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ATTAIN PERFORMA™ MRI SURESCAN™ 4298

Steroid-eluting, quadripolar electrods, transvenous, over-the-wire, cardiac vem pacing load

Cabla intravanoso con elsctrode tatrapolar y dilucidn de esteroides, implantado mediante una guia, para
estimulacién a través de |a vena cardiaca

Engennolymi CTepoMa HETLIPEXHOHTAKTHBIN TPAHCBOHOSHLY ANEGHTPOA, NPOBOAUMENA NO NPOBCAHHKY ANR
CTUMYNALMA B RADAMANEHOR BEHE

Transvenozna elekiroda za pejsing 2a sréanu venu, koja otpusta steroid, sa kvadripolamim vihom elekirode za
ugradnju preko Zice.
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1 Description

The Madtronic Attain Performa MRI SuraScan 4298
steroid-eluting, quadnpolar elactrode, transvenous, over-the-wing
LV lead is designed for pacing via a cardiac vein. The lead has
been tested for use in the M c Resonance Imaging (MR)
anvironment. Al lead lengths for this lead model are MR
Conditional. This lead contains 4 slectrodes designed
as cathodes or anodas, depanding on how the device LV pacing
polarity is programmed:
¢ elactrode LV1, the distal electrode, positioned near the distal
tiponhelead

electrode LV2, positioned 21 mm praximal 1o electrode LV1
slectrode LV3, positionad 1.3 mm proximal to slectrode EV2
electrode LV4, the proximal electrode, positioned 21 mm
proximal to electrode LV3

See Saction 6.10, "Taking electrical measurements”, page 10
for information about LV pacing potarity selections.

The Medtronic IS4-LLLL four-pole infine connecior on the lead
faciitates device connaction during The tip of the
cannactor pin has a white band indicator that can be used for
visual confimation of proper lead connection to the device.

The connector contacts align with the lead slectrodes tV1 to LV1,

tV2 to LV2, and 90 on:

* connector cantact LV1, the connector pin, positioned sl the
prosimal tip of the lead {aligns to electrods LV1)

+ connector contact LV2, positioned distal to connector pin LV
(aligns to olectrode LV2)

» connector contact LV3, positioned distal to connector contact
LV2 (aligns to electrode LV3)

* connector contact LV4, positioned distal to connector contact
LV3 (aligne to electrode LV4)

Seo Section 7.2, “Specifications drawing (nominal)", page 15 for
an ilustration of the lead eloctrodes and connector contacts.

The distal tip of the lead aklows a guide wire t0 pass through to aid
in cardiac vein selection. The tip containe a silicone rubber
membrane, which seals the lsad inner lumen to reduce blood
ingress,

Each electrode contains a Monolithic controlled release device
{MCRD} for elution of steroid o seduce inlammatory reaponss
within the cardiac vein. The MCRDs contain a combined total
dosage of <1.0 mg of dexamethasone acetata steroid. Upon
expasure 10 body fluids, the stenoid elutes from the MCRDs. The
steroid suppresses the inflammatory response thet is believed to
cause (hreshold rise typically associatad with implanted pacing
elactrodes,

The electrodes are positionad selative to the 2 distal curvas of the
lead to faciitate contact with the cardiac veins,

The outer insulation of the lead is polyurethane and the inner
insulation is Sl-polyimide (SI-P1)2. The SI-Pi is applied as a
coating to the conductor wire before colling.

The Attain Performa MRI SureScan 4298 LV lsad can be
positionsd with the aid of a guide wire, a stylet, an inner catheter,
or an inner catheter plus a guide wire or a stylet,

To implant the lead in a selected cardiac vein, a compatible
delivery system is required. A compatible delivery system
includes a guide catheter and either a hemostasis valve or an
introducer valve that can be removed or that allows passage over
MWM.CManbmmmmm

information regarding defivery systems.
1.1 Medtronic SureScan system

mmmmnmo«mmmnbamsmm
The SureScan sysism includes & Medtronic SuraScan device
connectad 1o Medironic SureScan leads. Labeling for SureScan
system components displays the SureScan logo and the MR
Cordlitionad symbol.

SureScan logo

SureScan
MR Conditional symbal. The Medironic SuraScan sys-
A mwawwsmmmm
ted patients to undargo an MR acan under the spac-
fied MA| oonditions 1or vse.

The MRI SureScan feature permits a mode of operation that
allows a patient with a SureScan device to be safely scanned by
an MR machine while tha devica continties o provide appropriate
pacing. When programmed to On, MRAI SureScan operation

Connacior Standard (190 27186:2010) whersby pulse generatons anid leads so designated are assured of a basic mechanical fit.
low voltage {L).

LLLL delines the lead connacior contacts as
2 Tachnology developed by NASA,
Engiish 3
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disables arrhythmia detaction, magnet mode, and all
user-defined diagnostice. Before performing an MRI scan,
refer to the SureScan MRt technlcs) manual for important
information about procedurss and MRi-specific warnings
and precautions.

1.2 Contents of package

Laads and accessories are supplied sterile. Each package
contains the following itams:

* 1 lead with anchoring sieeve

¢ 1 guide wire insertion tool

* 1 guide wire cp

s 1 guide wire sisering handle

. 4

[ ]

L]

stylets
2 AccuRead 2.0 analyzer cable imterface t0ols
product documentation

1.3 Acoceasory descriptions

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

AccuRead 2.0 too) - The AccuRead 2.0 analyzes cable interface
tool guides the connaction of analyzer cable terminals to the lead
connector conacts. This connectionfacilitates accurate electrical
measurements during implant and prevents possible connector
damage.

Anchoring siesve - An anchoring sleeve eecures the lead 1o
prevent it from moving and protects the lead insulation and
conductors from damage caused by tight sutures.

Guide wire clip - A guikie wire clip secures the excess guide wire
and helps to protect and maintain the sterility of the guide wire.
Guide wire insertion tool - A guide wire insertion tool provides
additionat control when inserting a guile wire into the lead
connector pin or the lead tip.

Guide wire steering handle - A guide wire steering handle is
usad only with guide wires 0,46 mm or less in diameter. The
steering handle provides additional guide wire steering and
rotation control.

Stylet - A stylet provides additional stifiness and controlied
flexibility for maneuvering the lead into position. Each stylet knob
is labeled with the stylet diameter and corresponding lead length.

2 Indications

The jead has application aa part of a Medtronic biventricular
pacing system.

3 Contraindications

Before performing an MRt scan, refer to the SureScan MRt

technical manual for MRi-apscific contraindicstions.
The Modet 4298 lead is contraindicated as follows:

4 English
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Coronary vasculature—This lead is contraindicated for patiants
with coronary venous vasculature that is inadequate for lead
placement, as indicatod by venogram.

Sterold uss - The lead is contraindicatad in patients for whom a
single dose of 1.0 mg of dexamethasone acetate may

be contraindicated.

4 Warnings and precautions

A complate SureScan system is required for use In the MR(
anvironment. Bafore performing an MRl scan, refer to the
SureScan MRI technical manusl for MRAl-specific warnings
and precatitions.

Note: Medical procedure wamings and precautions that pertain
tothe Medtronicimplanted system are provided in the manual that
is packaged with the device or on the Medtronic Manyal Library
website (www.madironic.com/manuais).

inspecting the sterile package - Inspect the sterile package
with care before opening it.
* Kthe seal or package is damaged, contact a Medironic

represerntative.
* Do not store this product above 40 °C.
¢ Do not use the product after its expiration dats,

Steriiization - Medtronic has stenlized the package contents
with ethylens oxide before shipment. This lead is for single use
only and i not intended 1o be resterilized.

Single use - The lead and accessorias are for single use only.
Necsssary hospital equipment - Keep axtemal defibrillation

plant procedure,
posaibborimanﬁonalry induced during post-implant teating.

External defibriilation and cardioversion — External

defibriliation and cardioversion are therapies that deliver an

elactrical shock to the heart to convert an abnormal heart rhythm

o a normal rhythm.

Medironic cardiac devices are designed to withstand exposure to

axtermnal defibriiation and cardioversion. While damage to an

implanted system from an external shock is rarg, the probability

increases with increased energy levels. These procadures may

also temporarily or permanently slevate pacing thresholds or

temporarily or permanently damage the myocardium. if external

dekbrillation or cardioversion are required, consider the following

procautions:

+ Use the lowest clinically appropriate energy.

. Pmﬂbnﬁnpatdmmpuddbsamkhundﬁunw
from the davice.

« Position the patches or paddies perpendicular % the device
and lead systom.

o I an external defibeillation or cardiovension is delivered within
15 cm of the device, use a Medironic programmer to evaiuate
the device and lead system.

Lins-powered and bsttery-powsred squipment - An
implanted lead forms a direct current path to the myocandium,

Compossd: 2015-06-01 07:08:34
XSL-Stylsshest C 18-MAR-2015




Instructions: doc #103258

Category: Leads single php.
Size: 7.125 x 8 In {181 x 203 mm}

Dnnmbadinpmwmﬁng:uuommy-pmmd
equipment or kne-powered equipment specificaly designed for
this purpoae to protect against fibrilation that may be caused by
altemating curments. Line-powersd equipment used in the vicinity
of the patient must be properly grounded. Lead connector pins
muabelnsulawqﬁomanymgoemmmatmmfmm
line-powered equipment.

Concurrent devices - Output puisea, aspecially from unipolar
devicas, may adversely affect device sensing capabiiities. i a
patient requires a separate etimulation device, either permanent
or temporary, alow enough space between the leads of the
mmmloavudmtedereweinhewﬂmcam
of the devices. vaioudyinplmtodpdugomm
implantable cardioverter defibrillators should generally be

Sterold use - [t has not been determined whether the wamings,
precautions, or complications usually associated with injectable
dexamethasone acetate apply to the use of this highly localkized,
controled-release device.

Pregnancy - Daxamethasone acetate has been shown to be
teratogenicin many species when givenin doges equivalentto the
human dose. There are no adequate and well-controtied studies
in pregnant women. Dexamethasone acetate should be used
during pregnancy only if the potential banefitjustifies the potentia)
risk to the fetus. Studies in mice, rats, and rabbits have shown that
adrenocorticokls increase the incidence of cleft palate, placental
inwfﬁdency.andspotmousababon&mdcanmm
intrautsrine growth mate.

Nursing mothers - Systembelly administered corticosteroids
appear in human milk and could suppress growth, imerfere with
endogenous corticosteroid of cause other untoward
offects in infants. Becsuse of the potentiad for serious
adverse reactions in nursing intants from corticosieroids, a
decieion should be made whether to discontinue nursing or o use
a non-steroidal lead, taking into account the importance of the
lead and the drug to the mother.

Handling sterold monolithic controlled release devices
(MCRDs) - Avoid reducing the amount of storoid available before
available amount of steroid may

. Donotallcwﬂwolowodesurfwestominoomactm
surface contaminants.

¢ Do not wipe or immerse the alectrodes In fluid, except blood,
at the time of imptlant,

Bipolar pacing - ¥ the surface area of the selected anode
slactrode is equal to or less than the surface area of the selected
cathoda, higher pacing thresholds or anodal stimulation may
result. This lead uses 4 equal-sized alectrodes; therefore, bipolar
pacing configurations may result in higher pacing threshokis or
anodel stimulation.

it therapy cannot be deliverad via the LV1 electrode, the 1V2, LV3,
and LV4 slecirodes are avaliable for use with spacific Medtronic
devices. Refer to the appropriate Medtronic Cardiac
Resynchronization Therapy (CRT-D) systam manual for use of
avaiable LV lead pacing polarity options.

502108-005

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

« To minimize the kkelihcod of trauma %o the vein and to
mamtain lead flexibllity while advancing the lead through the
vein, keap the stylet withdrawn 1 t0 2 cm or select a more
flexible stylat.

« Do not use excessive force or surgical instruments when
inserting a stylet.

» Awoid overbending, kinking, or bload contact on stylets.

« Usaanew stylet when blood or other fluids accumulate on the
stylet. Accumulated fluids may cause damage to the lead or
difficulty in pagsing the stylet through the lead.

¢ Curving the distal end of the stylet prior fo insertion into the
lead will achleve a curvature at the distal end of the lead. Do
notuse a sharp objoct to impart a curve to the distal end of the

Handling the guide wire - Handle the guide wire with care at al
times

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

* Damage 10 a guide wire may prevert the guide wire from
performing with accurate torque response and control and
may cause vessal damage. For additional information about
vessel damage and other potential adverse eveats, refer to
the technical manuad packaged with the appropriate guide
wire.

+ [tthe distal and of the guide wire becomes sevearely kinked or
twisted, it may be difficult to withdraw it back through the lead.
Therelore, if there is an indication that the distal end of the
guide wire has become damaged, or if theee is significant
resistance in guide wire passage, remove the lead and guide
wire logether as a unit. Remove the guide wire from the lead
andinsert a new guide wireinto the lead. Do notuse excessive
force to retract the guide wire from the lead.

Raler to the product documentation packaged with the guide
wire for additional information.

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

* Rust stylets are not recommended with this lead due to the
risk of conductor coil or insulation perforation.
» [fastylet is used for lead positioning, use only the stylets
with the lead or in a stylet kit (downsized knob).
Other stylets may axtend beyond the lead tip causing patient

injusy.

« | the lead is damaged, do not implant it. Retum the lead to a
Medtronic represaentative.

» Protectthe lead from materials that shed particies such as lin
and dust. Lead insulators atiract these particles.

« Handle the lead with sterite surgical gloves that have been
rinsed in sterile waier or a comparable substance.

¢ Do not seversly band, kink, or stretch the lead.

* Donaotuse surgical instrumaents to grasp the lead or connector
pin.

« Do not immerse leads in mineral of, silicone oil, or any other
liquid, except bload, at the time of implant.

English 5
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s Use an anchoring slesve with all jeads. Ensure that the
anchoring sleeve is positioned closa to the lead connactor
pin, to prevert inadvertent passage of the sleeve into the vein.
It it is necessary to wips the lead before Insaction, ensure that
the anchoring sleeve remams in position.

=« Do not force the guiie catheter or leads i significant
resistance is encountered. Use of guide catheters or leads
may causs trauma to the heart.

Chronic repositioning or removal = Chronic repositioning or
removal of leads may be difficult because of fibrotic tissue
deveiopment. The clinicat study was not designed 1o evaluats the
removal of left ventricular leads from the coronary venous
vasculature. If a lead must be removed or repositioned, proceed
with extrome caution. Retum all removed leads to Medtronic.

+ Rust stylets are not recommended with this lead due to the
risk of conductor collAnsulation ion,

» Verify lead length on the lead label on the connectorio choose
an appropriate stylet kit (downsized knob) length when
repositioning. Always choose a stylet kit (downsized knob)
3 cm shorter than the lead longth. For example, choose a
stylet kit (downsized knob) with stylets 75 cm long for a lead
78 cm long.

* Lead removal may rasult in avilsion of the endocardium,
valve, or vwein.

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

» Chronic repositioning may adverssly affect the low-threshold
pesformance of a steroid-ekiting lead.

» Cap abandaonad leads to avold transmitting edectrical signals.

+ Forieads that have beenseverad, seal the remaining lead end
and suture the lead to adjacent tissue.

+ [f a lead is removed and repositioned, inspect it carefully for
insulator or conductor coil damage before repositioning.

Magnetic resonance imaging (MR1) - An MRI is a type of
medical imaging that uses magnetic fleks to create an intemal
vigw of the bodly. If cortain criteria are met and the wamings and
precaubions provided by Medtronic are followed, patients with an
MR Conditional device arxl lead system are able $o undergo an
MR scan; for details, refer to the SureScan MRI technicat manual
that Medbtronic provides for an MR Conditional device.

Disthermy trestment (including therapeutic ultresound) -
Diathermy is a treatment that Involtves the therapeutic haating of
body tinsues. Diathermy treatments include high fraquency, short
wave, microwave, and therapeautic uttrasound. Except for

serious injury or damage to an implanted device and lead system.
Therapeutic ultrasound (ncluding physiotherapy, high intensity
therapeutic ultrasound, and high infensity focused uftrasound), is
the uee of ukrasound at higher energies than

ultrasourd o bring heat or agitation into the body.

ulirasound is acceptable if treatment is performed with a minimum
separation distance of 15 cm between the applicator and the
implanted device and lead system, as long as the ultrasonic beam
is pointing away from the device and lead system.

8 English
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5 Potential adverse svents

The potantial adverse events related to the use of transvenous
leads include, but are not limited to, the following patient-related
conditions:

death

endocarditis and pericarditis

erosion through the skin
axtracardiac muscie or nerve stunulation
fibrilation or other arthythmias

heart block

heart wall or vein wall rupture
hamatoma/seroma

nfection

myocardial irritability

myopotential sensing

pericardial effusion

pericardial rub

pneumothorax .

body rejection phenomena including locat tissue reaction
threshold elevation

thrombaosls
thrombotic embolism
vaive damage {particulardy In fragile hearts)}

Additional potential adverse events related to the lead and the
programmed parameters include, but are not imited to, the
following:

® 0 O P T OO E BN OE SR eSO SN SN

Potential sdverse ndicator of poten~  Cormvective actions

vent tial acverse svent 10 congider

Lead dislodgoment®  Intesmittant or contin-  Reprogram the LV
uous loss of capture  pacing polarity.
or LV EGM signal Repoeition the lsad.
inegrity (inchiing
sensing)®

tead dislodgement*  Intermiitent or contin- Roﬁroomn::;w
uous overeensging 3
Reposton he sac

Lead conductor frac-  intermittent or contin-  Raplace tha lead.

e uous loss ot capwure  Reprogram the LV
or LV EGM signal pacing polarity.
integrity (including
sensing)*
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Potential sxiverse  Indicator of poten-  Corrective actions Waming: Do not force the guide catheter os lead if sigrificant
svent tisl adverse svent 1o consider resistance is encountered. Use of guide catheters or leads may
Lead conductoringu-  Intasmittent of contin-  Replace the lsad. cause trauma to the heart,
Iation falure uous loss of capure  Reprogram the LV
or LV EGM signal pacing polarity. To implant the Attain Performa MRI SureScan 4288 LV lead ina
Integrity (inchuding selectad cardiac vein, a compatible defivery system is required,
sensing)* such as a Medtronic delivery system. A compatibie detivery
Threshold elevation  Loss of capture® Adjust the Implanta system includes a guide catheter and either ahamostasis valve or
or exit blook bis davice output. an introducer valve that can be removed or that alows passags
Reprogram the LV over the lead connector. Contact a Medtronic representative for
Mapg‘:"':" ; further Information regarding compatible delivery systems,

'mmlmamuLvaWM(mmm
maxy occur folowing surgery until lead stabilization takes place, it
stabilization does not occur, leed disicdgement may be suspedied.

mplant technigues that may damage the lead inctude, but are not

surgical procedures and steriie techniques are the
mponaibiityofuwmedical professional. The implant
precedwea described in this manual are provided for information
only. Each physician must apply the infosmation in these
Instructions according to professional medical training and
experience.

limited to, the following sachniques:
6.1 Placing the right ventricular lead
Implant fechniques .
that may damage  Possible effects on  Corrective action to Whan daeciting which ventricular lead to place first, consider the
the lesd the load conalder easa of coronary sinus cannulation and the need for backup
Forclngmm wmnmw Raplace the lead. pacing.
lfl'w , OF
ducar/delivery system  damage 6.2 Preparing the delivery system
Useoftoomedialof  Conducior collfrac-  Replace the lead.
approach nsulall Prepare the delivery systemfor lead implantation according to the
&mmomm; :‘52' on dar- instructions in the product documentation packaged with the
S dolor e
ng
Using 100 stift a stylet c«umwu— Reglace the lead. 6.3 .
fion
Waming: Backup pacing shouid be readily available during
Punchwing the perics- Conductor coilfrac-  Replace the lead. [
teum oF wore, Insulation dam- mplaMUsaofuddWysysmoreadsmaycausehean
mw . 1 'l’oacoessthewbclavlanvam use a preferred method
" o Mo:‘cm anaai:micalahtmmaltu uchas thoraci
Advancing the lead  Tip distorior or insu- lace the lead. n 65, 5UChas c
Bwough the non-coro- m‘i’onwtom Ree omletsyndrm may precipitate pinching and subsequent
nary contral access fracture of the
vaing without the Caution: Imerﬁonshouldbedoneashrla:eralasposdble
stylet or guide wire to avoid clamping the lsad body between the clavicle and the
fulty insertad first rib (Figwra 1).
the Load ip scaldamage  Replace the laad.
end of the guide wire  or conductor Figure 1.
twoughthe bad ip  collinsulation dam-
seal without using the  age
guide wire Insertion
o0l

6 Implant procedure
Waming: Before implanting a SureScan system, conskler the

tisks associated with

teads.

removing previously
Abandoned leads or previoualy implanted leads nottested for MRI
compatibility compromise the ability to safety scan the SueScan
system during MRI scans.
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2. Introduce a J-shaped introducer guide wire and
‘percutanecus introducer sheath.

3. Introduce the guide catheter assembly to access the
coronary sinus,

Sae the delivery system product documentation for additionat
Information.

6.4 Obtaining venograms

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

6.5 Inserting the lead inta the delivery system

Warning: if a stylet is used for lead positioning, use only the

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

Warning: Do not force the lead # significant resistance is
encountered during lead passage. The use of guide catheters or
leads may cause trauma to the heart.

§02108-005

1 Stylet fully withdrawn
2 Stytet fully ingerted

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

6.6 Lead placement
The Attain Performa MRI SureScan 4298 LV iead can be placed

with the aid of a guide wire, a stylet, an inner catheter, or an inner
catheter plus a guide wire or a stylet.

Stylet delivery - i the patient’s anatomy features gentie vein
angulation off $he coronary sinus and the cardiac vein branch is
not tortuous (Figure 3), a stylet may be used for lead delivary.

Figure 3.

-—’——’-——.—\'\
®
@
1 Coronary sinus
2 Cardiac vein

Guide wire dellvery - If the patient's anatomy features acute vein
angulation off the coronary sinus and the cardiac vein branch is
tortuous (Figure 4), a guide wire may be used for lsad delivery.

Caution: Use care when handling the lead duing insertion. Figure 4.

» Do not severaly bend, kink, or stretch the lead.
. not use surgicalinstruments to grasp the lead or connector
pin,

The following steps may be used 1o Insert the lead:
1. Insert a siraight stylet or a guide wire inio the lead to vary the
shape of the distal end of the lead (Figawe 2).
Note: When a stytet is fully inserted, the distal tip of the stylet
does not reach the distal tip of the lead.

Figure 2.

et ﬁ—n\\

O,

—-,——’7 ﬁ‘%-\
1 Torluous cardiac vein branch with gentie anguiation from the

coronary sinue
2 Toruous cardiac vein branch with acune anguiation from the coronary

u sinus
6.7 Placing the lead using a styfet

Warning: Do not force the lead if significant resistance is
encountered during lead passage.
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nstructions: dog ¥163258

Calegory; Leads singie piQ.
Size: 7.125x 8 in {181 x 203 mm)

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

Caution: Do not use a sharp object to impart a curve to the distal
end of the stylet. Imparting a curve to the stylet can be
accomplished with a smooth-surface, sterile instrument

AR

Note: If #t is difficult to advance the stylet arcund a bend, consider
ushgadlﬂetemuylet More flexible stylets are racommended for

tortuouss anatomies. Firmer stylots are recommended whers
additional support is needed.

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

6.8 Placing the lsad using a guide wire

Warning: Do notinsert the proximal end of the guide wlreltrwgh
the lead tip seal without using the guide wire insertion tool

Ingerti megwdewlremmthegmdemmmnwol could
damage the lead tip seal or the conductor coil or insulation,

Warning: Damage % a guide wire may prevent the guide wire
mmmmmmmmmmmwmw
may cause vessel damage. For additional information about
vegsel damage and other potential adverse events, refer o the
technmical manual packaged with the appropriate guide wire.

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

Notes:

s Madironic recommends using guide wires 0.36 mm to
0.46 mm in diameter. Contact a Medtronic repressntative for
further information about recommended guide wires.

» Consider soaking the guide wire in a haparin solution before
insertion to minimize the risk of thrombus tormation during
use.

» [ you are using an Attain Mybrid guide wire, the procedure for
preparing the guide wire for use differs from other guide wires
because of the attached proximal knob.

Use the following stepe 10 prepare the guide wire for use:

1. Select a guide wire.
i the patient has torfuous anatomy, a more flexibie guide wire
is recommended. i additional support is needed, use a
firmer guide wira.
if you are using an Attain Hybrid guide wire, the steps
involving the ingartion tool (Step 2 through Step 4) do not

apply.

2. Insert the guide wire into the lead by placing the distal
{fiexible) end of the guide wire into the lead connectar pin
using the guide wire insertion tool included in the package
(Figure 8). To prevent the lead from dislodging from the guide
wire ingertion tool, grasp the lead and guide wire insertion
tool firmly between thumb and
Caution: Tomniniaememkofdunagingmeguidombe
sure that the flexible saction of the guide wire is fully inserted
into the lead before removing the guide wire insartion tool
from the lead.

Note: Bes sure 10 romove the guide wire ingertion 100! before
lead implant.

Figure 8.

. E e N ‘l>

1 Guide wire
2 Lead connector pin

3. Disengage the guide wire insertion tool from the lead
connector pin,
4. Removethe guide wire insertion tool by sliding the tool off the
end of tha gulide wire.
5. Pogition the guide wire steering handie (Figure 7):
For an Attain Hybxid guide wira, preload the guide wire
steering handie onto the guide wire before loading the guide
wire into tha connector pin on the praximal snd of the lsad.
For ather guide wires:
a Advancethe guide wire steering handie over the proximal
(rigid) end of the guide wire.
b. Tighton the guide wire steering handie onto the guide
wire near the lead connector pin.

Figure 7.

® —

1 Guide wirs steering handle
2 Lead connector pin

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

English 9
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Insuctions: doc #163268 S02100-005

Catagory: Leads single pig.
Size: 7.125x 8 n (181 X 203 mm)
As an alternate approach in situations where the guide wire is 6.9 Fixating the lead
already in place, the lead can be loadad over the guide wire using
the guide wire insertion tool. Fixation is achieved the same way regardiess of iead placement.

ingort the guiie wire into the lead by placing the proximal (rigid) Using fluoroscopy for guidance, fixate the lead by wedging both
end of the guide wire into the distal lead tip using the guide wire curvas of the lead into the cardiac vein (Figure 9).
insertion tool included in the package (Figure 8).

Figurs 9.
Notes: ——
. may be slight resiatance as the guide wire passes
theough the lead tip seal.
» Grasp the lead and guide wire insertion tool betwesn your
thumb and forefinger to prevent the lead from diskodging from
the guide wire insartion kol while you are inserting the guide
wire.
¢ Besuretoremove the guide wire insertion tool, through the stit
in the guide wire insertion tool, before lsad implant.
Figurs 8.
X B
1 Guide wire Fuopﬁm:lebwbalpabvt;inm;n:gm.plmkg:pmmm
2 Lead diatal tip electrode in the selected vein, not coronary sinus.
Note: If the seloctad vein is large, it may be necessary to position
Warning: Do not force the lead i significant resistance Is the lead in a smaller cardiac vein in order to achieve lead fixation
encounterad during lead passage. For optimal slectrical perfomnance, Medironic recommends

Cautlon: If the distal end of the guide wire bacomes seversily ° ssue
on: If the en quide w
kinked or twisted, it may be difficult to withdraw itback throughthe  6.10 Taking electrical measurements

. Therefore, if there is an indication that the distal end of the
mmmmm.wﬂmgm The Attain Performa MR SureScan 4298 LV lead was designed to

resistance in guide wire passage, remove the lead and guide wire  Pravide pacing via selectable electrodes. The 16 available pacing
together as a unit. Remove the guide wire fromthe lead andinsert  Polarities are shown in Figure 10.

a new guide wire into the lead. Do not use excessive force to

retract the guide wire from the lead.

Notes:

* [Ifthe lead is not advancing, or if the lead and guide wire seem
to be sticking together, there may be thrombus on the guide
wire at the lead tip. Remove and inspect the lead and guide
wirg. Consider using a new guide wire. Reinaert the lead and
the guide wive as dascsibed in steps.

* [ it is difficult to advance the guide wire around & bend,
consider using a different guide wire. Move flexible guide
wires are recommended for tortuous anatomias. Firmer guide
wiras are recommended wheve additional supportis needad.

There are many techniques that may be used to advance the lead

into a cardiac wein using a guide wire. The choice of technique ie
left to the discretion of the physician.
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instructions: doc K183268 §02108-005

Catapory: Laacis single ply.
Size: 7.126 x 8 In {181 x 203 mm)

resume its normal shape, enabling appropriate elsctrode-tissue
contact to occur.

The AccuRead 2.0 analyzer cable interiace tool Is used to
faciitate accurate slectrical measurements during implant.

Caution: Use the AccuRaad 2.0 cabls interface tool whan
connecting analyzer cable terminals to the lead connector. This
100l enables you to take accurate electrical measurements at
implant while reducing the risk of conmnector damage, electrical
v bridging, ot electrical shorting. The potential for connector
damags, bridging, or shorting is due (o variations inanalyzercable
terminals and due 1o the width and proximity of the contacts (rings
and pin} on ths 154 connector.

Use the following steps to take electrical measurements:

1. Ensure that the lead connector is inseried into the
AccuRead 2.0 tool completely. If the Accufead 2.0 tool is
property attachad, the connector pin is accessible (see
Figues 11).

Figure 11.

Figure 10.

1 Extended bipolar pacing polaritee
2 Bipoiar (reveraible) pacing polasities

Extendad bipolar pacing is available using thie lsad in
combination with a compatible CRT-D system and RV
defibriliation leadl. The 4 available pacing polarities include:
* V1 to Rvcol

s LV2to RVcol

» LV3to RVcol

* LV4to RVcoll

Bipolar pacing is avaitable using this lead in combination with a
compatible CRT-D system. The polarity of each of the 6 electrode

pairs can be reversed to yield a total of 12 bipolar pacing polarities:

o LV1toLV2 LV2toLV1

s LV1toLV3, V3oLV

LV1 to LV4, LV4 o LV1 3.

2. Attach a surgical cable to the tead connactor. Use the
AccuRead 2.0 cable interface ool to guide the aignment of
the cable clips with the contacts on the lead connector. The
tool helps to ensure that accurate readings ane cbtained. See
the lead drewing in Chapter 7 tor information about the
alignment of the lead connector contacts with the lead
electrodoes.

Use an implant support instrument, such as a pacing system

Lv2to LV3, LV3 to LV2

LV2to LV4, LV4 to LV2

LV3to LV4, LV4 to LV3

Note: if you are monitoring the LV EGM signal whenthe LV2to
LV3 or LV3 to LY2 pacing polarity is selected, the signal
amplitude may be attenuated compared 10 other pacing
configurations such as LV1 to RVcoil. This signal attenuation
Is an expectad characteristic of the

Antain Performa MRI SureScan 4208 LV lead with the short
spacing between slectrodes LV2 and LV3.

Cautlon: Before taking electrical or defibrilation efficacy
measurements, move objects made of conductive materials, such
as guide wires or stylets, away from all electrodes.

Nobe: Bafore taking electrical measurements, it is recommended
that you retract the stylet or guide wire, inside the lead lumen, to a
point proximal of all elecirodes. This action allows the lead tip to

analyzer, for obtaining electrical measurements. For
information on the use of the implant support Instrument,
consuit the product documentation for that device,

Satistactory lead placement Is indicated by low stimulation
thresholds and adequate sensing of intracardiac signal
amplitudes.
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Printing instructions: doc #1632868
Category: Leads 8ingie pkg.
Blow 7,125 x Bin (181 X 203 mm)

Notea:

* A low stimulation threshold provides a desirable safety
mangin, alowing for a possible rise in thresholds that may
occur within 2 months following implant,

* Adequate acute LV EGM signal amplitudes ensure that
the lead is properly sensing intrinsic cardiac signais.
Minimum signal requirements depand on the sansitivity
capabliities of the device. Accepiable acute signal
amplitudas for the lead must be greater than the
minimum device sensing capabilities. Be sure to nclude
an adequate safety margin to account for isad maturity.

Table 1. Recommsnded measuremants at implant*

Measurement recommended Laft ventricle

Maximum acute stimulation thresholds® 3.0V

Minimum acute LY EGM signal ampiitude 4.0 my©

* Assuming 300 C resistance.

b at a puise width setting of 0.5 ma.

<The LV EGM signal ampiitude for the LV2 to L3 and LV3 to LV2 pacing

wmmimmmummmmwmmmwa

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

5. Check for phrenic nerve stimulation by pacingat 10Vand a
puise width setting greater than 0.5 ms. Then observe for
diaphragmatic contracting either by fluoroscopy or direct
abdominal palpitation. Further testing may include patient
positionat changes to simulate upright chronic conditions. i
phwenic nerve stimulation occurs, reduce the voltage unti a
phrenic nerve stimulation threshold is determined. Phrenic
nerve stimulation may necessitate changing the pacing
polarity or repositioning of the lead.

8. The AccuRead 2.0 tool may be removed from a guide wire or
stylet using the aik on the side of the tool (aee Figure 12).

Flgure 12.

1 Removing the AccuRaad 2.0 tool from the connecior pin

2 Removing the AccuRead 2.0 tool from the stylet using the slit on the
okie of the tool

6.11 Removing the guide catheter from the lead

Nota: If an Attain Hybrid guide wire was used for placement of the
lead, goto Step 2. t Is not necassary to replace the Attain Hybrid
guido wire with a stylet for catheter removal.

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

1. Fused, remove the guide wire and guide wire insertion tool.
Replace the guide wire with a straight atylst (downsized
knob). Insert the straight stylet inio the lead to the
mid-coronary sinus.

2. Remove the guiie catheter trom the lead. See the delivery
sysiem product documentation for detallg.

Note: For Madironic shittabla detivery systems, use a shitter
compatible with a 1.76 mm (5.3 French) tead body.

2 The LV EGM signal amplitude for the LV2 to LV3 and LV3 10 L2 pacing polaities may be altenusied companed to ciher pacing polriiies such as LVt ta RVooil.
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3. Carefulty and complately remove the stylet or Attain Hybrid
guide wire. When removing the stylet, grip the lead tirmly
close to the distal end of the connector pin; gripping the lead
at this location helps prevent possible lead tip dislodgement.

4. Ensure that the lead connactor is insaried into the
AccuRead 2.0 analyzer cabie interface tool and then repeat
the electrical measurements. Ses Section 8.10, *Taking
electrical measurements”, page 10.

8.12 Anchoring the lead

Caution: Use care when anchoring the lead.

* Usa only nonabsorbable sutures to anchor the lead.

* Do not atternpt to remove or cut the anchoring sleeve.

* Do nat use the anchoring sleeve tabs for suturing.

= During lead anchoring, take care to avoid distodging the
lead tip.

* Do not secure sutures 8o tightly that they damage the vein,
{ead, or anchoving sleeve (Figure 13).

*» Do not tie a suture directly to the lead body (Figure 13).

Figure 13.

Anchor the lead using all 3 grooves:
1. Position the anchoring steove against or near the vein.
2. Secure the anchoring sleeve to the lead body by tying a
suture firnly in each of the 3 grooves (Figure 14).

Flgure 14.

502108-006

6.14 Placing the device and lead into the pocket

Caution: Use care when placing the device and leads into

the pockest.

+ Ensure that the leads do not leave the device at an acute
angle.

* Do not grip the lead or device with surgical instruments,

* Do not coil the lead. Codling the lead can twist the Jead body
and may result in lead dislodgement {Figure 15).

Figure 15.

Use the following steps to place the device and leads into the
pocket:
1. Topreventundesirabie twisting of the lead body orbending of

the lead body at an acute angle, rotate tha device to wrap the
excess lsad length loosely (Figure 18).

e

3. Use at least 1 additional suture In 1 of the grooves to secure
the anchoring sleeve and lead body to the fascia.

6.13 Connsecting the Jead

Caution: Before connecting theleadto the device, always remove
implant 10018 auch as a stylet, guide wire, or AccuRaad 2.0 cable
interface tool. Failura to remove impiant tools may restik in lead
failure.

Connect the lead to an implantable device.

1. Insert the lead connector into the device connector biock.
Conasuit the product documentetion packaged with the
invlamabdedevlcofotmwumsonpmporlud

2. mmmmmmdwee
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2. Insert the device and leads into the pocket.
3. mcmmmwmwmm’mlm’
cardioversion, and defibrillation efficacy.

6.15 Post-impiant evaluation

After implant, monitor the patient’s electrocardiogram until the
patient is discharged. If a lead dislodges, it usually occurs during
the immediate postoperative period.

Recommendations for veritying that the tead is properly
positionad inchude x-rays and pacing thresholds taken at
pre-hospital discharge, 3 months after implant, and every 6
montha thereafter.

In the event of a patient death, explant all implanted leads and

devices and return them to Medironic with a completed Product
Information Report form,
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Prinding inatructions: doc #163256 502108-008
Category: Laads single pig.
Size: 7.925 x 8 In (181 x 203 mm)
7 Specifications Parameter 4200
Blectrode LVA 21w
7.1 Specifications (nominal) to LV4 (proxi-
mal):
PR 4208 Conductor resistance LV 22 +5 ) (78 om)
Serial number prefix Qua 24 28} (88 cm)
Type Quadripoles oloc- w2 19 4 Q (P8 cm)
trode 21 25 Q1 (88 cm)
Chamber paoced Lsit ventricie Lv3 18 4 Q (78 o}
Langth 78 and 68 om 2124 0 (88 cm)
Connector 184-LLLL Lv4 REoppald
2024 2 (88 cm)
neulstors: Potyusathans {outer) avetate
! W((sm} Combinad total of stercid <1.0mg
(e Steroid binder  Silicons nubber
Electrodas: mm *Tachnology developed by NASA.
nitrids coating
Connactor pin:  MP3SN
Connector MP3SN
rings:
Moided tip Silicons rubber
seal:
Elactrode conliguration Radiused, tRanium-
nitride-coaied, st~
roid-aluting
Dlemeter Lead body: 1.75mm
(5.3 French)
Eleckodes: 1.20mm
{5.1 French)
Spacer 1.30 mm
botwoen olac- (3.9 French)
trodes LV1
{distal) and
tvz:
Spacer 1.57 mm
betwaan oloc- (4.7 French)
trodse LVZ and
ws:
Spaver 1.30 mm
between alec- (3.0 Franch)
trodes LV3 and
V4 (prosimaly:
Madronic delivery eye- 1.80 mm
tem (recommended (5.7 Frnch)
diamater)
Diagnostic guide wire 0.98 mm 10 0.48 mm
{mcommendad diame-
ter}
Electrode surface amea 5.8 mm?
Oistance botween @lec- Electrode V! 21 mm
trodes (distal) o LV2:
Blectrode LV2 1.3 mm
oLV
14 English
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instructions: doc #163256

Category: Laads single phg.
Size: 7.125 x 8in (101 x 203 vum)
7.2 Specifications drawing (nominal) € 154 connector
7 ContactLV4
Figure 17. 8 ContactLv3
9 Contact LV2
10 Contact LV1

8 CE mark of conformity

2013

The following CE mark of conformity appkes to the Model 4298

Ce0123

9 Explanation of symbols on package labeling
Refer to the package iabeis to see which symbols apply to this
product.

Table 2. Explanation of symbols on package labeling

Symbol
—® C€0123

1 Electrode LY (the distal slecirode): nominally 5.8 mm? gaometric
pacing suriace area

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

3 Electrode LV3: nominally 5.8 mm? geometric pacing surface area

4 Elactrocie LV4 (the proximal elactrode); nominally 5.8 mm2 geometric
pacing surface ansa

§ Anchoring sleave

MB58822A028 A Medironic Confidential
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Explanation
Conformité Europdenne (Europaan Conjormity}.

This symbol means that the devioe hully oomplies
with applicabie European Union acts.

Do not use it package is damaged

Do not euse

Upper kmit of temparature
Sterilizod using ethylene oxide

Consult instruciions for use

Consuk Instructions for usa at this website

Date of manufacture
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Printing Instructions: doc #163256
Category: Laads singis phg.
Sire: 7.125 % 8 In {181 2 203 mm)

Tabla 2. Explanation of symbols on package labeling (continuad)

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

Symbol Explanation Symbol Expianation
Transvenous lead with two defibrikation eleciro-
Aulhorized representative in the European Com-
EC | REP munity -l Pace
su Serial number -—g Sense
_% Open here @ Defbritation
g’ Package contents Extendable and retractable screw-in
[:] Product documentation C)D Tined
I 3 Lsad introducer
Accessoties
O 4 Lead introducer with guide wire
lnner clameter e+ =
—ea}— Lead length Jshaped
N [ J—
SureScen
&_‘ Catheter detivared OTW g
MR Conditional
5 e
@ 10 Medtronic disclaimer of warranty
Tranevenous cardiac vein pacing lead
For complete disclaimer of warranty information, see the
accompanylng distiaimer of warranty document.
@ Transvenous ventricular lead
11 Service
@ Transvenaus atrial lsad Medtronic empioye highly trained representatives and engineers
locatad throughout the worid t0 serve you and, upon request, to
provide training to qualified hospital personnel in the use of
Medtroni: products. Medtronic also maintains a professional staff
@ Trangvenous lead with ane delibrilistion electroda to provide technical consultation to product users. For more

16 Engiish
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information, contact your local Medtronic representative, or call or
write Medironic at the appropriate tetephone number or address
listedt on the back cover.
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Prining inakructions: doc #183258

Catogory: Lasads sinjge phy.
Size: 7.125X 8 0 (181 % 203 ram)
Contenldo
Descripcion 17
Indicaciones 18

Contraingdicacionas 18

Advertencias y medidas praventivas 18

Posibles eventos adversoe 4|

Procedimiento de implantacion 22

Espacificaciones 29

Simbolo de conformidad CE 30

Explicacion de los simholos an el etiquetado del
envase a0

Renuncia de responsabilidad de Medtronic 31

Servicio técnico 32
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1 Descripcién

El cabla Vi intravenoso con slectrodo tetrapotar y dilucién de
estaroides implantado mediante una gula
Attain Performa MRI SureScan 4298 de Medtronic estd disefiado
para estimulacion a través de un vena cardiaca. Se ha probado el
cable para utilizarse en al entorno de por resonancia
magnética (MR1). Todas las longitudes para aste modelo decable
son compatibles con MRI en condiciones espechicas. Este cable
contiene 4 electrodos disefiados para funcionar como cétodos o
anodos, dependiendo de como se programe la polaridad de
sstimulacion VI del dispositivo:
* eglactrodo Vi1, el electrodo distal, colocado carca de la punta
distal del cable
« glactrodo Vi2, colocado 21 mm proximal al electrodo Vi1
electrodo VI3, colocado 1,3 mm praximal al electrodo Vi2
» alactrodo VI4, el electrodo proximal, colocado 21 mm
proximal al electrodo Vi3

Consulte la Seccidn €.10, “Mediciones eléctricas”, péagina 25
para obtener informacifn sobre las opciones de polariiad de
estimulacion V1.

E) conector tetrapolar en inea IS4-LLLL! de Medtronic del cable
tacilita ta conexién dal dispositivo durante la i
mtadoladaﬁ)adecomxiénﬂu\eu\abamwmyablam
que puede utiizarse para confirmar visualmente ia correcta
conexidn del cable a! dispositivo.

Los contactos del conector ae alinean con los slectrodos del
cable, Vi1 con V11, VI2 con VI2, etc.:
* contacto det conector VI, la ctavija de conexién, colocado en
fa punta proximal del cable (se aknea con ¢l electrodo VI1)

¥ IS4-LLLL hace retoroncia a lancma inlemational Connactor Standard (IS0 27188:2010), por lacual se garentizaque los
define los contactos del conacir dal cable como de bajo voltage {L}.

menmmuwmmmmmba (NTTR
2 Teonologia desamokeda
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* contacto del conector VI2, colocado distal a la clavija de
conexion VI1 {se alinea con el slectroda VI2)

= contacto del conector VI3, colocado distal al cortacto del
conector Vi2 (se alinea con el electrodo VI3)

» contacto del conactor VI4, colocade distal al contacto del
conector VI3 (se alinea con ef etectrodo Vi4)

Consuke la Seccion 7.2, "Dibujo de especificaciones
{nominales)”, pagina 30 para var una ilustracién de los
electrodos det cable y los contactos del conector.

La punta distal del cable permite gue una guia pase a través de &
para ayudar a seleccionar la vena cardiaca. La punta dispone de
una membrana de silicona que 3elia & lumen interior del cable
para reducir la entrada de sangre.

Cada electrodo contiens un dispositivo de Hberaciin controlada
monolitico (MCRD, por sus siglas en inglés) para la elucién del
estoroide con el fin de reduci [a respuesta inflamatoria dentro de
la vena cardiaca. Loa MCRD contienen una dosis total
combinadade <1,0 mg de esteroide acetato de dexametasona. Al
wonedosa los lquidos corporales, los MCRD diluyen los
estercides. Los esteroides supiimen la respuesta inflamatoria
que se crea que causa las slevaciones del umbral asocladas
habituaimente a los electrodos de estimulacion implantados.

Los electrodos se colocan en relacion con las dos curvas distales
del cabie para facilitar el contacto con las venas cardiacas.

El aislamiento axterior del cable es de poliuretano y ol aislamiento
interior es de poliamida SI (S1-Pt)°. La pollamida Sl se aplicacomo
recubrimiento al cable conductor antes del bobinado.

Elcable VI Attain Performa MR SureScan 4298 puede colocarse
con ayuda de una guia, un fiador, un catdter interno, o un catéter
interno més una guia o un fiador.

Para implantar &l cable an la vena candiaca seleccionada se
necesita un sistema de implantacién compatible. Un sistema de
impiantacién compatible incluye un catéter guia y, o blenuna
vilvula de hemoetasia 0 una valvula introductora que se puedan
retirar 0 que parmitan el paso por el conector del cable. Péngase
on contacto con ol reprasentante de Medironic si desea mds
informacion sobre [os sistemas de implantacion compatiblas.
1.1 Sistema SureScan de Medtronic

E) cable Modelo 4298 forma parte del sistema SureScan de
Medtronic. El sistema SureScan incluye un dispositivo SureScan
de Medtronic conectado & cables SureScan de Medtronic., En el
etiguetado de los componentes del sistema SureScan aparecen
ol logotipo de SureScan y el simbalo de Compatible con MRl en
condticiones especificas.

daimpuisosy cables conesta
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Logotipo de SureScan

Simbolo MR comgatible bajo determinadas condicio-
nes. El sistoma SuraScan do Medironic 63 compatibie
M con MR en condiciones especificas y estd disefiado

para permitir que l0s pacientes con un disposilive
implantado se sometan a una exploraciin MRI bajo ias
condiciones de uso de MRI especificadas.

La funcion MAI SureScan posibilita un modo de funcionamiento
an el que un paciante con un dispositivo SureScan pueda ser
explorado por un sistema de resonancia magnética mientras su
dispositivo continia proporcionando la estimulacién adecuada.
Cuando la funcién MRI SureScan estd activada, s deshabilita la
deteccitn de amitmias, e modo iman y todos los diagndsiticos
definidos por el usuario. Antes de realizer uns sxploracién
MRY, consulte ol manual técnice de MRt SureScan para
obtener informacién importante sobre los procedimientos,

Los cables y los accesorios 86 proporcionan estyiles. Cada
anvase contiens el siguiente matarial
* 1 cable con manguito de fijacion
» 1 herramienta para a insercion de la guia
1 pinze para la guia
1 mango de direccién para la guis
4

fiadoras
2 herramientas interfase para cable de analizador
AccuRead 2.0
s documentacién del producto

1.3 Descripcion de los accesorios

Deseche todos los accesorioa de un solo uso de acuendo con [0
requisitos medicambientales locales.

Herrambsnta AccuRead 2.0 - La herramienta interfase para
cable de anakizador AccuRead 2.0 guia ja conexion de los
terminales del cabie del analizador con los contactos ded conector
del cable. Esta conexion facilita la realizacién de mediciones
eléctricas precisas durants la implantacidn y previene posibles
daiios en el conector.

Mangulto de fijacidn ~ El manguito de fijacién evita gtie el cable
58 muava y protege ol alslamiento del cable y los conductores
ante posibles daftos causados por suturas apretadas.

Pinza para guia - La pinza para la guia sujeta la guia sobrante y
ayuda a proteger y mantener su esterilidad.

Hemramients para la Insercién da la guia - La herramienta
para la insercién de la gula de angioplastia proporciona mayor

control durante la insercitn de ésta en la clavija de conaxidn o la
punta del cable.

Mango ce diveccion de la guia - El manga de direccién de la
guia ge utiliza dnicamente con guias de diémetro iguat o inferiora
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0,46 mm. El mango da direccién proporciona un control adicional
sobre el direccionamiento y la rotacion de la guia.

Flador - El fiador proporciona rigidez adicional y fiexibilidad
controlada para Novar ol cable hasta su pesicién. Cada botén del
fiador Neva indicado su didmetro y la longitud del cable
correspondlente.

2 Indicaclones

£ cabie tiene aplicacién como parte de un sisterna de
estimulacién biventricular de Madtronic.

3 Contraindicaciones

Antes de reafizar una sxploracién MAI, consulte of manual
técnico de MRI SureScan para var las contraindicacionas
especificas de MRI.

El cable Modelo 4298 esté contraindicado en los siguientes
casos;

Vesculatura coronaria - Este cable asti contraindicado en
pacientes con una vasculatura venosa coronaria inadecuada
para la colocacién del cabie, tal como se Indica en el venograma.

Uso de asteroides - El cable estd contraindicado en paciantes
para los qua pueda estar contraindicada una dosis Unica da
1,0 mg de acetato de daxametasona.

4 Advertenclas y medidas preventivas

Se necesita un sistema compieto SureScan para utllizaric
an of entorno MRL Antes de realizar una exploracién MR,
consulis sl manual ticnico ds MR SureScan para ver las
adveriencias Yy medidas praventivas especificas de MRI.

Nota: En al manual que se incluys con el dispositivo o en el sitio
web de la Biblioteca de manuales de Madironic
{www.medtronic.com/manuals) se proposcionan advertencias y
medidas preventivas de procedimientos médicos que son
aplicables @ sistema implantado de Medtronic.

Inspecciin del envase osténl -~ lnspeocionedeteddamnteei

anvase estéril antes de abrirto,

. SIeIprecintooelsnvaseasMndaﬂndos,pOtmen
contacto con un repessantante de Medtronic.

+ No almacene este producto a temperaturas superiores a
40°C.

« No utilice el producto pasada la fecha de caducidad.

Esterilizacién - Medironic ha estedlizado el contenido del

erwvase con Gxido de etileno antes de su envio, Este cable esde

un solo uso y no 36 debe volver a esterilizar.

Para un solo uso - El cable y otros accesorios 86io pueden
utilizarse una vez.

Eqguipo hospitalaric necesario - Deberd mantenerse carca un
equipo de dasfibrilacidn extema preparado para suusoinmediato
durante las pruebas del sistema de cables agudos y el
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procedimiento de Implantacién, y slempra que exisia la
posibilidad de que se produzcan arritmias, ya sean espontincas

0 inducidas intencionaimente, durante as pruebas posteriores a
la implantacion.

Desfibriiacién externa y oardioversion - La desfibrilacion

extema y la cardioversion son terapias que administran una

descarga eléctrica en el corazon para Convertir un ritmo cardiaco

andmalo en un 1itmo normal.

Loe dispositivos cardiacos de Madtronic estin disefiados para

soportar la exposicién a desfibrilacidn externa y cardioversiin.

Aunque es infrecuente que se produzcan dafios en un sistema

implantado debido a una descarga ekéctrica, ka probabilidad

aumenta a medida que se elevan los niveles de energ

procedimientos también pueden elevar los umbrales de

estimulacion o dafiar 8! miocardio de forma temporal 0

permanents. Si es necasario realizar una desfibrilacion extema o

cardioversién, considare las medidas preventivas sigulentes:

s Utilice la enargfa mis baja que sea adecuada desde el punto
de vista clinico.

= Sitie [os parches o palas como minimo a 15 cm de distancia
el dispositivo.

. Coloquelospuctmopalaspetpendiculamaldwivoy

. SiseadminisuamadasflbrilaclénmocardimrerdOna
menos de 15 cm de distancia del dispositivo, utiice un
programador de Medtronic para evaluar el dispositivo y el
gigtemna de cables.

Equipo alimentado por la red sléctrica y madiante pilas - Un
cable implantado forma una via de corviente directa al miocardio.
Duranta la implantacidn del cable y las pruabas, utilice solamente
equipos alimentados mediante pilas o equipos conectados a
tomas de corriente especificamente disefiados para este fin con
el objeto de proteger al pacients anta la fibrilackin que pudieran
provocar fas corrientes alternas. El equipo alimentado por fa red
elécﬂoaqueaemﬂeeeemdal pacisnte deberd estar
adecuadamenie conectado a tierra. Las clavijas del conector del
cable deberdn estar aisladas de cualquier fuga de corriente que
pudiera surgir del equipo alimentado por la red eléctrica,

thamvocmumm Los impulsos de salida, en
especial los procedentes de dispositivos monopolares, pueden
afectar de forma negativa a las funciones de deteccion del
dispositivo. Si un paciente necasita otro sistema de estimulacion,

pesmanante o temporal, depespacioswicienteemfe los cables
evitar interferencias sn ias funciones de

los generadoras de impulsos y los desfibriladores

previamente implantados.

Uso de estercides - No sa ha daeterminado sl las advertencias,
rmedidas preventivas 0 complicaciones que normaimente se
asocian al acetato de dexametasona inyectable se aplican ala
utilizacion de este dispositivo de liberacion controlada y muy
localizada.

Embarazo - Se ha demostrado que &l acetato de dexametasona
administrado en dosis squivalentes a la dosis humana puede
tener efectos teratdgenos en muchas especies. No existen

602108-005

estudios suficientes y corectamente comparados con mujeres
en periodo de gestacion. Se debe conaiderar la utilizacion del
acetato de daxametasona duranta la gestacion séio siel beneficio
potencial justifica los posibles riesgos para el fato. Los estudios
realizados con ratones, ratas y consjos han demostrado qus [os
adrenocorticoides aumentan la incidencia de fisura palatina,
insuficiencia placentaria y aborto eapontineo, ademas de
disminuir el indice de crecimiento intrauterino.

Madres lactantes ~ Los corticoesteroides administrados por via
sistémica estiin presentas en la loche materna y podrian irthibir al
crecimiento, interierir en la produccicn de corticossteroides
endéganos o causar airos efectos perjudiciales en niflos
lactantes. Debido a la posibilidad de que se produzcan
reacclones adversas graves a los corticoesteroldes en nifice
lactantes, debe decidirse si ge interrumpe la lactancia o se utiliza
un cable sin dilucion de esteroides, considerando la importancia
del cable y del farmaco para la madre.

Meanipulacién de dispositivos de liberacién controlada de
esteroides monoliticos (MCRD) - Evite que disminuya la
cantidad de aesteroides disponible antes de la implantacién del
cable. La reduccién de la cantidad de esteroldes disponible
puede afectar al rendimiento de umbral bajo.

+ No permita qua las superficies de los electrodos entren en

contacto con contaminantes de ka superficie.
* En el momemto de la implantacion, no moje (06 electrodos ni
los sumerja en ningun liquido, a excepcidn de la sangre.

Estimulacién bipoler - Sl el drea superficial del electrodo de
dnodo seleccionado es igual o inferior al drea superficial del
cétodo seleccionado, puede producirss un aumento ds los
umbrales de estimulacion o estimulacion anodal. Este cable
utiliza 4 electrodos del mismo tamafio; por consiguients, lag
configuraciones de estinudacicn bipolar pueden conllevar un
aumento de los umbrales da estimulacién o estimulacién anodal.
Sino 8¢ puede administrar terapia a través del electrodo Vi1, los
electrodos Vi2, VI3 y Vi4 estén disponibles para utiizarse con
dispositivos de Medtronic aspscificos. Para ver el uso de (as
opciones de polaridad de estimulacién del cable Vi disponibles,
consulte el manual del sistema de terapia de resincronizaclén
cardiaca (CRT-D) de Medtronic correspondiente.

Manipulacién de! fiador - El fiador debera manipularse con

pracaucién en todo momento.

* Para reducir al minima la posibiidad de wauma en la vena y
para mantener la flexibilidad del cable durante su avanca alo
largo de la vena, mantenga ol fiador retirado 1 a2 emo
seleccione un fiador mdas flaxible.

* No ojerza demasiada fuerza ni uliiice instrumeantos
quinirgicos para insertar un fiador.

* Evite que los fladores se curven O retuerzan an exceso, o que
entren en conacto con la sangre.

« Use un fiador nuevo cuando la sangre u otros fluidos se
acumdulen en 4l. Los fluidos acumulados pueden dafiar el
cable o dificultar ol paso del fiador a iravés del cable.
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= Sise curva el extremo distal del fiador antes de insertaric an
ol cable, se producird una curvatura en el extremno distal del
cable. No utilice ningun objeto afilado para curvar el extremo
distal del fiador,

Manipulacién de la guis - La gula debe manipularse con

precaucién an todo momento.

» Noinserte ol extremo proximal de la guia a través del selio de
la purita del cabile sin utilizar le. herramienta de insercidn de la
guia. La nserciénde la guia sinla heamientade insercién de
la guia puede dafiar el cable.

* Loa dafios produckios en una guia pueden impedi que ésta
funciona con una respuesta y un control de par pracisos,
ademds de causar dafios en log vasos. Sidesea informacién
adicional acerca de los dafiog en los vasos y otros posibles
electos adversos, consulte ol manual técnico que e incluye
con la guia comespondionte.

o Si el extramo distal de |a guia s retuerce o se dobla
excesivaments, podria resultar dificil volver a sacaria a través
del cabla. Portanto, si axiste alguna indicacién de que el
extremo distal da la guia $6 ha dafiado o nota gran resistencla
durante 3u paso, extraiga e cable junto con la gula. Extraiga
la guia del cable e inserie una gula nueva. No sjerza una
fuerza excesiva para retirar la guia del cable.

Consultela documentacion del producto que seinciuye conla
guia para obtensr mas informacion.

Manipulacién del cable - El cable deberd manipularse con

pracaucisn en fodo momento.

» No se recomlenda utilizar fiadores oxidados con aste cable,
dado el riesgo de perforacion de la bobina conductora o del
aiskamiento.

» Si ge opta por emplear un fiador para colocar el cable, utilice
unicaments los que sa incluyen con el cable 6 én un juego de
fiadores (cabeza de tamarnio reducido). Otros fiadores
pumsobmiamdel cable, causando lesiones al

c

. Sielcableesﬁdaﬂado.noloimplam Devuéivalo a un
reprasentante de Medtronic.

* Proteja el cable de 08 materiales que desprenden particulas
como peluga o polva. Los alsiantas del cable atraen tales
sustancias,

= Manipule el cable con guantes quinargicos estériles que
hayan sido enjuagados con agua estéril ¢ una sustancia
equivalente,

* Noftlexions, retuerza ni gstire el cable de forma axcesiva.

» No utllice Instrumentos quirGrgicos para sujstar o cable o la
clavija de conaxién.

* Nosumerja los cables en aceite de parafina o de siliconanten
ningin otro liquido, a excepcion de sangre, en el momento de
la implantacion.

s Utilice un manguito de fijgcion con todos log cables.
Asegurese de que ) manguito de fijacién estd colocado
cerca de la clavija de conexiin del cable para evitar el paso
accidental del manguito dentro de ta vena. Si fuera precisc
limpiar el cable antes de Insertario, comprusbe que et
manguito de fijacibn permanece an su posicion.
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¢ No fuerce la introduccion del catéter guia o los cables si s
encuenra con una resistencla considerable. La utilizacidn de
catéteres guia o cables puede causar un traumaltismo en el
corazin,

Reposiclonamiento erénico o axtraceién - El
reposicionamiento crénico o la extraccion de los cables puede ser
dificil debldo ala formacion de tejido fibrdtico. El estudio ¢linico no
o34 diseiiado para evaluar (a extraccion de los cables Vi de la
vasculatura venosa coronaria. Si es necesario extraer o camblar
de posicién un cable, proceda con el méximo cuidada. Devuetva
todos los cables extraitos a Medironic.

» No es aconsejable utiizer fiadores oxidados con este cable
debido al riesgo de perforacion de la bobina conductora o sl
ajslamiento.

o Compruebe la longitud del cable en la etiqueta del conector
del cable para elegir la longitud apropiada del juego de
fiadores (cabeza de tamaiio reducido) cuando se vueiva a
colocar el cable. Elija siempre un juego de fiadores (cabeza
de tamaiio reducido) cuya longitud sea 3 cm menorque la del
cabie. Por ejempio, opte porun juego de fiadores (cabeza de
7tamaﬂos reducido) de 75 cm de longitud para un cable de

cm.

* La extracciéin de! cahle puede provocar la avulsion del
sndocardio, una vilvula o una vena.

¢ Pucden separarse las conaxionas del cable, dejando lapunta
dolcableyelhiodeonudomolcomzénoenlam

» Elreposicionamiento ¢rénico puede afectar negativamento al
rendimiento de umbral bajo de un cable con diiucién de
osteroldes.

¢ Tape los cables abandonados para que no transmitan
seflales eléctricas.

= Encaso do cables que se hayan roto, selle el exiremo del
cable restants y Butura 8l cable a 1os tejidos adyacentes.

« Sise extrae un cable, examinelc detenidamente para ver si
hay dafios en el aislante o (a bobina conductora antes de
volver a colocario.

Diagnéstico por resonancia megnética (MR1) - Laresonancia
magnética es un tipo de formaciin de iméagenes médicas que
ulitiza campos magnéticos para obtener imégenes del interior del
cuerpo. Si sa cumplen determinados critenios y se siguen las
advertencias y medidas preventivas de Medtronic, los pacientes
con dispositivos y sistemas de cables compatibies con MRI en
condiciones especificas pusden somsterse aexploracionas MRI.
Sidesea obtener mas informacién, consulte el manual técnico de
MRI SuweScan que Medtronic facilita para digpositivos
compatibies con MRI en condiciones especlficas.

Tratamiento de diatarmia {inciuidos los ultrasonidos
terapéuticos) - La diatermia as un tratamiento que kmplica el
calentamiento terapéutico de los tajidos corporales. Entre los
tratamientos de diatermia s ncluyen alia frecuencia, onda corta,
microondas y ultrasonidos terapéuticos. A excepcion de los
ultrasonidos terapéuticos, no reakice ninguin tipo de tratamiento
de diatermia en pacientes con un dispositivo cardiaco
implantado. Los tratamientos de diatarmia pueden producic
lesiones graves o dafios permanentes en el dispositivo y el
sistema de cables implantados. Los ultrasonidos terapéuticos
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(comafisioterapia, ultrasonidos terapéuticos de gran intensidad y Posible efecto indicador de posi-  Posibles scciones
ultrasonidos focalizados de gran Intensidad) utillzan ultrasonidos adverso ble afecte adverso  cofrectivas
apotencias més altas que Ios ukrasonidos de diagndstico para Rotura del conductor  Pérdida de captura o Sustituir ¢l cable.
generar calor o agitacidn en el cuerpo, Los ulrasonidos del cable dasefiaide Reprogramar la pola-
tarapéuticos son aceptables si el tratamiento se realkiza con una EQM V1 (deteccidin  sidad do estimulacion
distancia de separacion minima de 15 cm entre el eplicador y el inclulda) intermitenta V1.
dispositivo y el sistema de cables im siempre que el ' © oontinua®
haz ultrasdnico no apunte hacia el dispositivo ni ol sistama de dF:bdewslan:;m ?auqadc:mum:' Wded:‘.mh'
cables. cable EGM VI (deteccién  ridad de estimuiacion
inchuida) imermitents VI
5 Posibles eventos adversos o continua®
Elevacion del umbral  Pérdida de captura®  Ajustar i salida del
Los posibles elactos adversos relacionados con la wtilizacion de 0 bloquao de sakida dispositivo implarta-
cables intravenosos incluyen, aunque no axclusivamente, 1as bie.
siguientes conciiciones relacionadas con el pacients: W pola-
+ ambolia gaseosa
* diseccién cardiaca cummlapulcion
. peﬂoraciéneard‘ae‘:oo del cable o sustitulrio,
° ta cerd * Pusds ocuniv una pérdida de capiura o integridad de sefial do EGM VI
. :W""”mm (mmmmmmmg&%mm?mmu
uerte . . produzca la establizacion del cable. Si no se produce la estabiizacion,
. mmvm 85 posible quo 6 cablo se haya desplazado.
* erosion a través
s egstimulacion muscular 0 nerviosa extracardiaca Las técnicas de implantacién que puaden dafiar ol cable son,
* fibrtacidn v otras amitmias entre otras, las siguientes:
. are Técnices de implan-
« ruptura de [a pared del corazdn o de la vena n
hematoma/seroma tacién puedon  Posibies electos en  Posible acoién
: infeccidn s &M:I":!NO ¢l cable cormective
¢ iritabilided miocéardica mmwd:‘ Dam‘:nelelw- Sustituir ol cable.
dateccion iopotencial del cabie a través trodo, la bobina con-
. eminpadomce sistoma de implanta-  ductora o o) alsia-
:m&m Abordaje demasiado Rotwadelabobina  Suskituir el cable.
¢ fendmenos de rechazo corporal, Incluida la reaccién ded mv?:o:oﬁt g‘?MWw
Yojido local pueda comprimic el
. eievaciopde!umbral cable entre la clavi-
* trombosis ) cula y la primera cos-
* embolia trombdtica . ta
* lesionss valvulares (especialments en corazones frigiles) Wtilkizacion de n fia-  Perforacion de ia Sustitui el cable,
Otros posibles ofectos adversos relacionados con el cable y los dor ado rigido m{nmmm :
pardmetros programados son, antre olros, Ios siguientes: ""J:”“,,SZ"”‘”"” madehbobim Sustitulr el cable.
(/] ol 1 cuando uctora; dafios en
Posible sfecto Indicador de posl-  Posiblos avviones
adverso ble efacto adverso  correctivas SoLnsiza un abordaje ol aislamiento
Desplazamientodel  Pérdiia decaptwa o Reprogramar la pola- introcuctor que pro-
cahis® integridad deseflalde  ridad de estimutacion duzca
EGM VI (deteccion V.
inclulda) intermitents  Cambiar la posicion
© continua® det cable,
Dssplazamionto del  Sobredeteccion inter-  Reprogramar a pola-
cable* mitente o continua ridad da estimulacion
Cambiar la posicién
del cable.
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Técnicas de implan-
tacién que pusden  Posibles slecios en  Posible socién
dafiar ol cable ol cable correctiva

Avance del cable a Dighorsion de la punta  Sustituir ol cable.
ravéde da lasvenasde o perforacion del ais-
lamisnto

nsercién delextremo  Dafiosenal saliodela  Sustituir ol cable.
proximal do laguiaa  punia del cabls o

wavisdeiseiodela  deiios enla bobina
conductora/aisia-

lizerla hemamientade  mienio

6 Procedimiento de implantacién

Advertencia: Antes de implantar un sistema SureScan, tengaen
cuenta los riesgos asociados a la retirada de tos cables
implantados previamants. Los cables abandonados o los cables
Implantados previamente cuya compatibikdad con MRI no se
haya evaluado ponen en peligro ta capacidad para explorar con
sequridad el slsiema SureScan duranie exploraciones MR,

Advertencia: No introduzea ol catédter guia ni ol cable a la fuerza
8i 89 encuentra con una resistencia considerable. La utilizacion
de catdteres guia o de cables puede causar un frauma en e
corazon.

Para implantar el cable VI Attain Performa MRI SuweScan 4298 en
una vena cardiaca seleccionada se necesita un sistema de
implantacién compatibla como, por ejemplo, un sistema de
implantacién de Medironic. Un sistema de implantacion
compatibie incluye un catéter guia v, o bien una viivula ds
hemostasia o una valvulaintroductora que se puedan ratirar o que
permitan &l paso por el conector del cable. Pdngase en contacto
con el representante de Medironic si desea mas informacién
sobre log sistemas de implantacion compatibles.

Los procedimientos quinirgicos y las técnicas de esterlizaciin
adecuadas son responsabilidad de) profesional médico. Los
procaedimientos de implantacitn que sa dascriben en aste manual
s0 ofrecen unicamente a efectos de informacidn. Cada médico
debe aplicar la informacion contenida en estas instrucciones de
acueardo con su formacion y experiencia médica profesional.

8.1 Colocacion del cable ventricular derecho

Alahora de decidir qué cable ventricular se va a colocaren primer
lugar, considere ka faclidad de la canulacién del seno coronanio y
la necesidad de estimulacién de reserva.

8.2 Preparacion del sistema de Implantacién

Prepara el sistema de implantacion de{ cable de acuerdo con las
nstrucciones descritas en la documentacién que se incluye con
el sistema de implantacién.
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6.3 Acceso venoso

Advertencia: Durarde [aimplantacidn debe poderse disponer de
inmediato de estimulacion de reserva. La uthizacién dot sistema
de colocacion o los cables podria ocasionar un bloquso cardiaco.

1. Para acceder a la vena subclavicular, utilice ¢l método que
prefiera basdndoss en su experiencia profesional,
Precaucion: Ciertas maliormaciones anatdmicas, como al
sindrome de salida torécica, puaden precipitar el
pinzamiento y ja rolwra subsiguiente del cable.
Precaucién: La insercion debe realizarse lo més lateral
posibie para evitar el pinzamiento del cuerpo del ceble entre
la clavicula y la primera costifla (Figura 1).

Flgura 1.

2. Ingerte una guia introckictosa en forma de J y una vaina del
introductor

3. introduzca la unidad de catéter guia para acceder al seno
coronario.

Consuite la documesntacion del sistema de implantacion para
obtener mas informacidn.

6.4 Obtencidn de venogramas

Antes de colocar un cable an &l seno coronario, realice
venogramas. Los venogramas son aconsejables para evakuar ia
via de paso y &l lugar de colocacién final dependiendo del
tamaito, la forma, la ubicacion y la tortuosidad de las venas,
Ademés, puaden resultar (tllos para identificar un trauma del
seno corongrio sospechado. Si desea abtener informacion sobre
{a obtencion de un venograma utiizando un catéter de bakin para
venograma, consulte la documentacion sobre al producto que se
incluye con el catéter de baldn para venograma apropiado.

6.5 Insercion del cable en ol sistema de implantacién

Advertencie: Si se opta por emplear un fiador para colocar ol
cable, utilice unicaments los que se incluyen con el cable o enun
juego de fiadores (cabeza de tamaito reducido). Emples siempre
un fiador cuya longitud sea 3 cm menor que a del cable, indicada
en la stiqueta del conector iS4. Otros fiadores pueden sobrepasar
la pua del cable, causando lesiones o perforaciin de la vena
cardiaca o el corazon.

Advertencia: No fuerce &l cable si encuentya una resistencia
considerable durante su avance. La utilizacion de catéteres guia
o cables puede causar un traumatismo en el corazén.
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Category: Leeds singie pikg-
Size: 7.126x 8 In (181 x 203 mm)
Precauciién: tenga cuidado al manipular el cable durante ka implantacién con guia - Si la anatomia dei paciente presenta
insercion, una anguiacion aguda de la vena respecio al seno coronario y la
* No doble, tuerza ni estire en exceso el cable. rama venosa cardiaca es fortuoea (Figura 4), puede utilizarse una
* No utilice instrumentos quinirgicos para sujetar ol cabie o la gula pasa la implantacidn del cable.
clavija da conexion. Figura 4.
Para insertar @l cable pueden lievarse a cabo los pasos ——-———-_'-""'\ﬁ\_
sigulentes:
1. Inserte un fiador recto o una guia an ol cable para cambiar fa
forma de su extremo distal (Figura 2). @
Nota: Cuando el flador estd completamente insertado, su
pura distal no kega a la punta distel del cable.
Figura 2.
ﬁ 1 mmammmmmmmd
2 WMQMMMmmMWN
8810 coronaric
8.7 Colocacién del cable por medio de un fiador
1 Fiador 10taiments retirado Advertencia: No fusrce &) cable si sncuentra una resistencia
2 Flador fotaiments Inseriado considerable duranta su avance.

i . Advertencia: Para reducir al minimo la posibilidad de
2. mslcabenﬂMC.ele.m& traumatismo en 1a vena y mantener la flexibiidad del cable
documentacion del sistema de implantacion para obtener durante su avance a lolargo de ella, mantenga el fiador reticado de
més informacion. 122 cm o seleccione un fiador méas flaxible.

8.6 Colocacién det cable Precaucién: no utiice ningtin objeto afilado para curvar el

El cable VI Attain Performa MRI SureScan 4208 pusde colocarse  2remo diskal del fiador. Para ourvar el fiador puede utllizaree un
con ayuda de una guia, un flador, un catéter intemo, oun catéter  MSTUMento estért de superficie lisa (Figura 5).
intarno mds una guia ¢ un fiador,

implantacion con fiador - Si ia anatomia del paciente presenta

una angulacién suave de la vena respecto al seno coronario y ia
rama venosa cardiaca no es tortuosa (Figura 3), puede utiizarse
un fiador para la implantacidn del cable.

Figura 3.

Nota: Si resulta dificil hacer avanzar el fixior avededor de una
@ curva, considere la posibilidad de utitizar un fiador distinto. Se
@ aconsejan fladores més fexibles para anatomias tortuosas. Se
recomiendan fiadores mas rigidos cuando se necesits soporte
1 Semo A adicional.
2 Vena cardiaca Existen numerosas fécnicas que se pueden utllizar para hacer

avanzar ef cable an una vena cardiaca utilizando un flador. La
alaccion de la técnica se deja a discrecion dal médico.
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Printing inatructions: doc #163256
: Laads single pkg.
Stze: 7.125 x B {161 X 203 roem)

6.8 Colocacién del cable por medio de una guia

Advertencis: No inserte el extramo proximal de la guia a través
del selio de la punta del cable sin utilizar la herramienta de
insercion de la guia. La insercion de la guia sin utilizar su
hemmamisnta de insercién podria causar dafios en el sello de la
puma del cable, la bobina conductora o ¢f aisiamiento.

Advertencia: Los dafios producidos en una guia puedsn impedic
que ésta funcione con una respuesta y un control de par precisos,
ademds de causar dafios en los vasos. Si dasea informacién
adicional acerca de los dafios en los vasos y otros posibles
efactos adversos, consulte el manual téenico que se incluye con
la guia correspondiente.

Precaucién: Coloque la guia con cuidado. Consults ia
documentacién del producto que s incluye con la guia para
obtenser mas informacién.

Notas:

o Medtronic recomienda utlizar guias de 0,36 mm a 0,46 mm
da didmetro. Pdngase en contacto con el representante da
Medtronic &i dessa mds informacién sobre las gulas
recomendadas.

+ Considere la posibiidad de mojar la gufax en una solucién de
heparina antea de insertarla para reducir al minimo el rlesgo
de formacidn de trombos durante su utilizacion.

+ Siva a utilizar una gula Attain Hybrid, el procedimiento de
preparacién de la gufa para su uso difiere del de otras guias
debido a la cabeza proximal acoplada.

Realice los pasos siguientes para preparar ka gufa para su uso:
1. Seleccions una guia.
Si of paciente tiene una anatomia tortuosa, se recomienda
una guia mas flexible. Si s8 necesita soporte adicional,
utilice: una guia més rigida.
Si va a utilizar una guia Attain Hybrid, jos pasos relativos a
uso de la heramienta de insercién (del Paso 2 al Paso 4) no

son aplicables.

2. Inserte la guia en el cable colocando el extremo dietal
{fexible) de la guia en la clavija de conexiin del cable por
medio de [a heramienta de inserciin de la gula que se
inchuye en el envase {Figura 6). Para impedir que &l cable se
desplace de la harramienta de inserciin de fa gula, sujete
firmamente &l cable y la herramienta de insercién de ia guia
entra el pulgar y &l indice,

Precaucién: Para raducir al minimo el riesgo de dafios enla
guia, compniabe gue su seccién flexible queda totalmente
insertada en et cable anmes de axiraar de &i la herramienta de
insarciton de la guia.

Nota: Asegurese de retirar la herramienta de ingercidn de la
guia antes de implantar ef cable.
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Figura 6.

AW %

1 Gula
2 Clavija de conexion dol cable

3. Susite la herramienta de insercion de la guia de la clavija de
conaxion del cable.

4. Retire la hasrtamisnta de insercion de la guia deslizdandola
hasta el finat da la guia.

5. Cologue 8l mango de direccidn de la quia (Figura 7):
Para una guia Attain Hybrid, cargue previamente el mango
dedireaciéndehguaanelaanmdecargarlanuiaenla
clavija de conexion del extramo proximal del cable.
Para otras guias:
a. Haga avanzar el mango de direccion de la guia sobre el

extremo proximal (rigido) de la gula.

b. Apriete el mango de direccién de la guia sobve éstacerca

do a clavija de conexién del cable,
Figura 7.
(O] »
@
1 Mango de direccion de la guia

2 Clavija da conaxién del cable

8. Enganche la pinza para |2 guia a éata y sujétela dentro del
campo esténil. Medtronic recomienda asegurar a pinza para
(a guia a la s&hana quirlrgica estédl del pacients.

Cuando la guia ya estd colocada, una alternativa es cargar el
cable sobre a guia utillzando la herramienta de insercion de la

oufa.

inserte la guia en el cable colocando el extreme proximal (sigido)
dela guia en la punta distal del cable por medio de la herramienta
de insercién de la gufa que se incluye en el envase (Figura 8).

Notas:

« Puede notar una ligera resistencia cuando la guia pase a
través del seflo de la punta del cable.

« Para impedir que &l cable se desplace de la herramienta de
insercion de la guia cuando esté Insertdndola, sujete
firmemente el cable y la herramienta de insercién de ia guia
entra el pulgary e indice.

« Asegurese de retirar la hemamienta de insercién de la guia, a
través da su hendidura, antes de implatar & cable.
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Figura 8.

502106005 |

Figura 8.

1 Guia
2 Punta distal del cablo

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

Precaucidn: $! e extremo distal de Ia gufa sa retuarce o sa dobls
excesivamente, podria resultar difict voiver a sacaria a través del
cabie. Por tanto, si existe alguna indicacién de que el extremo
distal de la guia se ha dafiado o nota gran resistencia durante su
paso, extraiga el cable junto con la guia. Exiraiga la guia del cable
& nserte una guia nueva. No ejerza una fuerza excesiva para
refirar la gula del cable,

Notas:

» Siel cable no avanza o 8i 8l cable y la guia parecen estar
pegados, puede que se haya producido un trombo en la guia
cerca de la punta deol cable, Retire o cable y la guia para
examinanos. Considere la posibilidad de utlizar una guia
nueva. Vueiva a inseriar el cable y |a guia tal como se ha
descrito en ke pasos anteriores.

o Siresultara dificil hacer que la gula avance afededor de una
curva, considere la posibiliiad de utikizar una guia distinia. Se
aconsejan guias mas flexibies para anatomias torluosas. Se
recomiendan guias més rigidas cuando se necesite soporte
adiclonal.

Hay muchas técnicas para hacer avanzar el cable en una vena
cardiaca utilizando una guia. La eleccién de la técnica se dejs &
discrecién del médico.

6.9 Posicionamisnto del cable

La fijacion se realiza de la misma forma, con independencia de la
colocacion del cable.

Utilizando fluoroscopia como orientacion, fije et cabls mediante ia
soldadura de ambas curvas del mismo a la vena cardlaca

(Figura 9).

Para lograr un rendimiento eléctrico y una fijacidn dptimos,
coloque 8l alaectrodo proximal en la vena seleccionada, no en el
seno coronario.

Nota: Sila vena seleccionada es grande, puede que sea
necesario colocar el cable en una vena candiaca mas pequefia
para conseguir su fijacion. Para lograr un rendimiento eléctrico
Sptimo, Medtronic recomienda que haya contacto entre el
elactrodo y & tejico.

6.10 Mediciones eléctricas

El cable VI Attain Performa MRI SureScan 4298 esté disefiado
para administrar sstimulacion a través de electrodos
ssleccionables. En la Figura 10 se muastran las 18 polaridades
de estimulacion disponibles.

Figura 10.
@ Cable VD Cable V1
i
Bobina VD vis
ve
w
Cable VO
Bobina VD

t Polaridades de astimulacion bipolar axtendida
2 Posridadee de estimulaciin bipalar {reversible)
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Printing Instructions: doc #163256
Category: Laads single pky.
Sien: 7.125 x 8 in (181 x 203 mm}

La estimulacién bipolar extendida esté disponible si se utilkiza este
cable en combinacién con un sistema CRT-D y un cable de
destibrilacién VD compatibles. Las 4 polaridades de estimulacién
disponibles son:

* Vit abobinaVD

¢ Vi2abobina VD

» Vi3 abobina VD

* Vi4 a bobina VD

La estimulacion bipolar asta disponible si sa utiliza este cable an
combinacién con un gistema CRT-D compatible. La polaridad de
cada uno de los 6 pares de electrodos se puede invertir para
conseguir un total de 12 polaridades de estimulacién bipolar:

e Vi1aVvi2, Vizavil
Viiavi3, Vidavh
YiiaVvi4, Vda Vi
Vi2a Vi3, vVidavi2
Vi2a VK, Y4 a Vi2
VidaVvM,vi4a viad
Nota: Si estd monitorizando (a sefial de EGM Vicon la
polaridad de estimulacidn VI2 a Vi3 o VI3 a VI2 seleccionada,
la ampiitud de la safial puede estar atenuada en comparacidn
con otras nes de estimulacién, como VH a
bobina VD. Esta atenuacion da (a safial s una caracterietica
peevista del cable VI Attain Performa MRI SureScan 4298
debido a ia escasa separacion entre los electrodos Viz y VI3,

Precaucién: Antos da realizar mediciones aléctricas o de

eficacia de la deslibrilacion, aleje de todos los alactrodos los

ﬁ%ﬂbﬁmﬂmmmﬁmmommolasgiaso
ores.

Nota: Antes de realizar mediciones eléctricas, s aconsejable
reticar ol fiador 0 la guia dentro del lumen del cable hasta un punto
praximal & todos los electrodos, Esta accidn permite que la punta
del cabie racupare su forma nonmal, posibiltando el contacto
apropiado enire el electrodo y e tajido.

La herramienta interfase para cable de anakzador AccuRead 2,0
se utiliza para tacilitar la reslizacidn da madiciones eléctricas

precisas durante la implantacién.

Precaucion: Utilice la herramienta interfass para cable
AccuRead 2.0 cuando conacte los terminales del cable del
analizador al conector del cable, Esta herramienta le peymite
realizar madiciones stéctricas precisaa durante la implantacién al
tlempo que se raduce el riesgo de dafios en el conector o de
derivaciones o cortocircuitos eléctricos. La posibilidad de que se
produzcan dafios an el conector, derivaciones o cortocirtuitos se
debe a variaciones en los terminales del cable del analizador, asi
como a (a anchura y & la proximidad de los comactos (anillos y
clavija) del conector 1IS4.

Siga los siguientes pasos para reakizar mediciones eléctricas:

$02108-005

1. Asegiirese de que el conector del cable esté completaments
insertado en la hesramisnta AccuRead 2.0. S la herramienta
AccuRead 2.0 asti correctaments acopiada, la clavija de
conexién estd accesible (consulte la Figura 11).

Figura 11.

& ®

2. Conecte un cable quinirgico al conector del cable. Utllice la
harmamienta interfase para cable AccuRead 2.0 para guiar el
alincamiento de las pinzas dol cable con los contactos del
conector de cable. La herramienta ayuda a garantizar la
obtencién de lecturas precisas. Cansulte el dibujo del cabls
en la Capftulo 7 para obtener informacién sobre el
alineamiento de los contactos del conector del cable conlos
elactrodos del cable.

3. Utilice un inatrumento da ayuda a la implantacién, como un
analizador de sistemas de estimulacion, para obtener las
medidas eléctricas. Para obdener més informacion sobre el
uso de esto instrumento, consulte la documentacién que se

¥ con ess dispositivo.
Unos umbrales de estimulacién bajos y una deteccién
adecuada de ta ampitud de las seﬁales intracardiacas
inquuealcablaemécomdoomm
otas:
¢ Un umbral de estimulacién bajo proporciona un margen
de seguridad deseabls, 0 que permite un posible
aumento de los umbrales que puede produtirse dentro
de los 2 mesas postericres a (a implantacidn.
¢ Unas amplitudes de sefial de EGM VI aguda adecuadas
aseguran que el cable esté detectando adecuadaments
sefiales candiacas intrinsacas. Los requisitos minimos
de la sefial dependen de lag funciones de deteccion del
dispositivo. Las amplitudes de sefial agudas aceptables
del cable deben ser mayores que las capacidades de
detecciin minimas del dispositivo. Asegirese de inclulr
unmargen da seguridad adecuado pars tener ancuenta
la estabilidad del cable.d

3 La ampliud de sefial de EGM V1 pam tas polaridades de estimulaciin VI2 a VI3 y VI3 a VI2 puads astar alenuakia en comparacién oon otraz polaridadas de

estimulaciin, como Vi1 a bobina VD,
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Tabla 1. Mediciones recomendadas durante la implantacién® Figura 12.
Madicién recomencads Ventriculo lzquisrdo
Umbrales méximos de estimulacion cv
agudab

Ampiiiud de sefial de EGM Vi aguda 4,0mve
minima

2 Asymiancio una resistencia de 500
"Conmahmededww&ndeliwuﬁodeo.!om

° La ampitud de sefial do EGM Vi para las polaridades de estimulacion
Vi2a VI3 y VI3 a VI2 pusde estar atenuada en comparacion con olras
polaridades de estimulacion, como YH a bobina VD.
4, Silas mediciones eléctricas no se estabilizan en uncs
niveles aceptables, pueds que sea necesario cambiar al
cable de posicién y repetir el procedimianto de pruebe.
5. Compruebe (a estimulacién del narvio frénico estimulando a
10V con un ajusie de duracion del impuiso superiora 0,5 ms.

Después observe la contraccidn diafragmética mediante
fluoroscopia o palpitacion abdominal directa. También se

puede cambiar de postura al paciente para gsimular

trastomos cronicos en posicion vertical. En caso de que se

produzca estimulacién del nesvio frénico, reduzca el voltaje @

hasta que se determine el umbral de estimulacion del nervio
frénico. La estimulacion del nervio fnénico puede necesitar

qnsemblapoiaﬂdaddoemmadénolapoaidéndel —_—
8. Lahen‘alnletmmmmzopuedemiVamde lagulao

fiador utilizando la hendidura existente en su lateral

(consulte 1a Figura 12).

1 Retiada de la herramienta AccuRsad 2.0 de la clavija de conexidn

2 Retirada de la hestamianta AccuRead 2.0 dal fiador utiizando ia
hendidura existenta en el kateral de la hestTamienta

6.11 Extraccién del catéter guia det cable

Nota: Si se utilizé una guia Attain Hybrid para la colocacion del
cable, vaya al Paso 2. Para ta extraccion del catéter, no es
necesario sustituir la guia Attain Mybrid por un tiador.

Una vez que el cable asté en la posicién final, extraiga el catéter
guia del mismo:

1. Extraiga la guia y la herramienta para su insercién, sl se han
utilizado. Sustituya ia gufa por un fiador recto (cabeza de
tamaiio reducido). inserte el fiador recto en el cable hasta el
seno coronario medio.

2. Extraiga ei catéter gufa del cable. Si desea conocer més
detalles, consulte la documentacidn del sistema de
implantacion.

Nota: Para jos sistemas de implantacién de Madironic que
se pusden cortar, utilice una cuchilla compatible con un
cuerpo del cable de 1,75 mm (5,3 French).
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3. Retire por campleto el fiador o la guia Attaln Hybrid con
cuidado. Cuando extraiga el fiador, sujete firmemente el
cabie cerca del axtremo distal de ia clavija de conexion;
sujetar el cable por este lugar ayuda a evitar un posible
desplazamiento de su puita,

4. Asegimese 08 que el conector del cable esté insartadoenla
hemmamienta interfase para cable de analizador
AccuRead 2.0y repiia las mediciones eléctricas. Consuite la
Seccidn 8.10, “Mediciones eléctricag”, pagina 25.

6.12 Fijacién del cable

Precaucién: Fije el cable con cuidado.

= Utilice inicamente suturas no absorbibles para fijar e cable.
* No trate de extraer ni de cortar ol manguito de fijacion.

= No utilice las [engiietas del manguito de fijacién parg la

sutura,
* Durants la fjacién del cabls, tenga cuidado de no desplazar

su punta.
¢ No apriete lag suturas tan fuertes que puedan dafiar la vena,

ol cable 0 &l manguito de fiacién (Figura 13).
* No ate las suturas directaments ai cuerpo del cable

{Figura 13}.
Figura 13.

Fije el cable utilizando tas 3 ranuras:
1. Ooloqueel mangulio de fijaclén contra la vena o cerca de

2. Aeegureelmanuulwdeﬁ;aciénswemodolwblemdo
una sutura fusrie an cada una de tas 3 ranuras (Figura 14).

Figura 14,

3. Utilice al menos una sutura adicional en una de (as ranuras
para asegurar 6 manguito de fijaclén y el cuerpo del cable &
la fascia.

6.13 Conexidén del cable

Precaucién: Antes de conectar el cable al dispositivo, retire
siempre las herramientas de implantacion, como el fiador, ia gufa
o la herramisnta interfase para cable AccuRead 2.0. Sino se
retiran las herramiantas de implariacion, podria producirse un
fallo en el cable,

Conecte ¢l cable a un dispositivo implantable.

28 Espafiol

‘ MS5E922A028 A Medtmnic Confidentiel

’ & 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

502108005

1. Inserte 8! conector del cable en el bloque de conexidn ded
dispositivo. Para obtener instrucciones aobre la comecta
oormdﬁndelcabb,conmlameﬂmbnddpmducm

quesemehyeconaldisposmvoim
2. Realice las mediciones eléctricas a través dal dispositivo,

6.14 Colocacion del dispoaitivo y el cable en la boisa

Precaucién: coloque e dispositivo y los cables en la bolsa

con cuidado.

o Assgurese de que los cables no salgan del dispositive
formando un anguilo agudo.,

¢ No sujete gl cable ni el dispositivo con instrumentos
qQuinirgicos.

¢ No envolle el cable. Al enrollario, pueda torcerse sl cuarpo del
cable y provocar su desplazamiento (Figura 15).

Figura 18.

Siga los siguiers pasos para colocar sl dispositivo y los cables en
ta bolsa:

1. Paraimpedir que e} cuerpo del cable se retuerza o se doble
formando un dngulo agudo, gire el dispositivo para enrollar
con bolgura el cablo sobrante {Figura 16).

Figura 16.

2. Ingseria el dispositivo y los cables en la bolsa.
3. Antes de cermar ia bolsa, compruebe la eficacia de la
deteccion, estimulacion, cardioversion y desfibrilacion,

6.15 Evaluacion posterior a la implantacién

Después de la implantacion, vigile el electrocardiograma del
paciente hasta que s produzca el aita hosplalaria. Siuncable se
desplaza, esto suele ocurrir durante ed periodo inmediatamente

postarior a ja operacion.

Entre las recomendaciones para comprobar la colocacién
comecta del cable se incluyen ia realizacién de radiografias y la
obtancién de umbrales de estimulacion antes del alta
hospitalaria, 3 meses después da la implantacién y
postericrmente cada 8 meses.
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En caso de fallecimiento del paciente, explanta todos los cables y

502108-005

dispositivos implantados y devuéivalos a Madtronic junto con un
iriomededawadelproamocumplmmado.

7 Especificaciones

7.1 Especificaciones {(nominales)

Pardmatro 4298

Prefijo del ndimero de QUA

serie

Tipo Elecirodo tetrapolar

Cimara estimulada Ventriculo izquierdo

Longitud 78y88cm

Conector S4-LLLL

Material Conductor: MP35N con comro

de plata al 25%

Alslamiontos:  Polunatanc (exte-
rior) Shpolimida
(S1-Pi} (interior)*

Electrodos: Alaacién de piatinc e
o con racubri-
miento de nivuro de
tanio

Clavija do MP3asN

conaxion:

Anllioe de MP35N

CONion:

Sellcds la Sikicona

punta mol-

doado:

Configuracién del electroda Curvilinao, con recy-
. brimisnto de nirure
| de titanio y diucion
. de egieroides
: Didmetro Cuerpo dal 1,75mm
J cabla: {5.3 French)

Electrodos: 1,70 mm
{S.1 French)

Espaciador 1,30 mm

antre ios aisc- (3.9 French)

trodos VI (dis-

tal) y Vi2:

Espaciador 1,57 mm

ontre log elec: (4,7 Franch)

trodos VIR y

ve:

Espaciador 1,30 mm

ontro log elec- (3,9 Franch)

trodos VIS y

VM (prowimal):

Sistoma do implantacién 1,90 mm

de Medtronic (diémetro (5,7 French)

intedior recomendado)

Guia da diagndstico (cih- 0,36 mm a 0,46 mn

matro necomendado)

| & 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Pardmeiro 4208
Superficie del elacirodo 5,8 mm?
Distancia entre electro-  Elactrodo Vi1 21 mm
dos {distal) a eloc-
trodo Vi2:
BlectrodoVi2e 1,3 mm
elacirodo Vi3:
BlectrodoVida 21 mm
ehactrodo V4
{proxdmal):
Resistencia del conduc- WH 22+50(78cm)
for 24:8Q1{89cm)
viz 194 Q(78cm)
215088 cm)
via 1824 Q (78 om)
21 £ 4 Q{88 cm)
V4 174 Q(78cm)
204 4 Q (88 cm)
Estarolde Acotaio de daxame-
tasona
Totad ¢e estoroids com- <1,0mg
binado
Aghsinante de  Siicona
esteroides
*Tacnologia desarrollada por la NASA.
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Imstnuctions: doc #183266 502108-006 |

Cutegory: Lands singie pko.
Slze: 7,526 x 8 In {181 X 203 nun)
7.2 de especificaciones (nominales 5 Manguito de fillacin
Dlbujo ( ) & Conactor IS4
Figurs 17, 7 Contacto V4
8 Contacto VI3
9 Contacto VI2
10 Contacto VIt

8 Simbolo de conformidad CE
Exsiguiante simbolo de conformidad CE se aplica al cable Modelo
208

Ce0123

e

9 Explicacién de los simbolos en el etiquetado
del envase

Consulte las etiqustas del envase para comprobar qué simbolos
se utilkzan con este producto.

® Tabla 2. Explicacion de los simbolos que aparacen en la etiqueta
del envase

Simbolo Explicacién

g Conformliié Europdenne (Conformidad Europaa)
<€m23 Esta simboio indica que el dispositivo cumple

totakments las leyes vigentes de fa Unién Euro-

pea.
@ No utiizar gi el ervase esta daflado
Na reutiizar
+XX
+XX° Limite superior de ta iemperatura
—®
| SYERALE | €0 | Esterilizado mediante éxdo de etileno
Consuitar las ingirucciones de uso

Consultar las Instrucciones de uso en esta paging
web

geomeétrica nominal de 5,8 mm?
2 Elecwodo Vi2: 4rea superficial de estimulaciin geométrica nominal
de 5.8 mm?

Fecha de fabricackin

8 Eloci'odom;la: érea superficial da estimulaciin geométrica nominal
das5s

4 Eleciodo V14 {electrodo proximal): Area superficial de astimulacidn
geométrica

£y

[l

H

1 Elecvodo Vi1 (siectrodo distal); drea superficial de estmulacion [

nominal de 5,8 mm?

30 Espafiot
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Printing ingtructions: doc #163258
Cstegory: Leads singie pig.
Size: 7.125 x 8in {181 x 203 mm)

Tabla 2. Explicacidn de los simbolog que aparecen on |a etiquata
del envase {continuacion)

502100005

Tabla 2. Explicaciéon de los simbolos que aparacen en la etiqueta
del envass {continuacion)

Simbolo Explicacion
8 No utiizar despudes de
REF Nismero da pedido
ec | nep Representante autorizado en la Comunidad Euro-
pea
SN Numero de sede
N e
6' Contenido del envase
E] Documentacin del producto
AN\ -
+ Accesorios
@ Diémetro intermno
Catéter
Catétor implantado modiants una guis
Cable

Cable inravenoso para estimulacion de [a vena
cardiaca

Cabile Infravencso ventricuar

Cabie Intravenos0o auricular

BES O]

| MD5B922A4028 A Medironic Confidential
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Explicacion

Cable intravenoso con un electrodo de desfibrila-
Gion

Cabieg intravenoso con dos electrodes de desfidn-
lackin

Estimulacion

Detaccién

Destibriiacion

A roeca, extensible y reracti

Con patilas

Con dilucidn de esteroides

Introductor del cable

Introductor del cable con guia

EnformadeJ

Logotipo de SureScan

MR condicional

> =L I AR

10 Renuncla de responsabllidad de Medtronic

Para obtener informacion completa acerca de la renuncia de
responsabilidad, congulte el documente de renuncia de
responsabilidad adjunto,

Espaiiol 31
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Printing instructions: doc #163258 502100006
Calagory: Leads single phg.
Sizy: 7.126 x 8 In (181 x 203 mm)

11 Servicio técnico

Medtronic cuenta en su plantilia con rapresentantes y técnicos
muy cuelificados en todo &l mundo para prestas sesvicio a sus
clientes @ imparte, bajo solicitud, formacion sobre el uso de los
productos de Medironic al personal hospitalario cualificado.
Ademés, Madtronic dispone de un equipo profesional para
brindar asesoramiento ¥cnico a los usuarios de los productos.
Para obtener méa informaciin, péngase en contacto con el
representanie local de Medtronic, o bien lame 0 escriba a
Medtronic al nimero de teléfono o la direccién adecuados que

figuran an la contraportada.
32 Espafiof
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instructions: doc #183256

Category: Leads single plyg.
Size: 7.126 x 8 in {181 %203 men)
Copepaianue
1 Onwcannve 33
2 Noxazanwa 34
3 MpoTHBONOKAIAHNKA 34
4

MpeAOCTapaNeHna M Mephl a8
MPEROCTOPOMHOCTH

BOIMOMHBIE OCNOMHEHUA k< r g

Npousaypa MMNAHTALMK a8

TeXHUHOCHHO XAPAKTOPUCTHIH 48

0 ~NGO

3uaH cooreetcTamnA CE 48
OGBACHANNE CHMBONOB, NPMBSAEHHBIX HA
YNAHOBHS 48

10  OrpaHMHsHHAR MAPAHTHA KOPROpEWM
Madtronic 48
11 OOYHMBAHWUS 49

1 OmvcaHue

Boiiensowunii CTOPOMA HETHIPOXHOHTAKTHLM rparmuoswﬁ
NPOBOAMBIA 1O NMPOBOAHHKY NEBOKSAYAOHOOLIA aneKTPoa
Medironic moaenn Attain Performa MRI SureScan 4298
MPSAHAIHENEH SAR CTHMYNALMY HEPas HBPANANLHYID BOHY.
almcrpoa APOWISA NCNLITAHWA HA HCNONLICBAHME MPH
Tomorpadimt (MPT). nn moboli KL
ansu‘rpommnoﬁ MORBAN ROMYCHAATCA BoinoAHeHKE MPT ¢
COBMOABHHOM ONPEASNBHHLIX YCAOBKA, ITOT ANOKTPOA UMeaT
4 HOHTAKTA, HOTOPLIS BLINCAHAINT POAL HATOGOE W SHOA0S, B
3aBMCHMOCTH OT TOFO, HaK SaNPOrPaMMMPOBAHA NOARPHOCTL
cTMynALMK JOH yeTpolcTeom:
o woHTaKt 1, AMcTan MBI KOHTAKT, PACNOARKBHHDLIA
OKOAO AMCTANBHOMD KOHWMHA SNGHTPOA
®  HOMTAKT JIH2, pacnonomsHHuIi Ha 21 mm NPOHCHMA/IbHes
KouTaxTa JIH1
o woHTaKT I3, pacnanoHeHHbEi Ha 1,3 mm NpoHcHMancHee
wouTaxra JOK2
®  HOWTAHT JIH{4, NPOHCHMANLHLIH HOHTANT, PACTKMIONEHHDIA
HA 21 MM NPOHCHMAbHES HOHTaKTa JIIK3

ANA nonyserma MpopMaLIM O BHIBOPE NONAPHOCTH
CTuNynnLn JIH cm. Pasg. 6.10, "MpossgeHue uamepeHwi
ANEHTPUHOCHIX NAPAMETPOR", CTP. 42,

YoTe/pexnonppHbii AMHeikeii KoHHeKTOp Medtronic 1S4-LLLL
ANeHTPOAR 06NEr4auT COSAMHRHKE YCTROHCTSA NPH
WMNNAHTALMW. HOHUMK WITHIPLHE KOHHSKTOPA MMEBT HHAKKATOR
8 Buge 66104 NONOCHH, KOTORLEE CAYHMHUT ANR IPUTEALHOTO
KOHTPOAR NPABKALHOCTH MOACOBAWHEHNA INGHTPOAA K
YCTPORCTBY.

'B&MWWWW
coamecTHaocTL HC Wmmwm
2 TaxHonorwa paapasoTeHa
MUSBE22A028 A Medironic Connidentiel
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HOHTEKTLI KONHEKTOPA COBMEIAINTCA G HOHTAHTEMM ANOKTPORA

S ST, TTH2 K IR W T A

* HOHTAKT NowHeHTopa SIH{, wTuipex KOHHEKTOPE,
PACNONCHOHHLN OHONO NPOHCHMANEHOND KOHMMIKA
SNEKTPOAA (CoemAWABTCA C KOHTAKTOM JIH{1}

®  HOMTAKT KonMeKTOpa T2, pacnoaceHHuit gucTansies
WTHIPbHA HoHHeRTopa SIH(T (COBMBILABTCA C KOHTAKTOM
NH2)

*  HOHTANT HosHEKTOpA SIH{3, pacnonoiesvbiii AUCTaANLHES
HOHTEaNTA HoHHaKTOPA JIIK2 (COBMAUIABTCA C HOHTANTOM

& KOMTBNT HOHHBKTOpA /TH4, pacnonaieHHLH aUCTANbHeES
HOHTAKTA KOHHANTOPA /THS (COBMBWABTCA C HOHTBKTOM
JI4)

ZInA 0IHAHOMNEHHA C NSOGPRIKEHHEM HOHTAKTOB MNEHTPOAA M
HOWTAKTOB KOHHEHTOPA CM, Pasg. 7.2, “CxeMa ¢ TeXHUYaCKNMM

XAPAKTEPHCTHKAMH (HOMUHENEHEIE 3HBYEHIR)", CTD. 47,

AncTantruiil KOHWAK aNSKTPOAA COAABT AOCTYN ANR
FPOXONACHIMA NPOBCAHNNA, DN AIUMA BHIG0D HAPAKANBHOM
BeHLI, HOHMWH COABPIMMT MaMEpaNY U3 CHAMNOHOBOO HaywyKa,
HOTOPHNA NEPMETHYHO SBHPLIBAET BHYTPEHHWH NpocheT
2NBNTPOAA, YTOOL! YMEHLIWHTL NPOHUKHOBEHUE KPOBH.

Hawanili NOHTAKT CORSPIMT MOHONMTHOB YCTPOHCTBO C
HOHTROAKPYEeMBbIM BLICBOBONASHHEM (MCHD) anA sbigensrna

HTRALHYIO DESHIPHO B
KaparanbHoi sere. OGWAR 2033 CTOPOUAA (aeTaTa

ABHCAMETAI0HE), copepauancs 8 MCRD, cocTagnaet

<1,0 mg. NpK HOHTAKTE C IHRHOCTAMM OPrAHKMIMA CTOPOKS,
ssigennetcA s MCRD. Crepona nopassmeT BOCNamTeALHYIO
PORKUMIO, HOTORAA, HEH CHHTASTCA, NPUBOAMT K NOBLIILISHWID
NOPOra CTHMYNALM, OBLINKHO BOSHHKAIOUBIO NPH MMIUIBHTERLWM
SNEKTPOADE AR HEPAHOCTHMYNALMH.

Arn OGARUOHNA CONPUHOCHOBSHUA C KAPAKANLHLIMK BEHAMM
HOHTAKTH PACTIONATGITCH OTHOCHTEEHO 2 AMCTANbHLIX KPELIX
anekTpoga.

BHEILIHAA UIONAUMA SNESKTPOAA COCTOUT HS

BHYTPEHHAA — M3 CHAMHOH-NONMMMKEA (SI-P1)2, SI-PI
OPHMMEHRETCA KAK NOKPLITHA NPOBONCHHOND NPOBOIHNKE R0 8r0
COOPAMBAKUA.

T anexTpog Attain Performa MRI SureScan 4298 MoxHo
NOSHUHOHWPOBATL C NOMOULEIO NPOBOAHNHA, CTHASTA,
BHYTPSHHErO HATETEDA S BHYTPBNHENO KATETOPA B COMETAHNN
C NPOBORHUKOM WM CTUNATOM.

JNA NMANENTIM SNEKTPOAA B BLGPAKHYIO KEPAMANLHYIO BENY
COBMECTHMAR CHCTOMA AOCTABKY, CoBMEcTHMAR
CHCTOMA AOCTABHH BHNOMABT NPOBOGHWHOBLIA HATOTED M
r@MOCTATHYACKMA KNANAH WM KIANAH MHTPOALIOCAPA, KOTOPHIS
MOTYT GhiTh YAANEHL! ¥ NOIBOINOT POXOA, M0 HONHERTORY

KOHHOKTOPOS (ISD 271868:2010), OBBCHIEHBRIONIETO OCHOBHYIO MEXEHIHECKYIO
ONPEARANET HOHTERNTIN HOHHORTOPRA

MNBATPOSR HAK HUSKOBOMTHEE (L).
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Leads single pig-

Slee: 7.126x 8 o {181 % 203 man)

ANSKTPOAS. 4NA NOAYHSHUA AONONHUTEALHOR WHPOPMALKK O
COBMECTHMBIX CHCTEMAX A0CTABKH OGPATHTECH B
npeacTasMTeNECTao Kopnopauwn Medironic.

1.1 Cucrema SureScan nopnopaynu Mesdironic

BnexTpoa MOABAM 4208 ABRNAETCH YACTLIO CHCTEMb SureScan
Hopnopayrk Medtronic. Cuctema SureScan COCTOMT Us
ycrpodicTea SureScan sopnopauun Madtronic, COBANMHERNOIS &
IneHTPOsANMK SureScan Hopnoparn Medtronic. Ha
MAPHUPOBHE KOMIMOHEHTOR CHCTEMb
MMEHTPOKAPAMOCTHMYNALMM SuraScan oToGpaMaeTCs AroTHN
SureScan v cumeon «MPT BENOAHATE ¢ COGMONBHIEM
ONPENeASHHBLIX YCOBNH».

@ JNoromvn SureScan

SureScan

AN

Cmson «<MPT BSHIONHATL ¢ COBANRBIMENM 0Npene-
NaHHbiX yonosuiie, Cucrema Medironic SureScan
RONARTCA CHCTOMON, AR KOTOPOA MPT MONHO

DyHKurAa MPT SureScan oSacneswsaeT paxns paborw,
KOTOPGIA NOIBANAGT NAUMEHTY C YCTRORCTEOM SureScan
Ge30NACHD NPORTH TOMOrPAPMIO € NOMOWLIO annapaTa MPT, »
TO BPEMA KAK YCTPOICTED GyROT NPORO/IKATE BEINOAHATL
HeoGxoQuMy10 CTHMYNALMID. Horpa dyriun MPT SureScan
BH/HONGHA, OHB BLIKAIONAET ABTEHLMO APUTMHH, PEIMM
MArHNTa W BCO SAIAHHLIE NONMLINBITENEM hYHNILIM
AmarsocTrin. Mapeg sainontotinom MPT OSHAKOMETECS ¢
COLNSPMBLMMNCA B TEXHWIECHOM pyNosoacTee no MPT
CHCTOMD SUreScon BRMHLIMK CBEZEHUAMN O NPOUSAYPAX
W OTHOCALMXCA K MPT NpeacCTEReeHHAX N Mepax
NpeAsCTOPOMHOCTH.

1.2 Copepmnumoe ynakoBHK

DreHTPOAB U NPUHASAGIKHOCTH NOCTARNMAIOTCA CTEPHILHLIMUA.
B Hama0i ynaHoBHE COASPIMATCR CASAYIOUNG HOMNOHEHTI

1 NRKTPOA C GHKCHPYIoULRH MyDTON

1 MHCTRYMEHT Q/1R BASASHUA NPOBSOAHMKA

1 S@MMM NPOBOSHKKA

1 PYHORTHA YNPABRNSHUA NPOBOAHHKOM

4 cnera

2 VHCTPYMEHTa aHANH3ATOPA KABEHOIC MrTepdreica
AccuRead 2.0

*  AOKYMEHTaUMA NO NPORYHTY

1.3 Onucanne npuraanemeocTeil

Yuananpyite 8Ce 0AHOPASOBLIE NPUHAANBIKHOCTH B
COOTBETCTBHH C TRESOBAHVAMM HELIMOHANBHOTO
SAKOMOAATENLCTEA NO OHPYIHSIOWEN Cpens.
HncTpyment AccuRend 2.0 - VHCTpYMEHT aHanM3aTopa
sabenunoro uiTepdoiica AccuRead 2.0 nomoraey
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NOACOSANHMTL HOHTAKTH KBBANR GHAMMIATOPA K HONTAHTAM
HONHEKTOPA SABKTPOAR. D70 COSAUHEHME OBNBMURAT TOUHLe
HMIMEPBHMA SNEHTPHHECKUX NAPAMETPOB BO BPOMA
MMRARHTALMH U NPAADTEDAULAST BOBMOKHOS NOBREMABHWA
HOHHeKTOPA.

Duncupyiowan mydTa - DuCHPYIWAA MyhTa NPeAOXPaHAST
QICKTPOA OF NEPEMEILBHAA 1 SAWMILIABT HSOAUMIO 1
NPOBOAHUKIA SNSKTROLA OT NOBPEIHASHWH, BLISHIBABMEIX TYTHMH
INCETYPEMA,

M NPOBOAHKNES — 3AMMM NPOBOAHMKA SAKPENNRET
HSALLKA RPOBOAHWHE M NOMONAOT NPOAOXPAMATE U
NOALSPMWBATE 810 CTEPMNLHOCTD.

HRCTRYMEHT ANA BEEASHNHA NPOBORNHUKA ~ MHCTPYMEHT ANA
S8eAeHA NPOBOAHVNA OBECTIONMBAET AOTIONHUTENLHOS
YNPaBNGHWE NPY BBEREHHM NPOBOANWKE B HOHTBHTHYIO 4acTb
KOHHBHTOPA MK HBPB3 KOHWK SABHTPOAA.

PYHOATHE YNPABROHNA NPOBOAHHKOM — PyHoRTHA
YNPARNeHHA NPOBOAHMKOM KCNIOAB3YSTCA TOMLKO C
NPOBOAHMKAMH, AMAMETP KOTOPLIX HE NPEBLILAST 0,46 mm.
PYHOATHE yNPABNOHNA COECNSHNBAST ACNONHUTENbHLIA
KOMTROND YNIPABASHUEM W BRAIBHIWEM NPOBOAHMKA.
Cruner~Cmuner 086CNEHUBAST AONOIHHTEALHYIC MBCTHOCTL U
YNPABAREMYIO MMEHOCTD /1A NEPEMBLLAHHR SNEKTPOAA HE
MOCTO HMIAHTALMK. HA pY4Ke HAMOO0MO CTHASTA HAHBCEHB
SHAMENMA AMAMETPA CTHIETA U ANMHBI COOTBETCTBYIOWErS
aNeKTPOgRA.

2 MNorazaHuA

DnexTpos, MOWET BbiTh HCNIONALIDBAH HAK HaCTb CHETOMbE
GHBOHTPHRYNAPHON CTHMYNALMWM KOpnopauxk Medtronic.

3 NpotBONOKa3aHUA

Nepan suinomissinem MPT o3naHOMETECH ©
COASDNMUNMUCA B TEXHHYECHOM pyNoBoacTee no MPT
cHETEMb! SUreScan NPOTHEONOKASAHNAMM,
oTHoCAUpMKCH & MPT,

Anna anexTposa MOAanK 4298 MMeIOTEA cregyoume
NPOTHEONOKASAHKAL

HopoNaPHAEA COCYAUCTAN CBTb ~ 3TOT MMeHTPOA,
NPOTHBEONIONASAH ANA NALMEHTOD & HOPOHAPHON BAHOSHOMR
COCYRNCTON COTHIO, KOTOPAA HO NPUIOAHA ANA PASMEILBHWA
JNSHTPOAA, YTO MOMOT GbiTh ONPOAGREHD HA BEHOIPAMMS.
Henoneaonaniue CTRPOMAOE = He NCNoNbayitTe ancHTPOR AR
NALKEHTOB, HOTOPLIM MOMET G6iTh

NPOTHBONOKABAHA OAHOKPATHAR A03E ALETATA ASHCAMETasOHA
1.0mg.
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Printing Insituctions: doc #163256

Calepory: Laads sinple phkg.
Slzec 7.125 x 8in (181 x 263 mm)

4 MpegocTepeieHna U Mepbi
NPEACCTOPOHOCTH

NMps MPT cRAHMPOBANKH TPEBYSTCA HEMONLIOBAHHE
noAnol cncTemol SureSoan. Mepen ssinonneren MPT
OBHAKOMLTECE C CORMPMALIMMHCA & TEXNHUOOKOM
pynosoacTse no MPT cucTems SureScan ceesgenvamn o6
OTHOCRWMXCA H§ MPT DPEROCTEREMANUAX 1 Mepax
NIPOROCTOPOMNOCTH,

Nprumevanne: MNPesoCTERSIHEHHR U MBPL! NPEACCTOPOIHOCTH
HACATRNLHO MBAWLMHCKAX NPOUSAYD, OTHOCRUMXCA K
WMASHTUPOBANHOH cucTens Kopnopauvun Medtronic,
NPaAOCCTABNSHL! B PYKOBOLCTEE, KOTOPO YNAHOBAHO €
YCTROACTBOM AN HAXOMMTCA HA BRd-Calite ¢ SnbavoTaxol
PYHOBOACTS HOPNOpauyy Medtronic
{(www.madtronic.com/manuals).

Qcmotp crepunoioél ynanoSimM — BHUMaTensHo OCMaTPHTe
CTEPULHYIO YIAHOBHY NEPEA OTHPINTHEM.

* ECAM repMeTHHOCTL HEPYISHE KW YIAHOBHE WMOET
noapeMasHnn, obpaTUTECh B NPeACTEBUTEALCTBO
HOpropauui Medironic.

® He XpRHUTE ITOT NNOAYKT NPU TeMNapaType ewiiue 40 °C,

* He MCNoAb3YIHTS AAHHbIK NPOAYKT NOCAE OHOHUAHUA CPOKA
FOARCCTH.

Crepnmiaaumn - Nepea NOCTABKOR NPORYHTA CRBUMANMCTE
HOMNAaRMK MEdITONIC CTePUNKIOSRNK COABMIKMMOL YNAKDBHW
STMNBHOKCHAOM. ITOT SNEKTPOA ABNRETCA OAHOPASOBLIM M HE
NPBAHAIHEHEH ANA NOBTOPHOH CTERMAKSALIM,

OAHOPAIOBNOS NPHMEHEHNS ~ INGHTPOA W NPHHAANENMHOCTH
NPeAHAIHaNOHb) TOMBKO A/ OAHOPASOSOTO NPUMEHSHUR.

MOS MeaMUMHCHOS oSopyaosanne - Bo spema
NPOBAPKM CUCTEMLI SAOHTPOAAR B OCTPON (Hase, NP NPOBEASHUK
NPOUSAYPY! MMNNBHTALMK AU B CNYHERX, KOMAA BOIMONHO
NOABNGHUE ADHTMWA, WSO B CAYHARK, KOMA OHK
NPEAHAMEDEHHO HHAYLMDYIOTCA BO BPEMA
NOCTUMMASHTAUOHHOA NPOBEHHW, ASPIUTE HArOTOBE BHBILHWI
AedmbpmanaTop.
BusiwinAn AshrbGpuanmum B HaPAKOBEPCHA — BHEWHAA
ROPUSPUNRNALMA U KAPAHOBEPCHA — ITO NSHECHEI MPOUBAYPSHI,
HOTOPHIO ROCTARNAKT ANSHTRIMECKIA PASPAA K COPALY AR
NEPEBOAS NATONOMMMECHOTO COPAGHHONO PUTMA B HOPMEAbHD#A.
Hapanononmeckse YCTROHCTEa Hopnopaws Medironic
BLINONMHEHD! YCTOHUNBLIMUA H BHBWHER A8DHBONANALIM H
HAPAUOBEPCHM. XOTA NOBPEINAOHWS MMNIAHTHPOBRHHOR
CHCTEMBI OT BHELIMENO HMNYALCA TOHA CAYYAETCA peao,
BOPOATHOCTE TAKOTO NOBPSMASHNH BO3PACTAET NPU
ROBLRUBHIH YPOoBHeH sHeprin. Moa 8038eRCTBHMEM 3THX
NPOULAYP BOSMOIHD BPEMEHHOR WM ROCTOAHHOE NoBbIlLCHAE
ROPOTOS CTHMYNAUNY MW BREMEHHOS W OCTORHHOE
NOBPANASHNE MHOKARAR. EC/H BHEWHAR ASEHEPHANALMA MK

MS580224028 A Meutronic Confidental

HAPAMOBEPCHA HEOGXOAMIMLI, YHTHIBSHTE CABAYICIUNE MEPHI
NPSACCTOPGHHOCTH:
*  Mcnonbayiite HAMMEHLILYIO KAMHIHECHW A0NYCTHMYIC
SHEPIUIO.
*  Paamewaiive aAreavaHbie SASKTPOAN KM NIACTHHL He

Gmoxe 15 cm oOT yoTpotcTea.
* PacnonaraiTe SAreSMEHLIE SASKTPOAN MAM NARCTMHL

nepneHA|
* Ecnu 6HOLINAA ABDUBDUANALMA WM HAPAWOBEPCHA

anunpoosmmmmcmumorumuar&nm-
HMnNAaHTHPOBAHHLEY aNeHTPOA COPASYET NPAMOK Ny T
NPOXNOOAHWA TOKA K MMOHADAY. Boapeua MMIVIBHTALHN W
NPOBEPHN ANBHTPOAA UCITONLIYITTE OBOPYACBAHKE, NUTAHME
HOTOPOIG OCYWECTBNROTCA OT GaTAPEeM, HAK CROUMANLHO
PasPaBOTAHHOB 4fiA ITON UENK OGOPYACSAHUE C NHTAHWEM OT
£6TH, Y006 MMETL 3ALMTY OT DHUEPHRANALNMIN, HOTOPLIe MOTYT
GoiTb BHISBRHLI NOPEMEHHLIM TOKOM. IADBAHUE C NHTARNEM

uaomooeana OT MOBbiX GAYHAMOLUINX TOHOS, HOTOPL MOMYT
BOSHHHHY T NPY HCRONLI0BEHUK OBOPYACBAHUA C MMTAHMEM OT
com™.

Coamectio paotaciive yerpoficTaa - BoixogHbie

BoINOMHATL AOTEHIEO, EC/M NAUMEHTY TPEGYETCA OTABNBHOS
YCTPOWCTBO ANA SABKTPOKARAKOCTHMYNAUWUN, NOCTORKHOS WKW
BPEMEHH0e, OBECNBYLTE AOCTATONHOS PACCTOARWE MOIKAY
SNGHTPOAAMM PABHBIX CHCTEM, NTO0L! MSBeaTL
BSOIHHHHOBEHUA NOMEX 1 HB YXYAWNWTDL CNOCOBHOCTL YCTpOAcTEa
BHINOAMATL ASTEHUMIO. Panes umnaaHTHposanHbie IHC u
WMIABHTUPYOMBIS KapauoaepTopbiAShUSPUANATOPL CnegyeT
ASHMNONAHTHPOBETS,

HCNONLI08MHWE CTEPOHAROE ~ He ONPeasneHO, B HBKOH
CTENSHA NPEAOCTEPEMEHNA, MONLI NPEADCTOPOIHOCTY UAN
OCAOMHOHKA, OBLIUHO CEBASAHHBIO C WHDHRKLIUOHHLIMK
NEHAPCTBOHHBIMM QOPMAMM AUSTHTE SOHCAMETAIONA,
OTHROCATCA K HCNOMbIOBAHMID STOFO B SHAMMTEALHON CTENBHM
NOHAMIOBAHHOTD YCTPONCTEA € KOHTRO/IMPYEMbIM
BLICSOBOKASHHUOM.

BepeMeHHOCTS ~ Bul10 BLIRBNGHO, HTO AUGTAT ASKCAMETAIOHA
OHA3LIBAAT TOPATONGHHOS ABINCTBHE ¥ MHOTHX BUAOS MHBOTHDLIX
B A03AX, SIKBMBANOHTHLIX A03AM, NPHMEHAOMBIM Y HEN0BEKA.
HUccneppearin ¢ GOPOMEHHBIMU REHIMHAMM HE NPOROAUAKCY.
Henonsaoeanue auevara 4eKCaMeTasoHa B0 BPeMst
GOpeMEHHOCTU ADNYCTHMO TONLKD B C/yuae, ecnm
AOTEHUWANBHAR NOALIA ONPABALISART BOSMOKHELIKA PUCK ANA
nnoaa. UCCRegoBAHMA HA MEHUAX, KPHICAX U KPOAMKAX
NOMAZANN, MTO AAPBHOKOPTUHOMAHDIA CTEPON] YORNKMNBAST
PUCK PASBUTHA Y NAOAA "B0/MLEH NACTH", YBENUUHBAST
BBPORTHOCTD IMVIALBHTRPHOMA HOAOCTETOMHOCTH, BLIKMALILG, &
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natructions: 4oC #183250

Category: Lands singie plyg.
Size: 7128 x 8 in (181 X 203 mm)

TAKME MON(BT CTATH NPUUMHON SAABPHIKIA BRYTPHYTPOGHO
PAISUTHA NAOAR.

HeHunel, HOPMRWKE FRYAMO — ECAK NDHMEHATL

HeBAArONPUATHBIX POAKUMHA Y FPYAHLIX ASTOH, NPHIMHOA
HOTOPbIX MOINST CTATH PMMEHEHUE HOPTUKOCTEPOHAR
HOPMRUMMIA MATEPAMK, 3 TAKOKE NPYHAMAR BO BHMAHWE
mooxonmom NpyUMEeHeHAA SNSHTROAR H IEHAPCTBEHNOTO
NPENapaTa A1 MATEPH, HEOBXOAKMO MG NPBHPATHUTL
HOPMABHVE TPYALIO, NMBOC NPHMEHATL SASKTPOA,
HOBLIABRAIOWMA CTEPOMA,.
OSPALLENNG C MOMO/MITHLIM YCTPOHCTEaMU ©
BwicsobonasHnem creponas {MCRD) -

DDEKTHBHOCTL PABOTHI SNEKTPONA G HUIHUMKA SHIMEHHAMM
NOPOra CTUMYAALMM.
* He QOMYCHAATE CONPHHOCHOBEHUA NOBONXHOCTY HOHTAKTOS
C 3ArPRSHKTENIAMK NOBEIXHOCTH,
¢ B0 BPaMA AMNAHTALWH HE NPOTHPEATE U He TPy KaiTe
ROHTRKTHI B JUOHOCTD, 38 HCHNIOHEHWOM KPOBH.

BMNOAAPHAR CTHMYNAUMNA — ECAM NI0WAAL NOBEPXHOCTW
BLISPRHHOTO SHOAHOTO KOHTAKTA PABHA MW MEHLILS NACWEALH
ROBEPXHOCTH BhIGPAHHOND HATOAA, STO MONET NPHBECTY K

OAMHANOBOTO Pasmepa. MosToMy GUINOAAPHLIG HOHDWYPaLBIK
CTUMYARLMA MOTYT MPMBECTH K NOBLIUSHING NOPOroa
CTUMYNALYM WAHA K BHOAHONA CTUMYARUMN,

EC/M TEDaNG HEBO3MONO NPOBecTH 4apas KOoHTaKT /K1, Ann
MCNO/ILI0BAHKA C ONPEABNSHHLEMM YCTPORCTSAMM KOPIOPALUMA
Medtronic AocTynHb KoHTaKTe JUH2, I3 n /4. Coepernn o

OSpauetne cO cTHAeTOM ~ Mpu OGpaULeHM CO CTHAETOM

CoBNINAATE OCTOPKHKHOCTY,

® YT1ob6bi CBECTH K MMHUMYMY BBPORTHOCTL TPARBMUPOBAHMA
BEH W NOAABPMHBATD THEHOCTL SNGKTPORA NP NPOBAASHN
€0 4epe3 ROHY, OTBAAHTE CTWART Ha 1.2 cm Hasag WM
puiGepuTe 60nee ruBHWA cTuner.

o oy SBEACHIM CTHNETA HE NPUKNEALIBARTE HANKILIHKMX
YCUIMIA K 1O HCNONBLIYIATE XMPYPIHYECHHE VHCTPYMEOHTLI,

* aderaiite nepernGaHva, CKPYHMBAHUA WIK HOHTEKTA
HPOBY CO CTUNETOM.

*  EC/mM Ha CTHABTE CHONMAACH KPOBL WM ADYTaR MUAKOCTD,
KCTIOAL3YWTE HOBLIF CTMNET, CHOMNMBUMECA Ha CTUNETE
MHGHOCTH MOTYT NICBPEAMTD SABKTPOR WM CO3aTh
BATPYAHSHUR NPY NPOBAASHIY CTHNGTR HEPE3 SNEKTPOA.

38 Ha pyccHoM B3bE

*  UCKPHBNOHIE AVCTARLHON HONYHKE CTUNETA Nepea
BEEABHWEM B SNSKTPOR NPHABCT KPHBHIHY DUCTANLHOMY
HOHMHKY SneKTPOaA. He HCIoNLIYIATS OCTPRS MPeAMETH,
YToGel NPUAATE KPUBMSHY ANCTESIBHOMY KONHMHKY CTHASTE.

OSpawesue © nposopHmom ~ MNpu oSpawesmn ¢
NPOROAHUHOM BLErAa COGMOARATE OCTOPROIKHOCTE.
¢ He esoarTe NPOKCUMATLHBIA HOHOL, NPOBOAHUKA Yepes
WLNOTHOHME KOHMMKA ANeHTpoaa 583 HCNONLI0BAHNA
UHCTDYMENTA ANR BEOACHMA NpoBogHUKA. Beegarie
NPOBOAHMKA 589 WHCTPYMEHTA ANR BEAAGHUR NPOBOANMKA
MOMET NPUBACTH K NOBPREMABHINO SABKTPOAA.

* [OBPAMASHIMA, HAHACAHHLIA NPOBOAHMUKY, MOTYT
NPENATCTBOBATE TONHOH PEANLWN HA BRAUKMNOWMIA MOMENT #
YNIPARIEHUIO UM U MOTYT NOBPEAMTL cocyanl. nA
NOYYeHMA QONONHUTENLHOH unwopuam °
NOBPENABHUAX COCYR0B W APYTUX BOIMOMHEIX
HeGASrONPUATHBIX ABAGHUAX CM. TEXHKYECKOS
PYHOSOACTEO, WMEILESCA B YNAHOBHE C COOTSQTCTBYIOWNM
NPOBOAMUHOM.

*  ECAM AUCTRNbHLIN NOHUMH NPOSOAHWHA CHALHO SArndasTon
WAW MEPEKPYMHBARTCA, TO, BOIMOMHO, BOSHUKHYT
SATPYAHOHNKA ¢ 810 OTESAGHUAM 4eP63 anaKTpog. NoaTomy,
OC/M MMEIOTCA NOACSPEHUA, YTO AMCTANBHEIR HOHWMK
NPOBOAHNHA NOBPSHGEH, WM BOIHHKAET IHAHUTENLHOS
CONPOTHBNGHHE NPOXOMASHAID NPOBOAHMKA, HIBAOHUTE
SNOKTPOG BMECTS C NPOBOAHMKOM HEH OQHO LeN0e,
H38NeHHTE NPOSOAHWH H3 SNOHTPOAA W BCTABLTE B
MMEKTHROA HOBMA NpoBaaHUK. He npuKnapsBaiTe
AIARIHWX YCUWIHA AN U3BNSHEHUA NPOBORHNKA K3
snexTpona.

ANA NoYNeHHA A0NOAHVTESTGHON HHPOPMALK CM.
AOHYMOHTAUMIO NO NPOAYKTY, MMEIOWYIICR B YIAKOBKe C
POBOAHNHOM.

OGpaInsHne ¢ INSHTROAOM ~ C 20aKTPOAOM CREAYeT Bcoerpa
ofipawlaTbca OCTOPOMHO.
¢ He DEHKOMBHAYETCH UCTIO/LSOBATL C STUM SNEKTDOAOM
OPaHIKeELIG CTWIBTDLI, NOCKOMbLKY CYUSCTEYET pHCH
nephOpaLM CIMPANH HAH HIONALMK NPOBOAHNKA.
¢ Ec/m 475 NOSULMOHHDOBANMA SNABKTPOAS
CTMAET, TO NOA TONLHO CTUNBTAMM, MMBIOUMMNCA B
YNIBHOBHE C SNCKTPOAOM HAN B KOMRNGKTE CTUASTOS (C
PYVHON YMBHBILEHHONO pasmepa). pyrwe CTUNeTL MOryT
NPOATU ARNBILG KOHYMKA SNBHTPOAR, TPEBMMPOBAB

nayueHTa.

s Ecnu SNeKTPOA NOBPANAEH, HE UMNIAHTNPYHTE 610.
BepHTe 3NGKTROA, NPAACTABUTENKD KopRopauK Medironic,

¢ TipepdxXpPaHAiiTe ANEHTPOA OT METOPHANMOB, C KOTOPLIX
OCHINANTCA HACTILbE, HANPUMEP GyMAXMHAR U GeiToBAR
Nbib, HI0NARUMA INSHTPORA NDUTANMBAET 3TH YACTUUL.

* PaboraiTe ¢ aNeKTPOROM B CTEPHMALHLIX XHPYRFHUOCHIUX
NEPUATHAX, POMBITLIX B CTEPUBHON BOAE WM
AHANONMHOM CPeACTRE.

* He cnepyeT YpO3MEPHO HIrUGATS, NEPEKPYUHEATL AW
PacTArMBETL MNSHTPOA.

* He noNbayRTech XMPYPIUHECKHMH MHCTPYMEHTAMH ANR
SaX8ATA INEKTPOAA WK WTHIPLHA HOHHEHTOPE.
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ingnxctions: dac #163266

Category: Lewds sinQie pkp.
Sipe: 7.125 x B In {181 x 203 mm)

& Bo BpSMA HMNIAHTALMM HE AONYCKARTE HOWTAKTA
SNSKTPOAND C MHHEPANLHBNA MACAOM, CHITWKOHOBLIM
MACNOM WAK MOBOA APYIOR MHAKOCTHIO, 32 UCKMOMNGHHEM
Hpoan.

* ACnONb3ayATe PUKCHPYIOUYIO MyDTY CO BCOMW
SNEKTPOAAMK. HTOSH NPEAOTBPETHTL HENANETONLHOS
NPOXOMAeHKe HrUHCHPYIougi MydTH B BeHy, yoeauTecs, ¥To
GHHCHPYIOWAR MYPTa PACNIONOMOHA BAKIHO KO WITHIPLHY
HOHHOKTOPa anexTpoaa. Ecam nepog epasaHem
HEOBX0AMMO NPOTEPETL SNEKTPOA, YHeanTecs, 4To
PuHCHPYIOWAR MYydTE OCTRNECH HE CBOOM MECTe.

* [PW SOIHUKHOBOHKU FHIYMTENLHONO CONPOTHBEHHA He
npurnagoisanTe ycwmﬁm NPOBEARHUA NPOBOAHMKOBCTD
KATETEPA AW SNEHTPORDS. UCTIONLAOBAHHE
NPOBOAHMHOBLIX HATATEPOB UNW SNBGKTPOAOS MONET
HAHECTU TPABMI CONALLY.

PeNoavUMA MMM MIBNSUESHHE XPONHMECHOTO NBKTPOAS -
Ponoawuma nAK NIRNEHEHNE XPOHHHECHHX SNEKTPOA0SB MOTYT
GobITb 3ETPYAHEHL BCASACTBME PaspacTarmna GuOPOIHONA THaHK.
HAMHWHECKO® NCCAOR0BAHNE HE GbItD NPESAHASHANOHO AR
OUBHKM BOMIKHOCTH YARNBHMA NEBOIKETYRONKOBLIX
NOKTPOA0S #3 KOPOHAPHON BOHO3HON COCYAMCTON caTh. Ecam
HEOGXOAMMD UIBEUL NEKTPOA KK KOMEHWTE 610 NDACIKBHME,
BLINOAHANTE STY NPOLSAYPY Kpahine ocToporite. BepwwTe ece
YARNEHHLIS SNBHTPOAB B NOPROpauwo Medironic,

¢ He PeHOMOHAYETCA MCNONLSOBATE C JTHM SNEKTPOAOM
OpPaHMEBLIE CTMABTHI, NOCKDALHY CYLSOTBYET PHCK
RePHOPALNKH CNNPENH / HI0ARUWM NPOBOIHWHA.

o [py penosSHUMM NPOBBPLTE ANMHY INEKTPOAA HA STHHETKE
aNeKTPOAA HA HOKHEKTOPE, YTOOL! BuIGPATD HOMNAGKT
CTUNETOB (C PYYKOR YMEHLLWBHHOM PasMepa) NoAXOAMLEH
DAMHBI, Beerpa BHISHPAITE KOMNGKT CTUNBTOB (C Pyuwol
YMBHGLILSHHOTO PASMEPA) HA 3 CM KOPOYE AAMHbI
anextpoas. Hanpumep, AN 3NEHTPOAR ANMHOH 78 cm
BLISHMPAATE HOMILIGHT CTUABTOB (C PY4HONA YMEHLIOHHONG
Pa3Mepa) Co CTHNETAMU SamHOR 75 cm.

*  M3pneueHMe SNEHTPOAA MOMOT NPHBBCTH K OTPLIBY
SHAOKANAA, KNANAHA UM BOHLL,

*  JNSKTPOJ MONET PASHEAWHUTLCA B MOCTD COBAMHANUR,
OCTRBAIAA HOHYWK SNGKTPOMA Wik OGHAKSHHLEA NPOBGAHNK
8 CBpALE WM BEHe.

» PaNOavLMA XPOHUYECKDTO NIEHTPOAR MOMeT
HEGABMONPHATHO CHASATECA HA CROCOGHOCTH BLASARIOIErO
CTOPOMA ANBHTPOAA GYRKUNOHNPOBATH C HUIKIM NOPOrOM
CTUMYNRLNM,

*  AnA npeaoTEPAIEHKA NEPEAANH SNCKTPHISCKMX CHrHAN0E

HOOGXOAMMO
TEPMETUIAUMIO OCTABIGACA HOHLIOBOW HACTH W NOALMTE
ANEKTPOA K NPUIGCRICLAM THAHAM,
®  Ecan MEKTPOA HIANGHEH H YCTAHOBOH HA HOBOE MECTD,

BHIMETEALHO OCMOTPUTE 6r0 NePEeA PENOSKLMEN Ha
NpPeaMET OTCYTCTEHA NOBPEHAEHWA MIOAAUMK K CIIMPANK
NPOBOAHUKA,

MarnnuTHO-pe3oHancHan Tomorpadnua (MPT) - MPT — a0

BHA MEAMUMHCKON BUSYAMMSAUWN, NPK HOTOPOH HCNO/MLIYIOTCA

MArHUTHNG NOAA ANA CONARKHKHA H3OBDANEBHWA BHYTPEHHNX
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CTPYKTYP OpraHusma. IpH BsinOAHEHNH CIIPEABNSHHLIX
HPUTEPHEE Y CASAOBAHWY NPBAOCTEPEIHEHNAM H MEPaM
NPEAOCYOPOIRHOCTH, YCTAHOBACHMLIMKY KOPNOPaUMeH
Medtronic, NAUNEHTEI C YCYDORCTBOM U CHCTBMOE SNBNTPOROR,
AONYCHAOUMMM BainonxeHe MPT ¢ cobnianshnesm
ONPaRENBHHLIX YCIIOBUH, MOFYT NIPOXOANTL MPOUSAYRY
MPT-CHaRIPOBAHKSA. [LNA NOAYHOHUA AONOAHUTEABHBIX

AonycHaowero asinonHeHne MPT ¢ comogermesm
ONPEABNAHHLIX YCAOSUH.
ANaTepuNA (BHAIONAR YNLTPRISYHOSYIO TEPMINI) —
AnaTepmua — ST0 METO NEYEHNA C HCNOIIOBAHHEM
TepPanNesTHHECHOrO Harpesanns THAHEH Tena. iuarepuun
BH/MOHAET BHICOHONACTOTHYIO, KOPOTHOSONHOSYIO,
MUKPCEONHOBYIO M YAGTPASBYHOBYI0 TEpanuio. He nenonbayite
[METEPMAIC, 32 NCINICYBHWEM YALTPE3BYROBOH TEpanK, Ha
NALMEHTAEX C HAPAWONOTHHECKIMK YCTPOHCTEAMH. JvaTepmma
MOMET NPUBOCTH H TAIXANOH TPABMS MK BLXOAY M3 CTPOR
MMNASHTHPOBAHHOTO YCTPOHCTBA M CHCTOMB) SABHTPOROB.
YneTpaseyrosan Tepanus (Bmosas GpuInoTapanuio,
YNLTPA3BYHOBYIO TEPANKIO BLICOHOR HHTBHCHBHOCTH W
CHOKYCHPOBAHHOO YMTPASEYHOBOE HANYHEHHE BEICORON
MHTEHCHBHOCTM — 3T MONDNL30BANME YALTPA3ayHa ¢ Gonae
BbLICOKOA IHEPTHOH, YoM NPU YALTPAIBYKOBOR AUArHOCTHNE, ANR
NPUBHECEHWA TeNna WK B TeR0. YALTpassyrosan
TOPAIMA AONYETHMA, BCSTK NEUBHWA BUINOAHABTCH C
PASASAAICWMM PACCTORHUEM HE MeHES 15 cm meay
ANMAMKATOPOM B MMAASHTUPOBAHHLIM YCTPOHCTDOM ¥ CUCTEMON
SASKTPOADS, 8 YALTPAIBYKOGOH /IyH HANPABNGH OT YCTRORCTRA W
CUCTEMB ANBKTPORDS.

5 BO3MONHDIG OCNOMHEHUA

BO3MOWHBIE HEIHEARTE/IbHLIE RBAEHMA, CBASAHHLIE ¢
HCRGABIOBAHWEM TRAHCBONOSHLIX MMOHTPOAOD, BK/WIMAIOT
CRBAYIDWME COCTORHHA, HAGMIOAREMLIE ¥ NALMEHTE (NepeveHb
HB HCHEPNHIBRIOWMA):

* BoagywHar aMBOMA
Paccevenne cepaua
nepdhopaiiA capana
Tamnoxaaa cepaua
PACCEHOHNE HOPOHAPHOND CHHYCH

JleranbHolil hexoa
SHADKAPAHT M MEPHKAPANT
RAPANAHHI HA HOMS
CTUMYNRUMA BHECAPASHHLIX MBELIL MAW HOAPOCTUMYAALMA
WM SPUTMMIA ADYEUX THNOB

Brioxaga cepaua
Paspbie CTENKM CEPALA WK CTENKW BEHLI
remaToma / cepoma

BoatyanmocTh MuoKapaa
CeHCUHT MHOTIOTEHUMANOE
MepuKapaManbHblil BLINOT
(Wym TpeHnA nepuKapa
NHOBMOTOPAHE
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Printing instructions: doc #163258
Size; 7.125 x 9in (101 x 203 mm)

DOHOMOH OTTOPHAHMA OPTAMMIMON, B TOM YMCNE MECTHAR
THAHOBAA POAKUMA
Nosuiwetme nopora

TpOMGOS
awbonun

TpomGoTuvecKan
NorpexaeHMe HAANAHA (0COBAHHO B COpALe C
HOQOCTATOMHO PA3BUTHIMIA AHATOMMMSCKHMK CTOVHTYDAMK)

JoNOAtMTEAEHDIS BOIMOMHLIG ROGNACOTIPMATHEG RBAGHWA,
CBR3AHHLIE C ANSHTPOAOM H 3ANPOTPAMMHDOBARHLIN
napamerpamu, a;)nmamciwmm COGLITHA (NEpeuBHL He
WUCHOPMLIBANOWMIA):

L 2K N N J

TONPUATHOS RGNS~  HOMO HOPPENTHPYIOMMS
e AYHOID ARABHKA AVRcTENN
CNSiLBHWe 3N8K- Mepwogmwecian wiu  Nepenporpansin-
Tpoga NOCTOAKHAA NOTEPA YT NO/MPHOCTL
SAXGATA W UENOCT-  CTIYRALIN JTHE
HOCTH CHIHAAA HsmernTe nonmke-
OTM UH (stnionan  Hve ieKTPOAA.
CoHOMHI®
Cwauienne 3N NeproMeckan win  Mepanporpassiu-
poga® MOCTOAHHAR (WNBP-  PYATE NOMAPHECTD
HYBCTEUTENHOCTL CTHMNAUNM STH
Hamerure nonows
HME NIHTROAR

aneKTROAA nacTosswan noreps  Mapenporpasmi-
34X5aTA WM USAOCT-  pystTe
HOCTM CirHAnA CTMAUNM JOH.
3MM T (sscmonan
oBHCHHY®
HapyliieHHe HsonR- MepuopecHRR WK JaNGHHTE ANEKTPAR.
LM NPOBOAHHKA ROCTORNHEA NOTEPA  Mepanpor pansit-
anexTpOnA SEXSETA WM UaNOCT-  PYRTE NORRPHOCTE
HOCTH CUrHana cryMynann JIHC
OFM I (exmouan
CEHOWHIT®
NodbitioHne nopora  Notepn saxeara® HactpotiTe suixon;
CTRSYARPM Wi 8no- MO NAPAMETPM
HAAE HD BLIXORR VANVBHTHDYOMONG
YCTPOHCTRA.
Mepenporpassss-
PYHTR NOMAPHOCTL
CTUMyRALAW JTHL
JeMerMTe SRBKTPOR
WM HBMEHHTE 610
NONMRSHWO.

Paspeis Cupand
RASHAL HICARLMN

MNoBpamneme
YILIOTHOHIAA HOHMMKA

NOBPOHABHNE Cim-
Pasm NPOBORHMKE /
HIOAMIMW

3aMeHUTS MNBKTPOA,

BameHnTo SHTPOA,

CTaBUIMIIUUH MOMHET Bl CMAWIHNE INSHTPORA.

Hwie NPUBEAEH Nepesenb METOA0S MMILTAHTALHW, NPH
PaaAMIAUNH KOTOPLIX ¥ SEKTPOAR MOTYT BOSHUNHYTL
NOEPEMABHHA (NBPEYEHL HE UCHEPTILIBRICIIN):

38 Ha pyccHom R36NE
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8 Npouepypa HMNNAHTaALKK

NMpeaynpempsune: Mepea nunnanTayred cucrems: SureScan
OLIGHMTE PHCHM, CBRSAHHLIE C YAANGHHEM PaHee
HNTUTAHTHDOBEHHLIX SNEKTPOROR. OCTaANEHHLIE Hepatoure

Npeaynpesaenne: Mpy BOSHUHHOBOHWM SHAUUTEALHOMO
CONPOTHBNGHNA HO NPHHNAALIBANATE AONANKUTENLHOMD YCHINA
ASA NPOBSASHAA NPOBOAHUHOBOID HATETERA UAW INBKTPORA.
HCNONLI0BAHNE NPOBOAMKHOBRIX HATETEROS WK BTBKTPOROB
MONST HAHECTH TPABMG! THAHRM CepAUa.
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insructions: doc 4163268
Cafegory: Leads singie pig.
Sizec 7.125 x 8n {181 X 203 mm}

Ann vsmaantaunn I anexrposa

Attain Performa MRA| SureScan 4298 B 8biGpaHHYI0 KAPAKAMLHYIO
BAHY TPAGYSTCA COBMECTMMAERA CHCTEMA AOCTEBHH, TAKER KoK
CUCTBMA A0CTABNM KOpNOPaLK Medironic. CosuecTiman
CHCTEME AOCTABKH BRMONBET NPOBOLHUHOBLIN KATETEP U
reMOCTETHYESCHUA KNENaH AW KAANEH WHTPORMIOCOPA, KOTOPLIO
MOTYT GbiTh YAANGHL! H MO3BORICT NPOROM N0 HOHREKTOPY
NBKTPONA. ANA NOAYUEHHA ACNOIMHTENEHON HHDOPMALHKY O

3a npaBMALHOCTL BUIROTHEHMA XHPYPIMHECKHX NPOUSAYP W
COBNOASHNS NPABNN CTEPHALHOCTH HECYT OTBETCTBEHHOCTL
MOIULMHCHHE PROOTHMKK, MTPOUSRYPE UMAAGHTALIMY,
ONMCANHBLIO B 1AHHOM PYROBOACTES, NPOLCTABNBHbI TONLKO B
MHOOPMATUBHLIX UaAAX. KEHABIA BPAN AOMIHOH NPUMEHATL
WHPOPMALMIO, NPHBRABHHYIO B STHX MHCTOYHLMAX, COMNMACHO
NPOGOCOUOHANLHOMY MESHLMHCHOMY ONBITY U NOMYHEHHDIM
HABLIKAM,

6.1 PasmMeweHne NPABOINEAYAOMKOBOND JNEHTPOAA

Mocne NPUHATHA PEWEHUA, KAKDH MENYAOUHOBLIA INBKTPOA
BBOAUTL NEPBLIM, PACCMOTPHTA BOGMONHOCTD KATETEPHUSALM
HOPOHAPHOD CHHYCA 1t HEOBXOAUMOCTH PEl3aPBHOR
KEPAHOCTHMYNALMN,

6.2 NoAroTOBKA CHCTEMDI ROCTABHW

noym CHCTeMY AOCTABKH ANA UMNAGHTAUYM BABKTPOAA
COMNACHO MHCTPYHUMAM, NPUBBASHHBIM B AOKYMBHTAUNWM,
NOCTABRNAGMON BMOCTE C CUCTONONH AOCTABHM.

6.3 BexosHbuiil gocTyn

NMpspynpempesine: Bo BpeMA WMANGHTALWH A0/HHE HMETLCA
BOSMOMHOCTE BLICTPO OCYUIECTENTH CTUMYAAPIIC C
PE3OEBUPOSAHNEM. MICNIONLIOBEHWE CHCTEMLI AGCTABHM UKW
SNGKTPOA0S MOMET NpusacTy K Groxass capaua.

1. AnA noay4eHMA QOCTYTIA K NOARMIONMMHON BeHe
MCNONBb3YHTE AI060HA NpeanoYMTEEMLIR METOR,
OCHOBAHHLIN Ha NPOGACCHOHRNLHOM ONLITS,

Bunmasine! HaroTophie SHATOMWYECHNE OTIIOHBHWA,
HANPUMEP KOMAPECCHOHHLIA CHHAPOM BOPXHEH ANSpTYRbL)
rPYAHOA KNBTHW, MOTYT CNOCOBCTBOBATD SALIEMASHMIO U

ROCASAYIOUBMY OGPLIBY HOPNYCA SNEKTPOAA.

Brnmatine! HroSe HatemaTh CHATUA KOPNYCA ANeXTPOAS
MENAY KNIOWILSH 1 NSPBbitd POGPOM, BESABMNE CNBAYET
BLINO/HATL, NO BOIMOMHOCTH, Gones AaTePansio (Prc. 1).

PrcyHox 1.
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1 POKOMEHIYOMOO MECTO BBB/HIN

2. Bregpme J-00pasHLIN NPOBOSHWK WHTPOABIOCORA M
OBONOMHY YPECKOMHOMD WHYPOALIOCEPA.

3. Boemme npoSnAHMKOBKH KaTETEP B COOPE ANA ANCTYNA K
HOPOHAPHOMY CHHYCY.

AN NOAYNSHHA AONOAHUTANBHON MHGDOPMALIMKY CM.
ADKYMOHTALMIO NO CHETEMS JOCTABHH.

8.4 Manyyenws SEHOrPAMMDS

Mepan pasMeIws e SNSHTPOAS B KOPOHEPHOM CHHYCE
BLINOAHUTE BEHOrPADING. BerorpamMmbl pErOMEHLYSTCR
MCNONLI0BATL ANA CNPEAENOHHA NYTH NPOBEASHUA U MECTa ANIA
OKOHHATENBHOK MMNAAHTAIN, HCXOAA M3 pasmapa, GopMbl,
NONACMBHUA H MIBWMCTOCTH BaH, KpOME TONO, BEHONPAMMb)
MOTYT GbITh NONGSHLIMK NPH PACAOIHAHIMM NPeANDARMaoMbIX
TPabM KOPOHAPHOTD ChHYCa, CBOOSHMA O NONYHOHIRM
BSEHOIPEMMbI G NOMOLLLI0 6aNN0HHOTO KaTaTepa CM. B
ROKYMEHTALAW, NOCTABNAGMON BMECTE C COOTBATCTBYIOUM
6an10HHLIM KATETEPOM, HCTIONLIYEMbLIM LI NOTYHEHUA
BEHOrPaMM.

8.5 Beopexns anexnTpOAS B CHCTOMY AOCTABKNW

NpeaynpomasHwe: ECAW AnA NOSHUMOHUPOBANHR SNEKTPORA
HCTIONBSYOTCA CTHANT, TO NONLIYHTECE TONLHO CTHABTEMM,
MMRILMMHCA B YNAKOBKE C SNOHTPOROM KM B HOMIIGRTS
CTUNETOB {C PYyWHOH yMOHBLIBHHOMO Paswaepa). Becorma
WCNONL3YIATE CTHAET HE 3 CM HOPOME QAL SNBKTPOAA,
YHASAHHOH HA STURSTHE HORHEKTOPA IS4, lpyrwe cTwieTsi
MOTYT NPORTH ABNDBLLE KOHBAKA INENTPOAA, TPABMMPOBAR
NAUMSHTA 1AM NENDOPUPOSAB HAPAKANLHYIO BeHY WAK cepaue.

Npeaynpenigeswe: NMpy BOSHMKHOBEHMA SHEHMTENLHOTO
CONPOTHAAGHIA NPH NPOBENEHUN SNSHTPOAA He
NPUKNARLIBAATE YCHMHA. MCNONLIOBEHS NPOBOAHWHOBYIX
HATSTEPOB WAW SNHBHTPOACE MOIKET HAHOCTH TPABML! COPALY.

Burnmanne! Mpx csoR0HM DNSKTPOAA cobmogaitte
OCTOPOMHOCTD.
* He cnegyeT 4pasmepHO HIrnBaTs, NEPBRPYYNEETL MK
PACTAIHBATL SNEKTPOA.
* He NOALIYIATECH XHPYDIMMOCHHMHU HCTRYMBHTEMH SR
3aXBaTa SNEKTPOAA MAK WTLIPLHA KOHHBKTOPA.

ANR BBOASHHA SASHTPOLA MOHO BLNIONHKWTL CABRYIOWMNE
AGACTEWA.

1. BeTaBLTS NPRAMON CTHAST MAK NPDBORHMK B ANEBKTPOR,
YTOG6) USMEHATD HOPMY ANCTANBHOTO KOHYKKA SneKTpoaa
(Pwc. 2).

NMpuasesanne: Korga cTUAET NOAHOCTLIO BBGASH,
ANCTANGHLI KOHMHMK CTUAETA HE AOCTUFAAT AUCTARBHOTO
HOH'WKE SHeHTPOAA.

Ha pyccrom aseite 39
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2 CTHNET NOMHOCTRIO BCTABNGN

2. BBaaUTe 3NEKTPOAR B CHCTEMY JOCTABKN. [NA NOAYHEHNA
POTOAHHTENLHON MHBOPMALIMA CM, SOKYMEHTEUMIO MO
CHCTOMO AOCTABKH.

6.6 Pasmeiwiosne anexTpona

N anextpop Attain Performa MR SureScan 4298 momno
NOIUUNOHUPOBATH ¢ NONOWLI NPGBOARWKA, CTASTA,
BHYTPEHHOD KATETOPA Wk BHYTDEHHOTO KATETEPa B COUSTARWN
C NPOBOANMKOM HAK CTUNBTOM,

JocTaBia ¢ NOMOWbIO CTHNETE - ECAY BeHA BnaaaeT B
KOPOHADHUIH CHHYC NAUWSHTA MOf TYNEM YTAOM, 3 BaTBL
RAPAMANEHON BeHul He nasnmmcta (Puc. 3), To ANR ROCTABKK
BNOKTPOAS MOHHO HCNONLICHATL CTIAGT.

Pucywon 3.
""-_-_—H""‘*\
O,
©)
1 HopoHapHet cuHyc
2 HapasancHen pera

DocTaria ¢ NOMOUWMO NPOBOAHMKA — ECAKH BeHA BNAAAGT 8
KOPOHAPHBIA CHMYC NAUMBHTA NOA OCTPbIM YT/IOM, 3 BETBbL
HAPAMANKLHON BeHb nssuancTa (PUC. 4), TO RNA SOCTABKW
SNEHTPOAS MOMMHO HCNONLIOBATE NPOBOAHHK.

40 Ha pycoxoM rIpine
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1 MSBWWICTRA BETEL HADAMATILHON BOHB, BRAAMOUAR B HOPOHADHLA
CHHYC NOA TYNWIM YTN0M

2 A39nNMCTEA SETBL HAPAMANLHON SEH, BIAAEOWAR B HOPOHEPHLIA
CHHYC NOZ OCTHEA YNOM

6.7 Pasmeiwiosne 2SHTPOAS C NOMOWbLIO CTWIeTA

Npsaynpempesste: MPU BOIHMKHOBEHIM SHAUNTEALHOM
CONPOTHENBHIA [PK NPOBEASHIY SNSHTPOAA He
NPUHARABIBANTE YOUAWA.

Npeapynpemgenue: YTo6u: CBBCTY K MAHWMYMY BOPOATHOCTL
TOABMMPOBAHHA BBH K NOAABEIKAHNA FMDKOCTH SMEKTPOAA NPy
Oro NPOBAEAGHHN HEPE3 BOHY, OTBEANTe CTUNET Ka 1-2 om Hasan
Ha suifeprre 60Ne8 Tl cTMneT.

Bimmasne! Ho #enonuayiTe OCTpue npeaMeTs, wrotul
MPHUAATH KPMBUIHY AUCTANLHOMY HOMMMIY CTHMETA. MpvMaaHne
HPHBHIHBI CTHASTY BOIMOMHO C NOMOILLIO
MHCTPYMEHTA C INAKON NOBEPXHOCTHIC (Pue. 5).

.

Mpumevanwe: EC/m NpOABMIKEHUE CTUNOTA N0 KIMWEY

CywecTayeT MHOFO MaTOAOS, KOTOPDIE MOMHO WCNOMLSOBAETL
ANA NPOBEASHIA MNEHTPOSA C NOMOLUILIO CTHASTA B
KapRHAZLHYIO Bavy. BbiGop METOAS NO YCMOTPEHIK BPAMA.

Composad: 2015-05-01 07:08:34
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| Prining Instructions: doc #163256
Cadegory: Lasds single pig.
| Size: 7.125 x 8 in (181 x 200 min)

6.8 Pasmeuesine SNeHTPOAA C NOMOWLIO
NPOBOAHWHA

NpeRyNpenaeHne: He BE0ANTE NPOKCHMANLHBLIA KOHSL,
NPOBOAHKKA HEPB3 YTWIOTHEHHE HOHUHKA SneKTpona Ges
WCNONLIOBAHMA MHCTDYMGHTA ANA BEAKEHMA NPOBOAHMNA,
Baagesme NPOBOAHKHA 683 UHCTPYMEHTA A/1A BRGGOHHA
NPOBOAHMKA MONET NOBPEAHTD YNNCTHBHKE KOHYHHA
ANBKTPCAA NHBO CMPANM NPOBOAHHKA NN KSONAUMK.

COCYACE M ADYFyX BOSMONHLIX HEGASNONPHATHDLIX ABABHWAX CM.
TOXHUHECHOS PYHOBOACTEO, HMBIILEECH B YNAKOBHS C
COOTBETCTBYIOUNM NPOBORHWHOM,

Brvmasine! Mpy yCTaHOBHS NPOBORMKA COBMICAAHTS
OCTOPOMHOCTD. ANA NOAYHSHIA AONOANHTEALHOR MHDOPMAaLUH
CM. AOKYMSHTALRMIO 1O NPOJYHTY, UMBIOLLYINCA B YNAKOBKA C
NPOBOAHHKOM.

Npusmesiarnn;
o CreuwankcTs: Ropriopayw Medironic pexomeHgyor
HCRONLIOBATL NPOSOAHHKN AHAMETOON o;g.se mm go

*  PaccmMoTPHTe BOSMONHOCTL 3aMaMBAHUA NPOBOAHMKA B
PARCTEOPE rENapiHA A0 B0 BBEASHHA £ UANLI0
MWHMMHIALMM PUCHA OGPaI0BaHNRA TpomGoe BO BPeMA
MCNONBLS0BAHMA,

» Ecim ncnone3ayeTca npoBoaHnd Attain Hybrid, npoveaype
NOAFOTOBNY NPOBOJHMHAE ANA NCTIONBIOBAHHMA OT/MNEETCA
OT APYIvX NPOBGAHWHOB H3-38 NPHHPENEHHOA
NPOHCHMBABHO PYUHH.

Y1066 NOANOTOBUTEL NPOBOGHKK K HCNONBL3OBAHUIO, BLIRONNUTS
CREaOWME ABHCTEMA:

1. BpiSepnTe nposoaHuK.

ECnv Y RAUMEHTE UISHAWCTHIO BEHLI, PEHOMHAYETCA
HCNONL30BATD Sonee rubkuil nposogsvui. Ecam
HOOGXOAHME AOMONHATENBHAR NOAABPMNA, HCNONL3YATE
G019 HECTHHIA NPOBOAHMWK.

Ecnn nenoms3yeTcn npasogHui Attain Hybrid, svanw ¢
MCNONL3OBAHWEM HHCTRYMOHTA AR BBegeHMA (war 2—
ar 4} HONPUMEHNMLI,

2. Bpeayire NPOBOAHKK B INEGHTPOA, PAIMECTHB AMCTA/HEN
(rBHMid) KOHEtY NPOBOSHMKA B WTLIDLHE KOHNEKTOPA
NBHTROAA C ROMOLLLIO HMSIDILISTOCH B YTIAKOBHS
WHCTDYMEHTA ANA BEAAGHHA NPOBoAHMKE {Pwc. 6}, YTobw
NPEAOTEPATUTE CMOLIBHNS SNOKTPOAS U3 MHCTRYMGHTA
7R BBEACHMA NPOBOAHWKA, HPONKD yABPMHBANTE
SNBKTPOA ¥ MHCTPYMOHT ANA BESAEHKA NPOSOAHMHA
GONBIMM ¥ YHASETENLHDIM NASTLUAMH,

BrHUMSHNE! HUTOGL CBACTH K MHHUMYMY BBPORTHOCTD
NOBPEMASHUR NPOSOAHMHA, NP6 HIBNSHOHIIOM

MH58022A4028 A Madironic Confidential
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MHCTPYMBHTA A BEOASHMA NPOBOAKKHHA K3 3ENTPOgA
yGeAUTECH, YTO MMBHAR 4ACTH NPOSOAHUKA NOAHOCTLIO

BESAOHA B ANGHTPOA.
NpuMesatne: Mepea UMNIaKTaLMEIH ANBKTPOAA
YORLNTOCY, HTO UHCTPYMEHT ANIA BBOAGHHA NPOBOAHHKA
H3IBNEYOH.

Pucyuox 8.
@ 2
—%m
J
1 NMiposcamk

2 Wirupett KOHHEKRTORA SNEKTPORA

3. OTCOBANHNTE MHCTPYMENT ANA BBEASHMA NPOBOAHMHA OT
WITHIDLHA HOHHBKTOPA ANOKTPOAA.
4. KapNeHWTe HCTPYNEHT ANA BBOASHMA NPOBORHNMKE,
OTBARA HHCTPYMEHT OT HOHLIA NPOBOANKKA.
5. (wanmm ar PYHOATIY YNPABASHUA NPOBOAHHKOM
Ana nposoaHmuka Attain Hybvid npegsapurentro
YCTAHOBMTS DYRORTHY YNDaBAGHIR NPOBORHHOM Ha
NPOGOAHHK, MBPSEL TEM KEK EBOANTE NPOBOAHMK B WTHIPOK
HOHHEKTOPA HA MPOKCHMANLHOM HOHUE SNSKTPOJA.
AR BpYTUX NPOBOANKKOE:
a. NpoaeMHETE PYHOATHY YNPABAGHKS
AANbUIE NPOKCHMANBLHOTO (OCTHOM) HOHUA
NPOBOANMKA.
b. 3aKPENHTA PYHORTHY YNPABAGHWA NPOBORHUKOM Ha
MPOBOAHUKS PAZOM CO LWITHIPHKOM HOHHEXTOPA

SNOKTPOAA.
PuoyHou 7.
(O) >
@
1 PyHOATHA YNPABAGHHA NPOSOAHMKOM

2 LTuper HOHHeKTOPa eHTPORa

6. B cTepnibHOM NOME HANORIATO SANMM NPOBORHIKE HA |
NPORCAHMK W 3adiHCHPYHTE 6r0, Cneuya/meTy
HOPROPAaLYIH MediToNnIC PeKDMEHAYIOT KPETVIBHWE SEIRMMA
NPOBOAMMKA K CTRRWILHON XUPYRIHUECKON NPOCTbIHG
nauueHTa.

B Ha48CTEE AMTEPHATUBHONO NOAXOAA B CHTYAUMAX, KOTRA
NPOBOAHAK YIKG HAXOAWTCS B HYHHOM MBCTE, SABKTPOR MOKHO
HAASTL HA NPOBOAFMK, UCNONLEYA HHCTRYMEHT QAR BBEAEHNA
NPOBOAHKHA,
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BaaguTe NPOBOAHKK B IABHTPOA, PAIMOCTHB NPORCHMANbHLIA
{MeCTHW) HOHEL|, NPOBOAHUNA B AUCTANBHOM HOHWKS
SNBHTPOAA C NOMOLLLIO UMSIOLLISTOCA 6 YNIAHOBKS HHCTPYMEHTa
ANR BBSAGHHA NPOBOAHMKA (PrC. B).

Npuevannn:

* [MPOXOHASHUE NPOBOAHMKA NOPES YNINOTHENNS KOHUMKA
ANGHTPOAA MOMET CONPORCHARTLCA HOSHAMTE/IbHLIM
CONPOTHBAGHMEM.

& Y100b) NPEACTEPATUTE CMOUEHHE INBHTPOAA HA
MHCTPYMEHTR /IR BEEASHWA NPOBOAHMHE BO BpeMA
8884GHHA NPOBOAHWKA, KPETIKO YABPIKWBARTE SNBHTPOA #
UHCTPYMOHY ANA BBELEHUA NPOBIAHNHA GONLIINM ¥
YKASATENbHLM NASUAMN.

+ Nepep uunnanTaumeit anexnTpona yéeaurecs, o
UHCTPYMGHT ANR BBEEHWA NPOBOAHNHA U3BABMEH Y8pes
WENb B MHCTPYMOHTS ANA BBAABHWA NPOBOHHKA.

Puoynon 8.

1 Nposogram
2 AMoTamMbit KOFMK ANBKTPOAA

Npespynpempaesie: Flon BOSHUKHOBOHHN SHAMMTRALHOTO
CONPOTHBACHHR NPH NPOBEASHHN SINEHTPORR H
NPUHAAALIBAHTS YOUIMA,

Bummannel Ecn ancTanbHbil HOHMMK MPOBOAHKKA CHABHO
3aruiasTCh HAN NENEHPYYHBAGTCR, TO, BOSMONHO, BOSHWHHYT
SATPYAHEHNA C 8T0 OTBAASHNOM HePe3 ANeHTPOA. MoaTomy,
OC/M MMEIOTCA NOROIPEHHUA, YTO AUCTANLHEIA HOHUHK
NPOBOAHIE NOBPEIKAOH, WM BOSHUKAGT IHENHTENLHOS
CONPOTHBARHHE NPOXOMASHMO NIROBOAHMHE, NIBASHWTE
ANOHTPOA BMECTS € NPOBOANKKOM KBK UGHO UeNoe. Maanexute
NPOBOAHM U3 ATENTPOAA W BCTABLTE B ANBHTPOA HOBLIA
npoBoaHK. He NPURNAALIBAATE MSNAUILHMX YCUmi AAA
HIBNBUEHMA NPOBOAHUKA M3 AAEKTPOAA.

Npnmeuannn:

*  ECAusneKTpoaHe NpOASHNasTCcA UM UMEBTCAR NOACIPAHUS,
4TO SABHTPOA # NPOBOAHMK CAWNANCD, BOIMCIHO, Ha
NPOROAHMKE HA HOHYMKE 3NBKTROAA OBPE30BANCH TPOMS,
U38ne1iTe INGKTPON ¥ NPOBOAHNK W OCMOTRMTE HX.
PACCMOTPUTE BOSMOHOCTD HCHONLIOBAHHA HOBOMD
NPOBOAHMKA. CHOE2 BCTABLTS SABKTPOA Y NPOBOAHYM, HAK
STO ONMCAHO HA NPBALIAYIIMX STanax.

* Ecnn npOsBHIEHHE NTPOBOAHWKA NO HINGY SaTPYANEHO,
PacCMOTPHTE BOIMOHOCTL HCNOALS0BAHWA ADYFOMD
nposogHMHa. AR USBWIWCTHIX COCYAOE PEHOMOHAYSTCA
HeNO/30BATL Sonee rbkue NPOBORHWKK. Bonee MECTHWE
NPOBOAHKHU POHOMGHAYSTTA NPUMEHATD, HoMma
HaoBXOAMMA AONOAHNTENLHAR NOARBPIKA.

42 Ha pyccrom Aabite
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CyliecTeyST MHOIMBCTEO METOA0H, KOTOPHIE MOXHO
MCNONL30BATE ANR NPOBEAEHNMA INGHTPOSA C NOMOWBKY
NPOBOAHMKE B KAPAKANLHYIO BeHy. Bubop meToaa no
YOMOTROHAI BPAHA.

6.9 Omicanun anexTpoaa

DIHCaMA AOCTHTRETCA TOM XE CNOCOBOM Ha3ABUCMD OT
PASMEUIEHNS MEKTPOAA.

NoA PeHTTEHOCHONUMECHM KOHTRONOM SaPHHCHDYIHTE
ananfpon.(m a;)mmoﬁemmsneurpoms KapAVANILHON
BBHE . 9).

Pucywon 9.

—_

DAR OBECNeBHNA ONTUMANLHBIX SNBKTPUHECHNX
XAPAKTOPUCTH U HHHCAUMH PASMECTHTS NPOHCUMA IbHbIA
KOHTHT B BuiBPAHHONA BOHE, 2 HO B HOPOHAPHOM CHHYCE.

Npnmesanne: Ecan snifparHian BeHa KpynHas, 10, NTobel
BOBHTLCA BUKCALM SNOKTPOAR, BOSMOMHO, NPHABTCA
PACNONOIUTEL ANEHTPOM, B KAPAMANLHOA BEHS MOHLLLETO
pasmapa. g nony4sHIN ONTUMANbHBIX SNGKTPUHECHMX
XapaHTePUCTHI HOpROopauyA Mexditronic peHomesAyaT, 4ToBn
HOHTANTH U THRHE CONPUHACAMCD.

6.10 NposepeHne HIMEPAHNA ANBRTPHHECHWX
NApaMeTpon

JIH anexTpog Altain Performa MRI SureScan 4298
NPEAHAIHAYOH ANA CTUMYAALUI HOPe3 BuICHPEEMbI8 HONTAKTHI.
Ha Pre. 10 noxasasl 16 A0CTYNHLIX NOAAPHOCTEH CYTUMYARUUK,

: 2015-08-01 07:06:34
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Puoyston 10, Brsumanve! Mopes NROBEASHHEM NIMEPDEHIIN JEHTPHWSCKUX
RAPAMEOTPOE HAU IGDEHTHBHOCTH AatHGpUARRMK, OTSBANTE

TOHONPOBOAAUME OGHLEKTLI, TAHHNG KAK NPOHOAHIHN UMK
g‘m Wi sanrpon CTMABTEL, NOANBLIS OT BOBX SNEHTPONOS.
misa Npusseuasne: Mepan NPOBBASHKEM HIMEPEHIN
SNSHTPHIOCHMK NBPANEBTROB PAHOMEHAYETCA OTBECTH CTHAST
M ovpane THS WAK NPOBOZHMK B NPOCBAT ANOHTPOAA NPOHCHMANLHEE BCEX
mne HOHTBNTOSB. 9Ta Mepa NUSBONAET KOHWAKY

anexTpoAa
BOCCTSHOBHTD CEOIO HOPMANLHYID HOpMY, CUECTIOMME pomKHos
CONPUWOCHOBEHWE HOHTAKTOE M THaHA.

VHCTPYMOHT AHAMAATOPA HabensHOro uKTepthelica
AccuRead 2,0 HONOALIYETCA ANA OCYWOCTBALHHSA TOUHLX
HBMBPEHHH SIBKTPHYECHNX NAPaMETPOE BO BPEMA
WANABKTaUWA.

Bunmanite! MononbayiiTe MHCTDYMENT aHAMSaTOPA
sHabensnoro uHTepdedca AccuRead 2.0 npu noAcoagUHeNUm
HOHTAKTOE KAGENA aHANMZATOPA K KOHHEKTODY aneKtpoas. STov
RHCTPYMEHT NOSBONAET NPOBORNTE TOMHLIS H3MOPOHUA
SAGKTPUMBCHWX NAPAMETPOB BO BPSMA WMNABHTALM,

P " AOAApHON CTIMyN YMEHLLIAA PUCK NOBPEHABHHA HOHHEKTOPE, SNEHTPUISCHOMN
; P o e WYHTUPOBRHWER UK HOPOTHOTO SAMBIMAHUA. PUCH NOBPEeAEHUA
ToanpracTi GunonApHOR (GPATHMOR) CTHM LM HOHHBNTODA, WYHTHROBAHIMA AW HOPOTHONO SaMbIKAHHA
PEIMHHAMU B KOHTAKTAX HABEN6H AHANKBATORA, &
PaciunpeHHER GUNONAPHAAR CTHMYNALMA AOCTYNHA NPY TaloHe LMPMHOA U GMSOCTHIO PACTIDNOHEHKA HONTAKTOB (KONBY,
WCNONL3IOBEHI GAHHOTO HIBKTPOLA B COMaTaMN C Y WTHIPLKA) HA KOHHaKTOPE 1S4,
coamacTHMON cHcTemol CPT-L1 n aedrbpnanaumontoiv
MK anexTpogom. H 4 ZOCTYNHLIM NIORRPHOCTAM CTHMENAUNK AnA HaMEPEHUA ANBKTPHHECHUX RAPAMETPOD BLINONHWTE
OTHOCATCA; CAGRYIOLPO RBHCTBUR:
* K1 —M¥K compane 1. Yﬁemmmmumpanmmnmsm
o JI2 — M compane B nucTpymeHT AccuRead 2.0. ECAW HHCTRYMEHT
* JIK3 —IMH cnupane AccuRead 2.0 nORCOAAKHEH NPABKALHO, WITHIPEK
* JIH4 — MK compans HOHHEHTOPa AocTyneH (oM. Puc. 11).

BHNCARPHAR CTUMYIME AOCTYTIHA NPH NCAONLI0BAHNK
HOFO 3NEKTPOAA B COMETAHIM C COBMBCTHMON CHCTOMON

AaM
CPT-A. MonapHOCTS KAKAOH HS 6 NAP HOHTAKTOB MONHO
NEPeBepHYTL, 41006 NONYIHTD B OGUIBA CAOMHOCTH 12
NOAAPHOCTEN GMNONAPHON CTUMYAALMK:
SO — T2, M2 — JHHY
SO — JIH3, 3 — MY
T — JIH4, M4 — SO

N2 — JIH3, HHS — {2
JIHZ2 — JIIH4, e — K2

* 0 9 00 0

JOH3 — M4, JDHS — K3 TOARMOYHTE XHOYPIHISCHWH KABENb K KORHEHTO)
Tipywessanie: ECAMNPOBORHTCA MOHHTODUHT CHHana MM z mpm“cmsyﬂm mpyuen"r‘ wnaargga
JIM, Korz1a BLIGPENa NONAPHOCTS CTIMYNALIN /K2 — JIHK3 KabensHoro nHTepedica AccuRead 2.0, HT0GH 0GMEMHTL
i O3 — JIH2, amnautyaa cursHana MoweT e COBMBIBHNE HAGBNLHLIX JAWMMOB C HOHTRHTAMM HE
OCARBNBHA B CPABHOHUW C ADYTHMN HORDHTYPaUNSMN HDHHOKTOPE SASKTPOLA. MHCTPYMORT NOMOTaeT
CTUMYIALMK, Hanpumep JIH1 — MH crvpans. 910 056CNAYATL NOTYNE noKasaTensi
0cNabneHne CHrHana ABARETCA GHMAABMOR NORYYEHMA pu::ru moo"mmeupm KOHTBHTOB o
XAPAKTOPHCTUKOA ummau ommaun mm'poaau
JIH anexvpora Aftain Performa MR SureScan 4298, Cxendy SNOKTPOAR b (1A 7. o
HOTOPGIA HMEOT KOPOTKOS PACCTORHNG MEIKAY HONTAKTEMM

JTHZ2 v M3
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WHCTDYMENTOM 1A WMINBHTELW, TAKWM KaK BHEAM3ATOD
CHCTEMbI 3/EHTPOKBPAVOCTUMYAAUMH, MHGOPMAUMA NO
MCNONLI0BAHUIY BCNIOMOTATENLHLI HHCTPYMEHTOB AN
MMIUIGHTALMN CORBPIUTCA B AORYMEHTALIMH NO ARHHOMY

YCTpOHCTBY.

Ha yaoBneTBOPUTENbLHOE NOJoHEHWE SNBKTPoAA
YHASLIBAIOT HHIHWE NOPOrH CTUMYNAUMY H BABKBaTHLIA
COHCHHI @WNMTYA BHYTPUCOPABYHBIX CHIHAN0S.
Npumaysins:

* Hussnit nopor CTUMYNALWM 05ECTIBYBAST HYHHLINK
3anac 6e30NACHOCTH, ACNYCHAA BOIMOMHOE
NOBHLILIGHHUES NOPOTOB, KOTOPOS MOMWET NPOKSORATU B
TEOUBHAE 2 MECALEE NOCAE UMNNAHTELIMN.

*  BOCTETOMHLIS SMIMTYSH crrsana MM JitK e ocTpoli
$a3e rapaKTUEYIoT, WTO S/IEHTPOA NPaBWIHO
BOCAPHHMAET COBCTRAHHDIO CHINHANL! CEPRUA.
MuumanbHbie TPESOBAHUA K CHIrHANAM JABUCAT OT
JYBCTBHTANLHOCTH YOTPOWCTSA.

AMNAUTYAL CUTHAAOB NA AMEHTPOAA B OCTPON hase

Tatnuua 1. PEHOMOHAYSMbDIS SHANBHHA HIMOPBHWUH NPU
wMnAaHTALMK®
PONOMSNIYOMIO HIMNSPOHHA Neasill menyaoien
MaxcHaancHbm SHAHONKR NOPONcE CTH- 3,0V
MYAAUAN § OCTPOR ase?
MHMANLHIA AMILWTYAA CHIHARE
2\ /0¥ e ocTpolt pase

2 MpeANOAAraMOe CONPOTHRNAHKE SO0 Q.

b Mo A/MTEAGOTH IINyteca 0.5 me.

€ AnnuTypa curiana M JUH AnR nonRpHOCTR CTHMYALYM

JIN2 — JTHE3 nan SIS — /T2, MOkeT BbiTh OCatAMHA B CPABHEHIM
© APYTYRM NOARPHOCTAMM CTUMYARLLYM, HENDHMBD

S — M cnwpane.

4. ECAY paSyNETATH ASMEDSHUWA ANBHTPHYECKMX NAPAMETPOR

4,0mve

5. MNposepsTe CTHMYNRLNO SHADGPArMANGHONO Hepea,

POLINONHAA CTHMYARLMIO NPH HANPRMIBHWK 10 V 1
AAMTENLHOCTH uMMYNLCa Gonee 0,6 ms. Mocne storo
NPOBEPETE, CORPALLABTCA NN AHSPPAMA C NOMOLLMO
PEHTTEHOCHOMMM KM NP BHANMOM TPENSTANMK GIOUHOR
CTOHRH. [lANLHORLAR NPOBBPKA MONET BHAOMATL
USMEHOHMA NONOHEHMA TENA, YTOGM UMUTHMPOBATL
XPOHWHMBGKWE COCTORHKA NAUWEHTA. EC CTUMYARUKA
AWaPPArMancHONO HEPBA BLINONHAGTCA, YMEHLILIOHTE
HANPAMEHNE A0 ONPOACNDHUA NOPOFa CTUMYNALIMM
AanahparMancHore Hepea. CTmnynauva aHadparMancHoro
HEPAR MOMET CBYCHOBKTL HEOBXOAMMOCTE KIMEHEHUA
NOMAPHOCTH CTHMYARUMH WM PENOSHUWOHWPOBHHUA

aneNTpoas.
. Uncrpyment AccuRead 2.0 MONMO OTCOBRHHHTD OT

NPOBOAHMHA MAK CTUAGTA C OMOLMO NPoPesu Ha GoroaoH
CTOPOHE HHCTRYMEHTA {cM. Pue. 12).

Puoytox 12.

1 Omooepmeae icTpymenTa AcouRsad 2.0 oT WiTkphia
KOMHSHTODS

2 Orcoenmmcotne HHCTpymenTa ACCuRead 2,0 0T CTUAGTA C IOMOMINIC
NPOPO3M Ha BOHORDH CTOPOHE WHCTDYMBHTE

I AMnauTyaA curana ST 20 NOAADHOCTER CTMMY LMK TH(2 — ST st STHIS — /TR, mower GulTh OCHRGNEHA 8 CDASHENMM C ADYTIMN NOAANHOCTAMK

CTHMYMAYN, HANDIMEp STH1 — MK cnwpams..
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6.11 MaaneyeHne NPOBOAHMKOBOTO HATETEPA M3
anenrpopa

Npumeuanne: Echn AnA pESMEILBHUA 9

MCNONBIOBAACA NPoBsoAKMK Attain Hybrid, nepeﬁmu war 2,
AR yaaneHna xaTeTepa 3ameHaTh pocAHMK Attain Hybrid Ha
CTRAST M8 TPebyeTeCA.

HaK ToNbKO 3NAKTPOA SARAMET OROHYATENBLHOE NONOIKEHWE,
YAQNUTE U3 HOTO NPOBOAHMHOBLIA KaTeTap;

1. Yaanure npoeoaHui H MHCTPYMEONT ANR BBOASHWA
NPOBOAHMKE (B8 CYHae WX UCTIONLAOBAHHA). SaMermTe
NPOSORHUK NPAMbIM CTHAGTOM (C PYHOH YMOHBWIEHHOTO
paanepa). BaeguTe NPAMONH CTHAST B INEHTPOA AD
COPBANHLE KOPOHAPHOID CHHYCA,

2. Yaanwre npOROAHHHOBLIA KATETED HA BneKTPoAa. nA
NOAYHEHUA NOAPOGHOR HRGOPMAIMH CM. JOKYMOHTALMO
NO CHCTEME A0CTABHN.

Mpumevanne: AnR paIpeNRembix CHCTEM SOCTABHH
Hopnopaw Medtronic ucnonbayiTe canTrep,
COBMBCTHMENA C HOPNYCOM

ansxrpoaa 1,75 mm (5,3 Franch).

3. OCTOPOHHHO NOMHOCTHIO HIABNGHHUTE CTHAGT W NPOBOAHNK
Attain Hybrid. Npy #3BASYSHUM CTHABTE NPOYHO
YASPHMBARTE 3NANTPOR OHONO0 AWCTANBHOND KOHUA
WTHIpbKA KOHHEKTOPA. YASPIHANKE SNGHTPORA B ITOM
MECTE NOMOIBT NPAROTEPATUTL BOSMONHOS CMAILIBHNWE
HOHMWHA SNeKTPOaA.

4, YOopNTECH, YTO HOHHEKTOP SNOKTPOAA BEAASH 8
WHCTPYMBHT HANAKIATOPA HADBNLHONC
AccuRead 2.0, & 3aTEM NOBTOPUTE HIMOPSHNS

SNBHTPHMBCKHX NapameTpos. Cu. Paap. 8.10,
'npoaonsuue UIMEPOHMIA INOHTPUHBCKUX NapameTpos”,

8.12 DuHCALMA INONTPOAR

Brumanne!l CoO/mOpaiTe OCTOPOIHOCTE NPH PHKCAUMM
NGKTROAA.
¢ [InA PMKCALMM SNBKTPOAA HCTIONLSYIATE TONLKD
HEPACCACHIBAIOWWACA LLIOBHDIA MaTEpUan.
* Ha nuiTaiiTech CHATL WK CPE3aTH PUHCUPYIOWYO MydTy.
¢ He wenonesyitte anA NOALMBAHKA YLk GMHCHDYIOWLEH
My gl
s Bo spemMA dUKCaUMN snexTpoaa
OCTOPCHHOCTE, YTOGb HIBEMETL CMEWSHHA
KOHMNA INBKTPOAS.
® Ha 3BTATUBARTE AMMATYPLE HECTONLKD TYTO, YTOBH OHM
CMOTNH NOBPOAHTL BOHY, SNBKTPOA AN GURCUDYIOULYIO

uydty (Puc. 13).
¢ He SaBRILBAMTE AHPETYPLI HANOCPAACTEGHHO HA HOPNYCS

anexTposa (Puc. 18).
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Prcynon 13.

=

DURCHPYHTE INBKTPOA, HCTIONLIYR Bee 3 SOpoaaKM;

1. Pamt::n“mme DUKCHRYIOLIYIO MYBTY HANPOTHS MAW PAAOM
eeH

2. NpRHPENrTE GHKOMPYIOWIYIO MYDTY K HOPNYCY SABKTPOAA,
mmnuwanSW(M 14).

Pucynox 14,

3. Hcnomaylite, No Kpadiell Mepe, 1 AoNOAHUTENLHYIO
AuraTypy 8 1 13 GOPOIRON, HTOGH! NPHHPENHTE
DUHCHPYIOULYIO MYQITY W HOPNYC ANBKTPOAA K ACUMH,

€.13 MogcoeauneHme anexTPOAA

Bravmamve! Mepeg NoacoeaMHeHMEN INEKTPOAA K YCTPORCTBY
BCATNA MIRNEKARTE HCTPYMEHTDBI ANA UMANENTAUNN, TAHWE KRK
CTWNOT, NPOPOAHMK AW UHCTDYMOHT KAG8ALHOMN

nHTephetica AccuRead 2.0. ECAM MHCTPYMOHTSI, HCNONbIYaNbIe
NPH MMANGHTAUMK, HE HIBNEYL, MOXMHO NOBPEAMTL 3NI8HTPOA.

MopcoaauunTe SAGKTPOR K MMNAAHTHRYOMOMY YCTROHCTSEY.

1. BPERMTA HOHHEKTOP ANGKTPOAA B GNOH HOHNEKTORA
YOTpoACTEA. LNA NOAYHBHUA HHDOPMALMH O NPABMALHOM
NOAKMOMEHHM SAGKTPOAA CM. AOHYMEHTALMIO,
NOCTABAREMYKO C HMIVIBHTHRYEMbIM YCTPOWCTEOM.

2. BuinoaHKTe HIMEPEHWA SNBHTPMNECKUK NEPamMeTPos ¢
NOMOWBIO YCTPOHCTRA.

8.14 Pacnosnosenne yeTpoicTaa u aNeKTpoaa 8
«HAPMANHE»

Bunmasne! MM paaMewsSHUN YCTPOCTBA W ANGKTPOROS B
“HAPMaNE» COBNIOABHTE OCTOPOMHOCTD.
*  YORaMTecs, HTO SASHTPOABL! HE BLIXOOAT M3 YCTROHCTSA Nog,
OCTPbIM YINOM,
¢ He SNSHTPOA MW YCTPOHCTBO
XUDYPIHLBCHAMMY U
¢ Ho coopaveaiTe anoHTPOA muzam Chopaunsanmne
SASHTPOAR HOMBUAMH MOHAT MPUBECTH K MEPOHPYHHMBARHNMIO
HOPAIYCA SNEKTPOAA ¥ K 810 CMBLLSHNWO (Pue. 15),
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Uro6bl NOMBCTUTH YCTPOHCTHO M NSKTPOAD! B «KAPMAH,
BLNOMHHTE CABRYICUME RBACTBUA:

1. Y066l NPEAOTRPATUTE HEMAAATENLHOS NOPBKPYUHBEHHE
WM CrHBaHKe NOA OCTRLM YINOM HOPNYCA SASKTPOAA,
BPALISHWEM YETPOWCTBA BLIBADITE MAMULIHIOD AMHY

anexTpoga (Pwc. 16).

)

2. BeeaMTe YCTPOUCTEBO M SNEKTPOA B xHAPMAH=.
3. MepeayumBaHHEM xHAPMAHA* NPOBEPLTE SPHONTUBHOCT:
CEHCUHIE, CTUMYIALAN, KADAUOBEPCUM N AehHEPWTAURH.

8.15 NoCASHMNIAHTALMONHAA OLBHKA

Nocne MwANaKTEYM BLINCAHARTE MOHMTOPMHI
ANSHTPOKBPAMOIPAMME NALMEHTA BAUNIOTL A0 670 BLNTUCKH,
ECan 3NBHTPOR CMOLAETCR, TO ITO OGNHO NPOMCXOAKT 8
PaHHEM NOCASCTIEPAUNOHHOM NEPHOAB.

B/1R NPOBBPHU NPABHSLHOCTH NOZULMOHMPOBAHMA INBHTPOA]R
POHOMBHAYETCA BOCNIONLICBATLOR NAHHLIMU PEHTTEHOMPaPHH 1
HSMEPSHHA NOPArcs CTHMYNALMM, NOYYEHHLIMU A0 BBRMCKY 9
SONLHILUD, 46DPE3 3 MECAUA NOCAE MMNNBHTELNH K YEpes
HAMALIE 6 MECALISE B AANbHERAWGM.

B chyuae CMapTH NAUMEHTA BLINOAHKTE SHCMNMAHTAUWIO BCEX
WMANBHTIHPOBAHHLIX SVIEKTPOAOE U YCTPOHCTE U BEPHWTE HX B
nopnopaumio Medtronic ¢ sanonHenHoi dopmoi oTyeTa o

NPOAYKTS.

7 TexHM4WeCHHE XAPaKTOPHCTHRM
7.1 ToXHHHOCHNS XAPAKTSPHCTHEMN (HOMHHANbHEIE)

602108-006

Nepanerp 4288

Npagmc copuiinero QUA

HOMEpa

Tun HpanpononApHLi
HOHTAKT

46 Ha pyccHom R3biie

M5822A028 A Medtronic Confidential

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

Nepawerp

Annra
Homexrop

Anemcrp

WTeape 1o~
HaneisA HOH-

HOMG HOH'MKA:

JOH2 v JON3:

JBES 1 Ma
{Npoasaams-
HuiH):

Homraxr 1
{ANCTANBHWR)
— JOK2:

TeSuil MenyONGK
78 W88cm

26%

MP35N
Monnyperan {cva-
PYHIH} 4 CAMOH-
nomimIng (S3-P1)
(evyTpn)*

NagTwHo-upraHe-
Bh#i CAVIAB C ROHPEI-
THEM M3 HITPMaA

M-

MP36N
MP3SN

CrnmoHoeLi Kay.

SapymeHHui, ¢
MOKPRITHEM N3

mTpHaa
BOGV/HIOUYIA CTD-

1,75mm
(5.3 French)

1,70mm
(5.1 French)

1,30mm
(3.9 French)

1,57 mm
(4.7 French)

1,20 mm
(3.9 French)

1,80 mm
5.7 French)

o7 0,38 mm a0
046 mm

5.8 R

21 mm
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TlapaneTp 420 7.2 CxeMa ¢ TEXHUUSCKIMHW XAPAHTOPHCTHHAMN
HowTeeT N2 4.3mm (HOMHNANBHLIO SHEVOHNA)
Kowrawt JOM3 21 mm Pucyson 17.
— JIH4 (npo-
ConpoTrancsing npo- T 22450 (76 om)
BOMINGE 24260 (88cm)
me 1924 Q (7B om)
2125Q (88cm)
K3 18 34 Q (78 cm)
21:40Q (88 cm)
s 1724 Q{78 em)
2024 Q (BB cM)
Crepona AueTar AeHcameTa-
aona
Ctwes coasmKaHHe <1.0mg A
cTepaMga
Conapowed  CHAMOHOBKIN KAy~
BOUIRCTDO AR YyK
CTRPOHAD ||
2 TounonorvA paspatotasa NASA,
O]
1 Howraur STHY szmmm
TEOMETPHMYSCHOH NRDLLARM NOBEPXHOUTH, VOTIONLIYBAMON NEH
CTWYNALYM — 5,8 mm?
2 Hourasy JTH2: HOMIRINLHOO FHEMNOHAS NOONSTDHNOCKOR
NOBOPXHOCTH, HCNOALIYEMON NP CTHMYAAMM — 5,8 mm?
3 Howraky JTHI3: HOMIRBNLHOS SHEHOHAS NEONETDINOCKOA
NOBAPKHOCTH, HCAD/RLIYIMON NPK CTHMYIARM — 5,8 mm?
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4 KoHTakT J/1XX4 (MpoKCUMarbHbIl KOHTaKT): HOMUHa/IbHOE 3Ha4eHne Tabnnua 2. 06bACHEHWE CUMBOJIOB, NPUBEAEHHbIX HA 3TUKETKE
reoMeTpUYECKOI N/OLLAAN NMOBEPXHOCTM, UCTMONb3YeMON Mpu YNakoBKu (MPOgOIKEHME)
CTuMy/iALn —S5,8 mn’* Cumson O6bsACHEHNE

5 ®dukcupytoLas Mydqra

6 Kourexop 1S4 1 MpowussoguTens

7 KoHTaKT JDK4 |

8 KoHTakT JDK3

9 KoHTakT JIK2 FoeH 10

10 KoHTakT JDKL 2 AEH A
8 3Hak cooTBeTCcTBUS CE REF Howmep Ans 3akasa

Cnepytouwnii 3Hak cooTBeTcTBUS CE OTHOCUTCS K 3/1IeKTpoay
Mozenun 4298.

YnonHoMoueHHb I NpecTaBuTenNs B EBponeit-
CKOM COO06LLECTBE

C€0123 SN CepuiiHbIiA HoMep

EC REP

2013
OTKpbIBATH 34€Ch
9 O6bSAACHEHME CMMBOJ/IOB, NPUBEAEHHbIX Ha
ynakoBke
Cofepxmmoe ynakoskmn

CM. Ha 3aTUKeTKax ynakoBKUu, Kakue CUMBO/bI MPUMEHUMbI K
LaHHOMY NPOAYKTY.

OKYMEHTALWs N0 Npo,
Tabnuua 2. 06bACHEHME CUMBOJIOB, NPUBEAEHHbIX HA 3TUKETKE Aoky = poayKTy

CM. VHCTPYKLMIO M0 3KCMyaTaLmum neKTpOg

LLI

CM. VHCTPYKLMIO M0 3KCT/TyaTalymn Ha 3ToM
Beb-caiite

TpaHCBEHO3Hb I 3N1EKTPOA AN CTUMY/ISLMA B
KapamanbHoii BeHe

WA+ meeuefeeoommenueFB

[ata n3rotonieHys TpaHCBEHO3HbIV YKe/y04KOBbI 3MEKTPOL,

ynakoBKu
Cumson O6bsICHEHVE
) . BHumMaHue!

C€O 123 Conformile Europeenne (EBponeiickoe cO0TBET-
CTBYVE). ITOT CMBO/ 0603HAYAET, HTO YCTPOA-
CTBO MO/HOCTLIO COOTBETCTBYET TPEGOBAHUAM
NpUMeHNMbIX AVMpeKTuB EBponelickoro Coto3a. I MpyHag1eXHOCTY
He ncnonb3oBaTh, €C/IN yNakoBKa NoBpeXxaeHa

BHyTpeHHWI fyameTp
He ncnonb30BaTh NOBTOPHO t I [nvHa anexkTpoga
{o]
].K+XX° (o Karetep
J +XX°F TemnepaTypa He BblLLe
| STERILE | Eon CTepunn3oBaHo 3TUMEHOKCUAOM \ KarteTep, foCTaBNAEMbIVi MO MPOBOAHUKY

48 Hapyooomssb ke
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Tatnnua 2. OGLACHEHHE CHMBOMOR, NPHBAAGHMLIX HA STUNBTHS
YTIBHOBHW (IPOAOMHEHINE)

B> 1o =H] M| fs][4] € S ST

Q6nacHane

TPAHCHEHOSHLN NPEACONRHLEL 3AGHTDOR

TPAHCDOHOBHLN ANGHTDOR C OHMM KOHTAKTOM
AR AEONSpUIRRmM

TPAHODEHOSHLIA SNEHTPOR G ABYMR NOHTRKTAMM
AN aedubpuanaym

Crmaynsusn
BocnpmATHe
AoduSpuanaumun

BusHMBMOWARCH H BLIBWHYHEEIMUAACH CTiH-
PN C AKTHEHON HUHCAUNSH

Buiganmouph crepoug

HHTPOAMIOCED SNUKTPOAA C MPOBOANHHOMN

Norotwn SureScan

MPT BuNOAHATE C COBNOLBHNEM ONIPAOENSHHLIX
YCAOSWA

MOESO22A028 A Medtmonic; Confidantal
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10 OrpasryeNHAA FAPANTMA HOPNIOPALMH

Medtronic

flonHuiii TeHET OrpasieHHON NBPaHTUM CORBPMMTCA B
NPUAATEONMOM AOKYMEHTE «OrpaHyeHHan rapanTus
Medtronic=,

11 O6cnymmeanne

CoTpympwin KOpNopaLm Medironic — UHHEHePL! ¥
KBaSMDHHALMH

CNBLMAIMCTH) BLICOROR

pAGOTAIOT B PASAMHHGIX

CTPAHAX MHPA, YTOGM NOMOMD BAM B OBCAYMHBAHKA
olopynosaHnA, 8 NPH HEOBXOAUMOCTH U OBYUMTL NANCOHAN
npoayKuped

Ne4aGHOC YMpemAeHHA patote c
Medtronic. Hopnopauws Medtronic Taroxe

HOpAopaurm

ROAL3OBATEARM OGOPYA0BAHUA BOIMOHHOCTL NOMYHEHUA
TEXHHMBCHMX KOHCY/IBTELMWA CTIBLMAIMCTOB KOpNopaupn. nn
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1 Opls

Medironic Attain Performa MR SureScan 4208 ransvenski LV

provodnlk sa Setirl elektrode koji otpusta steroid, za ugradnju

preko #ice, dizajniran je za pejsing preko sréane vene. Provodnik

Je testiran za upotrebu u okruZenju sa magnetnom rezonancom

{(MR). Sve duZine provodnika za ovaj mode) provodnika uslovno

su bezbadne 2a MR. Ovaj provodnik sadeZi 4 alekirode

dizajnirane da funkcionifu kao katode ili anode, u zavisnosti od

nadina na koji je polaritet pejsinga za levis komorny programican:

« alaktroda LV1, distalna elektroda, postavijena blizu distainog
wha elektrode

e eloktroda LV2, postavijena 21 mm proksimaino od viha
elektrode LV1

* elektroda LV3, postavijena 1,3 mm proksimalno od vrha
elgktrode LV2

s elekiroda LV4, proksimalna elektroda, postavijsna 21 mm
proksimaino od vrha elektrode LV3

Pogledajie odefjak 8.10, “Elektriéno merenje”, stranica 58 za
informacie o izbodma polariteta pejsinga za levu komovu.

Medtronic IS4-LLLLY unutrasni konaktor sa Sotiri stalka na
elekirodi olalava povezivanje uredaja tokom implantacije. Vrh
igle konekiora ima indikator u vidu bele trake, koy se moze koristiti
2a vizueinu potvrdu pravilne povezanosti elektrode sa wedajem.

Kontakti konektora poravnati su ga vihavima elekiroda LY sa
LV1, LV2 sa LV2 i tako dalje:
* kontakt konekiora LV1, igla konaktora, postavijen na
proksimaint wh alekiroda {poravnat sa elektrodom LV1)
» kontakt konektora LV2, postavijan distaino u odnosu na iglu
konektora LVt (poravnat sa elektrodom LV2)

s kontakt konektora LV3, postavijen distaino u odnosu na
kontakt konekiora LV2 {poravnat sa elektrodom LV3)

* kontakt konektora LV4, postavijen distaino u odnosu na
kontakt konektora LV3 {poravnat sa elekirodom LV4)

Pogledajte odaljak 7.2, “Crte sa specifikacijama (nominaine)”,
stranica 62 za dustraciju whova elektroda i kontakata konektora.

Distaini vrh provodnika omogucava prolaz vodié-Zice kako bi
pomogia pri izboru sréane vene. Vrh sadri membranu od
sillkonske gume, koja zatvara unutrasnji lumen provodnika kako bi
se smenjio ulazak krvi.

Svald vrh elektrode sadr2i monolitni uredaj za kontrolisanco
doziranje sterotda (MCRD) kaji otpuita steroid da bl se smanjio
zapaljenski odgovor unutar sréane vena. MCRD uredaji sadvZe
ukupnu kombinovanu dozu od <1,0 mg deksametazon-acetata.
Nakon izlaganja telesnim tednostima steroid se otpuita iz MCRD
uredaja. Steroid suzbija zapeljenski odgovor za koji se smatra da
dovodi do vrednosti praga to je obiéno u vezi sa
implantiranim vrhovima eiekiroda za pejsing.

Vihovi elekiroda postavijeni su biizu 2 distaine krivine elektroda
da bi olak8ak kontakt sa sréanim venama.

Spoijainia izolacija elekirode je od polkiretana, a unutragnja
izolacija je od Sl-poiiimida (S!- P1)2 S1-P1 je pre namotavanja nanet
kao omotad na provodnidku 2icu.

Aftain Performa MRI SureScan 4288 LV eleitroda moe da se
postavi pomodéu vodié-Zice, stajleta, imutradnjeg katetera ik
unutradnjeg katetera u kombinaciji sa vodié-Zicom ili stajletom.

Da bi se slekiroda implantirala u izabranu sréanu venu,
neophodan je kompatibilni sistem za plasiranje. Kompatibiini
sistem za plasicanje uldjutuje vodit-kateter | hemostateki vantil ill
uvodni ventil miumleukwmkoimw

konektora elekirode. Obratite se predstavniku kompanije
Medtronic za dodatne informacie © kompatibiinim sistemima za
plasiranje.

1.1 Medtronic SuraScan sistem

Pravodnik model 4298 deo jo Medironic SureScan sistema,
SureScan sistem obuhvata Medtronic SureScan uredaj povezan
sa Madtronic SureScan provodnicima, Oznake za komponente
SureScan sistema sadrie Jogotip SureScan i simbol za uslovno

bezbedno koriséenie u MR okruZenju.

1 (S4-LLLL se odnoai na Medunarodnl standard za koneitore (IS0 27186:2010) Cime 36 2a generalons puisa i elekirode kofl nDse tu aznaku garaniisje 0enowNG
mehaniiko pokiapanjs. LLLL definide kontakts koneidora elekirode kao niskonaponeks (L).
2 Ovo je tehnologija koju je razvila NASA.
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@ Logotip SweScan

A Simbol 2a bezbedno koridten]e sa magnetnom
M X

komuuaamm

Funkelja za magnetnu rezonancu SureScan dozvoljava reZim
rada koji omoguéava pacijentu sa SureScan uredajem bezbedno
skeniranje aparatom za magnetnu rezonancy, pri Samu unsdaj
nastavija da obezbeduje pravilan rad srca. Kad 9e programira na
opciu Uldjueeno" rad funkcije SureScan za magnetnu
ncu onemoguéava otkrivanje astmije, re2im magneta
diiagnostiku koju definide korignik. mmw
skeniranja magneinom rezonancom pogledajte tebnitki
priruénik za MR za SureScan sistam da biste prona#li vaine
informacije o procedurama, kao | 0 upozorenjima i merama
predostroinosti specifiEnim za magnetnu rezonancu.

1.2 Sadriaj pakovanja

Elektrode i dodatni pribor doatavijaju se sterilni, Svako pakovanje
sadr2i sledede stavke:

» 1 elektroda 3a naviakom za fiksiranje

1 alatka za ubacivanje vodic-tice

1 hvatajka vodid-2ice

1 rudica za upravijanje vodié-Zicom

4 stajleta

2 AccuRead 2.0 alatke intesfejs kablova analizatora
dokumentacija o proizvodu

1.3 Opls pribors

Sav pribor za jadnokratnu upotrebu odiaZita u skiadu s lokainim
zahtevima u vezl sa Zivotnom sredinom.

AccuRead 2.0 alatia - AccuRead 2.0 alatka interfejs kablova
analizatora upravija povezivanjem teeminala kablova analizatora
sa kontaktima konekiova elekirode. Ova veza olakéava precizna
elekiitna merenja tokom implantacije i spreSava mogude
oftadenje konektora.

Naviaka za fiksaciju poziclje - Naviaka 2a fiksaciju poziciie
osigurava slekirodu kako bi se sprecilo njeno pokretanje | Stiti
izolaciju elekirode | provodnike od oftedenja izazvanog uskim
Savovima.

Hvataljks vodié-$ice - Hvataljka vodid-Zice obezbeduje visak
vodié-Zice | pomate u zadtiti | odrZavanju steriinosti vodié-Zice.
Alstka za ubacivanje vodit-Zice ~ Alatka 2a ubacivanje
vodi&-Zice pruza dodatnu kontrolu tokom ubacivanja vodié-Zice v
pin konektora provodnika ill vrh provodnike.

Ruéica za upraviianjs vodié-Zicom - Rutica za upravijanje
vodié-2icom koristl se samo sa vodié-Zicama dijametra od

0,46 mm ili manjeg. Rugica 2a upravijanje ocbezbeduje dodatru
kontrolu nad upravijanjem i rotaciiom vodié-2ice.

Stajlet ~ Stajlet pruZa dodatnu Evretinu i kontrolisanu savitljivost
za dovodenje provodnika u konaéni poloZaj. Na zadebljanju
svakog stajleta nalazi se oznaka sa vrednostima prednika stajleta
i odgovarajuée duine provodnika.

2 Indlkaclje

Provodnlk 88 primenjuje kao deo Medironic biventrikulamog
sistema 2a pejsing.

3 Kontraindikaclje

Pre obavijanja skeniranja magnetnom rezonancom
pogledajte tehnidki privuénik za MR za SureScan sistem da
biste pronaill informacije o kontraindikacijama specifi¢nim
Za magnetnu rezonancu.
Provodnik model 4298 kontraindikovan je u slededim sluéajevima:

Koronama vaskulaturs ~ Ovaj provodaik jo kontraindikovan kod
pacijenata 8 koronarnom venskom vaskulaturom koja jo
neodgovarajuéa za plasiran|e provodnika, na 3ta ukazuje
venogram.

Upoireba sterolda - Upotreba ove elektrode je kontraindikovana
kod pacienata kod kojih jedna doza od 1,0 mg
dekeamatazon-acetata moZe da bude kontraindikovana.

4 Upozorenja i mere predostroZnosti

Za korlicenje u okruZenju: 88 magnetnom rezonaNcon
potreben je ceo SureScan sistem. Pre obavijanja skenlranjs
magnetnoim rezonancom pogledaijte tehnidki pricudnik za
MR za SureScan da biste pronaili informacije o
upozoreniima | merama predostroinosti specifiénim z»
magnetnu

Napomena:

medicinakom procedurom koji se odnose na Medtronic
implantirani sistem navedeni su u prinuiniku koji j& zapakovan sa
uredajem il se nalazi na veb lokaciji Medtronic Manual Library
(Medtronic biblioteka prirutnika) (www.medtronic.commanuals).

Provera sterlinog pakovanja ~ Palijivo pregledaite sterilino
pakovanje pre nego $to ga otvorite.
» Ako su zatvarat ill paket ofteceni, obratite sa predstavniku
preduzeda Mediranic.
» Ne skladiétite ovaj proizvod na temperaturi vifoj od 40 °C.
» Ne koristite proizvod posie istoka roka vaZenja.
Sterilizacija — Medtronic je pre isporuke steriisao sadr2aj
pakovanja etilen-oksidom, Ovay provodnik je namenjen samo za
Jednokrainu upotrebu | nije predvidena ponovna sterilizacija.
Za jednokratnu upotrebu - Provodnik | dodatni pribar su
iekljudivo za jadnokratnu upotrebu,
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Neophodna boiniéka oprema - Driite opremu za spolinu
defibrilaciu u biizini spremnu za hitnu upotrebu tokom akuinog
testiranja sistema elekirode, procedure implamacdije i kad god
aritmije mogu da se jave il kada se namema indukuj: tokom
testiranja nakon implantacije.

Spoljna defibriiacija | kardioverzije ~ Spoljna defibrilacija i
kardioverzija su terapije tokom kojih se na srce primenjule
olektrodok kako bi 88 nepravilnl gréani ritam pratvorio u pravilni,
Madironic kardio-uredagi su dizajnirani da izdrZe izlaganje
spolinoj defibrilacij [ kardioverzii. lako j& oStecenje implantiranog
sistema usied elektrodoka retka pojava, verovainoéa se poveéava
sa povedanim nivoima energile. Ove procedure takode mogu
priviemeno ili trajno da podignu pragove nadra2aja pri pejsingu
odnosno priviemeno di trajno da oftate miokard. Ako su spoijna
defibrilacija ili kardioverzija neophodne, uzmite u obeir sledede
mere predostro2nosti:

s Koristits najni2u idinitkl prilkladnu energiju.

» Postavite flastere ili ploée na najmanje 15 cm od uradaja.

* Postavite flastere ili plode vertikaino u odnasu na uredaj |
sigtem oloktroda.

+ Ako se spoljna defibrilacija ili kardioverzia isporude u opsegu
od 15 cm od uredaja, koristite Medironic programator da biste
procenili uredaj i sistem elekiroda,

Oprema koja se napaja strujom | oprema koja se napaja

putem baterija - Implantirana elektroda formira direkbru putanju

struje do miokarda. Tokom implantvanja i testvanja elekirode

koristite samo opramu koja se napaja putem bater§a il stujom i

koja je pesebno dizajnirana za ovu namenu da biste spredili

fibritaciju koju mogu izazvati naizmeniéne struje. Oprema koja se
napaja strujom u blizini bolesnika mova biti ispravino uzemijena.

Pinovi konektora provodnika moraju biti i2olovani od struja curenja

koje mogu nastati zbog opreme koja se napaja strujom.

Istovremeno koriidenje uredaja - Izlazni mpulsi, narodito sa

unipolarnih uredaja, mogu nepovoljno da utiu na moguénosti

oditavanja uredaja. Ako je pacijentu potreban zageban wajni #i

priviemeni uredaj za stimulaciju, ostavite dovolno prostora

izmedu slektrode 2asebnih sistemna kako biste izbegli smetnje u

moguénostima oditavanja uedaja. Prethodno implantirani

rmwmwwmmmmmw
86 izvade,

Upotreba stercida - Nljemvfdenodalizamombuwoyumdqa

Trudnoda - Dokazano je da je deksametazon-acetat teratogen
kod mnogih vrsta ako s daje u dozama ekvivaleninim dozi za
jude. Ne postoje odgovarajuée i dobro kontrolisane studije o
trudnicama. Deksametazon-acetat treba koristili utrudnodi samo
ako potencijaina korist opravdava potencijaini rizik za fetus.

povedavaju incidenciju rascepa nepca,
placentne insuficiiencije i spontanih pobaéaja, kao i da mogu da
smanje stopu intrautsrinog rasta,

Dajilje - Kortikosteroidl koji se daju sistemski pojavijuju se u
humanom mieku i mogu suzbiti rast, omatati produkciju

52 Srpski
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endogenih kortikosteroida ili dovest! do drugih nspovolinih
efekata kod odojéadi. Zbog moguéih ozbiljnih neZelienih raakcija
kod odojadi kao posiedice konikosteroida, potrebno je doneti
odluku da li ée dojenje bitl prekinuto ik a se koristitl elekiroda bez
staroida, uzimajuci u obzir vaZnost elekirode i leka za majku.

Rukovanje monolitnkn uredajima za kontrolisano doziranje

stercida (MCRD uredajima) - Izbegavajte smanjenje kolidine

dostupnog steroida pre implantacije provodnika. Smanjenje

dostupne koliéine steroida moZe da utite na

funkcionisanje provodnika pri niskom pragu nadraZaja.

= Ne dozvolite da povrsing vrhova elekiroda dode u kontakt sa
povriingkim kontaminantima.

* Nemojte da bridete vrhove alekiroda ikl da ik potapate u bilo
koju taénosl osim krvi za vrame implantacije.

Bipolarni pejsing - Ako je povrSina izabranog vwha anodne
elektrode jednaka ili manja od povriine izabrane katode, to moZe
daovesti do vidih pragova nadraZaja pri pejsingu ii do anodne
stimuacije. Ovaj provodnik koristi 4 wha elekiroda jednake
velitine; zato konfiguracije bipolamnag pejsinga mogu dovesti do
vidth pragova nadraZaja pri pejsingu il anodne stimulacije.

Ako terapia ne moZe da 56 isporudi putem LV1 elekirode, LV2,
LV3i Lv4 elektrode su dostupne za upotrebu sa odredenim
Medtronic uredajima. Pogiedajte odgovarajuéi Medtronic
prirudnik za sistem teraplje sréane resinhronizaclje (CRT-0) da
m&{rﬂoupmm dostupnih opcila polariteta pejsinga LV

Rukovanje stajistom - Uvek paijivo rukujte stajietom.

» Da biste moguénost povreds vene sveli na minimum i odr2ali
fieksibilnost provodnika dok ga pomerate kroz venuy, neka
stajiet bude zvuéen 1 do 2 cm ii izabarite savitijiviji stajlat.

» Nemoijte da koristite preteranu siu il hirurdke instrumente

kada ubacujete stajlet.
. lzbegavﬁtepmmsavﬁuﬂeiwnan}emmimgw

. u::nr&enovumilatkadagodsomﬁdmgswmnakupe
na stajletu koji koristite. Nakupljene tednosti mogu da oitete
provadnik ili da uzrokuju oteZan prolazek stajleta kroz
provocdnik.

» Zakrvjivanje distalnog kraja stajleta pre njegovog ubacivanja
u provodnik stvori¢e zakrivijenost na distalnom kraju
provadnika. Ne koristite ostar predmet 2a savijanje distainog
kraja siafieta.

Rukovanje vodié-Eicom — Uvek padijivo rukuijte vodid-Zicom.

*» Nemojte da ubacujete proksimalni kraj vodid-Zice kroz
zaplivak vwha elekirotde bez upotreba alatke za ubacivanje
vodit-Fice. Ubacivanje vodié-Zice bez alatke za ubacivanje
vodii-2ice moze oftetiti elektrodu.

* Oiteéenje vodié-2ice moZe spreditl precizan odziv na
uvrtanje | kontrolu vodié-Zice | dovesti do oftedenja krvnog
swda. Dodatne informacije o odteéenju krvnog suda i drugin
potencijainim nezelienim dogadajima potraite u tehnitkom
prinetniku zapakovanom sa odgovarajuéom vodié-Zicom.
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. Ammmmmaimnjadmmja
vodid-2ice, njena izviadenje kroz elektrodu
Zbog toga ukionite alektrodu | vadié-2cu uisdno lmn celinu
ako postoji indikacila da se distalni kraj vod|&-Zice oftetio il
ako ogecate vedi otpor pri prolasku vodit-2ice. Ukionite
vodié-Zicu iz elekirode i ubacite novu vodié-Zicu u elekirodu.
Nemojte da koristite prekomemau silu prilikom vadenja
vodié-Zice iz elekirode.
Za dodatne informacie konsultujte dokumentaciju o
proizvodu koju ste dobili sa vodié-Zicom.

Rukomieolomdom Uvek paijivo rdaste provodnikom.

+ Ne preporuuje se upotreba rast stajleta za ovu elekirodu
zbog rizika od perforacije kalema provodnitke Zice il njene

izolacije.

s Ako ge stajlet kosisti za pozicioniranis elektrode, koristite
samo one stajlete kojl dolaze u pakovanju sa eleldrodom Hi v
kompletu stajleta (sa smanjenim zadeb§anjemna vrhu). Drugi
gtajleti se mogu protezati prekoe viha elektrode, &to dovadi do

. mwméenmnmpmm Vratite
provodnik predstavniku kompange Medtronic.

= Zasitite elekirodu od materijala koji ostaviiaju Eestice, kao St0
su viakna | pradina. (zolatori provodnika priviate ove Sestice.

» Rukujte provodnikom u sterinim hirurdkim rukavicama koje
ste ispeali statiinom vodom il sliénom supstancom.

* Nemojts grubo savijati, uvjatl ili istezali provodnik.

¢ Ne koristite hirurkka instrumente za hvatanje peovodnika il
konektorske igle.

o Ne potapajte elekirode u enineraina ulja, silikonske vija ili bilo
koju drugu teénost, lzuzev u krv za vreme implaniacie.

* Sa svim elektrodama koristite naviaku za fiksiranje. Uverite se
da je naviaka za fikeiranje pozicije postavijena blizu pina
konektora elekirode kako bi 6o spredio neZeljeni prolazak
naviake u venu. Ako je neophodno obrisati elektrodu pre
wauvmja,ummeaedanav!akazaﬁksimn]aomnamm

. Nomo]tedahonsﬂeswpﬂpomemmuwdé-katetaali
slektroda ukoliko naidete na vedi otpor. Upotreba
vodié-katetera il elekiroda mo2e dovesti do povrede srca.

Hronléna repozicije iti ukianjanje - Hronkina repozicija lli
uklanjanje elektroda magu da budu oteZani zbog razvoja
fibroznog tkiva. Klini¢ka studija nije dizajnirana za procenu
Manpdekhmabvuhommuwnskhmmhmn

sudova. Ako slekiroda mora da se uklont il repozicionira, budite
izuzetno padivi. Sve ukionjene elekirode watite pradstavniku
kompanije Medtronic.

» Ne preporuiule se upotreba rast stajela za ovu elektrodu
zbog rizika od perforacije kalema provodnike Zice fli njene
izolacie.

» Prilikom repozicioniranja proverite dulinu elekirode na oznaci
olektrode na konektoru kako biste odabrall komplet stajieta
odgovarajuée duZine (sa smanjenim zadebljanjem na vitw).
Uvek koristite komplet stajleta (sa smanjenim zadeblanjem
na vrhu} koji je 3 em kradi od dutine elekirode. Na primer,
izaberite komplet stajleta (sa smanjenim zadsbianjem na
vrhu) sa stajletima duZine 75 cm za elekirodu od 78 cm.

6502108-006

= Uklanjanje provodnika moZe da izazove avulziy
endokardijuma, zaliska il vene.

+ Spojevi na provodniku mogu da se advoje pa vrh peovodnika
i ogoljena Zica mogu da ostanu u srcu il veni.

+ Hroniéno repozicioniranje mo2e da neZefjeno utite na
tunkcionisanje elekirode koja otpusta steroid pri niskom
pragu nadrazaja.

¢ Pokrljte krajeve napudtenih elektroda da bi se izbeglo
prenodenje elektricnih signala.

» Kod slektroda koje su presetene, zapetatite preostali kraj
elekirode | #avom pridvrstite alektrodu za okolno tkivo,

» Prilikom uklanjanja i repozicije elektrode paZfjivo proverite da
k postoji odtecenje kalema provodnicke 2ice i njene izolacije
pre repozicije.

Snimanje magnetnom rezonancom (MR} - Magnetna

rezonanca je tip medicinskog snimanja koji korieti magnetna polja

2za stvaranje unutradnjeg prikaza tela. Ako se ispune odredeni
kritevijumi | postuju upozorenja i mene predostroZnosti koje navodi

Macditronic, pacijenti sa uredajima koji su uslovno bezbedni u MR

okruZenju | sa sistemom provadnika mogu da se podvrgnu

ekeniranju magnetnom rezonancorn. Detalje potraZite u

tehniZkom priruéniku za MR za SureScan ko Medtronic

obezbeduje za uredaj koji js usiovno bezbedan u MR okruZenju.

LeZenje dijatermiom {(ukijuujuéi terapsutakl ultrazvui) ~
Dliammia je ladenje koje podrazumeva terapeutsko 2agrevanje
telesnih tkiva. Ledenja dijatermijom uidjuduju ultrazvuk visoke
frekvenciie, kratkotalasni, mikrotalagnd i terapeutski ultrazvuk.
Nemaijie koristit leSenja dijatermijom na pacijentima sa
kardio-uredajem, osim terapeutskog ultrazvuka. Ledenja
diiatermijorn mogu da dovedu do ozbiline powreda il oitedenja
implantiranog uradaja | sistema etekiroda. Terapeutski ultrazvuk
predstavija koriddenje ultrazvuka (ukjudujuci fizioterapiju,
terapeutski ultrazvisk vieokog intenziteta | fokusicani uitrazvuk
visokog intenziteta) pri veéim energijama nego kod
dijagnostitkog vitrazvuka radi zagrevanja | agitace tela.
Terapeutski uitrazvuk je prilvatijiv ako se letenje obavija tako da
razdadjina od apiikatora i implantirancg uredaja | sisterna
elekiroda bude najmanje 15 cm , sve dok ultrazvutni snog nije
usmeren ka uredaju i sistemu elektroda.

5 Moguél neeljeni dogadajl

Potencijaini ne2eljent dogadaji u vezi sakoridéenjemtrangvensih
provodnika ukljuduju sledeca stanja u vezi sa pacijentom, all nisu
ograniéanl na njih:

+ vazdusna embolja

vansréana misiéna il nervna stimulacija
fibrilacia il druge aritmije
sréani blok

s e e s 000080
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ruptura zida srca i zida vene
hematom#serom

infekcija

fritabilnost miokarda

sanging miopotencijala
pevikardijaina sfuzija
perikardijaino trenje
pneumotoraks

fenomen odbacivanja od strane tela ukljudujuci reakciju
lokalnog tkiva

slevacija praga nadraZaje
fromboza

trombotiina embolija
oftedenje zaliska (narotito kod asetijivih srca)

Dodatni patencijaini neZefjeni dogadaji v vezi sa elekwodom i
z‘togramnnimmmknawwtﬁu,anaemogwwuna

L B B BN IR BN BN BE BN ]

L 3N N BN 2

Pokazatel|
mogudeg Kovsktivne radnje

Mogué natoljen! neloljencg imje treba uzeti u

dogads} dogedajs obak

Pomearanje aleldrode®  Perioditni i Ponovo progsamicais *
neprakidni LV polarttet pefsinga.
kontakta il Integriteta  Repazicionirajte
LV EGM signala eleidodu.
{ukjutiqudi seneing)*

Pomeranje elektrade®  Pariodican i Ponovo programiralte
neprokidan LV polaritet pejeinga.
prokomemi sensing  Repozicionirajte

elekirodu.

Pucanje provodnika  Periodtné W Zamenite provodnik,

alektrode neprokidni Qubitak Fonova programibealie
wmmm integriteta LV polaritet pejsinga.
(uidjutujudi seneing)®

Otkazivanje izotacije  Perloditni W Zamenite elektrodu,

provodnika elekirode  neprokidni Qubitak Ponovo programicajte
kontakta il imegriteta LV polaritet pejsinga.
LV EGM signala.

(uld]udujudi sensing)®

Podizanje paaga i Prokid komakia® Prilagodite izlazni

izilazni biok signal implantabiinog

uredaja.
Ponovo programicajte
LV polaritet pejsnga.
Zamanite it
repozicionirajte
olakirody.

* Posle moze dodido prekidaiontakta i intageiteta

LVEGM signala (ukijutujudi sensing) dok s elektrodane stabilizuje, Ako

ne dode o stabilizacie, postol moginast da je datio do pomerania

Tehnike implantacije koje mogu da o#teta slektrodu ukijuéuju, ali
nisu ogranitene na sledede:
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Telwiike
implantacijs kofe
mogus da ofitele Mogué! slekii ne Korekthma radnjs
oloktrodu elektrodu koju iraba razmotritt
Guranje elekirode na  Oftetenje viha Zamenite elekiradu.
il keoz elektrode, kalema
uvodniivsistem za provodniske Zice il
plagiranje zolace
Korifdenia Prekid zavojnico Zamenite olektrodu.
prekomemo konduldora,
medilainog pristupa  odtecenje izolacie
venskim uvodnikom
$to dovodi do
vezivania kijne kost
iprvog rebra
Korildonje previde Perforacija kaema Zamentts eloktrodu.
krutog stajieta provodnicke
2lce/izolacis

Ubadanje pokosnice  Prekid kalema Zamenits elakirady.
ili jetivo kada 28 provodniéks dice,

potiduini  odtedenje alacle
pristup uvednikorn,
#10 dovods do
vezivanja
Proviatenje elekirode  LzobliGenje vrha W Zamenito slektrodh.
oz nakoroname perforacija izolacie
centraine pristupne
vene bez potpuno
ubaZenog stajeta N
VoS- Hoe
Ubacivanje Qiaéanje Zamenits elekirodu.
prokeimanog kraja wrha alektrode it
vodid-Zice kroz oftecenje
2apiivak wiha provodnitie
olektrode bez upo- Zicafizoleciio
trebe alatke za
ubacivanje vodid-Zice

6 Procedura implantacije

Upozorenje: Pre implantacije SureScan sistema uzmite u obzi
rizike povezane sa ukianjanjem prothodno implantiranih
provodnika. Napusten! provodnici i prethodno implantirani

Upozorenje: Nemojte da koristite situ pri pomeranju
vodi&-katetera il provodnika ukolilo naidete na vedi otpor.
Upotreba vodic-katetera il provodnika moZe prouzrokovati
oitecenje srca.

Da bi se Attain Performa MRI SuraeScan 4208 LV elektroda
implantirata u sréany venu, neophodan Je kampatibilni sistem za
plasiranje, kao §to jo Medtronic sistem 2a plasiranje. Kompatibilni
sistam za plasirane ukijucuje vodiS-kateter | hemostatski ventil 3i
uvodni vantil koji se moZe ukioniti ik koji omoguduje prolazak
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konekiora elekirode. Obratits se predstavniku kompanije
Madtronic za dodatne informacije o kompatibiinim sistamima za
plasiranje.

Madicinsko osoblje je odgovorno za sprovodenje ispravnih
hirurgkih procedura i sterilnih tehnika. Procedura ugradnje
opisane u ovom priruéniku predvidene su samo kao
Svabwﬂwmdapnmmfonmegazovhwumavausmdu
aa struénom medicinakom obukom i iskustvom.

8.1 Postavijanje desnog ventrikularnog provadalka

Prilikom odiudivania o tome koje ventrikulame olekirode treba
najpre postaviti, razmotrite lakoéu kanulacije koronamog sinusa i
potrebu za rezervwnim pejsingom.

6.2 Priprema sistema za plasiranje

Zaimplantaciju provodnika pripremita sistem za plasiranje prema
uputstvima iz dokumentacije o proizvodu koja se isporuduje u
paketu sa sistemom za plasiranje.

8.3 Venski pristup

Upozorenje: Rezervni sistam za pejsing treba da bude na
raspolaganju tokom implantacie. Kori&¢enje sistama za
plasiranje ili provodnika mozZe uzrokovati sréani blok.

1. Da biste pristupill potkljuénoj veni, koristite 2eljani nadin na
iskustva.

Oprez: Mesto umetanja treba da se nalazi na najdaljoj
mogucoj laterainoj ta&ki kako bl se izbeglo stezanje tela
elektrode Izmedu kijuéne kosti i prvog rebra (slika 1).

Slikn 1.

- 1 ProdiiZenc mesto ulaska

2. Uvedite vodié-Zicu uvodnika u obliku slova J i perkutani sioj
uvodnika,

3. Uvedite skiop vodit-katetera da biste pristupill koronamom
sinusu,

Dodatne informacie potradite u dokumentacii o proizvodu
sistemna za plasiranje.

6021068-005

6.4 Dobljanje venograma

Pre plasiranja provodnika u koronami sinus, obezbedite
venograme, 80 preporuduju za procenu rute 23 prolaz
i mesta za konano postavijanje na osnovu veli¢ine, oblika,
lokacija i vijugavosti vena. Takode, venogrami mogu biti korisni za
identifikovanje suspeking traume sinusa. Informacije
o dobijanju venograma korigéenjem bakon-katetera za venogram
potraZite u dokumentacii proizvoda koja se dobija u pakovanju sa
balon-kateterom za venogram,

6.5 Umetanje provodnika u sistem 2a plasiranje

Upozorenje: Ako ss stajlet koristi za pozicioniranje elektrode,
korigtite samo one stajlete kojl dolaze u pakovanju sa elektrodom
Hiu komplet stajleta (sa smanjenim zadebljanjem na vrhu). Uvek
koristite stajlet koji je 3 cm kradi od dudine elekdrode koja je
navedenana etiketi 1S4 konekiora. Drugi stajieti mogu se protezati
weleo“\irrhaelelwode , $t0 dovodi do povrede ili perforacie sréane
vene ili srca.

Upozoranje: Nemoje da koristite silu pri pomeranju elektrode
ako naidete na vedi otpor pvi njenom prolasku. Koridéenje
vodid-katetora ik elekiroda moie prouzrokovet! trauwnu srca.

Oprez: Padijivo rukuite elekiradom tokom ubacivania.
* Nemojte grubo savijati, uvijati i istezati provodnike.
* Ne koristite hirurSke instrumente za hvatanje elekirode i
konektorske igle.

Slededi koraci se mogu koristit za ubacivanje elektrode:

1. Ubacke ravan stagiet ili vodié-2icu u edektrodu da biste
prilagodili oblik distalnog kraja elektrode (slika 2).
Napomena: Kada |e stajlet potpuno ubaden, distalini vrh
stajleta ne dosti2e distaint vrh elektrode.

7

1 Potpuno izvuten stajiet
2 Potpuno basen elajlel

2. Ubacite glektrodu u sistem za plasiranje. Dodatne
hforrnaci:,]o potrafite u dokumentacij o proizvodu gistema za
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6.6 Postavijanje elektrode

Attzin Performa MRI SureScan 4298 LV slekiroda moie da se
postavi pomocu vodit-2ics, stajleta, unutradnjeg katetera i
unutrasnjeg katetera u kombinacii sa vodié-Zicom ili stajletom.
Plasiranje stajleta - Ako anatomija pacijenta podrazumeva
neinu angulaciju vena od koronarnog sinusa i manju vijugavost
grane srtane vene (slika 3}, moZe se koristiti stajlet 2za plasiranje

::::& _ T
N

Plasiranje vodié-Zice - Ako anatomija pacijenta podrazumeva
oéitru angulaciu vena od koronarmog sinusa i veéu vijugavost
grane sréane vene (slika 4), moZe se koristiti vodit-Zica za
plasiranje elekirode.

Stiks 4.

e ﬁ"“\

Ty

®

1 Veta vijugavost grane sidane vens sa biagom angulacijom od
koronamog sinuga

2 Veca vijugavost grane snians vene sa odtrom angulaciom od
kovonamog sinusa

8.7 Postavijanje provodnika pomoéu stajleta

Upozorenje: Nemoge da koristite sdu pri pomeranju elektrode
ako naidete na vedi otpor pri njenom prolasku.

Upo2orenje: Da biste moguénost povrede vene svell na

minimum i odr2ali fieksibilnost slektrode dok je pomerate kraz
venu, neka stajlet bude i2witen 1 do 2 cm ili izaberlte savitifvii
stajiet.

56 Srpski
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Oprez: Ne koristite oftar predmet za savijanja distalnog kraja
stajleta. Pravijenje krivine na stajletu moZe se postici sterilnim
mstrumentom glatke povesine (alika 5).

=

Napomana: Ako je teZko progurati stajiet oko krivine, razmotrite
koriSéenje drugog stajleta. Za vane vede vijugavosti preporuluju
se savitljiviji stajleti. Kaudi stajleti preporuduju se kad je potrebna
dodatna podrika.

Postoje brojne tehnike koje se mogu koristitl za uviaZenje
elekirode u sréanu venu pomodéu atajiata. (zbor tehnike je
prepuditen lekari.

6.8 Postavijanje provodnika pomodu vodié-Eice

Upoz2orenje: Nemojte da ubacujete proksimain! kraj vodic-Zice
kroz zaptivak vrha elekirode bez upotrebe alatke za ubacivanje
vodié-Zice. Ubacivanje vodié-Zice bez alatks za ubacivanje
vodié-2ice moZe da ofteti zaptivak vrha elektrode ill kalern
provodnitke Zice odnosno njenu izolaciju.

Upozorenje: Oitedanje vodic-Zice moie spretiti precizan od2iv
nauvnarﬁoihomrw\vodlc -Fice | dovesti do odtecenja

suda. Dodatne informacije o ofteéenju krvnog suda i drugim
potenciainim neelenim dogadajima potraZite u tehnickom
prirudniku zapakovanom sa odgovarajuéom vodié-Zcom.

Oprez: Patijivo postavits vodié-Zicu. Za dodatne informacije
konsuktujte dokumenteaciju o proizvode koju ste dobili sa

Napomene:

* Medonic preporutuje koriféanje vodic-2ica prednika
0,36 mm do 0,46 mm . Chratite se pradetavniku kompanlje
Medtronic za dodatne informacije o preporuenim
vodit-Zicama,

¢ Razmotrite potapanje vodié-2ice u rastvor heparina pre
umetanja da bi se smanjlo rizik od formiranja tromba tokom

« Ako korietite Attain Hybrid vodié-Zicu, procedura za pripremu
vodid-}ice 2a upotrabu razlikuje se od drugih vodié-2ica zbog
proksimainog pricvrétenog 2globa.

Praduzmite stedete karake da biste vodi&-Eicu pripremill za
upotrebu:
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1. l2aberite vodit-3icu.
Ako pacifent ima vijugavu anatomiju, preporuduje se
savitliivija vodié-Zica. Ako je potrebna dodama podritka,
koristite EvrSée vodid-Zice.
Ak koristite Attain Hybrid vodit-Zicu, koraci koji ukljuduju
alalku 2a ubacivanje (korak 2 do korak 4) a8 ne primenjuju.

2. Ubacite vodid-Zicu u alekirodu postavijanjem distalnog
(sawitijivog) kraja vodit-2ice u pin konektora eleldrode

pomodu alatke za ubacivanie vodil-Zice koja jo ukijudena u

paket (slika 8). Da biste spredili ispadanje elekirode iz alatke
Za ubacivanje vodi¢-Zice, elaktrodu i alatku za ubacivanje
vodié-tice &vrato uhvatite izmedu paica | kaZiprsta.
Oprez: Da bista umanjili rizik od odtacenja vodit-tice,
uverite se da je savitifivi deo vodit-Zice potpunc ubaten u
elektrodu pre nago 4to uklonite alatku za ubacivanje
vodid-Zice sa slekirode.
N-mnwObamealaﬂwzaMn}a
vodi¢-Sice pre implantacije elekirode.

Slika 8.
€)
®_ N TN R
- |

1 Vodic-2ica
2 Pin konekiora elektrode

3. Otkatite alatku za ubacivanie vodié-Zice aa pina konektora
elektrode.
4. Uklonite alatku za ubacivanje vodié-Zice poviatenjem alatke
sa kraja vodi-Zice.
§. Postavite ruticu za upravijanje vodié-2icom (stika 7):
Za Attain Hybrid vodié-Zicy, postavite rudicu za upravijanje
vodié-Zicom na vodid-Zicu pre ubacivanja vodi¢-Zice u pin
konektora na proksimainom kraju elektrode.
Za ostale vodié-2ice:
a. Prebacite ruliicu za upravijanja vodit-Zicom preko
prokeimalnog (Evrstog) kraja vodié-Zice.
b. Pritegnite ruéicu za upravianje vodié-Zicom za
vodi-Zicu u biizinl pina konekiora elekirode.

Slika 7.

® »
@

1 Rulica za upeavijanje vodit-2icom
2 Pin konektora elekiroco

6. Privrstite hvataljku vodié-Zice za vodiE-Hcu | utvrstite je
unutar sterilnog polja. Kompanija Medtronic preporutuje
uévrséivanje hvataijke vodic-Zice za steriini hirurski prekrivaZ
pacijenta.
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Kao akternativnl pristup u situacijama kada je vodié-2ica vec na
mestu, elekiroda moze da se ubacl preko vodié-Zice pomocu
alatke za ubacivanje vodié-Zice,

Ubacite vodid-Zicu u elekirodu postavijanjem proksimainog
{tvrstog) kraja vodiE-Zice u distalni vrh elektrode
za ubacivenje vodié-Zice koja se nalazi u paketu (slika 8).

Napomens:

* Tokom prolaska vodid-Zice kroz zaptivak vrha elektrode moze
dodi do slabljeq otpora.

+ Drite elektrodu | alatku za ubacivanja vodié-Zice izmedu
palcaikatiprsta da biste spredili ispadanie elekirode iz alatke
za ubacivanje vodit-Zice tokom ubacivanja vodit-fice.

= Obavezno uklonite alatku za ubacivanje vodit-2ice kroz
prorez na alatki pre implantacie elektrode.

Silka 8.

1 Vodié-Zica
2 Distainl wh elektrode

Upozorenje: Nemojte da koristite silu pri pomeranju elektrode
ako naidete na vedi otpor pri njenom prolasku.

Oprez: Ako dode do jateg zanmwianja ili uwrtanja distalnog kraja
vodié-Zice, njeno izviatenje kroz elektrodu moze biti oteZano.
vklonite elektrodu i vodié-Zicu zajedno kao celinu ako
postoji indikaci{a da se distalnl kraj vodiZ-Zice oétstio #i ako
osedate vedi otpor pri prolasku vodit-2ice. Uldonite vodit-icu iz
slektrode i ubacite novu vodié-Zicu u elektrodu. Nemojte da
koristite prekomemu silu prilikom vadenja vodid-Zice iz elektrode.

mene:

* Ako se alekiroda ne pomera unapred ili ako se &ini da su 86
elekiroda i vodié-Zica slepili, mogude je da postoji tromb na
vodit-Zici na vriws elektrode. Ukionite { ispitajte elektrodu i
vodié-Zicu. Raamotrite kosiSéenje nove vodiE-2ice. Ponovo
ubagcite eleidrodu i vodid-Zicu kao €10 je opisano u prathodnim
koraciena,

o Ako je tedko pomeriti vodit-Zicu unapred oko leivine,
razmotrite koristenje druge vodic-Zice, Za vijugave anatomije
preporuduju so savitiivile vodiZ-2ice. Cvrsée vodit-Zice
preporuiuju se kada je potrebna dodaina podrika.

Postoje brojne tehnike koje se mogu koristiti za uadenje
elektrode u sréanu venu pomodu vodi-2ice. Izbor tehnike je
prepudten lekaru.
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6.9 Fiksiranje provodnika

Fiksiranje se postife na ist nadin bez obzira na polozaj elekirode.

Koristedi fluoroskopiju za navodenje, fiksirajte elektrodu tako &to
Cete zaglaviti obe krivine eloktrode unutar sriane vene (slika 9).

—— ——--.__‘___‘-

Radi optimainih elekiriénih performansi i fiksiranja, postavite
proksimai vrh elekirode u izabranu venu, ne u koronami sinus.

Napomena: Ako je izabrana vana veoma vellka, moZe biti
naophodne da se elekiroda pastavi u manju sréanu verw kako bi
se obezbedilo fiksiranje elektrode. Radi optimalnih elektriéni
pearformansi, Medironic preporutuje komakt vrha elektrode sa
tkivom.

6.10 Elektriéno merenje

Attain Performa MRI SureScan 4298 LV elektroda dizajnirana je
da obezbedi pajsing preko selektabilnth whova elektroda. 16
dostupnih polariteta pejainga prikazuje slika 10.

58 Srpski
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Bitka 10.
®mm LV slelcrocs
AV namaote|
R slektrode
RV naenctey
1 Prodireni bipolami polariteti pejsinga

2 Bipolami (reverzibiini) polarhet! pejsinga

Prodireni bipolami pejsing je dostupan koriSéenjem ove elekirode
u kombinaciji sa kompatibilnim CRT-D sistemom i elektrodom za
defibrilaciju desne komore. 4 dostupna polaritota pejsinga
ukluduju:

e V1 sa RVcoil
LV2 sa Rvcoil
V3 sa RVcoil
LV4 za RVcoil

Bipotarni pejsing je dostupan koriitenjom ove elektrods u

kombinacii sa kompatibiinkm CAT-D sistemom. Polaritet svakog

od 6 parova vrthova elektroda moZe se obmutl da bi se dobilo

ukupno 12 bipolamih polariteta pejsinga:

W1 salv2, LV2 sa V1

V1 salVy, LV3saivi

V1 sa LV4, LV4 sa LV

V2 sa LV3, LVasalv2

V2 salv4, Lvd salv2

LV3salv4, LV4salVvld

Napomena: Ako nadgledate LV EGM signal pritikom biranja

polariteta pejsinga LV2 3a LV3 # LV3 sa LV2, amphtuda

signala moZe biti umanjena 4 odnosu na druge korfiguracije

pejsinga, kao 3to je LV1 sa RVcoil. Ovo umanjanje signala jo
oekivana karaktesistika Attain Performa MRI SureScan 4298

LV elektrode sa makim razmakom izmedu elektroda LV2 i LV3.

Oprez: Pre sprovodenja marenja slektriénih parametara i
efikasnosti defibrilacije, ukionite sa vihova elektroda sve oby
mmwmﬁmMIWMu kao 5to su vodit-2ice il
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Napomena: Pre elekiriénih meren)a se preporutuje da izvadite
stajlet il vodit-Heu kojl se nalaze u lumenuy elekirode, do tacke
koja je proksimaina svim vrhovima elektroda. Ova radnja
omoguéava vitu slskrods da zauzme normalni oblik, to
omoguéava odgovarajiséi kontakt vrha elektrode sa tkivom.

AccuRead 2.0 alatka interfejs kablova analizatora se koristi za
olakiéanje praciznih elektritnih merenja tokom implantacije.

Oprex: Koristite AccuRoad 2.0 alatku interfojs kablova prilikom
povezivanja terminata kablova analizatora sa konektorom
elektrode. Ova alatka vam omoguéava da [zveiite precizna
slekiriéna merenja pri implantacii, smanjujud! rizik od oftedenia
konektora, premoiéavania i kratkog spoja. Potencijal
2a osteéenje konekiora, premoétavanie ili kratak spo} zavisl od
varijacija u terminalima kabla analizatora i od 8irine | biizine
kontakata (prstencwi i pin} na 1S4 konektoru.

Koristite sledece korake za sprovodanie glektriénib merenja:
1. Uverite se da je konektor elekirode u potpunosti ubaten u
AccuRead 2,0 alatiu. Ako jo AcouRead 2.0 alatka praviino
priévrséena, pin konektora je pristupadan {slika 11).

Slika 11.

2. Pritiwrstite hirursiki kabl 2a konektor elektrode. Koristite
Accufead 2.0 alatiu interfejs kablova da biste upravijali
poravnanjem étipajki kablova sa kontaktima na konektoru
elektrode. Alatka pomaZe u dobijanju praciznih o&itavanja.
Pogladajte citoZ elektrode na 7 zainformacije o
poravnanju kontakata konektora elekirode sa vihovima

elektroda,

3. Za dobijanje slektriénih meranja koristits instrument za
podréku implanta, kao to je anakizator pejsing sistama, Za
informacije o koridéenju nstrumenta 2a podriku implanta,
konsultujte dokumentaciju o proizvodu za taj uredsj.
Zadovoljavajuci plasman elektrode karakterise se niskim
pragom stimulacije i odgovarajuéim sensingom amplituda
hlralardi]airih signala.

Napomene

® Niski prag stimulacije obezbeduje 2eljenu 2onu
bezbednostii omogucava potenchaini porast pragovado
kojeg moa2e dodi urcku od 2 meseca nakon implantacie.

* Adekvatns akuine ampiitude LV EGM signala
obezbeduju da elektroda pravilno ofitava unutrajnje
srtane signale. Zahwevi minimalnog intenziteta signala
zavise od osetlivosti uredaja. Prihvatifive akutne

502108008

amplitude signala za elektradu moraju da budu veée od
minimalinih sposobnosti 2a sensing datog uredeja.
Pobrinite sa da obezbedite adekvatnu bezbednosnu
granicu koja uzima u obzir starost elektrode.?

Tebela 1. Preporutena merenja pri implantacii®

Praporulenc merenjs Leva bomors
mgmmmm 30V
nadrazaja®

Minimaina akuina amplituda LV EGM
signaia

40 mw™

* Pratposiavija se otpor od 50C 0.

& pri poetavel Sirne impulsa od 0,5 ma.

€ Amphiuda LY EGM signala za polaritete pejsinga LV23a LV3iLV3 sa LV2

%Iwmuoanoummmmlmmmpwi

58 .

4. Ako se alekiriina merenja ne stabdizuju do pritwatljivin
nivoa, moZe biti potrebno da se elektroda ponovo postavi i
ponovi procedura testiranja. ]

5. Proverite stimulaciju freniZnog nerva pejsingom pri 10 Viuz
postavku Sirine impulsa vecu od 0,8 ms. Zatim poamatrafte
dijafragmaine kontrakeije ili pod fiuoroskopliom ill direktnom
paipacijom abdomena, U dajja testiranja mogu da se ukijute
i promene poloZaja pacijenta kako bi se simulivala hroniéna
stanja u stojed¢em poloaju. Ako dode do stimutacije
freniinog nerva, smanjte napon dok g6 ne utvrd! graniéna
vrednost stimulacije freniénog nerva. Stimulacija freniénog
nerva moZe zahtavati promenu polariteta pejsinga it
repozicioniranje elektrode.

6. AccuRead 2.0 alatka se moZe ukionit! iz vodié-Zice il stajleta
pomoéu proreza na boénoj strani alatke (shka 12).

3 amptiduda LV EGM gignala za polantels pajsinga LV2 sa LV3 | LV3 ea LV2 mo2e bili umanjena u odnosu na druge polartets pejsings kao 1o jo L1 sa RVcol.
Sepski 89
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Prining instrudtions: doc #163256
Category: Leads aingle phyg.
Siee: 7,125 % B In (181 x 203 mm)

Slika 12,

1 Uklanjanje AccuRead 2.0 alalke iz pina konektora
2 Uxianjanje AccuRead 2.0 alatke iz stajieta pomocu proreza na boénol
sirani alatks

6.11 Ukdanjanje vodi&-katetera iz provodnika

Napomena: Ako jo Attain Hybrid vodié-Zica koridéena za
pastavijanje slekirode, idite na korak 2. Nije neophodno da
zamenite Attain Hybrid vodié-Zicu stajletom za ukianjanje
katstera.

Kada elektroda 2auzme konadnl polo2aj, uklonite vodid-kateter iz
elektrode:

1. UKionite vodi&-Zicu | alatku za ubacivanje vodi-Zice ako ste
ih koristili, Zamenite vodié-Zicu ravnim stajistom (sa
smanjenim zadebljanjem na vrhu), Ubacite ravni stajlet u
elakirodu do sredn sinusa.

2 Uklonite vodis-kateter iz elektrode. Detalje potradite u

moguce
elektrode od 1,75 men {5,3 French).

60 Srpski
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8. PaZijivo i u potpunosti uklonite stajlet il Attain Hybrid
vodig-Zicu. Prilikom uklanjanja stajleta, Sveto uhvatite
elektrodu blizu distainog kraja pina konektora; kada uhvatite
elekodu na ovom mesty, spretava se mogute pomeranje
vrha elekirode.

4. Uverite o da je konekior elektrode ubaden u AccuRead 2.0
alatku interfojs kablova analizatora, & 2atim ponovite
elalttrit‘.namerenja.PugladaiteodaliucNO. “Elektriéno
mergnje”, etranica 58

6.12 Fiksiranje elektrode

Opm-&ﬂmmﬁwipﬁﬁlenmupoziclp provodnika.
o Konigtite iskjuSivo neapsorptivne Savove za fiksicanje pozicije

provodneka,
= Ne pokusavajte da ukionite ili seCete naviaku za fiksiranje
. Nennojj:'elwrisﬁuumakenavlm:eﬁhiran]apozicﬁea

- Mmprﬁvriélﬂriapmmmnu,vodlmmnaolomda
izbegnete pomeranje vrha provodnika.

* Nemojte zatezati $avove tako dvrsto da odtete venu,
provodnik il naviaku za fiksiranje pozicle (skka 13).

. ::Hahl;ofg)mww Savove direkino za el provodnika

Slika 13.

Fiksirajte poziciiu provodnika koristedi sva 3 Heba:
1. wmmﬂmnm pozicije uz venu ili u njencj

2. Pritvstite naviaky 2a fiksiranje pozicije 2a telo provodnika
vezujudi Gvrst Sav na svakom od 3 Heba (skka 14),

Skika 14.

3. Koristite najmanje jod jedan dodatniSavujednomod Zlebova
da biste pricvrstili naviaku za fiksiranje pozicije i telo
provodnika 2a fasciju.

6.13 Povezivanje slektrode

Oprez: Pre ubacivanja elektrode u uredaj, uvek ukionite alatke za
implantaciju kao 4to su stajlet, vodi-Zica ili AccuRead 2.0 alatka
interfejs kablova. Neuklanjan/e alatki za implantaciu mo2e
prouzrokovati kvar elektrods.

Composet: 2015-05-01 07:08:34
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instructions: doc: #163256
Catepory: Laads single Pig.
Size: 2.126 x B in (181 x 203 mm)

Povelite elektrodu sa implantabilnim uredajem.
1. Ubacite konektor elekirode u konektorski biok uredaja. Za
uputstva 0 pravinom povezivanju elektrode konsultujte
dokumentaciju ¢ proizvodu zapakovanu sa implantabilnim

uradajem, .
2. Obavite elektriéna merenja kroz implantabilni uredaj,
6.14 Postavijanje uredaja | elekirode u diep

Oprez: Vodite raduna pii postavijanju uredaja i eleltroda u dZep.

* Uverite se da elektrode ne izla2e iz uredaja pod oétrim uglom.

* Nemojte hvatati elektrodu ii uredaj hivurékim instrumentima.

* Ne namotavajte provodnik. Namotavanje elekirode moe
dovesti do uvrtanja tela etekirode i pomeranja stekirode
{alika 15).

Shka 18.

lgriaﬂmsledoeommmpoemnje wedsja i elektroda u
op:
1. Dabiste spretil neZefeno uvrtanje tela elekirode ill savijanje
t=la elekirode pod ofirim ugiom, rotirajte uredaj da biste
labavo obmotali suvisni deo stektrode (skka 16).

3 Pre nego $to zatvorite d2ep, proverite efikasnost sensinga,
pejsinga, kardioverzije i defibriacie.

6.15 Evaluacija nakon implantacije

Nakon implantacije nadgledajte alektrokardiogram pacijenta do
njegovog otpustanja. Ako dode do pomeranja provodnika, to se
obiéno dedava tokom neposrednog posioparativnog perioda.

Preporuke za proveru $oga da i js slektroda ispravno postavijena

ukljuluju rendgenska zrake | nadra2aja pri pejsingu
snimljene pre otpustanja iz bolnice, 3 meseca nakon implantacije
i na svakih 8 mesaci nakon toga.

9589227028 A Medironic Confidentis!
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U studaju smirti pacijenta, izvadite sve implantirane elekirode i
wredaje i vratite ih preduzedu Madtronic sa popunjenim obrascem

izvestaja sa informacijama o proizvodu,
7 Specifikacije
7.1 Specifikacije (nominaine)

Parasnatar 4290

Profiks serjsiog broja QUA

Tp Kvadripolarna
elekiroda

Pejsovana komora Lava komora

Dugina 78i68om

Konekior IS4-LLLL

Materijal Provodnik: 25% Ag-core-
MP3SN

(zolatori: poliusetan
(spoljadni)
Sl-polimid {SI-P1)
(unutraling)®

Elektrode: logura pluting i
Iricjuma sa
omotafam od

Konekiorska ~ MP3SN

igla:

Konelecesii MPISN

pratenow:

Obikkovani Sillkoneka guma

zaptivak viha:

Konfiguraciia oleidroda Sa zaobljenom
ivicom, obloZena
titanijum-aitridom,
otpulita sweroid

Pragnik Telo 1,76 mm

provodniia: {5.3 French)

Elektrode: 1,70 men
{5,1 French)

Razmak 1,30 mm

zmedu (3.9 French}

sleidrode LV1

(cistaina) i

w2

Razmak 4,87 mm

Zmodu {4,7 Fronch)

eleidrode V2

ws:

Razamak 1,30 mm

izmedu (3.9 French)

aleldrode LV3 1

Lv4

(proksimaina);

Madtronic sistem za 1,90 mm

plasiranje (5.7 French)

unutrasnii pretnik)

Srpski 61
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Category: Lende single piy.
Siza: 7.128 x 8in (181 x 203 mm)
Parametar 4290
Dijagnosifika vodid-Zica od 0,36 mm do
{preporudeni prednik) 0,46 mm
Poviina eleidrode 58 mm?
Udalienost izmedu Elektrodalv1  21mm
olekiroda {dietaing) do
Lv2;
EBlekirodalV2 1,3 mm
do LV3:
ElekirodaiVd 21mm
doivd
{pwoksimaina):
Otpor provodnika i 2225 (78 cm)
24 18 ) (8B cm)
wa 1924 Q (78 om)
21250 {88 cm)
ws 18 34 ) (76 cm)
2t 24 Q (88 cm)
w4 17 24 Q2 (78 om}
20 24 Q (68 cm})
Sterold Deksametazon-ace-
tat
Kombinovana ukupna <1,0mg
kolitina steroida
Steroidni Siikonska gume
steznik
*Ovo je tahnotopiia koju je razvila NASA.
62 Sroski
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7.2 Criei sa specifikacijama (nominaine)
Slia 17.

P2

1 mmmmﬁmmyms,ﬁmﬁ
geametrijsie povisine za pejsing

2 aumwzmms.ammmmmu

ng

2 Vit elekirade LV3: nominaino 5,8 mm? geometrijsko povrdine 28
pejsing

4 Vrh eleltrode LV4 {proksimaini vih elekirode): nominaino 5,8 mm?
geometrijsks povrling za pejsing

Composed: 2015-08-01 07:08:34
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Instructions: doc #1863256 S02108-006

Catagory: Laads single pkg.
Sizn: 7.926 x Bin (181 x 203 mm)
B Naviaka za fiksacu pozictie Tabela 2, Objaénjenje simbola na oznakama na pakovanju
6 1S4 koneldor (nastavak}
7 KonlaktLV4 Simbol Objslinjenje
8 KontaktLv3
9 KortaktLV2 8 Rok trajanja
10 Kontakt LV
naknadnu nanxizbinu
8 CE oznaka za uskiadenost REF Broj 22 Y
Slededa CE oznaka uskiadenosti odnosi se na provodnik mode) Ec | reP Oviaiéeni predstavnik za Evropsiu unijy
4208,
C€0123 SN|  setivn
2013
_% Ovdle otvorit
9 Objagnjenje simbola na oznakama na .
Pogledajte oznake na pakovanju da biste videll koi e simboll
odnose na ovaj proizvod. E]
Dokumentacija o proizvodu
Tabela 2. Objasnjenje simbola na oznakama na pakovanju
Simbol Objainjenje
Conformité E uskiadenost Oprez
R T \\
da je ureda) u potpuncst uskladen sa vadedim
zakonima Evropeke unie. + o
Nemolte koristiti ake jo pakovanis olteéenc
O Unutraéngi pradnik
Nemojta ponovo koristii .
e @S| Outina provodoika
+XX°C
X-O-XX’F Gorrja lemperaluma granica E Katster

[CEeme]E0]  Steriisano etien-oksidom

Dﬂ Postupite v skiadu 8 uputsivom za upatrabu
Provodnik

D}] Postuphe u skiadu § upulstvom 2a upotrebu na

ovoj veb lokaciji Transvensid provodnik za pejsing za sréanu venu

Datum proizvodnje
- Transvensid ventrikutarni provodnik
al

Transvenskl adrijedni provodnik
Srpski 63
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Instuctions: doc #183258
Category: Lands single piy.
Size: 7.925 x 8 in (181 x 203 mw)

?bﬁzwmmbwmmmm

Objeinjenje

Transvenski provodnlk s jenom clokiodom za
doloriaciu

Tranevensid provodnik sa dve slektrode za
defibriaciiu

Pajsing

Sonzing

Defibvilacka

Navoj kol mo2e da se produli | skrati

Nezup&en

Uvodnik provodniica sa vodi3-Zicom

U J-obiila

Logotip SureScan

Uslowo bazbedno za kaviftenis 5a magnetnom

l>§@g[|l|“_”g \g,m@ |8 S
i
|

10 Medtronic odricanje garancije

Kompletne unhmacﬁaoodﬂwﬁuMmmﬁteumm
dokumentu sa odricanjem garancie.

11 Servis
Medtronic zapodhova obutens predstavnile i InZenjere dirom

sveta koji su vam na raspolaganju i na 2ahtev pruZaju obuku
kvaiitikovanom bolnitkom osoblju za koriléenje Medtronic

64 Srpski
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proizvoda. Medironic takode ima profesionalno osobije koje
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Printing instructions; doc #163256 502108-005
Category: Leads single pkg.
Size: 7.125X 8 in (181 *203 mm)
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- Medtronic Inc.
Meditronic 710 Medtronic Parkway,

Minneapolis, MN 55432
USA

Appendix technical manual

When the device is delivered to the Russian Federation, the information contained in this appendix to the technical manual is a priority

I.Name of medical
product

Cardiac vein pacing lead Attain Performa.

Cardiac vein pacing lead ATTAIN PERFORMA of various version:

Cardiac vein pacing lead ATTAIN PERFORMA MRI SURESCAN 4298 size: 78 ¢cm, 88 cm, composed:
* lead with anchoring sleeve;

* guide wire insertion tool;

» guide wire clip;

* guide wire steering handle;

* stylets - no more than 4 pcs;

» AccuRead 2.0 analyzer cable interface tools - no more than 2 pcs;

» product documentation: Technical Manual; Limited Warranty; Stickers.

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

Design Site:

Medtronic Inc., USA

8200 Coral Sea St., Mounds View, Minnesota 55112
Tel.: +1 800-633-8766;

www.medtronic.com

Legal Manufacturer:

Medtronic Inc., USA

710 Medtronic Parkway, Minneapolis, Minnesota 55432, USA
Tel.: +1 800-633-8766

www.medtronic.com

Authorized Representative of Manufacturer:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office III, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru

Holder of Registration Certificate in Russia (mame, address, tel, fax, e-mail, website):
Medtronic, LLC,

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

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

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office 111, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru

Address of Manufacturing Site for medical device:
Medtronic Puerto Rico Operations Co., Villalba Rd. 149, KM. 56.3, Call Box 6001, Villalba, PR 00766, USA

3. Prescription of a| Intended for left ventricular stimulation through the vein of the heart in the left ventricle, as part of the biventricular
medical device pacing system.
4. Information on | This medical device is intended for use in clinical practice by qualified physicians and medical specialists.
potential consumers of
medical device
5. Sterilization method, | Sterilization — Medtronic has sterilized the package contents with ethylene oxide before shipment. This lead is for
Sterilization single use only and is not intended to be resterilized.
Validation, Device is sterile and non-pyrogenic.
Packaging Validation | - Sterilized by EO.
for Sterile devices - Sterility Assurance Level (SAL)- 105,
{6. Procedure and | Dispose of all single-use accessories according to local environmental requirements.
conditions for the| Afieruse, this product may become biohazardous. Unused products with expired shelf life are classified as Class A
disposal or | medical waste, Products extracted from the patient's body are classified as Class B medical waste.
destruction of a
medical device

7. Class risk depending
on the potential risk
of a medical product,
in accordance with
the nomenclature

Classification of medical device: class risk 3;

B - products whose failure reduces the effectiveness or delays the treatment and diagnostic process in non-critical
situations, or increases the burden on medical or maintenance personnel; After use, this product may be a potential
biohazard;

Unused, expired devices are classified as medical waste class «A»;

Leads extracted from the patient’s body are medical waste Class B;

Class of electrical safety, laser safety, and other types of hazards: not applicable;

Type of working part: not applicable;

The device is sterile, not re-sterilized.
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- Medtronic Inc.
MYOI\IC 710 Medtronic Parkway N.E.

Minneapolis, MN 55432

sterilization cleaning

USA
8. Methods and | Not applicable. Sterile. For single use only.
apparatus for
disinfection and

9. Shelf life Shelf life no more 24 months from the date of sterile packaging.
10. Operating In a medical and preventative treatment facility. The device should be used only by or under the supervision of a
conditions trained physician.
Service conditions
Operating temperature from + 32°C to + 42°C
Humidity rate 80%-100%
Atmospheric pressure from 700 hPa to 1060 hPa
11. Conditions of| Storage temperature — Store at 25°C (77°F). Excursions from this storage temperature are permitted in the range
transportation  and| of 15 to 30°C (59 to 86°F). Transient spikes up to 40°C (104°F) are permitted as long as they do not exceed 24 hours.
storage
12, Wafranty Disclaimer of warranty and general warning

Although the Medtronic lead, hereafter referred to as “Product”, has been carefully designed, manufactured and
tested prior to sale, the Product may fail to perform its intended function satisfactorily for a variety of reasons.
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 any conflict with applicable law, the validity of the remaining
portion of the disclaimer of warranty shall not be affected, and all rights and obligations shall be construed and
enforced as if this disclaimer of warranty did not contain the particular part or term held to be invalid.

General warning

Medtronic implantable leads are implanted in the extremely hostile environment of the human body. Leads are
necessarily very small in diameter and must still be very flexible, which unavoidably reduces their potential
performance or longevity.

Leads may fail to function for a variety of causes, including, but not limited to:
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- Medtronic Inc.
Medlronic 710 Medtronic Parkway N.E.

Minneapolis, MN 55432
USA

Medical complications, body rejection phenomena, allergic reaction, fibrotic tissue, or failure of leads by breakage
or by breach of their insulation covering. In addition, despite the exercise of all due care in design, component
selection, manufacture, and testing prior to sale, leads may be easily damaged before, during, or after insertion by
improper handling or other intervening acts. Consequently, no representation or warranty is made that failure or
cessation of function of leads will not occur; or that the body will not react adversely to the implantation of leads; or
that medical complications (including perforation of the heart) will not follow implantation of leads; or that the lead
will, in all cases, restore adequate cardiac function.

Warranty shelf life:
The warranty covers the entire shelf life of the medical device.

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

EN 45502-1, EN 45502-2-1, EN ISO 15223-1, EN ISO 14971, EN ISO 11607-1, EN 1041, EN 1SO 11135, EN 980,
EN 62366, EN ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO 10993-7, ISO 10993-10,
ISO 10993-11, 1SO 27186.

14. Customer Service

For more information, contact your local Medtronic representative, or contact Medironic Inc. as listed below:
Medtronic Inc., USA

Information for patients:

Toll-free +1 800 551 5544

(7 a.m.— 6 p.m., Monday—Friday, central time)

Fax +1 763 514 1855

Represeatative in Russia:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office III, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ry
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- Medtronic Inc.
Meditronic 710 Medtronic Parkway,

1. Harmenonanue

(Tipx nocraske nyeana s PO nupopaaua, cosepramated 8 AAHHOM JOUOIHERHE K TEXHNUECKOMY PYKOBOICTBY, ABINCTCH NpROpHTETHOR

Minneapolis, MN 55432,
USA

Honoanenne K TEXHHYECKOMY PYKOBOACTBY

INEKTPOA 1A CTRMYAALMM B KapAHATbHOH BeHe Attain Performa.

nouToBLlil  anpec,
TeNedon, aapec
MecTa
NPOR3BOACTEA)

MEAHIHEHCKOND nexTpoa Aas cTAMY asuHHE B kapauaashoil ene ATTAIN PERFORMA, papuanT ucnonnenus:
H3AeqaHs JnexTpoa Ang cTHMYASURH B KapAnanbioli acae ATTAIN PERFORMA MRI SURESCAN 4298 paamepsi: 78
cM, 88 oM, B cocTaBe:
- 3neKTpoA ¢ pukcupyroeil Mydroit;
- HHCTPYMEHT JUIA BBEJEHHA NPOBORHUKA;
- 3a%HM NPOBOJHHKA;
- PYKOATKA YNPaBJCHAA TIPOBOAHAKOM;
- cTunet — He Oosee 4 wit.;
- HHCTPYMEHT aHanu3aTopa kabenbhoro unreppetica AccuRead 2.0 — ne Gonee 2 wi.;
- IOKYMEHTalHA no ApoAYKTy: Texuuyeckoe pykopoactso; Orpannuentan rapantis; Hakneliku.
2. Ceenenns o| Paipaboruux:
NpoN3BOAKTEE «Menrponuk Uux.», CLIIA / Medtronic Inc., USA
MEARNHHACKOTO 8200 Coral Sea St., Mounds View MN 55112, USA
HIREIRS Ten.: +1 763 526 2388
(nauMeHoBanKe, www.medtronic.com
anpec
MecTonaxoxaenns, | [IponssoanTens:

«Menrporuk Uuk.», CLIA / Medtronic Inc., USA

710 Medtronic Parkway Minneapolis MN 55432, USA
Ten.: +1 763 514 4000;

®akc: +1 763 514 4879

www.medtronic.com

YnoanomMoaenunll NpeAcTaBHTENb NPOHIBOJATEI:
O6wmecTBo ¢ OrpaHHMUEHHO OTBETCTBEHHOCTBIO «MeaTponuk»
000 «Mearpouux»

123112, Poccua, Mocksa, Bu.Tep.r. MyHununansHeil okpyr Ipechenckuit, Hal. Ipechenckas, a. 10, ar. 9, nom. 1II,
KOMH, 41

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Medtronic Inc.

M eCU rOn IC 710 Medtronic Parkway.

3. Ha3HaueHne
MeAMLNHCKOr0
n3genvs

4. NHpopmaums 0
noTelluma.l bHbIX
nospebuTensax
MeANLMHCKOrO0
n3genuns

5. MeTog
cTepuansaunm,
npoBepkKa
cTepuansaunm,
npoBepKa
yNakKoBKM ana
CTEPUIIBHBIX
nsaenwnii

6. Mopagok "
ycnoBus
N3BJievYeHns nnu

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

Minneapolis, MN 55432,
USA

Ten.: (495) 580-73-77, akc: (495) 580-73-78
mowmedtronic@mail.ru

FOpugnyeckoe nnL0, Ha UMSA KOTOPOT0 MOXET ObITb BblAaHO PErncTpaLoHHOe YA0CTOBEPEHNE:

OO6LLEeCTBO C OFPaHNUYEHHO OTBETCTBEHHOCTLIO «MeATPOHMK

000 «MefTpPOHUK»

123112, Poccusi. MockBa, BH.Tep.r. MyHUUMNaNibHbIA OKPYr [pecHeHCKWi, Hab. MpecHeHckas, 4. 10, at. 9, nom. I,
Komu, 41

Ten.: (495) 580-73-77, thakc: (495) 580-73-78

mowmedtronic@mail.ru

AJpec MeCTO NPOM3BOACTBA MeULIMHCKOIO U3LeNNs:
Medtronic Puerto Rico Operations Co., Villalba Rd. 149, Km. 56.3, Call Box 6001, Villalba, PR 00766, USA.

MpegHas3HaueHbl 418 CTUMYNALMKM Yepe3 BeHY CEpALa B NEBOM >KenyJouKe, KaK 4YacTb GUBEHTPUKYNSPHON CUCTEMBI
KapAMoCcTUMYNATOpa.

[aHHOe MeAMUMHCKOe u3fenne npeAHasHauyeHo NS NPUMEHEHUS B KAMHUYECKOW NpakTuKe KBanUQULMPOBaHHLIMM
Bpayamy M MeAULMHCKUMW creymanmicTamu.

CTepunmsayms - KomnaHus «MeaTPOHUK» CTEPUIN3YeT COAEPXKMMOE YNaKOBKN OKUCLIO 3TWUeHa Nepes OTNpaBKon. JTOT
3N1EKTPOA NpefHa3HavyeH TONbKO 411 OAHOKPATHOrO MCMNONb30BaHMS U He NpeAHa3HavyeH A/ MOBTOPHOW CTepuamnsauunm
W3penvie cTepunbHO Y He MUPOTEHHO.

- CtepunnsosaHo 30.

- [apaHTMpOBaHHbIV YpoBeHb cTepunbHOCTU (SAL) - KON

YTUAn3upyinTte Bce OfHOpPasoBble MNPUHAANEXHOCTM B COOTBETCTBMM C  Tpeb6OBaHMAMU  HALMOHASLHOTO
3aKOHO/aTeNbCTBA MO OKPYXKatoLLeli cpefe.

CtpaHnua 2 3 5



= Medtronic Inc.
Mmmc 710 Medtronic Parkway,

Minneapolis, MN 55432,

USA
YTH/IH3AIIHHA JlaHHoe wu3aenue MoOXeT craTb OMONOrMYeCKH OMNacHBLIM MOC/IE HCNoab3oBaHHA. Heucnonb3oBaHHble H3genus ¢
MEAHRUHHCKOI0 HCTCKIIHUM CPOKOM XpPAHCHHSA KJlaCCHd)HquyIOTCﬂ KaK MEAMLHHCKHE OTXOAbl Kiacca A. M3}1€JIHSI, HU3BJICHCHHBIC H3

H3e/THR OpraHu3Ma nauueHTa, K1accupUUUpYIOTCS KaK MEAMUMHCKHE 0TX0Abl Knacca B.

7. Knace pucka B | Knaccupukauns MEAHLIMHCKOTO W3EHA: Knace pycka 3;
3aBHCHMOCTH  OT | B - u3nenuns, otkas kortopbix cHuxkaer 3d¢exTHBHOCTb WM 3aaepKuBaeT ne4eGHO-AHArHOCTHUYECKHI npouecc B
NOTEHUHAILHOTO HEKPHTHYECKHX CHTYalUMsX, NHOO NOBBILIAET HArpy3Ky Ha MeAMUMHCKHI wau obcayxusaiowuii nepconan; [locne

pHCcKa MCTOIb30BAHHA ITOT NPOAYKT MOXKET NPEACTABAATH NOTEHUHANbHYIO OHONOTHUECKYIO ONAcCHOCTS;
MEeAHUHHCKOrO Knacc anexrpobe3onacHocTH, nasepHas 6€30nacHOCTb H Apyrue BUZbI ONACHOCTH: HE NPHMEHHUMO;
H3JeJIHsN B | Hencnonb3oBaHHble H3AENNA C HCTEKLIHM CPOKOM FOAHOCTH KNACCUHUUKPYIOTCA KaK MEANLIMHCKHKE OTXObI Kjacca A;
COOTBETCTBHH ¢ | DnexTpoasbl, H3BNEUEHHbIE H3 OPraHK3Ma NMAUMEHTA, ABASIOTCA MEANLIKHCKUMH OTXOAAMH Kiacca B;
HOMEHKJIaTypoi Tun pabGoue#t yacTu: He NPUMEHUMO;
H3nenune crepuibHO, He CTEPHIM30BAHO NOBTOPHO. TONBKO A1 0AHOPA30BOro HCIOJIb30BAHMS.
8. Mertoasi u| He npumennmo. CrepunbHo. Tonbko A1 0AHOPA30OBOro HCNOIb30BAHMUS.
obopynosanue aas
aesnndexunn H
CTEPHJIH3ALHH
9. Cpox roaHOCTH Cpok roaHoctd cocTtaBaser He 6onee 24 MecsalEB C MOMEHTA CTEPHINW3ALIMH YTAKOBKH.
10. YcaoBus B neuebHo-npodunakTHyeckom yupexaeHun. Usaenue AOMKHO MCNONL30BATHCH TOJNBKO KBATU(PULMPOBAHHBIMH
IKCNITYaTAlHH BpayaMH MJIH NOJ X HabaloneHHEM.
YcnoBus IKCIlyaTaunu
PabGouas TemMneparypa ot + 32°C no + 42°C
BnaxHocTb 80-100%
ATM™ocdepHoe aaBneHue Ot 700 rlla no 1060 rlla
11. Ycnosus Xpaunurs npu Temneparype 25 °C (77 °F). OTknoHeHHs OT AaHHO# TeMmrnepaTypbl XpaHeHHs He JOJKHbI NPeBbILATh
TpancnopTHpoBkH | auanasona 15-30 °C (59-86 °F). B ycnoBusx OTKIOHEHHA AONYCKAalOTCA BpeMeHHbie ckauku 10 40°C (104 °F), ecau
H XpaHEeHHS TOJIbKO OHH He NpeBbIaloT 24 yacos.
12. I'apanTniinbie OTka3 oT rapanTHH H nNpeaocTepekeHns obuero xapaxrepa
obn3aTenbCTBA Xota anekTpon kopnopauuu Medtronic, nanee umeHyemblii «ITpoaykT», Gbia TIATENLHO CNIPOEKTHPOBAH, NPOU3BENEH H

Npolea NPEANPOAAKHBIC HCMBITAHHUA, TEM HE MEHEE CYLIECTBYET MHOXECTBO MPHUMH BO3MOXHOrO OTKa3a B pabote
[Mponykra. Umetownecs B oGo3Hauenuax [lpoaykra npenoctepexenus coaepxar Gonee noapobHbie celeHHA W
ABASIOTCA cocTaBHOH 4acThio aaHHoro OTKA3A OT TAPAHTHUMH. [Moatomy kopnopauus Medtronic orpanuunsaer sce
rapaHTHiiHble 0043aTeILCTBA, KaK NPAMBIE, TAK H ONOCPEA0BaHHbIE, N0 OTHOLIEHHUIO K AaHHoMY TMpoaykry. Kopnopauus

Crpannua 3 u3 §
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- Medtronic Inc.
MI'OI\IC 710 Medtronic Parkway,

Minneapolis, MN 55432,
USA

Medtronic He HeceT OTBETCTBEHHOCTH 3a N0ObiE CyyYaiiHble WK ONOCPENOBaHHbIE YOBITKH, AB/SIOIMECS CNEACTBHEM
moboro ucnonb3oBaHus, aedexra uau c6oa B ¢yHkumonupoanun [lpoaykra, HE3aBUCHMO OT TOro, OCHOBAaHA JIM
NPETEH3Us HA rapaHTHIHbIX 0043aTENILCTBAX, KOHTPAKTE, rPaXK/1aHCKOM MPaBOHAPYLIEHHH HIH Ha YeM-THBO ApyroM.
BoiniensnoxeHHble HCKIIIOYEHHS W OFPAHHUEHHA HE MOTYT MOHMMATLCA WKW UCTOJIKOBLIBATLCA TaKUM 00pa3oM, 4ToObI
NPOTHBOPEYHTL 00A3ATENLHBIM MOJOXKEHHAM MPUMEHHMbIX NpPaBoBbIX HOpM. Eciu kakas-nubo yacTb MK yclnosue
nanvoro OTKA3A OT FAPAHTHU npusHaercs CyaoM KOMNETEHTHOH HOPUCAMKLMKM HE3AKOHHLIM, HE MMEIOLIUM
3aKOHHOW CHJIbl WJIW TPOTUBOPEYALIUM KaKUM-THOO0 NPUMEHAEMbIM NPaBOBbIM HOpMaM, ocTanbHas Yacth OTKA3A OT
FAPAHTHUH OGynet cuuTaThCs MMEIOUIEH IOPUAMYECKYIO CHAy M BCe npaBa M o0A3aTenbcTBa OyaAyT TOJKOBAaThCA M
NPUHYAUTENBHO 0becneynsaTbes, Kak eciu 6bl aauHblii OTKA3 OT TAPAHTHH He coaepxkan oTaenbHbIX YacTei HilH
yCNOBHiA, KOTOpPblE GblIM NPU3HAHB! HE UMEIOLIWMH 3aKOHHOM CHIIbI.

IIpedynpescoenue obwe>o xapakmepa

Mmnnantupyembie anextpoabl Medtronic MMNNAHTHPYIOTCA B 4PE3BBIYANHO ArPECCHBHYIO CPEly UENOBEYECKOro
Oprakn3Ma. DNeKTpOAbl 10MKHbI HMETb OUEHb Malblii AMAMETP H ObITh O4EHb FMOKHMHU. DTO, HECOMHEHHO, YMEHbILAET
MX 3KCNJlyaTauHOHHBIE BO3MOXHOCTH U CPOK cyx0bl. Henonaaku anekrpoaa MOryT BO3HHKATb B CHY MHOMMX NPUYUH
(nepeyeHs HE MCUEPMNBIBAIOUWIMA). MEAWUWHCKUE OCNOXKHEHHMSA, PeaKUUs OTTOPXKEHMA OPraHM3MOM, ainepruueckas
peakuus W paspactaHue ¢ubpo3Ho# TkaHu. Takke HEMONALKH INEKTPOAOB MOTYT ObITh 00YCAOBNAEHLI Pa3PLIBOM MM
HapyWeHWEM LENOCTHOCTH H30auMn. Kpome TOro, HECMOTPA Ha TUlaTeNbHOE NPOEKTHPOBAHHE, OTOOP KOMIMOHEHTOB,
NPOU3BOACTBO H NPEANPOAAXKHYIO POBEPKY. MEKTPOAL! MOTYT ObITh JIEFKO NOBPEXAEHbI 10, BO BPEMSA H NOC/IE BBEACHMUSA
H3-3a HENPaBHUILHOrO OOpaUIEHHs WM APYrMX NPOMEXYTOYHBIX AeHCTBHiA. Bce BbilenepeuncneHHoe nmpeanonaraer
HEBO3MOXHOCTb MPHHATHA 00A3aTENLCTB MAW MNPEAOCTaBIEHUA rapaHTHH OTCYTCTBUS oOTKasa B paborte WM
GecnepeboiHOro pyHKLMOHMPOBAHHA JNEKTPOAOB, PABHO KaK U OTCYTCTBHA HEONAronpUATHON peakunn OpraHu3Ma Kiu
MEJMLMHCKHX OCJIOXHEHHI (B TOM uucae, neppopauny cepaua) Kak CleaCTBUS UMILIAHTaUMK JNEKTPO/IOB, a TaKKe
HEBO3MOXXHOCTb rapaHTUPOBAHHOH HOPMaJIM3aLIUK CEPAECYHOI NEATENLHOCTH.

"apaHTHiiHbIA CPOK XpaHEHUA:

"apaHTHA pacnpocTpaHAeTCA Ha BEChb CPOK FOAHOCTH MEAMUMHCKOrO YCTPOMCTBA.

13. Ilepeuensb
roCyAapCTBEHHbIX H
MeXAYHAPOIHBIX
HOPMATHBHbLIX
JAOKYMEHTOB/CTaHAR
pTOB,
3aTPArHBaIOLIHX

EN 45502-1, EN 45502-2-1, EN ISO 15223-1, EN ISO 14971, EN ISO 11607-1, EN 1041, EN ISO 11135, EN 980, EN
62366, EN 1SO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1ISO 10993-7, ISO 10993-10, ISO
10993-11, 1SO 27186.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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- Medtronic Inc.
Medironic 710 Medtronic Parkway,

Minneapolis, MN 55432,
USA
MeAHIABCKOE
H3geaue
14, Cayxba Jins nonydenns 6onee noapobHoi HPopMauun oGpaTUTECH K MECTHOMY NIPEACTABUTENIO KOMNAHWH «MeaTPOHHK» HAMH
NONICPRKE cBAXUTECH C KoMnaHuel «Mearponux UKk.» no anpecy Huxe:
K/INEHTOB «Mearposnk Hnx.», CIIIA

HUndopmauns ans nauHeHTOB:

Becnnathas auHua: + | 800 551 5544

(7:00 — 18:00, noHeAENBHHK — NATHHKIA, UEHTPATBHOE BPEMS)

Paxc +1 763 514 1855

IIpeacrasutens B Poccun:

Ilo Bcem sonpocam, BXIW9AN %4006l HA NPOAYKNHIO, PEMOHT Texobcnyxnpanne, ofpamarbes &
Ynoanomouennomy Ipeacrasurenio 8 Pocenitexoii Penepanun:

000 «Mearponnk»

123112, Poccust, Mockea, BH.Tep.r. Mynuuunansiniil oxpyr [Npeckenckuit, va6. Mpecuenckas, a. 10, ar. 9, nom. III,
KOMH. 41

Ten.: (495) 580-73-77, daxc: (495) 580-73-78

mowmedtronic@mail.ru

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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[f1epesod c auznuticxozo A3vixa ua pyccxuii A3vik]

«Mearpounx» «Mearponmx Hek.» (Medtronic Inc.)

710 Menrponuk Ilapkyai#
Mpunsxeanonnc, wrar Mransecora, 55432-

5604
CIIA

www.medtronic.com

Hara: 17 aBrycra 2023 r.
ucemo-3anBacune

Mui, «Mearponnx, Huk.», KOMNaRHA ¢ 3aperHCTPHPOBAHHBIM IOPHOMYECKHM aapecom: 710
Mentponux [Mapkys#i, Munneanomuc, urrar Manuecora 55432, CIIIA (710 Medtronic Pkwy.,
Minneapolis, MN 55432, USA), HacTof1MM NOATBEPXKIAEM, YTO MpuUaaraeMas QOKYMCHTALHA,
Texunyeckoe pyxopoacteo u Jlonomenue K TeXAHIeCKOMY PYKOBOACTBY B OTHOIICHHH H3JCTHS
«INEKTPOA ANA CTHMY/MLMH B KapauanbHolt mene Attain Performa MRI SureScan 4298»,
ABNACTCA BEPHOH ¥ HEM3MCHHON KONHel OPHIHHANOB JOKYMEHTOB.

C yBaxenuem,
«Menarpouux Unk.»

HUcnonnurens /nodnuce! 17 aszyema 2023 2.
Jorennndep Annepcon

JMpeKTop N0 HOPMATABHO-TIPABOBOMY PETYIHPOBAHHIO
«Mearpouuk UHK.»

[fTevams.:

Kopmuu Mbii Xoan

HOTAPHYC

MHHHECOTA

Cpox Oeticmeus moux nornomoyusi ucmexaem 31 saneaps 2026 2.)

/noonucs/
17 aszyema 2023 2.
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TekCT JaHHOro AOKyMeHTa nepesén nepesofumk Paxnumkynos Onbaap Cepkannesny. 3HaHWe MHOCTPaHHOro
A3blKa NOATBEP>KAA. BbINOMHEHHbIV NepeBoa ABASETCSA NPaBUIbHBIM® TOYHbLIM U MOMHBIM.

Poccuiickass degepauus
"opog Mocksa
BocemHaguaToro asrycTa fjge ThiCA4M ABafUaTh TPETLErO roja
A, ToHkumiA OMuTpuii Banepbesuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBYH NOA/IMHHOCTb MOAMMCK

nepeeofunka Paxmumkynosa Onbaapa Cepkannesmya.
Mognuck caenaHa B MOEM NPUCY TCTBUMN.
JINYHOCTb NOANMCABLLIETO OKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: No 77/2079-H/77-2023NY '¢cN5~N
YnnayeHo 3a coeepLUeHVe HoTapuanbHoro deu ™ 8iis™” py6.

Bcero npoLuHyposaHo, NpoHymepos”™
W CKPEr/IeHo NMevyaThbio__ 77 /N

HoTapuyc
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Medtronic

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

www.medtronic.CQm

Date: 17 August 2023

Declaration Letter

We, Medtronic, Inc., with a registered business address at address: 710 Medtronic Pkwy., Minneapolis,
MN 55432, USA, hereby affirm that the attached documentation. Technical Manual and Appendix
Technical Manual for Attain Performa S MRI SureScan 4398 are true and unaltered copies of the original

documents are provided.

Sincerely,
Medtronic Inc.

inifer Anderson
Regulatory Affairs Director
Medtronic Inc.

Courtney Mao Hall i
notary public
MINNESOTA

Kty Cotnmitssioo
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Printing inatructions: doc #183258 $02111-005
Size: 7.128 x Bin (181 x 200 mm)

ATTAIN PERFORMA™ STRAIGHT MRI SURESCAN™ 4398

Staroid-eluting, quadripolar electrode, transvencus, oves-the-wire, casdiac vein pacing lead

Cabie intravanoso con electrodo kstrapolar y dilucidn de estercidas, implantado mediante una gufa,
estimulacién a través de ka vena cardiaca 9%, par
Brigenmowmsi CTEPOH YETLIPEXHOHTEKTHLIT TPAHCBAHO3HLIA SNGKTPOA, NPOBOAWMLIA NO NPOBOAMUKY AN
CTMYNALWM B KAPAHANLHOH BOHE

Transvenozna efekiroda za pejsing 2a sréanu venu, koja otpuiita steroid, sa kvadripotarim vrhom elektrode za
ugradnju preko Zice,

Technical Manual « Manual técnico « Texnuueckoe pyroaoacTeo » Tehnitki prinuénik
e

MOSAE2IANE A Medtrank: Confidentisl Compoead: 2015-08-01 02:12:29
XSl-Styleshest C 18-MAR-201S
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Printing instructions: doc #163256 502111-005

Category; Leads single pkg.
Size: 7.125 X 8 in (181 x 203 mm)

The following list includes trademarks or registered trademarks of Medtronic inthe United States and possibly inother countries. All other trademarks

are the property of their respective owners.
La siguiente lista incluye marcas comerciales o marcas registradas de Medtronic en los Estados Unidos y posiblemente en otros paises. Todas las

marcas comerciales son propiedad de sus propietarios respectivos.
CrepytoLLpii CNCOK BK/TKOUAET TOBaPHbIE 3HaKV WM 3apercTpUpoBaHHbIe TOBapHbIe 3HaKy kopriopaumm Medtronic 8 CLLIA 1, BO3MOXHO, B ApyrvX

cTpaHax. Bce apyrve ToBapHble 3HaKV SBNAKOTCA COGCTBEHHOCTLIO VX BNaeNbLIEB.
Sledeca lista obuhvata 2igove ill regisfrovane zigove preduzeda Medtronic 1 SAD i mo2da u drugim zemljama. Svi drugi zaSticeni zigovi vlasniStvo su

odgovarajucih vlasnika.
AccuRead, Attain, Attain Hybrid, Medtronic, Performa, SureScan

M958923A028 A Medtronic Confidential Composed: 2015-05-01 07:12:29
XSL-Styiesheet C 18-MAR-2015
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nstructions: doc #183268

Oumfr snie pig.
Slzez 7,126 x 8 In {181 1 203 mm)

Contents
Descripion 3
Indications 4

Contraindications 4

Warnings and precautions 4

Potential adverse events 6

Implant procedure 7

Spedifications 13

CE mark of conformity 15

Explanation of symbols on package labeting 15
Meditronic disclaimer of warranty 16

Service 16

- oM ENDIOEWLN =
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1 Description

The Medtronic Attain Performa Straight MRI SureScan 4398
storoid-ehuting, quadripolar electrode, transvenous, over-the-wire
LV lead is designed for pacing via a cardiac vein. The lead has
been tested for use in the Magnetic Rasonance Imaging (MRI)
ervironmant. All lead lengths for this lead model are MR
Conditional, This lead contains 4 alecirodes designed to function
as cathodes or anodes, depsnding on how the device LV pacing
polarity is programmed:
* eolecirode LV1, the distal elecirode, positioned neear the distal
tip of the lead
s electrode LV2, pogitioned 21 mm proximal to electrode LV1
electroda LV3, positioned 1.3 mm proximal to electrode LV2
« eglectrode LV4, the proximal electrode, positioned 21 mm
proximal 10 slectrode LV3

See Section 6.10, “Taking electrical measwements®, page 10
for information about LV pacing polarity selections,

The Medtronic IS4-LLLL! four-pole infine connector on the lead
facliitates device connection during implant. The tip of the
connector pin has a white band Indicator that can be used for
visual confirmation of proper lead connection to the device.

The connactor contacts align with the lead electrodes LV1 toLV1,

Lv2 to LV2, and 80 on:

= oonnactor contact LV, the connector pin, positioned at the
proximed tip of the: lead (aligns to electrode LVT)

¢ connector contact LV2, positioned distal to connector pin LV1
{aligns to electrode LV2)

* conngctor contact LV3, positioned distal to connector contact
LV2 (aligns to electrode LV3)

+ connector contact LV4, positioned distal to connector contact
LV3 {aligns to electrode LV4)

S02111-003

See Section 7.2, “Specifications drawing {(nominal}*, page 14 for
an ilustration of the lead electrodes and connector contacts.

The distal tip of the lead allows a gulde wire to pass throxugh to aid
in cardiac vein selection, The tip comains a silicone rubber
membrane, which seals the lead inner lumen 1o reduce blood
ingress,

Each electrode contains a Monolithic controlled release device
{MCRD) for elution of steroid to reduce inflammatory regsponse
within the cardiac vein. The MCRDs contain a combined total
dosage of <1.0 mg of dexamethasone acetate sterold. Upon
axposura to body fluids, the steroid elutes from the MCRD=s. The
steroid supprasses the inflammatory responee thatis belleved to
mmmmmwmmmmmpwm
ol

The lead features 2 polyursthane tinga located between electrode
LV1 and electrode LV2 to faciiitate contact with the cardiac veins.

The outer insulation of the lead is potyunethane and the inner
insulation is Sl-polyimide (SI-P1)2. The Si-Plis applied 85 a
coating to the conductor wire bafora codling.

The Attain Performa MRI SureScan 4388 LY lead can be
with the aid of a guide wire, a stylet, an Inner catheter,
or an inner catheter plus a guide wire or a styiet,

To implant the lead in a selected cardiac vein, a compatible
delivery system is required, A compatible defivery system
includes a guide catheter and either a hemostasis vaive or an
introducer valve that can be removed or that allowe passage over
the lead connactor. Contact a Medtronic reprasentative for further
information regarding compatibie delivery systems.

1.1 Medtronic SureScan system

The Model 4398 lead is part of the Madtronic SureScan system.
The SureScan system includes a Medtronic SureScan device
connected to Medironic SureScan leads. Labsling for SureScan

systemn components dispiays the SureScan logo and the MR
Conditional symbol.

SureScan logo

SureScan

MR Conditional symbol. The Medironic SureScan sys-

A tem is MR Condltional and s gesigned to allow implan-
ted patients to undergo an MRI scan under the speci-
fied MRI conditions for use.

The MRE SureScan feature permits a mode of operation that
allows a patient with a SureScan device o be safely scanned by
an MRl machine while the device continues to provide appropriate
pacing. When programmed to On, MRI SureScan operation

¥ 1IS4-LLLL roders to an Wtemational Connecior Standard (%mmmwmmwm»mmmmmmﬁn

Lili defines the lead connecior comacts 8s low
2 Tachnology deveioped by NASA.
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disables arrhythmia detaction, maymmode,ancall
user-defined diagnastics. Before performing an MRI scan,
refer to the SureScan MR technical manual for important
information sbout procedures and MRI-specific wamings
and precautions.

1.2 Contents of package

Leads and accessovias are supplied sterile, Each package
containg the following iternas;

1 lead with anchoring sieeve

1 guide wire insertion tool

1 guide wire clip

1 guide wira steering handie

4

2 AccuRead 2,0 analyzer cabie interface tools
product documentation

1.3 Accessory descriptions

Dispose of all singlo-use accessories according o locat
envircnmental requirements,

AccuRsad 2.0 tool - The AccuRead 2.0 analyzer cable Imerface
ool guides the connection of analyzer cable terminals to the lead
connector contacts, This connection facilitates accurate atectrical
measurements during impiant and prevents possible connector
damage.

Anchoring slesve - An anchoving slesve secures the lead to
prevent it from moving and protects the lead insulation and
conductors from damage caused by tight sutures.

Guide wire clip - A guide wire clip secures the excess guide wire
and helpe to protect and malntain the sterifity of the guide wire.
Guide wire insertion tool -~ A guide wire insartion toot provides
addiional control when inserting a guide wire into the lead
connector pin or the lead tip.

Guide wire steering handie - A guide wite steering handle is
used only with guide wires 0.46 mm or legs In diameter. The
stearing handle provides additional guide wire steering and
rotation control.

28 ¢ &8 2

Stylet - A stylet provides additional stiffness and controlled
flexibility for maneuvering the lead into position. Each stylet knob
is labeled with the stylet diameter and corresponding lead length.
2 Indications

The lead has appiication as part of a Medironic biventricular
pacing system.

3 Contraindications

Before performing an MR! scan, refer to the SueScan MRt

tachnical manual for MRL-gpecific contraindications.
The Model 4398 lead is contraindicated as follows:

4 English
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Coronary vasculature - This lead is contraindicated tov patients
with coronary venous vascutature that is inadequate for lead
placament, as indicated by venogram.

Steroid use - The lead is contraindicated in patients for whom a
single dose of 1.0 mg of dexamethasone acetate may

be contraindicated.

4 Wamings and precautions

A complete SureScan system is required for use in the MR!
environment. Before performing an MR scan, refer to the

SureScan MAL technical manual for MRi-specific wamings
and precautions.

Note: Medical procedure wamings and pracautions that pertain
tothe Medtronic implanted system are provided inthe manual that
ispwaaodwmmedmotonﬂ\e Medtronic Manual Library
website {(www.medtronic.com/manuals).

Inspecting the sterile package - Inspect the sterile package
with care before opening it.

« |fthe seal or package is damaged, contact a Madtronic
niative.

repvese .
+ Do not stoce this product above 40 °C.
« Do not use the product after its expiration date.

Stertlization - Medironic has starllized the package contents
with ethylene oxide before shipment. This lesad is for single use
only and is not Intended to be resterilized.

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

Necessary hosphal equipment - Keep external def|brikation
mpmmmbrimmaummamleadwmm
testing, the implant procedure, or whenever arthythmias are
possible or intentionally induced during post-implant testing.
Extsmal defibrillation and cardioversion - Extennal
defibrilation and cardioversicn are theraples that deliver an
elechical shock to the heart to convert an abnormal heart rhwthm
to & normnal rhythm.
Medtronic cardiac devices are designed to withstand exposure to
external defibrillation and cardioversion. While damage to an
implanted aystern from an extemal shock Is rare, the probabiiity
increases with increased energy levels, These procedures may
alzo temporarily of permanently elevate pacing thresholds or
temporarlly or parmanently damage the myocardium. if external
defibriltation or cardioversion ane required, consider the following
precautions:
¢ Use the lowest clinically appropriate energy.
« Position the paiches or paddies a minimum of 15 ¢cm away
from the device.
» Position the patches or pacidies perpendicular to the device
and lead system,
= [f an external defibrikation or cardioversion is deliverad within
15 cmofthe device, use a Medtronic programmer 1o evaluate
the davice and lead system.

Line-powered and battery-powered egulpment - An
implanted lead forms a direct current path to the myocardium.

I
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altemating currents. Lina-powerad equipment used in the vicinity
of the patient must be properly grounded. Lead connector pins
must be insutated from any leakage currents that may arise from
kne-powered equipment.

Concurrent devices -~ Output pulses, espacially from unipolar
devices, may adveraely affect device sensing capabllities. ita
patient requires a saparate stimulation device, sither

or tamporary, allow snough spacs batween the leads of the
saparate systams 10 avoid interference in the sensing capabilities
of the devices. Previously implanted puise generators and
implantable cardioverter defibrillators should generally be
explanted.

Sterold use - It has not been determined whether the wamings,
precautions, or complications usually associated with injectable
dexamethasone acetate apply to the use of this highly localized,
controfled-release device.
Pragnancy - Dexamethasone acetate has been shown to be
teratogenic inmany species when given indoses equivalentto the
human dose. There are no adequate and well-controlled studies
in pregnant women. Dexamethasone acetate should be used
during pregnancy only # the potential benefit justifies the potential
risk to the fatus. Studies in mice, rats, and rabbits have shown that
adrenocorticoids increass the incidencs of cleft palate, placental
Inwfflciency. and spontaneous aborsions, and can decrease the
intrauterine growth rase.
Nursing mothers - Systemically administered corticosteroids
appear in human milk and coutd suppress growth, interfere with
endogenous corticosteroid production, or cause other untoward
effects [n nursing infants. Bacause of the potential for serious
adverse reactions in nursing infants from corticosteroids, a
dacision shou!d be made whether to discontinue nursing or to use
a non-steroidat lead, taking into account the importance of the
lead and the drug to the mother.

Handiing steroid monolithic controlied releass devices
(MCRDs) - Avoid reducing the amount of sieroid available before
implanting the lead. Reducing the available amount of steroid may
atversaly affect low-threshold performance.
« Do not allow the electrode surfaces to come in contact with
surface conlaminants.
+ Do not wipe or immerse the slectrodes in fluid, except blood,
at the time of implant.

Bipolar pacing - if the surface area of the selected anode
alectrode is aqual to or less than the surface area of the selected
cathode, higher pacing thrashoids or anodat stimulation may
result. This lead u1ses 4 equal-sized electrodes; tharefore, bipolar
pacing configurations may rasull in higher pacing thresholds or
ancdsd stimulation,

it therapy cannot be delivered via the LV1 electrode, the L2, Lva
and LV4 glectrodes are available for use with specific Medtron
devices. Refer to the appropriate Medtronic Cardiac
Resynchronization Therapy (CRT-D) aystem manual for use of
avadlable LV lead pacing polarity opéions,

502111-005

Hlndlngﬂusw Handip the stylet with care at all times,
+ To minimize the Fkelihood of trauma 10 the vein and 1o
maintain lead Rexibility while advancing the lead through the
vein, keep the stylet withdramm 1 t0 2 cm or select a more
flexible stylet.

¢ Do not use excessive force or surgical instruments when
inserting a stylet.

* Avoid overbending, kinking, or blood contact on stylets,

* Use anewstylet when blood or other flukis accumulate on the
stylst. Accumulated flulds may causs damage to the lead or
difiiculty in passing the stylet through the lead.

« Curving the distal end of the stylet prior to insertion into the
load will achieve a curvature at the distal end of the lead. Do
x“mashamobimwimpmamtomdiwendofm

t.

Handling the guids wire ~ Handle the guide wire with care at all
times.

» Do not insert the proximal end of the guide wire through the
iead lip seal without using the guide wire insertion tool.
Inssrting the guide wire without the guide wire insertion toot
may damage tha lead.

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

wire.
* {fthe distal end of the guide wire becomes severely kinked or
twisted, it may be difficult to withdraw it back through the lead.
Thevedors, if there is an indication that the distal end of the
guide wirs has baecome damaged, or if there is significant
resistance in guide wire passage, remove the lead and guide
wire together as a unit. Remove the guide wire from the lead
andinsert anew guide wire into the lead. Do natuse excessive
force to retract the gukie wire from the lead.
Rater ta the product documentation packaged with the guide
wira for additional information,

Handling the Jead - Handle the lead with care at alt times.

« Rust stylets are not recommended with this lead due to the
risk of conductor cod or insulation perioration.

¢ ¥ astyletis used for lead positioning, use only the stylets
packaged with the lead or in a stylet kit (downsized knob).
Other stylets may extend beyond the lead tip causing patient

injury.

* [t the lead is damaged, do not implant it, Retum the lead to a
Medtronic representative.

* Protact the lead from materials that shed particies such as lint
and dust. Lead insulators attract these particles.

+ Handle the lead with steriie surgical gioves that have been
rinsed in sterkie water or &8 compavable substance.

* Do not severely bend, kink, or streich the lead.

+ Donotuse surgical instruments to grasp the lead or connecior
pin.

* Do notimmerse leads in mineral oll, siicone ofl, or any other
fiquid, except blood, at the time of implant.
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» Use an anchoring steeve with all leads. Ensure that the
anchoring sleeve i3 positioned close to the lead connactor
pin, to pravant inadvertent passage of the sieeve into the vein,
If it is necessary to wipe the lead before insartion, snsure that
the anchoring stesve remains in position.

* Do notforce the guide catheter or leads if significant
resistance is encountened. Lise of guide catheters or leads
may cause trauma to the heart,

Chronl: or removal ~ Chronic repositioning or
removal of leads may be difficuit because of fibrotic tissue
development. The chinical study was not designed to evaluass the
removal of left ventricular leads from the coronary venous
vasculature. i a lead must be removed or repositioned, proceed
with extreme caution. Relum all removed lsads to Medtronic.

* Rust stylets are not recommended with this lead due to the
rigk of conductor coilinsulation perforation,

* Verilylead length on the lead label on the connector to choose
an appropriate stylet kit (downsized knob) length when
repositioning. Always choose & stylet kit (dowraized knob)
3 cm shorter than the lead langth, For axample, choose a
stylet kit (downsized knob) with stylets 75 cm iong for a lead
78 cm long.

= Lead removal may result in avulslon of the endocardium,
vaive, or vein,

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

+ Chronic repositioning may adversely affact the low-threshokd
performance of a steroid-sluting lead.

* Cap abandoned leads to avoid ransmitting electrical sinais.

* Forleadsthat have been severed, saal the remaining lead end
and sutwre the lead to adjacen tissue.

* if alead is removed and repositionad, inspect i carefully for
insulator or conductor coil damage before repositioning.

Magnetic resonance imaging (MR1) - An MR is a type of
medical imaging that usas magnetic fiekss to creats an intamal
view of the body. If certain criteria are met and the wamings and
precautions provided by Medtronic ars followed, patients with an
MR Conditional device and iead system are able & underngo an
MR scan; for details, refer to the SureScan MRI tachnical manual
that Medtronic provides for an MR Conditional device.

Diathermy treatment (inchuding therapsutic ultrasound) -
Diathenmy is a treaiment that involves the therapeutic heating of
body tissues. Diathermy treatments include high frequency, short
wave, microwave, and therapeutic utrasound. Except for

ic ultrasound, do not use diathermy treatmentis on
cardiac device patients. Diathermy treatments may resull in
satious injury or damage to an implanted device and lead system,
Therapeutic ulirasound {including physiotherapy, high intensity
therapsutic 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
uitrasound is acceptable if treatment is performed with a minimum
separation distance of 15 cm between the applicator and the
implanted davice and lead system, as long as the ultragonic beam
la pointing away from the device and lead system.

6 English
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5§ Potential adverse events

The potential adverse events ralated to the use of transvenous
leads include, but are not fimited 10, the following pasent-related

air embolism
candiac dissection

body rejection phenomena including local tissue reaction
threshokd elevation

thrombosis
thrombotic embolism
vaive damage (particularly in fragile haasts)

Additional polertial adverse events related to the lead and the
programmed parameters include, but are not kmited to, the

Potantial adverse Indicator of poten=  Corrective actions
svont tial sdverss svent to consider
Lsad disiodgement®  Intecmittent or contin-  Reprogram the LV
uous loss of captue  pacing polarity.
ot LV EGM signal Reposition the lead.
integrity (including
sensing)*
Laad dislodgement®  Inlgrmittent or contin-  Raprogram the LV
yous pacing polarity.
Reposilion ths laad.
Lead conductor frac-  intormitiont or contin-  Replace the leed.
wre uous foss of capture  Reprogram the LV
of LV EGM signal pacing polarity.
integety (including
sensing)*
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Implant techniques that may damage the lead inciude, bul are not
techniques:

Printing ingtructions: doc #163256 502111005
Cetegory: Laads singe pkg.
| Size: 7.125 x 80 (tB1 x 200 mem)
Potential acdverse  indicator of polen- mm Warning: Do not force the guide cathetsr or lead if signiticant
ovent tial adverse event resistance is encountered. Use of guide catheters or leads may
Lead conductor insy-  (ntermittent or contin- aapheatnm cause trauma to the heart.
iation faliure uous loss of capture  Reprogram the 1V
or LV EGM signal pacing polarity. To implant the Attain Performa Straigit MRI SureScan 4398 LV
intagrity {including lead in a selected cardiac vein, & compatible delivery system ia
required, such as a Medtronic delivery system. A compatible
Thweshoid slevation  Loss of capiure® Adjunt the implana- delvary system includes a guide catheter and either a hamastasis
Or ewit biock ble devioe ouiput. valve or an introducer vaive that can be removed or that allows
Regrogram the LV passage over the lead connector. Contact a Medironic
m"‘;‘"’- repregentative for further information regarding compatible
“WM reposiion delivery systems.

Proper surgical procedures and sterile techniquea are the
responsibility of the medical professional. The implant
procedures described in this maniial are provided for information
only. Each physician must apply the information in these
instructions according to profegsional medical training and

kimited to, the following expenience.
mbm on w 6.1 Placing the right ventricular lend
the leed the lesd consider When daciding which ventricudar lead to place first, consider the
Forcing the lead Electrode, conductor  Replace the lead. ease of coronary sinus cannulation and the need for backup
an % pacing.
Useofloamedialol  Conductorcolliac-  Repiace the lead. 6.2 Preparing the delivery system
an approach with fure. insulation dam-
VENOUs INtroducer g Prepass the defivery system for lead implantation according to the
resulting In glavicle inswuctions in the product documentation packaged with the
and first rib binding delivery system.
Using oo stiff a stylst  Conductor collineida-  Raplace the lead
Sion perforation 6.3 Venous access

thaperios- Conductor oollfrac-  Rlapiace the kad. Waming: Backup pacing shoutid be readily avallable during
m“m”' when m"""‘“’"""‘ Irnplant.l.laeofmdelivarysyshmorludamaycauumn
introducer approach
tesulling in binding 1 Tommmﬁhnun.mammhod
Aavancing the lead distoriion of inéu-  Raplace the lead. based on professional experience.

;'ﬁ,w T"..;o,.,.,.o,.,‘;.'., Caution: Certain anatomical abnormalities, such as thoracic
nary conirat accoss outlet syndrome, may pracipitaie pinching and subsequent
veing without the fracture of the lead.
stylet or guide wire Caution: Insertion should be done as far Iateral as possible
fully inserted to avoid clamping the lead body batwesn the ctavicls and the

the proximal  Lead tip seai damage  Replece the iead first rib (Figuwre t).
endof he guido wire  or conductor
through the lead tip  coillasulation dam- Figure 1.

8o without uging the  age =
gulda wire insertion

tool

6 Implant procedure

Warning: Before implanting a SureScan system, consider the

risks associated with ramoving previously implanted leaxs. 1 Suggesied sntry ske

Abandoned leads or previously Implanted lsads nottested for MRS
compatbility compromise the ability to safely scan tha SureScan
system during MRt scans.
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2. lm'oduceaJ-stmdim'Oducerg.ﬁawlmand
ucer sheath.

percutaneous introd
3. Introduce the guide catheter assembly to acoess the
coronary sinus.

Sees the delivery system product documentation for additional
information.

8.4 Obtaining venograms

Before placing a lead in the coronary sinus, obtain venograms.
Venogramas are recommended to assess a route for passage and

a slte for final placement based on the size, shape, location, and
tortuosity of the veins. Also, venograms may be usaful In
identifying suspected coronary sinus trauma. For information on
obiaining a venogram by using a venogram balloon catheter, see
the product documentation packaged with an appropriate
venogram balloon catheter.

6.5 Inserting the lead into the delivery system

Warmning: If a stylet is used for lead positioning, use only the

stylete packaged with the lead or in a stylet kit {downsized knob).
Always use a stylet thatis 3 cm shorter than the lead length listed
on the 1S4 connactor label. Other stylets may extend beyond the
load 8p causing injury or perforation of the cardiac vein or heart.

Warning: Do not force the lead if significant resistance is
encounterad during lead passage. The use of guide catheters or
leads may causs trauma to the heart.

Caution: Use care when handling the lead during insartion.

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

* Donotuse surgicalinstruments to grasp thelead or connector
pin.

The following steps may be used to Insert the tead:

1. Insert a stylet or a guide wire into the lead 10 vary the shape
of the distal end of the lead.
Note: When a styletis fully inserted, the distal tip of the stylet
does not reach the distal tip of the lead.

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

6.8 Lead placament

The Attain Performa Straight MRI SureScan 4398 LV lead can be
placed with the aid of a guide wire, a stylet, an inner catheter, oran
inner catheter plus a guide wire or a stylet.

Stylet delivery - i the patient's anatomy features gentle vein
angulation off the coronary sinus and the cardiac vein branch is
not tortuous (Figure 2}, a stylet may be used for iead defivery.

8 Enghish
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Figure 2,
—-——‘—"-—H_
O,
@
1 Coronary sinus
2 Caxdiac vein

Guide wire delivery - [ tha patient’s anatomy features acute vein
angulation off the coronary sinus and the cardiac vein branch is
tortuous (Figure 3}, a guide wire may be usad for lead defivery.

Figura 3.

—— 15_-\

®

1 ‘lbmmeardhcveh branch with gentie angulation from the
2 Wuﬂnvﬁnmmmwmmmemmnm
sinus

6.7 Piacing the lsad using a stylet

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

Wamning: To minimize the kkelihood of trauma 1o the vein and to
maintain lead fiexdbility while advancing the lead through the vein,
keep the stylet withdrawn 1 to 2 cm or select 2 more flexibte atylet.

Caution: Do not use a harp ohject 1o impart a curve to the distal
ond of the stylet. Imparting a curve to the stylet can be
mhedwim a smooth-surface, stovile nstrument

e 4).
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Note: (it Is difficult to advance the stylet around a bend, consider
using a different stylet. More flexible stylets are reconmended for
tortuous anatomios. Firmer styfets are recommended whete
additional support Is needed.

There are many techniques that may be usad to advance the lead
into a cardiac vein using a stylet. The choice of technique is left o
the discretion of the physiclan.

6.8 Placing the lead using a guide wire

Waming: Do not insert the proximal end of the guide wire through
the lsad tip seal without using the gulde wire insertion tool.
Insesting the guide wire without the guide wire insertion tool coukt
damage the lead tip seal or the conductor ¢oil or insulation.

Warning: Damage to a guide wire may prevent the guide wire
from performing with accurate torque response and control and
may cause vesse] damage. For additional information about
vessel damage ar othsr potential adverse events, refsr to the
technical manual packaged with the appropriate gulde wire.

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

Notes:
* Medtronic recommends using gulde wires 0.36 mm to
0.46 mm in diameter. Contact a Medironic representative for
further information about recommanded guide wires.
* Consider soaking the guide wire in a heparin solution before
insertion to minimi2e the risk of thrombus formation during

use.

» {f youare using an Attain Hybrid guide wire, the procedure for
preparing the guide wire for use differs from other guide wires
because of the attached proximal knob.,

Use the following steps to prepare the guide wire for use:
1. Select a guide wire.
lfthe patient has tortuous anatomy, a mors flaxible guide wire
is recommeanded. if additional suppovt is needed, use a
firrmer guide wire,
if you ara using an Attain Hybrid guide wire, the steps
involving the insertion tool (Step 2 through Step 4) do not

apply.

2. Insert the guide wire into the jead by placing the distal
(flexible} end of the guide wire into the lead connector pin
using the guide wire insertion toal included in the
(Figure 5). To prevent the lead from dislodging fromthe guide

602111-008

wire ingertion tool, grasp the lead and guide wire insertion
tool firmly between thumb and forefinger.

Caution: To minimize the risk of damaging the gulde wire, be
sura that the flexible section of the guide wire is fully inserted
into the lead before removing the guide wira insertion tool
trom the lead.

Note: Be sure 1o remove the guide wire insertion tool before
lead implant.

Figure 8.

NN 5

1 Guide wire
2 Lead connector pin

a. mmmwmmimmmlmmm

connactor pin.
4. Remove the guide wire insertion tool by skding the tool off the
end of the guide wire,
5. Posttion the guide wire steering handle (Figure 8):
For an Attain Hybrid guide wire, preload the guide wire
staering handle orto the guide wire before loading the guide
wire into the connector pin on the proximal end of the lead.
For other guide wires:
a. Advancethaguide wire steering handie over the proximal
(rigid) end of the guide wire.
b. Tighten the guide wire steering handle onto the guide
wire near the lead connector pin,

Figure 8.

® —

1 Gulde wire sieering handle
2 Lead connector pin

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

A3 an aftemate approach in situations whera the guide wirs is
already in place, the lead can be Joaded over the guide wire using
the guide wire insertion ioo.

Insert the guide wira into the lead by placing the proximal (rigid)
end of the guide wire into the distal tead tip using the guide wire
insertion tool nciuded in the package (Figure 7).
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Notas: Figure 8.
¢ There may be slight resistance as the guide wire passes J—

through the lead tip sea), T —
o Grasp the {sad and guide wire inssrtion tool batween your

thumb and forefinger to pravent the lead from dislodging from

the guide wire insertion tool while you are inserting the guide

wive.
» Be sure to remove the guide wire insertion tool, through the slit

in the guide wire insertion tool, before lead implant.

Figure 7.
1 Guilde wire
2 Lead distal tip Foroptimal electrical performance and fixation, place the proximal
slectrode in the selected vein, not in the coronary sinus.
Warning: Do not force the lead if significant resistance is Note: it the selected veinis largs, it may be nacessary to position
encountered during lead passage. the lead in a smaller cardiac vein in order 1o achieve lead fixation.

Caution: If the distal end of the guide wire becomes severely For optime slectricay periormance, Medironi fecommends
kinked or twisted, it may be difficult to withdraw it back through the

lead. Therelore, if there is an indication that the distal end of the 8.10 Taking electrical measurements

guide wire has bacome damaged, or if there ie significant

rasistance in guide wire passage, remove the lead and guide wirs The Attain Parforma Straight MR SureScan 4386 LV (sad was
together as a unit. Remove the guide wire from the lead and insert designed to provide pacing via selectable electrodes. The 16
a new guide wire into the lead. Do not use excessive force to avaiiable pacing polaritiss are shown in Figure 9.

retract the guide wire from the lead. A 9

Notes:

* [tthe lead is not advancing, or if the lead and gulde wire seem © RV iend LV heas
o be sticking together, there may be thwombus on the guide
wire at the lead tip. Remove and inspect the lead and guide Lva
wire. Consider using a new guide wire, Reingert the lead and
the guide wirs as described in previous steps.

« i itis difficult to advance the guide wire around a bend, e
consider using a diflerent guide wire, More flexible guide
wires are racommended for tortuous anatomies. Firmer guide
wires are recommended where additional support is needed. L

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

6.9 Fixating the lead v ool
Fixation is achieved the same way regardiess of lead placement.

T ] V3

Using fluoroscopy for guidance, fixate the lead into the cardiac
vein (Figure 8),
1 Extended bipolar pacing polarities
2 Bipolar {reversibie) pacing polaritlos
10 Englsh
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stnuctions: doc #183266

Category: Lands 8ingie pho.
Size: 7,425 x 8in (181 X 203 mm)

Extended bipolar pacing is available using this lead in

combination with a compatible CRT-D system and RV

defibrillation lead. The 4 available pacing polarities inckide:
* LV1 to RVeoil

Lv2 to Rvcoil

LV3 to RVcoil

LV4 to Rvcod

Bipolar pacing is avaitable using this lead in combination with a
compatible CRT-D system. The polarity of each of the 6 elactrode
pairs can be reversed to yield a total of 12 bipotar pacing polarities:
¢ LV1tolLV2, Lv2io V1

L1 to LV3, LV3to LV

LV1 to L4, LV4 to LV

LV21o LVS, L3 1o LV2

v2to LV4, LV4 to LV2

LV3toLV4, V4 to LV3

Nota: if you are monitoring the LV EGM signalwhenthe LV2to
LV3 or LV3 1o LV2 pacing polarity is selected, the signal
amplitide may be attenuated comparaed to other pacing
configurations such aa LVt to RVcoil. This signal attenuation
is an expected charactsristic of the Attain Parforma Straight
MRI SuraScan 4398 LV lsad with tha short spacing beiween
electrodes LV2 and LVS.

Caution: Before taking slectrical or defibrillation efficacy
measurements, move abjects made of conductive materials, such
as guide wires or stylets, away from all electrodes.

Note: Before taking edectical moasurements, it is recommended
that you retract the stylet or guide wire, ingide the lead ilumen, toa
point proximal of all elecirodes. This action allows the lead tip to
resume its noyrmal shape, enabling appropriate slacirode-tissue
contact 1 ocour.

The AccuRead 2.0 analyzer cable interface 100 is used to
tacilitate accurate electrical measurements during implant.

Caution: Use the AccuRead 2.0 cable Interface tool when
connecting analyzer cable terminals to the lead connector. This
tool enables you to teke accurate glectrical moasuroments at
implant while reducing the risk of connegctor damage, electrical
bridging, or electrical shorting. The potential for connector
damage, bridging, or shortingis due to vaniations in analyzer cable
terminals and due to the width and proximity of tha contacts (rings
and pin) on the IS4 connector,

Use the following steps to take electrical measuroments:

1. Ensure that the laad connector is inserted into the
AccuRead 2.0 tool completely. if the AccuRead 2.0 tool is
properly aitached, the connector pin is accessible (see
Figure 10).

$02111-005

Figure 10.

2. Atiach a surpical cable to the lead connector. Use the
AccuRead 2.0 cable interface tool to guide the alignment of
the cabie clips with the contacts on the lead connectar. The
tool helpa to ensurs that accurate readings are obtained. See
the lead drawing in Chapter ? for information about the
alignment of tha lead connector contacts with the lead
elactrodes.

3. Use animplant support instrument, such as a pacing system
analyzer, for obtaining slectrical measurements, For
information on the use of the implant support instrument,
consult the product documentation for that device.

lead placement is indicated by low stimulation
thresholds and adequate sensing of intracandiac signal
amplitudes.

Notes:

+ A low stimulation threshold provides a desirable safety
margin, aiowing for a possibla rise inthresholds that may
occur within 2 months following implant.

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

Tabis 1. Recommended measuremeants at implant®
Massurement recommended Laft ventricle
Maximum acute stimulation thresholds® 3.0V
Minimum acute LV EGM signal amplitude 4.0 my©

* Assuming 500 {2 resistance.,
© At a pulse width setting of 0.5 ms.
©The LV EGM signal amphtude for the L2 to LV3 and LVS 1o LV2 pacing
polaritias may be affonuated comparad ta other pacing polarities such as
LV1 to RVeoil,
4, if electrical measuraments do not stabilize to acceptable
levels, it may be necessary to reposition the lead and repeat
the testing procadurs.,

3The LV EGM signal amplitude for the LV2 1o LVS and L3 1o LV2 pacing polaritias may be attenuated compared to other pacing polarities such as LV1 & RVcoil.
Engfish 11
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Prinding Instructions: doc #183268
Calogory: Loads singie pkg.
Siza: 7.126 x Bin {181 x 203 mm)

5.

Check for phrenic nerve stimulation by pacingat 10Vand a
pulse width setting greater than 0.5 ms. Then observe for
diaphragmatic contracting either by fluonoscopy or diract
abdominal palpitation. Further testing may inciude patient
positional changes to simulate upright chronic conditions. If
phrenic nerve stimulation occwrs, reduce the voltage until a
phrenic nerve stimuiation threshold s determined. Phrenic
nerve stimulation may nacassitate changing the pacing

502111-006

. i used, remove the guide wire and guide wire ingertion tool,

the guids wire with a stylet (downsized
kncby). Insart the straight stylet into the lead to the
m sinus.

. Remove the guide catheter from the lead. See the delivery

syttem product documentation for detaits.
Note: For Medtronic slittable delivery systems, use a slitter
compatible with a 1.75 mm (5.3 French) lead body.

polarity or repositioning of the lead. 3 Camfullymdocnmbtelyrenmeﬁestyletorl\ltahﬂybﬁd
6. The AccuRead 2.0 tool may be ramoved from a guide wire or guide wire. Whenre the atylet, grip the lead firmly
stylet using the slit on the side of the tool (see Figure 11). closa to the distal end of the connector pin; gripping the lead

atthis location helps pravent possible lead tip dislodgement.
Ensurs that the lead connector is inserted into the
AccuRead 2.0 analyzer cable interface tool and then repeat
the electrical measurements. See Section 6.10, "Taking
slectrical measwements®, page 10.

8.12 Anchoring the lead

Caution: Use care when anchoring the lead.

« Use only nonabsorbable sutures to anchor the lead.

* Do not attempt to remove or cut the anchoting sleeve.

* Do not use the anchoring sleeve tabs lor suturing.

« During lsad anchoring, take care to avoid disiodging the
lead tip.

* Do not secure sutures so tightly that they damage the vein,
lead, or anchoring sleeva (Figure 12).

» Do not tie a suture directly to the lead body (Figure 12).

Elgun 12.

Figure 11. 4

Anchor the lead using ali 3 grooves:
1. Position the anchoring sleeve against or near the vemn.
2. Secure the anchoring sieeve to the lead body by tying a
suture fiemty in each of the 3 grooves (Figure 13).

Figure 13.

1 Ramoving the AcculRead 2.6 tool from the connector pin

2 Removing the AccuRoad 2.0 100! rom the stylet using the st on the
gide of the tool

6.11 Removing the guide catheter from the lead
Note: If an Attain Hybrid guide wire was used for placement of the
lead, go to Step 2. Itis not necessary to replace the Attain Hybrid
guide wire with a stylat for catheter removal.

Once the lead is in the final position, remove the guida catheter

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

6.13 Connecting the lead

Caution: Betore connecting the lsad to the device, always remove
implant tools such as a stylet, guide wire, or AccuRead 2.0 cable

SO 8 fect: intertace tool. Failure 10 remove implant tools may result in lead
failure.
12 English
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Priting Instructions: doc #163250
Category: Leada single pkg.
Slew: 7.126 x 8in (181 x 203 mwn)

Connact ths lead to an implantable device.
1. Insert the lead cormactor into the device connector block.
Consuit the product documentation packaged with the
implantable device for instructions on proper lead

502111008

in the event of a patient death, expiant all implanted ieads and
devices and return them to Medtronic with a completed Product
information Report form.

connections.
2. Take glectrical measuraments through the davice. 7 Specifications
' 8.14 Placing the device and lead into the pocket 7.1 Specifications (nominal)
Parameter 4398
Caution: Use hen placing the device and leads into
the pockst. oarew Sartal number prafix QuBs
* Ensure that the leads do not leave the device at an acute Type W*&
angle,
* Do not grip the lead or device with surgical instruments, Chamber paced Lsit ventiricle
* Do not coil the lead. Coiling the lead can twist the lead body Length 78 and 88 cm
and may result in lead dislodgemeant (Figure 14). Comector 1S4-LLLL
Figure 14. Materia) Conductor: as;gm
insulators: Polyurethans (cuter)
Sl-polyimide (SI-P1)
(e
Electrodes: Plafinum iridium
alloy with tianium
nitride coating

Conneactor pin: - MP3SN
Connector MP3SN

rings:
Use e follwing steps o placs the devics and lads ko the Moftlestp  Soona nubber
ot: )

1. Topreventundesirabletwistingof theleadbodyorbendingof ~ C/ectrods configuration e e
the lead body at an acute angle, rotate the devica to wrap the roideluting
excess lead length loosely (Figure 15). Diameter Leadbody:  1.75mm

Figure 15, (5.3 Franch)
— Electrodes: :ér‘om )
//.\‘ V. Spacsr 1.30 mm
. ( _ & ‘ hsMe&:bm (3-9 French)
. N (distan and
| wa:
' Spacer 1.57 mm

2. Insert the davice and leads into the pocket.

3. Before closing the pocket, verify sensing, pacing, e vdec, (4.7 Fronch)
cardioversion, and defibriltation efficacy. Lva:

1.30

6.15 Post-implant evaluation Eooan oler it Feanchy
After implant, monitor the patient’s electrocardiogram unti the e B
patient is discharged. if a lead dislodges, it usually occurs during Madvanks v oy ’ By—
the immediate poetoperative period. oy Weloskomriiv (5.7 French)
Recommendations for verifying that the lead is property i hasistor)
positioned include x-rays and pacing thresholds taken at Otagnastic guide wire 0.38 mm 100.46 vwn
pre-hospital discharge, 3 months after implant, and every 6 {racommended diame-
months thereafter. ter)

Blecirode surface asa 58 mm?

English 13
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Printing insbructions: do 183258
Categny: Lands single pig.
Siae: 7925 x 8 (181 x 203 mm)

Parameier 4398
Distance beiwoen olec-  Elactrode V1 2t min
trodes (hstal) to LV2:
Electrode V2 1.3mm
to LV3:
Electode V3 21 mm
© LV4 (proxie
mal):
Conductor rasistance w1 aasogwn}
24 161 (68cm)
a2 1024 Q (78 cm)
21 250 (88cm)
ws 1824 Q (78 ¢m)
21 2401 (8B cm)
Lv4 17240 (780om)
20 24 01 {88 cm)
Swroid Dexamethasone
acetae
Combined total of steroid <1.0mg
Storoid binder  Silicone rubber
*Tachnology developed by NASA.
| 14 English
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7.2 Specifications drawing {nominal)

Figure 16. g_@

-
©®

1 Bscirada LV1 (the distal slectroda): nominally 5.8 mm? gsometric
pecing suriace area

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

3 Elactrode LV3: nominally 5.8 mm? gaometric pacing swvface area

4 Electrode LVA {the proximal elecirode): naminally 5.6 mme geometric
pacing suriace area

5 Anchoring sleeve

Composed: 2015-06-01 07:12:29
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Printing instruciions: doc #183250 502111005

Category: Leads single phg.
Size: 7.126 x 8 In (181 x 203 mm)
6 1S4 connector Table 2. Explanation of symbols on package labeling {continued)
7 Contact Lv4 Bymbol Expianation :
8 Contact LV3
9 Contact LV2 Reorder number
10 Contact LV1 REF

¢ | rep Authorized representative in the Europsan Com-

8 CE mark of conformity
The following CE mark of conformity applies to the Model 4398

C€0123

2013

2]
=

Sertal number

e

9 Explanation of symbols on package labeling

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

Table 2. Explanation of symbols on package labeling
Explanation

Symbol
Conformité Européenne (European Conformity),
CEO123 me«mmudeIywn:lygs
with applicable European Union acts.

Do not use if package is damaged

O+>D4, 4
|

T
g
L
1
i

Do notreuse

'I’ +XX°C
+XX°F Upper imit of emperature

Steriized using ethylene oxide

Eﬂ Conaut instructions for use

Saflifts R alin

[:m Consult ingtructions for use at this website Trangvenous cardlac vein pacing lead
iy Sty gy At
Date of mamdactre Transvenous ventricular iead
“ Manufaciurer Transvenous atrial lead
2 Usa by Transvenous lead with one defibrillation slectrode
Engfish 15
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@ 2. Explanation of symbois on package |abeling (continued)

Explanation

wwmmmm
3

SureScen logo

MR Conditional

B> 10 =1 e[| [a][s] E'T
§
E
|

10 Medtronic disclaimer of warranty

For complete disclalmer of warranty information, see the
accompanying disclaimer of warvanty docurment.

tt Service

Medtronic employs highly trained representatives and engineers
located throughout the world to serve you and, upon request, to
pmvdawainquualmedhoaphlpumnelhﬁnmd

Maedtronic products. Madtronic alse maintaing a professional staff
topmdatedmiealmmﬁmwproductm For more
information, contact your local Medtronic rapresentative, or call or
write Madtronic at the appropriate te!ephone number or address
listedt on the back cover.

16 English
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ingtructions: doc $163256 802111-008

> Laads single plg.
7.925x 8in {181 x 203 mm)

i

Contenido
Dascripcién 17
Indicaciones 18

Contraindicaciones 18

Advertencias y medidas preventivas 18

Posibles eventos adversos 21

Procedimiento de implantacion 22

Especificaciones 29

Simbolo de conformidad CE 30

Explicacion de los simboios on el etiquetado del
envase 30

10 Renuncia de responsabllidad de Medtronic 3

11 Servicio técnico 32

LN E WA =

1 Descripcién

€l cable VI intravenoso con electrodo tetrapolar y dilucion de
estervides implantado mediante una guia

Attain Performa Straight MR SureScan 4398 de Medtronic estd
disefiado para estimulacidn a través de un vena cardiaca. Se ha
probado el cable para utilizarse en &l entorno de Imégenes por
resonancia magnética (MR1). Todas las longitudes para este

Anodos, dependiendo
pmgrame!apo!aﬂdaddeesﬁmladdnwwdsposwvo
o glectrodo V11, sl electrodo distal, colocado cerca de ta punta
distal det cable
slecirodo VI2, colocado 21 mm proximal al slectrodo Vit
* slectrodo VI3, colocado 1,3 mm proximal al electrodo VI2
electrodo V4, o] electrodo proximal, colocado 21 mm
proximal al electrodo VI3

Consulte la Seccién 6.10, “Mediciones eléctricas”, pagina 25
paea obtener informacion sobes las opciones de polardad de
estimulacion VI,

El conector tetrapolar en inea IS4-LLLL! de Medtronic del cable
facilita la conexidn det dispositivo durante la implantacion. La
puria de la clavija de conexidn tiene una banda indicadora blanca
que puede utilizarsa para confimar visualmenie la corvects
conaxidn det cable al dispoeitivo.

Los contactos del conector se alinean con los electrodos del
cable, VIt con Vi1, VI2 con VI2, etc.:
e contacto dai conector Vi1, la clavija de conexion, colocado en
la punta proximal det cable (se alinea con el electrodo VI1)

s ocontacto del conector VI2, colocado distal a la clavija de
conexién Vi1 (se alinea con el electrodo VI2)

* contacto ded conactor Vi3, colocado distat &l contacto del
conector VI2 {se alinea con el electrodo Vi3)

o contacto del conector V4, colocado distal al contacto del
conector VI3 (se alinea con el slecrodo Vi4)

Consuhe la Secciin 7.2, "Dibujo de especificaciones
{nominales)”, pigina 30 para ver una Hustracion de los
slectrodos del cable y loa contactos del conector.

La punta distal del cable penmite que una guia pase a fravés de &
para ayudar a selaccionar la vena cardiaca. La punta dispone de
una membrana de siicona que sella el lumen intarior del cable
para reducir la entrada de sangre.

Cada electrodo contiene un dispositivo de iberacidn controlada
monolitico (MCRD, por sus siglas en inglés) para la elucién del
esterolde con &l fin de reducir ta respuasta inflamatoria dentro de
la vena cardfaca, Los MCRD contienen una dosis total
combinada de <1,0 mg de esteroide aceiato de dexametasona. Al
exponarios a loe liquidos corparalas, los MCRD diluyen los
estaroides. Los astercikies suprimen la respuesta inflamatoria
QUe 60 cree que causa las efevaciones del umbral asociadas
habitualmente a los electrodos de estimulacién implantados.

El cabie dispone de dos diertes de poliuretano situados entre los
elactrodos Vi1 y VI2 para faciiitar el contacto con las venas
cardiacas.

El aislamiento exterior del cable o5 de poliuretano y ef aislamiento
interior es de poliamida SI (81-Pi)2. La pokamida Sl se aplica como
recubrimiento al cable conductor antes del bobinado.

El cable V1 Attain Performa Straight MRI SureScan 43598 puede
colocarse con ayuda de una guia, un flador, un catéter intemo, o
un catéter interno més una guia o un fiador.

Para implantar el cable en la vena cardiaca seleccionada se
necesita un sistema de implantacién compatible. Un sistema de
implantacién compatible incluye un catéter guia y, o bien una
vélvula de hemostasia 0 una védlvula introductora e se puedan
reticar o que permitan ef paso por el conector del cable, Péngase
an cordacto con 8l reprasentante de Medtronic si desea mas
informacion sobre los sistemas de implantacion compatibles.

1.1 Sistema SureScan de Medtronic

El cable Modslo 4398 forma parte del sistema SuwreScan de
Medtronic. El sistema SureScan incluye un dispositivo SureScan
de Medtronic conectado a cables SureScan de Medtronic, En el
etiquatado de los componentes del sistema SureScan aparecen
&l logotipo de SuraScan y el simbolo de Compatible can MRI! en
condiciones especificas,

'mmmmaummlmmwtmwmmm porlaanlwgmlume xmamymmcu
mechnica bésica. LLLL define los contactos del conector del
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Printing instuctions: doc #183256
Catagory: Leads singie pg.
Size: 7.125 x 8 In (181 x 203 mm)

Logotipo de SureScan

Simboio MRAI compatibie bajo daterminadas condicio-
nes. El sistama SureScan de Medironic o8 compatible
con MAl en condiciones eapacificas y estd disefiado
para paraiir qua los pacientes con un dispogitive
implantado s¢ scmetan auna exploracion MR bajo las
condiciones de 1180 de MRT ecpecificadas.

La funcién MR SureScan posibilita un modo de funcionamisnto
en el quo un pacienta con un dispositivo SureScan pueda ser
explorado por un eistema de resonancia mapnética mientras su
dispositivo continia Ia estimulacion adecuada.
Cuando la funcién MRI SureScan esté aclivada, se deshabilita la
detaccién de aritmias, e modo imén y todos los diagnésiticos
definidos por ol usuario. Antes de realizer una exploracion
MR, consulte &) manua) técnico de MR SuraScan para
obtener informacidn importante sobre los procedimientos,
asi como lss adveriancias y madidas prevantivas
eapeciicas de MRI.

1.2 Contenkio del envase

Los cables y los accesorios se proporcionan estériles. Cada
emvase contiene el siguiente material:

1 cabie con manguito de fijacién

1 herramienta para ia insercidn de (a guia

1 pinza para la guia

1 mango de direccién para la guia

4 fiadores

2 heramlentas interfase para cable de analizador
AccuRead 2.0

s documentaciin del producto

1.3 Descripcién de los accesorios

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

Herramiania AccuRead 2.0 - La herramienta interfase pam
cable de analizador AccuRead 2.0 guia la conexidn de los
terminales del cable del analizador con los contactos del coneclor
del cable. Esta conexitn facilita Ia realizacién de mediciones
eléctricas precisas durante la Implantacién y previene posibles
dailos en el conectos,

Manguito de fijaclén - El manguito de fijacién evita que el cable
se mueva y protege el aislamiento del cable y los conductores
ante posibles dafos causados por suturas apretadas.
Pinza para guia - La pinza para la gula sujeta la gria sobrante y
ayuda a proteger y mantener su esteriidad.

Herramienta para la insercién de la gula - La herramienta
para ka insercion de la guia de angioplastia proporciona mayor
control durante la insercién de ésta en la clavija de conaxidn o la
punta dei cable.

Mango de direccién de la gufa - El mango de direccién de la
gufa se utiliza Unicamenie con guias de didmetro igual o inferior a

18 Espafiof
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0,48 mm. El mango de direccién proporciona un control adicional
sohwe el direccionamienio y fa rotacion de la guia.

Flador - El fiador proporciona rigidez adicional y flexibilidad
conirolada para Bovar el cable hasta su posicion. Cada botén del
fiador Neva indicado su didmetre y la longitud dal cable
corraepondiente.

2 Indicaciones

E! cable tisne aplicacion como parte de un sistama de
estimulacidn biventricular de Medironic.

3 Contraindicaclones

Antes de realizar una exploracién MR, consults el manual
técnico de MR SureScan para ver las contraindicaciones
sspecificas de MAL.

El cable Modeto 4398 esté contraindicado en los siguisntes
cases:

Vasculatura coronaria - Este cable estd contraindicado en
pacientas con una vasculatura venosa coronaria inadecuada
para la colocaciin del cable, tal como se indica en el venograma.

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

4 Advertencias y medidas preventivas

Se neceasita un sistsma compisto SureScan para utilizario
on of entorno MRL Antes de realizar una exploracién MR1,
constilts sl manuat técnico de MR) SureScan para ver las
advertencias y medidas preventivas especificas de MRI.

Nota: En el manual que se incluye con el disposiiivo o an el sitio
web de la Biblioteca de manualtes de Medtronic

aplicables al sistema implantadc de Medtronic,

Inspeccién del envase astérll - Inspecclone detanidamente el

envase estérl antes de abrirlo.

= Siel precinto 0 e envase estan dafiados, péngase en
contacto con un reprasantante de Medtronic,

. Noagummmmatempwmumbma
40°C.

« No utilice el producto pasada la fecha de caducidad.

Esterilizacién - Medironic ha esterilizado el contenido del

envase con Oxido de etilenc antes de su envio. Eats cable es de

un 2olo uso ¥ no se debe volver a esterilizar,

Para un solo usa - El cable y otros accesorios $6i0 pueden
utiizarse una vez.
Equlpo hospitalario necesario - Deberd mantenesse cerca un

aquipode deshbrilacion extema preparado para su uso inmediato
durante las pruebas del sistema de cables agudos y el
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procedimiento de implantacidn, y siempre que exista la
posibilidad de que se produ2can aritmias, ya sean esponineas
o inducidas intencionaimente, duranie las pruebas posteriornes a
la implantacién.

Desfibrilacién externa y cardioversién - La desfibrilacion
externa y la cardioversion soa terapias que administran una
descarga aléctrica en el corazén para convertic un fitmo cardiaco
anémalo 6n un ritmo normal.

Los dispositivos cardiacos de Medtronic estan disefiados para
soporiar la exposicion a desfibrilacién externa y cardioversion.
Auntue a3 infrecusnte que se produzcen dafios en un sielema
implantado debido a una descarga eléctrica, la probabitidad
aumenta a medida que sa slavan los niveles de energia. Estos
procedimisntos también pueden elevar los umbrales de

cmiwerelan considere las medidas preventivas siguientes:

* Lhilice la enorgia mis baja que sea adecuada desde ef punto
de vista cnico

. Siu'lelosparchesopalaseomnﬂimawmdedmmh
del dispasitivo.

* Coloque log parches o paias perpendiculares ai disposilivo y
al gistema de cables,

« Sjse administra una dasfibrilacién externa o cardioversitn a
menos de 15 cm da diatancia del dispositivo, utilice un
programador de Medironic para evaluar & dispositivo y el
sistema de cables,

Equipo alimentado por I red sléctrics y madiante pilas - Un
cable implantado forma una via de corrisnte directa al miocardio.
Durante la implantacion del cable y las prusbas, utilice solamente
aquipos akmentados mediants pitas 0 equipos conactados a
tomas da corients especificaments disefiados para este fin con
¢l ohjeto de proteger al pacionte ante ia fibwitacin que pudieran
provocar las corientes altemnas. Eloqupoaimentadopwlarod
eléctrica que se utifice cerca del paciente deberd estar
adecuadamente conectado a tisrra. Las ciavijas del conactor dai
cable deberdn astar alsladas de cuaiquigr fuga de corriente que
pudiera surgic del equipo akimentado por la red ebéctrica,

Dispositivos concurrentes - Los impulsos de sakida, en
espacial los procedentes de dispositivos

afectar de forma negativa a las funciones de deteccién del
dispositiva. Si un paciente necesita olo sistema de estimulacion,
permanente o temporal, dejo espacio suficiente entre los cables
de los dos sistemas para evitar interferencias en las funciones de
deteccion de los dispositivos. Generaimente daeben explantarse
los generadores de impulsos y los desfibriladores autométicos
previaments implantados.

Uso de esterolides - No se ha determinado si las advertencias,
medidas preventivas ¢ COMpRCACIONes gue normalmente se
asocian al acetato de daxametasona inysctable se aplican ala
mlz?ciondeesle dispositivo de libaracion controlada y muy

Embarazo - Se ha demostrado que el acetato de daxametasona
administrado en dosis equivalentes a la dosis humana puede
tener electos teratégencs en mucheas especies. No exisien

502111-00%

estudios sulicientes y correctamente comparados con mujerss
en periodo de gestacion. Ss debe conaiderar la utiizacion det
acetato de dexametasona duranie la gestacion s6lo gi el beneficio
potencial justifica los posibles nesgos para &l #1610, Los esiudios
realizados con ratones, ratas y conejos han demostrado que los
adrenocorticoides aumantan la incidencia de fisua palatina,
insuficlencia placentaria y aborto espontdnec, ademés de
disminuir ¢l incfice de crecimiento intrauterino,

Medres lactantes - Los corticoesteroides adminisirados por via
sigtémica ostén presentes en lalache matema y podrian inhibir el
cracimiento, interleny en la produccién de corticoestercides
snddgenos o causar otros efectos en nifics
lactantes. Debido a ia poeibilidad de que se produzcan
reacciones adversas graves a los corticossteroides en nifios
jactantes, debe decidirse si se intarrumpe la lactancia o se utiliza
un cabie sin dilucién de esteroiies, considerando la importancia
del cable y del farmaco para la madre,

Manipulacidn de dispositivos de libsracién controlaia de

eosteroides monoliticos (MCRD) - Evite que disminuya la

cantidad ds estercides disponible antes de la implantacion del

cable. La reduccidn de la cantidad de estercidas disponible

puede afactar al rendimiento de umbral bajo.

+ No permita que (as superficies de jos electrodos entren en
contacto con contaminantes de la superficio,

« En ol momento de ka implantacidn, no moje los electrodos ni
los sumerja en ninglin liquido, a excapcion de [a sangre.
Estimulacién bipolar - Si et drea superficial del electrodo de

anodo seleccionado es igual o inferior al drea superficial del
catodo seleccionado, puede producirse un aumento de los
umbrales de gstimulacién o estimulacion anodal. Este cable
utiliza 4 slectrodos det mismo tamafio; por consigulents, las
configuraciones de estimulacién bipolar pueden conlievar un
aumento de los umbralee de estimulacion o estimulacién anodal.
8i no 88 puede administras terapia a través del etectrodo V11, los
mvaVByW4Mndoponibbemuﬁlmcon
dispositivos de Medtronic especificos, Para ver ¢l uso de las
opciones de polaridad de estimulacién dal cable VI disponibles,
consulte &l manual del sistema de terapia de resincronizacién
cardiaca (CRT-D) de Medtronic correspondiente.

Manipulacién de! fiador - El fiador deberd manipularse con

precaucion en todo momenio,

» Para reducir al minimo la posibiidad de trauma en la vena y
para mantener la flexibilidad del cable durante su avance a fo
largo de ia vena, mantenga ol fiador retivado 1 a2 cm o
seleccione un fiador mas flexible,

* No ejerza demasiada fuerza ni utiice instrumentos
quirirgicos para insertar un fiador.

» Evite que lo fiadores 88 curven O ratuerzan an exceso, o que
antran en contacto con la sangre.

* Use un fiador nuevo cuando la sangre u otros fluidos se
acumulen en él. Los fiuidos acumulados pueden dafiar et
cable o dificultar el paso del flador a través del cable.

Espadiol 18
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s 5isa curva ¢ extremo distal dal fiador antes de insertario en
& cable, 88 producird una curvatum en el extremo distal del
cabie. No utilice ninguin objeto afilado para curvar ef extremo
distal del fiador.

Manipulacién de la guia - La guia dabe maniiarse con

precauciaén en todo momeanto.

* Noinserte el extremo proximal de la guia a ravés del sello de
ta punia de! cable gin utilizar ta herramienta de insercibn de la
guia. Lainserciénde la guia sin la herramienta de Insercién de
la guia pusde daliar s cable.

* Los dafios producidos en una guia pueden impedir que ésta
funcione con una respuesta y un control de par precisos,
ademds de causar dafios en los vasos. Si desea informacidn
adicional acerca de los dafos en 08 vasos y otros posibles
efectos adversos, consulte al manual técnico que 8@ incluye
con la guia comrespondients.

* Si gl extremo distal de la guia se reluerce o se tdobla
excesivamente, podria resultar diffcil volver a sacaria a través
del cable. Por tanto, si existe alguna indicacion de que el
extremo distal de la guda se ha dafiado o nota gran resistencia
durante su paso, extraiga el cable junto con la guia. Extraiga
la guia dal cable & inserie una guia nueava. No ejerza una
fuerza excesiva para retirar Ia guia del cable,

Conaulte la documentacion del producto que sa incluys conla
gufa para obtener més informacion.

Manipulacién del cable - El cable deberd manipularse con

precaucion &n todo momento.

* No se recomienda utilizar fiadores oxidados con este cable,
dado el riesgo de perforacidn de la bobina conductora o del

* §i se opta por emplear un fiador para colocar el cable, utilice
unicaments los que se incluyen con el cable o en un juego de
fladores (cabeza de tamafio reducido). Otros fiadores
puaden sobrepasar la punta del cable, causando lesiones al

paciente.

¢ Si el cable estd dafaxio, no lo impiante. Davuéivalo a un
reprassntants de Medtronic.

* Proteja el cable de los materiales que despranden particulas
como pelusa o polvo. Los aislantes del cabie atraen tales
sustancias.

s Manipuie ol cable con guantes quinirgicos estérlles que
hayan sido enjuagados con agua esténl © una sustancia
equivalente.

+ No fiexione, ratuerza ni estire el cable de forma excesiva,

* No utilice instrumentos quinirgicos para sujetar el cable o la
clavija de conexién,

+ Nosumerjalos cables onaceite de parafina o de sficonanien
ningun otro liquido, a excepciin de 2angre, en &l momento de
ta implamacion.

s Utilice un manguito de fijacion con 10dos los cables,
Asegurese de qua ol manguitc de fijacion estd colocado
cerca da la clavija de conexion del cable para evitar el paso
accidental del manguito dentro de la vena. Si fuera preciso
impéar el cable antas de insertario, comprucbe que ol
manguito de fjacion permanece an su posicion,

20 Espariol
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¢ No fuerce la introduccion del catéter gula o los cables si se
encuentra con una resistencia considerable. La utilizacién de
mcamguaocableswedemarunmmaﬂumenel

Repogicionamiento crénico o axtraoccién - El

raposgicionamiento crénico o la extraccién de los cables puede ser

dificil clebido a la formacidn de tejido fibrético. E! estudio clinico no

esté disefiado para evaluar la extraccion de los cables Vide la

vasculatura venosa coronaria. Si es necesario exiraer o cambiar

de posiciin un cable, proceda con 8l méximo cuidado, Devuetva

f0dos jos cables extraidos & Medtronic.

* No es5 aconsejable utiizar fiadores oxidados con este cable
debido al resgo de perforacion de la bobina conductora o ed

* Comprugbe la longitud del cable en la etiquata del conector
del cable para elegir la longitud apropiada del juego de
fiadores (cabeza de tamafio reducido) cuando se vuelva a
colocar ol cable, Elija siempre un juego de fiadores (cabeza
de tamaiio reducido) cuya longitud sea 3 cm menorque ia del
cable. Por ejempio, opte por un juago de fiadores (cabeza de
%naﬂonwddo)demandelowmmmde

om,

¢ La extraccién del cable puede provocar la avuision del
sndocardio, una véivula o una vena.

« Puaden separaree las conedones del cable, dejandoia punta
de!oabhyﬂﬂlodoamdomelcom@omlavena.

* Elreposicionamiento crénico puede afectar negativamente al
rendimionto de umbral bajo de un cable con dilucién de
esteroides.

» Tape los cables abandonatios para que no transmian
seflales eléctricas.

o En caso de cables que 56 hayan roto, selle el extremo del
cable restante y suture el cable a los tejidos adyacentes.
« Si se extrae un cabie, examinelo detanidamenta para ver si
hay dafios en & aislante o la bobina conductora antes de

voiver a colocario.

Diagnéstico por resonancia magnética (MRI) -Laresonancia
muunmmmummqw

pueden .
Sidesea obtener més informacion, consulte el manual técnico de
MRI SureScan que Medtronic facliita para dispositivos
compatibles con MRI en condiciones especificas.

Tratamionto de diatermis (incluidos los ultrasonidos
terapéuticos) - La diatermia es un tratamiento qua implica e
calenamianto terapéutico de los tefidos corporales. Entre los
tratamientos de diatermia se incluyen alta frecuencia, onda corta,
microondas y ulrasonidos terapsuticos. A excepcion de los
ultirasonidos terapduticos, no realice ningun tipo de tratamiento
de diatermia en pacientes con un disposiivo candiaco
implantado. Los tratamientos de diatermia pueden producir
lesionas graves o dafios psrmanentes en el dispositivo y el
sigtema de cables implantados. Los ultrasonidos terapéuticos
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(comofisioterapla, ultrasonidos terapéuticos de gran intensidad y
ullrasonidos focalizados de gran intensidad) utikizan ultrasonidos
a potencias més altes que los ultrasonidos de diagnbstico para
generar calor o agitacion en el cuerpo. Los ultrasonidos
terapéuticoa aon aceptablss s el tratamiento se realiza con una
distancia de separacién minima de 15 cm entre ef aplicador y el
dlspoaﬁvoydmaeubluinwmdos giempre que el
haz ultrasénico no apumie hacla el dispositivo ni ol sistama de

5 Posibles eventos adversos

Los posibles efectos advarsos relacionados con la utiizacion de
cablas intravenoeos incluyen, aunque no exclusivamente, las
siguientes condlolones relacionadas con el paciente:
embolkia gasecsa

diseccién candiaca

perforacién cardiaca

taponamiento candiaco

disaccién del seno coronario

muserte

endocarditis y pericarditis

erosién a través de ia piel
estimulacion muscular o nerviosa extracardiaca
fibrilacion u otras arritmias

bloqueo cardiaco

ruptura de la pared del corazén o de la vena
hematoma/seroma

& 5 0 68950 50020000 00 e

embolia trombdtica
lesiones vatvulares (especialments en comzones frigies)

Otros posibles efectos adversos relacionados con el cable y jos
pardmetros programados son, entre otros, los siguientss:

Poslbia afecto indicador de posi-  Poslbles acclones

adverso bis ofecto atverso comreciives
Deucplazamiento del  Pérdida decapturao  Reprogramar la pola-
cable?* integridaddasedalde ridad de estimulacion

EGM VI {deteccion VI

inchiida) intermitents  Cambiar ia posicion

© continua® det cable.
del  Sobredateccion inter-  Reprogramar la pola-
cable* mitents 0 continua Sfaddemmon
Cambiar la posicion

del cable,

|mamm
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Fosible sfecio
adverso

Rotura dal conductor
del cable

Fallo del aislamiento
del conductor del

Elevacion del umbeal
© bloqueo de salida

Cambiar la posicion
dei cable 0 sustituiro.

* Puecio ocunir una pérdica de captura
{deteccion incluiia) transitoria tras ta

o integridad de safial de EGM VI

ca hasta que ge

Operacion quining
produzca a esiabiiizacion del cable, Sino se produce la establlizacidn,
88 posible qua a! cable sa haya dasplazado.

Las técnicas de implantacion que pueden dafiar el cable son,
entre otras, las sigulemes:

Técnicas de Impian-

tacién que pueden
dafver ol cable

Introduccién forzada
del cable a través del

Dailoe en &) elec-
trodo, la bobina con-
ductora o el aigla-

Rotwa de la bobna
conductora; danos en
ol aislamiento

Perioraciin de la
bobina del conductor
o del alslamianto

Rotura de ia bobina
conductora; dafios en
o alslamiento

Sustituir of cable.

Sustitulr ol cable,

Susiituir ol cable.

Sustituir ol cable.

Espaftol 21
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Posibles efactos en  Posibis sccidn
ol cable ocomective

Distorsién de la punta  Sustiuir &l cable.
ravésdelasvenasde ohnpgwwais-

Ingsorcién del exiremo  Dafics enelseliodela  Susiuir el cabla.
punta dei cable 0

dalios an la bobina
puntadelcablesinuii- conductora/alsia-
Hzariaheramientade  miento

6 Procedimiento de implantacién

Advartencia: Antes de implantar un sistema SureScan, tengaen
cuenta los rissgos asociados a ia retirada de los cables
implantados previamente. Log cables abandonados o los cables
implantados previamente cuya compatibilidad con MR no se
haya evaluado ponien en peligro la capacidad para explorar con
seguridad el sistama SureScan durante exploraciones MR,

Advertancia: No introduzca el catéter guia ni el cable a la fuerza
sl 88 encuentra con una resistencia considerabla. La utilizacién
de catéteres guia o de cables puede causar un trauma en el
corazén,

Paraimplantar al cable V| Attain Performa Straight MRI SursScan
4398 en una vena cardiaca sslecclonada se necesita un sistema
de implantacién compatible como, por ejemplo, un sistema de
implantacion de Medtraonic. Un sistema de implantacion
compatible incluye un catéter guia y, o bien una valvula de
hemostasia o una valvula introductora que se puedan retirar o que
permitan ef peso por el conector dal cable. on contacto
con el represemtants de Medtronic si desea més informacion
sobre los sistemas de implantacidn compatibles.

Los procedimiantos quinirglcos y las técnicas de esterilizacion
adecuadas son responsabiiidad del protesional médico, Los
pracedimientos de implantacién que se describen en estemanual
se oftecen inicamente a efoctos de informacién. Cada médico
debe aplicar (a informacién contenida en estas instrucciones de
acuarde con su formacion y experiencia médica profesional.

8.1 Colocacién del cable ventricular derecho

A la hora de decidir qué cable ventricular se va a colocar en primer
lugar, considere ia facilidad de la canulacion del seno coronanioy
la necesidad de estimulacidn de reserva.

6.2 Preparacion del sistema de implantacién
Propare ol sistema de implantacion del cable de acuerdo con las

instrucciones descrilas en la documantacién que se incluye con
al gistema de implantacitn.

22 Espaiiol
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6.3 Acceso venoso

Adveriancia: Durante la implantacion debe poderse disponer de

inmediato de estimulacion de resarva. La utilizacion del sistema

decolocacién o los cables podria ocasionar un blogueo cardieco.

1. Para acceder a |a vena subclavicular, utilice ol método que

preﬁmbasa\dosemsumﬂmwoledonal
Precaucién: Clertas malformaciones anakimicas, como el
sindrome de salida torécica, pueden pracipitar el
pinzamiento y la rotura subsiguients dal cable.
Precaucidn: La insercion debe realizarse lo mas lataral
posible para evitar el pinzamiento de! cuerpo del cable entre
la clavicula y fa primera costilla {Figura 1).

Figura 1.

1 Lugar de insercitn recomendado

2. Inserte una guia infroductora en forma de J y una vaina del

introductor percutanao.
3. introduzca ta unidad de catéter guia para acceder al sano
coronario.

Consulte la documentacion del sistema de implantacion para
obtenes méds informacion,

6.4 Obtencién de venogramas

Antes de colocar un cable en el seno coronario, raalice
vencgramas. Los venogramas son aconaejables para evaluar la
via de paso y el lugar de cotocacion final dependiendo det
tamafio, la forma, a ubicacién y la tortuosidad de las venas.
Ademds, pueden resultar (tilss para identificar un trauma del
seno coronario soapechado. Si desea oblenar informacién sobre
la obtencion de un venograma utiizando un catéter de balén para
venograma, consulte la documentacién sobre el producto que se
incluye con el catéter de balén para venograma apropiado.

6.5 Insercién del cable en el sistema de implantacién

Advertencia: Si sa opta por empisar un flador para colocar ol
cable, utilice Gnicamente los que ge incluyen con el cable o enun
jusgo de fiadores (cabeza de tamafio reducido). Emplee siempre
un fiador cuya longitud sea 3 om menor que la del cabis, indicada
enlaetiqueta del conector IS4, Otros fiadores pueden scbrepasar
la punta det cabte, causando lesiones o perforacién de la vena
cardiaca o el corazén.

Advertencla: No fuerce el cable si encuentra una resistencia
congiderable durante su avance, La utilizacion de catéteres guia
o cables pueds causar un traumatismo en el corazén,
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Precaicion: tenga cuidado al manipular el cable durants la

insercion.

¢ No doble, tuerza ni estire en exceso el cable.

= No utilice inatrumentcs quinirgicos para sujetar el cable o la
clavija de conexion.

Para inaertar el cable puadan levarse a cabo los pasos
siguiertes:
1. Inserts un fiador o una guia en ol cable para cambiar laforma
del extreme distal ded cable,
Nota: Cuando el fiador esté completamsente insertado, au
punta distal no llaga a la punta dista! del cable.
2. Inserte ol cable en ¢l sistema de implantacién. Consults la
documentacion del sistema de implantacién para oblener
més informacién.

8.6 Colocacion del cable

El cable VI Attain Performa Straight MRI SureScan 4398 puede
colocarse oon ayuda de una guia, un fiados, un catéier intemo, o
un catéter interno més una guia o un fiador.

Implantacién con flador - Sila anatoméa del pacients presentia
una angutacidn suave de la vena reapecto al seno coronario y la
rama vanosa cardiaca no es tortuosa (Figura 2), puede utilizarse
un tiador para {a impiantacién del cabile.

Figura 2.
—-”—W
®
©)
1 Sano coronasio
2 Venacardiaca

502111-006

Figura 3.

1 Rama vencea cardiaca I0riOSa CON anguUISCION suave respecto al
Seno cononana

2 Rama venoea cariaca tortucea con angulanion aguda respeacio al
8600 COTNANn

6.7 Colocacién del cable por medio de un fiador

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

Advertencis: Para reducir al minimo la posibiidad de
traumatismo sn la vena y mantener la flexibilidad del cable
durante suavancea klargo de olla, mantenga el fiador retirado de
1 a 2 am o sedeccione un fiador mds flexible.

Precaucién: no utilice ningun objeto afilado pam curvar el
extremo distal del fisdor. Para curvar el fiador puede utlizares un
instrumento estédsil de superficia isa (Figura 4).

implantacién con guia - Si la anatomia de! pacienis presenta
una angulacién aguda de la vena respecio al sano coronario y la
mmmawdimumosa(ﬁgtmm, puede utilizarse una

guwéa para la implantacion del
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Nota: Si resulta dificil hacer avanzar ol flador atrededor de una

curva, considers la posibiidad de utilizar un fiadoe distinto. Se |
aconsejan fiadoras mas flexibles para anatomias tortuosas. Se |
Wﬁaﬂuesmésrlgiﬂoscuandosemnesome }

Existen numerosaa técnicas que se pusden utiizar para hacer
avanzar el cable en una vena cardiaca utilizando un fiador. La
elaccién de la técnica 66 deja a discracién del médico.
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8.8 Colocacién del cable por medio de una guia

Advertencia: No inserte el extremo proximal de [a guia a través
del solo de la punta del cable sin utilizar la herramienta de
insercion de la guia. La insercion de la gula sin utdizar su
herramienta de insercién podria causar dafios en &l safo de la
punta del cable, la bobina conductora o el aislamiento.

Adveriencia: Los dafios producidos en una guia pueden impadir
que éata funcions con una respusstay un control de par precisos,
ademsds de causar daflos en los vasos. Si dessa informacién
adicional acerca de los dafios en los vasos y otros posibles
efectos adversos, consulte ef manual técnico que se incluye con
la guia comespondiente.

Precaucién: Coloque la guia con cuidado. Consulie (a
documentacién del prodicto que se incluye con la gufa para
oblener mas informacidan.

Notas:
¢ Madtronic racomienda utlizar guias de 0,36 nwn a 0,46 mm
de diamatro. Pdngass en contacto con ol raprasentante de
Medtronic i desoa mds informacion sobre las guias

recomendadas.

+ Considere la posibilidad de mojar la guia en una solucion de
heparina antes de insertarla para redudir al minimo el riesgo
de formacion de trombos durante su utilizacién.

¢ Siva a uthizar una guia Attain Hybrid, el procedimiento de
preparacion de la gula para su uso difiere del de ofras guias
debido a la cabeza proximal acoplada.

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

1. Seleccione una gula.

Sl el paciente tiene una anatomia torluosa, se recomienda
una guia mas flexible, Si se necesita soporte adicional,
utilice una guia més rigida.

Si va a utilizar una gufa Attain Hybrid, los pasos relativos o
uso de [a herramisnta de insercion (del Paso 2 al Paso 4) no
son aplicables.

2. Inserte la guia en ol cable colocando &l extramo distal
(fleadble) de la guia en la clavija de conexidn del cable por
medio de la herramienta de insercion de la guia que so
ncluye en ¢l envase (Figura 5). Para impedir que el cable se
desplace de la herramienta de insercion de la guia, sujste
firmements 6l cable y la harramienta de ingercion de la guia
entre &l pulgar y el indice.

Precaucién: Para reducir al minima el riesgo de dafios enla
gufa, compruebe que su seccién flaxible quada totaimente
ingertada en et cable ames de extraer da élla herramienta de

S02111-006

Figura 5.
®© i AEEIT
]
1 Guia

2 Claviia de conexién del cable

3. Suelte la heramienta de insercién de la guia de ka clavija de
conexidn del cabla,
4. Retire ia herramienta de ingerclén de la guia deslizindola
hasta el final de la guia.
5. Coloque el mango de direccidn de la guia (Figura 6):
Para una guia Attain Hybrid, cargue previamente ¢l mango
de direccion de la gula en ella antes de cargar la guia enla
clavija de conaxion del extramo proximal del cable.
Para otras guias:
a. Haga avanzar &l mango de direccidn de la guia sobre f
extramao praximal {rigido) de la quia.
b. Aprieie almango de direccitn de la guia sobre éata cerca
de la clavija de conexitn dal cahle.

Figura &

® —

1 Mango de direccion de la guia
2 Clavila de conexitn del cable

6. Enganche la pinza para la gufa a dsta y sujéteia dentro del
campo estéril. Medironic recomienda asegurar la pinza para
la guia & la sabana quinirgica estéril del paciente,

Cuando ia guia ya esti colocada, una altemativa es cargar et
&Elesobrelagdauﬂizandolaharrazﬁemdehsefdondela

inserte la guia en el cable colocando el extramo proximal (rigido)
de la guia on Ia punta distat de! cable por medio de la herramionta
de insercion de Ia gula que 36 incluye en el erwase (Figura 7).

Notas:
* Pusde notar una ligera resistencia cuando la guia pase a
través del sello de la punta del cable.

insercién de ia guia. + Paraimpedir que &l cable se desplace de la hermamienta de
Nota: Asegurese de retirar la herramienta de insercién de la insercion de la gula cuando esté insertdndola, sujets
guia antes de implantar el cable. fiumemente &l cable y ia hamamianta de ingercion de la guia
entre o) puigar y &l indice.
» Asequrese de retirar la herramienta de insercion de la guia, a
travis de su hendidura, antes de implantar el cable.
24 Espafiol
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Figura 7.
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1 Guls
2 Punta distal del cable

Advertencia: No fuerce &l cable si encuentra una resistancia
considerable durante su avance.

Precaucién: Si el extremo distal de la guia 56 ratuerce o se dobla
excesivaments, podria resultar dificll volver a sacarla a través del
cable. Por tanto, si exisie alguna indicacidn de que el axtramo
distal de la guia se ha dafiado o nota gran resistencia durante su
paso, extraiga el cable junto con le guia. Extralga ta guia del cable
e inserte una guia nueva. No ejerza una fuerza excesiva para
reticar la guia del cable.

Notas:

* Sisl cable no avanza o si ol cable y Ia guia parecen estar
pegados, puede que se haya producido un trombo en ta quia
cerca de |a punta del cable. Retire &l cable y la guia para
examinarios. Considere la posibilidad de utilizar una guia
nueva. Vuelva a insertar el cable y [a guia tal como se ha
descrito en (08 pasos antariores.

» Siresultara dificil hacer que la guia avance alrededor de una
curva, considers la posibilidad de utiizar una guia distinta. Se
aconsejan guias miés flexibles para anatomias torluosas. Se
recomisndan guias mas rigidas cuando se necesite soporte
adicional.

Hay muchas técnicas para hacer avanzar el cable en una vena
cardiaca utilizando una guia. La eleccidn de la téonica se deja a
discrecion del médico.

6.9 Posicionamiento del cable

La fijacion se realiza de la misma forma, con Independencia de la
colocacion del cable.

Utilizando fluoroscopia como orientacion, fije el cable a la vena
cardfaca (Figura 8).

MO5E923A028 A Medtronic Conliiential

Para lograr un rendimiento eléctrico y una fijacion Gptimos,
cologue el electrodo proximal en la vena seleccionada, no en el
5610 coronaric.

Nota: Si la vena seleccionada es grande, puede que sea
necesario colocar el cable en una vena cardiaca mas pequedia
para conseguir su filacién. Para lograr un rendimiento sléctrico
éptimo, Medtronic recomienda que haya contacto entre !
eloctrodo y el tejido.

6.10 Mediciones eléctricas

El cable VI Attain Performa Straight MRI SuraScan 4398 estd
disefiado para adminisirar estimulacién a través de electrodos
seteccionables. En la Figura 9 se muestran las 16 polaridades de
estimulacién disponibles,

Figura 9.
@ Cable VD Cabla V
M

Bobina VO Vi3
vi2
m

Cuble VO
Gobina VD

1 Folaridades de estimulaciin bipolar extendida
2 Polaridades de estimilacion bipolar (reversible)
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Laestimulacion bipolar extendida esté disponibile si se utiliza este
cable en combinacién con un sistema CRT-D y un cable de
desfibrilacidn VD compatibles, Las 4 polaridades de estimulaciin
disponibles son:

Vi1 a bobina VD

Vi2 a bobina VD

VI3 & bobina VD

Vi4 a bobina VO

La estimulacitn bipolar esté disponible si 30 utiliza este cable en
combinacién con un sistema CRT-D compatible. La polaridad de
cada uno de ios 6 pares de electrodos se pusde invertir para
conseguir un total de 12 polaridades de estimulacion bipolar:

e ViiaVvi2, vVi2a Vil
VitaVvid, vVidavil
Vi1 aVi4, Vida Vi1
Yi2a VI3, Vida Vi2
Vi2 a VM4, Vi4 a VI2
Visavi, Vi a VI3
Nota: Si esta monitorizando la sefial de EGM Vi con la
polaridad de estimulacidn VI2 a VI3 o VI3 a VI2 seleccionada,
laampiitud de la sefial pusde estar ateniada en comparacion
©on otras configuraciones de estimulacion, como VIl a
bobina VD. Esta atenuacién de la sefial es una caracteristica
prevista del cable VI Attain Performa Straight MRI SureScan
4398 debido a la escasa separacion entre los electrodos Vi2
yVvI3.

Precaucién: Antes de realizar mediciones eléctricas o de
slicacia de la desfibrilacién, aleje de tados los electrodos los
objetos tabricadas con materiales conductores, como las guias o
los fiadores,

Nota: Antes de realizar mediciones eléctricas, gs aconsejable
retirar ol fiador o la guia dentro del fumen del cable hasta un punto
proximal a todos los electrodos. Esta accion permite que la punta
del cable recupere su forma nomal, posibiltando el contacto
apropiado enbre al electrodo y el tejido,

La herramienta interfase para cable de analizador AccuResad 2.0
80 utiiza para facilitar la realizacién de medicionss eléctricas

precisas durante la implantacion.

Precaucién: Utikce la hermamienta interfase pam cable
AccuRead 2.0 cuando conecte los terminales del cable del
analizador al conactor del cable. Esta herramienta le permite
realizar mediciones eléciricas precisas durants la implantacién al
tiempo que e reduce o nesgo de dafios en el conedtor o de
derivaciones o cortocircuitos ekicimicos. La posibdidad de que se
produzcan dafioa en el conector, derivaciones o corfocircuitos se
debe a variaciones en los tarminales del cable del anatizador, asi
como a la anchura y a la proximidad de ks contactos (anillos y
clavija) del conector 1S4,

Siga ks siguientes pasos para realizar mediciones sléctricas:

L IR 2 B

502111005

1. Asegiveseda que &i conector del cable esté complstamente
insertado en la herramienta AccuRead 2.0. St la herramienta
AccuRead 2.0 esta correctaments acoplada, la clavija de
conexidn esta accesible (consuita la Figura 10).

Figura 10.

2. Conecte un cable quirirgico al conector del cable. Utilice la
horamionta interfase para cable AccuRead 2.0 para guiar el
afincamiento de las pinzas del cable con los contactos del
conector del cable. La herramienta aytxia a garantizar la
obtencién de lecturas precisas. Consulte el dibujo del cable
an la Capitulo 7 para obtenar informacidn sobre el
alineamiento de los contactos del conector del cable con tos
slectrodos del cable.

3. Uhilice un instrumento de ayuda a la implantacion, como un
analizador de sistemas de estimulacion, para obtener las
medidas eléctricas. Para obtener mas informacidn sobre &l
uso de este instrumento, consulte la documentacién que se
adjunta con e8s dispositivo.

Unos umbrales de estimulacidn bajos y una deteccion
adecuada de (a amplitud de las sefiales intracardiacas
indican que el cable esta colocado correctamante.

* Un umbral de estimulacion bajo proporciona un margen
de seguridad deseable, lo que permite un posible
aumento de los umbrales gue puede producirse dentro
de los 2 meses posateriores a la implantacion,

+ Unas amplitudes de sefial de EGM V) aguda adecuadas
aseguran que el cable esté detectande adecuadamentie
sefiales cardiacas intrinsacas, Los requisitos minimos
de |a sefial dapenden de las funciones de detecclin del
dispositivo. Las ampiiiudes de sefial agudas acaptables
del cable deben ser mayores que las capacidades de
deteccion minimas del dispositivo. Asegurese de incluir
un margen de seguridad adecuado para tener en cuenta
la estabifidad del cable.S

3 La ampiisg da sefial de EGM VI pam las polaridades de estimulacion VI2 a VI3 y VI3 a VI2 puede aatar atenuada 81 COMParacion con otras polaridades de

estimulacidn, como Vi1 8 bobina VD.
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Tabia 1. Madicionas recomendadas durants la implantacion®

502111-005

Figura 11.

Madicién recomendada Ventricule izquierdo
Umbrales méximos de estinriacién 30V

aguda®

Ampiitud de sefial de EGM W1 aguda 4,0mve

minkma

* Agumiendo una resistencia de 500 Q.

®Con un ajusts de duracion del impuiso de 0,5 ms.

© La ampiitud do sefia) de EGM VI para ias polariiades de astimutacion

maWSyMammoWMNwmm

polaridades de estmulacion, como V11 a bobina VD.

4. Silas mediciones eléctricas no se estabiizan en unos
niveles aceptables, puade que saa necesario cambiar el
cable de posicion y repetir el procedimiento de prueba.

5. Compruebe la estimulacion del nervio frénico estimulando a
1OVoonunmmmddewwioraosm
Dazpués obssrve ia contraccién diafragmitica madiants
fluoroscopia o palpitacion abdominal directa. También se
puede cambiar de postura al paciente para simular
trastornos crnicos en posiciin vertical. En caso de que se
produzea estimulacidn del nervio frénico, reduzca el voliaje
hasta que se deteimine el umbral de estimulacion del nervio
frénico. La estimulacion del nervio frénico puede necesitar
que se cambie la polaridad de estimulacion o la posicién del

cable,

6. La herramienta AccuRead 2.0 puade relirarse de la guia o
fiador utiizando la hendidura existente en su lataral
{consuite la Figura 11).

MBSB023A028 A Medironic Contidential
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1 Retirada de la herramiania AcouRead 2.0 de la clavija de conenddn
2 Retirada de la herramienta AccuRead 2.0 del fiador utiizando ta
hendidura exigtente en ¢l interal de la herramienta

6.11 Extraccién del catéter guia del cable

Nota: Si s utilizé una gula Attain Hybrid para ta colocacién det
cable, vaya al Paso 2. Para ia extraccidn del catéter, no es
necesarlo sustitule ta guia Attain Hybrid por un fiador.

Una vez que ol ceble asté en ka posicitn final, extraiga el catéter
guia del miamo:

1. Emagalaulaylaherramemapmwlmén sisghan

izado. Sustituya ka guia por un fiador recto (cabeza de
mﬁoreducido) Inserte el flador recto en el cable hasta ol
seno coronaric medio.

2. Extraiga el catéter guia del cable. Si desea conocer més
detalles, consulte la documentacién del sistema de
implantacion.

Nota: Para los sistemas de implantacion de Medtronic que
ge pusden cortay, utilice una cuchilla compatible con un
cuerpo def cable de 1,76 mm (5,3 French).
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3. Retire por completo el fiador o la guia Attain Hybrid con 1. Insarte & conector del cable en &l bloque de conaxion del
cuidado. Cuando extraiga ol fiador, sujete firmemente el dispositivo. Para obtener instnicciones sobre la comecta
cable cerca del extremo distal de la clavija de conex|én; conexidn dal cable, consulte la documentacion del producto
sujetar el cable por esie lugar ayuda a evitar un posible que sa incluye con 8l dispositivo implantable.
desplazamiento de su punta. 2. Reslice las mediciones eléotricas a Wavés dal dispositivo.

e Birfaot nara oabie da anaizater . "ICSM18 6,14 Colacacién del dispositivo y el cable en la bolsa
890066‘ oot I”n &dfbow' ’pim?m%mmmgm el Precaucién: coloque el dispositivo y jos cables en la bolsa

! ! : con cuidado.
6.12 Fijacién del cable o+ Asegirese de que los cables no salgan del dispositivo
. fonmando un agudo,
Precaucién: Fije af cable con cuidado. « No sujete el cable nl ol dispositivo con instrumentos

+ Utilice unicamente suturas no absorbibles para fijar el cable. quirlrgicos.

» No trate de extraer ni de cortar el manguito de fifacion. ¢ Noenrolle el cable. Alenrollario, puede torcerse el cuerpo del

* No utilice ias lengiietas del manguito de fijacion parala cable y provocar su desplazamiento (Figura 14).
sutwa.

o Durants la fijacion del cable, lenga cuidado de no desplazar  F1gura 14.
su punta.

+ No apriete las suturas tan fuertas que puedan dafiar la vena,
ol cable 0 of manguito de fijacion (Figura 12).
« No ate kas suturas directamente al cuarpo del cable

{(Figura 12).
Figura12.
a%gmmedeMyMMm
1. Puahmdixeémm?ca‘ﬂ:semﬂmooedo::
Fije el cabie utilizando las 3 ranuras: formando un dngulo agudo, gire el dispositivo para enrol
1. C&loquee!mguﬂodeﬁjacbnmhvemocmde con holgua el cable sobrante (Figura 15).
olla. Figura 18.

2. Asegure el mangulia de fijacién al cuerpo del cable atando

e

mewsween

2. inserte ol dispositivo y los cables en (a bolsa.

3. Antes de cerrar la bolsa, compruebe |a eficacia de la
dateccién, eatimulacién, cardioversion y desfibrilacion,

3. Utilice al menos una sutura adicional en una de las ranuras

para asegurar el manguito de fjacion y el cuerpo dei cable a 6.15 Evaluacion posterior a la implantacién
la Daspusés de la implantacién, vigile el electrocardiograma del

6.13 Conexién del cable paciente hasta que se produzca ¢l akla hospitalaria. Siun cable se
dasplaza, esto suele ocurric durante el pariodo inmediatamante

Precaucién: Antes de conectar ef cable al dispositivo, retire posterior a la operacién.

siempre las herramientas de implantacion, como el fiador, la guia

o la harramienta interfase para cable AccuRead 2.0. Si no se Entre las recomendaciones para comprobar la colocacién

retiran las herramientas de implantacion, podria producirse un correcta del cable se incluyen la realizacion de radiografias y la

fallo en el cable. obtencidn de umbrales de estimulacion antes del afta
hospitalaria, 3 meses daspués de la implantaclén

Conects ef cable a un dispositiva implantable. posteriorments cada 6 meses. v d
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Catogory: Laads single pig.
Siaw: 7.125 x 8in (181 x 203 mm)
En casode fallecimiento del paciente, explarie todos los cablas y Pardmetro 4398
implantados y devuéivalos a Medtronic junto con un Superficis de! electrodo 5.8 mm?
informe de datoe del producto cumplimentado. Distancia entre slectio-  Eleciodo Vi1 21 mm
dos {cistnd) a slec-
7 Especificaciones trodo VI2:
ElectrodoViza 1,3mm
7.1 Especlficaciones (nominales) eRctrodo Vi3;
Blactrodo 21
Parémetro 4388 movwlga m
Prefijo de! nixmero de aue {prosimal):
sovie Resistencia del conduc- VIt 22150 (Y8cm)
Tipo Blectrodo totrapolar tor 24260 (B3cm)
Camara estimulada Vendriculo izquierdo ve 19240 (78cm)
Longhud 78y88om 21250 (B8 cm)
via 18 4Q(78cm)
T o e i
: vi4 17£4Q (78 cm)
s plata &) 25% 202402 (880m)
el ey g Estorokde Acstato de dexame-
(S1-P1) (nterior)® Yotsl de 1.0
. COom- <l
Blociodos:  Aleacknde platnoe Lot de asterolde ™
misio de nitruro de Aghdtinantede  Siicona
Hanio astaroides
Clavija de MP35N s desanotiada por la NASA,
: Tecnologia por
Anitios do MP35N
Conepdon:
Selodela Siicona
purta mol-
deado:
Configuracion del electrodo Cunvilinec, con recu-
brimlento de nitrwo
de ttanio y dilucién
de esteroides
Didmetro Cuorpo del 1,75 mm
cable: {53 Fench)
Elsctrodos: 1,70 mm
(5. French)
Espaciador 1,30 mm
entre los elec- (3,9 French)
trodos VI {dke-
tal) y vi2:
Espaciador 1,57 mm
ontrolos oloc- (4,7 French)
trodos V2 y
via:
Espaciador 1,30 mm
ontro los eloc- (3.9 French)
trodas VI3 y
V4 (proximal):
Sistamna de implantacién 1,90 mm
dhe Medironic (dimetro (5,7 Franch)
interior recomendado)
Guia de diagndatico (did- 0,36 mm a 0,46 mm
metro recomendado)
Espaiiol 29
MSGES23A028 A Meitronic Confidential Composed: 2015-06-01 07:12:29

XSL-Stylestwat C 18-MAR-2015

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




Printing inatructions: doc #183256 502111008

Catogory: Leads single pig.
Bize: 7.128 x 8 In (181 x 209 mm)
7.2 Dibujo de sspecificaciones (nominales) 5 Manguito da fijacion
8 Conector IS4
Figurs 18. 7 Contacto Vi4
8 Contacio VI3
9 Contacio VI2
10 Contacto VH
S
8 Simbolo de conformidad CE
El siguiente simbolo de conformidad CE se aplica al cable Modelo
E-(2) 4398.
y C€0123
2013
EL@ 9 Explicacién de los simbolos en el etiquetado
del envase
Consulte las etiquatas del envase para comprobar qué simbolos
se utilizan con este producto.
—(®) Tabia 2. Explicacién de los simbolos que aparecen en la etiqueta
del envase
Simbolo Explicacion
a c€0123 Comformité Evropéenne {Conformidad Europes).
Este simbolo indica que ol dispositivo cumpls
totalmente las leyes vipentes da la Uinidn Euo-
pea.
No utllizar 3§ ef envase 8std dafiado ‘
No reutitizar ‘
+XX°C |
I-I-XX"F Limhe supertor de la temperatura ‘
Esterilizado mediante 6xido de etilenc
EE Consultar 188 instrucciones de uso
gwwmmmuuemmmm
1 Elecwodo VI (mdm;nmmumknm -
2 Electradio Vi2: drea superticial do estimulacion geométrica nominal
e 5,6 mm?
8 mmwmmmmm “ Febcas
4 Electrodo Vi4 {elecirodo proddmal): drea suparficial de sstimulacién
geométrica nominal de 5,8 mm?
30 Espafiot
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Tabla 2. Explicacidn de los simbolos que aparecen en la stiqueta Tabla 2. Explicacion de (08 simbolos que aparecen en la etiquata
» del envase {continuacidny

del envase (continuacin)

Simboio Explicacion

8 No utifzar despuds de

REF Nimero de pedido

I ac mrmmmmmwacomnimzm
SN NUmero de sere

N -

6: Contanido del ervase

DD Dooumentacin del producto

A Precaucion

+ Accasorios

O oo

—jLés0-—} Longitud del cable

Catéter implantado mediante una guia

Cabie intravenoso para estimulacidn de la vena
cardiaca

Cable intravenoeo ventricular

Cabile intravenoso auricular

MUG023A028 A Madironic Contidential
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Expllcacion

Cable intravanczo con un electrodo de desfibriia-
cifn

Cable intravencso con dos electrodos de desfie-
lacién

Estimulacidn

Deteocion

Desfitvilacién

A rosca, extensible y retréc#

Con patikae

Con dilucitn de estsroides

Introductor dal cable
Intraductor del cable con guia
Enforma de J
Logotipo de SureScan

MR condicional

10 Renuncia de responsabilidad de Medtronlc

Para obtsner informacién compieta acerca de la renuncia de
responsabilidad, consulte el documento de renuncia de
responsabilidad adjunto.
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11 Serviclo técnico
Medtronic cuenta an su plantile con representantas y técnicos

paa
Murmwmuooumdumpmm
| Para obtener mds informacion, péngase en contacto con ol

XSL-Styiosheot C 18-MAR-2016

representants local de Medtronic, o bien kame o escriba a
: Medtronic sl nimero de ¥eléfono o la direccién adecuados que
' figuran on la contraportada,
|
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1 Onncanue

Bolasnfiouit CTepona, HEThIPEXKOHTAKTHEIR TPAHCEEHOIHbIA
NPOBOAUMBIR RO NPOBOAHKKY IROMROBLIH SNBHTPOR
Madtronic mopaau Attain Performa Straight MR1 SureScan 4388
NPEAHAIHAUEH ANA CTAMYNALIA YEDES KAPAMANLHYIO BRHY.
SNeKTPOA NPOLIEN HCNLITRHWE HA HCNONILSOBAHWE NPU
MAFHMTHO-PEACHAHCHOH TOMOTDAadUH (MPT). i/ mOBOR amHb
SACKTPORA ASHHON MOREAH SONYCHASTCA BhiNONHoHME MPT ¢
COBNIOREHNOM ONPOASNOHHLIX YCAORWA. STOT SASKTPOA UMEET
4 HONTBNTA, HOTOPbHIe ELINANHAIOT PO/Ib KRTORO0E WM 8HOA08, B
SABHCHMOCTY OT TOO, HAK SANPOTPAMMHPOBAHA NOARAPHOCTD
cTuMynAyMn ST yeTpoicTROM:

*  HOHTAKT JRK1, ANCTaNLHLN! KOHTANT, PACNONOMEHHLIA

*  HOHTaKT JIH2, pacnoncstesHeid Ha 21 mm npotoMansies
HOKTaKTa JIH1

® HOHTAKT JIHS, pacnonosenHeli Ha 1,3 mm NpoHCHMansHee
WoHvaKTa JIH2

*  HOHTRAKT JDH4, NPOHCHMANDHLIA KONTAKT, PACNIONOMEHHbIA
Ha 21 MM NPOKCHMAILHES KOHTaKTa JIHI

SR NONYSHUA MHGOPMAUMK O BLIGOPS NONAPHOOTH
cTynAawn JIHH ow. Pasg. 6.10, *MposeneHne naMepesni
ANSHTPHYBCHMX NapaMeTpos”, CTP. 42,

YeTLIPEXNONAPHLIT NNHeMHbE HOHHENTOP Medtronic IS4-LLLL!
BNEKTPOAA OGABIUAST COBAHHAHNE YCTPORCTBA NPH
HMAHTALH. HOHYMK WTHIPLHE HOHHEHTOPA HMEET HHAMKATOR
B BMAE 6eNOA NONOCHNW, HOTOPLIR CATYHWT AR SOHTSALHOMO
HOHTPONR NPaBUILHOCTH NOACOBAHHENHWA ANABNTPOAA K
YCTPOHCTBY,

¥ IS4-LLLL cooTeeTcTaver
COBMBCTHMICTL SHE ¥ 81BKTPGACE, WWEINLNX TAKOD oBoaH4EMe. LLLL
2 Taxnonorn paspaborara NASA.

MB56923A028 A Medtronic Confideniie)

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

502111-00%

HoHTaHTb KOHHBKTOPA COBMELIAIOTCA C HOHTSHTAEMU 3NeKTPpoAS

JIH O, M2 02T, a2

. mmmopamﬂtuﬂumnwlm,
PRCTONCIKEHHLIA OHONO NPOHCHMANBHORD KOHUMKA
SNSHTPONA (COBMALAGTCA ¢ KoHTaKTOM /K1)

® KONTANKT soriexTopa /T2, pacnonoesHHbii AWCTaNLHEs
wnp)ueamuuemopamm {COBMBILAGTCA € HOHTRKTOM
JINZ,

® KOHTaKT KORHEKTOPA JTHK3, pacnoncoHerbil auCTanbHes
mr?mmwmmm&(wmmcmma

*  HOHTAKT HOHHERTOPA JTHH4, pacnoNmHe L ANCTANLHES
KOHTRKTA KOHHEKTOPA /TS (COBMOWABTCR C KOHTEKTOM
JIH{4)

Ans 0sHEKOMNIEHIA C HIOSPAMBHMEM KOHTAKTOR SNGKTPOAA M
HOHTAKTOB KOHHEHTOPA CM. Paag. 7.2, “Cxema ¢ TEXHUOCKHMH
XAPAKTEPUCTINAMIE (HOMUHAALHDIO SHANOHUA)", CTD, 47.

BICTanbHbIA KOHWK ANEKTPORA COIIABT JOCTYN
NPOXCHASHUA NPORCAHMKA, OBNBIHAIMA awopmmmnmoﬁ
BOHBI. HOHUMM CORBRIKMT MEMEPAHY U3 CHARKOHOBOTO RAYYYHA,
KOTOPAR NOPMETHHNG SAHPHIGAET BHYTPOHHMIA NpoceeT
SNOKTPOAA, HTOGL YMOHBILMTL NPOKUKHODEHHE KPOBM,

Hamabii KOHTAKT CORBOMNT MOHONMTHOS YCTPORCTEO ¢
KOHTPOAKDYSMbIM BbicsoBoniaaHneM (MCRD) ann eviaensiun
CTepoMAA, YTOSH! YMOHLILKTD BOCNAANTEALHYIO POAKLMIO B
HapaKansHOU BeHe. O6UaR A0S CTepouAaa (aueTaTa
ABKCAMETASOHE), cogepiauianca 8 MCRD, coctasnser

<1,0 mg. (Ipy KOMTAHTE & HUAKOCTAMK OPTAHVAMA CTEPONA
BuigenreTcs ua MCRD. CTepous ROAABNABT BOCNA/MTENLHYIO
PEAKLMIO, HOTOPER, HEK CHHTAOTTR, MPMBAANT K NOBLILIEHHI
NOPOra CTUMYAALEM, OOLRHO BOSHHKEIOWRTO NPY KMITAHTRUWMK
2MEHTPOACE ANA KAPAHOCTUMYNRUNN,

DNBHTPOMA HMBOT 2 NOMYPRTAHOBLIX SYGLLA, PACHONOMHEHHBLIX
MEHILY KOHTARTOM JTH{1 1 HOHTAKTOM JTH{2, ynyuimamouux

NPANSTAHWE K HAPAHANLHBIM BOHAM.

BHOWHAR HIONALMA ANEKTPOAR COCTOHT M3 NOAKYPETAHS, A
BHYTPEHHAR — 13 CHMNOH-NaMemaa (SI-PI)2, Si-P1
NPHMEHRBTCA KBK NOKPLITHO NPOBOADNHOTD NPOBOAHHKA A0 810
CBOPEYMBANHMA.

JOH anenTpog Attain Performa Straight MRI SureScan 4398
MOMHO NGSHUHOHHPOBATD ¢ NOMOWLIC NPOBOAHMKA, CTUNGTA,
BHYTPBHHEIO HATETEPA UAWN BHYTPEHHOIO KATETEPA B CONETRHIK
€ NPOBOAHAKOM WK CTUABTOM,

LR WnAaHTANMY INSHTPOZHA B BLIGPAHHYID HADAWALHYIO BEHY
TPObYGTCR COBMECTHMANA CHCTaMA SOCTABHY. COBMACTUMAR
CHCTEMA AOCTABKN BHAIOMAST NPOBOAHMKORLIA HATETEP M
FEMOCTETHHECKHA H1ANAH MW KNANAH WHTPOALIOCEPA, HOTOPLIe
MOTYT ObiTh Y4a/eHb) i NOSBO/AICT NROXOA N0 KOHHEKTORY

TROGOBEHIAM MENIAYHADOLHOO CTEHARNTA KONKONTOPOR (ISO 27100:2010), oBecneumsmouerc
ONPERSRST HOHTAKTE KONHOKTOPE

OCHOBMYIO
MKTPONA KA IHIKOBOALTIGN (L).
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Size: 7.125 x 8 In (181 x 208 mm}

1.1 Cucrema SureScan uopnopauuu Medironic

SneKTPOA MOZENK 4388 ABARBTCS YACTLIO CHETOML SuraScan
Kopniopausn Medtronic. Cuctema SureScan cocTout us
yetpolicTea SureScan ropnopaiwm Medironic, cosguHenHoro ©
anedTpoaaMn SureScan Hopnopal Medtronic. Ha
MAPHAPOBHA HOMNOHEHTOS CHCTAMbI
SNEHTPORAPAMOCTHMYNALYIN SureScan oTOGRAKASTCR NOrOTHR
SureScan u cymeon «sMPT somonHATL ¢ COBNDREHMIOM
ONPARRMOHHEIX YCROBMA».

Norotun SureScan

T MPT npy yeRoanh
no nposeaasuic MPT.
Dywrapia MPT SureScan oSecneunsaeT paGoT,

NPOATH ToMOrpaAhWO ¢ NOMOULLIO annapara MPT, B
TO BROMA KAK YCTPOHCTEO GYRaT NPOAO/MKATL BHINOAHATE
HeotxoAKMYO CTHMYNALMO. Horpa dyniuma MPT SureScan
BHAIMEHA, OHA BLIM/NOHAAT ABTEHLIAIO ADUTAM, DEHMM
MAFHUTA ¥ BCO SAAAHHLIE NOALINBATENEM GYHHUMU
AnarHoctuin. lMepen Bbinorennem MPT o3HaRoMETeOb C
COASPMALMMNCH B TOXHINOCHOM pyHoRogcTBe o MPT
cHCTOMM SUreScan BMEHMMN COEASHNAMN O NPOLSAYPaX
3 oTHOCARMXCA K MPT NPeasCTEPONOHHAX M MepaX
NPeAOCTOPOIKNOCTH.

1.2 Coaepiinmos ynaHoBHM
DneHTPOAL M NPUHAGNBIKHOCTH NOCTABARIOTCA cmpmuuun

2 MHCTPYMEHTE AHEAMSATOPE KaBeNbHOTC HHTepdBaica
AccuRead 2.0
*  AOKYMEHTALUA NO NPOAYKTY
1.3 OnUCaHKE NPUHAANBIKHOCTEH
Yrwmaupyiite 8ce 0aHOPAI0BLIe NPHHEANEIKHOCTH B

COOTRETCTENM C TPOSOBAHHAMM HAUHOHA/BHOMD
SAHOHORATANBCTBA NO ORPYHAIOWSH Cpens.
HWncTpysenT AccuRead 2.0 - MHCTPYMEHT BHANMSATOPA
HabensHoro MHTepdedica AccuRead 2.0 nosoraeT

34 Ha pyccHom Asvee
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NOACOBAMHHTD HOHTANTEI KAGENA SHANUSATODA K HOHTAKTRM
HOHHOHTOPA SNEKTPOAA. STO COBAMHEHNE OBABNEET TONHLIS
HIMAPEHNA SAGKTPHHECKUX NEPAMETPOR BO BPOMA
HMMAAHTAUMK # NPEACTEPALLIAGT BOIMOIKHOS NOBPEHABHNE
HoHMEKTOpa.

DIHCHPYIOIER MYDTE — DeHCHPYIOWAR MySTa NPEAOKPaHAST
2N1EKTPOA OT NAPEMALLBHHA U SALMILAET USONALMIO U
NPOBOAHKKN SNEHTPOAR OT NOBPSHASHINA, BLISHIBASMELX TYTHMA
ANraTYDaMM.

NN NPOBORMKHKA = FaMMM NPOBOAHWKA SAKDENARET
MBAMIKA NPOBOZHMHA U NOMOTAST NPAROXPAHATE U
NOAREPHMBATL S0 CTEPHILHOCTL,

HHCTRYmMeNT ANA BESASHKA NPOBOAHNHE — UHCTPYMENT AR
BBEASHHA NPOBOAHIIKA OGECNONNEAT AONOAHUTENBHOO
YNPEBAGHHE MPH BEEAGHHN NPOBOAHWKA B HOHTAKTHYIO 4aCTL
HOHHBKTOPE WM HEPEa HOHMK SNSKTPOAS,

PYHORTHE YNPORASHHA NPOBOAHMHOM = PYKOATKA
YDNPARNOHHA NPOBOAHNKOM HCTIONLIYATCA TOMLHO &
NPOBOAHHMAMH, AUANETD HOTOPLIX He NpassiwacT 0,46 mm.
PyKOATHA yNpasneHMA 0GECNMBAET AONOAHMTALHLIA
KOHTPONb YTIPABNSHHEM H BPAIWEHMEM NPOBOAHIKA.
Criner - CTuneT 068CNeYMBAST AONONHNTENBHYIO HEBCTHOCTL M
YNPABRAEMYID TMGHOCTD /IR NAPEMBILIEHHR SNOKTPOAA HA
MOCTO HMNAAHTALWA. Ha Py e HAMAONO CTUNETE HAHECEHL
SHAYEHMA AMAMETPA CTHAETA W ANMHB! COOTBATCTEVIOLSTD
EKTPOAA.

2 [loHasaHwA

SAHTPOA MOMBT G6ITh HCNONKIOBAH HAK HACTH CHCTBMbI
SUBSHTPHRYNAPHOH CTHMYNAUMK KOPNOPALMY Madtronic.

3 Nportusononasanwns

flepeg suinontenieis MPT 03HAKOMATECH ¢
COASPIAMMMNCA B TEXHHYSCHOM PYHOsOACTSe No MPT
CHCTEMNL! SUreSCan NPOTHEONONEIANMAMH,
otHocammnes k MPT.

Ans aneKTpoga moaem 4398 wmeTca crnagyiowue
NPOTUBONOKAIAHHA

HopoHapHaR COCYAWCTEN COTS — STOT SNeHTPOA
NPOTUBONOKA3AM ANA NALKENTOB C KOPOHAPNOI BOHOIHOR
COCYANCTON CHTHIO, KOTORAR HE NDHIOAHA ANR PASMEWEHKA
ANSHTPOAA, YTO MOHET SbiTb ONPAASAEHD HA BBHOFPAMME,
Hcnonssosanne crepongos - He nenonbayiire anexTpon ans
NAUMEHTOB, KOTOPHIM MOMET BolTh
??mmwwmmammgemmmﬂ
v m'
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4 NpegocTepemeHnn n Mepbi
NPeROCTOPOHOCTH

Mpy MPT CHaNMPOBANHU TROSYSTCA HCNOABIORMHNES
noaHok crcTems SureScan. Nepep ssinontennes MPT
OSHAKOMbTECH C B TEXHHUOCHOM
pywosoacres no MPT cncremu SureBcan coagewimms ob
OTHOCAUMXCA K MPT NRAACCTENSINEHUAX W MSPAX
NPSAOCTOPOHINOLTH,

Mpnmeranne: NPeRICTEPEIKOHHA N MePH NPEASCTOPOHOCTH
KECETENbHO MBAMUIMHCHHX NPOUSAYD, OTHOCALLWXCR K
HMTLNBHTWROBAHHOR CHCTeMe Hopnopauuy Medtranic,
NPEROCTERNSHL! B PYROBOACTES, HOTOPOE YIAKOBAHO C
YCTPOHCTBOM WAK HAXOAWTCA HA sal-caiiTe c GuBnMOTeHOA
PYHOBOACTE HOPNOPaLMK Medironic
{www.medironic.com/manuals).

CcMoTP CTEPpHABHON YRaNOBKM — BHIUMETENLHO OCMOTPHTE
CTEPUABLHYID YNAHOBKY NEPEA OTHPHITUEM.

*  EC/M repmeTH4HOCTL HapYLLIeHa HAW YNBHOBKAE HMeeT
NoBpEHASHUA, O6PaTHTECH B NPEACTABUTENLCTBO
nopropaum Medtronic.

* Mo XPaHUTE STOT NPOAYKT NPM TEMREPATYPS Bbiwe 40 °C.

*  He ncnonbsynte gaHHsIi NPOAYHT NOCAS OKOHYAHWA CPOMa
FOQHOCTH,

Crapimnaaums - Mape NOCTABHON NPOAYKTA COBUMAMCT
HOMBAHWH Medtronic CTEpAKI0EaNU CORBPIKHMDE YNAHDBHH
STUNGHOKCHAOM, ITOT SNBKTPOA ARANETCA OQHOPAIOBLM H HE
NPEAHASHAYSH ANA NOBSTOPHON CTEPUAMIALMA.

OAHOPASOEOR NPMMEHSHINE = DNGKTROA K NPHHAANEIKHOCTH
NPeAHASHAYSHLI TONBKO AR OAHOPASDEOTD MPHMBHEHMA.

HeoSxonmwmoe segnuuncKoe oSopynosanie ~ Bo apemn
NPOBEPHW CHCTOML SNOKTPOAA B OCTPON (a3e, NPU NPCBBASHMM
NPOLBAYDE HMILNAHTALMH MU 8 CAYHRAX, HOTMA BOSMOIKHO
NORBAGHIHE BPUTMIANR, B0 8 CAYHAAX, KOFAA OHW
NPEAHAMEDEHHD HHAYLUDYIOTCR BO BDeMA
NOCTUMILIBHTAUMOMHON NPDBBPKK, ABPIMHTE HAFOTOBE BHOLMWA
nednbpunnarop,

BuewHAR AoPNSPHARRUNA N NAPAWORSPCHA — BHeWwHAR
AsPDUCPHUANALMRA H HAPAMOBSPCHA — STO AeHEBHLIS NPOUSAYPSI,
HOTOPLIS AOCTARAMOT SNGKTPMMECHMA PAPAA K COPALY AN
NePeBOAA MATOROFMHBCKOrO COPALHHOMND PHTMA B HOPDMANHLIN.
HapauononmecHe YCTpoACcTaa Kopnapaumn Medtronic
BLINOAHEHB! YCTORMMELIMUA K BHOWHOH AeDWEPUANALMK K
KAPAHOBEPCHI. XOTR NDBPEIKASHNE HIMNANTRPOBEHHOA
CHCTEMbI OT BHELIHETO HMMYIbCA TOKA cnyuae'rcs pPaaKo,
BEPOATHOCTL TAKONO NOBPOMALHHA ROSPACTAST

noBbRUSHMK ypoBHai svepriw. flog Boaneﬁc'rmw gTAX
NPCUEAYP BOSMONHO BPEMEHHOE UK MOCTORHHOE NOBLILIGRNE
NOPOros CTUMYNRLIMA WA BPEMEHHOE WK NOCTOAHHOS
NOBPEMABHHE MHONAPAA. ECAK BHRIIMAA ASPHOPHANALMA MM

HEPANOBEPCHA HODOXILHME!, YUNTHIBAHTE CNOAYIOINE MOPH
NPEAOCTOPOMHOCTI:
*  MCNOALSYNTe HAMMBHBLLYIO KIMHHHMBCKHW J0RYCTHMYIO
SHOPIMIO.
¢ PasueulaiiTe aareanBHbLIO SASHTPOAB UAK NIACTHHL He
Bamg 15 cm oT YCTPOHCTBA.

HAPAKOBANREA
NPOBORMTCA HA PACCTOAHHN MEHOE 15 CM OT YCTPOHCTRA,
uchonbaylite nporpammarcp Medtronic g1 oueHKK
YCTPORCTBA H CHCTOMbI SMSKTPOSOB.

SnexTPOOGOPYAOBAKNE C MMTAHUEM OT COTH M OT GaTapel -
WannanTwposaHHbii SNeKTPO 0GpasyeT NPRMOR NyTy
NPONOKAPHNA TOKA K MHORApAY. Bo Bpess uMniaHTauMm n
NPOBePIH AMBHTPOAR UCICALSYITE COOPYACSARUE, NHTaHWE

TOHOM.
OT COTH, HENONLAYOMOS B HONOCPEACTBBHHON 6A1a0CTH OT
NALMEHTA, A0MKRO SbiT COOTBOTCTEYIOWMM OBpA3OM
3Q9OMNEHO. HOHTaKTHAR 4aCTh INGHTPOAR AOMNHE GbiTh
HI0AMPOBANA OT MOGLX GAYHAAIORIMX TOHOB, HOTOPLIE MOTYT
BOSHHKHYTb NPY HCNONLI0BAHItM OGOPYAOBAHKA C NUTANHEM OT
camy.

Coamectio paoraouwe yorpolicrss - Boxoghuie
UMMTILCHE, OCOGEHHO OF MOHOMONAPHDLIX YCTPORCTB, MOTYT
HAGASIONPUATHO NOBAKATE HB CNOCDEHOCTL YCTPORCTBA
BRINONHATD ABTENLO. ECiiM NAUMOHTY TPEBYeTCA OTANLHOS
YCTPORCTEO ANA ANSKTPOHADANOCTHMYIAUMN, NOCTOARHOS MW
BPOMOHH08, 00ECNBHLTE JOCTATONHOS PACCTORHUE MOIAY
ANEHTPORAMM PASHBIX CUCTEM, HTOGH) HIGEHATE
BOSHUHHOBOHKA MOMEX U HE YXYIIUNTE CNOCOBHOCTD

BLINONHATL ASTEHLMIO. PAHES UMMAIHTUPOBAHHDIG IHC U
UMNAAHTHDYEMbIE HOPAUOREPTEPb-ASHUEPHUAARTOPN CREAYeT
ROHNEHTUPOBATE.

UCNONE30BANNE CTOPOHAOS ~ Ha onpaneneHo, e HaHok
CTEneHn NPeROCTEPANEHIA, MePH NPAROCTOPOHOCTA HAM
OCACHKHOHUA, DGLRHO COASAHHDIO C UHDEHUMOHHEIMN
NOHAPCTIEHHLIMK GODMAMM BLETATA AEHCAMOTAICHA,
OTHOCATCA K HCTIO/IB3OSEHMIO STOND B SHENHTENLHOR CTENeHK
IOHA/MI0BEHHOTO YCTPONCTBA C KOHTPONHPYOMBIM
BLICBOSOMAGHHEM.

BepomenHocTs — Bul/10 BHIABAEHO, YTO BUETET ASKCAMETASONA
OHASLIBAET TEPATONEHHOS NEHCTEBHE Y MHOTMX BHACE MHUBOTHBIX
B A0SAX, SKBHEANOHTHBIX SO3BM, NPUMEHAGMBIM ¥ HOROBEHA.
HecnonoBaHuA ¢ BOPBMEHHLIMI HBRUIWHEMH HE NPOBOAMNKHCD,
HCnonbsosanne ALSTaTA ASHCAMETAI0HA BO BPemMA
GRPEMEHHOCTH ADNYCTHMO TONLKO B CAYHAR, BCAH
NOTEHUMANLHAR NONL3A ONPABALIBAAT BOIMTHHLIA PHCK ANA
NA0AA. MCCNOA0RBAHUA HA MLILIAX, HPLICAX 1 KPOAMKAX
NOKASAMM, YTO SAPEHOKOPTHHOWAHBIK CTEPOHY YESHIKBAST
PYICK PASBUTHA ¥ NNOgA "somMbei nacTH®, ysenwunaaet
BOPOATHOCTL MNALEHTAPHON HAROCTATOYHOCTH, BHIKMALILS, &
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TaHONE MOMET CTATH NIPHHAHON SEABPHKN BHYTPHYTPOOHOTO
PaSBUTHA NNIORA.

Henupinbi, NopMAMe rPYALI0 - ECAM npumenaTs
HOPTMROCTEPOMM CHCTEMETUNECHKM, OH NONAJBET B MOOHD
MATEDH H MOIKET CTATL NPHUMHOHN SRARIIKKM DOCTA MPYAHBX
DOTEH, NOBMATL HA SHAONSHHYIO BHIPABOTKY

WA NPHBECTH K APYIM HEGNANONPHATHLIM ShdexTIM Y
TPYAHDIX ZoTeH., MCXOARA 13 TAMECTH BOMMOHHLIX
HEGNArONPUATHBIX PEAKLIWA ¥ FPYAHLIX S8TEH, NPUIHOW
KOTOPbIX MOMET CTATL NPHMEHIHKG KOPTHKOCTEPOHAA
KOPMRLLMMI METEDAMK, & TAIONS NPHHYMAR BO BHAMAHKE
HaoGXOAMMOCTL NPHMEHEHMA ANSHTPOAA K HABKADCTBEHHOID
NPeNapara ANA METOPH, HOOSXOAWMO AHEO NPSHPATUTL
KOPMABHHO MPYALIO, NGO NDUMEHATL ANENTPOA,
HEBLENAIOUM CTOPOUA.

OSPASHIG ¢ MOHONHTHLIMM

ycrpolicToem ¢
HONTPOAMPYSMLIM BhiosoSoiasHem cteponga (MCRD) ~
Mepe UMANAHTAUMEH INEHTPONA HE AOMYCHAATE YMEHOILISHNS
HOMMYECTEA QOCTYITHOMO CTEPOHAA. YMEHBUWEHUS AOCTYTIHOMD

HONMMHOCTBA CTEPOHAR MOMOT HOBAANONPHATHO NOB/MATL HE
AQDAKTHEHOCTL PAGOTLI NGKTPOAS C HUSKIK SHEHEHMAMN
NOPOTA CTUMYRAIMK.

¢ Ho A0nMYCHARTE CONPHIHOCHOBEHIA NOBORXHOCTH KOHTAKTOB
€ SArPASHUTENAMM NOBEPXHOCTH.
* B0 SpOMA MMNIGHTEWM HE NPUTWPAHATE H HE NOIPYIRaNTe

KOHTEKTH 8 HUAKOCTD, 38 WCHTKONBHWEM KPOBH.
BUNONRPHAR CTHMYARLUMA — ECK NAOWAAL NCBEPXHOCTH

BLIGPAHHONG RHOAHOTD HOHTAKTA PABHA WM MEHLLLE NACLIARN

NOBEPXHOCTH BLIGRAHHOND KATOAS, STO MOMKET NPHBECTH K
60166 BHICOKWM NOPOTEM CTHMY/IRPM WKW K BHORHOM
CTHMYALUMK. B STOM SN8HTPOAE UCTIONLIYBTCA 4 HONTAKTA

OAMMAKOBOND PAIMENA. MOITOMY SHNORAPHNE KOHDUFY DELYAK

CTRMYAAUMA MOTYT RPMBECTH K ROBLILISHMO NOPOTros
CTRMYIAUMWA WM K BHOSHOW CTHMYRRUWA,

Ecan Tepanwio HEe03MONHO NEORECTY 4OPeI KOHTAKT JIHK1, anA
YCTPOICTBEMH HOPROpaUm
Medironic 20CTynHb HoHTaKTS SIK2, JTHE3 u JTH4. Ceeassns o

UCNOALIOBAHUA C ONPOACNCHHLIMN

AOCTYNHDLIX BAPHAHTAX NOARPHOCTH CTHMYAALIWA
JUH{ SN0KTROA0E CM. B COOTBRTCTRYIOWSM PYKOEOACTES NO
INCNAYETALMM CHCTEMBI COPGRMHON POCHHXPOHMIMPYIOWEBH
repanm (CPT-Q) kopnopatym Medtronic.

OSpaniesine co cTHANTOM - Mpr 0SPAUBHUN CO CTUNRTOM
COBMOAANATE OCTOPOKHOCT,

¢ Y1ol0) CBECTH K MMHIWMYMY BOPORTHOCTE TRABMHPOBAHKA
BEH K NOAASPIKMBATL IHEHOCTL SNOKTPORA NPH NPOBESHN

€10 4EPR3 BaHY, 0TBEAUTE CTUNET HA 1-2 CM Hasag WK
ebibepuTe Gonea rmbunil cTuner.
s {Ipv BEGAGHHN CTUAGTA HE NPHHABALIBRATE HIMWHKX
YoM ¥ He NCTIONLSYITE XMPYPrHYSCHWS
* WaGeraiite nepernSanna, CHPYHHBAWMA WX KONTANTA
KPOBMH CO CTHNGTOM.

® EC/W H& CTUNETE CHOMMANACH KPOBD /M ADYFaR HUAKOCTD,

MCRONLBYATE HOBLIA CTUABT. CHOMBLIWOCA HA CTHAGTE
HAHOCTH MOTYT NOBPBANTD NISHTROA HAK COAATD

3ATPYAHEHHA NPU NPOBEASHMM CTRALTE YEPEI SNEKTPOA.

36 Ha pyccHoMm ASbike

WUHCTPYMBHTL).

502191-005

* MCHPHBABHHE ANCTA/NILHOMO KOHWMKA CTHNETA nepen
BBEASHHOM B ANBHTROA NPMAACT HPHBHIHY AMCTRNLHOMY
KOHaMKY anextpoaa. He OCTPbIS NPEAMETY),
HTO0! NPHAATL KPUBUIHY ANCTANEHOMY HOHYHKY CTHASTA.

Ofpawienme ¢ NPOBOANHKOMN ~ P OSpaWOHIM &
NPOBOAHMKOM BCOrAA COBM0AANTE CCTOPONHOCTL,
» He BEOAMTE NPONCHMANDHDIR HOHEL NPOBOOHVKA “BpeEs

* [IOBPEHASHUA, HAHECOHHBIO NPOBORHWUHY, MOTYT
NPENATCTBOBATH TOMHON PEAHLM HA BPAILAIOWIMIA MOMEHT M
YNPaBASHAIO M W MOTYT NOBPeAMTL cocyam. A
NOMYHEHIA AONOAHUTBNBHOH HHPOPMALIM O
NOBPEMASHHNX COCYROR M APYTHX BOSMOMHLIX
HEGABrONPMATHLIX RBAEHUAX CM. TEXHHYBCHOS
PYHOBO/CTOO, HMEOIEACA B YNAKOBKS C COOTBOTCTRYIOWMM
NPOBOAHWHOM,

*  ECau ANCTantHb HOHNMK NPOBOGHUKA CHABHO 3arnbaeTch
Wit NEPEKPYIHBAETCS, TO, BOSMOMNO, BOSHUKHYT
SETPYAHEHNA C £10 OTBOACHHEM “eped SNexTpos. Mostomy,
OC/TH HMEIOTCA NOACIPOHWUA, HTO AUCTANBHLITE HOHUWK
NPOBOAHHKA NOBPAHZAGH, MM BOSHHKART SHANUTENEHOS
CONPATHENEHMNE FPOXOHASHMO RPOBOOHUHA, USBNBKUTE
SNSHTPOA BMOCTS & NPOBOAHUKOM HEH OAHC LBN0s.
HsansiuTS NPOBOAHHK KS SNABKTPOAR W BCTABLTE B
ANGHTPOA HOBLNT NPoBOMHMK. He npuaaabipalite
HANMUIMAX YCHAWA AR UBBRNGHEHUA NDOBOAHMKA U3
anexKTpOAa.

DA NOAYHEHUA AONCARUTEABHOU MHPOPMALIM CM.
BOHYMEHTAUMIO N0 NPOAYKTY, UMRICWYIOCR B YNaKoBHe ¢
NPOBOAHMHOM,

Ofpanisiie ¢ anexTpOnOM — C 3NBKTPOAOM CREQYET BCaina

OGpAATLCA OCTOPOKHG.

N mmmmwsbcmumlpom
OPAHIHOBLIE CTHNBTBI, NOCHONBbKY CYUNSCTBYET PHCK
nepdopaLN CIMPATH AW HSONALMN NPOBOSHWKA.

s Ecnu ANA NOSULKOHUPORAHUA ANOKTPORA HCNQRKIYETCA
CTUABT, TO NONLIYRTACH TOMLKO CTUABTAMH, HMGIOLMMUCR B
YNAKOBHE C ANSKTPOAOM MM 8 KOMILASKTE CTHASTOS (¢
PYSHOIA yMEHEWOHHOrO paswepa). Apyrue cTHAGTH MOTYT
NPORTH ABNLILIS KOHMHMHA SAGKTPOLA, TPABMAPOBAB
RAUMEHTE.

* Ecnam anexTpon NOBPaMASH, HE WMNNAGHTIPYHTS ero.
BeprnTe aneKTPOA NPEACTABH TN KOPNOpaLMKM Medironic,

* [POAOXPAHNITE SNEGKTPOA OT MATBPHANOBS, C KOTOPbIX
OCHINAIOTCA “ACTHUSI, HANPUMEP CyMamKan
Nbib. MSOAALMA SNEKTPOAA NPHTATHBAST ITH YACTHL.

¢ Paforaire ¢ anexTPOROM B CTOMMALHLIX XMPYPIrHYECKHX
NEPHATHAX, NPOMBITHIX B CTEPHALHON BORE MW
AHANOIMHHOM CPEACTae.

s He cnegyeT YPOIMOPHO HIrHBATL, NEPEKPYMBATL WM
PACTATUBATE ANGKTPOR.

*  He nonbayifTect XUPYPraYectnMy HHCTPYMOHTEMH ANA
3aXBaTA SNGKTPORA MAK WTHIRLKA HOHHEKTOPA.
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* B0 BPOMA WWAHTALIAK HE AOMTYCHANTE HOHTAKTA
SNOHTPOJO0B C MUHEPAEHBIM MACNOM, CHINKOHOBHIM
MAcHOM UK MOGOR APYTON MUAKOCTHIO, 38 HCKAIOHEHHEM

HpoaH.
¢ HenonbyiiTe GrHcupyiouyio MydTy CO BCoMM
BNOKTPOAAMH, “TOGLI NPEAOTEPATHTL HEMANATENLHOR
MPONCHABHNE MHCKHPYIOLISH MyDTLL B BEHY, ySaaTacs, uTo
GHWAHCHPYIOUIAR MYGITE PACHOAOIEHA GAMIHO KO LITHPLIY

mecupyroiian MygiTa OCTEARCE HA CBOBM MOCTE.
* Np#t BOIUKHOBSHIA SHAHTEALHOTO CONPOTHEVIGHNA He
NPWHNAALIBANATE YCUMA A71A NMPOBEASHAA NPOBOAHKKOBOND
KaTerepa vk SNeKTPOACE. ACNONL3OBAHNS
NPOBOAHHHOBLIX HATETEPOR HAM NEKTPOACS MOMST
HAHECTU TPABMLI CopaLY.
Penosuumn UM HIBSIBHOHHE XPONIISCHOND SASHTPORA —
Penosmumn U1 H3BNSHEHUE XPOHIMBCKNX SABHTPOAOR MOTYT
GLiTt SATPYAHSHDI BONSACTBAR PASDACTAHMR HUODOIHON THAHM.
HnairecKoe necnagoBasme He Gbino NPeRHASHAYEHO ANA
OUSHKN BOSMOMMOCTU YAANSHUA NSEMHONYA0HOBLIX
SNBHTPOACE U3 HOPOHEPHON BEHOSHOH cOCYAUCTON ceTy. Ecam
HeoBXOAMMO H3BAEMD SNBHTPOR WU USMEHWTL 810 NANVIKBHKE,
BbINDAHAIRTE ATy NpOUSAYPY Hpaline oCTOpONHO, BepHuTe BCe
maneunua SNEHTPOALE B HOPAOPaUMIc Medtronic.

He peHOMEHAYETCA MCNONLIDBATE C STHM 3NEKTROAOM

OPAHIEEHLIE CTMNBTL), NOCHOABLKY CYLIACTRYET PUCK

NEPPOPALYAK CTIMPANM / MIONAUMH NPOBOAHMKA.

¢ [py pENOSHLWM NPOBEPETE ANMHY ANSKTPOAA HA ITHHETHE
3NBHTPOAAR HA HOHHRNTOPE, HTOGN BbiGPATE HOMNNGKT
CTMNATOR (C PYKON YMEHBLLBHHOMD PASMEPa) NOAXOARLEH
AnrHL. Beeraa BorSupalite KOMNNEKT CTUAGTOB (C PYYKOH
YMOHBLIGHHOMN PA3MEPa) HA 3 CIM KOPOMS ANMNDI
anenTpoaa. Hanpumep, 4ns snexTpopa ANMHOH 78 cm
BLIGHPARTE KOMANERT CTHABTOB (C PYHHON YMBHLIBHHOTO
PasMEpa) CO CTHNETaMM ANMHON 75 cm.

* 3mnieusHno aNeUTPOAS MOMET NPHEBECTN K OTPLIBY
3HACHAPAA, KAGNANA WK BEHDI,

*  DNEKTPOA MOHET PASHSAUHHTLCA B MECTE COBAWNHEHHA,
OCTABNAR HOHWK SNBKTPORA UAH OBHAMEHHBIA NPOBOAHNK
B CEPAUS WAH BOHE.

*  PenosuLiuA XPOHUHECHOTO ANAKTPOAR MOXET
HOBAArONPUATHO CHA3ATHCA HA CNOCOGHOCTH BLIAEAMDLLEND
CTOPOMA SNEHTROMAA GYHKUMOHUPOBATD C HHEKWM NOPONOM
CTMMYNAUMN.

* [nA npesoTepawleHUA Nepaga“m SNBKTPHHECHUX CHIHENOS
3BHPOATE HEHCIIOVLIYOMLIE SNBKTPOALI KOANAYKOM.

* Y nOBPRNGEHHLIX INBKTPOAOB HEOBXORHMO BHINOAHKTL
TOPMETUZALMIO OCTABIIEHACA KOMUGBON YACTH M NOAWNTD
ANBKTPOA K NPUAGTAIOLLUM TKAMFAM.

¢ Ecmi a1exTpoa M3BneusH ¥ YCTAHOBAEH HA HOBOE MECTO,
BHHMATENLHC OCMOTPUTE €10 NEpPea Penosku1eil Ha
NPBEAMET GTCYTCTBMR NOBPEMABHINA HAOAAUMH M CIINPRAN
NPOBOSHMNE,

MarnuTHO-pascHMICHARA Tomorpadgua (MPT) - MPT — 310
Bl MBAHUMHCKOH BUSYANHSALMA, NPU KOTOPOH MCNOABLIYIOTCA
MArHHTHLIG NOAH AR COSBANNA HIOTPAMOHWUA BHYTPBHHAX

CTPYRTYP Oprarmssma. Mpr BLNOAHEHHH GNPEAGNSHMLIX
KPWTEPUEE U CIER0BAHKHU NPEAOCTORAINORMAM W MODaM
NPEAOCTOPOHHOCTH, YCTAHORASHHBIMA HOPNODAUMSH
Madtronic, naumentsl ¢ ycTpoitoTeol n CHCTOMOR SNeKTPoaADS,
Aonycxaoupium prinonneswe MPT ¢ cobnoaernes
ONPEABNSHHBIX YCNOBMH, MOTYT NPOXOANUTL

HOpNOpaume
AonycHaiero ssinonterme MPT ¢ cotmopernwem
ONPORBNBHHLIX YCNOBUA.
AnaTepsnn (BRAMEA YALTPRASBYROBYIO TOPANMO) =
Ararepmua — 310 METOR, IBMEHHA C HCNONLIVSAHKEM
TEPanesTHHOCHOD HArPeSaHHA THAREA Tena, JlnatepMmn

MOMET NDHMBECTH K TAIKG/OH TRABME HAW BLINOTY MS CTPOR
HMINAHTHPOBAHHOTD YCTROWHCTEA M CUCTEMbI 3NEHTPOAOS.
YAGTpassyHOBan TEpanuA (BRAICMEA GHaNOTEPaMID,
YRAPAIBYHOBYIO TEPANHIO BLICOHON MHTEHCHBHOCTU K

CPOKYCHPOBAHHOS YILTPAIBYHODOS MINYHEHWE BLICOKON
MHTBHCHBHOCTH — JTO NCNONLIOBAHWE YNLTPA3BYKE C Gonea

BLICOHOH SHOPrYEH, YoM NPH YNLTPASEYHOBOH AMArHOCTHKS, ANA
NPMEHECEHUA TENNA AW BO3GYNASHUA B TENO. YALTPRIBYHOBAR
TEPANMA AONYCTHMA, 6CAN NEHEHIO BRINONHABTCA ©
pazsanfioilium PACCTCAMKEM HE MEHOS 15 cm maxKay
ANNNUKATOPOM H HMNNAHTUPOBAHHBIM YCTROWCTBOM U CHCTOMON
ANSKTPOAOS, & YALTPAIBYHOBOH /1y4 HANPABAEGH 0T YCTPOHCTEA 1
CUCTIME! SNEHTPORDE.

5 BO3MOIHLIO OCAOHNEOHNA

SO3MOMHLIA HEHBAATEILHLIG ABNEHUA, CEASIHHIG C
HUCNONLIOBAHMEM TPAHCAEHOSHBIX SNBKTPORDS, BHAKMAIOT
CABAYIOLHE COCTOMRMMA, Halaonasmba ¥ nauMeHTa (KepedeHb
HE UCHOPNLIBAOWMIA):

o Bosgywman amonvn

SHAOHAPAWT W NepUKaPANT

NPONGHHKY HA KOME

CTUMYNIALMA BHBCODAGUNBIX MbIIL, MNHY HEHDOCTHMYARUMA
OWOPUNAUKA WK APUTMAKM ADYFHX TUNCE

Bnoxana cepaua

Paspois CTEHHW CODAUA WM CTEHHU BEHDI

TeMaToMa / copoma

Weipertumn

BosbyauMOCTh MUOKAPAA
CoHCHHE MMONOTERUMANDS
Mlepwiapaxanbibiii BLINOT
LLiym TpeHnA Napurapaa
NHOBMOTOPAKC

® S 6 0 0 O 4 S0 e P O IOIGES
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* DAHOMOH OTTOPHRHUA OPFAHMIMOM, B TOM YHC/IO MeCTHAA MOTORM NasrLAMITR-

TREHEBAR PEaHUMA HHN, HOTOPMWE Bosmonnos so3- Pavomenpyssos
* [MoBbausHMe nopora NOTYT ROBPAAKTE wwouunn- mymm
s 7pomGoa 2NGKTROR
*  TpomSotecKan IMGOUA Npoeagetme anei-  TIOBPENIOHND KOH-  3AMENWTD JNSKTPOR,
* Tlospesiaesme inanaHa (0cO5EHHO B COPALS C TPOAR Yepes TAKTS, CIWPANM NPO-

HEZOCTHETOMHO PE3BHTLIMI SHATOMMHBCKIMN CTRYHTYPaMH) mc wﬂnmnm
BONOAHUTENLNBIG BOIMONHLID HEBNASFONPUATHLIE RBIBHUR, MPAMOHOIIOM CH
CBASAMHHLIS ¢ SNOKTPOAOM 1 SANPOTPAMMHDOBAHHLIMMK HpeamepHo Pazpuie compam 3aMOHHTE SABHTPOA,
NApPaMeTPaMM, BRAICHMOT CASAYIOIHME COBHITHA {(NepeyeHb He w‘”‘"m NPOBOIHINEA, NOBPS-
HOHEPIBAIOLIMA). mu. MABHHE HI0AALYH
BOMONHO® NeGna- wm Pencusnaysmese Mm"m,"”w"‘:

TONPUATHOS ARNG- L
e mm mw UMUEH W NOPELIM
Cueiigrme anex- NeprOpMMBCHaR MW .
oo POLTOaan TSN mmm ung mw SameHiTe SNeKTPOY.
SAXDATH WM JRNIOOT-  CTHIYAUNM TN, numm RCTHOR OB/ MI0ARLM
M D (mumouan wa anesTpOgA. Mposon HagHocT- Paopes crmpand 3ameriTe snexvROA.
Cumaianve snow- NGOMOMHECKAn W TIRpeNPOTPMMmL-
TPORE* NOCTORHKAR MWNeQ-  PYATE NO/MPHICTE mquNQMIH
Hmmm% WO
Paspuis npososmxa  MepHOAMHECHAN WM SaMEHIETO ANSKTPOA, mmllﬁ'mmm wwnm
SNeHTPOAR ROCTORHHAA NOTEpR HLI® DU, HOPES HIAALEM
SANBATA WM LENOCT-  WATS IVIRPHOC TS HOTOPLIS OCYWle-
HOCTH OMNHana cTuMynAaM STHE. GTRARGTCN ZOCTYN
M JDH (mcmonan 683 NOMHOCTRIC BBS-
oanom) ROHHOTD CTINGTA WK
Hapywenns naona-  FIApHODMGCHAR W SOMOHNHTES SNGHTPOA. nNPOoROAHMKA
L NPOBAQHKKA ROCTORHKAA NOTEPR  TIepenporpammm- Bameumre
AIeKTPORA SEXBATE WK UAGCT-  PYFITS NONRPHOCTS Em'm!"mw"pmmw' yn;mmlwuw"n:xm ATPOA.
HOCTV CHrHA/A CTHMY M ST BOAHHHA 4OPED ANeHTPONA WO
smmtmmn YINOTHEHME KDHYMKE  NOBPANCASHME CNW-
anexTpORa Ges pasik npasopHuKa /
Mostuuenme nopora  NMoTepA saxeara® Hactpoiire peixog- HCNONLACEAHHA RIONFL M
CTHMYARLM Wi S0~ HBIG NAPAISTPH WHCTPYMOHTE ANA
KAgA Ha Bwixone MMNAGHTUDYEMOTO BOOLEHHA NPOSOR-
ycTpodicrea. HHA
Nepenporpasmin-
PYiiTe NOARPHOCTL
S © TIPOUSAYPA wMRnaNTaLMM
noncmerme. Npepynpemaesue: Nepos wnnaxraumei cncTemsl SueScan

OUSHHTE PHCHK, CEHIANHLI C YARNGHWEM paxes
WMIAIBHTUPOBEHHLIX SNEKTROACE. OCTEBNBHHLIS HEaPAGoUMe
3NEHTPOAL! MW PAHES UMIVIAHTHPOBAHHLIE INBKTPOAD!, ANN
HOTOPLIX TOCTHPOBAHKE COBMBCTHMOCTH MPT He nposogiunoce,
MOTYT NOBAMATDL HA BOSMOMHOCTL Gesonackoro MPT
CHAHVMPOBAHUA CUCTONIN SireScan.

2 HPATHOBPOMOHHAA NOTBHA JAXBATA WM USNOCTHOCTY CHANR
S ST (8em0M8A COHCHHI) MOTYT BOIHUKATD 8 NOCACONSPALINOHHOM
NEPHOAS AC CTASHAHISIMM SNBHTPOAR. NPHMMHCH OTCYTCTBHA
CTABUNUIBLIM MOMAT GuiTh CMELLBHUS SASHTPOAA.

HIDKS NPHOSASH NBPEUSHE METOROS MMNAGHTALMM, NDH
PEAAMIAUNK HOTOPLIX ¥ SASKTPOAA MOTYT BOSHMKHYTL

ROBPAINASHMA (NOPSHSH HE UCHBPNEIBAIOUMI): Npeaynpeinenie: Mpu BOSHIKHOBEHA IHAMTRALHOMN

CONPOTHBAGHHA HO NPHUHAALIBSIATE AONGARUTSALHOTO YCUWA
/1R NPOBEREHUA NPOBOSHMHOBOTD KATOTEPA HAKW SNBKTPOAA.
MCNoNL308aHME NPOBOGHWKOBLI KATETEPOB WK BABHTPOACE
MOMNET HAHECTH TPABMb THAHAM capaua.

38 Ha pyccKom AsHiKe
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Ann vannakTaum ST anektpoga Attain Performa Straight MR
SureScan 4398 p 8tIGPAHHYI0 HADAWANLHYIO BeHy TPEYETCH
COBMECTUMAN CHCTEMA AOCTABKM, TAHAR KAK CHCTEMA A0CTABHIK
Kopnopaumwn Medtronic. CoBMECTHMAR CHECTEMA AOCTABKW
BHMOYAET NPOBOAHMHOBLIN HATETEPR U NGMOCTATHHOOKHUIH KNGNAH
WM KNAMNEH URTPOARIOCEPR, KOTOPHLIB MOrYT Gbith YAROHO! M
NOSBOARIOT NPOXOA NO KOHKEKTOPY 3NSHTPOAA. [NA NOMYHEHKA
AONOAHUTENEHOA HHHOPMALIMK O COBMECTHMBIX CHCTAMAN
Mediron:: on " "oe "

3a NPaBHLHOCTL BHINOAHSHUA XNDYPrYHECKHX NPOUSAYP M
COGMOABHHO NPABHN CTEPUILHOCTH HBCYT GTBETCTBEHHOCTD
MEAMUMHCKIG PaSoTHMHK. MPOLSAYPH HMNAAHTALMN,
ONUCEHHLIE B AAHHOM DYKOBOACTES, NPEACTABAEHB TOALHO B
HHGQOPMATUBHBIX Uenax. Kamabi apas SOMKEH NPUMEHSTD
HHGOPMALINO, NMBRASHHYIO B STHX MHCTRYKUMAX, CONMAcHO
NPOPECCHOHANHOMY MEAVLIAHCKOMY ONTHITY M NOMYHEHHEIM
HaBbIHAM.

6.1 Pasmeujesne NPABOMENYAOUHOBOIO IMSKTPOAA

NocNe NPHHATUA POWEHNA, KAKOR MENYAOHHOBLIA SNBKTPOR
BBOAXTL NEPBBLIM, PACCMOTPMTE BOSMOMIHOCTD KATETEPHIALHH
KOPOHAPHOI CUHYCA M HOOTKOAMMOCTH PE3BPBNOH
HAPAHOCTHMYNALIMA.

6.2 NoaroTosKa CHCTEMNI ROCTABKN

MoAroTOBLTE CUCTEMY AOCTABKN ANA HMANAHTALMK SNEHTPORE
COMNACHO MHCTPYRUMAM, NMDNBEASHHLIM B SOKYMEHTALM,
NOCTABNASMON BMECTE C CUCTEMON AOCTABKN,

6.3 BeHo3HbHNi gocTyn

Npeaynpenigesne: Bo 8peMA WMNIAHTALMK AQTHHA UMETECA
BOSMOMHOCTD 5biCTPO OCYILECTEHTD CTUMYRALINO ¢
pe3sepsrpoBaHnem. UCNONLI0BAHNE CHCTEME! SOCTABKM UNK
INSKTPOAOE MOMET NpHeacTy K Gnokage cepaua.

1. ANA noayueHma GOCTYNA K NOAKMOMMHHON BeHE
HCNONL3YIITE NSO NpeanovHTaEMLIA MeTOR,
OCHOBAHHLIN HA NPOGBCCHOHANBHOM ONBITS.

Brrmanue! HeKOTOPHIE AHATOMHYOCHHE OTHACHEHHA,
HANPHMED HOMMPACCHOHHLIA CUHAPOM BODXHON ANepTYpPsl
FPYAHOR HAGTHN, MOYT CHOCOBCTBOBATD ZAUOMNSHND 1
nocseAYIcWEMy O6PLIBY KODTYCE SASKTPOAR.

Buvmanne! YTOOL! HIOKATL CHATHA KOPITYTA 3NBHTPOaA
MEMAY HAIHHUEH M NEPBLIM POGPOM, BBGAGHNE CNOAYET
BLINOAHATE, N0 BOSMOMHOCTH, 50166 raTepansHo (Pure. 1).

Pucymon 1.

1 PEHOMEHZYOMO® MECTD BEGQBHHA

2. Beagyrre J-00pasHuii NPOBOGHK HHTPOAICEPa W

OBONOWY HPECKOIHONS MHTPOALIOCSPA.
3. BeapgnTe NPoBOAHWHOBLIA KATETEP B COOPE ANR ROCTYNA K
HOPOHBPHOMY CHHYCY.

ANA NOAYOHMA AONONHHTEALHON MHGOPMALIH CM,
AOKYMBHTALIAND MO CHCTEME AOCTABKM.

6.4 NonyyeHne BsHOrPAMMbI

Mepep pasweiLenvam SNEHTPOAA B HOPOHAPHOM CHHYCE
BUINONHHTE BOROTPaDUIO. Barnorpamme: pesiomanayeTcs
HCNONLE0BATL ANA ONPEABNBHUA NYTH NPOBOAGHHA M MECTA AR
OHOMUATEABHOR HMIIAHTALIMK, UCXORA M3 PASMEPA, GOPMEI,
NONCHEHMA U MIBMAHCTOCTH BOH. HpOoMe Y0ro, BeHOrpamMMb
MOrYT S6iTb NANGSHLIMK NPY PACNIOSHAHMKY NPAANONATBEMbIX
TPABM HOPOHAPHOTO CYHYCE. CHEAGHHUA O O/TYHEHIN
BOHOTPAMMbI G NOMOWIO SANNOHHOTO KaTeTepa oM. 8
BOKYMEHTALM, NOCTABAASMON BMECTO C COOTEGTCTEYIOWMM
GaNNOHHLIM KATETENOM, HCMONLIYEMBIM 4/ TTOAYHSHUA
BOHOTDaMM.

6.5 Basgerwe KTPOAA B CHCTEMY ROCTABHN

Npoaynpexgese: Echm AnA NOSMUMOHMPOBEHKUR 31EKTPOAR
HCTIONbL3YETCA CTHAGT, TO NOMb3YRTOCH TONLKD CTWIGTAMM,
HMEIOWMMHCA B YNAHOBKE C 3NGKTPOACM WK 8 HOMNNGKTE
CTUAETOB (C PYMHOR YMOHBWIEHHOMC pasmepa). Bearna
UCTIONLIYIATE CTHNET HA 3 CM HOPOHE ANKHLI ANEKTPOAR,
YHASAHHOH HA STMHETHE KOHHEeKTOPA IS4, Apyrne CTUNETD)
MOTYT NPOATH AANDILE HOHYWKA SBKTROAA, TPABMKDOBAS
nauUeHTa WK NEPPOPHPOBAB HAPAMANLHYIO BEHY WAK cepaue.

Npogynpempstse: Mpn BOSHUKHOBOHIM IHA'MTRALHOND
CONPOTUBAIBHNA NPH NPOBEASHAN BNEBKTPOAA He
nNpUKnaaLsaiTe YCnmmil. UCNoALI06aHIE NPOBOARWKOBbLIX
HaTaTepaa N SABKTPOAOE MOMET HAHOCTH TPAEMbI CepaLYY.

Baumanue! Npu seegetnm aneHTpoaa cobmoaaiire
OCTOPOMHOCTD,
* Ho cnanyaT 4pasMepHo HArniarth, NBPEHPYIHBETD MW
ANSKTPOA.

PRCTArNEaTL
*  He nonbSyRTect XMPYPruuecKMU HHCTPYMOHTAMH ANA
3aXBATA NGKTPOAA MK W THIPLHA HOHHEHTOpA.

ANA BOGARHUA FNBKTPOAR MOMHKO BLINCAHUTDL CABAYIILHE
AakcTana:

1. BCTastte CTMAGT HAW NPOBOAHUK B SNEKTPOA, HTOGH!
USMOHATL OPMY ANCTANLHOTO KOHYWHKA SNEHTPOAAR.
fipmeuanie: HOMA CTUABT NOAHOCTHIO BBAABH,
AUCTANLHLIA HOHWAK CTUNGTE HO LOCTUTAET QUCTANGHOID
HOHYWHKA 3NEKTPOAA.

2. BoeanTo 9N16HTPOA, B CHCTEMY AOCTABHU. ANA ROMYYEHHRA
AONOAHMTENGHO R WHPOPMALIM CM. AOKYMOHTALWO NO
cUCTEME ROCTEBKN.
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Prinfing nstructions: dac #183256 502111-005

Category: Loads singte pk.
Size: 7128 x 8In (181 x 203 mm)
6.6 Pasmewenus anexrpoaa 610 NPOBARSHMN HOPEe3 BOHY, OTBSAWTE CTHABT HA 1-2 Cm Kasag
W aoibepure 60108 MOKMA CTWAET.
JUH{ anexTpon Attain Performa Straight MRI SureScan 4398
MOHHO NOSHLMOHMPOBATE C ROMOLLLIO NPOBOAHWKA, CTUAeTa, Suvmasine! He ucnonbayitme ocTpsie NPpeAMETE, HTobuI
BHYTPEHHEIO RATETBPA UNW BHYTPBHHEND KATETEPA 8 COMATAHNU NPHASTL HDHBKIHY OHCTANLHOMY KOHUYUNY cTUneTa. Mprganve
C NPOBOAHWHOM WY CTUASTOM. HPMBUSHLI CTHABTY BOIMOHHO C MOMOULLIC CTEPWILHOIO

DHocTasia ¢ NOMOWMIO CTHRETE - EC/IM 56HA SNAAA6T B PHCTDYMENTA C FAGANOH NOBBPXHOCTLIO (Pyc. 4).

HOPOHAPNBIA CHHYC NALUGHTA NOY TYMLIM YTAOM, & BE8TEL
HADAUANBHON BeHLI HE UaBMANCTR (PHC. 2), TO ANA KOCTABHW

Pucywoi 4.
SNOKTPORA MONHO HCTIONLIOBATE CTHABT.
Prcywon 2. (\ﬁ N
‘—-—-——-__H,

®

@ Npumenanne: Ecn npoABMIKEHHS CTUAGTA NC NSy
SATPYAHSHO, PACCMOTPHTE BOSMOMHOCTE UCTIO/LI0BAHMA

1 HOpOHApHLIA CHIYC APYTOro cTHAETA. JLNR HIBMANCTLIX COCYACE POHOMOHAYRTCS

2 Mapgpensan sova WUCTIONL30BATHL GoNes rmbiMe CTHAETDLI. BONee IMBCTRNE CTHROTL:

DOCTaBHA © NOMOULID NPOBOANNKA - ECV POHa BNAZAET B

HOPOHAPHLI CHHYC NAUMEHTA NOA OCTRLIM YINOM, & BETEL CYIecTByaT MHOM METOR0B, KOTOPIHIG MOMHG HENOABSOBATD
KapauanbHOR BaHLI HaBMMCTA (Pue, 3), TO 418 SOCTABKW ARR NPOBBAEHIA BNBHTPOAA & NOMOLIBIO CTUNETA B
ANEHTPOAA MOKHO HCNONBIVBATL FPOBOAHK. KBRAHANHYI0 Bery, B50p METOAA N0 YCMOTDEHIMG BPaMa.
Pucywox 3. .- _ 6.8 PasmMelwieHe aNEKTPOAA C NOMOWLIO
— —— NPOBORHNKA
Npeaynpemastne: He BEOAUTE NPOHCHMMANLHLIR HONEL|
@ NPOBOAHAKA HOPE3 YITNOTHEHNE HOHNWKA 3NBKTPOAA 563
HENONLIOBAHKA eHTa ANA BBEAGHKA NPOBOAHUNA.

BeoasHHe NPOBOAHMKA 663 MHCTPYMEHTA ANA BEBAOHHA
NPOBOAHMHA MOKAT NOBPEANTD YTUIGTHEHAEG HOHIAKA
SNSKTPONRA AHGO CIMPANK NPOBOAHNKA HAW UBOMALIM.

- .- fipeaynpempeine: MOBPEHASHHA, HAHECOHHLIS NPOBOAHMKY,
MOCYT MPSMATCTROBATL TOUHON POAKLIAM HA BPALLAIOWIWA
MOMBHT 1 YTIDABIOHHIO HM W MOTYT NOBPEAMTL COCYAL. Ann
@ FIOAYNSHMA DONICAHUTENBHON HHOOPMALIMA O NOBPEMAOHHAX
COCYROB H ADYTHX BOSMONHbI: HOGAANONPHATHBIX ABASHHAX CM.
TEXHHHECHOE PYHOBOACTDO, HMOIGILLSOCH B YNAHOBHE &
1 HSOWTNCTAR PETBL HARAHAMHOR BEHL), BIAGAIOLIAR B HOP GHAPHEIR COOTBOTCTEYIOWMM NPOBOAHHHOM.
CHHYC NOZ TYNLIM YINO0M Bummsasine! Npu yoraHoexe nposoaHWka cobaopaiTe

2 NIsmniTan 8ETBH KAPOHANLHOH BEHL), SNAKEIOLIEN B HOPOHADHLI
CHHYC MO OCTPRIM YTNOM HO . OCTOPOMHOCTL. [NA NOAYMHEHUA AONONHHTENLHONR WHPOPMALAW
CM. AOHYMEHTALMIO NC MNPOAYNTY, MMSIOLIYIOCH B YNAKOBKS C
NPOBOAHHHOM.

6.7 Pasmewnienus ANeKTPOAA ¢ NOMOWLIO CTHASTA
Npeaynpenaenve: Fpy BOSHUKHOBEHUY SHEHUTE/IHOMO
CONPOTHBNEHHA NPH NPOBBASHUMW INEKTPORE HE
NPYINBALIBAATE YCUAHMN.

Npsaynpesipenne: 41066l CEOCTH K MHHINYMY BOPORTHOCTS
TEABMMPOSaHUA BOH M NOAABPHEAHUA FRBHOCTH ANEXTPOAA NPU
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Wetruotions: doc #163256 502111-005
Category: Leads singhe py.
Size: 7.126 x 81n (181 x 203 mm)

Mpuraesanna: A nposogrira Attain Hybwid npegsapurensiio

¢ CneuparmcTin Rophopaum Medironic peromeHgyoT YCTAHOBMTO PYHOATKY YNPABAOHWA NPOBOJHHHOM Ha
HCNONL30BATL NPOBOAHMKY AAMETPOM OT 0,38 mm a0 NPOBGARMIK, NEPEA TEM HAK SBOAUTH NPOBOAHHK B WITLIPER
0,48 mm . 7R NOAYHEHNA AONONHHTBALHON MHPOPMALIM O HOMHENTOPA HA NPOHCHMETBHOM HOHE SNBHTPORA.
PEKOMOHAYOMbIX PasSMepax NPOBoAHKKOE obpavvTecs 8 Ana ppymix nposoaHvKon:
NPeACTABHTENLCTBO HOpnopayw Medtronic. a. nponauubre PYHOATHY YNPABNEHMS NPOBOAHNKOM

*  PACCMOTRUTE BOSMOIHOCTH SAMAYHBAHUA NPOBOAHKKA B AQNBLLS NPORCHMANBHOND (HECTHOMO} KOHUA
PacTEOPe renapuHa A0 €10 BBGASHNA C UeNbIO NPQBOAHMKA,
MMHIUMH3IELWH prCKa o06pasoBaHKA TpomGoe Bo BpeMs b. 3anpanuTe pyHOATHY YNPRBAOHHA NPCBCAHHKOM HA
HCTIONBLS0BHVA, NMPOBOAHWHE PRAOM CO WITLIPLHOM HOHHENTOPA

* Ecm nenonesysTcn nposoasmi Attain Hybrid, npoueaypa SNEHTPOAS.

NOArOTOBKM NPOBOANHKA BN UCNONLIOBANMA OTHHABTCA
OT APYIrHX NPOBOAHMKOB H3-3A NPHHPEIUIOHHON Pucynou 6.
NPOKCHMANLHO PYUKM. ®

R
Y1061 NOGFOTORMTEL NPOBOAHHK K HCNONLIOBAHMO, SHLIMOHKTE @
CASAYIOUIUE NOHCTRIA:
1. g:i:epm RPOBOSHMNL.
W Y RAUMEHTA USEMAHCTLIO BEHL!, POHOMEHAYSTCR
HCTOABI0BETS GO/9e MBI NPOBOAHWK. Ecm ¥ PYHORTIA yTIPaBAGHHA APOSORHMKOM
HEOGXOANMA JONOAHHTEABHAR NOAASPH(NG, HCTIONLIYHTE 2 Limpet HOHHGHTORS SMEHTRORR
50NEO IKBCTHHIA NPOBOAHMK,
Ecnn nenonbayeren momnunAmm-lwnd.amuc 6. 8 CTEPUABHOM NONE HANDINKTE J20HMM NPOBOAHKKE HA
HCRONGSOBAHMOM WHCTPYMONTA AAR BBSABHNA (Wwar 2— NPosoAHNKE W SaBUKCUPYIATE ero. CnetanmneTsl
war 4) HeNPUMOHIMbE, Hopnopaln Medironic peHoOMEHAYIOT HPENNBHHUe SaMMMa
2. BpepUTR NPOBOAHUK B 3NAKTROA, PASMACTHE AUCTANDHLIR NPOBOAMNMHE K CTEPUILHON XMPYPTHYECKOH NPOCTLING
{ruBiiel) HOHBL, NPOROAHKHA B IITHIPHME KOHHEKTOPA nayMeHTa.

ANOHTPOAA € NOMOWBIC MMEIOWBNOCA B YTAKOBHO
UHCTPYMENTA AN BBAOSHUA NPOBOAHMNE (PHC. ). HToGmM B ®avecTBo ANeTePHATHBHONO NOAXAAA B CHTYAUMAX, HOTAa

NPEACTBPATUTE CHMBILIBHUS SNBHTPOAA US HHCTPYMeHTA APOBAAHKK YHE HAXOAUTCA B HYMHOM MECTE, INBKTPUR MOMHO
ANF BE8ABHUA NPOBOAHHNA, HPSITKO yASpMMBaiTe HaAeTL Ha NPOBOAHMK, HCHONLIYR UHCTDYMOHT ANR BEBASHUA
ANEKTPOA U WHCTPYMEHT ANA BRBARHUA NPOBOAKUMA NPOBOAHMKA.
GONBILVM W YHASATEABHLIN NEALUAMM.
BHmaine! HToGol CBECTU K MHHIMYMY BBPORTHOCTD BeaguTe NDOBOAHUK B ANEKTNOR, PASMECTHE NPOKCHMANGHLIA
NOBPAMABHHA NPOBCAHMKEA, NEPED, HIABNEHSHNEM (OCTHIH) KOHEL NPOBUAHWKA B AUCTANEHOM HOHWKE
UHOTPYMEHTA ANA BBSASHNA NPOBOAHUKA M3 SNEHTPOAR SABKTPOAA C NOMOULLI) MMEIOWEBTOCA B YTIBHOBHE WHCTPYMEHTA
YOQANTACH, NTO FMGHAA HaCTL NPOBOAHHKA NOAHOCTHIO ANS BBEAGHWA NPOBOAHMHA (Puc. 7).
BBEe/eHA B ANSHTPOA.
- o T 2 ¢ II. npmmiuenmmnuuwwmem
y5eAHTOCH, HTO MHCTPYMENHT ANA BSEASHUA NPOBOARY
H3BNeEH, ™ AR man na NOHTPOAR MOMBT CONPOBOMBATLCH HOSHAYHTELHLIM
CONPOTHUBNOHNEM,
PucyNok 5. ¢ Y0661 MPOAOTEPATHTL CMEILIBHUE SNSHTPOAA U3

HHCTPYMENTE AR BBEAEHMA NPOBOAHWKA BO BREMA
BEOASHUA NPOBOAHHKA, KDENKHO YAEDHMBAHTE SNOKTPOA N
N — HHCTPYMEHT AR BOOARHHRA NPOBOAHUKE BOABWIMM H
] YHASATANBHLIM NAALLAMH.

* [lepeg MMnnanTalHed SNEKTPOSA YBBAMTEC, HTO
MHCTRYMEHT A/1A BREABHMA NPOBOAHUIKA U3BNEHSH YOPea
WANL B UHCTPYMEHTE ANA BEBAGHWA RPOBOAHMKA.

1 Mposogwin
2 LUTLIPEH KOHNEKTOPA ANGKTPORA

3. OvcoammTe HHCTPYMEHT ANA BBEABHUA NPOBOAMHWHA OT
WITHIPEHA HOHHBKTOPA SNSKTPOAA.

4. U28neKnTe HHCTPYMBHT ANR BBOABHNA NPOBOANMKA,
OTBOLA HHCTPYMEHT CF HOHUA NPOBOAHMKA.

5. meuyynpamanp«wwm
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Printing inskructions: doc #183258 S02111-005
Categary: Leads singis pkg.
Size: 7,126 x 0 in (81 x 200 mm)

Pucyuon 7 Pucynox 8.
[ —
l}&ﬂ
1 NpomogHn
2 DACTaNsHLNA KOHMMK SNEKTPOLA
Npeaynpesigeune: Mpn BOMHUKHOBEHHW SHAHHTENLHOM
CONPOTMRNEHUA NPH NPOBAAGHHN SNGHTPOAA HE
OPHKAQABIBANATE YCHAMM.
Bunmanne! ECau AUCTANLHBIA KOHWK NPOBOAHMKA CHALHO
SarvBaeTCR WM NEPEHPYHBAGTCS, TO, BOSMOHHO, BOSHIHHYT
SATDYAHBHUSA C 610 CTEOABHHEM YEpes 3NeKTpog, MlosTomy,
BCAM MMENOTCA NOAO3PENNA, YTO QUCTANLHBEA HOHUHK Ann 066CNEUAHMA ONTHMANBHBIX SNGKTDHHBCHMX
NPOBOAHWKHA NOBPEIKAGH, WIH BOIHHHAET IHAMTESLHOS XBPAKTOPUCTHI U DHHCALINM PEIMECTHTE NPOKCUMANLHLIN
CONPOTHBABHWE NPOXOMASHMWIO NPOBOAHNKA, HIBARHMTE KOHTAKY 8 BLIGPAKHON BOHE, & HO B KOPOHADHOM CHHYTE.
SNGHTPOS BMECTE C NPOBORHIHOM HaK OAHO USn0e. Usanenre
NPOBOAMMK HI SNEHTPOGA W BCTABLTE B SNEHTPOJ HOBLIA Npsweuanwe: Ec/m spi6paHHan BeNA KDYNHAR, TO, YTOGHI
npoBoaHM. He NPUIIBANBANTE HANHIHWX YCHAMWA ANA AOBHTLCA PHHCAUMM MEKTPORA, BOBMOIHO, NPHASTCA
HSBRBMBEHNMA NPOBOAHKHA U3 MNEKTPOSA. PACNOAOHMTE SNEHTPOA B HAPAMANLHOH BAHE MRHBLUIEND
pasuepa. JA1A NOAYHEHHA ONTUMANLHLEX SNONTPMHECHIX
MpHasecianinn: XAPaKTEPHGTHK Hopnopauva Medironic peroMeHAYeT, YTOGH!

*  Ecnu anenTpos HE NPOABMIABTCA HAK HMEETCA NOACIPEHWS, HOHTAKTB M THaHbL CONPUHACRNNC.
HTO SAGKTPOA W NPOBOAHKK CAMILMCH, BOIMOHING, HA
NPOBOAHMKE HA KOHYHHE AMSHTPOAA OOPE3CBANCH TPOMS. 6.10 Mpomeaenne HIMOPEHH ANGHTPUYSCHNX
Hssnerire SMSHTPOA W NPOBOLHMK U OCMOTPHTE KX, NapameTpos
PaccmoTpUTe BOSMOHHOCTE MCTIONbIOBAHKA HOBOMO
npoeopiKa. CHOBA BCTABLTE 3NBKTPOA W NPOBORHMK, KAK JI¥ anexTpon Attain Performa Stralght MRI SureScan 4388
STO ONHCEHO HA NPBABIAYMX ITANAX. APBAHASHAYEH AN CTHMYALMN 4OPE3 BbIGUPABMbIO KOHTAKTLI,
¢ ECAW NPOaBMIKeHNS NPOBOAHMKA N0 U3rnby SATPYAHSHO, Ha Pyvic. 9 nonasanb 16 gocTynHbLIX NOARDHOCTEN CTHMYNRLMM.
PACCMOTPHTE BOIMOMNOCTD MCNIC/ILIGEAHKA APYroro
NPOBOAHUKA. [NA HABUMCTHIX COTYROB POHOMOHAYETCA
HCNONL3OBATHL 60N66 rGHKE NPOBOAHM. Eonee MacTHHE
NPOBOAHUKM PEHOMEHAYETCA NPHMBHATL, KOMA
HBOGXOAMA AONCAHUTENBHAR NOAACPIKHA.
CYuecTByeT MHOECTEO METOADSE, HOTOPLIO MOIKHO
WCTIONLI0BATL /1A NIPOBRAGHUA INSHTPOAA C NOMOWLIO
NPOBOAHMKA B HARAKWANLHYIO BeHy. BuiGop MeToga no
YCMOTPEHIMIO BPaMA.

6.9 DUHCAUMA INSKTPOAA

PUKCALMA ROCTIAGTCA TEM e CNOCOBOM HESABUCIMO OF
PASMELISHMA SABKTPOAA.

Mog peHTIEHOCHONUMECKMM HOHTPONBM SRPHHTHPYIRTE
INBHTPOR B HApAManLHOW Bexe (Puc. 8).
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Printing Instrucions: doo #16325¢

Calegory: Leads singie phg.
Size: 7.128 x Bin (131 x 203 mm)
Prcyion 9.
g‘m oK snmcrpog
T
M cfupane 2
mee
Tpmt
1]
MH crespene

1 PECUMPEHHLIE POSAPHOCTH SUNGARPHON CTHMYRALINM
2 MoASPHOCTH GHNONRPHON {OGPATIMON) CTUMYNAIIMHM

Pacwmparnan GUNONRAPHAN CTUMYNALMR AOCTYNHA NPK
NCTIONLSOBAHMK AAHHOIO SNBKTPOAR 8 CONETAHUM ©
COBMOCTHMON CHCTOMON CPT-A n asdwipnansumormoiv
M snexTpoRoM. K 4 AOCTYNHLIM NONRPHOCTAM CTHMYIAUMH
OTHOCATCA:

o JIH1 — M cnupans

* JIHZ2 — M chnupans

¢ M3 — N cnvpans

¢ M4 — MK covpans

BUNONAPHAR CTHMYIHUMA LOCTYTIHG NPH HCNOABIOBAHNH
ABHHONO MNSKTPOAA B COMBTAHWM C COBMACTUMON CHCTEMON
CPT-A. NonspHOCTL HaKBOoH W3 6 NAP KOHTAKTOB MOMHO
IBPEBAPRYTL, HTOGL! NOMYMHTL B OBIWEH CACHKOCTH 12
NONAPHOCTER SHNONAPHON CTHMYMALMMK:

NN — 2, K2 — MY

AR — N3, RS — JBH

JIH1 — T4, N4 — JTH1

/2 — JTHS, JIIK3 — JDK2

JTH2 — JI4, JTH4 — K2

T3 — M4, JHA — /B3

Npumenanme: EcAK NpOBOANTCA MOHUTOPHHT CHIHANna
SI'M JUH, korga BLiGpara NONRPHOCTE CTWMYASUMN JIHE2 —
T3 unn JOK3 — JIH2, amnnntyaa curiana momet Goimo
OCNatNeHR B CPABHEHUH O ARYTHMI KOHDHUIYPaUMAMM
CTHMYNApM, Hanpwmep SIH1 — I cnwpans. 310
m&nnmmmammcamwﬁ
xapaxvepwctruiol JOH anexrpoaa Attain Performa Straight
MBI SweScan 4398, KOTOPLIA WMBBT HOPOTHOE PACCTORMKE
waMay HoHTaHTamMm JIHHZ n JDH3.
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Brumarne! Mopea NposeasHnem HIMGPGHIH SASKTPUMBCKUX

napameTpos i AhOOKTHEHOCTH 4ePMOPUNNALMUN, OTBEAUTES

'ronomoaommne O5BEKTI, TAKWE KAK NPOBOAHUKK AW
CTHAGTY, NOAANBIIE OT BOAX SNBHTPOLOS.

Mpumeuanne; MNepen NPOBORBHUEM UIMBPEHWA
SNIOHTRMMECION NAPAMETROB PEHOMEHAYETCA OTBECTH CTUNET
MAM MPOBOAHKH B NPOCHAY INEKTPOLA NPOHCHMANLHEE BCOX
HOHTAHTOB, STA MEpa NO3BONART HOHUKKY SNeHTPOAA
BOCCTANOBHUTD CBOIO HOPMARHYIO GOPMY, O5ECNE B JOMHHOS
CONPUKOCHOBEHUE KOHTAHTOR H TRAHA.

UHCTPYMOHT SHANKIATOPA KAGBNLHOD HHTepDeiica
AccuRead 2.0 HCRoNLIyETCA A/18 OCYILBCTRAGHNA TOMHBIX
HSMBPEHW B/IBKTPUHBCHNX NAPAMETPOB BO BPOMA
HMATAHTALMK.

Brumanne! HcnonbsyiTe MHCTRYMEHT aHANKIATOPA
wabanbroro witepdaitca AccuRead 2.0 npu NOACOBAMHEHKK
HOHTANTOB HABGENA AHANMSATOPA K KOHHeKTOPY SAeRTpoAa. STor
WHCTPYMEHT RO3B0/RET NPOBOTMTD TOMHBIE HIMOPBHUA
SNSHTPHHACHHX NAPAMETPOS BO BPSMA UMNNBHTALMN,
YMEHLILAR PHCK NOBPSIKABHNA KOHHEKTOPA, SAAKTPHYOCKOrO
LYHTHPOBAHMA W KOPOTHOTO SBMLIKBHHA, PUCK NOBPEMASHWA
ROHHOKTOPA, WIYHTUPOBIHHA HAK HOPOTHOMD 3aMbIHAHHA

pazmruamm B KOHTEKTaX Habened aHANUSATOPR, &
THOHES UMPHHON 1 6/1MSOCTHIO PECTIOMIOHBHIA HOMTAKTOR (KONGY
M WITHIpLKE) Ha KoHHWeKTOPe (S4.

ANR HIMEPEHNA ANSHTPHUECKHX NAPAMETPOS BLINONHUTE
CROAYIOLNG ASACTBHA:
1. Ybegurace, YT0 KOHHEKTOP SNEKTPOAA NOAHOCTLIO BBEASH

HKOHHOKTOPA AOCTYNaH (cM. Puc. 10).
Pucynox 10.

2. NoaKMoNMTS XMPYPrHBCHIWA KABBAD H KOHHEKTOPY
NeNTPOAE. UCNONLAYRTE HHCTPYMOHT AHAAUZATODA
HabenbMoro uiTepdeiica AccuRead 2.0, 4ToGnL obnerynTe
COBMOUWAHNE HABAMLHLIX SANWMOB C HOHTENTaMY Ha
HOHHEHTOPS SNCHTPOAA. MHCTDYMEHT NoMoraeT
O5ECNBHTL NONYYBHWE TOUHBLIX NoKasaTaneit. Aan
NOAYYEHNA UHDOPMALIMH O COBMBUISHIUM KOHTAKTOB
HOHHBKTOPA ANOKTPOAA C HOHTAKTAMM ANEKTPGAA CM.
CxeMy aneKTpoga s inas. 7.
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Iniruciions: doc #163258 502111-005

Category: Leads singie pig.
Size: 7126 x 8 in (181 x 203 mm)
3. ANA NONYHEHHA POIYINTRTOD HIMEPEHH SNSHTPUHECHNX 5. MpobepsTe CTHMYARLMIO ANADPArMALHOCD HOPBA,
NApaMETPOB BOCTIONbAYHTECH BENOMOTaTENLHLM BLINONHAR CTHMYALMIC NP HANPSIHEHMK 10V n
WHCTPYMOHTOM ONA WMNASHTEUMH, TEKWM KEX BHANNSATOP AMTENLHOCTH wayasca Sonee 0,5 ms. Mocne avoro
CHCTEML SAGKTPORAPAROCTIMYNAWK. MHbOPMALMA No NPOBEPSLTE, CORPALIABTCA AH AMBMPAIMA C NOMOLLLIO
HCNIOALI0BAHNIO ECTIOMOTATENLHBLIX WHCTPYMBHTOR ANA POHTTOHOCHONIHK WM NDU BHAMMOM TPENETAHIM SPIOUNTON
HNNNAHTALHM COABPHMTCA B AOKYMEHTALMH N0 JAHHOMY CTEHIM. JaNbHeHLan NPOBEPHA MOIKET BRNONATL
yotpoicTey. MSMOHEHNA NONOMEHHA TEAA, YTOGH HMHTHPOBATL
Ha yaoaneTE0pUTENbHOE NOAOHEHUE ABKTPOAA XPOHMNECHWE COCTORHWA nauvenTa. Ec/m crimynaumun
YRESLIBAIOT HUIKWS NOPOIY CTHMWIALIN W 2BRNBATHLIA AUAPPArNANLHOID HEPEA ALINOMHAETCA, YMEHLILAATS
CEHCHHT BMIVIMTYA BHYTPHCBDASUHBIX CUTHANGS. HANPAMAHKE AC ONPSASNSHNMA NOPOFE CTHMYAIALAN
NMpumesiannn: AradparmancHoro Hepea. CTuMpnAauMa
*  Husswit nOpOr CTHMYIALMKA OBOCHBNMBAET HYMHBIA HBPBA MONBT OGYCHOBUTDL HEOBXOGHMOCTE HIMOHOHNA
3anac 6630NACHOCTH, AONYCHAA BOIMOMHOS NOMAPHOCTH CTUMYAALNM AKX PANOSUMLMOHUPOBAHNA
NOBLILOHNE NOPOFOB, HOTOPOS MOMAT NPOUIOHTH B 2A/eKTPOAA.
TOUOHNE 2 MECARLSE MOCNS UMNIAHTaLMM, 6. Unctpyment AccuRead 2.0 MOMHO OTCOBaHHHTD OT

. Aowmmmmmwmwarumﬂaocrpoﬁ NPOBOAHMKA HAW CTHNTE C NOMOILLIO NPOPEaK Ha GoNDBOH
PRIE rAPAHTHIYIOT, YTO SNEHTPOA NPABWILHO CTOPOHS HHCTPYMeHTA (Ca. Puc. 11).
BOCTIPUHMMAET COBCTBAHHLIE CHIHAM! CSPaUA.
MUHMAALHLIG TPEBOBAHMA K CUTHANAM SABHCAT OT Prcyiox 11.

YBCTBHTENBHOCTY YCTpOHCTBA, JonycThmnie
AMNAUTYAL CHIHAMOB AAA SMSKTPOAA B GCTPOH (ade
BOMDHHE NPEBSHHUATD MUHANANBHLIS BOSMOKHOCTH
COHCUHIA YCTPORCTRA. D6A3ATeALHO OBacneysTe
wnmmmgemm.mmm

Tatanus 1. POHOMEHAYOMbIE SHANOHHA MANSPEHWA NPW
WMNABHTEUMK®
PROHOMBHEAYOULIS NIMODEHNA Nenuiil wanypoven
MAHCIMANLHBIS SHANOHHA NOROMOA CTk- 30V
MM B 0oTRON dase®
MuHHMEARHAN SWNIHTYAR CHNHAN 4,0mve
OSI'M JB b ootpodl gase

*Mpaanonarasmos CONPaTHaneHue 500 Q.
® Npu AMTANEHOCTH Wiyneca 0,5 me.
€ Avnasrrya crrnana STM U 4R NOARPHOCTN CTHMyARLM
JIH2 — STHES vows JIHHO — STHE2, mconeT GaiTh OCNAGABHE B CPRBHENIN
C APYTHMN NOARPDHOCTAMS CTHMYZIRUMM, HENPWMEP
AR — M crupans., @
4, Ecnam pesyntTathi MSMOpPEHWH 3NOKTPHYECHNX NAPAMETPOB
He CTalAK3IHPYIOTCA HA AONYCTUMBIX YPOBHAX, BOSMOMNO,
HBOGXOANMO NBPEMACTUTL SNEKTPOM, U NOBTOPHTD —
npoUaaYRY NPOBGHMM.

1 OTcosquneHme sHCTPYMeNTa AcouRead 2.0 O WTbipbHa
KOHHBHTOpa

2 OTCOapHaHWE HHCTDYMOHTA ACCURSAT 2.0 OT CTUNETA & NOMO(IO
Npopesy Ha SOKOEOHN CTOPOHE KHCTRYMAENTA

S Annmeryaa curvana MM JIH ANA NOAADHOCTER CTIMYIALIM NTHEZ — JTH3 s STHE3 — JIHH2, MOMST GuiTs OCARGNSHA & CHABHIHMM G ADYTHMM NOARDHOCTAMM
CTHMYNALMM, Hanpuasep STH{T —— M cnmpans.
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Printing Instructions: doc #183258
Category: Loads single piyg.
Si2e; 7,125 x 8 In (181 x 203 mm)

6.11 ¥saneueHne NPOBOAHMHOBOTO HATETEPA K3
NSHTPO/A

MpuMevaHne: EC/m )15 pAIMEIWIOHAA SNB8KTPoAA

WCNOAL30BAACH NpoBoAHKK Attain Hybrid, nepefigure K war 2.
AN YRANGHUA HETETEPS SAMEHATL NPOBOAHMK Attain Hybrid ka
CYHAST HO TPSGYSTCR,

HaK TONLHO SASHTPOA, SEAMSET OKOHYETENLHOS NOMOMBOHHS,
YAS/IUTE 1S HEO NPOBOAHMROBHIA KATETED:

1. YAaNKTE NPOBOAHMK W WHCTPYMBHT ANA BEEOBHIA
NPOBOIHWMKE (B CYYAE MX WCTIONLIOBAHHA). 3AMBHWUTE
NPOBOAHWK NPAMLIM CTUASTOM (C PYHHOH YMEHLLIGHHOM
pasmepa). Boaaurs RPAMOR CTUNET B SABKTPOR A0

CBPaAMHbI HOPOHADHOMD CHHYCA.

2. YaanuTe NposOSHMHOBLI KATETED K3 SNeKTROAA. Anm
ROAYHEHIA NOAPOGHON MHPOPMALMY Cil. AOKYMOHTALMIO
NO CHCTEME AOCTABHNA.
Tprmeuanne: ANA PASASAASMLIX CHCTEM AOCTABI
Kopnopauw Medtronic HcnoabsyRTe camTTep,
COBMECTHMEIHA C HOPITYCOM
anextpoga 1,78 mm (5,3 Franch).

3. OCTOPAIHHO NOAHOCTHIO HIBAGHWTE CTMABT KM NPOSORHNK
Attain Hybrid, Mpw #3sasus1mt CTUASTA NPOANHO
YASPHUBAHATE INOHTPOS OKDAO AHCTANBHOMD KOHUA
UITHIPHKA KOHHOKTOPA. YASPIKAHWE SMIEGKTPOAA & STOM
MECTA NOMOMOT NPAANTENATHUTE BOAMONHON CMALGHWE
KOH4MHA 2NOKTPOAA.

4. YSenuracs, YTO KOHHOKTOP SAGKTPOAA BBAAEH B

HHCTPYMEHY SHAMIATOPA HalenosHoro uHrepdefica
AccuRead 2.0, a 3aT8M NOBTOPHTS H3MEPOHUS
anexTpUYEcHMX napameTpos. Cm. Pasa. 8.10,
“NpoReAeHKE WIMEPSHIA INSHTPMHECKMX NAPAMETPOR”,
cTp. 42

6.12 duncaymn sneuTpoga
Brummuie! CobAOAARTS OCTOPOMHOCTE NPH HHRCAUNW

* AN GHcaLM SAHTPOAS MCNOMLSYIATE TOAKO

* Hemmﬁmcmbmucpmd)mmmww
e He ucmnbsyﬁn ANA NOALINBAHKA VILUKK PMHCHPYIOWRH

¢ Bo apeua ¢m(caum anexTpopa colnogaitTe
OCTOPCHHOCTL, YTOGH HIGEHATD CMBLIBHMA
HOH'WANA ANBHTPONA.

& He 3ATAMMBARTE UTATYPB HACTONGHO TYTO, UTOSH OHUA
CMOMKW NOBPOAUTL BEHY, SAGHTPOA KM PHKCHPYIOWY0
mydry (Puc. 12).

* He 328R3BAINTE NMraTYPL! HENOCDEACTBEHHO Ha KOpNYee
anoxTpoaa (Puc. 12).

502131005

Prcywon 12,

DUHCUPYIATE ANBHTPOA, HCNANLSYA BCA 3 SopOsaAHK:
1. Pmmmmwmwomwuanpomawmw

WWOW MYPTY K HOPNYCY SABHTPOAB,
TYrO SATAHYB INFAaTYPY smuwﬁ w3 3 Gopoagos (Puc. 13).

Pucywor 13,

3. Ucnonb3yiTte, No Hpadined Mepe, 1 A0NCAHMTENSHYID
nwratypy 8 1 13 60poageH, YTobe! RPHKPENUTL
DYHCHPYIOUYIO MYGTY H HOPAYC SNSHTPOAS K hacum,

6.13 NMogcosgunente anenTpoga

Brvmiarme! Mepea NOACOSANHEHNEM JSKTPOAR K YCTPORCTBY
BCOIZIR UIBNCHARTE MHCTPYMEHTLI 417 WWITNBHTAUNK, TAKWE KaK
CTUNET, NDOBOAHUK WA WHCTPYMONT KaGansHoro

nHTepheica AccuRead 2.0. ECAM HHCTPYNEHTE), UCNOAbIYOMbIS
NPU HMIAGHTRLMM, HO UIBAEYD, MOKHO NOBPAAWTL AASKTPOA.

MoACOARMHHTE INGNTPOA K MMILIAHTHRYBMOMY YCTDOCTEY.

1. BaeauTe HOHHEKTOD ABHTDARA B S/0H HOHHEHTOPA
YCTPOHCTBA. LA NOYHesnR MHDOPMAaLUK O NPABHABHOM
NOAXAOUSHAW INOHTDOAA CM. ACHYMEHTAWHO,
NOCTABAROMYIO ¢ HMIGHTHPYEMBIN YCTPOWCTEROM,

2. BomO/HHTS HSMEDEHWA INEKTPHYBCKUX NAPEMBTDOS C
NOMOLLIO YCTPOHCTBA.

6.14 Pacnonomenne YCTPOIHCTES ¥ anenTpoaa B
«HAPMANS»

Buvstanne! Mpy pasuauieHisd YCTPOHCTEA M 3NeKTPOACH B
-mm»coﬁmﬂmoc-ropm
* Y60 MTeCh, HTO SNEKTPOAD HE BLIXOAAT U3 YCTPOHCTRA Noa,
OCTPULIM YTNOM.
*  He yaspHuBRiTe ANEHTPOR WM YCTPORCTEO
XHPYPTHIBCHKMA HHCTDYMEHTAMM.
¢ He caopasneaiiTe anexTpog, KansuaMd. Ceopaudeanne
ANGKTPOAA HOALUAMM MOMET NPHEECTH K NOPEKPYNHMBAHWID
HOPITYCa 3NeKTPOAS U K 610 cnelenmo (Puc. 14).
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Inatryctions: doc #183268
Category: Laads sinple pig.
Staw: 2.126 x 8 in (181 x 203 mn}

Y166 NOMECTHTE YCTPORCTBO U SNGHTPOAM B «HEPMaHs,
BHINOAHHTE CHAAVIOWING ASHCTEHR:

1. Yrobet NPLAOTEPATHTE HEMHRAITENLHOS NEPEHPYMBAHNHE
HAK OrMBaHUE NOA COTPLIM YINOM HOPNYCA SNeKTPOAA,
EpalleHIeM BLIGOPUTE HIMILHIO [AHY
anexTpoas (Pwc. 15},

©)

2. BeeauTe YCTPOHCTEO M 3NEKTPOAD! B «<HAPMAH»,
3. NepegyumBannem «KapuarHa» nposepsTe ahPerTHBHOCTL
COHOUHTA, CTHMYARPAN, KARAWDBRPCUU W ABTDHHBDHARRLIMM.

£.15 NocNeHMINIAHTALHONHAR OLEOHKA

Mocne HMIAAHTALMW BHINOMHARTE MOHUTOPHHN
ANEHTPORAPAWOTPAMMBI NALMBHTA BIVIOTE A0 670 BHINHCKN,
ECnn SABKTPOR CMBLLAETCA, TO 3TO 00LINHO NPOHCXOINT B
PAHHEM NOCNHOONIBPALNOHHOM NEPHOAS.

ANA NPOBBPHM NPABHABHOCTH NOSHLMOHMPOBEHUA INSKTPORA
PAHOMBHAYITCA BOCNONLIOAATLCR AAHHBIMM PDEHTFEHOTPadHUH W
USMEPOHMA NOPONOd CTUMYAAIIM, NONYHSHHLIMU 20 BHINKCKM U
GONBHULBI, MOPSS 3 MOCALA NOCNS KMIANAHTALMH U 4OPB3
RAWALIS § MECALSE B AANDHORILIEM.

B cnydae CMepTH NaUMBHTA BLINOIHUTE SRCNAGHTALWIO BCex
WMNAHTUPOBANHLIX 3NBKTPOZOB W YCTPONCTE M BEPHHTE HX B
Kopnopawme Madtronic ¢ aanonneHHol Gopmoit oTvaTa ©
npoAyxre,

7 TexHUHSCKNe XAPAKTOPHCTHHRA
7.1 TexunuecHue XapauTepuCTUNK (HOMUHANLHDIS)

Napanerp 4398

Nipadgwie copwivoro auB

HOMOPA

Twn Heappononapu
HOHTAMT

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Napamerp
CTiynuDysssan «aMBpA
Bruna
HoMsexTtop
Marepwan
HoHGurypaLyn HOHTaKTE
Anamerp
Cuctoma
Kopnopausn Medranic
(peHONESHAYOMGIA BHyYT-
POrHNit AHAMETD)

npo-
BORHWK (PEHOMEHAYS-
NGIE AHAMETD)
NAowEgL HOHTBHTHONW
NOBOPXHOCTH
PacCcTOM MG MEKAY KO-
TANTAMH

Mpoeogrmi.

Howvany /Y
(ancrantruil)
— M2

1,90 mm
(5.7 French)

ot 0,36 mm o
0,46 mm

5.8mm?
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Priniing insvuctions: doc $183256 $02111-005
Cadegory: Lesds single pkg.
Size: 7.125 x 8 in (181 x 203 mm)

Napamerp 488 7.2 Cxems € TOXHMUYECHHMN XAPAHTERUCTMHAMM
HowrauT /2  1,3mm {HOMMHANBHBI® SHAUESHHR)
— K3
Mm‘m 21 mm Pucynon 16,
'uumm: Q-@
ConpoTHRNEHIE NPO- 1] 22450 (78 cm})
BOOHHNA 24 26 Q (88 om)
Mz 10 #4 Q2 (78 cm) AN
21 250 (83 om)
N3 1824 Q(7Bcm)
21 24 0 (88 &m)
K4 17 24 Q (78 cm) @)
20 +4 Q (88 om) e (3)
Creponp AUQTaT peNCAMETS-
0K
O6uee cCoNPpwane <1,0mg
cTepovaa
Canyoines CrnmoHOoRsIH Hay-

BMUSCTROANA 'K
oTopomMas

2 ToxnonoruA paspatorana NASA,

1 Konvaxt SIH1 (RHCTantnti HOHTINT): HOMMHANGHOS SHANOHING
FOOMOTPHISCHON MAOLIAAN NOBBPKHOCTH, MCNCALIYOMOR NPH
CTHMYRMLIM — 5,8 mm2

2 HoHTaKT JIHE2: wOMMHANGHOS 3HANBHUS FEOMETDHHACHOR
FOBPXHOOTH, HOTIONLIYOMONH NPK CTIMYNAYH — 5.8 mm?

3 HonTaxT /IHES: HOMMHANLHOR SHAGHNE FAOMETHHACHOA NADWAIM
AODBPXHOOTH, HCNONLIYAMOH NDK CTIMYNALUM — 5,8 mm®
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instructions: doc #163256 502111006
Category: Laads single pig.
Size: 7.126 x 8in (181 X 203 mm)

4 Honras STH4 (ApONCHIMA/IDHOHA HORTAHY): HOMHHANGHOS SHIMOHND Tabmua 2, OGEACHEHNE CHMBONOR, NPHBRASHHBIX HA FTUHETHE

TEOMETPHYECKDR NAICWAAH NDBBPKHCCTH, CNOLIYSMON NPK YNBKOBKM {NPOOANE
CTUMYN AU — 5,8 mm? c_m(" o:':)um
5 Dwecrpyowan mydra
8 Honsesrop IS4
7 Houmaxy JOH4 “ f
8 Kowrvaxy M3
9 Howawr /K2
10 HowraxT MH1 8 -
8 3nax coorsercTeuna CE REF Hovep ara saase
Crapyrousii 3HaK cooTeaTeTENA CE 0THOCHTCR K aNMKTPORY — YronHomMouesHusi npaacTasuTers 8 Esponest-

mogenu 4398,

C€0123

9 OGBACHEHNS CHMBONOB, NPUBOARSHHLIX HA
ynaxkoBHe

CM. HA STHHETHAX YNAKOBHN, HAHWUE CHMBO/b NPVMOHINMBI K
ABHHOMY NPORYKTY.

Tatinnua 2. OGLACHOHUS CHMBONOS, NPHBEAEHHDBIX HA STHHETHE
YNAKOBHH

OGuncrenne

Comson
CEOI23 T Sror ammon obcavmasr, wroyerpon.

O+ B H2|
|
%

XSL-Styteahest C 18-MAR-201S

BHYTPOHIMA gHameTp
He nenonusosaTe NOBTOpHO —iEad}— Amsia snecposa
+XX' Hararep
I-l-)(ng Temneparypa He esue E
CropmARSOSaH STUOHOKCANOM %\“ KareTep, ROCTRBREMbE N0 HOBOAHMKY
E:ﬂ Ca. WHCTDYHLINO NO SHCITAYETALMH 6-1/ Snexrpon
Dﬂ CM, MHCTRYHUMIO 110 SHOTVTYETBLA 1B STOM @ THAHCBOHOSHLI SMKTPOR ANH CTUMYNStMA 8
v ——— o HEDAHANRHON BBHE
ﬂ Aara waroToaneHHA @ Tpancoenoaieii MBAYRcUKCBLH! 3nBKTPOR
48 Ha pycoxom aseie
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Prinling instructions: doc #1832568
Stae: 7125 x 8 In (181 x 203 mn)

Tabanua 2. OGLRCHEHNE CHMEDIOB, PHBBASHHDIX Ha STHKBTHS
YRAKOEHW (NPOJC/THEHWE)
Cumaan QOnaoHsNNe

TPAHCBAHOOHLNE NPOACANKMLIA ANGKTPOR

TPAHCEEHOIHLN SNOHTPON C OAHMM NOHTENTOM
AR RePNEDUNNMPM

TPaHCBRHOSHLI SNSKTROA C ABYMA KOHTAKTAMMK
AN BOOMBDHAIAUMA

Craynauun

Norovun SweScan

MPT BLNnOMHATE C COBMOAEHNEM DNPENGNSHHLIX

i

PE=HIIHDeRREES

502111-006

10 OrpanuMueHHan rapanTHUR HOpPRopaunu
Medtronic

MoNHLHA TBKCT OrPaMEHHOR FraEpAHTUH COASPIMTCA B
NPUAFABMOM AOKYMENTE «OrpaHHieHHan rapaHTHA

11 O6ecnyninsanme
COTDYQHHKK HOPNOPAUMH Medtronic — HHIKEHEDY 1
CNBUMAMCTE! BHICOKOH KBANWDUHALW PAGGTAMOT B8 PASIMHHBIX

CTRaHaX MHRA, HTOSH NOMOYH BaM B 0GCAYIRMBAHIN
0BOPYROBARUA, & NPY HEOBKOANMOCTH W OBYYWATD NepcoHan

G0 NOIBOHWTE MM HANWLKTE B KOPNOpaLe Medtronic.
CooTRSTCTOOWNH HOMEP TBAGDOHA W AAPEC IPHBSISH HA
a6 06NN,
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1 Opis

Meadironic Attain Performa MRi SureScan 4388
transvenaki LV provodnik sa Zetiri elekirode kojl otpusita steroid,
za ugradnju preko 2ice, dizajniran je za pejsing preko sréane vene.
Provodnik je testiran za upotrebu u okrugenju sa magnetnom
rezonancom (MR}. Sve duZine provodnika za oval model
provodnika usiowo su bezbedne za MR. Ovaj provodnik saddi 4
elekirode dizajnirane da funkclonidu kao katode i anode, u
Zavisnoeti od nadina na koji je polaritet pejsinga za levu komoru
programiran:
* elektroda LV1, distalna elektroda, postavijena blizu distainog
vrha slektrode
¢ eslektroda LV2, postavijena 21 nmwn proksimalino od vrha
elektrade LV1
* olekiroda LV3, postavijena 1,3 mm proksimalno od wha
elektrode LV2
» elektroda LV4, proksimaina elekiroda, postavijena 21 mm
proksimalno od vrha elektrode LV3

Pogledajte odeljak .10, "Elekiriéno merenje”, stranica 58 za
informacije o izborima polariteta pejsinga 2a fevi komon,

Madironic IS4-LLLL' unutrasnji konektor sa Eatiri stalka na
elekirod! olak$ava povezivanje uredala tokom implantacije. Virch
igle konektora ima indikator u vidu bele trake, koji se mo2e koristiti
Za vizueinu potvrok pravilne povezanost elektrode sa uredajem.

Kontakti konektora poravoati su sa vrihovima edektroda LV1 sa

LV1, LV2 sa LV2 i tako dafje:

* kontakt konektora LV1, igla konektora, postavijen na
proksimalni vih elektrode (poravnat sa elektrodom LV1)

» kontakt konektora LV2, postavijen distaino u odnosu na ighu
konektora LV1 {poravnat sa elaktrodom LV2)

$502111-005

s kontakt konektora LV3, postavijen distalno u odnosu na
kontakt konektora LV2 (poravnat sa elektrodom LV3}

* kontakt konekiora LV4, postavijen distalno u odnosu na
kontakt konektora LV3 (poravnat sa elektrodom 1V4)

Pogledajte odeljak 7.2, “Crie2 sa specifikacijama (nominalne)”,
stranica 62 za dlustraciju vrhova alektroda i kontakata konektora.

Digtadni veh provodnika omoguéava prolaz vodik-Zice kako bi
pomogia pri izboru sréane vena. Virh sadrZi membranu od
sillkonske gume, koja zatvara unutradnji lumen provodnika kako bi
80 smanjio ulazak kivi.

Swvaki vh alektrode sadri monolitni uredaj za kontrolisano
doziranje stercida (MCRD) koji otpusta steroid da bi se smanjio
zapaljenski odgovor unutar sréane vene. MCRD uredaji sadrie
ukupnut komblnovanu dozu od <1,0 mg deksametazon-acetata.
Nakon izlaganja telesnim teCnostima steroid se otpuita iz MCRD
uredaja. Steroid suzbija zapaijenski odgovor za koji e smatra da
dovodi do povecanja vrednost praga 8to je obiéno u vezisa
implantiranim vrhovima slekiroda za pejsing.

Elsktroda sadrZi 2 poliurgtanska zupca koja se nalaze izmedu
slektrode LV1 i slektrode LV2 da bi se olakiao kontakt sa sréanim
venama.

Spoljagnja izolacia elekirode je od poliurstana, a unutradnja
izolacijaje od Si- poliinida(Sl—Pl)z SI-Pije pre namotavanja nanet
kao omotaé na provodniiu

Attain Performa Straight MR) SureScan 4388 LV elekiroda moZe
da se postavi pomocu vodic-Zice, stajleta, unutradnjeq katetera Hi
unutrasnjeg katetera u kombinacili 2a vodid-Zicom ii stafietom.

Da bi se elekiroda implantirala u izabranu sréanu venu,

necphodan je kompatibilni sistern za plasiranje. Kompatibiini

sistem za plasiranje ukljuCuje vodid-kaleter i hamostateki ventil ili

uvaini ventil koji 88 moZe ukloniti il koji omogutuje prolazak

konektora elektrode. Qbratite se pradstavriku kompanie

zwedmnic 2a dodatne informacie o kompatibiinim sistemima za
ranje.

1.1 Medtronic SureScan sistem

Provodnik model 4398 deo je Medtronic SureScan sistema.
SuraScan sislem obuhwata Medtronic SureScan uredaj povezan
sa Medtronic SureScan provodnicima. Oznake za komponents
SureScan sistema sadrZa logotip SureScan i simbol 2a usiovno
bezbedno koricanje u MR okrufenju.

1 184-LLLL 80 odnosi na Medunarodnl standand za konektora 27188:2010) Cime se 28 i noss tu oznak 0ENOVNO
za (180 - 0) mgamrampulsa provodniie ko U gavaniuje

ZMMLMWWQ
Ovo ja tehnologija koju je razvile NASA.

50 Srpski
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Logotip SureScan

Simbol 2a bezbedno kotEéenje sa magnetnom
razonancom pod odredenim usiovima, Madtronic
M SureScan slstem jo usiowno bezbedan za korsdenie u
MA olauZanj | dizajniran je tako da pacijentima sa
m'lplanImImaomogueiduepodm skaniranju
rezonancom pod navedenim uslovima za

mmuunmm

Funkcia za magnetnu rezonancu SureScan dozvoljava reim
rada koji omogucava pacijentu sa SueScan uredajem bezbedno
skeniranjo aparatom za magneinu rezonancu, pri Semu uredaj
nastavia da obezbeduje pravilan rad srca. Kad se programira na
opcw..uumno“.mdmmwue SureScan za
nancu onemoguéava otkrivanje aritmije, re2im magneta i

oeiokupw dijagnostiku koju definiSe korisnik. Pre obavijanja

sksniranja magnetnom razonancom pogledajte tehnilki
priruénik za MR za SureScan sistem da biste pronadli vaine
informecije o procedurama, kao | o upozorenjima | merama
predostroinost] specifiénim za magneinu rezonsncu.

1.2 SadrZa] pakovanja

Elektrode i dodatni pribor dostavijaju se steriini. Svako pakovanje
sadri sladede stavke:
* 1 alektroda sa naviakom za
. 1alaﬂtauubaciwnjovodé—lbo
1 hvataljka vodi&-Zice
1 rudica za upravijanje vodic-Zicom
4 stajleta
2 AccuRead 2,0 alatks interfejs kablova analizatora
dokumentacila o proizvodu

1.3 Opis pribora

Sav pribor za jednokratnu vpotrebu odiaZite u skladu s lokalnim
zahtevima u vazi 5a Zivotnom sredinom.

AccuRead 2.0 ailwtka - AccuRead 2.0 alatka interfejs kablova
analizatora upravija povezivanjem terminala kablova analizatora
sa kontaktima konektora elektrode. Ova veza olakéava precizna
alektriéna meranja tokom implantacije i spreava moguée
oitedenje konektora,

LI N B B 2

Naviaka za fikaaciju pozicije - Naviaka 2a fiksaciju poziciie
osigurava elektrodu kako bi se sprefilo njeno pokratanje i 8titl
lmlacliu ehhmdsipmdnlheodo&ﬂéenjalmzvanognﬂdm

Hmulm vodid-2ice - Hvataljka vodié-Zice cbezbadule vidak
vodié-Zice  pomae u zastiti | odr2avanju sterilnosti vodit-2ice.
Alatka 28 ubacivanje vodit-ice - Alatka za ubacivanje
vodié-Zice pruZa dodatnu konisolu tokom ubacivanja vodit-2ice u
pin konektora provodnika il vih provodnika.

Ruéica za upravijenje vodié-Xlcom - Rudica za upravijanje
vadig-2icom koristl se samo sa vodi-Zicama djametra od

MISRIZIANZE A Medwonic Confidentiel
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0,46 mm ili manjeg. Rudica za upravijanje obezbeduje dodatnu
kontrolu nad upravijanjem | rotacljom vodié-ice.

Stajiet - Stafiet pruza dodatnu Svrstinu i kontrolisanu savitijivost
za dovodenje provodnika u konaénl poloZaj. Na zadebljanju
svakog stajieta nalazi se oznaka sa vrednostima preénika stejleta
i odgovarajuée duZine provodnika.

2 Indikacije

Provodnik se primenjuje kao deo Medtronic biventrikulamog
sigtema za pejsing.

3 Kontraindikacije

Pre obavijanja skeniranja magnetnom rezonancom
pogledaijte tebniiki priruénlk za MR za SureScan sistom da

m mﬂl informacije o kontraindikacijama specifiénim

zZmm

Pu:mdnkmodelmamlndﬂmn]e uslededimshudajevima:

Koronarna vaskulatura - Ovaj provodnik je kontraindikovan kod
pacijenata 8 koronamom venskom vaskulaturom koja je
neodgovarajuca za plasiranje provodnika, na §ta ukazuje
venogram.

Upotreba steroida - Upotreba ove elekirods je kontraindikovana
kod pacijenata kod kolih jedna doza od 1,6 mg
deksametazon-acetata moZe da bude kontraindikovana,

4 Upozorenja i mere prodostroznosti

Za koriééonje u olruZenju sa magnetnom rezonancom
potreban je ceo SureScan sistem. Pre obavijan]a skeniranis
magnesinom rezonancom pogledajte tehniéki peiruénik za
MR za SureScan ds biste pronaill informachie o
upozorenjima | merama predostronost speciiénim zs
magnetnu rezonancu.

Napomena: Upozorenja | mere predostroinosti u vezi sa
medicingkom procedurom koji se odnose na Medtronic
implantirani sistom navedeni su u privuéniku koj je zapakovan sa
uredajem il se nalazi na vab lckaciji Medironic Manual Library
{Madtronic biblictaka prirugnika} (www.medtronic.com/mancuals).

Provera steriinog pelovanja — PaZljivo pregledaite stariino
pakovanje pre nego sto ga otvorite.
* Ako su 2atvarad ili paket oftedeni, obratite so pradstawiku
preduzeda Medtronic,
* Ne skladistite ova} proizvod na temperaturi visoj od 40 °C.
* Ne koristite proizvod posie istela roka vaZenja.
Sterllizacla — Madtronic ja pre isporuke sterilsao sadriey
pakovanja etilen-oksidom. Ovaj provodnik je namenjen samo za
jednokratriu upotrebu i nije predvidena ponovna sterilizacia.
Za jednokratnu upotrebu - Provodnik § dodatni pribor su
isidjucivo za jednokratnu upotrebu.
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Neophodna bolniika oprema ~ DrZite opremu 2a spoljnu

defibrilaciju u blizini spremnu za hitnu tokom akuwnog

testiranja sistema elskirode, procadura implantacile ili kad god

aritmije mogu da sa jave il kada se namerno indukuju tokom

testiranja nakon implantacie.

Spoljna defibriiacija | kardioverzija = Spotjna defibrilacija i

kardioverzija su terapije tokom kojih se na srce primenjuje

elaktrofok kako bi se nspravilni sréani ritam pretvorio u praviini,

Medtronic kardio-uredaji su dizajnirani da izdrie iziaganje

spoknoj defibrilacii | kardioverziji. lako je odtecenje implantiranog

sistema usiad elekirofoka ratka pojava, verovatnota se

sa povedianim nivoima energiie. Ove procedura takode mogu

privremeno ill trajno da podignu pragove nadraZaja pri pejsingu

odnosno priviemeno li trajno da oftete miokard. Ako su spolina

defibrilacija ili kardioverzija neophodne, uzmite u obzir sledede

mers predostroinosti:

» Koristite najniZu kiini%ki prikladnu energlju.

* Postavite fiastere ik piofs na najmanje 15 cm od uredaja.

* Postavite flastere ill ploZs vertikaino u odnosy na ureday i
sistem elekiroda.

* Ako se spofina defibrilacija il kardioverzija isporude u opsegu
od 15 cmod uredala, koristite Medtronic programator da biste
procenli uredaj | sistem elektroda.

Opnmhohumpqaatru]omlomma!wjnom
putem baterijs - Implantirana efektroda formira direktnu putanju
struje do miokarda. Tokom implantiranja i testiranja elektrode
lwrisgtite samo opremu koja se napaja putem bateria il strujom |
koja je posebno dizajnirana za ovu namenu da biste spreddli
fibrilaclju koju mogu izazvati nalzmeniéne struje. Oprema koja se
napaja strujom u blizini bolesnika mora bt ispravno uzemijena.

Pinovi koneksora provodnika maraju biti izolovanl od struja curenja ‘

koje mogu nastati zbog cprome koja 50 napaja strujom.
Istovremeno kostiéenje uredaja - [zlazni lmpulsl narodito sa
unipolaméh uredaja, mogu nepovoljno da utibu na moguénosti
oditavanja uredaja. Ako Je pacijentu potreban zaseban trajni ili
privremeni uredaj za stimulaciju, ostavite dovoljno prostora
izmedu slektrode zasebnih sistema kako bista izbegli smetnja u
moguénostima oditavanja uredaja. implantirani
gnemmﬂ pulsa immmummmmmmu
izvade.

Upotreba sterolda - Nije utvrdenc da li za upotrebu ovog uredaja
koji otpusta sterold veoma lokalizovano i kontrolisano vade
upozorenja, mere predostroZnosti i komplikacie koje su obiéno
povezane sa injektabilnim deksametazon-acetatom.
Trudnoéa - Dokazano je da je deksametazon-acstat teratogen
kod mnogih vrsta ako se daje u dozama ekvivalentnim dozi za
§ude. Na postoje odgovarajuds | dobro kontrolisane studije o
trudnicama. Deksametazon-acetat traba koristiti u trudnodi samo
ako potencialina korist opravdava potencijalni rizik 2a fetus.
Studije na miSevima, pacovima i zeevima pokazuju da
adrenckortikoidi povedavagu incidenciju rascepa nepca,
placenine insuficijencije | spontanih pobadaja, kac i da mogu da
smanje slopu intrauterinag rasta.

Dojlije - Kortikosteroidi koji se daju sistemski pojavijuju se u
humanom misku i mogu suzhiti rast, ometati produkciju
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endogenih kortikosteroida ik dovesti do drugih nepovaljnih
efekata kod moguéih azbilinih neZeljenih reakcija
kod odajiadi kaoposledioe kortikosteroide, potrebnao je doneti

odiuku da li e dojenje biti prekinuto ilt e ae koristiti elektroda be2
steroida, uzimajué! u obzir va2nost elekirode i leka 2a magku.

Rukcvanje monolitnim uredajima za kontrollsano doziranje

stevoida (MCRD uredsjima) - I2begavajte smanjenie kolitine

dostupnog steroida pre implantacije provodnlka. Smanjenje

dostupne koliSine steroida moze npgativno da utite na

funkcionisanje provodnika pri niskom pragu nadraZaja.

* Ne dozvolite da povriina vrhova edektroda dode u kontakt sa
povréinskim kKontaminantima.

» Nemojte da briSete whove elektroda ili da ib potapate u bile
koju tednost osim krvi za vreme implantacije.

Bipolarnl pejsing - Ako je povréina izabranog vrha anodne
elektrode jednaka ili manja od powriine izabrane katode, 1o moZe
dovesti do visib pragova nadraZaja pri pejsingu ik do ancdne
stimulaciie. Ovaj provodnik korist 4 viha elekiroda jednake
veiitine; zato konfiguracije bipolamog pejsinga mogu dovesti do
viih pragova nadraZaja pri pejsingu ili anodne stimulacije.

Ako terapia ne mo2e da se isporudi putem LV1 elekirade, LV2,
LV3 i LV4 elektrode su dostupne za upotrebu sa odredenim
Madtronic uredajima. Pogledajte odgovarajuéi Medtronic
prirudnik za sistem terapije srtane resintwonizacye (CRT-D) da
biste saznali 0 upotrebi dostupnih opcija polariteta pajsinga LV
elektrode.

Rukovanje stajfletom — Uvek paZijivo rukujte stajietom.

« Da blste moguénost poviade vene sveli na minimum i odeZali
fleksibilnost provodnika dok ga pomerate kroz venu, neka
stajlet bude izvutien 1 do 2 cm i izaberite savitljivii stajlet.

+ Nemofte da koristite preteranu silu ¥ hirurike instrumente
kada ubacujete stajlet.

. lzbmvanopm“vqanmwmmm,min]egw

. Uznﬁtenoviatajlotkadaoodulwlndmewnakupe
na stajtety koji koristite. Nakupljene taénosti mogu da oftete
Mn:lidamkt&uomianpmbnkswietalmz
provodn

= Zakrivijvanja distainog kraja stajleta pre njegovog ubacivanja
u provodnik stvoriée zakrivijenost na distainom kraju
provodnika, Ne koristite ofitar predmet za savijanje distalnog
kraja stajleta,

Rukovanje vodid-Zicom — Uvek paZijivo rukujte vodié-Zicom.

» Nemojte da ubacujete proksimalni kraj vodié-Zice kroz
zaptivak vrha siektrode bez upotrebe alatke za ubacivanje
vodié-Zice. Ubacivanje vodid-Zice bez alatke 2a ubacivanje
vodié-Zice mo2e odtetiti elekirodu.

* O#tadenje vod|t-Zico moZe sprediti precizan odziv na
uvrtanje i kontroku vodid-Zice i dovesti do odtecenja krvnog
suda. Dodatne informacije o oitaéenju krvnog suda | drugim
potencijainim ne2aljenim dogadajima potraZite u tehnitkom
priruniku zapakovanom sa odgovarajuéom vodié-Zicom.
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e Ako dode do jateg zamrienja ¥ uvrianja distainog kraja
vodid.2ica, njeno izviaenje kroz elektrodu mo2e biti cteZano.
Zbog toga ukionite slekirodu | vodié-2icy zajedno keo celinu
ako postojl indikacia da se distaini kraj vodié-Zice otetio il
ako osecate vedi oipor pri prolasku vodid-2ice. Ukionite
vodié-Zicu iz elekirode i ubacite novu vodic-Zicu u elektrodu.
Nemojte da koristite prekomerms silu peilikom vadenja
vodid-Zice iz elekirode.

Za dodatne nformacije konsultujte dokumentacijy o
prolzvodu koju ste dabilt sa vodé-2icom.

Fluluwm]o slsktrodom - Uvek paZfjivo rukujte provodnikom.
* Ne preporutuje se upotreba rast stajleta za ovu elekirodu
mimladje od perforacie kalema provadnicke Zice lli njene

*  Ako sa stajlet koristi za pozicioniranje elektrode, koristite
wnoomswmwojidowmupumqueammiliu
kompletu stajteta {sa smanjenim zadebjanjem na vrhu). Drugi
stajleti ge mogu prote2ati preko vrha elektrode, $to dovodi do
povrade pacijenta.

* Ako jo sloktroda ofte¢ana, nemojte jo implantirati. Watite
provodnik predstavniku kompanije Medtronic.

» Zastitite elekirodu od materijala kog ostavijeju Sestice, kao §to
su viakna i prasina. Izolatori provodnika priviade ove Gestice.

* Rukujie provodnikom u starlinim hiruriikim rulmvicamahoje
ste isprali steriinom vodom ili sliénom

= Nemojte grubo savijati, uvijati lilatsutipmvodnlk

* Ne kovigtite hirurSke instrumente za hvatanje provodnika ili
konektorske igle.

* Ne potapajte etekirode u mineraina ulja, silikonska uija ik bilo
koju drugu teénost, izuzev u krv za vieme implantacije.

¢ Sasvim elekirodama kosisite naviaku za fiksiranje. Uverite aa
da je naviaka za fiksimnje pozicije postavijena blizu pina
konektora elektrode kake bl ae spratio ne2eljeni prolazak
naviake u venu. Ako je neophodno obrisali elektodu pre
ubaclvanja, uverite se da naviaka za fiksiranje ostaje na svom
mestu,

* Nemojte da koristite sllu pri pomeranju vodié-katetera ili
elekiroda ukeliko naidete na vedi otpor. Upotreba
vodi¢-katetera il elektroda moZe dovesti do povrede srca.

Hronkna repozicija il uklanjanje - Hroniéna repozicija il

uklanjanje slektroda mogu da budu ote2am zbog razvoja

fibroznog tkiva. Kiinicka studije nige dizanirana za procenu
uklanjanja efektroda za levu komoru iz venskih koronamih krvnih
sudova. Ako elekiroda mora da se ukioni il repozicionira, budite
izuzetno paZijivi. Sve uklonjene siektrods vratite predstavniku
kompanije Medtronic.

* Ne preporutuje se upotreba rast stajieta za ovu eleidrodu
zbog rizika od perforacije kalema provodnitke ice il njene
izolacije.

* Prilivom repozicioniranja proverite duZiny elekirode na oznaci
elektrode na konektoru kako biste odabrak komplet stajista
odgovarajuée duline (sa smanjenim zadebljanjem na vrhu).
Uvek korlatite komplet stajleta (sa smanjenim zadeblanjem
na vrhu) koji je 3 cm kraél od duZine elektrode. Na primer,
izaberite komplet stajleta (sa smanjenim zadebijanjem na
vrhu) sa stajletima duZine 75 cmn za elektrodu od 78 cm.
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s Uklanjanje provodnika moZe da izazove svuiziju
andokardijuma, zaliska il vene.

. Spo,mﬁnamvodnmumudaaeodvqepavmwwodmlm
i ogolena Zica mogu da ostanu u srcu ili veni

. Hmniémrapozicionianjemotedanezd]emuﬂéena
funkeionisanje elekirode koja otpusta steroid pri niskom
pragu nadraZaja.

. Pokrimkrajmmmhotelmmbiaeuzboub

prencenjs elektrigni

. Kodolelarodakojewpreaeeono zapelatite preostali kraj
alektrode i Savom prifvratite elektrodu 2a okoino tkivo.

* Pritikom uklanjanja i repozicije elektrode paijivo proverite da
§ postoji o8tecenje kelema provodnicke Zice ili njene izolacie
pre repozicye.

Snimanje magnetnom rezonancom (MR) — Magnetna

rezonanca je tip medicinskog snimanja koji koristi magnetna polja

Zza stvaranje unutradnjeg prikaza tela. Ako se ispune odredeni

kritatijumi | poftuju upozorenja i mere predostro2nosti koje navodi

Medtronic, pacijenti sa uradajima koj su uslovno bazbadni u MR

okruZenju i sa sistemom provodnika mogu da se podvrgnu

ekeniranju magnetnom rezonancom. Detalje potraZite u

tehnidkom priruéniku 2a MR 2a SureScan koji Medtronic

ohezbaduje za uredaj koji jo usiovno bezbedan u MR okmuZenju,

Letanis dijatermijom (ukijuEujuéi terapeutski uitrazvuk) -

Dijatermija je leCenje koje podrazumeva terapeutsko 2agrevanje

telesnih tkiva. Ladenja dijatermijom ukljuduju ultrazvuk visoke

trekvencije, kratkotalasni, mikrotalasni | terapeutski ultrazvuk.

Nemojte koristiti leSenja dgatermijom na pacijentima sa

kardio-uredajem, osim terapeutskog ultrazvuka. Ledenja

dijatermijomn mogu da dovedu do azbiljne povrade ill oftedenja
implantiranog uredaja | sistema alektroda. Terapeutski ukrazvik
koriSéenge ultrazvuka (uidjudujudi fizioterapiu,
terapeutski ulrazvuk visckog intenziteta i fokusirani ultrazvuk
visokog intenziteta) pei ve¢im energijama nego kod
dijagnostitkog ulirazvuka radi zagrevanja i agitacije teia.

Terapeutski ultrazvuk je prihvatiiiv ako se leCenje obavija tako da

razdaljina od aplikatora i implantiranog uradaja i sistema

alektroda bude najmanje 15 om , sve dok ultrazvulni snop nije
usmeren ka uredaju i sistemu elektroda,

5 Moguéi neZeljenl dogadaji

Potancijalni netaljeni dogadajiu vezi sakoridtenjem transvenskih
provodnika ukljuduju sledeca stanja u vezi sa pacijentom, alinisu
ograniéeni na njh:
¢ vazdulna embolia
sriana disokclja
srtana perforacia
tamponada srca
disekcija koronamog sinusa

vansréana migiéna ili nervna stimulacija
fibrilacia i druge aritmije
seéani blok
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* ruptura zida srca i zida vene Tehnlks
* hamatom/serom implantacije
» infekeia mdlci::. Moguéi sfaictl na Korektivna radnja
* iritabilnost miokarda w"’“’"" —— Rojus ol rammotri
» sensing miopotenci elekrodena  Odtetente viha Zamenite slektrody.
. mmi;mmfh silu kroz elekiroda, kalema
* perikardijaino trenje uvodnik/sistem 28 provodnitke Zice I
* preumotoraks plasiranie izolacie
¢ fenomen odbacivanja od strane tela ukljudujusi reakeiu Koritonje Prekid zavojice Zamenite elekrod
* elsvacija praga nadraZaja venskim uvodnikom
¢ tromboza #0 dovodi do
« frombotitna embolija vazivanjakijuéne kost}
¢ oftetenje zaliska (narotito kod osetljivih srca) i prvog rebra
Dodatni potencijaini nezeljeni dogadaji u vezi sa slektrodom i e R iag ma  Zamanits lelaroc
mpmm- nim parametrima ukjuCuju, ali se ne ogranitavaju na Hoedizolacke
. Ubadanje Prokid kalema Zamenits elaidrodu.
Pokazatel hi tative kada s mpwwzlw.
moguteg Korsitivia radnije ool g Je Bolacke
Mogué nedeljeni neZeljencg kofe treba uazell u &to dovodi do
dogadaj dogadaja ohaiv vezivana
Pomeranje slekirode® Perodidni (N Ponovo programirajte Proviatenie slektrode  (zoblienjo Zamenits alekirad
nepcakidni gubitak LV polaritat pejsinga. kroz nekoronama puioracqam:;a .
LV EGM signala elektrodu, vene ez poIpuNa
{uldutujuél sensing)* ubaitenog [ ]
Pomeranje elektrode® Paﬂo%u;ll ?moptmnmte vodic-2ice
nepre polartiat pejsinga. Zamenite elektrodu
prekomemi sonsing W m::m m""'&’“
vodié-2ica krox ofiotenjs kalama
Pucanja provadntka  Periodiéni B Zamenite Zaphivak viha provodnidke
elektrode neprekidni gubitak Ponovo olektrode bez upo- Heedizolacke
kontakta # intogriteta LV polaritet pejsinga. treba alatics 2a
LV EGM signala ubacivanje vodis-Jice
(ukljutujud| sensing)*
Otkazivanje izolaclie  PertodISni i Zamenita elektradu.
k Ponovo
provodnika elekirode mm Po programiralie 6 Procedura implantacije
Upozorenje: Pre implantacije SureScan sistema uzmite u obzir
{udjucujuci sensing)* rizike povezane sa uklanjanjem prethodno implanticanih
Podizanje praga i Prakid kontakta® e iztazni provodnika. Napusteni provodnici ili prethodno implantirani
Iziazni biok signal implantablinog provodnici kaji nisu testicani na kompatibilnost sa magnetnom
Ponovo programicajie Summmmmmﬂ‘
Zanoa '
repozicionicalie Ilpomrm]e:ﬂemojtedahonsmesilupnmmmu
elaktrodu. MWIlMMHMMMw«.
m jomaa dotido dako » ummme—mmmmmmmm
LV EGM signala (uldjudujudi sensing) dok se elektroda ne stabikizuje. Ako b
o dode do moguénost da e dosio dopomerania 1y, 1 g Attain Performa Straight MRI SureScan 4398 LV
clektroda implantivala u sréanu venu, neophodanlelwtwulni
Tehnike da oftede elektrodu ukdjuéuju, ali sistem 2a plasiranje, kao 3to je Medtronic sistem za
it Ogranane s siscetn. . eeiTodl uueu Kompatibiini sistem za plaskanje ukliutuje vodic-kateter |
hemostatski ventil ili twodni ventd koy se maZe uklonit! #l koji
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omoguéuje prolazak konektora alekirode. Obratite se
predstavniku kompanije Medtronic 2a dodatne informacije o
kompatibilnim sistemima za plasiranje.

Medicinsko osoble je adgovomo 2a sprovodenje ispraviih
hirurdkih procedura i stariinih sehnlka, Procedure ugradnje
opisane u ovom priruéniku predvigene su samo kao informacie.
Svaki lekar mora da primeni informacije iz ovih uputstava u skladu
sa strutnom medicinskom obukom i iskusivom.

6.1 Postavijanje desnog venirikularnog provodnika

Prillkom odluéivanja o tome koje ventrikulame slektrode treba
najpre postaviti, razmatrite lakocu kanulacije kasonamog sinusa i
potrebu za rezervnim pejsingom.

6.2 Priprema sistema za plasiranje

Za implantaciju provodnika pripremite sistem 2a plasiranje prema
uputstvima (z dokumentacije 0 proizvodu koja se isporuduje u
paketu sa sistemom 2a plasiranje.

6.3 Venski pristup

Upozorenje: Razervni sistem za pejsing treba da bude na

raspolaganju tokom implantacije. KoriSéenje sistema za

plasiranje il provodnika mo2e uzrokovati sréani blok.

1. Da biste pristupili potidjuZnoj veni, koristite 2eljeni nadin na

osnovu alnog iskustva.
Oprez: Odredene anatomske abnormalnostl, kao &to je
sindrom gornjag lorakalnog otvora, mogu dovesti do tipanja
i naknadnog prefoma siakirods.
Opre2: Mesto umetanja treba da se nalazi na najdaljof
moguéo] laterainoj tadki kako bi se izheglo stezanje tela
elekirode izmedu kijutne kostii prvog nebea (slika 1).

Slika 1,

2. Uvedite vodié-Zicu uvodnika u obtiku siova J i perkutand siof
uvodnika.

3. Uvedite sidop vodié-katetera da biste pristupili koronamom
sinusu,

Dodatne informacije potraZite u dokumentaciji o proizvodu
sistema za plasiranje.
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6.4 Dobijanje venograma

Preplas-mppmodilauhumm sinus, obazbedite
nograme. Venogrami se preporutujs za procenu rute za prolaz

|rrm:akona&zopomvlan]anaoanovuvem oblika,
lokacieiviuoavoslivena.hkode vanogramimomblﬂmimim

identifikovanje suspsekine traume koronamaog sinusa. Informacie
o dobijanju venograma koriSéanjem balon-katetera za venogram
potraiite u dokumentacij proizvoda koja se dobija u pakovanju sa
odgovarsjuéim balon-kateterom za venogram.

6.5 Umetanje provodnika u sistem za plagiranje

tUpazorenje: Ako se stajiet koristi za clektrode,
koristite samo one stajlate koji dolaze u pakovanju sa elektrodom
i u kompletu stajleta (sa smanjenim zadebanjem na vihu). Uvek
kovistite stajiet kofi je 3 cm kradi od duZine elekirode koja [e
navedenana etiketi [S4 konektora. Drugl stajieti mogu se protezat!
preko vrha elektrode, sto dovodi do povredae ili perforacije sréane
vene ili srea.

Upozorenje: Nemojte da koristie silu pri pomeranju elekirode
ako naidete na vedi otpor pri njenom prolasku. Koridéenje
vodié-katetera ili elektroda moze prouzrokovati traumu srca.

Oprez: PaZijivo rukujte elektrodom tokom ubacivanja.

* Nemojte grubo savijati, uvijati #i istezati provadnlk.

* Ne koristite hirurgke instrumente za hvatanje elekirode ili
konektorske igle.

Sladedi koraci se mogu koristiti 2a ubacivanje elektrode:

1. Ubachte stajlet ili vodi¢-Zicu u etektrodu da biste peilagodili
oblltdlstaiwoqunm
Napomena: Kada je stajlet potpuno ubaden, distaint vih
stajlota ne dosee distaini vh elekirode.

2. Ubacite alekirodu u sistem za plasiranje. Dodatne
infoﬂnacjeliepomﬁlaudokumemacﬂiopmizvommmaza

6.6 Postavijanje elektrode

Atiain Performa Straight MRI SureScan 4398 LV slektroda moZe
dasapoeuwpomocu vodié-Zice, stajleta, unutradnjeg katetera ili
unutrasnjeg katetera u kombinacyi sa vodi&-2icom I stajlatom,
Piasiranje stajieta - Ako anatomija pacijerta podrazumeva
nednu anguiaciu vena od koronameog sinusa i manju vijugavost
grans sréane vene (siika 2), moZe se koristiti stajet za plasiranje
elektrode.
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Shika 2.
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Slika 4.

—-—-'—__‘—\‘\

® ®T

1 Koronami sinus
2 Selanavena

Plasiranje vodié-Zice — Ako anatomija pacijenta podrazumeva

odtru angulaciju vena od koronamog sinusa i vedu vijugavost

grane aréane vena (shika 3), moe se koristiti vodis-Zica za

plagiranje elekirode.

—_

N

1t Veda vijugavost grane srilane vena sa blagom angulacijom od
koronamog sinusa

2 Veda vijugavost grane sréane vene sa ofitrom angulaciiom od
koronamog sinusa

6.7 Postavijanje provodnika pomotu stajleta

Upozorenje: Nemolte da koristite silu pri pameranju elekirode
ako naldete na vedi otpor pri njenom prolasku.

Upozorenje: Da biste mogucnost povrede vene sveli na
minimum i odr2ali fleksibilnost elektrode dok je pomerate kroz
m&mkaswletbudenzwemi do 2 cm i izaberite savitjivij

Oprez: Ne koristite odtar predmet za savijanje distalnog kraja
stajleta, Pravijenje krivine na stajletu mo2e se postiéi sterinim
instrumentom glatie powiine (slika 4).
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Napomsena: Ako je tesko progurati stajlet oko krivine, razmotrite
koristenje drugog stajleta. Za vene vede vijugavosti preporuduju

8¢ savithivig stajleti. Krudi stajleti preporutuju se kad je potrabna
dodatna podrika,

Poetoje brojne tehnike koje se mogu koristiti za uviaenje
slekirode u srdanu venu pomodu stajiota. Izbor tohnike je
prepusten lekan.

8.8 Postavijanje provodnika pomoéu vodié-Zice

Upozorenje: Nernojte da ubacujete proksimalni kraj vodié-2ice
kroz zaptivak viha slekirode bez upatrabe alatke za ubacivanje
vadié-Zice. Ubacivanje vodit-Zice bez alatke 2a ubacivanje
vadié-Zico moze da ofteti zaptivak vrha elektrods ili kalem
provodnitke Zice odnosno njsnu izolaciju.

Upozorenje: Odtecanje vodid-2lce mo2e sprediti precizan odziv
na wvrtanje i kontrolu vodié-Zice i dovesti do odtecenja krvnog
suda. Dodame informacie o oftedenju krvnog suda i drugim
potoncwmn neZeljenim dogadajima potra2ite u tehnitkom
priruéniku zapakovanom sa odgovarajucom vodid-Zicom,

Oprez: Patijivo postavite vodit-Zicu. Za dodatne informacije

konsuttujie dokumentaciju o proizvodu koju ste dobili sa
vodié-Zicom.

Napomene:

¢ Medtronic preporuéuje koriicanje vodic.-2ica prednika
0,36 mm do 0,46 mm . Obratite se predstavniku kompanije
Madironic za dodatne informacije o preporudenim
vodid-Zicama.

¢ Razmotrita potapane vodic-Zice u rastvor heparina pre
umetanja da bi sa smanjio rizik od formiranja tromba tokom

o Ako korisiite Attain Hybrid vodié-2icu, procedura 2a pri
vodib-ﬁcemmo«ebumzlikqosaoddrﬁhvodié-ﬂwzbog
proksimainog pridvri¢encg zgloba.

Preduzmita sledece koraka da biste vodit-Zicu pripremil
upotrebu:
1. lzaberita vodit-Zicu.

Ako pacijent ima vijugavu anatomiju, praporuéuje 5@
savitifivija vodié-Zica. Ako je potrebna dodatna podrika,
korigtite Svrice vodid-Zice,
Ako koristite Attain Hybrid vodié-Zicu, koraci koji ukijuéuju
aiatku za ubacivanje (korak 2 do korak 4) se ne primenjuju.
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2. Ubacite vodié-zicu u slekirodu postavijanjem distainog

(savitijivog) kraja vodi&-2Zice u pin konekiora etektrode
pomodu alatke za ubacivanje vodis-2ice koja je uldutena u

paket (slika 5). Da biste spredili ispadanje elekirode iz alatke
2a ubacivanje vodit-Zice, elektrodu i alatku za ubacivanje
vodit-Zice Svrsto uhvatite izmedu palca i kadiprsta,
Oprez: Da biste umanijili rizik od oftecenja vodit-Zice,
uverite se da je savitijivi deo vodis-2ice potpuno ubaten u
slektrodu pre nego &to ukionite alatku 2a ubacivanje
vodié-Zice ga slekirode.
Napomena: Obavezno ukionite alatku za ubacivanje
vodi¢-2ice pre implantacije elektrode.

8ilka B.

502111005

Ubacite vodié-Zicu u elektrodu postavijanjem proksimalnog
(Cvrstog) kraja vodié-Zice u distaini vrh elekirode pomoéu alatke
Za ubacivanje vodié-Zice koja se nalazi u paketu (slika 7).

Napomens:

+ Tokom prolaska voditi-Zice kroz zaptivak viha elektrode moZe
do€i do slabjeg otpora

. Dtiilaelsimoduiaiaﬂmuubadvanjevodlﬁ-ticelanU
palca i kaZiprsta da biste spredik ispadanje elektrode iz alatke
2a ubacivanje vodi-Zice tokom ubacivania vodié-2ice.

* Obavezno uklonits alatku za ubachanje vodid-Zice kroz
prorez na alatki pre implantacije elekirode.

Siiks 7.

®

) i

1 Vodit-2ica
2 Pin konekiora alekirode

1 Vodid-Zica
2 Distaini wh elektrode

3. Oﬂmét@aalaﬂcuzaubsdwﬂavadib-!besapimmtom

4, Ukbnﬂealﬂhanmmmem&ﬁumm
sa kraja vodit-Zice.
5. Postavite rudicu za upravijanje vodi¢-Zicom (skika 6):
Za Atain Hybrid vodié-2icu, poetavite rudicu za upravijanje
vodiz-2Zicom na vodid-2icu pre ubacivanja vodié-Eice u pin
konektora na proksimainom kraju elektrode.
2Za ostale vodié-ice:
a. Prebache rugicu za upravijanje vodic-Zicom preko
proksimainog (Evistog) kraja vodié-Zice.
b. Pritegnite rulicu za upravijanje vodic-Zicom za
vodié-Zicu u biizini pina kenekiora elektrode.

Slika 8.

®

1 Rudica za praviianie vodit-2icom
2 Pin konsktora sisktrode

8. Pridvretite hvataljku vodit-Zice za vodid-2icu i utvrstite je
unutar steriinog polja. Kompanija Medtronic preporuéuje
:acimjmn je wataljke vodid-Zice za sterilni hirurski prekrivad

Kao akternakivni pristup u situvaciama kada je vodié-Zica ved na
mestu, slektroda moe da se ubaci preko vodit-fice pomodu
alatke za ubacivan|e vodié-2ice.

Upozorenje: Nemojte da koristite sifu pri pomeranju elektrode
ako naidete na vedi olpor pri igenom prolasku.

Oprez: Ako dode do jateq zameienja il umﬂuadatatnog kraja
vodié-Zice, njeno izviadenje kroz elektrodu mo2e biti otezano,
Zbog toga uklonite elekirodu i vodi&-Zicu zajedno kao celinu ako
poswji indikacija da se distalnl kraj vodid-2ice oltetioc il ako
osedate vedi otpor pri prolasku vodit-2ice, Uklonite vodié-ficu iz
stektrode | ubacite novu vodit-Zicu u slektrodu. Nemojte da
kovigtite prekomemu silu prilikom vadenja vodid-Zice iz elektrode.

Napomene:
e Ako se elaktroda ne pomera unapred il ako se dini da su se

elekiroda i vodie-2ica slepili, moguée je da postof tromb na
vodid-2lci na whu elekirode. Uklonite i [spitate elektrodu i
vodié-Zicu. Razmotrite korigenje nove vodic-2ice. Ponovo
ubacite elektrodu i vodic-Zicu kao 5t0 je opisanc u prethodnim

* Ako je tedko pormneriti vodiE-Zicu unapred oko krivine,
mazmolrite kori§cenje dmgavodlé—ﬁoa. Zavijugave anatomije
preporusiiu se savitivile vodid-Zice. Cvride vodié-Zice
preporucuju se kada je potrebna dodatna podrika.

Postoje brojne tehnike koje se mogu koristitl za uviabenje

elekdrode u srtanu venu pomodu vodid-Zice. Izbor tehnike jo
prepusten lekary,

6.9 Fiksiranje provodnika
Fiksiranje se postiZe na isti nadin bez obzira na potoZaj elektrode.

Koristec| flucroskopiju za navodenje, fiksirajte elekirodu u sréanu
venu (slika 8).
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Siika 8. Prodireni bipolarni pejsing je dostupan koriééenjem ove elektrode
u kombinacii sa kompatibiinim CRT-D sistemnom i elekirodom za
T —— defibrilaciju desne komore. 4 dostupna polariteta pejsinga

ukijeluju:

e V1 saRvcol

* LV2 ga AVooil

¢ LV3eaRAVeoil

¢ LV4 sa RVeol

Bipolarni pejsing je dostupan koridéenjem ove elekirode u
kombinaciji sa kompatibiinim CRT-D sistemom. Polaritet
od 6 parova vrhova slektroda moZe se obmuti da bi se dobiko
ukupne 12 bipolarnih polariteta pejsinga:
¢ LV1ealVve LV2saivi
LV1salV3, LvasalVt
LV1salv4, LV4 satvi
tV2sa V3, LV3salVv2
LV2sa LV4, LV4 saLv2
LV3 sa LV4, LV4 salv3

Radi optimalnih elektritnih performans! i fiksiranja, postavite
proksimalni wrh elekirode u izabranu venu, na u koronarni sinus.

i - Napomena: Ako nadgladate LV EGM aignal prilikom biranja
S ot POATIIapolnga V2 a V3 VS 12, ampiuce
2o basbodefloorys okvnde. AP SO L83 ! saPeon o s
g‘?vr?;mnﬂ.mcpmpmmpmmmm“ sdekivana karakteristika Attain Perk Strakoht M

) SumScan-tssaLVelalmwesanwlmmkommm
6.10 Elektritno merenje elektroda LV2i LV3.
Attain Performa Straight MRI SureScan 4398 LV elekiroda Oprez: Pre sprovodenja merenja elekiriénih parametarai
dizanirana je da obezbedi pejsing preko selektabitnih vihova efiasnosti defibrilacie, ukionite sa vrhova elektroda sve objekie
elokiroda, 16 dostupnih polariteta pejsinga prikazuje slika 9. izradene od materijala koji provode struju kao $to su vodic-Zice ili
Shia 9. Stejieti.

Napomena: Pre elekiriénih merenja se preporuuje da izvadite
stajlet ill vodié-Zicu koli se nalaze u lumenu elektrode, do tatke
koja |e proksimalna svim whovima elektroda. Ova radnja
omoguéava vrhu etektrode da zauzme normalni oblik, ito
omogutava odgovarajuéi kontakt vrha elektrode sa tkivom.

AccuRead 2.0 alatka interfejs kablova analizatora se koristi za
otakdanje praciznih elektriénih merenja tokom implantacije.

Oprez: Korigtite AccuRead 2.0 alatky interfejs kablova peifikom
povezivanja terminala kablova anaRzatora sa konektorom
elektrode. Ova alatka vam omoguéava da izvrite precizna
elektriéna merenja pri implantacijl, smanjujuéi rizik od odtecenja

varijacha u terminalima kabla analizatora | od iine i blizine
kontakata {pratenovi i pin) na 1S4 konektor.

Koristite sledecs korake za sprovodene elektriénih merenia;
1. Uverite se da je konektor elekirode u potpunosti ubaden u
AccuRead 2.0 alatku. Ako jo AccuRead 2.0 alatka praviino
1 Proirent bipolarni polaritetl pajsinga pritvriéana, pin konektora je pristupadan (slika 10).
2 Bipolami {reverzibiini} polaritetl pajsinga
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2. Pricvrstite hirurski kab! 2a koneldor elektrode. Koristite
AccuRead 2.0 alatku interfejs kablova da biste upravijali
poravnanjem Stipaljki kablova sa kontakiima na konekioru
slektrode. Alatka pomate u dobijanju preciznih oditavanya.
Pogledajte crieZ elekirode na Poglavije 7 za informacije o
poravnanju kontakata konektora alektrode sa vrhovima
sloktroda.

3. Zadobijanje slektridnih merenja koristite instrument 2a
podréku implanta, kao o je analizator pejsing sistema. Za
informacie o korid¢enju instrumenta 2a podriku implanta,
konauitujte dokumentaciju o praizvodu za taj uredaj.
Zadovoliavajuéi plasman elektrode karakteride 38 niskim
pragom stimulacije i odgovarajuéim sensingom amplituda
inwakardigainih signala.

Napomene:

» Niski prag stimulacije obszbeduje Zeljenu zonu
bezbednosti i omoguéava potencijaini porast pragovado
kojeg mo¥e dodi u roku 0d 2 mesacanakon implantacie.

+ Adekvatne akutne amplituds LV EGM signala
obezbeduju da elekiroda praviino ofitava unutradnje
sréane signale. Zahtevi minimanog intenziteta signala
zavise od osetiivosti uredaja. Prihvatijive akuine
amplitude signala za elekirodu moraju da budu veée od
minimalnib sposobnosti za sansing datog tredaja.
Pobrinite sa da obezbedite adekvatnu bezbednosnu
granicu koja uzima u obzir starost elektrode.?

Tabela 1. Preporutena merenja pri implantaci|it

Preporueno merenje Lova komora
Maksimaine granitne wednosti akuinog 30V
nadvasaja ®

Minimaina akuina ampliuda LV EGM 4,0mw

< Ampiituda LV EGM signala za poleritets pejsinga LV2 6a LV3il V3 sa tvz

moZe biti umanjena u adnosu na druge polaritele pejsinga kaco Stoje LV1
sa Aveod.

4. Ako se elektritna marenia ne atabilizuju do pribvatiiivih
nivoa, moe biti potrebno da se elekirada ponovo postavl i
ponovi procedura testiranja.

502111-005

5. Proverite stimulaciju freni&nog nerva pejsingom pri 10 Viuz
postavku girine impulsa vedu od 0,5 ms. Zatim posmatrajte
dijafragmaline kontrakeije ili pod fluoroskopijoe ili direktnom
palpacijom abdomena. U dalja tesiranja mogu da se ukljue
i promene poloZaja pacienta kako bi se simulirala hroniéna
stanja u sicjecem poloaj. Aka dode do stimulaciye
frenicnog nerva, smanjite napon dok se ne utvrdi graniéna
vrednost sémulacije frenicnog nena. Stimulacija freniénog
nerva moZe zahtevati promenu polariteta pejsinga i
repozicionivanje elekirode.

6. AccuRead 2.0 alatka se mo2e uldoniti iz vodié-Zice lli stajleta
pomodu proreza na bodnoj strant alatke {skika 11).

Sllka 11.

1 Uidanjanje AccuRsad 2.0 alatke iz pina konektora

2 Uklanjanje AccuRead 2.0 alatie iz stajista pomadu proreza na bodnoj
stran alatie

8.11 Uklanjanje vodi-katetera iz provodnika

Napomena: Ako je Attain Hybrid vodit-Zica koriéena za
postavijanje elektrode, idite na korak 2. Nie neophadno da
zamenite Attain Hybrid vodié-Zicu stajletorn za ukianjanje
katetera.

¥ AmpRiude LV EGM signala za polaritet pejsinpa tV2 3a LV3 i LV3 sa LV2 mo2e bitl umanjena u odnosu na drugs polariets peisinga kao 860 ja LV1 sa RVeol,
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Kada elektroda zauzme konadni polo2aj, uklonite vodié-kateter &2
clekirode:

1. Uklonite vodid-2icu i alatku za ubacivanis vodit-Zice ako ste
Ih koristli. Zamenite vodié-Zicu ravnim stajletom (sa
smanjenim zadabljanjsm na whu). Ubacite ravni stajlet u
alekirodu do sradnje-koronamog sinusa.

2. Uklonite vodit-kateter iz elektrode. Detalje potraZite u
dokumentaciji o proizvodu sistema za plasiranje.
Napomeana: Za Medironic sisteme za plasiranje koje e
moguce razrezal koristite rezaé kompatibilan sa telom
slektrode od 1,75 mm (5,3 French).

3. PaZjjivo i u potpunosti uklonite stajlet ili Attain Hybrid
vodid-2icu. Prilikom ukianjanja stajleta, &vrsto uhvatite
elektrodu blizu distalnog kraja pina konektora; kada uhvalite
elekirodu na ovom mestu, spredava 5o moguée pomeranje
vrha elekirude,

4. Uverite se da je konektor elektrode ubaten u AccuRead 2.0
alatku interfejs kablova analizatora, a zatim ponovite
elekiritna merenja. Pogiedajte odeljak 6.10, “Elekiiino
merenje”, stranica 58,

6.12 Fiksiranje sisktrode

Opru: Budite paZijivi pri fiksiranju pozice provodnika.
o Koristite iskijuéivo neapsorptivine Savove za fiksiran|e poziciie

provodnika.
* Ne pokugavajte da uklonite il selets naviaku 2a fiksiranje

pozicie.
. Nemolte koristiti umetke naviake za fiksiranje poziclije za

] Tohorn pnt‘.vriélvanga provodnika, vodite raduna o tome de
izbegnete pomeranje vrha provodnika.

» Nemojte 2atezati favove tako cvrsto da odtete venu,
provodnik i naviaku 2a fiksiranje pozicile (slika 12).

. ijt;) vezivali $avova direlkino za telo provodnika
(altka 12).

Slika 12,

Fiksirajte poziciju provodnika koristeéi sva 3 Heba:
1. Postavite naviaku za fiksiranje pozicie uz venu ik u njenoj
2. Pritvrstite naviaku za fiksicanje pozicije za telo provodnika
vezujudi évrst Sav na svakom od 3 Zeba (alika 13).
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3. Koristite najmanle jo& jedan dodatni $av u jednom od Zlebova
da biste priéwstili naviaku za fiksiranje pozicije | telo
provodnika za fasciju.

6.13 Povazivanje elekirode

Opre2: Pre ubacivanga elokirode u uredaj, uvek ukionite alatke za
implantaclju kao 5to su stajiet, vodié-Zica li AccuRead 2.0 alatka

interfejs kablova. Neuklanjanje alatki za implantaciju moée
prouzrokovat kvar etekirode.

PoveaZite elekirodu sa implantabliinim uredajem.
1. Ubacite konektor elektrode u konektorski blok uredaja. Za
uputstva o pravilnom povezivanju elekirode konsultujte
mmmdiu o proizvodu zapakovanu sa implantabilnim

ajem.
2. Obavite elektritna merenja kroz implantahiini uredaj.
6.14 Postavijanje uredaja | elektrode u diep
Oprez: Vodite ratuna pri postavijanju uredaja i elektroda u dZap.
* Uverite se da slekirode ne izlaze iz uredaja pod odtrim uglom,
¢ Nemojte hvatati olektrody ili ureda) hirurdkim instrumentima.
* Ne namotavajie provodnlk, Namotavanje elektrode moZe

dovesti do uvriania tela elektrode i pomeranja elektrode
{slika 14).

Siika 14,

Koristita sledece korake za postavijanje uredaja i elekiroda u
diep:
1. Dabiste sprecili ne2eljono uvrtanje tela elektroda lli savijanje
tola elekirode pod oftrim uglom, rotirajte wedaj da biste
labavo obmotak suvitni deo elektrode (slika 15).

Slika 18.

Sliks 13,
2. Ubacite uredaj i elektrode u dlep.
3. Prenego 3to zatvorite diep, proverite efikasnost sensinga,
pejeinga, kardioverzije i defibrilacje.
60 Srpski
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6.15 Evaluacija nakon Implantacije

nadgledalte elektrokardiogram pacienta
njegovog otpusitanja. Ako dode do pomeranja provodnika, 1o se
nbiénode&avamm neposradnog postoperativnog perioda.
Proporuke 2a proveru toga da li je elekiroda ispravno postavijena

nadraZaja pri pejsingu
snimijene pre otpuitanja iz boinice, 3 meseca nakon Implantacije

uldjuduju rendgenske zrake i pragove
i na svakih 6 maseci nakon toga.

U shudaju smrti pacljenta, izvadite sve implantirane elektrode i
wadaje i vratite ih preduzedcu Medtronic sa popunjenim obrascem

502111-005

izveitaja sa informacijama o proizvodu.
7 Specifikacije
7.1 Specifikacije (nominaine)

Poraenioter 4398

Prefiks serijsiog broja Que

Tip Kvadripotama
alektroda

Pejsovana komara Leva komora

Outina 78188 cm

Koneitor (S4-LtLLt

Matecijal Provodnik: 26% Ag-core-
MP35SN

Lzotatorn: poliurstan
(spokjatnji)
Sl-polilend {S1-P1)
{unutranj)®

Elekirode: legusa platine |
idjuma sa
omotatem od
titanijum-nitide
MP35N

igla:

Konektoeski MP3SN

prstonovic

Oblikovani Sikkonska guma

zaplivak vha:

Konfiguracija elektroda Sa 2a0bjenom
ivicom, obloZena
itanijum-nitridom,
otpudia steroid

Pradnik Telo 1.75mm

provodnika: {5,3 Fronch)

Eleldrode: 1,70 mm
{5,1 Franch)

Razmak 1,30 mm

izmedu {3,9 French)

alokirode LV1

(distaina) i

Lva2:

MGS8S23A028 A Medonic Confidential
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Parametar 4398
Razmak 1,57 mm
izmedu (4,7 Fronch}
oloktrode LV2i
ws:
Razmak 1,30 mm
lznedu {3.9 French)
wsi
V4
wlﬂhﬂ):
Medtronic sletem za 1,80 mm
plasiranis (preporuteni (5.7 French)
unutranfl precnlk)
Ojagnostitka vodit-zica od 0,36 mm do
{proporuent pretnik) 0,48 mm
Povriina slekirode 3.8 mm?
Udaljanost zmedu Eloktroda tv1t 21 mm
{ditaina) do
Lva:
Eiektrodalv2 1,3mm
do LV3:
Blekiroda IV3 21 mm
do Lva
{proksimaina):
Otpor provodnika wi +50 (78 cm)
24 £6 (2 (86 cm)
w2 194 0 (76 cm)
21450 (88 cm)
w3 18140 [78cm)
2114 (83 cm)
Lv4 17 24 Q) (7@ om)
20 24 Q) (88 cm}
Steroid Deksameatazon-ace-
tat
Kombinovana ukupna <1,0mg
kolitina sterolda
Steroidni SHkonska guma
shaznik
2 Ovo jo tehnologia koju [ razvila NASA,
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7.2 Crte sa specifikacijama (nominatne) 5 Naviaka 2a fiksaciju pozicije
6 1S4 konakior
Sewie 7 KontaktLv4
8 Korakt LV3
9@ 9 KontaktLv2
10 Kontakt LV4
TN

8 CE oznaka za uskiadenost
Sledeta CE oznaka usiiadenosti odnosi se na provodnik model
4398

Ce0123

2013

9 Objagénjenje simbola na oznakama na

pakovanju
Pogledajte oznake na pakovanju da biste videh koji se simboli
odnose na ovaj proizvod.
—® Tabela 2. Objanjenje simbola na oznakama na pakovanju
Simbol Qbjobnjenje
C€m23 Conformité Eurupéomo}(l&dlﬁadm ;ﬂ e
_ da je wedaj u potpuncst uskiaden sa vatedim
2akonima Evropsks unije.
] Nsmojta koristiti ako je pakovanje citaéanc
Nemojie ponovo korietiti

i
+XX°| Gomja temperatuma granica

L ® Steriiisano elllen-oksidom
Eﬂ Posiupite u sklady s uputstvomn za upotrebu
[:E Poswplie ti sidadu 8 UPUISVOM 28 UPOWebu na
ovoj veb lokacij
1 Vrh elektrode LVt (dlmivdemodo]:malnos,Bmm’ Datum proizvodnie
geometriske povriine za pejeing "
2 Vrh eleldrode LV2: nominaine 5,8 mm? geometrifalas povriine 2
poising Proizvodad
3 Vih elekirode LV3: nominaing 5,8 mm? geometrijsie povrliine za
4 Vih elokdrode LV4 (proksimaini vrh elokirode): nominaine 5.8 mm?
geomutrijske povrling za pejsing
62 Srpski
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Tabeia 2. Objasnjenje simbola na oznakama na pakovanju
{nastavak)

502111005

Tabela 2. ObjaZnjenje simbola na oznakama na pakovanju

Simbol Ovjeinjenie
0
REF Beoj za naknadnu nenudzbiny

EC [REP Oviaidenl pradstavnik za Evropsiu uniy

SN Serieki roj
N owo
o
AR
A Oprez
4+ -
Q) o

—iLEan;i—| Duzina provodnika
N

Kateter koji e plasira preko Zica

Frovodnik

Transvenskl provodnik 2a pejsing 2a srianu veny

Transvenski ventrikulami provodnik

Transvenski atrijaini provodnik

MBSABRIAN20 A Meadironi; Confidential
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Objsinjenje
Transvenskl provodnik sa jadnom siektrodom za
defibrilaciu

Trangvenskl provodnik 5a dve elekirode za
defibrilaciju

Pejsing

Senzing

Defibrilaciia

Navoj koji mo2e da 50 produ! i skeati

Uvodnik provodnika sa vodid-Zicom

U J-obllku

Logotip SureScan

Uslovno bezbedno za koriéenje sa magnetnom
rezonancom

B> =N € S 1
]
§

10 Medtronic odricanje garancije
Kompiletne miormacije o odricanju garancije potrazite u prateéem
dokumentu sa odricanjem garancije.

11 Servis

Medtronic zapoiijava obuéens predstavnike | inZenjere girom

sveta koji su yam na raspolaganju { na zahtev prudaju obuku
kvalifikovanom bolnléiom osoblju za koriécenje Medironic

Srpski 63

Composed: 2015-06-01 07:12:29
XBL-Stylesheet C 18-MAR-2015



insiructions: doc #183266 602111005
Category: Laads single phy.
Sz’ 7.128 x §in (161 x 203 mun}

proizvoda. Medwonic takode ima profasionalno osoblje koje
pru2a tehnitke savete korisnicima proizvoda. Za viSe informacija

obratite 88 lokainom Medironic predstavniku, pozovite i piSite
preduzedu Medtronic putem odgovarajuce adrese il broja
telefona navedenog na zadnjoj koricl.
64 Smsid
MPGEICANG2E A Medtnic Confidentisl Composed: 20150601 07:12:29
XSL-Shteshest C 18-MAR-2015

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




Printing instructions: doc #1632568 S02111-008
Catogory: Laads singie pig.
Size: 7.125 x 8 In {181 x 203 mm)

M358923A028 A Medironk: Confidential Compased: 2045-05-01 07:12:29
XSL-Styleshost C 18-MAR-2015

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




Priating instructions: doc #163256
. Lomds single pig.
Size: 7.128 x 8 In {181 x 203 mm)

& Medironic

Medtronic,

710 Medtronic Parkway
Minneapolis, MN 55432
USA

+1 763 514 4000

[=[=]

Authorized Representative In the European
Community

Eani Bakkenstraat 10
6422 RJ Heeren
The Nethorlands
+31 45 586 8000

Europe/Middie East/Africa
Medironic International Trading Sarl
Route du Molllau 31

Case Postale 84

CH-113% Tolochenaz

Switzerand

+41 21 802 7000

© 2015 Medwonic. Inc.
MO56923A020
20t505-01

A

*M9580823A028*

9589234028 A Medironic Confidentiel

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

North Ryde, NSW 2113
Australia

Canada
Medtronic of Canada Ltd
99 Hergford Street
Brampton, Ontario L6Y OR3
Canada

+1 805 460 3800

Technical manusis
www.madtronic.com/manuals

502111-008

Composed: 2015-06-01 07:12:29
XSL-Styleshest C 18-MAR-2015



- ' Medtronic Inc.
Medironic 710 Medtronic Parkway,
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USA
Appendix technical manual
When the device is delivered to the Russian Federation, the information contained in this appendix to the technical manual is a priority
1. Name of medical| Cardiac vein pacing lead Attain Performa.
product Cardiac vein pacing lead ATTAIN PERFORMA of various version:
Cardiac vein pacing lead ATTAIN PERFORMA STRAIGHT MRI SURESCAN 4398 size: 78 cm, 88 cm,
composed:

* lead with anchoring sleeve;

* guide wire insertion tool;

* guide wire clip;

* guide wire steering handle;

* stylets - no more than 4 pcs;

* AccuRead 2.0 analyzer cable interface tools - no more than 2 pcs;

» product documentation: Technical Manual; Limited Warranty; Stickers.

2. Information  about| Design Site:
manufacturer of | Medtronic Inc., USA
medical device (name,| 8200 Coral Sea St., Mounds View, Minnesota 55112
location address,| Tel.: +1 800-633-8766;
mailing address,| www.medtronic.com
phone number,
address of place of| Legal Manufacturer:
production) Medtronic Inc., USA
710 Medtronic Parkway, Minneapolis, Minnesota 55432, USA
Tel.: +1 800-633-8766
www.medtronic.com

Authorized Representative of Manufacturer:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office 111, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru

Holder of Registration Certificate in Russia (name, address, tel, fax, e-mail, website):

Page 1 of 4
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Medironic

Medtronic Inc.

710 Medtronic Parkway,
Minneapolis, MN 55432
USA

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office 111, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru

Address of Manufacturing Site for medical device:
Medtronic Puerto Rico Operations Co., Villalba Rd. 149, KM. 56.3, Call Box 6001, Villalba, PR 00766, USA

3. Prescription of a

medical device

Intended for left ventricular stimulation through the vein of the heart in the left ventricle, as part of the biventricular
pacing system.

4. Information on

potential consumers of
medical device

This medical device is intended for use in clinical practice by qualified physicians and medical specialists.

. Sterilization method,

Sterilization
Validation,
Packaging Validation
for Sterile devices

Sterilization — Medtronic has sterilized the package contents with ethylene oxide before shipment. This lead is for
single use only and is not intended to be resterilized.

Device is sterile and non-pyrogenic.

- Sterilized by EO.

- Sterility Assurance Level (SAL)- 10

. Procedure and

conditions for the
disposal or
destruction of a
medical device

Dispose of all single-use accessories according to local environmental requirements.
After use, this product may become biohazardous. Unused products with expired shelf life are classified as Class A
medical waste. Products extracted from the patient's body are classified as Class B medical waste.

. Class risk depending

on the potential risk
of a medical product,
in accordance with
the nomenclature

Classification of medical device: class risk 3;

B - products whose failure reduces the effectiveness or delays the treatment and diagnostic process in non-critical
situations, or increases the burden on medical or maintenance personnel; After use, this product may be a potential
biohazard;

Unused, expired devices are classified as medical waste class «A»;

Leads extracted from the patient's body are medical waste Class B;

Class of electrical safety, laser safety, and other types of hazards: not applicable;

Type of working part: not applicable;

The device is sterile, not re-sterilized.
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USA
8. Methods and | Not applicable. Sterile. For single use only.
apparatus for
disinfection and
sterilization cleanin
9. Shelf life Shelf life no more 24 months from the date of sterile packaging.
10. Operating In a medical and preventative treatment facility. The device should be used only by or under the supervision of a
conditions trained physician.
Service conditions
Operating temperature from + 32°C to + 42°C
Humidity rate 80%-100%
Atmospheric pressure from 700 hPa to 1060 hPa
11. Conditions of| Storage temperature — Store at 25°C (77°F). Excursions from this storage temperature are permitted in the range
transportation  and| of 15 to 30°C (59 to 86°F). Transient spikes up to 40°C (104°F) are permitted as long as they do not exceed 24 hours.
storage
12. Warranty Disclaimer of warranty and general warning

Although the Medtronic lead, hereafter referred to as “Product™, has been carefully designed, manufactured and
tested prior to sale, the Product may fail to perform its intended function satisfactorily for a variety of reasons.
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 any conflict with applicable law, the validity of the remaining
portion of the disclaimer of warranty shall not be affected, and all rights and obligations shall be construed and
enforced as if this disclaimer of warranty did not contain the particular part or term held to be invalid.

General warning

Medtronic implantable leads are implanted in the extremely hostile environment of the human body. Leads are
necessarily very small in diameter and must still be very flexible, which unavoidably reduces their potential
performance or longevity.

Leads may fail to function for a variety of causes, including, but not limited to:
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Medical complications, body rejection phenomena, allergic reaction, fibrotic tissue, or failure of leads by breakage
or by breach of their insulation covering. In addition, despite the exercise of all due care in design, component
selection, manufacture, and testing prior to sale, leads may be easily damaged before, during, or after insertion by
improper handling or other intervening acts. Consequently, no representation or warranty is made that failure or
cessation of function of leads will not occur; or that the body will not react adversely to the implantation of leads; or
that medical complications (including perforation of the heart) will not follow implantation of leads; or that the lead
will, in all cases, restore adequate cardiac function.

Warranty shelf life:
The warranty covers the entire shelf life of the medical device.

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

EN 45502-1, EN 45502-2-1, EN ISQ 15223-1, EN 1SO 14971, EN I1SO 11607-1, EN 1041, EN ISO 11135, EN 980,
EN 62366, EN ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO 10993-7, ISO 10993-10,
1SO 10993-11, 1SO 27186.

14. Customer Service

For more information, contact your local Medtronic representative, or contact Medtronic Inc. as listed below:
Medtronic In¢,, USA

Information for patients:

Toll-free +1 800 551 5544

(7 a.m.- 6 p.m., Monday-Friday, central time)

Fax +1 763 514 1855

Representative in Russia:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office III, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru
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I[ono.tmelme K TEXHHYECCKOMY PYKOBOACTBY
(I1pu nocrasxe uiieans B PO unpopMauns, coarcpXaiancs B JAHHOM 10N0IHEHHH K TCXHHHECKOMY PYKOBOICTBY, SBJARETCH NPHOPHTETHOH
1. HaumeHoBaHHe JNEeKTpoA 1S CTUMYISALMM B KapAuaibHoii BeHe Attain Performa.
MEeAHUHHCKOTrO JnexTpon A cTuMyasuus B kapauaabnoil Bene ATTAIN PERFORMA, BapHaHT ucnoanenns:
H3JEeHR JaexkTpoa Aas cTuMyasuun 8 kapanaabHoil Bene ATTAIN PERFORMA STRAIGHT MRI SURESCAN 4398
pa3mepsi: 78 cM, 88 cm, B cocTase:
- InekTpoA ¢ ¢pukcupytoweii MydToi;
- HHCTPYMEHT A1 BBEJEHHUS NPOBOAHHKA;
- 32)KMM NPOBOHHKA,;
- PYKOATKa ynpaBieHHA NPOBOAHHKOM;
- cTHneT — ve 6onee 4 wit.;
- HHCTPYMEHT aHanu3aropa KabenbHoro uxrepdeiica AccuRead 2.0 — ne 6onee 2 wi.;
- IOKyMeHTauus no npoaykry: TexHnueckoe pykosoactso; OrpaunyeHHas rapanutus; Haknelixu.
2. CBenenns o| PazpaboTunk:
NPOH3BOAHTE/IE «Mearpounk Uuk.», CLUA / Medtronic Inc., USA
MeAHIIHHCKOro 8200 Coral Sea St.. Mounds View MN 55112, USA
H3ZeTHs Ten.: +1 763 526 2388
(nanmMeHoBaHHe, www.medtronic.com
aapec
mecTonaxoxaenns, | [Iponssoantenn:
noutoBbiif  aapec,| «Mearponuk Unk.», CLLIA / Medtronic Inc., USA
Tesiedon, aapec | 710 Medtronic Parkway Minneapolis MN 55432, USA
mMecTa Ten.: +1 763 514 4000;
NPOH3BOACTBA) ®akc: +1 763 514 4879
www.medtronic.com
YnosmmomoueHHbIH NpeaCTABHTE1b POH3BOAHTEIN:
O61ecTBO ¢ OrpaHH4EHHON OTBETCTBEHHOCTBIO «MEATPOHHKY
000 «MearpoHuk»
123112, Poccua, Mocksa, BH.Tep.r. MyHHuMnanbHbifi okpyr lNpecHenckuii, Hab. [MpecHenckas, a. 10, 31. 9, nom. IlI,
KOMH. 41

Crpannua L w3 §
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Medtronic Inc.

710 Medtronic Parkway,
Minneapolis, MN 55432,
USA

Ten.: (495) 580-73-77, dakc: (495) 580-73-78
mowmedtronic@mail.ru

IOpuanyeckoe 10, HA HMA KOTOPOro MOXeT GbITh BbIAAHO PErHCTPALIHOHHOE YI0CTOBEPeHHE:

O611ecTBO ¢ OrpaHH4eHHON OTBETCTBEHHOCTbIO «MEATPOHHKY

000 «MeaTpoHHK»

123112, Poccusi, Mocksa, BH.Tep.r. MyHHuunanbHblii okpyr lNpecnenckuii, Ha6. Npecuenckas, a. 10, or. 9, nom. III,
KOMH. 41

Ten.: (495) 580-73-77, daxc: (495) 580-73-78

mowmedtronic@mail.ru

Apec MecTO NPOH3BOACTBA MEAHLIHHCKOIO H3EAHN:
Medtronic Puerto Rico Operations Co., Villalba Rd. 149, Km. 56.3, Call Box 6001, Villalba, PR 00766, USA.

3. Ha3znauenne
MEIHIHHCKOro
H3Zeaun

ﬂpenﬂaauaqeubl Alld CTUMYJAUHH 4E€PE3 BEHY cCepaua B JICBOM XKEayaAOo4Ke, KaK 4acThb 6HBCHTpMKle8pHOﬁ CUACTEMDBI
KapaAHOCTUMYATOpA.

4. Uudpopmanus )]

lIaHHOC MCAHUHHCKOE HM3ACIIHE NpPEAHA3HAYCHO A NMPHUMCHCHUA B KJAHMHHYECKOH NpaKTHKE KBaJIHd)HllMpOBaHHHMH

NOTEeHLHA/ILHBIX BpayaMH M MEIMLUMHCKHMH CNIELHANIHCTAMH.
norpebnrennx
MeHUHHCKOro
H3/1eJIHS
5. Meroa Crepunnsanuus - kKomnanua « MEATPOHUK» CTEPHIIH3YET COAEPHKHMOE YNAKOBKH OKHCBIO ITHIIEHA NEpe OTNPABKOii. ITOT
CTePH/IH3ALHH, 3/IEKTPOA MpPEeAHA3HAYEH TOJIbKO /LIS OAHOKPATHOTO MCMONb30BAHHA U HE NpelHa3HauYeH AN NOBTOPHOMN CTEpUIN3aLIHH
nposepka H3aenne crepunbHO M HE NUPOrEHHO.
CTEPH/IH3ALHH, - Crepuansosato 30.
nposepka - FapanTHpOBaHHbIH ypoBEHb cTepuabLHOCTH (SAL) - 106,
yNaKoBKH ana
CTEPHIbHBIX
Hizeaund
6. ITopaxox H | VYTunusupyiiTe BCe OAHOpPa3OBbie MPHHALNENKHOCTH B COOTBETCTBHH ¢ TpeOOBAHMAMM  HALMOHANBHOTO
yC/10BHS 3aKOHOAATENLCTBA MO OKpYXKatoule cpeae.
H3BJICYEHHA  HJH
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M e d tI’O n iC 710 Medtronic Parkway,

yTunaunsaymm
MeANLMHCKOr0
n3genns

7. Knacc pucka B
3aBUCMMOCTH oT
NOTEHLUMaNbHOro
pucka
MeANLNHCKOro
n3genus B
COOTBETCIBUK c
HOMEHKNaTypomn

8. MeTogbl n
obopyaoBaHune ans
fe3nHpekynmn n
cTepununsaymu

9. CpoK rogHoctu

10. ¥YcnoBus
akcnyaTtauum

11. YcnoBud
TPaHCNOPTUPOBKM
N XpaHeHNs

12. MapaHTUliHbIe
obs3aTenibCcTBa
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[aHHoe wu3genve MOXeT cTaTb 6GMOMONMYECKM ONacHbIM MNOCMe WCNOMb30BaHMA. Hencnonb3oBaHHble M3denns C
MCTEKLIMM CPOKOM XPpaHeHUs KnacCuuUMpyroTcs Kak MeAWUMHCKME OTXoAbl Knacca A. M3fenus, M3BMeYveHHble U3
opraHu3Ma naumeHTa, KnacCuuuupyroTca Kak MeuLMHCKME 0TX04bl Knacca B.
Knaccugmkaums meguunHCKOro n3genums: Knacc pucka 3;

B - u3genusa, 0TKa3 KOTOPbIX CHWKAET 3((eKTUBHOCTb WM 3afepXunBaeT fle4ebHO-ANarHoCTUYECKMA npouecc B
HEKPUTUYECKNX CUTyaumsax, N1MB0 MOBbILAET HarpyskKy Ha MeAVMLUHCKWIA unmn obcnyxuBarowmii nepcoHan; lMocne
MCMOMb30BaHNA 3TOT MPOAYKT MOXET NpPeAcTaBNATb NOTEHUNAbHYHO GMO0N0TMYECKYH0 OMacHOCTb;

Knacc anekTpo6e3onacHocTy, nasepHas 6e30nacHOCTb W Apyrue BUAbl ONAaCHOCTU: He MPUMEHUMO;

Hencnonb3oBaHHbIe U3AeNUA C UCTEKLLIMM CPOKOM FOAHOCTU KNacCUMUUUPYIOTCA KaK MeAULMHCKME OTX04bl Kiacca A;
ANeKTPOAbI, N3BNEYEHHbIE U3 OpPraHM3Ma nauueHTa, SBAfTCA MeAULMHCKUMI 0TX04amn Knacca B;

Tun paboyeii YacTW: He NPUMEHUMO;

W3genne cTepunbHO, He CTEPUIM30BAHO MOBTOPHO. TO/IbKO A5 OLHOPa30BOro MCMo/b30BaHNS.
He npumeHnmMo. CtepunibHO. TONBKO A/19 04HOPA30BOro MCMo/b30BaHNA.

CpoK rofHocTu coctasnifeT He 60/ee 24 MecsALEB C MOMeHTa CTepuamn3auny ynakoBKu.
B fneyebHO-NpodhMNakTUYECKOM YyupexaeHun. K3genve [JO/MHKHO WCMO/b30BaThCA TOIBKO KBaIU(ULMPOBAHHBIMU

YcnoBus aKcnyaTauum

Pabouyas TemnepaTypa oT + 32°C pgo + 42°C
BnaxHocTb 80-100%
ATMOC(epHoe faBneHne Ot 700 rMa go 1060 rlla

XpaHuTb Npu Temnepatype 25 °C (77 °F). OTKNOHEHMS OT AaHHOW TeMMepaTypbl XpaHEHUS HE A0/MKHbI MPEeBbILLIATb
AvanasoHa 15-30 °C (59-86 T). B ycnoBusax OTK/IOHEHMS [OMYCKAKTCA BpPeMeHHble ckayku o 40°C (104 T), ecnm
TONbKO OHU He MPeBbIWaoT 24 Yacos.
OTKa3 0T rapaHTUn 1 npefocTepeXxxeHns o6Lero xapakrepa

XoT4 anekTpog kopriopauun Medtronic, fanee uMeHyemblil «MpogyKT», 6bIN TWaTeNbHO CNPOEKTUPOBaH, NPOU3BEAEH 1
npowesn npeanpofaXHble UCMbITaHWUA, TEM HE MeHee CYLLeCTBYeT MHOXECTBO MPUYMH BO3MOXXHOIO OTKas3a B paboTe
MpogykTa. Vmetowmecs B 0603HayYeHUsX [pogykTa npefoctepexeHus cogepxxat 6onee nogpobHble CBeAEHUS W
ABNSAKTCSA COCTaBHOM YacTblo gaHHOro OTKA3A OT TAPAHTUIA. MoaTtomy Kopnopauus Medtronic orpaHMyYmnBaeT Bee
rapaHTuiiHble 0683aTeNbCTBA, KaK NpsAMble, TaK U 0NOCPeoBaHHbIe, N0 OTHOWEHUIO K gaHHOMY MpoaykTy. Kopnopauus
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» Medtronic Inc.
MI'OI“C 710 Medtronic Parkway,

Minneapolis, MN 55432,
USA

Medtronic He HECeT OTBETCTBCHHOCTH 32 Jit00BIE CiyualiHbie HAM ONOCPEAOBAHHBIC YOMTKH, ABNAIOUWHEC CEACTBHEM
moGoro ucnonbioBanus, gedekra unu cGoa B pynkunonnposanud TlpoayKTa, HE3aBHCHMO OT TOrO, OCHOBAHA JIH
NPETeH3UA HA rApaHTHARBIX O0A3ATENLCTRAX, KOHTPAKTE, TPAXKAAHCKOM NPABOHAPYIICHWH HNK HA YeM-THGO ApyroM,
BhllieH3N0oRKEHHbIE UCKMIOYEHHS K OrPaHHUeHHs HE MOTYT NOKWMATBLCA HIH HCTONKOBMBATHCA TAKHM 00pa3zoM, 4ToGhL
NPOTHBOPEYHTL 00A3ATENLHLIM TIONOKEHHAM NPUMEHMMBLIX NPaBoBbiX HOpM. Ecnu kakas-nuGo yacts wik ycnosue
aavioro OTKA3A OT '’APAHTHH npusHaercs cyaOM KOMMETEHTHOH IOPHCAHKLUWH HE3AKOMHLIM, HE HWMEIOIWM
3aKOHHOH CUATBL HITH BPOTUBOPEHAIMM KAKHM-IHGO NPHMEHAEMBIM NPaBOBHIM HopMaM, ocTansHan YacT OTKA3A OT
FAPAHTHH Syner cuutathca HMEIOMIEH IOPKAHYECKYI0 CWIY U Bee npasa ¥ o6asaresibcTea GyayT TONKOBATHECA W
NPHHYAHTEABHO 0becneunBaThen, kak ecin 6n aannuii OTKA3 OT FTAPAHTHMU ne coaepxan otaenbHbiX wacTeit niau
YCOBUiA, KoTOpbie GRIAW NPU3HAHL! HE UMEIOINHMH 3aKOHHOH CHITHI,

IIpedynpesicoenue obwe20 xapaxmepa

Hmnnantupyembie anextpoast Medtronic mMnnauTHpyloTcs 8 upe3sbiuaifHO arpecCMBHYIO cCpeay “ENoBe4ecKoro
OprakH3Ma. JNEKTPOAbI AOKHEI UMETh OYeHb MaNKi AHaMeTP U GbiTh OYEHb FTHOKHMH. DTO, HECOMHEHHO, YMCHbILIAET
MX 3KCIUTYATALIHOHHBIC BO3MOXHOCTH K CPOK CyxOn. Henonaaxu 3nexTposa MOryT BO3HHKATG B CHAY MHOTHX TIPHYMH
(nepevers HE HCUEPNLIBAIOWMIA). MEAMLMHCKHE OCNOXHEHHS, PEAKLMS OTTOPKEHHA OPTAHHIMOM, anieprhyecKasn
peakuus u paspacramue duGposHolt Tkann. Tarke HEMONAAKK INEKTPOAOB MOTYT ObiTh OGYCAOBNEHBI PAIPHIBOM WAH
HapYIICHHEM LENOCTHOCTH H30AAUMH. KpoMe TOro, HECMOTpPA HA TUIATEABHOE NPOEKTHPOBAKKE, OTOOP KOMIOHEHTOB,
NPOW3BOACTBO H MPEANPOAAKHYIO NPOBEPKY, JMEKTPOAbI MOTYT ObITh AETKO NOBPENAEHB! A0, BO BPEMA W NOCNE BREACHHA
M3-3a HENPaBUILHOTO Obpalerns Win APYrux npoMexyTounnix AeticTsuil. Bee BhllwenepeuncnenHoe npeanonaraeTt
HEBO3IMOXKHOCTh NPHHATHA O00A3aTCALCTB WAM NPCAOCTABNCHHA TrapaHTHii OTCYTCTBHA oTKa3a B paGore wau
6ecnepeboiiHoro yHKUMOHHPOBAHHS SNEKTPOAOB, PABHO KAK H OTCYTCTBHA HeGNaronpuaTHOM peakLMy OPraHu3Ma Hin
MEAHLMHCKHX OCROXHEHUH (B TOM uKcae, nepdopaiii CepaLa) KaK CHSACTBHS HMNAAHTALMM WIEKTPOAOB, 8 TAKKE
HEBO3IMOXHOCTD MrapaHTUPOBAHHON HOPMANK3IALHY CepAeHHON AeATENbHOCTH.

IapaHTHiiHRil CPOK xpateHna:

["apaHTHS pacnpOCTPAHAETCA HAa BECHh CPOK MOAHOCTH MEWLIHHCKOTO YCTpoHCTBa.

13. Mepeaens
rOCYAAPCTBCHHBIX H
MEeRAYHAPOARLIX
HOPMATHBHMX
AOKYMENTOoR/CTaNAR

pTos,
3RTPATHBANIINX

EN 45502-1, EN 45502-2-1, EN ISO 15223-1, EN ISO 14971, EN ISO 11607-1, EN 1041, EN ISO 11135, EN 980, EN
62366, EN [SO 10993-1, 1SO 10993-3, ISO 10993-4, [SO 10993-5, 1ISO 10993-6, ISO 10993-7, [SO 10993-10, ISO
10993-11, 1SO 27186.
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- Medtronic Inc.
Medironic 710 Medtronic Parkway,

Minneapolis, MN 55432,
USA
MeAHNHHCKOe
HIACNHE
14. Caynba Hna nonyuenus 6onee noapoSHoil uuopmatun oGpaTHTECH K MECTHOMY NPEACTABKTENIO KOMNAHHH « MEeATPOHHK» WK
HOAACPEKH CBAXKHTECH ¢ KomMnaHueit «Mearponnk Huk.» no aapecy Huxe:
KJIHenToD «Mearponnx Hu», ClIA
Hndopmaums s naumeHToB:

Becnnaruas auriua: + 1 800 551 5544

(7:00 - 18:00, noHeAELHHK — NATHHLA, UCHTPANIBHOE BPEMA)

®axc +1 763 514 1855

IIpeacrasarens B Poccun:

[lo scem Bompocam, BKIIOMas Xanofbi HA DPOAYKNHIO, PeMOHT H TexoScaywusaume, ofpamarscs K«
Ynoanomouenuomy Mpeacranuremo B Poccuiickoll @eaepanun:

000 «Mearponux»

123112, Poccua, Mocksa, BH.Tep.r. MyHHLunansibiil okpyr [Npecvenckuit, nab. Mpecnenckas, a. 10, 3t. 9, nom. [,
KOMH. 41

Ten.: (495) 580-73-77, daxkc: (495) 580-73-78

mowmedtronic@mail.ru
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[/Tepesoo ¢ anzautickozo asvika Ha pyccxuii a3eix]

«Mexrponrisc» «Menrponnk Hux.» (Medtronic Inc.)
710 Mexrponuk Iapkyai

Munneanonuc, mratr Munnecora, 55432-

5604

CIIIA

www.medtronic.com

Jara: 17 asrycra 2023 r,
IIucermo-3agBncHEe

Mu, «Megrpounk, Huk.», xoMnaHus ¢ 3aperMCTPHPOBAHHLIM IOpHAHIElKHM ampecom: 710
Mexarporuk Ilapkysif, Muaseanonuc, mrar MusHnecora 55432, CIIIA (710 Medtronic Pkwy.,
Minneapolis, MN 55432, USA), HacToAIMM NMOATBEPKAAEM, YTO NPUIAraeMas SOKYMCHTALMA,
Texnuueckoe pykooacTso 1 JlononHerue k TeXHHYECKOMY PYKOBOACTBY B OTHOIICHHHM H3/IC/HS
«INEKTPOA /1A CTHMY/IALMH B KapauanbHoli Bexe Attain Performa Straight MRI SureScan 4398»,
SIBNIAETCH BEPHON M HEM3MECHHON KONHEH OPUrHHAaNoB AOKYMEHTOR,

C yBaxkeHHeM,
«Mexnrponuk Uuk.»

Ucnonnurens /noonuce/ 17 aszycma 2023 2.

Jxennudep Anaepcon
JIMpeKTOp MO HOPMATHBHO-TIPABOBOMY PEry/IHPOBAHHIO
«Mearponuk Unk.»

[[Tevamsy:

Kopmnu Msit Xoan

HOTAPHYC

MHHHECOTA

Cpox delicmeus Moux nonnomouui ucmexaem 31 aneapsn 2026 2.

/noonucw!/
17 agzycma 2023 2.

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



TeKCT aHHOro JIOKyMeHTa NnepeBén nepeBoAunK Paxnumkynos dnbaap Cepkannesmy. 3HaHWe MHOCTPAHHOro
A3blKa NOATBEP>K/A. BbINONHEHHbIV NepeBos ABNSETCSA NPaBibHLIM, TOYHbLIM U MOMHBIM.

Poccuiickas ®degepaumst
"opog Mockea
BoceMHafuaTOro asrycTa fige Thicauu apafuaTh TPEThero roga
4 ToHKvH OmnTpnii Banepbesny, HoTapuyc ropoga MockBbl, CBUAETENbCTBYIO NOA/IMHHOCTb MOAMMCY

nepeeofunka Paxmmkynosa Inbhapa Cepkanvesmya.
Mognuck chenaHa B MOEM NPUCY TCTBUMN.
JInyHOCTb NogNMCcaBLLEro JOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo B peecTpe: N9 77/2079~H/77-2023-
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Medtronic

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

vvww.medtronic.com

Date: 17 August 2023

Declaration Letter

We, Medtronic, Inc., with a registered business address at address: 710 Medtronic Pkwy., Minneapolis,
MIM 55432, USA, hereby affirm that the attached documentation. Technical Manual and Appendix
Technical Manual for Attain Performa S MRI SureScan 4598 are true and unaltered copies of the
original documents are provided.

Sincerely,
Medtronic Inc.

By: /7  Q2p1,3

Jennifer Anderson
Regulatory Affairs Director
Medtronic Inc.

Courtney Mae Hall
notary public
MINNESOTA
M@TMWIstooBff8s 312026
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Rrinting instructions: doc #163256 502115008
Category: Leads single phg.
Size: 7.125 x 8in (181 X 203 mm)

ATTAIN PERFORMA™ S MRI SURESCAN™ 4598

Stercid-eluting, quadripolar elactrode, transvenous, over-the-wire, cardiac vein pacing lead

Cable intravenoso con electrodo tetrapolar y dilucién de esteroides, implantado mediante una gufa, para
estimulacion a través de la vena cardiaca

BLip@naioupii CTEpOUA, 4ETHIPEXHOHTAHTHLIN TPRHCBEHOSHDLIT SASHTPOA, NDOBOAWMbI 1O NPOBOGHMKY ANA
CTUMYNRLMM B HAPSHELHOW BaHe

Transvenozna slektroda za pejsing za sréanu venu, koja atpuita steroid, sa kvadripolamim vihom elektrodas za
ugradnju preko Zice.

Technical Manual * Manual técnico * Texriectoe pyrosoacTeo » Tehnitki priruénik

MS58024A028 A Madtronic Confidential Composed: 2015-05-01 07:18:08
XEL-Styleshest C 18-MAR-2015
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Prining insiructions: doc #183268 602115-008
Calwgory: Leads single pkp.
Size: 7.125 x Bin (161 x 203 mm}

The lollowing kst Inchudes trademarks or registered trademarks of Medivonic in the United Statas and possibly in othar countries. All other trademarks
ana the proparty of thelr respective oemers.

La siguiants Ksta inchuye marcas comersiales 0 marcas regictradas da Madtronic an los Estados Unidos ¥ positlement2 en otroe paises. Todas las
marcas comivciales soh propledad de sus propletarios raspectivos.

Crepytoulsii ONMCOK BZHOMBET TOBSDNLIO SHAKH WM SADOMCTPHPOGENILIG TOREPHLIe 24K KOPNoEaLIm Madtronic s CLLIA ¥, BOIMONNO, B ADYHX
CTpaxax, Bro ApYriHS TORMPHDIE SHDIH AOAAIITCA COGCTREMHOCTMIO KX BNEARNLLSE.

Sladaca leta obubwata Sigove i registrovans Zigove preduzeda Medtronic u SAD | modda u dnsgim 2emiama. Svi deugi zattiGeni Sigovi viasnidivo su
odgovarajuéih viasnika,

AcouRead, Attain, Altaln Hybrid, Madironic, Performa, SureScan

NBSE24A025 A Modironic: Conidential Composad: 2015-05-01 07:18:08
XSL-Etyleshest C 10-MAR-2015
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Printinginsruclions: doc #183268 502115008

Catagory: Leads single pkg.
Stza: 7.925 x & in (189 x 203 mm)
Contents See Saclion 7.2, "Specifications drawing (nominal)”, page 15 for
Descrioki 3 an lustration of the laad slectrodas and connector contacte.
Indications 4 The distal tip of the lead allows a guide wira to pass through to aid

Contraindications 4

Warnings and precautions 4

Potential adverse events 6

Implant procedure 7

Specifications 14

CE mark of conformity 15

Explanation of symbols on package labsling 15
Madtronic dizclaimer of warranty 18

Service 18

= OOV EWN

- b

1 Description

The Medtronic Attain Performa S MRI SureScan 4598
steroid-eluting, quadripolar electrode, ransvenous, over-the-wire
LV lead is dasigned for pacing via a cardiac vein. The lead has
beon tested for use in the Magnetic Resonance imaging (MAL)
aemnwironment. All lead lengths for this lead model are MR
Conditional. This lsad contains 4 electrodes designed to function
as cathodes or anodes, depanding on how the device LV pacing
polarity Is programmed:
+ electrode LV1, the distal elecirode, positioned near the distal
tip of tha lead
* glectrode LV2, positionad 21 mm peoxiimal to electrode LV
slectrode LV3, positionsd 1.3 mm proximal to slectrode LV2
elactrode LV4, tha proximal slectrode, positioned 21 mm
proximal {o elsctrods LV3

See Section 6.10, “Taking slectrical measurements”®, page 10
for information about LV pacing polarity selections.

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

The connector contacts akign with the lead alectrodes LV1 toLV1,

LV2 to LV2, and s0 on:

e connactor contact LV1, the connector pin, posRioned at the
proximal tip of the lead (aligns to electrode LV1)

+ connector contact LV2, positionad distal to connector pin LV1
(algns to elactrade LV2)

* connector conact LV3, positioned distal to connector contact
LV2 (aligne to slackrode LV3}

¢ comnector contact LV4, positioned distal to connector contact
LV3 {aligns to slectrode LV4)

in cardiac vain selection. The tip containe a silicone rubber
mambrane, which seals tha lead inner (umen to reduce bicod

ingress.

Each elactrode containe a Monolithic controlled release device
(MCRD) for elution of stercid to reduce inflammatory response
within the candiac vein. The MCRDs contain a combined total
dosage of <1,0 mg of dexamethasone acelate steroid. Upon
axposuwre %o body fuids, the ateroid elutes from tha MCRDs. The
steroid suppresses the inflammatory regponss that is believed to
cause threshold rise typically associated with implanted pacing
electrodes.

The electrodes are positioned relative to the 3 distal curves of the
lead to facilitate contact with the cardiac veing.

The outer insulation of the lead is polyurethane and the inner
insulation is St-polyimide (SHPIY2, Tha SI-P| is applied as a
coating to the conductor wire before coiling.

The Attain Performa S MRI SureScan 4598 LV lead can be
positioned with the aid of a guide wire, a atylet, an inner catheter,
or an inner catheter plug a guide wire or a etylet,

To implant the lead in a selacted cardiac vein, a compatible
delivery system is required. A compatible delivery system
includes a gulde catheter and either a hemostasis valve or an
introducer valve that can be removed or that allows passage over
the lead connector. Contact a Medironic represantative for further
indomeation reganding compatible delivery systems,

1.1 Medironic SureScan system

The Model 4598 lead is past of the Medtronic SureScan system.
The SureScan system inchudes a Medtronic SureScan device

connacted to Medironic SureScan leads. for SuraScan
system components displays the SweScan logo and the MR
Conditional symbol.

@ e

MR Conditional symbol. The Medtronic SuraScan sys-
temis MR Conditional and is designed to allow implan-
tad patients to undergo an MRl ecan undar the apeci-
fied MRS conditlons for usa.

The MRl SweScan feature permits a mode of operation that
allows a patient with a SureScan device to be safely scanned by
an MRI machine while the device continues to provide appropriate
pacing. When programmed to On, MRl SureScan opecation

! I34.LLLL refers to an intemalional Connector Standard %wummMMWNMmmnmmuammwﬁ.

LLLL defines the lsad connector contacts as low
NASA.

English 3

Composed: 2015-03-01 07:18:08

MBSBa24AN28 A Madironic Confidential
XSi-Stylechest C 18-MAR-2015
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Prinding Instructions: doc 4163254
Catagory: Loads single piy.
Stre: 7.125 % 8 In (181 X203 mm)

disables arrhwthmia detection, magnet mode, and all
user-defined diagnostics. Before performing an MRI scan,
refer to the SureScan MRI technical manusl for important
information ahout procedures and WRi-specific warnings
and precautions.

1.2 Contents of package

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

1 lead with anchoting sleeve

1 guide wire insertion tool

1 guide wire clip

1 guide wire stesring handie

4 gtylets

2 AccuRead 2.0 analyzer cable interface tools
product documantation

1.3 Accessory descriptions

Disposae of all single-use accessories according to local
anvironmental requirements.

AccuRend 2.0 tool - The AccuRead 2.0 analyzar cable interface
toot guides the connection of analyzer cable terminals to the lead
connactor contacts. This connaction facilitates accurate etectrical
measurements during implant and prevents possible connactor
damage.

Anchoring slesve - An anchoring sleeve sacures the lead to
prevent it from moving and protects the lead insulation and
conductors from damage caused by tight sulures,

Guide wire clip — A guide wire dlip secures the excess guide wire
and heips to protect and maintain the sterility of the guide wire.

Guide wire insartion tool - A guide wire insertion tool provides
additional control when inserting a guide wire into the lead
connector pin or the lead tip.

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

Stylet - A siylet provides additional stiffness and controfled
flexibifity for maneuvering the lead into position. Each stylet knob
is labeled with the stylet diametar and comresponding lead length,

* >0 00 0

2 Indications

The isad has application as part of a Medironic biventricudar
pacing system.

3 Contraindications

Batore parforming an MR scan, refer to the BursScan MR

technical manual for MR{-specific contraindications.
The Model 4598 lead is contraindicated as follows:

4 English

502115008

Coronary vasculature - This lead is contraindicated for patiems
with coronary venous vasculaturs that s inadequate for lead
placemert, as indicated by venogram.

Steroid use - Tha lead is contraindicated in patients for whom a
single dose of 1.0 my of dexamethasone acetate may

be contraindicated.

4 Wamings and precautlons

A compiste SureScan system is requirad for use in tha MRI
erwironment. Before parforming an MRI scan, refer to the
SursScan MRI technical manusl for MRl-specific warnings
and precautions.

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

MMMhmchgo-tmpenthoaeﬂleW

with care before opaning it.

= ¥ the seal or package is damaged, contact @ Medironic
rapresentative.

¢ Do not store thie product above 40 °C,

* Do not usa tha product after its expiration date.

Steriiization - Medtronic has sterilized the package contents
with ethylene oxide befora shipment. This lead is for single use
only and s not iMtended to be resterilizad.

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

Nacessary hospiial squipment ~ Keep external defibrillation
eguipment nearby for immadiate usa during acute lead system
tesiing, the implant procedure, or whenever asthythmias are
possible or intentionally induced during post-implant testing.
Extarnal defibrillation and cardioversion - Extarnal
defibrillation and cardioversion are theraplas that deliver an
elactrical shock to the heart to convert an abnormal heart rhythm
to a normal riwthm.
Madtronic cardiac devices are designed to withatand exposure to
external defibrillation and cardioversion. While damage to an
impianted system from an external shock is rare, the probabdlity
incraases with increaced anergy levels. Thase procedures may
also tempovarily or permanently elevate pacing thregholds or
temporarity or permanently damage the myocardium. if extemnal
defibrilation or cardioversion are required, consider the following
precautions:
« Use the lowest clinically appropriate energy.
» Poeition the patches or paddies a minimum of 156 cm away
from the device.
» Position the patches or paddies perpsndicular to the device
and lead systam.
+ [f an external defibrillation or cardioversion is delivered within
15 cm of the device, use a Medtronic programmer to evaluate
the device and load system,

Line-powered and battery-powesred squipment = An
wnplanted lead $orms a direct current path to the myocardium.

MOSER24A028 A Medtronic Confidential Composad: 20t5-05-01 07:18:06
ASL-Styieshest C 18-MAR-2015
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Printing insirucitone: doc #163256 502115-008

Category: Laads single pikg.
Sae: 7.125x 8 in (181 % 203 mm)

During lead implant and testing, use only battery-powered
equipmant or line-powered equipment spacifically designed for
this purpose to protect against fibrillation that may be caused by
cufrents. Ling-powered equipment used in the vicinity
of the patient must be properly grounded. Lead connector pins
must ba insulated from any sakage curents that may asise from
Wna-powerad squipment.
Concurrent devices -~ Ouiput pulses, especially from unipolar
devices, may adversely affect device sensing capabilities. ¥ a
patisnt requires a saparate stimulation device, either parmanent
or temporary, allow enough space batween the leads of the
separate systems to avoid interference in the sensing capabilities
of the devicee. Previously implanted pulse generators and
implantable cardioverter dafibrilators should generally be
explanted.

Steroid use - It has not been determinad whether the wamings,
precautions, or complications usually associated with injectable
dexamethasone acetate apply to the usa of this highly localized,
controlled-release device.

Pregnancy - Dexamethasone acetate has been shown to be
teratogenic in many species when given in dosas equivalentto the
human dose, There are na adequate and well-controlied studies
in pragnant women. Dexamethasone acetate should be used
during pregnancy only if the potential benadit justifies the potential
riskto the tetus, Studies in mice, rats, and rabbits have shown that
adrenocorticoids increase the incidence of cleft palate, placental
insufficiency, and sportansous abortions, and can decrease the
Iintrauterine growth rate.

Nursing mothers — Systemically administered corticosteroids
appear in human mik and could suppress growth, interfare with
endogenous corticosteroid production, or cause other untoward
effects in nursing infants. Because of the potential for serious
adverses reactions in nursing infants from corticoateroids, a
decision shoutd ba made whether to discontinue nursing or to use
a non-stercidal lead, taking Into account the importance of the
lead and the drug to the mother.

Handling sterold monolithic controlled release devices
{MCRDs) - Avoid raducing the amount of steroid avallable before
implanting the lsad. Reducing the available amount of steroid may
advarsely affect low-threshold perfformance.
& Do not allow the elecirode surfacas to coms In contact with
surfaca contaminants.
* Do not wipe or immerse the slactrodes in fluid, except blood,
at the tirne of implant.

Bipolar pacing - If the suriace area of the selacted anode
electrode is equal to or less than the surface area of the selected
cathode, higher pacing thresholde or anodal stimulation may
mul Thie lead uses 4 equal-sized electrodes; therefore, bipolar
pacing configurations may result in higher pacing thresholds or
mdalstimulaﬂou
I tharapy cannot be delivered via the LV1 electrode, the LV2, LV3,
and LV4 electrodes are available for use with specific Madironic
devices. Refer io the appropriate Medtronic Cardiac
Resynchronization Therapy (CRT-D} systern manual for use of
available LV lead pacing polarity options.

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

* To minimize the ikelihood of trauma to the vein and to
maintain load flaxibilty while advancing the lsad through the
voin, keep the stylet withdrawn 1 to 2 cm or select a more
flexible stylet.

+ Do not use excessive force or surgical instruments when
inserting a stylet.

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

Uses aneaw stylet when blood or other fluids accumulate onthe

stylet. Accumulated fluids may cause damage to the lead or

difficulity in paesing tha stylst through the lead.

¢ Curving the distal end of the stylet prior 10 insertion into the
lead will achieve a curvature at the diatal end of the lead. Do
nat use a sharp object toimpart a curve o the distal end of the

stylet.

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

« Do not ingert the proximal end of the guide wire through the
lead tip seal without using the guide wire insertion tool.
Ingerting the guide wina without the guide wire insartion tool
may darmage the lead.

» Damage to a guide wire may prevent the guide wire from
perkeming with accurate torque response and control and
may cause vessel damage. For additional information about
vessel damage and other potential advarsa events, rafer to
the technical manual packaged with the appropriate guide
wire.

* [fthe distal end of the guide wire bacomas severaly kinked or
twieted, it may be difficult to withdraw it back through the lsad.
Therefors, if thore s an indication that the distal end of the
guide wire has become damaged, or if there is significant
resistance in guide wire passage, remove tha laad and guide
wire together as a unit. Remove the guide wire from the iead
and insert a new guide wire into the lsad. Do notuse excessive
force to ratract the gukie wire from the lsad.

Handting the lead ~ Handle the lead with care at all times.
+ Rust stylets are not recommended with this lead due to the
riak of conductor coil or insulation perforation.
s Hastyletis used for lead positioning, uss only the stylets
packaged with the lead or in a stylet kit {downgized knob).
p!tmamm may extend beyond the lead tip causing patient

MRy

¢ [Fthe lead is damaged, do not imptant it. Retumn the lsad to a
Medtronic representative.

* Protect the lead from materials that shed particles such as lint
and dust. Lead insulators attract these particies.

» Handle the lead with sterile surgical ploves that have been
ninged in sterile water or a comparable substance.

* Do not saverely bend, kink, or siretch the lead.

* Donotusesurgical instruments to grasp the lead or connector
pin.

¢ Do not immerse leads in mineral ofl, silicone oll, or any other
liquid, except blood, atlhoﬁmeoﬂnplmt
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e Use an anchoring sleeve with all Isads. Ensure that the
anchoting sleeve is positioned closa to the lead connector
pin, to preventinadvertent passaga of the sieeve into the vein.
if it iz nacessary to wipa the lead befora insertion, snaura that
the anchoring sleeve remaing in position.

» Do not force the guide cathetor or leads ¥ significant
registance is encountered. Usse of guide catheters or leads
may cause trauma to the heart.

Chwonic repositioning or removel — Chronic repositioning or
removal of lsads may be difficult because of fibrotic tissue
devalopment, The clinical study was not designed to evaluate the
removal of left ventricular leads from the coronary venous
vasculature. i a lead must be removad or repositioned, procead
with extreme caution, Retum all removed leads to Medtronic.

¢ Rust stylets are not recommended with this lead due to the
rigk of conductor codlinsulation perforation.

* Verify lead langth on thelead label on the connector to choose
an appropriate stylet kit (downsized knob) length when
repositioning, Always choose a etylet kit (downel2ad knob)

8 cm shorter than the lead length. For example, choose a
stylelld';(gwneizadmb)wnhuyleunmlonoforalead
78cm .

» Lsad removal may resul in avulsion of the endocardium,
valve, or vein.

. Leadjuncﬁonsmsepame,leavmmleadﬁpwbm
wire in the heart or vein,

» Chmlcupoaﬂbnhgmayad\mwydmmebw-ﬂushold
performance of a steroid-eluting lead

. CapabaMmedhadstdengmslgmls

+ Forleadsthat have been severed, sealthe remaining lead end
and suture the lead to adjacant tissue.

¢ [f alead is removed and repesitioned, inspect it carafully for
insulator or conductor coi# damage before repositioning.

Magnetic resonances imaging (MAl) - An MR is a type of
medical imaging that uses magnetic fiedds to create an intemal
view of the body. If certain criteria are met and the wamings and
pracautions provided by Medironic are followed, patients with an
MR Conditional device and Jsad system ars abils to undergo an
MR scan; for details, refer to the SweScan MRI technical manual
that Madironic provides for an MR Conditional device.

Diathermy treatment (including therapsutic ultrasound) —
Diathermy is a weatmaent that involves the therapautic haating of
body tissues. Diathermy treatments include high frequency, short
wave, microwave, and tharapeutic ultrasound. Except for
therapeutic ulirasound, do not use diathermy treatments on
cardiac device patients. Diathermy treatments may result in
serious injury or damage to animplanted device and lead system.
Therapeutic ultrasound (including physiotherapy, high intensity
therapautic ultrasound, and high intensity focused ultrasound), is
the use of uktrasound at higher energies than diagnostic
ultrazound to bring heat or agitation into the body.

ultrasound is acceptable if treatment is parformed with a minimum
saparation distance of 15 cm between the applicator and the
implanted device and lead system, as long as the ultrasonic beam
is poirting sway from the device and lead system.

& English
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S Potential adverse events

The potential adverse events related 1o the use of transvenous
leads include, but are not imited to, the following patiem-related
conditions:

6 6 0 66 ¢ 6O PRGOS S QLR OESEE

air embolism

cardiac digsection
cardiac perforation
cardiac tamponade
coronasy sinug dissection

death

endocasditis and pericarditis

erosion through the skin

extracardiac muscle or nerve stimulation
fibrilation or other arrhythmias

heart block

heart wall or vein wal rupture
hematoma/seroma

infaction

myocardiad irritability

myopotentiol sensing

pericardial effusion

pericardial rub

pneumothorax

bady rejection phenomena including local tisgue reaction
threshold elevation

t#wombosis

thrombotic embolism

valve damage {particularly in fragile hearts)

Additional potential adverse events related to the lead and the

programimed paramsters inchude, but are not imited to, the
following:

Potentisl adverse Indicator of poten~  Corrective actions
svent tial adverse svent to consider
Lead diglodgement®  Intarmittent or contin-  Reprogram the LV
uous loss of captura  pacing polarity.
or LV EGM signal Regosition the lead.
intogrity
sonsing)®
Laad dislodgement*  Intermitient or contine  Reprogram the LV
UoUS oversensing pacing polarity.
Reposition the lsad,
Lead conductor frac-  Intermittent or condin-  Raplace the lsad.
e vous loss of Raprogram the LV
or LV EGM signal pacing polarity.
imegrity (including
sensing)*
Composed: 2015-05-01 07-18:08
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Transient loss of capiure or LV EGM signal Intsgrity (including sansing)
may ocour following surgery until lead stabilization takes place. If
stabilization does not occut, lead dislodgemnent may be suspected.

Implant techniques that may damage the lead include, but are not
kmited to, the following techniques:

502115008

Categaty: Loads single phg.
Size: 7,125 x 8 {181 X203 mm)
Potontial adverse  Indicstor of poten-  Corrective actions Warning: Do not force the guide catheter or lead ¥ significant
svent tisl adverss svent (o consider resistanca is esncounterad. Use of guide cathaters or leads may
Lead conductor Ingu-  intermittent or contin-  Repiace the lead. cause irauma o the heart.
lation fallure uous loss of capture  Reprogram the LV
or LV EQM signal pacing polarity. To implant the Attain Pesforma S MRI SureScan 4598 LV lead in a
intagyity (including gelected cardiac vein, a compatible delivery system is required,
sensing)® such as a Madtronic delivary eystem. A compatible delivery
Theashold slevation  Loss of capture* Adjust the implanta- systam inciudss a guids catheter and sither a hamostasis valve or
or exit block bie device output. an introducer valve that can be removed or that allows passage
Reprogram the LV over the lead connectos. Contact a Medtronic representative for
m”“"ﬁ wl'ﬂw fion further information regarding compatible delivery systems.

Proper surgical procedures and glerlle techniques are the
responsibility of the medical professional. The implant
procedures described in this manual are provided for information
only. Each physician must apply the information in these
instructions according to professional medical training and
axperience,

8.1 Placing the right ventricular lead

knplant techniques
that may damepe  Possible stlecis on  Correciive action to When deciding which ventricular lead to placa first, consider the
the laad the lead consider ease of coronary sinus cannulation and the need for backup
Forcing the lead Blactrade, conductor  Replaoe the lead. pacing.
through the Intro- coll, or insulation
chicer/delivery systsm  damage 8.2 Preparing the delivery system
Useoftoomedial of  Conductor coll frace lace the lead. . N "
an approach with e, ingulation dam- Rep Prepare the delivery system for leadimplantation according to the
venous introducer age instructions in the product documentation packaged with the
ammgﬁu In clavicie delivery system.
vib hinding

Using 1oos#a syet ~ Conductorcolnsa- - Repiace the ead 6.3 Venous access

perforation Warning: Backup pacing should be readily avallable during
Punciuringthe perios-  Conducior coll frace the lead.
mmw"ﬂ el ac- Replace mm.mumeddvaysymoﬂeadsmmemm
muww e 1. To access tha subciavian vein, use a preferred method
resulting in binding based on professional axpsrience.
Atvancing the lead Tipdistoriion orinsu-  Replace the lead. W:anwnoqnamiss,mhaﬂhm
through tha non-coro-  (ation perforation outlet syndrome, may precipitate pinching and subsequent
nary central access fracture of the lead.
veing without the Caution: Insertion should be done as far lateral as possible
stylet or guide wire to avoid clamping the lead body between the clavicle and the
fully inserted first vib (Figure 1).
Inserting the proximed  Lead tip seal damage  Replaoe the lead.
ond of the guide wire  or conductor Figure 1.
throughthe lead tip  colinsulation dam-
seal withoutusing he  age
wmmmm

€ Implant procedure

Warning: Before implanting a SureScan system, consikier the
risks associated with removing previously implanted leads.

Abandonedleads or previously implanted leads not tested for MAI
compatibility compromise the ability to safely scan the SureScan
system during MR scans,

Engilish 7
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Figure 2.

2. Inroduce a J-shaped introducer guide wive and
percutaneous introducer sheath
3. Introduce tha gjdecamm”mhu«'tomme

cononary sinus.
mmcmmmmmmmm @ @

6.4 Obtaining venograms

Badore placing a laad in the coronasy sinus, obtain venograms.
ars racommended to assess a route for passage and

a site for final placement based on the size, shape, location, and
tortuoeity of the veins. Also, venograms may be useful in
identifying suspected coronary sinus trauma. For information on
;Mnga\:’awgrambyusingammbﬂommm s0e

& product documentation packaged with an appropriate
venogram balloon catheter. 1 Stylel fully withdrawn

6.5 Inserting the lead into the delivery system 2 Shct iy bmeried

Warning: if a stylet is used for lead positioning, use only the 2. Insert the lead into the delivery system. Sas the dalivery
stylets packaged with the lead or in a stylet kit (downsize knob). system product documeniation for additional information.

Always use a stylet that is 3 cm shorter than the lead length ksted
on the IS4 connactor label. Other stylets may extendbeyond the ~ 0:0 Lead placement

lead Uip causing injury or perforation of the cardiac vein orheat. 13,4 atin Performa S MRI SureScan 4598 LV fead can be placed
with the aid of a guide wire, & stylat, an inner cathster, or an inner

Warning: Do not force the load it gignificant resistance ia "
ancountered duting lead passage. The use of guida catheters or cathetar phus a guide wire or a stylet.
keads may cause trauma to the heart. Styfet delivery - If the patient's anatomy features gentie vein
anguiation off the coronary sinus and the cardiac vein branch is
Caution: Usa care when handling the lead during insertion. nat tortuous (Figure 3}, a stylet may be ussd for lead delivery.
* Do not severely bend, kink, or streich the lead. Figure 3.
¢ Donoct use surgicalinstruments to grasy the lead or connector
pin.
The following steps may be used to insest the lead:
1. Insert a straight stylet or a guide wire into the lead to vary the @
shape of the distal end of the fead (Figure 2). @
Note: When a stylet is fully inserted, the distal tip of the stylet
does not reach the distat tip of the lead. 1 Coronary sinus
2 Cardiac win
Guide wire delivery - Ifthe patisnt's anatomy features acute vein
angulation off the coronary sinus and the cardiac vein branch is
tovtuous (Figure 4), & guide wire may be used for [ead delivery.
8 Englsh
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Figure 4.

1 Tortucus cardlac vein branch with gentie angulation from tha
cotonary sinus

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

6.7 Placing the iead using a stylet

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

Warning: To minimize the lkelhood of trauma to the vein and to
rainain lead flexibility while advancing the lsad thvough the vein,
kesp the stylat withdrawn 1 to 2 cm or select a mora flaxible stylet.

Caution: Do not use a sharp chject to impart a curve to the distal
end of the stylet. Imparting a curve to the stylet can be
accomplished with a smooth-gurface, eterile instrument

R

Note: If it is difficult to advance the stylet around a bend, consider
using a different stylat. More flaxible styletz are recommended for
tortuous anatomies. Firmer atylets are recommended where
additional support is needed.

There are many techniques that may be used to advance thelead
into a cardiac vein using a stylet. The choice of technique is leftto
the discretion of the physiclan,

6.8 Placing the lead using a guide wire

Warning: Do notinsert the proximal end of the guide wire through
the lead tip seal without using the guide wire insertion tool.

502115008

Insesting the guide wire without the guide wire insertion tool could
damage the lead tip ssal or the conductor coll or insulation.

Warning: Damage 1o a guide wire may prevert the guide wire
from performing with accurate torque response and control and
may cause veessl damage, For additional information about
vesgel damage and other potential adverse events, refer to the
technical manuad packaged with the appropriate gukie wire.

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

Notes:

» Medtronic racommends using guide wires 0.36 mm to
0.46 mm in diameter. Cortact a Madironic reprasentative for
further information about recommended guide wires.

+ Congider soaking the guide wire in a heparin solution before
msertion to minmize the risk of thrombus formation during
use.

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

Use the following steps to prepare the guide wire for use:
1. Select a guide wire.
(fthe patient has tortuous anatomy, a move flexible guide wire
ie racommendad. if additional support ic needed, use a
firmer guide wire.
If you are using an Attain Hybrid guide wira, the steps
involving the insertion tool (Step 2 through Step 4) do not

apply.

2. Insert the guide wire into the lead by placing the distal
(flexible) end of the guide wire into the lead connector pin
using the guide wire insertion tool included irt the package
(Figure 8). To prevent the lead from dislodging from the guide
wirs insertion tool, grasp the lead and guide wire insartion
tool firmly between thumb and
Mon.mniﬂrrmmeriskofdmagingmwdemm.be
surs that the flexible section of the guide wire is fully insertad
into the lead before removing the guide wire insertion tool
from the lead.

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

Figure 8.

®

1 Guida wirs
2 Lead connector pin

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

Engfish 8
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4. Remove the guide wira insertion tool by sliding the tool off the
ond of the guide wire,
5. Position the guide wire stearng handle (Figure 7):
For an Attain Hybrid guids wire, preload the guide wire
stearing handle onto the guide wirs before loading the guide
wire inio the connector pin on the proximal end of the lead.
For other guide wires:
a. Advancathe guidewire steering handie over the proximal
{rigid) and of the guide wire,
b. Tighten the guide wirs steering handie onto the guide
wire near the lead connector pin.

Figure 7.

® ~ @

1 Guide wire staaring handle
2 Load connector pin

6. Attach the guids wire clip to the guide wire and secure it
within the sterile field. Medironic racommends securing the
guide wire clip to the patient's eterile surgical drape.

As an alternate approach in situations where the guide wire is
akready in place, the lead can be loaded over the guide wire using
the guide wirg ingertion tool.

insart the guide wire into the lead by placing the proximal {rigid)
end of the guide wire into the distal lead tip using the guide wira
insertion tool included in the package (Figure 8).

Notes:

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

» Grasp the lead and gulde wire ingsrtion tool batween your
thumb and forefingar 1o prevent the lead from dislodging from
zeouidewiremuﬁomoolwtieyoumwefﬂngthewide

re.

» Baswratoremovethe guide wira insertion tool, through the slit
in the guiie wive ingertion tool, before lead implant.

1 Guide wirs
2 Load distal tip

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

Caution: f the distal end of the guide wire becomes sevaraly
kinked or twisted, {t may be difficult to withdraw it back through the

10 English

lead. Therefore, if there is an indication that the distat end of the
guide wire has become damaged, or if there is significant
resistance in guide wire passage, ramove the lead and guide wire
together as a unit. Removethe guida wire from the lead and Insert
a new guide wire into the Jead. Do not use axcessive force to
retract the guide wive from the lead.

Notes:

» [fthaleadis not advancing, or if the lead and guide wire sesem
to be sticking together, thera may be thrombus on the guide
wire at the lead tip. Remowve and inspect the lead and guide
wire. Consider using a new guide wire. Reinsert the lead and
the guide wire as described in previous stepe.

* ¥itis difficull to advance the guide wire around a bend,
consider using a diffsrent guide wire. More flexible guide
wiree are recommendad for tortuous anatomias. Firmer guide
wires are recommended where additional support is naeded.

There are many technkjues that may be used to advancs ths lead
info & cardiac vein using a guide wire, The cholca of tachnique Is
{eft 1o the discretion of the physician.

6.9 Fixating the lead
Fixation is achieved the same way regardiess of lead placement.

Using fluorascopy for guidance, fixate the lead by wedging the 3
curves of the lead into the cardiac vein {Figure 8).

Figure 9.

—__

For optimal electrical periormance and fixation, place the proximal
elactrode in the setacted vain, not in the coronary sinus,

Note: ¥ the selected vein is large, it may be neceesary to position
the lead in a smaller cardiac vein in order to achieve lead fixation.
For optimal electrical performance, Medironic recommends
alectrade-tissue contact.

6.10 Taking slectrical measurements

Tha Attain Perfonma S MR SureScan 4558 LV lead was designed
to provide pacing via selectable slectrodes. The 16 available
pacing polarities are shown in Figure 10,
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Figure 10.
® RViead Wiead
7]
AV ool wa
we
w1
®
RV bl
RV col
1 Extended bipolar pacing polarities

2 Bipolar {reversible) pacing polarities

Extended bipotar pacing is available using this lead in
combination with a compatible CRT-D system and RV
defibrillation iead. The 4 available pacing polarities Includa:
LV1 to RVeoll

Lv2to RVcoll

Lv3 to RVeoil

LV4 to RVcail

Bipolar pacing is available using this lead in combination with a
compatible CRT-D system. The polarity of each of the 6 electrode
pairs can be reversed to vield atotal of 12 bipolar pacing polarities:
LVt o LV2, LVZ to LV

V1 to LV3, LV3to LV1

V1 to LV4, LV4to LV1

Lv2to LV3, LV3to LV2

V2o LV4, Lv4 to LV2

LV3to LV4, LV4 to LV3

Nots: i you ara monitoring the LV EGM signal whentheLV2to
LV3 or LV3 to LV2 pacing polarity is selected, the signal
amplitude may be attenuated compared to other pacing
configurations such as LV1 to RVcoil. This signal attanuation
is an expactad characteristic of the

Attain Performa S MR SureScan 4588 LV sad with the short
spacing between electrodes LV2 and LV3,

Caution: Before taking slectrical or defibrillation efficacy
measurements, move objects made of conductive materiale, such
as guide wires or stylets, away from all electrodes.

Note: Befora taling electrical measuremerts, it is recommended
that you retract the stylet or guide wire, ingide the lead lumen, to a
point proximal of all electrodes. This action allows the lead tip to

MISED24ANCH A Madtronic Confidential
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resume its normal shape, enabling appropriate electrode-tissue
contact to occur.

Tha AccuRead 2.0 analy2er cable intorface tool is used to
faciitate accurate electrical measurements during implant.

Caution: Use the AccuRead 2.0 cable interface tool when
connecting analyzer cable terminals to the lead connector. This
tool enables you 10 take accurate alectrical measursments at
implart while reducing the risk of connector damage, electrical
bridging, or alecirical shorting. Tha potential tor connector
damage, bridging, or shorting is due 10 variations in analyzer cable
terminals and dusto the width and proximity of the contacts (rings
and pin} on the IS4 connector.

Usa the following steps to take electrical measurements:

1. Ensure that the lead connector is inserted into the
AccuRead 2.0 tool com If the AccuRead 2.0 tool is
gopen{‘a’mdled,mmmn is accessible (see

gwe 11).

Figure 11,

@®

2. Attach a surgical cable 10 the lead connector. Use the
AccuRead 2.0 cable interface tool to guide the alignment of
the cable clips with the contacts on the lead connector. The
toolhelps o ensure that accurate readings are obtained. See
tha lead drawing in Chapter 7 for information about the
aimmemofﬂ'leleadmmmwlﬂlﬂlebw

a. Uumwmmmmuamw
analyzer, for obtaining electrical measurements. For
information on the uss of the implant support instrument,
consult the product documentation for that device,
Satisfactory lead placement is indicated by low stimulation
thwesholds and adequate sensing of intracardiac signal
amplitudes.
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Notes: Figure 12.

s A jow stimulation thrashold provides a desirable safety
mangin, alowing for a possible rise in thresholds that may
occur within 2 months following implant.

* Adequate acute LV EGM signal amplitudes ensure that
the [ead is propersly sensing intrinsic cardiac signals,
Minimum signal requiremerits depend on the sensitivity
capabilities of the device. Acoeptable acute signal
amplitudes for the lead must be greater than the
minimum device sensing capabilities. Bs sure to include
an adequate safaty margin 10 account for load matwity.3

Table 1. Recommended measuraments at implant®
Measurement recommended Loft ventricle
Maximum acute stiwdation thresholde® 3.0V
Minimum acute LV EGM gignal ampiitude 4.0 mv®

2 Assuming 500 C rasistance,

b At a pulce width setting of 0.5 ma,

*The LV BGM aignal amp¥iude for the LV2 to L3 and LV3 to LV2 pacing

wmm1wwmummomdwmpmmm”

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

5. Check for phrenic nerve stimulation by pacing at 10 Vanda
pulse width satting greater than 0.5 msa. Then obsarva for
diaphragmatic contracting either by fluoroecopy or direct
abdominal palpitation. Further testing may inckide patient
positional changes to simuiate upright chronic conditions. Iif

mai:ﬂnmmuaﬂmhwtold;

nerve stimulation may nacessitate the

polultyonq:om?mdmelead 2o pecing 1 Removing the AccuRisad 2.0 100 from the connector pin

8. The AccuRead 2.0tool may be remaved from a guide wire or 2 mgwmzowmumwmudmm

stylet using the elit on the side of the tool {(see Figure 12).

6.11 Removing the guide catheter from the lead

Note: if an Attain Hybrid guide wire was used for placament of the
lsad, go to Step 2. It is not necessary to replace the Attain Hybrid
guide wire with a stylet for catheter removal,

Onoe the lead is in the final pasition, remove the guide cathater
from the lead:

1. K used, remove the guide wire and guide wire insartion tool.
Replace the guide wire with a siraight stylet (downsized
knob). Insert the straight stylst into the lead to the
mid-coronary sinus.

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

Note: For Medironic slittable delivery systems, use a slitter
compatible with a 1.75 mm (5.3 French) lead body.

3The LV EGM signal amplitude for the LV2 10 LV and LV3 10 LV2 pacing polarities may be atenuated comparad 1o other pacing polerities such as L1 to Rveoll.
12 English
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3. Carefully and completely remove the stylet or Altain Hybrid 6.14 Ptacing the device and jead into the pocket
guide wire. When removing the stylet, grip the lead fiemly
close to the distal and of the connactor pin; gripping the lead Cautlon: Use care when placing the device and leads into
atthis Jocation helps pravent possible lead tip diskodgement. the pocket.

4. Ensuwe that the lead connector is ingerted into the E that the leads do not leave the device at ute
AccuRsad 2.0 analyzer cable interfacs tool and then repeat iverng sdo y anae
the electrical measurements. See Section 6,10, “Taking * Do not grip the lead or device with surgical instruments.
dlectrical measursments”, page 10. » Do not coll tha lead. Coiling the lead can twist the lsad body
6.12 Anchoring the lead and may result in lead dislodgement (Figure 15).
Figure 15.

Caution: Use cars when anchoring the lead.

* Use only nonabsorbable sutures to anchor the lead.

e Do not attempt to remave or cut the ancharing sleeve.

* Do not use the anchoring sleeve tabs for suturing.

* mmmguummmmungm

* Do not sacure sutures so tightly that they damage the vein,
lead, or anchoring sleeve (Figure 13).

* Do not tie a suture directly to the lead body (Figure 13).

Figure 13.
Use the lollowing steps to place the device and leads into the
% 1. Topreventundesicabletwisting of the lead body or bending of
the lead body at an acute angle, ratate tha device to wrap the
axcess lead length loosely (Figure 16).
Figure 16.
Anchor the tead using all 3 grooves: :
1. Position the anchoring sleeve against or near the vein. [\ AN \
2. Sacure the anchoring slesve to the lead body by tying a (@ 0‘ / _
suturs firmly in each of the 3 grooves (Figure 14). \ . ‘
Figure 14.

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

€.15 Post-implant evaluation

3. Usoatleast1 addtlmalsumeinmfmeurow_eetosme After impiant, monitor the patient's slectrocardiogram until the
the anchoring sleeve and lead body to the fascia. pm:ummnalmauodgu it usually occurs during
pogtoperative period

6.13 Connacting the lead the immadiate

Recommendations for verifying that the lead is properly
Cautlon: Befora conneacting the lsad to the device, always remove

implant tools such as a stylet, guide wire, or AccuRead 2.0 cable P“Wmmvgwmz&u:nmu‘:mns
inerface tool. Failure to remove implant tools may result in lead pre-hospital discharge, 3 months plant, and avery

failure.
In the event of a patient death, explant all implanted leads and
Connect the lsad to an implantable devica. "
1. Insent the lead connector into the device connector block. l“.‘mrfomnﬁ“unnmupunmw Medtronic with a completed Product

Consult the product documentation packaged with the
implantable device for instructions on proper lead
commections,

2. Take elactrical measuremants through the device.

English 13
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7 Speciiications Parameter 4508
7.1 Specifications (nominal) ml.vupml':-s 2 mm
mal):
Pacamoter s Conductor resietance LV 22 450 (78 om)
Serial number prafix auc 24 16 ) (88 cm)
Type Quadripolos slec- w2 1924 Q2 (78 cm)
trode 21250({88cm)
Chamber paoad LaRt ventricle wa 1824 0 (78 0m)
Length 78 and 88 om 21 24 0 (88 cm)
Material Conducior: 25% Ag-core-
MP3SN Stecoid Dexamethasone
acatate
pdeton: m&m@ Combined total of steroid <1.0mg
(Innerjs Storoid binder  Silicone rubber
Blacirodasg: Platinum iridium
alloy with thanium *Technology developed by NASA.
niiride coaling
Connoctorpin:  MP3SN
Connector MP3sN
rings:
Molded tip Silicons rubber
seal:
Electrode configuration Radiused, titanum-
nitride-coatad, ste-
rold-shuting
Diameter Lead body: 1.75mm
{5.3 French)
Elacirodes: 1. 20 mm
(5.1 French)
Spacer 1.30 mm
betwoen alec- (3.9 French}
trodes LV
{distal) and
e
Spacer 1,57 mm
batween elec- (4.7 French)
odes LV2 and
w3
Spacer 1.30 mm
botween elet- (3.9 Franch)
trodes LV3 and
LV4 {proximal):
Iled‘hmcdel‘u:zdm— 1.90 mm
fomn {recommen 5.7 Fronch)
nner dizmstar) \
Diagnoetic guide wire 0.38 mm 1o 0.46 mm
(l:’conmndaddim
Elecvode surtace amsa 5.8 mm?
Distance between elec~ Blectrode LV 21 mm
trodes {dletal) to Lv2:
Blectrode LV2  1.3mm
tolva:
14 English
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Catagory: Loacks single phg.
Size: 7.125 x8in (181 x 203 mwn}
7.2 Specifications drawing (nominal) 8 184 connector
7 Contact Lv4
Figure 17. 8 ContactLV3
9 Contact LV2
10 Contact LV4

8 CE mark of conformity
mfuluwingCEmarkdwnfoﬂnﬁyapplutommddm

Ce0123

9 Explanation of symbols on package labeling
Refer to the package labels to see which symbols apply 1o this

] product.
Table 2. Explanation of symbois on package labeling
—® Symbol Explansiion

c€0123 Conformité Européenne (European Conformity),
This symbol means that the device Jully complies
with applicable European Union acts.

Do not use ¥ package is damaged

Do not reuse

+XX°C
+XX°F Upper Kmit of temporsture

L

[sree]eo] Sterfized using ethylene oxide

[ STERRE J €0 |
ﬂ Congult instructions for use
(L]

6
0

Consult instructions for use st this webske

TN OB,

Data ¢ manutacturs

pacing surface area
2 Electroda LV2: nominally 5.8 mm? geometric pacing surface area
3 Electrode LV3: nominalty 5.8 mm? geometric pacing surface area
4 FEloctrode LV4 (the proximal electrode): nominally 5.8 mm? geometric
pacing surface arsa

5 Anchoring sioova

1 Electrode LV WUW):MMS.BWW “ Manufacturer”
3 -
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Table 2. Explanation of symbols on package labeling {continued)

502115008

:

2. Explanation of symbols on package labefing (continued)

Symbol Explanation
REF Reorder number
ec | rer mmmmmhmewm
Serial number

Open here

Inner diameter

O+B>BRQ Fe
g
|

:

Lead length

Catheter dolivered OTW

Lead

Trangvenous cardlac veln pacing laad

Transvenous ventricular lead

Transvenous atrial lsad

Transvenous isad with one defibrilation slectrode

it Yl

16 English
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Explanation
mmmsmmmmmdm

Lead intrackicer

Lead ntroducar with qulde wire

J-shaped

= ELI L] e [ ] ] 4] B
§
§
i

SureScan kogo

g
§

MR Conditional

>

10 Medtronic disclaimer of warranty

For complete disclaimer of warranty information, see the
accompanying disclaimer of warranty document.

11 Service

Medtronic empioys highly trained representatives and snginesars
ocated throughout the world 1o serve you and, upon request, to
provide training to qualified hospital personnal in the use of
Medtronic products. Medtronic also maintaine a profossional staff
to provida technical consultation to product users. For more
information, contact your local Medtronic reprasentative, or call or
write Medtronic at the appropriate telephone number or address
listed on the back cover,
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1 Descripcién

El cable VI intravenoso con electrado tstrapolar y dilucién de

esteroides mediante una gula

Attain Performa S MRI SureScan 4596 de Medironic estd

disefiado para estimulacién a través de un vena cardiaca. Se ha

probado el cable para utikzarse en el entomo de imégenes por

resonancia magnética (MRf). Todas las longitudee para este

modelo de cable son compatibles con MRl en condicionss

especificas. Esta cable contiene 4 alactrodos disefiados para

funcionar como céitodos o dnodos, dependiendo de como se
programe la polasidad de estimutacion Vi del diaposiivo:

+ electrado Vi1, 8l electrodo distal, colocado cerca de la punta
dsﬁldalcahle

o electrodo VI2, colocado 21 mm proximal al electrodo VI

s electrodo VI3, colocado 1,3 mm proximal al electrodo ViI2

* glectrodo Vi4, el electrodo proximal, colocado 21 mm
proximal al electrodo VI3

Consulte la Seccidn 6.10, "Mediciones eléctricas”, pagina 25
para obtener informacion sobwe lae opciones de polasidad de
estimulacién VI.

El conector tetrapolar en knea IS4-LLLL! de Medtronic del cable
facikita Ia conaxion del diepositivo durante la implantacion. La
punta de la clavija de conexidn tiene una banda indicadorablanca
que puede ulilizarse para confiemar visualmante la correcta
conexion del cable al dispositivo,

Los contactos del conector se alinaan con los electrodos del
cable, VI1 con Vi1, VI2 con V12, elc.:
s contacto del conector VI, la clavila de conexidn, colocado en
la punta proximal del cable (s& alinea con &l slectrodo V1)

502116-008

s contacto del conactor VI2, colocado distal a la clavija de
conexién Vi1 (se alinea con el electrodo VI2)

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

¢ contacto del conector Vi4, colocado distal al contacto del
conector VI3 (se alinea con el electrodo Vi4)

Consulte la Seccidn 7.2, *"Dibujo de especificaciones
(nominales)”’, pagina 30 para ver una dlustracion de jos
electrodos del cable y los contactos del conactor.

La purta distal del cable parmite que una guia pase a través de él
para ayudar a seleccionar la vena cardiaca. La punta dispone de
una membrana de silicona que sella ol lumen interior del cable
para reduck la entrada de sangre.

Cada slactrodo contiens un dispositivo de iberacién controlada
monolitico (MCRD, por sus siglas en inglés} para la elucién del
esteroide con el fin de reducir ia respuesta inflamatoria deniro de
|a vena cardiaca. Los MCRD contienen una dosis total
combinada de <1,0mg da esterokie acetato de dexametasona. Al
exponerios a loe Nquidos corporales, los MCRD diluyen los
asteroides. Los estervides suprimen la respuesta inflamatoria
que se cres Que cauaa las slevaciones dst umbral agociadae
habitualmente a los electrodos de satimulacion implantados.

Loe electrodos se colocan en relacion con las 3 curvas distales
del cable para facilitar el contacto con las venas cardiacas.

El aislamiento exderior del cable es de poliuretanc y el alstamiento
interior e de pollimida St (SI-P1)2. La polimida S1 se aplica como
recubrimiento al cable conductor antes del babinado,

El cable Vi Attain Parforma S MR) SuraScan 4558 pueda
colocarse con ayuda de una guia, tin flador, un catéter interno, o
un caldter intemo mds una guia o un fiador.

Para implartar el cable en la vena cardiaca selaccionada se
necesita un sistema de implartacién compatible. Un sistema de
implantacion compatible incluye un catéter guia y, o bien una
véivula de hemostasia o una vdhwila introductora que se puedan
ratirar o que permitan el paso por el conector del cabls, Péngass
en contacto con ol representante da Medtronic si degea més
informacidén sobre los sistemas de implamacién compatibles.

1.1 Sistema SureScan de Medtronic

El cable Modelo 4598 forma parte del sistema SweScan de
Maedtronic. El sistema SuraScan incluye un dispositivo SureScan
de Medtronic conectado a cables SureScan de Medtronic. En ol
etiquetado de los componentes del sistema SureScan aparecen
ol logatipo de SureScan y et simbolo de Compatible con MRl en
condiciones eapacificas.

' 184-LLLL hace refesancia a la norma intemationsl Connector Standard (150 27186:2010), por la cusl 5o garaniizaque los radores deimpulscs y cables con aata
mwm’ J ¥

designacién disponen de una interconaxidn mecinka basica, LLLL dafine los cal cable como vo
2 Tecnologia desamollada por la NASA, b
) Espafiol 17
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Q Logotipo de SuraScan
Simbolo MAI compatible determinadas condiclo-
nes. El sistoma SureScan de Medtronic s compatinle
MR con MP1 sn condiciones y e8t4 diseftado
para permitir gue los pacientss con un
6e sometan auna exploracion MM bajolas
condiclones da uso de MR espacificadas.

La funcién MRI SureScan posibilita un mado de funcionamiento
on ol que un pacients con un disposiivo SureScan pueda ser
axplorado por un sistema de resonancia magnética mientras su
dispositivo contintia proporcionando la estimulacion adecuada.
Cuando la funcién MR SureScan esté activada, se deshabilita la
deteccion de arritmias, of modo imén y todos los diagndsiticos
definidos por of usuario. Antes de realizar una sxploracién
MR, consufte ¢l manual técnico de MRI SureScen para
obtener informacién importants sobre los procedimientos,
asi como las advertencias y medidas proventivas
sapecificas de MRI.

1.2 Contenido del envase

Los cables y los accesorios se proporcionan astériles, Cada
envage contions el siguiente material:

1 cable con manguito de fijacion

1 herramienta para la insarcion de la guia

1 pinza para la guia

1 mango de direccion para la guia

4 fiadores

2 hesramientas interfase para cable de analizador
AccuRead 2.0

« documantacion del producto

1.3 Descripcién de log accesorios

Deseche todos los accesorias de un sofo uso de acuerdo con los
requisitos madicambientales locales.

Herramienta AccuRead 2.0 - La hermamienta interfase para
cable de analizador AccuRead 2.0 gula la consxidn de los
terminales del cable del analizador con los contactos del conector
del cable. Esta conexion facilita ka realizacién de mediciones
eléctricas pracisas durante Ia implantacién y previene posibles
dafios en el conactor.

Manguito des fijecién - El manguito de fijacion evita que el cable
&6 mueva y protege el aiglamiento det cable y los conduciores
ante posibles dafios caugados por suturas apretadas.

Pinza para guia - Lapinupuahgulauﬂalag.l’awbmntey
ayuda a protager y mantener su estesilidad

Herramienta para la Inuﬂ:léndolaﬂuia-uhmaniem
para la insercidn de la guia de angloplastia proporciona mayor
control durante la insercion de ésta en la clavija de conexion o la
punta del cable.

Mango de direccién de la guia - El mango de direccién de la
guia se utiliza Unicamente con guias de didmetro igual o infadora

18 Espafio!
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0,46 mm. El mango de direccién proporciona un condrol adicional
sobre ol direccionamiento v la rotacién de la guia.

Fiador - El fiador proporciona rigidez adicional y flexibikdad
controlada para Hevar & cable hasta su posicion, Cada botén del
fiador Neva ndicado su didmetro y la longitud del cable
comespondiante,

2 Indicaciones

El cable tiene aplicacion como parte de un sistema de
estimulacion biventricular de Madtronic.

3 Contraindicaciones

Antes de realizar una exploracién MR1, consulte of manual
técnico de MRI SureBcan pars ver |as contraindicaciones
especificas de MRL

El cable Modalo 4595 estd contraindicado en los siguientes
Casos:

Vasculstura coronaria = Este cable esté contraindicado en
pacientas con una vasculatura vanoea coronaria inadecuada
para la colocacion del cable, tal como seindica en el venograma.

Uso de estercides - El cable estd contraindicado en pacientes
para los que pueda estar contraindicada una dosis Unica de
1,0 mg de acetato de dexametasona.

4 Advertencias y medidas preventivas

Se necesita un sistema completo SureScan para utilizario
en ¢l entorno MAL Antes de realizar una exploracion MRI,
consulte ol manual técnico de MRI SureSoan para ver las
advertencise y madiias preventivas especificas de MAL

Nota: En ol manual qus se incluya con &l dispoaitivo o en el sitlo

wab da la Biblloteca de manuales de Medtronic

(www.medironic.com/manuals) s8 advertencias y

medidas preventivas de procedimiantos médicos que son

aplicables al sistema implantado de Medtronic,

inspeccién del enwase estéril - Inspeccions detenidamente el

envase estérll antes de abriro.

¢ Si ol pracinto 0 ol envase estén dafiados, pongase en
contacto con un rapressntants de Madtronic.

* No almacans este producto a temperaturas superiores a

40 °C,
* No wnlice af producto pasada la fecha de caducidad.
Esteriilzacién - Medtronic ha esterilizado el contenido del
envasa con éxido de etilano antes de su envio, Este cable es de
un s0l0 uso y no se debe volver a esterikizar.
Para un solo uso - El cable y otros accesorios sélo pueden
utillzarse una vez.
Equipo hospitalaric nacesario — Deberd mantenerse cercaun

equipo de desfibrilacién extema preparado para su usoinmediato
durante las prusbas del sistema de cables agudos y ol

Composed: 2016-05-01 07:16:068
NEL-Siyleshast C 18-MAR-2015



Prinfing Inetructions: doc #163256 502115-008

Category: Laads aingle pkg.
$i20: 7.128 x 8 in {181 x 203 arwnj

procedimiento de implantacion, y sismpre que exista la

poeibilidad de gue se produzcan anitmias, ya ssan sspontaneas

o inducidas intencionaimente, duramte las prusbas posteriores a

la implantacién.

Desfibrilacién externa y cardloversién — La desfitwilacion

extema y la cardioversion son terapias que adminisiran una

desacarga eléctrica an el corazén para convertir un ritmo cardiaco
anémalc en un rfimo nommal.

Loe dispositivoe cardiacos de Medtronic estén dieefiados para

soportar la exposicién a desfibrilackin extermna y cardioversion.

Aunque es infrecuents que se produzcan dafios en un sistema

implantado debido a una descarga eléctrica, la probabilidad

aumenta a medida que se elevan los nivelss de energia. Estos
procedimisntos también puaden elevar los umbrales de

estimutacién o dafiar ol miocardio de forma temporal o

parmanente. Si s necesasio realizar una desfibrilacién externa o

cardioversion, congidere las medidas preventivas siguientes:

o Uiilice la energia mis baja que sea adecuada desde ol punto
de vista clinico,

* Sitde los parches o palas como minimo a 15 cm da distancia
del dispositivo.

. Culoqualospammopnlaspemendlcmaresaldapouﬁwv
al sistema de cables.

» Sise administra una desfibrilaciin externa o cardioversidn a
menos de 15 cm de distancia del dispositivo, utifice un
programador de Medtronic para evaluar ¢l dispositivo y ol
sistema de cables.

Equipo alimentado por la red eléctrica y mediante pilas - Un

cable implantado forma una via de comiente directa al miocardio.

Durante laimplantacién del cable y las pruebas, utilice solamente

equipos alimentados mediante pllas 0 equipos conectados a

tomas de corriente especificamente disefiados para este fin con

el objeio de proteger al paciente ante la fibrilacién que pudieran
provocar las corrientes aitemas. El equipo alimeantado por la red
eléctrica que se utilice cerca del paciente deberd estar
adecuadaments conectado a tierra, Las clavijas del conector del
cable deberan estar aistadas de cualquier fuga de coniente que
pudiera surgir del equipo alimentado por la red eléctrica.

Dispositivos concurrentes - Los impulsos da aalida, en
aspecial los procedentes da dispositivos monopolares,

afectar de forma negativa a las funciones de deteccion del
dispositivo. Si un paciente necesita otro sistema de estimutacion,
permanente o tamporal, deje espacio suficiente entre los cables
de los dos sistemas para @vitar interferencias an las funciones da
deteccién de los dispoeitivos. Generalmeante deben axplantarss
los generadores de impuisos y los desfibriladores autométicos
previaments implantados.

Uso de estercides — No se ha detarminado si las advertencias,
maedidas preventivas 0 complicaciones que normalments se
asocian al acetato de dexamatasona inyectable se aplican a la
utilizacidn de este digpositivo de kberacion controlada y muy
localizada,

Embarazo - Se ha demostrado que el acetato de dexametasona
administrado en dosis equivalentes a la dosis humana pueds
tener efectos teratdgencs en muchas especies, No exdsten

estudios suficientes y correctamente comparados con mujeres
en perfodo da gestacidn. Se debe congiderar ia utilizacion det
acetato de dexametasona durania la gestacion solo si el beneficio
potencial justifica los posibles riesgos para el feto. Los sstudios
realizados con ratones, ratas y conejos han demostrado gue los
adrenocorticoides aumentan la incidencia de fisura palatina,
insuficiencia placentasia y aborto espontdneo, ademas de
disminuir el indice de crecimiento intrauterino.

Madres lactantes - Los corticoesteroides administradoe por via
sistémica estdn presentes en la leche matema y podeian inhibir of
crecimiento, interfarir en la produccién de corticoestercides
endégencs o causar otros efectos perjudiciales en nifios
lactantes. Debido a la posibiidad de que ae produzcan
reacciones adversas graves a los corticoasteroldes en nifios
lactantes, debe decidirse ei sa interrumpe (a lactancia o se utiiza
un cable sin dilucion de esteroides, considerando la importancia
del cabls y del firmaco para la madve.

Manipuiacion de dispositivos de liberacidn controlada de

esteroides monokiicos (MCRD) ~ Evite que disminuya ka

cantidad de esteroides disponible antes de la implantacion del

cable. La reduccién de la cantidad de asternides disponible

puede afactar al rendimienta de umbral bajo.

s No pamiita que las superficies de los elecirodos entren en
contacio con contaminantes de la superficie.

« En sl momento da ia implantacién, no moje los eleckodos ni
loe sumarja an ninglin Nquido, a axcepcién de la sangre.

Estimulacidn bipoler - Si al drea superficial del electrodo de
anodo seleccionado s igual o inferior al drea superficial del
cétado saleccionado, puade producirse un aumento de los
umbeales de estimulacion o estimulacién anodal. Este cable
wliliza 4 electrodos del mismo tamafio; por consiguients, las
configuracionas de astimulacion bipolar pueden conlievar un
aumento de tos umbrades de estimulacion o estimulacion anodal.
Si no se puede administrar terapia a través del elsctrodo Vi1, los
elactrodos VI2, VI3 y VI4 sstén disponibles para ullizarse con
dispositivos de Medtronic . Para ver el uso da las
opciones de polaridad de estimulacion del cable VI disponibles,
consulte 8l manual dal sistema de terapia de resincronizacion
cardiaca (CRT-D) de Medtronic cormesponcfients.

Manipulacién del fiador - El fiador deberd manipularsa con

precaucion sn todo momento.

® Para reducir al minimo la posibilidad de trauma en la vena y
para mantener la flaxdbilidad del cable durante su avance alo
largo de la vena, mantanga e fiador retirado 1a2cemo
selaccione un fiador més flexible.

¢ No ejerza demagiada fuerza ni utilica inshrumentos
quirirgicos para insertar un iador.

+ Evite que los fiadones se curven o retuerzan en exceso, 0 Que
entren an cormacio con la sangre.

* Use un fiador nuevo cuando la sangre u ofros fluidos ss
acumulen en él. Los fuldos acumulados puaden dafiar ol
cable o dificultar el paso del fiador a través del cable.
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+ Sise curva ol extremo distal det fiador antes de insertario en
©l cable, se producird una curvalura en al extremo distal del
cable. No utilice ningin objeto afilado para curvar el extremo
digtat del fiador.

Manipulacién de (a guia - La guia debe manipularee con

precaucién en todo momento,

* Noinserte el extramo proximal de la guia a través del sefio de
|a punta del cable sin utilizar la heramianta dainsercidnde la
guia. Lainsercién dela gula sinta heramisnta deinsercién de
la guia puede dafiar ol cable.

+ Los dafios producidos en una gula pueden impedir que ésta
funcione con una respussta y un control de par precieos,
adam4s de causar dafios en los vasos. Si desea informacion
adicional acerca de los daftos en los vasos y obros posibles
efectos adversos, consulte el manual técnico que se incluye
con la gula cormespondiente.

= §i ol extramo distal de la guia se retuerce o 88 dobla
excesivaments, podria resullar dificil volver a sacaria a través
del cable. Por tanio, s! existe alguna indicacion de que sl
extremo distal de ta guia 86 ha dafiado 0 nota gran resistencia
durante su paso, exwaiga el cable junto con la guia. Extraiga
la guia del cable e Inserte una guia nueva. No ejerza una
fuerza excesiva para retirar la guia del cable.

Consults la documentacidn del productoquessinciuyeconla
guia para obtener mas informacion.

Manipulacién del cabte - El cable deberd manipulane con

precaucién en todo momento,

¢ No se recomienda utllizar fiadores oxidados con este cable,
dado ol riesgo de perforacion de la bobina conductora o del
islamient

» Sise opia por emplear un fiador para colocar el cable, utitice
linicamenta los tue se inckiyen con el cable © en un jusgo de
fiadores (cabeza de tamaiio raducido). Otros fiadoras
puaden sobrapasar la punta del cable, causando lesionss al
paciente,

» §j el cable asta dafiado, no lo implante. Devuélvalo a un
rapresentante de Medironic.

* Proteja el cable de Jos materiales que desprenden particulas
como pelusa o polvo, Los aislantes del cable atraen tales
sustancias.

= Manipule el cable con guantes quinirgicoe estériles que
hayan sido enjuagados con agua asténl 0 una sustancia
aquivalenta,

+ No fiaxions, retuerza ni estire el cable de forma axcesiva,

* No utilice instrumentos quinirgicos para sujetar el cable ola
clavija de conexion.

+ Nosumerjalos cables en aceite de parafina o de siiconanian
ningun otro Kquido, a excepcion de sangre, en el momento de
la implantacion.

= Utilice un manguito de fijacién con todos los cables.
Aseglrase de que & manguito de fjacién esta cotocado
cerca de la clavija de conexidn del cable para evitar el paso
accidental del manguito dentro de la vena. Si fuera preciso
impiar el cable artes de insertario, compruebe que ol
manguito de fijacién permanece en su posicion.
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& Nofuercs laintroduccion del catéter gufa o los cables si sa
encuentra con una resistencia considarable. La utilizacién de
catéteres guia o cables puade causar un traumatismo en e
corazén.

Reposicionamiento crénico o extraccidn - El
reposicionamiento cronico ola extraccion de los cables pusde ser
dificil debido a la formacién de tejido fibrético. El estudio clinico no
scld disefiado para evaluar la extraccion de los cables Vide la
vasculatura vencsa coronarnia. Si es necesario exiraer o cambiar
de posicion un cable, proceda con el méximo cuidado. Devuelva
todos los cables extraidos a Madironic,

¢ No es aconsejable utilizar fiadores cxikidadoe con este cable

debido al riesgo de perforaciin de la bobina conductora o ef

= Compruebe la longitud del cable en la etiqueta del conector
del cable para elegir la longitud apropiada del jusgo de
fiadores (cabeza de tamafic reducido) cuando se vualva a
colocar el cable. Elija slempre un jusgo de fiadores {cabeza
de tamario reducido) cuya longitud ssa 3 cm menor que ia del
cable. Por ejemplo, opte por un juego de fiadores (cabeza de
tamafio reducido) de 75 cm de longitud para un cable de
78om,

» La extraccion del cable puede provocar la avulgién del
endocardio, una vilvula o una vena,

* Pyaden separarse las conaxionss del cable, dejando lapunia
del cable y &l hilo desnudo en el corazén o en la vena.

« Elreposicionamiento cronico puade afactar negativamente al
mdewwmmuncabhwndmw

» Tape los cables abandonados para que no Wransmitan
aafiales eléctricas.

» En caso de cables que se hayan roto, selle el extremo del
cable restante y suture el cable a los tefidoe adyacentes.
» Sise axtraa un cable, examinelo detenilaments para ver si
hay dafios en el aistante o la bobina conductora antes de

volver a colocario.

Diagndstico por resonancia magnética (MR{) -La resonancia

magnética es un tipo de formacion de imdgenes médicas que

utiliza campos magnéticos para oblener imdgenes del interior del
determinados

Si desea obtener més informacién, consulte ol manual técnico de
MR SureScan que Medtronic facilita para disposgitivos
compatibles con MRI en condiciones especificas.

Tratamiento de distermia {Inciuidos los uitrasonidoe
terapduticos) — La diatermia es un tratamlento que implica el
calantamlento terapéutico da los tefidos corporales. Entre los
{ratarnientos de diatermia se incluyen alta frecuencia, onda corta,
microondas y ultrasonidos terapéuticos. A excepcion de los
ultrasonidos terapéuticos, no realice ningin tipo de tratamiento
de diatermia en pacientes con un dispositivo cardiaco
implantado. Los tratamientos de diatermia pueden producir
lssiones graves o dailos permanentes en ¢ dispositivo y of
sistema de cables implantadoe. Los ultrasonidos terapséuticos
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{como fisicterapia, ulrasonidos terapduticos de gran intensidad y
uitrasonidoe focalizados de gran intansidad) utiizan utrasonidos
& potenclas més altas que los ultrasonidos de diagnéstico para
generar calor o agitacion en ef cuerpo. Los uliragonidos
terapéuticos son aceptables si el tratamiento se realiza conuna
distancia de separaci6n minima de 15 cm entre ol aplicador y el
dispositivo y el sistema de cables implantados, slempre que el
haz ultrasdnico no apunte hacia el dispositivo ni ol sistema de

5 Poslbles eventos adversos

Los posibles efectos adversos relacionados con la utilizacion de
cables intravenosos incluyen, aungue no exclusivaments, las
siguientes condiciones relacionadas con el paciante:

+ embolia gaseosa
diseccion cardiaca
perforacion cardiaca
taponamiento cardiaco
disaccitn del ssno coronario
muerte
andocarditis y penicarditis
eroeion a través de la piel
estimulacién muscular o nerviosa exiracardiaca
fibrilacién u otrag arritmiag
bloqueo cardiaco
ruptura de la pared del corazdn o de la vena
hematoma/sergma

infeccién

irritabiidad miocardica

deteccion de miopotencial

efusién pericirdica

roce pencirdico

neumotérax

fandmenas de rechazo corporal, incluida la reaccidn del
tejido local

elevacion del umbral

trombosis

emboiia trombdtica
lesiones valvulares (especialmente en corazones frigiles)

Otroe posibles efectos adversos relacionados con el cable y los
parémetros programados son, antre olros, los siguientes:

L 2N N B J

Posible efecio Indicador de posi-  Posiblas acclionas
adverso bla sfacio adverso  cormeciivas
Desplazamioniodel  Pérdiia de capiura 0 Reprogramar ia pola-
cable® inegridad de sefialde  ridad de sstimulacion
EGM Vi (deteccitn
incluida) itermitente  Cambiar fa posicién
o confinua® cable. |
Desplazamientodel  Sobvedetoccion inter-  Reprogramar la pola-
cable® midente o coninua ridad de estimulacion
VL
Cambiar l& posicion
del cabla.
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Posidle efecto

Rotsa del conducior
del cable

Fallo del aistamiento
det conductor del

Elavacién del umbral
o0 bloqueo de sakda

Posibles acciones
corraciivas

Sustituic ol cabla.

Sustituir @) cable.

Reprogramat la pola-
ridad de estimulacion
Vi

Ajustar la sallda det
o
Rq'uonwlnpch-
a-dd.mm
Cambiar la posicion
del cable o sustiuiro.

3 Puada ocurir una pérdida de captura o integridad de safial da EGM VI

{dateccidn inchuida) ransitoria tras la operacidn quiningica hasta que sa
produzea la estabiizacién del cable. Si no se produce la estabilizacion,
o8 posible que ol cable se haya desplazado.

Lag técnicas de implantacion que pueden dafiar el cable son,
ontre otras, las siguiertes:

Técnloas de Implan-
tacién que pueden
dafisr ol cable
Intraduccion forzada
del cable a travis del
sletama de implanta-
clonintroductor
Abordaje demasiado
medial con &l intro-
ducior venoso que
puads comprimir el
cabla enire la clevi-
&t:aylammm-

Utikzacidn de un fia-
dor demasiado rigido

Puncion del pedostio
© dal tenddn cuando
se ufiliza un abordaje
subciavicutar del
introductor que pro-
duzea compresion

Posibles sfactos en
ol cable

Daiios en ol alac-
troda, (a bobina con-
ductora o el aisla-
miento

Rotura ga la bobina
oconductora; dafios en
ol alslarnientc

Porforacién de la
bobina del canductor
o det sislamianto

Rotua de & bobina
conductora; dafos an
ol aisiamianto

Poslble accién
comecliva

Susttsir ol cabla.

Sustituir el cobleo.

Sustituir el cable.

Sustituir el cable,
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Posibles sfecios en  Poelble acticn
of cable corractiva

Distorsién de ta punta  Sustituir ol cable.
través de las venas de O pevforacion del aig-

nsercion del extremo Dafios enelseliodela  Sustitulr 8l cable.
proximaldelagwiaa  punta del cable o
travis del sollodala  dafios en fa bobina
pumadelcablesinuti- conductora/aisia.

kzaria henamientacde miento

insercidn de ka gula

6 Procedimiento de Implantacién

Advertancia: Antes de impiantar un sistema SureScan, tenga en
cuenta los riesgos asociados a la retirada de Joe cables
implantados previamente. Los cables abandonados o los cables
implantados previaments cuya compatibilidad con MRl no se
hmmuommenpeﬁmhwwmmm
seguridad el sistema SureScan durante exploraciones M

Advertenois: No introduzca el catéter guia ni el cable a la fuerza
8l 86 ancuentra con una resgistencia considerable. |.a utiizacién
de catéteres guia o da cables puede causar un trauma en ol

Para implantar ol cable VI Attain Performa S MRI SureScan 4598
en una vena cardiaca seleccionada se necesita un sistema de
implantacion compatible como, por ejemplo, un sistema de
implantacion de Medtronic. Un sistema de implantacién
compatible incluye un catéter guia v, o bien una vélvula de
hemostasia o una valvula inroductora que 8 puadan ratirar o que
parmitan el paso por el conector del cable. Pongase en contacto
con 8 de Medtronic si desea mas informacion
sobre los sistemnas de implantacién compatibles.

Los procedimientos quinirgicos y las técnicas da asteriizacion
adecuadas son responaabilidad del profeaional médico. Loa
procadimisntos de implantacién que se describen an este manual
86 ofrecen Unicamenta a efectos de informacion. Cada médico
debe aplicar la informacién contenida en estas instrucciones do
acuerdo con s formacidn y experiencia médica profesional.

8.1 Colocacién del cable ventricular derecho

Alahora de decidir gué cable ventricular se va a colocar en primer
lugar, considere la faclidad de la cantsaciin del seno coronario y
Ia necesidad de estimulacion de reserva,

6.2 Preparacion del sistema de Implantacién
Pmpmdamnademmmdeleabledeawefdo conlas

instruccionas descritas en la documentacion que se incluye con
el sistema de implantacion.
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6.3 Acceso venoso

Advertencia: Durante laimplantacion debe podersa disponer de

inmediato de estimulacion de reserva. La utilizacidn del sistema

de colocacidn o los cables podria ocasionar un bloqueo cardiaco,

1. Para acceder aia vena subclavicular, utiice el método que

prefiara baséndose en su experiencia profesional.
Precaucién: Ciertas mdfumadooesmmmicas,comod
sindrome de salida tordcica, pueden precipitar o
pinzamiento y la rotura subsgiguients del cable,
Pregaucidn: La insercién debe realizarse lo mas lateral
posible para evitar el pinzamiento del cuerpo del cable entre
la clavicula y la primera costifia {Figura 1).

2. Inserte una guia introductora en forma de J y una vaina del
indroductor perciiténeo,

8. Introduzca (a unidad de catéter guia para accader al seno
COMNAnNo.

Consutte la documentacion del sistema de implantacién para
obtensr méis informacian.

6.4 Obtencién de venogramas

Antes de colocar un cabla en el seno coronanio, realice
venogramas. Los venogramas son aconeejables para evaluar ia
via de paso y &l lugar de colocacién final dependiendo del
tamafio, la forma, la ubicacién y la tortuosikiad de las venas,
Ademas, pusden resultar \itiles para identificar un trauma del
seno coronarnio sospechado. Si dessa obtaner informacion sobre
Ia obtencién de un venograma utilizando un catéter de balén para
venograma, consulte la documentacién sobre el producto gque se
incluya con el catéter de baldn para venograma apropiado.

6.5 Insercién del cable an ¢l sistema de implantacién

Advertsncis: Si se opta por emplear un flador para colocar el
cabile, utiice inicamente los que se incluyen con el cable 0 enun
juego de fiadores {cabeza de tamafio reducido). Emplee siempre
unfiador cuya longitud sea 3 cm menor que la del cable, indicada
enla etiqueta det conector IS4, Otros fiadores pueden sobrepasar
la punta de! cable, causando lasiones o perforacién da la vena
cardiaca o el corazén.

Advariancia: No fuerce el cable sl encuentra una resietencia
considerable durante su avance. La utiizacion de catéteres gula
o cables pusdse causar un traumatismo en &l corazén,
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Pracaucién: tenga cuidado al manipular el cable durante la
insercidn.

* No dable, tuerza ni estire en exceso el cable.
+ No utilice instrumontos quinirgicos para sujetar ol cable o la
dawvija de conexion.

Para insertar of cable pueden llevarse a cabo s pasos
siguvientes:
1. Inserte un fiador recto 0 una guia en el cable para cambiar la
forma de su extremo dietal (Figura 2).
Nota: Cuando o fiador estd completaments insertado, su
punta distal no Bega a la puma distal del cable.

Figura 2.

O, @

1 Fiador fotalmente metirado
2 Flador totalmante insertado

2. Ingerte of cable an ol sistema de implantacién. Consulte la
documentacitn del gistema de implantacién para obtenar
més informacion.

6.6 Colocacién del cable

El cabie VI Attain Performa S MRI SuraScan 4538 pueda
colocarse con ayuda de una guia, un flador, un catéter intemo, o
un catéler interno més una guia o un fiador.

Impiantacién con fiador - Si la anatoméa del paciante presenta
una angulacion suave de la vena respecto al seno coronario y la
rama vanosa cardiaca no es toriuosa (Figura 3), puede utilizarse
un fiador para la implantacién dei cable.

Implantacién con guls - Sila anatomia del paciente presenta
una angulacién aguda de la vena respecto al seno coronatio v la
mvmwdmummm(ﬁgumﬂ.nuodeuﬁwuma
guia para la implantacidn dal

Figura 4.

et

—_

®

1 Rmamwmmmmhadnwmmmd

2 Rmamsammmmamadénmmal
s8n0 coronesio

6.7 Colocacidn del cable por medio de un fiador

Advertencia: No fuerce el cable si encusntra una resistencia
considerable duranie su avance.

Advertencia: Para reducir al minimo la posibilidad de
traumatismo en la vena y mantener la flexibilidad del cable
durante su avance a lolargo de elfta, mantenga el fiador retirado de
1 a 2 cm o seleccions un fiador mds flexible.

Precaucion: no utilice ningun objeto afilado para curvar el

extromo distal del fiador. Pava curvar sl flador puede utihizarse un
instrumento estéd do superficie ksa (Figura 5).

X5L-Styleshest C 16-MAR-2018

Figura 3.

—_— T Nota: Si resulta dificil hacer avanzar ¢! fiador alrededor de una
curva, considere la posibilidad de utilizar un fiador distinto. Se
aconsejan fiadores més flaxibles para anatomias tortuosas, Se
recomiendan fladores mds rigidos cuando s& necesite soporte

0 o
1 Sano coronario Existen numerosas téenicas que se pueden utilizar para hacer
2 Vena cardiaca avanzar of cabls an una vena cardiaca utilizando un fiador, La
eleccion de la técnica se deja a discrecion dal médico.
Espaiio! 23
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6.8 Colocacién del cable por medio de una guia

Advertencia: No inserte ol extremo proximal de la gula a través
del seflo de la punta del cable sin utilizar la hervamienta de
ingercion de la guia. La insercidn de la guia sin utilizar su
herramienta de insercién podifa causar dafios en ol sello de la
punta del cabile, la bobina conductora o el aislamiento.

Advertencia: Los dafios producidos an una guia pueden impedir
que ésta funcione con una respuesta y un control de par precisos,
ademéis de causar dafios en loe vasos. Si desea informacion
adicional acerca de los daitos en los vasos y otros posibles
efactos adveraos, consulte et manuat técnico que 8¢ incluye con
la guia comespondiante.

Pracsucién: Coloque la guia con cuidado. Consulte la
documentagién del producto que se incluye con la guia para
obtener mds informacion,

Notas:

+ Medtronic recomienda ulilizar guias de 0,36 mm a 0,46 mm
de didmetro. Péngase sn contacio con el reprecentante de
Madtronic si dasea méas informacion sobrs las guias
recomerxiadas.

« Considera la posibilidad de mojar la guia en una solucién de
heparina antes de insartaria para reducir al minimo el riesgo
de formacién de tromboe durante eu utilizacién.

* Sijva a utilizar una guia Attain Hybrid, ol procadimiento de
preparacion de i guia para su uso difiere del de ofras guias

debido a la cabeza proximal acoplada.

Realics los pasos siguisntes para preparar la guia para su uso:

1. Selaccions una guia,

Si el pacients tiene una anatomia tortuoea, se recomienda
una gula mas flexible. Si se necesita soporte adicional,
utitice una guia mds rigida.

Si va a utilizar una guia Attain Hybrid, log pasos relativos al
uso de Ia herramienta de insercién (del Paso 2 al Paso 4) no
£0n aplicables,

2, Inserta ka guia an el cable colocando &l axtremo distal
(flexible} de la guia en la clavija de conexitn det cable por
medio de la heiramienta da insercidn de la guia que ee
incluye en el envase (Figura 8). Para impedir que ol cable 58
dasplace de la herramienta de insercion de la guia, sujte
firmamants &l cable y la harramienta de insercion de la guia
antre & pulgar y ol indice.

Precaucién: Para reducir al minimo el rieago de dafics enla
guia, compruebe qua su saccidn flexible queda totalmente
insertada en ol cable antes de extraer de élla herramienta de
ingercion de (a guia.

Nota: Asegurese de retirar la heramienta deinsercidén de fa
guia antes de implantar el cable.
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Figura 6.

®

) J

1 Gada
2 Clavija de conexidn del cabla

3. Suelte la heramienta de insercién de la guia de la clavija de
conexidn del cable,

4. Retive la herramienta de insercion de la guia desizdndola
hasta ol final de la guia.

5. Cokque el mango de diraccién de la guia (Figura 7):
Para una guia Attain Hybrid, cargue previamente ol mango
de direccion de la guia en ella antes de cargar la guiaenla
clavija de conexién del extremo proximal del cable.
Para oiras guias:
a. Haga avanzar 8l mango de direccion de la guia sobre el

axtwwemo proximal (rigido) de la guia.

b. Apriate el mangode direccién de la guia sobre sta cerca

de la claviia de conexién del cable.
Figura 7,
® >
@
1 Mango de direccion de la guia

2 Clavija de conexién det cable

6. Enganche la pinza para [a guin a ésta y sujétela deniro del
campo astéril. Madtronic recomienda asegurarla pinza para
la guia a la sdhana quinirgica esténl del pacienta.

Cuando la gula ya estd colocada, una akemativa es cargar el
cabla sobre ka gula utilizando la berramienta de insercion de la
guia.

Inserte la guia en el cable colocando el extremo proximal (rigido)
de la guia en la punta distal del cable por medio de ka herramionta
de ingercidn de la guia que se incluye en el envase {Figura 8).

Notas:

¢ Puede notar una ligera resistencia cuando la guia pase a
través del sello de la punta del cable.

+ Paraimpedir que el cable se desplace de la heramienta de
ingercidn de la guia cuando esté insartindola, sujete
firmemante el cable y la horrasmionta de insercion de la guia
entre af pulgar y el indice.

» Asegurese de retirar la herramienta de insercion de la guia, a
través de su hendidura, antes de implantar el cable.
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Figura 8,

5021156-008

Figura 9.

®
1 Guia

2 Punta dietal del cable

Advertencis: No fuerce ¢l cable si encuentra una resistencia
congiderable durante su avance.

Precaucién: Si ol axtremo distal ds la guia se retuerce o sa dobla
excesivamente, podria resultar dificil volver a saceasia a wravés del
cable. Por tanto, si existe alguna indicacion de que el exiremo
distal de la guia se ha daflado o nota gran resistencia durante su
paso, extraiga el cable junto con la guia. Extraiga la guia del cable
8 insarte una guias nugva. No ejerza una fuerza excesiva para
relirar la guia del cable.

Notas:

+» Si el cable no avanza o 8i 8l cable y la guia parecen astar
pegados, puade que sa haya producido un trombo en la gula
madohmddcable.naﬁmdcabloybgufam
examinarios. Considere (a posibilidad de utiizar una guia
nueva. Vuelva a insertar el cable y la guia tal como e ha
descrito en 108 pasos anteriores.

* Sirestitara dificil hacer que la guia avance alrededor de una
curva, considare la posibiicdad de utikzar una gufa distinta. Se
aconeejan guias més fledbles para anatoméas tortuosas. Se
racomiandan guias mds rigidas cuando se necesite soporte

Hay muchas técnicas para hacer avanzar &l cable en una vena
cardiaca ulilizando una guia. La sleccion de la técnica se dejaa
discrecién del médico.

6.9 Posicionamiento del cable

La fijacidn se realiza de la misma forma, con independencia de la
colocacion del cable.

Utiizando fluoroscopia coma orientacion, fije ol cable mediante la
soldadura de las 3 curvas del cable a la vena cardiaca (Figura 9).
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Para lograr un rendimiento eléctrico y una fijacién dptimos,
coloque el electrodo proximal en la vena geleccionada, no en el
8eno cCoronanio.

Nota: Si la vena seleccionada o8 grande, puede que sea
naceaario colocar o cable en una vena candiaca mis pequsiia
para conseguir 8u fijaclén. Para lograr un rendimiento eléctrico
dptimo, Medtronic recomienda que haya contacto antre ol
electrodo y el tejido.

6.10 Mediciones eléctricas

El cable V1 Attain Performa S MRI SureScan 4598 estj disefiado
para administrar sstimulacién a través de electrodos
selaccionables. En ka Figura 10 e muestran las 16 polaridades
de estimulacion disponibles.

Figura 10,
@ Cable VO Cable Wt
v
Bobing VO w
vz
w
Cable VO
Bolina VO

1 Polaridades de estimulacién bipotar extencida
2 Polaridades de estimulacion bipolar (reversible)
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La estimulacion bipolar extendida esté disponible si se utiliza este
cable en combinacién con un sistema CRY-D y un cable de
desfibrilacion VD compatibles. Las 4 polaridades de estimulacion
disponibles son;

Y11 a bobina VD

Vi2 a bobina VD

VI3 a bobina VD

Vi4 a bobina VD

La estimulacion bipotar esta disponible si se utiliza este cable en
combinacidn con un sistema CRT-D compatible. La polaridad de
cada uno de los 6 pares de elecirodos se puede invertr para
conseguir un total de 12 polaridades de estimulacion bipolar:
Vi1 aViI2, VI2a Vi1

Vi1 aVi3, VisaVvil

Vi1 a Vi4, Vi4a VIl

Vi2 a Vi3, visa Vi2

Vi2 a Vi4, Vi4 a VI2

Vi3 a Vvi4, Vi4 a VI3

Nota: Si astd monitorizando la sefial de EGM Vicon la
polaridad de estimulacion VI2a Vi3 o VI3 a VI2 seleccionada,
la amplitud de la sefial puede estar atenuada en comparacion
con otras configuraciones de estimulacion, como Vh a
bobina VO, Esta atenuacién de la sefial es una caracteristica
prevista del cable V1 Attain Performa S MRI SureScan 45988
debido a Ia escasa separacién entra los electrodos VI2 y VI3.

Precaucidn: Antes de raallzar madiciones eléctricas ¢ de
sficacia de ia desfibriacion, aleje de todos los electrodos los
?biumtabﬁudoswnmmmmmﬂuo
os fladores.

Nota: Antes de realizar mediciones eléctricas, es aconssjable
retirar el fiador o la gula dentro del lumen del cable hasta un purto
proximal a todos los electrodos. Esta accién permite que la pumta
del cable recupere su forma normal, posibilitando el contacto
apropiado antre el electrodo y el tejido.

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

Precaucion: Utilice la harramienta interfage para cable
AccuRead 2.0 cuando conacts los terminales del cable del
analizador al conector del cable. Esta herramienta le permite
realizar mediciones eléctricas precisas durante la implantacion al
tiempo que se reduce ol riesgo de dafios en &l canector o de
derivaciones o cortocircultos elécivicos. La posibilidad de que se
produzcan dafos an el conector, derivaciones o cortocircuitos se
debe a variaciones en los terminales del cable del analizador, asi
como a la anchura y & la proximidad de los contactos (aniloe y
clavija) del conactor (S4.

Siga los siguiontes pasos para realizar mediciones eléctricas:

¢ 5 00

502115-008

1. Asegireee de que el conector del cable esté completamente
nsertado enla herramiemta AccuRead 2.0, Si la heramienta
Accufsad 2.0 estd commectamente acoplada, la clavija de
conexion estd accesible (consulte la Figura 11).

T

2. Conecte un cable quirirgico al conector del cabils. Utilice la
hesrramienta interfase para cable AccuRead 2,0 para guiar e
alineamiento de las pinzas del cable con los contacios del
consctor del cable. La harramienta ayuda a garantizar la
obtencion de lecturas precisas. Consulte el dibujo del cable
an la Capitulo 7 para obtensar informacién sobre o
alineamiento de 108 contactos del conactor del cable con los
slectrodos del cable.

3. Utitice un instrumento de ayuda 4 la implantacion, como un
analizador de sistemas de eatimulacién, para oblener las
medidas eldctricas. Para obtener més informacion sobre el
uso de este instrumento, consulie la documentacion que sa
adjunia con ess dispositivo,

Unos umbrales de estimutacion bajos y una deteccion
adecuada de la amplitud de las sefales inwacardiacas
i'rllcicanqueelcableestéedocadomm
otas:
+ Unumbral de estimulacion bajo proporciona un margen
de saguridad dessable, kb que permite un posible

* Unas amplitudes de sefial ds EGM VI awdaadewadas
asaguran que &l cable esté detectando adecuadamente
sefiales candlacas intrinsecas. Los requisitos minimos
de la sefial dependen de las funciones de deteccién del
dispositivo, Las amplitudes de sefial agudas aceptables
del cable deben ser mayores gue las capacidades de
detaccién minimas del dispoeiivo, Aseguresa de incluir
un margen de seguridad adecuado para tener en cuenta
la estabilidad del cable.?

3 La ampitud de sefial de EGM V1 para las polaridades de astimulacidn VIZ a VI3 y VI3 a VI2 puede ectar tenisads an comparacion con otras polaridades ds

esatimulacidn, como Vit a bobina VO,
26 Espanol
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Tabla 1. Mediclones recomandadas duranie la implantacién®

502115008

Figurai2.

Medicion recomendada Yenicioulo izquierdo
Umbralas maximos de estimulacion 30V

aguda®

Ampiiud de sefial da EGM VI aguda 4.0mve

minima

" Asymiendo una resistencla de 500 Q.

b Con un ajusta da duracién del impulso de 0,5 ms.
©La ampiitud de seiial do EGM VI para kas polaridades de estimutacion

VI2 a VI3 y V13 a VI2 pusde estar atenuada an comparacién con otrag

polaridades de estimulacitn, como VI1 a bobina VD.

4. Silas mediclonss aléctricas no se sstabilizan en uncs
niveles aceptables, puede que sea necesario cambiar el
cable de posicion y repetir el procedimiento de prueba.

5. Compruebela estimulacion del nervio frénico estimulando a

pueda cambiar de postura al pacienie para simular
trastomos crénicos en posicion vertical. En caso de que se
produzca estimulacidn del nervio frénico, reduzca el voltaje
hasta que se determine el umbvral de estimulacion del nervio
frénico, La estimulacion del nervio frénico puede necasitar
que se cambie la polaridad de estimulacién o la posicion del
cable.
6. La hemamienta AccuRead 2,0 puede retirarse de 1a guia o
fiador utilizando la hendidura existente en eu kateral
(consulte ia Figura 12).

MOSa024A028 A Medironic Confidentlal
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2

1 Relirada de la herramisnta AccuRaad 2.0 de la clavija de conexién

2 Relirada de la herramienta AccuRead 2,0 del Sador utilizando la
hendidura sxistents en ol lateral de la herramianta

6.11 Extraccién del catéter guia del cable

Nota: Si se utilizé una guia Attain Hybrid para la colocacién det
cable, vaya al Paso 2. Para la extraccién del catéter, no e¢
necesasio sustituir i guia Attain Hybrid por un fiador,

Una vez que el cable esté an la posicién final, extraiga ol catéter
gufa del mismao:

1. Extraigala gufa y la herramienta para su insercion, si se han
utilizado, Sustituya Ja guia por un fiador recto (cabeza de
tamafic reducido). Inserte al iador recto en el cable hasta el
seno coronario medio.

2. Extraiga el catéter guia del cable. Si degea conocer mis
detalles, eg:suholadocumaciéndelsiswmde

implantacion.
Nota: Para los sistemas de implantacién de Medtronic que

se puaden cortar, utilice una cuchiita compatible con un
cuerpo del cable de 1,75 mim (5,3 French),

Espariol 27
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3. Retire por compieto el fiador o la guia Attain Hybrid con 1. Inserte 8l conector del cable en el bloque de conexién del
cuidado, Cuando extraiga et fiador, sujete fitnemente el dispositivo. Para obtener instrucciones sobre la cormecta
cable cerca del extremo distal de la clavija de conaxidn; conaxion del cable, consulte la documentacion del producto
sujetar el cable por ests lugar ayuda a evitar un posible que 88 incluye con el dispositivo implantable.
desplazamiento de su punta. 2. Realice las madicionas eléctricas a través del dispositivo.

e e oot rartadoenla. g 14 Colocacion del dispositivoy ol cable on la bolsa

AccuRead 2.0y repita las mediciones eléctricas. Consulte la Precaucion: coloque el dispositvo y los cables en la bolsa

Seccién 6.10, "Mediciones eléctricas’, pagina 25, con cuidado.
6.12 Fijacién del cable ¢ Asegurese de que los cables no salgan del dispositivo
. formando un dngulo aguda.
Precaucidn: Fije el cable con cuidado. » No sujate el cable ni el dispositivo con instrumentos
+ Utilics Gnicamente suturas no absorbibles para fijar sl cable. quinirgicos.
e No trate de extraer ni de cortar el manguko de fijacion. « Noenrolle el cable. Al enrolario, puede torcerse el cuerpo del
. * No ulilice Ias lengOetas del manguito de filacién para la cable y provocar su desplazamiento (Figura 15).
sutura.
o Durants la fijacitn del cable, tenga cuidado de no desplazar Figura 15.
-]
= No apriete las suturas tan fuertes que puedan dafiar la vena, ——

ol cable 0 &l manguito de fijacion (Figura 13).
* No ate las auturas directamente al cuerpo del cable \

(Figura 13).
: g é gigabssWepampaacobcsdﬁsposiﬁwybecabhun

Figura 13.
1, Pmimdrm:omersoo.dalcahhd _seratuerzaosedoble
Fije el cable utitizando las 3 ranuras: formando un agudo, gire el dispositivo para envollar
1. Coloque el manguito de fijacin conira la vena o cerca de con holgura el cable sobrante (Figura 16).
ella.

2. Asegure ef manguito de fijacién al cuerpo del cable atando - (a

una sutura fuerte en cada una de las 3 ranuras (Figura 14).
2. Inserte el dispositivo y los cables en la bolsa.

Figura 14.
3. Antes de cerrar la bolsa, compruebe la eficaciade la
detecoion, estimulacion, cardioversion y desfibrilacion.
3. Utilice al menos una sutura adicional en una de las ranuras

para assgurar el manguito de fijacion y ef cusrpo det cable a 6.15 Evaluacién posterior a la Implantacidn

la fascia.
Después de la implantacion, vigile el electrocardiograma del
6.13 Conexién del cable pacientahasta que se produzca el alta hoepitalaria. Si un cable se
d , @sto suele w durante &l periodo inmed
Precaucidn: Antes de conactar ef cabla al dispositivo, retire pmmahmmm periado Inmediataments
siempee las herramientas de implantacién, como el fiador, la gula
o la herramienta interfase para cable AccuRead 2.0. Sino se Entre las recomandaciones para compeobar [a colocacion
retiran las hesramientas de implantacion, pocdiia producirse un correcta del cable sa incluyen la realizacién de radiografias y la
fallo en ol cable. obtencién de umbrales de estimulacion antes del alia
i 3 de
o ol cable a 1 | hospitalaria, emusm la implantacién y
28 Espaviol
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Enmodeﬁhc&nierlodeldpaciente.wmemmmy Parémetro 4598
dispositivos implantados y devuéivalos a Medironic junito con un Superficie del electrodo 5.8 mer?
informe de datos del producto cumplimentado, Distanclaentre slecto-  Electrodo Vi1 21 mm
dos {distal} a elec-
7 Especificaciones momzm
Edectrodo 1
7.1 Especificaciones (nominales) deotodo‘l&. Smen
Electrodo VISa 2t mm
Parémetro 4398 electrodo VI4
Prafijo del imero de Quc {proximal):
serte Resistencia def conduc- VIt 2+50(?8cm)
Tipo Elactrodo fotrapotar tor 24: 80 (88cm)
Cémara estimutada Ventriculo izquierdo iz 19240 (78cm)
Longhug 78y88cm 21450 (88 om)
via 18+ 4 0 (78 cm)
Conector IS4-LLLL 21240 (88 cm)
Material Conductor: MP35N con cantro ™
de plata 2 25% g::gg%’
Aiglamiontos: mm Esteroide Acetato de dexame-
(SWPY (Intarior}® tasona
Electrodos:  Aleacion de platinoe Jotal do estercide com- <1.omg
leidio con recubri- iadio
miento de nituro de Aglsinamie de  Siicona
titanio asteroides
Clavila de MP3SN *Tecnologia desarrollacia por la NASA.
conexidn:
Anliios de MP3SN
conexion:
Sallodela Sicona
punta mol-
deado:
Configuracion del slectrodo Curvilineo, con racy-
brivnients de niruo
de tHtanio y ditucion
de esternides
Didmetro Cuerpo del 1,73 mm
cable: (5.3 French)
Hectrodos: 1,70 mm
{5,1 French)
1,30 mm
entre 06 slec- (3,8 Franch)
trodos VI (dis-
tal) y VI2:
Espaclador 1,57 mm
onre los elec-  {4,7 French)
wodos VI2 y
vi3:
Espaciador  1.30mm
entre los elac- (3,9 French)
trodos VI3 y
VI4 (proxiemal).
Sistema da implantacién 1,80 mm
de Medironic {dimetro {5.7 Franch)
interior recomendado)
Guiade diagndetico {5 0,38 mm 8 0,46 mm
metro recomendado)
Espafiof 29
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7.2 Dibujo de especificaciones (nominales)
Figura 17,

1 Electrodo VI1 {(electrodo distal); Area superficial de esimulacion
geoméyica nominal de 5.8 mm?

2 Electrodo VI2: Araa superficial de estimutacién geométrica nominal
de 5,8 mm?

3 Elecirudo VIS: drea superficial de sstimulacién geométrica nominal
de 5,8 mm®

4 Electrodo V4 (slectrodo proximal): &nsa superficial de estimulaciin
geométrica nominal de 5.8 mm?

30 Espafiol
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§ Manguito de fjacién

6 Conector IS4
7 Confacto Vi4
B Contacto VIS
8 Contacto Vi2
10 Contacto V1

8 Simbolo de conformidad CE
g&gﬁmm«mmumumm

C€0123

9 Explicacion de los simbolos en el etiquetado

del envase

Consulte las etiquatas del envase para comprobar qué simbolos
se utilizan con este producto.

Tabia 2. Explicacién de los simbolos qua aparacen en la etiqueta

del envase
Simbalo Explicacion
Conformité Europé Conformidad Europeal).
(€m23 Es® MMMI.&?&MNM
totalments las leyes vigeries de la Unidn Euro-
paa.
No utilizar 3i ol snvass esta dafiado
No reutiizar
+XX°C
+XX°F Limite superior da ka temperatura
Esterfizado mediants éxido de stileno
E Congultar las instrucciones de uso

R
uti]

w

co;mlmmmmmudamwmmlm
e

Fecha de fabricacion

Fabricants
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Tabla 2. Explicacidn de los simbolos que aparecen en la etiqueta Tabla 2. Explicacién de los simbolos que aparecen en la etiqueta

del envase (continuacion) del srvase (continuacién)
Simbolo Explicacion Simbolo Explicacién
8 No utiizar despuds de @ déc.:lammnosoemmelewwgdodem-
REF orwaro tepackis % Cabl ravenosn con doselecknos do oste-
Representante autorizado en la Comuridad Euro-
ec |rer pes o 2 Estinutacion
_a Abeic aqul O Desibriacion
g' Comenido del envase A rosca, extansible y retracti
E] Documentacion del producio ¢ Con patilias
@ Procauditn | Eﬁl Con dikucion de esteroides
I 3 Introductor del cabie
Accesorios
@ —’* Mntroducior del cable con guia
Didmetro interno [ X X
f—{LeAB]— Longikud del cable Enforma ds J
s )
Logotipo de SureScan
SureScan
Catdier implantado mediants una gula i; MR condicionss

Cable
10 Renuncia de responsabllidad de Medtronic

Para obtener informacidn completa acerca de la renuncia de
responsabilidad, consulle &l documento de renuncia de

Cabila inravenogo para estimulacion de [a vena
cardisca

BEE Y]

Cable Intravenoso veriricular responsabilidad adjunto.
Cable intravenoso auricular
Esparol 31
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X 9
Stz 7.128 x 8 in (181 x 200 mm)

11 Servicio técnico

Medironic cuanta en su plantilla con representantes y téonicos
muy cualificados en todo ol mundo para prostar servicio a sus
clientes & imparte, bajo solicitud, formacidn sobwe el uso de los
productos da Madtronic al parsonal hospitalasio cuslificado.
Ademis, Medtronic dispone de un equipo

reprumlocddeuedlmuc,obmumwouaha
Medtronic al mimero de teléfono o la direccion adecuados que

figuran en la contraportada.

32 Espafiol
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CopepmaHue
1 Onucanue 3
2 MMoxasammn 34
3 Mporveonoxasatna 34
4 (MpenocrepeeHns u Mepsl
NPeACCTOROKHOCTH 35

BOSMOIHBIE OCACIHHBHMA a7
Mpousnypa umnaaNTaLmn 38
TeXHUHOCHNES XADBKTEPHCTUKRM 48
3ua cooteeTcTBUA CE 48
OOLACHEHWE CUMBOACS, NPHBAGEHHLIX Ha

O @ ~N;»n

YNAHOBHE 48
10  OrpasuusHHAR FAPDAHTHA HOPNOPAUWN
Madironic 495

-
-t

O6cnynosainie 49

1 Onucanue

Wmmmmmﬁmeﬂw

NPOBOAWMLIK NO NPOBOAHWHY NOBIKEBAYAOYHOBLIA SNBKTPOA

Medtronic mopem Attain Performa S MRI SureScan 4598

MRGAHASHEHEH ANR CTHMYIAUMH YOPe3 KAPAUANLHYIO BEHY.

SNeHTPOA NPOWBA HOILITENKS HA WCNOMLIOBANWE NPI

MEFHUTHO-PEIOHAHCHOM ToMOrpadwn (MPT), AMMMM

SNENTPOAR AAHHON MOSRM LONYCHAETCA BLINOAHEHHWe MPT ¢

COBNIGABHNON ONPSASNBHHLIX YCAOBHI. STOT SNEHTPOA WMEST

4 KOHTAKTA, HOTOPLI BHINGAHAIOT POAL HATOAOA MAW 2HOROR, B

SABUCYMOCTU OT TOMD, HAK SANPOTPAMMAPOBAHE NOMPHOCTL

cTvmynALs T yerpodicTeoa:

& HOMTEaHT JTH1, SUCTRLHENA HOMTAKT, PACNOAONEHHLIA
OHD/IO AMCTANSHONO KOHYMKA ANBKTPOAA

*  KOWTAKT JIH2, pacnonoiNeHHBsi Ha 21 mm npoKcHMaNbHee
HoHTaKTa JIH{1

* KOHTaKT SIH3, pacnancimenHbi Ha 1,3 mm nporcHMansHoe
NoHTaKTa JSTH2

*  KOHTaXT JIH4, NPOKCIMANLHLNT HOHTENT, PRCNONOHeHHNI
HE 21 MM NPORCYMANLHEE HKOHTAKTa JTH3

A nonyseHMA HHPOPMAUMK O BHGOPE NONAPHOCTH
cTwmynaum S cu. Paap, 610.Wﬂ0mmﬂ
SNGKTPUHECIHX NAPEAMETPOR", CTP. 42

HeTLipexnonApHLIA MHEHHLIA KoHHEKTOP IS4-LLLL!
Kopnopauu Medironic snexTpoga o6nerasT coeauHeHne
YCTPORCTEA NPk UMNAAHTaUMI. HOHWH WITHIDLNE HOHHEHTOPA
UMEET Genbiit MHOUKETOP B BMAE NO/IOCKK, HOTORGIN CAYMHT ANA
IPUTE/IHHOMD HOHTPOJIA MPABMALHOCTY NOACOSANHSHIA
BNOHTPOAA K YCTPOHCTRY.

YIS0 TPOGOBIIRLIN MENAYHBPORHOTD

COOTRATCTRVET CTANAETA
COBMBCTHNOE T SHC N ANBHTPOMOD, MMAIGLUMX TaHOS 050HAeHWe. LLLL on
paspaGorana NASA,

2 Tesowonorm

502115-000

HOHTAKTH KOHHEHTOPA COBMELLAIOTCA C KOHTAKTAMW SNBHTPOAS
JOH1 kUKL, JIH2 k K2 U T, A

* HOHTOKT KohHeRTOPA JTH{1, WTipoK KOHKeNTOPA,
PaCNIOAONSHHLIA OHOND NPOKCHMANBHOND HOHYHKA
SNOKTPOAS {COBMBWASTCA C HOHTAKTOM JIH{1)

* KOHTEKT HOMHeNTOPA JIHH2, pacnasoienHbii gucTanstoe
UWITHIPHHE KoHHEKTOPE SIKT {COBMEUIAETCA C KOHTAKTOM

* HOHTaNT HOHHexTOpa JIHHI, pacnonaienHLkl gucTames
m«:mmimtmmcmmu

& HOHTOHT KOHHOKTOPA JTH{4, pACTIONOHBHHLIA LUCTANRHES
HOHTAKTa HoMHeRTOPA JUHS (COBMLAGTCA C KOHTAHTOM

AR OSHAKOMNBHUA € HSOGPAHAHHEM HOHTEHTOB INEXTPOAA W
HOHTAKTOS KOHHENTORA CM. Pasg. 7.2, “Cxema C TEXHUBCHUMMA

XAPAKTEDACTKIMH (HOMHHANLHBIC SHRWEHUR)", CTP. 47,
ANCTANbHBIR HOHHMK BNBHTROA COSAAET

88HbI. Mmmmnmwmmmmmwm
HOTOPAA BPMETUNHO JAHPLIBAET BHYTPEHHWH NPOCHOT
ANSHTPOAA, HTOGE! YMEHBIMTE NPOHUKHOREHIS HPOBH.

HamAbifi HOHTAKT COROPHUT MOHOMTHOS YCTPORCTBO ¢
HOHTPOAMPYeMLIM BbicsoBonaerstam (MCRD) Ana auigensima
CTBPOUAA, YTOGL! YMOHBIIATL BOGRAN pSaHLMio B
HSpAHRNLHON BaHe. OBLan A08a CTepouaa (aystaTa
AsHCAMETA30HA), coepiautanch B MCRD, cocTasnneT

<1,0 mg. Npu KOHTAKTE C HARKOCTAMH OPTAHUIMA CTEPOUA
ssiganreTca ua MCRD. Crepoua nonasnser BOCTIANNTRALHYIO
PEAKINO, KOTOPAR, HAK CYHTAETCA, NPHBOAUT K NOBLULGHWO
NOPOTA CTHMYTIALMM, OGLIMHO BOSHUKAIOULBNO NPU UMAAHTALMK
INGHYPOAOS ANA HARRUOCTUMYNALMU.

AAR ofnerieHa CONPUKOCHORBHUA C KHADAMBNLHLIMW BEHAMW
HOMTAKTH PACNONN MOTCA OTHOCUTENLHO 3 AMCTANLHLIX HPWBLIX
anexTpoaa.

BHOLMHAN HBONALMA BNEHTPORA COCTOMT M3 NOMYPETaHA, &
BHYTPEHHAN — U3 cusoH-noummgpa (SHP1)2, SI-PI
MPMMOHAETCA KAK NOKPLITHE NPOBO/ICMHOND NPOBOAHUKA AD 80
COOPAYMBAHMA,

T snextpon Attain Performa S MRI SureScan 4588 MowHo
NOSHIMOHMPOBATD C NOMOULEI0 NPOBOAHNNA, CTWIETA,
BHYTPREHHENO KATETePA KM BHYTPSHHEIO KATSTEPA B CONGTAHUW
€ POBOAHWKOM UK CTHASTOM,

Q7R minAaKTaLIM SASHTPONA B BLIGDAHHYIO HAPAMANLHYIO BEHY
TPaGYSTCA CORMOCTHMAN CHCTOMA AOCTABHW. COBMOCTHMAER
CHCTEMA ROCTABHKM BHAINAST NPOBOSHHHOBLIA KATeTep M
FOMOCTETHHOCHIN KAANAH Wi KANAH WHTPOALIOCERE, HUTOPLIS
MOTYT SbiTb yASNSHL! W ITOSBOARIT NPOX0A NO HOHHBRTORY

NOHHENTOPOS {ISO 27186:2010), OSECHEuE A0
peasanerT

HOHTEBKTE KOHHONTODE SABKTDOAR KEN HHSNORANBTHLG (L}‘
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Instructions: daoc #183266

Catogory: Leade
Sizn:7.126x8 hﬁg.: mm)

aNeKTPaAA. [LAR NONYHEHHA AONONHHUTENALHON KHBOPMALWH O

1.1 Cuctema SureScan kopnopaiiun Medtronic

Snextpon Mopank 4568 RBARBTCA HACTHIO CMCTEMLI SureScan
wopnopauri Medironic. Cuctema SuraScan cocTomT ua

SureScan wopnopaliui Medironic, CosawHeHHOr ¢
aneKTponamy SureScan Kopnopatss Madironic. Ha
MAPHMPOBKS HOMNOHBHTOB CHCTEMbI
aneHTPORAPAVOCTHMYNAM SUraScan oTOSPAHABTSA AFOTUN
SuraScan 1 cMMBOA «MPT eain0MHATL ¢ COG/MOAGHHWEM
ONPEABNBHHLIX YCAOBUH».

JSloronan SureScan

SureScan

Cumeon «MPT BUNANHATS C COBORGHMAM Ghpens-

m NBHHBIX YCRIOBMAR. CrcToma Medironic SureScan
ABNAGTCA OMOTIMON, ANA KOTOPO MPT MoKHO
BLINOAMATE G COTNONBNUEM ONPSARNSHHBIX YTHOBM;
CHA NOSBCMET NALKBNTAM C MNTLIAMTATAMN NPORD.
muﬂnmmmmw
No hpobenserwo MPT.

Dyrruma MPT SureScan c6ecneunsasT pesiwm patoTul,

HOTOPHIA NOSBOAAST NAUMEHTY C YCTPORCTBOM SwreScan

Geaonacro NpoitTk ToMorpadio ¢ NOMoWE® annapara MPT, B

TO BPAMA HAK YCTPOUCTBO GYAST NPOROIIKATL BLINOAHATD

HeoGXOMMYIO CTIMYNAMO. Hora dywsuua MPT SuraScan

BHMONOHA, ONE BLIK/FOMAET JBTEKLIMO APUTMMM, DENDM
fyHum

CORSPDMANMMMMCA B TEXHHVSCKOM pyHosoacTes no MPT
CHCTONLI SUNSSCAN BANMHLINK CREASHHAMM O NPOLARYPAX
o oTHOcALUCA H MPT npegocTepenisuax N Mepax
NPeROCTOPOMMOCTH.

1.2 Conepumoe yNaHOBHM

DNeHTPOAB 1 NPUHAANEIHOCTH NOCTABARIOTCA CTEPMALHLIMK.
B KA YNAKOBKS COABIMHETCA CHBAYIIUME HOMNOHBHTLL:
1 BNOKTPOA C PMHCHPYIONIOI MydTOs
1 MHCTDYMEHT A/ BBEAGHHA NPOBOAHWHA
1 sanomt NPOBOZHWKE
1 PYHOATHA YNDABABHHA NPOBOAHMKOM
4 crunera
2 MHCTPYMBHTA aHE/M3ATOPE HaGesHoro MHTepdeHca
AccuRead 2.0

¢ AOKYMBHTALKA NO NPOAYKTY
1.3 Omucanue npuHagnemMoCcTed
YrunusupyiiTe ace 0iHOPASOBHIE NPUHAANKHOCTH B
COOTRETCTBUH C TRAGOBAHHALIM HAUMOHANBHOTO
SAHOHOAATESLCTEA N0 OHPYNBIOWSH CPES.
Hucrpyment AccuRead 2.0 — MHCTRYMENT alanaaTopa
KabensHoro niTeppelica AccuRead 2.0 nosoraer

* P 0 &0

34 Ha pyccKkom Aswing

WMNABHTSUMM U NPBACTBPAILAST BOSMOMHOE NOBPAIKASHWE
KOHHBNTOPA.

DurcHpyotian myhTa = DuUKCHPYIOWIAR MydTa NpeacXpaHAeT
AAGKTROA OF NEPEMEULEHITA W SALIALIAGT HICALMIO U
NPOBOAKMIHK SNBKTPOAA OT NOBREIKASHISH, BbiSHIBASMLIX TYTUMU
Aurarypasm,

3anMal NPOBORHMNE ~ Sa1KHM NPOBORHUKA SAHDPEIIRGT
USAMILHI IPOBOAHIKE W NONOTAET NPEROXPEHATL W
NOARSPHMBATL 80 CTEPUALHOCTL.

HHCTDYMONT AAR BOSASHHA NPOBOAHNKE — MHCTRYMOHT Ann
BBOAOHMR NPOBOAHIMA 05eCNeNUBABT AOTIONHHTENLHOS
YIPEBNSHAS NPV BBAABHIMU NPOBOAHWHA B HOHTANTHYIO VACTL
KOHHEHTOPA W HODEA HOHYHK SNBHTPORA.

PysoATHS YNPESBNSHHR NPOBOJHUKOM ~ PyHONTHA
YNPABIOHHA NPOBOAHMKOM HCIONLIYSTCA TONLKOD C
NPOBOAHUKANK, AHANETP HOTOPLIX HE NpebiuaeT 0,46 mm.,
PyMoATHA ynpaBaernA O5ecneBaeT AONONHHTEABHLNA
HOHTPOAD YTIDABABHWEM H BRAIBHHEM NDOSORHWHA,

CTUNeT - Cruner 05ecnemBsasT 20NONHHTENbHYIO IECTHOCTL U
ynpaBsaaemyio rGHoCTL AR NEPOMBIIEHHA ANGKTPOA Ha
MOCTO WNNANTAIHK. Ha pyNse KAHAOTO CTUNETE HAHECEHL
SHAHEHUR NMAMETPA CTUASTA U AMMHLI COOTBETOTBYIOUISND
afeKTPOgA.

DNBHTPOA MOMET GbiTh MCTIONBIOBAH KK HACTL CHCTaMG!
SUBESHTPUKYNAPHOR CTHMYNALWW Hopniopawm Medtronic.

3 MporusonoKasanua

cUCTaMM SUreScan NPOTHBONOKAIBHHAMM,
oTHOCRUMMKCA K MPT.

AN aNeRTPOAA NORSNH 4598 MMEIoTCH CRaRYIUMEe
MPOTHBONOHAIAHMA:

HopoHapHan COCYAKETANA CoTh — ITOT SNSKTPOA
NPOTMBONOKA3AH ANA NAUMSHTOR C HOPOHRDHONH BBHOSHOMN
COCYMCTON CETHIO, KOTOPARA He NPWIOAHA ANS PRIMBLEHWUA
SNSKTPOAR, YTO MOMET S56iTh ONPARBNGHO HA BOHOPAMME,

Wumwmnwwm
Lmy.
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4 MpepocTepemsHns W Mepbl
NPeAOCTOPOMHOCTH

Mpi MPT chasuponasii TReSysTca HCNOALSOBANKE
nonuol cuctemel SureScan. Nepeg suinonnesves MPT
OIHAHOMLTECH C COANPIMLUMHCA B TEXHIISCHOM
pyvoboacTes no MPT cucTomnl SUreScan CoeReHHAMMN 08
oTHoCAUMXEA K MPT RpasocTepeeHiax U Mepax
NPEACCTOPTIMHOTTH,

Npsmsesanne: MpegocTEpeMeHA 1 Mepbt NPaROCTOPOMHOCTH
KABCHTOIbHO MEIAUMHCHUX NPOUSIYP, OTHOCAWMXCA K
UNMIaHTHPOBAHNON CHCTEME HOphOpauus Medtronic,

PYHOBOACTE HOPNOPALIWM
{www.madironic.com/manuals).

OcmoTp cTapuabHai YNaKORHK = BHHMATENLHD OCMOTPUTE

CTOPUMLHYIO YNAKOBKY NOPBS, OTHPLITWOM.

*  ECNM repueTUNHOCTE HaPYINGHA UM YNAHOBKA UMBET
NOBPENASHUA, OSPATUTECH B NPEACTABHTENLCTED
xopnopauw Madironic,

¢ He xpaHuTa 3TOT NPOAYKT NpK TeMNaparype Bxae 40 °C,

* Mo vcnomayiiTe AaHHbil NPOAYKT NOCNE OHOHYAHUA CPORA
MOAHOCTH.

Crepuauasuun - lNapeg NOCTaBHOA NPOAYHTS CELMANMCTY
HOMNAHKUKW Medironic CTEpIMA0BANMM COAAPNMMOS YNAKOBHW
STHABHOHCHAOM, JTOT SABKTPOR ABNABTCA DRHOPAIOBLIM I HO
NPSAHAINANEH ANA NOBTOPHON CTOPUAMIAIM,

ORHOPASOROS NPHMEHEHWS — DSKTPOA W NPHHAANEIHHOCTH
NPEAHASHEYEHb! TOJIbKO ARA OHOPASOBOND MPHMAHEHNS,

HeoSxoaMmMOe MBAMLHHCHOS 0BORYROBANNS — Bo BpoMs
NPOBEPHN CUCTEMY SNBKTPOAA B OCTROH Gase, NPl NPOBeASHM
NPOUEIYPH! UMIIGHTALIMH WM B CAYMARX, KOTAR BOSMOMHO
NIOABABHMS APUTMUI, GO0 B CAYHAAX, KOMAS OHU
NPEAHAMEPOHHO HHAVIWPYIOTCR BO BREMA
ROCTUMNABRHTALUORHHON NPOBBPHI, AGMKWTE HANOTORE BHELLIMWA
ashudpunnaTop.

BrawHAA AQUGRUANAUNA K KEPAWOSEPCHR — BHOWHAA
AOPHBPUNNAUMA U KAPAVOBEPCHA — JTO NIEHEENBI6 NPOLRRYDHI,
HOTOPGLIE AOCTAB/RIOT SABHTIUURCHUH PRSPAA K CepRuy ANA
NepssoAA NMATANOTUHSCHONO COPASHHOID PUTMA B HOPMANbHLINA.
Kapmtonormyscime ycTpalicTaa Kopnopawm Medironic
BLINOAHEHLI YCTOHMBLIMK K BHBIWHER aeq:uopnnmun “
HAPAMOBENCHA. XOTA NOBPBIACHUS WMIAHTMPOBARHON

CHCTEM! OT BHELINEFO UMNYNLCA TOHA C/TYHARTCA PRAKD,
B8POATHOCTE TAHOTD NOBPEMASHHA BO3PACTHBT NPH
MOARILEHMM YPOBHSH sHeprum. (104, BOSASIACTEMEN STUX
NPOUSAYP BOIMONIHO BPEMEHHOE W NOCTOAKHOE NOBbILLEHWE
NOPOIOB CTHMYTALMM HAW BPANGHHOS W/ NOCTORHHOS
nospexpeHue mioHapaa. Ecnu aHewman AeduBSPUANAUMA UMW
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HBPAMOBEPCUA HEOGXOAMMG!, YUHTHIBANTE CAGAYIOINE MEPL)
NPEROCTOPOMMHOCTH:!
¢ UCnomsyiiTe HAMMBHBLLYIO KIMHUHEOKN ADITYTTUMYIO

FHEPrUIO.
*  PasmowaiiTe aresubHbI® SASHTPOAL! WM NAACTHHE HE
Gmoxe 15 cm ot yeTpoiicTea.
+ Pacnonaraiive 8AresUBHLIO SASHTDOAb! WA INACTIHBI
NEPNOHAUKYIRPHO K YCTPORCTBY U CUCTEMO BMBKTPOAOS.
¢ Ec/m BHOWHAR ASPWEPHANALMA KM KAPAKOBEPCUA
TPOBOAMTCA HE PACCTORRWM MBHee 15 cm oT yCTpoiicTea,
nporpamsatop Medironic ana ouexu
YCTPOACTEA M CHCTEMbI! ANBKTPOSOS.
INeHTPOOEOPYROBEINE C NUTEHNEM OT CETH U 0T SaTapeil -
UmnAaHTHPOBAHHEM SneHTPoA obpasysT NpAMoi NyTs
NPOXOABHUA TOHA K MMOKAPAY. BO BPEAN MMNAAHNTIMU 1
NPOBEDHH SMEHTPOAA HCNONLSYITTE CEOPYROBAKNE, MUTEHNE
KOTOPOO OCYUISCTRNATCA O SaTaper, MAM CREUMAALHO

M30AMPOBENA OT MI0GbIX GAYIHAMOUMK TOKOB, KOTOPHIA MOTYT
BOAHWHHYTD NOU KCTIOALIOBAHUK OBODYACBAHNA C NUTAHMEM OT
CaTM,

ConmecTHO paBoTaionns yCTPORCTEN = BoixogHbe
WMITYMLCH), OCOBEHHD OT MOHONOMAPHLIX YCTPOHCTB, MOTYT
HOGNIFONPUATHO NOBAKATEL Ha CNOCOGHOCTL YCTPOHCTSA
DLNOAHATL AGTOKUMWO. ECu NaumMenTy TpeSyaTca oTAebHOe

BOSHWHHOBEHNA NOMEX U HE YXYINTL CNOCOGHOCTL YOTPORCTRE
BLINONHATL ASYEHUMID, Panes nMNAaHTUpOBaHHbIE DHC W
UNINBHTADYEMEIS HADAWOBOPTEPLABPMBPHANATOPI CeqyeT
ASUMILABHTHPOBATD,

Henonsaosarie creponnos — He CNPEABASHO, B KBKOH
CTENEeHN NPAAOCTEPEIRHMA, MEPHI NPEQCCTORHKHOCTH HAU
OCNONHOHMA, OGLIMHO CBASAHHLIE C MHHOKLMOHHLINK
NEHAPCTESHHLIMW POPMaMH BUSTATA BOHCAMETRIONA,
OTHOCATCR K WCTIONL30BAHMKIC 3TOMD B SHAYTANLHOMH CTENBHN
NOHASMIOBAHHOND YCTPOHCTEA C HOHTRONMPYEMLIM
BoIcBOOONMASHUEM,

SepeMesnocTh = EulN0 BLINBASHO, YTO SUETAT ASHCAMETAI0HA
OHAILBAGT TEPATONOHHOE NBIHCTENG Y MHOMHX BIROB MMBOTHbLIX
& AC3AX, SKEMBAAGHTHLIX A0ZAM, NPUMEHABMIM ¥ HENOBSHA,
UccnanoaaHinn ¢ HOPEMOHHLIMM MBHILMHAMM HE NPOBOAWNNCH.
Ucnonbaoaanue aueTara AeHCaMETAI0Ha BO BPEMA
GopeMsHHOCTH A0RYCTUMO TOVILHO B CYNas, 8CnH
NOTEHLMANLHER NO/MH3E ONPABALIBAST BORMOHHLIA PUCK ANS
nnoaa. UccnepoBaHnA Ha MBRIAX, KPLICAX M KPOMMHAX
ROKA3ASM, HTO AAPEHOHOPTUROWAHLEA CTEPOMS YBEAWMBAET
PHCH pasBHTHA ¥ MN0AA “BOMLONA NACTH", yeesmuBaeT
BEPOATHOCTH NAALEHTAPHOW HAQOCTATOMHOCTH, BLIKMALILA, &
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TAIOKES MOHET CTETHL NPWMHHOR SARBPIHKW BHYTPUYTPOOHOO * ACKpMBAEHME JMCTANLHOND HOHNMKA CTMAOTA NOPeR
paseMTHA NAOAA. BBEABHWEM B SNEKTPOJ, NPHAACT HPHBUIHY AMCTR/ILHOMY

nPONapaTa QAR MaTepH,

KOPMAIBHUE IPYABIO, NGO NDYIMEHATL SNBHTPOA,

HEBLIRANAIWAA CTOPOMA.

OGpawieHng ¢ MOHONNTHLIMM YeTpoicTaam ¢

HONTPO/MPYSMBIM SHICEOSONAsHNeM cTapouss (MCRD) -
MANRHTaUMEH

* He ROoryCHAKTE CONPYKDCHOBOHHA NOBOPNHOCTH KOHTAHTOR
€ SarpASMMTANAMM NOBBPXHOCTH.

¢ Bo BpeMn MWINAHTALYM HE NPOTHPAIITE K HE NOMPYIHMITe
HOHTAKTH B AMANOCTD, 38 MCK/ROMEHHEM HPOBU,

Bunonspian cTuMynauNs — Ecnv nnowant: n0eepxHoCTH
BbIGPAHHOND AHOMHOM KOHTAKTA PABHA AU MEHEILE IO
NOBSPXHOCTH BLIGDAHHOTO HATOLA, STO MOMET NPUBECTH K
60/16€ BLICOHHM NOPOFaM CTHMYNAUMA MM K SHOAHON
cTHMYnALUM, B 3T0M 318KTPOAS MCTIVIbSYETCH 4 HOHTAKTR
OAMNAKO0BOO pasuepa. osTomy SHNONADHBIE KOHDMIyPaUstH
CTHMYNALUK MOTYT NPMBRCTH K NOBLILISHXIC NOPONoD
CTHMYNAUUM WM K aHOAHOR CTHMYNALWN.

Ec/m TapanmO HEBOIMOHHO NPOBBCTH “4ePa3 HOHTAaKT /I, Ana
MOTIONLIOBAHHA C OTIPAABASHHLIMK YCTPOHCTEaMW KOPNOPALUM
Medtronic AOCTYNHLI HOHTAKTH /IR, /I3 n /MH4. Ceepetna 0
ROCTYTIHLIX BAPUAHTAX NONRPHOCTU CTHMYNAUMN

JIH aneTPOAOs CM. B COOTBOTCTEYIOWESM PYHOBOACTSS N0
SHCTIYETALIN CHCTOMb CORAOMHON PECHHXROHUSHPYIOWISH
Teparwmmn (CPT-A) Hopnopawu Medtronic,

Ofpanisiie co CTUNESTOM ~ Py 0BpaWEHUM CO CTUNETOM
cOSNIAANRTE OCTOPOMHOCTS,

* Y06l CBECTU K MHHMMYMY BSDOATHOCTE TPABMMPOBAHUA
PEH K NOAALEHMBATL FUGKOCTL SNBHTDOAA NPH NPOBOACHHN
&0 YEPES BOHY, OTBEAUTE CTUAET HA 1-2 CM Kasan MY
BhibepuTe Sonas rTMGKWA CTHAST.

o Tpu 80aAHM CTUNGTR HE NPUKASALIBAATE URAUILINMX

» Ecm Ha CTUAATE CHONHARCH KPOBL WM ADYTAR MWAKOCTL,
MCNOMLIYIATE HOBLA CTUNET. CHONWBILWKACA HA CTUAGTE
HUAHOCTH MOCYT TIOBPBAUTDL SNEHTPOR UK COSAATL
JATPYAHEHUA NP NPOBEABHUM CTLAETA HOPEea SAGKTPOA.

36 Ha pycosom ashue
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OGpPMUSHIE ¢ NPOBOANHMWIKOM — MPK 0BPALLEHIM ©
NPOBOHWHOM BCArAA COGMORAINTS OCTOPOMHOCTD.,

He 880AUTE NPOHCUMANLHLNIA NOMEL, NPOBOIHHA apes
YANITHOHUO KOHYHHE BNEKTPOAA 583 HCNONbIOBAHWUA
MHCTPYMEHTA AR BBEASHUA NROBOQHUHA, Beensrue
NPOBOAHUHA 683 MHCTPYNAHTA ANA BBAARSHUA NPOBOAHNKA

HOGAAONPMATHLIX ABNBHUAX CM. TEXHHYSCHOS
PYHOBOACTBO, HMAIOILRECA B YNAHOBHS C COOTBETCTRYIOLIUM
MPOBOIHHIHOM.

EC/M AACTAMHLEL KOHWK NPOBOAHNKE CHALHO JarnGaeTeR
WM NEPSHPY-WBAETCR, TO, BOIMONHO, BOSHUHHYT
SATPYANOHHA C SN0 OTBEASHMEM Yepes snexTpod. NosTomy,
GCNH MMSIOTCA NOAOSPEHNIA, YTO ANCTAMLNbIA HOHAK
NPOBOAHMKS NOBPANAIN, UMM BOSHHHAIT IHAMMTANLHOG
CONPOTURNSHWE NPOXDIHKABHWIO NPOBSOAHWHE, HIB/TSKHWTE
BNSHTPOA BMECT® C NPOBOAHMHOM KAK OQHO USAOS,
HaansuTe NPOROAMKK M3 SMBKTPOAA U BCTARLTS B
ANBHTPOA HOBLIA NpoBOAHWK. He npisrasaiite
USMLNMX YEUAKA ANA HIBNBMNEHHA NPOBOAHWKA U3

INBHTPOSA.

Ana nomyeHnA JONONHUTENLHOR WHhOPMaLMK CM.
AOKYMBHTAUMWIO MO NPORYNTY, HMSIOWNOCA B YNAHOBKS C
NPOBOAHKHOM.

Obpauissue ¢ aNSRTPOROM — C 3neHTPOAOM CreqysT Bcerpa
ofpauaTech

OCTOPOWMO.
He peHoMEHAYETCA HCNONLIOBATL C STUM SNEKTPAAOM

CTUABT, TO NCGALIYRTACH TONLHO CTUASTEMK, HMSIOLLMMWCA B
YNAKOBHS C AMSKTPOAOM UK B ROMIVISHTE CTUARTOS (C
PYSHON YMBHBILSHHONO pasmepa). Jpyrs cTneTel MoryT
NPOATH GANBLUE HOHWIKA ANEHTPOAR, TPARMUPOBAR

nayweHra.
EcAW MIEHTPOR NOBPEHAOH, HO HMNTBHTHPYATE ero.
Beptaive snexvpoy, npeacTasuTen kopnopauru Medtronic.
NpeaOXPanTSATE SHBKTPOA OT MATEPHANDS, C ROTOPLIX
OCHNAIOTCA “HACTMLLE, HANPDWMED CYMAIKHAA U GLITORAR
b, Usonaums snexypoaa NPUTATHBAST STH HACTWUDL
Paboraitte C AaNeKTPOAOM B CTEPHALNLIX XHOYPTUIECKMX
MOPHATHAX, MPOMLITAIX B CTEPUNLHOK BOME M
SHANOTHHOM CPEACTDO.

He cheayeT 4pesmepHo HarMbarTs, NePeHpPYyHBaTL UM
PacTAMEaTL ANSKTPOA,

He nONLayiiTech XMPYPrtacMnia HHCTPYMEHTAMW ANA
3axXBaTa SNEKTPOAA MM WITHIPLHA HOHHeKTOPa.,
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¢ Bo BpeMA HWNNAHTALMH HE AONYCHANTe KOHTAKTA
SNEKTPOACE C MMHEPDANLHLIM MECNOM, CHIMNOHOBLIM
MECOM UAM MOBOH APYTON HIMANDCTHIO, 32 HCNIOHEHWEM

Hposu.
¢ UCnonbayiTe GUKCHPVIOWNIO My$TY CO BECOMW

ANCKTROZAMU. HTOGL! NPEACTEPATHTL HEMENATEALHOE
NPARGHABHNE HIKCHPVIOWBH MYTE! B BHY, yS8HTECH, 110
UKCHPYIOWAn MydTa PACNONCIKEHE G0 KO LUTLIPLKY

HOHMEKTOPA aNeHTPOAA. Ecm nepan seensrmen
Mmmnpwmwammm

MydiTa OCTANACH HA CHOM MOCTS.

* [pi BOSHUKHOBAHIM SHANUTEMLHOND CONPOTURNIBHMA HO
nNpwHASALIBAIRTE YOHAMIA AR NPOBEASHHA NPOBOGHUHOBOTD
HaTeTepa WK SNSHTPOROD. McnomvsoeanHe
NPOBOAHUKOBLIX KATETSPOB MM 2NBHTPOAOB MOWET
HaHeCTH TRaBMLI CapaLy.

PONO3NLMA HAKN HIBABYEHWE XPOHWHSCHOTO SNBHTPOAA —

PenosuLma KN U3BNEYSHUB XPOHWMECKUX SNEKTROA0E MNYT

61T SATPYAHOHL BLABOCTIUE DASPECTIHMA PHOPOSHONA THANM.

ALINOMHANTS 3TY NPOUSAYPY HPaiiHe ocTOROHO. BepHuTe BCe

YAANGHHLIC SNOHTPOAL B KOPNOPaUWe Medtronic.

¢ He pOHOMBHAYSTEA HCNONLSOBATD C STHM AMAKTPOAOM
OPAHIBBHIe CTUNETH, NOCKHONbHY CYLIBCTRYET PUCK
naphopaL CNUPAMM / KIONRLMK NPOBOAHWKA.

* [pu PBNOSHUMIA NPOBBPETE ANNHY SASHTPORA HA STHHETHE
SASKTPOAA HA HOHHEKTORD, YTOSL! BLISPATE HOMINGKT
CTRMATOB (€ PYMHON YMEHLILOHHORD DASMBPA) NOAXOANLEH
AAbl. Boaraa suibupaiite HOMNNBKT CTUABTOS {C PYMKON
YMBHBLIGHHOMD PA3MePa) Ha 3 cm Hopoue AMMHL
anexTpoaa. Hanpunan, ANR anNeKTPoAS ANKHHOK 78 cm
BLIGUDANTE KOMIVIENT CTUABTOS (C PYUHOR YMOHNUOHHONO
paskepa) co CTHASTAMU ANHHDIA 75 cm.

Haeneverme

OCTRAB/IAR KOHUMK SASHTROAR WM OBHANMBHHLIA NPOBOAHNK
B CODALS UMK BBHE.

¢ POnosMipMAa XPOHUNECHOTO SABKTPORA MOET
HeGAArONPHATHO CHASATLCA HE CNOCOGHOCTH BMASARIOILEND
CTOPOUA AASHTPOAA ©YHHLWDHUPOBATH C HIHHISH NOPOToM

CTAMYNALM,

¢ AnA NpanoTEPAEHHA NEPERAM INSHTPHHECKHUX CHFHANOD
BRHPOHTE HOUCTIONLIYHMBIO JSHTPOAM HOMMNEMHOM,

* Y NOBPEMACHHLIX SNEKTPOAOR HEOGXOAWMO BLINO KT
FePMETUSALMIO OCTABILGHCH HOHURBOH YaCTH M NOALIMTL
SNSGKTPOR K NPHASTINOWMM THEHAM,

¢ Ecan ansHTPOR MSBNBMEH U YCTAHOBABH HA HOBOE MACTO,
BHWMATE/BHO OCMOTPUTE @0 NEPaA PenoaryMel Ha
MPEAMET OTCYTCTBMA NOBPEHACHIMA HIONALA M CMPAn
NposoaHKKa.

MansTHO-pescHancHan Tomorpadma (MPT) = MPFT — ato

BHA MBAMLMHCKHOA BHIYAMIALUUK, NPY HOTOPOH HCNONLIYIOTCH

MArHUTHLI® NOAA ANA COSOAANUA HSOODANMBNMIA BHYTPEHHUX

502115-008

CTPYKTYP Oprarmsma, MPH GLINOMHEHIM ONpeaeneHHbIX

ROMYCHAIOWIWMK BhinonHesmes MPT ¢ eoﬁnmemm
ONPBAB/BHHLIX YCOBWH, MOTYT NPOXOAUTL NPaUeAYDY
MPT-cuaniposaHiA. 1N NOAYHEHUA AONCAHUTONLHLIX
COONOHWA CM, TEXHUMBCKOS PYHOBOACTBO No SuraScan,
npegocTasnremos Hopnopauuedh Medtronic gna ycTpoiicTea,
Bhinonnenws MPT ¢ cotimopeHien
ONPAAANBHHBIX YCNOBMA.
Anarapsun (BRAMAR YILTPAIBYHORYIO TEPANMIO) =
Anareprus — ato MOTOA NOLEHMA € NCTTONLIOBAHKEM
TEPanesTHYSCHOrD HAMPEBAHKA THAHON Tana. Snarepwma
BHMOMAET BHICDHOSACTOTHYIO, KOPOTHOBONHDBYIO,
MUHPOBO/IHOBYID M YILTPESBYHOBYIO Tepanno. He ucnonbayiite
MABTEDIAHO, 38 UCKINONEHMEM YILTRAZEYHOBOH Tepanm, Ha
NALMGHTAX ¢ HAPBHONOTUYECKINN YTYPOHCTBAMH.
MOMET NPUBECTH K TRIKENOH TPABME WK BLIXORY U8 CTPOA
HMNAHTHPOBAHHOMD YETPOACTEA M CUCTEMbE S1EHTPOAOE.
VASTPRSBYHOBAA TEPANKA (BHMOUAR DUSHOTapANWIO,
YMTPAIBYHOBYIO TEPANWO BHICOKOH UHTEHOMBHOOTU M
YIETPAIBYHOB0O UINYHOHNO BLICOKO
VHTOHCHBHOCTH — §TO HCNIONLSUBAHWE YRTPalByHa C Gones
BLICOROU SHEpTIeH, HEMNPY YNLTPA3BYKOBOH AUArHOCTUHE, ANA
NPUEHBCOHKA TANNA AW BOSEYIABHUA B TAAD, YTPASBYKOBAR

ANNAMKETOPOM U UMNAAHTUROBEHHLIM YCTPORCTBOM M CHCTEMOH
SNBKTPO0D, B YILTRAIBYKOBOW /Y4 HENPABAEH DT YCTROHCTBA U
CHCTEMbI SAGKTPOJOS.

S5 Bo3MOMHLIe OCNONHEHHR

Bo3MONMHEG HEHAASTEALHLIO ABNEHUA, CEASAHHLIC C
HONONLIOBAHNEM THEHCEEHOSHBIX SNSKTPOLOE, BR/AO4BIOT
CReRy'Me COCTORHIA, Hadnogaemsie y nayventa (nepeveHs
HO WCHBRNLIBAIOWNA):
» Boagyinan subonma
Pacceverve cepaua
nepdopaumn cepaua
TamnoHana cepaua
PACCEHEOHNE HOPOHARHOID CyHyca
JisTancHbii woomg
SHROHAPAWT U NBPUHANIMT
NPONBIHA HAL KOS
CTUMY/IRLMA BHECONGE HLIX MbIllL WK HeAPOCTMMYNAUMA
DUEDUNANAUMSA HAK APUTMK ADYIUX THNOS
Bnosasa cepaua
Paspein CTeHiM CEDALA U/ CTEHKW BEHDI
reMavoMa / copoma

WUnenyus

MMOHADAA
CaHCHHT MHONDTEHUMANDS
MepurapANaAbHOIA BHMOT
LLiym TpeHUA NEpwHapna
MHOBMOTOPAKC

0 & ¢ PR OO DI ERE S OE S
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Printing instructions: doc #163258
Category: Lands single phg.
Size: 7,125 % 8 In (181 x 203 mm)

s DOHOMEH OTTOPHEHUA OPTAHKIMOM, B TOM WCAE MBCTHAR
THAHSBAA PRaKUMA

* Nosuwuess nopora

* Tpombos

o TpomBoTHueckan sMGOMen

¢ [ospesnzerne KaanaHa (OCOBEHHO B Copaue ©
HOACCTATOMHO PAIBHTLIMK SHATOMMUSCHIMU CTRYKTYDAMM)

ADONOAUTENLHLIE BOSMOHHLIE HEENATONPHATHLIE ABRNEHHR,
CBASAHHLIE C SNOKTPOAOM W SENPOrPaMMUPOBEHHLIMIM
NAPAMETPEMK, BIUTIOYAIOT CHARIOLME COBHITUA (NepeHeHb He
UCHOPILIBRIOULANA):

Boswommon wolna-  TipuaHak BOIMON-  POROMSMAYSMIG
TONPUATHOR REA-  HOFO HEGANONPH-  KDPPSKTHPNONMNE
"o FTHONQ ARNBHNA Anlicyaun
CMolLeHW anaH- Meproguuackan km  Nepanporpasm=
Tpona* NOCTOAHHAA NOTERA  PYITE NONAPHDCTL
JAXBATE WWALYSNOCT-  CTHRnm JEHL
HOCTW CHMIHANA HsMaHHTS NONomg-
BIMMITH (swwouan HHE INEKTRORA.
ConCIUr)*
Cvawenie anex- MepHOIMUSCHAR W POfpaIMILe
rpopa® NOCTOAHHAA MUNER-  PYRTE NOARPHOCTL
MYBCTAWTE/LHOCTH CTHMYIAUN STHL
Mamsrure nonode-
HME BNEKTPOAR.
Paapuis nposowEa  NEPHOMECHBA WA SRMEHWTS SNEKTPOR.
ANSKTPOAA AOCTOAHHAR NOTAPA pOrpasss
SEXSATA WM UBNOCT-  PYRATH NAARPHOCTY
HOGTH GMIHaNE CTHMAUMM S,
M JIK (aiwmouan
COHCUNTP®
Hapywosmo nsona-  MOPHOAWMECKEA MM JEMEHHTE 3NHSHTROA,
UMM NPOBOAHWHA nocTonnnan noteps  Mapanporpasss-
BNEKTPOGA SAXBATA W UBNOCT-  DYATE NIVIRPHOCTY
HOCTH CHPHANA cTInAUM AHC
M JTH (awovan
OBHCHN®
Noownwerwe nopora  MNotenn saxsara® Hagrpoitre enxog-
CTHMBIAWM W S0~ Hb NERSMETRw
KB HE BIXOA0 HMIAHTHRYSMOrD
YOTPOROTBA.
Napanporpamie-
PYHTE NONRPHOCTL
Tyt SO
JameneITe aneKTPoR
WM HIMSHNTS 870
NONCHBHING,

* HPaTHOBDOMENHAR NOTEPR SAXBATA WM UIIOCTHOCTH CHIHAAS

MM(&MMWMBWW
AQ CTROHMBALNM MOKTPORA, MPWHOR OTCYTCTENA

MWNWMWWW

Hume npueeasH NepeyeHb METOR0B WMIAAHTALRM, IPU

Pea/M3IMUM HOTOPLIX Y SABKTPOIA MOTYT BOSHIMHYTS
noepeXAerMA {NepeyeHs HO HCHOPNHIBAIOWINA):
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MeTOAM NMNAMHTS-
MK, HOTOPLIS BoSNONMNOS 8O- Pakomengysmos
MOTYT NOBPOANTE  ASHCTENG NE AN  HOPPSKTHPRYIONSS
AnmTROR TpoR AaAsficTane
Nposenstne anes- FloBpenaohies HOH-  3AMBHHUTE SNBKTPOA.
TPOKA Yepes TaKTR, CIMPANH NRO-
wm BOAHMKE UM UIONR-
CHCTONY AOCTEOHHC L
SIPUNMBHIHMBM CHIM
Paspein onwpani SameHuTe anaiTpos,.
MESUANLHOE BBSAL-  NPOBORHHNKA, NOBPS-
HIE C BEHOSHLIM HABHWE UIORAUMI
HHTPOMBIDCAPOM,
RPUBOZAULEE H BalLS-
WHHND MEMZY KINO-
walell U NOPBLI
peSpom
Wcnonbaosamme - Nepiopaimn crv- 3BMeHUTE SNBKTROA.
WHKON MBCTHOMO CTH-  pamM Nposog-
neta HWKA / HBOMALIM
HAQROGT- Pasphis cipam JaMEHUTS BABHTPOA,
HHLLI KK CYXOWMWMA  NPOBOINWKA, NOBPE-
NOK NOAUMONNMHOM  IKAGHHE HICAAMH
BESQEHIN WHTDOSL-
10C8PA, NPUBOAMNUOM
K SOLISNIOHING
MPOABINKSHNE BN0K-  VICHDHRNEHME KOH- SaMEHMTS SAGKTPOR.
TPOAA HEPBI HOHOPO-  WiE Wik Nephopa-
HAPHLIS USHTDAS b MR MIOARLIM
HLIE BAHG, Yepes
HOTOPLIB OCYLS-
CTBARGTCA QOCTYN,
683 NOMMOCTEIC BBe-
ABHHOTO CTWHBTA HAN
NPOBOAHEA
Boapatne NpoHcyH- Mompmicenme Samormre anexTpod.
MA/THOTO KOHUE NPO-  YIIOTHBHMA KOHWMNKA
BOAMHWHA Yepaa aneHTpoaa wm
YIVIOTHOMNNG HOWMMHE  NOBPEINABNIE CNK-
ANOKTPOAG Ged P NROBCAKHKA /
HCNOMLIOBEHUA HSOMAHM
HMCTDYMBHTA AV
BEENSHUR NPOBOR-

6 Mpousayps UMILNAHTSUMK

Npegynpenigenne: Nepea mannaHraumeid cucTems: SuraScan
OUEHUTS PHCKK, CRASAHHLIS C YAANSHHEM PAHBS
UNNABHTVDOBAHHBLIX SNBKTPOROB. OCTaBNBHHLIE HEPaBOosie

CHAHUMPOBAHUA CHCTEML! SureScan.

Tipapynpeninenme: Mpu BOSHIMHOBOHIH IHAWTANLHOM
COfPOTUB/IGHNA HE NPHHABSALIBAIATE ZONCHUTEALHOMD YEHMA
ANA NPOBAAGHHA NPCROAHHKOROND KATETOPA MM MNEKTPOAA.
HUCNONL308aHIE NPOBOAHNNOBLIX HATETEPOB WK SNBKTPOAOE
MOIKET HEHBCTH TPABMB THAHAM COPALA.
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Ann wnnaasTagm MK saextpopa

Attain Performa S MRI SiwreScan 4588 s BuiSpaniyio
HAPAMANGLHYIO BOHY TPOGYITCA COBMOCTHMANA CUCTEMA
ACCTHBNM, TAKAR HAK CHCTEMA ZOCTABHUKOpNOpauUn Medtronic,
COBMECTUMAR CHCTEME SOCTABHM BHMOMAET NPOBOAHMKOBL!IH
qumﬁmmnm
WHTPOAKICAPA, HOTOPHIA MOTYT GLITL Y/IANGHS M NOIBOARIOT
NPOX0A NO HOHHEKTOPY SNEKRTPoAA. AR Nosy“eHMA
DOTIOAHATENLHON HHAOPMAUVI O COBMOCTHMbLIX CHCTOMAX
AOCTaBKU OGPATUTECH B NPEACTAEMTENLCTEO KOPNOPAIMK
Medtronic.

3a NPABUNLHOCTL BLINOAHEHWA XUPYPIUHBCKHX NPOUeAYP ¥
cobmogesme NPasKA CTEPUALHOCTH HACYT OTBETCTEEHHOCTL
MagHUMHCHHS PESOTHIKH. (TPOLEAYDLI HMNEHTAUMM,
OMMCAHHLIO B AAHHOM PYHOBOACTSS, NPAACTAE/EHD! TONHO B
HHOOPMATHEHLIX UENAX. HaMAKIH BPEY AOMNSH NPHMOHATL
WHOOPMALIIO, NDUBEABHHO B STMX MHCTPYHUMRAX, COMAcHD
NPODBCCHOHAALHOMY MAAWLUWHCHOMY ONLITY U NOAYHOHHDIM
HABbLIMAM.

6.1 Pasuauistne NPABOMEAYAOUHOBOID SNEHTPOAA

Nocne NPMHATUA PEWeHNHA, KAKOH Manypooasli aneKTpog,
BBOSUTL NBPBLIM, PACCMOTPUTE BOSMOMHOCTE KETETEPKSAUMK
KOPOHIPHOO CHHYCA H HEOBXDAWMOCTU PESEPBHON
HAPAMOCTUMYNALMM,

6.2 MNoarovosKa cHCTEMbI ROCTABKM

MOArCTOBLTE CHETEMY AOCTABHM ANA WMANRHTALMN ANEKTPOA
COFABCHO WHCTPYHUUAM, NPHEAQOHHLIM B QOKYMEOHTALWM,
NOCTABNRGMON BMECTE C CHCTBMON 0CTABNM,

6.3 Baxoambii gocTyn

Npagynpesgenue: Bo BpeMA WW1ASHTaUWY AOVTRHE WMETLES
BOAMOMHOCTL SLICTPO OCYLBCTBUTL CTUMYTLANO C
PEISPEUPOBIHIENM. MCONLSORAHNE CHCTEME! SOCTABKH KM
ANSHTPOKOS MOMBT NPHBACTH H 6/10HARS CopaA.

1. AAR NOAYHBHKA AOCTYNA K NOGHNICMHON BOHE
UCNONb3YHTE MOGOH NPeNC-TEEMLIN METOA,
OCHOBAHHLIA HE NPOHECCHOHAIHHOM DNbITE.

Bussanue]l HenoTOpLIS AHATOMMUECHUE OTHIONEHHA,
HAMPWMED KOMNPECCHOHHLIA CHHAPOM BEPXHER anepTypul
rPYAHOR KNBTKY, MOTYT CNOCOBCTBOBETD SALIBM/IBHING U
NOCASAYIOIBMY OBPBIBY KOPITYCa ANBHTPORA.
Bunmasine] H1o60r M3GEKATL CNATIA KOPNYCA
w«ayw”nwum BREASHUS CreLyeT
BLNOMHATL, N0 BOSMOHHOCTH, Ganee natepantto (Puc. 1).

502115-008

Pucywon 1.

2. Boesgire J-06pasHuii nPOBOAHKMK MHTPOAMIOCEPA U
QOONOMIY YPOCHONGHONO HHTPOALIOCEPA.

3. Beegmre NPOBONHMKOBLIA NaTeTep 8 CHOPE AAR AOCTYNA K
HKOPOHADHOMY CUHYCY.

BNA NOMMHEHUA AONONHKTENMLMON UHBOPMa CM.
DOHYMEHTALMO NO CHCTEMS ROCTARNM,

6.4 flonyvenne BEHOTPAMMEI]

Tepep pasmeiieHWem 3n6HTPOAA B HOPOHADHOM CHHYCE
BHINONHUTE BeHOMpaduio. BaHOrpaMMb! petomeHgyeTca
HENOALSORATH ANA DNPAAANSHUA NYTU NPOBAABHHA W MBCTa ANA
OHOHHATENLHOW MMNASHTALIMM, HCXOAA N3 PASMEPA, HOPAIbI,
NONOIHOHIA H HIBUAKNCTOCTH Be. Kpowme Toro, BeHorpaniMeL
MOFYT GbiTb NO/BSHLINK NPH PACNOSHAHKW NPEANOAArASMbLIX
TPaBM KOPOHAEHONO cyuHyca. Ceagetma o NOVIYBHM
BSOHOIPAMME! C NOMOUILID GANNOHHOTO HETETEPE CM, B
AOKYMBHTALMK, NOCTAENAGMOI BMOCTE C COOTBETCTRYIOWWM
GannoIbivM HATETOPOM, HCNONLIYGMbIM AR NOAYIHHA
BOHOMPAMM.

8.5 BroaesHue 3NENTPOAA B CHCTEMY AOCTABKM

Npegynpampsime: Ec/m DA NOMUMOHMPOBIAHNA INSKTPOZA
WCNONLSYSTCA CTHWAST, TO TONBHO CTRASTEMHM,
VIASIOUIMWCA 8 YNAHOBHS C SNEKTPOACM HAM B HOMNAEKTE
CTUAETOB {C PYHHON YMBHBISHHOMD pasuepa). Beerpa
HCNONLIYIATS CTUNET HA 3 CIM HOPO4E Q/WMHB SNENTPOAA,
YHASAHHOH KA STHHETHO HOMHOKTOPA IS4, Apyrve cTunaTl
MOTYT NPOHTH AANDLIE HOHUWKA SABKTPORA, TPaBMIPOBaD
NayreHTa WM NephopHPoBaB HAPAKANLHYIO BEHY WM CADAUS.

Npeaynpexinenue: Mpu BOSHIEMOBEHHN SHEMUTEALHOMD
CONPOTUBABHUA NPY NPOBALBHW ANEKTPORA HE
NPMNANNBAHTE younil. UCNONbaoaHNE NPOBOAHUHOBHIX
HATETEPOR WM SASKTPONOB MOMET HAHBCTH TPABME CEPALY.

Brvmmue! Mpy 8eeACHUN SNEKTPORR COGMORAITTE
OCTOPOHOTTD.
* Heo CAoAYaT HPEIMEPHO HIMEETE, NEPEHPYBATE W
PacTRrMBaTs SAEHTPOA.
¢ He nonesyiTech XHPYPTMUSCHUNIM WHCTDYMBHTaMY ANA
3AXBATA HMNSKTPOAA UK WITHPHHE HOMHEKTOPA.

Onn eBenoHMA BAGHTPORE MOWHO BLINOAHWTE CAGAYIOUME
AeAcTaun:
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1. BerastTe NPAMON CTHABT WW NPOBOGHIH B SNSKTPOA.
YTOOLI KSMEOHATD GOPMY AMCTANLHORD KOHWMKR SNSKTPORA
{Pnc. 2).
fipumeyanua: Horpa CTHAST NOAHOCTLIC BEAGEH,
AMCTANLHBIA KOHWMK CTUASTA HE ROCT AT ANCTANLHOMN
KOHMMHA SNEKTPOAS.

Pucynox 2.

O, )

1 CTwneT ROAHOCTHIO OTR@RBH
2 CTWIST NONMHOCTRIO BCTABREH

2. Beegure anentpof B cucvesy gocTacHn. [ nosyuesus
DONONHUTANHON uumopmawm AODHYMSHTELMO NO
CHCTOMO NOCTABKH.

6.6 PasmeuisHne anexTpoaa

S anexTpop Attain Performa S MRI SureScan 4598 MOM#HO
NOSHMOHUPOBATH € NOMOLLLIO NPOBOAHKKA, CTHNETA,
BHYTPEHHEID KATETOPA MAW BHYTPEHHEIO KATBTEPA B COHETANWM
C MPOBOAHMHOM MM CTUMBTOM.

AOCTAANA C NOMONIMG CTHASTA — EC/M BOHA BNAAAET B
HOPOHAPHBLIA CHHYC NALIMEHTA MOA TYTILIM YTZIOM, a B8TBL
HapPRMaANLHOR BEHLI HE HIBUMCTA {PHC. 3), TO ANR AOCTaBKH
SMEKTPOAA MOIKHO HCNOALIOBATE CTUNGT,

Pwoysion 3.
.-——-‘—'-_KI
®
@
1 Hoporaphe#i cuyc
2 HapauansHan send

AocTasus ¢ NONOCILLIO NPOBOMMMKA - ECnK BoHa BnagaeT B
HOPOHAPHLIA CUHYC MNAMMOHTA NMOG OCTPEIM YIOM, & 66THL
HAPAMANLHON BeHLI M3BUAKCTA (PYC. 4), TO ANA AOCTABHU
ANAHTPORA MOMHO HCMIONBSOBATE MPOBOAHKK,

40 Ha pyccrom ASstits

MR58024A028 A Meuronic Condilential

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

502115-008

Prcynon 4.

1 MSmatincTan BOTES HBPAMAALHON BEMbL, BRAJMOUIAA B KOPOHAPH Wi
CHHYT NOA TYNLIM YTNDW

2 MamwmCTan BaTab HADMMANLHON B8tL, BRAAMOUAN B KOPOMIPHLWA
CHHYC D0 OGTPLIM YTNON

6.7 PasMBULeHNE SNBHTPOAR ¢ NOMOLBIO CTHASTE

Npeaynpennenua: NpH BOSHUKHOBEHIM SHAMTENLHOIO
CORPOTHB/IBHHA NPH NPOBBASHMI AIBKTPOAA HE
NPMHNAALIBAATE YCUIMIA.

Npsaynpesiasrne: Yrolu CHECTU K MUNWNMYMY BBDOATHOCTL
TPRBMHPOBAHKS BEH M NOAASPMAMUA MHEHACTI SABKTPOAR NPY
or0 NPORBASHIM HEPOS BeHY, CTRAAWTE CTUNST Ha 1-2 cm Hasaa
wnke sbilepure Gonee MBxwit cTUNeT.

Brumadne! He MCNONLIYITE OCTPLIO NPEAMETHI, HTOBLI
NPMAETL KPWMBUSHY AUCTENILHONY KOHNUKY cTuaeTa. MpiaaHve

HPMBUIHLI CTU/IETY BOSMOMTHO C NOMOULIO CTEPUALHOD
WHCTRYMOHTA C I7IAAH0I NoBapXHOCTEIO (Puc. 5).

AR 7

Mpasauanie: Ecav npogauiaHe CTUAETA NO Harwly

MCNONL30BATD GOABH NMBHME CTUIATH, BONEE MOCTHUS CTUABTH
POHOMEHAYETCA NPHMEHATE, KOMRA HooGXOANNG
BONOAHHTONLHAA NORROPHKA,

CYISCTEBYST MHOMO METOA0E, KOTOPHIO MONGHO HCNOMLSOBATL
A/1A NPOBEAGHUA NEKTPOAA C NOMOWBIO CTHASTA B
HAPAMANLHYIC BaHY. BaGOp METORA NO YCMOTPEHKIO Bpa4a,
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6.8 PasMeiLieNHE INEKTPOAA & NOMOLLIC
NPOBOAHMKA

Npeaynpesnesine: He BBOANTE NPOKCUNANLHDET HOHBY),
NPOBORHUKA HAPES YINOTHBHUE KOHUHKA aneHTpoda 583
HCNONBIORAHMA UHCTPYMEHTE ANA BRAASHWA NPOBOANMHE.
Beagarune nposoaHva 663 MHCTPYMBHTA AN BENSHIKRA
NPOBOAHKMHA MOIKET NOBPEAUTE YINOTHBHKE HOMHUMKA -
BNexTPoAA G0 CHHPANM NPOROAHIKA HAH MSOAALIMM.

MOMEHT U YTIPAB/IEHWO HM W NOTYT NOBPBAKTL CoCYaRt. AnA
NANYUOHNHA JONOTHUTAARHON HHBIOPMALEN O NOBDENABHUAX
COCYA0E M APYTUX BOSMOHHLIX HOGNANONPHATHBIX ABAGHIKAX CM.
TOXHHUECHOE PYHOBOACTEO, MMAIOLIBECR B YaKoaNe C
COUTBETCTBYIOWMM NPOSOAHIHOM.

Brsimanste! Mps yCTaHOBKE NPOBOAMKA cOGNOAANTS
OCTOPOMHOCTE. [l NOTYHBHMA ADNO/IHMTANLHON WHBOPMALIMK
CM. ACKYMEHTAUMIO NO NPOGYHTY, MMBSIOLIYIOCA B yTaHoBKe C
NPOBOAHIBIOM.

PacTBORS FenapHHa 10 ero BEEASHNA C B0
MMHAMK3ALWA PACHA O5PAIORAHNA TPOMGOB BO BPBMA
HCNONLIOBANUA,

* [Ecan wenonbaysTon nposogHuk Attain Hybrid, npoueaypa
NOOFOTOBHN NPOBOSHWKA ANA UCTIONLIOBRHHUA OTMUAETCA
OT APYFUX NROBOAHMKHOS #3-38 NPURPERNBHHOR
NPOKCHMANLHO PYMHN.

YrobLi NOAroTOBHT: NPOBOQHII H HCNOALIOBAHHIO, BLINONHKTE
cAegyIoune AsicTanA:

1. BoiSopHTS NPOBOAHMK.

EGAn Y nayMenTa usSennucTee BeHe,
MCNIONLIOBATL GONoa rMbIsst NPOBOAHIK, Eany
HeolDMMa AONO/MHHMTENMHER NOAASPHKAE, UCTIVILIYHTE
60N166 MOCTHMIA NPOBOZHIMK.

Ecnn HCNONLSYETCA MPOBOAKKK Altain Hybrid, sTanu: ¢
HCNONLIOBAHUEM UHCTRYMSHTA AR BBBASHUA {war 2—
AT 4) HANPUMEHHMDI.

2. Beegure NPOBOAHKH B SNEHTPOA, PAIMACTUE ANCTANLHMIA
(nBmit) HoHeU NPOBOAHKNA B WTHIPHKE KOHHEKTOPA
SNSHTPOARA C NOMOLLLIO HMEIOIErOCH B YNAHOBKES
WHCTPYMEHTE ANA BBEAEHWA nposogiwKa (Puc. 6). Yrobul
NPEAOTAPATHTL CMALISNKE SNBKTPORA UB HHCTRYMaNTA
ANA BEGASHIA NPOBOAHHKA, KPENKO YRORKHBAHTS

Bimanine! Hrobel CBECTU K MUHMMYMY BEPOATHOCTL
NOBPAHAGHHA NPOBCAHKKA, NGPE/ HIBNSHOHHEM

502115008

MHCTPYMEHTA QAR BBBASHUA NPOBOIHWMKE U3 SHBHTPOAA
MBHan YacTh NPOBOBHWUKA NOHOCTLIO

YOOAUTECH, HTO MHCTRYMEHT QAR BECROHNA NPOBOAHMKE
U3BAGMEH.

1 Mpoeogyom
2 Livbipex KOHHEKTOPA ANBKTROAR

3. OTCOBAMHNTE MHCTRYMEHT ANA BBEAGHIA NPOBORHNKA OT
WITHIPLKA KOHHEXTOPE 3NEXTPOAA.

4. HasnewTe HHCTPYMBHT /1A BBGASHMUA NPOBOSHMKA,
OTBEAA MHCTRYMEHT OT KOHUA NPOBOAHMKA,

5. Paammop“ PYHOATRY YNPABNSHAA NPOBOAHWKOM
(Puc. 7).
Ana nposogivia Attain Hybrid npegsapurentio
YCTRHOBUTE PYHDATKY YNPARNGHHA NPOBOAHKHOM HA
NPOBOAHM, NEPas TeM mmwmempex

:@nuue NPOKCHMANBHOID (JHOCTHOID) KOHUA

POBOAHKKA.

b. 3aKPLNMTE PYNOATHY YNPABAGHUA NPOBOAHMKOM HA
NPOBOAHMNE PRAOM CO LLTHIPLKOM HOHHEHTOPA
anexTpoaa.

Prcywon 7.

° -

1 PYOATKA YNPASASHIA NPOBO/HHKOM
2 WiTupeH KOHHBHTORS ANSKIPORE

6. B cTopMALHOM NONE HANQHKUTE SHIM MPOBOJHMKA HA
NPOBOQHMK U SAPHKCHPYITE 0n0, CREUMAnMCTL
Koprnopaws Medinonic perOMeHAYIOT KPONNSHUE SaXNMMA
NPOBOANWKA K CTEDUALHOR XMPYPrUHECKOH NPOCTLING
nauueHTa,

B HE4ECTES ANLTEPHATHBHOTD NOAXORA B CUTYALMAX, KOTAA
NPOBOARMK YIHE HAXOAMTTA B HYIKHOM MECTE, BABHTPOS, MOMHO
HAAGTD HA NPOBOAHII, UCNIONBIYA UHCTRYMBMT N9 BESABHHA
NPOBOAHMKA,
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BaaguTe NpoBOAHHK B SNOKTPOA, PASMECTHB APOHCHMBNLHLIN
{mecT) HOMEL| NPOBOAHMHA B AMCTAIBHOM HOHYWKE
SNBKTPOAA C NOMOWBIO HMSIOUWISTOCA B YIAKOBHS MHCTPYMEHTR
ANA BBAAEHMA MpoBogHuKa (Puc. 8).

NMpuassuasinn:
* POXOIABHHE NPOBOAHIKA YONES YILNOTHOHHE HOHWANA
SNGKTPORA MONET OOMNPOBOIAATECA HESHAHMTEMLHLIM

CONPOTHBNGHWEN,

& 4YT100bI NPEACTEPETUTL CMEULEHHE SEKTPOAS U3
HHCTPYMSHTA ANA BBAASHHA NPOBOAHVKE BO BPBMA
SEAABHHA NPOBOAHAHA, HPBMKD YAGDHUBIATE SNGKTPOA W
MHCTPYMOHT ANA BBOAGHUA NPOBOAHWKA GOALLINM 1
YHASATENLMLIM MABUAMM.

* [epeag wMnnaHTauMel aNeNTPOAA yORAWTECH, YTO
UHCTPYMEHT ANA BBAZEGHUA NPOBOAHNHA HARNEUEH P83
WOND 6 MHCTPYMENTE DAR BBAAOHMR NPOBOAHMKA.

Pucynox 8,

— O

(O]
1 Npoeomnmm
2 ANCTansHLi KOHYWK BNeKTPOAA

Npaaynpenigene: Mpy BOHKHHOBEHIN IHBMHTEALHOD
CONPOTHRNBHMA NPH NPOBBABHUW MBHTPOAA HE
NPUKABLLIIBAATE YCUMA,

Brnmarmne! ECM AHCTANMHLEA KOHMIK NPOBOGHMIA CHALHO

BNBHTPOR BMBCTE C NPOBOAMNMKOM KK OAHO LeN0e, UaanrexuTe
NPOBOAMHMK K3 SNBKTPOAA U BCTABLTE B SAGKTPOA HOBLIA
NPOBOAHKK, He NPUKAZALIBAITE HIMMILIHMX YCUNKHIA ANA
HIBNBHEHKA NPOBOAHIA H3 INOKTROAA.

Mpumesiannin:

& Ec/m aneHTpoA He NPOAEWTASTCA HAM MMESTCA NOAOINOHIS,
YTO SNGKTPOA U NPIBOAHMK CAUMIMCH, BOSMOIHO, Ha
NPOBOARMHG Ha KOHMKHE SN6KTPOAA 06PAs0BANCA TPOME.
HarnexuTe ANeKTPOA ¥ NPOBOAHUK K OCMOTPHTE WX,
Paocuorpma BOMMOHHOCTE UCTTONLIOBAHHMA HOBOTO
npoeoamMKa. CHOBA BCTABLTEO SASKTPOA M IPUBOAHMK, HaK
STO ONMCRHD Ha NpeaLIANLMX STanax.

* Ec/m npoasHiKatde NPOBOAHMHA NO H3TUGY SATPYAHEHOD,
PACCMOTPHTE BOSMONHOCTS HCHOMSOBAHUA ARYFOrD
NPOROAHKUKA. [I1A HSBUAMCTLIX COCYADS PEHOMEHAYSTCA
HCNIONBLIOBATL BoNee rubiMe NPOBOANKKK. BONeS MECTHKIE
NPOBOAHWHU POKOMBHAYSTCA NPHMEHATE, KOTRA
HBOOXORMME QONOSHUTENGHAR NOAASINHA,

42 Ha pyccHoN AssiHG
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NPOBOAHKKA B HARAKANBHYIO Bexy, BosSOp MeTORA NO
YOMOTPEHMIO BPava.

6.9 duncayun anexTpopa

DUHCAUMA JOCTHWIAETCA TEM S CTIOCOO0M HEIABUCHMO OT
PAIMBILEHUA SABHTPOAA.

NOR PEHTTEHOCHOTUYSCIIM ROHTPONEM SEPUHCHPYHTS
aneufm asa’mluums HPMBKSHBI BNBHTPOAA B HAPANANBHON
Bene . 9).

PucyHoH 9.

—_

ANA 0BETRITHGHIA ONTUMANLHLIX SNBHTPUHOCHUX
XAPSHTEPUCTIH U PHHCALIMM PASMECTHTE NPOKCHMALHBIA
HOHTANT B BLIGPAHHON BOHE, @ HE B HOPOHAPHOM CHHYCS,

Mpunsasanue: Ecm BbIGPAHKAENA BOHA KPYNHAR, TO, YTOGH!
AOBHTLCA PUKCALMN SNBHTPONA, BOINONHO, MPUABTER
PacnoneHHTL SNSHTPOA B KAPMANLHONA B6HE MEHLLISTD
PaINepPa. NR NOAYHOHHA ONTHMANENBIX SASKTPUNSCHNX
XAPaKTePHCTMK KOPNOopauWR Medironic pexHomenayer, Yool
KOHTRKTH i THANL CONPHKACA/MCH.

6.10 fposagetne UIMEPEHUH INEHTPUHECCHNX
napameTpos
SOt anestTpog Attain Performa S MRI SureScan 4568

MPeARA3HaANEH ANA CTHMYARLIKA 4603 ALIGHPAEMELIE HOHTAKTLI,
Ha Puc, 10 noxasanbl 18 AOCTYNHLIX NONAPHOCTEH CTUMYARLUWM.
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Calogory: Loads single pkg.
Sizec 7,125 % 8in {181 x 203 )
Pucyrion 10,
le ANt wmcrpor
M
Mt anupans. MRS
]
A

1 PACIUMPEHHLE NORAPHOCTH BMNOAMDHON CTUMNALIM
2 NonRpHOCTH SIMONAPHON (06EATHMONH) CTHMYALIM

PacuiMpesHan GUNOAAPHAR CTUMYARUMA AOCTYNHA NPH
MUCNOMBSOBAHM JAHHOID SNGKTPOMA B CONBTANUM C
COBMOCTHMOR cHCTaMOi CPT-/] 1 ABDHEDUAARLIMOHHLIM
M anescrpogom. K 4 AOCTYNHBIM MONAPHOCTAM CTUMYAAUIM
OTHOCATCA:
* JIK1 — X crmpans
T2 — DK crmpants
JUK3 — M crvpans
JUK4 — [T crempans

BMMORAPHAR CTHMYIAMA ROCTYRHA NPH HCNOALIOBAHMU
ABSHHOTO ANBHTPORA B COMATAHMMU C COBMACTMMON CHCTEMOM

CPT-A1. NoAApHOCTL KAKAOH 13 6 NAP HOHTAKTOR MOMHO

NePeBePHYTL, HTOBL! NONYUHTE B ouLel CAONGHOCTH 12

DONRPHOCTEN GHNONAPHON CTHMYNALM:

JI — SIH2, 2 — SN

JUH1 — A3, JIHB — /M1

JIH1 — M4, T4 — JTIH1

JIH2 — SING3, I3 — JTH(2

JIH2 — K4, T4 — M2

JDH3 — M4, K4 — B

NMpumeuanie: ECIH NPOBOAWTCA MOHUTOPHHT CrHana M

¥, norpa Bppasa NONAPHOCTL CTHMNAUMM JTHE2 — JIH3

WK JTHE — M2, aMmTyAa CUrHana MOseT Sbith

ochainena s cCpasHeHHU C ADYTHMMK HOHDUIYDALMAMMY

CTHMYNALMU, Hanpusep JHT — [TH ciupans. 3To

ohoipaesol

L 2R BN BN BN BN 4

ocnabneHwe CUHANA ABNAETCA

XAPANTARUCTUNON

S anextrpopia Attain Performa S MRt SureScan 4588,
HOTOPLIA HMEET KOPOTHOE PACCTOAHNE MEMAY HOHTAKTAMM
JIH2 » JOK3,
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Bunnanne! Mopoa NPOBOASHNEM HIMEPOHWIA INOKTPHHECHHX
NapaMeTpoR “an SHHPEHTUBHOCTU ABPHEPWIALMK, oTBEIMTE
TOHONPOBOARUYIG OGLAKTE), TAHUE KK MPOBORHUKK WM
CTHAETH, NOAANLILIS OT BCEX MNEKTPOAE.

Npusmsuanue: Nepag NPOeREHNEM HEMEPSHMI

UHCTpYMEeNT ananusaropa HabansHoro unTepdeiica
AccuRead 2.0 UCNONLIYETCR ANA OCYILIBCTBABHUA TOMHBIX
HIMOPOHWI SNOKTPUHECKMX NIPAMETHOB B0 BPEMR
HALIBHTALMK,

Briumarine! McnonbayiiTe vHCTPYMEHT aHANKSATOPa
KabennHoro unTepdelica AccuRaad 2.0 NPH NOACOBAUHOHUN
HOHTAKTOR HABENA SHANKSATOPA K HORHEKTOPY aNeKTPOAA. ATOT
MHCTPYMOHT NOSBONAET NPOBOSHTL TOMHLIE HIMEDEHHA
NEKTPYMECKUX NAPENMETPOB BO BPEMA MMANAHTALPM,
YMSHBWAA PUCH NOBPEIRAOHAN HOKHOKTOPE, SNBKTPHNECHOMND
WYHTHPOBEHUA AW KOPOTHOND 2aMbikanMs. PHCK nospeaerma

TAKNE WHPHHOH U 6/M30CT IO PACTIONCIREHUA HOHTAKTOS (KON
M LITHIPHHA) HA HOHHBHTOPS 1S4,

AR MSMEPSHUA ANSHTRRYSCHIX NAPAMBTPOB BLINONHUTS
cnaayoume AeicTauA:
1. Y6eanurecs, YTO HOHHEKTOP SNEKTPCAA NOAHOCTHIC BBEAeH
B WHCTpyMeHT AccuRead 2.0. Ecan uHeTpyMaHT
ActuRead 2.0 NOACORAMHEH NPABMNLHO, WTHIPDEK
HOMHERTOpPA pocTyneH (oM. Puc, 11),

Pucywon 11.

2. NopgrmosTe XMPYPIHIBCHIWA Kaliesib K KOHHBKTOPY
SNGHTPOAA, UCNONLIYITE UHCTPYMBHT AHANMIATOPA
HaGensHoro wHTepdeiica AccuRead 2.0, 4Tobu obnerwmTs
COBMOIBHNE HABENLHLIX JAMHMOB C HOHTAKTAMA HA
KOHHEXTOPE BNeKTPORA. UHCTRYMENT noMoraar
o5ecneuiTL NOMYYSHWE ToUHLIX NokasaTanedl. flna
NOAYHEHUA MHPOPMALMM © COBMBULAHIWA KOHTAKTDB
HOHHEKTOPA SNBHTPOAR C HOHTAHTAMM SACHTROGA CM.

GXoMy anexwTpoaa 6 Mnas, 7.
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3. AnS nony4eHMA PESYLTATOB HIMOPOHUA SNEKTPHISCHIX 5. Mposeptre CTYMYNALMO AMEOPATMANbHOIO HBpea,
NARAMETPOR BOCTIONLSYHTECH BOVOMOTETE/ILHLIM BLINOHAR CTHMYIALPHC NPW HANRAKEMUK 10 V 1
WHCTPYNSHTOM JUIA MMITAHTELUWA, TAHUM Ha aHRM3ATOp AMTEALHOCTU mnyNuca Gonee 0,5 ms. Mocne aToro
CHCTOMb] SNSHTPOKAPAVOCTHUMWIALIM, MHBOpMaLMA NO NPOBEPLTE, CORPALASTEA M AKADPATMA C NCMOUBIO
MCNOMLS0GAHMIO BCNOMOTATANLHBIX WHCTPYMEHTOB AR PEHTTEHOCHONMMA WK NPH BHAMMOM TPENATAHMK GPIoWHOH
WMIAGHTALMH CORSPIKMTCA B ROKYMEHTELNM NO AAHHOMY cTeHHu. JlanbHefluan NPOBEPKA MOMET BH/HOMATD
yCTROHCTBY. HBMSHEHHA NOACKEHUA TENR, HTOBH UMUTHPOBATH
Ha yRosnsTEOpHTOMLHOS NONOMEHKE SNeKTPOdA XPOHUMBCKIS COCTORHMA NALWSHTA. EC/M CTUMYARLMA
YHAIHIBAKOT HUBHUO ROPOTH CTUMYNALMK 3 ARBHBATHLEA AMEDPArMAALHOTD HEPAA BLINAIHAGTCA, YMEHbIATS
CEHCYHI AMIMTYH BHYTPUCEPREMHBIX CUIHANOS. HANDFOKEHUE B0 ONPERGNCHHA NOPONa CTUMYAAUMM
FipUMeuaHMA: ANDPArMANLHORO HOpBA. CTUMYNRUMA SHBDPArMANEHOro
¢ Husxiuhi NOPOT CTUMYNALIM OBECNBMMBRET HYIKHEIA HOPBA MONET OOYSAOBUTH HEOBXOAMMOCTL HIMBHEHHA
3anac 6e30NacHOCTH, AONYCHAR BOSMKIIHOE FMIAPHOCTU CTUMYNALINK MNH PENO3ABIOHHPOBAHUSA
NOBLALEHHS nopoms,wmpoomnpouaoﬁ'ms aneKTpOaa.
TeveHNEe 2 MECALIOB NOC/E HMIAHTRIN, 6. UncTpyment AccuRead 2.0 MONHO OTCOBAWHWTL OT

* ROCTETOUHLIS BMNANTYAL curuana 3T M TH B ocTpoh MNPOBORHAMA MAK CTHABTA C FOMOLLLIO NPOPEaM Ha 60080
G306 FAPAHTHPVIOT, YTO HNBKTPOR NPABHALHO CTOPOH® WHCTPYMenTa (cm. Puc. 12).
SOCTIPUHUMAET COBCTBAHHLIA CUWIHANN CEPALA. b 12.

ADMKHB NPEBLILATD MIHMMATGHDIS BOSMOMNHOTTH
CeHowHra YCoTpoiicTea. OGA3aTENsHO obacneyste
BBKBATHYIO IPAHLY Gesonncmcm, YHHTLIBAIOULYIO
CTApeHHE SNeHTPOAR.2

Tabaniua 1. PeOMBHIYSMLIS SHAYSHUA MIMSPOHUI NPH
UMTIaHTaLME
PaHOMSHAYOMLIS NIMODSHMN JIoousih HenyAN N
MaHCHMANBHE SHENSHKA NOPOTOs CTW- 3,0V
My B 0oTROR dase®
MBS SMRNLHEA SMNMTYGA CHIHAM 4,0mve
SIM S & ocTpOit pase

* (TpeANCAArasMO® CONPATHRNSHWE SO0 (1.
:WMWEO.SW. .
AMOIATYSA CUNHAAY ANA NONRPHOCTORN CTHMYTMM
JIH(2 — JIHS wm JOHS — AH2, MomeT GulTe 6CNabIaHa B CPABHEHWA
C APYTHIM NONRDHOCTAMM CTHMWTIRUMM, HANPUMEND
1 — M cnupans. @
4. ECni PESYNILTATH USMEDOHE SNOKTPHIECHMX NADAMETPOB
HE CTASUASUPYIOTCA HA SONYCTHUMLIX YPOBHAX, BOMONBHO,
HEOBXOAMMO NBPSMBCTUTL ANBHTPOA M NOBTOPKTL
NPOYEAYPY NPOBBPHA. -

1 OTc00aHHeHNS UHCTPYMEHTA ACCuURead 2.0 OT WIThipLka
KOHHOITOPA

2 Orcoapmisnie whcTpymesTa AccuRead 2.0 0T CTHAGTA C NOMNILID
NPOPA3H KA BOMOBOH CTOPOHE HHCTPYMENTA

I Aunsutyaa curnan MM /K ana nonapHOCTel CTHMARuMM NIN2 — JTHKS wnie JUHS — /ITHZ2, MOMET SulT OCAEAHE B CPABHOHIM C ADYTHMM NDARRHOCTAMK
CTMAALMA, HANPHMER JTHTT — MK CRupans.
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6.11 WasneusHHe NPOBOAHHKOBOTO KATETEPA M3
anexTpona

Mipimesaie: Ecrm oA pasHELIENMA ANEKTPORA
MCNOALSOBANCA NPOBOANMK Attain Hybrid, nepeiigure K war 2.
ANR YRANEHUA HETETEPA 3AMEHATL NPOBORHUK Attain Hybeid Ha
CTHABT H@ TPOEYETCA,

Hax ToNLHO aNSKTROA 3A5MMET OHOHUATBILHOB NOSKIHBHHE,
YAGNMTE M3 HENO NPOBCAHIMHOBLIA KaTeTep:

1. Yaa/re npoBOgHMK M MHCTPYMENHT ANA BROABHHA
NPOBOAHMKA (B CAYUAA HX HCTIOMLIOBAHUA). SAMBHUTS
npooommnpmwmm (C PY“HON YMEHLLISHHOTD
pasmopa). BaeanTe NPAMGH CTUNET B SN1IBKTPOA 1O

CapeiMbl HOPOHEPHOTO CHHYCa.

2. Ypanure npoBOAHMHOBLIA HATATEP K3 JASKTPOAA. AR
NOTYHBHUA NOAPOSHOR MHBOPMALHM M., AOKYMOHTALYHO
NO CHCTEME QOCTABKH.
Mpussuanne: [lna pasnenaembix CUCTOM AOCTIBHU
wopropati Medironic MenonbayiTe carTep,

anpexTpoaa 1,76 mm (5,3 French).

3. OCTOPOHHO NONHOCTLIO MSBNEKUTE CTUIET WK NMPOROAHNK
Attain Hybrid, Mpu usBn8vYeHM CTHABTA NPOUHO
YARIIHUBAITS AABHTPOH, OHOMO AUCTAMHOMD HOHUR
WTHIPLIKA KOHHBKTOPE. YASPMAHHE ANeKTPOAA B STOM
MOCTO NOMXOKET NPSADTEPATHTL BOSMOHHOS CHMALLISHUS
HOHUWKA SASKTPOOA.

4, Y0aamTech, HTO KOHHEHTOP MeKTPOAA BREAGH B
HHCTPYMEBHT S8HAM3ETOPA HaBeuHoro uHTapdesica
AccuRead 2.0, a sarem

6.12 duKcauMa anexTpoaa

Brsmarme! Cobmogalime OCTOPOHHOCTE NPH DUHCaLIMU

SNeKTpOAR.

¢ Ana GUHCAUMM SHBHTPOA HCTIOALIYHTE TOMHD
WOBHLIA MaTepMan,

* He nuiTaltTecs CHATL WM CPRSETL PHKCHDYIOUYIO MYDTY.

* He ncnomwsyite AR NOBILMBAHUA YLK §HMHCHPYIOWSH

* Bo spomMn duKcaLpm anexTPOna cobmoaadite
OCTOPOMHOCTD, YYO6LI MSBEOMATL CMOLLSHUA
HOHWMIKE SNEHTPOSA.

* He sararupaiTe AWraTypbl HACTAMLHD TYrO, MTOGK! OHM
CMOTAM NOB) BOHY, SNSKTPOA WM HUHCHPYICLVIO
wydry (Puc. 13).

¢ He 338A3LIBAATE MraTypl HENOCPEACTBEHHO HA HOPITYCe
anenTpoaa (Puc. 13).
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Pucynon 13.

=

DUKCHPYHTS AneKTPOR, WCNONbIYR BCe 3 GoposgHu:

1. WMWWWWWW

2. Nprxpenure GUHCHPYIOWYO MYDTY K KOPMYCY MEKTPORA,
mmmmszSW(M 14).

Pucywon 14.

3. Ucnonusyirte, No KpaRHed Mepe, 1 AONONHHTBNBHYIC
surarypy 6 1 19 50poagoK, YToGot NPHHPaNWTL
GHHCUPYIOILYNO MYDTY M KOPMYC SNSHTPOAA K Hacumm.

6.13 MoacoaanHene ANENTPOAR

Bassaanine! MNepon NOACOBANHEHUOM IAEKTPOAA K YCTPORCTBY
BGONNA HIBNBHANRTE MHCTRYMEHTDI AAA HMAAHTEUMM, TAHHE KBK
CTHAET, NPOBOAHMK WM UHCTPYMEHT KABBALHOMO

AccuRead 2.0. EC/M MHCTRYMEHTH, HCIDALIAYBMBIO
PU MMNNSHTALHM, HE HIBNGUL, MOKHNO NOBPEAUTL ANGHTPOR,

HWWKMMWM.
1. BaaguTs KOHHEHTOP ANGHTPOAA B GI0K KOHHBKHTOPA
YCTPORCTBA. ANA NONYHEHUA MHDOPMELIM O NPABHALHOM
NOAKANOHEHWN SNBKTPOAA CM. AOKYMEHTAUMIO,
NOCTABNAGMYIO C HMANAHTHDVOMDIM YCTPOWCTBOM.
2, BoiNOMHUTE HIMOPEHHA BNBKTPHMNOCHUX NADAMSTPOBS C
NOMOUBIO YCTPOHCTBA.
6.14 Pacnonomenne yCTPORCTES U SNSNTPOAR B
«HBPMAHS»
Brumanme! [py pasveiesig YCTPOICTBA W ANeKTPOZ0E B
«KapuaHer cOGNIOAIATE OCTOPONHOCTD,
& YBeAMTOCE, YTO SNBHTPOAL! HE BLIXOAAT US YCTPOACTBA NOY

OCTPLIM YTAOM,
* He yaepuneaiite ansTpoa WM YCTPORCTBO
MMM HHCTYMOHTaMU.

HOPITYCa SASHTPOAA W K ero cMeiueluio (Fyc. 15).
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Pucywou 16.

Y106l NOMECTHTL YCTPOHCTBO M MBKTPOML! B «HBPMaH»,
BLINOHHTS CROAYIOWWE ABNCTBHA:
1. Y706l NPEAOTRPATUTE HAKENATAMLHOS NODAKDY MBAHUE
HAM CTWGAHUE NOJ OCTPGIM YITIOM KOPMYCa SNBHTPOAR,
BPALLBHHEM YCTPOHCTBA BLGEPUTE HINNUIIOIO D/MHY
anexTposa {Pwe. 16).

©

2. BpeauTS YCTPOICTEO U 3NBKTPOGS B «HAPMaH».
3. lMepenyumsaHrem «KapaMata» NPosepeTa SQQeHTUBHOCTL
CEHCUHIA, CYIMYNAUMW, KADAMOBAPTHM W 28UOPMNNAUMNK.

6.15 MocNeNMNAAHTAUMOHHAR OUBHNR

Moche WMNABHTAUWH BHINOMHATE MOHUTOPMHT
ANEKTPOHAPANOTPAMME! AUMBHTA BRACTD A0 B0 BLINMCHM,
EC/m aNeHTPOR CMBLWABTCA, TO ST0 OBLINHO NPOUCOAUT B
PAHHEM NOCABONSNALMOHHOM NSPHONS.

ANA NPOBEPHU NPABMALHOCTI NOMUNOHMNOBAHIKA JNBKTPOAA
POHOMOHAYOTCRA BOCHOMNBIDEHTHCA ABHHLIMN PERTIEHOMPAGIM U
HIMBPBHUA NOPOTOB CTUMYNAUMU, NOVIYHEHHBIMK 0 BolWACKY U3
SONLHULLI, 48D63 3 MACAUA NOCAE HMNNANTALIWK U 48D
HIOHALIO 6 MOCALSBD B AANbHELIEM.

B cnyuas cMepTM NALMBHTA BLINCAHUTE SHCINGHTALIMD BCBX
UMNAGHTHROBRHHBIX BMIEKTPOADE W YCTROWCTD M BEPHUTS X 8
Hopropauui Madtronic ¢ sanonnenHoil popmoii oTveTa o
npogy«re.

7 TexHuuecKUe XapaKTePUCTHHI
7.1 TexusuecHUe XapaRTepHCTUHH (HOMUHANbLHDIS)
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1
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HOHTAHTAMM
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3a30p MONAY
HOHTRHTAMM
JOH3 u M4
{npoxCIman-
HEt):

CHCTamMa ROCTABKN

HOpNOPauM Medtronic

(PEHOMEHAYSMLIA

PpeHrai gaameTp)

AnarsocTHiecui npo-

BORHUK {poHDMaHLYE-
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NOBBPXHOCTH
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IS4-LLLL
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Nomypatan {cHa-
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(snyTpu)*

TMnarimo-pugve-
Bbii CURE C NOKPUt-
THEM MO HITPHAR

MP3SN

MPS5N

157 mm
(4.7 French)

1,30 mm
(3.9 French)

1,80 mm
(5.7 French)

or 0,36 mm go
0,48 mm

5.8 mnv

21 mm
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Ha pycorom rsbya 47
ME58024A028 A Medironic Coridenttal Compased: 2015-05-01 07:18:08

XSL:Styleshest C 18-MAR-2015

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



Printing Insbuctions: doc 183258 502115008
Category: Leads singie phg.
Size: 7.125 % 8 In {181 x 203 rmm)

4 Honrauy JUHA (NPOKCHMRNGHII KONTKT): HOMKHASIHOR SHANBHHE TaGamn 2. OGLACHEHKE CHMBOSOE, NPHBBLAHHLIX HA ITHHETHO

FEOMETHHMBLHOA NADILAAM NOBEPNHOCTH, NCTIONLIYEMORA NPH YNARoBKM (NPOROMNGHHS)
s :“W-' 58mm’ Crmeon OGuncHenne
NCHPYIOUIAA Mydma
8 Howmaxrop 1S4
7 Howvaxr 4 “ Mpowasopyrerm
B Howraxr JBH3
8 Howraxt JOK2
10 Howraxt Ji1 fopen go
8 3HaH cootsercTeun CE REF Homep v sakasa
W&wmnﬁmnw gc | rer mmwt}mmg&pom
2013
_a OTKPLIBATDL 30BCHL
9 O6bACHeHNE CHMBONOS, NPHBEACHHDIX HA
YNaHOBHe g:
Conepraieoe ynakoenu
Cu. Ha FTHKETHAX YNAKOBKM, HAKWE CUMBOM! NDHMBHUARI K
AKHHOMY NPOAYHTY.
TeGnuna 2. OBLACHEHME CUMBONOB, NPHBEABHHLIXHA ITUKETHE [: ] FIPR/HSHTRLNA IO APARATY
YNAK0BHM
Cwanon D6uacnmme A ap—"
Conformits Europdenne (Esponesttioe cooToet-
( €0123 CTBHO). DTOT CHNBON oﬂtnmn‘r 4Y0 YOTPOH-
QTBO NONHOCTLIC COOTRETCTEYET TPESOBMMWAM
npwmeHMLIX AMpenTue Eapanelickors Cownaa. + MpvsaLNenHOCTH
He nCnoNL308aTL, SC/W YTIGHOBHE NOSPSMASHA
@ BryTpersi quanaTp

He UCnoNL3IoRarTL NOSTOPHO

T
B
1
é

°C
X +XX°F Toanepatypa Ha BHILG

CTROUMIOREND STIRHOKCHIOM KareTep, A0CTaBAABMII O TPOBOAHMKY

Ch. HHOTPYHIUSO0 NO SHOTUTYATER W
m CM, SHCTPYHUMIO N0 SHCAAYATIUWM HE STOM
peG-caime
W

M| s

48 Ha pyccwom A3uino

anmapap

ThaHCESHOZNWET NBKTPOA A/IN CTHMYRALMU 8
KAPAMANEHOR BEHQ

TPEHCEAHOIHLET IBAYAONHOBLEE anexTpon

fflralg

MS58024A028 A Medtronic Gonldantial Composed: 2015-05-01 07:18:08
XEL-Stylesheat C 18-MAR-2015

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Prinéing Ins¥uctions: doc #163256
Category: Leads single pko.
Size: 2.126 x 8 In {181 x 203 mm)

Tatnua 2. O0uACHEHNE CMBONOS, NPUBAABHHLIX HA STUKETHB
YOAKOBHU (NPOADKEHINE)

OfurcHaNve

TeancesHo WA NpagcenaHsii ANMHTPOR

TPAHCBEHOSNLIEL ANBHTPOA C OAHIM NOHYEKTOM
ANA gedutpunnmps

TPaHCBEHO3HLIA ANBKTPOH C REYMA KDHTAHTAMM
AN ABGHEPUAARLUN

Crmynauua

Bocnpiitve

Astubprnnaea

BaMHIHEALLAACA H BHIBHHUMBAOWAACR G-
PANG & BHTURHOH DHKCALeN

Baiaenmonyih crepona

HHTROaWIOcS] SNEKTROAA

MeTpogLIncep aNeKTPOAA C NPOBOAHIKOM

J-o6pasHmi

SNororwn SuaScan

B> =L+ 3] ] € S S
|

MPT BeiNGAKATE C COGMOREHHOM ONPNBIISHHLIX
Yoo

I MOE924A023 A Madironic Conidential

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

§02115-008

10 OrpannueHHAA rAPAHTRA KopnopauWy

Medtronic

MoHbIA TEKCT OrPEHMMEHHOR FAPAHTUM COAGPMIMTCA B
MPUAArasMOM AOHYMEHTE ~OrpasMueHHER rapaHTHA

Medironics.

11 Ob6cnymnsanue

CoTpyamaie Hopnopagm Medironic — msaHeps) #
CNEUKAMMCTH BLICOKON HBAMAIHALMK PABOTAIOT B PAIIMHHBIX
CYPaHAX MDA, YTOSHI NOMOYb BaM 8
o5opygosaHuUA, a NPy HBOGXORMMOCTH U OBY#Tb NSPCOHAN

MO NOJEOHKUTE WM HAIWAUNTE B Kopiopawsoe Medironic.
CooTesTcTEyIoWMit HOMSD TENBGOHE U AANEC NPUBEABH HE

safHeit obnonHe.
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1 Opls

Meodtronic Attain Performa S MR SureScan 4598 transvenski LV
provodnik sa Catiri elektrode koji otpuéta steroid, 2a ugradnjy
prako Zice, dizajniran je 2a pejsing prako sréana vens, Provodnik
je testivan 2a upotrebu v olruienju sa magnetnom rezonancom
(MR). Sva dutine provodnila za ovej model provodnika vslovio
su bezbedne za MR, Ovaj provodnik sadeli 4 elekirode
dizajnirane da funkcionigu kao katode i anods, u zavisnosti od
nadina na koji je polaritet psjsinga za levu komoru programiran:
» elsktroda LV1, distaina elektroda, postavijena blizu distalnog
slektrode

wha

¢ slektroda LV2, postavijena 21 mm proksimaino od viha
slekirode LV1

¢ eleidroda LV3, postavijena 1,3 mm proksimaino od vrha
oloktrode LV2

+ elekiroda LV4, proksimaina siektroda, postavijena 21 mm
proksimaino od vrha elekirode LV3

Pogledajte ak 6.10, "Elekiriino merenje”, eranica 58
wh?gwmmmmnmmu

Maedtronic 1S4-LLLL? unutradnji konekior sa Setiri stalka na
slekirodi olakdava povezivanje uredaja tokom implantacije. Virh
igle konektora ima indikator u vidu bele trake, kojl 66 mo2e koristiti
2a vizuelnu potvrdu pravilne povezanosti slekirods sa uredajem,

Kontakti konektora poravnati su sa whovima slektroda LV1 sa
LV1, LV2 sa LV2i tako dalje:

* kontakt konektora LV1, igla konekiora, postavijen na

MO58624A028 A Modionic Confidential
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¢ kontakt konektora LV3, postavijen distaino u odnosu na
kontakt konektora LV2 (poravnat sa elektrodom LV3)

* kontald konektora LV4, postavijen distaino u odnosu na
kontakt konektora LV3 {porawnat sa elektrodom LV4)

Pogledajte odeljak 7.2, “Crtel sa spacilikacijama (nominaine)”,
stranica 62 za iustraciju whova elektroda | kontakata konektora,

Distaini wth provodnika omogucava protaz vodi-Zice kako bi
pomogia pii izboru srtane vene. Vrh sadrdl membranu od
wmmmawmmmnmmmmwkamu

se smanjio ulazak

Svaki vrh slekirode sadr2i monolitni uredaj za kontrolisano
doziranje steroida (MCRD) koji otpufita steroid da bi se smanjo
zapaljenski odgovor unutar sréane vane. MCRD uredali sadre

dozu od <1,0 mg deksametazon-acetata.
Nakon iziagania telesnim teénostima stesoid se otpusta iz MCRD
mwmmmuwuma
dovodi dopovacanjammmﬂoiem U vezi sa
mmplantiranim vrhovima elektroda za pejsing.

Whovl elskirada postavijeni su blizu 3 distaine krivine alsktrode
da bi olakéali kontald sa sréanim venama.

Spoljadnja izolacija elekircde je od poliuretana, a unutragnja
imhd]aioodSl-polihdda(Sl-Pl)? Si-Plje pre namotavanjananet
kao omotat na provodnitku Zicu

Attain Parforma 8 MRI SureScan 4598 LV elektroda mode da se
postavi pomodu vodié-Zice, stajleta, unutradnjog katetera ili
unutragnjeg kateteva u kombinaciji 8a vodié-Zicom ili stajletom.

Da bi sa siektroda impiantirala u izabranu gréanu venu,
neophodan je kompatibiini sictem 2a plagiranje. Kompatibilni
u;um?;mws:mummwo«;gmm “
kanektora slektrode, Obratite se predstavniku kompanije
MmchummmmomawiumMu

1.1 Medironic SureScan sistem

Provodnik modal 4598 deo je Medironic SuraScan sistema.
SureScan sistem obulwata Medtronic SureScan uredaj povezan
sa Medtronic SureScan provodnicima. Oznaks za komponante
SureScan sistema sadrZe logotip SureScan | gimbol za usiovno
bezbedno kortiéenje v MR okruZenju,

Compased: 2015-05-01 07:t506¢
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; Logolip SureScan

Simbot za bazbedno korikéenje sa magneinom
rezohancom pod odredenim usiovime. Modbronic
SureScan sistem je usiowno bezbedan za korikcenje u
MA olruZenju i dizainian Je tako da pacientima sa
implantatima omogudi da se podvrgnu skeniranju
Magnatnom razonancom pod navedsnim usiovima za
koriséanie u MR okrueng.

Funkciia za magnetnu rezonancu SureScan dozvoljava re2im
rada koji omogucava pacijentu sa SureScan uredajem bezbedno
skeniranje aparatom za magnetnu rezonancu, pri €emu uradaj
nastavija da obezbeduje pravilan rad srca. Kad se programiva na
opdiju JUkljuéena®, rad funkcije SureScan za magnetnu

rezenancyu on otkrivan]e aritmile, re2irn magnata i
celokupnu dijagnostiku koju definiSe korisnik. Pre obavijanja
skeniranja magnetnom rezohancom tehnltki

privuénik za MR za SureScan sistem da biste pronaiil vazne
informacije o procedurama, kao | © upozorenjima | merama
predoatroinoat] spacifiénim za magneinu razonancu.

1.2 Sadriaj pakovania

Elektrode | dodatni pribor dostavijaju se sterilnl. Svako pakovanje
sadrli sledece stavke:

* 1 slekiroda sa naviakom za fiksiranje

* 1 alatka za ubacivanje vodié-Zice

* 1 hvataljka vodié-Zice

* 1 cudica 2a upravijanje vodit-Zicom

.4

e 2 AccuRead 2.0 alatke interfejs kablova analizatora

* gdokumentacija 0 proizvodu

1.3 Opis pribora

Sav pribor 2a jednokratnu upotrebu odiaZite u skiadu s fokalnim
2ahtevima u vezi sa 2ivotnom sredinom,

AccuRead 2.0 alatka - AccuRead 2.0 alatka Interfejs kablova

slektritna merenja tokom implantacije i spreéava moguée
oftedenje konektora.

Naviaka za fiksaciju pozicije — Naviaka za fiksaciju pozicije
osigurava elekirodu kako bi se spredito njeno pokretanje i Stiti
izolaciju elektrode i provodnike od ostedenja izazvanog uskim
Savovima.

Hvatallica vodit-dice - Hvatalika vodid-Zice obezbeduje vidak
vodié-Zice | pomaZe u zastiti i odrZavanju sterinosti vodic-Zice.
Alatka z» ubacivanje vodic-2ice ~ Alatka 2a ubacivanje
vodit-Zice pruZa dodatnu kontrolu tokom ubacivanja vodic-Zice u
pin konektora provodnika il vh provodnika.

Rutica za upravijanje vodi&-2icom - Rutica za upravilanje
vodit-Zicom kotigti se samo sa vodid-2icama dijametra od

502115-008

0,48 mm ik manjeg. Rulica za obazbeduje dodatnu
kontrolu nad upravijanjem i rotacijom vodic-Zice.

Stajlet - Stajlet pruZa dodatnu Svrstinu i kontrolisanu savitljivost
za dovodenje provodnika u konaéni poloZal. Na zadebljanju
svakog siajfleta nalazi se oznaka sa vrednostima pretnika stajlsta
i odgovarajuée duzine provodnika.

2 Indikacije

Provodnik se primenjuje kao deo Medtronic biventrikulamog
sistema za pejsing.

3 Kontraindikaclje

Pra obaviianja skaniranja magnetnom rezonancom
pogledajte tehniékl prirvénik za MR 2a SureScan sistem da
histe pronaitl informacije o kontraindikecijema speciiénim
za magnetnu rezohancil.

Provodnik model 4598 kontraindikovanje u sladecim slucajevima:
Koronarna vaskulatura- Ovaj provodnik je kontraindikovan kod
pacijenata s koronamom venskom vaskulaturom koja je
neodgovarajuca za plasiranje provodnika, na $ta ukazuje
venogram.

Upotreba ateroida - Upoireba ove elekirode je kontrandikovana
kod pacijenata kod kojih jedna doza od 1,0 mg
deksametazon-acetata moze da bude kontraindikovana.

4 Upozorenja i mere predostroZnostl

Za koriédenjs u okruZenju sa magnetnom rezonencom
potreban |e ceo SureScan sistem. Prs obavijanja skeniranja
magnstnom rezonancom pogledaijte tehnidki priruénik za
MR za SureScan da biate pronadli Informacije o
upozorenjima | merama predostroZnosti specifitnim ze

magnetnu razonancu.

Napomena: Upozorenja i mere predostroZnosti u vea sa
medicingkem procedurom kofi se odnose na Medtronic
implantirant sistern navedeni su u priruéniku koji je zapakovan sa
ursdajem ili e nalazi na veb lokacijl Medtranic Manual Library
{Medtronic biblioteka prirutnika) (www.medtronic.comvmanuals).

Provera steriinog pakovanja - Padlivo pregledajte sterilno

pakovan|e pre nago #to ga ctvorite.

* Ako su 2atvarad ili paket ofteceni, obratite se predstavniku
preduzeca Medtronic,

* Ne skladistite ovaj proizvod na temperaturi vidoj od 40 °C,

* Ne korigtite proizvod poele isteka roka vaZenja.

Sterilizaclja - Medtronic je pre isporuke sterlisac sadrZaj

pakovanja etilen-oksidom, Ovaj provodnik je namenjen samo za

jednokratnu upotrebu i nije predvidena ponovna sterilizacijn.

Za jednokratnu upatrabu = Provodnik | dodatni pribor su

iskfjudivo za jednokratnu upotrebu.
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Neophodna bolnicks oprema - Driite opramu za spolinu
defibrilaciju u blizinl spramnu 2a hitnu upotrebu tokom akutnog
testivanja sistema elekirode, procedurs implantacije & kad god
aritmij® mogu da ee jave ili kada s& namemo indukuju tokom
testiranja nakon implantacie.
Spoijna defibrilacla | kardloverzija - Spolina defibrilacia i
kardioveszija su terapije tokom kojih 8a na srce primenjuje
elektroSok kako bi se nepraviini sr&ani ritam pretvorio u pravilni.
Medtronic kardio-uradaj su dizajnirani da izdrZe izlaganje
spoljnoj defibrilacijii kardioverziji. lako je odtecenjs implantranog
sistoma usled elekirodoka retka pojava, verovatnoca se povecava
sa povecanim nivoima snergije. Ove procedure takode mogu
pmremmoﬂtralnodapodgm nadraaja prl pejsingu
noeno priviemeno il uajnodaoémmom Ako su spoljna
deﬁbriadlaillkardbverziamophome.umuobzksledeée
mere predostroZnosti:

+ Koristite najniu kiinitki prikiadnu

. PouMhMunIploéemnajnan]eiSanodundaja.

o Postavite flastere il plode vertikano u odnosu na uredaj i
sistem elakdroda.

= Ako se spoijna defibrilacia il kardioverzifa isporude u opsegu
od 16 om od unadaja, koristite Mectronic programator da biste
procenili uredaj i sistern elekdroda.

Qprema koja ss hapaja strujom | oprema koja se napajs
putem baterija - Implantirana elektroda formira direkinu putanju
struje do miokarda. Tokom implantiranja | testiranja elekirode
koristite samo opremu koja se napaja putem baterija ili strujom i
koja j& poaebno dizajnivana za ovu nameny da biste spro&il
fibrilaciju koju mogu izazvat! naizmenitne struje. Oprema koja se
napdja strujom u blizini bolesnika mora biti ispravwno uzemijena.
Pinovi konektora provodnika moraju bitiizolovan! od struja curenja
koje mogu nastati zbog opreme koja se napaja strujom,
Istovremeno kori§cenje uredaja — [ziazni impulsi, narotito sa
unipolarmih uredaja, mogu nepovalino da utiéu na moguénosti
odMnlauudaja.Aho]epad]enmmmmzasabanmﬂi
privvameni uredaj »a stimulaciju, ostavite dovoljno prostora
izmedu elektrode zasebnih sistema kako biste Izbeghi smetnje v
moguénostima otitavanja uredaja. Prethodno implantirani
gmmullmmwmmmb

a se izvade.

Upmmm-mjeutvrdmodalinwwwumowedaia
koji olpusta eterokt veoma lokakzovano i kontrolisano va2e
upozorenja, mere pradosiroZnosti ili komphkacie koje su abiEno
povezane 84 injektabiinim deksametazon-acetatom.

Trudnoéa — Dokazano je da je deksametazon-acetat teratogen
kod mnogih vrsta ako se daje u dozama ekvivalentnim dozi za
ljude. Ne postoje cdgovarajuée i dobeo konrolisane studije o
trudnicama. Deksametazon-acetat traba koristiti u trudnoél samo
ako potencijaina korist opravdava potencijaini rizik za fetus.
Studije na misevima, pacovima i zeevima pokazuju da
adrenokortikoidi povecavaj incidenciju rascepa nepca,
placentne ineuficjencije | sportanih pobagaja, kao i da mogu da
smanje stopu intravterinog rasta.

Dojilje - Kortikosteroidi koji se daju sistamski pojavijuju se u
humanom mieku i mogu suzbiti rast, ometati produkciu
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sndogsnih kortikostaroida N dovesti do drugih nepovoljnih
efakata kod odojéadi. Zbog moguéih ozbilinth neZeljenih reakcija
kod ocdojéadt kao poseledice kortikosteraida, potrebno je doneti
odiuku da i ¢e dojenje biti prekinuio ili Sa se karistiti elektroda bez
stervida, uzimajudi u obzir vadnost elektrode i leka za majiu.

Rukovanje monolknim uredajima za kontrolisano dozirsnje
sterolda (MCRD uredsfima) - Izbegavajte smanjenje kolidine
dostupnog steroida pre implantacije provodnika. Smanjenje
dostupne koliding steroida mo2e negativno da 1iée na
funkcionisanje provodnika pri niskom pragu nadraZaja.
» Na dozvoiite da povréina vihova alekiroda dode u kontakt sa
povriinakim kontaminantima.
o Nemojte da brikete vrhove elektroda ill da ik potapate u bilo
koju teénosi osim krvi za vreme implantaciie,

Bipolarni pejsing — Ako je povriina izabranog wha anodne

elelirode jadnaka il manja od povriine i2abrane katode, 1o moze

dovesti do visih pragova nadraaja pri psjsingu i do anodne

stimulacile. Ovaj provodnik korist 4 vrha elekiroda jednake

velitine; zato konfiguwacije bipolamog pejsinga mogu dovesti do

vidih pragova nadraZaja pri pejsingu ili anodne stimulacije.

Ako teraplja ne mo2e da se isporudi putem L1 elekirade, LV2,

LVSILWModemdommnezawombusaodrodmm

Medtronic uredajina. Pogledajte odgovarajuci Medtronic

priruénik za sistem teraplio sriane resinhronizacije (CRT-D) da

biste saznali o upotrebi dostupnih opcija polariteta pegsinga LV

elektrods.

Rukovanje stajletom - Uvek paiivo nukujte stajietom.

¢ Da biste mogucnost povrede vene sveli na minimum i odval
fleksibilnost provodnika dok ga pornerate kroz venu, neka
stajlet bude izvueen 1 do 2 cm il izaberite savitijivili stajlet.

* Nemojte da kovistite preteranus sllu ik hirurske instrumante
kada ubacujete stajlet.

» [zbegavajie preterano savijanjei uvrtan|e stajleta, kao [ njegov
kontakt sa krviju.

* U2mite novi stajlet kada god se krv il druge teSnosti nakupe
na stafletu koji koristite. Nakupljene teénosti mogu da ostete
provodnik i da uzrokuju oteZan prolazak atajieta kroz

peovocinik.

. mommwmmquww
u provadnik stvoriée zakrivijenost na distainom kraju
provodnika. Ne koristite oftar predmst 2a savijanje distainog
kraja stajlata,

Rukovanje vodié-ticom - Uvek pa2jivo rukujte vodié-2icom.

+ Nemojte da ubacujete proksimalni kraj vodi¢-Zice kroz
zapfivak vrha elekirode bez upotrebe alatke za ubacivanje
vadid-Zice. Ubacivanje vodid-Zice bez alatke za ubacivanje
vodit-Zice mole oltetiti elektrodu.

* O#tecenie vodit-Zice moZe sprediti precizan odziv na
uwrtanje i kontrolu vodit-3ica | dovasti do oftaéanja krvnog
suda, Dodatne informacie o ofteenju krvnog suda i drugim
potencijainim neeljenim dogadajima potraZite u tehniékom
priruéniku zapakovanom sa odgovarajuéom vodid-2icom.
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¢ Ako dode do jaceg zamrienja ili uvrtanja distalnog kraja
vodig-Zice, njeno izviadenje kroz elektrodu mo2e biti oteZano.
Zbog toga ukionite elaktrodu i vodié-Zicu zajedno kao celinu
ako postoj indikacija da se distaini kraj vodid-Zica oftetio il
ako osacate vedi otpor pri prolasku vodié-Zice. Uklonite
vodié-Ficu iz elektrode i ubacite novu vodié-Zicu u elektrodu.
Noemojte da koristite prelcomemu siu prilkom vadenja

vodié-Zice iz elekirode.
Za dodatne informaciie konsuftujte dokumentaciju o
proizvodu koju ste dobill sa vodié-Zicom.

Rukovanjs sisktrodom - Uvak paZljivo rukijte provodnikom,
¢ Ne preporuduje se upotreba rast stajleta za ovu elektrodu
zbog rizika od perforacie kalema provodnicke Sice ili njens

je.
¢ Ako se stajlet koristi za pozicloniranje elekirode, koristite
samo one stajlete koji dolaze u pakovanju sa elektrodom ili u
kompledu stajleta {(sa smanjenim 2adsbljanjesmna vihu). Drugi
stajleti sa mogu protezati proko wha elektrode, 8to dovodi do
povrede pacijenta,
* Ako je eloktroda odtecena, nemofts je implantirati. Watite

su viakna i pragina. lzolatori priviaca

. Humpmdimnuaﬂﬂnhhwrﬂdnnlmm
ste isprali sterdinom vodom ili siénom supetan

. Namo]tegrubosadﬂi wﬁaﬁiﬁimzaulmwodrik

. koristite hirurdke instrumente 2a hvatanje provodnika ili
ltonddorslwlys.

* Na potapajte slektrode 1 mineraina ula, silikonska ulja i bilo
koju drugu teSnost, izuzev u krv za vreme implantacije.

* Sasvimelektrodama koristite naviaku za fiksiranje. Uveritose
da ja naviaka za fiksiranje pozicije poetavijena blizu pina
konektora elekirode kako bi sa spra&ic neZeljeni prolazak
naviake u venu. Ako ja necphodno abrisati slektrodu pre
ubadvuia uverita e da naviaka za fiksiranje ostaje na svom

. Nunoimdakuisﬂeslupdpomrquwdié-kmmili
alekiroda ukoliko naidete na vedi otpor. Upotreba
vodid-katetera ili elekiroda moZe dovesti do povrede srca.

Hroniéna repoziciie ili uklanjsnje — Hroniéna repozicia ¥
uklanjanje alektroda mogu da budu oteZani zhoyg razvoja
fibroznog tkiva. Kiiniéka studija nije dizajnirana za procenu
ukianjanja elektroda 2a levu komoru iz venskih koronamih krvnih
sudova. Ako elektroda mora da se ukloni il repozicionira, budite
izuzetno pafjivi. Sve ukionjene elekirode vratite predstavniku
komparse Medtronic.

* Ne preporuduje se upotreba rast stajleta 2a ovu slekirode

zboy rizika od perforacijs kalema provodnicke Zice ik njene

* Pritikom repozicioniranja proverite duZinu slakirode na oznaci
elekiroda na konektoru kako biste odabrali komplet stajleta
odgovarajuée dutine {sa smanjenim Zadeblanjem na wrhu).
Uvik koristite stafleta (sa smanjenim zadabijanjem
na vrhu) koji je 3 cm kradi od duZine elektrode. Na primaer,
izaberite komplet stajleta (sa smanjenim zadsblanjemn na

wrhu) sa stajletima dudine 75 cm 2a elekirodu od 78 cm,
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* Uklanjanje provodnika mole da izazove avulziu
endokardijuma, zaliska [ vena.

« Spojevi na provodniku mogu da se odvojs pa vih provadnika
i ogoljena 2ica mogu da oetanu u srcuili veni.

* Hronitno moe da neZeljeno utite na
funkcionisanje elekirode koja otpusta steroid pri niskom
pragu nadraZaja.

» Pokrijte krajeve napuitenih slekiroda da bi se izbeglo
prenoienja alektridnih

signala.

* Kod elektroda koje su presetene, zapelatite preostali kraj
elaktrode i $avom priévrstite elekirodu za okolno tkivo.

* Pritikom | repozicijo elekirode paZljivo proverite da
K postoji oiteéenje kalema provodnigke Zice ili njene izolacije
pee repozicije.

Snimanje magnetnom rezonancom (MR) — Magnetna

rezonanca je tip medicinskog snimanja koji korist magnetna polja

2a stvaranje unutragnieg prikaza tela. Ako ge ispune cdredeni
kriterijumi i poétuju upozorenja i mers predostroZnosti koje navod

Medtronic, pacijenti sa uredafima koji su uslowno bezbedni u MR

okruZenju i sa sistemom provodnika mogu da se podvrgnu

skeniranju magnetnom rezonancom. Detalje potraZite u

tehnitkom prinsiniku za MR za SureScan koj Medironic

obazbeduje za uredaj koji je usiovno bazbedan u MR okruzenju.

Lecenje dijatermijom {ukfjuujuci terapsutski ultraxvuk) -
Dijstermija jo IsCenje koje podrazumeva terapeutsko zagrevanje

redajem, osim ierapeutskog ultrazwika. Ledenja
dijatermijom mogu da dovadu do ozblijne povrade ili cétedenja
inﬂanﬁa\ogumdqalsiuunamda.w"

visokog intenziteta) pri vedim energijama nego kod
dijagnostickog ultrazvuka radi zagrevanja i agitacije tela.
Terapsutski ulfirazvuk je prihvatjiv ako se lelenje obawvija tako da
razdaliina od aplikatora § implantiranog uredaja i sistema

5 Moguél nezeljeni dogadajl

Potencijaini ne2eljeni dogadaji u vezi sa koridéenjem tranavenskih
provodnika ukljucuju sledeca stanja u vaz2i sa pacijentom, all nisu
ograniéeni na njih:
*» vazduina embolija
srana disekcija
sréana perforacia
tamponada srca
disekcija koronarnog sinusa
smnt

endokarditis | perikarditis
erozija kroz koZu
vansréana migiéna il nervna stimutacija
fibrilacija il druge aritmije

sréani blok
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* ruptura Zida erca ili zida vene Tolniks
s hematom/serom Implantacije koje
* intekcija mogu da odtete Mogué! efekt! na Koreklivna radnja
e iritabiinost miokarda slektrodu slekirodu koju treba razmotriti
. mmmﬂa Guranje elsitrodena  Odtedenjs wha Zamenita elektrodu.
. mm, wodnlivsistem za l’wwm.
¢ pneumotoraks plasivanje izotacke
o fenomen odbacivanja od sirane tela ukiufujud reakciju Koridtenje Prakid zavojnice Zamanite eloktrodu
lokalnog tkiva prekomemo konduktors,
- devadjapfagamdmiaja medjainog pristupe  odtecenje izolacie
¢ 0 dovodi do
. hunbotnénaemboi vazivania kijuéne kosti
. oéteéenjezawta(narwmlmdoeﬂﬁvharca) { prvog rebra
Dodatni potancijaini ne2eljeni dogadali u vezi sa elekirodom i mﬂwlﬂimﬂil! - " la e ele )
programiranien parametrima ukijuuju, ali se ne ogranitavaju na Hcalzolacie
slodete: Ubadanje pokoenice  Prekid kalema Zamenlts elektrodu,
W tetive kada se provodnitks Sica,
Plitmel prmenjuje potidutni  oltacenje zolace
mogudeg Korektivre radnje priskup uvocnikom,
Mogué naZel{eni neeljencg booje trabs uzell u o dovodk do
dogadej dogadeja e vezhania
Pomoranje elektrode®  Periodicnl i Ponovo programicajte
Kidni gubitak LV polasitet pejsmga. :&M&aﬁe ok :a:ueemmnb Zamenite siektrodu.
kontakta il infogriteta  Repoziclonirajie centraine prisiuphe
LV EGM signala elaktrock!. vene bezpotpumo
(uidjudigucd sensing)” ubadenog stajleta W
Pomaranje slektrode®  Perioditan il Wmmmm vodid-Jice
prekomemisencing  Repozicionicajte prokskmainog krgja  wha elekdrode [N = )
elektrodu, vodié-Zice kroz
Pucanje provodnika  Perfodiénl i Zamenite pravodnilc 2aplivak wha nitke
alekirode nepeakidni gubitak Ponovo programinafte oloktrodo bez upo- Zice/zolacie
kontakta it imegritata LV polaritet pejsinga. trabe alatke za
LV EGM signala ubacivanje vodid-2ice
{ululuiud sensing)®
Otkazivanje zolachs  Perlodini Ik Zamania elekirodu.
provodnika eleltrode  neprakidni gubitak  Ponovo programirajte 6 Procedura implantaclje
kontakta i integriteta LV polaritat pejsinga.
LV EGM Upozorenje: Pre implantacije SureScan sietema uzmite u obzir
o . (ukfuZupudl sensing)* dﬂemz?qmmw‘ommm implantiranéh
i2zanje praga Prelad kontakta® [Ztazni provodnika, Napu provodnici ili prethodno implantirani
iziaznl blok signat implentabiinog provodnici koji nisu testicani na kompatibiinost sa magnetnom
P programirajie rezonancom u moguénost bazbednog skaniranja
LV polaritet pejsinga. SureScan sistema tokom skeniranja magnetnom razonancom.
m,::,:m Upozorenje: Nemojte da koristite silu pri pomeranju
elekirody. vodic-katetera ik provodnika ukoliko naidete na veéi otpor.
< Posto operacije moe doti 60 - ougtw’bi:g.m ili provodnika moZe prouzrokovati
LVEGMWNMN&WM”WMMMM oconj
g siabiizacke. postofi moguénost daje dollo doporernaia. g by g Attain Performa S MRl SureScan 4596 LV elekiroda

implantirala u srtanu venu, je kompatibiini sistem 28
plasiranie, kao &tc je Medtronic sistem za plasiranfe. Kompatibiini
sigtem za plasiranje vodic-kateter i hemostatski ventil i
uvodnt ventil koji s moZe uidoniti ili koji omoguéije prolazak

Tmmwmpmdaommwm all
nigu ograniéans na sled
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miv.ﬁsxun?t‘nmm

konektora elektrode. Obratite se predstavniku kompanije
Medtronic za dodatne infformaciie o kampatibilnim sistemima za

plasiranje.
Medicinsko osoblje je odgokuozaspfwodedeisprawﬂ!
hirurkib procedura i steriinih telmika. Procedure ugradnje

opisane u ovom priruéniku predvidens su samo kao informacije.
Mimmoradapmmiimmaﬁolzwhwmmusldadu
sa struénom medicinskom obukom i iskustvom,

6.1 Postavijanje desnog vonmkulamog provodnika

Prilikom odiugivanja o tome koje ventrikulame elekirode treba
najpre postaviti, razmodtrite lakoéu kanulacije koronamog sinusa |
potrabu za rezerwim pejsingom,

6.2 Priprema sistema za plasiranje

Zaimplantaciju provodnika pripremite sistem za plasiranje prema
uputstvima iz dokumentacija o proizvodu koja se isporuéuje u
palstu sa sistemom za plagikanje.

6.3 Venski pristup

Upozorenje: Rezervni sistem za pejsing treba da bude na

mspohgan]utohnmkmlamadja. Kori$cenje sistema 2a

plasiranje #i provodnika mae uzrokovati sréani biok.

1. Da biste pristupl poﬂ@uénoj veni, koristite Zefjeni nadin na

oenovil profesionalnog iskustva,
Oprez: Odredens anatomske abnormalnosti, kao 5o je
sindrom gornjeg torakainog otvora, mogu dovesti do dtipanja
i naknadnog pretoma elektrode.
Oprez: Mesto umstanja treba da se nalazi na najdaljoj
mogucoj laterainoj taZki kako bi se izbeglo stezanje tela
alekirods izmeadu kijuéne kosti i prvog rabra (shika 1),

Shika 1.

2. Uvedite vodié-Zicu uvodnika u obliku slova J i perkutani sloj
uvodnika

3. :lhmaidopvodw-mmdawewlmmamom
USt).

Dodatne informacije potraZite u dokumentacifi 0 proizvodu
sistema za plasiranje.
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6.4 Dobijanje venograma

Pra plasianja provodnika u koronami sinug, obezbedite
venograme. Venogrami ss 2a procenu rute 2a prolaz
i mesta 2a konatno postavijanje na oenovu velitine, oblika,

o dobljanju venograma korifcenjem
mﬂtauddnmumaiipmmmcedobujaupmuusa
odgovarajuéim bajon-kateterom za venogram.

6.5 Umetanje provodnika u sistem 2a plasiranje

Upozovrenje: Ako se stajlet koristi za pozicloniranje elekirode,
kotistite samo one stajiste koj dolaze u pakovanju sa elekirodom
i v kompletu stajleta (sa smanjenim 2adeblanjem na vrtw). Uvek
koristite stajlet koji jo 3 cm kradi od dutine elekirode koja je
navedena na etiketi 1S4 konektora. Drugi stajletl magu se protezati
m;numm&aomadommlimcﬁem
vong il srca,

Upozorenje: Nemojte da korigtite silu pri pomeraniu elektrode
ako naidete na vedi otpor pri njenom prolasku. Koridéenje
vodié-katetera il eleltroda moze prouzrokovati traumu srca.
Oprez: PaZfjivo rukujte slektrodom tokom ubacivanja.
¢ Nemojte grubo savijati, uvijati fi istezati provodnik.
* Ne loristite hirurske instrumente za lvatanje elektrode ik
Kkonekiorske igie.

Slededi koraci sa mogu koristiti 2a ubacivanje elekirode:
1. Ubacie ravan stajlet il vodié-2icu u elektrodu da biste
priaoodiioblltdnsh&ngkrajaelmda(slha}

1 Potpuno izvuden stajlet
2 Potpuno ubaden stajet
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2. Ubacite slekirodu u sistem za plasiranje. Dodatne
meq & potrazite u dokumentaciil o proizvodu sistema 2a
e.

6.6 Postavijanje elekirode

Attain Performa S MRI SureScan 4598 LV elekiroda mo2e da se
postavi pomodéu vodid-Zice, stajieta, unutrainjeg katetera ¥
unutradnjeg katetera u kombinacii sa vodid-2icom ili stajietom.

Plasiranje stajleta - Ako anatomija pacijsnta podrazumeva
neZnu anguiaciju vena od koronamog sinusa | manju vijugavost
grane sréane vane (slika 3), moZe e koristiti stajlet 2a plasiranje

elektrode.
Slika 3.
.—-—-—-———\“\
@ N\
©
1 Koronaml sinus
2 Sréanavena

Plasiranje vodi&-Zice - Ako anatomija pacijenta podrazumeva
oétnu angulaciju vena od koronamog sinusa i vecu vijugavost
grane sréane vene (slika 4), mo2e ae koristiti vodid-Zica 2a
plasiranje slektrode.

Shka 4.

— _—\

o

t \héa\npgamcl grane srtane vens sa biagom angulaciom od

2 Vaﬁﬂﬁmﬂmsr&nmmndmmod
koronamog sinusa

6.7 Postavijanje provodnika pomocu stajleta

Upozorenje: Nemojte da koristite silu pri pomeranju elekirode
ako naidete na vaéi otpor pri njanom prolasku.
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Upazorenje: Da biste mogucnost povreds vens svelina
minimum i odr2all fleksibilnost elektrade dok je pomerate kroz
venu, naka stajlet bude izvuéen 1 do 2 cm il (zaberite savitiviji
stajlet.

Oprez: Ne koristite ofitar predmet za savijanje distalnog kraja
stajleta. Pravijenje krivine na stajietu moe se posliéi eterilnim
instrumentom glatke povrine (skka 5).

et

Napomaena: Ako je tedko progurati stajlel oko krivine, razmatiite
koridSenje drugog stafleta. Za vene veée vijugavosti preporuduju
sesavﬁi:gdmletl. Kruéi stajleti preporuixju se kad je potrebna

Postoje brojne tehnika kaje ge mogu korlstiti za iMadenje
elekirode U sréany venu pomodcu stajieta, Izbor tehnike je
prepuiten lekaru.

6.8 Postavijanje provodnika pomocu vodié-Zice

Upozorenje: Nemojte da ubacujete proksimalni kraj vodié-Zice
kroz zaptivak vrha alektrode bez upotrebe alatke za ubacivanje
vodié-2ice. Ubacivanie vodit-Zice bez alatke 2a ubacivanje
vodid-gice mole da oéteti zaptivak wha elekirods i kalem

provadnitke Zica odnoano njenu izolaciju.

Upozotenje: Oéluéw]avodié-ﬁumoéowu&ipmodm
na uvrtanje i kontrolu vodid-Zice i| dovesti do krvnog
suda. Dodatne informacije o oétséanju krvnog suda | drugim
potencijainim neZeljanim dogadajima potralite u tehnitkom
priruéniku zapakovanom sa odgovarajucom vodié-Zicom.

Oprez: PaZijivo postavite vodit-2icu, Za dodatne informacije
konsultujte dokumentaciiu 0 proizvodu koju ste dobili sa

Napomens:
o Medtironic preporutuje koriécenje vodi&-Zica prenika
0,36 mm do 0,46 mm , Obratite se predstavniku kompanije
Medtronic za dodatne informacije o preporuéenim
vodié-Zicama.
« Razmotrite potapanje vodi&-2ice u ragtvor heparina pre
umetanja da bi se smanjia rizik od formiranfa tromba tokom

o Ako korisite Attain Hybrid vodié-Zicu, procedura za pripremu
vadit-Zice za upotrebu raziilge e od drugih vodii=Zica zbog
proksimainog priCvriéenog zgloba,

Precuzmite sledede korake da biste vodié-2icu pripremili za
upotrebu:
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XSL-Stylechem C 18-MAR-20t5




Insiructions: doc #163258

Catogory: Leads single phg.
Skza: 7.925 %8 In (181 x 203 ven)

1. Izaberite vodid-Zcu.
Ako pacient ima vijugavu anatomiju, preporutuje se
uvl‘lﬁivia vodié-3ca. Ako je potrebna dodatna podréka,
korigtite &vriée vodiE-Zice.
Ako koristite Attain Hybrid vodié-Zicu, koraci koji uidjuéuju
alatku 23 ubacivanje (korak 2 do korak 4) 2a ne primenjuju.
2. Ubacite vodié-Zicu u elskirodu postavijanjem distalnog
(savitijivoQ) kraja vodi¢-2ice U pin konektora elektrode
alatks 2a vodi&-Zice koja jo uidjulena u
paket (slka 6). Da biste sprelill ispadanje elekirode iz alatke
Za ubacivanje vodit-2ice, efekirodu i alatiu za ubacivanje
vodit-ice ¢vrsto uhvatite izmedu palca i ka2ipesta.
Oprez: Da biste umanjili rizik od odteéenja vodié-Zice,
uverite g8 da jo savitiiivi deo vodié-Zice potpuno ubaésn u
alektrodu pre nego £to ukionite alatku za ubacivanje
vodié-Zice sa slektrode.
Napomena: Obavezno uldonite alatiu za ubacivanje

vodid-Zice pre implantacije elekirode.
Slika 6.
N E—
]
1 Vodis-Zica

2 Pin konskiora slekirode

3. Otkalite alatku za ubacivanje vodié-Zice sa pina konektora
elektrode.

4. Uklonite alatiu za ubacivanje vodid-2ice poviatenjem alatke
sa kraja vodié-Zice.

8. Postavite rudicy 2a upravijanje vodit-Zicom (slika 7):
2a Attain Hybrid vodié-#icu, postavite rudicu za u,
vodid-Zicom na vodié-Zicu pre ubacivanja vodit-3ice u pin

a. Prebauumﬁwuwwmw-ﬂmm
proksimalnog (Svrstog) kraja vodic-Zice.

b. Pritegnite ruicu za upravijanje vodié-2icom za
vodié-Zicu u biizini pina konektora elektrode.

Slika 7.

0 "

1 Rudica za upraviianje vodid-Zicom
2 Pin konsidora slektrode

€. Pridvrstite hvatafjku vodié-Zice za vodié-Zicy i udvrgiite jo
unutar steriinog polja. Kompanija Medironic preporuuge
uéwwvanjm e lwataljka vodi&-Zice za steriini hirurdki prekrivat
P

502115008

Kao altemativni pristup u situaciama kada je vodié-Zica veé na
mastu, alekiroda mo2e da se ubaci prelko vodié-Zice pomodu
alatke za ubacivanje vodié-Zice,

Ubacite vodié-Zicu u elektrodu postavijanjem proksimalnog
{twrsiog) kraja vodi&-2ice u distaln vrh elekirode pomodu alatke
2a ubacivanje vodic-Zice oja se nalazi u paketu (sfika 8).

Napomene:

+ Tokom prolaska vodit-2ice kroz zaptivak viha elektrode moze
dodi do slabljeg otpora.

+ Driite elektrodu i alatku za ubacivanje vodié-Zice izmedu
palcai katiprsta da biste spreéili ispadanje elekirode iz alatke
25 ubacivanje vodié-2ice tokom ubacivanja vodid-fice.

+ Obavezno ukionite alatku za ubacivanje vodié-2ice kroz
prorez na alatki pre implantacije alektroda.

Slika 8.

(6]
1 Vodid-3ica
2 Distaint wh olekirode

Upozorenje: Nemojie da koristite sils pri pomeranju slektrode
ako naldete na vedi otpor pri njenom prolasku.

Oprez: Alo dode do jateg zamrienja ili uvrianja distainog kraja
vodié-Zics, njeno izviaenje kroz elskirodu mo2e biti oteZano.
Zbog toga ukionite elektrodu | vodié-Zicu zajedno kao celinu ako
posto]l indikacija da se distaini kraj vodié-Zice odtetio il ako
osecate vedi otpor pri prolasku vodit-2ice. Uklonite vodi-Zicu iz
slekirode | ubacite novu vodiS-2iou u elektrodu, Nemojte da
koristite prelkomemu silu prilikom vadenja vodit-Zice iz slektrode.

Napomene:

s Ako ge elekircda ne pomera unapead ili ako se &ind da su se
elektroda i vodié-Zica slepili, moguca je da postoji tromb na
vodit-ficl na vihw elekirode. Utdonite i ispitajte elektrodu i
vodit-Hiou. Razmotrite koriééonje nove vodit-2ice. Ponovo
mmwwite elekirodui vodié-Zicu kao 4to je opisano u prethodnim

a.

«  Aka je tedko pomeriti vodid-Zicu unaprad oko krivine,
razmotrite koriicanje druge vodic-Zice. Za vijugave anatomije
preporuéuju se savitivije vodid-Zice. Cwééo vodié-2ice
preporuiuju se kada je potrebna dodatna podrika,

Postoje brojne tehnike koje se mogu koristiti 2a uadenjs
slektrade u sréanu venu pomodu vodic-Zice. I1zbor tehnike je
prepuitan lekar.
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nswuclions: doc #163256 S0a115-008

Catagary: Leade single pkg.
Sire: 2,126 x 8in (181 x 203 mm)
6.9 Fiksiranje provodnika Siiks 10.
Fiksiranje ss postiZe na isti natin bez obzira na poloaj elektrode. (% w
Koristedi fluoroskoplju za navodenje, fiksirajte elsktrodu tako to
Gate zaglaviti 3 krivine elekirode unutar sréane vene (skka 8). v
Sliin 9. AV namot w3
R ive
(R4
RV alelwoda
RV namoiaj
1 Prodireni bipclarmi polastieti pejsinga
Radi optimalnih elekiriénih performansi i fiksiranja, postavite 2 Bipolari (reveszibilni) polaritets pejsinga

prokeimaini vih elsktrode v izabranu venu, ne u koronami sinus.
Proéireni bipolami pejsing je dostupan koridéanjem ove slekirode

Napomena: Ako je izabrana vena veoma velika, mo2e biti u kombinaciji sa kompatibilnim CRT-D sistemom i elekirodom za
naophodno da sa slekiroda postavi u manju srtanu vanu kako bi defibvilaciu deene komore. 4 dostupna polariteta pejsinga

se obezbedilo fiksiranje elsktrode. Radi optimalnih elektriénih uidjutuju

performansi, Medironic preporuéuje kontakt wha elekirode sa * LV1saRvcol

ivom. e LV2saRVcol

6.10 Elektritno merenje . Lyaea Vool

Aftain Performa S MR| SureScan 4598 LV eleltroda dizajnirana je A

da obezbadi pejsing preko selektabilnih vihova elektroda, 16 mwﬂhmﬁnﬂwmmﬁmm
Gostupnih polarteta pejeinga prikazufo ok 10. 0 8 parova vinove elekiroda maze 56 obmut e bi se doolo
ukupno 12 bipolamih polariteta pejsinga:

LV1 ga LV2, LV2 sa LV1

LV1 sa LV3, LV3 ea LV1

V1 sa LV4, LV4 ga LV1

V2 sa LV3, LV3sa V2

LV2 sa LV4, LV4 sa LV2

LV3 sa LV4, LV4 sa LV3

Napomena: Ako nadgledate LV EGM signal prilikom bimanja
polariteta pejsinga LV2 sa LV3 ili LV3 sa LV2, ampiituda
signala moZe biti umanjena u odnosu na diuge konfiguracije
pejsinga, kao to je LV1 sa RVcoil. Ovo umanjenje signada je
otekivana karakteristika Attain Performa S MRI SureScan
ﬁgLvmuMmmmmuvaz
il

Oprez: Pre sprovodenia merenja elaktriénih parametara i
efikasnasti defibrilacije, ukionite sa vihova elekiroda sve objekte
izradens od materiala koj provode struju kao $to su vodit-2ice i

stapeti.
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Prinfing inslruciions: doc #+63256
Category: Laads single phg.
Stza; 7.125 x 8 In (181 X 203 mm)

Napomena: Pre elektritnih merenja se preponuuje da izvadite
stajiet ifi vodi-Zicu kofl se nalaze u lumenu ejekirode, do tatke
koja jo proksimalna svim vrhovima elektroda. Ova radnja

vitu elektrode da zauzme normalni oblik, #10

omogucava odgovarajudi kontakt vrha elektrode sa tiivom.

AccuRsad 2.0 alatka interfojs kablova analizatora se koristi 2a
olakianje preciznih eleldritnih merenja tokom implantacije.
Oprez: Korigtite AccuRead 2.0 alatky interfejs kablova pallkom
povezivanja terminala kablova analizatora sa konektorom
elekirode. Ova alatka vam omogucava da izwiite
elskiriéna merenja pri implantacil, smanjujué rizik od oStedenja
konektora, ddddﬁmgpfﬂnoltawplllnﬂmma Potencial
uoiteéenp # kratak spof 2avisi od
u tarminalima kabla anakizatora i od $irine i bizine
kontakata (prstenowvi i pin) na IS4 konaktosu.

Koristite sladece koraks za aprovodsnje elekiriénih merenja:
1. Uverite se da je konektor elektrode u polpunoati ubaden u
AccuRead 2.0 alatiu. Ako je AccuRead 2.0 alatka praviino
pridwribena, pin konektora je pristupatan (slika 11).

®®

2. Pridvrstite hirurgki kabl za konekior slektrode. Koristite
AccuRead 2.0 alatku inderfojs kablova da biste upravijal
poravnanjem tipaljki kablova sa kontaktima na konskioru
slektrode. Alatka pomaZe u dobijanju preciznih oditavanja.
Pogladajte crieZ elekirode na Poglavije 7 za informacije o
poravnanju kontakata konekiora elekirode sa vihovima
slaktroda.

3. Za dobijanje elekiriénih merenja koristite instrument za
podriky implanta, kao &to je analizator pejsing sistema, Za
informacije o koriSéenju instrumenta 2a podsiku implanta,
konsulujte dokumentaciju o prolzvodu za taj uredaj.

olektrode karalderide o niskim

» Niski prag stimulacie obezbaduje Zefjenu zonu
bazbadnost | omoguéavapotsncijaini porast pragova do
kojeg moze dodi u roku od 2meseca nakon inplantacije.

» Adekvatne akutne amplitude LV EGM signala
obezbeduju da elekiroda pravino oditava unutraknje
sréane signale. Zahtevi minimalnog intenziteta signala
zeniee od oeetijivoeti uradaja. Pritwatiive akutne

8a2115-008

amplitude signala za elekirodu moraju da budu veée od
minimainth sposobnosti za sensing datog uredaja.
Pobrinite sa da obazbedite adekvainu bezbednosnu
granicu koja uzima u obair starost elektrode.d

Tabela 1. Praporuena merenja pri implamtaciji®

Praporuienc merenje Lova komora
Maksimaine graniéne vrednosti akuinog 3.0V
nadraZeje ®

Minimalna akutna ampiituda LV EGM 4,0 mv©

* Prefpostaviia sa otpor od 500 £2.

b Py postavc] §irine impulsa od 0.5 ms,

< Amplituda LV EGM signaia za polaritste pejsinga LV2 sa LV31 LV3 ea LV2
moZe bill umanjona u 0dnosu na drugs polaritets pejsinga kao §1oje LV1
sa Rvcol.
4. Ako se slektritina meranja ne stabilizuju do pritwatljivih
nlvoa,mo!ablﬂpombnodaueleldmdapmpostmi

ponovi procedura testiran
8. MMummmmpﬁWVim
postaviu sirine impulsa vedyu od 0.5 ms. Zatim posmatrajte
dijafragmaine kondrakcyoe il pod fluoroskopijom ili direktnom
palpacijom abdomena. U dajja testiranja mogu da se ukijuce
i promene poloZaja pacijenta kako bl se simulirala hroniéna
stanja u stojeéem poloZaju. Ako dode do stimdacije
freniénog nerva, smanjite napon dok se ne utvrdi graniéna
vrednost stimulacije freniénog nerva. Stimulacija freniénog
nerva mo2a zahtevati promenu polariteta pejsinga il

repazicioniranje .
8. AccuRead 2.0 alatka se moZe uldonitl iz vodié-2ice ill stajieta
pomoéy proreza na bodinaj strani alatke {slika 12).

3 Ampliluda LV EGM signala za polaritele pejsinga LV2 sa L3 i LV3 ga Lv2 mode biti umanjena u odnosu na drugs polasitate pejsinga kao §to je LV1 sa Rviooll.
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Printing Instructions: doo #183258 502115008
Category WW
Sive: 2. ﬁ " (181 2203 mm)

Sika 12, 3. Paijiva | u potpunosti uklonite stajiet il Attain Hybrid
vodic-Zicu, Prilikom uklanjanja stajleta, Svrsto uhvatite
elektrodu blizu distainog kraja pina konelktora; kada uhvatite
slektrodu na ovom mastu, spreéava 5 moguée pomeranjs
vrha elekirode.

4, Uverite se da je konektor elektrode ubaden u AccuRead 2.0
alatku interfeis kablova analizatora, a zatim ponovite
elekiritna morenja. Pogledajte odeljak 6.10, “Blekiriino
mecenje”, stranica 58,

6.12 Fiksiranje elskirode

Opru: Budite paZijvi pri fiksiranju pozicije provodnika.
* Koristite iskljutivo neapsorplivne Savove za fiksiranje pozicije

provodnika.
» Ne pokuiavajte da ukionite ill seote naviaku za fiksiranje

pozicie.
* Nemojte koristiti umetke naviake za fiksiranje pozicije za
Savove.

* Tokom pri¢vricivania provodnika, vodite raZuna o tome da
izbegnete pomeranje wha provodnika.

o Nemoje zatezali Savove tako Evreto da oftete venu,
provodnik il naviaku za fikslranje poziclpe (elika 13).

* Nemofte vezivali avove dirskino za telo provodnika

{slika 13),
1 Uklanjanje AccuRead 2.0 alatie iz pina konektora

Slika 13.
2 wmmmmummmmhm Fiksirajte poziciiu provodnika kovistedi sva 3 Heba:
s 1. Postavite naviaku 2a fiksiranje pozicle uz venu ili u njenoj

blizinl.
6.11 Uidanjanje vodi&-katetera iz provodnika 2. Pricwstite naviaku za fiksiranje pozicie za telo
Napomena: Ako je Attain Hybrid vodié-ica kordicena za vezujuci Evrst Sav na svakom od 3 Aeba (skka 14).
postavijanje eleldrode, idite na korak 2, Nije neophodno da Stika 14,
2amenite Attain Hybrid vodic-2icu etajietom za ukianjanje
katetera,
Kada elektroda zauzme konaéni poloaj, ukionite vodic-kateter iz
elakirode:
i Verisi. Zamanite vodi oy ravnim sietom (sa
N nite lcu ravnim staj 5a
e adoaron ). Voot ramegets & Kohenanaie obaten oot o e
elektrodu do srednje-koronarnog sinusa. provodnika za fasciju.
2. Uklonite vodit-katetar iz elekirode. Detalje potraZite u
dokumentacifi © proizvodu sistema za plasiranje. 6.13 Povezivanje elektrode
Napomena: 2a Medtironic sistemes za plasiranje koja je
moguiée razrezati koristite reza¢ kompatibilan sa telom Oprez: Pre ubacivanja elekirode u uredaj, uvek ukionite alatke za
elektrade od 1,75 mm (5,3 French). implantaciju kao §to su stajlet, vodiZ-2ica ili AccuRead 2.0 alatka
imerfejs kablova. Neuklanjanje alatki 2a implantaciju moZa
prouzrokovati kvar elektrode.
60 Srpski
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ingtruciona: doc #163256 502115008

Calogory; Lends single pig.
Size: 7.925 x 8 in (181 x 203 mm)
Povetite elekirodu sa implantabilnim uredajem. U sluéaju smiti pacijenta, izvadite sve implartirane elektrode |
1. Ubacite konektor elektrode u konsktorski biok uredaja. Za uredaje | vratite ih preduzedu Medironic sa popunjenim cbrascem
uputstva o pravilnom povezivanju slskirode konsulujte izvedtaja sa informacijama o proizvodu.

domnuud]u 0 proizvodu zapakovanu sa implantablinim

redajem.
2. Obavie elekiriéna merenja kroz implantabini uredai 7 Specifikacije
6.14 Postavijanje uredaja | elektrode u d2ep 7.1 Specifikacile (nominaine)
Opraz: Vodite ratuna pri postaviianju uredaja | oloktroda u d2ep,  rametsr o
* Uverito se da elekirode neizlazeiz wredajapod oftrimuglom, |1 sariiskog broja que
o Nemojte hvatati elektrodu i uredaj hirursiim instrumentima. T Kvadipolama
¢ Ne namoctavajte provodnik. Namotavanje eleldrode mote Sishimca
dovast do uvrtanja tela elektrode | pomeranja elsidrode Pejsovana komora Lava komora
(shika 15). Dugina 78i88cm
Mater{al Provodnik: 25% Ag-core-
MP35N
(zolatort: polluretan
(spoljatn})
Shpollimid (E3-FY)
Eloktrode: legura platine |
iridijuma sa
omotadem od
thanjumenitrida
Wonektoreka  MP3SN
Koristite sledece korake za postavijanje uredaja i elekiroda u ipla:
d2ep: Konealdorski MP3ISN
1. Dabiste spreilineZefjeno uvrtanjetela elektrode i savifanje pratenowi:
tela elsktrode pod odtrim uglom, rotirajte uredaj da biste Oblilevani Shkoneka guma
labavo obmotali suviini deo elektrode (slika 16). Zeptivak vrha:
Shika 18. Konfiguracia elekiroda Sa znobenom
tRan]jum-niridom,
( Q‘ 4 ) Precnik Tobo 1,75 mm
! ‘ provodnika: (5.3 French)
' Elekirode: 1,70 mm
{6,1 French)
2. Ubacite uredaj i elekirode u d2ep. tzmedu z&.agﬁn:nm)
3. Pre nego &to zatvorite dep, proverite sfikasnost sensinga, alektrode LVt
peisinga, kardioverzije | defibrilacije. I(:;uu]l
6.15 Evaluacija nakon implantacije Razmak 1,57 mm
Nakon implantacije nadgledajte elekirokardiogram pacijenta do e o Lv2| 1 oot
mmgummmmmmmmse LV3:
obiéno dedava tokom neposrednog postoperativnog perioda. Razmak 1,30 mm
Preporuke za proveru toga da i je elektroda ispravno postavijena elektrode LV3i @8 }
ukfuduju Mhdgmskemwmmnmmudpejsmu Lv4
snimljene pre otpuftanja iz bolnice, 3 meseca nakon implantacije {proksimaina):
i na svakih 6 meseci nakon toga, Medtronic sistem 2a 1.90mm
plasiranie (preporuent {5,7 French)
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Instructions: doc #163256 S02115-008

Catagory: Leads single phg.
Stze: 7.125 %8 in {181 x 203 mm)
Parametar 4598 7.2 CriaZ sa specifikacijama (nominaine)
Dijagnostitka vodid-Zica 04 0,38 mm do Slika 17
{preporutent pratnik) 0,46 mm i
Powina elokivode 5,8 om?
Udaljenost izmedu Eleitroda LV1 21 mim
elekiroda {distaina) do
wa:
Elektroda LV2  1,3mmn
do Lva:
Elokiroda LV3 21 mm
do LV4
{proksimaina):
Otpor provodnika w 2225 (78 cm)
24 260 (88 om)
Lv2 19 24 0 {78 cm)
21 250 (88 an)
Lv3 16 24 02 (78 om)
21 240 {88 ¢m)
Lv4 1724 Q (78 cm)
2024 O (88 cm) —
Steroid Deksametazon-ace-
w
Kombinovana ulas 4]
pna <1.0mg ®
Staroidni Silikonska guma
Hoznik
£Ovo jo Whnologlja Koju je razvila NASA. |
—®
1 Wh elektrode LV (dwivrh;;mode)cms.lm*
geomatrijcke povriine za pajsing
2 Vi alektrode LVZ2: nominaino $,8 mm? geometriieke powriine za
3 %”WMMMMWMMR
Po;
4 Vrh eleidrode LV4 {proksimainl wh elektrode): nominaino 5,8 mm?
geomelrijske povrdine za pajsing
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Inghructions: do¢ #163256 502115-008
Cotogory: Loacie single php.
Size: 7,125 x 8 In (181 x 203 mm)

6 Naviaka za fiksaciju pozice Tabels 2. Objasnjenjs simbola na oznakama na pakovanju
8 1S4 konektor {nastavak)
7 Kontala Lv4 Sinbol Objainjenje
8 Kontaki Lv3
9 Kontaks Lv2 8 Rok rajanja
10 Kontakt LV1
8 CE oznaka za uskiadenost REF B Z8 nefnads nanadtbing
wcemmwmmumpmmm ¢ [ ner Ovtaideni pradstavnik za Evopeku uniju
Ce0123 SN Seroki b
2013

Owele otvoriti
9 Objainjenje simbola na cznakama na

»
pakovanju g: Sadrtaj palcvacia

Pogledajte oznake na pakovanju da biste videli koji ee eimboli
odnose na ovaj proizvod. E]
Tabela 2. Objadnjenje simbola na aznakama na pakovanju °
Simbol Objsiinjen)e
C€0123 Conlormité Europdenne (uskiadenost sa & Opraz
evropakim standardima). Ove| simbol cznatava
da je ueda)j u poipunosti uskizdan sa vatedim
2akonima Evropeis unie.
+ Pribor
Nemojte koristitl ako je pakovanje cltedeno |
O Unttrani prednik

+XX°C
+XX°F Gomja tempentuma granica Katetor

[FEME[R]  stesisanc etiien-oksidom

WSL-Styleaheet C 18-MAR-2015

Katetar kojil s plasia prako tice
Eﬂ Postupite u skiadu $ uputstvom za upcirebu
Provodnik
DE Postupite 1 skiadu s uputstvom za upotrebu na
b ovoj veb lokacij Transvenski provodnik za pajsing 2a ariant veny
Datumn prozvodnje
Transvensid ventrikulami provodnik
ad —
Tranevench atrijainl provodnik
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Printing instructions: dac #163258
Calegory: Lot single plg.
Size: 7.125 % @ n (161 x 203 mm)

Tabela 2. Objainjenje simbola na oznakama na pakovanju
{nastavak)

Objaiinjenje
Transvenski provodnk sa lednom elektrodom za
defibeitaciu

Transvensid provodnik sa dve elekirode za
detibrilactiy

Pajsing

Sanzing

Deflorilacia

Navoj kojl moZe da se produ2ii skrati

Nazuplen

Otpulta steroid

Uvodnik provodnika

Uvodnlk provodniia &a vodiS-2icom

U J-ob¥ie:

Logotip SureScan

Usiovno bezbedno za koriééanje ea magnatnom
rezonancom

bg[@gu_l_”g,g,m@ } ‘ﬁﬁi

10 Medtronic odricanje garancije

Kompietne inform, odricanju garancije potraZite u prate¢em
dokumentu sa od:ccietjgm garanj:ﬂe. ¢

11 Servis
Medtronic zapodliava obuiene predstavnika i inZenjere Sirom

sveta koj su vam na raspolaganju i na zahtev pruZaju obuku
kvalifikovanom bolnigkom asobiju za kori¢enje Medtronic

84 Srpski
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proizvoda, Medironic takads ima profesionaino osoblje koje
pruza tshnitks savete korignicima proizvoda. 2a vide informacia
obratite se lokainom Madtronic predstavniku, pozovite il pisite
preduzedu Medtronic putem odgovarajuée adrese il broja

telafona navedenog na zadnjoj korici,
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- Medtronic Inc.
MWI\IC 710 Medtronic Parkway,
Minneapolis, MN 55432

USA

Appendix technical manual

When the device is delivered to the Russian Federation, the information contained in this appendix to the technical manual is a priority

1.Name of medical| Cardiac vein pacing lead Attain Performa.

product Cardiac vein pacing lead ATTAIN PERFORMA of various version:

Cardiac vein pacing lead ATTAIN PERFORMA S MRI SURESCAN 4598 size: 78 cm, 88 cm, composed:
* lead with anchoring sleeve;

* guide wire insertion tool;

* guide wire clip;

» guide wire steering handle;

* stylets - no more than 4 pcs;

* AccuRead 2.0 analyzer cable interface tools - no more than 2 pcs;

» product documentation: Technical Manual; Limited Warranty; Stickers.

2. Information  about| Design Site:
manufacturer of | Medtronic Inc., USA
medical device (name,| 8200 Coral Sea St., Mounds View, Minnesota 55112
location address,| Tel.: +1 800-633-8766;
mailing address,| www.medtronic.com
phone number,
address of place of| Legal Manufacturer:
production) Medtronic Inc., USA
710 Medtronic Parkway, Minneapolis, Minnesota 55432, USA
Tel.: +1 800-633-8766
www.medtronic.com

Authorized Representative of Manufacturer:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office 111, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru

Holder of Registration Certificate in Russia (name, address, tel, fax, e-mail, website):
Medtronic, LLC,

Page 1 of 4
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Medironic

Medtronic Inc.

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

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office 1lI, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,
www.medtronic.ru

Address of Manufacturing Site for medical device:
Medtronic Puerto Rico Operations Co., Villalba Rd. 149, KM. 56.3, Call Box 6001, Villalba, PR 00766, USA

3. Prescription of a

medical device

Intended for left ventricular stimulation through the vein of the heart in the left ventricle, as part of the biventricular
pacing system.

4. Information on
potential consumers of
medical device

This medical device is intended for use in clinical practice by qualified physicians and medical specialists.

5. Sterilization method,
Sterilization
Validation,
Packaging Validation
for Sterile devices

Sterilization — Medtronic has sterilized the package contents with ethylene oxide before shipment. This lead is for
single use only and is not intended to be resterilized.

Device is sterile and non-pyrogenic.

- Sterilized by EO.

- Sterility Assurance Level (SAL)- 10°.

6. Procedure and
conditions for the
disposal or
destruction of a

medical device

Dispose of all single-use accessories according to local environmental requirements.
After use, this product may become biohazardous. Unused products with expired shelf life are classified as Class A
medical waste. Products extracted from the patient's body are classified as Class B medical waste.

7. Class risk depending
on the potential risk
of a medical product,
in accordance with
the nomenclature

Classification of medical device: class risk 3;

B - products whose failure reduces the effectiveness or delays the treatment and diagnostic process in non-critical
situations, or increases the burden on medical or maintenance personnel; After use, this product may be a potential
biohazard;

Unused, expired devices are classified as medical waste class «A»;

Leads extracted from the patient's body are medical waste Class B;

Class of electrical safety, laser safety, and other types of hazards: not applicable;

Type of working part: not applicable;

The device is sterile, not re-sterilized.

8. Methods
apparatus

and
for

Not applicable. Sterile. For single use only.
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- Medtronic Inc.
Medironic 710 Medronic Parkway N.E.

Minneapolis, MN 55432
USA
disinfection and
sterilization cleaning
9. Shelf life Shelf life no more 24 months from the date of sterile packaging.
10. Operating In a medical and preventative treatment facility. The device should be used only by or under the supervision of a
conditions trained physician.
Service conditions
Operating temperature from + 32°C to + 42°C
Humidity rate 80%-100%
Atmospheric pressure from 700 hPa to 1060 hPa
11. Conditions of| Storage temperature — Store at 25°C (77°F). Excursions from this storage temperature are permitted in the range
transportation  and| of 15 to 30°C (59 to 86°F). Transient spikes up to 40°C (104°F) are permitted as long as they do not exceed 24 hours.
sto)
12. Wr:ffanty Disclaimer of warranty and general warning

Although the Medtronic lead, hereafter referred to as “Product”, has been carefully designed, manufactured and
tested prior to sale, the Product may fail to perform its intended function satisfactorily for a variety of reasons.
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 any conflict with applicable law, the validity of the remaining
portion of the disclaimer of warranty shall not be affected, and all rights and obligations shall be construed and
enforced as if this disclaimer of warranty did not contain the particular part or term held to be invalid.

General warning

Medtronic implantable leads are implanted in the extremely hostile environment of the human body. Leads are
necessarily very small in diameter and must still be very flexible, which unavoidably reduces their potential
performance or longevity.

Leads may fail to function for a variety of causes, including, but not limited to:

Medical complications, body rejection phenomena, allergic reaction, fibrotic tissue, or failure of leads by breakage
or by breach of their insulation covering. in addition, despite the exercise of all due care in design, component
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- Medtronic Inc.
Medtronic 710 Medtronic Parkway N.E.

Minneapolis, MN 55432
USA

selection, manufacture, and testing prior to sale, leads may be easily damaged before, during, or after insertion by
improper handling or other intervening acts. Consequently, no representation or warranty is made that failure or
cessation of function of leads will not occur; or that the body will not react adversely to the implantation of leads; or
that medical complications (including perforation of the heart) will not follow implantation of leads; or that the lead
will, in all cases, restore adequate cardiac function.

Warranty shelf life:

The warranty covers the entire shelf life of the medical device.

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

EN 45502-1, EN 45502-2-1, EN ISO 15223-1, EN ISO 1497t, EN ISO 11607-1, EN 1041, EN ISO 11135, EN 980,
EN 62366, EN [SO 10993-1, 1ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, ISO 10993-7, ISO 10993-10,
I1SO 10993-11, 1SO 27186.

14. Customer Service

For more information, contact your local Medtronic representative, or contact Medtronic Inc. as listed below:
Medtronic Inc., USA

Information for patients:

Toll-free +1 800 551 5544

(7 a.m.~ 6 p.m., Monday-Friday, central time)

Fax +1 763 514 1855

Representative in Russin:

Medtronic, LLC,

123112, Moscow, in.ter.c. Presnensky Municipal District, Presnenskaya nab., 10, floor 9, office 111, room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

www.medtronic.ru
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- Medtronic Inc.
Medironic 710 Medtronic Parkway,
Minneapolis, MN 55432,

USA

JONO/IHEHHE K TEXHHIECKOMY PYKOBOICTBY

(Tlps mocTazwe nanenns 8 PO sugopManus, cOACPRAMINCTH B AAHAOM JONMINEHNN K TEXHWHECKOMY DYKOBAICTSY, SB1SeTCR NPHOpRTeTHON

1. HanmesonanHe DAEKTPOA AN CTAMYASLIMK B KADAHAILHONW BeHe Attain Performa.
MeIHIHHCKOIo IREKTPOA ANA CTHMYISUHHE B kapasannuoll seie ATTAIN PERFORMA, gapnanT acnoanenns:
H3eIHa nexTpod AnA cTMyamunE B kapanaasuoit Bene ATTAIN PERFORMA S MRI SURESCAN 4598 pasmepni: 78
cM, 88 cm, B cocTaBe:
- anexTpol ¢ pukcupyomer MydToiH;

~ HHCTPYMEHT ANA BBEACHUA NPOBOAHUKE;
- 38XUM NMPOBOAHUKA;

- PYKOSTKA YIIpaBAeHHA NPOBOAHHKOM;

- CTUAET — He Gonee 4 mir.;

- HHCTPYMEHT aHaiu3aTopa kaGenbroro HaTepdelica AccuRead 2.0 — e Goaee 2 uir.;

- IOKYMEHTauHs no npoaykry: Texuuueckoe pykosoacrso; OrpaHuueHnan rapanus; Haknelikn.,

2. Caenenns o| PaspaGoTank:
Npon3BOANTENE «Mearponux Huk.», CLLA / Medtronic Inc., USA
MEANOHHCKOTO 8200 Coral Sea St., Mounds View MN 55112, USA
H3ZeIHS Ten.: +1 763 526 2388
(aanMeHOBARNME, www.medtronic.com
aapec

mecTonaxokaennn, | llpowisosnTenn:

noutosbili  aapec,| «Mearponnk Huk.», CLLIA / Medtronic Inc., USA
TeePon, aapec| 710 Medtronic Parkway Minneapolis MN 55432, USA
MeECTa Ten.: +1 763 514 4000;

NpPOH3BOACTBA) Qaxc: +1 763 514 4879

www.medtronic.com

YuoanomoueHHbIH NPeACTABETENL DPOHIBORHTENN:

ObuecTBo c orpaHH4YEHHO OTBETCTBEHHOCTBIO «MeATPOHUK»

000 «MearpoHuK»

123112, Poccus, Mocksa, BH.Tep.r. MyRnuUMnaneHbii okpyr Ilpechenckuii, uaG. INpecuenckas, a. 10, s1. 9, nom. III,
KOMH. 41
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Medtronic Inc.

710 Medtronic Parkway,
Minneapolis, MN 55432,
USA

Ten.: (495) 580-73-77, daxc: (495) 580-73-78
mowmedtronic@mail.ru

IOpnaangeckoe JHIO, HR HMA KOTOPOro MoxeT GLITh BHAARO PETHCTPANHORHOE YIOCTOBEPEHRE:

O0611ecTBO C OrpalH4EHHOM OTBETCTBCHHOCTSIO «MEATPOHHKY

000 «MearpoHuk»

123112, Poccua, Mockea, BH.Tep.r. MyHHIMnanbsHbii okpyr INpechenckuii, Hab. Mpecuenckas, A. 10, 3. 9, nom. 11,
KOMH, 4|

Ten.: (495) 580-73-77, daxc: (495) 580-73-78

mowmedtronic@mail.ru

Aapec MecTO NPOH3BOACTBA MEAHITHHCKOr0 H3Ae/I1Hs?
Medtronic Puerto Rico Operations Co., Villalba Rd. 149, Km. 56.3, Call Box 6001, Villalba, PR 00766, USA.

3. Hasnavenne

[IpennasHaueHb A8 CTUMYNALMU Hepes BEHY Cepilia B NEBOM XKENYAOUKE, KAK YaCTh GHBEHTPHKYNAPHOH CHCTEMSBI

MeAHIHNCKOTO KapAHOCTHMYATOPA.
H3AeHe
4. Hudopmauus o| JlaHHOe MEAMIHHCKOE H3ACNHE NMPEAHA3HAYCHO JUTA NPHMEHEHH B KIIHHHYECKOH NpPaKkTHKe KBATHGHUHPOBAHHEIMU
ROTEHNHANILHBIX BpauaMi H MEJHUWHCKHMHA CIICLMATHCTAMH.
norpebrTensx
MEARIHUCKOTO
H3geIns
5. Meroa Crepunusauns - KOMNaHUA «KMEATPOHHK? CTEPHAN3YET COAECPIKUMOE YTIAKOBKH OKUCHIO FTHIIEHA NEPEA OTNPABKOH, IToT
CTepHAN3ALHR, 3MEKTPOA NPEeAHA3HAUEH TOABKO A OAHOKPATHOIO UCTIONE30BAHKA H HE IPEAHA3HAYEH AJIA NOBTOPHON CTEPHAU3ALIMH
npoBepKa Usnenue CTEPHNBLHO H HE MHPOTEHHO.
CTEPHIIHIANHN, - Crepunusosano 0.
upoBepKA - FapaHTHPOBaHHEI ypoBeHE CTepUNLHOCTH (SAL) - 10,
YUAKOBKH ans
CTEPRABLBBLIX
HIgeani
6. Mopaaok H| YTuiusMpyiiTe BCE ONIHOPA3OBbiE MNPHHALNEKHOCTH B COOTBETCTBHM ¢ TpeGOBAHMAMH  HAIMOHANLHOTO
yCAoBHS 3aKOHOAATELCTRA N0 OKpYykKaowei cpeae.
W3BACUCHHN  HAH .
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- Medtronic Inc.
Medironic 710 Medtronic Parkway,

Minneapolis, MN 55432,

USA
YTR/AH3AUEE JanHOe M3ACNHE MOXET CTaTh OHONOTMYMECKH OMACHBIM JIOCHE MCMONb30BaHMA. HeHcnonb3oBaHHWeE n3senus ¢
MeAHIHECKOTO MCTEKLIMM CPOKOM XPAHEHHA KNaCCH(ULHMPYIOTCA KaK MEAHIIMHCKHE OTXOAM knacca A. Mszenus, HIBNCUEHHBIE H3
H3AeAns OPraHH3Ma NALHCHTa, KIACCHPHUMPYIOTCA KakK MEJMUMHCKHE OTX0AB Knacca B.
7. Kaace preka B | Knaccnpukauus MEAHIMHCKOrO H3AENHA: KAACC pUcKa 3;
JABHCHMOCTM o7 | B - u3aenua, orkas KOTOpHIX CHMKAET 3PPEKTHBHOCTD MIH 3aEPKMBACT Jle4eGHO-AHATHOCTHHECKHIE TIpoLecC B
DOTEHOHAALHOTO HEKPUTHYCCKHX CHTYaUMsX, JH0O NOBHILIACT HATPY3KY Ha MEAMLMHCKMA Wau oGcnyxupatiowmit nepcosan; IMocne
pHcKa MCNOJIBL30BAHUA ITOT NPOLYKT MOKET NPESACTABAATH NOTCHUHANBHYIO GHONOTHYECKYIO ONACHOCTb;
MEHARECKOr0 Knacc anektpoGe3onacHOCTH, NasepHas 6e30NacHOCTL M APYrHe BHALI ONACHOCTH: HE NPHMEHUMO;
H3Aenus B { Hencnonb3osaHHsIe H3ACAUSA C HCTEKIIHM CPOKOM FOAHOCTH KAaCCHPHLIMPYIOTCA KAaK MEAHLIMHCKUE OTXOAW Knacca A;
COOTBETCTBHM ¢ | DnexTpoabl, H3BNCUEHHBIE U3 OPraHMIMA MALMEHTA, ABAFIOTCA MEAULIMHCKHMH OTX01aMH Kiacca B;
aoMenxaarypoit Tun paBGoueii vacTH: He NPHMEHHMO;
Hspenue crepuabHo, HE CTEPUAN30BAHO NOBTOPHO. TONLKO 1A OAHOPA3ZOBONO HCMONL3OBAKHNS,
8. Meroani # | He npumennmo. Crepunbio. Tonbko Anst 0AHOPA30BOTO HCNOAB3OBAHKS.
obopyaoBanne aan
pesnadexHn H
CTEPRARIANREEA
9. Cpok rognocTs CpokK ronHoOCTH CocTaBlgeT He Gonee 24 MecALEB ¢ MOMEHTA CTEPHIM3ALIMH YNIAKOBKH.
10. Yenosna B seuebGHo-npodunakTiveckom yupexaennn. Maaenwe nomxHO KHCNONL30BATHCA TONBKO KBAMHPHUMPOBAHHEIMM
IKCILTYATALHH BpaYaMH WIH MOA MX HAGNIOREHHEM.
VYcnoBug SKCIUTYaTauuy
Pabouas TemMneparypa ot + 32°C no +42°C
BaaxHocTb 80-100%
ATMochepHoe naBaeHHe Ot 700 rlla no 1060 rlla
11. Ycnosns Xpanuts npn Temaepatype 25 °C (77 °F). OrknoHeHH OT JaHHOK TeMnepaTyph! XpaHeHHUs He AOMKHH NPeBHIIATh
TpaucnopTHpoBkn | auanasona 15-30 °C (59-86 °F). B ycnoBuax oTknoHenna aonyckaiorca BpemeHHbie ckaukh a0 40°C (104 °F), ecau
H XpaHeHHs TONLKO OHH HE NPEBMILAIOT 24 YacoB.
12. I'apauTHiinnie OTKa3 0T raApauTHH H NpeocTepexenns ofimero xapakrepa
obszaTenncrna Xorta anekTpoa kopnopauun Medtronic, aanee umeryemblii «[Tpoayxm, 6511 TWATEABHO CNIPOEKTHPOBAH, NPOM3BEAEH H
npouwies NPeANPOAaXKHLIE UCTILITAHHSA, TEM HE MEHEe CYLIECTBYET MHOKECTBO MPHMMH BO3MOXHOrO OTKasa 8 paGoTe
[Ipoayxra. MmMerommecs B obosnauenuax Ipoaykta npemocrepexenns cogepxar Gonee noapobubie ceeaeHus W
ABAAIOTCA COCTaBHOM vacTbio AaHHOrO OTKA3A OT FTAPAHTHM. [Toaromy kopnopauus Medtronic orpaHiunBaeT sce
rapaHTuiiHble 00A38TENLCTRA, KaK NPAMbIE, TAK H OMOCPSAOBAHHKIE, 10 OTHOLWIEHHIO K AanHoMy TTpoayxry. Kopnopauus
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- Medtronic Inc.
Medironic 710 Medtronic Parkway,

Minneapolis, MN 55432,
USA

Medtronic He HeceT OTBETCTBEHHOCTH 3a MobObie cnyyaliHbie UIH ONOCPeAOBaHHBIE YOLITKH, ARINIOWHECH CACACTBHEM
moboro Mcnonb3oBaHHs, Aedekta win cbos B ¢yHkimonnporasnn [TpoaykTa, HE3ABUCHMO OT TOrO, OCHOBAKA Y
NPETEH3HA HA rapaHTHHHEIX 0043aTeNbCTBAX, KOHTPAKTE, FPAXKAAHCKOM NPABOHAPYIIEHUH UK HA YeM-THGO NpyTOM.
Bailien3noxeHHbie HCKAOYEHHE W ONPaHHYEHHS HE MOTYT NOHWMATECA HNH KCTONKOBBIBATHCA TAKHM 00pa3oM, 4Tobwl
NPOTUBOPEYHTL O0A3ATCALHLIM NONOCKEHHAM TIPHMEHMMBLIX NpasoBbix HopM. Ecan kakas-nnbo uacTh maM ycnoeue
aanHoro OTKA3A OT 'APAHTHUU npusnaercs cynoM KOMMAETEHTHON IOPUCAHKUMH HE33KOHHLIM, HE HMEIOUIUM
3aKOHHON CH/IbI HAM NPOTHBOPEYALLIWM KaKUM-NHOO NPUMEHAEMBIM NPABOBLIM HOpMaM, ocTanbHasg vacTh OTKA3A OT
TFTAPAHTHUHU 6yaer cuurathca uMelolllel I0pHANYECKYIO CHY H BCe MpaBa u 06a3aTenbeTRa GYAYT TOAKOBATHCA M
NprHYAMTENLHO 0becneunsatbe, kKak ecny 6 aanHblii OTKA3 OT TAPAHTUH He cozepxkan oTaensHsix yacreid nau
YCROBHiA, KOTOPhIE OBLIY NPH3HAHB HE HMEIOUIMMH 3AKOHHON CHITHI.

IIpedynpexcoenue obuje2o xapaxmepa

Hmnnanmupyembie anextpoas Medtronic MMNIaHTHPYIOTCA B upe3BLINAliHO ArpecCHBHYIO CPEAy 4eNOBEYECKOro
OpraHi3Ma. JNEKTPOAL! A0DKHB WMETb O4EeHb Manblii AnameTp U GLITh oMeHb rIHOKMMH. 3T0, HECOMHEHHO, YMEHbIAET
HX JKCANYATALHOHHLIC BO3MOXKHOCTH M CpOK ciTyx0bl. Henonanku anexTpoaa MOTYT BO3HHUKATH B CHAY MHOTHX MPHYMH
(nepeueHs HE WCUESPNLIBAIOINKI): MEAHLIHACKHE OCNOXHCHHMA, PESKUMA OTTOPXKEHHA OPraHH3IMOM, aniepruveckas
peaxuus H paspacTaiue PuGposnoii Tkann. Taoke HeNoNaAKK NAEKTPOAOB MOTYT GbiTL OGYCNOBACHL PAIPLIBOM WNH
HapYIIEHHEM UENOCTHOCTH H3oaamKu. Kpome Toro, HecMOTpa Ha TIMATENbHOE NPOCKTHPOBAHWE, OTGOP KOMIIOHEHTOB,
NPOH3BOACTBO K NPEANPOSAKHYIO NPOBEPKY, MEKTPOAL MOTYT GbiTh N€I'KO NOBPEKACHB A0, BO BPEMA H NOCNE BBEACHHA
¥3-32 HENPABUABLHOrO 00pallleHHA HAM JPYrHX NPOMEXYTOUHbIX AclicTeuii. Bee BrimenepeuncieHHOe NpeanonaraeT
HEBO3MOXHOCTh NPHHATHR 00A3aTENbCTRE WIH NPEACCTABICHHA rapaHTHii OTCYTCTBHA oOTkasa 8 pabote MWau
Gecnepeboiitioro ¢yHKUHOHHPOBAHHA NEKTPOAOB, PABHO KaK H OTCYTCTBHR HEGNAroNpUATHOH PEAKUHY OPraHu3Ma HAH
MEIHLIMHCKHX OCNOKHEHWH (B TOM uncie, nepdopauny cepaua) Kak CIeACTBHA MMIIAHTAUHH EKTPOAOB, a TaKKe
HEBO3MOXKHOCTD rapaHTHPOBAHHON HOPMANH3ALIUM CEPACHHON AATENLHOCTH,

IapaHTHiiHBI CPOK XPAHEAUA:

I"'apaHTHA pacnpOCTPAHAETCA HA BECh CPOK NOAHOCTH MEAHLIHHCKOIO YCTPOICTBA.

13. Ilepegens
FOCYAAPCTBCHHLIX N
MERLYBAPOAHBIX
HOPMATHBHBIX
DOKYMERTOB/CTARAA

pToB,
3ATPATHBAICIHX

EN 45502-1, EN 45502-2-1, EN ISO 15223-1, EN ISO 14971, EN ISO 11607-1, EN 1041, EN ISO 11135, EN 980, EN
62366, EN ISO 10993-1, 1SO 10993-3, ISO 10993-4, ISO 10993-5, 1SO 10993-6, ISO 10993-7, I1SO 10993-10, ISO
10993-11, ISO 27186.
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- Medtronic Inc.
Medironic 710 Medtronic Parkway,

Minneapolis, MN 55432,

USA
MeQHIHHCKOe
maenue
14. Caywba Hnn nonyyenns 6onee noapoGuoit Huopmaunn o6paTHTECh K MECTHOMY TIPEACTABHTENIO KOMIIBHHA « MEATPOHHK) WIH
NOAZEPKKH CBAXMTECH ¢ koMnaHneh «Mearpouuk Mnk.» no azpecy Huxe:
KIIHEHTOR «Mearponuk Hak.», CIIIA
Hudopmauus aAna NnauKeHTOoB:

Becnnarnas muua: + 1 800 551 5544

(7:00 - 18:00, noHeAenbHUK — NATHHUA, UCHTPANLHOE BpeMs)

®akc +1 763 514 1855

Hpencrasurens B Poccuu:

Tlo Bcem BonpocaM, BKMoO4as #anofel BS NpPOayKUHI0, peMOBT B Texobchyxmpamme, obpamathcs
Ynoanomouennomy IHpeacrazureno 8 Poccuiickoit Pexepaunn:

000 «Mearpounx»

123112, Poccna, Mockea, BH.Tep.r. MyHuuunanbhbiii okpyr [Tpecnenckuii, nab. Ilpecuenckas, a. 10, 31. 9, nom. Iil,
KOMH. 41

Ten.: (495) 580-73-77, daxc: (495) 580-73-78
mowmedtronic@mail.ru
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[{Tepeeoo ¢ anznuiicxo20 a3vixa na pyccxuii 33oix)

«MeaTpoHHE» «Menrponnk Hak.» (Medtronic Inc.)
710 Mearponux Iapky»it

Munneanonuc, mrrar Munsecota, 55432-

5604

CIIA

www.medtronic.com

Jara: 17 aprycra 2023 r.
IInchMo-3anBacHHE

Mu, «Mearponnx, HHK.», KOMNaHHA ¢ 3aperdCTPHPOBAHHBIM IOPHAMYECKAM aapecom: 710
Mearponuk Ilapkyaii, Muaneanoauc, mrat Munnecora 55432, CILA (710 Medtronic Pkwy.,
Minneapolis, MN 55432, USA), HacToAm#iM NOATBEPXAACM, UTO NPHIATaeMast AOKYMEHTALU,
Texumgeckoe pyxoBoacTso i Jlononnenue kK TexHuyeCkoMy pyKOBOACTBY B OTHOINECHHE H3ACIHS
«INEKTPON AN CTHMYIALUMH B KapAMAIGHON BeHe Attain Performa S MRI SureScan 4598»,
ABJISCTCR BEPHOH H HEH3MEHHON! Konueit OPHTHHANOB JOKYMEHTOB.

C yBaxxeHuemM,
«Mearporak HBk.»

Ucnonuurens /nodnuce/ 17 agzycma 2023 2.

Jixenuudep Aunepcon
JHpEKTOp 110 HOPMATHBHO-NPABOBOMY PETyIHPOBAHHIO
«Mentponux Unk.»

[Heuams:

Kopmnu Mb>it Xonn

HOTAPHYC

MHHHECOTA

Cpox deticmeus moux noaromouuit ucmexaem 31 aneaps 2026 2.)

/noonucy/
17 aszycma 2023 2.
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TekCT AaHHOTO JOKyMeHTa NepeBén nepeBofunK PaxvMKynos dnbaap Cepkannesny. 3HaHWe MHOCT PaHHOro
A3blKa NOATBEP>KAAt0. BbIMOMHEHHbI NepeBoj SIBNSIETCA NpaBU/bHBIM, TOYHbIM W MOMHbIM.

Poccuiickas ®Pegepaumst
"opog Mocksa
BocemMHaguaToro asrycTa fiee ThiCA4M ApajLaTb TPEThero roga
4 TOHKWA AMnTpuii Banepbesuy, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBY NOANMHHOCTb NOANUCU
nepesogynka Paxumkynosa dnbgapa Cepkanmesunya.
Mopnuck caenaHa B MOEM NPUCYTCTBUN.
JInyHOCTb NOANMCABLIErO LOKYMEHT yCT aHOoBNeHa.

3aperncTpuposaHo BpeecTpe: No 77/2079-H/77-2023-
YnnayeHo 3a COBepLIEHMEe HOTapuanbHoro e LU M 4L 1py6.

Bcero npowHypoBaHo, NPOHYMeEpPO
M CKpenneHo neyaTblo__77___anoT?)(0B)"

HoTapuyc
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