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1 Product Description
Intended Medical Use
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Iforia can treat life-threatening ventricular arrhythmias with antitachycardia pacing
and defibrillation.

Generally approved differential diagnostics methods, indications, and recommenda-
tions for ICD therapy apply to BIOTRONIK devices. See the guidelines of cardiology
associations for guidance.

4402U-)



We recommend observing the indications published by the German Cardiac Society
[Deutsche Gesellschaft fiir Kardiologie, Herz- und Kreislaufforschung) and the ESC
(European Society of Cardiology). This also applies to the guidelines published by the
Heart Rhythm Society (HRS), the American College of Cardiology (ACC), the American
Heart Association (AITA), and other national cardiology associations,

Single'Chamber and dual-chamber

Single-chamber and dual-chamber ICDs are indicated for patients with the following
risk:

*  Sudden cardiac death caused by ventricular arrhythmias

Triple-chamber

Triple-chamber ICDs are indicated for patients with the following risks:

+  Sudden cardiac death caused by ventricular arrhythmias

+ Congestive heart failure with ventricular asynchrony

Also indicated for primary prophylaxis in congestive heart failure patients is Iforia.
Contraindications

Known contraindications:

+ Tachyarrhythmia caused by temporary or reversible irritation, e.g. poisoning,
electrolyte imbalance, hypoxia, sepsis or acute myocardial infarction

+  Such frequent VT or VF that the therapies would cause an unacceptably rapid
depletion of the device batteries

VT with few or without clinically relevant symptoms

» VT or VF treatable by surgery

+  Concomitant diseases that would substantially limit a positive prognosis
¢ Accelerated intrinsic rhythm

System Overview

Device family

The complete Iforia 3/5/7 device family consists of several device types with a
DF-1/1S-1 or DF4/IS-1 connection.

Single-chamber: VR-T and VR-T DX (only devices with a DF-1/IS-1 connection):
dual-chamber: DR-T; triple-chamber: HF-T. Not all device types are available in every
country.
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Device

The device’s housing is made of biocompatible titanium, welded from outside and thus
hermetically sealed. The ellipsoid shape facilitates implantation in the pectoral muscle
area. The connections for bipolar pacing and sensing (and unipolar connections for the
triple-chamber device) aswelt as for shock delivery are found inthe device header. The
housing serves as a potential antipole during shock delivery or in the case of unipolar

lead configuration.

DF-1/IS-1 orDF4/IS-1

BIOTRONIK provides ICDs with headers for different standardized lead connections:
DF-1/IS-1 and DF4/IS-1.

Note; The device type DX can only be connected using a DF-1/IS-1 connector.

DF-1/IS-1 lead connection

The device labeling provides information pertaining to possible lead connections
depending on the device type and pertaining to connection assignment:

YR OX DR HF

DF-1
svC

Connector Lead Configuration implantation site Device type
port connector

RV OF1 Shock coil Right ventricle VR. DX DR HF
S\C DF-1 Shock coil Superior venacava VR DX DR HF
RA IS-1 Bipolar Atrium DX DR. HF
IRIV IS-1 Bipolar (Right) ventricle VR. DX DR. HF
Lv IS-1 Unipolar, bipolar  Left ventricle HF



Lead connection DF4/S-1

The device labeling provides information pertaining to possible lead connections
depending on the device type and pertaining to connection assignment:

Connector Lead Configuration implantation site  Device type
port connector

RA 151 Bipolar Atrium DR,HF

Lv 151 Unipolar, bipolar  Left ventricle HF

RVSVC DR Bipolar and shock  Right ventricle VR. OR HF

Note: A device’s DF4 connector port may only be used for connecting leads wth a
DF4 connector that conform to ISO 27186.

Leads

BIOTRONIK leads are sheathed with biocompatible silicone. They can be flexibly
maneuvered, are stable long-term, and are equipped for active or passive fixation. They
are implanted using a lead introducer set. Some leads are coated with polyurethane
which is known to increase the sliding properties for the lead. Leads with steroids
reduce inflammatory processes. The fractal design of the electrodes provides for low
pacing thresholds. BIOTRONIK provides adapters to connect already implanted leads to
new devices.

Telemetry

Telemetric communication between the device and the programmer can be carried
out following initialization either by applying the programming head (PGH) to the device
or by using wandless telemetry in the programmer. BIOTRONIK calls this function
SafeSynce®.
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Programmer

Implantation and follow-up are performed with BIOTRONIK’s portable programmer:
Software PSW as of version 1204.A.

There are programmers with integrated or external SafeSync Module for wandless
telemetry.

Leadless ECO, IE6M, markers and functions are displayed simultaneously on the color
display.

The programmer allows you to determine the thresholds and to perform all tests
during an in-office follow-up; in addition, you can change the permanent program and
send it to the implanted device.

In addition to this, the programmer is used to set mode and parameter combinations,
as well as for interrogation and saving of data from the device.

Modes
The mode setting depends on the individual diagnosis:
Device type Modes
R WI;WIR;VOO:OFF
VR DX \DD; VDDR,; VDI; VDIR; WI; WIR; VOO, OFF
DR HF DDD; DDDR; DDI; DDIR; VDD; VDDR; VDI; VDIR
WI; WIR; AAl; AAIR; VOO, DOO OFF
NBDand NBG codes

WE is the NBO code used for the antitachycardia modes of the single-chamber,
dual-chamber and triple-chamber devices:

V' Shock in the ventricle
V' Antitachycardia pacing (ATP) in the ventricle
E  Detection via IEGM analysis

DDDR is the NBG code for the antibradycardia mode of the dual-chamber devices:
D  Pacing in the atrium and ventricle

D  Sensing in the atrium and ventricle

0  Pulse inhibition and pulse triggering

R Rate adaptation



OO00Y ISthe N80 code for the antibradycerdia mode of the triple-chamber devices;
Pacing In the atrium and ventricle

Sensing in the atrium and ventricle

Pulse Inhibition and pulse triggering

Rate adaptation

Multisite pacing in both ventricles

< U O o o

VOOR is the NBG code for the antibradycardia mode of the single-chamber DX devices;
Pacing in the ventricle

Sensing in the atrium and ventricle

Pulse inhibition and pulse triggering

Rate adaptation

D o o<

WIR is the NBG code for the antibradycardia pacing modes of the single-chamber
device;.

V' Pacing in the ventricle

V  Sensing in the ventricle

1 Pulse inhibition in the ventricle

R Rate adaptation

BIOTRONIK Home Monitoring®

In addition to effective pacing therapy, BIOTRONIK provides a complete therapy

management system:

«  With Home Monitoring, diagnostic and therapeutic information as well as technical
data are automatically sent to a stationary or mobile transmitter via an antenna in
the device header. The data are encrypted and sent from the transmitter to the
BIOTRONIK Service Center via the cellular phone network.

+ The received data are deciphered and evaluated. Each physician can set the criteria
for evaluation to be used for each patient and can configure the time of notification
via e-mail, SMS or fax.

+ Aclear overview of the results of this analysis is displayed for the attending physi-
cians on the protected Internet platform Home Monitoring Service Center (HMSC).
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+ Data transmission from the device Is performed with a daily device message.

+  Device messages which indicate special events In the heart or in the device are
forwarded immediately.

+ Atest message can be initiated at any time using the programmer to immediately
check the Home Monitoring function.

Order numbers for Iforia with DF-1/IS-1 or DF4/IS-1 connection
Not all device types are available in every country:

iforia 3

DF1 OF4
VR-T 383586 383588
DR-T 383570 383572
HF-T 383554 383556

Order numbers for iforia FroMRi with DF-1/IS-1 or DF4/I5-1 connection
Not all device types are available in every country:

iforia 5 ProMRi Iforia 7 ProMRIi

DF1 DF4 DF1 DF4
VR-T 390119 390121 390083 390089
VR-TDX 390123 — 390095
DR-T 390115 390117 390069 390075
HF-T 390111 390113 390056 390062
Package contents

The storage package includes the following:
+ Sterile packaging with device

+  Serial number label

Patient ID card

¢+ Warranty booklet

Note; The technical manual pertaining to the device is either included in hard copy
form in the storage package or in digital form on the internet.



The sterile packaging includes the following:
*  Device, blind plug DF-1 [if applicable) and blind plug IS-1 for device type HF
Screwdriver

Therapeutic and Diagnostic Functions

Diagnostic functions

+ Data from implantation and the most recent interrogations and follow-ups are
recorded as well as arrhythmia episodes; they are stored together with other data
to assess patients and the state of the device at any time.

+ To check the lead for proper functioning, an automatic impedance measurement
using subthreshold pacing pulses is performed in the device.

+ Leadless ECG function; for all device types, far-field derivation can be measured
without external leads between the right ventricular distal shock coil and housing,
which, depending on the implantation site, corresponds to ECG derivation lor Hll
(Einthoven),

+  Once atelemetry connection has been established during a test procedure in
ag in-office follow-up, the leadless ECG and the IEGM are displayed with markers.

Antitachycardia pacing

+ The ICO can treat ventricular tachycardia with antitachycardia pacing (ATP);

ATP can also be delivered in the VF zone (ATP One Shot) when the stability criterion
indicating that this will be effective before shock delivery (monomorphic rapid VTs)
is met.

+  Depending on the device type, the software contains not only the ICO functions but
also all pacemaker functions for 1,2, or 3 chambers. The heart rhythm is continu-
ously monitored; each arrhythmia is classified according to the heart rate and the
adjustable detection criteria. Depending on the preset values, antibradycardia as
well as antitachycardia therapy is inhibited or delivered.

Cardioversion, defibrlUation

+ The ICD can treat ventricular tachyarrhythmia with cardioversion and/or defibrilla-
tion. Shock polarity and energy can be programmed individually. Shock energies
between 2.0 J and 40 J are possible. Before delivery of the shock, the ICD can be set
to only deliver a shock when ongoing tachyarrhythmia is confirmed; during this
time period the device can identify spontaneous conversion of the tachyarrhythmia
and cancel the charging process if necessary.

+ The shock paths can be set between the different shock cails (SVC/RV) and/or the
housing.
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Antibradycardia pacing and CRT

Innovative rate hystereses, automatic sensor functions, and a night program
promote the patient's intrinsic rhythm, avoid overdrive pacing, and facilitate adap-
tation of the device to the Individual needs of the patient.

Setting an upper tracking rate for the atrium prevents unspecific atrial pacing, thus
reducing the risk of pacemaker-mediated tachycardia.

Positive AV hystereses support intrinsic conduction and thus the natural contrac-
tion sequence. Negative AV hystereses support the cardiac resynchronization
therapy by maintaining pacing in stress situations,

For resynchronization of the ventricles, triple-chamber devices have functions for
muitisite ventricular pacing with possible W delays in either direction.

To ensure that no additional surgery is necessary in case of a left-sided increase of
the pacing threshold or undesired phrenic nerve stimulation, different pacing
polarities can be set for the left ventricular lead with a triple-chamber device.
Automatic active capture control is available for the right and left ventricle with
automated tracking of the pacing threshold or automatic threshold monitoring
IATM) for trend analysis.

With the Iforia 3, the pacing threshold is only measured.

Storing programs
The parameter settings can be saved in 3 individual therapy programs.

Home Monitoring functions

The device automatically sends information to the transmitter once a day. It also

sends messages related to events, which are immediately forwarded to the Service

Center. In addition to this, test messages can be initiated using the programmer.

Appointments for Home Monitoring-supported follow-ups can be scheduled via the

HMSC. This applies to Iforia 5/7.

Important medical information in the device messages include the following:

— Atrial and ventricular arrhythmias

— Parameters relevant to leads in the atrium and ventricle: pacing thresholds,
sensing amplitudes, impedances

— Current statistics

— |EGM online HD® with up to 3 high definition channels
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Operating Conditions

Technical manuals
The following technical manuals provide information about usage of the device

systems:
-- Technical manual for the device

—Technical manual for the HMSC

- Technical manuals for leads

-> Technical manuals for the programmer and its accessories
—Technical manuals for the user interface

- Technical manuals for cables, adapters and accessories

+  Technical manuals are either included in hard copy form in the storage package or
in digital form on the internet: manuals.biotronik.com.

+ Follow all relevant technical manuals.
¢ Keep technical manuals for later use.

Care during shipping and storage

+  Devices must not be stored or transported close to magnets or sources of electro-
magnetic interference.

+ Note the effects of the storage period; see Battery Data.

Delivery in shipment mode

The device is delivered in shipment mode to protect the battery; capacitor reforming
required during storage could result in controlled extended charge times of the shock

capacitors.
¢ The shipment mode is displayed on the programmer after loading the device
program (it is deactivated during implantation on initial measurement of the pacing

impedance).
Temperature
Extremely lowand high temperatures affect the service time of the battery in the
device.
+  Permitted for shipping, storage and operation are +5&C to +45€C.
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The device and the screwdriver have been gas-sterilized. Sterility is guaranteed only if
the blister and quality control seal have not been damaged.

Sterile packagirty

The device and screwdriver are packaged in two separately sealed blisters. The inner
blister is also sterile on the outside so that it can be transferred in a sterile slate during
implantation.

Single use only

The device and screwdriver are intended for single use only.
+ Do not use the device if the package is damaged.
+ The device must not be resterilized and reused.

Possible Complications
General information on medical complications

Complications for patients and device systems generally recognized among practitio-

ners also apply to BIOTRONIK devices.

¢+ Normal complications may include fluid accumulation within the device pocket,
infections, or tissue reactions. Primary sources of complication information include
current scientific and technological knowledge.

+ ltisimpossible to guarantee the efficacy of antitachycardia therapy, even if the
programs have proven successful during tests or subsequent etectrophysiological
examinations. In rare cases the set parameters may become ineffective. It Is
possible for therapies to induce or accelerate tachycardia and cause sustained
ventricular flutter or fibrillation.

Skeletal myopotentials

Bipolar sensing and control of sensitivity are adapted by the device to the rate spectrum
of intrinsic events so that skeletal myopotentials are usually not recorded. Skeletal
myopotentials can nonetheless be classified as intrinsic events especially at very high
sensing sensitivity and. depending on the interference, may cause inhibition or anti-
arrhythmia therapy.

In the case of undesired myopotentials, the device switches to asynchronous pacing if
the interference rate is exceeded.



Possible technical failures

Technical failure of a device system cannot be entirely ruled out. Possible causes can
include the following:

¢+ Lead dislodgement, lead fracture

* Insulation defects

+  Device component failures

+ Battery depletion

¢+ Interrupted telemetry

Electromagnetic interference (EM!)

Any device can be sensitive to interference if external signals are sensed as intrinsic

rhythm or if measurements prevent rate adaptation.

+ BIOTRONIK devices have been designed so that their susceptibility to EM! is
minimal.

+  Due to the intensity and variety of EMI, there is no guarantee for safety. It is
generally assumed that EMI produces only minor symptoms, if any, in patients.

+ D”ending on the pacing mode and the type of interference, sources of interference
may lead to pulse inhibition or triggering, an increase in the sensor-dependent

pacing rate or asynchronous pacing.

+  Under unfavorable conditions, for example during therapeutic or diagnostic proce-
dures, interference sources may induce such a high level of energy into the pacing
system that the cardiac tissue surrounding the lead tip is damaged.

Device behavior in case of EMI

In case of electromagnetic interference, the device switches to asynchronous pacing
for as long as the interference rate is exceeded.

Static magnetic fields

The reed switch in the device closes starting at a field strength of 1.8 mT. The reed
switch opens if the magnetic field falls below 1 mT.
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Possible Risks

Contraindicated procedures

The following procedures are contraindicated as they may cause harm to the patient or

damage the device and, as a result, put the system functionality at risk:

+ Therapeutic ultrasound: Harm to the patient via excess warming of body tissue
near the device system

+ Transcutaneous electrical nerve stimulation

+  Hyperbaric oxygen therapy

+ Applied pressures higher than normal pressure

Risky therapeutic and diagnostic procedures

If electrical current from an external source is conducted through the body for dia-

gnostic or therapeutic purposes, then the device can be subjected to interference,

which can place the patient at risk.

Arrhythmia or ventricular fibrillation can be induced during diathermic procedures

such as electrocautery, HE ablation or HF surgery. For example, damaging heat can

result during lithotripsy. Influences on the device are not always immediately clear.

If risky procedures cannot be avoided, the following should be observed at all times:

+  Electrically insulate the patient.

+  Switch off the ICD's detection function. The pacemaker function can remain active.
The device may need to be switched to asynchronous modes for this.

+ Do not introduce energy near the device system.

+ Additionally check the peripheral pulse of the patient.

+ Monitor the patient during and after every intervention.

External defibrillation

The device is protected against the energy that is normally induced by external defibril-

lation. Nevertheless, any implanted device may be damaged by external defibrillation.

Specifically, the current induced in the implanted leads may result in necrotic tissue

formation close to the el-*+ectrode/tissue interface. As a result, sensing properties

and pacing thresholds may change.

+ Place adhesive electrodes anterior-posterior or perpendicular to the axis formed
by the device to the heart at least 10 cm away from the device and from implanted
leads.



The use of radiation therapy Is contraindicated due to possible damage to the device

and the resulting impaired functional safety. If this type of therapy is to be used anyway,

prior risk/benefit analysis is absolutely necessary. The complexity of influencing

factors such as different sources of radiation, a variety of devices and therapy condi-

tions makes it impossible to issue directives that guarantee radiation therapy without

an impact on the device. The EN /15502 standard pertaining to active implantable

medical devices requires the following measures during the administration of thera-

peutic ionizing radiation:

+ Adhere to instructions for risky therapy and diagnosis procedures.

+  Shield device against radiation.

*  After applying radiation, double-check the device system to make sure it is func-
tioning properly.

Note; Please contact BIOTRONIK with questions during the risk/benefit analysis.

Magnetic resonance imaging

For implantable devices without ProMRI labeling, Magnetic resonance imaging IMRI) is
contraindicated due to the high frequency fields and the associated magnetic flux
density: damage or destruction of the device system by strong magnetic interaction and
damage to the patient by excessive warming of the body tissue in the area surrounding
the device system.

Under certain conditions and when maintaining mandatory measures to protect the
patient and device system, magnetic resonance imaging can be performed. BIOTRONIK
devices with the "MR conditional” function bear the identification ProMRI.
+ The ProMRI manual - MR conditional device systems - contains detailed informa-
tion on safely conducting an MRI.
— Download the digital manual from the web site:
www.biotronik.com/manuals/manualselection
— Order the printed manual from BIOTRONIK.
+  Does approval as "MR-Conditionar apply in your country or region”?
Request current information from BIOTRONIK.
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Implantation Procedure

Having parts ready
The following parts that correspond to the requirements of the EC Directive 90/385/EEC
are required:
+ BIOTRONIK device with blind plug and screwdriver
+ BIOTRONIK leads and lead introducer set
— Single-chamber device: one bipolar ICD lead with 1 or 2 shock coils for the
ventricle
— Dual-chamber device: one bipolar lead for the atrium and one bipolar ICD lead
for the ventricle with 1 or 2 shock cails
— Triple-chamber device: an additional unipolar or bipolar LV lead
+  Approved connections are DF-1, DF4 and 1S-1. Use only adapters approved by
BIOTRONIK for leads with different connections or leads from other manufac-
turers.
+ BIOTRONIK programmer Iwith integrated SafeSync RF telemetry or with separate
SafeSync Module) and approved cables
+  External multi-channel ECO device

+  Keep spare parts for all sterile components.

\VAREA Y,

Keeping an external defibrillator ready

To be able to respond to unforeseeable emergencies or possible technical failures of
the device:

+  Keep an external defibrillator and paddles or adhesive electrodes ready.



W WARNING

inadequate therapy due to defective device

If an unpacked device is dropped on a hard surface during handling, electronic parts
could be damaged.

+ Use areplacement device.

+ Return the damaged device to BIOTRONIK.

+  Peel the sealing paper off of the outer blister at the marked position in the direction
indicated by the arrow. The inner blister must not come into contact with persons
who have not sterilized their hands or gloves, nor with non-sterile instruments!

+ Take hold of the inner blister by the gripping tab and take it out of the outer blister.

+ Peel the sealing paper off of the sterile inner blister at the marked position in the
direction indicated by the arrow.

Checking parts

Damage to any of the parts can result in complications or technical failures.
¢ Check for damage before and after unpacking all parts.

* Replace damaged parts.

+ The ICD is shipped with tachyarrhythmia therapy deactivated and is only to be
connected and implanted in this state.

+ Leads must not be shortened.

implantation site

¢ Depending on lead configuration and the patient’s anatomy, the ICD is generally
implanted subpectorally on the left side.

Preventing leakage currents

Leakage currents between the tools and the device must be prevented during implanta-
tion.

+ Electrically insulate the patient.
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W WARNING
Shock delivery with activated ICD

There is a risk of unintended shock delivery when handling an activated ICD.

+ Deactivate ICD therapy before touching the device during implantation, device
replacement and explantation.

There isa blind plug for DF-1 and IS-1 connections inthe header. The provided set
screws must be carefully loosened or tightened.

+ Loosen set screv« with the supplied screwdriver. Use only BIOTRONIK screw-
drivers with torque control!

¢ Do not forcibly pull out the blind plug!
+ Iflead revision is necessary, re-order sterile screwdrivers from BIOTRONIK.

Preventing short circuits In the header

W WARNING

Short circuit due to open lead connector ports

Connector ports in the header which are open and thus not electrolyte-proof may

cause undesired current flows to the body and penetration of body fluid into the

device.

+ Either leave unused ports closed with the premounted blind plugs, or close them
using the supplied blind plugs.



Ensure that connections art clean

In case of contamination during implantation:
+ Clean lead connectors with a sterile cloth.
* Rinse connection only with sterile water.

Overview: Implanting

Prepare the vein.

Implant the leads, perform the measurements, and fixate the leads.
Form the device pocket.

Connect the lead connector to the device.

Insert the device.

Guide the fixation suture through the opening in the header and fixate the device
inthe prepared device pocket.

Close the device pocket.

%heck the device with standard tests.

o o1 A W N
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Connecting the device

The lead connectors are connected to the pons in the header of the devtce.
Disconnect stylets and stylet guides.
DF-1/1S-1 connection:

+  Connect the D1 connector for the right-ventricular shock coil to RV.

+  Connect the DF-1 connector for the supraventricular shock cail to SVC.
Or connect a subcutaneous array to SVC.

DF4/IS-1 connection:

¢ Connect the DFA connector to RV

DF-1/1S-1 connection:

+  Connect the bipolar 15-1 connector for the atrium to RA,

+  Connect the bipolar IS-1 connector for the right ventricle to RV.

¢ Connect the unipolar or the bipolar IS-1 connector for the left ventricle to LV.
DF4/IS-1 connection:

+  Connect the bipolar IS-1 connector for the atrium to RA

¢ Connect the unipolar or the bipolar IS-1 connector for the left ventricle to LV.
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Push the lead connector into the header without twisting or bending the
connector or conductor until the connector tip (on the DF-1 connector) or the
insertion indicator (on the DF4 connector) becomes visible behind the set screw
block. This indicator can vary depending on the manufacturer of the lead used.
If you cannot easily plug the lead connector into the connection:

+  Use only sterile water as lubricant.

If the lead connector cannot be inserted completely, the set screw may be
protruding into the drill hole of the set screw block.

+  Use the screwdriver to perpendicularly pierce through the slitted point in the
center of the silicone plug until it reaches the set screw.

+  Carefully loosen the set screw without completely unscrewing it, so that it
does not become tilted upon retightening.

Turn the set screw clockwise until torque control starts (you will hear a clicking

sound).

Carefully withdraw the screwdriver without retracting the set screw.

+ Incase of IS-1 connections with 2 set screws, tighten both screws!

¢ When the screwdriver is withdrawn, the silicone plug automatically seals the
lead connection safely.

Keeping distance between leads

W WARNING

Inadequate therapy

When leads are not spaced sufficiently apart or are positioned inappropriately, this
can lead to far-field sensing or insufficient defibrillation.

+ The distance between 2 shock cails must be greater than 6 cm.

+ Tip and ring electrodes must not have contact with each other.

Applying the programming head

The programming head (PGH) features a diagram of the device. This is used to assist in
positioning the head to ensure proper telemetry.

¢+ Make sure the PGH is positioned correctly.
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Idtetly there should bt m hinelrences between the patient and the programmer.
+  Switch on RF telemetry on the programmer.
+  Apply the programming head for about 2 s until successful initialization is displayed
on the programmer:
The SafeSync symbol is displayed in the navigator and the signal
strength is displayed in the status line.

m Remove the programming head.

Activating iCD therapy

+ Load the device program that is suitable for the device type in the programmer.

* Activate iCD therapy.

+  Shipment mode is permanently deactivated once the leads have been connected
and initial measurement of the pacing impedance has been performed. The device
data are saved.

+ Take precautionary measures while programming.

¢ If the device induces tachycardia while programming ATPs or does not deliver

adequate therapy in the DFT test: use emergency shock or an external defibrillator.

Precautionary Measures while Programming

Performing standard tests and monitoring the patient

Critical conditions can occur for the patient even during standard tests due to inade-
quate parameter settings or interrupted telemetry.

+ Ensure sufficient patient care even during tests.

+  After the threshold test, check to determine whether the threshold is clinically and
technically justifiable.

+  Continuously monitor the EC6 and the patient’s condition.
+  Cancel testing if necessary.

CanceUing telemetry

Programmer interference or interrupted telemetry during performance of temporary
programs (follow-up tests) can result in inadequate pacing of the patient. This is the
case if the programmer can no longer be operated due to a program error or

a defective touch screen and therefore the temporary program cannot be terminated.

en « English
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+ Inthe case of telemetry with programming headt Wtthe POW by at least 30 cm,
+ inthe case of RF telemetry: switch off and reposition the programmer.
¢ Turn off possible sources of interference.

Avoiding critical parameter settings

No modes and parameter combinations that pose a risk to the patient should be set.

*  Prior to setting rate adaptation, determine the patient’s capacity for strain.

*  Check compatibility and effectiveness of parameter combinations after making
settings.

Checking for electrodes suitabie for the shock path

Three different shock paths can be set. Two of these form an electrical path to the

housing of the implanted device.

+ Forthe RV-> SVC shock path, a second shock coil must be available
(dual shock cail).

Monitoring the patient when setting asynchronous modes

The asynchronous modes VGDand D30 can only be set if tachyarrhythmia sensing is
deactivated. This would leave the patient without sensing and therefore without

(CD therapy.

+  Continually monitor the patient.

+  Keep an external defibrillator ready.

Setting sensing

Manually set parameters can be unsafe. For example, unsuitable far-field protection
may impede sensing of intrinsic pulses.

¢ Note automatic sensitivity control.

Preventing device-induced complications

BIOTRONIK devices feature several functions to prevent device-induced complications
to the greatest extent possible:

» Measure the retrograde conduction time.
*  Set PMT protection.
+  Set the VAcriterion.
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BIOTRONIK devices feature several functions to prevent conduction of atrial tachy-

cardia to the ventriclels):

+  Set mode switching for indicated patients.

Set the upper rate and the refractory periods to prevent abrupt ventricular rate
switching.

+  Gwe preference to Wenckebach response and avoid 2:1 behavior.

+ Setall parameters so as to prevent constant changing between atrial and
ventricular-controlled modes.

Observing the shock impedance limit
The implanted device could be damaged if the shock impedance is too low.
+ The shock impedance must be >250.

Preventing recurrence after therapy shock

After a therapy shock, pacing can be performed with a post-shock program if there is
no intrinsic rhythm.

Permanent program Post-shock program
DDD, DDI.AAI DD
VDD.VDI VDI
WL and OFF Wi

+ The following post-shock program parameters can be adjusted: post-shock
duration, basic rate, rate hysteresis, ventricular pacing, LV-T-wave protection,
triggering, AV delay (fixed, not dynamic).

+ The default settings for the post-shock program are as follows:

Aand RV: 75V, 15ms
LV: settings from the permanent program

Phrenic nerve stimulation that cannot be terminated

In rare cases, chronic phrenic nerve stimulation cannot be terminated by reprogram-

ming the available left ventricular pacing configuration or using other measures.

+  Set aright ventricular mode both in the permanent program as well as the ATP, in
the post-shock program and for mode switching if need be.
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Avoiding risks (nthe case of exclusive IV pacing

Lead dislodgement in the case of exclusive left ventricular pacing could pose the

following risks: loss of ventricular pacing and ATP therapy, induction of atrial arrhyth-

mias.

+ Consider sensing and pacing parameters with reference to loss of therapy.

+  Exclusive LV pacing is not recommended for patients who depend on the device.

* Please note that active capture control is not available.

* Inthe case of follow-ups and threshold tests, take loss of synchronized ventricular
pacing into consideration.

+  Mode switching and post-shock do not allow for exclusive LV pacing. Please note
the effects when programming mode switching and the post shock parameters.

Recognizing lead failure

Automatic impedance measurement is always switched on.

*  Impedance values that indicate technical failure of a lead are documented in the
event list.

Considering power consumption and service time

RF telemetry requires somewhat more power: Consumption during implantation corre-
sponds to approximately 10 days of service time and consumption during a 20-minute
follow-up corresponds to approximately 3 days.

¢ Do not establish unnecessary RF telemetry.

«  After 5 minutes without input, SafeSync switches to the economy mode.

+  Check the battery capacity of the device at regular intervals.

Magnet Response

Application of the programming head when ICOtherapy is set

If a connected programming head is applied and is communicating with the
programmer and ICD therapy is permanently set, detection and therapy remain intact
except during the diagnostic tests. If ICD therapy is not set as permanent, notherapy is
delivered when the programming head is applied.

Programming head application

When the programming head is applied, time remains for device interrogation and for
manual activation or deactivation of the therapy before the device switches back to the
previously set permanent therapy mode. The same applies to programming head appli-
cation to establish RF telemetry contact.



Applying a permanent magnet Interrupts detection and therapy of tachycardia events.
Atter 8 hours of this type of deactivation, the device automatically reactivates the
therapy functions to prevent accidental permanent deactivation.

+ If detection interruptions of longer than 8 hours are required, the magnet has to be
briefly removed from the device. The 8 hour countdov/n restarts when the magnet
is applied again,

* Use BIOTRONIK magnets: type M-50 permanent magnets.

Follow-up

Follow-up intervals

Follow-ups must be performed at regular, agreed Intervals.

+ The first follow-up should be carried out by the physician using the programmer
lin-office follow-up) approximately 3 months after implantation following the lead
ingrowth phase.

+ The next in-office follow-up should be carried out once a year and no later than
12 months after the last in-office follow-up.

Follow-up with BIOTRONIK Home Monitoring®

Monitoring using the Herme Monitoring function does not serve to replace regular

in-office appointments with the physician required for other medical reasons.

Follow-up supported by Home Monitoring can be used to functionally replace tn-office

follow-up under the following conditions:

+ The patient was informed that the physician must be contacted despite use of the
Home Monitoring function if symptoms worsen or if new symptoms arise.

+  Device messages are transmitted regularly.

+ The physician decides whether the data transmitted via Home Monitoring with
regard to the patient's clinical condition as well as the technical state of the device
system are sufficient. If not, an in-office follow-up needs to be carried out.

Possible early detection due to information gained via Home Monitoring may necessi-

tate an additional in-office follow-up. For example, the data may indicate at an early

stage lead problems or a foreseeable end of service time (ERI). Furthermore, the data
could provide indications of previously unrecognized arrhythmias or modification of the
therapy by reprogramming the device.

en ¢ English
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Follow-up with the programmer
Use the following procedure for in-office follow-up:

1 Record and evaluate the ECG.
Interrogate the device.
Evaluate the status and automatically measured foilow-up data.
Check the sensing and pacing functions.
Possibly evaluate statistics and IEGM recordings.
Manually perform standard tests if necessary.
Possibly customize program functions and parameters.
Transmit the program permanently to the device.
Print and document foUow-up data (print report).
Finish the foUow-up for this patient.

©O© O N O U1 T W DD

S

Patient Information

Patient ID card

Apatient ID card is included in delivery.

*  Provide the patient with the patient 10.

* Request that patients contact the physician in case of uncertainties.

Prohibitory signs
Places with prohibitory signs must be avoided.
+ Draw the patient's attention to prohibitory signs.

Possible sources of interference

Electromagnetic interference should be avoided in daily activities. Sources of interfer-

ence should not be brought into close proximity with the device,

+ Draw the patient's attention to special household appliances, security checkpoints,
anti-theft alarm systems, strong electromagnetic fields, cell phones, and transmit-
ters among other things.

+ Request patients to do the following:

— Use cell phones on the side of their body that is opposite of the device.
— Keep the cell phone at least 15 cm away from the device both during use and
when stowing.



Possible battery levels
80S: Beginning of Service: >70% charge
MOSZ: Middle of Service: 70% to 40% residual charge
MOS 2: Middle of Service: <40% residual charge
ERI: Elective Replacement Indication, ji.e. RRT: Recommended Replacement Time)
ECS: End of Service

Elective Replacement Indication (ERI)
Elective Replacement Indication can be detected by Home Monitoring.

W CAUTION

Temporally limited therapy

If ERI occurs shortly after follow-up and is only detected during the subsequent
follow-up, then the remaining service time can be much less than 3 months.

*  Replace device soon.

+ Thte device can monitor the heart rhythm for at least 3 more months.
At least 6 maximum energy shocks can be delivered until EOS occurs.
+ The selected parameters inthe device program do not change.

ECS replacement indication
End of Service can be detected by Home Monitoring.

W WARNING
Patient at risk of death

If ECS replacement indication occurs before replacement of the device, then the
patient is without therapy.

* Replace device immediately.

+ Monitor patient constantly until immediate replacement of the device!
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+ VT and VE detection and all therapies are deactivated!
+ The antibradycardia function remains active in the WI mode:

— Ventricular pacing: RV; basic rate 50 bpm; without special pacemaker functions
such as hysteresis, etc.

~ Pulse amplitude of 6 V: pulse width of 1.5 ms

— Time of transmission for Home Monitoring: 90 days

Explantation and Device Replacement

Explantation

* Interrogate the device status.

+ Deactivate VT and VF therapies prior to explantation.

* Remove the leads from the header. Do not simply cut them loose.

+  Use state-of-the-art techniques to remove the device and, if necessary, the leads.

Note; Normal oxidation processes may cause ICD housing discolorations. This is
neither a device defect nor does it influence device functionality.

+ Explants are biologically contaminated and must be disposed of safely due to risk of
infection.
Device replacement

If, upon replacing the device, already implanted leads are no longer used but left in the
patient, then an additional uncontrolled current path to the heart can result.

+ Deactivate VT and VF therapies prior to device replacement.
+ |nsulate connections that are not used.

Basic principles:

» The device must not be resterilized and reused.

Cremation

Devices must not be cremated.
+ Explant the device before the cremation of a deceased patient.

Disposal
BIOTRONIK takes back used products for the purpose of environmentally safe disposal.

+ Clean the explant with an at least 1% sodium hypochlorite solution.
* Rinse off with water.



4 Parameters Parameter Range af valuei Standard DX DR HF

Bradycardia/ CRT " Sensing Either automatic: AV delay after X X X
pacing + sense compensation
General iCD therapy Or: 40... (5)... 350 ms
Parameter Range of values Standard VR OX DR HF ~§ rate21 50... {10)... 130 bpm igobsm
ICD therapy OFF: ON N X x X x - At rate 60 ...1101 ...140 bpm pm
. ) Sense OFF;-5... 1:5) ...-120 ms -40 ms X X
Programs Display standard program; X X X X compensation
Display safe program; Display _ - _
first interrogated program; AV hysteresis OFF; Positive; Negative; IRSplus OFF X X
Individual 1,2,3 mode OFF; Positive; Negative OFF X
Timing: Basic rate day/night and rate hystereses A/ h_y_stere5|s 70; 10; 150, 200 ms 7oms XX
(positive)
Parameter Range of values Standard VR DX DR HF  AVhysteresis  10... 110) ...150 ms 50 ms X X X
Basic rate 30.. H..100..110L.. 160bpm 40bpm X x (negative)
60 bpm X X ,(AVsi(;;e\\/r;/)epetitive OFF; ON ON X X X
Night rate OFF; 30....151... 100 bpm OFF X X pos
Night begins 00:00... 100:01)... 23:59 hh:mm  22:00hhimm X X X X Timing: Post-shock pacing
Night ends 06:00 hh:mm o . vl Standard R DX DR HF
Rate hysteresis ~ OFF; -5... 1-51... -25... 1-200 OFF X X X X aranwer ange ofvales _ , tandar
... -65 bpm Post-shock OFF; 105,30, 1min; 2min; - 10s X X X X
Scan/repetitive  OFF; ON ON X X X X duration _ 5 min; 10 min
Post-shock basic  30... 1...100 ...1101 60 bpm X X X X
Timing: AV delay rate .. 160 bpm
AV delay post 50..1101 ...350 ms 140 ms X X
Parameter Range of values Standard VR DX DR HF shock
AV dynamics Low; Medium; High; Fixed; Low X X X Ventricular post- RV; BV RV X
(Indivicuel) shock pacing
AV delay |1 or 2) a ter:
- Pacing 15; 40... 151... 350 ms - X X
en  English 15
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Timing) flefftctory periods and blanking ptriodi

Parameter Range of values Standard VR OX DR HF Parameter Range ofvalues  Standard VR DX DR
Upper rate 90 ...(10) ...UObpm 130 bpm X X X PVARP AUTO; 175 .,.(251 225 ms X X
Upper rate atrium  OFF; 175; 200; 240 bpm 200 bpm X X . 600 ms
o o Blanking after atrial pacing 50 ...n0Ot...100 ms 50 ms X
Timing: Mode switching LV blanking after RV pacing 80 ms
Parameter Range of values Standard VR OX DR HF RV blanking after LV pacing
Intervention rate OFF; 120 ...1101... 200 bpm 160 bpm X X X Far-field protection after Vs OFF; 25 ...1251 75 ms X X
Onset criterion 3...1D ...8 (out of 8) 5 X X X - 225 ms
Resolution criterion Far-field protection after Vp 50 ..1251 ...225 ms 75 ms X X
Madification of basic OFF;5... 151... 30 bpm 10 bpm X X X Timing; PMT protection
rate
Mode After mode VDD(R):VDIR| VOl < x x Parameter Range of values Standard VR DX DR
After mode DDDIR): DDIRI  DDI X X PMT detection/termination OFF; ON ON X X
After made switching: VA criterion 250 ...N0) ...500 ms 350 ms X X
- Rate OFF;5...15) ...50 bpm 10 bpm X x % Timing: Rate adaptation via accelerometer
- Duration 1... (1)... 30 min 1 min 1
Parameter Range of values Standard VR DX DR
Timing: Ventricular pacing Maximum sensor 80 ...110) ...160 bpm UObpm X X x
rate
Parameter Range of values Standard VR DX DR HF , _ _
) ) Sensor gain AUTO; Very low; Low; Medium; Medium X X X
Permanent RV; BiV; LV BiV X High; Very high
Triggering OFF; RVs; RVs+PVC RVs X Sensor threshold Very low; Low; Medium; High;  Medium X X X
LV T-wave protection ~ OFF; ON ON X Very high
Maximum trigger rate: Rate increase 1;2: 4:8bpm/cyde 2 bpm X X X
- DDDIR) and VDDIR)  UTR +20; 90 ...(10) UTR +20 X Rate decrease  0.1;0.2; 0.5; 1.0 bpm/cycle 0.5 bpm X XX
... 160 bpm
-DDIIRI,VOI|R|and 90... (10)... 160 bpm 130 bpm
WIIRI
Initially paced chamber RV;LV LV X
W delay after Vp 0.../51... 100 ms Sms X
16
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Parameter Range of values Standard VR OX DR HP Parameter Range of values Standard VR DX DR HP
Pulse amplitude A 05..10.251...4.0 ..1051 25V X X Atrial capture control OFF; ATM ATM X X
Pulse amplitude VIRV 6.0, 75V X X X X IV lead configuration
Pulse amplitude LV X
Pulse width A 04;05..1025)..15ms 06ms X X Parameter Range of values Standard VR DX DR HP
Pulse width VIRV X X X Pacing polarity LV~ LVtip -> LVring; LV-TIp “>RV'Ring X
Pulse width LV 0.6 ms X ::\\; Elﬁg>>R\L/\;ltTg
Pacing: Ventricular capture control LVring -> RV 1ing;
The following parameters apply to Iforia 5/7: . . UNIP
Parameter Range of values Standard VR DX DR HP Sensing polarity L' UNIP; BIPL UNIP X
Ventricular capture control - OFF; ATM; ON ATM X X X X HRI program
Threshold test start 25..1051..50V  ATM:25V X X X X Valid for devices with ProMRI:
ON; 35V Parameter Range of values Standard VR DX DR HP
Minimum amplitude 10.. 102 ..4.0V toV X X X X Mode V00:OFF OFF X X
Safety margin 10,12V 10 V- X X X X VOO, 000; OFF X X
_ , Basic rate 70...(10) ...160 bpm 90 bpm X X
The following parameters apply to the Iforia 3: Ventricular pacing  RV: BV RV N
Parameter Range of values Standard VR DX DR HP
Capture control ~ OFF; ATM ATM X X X X
en « English 17
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Detection
Parameter Range of values
interval AT/AF 2A0... 600 ms
Interval VT1 OFF:

270... 1101... 600 ms
Interval VT2 OFF:

270 ...110) ...500 ms
Interval VF OFF;

240... 1101... 400 ms
Detection counter VT1 10... 12)... 60
Detection counter VT2 10..12) ...40

Detection counter VF 6 out of 8; 8 out of 12;
10out of U; 12 out

of 16;
« 6 out of 20; 18 out of 24;
20 out of 26; 22 out
=ik lpP of 30; 24 out vf 30

Redetection counter V1 10... 12)... 30

Redetection counter VT2

SMART detection VTINT2 OFF; ON

SMART detection ON:

- Onset VTINT2 4..14 ..32%

- Stability VTINVT2 8...14)..48%

SMART detection OFF;

- Onset VTINT2 OFF:4... 4) ...32%

- Stability VTINVT2 OFF; 8... 14 ...48 ms

Sustained VT OFF; 1, 2 3; 5; 10; 20;
30 min

Forced termination OFF;!...11)...10 min
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Standard
300 ms
OFF

20
14

20%
12%

20%
24 ms
OFF

1Imin

. V»

VR DX DR HF
X X X
X X X X

g el
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Parameter Range of values Standard
Attempts OFF; 1..11) ...10 OFF
ATP type tor VTINT2 Burst; Ramp Burst
ATP type for VF OFF; Burst; Ramp Burst
ATP optimization OFF; ON OFF
Number SI for VTIVT2  1..11)...10 5
Number Sl for VF 8

SI decrement for VTIVT2 5... 15 ..40 ms 10ms
and forVF

Scan decrement OFF; 5.1 .40ms OFF
Add.S1forVT1/NT2 OFF; ON ON
Ventricular pacing RV; LV; BV RV
forvTINT2

Ventricular pacing for VF RV
R-S1 interval for VTIVT2  70... 15)...95% 80%
R-S1-Intervallfor VF 85%

Therapy: Shock

Parameter Range of values
Number of shocks  0; 1:2; 6; 8
VTINT2

Number of shocks VF 6:8
1 shock forVn/VT2 OFF; 2... 12 ...20... |5)...40J

2. shock forVTINT2  OFF;4... 12 ...20... (5) ...40J
3. - nth shock OFF: 4%40 J; 6*40 J
forVTINT2

1 shock forVF 2..121..20...151... 40 J

2, shock forVF 4..121..20... 151...40J

3. “nth shock forVF  4*40 J; 6*40 J

Standard
8

40
40J
6*40J

40]
40
640

VR DX DR HF

X

X X X X

X

X X X X

X

X X X X

DX

X X X X

X X

X X X

X X X X X

X X

X X X

HF

X X X X

X X



wimidif K S riririfP ' OkiinM ttef

For shock mVTINT2 and VFi The following w  be lel:
- Confirmation OFF; ON ON X X X X Parameter Range ef values
~ Polarity Normal; Reverse; Alternating  Normal FOrAT/AF OFF; ON
~ Shock waveform  Biphasic; Biphasic 2 Biphasic For lforia 7 Extended ON
- Shock path RV-> ICDHSVC Rv>  x  x x FosVT OFFON-
RV-> ICD ICD+S\C Periodic When Home Monitoring OFF;
RV-> S/C RV->ICO X recording OFF; 30 ...130) ...180 days
[EGM RA RV. LV
i configuration RA RV. FF
Sen.s.lr.1g FF. RV. LV
Sensitivity and thresholds
Parameter Range of values Standard VR DX DR HF  Forlforia7the following can be set
Sensing A STD: OFF Std. X X X Parameter Range of values
Sensing RV STD:TW\fS;VFS;IND Std. X X X Start resting period 00:203066 511600 AMI
Sensing LV Std; OFF; INO Std. X L el 'mlr';h
ration of restin
Upper threshold RV~ 50; 75% 50% X X X X p;i?)do gl resting (
Upper threshold LV 50; 75% 50% X AV delay adjustment OFF: 300 ms
Uppe_r threshold . 110; 150 ...1501 ... 500 ms 350 ms X X X X sensing test
duration after detection VFS:110ms Thoracic impedance (Tl)  OFF. ON
Upper threshold 400 ms
duration after pacing
Lower threshold RV 25 50% 25%
T-wave suppression OFF; ON OFF X X X X
after pacing
Minimum threshold A 0.2... 10.11...2.0mV 0.4 mv X X X
Minimum threshold RV  0.5... 1011...2.5 mV 0.8 mv X X X X
Minimum threshold LV 0.5... 1011...2.5... 1051 16 mV
. 50mV
en «English 19
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Standard VR DX DR HF

ON X X X
ON X X X
90 days X

ra.rv. lv X

Standard VR DX DR HF
2.00hh;mm X X X X

4h X X X X
300 ms X X X
OFF X X X X
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Parameter Range of values Standard VR ox OR HF  Mechanical Charactarislfcs
Home Monitoring OFF; ON OFF X X X X Housing
Time of transmission STD; 00:00 ...101:000  STD X X X X Devices with a DF-1/IS-1 header:
- 23:00 hhzmm Type Connector port WxHxDin mm  Volumecm®  Massg
IEGM for: | R DF-1 65x55x 11 3 80
- therapy episodes OFF; ON ON X X X X OX DR DF-1 65 x55 x 11 3 8l
- Monitoring episodes HF DF-1 65x58.5x 11 A 83
Sustained atrial episode OFF; 6:12:18 h 12h X X X

Only applies to Iforia 3 Devices with a OF4/1S-1 header:

Parameter Range of values Standard VR OX OR HF Type Connectorport WxHxOin mm Volumec®  Massg
Cycle duration  OFF; 30; 60; 90; 120; 180 days 30 days X X X X R DF4 65x52x 11 3 80
Transmission on: - XXXX XXXX Follow-up X X X X DR DR 65x56x 11 2 82

+7 days HF DF4 65x56x 11 K<) 82

MateriaU iii contact with body tissue

* Housing: Titanium

* Header: Epoxyresin

«  Blind plug and silicone plug: Silopren or silastic
OF4 seal: Silastic

X'Tay identification

NT

Electrical Characteristics

Standards

The specifications are made according to EN 45502-2-2:2008.

Measuring conditions

If not indicated otherwise, all specifications refer to the following conditions:
+  Ambient temperature; 37°C £2°C

+ Pacing/sensing: 500 Qi 1%

¢+ Shock: 50 Q+1%

20
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+ Antibfidyclfdii pactftgr OFF
*  Home Monttonng; OFF

Telemetry data
+  Nominal carrier frequency: LU .6 MHz
¢+ Maximum power of transmission; <25 pW (~16 dBm)

Pulse waveform

The pacing pulse has the following form;

th [msj- The pulse amplitude reaches its maximum value at
the beginning of the pulse IUa). With increasing
pacing duration (tb), the pulse amplitude is reduced
dependent on the pacing impedance.

uIv)

Resistance to interference

+  Note on device type DX (only devices with a DF-1/1S-1 connection); The EMC
requirements are met as long as atrial sensitivity is set to 1.0 mV (factory settings)
orvalues > 1.0 mV. Measures must be taken to assure interference-free therapy if
more sensitive values are set.

+ Note on device type HF; In the case of unipolar sensing, the requirement for inter-
ference voltages of i 0.3 mV Ipeak to peak) is met.

Common mode rejection ratio

Rate Common mode rejection ratio
Atrium: Atrium: Vright; Y left:
DX* DR. HF VR, DR, HF HF
16.6 Hz 53 B 53dB 64 dB 66 dB
50 Hz 55 dB 55 dB 64 dB 66 dB
60 Hz 56 dB 56 dB 64 dB 68 dB

*Only devices with a OF-1/I1S-1 connection.

en * English
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Abunt wa« maasurtd at SIDD, anamplitude of 1%V (tolerance t1.5 V). pulse width of
1Sms. R&L interval of 300 ms and a number SI of 5,

ATP amplitude Measured Measured Mean value
minimum maximum
RV 767V 767V 500V
Lv 767V 767V 499V
Automatic sensitivity setting

Measurement of actual values and test signal wave shape: standard triangle. For the
device type DX the programmed atrial sensitivity is intensified by a factor of 4.

Sensitivity Value Tolerance Measured value
A: positive 02mv 0.2..05 0.24 mv
A negative 0.24 mv
DX; A positive 0.2mv 0.2..052 0.05mv
DX: A negative 1006100.13) 0.05 mv
RV: positive 05mv E 03..0.7 048 mv
RV: negative 0.40 mv
LV: positive 05 mv 0.3..07 048 mv
LV; negative 056 mv

Shock energy/ peak voltage
With shock path: RVto housing + SVC

Shock energy Tolerance peak Measured value Measured value
(Tolerance) voltage Shockenergy  Peak voltage
1J10.7.,.1.18) 90..120V 0.84J 100V
20J(16.9...20.9) 440 ...480 V 181J 469V

401338 ..41.41 620 ...690 V 36.9J 667V
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Tht Miowift§ data \b providtd by tht menufacturirs:

Manufacturer B6REATBATCHJINC.
Clarence, NY LU 31
Battery type 68 2092
Battery ID number shownonthe 3
programmer
Device type VR, IDXI, DR, HF
Battery voltage at ERI 25V
Charge time at BOS 8s
Charge time at ERl 10s
Usable capacity until ER! Iforia 3/5: 1390 mAh
[foria 7:1600 mAh
Usable capacity until EOS 1730 mAh
Storage Deriod,

The storage period affects the battery service time.

UTRONIKOmbN&Co
01796 Urna, Germany

us 3410 RARR
4

2.85V

8s

10s

1390 mAh

1520 mAh

+  Devices should be implanted within 19 months between the manufacturing date

and the use by date (indicated on the package).

+ If the ICD is implanted shortly before the use by date, the expected service time

may be reduced by up to 16 months.
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« Thtitfvicti W hive bfaneaicyleitd at 'olw”«un [U chambers depending on
the device type:
— Pulse amplitude; 25V
— Pulse width: 0.4 ms
— Pacing impedance: 500 Q
— Basic rate: 60 bpm
— Home Monitoring: ON, 1 device message each day and 12 I[EGM online HD
transmissions per year
— Diagnostic functions and recordings: permanently set
+  Capacitor reforming is performed 4 times per year and therefore at least
4 maximum charges for shocks have to be assumed per year even if less than 4 are
delivered.

Calculation of the number of shocks

Calculation of the number of shocks:
Service time [in years) x number of shocks per year

Iforia3/5VR-T
Service times with GB 2992 or US 3410 RA/RR battery:
Service time (In years] at number of shocks per year

Pacing 4 8 12 16 20
0% 1042 839 701 603 528
15% 1014 820 689 593 521
50% 955 781 6.60 572 505
100% 881 731 6.24 545 483
[forlaSVR-TDX

Service times with GB 2992 or US 3410 RA/RR battery:
Service time [in years] at number of shocks per year

Pacing 4 8 2 16 20

0% 948 776 657 570 503
15% 924 761 646 561 496
50% 875 726 621 542 481
100% 812 683 589 517 462



1iNe
RiCinp
0%
15%

50%
100%

\T T

Koria3/5SHF-T

Service times with GB 2992 or LiS 3410 RA/RR battery:

Pacing

50%"N
100%

Iforia7VR-T

i»rvIMlim tiittyM fiiit num bt~ fiho”

4
9.48
9.02
8.10
7,08

6

7.76
7.45
6.81
6.07

12

6.57
6.35
5.88
5.32

ptrymr
u 20
5.70 5.03
5.53 4.89
5.17 461
4.73 4.26

Service time [in years] at number of shocks per year

4
8.78
8.21
7.14
6.01

8

7.29
6.89
6.12
5.27

Service times with GB 2992 battery:

Pacing

0%
15%
50%
100%

en ¢ English

12
6.23
5.94
535,
4.69

16
5.44
5.21
4.76_
4.23

20

4.82
4.65
4.28
3.85

Service time [in years] at number of shocks per year

4
11.78
11.48
10.81
9.99

8

9.52
9.32
8.87
8.31
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12

7.98
7.84
7.52
7.11

16

6.87
6.76
6.53
6.21

20

6.03
5.95
5.76
5.52
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Service times with 00 2992 battery;

Pacing

0%
15%
50%
100%

Iforia7DR-T

Service time tin years} at number of shocks peryear

4
10.73
10.48
9.92
9.22

8

8.82
8.65
8.26
7.77

Service times with GB 2992 battery:

Pacing
0%
15%
50%
100%

Iforia7HF-T

12

7.48
7.36
7.08
6.71

16

6.50
6.40
6.19
5901

20

5.74
5.66
5.50
5.27

Service time [in years] at number of shocks peryear

4
10.73
10.22
9.20
8.05

8

8.82
8.47
7.76
6.92

Service times with GB 2992 battery:

Pacing

0%
15%
50%
100%

12

7.48
7.23
6-70
6.07

16

6.50
6.31
5.90
5.40

20
5.74
5.59
5.27
n
4.87

Service time [in years] at number of shocks peryear

4
9.96
9.33
8.12
6.85

8

8,29
7.85
6.97
6.01

12

7.10
6.77
6.11
5.36

16

6.20
5.95
5.43
4.83

20

5.51
531
4.89
4.40



Legend for the Label
Label on the package

The label icons symbolize the following:

Manufacturing
date

. Storage

I temperature REF

Serial number

Dangerous
voltages C €
Contents | | |

1 SN

Use by

Order number

Product
identification
number

CE mark

Follow
the instructions
for use!

manuals.biotrontk.com Follow the electronically
available instructions

I I I for use!

STERIJEEO

Sterilized with ethylene oxide

Do not
resterilize

Do not use

if packaging is
damaged
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Single use only.
Do not re-use!

Non-sterile

Transmitter with non-ionizing radiation at ©
(« ) designated frequency

<s>

Label icon MR conditional: patients having a device
ondevices  system implanted whose components are
with ProMRI; |abeled with this symbol on the packaging

can be examined using an MR scan under
A precisely defined conditions.

00

Example of DF-1/1S-1 header

' A
® W
0o® ®
0® | Examples of DF-I/IS-1

or DFVIS-f header
mulpmn: j 2 Bipolar IS-1 connector

i — M Unipolar IS-1 connector

1=2 Unipolar DF-1 connector

nrrx y DF4 connector

24
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BIOTRONIK

excellence for life



O BIOTRONIK Poccuiickan ®egepauus

excellence for life
3asfBKa Ha perucrTpauuio

YTBEep>xgaro
BUOTPOHUK CE & KO.KT
BépmaHHKepe 1, 12359 BepnuH, NepmaHusa

Mnagwunit cneunanucT oTaena HOPMOKOHTPOISA

Enena Monukapnosa

« 12 » theBpana 2018 r.

KapgvnoBepTep-4ehunopunnnatop MMniaHTupyemMblii ogHOKaMepHbi Iforia
KapanoBepTep-4edmnopunnatop MMniiaHTMpyemblii AgByxXKamMmepHbii Iforia
KapavnoBepTep-4edmnopunnatop MMNAaHTUpPYyeEMbI TpexkamMmepHsbin Iforia

TexHMYyeckoe pykoBOACTBO (dKcn/yaTalMoHHAs AO0KYMeHTaLus)

amiinim
Iforia 7 HF-T

VVE'DDORV Home Monitoring

e"bQhb4351b
® BiomoNiK

Made in Germany
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1 OnwucaHune nsgenus
MepguunHcKoe npegHasHayeHume

MpsAmoe npefHasHaveHme
BXOAWT B CEMEWCTBO MMMIaHTUPYEMbIX KapAY0BEPTEPOB-AednbpUNISTOpoB

(MKA). NepBuYHOI Lienblo Tepanun SBASETCA NpeAoTBpalLleHne BHe3anHoN 0CTaHOBKM
cepAua. Kpome Toro, BO3MOXHO fleveHne 6paankapAnyecknx HapyLleHnid cepaeuHoro

1 CepAeYHON HefoCcTaTOuHOAN NyTeM My/bTU(OKa/IbHO XenyLoUYKOBOA CTUMY-
naumn.
WmnnanTauma VKL npeactaBiseT coB0i CMNTOMATUYECKYIO Tepanmio, NpecnesyoLLyio
yKa3aHHble fanee Lenu:
* [pekpalyeHne CnoHTaHHON hnbpunnaumumn xenynoUko (®X) ¢ NOMOLLbIO HaHece-
HWA LWOKa
MpekpalieHne CNOHTaHHOMN Xenyao4koBoii Taxukapaun (KT) C NOMOLLbI aHTUTaxu-
kapanueckoii ctumynsaum (ATCj; B cnyyae HeadhdhekTnBHOCTM ATC UM remofuHa-
MUYeCKu HemepeHoCUMOii X T HaHOCUTCS LLOK

PeCVHXPOHM3NPYHOLLAs Tepanis cepala C NOMOLLLI0 MYNbTUXOKAILHOM Xeya0UKo-

., (TpexkamepHble UMNNaHTaTbI!

* Tepanus 6pagukapauy ¢ NOMOLLbI0 meny,qouxosoﬁ' fo,u,HOKameprle VIMI'IﬂaHTaTbI)l
WM AB-cuHxpoHu3mpoBaHHou ctumynauuu WX, aByx-I TpexkamepHble
MMNAaHTaTbl)

dopmbl AnardHoanku ntepanuu

IMnnaHTaT ocyLLecTBAAET KOHTPO/b CEPAEYHOrO PUTMa, NO3TOMY OH aBTOMAaTUYECKM

pacnosHaeT 0CTaHOBKY CepALa 13-3a XenyLo4KoBO TaxuapuTtMum 1 BOCCTaHaB/IMBaeT

pa6oTy cepfua. Bce cyleaBeHHbIe OCHOBaHWS 4/ NPOBEAEHUS KapAN0I0r1MyecKoii

1 3NeKTpon3n0N0rMIeckoii Tepanum UMEKTCA B HanUuuu. JlomawHuii MOHUTOPUHT

BIOTRON1K® no3BonsieT BpayaM OCYLLECTBAATb KPYr/I0CYTOUHbIA KOHTPO/Ib 3a NPOBOAM-
Tepanuen.
npegnonaraeMbie NpoeccroHabHbIe 3HaHUS

MoMUMO MeaMLMHCKOTO 06pa30BaHms, HEOGXOAMMO NMOHUMATL MPUHLMNBI (YHKLMOHU-

POBAHWSA 1 YCNOBWS NMPUMEHEHUSI CUCTEM UMMAHTATOB.

+  TonbKo MeanUyHCKOMY MepcoHany, BaferolleMy AaHHbIMU 3HaHUSIMU, Pa3peLLaeT-
Cs UCMO/b30BaTh MMMIAHTaTbI MO UX MPSAMOMY Ha3HauYeHUHo.

+  EC/v Takue 3HaHWS OTCYTCTBYIOT, HEOGXOAMMO MPOBECTY 0ByUeHMe Mosb30BaTeNei.

[1402M-3



apuTMun
“ Agiuftpumnatjuu

Anu AMrwsHTatoB 8I0TRONLK aeiicTBYOT 06LieNpU3HaHHbIE TEXHOMOTMK AnddepeHLm-
a/TbHOI ANArHOCTUKM, NoKa3aHns 1 pekoMmeHaaumu ana UKA-tepanun. OpueHTMpom
MOTYT CNYXWUTb [efiCTBYIOLME NOMTOKEHUSA KapAMOOrMYECKNX 06LLECTB.
MbI pekoMeHyeM cnefioBaTb NnokasaHusM, ony6/InKoBaHHbIM MepMaHCKUM HayYHbIM
061LEeCTBOM KapAvonoruu 1 nccrefoBaHmnii cepaeqHo-cocyancToii cuctembl (DGK) un
EBponeiickum kapauonoruyeckum obwectsom (ESC). A Takxe nokasaHusm, ony6mko-
BaHHbIM ObLlecTBOM cepgeyHoro putma (HRS), AMepurKaHCKUM KapAvoa0ornyeckum
konnemxem (ACCL, AMeprkaHCKOI accoumaumein cepaedHbix 3a6onesanuii (AHA), a
Takxe APYrMMU HaUMOHaIbHBIMU Kap4MOo/I0ryeckumm obLectTsamu.
OpHoKaMepHble 1 AByXKaMepHble mogenu UK[
OpHo- 1 AByxkamepHble VIK[ nokasaHbl 415 NalWeHTOoB, [/15 KOTOPbIX CYLecTByeT
cnepyoliasn yrposa:
+ BHesanHas 0CTaHOBKa CepAua M3-3a XenyA04KoBOA apuTmMmm

TpexkanepHble UMNAaHTaTbI

TpexkamepHble UK/ nokasaHbl A8 NauMeHToB, ANS KOTOPbIX CYLLECTBYIOT CNejytoLme
Yrposbi:

* BHesanHas ocTaHoBKa cepaLia’iiz-3a ykesyA0HKOBOM apymnii

+ CepfeyHast HejoCTaTO4HOCTb C ANCCUHXPOHWEN Xenya04KoB

Takxe VK], Iforia nokasaHb! Ans NepBUYHOMA NPOUNAKTUKN Y NALMEHTOB C 3aCTOMHOM
CepAeyvHO HeJOCTaTOYHOCTLHO.

MpoTnBONOKa3aHms

/13BeCTHbIE MPOTWBOMOKa3aHWA:

+  TaxvapuTmusi, Bbi3BaHHas BPEMEHHbLIMU UM OBPATUMBIMUA HAPYLLEHWUAMM, TaKUMU
KaK MHTOKCUKALNSA, NIEKTPONMTHBINA Auc6anaHc, rMMoKCHs, CENcnc, oCTpblii MHGapKT
MuoKapaa

* Hactonbko yactble XT unn ®X, uto B Xofe Tepanuu 6atapess uMnaaHTata oyget
C/INLUKOM BbICTPO paspsixaTbes

¢ XT c cumnTOMaTVKON, HE MMEIOLLEN CYLLeaBEHHOTO KIIMHUYECKOTO 3HaYeHus
o XT nmm ®X, npuumHy KOTOPOIA MOXHO YCTPaHUTb XUPYPIUYECKUM NyTEM

«  ConyTcTBytowMe 3a601eBaHMSA, 3HAUUTENBHO OrpaHUuMBaloLLe NPorHo3

¢ YCKOPEHHbIA CMOHTaHHbIA pUTM
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WEeop TrT mbl

CeMeicTBO MMNNAHTATOB

MonHoe cemeiicTBo Iforia 3/5/7 BKAKOYAET MMNNAHTATbI HECKOMBKWX TUMOB: C KOHHEKTO-
pom DF-1/IS-1 wnu DF4/IS-1

OpHokamepHble umnnaHTarbl: VR-T n VR-T DX {ToNbko UMNAaHTaTbl C KOHHEKTOPOM
DF-1/IS-1); pByxkamepHble umnnaHTarbl; DR-T; TpexkamepHble uMnnaHtatbl: HF-T. He B
KaX[0M CTpaHe JOCTYMHbI BCE TWMbl UMMNNAHTATOB.

MmnnaHTar

Kopnyc umnnaHTaTa BbINOSHEH U3 BUONOTMYECKU COBMECTUMOTO TUTaHa 1 3aBapeH
CHapyXu, TO eCcTb repMeTUUeH. NUncoufaibHas opMa 06/1erdaeT UMMaHTaLMo B
0611acTb IPYAHON MbiLLbI. B KOHHEKTOPHOI YacTy MMMIaHTaTa HaxoAsaTCA pa3bembl /1S
GUNONSIPHON CTUMYNALMN, ONPESENEHNs YyBCTBUTENBHOCTY {B TPEXKAMEPHBIX UMM/IaH-
TaTax Takxke YHUMOMSAPHAs KOHMrypaums) n nofauu woka. Mpu nogave Wwoka umm
YHUNONSPHOI KOHMrypaLyum 3N1eKTPOLOB KOPMYC CYXNT B Ka4eCTBe NOTEHLMAbHOMO
NPOTUBOMOIOXHOTO MOJIOCA.

DF-1/1S-1 wim DFA/IS-I
BIOTRONIK npegnaraet UK ¢ KOHHEKTOPHLIMW YACTAMM AN CTaHAAPTHbLIX PasbemMoB
3NeKTPOLO0B pa3nnyHbIX TUMOB: DF-1/IS-1 n 0F4/15-1.

Mpmmeuyaniie: UK mogenu DX nogaepxunBaroT coefuHeHne Tonbko no DF-1/IS-1 cTaH-
Aapty.

Pasbem anektpoga OF-1/tS-I

MapknpoBKa Ha KaxgoM WMMaHTaTe COAEPXUT I/IHd)OpMaU'I/IIO 0 pa3bemMax 1 nx pacno-



Pasbem KouHekTo[L KoHdurypaymu WTWTWwwu

anekTpoja
RVinxl OF-1 LLokoBasi cnupanb [Mpasblii xenygouek VR, OX. DR. HF
SvC DF-1 LiokoBas cnupanb BepxHsas nonas BeHa VR, DX, DR. HF
RAinni IS-1 BunonspHas Mpeacepane DX, DR, HF
RIV IS-1 BunonspHas (NpaBbIid) xenygouek  VR. DX, DR. HF
1Y(K|  15-1 YHUnonspHas, NeBblii xenygouex HF

éunonspHas

Pasbem 3neTpoga DF4/IS-1

MapKnpoBKa Ha KaxoM WMMIaHTaTe COAEPXUT I/IHdJOpMaLlMIO 0 pa3bemax 1 Ux pacno-
NoxeHun 8 KOHHEKTOpHOVI 4aCTn B 3aBUCMMOCTU OT TUMa UMNIaHTata.

Pasbem KoHHek-  KoHdurypaumii Meao umnnaHta- Tun umnnauTata
TOp 3N1€eKT- Lun
poaa
RA(nn) IS-1 BunonspHas Mpegacepave DR.HF
LV (JTX) 15-1 YHUNonspHas, NeBblii xenypouek HF
6unonsapHas
Rv,SVC  0F4 BunonspHas Mpasblit xenygo-  VR. OR. HF

LIOKOBas yek

Mpumeyanmne: K koHHeKTOpYy OP[, MniaHTata paspellaeTca nogKYaTh TONbKO 3/1eK-
TPOALI, COOTBETCTBYIOWME CcTaHfapTy ISO 27186 n ocHalleHHble pasbemom OP[.

ru ¢ pycckuii
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AnekTpoabl npousnoacwa BIOIRONIK nokpbITbl 060/104K0i T 61MON0rMYECKN COBMEC-
TUMOTO CU/IMKOHA. OHU NEerko nepesBuratoTCs, COXPaHsAIoT CTabUIbHOCTL B TeYeHue
[JIUTENIbHOMO BPEMEHMN W NOAXOAAT AN aKTUBHOW WX NacCMBHOM (hukcaunu. MMnnaxTa-
LiMA TaKMX 3M1EKTPOAOB OCYLLECTB/IAETCA C NOMOLLbI0 MHTPOAbIOCEPa. HeKoTopble 3/1eKT-
pOAb! MOKPbITLI MOANYPETAHOM /15 NYULIETO CKOMIbXEeHUA. CTepouaHble 3NeKTPOAbI
YMEHbLIAIOT BOCNa/INTE bHbIE MpoLecchl. PpakTasibHble MOAEN 3NeKTPOA0B NO3BONAIOT
CHW3WTL nopor ctumynauuu. Komnanus BIOTRONIK npegnaraet agantepbl ANs NOAK/IO-
UEHMA YXKe UMMNAHTUPOBAHHbLIX 3M1EKTPOLOB K HOBbLIM MMMaHTaTaMm.

Tenemetpusa

locne nHuumManmsauun TenemeTpryeckas KOMMyHUKaLUA Mexay uMmnnaHTatam u
nporpaMmmMaTopoM MOXET OCYLLECTBNATLCA KaK NOCPeACTBOM NMPUKNaLbIBAHUA TOIOBKM
nporpammaropa (anrn. P6H, programming head!, Tak 1 ¢ nomoubto 6ecnpoBOfHOIA
TenemMeTpum (pagmoyactoTHom TenemeTpum);y nsgenuii BIOTRONIK ata dyHkuma HocuT
HasBaHue SafeSync®.

Mporpammatop

mnnaHTauma u nocnegytollee 06CnyxnBaHne OCyLECTBASIOTCS C UCNO/Ib30BaHNEM
nopTatuBHoro nporpammaropa BIOTRONIK: nporpammHoe obecneyeHue s nporpam-
maropa PSW, HaunHas ¢ Bepcun 1204.A.

CyLiecTBytoT nporpamma{vpb! co BCTPOEHHbIM UM BHELWHUM Moaynem SaleSync ans
6ecnpoBOAHON TenemeTpun.

Ha LBeTHOM gucniee ofHOBPeMeHHO oTobpaxatoTcA Kl fanbHero nons, BHyTpuUcep-
[le4Han anekTporpamma, MapkepHbIid kaHan v yHKLuN.

C nomolLLbio nporpaMmmaropa MoryT 6bITb YCTaHOB/EHbI MOPOrK CTUMYNALUN U NPOBee-

Hbl BC€ TECTbl BO BPEMA IMYHOIO OCMOTPA; KPOME 3TOro, NOCTOAHHAA nporpamMmma MOXeTt
6bITb U3MEHEHA 1 oTnpas/ieHa Ha MMNaHTar.

Kpome Toro, nporpamMmmatop CyXuT A HACTPOMKN pexuma 1 coueTaHuii napaMmeTpoB, a
TaKXe [/ 3anpoca aHHbIX U3 NaMATV UMMIaHTaTa U UX COXPaHEHHUS.

Pexum

HacTpoiika pexumMa 3aBUCUT OT UHAMBUAYASIbHOTO AMarHo3a.

Tun nmnnaHTarta Pexum

VR WI;WIR;V00;BbIKn.

VR DX VDD: VODR; VDI; VOIR; WI; WIR; VOO; BbIK/1.
DR. HF ODD; DOOR; DDI; ODIR: VOO; VDOR; VDI; VOIR

WI; WIR; AAI; AAIR; VOO; 000; 8blK/1.
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WE “ ko NBO gnga aHTUTaxuKapAmnyeckoro pexvma ofHo-, ABYyX- WU TPEXKaMepPHbIX
MNMMNAHTATOB.

v Lok Bxenynouke
Vv AHTUTaxnkapamyeckas ctumynauus (ATC) xenygouka

B [eTekuuit Ha ocHOBaHWMM aHanu3a 83M

DODR ~ «kog NBG p/15 aHTWbpagmkapAM4eckoro pexuma AByXkaMepHoro nmniaHTara.

CTuMynsiLMs npeacepauii n xenyaouka

D
D  OnpeaeneHne YyBCTBUTENILHOCTU B NPEACEPAUN U KENy0UKe
D  VHruéupoBaHue WMMyMbCOB U UMMY/bCHBIN 3amyck

R

YacToTHas aganTauus

DDDRV “« kog NBG f/19 aHTUbpafnKap4nyYeckoro pexmnmMa TpexkaMepHoro uMnaHrara.

0~ CTUMYNsiLMs NPeACcepAns 1 Xenyaouka
OnpefieneHune YyBCTBUTENLHOCTU B NPEACEPANN 1 XesyoukKe
WNHrM6npoBaHve UMMY/ILCOB U UMMY/IbCHBI 3anyck

YacToTHas agantaums

< 1 U O

MynbTuchoKasibHas CTUMYNALUS 060X Xe/yA0UKOB

VDDR - ko NBG p A aHTUbpajukapAMyeckoro pexrma ofHOKaMepHOro uMniaHTara
Tna DX.

Vv Ctumynauusa xenynoyka

D  Onpefenexune 4yBCTBUTEILHOCTU B NPELCEPANN W XeNyL0uKe
0 WNHrnéuposaHve UMMyNbLCOB 1 UMMYNAbCHBIN 3anyck
R

YacToTHas agantauus
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WIH  HYONHtj p H ilvP|uank}H) Ml lkux BUgon MUMYNHLAN NOXOKOMEPHOTO
MMnnaHTaTa.

V. CTumynsuus xenyfouka

vV Onpepgenexvie YyBCTBUTENBHOCTY B KEMYA0UKE
1 WNHrM6mpoBaHMe UMNYNLCOB B XenyaouKe
R

YacToTHasa agantaums

LomawHnit MoHnTOPUHT BIOTRONIK®

BIOTRONIK npepocTaBseT He TO/bKO CPeAcTBa p - 3PEKTUBHON CTUMYNSLMOHHON
Tepanuu, HO 1 NOJHbIA Habop MHAPYMEHTOB P S €e H3apoiiku,

*  [lpn nucnonb3oBaHuu dyHKLMK lomMallHero MOHUTOPWHIa fuarHocTuyeckas v Tepa-
neBTUYecKas NHOpMaLMs, a TakkKe TEXHUYECKNE XapaKTePUCTUKM UMMIaHTaTa
aBTOMATMYeCKM OTNPaBAAOTCA Ha CTALMOHAPHBIA UM MOOWIIBHBIA TpaHCMUMep no
6ecnpoBOLHON CBA3W |C NOMOLLBI aHTEHHbI B KOHHEKTOPHOI YacTu MnnaHTara).
TpaHCMUTTep OTMPaBAAET 3Ty MHGOPMaLMo B 3allndpoBaHHOM Buae B CepBUCHbIN
LleHTp komnanun BIOTRONIK yepes ceTb COTOBOIA CBA3M.

¢+ [lonyyeHHble AaHHbIe AEKOAMPYIOTCA U OLEHMBAKOTCA. KaxAblii Bpay MOXET yCTaHo-
BUTb p A NauueHTa UHAMBUAYaNbHbIE KPUTEPUN OLEHKM 3TUX AaHHbIX, & Takxe

6-BpemMs M1aHOBON Nepegaun AaH!-:bIx U.MX NOAyYeHUs Bpayom nocpegasom CMC, no
3/1EKTPOHHOIA NoyTe UAKn no hakcy.

+ PesynbTaThbl JaHHOTO aHa/M3a HarggHO 0TOOPaXaKTCa p A Nlevalmx Bpaveii Ha

3awmuieHHon nHTepHeT-nnatgopme HM5C (CepBucHblin LieHTp JomaluHero MoHu-

TOpuHra, aHrn. Hote Monitoring Service Center).

Mepefaya pHHbIX U3 NAMATY UMMNAHTATa OCYLLECTB/IAETCA B eXefHEBHOM coobLue-

HUWM MMNIaHTaTa.

+ Coo6LieHns MMIaHTaTa, ykasblBatoLme Ha 0cobble CoObITVS B CepALe Wn B CaMOM
MMMaHTaTe, cpasy Xe nepegarTcs ganee.

+ [lporpammaTop rno3Bo/ISIET B 06O MOMEHT 3anpocuTb TeCTOBOE C006IJ.lEHVIe

WMMAaHTaTa p i KOHTPONs (oyHKUMM JlomMaliHero MoHNTOpWHTa B peasilbHOM BpeMe-
HW.



Homepa gns 3akasa WKJ Iforia ¢ DF-1/IS-1 nnu DF4/IS-1 pasbemamu

He B kaxgoii CTpaHe AOoCTyNnHbl BCE TUMbI UMN/IAHTATOB.

iforia 3

DF-1 DF4
VR-T 383586 383588
DR-T 383570 383572
HF-T 383554 383556

Homepa gnsa 3akasa K[ iforia ProMRi c DF-1/IS-1 nnn DF4/IS-1 pasbemamun
He B Ka)K,CI,017I CTpaHe A0CTYNHbI BCE TUMbl MMNNAHTATOB.
iforia 5 ProMRI Iforia 7 ProMRi

DF-1 DF4 DF-1 DF4
VR-T 390119 390121 390083 390089
VR-T DX 390123 390095 —
DR-T 390115 390117 390069 390075
HF-T 390111 390113 390056 390062

Komnnekt noaaBKu

CofepXumoe 3aBOACKOI YNaKkoBKN:

« VIMnnaHTaT B CTEPU/LHOI ynakoBke
+ Hakneika c cepuiiHbIM HOMEpPOM

» [acnoprt nauuenta ¢ VK[,

+ [apaHTuitHasa GpoLtopa

Mpumedanue: TeXHNYECKOe PYKOBOACTBO K UMMAAHTATY BIOXKEHO B 3aBOACKYIO yNakoB-
Ky B NeyaTHOii ¢hopMe WK 0CTYNHO B 371EKTPOHHOM BUfE B MHTepHeTe.

B cTepunbHOI ynakoBke HaxogaTcs:

* mnnaHTar, 3arnywka Ha DF-1 pasbem (eci OH UMeeTcs), 3arfyLka Ha IS-1 pasbem
4019 TpexKkaMepHbIX YCTPOACTB

+  OuKcupyloLiee NoBOPOTHOE YCTPOIACTBO (OTBEPTKA)

rn * Pycckuii
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OYHKLUMUM Tepannum 1 AUarHoCTUKM

OYHKUUN JUarHoCTUKK

¢ 3anucblBatoTCA AaHHbIE WMNAaHTaLuu, NOCNefHUX ONPOCOB U OCMOTPOB, a Takke
3NU30[bl aPUTMUN; OHWN COXPAHSIOTCA B NAMATW BMECTe C APYTUMU JaHHbIMU W [T
BO3MOXHOCTb NPOaHaNN3npoBaTh COCTOAHME NALMEHTA M UMNIAHTaTa B N11060e
Bpems.

* [Ina KOHTpONA paboTOCNOCOBHOCTU 3NEKTPOLOB UMNELAHC 3/IEKTPOL0B B UMNNAHTa-
Te U3MepsieTcqd aBTOMATUYECKM C NOMOLLI0 UMMY/IbCOB HIXEe 3a4aHHOro nopora.

¢+ ®yHKUMK becnpoBogHoi IKI; y UMNNAHTATOB N1t060ro TMNa MOXHO U3MEPUTL OTBE-
[EHMe OTAANEHHbIX NOTEHLMANO0B 63 BHELIHUX 3NEeKTPOLO0B MeX.y NpaBoXenysoy-
KOBOI AMCTa/IbHOI LLOKOBOI CNWPasbIo M KOPNYCOM, YTO — B 3aBUCMMOCTU OT MecTa
nmnnaHTauum — B 3K cootBeTcTBYET 0TBEAeHN0 lunu Il no 3iHTX0BEHY.

+  Tpy NpOBELEHNUN NIUYHBIX OCMOTPOB NOC/E YCTaHOB/EHUSA TeNeMeTPUYecKoi CBA3N
BO BpeMms TECTMPOBaHMA npubop nokasbiBaeT 6ecnpoBofHyto 3K n B3rM
C Mapkepamu.

AHTUTaxukapgnyeckas ctumynauna (ATC)

*  WK[ MoXeT oCyLLeCcTBAATb SIEYEHNE XeNyA04KOBON TaxmkapAnn NoCpeAcTBOM aHTy-
Taxukapauueckoii ctumynsaumm (ATC). laxe B 30He ®XX MOXHO MCNOMb30BaTh OAHO-
kpaTHyto ATC, ecnin KpuTepuii cTabuibHOCTY BbINOMHEH A0 NOAAYM LioKa (MOHOMOp-
thHas 6bicTpas XT).

¢ B 3aBMCHMOCTW OT TUNA UMNNAHTaTa ero NPorpamMmma BK/IHOYAET HE TOSbKO (oyHKLNN
VKA. Ho v Bce dyHkumm 3KC ans 1.2 unn 3 kamep. CepaeuHblii putM HenpepbiBHO
KOHTpONMpyeTcA, Ntobas apuTMus KnaccuuumMpyeTcs B COOTBETCTBIN C 4aCTOTON
CEPAEYHBIX COKPALLEHNIA 1 perynnpyemMbIM1 KpUTEPUAMU AeTeKLnn. B 3aBUCcMMOCTY
0T NpeJBapuUTeNIbHO YCTAHOBNEHHBIX 3HAYEHWiA OCYLLECTBAAETCA NHIMBMPOBaHME U
NPOBELEHNE Kak aHTMOPaAMKapANYECKOiA. TaK 1 aHTUTaxMKapAMYECKON Tepanuu.

Kapavnosepcus, gechnbpunnauns

o VK[ MOXeT 6bITb MCNOMb30BaH P A /IEUEHNS XKENYA04YKOBOIA TaxmapuTmMmm
C NOMOLLbI0 KapAuoBepcun nnam gednbpunnsaynun. NMonspHOCTb U SHEPTUIO LIOKa
MOXHO HacTpanBaTb VHAMBUAYAIbHO; BO3MOXHO YCTAHOBUTbL 3HEPTUIO LIOKA OT
2.0 go 40 [x. Mepep nogaueii woka MK MoXeT 3anpocuTb NOATBEPKAEHNE
L/MTENbHOCTA TaxMapuTMuK, B 3TOT NEPUOA UMNIAHTAT MOXET UAEHTU(ULMPOBATL
CMOHTAHHOE KYNupoBaHue TaxnaputMin 1 npu Heo6Xxo4MMOCTH NpepBaTb NPoLecc
3apaaKu.

*  MOXHO TakXe HaCTPOMTL Harnpas/NeHUs LLOKa MEeXAy Pas/IMyHbIMU LLOKOBLIMM
crpanamn (BIB/TXK) n/unn kopnycom.



'LHALLOLLLLLLL b i Y LUMUU T LT T cffvitti ite}

*  /vmoifaunoHMbIB NAaCLWHBIB FCTEPe3NChbl, aBTOMaTMMECXMe (DYHKLMKM CeHcopa
1 HOYHOWA pPexuM NOAAEPXVBAOT CMOHTaHHbIA PUTM CepAaua nauueHTa, npefoTBpa-
LatoT NOAAB/SIOLYI0 CTUMYNALMIO 1 06/1eryaoT agantaumio MniaHTata
K VHAMBUAYaA/IbHBIM MOTPEBHOCTAM NauueHTa.

+ YcTaHOBKa BEpXHel 4acTOTbl OTCNEXWBAHUA YacTOTbl NpeAcepamnin npefoTBpaLLaeT
Hecneuyuyeckyto NpeicepAHyto CTUMYNALMIO, YMEHbLUAA TakuM 06pa3om onac-
HOCTb BO3HUKHOBEHWS NENCMEKepHOIN Taxmkapauu.

o TonoxutenbHble gyHKUMM AV-ructepesnca NoLAEPXKNBAIOT COOCTBEHHOE AV-
npoBefeHune 1, Kak CnefCcTBue, CrOHTaHHbIe COKpaLlleHus xenyao4kos. OTpula-
TefbHble PYHKUMM AV-rucTepesnca NoALepX1BarT PECUHXPOHN3NPYIOLLYIO Tepa-
nuio cepLia NocpeAcTBOM NOALEPXKaHUA CTUMYNALMW NPU HArpyskax.

o [InA pecMHXPOHU3ALMMN XeNyJ04KOB TPEXKaMepHbIe UMMNIaHTaTbl CHabXeHbI (yHK-
LMAMU MyNbTUOKATBHOMN XEeNyA0YKOBON CTUMYAALMM C BO3MOXHOW W -3aepXKOiA
B 060MX HanpasfieHNsIX.

e Yr0obbl MPU Ha/IMUMK BLICOKMUX NMOPOTOB Ha SIEBOXENYL0UKOBOM 3/1EKTPOAE MK
HeXxenateNnbHON CTUMYNALMY AnadparMaibHOro Hepea He NoTpe6oBanoch NOBTOP-

"Hoe onepaTMBHOE BMELATe/IbCTBO, B TPEXKAMEPHOM UMIMIAHTaTe MOXHO YCTaHOBUTL
pasHyto NMONAPHOCTb CTUMYALMMN ANA 3MIEKTPOAOB /IEBOTO XeyfouKa.
t*  [nTlnpaBoro u NEBOrO Xeny404koB Takke UMeEeTCs aKTUBHBIA KOHTpOMM aaxButu
C aBTOMaTUYeCKUM OTC/IEXMBAHWEM MOPOra CTUMYNALUN UK aBTOMATUYECKUM
MOHUTOPMHIOM nopora (AMIT) ¢ Lenbio aHanu3a TpeHaa.
[Ons mogenu Iforia 3 focTynHa TONBKO ONLMA aBTOMATUYECKOro MOHUTOPWHIA NOPO-
ra.

CoxpaHeHue nporpamm
HacTpoiikn napameTpoB COXpPaHAOTCA B TPEX MHANBUAYaIbHbIX TEPANeBTUYEeCKNX
nporpammax.

OyHKUUK lomalHero MoHMTOpPUHTa

*  MnnaHTaT aBTOMATUYECKW MOCHIIAET MH(DOPMALIMIO HA TPAHCMUTTEP OAMH pa3 B
[leHb. OH TaKxe aBTOMaTUYeCKn MoCblIaeT COO6LIEHNS 0 COObITUAX, Cpa3y Xe nepe-
HanpasnsieMble B CepBuCHbIA LieHTp. KpoMe TOro, MOXHO MHWLMUPOBATb OTCbIIKY
TECTOBbIX COOGLLEHUNIA C MOMOLLbIO MPOrpammMaropa.

+ B HMSC (CepBucHblin LieHTp JomaliHero MoHuTopuHra, aHrin. Hote Monitoring
Service Center) MOXHO Ha3HayaTb AaTbl OCMOTPOB C NMOMOLLbH0 lomatiHero MoHuUTO-
puHra. [leiictButenbHo ans Iforia 5/7.
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« K kifxuoit meauumneHgi MHopMaL MM 0 CO06 WeHNKX UMMIaHTaTa OTHOCUTCS,
B YaCTHOCTH, ClefytoLlee-.
— MnpefcepaHble v Xeny[o4koBble apuTMuu,;
— napameTpbl NPeAcepans vxenynouka, ABIA0LWMecs BXHbIMU AN 3/1EKTPOAO0B;
noporu CTUMYNALMN, aMNINTYAbl ONpesenieHns YyBCTBUTENbHOCTY, UMNESAaHCh;
— TeKylmne AaHHble CTaTUCTUKY;
— |EGM-Online HD®, o Tpex kaHanoB BbICOKOro paspelwenus (High Definition).

2 O6Lwue ykasaHua 1o TexHWKe 6e30MacHoOCTH
ycnoBua akcnnayartaymum

TexHn4yeckne pykoBoAcTsa

B cnepytowmx TEXHNYECKMX PYKOBOACTBAX COLEPXNTCS MHPOPMALMA O NPUMEHEHUM

CUCTEM UMMNJIAHTATOB:

— TeXHUYecKoe PyKOBOACTBO K UMMNIaHTaTy:

— TexHuyeckoe pykosoactso K HMSC;

— TEXHUYECKNEe PYKOBOACTBA K 3/1EKTPOAAM;

— TeXHUYeCKne pyKoBOACTBA K MPOrpamMmmMaTopy W ero NpuMHagIeXHoCTAM;

— TEXHUYECKMe PYKOBOACTBA K MCNb3CMLIEIbCKCMY NHTEpPeiry;

-- TeXHWYECKMe PYKOBOACTBA K kabenam, agantepaM ¥ NPUHAA/IEXHOCTAM.

¢ TexHU4ecKkue pyKOBOLCTBA B/IOXEHbI B 3aBOJCKYIO YNAKOBKY COOTBETCTBYHOLLMX
u3genwnii B neyaTHON hopme WK LOCTYMHbI B 3/IEKTPOHHOM BUJE Ha caiiTe:
manuals.biotronik.com

+ Cobntopaiite Bce Tpe6GOBaHMSA, ONMUCaHHbIE B COOTBETCTBYHOLMX TEXHUYECKUX PYKO-
BO/ZCTBaXx.

¢+ CoxpaHsiiTe TeXHMYECKMEe PYKOBOACTBA A/ Aa/IbHENLIEro NCnonb30BaHus.

CoxpaHeHue Npu TPaHCMNOPTUPOBKE 1 pa3MeleHunn Ha cknajae

o MMnnaHTaTbl HeNb3A NepPeBo3nTb N XPaHUTb B6/IM3N MarHNTOB WM NCTOYHUKOB
3NEKTPOMArHNUTHbIX NMOMEX.

+ Bo3geiicTBre Ha cpok Cnyx6bl YCTPOACTBA CM. B CBEAEHMAX O baTapee.



MoCTaBKM C yCTAHOEIEHHBIH PEXUMOUN TPAHCMOPTUPOBKMU

B uensix 3aWnThl 6aTapen UMMaHTaT NOCTaB/SETCS C YCTAHOB/EHHBIM PEXMMOM TpaHC-
nopTMpoBky; 80 BpeMsi HEOGXOAMMOTO NMPU XPaHEHNN (hOPMOBaHUS KOHAEHcaTopa
BO3MOXHO KOHTPO/IMPYEMOE YBeNMYeHe BPEMEHU 3apsifiKn LIOKOBbIX KOH/IEHCATOPOB.

+  PeXum TpaHCoOpTUPOBKN 0TOGPaXaeTcsl Ha MPOrpaMMaTope Moc/ie NepBoHavasbHO-
ro onpoca, (OH aBTOMATUYeCKN AeakTUBUPYETCS BO BPEMS UMMIAHTALMM].

Temnepartypa

Kak o4YeHb HU3KUe, TaK 1 0YeHb BbICOKUE TEMMEPATYpbl BAMAKOT HA CPOK C/yxObl 6aTa-

pen umnaadTara.

o TpaHCnopTMPOBKA, XpaHeHne v aKcnayaTaums 4O/KHbI OCYLWECTBAATLCA NPy Temne-
patype oT1+5 °C o +45 @C.

CTepunbHas oTrpyska

VIMnnaHTaT 1 0TBEPTKa NOCTAB/AOTCA NOC/E UX CTepunu3aLlum raom. Ctepunusayms

rapaHTMpoBaHa, ecnm 6/1McTepHast ynakoBka M nevatb KOHTPOA KayecTBa He NoBpex/e-

Hbl.

CTepunibHas ynakoska

MMnnaHTaT 1 0TBEPTKA YNakoBaHbl B 2 3aneyaTaHHble N0 OTAe/bHOCTY B/IMCTEPHbIE
; YNaKkoBKU. BHyTpeHHsisi GiMcTepHas yNakoBKa CHapyXu Takxke sIBNISIETCA CTEPUIIBHOM,
~AYTOGbI MPY MMMNAHTALMM e MOXHO Obl10 NepesaTb B aepuibHOM BUAE.

OfHopa3oBoe NpuMeHeHmne

iMnnaHTat n 0TBEepTKa npefHa3HavyeHbl A4/15 04HOPa30BOro NPUMEHEHNS,
+ He VICI'lO]'Ib3yI71Te MMnNAaHTaT, ec/in ynakoBKa NMeeT NoBPeXaeHUA.
* lMMnnaHTat He nognexur I'IOBTOpHOI7I crepnnmsaunn n noBTOPHOMY NPUMEHEHNIO.

ru ¢ Pycckuii
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B0O3MOXHbIE OCTOXHEHUS
O6wasn nHopmaLmsa No MELULUHCKUM OCNOXHEHUSAM

VmnnanTatbl BIOTRON1K MoryT Bbi3blBaTb BCE M3BECTHbIE B BpaueOHO NpakTuke
OC/IOXHeHUs, BCTPeyalolwmecs y naumeHToB ¢ CUCTEMaMU UMMIAHTATOB.

+  Hanpumep, 3T0 MOTYT 6bITb CKOMEHUS XUAKOCTU B KapMaHax 18 UMMNaHTaToB,
WHCDEKLUMM WM peakuus TkaHeid. Mpu aToM crefyeT OpUEHTUPOBATLCS Ha TeKYLLWii
YPOBEHb Pa3BUTUS HAYKN U TEXHUKN.

+ [apaHTMpOBaTb HAfEXHOCTb aHTUAPUTMUYECKO Tepanun HEBO3MOXHO, Aaxe ec/u
BO BPEMsi TECTUPOBAHNS WM MO3LHEILIEro NPOBeAEHNS 3NEKTPOPU3NONOTNYECKIX
o6cnefoBaHnit MporpaMmbl PaboTann yCnewHo. B peaknx ciydyasix ycTaHOB/EHHbIe
napameTpbl MOTYT 6bITb HEI((EKTUBHBIMI. B YaCTHOCTH, HEMb3s UCKTIOUNTD MHAY-
LMpOBaHMe Tax1KapAun WK ee YCKOPeHUe M3-3a NOMbITOK Tepaniui, T.e. BbICTYNUT
UGPUNNALMA UK TPEMEeTaHUE Xeny[40UKOB.

nOTEHLlMaﬂbI CKENETHbIX MblLUL

BunonsapHoe onpeseneHne YyBCTBUTENLHOCTU U KOHTPO/Ib YyBCTBUTENBHOCTY UMMNaH-
TaTa KOPPEKTUPYIOTCA CYy4eTOM AManasoHa 4acToTbl COGCTBEHHOMO pUTMa CepPAEUHbIX
COKpaLLeHUil TakuM 06pa3oM, YTO NOTEHLMa/IbI CKEETHBIX MbILWL, KaK NpaBuio, He
BOCMPUHMMAKTCS. TEM He MeHee — NPeXAe BCEro, Npu OYeHb BbICOKO
UyBCTBUTEILHOCTWN — NOTEHUMasIbl CKeNe blX MbILWL, MOTYT KnaccuuLmMpoBaTbCs Kak™,,
cobcTBeHHas paboTa cepaLa v CTaHOBUTLCA NMPUYMHOA TOPMOXEHWS UM NPOBEAEHNS
aHTMapUTMUYECKON Tepanum (B 3aBUCMMOCTU OT MOMEX).

B cnyyae HexenatesbHbIX MbIWEYHbIX MOTEHLMANIOB UMMIAHTAT MPY NPeBbILLEHUN
[ONYCTUMOI YacTOTbl MOMEX MEPEKTHOYAETCA Ha AaCUHXPOHHYHO CTUMY/IALMIO.

B0O3MOXHbIe TEXHUYeCKne HEencnpaBHOCTK

BO3HMKHOBEHWE HEMCNPABHOCTEN B CUCTEME MMMNIAHTATa HeNb3s UCKIKUYUTL MOJHO-
CTbl0. B 4aCTHOCTW, OHU MOTYT BbITb BbI3BaHbI CEAYIOLMMU NPUUUHAMN:

+  CMmellyeHVe nan paspyLueHue 31eKTpoLoB

+  [lechekTbl U30NALMN

+  HemcnpaBHOCTW KOMMOHEHTOB MMMAaHTaTa

+ OcnabneHve 3apsaga 6arapeun

+ Cb6oit Tenemetpun



dneKTpomarHutHele nomexu (EMI)

Ha paboTy noboro umnnaHtara MoryT NoBAWATb NOMEXW, ECNIN BHELLHWE CUTHANbI
BOCMPUHUMAIOTCS Kak CMOHTaHHbIA PUTM WY NPOBELEHNE U3MEPEHUIT NPENsATCTBYET
KOPPEKTUPOBKE YacTOTbl.

*  VmnnanTatbl BIOTRONIK pa3pab6oTaHbl Takum 06pa3oM, YTO BO3AEWCTBME HA HUX
3/1EKTPOMArHUTHBLIX NMOMEX ABNAETCA MUHUMASTBHBIM.

¢+ OpHako M3-3a 6O/LLLOTO KOMMYECTBA TUMOB W Pa3/IMYHOA MHTEHCMBHOCTU EMI
Henb3s roBOpuTL 06 abCONOTHOI GesonacHocTu. Kak npasuo, cnesyeT UCXoanTb U3
TOro, 4T0 EMI He BbI3bIBAET Y NaLMEHTOB Kakux-1n6o CUMNTOMOB /IM60 BbI3biBaeT
HeCyLLeCTBEHHbIe CUMNTOMBbI.

* B 3aBNCUMOCTM OT TUNA CTUMYAALWUA U MOMEX UCTOUHUKW MOMEX MOTYT MPUBECTU K
WHIMOMPOBaHUIO WM 3aMYCKY UMMY/IbCOB, NOBbILEHNIO UMMY/IbCHO-00YC0B/IEHHON
4acTOTbl CTUMY/ISILAM UM ACUHXPOHHOIA CTUMYNALUY,

¢+ [pn HebnaronpuATHbIX YCNOBUSAX, 0OCOOEHHO B paMkax NpoBeAeHUs TepaneBTuyec-
KMX 1 GMarHOCTUYECKNX MEPONPUATUIA, UCTOYHWKM MOMEX MOTYT BbICBOBOXAATb
Takoe 60/bLIOe KOMINYECTBO IHEPTUN, YTO 3TO BbI3OBET NOBPEXEHNE TKaHU, OKpY-
Xatolen UMNaHTaT uv UCTabHYIO0 YacTb 3/1eKTpOZa.

Peakuua umnnaHTata npu EMI

B cnyyae 3n1eKTpoMarHUTHbLIX NOMEX UMMNIAHTaT NepPeKIYAETCA B aCUHXPOHHYIO CTUMY-
NAUMI0 Ha BPeMs NPEBbIWEHNS AOMYCTUMON YacTOThl NMOMEX.

CTaTuyeckne MarHUTHbIE NONSA

MarHuTHbIV AaT4nK (TepKOH) B MMMAaHTaTe 3aMbIKaeTCcs Mpu MarHUTHOM Nosie ¢ naoT-
HOCTbIO NoToKa OT 1.8 MTn. B criydae ocnabneHnst MarHuTHbIX noseit 40 ypoBHsA 1 mMTn
TEPKOH pa3MblKaeTCs.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Bo3MOXHble (*)aKTOpr pUCKa

MeToabl, KOTOpbIX cneayeT nsberaTb

BBy NOTeHUMaNbLHOro Bpeaa A4/ nauueHTa v UMMaaHTaTa W HapyLweHUs CBA3aHHOM

C 3TUM (hYHKLMOHANBbHO 6e30MacHOCTV HEOBX0AUMO M36eraTb MCMNOMb30BaHNS Cregyto-

LLMX METOLOB:

+ TepaneBTUYECKMIH YNbTPA3BYK: BPeA NaLMEHTY ANs nayneHTa u3-3a u3bbiTka
MOCTYN/IEHWsI TENa K TKaHAM B6/M3M CUCTEMbI UMMNaHTaTa

* UpeckoxHas 3M1eKTpOCTUMYNALMS HEPBOB

+ Tvnepbapuyeckas okcureHauus

* Harpyska faBfieHneM, NpeBbILIAOLWMM HOPMaJTbHOE

COI'IpFI)KeHHbIe C pUCKOM MeToAbl Tepanun N ANarHOCTUKN

Ecnn anekTpuyeckunii TOK B TepaneBTUYECKUX UMW AMATHOCTUYECKNX LIeNsaX nepeaaeTcs
13 BHELLUHErO UCTOYHMKA Yepes Teno, TO 3T0 MOXET BbI3BaTb NMOMeX B paboTe UMnIaH-
Tara v CTaTb yrpo3oii A1 nauueHTa.
MMpy ncnonb3oBaHWK AMaTepMUYECKNX METOLOB, TaKUX Kak 3/1IeKTpoKayTepu3aLms,
BbICOKOYACTOTHAA abiaLma UK BbICOKOUACTOTHAsA XMPYPIus, BO3MOXHA MHAYKLWSA apuT-
MU U OUBPUNNALMK Xeny[ouKoB. HanpuMep, Npu UCNob30BaHUM TepaneBTUYeCcKo-
ro yNbTpa3Byka BO3MOXHO Ype3MepHOe HarpeBaHve. Hannune Bo3geiicTBUA Ha UMMNIaH-
TaT He BCerfja MOXHO YCTaHOBUTL Cpasy.
B TOM Ccryyae, ecnv NpuMeHEeHNs COMPSKEHHbIX C PUCKOM METOLO0B Henb3sa n3bexarsb,
BCerga HeobXoAnMO NpesnpuHMaTh Crefytolme Mepbl:
*  OneKTpon3oNAuMAa naumeHTa
«  OTKNoueHune yHKumMKM getekuumn VKA, npy atom dyHkums SKC MOXET ocTasarbes
aKTMBHOIA, MPU HEO6XOAMMOCTY OCYLLECTBAETCS NepeBos, (hyHKLWUN CTUMYNSATOpa
B aCMHXPOHHbIV pPeXmum

+ 3anpeT Ha pa3MeLleHne UCTOUHMKOB HEPTUU PSOM C CUCTEMOI MMNaHTaTa
+  [lonoNHMTENbHBINA KOHTPOMbL NEPUEpPUYECKOro ny/bca nauueHTa
+ Ha6nopaeHve 3a NaLMeHTOM BO BPEMS K&X/0r0 BMELIATE/IbCTBA U NOC/E HEro
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MMnnaHTaT 3alLeH ot BO3AENCTBNIA SHEPTUM, KOTOPYHO 0BbIYHO MHAYLMPYET BHELLHSI

Lecnbpunnaums. Tem He MeHee BHELHAA AedMOpUNNaLmMsa MOXET HaHeCT! yiuepo

NoboMy UMnIaHTaTy. BYacTHOCTW, UHAYKLMA TOKa B UMNIaHTUPOBAHHBIX 3NEKTPOAAX

MOXET BbI3BaTb HEKPO3 Ha y4acTKe BpacTaHusi, YTO, B CBOK OYepefb, MPUBOAUT K U3Me-

HEHWO CBOVCTB BOCMIPUSATUSA W MOPOTOB CTUMY/IALMK,

¢+ Kneswwmecs anekTpogbl pasmeLLaoTcs B nepefHe-3a4HeM HanpasneHun Wi BepTu-
Ka/IbHO OTHOCUTESIBHO JIHWUW COEAMHEHUS UMMN/IAHTATa C CePALEM, a TakxKe Ha
paccTosHMM He MeHee 10 CM OT UMMJIaHTaTa W UMNIAHTUPOBAHHBIX 3/1IEKTPOOB.

JNyueBas repaniim
Vicnonb30BaHWsa TepaneBTUYECKOro 06/1y4eHns criedyeT n36eratb Mo NpUUYMHe BO3MOX-
HOro NOBPEXAEHWIA MMMNTaHTaTa U HapYLLEHWS CBA3aHHOM C 3TUM (hYHKLMOHaIbHOI
6e3onacHoCTY, B TOM Criyyae, ecnn AaHHbIA TUN Tepanun BCE Xe NIaH1pyeTcs Ucrosb-
30BaTb, HEOBXOAVMO NPOBECTU NpefBapuTesbHYHO OLEHKY prcka 1 No/b3bl. COBOKYM-
HOCTb BO3LEVCTBYIOLMX (DAKTOPOB, HANMPUMEP Pas/iniHbIX UCTOUHUKOB W3/TyYeHMS,
MHOroo6pasus VIMI/IaHTaToB, YC/OBUIA Tepanum, He No3BoNseT BbipaboTarb HOPMATVBbI,
KOTOpble rapaHTUPOBaK Bbl OTCYTCTBYE BO3LEACTBUA HA MMMIAHTAT NPY NPOBeAeHUN
nyyeBoii Tepanuu. CraHgapt EN 45502 ans akTUBHBIX UMMTAHTUPYEMbIX MEAVLMHCKMX
Np1BoPOB NpedycMaTpUBaET COB/I0AEHVE CEAYIOLWMX Mep B OTHOLLEHUM TepaneBThyec-
KOrO MOHM3NPYHOLLETO U3/yYeHUs:
+  Cobniofaiite ykasaHusa 419 METOLOB Tepanin 1 UarHoCTUKW, CONPSHKEHHbIX
C PUCKOM,
+  3awpmwainte UMNNAHTAT OT BO3AEVCTBUA U3TYUennsIo.
* [locne 06yyeHmin NpoBeayTe NOBTOPHYHO NMPOBEPKY (PYHKLMOHABHON CMOCOGHOCTM
CUCTEMbI UMI/IAHTATA.

Mpumeyaxue: Mpu HMYMKM BOMPOCOB OTHOCUTENBHO OLIEHKM pUCKa 1 NMonb3bl 06pa-
LwaiTecb B komnaHuto BtOTRONIK.

MarHuTHO-pe3oHaHCcHas Tomorpadgus

Ana ymnnaHTaToB 6e3 Mapkvposku MPT-coBmecTuMocTn ProMR! Heobxoayumo n3beratb
MpPOBefeHNI MarHUTHO-pe30HaHCHOM ToMmorpacim (MPTL n3-3a XapaKkTepHOro Hanmuus
[N AaHHOTO METO/A BbICOKOYACTOTHbIX MOJIEN 1 MAOTHOCTW MarHUTHOrO NOTOKa. JT0
MOXET BbI3BaTb MOBPEXEHNe N pa3pyLLeHe CUCTEMbI UMMN/IAHTaTa BCeACTBMe
CW/IbHOTO MarHUTHOTO B3aMOZECTBIA 1 HaHECEHME Yilepba NauneHTy B pesy/bTare
Upe3MepHOro HarpeBaHUs TKaHell B 30He CUCTEMbI UMMJTaHTaTa.

rm « Pycckuia
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Maf HAIHO-pe3omaHcyan ToMorpadus MOXET ObITb NPOBEAEHA MPY OnpeaeneHHbIX YCo-
BUSX B C/ly4ae COBMIOAEHNSA NPeanucaHHbIX Mep Mo 3aluTe nauueHTa u CUCTEMBI
nvnnaHTara. Mmnnaxtatbl BIOTRONIK, ocHaweHHble doyHkumeii MPT-coBMECTMMOCTM,
MMeloT Mapkvposky ProMRI.
*  PykoBoacTBO K MPT-cOBMECTMMOIA cucTeme umnnaHtata ProMRI cogepxut
nofpo6Hyo MHGopMaLmto 0 6e3onacHomM nposegeHun MPT,
— 3arpy3uTe AaHHOe PyKOBOACTBO Ha Beb-CaiiTe B 3/IEKTPOHHOM BUE;
www.biolronik.com/manuals/manuaUelection
— 3aKaxuTte neyarHyto Bepcuio pykoBoacTea B kamnaHum BIOTRONIK.
*  lImeeTcq v paspeLleHne Ha 1cnosb3oBaHne MPT-COBMECTUMBbIX UMNIAHTATOB A/15
BalLeli CTpaHbl WM pernoHa? 3anpocuTe akTyasbHYH MHPOPMaLWo B KOMMaHWN
BIOTRONIK.

3  MmnnaHTaums
MocneaoBaTenbHOCTb AEWCTBUIA NPU UMNIAHTaLMK

MoaroToBKa AeTanei
HeobxoauMbl crnegytoLye fetanu, cooteeTcTaytowme Aupektvuse EC 90/385/E3C:
*  MMnnaHTar ¢ 3arnyLwKoii 1 (oMKCMpyHOLWMM NOBOPOTHBLIM YCTpoiicTBoM BIOTRONIK.
+  Onektpogbl BIOTRONIK 1 nHTpoabtocep:
— O/HOKaMEePHbIA MMNAHTAT: GUNONSAPHBIN LLIOKOBbIA 3NEKTPOL,
€ 1 1M 2 LOKOBbLIMW CMIMPASIAMM [/151 KENY0UKa;
— [BYXKaMepHbIil UMNNaHTaT: GVUMNONAPHBIA ANEKTPOL ANA NPpescepays
11 BUNONSPHBIV LIOKOBbIA 3M1EKTPOZ, 4151 XeNyAoUKa ¢ 1 uimn 2 LWOKoBbIMK Crinpa-
namu;
— TpexKaMepHbI UMMNAHTAT; A0MOHUTESbHBINA YHUNONAPHBIA WK GUNONSPHBIA
3NEKTPOL, /11 NEBOTO XE/yA0UKA.
¢+ [lonyckaroTca cnegytoLme Tunbl coeiuHeHnid; DF-1, DF4 n 15-1. [1ns aneKTpogoB ¢
APYrviMW pa3beMamit Uiv 371EKTPOLOB ApYriX NPOVU3BOAUTENEl UCTOMNb3YiATe TONMBKO
afanTepbl, 0406peHHble komnaHuein BIOTRONIK.
* Mporpammarop BIOTRONIK (co BCTpoeHHo 6ecnpoBogHoii Tenemetpuein SafeSync
Uv oTAeNbHLIM Mogynem SafeSync) 1 fonyLUeHHbIE K UCMO/b30BaHUIO Kabenn.
+  BHeLHWiA MHOTOKaHa/bHbIV 3MeKTpoKapavorpad.
+ 3anac crepunbHbIX AeTanei.



06A3aTeNIbHO AepXaTb HaroTOBE BHELHWI AechnbpunnsTop

Ha cnyqa|7| BO3HMKHOBEHUA HENPEABNAEHHbIX CVITyaLI,VIVI nm cbost B pa60Te nMnnaHTara:

¢ [lepxuTe HaroTOBe BHELIHWI AeMOPUANATOP 1 NIOCKME WU KNEALWNECH 3NeKTpo-
Obl.

PacnakoBka umnnaHraTa

A NPEAYNPEXEHNE

Vicnonb3oBaHWe HEUCNPABHOMO MMMIaHTaTa MOXeT NPUBECTU K HEKOPPEKTHOMN Tepa-
nuu

Ecnn B xofe MaHWMynsumiA ¢ UMNAaHTaTOM NPOU30/AET ero NaZeHne 1 yaap o TBEpAyHo
NOBEPXHOCTb, 3TO MOXET NPUBECTU K MOBPEXAEHUIO 3NEKTPOHHBIX AeTasneil.

+ B aTom cnydae cnefyeT UCMOMb30BaTh 3aNacHO UMNIaHTaT.

+ [oBpexaeHHbI MMNAaHTaT He06Xo4MMO OTNPaBuUTb B KoMMaHnio BIOTRONIK.

+  BckpoiiTe BHELHIOKW 6/IMCTEPHYIO YNAKOBKY, MOTSHYB GYMaXHYH 3aneyarbliBaoLLy0
KPbILLKY MO HanpaB/eHMI0 CTPe/KM B 0TMEUEHHOM Touke. He fionyckaliTe KoHTakKTa
BHYTPEHHE GNCTEPHON YNAaKOBKM C HECTEPUIIbHBIMU PYKaMU UM UHCTPYMeHTamu!

+  VI3B/IeKNTE BHYTPEHHIOK G/IMCTEPHYIO YNaKOBKY U3 BHELIHE, B3SIBLUUCH
3a cneumanbHoe yriy6seHue.

+  BcKpoiiTe BHYTPEHHIOO CTEPUIbHYIO B/IMCTEPHYIO YNaKoBKY, NOTAHYB 6YMaxHYH
3aneyatbiBatoLLyt0 KPbILIKY MO HanpaB/eHUK0 apenki B OTMEYEHHOI TOUKE.

MpoBepka geTanei

MoBpexaeHnst OAHON 13 AeTaneil MOryT BbI3BaTb OC/IOXHEHUS Unm cbon B paboTe

MMMaHTaTa.

+ Tepef pacnakoBKOI W NOC/E Hee NPOBEPbTE BCE AETaNl HA Ha/IMUNe MOBPEXAEHN.

¢ 3aMeHWTe MOBPEXAEHHbIE AeTaNN.

* VK[ noctaBnserca ¢ OTKNHOYEHHON (DYHKLUMEN Tepanum Taxmaputmmm,
¥ UMNNAHTUPOBATb €70 MOXHO TO/IbKO B TaKOM COCTOSIHUM.

+  3anpeliaeTcs yKopaunBaTb NEKTPOAbI.
PacnonoxeHue

* Kak npasuno, UKL umnaaHTMpytoTca CyonekTopasibHO C/eBa, B 3aBMCUMOCTM
OT aHaTOMWN4eCcKMX 0COBeHHOael nawuneHTa 1 KOHUrypauum anekTposa.
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HegponyleHne TOKOB yTeUKM

Bo Bpemsa uMmnnaHtauum He AOHyCKaVITe TOKOB YTEUKM MeXAY WHCTPYMEHTaMU
M nuMnaaHTaToMm.

*  3nekTpousonAuuA nauueHTa

WcknioueHne HenpegHaMepeHHOM Nogaun WoKoB

A MPELYNPEXAEHVE

Mopaya woka npu akTusuposaHHoM VK]

Mpn paboTe ¢ akTMBMPOBaHHbIM WK/ CyLleCTBYET ONacHOCTb HeNnpeaHaMepeHHO
nojauu LuokKa.

« [pexge yem npuKacatbCA K UMMNNAHTATy Npu YCTaHOBKE, 3aMeHe W yaaieHnn
NMnnaHTaTa, feakTuenpyiite dyHkumo NKA-tepanum.

Ons pasbemoB DF-1- 1 IS-1 umeeTcs 3arnyLka B KOHHEKTOPHOW YacTuh; COOTBETCTBY!O-
Lme coeamnTeNlbHoe BUHTbI HEOOXOAMMO OTCOEAMHATL WKW 3aTAMMBAThb akKypaTHO.

o [Ins OTBUHYMBAHWS COEANHUTENBbHBIX BUHTOB UCMOMb3YITE OTBEPTKY, BXOAALLYIO B
KOMMAEKT NocTaBku. Mcnonb3yiiTe TONbKO OTBEPTKY C OrPaHUYeHNEM KPYTALLEro
MoMeHTa npoussogctea BIOTRONIK!

* He npuknagbiBaiite cuny, U3Bnekas 3arayLky!
+  Ecnn notpebyeTca npoBepka 3NeKTPoA0B, AONOMHUTENIbHO 3aKaXuTe CTepusibHble
oTBepTkM B komMnaHum BIOTRONIK.

/136eraiiTe KOPOTKOTO 3aMblKaHWUA B KOHHEKTOPHOI YacTu

A NPESYNPEXAEHVE

Mpu OTKPBLITBIX Pa3bemMax 3/1elorpoLOB BO3ZMOXHO KOPOTKOE 3aMblKaHue

OTKpbITble U 3HAYUT He U30/IMPOBaHHbLIE OT 3/IEKTPONNTA Pa3beMbl B KOHHeKTOpHOI7I
4acT MOryT NPUBECTU K HEXenaTe/IbHOMY NPOXOXAEHMUIO TOKa Ha Te/10 nauueHTa
n nonagaHno 61oNornyecKoii XNOKOCTWU B UMMNNAHTAT.

* OcraBbTe HeUcnonb3yemMble pasbemMbl 3/1IEKTPOAOB 3apbITbIMU YXKe YCTaHOB/IEHHbI-

MU 3arnywkamu nam 3aKprBaVITe MX 3arnylwkamu exogAawmmMmn B KOMNIEKT NocTaB-
KW,
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My 3arpsiZHEHUN B XQOE VIMIVIBHTALW;

OumUCTNTE KOHHEKTOP 3/1EKTPO/A CTEPUIBHOI candeTKoi.
MpoMmblBaiiTe rHe340 TOMbKO CTEPUSIbHON BOAONA.

0630p. MmnnaHTayms
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MOAroToBbTE BEHY.

IMnnaHTUpyiiTe 31eKTPOAbI, BbIMOAHUTE U3MEPEHUSA U 3aIMKCUPYIATE 3NEKTPO-
Ibl.

CchopmupyiiTe kapmaH A1 UMM/aHTaTa.

MofcoefnHNTE KOHHEKTOP 3/1EKTPOAA K UMMIAHTaTy.

YCTaHOBUTE UMMJIAHTAT.

MponycTute YUKCUPYIOLLME HATK Yepe3 OTBEPCTHE B KOHHEKTOPHOM YacTit
3ahMKCHpYiTe UMNNAHTAT B MOATOTOB/IEHHOM KapMaHe.

3akpoiiTe kapmaH [/ UMMNIaHTaTa.

BbINonHNTE CTaHAapTHbIE MPOBEPKM UMM/IAHTATA.

MoaknoyeHne nmnaaHrtar?. , "

COOTBETCTBYIOLLME KOHHEKTOPbI 3/1EKTPOLA BCTaBNATCA B rHe3a B KOHHeKTOpHOI71
YacTun mMmnnaHtara.

1 Ypganute CTUneTbl 1 anninkKaTtopbl CTUNETOB.

MoakntoueHne ¢ ncnonb3oaHnem DF-1/1S-1;

+ TlogcoefunHnTe KOHHEKTOP DF-1 npaBoXenyf04koBON LIOKOBOW cnvpanu
K pasbemy RV.

+ MopcoenuHute KoHHeKTOP DF-1 cynpaBeHTPUKYNSPHOI WOKOBOM cnvpanu
K 5VC. JInbo noAkntounTe K BEPXHEV Nooii BEHE CYOKyTaHHbI 3M1eKTpos,.

MoaknyeHne ¢ ncnonb3oBaHnem DF4/IS-1

o [lopknoymTe KOHHekTOp DF4 K pasbemy RV.

ru ¢ Pycckuii
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MoaknoueHne ¢ ucnonb3oBaHnem DF-1/1S-1:

+ TogcoefunHuTe 6UNONAPHBINA KOHHEKTOP IS-1 npeacepans k pasbemy RA.

+ TogcoenuHnte 6UNONApHbINA KOHHEKTOp IS-1 npaBoro xenygouka k RV.

+ TMoacoeaunHnTe YHUNONAPHDBIA WK BUNONSAPHBIA KOHHEKTOP IS-1 neBoro
Xefyfouka K pasbemy LV.

MoaknyeHne ¢ ncnonb3oBaHnem DF4/1S-1

+ ToacoeuHnTe 6UNONAPHLIA KOHHeKTOp IS-1 npeacepamns K pasbemy RA.

+ [ofcoeynHUTE YHUNONAPHBIA WA BUNONSAPHBIA KOHHEKTOp IS-1 neBoro
Xenygouka K pasbemy LV.

He nosopaunBas ¥ He nepernbas KOHHEKTOP W NPOBOAHWK, BBOAWUTE KOHHEKTOP

3/1EKTPO/a B KOHHEKTOPHYIO YacCTb MMMIaHTarta o Tex nop, noka HakoHeYHWK

KoHHekTOpa DF-1 wnn mapkuposKa mecTa BBOAa KOHHeKTopa DF4 He mokaxetcs

C ipyroil a0OpOHbI KOHTAKTHOTO rHe3fa. 3Ta MapKMpoBKa MOXeT OT/IMYaTbes

B 32BMCMMOCTMN OT MPOU3BOANTENSA UCMOb3YEMOr0 3/1eKTPoAa.

Ecnm He yfiaeTca nerko BCTaBUTb KOHHEKTOP 3/1eKTPOJa B Pasbem:

* B KAYecTBe CMa3Kku MOXHO MCMO/b30BaThb TOIbKO CTEPUTIbHYIO BOZY.

ECnn KOHHeKTOp He yfaeTcs BBECTM [0 KOHLA, BO3MOXHO, 3TOMY MeLlaeT coeau-

HWUTENbHBbI BUHT, BbICTYNAIOWMA BHYTPb Yepe3 OTBEPCTUE KOHTAKTHOTO rHe3ja.

*  BepTuKa/ibHO YCTaHOB/IEHHOW OTBEPTKOA NPOTKHWUTE CUAMKOHOBYHO 3ariyLuKy
nocepeMHe B MECTE PaCcMo/IOKeHNA NPopesn A0 KOHTaKTa
C COeJMHUTENbHBLIM BUHTOM.

+  OCTOPOXHO OTBEPHWUTE COEAVHUTENbHbIA BUHT, HE BbIBUHUYMBASA €0 [0
KOHLa, 4To6bl OH NOTOM He MOTHY/ICA NPY BBUHYMBAHUM.

3aBopaunBaiiTe CoeAMHUTENbHBI BUHT MO YaCOBOIA apesike, Noka OrpaHuunTe/b
KpYTSILLEro MOMEHTA He CPabOoTaeT Cco LLEMUKOM.

OCTOPOXHO U3BNIEKMTE OTBEPTKY, UTOBbI COBAMHUTESbHbINA BUHT He MOBEPHYNCS

Hasag,

+  Tpu NCNONB30BAHNN KOHHEKTOPOB 15-1 C ABYMS COEANHUTE NbHBIMIA BUHTAMM
3aTAHMTE 06a BUHTA!

+  Tlocne n3BnedeHNs OTBEPTKN CUMMKOHOBAS 3ar/ylika camMa HagexHo repMe-
TU3NPYET MECTO MOAKMIOUEHNS 3/1EKTPOAA.



Co6KioBiire pBCCTOSHUE MEXAY 3N1EKTPOAENU

A nNPEAYNPEXAEHWE

He,u,oaaTquaﬂ Tepanna

Ecnn 3neKTpofibl HAXOAATCS CAUWKOM 6/1M3KO APYT K APYTY WK HEyAaYHO pacnosioxe-
Hbl, 3TO MOXET NpuBeCTU K feTekumn Far-field nam HegocTaTouHon gecmbpunnauymm.
+  PaccrosiHMe Mexzy ABYMS LIOKOBbIMW CnvpansmMi O/MKHO ObiTb 60/bLIe 6 CM.

¢ [ucTasibHble 1 KOMbLEBbLIE 3MEKTPOALI HE AO/MKHbI CONpUKAcaThbCA.

YcTaHoBKa rofoBKM Nporpammaropa

Ha ronoBke nporpaMmaTopa Haxof4nTCsi CXeMaTUYeckuii YepTex nMnnaHTata. OH ClyxuT
O/151 PaBUJIBHOTO PACTOJIOXEHMUS TOJIOBKM MPYW YCTAHOBKE U, Kak criefaBue, Ans obec-
NeYeHns KOPPEKTHOI TeNeMeTpUM.

+ TpoBepbTe NPaBUILHOCTL PACTONOXEHUS TO/IOBKM MPOrPamMMaTopa.

HacTpoiika TenemeTpuu

Mporpammatop (v Mogynb SafeSync) fomkeH pacnonaratbCsi Ha pacaosiHum He 6onee
3 MbT UMNNaHTaTa; B uaeasie MeXay nauMeHToOM 1 NporpamMMaTopoM He JO/KHO ObITb
HUKaKUX NPEnsTCTBUIA.

™ BkounTe 6eCNPOBOAHYI0 TE/IEMETPUIO HA MPOrpamMmMaTope. -

+  MpunoxuTe rosioBKy NporpaMmaTopa NpUMEPHO Ha 2 ¢, Noka NporpaMmarop He
BbIACT COOBLEHME 06 YCMELIHOM 3aBepLUEHNM UHULMANN3ALIUY.
B HaBuUratope nosiBuTcs cumBos SafeSync. a B CTPOKe COCTOSIHUS —
MHAMKATOP VHTEHCMBHOCTM CUTHana.

+  CHMMMTE TO/I0BKY NporpaMmaropa.

AxTuBauus tepanuu KA

¢ 3arpysute Ha nporpammarop nporpaMMHoe obecneyeHune, noaxoasilee
[J19 UCNONb3YEMOro TUNa UMniaHTaTa.
«  Axtuupyiite yHkumo VKA -Tepanum,
+ [locne NofxoYeHNs 3M1EKTPOLOB 1 NEPBOro M3MEPEHNs UMNeaHca CTUMYNALNN
PeXuM TPaHCMOPTUPOBKY AeakTUBMpyeTCH. [laHHble UMMNNaHTaLUM COXPaHAITCA.
+  Tpv nporpaMMnUpPOBaHWK NMPUMUTE COOTBETCTBYHOLIME MePbI NPEAOCTOPOXHOCTU.
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+ Bcnyyae, ecnu BO Bpems nporpamMmpoBanmns ATC MniaHTaTt UHAYLMPYeT Taxmkap-
OVo nnn He obecneynBaeT afieKBaTHYH Tepanuio Npu BbINosHeHun TecTa MNAd,
NCMOSb3YIiTe IKCTPEHHDIN LUOK UM BHELIHUIA AedmbpunnsTop.

Mepbl NnPeaoCTOPOXHOCTM NpKn nporpaMmmMmnpoBaHnin
MpoBeAeHNe CTaHAAPTHLIX NPOBEPOK M HaGM0 AeHNE 3a NaLNEeHTOM

Bo Bpems npoBefeHns CTaHAapTHbLIX NMPOBEPOK TaKXe MOryT BO3HUKHYTb KPUTUYECKue

L1 naLyneHTa COCTOAHMA, HanpuMep BCeCTBIUE YCTaHOBKM HEKOPPEKTHBLIX NapameTpoB

nnm c6os TenemeTpumn.

+ [pn NpoBeAeHNN TECTOB Takxe A0/MkeH ObITb 06ecneyeH Hagnexalumii yxog 3a
nauyeHToM.
Mocne npoBefeHNs TecTa nopora CTUMY/IALMK NPOBEPLTE, MOXET SN 3TOT NOpor
ObITb AOCTUMHYT C K/IMHUYECKON U TEXHUYECKOW TOUEK 3pEHUS.

* [ocTosiHHO HabntogaiiTe 3a 3K 1 cocTosiHMEM MauueHTa.

* Tpn Heo6X0AMMOCTHN NpepBuUTE TECT.

[pepbiBaHue TenemMeTpun

C6oin nporpamMmaropa v TeNieMeTprm, BO3HMKAOWNA BO BPEMS BbINO/IHEHUS BPEMEH-

HbIX MPOrpamMm (MpoLeaypbl 0CMOTPa), MOXET NPUBECTU K HeaaeKBaTHON CTUMYNALMN

nayueHTa. 3T0 BO3MOXHO BTOM C/ly4ae” Kor4a Nporpammarop He OTBevaeT u3-3a

MPOrpamMMHOIA OWKNGKM UM HEUCNPABHOCTY CEHCOPHOTO AWCHJIEs, YTO He NMO3BONSET

3aBepwnTb paboTy BPEMEHHO NporpamMmbl. B Takom ciyyae MOMOXET NpepbiBaHue

TeNeMeTpum, Npy 3TOM UMMNIaHTaT aBTOMATUYECKW NEPEKMOYUTCSA Ha NOCTOSHHYO

nporpammy.

+ [lpw TenemeTpum ¢ NCNOJIb30BaHWEM FOI0BKM MpOrpaMmmaropa: npUnogHUMUTE
ro/I0BKy nporpammaropa He MeHee yem Ha 30 cwm.

* [lpn 6eCnpoBOAHON TENEMETPUN: BbIK/IHOUMTE MPOrPamMmMaTop U CKOPPEKTMPYiiTe ero
MONOXEHME.

o OTK/IHOYMTE BO3MOXHbIE UCTOYHWKW MOMEX.

i36eraiiTe KpUTUYECKNX HACTpOEK napaldeTpoB

Henb3si ycTaHaBNMBaTb COYETaHUS PEXMMOB 1 NapaMeTpoB, KOTOPbIe MOTYT NpescTaB-
NATb OMACcHOCTb NS NaLWeHTa.

+ [lepes HacTPOIKO YaCTOTHOM afanTauuy onpeaenuTe Npeaesnbl Harpyskn s
naumeHTa,

+ Tocne HacCTpOIiKM NpoBepbTE NEPEHOCUMOCTb U 3PEKTUBHOCTL BblGPaHHbLIX KOMGY-
Hauuii napameTpoB.



NMpoBepKa HaMumna 3NeKTPoL0B, COOTBETCTBYHOWNX HANPABIEHNIO WOKa

MOXHO yCTaHOBUTb TpU HaNpaB/ieHNs LWOKa, ABa W3 KOTOPbIX 06Pa3yHT 3/IEKTPUYECKYHO

Lenb K Kopnycy umniaHTara.

« [lns ucnonb3oBaHuini HanpaBneHus woka MX -> BB Heobxoayma BTOpast LWOKOBas
cnupanb (dual shock coil).

Ha6ntofeHve 3a NaLneHTOM NpuyaaHOBKe aCUHXPOHHbLIX PEXMMOB

ACUHXpOHHbIe pexumbl VOO 1 000 MOXHO HAaCTPOUTb TO/LKO MPW AeakTUBUPOBAHHO
(byHKUMM onpefenenns TaxmaputMuy. Mpu 3TOM NauueHT ocTaeTca 6e3 HabnLeHNs
W, KaK cneficTeue, He BbinonHaetca VKA-tepanus.

+ HenpepbiBHO HabntogaiiTe 3a nayyeHToM.

*  06s3aTe/IbHO AEPXNTE HArOTOBE HAPYXHbIA AechmbpunnaTop.

HaCTDOVIKa onpegeneHna 4yBaBUTE/IbHOCTH

MapameTpbl, yCTaHOB/IEHHbIE BPYYHYH), MOTYT ObITb HETOUHbLIMY, HANPUMEP HEHaAexa-
Las 3almTa OT OTAANEHHbIX NOTEHLNAN0B MOXET NPENATCTBOBATL BOCMPUATUIO COGC-
TBEHHbIX VMMNY/IbCOB.

+ Cobntopaiite napameTpbl aBTOMATUYECKOW HACTPOIKN YyBCTBUTEIHOCTM.

MpepoTBpalleHne 0CN0XHEHWNIA, BbI3BaHHbIX UMMIAHTATOM

YVmnnaHTatoB BIOTRONIK ecTb MHOXECTBO (YHKLWIA, KOTOPbIE NO3BONSOT M36EXATb

Nof06HbIX OCNOXHEHWIA:

TokcpeH/.e BpeMeHn peTporpafHoOro NpoBe/eHui

+ Hactpoiika 3awmtbl o1 NMT

* YctaHoBKa VA-kputepus

MpefoTBpalieHne NPOBeeHNA NpeAcepAHON TaxnkapAun Ha xenyfouek

Y umnnaHTtatoB BIOTRONIK ecTb MHOXECTBO (DyHKLWiA, KOTOPbIE NO3BONSAKT NPeLOTBpa-

TUTb NPOBe/EHNEe NPeACEPAHON TaxMKapauu Ha XenyAouekhKenyaouKu,

+ HacTpoiika nepekoyeHns pexnMoB A8 NaLWMeHTOB C COOTBETCTBYHOWMMM NOKa3a-
HUAMN.

+  YCTaHOBKa TakuX 3HAUeHW BepxHeli 4acTOTbl OTCIEXMBaHWA 1 peddpakTepHOro
nepuoa, Npy KOTOPbIX MOXHO M36eXaTb PE3KOro U3MEHEHUSA XeNy[04KOBOro
putma.

+ [peanoytuTenbHbIM ABNSETCSA OTBET MO TUNY BeHkebax. cneayet usberatb nepmoau-
Kn 2:1.

+ Bce napameTpbl yaaHaB/MBAOTCA TakuM 06pa3oM, 4Tobbl M3bexaTb NOCTOAHHON
CMeHbl PEXMMOB, YNpaBfseMblX NPeLCcepansaMu, Ha PeXnMbl, YNpaBisemble Xxeny-
JouKamu.

TN * PYCCKUIA
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CO6I'IIOAEHI/I€‘ npenenbHOro 3Ha4yeHnAa nmnefaHca Woka

MpW CANLWKOM HW3KOM MMMeAaHCe LoKa BOMOXHO MOBPEXAEHUE UMMaHTaTa.
+ lIMnegaHc woka Ao/mkeH 6bimb 60nbLue 25 M,

MpenoTBpaleHne peyuanea nocne WoKOBOro paspsijia

Mpn OTCYTCTBUM CMIOHTAHHOTO PUTMA MOC/IE LWOKOBOrO paspsfa MOXHO UCMO/b30BaTb
nporpaMmy MOCTLLOKOBOWA CTUMYASILUM.

MocTosiHHas NporpaMma Mporpamma nocTLWOKOBO CTUMYNALMUN

DDD.DDI.AAI DDI
VDD.VD! VDI
W1 n BbIK/. Wi

*  MoxHO HacTpavBaTb CleaylLie napamMeTpbl NPorpamMMbl Moa-WwoKoBOh CTUMY/S-
LMKW; ANUTENBHOCTb NOCT-LUOKOBON CTUMYNSLMM, 6a30Bas 4acToTa, YaaoTHbI
rMCTEPE3NC, Xeny[oUuKoBas CTUMYNALMS, 3aliuTa T-BosHbI JIXK, CUHXpOHM3aLus.
AV-3aaepxkKa (NoCTOsiHHasA, He AvHaMUyeckas).

+ o ymonyaHuio 415 NporpaMMbl MOCT-LIOKOBOW CTUMY/ALMM YCTAHOB/IEHbI CliefyHo-
LMe napameTpbl:

NunnX: 7.5 B. 1,5 mMc;
JIX: HBapoWiK1 NOCTOSIHHOW NporpamMmbl.

HeoTkntouaemas cTumynsauus guadparmoi
B peakux cyyasix HEBO3MOXHO OCTaHOBUTbL XPOHWUUECKYH CTUMYNISILMIO Auathparmasib-
HOro HepBa MyTeM MepenporpaMMUPOBaHNs AOCTYMHOW KOH(MUIypaLmum ans CTUMynsLumn
NEBOT0 Xe/youKa UM NPUHATUS APYTUX Mep.
+  [Npu Heo6X0f4MMOaN YCTAHOBUTE PEXMM CTUMYNSILIM NPABOTO Xenyfouka B NOCTO-
SIHHO mporpamme, B ATC, B nporpaMmMe NoCT-LIOKOBOM CTUMYSILIAN
U NIEPEKITIOYEHUS PEXMMOB.

B03MOXHOCTb n3bexaTb PUCKoB Npn anmMmynayun ToN1bKO 1eBOT0 Xenyaoyka

CMelLLEeHWe 3M1EKTPOAOB NMPY CTUMYALMM TO/MBKO IEBOTO XEYA0UKa MOXET NOB/EeYb 3a

coboii crefytowme onacHOCTW; NOTeps XenyLo4KoBoi cTumynauum n ATC-Tepanum,

a TaKkKe UHAYKLMA NpescepAHbIX apuTMuii,

+ [poaHanuaupyiite napameTpbl CTUMYMISILMN 1 ONPeAEeHNs YyBaBUTENbHOCTI Ha
npeaMeT OTpULaTeNbHBIX NOCNEeACTBUA ANs NEYEHMS.

+  [lns NauMeHTOB, 3aBUCKUMbIX OT UMMN/IaHTaTa, He PEKOMEHAYETCS NPOBOAUTL CTUMY-
JIAALMIO TOMBKO NIEBOTO XENy0uKa.



+  YuuTbIBaiiTe BEPOSITHOCTb TOTO, YTO (OYHKLMSI ABTOMATMYECKOTO KOHTPOJIS 3axBaTa
MOXeT OKa3aTbCs HeJOCTYMHOM.

+  [pn NpoBeAeHNI OCMOTPOB Y TECTOB MOPOra CTUMY/ALMUM YUNTLIBAITE NOTEPD CUHX-
POHN3MPOBAHHOI Xesy04KOBON CTUMYNALNN.

+  TepeknoyeHne PeXMMOB U NOCT-LIOKOBAs Tepanus He JOMYCKatT CTUMYALMIO
TO/IbKO NIEBOTO Xe/lyouka. YuUTbIBaliTe 9T0 NPU HACTPOIiKE NepPektoUeHns pexm-
MOB 1 YCTaHOBKE MapamMeTpoB NOCT-LWOKOBOIi Tepanuu.

OGHapyxeHne 4edeKToB 3/1eKTPOA0B
OYHKLMS aBTOMATNYECKOTO N3MEPEHUS UMNeaHca BCerga BKIYEHa.

¢ 3HauYeHWs UMMNedaHca, ykasblBatowme Ha coom B paboTe 3/1eKTPOAOB, AOKYMEHTUPY-
HOTCA B CMUCKE COObITWIA.

YunTbiBaiiTe noTpe6aeHne Toka U CPOK CNYXObl
bBecnpoBogHas TenemeTpus noTpebnseT YyTb 60/blUe TOKA: Pacxof Npy MMNaaHTaumum
COOTBETCTBYET NpuMepHo LU AHAM akcnayaTauum, a pacxog npu 20-MUHYTHOM OCMOTpe
COOTBETCTBYET MPUMEPHO 3 JHAM.
+ He yaaHaBnuBaiite 6ecnpoBOAOYt0 TESIEMETPUYECKYIO CBA3b 63 HEOHXOAMMOCTM.
+ Cenn no NpoLwecTBuiA 5 MMH AaHHbIe He ByayT BBefeHbl, SafeSync nepeknountcs B
PeXuM 3HeprocbepexeHus.
PerynsipHo KOHTpONMpyiiTe ypoBeHb 3apsda 6aTapen nmniaHTara.

MarHuTHbI pexum

YaaHOBKa rofoBKM nporpammaropa npv BkA4YeHHoW UK Tepanun

Ecnmn yctaHoBNeHa NoAKMo4eHHas ro/ioBKa nporpammaropa, nepejarolasa faHHble

Ha nporpammarop, ¥ BKIoYeHa noctosHHaa WK/ Tepanus, To geTekuma un tepanus
NPOAO/IXAKTCH, 38 UCKIHYEHNEM BPEMEHN AMarHocTuyeckux tectos. Ecnum UK/ Tepa-
N1 He BK/IOYEHA B MOCTOSHHOM PEeXUME, TO fAaXe Mpy YyCTaHOB/IEHHO rONOBKe
nporpammaropa Tepanus OTCyTCTBYET.

ﬂpMKﬂa,qblBaHl/le I'IpOFpﬁMMVIpleLIJ'eVI r0ON0OBKU

Ecnu ycTaHaBNMBAaETCS ro/I0BKa NporpamMmaTopa, To 0CTaeTcs Bpems A/s 3anpoca
MMNAaHTaTa 1 ANt pyydHoii akTMBaLMM UK feakTMBaLMn Tepanun, npexae Yem UMnaaH-
TaT CHOBa NepelijeT BYCTAHOB/EHHbIV [0 3TOr0 MOCTOSHHLIN pexumM Tepanuu. To xe
camMoe OTHOCWTCA K MpoLefype YCTaHOBEHUs 6eCNpPOBOAHOI TenieMeTpum.
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YcTaHOBKa MOAOSHHOTO MarHuTa

Mpu ycTaHOBKe NOCTOAHHOrO MarHuTa JeTekuus v Tepanus cobbITuii Taxukapamum

npepbiBatoTcA. locne 8 yacoB NOJO6HON AeakTMBALMK UMMIAHTAT CHOBA aBToOMaTuyec-

KV BK/HOYaET (hyHKLUMM Tepanuu, YTobbl NpeoTBPaTUTb HeNpegHamMepeHHoe AnnTeNlbHoe

OTK/THOYEHNE.

+  Ecnm TpebyeTcsa npepsath geTekuunio 6onee yem Ha 8 4acos, B 3TOT Nepuog Heo6xo-
[VIMO OAMH pa3 Ha KOpOTKOe BPEMS CHATb MarHuT, yCTAHOB/IEHHbIN HaA UMMaHTa-
TOM. [p1 NOBTOPHOI YCTAHOBKe OTCYET 8 YaCOB HAYHETCH 3aHOBO.

*  Wcnonb3ayiite marHuTbl koMmnaHu BIOTRONIK: nocTosiHHble MarHuThl TMNa M-50.

OcmoTp

NHTepBaibl Mexay ocMoTpamu

OCMOTp [J0/KEH OCYLIECTBAATLCS Yepe3 OAMHAKOBbIE COracoBaHHbIE UHTEPBA/IbI.

+ [locne 3aBepLlieHns hasbl BpacTaHUs 3/1EKTPOAOB, NPUBAU3NTENIBHO Yepes TPy
MecsLa nocsie UMNaaHTaLum, Bpay JOKeH OCYLeCTBUTb NepBbIii 0OCMOTP NpW NOMO-
LWy nporpammatopa {nyHbIin 0cMoTp).

+  OfuH pa3 Brofi. He NO3fHee YeM uepes 12 MecsiLeB nocsie NOCNeHEro SIMUYHOTO
0CMOTPA, I0/IKEH OCYLLECTBMIATLCS CNEAYIOWNIA IMYHBIA OCMOTP.

OcmoTp ¢ ucnonb3oBanmem lomawHero MoHntopuira BiIOTRONIK Home Monitoring ®
KoHTponb ¢ nomoLbio lomawiHero MOHUTOPUHIA He 3aMeHseT PerynsapHbIX INYHbIX
noceLleHnit Bpaya, HeOBX0AMMBIX N0 APYTMM MEAWLMHCKAM NokasaHusM. Mpu cobnoae-
HUW CedyHoLLMX YCNOBUIA OCMOTP C MOMOLYbH0 JomaluHero MOHUTOPUHIa MOXeT (hyHKL-
OHa/IbHO 3aMEeHUTb NINYHbIE OCMOTPbI.

+ TaymneHT BbiN NPOMH(OPMUPOBAH, UTO. HECMOTPSA Ha KOHTPO/Ib C MOMOLLbI0 Jomalu-
Hero MOHUTOPUHTA, OH [O/MKEH CBA3ATLCA C BPayYOM, C/n Y Hero byaeTr oTMeyaTbes
NMOBTOPHOE NOSIB/IEHWE WM NPOrpeccupoBaHne CUMNTOMOB.

+  Co06LLeHns ¢ MMnNaHTaTa OTNPaBAAKTCS PErynsipHo.

* Bpau peluaert, ABNAOTCA M OCTATOYHbIMY AaHHble [lomallHero MoHMTOpuHra B
CBeTe K/IMHNYECKOro COCTOAHMA NauueHTa N TeXHUYECKOro COCTOAHNUA CUCTEMBI
MMNaHTaTa; B NPOTUBHOM C/ly4ae NauyueHT JOKEH SBUTLCS Ha SIMUHBIA OCMOTP.



MHbopmaL s 0 BO3MOXHOI paHHen AnarHocTrKe, NONy4YeHHas C MOMOLLbH0 lomallHero
MOHUTOPWHTA, MOXET CTaTb NPUYMNHOI LONOMHUTENBHOTO IMYHOrO OCMOTpa. Hanpumep,
NoMyYeHHas MHopMaLMs MOXET Ha paHHe CTaaun ykasaTb Ha Npo6ieMbl C 3N1eKTPoAa-
MU UM Ha NpegynpexaeHne o 3ameHe (ERI) B 0603puMom Gyayuiem. Kpome Toro, 3ta
MHhopMaLMst MOXET NPeoCTaBUTb YKa3aHUs Ha AETEKLUMI0 paHee He BbISB/IEHHO apuT-
MUM WU HA U3MEHEHME Tepanumu NyTeM NepenporpaMM1MpoBaHus MMMNIaHTaTa.

OCMOTp € UCMONb30BaHMEM Nporpammaropa

Bo BpemMst IMYHOr0 OCMOTPa BbIMOHUTE CeAyoLLmne LeiCTBUS:

3anucb 1 aHanms 3KT.

Onpoc uMnnaHTara.

AHanu3 cratyca u aBToMaTUy4ecky 13MepsieMblX JaHHbIX OCMOTpa
MpoBepka yHKUMN onpeseneHns YyBCTBUTENIBHOCTU U CTUMYNALMN

Mpu Heo6X0AMMOCTU 3anNMCb CTAaTUCTUYECKUX AaHHbIX 1 3anucb B3MM
Mpn HeobxoAMMOan NPoBefAeHNe TPaAULMOHHbIX NPOBEPOK BPYUHYIO
Mpn He0OXOAMMOCTM KOPPEKTUPOBKA (PYHKUMIA NporpamMMbl U NapameTpoB

Mepegava NOCTOSIHHOM nporpaMmmbl Ha NMNiaHTatT

© ® N o U A~ W N

Pr-rnematka [I'IpOTOKO]'I neanM) 1 LOKYMEHTMPOBaHME AaHHbIX OCMOTPa

=
o

3aBeplleHre ocMoTpa faHHOTo NauueHTa.

Pa3bsacHeHnsa ana nauneHToB

Macnopt nauuenta c UK

B komnnekT noctaskv BXOAMT nacnopT nauuneHTa ¢ UK.

+ lepepaiite NacnopT NaumeHTy.

+ PekomeHfyiiTe nauueHTy obpawaTbCcs K Bpady Npyu BO3HUKHOBEHWY BOMPOCOB.

3anpelatowunii 3Hak
MaumneHTy cneayet n3beratb MeCT, OTMEUEHHbIX 3anpeLlatoLliM 3HaKOM.

\ '+ ObpaTuTe BHUMaHWe NaLMeHTa Ha 3anpeLiarolye 3Haku.

TV * PyCCKWiA
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B03MOXHbIe UCTOUYHUKM MOMEX

B noBCeAHEBHO XW3HU crefyeT u3beratb 371€KTPOMarHUTHbIX MOMEX; UMMAaHTaT

He [0/KeH HaxoauTbCA BOMM3W UCTOYHWUKOB MOMEX.

+  Kpome TOro, o6partute BHUMaHKe NaLeHTa Ha 0cobble GbITOBLIE NPUGOPBI, apOUHbIE
MeTasIoNCKaTeNN/CUCTEMbI CUTHANU3ALIMUM, CUIIbHBIE 3MIEKTPOMArHUTHbIE MONS,
MOGW/bHbIE TeNeddoHbl 1 TPAHCMUTTEPDI.

¢+ OGBbACHWTE MALMEHTY, YTO eMy CreayeT:

— UCNOMb30BaTb MOGUbHBIN TeNethoH CO CTOPOHbI, MPOTUBOMOJOXHOI TOW, rae
YCTaHOB/IEH WMM/IaHTaT;

— [JepxaTb MOOU/bHbIA TeneoH Ha paccTOsHUM He MeHee 15 CM OT uMniaHTaTa
KaK npy 1MCNo/ib30BaHUU, Tak W Npu XpaHeHnH.

NHAUKaTOP PEKOMEHAYEMOI 3aMeHb!

Bo3MOXHbIe aaTtycbl 6aTapev|

+ 80S: Hayano cpoka cnyxo6bl: ypoBeHb 3apsga 6atapen > 70 %.

* MOS 1: cepeauHa cpoka ciyxbbl: ocTaTouHbIi 3apsg oT 70 % a0 40 %

+ MOS 2: cepefiuHa cpoka cnyx6bl: 0CTaTO4HbI 3apsag < 40 %.

* ERi: npegynpexaeHve o 3ameHe [cooTBeTcTBYeT RRT: Recommended Replacement
Time = Bpemsl peKOMeHAYeMOii 3aMeHbl);

+ EOS: okoHuYaHMe cpoka Cnyxobl.

MpenynpexaeHue o 3ameHe ERI

JomalHnii MOHMTOPYHT MOXET pacno3HaTb npedynpexzaeHue o 3ameHe ERI [Elective
Replacement Indication).

A BHWMAHUE

Tepanus, orpaHnyeHHas No BPpEMEHMU

Ecnu npegynpexaeHue 0 3aMeHe NOSIBUTCS Yepe3 KOPOTKOE BPEMS MOC/e OCMOTpa
1 BNiepBble PErVICTPUPYETCS NPY CNeAyHLWeM OCMOTPE, OCTaBLUNIACS CPOK CyX6bl
MOXET GbITb FOpa3fo MeHblle 3 MecsiLeB.

+ 3ameHUTe UMMNaHTaT B 6Avxaiilee BpemsA.

*  lIMnnaHTaT MOXeT KOHTPO/IMPOBaTb CepAeYHbIA PUTM MO MeHbLUeild Mepe
ewe 3 mecAua.

+  [lo OKOHYaHMA CpoKa CryXObl MMMIAHTAT MOXET HaHECTW He MeHee 6 LIOKOB
C MakCVMasnbHO aHeprue.

*  YCTaHOB/EHHble B NPOrpaMMHOM 06eCrneyeHn napaMeTpbl He MEHSHOTCS.



[o4] .
MpegynpexaeHne o 3ameHe EOS (OKOHYaHMe cpoka Cnyxobl]
[JomalHnii MOHUTOPUHT MOXET pacno3HaTb OKOHYaHe cpoka Cnyxobl.

A MPELYNPEXAEHUE

OnacHoab ONA XU3HN nauneHTa

Ecnn npepynpexneHne o 3ameHe nMmniaHTata B CBA3M C OKOHYaHWEM CPOkKa €ro Ciyx-
Obl nosiBNSAETCS [0 €ero 3aMeHbl, Tepanna He OCYLLeCTBIAETCA.

. HEME,U.]'IEHHO 3aMeHuTe uMmnaaHTar.

+  TIOCTOSHHO KOHTPOAMPYIiTE NaLMeHTa 0 3aMeHbl UMNNaHTaTa, KOTopylo Heobxoau-
MO NPOBECTU HEME[/IEHHO!

+  OnpepenieHne XeyA0uKoBOI Taxukapaun n PUGPUANSILNAN XENyL0UKOB, a TakKe
BCe (DYHKLMM Tepanuu aeakTuupytotcs!
+  AHTMGpagukapAuyeckas NporpamMma OCTaeTcsi akTUBHOW B pexume W1:

— Xenypgoukosas ctumynsaums: MK; 6asosas vyactota 50 ya/MuH;

6e3 [ONONHUTENbHbIX DYHKLNA CTUMYNATOPA, TakuX Kak rncTepesuc uT. 4.;
— amnauTtyga umnynsca 6 B, gamTensHocTs umnynsca 1,5 Mc;

Bpems nepegauu ans JomawiHero MoHutoputra: 90 aHeil.

3KCI'I]'IaHTaLI,VIF| M 3aMeHa nMmriaHTara

3KkcnnaHTayma
« 3anpocute cTaTyc UMNaHTara.
+ [lepef akcnnaHTauueit geaktnenpyiite dyHkumm Tepanin XT n OX.

+  OTCOEAMHUTE 3NEKTPO/Ab! OT KOHHEKTOPHOI YacTu, HU B KOEM Crlyuyae
He nepepesaiTe nX.

» CrnomoLllblo CpeacTs, COOTBETCTBYIOLLMX COBPEMEHHOMY YPOBHIO Pa3BUTUA TEXHUKM,
W3BNEKUTE UMNNAHTAT, @ B CNyyae HeOOXOAMMOCTY TaKXe W NEKTPOAbI.

Mpumeyanne: OBbIYHOE OKUC/IEHNE MOXET NPUBECTU K N3MEHEHWIO LiBeTa kopnyca
WKL, HO OHO He Oka3blBaeT OTPULATE/IbHOTO BAWAHUSA Ha UMNAHTaT uau ero pabotoc-
NOCOGHOCTb.

o OKCMmnaHTarthl cogepxar 6uonoruyeckune 3arpA3HeHnAa n foXHbl YTUNNM3NPOBaTbCA
C COﬁﬂlO,qEHVIeM COOTBETCTBYHOLLNX MEP NPEAOCTOPOXHOCTN U3-3a ONaCcHOCTK 3apa-
XeHunA.
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3aMeHa nMmnnaHTata

Ecnm 1cnonb3oBaHue paHee UMNAaHTUPOBaHHbIX SNEKTPOAOB He MIaHNPYETCs, HO OHM
0CTaOTCS 8 OpraHnu3Me nauneHTa, MOXeT BO3HUKHYTb fONONMHUTENbHAS HEKOHTPOMpYE-
Masi Lienb ToKa M0 HanpaBeHUo K CepaLly.

+ [lepep 3ameHoii uMnaaHTaTa feakTuupyiiTe dyHkumm Tepanun XT n ©X.

+  13011pyiiTe HEMCNOMb3YEMbIE KOHHEKTOPbI.

[leiicTBYIOT cnefytoLimMe 0CHOBHbIE npasua:

*  lMMnnaHTaTt He NOANEXNT NOBTOPHOI CTEpUAN3aLUKU U NOBTOPHOMY NPUMEHEHNIO.

Kpemauuns

MIMnnaHTat Henb3a KpemMupoBaTtb BMECTE C TPYMOM.

+ [lepep kpemauyeii Tpyna CKOHYaBLUEroca nalueHTa UMnIaHTaT Heobxoanmo
yLaNnTb.

ytunusayma

Komnanns BIOTRONIK ocyuiecTBsieT NpUem MCNONb30BaHHOR NPOAYKLWN ANs ee

3Konornyecku 6e3onacHoii yTuansawmm.

¢ OuncTUTe 3KCMNAHTAT PACTBOPOM FMNOX0PUTA HATPUSA C KOHLIEHTpaLMen He MeHee
1%.

+ Tpomoiite BOAOIA.
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0 MapameTpsbl TalimupoBaHue. AV-3agepxka

Bpagnkapansa/PTC MapameTp {lnana3oH 3HaveHmii Cranpapt VR OX OR HF

AV-inmHamuka Huskas, cpefHas, Bbicokas, Huskas X X X

O6uwasa NKA' tepanus
. Arep (bukcupoBaHHas; (MHAUBUAY-

MapameTp [lnanasoH 3HaueHnii CTaHaapT VR DX DR HF a1bHo)

VK[-Tepanuii  BBIK/T.; BKA. BKJI. X X X X AV-3anepxka W unn 2) nocne:

MporpaMmbl  OTOBPaXeHe CTaHAapTHOI X X X X - Crumynsyum 15:40...151... 350 mc - X X
nporpammbl; 0To6paxeHue 6e3o- - OnpegeneHus AsTomaTuyecku; AB-3afepxka X X X
nacHoii NporpaMMbl: 0TOGpaxeHue YYBCTBUTENILHOCTI  NOC/E CTUMYNALMN + KOMNEH-

NepBoi 3anpOLIEHHOI NPOrpamMmbl; cauus onpefenexns YyBcTBun-

WHAMBMAYyansHo 1,2,3 TeNbLHOCTH

nmn 40... (5)... 350 mc
TaVIMVIpOBaHI/Ie. ba3oBas yactoTa ,qub/HOHb N 4aCTOTHbIN Tnaepe3nc R an yactoTe 1 50 I'IO) 130y,q/MI/IH GOyA/MI/IH
NapameTp [nanasoH 3HaueHuit CtaHgapt VR DX DR HF - MNpwn yactote 2 60...M0) ...140yg/MuH 130 ya/muH
basosad vactota  30... 151... 100... 1101 AOyammH X X KomneHcauus BbIK/.;-5... (-5)..-120 mc ~ -40 mc X X
... 160ya/mMuH 60 ya/MuH X X onpeaeneHn
YYBCTBUTENLHOCTY

HouHas vactota™  BbIK/:30 ...15) .. Wya/muH BbIK/. X X X .

. Pexum AV-ructe-  BbIK/1.; nonoxutenbHblii: BbIK/1. X X

Hauano HouHom 00:00 ...10:01) ...23:59 yumm  22:00 yuMmM X X X X pesnca oTpULaTENbHBIN; IRSPIUS

nporpammbl

porp BbIKJ/I.; NONOXUTENbHBII; BbIK/1. X
3aBepEueH|/|e 6:004u:Mm OTPULATENbHbI

HOYHOIA NporpaMMl

pv P AV-ructepesic 70:110:150; 200 mc 70 mc X X X

YactotHbI tucte-  BbIKN.;-5... 151 ...-25... BbIK/I. X X X X (NONOXUTENbHBIN)

pesuc 1-201... -65 yalmuH

. AV-ructepesuc 10...HO) ...150 mc 50 mc X X X
CkaHupytoLnii/ BbIKN.; BKA. BK/I. X X X X (OTpULATENbHIN)
MOBTOPHbIiA .
AV ckanupytowmin/  BbIK/.; BKJI. BK/. X X X
MOBTOPHbIN (noso-
XUTENbHbIN)

T e pycckuii 17
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TaltHMpoBaHue. MOCTWOKOBAs CTUMYNALNA

MapameTp [nana3oH 3HauyeHunin

[JnutensHocTb BblK/.: 10 ¢; 30 ¢; 1 MUH; 2 MUH; Oc
MOCTLLOKOBOIA 5 M/H; 10 muH

nporpammbl

MocTwokoBas 30... (5]... 100 ...(101...160ya/muH

6a3oBas YacToTta

MocTLwoKoBas 50 ...(10) ...350mc nomc
AV-3afepxka

MocTwoKoBas X, BuB HY(MX|
Xenygouxkosas

CTUMYNALMA

TailimupoBaHue. BepxHAs YyaaoTa oTCNeXMBaHNA

MapameTp [nana3oH 3HauyeHwui CraHpapT
BepxHsas vactota 90... (10)... 160ya/MuH 130ya/mMuH
0TCNeXnBaHNUs

BepxHss yactota BbIK/;175;200.2A0ya/MuH - 200ya/MuH
OTC/IEXNBAHUA B

npeacepam

TaiimupoBaHue. MepeknoyeHne pexnmon

NapameTp [lvana3oH 3HayeHunin CraHngapT

YactoTa BKmove- BbIKM; 120 ...M01... 200 ya/mue  160ya/mMuH

HNA

Kputepuit 3...(11.8 38 5

Havana
Kputepwii
paspeLleHus

M3meHeHne
6a30B0OI YacToThl

BbIK/; 5... (5)... 30ya/MuH fOya/Mun

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

CtaHgapt VR DX DR
X X X

60 ya/muH X X X

X

VR DX DR
X X
X

VR DX DR
X X
X X
X X

HF

18

MapameTp [vnana3oH 3Ha4yeHunit
Mocne pexuma VDD(R):VDILR|

Mocne pexuma DDD(Rj; DDKRj

Pexnm

lMocne nepeknoyeHns PexMMos;
BbIK/; 5... (5) ...50 ya/MuH
(1)... 30 MuH.

- Yactora

- AnutenbHoctb 1.

TaitMupoBaHue. XXenyaoukoBas cTUMynsaLns

Mapametp [nanasoH 3Ha4YeHNI
MOCTOAHHbIN MX; BuB;NX
CuHxpoHusauua  BbIKJ/.;MKc; MKc +K3C
3awuta T-BonHbl  BbIK/.: BK/I.

nX
MakcumanbHasa TpurrepHasa Yacrora:

-00D(R)h MYO +20;90...(10) ...160ya/
VOD(R| MWH

-DOIfRI.VOKRIn 90... (10)... 160 yg/muH
WIIR)

Kamepa, ctumy-
nmpyemas
B NepByio
oyepelb

XK

W -3agepxka
nocne Vp

0...[51...100 mc

CraHgapt
VDI
DDi

Oya/MuH

1 MUH.

CraHpapT
BbuB

MXc

BK/I.

MYO + 20

130 ya/MuH

1Y (NX)

5 Mc

VR OX
X

VR OX

OR

HF

X



%

TalimnpoBaHue. PedpakTepHble Nepuoabl v crenble Nepuogbl

MNapameTp
nBnPM

Cnenoii nepuog nocne
NpeLCcepAHoii CTUMYNALUM
Cnenoii nepuog /DX nocne
cTumynauuu Mx

Cnenoii nepuog MX nocne
cTumynsauum JHK

3awmTa oT OTAIEHHbIX
noTeHumanos nocne Vs

3aluTa oT OTAASIEHHBIX
noTeHuuanos nocne Vp

[lnanasoH 3HauyeHui CraHgapt VR OX OR

ABTO; 175... 1251... 600 mc 225 mc
50 ...1101 ...KOOmc 50 mc

80 mc

BbIKN; 25... 125)... 225 mc 75 MC

50 ..1251 ...225mcC 75 mc

TalimupoBaHue. 3awunTta ot MMT

MNapametp [vnana3oH 3HauYeHwnit CranpapT
Jetekyus/npekpawe-  BbIK/.; BKA. BK/I.

Ve MMT

VA-kputepuit 250 ...(10) ...500mc 350 mc

TalimMupoBaHue. YacToTHasa afanTalns ¢ NOMOLLbI0 akcenepomeTpa;

MNapameTp [lnanasoH 3HaueHuii CraHpapt
MakcumanbHas  80... (10)... 160ya/mMuH 160 ya/mMuH
yacToTa ceHcopa

ycuneHue ABTO; o4eHb HU3KOe; HU3Koe;  CpegHada
ceHcopa cpefHee, BbICOKOE, OYeHb

BbICOKOE 3Ha4yeHune

Mopor uyBcTBKA-  OueHb HU3KOE, HW3KOE, cped-  CpeaHss

TeNbHOCTH Hee, BbICOKOE, OYeHb BbICOKOe
ceHcopa 3HaueHune
Yuawenue putma  1; 2; [ 8 ya/Mun/umkn 2 ya/MuH

CHuxeHue putma 0,1; 0,2; 0,5; 1,0 ya/MuH/umkn 0.5 ya/MuH

TV ¢ PYCCKUNA
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VR

VR
X

X

X X
X
X X
X X
OX DR
X X
X X
ox DR
X X
X X
X X
X X
X X

19

CTI/IMy]'IFILI'l/IFI. AMnauTtyga uMmnynbca u SANTeNbHOab UMNynbca

MapameTp

Amnantyga uvnynsca M

Amnautyfa umnynsca MX

[unana3oH 3HavyeHui

0,5... (0,251 ...4,0..

1051,..6,0; 75 B

Amnantyga uMnynsca JX

OnuTtensHOCTb UMMynbca
OnuTtenbHOCTL MmNybca

OnuTtenbHOCTbL MMNybca

Ctumynaumua. KoHTposb 3

nn 04 0,5..(0,251...

MK 1,5 mc

nX

axBaTta Xeny4o4KoB

[JaHHbli napameTp aktyaneH ans Iforia 5/7

MapameTtp

[nanasoH 3HaueHnin

XenynoukoBblidi KOHTPO/b BbIK/.;AMM, BK/I.

3axBata

Hauano TecTa nopora ctumy- 2,5... (0,5)... 5,0 B

nagum

MuHUManbHas amnanTyga 1.0... (0.25) ...4,0 B

3anac no amnauTyge

10;128B

[JaHHblli napameTp akTyaneH ans Iforia 3

Mapametp

KoHTponb 3axBata

Ctumynauus. NMpeacepaH

MapameTp

MpeacepaHblii KOHT-
pos/ib 3axBaTa

[lnanasoH 3HaueHMuii

BbIK/.; AMI

bl KOHTPOb 3axBaTa

[nanasoH 3Ha4YeHwit

BbIKN.; AMIN

CraHgapt VR DX OR
2.5 MB X
X X X
0,4 mc X
X X X
0,4 mc

Cranpapt YR ox OR
AMN X X X

AMM:25mMB X X X
BKN.:3,5B

10B X X X
10B X X X

CraHgapt VR OX OR
AMN X X X

CraHgapt VR DX DR
AMI X

X X X X X X

HF

HF

HF



KoHdurypauus 1X anektpoaa

MapameTtp [OunanasoH 3HauyeHuit CraHgapt VR OX DR HF
MapameTp [unana3oH 3HauyeHunit Crangapt VR OX OR HF CueTunk peTexumii KT1 10... (2)... 60 26 X X X X
MonsipHOCTb cuMynsiumn —— JIK KoH, -> JIK kombl,.  JIKKOH.-> X CueTunk eTekumn XKT2 10...12)... 40 16
K JDK koH. >> X Konbl. MX konbL,. CueTumk getekumin ®X 6138:8 u3 12: 8us 12
UK konbl,. -> J1XX KOH. 10 u3 14; 12 n3 16;
JDK konby, “> MK konbl, 6 13 20; 18 n3 24;
YHUM. 20 13 26:22 un3 30;
MonsipHoCTb onpeaeneHns  YHUM., BUM. YHUM. X 24 v3 30
4yyBCTBUTENBHOAN /XK CyeTuuK pefieTeKumnii XT1 10... 12)...30 20 X X X X
CyeTunk peeTekumii XT2 14
Mporpamma MPT
Jetekyma SMART XT1/KT2 BbIK/.; BK/. BK/. X X X
[eiictBuTenbHa Ansa nmnnaHtatos ¢ ProMRI.
JeTekuna SMART BKI/1.
MapameTp OunanasoH 3Ha4yeHuin CtaHgapt VR OX OR HF
- BHe3anHoe Havyano XT1/KT2 4...14)..32 % 20% X X X
Pexum V0O: BbIK/I. BbIK/1. X X
- CrabunbHocTb XT1/KT2 8... 14].. 48% 12%
\V00:000: BbIKN. X X
Jetekumnsa SMART BbIK/I.
basoBas yactoTta 70... MN0)... 160ya/mMnH 90 ya/MuH X X
- BHesanHoe Hauano XXT1NKT2 BbIKN;4... (4)... 20% X X X X
XenypoukoBas CTUMYNALMA K. BuB PY(MX) X 320%
- CtabunbHOCTL XT1/KT2 BbIKN: 8... (4)... 24 mc
Taxukapaus 48 we
feTekuyms YcToitumsasa XT BbIK/.; 1; 2:3:5:10; BbIK/I. X X X X
20; 30 MUH.
MapameTp OnanasoH 3HauyeHunit Ctangapt VR OX OR HF
MpuHyauTenbHOe npekpaleHne BbIKA; 1... 11)... 1 MuH. X X X
WuTepsan MT/®N 270... 600 mc 300 mc X X X 10 min
NHTepBan XT1 BbIK/: 270 ...M0)... BbIK/. X X X X
600 mc
VHTepBan XKT2 BbIK/; 270 ...1101...
500 mc
HTepBan ®X BbIK/; 240 ...M 01... 300 mc
400 mc

20
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Tepanusa. ATC

MapameTp
MonbITKM

Tun ATC gnsa XT1HKT2

Tun ATC gna ®X

ATC-onTumusauus
Uncno S1 ANAKTLKT2
Yucno 51 ana ©X

51-pekpemeHT ana XT1/
XKT2 n X

[lekpemeHT ckaHuMpoBa-
HUs

Jo6aBuTb 51 AnaXT1/
XKT2

XenypoukoBas CTUMyns-
ums ona XT1NKT2

enypoukoBas CTUMy”Ns-
umna ana ®X

WHTepBan R-51 ana
XKTL1NKT2

WHTepBan R-51 gna ®X
Tepanus. Wok

MapameTp

Uncno wokos XT1)KT2
Uucno wokos ®X

1- wok ana XT1HKT2

ru « Pycckuii

[lnanasoH 3HauyeHuit
BbIK/; 1... (11... 10

Mauka BY-umnynbCos;
pamna

BbIK/1.: nauka BY-
MMNYNbCOB; pamna

BbIK/1.; BK/I.
1..(11.. 10
5... 151... 40 Mc

BbIK/T; 5... 151... 40 mc

BbIK/.; BK/I.

MX. K. BuB

70... (5) ...95%

[nanasoH 3HauYeHwnit
0:1;2;6;8
6:8

BbIK/; 2... 121... 20...

15L...40 X
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‘o

CraHgapt
BbIK/.

Mauka
MMMyY/bCOB

Mauka
1MMY/bCOB

BbIK/,
5

8

fOme

BbIK/.
BKJI.
BYLLX)
BY|MX1
80%

85%

Cranpapt
8

8

AOx

VR DX DR HF

X
X

VR

X X X
X X X
X X X
X X X
X X X
X X X
X X X
X X X
X
X X X
0X OR HF
X X X
X X X
X X X
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MapameTp
2- wok ansa XTL1NKT2

[nana3oH 3HauyeHuit

BbIK/; 4... 12) ...20...

151 .40 1%

3- -n-i wok ana XT1HKT2 BbIK/.; 4*60 Ox;

1- wok gna ®X

2- wok gnsa X

3- -n-i wok ans X

Onsa woka BXTLKT2 n dX;

- MNoaTeBepxaeHue

- MonsapHocTb

- ®opma LoKa

- Hanpasnexue woka

6*40 Ox

2..121 ...20... 15)...
40 I
4..12..20... 151...
40 Ox

4*40 [Ox: 6*40 Ox

BbIK/.: BKN.
HopmanbHas:obpart-
Has; yepegyrowascs
ButasHblii:
6uchasHblii 2

X -> NK4+BMNB

K -> UKZ
MX-> BB

CraHpapt

40 [

6*40 [

40 [x

40 [

640 [1x

BK/1.

HopmasibHas
BudasHas
nXx->

VKANBMNB
K-> UK,

VR

x

[0):¢

DR HF
X X
X X
X X
X X
X X
X X
X X



IU'OMaLIJHI/II\/II MOHI/ITOpI/IHF MmnnaHTaTbl ¢ KOHHEKTOPHOI YacTbio 0F4/ iS-1

Tun Paszbem W XBXT, HM 06bemM,cMN Bec. r
7 VR HF
MapameTtp [vana3oH 3sHayeHuit CraHpapt DX DR VR OF4 65x52x 11 el 80
o p . . X
JomawHuin MoHutopuHr — BbIK/.; BKN BbIKN X X X DR DF4 65x56x 11 3 82
;00:00... X X X X
Bpemsa nepepgauu CranpgaptHoe; 00:00 CraHgapt HE DF4 65x56x 11 23 8
11:001 ...23:00 yy:mm

B3rMpgns:

MaTepuanbl, KOHTAKTUPYHOLLME CTKaHSIMU OpraHn3Ma
- 9nn3040B Tepanuu BbIK/.; BKAI. BK/1. X X X X « Kopnyc: TTan
- ONn30[0B MOHWTOPWHra *  KOHHeKTOpHas yacTb: 3MOKCMAHAsA cMoa
MpogomxmTensHblil npeg- BbIKN.: 6; 12:18 4 12y X X X o 3arnywka v CUIMKOHOBASA 3arnyLwKa CUIONPeH WK CUNacTuk
CepAHblii anu3og ynnoTHenne DF4 cunactuk
Mpumennmo ans Iforia3 PenTrermapkuposka

NT
MapameTp [vnana3oH 3Ha4YeHuii Cranpgapt VR DX DR HF
[nnTensHoCcTb BblK/.; 30.60.90.120.180 gHeit 30 pgHeidk X X X X 31'IeKTpI/Il-IeCKVIe napamMmeTpbl
umkna

CraHpapThbl
Apa nepejauin: - XX.XX.XXXX Ocworp X X X X [laHHble COOTBETCTBYIOT CTaHaapTy EN 45502-2*2:2008.

+7 feHb
A YcnoBusa n3mepeHus
Ecnmn He yka3aHo apyroe, BCe falHue OTHOCWUICA K C/IefytoLMM YCIOBUAM;

X
mi

5 TexHunyeckune XapaKTeEPUCTUKN + Temnepatypa okpyxatoLieii cpegpl: 37 +2 @C
«  Ctumynsauus/onpegeneHue yyscTutenbHocTu: 500 O +1 %

MexaHu4eckne xapakTepucTukm . ok 50 0£1%

Kopnyc 3aBO/CKMNeE HACTPOIKN

/IMnnaHTaTbl C KOHHEKTOPHOM YacTbio DF-1/1S-1 o 30Hbl apuTMuM XT1;KT2;®X:BbIK/.

Tun Pazbem WxBxl, mMu 06bem, cH? Bec, 1 *  AHTUGpagukapanyeckas ctumynauus BbIK/I.
VR DF-1 65x55% 11 33 80 +  [lomawHuii MoHuTopuHr; BbIK/.

DX. DR DF-1 65x55x 11 33 81 TenemeTpuyeckue faHHble

HF DF-1 65x58,5 x 11 34 83 * HomuHanbHas Hecyujas Yactora: 403,6 My,

*  MakcumanbHas MOLHOCTb nepegaun; < 25 mMkBT (-16 abml

ru < Pycckuii 23
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MexayHapoAHbIi AONYCK ANS UCNOMb30BaHNA 6eCNPOBOAHbLIX CMaeM Amnnutypa ATC
VimnnaHTatbl ¢ cuctemonn JlomawHero MoHutopuHra® BIOTRONIK 060pyfoBaHbl aHTEeH- Bblina n3mepeHa nayka umnynscos npu 500 M, amnautyge 7,5 B (gonyck +1,5 B),
HOVi AN 6eCcnpoBOAHON CBSA3N. AnuTenbHOCTY umnynbca 1,5 mc, nHtepsase R-S1 300 mc v uncne S1, paBHOM 5.
BonHosas dopma curHana Amvnnautyga ATC /3mepeHHblI i 3mepeHHbl it CpefiHee 3HayeHue
CTUMYNMPYIOWMIA UMNY/IbC UMEET CReaYHOLLYHO MAHUMYM MaKcumym
b (ms)- dopmy: RVInXl 767 B 7,67 B 5,00 8
<M Amnnutyga uMnynbca JOCTUraeT CBOEro Makcumasib- LV (/1K) 767B 767 B 6.99 B
HOro 3HaueHus B Hauyane umnynbca (Ua). C ysenunue-
HUeM ONUTEeNbHOCTW CTUMynAauMK (tb) amnnutyga .
ABTOMAaTHUYeCKas HacTpoiKa YyBCTBUTE/IBHOCTYH
CHVXaeTcs B 3aBMCKUMOCTU OT MMMEeSaHca CTUMYNS-
wm. M3mepeHne dakTnyeckux 3HaueHuin, hopma BOMHbI TECTOBOTO CUTHANa: CTaH4ApTHbIN
. TPeyrofibHUK. Y umnniaHTatos Tuna DX 3anporpamMupoBaHHas npejacepaHas 4yBcTBu-
loHexoyaoiunBoCTb

TeNbHOCTb YCUeHa Ha KoaghdpnumeHT L
* [pumeyvaHne Kk umnnaHTatam Tuna VR OX (TONbKO MMnaaHTaTbl C KOHHEKTOPOM

y UyBCTBUTENLHOCT HaueHu
DF-1/1S-11: Tpe6oBaHuMsi K 3/1eKTPOMarHUTHO COBMECTMMOCTY BbINOJHAKOTCS, NOKa yBe enbHoC 3Havenme [flonycTumoe sHavekme ?::qeep:””:oe
ANs NpefcepaHol UyBCTBUTELHOCTM YCTAaHOBMEHO 3HadeHne 1.0 MB (3aBofcKue
HACTPOIiKW) UMM 3HadYeHns > 1,0 MB. MK yCTaHOBKE 3HAYEHWIi YyBCTBUTENLHOCTM MM nonoxwrenbHas 0.2 mB 0.2...05 0,26 mB
HEOBXO/MMO MPUHATL Mepbl, KOTOPbIE MO3BONAT 06ecneunTh GecnepeboiiHoe npose-  MI: oTpuLaTeNbHas 0,26 MB
AgHNe Tepanui. OX: MN: nonoxutenshas 0.2 MB 0,2...0,52 0.05 mMB

* [lpumevaHune K umnnadtatam Tnos HF: Mpy yHUNONAPHOM ONpeaesnieHnn YyBaBu- DX; MM; OTpHUATENbHAS (o7 0,05 70 0,13) 0.05 B
TeNbHOaN BbIMOMHSAETCA TPE6OBaHME K HANPSHKEHMIO MOMEX, 3HAUYEHMe KOTOPOro He
JOMKHO npesblwath 0.3 MB (ABOiiHas amnanTyaa). MX: nonoxutenbHas 05B 0.3..07 0.68 mMB
o o MX: oTpuuarensHas 0,60 vB
MopaBneHune cHa3HO cocTaBnsAtoLL el
JNXK; nonoxutenbHas 05 B 0.3...0.7 0,68 vB
Yactota [lopaBneHue cuHgasHo coaaBnatowei JIX; oTpuLaTeNbHas 0.56 MB

Mpeacepaue: Mpeacepaue: [paBblit xenygoyek: JleBblif xenygouek:

OX* DR. HF VR. DR. HF HF
JHeprusa woka/nnkoBoe HanpsxeHne
166 Ty 58 Ab 53 1b 66 AP 66 4B Mpy Hanpasnenun woka; ot MX K kopnycy+ BMNB
50Ty 5 Ab 55 4b 66 A5 66 A5 3Heprum woka [Jlonyctumoe 3Haye- W3mepeHHOe N3mepeHHoe
60 'y 56 ob 56 ob 66 ob 68 nb (monycTmoe 3HayeHUe) HME NUKOBOTO 3HaveHue 3HayeHue
* ToNbKO MMNaHTaTbl C KOHHeKTOpoM DF- /15-1. HanpAxexns Heprvuioka - nMKOBOro
HanpsaXeHuna
10x 10,7 ...1,18) 90 ...120 B 0,86 Ox 100 B
20 1x 1169 ...20,91 660... 680 B 18,1 Ax 669 B
40 Ox 1338 ...41,6) 620... 690 B 36,9 [x 667 B
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BIOTRONIKSE & Co. KG

Bce npaBa 3aWunu eHbl .

OcTaBnsem 3a cob6oii NnpaBo Ha BHeCeHMue

TEXHUYECKUX W3MEHEHUI .

Bce ncnonb3yembl e Ha3BaHUA MOTyT ABAATHLCA
MapKoW MNN 3aperncTpUpPoOBaHHLIM TOBapHbIM
3HakoM komnaHuw BIOTRONIK unnu gpyroro

Bnajgenbua.

CE0123 2
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440244

BIOTRONIKSE& Co. KG
Woermannkehre 1
12359 Berlin mGermany
Tel +49(0130 68905-0
Fax +49 (01 30 6852804
sales@ biotronik,com
www.biotronik.com

BIOTRONIK

excellence for life



Urkundenrolle Nummer PT 55 /2018

I hereby certify that

Mrs. Elena Poiikarpova born Galantna,

born 1. March 1964 in Awdejewka/Ukraine,

residing in Woermannkehre 1,12359 Berlin/Germany

of known identity,

signed before me.

When | asked her, it is declared that neither the acting notary herself nor her associa-
ted lawyers (partnership of office-sharing) have had any prior involvement in this mat-

ter as laywers.

Berlin, 12. Februar 2018

Peic-Thiel
Notarin (notary public)
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MepeBop, C aHINMIACKOTO 1 HEMELIKOTO S3bIKOB Ha PYCCKWIA A3bIK

BENOTPOHUK
COBEpLLEHCTBO Pafy XN3HK

3aaBrieHVe nponssoauTens
Bcem 3aMHTEPECOBaHHbLIM fINLaM
HacTosLwyM Mbl rapaHTUpyeM, YTO NpuaraeMblil JOKYMEHT:

TexHMUeckoe PyYKOBOACTBO (3KCnslyaTauMoHHast 4OKyMeHTauus )
ONa KapanoBepTepa-aednbpunnartopa uMmnaaHTupyemoro Iforia

ABMSIETCH OPUTrMHaNbHbIM OKYMEHTOM, KOTOPbI BblgaH koMnaHnein BUIOTPOHUK CE & Ko. KT

CofiepyKaHne aHrMNIACKol 1 PyCCKO BEPCUN UAEHTUYHO.

Vims: EneHa Nonukapnosa

LOmKHOCT! Mnagwmii cneumanmcT oTaesia HOPMOKOHTPOSS
KomnaHus: BMOTPOHVK CE & Ko. KI

Ynmua: BépmaHHkepe 1

"opog/cTpaHa: 12359 bepnuH, MepmaHns

[Jata n nognuce:
no foBepeHHOCTM EneHa Nonvkapnosa

Ceptudmkat BUOTPOHUMK
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/Norotnn komnanun BUVOTPOHUMK
(BIOTRONIK)/

EVIOTPOHUK 3asiBKa Ha permcrpauuto
CoBepLUeHCTBO paau >XU3HU

Poccwuiickasa depepauns

[mepeBoA C aHIIMINCKOro A3blKa Ha PYCCKUA A3bIK]

[nepeBog wWTamna 1 NoANUCU Ha TUTY/IbHOM INCTE AOKYMeEHTa «TexHMU4Yeckoe

PYKOBOACTBO (3KCn/lyaTauyMoHHasaA AOKyMeHTauus», npeacrtaB/ieHHOM Ha PYCCKOM
A3bIke. ]

Wramn: BMOTPOHUMK (BIOTRONIK), coBeplueHcTBO pagn >unsHu; BNOTPOHUWK CE &
Ko. KI' (BIOTRONIK SE & Co. KG), BépmaHHKepe 1, 12359, bepnuH

/Moanunce/ Enena MonukapnoBa (Elena Polikarpova)

[PrcyHOK]
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Homep HoTapuanbHoro peectpa PT 55/2018

[JaHHbIM 2 MOATBEPXKAAD, YTO /INYHOCTb

r-Xv EneHbl MonvkapnoBoii, B AeBnyecTBe ManaHUHON,
poxaeHHon 01 mapTa 1964 roga B r. ABfeeBka / YKpavHa,
NPOoXMBaroLLein no agpecy BépmarHkepe 1, 12359 bepnnH/epmaHms,
yCTaHOB/eHa.

Mognnck NpocTaB/ieHa B MOEM MPUCYTCTBUN.
Korga s 3agan Bonpoc, 66110 3adB/IEHO, YTO HU cama [eCTBYIOLMIA HOTapUyC, HU ee MOMOLLHUKM
(NapTHepbl, KOTOPbIE BMECTE 3aHMMAtOT MOMELLEHUE) HE UMENN INYHOW 3aMHTEPECOBaHHOCTM, Kak

HOPUCTDLI, B 3aKMOYEHUN COENKN.

BepnuH, 12 depans 2018 roga

i = M\m b (
Melk-Twunb
HoTtapuyc (rocyfapCTBeHHbI HOTapuyc)

/MeyvaTb: AaHa Menk-Tunb
HoTapwuyc B r. Bepnut/
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AMNOCTN/b
(Maarckast KoHBeHUMsT OT 5 oKTs16psA 1961 roga)

1 CrpaHa: defepaTvBHas Pecnybnvka 'epMaHus

HacTosawmin oupanbHbI JOKYMEHT

2. 6bln nognucaH [JaHoin Meiik-Tunb

3. BbICTynatoLLel B Ka4ecTBe HoTapuyca B r. bepsvHe

4. CKpernseH nevarbo/LLTammoMm: HoTtapuyca

MNoaTBepXkaeHo
5 B I. bepnnHe 6. gara: 13 dreBpans 2018 roga
7. [NpepcenaTenem OKpPYy>kHOro cyaa B . beprvHe
8. nog Homepom910l1a E-F 1307/18
0. MeyaTb/LLTamn 10. Mognuce:
OT UMEHN
nl

| F
(MotT)
MpeaceaaTenbCTBYHOLLMIA Cyabsi OKPY>KHOMO cyaa

/MeyaTs:
MpefcefaTens OKPY>KHOro cypa B bepnnne/

AVR 95a

MepeBoj AAHHOTO TeKCTa BbIMOMHEH NepeBOAYLKOM ®ponoBoii MapuHoit MuxaiitnoBHoii

noAnuCh
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Poccuitickas depepaums
"opoa Mocksa
[eBATHaaUaTOro (pespanisi ABe ThiCAYM BOCEMHAALATOrO rofa

A, MapTblHOBa HaTanus AHOpeeBHa, BPEMEHHO WCMONHALAA 06sS3aHHOCTU HOTapuyca

ropoga Mocksbl AkumoBa [ieba bopucosuya, CBUAETENLCTBYH MOAMHHOCTD MOANMCK
nepesofumka ®ponosoit MapuHbl MuxaiinosHsbl.

Moanwuck caenaHa B MOEM NPUCY TCTBUM.
JIn4HOCTb NoANMCaBLLEr0 AOKYMEHT YCTaHOB/EHa.

3apervcTpuposaHo B peecTpe: No 77/09-H/77-2018-

B3bICKaHO rocyaapcTBeHHOW nownHbl (no Tapudy): 100 py6.
YnnayeHo 3a okasaHue ycnyr npaBoBoro 1 TexHuyeckoro xapakTepa: 200 pyo.

Poccuiickas ®egepayus

19 20W lopos Mocksa
rroga
anus AHApeeBHa, BPEMEHHO WCMOMHALWAs
ockBbl AkuMoBa neba bopucosuya,

oupos?1408 peseT», Ne Yl VA |
|AyaapcT'BeHHbl | A unuHbl (no Tapudy).-—----- —
aBoOBOron

H A MaptblHoBa r
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BIOTRONIK

excellence for Irfe

Manufacturer's Statement

To whom this may concern:
We hereby guarantee that the enclosed document:
Addition to the Instruction for Use (lIforia)

is an original document issued by BIOTRONIK SE & Co. KG.

The content of English and Russian document versions is identical.

Name: Elena Polikarpova

Position: Associate Regulatory Affairs
Company: BIOTRONIK SE & Co. KG
Street: Woermannkehre 1

City / Country: 12359 Berlin - Germany

" BIOTRONIK

excellence for life

IgIOTRONIK SE & Co. KG
aSiJnkBtire 1

Date and Signature: rJd d y 2C Nr Be

p.p. Bfena Polikarpova

n
¥

Cco
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Box photo

Box sizes for all Iforia ICD models: 120 x 160 x 54 mm.

Inner packaging photo

3
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. BuA KOHTaKTa ¢ OPraHM3MOM YenoBeka
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B noBcegHeBHOW XM3HW chegyeT wu3berath 3MEXTPOMATHUTHLIX NOMEX; MMINAHTaT He AOMMKeH HaxoauTbCA

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



BoamoxHble craTychl 6aTapen
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N306paxeHne BHeLLIHel ynakoBKu

Pa3mepbl ynakosku: 120 x 160 x 54 mm gns Bcex Bepcuin KAW.

N306paxeHne BHYTPEHHEI ynakoBKu

« v
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O6iwan KAW -Tepanus
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Koucpurypauus NX anextpoaa
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YyBCTBUTENLHOCTL WU NOPOTY
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MOXHO YCTaHOBUTL CIEAYIOLUHE NAPaMETPLI:
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AMNNAHTaTE C KOHHEKTOPHOM YacTbio DF-1/1S-1:
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PekomeHaauny 1 3asBNEHMe NPOUIBOJUTENA — INEKTPOMATHUTHOE M3NYuEHHe
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Cpok cnyw6e: ¢ Batapeen GB 2992
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No. 496

When | asked her, it was declared tiat neither the acting notary himself nor his associated
lawyers have had any prior wNe 1«wmn|In fMs matter as lawyers.

| hereby certify that ’

Mrs. Elena Polikarpcw>, bom on March 1,1964,

with business address V\foerotarirtto”l»e 1.12359 Berlin,
of known identity,

signed before me, acting on b #w i (rf Btotronik SE & Co. KG,
Berlin, 4 July 2018

fareTnotary

JARA\D20\D1667-18.RTF
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AMNOCTWU/b
(Faarckast KoHBeHUMA OT 5 okTsA6ps 1961 roga)

1 CrmpaHa: depepartnBHasa Pecnybnvka MepmaHns

HacTtoswmii odomupanbHbIil AOKYMEHT

2. 6bU1 nognucaH Ap. KoHcTaHTMHOM Tanne
3 BbICTyMaloLyYIM B KayecTBe HoTapuyca B r. bepnvHe
4. CKpernseH nevyarbto/LwTamMmrnom: HoTtapuyca
NMoaTBepseneHo
5 B . bepnnHe 6. para: 09 virons 2018 roga
7. MNpencenarenem OKPY>KHOro cyaa B r. bepnvHe
8. nog Homepom 9101a E-F  6107/18
9. Mevatb/LLTamn 10. Moanwucs:
OT VIMEHN
T
(BEHHWHI)
MpeacenaTenbsCTBYHOLLM CyIbsi OKPY>KHOIO Cyaa
/MeyaTs:

MpefceaaTeNb OKPY>KHOro cyaa B bepnuHe/

AVR 95a

MepeBof, JaHHOrO TeKCTa BbINOMHEH NepeBoAYMKOM PposioBoii MapuHoii MinxaiinoBHoM

[IoAmwnrK
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Pocon/ckan Penepays
['opog Mocksa
CevHaOLIATOrO Vst e ThiCSM BOCEVHAALATOIO Ma

§, MapTbiHOBa HaTarms AHmpeesHa, BpeveHHO UCTIONHSIILaSt 00s13aHHOCTY HOTapyca
ropqoa MockBb! AkuvoBa [eba Egavooata, CBOETENBLCTBYI0 ML/ MHHOCTL MQOrcH
Mepeso-vKa OporoBoi MapyHbl MAXaAoBHb .

[ogrmMcs GoeaHa BMOEM MovCy TCTBAA.

JIMYHOCTL NOATMCABLETO JOKYMEHT YCTaHOREHA.

3apervcTprposaHo BpeecTpe: N 77/0-+H/77-2018-

B3bICKaHO MOCy/4pCTBEHHOM MOWWHLL (D Tapny) - 100py6.
YiriaueHo 3a okasaH/e YOI MPBB0BONO M TEXH/MECKDI XapexTepa. 200py6.

lepboBas neyarb
HoTapuyca r.MockBbl HA. MapTbHOBa
NOANMUCH AknmoBa I.b

MpOLHYPOBAHO, MPOHYMEPOBAHO 11 CKOENEHD e

BPWO HoTapuyca

Pr»>c™m»'kkaa ®e, epauunsa
lopop MockBa
__roja
Sl MapteiHoBa Hatanus AHpeeBHA BPEMEHHO WCMOMHSOW M
ni-AsgHHOCTM HOTapuyca ropoda Mocksbl AkumoBa neba bopucosuya,
CBUAETeNbCTBYK BEPHOCTb KON O

Japerncrpuposato Bpeecrpe; No e Xj ACU"
B3blCKaHO racyAapCTBEHHO NOLWIMHBI (M0 Tapudy):--------

YnnayeHo 3a okasaHue ycnyr npasosoro n
TexXHuU4eckoro xapaKTepa’\

H A MapTtbiHoBa
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