lerapdufca
MQOinterior das cSmaras caidiacas a da vasculatura cotonSna. bam
coTo paraintroduzii catateres de balia no sen coronSrio ou eldctrodoa
nos vasos do lado esquardo do coragSo. atraves do aaio corondrto

3 Contra-indicacdes

A utizagdo do disposilivo astP contrawndkads am doantaa com uma
vascuMura obslnjida ou madequada a no ventriculodirarto da doentas
comdoengada viVula tnciepKia ou com uma vilvula tncusprda
macSraca

4 Avisos e precau;&es

Convatibiiifade do disposlivotnnsvenoso- Uiba o catatar moldiMI

apanas comdeposmros transvenosos corrsitfiveis. N4o aatto dsponivais
dados da tastes qua damonstrem a compabbihdaila do catatar moaUval
com qusiaqusr diaposilivoe nto tabctcados pata Medtronic.

« Para 0 cstslat Attain B2270EP. nio aatto drsponhreis dados da
teslas quadamonstiama compatibldade darlsposevas Sansvenceoa
com umdlimetro axlemo superior a 2.1 mm (lamanho 6.2). com
a<capg6ododil3tadardecalatarda2,3 mm(temanno 7,0)tnckiido
nssta ambalagem
Paraoa caleteresC304. n(o eatlodiaponlvels dadosde lesteaque
demonaffam a compatibUdade de ditpoaitivos transvenosos com
umdltmelroexterno superiora t,9 mm (lamanho4.6), comexcapgSo
do dllatBdor de catetar de 1.85 rnm (lamanha S.6) inchjldo nesta
ambalagem
As conaequ«ncias da utllizaglo do catetar moU8vel com dispoei
incompatlveis podarSo incluir a Incapacidads da introduzirodtspoaittvo
transvanoao ou a ocorrPnda da dsnos no diaposibvo transvanoao
durante a introdugSo.

Utillzaglo 6nica - O dispoaitvo 4 da utlizagio linica a n3o as desbna
aserraaalaniizsdo.
FormacSo da Irombos - Foram reebedaa avalagees de ttomboganicidede
racorrando a um modalo haparlnlzado. Caao o doanta nSo poaaa
raceber uma antlcoagulag8o adaguada. daaconhece-se se podan!
ocorrar uma (ormsgSo de tromboa com aala produto.
Inspacgto da ambalagem astdrtl - Inspacdona cutdadosamanla
a embalagam aslIPrll antes Oe a abilt. Se o aaio ou a ambalagem
aprasenlarem danos. contacts um laprasantarTte da Medtronic.
Manusaamanlo do cateter moldtval - 0 calaler moldPvel dava sat
Sempra manuseado com artramo cuidado.
« Nio torgi, estiqus ou dobra azcaaaivamente o catatar rnoldaval.
« Nio uOllze Inatrumantos orOrgicoa para segurar no
catetar moldavel.
* EVIWO contacto com outtoa liquidoa alim de ilcool isoprooUco,
sangua, soro dsioldglco ou solugio da contrasts.
Uhlizagio da vilvula - UOIza aviNula para knpedir o Mo retrograde
da sangua venose durante o procadimanto de implants.

« Cerbiqua-se de que a tomaira da passagam da poita da lavagem

esta fechada antes de prandsr a vabula ao ecco do catetar moUival.
Equipamanto hospitalar ntcastirlo - Durante o Implants, tenha
disponivel aqulpamenio de dasibrilhagio ntema e da estimulaglo
da apolo para ub'Kzagio imediau. A ublzegio do dispositivo, da
dlsposWos transvenosos ou de ambos podera piovocar bloqualo
cardlaco.
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disposttivo estd indicado paratomecer umpercuraoatravdsdoqual

Alaigamsnto madustmico Lasias valvulatas

Bloqualo cardlaco Lasias vasculatas

Oasatojamanto Odusio vascular

Otsaacagio PerfuisgSo

Emboia gaaocaa Pneumotaraz

Endocardlte Pulsagia cardiacs irregular

Fotmegio de fistuiaa Pungio da artena

trtarlovanoaaa subclawcuisr

Formgio da hamstomas Reaegio ater"ca a meios
decordraste

Hamorraglanolocal de nsergio Tamponamento csdiaco

HamoUtai Tromboflabite

infaegio Trombosa

Laaio no plaio bragiial

e fnstrugdes de utiliza”™o

Oa procadHnantoa oritrarooa a as Mcnicas asterets edequados sio da

raaponaaUldeda do midco. Os procedimanios saguntas sio fOmsodos

1 INelo apanas infonnatNo Cada midco deveubizBr as Infcnnagdes

contidts naatas instrugOes da acordocoma sualbnnagia a ezpaninaa

midM~ proiasiontes.

6.1 Preparagio do cateter motdival para Insargio

Aviso: Antes da ubliZzBgio. o catatar moUival davsri ser

moHiciosamante lavedo com sora SsioiPgtco a nio daveri center ar no

sau intettM paia aviter a oconincte de una emboia gasosa no doente

Aviso: Nio ubize uma seringa da Injacgio autorrtetica para infsetar

a solugio de contraste.

1. Oanbo do campo estirH. reire os componantas da embalagam
esliiil.

. Vartiqua se o cateter moUivel expanmenta uma angulagio
corracte, rodwdo o maniputo no senbdo dos ponteiras do ralPgio
~lgura 1). Cada vezqueomanlputoirodado.Bsecgiodstalflca
mars angulada Uma vaz terrrmsda a ralagio, a secfSo drstal
manleri a angulagio conespondanta ao mimero de vazesque
0 manipuio tel rodado

N

Figura 1. Angulagiq a andiraitamanto do catatar irokHval

3. VarlDqua as o catetar moldivel as erxiraita conactamante, rodando
0 manlpuk) no aenbdo conlrirlo ao doe pontsaoa do raldgro
Nota; A(tee aslaa movimenlos da angulagio a endkaltamante.
o cateter moldivsl podari nio Ictr totelmanta diralto. Caao aapi
necstsirlo, irttroduza um dililador da catatar a. cuidadosamante,
manipula a sacglo distal do catatar moUival para a andiraiter
0 miilmo poasK/el. 0 dllatador da catetar sinti qua a torma do
catetar moklival Aqua datermada

4 Ligue a vilvula so aixo do calaler moldival (Figura 2).

1/8/vula
ToTblrm daptssagtm
Poita da lavagem
Figura 2. Ugagio da vilvula ao catetar moldivel
5. Antes da utlHzagio, lave o catatar moldivel atravis da potiade
lavagem da vilvula com aoro flaloteglco ou soio Aaiolbgico
hepartnizado.
6. Lave 0 dllatador de cateter
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7. Inilra o dllatador d* caMar strsvM davahMa t pan o Marlw do
catatar motdaval. AaxvarndadadistafdodiMadordaealatat dava
p(olongar-ea para M da airtreiradade diatal do catatar mouaval.

B Coloquaoeonjunlodo catatar moUPval da lado no campoaatinl

litaarcdo do eoniuntedo catatarmoldavol
Avho: ApM a prooraasBo do confunto do catatar moldaval aid
t auriculadhaita, ratra ou racolta o dialador para mminizar o riaco
daparfuraffto
Atanclo: ParaavHar laaar oatacidoe a danticar a ponta do conjunlodo
catatar molittval. maniantia o dUatador da catatar totairrtanialna”* 0 no
catatar moldtval duranta a paaaagairi para a auitcula diraita
AtancAo: Sa for noceaadna uma aCavda”em subdavtculaf para
aIntarfiQ do canjunto do catatar moldavel. avda Mcracaa qua poaaam
daniBcar o conjunto.
a Olocalda irearciodavara aaro mas lateral poaalvalparaavitai
a Ibracio do conjunto do catatar rrnldBvaf antra a elavicula
aa primain coaM
« Nio force 0 conjunto do catatar mokUvel s« tanOr uma rasawnoa
signiftcaOva duranta a aua maarcAo ou pasaagam.
® NBo uHiza IOcncaa oomo o ajuste da posture do doanta para
foolitar a pasaagam Caao tints rasistdncta, lacomanda-aa
a uHizacio da uma Ma da antrada vanosa allamativa
0 conjurtto do catatar moldaval podard sar msarldo atravOada dhrarsas
vias vanosas drfarentas. incUndo a vaia cafoica dbaita ou asquarda
ou 1 van Jugular aitama ouintama UBIize avan caHIca sampraqua
posshral para avitar danrUcat o conjuntodo catatar mobUval no aapapo
antra a clavicule a a prtmain coolala (antrada torOdes)
mntroduxs 0 conjunto do catatar TolLlyal”
Pranda a aguiha Baartnga
2. OManfa um acaaao vanoao utlizando a agultiaa a aannga
Ouando ocoirar aaprrscBo da aangue vartoao. ratra a taringa
anquanlo mantOma agulta numa poa>$Aotha
Endlrataa ponta am tetmade Jdofk>-guis. avancandoo
dnpoaibvo pars andirsitar a ponta sobra a axtramidada do llogura.
Indra a aitramdada cdrica do diapaeiUvo para andlranar a ponta
naagurn tampurrtofo-guia airtvasdaagultia. pataoimarior da
vela.
RaUreodiapoaltlvo para an”ailar a pontaa svsncao Bo-guniM
a ponta diatal alcangar a auricula direda. Caao aaji nacaatBno
ratrar 0 lo-guia anquanlo a aguflta ainda asllvai maanda, o to
aaaguihadaverto sar rebrados coto uma undada
Rabre a aguiha.
Cdoqua o conjunto do catatar moldBvel sobra a axtremidade
proximal do flo-guia.
9. Avance 0 conjunto do catatar moldBvel atraves da veia da insarcBo
adepotsalt Bauriculadirelts.
10. Retire o dtlalador da catatar, deixando o flo-guia a o catatar
moldBvel no local.
BB Posiclonamento do catoter motdBvel na auricula diraita ou no
venlrkulo direlto
1 Sa pretender poaicionar o catatar moldBvel roventriculo direito,
passe o fio-guls atravBs da vBlwuia tricuspide. Enr>seguida, utiiza
0 fio-guia para passar o cateter moldBvel atavBs da vBivula
tricuspide.
Onanta o catatar moldBvel na diraccBo da posigio pralandida na
auricula dirails ou no ventrtculo direito.
Libize a Ruoroscopia para varilicar sa o cateter moldBvel sa
encontra na posipBo pretendida.
Posicionamanto do catatar moldBvel no sale coronBrlo
Pars introduzir o cateter moldBvel no Ostio do seio coronBrio,
rode-o am sentido posterior a para o lado esqusrdo do doanta.
Lltilze a fluoroscopia a Injects pequenas quantidades da soiugto
da contraste para vertficar sa o cateter moUBval se encontra na
posigBo pretendida.
2. Papa avangar o catatar moldBvel alB ao Inlenor do seio coronBrlo.
eB OblencBo de urn venograma
Aocokicarum alBctrodo rtosaiocoronBno. devemobter-savenogremas
qua indlqguema anatoma da vascutatuia coronBria.
= No case de ublizscio da umn catatar Attain B227DEF. consulle
1 documentsgto do produlo qua acompanhao balBode venograma
da 2.3 mm (tamanho 7,0) ou manor para mais instrucCas sobra
a obtangio de um venograma.
+ No caaoda ubizacto de um catatar SelectSite C304-SS9XI304-L69/
C304-XL74, consuHe a documentafBo do pvoduto qua acompanha
0 balto de venograma de 1,85 mm (tamanho 5.6) ou manor para
mais inslrugSes sobra a obtengBo de um venograma
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I.t InsargBo do dispositivo iransvanoto no interior do catatar
moMBval a poskionamante de dlapoalltve transvanoso
Insira 0 dtepositivotranavanoao no catalar moldBvel. ApBs oblettpBo da
angulacBo prstsndida para a cofoeagBo do disposdivo transvanoso.
conauBaa doaimants” do produto ambalaiM juntamente com o
diapoatitvo transvanoso para obtar Inttrugeaa da posiaonsmentD
sdioonaa
Sa nacasaBno. utiiza o catatar moUBval para rapoaiiaonar o dspositivo
banavartoao.
t.7 RamegBo do catatar meldBval de dIsposKivo transvanoso
Aviso: Antes da lantir rabrar o catatar moldBvel. ervireile a secgBo
distal 0 mBximo poaalval para aMlit a ocorrAnda de lesdes vascularas
duranta a ramogto
Aviso: Mantenha a auparfkle cortanta do disposibvoda cotta ainhada
comO aiio a o ancana do catatar NBo ubiza len movimento para trBs
a paraa Iranta pars daalocer o catatar ou o deposrtavo de coite. Islo
garinbrB qua o cotta afoctuado na parade do cateter-giia e no aixo
peMUnina dodispoaHtve da cortaB practto, svitsndo dartos ou
0 daaaloistrisnio do dfoposUvo tranavanoao
Atancio: Duranta a apBa o colla do catatar moUBval. manusaw
com culdedo aa extraniidadas cortadaa do cateter para avHat qua
0 drapoattoro banavanoao aajs dsmtcsdo
Nob: Rabra o catalar moUBval com ciAdado. A ramogto do cateter
moUBval podsrB dasatojar 0 depoativo trsnavenoso Casoodnposibvo
tranavanoao saja dasalotado. consutta a documentacBodo proMo
tomaodi juntamanta com o dispaeitvo tranevanoso para obtar
mnatrvcBaa da rapoBoonamanlo
QuarUo 0 dbposibvo trsrevarraso astrvar na poargBo fnal. o cateter
moUBval lam da ear rsbrado do daposibvo Irsnsvenoso antes da
oeluaBo Orurglea O catatar moUBval Btabrado do disposttivo
tranavanoao uMzarrdo um diapoaittvo da coita.
Rabra 0 catatar moUBval do diapositivo iranaveiKiso

I.  Rabraa vBlvutado aixo do catatar moUivel(FigurB3).

2. Srgs as mstrucBes adequadas mduldat no ApBndica A para obtar
InformafSes sobra o corta.
3. Ap6a a ramogBo do calMar moUBval do corpodo dnposiSvo
transvanoso. efmine o cateter moUBval a o dispositivode corta.
7 Descrigao detalhada do dispositivo
7.1 Especifka™d”™s {nominak)

ParBmetro ModaloS2Z7DEF  ModeloC304
Fio-gula Material: Ago InoxKtBval inoxiddvel
Compn- 120 cm (47.2 pel) 120cm (47,2 pol.)
manto:
Didmetro: 0.09 cm 0.09 cm (0.035 pol.)
(0.035 pol.)
Cateter Material: Poliamida-poliBter ~ Poliamida-poliBter
moUBval am Uoco am bloco
Compri- 45cm C304-S59: 30 cm
mento ull C304479:40cm
C304-XL74. 45 cm
DiBmabo 2,4 mm 1,9mm
Intsmo: (tamanho 7,2) (tamanho 5,7)
DiBmelro 3,3 mm 2.8 mm
axtamo  (tamanho 9,9) (tamanho 6,4)
Akanee nBo aplcBval C304-S59. 35 mm
do cateter (1,39 pol.)
mjolddvel C304-L69: 46 mm
(1.60 pel.)
C304-XL74: 55 mm
(2,17 pol.)



Parkmatre Heduie SLITDEF  Wedele CH¢
Dwimatre ndo apicles C304-889: 33 men
oo 1120 pel)
CI04-L08; 37
{1.48 pt)
CI04-XLT4: 52 wn
2.8 pot)
Olimtador Matsriat. Polisilanc Pohetinc
da culnter
Nem C304-850 42,9 om
mento Ul CIN-LR: 2.9 om
CA04-XL74. ST.0 cm
Dibmetro 2.3 mm A5 wm
wtemo: famenha 7.0) MS,O)
Vv Dibwetro 5.9 mm 52 $.1wmn 152
mésimo miaimae
Ciupositivo Tamanho 40=-80 Temanho 40-~480
de cone
4o Cubwle
mokidvet
Aguiha 12mm
fcolbwn 18.0) (culitre 18,0
Serngn 12,0 cc el 120 co i
Excrooes 29mmn o2 .5 mm o
Mo o
Dispostivos 23mm 185 men
WANVERORNS {amaaho 7.0y Kamenko 5.8)
a no cavien)
[ ] mumam
Pacy sbier indormacias. e garnniia
mommum&wﬂ
§ Assistincia técnica
A Metranic

Mmmomma 200wt 9, SeMEre que S0ACANIT,
umwh:whu_u:wﬂmmmmm
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Magyar

1 Az eszkfiz ismertetase
Az «szkoz rteze egy perKuttn tQis fKskendS, tmeUyel eiarhttd «
VAnis bevezetasl hedy, egy vezetfidrdi a véna ekkrMhaz, agy azatep,
amallyel caillapNeat6 a beOlteNgs kdzban jelentkaz6 varvasztatig. egy
nalJlithaw katitar, amellyal bavazethetd a vinae aazkOz.
kataiarttgltd, amallyel megkennyithate a hajlRhalP katater a(|uttaiaaa.
valamtnl agy hajlithatdkaiater-tioaszvagp kea, amallyel elltvolllhata a
haillthatA katater.
A hajlithata katater diaztass taaze rugalirras. maty a vanaa aazkezek
elhelyezaeekor a heMllhata katater nyeiavel Iranyltheta A he|l)that6
katater laala eugartoga. Igy a rentgenfelvatelekan lathata.
11 A esoniag tartalma
A caomagok az aiabCi raezekat tartaltnazzik:

+ 1db hajimeta katater (9227C>ES, C304-SS9. C304-16B vagy

C304-XL74 tlpuaii)

+ ldbkataieitaglto

+ ldbazelep

+ 1db noaszvagb a vezetakataterhez

m 1db vezetadrai vagegyerteeitdvei

m 1db perkutan to

m 1db fecskandd

« termakdokumentaob

2 Alkalmazdsi terulet

Az eazkdz utat biztoatt a terapias ea a diagnosztikus vanAs eszkdzdk
azlvutagekbe aea szlv erelbe tdttanabevezetasahez. valamtnt aldseglti
a ballottkataterek sinua coronariueba, llletve a vezeiakeknek a emus
coronalnaon keresztUl a bal szlvtalbe FOMan6 bevezetaeat.

3 Ellenjavallatok

Az eazkdz baaznAlata ellenjevain, ha a beteg azlvAnak vAnAs hildzala
erra alkalmatlar. vagy elzAradas van benna. Arendszer jobb kamrai
tiasznaiats ellenjavallt tovAtAA tricuapidalls biHenlya belegsagben
azertvedd, llletve tnechanikus tricuspldalis mubillenlyilvel rendelkezd
betegek eaetaben.

4 Figyalmeztetesek 4s eloirdsok

A vanAa eazkdz kampabblIrtAsA - A tiajUtnata katater Iczer6lag az
azzal kompaObiks VAnAs eazkdzdkktf haeznAlhata. A hajNeaM Katater
Aa a nem Medtronic Altai gyAitolt eszkdzdk kompatibilitaaAval
kapcaolatban rtem Alhiak randelkazAare tesztadatok.

m Az Attain 6227DEP tipuad katater eaetaben nem Allnak
rendelkezasre tmztadalok annak igazolAaAra. hogy az aszkdz
kompatibillt 2.1 mm-nAl (9.2 Francti) nagyobb ka6 AtmerStd
VANAs eazkdzOkkel; az atdl Hvatelt jelent a jelen caomagOan
talAltiatd. 2.3 mm (7,0 Franch) maretd katateitAgftd.

A C304 tipuad kataterek eaetAben nem Ailnak rendelkezAsre
teaztadatok annak igazolAaAra, hogy az eszkdz kompabbiKs

15 mnvnai (4.9 Franch) nagyobb kdlsdAtmarSidvenAs
eezkOzSkkal, ez aldl kivAtalt jtleni a jaten csomagban tatAlhatd,
1,85 mm (5,9 French] mAratd tAgRd.

Ha a hajlithata katAtert nem kompatibilis eszkazbkkel haaznAlja,
aldtordulhat, hogy a vAnAa aazkoz rtam helyezhetd be. vagy esetleg
behelyezAs kbzban megaArUl

Egyszeri hasznAlatra - Az eazkdz csak egyszeri hasznAlatra szolgAl,
Aanem sterizAlhatb djn.

TrombuskApzddaa - A thrombogenitAsra vonalkozd vizsgAlatokat a
hepaitrazAR tlpiissal vAgaztllk. A lermAknet thrombuakApzddAa |Aphal
fel, amennyiben a betag nem kap magfaleld antkoagulAna kazalAat.
A sterll caomagolAa aHandrzAsa - KibontAa eldll atapoaart vizagAlia
Ata slenl caomagolAat Ha a vAddborltAa vagy a csomagolAs aArUt.
|Apten kapcsotatba a Medtronic halyl kApviaeleiavel

Ahajllttiald kalAltr kazalAae - Mindig Avatoaan kezelje a hailllhald
katAtert

+ Ne hajHtsa tdl, ne Idtje meg Aa ne nyultsa mag a hajlitbatd katAtert.

= Nefogja meg a hajllthath katAtertsebAszi eazkdzdkkel.

« A rendszer (zopropil-elkonolon, vAren. adoldaton Aa
kontraaztanyagon kivdl nam Attnlkezhet aammlyen mAa
fetyadAkkal

A azelep hasznAlata - A szeleppel megakadAlyozhata a vAnAa vAr
bedltetAs alatttdrtAnd vieazaAramlAiA.
+ Mieldtt a azelepat a hajillhatd katAter fejAhez caaDAkoztatta.

aUendnzza. hogy az ObK6pol zArdcsapja zArt AllAsban van-e

SzUksegea kortiAzl talazanMa - A bedketAs alatt legyen

kAszenlAtben azonnal elArhald kUlad defibrillAlor Aa bizlortaAgi ingatlAa.

Az eszkfiz. llletve vAnAa aazkdzOk vagy ezak egyUttaa haaznAlata

szivblokkot okozhat

5 LehetsAges komplik4cl6k

A hajlithata katAter haaznAlatAvsl kapcaolatos lahalaAgea. de nem

kizArdlagoa komplkadOk a kdvatkazdk.
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|Agambdila (ertdzAs
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a konlraaztaityaggal azemban azabAlytalan szivhtmus
arterlovtnoaua tisztijla N

KialakulAaa a gator kiszelasedAsa
VArzAaa bevezetAs helyAn parforAcid

a brachiAUa plexua aAruiAae pneumothorex
azMamponAd az arleria aubclavia punkcldja
kimozdulAa visszArgyjkadAs
dieazakcid trombdzts
azlvbelhArtya-gyulltdAs billentydkArosodAa
elad-. mAaod- Aa harmadtoku

AVbKikk Arelzardda

VArdmiAny kApzddAta AaAUAS

VvArdmlany a mallUragban

6 HasznAlatl utasltAs

A magfaleld aebAazl eljArAsok Ae steril lechnlkAk alkalmazAsa a
azakorvoe raleldeaAge. Az alAbb eljArAsok cask tAjAkoztatd jellegdek.
Mindan oivoanak a azakmal kApzAt As tapasztalat alapjan kali
alkalmazria az ezen utaaltAaokban szerepid informAcidkst.

9.1 A haJiHhtlA kateiar aldkAszllAaa a behelyazAsre

VigyAzatl AlAgambdlle klalakulAsAnak elkerOlAse ArdekAben hsaznAfal
eldtt a hajilthatd kslAtart alapoaan At kail mosni sdoldattal. majd
|AglelanReni ket

VigyAzatl A kontraaztanyag bafacaksndezAsekor ne hasznAljon
motoros injektoil.

1 A starll caomagolAabdl a stsrti lerOleten beldl vegya ki az
alkotdrAszakel.

2. Forgassaa nyalal az dramuUld JArAaAnak megtaleld irAnyba. As
eilendhzze a hajiRhald kelAler mozgAsAt (1. Abra). AdIsztAlrs
rAsznak a nyAl minden elferdRAtakor egyre jobbar meg kell
hajolrVa. Ha nam forgalja tovAbb a nyalet, s disztAlis rAaz a
forgAsazAnwak magfeleld mAilAkben marad behajllha.

1. Abra. A hajlithaW katAtar maghajlitasa Aa kiagyanaaRAse

3 Fotgataa a nyalal az dramutatd jArAsAval allenlAtaa irAnyba. As
Royalja. hogy a hajilthatd katAter kiagyartasedik-e
M~agyzAa: Ahajlithald katAter maghsijlltAaa Aa klegyenesitese
jtAn aldfordulhal, hogy a Mrteter nam leaz taljaaen egyenes
SzJktAg aaalAn halyezzan be kalAtertAgltdl, Aa prdbAlja Rnoman a
lehald Mgagyanaaabbra Allitani a hajlRhatd kalAtar dtsMlira rAszAt
A kalAtartAgRdval magald~eld a hajilthatd katAtar delormAlddAsa
Caatlakoztasaa a azelepat a hajitthatd katAtar caallakozr*Ahoz
(2 Abra).

IS

1 azelep
2 liricsap
3 bbuUn~rf

2. Abra, A azelep csatekozlalAsa a hajlRhatd kataiarhez

5. HasznAlat eldtt a ezalep dblttdportjAn kareaflUl mosaa Ata
hajilthatd katAtert adoldatttl vsgy heparinizAlt adoldattBl

6. Moasa Ata KatAtertAgildt.

7 A azelepen keresz\WI vazaaae be a tAgitdt a hajlithaM katAterbe. A
tagNe disztAlis vAgAnak tOl kell nyulniae hijlithatd katAter disztAlis
VAAN.

a A stemteruleten beldl tegye IAire a hallithalO katAtert Ae az elemelt.



A ha(IH>*(bkMM*r-szer*Mny bahalyczise
Vt9ytaaa Mfutw bev«mia a hafllinaie kat*(ait ajobb pitvarba, a
paftorboe kDdcdzaUnak miniiriaizlltaa irdekMen tavolRaa al vagy
r>uzavisszaattgidt
Flgyeleml A azevelek te a katttaivtg MrONes4n«k elkerOMta
didekebenazaezkazjobbpitvarbavaUbetoltea kdzbenliitaaatagilM
tel)es mirtakben a hajlkhald kataiefban
Flgyalaml Ha a hajlithskb kalbwil a v. aubclavia sniraaAval kal
bevezatni, kerQl)e az olyan (achnikikat, melyek sordn maos™'Ulhel a
hajlitbaU kat™ar.
m A bevazeiaa helyat tagye a lehatb laglalerensabbra, hogy alkartifia
a ha)llthal6 katater bacslpMaaai a kulcacsontat az else
borda kOza.
Na arSltaaaa a hajllthald kaUter azerehanyat. ha a bevezeias aa
elArehaladaa kdzban jalantte B/Bnaxasba UtkOzlk.
Akatela' elOrehaladaaanak megkdnnyftase caijabdl na
alkaknazzon olyan tachnlkakat, mint pauaul a batag
teethelyzaianek igazliasa. Ha ellenaiiaaba UtkOzlk, javasolt agy
maaik vanFa bahalolFai haly kivaiasztasa
A hajlfthalb kaiaiertbbb vanFnat ia behalyezhate, idaartve a balvagy
100b vena cephallcai vagy a vena jugularis externat. illa™e Internal.
LahatMag haaznaija a vena cephaScFt, hogy alkaruiiaa ha;llth8ta kataier
aaruiFaat az ak6 borda as a kulcscsont kdzdtil rFsban (a
mellkasbemanetnai)
A hajtnhaia kataier behelyezase:
CaatlakoztaaaaalAafecskerddhOZ.
Ad at a fecakande hassialaiaval vagezza el a vFnas bevezetaat.
AvanFe VFr vnezaszivaaakor lanaa a lilt a helyan, aalavolltsaal a
fecakanddl.
Egyaneallaa Ida vezetddrdi Jalaku vigat ligy, hogy Molja a
vagagyenaaitOl a vezetddrol vOgan.
Halyazze be a vagagyanesiie atkaakenyedA vigat a I0be, majd
vezasae ba a vazetddidlol atOn kaiasztul avendba
TFvolitsa el a vagegyeneaildt. Fatolja elAraa vezetddrblot addig.
amlg a disztFSa vFga be nem Fr a jobb pilvarba. Ha a vazelMrbtot
visszB kail hiizni, mikazben e 10mFg ba van vezetve, a drdtial
egyUtta tot is vissza kail hOznl.
Huzza lda tOt
Helyezza a hajllthatb katFter azsralvFnyFt a vazetodrdt proximFUs
VvFgFra
Tolls elAie a haiHIhaldkatFtsr-szerelviFnyt a viFnFn karesztOlajobb
piNang.
Tlvolltsa at a kstFterlFgltdt ugy. hogy a vazatMrdl Fa a hajlithalO
KalFlar a helyFn maradjon.
5.3 A hajlkhald kalFter elhelyezFae a Jobb pitvarban vagy a Jobb
kamrFban
1 HaahaJHlhaldkalFtert e Jobb kamrFban helyea al, a vazetididlol a
treuapKIBlie bUtentyOn vezessa Ft Majd a vazalbdrdt segltsFgFval
Juttaaea Fta hajlithato kalFterl a tiicuapidaSa billentyOn.
2 Halyazze a heJHthatb katdteit a Jobb kaimFban vagy piNarban a
megMeie helyre
3. RbntgenFtvilFgltFssal allendrlzza a hetlllhatd kaiFter helyzetFl
6.4 A haJlHhatF kaWter elhatyazFaa a aimit eoronariusban
1 AainuscoronahusszaiadFkibavalFbahalolFsbozforgassaa
halHthaM katFtert postenor irFnybe a beiag bat oldala faU
RenigenFtvilFgttFs mePeft fecakendezzen ba agy kay
kanliaszlanyagot. es aFenenzza. hogy a hajKthatd katFter a kivFnt
haiyanvan-a
2 Tokabe a ha"Wiato katFtan a alnua eoronanuaba
6.5 Vanognm kFszItFaa
Amkor alhelyez agy vezelFket a ainua coronanusban, kFazHaan
venogcamokk. melyek mutal)Fk a azfv viFnFmak analémF|FI.
+ AzAB«ne2270EFtlpuaukalFlsrhasznFI8taese»nBvanogrsiTiak
kFszttFsFvel kapcaoMoa lovFbb iFszlelekel iletben okraasaal a
2.3 men(7,0 French) vagy kiaebb mFratO vanogrFAFa balon
lefmFideirFsFt
m A SelactSiie C30F"Se | C304-L69 / C304-XL74 HpusO katFter
hsaznFists aaetFn a venogramok kFszilesFvei kapcsolatoatovabb
raazMekeliMAen ohraaaaal az 1.8% mm (5,6 Frartchl vagy kisebb
mFialO vanogrFtiFa ballon lamiFklelrFsFI
6.6 AvFnFaaazkoz bahelyezaae a tuglithatb katFlarbe Fa a vFnFa
aazkdz alhalyazFae
Helyezza ba a vFnFa aszkbzl a haflithatd kotFterba MiulFn a viFnas
aazkdz alwlyezFaFhez a keliA mFrtFkban meghaiinotta a katFttrt. a
tovFbbi WpFaakhaz lenulmFnvosa a vFnas eazKOZhbz meMkell
tsrmFkiarnartatM.
Ha azUksFgea. a hajlfthaU katFterrel igaziBan a vFnFa aazkdz
halyzalFn

[ SR

[

© ~

©

to.

39

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

6.7 A h”IHhalA katFtar alUvollUaa a vFnFa aazkezrdi
Vigyizatl A haflkhald katFter atevoiaFae etdRa lehetd lagnagyobb
mertekben agyenetbe taa deztFia rFsZt hogy aZ altFvoWFa sorFn ne
sFruiienek meg az erek
VigyFzatl A hoeazviFgd Flea talFl tartsa a katFtertiihrely Fa a caatlskozd
Fkai akolotl iFngalyF| pFrtiuzamosan. N# mozgaaaa aldre-hFlra a
kMFtertFsahoFFZvFgdt [gy a hosszviFgd pangFfe hibFnanul viFgjaal i
csadakozdl Fa a vazaldkstFiFr talFt. anFItUl. hogy a vFnFe eazkdz
megsFrQkie vagy tomozdulna
Flgyalaml A ha™lthald katFIsr vF~aa kdzban Fa utFn kazelie dvaloatn
ah”~RMd KatFtFr vilgoQl azFMIL. Igy megsldzheti a vFnFa eazkdz
sFlilFsF,
MegfegyzFa: A hajlliheto katFtert dvatoean tavolltae el A hadllhaid
katFter eitFvoOlFeakoikimobluttet a vFnFaeazkdz Ha avFnFseazkOz
kimozdul. tanulmFnyozzF az lgaZitFari vonatkozd tFpFFekel az
eszkdzhdz mallFkell termFUamerteldben
Ha avFnFs eazkdz aviFglegea helyFte karUt. a sebFazi zFres eld«al kai
tavdiltani a hajlithetd katFtert a vFnFa etzkdsdl. A hajllthald katFleit m
VFnFs eszkdzrdi a hoeazvFgdvil lehel allFvolttare.
A hajlithatd katFter ellFvolllFsa a vFnFa aazkdzrdl:

1. Tavolitsa ata szelepat a hajllthald katFter csatlakozdiirbl (3. Fbra)

2. Hasltse a vazatdkatFlertaz ‘ A* fUggelekben lalrtaknak
megtalelden.
3. MiutFn eRFvolllotla a hajllthatd katFtert a viFnFa eazkdz teslFrdl.
dobja el a hajlithatd katFtert Fa a hoaszviFgdt.
7 Az eszkfiz rFszJetes leirlksa
7.1 MOszakl adatok (nFvlegas FrtFkak
Paramatar 6227DEF llpua C304 tipus
Vazetddrdl Anyag: RozsdamentM Rozsdamentat acil
§ci\
Hosaz: 120 cm 120cm
<a7.2 hOvelyk) (47,2 hUvatyk)
AtmFtd  0.09 cm 0.09cm
(0.03S hOvelyk} <0.035 hOvalyk)
Hapilhatd Anyag. PoKFlef-amid PoMter-arnd
kaMtei blokkpoiiTier blolikpoinwF
Hasznoe 45cm C304-S59: 30cm
hosaz: C304-LS9. 40 cm
C304-XL74:45 cm
Beltd 2,4 mm 1,9mm (5.7 French)
FtmFtd: (7,2 French)
KOisd 3,3mm 2,8 mm (6,4 French)
RmFcA (9,9 French)
A hajlithetd nem ilkalmaznatd  C304.SS9: 35 mm
ksMter (t.39 hOvelyk)
hoaaza C304-L69: 46 mm
(1.80 hOvelyk)
C304-XL74. 55 mm
(2.17hOvetyk)
AgdrtHIW nem akakrtazhaid ~ C304-SS9. 33 mm
RinFodye <1.30 hOvelyk)
C304- 37 mm
(1,45 hOvelyk)
C304-X1.74: S3mm
(2,10hUvelyk)
KiMtertFgltd Anyag PokatllFn PoGabMin
Hasznos 60 cm C304-SS9. 42,9cm
hosaz C3(1,|.68:52.9 cm

C304-XL74:57.9cm



Paramétor SITIDEF Ngva CI4 tipus

Kié 2.3 mm 185 mmn
dmde’. (7.0 Franck} (5.6 French)
59
Bawiep m (s’{;;?m usz"mm
MU Saimum
A mﬂ 40-60Fmnch  4.0-80 French
nosszvigiia
T 12mm(1806) 12mm(139a)
Focakandé 12,0 hoboortimiter 12,0 kibosntimnter
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Polski

1 Opis urz™™enla
Urz"dzenle sklada 3 if zp<zezsk6me]ig4ir istizykawtodowprowaiUarHa
do naczyna Zylnego, prowadnika wprowadZBnego do Zrty. ZBworu
ogranicza™cego utrat; krwi podczas proeedwy implentaq. cewntka z
odchylan” Itortcdwkk do wprowBdzame urzadzenia ptzazzylnogo,
rozszerzadia cawnlKa ulatwajvego przeauwann cewnikaz oddtyMna
koAcdwk”oraz noZa do ci~da cewntka prowadzcego i usua/ania
cewnika z odchylang koiScawkag,
W sklad cewnika z odchylana koAcdwk*wchodd odchylany dystsinv
odcinak tterowany za pomoc”uchwytu cewnikaakiz” do podtqczana
urzddzeh przazZylnych. Cewnik z odchylany kodcdwkjest
radiocienluj”, dzifki czemu moZiwa jest>"o obsewacja na obrazia
lluoroskopowym.
11 Zawartoid opakowania
W kaZdym opskowanij znajdoja ai$ nastspujace alamenty:

« 1 cewnik zodchylanakoilcdwkq (model 6227DEF.C304-S59.

C30a-1.83 IuP C3(}4-XL7«),

m 1rozszerzadto cewnika.

« 1zawPr,

+ 1n0OZdo dfcls cewnlkaprowadz”ceso.

m 1 prowadnikzelamentemdoprostowenia kodcdwii,

m ligla pczezskdma,

m 1strzykanka.

= dokumantacja produktu.

2 Wskazania do stosowania

Utz”zenie jest przeznaczone do przemieszczanla ptzezzyinych
jrzadzed diagnostycznych iterapeutycznych oraz wprowadzania kdi do
jam i ukladu nsczyil wiaAcowydt serca. a takZe do wprowadzania
cewnlkOwbatonowych do zatola wieilcowej lub elektrod do naczyn lewej
potowy seroa przez zatok” wieilcowq.

3 Przeciwwskazania

Slosowanie urz~dzeniajest przeciwwskazaneu pacjentdw, ktOrycti
uklad naczyniowy jest niaodpowfedni lub u kidrycn istnleje mo2rwoSE
zatoru, oraz w przypadku cewnikowanla prawej komory pacjentdw z
wadaml zastawki trpjdzielnej lub mechaniczn” prolezq

zastawid trdjdzielnej.

4 Ostrzeienia | ftrodki ostroznoici

ZgodnoiC z uiz~dzanlami przazZylnyini - Cewntka z odchylany
koiScdwk™ nalazZy uZywad wyl”~cznia za zgodnym urzadzenlarn
przezZylnymi. Nle s”dost prre dana k1nknle dotyczace zgodnodd
cewnika z odchylana koii*“wkq z jaiomkolwiek urzadzeniami
niawyprodukowanymi pizaz firrrty MetSronic.

m Wprzypedkucawr)ik8Attain6327D£Fb<akjestdanychl(fnicznych
natamal zgodnoSd urzadzaiS przezzytnydiofrednicyzewnftrznej
pfzekraczajyej 2,1 mm (62 ~. zwyj*Daemzawartego w tyin
opalBiwannj rozszerzadta cewnika o rozniarze 2.3 rmi (7,0 F).

W przypadku cewrakdw C 30i brak jest danych kinicznych na temat
zgodnoSci uiz~dzeil przezZytnycti o Sredmcy zawnfbznej
przekraczajacej 1,5 mm (4,6 F),z wyjajUudemzawartego wCym
opalmwartki ro2 zerzadta cewnika o rozmiarze 1,65 mm (5,6 F).
Zastosowaree cewnika z odchylany koiicdwk”z riezgodnyrre
urzqdzeniami moZe unemoZfwiCwprowadzene urz*dzena
przeaylnego lubdoprowadziCdo jego uszkodzenia podczas
wprmvadzania

Dojcdrtokrotnego zastosowania - Urz”dzenie przeznaczone jest
wytacznie do tednorazowego uZytku | nie powinrw byC poddawane
ponownej sleiyiza”.

Powstawanie skizepliny - Ocena powstawana sluzeptn zostaia
ptzeprowadzona z uZyciem moiMu wykorzystufpcego hepeiynf. W
przyparSuj pecyentow, u kidrych nie imZna zastosowad odpcwiedniej
terape przaciwzakrzepowe]. nie ma ktfotmacl, czy Kvoizenie sif
skrz”~n moZe wystfpowadw polgczeniu z lym prsduktem
Kontnrfa szczelnoici jaiokwgo opakowania - Jalowe opakowanie
ntieZy dokMne sprawdzid przed otwatoem. Je»i zgrzew kib
opakowanie sq uszkodzorte, nalaZy skontaldowaC sy z
przedatawiciolcm frmy Medtronic.

Postypowanie z ceumiinem z odchylany koiicewky - Z cewmldemz
odchytarry koncdwky nalezy zawsze postypowad z zachowamem
osirr i

Nie naleZy zattmywad. lozdygad ani mocno zagarad cewnika

z odctiytsny korScawky.

Doctiwytaraacewnika zodchylanykoilcdwky nienalezy uzywad
narzydzi chiruigicznycti.

Nalezy urekackontaktuz plynami Innyrre niZaliohol izopropylowy.
krew. roztwdr soi i roziwdr iredka konirastowego

Korzystanie z zaworu - Podczas procadury irryHanta™ n~zy uzywad
zaworu w cekj zahamowania wsiecznego przeplywu Kivn Zykrej
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* Przed pfZymocowamam zaworu do Licaluka cewnikaz odchylany
koAcdwky nalezy tiy upewnd, Za kutek zamykajycy portu do
przapkildwanii jctt zaml

Niazbydne wypoMZenta szpilainc - Podczas implanta” naiaZy byd
przygotowanym ns koniacznoSd natydvniaatowtj deObrylaqi
zawnyirznej | tlymulacjl zabszptaczBjycej Scaowanieutz”enia Hub
urzydztil przaZZylnych moZa spowodowad wystypianie bloku serca.

S Potencjalne powiklania

Do potencjalnych powaibri zwiyzanych z t siosowaniem cawmka Z
odctiytany koAcdwky naleZy miydzy ainyml

' zalor powetrzny. ' zakaZersa,
' Lzai';gg:'ﬁegmczggw ' zabutzana ryvnu sarea,
' m_\arae przetoki tymiezo- ' poszerzanie trbdpwisia,

krwamenie w rrsa”u wkkicta,
usAodzerse spkNe

' parfcracja,

odmt opkicnowa.

rarnennego,

nakktoa lyinicy
lamponada serca. podobojczykowei,
przameszczenie, zakrzapowa zapeMna 24p,
lozwarstwienie, rakrrBptoa.

zapelente wsierdzia. uszkodzeme ZMlawki,

blok serca. zamknycia YuraHe naczynia.
powstanie kmeaka, uszkodzena naczynia.
krvwak opke>cngj.

6 Instrukcja uiycia
Za stosowania odpowwdnictttechnikdiiiuigicznych oiazza
zachowsnie zaaad asaplykiodpowiedzialnyjea personal medyi-ziiy
Ponizsze opisy procedur przedstawiono je”nie w cetach
inlbtmacyyiy”. KaZdy lekarz powinien stosowad mfonia” zawartaw
tydi atstrukgaeh zgodnie ze pwojawiedzy madyczny i dodwiadezeniem
6.1 Przygetowywanie cewnika z odchylany koncdvdiy do
wprowadzania
OstfZeZante: Pizad uzyciemcewnik z odchylany kodcdwky mustzostad
dokMme pizepkikany roztwrxem soi | oprdZnio” z powietrza, co
pozwok zapobiec wystypienlu zatoru powietiznego u pagenta.
OstneZanle: Do wstizyidwama loziworu irodka kontrastowego nie
nalezy uzZywsdstizykawtddo wsirzykiwaniapod wysoHm ciSnianiam
1 Wyjyd alemanly z jalowego opakowania w obrybis pola staryinego.
2. Sprawdad, czy odchylans koiicdwke cawmka odgina sly
, obrac™yc uchwytw loarunku zgodnym z kiarunkiem
ruchu wskazAwek zegaia (Rycina t) 2 kazdym obrotamudiwytu
wzrasta stopieii odgryds dystsinego odcinka Po zakohczanw
obracania dystakiy odcmek pozoalanie odgiyty w pozycjl
odpowtadatycaj icztM obroldw uchwytu

Ryekia 1. Zsginanie i proslowania cewmka z odchylany kohcowky

3 Spiawdzid. czy odchylana koiSePwka cewnilca prestuje siy
prawidlDwo, obrac”yc uchwyl w kieiunku przeciwnymdo Nerunku
ruehu wskazdwak zegara.
Uwaga: Wyproalowanie adctiytonej koiicawki cewnika maze nie
bydcakowila Nalazy wdwczaswprowsdziciozszerzadtocewnikai
ostrozna mampulowad dyytalnym, odchylanym odcaikiem cawmka
w caki jego meksymalnago «ryprokmraraB Rozszeizadki cewnrica
zspobiaga zmaksztatcaniom cmmika z odchylany kahcdwky.
Podlyczyd zawér do lyczmka cewmka z odchylany kohcPwky
(Rycina 2)
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1 Z3wér
2 Kra/n
3 Portdo przepUrAvema

Ryeina 2. Podlqgczanie zawoni do eewniks z odchylani( koiScdwkd

S. Przed u2ydemprzepluka£c8wnik2 odchylan”Mhcdwkd
roztworem sol liibkecarynizowan”solg”~olo”czn” przezportdo
przepkikiwania zaworu.

Przepkjkacrozszerzadlocewnike.

Wptowadzid rozsze'zadki cawnlka przezzawdrdo cawnikaz
odchylanii koAcdwk”. Dyslalny koniec rozszerzadfa cawnlka
powlinlan wystawad pora korScdwkp cawnika.

ZmonCowany system cawnlka z odchylanp koiScOwka odloZyd na
bokw obr"bie pota steryinago.
t.2 Wprowadzania systamu cawnika z edchylan” kortcbwka
Ostizeienia: Pc wprowadzeniu systamu cawnlka r odcbylan™
kor4iéwkqgdo prawego przedsionka usun”~dlubwycofadrozszerzadio
cawnika w celu zmnlejszenia ryzyka parforacj.
Przestroga: Aby unlkn"d uszkodzanla tkanki oraz odcTiylanei koAcdwki
systamu cawnlka. nale” zadbad o to, by podczas wsuwama do
praw”o przedsionka rozszarzedio cawnlka miadcHo sif w catodd w
cawniku z odcbylank kodcdwk™.
Przestroga: Jeili do wprowadzania cawnlka z odcbylan” koricdwk”
wymagany jest dostpp podobojczykowy. nataZy unikad tachnik. More
mog” doprowadzid do uszkodzania systamu cawnika.
= Aby unlknqgdzaklaszczenia systamu cawnika zodchylan™
kortcdwkk migdzy obofczykiam a paerwszym Zebram. iriepce yego
wprowBdzaraa nalazZy zlokaizowsd moZfwie boczraa
« JeZaU podczas wprowadzania | przasuwania systamu cawnika
napotkany zostaiM istotny opér. nia naltzy wprowadzadgo data) nt
SIf.

~ o

8

* W caluuMwwnia przasuwania cawnika me stosowad laloch tachnik
jak zmiana pozycji pacjanta Jati napotkany zoataniasiMny opdr.
zalacanajest zastosowaras innago miaieca wprowadzsma systamu
do zyly

System cawnikazoddiylanakoiScbwks wprowadzidmoznaprzazUIki
rdZnych dostapOw Zylnyidi. do ktbiych nalaZa prawi i lawa Zyla
ramianno-glowowa oraz wawmfiizna hjb zawnytrzna zyla szyjna W
miarf moziwoda nalazy stoaowaddoalfpprztziylt (tmenno-
glowowq. CO pozwoi unikn” uszkodzania systamu cawnika z
odchy«nq kohcbwkR w okolcy pierwstago Zabia kib obojczyka (gdmy
olwdr kistki piersiowaj)

Aby wprowadzid systam cawnlka z odchylauR koAcdwka, nalaZy.

Podivzydigisdo adzykawW.

. Uzyskad doatsp do Zyly przy uZydu Igty | stizykawid.
ZdY\dstrzykawka, nia zirStnialRC uatawienlalgry po aspirate knw
zyinaj

[ARNIN
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. Wyprostowad koAcdwkf piowadnlka w kaztalcie Itery J, nasuwaj™c
aiamenl do proalowanit koiScdwki na konac prowsdnika.
Umietdd stozkows kohcdwks alamantu do proslowania koncdwki
w igle | wprowadzid prowsdnik prztz Igl* do Zyly.
Usun%d element do prostowanla koAcdwkl i pizesunsd prowadnik,
aZjegodystalny komecznajdzie sIfw priwympizedsionku Jekl
konieczne jestwycolanls prowadnlke. * y igle nadal znajduje sif w
Zyla, usun” oba poucrone eiemanty
Wyjatcigte.
1Irnedddsystemcawnika zodchylanskohcdwkknad
proksymalnym kohcam prowadnlka.
. Wprowedzld system cewmka z odchylars kohcdwk” przez Zylg do
prawego przedsionka.
WA rozszerzadtoctwnlka, pozotlawiajse prowadnlk | cewnikz
odchylank kodcdwkk na mistsdu

n

©

o~

©
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8.3 Umieszezanie cewnika z odchylana koAcOwks w prawym
przadsionku lub prawaj komorza
V Wpizypadku umiaszczania cawnika zodchylanskortcOwksw
prawaj komorze przeprowadzid prowadnlk przez zastswka
trdjdzielna. Msstfpnla uZyd prowadnlka do przaprowadzeme
cawnlka zodcbylan” koricdwk”pize: djdzielnq
UmieScld cewnik z odchylang koncbwk™ w docalowej lokalizacjl w
prawym przadsionku lub w prawaj komorza.
Przy uZyou fluoroskopii zwerylikowad, czy poloZenie cawnika z
od” lank koAcdwkRjest wlaSciwe.
8.4 Umiaszczania cawnika z odchytank kottcbwka w zaloca
WNrtcowej
1 Aby wprowadzid cawmkzodchylan”~kor\cdwka do ujSciazatoki
wlahcowaj. nalezy go obrAcid, tak aby byi skiarowany tyinie do
lewego boku pacjanta. Za pomoca fluoroskopii | wsti~knl~da
niewialkich iloSci roztworu srodka kontrastuj~cego zwerylikowad,
czy cawnlkzodchylan™koAcdwk” znajduje sis wdocalowym
poioZenlu.
2. Wprowadzid cewnik zodchylanskohcdwka do zatold wiaAcowej.
8.5 Angiognfii ZylwteAcowych
Podczas umieszczsnis alaktrody w zatoca wlaricowaj nalezy wykonid
mnglograflp Zyl wiencowych uwidaczruelac4 anatomif ukladu
wilaticowych.

m W przypadku korzystania z cawnika Attain 8227DEF dalsze
Informacja dolyczace sngiografii ukladu Zylnago sarta moZna
znalaZd w dokumentacji produkiu doktczonej do opakowama
bilonu do anglografil ~Inaj o krednicy 2,3 mm (7,0 F) lub
mnisjazago.

W przypadku korzyatinla z cewnika SaMctSila C304-SS9 /
C304-L.891C304-XL74 dalsze aitormage dotyczRce angiografli
ukladu Zylnago saica moZna znalaZd w dokumanbk) produkiu

do opakowang balonu do angiogiBfi Zylnq o iredncy
1 85 mm (S.8 F) kib mniajazago.
8.8 Wprowadzania urzadzanta przazZyinago do cawnika z
odchytana koAcAwka | uatawiania pozyql uczadzenia przezZytitago
Jrzadzania pizazzyinawprowedad do cewnika z odchylana k
Po uzyskaniu pozijdanago odcbylania wymaganego do urriaszczenii
urz4dzanli pnazzymago zipozMd «szdokumenta”~produldu
dolfczona do opakowaraa urzadzenia przazzyfeiego w caki uzyskana
daiuycb mstrukcjl dolyczacychjago uatawiania
W razia potrzaby uZyd cewmka z odchylana koiScOwkado zmieny
potoZama urzadztrat przezzyinego.
8.7 Usuwania cawnika z odchyiana koAcAwfcaz urzadzenia
przazZyinago
OstrzaZanie: Przed rozpoczscwm wyjmowanu cawnika z odcliylana
koAcdwka nalezy jak najberdziej wyproetowac jago dystakiy oddnak.
aby unknad uszk”enia naczyh
OstrzaZania; Powieizchme tnacanoZado dpcia wzdhiZnago naieZy
tizymad wjadnajlniz tacOTloemi osiairzonu cewmka. Cewniki ndZ
nalezy przaauwad jadnostajnym rudwm (bez wykonywania rucMw
wstacznych) Pozri” to uraknaCslrzapianiatanikaiScianld cewmka
piowadZRcago. a lym samym uszkodz ema mprzenieszczaciia
uizdzami przezzyinego.
Przaitroga: Podczas przaanarea cewnika z odcbylana koAcbwk%i po
zakortczaniu taj czynnodd z przadglyni krawgdziami cewnika nalazy
obchodzid aif ostroZma, ree dopusnzajac do uszkodzania urzRdzanla
przezzyinego
Uwaga: Podczas wyjnvwama cewmka zodcltyisn“koAcdwka nalaZy
zachowywad oatroznodd Wyjmowania cawnika z O|1cly®ri, koAcdwka
mo2t skuOtowad przamaszczemem mzadzenia przezzykiego. W
sytuacp przarreaszczama urzadzenia przezzyina™ nale” zapoznad sly
z inslrukcjami dotyczRcyiri zmany poloZania wzadzania przazZyinago
znatdujacymi sif w dolRCZon™ diAumenlagq proctuktu
Po urrStaZczaniu urzadzama pizazzykiago w doceknuym pokiZeniu |
pized przyst~aniem do zirnkniyda cfarurgicznego nala” wyjad
cewnik z odchylany koAcdwkR. Cewnik z odchylany kortcdiwky wyjmuja
sly z urz~dztnra pizszZylnygo za pomocy noZa do dycla wzdbZnego.
Aby usunyd cawnik z odchylany korScPviky z urzydzenia przazZyinago,
nalazy:

1 Usunyd zawOr z lycznika cawnika z odchylany koAcAwky

(Ryeina 3).

N
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r. Po(ttpowaezgodnl*zodpoMMnImlvnki26wkamiz«w«rtymii
dodalku A dolycz”*eym przaonarva cawnka

Po cawnlka 2 odeltylan”™ koAcdwk™2 urzwtzama
przaxtylnaeo wynu6d cawnik oraz ndz do dfcla wzdtuznago.
7 Szczogdtowy opis urzi(dzenla

7.1 Charaklarytlyka (znatnionowa)

3.

Paramair Modal «<2270EF ~ Modal C304
Prowadnik Matailak Gtalmardzawna Stal niardzawna
Dbgott 120cm(47.2cale)l 120 cm (47,2 caw
Sradmca 0,00 cm 0,00 cm (0.035 cala)
<0,035 cala)
Cawnik z Malanat Kooolmaiblokowy Koaoimat blokowy
oddiylana pcaalarui poMauw 1polamidu
koAcdwka polanadu
DkipotP 45 cm C304-SS0 30cm
uzytacz- C304-L60.40 cm
na C304-XL74: 45 cm
Sradnioa 2,4 mm (7,2F) 1,9mm(5,7F)
wawny-
Irzna
),3mm(9.0F) 2.5 mm(8,4F)
Mwnf-
Fzna.
ZaaiM nia dotyczy C304-8S8: 35 mm
cgwtr;}lllra z (1.39 cala)
odcbylana C304-<.86 46
koilcdwka (1.50 Z;:a) mm
C304-XL74 55 mm
(2,17eala)
8rad»ca DM dotyczy C304-859'33nn
krzywizny (1.30 cala)
C3044M 37 mm
(1.45cali)
C304-XL74 S3mm
(2,10cala)
Rozazarzadta  Malanat Polatylan Pokalylan
cawnlka
OaigotC eocm C304-SS9 42.9cm
uzZyMez- C304-L59 52.9cm
na C304-X1.74: 57,9 cm
8radruea 2,3 mm (7,0 F) 1.55mm (5,5F)
zewn”
bzne:
Zawdi Srednica 51 mm(1S.2F) 51 mm (15,2F)
wawny- maka. maka.
Uzna:
Ndzdo dycia 4.0-6,0 F 4.0-6,0F
wzdhiZnago
cawnka z
odchylana
koAcdwka
igta 1,2mm(1500) 12nn (16.00)
Strzykawka 12,0cT>(T0 12.0cnF(ml)
Zgodna 2,1 mm(6.2F) 1.Sn*n(4.eF)
aleMiody maka maka
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Ho4*1C)04
1.8Smffl(S,eF)
maks

Paramatr MB«*1«22IOEl
Zgodna
urz™dzania
p>ZM2|fkie
(laapizazna-
ezonado
etoa)

2,3mm(7,0F)
mika

8 Wyt~ z«ii« gwarancji Army Madtronic
Patia inbimaeja 0 warunkach gwaiancl mozZna znalaZd w zaH)czonai
dokumafka”™ gwarancyjnaj.

9 Obskiga techniczna

Fiona Medtronic zatrudniaw wlalu kraiach wyaoko wykwallftkowanyeh
iMzadatawiciaH 1pmcownikdw laoflrkcznycti Qolowych do udzialania
waparos lub, po zploszanlu odpowladnlago zapotrzabowanla,
przaprowadzenie azkolanla do”czaeago aloaowanlt produktdw dimy
Uadtronic przaz wykwalHlkowany paraonal azpitalny Flrma Madirenic
zaHudna ponadto zaapM konauHantdw zapewniajacych uZylkowtakooi
pfolaaionalne konaultacia tachniczna. W caki uzyakania dodalkowych
infeonacl nalazy akontaklovrad aiy bazpotradida z lokalnym
przadalavncialatn Irmy ktadlronlc badi akontaktowad aty tatabmcznla
lub Matownia z Irma Madlromc. uZywajac danycb adrasowychb lub
numaru lalatono zarnaazczonycb na tylna) alronla oktadki



Cesky

1 Popis zafizeni
Sojitetl zaflzeni je perkutinni }e>a+ irjaktnl alDkaaka pro zlakini
p/lalvipu do tnisla zevManl do tily, vodicl drtt pro vatup do 2lly, vantl
k ornazenl zMty krve bihem impiaotaca. ovladaltiny katMr pro
zavedenf transveniznlho zaRzenl. dilaUtor kalMru k usnadnini
ptuchodu Gviadateirriho katitru a aeparainl n(U pro odstraniol
oviadatelniho katilru.
Ovladatelny katitrtvon ohybalalni dietiMl Uat, Mari jeovIMina
rjkojati ovladatelniho katitru pro umlalini Irartavandznich zaNzanl.
Tilo oviadalelniho katMru je radlokor<ttattnl a umolhuje zobrazanl
porriod fluoroskriie.
1.1 Obsah baleni
Ka2di balenf obaahuje riialedujici aouttati:

« 1lovladatelny katitr (model e227DEF, C304.SS9. C304-189
rtebo C304-XL74),
1dllatitor kalitru,
1vandl,
1 aepataani nLl na vodicl katelr,
« 1lvodicl drat a narovndvafiem hrotu,
m 1 perkoUnnijehla,
+ latmcaika,
m prAvodni dokumentace

2 Indikace k pouziti

Syatim je urien k za”*tinl cesly pro zavMini diagnoatickvVch

a terapeudckych tranavenPznlch zaUzenl do stdaPnich dutn

a korordmNeo laii$(i, prozavidinlbaldnkovych katib~dokoronirnlho
sinu nebo pro zavtdinl elaktrod do civ v levim ardci pCea kotonimi
ainua.

3 Kontraindlkace
PouMtohotozahzanlJekontraindtkovano upaclantusezablokovanym
nebo nedoataleinym cdvnim faiiitim a pou2itl v ptavi komoli Je
kontraindikovano u pacianliiaonemacninimtitkuspidilni tfilopni nebo
machanlckou trikuapdatnl ardeini chloprtl.

4 VarovAni a bezpeinostni opatfenl

KompetlbllHa a iranavendzniml zaKzeniml - Pou2lve/te ovladatelny
Kkatetr pouze a kompaHblIn[mi trartavenPznlmi zeUzenlmi. Nejaou

k diapozici Zadni vyaitdky taat™, kteri by ptokazaly kompatibilitu
ovladatelniho katitru a jakymkok zaflzanlm, kteri nebyto vyrobano
apoleinosti Medtronic.

« Pro katitr Attain 62270EF naiacu k dtapozicl 2Un4 vyaladkyteatu.
kteri by prokAzaly kompaObilitu transvendznich zatlzenl a vnijiim
prémifemv4t4dlmne22.1 mm (6,2 Fr>,avyjlrnkoudllaMtoru katstru
0 prGtTvini 2.3 mm (7,0 Fr), kterV/~aouPiati lohoto baleni.

Pro katitry C304 nejaou k dlapoad U d ni vysledky tastil. ktari by
prokazaly kompatibilitu trensvandznich zaflzenl avn”~Im
promiremvitSim ne2 1,5 mm (4,6 Fr), avyjimkoudilatatorukatetru
oprOmiru 1,85 mm (5,6 Fr>, kteryje souitetl toholo baleni,
Pou2Ne Dvledatekiiho katetru a nekompatiblnimi zanzenlmi m02e mit
za nialedek nemo2nost zavedenl Iranavendzniho zaRzenl nebo |eho
poikozenl pfi zavid”™l.

dednorizovi pou2itl - Tento pHatrojje urien pouze kjednordzovimu
pouzit(, nenl tedy urien K resterihzacl.

Tvorbatrombu - Vyhodnocovinl trombogenicity byla providfria
pomoci heparlnlzovaniho modekj. Pokud paclent nem62e podstoupit
adekvainlantikoagulaini terapii, nelzeuiClt, zda miiZepF pou2itl tohoto
produktu dojH k tvorbi trombu.

Kontrola aterilniho baleni - sterilni baleni pled otevtenlm peCHvi
zkontrolujTe. V pFlpadi poikozeni tianihe uziviru nebo obalu sa
obrsle ria zaatupce spoleinosii Medtronic.

Manipulaet a ovladatalnym kalilrem - PFmanipulBcisovledatelnym
katittem budle v2dy opalml.

m Ovladatelny kaMtrvyraznineohybeJte.natvoftenanimaiTiyikyani

)ej nenatabujle

m K uchopeni oviadalelniho kalitru nepou2lvelte chirurgick*

naatroje.

« ZabraAta konlaktuajlnymilekulintmi, na2|a izopropylalkohol k/ev,

lyziologicky roztok nebo kontraatnl Mika.
Pouiltl venlllu - Vanlll brini zpilnimu prOtoku 2ik)i krve bihem
implantace.

« Ptad pnpojenim vantllu k hlavici ovladatalniho katetru $e ujiateta.

2a)e kbhout vyplechovaclho podu uzevfen.
Potrebni ntmocnlini zarizanl - Mejta bihem Imptamaca k dlapozio
pnprtvano zaflzenl pro e<teml deetrllaci a zeio2nl atimulaci. Pou2ili
tohoto zaflzenl, tranavendznlho zaflzenl nebo obou produkid rniUe
zpteobltardeini blokAdu.
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5 MotnA komplikace
Mezl mo2na komptkace zpAsobene pouZitimovladatalneno katetru pain
mimo Jini*

* vzduchovM embolie,

* alargickt raakce
na kontraatnl Mky,

' vytvofanl artertovendzni piSieia,

I Inlekee,
‘ nepravidelny ardeini rytmus,

rozilfenl medlastina,

kivecenl v mlati zavedenl, perforace.

poranini pa2nlho platence, pneumotoraz,

ardeini tamponade, proMeni podkllikovi tepny.
dialokace. trombotlebitida.

diaekce, trombdza,

endokardlUda, poikozenl chlopni,

ardeini blokada. civnl okhize,

vytvofeni hematomu, poSkozenl civy.

hemotorak

6 Pokyny k pouiiti

Za pou2lti aprivnych chirurgickych postupOa aterilnich lachnik
zodpovidaji odbomi likaA. Nialedujlcl postupyjaou uvedeny pouze
prolInformed. Ka2dy Mkafmual pApou2itl informacl uvedenych v tichto
pokynech upletnit sve odbomi znalosll e zkuienosti.

11 Pfiprava oviadatelniho katitni pfed zavedenlm

Varovanl: PfedpouZitimje nutni ovladatelny katitr fadnipropiachnout
fyziologickym roztokem a odatranitz nij veikery vzduch. aby u padenta
nedollo k vzduchovi emboli.

Varovinl: Nepou2lvejte ke vstnknuti konUastnftra roztoku tWrovou
ainkaiku.

1 Ve sletlinlm poKvyjmite souiisi za alenlnitto baleni.

2. Oloienim rukojetl ve amiru hodmovych rudiak ovifte. zda tze
ovladatelnykatitr sprivniovladM (Obrizek 1). P/1 ka2dimaloienl
ruko)etl dojde k daMimu ohnull distainl U et Po ukonieni otiienl
bude mira vychylenl distainl iisb odpovidet poitu otoiani rukpjed.

Obrizek 1. OhnuH a narovninl ovladateMho katitni
3. Otoienlm rukojeti prof amiru hodmovych ruiiiak ovifte, zOa tze
ovladatelny katitr narovnal.
Poznimka; Po ohnuti a narovnini ovladatalniho katitni nemusi
byt katitr zcala rovny V pflpadi polfeby zaauiVe dilatMor katibu
a peiitvou manipulaci s dPtainl iiall katitr co naivica narovnape
Dilatator katetru bianldafOrmad Ivaru oviadatelniho katitru.

4. PApevnile ventll k hlavictovladalelniho katitni (Obrizek 2)

2 Uzavlraclkohout
3 Vyplactmvaclport
Obrizek 2. Phpojenl ventiKi k ovtedatelnirmi katibu

5. Pfed pou2lllm propMchnite ovladatelny katib pfea vyptachovad
port vemiu fyaolo”ekym roztokem nebo hepannlzovanym
(yzlologickym roztokem.

6. PropMchnitediletitor katibu.

7. ZasuAle dllatilor katitni do ventllu e do ovladatalniho katitru.
Katalnl konec ditatitoru vodicPto katibu musi pfesehovBl ofes
distiinl konec ovledatelniho katitru.

6. Odlo2le seetaveny ovladatelny ketib shbanou ve sterlinim poll



e.2 Zivtdanl Mslavy ovladatalndho kattlru

Virovanl: Po 2HV9danl sastavy ovMaleindho katetru do prev6 afni
odatraAte (zatihnite) drialdtor Katatnj, abyste mnimellzovali nako
vznkii parfoBCB

Upozorntni: Chcete-JI zabranit poikozenitkania hrolu seatavy
ovladaMkiahc katetru, ponectie™e pA zavMdnl do pravd sni dilatator
ptna zaauncty do oviadatefnano katatru.

Upozominl: Pokudjt pro zavedanl seatavy ovladatelnaho katatru
vyladovart podkil&tovy plTstup, vyhnAte se postupAm, pA kterych by
mohio dojlt k poikozeni seatavy oviedelelnaho katatru.

« 2allttaia GOnejlaterainaijil polohu mists zavadetti. Zabranftetak
stvreol sestavy oviadaletraho katatru mezi kllini kosll a punk
labram.

+ Pokud p/lzavadani nebo prAchodu sestavy ovladatelnaho katetru

zazrtamenaie vyrazrry odpor, nesnaile se jej pfekonat silou.
Zs uAelem usrtadnani prdchodu nepou2tve|te metody, jakou Je
naptlklad pAzplisobeni polohy padenta. PMud narazlte na aOsor,
doporuauleme pouZfl [na mislo vstupu do 2ly.
Sealavu ovladatelnaho katatru tze zavast nttiollka nlznymi 2ilnlmi
cestami, napAkiad pravou d levou cefaSckou Slou nebo zavnl it vnitfni
Juguiarn[ 2?8.1 Pokud)e to mo2na, pouZivejte cafaBdcou 2ilu. Zabrantte
lak poakozanl sestavy ovladatelnaho katatruv oblasli prvniho Zebra/
kllini koed (hrudnl pfistup)
Zavedenl sestavy ovladatelnaho katatru:
PApojtejehiu k Injekini sthkaice.
Pomocljehly a Injekini strtkaiky zs)istate pFlstupdo 2lty.
. OdstraAte athkaiku a pfi sspraa 2linl krve podr2te jehiu ve Azhl
poloze.
Nasunutim nsrovnavaie hrolu ptas konec vodiclho dratu
rrarovnetta hrot vodicilio dratu ve tvaru J.
VsuAte zahroceny konec nsrovnavaie hrotu do jehly B zasouvejle
vodicl dratjehlou do Zly.
OdatraAtanarovnivai hrotu a zasouvafta vodicl drat, dokud se jeho
disiaini hrot rtenachazlv pma sinl. Pokudje rrulnavytahnoul vodicl
drat, dokud jejehla zavedena, )e nutna vytahnoul spoleina drat
I jehiu.
\Njmaie jehiu.
Umleiaie sestavu ovladatelnaho katetru pres proirmainl konec
vodiclho dratu.
Zavedte sealavu ovladatelnaho katatru 29ou do pceva sina.
OdatraAM dilatator katatru a vodtei drat soviadaleinymkatatrem
ponechajte ramista
SJ UmistaniovladatelnahokaMtruvpravasMneboprayakonmre
PA umistini ovladatelnaho katatru v prsva korrtol'e pcotatinatt
voricldratthkuspidaWehlopnl. Potompomod vodiclho dritu
protaiinaie tnku”vdaini cMopnl ovladatelny kaUV
Umistate ovladatelny katatr do po2adovanaho umlatani v prava alrv
ttebo prave komofe.
Pomodfluoroskopreovina. adajeovMaMnykMatr
Vpo2adovsnam umlisianl.
Umistani ovladatelnaho katatni v koronambn ainu
Oloienim (Medsielnaho katatru poeMnontimamaramsamatem
k pectenlova leva straiw ziakejM plislup do liatl korortarniho ainu
Potnod lluoroskope a vsthknulim maiehg mno2atvl konlr
roztoku ovarte. zda je ovladaltiny katatrv poZadovsnam umlsianl
2. ZasuNeovtsdatelny katatr do koronanrlhosmu.
S5 Pofiienl venogramu
PA umsfovani eMdrody do koronamlhowtu by mat b* pohzen
venogram k urCenl analorrie koronamlho redSia

« PA pouZztti katetru Attain 6227DEFvyhladoiMdaiaipokyny

k pollzsnl venogramu v dokumentao dodavana a biildnkem

pro venogiamy o prumiru 2,3 mm (7,0 Fr) nebo manaim.

PA pou2ltl katabu SelectSite C304-SS9/ C304-L0SI C304-XL74
vyMedejle dalii pokyny k podzenl vtnogramu v dokumantaa
dodavana a baldnkem pro venognmy U piOmaru 1,85 mm (5.8 Fr)
nebo meniim.

e.S Zavedenl transvendzniho zafizeni do ovtodatalnaho katatru a
ioho umistonf

ZasuAtetrsnsveniznizanzonldoovladalskiaho katatru PodooaZanl
poZadovana miry ohnutt pro umistani tranovonazniho zaflzani
postupr” podledaliich pokynO pro urdaianl uvodonyeh v dokumsntoci
dodsna adanym Irvisvonaznim ztrizonlm

V pflpsda potfoby zmaAte umistani ttsnsvondznlho zaflzani pomod
ovtadatelneho katatru

8.7 Vyimutl oviadaleinaho katatru ztransvonOznevo zaflzani
VarovSni: Prod odstrananim ovtadatotnaho katatru narovnoito co
nofrice jaho disUIni ibst. Zabranitotim poakozenicavy pAodslraAovani
keiatiu.
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Varovant: UdrZuijto roznou piochu separainiho no2a v jsdna fadi
a oaou hiavico a nasedy katatru. Nepohybuijte kaiatrem an! saparainim
no2am dozadu a dopfsdu. Tim za’stito, 2e dojda k iiaianu odflznut!
hlavice a atany vodiclho katetru saparainim noiam a nadojda
K poakozeni nabo dialokad transvaniznlho zsAzanl
Upozomanl: VprObahu odstraAovinl ovladatelnaho katatru zechazejte
s loznznutyml okraji ovladatelnaho katatru opatma. aby nedoilo
K poikozani tranavenizniho zaAzeni
Poznimka: Opatrna vyjmite ovliadatelny katatr. PAvyjmuti
oviadalelnaho katatru mu2a dojlt k Olslokad iransvenazniho zafizeni.
Dolda-B k dialokad tranavsndznOto zaAzani. postupujta podia pokynO
k pfemisiani Vdokumantaci dodana s transvanaznim zaAzenlm.
Jakmile se iransvenizni zaRzeni nachazi ve Anblni pozid, je nutna pfed
chirurgickym uzavfanlm oviadatelny katatr ze zafizeni odstranA.
Ovladatelny kaiatt aa z Itanevaniznlho zaAzeni odslraAuje pomod
separainiho no2a.
Vyjmuti oviadatsinano katatru zlransvanOznlhozafizenl.

1 Sajmaie ventll z hlavica ovtadatelnaho katetru (Obrazek 3).

2. Poalupujle podia pflalulnych pokym) k separad katatru v Pfltoza A.
3. Po vyjmuti ovladatelnaho katatru z transvanOznlho zafizeni katatr
| separainl niU zBkviduijte.

7 Podrobny popis zaftzoni
7.1 Speclflkace (nominaini hodnoly!

Parametr Model «227DEP Model C304
Voctddral Mitenai Nerezavaiid ocal ~ Nerezavaiid ocal
Oaika 120cm 120cm(47.2palc0)
(47,2 patcu)
Priknar  0.09 cm 0,09 cm
(0.035 palcO) (0.035 peKil)
~Malalny Matenai:  Biofcovykopolymer  Blokovy kopctymer
Katatr polyairidu potyamdu
Vyuiitetn 45cm C304.SS9.30 cm
a(Mike C304-L89 40 cm
C304-XL74 45 cm
Vmtfni 2,4 mm (72 Fr) 1,9 mm (5.7 Fr)
promar’
Vnaril 3.3 mm (9.9 Fr] 2.8 mm (8.4 Fr)
prOniar:
Dossh nepou2ivase C304-SS9: 35 mm
ovladatelnaho (1.39 p~ii)
katatru C3044119 46 1M1
(l.eopalcu)
C304-XL74: 55 mm
(2,17 patOii)
Priimar . nepou2tva se C304-559. 33 mm
zakllvani (1.30petoj)
C304-L59: 37 rrsn
(1.45 palcO)
C304-XL74 53mm
(2.10paldj)
Dilatator Matenil Polyetyian Polyetytan
katatru

WuZlteln 00 cm
idaika:

0304759 429cm
C304-1/18 52.9cm
C304-XL74: 57,9 cm

2.3mm (7.0 Fr) 1.85mm (5.8 Fr)
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Ha pycckom sisbike

1 OnucaHune ycTpoiicTBa
ByCTPOACIfO NBOSAT: noxcpms WA 1 W pWLL A 40CTYNa A MoCTy
aaafieHIsl a BeHy, /IPOa0/IoYHb I NPOA0/HIA //1A 8aV03HOT0 I0CTYNa,
(nanBHana yMHKiuetaiB spoBonoTepy Bo Bpems uvnnanraumn. rméolLl
maTBTap [/19 NPOBEAEHNS TPAHCBEHOHOTO YCTPOIICTBa, AUNATaTop
VTBTepe /15 06/1eNeHsAs NPOBEEHUA THESIOTO UTETeoa N CrmTTep
MPOBCYHNKOEOTO AaTeTepa /st MMNTEHUA rnBKoe larerepe
MMBKWiIA KaTeTep NPKICTaBNSIET COBOM MMBKYHO AUCTANKHYHO HACTe,
yrpaesisieHyto PyKOSITKOI rBKoro KaTetepa. OH ucrioneayeTcs a1
TNOBVMVOKPOAANYSt TPBHCBEHOMLLK YCTPOVCTB. Kopryc rékoro
KBTBTBPA SB/IAETCA PEHI TBHOKOHTPECTMb», Graroaepsi Hemy
eVKyaIMpyBTCS NP1 PEHTTEHOCKOMAN
11  Copgopswmoe yrnakoBku
B Kakzoii ynakoBke coae|lkarcsi crieflyampre KOHMoHBUTbL:

1 rmbkuii kaTeTep (Mopenm B2270EP C304-SS9. 0304-1.68 wwm
C30«-XL74)
1aunsTaTop karetepa
1 knanaH
1 CMTTep NPOEOAHUKOBOTO KaTeTepa
1 NPOAO/IOYKbIVi NPOSOAHYIK C BbINPAMUTENIEN KOTKa
1 nogxoxHasa vrna
1 wnpwy,

* [IOKyVaTTTaLysA No Ipcaykty
2 TMokasaHusa K NPUMEHEHUNIO
YCTPOViCTa0 NpeiHa3HTEHO 415 ChOPMMPOBaHUA N1y N aaefieHIst
[AMATHOCTUHACKVIK 1 TepaieeTTeCKNK TpancaeHoKHbIK yCrpoiicta a
Kamepbl CepALa a e KopoHapHbIe cocy/bl, a Tacee I nposeaeHna
6Ge/IONHBIK KeTeTepoe B KOPOHAPMKYA CUHYC WK LIAKTPMOE € Cocy/jbl
NeebIk Kamep CepALA Hepes KOPOHaPHB I CIHYC

3 lpoTuBonokKasaHus

VicnonkioaaTe yCTpoiicTBa JIpOTVE0/I0Ka3aHo NaLeHTam ¢
0BCTPYKLMelt UM COCYAMCTON HeIOCTATOMMOCTKIO Tatoke
NPOLLIAOMNOKAa3aHO MCrosIb30BaHMe B rchaBoM xastyacmke [/
NALWEHTOB C NATO/I0rViel TPUKYCTIMAANLHOTO KreMneHe Wm ¢
MBXaHUHECKM1 NPOTE30M TPUKYCTIAANILHOTO Kilasiaka

4 TMNpefocTepexeHns n Mepbl NPefoCTOPOXHOCTN
COBMECTUMOCTb TPEHCBEHE3HbIK YCTPOICTB - UCTTONK3yiiTenokuii
KareTep TO/IbKO C COeNeCTUMbIMN TpaHCaeHO3HbIHU yC’\OVICTeaMM.
[JaHHble MCCHEAOBSHI/IH 0 COBMECTIMOCTU MMBKX KaTeTepoB C Kaknmn-
GO YCTpOViCTaebIn, NPOU3BEAEHHBLIMM Ka Kopriopavveli Medtronic,
OTCYTCTBYHOT.

m B oTHOLeHUN KeTeTepa Attain 6227DEF oTcyTCTBYIOT AgHHble
VccriefoBaHNin O COBMECTVIMOCTY TPEHCEEHO3HbIX YCTPOICTB C
BHELLHUM AvamBTpOM GorieB 2.1 Mm (6,2 French), a3
VICK/THOYEHVEM BKOZSILLIEro B KOMM/IEKT AW/UTTHropa K3TeTapa
(2,3 mm (7,0 French)).

B oTHoLweHn keTeTepoe C304 OTCYTCTBYIOT IeHHblE
viccrieioBeHIiA O COBMECTVIMOCTM TPRHCBEHO3HBIK YCTPOIICTB C
BHELLHUM aviamMBTpoM Gonee 1,5 mm (4,6 French), 3a
VCKMOYEeHNeM BXOAALLIEro € KOMIN/IeKT aunsraropa

(1,35 mu (5,6 French))

Cpean HeGNaronpUATHBLIX NOC/IEACTBUIA UCTOMB30BaHUA MUBKINX
KaTeTepoB C HecoaMacTUMbIMU YCTPONCTEEMUN — HEBO3MOXHOCTb
[OCTaBKV TPEHCBEHO3HOTO YCTPOCTBA U/ 1o MOBPEeXeHie BO Bpevst
JocTaBkn

OpHOPa30BCM UCMO/Ib30BaHNE - Y iCTBO AB/IAETCS
OJHOPE30BbLIM 11 Ha NpeAHa3HaueHO /151 NOBTOPHO CTepUM3aLM.
®dopmMmrpoBaHue Tpom6ba - OLEHKM €03VOXHOCTY (hOPMUPOBaHUS
TPOMGOB Gbl M MPOV3BELEHbI C UCTIO/b30BaHVIEM renapyHV3VPOBaHHOI
Mozenm. HenBecTHO, BO3MOXHO /I (hOPMMPOBaHME TROMGOB Mpu
VICTI0/1630BaHIM [JaHHOTO MPO/YKTa, BE/N He MOXET BbiTb BbINO/HEHA
afieKBaTHas aHTUKOAry/IALWS.
OCMOTp CTepusibHeit ynakoBky - BHUMaTeSbHO OCMOTpUTE
CTEPWIbHYIO YTIEKOeKY Nepes OTKPbITeM. EC/M repMeTMHHOCTL
HapylLeHa Wi yNakoBKa NMeeT NoBpexaeHusi, 06paTuTech a
pervioHasibHoe npeacTaenTenbCTeo kopriopauyn Medhonic.
O6paleHne ¢ rubkum kateTepom- ObpallaiTech ¢ rmMékM
KaTeTepoM OCTOPOXHO
* He uzrnbaiite, He NepekpyuvBaiiTe 1 He pacTsrviBaiite
TVBKVIA KaTeTep CANLLIKOM CUMbHO.
* He norb3yiiTech XMpypruseckyiMm MHCTPYMEHTaMM /151
3exBaTB rGKOro KateTepa.
= He /JoMnyCKaeTCst KOHTEKT C KakUMU-MGO XUAKOCTSMM KpOMe
K30/IPO/INSI0E0r0 CIIMPTA, KPOBU, COMEBbIX 1 PEHTTEHOKOVTPACTHBIX
pacTeopoB
Vcnonb3oBaHue nnarvHa - Bocronb3yiiteck knenaHom npu
VIMMNIaHTaLWMK, YTOBbI BOCTIDEMNSTCTBOBATHL OGPATHOMY TOKY BEHO3HOV
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* Tepep, NoacoeavHEHNEM KnanaHa K BTy/1Ke T1BKoro KareTepe
y6aAUTECh, YTO 3aMopHLIA KpaH MopTa ArM MPOMbIBKY 3aKPbIT

HeoGkooubloa MeguLMUCKoe 060pyoaanma - Bo Bpems
VVNF3BUTALIS MIMEVTE FOTOBOE K MC/I0/Tb30Ban 0 060PYA0BaHIE /1A
avelHai AeMEPUIIALAN 1 CTPAXOBOYHOM CTUMY ISILAM.
Vcnob30BaHIe iroro YCTPOVCTBA WHIM TPRHCBEHO3HLIX YCTPOICTB
MOXET NPUBECTY K 6/10ka/ie CepALe
5 BO3MOXHbI€ OC/TOXHEHUA
BO3MOXHbIE OC/TIOKHEMH), CBA3AHHBIE C UCTO/b30BAHEM MMGKIX
KaTeTepoB, eKneMaks Criefytonpls COCTOsHUS (NOPBYEHb E03MELLHbIK
COCTOSIHUI HE CYEPMbIBAETCS YTOMAHYTHIMM MIMKa)

' BosgylHas 3m6oms WHcbekuwms

' Anneprreckas peakups
1a PEHTTEHOCOHTPACTSIbIE BELLE Aputmnst
eTBa
PopMpOBaH/E PaciuvpeHwe CpefocTeHIst
apTEPHOBEHOIHOM MCTY b P PeA
KposoTeueHve B
MeCcTe BBefieH!st Nepcpopauys
TpaBMma NrN4eaoro CrieTeHust MHeBMOT aKC
TaMnoHana cenaLa TPOKON THWKNTTHO

‘A cepaLk apTepum

CwelleHre Tpom6Gochne6ut
PacceueHne Tpom6o3
BHAOKapaUT lMoBpexzeHVe KnanaHa
Brokaga cepaua 3akynopka cocya
O6pa3oBaHme reMaToMbl TMoBpexaeHve cocyaa
Femotopakc

6  YKA3AUWA NO NPpUMaHiHNI0

3a Npaan/bHOCT BLINOSHEHVIS KUPYPIIMEEKSX MPoLieayp v

COG/IO/IEHIE TEXHVIKM ACEMTUKN U aHTUCEMNTVIKN HECYT OreeTerBeHnocTb

HafMLMHCK1E PABOTHUKM Haoke, NEKNTUTB/ILHO C UHKDOPMALIOHHOM

La/1b10. OM CaHbI HOKOTOPbIA NPOLIeAYPbI. Kaxkab i BpaY A0smkeH

MPUMEHSITH MHCHOPMALMIO, COAIEPXALLYIOCA & 3TUX MHCTPYKLMAX,

COTaCHO MPOPECCHOHANLHOMY MEVILIHCKOMY OfbITy 1 NO/TyueHHbIM

HaBbIKaM

6.1 MoareToaka NKGKOro atatapa KeaeaaHuio

MpesiocTepesxeHne: YTobbl NPeAoTapaTHTL pesaHTue Y NaLyeHTa

BO3AYLIPIOI 3MGO/MK, TMBKUIA KaTeTep crieflyeT TLaTeslbHO NPOMbITb

CO/IeBbIM PACTBOPOM 1 OCBOGOAWTL OT BO3/yXa

MpepocTapekEeHue: He BBOAUTE PEHTTEHEKOHTPACTHb I PacTBop C

MOMOLLBHO LUMPYLA BbICOKOTO 1AB/IEHNS.

1 B CTEPWIbHOM rOrie M3B/IEKUTE KOMIOHEHTbI U3 CTepuIbHOM
YraKoBK1
2. 6palias pyKosiTKy Mo YacoBoli cTpesike (Pvic. 1). npoBepbTe, Ha

HapyLLeHa /M CrocoBHOCTL MMBKOro kateTeoa K crnbaHnio Mpn
Ka>k/lOM MOBOPOTE PYKOSITKW U3TNG AUCTaNIbHOM YacTv
yBanmumBaercs. Mocsia NpexpalLeHmns BpalLeHns AUCTaslbHast
4aCTb OCTAHETCS WU30THYTON B COOTBETCTBIM C KOSIMYECTBOM
TI0E0pOTO. PYKOSTTKM.

Puc, 1, CrubaHne* BbInpsMieHVe rmbkoro karetepa

3 Bpalyas pyKOsiTKy NPOTVB YaCOBOM CTPE/NKW, MPOBEpkTE, He
HapyLLIeHe /1N CNOCOGHOCTL MMBKOTO KateTepa K BINPSIMIIEHNIO
MpyMeyaHme: Mocrie CrbaHms 1 BLINPSMIIEHMA TMBKOTO KaTeTepa
MOXET UMETb MeCTO OCTETOHHas AechopmaLysi. Mpn
HEeoGXOAMIMOCTM BBE/MTE AUNIATATOP KaTeTepa 1 OCTOPOXHA
BbINO/HUTE UM MaHUMY/ISILMA | ANCTa/IbHOV HacTy, YTOGbI
[AOGUTLCS MaKCUMA/TLHOTO BbINPAMIIEHIS TMBKOTO KaTeTepa.
JvnsaTatop kateTepe No3BosseT NpeAoTBPaTUThL AecholsAlaqHio
rMBKOro KaTeTepa.

4. 3akpenuTe KnanaH Ha arysika rmbkoro kararepa (Pwvc. 2)



2 3anopHblii kpaH
3 MopT ans npoubi»Il

Puc. 2. MopcpeavHBHUE KnanaHa K rmbkoMy KateTepy

5. Mepes “cronbaoaaHyiemM NPOMOTe rmBKuii KaTeTep Yepes NopT 41s
NPOMBIBKM KNarnaHa ConeBbIM W renapyHuaMpoBaHHbIM
|PacTBOpOM.

6. MpomoiiTe aunsiTaTop Katetepa.

7. MpoBeawTe AUNATaTOP KateTepa Yepes KnanaH B rybkuii kateTep.
[vcTanbHbIV KOHEL, ANATaTopa KaTteTepa 0/hkeH BbICTyraTh 3a
[VCTarbHb I KOHeL, TMBKOro kararapa.

B OT/101Te MGKWIi KaTeTep a CBopka, HB BbIHOCA €10 3a Npefesb
CTEPW/ILHOTO NOis.

B.2 BBeaeHue rubkoro karerepa a c6opka

MpagocTapaxaHua: Mocna npoaasaHus MGKOro KataTapa a céopke B
npaBoe NpeAcepave yAaMTe W OTTSHUTE UNIATATOP KaTeTepa,
HYTOBbI MHMMM3MPOBATL PUCK NepchopaLyiv

MpeaynpesxaaHne: YroBbl He NoBPeayTL TKaHM 1 KOrMUK IMBKOro
KaTeTepa B CO0pKe, a0 BPEMs MPOBE/EHA KaTeTepa e npaBoe
npe/acepavie MIATaTOP keTeTepa [A0/IKeH BbIThb MOMVIOETLIO BBEAEH B
rGKWIA KaTeTBp.

Mpeaynpexaenue: He UCronb3yiite TBKHUKA. CMOCOGHbIE MOBpeayTL
VBKWIA KaTeTep a cGOPKa, MV HEOBXOAMMOCTY /1A €10 aBAIEHNS
TOAK/IKOHMHHOTO AIOCTY M.

* YT0Gbl N3GEXATL NepexaTns rmbkoro karetepa a cGopke Mexay
K/HOMMLEN 1 MepBBIM PEGPOM, MECTO €€€/IEHIS OTDKHO
pacronaraTbCsi kak HCBHHO Goriee naTepasibHo

« Ecnv npy BBEAEHUN WM NPOBEAEHIN MMGKOTO KaTeTepa e cbopke
OlLyLLAETCSA AMaMrasibHoe ConpoThaniaHia. Ha NpUKabIBaiiTe K
KaTeTepy M3GbITOUHOTO YCW IS,

= [1pu NPOBEEHIN Ha U3MEHSIATE MOJIOXEHViE TeNa nauyieHTa. Mpn
Ha/IM4MN CONPOTUB/IEHIS PEKOMEH/YETCA BbIGPaTL JOCTYN Yepes
LIpyTYIO Bexy.

16K KaTeTepa CBOPKA MOXET GbITb BBEEH Pa3/INIHBIMA AEV03HBIHH
MapLUpyTaMm, B TOM YMC/IE Yepe3 NPaBYIO W NIEBYIO MOAKOKHYIO
neTeparibHyHO BeHy PyK, HapyXKHYHO W €HYTPAHHIOK SPEMHYIO eeky
YT06bI HE MOBPEAUTL rMBKUI KaTeTep a cGopKe Mpu KOHracTe C nepBbIM
PeGPOM/KTIIONNLIEV NPV TOPaKasIbHOM OCTyre, /yulue
BOCTO/1b30BaTLCS MaBO MOAKOXHOW SlaTepanbHoON BEHOW pyrm
BBeeaeHue rmbkoro Katarapa a cbopka.

1 ToacoaguHKTa Uriy K WpuLy

2. C NMOMOLLHO UMbl Y LMPMLIA BLINOMHHTE BEHO3HbIN AOCTYN.

3. Tpu acnmpaLyn Bavo3HOM KPOBY, HEMOABIDKHO Y/iepKVBaii Uiy,

yfanure wipwu,

. TMpoBeAs abINpiiM1TE/bIOHUMKA 3a KPai MPOAOSIOHHKIIO
NPOBOJHVIKA, BbINpsiMuTe 3.06pa3HbI N3r16 KOHUMKA
MPOBO/IOYHOTO NPOBOAHMKA

BaaauTa Korameckuii KOHeL, BLUTPAMUTANS KOrMTa a Uy
BaaauTa NpoBO/IOYHbIA MPOBOAHK YEPES U TY B BEHY.
Vi3anaunHa BeINpsIMUTE b KOTUKa 1 FpoBaMT NPOR0SICMH I
MPOBOAHVIK TaK, YTOGb! €0 AUCTa/IbHbIA KOTUK JOCTUT NPaBOro
npeacapas. Ecv Sirn3 aaagaqa, a NPoackUXHb I MPOBOAHIK

IS

o

]

crieayeT nsanadb, MPOBOAHVK U UTa [J0/DKHbI ObIThb U3B/IEHEHb | Kak

eqyiHc3a Lernoe.
7. Ypanure vrny
HapBuHbTE rnbKuii kateTep a c6opka Ha NMPOKCUMaSTbHD I FOHEL,
MPOBO/IO4HONO MPOBOAHMKA
BBeauTe rvibkuii Katetep a cO0pKe Hepes COOTaeTCTayHoLLYH BEHY
B Npasoe Npe/icamma.

©

©

10.

1Sy

MPOBO/IHVK U FVIBKWIA KaTeTep.
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V1aBMNeKUTBAHNATATOPKIATapa. OCTABUB HaMaeTe MPOBO/IOHHbLIA

(.3 JlosnumonnpoBaHna rmékoro katatapa B NpasoM npejcepauu
WM @ NpaBoM Xesyaouka

1 Ec/m rbkuii KaTatap NOsvLMOHMPYETCA a NPaBOM XarTy/I04Kka, TO
NPOOLUMTE NPOBO/IOHHBIA MPOBOAHUK YBPES TPUKYCTINAANLH I
Kr38/18H. M10C/1a roN3 NPOBKAWTB FMBKWIA KaTeTep Yopas
TPVIKYCTIARNbHBI KMasian C MOMOLLIHO MPOBO/IOYMArO MPOBOAHIKE.
Mo3nLWOHMPYIATE TMBKMI KAaTETBP B HYLLIOM MOSIOXEHV B NPaBOM
npaacoiiaymn w1 a NpaBoii esyAouke
C NOMOLLHO POUTFaHOCKO/IMW Y YU TEC b, YTO TBKWIA KaTeTep
3aHIMAET HyXLLIOA /IO/IoMKanHa
Io3auMoHMpoBamMHa rMBKoro KaTeTepa a KOPOHaPHOM CUHYCa
UToGbI @a€CTH MIGKUiA KaTeTep M YCTbe KOPOHAPHOO CUHYCa,
apalLiaiita ero Hasag, 1 anaso (Co CTOpoHbI Naupavra). Beegure
HeGO/IbLLOE KOMMUACTA0 PAHTFaHOKOVUTPACTHOrO PAcTBOpa 1 C
MOMOLLISHO PEHTTEHOCKOMNNM NPOBEPbLTE HAXOAUTCS N TNOKI
KaTeTep B HyXHOM MOSIOKEHN
2 TpoBagyTe rGKuii KaTeTBp B KOPOHAPHIA CUHYC.

8.6 BaHorpacms
UToBhb! Mapag, No3vLMOHMPOBaHEM 3/1aeTPO/A & KOPOHAPHOM CHYCa
BbIACHUTL aHATOMTECKOB CTPOBHMA KOPOHaPHbLIX COCY/A0B, BbINO/IHUTE
BaHorpacmio
« Tpu Ucron3oBaHMM kaTaTapaAr»ns2270EPcaeaaHNiio
aBHOrpadhm CM. a a0KyMBUraLHu Mo NpogyKTy, MOCTaB/ISieMOi ¢
6arloHaHu 15 BeHorpadhvH AvameTpom Ha 6onaa
2,3 Mv (7,0 Prancn).
= [puncnonbaoBakunkatarapa$alacl$11aC204-859/C3044.89/
C304-XL74 caapanmsi 0 aakorpachmm cM a AoKyHeKTaumm no
npoAyKTy, NOCTaB/1SIeMOii C GarMsoHamy A/1s aaHorpachun
AviameTpom He 6onee 1.3S Hu (5.8 French)
8.8 BBe/jeHe TPaHCAEMO3HOIO YCTPOIICTaa a rMGKuii kateTep 1
MO3MLIMOHNPOBEHIE TPAHCBEHO3HOTO YCTPOCTBa
BBe/yiTe TPEHCBEKO3HOB YCTPOCTBO B rMGKWii kaTeTep. Mocrie
NpUaaHNA 13rnba, HEO6XOAMMOTO /15 MO3ULIMOHMPOBAHS
TPaHCBEHO3HOTO YCTPONCTBA, CM. faUTbHeALLIME UHCTPYKLM MO
NO31LMOHVNPOBaHNIO € npmnaraeMon KTpaHCaaHO3HObly nypOVICTBy
JIOKyMEHTaLMN 1O NPOZYKTY.
TPy HEOBXOAMMOCTY BbINO/HUTE PENO3NLMIO TPAHCBEHO3HOTO
YCTPOICTBA C MOMOLLLHO MMGKOTO KaTeTepa
8.7 W3BNeyeHme rmeKoro katetepa s TpaHCBaHa3HOro yCTpoicTaa
I'Ipep.ocTepa)KaHHa: I'Iepep. Haya/10M M3asiadaHus rmeKoro Karetepa
BbINPAMUTE €ro AUCTa/TbHYHO YacCTb, HACKO/IbKO ero BO3MOXHO, 4TO ~
TPV U3B/IEHEHM He NOBPeVTE Cocys,
MpagocTapaxaHna: JapKuTa pexyLii kpaii CAmMTTepa Ha oaHoN
JIMHMM C OCbIO BTY/IKM U KOPIyca KaTeTepa. He ABMfaﬁTe Karetep v
cnuTTap Bnapuy 1 Hasag, Co6/IoeHMe 3TVX PEKOMEHAALMIA MO3BOMAT
AOGMTbCﬂ rnaaKoro cnwnia aTynkv n npoaop,HmKoaon) Karetepa
PexyLmm Kpaem cramTTepa 1 NpagoTBpaTuTb NoBpexaeHne n
CMeLLeH e yCTpoiicTea
MpagynpaxaeHna: Yrobbl Ha NoBpaauThb TPaMCBaHO3K0a YCTPOVCTBO,
BO BpemMs a nocrie cpesaHns OCTOpoMno ﬂpVIﬂep)KVlBaﬁTe paspesaHHble
KPOMKY TBKOro KaTeTepa
MprbMyaHae; BepexHo UsorekTe rbKii kateTep. Visenedermre
rMéKoro KareTepa MOXeT NpMBECTU K CMELLEHNIO TDaHCBEHO3HOIo
ycTpoiicTea. EC/M TpaHCBEHO3HOe YCTPOICTBO CMECTU/IOC, TO 3a
yKaszaHVsMM NoeKono3snnnoHMpPOBBHNIO OﬁpaTVITer K MOCTaB/IsieMOi ¢
HUM JIOKYHBHTILWM 110 NPMYKTY
rocna oKoTaTeNbHOro NO3ULMOHMPOBAHIS TPAMCBEHOIHOTO
yCTpoiicTBa 1 Napaj MiunaaHnam paHbl yaaanTe U3 Hero rekui
karatap v6Kuii katarap yAanseTcsi M3 TpaHcaaHO3HO/) YCTPOCTBa C
MOMOLLHO envTTapa
W3anakuTe rmbkuvii KateTep U3 TPaHCAeVo3HOro YCTpoiiCcTBa:
1. CHumMuTe K/anaH co eryniai nrékore karetepa (Puc. 3).

(AN

o
[

2 VIHCTPYKLWM MO CPE3aHMIo eM a MPUSIOKaHN A,
3 TMocne usarnaqaHs TMGKOro KaTeTepa 13 KOpryca TPaHCBaHO3HOKO
YCTpoiicTBa yTWM3UpYiiTe rabkuii katatap n crmTTap.
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7 Moppo6HOe onucaHne ycTpoiicTea

MPe/CTaBUTETLCTEO XBHAAHM Medtronic, 3a0HWTe W ILLVTE B HaLLM
nNpe/CTaBUTE/NbCTBA, 3APEeCca ¥ TeNedioHbI KOTOPbIX ykasaHb! Ha

7.1 TexHuueckue XapakrepucTUkH (HabIHabKbIe) NOCHepHel CTPAHAZE OGN
Mogenk
MapameTp e2770EF Mogens C304
MpOBOOYHBIA Martepuan Hepxasetowas Hepxasetolwasn
pOBOAHMK CTa/lb CTa/lb
AnmHa 120 cv 120 cm
(47,2 provima) (47.2 proiiva)
[Avavetp 0,09cm 0.09 cm
(0.035 yoiiva)  (0.035 poiivia)
bkt Katetep  Matepuan Monmsgmp-6rok-  Monmachmp-610k-
ami aHmg,
MonesHas 45 cm C304-SS9: 30 am
AvHa C304-1B9:40 cm
C304-XL74: 45 QM
BHyTpeHHWIA 2.4 Mv 19 W
Avemetp (7,2Frencti) (5,7 French)
3uenexii 3.3 Mv 2.8 Mv
pvameTp (9,9 French) (8,4 French)
30Ha He npuveHnmo  C304-S59: 35 Hm
JOCsAraeviocT (1,39 mroiiva)
TMGKoro C304-L69:48 vv
KateTepa (1.80 ppoiima)
C304-XL74 55 Mv
(2,17 proiima)
[Aviavetp He npumenuvo  C304-S59: 33 Mm
v3rméa (1,30 aroiima)
C304-189: 37 Mvm
(1.45 proiiva)
C304-XL74: 53 Mm
(2.10a01iMma)
JAvnatatop Matepvian MosmstuieH MonuatuieH
KaTetepe
MonesHas BO cH C304-SS9: 42,9 (H
AvHa C304-79: 52,9 cu
C304-XL74.
57,9 cm
BHeWHWiA 2.3 HM 1,35 mv
Avamvetp (7,0 French) (5,6 French)
KnanaH BHyTpeHHWii 5,1 MM(1S,2Fr) 5.1 mm (15,2 Fr)
AvameTp  (MakcumasibHbId) — (MakcManbHbIA)
Cnutrap 4,0+6,0 Frencti 4,0 -6,0 French
KateTepa
Virna 12Mm(1800) 1.2 MM (16.0 Q)
LUnpuy, 12.0ky6. cm (Kr) 12.0 ky6. cu (W)
CoBMeCTUMble 2.1 HH(e,2 Fr) 1,5 Hm (4,6 Fr)
ANeKTPoAb! (MaKcUMasTbHbIA) — (MaKCUMasbHBbIA)
CoBmecTUMble 2,3 mm (7,0Fr) 1,85 mm (5,6 Fr)
TpaHCBEHO3HbIE (MaKcMasibHbIA)  (MaKCUMaTTbHBIV)
ycTpoiicTsa (He
ANS cpesaHns)
8 OTkas oT rapaHTUK Kopnopauun Medtronic
TTO/HB IV TEKCT OFPaHHEHHOI FrapaHTUM COAEPMITCS a NpuiaraemMom
LOKyMeHTe «OrpaHnyeHHas rapaHTust Me<sror«c>.
9 CepBUCHOe 06CNyXMBaHVE
Cnyxatupe KomnaH1y Medtronic— UHKeHepb 1 CrIeLaiNCT BbICOKOV
KBa/MhrKaLKM, paboTatoLLye e pas/nyHbI! oTpaHax Mypa, YToGbl
IOMOYb BaM & 06C/y»MBaHUN HaLLEro 0GOpY/10BaHIAs, a Npn
HEOBKOANHOCTY 1 06GY4MTL NEPCOHa Ie4eGHOTO yUpeXaeHNs paboTte
npoaykuyelt Medtronic. Kamnanusi Medtronic Takee npegoctaenser
0/1630BaTeSIM HalLLIEro 0GOPY/I0BaHIS BOMOXHOCT MO/TyHeHNs!
TEXHUHECKX KOHCY/IbTALWIA CIELMA/CTOE KOMMaHUW. J/151 NosydeHrst
AONO/HUTETLHOI MHChopMaLK oBpalLiaiiTeck B pervioHasbHoe
49
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slov«nfina

1 Popls zariadenia
Zenidenie oManuje perliutAnnu ihiu « «rttkiiku n< prfiMup
kvwiAznemu rraettu zavtdenia. vodlid drdt na prialup kbla. vtnCl na
znlZenla sbity krvi poias implanttcla. ehybaltrny kaMlat nazavadania
tranavandznaho zariadenia, dliaMlor kaldtta na ufantonla prachodu
oPybatarndPg kaMlra a razaf zavMzadeho kaWlra na odatrtnanla
od"batarniho katdira.
OhybalaFny katdler ma ohybnP dtaUlnu daaf, ktori JajEanl na
umiattrwnla Iransvendznycb zarladani a mozZno )u oviddaf onybnou
rukovafou kaiatra. Talo obybalalnaho kaiatra ja tpntgankentraalna. aby
ho boM rtHdni skisskopicky vizuakzovat
11 Obaahbalania
KaZaa balarla obsahuja naaladovnd auCaatl

a 1lohybatalny katater (modal 6227DEF. C304-S5S, C304-Le9 alabo

C304-XL74),

= 1dilalbtor kaNgra.
1 vantll,
1 raza2 zavbdzadeho katditra,
1vodlad drbta narovnbva2om hrolu,
1 porkutannuihlu,
1alrlakaiku.
dokumanUciu k produkto.

2 Indlkdcie na pouiitie

Zanadenia ja urSand na zabazpadanla pdachodu, caz klory aa
zavtdzajb dlagnoabckd a lafapaubcka transvandzna zaRadania do dutin
sdca a koionarnaj vaakulatCiry ardea. a na zavldzania baMnovych
kaldlrovdokorontrnehoslnuau alabo alaktrdddodtv lavthosrdca caz
kororukimy alnua.

3 KontralndikAcie
PouZMa lohlo zariadenia ja konliaindikovand u pacwniov ao
zaUokovanou aabo naadekvitnou vaakuaiCirou a liaZje
konbaindikovand na pouZida v pravaj komora u paciantov a ochoranim
tnkuaprddinaj chlopne alabo u padantov a nnachanlickou trikuapldalnou
trdcovou cMophou.
4 Upozornenia a praventlvne opatrenia
KompatlbilHa tranavandznaha zarladania - ObybBtolny katdMr
pouiivaita Iba a kompatiblinym UanavanOznyrri zarladaraain K
oepozicii da au Sadne udaia z lasiov, ktort by dokazal konusMummn
ohyoatarnaho kaUtra a viyin zanadanam, ktor# nabot vyrobend
spolodnoafou Medtronic

« Prakatdtar Attain S227DEF nu su doatupnd ZiadrM udata z tastov,
kiord by preukdzaf kompebbrltu transvendznycb zanadanl s
vonkaidimpliemerofnvSSIm akoZ.t mm (6.2 Fi),okramdilHatora
katdtra naehddzajucaho aa v toirao balani. Hoty md pnamar
2.3 mm (7,0 Frj,
Pra katdtra, model C304, na au doatupnd Ziadna lidaia z laatov
klord by pieukdzai kompattbiHu trinavanOznych zariadanl a
vonkafdim pnamaromvUiitn ako 1,S mm(4,0 Fr).oktamdila(a)oia
nachddzaiucabo sa v torrio balani, ktory md pnamar 1,05 nvn
(5,0 Fr).
Pn pouZiti obybataFndho kaldtra a nakompadtiilnymi zanadtniatn aa
mOZe slaf, Ze transvendzne zanadenia nabuda ntaztrd zaviaaf alabo aa
toM zanadanie podae zavidzama podkodi
Jadnorazovd pouZSie - Tom zanadeniaft urdand lan najednorazove
pouzna. nia ja lada urCand na opakovand tianizdciv
Tvorba trombov - Pri hodnoCani Ifombogamry boi pouZffy
hapannizovany model Ak u paoanta ma ja moznd pouZit adekvainu
anbkoagulainO leibu, lie |e Zndma, B U pn pouZiU lohlo produUu
mOZu Ivoiirtromby.
Kontrola alardndbo balenia- Prad otvoranimdOkladna akontrokiite
stadna batania. Ak je balema alabo zapadataiM poikodand, obrdfleaa
na zdtiupcu apotodnosb Medtronic
Manlpuldcia a ohybatarnym katdtrom - S obybaMrnyT katdvom
marapuhyta rZdy opatme.

« Otiybatelny kaldtar nakrufla. nanarahuijla ant nadmama

naonfbajia.
+ Na uctMpania ohybatarndho katdtra napouZlvajle chmrglckd
ndakoya

m Zabtdhle kcHitsMu a iirym takutmami ako ja izopropytakohol, kv,
FyZMMoKky rozlok alabo kontraainy rozlok.
Pouzkla vantllu - Potmcou vanbhi m&zaM zabrdnif apdtndmu loku
vanbznai ktvi podaa implantdoa
m Prad pripotenim vendiu k ob)imka onybatatndho kaldtra
akontrokijtt, 6 fa z8»dracl vantH preptachovaciaho poitu uzavrety
Petrabnd namocnidnd vybavenia-Poiaaimplaniaaefepotrabnd
ma( okamZHak ifespozica zarladanit na aitamii daObrUcaj a na zdloznu
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allmuldclu. PouZlba tonic zariadenia, tranavenbznych zanadeni alebo
obidvoch mAZa apfiaobiT srdcovii blokaou.

6 Mo2n4 kompllkicle

MoZnd kompilkdae spojand a pouzkim ohybatelndno kaldtra mdzu by(.
okram indho, naaladufuce

' Vzduchovd ambdila ' Infekcia
Alarglckd raakOa
ni kontraalnd Idtky

Vznik aitdnovandznaj flatuly

' Nepravidelny srdainy rytmus
Rozdlrenia madrastina

Krvdcanie v mleala zavadania Perfoidds

Porananla bracNdInaho plaxu Pneumotoraz
Piapichnutle podkluinaj

Tampondda ardea | apaﬁy P Y

Dialokdcia Trorrtboflebilfda

Diaakcia Trombdza

EndokardilldB Potkodania chlopne

Blokdda ardea OklO™a davy

Vznik namatPmu Clevne poikodanie

Hamothorai

6 N4vod na pouiltle
Za sprdvrru volbu chirurglckdho poslupu a tlaninejtachniky zodpovedd
lakdr. Naalddujuce procddiiry alOZla len dko Infemidcld. KazZdy Idkdi
muai pouZit Inlormdcte ziychto pokynovvaulada aodbornym Idkdiakym
dkoldnima akiiaanoataml.
0,1 Priprava ohybatarndho katdtra na zavadania
Upozomatrla: Ohybatalny kaldtar aa muai prad pouZiOm ddktadrra
prapldchnuflyzlol“ekym roziokom a naanm obaahovat vzducfi, aby u
padanta nadoilo k vzduchovaj emtidH
Upozornenia; Na vatraknuba kontraabidho rozloku napouzhrafN
llakovd injekdnd Mnekadky
1. V ataninom pok vyberta auiaak zo aienkidho balaHa
2. Otddanim rukovWvsrrwrachoduhoOinovychni66akavaRa,ea8
obybablny kaldtar aprdvna ohyba (Obrdzok 1>, Pn kaZdai otddka
rukovM aadiatakia daafviaeohrM. Podokondani otdiaraabuda
diedini deal ohnuld do miaiy zodpovadajucaj podiu olddok
rokovta.

Obrdzok 1. Ohybanie a narovndvarae ohybatelndho katdtra
3. Otddanim rukovdd proliamaru chodu hortinovych rufidak overta. d

aa otiybatelny kat~rspravne narwnd.
Pozndmka; Po ohnutf a opeovnom narovnani uZ da ja moznd
ohybatalny kaldtar Opkta vyrovnar. Akje to potrebrrd, do katdtra
zavedle idlatdior katdtra a opaonemarapukifteatkaUlnou daalou
otiybelBrnetto kaldtratak, a ® stdju do najviac vyrovnal. DilMdtor
katdtra zatraAuie tomu, aby sa tvar ohybatelndho k”dtra
zdetormoval

4 K objimke ohybetdltidtio katdtra pnpevnrte ventll (Obrdzok 2).

2
3

Obrdzok 2. Pnpofaiie venblu k ohybalelndmu kaldiru
5. Prad pouZitimprepldchnite ohybatalny kaldtai lyziologickym
roztokom alabo hepenrazovanym lyyto4o0>ckY' roziokom caz
praptachovad port vantitu
6, Piapldchnfledistdtorkatetra.

KbIMN
Preplachovacl port



7 ZavedU dlleUlgr katdtra cer vantll do ohybet*rn«ho ketetrs.
OsMiny konlec dllatdtora katMia by mal pmthovaf car diatbiny
kordacohybaterndho kaUtra

8.V aMrtinom pod potoite zostavany onybalalny katdtar bokom

8.2 Zavadanla zostaven8ho otiybalarndbo katdtra

Upozomanla: Ked zavediele zostavany obybatatny kalbtardo pravaj
predalara. dilaldtor kaldtra vyberta alabo mlatne vydahnlla, aby sa
zniZllo riziko parfbrdcie.

Varevtnla: Aby ste zabrdrkl poikoosniu Ikanhra alabo hrolu
Zoatavanbho ohybatelnbho k” Ira.poias zavddzinlado pravejkamory
udrUavalle dilatator ketatra ijpine zaaunuiy v ohybatatnom katetri.
Varovania: AXje razavedenie zostavenahoohybatalnaho katatra
pottabny aubXiaviainy pristup, vyhybajta aa tachnikam, ktora by mohi
katater poikodif

« Mlasto zavadenla by male byf bo najviac lateraine. aby nedoblo k
zaseknutiu zostBvenaho ohybatetnaho katatra rnadzl ktubnou
Kosfoua prvym rebrom.

« Ak pri zavadnni alebo posuvani zostavenaho obybalernaho
katatra podttta vyrazny odpor, napouilvajit nadmamd ailu.

= Na urabianie priecdodu napou2tvajte techniky. akou Je napriklad
zmana polohy padanla. Ak pocibte odpor, odporiiCa sa, a” ste
pouilll altsrnativne venbzne vstupna miaato

Zostavany ohybatetny katater mo2no zaviatr rkakotkymi vandznyrn

caatami, radzl ktora patrl v. brachiocaphadca daktra, v.

bracbiocephalica sinistra, vonkajiia alabo vniitoma hrdlova Sla (v.

jugulaiis akterna alabo v. jugulana Intama). Akla to mo2na. pouiite v.

brachiocapbalicB. aby nadoblo k polkodaniu zostavenaho obybatetnaho

katatra V pnaetore prvatio rebra atebo khibnej kosD (vstup do nrudnika).

Zavadanla zostavenaho ohybatetnaho katatra.

Nasadta Ihkj nastnekabku

. Pomocou Ihly a stitakabkyvytvoitevenbzny pristup.

Po nasal! venbznaj kivl pavna dr2ta lhiu na rniaste a odstraAte

sbtakatku.

Hrot vodiaceho drbtu v tvara pismena J vyiovnajle tak. 2e csz

konlec vodiaceho drdtu zasunlete narovnavai hrotu

ZOZeny konlec narovnavaba hrotu zasubte do ithya zavadte vodiaci

drbt cez ihki do Zly.

6. OdstrdAte narovnavabhrobj avodied drbtdale|Zasuva|le. kymjeho

distainy hrot nedosiahna prsvu piedsieh. Akje potrebnavybahnuf

vodiad drbt, ale ihle Je stale zavedena, vyttahnXa®M q ihkj spolu

ako jeden calok

VybartaiMu.

ZasuMa zoslaveny ohybatafny kateiar cez prokimdiny koniec

vokkacaho drbb)

Zostavany ohybatetny katater poauvajla dale} caz bhi do pravaj

pradsiana

to Vybeitadilawor kalelri Vodlaa diM a ohybalatny katater
ponachajla na nsesta

(.3 Umtastnanla ohybaiarnano katatrado pravaj prsdtiatte alabo

pravaj komory

1 Akdtcala umiestnil ohybatetny katater do pravaj kotnory. zaauAla
voAad drbt caz tnkuspkUInu dtlopAu Poloffl pomocou vodiacaho
drblu zavadte caz thkusptdahu chlopAu ohybalafriy kaMtar.

2. ZasOvajla ohybatetny katater smarom k potadovanamu mestu v
pravt) pradsiani alabo pravaj komora

3 Pomocou skiaskopie ovarla. bi sa ohybalatny kataiar nactiMza na
poladovanom mteste

(.4 UmiatttMnia ohybatatnaho katatra v korenamotn almisa

1 Vstuptedousbakoronamehoslinuautak.tootobMonybatalny
katater poatanterte a dotava z pohtadv padanla Na ovarania
pozZadovantj polohy ohybetatnaho kaUtia pouZita ikiaskopiu
mystrakujte mala mnaJslva kontrasinaho rozloku.

2 ZaauAle ohybatetny katetar do koronamaho sinuau

811 Vyhotovanla vanogramu
Pn uffsaatbovinl elektrady do korondmaho Sinuau |a pohebna urobit
vanogram imikujOa anatbrnu korondmaj vaakutatOry

+ Ked pou2lveta kateler Attain 6227DEF, pozniaii dalbia pokyny
lykajCiea sa vyhotoveraa vanogramu, ktora nAjdata v dokumaniaea
Kk produktu pilbalenej k batbnovamu katatru ni vanogiamy a
pnamarom 2,3 mm (7,0 Ft) alabo maniim.

+ Ked pouzNata katater SatoctSHeC304-SS9/C304-Le9<
C304-XL74, pozrite 9 daliie pokyny tyktyuce sa vyhotovena
vatKigramu. ktora najdate v dokumantacs k produktu pilbalsnsj k
baMnovamu katatru na vanogramy s pnamarom 1.88 mm (8,8 Fr)
alabo manaim

> whp
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6.8 Zavadonielniuvenaznahozariadenladoohybaianiahokatatra

a umtaatfianla transvanPznaho zartadania
ZasuMa bansvanozne zartadania do ohybetatnaho kaiaea Ohrste

katatsr do tvaru potrebnaho na unaaatnania Irmtvartbzpahozanedania
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a pri umieslbovsnl dataj postupuijta podia pokynov uvadanych v
douimentadl| k produktu. ktoraja prtbalana k tranavanOznamu
ZBiiadenlu
V pripade potraby zmaflta polohu transvanbznaho zartadania pomocou
ohytotelnaho katatra.
8.7 OdstrananM ohybataTnaho katatra z trantvan6znaho
zariadenia
Upozornania: SXbr net zafnala ohybalatny katater odatrafSovaf, bo
najvlac vyrovnajta jaho dletainu beat, aby ala zabranIN poikodaniu dev
pobas vybarinla.
Upozornania: Reznu plochu razaba drSe rovnobeZna a objimkou a
osou drlaku katatra. Skatairom anl rezabomnahytMdopraduadozadu.
Takto zabezpeblta bisty raz objlmky a starry zavadzacieho katatra
bepatou rezaca a predidate pobkodaniu alebo diskrkadl transvenb”reho
zariaderrie.
Varovanie: Pobas rezania ohybatetnaho katatra a po prarazanl
manipulujtas odrazanymi hranank katatra opatme, aby sta predial
poikodenlu Pansvenbznaho zartadenle
Poznamka: Opatme odstrable ohybatetny katater. Pri odstrahovanl
ohybatetnaho katatra mbZe ddjst k dislokaai Iransvenbzneho
zartadania. Akdbjda kdislokacl transvenbzTrehozafiadahia. prabltajte
si pokyny nazmenu polohy, ktora aii uvedene vdokumentadl k produktu
dodanaj k Iransvenbznenu zartsdeniu
Po zavedanl transvenazneho zariadenia do konabnej polohy ja nuwa
odstranif ohybatetny katater z transvenazneho zartadenia eate pred
chinjrgickym uzsvretim Ohybatetny katatersa odsbani z
(ransverrbzneho zanedania pomocou razaba.
Odstrante ohybatetny katater z trarsvanoznaho zarledenla:

1. Odstrante vantll z obiimky ohybatetnaho katatra (Obrazok 3).

. Pri razanlposbjpufte podia priakitnyeh pokynov uvadanych 1
prilohaA
3. Ked odatranita ohybatetny katater z tela transvanaznaho
zsnadania. ohybatetny katater a rezab zahodia
Podrobny popis zariadenia
7.1 ipeciflkacia (nominalnal

N

Parameter Mo<M 8227DEF  Model C3M
VodaddtM Msterldi. Mehntzavaiuca Nehrdzavejuca ocef
ocat
Dlika: 120cm 120 cm (472 patca)
(472 palca)
Pnemer 0,09 cm 0.09cm
(0,038 palca) (0.038 palca)
Ohybalatny Msterial ~ eiokovy eiMovy
Kkatetar polyAlerarnd polyMemrT™M
PouTketna 48 cm C304-SS9 30 cm
(Neka: C304-1/19 40 cm
C304-XL74: 48 cm
Vnutomy 2,4 mm (72 Fr) 1,9mm (5.7 Fr)
pnemer:
Viorl(ai$i 3.3mm(9.9F) 2.8 mm (8.4 Ft)
pnemer
Oosah nevztahujesa C304-SS9 35mm
ohybatetnaho (1.39 Plica)
katetra C304-LU: 48 mm
(1.80 paid)
C304-XL74 SSnvn
<2.17paldl



Faramelte Hodel 4227T00F  Muwdel CI4
Priasmer navzishue CI04-658: 33
Zakeivorse - 11,30 patca}
CI04-L 37
1,45 paics)
CIOL-XLT4 63 mm
@.10 paics)
Oitatstor Matendi;
Polyetyin Potpatyién
% 80 om CR4- 884 42.8 om
CUAL09 820 an
GIGANLTA: ST 9 em
Vo 23mmTOFD  18Smm{38F)
PHiocaee:
Vel Vndiowy 3.9 v (18,2 $.1 am (182
{lamner ﬁuﬂllgd i (meuiméing) .
] 40-80F 40-40F
this 12em(180G) 12mm{1006)
Srrigkathn 12,0 om® {mi) 2.0 crw? {mi)
Kompmiitund 2immE2F)  1SamEAF)
ooy meximaine) Oraminvbing}
Konnpatibeink 23mmTOF)  125mm{S8FD
angvenime
(i {matiméine}
N ad Wbend
ne

EI!N o Dhraky néjdebe v priiod 4
Q8evis N

a%chaicitjch pracovnicar. aa konich sa midede obeéit, o
Hovt v pripade pobreby Torgiith
persondlu Skalenie tpiaylos 38 pocdivans produitor Mdedironis.
Epalothoat Maditonk Tamestrive 2| o mﬂm
w’m.uuuﬁﬁem Medironic,
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1 Cihaztanimi
Clhazda. ve nez”j bolgesine enfmyk ifin perliUUfl bti*nev* yiringi.
damara an$m«k ign tir kilavuz lef. implant prosadUf0 aanaainda kan
kaybmi azalmak ifki Ur kapak, transvendz dttazin sokuknasinayOnakk.
MkIUeUfr Ur kateter. bOkCileUft kaMerin 9«9 tlimeaini kolaylafiinnaya
yBoaK Ur kateter UtaKrU ve bOkOteUkr katatartn (ikanimasna yOnalk
Ur kilavuz kateter keskisi ttulunur
BUkOUdr kalMer, transvendz dhazterm yerteylinlmeeine yaneik
Marak, bOkUetdr kateter kokj tarahndan konlrU eUlen. bOkOMalen bir
dtttal b6HOT ifarir. BQkUIeUfr kateterin gdvdesi. llorotkoptde
gerQleUlecek aetdkle radyopakbr
11— icindekiar
Her ambelaicla a$agidaki 6celer bukinur:

+ 18delbOkUlefailrkateter{ya6227DEF.C3I)4-SS9. C304-1"9yada

C304-XL74)

« 1kateter dlaterO

» 1 adet valf

« 1lkilavuz kateter keekiei

* 1u(duzleftinc)l kilavuz tel

« 1perkOtani~e

* 1jirmga

« oiOnleilgilbeleeler

2 Kullanim endikasyonlan

Dhazdryagnoaik ve terapdkktransvendz atiaztaiin, kalUn odacikieiina
ve kproner vaskmuMkie yerleftinlmesme ve balenki katateilenn
koronar smOse veya leatnerai koroner sinds yoki 4a kabn ad
kiaminilaki damarlara geduiknesine ySneik Ur yol eatfamak Qzeie
endikedir

3 Kontrendikasyonlar

Cihazin. vaskOatOni tiiak veya yelarsiz olNe haatalarda kulaniira ve
trikaepid valvQler hastaliv veya mekanik trikuapld kalp kapa”i dan
tiastBlarda sa™ ventnkuler kulanimi konlrendikedir

4 Uyanlar ve 6nlemier

Transvendz cihaz iiyumlukiiu - BOKilieUit kawari yakiizca uyvmkj
tranevenoz ahaztarta kulianm BUIdlleUfr kaletenn Madboruc tarafindan
OreHmeyen hertiangi Ur cihazia uyumki ddu”unu gOfteren M | varaen
QOukinmemaktadir

« Attain e227DEFKateteriidin.buambel*yeraian 2.3T /1 k
(7,0 Fr) kateter dilalOrU difinda. dif (api 2.1 mtn'den (6.2 Fr) bOyOk
dan Iransvandz dhazlarlB uyumluluOunu goatereUlecekles! verden
bulunmamaktadir.

+ C304 Kalatarled idn. bu ambalajda yer elan 1,85mm’lik (5,9 Fr)
dllaldr hart; olmak Uzere, di$;api 1.5 mm'den (4.6Fr)daha bUylk
dan transvendz cihaziarla uyumkiluOu gdateiebllecek test verllert
bulunmamaktadir.

BukUleUtr katetertn uyumlu olmayan cihaziarla kullanilmasmin
sonu;leii araemda. transvenHz clhazin tayinamemasi veya tayima
lylemlairasmdetransvenezdhazda haaar maydana gelmesi bulunabili.
Tek kullanimlik - Cihaz sadece lek kullamma yOneliktir ve yaniden
stenlize edlimeye ySnellk de/dir.

Trombus oluyumu - Trombojenislte deOertendirmelert heparinize Ur
modal kullanlarak yUrutUImUAi. Haatsmzin yeterk doracede
antikoaguie edllememesi hatnde bu UrUnte birkkte trombus
olusumunun meydana gelp galmeyecegi blinmemektedir.

Starll ambalgm Incelenmesi- Stem ambalaji apmadan Onca dikkatle
Inceleyin. MuhUr veya ambalaj hassrliysa Ur Medtronic terrwielsiyie
lletiyimegedn.

BUkulebillr kateterin tutuknasi - BUkQieUtIr kateten her zaman
dikkatle lutun

« BUKUIebitir kateten dolastirmsyin, germayin veya eert Ur Udmde
egmayin.

« BukUleUkr kaleteii kavramak ipin cerrahl aleOer KuUanmayin.

= |zopropil alkol. kan, saSn veya kontrast gOzelti disindaU aivilarla
temas etmesini rinleyin.

Valfin kullamimasi - Implant prosedUrU sirasinda vanOz kanin gen
akiymi bnlemek Iginvaltl kuHanin.

. bukUleUIr kateter gobegine takmadan Once, yikama portu
vanasimn kapali oldugundan emn dun.

eerekll hastane ekipmam - tmdant sirasinda, haricl dallbrtlasyonu ve
yedek pacing'i hazii olarak tutur. Cihazin. bansvenOz clhazlarin veya
her ildsinin de kullamimasi kalp bloguna neden olaUkr.

5 Olasi komplikasyonlar
BCikUieUhr Kateleiin kullammina baOli dasi komplikasyonlar. buniaila
sinirti olmamak Uzare ayagidaki olaylan ipertr:
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Hava emPolzfn EnfakUyon
g‘;’;gi‘xnmaddey‘ alar)* OUzanaiz kalp alisi
Arurtyovendz latui duyumu Medlyaabnal genslema
dlls bdoeainde kaname Pcrfbratyon

Brskiyal pUksut yaialanmaei PnOmotorals

Kartkyak tamponed SubHavyen arter ponksyon
Yerindan (ikma TromboneUt
QiseksiYon Tromboz

Endokardit Kalp kape” hasan
Kaipblodu Vaskulet oUOzyon
Hematom okisumu Damsr hasan
HemoCoraks

6 Kulianim ydnergeJen

CerraU proeadUrlenn ve stern leknikfenn dogru olarak uygulanmasi hp
uzmaninm sorumkikigundadir Asa”~*daU prosedOrter yalmzca
UkUendrme amaciyU sagianmi”~r Her hetonin, bu taim™tardato
Ulgrten. meeleki bp egMimi ve deneyinine uygun olarak hayatageprmesi
gerekmaUedtf

S.1 BukUlebair katatartn giris i”n hazitlanmasi

Uyan: Hastada hava Snlemek ipn, bUKiileUlir kateter
kulanimdanence sainie iyice yikarvnali ve tpndekl hava bogalilnelidir.
Lyan: Kontrast gdzeUyi enjekla elmak igln otomabk enieksiyon
Si‘ingasi kulanmayin.

1. Stenlarrtelatini9 ndekiien slenlalandagiKann.

2. Kobinsaat yenOndedendOrOlmesiyle. bOkUiaUir katelenndtizgUn
Selddebukiildugonudogrulayin (SekH 1) Kdher
ddndoiljldtigonde, diatal kieim daha da bOkOIOr. DendOrme iylenii
duiduktan sonta, dblbl ksimdalQ bUkOIme orani, kdun dondUrOkne
sayisi boyunca koiuiur.

SeM11. BOkUIeUIr kateterin bukOknaai ve dUzlesbrtimesi

3. Kobns a” (ersi yenOnda dOndUrOlmesryla bUkUleUtr kalatarln
doz hale geldigini d o ltyw
Not BOkOleUlli kateter bukoiduiden v t duzlesbrtldiktan totva,
bOkaieUir kateter lamamen ddz dmayaUIr GereUise. Ur kateter
dilalbrU geginn ve bdkOteUllr katetenn dtslal kismni. mumktjn
olduOunca dOzleftrecekselalde dikkatle ranipUle edki Kateter
dllateio, bUkuleUlir katetertn seklrun bozulmaaini dnlar

4. BUKUlebilir Kateterin gribegine valtl takin ($eUl 2].

2 Vans
3 Yikamaportu

Sekil 2. Valfl bUkUlaUlir katetere takma

5. KuHanim 9ncesinde bUkUIebjlir kateten valfin yikama portu yoluyla.
aalin veya hepaitmze salin lie yikayin.
Kateter ailalbrunu yikayin
Kateter dllaldrunU vaH ipinden gegicerek bUkOleUhr katetere sokun.
Kateter dilaldrUnUn distal ucu, bUkUleUlir kateterin distal ucundan
daha llertye uzanmaiidir.
9. BUKUteUUr kateter tertlbabni steril alanda Ur kenara ayirin.
.2 BuktJlebilir kateter lertlbatim yerlastirma
Uyan: Partorasyon nskinl en dOsUk sevlyeye indlimek igin, bUkUleUbr
kateter tartlbati saO atrlyuma llerleOldlkten sonra kateter dilatOrtinU
gikann veya garl (akin.
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DUtkat: Doki” v* bUKUMilr kawaf Isrtb+lmnin ucuna hasar
geknamesi iMin. aa” atrlyuma ga9 rma iflani airaainda dilavin>.
LW Wablr kamara tamaman reriafMkiif olarak Mun.
Dtkkat: Bukillabiir kalatar larllbetinan yarlatknkneai i{in subMevyan
yaklBfen garalersa. bukuiabthr katatar taraoalina hasat ymeblacsk
teknklarden aakimn

a BOkulabtlr kala(a< larlibalinin. keprucuk kanadlila ihkaburga

n

kaiTi" acaainda sikiamaami Ontamak 19/
Maral olmalidir

beigesi olabiUiOinca

m Yaftaftcfna vaya gafjrma iflafn airasinda 6nawk 6M*de drenfla

karfilayihiaa. bUkuMilc katetar lartibelMii zotlamayin

dunim. transvandz citiazda hasar vaya yamdan gdunaiari dnleyerek.
gObegtn va kibvuz lalatar duvanmn kesid bigagi Umfindan dOzgOn br
getalde kesiknesini sagiar
Oikkat; BOMilabb katatari keserken va kaabklan sonm. transvandz
criiazda hasar orugprmimn dnlemek ign bokulabkr kateterm kesilen
kenartarmi rkkkati br gaMida tutun.
Mot BLklLabkr katatari dikkali bii galalde gikann. BOkOlabir katatari
gikarmaiglemyla, baravendz cihaz yermden gikabit. Trartsvandz dtiaz
yatindan gitdi~ zaman, yaniden konumlanditma bimalfan igin
transvandz ohaz riabrfide vsrilen drOn balgaienne bakm.

Transvandz ahaz son konumunu aUigmda. carrab kapanbdan Once

« Gafiyi koleytBftiimak ipn haatanin poalllriina diizekmak gf5i

takniklarkullanmeyin DirenfM kar~Myihiaa. bafka bi venU”ri;

boigaeinin kulaniknaai dnailh.

BdkulaWr katalat tartttiali. aaf] vaya lol aafaK van ya da haiio vaya
dahik JugOlat van gibi brkaf faddi vanezro(a yoklyla yertaykrilaeifr 1k

kabwaa kanatindaki vaya kiavikular bofhikiakl (gddOa kafesinn Cal
aciMi”) aokMaO* kaMa< tadibebnazarar gelmasmi ontamakign

bdkOtablr kalatann transvandz cihazdan gikanknasi garekidir
eokoiebiir katatar. keski kukanilatak transvandz cihazdan gikanlir.
BOkQlebir katatari transvandz dhkzdan gikam:

1. ~ 6 bOkQIlebir katelarin gdbeginden gikann ($aldl 3).

nainaiOn ok)uk(a aabikvan kuManTt
BtikOlaMi kalatar tarkbalini yartatkrin

W N e

»

o

®

o~

]

10.

e3

i”nayi ainngaya takm
linaylvoymngayikiillanarakvanezanaimstaytn.
Vandzkanaapiraaikldi”~ndoiAnayisaMkonumOatutarakaifingayi
g*ann.
ufdUztafkncryikilevuzleinucuUzenndenilertetarekkilavuziaknd
faikkndaki ucunu dUztafknn
Ut dtizlaykrionin daralan ucunu igneyeyaiteatmn ve kilavuz Mi
aracili“yla vanm iganama gagain
Ug duzMgtinciyi gikann va dialal ugaag Wiyuma utagana kadar
kilavuztalliledaltn Kilavuzialn. >gne hala yedagtnlrria
durumdaykan gan gakNtneai garalgrse. hemtat ham da
b> brim haknda gari galaknaldir.
Ignayi gikann
BUkuMiilikaletarlanbatinikilavuzlefnpiohstfnaliiCuOzennden
yartagkrin

ortak

BdkQiablir kalatar taiabalini girtgvan igariandan gegirin.anlindan
aag atrlyuma do”ru kanam.

Kilavuz tall va bUkuiaMic katatan okJugu yarde brakarak katatar
dltatoruno gikann.
BUKUIlabllIr katatan aag atriyum vaya sag ventrikillda

konumlandirma

1

w N

®
[

2.

BOKUIablir katatan sag ventrikQldakonumlarKlirirken. krlavuztei
tnkfispid kapaUan gaglrin. Ardindan bOkUlablKr kalalari Inkijspid
kapaklan gegirmek Igin kilavuz tel Kullinin.

. Bbkulebir kaletari sag atnyumda vaya sag vanlrikUiaa istadiginlz

yere dogru olacak gakilde konuirHandinn.

eoklllebiir kalaterin Istediginiz konumda ship olmadigim
dogrulamak Igin floroskopideri yararlanin

BukUlabllir katatan karener sinUala konumlandirma
Koronaralnusostiyumuna girmak igin btlkulabibr kataiari postariyor
olarak, hastamn soluna dogru ddndlirlin. BUkQIebllt kalaterin
istediginiz konumda okrp olmadigini dogrulMiak igin floroskopiden
yararlanin va kUgUk miktarlarda kontraal gCzelti enjeUe edin
BUKIllebiRr kalalen kotonar sinusun igaritine dogru llarietin

6.5 Venogram alma
KoronarsinOsa birlesdyeneyiriBrken. koronarveskUlatUrUnenatorrisinl
belrlemek Igin venogramlar alinmaliditr.

6.6

Attain6227DEF Katatari kullanirkan, venogram alinmasi hakkindaki
ayrintili taHmatlar Igin, 2,3 mm'Uk (7.0 Fr) vaya daha kOgtlk br
venogram balonuyla ayni ambalajda buluntn OrOn balgalanne
bakin.

SelectSita C304-S55 / C304-L691C304-XL74 katatan kullanirkan.
venogram alinmasi hakkindaki ayrmoli taHmatlar Igin, 1,85 mmuk
(5,6 Fr) vaya daha kUgUk birvanogram balonuyla ayni ambalajda
bukinan Qrtin balgalanne bakm.

Transvandz cihazi bdktllabillr katalara yarteytimie va

transvanbz cihazi konumlandiima
Transvandz dhazi bOk&labllr katatara yariagtinn Transvandz cthazm
yeriegUrtimesl igin istenan oranda bUkUImanin sagianmasindan sonra,

ayrintili konumjandirma talmallari
ambalaida bulunan UrUn belgelarin

jin transvandz cihazia ayni
bakm.

Geraklraa, bansvendz cihazi yenidan konumlandirmak Igin bUkiilebillr
kaletari kuHanin.

8.7

Bukillabilir katatari transvandz clhtzdan gikarma

Uyan; BUKkQIebllr katatari gikarma glrigiminde bulunmadan Once,
gikarma airasinda damara hasar gelmtsim onlamak Igin distal kismi
mUmkUn oldugunca dOzle”rin.

Uyant Keskinin kasia yuzeylb gdbakla va katetei ga8i aksanlyle ayni
hizada tutun. Kat”ri vaya kesklyr llari gari hareket eltirmeyin. Bu
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2. Kasna hakkinda bigi igin Ek BdUm A'da verilan 4gii ydnergeien

izieyin

3 Bokoiabilr ksMar transvandz dhazm gdvdesmdan gikariUiktan
sonra bukuiabir kaletari va kaskiyi abn.

7 Aynntili Cihaz tanimi
7.1 Taknik ozalllklar (nominal)

Farsmalia 62270EF Model ~ C304 Model
Kilavuz lal Mataryal Paslanmez gelk P8slanma2 %eik
Uzunkik 120cm (47.2iitg) 120 cm (473 mg)
Cap 0,09cm 0.09 cm (0.035 mg)
(0,035 mg)
BUKUIlebilif Mataryal: PoHslai blokarrad ~ Pokatar blok arnvd
kaldter
KuRamla- 45 cm C304-SS9. 30 cm
b ir C304-L99: 40 cm
uzunluk: C304-XL74 45cm
Iggap: 2,4 mm (7,2 Fr) 1.9 mm (6,7 Fr)
Oi; gap 3,3mm (9,9 Fr) 2,8 mm (8,4 Fi)
BUkulebllr gagerll degil C304-S59; 35 mm
katelenn (1.39ing)
arigim 0304-169. 46 mm
mesatesl| (1.SOIng)
CM4-XL74.55 mm
(2.17110
Egrinin gapi gegerU dtgil C304-SS9 33 mm
<1.30Ing)
C304-C69: 37 mm
(1,45 Ing)
C304-X174.53 mm
(2.10 ing)
Katatar Materyal: Polietllan Poieblan
dilalOrti
Kullanila- 60 cm C304-SS9: 42,9 cm
bRr C304-L69: 52.9Gm
uzunluk: C304-XL74: 57,9 cm
Diggap: 2,3 mm (7,0 Fr) 1,85 mm (5.6 F>
Valf Iggap: 51 mm(15,2Fr) 51 mm (15,2 F)
maksimum maksimum
BUKUIebilif 4,0-6,0 Fr 4,0-6,0 Fr
kateler
keskisi



Parameire G2ITORF Modet G204 Model
[ ] 1.2mm 1.2 nvn

(18,0 gauge} (10.0pmge)
SHngs 120¢cc 9 120 ¢ {m)
Uywrky LIwm@2Fn 1SemUSF)
loudler n\ahim:;z MMk

1

:n:: 23 m“&.ﬂ L 25 cown (5.8 F)
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Appendix A
Sliting instructions
A.1 G2304N) slitter

Annaxe A

Instnsctions relatives au découpege
A1 Cutter 8230UNI

Anhang A
Anleitung owr Yerwendung des HillanauRrenners
A4 ROlsnauttranrser 6290UNI

Apéndica A

strucciones de corne

A1 Cortador $230UN

Sijiage A
nstructies voor gebrulk voor het mesje
A $230UNI-mesje

Appendiocs A
letruzioni su come effettuare ¥ taglio
Taghterina A.1 $230UN

Vedlegg A
natrubejonss for
A.9 6230UNI kniv
Biiaga A
Stitaningsinstruky
A1 SZUNI siitter
Napépmpa A

QSewies xomils
A Zysaripag BZIOUNE
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Titmg A
Cpalideningevajiedning
A1 SZ30UN alitter

Apindice A
Werucdes de corte
Diapositivo de dorte A.Y §230UNI

A" figgeldk
A hosezvighers vonaiozd wtasitbeok
A S20UNI tipusi hosszvigd

Oodetek A
Wekazdwid dotyczace clgcie
A1 Né2 do cigcia wzdhainepd S20UN

Pitioha A
Pokyny k separaci
A.1 Separaini nic 6230UNI

Npsnoncenne A
Hocrpympm o
Crwevvep A.1 $220UNS

Priloha A
Pokyriy na rezanis
A1 Razal $230UN

EK BAKIM A
Keame talimatian
A1 6200UMI Kokl
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Appandix A
$Rting instructions
A.2 6232AD) slister

Anhens A
Instructions relatives au técoupage
A2 Cutter 6232ADJ

Ashang A
Anlsitung 2ur Verwendung des Hllenaufirenners
A.2 HUBsnauftrenner $232A0J

Apdndics A
Instrucciones de corte
A.2 Conador $232ADJ

Bijtage A
Instructie voor gebruik voor et mesie
A.2422AD)-menje

Agpendice A
Istruziond su come effettuane i tagho
Tagiering A.2 $232ADJ

Vediegp A
Instruicsjoner for kutting
A2 S232AD.S kniv
Bilaga A
Shisningeinstnuktionss
A2 $232AD. skitter

Napdermmo A
OBppleg xonmrys
A.2 Ixwarhipag $232AJ
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A.2 8232AIN elitter

Apdndics A
Instruges de cors
Oispositivo de corte A.2 6232ADJ

‘A" figoelék
A hosszvigera vonatkord vissiRisok
A26232A0) tipusi hosszvaghd

Wakazdwid dolycrace cigeia
A.2 Ndk do cigcia wadiuinego $232ADS

Piicha A
Pokyny k saparaci
A2 Separaini niid 8232400

Npmremsime A
HHCTPYRIMN 7O CPOIANIND
Crwrrep A2 §232AD4

Prilcha A

Pokymy na razenie
A2 Rezat $222A0)

Ek BiOm A
Kesme talimatian
A2 8232AD) kewnki



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



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

a1




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



WAV BRI NG, OO

Tol. +41-21.802-7000

Fax +41-21-802-7900

Awttralla

Medironic Ausiralesia Pty Ll
Waterioo Road

North Ryde, NGW 2113

Austnile

©Meukong. inc. 2010
MT1BR20B001A
201047492

L

*M7188298B0
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[[Tepesoo ¢ anznuiicxo20 A3vika Ha Pycexuil A3viK]
[Ha 6ranxe xomnanuu «Meomponux»r)

«Mearponnk, Hux.»
{Medtroaic, Inc.)

710 Mearponux [apky3# H.E.,
Munneanonunc, Munnecora 55432,

ClIA

{710 Medtronic Parkway N.E.,
Minneapolis MN 55432,
USA)

wWWW ‘

Ten.: 001-763-514-4000
daxc: 001-763-514-4879

IIucrmo-3anBaeHne

Kounanua «Mearpomax HMui.», yUpexaeHHad B COOTBETCTBHH C 3aKOHONATENBCTBOM
Coenunennsix IlITaToB AMepHKH, OCYIICCTBAAIOMAA OCHOBHYIO ACATENLHOCTH MO aApecy:
710 Mearponuk  Ilapkysii, MuuHeanonnc, Munnecora 55432, ClIA, HacTosWMAM

TIOATBEPXKAAET, GTO NpUNaraeMas AOKYMEHTauus, TexHHueckoe pPyKoBoacTBO Ha CucreMy
rubkoro xarerepa SelectSite™, papuantn ucnomnenus: C304-859, C304-L69, C304-XL74,

ABIIAETCA BEPHOH H HEH3MCHCHHOM KONTHEH OPHIHHANA NOKYMCHTA.

/nodnuce/ 28 oxmsbps 2021 2.
Wma: Menanu Buncenr Hara
Jomkrocts: CTapinii AMpeKTOp N0 HOPMATHBHO-NIPABOBOMY

PEryHPOBAHUIO
INTAMII HOTAPUYCA

[LImawmn:

Amanza Kprctie fneyex

Horapuyc

MHunnecoTa

Mos nuilen3ns Aelicreutenbaa ao 31 anpaps 2024 r.)
/noonuce/

28 oxmabps 2021 2,

Crpansua 113 1
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Mepesena 'pomoBa AnekcaHzpa MnTpuesHa

Poccuiickas deaepaums
I"opos Mocksa
CepMOro iekabpst e ThICAYM ABaALATb NMEPBOro roga

A, Koponb Buktopua AnekceeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbLCTBYIO
NOA/IMHHOCTb NOANNCK NepeBoAYMKa FpomoBoii AnekcaHapbl AMUTPUEBHbI.

Moanuch caenaHa B MOEM NPUCYTCTBUMN.
JINYHOCTbL NOANMCABLLErO LOKYMEHT YCTaHOB/NEHA.

3apeructpupoBaHo B peecTpe: Ne08/82-H/77-2021-

YniayeHo 3a COBepLLUEeHME HOTapmnanbHoro geinctens: 400 py6. 00 kom.

rersosad newars  [1OAMACH B.A. Kopors

HOTAPUYCA

MpoLWHYpoBaHO, MPOHYMEPOBAHO ¥ CKPEN/IeHO nevaTbio " J

NOANMCh

FEPBOBAA MEYATb
HOTAPUYCA®
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Poccuiickas ®epepauns
['opog Mocksa
Cegpmoro Jekabps ;Be T TUW ThKTroroga

A Koponb Buktopus AnekceesHa, HoTapuyc ropoga MockBbl,
CBUZETENbCTBYI0 BEPHOCTb KOMWM C MPEACTAB/IEHHOTO MHe
[OKyMeHTa.

3apeructpuposaHospeectpe:M 08/82-H/77* 2021- ~

Bcero MpolHypoBaHo,
npoHyMepom~uckpen/eHo

A _an
YNnnayeHo 3a COBEPLUEHNE HOTApUALHOTO AeiiCTBUA: yb. I'IeLIaTbIO_P ﬂI/ICT( a OB)

B A Koponb
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Medtronic

Medtronic, inc.

710 Medtronic Parkway N.E.
Minneapolis MN 55432,
USA.

www.medtronic.com

tel 001-763-514-4000
fax 001-763-514-4879

KOINm«

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 or
affirmthat the attached documentation, Instructions for use for delivery catheter C315H20, C315HA40,
C315HIS, C315J, C315%4, C315S5, C315510 is true and unaltered copies of the original documents.

21 D ji'20
Name: Melanie Vincent Date
Title; Senior Regulatory Affairs Director
NOTARY STAMP
% -A N .
Amanda Christine Janecek
Notary Public
Minnesota
My Cowrissiofi Expires Janwly 31,2024
/3 Nosl
Page 10f1
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M7154078001Jc.(m 7/12rt0 4:52 pm Medtronic Confidential

UCa00Sxiaxx EN  US/OUS EE MR
4.B75J7.125 niche* (123.825 mm > 180.975 ir*Ti) Acc DVD RO4

M71540?E001A.book Page 1 Monday, July 12, 2010 «liSO PM

IMedtronic

C315H20, C315H40, C315HIS, C315],
C315S4, C315S5, C315S10

Delivery catheter
Catheter d'introduction
Einfiihrkatheter

Cateter introductor
Plaatsingskatheter
Catetere di posizionamento
Innforingskateter
inforingskateter
KaO£Tnpa? ToTTOo0ETNarls
Fremferingskateter
Cateter introdutor
Vezet6kat6ter

Cewnik wprowadzajqcy
Zav”/ideci katelr
[ocTaBouHblii kKaTeTep
Aplikacny kalller
Ta8ima kateteri

Instructions for use mMode d’emploi m Gebrauchsanweisung
m Instrucciones de uso m Gebruiksaanwijzing m Istruzioni per
I'uso m Bruksanvisning m Bruksanvisning m06r)yi£” XPI1?
m Brugsanvisning m Instrugoes de utiiizagao mHasznalati
Litmutato m Instrukcja uzytkowania m Navod k pouziti

m VIHCTpyKUMsa no akcnayatauun mPokyny na pouzivanie

m Kulianim talimatlan

wsa Caution: Federal Law (USA) restricts this C€
device to sale by or on the order of a 0050
physician. 2010
t Refer to Ihe ‘Acc_DVD' category In
I M715407B001 RevA — doc#163256 for Pnrrtng fretrucfions
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M7134078001_fedm 711210 452 pm Medtvonic Confidential

UG0S BN USIOUS EE MA
A.575x 7 125 wohas (323 825 awm n 140 G798 mvn} Acc_DVD_R04 )
~ )
T A ) . i
@ A MIiearteIQIALNASE Taze [ Mommaw, July iD, 2nID 40t @ ‘9 .
N
‘ .’
S
‘i

4 = -
. N AR B <o Retwr 1o (ha “Act, OVD" oateqory 0 — @ %
M715407800% RevA Joci183258 dor Prniing (MAncions. !

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



M715407B001_sym.frn 7/12/10 4.S2 pm
UCa00Smn EN US/OUSEEMR
4.875* 7.125 Miehee (123825 nm * 180.975 mm)

M715407B00iA.book Fage 3 Monday,

July 12,

The following are trademarks of Medtronic:

Medtronic

Explanation of symbols on package

labeling
Rafei tothe package label In see wHich symbols apply tetMs product

CootormtlS £urop8enn« (European

Conformity). Tins symbol mearrs that the
device fufiy con”tes wrilh European
Drectrve AIMD 90/365/EEC.
0050
Date of rperrufacture
Use by
Lot number
LOT
Sleriized using ethylene oxkte
STERILE EO g ety
Do not reuse
IK «-X) Maylrrurm slorege temperature
Open tiere™eel here
Catakrgire number
REF
Do not use if package is damaged
For US audiences onty
TUSA

Consul Instruchons tor use

Cuter diameter

ManufocUrredin

M7154078001 RevA
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Medtronic Confidential

Acc DVD R04

2010 4:32 PM

EC authorized rapresenlalive

lec|rep
Inner diameter
Package contents
Quede-CBtheter dilator
Product documenlaltori
m

Contents of Package
Ttds package contains productdorxinientaticn. i vessel dilator, and 1 of
the following C315 (“haters.

C31SH20&H40

C315J

C315S84

C315S5

C31Ss10

Rsferto Itie’Acc_OVO" category In
doolie32SS for Pnning InstrucOons



7154078001 _symin 71210 4.53pm Macktronic Confidantial
UC2003cuy EN  USOUS EE MR Ace DVD RO4

] 4875 x 7.925 qches (123825 rvn x 150.075 mew)

NM-154L7GCCiALe0k  Fage 4 Moreay, July 12, 2310 4:4 PM

e
X
. 4
2 )
" ‘y rs N
. B\ L T T Refer 1o the “Ac VD' cetegyory o
M715407B001 RevA dock1 83238 ke Prmiing InsirxSons
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M715407B001_chftn 7/12M0 4.53pm
UC2005<y»« EN US«USEEMR
4.575 »7.125H1CMNm (123 825mm» 1B0.S75mm)

715407BO00iA.fcool: Pfjge 5 Monday,

1 Device deecriplion

TiM C315 A » «ineM-uM pmenl*n*«11 caNet»r iiileneed to mtroduce
venous typn of pacing 01 d«flinBe(or Meds ind catbeiera T7ieC315is
packaged wNe a vesael dilator for introduaion into Nee vasculature
Pioiartaly, the C31S 51 equipped «Alta berTtoelllkvalve andthe dntal
tp is radiopaque to faoflAe imaging under fluoroscopy The C315ie
designed to be sHittable. toeiePy aHowing 4s removal after device
placement A rariety of curves are avaiatoe to accommodate vartoua
anatorries arkf drflerent lead tocalons

11 Contents of package

Seepage 31lor packageconterrls

2 indications for use
TheC31SelndKated to) the incoduckonolvanous types ol pacing or
defiteillator leads and catheters.

3 Contraindications
UseoflheC31S percutaneous catheter is cortrainr&reled m paMnts
with obstructed or inadequate vasculature.

4 |Afamings and precautions
Necessary hospital aquipmeni - Keep external deSbriettion
equipment nearby Ivimmiadiete use during Inaerlion plecement. acute
leed syetern testing, or whenever arthythnaes are posable or
inlaneonaly induced Baclug, pacing should be readil|r available during
impianl Um of a dekveiy system andtor leads may cause heart block
For further Intotmabon about this and other potential adverse tvento or
compicakons. relet to Ihetechrueal manual packaged wrththe
ippropnaie product
Vessel and tissue demage - Use carewhen passing a caineler through
vaeselsand basue
« Avoiddamage.suchaepertoratiomanddiBsecttons.toveeselsend
catOec t««u*. durtng catheter peeeege end posmoning.
« Do not push, puk. or rotide the catheter agamet teetslance If
resalance ie met. diecontinue movement, deiermne the reason for
res«lance, and take appropriate action before continuing. Oemegs
to lhe catheter may preventitfrom performmg vnth accurate lortiue
response and contr”, and moy cause vessel damage
Device compatibility - Use the catheter only veSi compatible
trarisvenoue devtoss No lest data Is available to demonetnle
compatibility of any nor-Ntadtrome device with Ihe catheter.
Consequences of using ihe calhetor with licompalible devices may
include the Inabikly to Uelver the trenevennito device or damage to lhe
transvenous device or catheter dunng delivery
SMiing evsluallons on this product were conducted using Medtronic
Universal Il or Medtronic Adjustable Slitters These are the onty sinters
tecommertoed tor use with the C31S cstheter.
Inspecting the sterile packages - iikkoectthe packages pnor to
opening
« Contact your local Medtronic representative and provide the lot
numtiai from lhe outer package label if the seal or package is
damaged or Ifthere are any concerns regarding product integrity.
Do not use Net product after Its expiration dale.
The recommended elorage lempsreture tor this product is at or
below40°'C (104 'F).
The catheter set has been stenbzed with ethylene oxide prior to
shipment
For single use only - This device la Intended only to be used once for
e single patienl Do not reuse, reprocvss, or resleriize this device tor
purpoee of reuse. Reuse, reprocessing, or reeterihzntion may
compromtsa the strueturil Integrity of the device or create a risk of
contaminatian of tha device that could resusS In patiem irvury. iliness, or
death.
Handling the catheter- Handle the catheter with cate at all times

« Do not kink, sbetch. or severely bend ihe catheter.

= Do noutee surgical instruments to grasp the catheter
Do not use excessive force wlien inserting a catheter into a vessel.
Ensure the catiieler is thoroughly fkished and free of air pnor to use.
+ Avoid contact wNe Iquids other than blood, sakne. or contrast
solution.
Use in conjunction with riuoroscopic guidance and proper erii-
coagulatlon agents
Flushing the catheter - Use the side port on the hub to flush the
catheter. The catheter must be thoroughly flushed and free of air pnorto
use. When using the side pod. curKlder aeebng the proximal opening of
B» hemoslabc valve with B thun* or torefingor
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5 Potential adverse events
« eiiembolsm Infection

irregular heart beat
meiiesknaiwidening

« altergic reachon to contrast medie
‘ ertertovanouaflalulatormation

« bteedngittheineeftonarte pertorabon

« brachialetexue kifury pnsuToOtOrax

m cardiBC tamponade subclavian artery puncture
« disMdgemenl thrombophletabs

« dfsaectlon thiorttoosis

+ endocanMs valve damega

« heart block vascular oectusion

+ hematoma torrrtetion vessel damage

= hemothorar

6 Directions for use
8.1 Device preparation
1. FkishlhtC31Swtlhsaine
2. Piece NeedileterintheC315
3 Flush Ihe 4MI»rwNe salne.
8.2 Recommended procedure
1 Obtain venous access
2 Advance the C315 and dilator together over a gudewire Into the
rigM atrium using fluoroacciy
3. Remove Nee ddttor.
4 Position Ihe C318S catheter nllia desired tocabon.
5 Remove the gwdevrire.
6 Adrinca e lead or catheter throughthe C31S to Ihe desired locallon
7 When a lead has been peeWonad In the desired tocation. remove
lheC3ISbysitling.
8 FormstructioneonremovfnglheCSISbysHbng referiothe
technical manual packaged with the sMisr.
7 Oetaited dtvice description
7.1 Specifications (nominal)

Parameter Models cats
Guide-calheter Mtteflal PoVethylm
itlatDt Inn«i ®9NYyw 0 Be mm(2 BFr.O0U In)
minimum
Outef diametm 1.7S mm{52 Fr,0.06B in)
rnssimum
Guide calhetei Material: Polyelher block smde.
Jno«f diBmetdr 11 mm {54 Fr. 0072 1)
rrinmum
Outer diameter 2.4 mm{7 0 Fr.0 092 «)
rnayimum
CortcsKble Leads 14 mm <42 Fr, 0.055 in)
orsmallNe
Compabbte Inner Transvenous Devices 1.7S mm(52Fi. 0.088 In)
oremaller
Model number H20 S4.85.J S10.H40 HIS
Guide catheter 20cm 30cm 40 cm 43 cm
usable length (7.9in)  (11.8In) (15.7in)  (18.9 H)
Gulde-caiheier dllalor 28.5cm 385cm  51.5cm  51.5cm
usable length (112in) (152in)  (20-3In) (20.31n)

S Medtronic disclaimer of warranty
For compiote disclaimer ofwarranty information, see the accompanying
dieciaimer of warranty document

9 Service

Medbortic employs highly trained representatives and engineers located
Ihrougliout tlie worldto serve you and. upon request, to provKIs training
to quskfied hospital psrsonnel In the use ot Medtrmec pioduote
Medtronic Bleo maintains a profeaslonal staffto provide technica!
consuasfton tu pmduct users. For more information, contact your focal
Meditrorfle reprasenlatfva. or cell or write Medtronic at the appropnaia
telephone number or addraas Baled on the back covei.

Rater to the "Acc_DVD' category in
doc4iie3256 tor Printing Inshuctions
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Les denominations suivantes sont des marques commerciales de Medtronic :

Medtronic

Explication des symboles des etiquettes

sur I'emballage
Se reporter a retjquetie sur remPslisge pour ssvnir quels sytTtwles
s'appHquent 8 ce produtt

ConfomnleEutopeenne Cesymbole
signifie qua le disposifitest endirement

C C conforme 8 la Ortechva eursp™enrrs
AIMO 90/385/CEE

0050
Date de fabrtcalion
Fabrrcent
A litlliserjusqu‘au
Numaro de lot
LOT
Starliisatiori paroxyde d'etpytane
STERILE EO paroxyde detpyt
Ne pas rdutiSser
iy +x> Temperature maximale de stockage
|. % x>
Ouvrir ib/D8lacPer id
NumerQ de reference
REF
Ne pas utiiieer sr FeTbslMBOE €S:
endommage
Ne s'appUque qu'aux Etuts-Unla
TUSA

ConsuUei la mods d'emploi

Diarr'iee” eiterisur

Lieu rae Ndbrtcation

bl

M715407B001 Rev A
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Represenlant agree dans la Comrmmaule
europeenne

Oametre Interraur

Conteno de I'emiaHage

Drlataeeur de eatheter-gurde

Oocumentetion du prodult

Contenu de I'emballage
Cet emballage rmrrbenl la drxrumontaQort du prodrjtt. | dilatateur
vascuiarra at 1 des ttathelersC315 survanla :

C31SH20 at H40

C31SHIS
C315J
)
C31584
C31sss
C31ss10
Refer to trie +Aot;_OVD" category In vT

rSoe#ie3256 for Prineng Instructions
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1 Description du dispositrt
L« C315*41 un Ramaier pefcutar>4 t in*g« unlqu* prvu pour
rintroductiuii do diveis types desondM de stimulation ou do

Mde catheters. Le C31S estlbuml avecundilsteteur
AKIHtant niitroductioii dans le sysiime vMCUIaire.
Ls C31Sest aqulp4d'une valve htmostitlque prolmale et rexti4miNe
distale eat radlspaqut do sorts a Nao<ieer la vlauelnaDoii sous
radloscopie LsC31S astdeccupable, cequi perrnvtsonretraitaprHia
miee an ~ace du disposifif. Divarses courbures sent dis|>onlbles pour
tSpondia auv anatumlas varldes at au« dlddianls amplacemenis de
sondoa
11 Conitnu da I'ambaKage
$a ropottar an page 7 pour connaltre le contenu de rsmtiallsgo.

2 indications d'utilisation
La CSlISeat indiqu4 pour Tirttroducbon da diva's typos da sondes da
stirfMitadon ou da datbrllladon et da cae\*tate

3 Contre-indlcaiions
L'udliaatlon du cathSter peroutand C31Sast conlra-Indiqude char lee
pallantadent It ayaldma vaacuhnre estobattud ou non sdapta.

4 Avertlssements et precautions
Matdriti hoapltallar rtquis - Conae>ver un dafltxiHataur aitarne a
proximild Immddiatd au cours de rittsedior, du poeitionnomenl. das
tests dtsseuila d I'implaniadon ainsi qua cheque iolaque das arythmias
pauvant auivanlt, inlenHonnelldmeritou non. DIspoMr d'unt sHmulatiun
da sacouta pandant I'lmplsntiition. L ulilisaUun d'un systdme da
posibonnement at/ou da sondes peutprovoquer un bloccaidletiue. Pour
pluB dinfurmations aur ca point at sur Ms sutras uflala lacondalriN ou
compHcatlona potentials, ee reporter au manual tachrSquafoumi avac la
produrt Gorraapondant
Ldalona vasculairas at tissulaiies - Lintroductlon d'un cathatar dane
las vaiasaauy at Ms tiaeus ddt dire efiectuda avac precaution
m Pandemia patsagaal la posrbonnemantdu oathdler, lea
parturationa at Ms dissecbons peuvarrt endomniagar Ma vansaaux
at lea liasue eardiaques.
Ne p « pouaaer, brer rti tourrter M cethdtor an (orcant. En cas de
rdststsnce, na plus bougar la cathdtar, ddtemSner la cause da cede
resistance at pratKlra las maeuresapproprliSas avant da pouisuivra
Si Mcalhdlarast endatmtase. sa manipulation sera dfficileetilne
‘rdpendia* pat da la manidra souhaitde. 1) risque dg~amarit
d'andommaga’ lea valsseaux.
Compati&ilitd du dispoeitil - 1l natairt uMmar la cathdlarqu'avac das
dispesitiM endocavitairescompMblta. On nadepose d'aueunt donnda
eipdrimwiiale d~noniranl M compalbilld d'un quelcunque dispoMf
d una autra marque qua Madbonic avac M cMbdter Lea conadquencas
de rubfisaoon du catheter avac daa disposieM IntompaBbMa pauvant
dbaMesuivartlee imposstfailtddtddinvtarlasdispoeitrtiandocavllaires
ou endommagament dudisposltil andocaviUira ou du eathdlat pandant
laddivranca.
las esses de decoupege pour ca piodutt ont aid rdalsad avac Oat
cuQars ArQistaida<MMeOirmtic oudas Cuban Unlvaisal Il da Madironir
Ca som lee seuts cuCeis recommandda pour una uhtsalion avac M
citfhWar C31S.
Vdiilicaiion da la etariiftd das tmballagas - VdriAsr socnausemar4
Ms ambalmas avant rouvartura
+ ComactarunreprasarttanlloealdaUadlronieetindiquarlanumdro
da bl igufantsurrd B qu” da ramballage aild Haul ai la Mrmatuia
harmdiiqua ou MeTbaHage ast andommaga ou an cas de dome
quanti nntdgirtd du produX
+ Napasubisarleprod<4t«sadats<raipirseonestddpassda
« LataiTg>drduiedaslocKagaracommandaapoureaproduilnedOit
paaasceder 40'C (104 *F)
« LatysUma de catheter a eld sidflisd d | oxyda d'dihyidna avant
d'dira axpddtd.
A usagt unique exclusivement- Cadopoeiataal rdaarvd d un usage
umaua at pour un seul patent Na pas leuMaar ou ratraXer ca dMiposrbf.
nlM raaldnisar dartsle butda lerdobisar LaidubMaNon.letabaXement
ou la rastdnksBtion rlsqua da compromettra rwagnw stnicturA du
dMpoartifou da M contanbnar. ca qii pourraX aniralnar das biessuras.
una maladia ou M daces du pobani
ManMutaHon du cathdtar-Uampulai M ctlhdtar evecle plus grand
solnt lout moment
« Na peaplar. tonka ou etandra lortamant M calhdter.
m Me pas uHtar efinstrumenis rhirurgicauii pour rranpulsi M
cathdtar
+ Ne pas usiisar da forces aiceeuves lors da ilnsaibon du cUhdtar
danaun vaMseau
m VdndarqueMcatbdtereetsoignausamantXncdetvidddairavanl
ubbabon
« EvKai Mconlactavecdas bquMas aubtsquaMtang. MsokAon
sabna ou Ms produXsda contratta

M715407B001 Rev A

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

Medtronic Confidentia]

Acc DVD RO04

July 12, 2010 w501 PM

« Utilise' le dispostti‘soua controls radosuopique ai avec das sgalla
anbcoagulants appropnat
Rinjaga du cathdtar-UUkaer rofiXca lalaraldu laccofd pour rincai la
cathdtar. LecathdiardoX dtre acignauaamentrincd at viddd'air avant
utlllsason. En cas d'ubhssbon do rorttSce Mtdrsl, enviseger de farmer
harmdtiquememrouvarturv proximalada la valve hdmoslatlqua avacM
pouca ou Tindex.

6 Effeto socondaires potentials

Idsiont vasculairas
occlusion vascuMlie
perforabon
pnauinoUiorax

ponefion da rartdra sous-
ciatndre

« Biylhme

* bloc cardiaque

+ ddplacamant

m disaacllori

« dlargissamrnt rddiashnal
« amboliegadeuso

m andoenrdita rdacHon allargique ou
« formation do tatuMa prodml de contrasla
artdriovibnausaa saignemerti au sits
+ formation d'hdmstoma dinsertiort
« hdmothorai Ismponnade caidiaqua
« infection ih‘ombophldbXe
thioiTtbosa

Idsiondu plexus brachial
* MsiunsvalvulBiras

6 Moded'emploi
5.1 Preparation du dispasHif
1. Rincer isC31S avecuna solution aaXne.
2 Placer MdIMIataur daitslaC315.
3. Rinesr le dilatateur avac unasotulion saline.
4.2 Proeddura recommandda
. Obtanirun seeds veineux.
2 Faira prograeaer la C31S at le dilalataur an bloc sur un guide
mdiBiKque, vats llorelLiBOe droite. sous radioscopie
Ratlrar la dilatateur.
PosKionner M caNedler C315 d rempiscemenl souhaad.
Rabrat M giida mdBBque
Fairs progrataarunt sonde ouun cathdtar vis leC315jusqu'd Is
poaidon souhailda.
7 Lofsqualas$oiyladetdanelBpo«ibonseuhaXd«.ratirar)aC315par
decoupege
6 PourconnanreMsinstrucdotisderetrartiluCSISpeiddcoupage
sa raportsr au inanuel technique Inrrd svec la oXlei
7 Description ddtaill4e du dispositH
7.1 Caraetdristiquas (vaMurs nommaMs)

ENESIENY A

Paramdtri Moddtos C31$
OMatataurde Matdnal  Poiydthyldne
cathatar-guida Oiamelraintdrieur: 0,96 mm (2.8 Fr,
0.038 po.) mXsmum
Oiamdtra exidiiaur: 1.75mm*,2Fr,
0.068 po.) maximum
Calhdter-gulda Malanal Arrida de potydthar
Dlamdtralntdriaur 1.8 mm(S.4Fr.0.072 po.}
minimufn
DiamMre »rt*ri«ur. 2.4 mm{7.0Fr.ONe po)
rrmmmum
Sondas corrgsHbEMB 1.4mm(4.2 Fr.0.0Wpo)

TBOTMT

Dtspoarbls andocavitaiies intanaurs 1.75 mm gs 2Fr

corhebblae 0.0BBpo.) maximum
Numdro de moddM  H20 S4.85.J 810.H40 HIS
L™MQueuf du 20cm 30cm 40cm  43cm
cad>«ar-guida (7.9D0) (118po.) (157 poj (16.9 po]
LonipiairtuesdXedu 285cm  38.5cm Sl Son 51,5cm
AlalaMur de ctfhetai- <115 po) (1S2po) (20,3 pd.)

guria

B DBni de garantie de Medtronic
Pour oblanii das nlormadons compldtas si? laddn da garanba, sa
rapoitarsu documantdaddnidegarenbe joinL

9 Service

Madbonlir ampMM daa raprdsamanMat IngdniMiis dOmanl fomids dans
Mmondaantlaraltndavousasaistttal surdamanda. da dispenser das
court da formation au partonnti hotpaialei quallld ublsantlasproduits

Ratartd tha'Acc.DVD' category in
doc*ie325e for PnnXng Inaliuctona
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Bei den folgenden Bezeichnungen handelt es sich urn Marken von Medtronic:

Medtronic
ErlSuterung der Symbote aufder Autortslerter RepiissiiUnl mder EU
Verpackung EC REP
WA che Symbols fur diessa PtcduUzutielfiiii. sninehmen Siebtttedem durch
Verpsckunssetikett Innendurchmessec
Conformity Europeenne (Europtrsohe .
KontorrretSt). Dieses Symixil besagt, dass Verpackungsinhalt
das Carat allan Vorsctirifien der
e\_Jropalschen RichSnie
AIMD 90/3SS;EWG gerOg FunrungskatbetefcSletBlor
HeisiuNungsdatum
Produktdokumentatkm
" : - . Inhelt der Verpackung
Zii varMeriden bis sinschieRIch Drese Packung enthalt die Produktdokumentabori, etnen Gefa&llatalor
urrdeinendet lo"endten C3tS Kalheter.
Losnummer C315H20und H40
LOT
Stenfsiert rnt ANgyteno>id
STERILE EO o
C31SHIS
74cht zur VAedervarwendung
IK f-X MaximaSe Legerungrtterujeratiir
ALXX )) 0
J-i o+
Hrer denenfabzfensn €189
Katalognummer
REF C31584
Daif bei beschadigtot Verpackung iHchl 1
verwendetwarden
C315S5
Gilt nur for Laser in den USA
1USA 1
. ’ C31ss10
Bedienungsanleilung konsulberen
AuSenderohmesser —_——
Hergcsteiltin
-t?7-

Refer la the +Aoe_DVD'* ratevory In

M715407B001 RevA doc#ie325S tor Pnnttng InsftucBons.
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1 Beschreibung

BetmEmfutukathMer CSIShanttekes x b wnmnn ruT etnmalioen
Geé&rsuch bestnanten peilodanen KalhMct rur EmOhning
untBTSchiedkner Artenvoo ElektrodM und KattMWf hir SHmulstxinpdtr
Oefibrilation ZumLiefe(«xntanede«EinflihiKaV<»t*>sC31Sg*hert«in
GaflOdilalatDc zur leichtefen EinUhnine del Katheten n dai
GeMsystem

Praiimel vofbgtder Einftrtvtatheler C315 Qbet «n Hantoeta&evenkl; <Ri
distale KatheWspftze bl rOn”enkonlrBH)ebend und srmeglictu
dsdurdi die BiUi~bur” unter Ourchleuchtung. Der EinNihiKaUietsr
C315 kann au”NieschKil w1 somit nach Platziarung dar Elelctraden Oder
Kametarwiederendemlweiden EaaindvenehiedeiieBiegeformen
MtrtHdi, da untarsctdadichan anatomaohen V~AMiMcen und
EieMrodanpos”onari garacMwarden.

11 _Inhail derVeipackung
Oei Packursinhall 111 aufSada 11 beachntban.

2 Indikafionen
Oar EKdilhiliatha(arC31Snl nrdia ElnlUfvung unteisehiadtictier Aden
von ElaUrodan und Ktlhalar fOi Shnulabon Oder DetbnIMion aidiziart

9 Kontraindikationen
Die Wiwanching das parkutanen Kadietara C31S iai bai Patientan mit
var»diloanen odarinadlquaten CasfiOan kondalndizMn.

4 kvamungen und VorsichtsmaSnalimen

Erfordartteha Klinlkauaruslung - WaBen Sie ein axtames
DatbntobonagaiM bared urn (basaa w«niand dar EinUhrung und
Pia&darung balm akuten Tael daaElaktrodanerslemsodwbeiener
mCgachan Oder baate Ichtigttn InduMon von Anriylhnean sofort
nnaatzan ru Unnen. WShrand dar Implantation muM aine Sadtup-
Sbmuledon varfOgbar asm Die Vaiwandung von Elnftihtaystemen und;
Oder ElakPodan kann zuainamHerrblock ruhren Weaeralnformaoonen
Qbar iSeaa und andaia mogkcha Komphkabonan Bndan $ie ai dar
Gabrauchtarmaisung turn entspraimondan ProduU

Gatal- und eawabaachadlgung - Oatien Sla balmIforada”~en das
Katbelars durcli die GeMfta und dee Gewabe luAersl voiaichdg vor.

« BalmVonchteben und bai dar PtaUierung das KaUiatersbesteht
die Gatehr ainar BaichliSgung von Gefl&en unddas Herzgcwabes
bis bin zu Perforadonan o ~ Oesekdonen
Oar Kalhetar dart nieiilgeganlAllderMandgeselioban.gazDgan
Oder gadrabt warden Balm Auftraien etnas Widaratsnds muss die
Bewsgung zuntsbst untarbruuhan. die Uraacba dee IAMersL.snds
erminek und fOi AbbINe gesorgl warden. Eine BeschSdigung Oes
Kalhetaisksnndazu tuhran. disa diesar nicfitmehr aO/pal” aulain
am proximaian Ends ausgaObtaa Orahmomam anspricht und doaa
duren (tie mangelnds KonltoUlaiMrkail Oetdlivarlatzungan
varuraacdit wa™an.

KompetlbilltiK zu andaran Produklan - Verwenden Sia dan KaHietar
ausechkaBHcn in Varbindung mil Kompaliblan ttansvenosan ElaUroden
Oder Katbalam. Fin nlchtvon Medtronic nargastellle tranavenosa
Elekbndan odar Kathalar anlaVafen atahen keina Tastdetan zum
Nactiwelsder KompetlbSratzu dam hlar baechnaOenen Kaltielsr Dia
Vatwandung des KaWatera in Verbindung mt Inkompatiblen
transvanUsenElaktrodon udarKathatein kannzurFolgehaben. dust dia
IrantvanCaa Elaklrode odar dar Kithatar nicM irrplanbart warden kann
Oder balderlm|>lantabon baachadiglwird.

Das AutacrililzverliaRen dieses ProduKts wurda unlar Verwandung von
Madlroruc Univaisal V1 Scriittzmotsern und einatellbaten Medtronic
Schktzmasaem untaisucht Es witd ampfulilen. uueschleQlicri
SchMzmasserdiasarAttinVatbindungmltdemEintUhrkaNeeterC3I5zu
varwandan

Untersuehan dar Slarllvarpackung - Komrollloren Sla die
Verpackungan vor dam GlFrian.

« Beleiner otwaigan BeschadlgungdarVerBiogalung odar
Vadpsckung, und be! Bedankan NnalcbHcli der Unveraetirltieit dns
Produkts wenden 8l« alch LI » untet Angaba dot auBen euf dor
Verpackung aulgedruckten Chargennummat an Medbgme

« OaaPrcduktdarf naoti AMautdea VarwandbatkaHtdaturm ncht
mahr verweridet warden.

+ Dieaes Produkt darf nlcM bei Tampertturen untet 40 *C (104 'F)
gatagerl warden.

« Der Kattieterwurdavot dam Versend mit Athylanoxld slarikslatl.
Nur zum ainmaitgan Gabrauch - CKeeas Carat darl nur fur alnan
Pabanlan verwerxlat werden Dieses Qsret nicht wiedetverwendon.
resteilksiaran odar anderweitigwladatverarbelten IMedarvarwondung.
WIledervararbeitan odar ResterlissPon konnen die struktiirella Integntai
das Carats beirktacht”en und orhohlas Risbto dsi
Garalekontaminierung imd aomt Verletzung. Erkrankung Oder Tod des
Patranlan veruraachan.

Hantlaran mrtdem Kathetar- Beim Handaran mitdam Kathetar Immer
tabr uuialchiigsain
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Dar Ksihater dart nicttt stark gabogan. geknickl odar gedabnl
warden.
Der Kalhetei darl nohl TU chirurgecban Instrumenlen angelaast
werden
BeimEinlblHan desKaUieletBln amGetaBdarlkeinesfaHeeine
ObermaBig hoha KraR autgewandai werden
m Der KaOialer misa vor dam GMxuuch gdimHcb geapOR und
anlURetwarden
Jagichen KontaUnSIFIOssrgkeitenauBer Brut. KochaalzKeung
odar Korrtrastmaai varmaidan.
m Stets unlar DurcMauctitungskontroae und unlar Eksaatz geaignater
Carinmingsbammar vwwandan.
Spulan das Kathalars - Dan Kalbetet t&et dan Saitananschlusa am
Kadiateranaatz ipOlan. Oar KaPwter muss vor Gsbrsucb grundkch
und antktAat warden. BM der Verwendung dee
Sertenanschkisses kann es sinnvoR sain, proximale (Mnung des
Hamcelsseventtls mt dem Oaumen Oder Zatgeflnger abrikcMen.

S MBglictie Kompllkationen

LuRembole lidsklion

aiergiscria RaekSonan auf unregakriaeiger Harzschlag
KordraetmNeei Vetgre&atung das
Bidurig artedcvanOser Frsteln MedraaRnurTB
Bkitursgan an der EnNehistele Perlorabon
Verletzung das Plexus brschtiis Pnaumotborax
HatzbaulaRaoioneda Outcftslacban dar A
Drsiokation aubclavta
Drssekbon ThrembopNabtas
EndokanMis Thrombaea
Harztriock Schadigung dar
HamatotTtMidung Hatzkiappan
Hamothorax Gaftewarscbluts

GaklIBvatlatzungan

6 Gebrauchsanweisung
$.1 VerbaraHung
1 Den Emtohrkatbater C31S mit KochsaizMaung spOian.
2 Den Dil*ater tndanQntthrkehalarCSISainaetzan.
3. Den DUatalor ma KcchsalzlOsung spOten
$.2 EmpfoMenesVeitahren
1 Einan venSsunZugang herstaRen
2. Dan ElInfUlirkattielei C315 zuaammen rmytdom Dilatator uber einen
Flihiungsdrshl unlar Durobleueuung In dan lachlnn Vortiof
veHSChieban
3 Den DilatBloi enttarnan
4 DenEInfOnikatheterCSIS andorgewUnschten Salle po~onieren
S ZuerstdenFUhrungtdrihtentlemen.
B. Elne Eleklrode Oder einan Kathetardurobdan Elnfuhrkathetar C31S
bit zur gewUnachlan Position vorschieben
7 Nachdemdar Kalhatei an der gewUnschtan Stele pcailUonlart
wurda. den ElntuhrkstheterC315dufch AirfschHtzen entlemen.
8 Elne Aniallung zum Aubchblzen dcs ElnH)hrkathelarsC31S linden
Sie Inder Gebrsiirheanwalsung des Schltzmessers

Refer k) the *Ace_DVD' category m
docB18323e ker PnnB instruckons
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7 Detaililerte Beschreibung des Gerdts
7.1 SpezHIkatlonsn (nominal)

Patamslef ModsBaCSIS
FQhrunesXa Mateiisl: Polyithyfen
theterdiotatnr Innenduiohmasser 0.B6 mm (2,8 Fr. 0.038 EoH)
Minirmum
AuSendurchmesaei. 1.75 mm (5.2 Fr, 0.0S8 Zoll)
Maximum
FOtirungska- Malensi' Polyatherfeockamid.
tneter
Innendurchmassei. 1,8 mm (5.4 Fr, 0,072 ZoH)
Minimum
AulSendurchmessar 2.4 mm (7,0 Fr, 0,062 ZoH)
Maximum
KompaUbfe Efektioden 1,4mm(4,2Fr, 0,055 Zoll)
Oder kMner
Kampafble Innenliegande 1,75 mm (5,2 Fr, 0,088 ZoH]
Impfentationabilfen Oder M«ner
KodaAniBnmer H20 S4.SS.J ai0,H40 HIS

20cm 30cm 40 cm 43cm
Fbhiungskatheteis (79209 (11.8Zoll) (15,7200 (18.6 ZoB)

285cm  385cm  515cm  51.5cm
FUhrungskathelsrdi® (113 Zoll) (152 ZoH) (20.3 ZoH) (20,3 Zoll)
tators

8 Medtronic Haftungeausschluss
Vollstandigs Infoimallanen zum Halhmgsausschlu&s finOsn Sle Im
bene(|sn<isn Doluiment.

9 Service

Medtrenic beEchaftl0l Ubatafl anl6s/ Welt fieivoriaeand auagebildete
Uitarbaiter unel Ingenlmjre, die Ihnen bsl Fr~sn Oder ProbleTen zur
Setts sishen. Medtronic beschafbgt auSerdem lachkch veisiarts
MitarboKer, die die Anwender unsersrProduKte in technischen Fragen
beratan Nenn Sle nShere Intarmationen benOt~an. wendan Sie eich
bitte siSiriltSch Oder talefcinlach an MeetTonic. Adreaasn und
TclefonnumiTiern Snden Sie aufdem ROdrumechlag.

Refer to the 'Acc_DVO' category in
M715407B001 Rev A doc#ie3256 fer PnnBng InstrocDuns
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Las siguientes son marcas comerciales de Medtronic:

Medtronic
EXp”CﬁCiOI’] de los simbolos que Representente aulerlzado en la UE
aparecen en el etiquetado del envase EC REP
Consulle el etigjetede del envase paraideM cm los simbokn que i . .
leHeren a este producto O Diirnetro interne
Confomita Europeene (Conlomiidad .
europea) Estesimbolo indicaqua el Conlenido del envase
CC diepo&ltivo ciim”e iolalmenle la
Direcdva Europea 90/3S5/CEE sobie
0050

productos sanltBiios rmpiantablee actives Diletarior dal catdter guia

Fecha de fapricaclon
Decumentacldn del produclo

m

Contenido del envase
Este envase coneene la dacumentaci6n del producto, 1 dilatador
vasculary 1de loswjulentes uatSteres C315:

No uUlizar despu8s da

NOmere de lots C315H29yH40
LOT
STERILE EO Estenlzado medlarde oxide de slLieno
C318HIS
No ‘euhkzai
(K XX'C Ten”ratura maxima de elmecenamento
Jif XXX'F 0
Abl' aqui/Despegar aqui C315J
Niimen} de cataiugn
REF C315S4
No uUlizar si el envase esla dahado 1
CJisss

S5>Qephcable en EE.UU.

1USA 1

. . C31Ss10
Consultar las instrucciones de uso
Qi8mePo eitemo 1
15
Refer lo the ‘Acc_DVD' category In
M715407B001 Rev A doc#183256 lor Piinting Instruceons
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1 Deecripcidn del disposttivo

EIC31S«e un(nlll a perci”neade untoto ino diMAado pen
>n«odudrvsnre Bpcsde ubtos y caMlern de etemulecidii a
desibnlarldn. El enve&e del C31S induye un diMtador ve&cufar pare
introducddn tn b vescublufa.

En MI exttemo proximal ei C315 esta equpedo con unt viKiiile
hemotlMcay la ponta detal es radiopeca pera tedKar ks
procadimientos de dacndaEco poi imigent* bajo Huoioacopia. EI C31S
eetd disensdopaia quesepueda cortara In de permttr tu exiraccwn
Paa la colccecidri del drspositiva ExisTe i;na vanedad de curvas para
lograrla adaptadPn a laadisdntas onatomlaey uUcaelonesdel cable.
11 Contenidodel envase

Contulte el conlenkio del envase an la plglna 19.

2 Indicaciones de uso

El C315esta Indigado peia lalntrodLicadn de verloa Ppos de cables y
ca(4teres de estmulacldn o dedlbnlaciAn.

3 Contraindicaclones
La uPlizaddn del caUter percutineo C31S eeta contiaindicada en
padeniBs eon wna vtsculalu'a Inadacuada v oMtiiilda

4 Advertencia» y medldas provantlvaa

Equipamlanlo hospitalarle necaiaho. manlenge un equips de

deslbfilnclAn extemo cerca para utHznrlo de Ininediatodu‘ante la

Inboducddn y uoloeecMn del diepoeltivo, duriirte laa pruebes del

siatama d« cable, oelempr* que te puaden producif o Indudr arrUrrias.

Se deba disponar de eatInxilacldn caidlaca da laiarva durante la

impilMaoldn. La ulilizaddn del aiatama de Implantacidn, las cables o

amboe puede causar un bloqueo caidiaco Si daaea cbtener mas

Informaddn sobre este u otras eventos advsrsoe o camplicadanes

potibiea, conaulta el rranual tdcnlcoque sa Induya con al producio

corraepondlenie.

CsAoan loavasos yen losteJMos. extreme laa precaudonea al hacer

paaar un ca’eler a Iravte de vasos y tepdos

= Duiente el evance y la colocaaPn del catMer, avito lesiones en los
veaos sangulnaos y enelta|do cardiaco. coTo parejeraplo
perfbracionas o disoceanas.
= No empuije. jyre nitra del catetaf cuando note resisler'cla Si note

resistencla, detengB ei evance. deterrrine el moWo de la
resistenciay emprendalaacddn oportune antes de continuar. Sl el
caiaier esta dabado. as poeible que la respuesta de toisidn y al
control no seen praolsps; ademas. se ptieden causar danes en los
vaaos

Compatibllidad con otros dispoattivos: utiHca al caMter tolamenle
con disposltlvas intravsnosos compattblea. No ta (Mpona da datoa de
pruebas que pemitanderrKatrat lacompatibllidad da otros (ksposilivos
nofabnoedosporMerftonkconalcattHl Eiwelaseonsacuendasda
idkzsr el cateter con rSsposilivasincomprtbies caba mendonar la
insposildad de Introdudr el dispoaNavo iniravenoso o Is poeibdded da
daAar el diMVeriivQ inbavenoso o el caMter durente el procaso

Las evaMsoones de corte a las que ae be somebdo tala producio as
ban reaizado con cortadocas Universal Mo aJuatabMs, atiibas de
MeiEionic. EsMs son Ms ilnicas coradoras recomendidaa para |AHIzar
con el caMter C315.

InspeccMn de les enveses esMnles: intpecdone loe envaaes antes
de abrslos.

« Pringsaeen contactoconelrepresentanteMcaJdaMeOlromcy
fecflilele el n"Cxneroda Me que consM en la ebqueU del envase
extenoi, si el preonto o el envase estan dsAsdos o d bene alpuna
duda eon respecto a la inlegndad del produdo
No se recornenda ulffzar al produdo deepuM de le fecha de
caduddsd
La larnpertiure de ebnacenaniento recomendada para seta
produdo eade 40 *C (104 *F) oinMnot
D conynao de caaHet ha sido esteraodo con Mido da edlano
antesda suenvio
Dlisposillvo da un tele uso: saw rSsposibvo ce de un solo use y pera
unufuco pederria. No laullce. reptoceserareatleiiiiceetlediapoeitvo
para tu raublizaddn La ceuMncidn. el ieprocaesmienNeo la
reestenlzeeidn del dsposAivo pueden ponet en pekgro su inwgndad
esbucturd openerar rteagus de cuntarnneddn del mtsmo que podri»)
povocar al padenta lesionae. enietmedades o la namne.
liUnipulacidn del cateter. TancpuM el catatsr con oadado an lodo
momento.

* Notuerzs.esllrenidobleenexcaaoelcatslet

« Noutmcelnstmmaritesqdruigioospajasuietarelcatater

+ No ejerza demasisda fuerzs cuando inserte un csMler tn unvaso
Aseguresedequeelcateleretlienniasadcatondoyvaciodeaire
antesde ubizarla
Evile qua anbe en contacto OJ1Squxioa qua no seen ungte.
sofudon salna o aoludr» de conbesto.
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a Lllilicelo |uiNecon una gult ItuoroscOpes y los agantes
anSGoegulacidn adecuados
Erquaguedalcatelar eti)uaguael catMer a Bavts del Puerto Mtmal del
conector El caMterdebe erquagecte a londoy vaciarse de aire antes de
uHzailo. Cuando vbbesel pueno lateral conaiderB lapodtOdadde
taper b abertura p uilniai de lavalvula hemostabca con el dedo pulgai
0 Indke.

5 Posibles eventos adversos

embofa gaseosa * eilactrdn

reaccMn MOrgicaa los Terlrmde ' Mdo cardiaco Iregular
contrasle (anitrria)

formaciOn de fistulas ensanchandenla
arteriovenosas mediaatiriicc
hemorragia en el Higarde pertoracsdn
Insetcion neumotdrsx

lesiAn del plexa braquial punii6n da M arteria
taponamlento cardiaco subdavM
d«splti2amierilo tromballBtxiis
dlaaccion tromboele
endocarditis leslAn vaNuMi

oclusidn vascular
lesiOn vascular

Moqueo cardiaco
lotmaodn de hemalomaa
nemotOrsx

6 Instrucciones de uso

8.1 PreparacMn deldispositivo
Enjuagua eiC31$consolucldnsalina

N

ColoqueeldHaradur en elC3t5

3. Enjuequeeldllaladorconaolucidn saiina

5.2 Precedimienio racomendado

1. Practique un acceso venoso.

Z Hagaavanrar al C31Sy el cHlatador juntos a lo largo de utta gura
basts la auricula dareche bajo fluoroscopia.

3 Extrarga PdilatadCK.

4 CoMqueel cel6terC3t9enM ubcacidndesesds.

5 Extrargalaguts.

e H”Bavanaarunctbiaocate)Bfalo!BtgodelC315hestaia
ubkad&n daseada

7 Cuando se bays colocsdo un cable en la ubltadon daseada. cotta
al C31S para extraerio.

8 ParaobletterinshiKoonesacstcadacdmocorteralCSISpaia

extraaria consula el manual lacneo qua se Induye con la
coctadora.

7 Oeeeripcidn detallada del dispositive
7.1 EspeclTicaciones (nominalat)

Partmetre Hodelos CJ1S
Oilattdordel Materiel PoietHano
caMter guis Oiimebo kitemo' 0ABTN<2,BPT.
0.038 pulg) mfinhTio
CkSmetroeitetno  1.7$ rmn <92 Fr,
0.088 pulg.) maxiino
CbIMer gula Material Amda adida de poHVer
OMmebointeme: 1.8 mm (9.4 Fr,
0,072 pulg) Tnuno
DMmetro exteme: 24 mm (7.0 Fr.
0.092 pulg) miximo
Cables compatibles 14mm (4.2 F.
0.099 pulg.) 0 menot
Diaposibvos ttibavenosoe mtemos 1.79 mm (9,2 Fr.
cortgsbbles 0,068 pulg) 0 menos
motfelo H20 84.88.J  810.H40
Longilud ubldei 20 cm 30cm 40 cm 43 cm
caMter guia <r.9pulg) (118pulg) (19.7 pulg) (18,9 pulg)
Longitud utildal  28,Scm 38,9cm SL.Scm SL.9cm
dtaiBdordel (NNZpilg) (1S2pulg.) (2a,3puig.) (20.3pulg)
cataMrguia

8 Renuncia de responsabilidad de Medtronic

Para obtener mfortracion compMa icercedela lanunot de
rasponsatxidsd, consuDe ei documanlode lanunaa de recponsabtiiad
adymlo.

Refer lo ih* «Ace.OVO' category In
doc#183295 for Printing Inahuttloiis.
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Onderstaande termen zijn gedeponeerde handelsmerken van Medtronic:

Medtronic

Verklaring van de symbolen op de Geaulonseefae vertesenwooidigttrin de
verpakkingslabels EC REP Europeee Gemeenschap

Coritroleei hel «erpakkingslabet om la aien welke itymbolan op dit Brmnertdt er

productvan toepassing zijn

Confbmte Eurupeanne (Europese .
Confdrrreteit) Dit syrrbaol lielekent dM het inhoud van deverpakkmg
spteraatvoHedig uoldoet aan de Europese

0050 RichSjn AIMD 90/385/£Ea

Dilatator voor de geleidekatbatei
ProducHedetum

Pabrikant I I I

Te gebrulksn tot en met Intioud van de verpakking
2 Deze verpakking bevat productdccurrientatie. 1 bk>edvatdllatatr>r an
1van de voigende C315-kethetera’

Pioductitocunientatle

Partijnummet C31SH20 enH40
LOT
estentseerd rmet etnyteenotide
STERILE EO © v
Voor eenmelig gebruik C31SHIS
iV +x> Maomale opsiaelemparetuut
|*x x>
- (i
Hicr openen/opentrckken C3183
)
Catatogusnummer
REF C315S4
Niet gebruken als de verpaUang
beschadigd ts 1
C3fsSss

Alleen van toepassirrg voor de VS .

1USA iCN 1
Zie gebruikeaanwlixir™ C318510
Buitendiameter 1

19
| uf0)......
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1 Productbeschrijving
De C315IS een percutane XsDietervooreenmaltg gsbrulX, (»a C«Onnls
« voof h«t Inbienge" van varscfillanue svortan galeiUinusdraCen an
kathalert voo'stimu'itle sfdeSbrillatie. DaCSISwonHverpaktmet aen
bkiadviidllalalcr vaer hat intxertgen In hat doedvatanstelBei

C315 haaft proximaa! een hamo&taseWep en da dislslalipls
tOnlgenondourlaatbaai om waargava met b~ ulp van

oorUchllng te vargemakKeliikan. Da C315 «

waardoor nij na plaatsing van hatlnstrumantkan warden vaml]clerd Er
zl/i vanchaldane urrven beachlkbaar voai da varechilande
anatemlaaoortan an poblsea voar da getareinpadradan.
1.1 Inhoud van <tavarpakking
Dalnnoud vande varpakking word! aangag”ven opUadzijde 19.

2 Gebrulksindicaties
Da C315 la beatemd voor hel Inbiengan van veiachillande suonen
galaidingadraden an Mhetersvaoredmulatie ofdafibnllatie.

3 Contra>inciicebes

Hal gebrulk van da C31S percutane kattieteriageconlra-Indiceerd In
pa««ntan met vatslopta of vsor inbrengan ongeschikta blog/lealan

4 Waarschuwingen en voorzorgsmaatregeien
Banodigda ziakanhuiaapparatuur - Koud uttwend”e delHxlllaUe-
apparatuur bl da harrd voar onmrddeeijkgebruk8)den8 hat mbrengan,
plaalaan, scuut testan van hat gaterdir"gaayaiaem, of In alia endeia
gavaHan wnarblj aritmia mogeejk la of opzattatjk ww4t opgewekt.
Tijdana da implaniBtie dient back-up-atimulaElaappaietuur baachikbaer
lazijn. Sebrulk varr aen dellveiysysieBmen/af da galekkngsdfaden kan
laldan tut hartbWk Raadpleeg da lachmacha narrdlaiding b] hel
daabetrelfande productvoor meer Informate over daze an arklers
mugahjka uumpikataa an bijwerkingen

Bloadvat-an waafaelbaschadiglng - Wees voorzichtig als v aan
kalhalar door bloadvtfen en weelsel opvoert

« Voarkom achade. zoala parforabe an dissectte, aan bloedvatatt an
haitweeivtl Djdans hat opvueren an plaatsan van da kathatar
Draw, duw of trek niet aan da kadiater als uwaeistand voelt. Als u
waarstand voelt, bewaeg da kathotar dan nial verdar. stal da
oorzaak van de weetaiand vast an Ice hat probleamop voordat u
verdargaat Baschadiging vandc kathatar kan tot gevolghabban
datda kalhalai onvoidoande r*draaltng en a&iring reagaett en dat
daardoor bloadvatlataet onlsuw
Compatibilitaitvan hulpmiddalan - Gabrvak da kathatar tatakdland
metcompa6beletran*venauzehulpmiddalaa ErB|ngaanlaatoagav«r<s
basohikbasr voor hat eaiitortan van compabbillarl van real door
Madbordc geptoducaarda hulpriwWdalan matda kaWelar. Hat gavotg van
hetgebfuik van de kathatar mat InrompeUbale hulpmiddaiBnkan  dal
hatbansveneuze hutpmddal nM gaplaaM kan wordan ofdat ar ejdens
da ptaMsing schada ontataat aan hat trsnavenauza hulptniddal of de
kaSreter.

Evaluella van hat spijtan van <H product la uMgavoard mat UnrvaraW U-
maaiaaefinstaeraramasjaavan Madtrome. DHdindaanigamaaieadie
vmnian aanbevoian voor gabruk mat da C315-kaNeMat

De storiale verpakkmgan inspactaran - Inapactaar dt varpakidngan
voordat u daze opanl

« Neem contactw met l4adtronic an varscfMif hat perttnuminar op

hat akkat van de bittanvarpakking ala hat zagal of davwpalung
beschad™td la of ais &> ptoUaman rfr wat batraft da inlagnlall van
hat product

« Grtnak hetprodudnlalnenal varsiniKan van da vanraUalutn

« OaaanbavolenoptiaoMnvetMuur voordk pioduclli bljofondar

40'C (104 T).

« DakalhetefsdisvOorvarzandinooaelanlisaardmetethytaatvoinda.
UitslurlerHI voor aanroabg gabruik « M productla uilakjiland badoeld
voor aanmakg gabruik bl aan pabent Nial opniauwgabnakan of
heratentsaran. Door ha) opmaim gabnakan of barstarlHaran ken tie
aapaiaatworden besmel anfof da abucluut van hat apparaat wordan
aangatest. wet kan lesulatan ai Msei. dakle of ovat“dan van da
pedant
De katheter hanteren - Hanlaer da kathatar la aHan tkde voorzictwg.

+ Dekathelwniet kniticen, udrakk#i>o(o«#miabgbulgen.

« Gabruik geen ehkvcgiactia inslmmantan om <la kathatar vast te

ken
GebruikgaenovarmalgektachlBliudakathatarmaanbloadvat
fnbrangt.
Zorg atvoor dal da kathatar vOOr gabruk gronkg doorgespoatd an
voleAg onttuchtis.
Vermad contact rnetandaravloelslolbn dan bload tyaiologische
zoutoplossing of conirsalvtoaiMof
Gebrukdekalheter ineombmaea meirwitgandaotlchling an
gasrdvkia antisloikngsneddeian.
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De kathatar doorspoalan - Oabiulk d« zijpuorl op de hub om de
katheter door te spoalen Da Kalhetar moat vOdr gabruik grondig
doorga”oald on v<lledia onducht zijn AM u da zijwort gebrulkt. kuni ii
aventueal de prailmala opening vanda hemostaseUep dichlhoudan mat
uwduim ofwliavingar

5 Uogelijke complicaties

Luchtembole * Irriactia

Afleiglsche raaclia op ' Onragalmalige hartslflg
conbastmiddel Varwljding van hat
Vermitg van artehoveneuze Astels inadlaadnum

Bkieding op de lrbrer>ilaaM ParfofBfie

Verwonding van da plexus Pneumothoiai
brachlsRa Subdavla arteriapunctra
Harttamponada Trombofiebitis
CiaMcatia Trombosa

Dbsactia Hertkl"beschediging
Endocarditis Vasculaira ocdusie
HartbloK Bloedvatbeschadiging
Bkredultstortingen

Hemothorax

6 Gebruiksinstructies

al Voo”reiding van het product

Spool de C315 door met fysioioglschezautopkisalng.
Plaalsdedllatator*ndeC31S.

Spoai da dilatator door mat fysiologische zautopfnaslttg.
Aanbevoian procedure

Zorgvooftoegangtotdevenen

VoerdeC315 en de dilatator saman over aan voaidraad op tot m
hat rachteratrlum. meibehulpvanrdnQendooflichling

Verwljdar da dilatator.

Powdoneer da C315 katheter In degewarcataiocatta

Verwi)dei da voBidmad
Voeraengeleidingsdraado
gawanste poaitia.
Wanneereen geleuSngscPaBd opde gewanata poalba laingabracrit.
ken de C31S worden verwiplerd door daze la apbjien

Raadptaag da tachnacha handMdng brj hm masfa voor inskucClea
over hat varwi|daren van da CSISmetbahuVvaflmsnljding an
spijang.

7 Gedetaillebrde productbMchrijving

7.1 Spacificaliaa (nominaal)

W N e

®
NP

o 0w

wviadeCSISnaarde

~

@

Panmalar CslIsanodeflan
Driatator voor da Uatanaal Potgetbytaan
galaidakaltiatat BmnencfiamMai. 0,96 mm (2.SPr 0.038 inch)
minaneal
Biitandtameler 1.75mm#6,2Fr: 0.066 mob)
maxkneai
Geiaidakalhalei Mataiaal. Potyethertriokamde
BinnenrEametar 1.8 mm (54 Fr; 0,072 inch)
iTsramMl
Biatenamatar. 2.4 mm (7.0 Ft 0,092 inch)
maxmaal
Compabbale geleicirtisdraden l](.i,4 mm (4i Fr:0,055 mchlof
lema,

1.75mm 0.2 Fi. 0.068 inch]
ofidainar

Com~bbele ademe trarsveneuze
Sddalen

mtodabumuner H29

Brutteralangte van 20 cm 30cm 40 cm 43 cm

dagoMidolijlheier  (7.9inch)  (Il.Bincli) (IS,7incn) (16.9inch)

BiukCare lengteran 26.5cm 385cm  51.5cm 51.Sera
(te diiatBtor voofde  (lINineft) (15,2nch) (20.3inch) (20.3 awh)

S$4.85,J 810.HM HO

e UitsluKing van garantie door Medtronic

Voor voltertge garanbe-kiformake wontl vatwazan naat hat bi|gaakMn
garaneadocument

3 Onderhoud

Medboracbeschiktover hoogopQeleide vartaganoroordigara anlachnici
op locWie ki de hele wereid die u van denal kunnan zgnan op verzoak
tranng van gekwafficaeid aekanhuispafsonaal In hat gabruk van
Mertbonc-produclen kunnen varzohian Daamaasl basclukt Madhonc

Refer to the ‘Acc_DVO' category in
doc#ie3256 for Pnndrig Instrui.tions.
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Medtronic

Spiegazione del simboli sull'etichetta

della confezione
Vedeie I'etichena suHa conlazione pet sapem quail smboll «I appHcarto
a queato prodoito.

ce

Confomata Euiopeenne (ConfcHmili
Euiopea). Queato simbolo aioniftca Che
fapparecchio e pieeamefita csnfoime sUa
Oiratbva Eumpee UMD $0'38S/CEE

0050
Data dI fabbhcazkma
« «J
n
Numetod lotto
LOT
SiBtilizzato GCP casKla a’ ettleoe
STERILE EO
Non rlutilizrare
IK + X> Tenieraturo maastma dt conaervasone
. 4 " XX>
K>
4 n-
Aphre qui/Strai~re qut
Numen, dI calalago
REF
Non utlizzare se H confezione appare
danneggiata
Esclusivamonte per Il mercalo statunilense
1USA

Conauhare lalatiuzionl per I'use

O3

Dlametro esterno
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I marchi seguenti sono marchi registrati della Medtronic:

Rapprasentanla autorizzato pet la CE

EC|REP

Diametro intamo

Contenuto dsHa confezione

Ollatstore del catesre guida

Documentazione del prodoito

m

Contenuto della confezione
QuesiB conlezlofte conbene la documentazisne del prodoito, un
dilatalora vaecolata ed unc seguenti cateten C315:

C31SH20&H40

C315HIS

C31sJ
C31554
C315S5

C31ss19

Refer to N&e ~AcR_DVD* category In
63256 for Pnntine Instruc&ons
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t OMcriziofM (M dispositivo

UC31S 4 un eamMra p*«cutaimo ntonovu <totén«o w /imneuscn* /
vHtlpd «WtiuLilMaiiditbmotoor»» ottrfdrfimilorw nl»«ul Lm
oonltaorwM etIMar* C31$ c»il»ne un AWatox pw IMnxluMM
tMl iMlama vatcglii*

HeaMm* * doMo A unavahola amostalca In poalllone pcoawnalt a
A una punU Attala raAopaca cim ne agavola A vilauakzzBMna m
tuoraacopla. licalataiaC31$ 4 proganato pwaaaara rimoaao nwAanla
mc«Mna <topo UpoaiSorvamanto del AsposAvo. E inotta AiponAle con
vena cunt pat adaguartl ad anatomm Avana a alia Avama potizleni
dagi aiattrocaMled

1,1 CoflMnuie della eonfaztone

Pari contanulo delA conlaaone. vadara pagina 23

2 Indicuioniperluso

>C31$ 4 datdnaM aUntrodumnaA vantp A aWHocataCeil A
MtblaPena o delbrilaaone a A cAtan.

3 ControiniScazioni
L'uMzzo dal ealatara pafcutanao C313 4 coAeinAcaio par Mb quai
panen al’ M da unaMarns vaacotare otinato o madaguate

4 Avvertenze e precauzioRi
Diapeittivl otpadaliaH nacaasari- Dwanta la procadura A
mnaanmanto. A potizionementa, A testdefalaltrocaMtarebi baa acuta
fl InpravmonaA pcaaM adtmie spcntanaa 0 IndoSa.« raceomanda A
lenart a porllla A mano undaAbndaloraeatKna pai utlzzo invneAalo
n ease A necaatita Vandcara foumediata AsponiCiM data
ttmoiaaona A badc-up Asanle rtmfaanlo. L'utHzzo A unsataim A
ritaade ato dagl eMtioeateieri pud caieara un bloceo eardmce Par
(dtadon infomazloni tu gueato a gi aNe potential avand awam e
convdcaziani lara niarfmanlo al manuala lacnco ellaaccompegnail
deanJarAe

Dannl ai vaal a atlaatuto - Procadera con cauwia duranM
lintraduzionadalcalateca nai vaeanattaendc

« EvliBia A dannagparalvaa ad| bsatuto caiAeoo con parfocadoni
a dmsaiioni durante raWoduzione ad d poauMnamatdo dal
catatara
Non aplIngera, brara o ruoiare d catatara tacandotom Sav
Ineontra iMiaterua. inlarrompara4 mownarrlo. sndn'iduarall mcevo
Ndala laaiatanza ad adottara miaura adaguala primaA corAnuara.
$a dinnoggialo, Hcatalaia potratAe non ataata n grade A fomre
una dapoalaa un cantrodo adeguat deda loitiona a cauaiie dannl
alvaai.
Compatlblitu dal dlapoalUvo-Utlliznta Il catataratalc eon dnpnailivi
baiAvanos| compatibtd. Non aono Asponibll dab A leal die Amoatdno
la compelibldta di dlaposHivi non pnx I~ dallt Madlronic con Il cataUia
Un avanluale utlUzza dal calete'e con Aapoardvi incompallblil pud
rendara impoaaibile il poaizionsmanto dal Aapoadivn lianavanoao o
cauaara danra al dlapoaitivo transvanoio o al catatara durantt Il
postaonarnanto
Wabitaztorii auba nmoziona maAante indaiona A quatio prodotto aono
atata condotta ubbzzwtdo la lagbenna UnivaraBi Il o ta ligbaiina
regotabila. artiranAa deda Madtronm. Ouaala aono M umetw tagdaina
laccomandata par I'uao con Il calatera C31S
Esame daBa conlazioni atariB - Esamnara la contadiora prana
dad'apartuiB

« RivolgetalelrappraaantBntelticaledelaMadbonlcindleandod
nutnaroA lotto praaente tud eUefiatta dade conNzlona aatarra ta Il
tigillo a la conlezlone aono dannaggiati 0 ta tl nutrono duBbl
euH'intagnU dal pudotlo.
Non uaaie Il prodotto se lariau Aacadanza 4 atata lupaiala
+ Latumparatuia A coiitarvazione raccomandala par quaain
prtxloHo apart olntaBora a40 *C (1D4 *F)
Pnma dada tpadiziona liaal catatara a atalnalarllizzito conoaakla
A ablena
Eacluaivamanta menouao - |l iSspotttrvo 4 concapito aacluelvamantt
par uaa amgek) au pazlanta. Non nutiizzara dAtppcNvo n4 aolloporto a
rg>rocaBtaaonaotlatanlzzaztpnealSndeinulihzzo Incaeocordittio.
potmbbavanAcanl Il Pwhip A comprorrissiona dadinlagrlM atiuflurahi
dal Aapoalbvo o A contamnazlone dado staaao. con avantual taalon
maiaRla o darmaao dal paSante
Manlpetazlona dal catatara - Managgiaraaangitellcatalaraeon
caulaia.
Non illorclglax, adAigara o pragara accaativamante il catatar*.
Non aftonaiail cetataiecanalrumenbcliliurglrd
Non atarcliura lorza occaaalve neirinaertta It calatera m un vaec
Aaejcurani eha Il catatara vanga adegualnmenta iriignto a prtvalo
dlifla pritPO dairublizzo.
EviMre ognl contain con Uquidi, ad eccaziona A aangua, Mluzlona
aalna o eoiuzlone A conbaalo
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« MondoratarutodaidlapoaievolnlboioaeotMaubizzartappoaA
agana anbeoagulanl duranta la procadura,
Irrigacrana dal catatara - Par atlgaral catatara |Abzzaia la poila
laiaialabulraccordodal catatara Hcatatara dava aaaara
adaguatamenta Irrlgalo a prtvato A ana pnma daCubisQ Quando m
utUzza la porta bdarala. Mgdlata I'apaituia proaNmAa dada valvola
amoataltra con | podica 0 lInAca

S Poasibili eventi awersi

* tmbolaganoaa * miBziona

« raasont tfeqpcha A mazd A balMo canbacD magofara
contrastc adargamanto maAealinleo

* tormedona A Mola anarovanoaa * partoraziona

« emorragianel put* AtnsanmaniD  * pnaumcdcraca

« Mure A piaaso teaclwla purtota dtdatiane

« wnponamanfo carAaeo auedavta

m apottamanto * botboiiabla

« dnaaztona * bomboai

+ andocanMa ® danni AM valvola

* oecbiaiona vaacoiara
* danmvatab

« blooco carrkaeo
« tormaztooe A amalomi
* amotoraca

e Istruzioni per I'ueo
(.1 Praparaziona dal dlapoalUvo
1. Irrtaral calatera C3tS con loltaiona ladna
2 PoAziw<8iailA(MdotanaleetaleraC31$
3 Imgaral Alaittora con aoiuzKmaaadne,
(.2 Precadmconatgllala
t OBanata un accaeao renoao
2 Fgavanzaramean» dcatatara C31$ailPMotatAti suunitoguida
too a raggaargaia Faem daatro. monttaredo la procarluram
duoroacopea.

3 RinuQvara d rMataioia

4 Pe«ZFOO#«leeWereC315nadapoeiZFeredesiderala

5 <%muoveral to guOa

e. Farevanzare unaMbocatara o lai catatara alttavarso Bcatatara
C31S too B b poatpona daetdarata

7 Quando I'aMIroealalaia horaggkirrtolapoulonede&iderata.
ilmuovare If ealatara C31S tnaAanta nciaiona

9 Perleleiru2ioniaullarimoPonadelcaiattraC31$maAanla
Inciaona. Ana idenmanlo ai manuala taunico cha accompagna la
tagianna.

7 Deecriztone dettagllata del dlepositlvo

7,1 Spacifieba (nomintll)

Paramatro MadalH C311
DHalAoreael Maiaiiala poiadlana
edM*re Oiamatro Intarrro’ 0,ge nvn Q.e Francn.

0,038 In) mMmo
1,75 mm (5J French.
0.068 In) metalmo

Oiamalro aAamo

Matedale: pedatara anbda a blocchi

Catataragiads

1,8 ttwi (5,4 French,
0,072 In) minimo

2,4 mm (7.0 French,
0.082 In) massimo

1.4 mm (4~ French.
0.0SSin)oinlanore

Olamatto intirno:
Dianiatru awaino

Elatirocetalen compalibllt

1,75 mm (52 French.

DMpoartivi transvanoal intMn compatibl!
0,088 in) 0 biMflora

Numarldi medaUo H20 $4.88.J 810,H40 He
Lunghezza ubla dA 20cm 30cm 40 cm 43 cm
ealatara guida (7.9in) (118in)  (15,7in) (18.9 hi)
Lunghaza uWadA 2850n 385cm 51.5cm 51,5cm
dd_a(\jMora rlAcatatara (11.2In) (152W) (20,3In)  (20,3In)
quide

8 Esclusione dalla garanzia della Medtronic

Par Infoirnazionl a&aurlenb iiiiraarluelona della garanzia. leggara il
relatlvu documantu aliagalo

9 Assistenza

LaMaAionicdlapona A una lalt mondlale A lapprasarrtarrti ataenro
aitamanta quabtcall alvoatro aaivizlo che, au ncNeala, pobaono fomra

25
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Il necessano addestramBnta per fuse dti piodottl della Medlronic al
personate capadalierp. Inoitre, la Medtronic dispone dl uno stafi
protessionale ingrado dl lomire consulenza tecnica agt utenS del
prodoN. Per uSenon infoimarioni. rivolgersi si rappresenlante locale
della Medtronic oppure tetefonare o scdvere alO Medtronic ad uno dai
recaprtl elencati sulla retrocopertirra.
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Folgende er varemerker for Medtronic:

Medtronic
Forklaring av symboter pa produktet og
pakningen
Se pa pakningen Ne 8 Snne ut hvitke sympoler uim gjelDet lor dalle
prc-duktat
Conforniita Europaanne (earnsvar mad
C€ europaiek standard; Datte symbolel batyr
el utatyiel ar ftrilatendig | samsvsr mad
0050 EUrkrakliv90r385€ef
Produkslonsdalo
Siate ferbniKsdag
LOT-nummar
LOT

STERILE EO Snnlhsacl mad etyienokstd

Bare forangangsbruk

fK+xx™ Makalmum ONebevaitngsterT9e!atiir

ri)

Apnenar

Refeiansamimmar

REF
Skal ikke brukes hvis pakningen er akadel
G;eklei kun USA
1USA
Sa | txMksanvianmgan
Ytradiematar
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Adloriaerl reptasanlanl | EF-omridat

IEC REP

O

Pakningem Innhold

Dilatator for lanng&katetar

PiodukldokunKnlBS)on

m

PaknIngens innhotd
Oanne pakningen inneboider prodoktdokiimemsaion. 1 kardiiatatsr og
lav de fslgenda C315-katelrena.

€315 H20 og H40

C31SHIS
C315J
iCN
C91584
C31SSss
C31SS10
27
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1 BeskhveUe av enheten

C31S w e( pMunanl kaiM»/fw enganotbruhtom*/I+o+t toraintorine
Bvforslga™* typar paca-+ ! « (le§(1ralaloll*clmxar eg Kalataie. C315
ieveres samme«n mail an kardlatMcpt som fNeaa mn | bloeMrar.
ProfcaimeK her C3i5an hemosiaseventl, og 6an Oiataia hippan ar
lamgeitieeforatdan”~alvsreteBtseunda/gfannonihrsning C315-
mtelatel kan kuKaa av, tik at du kan ~rna dat attar at uMyrat hat bIr
piaasart KatMarat kan tevarea mad forakiallga kiutmngar, atk at dal
kanbnjkeatl uika (ypar anatomi og p i forakfattgasladai nir Mmngana
skat plaasares,

1.1 Paknbigens Innhold

Pi skta 27 alii imhoklal | pakrtngan Paskiavel.

2 Indikasjonerfwbruk

C31Ser togetfsrimfenig av bcakjeKga typar paca alar daAbnUtoi-
tedntngar og katelaia

3 Kontraindikesjoner

Brdk av C315 paituiam kaleler ar Kontraindisert for paaianUr mad
bbkliatt eSar uegnetvasta/latur.

4 Advarsler og fwttoldstegler

Nadvandip ayfcahuautstyr- Sarg Eara ha btgjangakg utatyr (or akalam
dafibndenng vad innlering. ptasaahng og testing av tadnmgstTStamat.
under dnptantaajorsprasedyren, og i sB/asionor hvordel kan oppati
arytmiaf anten tSaldig ailar konlrolafL Ha attlid backup-paeng M
Kgjangai g mens imptan”sforran pigir Bruk av irmfereigssyslam
ogieler tedningefkan lori/sake Avdsiokk Ou inner marinfanriBSjonom
datte og andre mutge bhrirkninger attar kompkkasjoner mdan lakn”e
hindbokan somfu i~ mad dat akluette produldet

Skada pi biodkar og vev-\ter (drsildqg air du farer at kd~er
S/annom blodkar og vav

* Unngiskadapi btodtiar og hisftavav. for akaampei parforaring og
dissak"iMi, ved innfaring og ptassaring av kaletatat.

« Kalaiatet m i tidia skyvaa. trekkes asler dreieB tms dat malar
mofetand. Hvisdal malar motstand. skalr&stareabavegalsan
fas~iifsakan til rmCstandan. og irtfare nadvandiga bttak for du
fortsatter. Skadar kan htndra nayskBg momatKraspons fra og
kontrotl ovei kaleteret noa aom kan forirsaka akada pi blod-
harane.

Lftstyrakempatlbllitet - Katstarat”™ 1 bare btukes samman mad
kompalibek liansvenest . Dat Annas ingan tligrengeBge testdala
som vissr st katsleiat ar kompahbatt mad utstyr snm Ikke ar produsen
av Medtronic Bruk av katataret samman mad Inkompailbell utstyr kan
foratil at dal trariavaoDse utstyral ikkn kan tares inn ailar skada pi
utstyrat oiler katataret under Innfaring

Evaluating av kutling iv delta produktet ble utlartmadjuatarhaia knivai
ka Medtrot ailar Linlvoreal Il kntver fra Medrotve. Dissaerdaonaste
kinvana som snbafalas 01 C31S-ksteteral.

Kontrollara da starlla pakningana- KofflroHer pakningene far da
ipriaa
KontaktdenlokBlaM«dbonlc-r«preeenlanlenogoppgilotnummeiel
pi aOkallenpi dan yira pakningan hvieforseglingen slier
amballaalan er skadel, oiler hvisdu ar | tvilom produktet arlniaki.
Produktet mi Ikka brukae altar sislek/rbruksdag.

Anbafalt oppbavailngstamperatur for delta produktet ar vad elior
under 40 *C (104 *F).
Katetoisattetaraterltisailmedetylenciksidrarleverino.
Kunforangangsbruk-Enhetenskal kuiitrukesangangtil en pesient.
Bruk Ikke enheten lero ganger, modifrsares oiler restenltseresfari bB
hrukt Igjan. Giarbnik, modffrsaring slier raslaiilisehng kan pivirka
«nhalona Integiital sBer fare OLnsiko lor kimtaminnsjun som kan
Intirsaks pasJsnisksdar, sykdom eOsr dedatatt.

Himltara katataret - Kateterel mi alMd hindteres mod IbrsikOghet

« Katateral miikka boyss krsffig knakkes ailar strokkes

* Bruk Ikke Mrurgiska Instn/mantertlli holds katateral

« Bruk Ikka mskl nir du lerar at keteter inn | an biodirs

m Katataret mi skyyes grundigtori ~ma alia lultbobler tor bruk.

* Unngi kontaki mad andre vsskar enn bled, Baltlesning alter
kontrstimiddal

« Brukas samman mad gjannomlysntng og agnada antrkoagujasjons-
midler.

Skylla kalatarat - Bruk sideportan pi koblngan vad skylthg av
katstarat Kntslerot mi skyOes gruneSg og vaira utan lullboMer tor bruk.
Nirdu brukai wdaportsn, bpr duvurdatai stenga dan prokaimela
ipningan p i hemostasevanOlan mad tommalan oiler pakefingeien
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5 Mulige bivirttninger
« ailargitk taakajon pi Kkatetarat lasner
kontrastnicttat * luflambok
+ artarlovanea Htakfannalsa madfatdnal utvidatse
* AV-blokk okkluaion sv blodkar
® bMning vad kintonngsstedal padoraaion
» disaakaion pnaumotoralis
* andokatdttl punMaring av artaita
« infektjon aubetawa
+ hamalomdannalsa skadapi blodkar
+ hamotoraks skada pi plexus bracNaks
« tyertaklalfeskada Irombolabitt
+ hjeriatsmponada tromboaa

uragakneasig hivrtelrakvans

6 Instruksjoner for bruk

5.1 KlarQartng av utstyrat

Skyl CSISmad tallvannsOKning.

SattdttattttoranIMilCSIS

SkyttdlWatofan msdsatvannalaamng.

AnbafaR pnsadyre

FitrigangU blodiron.

Bruk gtannomtysning og tot C31 S-kaWtaral og dlletatoran aammen
over an gittdavnrafrom Cthayta atrium

Flam driataloran

. PosnionarC3IS-k8teferalonakate(ed

Fjarn guMfaivitan

Far an ladrOng attar at katatorgJannomCSfS fram tlanskal sled.
Nil Mningan arpiassetanskalstad, 1)emarduC3ISvadi kiMa
dalav.

| dan takniska baskmatsan som fulgta mad knivan inner du
mfUmasion om hvotdan du garner C315-katatecat vad i kutta dat

NP

NoOR® NRR

m

7 Detaljert beskrivelse av enheten

7.1 Spasifikas”nar(nominalla)
Hodallana CS1S

Dllatsfor for Maianale: Polyetylan
leringskatetsr Indre dtameter Min 0.96 rnm<2BF.
0.036 In)
Ytradiamatar Maks. ,75mm(5,2F
0.066 in)
Faringskaleter Matsnule: Polyetarbkikkamtd
Indrodiamoler:

Min 1.emm(S.4F.
0.0721n)

Ytre cSematei. Maks. 2.4 mm (7,0 Fi,
0.082 in)
KomfaOole ladningei 1,4 mm (4,2 F. 0,055 In)
aliar mindie
KompaObalt indrs transvansst utstyr 1,75 mm (5,2 F, 0,068 In)
allai mindre
Modattnummar H20 B4.S8,J 810.H40 HIS
FennoskateterNe 20 om 30cm 40 rm 43 cm
nytlbare lerigde (7.81n) (11.8m) (1S.7in) (16.8 In)
Diiatelorone nyttbara  26.5 Q1 36,5 cm 515cm 51.5cm
langde (115!n)  (152m) <203m)  (20.31In)

8 Garantifraskrivelse fra Medtronic
Dei vadlagta dokumentat om gsrsnlifraskilvelae innahokler all
mlormaejon omdelta.

9 Service

Meditronic her hayt kvaliHserts represantanlar og Ingvniatar uvar hale
verdenaomstir tnijenaste tor deg. og aomvad fotosperaal glr kvaHAsart
sykahuspaiscnell oppUaring | bruk av Madtronic-P'oduklar. Medtronic
har ogsi en rakke prot»s)oneNe medarliaidere som kan gi taknisk
veiledning til kundent. Vad behov (or yttarUgare intorrms)an kan du
kontakta dan lokale Madtronic-represantanten ailar nnge/skrive ill
Madtionk pi telatonnummetet/adresBen som ar oppgilt pi bak-
omslagat

29
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Foljande ar varumSrken som tiilhor Medtronic:

Medtronic

Fdrklaring av symboler pH

forpackningsetiketten
A» inrpecknirigseSlienen framgSr vilka symbolef Bo T géll«r denna
produkt

CE

0050

Confefmita Europeenne (EiifOpeitK
Sondaicl] Denna symbr,! betyder afl
enheten heHfSper EU-dliektiv 90/385/EeG
om Bktiva mediantt-ikniska produkter for
impianlatcn.

TUfiiertiningsOatum

Far anyandfts tiS och rme«d

Lotnummer

LOT

SlerlEserad med etylenoxid

STERILE EO

Endast Ne eng5ngsbruk

X) HOgsta fOrvBiingaterrperetur
)

<+

Oppna hii/Die av hli
KaSalognummer

REF

Fir sjanvandas am toipsckningen er
akadad

GaHer endaei | USA

TUSA

Oa

Se bruKsanvisningeri
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AuktonssraO EG-ieprt»entant
EC REP

limerchameter

O

FArpackringens innahiil

DllelBtor bn styrluiNger

C Q ProduktdokurnsntBbon

Fdrpackningcns innehall
Den hbr (6rpacknren Innahiiler produktdokumentation, t kaikSlelBtor
och 1av foljande C315-kaletrar

C315 H20 & H40

Refer lo Ihe 'Aoe_DVD' oetegorv in
doc#ie3256 tor Printinfl Inetrucbons
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1 Produktbeskrivning

C31S aren ptikuten keteler Mr angingtbnik som envarxli vM inforino
av olAe sMiga aUmuMKiss- ellardelllxlllatorskiinroder och kalatrai
C315 levararaa Cliaammana mad an karlillleratar Mr Infertng | blodUirlen.
ProiimaK hai CSISan hamoatabakvenOlochden distala apalaan *i
rontsantst Hr alt underNela bikHagning under Auoroskoc» COISIr
konalrueiad a* all dan kan skllias upp ocldaimed kan dantat bod aOer
alt antietan her placeiata. Olka btitningar Anna, lom paaaar dka
karlformer DCh olka alaktrodplacaringar.

1.1 Ferpackningans Innahill

8a Sid. 31 Mr ftupockdinoeot Innvhin.

2 Indikationer fdr envandning
C31S armdikerad I0rinfCnng av c/lka alags alimuleiings- allar
daSbriHatoreieWroder och katatrar.

3 Kontraindikatloner
Anvandning avden parkutana katetam C315 grkontramdicand hot
[Mtienler rrted obatruaiada allar Inadakyata kdrl.

4 Vamingaroch fdrsiktighetsdtgarder

Nddvandlo utrustning p i ajukhusat- Ha aklid aktarn dalbtllitringe-
ulrustning i*H dllganglig Hr akut envandniny vK) inHranda, pitcenng.
akul elsktrodsystemtest allar nOrtralstarytmier Kan uppsi* allar evarklkgl
inducaras. BackupaBmulering skaliRnastil hands under IrrNleKtatlonan
Arrvendnmg av atl InKringasystam o”'aller alektroder ken orsaka
niartlAwk. Yttarligafe Irrtormatlon om denna or* andra mflj»ga
brvarkniriQar slier komplrkaliuner Anns | den tekniska marrual som
medHijNe reepaHtve produH.

Skadapi kkrl och vdvnadef-FdrslktighetrnisteiakRas nftr an katatsr
Hrs genom kail och vevnadar.

« Undvlkskador somtar. perforation odr dlesaketing pi karl act)
hisrtvevnad nar kaletern tors fiam och persltioneiaa

m Kaletern Mrinte iryckas.drasellefvridas omden mater motstind
Om motstind mate: h*9 kataiern strlla, taredap i vad som orsaksr
mo”andet och vidta sedan larrMiga itg3rd«r innsn midrandat
Hrtsattes Om katetem Ir skadad uppnis kenske mie rlitt
vridmomantsver och kontiol, viikel kan skada karlal

Produktans kompatibilitet-Amend katetam arrdast dDsammans mad
kompalibla Pansvenasa anhalar. Dot Inns Inga testdata ad trllg* Hr alt
alyrka kompetibritat marl andra anhasr an Madtrorkrs | Hrhillanda 111
katalem. Om kaletern anvinds tllisammans mad inkompaUbla vnlistar
kan fdljdart bk an den tranevervtlaa enheten Inte g*r aft fora In allar atl
den tranavan6sa antiatan eler katatarn akadas under inMraiidet.
Danna produkt har utvirderats genom sirMnino mad h|*Ip av Medtronic
Univeraal Il allar andra piatarbara Medtronk-enltNarktyg Inga andra
snitivwrktyg rakummendateslbi anvgndnng p* C31 SHulafetn
InspeUara de aierlla rorpaekningama - Inapektara HrpaclmuigaiTta
mman da Oppnas.

+ KoMaktadanlokalaMedtrcntoeprasantanlen odi uppgad«t
motrwrranartom sUr pi YttarHrpecknrigens etikalt om ftnagkngen
alar H<p«*ninpen ir skadad alter omd«t rider oaakafti*l knt™
praduktarrs mtaenlat

« ProdukMn Sr inte anvindas eter u/~fingadalum.

« Den h*r produfetan bdrinie Hivatas vfd larr<peraturet Over
40*C (104T)

« Kaiatetsalet har stanisetab mod etylenoxid Nea tevanns
Endastavsedd fdrangingsbnik - Dan h*t anhelan tr andaatavaedd
sk anvandasanging Hr an pabent Fir egiteranverufas upparbatasHr
itecamrindning a 1 omsteriisefas Ataranv8ndning. upparbatrang Hr
ileranvSndning alar omsteriteerirrg kan »rentyra imlrumenlets
stnikbireHa artegntat och alt kontamineral «strumant kan orsaka akadi
sjukdomalet dddstal hot patisnien.

Hantonrrg av katetern - Hantera aSlid katetam mad slor HraHdighft
Katalem lirkile vridas. slracAaseierbofaskraAigt.

GripMe tag i katetem rrted Ururgiska kstrumant
AnvandinteaW5rHo(kraltnefenkdeletH(tInitllk*rl

Katetam skavara noggrMspdad och ki kin kjAUraamindning
Uodvik konaH mad andra vSlakar an btod.SOHoanlng och
kordrastmedel
lunrindtgbarrmansnteOlluoroekopiskiedningochanvBnddaiMa
artikoaguteringsmsdien

8poMngevkalatem~Anvand adopoitan | naval Mr all spoW katetem
Katatarn ska vara noggrant spolad ochH Mn full Mra envandnng
Ovatvig as hiSa Hr dan hamostallaka venltens proklmala Pppning mad
tuRvnen a la pekingretn*r sidopoilen anvends.
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5 Potentiella blveiltningar

« lunambolism Inlektlon

m ailarglak raaktion mol oragelbundsn puls
kontraatmadal utvidgning av medioshnum

« irtehovands fistalbildnina peiHialion

+ blOdnmg vid Ingingaateilal priaumothorav

« akadalptekusbrachlalls punktion av artena

« hjertMmponnd subdavia

« dislokation tfombofiabll

« diaaaktion Irombos

« andokardit Maflskada

« hjlrtblorA kerlockKrsion

« hairratombildning kertekada

* hstrrotnoriH

e Brukaanviening
5.1 FPrbaradalsa av tiihalan
1 Spds C315 mad koksaltkisning.
2 PlacaradilatatorniCSiS
3. Spoladllatatorn mad kokaaDieaning.
6.2 Rakommtndtrad procadur
1 SarjHr itkomat imvanan
2 For In C315 och dllatHfoin lliteammartt Over en gukleoid till hoget
kammare mad hjeip av fluoroakopi.
3 Ta uldilalatom.
4. Placera C3IS'katalarn i Onakatliga.
5 TautguUatradan.
6 For Inen elaktrod aller an kotalar ganom C315 till enskat lege.
7 Avligena 031$ genom all anittB upp dais altar ell an elekbod har
placerats | dnakat laga.
B Inatnjktionei om hur C31S aviegsnas genom aniltning hnna | den
tekniaka manual aom Uljda mad snittvarktygat.
7 Utfbrlig produktbeskrivning
7.1 SpacHihationar (nominella)
Parameter

DikitatortlB
sivrkaleier

Modall C31*
Materiel Polyatylen
innarflierTteler, 0,9emm(2.eFr.a.03*In)
nknimakK
ynenkamelor 1.75 nan<5.2 Fr,0,0*8 H)
meilmalt

Styrkatater Materia! Polyetailtlodiarnd,

innartfesmeiar 1.8 nan <54 Fr, 0.072 m)
irinirral

YtlerOierTBtef. 2.4 mm (7,0 Ft. 0.092 in)
maximal

1.4rnT1(4,2 Fr. 0.055 In)

KompaSblt ataktrodei
elermndra

Kompafitili Hire tranavendsa enheter

1.75mm(3.2Fr,0.0B8tn)
Her rnndre

ModaHnummaf H20 $8.S5,J 810.H40 HIS
Styrkalalema 20 cm 30cm 40 cm 43 cm
anvandbara lingd (7,9m) (11.8in)  (1S.7in)  {ie.9In)
Anvendbar lengd pi 285cm 385cm  51,Scm 51.5cm
iWatalornMI (11,2in) 1152in) C20.3in)  (20.3<)
atyrkatatarn

8 Medtronics ansversfriskilvning

Fulteiandio InHrmaton om Iriskiirning kin ansvsr Snnai biHgaf
ftiskrivrringadoHimenl

9 Service

MadPonic her an virkfsomtpinntnde sorviceoreatisaPon med
vliuttiildada reprtaentantar och inganlorar som kan ge kurser Hr
kvamtearad Hukhuaparsonal | anvindrwig av Medtronics laodiAler
Madlrome har prolassionalla konauRat som kan hjeipa ptodukh
anvtndama mad takniskt fiigor. Yttsrtgarainformation kan erhillaa
frin an Madlrorric-rapreaenlant alter ganmn att nnga efler akriva tU
Madbonic pi MaHnnummer allar odravaer som Unitspi omslageW
haksida.
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Ta ak6Aomnba eivai BMnopiKCi anpata Medtronic;
Medtronic

Ertte"YN~™N TblY aupP6Au)v atn anmcn/an

Tr|? auaKEoaaia” EC REP
Avaipf-tit o'l crtpovon “K oumeuucia; yiava 6cluiroaoOp”~Aa
lox~ouv YKi to itapOv irpo<év
ConfemiitO Europ*enn« (EvpurraTkil
luppPpfupri). To oPpPo/lo out6 onpolvd
OTin oueKcup ovipMop«b1Y(1aP/|)p(: p(
0050 trlv EupuirelKi) OSnyloir(pl<v<pY(6v
cptputruoipuv etporcxvoAoyiitww
TTpoWvtuv 90/36a€0K.
Hpcpopnvic KataoKCoi);
Karaaiagaoii);

Acc DVD RO04

1
4:52 PM I

E(o«oto6oTrnp(yo? ctyitiToPouTTo™ niy
EK.

Ecuwcpkp Sidpctpo;

T(pICI(Op(VQ CUOKOLOIQX

&Ki<tioAcQ( 05nyoP xa6€tppo

Tctpiipiusp irpgUvio;

ncpitxdpeva auvKEuaaiag

Hptpopnvio Aynd MwapoCoo ouoMuaoW Trtptixti tf|V T«Pdhpp(Lop too itpalivro”, 1
jaiiroUaaY Ytiuv xsi 1 crm5 iOb( okU ouSoux ic~rApec C31S:

C315H20&H40
Api6u6( noptifia™
LOT
Anooictpupcvo p( xpiiori o”eittou lou
STERILE EO i
cneuLrviou C31SHIS
Mpv titovoxpppiwoiroitiit
IV + XX'C Ucvtoin etppoxpooia cntaerixcuopt
XXX“F
C315J3
Avei(ic iCu/Exloie i6 0
Ap16MB( koioAGyou C31554
REF
Mp xpnoviottueitr c*t P otioxtuaerlo ixii
uiro<nci pAN|
C315Ss
M6vo yto PtMtt? Ok luv HMA
1USA
C31SS10
ZUppckGACUTOLE Ti 0SpviU™ XPA<tp(
EtuiKpci) Bidpctpo™
KaraokeviaaTpxc oipv
-
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FOlgende er varemaerker, der tilherer Medtronic;

Medtronic
Forklahng af symboler pS emballagens Auloriseiet repiesenlBiiti EU
msrkater EC REP
Se eneaHagens m»iVeNei ftrsvTibolei, oer vsd>ersr deUe prudukl Indre diBmeler
Conformiie Europ6«nn« (suropteisli
C€ stBtidard). DsNe symbuf belydei, al ) !
Emfaalkigens bidhold

snhi»d9n fuNe ud ovectioldef EU-dlrekliv
AIUD 90/385/E0QF.
0050

Fremstibngsdatc

Prndueent m

Anvendes mden

Medtronic Cwtfidentiai

Acc DVD RO04

2010 4:5: PM

Giiidekaletardiiatslor

P'oduktdokumantalicn

Emballagens indhold
Dsnne embsliagB tndsholfler pidduktdokumefitabon.

| kardilatati3i og 1 sffalgende C3l&-kaletre’

Padinummet

LOT C315 H20 og H40

STERILE E 0 | Steriiseret mad styfanoxid

Mi ikke BenbtLigeE C315 HIS
tXX'C Makeims| opdevarfngstefrveretur
XXX'F
Abiies hNel(skhei ca153
Katakanummar
REF
C31554
Ne Ikk# bruges. hvie embaHagen er
Mskadigst
C315S85

Gsklerkunl JSA

I'USA iCN

S« brugsanvishliigsn 315510
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1 Beskrivelse af enheden

C315 e>el pefkmsnl kaieter Hisngsngstmig, Osr sr DeisgnsiHI mdfsnne
affcirsiieM” typer abnkHertga- deNeMetoraiektiader eg kalstre
C315 teveres meden lordilataior tI brug formOleiing i kaireoe.
PrelisimBleiC31Sudst|iret meOsnnaamosUbsk venV. og den AsttW
spids ef rentgenfast 1M at tatta bi>e<Hanne»e under flueieskopi C315
ar konstiuerttil atvaereopalidaber. nvtaiet gsr del mulgial ~emedel
alter piscemig af enhedan. Dar er mange foraktUge knirmnpet LLI
rHgbe<s for at(age heyds tor torakeUge dele af anatomien og locakell e
tMOrodectaceringei

11 Pakkecnstndhold

Se side 39 tor opiyarsngai om pakkena Indhok)

2 Intfikationer for brug

C315 er irtdieeral t1 indferirtg af forskeibge typer stmulerings- eker
detprfllatoreletliodei og kaletia

3 Kontraindikationer
Brug af C31S perkutBRt kaleler er kontralndleeiel nos pedaruer med
obatruerede e*er torami blodksi.

4 Advaraler og forholdsregler
Nedverkdigt hospttalsudatjrr-Serg tor at ikavedekbnkeritvaudstyr
perat tk ejebllkkelig bnig urrder indsstlefse. pisceting. tastafet
nylndlagt elektrodesysiem sane p i eDteertndspunM. hvor arytm er
an reel muighed eler bendy fiemprovokares. Backd4ip.sbnulering
bar vaare neM dlgengeljg under Implantaringen. Anveodelse af at
karrdbiingsayatam ogreBer elaMrodei kan loiwsage tifetebtok For
ydackgare mfonntfion om dede og andre muige bwirkninger eker
kompikaloner henvises til produkaitotatuien, som leveiea aerranen
meddel pigaBldende produid.
Kar-og vsvsskader- Ver torskpig nir at kateter iaraa gennamtai
ogvsav
« Undgi SkadarsomfetO perforenngei og diasekeoner af kar og
I"ertevaev uiKter indfertog og "acering af kaletereL
®m Undgi af skubba. trekkeeker dteje katataratvadmodatand Hvis
dnr medes rnodstand, s i atvyd bevegalsen, knd irtagan til
modstanden, ogforst~daf nedvandlga lorat alhjsipe proUemel.
torder torlsatles En sksda pi kataleial kan todiindradat | at
tongera mod praeas momentraakUon og -konUul og kan deauden
beskadlge blodkarrena
Enhadans kompallbiritat-Anvaiid kun katatarat sammen med
korr~acue iransvenaee enbedar Oei fnielggar Inger leetdaa, der
faalalAi kompntibllitol med kateteret vedrarende nogen enhad, der Ikk*
ar ha Medtioniv. Konsekvensama at al bri*e kaleterst sammaii med
enheder, der er Irkompehbte.kan omfatte manglende evne H altndtore
den Iransvenesa enhad alter skadei pi dan transvenesa anhed allar
kaloteiot under fremfenngen
Dei blev gennemfail opaSdsriitigsvurdennger pi datta produU vad brug
afMedIrcnic Uriveisal Il eiler Medtronic Adjuatable Skneia. Oisso arde
aiiesle opshfaers. der anbelaies A brug sammen medC315 katelaral.
Inspaklion af dan sterile amballaga - Efterse amballagen indanden
ibnes
« KontalddenkikaleMeteroikc-repretaenlanlogoplysdet|Mrlinumnter.
derer angivet padonydie ambaltags. hvis Inrsaglinganellai
eiraialiagen ar beskadiget. allar nvis der eventuell i prnblemer
med produldets inleghlet
« Turvendikkeproduktet alter data udWMdato.
« Den anbetalade opbevaiingalemparalur fur dalte produkt er ved
eSer under 40 *C (104 *F)
« Kaleteret er sterikaeret med etylenuild lorud tor levatingen.
Kun til engengabrug - Oenne anhed ar kun tl engangsbrug pi
in enkeX patient. M i Ikka brugea Asia gangs, genbehanrilae eiler
resterlBseies med dal formil at bllve brugl Igan. Brug Itere gange,
genbeharrding ekai leslatiHsering kan fentnge enhedens slrukturelle
Integriletelerskaba rlalkotor kantaminailngafenheden. hvilkef kan fere
tl skadei pi pallenlaii. sygdoni aller dedstald.
Hindtanng af katatarat - Hindlei aNd kaleteret rned toisigtgnad.
« Kalelerel mi ikke Idnkas. straakhes alter bejes kraltigl
Undlad at bruga kirurglske ineirumenler hi at griba om kateteret
Undlad al bniga lor megei k."all under indtoring al at kalalar i el
blodker.
Serg tor, el kateteiet er skyHetgrunikgtigenrramog heRtemt for lull,
tor delarvendea
Undgi kontakl med slle andte vssker and blod. aaRrand og
konbastmiddel.
Brug enheden sammen marl lluofoskopi og paesende
antkoagulatlonamdler.
aannamakylning af kateteret - Brug sideporlan pi muflan U at
gannamskYite katalerei Kateteret ska! vsere grundigt skylletigannem og
henteml lor ki8, for det onvendes Nit aidaporlen onvandes, sKal dal
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ovarveies al kikka dan proksimele ibnng pi den hamoatabske venbl
medtommal eler ptgefingeren

S Mulige kompUKkationer

m attergtek laaklion pi « karskadar
kontraatmiditel * UapakAdar
- arterrovantet tateUannalse « Kiianeioti
* beskadigetee alpteiusbtachiab  « jasmalse
m bledntngvadindfanngsaladet « medaslnaludvidalse
« «saekhorr « perforating
+ andocanMa = pneumothorair
« thertoblok « pdnktur af ailarte st"ctevia
+ hjarlaamponsda « tromboftetabs
« hematomdannebs « irombose
« hsmothorai ® utageknatasig hjarterylma
> artekUon « vaskuber okkiuslon

6 Brugsanvlsning
6.1 Klargerlnaaf enheden
1 GarmemakylCSIS mad ssSvandaoptosning.
2. ArOrtngdilalatoraniCaiS
3 Gannamaky! dilatatoren med saRvandsoptesrdng
6.2 AnbafaM prbctdure
1 Skalvaneedgang
2. FremferC31Sogdilato(<«ensammep.overenguKlawreind>haJra
atriumunder bug affil i
3 F|srndttataloran
4. Artorlng C31S kateteret p i del enskade sled
5. Flemguloe«4tan
8 For an elaldfode eler M kateter Igannem C31S Ul det anakade sled
7 F)am C315 ved opaldaning. nir en eiektrode er placerel pi det
tnskede eted
6 Derhanviaes Wden tekniske hindbog. der tolgte mod opaidseren
tot instrukConar om Aemelse afC31S ved opaiitoning
7 Detaljeret besknvets* af enheden
7.1 BpecNekalioner (nomineHe)

Parameter Modeller C319
Gwdekateler- Mslanate PotyMtyten
O.te mm <2.8Fr, 0.03I)
minimum
Ydie diameter' 1.75mm(5,2Fr.0,06e’>
makeimum
Guidekelatei Matohate. Polyetharbiokemd,
Indre diamatsr 1.8 mm (5,4 Fr.0,072-)
minimum
YdredIBmetei. 2,4nvn(7,0 Fr, 0,092")
maksirtium
Korr«>8tible efektioder 1,4mm(4,2Fr,0.055-)
eiler mmdre
KompaCble indie 1.75 mm (5,2 Fr, 0,068-)
tiansvenese enheder eitei mliidra
Modelnunmwf H20 84.SS.J 810.H40 HIS
Guldekaleterets 20cm 30cm 40cm 43 cm
aibejdslsngde (7.9-) (11,87 (15,77 (18,97
Ouidekateterdtoto- 28,5cm  385cm 51,5cm 51.5cm
lorens arbejdslesngda  (11.2-) (15,2-) (20,37 (20,37

6 Medtronic ansvarsfraskrivelse
For fukistaendige opiysninger om ansvarsfrasknvolse hsnvisesdefU det
medleigende enaventraskmetsesdolaimenl.

e Service

Medtronic beskcelUger he|t uddanneda reprecsentanter og teknikere
over heie verden for al kunnu bet)en« Dam. og dissB kan eftei ounodiiiry
uddanne kvalfioaret hospHalspersonala | brugtn afMedtroi~c-produiaei
MedOonic har ogsi en proleasioneistab. derydei lakniak lidglvning til
produktbrugore Kontekt den lokale MadIrnnie-rapiBaantent lor at to
Mera opiyaningei. alter nng eHsrskrtvtil Medtronic via dal releverta
telefonnumtT>er ellai adrasse, der er anton pi bagakfen.
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Os termos que se seguem s80 marcas comerciais da Medtronic;
Medtronic

Explica”So dos simbolos na etiqueta da RepresarrUnltf auloriaada na CE
embaiagem EC REP

ConsuRs a stiquetii da embaiagem para veilficar quale os simboles que

ee apKcam a eala produto DiRmelrointemo

Cbrtlbnriiie Euiopesnne (Curifoimidade . .
Eurepela). Eate sin"*roio eignifica qua CortteCido da embaiagem
0 (S”sitivu asU am total conforrriidade

coma DirecHua Eiiropcia AtMD 90/38tCEE.

0050
Driaiador da ceteter-gula
Data de fabtico
Dociimentapio do ptoduto
Nio uChzar depoiade Conteiido da embaiagem
Eataerr£>elagemcont4m a documentacieo do produto. 1 dilaladords
vasos e 1dns seguirtes catetares C31S:
Niimaio de kite Cai5H28eH40
LOT
Esierikzado wm bxlide de etleno
STERILE EO|
C31SHIS
Nelo (eufilizavel
+XX-C Temperatura mtnima de armazeoamenic
|- XXF 0
Abrir aqui/Destaiiar aqut €315
Mijmero de cataiogo
REF €315S4
Ndn ublizat ae a embaiagem estiver 1
danlficBda
C315S85
Apenaa ephobvel aos EUA
1USA 1
C31Ss10

Cooaultar as Inatnigiea de utiizapSo

0a 1

COffiritetrD esiemo

Fabncadu em

til
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1 DescrigSo do disposttivo

o iligpositivo C31S4 um CBtel«r pcrciiliniKi ds ut!U2a;to On/oi,qu*
se detUina a Inbeduzr v8rK» bpos de aldulrodce de atlimulai~o ou da
desBbnNeadores e ceteieres 0 calaMr C3IS 4 embeladojiinlemaiita
com um dilatador de vases para introdufto na vasculalura.
P'oxlmalmente. o catftter C31S esM aquipadn com uine vak/ula
hvmostdlica. enquanlo a ponta distal 6 radiopeca paia tadBler
avisuallza(8o sob fluoroscopia O saletei C31S1ol conosbido para
podar ser coitado. penrdtlirdo assim, a sua retoeiio ap4s a colocacao
do dIsposiUvo. Oe torma a acomodac vartas anatomtas a dilarentes
localizs;Ses do elSctrodo. a caleterC31S encontraaedItponlvoliiunvi
vanedade de curvas

1.1 ConteOdo da embalagem
Consult* a pdgina 43 quartlo so conteudo da embalagem

2 Indicagdes de utiliaagio

Ocateter C315 astaindtcsdo paiaa Intradug”n de v4nos Gpos de
elictiodOB de esUmulagSa ou da OasAbnlhedoras e de cateteies

3 Contra-indlcai*es
AunMno6o do catetar perciil8neo C31S esta contia-indicada em
doenles nom vasnulature obstnjfde nu inadeguada

4 Avisos e preceu”des

Equipamento hospHalar nccessAno - Marrtedha um equipamento
da da*libdNeafeu erteina ptoxHno pera uPHzapSo imediata durante
alnterpln, 0 posidonamanto « os testes do sistema de electrodes
igudoe, ou ssmpie qua possam oeuirei anitmlaa ou que estas sejam
aiMnctonabnente Indu2Mas. Durante o impiwite. deve disiw de eMtnia<;0o
da apoio pronta a uUlizar A utlkzepeo de umaistena~introduoio s/ou
aiectmdot pnde provocar um bloquaio cardlaco. Paraobter Inloma;6ee
adoonab sobrea«e a outniaputanewa atalloaadvarsos ou complcadSes.
conauN* o manual lecNco lomacldo oom o produlo adaquado.

Lta6ea vasculares e Wcldularas - Prooode com cuidado durante

a pasaagem dn catetar ttravea de vaaos e teciden.

+ Durante a pasaagam a o posiclonamertu du catatai. avite provocar
lessee vasnularae a no tacldo rtardlaco, I*Is conn parluracAss
adisseofftee
Nioampuna.puxe namrsdedcatetarcssesintareslaMnda Caso
anconti* ieslal8ncia. intarrornpe o movlinenlo. determine a causa
da raelstSnciaa tome as madidas necessartas antes de proasegulr.
Os dance no catstai poderSo Inrpedirque eslelenhs uma respnsta
«igrgto a um conlrolo axictos, podando causar Madasvatcularas.
Compatibllldada com outros dispositivos - Ubltze o cetetec apenas
comdispositrvos tiansvenosos comptfivela Nio ailstem dados de
testes disponlveis que possamdemonstiaracompatibiBdadede
qualgiierdtaposttivo nbo ftibricedopelaMedUonic coTo cateter. As
DinsaquinciBS da utilizaftio do cateter com dispositivos Incompativeis
pedern Indiir a incapaddade de introduebo du dispositivotransvenoso
ou dairos no catetar’ou nodispositivo bansvenoso durante a Intrnduc8o.
As svaliagRta dot cortasnesle ptodulo loramefectuadae usandoos
cortadores Univarsal Il ou ajustaveis da Medtronic. Estes s8o os drecos
cortadoraa leoomendisdos purat ueuscAo como catetar C315.
Inspecglo das embalagens estehiizadas - Antes de ebrir,
inspecdon* es ambelugens

« Contacleoeau rapresantantelocalcbiMecftrDnlcefomegaanumero

do tote iinprasao na sttquute da ombiilsgem eatenor se o selo ou
a embalagem estlveram danHicados ou caao evlua algums dOvida
quento 8 Integrkludo do produto

+ NB8o ulitiza 0 produto apde a raapacbvt data dn veMrMt

* AtemparatuiB de annezsnemvrito ruoomendads pais sale produlo

a abalxo dos 40'C (104*F),
« O conjunto do cateter bi estenlizedo com Oitdo da sltleiio antes da
expedipAo.

Deslina-*e spenasa uma utllizao8o-Esle dlapoafbvodeatins-se a ser
utHiredo unia dnlce vez num Onino psoente Nto reutilze. teprocesse
ou laesleitBu «si* Otspoaillvo coin 0 8mde o isutlSzai A ruutlizageo.
0 reprocefLsnmentoou i reeatenUzac8o poderlo comprometer
a intagildada sslrutural do diapoaltvo ou ongmai um riaco de
contnnxnablo do dispositivo, 0 que poUena caitaai IssO«a. doenca
oumeemo i morle do doente.
Manusaamenio do cateter-Manusels snmpra o calnlar com culdsdo
N8o torga, fstique ou dotve damaslado o calelur
N*o utilize Instrumentoa cjnjrflieos pare manusesr o cateter
N8o utilize lorga excessive so intioduzii um cateter numvasu
sanguinno
I"lea de ser utllizado. cert8que-se da qua o cateter 4 irrigado
rrtnudasamente a de que s* ancontre Isanto da ar.
« Bvite 0 contacto com uuBos liquldos qua nto laiigue. soro
IsiolPgtco ou solugRe de contiaele
OtiBze emcotijuidocurn oneinagdo flumoscoplca e comosagenlas
aniicoegulantes adequadn*.

HVy— -
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IrrlgafSo do catetar - Uiilrze a porta tateral do conciclor para Icrigai

0 cateter. Airtasd* earuOlzado, o cateterdev* **r KTigadomnubosamarde
e eatai Isento d« ar. No caso de ua”ar a port* isterai eonaidare seisr
atilramldBda proximal da v4lvu>3 hamostNeca com o polagar ou

0 Indicador.

6 Efeitos advervos potanciais
lesAodo plaxo braquial

les&af valvultre*
tesfta* vasculares

slergamanto maiMsbnel
babmenlo* cerdiacos Inegulares
bloquaio cardisco

Uaaalolamania odusAo vssculai
dlasaccAo parAiofAo

emMiagasoaa pneumotorii

endocaidite purtgAo da eclAfie vrbdAvis
lormagAod* iMutss reaegAo alAtolca to maio
artactovapoeas da contrast*

tamponamenlo cardisco
trombofleblle
trombos*

lurmagAo da hamotomas
hemonagle no locel de msergAo
hemolorw

tnfacglo

6 Insfruceea de utilizag&o

Praparaglodo dtsposrUvo

Irgueo cateter C315 comsoro isroMgKO.
Coioqu*odiMadornocstetNeC315.

Intpueodrlalador com soro Asiofd”

ProesdnterKo recomendado

ObUnheaceasoirerKeo.

SobortentagAofiuoroscdpics. fsgaavangar 0 oaleter C3t5

a 0 dAatadorjuntos sobre um fo.<guia sl4 Aauricula diraila

Rebra o dilatador

Posaboneo cateter C315 no tool pratendUo

Retire 0 do guie

Faga avsngar um eleebodo ou um cateter sliavAs do cateter C315
ilA so locel pretendido.

7 Quando umelActrodoiver sido posaaonado no local preterkklo.
tebra 0 cateter C315 atrsvAsd* corta.

Periobtei inaVugOea sobre coTo remover o cateter C31S*Usv4s
d* corta, PCnsiiRe 0 manual (Aolico fomeodo com o cortador

7 DescrigAo detalhada do dispotidvo

7.1 EspecillesgAas (nommaisj

2

RARW NRG W R?

©

Parametro Modalos C318
Dilatador de Material' Polebfeno
cateter-guJa DiAmetro Interne  0.96 mrnltemanbe 2.8,
0,038 pol.) minimo
Diemolroaxtemo. 1,7Smm damanho S.2.
0.080 pot.) mAXImo
Cateter-gula Materiel. PoUAlei bloco anMa
DiAmetrfl intemo: 1.8 itwn (tamanho 5,4.

0.072 pol.) mifilmo

2,4 mm (tamanho 7,0,
0,092 pol) mAXimo

DiArnetroerlema:

1,4 mm (tamanho 4.2,
0.055 pol.) ou mala
paguano

Eldelrodos compativels

DispoeitivoB Iranavenosos inteinos 1,75 mm Stamanho 52,

0,088 pol.) ou male

competivels

paguano
NAmaro do modelo  H20 ft4.88.J S10.H40 HIS
Coinpninento util 20cm 30cm 40 cm 43 cm
do calalai-guta (78pol) (118pol) (15,7 pol) (18.9 poU
Cornurlmertto uM 285cm 385cm  51,5cm $1.5cm
do diiBlador da (11,2 pol) (IS,2 pol) (20.3 pol) (20,3 pol.)
catHlei-guiB

S Reniincla de garantiada Medtronic
Pat* obtar IntormagOes conpletas sobie a ranCincla de geranbe.
conaulte oroapectivadacumento anaxo.
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9 Assisténcia
AN

ey pi aninr 8 engenhe
QuAbBCAdUS em 0 0 INUNGG PUTa U S8IvIE @ SuMpre qua $H¥Ced
formecer K ¢40 80 pessoal } Micadns N3 vizaclo de

1
dutos 48 Med: A N manien igualimente e equipe de

MUASSIONaEs KK krnecet Cansullona téLmen acs utdsadores do
produto Pars obter maig iInfinma;8es. contacte o sou representants

locat dn Madionic, uu talefune uu estivva para a Medtronic utilzando
©3 numer 4 de telefone u end-reg.s adequados. entie +3 kstados ra

contracapa
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Az al”"bbiak a Medtronic v/~djegyei:

Medtronic
A csomagol”~son Idthato szimbolumok HivalAloa kppviselel az Eundpei
jelentse EC REP KozSssegben
Atennilire vonsftorO ssmbPlumok e csomasulisnn IdthatPk
Coiilonnne Evropéskne (EuiOpaj O
MeQIslel6e4g). & a snrrbokim azijelsnl!, ~
hogy az esdcPz teljes niSrt5Ne«n megfelei A (somi”; tartakna
0050 a 90/3SS/EGK jel5 euiopai AIMD4r5nyelv
kevBteimSnyeinek
Gy*rlssMdp Vezal«tatetef-taOil4
TsrmdkdokumenUciP
Gyiita m
Lejhral A csomag tartalma
Ez a csomag tanalmaz termekdokumentPcidt. 1 ert5gltéeszKOzt5s Vet
Bz B15bbl C315 tipusu kal4leiek kSzOl:
Gybr<isi szpm
LOT C316H20 es K40
STERILE EO EbNan-0>HMe! slerliizatva v
Kizlrolag egyszsn hasznAletra C31SHIS
A XX"C Makimaiis taruldsi homPrseklet
f* XXXt
(4kr Itt nykik'IRtppje fel C3153
Katal5Qusszsm o
REF
C315s4
S4r0h csomsgolas escGtennem
haszn5'hal6
S X 1
C315ss
Csek sgyeaQt AKamoMiefi letiaszn5I6knak
USA ;
iC \ 1
L5sp a hasznjiati I'lUnutatht C31SS1D
Gyiitisj hsiy
Refer to the Aoc_DVO' eategory In
M715407B001 Rev A doc#163256 fbrPnnens InsfrucDons

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



M7154C7B001 sym.tm 7/12/10 4 58 pm
nC2005xxxn EN US/OUS EE MR
4.875» 7.125 mchee (123.825 mm » 180 975 mm)

M715407B0OCIA.boc4: Page 48 Monday,

M715407B001 Rev A

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

July 12,

Medtronic Confidential
Acc DVD R04

2010 4:52 PM

Refer lo the “Acc_DVD' cateyory In
8c'’c#18325B br Pnhilng instniUtsns



M71540?e001_eh.Im 7;12'10 +58pm
WCZISSior» EW  WSYDUSEEMR
4S7Si712$nchw(123ie2Smmx 180 e75mm)

49
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1 Az eszkfiz ismertetise

AC316 nrkoz kLWBNMr6 pac«mel(«i- 4« dBflbilH8IA vczetOKek
8s <cal8tei«k b«vezeNes8re »zolg816, egyuer tiasznOlalos. perkutin
ksMter A C31S Hpuaij ket8teft az8rMvalo bevezet8sre «zolg8Ne
iiUglItOvsl vuyun csomagova szOllitjuk.

AC31S lipuaii kalitsr prokimOllav8g8n v8rz8»csNeaplU szalep van,
diaztills csiicSB pedig sugOrfsgO. hegy megkPnnylta* a
IOntganttvilAglitsaal v8lol8that6s8got A C3IS llpuaii kalatat haaNeatd.
igy az aazk» betielyeziM u(8n kOnnyw «UvolkhalP Szimos
kOI9nb6z4 hiiiai H randelke”sre. igy vBKoz8 laWpttesuerak 8s
kuKnbOzE vezet8khelyzetek eset8oen s akelmaznaU.

1.1 A csomsglartaiRM

A csvmagtaralmtt iNtoen I18s<t 47 ~dal

2 Alkalmaztisi terOlet
ACSISlipusii kaistei kOMnbOzSpacemaker- 8s dalbnliio vszetekek
8s kat8lerek bevezst8s8re szo!.

3 Ellenjavaliatok
A C315 tipusij perkutin katiter hasznllata eVenlaveat aizirOdoO vagy
nemms”lele ensrttbzeire! rendelkazebelegek esatiben.

4 Rgyelmeztetesek 8s 6vint8zked8sek

A siUkseges kérliizi berandezis « Tadaa a kOlao dalibriMtort
kntveflenlll sI8rhe(6 kdzelsigben. hogy azonnal haszrilnaU legyan a
bev«z«8s. az ati~ezis 8s a vezalikiendszar gyois eSencrzise
sorin, nietve Pimiker, amikor arltmitk liphetnek tol vagy ezekel
STindikosen idizik eld. A belillatis kdzban k8szerH8tben kail iHnla a
biztonsigi Ir>gerl8snd<. A bevezatPrendazo' Ss/vagy a vezeNckek
aikalinazisa szlvblokkol okozliat. A szlvbkikkrdl 8s az agyeb lebalaAgus
s»v8dm8nyekrAi 8s komplkin8krdl az adntl lerm8khez lartoz6
mOszaki laliisban olvashal bOvebbaii.

Er-8s Bz8vetis8rilHs-6valoeant8r|onal, amikOTakatMenaiekan 8a
szCvetekan vazatl kareaztUl

m A kat8tar falvszetbaa at pozicionaiasa kozban karC"a a<a

s8fUlaeukat. mini p8kl8ut az arak as a szftrszdwt perforiddtil as
diseskcH6iit

Amannyibtmellsii8lI8st lapaaztal. na loija, na huzza8s na iorgassa
akateten. Haallar<*l)a8t8ulal, akkorszbniease meg s mozgalAat.
iBapitsa meg az allanillas okit, mefd a mozgatis folytatisa alott
tegya meg a mgaelal8Intezked8sekel A kat8tar kirosodisn
eseMn eldfordulhat hogy a vezet6dr6t nam tiid megralald
kjigatOnyomalSkot isvezalOhaiast KHgjtanl, arN sz8i sarOISsST
okozliatja.

Az aszkbz kompatAiliUsa - A kal8ter kiztrolag vale kempabbiks
v8rtis eszkazOkkel haaaiilhalP. A kat8ler 8s a nam a Me”orsc aita!
gyanoO aszkOzok kongaliMIBsival kapcsoWtMn nem8Bn”
iendalkaz8era lesztad”ok A kai8(ar nam kompatibiis eszkozMie!
Kd8n< hesznilatinak kdvalkezmAnyei kezOR szeiapatiat, Iwgy a
vanis eszkOz nam naiyaztiats ba vagy behalyaz8s kSzban mags8r(|i a
v8n8s aszkSz vagy a Kalller.

Ezan tarm8k hasttisi vizagilatalt a Matfront Uiweisei Il vagy a
MedUonk szebi)yo»atd hssDdaszkezAkkal (hosszv8go) vagezigk
Kiz8r6lag azak a hasltdaszkezok (haeszv8go) atiidonak a C31S dpusiJ
kalatairal val6 hassrftiatia

A staril caomagok szainrtv8talaz8sa - Febonlis autt
szamevatalezze a csomagokat.

* Haa vedoborfias vagy a csomag megsendL vagy birmilytn
aggilya nwNe Ne a twm8k s8rla(toRs8g8vel kapcs”atban. akkoi
vagya <el a kuxsibls!» a Madlronrc k8pvisaiet8vai 8s ad)a mag a
kOlai csomagcimkan tzarapM latebzimct

= Nahaszn8|B ialBlermaket haannA Iqaisb diluma akniM.

* Ezantarmik ~inhJtliaroliai hém8isaldeiaieg>"ebb40‘C
{104 T).

1-oiiddaistanliziAvk
KoarOlag egyszad hasznt laira- Ezaz eazkOzcsak agyszar, agyatlan
batagnai nasznitMM M Tiloaaz eazkSz iyafeOasznilisa.
ujrafaWoigozisa vagy diraMhasznilisr ceBal UXWnd uirasiarilzaiata
Az apafelhaszneis, djralaldolgozis vagy i”*atltiMzllie kiiosan
baf(8yBa<i8ial{a ez aszkOz szarkazaiinek 4ia8g8t. vaiamirk az aazkOz
szannyaz6dfe8t okozhaga. ami a beteg siroiesihaz.
magbalegadisahaz vagy haMMOoz vazalhat
A katitar keoiesa - A kaUtert nindig dvaloaan kazafa
+ Metaie meg, na bazilae meg 8s na h”rtsa mag hilztktan a
kallle/l
+ Na>opa mag a katatait aaOiszi eszkozOkkal.
« He alkaknazzon luizolt aril a kalilar aiba Mr18n6 bahelytz8sa
kdzben
m Hasaiilal aldn mindenk8ppen aiaposan ONNsa at 8s I8glalanna a
kateteit
« Arendszer v8ian, KzMilogia8s6oieaton8akonlreszUnyag-oldaton
kMil nem annlkeztwl senntyan rnaa folyad8kKal
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+ ROntganiMligiUs maMfi 8s magialetO v«ralvedaagitl8 szaiakkol
agyun haszniija
Akatitar 8bllt8se-A kal8(ar Oblltbsbhaz haszniija mcaaflakozdn 18v8
okJaiai porlM. HaszniM etOr alaposen oblltsa 818a laginlanfiM a
kawlart. Javasoljuk. hogy az Oblltdp'il hasznilatakoi a hUvatyk- vagy a
mulatOuijlival ‘o ba avirz8sg8II8 szalap proximills nyltiait

5 Lehets6ges szOvodmOnyek
iail8z8s

szabilytalan szlvntmus
a gitor Htzaiasad8se

Mgarrbdls
tularz8kanys8g a
koniraszianyaggei szemben

artanovanoaus isdula Nealakuliaa parforici6é

v8iz8s a bevaz~8s natyan lagmall

| karfontf iplaxus bradsais) iz artani tubdavia szuit
arrtildsa ainilgse

kardtais lamponid viasz8rgyulled8s
kimozdulis Oombdzla

(ksazakoo bOaniyOkirosodis
azlvbalhiitya-gyullBdis 8ialz8rMia

azlvfalokk 8rs8riMa
V8idmlanyk8pz8d8s

v8rdmtany a metKiregl'.en

e HasznOlati utasitOs
8.1 AzaazkbzalSk8szlt8sa
1. Oblltsa 8lsioMattal a C31$ Ifpusd vazet8katetort.
2 Halyanabaazirtiglldt a C31Stipusu «azelikaieteibe
3. Obllitse MsPotdaealaz inigltot.
8.2 JavaaoHaljaras
1 Binositaaav8n8shozz8i8r8st
2, Vazateflioton, rSnigenitviligltia mallatt, agy agyeigkent vezassa a
C313 vezet8kat8leFt 8s az 8rlaglt6l ajobb pitvarba.
3 Tivolitsaelaz8rtagll6l.
4 Pu2clon8lfa aCSIStipusu kalilarl a kivint helyra.
S TivalllsadavezelMrMot
8 Vazassan agy vezetiket vagy katatait a C31S tlpusii
vazalokaliteran kaiesztoi a kivint laruietre.
7 Ha avazatikel alhalyazte a kivint leiOlaten, felhasitissal tivolitaa
el a C31&tipusu vazatikatiteit
8 AC315Bpuaijvtza(ekal8lerbana5llissa>Net8neaUvollt8aafa
vorwtkoz6 utaaAisok taldnteteOen laposa tel a hasH6aszkozh52
(hosszvigOi rnatakal mOizakj laiiiaL

7 Azeszkdzr~letes leir»a

7,1 MQszakiadatoklnavtegaserlakekl
PafTtitef C3W BpuaO eszkazak
Vazatikateier- Artyag.
ligM Bals8 aoniio:
KOIa6ioTI8f8
0,088 hOM”) maumum
VazMdkatitei - Pokstar-amd
Anyag bktkkpoimer.
8als6 itmori .
1.emm(5,«Fi»nch,
0,072 huvalyk) irtraiium
Kiafiilmiro . .
0.082 hOvalyki. maaimurn
KoTpaHkH vazalikak 1,4 nan (4 FiWKii

0,0S5 hOvdyk), lagleljabb

1,75mmp.2Frendi,

Kompeditas beisOv ihit aazkdzOk
0.068 hOvalyk). togte”abb

TIBUSSZiin H20 84.8S,J 810.H40 MS

A vazatSkatitar 20cm 30cm 40 cm 43 cm

haaznoB <70hO-  (11,8hb- (157hu- (10.8hO-
valylo vatyk) valylo veMO

Avazaiekateler-ligild ».3(m 30.50n  5L5C1  SLScm

haaznoa hossza (iliho- (152hU- (20.3hO-  (203ho-
valyk) yalyk) valyk) valykt

8 A Medb-onic szavalossigi nyilatkozata
A tzavilbsseggai kapcaolaloa bdnivaibkal a meltekell nyriatkozdban
ohiashalis
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Do znakow towarowych firmy Medtronic naiez”;

Medtronic

ObjaSnienia symboli zamieszczonych na

etykietach opakowania
Aby okreAlii:, kbre Byn«ole doiyczAniniejszego pfcduMu, nals2y
zspoznai sI$ 2 etyUslAna opaliowsniu

Conhimiili Euiopsenne (Zgodnoic r

normami UnA Europejskiej). T«n symbo)

oznaczs. te urz”lzenie spelnis wszvstkie
0050 wymogi eurocejsbej DyfeMywy

AiIMD 90/33S>ENGG.

DaU prsdutep

Data waznosc?

Nurmr pamt p/odukcylnej

LOT

STERILE EO Prodcki «erytzowany ttenklem etyienu

Nip tfosowac ponowrtia

x> Maksymalnatemperatura przechbowywania
)

Otwierai lutay'OberwaC tuta]

Numsi Katslognwy

REF

Nie sloaoweC, jeit opaKowania test
uszkodzone

Dotyczy tylto uiytttovmikdw > USA
IUSA

Naioly 2apozna8 2 1nslwkcs
utytkov/snia

&ednlce zawnytizna

Micfsce proeukcji

M715407B001 RevA

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

EC REP

O

m

4

Acc DVD R04

:5: PM 'S'

Aulsryzowany pizeCstewiclel we WE
SraPnica wawnflrzna
Zawarto94 opakowania

Rozszerzadkj eswmka prowedrAoego

Ookutentad p/oduMu

Zawsrtoii opaKowania
Niniefsze opakowanle uwiera dokumentacjt produkhi, 1 rozsza/zadto
naczynoraz 1 r nist"puwcy' N’ cawnlkPw C315:

C315 H20i H40
C31SHIS
C31SJ
C31Ss4
C315S5
C31SS10
Refer!o Ihe ‘Acc_DVD* category in S )

duo)>ie3256 br PnnSng fnstnictions.
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1 Opis urz™dzenla

PeenKOmy cewnik C315 )«$t o»r/»dn*m |«ilnoriizowego urylKu
pl/zaznacionyrndci wpmwnclzanl« rP2ti*go todzajOw c«wnlk6w i
*leMrod sluZacyc': do stymultc)l oraz Callbyac)l W opakowanlu
cawnlka C315 znejdu;e ai; rozszarzadlo naczyil krwioiioanycn aluzaca
<Jowprowadzania oewnika do ukMdu naozynlowapo.

W czftd pfoksymalnajcewnlk C31S wypoaazony)eetw zsslawk;
hemoirtetyczn” a koAcPwka dyalalna |aa( typu rwliiiclanlulityo, cn
zapewnli odpowiednl obraz podczaa fluototkopll. Cawnik C31S feat
lozctiialny, cppozwala nafego uauolaola po uniaazczaniu urzqdzania.
Doatfpn* aa rOzne zakrzywiania umo2Mviejac4 doalosowanie cewnika
do zidZmoowaneJ budowy anatomicznai | odpcwieditile utozanie
elektrod.

11 Zawarloic opakowania

ZewaRoiiopakowama wyszczegOlniono na atronie 51.

2 Wskazania do stosowania
Cawnik C315 przeznaczony jesldo wpi-owadzania rOinydt lodzejdw
cawnlkOw oraz eiektrod sluZa'iyd’ do stymuladi oraz detbrylaciji.

3 Przeciwwskazania

Stoaowania eawnika przazakomago C315 fast przaciwwskazane u
pacjantOw, ukldiyt*uMadrnczy/ijestniedroZnylubinanieodpowledniq
budowe

4 OatrzeZenia i 4rodki ostrozno4ci

Nkzbfdna wypoaaZante szpitalne-Podczaa wpmwedtsme,
umaazczanla, duiadiegu tastowama ukkidu elektrody o;az w kaMym
przypadku.gdy moZjwajeatwyal”ente aiytmil lub tez. gdy vybnieaa
culowo iiiduKowarie. w pobliZu powiman zn~owaO af$ zeaiaw do
dadbrylaRfl zawneirznej, aby w razia potrzaby moZnago bylo azybko
zaatoaowai Podcza3lmplantec4> powmen bycdoslvpny system
ttymulacll zabazplaczajaca) Stosowania syetamuwprnwa”nla llub
elaktrud moZa pn>wedzi«do bibluBelcs. Dalsze 1nk>rtach nelamat
lego i Innycn potenc)elnycti dzialan napozadsnyob kib powlktail
znajduja sif w insDukcj tecbnicznej dolaozonej do upakowania
ndpowlwinlago produktu.

UszkodzanM naezyA i tkanak - Podczas przaprowadzarila cawinka
ptzaz naczynlB | tkanki nalaZy zschowae ostroZmiP.

m Ptzaptowadzaj”~cewnlki ustalaj*cjego polozania. nalazy zwrscat
uwaga, by nie doszio uszkodzenla, np perforaulilubI0ZwataMania
narzyA | tkanki setca.

a Nia nalaZy popyctiad. poacpacara ~acaccMrnka. fail
wysSgpu~wyczuwalnycvdr Wprzypadkunapotkaniaoporunal™
przefwacn j~ cawNKka, znalatt przyezynf oporu i pobgowtaEdwe
dziatania. a doplaro potam kontynuowaP zabiag. Jszkodzenie
cewnika moZe uniarmzfwid lago skulaczna konbol} | wyczucie
iriasawal aity pizy obracaniu. coz kotai moze apawodowaA
uszKodzania naczynia

Kempatyblinosc unadzania - Cewnk nalaZy uzywaAwy”\cznie ze
~yodnym urz~zamanl| przazZymyns Ma sqdostypne dane kfenczne
dotyczace ch 004 a cawnka z >akiinkolW)ek uizadzeniamt
niawyprodukmranymi przaz lama Meditronic Zastosowanie cawnka z
niazgodnyiTi urzqdzaraam moZa unlamoZlwifwprowadzene
urzadzena prze”~nago kibdopiawadziddouszkodzarsa urzadzena
przezZylnego eewmka podczat wprowadzarOa

Tasty lozonania lego produktu prowadzono p<zy uzyou noZy do ciacia
wedkiatago Medtronic Uwarsal I1<MadlronKAdiiislat»eSitla<. Sato
jadyne noZa do dfcia wzdtuZnago zaiecane do uZylkti z cawniluem
C315

Spnwdzanie jalowyeh opakowaA-Jatowec«akcM/ania nMZy
sprawdzic przed otwsiciam.

« Jett zamkfliaoa opakowania Mb samo opekowame jest
lazkadzooe Mbjail rttni*awatpdwosd co do stanu produktu.
nalazy skontaktowad aia z lokainym przadstawicMiem trmy
Matftonic, podajac numar paibi prcduksy”q unteazczorry na
etykwcia o*owania zewrrytrznego
Nia nateZy uZywac produMu po uplywie defy walnotd.

« Zelaca s>« przechowywanla Mgo prodtAduw lemparahirze

niaprzaloBczBj~ce) 40*C (104'F).

« Cewnk przadwysteriamzoatalwyMarykzowanytlankiamafylanu
Produktiadnorazowego uZytliu -Urzadzenia przeznaczone
wyt~czma do Jediy”‘rArago zastosowana u jednago paganta Nia
stosowad porwwnie, nie ragantiowad ani nie laslaiyizowae urzadzeiue
w ceki ponownego uZyoa. PorHmra uzycie. laganaracja Mb
rastarylzaga moganafuszydintagralnosdatnikluialna urzadzanla Mb
prenradziAdojegosfcaZafua, oomottspowodowaduraz cborobf Mb
zgon pacienai.

Posttpowanie z cewnikiam- Z eawnloem nalaty zawsza poatgpowad
2z zachowaraem oalroZnoici

* Nee nalazy zatan”ad.rozdagae an mociMzagmadcawnika

« Do ctiwylvde cewiaka na nelaZy uzywad narzfdzi cNrurgicznydi
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* Wptowiitzajitr cawnik do naczynia, nfa nalazy sloaowad
nadmiarnai sily.
* Pizad uzZydam oswnik nilezy doktiOnia przspkjkad i uaunad z
niago powlatrzA.
« Nalazy unikuc kunlaktu z ptyntml Iniiymi niz kiow, rozlwdi soil i
loztwdi irodka kontraetowego.
« Wpi'owadzad przy uZyoiu fluuicakopli | z zaatosowanlam
odpowladnlirh inidkAw przadwzakrzapowych.
Przaplukhvanle cawnlka - Do przapMklwania cewnika sMZy bocziiy
port na lvznku. Przed uZydem oewnlk nakrZy dokladnia przapMkad |
usiuMZd z luago powialrza Podczas korzystama z pyrtu bocznago
proksymalny otwAr zastowkl hamoolalycznaj moZnazotkac kcluklem Mb
palcem wskazuiacym

S Moiltwe zdarzenia niepoi~dane

zator powieNety, zakaZefiie.

reakcja alergiczna na Srodsk nieregularny rytm serca.
kontiaatowy. poszerzanie «rAdpiersia,
powslania przaiold Iftniczo-zylnaj. poifeiacja,

krwawlania w in\aiscuwkkida. odma opiucnnwa,
uszkodzsnie splotu baikowego. nskMcle lytiucy
tamponada aerca podobojczykowaj.
przamleszczsnie. zaktzapowe zspalonia Zyl.
rezwsrttwian'e, zakrzepicB.

zapakmla wslantzit. utzkodzanla zastawkl.
biok ea/ca, zamkmfcla awietie
powalaniB krwiika. nuczyniB.

krwiBk opMcnal, uazkodzanle naczynia

6 Instrukcja uZycla
6.1 Przygotowanie urzadztnia

1 PrzepMksA oewnlkC3i$ roztworemaot

2 UmiIBaddioma<zadlawcBwnlkuC315.

3. PlzepMkadrozszerzadloroztnoremaok.

6.2 Zalacana procadurs

1 ZspawniCdoalapdoZyly.

2 Przy ZMloeowanu kontrol fluoroskopowei wprowadad ravrnlk
C31$ wiaz i rozazarzadlam po ptowadraku do prawego
przedsionki.

3. Wjad rozszarzadto

*  Umie«cidcewndtC315w zadanympobZeniu

S. Wynd prowadnk.

e. VInfcwadzid etokirod f Mb cewnk przaz narzfdzla do
wprowedana C31S do wybtanal lokalze”™

7. Poumeszczeiuu sielModyw Im tnayacu usunt)d cewnk
do wprowBdzame C315. rozcina)” go.

S Opts procsdury usuwsnia cawnka C315 poprzez rozeitcie go
zawiara Instiukga teOuiicznadot”zona do noZado ogda
wzdMZnago.

Referto tha 'Acc.OVD' oetegory In
|loce183258 for PftnHng Instructions
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7 Szczegdiowy opis urztidzenla
7.1 Dane lechniume (parametry inamtonowe)

Psrametr Modala C31S
Ronzcizsdb Uatenal: Pofetylen
cawnlka Stednica wewngtrzna: GOntemraei 0.96 mm
prowadzaceflo (2,8F; 0.038 oatai

Srednica zewn”rzna maKsymainia 1,75 mn
(5.2 F; 0,068 cala)

Cawnik MeteriaP  Kngolmar bkikowy
ptowsdzacy Egket_erw poiamidu.
“redmea wewnfzna. nairrtrsej 1,6 rmun

(5.4F.0,072 cala)

Srednica zewnytrzna: maksvmalnie 2.4 mm
(7.0F, 0.092 cala)

Zgodne eiektiody 1,4 rmi
(4.2 F; 0,055 cala) lub
riwia"za

Zgodna wewnetrziie utzadzenia 1,75 man

przezZykie (5,2 F: 0.088 cala) lub
mmejaze

flumer modetu H20 $4,S$.d S10.K40 HIS

0 cm 40 cm 43 c
cewnlka
pfuwadi™cen

Dtugoid u”~tkowa 285cm 385

cn  51,5cm Sl,5cm
rozszarzadta cewnika (112 cala) (152 cala) (20.3cala) (20.3 cala)

pnnvadz”oego

8 Wyt~zenie gwarancjl firmy Medtronic

Peine Informacje o werunKach gwaiangi mozna znaleZc w ~laczonej
00>;umditagi yvra'ancytnej

9 Obshjga techniczna

Firms Medtronic zatrudnis w wielu Marech wysoko wykwsIMilcowanych
przedstawideS i pisshivmil(<Qwtechnicznych gotowych do udzlolenta
wsperda tub, go zgioszenu odpowiedniego zapobzebowsnla,
przeprowadzenia szkolenM dotyczacego stosowshia produiddw (irmy
Medtronic pizez wykwailtluiwany psisorwl szpitalny Rrma Medtromc
za’idiya pnnedto z e | konauRanKM zapewniaj”*cych uzylkowniMim
profesjonalne konsultBcje technlczne. W ceki uzyskame

intormsc)l naleZy skonlaktowadBif bezpi>8rednio z loksinym
pizedstawicielem firmy Medtronic, b*skonteklowaCsi tetetomcznie
hjb Istowhiei nTu Medtronic, n2y««go nurneru letefonii (ub danyr.h
adresowych zarmeszczonych na lylne) stronle okladki
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N/ siedujici nazvy jsou ochranne znamky spoieoiosti Medtronic:
Medtronic

Vysvstieni symbolu uvedenych na Aulorizovsny zdslupce pro ES
ititcich obalu EC REP
Symboly tyks{lcl se toticto produkiu naleinete natlRdch ebalu O VnhPrl procrir

Conloimil4 Europienne (EvropaU shoda)

Tenlo symbol znamani, la zerizanl zcela
C€ spifiuje po2adavKy avropeki sméfnics Obsah balenl
AIMO 9(V385/EHS.
0050 o
Datum yfroby Olatttor vodiclho katPtru

PriSvodnl dokumentace

Vyrobes O 3

Datum pouStelnosti .
po Obsah baleni

Tolo baleni obeahujepravodni doktimemaci. 1 dilatator cevya 1z
nasledujlcich lortaiiAC3IS:

6(slo 5ar8e
LOT C315H20SH40

StentTovino ethylsnoildem

STERILE EO

N«pou2ive)te opakovaii4 C315 HIS

+XX"C Maximilni skladousci leplotK
XXX"'F 0
Zde otevfete/2de odtrhnilB c31sJ
Kaielogove iislo g
REF
C31ss4
Mepou2lvejle. pokudije balenf pi“kozeno
C31Sss
Pouzs pro izhvatele r USA
1USA 1
0 3 Viz iiavot) k pou2iu 315510
VnSpl pritimar N 3 N — [
Vyroberwv
Referto the 'Acc_DVD' csteyory in N r -
M715407B001 Rev A *W#163256 for Pnnting InstrucSons
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1 Popis zafizeni

C31S Is pertoitannl katetr proie<tnorazové poubli. u(E*ny k ravSdani
rSznych typo tkmulaén!ch nebc <>alb(itainNeh elskbad a kattvO Kataif
C31SjaMdavin s révn>n <ae>iilor«i pro zsvadeni do eavniho
syiiamu.

Na proo’nainin’ konoi jakatatrCSISvybavan hemoaonckou chiwni
a laAoKonlraatnl distain! h<ot uanadAp” zobtuanl kaietru pomoci
fluofoskopia. Kstae C31S tze naflznout a tudiZjat Ira po umisian!
pllalro(aodatranK Pro rOzni typy ansl<unaa umla(6nl slaUrod/aou
kdnpoad rOzn* typy zakilveni

11 Obsah balani

Obaah baltnl p>uvedan nastiand SS.

2 Indlkace

KawtrC31S tioull k rayaddhtrOmydi typustimuletnich rwbo
delPrMaPnich alaMrod a katetiu

3 Kontraindikace
PouM peduitannlho kstatiu C31S je kont>aindBro«ano u pacienlO
a obatnikd cév twbo a neadskvatnim c«vsm

4 Varovini a zvl4i&tni upozom~il

Nszbylna vybavani zdravotnickaiio utizeni - M4|te k diaptuki
ademi daibnMw. fdary )S To”*n6 behem nvatfani, uiniitsvénl,
tostovani ayatemu akidnich afektrod nebo y p/1(«46 To2nMto vyakytu
aryfriN 6 rérnkt6 vyvotonych aiybnii okBinjrtf pouzH Bahem
IrrAnlace by rnila byt pApravena zkloinl abmulaca PA pouKtl
zavPdiciho syatémi a/nebo alaMrod iniUe <JgR«k ardaini UokadS
Dalii ntomiace o moznycti neZAdouach uSrKkti nabo komplkacldi
nelazriete v ledinickA ptimCce dodanea pttikjtnyin produwacn
Poikozanletvy atkin6-PA ptotahovbnf kataliu aMz cdvy a fliAA
posUjpuINeopatmi

« PAprotanovAnI8URiMavénikalAinidavallapozor. abyiMdoUo
kp”~kozml (napf k perforad mbo dsakd) c4v aanlaenl (Mn6.

« Na katetr r>aOBB8. netahefie zs n4| ani a nirm neott"ajia prod
odpoiu. Nerazlta4 rtaodpor. zastavtt pohyba ptaducn. naZbudale
pokraAhral. z|Mi(e pn&m odporoa provadla pAakitnA opattani
Pokkozani kaiat/ir m02a mil za nkaMek znatu poZadovanyph
visatnosti unuZAdujlcldi [eho pfeoiA otktenla ovladknla tnUa doH
K poAkozeni CAv.

KompatiblKta zaflzanl - KatAlr pou2(vejle pouza a kornpebblnlria
ilansvenOzniiTt zadzanlm. Nejsou k LLlapoM ZAdnArYaMky taabj.
ktaia by prokAzaly kornpabbffitu kalAlru a jakymkol zahzanim, MarA
nabyio vyrobsno apolainoall MadtrorHC Poufiti katAbu

a nakompadblinimi zaAZBdM miUa ral za nasladek namo2ncat
zavedani transvonoznihu zaAzanl nabo poAkozenl (tsnsvenozniho
zanzeni 6 katAtiu pA zavAdAnl.

Stddle vyhodnocujici neAzriull loholovyroblui byly provedoiiyzapouZili
feZACIch nAatiojO Medtronic Univarsal Il nabo naslavttalnych
(Mjuatable) Aazacleh nAatraJO Madtrorec Tolc jsou iedinA fezacl
nAattnja. klaiA )a doporuteno a kalabam C315 poulivat

Kontrola atariinlho balani- Pledolevtanim zkentroJujie balani

+ Pokud |e poSKozene paCar nebo obal nabo pokud mAla lakAkok
pochybnoatl pniednA cekatvoati iryrobkti, kontaMujta mlatniho
zAalupca apolainOBtl Madtronic a sdARe mu Cialoiarlb uvedanA
na ititku vnAJilho obaki.

« Vyiobak napuujlvaila pu uptynufi data aispirace

+ DoporuAsrA skledovaci tepiQta tohoto vyrobkuteAO ‘C (104 *R)
nebo niMI

* Sada katetru byla by! plbd dodanim sterllizovAna etnylenoxiilam

Pouza najadnorazovA poulttl-TotozafizenlJa urieno puuza

K (ednorAzovAniu pouZitl ujadnoho patients. NopouZivejte opakovanA
aprovAdtyta ranovaci nabo reaterlKzati za Oialem opeovnetio poid\K

OpakovanA pmilili, ranovaca riabo raslariiZBca mohou naruAit

atniktuiAkii Intugrltu zanzani nabo zpOaoti! nzlko )sno kontammaca,

cnZ by rmhlo mil za nAaladak zranAni. onemocnArtl nebo amtl patients.

Manlpulaca a katAtrarn- PA marupoiati a kaSAbsmbudte vZdy opabni

« KatAtrvyraznAneohybalUi. natvoAa na nAmsmyiky ani jej
nenataliujta

« Kurhopani katAtru napfluzhrejla tiiiiurglckAnAatroje.

« PN zavAdAni kalAtni do cAvy nepoubvajle nadmAmou ailu

« Pled pouZitim zkonirokjjle, zda je kalAlr dOklednA proi”Achnuiy
a zds nsobsHhufe ZAdny vzduch

m ZabraAlo kontaktu aJinyirt tekutnani. neZje k m . tyzloiogicky
roztok nsbn kontraatni |Alka

« PotiZiveJte apolatiiA a ftuoroskopll a vhodnymi anlikoesulanty

Propiactinull kalAtru - K proplAchnut! kstetru pouZijla boini port na
liaU. KalAlr je nutriA pled pouzllim dOMsdnA proplschnout a odatrfinit
Z riAj vaikary vzduch PA powZiU boAnlho portuje vhodnA utAsnil
proximAlril otvpr hamoalitickAho venAlu p~*am nabo ukazovsAkam.
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S Mo2n4 nelMouci iltinky

* vzductiovA atrttolt, eiMkce.
« alar(scka raakca na kontraatni napravaJakiy ardadni
INe . rytmua,

madrastinAkii tozAffen!
parlorsce,
prBuTO10rBA.
protrZani podkjiAkovA

« vyivo~aflenovandznlpllilAta.
« kivAcanl v tTHSIAzavadanl

« poranAnf paZnlho plalance,
 srdaAnl UmponAda

« drelokaca, tapny
« dnekce. IromboAMislda.

« endokarditda. tnxnbdza

« srdadnl Hok. poAkozarifdrlopfiA
m vytvorenlAaiTatotTHi. vagkuIAmI okkrze.
+ hamothorai. poikozanr cAvy.

e Pokyny k pouiili
6.1 Pnprava zsftrani
1. PropMchnAtakatAtrCSISfyziotogulivmraztokem
2 OnIMAladekal AruC315 4letAtor
3. ProplActinAtadNatAto>fyZiologidryinrozlokani
6.2 OoporuAany pottup
1 ZaystAle pAstup do Zdy
2 S pouzttimflooroakoplA zavadia pomoci vodciho draiu kateb C315
aproisAnAa (WatAtor”~ do prsvAamA
3 OdalraAla<bislLior
4. UrrMAlakatAtr C315na poZadovanA mitio
5. OdabaAta vodtei diet
5 Zavadta alektrodu nabo kalAtf plea kalAV C315 na poZadovanA
ialo

7. Pa umistAni alektrody na poZadovanA mlttc naflzneie iatNe C315
a odatralke jaj.
8 Pokyny pao naUznuti kalAbu C31S nalaznate v lechnickA pKruAce
dodsnA a fazaclm r>Afti0)am
7 Podvbny popis pNstroje
7.1 TachniekA iid~(pnanovitA hodnoty)

Panmelr UodatvC31S
OHaUtor MalanAl PotyatylAn
vodkitio VntiW ptteiAr 0.96 mm (2.8 Ft. 0.038 patca)
minimAlna
VnAIAl pTATAr 1,75 mm <5.2 Fr. 0.068 pafca)
maranilnA
\AxkcikatMi Mateiiat Btokovy kopolymar polyamdu.

1.6 mm (5.4 Fr. 0.0"paleaj
VnKfrUprOnAr nilnimAtoA

VnAjll prCmA’ 2.4 mm (7,0 Fr.0.092 peke)
maiciniAInA

Kompatiblini alektrody 1,4 mm (4.2 Fr. 0.055 paka)
menAl

nebo
Kompatibilnl vnitinl banavetiAznl 1,75mm (52 Ft. 0,068 paka)
zallzeni nebo manil
eiale modalu  H20 S4.8S.J  S10.H40 HIS

vorikiho KatAtn; (7.9 pksO (11,8 palcA) (16,7 pajoA) (18,9 palcA)

PouZHalnAdAlka 28,Sem  3S.Scm Sl.Sc Sl.Scm
dilttAtoru (1]. 2palcal (1S.2pa)cei (20. 3pe|ca] (zO. Spaloe)
vodidho kalAtru

8 Odmltnuti zikruk spoleinostl Medtronic

UpliiA Informaca o odmitnutych zAnrkAch naleznal A v pAMZANAM
dokumanbj o odmltnuti zAruk

9 Servis

Spolalnosl Madbunlc zamAabulvA vysoce vyAKOVNA zAetupca
atachniky z celAho avAta. MaA jsou pApraveni vAm pomoci 8 nazAkladA
ZAdoali poskytnout kvaHAkovanAmu namotiilAnlmu parsonalu Akolan!
tykajiciso pouZitl prpdukiAapoleAnostl Madbontc SpolsAnost Madbonic
rni taka KdlIspoziti kvaAAkovsny parsonAl, Mary jZIvetalljin pioduktCr
poAkytuia odbornA kr>nzuliBce Mate-i zAjem o dalAl Informaca,
koiTtaktutte misInihu zAslupca spuleenosti Medtronic nabo volajta na
ilslo d naplAta na adresu spolaAnosb Madbonic Mai4 taou uvedeny
na zndnl stranA obalu

Refer to toe mAa_DVD* calagoty In -t§ >

docAieSZAe tor PHnbng inirtructtona
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Cnepytolie Ha3BaHUs AB/IAIOTCS TOBapHbIMY 3HAKamMu Koprnopauuu Medtronic;

Medtronic
O6bsACHEHNE CMMBOJIOB, npmBeaeHHbIX OmuManbHBLIA [eacTaacniib « EC
Ha 3TUKeTKe YNaKoBKY EC REP
CH b5 TTxbuw Y/IAKOBAM, Kakve «4TMObI NMPUMEHIMbI CAAHHOMY .
UM<y O BHYTpeHHWIA arameTp
C«nfenniie Europeenne ~aponeiicum .
COOTB*T7I1HB) ~OT ciwsar 060MMUMT Cope|r*nm»e ynakoebi
UroTCTpoiieras NosIMECTKB COBTUMET*|r*T
0050 rpe6oBBHMsN EBpormiicatoi AvpKTuabl
AlKHO 90,-335>eEC.
[nnsitaTop Npea<)MNKOBOro bareTepa
[Jlera MoToKneHm
m JloKyMeHTaLWs 1Mo NPOAYKTY
CofepXMmoe ynakosku
B Y/IMroeke COAePBUTCS I0CYMEKTaLMs M0 NpoayKTy 1 (wmm)
n [NNSTATOP COCY/I0B U 1 (CoMH) 13 KATETOPOB C315. /I0PEUMOsIeHHbIK
Hdke
Komep naptvin
LOT P rep 015H20UH40
Crep>1M>cacio aTkneMICHaoH
STERILE EO >
H« ncnanbioaBTk NOBTOPHO C31SHI6
/*X X 'C MBKvanbHaa TemnepeTypa t paiioim»
1+ XXX'F N
| -
OTKpbIBaTh 3/1eCk / HafiopsaTk 3aech c31sa
Howmep no Taranory
REF C31ss4
He vcnonb3osate BesiBynasema
rospexaeHa L
C31s8S

Tonbko ansa CLUA

IUSA 1

CM. MHCTPYOPHO M0 axoruTyaraLm C31SS10
8Hel|advii anamveTp l
CTpaxa npoHsacauTesb
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1 OnwucaHue ycTpoicTea

C3IS — 310 0aKooUMHi) Ypeckoto<bis tarersp, p«aHBlHaY*HHbIA
/AN BBEABHMIA iSTSTOPOE 5 pallniMba THAM 3NMrpo/o! Ans
CTUMYNAUMK Wnn ik PHGPsiNaunl KateTBpC31$ HaxoauTes s
YNaroBxo € AISTaTOPOM COCY/I0B, OGMEryatoLLM aaa/iBHe *
COCYAVCTYHO CETb.

Ha np01cumds ok xoiaie xaretepa C31S nmeeTcs ravoctatniaccuo
W/eTail, a AUCTasIbHbIA KO TUK— PETTTTavioKol IbIlA, YTOGbI
06/1eNUTL BUTYya/IM3aLmIoNpu peHTreHockonumn Katetep C31S
cnpoeT~oeaH TakuM 06{BLLM, YTO ero MOXHO NPO/OSLHO PaTPenThL
1 ero rnosaosisieT u3Brekarb ero nocne paMeuieM** yetpoiictee.
VIMeeTcs psif, KaTeTepos C Pas/IMHHON KpMeMaHOA. MO3aa/IsoLLK
YUMTLIBATL OCOGEHHOCTU aHATOMTECKBTO CTPOSHIS U Pas/niHbIe
PaaTo/PKEVHA 3/1EKTPOLIOB

11  Coaepxumoe ynakoskiu

Cm. cTp S3

2 lokasaHUs K NPUMEHEeHN0

KareTep C315 nokasaH /11 BBEAEHUA Pas/NiHbIX TWI0a KaTeTepoB 1
31eKTPOAOB ANS CTUMYTIALIM U i8NG SKNALMN

3 MpoTTononasaHus

Vicronb3oBaHme YPECKOXHOTo katatapa C315 SPoTHeOs10Ka3eHo [
nauyeHToa C 06CTPYTATVEN WM COCY/MCTON HOAOCTKTOMOETIO.

4 TpefocTepexeHus v npeagynpexaeHnsa
O6s3aTeNIbHOE CTaluMoHapHoe 06opyaoBaHe. OGopyaoBaHIe A/
BHeLUHel AechMBpUNTVBPU A0TaTO HAXOAMTCS SI06MM30CTU 1 Bbib
NOAFOTOB/IEHHbIM K KEKKE//IEHHOMY MC/I0/b30BAHILO 3TO NOIacXwT
BOCMO/130BaTLCS MV HEMEZ/IEHHO NPi BMOSTHOCTY PasBUATUS
aPUTMIAV AN NPV UHIYLMPOBAHHOV apUTMUM BO BPEMS BEBABUHN.
NO3NLIOHNPOBATB! 11 KPATKOBPEMEMHETO TECTUPOBAHSA CHCTeMb!
3n1eKkTpofa Bo Bpemst MMNNNTaKB>y AMLIHA UMETBCS! €03MOKMOCTK
6bICTPO OCYLLECTBUTL Na/AEPANBACKLYI0 CTMAYMKVK>
VICrionb30BaHyie CCTeMbI J0CTaBKM lyanH 3/1eKTpLLIB0e KIosieT rpKiBeCcTM
K 6rokage cepaua. s nosyHeHns AornonHUTeNbHOM MHdopMaLymn o6
anaHApyT3n BO3MCBMbIXHM'1ATN P KATMb P COBbITUAX M OC/IOXHEHLUN
CM TaHW4YeCcKoe PyKOBOACTBO, MOCTBE/IsieMae By naoas C
COOTAETCTBYIOUTM /IPOAYXTOM.
MoBpeasieHune cocyao0B 1 TkaHeid. CobofjaiiTe BETOPCKHOCTL Nput
MPOBE/IeHNM KaTeTepe 0 COCY/jam W TKaHBM

« TMpy NPOaoAEHUI 1 MO3HLIHOHVPOEAHIN KaTeTepa He JOMyCTUTe
riepchopaLivn MM pacceyeHIst COCY/I0B U TKaHei ceyliie
TPV Ha UMK CONPOTUBIIEHVS HE TAHUTE, He TO/IKAIATE 1 He
BpaLlsiiTe KateTep OLLYTVB COMPOTVB/IEHUE, MPeKpariTs
NPOIBIDKEHME KBTBTOPA. YCTAHOBYTE MPUUHY COMPOTUB/IEHS N
MPMMITE COOTAETCT BYHOLLME Mepb!. [CHATE 3TOrO MPOLIEAYPY MOXHO
NPOAO/ VKT, MOBPEXAEHMS, HAHECEHHbIE KaTeTepy, MoryT
NPEnATCTBOBATh YMPAB/IEHIO HIA, CHIDKAIOT TOYHOCTB PEAKLIMA Ha
BPALLAIOLLNIA MOMEHT 1 CrOCOGHBI CTaTb SIPUHMHOS NOBPEXASHMS

COBMECTUMOCTb YCTPOICTBA. VICIIoNb3ylire KateTep To/bko ¢
COEMOCTUHBIMU TPAHCBEHO3HBLIMI YCTPOVCTaaMn aHHbIe
VICCIe[j0BaHIIA O COAHSICTUMOCTU KaTETEPOB C KakviMM1 /IM60
ycTpoiicTBamMu Mpom3BeseHHbIMM He Kopriopaumeli tidedtronic.
orcytcreyeT. Cpen Hebraron|»<sTHL>L NoCNIeACTBUIA MCTo/b30BaHNA
KATBTEPa CHOCOBMBCTUMBIMM YCTPONCTBAMI HEEO3MI KHOCTL/10CTaBKN
PaHCBEHO3HOrO YCTPOICTBa W MOBpPeX/eH/e ycTpolicTea W
KaTeTepa BO Bpems J0CTaBK/

OLEeHKI pa3pesaH st HACTOSILLIETO NPO/YKTa NPOBOAWIACH C
vcnonb3oaaHnoM cmTTepoB Medtranlc Universal Il wm

Meditronic Adjuelsble. 3ro BaVHCrBeHHbIE CANNB|LW,
PEKOMEH/IOBaHHbIE /7151 NPHVEHBUMSI C KaTeTepom CI15.

OCMOTp CTepU/ILHOI YNaxoBKH. Mepes BCKPbITEM OCMOTpUTe
KTEPUNbIYHO YNakoBKy.

m EC/M Le/10CTHOCTb YreKOeKM HapyLLIeHa Wk UMEHOTCS! COMHEHMS!
OTVOCUTENBMO KOMM/IEKTHOCTY MPO/YKTa, 06PaTVTOCh B
parvoHasibHoa NPOACTaBNTLTLECTBO KopriopaLm Medtronic K
3aby/ibTe COOBLLMTL HOMEP NapTUN. OH yKasaH Ha NPVIKPEn/IeHHOW
KaHeLwaii yrakoBKke oTxene.

He vCrionk3yiite Npo/yKT NOC/E OKOHYaHS CPOKA FOHOCTU
PriomaHlyeHas Tennieparypa XpaHeHsi NNoflykra— He 6oree
40 «C(104'F).

m [lepes, NOCTaBKOM KBTErep GbU1 CTEPU/IN0BAH STUMEHOKCIAOM
TONLKO A1 OfJHOPA30BOrO UCO/L30BaHNS. [JAHUCE YCTPOICTBO
npeaHasHa4eHo TO/bIIOA/IA O|HOPA30BOIO MC/I0/Nb30B«als 4N1s OAHOTO
naLeHTa. 3anpelLaeTcs NoaTopyo UCTLLYTL3CEaThb. A Taska SIoaropyo
06pe6atbIBUTL UM CTEPLLLLIBOBArb aHHOE NaaarTe c LLerm
TOBTOPHOTO VCNICY1530B8HMA. MOBTOPHbIE UCNaTba0aaM  c6paton
WM CTEPUIN3ALIAS MOTYT HX3yTiarThb PHYIO LIENOCTMOCTb
YCTPOWCTB WK CLU /37 yrpo3y A3arpsi3HEHUS!, UTO «eXBT MPUBECTU
CTpaBMe 3a60/1IeBaHMIO W TKETasIbHOMY UCXO/lY siallyrBuTa
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O6palleHue ¢ kateTepoM. C KaTTepou criagyvt obpaLaTbes
ocTo) .

> Ha nxubaiite. He nepekpyuuBaiire n He pacTarveaiite xeretep
C/IMLLKOM CU/IbHO.

Ha nonb3yiTmbIruypriiecNeMrHHCTPYMBLNAMH /15 3axeare
Karetepa

He npviknaabIBaiite YpeamepHbIX yCWnii Npy BagaaHuy katetepa
acocyn,

Mepep, VCNoNb30BaHWEM KaTeTep A0/IKeH 6MTb TLIATENbHO
NPOMbIT 1 0ea06OXE/EH OT BO3AyXa
HBAOMyCKaeTesoNTarnCKakMMH/INGOXTKaKOCTAMUKPOLIEXPOBU.
h3MOMONYECKIX 11 PEHTIEMOKOUTPACTHBIX PACTBOPOB
VICron3yiiTe B COBOKYNHOCTY C PEHTTBMOCBO/IMHECKVHSIOMIPONBM
V1COOTBATCTBYIOWMMM BHTUXOArY/ISHTLIHM BBL|BC1BaMM
MpombIBKa BaTBTEPa. /151 NPOMLIBKM KaTeTepa aocnob3yiTech
6MOBbIM MOPTOM Y €ro BTysior. Mapay, MCNonbMBaHsBY KaTeTep
[[0NKeH 6bITh TLIATE/LHO rPoMBIT 1 0ea06oX/ABM OT Bo3ayXa. Mpu
vcnans300e THA GOKOBOrO NOPTa MOXHO 3akPbIBETL J/IPOKEMHa/ILHOB
OTBEPCTME FEHOCTATUHECKOrO KnarnTa GOMbUMI K yKasaTaslbHbIH
nasbliem

5 BO3MOXHble HexenartesibHble ABMeHNA

BO3yVIBTas SMGO/MA WHchrumpoBaHve
Annarprneckas peakuvs Ha Aputmns

XOKTPacTHbIE BELLECTBa PaClLVPBK1B CPBAOCTErBrst
OBpa3oBaHu1e apTeproBeHO3HOM Mepchopauys

durnel MHABMOTPPaKC
KpOBOTBYBMVB B HBCTE BBE/EHIS MPOKON MOAKMIOMMIHOM
TpaBMma Nr>a4esoro CryeTeHmns apTepum

TamnoHaga cepaua TpomGochne6ut
CMmelLeHHe Tpom603

PacceueHve MoBpexpaeHe «isnaHa
SkaoKaTUT 3akyrnopka cocyaa
6nokaaa eupaua MoBpBsieH B cocyaa
O6pB30aaHVB raH3ITOMb|

rsHoropakE

6 YKasaHus No NpYMeHeHnto

8.1 lMoaroToBka ycTpoiicTBa

MpomoiitaxataTtBpC3T6 (hr3nonoTUHBaVH PacCTBOPOM
MomBeTUTB AnnaTaTop Bkaretep C315.

TpomofiTe ANAATATOP H3NONONAUECKIM PACTBLLILLIM
PeaomBH/lyenas npoueaypa

ToaroToBbTe BEHO3HbIA 10CTYMN

Mepemelwaiite COBMECTHO KBTBrBp C31S 1 gunsratop no
MPOBO/HVIKY B NPABOE NPEACEPAVE MOJ PEHTTEHOCKO/ILLIECKUM
KOHTpOsIEM

Vi3Bniek1Te aunsiTaTop.

YcraHoBuTe kateTep C31S a TpabyBuoa nosoxeHve
V3Bnexk1Te NPOBOAHVIK.

TMpoaBMHLTE 3/1BKTPOL, WK KaTeTep Yepes kaTeTep C31S Ao
HY)XHOTO MecTa

Koraa anertpon ycranol/laH a Hy»HOM MecTe, H3BrekuTa kateTep
C315. paspBaaaaro B MPOAO/IbHOM HBMpeasieHM.

YKasaHvie na usB/ieveHmto katetepa C315 ryTem npofosibHOro
paspesaHusi CM. B TEXHYECKOM PyKOBOACTBA, NOCTaB/IMEMOM 3
KOM/IEKTE CO CIATTEPOM.

>
N W N e
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7 Moppo6Hoe onucaHwe ycTpoiicTea
7.1 T»kmy«ckmMe upaicTepHcmiiH (HOMUHa/IbHBI®)

Monday, Ju.ly 12,

MapameTp,

unnatatop Matepuan lNonmatnieH

nposogH/HD BHyTpeHHWii griameTp 0,86 MM (2.8 FrefiCh,

BOFO HaTBTepa 0,038 fpoiiva)
M/H/Ha/bHMK

Brevia<uii apameTp 1,75 mm (S.2 Fiench.

0,068 froiiva)
(MaKCMasIbHbI)

MpnenakuTo- Marepuan [Mormadpmp-6r1ok-ammng,

Bbli KaTeTep

BHYTPEHHU ariameTp 1.3 MM (5;4 Fianch.

0,072 proliva)
(MUHUMANBHBIIA)

BrH«aluii anameTp 2.4 mm (7.0 French.
0,082 proiive)

CoBMeCTUMble anekTpoap!

BHYTPEHHII jMamMeTp COBMECTUMbb>
TPaHCEEHObIb1» YCTPOCTa

Howmep bloBerm  H20 $4.56.J
20 cm 30cm
npoeogHMKko6o? (7,9 ol (V1.BaroA-
karetepa ms)
28.5 cm 38.5 Kk
punstarccha (112 g+ (152 proir
VKOBGLL  MB) MB)
«BTETEPA

(MaKcVMarnbHbIA)

1.4 Mm (4,2 French.
55 Aol

iMa) v

1,75 mm (5,2 French,
0.068 arovima) win

S18, K40 HIS

43 cv

M
(15,7 it (16,9 pyoir-
Ha) ma)

5cov 51,5 cm
0,3 grov+- (20,3 proit-
)

na;

B OTka3 oT rapaHTuu kopnopauun Medtronic
OTHaKOMUTLCA C NO/HBIM TEKCTOM 0TKa3a OT rapaHTVv MOXHO B

rpunaraeMom AoKymeHTe «OTKa3 OT TapanTuns.

9 O6cnyxusaHue

4 Cnyxalme kopropavn Me/lronre — VHXeHepb! 1 CrennsncTbI
BbICOKOV KBA/MAWMKaLWM, paGoTatoLMe B Pas/INuHbI CTPaHN MUpa,

rOTOBbI MOMOUb BaM B 0GC/Ty)XMBaHWN HaLLATO 060PyA0BaHs, a N
1ectX0AMMOCTH 1 06YUUTL SIAPCOHa SIEHEGHOTO yUpeXaeHst pabure ¢
npoAyKuueli kopriopauymn Medtronic Kopriopawwist Medtronic Taioke
npeAoCTaanseT Mosb30BaTe/IAM Ha TO 060PY40BaHIA BO3VMOXHOCTL
TO/TYHEHNS TEXHUHECK» KOHCYTLTaLMM MbIELManCTOB KOMMaHNM.
N5 nonyyeHns A0NONHUreNbHON NMHPopHavK obpalLaiiTech B
peryouasibHoe Nnpe/cTaBTTerNbCTao kopropawy Medtronic, 38oHuTe
W NMELLITEBHALLH NPEACTABUTENLCTBA, Te/ehOHbIN ajpeca KoTopbb

yKazaHb! Ha MOCIeAHeli CTPaHMLE OG/IONKN.

t*/
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Nasledovne nazvy su ochrannymi znamkami spolo6nosti Medtronic;

Medtronic

Vysvetlivky kK symbolom na oznaieni

balenia

Prsznle a oznetenie na cbale B zts5le, Mere symboly sa vZTBhuju n*

lento proCuXt

CE

0050

LOT
STERILE EO

REF

IUSA

OE

Confomxte EuiDpesnne izhoda B
poJdiadavkami EU). Tents symbol
znamen4.2« ranaberiie upbespiib vielky
ustanovenla smsmice AIMO 90/38SSHS

DBtum Wroby

DAt T> najneskoiSej spotreby

liisloittrie

Stsiijizovand pomocou etyl4noxidu

Nepous8iv8|te opakovane

Maximbina sklabovacia teploU

Tu {4yon(sin odlepit

KauUl8{iove aislo

NepouZivajte. ak je obal poikodenv

Lon pie pou2lvalsFovv USA

Psitrlte pskyny na peuJKiaiiia

Vonkajil prlemei

Vyrobeii8 v

M715407B001 Rev. A
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Obsah baienia

Aulorizovan” zestupca v kraynPch ES

Vni3tomy priemer

Obsah balenia

DilAietor vodiaoebo katttre

Dokurnanticia k pioduklu

Toto baleme obeahujedokumentadu k produktu, 1 devny dilatator r
nasledovnych kstStiov C3IS

C31SH2d&H40

C315HIS

C315J

C31554

C31Ss5

C315S10

63
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1 Popis zariadenia

C313 je pericuUnny KsNder urCeny ns jedno pputitie, Mory aHitl n$
ZJvedicame rdznych typov stimulstnych alebodsfitxlla&iych *leklréd a
I<alNaav. KaNater C315sa dodava v baleni s dilaiato’om clev
unc,28uplicimzavsdanie da vasloilalOiy.

Ma FridmainomlkOftcl Katttra C315as nai:d5<ue hamanncky venDI.
Dislaltiy lirotje rOnloenkorAresiny, aby bola mstiiA skiaskopickd
vizualizaixa C315]a rezaterny kaldtar. taUe pa iimealnani zirladarla
je motni ho odalrartir. K diapozicii $0 rozli8n6 zakrivenia prs rs2* typy
anatdrne a i6zne polohy etektrOdy.

11 Obsah balenia

Obaah baleriQ j« uvedeny naaPana 83

2 Indikicie na pouiitie

KatPtei C31Sjeiirteny nazsvadzanie riznydi (ypov/rrHilainych akibo
deSOfUatnfch elektrdd a katetrcrr.

3 Kontraindikdcie
PouZtiepeikulanneho kalMraC31Siekcmtmr)dikovB,i4u padentovao
zabkikovapou alobo nondekvatnou vaakiiSatOrou

4 Upozornenia a preventivne opatrenia

Pelnibna nemocnltne vybavanie - Ma”e k dispozicil extsine
d«5bnla8ne zaiiadenie. Mors by ate mohH okamZite pouiif po”s
vaOvanle. utniesNeouania. laatovanfa akOtneho elektrddovdho aystamu.
aleho kedykolVekv pripade vyakytu inctnych alebo zametns
vyvotanych arytrriii. Poiaa 4n"ant8ale je petrebne maf okamZite k
diapozlal zilo&iu sflmutach, PouSUe a”aii>4ho aystenma/alebo
l«Ur<M T 82e spOsobir blokddu srdca DaBielnlormkcfeo tychto a
Injcb motnycli neSaduaeh d9nkoch alebo korgikkablich zlakate v
lechnickel pririiCka pnlaZenej k priahiinemu wWirobku

Poikodanle elev a tkaniva - Prl poaiivani kataba aez cievy a tkanwa
budla opatrni

« Poiaa zaaJvanla a uiriesbloyania kalOtra aa vyhnUe po”odanio
dev 1iidcovaho Ikaniva akym aOperkirac’e a disekde.

Ak cittlu odpvr, katatef neilafie. rvefahajte. a arii iwotasajta. Ak
pocltKe odpoi, praruite tykonivanf pohyb. ufNee pridnu odporu a
pred pokiaSovanimvykon”a yhodnt nkpravnO o”ienla
Poikodania kalMia mMe zabranir preeaej torznaj odozve a
koiitioiv katai’Sa m52e v luf k poikodenlo clevy.

Kompatibillta zariadenia - Kaleter pouZivajle iba s kompabtNInyn
Uanavenbznymi zarladenlaml K dtepozidi me ad iadna lidaje r lealo».
siora by dokaze* koTpaubibLu kaiatre a Inyml zanaoeniam Uora naboi
vyroben” spotofnoafou Metfeonc. Pn poiditi kallira s
nekonvaaNnyiTii zaiiaderiiarn sa mc2e aBf. ze VanevanOzne
zartadenie nebude ino2na zavtasf aiebo satoto zanadanle alebo kaldlar
poias zwAdzama poskodi

Hodnelena rezama sa u tohlo vyrobku vykonai s poutlim
unvarzairgrdh razaCov Uimeisal U aiebo nastavialnych razadov od
spolafnoea Medbonic. Tieto sufedm6 rezabe, kiora aa odportiaKi na
pouzd» s kaletrom C31S.

Xontrolasterilnaho balenia - Selene pred riixorenknakonbok e

« AkjezBpabalen>eal*»balmiepoiKodena,»leboakauBkakoh>8k

po”~bnost tykajuce aa integrity vyrobku, kontaUujte meemeba
zAshipcu spoloinosf Madbonc a poakytnite mu &sk>iaiia
vyzraiena na vonkajewn obale

* Prodidc r,”xKi2iva™e po uptyntf dSturmax”~iade

« Odporudanaakiadovaciat"do(aprelentop(odukl|640‘C (t04'F)

alabomen”.

« SupravakatetraaapreddodavkouelenlizoxaleettdenQxidom.
Lan nafednorazovapauzitie-Tolozanadeniaieuresnelennajedno
pouZaie ujedneho pecietAa. Tolo zaiiadenie opakovarte nepouzK”le
neiityaviitte, an* nesterdzude za ucalom opakovaneho pou2fba
CpStovnd pouilyane. upravovanie alebo steiilzovarae mbie rrut
negalivny vpiyv nailnAlurainu imagiHu zariadenia alebo md2e apesobif
nsko vzniku kontaninacie zanaderaa. 1b m52e maf za nisledok
zranana. ochoienie alebo smfT padanta
Manipuiacii a katatrom - S katatrom menpulujle vidy opatme
Kataiei nezalarnji». nanafahu”e. ani nadmame neohybaite.
Nepoutivajle ctidUigKke naeboie na uohopenie katetra
P[l ZBattvanl kaletradodevy nepoutma”nadmeiTHi sdu.
Zabazpada. aby sa kaZeter pred pou2itimdbldadne prepd8chol. a
aby naobatfroval vzduch.

ZabrlAle kontaktu s (ekuanamr inynx ako je lav. fyziolo(pdy roztok
alebo kontrasbii ialka
Zanadamepou2N¢xpodsldaskopiclcyfndoliladonis$vhodnyni
anMoaguladnyin pro~wdkarn

PrtplfclinMit katetra - Ne prepiachovane katetra ponsie bodny poit
naobt>trd« KaiaiersamusipredpouiiliniddKladneopiacbrwfanesiTse
nnsahoetrvzduch. Ked pouzivas bocny port, mhie byfyhodnO utesmf
pioximakiy otvoi hemoslaticktiho venlllu palcom atsbo ukezovakom.
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5 Mo2n8 neliaduce udalosti

Infskola.
neiyavidelna iinnosf srdca,
rozilrsnie medasTInuy,

« vzduehoya embbla,
« alargleka leakda Ta kontrasma
latky.

« vznlk adatiovanoznal llstuly. perforSda.

- krydcanle Vmlastezavtdenia, piiaumolorax,

« poraneree bracitainehoplexu, prepichniitie podkfuenej
« lamponadasrdca. tepny.

« dislokadi. tromtaSabitida.

« diseVixa, Irombdza.

« andokarddlda,

+ blokada srdca,
« vznik hemaliimu,
« hemoiorax.

poikoderae chtopne,
vaskulima okUzla.
poikodenia cievy.

6 NAvod na pouiitie
6.1 Pripravt zariadenia
1 PrepMchnita kalbtar C31S fyzlalagickym roztokum
2 Do keiatra C31S umlatinlla dllalAtor
3. PrepddindadilahltDityzlologickyrnrozlokom.
6.2 Odponitany poatup
1 VyNorta yanbzny prisfup
2 ZasMiakopibkel konlioly zavedle katdtef C31Sspolu a dllataiorum
po vodiacomdrbla do piava) predsiane
3 Vybatte dilatator
4 UmlasinHakataierC315do poladovanahc miesta
5 Vybarts vbdlaci dr8L
8 Caz katetaf C315 zavodto efeldtbdu alebo katatoi na po2adovane
mleato
7. Po umlealneni eleklrOdy na potsdovanb rneslo rozreZls kalllor
C31Seodsttahta ho
8. Oalbe pokyny tykajuce sa prcrezavana a odibahoyanla katetra
C315naldot« Vlecbnickai prirubke pdbelenej k razaiu
7 Podrobny popis zariadenia
7.1 8peclfiksci» (nofflirtabw)

Parameter Modehr C215
DilslSloi Material. Polyatyien
xodMceho Vnutomy pnemer 0.98 tm> (2.6 Fr. Q.33S paica)
kaWira minimum
Monk” phemar 1,75 mm (5,2 Fn 0 068 pelca)
maximum
VoOMo katater Maienar SkAoyy pofyatemmid.
Vraitomy pr>amer 1.6 mm (S.4 Fr; 0.072 paka)
mrimum
Vw)kali< prienter 2.4 m (7,0 Fr: 0,082 paka)
maximum

Kompettbilns alekUOdy 1,4 TN11(4,2 Fr; QOSS paka)

aiabo mansie

KompaUxina vnOtoma Iransvendzne
zanaderia

1.75 mm¢( ij Fi; 0.088 peica]
alebo menbe

H20 sia.H40

20 cm
dttfcavoOiacsho (7.9 pelca;
kstatra

£tslo modelu Sf, S8.J HIS

30cm 40 cm 43 cm
(11.8 peks) (15,7 pam) (16.9 pelce)

Poublefna 28.5cm 38.5cm 51,5cm SIL.Scm
ditka (lWMora (112 pelca) (15.20am) (20.3 pelca) (20.3 pelca)
vodmceho

kalelrs

8 Odmietnutie z*uky spolo”nostou Meiftronic
upfaieinbiinacie oodrnelnoU Zdtuky n"dete v pdtoZenom dokuments
0 odnsetnuti zaruky

9 Servis

SpoloaicsT Medronic zsmaabrava na selom svete dNeladn* Skotenych
zisnipcor a tachnickych pracovnikov. na looiycti sa mdtete obrasl”. a
ktorfV pripede pobaby poskytnO kvaHkovanernu nemoomOnamu
paraonSki ikoiania lykaJOca sa poutivania prodiddov Medtronic
SpoiofttosT Medbohic zemeatnava aj ocbomikov, ktort pou2lvite(om
prDduKUiupoekylU)ulachradn)padp«u OaSia intoTmada zlskate od
miaalneho zSatupcu apdoincab Medinmic, pripadne sa pisomno alebo
leletonlcky obratle naspolobnoer Medtronic, Uor"H kontakma inroimaciB
najdale na zadnej shana

S5
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A8agidakiler Medtronic 8irketinin ticari markalaridir:

Medtronic

Ambalaj etiketindeki sembollerin

aQiklamast
Bu Qrtindfl han”i s"mbollenn ge”arii oUu”nu gdrmak li"n awbsla|
eQke™eba’run

Conformite Europeenne (A»fjpa

Normlarina Llygunluk)' Bu semtn>i, cihezin

AfUD 90;3S5iEEC sayili Avrupa DirskliCils
tamamen uyumki oklu” anlimina geir.

0050
imalat larihl
Imeiat”i
Son Iniilonma tariw
Lot nomarssi
LOT
ESfen okal kutlamtsiali sleriDze edlImisti
STERILE EO
Yenidsn kullanmavin
IV+ X) Maksimum saklema sicakligi
— (i)
Buiadan a;m/eur»lari soyun
Katalog numsrasi
REF
Ambelej hasai gfirirOfsa kullsnnieyin
Yetmzca ABO'deki kullaiiicilai i*n
TUSA

Ku'lenim tatmal>8rinB bakin

Di? jap

Ims! edildigi ysr

M7154Q7B001 RevA
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Ardski yetklk temsilu

EC REP

122

Amhalajin ijindekilsr

Kileviiz kateter dlietorD

Clnjnle ligiu belgelei

m

Ambalajm Ifindiler
Bu airtiataj UrUnis ilgik beigoiei. ! sdet damai dilaioio ve ajagidaid
C31S kateterleiden lini ifermskledir:

C31SH20 ve )X0

C316HIS

C316J

C315s84

C31Ss5

iC N i

C31ss10

67
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1 Cihaztaniini

C315, fefitll pacing veya PeEtNiMerieed'leDnin veKateteilerin
y*i<*f«nimaaine» ktullanilmek i”n lasarlenmig. lek kullammlik peiMilan
Nerkttatt'd>r. C315imbalajinde.veekUI3tUre3iri$ igin bfr dama’ dllatarO
aaSlanmtlcte
031514, preksimal olarak Ne nemostadk yatf bulunur ve dislal u?
ftoroakspi altinda gerOiitDlemTiesi Idn radyopaktir. 0315. clhazm
yaileaHlImtaliiden sonra giksiilabilmsei Igin kealeblIr olarak
tasarlamriftii (afiU anatoinnereveftrkli lead konumlanna olanak
{aTTuk igin gefili egrilerle kullanima sunukmigliir.

11 Ambslalin Igindakiler

Arnbala] ipandi I(in sayla 67'ye bakin

2 Kullanim endikesyonlari

C318, gafltu padns ve dafibrilal8' lead'lsrinin ve kaletertenn
yerianilimaei Idb endlkadif

3 Kontrendikasyonlar

C315 perkDEan Kaleleiin kullanimi, tikali «eya yetersia yaakOtaftirij otan
hasialaide Konvendiksdir

4 Uyarilar ve Snlemler

Oareken hastane ekipmani - Arttira olasikgi varsaveya ezsWiie arttn
IndOkteniyorsa. herioi deKbtilasyun elupmanim giil$, yerlesbnmve akiA
lead sislemi testlen sirasinda aal olarak kuttanifmak uzere Itazir
bulundurun Yedek pacing, jrrk>lantasyon simsinda tiBZir
buhjndurulmalidir. Tagimasislemlnin ve/veya leadleilnkutonilinasikalp
blo™vina neden olabiRr. 8u vedigei oMsi advers olaylarye da
komplikasyonlar hakkinda daha (azia bilgi Igmligih urOnOn sndie~jmda
butunan ieknik el kitabma bakin.

Damar m doku hasan- Kateted damarlarve doku igeneinden
geddrken dikJmtii olun.

« Kilavuz katetenn gegirUmeei ve konumiandirilmasievasmda
damarlarda ve kardlyak dokuda peiftirasyonve deekslyon giti
ttasarlarin oluymBsim Snleyin
Kateteri direnca ragmen Itmeyin. pekmayln veya ddnduimey”™n.
Ciirsngle karailagiimasi hakride harekete devam etmeyin, arenciu
nedsnini bekileyin ve devam eimeden dncs uygun latonv
geffaklefdrin Katetarin hasargormeai.lulavuzkaleaanndognilork
lepkisi ve denedmiia uygutanmasini dnleyslklir vedamann haaai
gOrmesine neden olsbivr
Cihazin uyimilulueu - Katsteii yalmzoa uyumlu transvendz ahazlarla
kiiRimn. KateMrin Medtrcintc markali okriayen Iterbacigi btr cazta
uyumlu oldugiinu gdeleren (eel veillerl liulunmamak”ir Kateteiin
uyumlu eknayan dhazMile kullinilmaeimn eonuclari aminoa,
Uanevcnpz dhezm ta?mamamavi veya ta®ima ifktiri airaainda
baiisvendz dhazda hasar maydana galmeei buhinabiir.

Bucihaz Uzenndakl kcemetelemi deCerlendirrmleil MedtorHcOniveisal
Il veya Medtronic Ayahanatski Keakileii kullanilarakyOrtiUl-Imuytur
Biininr 0315 kateted llebirlikte kutlamimasi tavalyeedUen yegane
kMkilerdir

Sterll ambalajlann incatenmesi - Slenl ambela™an agmadan «ice
Incaleyin.

m Ee»r UrUnUnbOtQniOsaHe Hgili heitiengl hr soru Igared buhnuyoisa.
bukindu$unuz yetdeki Medbcnlc temsliclal HeileSyime sed ve diy
ambalaj eUketindeki lot mimarasini verm.

« QrOnd son kuSanma tarlhi gegtiklen soma kullanmaym.

« Bu UrQngin lavsiye edHen depolama sicakli(fi 40 ‘Cde (104 *F}
veya daha aitindadir

« Katetersetlsevk edilmedan 6nce«lLen hreitle stenizeedanysto
Yalmzca tek kutlanimlik -Cihazsadece bitkez ve tek bir haetada
kukaiiiknaya yoiisliktir. Bu dhezi yeniden kulaiimayin. yeniden
kuHanmakemaciylalelema tabi tutmayifl veyaetanlze etmeyin. Cihezin
yeniden kuRanilmaai, i$leme h h tutulmaei veya sterffize edilmesl,
rihazin yaptsalb&OnNegUi)iHetillkeyedtj?Orebllrveya abazda, hastanin
yaralanmesi. hastalanma-si veya tNemu He sonuglanabilecek b
konlaninasyoti nsU meydanagebiebkr.

Ktteterin tululmasi -BDkulebiSr kateted herzemen rhkkatle tutun.
Kaletc'i bukmeyin. geimeyin veya sen hr bi“mde egmeym.
Kateted kavrainak igin ceirahi eletler kiitlenmaym.

Kateted dan«ra yerlesliridcen aain deiecede gOg uygulairayin.
Knteter kullammdan Oncelyiceyikanmalidirveigindeki httva
bosatlilmalidir.

Kan. salin veya kontrast gdzelb digmdalg swilarla lemas ennesinl
enleyin.

Floroakopik kilavuz ve uygun anti-koagdlasycn ajanisri ile bidilda
kuHanin.

Katetarin yikanmasi-Kateted yikamakigingObekte bulunan yan portu
kuHanin. EgHebiir keteler lyice yikanmeliCir ve kulUinimden Once
i“ndekihavabo”ililmalide Yan portu kuHanirken, introdtlserkacegmin
pcoksmial agildigini beypamiaginizls veya I$arvt paimeginizie
kapatabdirsiniz.
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S Olasi advers olaylar

+ tiava emboizmi enfeksryon

+ kontrast maddayeaiarpk dOzensiz kalp atigi

reakslyon rredlasknel genislerne

« arteityovenOzhsttilolusuniu perforaeyon

« gidy bdlgesinde kaHaTa pnSmotoraks

« brakial pleksus yarstarnnasi subUsvyen after kesHmesi
« kardlyak temponad tromboflebit

m yerdeOiedrcne tronAsz

m diaekaiyon kapek hasan

« endokardd vaskUlerolduzyon

« kalpblogu danwhaeaii

« hamatom okisumi
« hemotoiatcs

6 Kultanim taiimattan
8.1 Cihazfn hazutanmaM
1 C31Sliseiiile yikayin.
2. OliaeofaC3i5'eyer)e;tirin.
3. DilatPra sainfe yikaym
5.2 Onerilen prosedur
I. Venoz tlifim sagiayin
2 (C31S1ve diMditi birkkle. kilavuz LLI Dzennderi. flotoski™
kuRanarak aachatnyumai igedsirie do8ru Heitekn
3 DIIttOrO gikarin
4. C31Skateted iatenan yerde kenuciilartddin
5. KiMvuztak gikaiin
6 Laadi veya kalelenC3iSaiacH4iyialslen«n konutado”
Hertebn
7 Laadvtyakalatatiatenenyerdekonumlandiiildigizaman.C31S1
keseiek gikartin
8 C31SlnkesmeyehlyltgikB<HmasikonuaundaBlimaSerigin kesH
M ayni ambalajda bulunan teknik el kilabma bakin
7 Ayrintili clhaz tanimi
7.1 Teknatez/llklar(nominal)

Parvneire CIKHodriferi
Kilavuz kateter Materyal Poieblen
Halrtj i 0,98 mm (2.8 Fr,
99ap 0038 ing) rnnimum
Oiigap 1.7Smm(5,2Fi.
0.088 ing) makSHTiuin
Kilavuz kateter Uateryal. Poteter blok amid.
kw . 1.8mm(S.4Fr, 0.072 feK)
minimum
Diggap 2.4 mm(7.0 Fr. 0.092 aig)
maksHnum
LtyumAj Laacfler 1.4mm (4,2 Fi, 0.0S5kig]
veya dsHia kugOk

UyurrSu ig Transvendz Cihaztar 1,7Stnmr5.2 Fr,

0.068 ing) veya daha
kOguk

Model Bumerasi H2i S4.SS.J S10 H40 HU
Kulanilatsif biBvuz 20cm 30cm 40 cm 43cm
kateter uzieikidu (7.9Ing) (118iog) (15.7mg) (18.9 m«
Kulandahir kilavuz 285cm 385cm  St5cm  5l.Scm
ksieier (ilairvfl (1lumg) (152if~) (2C.3mg) (203 mg)

uzuntugu

e Medtronic garantiden feragat beyannamesi

Garantden tersgal beyaruiamesi tiakkinda eksilolz bagsign ektelu
garaiidden feragat bayannames baigeseie btiun

9 Servis

Meditronic, size liizmet etmek ve LLiep Qzertne vasifli hastane
pereonelne Medtronic OrOolerininkiHfenimiyia ligil eNemvermek mere,
turn dilnysda son deiece lyi e"idm akThf (amsHdlerle ve mOhandfelerte
giligmaktedir MecRroniciynca QOn kuiamcilarina teknikdinifnianiik
N zi~j verucek profesyonel hr kadroda butundurmaktadir Aynneh higi
Igin, bulundutiunuz yerdels Meditronic temsHhsl lie aetrsune gegin veys
aika kapakia buHirian ilgil telefon numarasindan veya adrealen
Marltmnic'i arayin veya yirkete yazin

69
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M edirottic

Manufacturer

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5504
USA

www.medtronic.com

Tel. +1-763-514-4000

Fax +1-763-514-4879

Medtronic E.C. Authorized
Representative/Distributed by

Medtronic B.V.

Earl Bakkensfraat 10
6422 PJ Heerlen

The Netherlands

Tel. +31-45-566-8000
Fax +31-45-566-8668

Europe/Africa/Middle East
Headquarters

Medtronic International Trading SSrt
Route du Molliau3l

Case Postale 84

CH-1131 Toiochenaz

Switzerland

www.medtronic.com

Tel. +41-21-802-7000

Fax +41-21-802-7900

Australia

Medtronic Australasia Pty Ltd
97 Waterloo Road

Nortti Ryde, NSW 2113
Australia

Technical manuals:
www.medtronic-com/manuals

eMsdeonic. Inc. 2010
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(Iepesod ¢ anznutickozo a3vixa na pyccKuii A3biK)
[Ha 6ranxe xomnanuu « Meomponux»)

«Mearponnx, Hak.»
{Medtronic, Inc.)

710 Mearponnk INapkysit H.E.,
Munneanonnc, Munxecora 55432,
CIUA

(710 Medtronic Parkway N.E.,
Minneapolis MN 55432,

USA)

www,medtronic.com
Teun.: 001-763-514-4000
dakc: 001-763-514-4879

TIucsMo-33aBNeHAE

Kompaans «Mearpounk Huk», YIpexIcHHAA B COOTBETCTBHH C 3aKOHOAATENBCTBOM
Coemgnnennpix LlltaroB AMepukH, OCYIISCTBAAIONIAA OCHOBHYIO ACATEIBHOCTh MO ANpECY:
710 Mexrpornk  [lapkys#, Mmunseanommc, Munnecota 55432, CIIA, BacTosmmM
NOATBEPKAACT, UTO MNpUNAraeMas AOKyMeRTammA, HWHCTpYKIMA no SKcILUIyaTalMH Ha
JocraBouHkiii kareTep, Bapuantsl AcnonHenna: C31584, C31385, C315810, C315), C315H20,
C315HIS, C315H40, anaercs sepHod ¥ HeH3IMEHEHHO! KONHEA OpMruHana AOKYMEHTa.

/noonuce/ 28 oxmuibps 2021 2.
Mma: Menauu Brucent Hara
Homxaocts: Crapmuit AMpeKTOp N0 HOPMATHBHO-TIPABOBOMY

peryMpoBaHMIo
IHTAMIT HOTAPHYCA

[(LImamn:

Amanna Kpuctun Anegex

Hotapuyc

Munsuecora

Mos nuueHsns aeficTeaTencHa a0 31 aHsapa 2024 r.)
/noonuce/

28 oxmabps 2021 2.
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lMepesena "pomoBa AnekcaHgpamuTpuesHa

Poccuiickaa deaepauuns
Mopoa MockBa
CefbMoOro fiekabps fBe TbicA4M BajLaTb NepBoOro roga

A, Koponb Buktopus AnekceeBHa, HoTapuyc ropofa MOCKBbI, CBULETEeNbLCTBYIO
MOASIMHHOCTb NOAMMCK NepeBog4YMKa FpoMoBoit AnekcaHapbl AMUTPUEBHbI.

Mopnuck caenaHa B MOeM MPUCYTCTBUMN.

JINYHOCTL NOANMNCABLLETO AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne08/82-H/77-2021- A0

YnnayeHo 3a coBepLLEHMe HoTapranbHoro aerctens: 400 py6. 00 kon.

eecesEwb  [TOANMNCH

B.A. Koponb
HOTAB/YCA P

MPOLLIHYPOBaHO, NPOHYMEPOBAHO W CKPEMN/IEHO NeyaTbio

noanuchb

EPECBAA MB-ATb
HOTARYCA
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Poccuiickas ®enepauus

lopog Mocksa
CefbMoro febabps TBeT TAB3 MewbneTon” Bcero npoLiHypoBaHo.
A Koponb Buktopus AnekceesHa, HoTapuyc ropoga MockBbl,
CBIETeNbCTBYI0 BEPHOCTb KOMMM C MPE/CTaBNEHHOTO MHe neyatbio31n|/cTl-a.-08)
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Medtronic

Medtronic, Inc.
710 Medtronic Parkway N.E. KO I-I M H
Minneapolis MN 55432,

USA.
www.medtronic.com
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 or
affirm that the attached documentation, Appendix Technical Manual for SelectSecure®” MRI
SureScan* model 3830 is true and unaltered copies of the original documents.

Name: Melanie Vincent Date
Title: Senior Regulatory Affairs Director
NOTARY STAMP

Page 10f1
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Medtronic

Medtronic Inc., USA

710 Medtronic Parkway,
Minneapolis, MN 55432, USA
www.medtronic.com

[lononHeHme K TexHn4deckomy pykosoacTBy/Appendix technical manual

(NMpu nocTtaBKe n3genusi B PO nHgopmayms, cogepyxawasica B JaHHOM AOMOSIHEHUN K TEXHUYECKOMY PYKOBOACTBY, siBNsAeTcss npuoputeTHoit / When the device is delivered to the Russian
Federation, the information contained in this appendix to the technical manual is a priority)
1. HaumeHoBaHwue YCTpoicTBa ANs NeYeHns CepAeUHOl Hef0CTaTOUHOCTHM. Devices for the treatment of heart failure.

MeAULUHCKOro

ngenua / Name

of medical device

Anektpof Ana  Kapguoctumynauum  SelectSecure”” MRI - SureScan*”,  SelectSecure™”~ MRI SureScan™ model 3830 (lengths;59 cm, 69 cm,74 cm):

mogenb 3830 pa3mepbl 59 cMm, 69 cMm, 74 cm, B coCTaBe: - lead with anchoring sleeve;
- 371eKTPOAe (UKCHpytoLLeli MyqTOil; - vein lifter;
' KPHOYOK 14 BEHbI; - Product documentation.
- [OKYMEHTALMA N0 NPOAYKTY. (Further in the text; Lead, SelectSecure MRI SureScan, 3830)
(Oanee no TekcTy; Anektpog, SelectSecure MRI SureScan, 3830)
2. CeepeHuns o0 Paspab6oruuk / Developer:

npovssoguTene «MegTpoHuK VHK.», CLUA

MeAMLNHCKOro Medtronic Inc., USA

nspenns 8200 Coral Sea St.,, Mounds View MN 55112, USA

(HaMmeHoBaHuMe, www.medtronic.com

anpec

MecTOHaxoxaeHu  Tpoussogutens / Legal Manufacturer:

A, noyToBbll  «MeaTpoHMK WHK.», CLLIA / Medtronic Inc., USA

agpec, TenedoH, 710 Medtronic Parkway, Minneapolis, MN 55432, USA

agpec mecta www.medtronic.com

npounssogcTea) /

Information YNONHOMOYeHHbI npecTaBuTens nponssoauTens / Authorized Representative of Manufacturer:

about O6LLeCTBO C OrpaHNYeHHON OTBETCTBEHHOCTHLI0 «MeATPOHMK

manufacturer of 0OOO «MeaTPOHUK»
medical  device 123112, Poccus, Mocksa, MpecHeHckas Hab., A. 10, aTax 9, nom. 111, komu. 41
(name, location Ten.: (495) 580-73-77, thakc: (495) 580-73-78
address, mailing mowmedtronic@mail.ru
address, phone
number, address [Opuamnyeckoe NNLO, Ha MMA KOTOPOTO MOXET BbITb BbIJAHO perncTpalMoHHoe yaoctosepene / Holder of Registration Certificate in Russia (name,
of  place of address, tel, fax, e-mail, website)
production) OG6LLECTBO C OrpaHNUeHHOM OTBETCTBEHHOCTbIO «MEATPOHMK»
000 «MeaTPOHUNK»
123112, Poccus, Mocksa, lMpecHeHckas Hab., 4. 10, atax 9, nom. 11, komn. 41
Ten.: (495) 580-73-77, thakc: (495) 580-73-78
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Medtronic

Medtronic Inc., USA
710 Medtronic Parkway N. E.
Minneapolis, MN 55432, USA

www.medtronic.c

3. Knaccudmkaums
MeANLNHCKOrOo
n3genms
Classification
medical device

4. Ha3HaueHue
MeANLNHCKOro
n3genus
Prescription o
medical device

5. Ycnosusa
NPUMEHEHUS
Conditions
use

om

/
of

/
fa

/

for

mowmedtronic(ivwail.ru

Afpeca MecT npon3BoAcTBa MeanumnHckoro nsgenus/ .Addresses of Manufacturing Sites for medical device:

1. Medtronic Ireland, Parkmore Business Park West, Galway, Ireland;

Knacc pucka / Class of risk 3
MHuBa3mBHOCTL / Invasiveness
CrtepunbHocTb / Sterility

MpeAHas3HaueHbl A1 CTUMYNSUMKM WU BOCMPUATUS B MPaBOM Mpeacepann
WM NPaBOM KENMYAOUKe, a TaKkke AN [OCTaBKU 3MeKTPOAOB B MpaBble
oTAenbl cepaua.

[JaHHoe MegUUMHCKOE W3fgenve npegHasHadeHo [Ans NpUMEHeHWst B
KIMHUYECKOW NpaKTMKe KBIM(ULMPOBAHHBIMMW BpayaMu 1 MeaULUHCKUMU
creyyanucTamu.

Ycnosus npumeHeHna MPT

MauneHTbl ¥ X UMNIAHTUPOBAHHbIE CUCTEMbI AO/MKHbI ObiTh MPOBEPEHBI
Ha COOTBETCTBME Cnefytownum TpeboBaHusM nepes nposefeHnem MPT:

* Y nauueHTa HeT WMNNAHTUPOBAHHbIX YAUHUTENEA 3NeKTpoja,
aflanTepoB 3/1eKTPOAO0B MW HEHYXHbIX 3N1eKTPOL0B.

* Y naumeHTa HeT TMOBPEXAEHHbIX 3NeKTPOAOB WM 3N1eKTpoja C
HecTabu/ibHbIM  3/IeTPUYECKUM  KOHTAKTOM, 4YTO  MOATBEpXAaeTcs
NCTOpWEN MMNesaHca anekTposa.

» Cuctema cTumynaumm SureScan MMMAaHTMPOBaHA B /IEBYIO WN MPasyto
06n1acTb FPyAHON KNETKMU.

* [NapaMeTpbl NOAAPHOCTU CTUMYNALMMN YCTaHOBMEHb! Ha GUNONAPHbLIE ANA
NporpaMMHOro Bkw4veHns pexxuma MR1 SureScan.

* N3penune SureScan paboTaeT B TeYeHMe NPEANOaaraemMoro cpoka ciyxobil.
e N naumeHTOB, Ybe Wu3genve 6yneT 3anporpaMMUMpPOBAaHO Ha PeXuM
ACUHXPOHHOW cTUmMynaummn, Korga pexxum MR1 SureScan
3anporpamMMmpoBaH Ha «Bkn.», anadparmansHas CTUMYNALMA OTCYTCTBYET
npy UMMNYnbCHOM Bbixoge 5,0 B v gnutensHoctn nMnynsca 1,0 mc.
Cuctembl  SureScan  Moryt nogsepratbCi  MPT-CKaHMpOBaHUIO C
MCMonb30BaHWeM 060pYyL0BaHUA, MMetoLlwero paboyne XapakTepucTUKU,
KOTOpble YKasaHbl B Tabnuue 9. Bo Bpems MPT-CKaHMPOBaHUA [O/DKEH
OCYLLECTBAATLCA  HENPEPbLIBHLIA  MOHUTOPWHI  COCTOSIHWS  MauueHTa
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WMHBa3snsHoe / Invasive
CrepunbHoe / Sterile

Designed for stimulation and perception in the right atrium or right ventricle,
as well as for delivery of electrodes to the right heart.

This medical device is intended for use in clinical practice by qualified
physicians and medical specialists.

MRI Conditions of Use

Patients and their implanted systems must be screened to meet the following
requirements prior to undergoing an MRI:

« The patient has no implanted lead extenders, lead adaptors, or 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.

* 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.

SureScan systems can be MRI-scanned with equipment that has the
operating characteristics shown in Table 9. Continuous patient monitoring
must be provided during the MRI scan as described in the Medtronic MRI
Technical Manual.

Table 9: MRI Operating Characteristics
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6. OnucaHune
NPUHLMMNOB, Ha
KOTOPbIX
OCHOBaHa paboTa
MeANLMHCKOrO
npenna, un - ux
0COBEHHOCTU /
Description of the
principles

CorflacHoO OMucaHuilo B TEXHUYeCKOM pykosofcTBe no MPT kKomnaHuu
«MeaTPOHUK.
Tab6nuua 9. XapaKTepucTnKm paboTsbl B ycnoBusax MPT

Twun Fopu3oHTanbHOe  Mone,  UWIAUHAPWUYECKUA  TYHHESb,

TOMOrpa K/AuWHWYyecKas  cuctemMa  And BO/0POAHO-NPOTOHHOM
MarHWTHO-Pe30HaHCHON BU3yanu3aumm

Xapaicr  « CTaTU4yeckoe MarHUTHOe Mofe OAHOW M3 CcrefyroLmux

EPUCTUK  HanpshkeHHocTen:- - 1,5 Tn

" -3,0Tn

ToMorpa ¢ MaKcuMMa/bHbI MPOCTPAHCTBEHHbIN rpagneHT < 20 Tn/m

tha (2000 raycc/cwm)
e [pagueHTHble CHUCTEMbl C MaKCUMaIbHOW CKOPOCTbiO
HapacTaHus rpagueHTa Ha ocb < 200 Tn/m/c

Akcnny MowHocTe  paguouvactotel  (PY) MPT 15 Tn —
aTayHs HopmarbHbIi pexxm paboTbl

TomMorpa e CpefHas yfenbHas MOLLHOCTb MOFOWEHNA U3TyUeHNs
tha (YKI) Bcero Tena fo/mxHa cocTaBnsaTh < 2,0 BT/kr.

»YKM fnsa ronosbl He 4O/MKEH NpeBbiwaTthb 3,2 BT/kr,

MouwHocTe paguoyactotel PY MPI 3,0 Tn — pexum

yNpaBneHns ¢ KOHTPONEeM MepBOro YPOBHS WAN OObIYHBbINA

pexum paboTsl;

'Bl <cpcauekblgpaTHUHM Be’luunHa* JONXKH3 661 Th 2 2,8 MKT/1, koras

n3oueHTp (UueHTp TyHHens MPT) pacnonoXxeH Huxe

rto3soHka C7.

» CKaHMpOBaHWE MOXET BbIMONAHATLCA 6e3 OorpaHU4YeHus,

KOrfa W30UeHTP pacrofioXXeH Ha ypoBHe no3soHka C7 wmm
n BbILLIE HEro.
*B i 3TO paC4YeT KOMNYCCTBa PY OJHCprun,
Bblgensemoni Tomorpagom, a YKI — oueHka KonuyectBa PY sHeprum
MornoLLaemMoi nauneHToMm.

*  cpefHekKbllpaTUYHB* BC.MHYMHA -—--

AneKTpofbl AN KapAUOCTUMYNALUN NPeSCTaBAT CoO0 U30NMPOBaHHbIE
npoBofa, KOTOpble MepefatoT 3MeKTPUYECKMe MMMY/bCbl OT reHeparopa
VIMMY/IbCOB K CEPAEYHON TKaHU W ONpefensioT Aenonapusauuio cepaua.
3nekTpofbl  SelectSecure  ABnAlTCA  OUNONAPHBIMW.  BuUnNonapHble
3MeKTPOAbl UMEIT fBa 3/MEKTPOAa; OAWH 3MEKTPOJ HaxOoAUTCA Ha KOHLE
BbIBOZ@, & APYroVi pacnonoxeH 6onee 6113K0 B KOMbLEBON KOHAUIypaLum,
KaTtod4 W aHof COOTBETCTBEHHO. B 6GUMONAPHBLIX CUCTEMax reHepaTop
MMMNYMbCOB CO3[aeT 3MEeKTPUYECKUIA UMNYNbC, KOTOPbIA CO3faeT none
HanpsXXeHnsa Ha 060oux 3nekTpogax. HakoHeyHWK (KaToA) 3nekTpofa

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

Scanner Horizontal field, cylindrical bore, clinical system for
type hydrogen proton imaging
Scanner « Static magnetic field of one of the following strengths:
character - 1.5T
istics -3T
e Maximum spatial gradientof* 0 T/m (2000 gauss/cm)
e Gradient systems with maximum gradient slew rate
performance per axis of <200 T/m/s
Scanner I.5T - MRI radio frequency (RF) ptower - Normal
operation  Operating Mode.

» The whole body averaged specific absorption rate (SAR)
must be < 2.0 W/kg.
* The head SAR must be < 3.2 W/kg.
3T MRI RF power - First Level Controlled Operating
Mode or Normal
Operating Mode:
* Bi.RMs* mu.st be <2.8 pT when the isocenter (center ofthe
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.
*Bi.RMS is a calculation of the amount of RP energy outputted by the
scanner, whereas SAR is an estimate of the amount of RF energy absorbed
by the patient.

Pacing leads are insulated wires that deliver electrical impulses from the
pulse generator to the cardiac tissue and sense cardiac depolarization. The
SelectSecure leads are bipolar. Bipolar leads have two electrodes; one
electrode is at the lead tip and one is located more proximally in a ring
configuration, the cathode and anode, respectively. In the bipolar systems, a
pulse generator creates an electrical pulse that creates a voltage field at both
electrodes, 'fhe tip (cathode) electrode is designed to create a voltage field
that depolarizes the local tissue, which initiates a cardiac contraction.
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underlying the npegHasHadyeH AN1A co3faHUA Nons Hanps>XeHua, KoTopoe aenonsapusyert
work of the MecTHylo TKaHb, UTO MHULMKUPYET cepeUHOe COKpaLleHMe.

medical products

and their features
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7. TexHuyeckoe
onucaHune
MeANLMHCKOro
n3genus,
OCHOBHbI€
napameTpbl "
XapaKTepUCTUKM
MeANLMHCKOrOo
n3aenns
(HopMUpOBaHHbIe
TeXHUYecKme
XapaKTepUCTUKN)
/ Technical
description of
medical device,
the main
parameters and
characteristics of
medical device
(rate-based
specifications)

MapameTp
7
Kawmepa
dukcauns

AnuHa
KoHHekTOp
Mnowagb
KOHTaKTHO KOHTaKT;
MOBEPXHOCTY KonbLesoii:
PaccTosiHVe OT KOHYMKa 0 KOJibLia
[uvameTtp Kopnyca anekTposa
Pa3mep nNpoBOAHUKOBOIO KateTepa

BuHTOBOA

OnuHa BMHTOBOI0O KOHTaKTa

(BbIBUHYEHHOI0)

ConpoTtueneHve  MOHONONAPHBIA:
BunonspHbIi:

Crtepoupg

KonnyecTso ctepounga

Macca, r

LnvHa ukcnpytowein MydTsl, MM
CoBmecTumocTb ¢ MPT

CpeaHuit nopor  6UNONSPHOIO
HanpsbkeHs  Npu  AAUTENbHOCTU
umnyneca 0,5 mc, B

CpepHee COMpOTUBNEHNE
6MnonapHon  CTUMynAuUKM  Npu
HanpsokeHun 5,0 wm 25 B u
AnnTenbHoCTU umnynsca 0,5 mc. Om
ConpoTuB/IEHNE MOCTOAHHOMY TOKY.
Om
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Mogens 3830
bunonspHbIi
Mpeacepanehkenynoyek
HeBBMHUMBaEMbIi KOHTaKT f;14
aKTWBHOW (hmkcaLmm
59 cm, 69 cm, 74 cm
IS-1 BI
3,6 mv®

16,9 MMm-

9,0 Mm

14 mm (4,1 Fr)
3.0 mm (9,0 Fr)
1,8 mm

25 + 5 0m (59 cm)
29 £ 6 Om (69 cm)
31+6 Om (74 cwm)
84 + 19 0Om (59 cm)
99 + 22 Om (69 cm)
107 + 16 0m (74 cm)
JunponunoHat 6eknomeTasoHa
He 6onee 100,0 mMKr
59 cm - 2,28+5%

69 cm-2,60+5%

74 cm - 2,77+5%
21.85 (-0.38/+0.25)

<2.5

350-2000

59 cwm:
BHYTpeHHAA Lenb (HaKOHEYHUK-

cnupans) 25+ 5

Characteristics

Type

Chamber

Fixation

Length

Connector
Electrode

surface area

Tip to ring spacing
Lead body diameter
Catheter Introduction size
Helix length (exposed)
Resistance Unipolar

Helix:
Ring:

Bipolar

Steroid
Amount of steroid (target dose)
Mass, g

Anchoring sleeve length, mm
Compatibility with MRI

The mean bipolar voltage threshold
at a pulse width of0.5 ms. V

The mean bipolar pacing impedance
at a voltage of 5.0 or 25 V and a
pulse width of 0.5 ms. Ohm

DC Resistance, Ohm

SelectSecure*™ MRI
SureScanTM 3830
Bipolar
Atrium/Ventricle
Nonretractable screw-in
59 cm, 69 cm, 74 cm
IS-1 BI
3.6 mm?
16.9 mm-
9.0 mm
1.4 mm (4.1 Fr)
3.0 mm (9.0 Fr)
1.8 mm
25+£5n (59 cm)
29+6n (69 cm)
31+6n (74 cm)
84+ 190(59 cm)
99+ 22 n (69 cm)
107+ 16 0(74 cm)
Beclomethasone dipropionate
100.0 ng max
59 cm - 2.28+5%
69 cm - 2.60+5%
74 cm - 2.77£5%
21.85 (-0.38/+0.25)
Yes
<2.5

350-2000

59 cm:

Inner Circuit (tip to helix) 25 £ 5
O (Ohm)

Outer Circuit (tip ring to distal
ring) 59+ 140 (Ohm)

69 cm:

Inner Circuit (tip to helix) 29 + 6
O (Ohm)
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KomnnekcHoe ycuave Ha paspbis,
thyHT-cnna (H)
Ycunme coefjuHeHNs KoOHHeKTopa IS-

I, pyHT-Cunna (H)

MpoyHoCTb
n3rné

Ma BCe TexHMyeckue XapaKTepUCTUKN pacnpocTpaHAKTCA AONyCTUMbIe

KOHHEKTOpa

IS-I

Ha

BHeLwHAs Lenb (konbuo
HaKOHeYHMKa -  [AUCTa/IbHOE
KO/MbLO) 59 + 14

69 cm:

BHyTpeHHss Lenb (HaKOHEYHUK-
cnupanb) 29 £ 6

BHeluHss Lenb (konbUo
HaKOHeYHuKa auctanbHoe
KonbLo) 70 = 16

74 cm:

BHyTpeHHsAs Lenb (HaKOHEYHWK-
cnupanb) 31 £ 6

BHeLLHss uenb (konbuo
HakOHeYHMKa -  AUCTanbHOe
KonbLo) 76 A 10

A 1.0(4,45)

>2.5 (11,12)

Bbigepxxusaet 82 000 uuKkios
n3rnba npu Yactote NPUMEPHO 2
My 6e3 npepbiBaHWi WK
paspyLUeHns MPOBOAHMKA

OTK/IOHEHNA £5%, ecnn He yKas3aHo WHOe.
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Composite Tensile Strength, Ibf(N)

IS-1 Pin to Connector
Tensile Strength, 1bf (N)
IS-1 Connector Flex (dry)

Sleeve

Outer Circuit (tip ring to distal
ring) 70 £ 16ft (Ohm)

74 cm:

Inner Circuit (tip to helix) 31 + 6
ft (Ohm)

Outer Circuit (tip ring to distal
ring) 76 £ 10ft (Ohm)

> 1.0(4.45)

>2.5(11.12)

Flex to 8200 cycles at
approximately 2 Hz with no
intermittency  or  conductor
fractures.

AH technical specifications are subject to tolerances of +5%, unless

otherwise specified.
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8. BO3MOXXHOCTb "

€nocobbl
WHTErpypoBaHns ¢
apy1nmm
MeAULMHCKNMM
nsgenuamn [ The
possibility  and
ways of
integrating with
other medical
device

N. E.
USA

OnucaHne akceccyapos
YTunusupyiiTe BCe 0[HOpPa3oBble akceccyapbl B COOTBETCTBUM C
TpeboBaHUAMM HaLMOHANBHOIO 3aKOHOAATeIbCTBA MO OKPYXKatLLE cpege.
dukcupyrowas mydra dDukcupyrowas myhTa npesoxpaHaeT anekTpos
OT CMeLeHMs U 3aluuiaeT U30MAUMI0O M MPOBOLHUMKM 31eKTpoja oT
MOBPEXAEHWNS, BbI3BAHHOMO TYr0 3aTAHYTLIMY LBaMMU.
Kptouok ona BeHbl  KproUok 415 BeHbl 061eryaeT BBeAeHWe KaTeTepa um
WHTPONbIOCEPa B COCYA,
CxemaTuyHoe n3obpaxeHune Kprouka ana BeHbl / The scheme of vein lifter;
TexHUYeckue]

[OnvHa, mm / Length, mm

LWvpwuHa, mm / Width, mm

BbicoTa, mm / Height, mm

Macca, r/ Mass, g

Pasmepbl paboueli yacTu Kprouka Aana BeHbl ([ X w x B), mm / Dimensions of working part

(LXWxH), mm

Accessory descriptions

Dispose of all single-use accessories according to local environmental
requirements.

Anchoring sleeve - An anchoring sleeve secures the lead from moving and
protects the lead insulation and conductors from damage caused by tight
sutures.

Vein lifter - A vein lifter facilitates catheter or introducer insertion into a
vessel.

1HaueHwne / Value
63+ 0.5
9.5+5%
10+5%
1.2+ 10%
(38.1 X2.79x9.53) +5%

Pagnyc ckpyrneHus pabouein yacTu Kptouka ans BeHbl, MM / Working part radius of rounding, mm

MepeyeHb COBMECTUMbBIX MELULUHCKNX WU3LeNnn:

1 3neKTpoKapAMOCTUMYNATOP UMrllaHTUpyembli  Adapta, BapuaHTbl
ncnonHeunsi; ADDRO1, Adapta S ADDRS1, Adapta L ADDRLI (PY Ne
@®C3 2010/07378 ot 29.09.2014);

2.  JNeKTpOKapAMOCTUMYNATOpP MMNAaHTUpyembli  Adapta,
ncnonHeHns ADSRO1 (PY Ne ®C3 2010/07378 ot 29.09.2014);
3. dnekTpokapgamoctumynatop Advisa DR MRI SureScan A3DR01 (PY Ne
$C3 2010/07438 ot 01.08.2017);

4., DNeKTPOKapAMOCTUMY/ATOP WMMMNaHTUPYEMbIA [BYXKaMepHbIii Astra
XT DR MRI SureScan, mogens X2DRO1 (PY Ne P3H 2020/9940 ot
09.04.2020);

5. DNeKTPOKapAMOCTUMYNATOP WMMMNAAHTUPYeMbli OfHOKaMepHblin Astra
XT SR MRI SureScan , X2SR01 (PY Ne P3H 2020/9836 ot 27.03.2020);

6. OnekTPOKapAMOCTUMYNATOP MMMAaHTUpyemblii Ensura DR MRI
SureScan, mogens EN1DROI (PY Ne P3H 2014/2270 ot 17.04.2017);

7. Luposoit umnnaHTMpyemblii KapavoepTep-Aetunbpunnstop Brava c
(hYHKLMeA CcepAeyHOW pecuHXpoHm3mpytowed Tepanum CRT-D, mogenb
DTBC2DI, UungpoBoit nMnaaHTUpyeMblii KapanoBepTep-aedunbpnnnsatop
Brava ¢ (byHKUMed cepaevHoin pecMHXpoHusnpytoweli Tepanum CRT-D,
mogens DTBC2D4 (PY Ne P3H 2017/6515 o1 27.11.2017);

8. OnekTpokapanoctumynatop Consulta CRT-P mogens C3TRO1 (PY Ne
$C3 2011/10081 071 05.07.2011);

BapuaHT
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0.38+5%

List of compatible medical devices:

1. Adapta Implantable Pulse Generator (IPG) in variants; ADDROI, Adapta
S ADDRSI, Adapta L ADDRLI (RC # ®C3 2010/07378 0f 29.09.2014);

2. Adapta IPG in variant; ADSROI (RC # ®C3 2010/07378 of 29.09.2014);
3. Advisa IPG DR MRI SureScan A3DRO01 (RC # ®C3 2010/07438 of
01.08.2017);

4. Astra XT DR MRI SureScan, model X2DR01 (RC UP3H 2020/9940 of
09.04.2020);

5. Astra XT SR MRI SureScan IPG model: X2SR01 (RC # P3H 2020/9836
0f27.03.2020);

6. Ensura DR MRI SureScan IPG, model ENIDROI (RC # P3H 2014/2270
of 17.04.2017);

7. Digital implantable Brava Cardioverter defibrillator with the function of
cardiac resynchronization therapy CRT-D, model DTBC2D1, Digital
implantable Brava Cardioverter defibrillator with the fimetion of cardiac
resynchronization therapy CRT-D, model DTBC2D4 (RC # P3H 2017/6515
0f 27.11.2017);

8. CONSULTA CRT-P Implantable Pacemaker, model: C3TR01 (RC U
®C3 2011/10081 of 05.07.2011);

9. Vitatron G70DR, G20SR, E60DR, E50D, EIOS-Series IPG (RC # ®C3
2011/10082 of 19.12.2014);

10. Evera ICD XT DR, model DDBB2D1, Evera ICD S DR, model
DDBC3D1, Evera ICD XT DR, model DDBB2D4, Evera ICD S DR, model
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9. ONeKTPoKapAUOCTUMYNATOP MMNNaHTUPYEMBIiA Vitatron c
NPUHaANEXHOCTAMW, BapuaHTbl ucrnonHeHus: G70DR, G20SR, E60DR,
E50D. E10S. (Py Ne @C3 2011/10082 ot 19.12.2014);
10.  KappguosepTep-geubpunnsatop  UUgPOBOA  MMMNAAHTUPYEMBIN
AByxkamepHoblli Evera XT DR, wmogens DDBB2D1, KapguosepTep-
AednbpunnaTop LUMgpoBOi MMNIAHTUPYEMbIA ABYXKaMepHbIii Evera S DR
mogens DDBC3D1, KapguosepTep-getunbpunnsatop  UudpoBoi
UMNIaHTUPYEMbI AByxKamepHbli Evera XT DR, mogens DDBB2D4,
KapanosepTep-gemnbpunnatop unhpoBsoli UMNAAHTUPYEMbI
ABYXKamepHbli Evera S DR, wmogens DDBC3D4, KapgnosepTep-
aeunépunnaTop UndpoBoli MMNNAHTMPYEMbIA [BYXKaMepHblii Evera MR1
XT DR c¢ TexHonoruneir SureScan, mogens DDMB2D4, KapgawosepTep-
peunépunnatop UMdpoBO MMMNIAHTUPYEMbI ABYXKaMepHbIli Evera MRI
S DR c¢ TexHonorueid SureScan mogens DDMC3D4, KapanosepTep-
Aembpnnnatop UMpPOBOA MMNNAHTUPYEMBIA ABYXKaMepHbIil Evera MR1
XT DR c TexHonoruneir SureScan, mogens DDMB2DI, KapanosepTep-
8enépunnaTop LUQpoBo MMNAAHTMPYEMbIA ABYXKaMepHbIi Evera MR!
S DR c TexHonoruen SureScan, mogens DDMC3D1 (PY Ne P3H 2018/6971
ot1 07.09.2020);
11. SneKTPOKApANOCTUMYNSTOP A1  PECUHXPOHM3MPYIOLLER Tepanuu,
BapuaHr wucnonHeHns Syncra CRT-P wmogens C2TRO! (PY Ne &C3
201 1/10081 ot 05.07.2011);
12. WHTpogblocep ansa aneKTpoga 3HL0KapAnabHOro o
NpUHaaNeXHocTaAMN, BapuaHTbl ucnonHeHus: V1K7S1, V1K7D1, V1K7S5,
VIK8S1, VIK8D1. VIKS8S5, VIKISI, VIKID1, VIK9S5, VIK10S1,
V1K10D1,V1K10S5, VIK11S1,V1K11D1,V1K11S5,V1KI2S1,VIK12D1,
VIK12S5. (PY Ne ®C3 201 /10018 o1 29.07.2021);
13. Lndposoii nmnaaHTMpyemblin KapaunosepTep-getmbpunnstop Viva c
(yHKUMel cepaeyHol  pecuHXpoHusupyoweid Tepanun XT CRT-D,
mogens DTBA2D1, LUudposoii unMNnaHTMpyeMblii  KapanosepTep-
pembpunnatop Viva ¢ (yHKUMEl CepAeYHON PEeCUHXPOHU3UPYIOLLIED
Tepanun S CRT-D, mogens DTBB2D1, LiudpoBoii mmnaaHTUpyeMbii
KapaunosepTep-gemopunnatop  Viva ¢ (QyHKUMERA  cepaeyHoii
pecuHxpoHusmpytowein  Tepanun  XT CRT-D, mogens DTBA2D4,
LinchpoBoit  MmnaaHTUpyeMblii  KapanoBepTep-gedunbpunnstop Viva ¢
(hyHKL el cepaeyHon pecuHXpoHM3mpyoLwein Tepanum S CRT-D, mogens
DTBB2D4, KapavosepTep-4eduopunnatop LUGPOBOA UMNAAHTUPYEMbIRA
Viva ¢ (yHKLMel cepaeyHoin pecuHXpoHusmpytoLwein Tepanum Quad XT
CRT-D. mogens DTBA20Q, KapgunosepTep-aenbpunnatop uugpoBoii
nMnNaaHTUpyemeblin Viva ¢ QyHKUMER CepAeyHOn pPecMHXPOHU3NPYHOLLED
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DDBC3D4, Evera ICD MRI XT DR, model DDMB2D4, Evera ICD MRI S
DR model DDMC3D4, Evera ICD MRI XT DR model DDMB2D1, Evera
ICD MRI S DR model DDMC3D1 (RC # P3H 2018/6971 of 07.09.2020);
11. Syncra CRT-P Implantable Pacemaker, model: C2TR01 (RC U®C3
2011/10081 0f05.07.2011);

12. Endocardial leads sheath with accessories in variants: VIK7S1, VIK7D1,
V1K7S5. V1K8S1, VIK8D1, VIK8S5, VIK.9S1, VIK9D1, VIK9S5,
VIKIOSI, VIKIODI, VIK10S5, VIKIISI, VIK11D1,VIK11S5, VIK12S1,
V1K12D1, V1K12S5 (RC INPY ®C32011/10018 0f29.07.2021);

13. Viva XT CRT-D, model DTBA2D1, Viva S CRT-D, model DTBB2D1,
Viva XT CRT-D, model DTBA2D4, Viva S CRT-D, model DTBB2D4,
Viva Quad XTI CRT-D. model DTBA2QQ, Viva Quad S CRT-D, model
DTBB2QQ (RC NP3 2017/65150f27.11.2017);

14. Implantable cardioverter defibrillator CEARIA MRI Quad CRT-D

SureScan, mode! DI'MA2QQ, Implantable cardioverter defibrillator
CLARIA MRI CRT-D SureScan, model DTMA2D4, Implantable
cardioverter defibrillator AMPLIA MRI Quad CRT-D, Implantable

cardioverter defibrillator AMPLIA MRI CRT-D SureScan, model
DTMB2D4, Implantable cardioverter defibrillator COMPIA MRI Quad
CRT-D SureScan, model DTMC2QQ, Implantable cardioverter defibrillator
COMPIA MRI CRT-D SureScan, model DTMC2D4, Implantable
cardioverter defibrillator AMPLIA MRI Quad CRT-D SureScan, model
DTMB2Q1, Implantable cardioverter defibrillator AMPLIA MRI CRT-D
SureScan, model DTMB2D1, Implantable cardioverter defibrillator
CLARIA MRI Quad CRT-D SureScan, model DTMA2QI, Implantable
cardioverter defibrillator CLARIA MRI CRT-D SureScan, model
DTMAZ2D1, Implantable cardioverter defibrillator COMPIA MRI CRT-D
SureScan, model D TMC2D1. (RC UP3H 2021/14463 of 28.05.2021).



Medtronic

Medtronic Inc., USA
710 Medtronic Parkway N. E.
Minneapolis, MN 55432, USA
www.medtronic.com

Tepanum Quad S CRT-D, mogens DTBB2QQ (PY Ne P3H 2017/6515 ot
27.11.2017);

14. VimnnaHTupyemblit  KapavosepTep-gedubpunnatop CLARIA MR1
Quad CRT-D SureScan, mogens DTMA2QQ, VMnaaHTUpyeMmblii
Kapguoseptep-gedpuopunnatop CLARIA MR1 CRT-D SureScan, mofenb
DTMA2D4. mnnaHTupyemblil KapgmosepTep-getunbpunnstop AMPUA
MRI Quad CRT-D SureScan, mogens DTMB2QQ, VmnnaHTupyemblii
kapgmoepTep-geunbpunnatop AMPLIA MRI CRT-D SureScan, mogenb
DTMB2D4, MmnnaHTupyembliii KapanosepTep-getmbpunnstop COMPLA
MRI Quad CRT-D SureScan, mogen DTMC2QQ, WmnnaHTupyembiii
kapgamoseptep-gepuopunnatop COMPLA MRI CRT-D SureScan, mogenb
DTMC2D4. ImnnaHTMpyeMblii KapaunosepTep-geduopunnatop AMPL1A
MRI Quad CRT-D SureScan, mogens DTMB2QI, VmnnaHTupyemblii
KapavosepTep-gedubpunnstop AMPLLA MRI CRT-D SureScan, mogenb
DTMB2D1, VmnnaHTupyeMblii KapguoBepTep-gedmbpunnatop CLARIA
MR1 Quad CRT-D SureScan, mogens DTMA2Q1, VmMnnaHTUpyemsblii
KapgunosepTep-gepubpunnatop CLARIA MRI CRT-D SureScan, mogenb
DTMA2D1, mnnaHTupyemblii KapganosepTep-negubpHinatop COMPIA
MRI CRT-D SureScan, mogens DTMC2D1 (PY Ne P3H 2021/14463 ot
28.05.2021).

n3nennd, Kotopble
Mcnonb3yrwTCca B

- 31EKTPOJ, C (PUMKCUPYIOLLEN
My(hTOiR;

9. Martepuansl ut HanmeHoBaHue usgenns Martepuansl, NnpuMeHsemble npy u3rotosnedun / Materials used in the manufacture
KOTOpbIX nnv getanm un
N3roTOB/IEHO npuHagnexHoctu / Device
MeAWLMHCKOoe name and accessories
nsfenve wam ero  3nekTpoj ana - OnekTpog ¢ pukeupytowed mydToi / Lead with anchoring sleeve:
OCHOBHbIE  4aCTW  kapAWOCTUMYNS LMK CnupanbHblii HakoHeuHuK: MnatuHa/mpuaunii 75%/25% / Helix tip: Platinum / Iridium 75% / 25%
(8 ToM uucne  SelectSecure™ MRI  KonbLeBoit HakoHeYHWK. CBapOuYHbIii cepaeyHuk: MnatuHa/mpmanii 90%/10% / Electrode rine. Weld core: Platinum
MaTepuasbl SureScanM®,  mogens 3830 / Iridium 90% / 10%
yacTeit pasmepbl 59 cM, 69 cm, 74  TloKpbITWE 419 COOPKM CNMpanu, 3NEKTPOAHOE KOMbLIO C NOKPbITUEM: HUTPKA TuTaHa / Helix assembly coating, coated
MEQNLMHCKOro CM, B COCTaBe: electrode ring: Titanium nitride

Hapy»Hasa 13onaums, Npoknagka Mexkgy HakoHe4YHUMKOM u KonbLoM: MonnypetaH 55D / Outer insulation, tip-to-ring
spacer: Polyurethane 55D

KOHTakTe C - KpHOUOK NS BEHbI, Agresus: MonunypeTaHosblii agresms 75D / Adhesive: Polyurethane adhesive 75D

OpraH¥sMom [IOKyMeHTauus no Agparesus: MNMonuyperanosblin agresns 80°/ Adhesive: Polyurethane adhesive 80A

uenoseka) / The  npopykry. Agresus: CunnkoHoBbIl afresns - Silicone rubber adhesive; Silicone rubber adhesive

materials ~ from Crepoug: BeknomeTasoHa gunponuoHat / Steroidj Beclomethasone dipropionate

Wh'ch it is mgde SelectSecure"” MRI  CoeguHuTenbHas Tpy6Ka ANA CHATUS HATAXEHUS: CUNMKOHOBas pesHa MED-4719 / Connector strain relief tubing:
or its medical  SureScanTM lead model Silicone rubber MED-4719

device basic parts
(required

3830 (lengths:59 cm, 69
cm,74 cm):
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dukcupyrowas mydTa. Anchoring sleeve
- CnnKoHoBbI pe3nHa 7QD ¢ nurmeHTom gnokcmaa TutaHa / Silicone rubber 70D with titanium dioxide pigment
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materials are lead with anchoring - CuamkoHOBbI pe3nHa 50D ¢ nurmeHToM cynbatom 6apus / Silicone rubber 50D with barium sulfate pigment
parts of a medical sleeve; CoefnHuTeNnbHas MyJlTa. KONbLEBOE YMNIOTHEHME: CUINKOHOBLIW pe3nHa LSR / Connector sleeve, rinc to pin seal:
product used in - vein lifter; LSR silicone rubber
contact with the - Product documentation. Kptouok ana seHbl / Vein lifter:
human body) Cononumep auetans, LBeT enTbiii / Acetal copolymer, Donatelle Plastics, pigment yellow
10. TpeboBaHus He npvmeHumo. Not applicable.
6e3onacHoCTH
(BKNtOUas MeToAbl
" cpencTBa
3alnThl) /
Security
requirements
(including
methods and
remedies)

11. TpeboBaHuA K [pn cobnofeHnn npasun 3Kcnayarauuu, TPaHCNOPTUPOBKK M XpaHeHus  Medical device is not harmful to the environment according to rules of
oxpaHe “3genve He HaHOCMUT Bpeja OKpYXatoLLleli cpege. exploitation, transportation and storage.
OKpYy>XatoLLeit Hewncnonb3oBaHHble  W3[eMs € WUCTEKWWM  CpoKom  rogHoct  Unused products with expired shelf life are classified as Class A medical
cpeabl npu  KnaccupuUMpyoTca Kak MegULMHCKME O0TXO0Abl Knacca A. waste. Products extracted from the patient’s body are classified as Class B
NpUMEHeH UK WN3genusa, u3BneveHHble U3 Tena nauueHTa, OTHOCATCA K MeuuuHCKUM  medical waste.
MeMULMHCKOro oTxofam Knacca B.
n3genvs.
YTtunusauuns
MeANLMHCKOro
n3genvs /
Requirements for
the protection of
the environment
in the application
of medical
devices.
Procedure for
utiiization/liquid

ation of MD
12. MeTogap! n  He npyMeHUMO. Not applicable.
cpeacTBa
fLesnHpekunn  un
npegctepunnsaLn

OHHOW OYUCTKKN /
Methods and
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13.

14.

for
and

apparatus
disinfection
sterilization
cleaning
WHdopmauua B
COOTBETCTBUM  C
JaHHbIMM
rocyfapCTBeHHOT
0 peecTpa
NeKapCTBEHHbIX
cpeacTs ans
MeaULMHCKOro
NPUMEHeHNs 0
cogepxalmxca B
MeaULMHCKOM
n3gennu /
Information in
accordance with
the data of the
state register of
medicinal

products for
medical use
about those
contained in the

medical device

MeTogabl n
ycnoBus
CTepunmnsaunu,
CPOKM
COXpaHeHus
CTePUNbHOCTM
(ona  cTepunbHO
BbINYCKaeMblIX

NlekapcTBeHHOe BeLLEeCTBO:

OnwucaHue JIeKapCTBEHHOTO KoivfiiuHcina avnponuoHara
6eknomeTasoHa
AKTUBHbIM  KOMMOHEHTOM B 3/EKTPOAe AN KapAMOCTUMYNSLUN

SelectSecure”” MRI SureScan™”, mogenb 3830 sBnseTcs GeKNOMETa30H
aunponuoHat. XMMUYEeCKoe HasBaHue LMNponuoHaTa 6eknoMeTasoHa - 9-
xnop-Mp, 17,21-Tpurngpokcn-16p-metunnperHa-1,4-gueH-3, 20 [OMOH,
17,21-gmMmponuoHar. CTpyKTypHas thopmyna 6eknomeTasoHa,
LMNPONMOHaTa NoKasaHa HUXEe;
PucyHok 11.1. CTpyKTypHasa opmyna 6eknoMeTasoHa AUNponMoHara.

o]

(0]

BeknoMeTasoH ANNPONMOHAT NpPeacTaBaseT coboit aAnatup 6eKnomeTasoHa,
CUHTETMYECKOrO TrasioreHMpoBaHHOro KopTUKocTepouga. beknomeTasoH
AUMpONMOHAT NpeAcTaBAseT co60i MOpPOWOK OT 6eforo 4O KpPemMoBO-
6enoro uBeta 6e3 3anaxa C MONeKynspHoi gopmynoii CzsHIZCIO7 u
MOMeKyNspHO Maccoli 521,05. OH o4yeHb cnabo pacTBOPUM B BOAE, OYEHb
pacTBOPMM B X/1I0POGhOpMe M CBOOGOLHO pacTBOPMM B aLeTOHe U CnupTe.
CTepunusaums - nepej MNocTaBkoM KoMMaHus «MeaTpPOHUK» MPOBOAWT
CTEPUNN3aLMI0 COLEPXKMMOTO YNaKOBKU 3TUNEHOKCUNOM. JaHHoe n3genve
npegHa3HayeHO TONbLKO AJ11 0HOPA30BOr0 MCMO/b30BaHNSA U He LO/MKHO
nofBeprarbcs MOBTOPHOW CTepPUAM3aL UK.

- CtepunusosaHo 20.

- YpoBeHb ob6ecneveHus crepunibHocTu (SAL) - 10
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Medicinal substance:

Drug component description beclomethasone dipropionate

The active ingredient in the Model 3830 lead is beclomethasone
dipropionate. The chemical name of beclomethasone dipropionate is 9-
chloro-llp, 17,21-trihydroxy-16p-methylpregna-1,4-diene-3, 20 dione,
17,21-dipropionate. The structural formula for beclomethasone,
dipropionate is shown below:

Figure I1. Structural fonnula for beclomethasone dipropionate.

Beclomethasone dipropionate is a diester of beclomethasone, a synthetic
halogenated corticosteroid. Beclomethasone dipropionate is a white to
creamy white, odorless powder with a molecular formula of C2sH37CI1O7 and
a molecular weight of 521.05. It is very slightly soluble in water, very
soluble in chloroform, and freely soluble in acetone and alcohol.

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)- 10"\
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MeaNLUHCKNX
nsgennin) /
Methods and
conditions of
sterilization time
maintaining
sterility (for
sterile medical
devices
produced)

15. Cpok rogHoctu /
Shelf life

ONeKTpoab! 418 KapaAMOCTUMYNIALUN He CoAepXXaT MCTOYHUKOB MUTaHus Co
CPOKOM 3KcnayaTaumu. o3aTtomy oXugaeMblil CPOK Cryx6bl paccunTath
CMIOXHO. [lonNyCTUMbIA CPOK CAYXObl AeMOHCTPUPYeTCH MOCPEeLCTBOM
XUMUYECKUX UCMbITAHWUA, MeXaHUYeCKMX WCNbITaHWA M NPakTUYecKoro
onbiTa. JOCTUTHYTad JONTOBEYHOCTb 3/1eKTPOAOB ANS KapAMOCTUMYNALMUN
3aBMCUT OT MHOXECTBa (DaKTOPOB, TaKUX KaK M3MEHeHWe aHaTOMMYEeCKUX
CTPYKTYP W YPOBHA aKTMBHOCTM MauMeHTOB, METOL WMMIaHTaumm,
CNOXHOCTb 31eKTpoAa (MHOFONOMOCHbIA UAN OAMHOYHBIA MPOBOAHMK) U
MOCTOAHHOE  WCMO/Ib30BaHWE  CYLUEeCTBYHOLINX  UMMNaHTUPOBAHHbIX
3NEKTPOLOB Npy 3aMeHe reHepaTopa. OXugaemblii NONE3HbLIA CPOK CYXKObI
3N1eKTPOLO0B AN1A KapANOCTUMYNALMN OCHOBLIBAETCA Ha aHa/n3e faHHbIX U1
OLIeHMBAETCA KaK MNOBTOPHOE WCMO/Ib30BAHWME  UMMJIAHTUPOBAHHbIX
CepfeyHblX 3M1eKTpojoB Ha 75 % Ha pgBe 3ameHbl UTA/NKA
MpeacTaBneHHas NPOeKUWUs NpeAcTaBnseT coboli CLueHapwil HauxypLlero
cnyyas Ans 3NeKTPOAoB AnA Kapauoctumynauuun. CueHapuii Hauxyguwero
cyyas onpegenserca caMbiM MNPOLO/MKUTENbHLIM CPOKOM CYX6bl CUCTEM,
N8 KOTOPbIX WUCMOMb3yeTCcAa TWUM 3/71eKTpoga. Hanpumep, HW3KOBOMbTHBIE
3NeKTpoAbl AN CTUMYNALUU UCNONLb3YHTCA B ABYXKamepHbix WKA wn
KapanoCcTMMYniATopax. PacyeTHOe BPeMS WCMOJb30BaHWUA 3/1EKTPOAOB 4/1A
Kapgunoctumynauum coctasnset 20,4 roga.

MaTepuasbl, 13 KOTOPbIX M3roTOBMEH 3MEKTPOS, 06bIYHO UCNOL3YIOTCS B
LUMPOKOM  CMEKTPe UMMNaHTUPYEMbIX M34enuiA  BO BCel  oTpaciu
MeJULMHCKOro 060pyL0BaHNS U UMEKOT XOPOLLIO 3aPeKOMeH0BaBLL e cebs
KMHUYECKNE  XapaKTEPUCTUKMW. MexaHuyeckue  XapakTepucTUKu
3N1eKTPOAOB AN  KapAWOCTUMY/NALMN  UCMbITaHbl B COOTBETCTBUM C
Tpe6boBaHMAMU, WU3NOXKEHHbIMM B cTaHgapte EN 45502-2. CraHgapt
A16018 KommaHuM «MegTPOHMK»  UCMOMb3YeTCA AN WUCMbITaHWS
COOTBETCTBMA  WAN  MNPEBbILEHNSA  MEXaHWYECKUX  XapaKTepUCTUK
3/71EKTPOAO0B 4NA Kap4MoCTMMynaummn TpebosaHnam ctaHgapta EN 45502-1.
Kpome TOro, 3neKTpoAoB Ans KapAWOCTUMYNALMKN, COdepKaLlne CTepous,.
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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. The achieved longevity of cardiac leads is affected by multiple
factors, such as variations in patient anatomy and activity levels, implant
technique, lead complexity (multiconductor vensus 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 as 75% reuse of implanted cardiac leads over two IPG/ICD
change-outsaa. The projection provided represents a worst-case scenario for
pacing leads. The worst-case 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. The estimated time of lead usage for pacing leads is 20.4 years.
The lead materials are commonly used in a wide variety of implantable
devices throughout the medical device industry and have well established
clinical performance. The mechanical performance of cardiac leads is tested
according to the requirements set forth in EN 45502-2. The Medtronic
standard A 16018 used to test mechanical performance of cardiac leads meets
or exceeds the EN 45502-2 requirements. In addition, for cardiac leads
incorporating steroid, stability testing is performed to confirm 2-year
product shelf life as required for drug-device combination products.

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
mXCnayarayum
Operating
conditions.

17. Ycnosu4

/

TpaHCNopTUpPOBaH
W n xpaHeHus /

Conditions
transportation
___and storage
18. MapaHTWiiHbIE
0bs3aTenbCTBa
Warranty

of

/

NpowWwnn UcnbiTaHWe Ha CTabUNbHOCTL C UeSblo  MNoATBEPXAEHUSN
ABYX/IeTHEro cpoka XpaHeHus usgenvsi, Tpebyemoro gns Kom6uHaumii
nekapClBEHHbIX CPEACTB U U3AENWA.

Cpok rogHocTy cocTaBnsieT He 6onee 24 Mecsua (2 rofa) ¢ faTbl YNaKoBKY

CTEPUSILHOTO U3AeNus.

W3gennsa ncnonb3yeTca Npy CAefyoLmx yCaoBuax aKcnayaraumu:
Temnepatypa, X OT +32 ®C g0 +42 ®C(Temnepatypa Tena)
BnaxHocTb, % 100% 6e3 KOHAEHCaLMM

[asneHue, kMa He npMMeHMMO, HerepMeTUYHOe K3fenve

Y<CAMHBIWV/B<ALQANei S iliat n|LL #1 KB T

TemnepaTypa, "C He 6onee +40°C
BnaxHocTb, % He 6onee 80%

[JasneHue. kHa He npuMeHMMO, HerepmMeTUYHOe n3genve

OrpaHuyeHHaa rapaHTUs v npegynpexzaeHue obuielo xapakrepa
OrpaHunyeHHas rapaHTus

XoTa nNpuHagnexHocTb kopnopauuu Medtronic®, pganee MMeHyemas
«lMpogyKT», 6blna TwatesbHO CNPOEKTMPOBaHa, Mpou3BefeHa W NpoLuna
NpeanpofjaxHble  WUCNbITaHWA,  CYLWECTBYIOT  pas/iMyHble  MPUYUHBI
BO3MOXHOIo oTKasa B pabote lMpogykra. Mmetowmecs B 0603HaUEHUAX
MpogyKTa npefocTepeXkeHWUs cofep>kaT 6onee MoApobGHbIE CBefeHWs U
ABNAKTCA COCTABHON 4acTbl0 [aHHOW OrPAHWYEHHOW TAPAHTUW.
HacToswmm Kopnopauus Medtronic 0TkasbiBaeTCA OT BCEX FapaHTUIHbIX
0053aTeNlbCTB, KaK MPAMbIX, TaK W ONOCPeAOBaHHbIX, MO OTHOLLEHWUIO K
fdaHHomy MpogykTty. Kopnopauns Medtronic He HeceT OTBETCTBEHHOCTM 3a
nobble  cnyvadiHble  MAM - OMOCPefOBaHHble  YObITKM, — ABAAIOLLMECs
cnepctemeM  No6oro  UCNonb3oBaHUA,  fegekta wam  cbos B
(hyHKUMOHMpPOBaHUW T[1poAyKTa, He3aBMCHMO OT TOro, OCHOBaHa Jin
MPeTeH3ns Ha rapaHTUiHbIX 0053aTeNbCTBax, KOHTpaKTe, rPaXXAaHCKOM
npaBoHapyLleHnn W Ha Y4em-nMb0 LpYrom.

BhbILLEN310XKEHHbIE UCK/OYEHUA U OrPaHUYeHNUs He MOTYT MOHUMATLCA UK
NCTONKOBbIBATLCA TaKiM 06pa3oM, YTOGLI MPOTUBOPEUNTL 0653aTe/bHbIM
MOSIOXEHUAM MPUMEHUMbBIX MPAaBOBLIX HOPM. Ecn Kakas-nm6o vactb wm
ycnosue pAaHHoii OMPAHWYEHHOWM TAPAHTWW npusHaeTcs CyAoMm
KOMMETEHTHON OPUCANKLMAN HE3aKOHHbIM, He MMEIOLLMM HOPUANYECKOL
CUAbI WA NPOTMBOPeYallUM MNPUMEHUMbIM MPaBOBbIM HOpPMaM, 3TO He
NOBNNAET Ha HOPUAMYECKYIO CUNY OCTanbHOM yYacth OMPAHWUYEHHOW
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Devices will be used in the following operating conditions:

Conditions
lemperature, °C +32°C to +42X (Body Temperature)
Humidity, % 100% non-condensing
Pressure. kPa “NoUigplicable™ionJiermel®

and | iConditions
Temperature, °C No more than +40®C
Humidity, % No more than 80%

Pressure, kPa Not applicable, non-hermetic product

Disclaimer of warranty and general warning

Disclaimer ofwarranty

Although the Medtronic® Accessory, 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 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 competent jurisdiction to be illegal, unenforceable or in conflict
with applicable law, the validity of the remaining portion of the
DISCLAIMER OF WARRAN TY 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

The Products in this package are designed for use with other Medtronic
products. Despite the exercise of all due care in design, component selection,
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19.

20.

I1epeyeHb
HalUWOHaNbHbIX N
MeXAYyHapOAHbIX
HOPMaTMBHbIX
[LOKY MEHTOB/CTaH
[apToB, KOTOpPbIM
COOTBETCTBYET
MeANLMHCKOe
nspenue / The list
of national and
international
regulatory
documents/stand
ards, which
matches medical
device

Cnyx6a paboThbl C
K/MeHramm /
Customer
Service

FAPAHTWI; Bce npaBa M o06d3aTenscTBa OyAyT TOMKOBaTbCA MU
NpUHYAMTEeNbHO 06ecneynBaTbes, Kak ecnm 6bl gaHHas OFPAHUUEHHASA
FTAPAHTUA He cofep)kana OTAENbHbIX YacTeli WUAWM YCNOBWiIA, KOTOpble
6blNIN NPU3HaHbI He VMEIOWLLIMU 3aKOHHOM CUNbI.

O6Lwee npegynpe>XkaeHne

Haxogswmveca B 3Toli ynakoBke [poAyKTbl npefHasHayeHbl Afis
NCNONb30BaHUA C APYTMM NPoLyKTaMu Kopnopaummn Medtronic. HecmoTps
Ha TUlaTeNbHOe NPOEKTMPOBaHWe, OTOOP KOMMOHEHTOB, MPOW3BOACTBO M
npeanpoSaXHyo nposepky. MpoayKTbl MOTYT /IEFrKO NOBPEXAAaTbCA Npu
HenpasubHOM 06paLleHUM AU UCNO/b30BaHWUK, MOCKOMbKY Heo6blYHble
YCNOBMS X NPUMeHEHUs 00YCNaBnMBalOT UX XPYMKOCTb, CneaoBaTesibHo,
Henb3s rapaHTMpoBaTb HEBO3MOXHOCTb MOMOMKU [MpoOAyKTOB wan  UX
BbIX04a W3 CTPOS.

FapaHTUIHBIA CPOK XpaHeHWs n3denus cocTaBnseT He 6onee 24 mecsua (2
roga) ¢ fatbl YNakoBKW CTEPUIBHOTO U3Aenus.

manufacture, and testing prior to sale, the Products may be easily damaged
by improper handling or use because of their unavoidably fragile character,
which is dictated by the unusual requirements of their application.
Consequently, no representation or warranty is made that failure or cessation
of function of the Products will not occur.

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.

EN 980; EN ISO 15223-1; EN 1041; EN ISO 10993-1; EN ISO 10993-4; EN I1SO 10993-5; EN ISO 10993-7; ISO 10993-10; EN 1SO 10993-11;EN ISO
10993-12; EN ISO 10993-17; EN 1SO 10993-18; ISO 11135-1; EN ISO 11138-1; EN I1SO 11138-2; EN ISO 11607-1; EN ISO 11607-2; EN ISO 14971,
ISO 5841-3; EN 45502-1; EN 45502-2-1; EN 62366-1; ISO 14161; 1ISO 594-2; ISO 14644-1; ISO 14644-2; ISO 13485; EN ISO 10555-1; EN ISO 10555-

3; EN 20594-1; EN I1SO 11737-1; EN 1SO 11737-2.

Mo Bcem BoOMpocam, BK/KOYas Xanobbl Ha NPOAYKLUIO, PEMOHT U
3cX06CnyxXHBaHue, obpalyaTbea K Y NONHOMOYEHHOMY
MpeacTaBuTento B Poccuitickoin degepaunu:

000 «MefTpOHUK»

123112, r. Mocksa. lMNMpecHeHckasa HabepexHas, 4. 10, aTax 9, nomeLleHne
111, kKomHaTa4l.

Ten.: (495) 580-73-77. dakc: (495) 580-73-78,

www.medtronic.ru
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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 Ill, room
41,

Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

w w w .m edtronic.nl
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/ [f1epesoo c anenuiickozo A3vixa Ha pycexuti R36iK]
[Ha 6aauxe xomnanuu « Meomponuxy]

«MenTponnk, Hak.»
(Medtronie, Inc.)

710 Mearponnx IMapxysit HE.,
Munneanonne, Munnecora 55432,
ClIA

(710 Medtronic Parkway N.E.,
Minneapolis MN 55432,

USA)

www medtronic.com
Ten.: 001-763-514-4000
Qakc: 001-763-514-4879

IInceMo-3agBacHBe

Komnanna «Menrponux Huk.», yupexaAcBHas B COOTBETCTBHM C 3aKOHOATENbCTBOM
Coemuncanbix LlTaroB AMEpHKH, OCYIICCTBIRIONA OCHOBHYIO HEATENLHOCTE 1O anpecy:
710 Mearporuk  [lapkys’il, Munrneanonuc, Muuuecora 55432, CIIA, HacToAWNAM
NOATBEPXKAAET, YTO MpUAaraeMast RoKymenTauus, [Ipunoxenne K TEXHH4YECKOMY PYKOBOACTBY Ha
Anextpoa Ans xapaocTumynsuuu SelectSecure™ MRI SureScan™, mozens 3830, apnerca
BEPHO#l H HeH3IMEHEHHOH KOMMEH opurHHana JOKYMEHTA.

/noonucs! 28 oxmabpsa 2021 2.
Hmsa: Menauu BuHceHT Jara
Jomxuocrs: Crapiumit AupeKTOp MO HOPMATHBHO-NPABOBOMY

PeryJIHpPOBaHHIO
IITAMITI HOTAPHYCA

[LLimamn:

Amanna Kpuctun flHeuex

Horapuyc

Mumnnecota

Mos nunen3ns aeicTenTensHa go 31 ausapa 2024 r.]
Inoonucw!

28 oxmabpn 2021 2.

Crpannua 1 n3 1
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TeKCT faHHOro 4oKymMeHTa nepesén nepesogunk Paxumkynos dnbfap Cepkanumesny. 3Haw”
MHOCT PaHHOrO A3blKa NOATBEP>KAA0. BbINONHEHHbI NepeBoj ABNAe T CA NPaBUbHbIM,
TOUYHbLIM U NOSHbIM.

NoAMUCh

Poccuiickas degepayus

"opop Mocksa

CepabMoro fekabpsa age ThicA4uM ABajuaTb NepsBoro roga

A, ToHkuin AMnT puii Banepbesny, HOTapuyc roposa MockBbl, CBULETENbCTBYHO
nepesofuvka Paxumkynosa Inbgapa Cepkanvesmya.

Moanuck caenaHa B MOEM NPUCY TCTBUN.

JInyHOCTb NoANMCaBLLIEro JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: Nq 77/2079~H/77-2021- 'fS*"
YnnayeHo 3a CoBepLLEHVE HOTapuasibHOro feidcTeus: 400 py6.

MOAMUCH

[.B. TOHKWH
epboBas neyaTb

HOoTapuyca r.Mocksbl
TouknHa/.B

Bcero npoLuHypoBaHo, NMPOHYMEPOBaHO
1 cKpenneHo neyaTbio__ 17 nmcT(a)(oB)

HoTapuyc
NoANMnCh

Poccuiickasa depepaumn
[opog Mockea
CeapbMOro gekabps ge Tbic4m ABaguarb NepBoro roga
A. TOUKHH AMuUTpuiA BariepbeBnY, HOTapuyc ropoga MocKBbl,

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



Medtronic

Medtronic, Inc.

710 Medtronic Parkway N.E. KO I_I I/I ﬂ
Minneapolis MN 55432,

USA.

www.medtronic.com

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 or
affirm that the attached documentation, Appendix Technical Manual for Deflectable catheter system
SelectSite™ C304-S59, C304-L69, C304-XL74 is true and unaltered copies of the original

documents.

Name: Melanie Vincent Date
Title: Senior Regulatory Affair.s Director
NOTARY STAMP

Page 1of1
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[lononHeHne K TexHmnyeckomy pykosoacTtBy/Appendix technical manual

(Mpwu noctaBke nsgenusa B P® nHhopmauyms, cogepxawjasaca B 4aHHOM AOMNO/THEHUN K TEXHUYECKOMY PYKOBOACTBY, siBnsieTca npuoputeTHoii / When the device Is delivered to the Russian

]. HaumeHoBaHwue

MeAVLUHCKOr0
n3gennsa / Name
of medical device

manufacturer of

YcTpoiicTBa 191 IeYeHUst CepAeUHON HefoCTaTOUHOCTH.

Cuctema rmbkoro katetepa SelectSite™, BapuaHTbl ucnonHeHus: C304-
S59, C304-L69, C304-XL74, B cocTase:

- TMBKWIA KaTeTep;

- AUNATaTOp KaTeTepa;

- KnanaH;

- CINTTEP NPOBOAHUKOBOrO KaTeTepa;

- MPOBOJIOYHBIV MPOBOAHMK C BbIMPAMUTENIEM KOHUMKA;

- NOAKOXHas urna;

- wnpu;

- BOKYMEHTaLMs Mo NPOAyKTY.

(Oanee no TekcTy: CucTtema rmbkoro Katetepa SelectSite, SelectSite, C304)

00O «MeaTpOHMK»

Devices for the treatment of heart failure.

Deflectable catheter system SelectSite™ C304-S59, C304-L69, C304-
XL74:

- deflectable catheter;

- catheter dilator;

- valve;

- guide catheter slitter;

- guide wire with tip straightener;

- percutaneous needle;

- syringe;

- product documentation.

(Further in the text: Deflectable catheter system SelectSite,
C304)

SelectSite,

2. CsefieHus 0 Paspabotuuk / Developer:
npoussoguTesne «MeaTpoHuKk VHK.», CLUA
MeAULMHCKOrOo Medtronic Inc., USA
n3genus 8200 Coral Sea St., Mounds View MN 55112, USA
(HanmeHoBaHwMe, www.medtronic.com
anpec
mMecToHaxoxgeHu  [MpoussoguTtens / Legal Manufacturer:
A, nouToBblli  «MefgTpoHUK MHK.», CLLUA / Medtronic Inc., USA
afgpec, TenedoH, 710 Medtronic Parkway, Minneapolis, MN 55432, USA
agpec mecta www.medtronic.com
npoussoacTea) /
Information YNonHOMOYeHHbIV npefcTaBuTenb npounssogutens / Authorized Representative of Manufacturer:
about O6LLeCTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbIO «MeATPOHUK»

medical device 123112, Poccus, Mocksa, MNpecHeHckasa Hab., 4. 10, aTax 9, nom. 111, Komu. 41
(name, location Ten.; (495) 580-73-77, thakc: (495) 580-73-78

address, mailing mowmedb®onic(“mail.ru

address, phone

number, address
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Medtronic Inc., USA
710 Medtronic Parkway N. E.
Minneapolis, MN 55432, USA
www.medtronic.com

of place of
production) address, tel, fax, e-mail, website)
OO6LLeCTBO C OFpaHNYEHHOM OTBETCTBEHHOCTbIO «MeATPOHNK»

00O «MeATPOHUK»

KOpuauyeckoe nnL0, Ha UM KOTOPOro MOXET 6bITb BblfaHO peructpaunoHHoe ygoctosepeHue / Holder of Registration Certificate in Russia (name,

123112, Poccus, MockBsa, pecHeHckasa Hab., 4. 10, atax 9, nom. 11, komu. 41

Ten.: (495) 580-73-77, hakc: (495) 580-73-78
mowmedlronic@mail.ru

3. Knaccugmkaums

Afpeca MecT Npon3BoAcTBa MeguuunHckoro usgenus/ Addresses of Manufacturing Sites for medical device:

1. Medtronic Ireland, Parkmore Business Park West, Galway, Ireland;

2. Medtronic Puerto Rico Operations Co, Villalba Rd. 149, Km. 56,3, Call Box 6001, Villalba, PR 00766, USA.
Knacc pucka/ Class of risk

MeANLMHCKOro
n3genus /
Classification of
medical device
HasHaueHue
MeANLMHCKOr0
n3penms /
Prescription of a
medical device

5. Ycnosus

NPUMEHeHMs! /
Conditions  for
use

6. Onucaxue
NPUHLMNOB,  Ha
KOTOPbIX
OCHOBaHa pabota
MeANLUHCKOro
n3genns, un  nx
0Cob6eHHOCTU /
Description of the

principles
underlying  the
work  of the

medical products
and their features

MHBa3mBHOCTL / Invasiveness
CrtepunbHocTb / Sterility

MpegHasHayeHbl AN CTUMYASUMU W BOCMPUSTUS B MPaBOM Mpeacepann
WA NPaBOM >KeNyfouvke, a TakXKe [/ JOCTaBKW 3/1EKTPOJOB B MpaBble
oTAenbl cepaua.

[aHHoe MeaMUMHCKOe u3denue MNpefHasHa4YeHo Ans MpPUMEHeHUs B
KNMHWYECKOl NpaKTKe KBaAIMPULMPOBAHHBIMU BpadaMu 1 MeAULMHCKAMM
crieyyan uctam u.

Cuctembl rnbkoro katetepa SelectSite cOBMeCTUMbI CO CTaHAAPTHbIMU
MeTOAaMU BEHO3HOrO [OCTyna, BK/HOYas MOAKIHUNYHBIA UYPECKOXHbIN
LOCTYN, MOAMBILIEYHBIA YPECKOXHbIA JOCTYNn W [OCTyN 4epe3 cpes
ronoBHOI BeHbl. [lOCTaBOYHbLIA KaTeTep obecrneumBaeT NyTb A1 AOCTaBKM
TPaHCBEHO3HbIX YCTPOWCTB, TaKMX Kak MpOBOAa, BHYTPEHHME KaTeTepbl U
Hanpasnawowme nposoga. Cuctembl runbkoro Katetepa SelectSite
npeAHasHayeHbl 418 TOro, 4TOBbl MOMOYL BpayaM HaWTU U MONYYUTb
[OCTYN K OnpeAeneHHbIM aHaTOMWUYECKUM WUAW 3NEeKTPUYECKUM MecTaM B
npaBoM MpeAcepavMn WM NPaBOM >Kefy[ouke, BKIOYasAs TPakT OTTOKa
npaBoro xenygoyka (RVOT).

Bxopslas B KOMMIEKT MOAKOXHAasA Wrna, NPOBOMOYHBIA MNPOBOAHMK C
BLINPAMUTENEM KOHUMKA W [AMNATaTOp KaTeTepa MCNOMb3yHTCsS  ANs
NPSMOr0 YPECKOXHOro focTyna. Bxoaawnii B KOMNAEKT KnanaH v wnpuy,
obecneymBaloT remocTas ¥ MNO3BONAIOT OCYLUECTBAATb acnupaluio unm
NOCTaBKV XWUAKOCTU (NPOMbIBaHVE (PM3MOMOTMYECKUM pacTBOpoM). Mpu
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MHBa3mBHoe / Invasive
CrepwunbHoe / Sterile

Designed for stimulation and perception in the right atrium or right ventricle,
as well as for delivery of electrodes to the right heart.

This medical device is intended for use in clinical practice by qualified
physicians and medical specialists.

The SelectSite delivery systems are compatible with standard venous access
techniques including subclavian percutaneous access, axillary percutaneous
access, and access via cephalic vein cutdown. The delivery catheter provides
a pathway for the delivery of transvenous devices such as leads, iimer
catheters, and guide wires. The SelectSite delivery systems are designed to
help physicians locate and access specific anatomical or electrical locations
in the right atrium or right ventricle including the right ventricular outflow
tract (RVOT), the bundle of His, and Bachman’s Bundle.

The included needle, guide wire, and dilator are used for direct percutaneous
access. The included valve assembly and syringe provide hemostasis and
allow fluid aspiration or delivery (saline flush). If required, the slitter is used
to remove the catheter from a lead or catheter whose proximal section is too
large to pass through the catheter lumen. These delivery systems are
removed once the transvenous device is in the target position.
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7. TexHnyeckoe
onucaHue
MeANLMHCKOro
n3aenns,
OCHOBHbIE
napameTpbl n
XapaKTePUCTUKN
MeANLMHCKOro
n3genms
(HOpMKMpOBaHHbIE
TeXHUYecKme
XapaKTepuCTUKN)
/ Technical
description of
medical device,
the main
parameters and
characteristics of
medical  device
(rate-based
specifications)

Heo6X04MMOCTI CAMTTEP NPOBOAHMKOBOFO KaTeTepa WMCMosb3yetcs Ais
yAaneHus KateTepa M3 TNPOBOAHMKA WM KaTeTepa, MPOKCUMMarbHblii
Y4YaCTOK KOTOPOro CAMILUKOM BEAMK, 4TOBbI MPOWATM uYepes NPOCBET
KaTeTepa. STW CUCTEMbl TMBKOro KaTeTepa YAanstoTcs, KakK TOJbKO
TPaHCBEHO3HOE YCTPONCTBO OKa3bIBAETCS B LIENEBOM MOMOXKEHNN.

B yCcTpoiCTBO BXOASAT: MOAKOXHAs Ura W LWNpWL ANs fOCTyna K MecTy
BBEflEHUS B BEHY, MPOBO/OYHbLIA MPOBOAHWK ANS BEHO3HOFO [AOCTYMNa,
KnanaH 1 yMeHbLUEeHWUs KPOBOMOTEPW BO BPeMs MMMNAaHTaLWK, TMBKWii
KaTeTep [ANs TNPOBEAEHWUS TPAHCBEHO3HOrO YCTPOICTBa, AWNSTaTOP
KaTeTepa 41 06NerYeHUs NpoBefeHNs TMGKOro KateTepa W CAUTTEP
MPOBOAHWKOBOrO KaTeTepa ANs W3BMeYeHUs TMOKOro Katetepa. IMBKWii
KaTeTep NpeAcTaBnsieT co60i FMBKY AUCTanbHYIO YacTb, YNpPaBiseMyto
PYKOSITKON rMOKOro KateTepa. OH UCMOMb3yeTcs As MO3ULMOHMPOBAHNS

The device feamres a percutaneous needle and syringe to access the venous
insertion site, a guide wire to access the vein, a valve to reduce blood loss
during the implant procedure, a deflectable catheter to introduce a
transvenous device, a catheter dilator to facilitate deflectable catheter
passage, and a guide catheter slitter to remove the deflectable catheter.

The deflectable catheter features a deflecting distal section, controlled by the
deflectable catheter handle, for placement of transvenous devices. The body

TPAHCBEHO3HbIX  YCTPOMCTB.
PEHTIEeHOKOHTPACTHbIM,

MapameTp

FMbKunii KaTeTep
lNone3Has gnvHa

BHYTpeHHW gnametp
BHewHwWii gnameTp

3oHa pgocAraemMocTtu
kaTeTepa, Mm (+13/ -6)

rmbkoro

OvamveTp n3rnéa, mm (+13)

CoBMeCTUMbIE 3/1EKTPOAbI
CoBmecTuMble  TpaHCBEHO3HbIe
YCTPOWCTBa (He ANs cpesaHus)
MMPOYHOCTb COEAMHEHUS BTY/IKU
Co cTepXHem, H

lMpoyHoCTb CTEPXKHSA Ha
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Kopnyc
6narogaps

rmbKoro
yemy

KaTeTepa
BU3yannsnpyeTcs

Cuctema rnbkoro karetepa
SelectSite”"”, BapuaHTbl
ncnonHeHuns: C304-S59, C304-
L69, C304-XL74

C304-S59: 30+1,3 cm
C304-L69: 40+1,3 cm
C304-XL74:45+1,3 cm

MwuH. 1,9 Mm

2,8£0,05 mm

C304-S59: 35

C304-L69: 46

C304-XL74: 55

C304-S59; 33

C304-L69: 37

C304-XL74: 53

15 Mm (4,6 Fr) (MakcumanbHbliA)
1,85 mm (5,6 Fr) (makcumanbHbIit)

MUHUMYM 15

MUHUMYM 15

AB/ISETCS
npw

Parameter

Deflectable catheter
Usable length:

Inner diameter

Outer diameter

Deflectable Catheter reach, mm
(+13/ -6)

Diameter of Curvamre, mm (£13)

Compatible leads

Compatible Transvenous devices
(not to be slit)

Hub/Shaft Tensile Strength. N
Shaft Tensile Strength. N

Tip Tensile Strength, N
Handle/Hub Tensile Strength, N

Torsional Strength, mN/m

Deflectable catheter system
SelectSite™ C304-S59, C304-L69,

C304-XL74

C304-S59: 30£1.3 cm
C304-L69:40+1.3 cm
C304-XL74: 45+1.3 cm

1.9 mm minimum

2.8+£0.05 mm

C304-S59: 35

C304-L69: 46

C304-XL74: 55+5% mm (2.17 in)
C304-S59: 33

C304-L69: 37

C304-XL74: 53

1.5 mm (4.6 Fr) maximum
1.85 mm (5.6 Fr) maximum

15N minimum

15N minimum

5N minimum

Axial to handle: 15N minimum
Perpendicular to handle: [I1.IN
minimum

2 minimum
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lMpoyHOCTL  Ha  pacTaXeHue
HaKoHeyHuKa. H
MpoyHoCTb CoefiHeHUA

PYKOSATKM C BTYNKOW,H

MpoyYHOCTb Ha KpydeHne. MH\M
KpyTawmii MOMEHT pyyku, MH\M
Macca, 1

Ounaratop karetepa
MNonesHaa gnvHa

BHewHwWii gnameTp
BHYTpeHHUIA gnameTp, MM

MpoyHoCTb COefiMHEHMNSA
aunsartaTtopa ¢ BTynkoi, H
MpoyHoCTbL CTEPXHA Ha
pactsxeHue, H

Macca, 1

KnanaH

BHYTpeHHWiA anameTp

abapuTHble pasmepsbl (OAXLUXB),
MM

Macca, r

OceBoli  Hanp. K
MUHUMYM 15
MepneHgnKynapHo
MUHUMYM 1.1
MUHUMYM 2
MUHUMYM 2
C304-S59: 19,9 +5%
C304-L69:20+5%
C304-XL74;21 +5%

C304-S59: 42,9+0,5 cm
C304-L69: 52,940,5 cm
C304-XL74: 57,9+0,5 cm
1.85+0,03 mMm

MwuH. 0,97 mm

15 MUHUMYM

15 MUHUMYM
C304-S59: 1,3 £5%
C304-L69: 1,57 +5%
C304-XL74: 1,64 £5%

51 mm (15,2 Fr) (MakcumanbHbliA)
(205x20x51)+5%

11,68+5%

CnuTTep NPoBOAHMKOBOIO KaTeTepa

BHYTpPEHHWIA fuameTp, MM

1,33-2 (4,0-6.0 French)

[OnuHa, cm 10+5%

Macca, r 26,5+5%
MpOBONOYHbLI NPOBOAHUK C BbINPAMUTENEM KOHUYMKA
OnuHa, cm 120+5%

OunameTtp, Mm 0,9+5%

Macca, r 4,15+5%

Macca ¢ 060104KOW, T 14+5%

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

PYKOSTKE:

PYKOSITKE:

Handle torque, mN/m
Mass, g

Catheter dilator
Usable length:

Outer diameter:

Inner diameter, mm
Hub/Shaft Tensile Strength, N
Shaft Tensile Strength, N
Mass, g

Valve

Inner diameter:

Total dimensions (LxWxH), mm
Mass, g

Guide catheter slitter

Inner diameter, mm

Length, cm

Mass, g

Guide wire with tip straightener
Length, cm

Diameter, mm

Mass, g

Mass with shell, g
Percutaneous needle

Usable length, mm

Outer diameter, mm

Inner diameter, mm

Cutting angle, ®

Blunting radius of tip, mm
Hardness, HRC

Roughness, um

Tube to hub tensile strength, N
Mass, g

Syringe

2 minimum
C304-S59: 19.9 +5%
C304-L69: 20 +5%
C304-XL74:21 +5%

C304-S59: 42.9+0.5 cm
C304-L69: 52.9+0.5 cm
C304-XL74: 57.9£0.5 cm
1.85+0.03 mm

0.97 mm minimum

15 minimum

15 minimum

C304-S59: 1.3+5%
C304-L69: 1.57+5%
C304-XL74; 1.64+5%

51 mm (15.2 Fr) maximum

(205x20X51)+5%
11.68+5%

1,33-2 (4,0 - 6,0 French)
10+£5%
26.5+5%

120+5%
0.9+5%
4.15+5%
14+5%

70+5%
1.245%(18,0 G)
0.8+5%

12+5%
0.02+5%
39+5%

no more 0.15
70+5%
0.56+5%
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B03MOXHOCTb "

Croco6bl
WHTErprupoBaHunsa ¢
Apyrumu
MeULMHCKNMM
nsgenuammn / The
possibility  and
ways of
integrating with
other medical
device

AheKTNBHAA ANNHA, MM 70+5%
HapyXXHbli1 gnameTp, MM 1,245%0M8,0 G)
BHYTpeHHWIA gnameTp, MM 0.8+5%

Yron 3aTouku, ° 12+5%

Pagnyc npuTynsieHuns, mm 0,02+5%
Teepgocts, HRC 39+5%
LLIepoxoBaTOCTb, MKM He 60nee 0,15
MpoyHOCTb coefuHeHUs Tpyoku 70+5%

WrAbl C FONOBKOW, H

Macca, 1 0.56+5%

W npuuy

FabapuTHble pasmepbl (OXLLUxB), (95 X22 X27)+5%
MM

O6bem, Mn 12,0

Macca, 1 8,72+5%

Ha Bce TeXHMYeCKMEe XapaKTepPUCTUKM PacnpoCTPaHsoTCs AOMyCTUMble
OTKNOHEHUS 5%, eCNM He YKasaHo WHOe.

MepeyeHb COBMECTUMbIX MEAULMHCKUX U3AENNIA:

1 DneKTpoOKapAuOCTUMYNATOP WMMNAaHTMpyeMbli  Adapta, BapuaHTbl
ucnonHeHns: ADDRO1, Adapta S ADDRS1, Adapta L ADDRLI (PY Ne
®C3 2010/07378 ot 29.09.2014);

2. DNeKTpOKapAWOCTUMYNATOP  MMMMaHTMpyemblid  Adapta,
ncnonHenms ADSRO1 (PY Ne d#C3 2010/07378 o1 29.09.2014);
3. SnekTpokapamoctumynatop Advisa DR MRI SureScan A3DR0O1 (PY Ne
$C3 2010/07438 0701.08.2017);

4., JNeKTPOKapAUOCTUMYNATOP WMMNAAHTUPYeMbI ABYXKamepHblil Astra
XT DR MR! SureScan, mogens X2DRO1 (PY Ne P3H 2020/9940 ot
09.04.2020);

5. OneKkTpoKapaMOCTUMYNSTOP WMMMIaHTUPYeMbIi OfHOKamepHbId Astra
XT SR MRI SureScan , X2SR01 (PY Ne P3H 2020/9836 o1 27,03.2020);

6. DNeKTPOKapAMOCTUMYNATOP MMMAaHTMpyembii Ensura DR MRI
SureScan, mogens ENIDROI (PY Ne P3H 2014/2270 ot 17.04.2017);

7. Undposoii mmniaHTMpyeMbli KapgnosepTep-agedubpunnatop Brava c
(hYHKLUVER cepfevHORn pecUHXpoHU3Mpytoweid Tepanun CRT-D, Mogenb
DTBC2D1, LindpoBoi nmnaaHTMpyemblii KapanosepTep-aedmopunnatop
Brava ¢ (oyHKUWEl CepAevHOli pecMHXpoHM3upytowein Tepanun CRT-D,
mogens DTBC2D4 (PY Ne P3H 2017/6515 o1 27.11.2017);

BapunaHT

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

Dimensions (LxWxH), mm
Volume, mL 12.0
Mass, e 8.72+5%
AH technical specifications are subject to tolerances of 5%, unless
otherwise specified.

(95 X22 X27)5%

List of compatible medical devices:

1. Adapta Implantable Pulse Generator (IPG) in variants; ADDROI. Adapta
S ADDRSI, Adapta L ADDRLI (RC U®C3 2010/07378 of 29.09.2014);
2. Adapta IPG in variant; ADSROI (RC # ®C3 2010/07378 0f29.09.2014);
3. Advisa IPG DR MRI SureScan A3DR01 (RC # ®C3 2010/07438 of
01.08.2017);

4. Astra XT DR MRI SureScan, model X2DR01 (RC # P3H 2020/9940 of
09.04.2020);

5. Astra XT SR MRI SureScan IPG model: X2SR01 (RC # P3H 2020/9836
0f27.03.2020);

6. Ensura DR MRI SureScan IPG, model ENIDROI (RC # P3H 2014/2270
of 17.04.2017);

7. Digital implantable Brava Cardioverter defibrillator with the function of
cardiac resynchronization therapy CRT-D, model DTBC2D1, Digital
implantable Brava Cardioverter defibrillator with the function of cardiac
resynchronization therapy CRT-D, model DTBC2D4 (RC # P3H 2017/6515
0f27.11.2017);

8. CONSULTA CRT-P Implantable Pacemaker, model: C3TR01 (RC #
$C3 2011/10081 of 05.07.2011);

9. Vitatron G70DR, G20SR, E60DR, E50D, EIOS-Series IPG (RC # ®C3
2011/10082 of 19.12.2014);
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8. DnekTpokapanoctumynstop Consulta CRT-P mogens C3TRO1 (PY Ne
®C3 2011/10081 ot 05.07.2011);

9. ONeKTPOKapAMOCTUMYNATOP  MMMIAHTUPYEMbIiA Vitatron ¢
NPUHaANEXHOCTAMU, BapuaHTbl ucnosHeHus: G70DR, G20SR, E60DR,
E50D, E10S. (PY Ne ®C32011/10082 ot 19.12.2014);

10.  KapaguosepTep-geunbpunnatop  UUMPOBOA  MMMNIAHTUPYEMBIN
AByXKamepHblii Evera XT DR, mogens DDBB2D1, KapguosepTep-
nedubpunnaTop LMgpoBoii MMNIAHTUPYEMbIN ABYXKaMepHbllii Evera S DR
,  Mogens DDBC3D1, KapanosepTep-gethnopunnarop  LugpoBoi
UMMNaHTUPYeMbIi AByXKamepHblii Evera XT DR, mogens DDBB2DA4,
KapauosepTep-aedunbpunnstop Lndposoit UMMNIaHTUPYEMbIIA
gByxkamepHoblli Evera S DR, wmogens DDBC3D4, Kapguoseptep-
[epnépunnaTop LMEppoBOA NMNNAHTUPYEMbIA ABYXKaMepHbIl Evera MRI
XT DR ¢ TexHonorueid SureScan, mogens DDMB2D4, KapanosepTep-
aenbpunnaTop LMGppPoBoin MMNAaHTMPYeMbIA ABYXKaMepHblii Evera MRI
S DR c TexHonoruein SureScan mogens DDMC3D4, KapanosepTtep-
aeunépunnaTop UMgpoBoii MMNIAHTMPYEMbIA ABYXKaMepHblii Evera MRI
XT DR c TexHonoruein SureScan, mogens DDMB2D1, KapanosepTep-
2eunépunnatop LUGpPoBoiA NMNIaHTUPYEMbIA ABYXKaMepHbIi Evera MRI
S DR c TexHonormei SureScan, mogens DDMC3D1 (PY Ne P3H 2018/6971
o1 07.09.2020);

11. SneKTPOKapANOCTUMYNSTOP 418 PECUHXPOHU3MPYIOLLEN Tepanuu,
BapuaHT ucnonHeHus Syncra CRT-P mogens C2TR01 (PY Ne @C3
2011/10081 ot 05.07.2011);

12. WHTpoabtocep ans anekTpoga 3HA0KapAnanbHoro c
NpUHaLNEXHOCTAMM, BapuaHTbl ucnonHenus: VIK7S1, VIFC7D1, VIK7S5,
VIK8S1, VIK8D1, V1K8S5, VIK9S1, VIKI9D1, VIK9S5, VIK10S1,
VIK10Di,VIK10S5,VIKIISLVIKIIDI,VIKIIS5VIK12SI,VIK12DI,
VIK12S5. (PY Ne ®C3 2011/10018 ot 29.07.2021);

13. UmndpoBoit umnnaHTupyemblii KapamosepTep-gethunbpunnatop Viva c
(hyHKUMEN cepheyvHOl pecuHXpoHu3Mpytowein Tepanun XT CRT-D,
mogens DTBA2D1, UwudpoBoii wMNNaHTUPYeEMbIA  KapAWoBepTep-
pepubpunnatop Viva ¢ (yHKUMERA cepfevyHoll PecUHXPOHU3MPYIOLLEi
Tepanun S CRT-D, mogens DTBB2D1, LndpoBoit uMMnaHTUPyeMblii
KapguoBepTep-gedubpunnatop  Viva ¢ yHKUuueli  cepaedHoi
pecuHxpoHusupytowein Tepanun XT CRT-D, mogens DTBA2D4,
Lindposoii mmnaaHTUpyeMblil  KapauosepTep-gedubpunnatop Viva ¢
(hYHKLMER cepaedHoli pecMHXpoHusmnpytoLlein Tepanun S CRT-D, mMogenb
DTBB2D4, KapgunosepTep-gednopmnnatop LugpoBoi NMMNIaHTMPYEMbIi
Viva ¢ yHKLMeli cepaeyHoil pecHXpoHu3mpytolleid Tepanuu Quad XT

0SZDRAVNADZOR.RU

10. Evera ICD XT DR, model DDBB2D1, Evera ICD S DR, model
DDBC3D1, Evera ICD XT DR, model DDBB2D4, Evera ICD S DR, model
DDBC3D4, Evera ICD MRI XT DR, model DDMB2D4, Evera ICD MRI S
DR model DDMC3D4, Evera ICD MRI XT DR model DDMB2DI, Evera
ICD MRI S DR model DDMC3D1 (RC # P3H 2018/6971 of 07.09.2020);
11. Syncra CRT-P Implantable Pacemaker, model: C2TR01 (RC U®C3
2011/10081 of 05.07.2011);

12. Endocardial leads sheath with accessories in variants: VIK7S1, VIK7D1,
VIK7S5, VIK8S1, VIK8D1, VIK8S5, VIK9S1, VIKO9D1, VIK9S5,
VIKIOSI. VIKIODI, VIK10S5, VIKI ISI, VIKIID I, VIKI1S5, VIK12S1,
VIK12D1, VIK12S5 (RC # PY ®C3 2011/10018 0f 29.07.2021);

13. Viva XT CRT-D, model DTBA2D1, Viva S CRT-D, model DTBB2D1,
Viva XT CRT-D, model DTBA2D4, Viva S CRT-D, model DTBB2D4,
Viva Quad XT CRT-D, model DTBA2QQ, Viva Quad S CRT-D, model
DTBB2QQ (RC UP3H 2017/6515 0f 27.11.2017);

14. Implantable cardioverter defibrillator CLARIA MRI Quad CRT-D
SureScan, model DTMA2QQ, Implantable cardioverter defibrillator
CLARIA MRI CRT-D SureScan, model DTMA2D4, Implantable
cardioverter defibrillator AMPLIA MRI Quad CRT-D, Implantable
cardioverter defibrillator AMPLIA MRI CRT-D SureScan, model
DTMB2D4, Implantable cardioverter defibrillator COMPIA MRI Quad
CRT-D SureScan, model DTMC2QQ, Implantable cardioverter defibrillator
COMPIA MRI CRT-D SureScan, model DTMC2D4, Implantable
cardioverter defibrillator AMPLIA MRI Quad CRT-D SureScan, model
DTMB2Q1, Implantable cardioverter defibrillator AMPLIA MRI CRT-D
SureScan, model DTMB2D1, Implantable cardioverter defibrillator
CLARIA MRI Quad CRT-D SureScan, model DTMA2Q1, Implantable
cardioverter defibrillator CLARIA MRI CRT-D SureScan, model
DTMAZ2D1, Implantable cardioverter defibrillator COMPIA MRI CRT-D
SureScan, model DTMC2DL1. (RC # P3H 2021/14463 0f28.05.2021).
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CRT-D, mogens DTBA2QQ, KapauosepTep-4edhunbpunnstop LUppoBoi
UMnNaHTUpyemblii Viva ¢ QyHKLMeR cepfeyHoli pecrHXpPOHU3UpYLoLLei
Tepanuun Quad S CRT-D, mogens DTBB2QQ (PY Ne P3H 2017/6515 ot
27.11.2017);

14. NmnnaHTupyemblil  kapguosepTep-getunbpunnatop CLARIA MR1
Quad CRT-D SureScan, mogens DTMA2QQ, WmnnaHTupyemblii
KapavosepTtep-gepmbpunnatop CLARIA MR1 CRT-D SureScan, mogenb
DTMA2D4, imnnaHTMpyeMblii KapanoBepTep-gedmopunnatop AMPL1A
MRI Quad CRT-D SureScan, mogens DTMB2QQ, WmnnaHTUpyeMmblii
KapavosepTtep-gepmopunnatop AMPLIA MRI CRT-D SureScan, mogenb
DTMB2D4, mnnaHTupyeMblii KapanosepTep-gedunbpunnatop COMPIA
MRI Quad CRT-D SureScan, mogens DTMC2QQ, WVmnnaHTupyemblit
KapavosepTep-gegubpunnatop COMPIA MRI CRT-D SureScan, mofenb
DTMC2D4, VimnnaHTupyeMblii KapamoBepTep-aeduopunnatop AMPLIA
MRI Quad CRT-D SureScan, mogens DTMB2Q1, WmnnaHTupyemblii
kapanosepTep-gedunbpunnatop AMPLIA MRI CRT-D SureScan, mogens
DTMB2D1, WmnnaHTupyeMblli KapaunoBepTep-aeduobpunnatop CLARIA
MRI Quad CRT-D SureScan, mogens DTMA2Q1, mnnaHTUpyemblii
kapavosepTep-gedubpunnatop CLARIA MRI CRT-D SureScan, mogenb
DTMAZ2D1, VimnnaHTupyeMblii KapanosepTep-gedmnbpunnstop COMPIA
MRI CRT-D SureScan, mogens DTMC2D1 (PY Ne P3H 2021/14463 ot
28.05.2021).

HavmMeHoBaHue Matepuansel, NnpyMeHseMble Npu U3rotosneHnmn / Materials used in the manufacture
n3genna unm getanu
1 npuHagnexHoctu/
Device name and
accessories
Cuctema kateTepHas [mbkuii kateTtep / Deflectable catheter:
rmokas SelectSite™  CTep>KkeHb nagpo/ Rod and core

BapuaHThl O6nacTb HakoHeuHMKa: 25D PEBA cuHero LBeta 1 HanosHutenem ns cynbara 6apus (BaS04 / Tip area: 25D PEBA with
ucnonHeHns: C304- blue dye and barium sulfate (BaS04) filler

S59, C304-L69, O6nactb coeamHeHuns: PEBA 40D cuHero LBeTa ¥ HanonHuTenem u3 cynbarta 6apus (BaS04) / Connection area: PEBA
C304-XL74, B 40D with blue dye and barium sulfate (BaS04) filler

coCTaBe: O6nacTb oxBaTa 1 nepexoga: 55D PEBA cuHero LBeTa 1 HanonHuTenem us cynbata 6apus (BaS04) / Reach and transition
- TMOKMiA KaTeTep; area: 55D PEBA with blue dye and barium sulfate (BaS04) filler

aunstatop  O6nactb ctepxHa: 72D PEBA cuHero useTa u HanonHuTeneMm u3 cynbata 6apus (BaS04) / Stem area: 72D PEBA with
KaTeTepa,; blue dye and barium sulfate (BaS04) filler
- KnanaH; MapkepHas nonoca: 18-kapatHoe 3010710 / Marker band: 18K gold
OnnéTtka, BHELIHW NPOBOAHUK, CEPAEUYHUK C BHELLHel NpOBOAHUKOBOW ONMETKON: HepxaBetowas ctanb 304 / Braid, Outer
wire. Outer wire braided core: 304 stainless steel
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device basic parts
(required
materials arc
parts of a medical
product used in
contact with the
human body)

canTTep

NPOBOLHUKOBOIO

KaTeTepa;
MPOBO/OYHbINA

NPOBOAHUK c

BbINPAMUTENEM

KOHUVKa;

- NOAKOXHasA Urna;

- wnpu;

- [OKyMeHTauus no

?DO.CWKTV-

Deflectable catheter
system  SelectSiteM*
C304-S59, C304-
L69, C304-XL74:
deflectable
catheter;
- catheter dilator;
- valve;
guide
slitter;
- guide wire with tip
straightener;
percutaneous
needle;
- syringe;
-product
documentation.

catheter
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BknanmLy, (NpocBeT OCHOBHOMO YCTPOICTBA, NPOCBET BHELLUHEr0 NPOBOAHMNKA): EcTecTBeHHbIN uBeT PTFE / Liner (main unit
clearance, outer wire clearance): Natural PTFE color

HapyxHas o6onouka npocseTa: 60D AnudaTuyeckuii nonmadupHblii nonuypetad / Outer lumen shell: 60D Aliphatic
polyester polyurethane.

Appo: 55D npospayHbiin PEBA / Core: 55D transparent PEBA
PykosiTka/ Handle Assembly

PerynunpoBka cmewieHmns: Zytel 70G13HSIL / Slide Adjust; Zvtel 70G13HSIL

BcTaBKka ana perynvpoBKM cmelleHus. JleBas W npasas pykosTka: MakponoH 2458 / Slide Adjust Insert. Left and right
handle Hub Half: Makrolon 2458

FmnoTpybka: Hepxkagetowwas crans 304 / Hvpotube: 304 stainless steel

Hanpasnsowas Tpybka: Bectammg L2140 / Guide tube: Vestimid L2140

Haknagka gns CTepXHs: 7-cnoiHas nneHka w3 LLDPE / PE / HelinoHa / PE / HelinoHa / PE / LLDPE (34% HeiinoHa) / Shaft
Strap; 7-layer LLDPE/ PE / nylon/ PE/ nylon/PE / LLDPE film (34% nylon)

XopoBas ravika, NonoBMHA PYKOATKM (K&XKAO0M): coueTaHme nosimkapboHaTa U akpunoHUTpun-bytaguer-ctupona (PC/ABS) /
Slide Nut. Handle Half (Each): Polycarbonate/Acrylonitrile-Butadiene-Stryrene Blend (PC/ABS)

Agpresus: LinaHoakpunat / Adhesive; Cyanoacrylate
OunaTtatop kateTtepa / Catheter dilator:
CtepxxeHb: HDPE ¢ HanonHuTenem m3 cynbarta 6apus (BaS04), uget cuHuii / Shaft: Blue HDPE with barium sulfate
(BasSo04) filler

BTynka: HDPE ¢ okcugom TutaHa THO2 1,8 % + 0,1%, ugeT 6enbiii / Hub; HDPE with 1.8% +/- 0.1% THO2 Pigment, white
in colour

Mpoknagka c norotunom / Lozo

UepHuna: Tampapur TPU980 / Ink: Tampapur TPU980

Oteepautens: OTeepauTens HI / Hardener: HI hardener

PactBopuTenb: pactsop 4ns YepHun Marabu TPY / Thinner: solvent for Marabu TPV ink

KnanaH / Valve:

Kopnyc 3anopHoro KpaHa: nonvkap6oHar, LBeT OTTEHOK raMMa-CUHWUIA, NOAU3TUAEH BbICOKON nnoTHocTM HDPE, uBeT 6enblii,
CwnnukoHoBas cmaska / Stopcock Body: OEM supplied, polycarbonate (color: gamma blue), HDPE (color: white), Silicone
fluid

Y anuHuTenbHaa Tpyoka: MonuypetaH, Durometer 80A, UBeT HaTypanbHbIii / Extension tube: Polyurethane, 80A durometer,
color: natural

KOMMpPeccMoHHbIN  KoNMayoK: MOAWSTUAEH BbICOKON nnoTHocTu HDPE ¢ 3anonHeHmem cTeknom 20%, uBeT 6enbiin /
Compression cap: HDPE with 20®o glass filling, color: white

CununkoHoBasi BCTaBKa: CunnkoH, Durometer 15A, uBeT 6enbiii / Silicone insert: Silicone, 15A durometer, color: white
Kopnyc: MonvkapboHaT, LBeT OTTEHOK ramma-cuHuii / Body; Polycarbonate, color: gamma blue tint

0-konbLo0: cnnnkoH, Durometer 50A, uBeT YepHblit / O-ring; Silicone, 50A durometer, color: black

BcTaBka Luer: Monukap6oHart, LBeT OTTEHOK ramma-cuHuii / Male Luer Inset: Polycarbonate, color: Gamma Blue
PacTtBopuTens: 25% metuneHxnopui, 75% TetparugpodypaH / Solvent; 258Yo methylene chloride, 75®/o tetrahydrofuran
Ny6pukaHT: dTOpCUNMKOHOBas Xngkoctb / Lubricant: Fluorosilicone liquid

LLlaii6a: HeitnoH ¢ 13%-HbIM HamnosHeHVeM cTekna, UgeT 6enblit / Washer; Nylon with 13% glass filling, color: white
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KonbLo Luer: nonnaTuneH Bbicokoli NnoTHocTM HOPE ¢ 20%-HbIM HanosHeHWeM CTekna, LBeT yepHsblidi / Luer Collar: HDPE
with 20% glass filling, color: black
CnutTep NpoBoAHMKOBOro KateTepa / Guiding Catheter Slitter:
KoDnvc DVKosSTKH. 3aaHsAs1 uacTb dvkostkh; 10% CTEKMIOHAMNOMHEHHbIA NonukapboHart, useT cuHuii / Handle Housine. back
of handle: 10% class filled nolvcarbonate. color: blue
CnvCKOBoft mexaHunaM: akpunonutpun-6vtaguen-ctupon ARS. neet cepuiii / Trigger: ABS. color: grev
MDVskuHa: Hepxasetowasn ctans 304 / Spring: 304 Stainless steel
C60poYHbIi MexaHn3m: Tun 400 SST 1 33% ApPMUPOBAHHbIA CTEKNOM HEMNOH, LBET YepHblit ' Engine Assemhiv: Tvpe 400
SST and 33% Glass Reinforced Nylon, color: black
MpoBOMOYHBLIA NPOBOAHUK C BbiNnpaAMUTenem KoHumnka / Wire guidewire with tip straightener:
Mposonounwi nposoanux; HEPXXaBetoWas ctanb 304 / Guide wire: 304 stainless steel
[ucneHcep; MonnatuneH Bbicokoi nnotHoctu (HOPE) / Coil Disnenser Tube: High-density polyethylene iHDPE).
manufactured Lake Region Medical.
J-Bbinpsmutens: MonunponuneH Hi-Mont Grade 6523. ugeT duonetosbiin / “J” straichtener: Polyoronylene tHi-Mont
Grade 6523), color: purple
MopkoxHas Nrna/ Hypodermic Needle:
Btynka: MonunponwnneH, uBeT po3oBsliii / Sleeye: Pink polypropylene
LLTngT: Hepxasetowas ctanb 304 / Pin: 304 stainless steel
KaHons: nonnaTuneH BbICOKOW NMOTHOCTM HM3KOro gasneHus / Cannula: high density polyethylene of low pressure
W npwuy;
11unuHno: Monunponunen / Cylinder: Polypropylene
MopweHs wnpuna: MonunponuneH / Syringe plunger: Polypropylene
HakoHeYHMK nopLuHA: YepHas 6e3naTekcHas pesunHa/ Piston tip: black latex-free rubber
Ny6pukaHT: cunmkoH / Lubricant: silicone
YepHuna: yépHble Kendall S1 180-8 unn S1 180-17 / Ink: Kendall Black S1180-8 or S1180-17
10. Tpe6oBaHus He npumeHmmo. Not applicable.

6e30nacHoOCTK

(BKNKOYAA MeTobl

" cpeAcTsa

3amnThl) /

Security

requirements

(including

methods and

remedies)

11. TpeboBaHus K [pu cobntogeHnn npaBun 3KcnayaTauumu, TPAHCMOPTMPOBKKM U xpaHeHust Medical device is not harmful to the environment according to rules of
oxpaHe n3fenve He HaHOCMUT BPe/a OKPYXKarolLeit cpefe. exploitation, transportation and storage.
OKpyXatoLueli Hencnonb3oBaHHble  M3genus ¢ UcTeKwuM  cpokom  rogHoctv  Unused products with expired shelf life are classified as Class A medical
cpefpbl npy  KnaccuUUMPYOTCA Kak MeAULIMHCKMUE OTX0AbI Knacca A. waste. Products extracted from the patient’s body are classified as Class B

NODUMEHEHUN medical waste.
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



Medtronic

Medtronic Inc.. USA

710 Medtronic Parkway N. E.
Minneapolis. MN 55432, USA

www.medtronic.com

MeAMLMHCKOT o
nsgenmsa.
YTunusauuns
MeLULUHCKOTOo
nsgenvs /
Requirements for
the protection of
the environment
in the application

of medical
devices.
Procedure for
utilization/liquid
ation of MD

12. MeTogbl "
cpeacTsa
Le3snHpekunn 1
npeacrepuamnsaum
OHHOI oumncTkn /
Methods and
apparatus for
disinfection and
sterilization
cleaning

13. WHopmaums B
COOTBETCTBMU  C
JaHHbIMU
rocyjapcTBeHHOr
0 peecTpa
NeKapCTBEHHbIX
cpeacTB ans
MeANLMHCKOro
npUMeHeHus 0
cojepxalumxcs B
MeANLUHCKOM
n3genmn /
Information in
accordance with
the data of the
state register of

M3gennsa, u3BfeyeHHble K3 Tefla naumeHTa, OTHOCATCA K MEeAULMHCKUM
oTxofam Knacca B.

He npumeHumo.

JlekapCcTBEHHOe BelLecTBO:

OnucaHne NeKapCTBEHHOro KOMMNOHeHTa cynbhaTa 6apus
KomnoHeHTOM B KaTeTepe W B AunATaTtope sBAseTcA cynbdar 6Gapus.
Xumuyeckoe opmyna - BaSos. CTpykTypHas hopmyna cynbgarta 6apus
noKasaHa Hxe;

PucyHok 11.2. CTpyKTypHas opmyna cysbharta bapus.

q

0

CynbthaT 6apns npegcTaBnseT coboit 6enblil pbixblii MOPOLIOK 6e3 3anaxa
1 BKyca. HepacTBOpMM B BOAe, NPaKTUUYECKN HEPACTBOPKM B pa3BefeHHbIX
KMCMOTax W Wienoyax, OpraHWYeckmx pacTBOpuUTensx. [oBbiwaeT
KOHTPacTHOCTb U306paXKeHNs MPY PEHTTEHONOTMYECKUX UCCNEL0BaHNSAX.
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Not applicable.

Medicinal substance:

Drug component description barium sulfate

The component in the catheter and the dilator is barium sulfate. The
chemical formula is BaS04. The structural formula of barium sulfate is
shown below:

Figure 11.2. The .structural formula of barium sulfate.

P 2.

0

Barium sulfate is a white loose powder with no smell and taste. Insoluble in
water, practically insoluble in dilute acids and alkalis, organic solvents.
Increases the contra.st of the image during X-ray examinations.
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14.

15.

16.

17.

medicinal
products
medical
about those
contained in the
medical device
MeTopabl "
yCNnoBus
cTepununsaumm,
CPOKM
COXpaHeHus
CTEPUNBHOCTY
(gna  cTepwubHO
BbINYCKaeMbIX
MeaULMHCKNX
n3gennin) /
Methods and
conditions of
sterilization time
maintaining
sterility
sterile
devices
produced)
Cpok rogHoctun /
Shelf life

for
use

(for
medical

Ycnosus
akcnnyataumm  /
Operating
conditions.

Ycnosus
TpaHCcnopTupoBaH
WA n xpaHeHuna /
Conditions of
transportation
and storage

Crepunusauus - neped NocTaBko KoMnaHUs «MeATPOHWUK» NpPOBOAUT
CTEPUNU3ALUIO COAEPXMMOTO YNaKoBKW 3TUNEHOKCMAOM. [JaHHOe usgenue
npefHa3Ha4yeHo TOMIbKO A/ 04HOPa30BOr0 MCMONb30BaHUA W He [O/MKHO
nofBepraTbCs NOBTOPHOM CTepUAN3aLun.

- CtepunusosaHo 30.

- YpoBeHb o6ecneyeHns ctepunbHocTn (SAL) - 10

OXxunpaemblii CPOK CNyXObl M3AeNNIA paBeH MPOLO/MKUTENIbHOCTU OAHOW
npoueaypbl uMnaaHTauuu. CpoK rofHOCTM CUCTeM TMOKOro KateTepa
SelectSite cocTaBnseT 2 roga.

M3genma ncnonb3yercsd npu cnefyroLmx yCnoBmax akcnayarauuu:
Ycnosus akeLL M Taumm
Temnepatypa, “C
BnaxHocTb, %

OT +32 ®C o +42 °C (Temnepatypa Tena)
100% 6e3 KoHAeHcauun
[asneHve, kMa He npvmeHUMO, HerepmMeTUYHOE M3fenune
[asneHue, klMa He npvmeHvnMoO, HerepmeTUYHoE nUsgenve

YCroBusa TPaHCMOPTapPOBKY U XpaHeHNA

Temnepatypa. “C He 6onee +40@C
BnaxHocTb, % He 6onee 80%

[asneHwve, kMa He npvMeHVMMO, HerepmMeTUYHOE n3genune

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

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)- 10*

The anticipated lifetime of these items is the length of a single implant
procedure. The shelf life of the SelectSite delivery systems is 2 years.

Temperature. °C
Humidity, %
Pressure, kPa

+32'°C to +42°C (Body Temperature)
100% non-condensing
Not applicable, non-hermetic product

No more than +40°C
No more than 80%
Not applicable, non-hermetic product

Temperature, °C
Humidity, %
Pressure, kPa
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18. MapaHTUiiHbIE
06513aTeNnbLCTBA
Warranty

/

OrpaHuyeHHas rapaHTa u npegynpexaeHuie obLero xapakrepa
OrpaHuyeHHasa rapaHTus

XoTa npuHagieXxHocTs Kopnopauun Medtronic®, panee wnmMeHyemas
«MpoayKT», Gblia TWaTeNbHO CMPOEKTUPOBAHA, MPOM3BeAeHa W MpoLusa
NpeanpofaxHble — WUCMbITaHWS,  CYWECTBYKOT  pas/iMyHble  MPUYUHbI
BO3MOXHOI0 OTKa3a B pabote lpogykTa. Vimetowmecs B 0603HAUEHMAX
MpoayKTa npefocTepeXxxeHNs cogepxxar 6oniee NoApobHble CBEAEHUA U
ABNAIOTCA COCTABHOM yYacTbio AaHHol OFPAHWUYEHHOWM TAPAHTUW.
HacTtoswum kopropauus Medtronic 0Tka3biBaeTcA OT BCEX FapaHTUAHbLIX
0653aTeNbCTB, Kak MpAMbIX, TaK UM OMOCPefOBaHHbIX, MO OTHOLUEHUIO K
faHHomy TMpogykTty. Kopriopauua Medtronic He HeceT 0TBETCTBEHHOCTM 3a
nobble  cnyyaiiHble WM ONOCPefOBaHHble  YObITKU,  ABASIOLMECS
cneacTteMem  M06Oro  UCMonb3oBaHuA,  fdedekta  wam cbos B
(hyHKUMOHMpOBaHWUM T[1pofyKTa, He3aBMCMMO OT TOro, OCHOBaHa
NPeTeH3Nss Ha rapaHTWUHbIX 0053aTeNbCTBaX, KOHTPaKTe, rPaXAaHCKOM
npaBoHapyLLeHUN UK Ha YeM-M60o JpyroM.

BbILLIEN3N0XEHHbIE UCKOYEHNSA N OFPaHNUYEHNS He MOTYT MOHUMATLCS UK
NCTONKOBbLIBATLCA TaKMM 06pa3oM, 4To6bl NPOTMBOPEUUTb 0653aTE/bHbIM
NOMOXeHUAM NMPUMEHUMBIX NPaBOBbIX HOPM. Ecnn kakas-nnbo yactb uam
ycnoBue [AaHHoM OrPAHUYEHHOW TAPAHTUU NPU3HaeTca CyoMm
KOMMETEHTHOW IOPUCANKLUN HE3aKOHHBIM, He WMEKLLMM HpUANYEcKoi
CUAbI MN MPOTMBOPEYALLMM MPUMEHMMbIM MPaBOBbIM HOPMaM, 3TO He
NOBNNAET Ha KOPUAMYECKYIO CUNY OCTanbHON yacT OFPAHUYEHHON
FAPAHTWUW; Bce npaBa u o6dA3aTenscTBa 6yfyT TONKOBATbCA M
NPUHYAMTeNbHO 0becneynBaTtbhes, Kak ecim 6bl gaHHas OFPAHNYUEHHASA
FTAPAHTUA He cogepXana OTAeNbHbIX 4YacTeil WM YCNOBWIA, KOTOpble
OblNV MPU3HaHbI He UMEILLMMW 3aKOHHOM CUSbI.

O6Luee Npeaynpe>KaeHue

Haxopswwmecs B 3TOM ynakoBke [IpoAykTbl MNpefHa3HauveHbl Ans
MCNONb30BaHUA C APYrUMY NpogyKTamu Kopropauumu Medtronic. HecmoTps
Ha TlaTeNbHOe MPOEKTUPOBaHUE, OTOOP KOMMOHEHTOB, MPOU3BOACTBO U
npesnpofaXHyt Nposepky. lMPOAYKTbl MOTyT fIerko MoBpexaarbca npu
HenpasW/IbHOM 06paLLEHUN WM UCMONb30BaHWMW, MOCKO/bKY HeobblYHble
YCNOBUSA UX NPUMEHEHWSA 00YCNaBMBaKOT MX XPYNKoCTb. CrefoBaTesibHo,
He/b3f rapaHTUMpOBaTb HEBO3MOXHOCTb MOMOMKW [IpOAYKTOB WM KX
BbIX0/ia U3 CTPOA.

[apaHTWIHbIA CPOK XpaHEHUA M3aenns cocTaBnseT He 6onee 24 mecsaua (2
roga) c Aarbl ynakoBKy CTEPUNBLHOMO U3LENus.
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Disclaimer of warranty and general warning

Disclaimer o fwarranty

Although the Medtronic® Accessory, 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 should
not be construed so as to, contravene mandatory provisions of applicable
law. Ifany 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

The Products in this package are designed for use with other Medtronic
products. Despite the exercise ofall due care in design, component selection,
manufacture, and testing prior to sale, the Products may be easily damaged
by improper handling or use because of their unavoidably fragile character,
which is dictated by the unusual requirements of their application.
Consequently, no representation or warranty is made that failure or cessation
of function of the Products will not occur.

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.
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19. MepeueHb EN 980; EN ISO 15223-1; EN 1041; EN I1SO 10993-1; EN ISO 10993-4; EN ISO 10993-5; EN ISO 10993-7; ISO 10993-10; EN ISO 10993-11; EN ISO
HauMoHanbHbIX M 10993-12; EN ISO 10993-17; EN ISO 10993-18; ISO 11135-1; EN ISO 11138-1; EN ISO 11138-2; EN ISO 11607-1; EN ISO 11607-2; EN ISO 14971,
MEeXAYHapOo4HbIX 1ISO 5841-3; EN 45502-1; EN 45502-2-1; EN 62366-1; 1ISO 14161; ISO 594-2; ISO 14644-1; 1ISO 14644-2; ISO 13485; EN ISO 10555-1; EN ISO 10555-
HOPMAaTMBHbIX 3; EN 20594-1; EN I1SO 11737-1; EN 1SO 11737-2.

JOKYMEHTOB/CTaH
[apToB, KOTOPbLIM
COOTBETCTBYET
MeaULIMHCKOe
nsgenue / The list
of national and
international

regulatory
documents/stand
ards, which
matches medical
device
20. Cnyx6a pa6otbl ¢ [0 BCeM Bompocam, BK/KOYas anobbl Ha NPOAYKLWIO, PEMOHT U Contact for all questions, including complaints, repair and service of
K/IMeHTamMu | TexobcnyxuBaHue, o6palatbes K YnonuomoueHHomy Mmedical devices the Authorized Representative In Russia:
Customer MpepcTtaBuTento B Poccuinickoih ®egepavuu:
Service OO0 «MeATPOHUK» Medtronic, LLC,
123112, r. MockBa, MpecHeHckas HabepexxHas, 4. 10, atax 9, nomewenne 123112, Moscow, Presnenskaya Naberezhnaya, 10, floor 9, unit 111, room
I, komHarta 41. 41.
Ten.; (495) 580-73-77, dakc: (495) 580-73-78, Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru www.medtronic.ru
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({Tepeeod ¢ anznuiicxozo A3vika Ra pyccxuti A3vix)

[Ha 6ranxe xomnanuu « Meomponux»]

«Meatponnk, Hux»
{Medtroaie, Inc.)

710 Mearponnk INapky>d H.E.,
Munueanonnc, Musinecora 55432,
CIIA

{710 Medtronic Parkway N.E.,
Minneapolis MN 55432,

USA)

www.medtronic.com
Ten.: 001-763-514-4000
®axc: 001-763-514-4879

IIncbmo-3agBeHNe

Komnanus «Menrpouuxk HHK.», yupexneHHAs B COOTBEICTBHH ¢ 3aKOHONATENLCTBOM
Coeaunennnix IllTaToB AMepHKH, OCYIIECTRIAIONIAN OCHOBHYIO ACATENBHOCTb MO aApecy:
710 Mearponrk  [lapky»#i, Mmuurcanomuc, Mmuunecota 55432, ClIA, HacTosmHM
MOATBEPKAACT, YTO NpHIaracMas JoKyMeHTauus, [IpunoxeHHe K TEXHHYECKOMY PYKOBOACTRY Ha
CucteMy ru6koro karetepa SelectSite™, papuantel ncnonsenns: C304-859, C304-L69, C304-
XL74, apnsgerca BepHOH H HeH3MEHEHHOH KonHel OpUTHHANA ROKYMEHTA.

fnoonucs/ 28 oxmabps 2021 2.
Hma: Menaau BaucenT Jara
HomxnocTs: CTapinit AMPEKTOp NO HOPMATHBHO-NPABOBOMY

PeryIHpOBaHHIO
IITAMITI HOTAPHYCA

[imamn:

Amanna Kpuctin Sinegex

Horapuyc

MHunnecora

Mo nuiensua aelicteurenbHa 10 31 ausaps 2024 r.)
/noonucw/

28 oxmsabpa 2021 2.

Crpanuuia 1 13 1
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TeKCcT AaHHOro AOKyMeHTa nepeBén nepesofunk Paxumkynos Anbgap Cepkanmesuy. 3HaHue
WHOCTPAHHOTO A3blKa NOATBEP>KAAK. BbINONHEHHbIV NepeBo/ ABNSeTCS NPaBUNbHbIM,
TOUYHBLIM U NOMHbIM.

MoANNCH

Poccuiickas depaepaums

"opop Mockea

Cenbmoro fekabps e Thbicauu ABajuaTb NepBoro roga

[ TouknH AMuTpuii Banepbesny, HoTapuyc ropoaa Mocksbl, CBUAETENbCTBYLL,
nepesofuyvka Paxumkynosa dnbaapa Cepkanmesunya.

Moanwvce chenaHa B MOEM MPUCY TCTBUN.

JInyHOCTb NoAnmMcasLLero JOKYMeHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: M 77/2079-H/77-2021-
YnnayeHo 3a COBepLLEHNEe HOTapuabHOro AeicTBus: 400 pyo.

MOAMUCH

[.B. ToukuH
epboBas neyaTb
HoTapuyca r.MockBsbl
ToukunHa [1.B

Bcero npoLuHypoBaHo, NpoHyMepoBaHo
M ckpenneHo neyaTbio__ 15  mcT(a)(0B)

HoTapunyc

noanmch

Poccuiickaa ®epepayms
Ffopog MockBa
CeabMoro gekabps Age TbicAuMn ABajLuaTb NepBOro roaa
A, TOYKUH OMUTpuii BanepbeBud, HOTLLWYye ropoAa MOCKBbl,
CBUAETENBLCTBYHO BEPHOCTb K3W»rcT1NACTaB/IEHHOrO MHe JOKYMeHTa.

p B peectpe: Ne 77/2079-H/77-202I
eHVe HoTapuanbHoro aectensa: 960  py6.

A.B. TOYKUH

CKpenaeHo

HoTapuyc

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Medtronic, Inc.

710 Medtronic Parkway N.E. KO I_I M H
Minneapolis MN 55432,

USA.

www.medtrontc.com

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 or
affirm that the attached documentation, Appendix instructions for use for delivery catheter C315H20,
C315H40, C315HIS, C315J, C315S4, C315S5, C315S10 is true and unaltered copies of the original
documents.

- 1T YLA
Name: Melanie Vincent Date
Title: Senior Regulatory Affairs Director
NOTARY STAMP

"9 tat!

Page 1o0f1
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[lononHeHme K MHCTPYKUMK no akcnayaTaunn/Appendix instructions for use

(Mpwn noctaBke n3gennsa B P® nHpopmayms, cogepxawasacs B JaHHOM AONO/THEHUN K MHCTPYKLUM MO 3KCNAyaTauuu, aBnsetcs npuoputetHoin / When the device is delivered to the
Russian Federation, the information contained in this appendix to the instructions for use is a priority)

1. HaumeHoBaHMe YcTpoiicTBa ANs NeYeHns cepAeyHoli Hej0CTaTOuHOCTH. Devices for the treatment of heart failure.
MeLULMHCKOro n3genws /

Name of medical device
[,0CTaBOYHBIA KaTeTep, BapuaHTbl ucnonHeHus: C315S4, C315S5, Delivery catheter C315S4, C315S5, C315S10, C315J, C315H20,

C315S10, C315J, C315H20, C315HIS, C315H40, B cocTaBe: C315HIS, C315H40:
- Karetep; - catheter;
- junaTartop cocyLos; - dilator;
- BOKYMEHTauMs No NPoayKTy. - product documentation.
(Oanee no TekcTy: [locTaBOYHbIN KaTeTep, [JocTaBouHblii KaTeTep C315,  (Further in the text: Delivery catheter, Delivery catheter C315, C315)
C315)

2. CBefieHus 0 Paspa6oTtuuk / Developer:

npoussoanTene «MeaTpoHuK UHK.», CLUA

mMeauUMHCcKoro usgenus  Medtronic Inc., USA
(HammeHoBaHMe, agpec 8200 Coral Sea St., Mounds View MN 55112, USA

MeCTOHax0XAeHus, www.medtronic.com

MoYTOBbIN afpec,

TenedoH, agpec Mecta [poussopuTens / Legal Manufacturer:

Npon3BOACTBA) | «MepTpoHunK NHK.», CLLUA / Medtronic Inc., USA

Information about 710 Medtronic Parkway, Minneapolis, MN 55432, USA

manufacturer of www.medtronic.com

medical device (name,

location address, YnonHOMO4YeHHbI npencTtaBuTens npoussogutens / Authorized Representative of Manufacturer:

mailing address, phone O6LecTBO C OFrpaHNYEHHON OTBETCTBEHHOCTbLIO «MeLTPOHMNK

number, address of OOO «MeATPOHUK»

place of production) 123112, Poccust, Mockga, MpecHeHckas Hab., 4. 10, atax 9, nom. 111, komu. 41
Ten.: (495) 580-73-77, thakc: (495) 580-73-78
mowmedtronic@mail.ru

KOpuaunyeckoe nuLO, Ha UMA KOTOPOTO MOXKET 6bITh BbIJAHO perncrpaunoHHoe ygoctoeepeHue / Holder of Registration Certificate in Russia
(name, address, tel, fax, e-mail, website)

O6LLecTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbLIO «MeATPOHUK»
OO0 «MefTPOHUK»

123112, Poccusi, MockBa, MpecHeHckas Hab., 4. 10, atax 9, nom. I, komu. 41
Ten.: (495) 580-73-77, thakc: (495) 580-73-78
mowmedtronic@mail.ru
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3. Knaccugukaums
MeANLMHCKOro nagenus /
Classification of
medical device

4. Ha3sHaueHne
MeauLMHCKOro nsgenus /
Prescription of a
medical device

5. Ycnosus npumeHeHus [/
Conditions for use

6. OnucaHue NPUHLMMNOB, Ha

KOTOPbIX OCHOBaHa
pa6ota  MegULMHCKOro
n3genus, n nx
0COOEHHOCTU /
Description  of  the
principles underlying
the work of the medical
products and their
features

7. TexHn4Yeckoe onucaHue

MeLULUHCKOr0 W3Aenus,
OCHOBHble MapameTpbl K
XapaKTepucTuKu
MeLULMHCKOrO  u3fenus
(HopMupoBaHHbIe
TeXHUYeckue
XapaKTepucTnkn) /
Technical description of
medical device, the
main parameters and
characteristics of
medical device (rate-
based specifications)

Afpeca MecCT Npon3BoAcTBa MeanumuHckoro nsgenus/ Addresses of Manufacturing Sites for medical device:

1. Medtronic Ireland, Parkmore Business Park West, Galway, Ireland;

Knacc pucka/ Class of risk 3
MHBa3mBHOCTL / Invasiveness
CrepunbHocTb / Sterility

MpegHasHaueHbl 4ns CTUMYALMM U BOCTIPUSTIAS B NPaBOM Npefcepanu
UNM NPaBoOM XenyfouKe, a TaKXKe AN A0CTaBKU 3M1EKTPOIOB B MpaBble
OTAeNbI cepaLa.

[JaHHoe MeAuuUMHCKOe W3Aenue npeaHasHayeHo ANS NPUMEHEHUs B
KNMHWYECKOM  NpaKTWKe  KBANM(UUMPOBaHHbIMKM  Bpayamu W
MeAULMHCKUMU CreLManucTamu.

[JocTaBouHblii KaTeTep C315 npefHasHayeH A1 BBEAEHWS PasNNUHbIX
TUNOB  MPOBOAHWKOB U KaTeTepoB  ANS  CTUMYASUUM WK
AeUOPUNNALNN B BEHO3HYIO CUCTEMY. [MNSTaTop CoCcyAoB o6neryaeT
UPECKOXHOe BEHO3HOE BBEAEHWE KaTeTepa, Paclumpsis MPOKON CTEHKW
cocyga v BbINPAMISS AUCTaNbHbIV YYacTOK KaTeTepa, 4To o6ecneumsaeT
MAaBHbI Nepexof OT MPOBOAHMKA K AOCTaBOYHOMY KaTeTepy. [/uHa
AWUNSTaToOpa BapbuUpPyeTCs B 3aBUCMMOCTM OT MOJEN KaTeTepa.

KaTeTep

C31554
AhdekTBHaa anmHa  (MonesHas
MPOBOAHWKOBOIO KaTeTepa), CM
BHyTpeHHWIT gnameTp, MM
BHelwHW gnameTp, MM
COBMECTVMbIE 3M1eKTPOAbI
BHYTpeHHWiA ounameTp
TPaHCBEHO3HbIX YCTPOICTB

anvHa 30 (+1,0/-1,6)

1,8 MM (MUH.)

2,4 mm (Maxc.)

1,4 MM 1N MeHbLLe

COBMECTUMBIX 1,75 MM UM MeHbLLE

MpoYHOCTb coeaMHeHUs Mexay wagpTom n  >15
BTYnKon, H

MpoyHOCTb WagTa Ha pacTsxeHue, H >15
lMpoYyHOCTL  MArKOro  HakoHeyHMKa >5

pactsxxeHue, H

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

MHBa3mBHoe / Invasive
CrepunbHoe / Sterile

Designed for stimulation and perception in the right atrium or right
ventricle, as well as for delivery ofelectrodes to the right heart.

This medical device is intended for use in clinical practice by qualified
physicians and medical specialists.

The C315 delivery catheter is intended to introduce various types of
pacing or defibrillator leads and catheters into the venous system. The
vessel dilator facilitates percutaneous venous entry of the catheter by
dilating the vessel wall puncture and straightening the catheter distal
section, which provides a smooth transition from the guidewire to the
delivery catheter. The dilator length varies depending on the catheter
model.

Catheter
C31554
Usable Length, cm 30 (+1.0/-1.6)
Inner diameter 1.8 mm (min.)

Outer diameter

Compatible Leads

Compatible Inner Transvenous
Devices

Hub/Shaft Tensile Strength, N >15

Shaft Tensile Strength, N >15

Soft Tip Tensile Strength, N >5

Curve Stiffness, gf (N) <148(1.45)
Straight Shaft Distal Segment <296 (2.90)
Compression, gf (N)

2.4 mm (max)
1.4 mm or smaller
1.75 mm or smaller
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XKecTkocTb 3akpyrnenus, rc (H)
BblfepxunBaemoe faBfieHne BbINPAMIEHHOTO
wada B guctanbHoi vactu, rc (H)
MakcumanbHoe [laBneHns 6e3
BO3HWKHOBEHMS yTeuku, Kla
Macca, r

C315s5
AhdekTBHaa gnnHa  (MonesHas
NPOBOLHWKOBOIO KaTeTepa), CM
BHYTpeHHUIA gnameTp, MM
BHeLHWiA gnameTp, MM
CoBMeCTUMbIE 3MeKTPOSbI
BHyTpeHHUiA ouameTp
TPaHCBEHO3HbIX YCTPOWCTB
MpoYHOCTL COEAMHEHMS MEXAY LIapTOM ”
BTY/KON, H
MpoyHoCTb WagTa Ha pacTskeHune, H
MpOYHOCTb  MATKOrO  HAaKOHEYHUKa  Ha
pactaxeHne, H
XecTkocTb 3akpyrneHus, rc (H)
BblgepXuBaemoe [aBfieHVe BbINPSMAEHHOIO
wadgTa B AUCTaNbHOM YacTu, rc (H)
MakcumansHoe [laBfieHns 6e3
BO3HUKHOBEHUA yTeuku, KlMa
Macca, r

ANMHa

COBMECTUMBbIX

C315s10
JhdekTnBHaas AanuvHa (MonesHas  AavHa
NPOBOLHWKOBOIO KaTteTepa), CM
BHYTpeHHWIA gnameTp, MM
BHewwHWi guameTp, MM
CoBMeCTUMbIE 3N1EKTPOAbI
BHYTpeHHUi anameTp
TPaHCBEHO3HbIX YCTPOIACTB
MpOYHOCTb COeAMHEHUS MexAay WapToM K
BTynKoW, H
MpoyHoCTb WadTa Ha pacTsxeHne, H
MpOYHOCTb  MAFKOFO  HakKOHeYHWKa  Ha
pactsxxeHue, H
XKecTkocTb 3akpyrnenus, rc (H)

COBMECTUMbIX
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<148(1.45)
<296 (2.90)

300-320

2,9+5%

30 (+1,0/-1,6)

1,8 MM (MUWH.)

2,4 mm (makc.)

1,4 MM 1NN MeHbLUe
1,75 MM 11 MeHblLLe

>15

>15
>5

<148(1.45)
<296 (2.90)

300-320

2,894+5%

40 (+1,0/-1,6)

1,8 MM (MUH.)

2,4 mm (makc.)

1,4 MM U1 MeHbLLIe
1,75 MM WU MeHblLLe

>15

>15
>5

<148(1.45)

Maximum pressure without 300-320

leakage, kPa

Mass, L 2.9+5%
C315S5

Usable Length, cm

Inner diameter

Outer diameter

Compatible Leads

Compatible Inner Transvenous
Devices

30 (+1.0/-1.6)

1.8 mm (min.)

2.4 mm (max)

1.4 mm or smaller
1.75 mm or smaller

Hub/Shaft Tensile Strength, N >15

Shaft Tensile Strength, N >15

Soft Tip Tensile Strength, N >5

Curve Stiffness, gf (N) <148 (1.45)

Straight Shaft Distal Segment <296 (2.90)

Compre,ssion, gf (N)

Maximum pressure without 300-320

leakage, kPa

Mass, g 2.89+5%
C315s10

Usable Length, cm

Inner diameter

Outer diameter

Compatible Leads

Compatible Inner Transvenous
Devices

40 (+1.0/-1.6)

1.8 mm (min.)

2.4 mm (max)

1.4 mm or smaller
1.75 mm or smaller

Hub/Shaft Tensile Strength, N >15

Shaft Tensile Strength, N >15

Soft Tip Tensile Strength, N >5

Curve Stiffness, gf (N) <148(1.45)

Straight Shaft Distal Segment <296 (2.90)

Compression, gf (N)

Maximum pressure without 300-320

leakage, kPa

Mass, g 3.0£5%
C315J

Usable Length, cm
Inner diameter
Outer diameter

30 (+1.0/-1.6)
1.8 mm (min.)
2.4 mm (max)



Medtronic

Medtronic Inc,, USA
710 Medtronic Parkway N. E.
Minneapolis, MN 55432, USA

www.medtronic.com

BblgepxnBaemoe AaBneHue BbINMPAMAEHHOro
WwadTa B gucTanbHoOMl yactu, rc (H)
MakcrmanbHoe [laBneHuns 6e3
BO3HWKHOBEHUA yTeuku. Kla
Macca, r

C315J
ApekTneHas pavHa (MonesHas  AnvHa
NPOBOAHMKOBOr0O KaTeTepa), CM
BHYTpeHHWIi gnameTp, MM
BHeLWwHwWiA fuameTp, MM
CoBMecTUMble 3N1eKTPOAbI
BHYTpeHHMiA Anametp
TPaHCBEHO3HbIX YCTPONCTB
MpPOYHOCTb COeAMHEHNS Mexay LahTom W
BTYNKoi, H
MpoyHoCTb WadTa Ha pacTseHue, H
MpOYHOCTb  MATKOTO  HaKOHeYyHMKa Ha
pactsxxeHve, H
XKecTkocTb 3akpyrneHus, rc (H)
BblZep>xnBaemoe faBneHue BbINPAMIEHHOIO
wadTa B guctanbHoi yactu, rc (H)
MakcumanbHoe [aBneHus 6e3
BO3HWKHOBEHMA yTeuku, KlMa
Macca, r

COBMECTUMBbIX

C315H20
JhekTBHaa gnuHa (MonesHas  ganMHa
NPOBOAHWKOBOrO Katetepa), CM
BHYTpeHHWI1 fuameTp, MM
BHeLHWi1 fuameTp, MM
CoBMeCTUMbIE 3N1eKTPOAbI
BHyTpeHHMiA Anavetp
TPaHCBEHO3HbIX YCTPOWCTB
MpoYHOCTb COefMHEHUS MeXAy LwadToM K
BTY/IKOR. H
MpoyHoCTb WadTa Ha pacTskeHune, H
MpoYHOCTb  MArKOr0  HakOHeYHWKa  Ha
pacTtsxxeHune, H
XKecTkocTb 3akpyrnenus, rc (H)

COBMECTUMbBIX
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<296 (2.90)

300-320

3,0£5%

30 (+1,0/-1,6)

1,8 MM (MUH.)

2,4 MM (Makc.)

1,4 MM 1N MeHbLLIe
1,75 MM MUNX MeHbLLE

>15

>15
>5

<148(1.45)
<296 (2.90)

300-320

3.0+5%

20 (+1,0/-1,6)

1,8 MM (MUH.)

2,4 mm (makc.)

1,4 MM 1NN MeHbLLIe
1,75 MM M MeHbLLE

>15

>15
>5

<148(1.45)

Compatible Leads
Compatible Inner Transvenous

1.4 mm or smaller
1.75 mm or smaller

Devices
Hub/Shaft Tensile Strength, N >15
Shaft Tensile Strength, N >15

Soft Tip Tensile Strength, N >5

Curve Stiffness, gf (N) <148(1.45)
Straight Shaft Distal Segment <296 (2.90)
Compression, gf (N)

Maximum pressure without 300-320
leakage, kPa

Mass, g 3.0£5%
C315H20

Usable Length, cm 20 (+1.0/-1.6)

Inner diameter 1.8 mm (min.)

Outer diameter
Compatible Leads
Compatible Inner Transvenous

2.4 mm (max)
1.4 mm or smaller
1.75 mm or smaller

Devices
Hub/Shaft Tensile Strength, N >15
Shaft Tensile Strength, N >15

Soft Tip Tensile Strength, N >5

Curve Stiffness, gf (N) <148(1.45)
Straight Shaft Distal Segment <296 (2.90)
Compression, gf (N)

Maximum pressure without 300-320
leakage, kPa
Mass, g 2.745%

C315HIS

43 (+1.0/-1.6)

1.8 mm (min.)

2.4 mm (max)

1.4 mm or smaller
1.75 mm or smaller

Usable Length, cm

Inner diameter

Outer diameter

Compatible Leads

Compatible Inner Transvenous

Devices
Hub/Shaft Tensile Strength, N >15
Shaft Tensile Strength. N >15

Soft Tip Tensile Strength, N >5
Curve Stiffness, gf (N) <148(1.45)
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BblaepXXmMBaemoe faBfieHMe BbiMpsaMaeHHoro <296 (2.90)

Straight Shaft Distal Segment <296 (2.90)
WwadTa B AUCTanbHoi yactu, rc (H)

Compression, gf (N)

MakcumansHoe [laBneHuns 6e3 300-320 Maximum pressure without 300-320

BO3HUKHOBEHWSA yTeukn, KlMa leakage, kPa

Macca, r 2,745% Mass, g 3.06+£5%
C315HIS C315H40

AddektmBHas gnmHa  (MonesHas pgnvHa 43 (+1,0/-1,6) Usable Length, cm 40 (+1.0/-1.6)

NPOBOLHWKOBOIO KateTepa), CM limer diameter 1.8 mm (min.)

BHYTpeHHW1 gAnameTp, MM
BHeLLHWii guameTp, MM
COBMECTUMbIE 3NEKTPOAbI

BHyTpeHHUiA anamvetp COBMECTUMbIX 1,75 MM WM MEHbLUe Devices
TPaHCBEHO3HbIX YCTPOICTB Hub/Shaft Tensile Strength, N >15
MpoYyHOCTb COeAMHEHMs Mexay wagpTom u  >15 Shaft Tensile Strength, N >15
BTYNKON, H Soft Tip Tensile Strength, N >5
MpoyHoCTL WagTa Ha pacTsxeHne. H >15 Curve Stiffness, gf (N) <148(1.45)
MpoYHOCTb  MSAFKOrO  HakoHeYyHMka Ha >5 Straight Shaft Di.stal Segment <296 (2.90)
pacTseHue, H Compression, gf (N)
YKecTKocTb 3aKkpyrneHus, rc (H) <148(1.45) Maximum pressure without 300-320
BblgepxmBaemoe faBneHue BbinpsMiaeHHoro ”~96 (2.90) leakage, kPa
wadTa B gucTasbHONA YacTu, rc (H) Mass, g 3.08+£5%
MakcumansHoe AaBNeHuna bes 300-320 All technical specifications are subject to tolerances of +5%, unless
BO3HMKHOBEHUA yTeuku, Kla otherwise specified.
Macca, 1 3,06+5%

C315H40 Dilator
OpekTmBHas ganuHa (MonesHas pgnuHa 40 (+1,0/-1,6) C31554
NPOBOAHNKOBOr0O KaTeTepa), CM Usable Length, cm 38.5+0.5
BHYTpeHHUIA gnameTtp, MM 1,8 MM (MUH.) Catheter inner diameter 0.96 mm minimum
BHeLwHWi guameTp, Mm 2,4 mm (Makc.) Catheter outer diameter 1,75 mm max

CoBMecCTUMbIE 3/1e KTpOoAbl

1.8 MM (MMH.)
2,4 mm (Makc.)
1,4 MM NN MeHbLLe

1,4 MM NN MeHbLLE

Outer diameter
Compatible Leads

Compatible limer Transvenous

2.4 mm (max)
1.4 mm or smaller
1.75 mm or smaller

Catheter tip inner diameter

1,8 mm minimum

BHYTpeHHMIA anameTp COBMECTUMbIX 1,75 MM Unu MeHblLLe Dilator Hub/Shaft Tensile >10
TPaHCBEHO3HbIX YCTPOWNCTB Strength

MpoYHOCTL coeAMHeHMs Mexay wadtom n  >15 Mass, ¢ 0.9+5%
BTYNKoOW, H C315S5
MpoyHOCTb WadTa Ha pacTsxeHune, H >15 Usable Length, cm 38.5+0.5

lMpoyHOCTL  MArKOro HaKOHEeYHMKa Ha

>5 Catheter inner diameter
Catheter outer diameter
Catheter tip inner diameter

0.96 mm minimum
1,75 mm max
1,8 mm minimum

pactsxkeHue, H

XecTkocTb 3akpyrnenus, rc (H) <148(1.45)
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Bblgep>xuBaemoe faBneHne BbINMpAMAeHHOro <296 (2.90)

wadTa B gucTanbHoi yactu, rc (H)

MakcumManbHoe faBneHuns 6e3 300-320
BO3HWMKHOBEHMSA yTeuku, KlMa
Macca, r 3,08+5%

Ha Bce TeXHUYeCKMe XapaKTepUCTUKN pacrnpoCcTpaHATCA AOMNYCTUMbIe

OTK/IOHEHUA 5%, ecnn He yKa3aHOo VHOe.

JunaTaTop cocyioB

C315s4
OhekTnBHad  anuHa  (MonesHas  pgavHa
aunsTatopa NpOBOAHWMKOBOIO KaTeTepa, cMm
BHYTpeHHWI fuameTp
BHeLHWA gnameTp
BHYTpeHHUWIA anameTp HaKOHEYHMKa KaTeTepa
MPOYHOCTb COEAMHEHUA MeXay LWapToM K
BTYNKON. H
Macca, r

C315s5
ApektneHas  pnuvHa  (MonesHas  AnvHa
aunsTatopa NPOBOAHMKOBOIO KaTeTepa, cMm
BHYTpeHHW auameTp
BHelWwHWIA gnameTp
BHyTpeHHUIA fuaMeTp HaKOHeYHMKa KaTeTepa
MPOYHOCTb COEAMHEHUS MexXAay LWwapToM u
BTYNKoOiM, H
Macca, 1

C315S10
AgektmBHas  gnnHa  (MonesHas  AfiMHa
funataTopa NpoBOAHWKOBOrO KateTepa, CM
BHYTpeHHWi1 fuameTp
BHewwHWIt gnameTp
BHYTpeHHW fuaMeTp HaKOHEYHUKa KaTeTepa
MMPOYHOCTb COEAMHEHUS MeXAy LapToM K
BTynKoi, H
Macca, r

C315]
A¢pdekTneHaa  gnumHa  (MonesHas  AavHa
funsTatopa NpOBOAHMKOBOrO KaTeTepa, cM

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

38,5+0,5

0,96 MM (MKWH.)
1,75 mm (makc)
1,8 MM (MUH.)
>10

0,9+5%
38,5+0,5

0,96 MM (MUH.)
1,75 mm (Makc)
1.8 .MM (MUH.)
>10

0,88+5%
51,5+0,5

0,96 Mm (MUH.)
1,75 mm (Mmakc)
1.8 MM (MUWH.)
>10

1+5%

38,5+0,5

Dilator Hub/Shaft Tensile >10

Strength
Mass, g

Usable Length, cm
Catheter inner diameter
Catheter outer diameter
Catheter tip inner diameter

0.88+£5%
C315S10
51.5+0.5
0.96 rrun minimum
1,75 mm max
1,8 mm minimum

Dilator Hub/Shaft Tensile >10

Strength
Mass, g

Usable Length, cm
Catheter inner diameter
Catheter outer diameter
Catheter tip inner diameter

Strength
Mass, g

Usable Length, cm
Catheter inner diameter
Catheter outer diameter
Catheter tip inner diameter

1+5%

C315J
38.5+0.5
0.96 mm minimum
1,75 mm max
1,8 mm minimum
>10

0.88+5%
C315H20

28.5+0.5

0.96 mm minimum

1,75 mm max

1,8 mm minimum

Dilator Hub/Shaft Tensile >10

Strength
Mass, g

Usable Length, cm
Catheter inner diameter
Catheter outer diameter
Catheter tip inner diameter

Strength
Mass, g

Usable Length, cm
Catheter inner diameter
Catheter outer diameter

0.79+5%

C3 15HIS
51.5+0.5
0.96 mm minimum
1.75 mm max
1.8 mm minimum
>10

1.06+£5%
C3 15H40
51.5+0.5
0.96 mm minimum
1,75 mm max
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BHYTpeHHWIA anameTp

BHewHWiA gnameTp

BHyTpeHHW1 fuameTp HaKOHEYHUKa KaTeTepa
MpoYHOCTb COeAUHEHWUS MeXay LadTom 1

BTYNKoiA, H
Macca,

C315H20
JhekTnBHad  gnuHa  (MonesHad  A/iMHa

Annatatopa NPOBOAHMKOBOIO KaTeTepa, CM
BHyTpeHHWi1 gnametp

BHeLwwHWA guameTp

BHYTpeHHWI fuaMeTp HaKOHeUYHMKa KaTeTepa
MpoyYHOCTL COeAMHEHMs Mexay LwadTom w

BTYNKoOR, H
Macca, r

C315HIS
ApdektneHas  gnumHa  (MonesHad  AavHa

AnnataTtopa NPOBOAHMKOBOIO KaTeTepa, CM
BHyTpeHHWi1 gnameTp

BHewwHWin guameTp

BHYTpeHHWIA AnameTp HaKOHEYHMKa KaTeTepa
MPOYHOCTb COEAMHEHMS MEXAY LapToM 1

BTYNKoi, H
Macca,

C315H40
JhdekTnBHas  gnuHa  (MonesHas  AvHa

aunsTatopa NPOBOAHMKOBOrO KaTeTepa, cMm
BHyTpeHHWIi gnameTp

BHewwHWin gnameTp

BHYTpeHHWI fuameTp HaKOHeUYHMKa KaTeTepa
MpoOYHOCTb COeAMHEHMs MexXay LWadhToM W
BTYNKOW, U

Macca, r

0,96 MM (MWH.)
1,75 MM (Makc)
1,8 MM (MUWH.)
>10

0,88+5%
28,5+0,5

0,96 Mm (MKH.)
1,75 mm (makc)
1,8 MM (MUWH.)
>10

0,79+5%
51,5+0,5

0,96 Mm (MUH.)
1,75 mm (makc)
1,8 MM (MUH.)
>10

1,06+5%
51,5+0,5

0,96 MM (MUWH.)
1,75 mm (makc)
1,8 MM (MUWH.)

>10

1,05+5%

Catheter tip inner diameter 1,8 mm minimum

Dilator Hub/Shaft Tensile >10
Strength
Mass, g 1.05+5%

AH technical specifications are subject to tolerances of +5%, unless
otherwise specified.

Ha Bce TeXHUYeCKMe XapaKTepUCTUKN pacnpoCcTpaHsaTCs ONYCTUMbIE
OTKNoHeHUA +5%, ecnn He yKa3aHO WHOe.
MepeyeHb COBMECTUMbIX MEeLULMHCKUX U3AENNiA:

1 3neKTpoKapANOCTUMYAATOP UMNAaHTUpyeMbliA Adapta, BapuaHThl
ApyruMu MeguumMHCKUMKU  ncnonHeHnms: ADDROL, Adapta S ADDRS1, Adapta L ADDRL1 (PY Ne
n3nenuamm /  The ®C3 2010/07378 oT 29.09.2014);

8. BO3MOXXHOCTb M CMOCO6bI
MHTErpnpoBaHna c

List of compatible medical devices:
1. Adapta Implantable Pulse Generator (IPG) in variants: ADDROI,
Adapta S ADDRSI, Adapta L ADDRLI (RC # ®C3 2010/07378 of
29.09.2014);
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possibility and ways of
integrating with other
medical device

2. JNeKTPOKapAMOCTUMYNATOP WMNAaHTUpyemblii Adapta, BapuaHT
ncnonHenmst ADSROI (PY Ne &C3 2010/07378 ot 29.09.2014);

3. Anekrtpokapguoctumynatop Advisa DR MRI SureScan A3DR01 (PY
Ne ®C3 2010/07438 oT 01.08.2017);

4., IneKTPOKapAMOCTUMYNATOP WMMNAHTUPYEMbIA  ABYXKaMEpHbIi
Astra XT DR MRI SureScan, mogens X2DR0O1 (PY Ne P3H 2020/9940
o1 09.04.2020);

5. NeKTpoKapAMOCTUMY/IATOP UMMIaHTUPYEMbI OAHOKaMepHbIii Astra
XT SR MRI SureScan , X2SR01 (PY N° P3H 2020/9836 0127.03.2020);
6. DNeKTpPOKapANOCTUMYNSTOP MMNAaHTUpyembln Ensura DR MRI
SureScan, mogens ENIDROI (PY N° P3H 2014/2270 ot 17.04.2017);

7. UndpoBoit nMniaHTMpyemblii kapanosepTep-aedubpunnatop Brava
C (YHKUMel cepAevyHOW pecUHXpoHM3MpytoLein Tepanun CRT-D,
mogens DTBC2D1, LwndpoBoii uMINaHTUPYEMbIA KapAnoBepTep-
aeunbpunnatop Brava ¢ hyHKLMel cepaeuHoin peCUHXPOHN3NPYIOLLEN
Tepanun CRT-D, mogens DTBC2D4 (PY Ne P3H 2017/6515 ot
27.11.2017);

8. OnekTtpokapguoctumynatop Consulta CRT-P mogens C3TRO1 (PY
Xa®C3 2011/10081 ot 05.07.2011);

9.  OneKTpoKapauoCTUMYNATOpP  UMMNaHTUpyemblin  Vitatron ¢
NPUHaANEXHOCTAMU, BapnaHTbl ncnonHenus: G70DR, G20SR, E60DR,
E50D, E10S. (PY Ne ®C3 2011/10082 o1 19.12.2014);

10. KapguosepTep-4ehmopunnatop UWGPOBOA  MMMNIAHTUPYEMbI
ABYXKamepHblii Evera XT DR, mogens DDBB2D1, KapanosepTep-
LedmbpunnaTop LMUPOBOK MMMNAHTUPYEMBIA ABYXKaMepHbIA Evera S
DR , mogens DDBC3DI, Kapanoseptep-gedubpnnnatop uugpoBoii
UMNaHTUPYyeMbIli AByxKamepHbli Evera XT DR. mogens DDBB2D4,
KapavosepTep-gedunbpunnatop LnchpoBoiA UM NNaHTUPYeMbI i
[BYyxKamepHbli Evera S DR, mogens DDBC3D4, KapguosepTep-
neunbpunnatop LMPPOBOA MMNNAHTUPYEMBIA ABYXKamepHbIli Evera
MRI XT DR c TexHonorueii SureScan, wmogens DDMB2D4,
KapavoBepTep-aedpunbpunnatop unhposoii UMMNaHTUPYeMbIi
[ABYXKamepHblli Evera MRI S DR ¢ TexHonorueidi SureScan Mogenb
DDMC3D4, KapguosepTtep-gepmbpunnatop LndpoBoiA
MMNAaHTUPYeEMbIA ABYyXKaMepHbli Evera MRI XT DR ¢ TexHonoruei
SureScan, wmogens DDMB2D1, KapgunoBsepTep-gethmopmunnatop
LMppoBOIA MMNNAHTUPYEMbIA AByXKamepHblii Evera MRL S DR ¢
TexHonorueli SureScan, mogens DDMC3D1 (PY Ne P3H 2018/6971 ot
07.09.2020);
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2. Adapta IPG in variant: ADSROI
29.09.2014);

3. Advisa IPG DR MRI SureScan A3DR0O1 (RC # ®C3 2010/07438 of
01.08.2017);

4. Astra XT DR MRI SureScan, model X2DROI (RC # P3H 2020/9940
0f09.04.2020);

5. Astra XT SR MRI SureScan IPG model: X2SR01 (RC # P3H
2020/9836 of 27.03.2020);

6. Ensura DR MRI SureScan IPG, model ENIDROI
2014/2270 of 17.04.2017);

7. Digital implantable Brava Cardioverter defibrillator with the function
of cardiac resynchronization therapy CRT-D, model DTBC2D1, Digital
implantable Brava Cardioverter defibrillator with the function of cardiac
resynchronization therapy CRT-D, model DTBC2D4 (RC # P3H
2017/6515 0f 27.11.2017);

8. CONSULTA CRT-P Implantable Pacemaker, model: C3TR01 (RC #
$C32011/10081 of 05.07.2011);

9. Vitatron G70DR, G20SR, E60DR, E50D, EIOS-Series IPG (RC #
$C32011/10082 of 19.12.2014);

10. Evera ICD XT DR, model DDBB2D1, Evera ICD S DR, model
DDBC3D1, Evera ICD XT DR, model DDBB2D4, Evera ICD S DR,
model DDBC3D4, Evera ICD MRI XT DR, model DDMB2D4, Evera
ICD MRI S DR model DDMC3D4, Evera ICD MRI XT DR model
DDMB2D1, Evera ICD MRI S DR model DDMC3D1 (RC # P3H
2018/6971 0f07.09.2020);

11 Syncra CRT-P Implantable Pacemaker, model: C2TRO1 (RC # ®C3
2011/10081 of 05.07.2011);

12. Endocardial leads sheath with accessories in variants: VIK7S1,
VIK7D1, VIK7S5, VIK8S1, VIK8D1, VIK8S5, VIK9S1, VIKID1,
VIK9S5, VIKIOSI, VIKIODI, VIK10S5, VIKIISI, VIK.11D1,
VIK11S5, VIK12S1, VIK12D1, VIK12S5 (RC # PY ®C3 2011/10018
0f29.07.2021);

13. Viva XT CRT-D, model DTBA2D1, Viva S CRT-D, model
DTBB2D1, Viva XT CRT-D, model DTBA2D4, Viva S CRT-D, model
DTBB2D4, Viva Quad XT CRT-D, model DTBA2QQ, Viva Quad S
CRT-D, model DTBB2QQ (RC # P3H 2017/6515 0f 27.11.2017);

14. Implantable cardioverter defibrillator CLARIA MRI Quad CRT-D
SureScan, model DTMA2QQ, Implantable cardioverter defibrillator
CLARIA MRI CRT-D SureScan, model DTMA2D4, Implantable
cardioverter defibrillator AMPLIA MRI Quad CRT-D, Implantable

(RC # ®C3 2010/07378 of

(RC # P3H
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11. SneKTPOKapANOCTUMYNATOP A1 PECUHXPOHU3UPYIOLLE Tepanuu,
BapuaHT ucnofHeHns Syncra CRT-P mogens C2TR01 (PY ®C3
2011/10081 ot 05.07.2011);

12. WHTpoabtocep  AnA 3NeKTpoja  3HAOKapAuanbHoro C
npuHagneXxXHocTaMn, BapuaHTbl ucnonHeHus, VIK7S1, VIK7D1,
VIK7S5, VIK8S1, VIK8D1, VIK8S5, VIK9S1, VIK9ID1, VIK9ISS5,

VIK10S1, VIK10D1, VIK10S5, VIK11SI, VIK11D1, VIK11S5,
V1K12S1, VI1K12D1, VIK12S5. (PY Ne ®C3 2011/10018 ot
29.07.2021);

13. LjnchpoBoit nMnaaHTUpyeMblilt KapanosepTep-aedudpunnatop Viva
C (hbYHKUMEN CepAeyvHON pecnHXpoHusmpytowein Tepanmn XT CRT-D,
mogens DTBA2D1, LwudpoBoit vMNNaHTUpYeMbli KapavoBepTep-
pepunbpunnatop Viva ¢ yHKUMER cepAeUHO PeCUHXPOHU3NPYHOLLLET
Tepanun S CRT-D, mogens DTBB2D1, LinthpoBoii uMnnaHTUpyeMbii
KapavnosepTep-gemnbpunnatop  Viva ¢ QyHKUMeER  cepaeyHoit
pPecUHXpoHun3npytowen Tepanuum XT CRT-D, mogens DTBA2DA4,
Lincposoii umnnaHTMpyemblii KapanosepTep-geduobpunnatop Viva c
(hYHKUMEN CepaeyHO pecMHXpoHM3upytowed Tepanum S CRT-D,
mogens DTBB2D4, KapanosepTep-gedubpunnatop  LuQpoBoi
MMNNaHTUpyeMblii Viva ¢ hyHKLMel cepaeqHoi peCMHXPOHNU3NPYOLLEN
Tepanun Quad XT CRT-D, mogens DTBA2QQ, KapanosepTep-
nenbpunnatop uugpoBoii  UMMNaHTUPYeMblil Viva ¢ yHKuuel
cepAeyHon pecuHXpoHusupytoLein Tepanum Quad S CRT-D, mMogens
DTBB2QQ (PY Ne P3H 2017/6515 ot 27.11.2017);

14. \mnnaHTupyemblili KapanosepTep-gedmopunnatop CLARIA MR1
Quad CRT-D SureScan, mogens DTMA2QQ, WmnnaHTMpyemblii
Kapguoseptep-gedpubpunnatop CLARLIA MR1 CRT-D SureScan,
mogens DTMA2D4, imnnaHTUpyeMblii KapanoBepTep-aedubpunnatop

AMPLIA MRI Quad CRT-D SureScan, wmogens DTMB2QQ,
MMnnaHTupyemblii  KapauosepTtep-gedmbpunnstop  AMPLIA  MRI
CRT-D SureScan, MOZesb DTMB2D4, VIMnnaHTupyemblii

kapguoepTep-getmopunnatop COMP1A MR1 Quad CRT-D SureScan,
Mozenb DTMC2QQ, VimnnaHTpyemblii KapzmoBepTep-
petmbpunnatop COMPIA MR1 CRT-D SureScan, mogens DTMC2D4,
ViMnnaHTupyemblil - KapaunosepTep-geunbpunnatop AMPLIA  MRI
Quad CRT-D SureScan, mogens DTMB2Q1, MmMnnaHTUpyeMmblii
KapguosepTep-gedmbpunnatop  AMPLIA MRI CRT-D SureScan,
mofens DTMB2D1, iMnnaHTupyemblii kKapanosepTep-Aehubpunnatop
CLARIA MRI Quad CRT-D SureScan, mogens DTMA2Q1,
ViMnnaHTupyemblit - KapaunoBepTep-gedubpunnatop CLARIA  MRI
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cardioverter defibrillator AMPLIA MRI CRT-D SureScan, model
DTMB2D4, Implantable cardioverter defibrillator COMPIA MRI Quad
CRT-D SureScan, model DTMC2QQ, Implantable cardioverter
defibrillator COMPIA MRI CRT-D SureScan, model DTMC2D4,
Implantable cardioverter defibrillator AMPLIA MRI Quad CRT-D
SureScan, model DTMB2Q1, Implantable cardioverter defibrillator
AMPLIA MRI CRT-D SureScan, model DTMB2D1, Implantable
cardioverter defibrillator CLARIA MRI Quad CRT-D SureScan, model
DTMAZ2QL, Implantable cardioverter defibrillator CLARIA MRI CRT-
D SureScan, model DTMA2D1, Implantable cardioverter defibrillator
COMPIA MRI CRT-D SureScan, model DTMC2D1. (RC # P3H
2021/14463 0f28.05.2021).
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CRT-D SureScan, mogens  DTMAZ2D1, ViMnnaHTupyemblii
Kapgmoseptep-geubpunnatop COMPIA MRI CRT-D SureScan,
mogens DTMC2D1 (PY Ne P3H 2021/14463 ot 28.05.2021).

9. Matepuanbl K3 KOTOPbIX
N3roTOB/NEHO
Me[ULUMHCKOe  u3genue

WK ero OCHOBHbIE YacTu
(B TOM uncnie maTepuansbi
yacTen  MeaMLMHCKOro
nsgenus, KoTOpble
NCNoNb3ytoTCs B
KOHTaKTe C OpraHu3Mom
yenoBeka) / The
materials from which it
is made or its medical
device  basic  parts

HanmeHoBaHue n3aenus
WM getanum u
npuHagnexHoctn / Device
name and accessories

KateTep [ans  [OCTaBKM
3neKTpoja, BapuaHThbI
MNCMNONMHEHNS: C31554,

C315S5, C315S10, C315),

C315H20, C315HIS,

C315H40, B cocTaBe:

- KaTeTep;

- AMNAaTaTop COCYAO0B;
[OKyMeHTaLumsa no

MaTepuasbl, NpuMeHseMble Npu U3rotosneHun / Materials used in the manufacture

KateTep / Catheter:

MokpbITHe: pacTBop rugpoduasHoro nokpbltna Surmodix / Coating: Surmodix hydrophilic coating solution
HakoHeuHuk: Pebax MX1205, nopowok kapbuga sonbppama/ Tip segment: Pebax MX1205, tungsten carbide
powder, additives

55D CermeHT: Pebax 55D nokpbITblii cynbhaTom bapus BaS04, useT cuHuii / 5SD Segment: Pebax 55D coated
with barium sulfate BaS04, color: blue

63D CermeHT: Pebax 63D nokpbIThili cynbtaTom 6apnst BaS04, useT cuHuid / 63D Segment: Pebax 63D coated
with barium sulfate BaS04, color: blue

72D CermeHT: Pebax 72D nokpbiTblli cynbhaTtom 6apus BaS04, uget cunmnii / 72D Segment: Pebax 72D coated

(required materials are NpoayKTy. with barium sulfate BaS04, color: blue
parts of a medical / KnanaH: CunukoH 30A, ugeT cuHuii / Flap Valve: Blue 30A Silicone
product used in contact Delivery catheter BTtynka C315 - Pebax 72D, uget 6enbiii / C315 Hub: Pebax 72D, color: white
with the human body) C31554, C315S5, CwnnkoHoBOe nokpbiTue - MED-400 / Silicone Coating: MED-400
C315S10, C315J, Konnayok Luer 6e3 0TBepCcTMA: aKpWUIOHUTpUN-6yTagucH-ctupon ABS, ugeT 6enbiii / Non-vented Luer Cap;
C315H20, C315HIS, ABS, color: white
C315H40: Aunnatatop cocynos / Dilator:
- catheter; BTynka: nonunponwunex, useT 6enbiii / Hub: polypropylene, color: white
- dilator; Kopnyc gunstatopa: MNonMaTuieH BbICOKOM NAOTHOCTM HU3KOrO fAasneHns HDPE nokpbITbil cynbhaTtom 6apus

- product documentation. BaSo4 / Dilatator body: High-density low-pressure polyethylene coated with barium sulfate (HDPE with

BaS04)
10. TpeboBaHus He npumeHumo. Not applicable.
6esonacHocTn (BKOYas
MeTogbl W CpejAcTBa
3awmTtel) /  Security
requirements (including
methods and remedies)
11. Tpe6oBaHus K oOxpaHe [pn co6/MOAEHWM NpaBun  SKCnyatauuu, TpaHcnoptuposku u  Medical device is not harmful to the environment according to rules of

OKPYXXatoLLeii cpefibl NPU  XpaHeHWUs U3AeNne He HAHOCWT BPefa OKPYXatoLLeli cpese. exploitation, transportation and storage.

NPUMEHeHUN Heucronb3oBaHHble  M3d4ennMs € MCTeKIMM  cpokoMm  rogHoctk  Unused products with expired shelf life are classified as Class A medical
MEMULMHCKOTO W3fenus.  KNaccuuuuMpyoTcs Kak MeauLUHCKIUe 0TXoabl Knacca A. waste. Products extracted from the patient's body are classified as Class
YTtunusauus W3penus, n3BneyeHHble 13 Tena MalueHTa, OTHOCATCS K MeauumHckum B medical waste.

MeANLMHCKOro nuagenus /
Requirements for the
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oTxogam Knacca B.
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protection of the
environment in the
application of medical
devices. Procedure for
utilization/liquidation
of MD

12. Metogbl ¥ cpeacTsa
Le3vnHpekuun n
npeacTepuan3aLMoHHOM
ounctkn / Methods and
apparatus for
disinfection and

sterilization cleaning
13. VIHdopmaums

COOTBETCTBUM c
JlaHHbIMK
rocyfapCTBeHHOro
peecTpa NeKapCTBEHHbIX
cpeacTs ans
MeanLMHCKOro
NpUMEHeHMs 0
cogepaLymxcs B
MeAULMHCKOM u3genumn /
Information in
accordance with the
data of the state register
of medicinal products
for medical use about

those contained in the
medical device

14. MeTofbl n  ycnosus
cTepunnsaymu, CpOKM
COXpaHeHMs
CTEPWUNLHOCTM (ans
CTepU/IbHO

BbIMYCKaeMblX

MeAULMHCKUX n3genuia) /
Methods and conditions
of sterilization time
maintaininn qterilitv

He npumeHumo.

JlekapcTBEHHOE BELLECTBO:

OnucaHue neKapCTBEHHOI0 KOMMOHeHTa cybdarta 6apus
KOMMNOHEHTOM B KaTeTepe W B AuWnATaTope ABASETCA cy/nbgaT Gapus.
Xumunyeckoe dopmyna - BaSoas- CTpykTypHas ¢opmyna cynbgara
6apus nokKasaHa HUXe:

PucyHok 11.2. CTpyKTypHasa opmyna cynbata 6apus.

2 -
p

of'-o

CynbthaT Gapua npefcTaBnsieT coboii Genblil pbiX/blii MOPOLIOK 6e3
3amnaxa W BKyca. HepacTBopuMm B BOAe, MPaKTUYECKN HepacTBOpPUM B
pa3BefeHHbIX KUCNOTax W Lienoyax, OpraHUYecKnx pacTBOPUTENSX.
MOBbILLIAET KOHTPACTHOCTb M306paXKEHWUs MPW PEHTIEHONOTMYECKUX
UCCNeA0BaHMUAX.

Ba2*

Crepunusaums - nepef nocTaBkoin KOMNaHns «MeATPOHUK» MPOBOAUT
CTEpUIN3aLMNI0  COAEPXMMOro YNakoBKW 3TUNEHOKCUAOM. [aHHoe
n3genne npegHasHayeHo TOMbKO ANA OLHOPA30BOr0 WMCMO/Mb30BaHUA U
He [O/DKHO Nnojseprarbcs NOBTOPHOM CTepUAN3aLuu.

- CtepunusosaHo 30.

- YpoBeHb obecneyeHns crepunbHocTh (SAL) - FO™
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Not applicable.

Medicinal substance:

Drug component description barium sulfate

The component in the catheter and the dilator is barium sulfate. The
chemical formula is BaS04. The structural formula of barium sulfate is
shown below;

Figure 11.2. The structural formula of barium sulfate.

2
b

r b J

Ban*

in water, practically insoluble in dilute acids and alkalis, organic
solvents. Increases the contrast of the image during X-ray examinations.

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) - 10™.
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(for  sterile  medical
devices produced)

15. Cpok rogHocTu / Shelf
life

16. YcnoBus akcnnyatauuu /
Operating conditions.

17. ¥cnosua
TPaHCMOPTMPOBAHUA U
XpaHeHus / Conditions
of transportation and
storage

18. MapaHTUiHbIE
06s3aTensCTBa /
Warranty

OxunpaaeMblii CPOK CNy>X6bl U3aeNuniA paBeH NPOLOMKUTENLHOCTU OJHOM
npouenypsl mmnnaHtauum. CpoK TrOAHOCTU WM3fenns cocTasBnseT 24
mecsLa.

M3genus ncnonb3yeTca Npu cnegytowmnx ycnoBmuax aKkenayaraunm:
Ycnosus akenyataunm
Temnepatypa, °C OT1 +32 °C po +42 °C (Temnepatypa Tena)
BnaxHocTb, % 100% 6e3 KOHAEHcaL N
[asneHue, kMa He npvMeHUMo, HerepmeTnYHoe U3genme
Ycnosus LU IHCN<TTH|OBKN U XpaHEeHUSI
Temnepatypa, "C He 6onee +40°C
BnaxHocTb, % He 6onee 80%
[asneHue, klMa He npvMeHUMO, HerepMeTUYHOE n3genme

OrpaHuyeHHaa rapaHTUs 1 npegynpexaeHue obLlero xapaicrepa
OrpaHuyeHHasa rapaHTwus

XO0TS NPUHAANEeXHOCTb Kopropauun Medtronic®, fanee vMeHyemas
«MMpoayKT», Bblna TLWaTeNbHO CNPOEKTMPOBaHa, MPOM3BEAEHa M NpoLUa
NPeAnpofaxHble WCMbITAHUA, CYLLECTBYHOT pas3finyHble MPUYKHLI
BO3MOXXHOI0 0TKa3a B pabote lNMpogykrta. Mmetowmecs B 0603HaUYEHMSX
MpoayKTa nNpefocTepeXxxeHns cofepXart 6onee NoapobHble CBeAeHUs 1
ABNAOTCA COCTaBHO YyaCTbl0  [laHHOW OrPAHNYEHHON
FAPAHTUW. HacToswwum kopropauus Medtronic oTkasbiBaeTcs OT
BCEX rapaHTUIiHbIX 0053aTeNbCTB, KaK NPAMbIX, TaK 1 0NOCPefoBaHHbIX,
Nno OTHOLLEHWIO K faHHoMY MpoaykTy. Koprnopauus Medtronic He HeceT
OTBETCTBEHHOCTM 3a Nt06ble CyyaliHble UK 0NocpefoBaHHbIe YObITKY,
ABNSAOLLMECA CleAcTBMeEM NHO60ro NCMNob30BaHuA, gedekTa unm c6os B
(hyHKUMOHMpOBaHUM [poayKTa, He3aBUCUMO OT TOro, OCHOBaHa /n
NPeTeH3Ns Ha rapaHTUHbIX 0653aTeNlbCTBax, KOHTPaKTe, rpaXxaaHCKoM
npaBoHapyLUEHUN WU Ha YeM-N60 SpYTroM.

BbIWen3noXeHHble UCKTIOYEHNS 1 OTPaHUYeHNs He MOTYT NMOHUMATLCA
MWW WUCTONKOBBLIBATbCA TakuM 06pa3oM, 4TOObl MPOTUBOPEUUTHL
0053aTeNlbHbIM  MOMIOXKEHUAM  MPUMEHVMbIX MPaBOBbIX HOPM. Ec/u
Kakas-nMbo 4acTb WAM  YCNOBUE  [aHHOM OrPAHVUYEHHOW
FAPAHTUW npu3HaeTcd CyAOM  KOMMETEHTHOW  HOPUCAUKLMK
He3aKOHHbIM, He MEIOLLMM IOPULNYECKON CUAbI AW NPOTUBOPEYALL UM
NPUMEHNMbIM MPaBOBLIM HOPMaMm, 3TO HE MOBAUAET Ha IOPUANYECKYIO
~uunv ncTanbHOM YacT OFPAHUYEHHOW TAPAHTWW, Bce npaBsa n
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The anticipated lifetime of these items is the length of a single implant
procedure. The shelf life of the device is 24 months.

Devices will be used in the following operating conditions:

Temperature, °C
Humidity, %
Pressure, kPa

+32°C to +42°C (Body Temperature)
100% non-condensing
Not applicable, non-hermetic product

No more than +40°C
No more than 80%
Not applicable, non-hermetic product

Temperature, °C
Humidity, %
Pressure, kPa

Disclaimer of warranty and general warning

Disclaimer ofwarranty

Although the Medtronic® Accessory, 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
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 ofcompetentjurisdiction 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 ifthis DISCLAIMER OF WARRANTY did not contain the particular
part or term held to be invalid.

General warning

The Products in this package are designed for use with other Medtronic
products. Despite the exercise of all due care in design, component
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19. MepeyeHb

HaLUMOHa/IbHbIX "
MeXAyHapoaHbIX
HOPMaTUBHBbIX
[AOKYMEHTOB/CTaHapToB,

KOTOPbIM COOTBETCTBYET
MefuUMHCKOe un3genue /
The list of national and
international regulatory
documents/standards,
which matches medical
device

20. Cnyxba  paboTbl c
KnueHTammn / Customer
Service

06s3aTeNbCTBa OYAYT TONKOBATLCA WM NPUHYAUTENBHO 06ecrnevmnsaThbes,
Kak ecnu 6bl gaHHas OFPAHUYEHHAA FTAPAHTUA He cogepxana
OTAEeNbHbIX YacTeid WM YCNoBWIA, KOTOpble OblNM MPU3HAHbI He
VMEIOLLMMW 3aKOHHOI CUJb.

O6Lwee npegynpe>kaeHue

Haxogawweca B 3Toli ynakoBke [pogyKTbl MpeAHasHauyeHbl A1
MCMONb30BaHUA C ApYrMMU NpoAyKTamu Kopriopaumm Medtronic.
HecmoTps Ha TulaTeslbHOe MPOeKTMPOBaHWe, OT60P KOMMOHEHTOB,
NPOW3BOACTBO M MPEANPOLaXHY0 NPoBepKy. MpPoAYyKTbl MOryT Nerko
noBpexaaTbCA NpU HernpaBW/bHOM 06paLLeHUN UNN UCMONb30BaHUMU,
MOCKO/IbKY HeoOblYHbIe YCNOBUA WX NPUMEHEHWUs 00YCnaBnMBaKOT MUX
XpynkocTtb. CrefoBartesibHO, Hefb3s rapaHTUpoBaTb HEBO3MOXXHOCTb
nosioMku MNpoAYyKTOB UM NX BbIXOAA U3 CTPOS.

[apaHTWIHbINA CPOK XpaHeHUS U3Lenns cocTaBnsieT He bonee 24 mecaua
(2 roga) ¢ patbl yNnakoBKW CTEPUSIBHOIO W3AeNns.

selection, manufacture, and testing prior to sale, the Products may be
easily damaged by improper handling or use because of their
unavoidably fragile character, which is dictated by the unusual
requirements of their application. Consequently, no representation or
warranty is made that failure or cessation of function of the Products will
not occur.

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.

EN 980; EN 1SO 15223-1; EN 1041; EN I1SO 10993-1; EN ISO 10993-4; EN ISO 10993-5; EN ISO 10993-7; 1ISO 10993-10; EN ISO 10993-11,
EN 1SO 10993-12; EN I1SO 10993-17; EN ISO 10993-18; ISO 11135-1; EN ISO 11138-1; EN ISO 11138-2; EN ISO 11607-1; EN I1SO 11607-2;
EN ISO 14971; I1SO 5841-3; EN 45502-1; EN 45502-2-1; EN 62366-1; ISO 14161; ISO 594-2; ISO 14644-1; 1SO 14644-2; ISO 13485; EN ISO
10555-1; ENISO 10555-3; EN 20594-1; EN ISO 11737-1; EN ISO 11737-2.

Mo Bcem Bonpocam, BKJlOYas Xanobbl Ha NPOAYKLMWIO, PEMOHT ©
Texob6cnyxuBaHue, obpawarbea K Y NONHOMOYEHHOMY
MpeacTtaBuTento B Poccuitickoii ®egepauunn:

000 «MefTPOHUK»

123112, r. MockBa, [lpecHeHCKas HabepexHasi, f.
nometleHue 111, komHara 41.

Ten.: (495) 580-73-77, dakc: (495) 580-73-78,
www.medtronic.ru

10, atax 9,

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

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 IlI,
room 41.

Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru



i [{Tepesoo ¢ anenuiicxozo A3vixa na pyccxuii A3viK)
[Ha 6aanxe xomnanuu « Meomponuxy)

«Menrponsk, Hak.»
(Medtronic, Inc.)

710 Menrpounnx [apkya#i H.E.,
Munneanonunc, Munnecora 55432,
CILA

{710 Medtrontic Parkway N.E.,
Minneapolis MN 55432,

USA)

www.medtronic.com
Ten.: 001-763-514-4000
®akc: 001-763-514-4879

IMuchMo-3a8BACHNHE

Komnanns «Meavponnk Muk», yupexacHHas B COOTBETCTBHH € 3aKOHOAATEIbLCTBOM
Coeaunennpx Ilitatorn AMEpUKH, OCYWIECTBARIOMAA OCHOBHYIO AEATENIBHOCTH MO aapecy:
710 Mentponnx  Ilapkyssf, Muuueanmonnc, Muunecora 55432, CIUA, HacToAWHM
NOATBEPRKAACT, UTO NpUnaracMas A0KyMeHTalnA, [IpuioxeHne K HHCTPYKIMH N0 IKCIUTYaTalHK
Ha Jlocrasounblii karerep, BapuanThl mncnonmenus: C31584, C31585, C315810, C315J,
C315H20, C315HIS, C315H40, sBnsercs BepHOH H HeusMeHeHHON «xonwell opurunana
JOKYMEHTA.

/nodnuce/ 28 oxmabps 2021 2.
Ama: Menanu Buucenr Jara
Homxnocts: Crapmmii anpexkTop No HOPMATHBHO-NPABOBOMY

PeryHpOBaHHIO
IUTAMII HOTAPHYCA

[Limamn:

Amanna Kpucrun Sneuex

Horapuryc

MunsecoTa

Mos nunensus Aelicreurensua 1o 31 susaps 2024 r.]
fnoonucs!

28 oxmabps 2021 2.

Crpannna 1 u3 1
@ 000 LUPMH (&7 INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU



TeKCT AaHHOro JOKyMeHTa nepesén nepesoAunk Paxumkynos dnbaap Cepkanuesny. 3HaHue
NHOCT PaHHOTO A3blKa NOATBEP>K/Al0. BbIMONHEHHbI NepeBo/ ABNSET CA NPaBUNbHbIM,
TOYHBIM 1 MONHbIM.

MOAMNCH

Poccuiickas ®egepauyus

"opog Mockea

CefbMoro fexkabps e ThicAYM ABajLaThb NEpPBOro roga

A, ToukvH AMnTpuit Banepbesny, HoTapuyc ropoaa MockBbl, CBUAETENbCTBYHO
nepesogunka Paxumkynosa 3nbgapa Cepkauresnya.

Moanwce caenaHa B MOEM NPUCY TCTBUN.

JInyHOCTb NoAnuMcasLUero JOKyMeHT YCTaHoB/eHa.

3aperncTpuposaHo BpeecTpe: M 77/2079-1/77-2021- »
YnnayeHo 3a coBepLUeHe HOTapuaibHOro aencTeus: 400pyo.

NoAMWCH

[.B. ToukuH
lep6oBas neyaTb
HoTapuyca r.Mocksbl
TouknHa 4,B

Bcero npoLuHypoBaHo, NpoHyMepoBaHo
1 ckpenneHo neyaTbio__ 15  nucT(a)(oB)

HoTapunyc
nognmcb

Poccuiickaa ®epepauyms
[opog MockBa
CepbMmoOro fekabps gBe TbicAuu ABajuaTb NepBoro roga
A, ToukMH OMuTpuii BanepbeBuy, HoTapuyc ropoga MockBbl,
NbCTBYIO BEPHOCTb KONuK cjjp&aoraBneHHoro mHe fOKyMeHTa.

ecTtpe: Ne 77/2079-W/77-2021-
plIeHne HoTapuasnbHOro Agenctena @ 960 py6.

[.B. TOYKUH

Bcero npowmTo, NpOHOMEPOBaHO, CKPernJieHo
neyareto__ 15 qwmctl

HoTtapuyc

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



