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Intended Medical Use

Intended use

Iforia 3/5/7 is part of a familiy of implantable cardioverter-defibrillators [ICDs). The
primary objective of the therapy is to prevent sudden cardiac death. Furthermore, the
device is capable of treating bradycardia arrhythmias and cardiac resynchronization
therapy with multisite ventricular pacing.

An ICD provides symptomatic therapy with the following objectives:

+ Termination of spontaneous ventricular fibrillation |VF) through shock delivery

+ Termination of spontaneous ventricular tachycardia (VT) through antitachycardia
pacing (ATP); in case of ineffective ATP or hemodynamically not tolerated VT, with
shock delivery

+ Cardiac resynchronization through multisite ventricular pacing Itriple-chamber
devices)

+ Compensation of bradycardia through ventricular [single-chamber devices) or
AV sequential pacing |DX, dual- and triple-chamber devices)

Diagnosis and therapy forms

The device monitors lhe heart rhythm and automatically oetecis and ‘erminaiea
cardiac arrest resulting from ventricular tachyarrhythmia. All major therapeutic
approaches from the field of cardiology and electrophysiology are included. BIOTRONIK
Home Monitoring® enables physicians to perform therapy management at any time.

Required expertise

In addition to having basic medical knowledge, the user must be thoroughly familiar

with the operation and the operation conditions of a device system.

* Only qualified medical specialists having this required special knowledge are
permitted to use implantable devices.

+ If users do not possess this knowledge, they must be trained accordingly.

Indications

Iforia can treat life-threatening ventricular arrhythmias with antitachycardia pacing
and defibrillation.

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



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 land unipolar connections for the
triple-chamber oevice) as welt as for shock delivery are found in the device header. The
Single-chamber and dual-chamber housing serves as a potential antipole during shock delivery or in the case of unipolar

Single-chamber and duai-chamber ICDs are indicated for patients with the following lead configuration.

risk: DF-1/S-1 or DF4/IS-1

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

We recommend observing the indications published by the German Cardiac Society
[Deutsche Gesellschaft fur 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 (AHA), and other national cardiology associations.

+ Sudden cardiac death caused by ventricular arrhythmias

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

+ Sudden cardiac death caused by ventr.cular arrhythmias
+ Congestive heart failure with ventricular asynchrony
Also indicated for primary prophylaxis in congestive heart failure patients is Iforia.

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

RIS lead corection

The device labeling provides information pertaining to possible lead connections

Contraindications depending on the device type and pertaining to connection assignment:

Known contraindications: VR DX DR HF

+ Tachyarrhythmia caused by temporary or reversible irritation, e.g. poisoning, 151

electrolyte imbalance, hypoxia, sepsis or acute myocardial infarction QR L, el ® B gj\ f[JW al |§A' ® LV
. . . ) Qn DF-1 IS-1
Such trequent VT or. VF that the therapies would cause an unacceptably rapid DF | 0 e 5 1 O® a D1 V(v) (s)v %/ Ve 0® A
depletion of the device batteries DF-1 O® IS-1
* VT with few or without clinically relevant symptoms RY RY
* VT or VF treatable by surgery
+ Concomitant diseases that would substantially limit a positive prognosis Connector Lead Configuration Implantation site Device type
« Accelerated intrinsic rhythm port connector
RV DF-1 Shock coil Right ventricle VR. DX, DR. HF
System Overview e DF-1 Shock coil Superior vena cava VR, DX, DR, HF
Device family RA IS-1 Bipolar Atrium DX. DR. HF
The complete Iforia 3/5/7 device family consists of several device types with a IRIV IS-1 Bipolar [Right) ventricle VR.DX.DR.HA
DF-1/IS-1 or DF4/IS-1 connection. ) ) .
Lv 1S-1 Unipolar, bipolar  Left ventricle HF

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

ooury.
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Lead connection DF4/15-1

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

VR 1 OR HF
------ [ mmmmm=n
f N 151 ( ® | IS © © 1s1
RA RA v
O U O
DF4-LLHH OF4-UHH DFZ-LIHH
RV RV RV
Connector Lead Configuration Implantation site  Device type
port connector
RA 151 Bipolar Atrium DR, HF
LV 1S-1 Unipolar, bipolar  Left ventricle HF
RV, SVC DF4 Bipolar and shock Right ventricle VR, DR.HF

Net:. A device's DFAconnector port may only be used for connecting leads with a
DF4 connector that conform to 1SO 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 alead introducer set. Some leads are coated with polyurethane
which is known to increase the sliding properties for tne 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 iPGH) to the device
or by using wandless telemetry in the programmer. BIOTRONIK calls this function
SafeSync®.

en < English
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«Sp-
Programmer
implantation and follow-up are performed with BIOTRONIK's portable programmer;
Software PSW as of version 1206A
There are programmers with integrated or external SafeSync Module for wandless
telemetry.
Leadless ECG, IEGM, 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

VR WI; WIR; VOO, OFF

VR OX VDD; VDDR; VDI; VDIR; WI; WIR; VOO, OFF

DR, HF DDD; DDDR; DDI; DDIR; VDD; VDDR; VDI; VDIR

WI; WIR; AAl; AAIR; VOO, D00; UFF

NBD and NBG codes

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

V' Shock in the ventricle
V  Antitachycardia pacing IATP1 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

D  Pulse inhibition and pulse triggering
R

Rate adaptation



>le-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

VVDDR is the NBG code for the antibradycardia mode of the single-chamber DX devices:
V' Pacing in the ventricle

D  Sensing in the atrium and ventricle

D  Pulse inhibition and pulse triggering

R Rate adaptation

WIR is the NBG code for the antibradycardia pacing modes of the single-chamber
device:,

V' Pacing in the ventricle

M Sensing in the ventricle

| 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 Centervia the cellular phone network.

+ Thereceived data are deciphered and evaluated. Each physician can setthe criteria

for evaluation to be used for each patient and can configure the time of notification
via e-mail, SMS or fax.

+ A clear 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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4 *
Oata 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-l or DF4/IS-1 connection

Not all device types are available in every country:

Iforia 3

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

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

Iforia 5 ProMRI Iforia 7 ProMRI

DF-1 DFA f)F-1 DFA
VR-T 390119 390121 390083 390089
VR-T DX 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

o Sorendnver

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 Il or IlI
[Einthoven).

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

Antitachycardia pacing

* The ICO can trpat ventricular tachycardia with antitachycardia paring (ATpT
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, defibrillation

* 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 coils (SVC/IRV) 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
multisite 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
(ATM) 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



Operating Conditions

Technical manuals - f

Trefdloaing tedhnical menuals provick informrationaloout usage of the cevice
X ttvical nenel fortre chie

— 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 diking shipping and storage

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

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

Delivery in shipment mode

The device s deliverec 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 importation on initial measurement of the pacing
impedance).

Temperature

Extremely low and 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 blister and quality control seal have not been damaged.

Sterile packaging

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 state during
implantation.

Single use only

The device and screwdriver are intended for single use only.
+ Donot 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 aria technological knowledge.

+ ltis impossible to guarantee the efficacy of antitachycardia therapy, even if the
programs have proven successful during tests or subsequent electrophysiotogical
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.



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 (EMI)

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

rhythm or if measurements prevent rale adaptation.

* BIOTRONIK devices have been designed so that their susceptibility to EMI 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.

+ Depending 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 rale is exceeded.

Static magnetic fields

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

en * English
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Possible Risks
Contraindicated procedures

The following procedures are contraindicated as they mav cause harm u tk* ,
damage the device and, as a result, put the system functionality at risk- P °r

[T * «

' H3TM 'he *
+ 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
sue as electrocautery, HF ablation or HF surgery. For example, damaging heat can
resu t during lithotripsy. Influences on the device are not always immediately clear,
risky procedures cannot be avoided, the following should be observed at alt times:
+ Electrically insulate the patient.
Switch off the ICu 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
a ion. Nevertheless, any implanted device may be damaged by external defibrillation.
Specifically, the current induced in the implanted leads may result in necrotic tissue
ormation 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



lHa paluly JIWOLIU M dallillb MUWY| «W» WA UNMEAV, e PHELWRWVE LIl Ma/ bl

BOCMPUHUMAIOTCA KaK CNOHTAHHbIA PUTM UK NPOBEAEHUE U3MEPEHNIA NpensaTCTBYeT

KOPPeKTMPOBKE YacToTbhl.

*  Wmnnantatbl BIOTRONIK paspaboTtaHbl Takum 06pa3om, YTO BO3AE/ACTBNE HA HUX
3/1EKTPOMArHUTHLIX NOMEX ABMAETCA MUHUMASIbHBIM.

+ OpHako 13-3a 60/1bLIOMO KOMMYECTBA TUMOB W Pa3/IMYHOA WHTEHCUBHOCTW EMI
Henb3sa |oBopuTh 06 abconoTHON 6e3onacHocTU. Kak npasuno, cneayer McXoauTb U3
TOr0, 4to EMI He BbI3blBaeT Y NauMeHToB Kakux-nMbo cMMNTOMOB NGO Bbi3biBAET
HECYLLeCTBEHHbIE CUMMTOMbI.

* B 3aBucumoe! n ot TMNA CTUMYNALWN 1 NOMEX UCTOUYHWKA MOMEX MOTYT NPUBECTU K
WHTMBUPOBAHMIO UK 3anycKy UMMYNbCOB, NOBbILIEHUID UMMYNbCHO-00YCNOBEHHON
YacTOTbl CTUMYNALMM UAN ACUHXPOHHON CTUMYNALMM.

+ Tpn HebnaronpuATHbLIX YCNOBUAX, OCOOEHHO B pamkax NpOBeLeHWs TepaneBTuyec-
KMX W LMArHOCTUYECKUX MEPONPUATUIA, UCTOUHUKM NOMEX MOTYT BbICBOOGOXAATH
TaKoe 60/blIOe KO/IMYECTBO 3HEPTUM, YTO 3TO BbI3OBET MOBPEXEHUE TKaHW, OKpYy-
Xalowelh UMNaHTaT Wan AUCTaNbHYI0 YacTb 3MEKTPOAa.

Peakumsa vmnnaHTara npu EMI

B cnyyae 3neKTpOMarHUTHBIX MOMEX UMMNaHTaT NepekIloYaeTcs B aCUHXPOHHYK CTUMY-
NALYO Ha BPEMS NPEBbiLIeHIs LONYCTUMON YacTOThpl MOMEX.

Cramueckvie MarH/tHb e Mo/

MarHuTHbIA faTuuK (repkoH} B UMNIaHTaTe 3aMblkaeTcs NPy MarHWTHOM nose ¢ NaoT-
HOCTbt0 NOTOKA 0T 1,8 MTA. B cnyyae ocnabnieHns MarHUTHbIX Nonei A0 ypoBHa 1mMTn
TePKOH pasmblKaeTcs.
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METOOb|, KOTOPbX C/iedyeETUP aTb

BBy NOTEHLMa/bHOMO Bpeda A1 NauUveHTa Wi UMMNIaHTATa W1 HAPYLLEHUS CBSA3AHHOIA

C 3TUM (DyHKLMOHATbHOI GE30MACHOCTY HEOOXOAMMO M3beraTh CTOMb30BaHs CEmyHo-

LLX METOZOB:

+ TepaneBTUYeCKMii yNbTpa3ByK Bpep NauneHTy Ans naumeHTa u3-3a 13bbiTka
NOCTyn/IEHNA TENa K TKaHAM BO/IM3M CUCTEMBI UMNNAHTATA

o YpeckoxHasa 3/1eKTPOCTUMYNALMUS HEPBOB

+ Tunepbapuyeckas okcureHaums

* Harpy3ka faBneHuem, npesblllatouMM HopMasibHOe

ConpsbreHHbEC VICKOM METOLbI TEpariiv 1 AyarHOCTVIKA
Ecnn 3nekTpuyeckumii TOK B TepaneBTUYECKUX WM ANArHOCTUYECKUX LeNsx nepefaercs
3 BHELLHEr0 UCTOYHMKA Yepes Teno, TC 3T0 MOXET BbI3BaTb NOMeXK B paboTe UMMNaH-
Tara v cTaTb Yrpo3oil Ans nauueHTa.
Mpn Ncnonb3oBaHNU AMaTEPMUYECKUX METOLOB, TaKUX KaK 3/1EKTPOK3yTepu3aLms,
BbICOKOYACTOTHAA abnauns Uan BbICOKOYACTOTHAA XUPYPIUs, BO3MOXHA UHAYKLNS apuT-
MUK UK PUOEPUNNALMN XeNya04YKOB. HanpuMep, npu UCNONbL30BaHUM TepaneBTNYecKo-
r0 y/bTpassyka BO3MOXHO Ype3MepHoe HarpeBaHue. Hanuune BO34eNCTBUS HA UMNAH-
TaT He BCErfa MOXHO YCTaHOBUTL Cpasy.
B Tom cnyuae, eciv NpUMEHEHUs CONPSXXEHHbIX C PUCKOM METOJ0B HeNb3s n3bexartb,
BCerga HeobxoAuMO NpeAnpuHUMaTh cnefyloLime Mepsbl:
o JNEeKTPoM30NALMA NaLmeHTa w
+  OTwoueHne dyHKUmmM feTtekunn UKL, npu atom dyHkumna IKC MoxeT ocTaBaTthes
aKTUBHOW, NpN HEOBXOAMMOCTU OCYLLECTBNAETCSA NEPEBOA (hyHKLMN CTUMYNSTOpa
B ACUHXPOHHbIA peXnm
+ 3anpet Ha pasmelleHne UCTOYHUKOB SHEPriN PsAAOM C CUCTEMOI UMNNaHTaTa
¢+ [lononHUTENbHbIA KOHTPONb Nepudepruyeckoro nynsca naumeHTa
+ HabntogeHue 3a NaLMeHTOM BO BPEMSs KaXA0ro BMeLlaTebcTBa W Nocne Hero



BHewwHsAsa gecmbpunnaums

MMnnaHTaT 3almileH oT BO3LENCTBUSA SHEPTUM, KOTOPYIO 00bIYHO MHAYLMPYET BHELUHSS
peunbpunnaumnsa. Tem He MeHee BHELHAA AenUOpUNNALmMA MOXET HaHECTH yuiepb
N6OMY UMNAaHTaTy B uacTHOCTW, UHAYKLMSA TOKa B UMMIAHTUPOBAHHbIX 3MeKTpojax
MOXeT Ba 3BaTb HEKPO3 Ha yyaCTKe BpacTaHusi, YTo, a CBOK ouepefib, MPUBOANT K N3Me-
HEHWI0 CBOWCTB BOCMPUATUS M NMOPOroB CTUMYNALMM.

+  Knesilmecs anekTpodbl pasMelLalTcs B NepeaHe-3afHeM HanpasieHu Unu BepTy-
KalbHO OTHOCUTE/IbHO NIMHUM COEAMHEHNS UMMIAHTaTa C CepALeM, a Takke Ha
PacCcTOsHMM He MeHee 10 CM OT MMMAAHTATa U MMMIAHTMPOBAHHBIX 3/EKTPO/0B.

JlyyeBas Tepanus

Mcnonb3oBaHus TepaneBTUYecKoro 06/1yyeHns cnefyeT nsberatb no NpuYUHe BO3MOX-
HOrO NOBPEXAEHUS UMNAAHTaTa W HAPYLLEHWUA CBA3AHHON C aTum (DYHKLMOHANBHO
6e30MacHoCTH. B TOM cfiyyae, ecnu AaHHbIA TUN Tepanuu BCE Xe NaaHupyeTcs UCnob-
30BaTb, HEOOXOAMMO NPOBECTU NpeABAPUTE/IbHYIO OLENKy pucka 1 nosb3bl. COBOKYN-
HOCTb BO3JEMCTBYIOWMX (DAKTOPOB, HANPUMEP Pa3/INYHBIX UCTOUYHUKOB M3NYyYeHNs,
MHOroo6pasus UMNAaHTaToB, YC/I0BUIA Tepanuu, He N03BONAET BbpaboTaTb HOPMATHBI,
KOTOpble ra0aHTMpOBau Bbl OTCYTCTBME BO3AENCTBUN HA MMMMAHTAT NpW NPOBEAEHUN
nyyeBoii Tepanun. CtaHaapt EN 45502 Ans akTMBHBIX UMNAAHTUPYEMbIX MeAULMHCKMX
npubopoB npeaycmaTpusaeT cobniofieHne cneaytoLmx Mep B OTHOLIEHUM TepaneBTuyec-
KOTO VIOHW3MPYIOLLEro W3fyyeHns-
+ CobniogaitTe ykazaHus Ans MeTOAO0B Tepanun 1 ANarHOCTUKU, COMPSKEHHbIX

I. PUCKOM.

+  3alWMwaiite UIMNIAHTAT OT BO3AECTBUS UINYUYEHNSIO.

+ Tlocre 061y4YeHns NpoBeAuTe MOBTOPHYIO MPOBEPKY PYHKLMOHANBHONW CNOCOBHOCTY
CUCTEMbl MMNNAHTaTA.

MpumMevaHvie: Mpy ya.nuummn BONPOCOB OTHOCUTENBHO OLIEHKW Oneka W nonb3bl 06pa-
wanrecs B komnanuio BIOTRONIK

MarHWTHO-pe3oHaHCHas ToMorpacus

[na umnnaHtatoB 6e3 mapkupoBkn MPT-coBmecTumoctn ProMRI Heob6xoaumo nsberatb
npoBeAeHUs MarHUTHO-pe3oHaHCcHo! Tomorpatun [MPT) U3-3a XapakTepHOro Hainuus
[N LaHHOTO METOfa BbICOKOYACTOTHBIX NOMER 1 MIOTHOCTU MarHUTHOTO NoToka. 310
MOXET BbI3BaTb NOBPEXAEHME AW paspyLLeHne CUCTeMbl UMNNaHTaTa BCneacTBue
CWIbHOTO MarHWUTHOTO B3aMMOLENCTBUS M HAHECEHUe yliepba naLueHTy B pesynbTate
YpPE3MEpPHOT0 Har PEBaHWSA TKaHeW B 30He CUCTEMbl UMMIaHTaTa.

w * Pyccknii
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MarHuTHo-pe3oHaHcHas TcMOTpamst MOXET ObITb NPOBEAEHA NpW ONpefeneHHbIX YCno-
BMSX B C/ly4ae COBNIOAEHNS NpeanucaHHbIX Mep no 3alluTe nalueHTa U cUcTembl
uvnnaHtara. Umnnaxtatel BIOTRONIK, ocHalleHHble dyHkuueid MPT-COBMECTUMOCTH,
“metoT Mapkuposky ProMRI.
*  PykoBOACTBO K MPT-COBMECTUMOW cucteme nmnniantata ProMRI cogepxut
nofpo6Hyt nHchopmauno o 6esonacHom nposegexnn MPT.
— 3arpysuTe [aHHOe PYKOBOLCTBO Ha Be6-caillTe B 3/NEKTPOHHOM BUfE:
www.biotronik.com/manuals/manualselection
— 3akaxuTe nevyartHyr Bepcuto pykoBoAcTBa B komnaHuu BIOTRONIK.
*  lmeetcq /M paspelleHne Ha ucnonb3osaHue MPT-COBMECTUMBIX UMMIAHTATOB 1A
BalUeil CTpaHbl UK pernoHad 3anpocute akTyasbHyl0 UHDOPMALIMKO B KOMNAH!K
BIOTRONIK.

3 WmnnaHTtayus
MocnenoBaTeNbHOCTb AENCTBUI NPU MMOAAHTaALWK

MoaroToBKa aeTaneli

Heobxoaumbl cnegytowme getanu, cootsetcTaytowme Jupektnse EC 90/385/E3C:

*  MnnaHTaT C 3arnywKoii 1 uKCMpyoWwmm noBopoTHLIM ycTpoiicTBom BIOTRONIK.
o 3Jnektpofbl BIOTRONIK 1 uHTpoastocep

— OfIHOKaMePHbIA MMTaHTAT: GUNONAPHBINA LLOKOBbIA M1EKTPOS
¢ 1vnu 2 WOKOBLIMK CNUpanaMK AN XeNyLouka;
— [ABYXKaMepHbIii UMNNaHTaT: GUNONAPHLIA 3NEKTPOA ANs Npeacepans
1 GUNONSAPHbIN LUOKOBbI 31EKTPOS, A/18 XKenyaouka ¢ 1uan 2 LWOKOoBbIMKM cnmpa-

NAMMK;
— TpexKaMepHblil UMMAAHTaT: AONOAHUTEbHBIA YHUNOASPHBIA UAKN BUNONSPHbINA

3M1EKTPOA A1 IEBOTO XenyAouKa.

+ [lonyckawTcs cnegytowme Tunbl coeguHenunin; DF-1, DF4 v IS-1. ins anekTpogos ¢
APYTMMI pasbemami Un 3MeKTO0A0B ApYruxX NPOU3BOAUTENER UCNONL3YITE TONMBKO
agarTepbl, 0406peHHble komnaHuein BIOTRONIK.

* porpammatop BIOTRONIK [co BCTpoeHHOI# 6ecnooBofHOA TenemeTpueii SafeSync
WK OTAeNbHbIM ModyneM SafeSynci u fonyLueHHble K UCNOMb30BaHuIo kabenu

+  BHeLWHWA MHOrOKaHasbHbIA 3nekTpokapauorpad.

¢ 3arac CTepunbHbIX geTaneil.



In case of contamination during implantation-

Clean lead connectors with a sterile cloth.

Rinse connection only with sterile water.

Overview: Implanting

1
2
3
4
5
6

7
8

Prepare the vein.

Implant the leads, perform the measurements, and fixate the teads.
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
in the prepared device pocket.

Close the device pocket.

Qheck the device with standard tests.

Connecting the device

IE
1
2

tiie tead cormeuors are connected to the pot is tn tne header of the device.

Disconnect stylets and stylet guides.
DF-1/IS-1 connection:

Connect the DF-1 connector for the right-ventricular shock coil to RV.

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

DF4/IS-1 connection:

Connect the DF4 connector to RV

DF-1/IS-1 connection:

Connect the bipolar IS-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 connectorinto the header without twisting or bending the

connector or conductor until the connector tip lon 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 151 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 coils must be greater than 6 cm.

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

Applying the programming head

The programming head IPGH) 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.



NOEWEHEHNE HNNUTBI PAa3bEMOB 3JIEKTPOAOB

Mpu 3arps3HEHUM B XOfE UMNAHTaLNK:

»  OuncTUTE KOHHEKTOP 31EKTPOAA CTEPUNbHON candeTkoi.
+ [pombliBaiiTe rHe3[0 TONbKO CTePUIIbHOW BOAON.

0630p. MnnaHTaLus

1 TloaroToBbTE BEHY.

2 AMNNaHTUPYATE 3NEeKTPO/bl, BLINOMHUTE U3MEPEHUS U 3adhuKeupyiiTe anekTpo-
Jbl.

3 CchopmupyiiTe kapmaH Ans UMMIaHTaTa.

4 TopfcoeuHnTe KOHHEKTOP 3M1EKTPOAA K MMMaaHTa .

5 YcTtaHoBuTE UMNaHTar.

6 MponycTute chUKCUPYIOLLME HUTW Yepe3 OTBEPCTME B KOHHEKTOPHOI YacTh u
3adukcmpyite UMnaaHTaT B NOArOTOB/IEHHOM KapMmaHe.

7 3aKpoiiTe kapmaH Ans MMNAaHTaTa.

8  BbInosHuTe CTaHAapTHbIE NPOBEPKN NMNIaHTaTa.

nO,CI,KJ'I}OLIEHI/Ie MMM1aHTaTa
COOTBETCTBYIOLME KOHHEKTOPbI 3/1EKTPOAA BCTABMANTCA B rHe3ga B KOHHeKTOpHOVI
4acTh nmniaaHtara.

1 Ypanute CTUneTbl U anniukaTopbl CTUIETOB.

2 TopknioueHue ¢ ucnonb3osaHuem 0F-1/1S-1:

+ TMopacoeamnHnTe koHHEKTOpP DF-1 npaBoXesyA04KOBON LIOKOBOW Cnvpanm
K pasbemy RV.

+ ToacoeauHnTe KoHHEKTOpP DF-1 cynpaBeHTPUKYNAPHOIA WOKOBOW cnmpanu
k SVC. /Inbo noakntounTe K BEPXHEN Mool BeHe CyOKyTaHHbIA 3NEKTPOA.

MoakntoyeHne ¢ ucnonb3osaHmem DF4/IS-1
* [logknounte koHHeKTOp DF4 k pasbemy RV.

ro s Pyccknii
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Mogkntoyenune ¢ ucnolllbeannem DF-1/1S-1: -

» TogcoeanHnte 6UNONAPHLIA KOHHEKTOP IS-1 npeacepans k pasbemy RA

+ ToacoeamHuTe GUNONSAPHLIA KOHHeKTOp 1S-1 NpaBoro xenygouka Kk RV. *

+ TloAcoeanHuTe YHUNONAPHBIA UK 6UNONAPHLIA KOHHEKTOP 1S-1 neBoro
Xenygouka K passemy |V,

MoakntoueHne ¢ ucnonb3osaHnem DF4/IS-1

+ TloacoeanHuTe GUNONSPHBLIA KOHHEKTOP IS-1 npeacepans k pasbemy RA.

+ TlofcoeAnHUTE YHUNONSAPHLIA WA GUNONAPHBIA KOHHEKTOP IS-1 neBoro
Xenyfouka K pasoemy LV.

He noBopauuBas v He nepernbas KOHHEKTOP W NPOBOAHMK, BBOAMTE KOHHEKTOP
3/1EKTPOLA B KOHHEKTOPHYIO YacCTb MMMNIAHTaTa o TeX Nop, Noka HakoHeYHUK
KOHHekTopa BF-1 unn mapkuposka MecTa BBoAa kKOHHeKTopa DF4 He nokaxeTcs
C ApYroi CTOPOHbI KOHTAKTHOTO rHe3fa. 3Ta MapkUpoBka MOXeT 0T/IN4YaTbCs

B 3aBMCUMOCTM OT NPOU3BOAMTENA UCMOJb3YEMOTO 3/IEKTPOAA.

bcnn He yAaeTca nerko BCTaBMTb KOHHEKTOP 3/1EKTPOLA B PasbeM:

* 8 KayecTBe CMa3kum MOXHO WCMOMb30BaTh TOJIbKO CTepunbHy0 BoAy.

bC/M KOHHEKTOP He YAaeTcs BBECTH 10 KOHLA, BO3MOXHO, STOMY MellaeT coeau-
HUTENbHBIN BUHT, BBICTYNAOWMI BHYTPb Yepe3 0TBEPCTUE KOHTAKTHOTO rHe3da.
+  BepTuKa/IbHO YCTAHOB/EHHOW OTBEPTKOM MPOTKHUTE CUMMNKOHOBYHO 3arnylLKy
rnocepeAnHe B MECTE PacnonoXeHus Npopesn [0 KOHTaKTa
C COEANHUTENbHBIM BUHTOM.
+  OCTOPOXHO OTBEPHUTE COEAMHUTENbHBIA BUHT, HE BbIBUHUMBAS €10 [0
KOHL@, YToGbl OH MOTOM He MOTHY/ICS MPU BBUHUUBAHNN.

3aBoOpauuBaiiTe CoeANHUTENbHBII BIUHT MO YACOBOIA CTPEsKe, Noka OrpaHnunTENb

KpyTSALLEro MOMEHTa He CpaGoTaeT CO LEMUKOM.

OCTOPOXHO U3BNIEKMTE OTBEPTKY, UTOGLI COEAMHUTENbHBIN BUHT HE MOBEPHY/CA

Hasag,

+  Tpn UCNONbL30BaHUN KOHHEKTOPOB 15-1 C 1BYMS COEAMHUTENBHBIMUA BUHTAMY
3aTsHNTe 06a BUHTA!

+ Tocne U3BEYEHUS OTBEPTKM CUIIMKOHOBAS 3ar/yllka cama HafexHo repMe-
TU3NPYET MECTO NOAKMIYEHUS SMEKTPOA.



BIOTRONIK devices feature several functions to prevent conduction of atrial tachy-

cardia to the ventriclels): i

+ Set mode switching for indicated patients.

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

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

+ Set all parameters so as to prevent constant changing between atrial and
ventncular-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 >25 0.

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 DDI
VCD, VOi VD!
W | 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, 1.5ms
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.

+ Setarightventricular 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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lead disiodgementin 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 servicetime and consumption during a 20-minute
lottow-up corresponds to approximately Jcfeys.

* Do not establish unnecessary RF telemetry.

» After 5 minuteS>without input, SafeSync switches to the economy model

+ Check the battery capacity ofthe device at regular intervals.

Magnet Response

Application of the programming head when ICO therapy is set

If a connected programming head is applied and is communicating with the
programmer and 1CD therapy is permanently set, detection and therapy remain intact
except during the diagnostic tests. If ICD therapy is not set as permanent, no therapy 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.



, 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 countdown 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 Home 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 in-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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Use the following procedure for in-office follow-up:
1 Record and evaluate the ECG.
Interrogate the device.
Evaluate the status and automatically measured follow-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.

© 0 Vv oo o B~ W DN

Print and document follow-up data [print report).

=
o

Finish the follow-up for this patient.

Patient Information

Patient ID card

A patient ID card is included in delivery.

+ Provide the patient with the patient ID.

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

Prohibitory signs

Places with prohibitory signs must be avoided.
I | | + 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 celt 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.



» BOS: Beginning of Service: >70% charge

+  MOSZ1: Middle of Service: 70% t0 40% residual charge

+ MOS 2: Middle of Service: <40% residual charge

* ERI: Elective Replacement Indication, li.e. RRT: Recommended Replacement Time)
+ EOS: 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.

+ The 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 in the device program do not change.

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

W WARNING
Patient at risk of death

If EOS 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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The antibradycardia function remains active in the Wl 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

Explanation and Device Replacement

Bxplaretion

+ 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.

NDOte! 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.

* Insulate 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 exptant with an at least T% sodium hypochlorite solution.
* Rinse off with water.



Bradycardia / CRT
General ICD therapy

Parareter Rarge of values Sach)d VR DXDR HF
IDtrergpy OFF; ON ON x X x X
Programs Display standard program; x x X X

Display safe program; Display
first interrogated program;

Individual 1.2,3
Timing: Besic rate dayfnight and rate hystereses
Parameter Range of values Standard VR DX DR HF
Basic rate 30... (5)... 100... [10)... 160 bpm 40 bpm XX
60 bpm x X
Night rate OFF; 30 ...151 ...100 bpm OFF x x X
Night begins 00:00 ...100:011... 2359 hh:mm  22:00 hhhmm x X X X
Night ends 06:00 hh:mm
Rate hysteresis  OFF;-5...1-5) ...-25 ...1-20) OFF x x X X
... -65 bpm
Scan/repetitve ~ OFF; ON ON X X x X
Timing: AV delay
Parameter Rargeof values Standard MR DX [R HF
AV dynamics Low; Medium; High, Fixed; Low X x X
[Individual)
AV delay (1 or 2) a ter:
- Pacing 15; 40... 151... 350 ms ) X x
en =English 15
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Range ef value»

- Sensing Either automatic: AV delay after M
pacing + sense compensation
Or; 40... [5) ...350 ms
. Atrate 1 150 ...110) ...130 bpm 60 bpm
- At rate 2 AOQ... 110)... 140 bpm 130 bpm
Sense OFF;-5... [561 ...-120 ms -40 ms
compensation
AV hysteresis OFF; Positive; Negative; IRSplus OFF
mode OFF; Positive; Negative OFF
AV hysteresis 70; 110; 150; 200 ms 70 ms
Ipositive)
AV hysteresis 10...[10) ...150ms 50 ms
[negative)
AV scan/epetitive  OFF; ON ON
Ipositive) i
Timng: Post-shock peding
Parameter Range of values Standard
Post-shock OFF; 10's; 30 s, 1 min; 2 min; 10s
duration 5 min; 10 min

Post-shock basic
rate

AV delay post
shock

Ventricular p
shock pacing

30... (5) ...100 ...110) 60 bpm
... 160 bpm

50 ...110)... 350 ms 140 ms
RV; BIV RV

;>..M
X X x
X x
X X
X
X X x
X X X
X X x
VR DX R HF
X X X X
X x X X
X X
X



alanueiu VR OFDR HF  Parameter Rangeofvalues  Standard VR DX DR HF

Upper rate 90 ..,(10)... 160 bpm 130 bpm X X X PVARP AUTO; 175 ..[251 225 ms x X X
Upper rate atrium  OFF; 175; 200; 240 bpm 200 bpm XX - 600 ms
) o Blanking after atrial pacing 50 ...110) ...100 ms 50 ms X X
Timirng Mceswitding LV blanking after RV pacing 80 ms
Parameter Range of values Standard VR DX DR HF RV blanking after LV pacing
Intervention rate OFF; 120... (10)... 200 bpm 160 bpm X X X Far-field protection after Vs OFF; 25... 125) 75 ms X ?2X X
Onset criterion 3..11)... 8 lout of 8) 5 x X X . . - 258
Resolution criterion Far-field protection after Vp  50... (25) ...225 ms 75 ms I X X
Modification of basic OFF; 5... [5) ...30bpm 10 bpm x X X
rate
Mode After mode VDD(R): VDIR) VDI « X X Parameter Range of values Standard VR DX DR HF
After mode DDD(R): DDI(R) ~ DDI X X PMT detection/termination OFF; ON ON X X X
After mode switching - VA criterion 250 ...(10)... 500 ms 350 ms XX X
- Rate OFF; 5... (8 ...50 bpm 10 bpm x X X Timing: Rate adaptation via accelerometer
- Duration 1...ID... 30 min 1min
Parameter Rage ofvalues Standard VR DX DR HF
Timing: Ventricular pacing Maximumsensor 80 ...110) ...160 bpm 160 bpm X X x  x
rate
Parameter Range of values Standard VR DX DR HF . . ,
. ) Sensor gain AUTO; Very low; Low; Medium; Medium X X X X
Permanent RV; BV, LV BiV X High; Very high
Triggering OFF; RVs; RVs+PVC RS X Sensor threshold Very low; Low, Medium; High;  Medium X X X X
LV T-wave protection ~ OFF; ON ON . X Very high
Maximum trigger rate: Rate increase 1; 2; 4; 8 bpm/cyde 2 bpm X XXX
-ODDIR) andVOOIR)  UTR +20; 90 ...(10) UTR +20 X Rate decrease 0.1;0.2; 0.5; 1.0 bpm/cycle 0.5 bpm X X X X
... 160 bpm
- DDIIR). VDIIR) and 90 ...(10) ...160 bpm 130 bpm
WI(R!
Initially paced chamber Rv; LV LV X
W delay after Vp 0...(5)...100 ms Sms X
16
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Pulse amplitude A 0.5..102)..4.0... 1051 25V I X X

Pulse amplitude V/IRY - 6:0: 75V X x x  x

Pulse amplitude LV X

Pulse width A 0.4:05..(0.251.. 15ms 0.4 ms X x Parameter Range of values Standard VR DX DR HF
Pulse width V/RV x X X x Pacing polarity LV LV tip -> LVring; LV-Tip -> RV-Ring X
Pulse width LV 0.4 ms X LVti.p > ering; =

LV ring -> LV tip;

Pacing: Ventricular capture control LV'ring -> RV ring;

The following parameters apply to Iforia 5/7: _ . UNIP

Parameter Rantfe of values Standard VR DX DR HF Sensing polarity LV UNIP; BIPL UNIP "
Ventricular capture control  OFF; ATM; ON ATM XX X X MRI program

Threshold test start 25..(0.5)..50V ATM: 25V x  x x  x Valid for devices with ProMRI:

* ON; 35V Parameter Range of values Standard VR DX DR HF

Minimum amplitude 10..(0.25) .40V 10V X x ox X Mode V0O; OFF OFF < X

Safety margin 1.0; 1.2V 10V x x ox wi V00; DOO: OFF X x

. . Basic rate 70... (10)... 160 bpm 90 bpm X X

The following parameters apply to the Iforia 3: Ventricular pacing  RV: BiV RV .
Parameter Range of values Standard VR DX OR HF

Capture control  OF; ATM ATM X x X X
en =English 17
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Parameter
Interval AT/AF
Interval VT1

Interval VT2

Interval VF

Detection counter VT1
Detection counter VT2

Detection counter VF

Redetection counter VT1
Redetection counter VT2
SMART detection VT1/VT2

SMART detection ON:
- Onset VT1/VT2

- Stability VTINT2
SMART detection OFF:
- Onset VT1INT2

- Stability VTINT2
Sustained VT

Forced termination

Range of values
24-0... 600 ms

OFF;
270 ...110) ...600 ms

OFF,
270 ...110) ...500 ms

OFF;
240 ... [10) ...400 ms

10... [2) ...60
10... 12) .40

6 out of 8; 8 out Of 12;
10 out of 14; 12 out

Of 16;

6 out of 20; 18 out of 24;
20 out of 26; 22 out

of 30; 24 out of 30

10... 12)... 30
OFF; ON

32%
48 %

4. 14)..
8... (4)...

OFF; 4... (4)... 32 %
OFF; 8 ... (4)... 48 ms
OFF; 1; 2; 3; 5: 10; 20;
30 mm

OFF; 1...11) ...10 min

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

Standard
300 ms
OFF

8 out of 12

20
14
ON

20%
12%

20%
24 ms
OFF

1min

VR OX DR HF
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 X
X X X

18

Range of values
Attempts OFF; 1...(1)... to
ATP type for VT1/VT2 Burst; Ramp
ATP type for VF OFF; Burst; Ramp
ATP optimization OFF; ON

Number S| for VT1/VT2 1..1D .. 10
Number Sl forVF

S1 decrement for VT1/VT2
and forVF

Scan decrement
Add. S1 for VT1/VT2

Ventricular pacing
for VTLVT2

Ventricular pacing forVF
R-S1 interval for VT1/VT2  70... |51... 95%
R-S1-Intervall ror VF

5... 15.... 40 ms

OFF; 5... 15 ...40ms
OFF; ON
RV; LV; BiV

Therapy: Shock

Range of values
0, 1268

Parameter

Number of shocks
VTINT2

Number of shocks VF fc n r
1. shock for VTINT2
2. shock for VT1/VT2

3. - nth shock
for VT1/VT2

1. shock forVF
2. shock for VF
3. - nth shock forVF

OFF; 4*40 J; 6*40J

2...12) ..20. .15)... 40 ]
4..12)..20 ..151.. 40
4*40 J; 6*40 J

OFF, 2... 12)... 20... (5)...40 J
OFF; 4... 121 ...20 ...15) ...40 J

Standard
OFF
Burst
Burst
OF

5

8

10 ms

OFF
ON

80%
85%

Standard
8

40J
407
6*40 J

40
40
6*40 J

VR

VR

DX DR HF

X
X
X

X
X
X

>

X X X

X

X
X
X

>

X X X >

>



- Confirmation

- Rdlarity
- Shock waveform

- Sukpeth

Sensing

OFF,ON '

m —

Nomd; Raverse; Alterreiing Normal

Biphasic; Biphasic 2

RV -> ICD+SVC
RV -> ICD
R/> SC

Sensitivity and thresholds

Parameter
Sensing A

Sensing RV
Sensing LV

Upper threshold RV
Upper threshold LV
Upper threshold

duration after detection

Upper threshold
duration after pacing

Lower threshold RV

T-wave suppression
after pacing

Minimum threshold A

Range of values
STD;OFF

STD; TWS; VFS; IND
Std.; OFF; IND

50; 75%

50; 75%

110; 150 ... [50)... 500 ms
VFS: 110 ms

25; 50%
OFF; ON

0.2 .J0.11 ..2.0 mV

Mininumthreshold RV 0,5... 103} ..2.5 mV
Minimumthreshold LV 0.5 ...[0.1!...2.5...[0.5)

en e Fnnlich

. 95.0mvV
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Biesic

RV->
ICD+SVC

Standard
Std.

Std.

Std.

50%

50%

350 ms

400 ms

25%
OFF

0.4 mv
0.8 mvV
1.6 mV

VR DX DR HF
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 X x X
X
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Pwmrcioton’
ForAT/AF OFF; O ff

For iforia ?: Extended ON
For SVT OFF; ON
Periodic When Home Monitoring OFF:
recording OFF; 30... [30] ...180 days
IEGM RA. RV. LV
configuration RA. RV. FF

FF, RV, LV

For Iforia 7 the following can be set:

Parameter

Start resting period

Duration of resting
period

AV delay adjustment
sensing test

Thoracic impedance [Tl]

Range of values
00:00 ...[1:00 AM)

... 23:00 hh:mm
0.5..10.5)... 12h
OFF; 300 ms

OFF, ON

Standard VR DX DR HF
2:00 hhomm  « X X X

4h X X X X
300 ms X X X
OFF X X X X



Parameter
Home Monitoring

Time of transmission

IEGM for:
- therapy episodes
- Monitoring episodes

Sustained atrial episode

Only applies to Iforia 3
Parameter

Cycle duration

ftinTto oflfUltlt]
OFF: ON

STD; 00:00... (01:00)
... 23.00 hh:mm

OFF; ON

OFF; 6; 12; 18 h

Range of values
OFF; 30; 6Q; 90; 120; 180 days

Transtmission on: XX.XX.XUW
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DX
OFF X X
STD X X
ON X X
12 h X
Standard VR DX
30days X X

Follow-up X X
+7 days

x AT
X X
X X
X X
DR HF
X X

Devices with aDF-1/IS-1 header;

Type

VR DF-1
DX, DR DF-1
HF DF-1

Devices with a DF4/IS-1 header:
Type

R DF4
or

OF4
HF DF4

Connector port WxHxDinmm

65x55x 11
65x55x 11
65x 58.5x 11

Connector port WxHxDin mm

65x52x 11
65x 56x 11
65x56x 11

Materials in contact with body tissue

* Housing; Titanium
* Header: Epoxy resin

+ Blind plug and silicone plug: Silopren or silastic

DF4 seal: Silastic

NT

Electrical Characteristics

Standards

Volume cm3
33
33
34

Volume cm3
K1l
32
33

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

Measuring conditions

Massg
80
81
83

Massg
80
82
82

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

+ Pacing/sensing: 500 0 + 1%
* Shock: 50 Q £1%



ToUnittrytfota

* Nominal carrier frequency: 603.6 MHz

+ Maximum power of transmission- <25 pW [-16 dBm)
Pulse waveform

The pacing pulse has the following form:

Il The pulse amplitude reaches its maximum value at Measurement of actual values and test signal wave shape: standard triangle. For the
the beginning of the pulse |Ual. With increasing device type DX, the programmed atrial sensitivity is intensified by a factor of 6.
UM pacing duration (th), the pulse amplitude is reduced Sensitivity Value Tolerance Measured value
dependent on the pacing impedance. A: positive 0.2 mV 02..05 0.26 mV
A: negative 0.26 mV
%Simmirterrem ‘ . . DX; A: positive 02mv 0.2 ...0.52 0.05 mv
" Tequiements at met s long a5 atial senstiy s se 10 20 my acony seings) DA et L
orvalues r 10 mV Measures must b? taken to assure interference-free therapy if RV: positive 05 mv G.3..07 0.68 mv
more sensitive values are set. RV: negative 0.60 mV
+ Note on device type HF: In the case of unipolar sensing, the requirement for inter- LV: positive 0.5 mvV 0.3..07 0.68 mV
ference voltages o f« 0.3 mV [peak to peak) is met. L\ negative 0.56 mV
Common mode rejection ratio
Rate Common mode rejection ratio Shock energy/peak voltage
Atrium: Atrium: V right: Vleft: With shock path: RVto housing +SvC
DX* DR, HF VR, DR, HF HF Shock energy Tolerance peak Measured value Measured value
16.6 Hz 58 dB 53 dB 66 dB 66 dB (Tolerance) voltage Shock energy ~ Peak voltage
50 Hz 55 dB 55 dB 66 0B 66 dB 13(0.7... 118 %0..120V 086 100V
60 Hz 56 dB 56 dB 66 dB 68 dB 20J (16.9 ...20.9) 660 ...680 v 18117 669 V
“Only devices with a DF-1/IS-1 connection. 60 (338 ..61.6) 620 ..690V 369 oorv

en * Enalish 21
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Mfcnufacturtr QREATBATCH lie
‘1 th s 01796 Pirna,rmany

Battery type GB 2992 LiS 3410 RA/RR
Battery ID number shown on the 3 4

programmer

Device type VR. [DX), DR. HF

Battery voltage at ERI 25V 285V

Charge time at BOS 8s 8s

Charge time at ERI 10s 10s

Iforia 3/5:1390 mAh 1390 mAh
Iforia 7:1600 mAh

Usable capacity until EOS 1730 mAh 1520 mAh

Usable capacity until ERI

Storage period

The storage period affects the battery service time.

+ Devices should be implanted within 19 months between the manufacturing date
and the use by date (indicated on the package).

+ Ifthe 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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«— Pulse width: 0.4 ms
— Pacing impedance.- 500 fi

— Basic rate: 60bpm

— Home Monitoring: ON, 1device message each day and 121E6M 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:
Sendee time [in years) x number of shocks per year

[foria 3/5 VR-T

Pacing
0%
15%

50%
100%

Iforia 5VR-TDX

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

Pacing

0%
15% i
50%
100%

Service time tin years] at number of shocks per year

4
10.42
10.14
9.55
8.81

8

8.39
8.20
781
7.31

12

7.01
6.89
6.60
6.24

16

6.03
5.93
5.72
5.45

20

5.28
521
5.05
4.83

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

4
9.48
9.24
8.75
8.12

ol

1.76
7.61
7.26
6.83

12

6.57
6.46
6.21
5.89

16

5.70
561
542
5.17

20

5.03
4.96
481
4.62



[foria 3/5 HF-T

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

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

Facing 4
0% 8.78
15% 8.21
50% 7.14
100% 6.01
Iforia 7 VR-T

8

7.29
6.89
6.12
5.27

Service times with GB 2992 battery:
Service time [in years] at number of shocks per year

Pacing 4

0% 11.78
15% 11.48
50% 10.81
100% 9.99
en « English

8

9.52
9.32
8.87
8.31
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12

6.23
5.94
5.35
4.69

12

7.98
7.84
7.52
711

16

5.44
521
4.76
4.23

16

6.87
6.76
6.53
6.21

20

4.82
4.65
4.28
3.85

20

6.03
5.95
5.76
5.52

23

lforia7 DR-T

Service times with GB 2992 battery:
Service time [in years] at number of shocks per year

Pacing
0%
15%
50%
100%

Iforia 7 HF-T

4
10.73
10.22
9.20
8.05

8

8.82
8.47
7.76 1
6.92

Service times with GB 2992 battery:
Service time [inyears] at number of shocks per year

Pacing

0%
15%
50%
100%

4
9.96
9.33
8.12
6.85

8

8.29
7.85
6.97
6.01

12

7.48
7.23
6.70
6.07

12

7.10
6.77
6.f
5.36

16

6.50
6.31
5.90
5.40

16

6.20
5.95
543
4.83

20

5.74
5.59
5.27
4.87

20

551
531
4.89
4.40
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1 OnwucaHune nspgennsa
MegunumnHcKoe npegHasHavyeHune

MpsAvioe NpeaHasHaYeHve

Iforia 3/5/7 BXOAMT B CEMENCTBO MMNNAHTUPYEMbIX KapANOBEPTEPOB-AEePUOPUNNATOPOB
[VIKZ). MepBuyHOi Lenbio Tepanui ABASETCS NPeAoTBPaLLEHNe BHE3ANHON 0CTaHOBKM
cepaLa. Kpome T0ro, BO3MOXHO NeyeHne 6pagukapanyeckux HapylueHuii cepaeyHoro
puTMa 1 CepAeYHON HeLOCTaTOYHOCTU MyTEM MYNbTU(OKANLHON XeNyL0UYKOBOA CTUMY-
ngumum.

WmnnanTauna VK[ npescTaBnseT co6oii CUMNTOMATUYECKYH Tepanuo, NpecneaytoLLyto

yKasaHHble ganee Lenu:

+ TpekpalleHne CNOHTaHHOI (mbpunnsLn xenygoukos (®X) ¢ nomMoLLbio HaHece-
HUS LLIOKa

+ TlpekpalleHne COHTAHHOM XenyL04koBOI Taxukapaun [XXT) ¢ NOMOLLbK aHTUTaXK-
kapauueckoit ctumynsaumun [ATC]; B cnyyae HeathekTusHocT ATC unm remofyHa-
MUYeCKkU HenepeHocuMoid XT HaAHOCUTCS LLOK

+  PecuHxpoHu3upylowwas Tepanus cepaua ¢ noMoLLbio MyNnbTU(OKaIbHO Xenya04ko-
BOIi CTUMYNALNN [TPEXKaMEpPHbIE UMMaHTATbI)

+  Tepanus 6pagukapiuy ¢ NOMOLLbH XeNyL04KOBOI (O4HOKAMEPHbIE UMMNAHTATbI)
unn AB-CUHXPOHM3NPOBaHHON CcTUMynaummu [DX, ABYX- 1 TPEXKAMEpPHbIe
UMNNaHTaTbI)

®opMbI AMarHOCTMKL NTepanum

MMnnaHTar ocyLwecTBAET KOHTPO/Ib CEPAEYHOTO PUTMA, NOSTOMY OH aBTOMAaTUYECKN

pacno3HaeT OCTAHOBKY CEPALA 13-3a Xe/yL04KOBON TaxuapuTMun 1 BOCCTAHABIMBAET

paboTy cepALa. Bce cyliecTBeHHble OCHOBAHWA AN NPOBEAEHUS KapANonoruieckon

1 31eKTPOhM3MON0rNYECKON Tepanuy UMeKTCs B Hanuuuu. JomawHnii MOHUTOPUHT

BIOTRONIK® no3BonsieT Bpayam OCYLIECTBASATb KPYrNOCYTOUHbIA KOHTPO/b 3@ NPOBOAM-

MOVl Tepanueil.

Mpeanonaraevis ie MEOJECCVIOHa BHL B 3HaHS

MoMuMO MeLULMHCKOro 06pa3oBaHns, He06X0AMMO NOHUMATL NPUHLMNBLI PYHKLMOHK-

pOBaHUSA 1 YCNOBUA NPUMEHEHNS CUCTEM UMM/IAHTATOB.

*  ToNbKO MeANLMHCKOMY NEPCoHasTy, BIaEoWemMy JaHHbIMW 3HAHUAMK, paspeLlaet-
CA 1CMOJb30BaTb UMMNIAHTATBI M0 UX NPAMOMY Ha3HAYEHMIO.

+  ECnu Takue 3HaHus OTCYTCTBYIOT, HE06XOA4MMO NPOBECTU 0BYUYEHWe NoNb30BaTENEN.

440244—)



| apuTMum
cnom clnamynHymuun* aecdmbpunnaumii.

- TEXHOMOrMM andhdpepeHT
anbHOM ANarHoCTUKN, nokasaHus u pekomergauun ang UKA-tepanun. OpueHTUpOM
MOTYT CNYXMTb AEACTBYIOLLME MOMOXEHNS KAPAMOMOTMYECKINX OBLLECTB.

Ml pekome C/1ef0BaTh MOKA3aHMAM, OMy6/MKOBaHHBIM [EPMAHCKM Hay4HbIM
06LUEeCTBOM KapAMonorun u uccnefoBaHuii cepaeyHo-cocyancToii cuctemsl (DGK) u
EBponeiickum kapamonoruyeckum obectsom [ESC). A Takke nokasaHusim, ony6amnko-
BaHHbIM O6LLEeCTBOM cepAeyHoro putMa IHRS), AMepUKaHCKUM KapAuonornyeckum
konnemxem |ACC|. AMepuKaHCKoii accoumauyeii cepaeyHbix 3ab6onesanii (AHAI a
TakKe ApYriMM HauMOHANbHBIMU KapAnoaornyeckumm o6LiecTBamm.

OpawmepHble K AByxkamepHble mogenn VKA

OpgHo- u gByxkamepHble VK[ nokasaHbl Ang nauueHToB, 418 KOTOPbIX CYLecTByeT
cnepytouias yrposa.

+ BHesanHas OCTaHOBKa CepALa M3-3a XenyL04K0oBOW apuTMum

TpexkamepHble UMMN/IaHTaTbI

TpexkamepHble VK[ nokasaHbl A1 NALMEHTOB, A8 KOTOPbIX CYLLECTBYIOT CedytoLine
Yrposbil:

+ BHe3anHas 0CTaHOBKA CEPAL3 W3-3a XEeyL0UYKOBOW apuTMuu

+ CeppeyHast HeOCTATOYHOCTb C AUCCUHXPOHWEN XEenyL0UKOB

Tawke WK[ Iforia nokasaHbl 41 NEPBUYHON NPOUNAKTIKN Y NALUMEHTOB C 3aCTOIHOIA
CepAeyYHOi HeJoCTaTOUHOCTLIO.

MpoTvBOMNOKa3aHMA

3BecTHA? NpOTUBONOKA3aHMUA:

+  TaxuapuTMuy, Bbi3BaHHas BPEMEHHLIMM UM 0GPATUMBIMI HAPYLIEHNAMM, TaKAMU
Kak MHTOKCUKALMW, 3NEeKTPONUTHBIA AncbanaHc, rmnoKkcun, Cencuc, ocTpblid MHAapKT
MuoKapaa

* HacTonbko yacTtble XT nan ©X, uto B X04e Tepanuu 6atapes nMniaHTata byget
C/NLLKOM BbICTPO Pa3psxaTbest

+  XT CCUMNTOMATUKOIA, HE MMEIOLLEI CYLLECTBEHHOIO K/IMHMYECKOTO 3HAYEHMS
o KT unu ©X, NpUuMHy KOTOPOA MOXHO YCTPaHUTL XUPYPrUYecKUM myTem

+ ConytcTBytolne 3a60/1€BaHNS, 3HAYUTE/BHO OFPaHNYMBAIOLLNE NPOTHO3
*  YCKOpPEHHbI# CNOHTaHHbIA pu' M
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CavieicTBO VIMIVIBHTATOB

MonHoe cemeicTao Iforia 3/5/7 BKMOYAET UMNNAHTATBI HECKOMbKNX TUMOB: C KOHHEKTO-
pom DF-1/IS-1 nnun DF4/IS-1

OpHokamepHble uMnnaHTatbl; VR-T 1 VR-T DX {T0MbkO MMNAAHTaTbl C KOHHEKTOPOM
DF-1/IS-1): aByxkamepHble umnnaHTatbl: DR-T; TpexkamepHble umnnaqTatsl: HF-T. He B
Kaxoii cTpaHe JOCTYNHbI BCE TWMbI UMNNAHTATOB.

Kopnyc UMniaHTata BbINOSHEH U3 6MONMOrMYECKM COBMECTUMOTO TUTaHA W 3aBapeH
CHAOYXM, TO ECTb FepMEeTUUYEH. INMNCONfanbHasn qopma 06neryaeT UMNAHTALMIO &
06/1aCTb FPYAHOI MbILLLbI. B KOHHEKTOPHEl Yarn UMNNaHTaTa HaxoAsTcs pasbeMbl Anst
BUNONAPHOI CTUMYNALM, ONPEeAENeHns YyBCTBUTENLHOCTY [B TPEX<IUEPHb;X UMM/IaH-
TaTax Takke YHUNoNspHas KoHurypauus) v nogaun wwoka. Mpu nogaye Lwoka wuim
YHUMONSPHOI KOHGOMIYpaLWN 31EKTPO0B KOPMYC CITYMUAT B KAYECTBE MOTEHLMA/BHONO
MPOTMBOMOIOXHOTO MOI0Ca.

DF-1/IS-1 nnvn DF4/IS-1

BIOTRONIK npegnaraet WK/ ¢ KOHHEKTOPHbIMU YacTAMU 40151 CTaHAAPTHBIX Pa3beMoB
3N1eKTPOA0B pasNnyHbiX TMNoB: DF-1/1S-1 1 OF4/IS-1.

Mpyviedarie: VKA Mogenn DX noafepxuBatoT coeauHeHie Tonbko no Df* 1/iS-1cran-
Aapty.

Pasbem anektpoga DF-1/15-1

MapK/pOBKa Ha KT 1D MMITaHTaTE COAEPXUT MHIHOPMALI0 O pasbemax 1 uX Pacrio-
NOXEHUN B KOHBEKTOPHOI YaCTV &3aBMCMMOCTY OT TUMa UMIIaHTATA.

VR ox DR HF
Ric Ig\F/(: C\,r\ yp SA %E/C (\5))'\' up i lEA ® 1 LV
pE1 o ® DM ) ® s nr1 (5 s RFT O® i1

w W RV RV w W RV

RV R RV
OF-1 O® 151
RV

RV



wou o KoHdhurypaumit

EKTPOIA - £ o
RV (X) DF-1 LlokoBas cnupans MMpasblii xenygouek  VR,DX. OR, HF
Sve OF-1 LlokoBas cnupans Bepxwiia nagas Beva VR, DX. DR. HF
RA (M| 1S-1 BunonspHas Mpeacepane DX, OR, HF
i IS-1 BunonsapHas (Mpasblif) xenygouek VR, DX, OR, HF
Wax) 1s1 YHUnonsipHas, NeBblit Xenygouek HF
6unonspHas

Pasbem anektpoga DF4/IS-1

MapKupoBKa Ha KaXgoM MMNJaHTaTe COAEPXUT MHOPMALMIO O pasbeMax U UX pacno-
NOXEHUM B KOHHEKTOPYOW YacT B 3aBUCUMOCTYW OT _WNna UMNaHTaTa.

Pasbem KoHHek-  KoHdmrypauus MecTo uMniaHTa-  TWM UMMaHTaTa
TOP 3NeKT- Luu
poza
RAiInni 1S-1 BunonsipHas Mpeacepane DR.HF
LV (nK)  IS1 YHUnonsipHas, Nesbilt xenygouek  HF
6unonsapHas
Rv, SVC DF4

BunonspHas u Mpa.blil Xenyao-
LiokoBas yek

VR, DR, HF

" K KOHHekTopy DF4 umnnaHTaTa paspellaeTca NoAKMHYaTh TObKO 31ek-
TPOAbl, COOTBETCTBYIOWME cTaHAapTy ISO 27186 u ocHalleHHble pa3bemom DF4,

ru ¢ Pycckuii
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AnekTpoabl nponssogctea BIO'tRONIK nokpbITbl 060104K0I 13 6MONOTMYECKM COBMEC-
TUMOro CUIUKOHA. OHU NIETKO NepesBuralTcs, COXPaHsioT CTabuNbHOCTb B TEUEHNe
ANNTENbHOTO0 BPEMEHU W NOAXOAAT 4711 aKTUBHOI MW NaccuBHOI dukcaumn. MMnnaHTa-
LS TaKNX 3/1EKTPOAOB OCYLLECTBMACTCA C NOMOLLbIO MHTPOAbIOCEPa. HEKOTOpbIe 31eKT-
POLbI MOKPbITHI NMO/IMYPETAHOM L1 JTYULIEro CKoMbXeHusa. CTeponiHble 3NeKTPoAb
YMEHbLLAIOT BOCMANUTE NbHbIE NpoLecchl. PpakTanbHble MOAEN 3/1EKTPOAOB NO3BONAIOT
CHU3UTL nopor ctumynauyuu. Komnanua BIOTRONIK npefnaraet agantepbl 418 NOAKNI0-
YEHUS YXKEe UMNNAHTUPOBAHHBIX 3/1EKTPOAOB K HOBbIM UMMIaHTATaM.

Mocne MHULMaNnU3auumu TenemMeTpuyeckas KOMMyHUKaLMS Mexay UMMIaHTaToM M
NpOrpamMmMaTopoM MOXET OCYLLECTBAATLCS kak NOCPeLCTBOM NpUKNadbiBaAHWUA O/10BKY
nporpammatopa (aHrn. PGH. programming head!, Tak 1 ¢ nomoLLbo 6ecnpoBogHoOi
TenemeTpun [pagmoyactoTHoit TenemeTpun); y nsgenuii BIOTRONIK ata dhyHKUMA HoCUT
HasBaHue SafeSync®.

[Mporpammarop

MmnnaHTaums u nocnegyiollee 06CyXMBaHWe OCYLLECTBAAKTCSA C MCNONb30BAHNEM
nopTaTueHoro nporpammatopa BIOTRONIK: nporpammHoe obecneyeHne ans nporpam-
maropa PSW, HaunHas ¢ Bepcun 1204.A.

CylLiee rBytOT MPOrpaMMaTopb! CO BCTPOEHHBIM W BHELLHAM MOZyrem SafeSync ans
6ecnpoBoAHOI TenemeTpum.

Ha uBeTHOM Aucnnee ofHoBpeMeHHO oTobpaxatotes K fanbHer nons, BHyTpucep-
[leyHasn anekTporpamMmma, MapkepHblii K3Han 1 dyHKLmuu.

C nomoLLbo nporpammatopa MoryT 6b1T0 ycTaHOBAEHbI NOPOr CTUMYNALWW U NpoBeae-
Hbl BCE TECTbl BO BPEMS /IMYHOTO OCMOTPA; KpOMe 3TOro, MOCTOSHHAA NporpamMma MoXeT
ObITb U3MEHEHa W 0TNpaBfieHa Ha UMNNaHTaT.

Kpome Toro, nporpamMmaTtop CyXuT Ans HAaCTPOWKM pexuma 1 COYeTaHWin napameTpos, a
TaKKe ANs 3anpoca AaHHbIX U3 NaMATh UMNNaHTaTa U UX COXpaHeHus.

Pexium

Tun mnnadTaTa Pexum
VR W I; WIR; VOO; BbIK/I.
VROX VDD: VDOR; VDI; VDIR; W I; WIR; VOQ; BbIK/1.

DR, HF ODD; DDDR; DDI; DDIR; VOD; VDDR,; VDI; VDIR
WI: WIR: AAI; MIR; VOO, OOQ BbIK/.



>Kopn N8O agnsa aHTMTaxﬁKap,ﬂ,queCKor"pexLua OLHO-, ABYX- NN eXKaMepiiblx
VIM/IAHTATOB.

VoK B xenyfouke
V' AHTUTaxXukapguyeckan ctumynsums (ATC) xenygouka

E JeTekuus Ha ocHoBaHun aHanusa B3rM

DDDR - koA N8G ans aHTMbpaamkap4nyeckoro pexuma AByxkaMepHOro MMniaHTara.
D Crumynsuns npeacepauii v xenyaouka

D  Onpepenenve uyBCTBUTENLHOCTI B MPEACEPANN 1 KENY0UKE

D WHrMbupoBaHue UMNYNbLCOB M MMNY/bCHBIA 3anyck

R YacToTHaa agantauus

DDDRV - ko4 NBG fns aHTMbpagukapAMHECKOro pexuma TpexkaMmepHoro uMnaaHTara.

D  Crumynsaums npeacepaus v xenyaouka

OnpegeneHne YyBCTBUTENBHOCTU B NPEACEPAUN W XENYLouKe
WNHrm6upoBaHue NMNynLCoB U UMAYNbCHBIN 3amyck
YacToTHas agantauus

< W U O

MynbTUchoKaibHas CTUMYNALMS 060NX XEeNyA0UYKOB

VDDR - kof NBG fns aHTMbpagnkapLMHeCcKoro pexuma ofHOKaMepHOro uMnaaHTara
TMna DX

V' Crumynaums xenygouka
Onpefenexie YyBCTBUTENBHOCTU B MPEACEPAUN W Kenyaouke

0
0 WHrnbuposaHue UMNybCOB 1 UMMYNbCHBINA 3anycK
R YacTtoTHada agantaums
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NUMLUHTATA,

V. CTumynsums xenygouka

V' Onpegaenenue Y4yBCTBUTENBHOCTMU B Xeny0uke
1 WHrMbupoBaHue UMNYNbCOB B XENyAouke

R YacrotHas agantauus

Jomawnnii MonutopuHr BIOTRONIK®

BIOTRONIK npegocTaBnsieT He TOMbKO CPeAcTBa Ana sthPEKTUBHONA CTUMYNSALMOHHCI

Tepanuu, HO 1 NOMHbLIA Habop NHCTPYMEHTOB ANS ee HACTPOIikK,

+  [pu ncnonb3oBaHuu yHKLuMNM JomallHero MOHUTOPUHIa AuarHoctTuyeckas u Tepa-
neBTMYECKan WHGOPMaLKA, a Takke TEXHUYECKME XapakTepucTUK/ UMNAaHTaTa
aBTOMAaTUYecky OTNPaBASIOTCS Ha CTALMOHAPHDBIA UKW MOBUABHBIA TPAHCMUTTEp MO
6ecnpoBO4HON CBA3M |C MOMOLLbI0 aHTEHHbI B KOHHEKTOPHOIA YacT UMnaaHTara).
TpaHCMUTTEp OTNpaBAseT 3Ty MHGOPMALMIO B 3aInpoBaHHOM Buge B CepBUCHBI
Llentp komnanun BIOTRONIK yepe3 ceTb COTOBOIA CBS3M.

+ TlonyyeHHble faHHble AEKOAMPYIOTCS W OLEeHMBAOTCA. Kakabll Bpay MOXET ycTaHo-
BUTb 415 NaLMeHTa UHAUBUAYANbHbIE KPUTEPUN OLIEHKN 3TUX AaHHbIX, a Takke
BpeMs N/71aHOBOI Nepefayn faHHbIX W WX NOTy4eHUst Bpauom nocpescteom CMC, nc
3M1EKTPOHHO NouTe UAK No gakcy.

+  PesynbTaThl JaHHOTO aHaAM3a HarnsAHO 0TOBpaXaKTCs AN nevalyux Bpayei Ha
3aluLLeHHoit nHTepHeT-nnatgopme HMSC {CepaucHblii LieHTp lomaliHero MoHm-
TOpWHra, aHrn. Home Monitoring Service Center!.

+ Tepefaya AaHHbIX U3 NaMATX UMMAAHTaTA OCYLLECTBAAETCA B eXEeLHEBHOM CoobLie-
HWAW UMNAaHTaTa.

+  Co06LUeHMs MMNNaHTaTa, ykasbiBalolye Ha 0cobble COBLITUS a cepaLe WM B CaMoM
UMNiaHTaTe, cpasy xe nepejarwTtcs ganee.

+ TMporpammartop no3Bo/SieT B 11060/ MOMEHT 3aNpoCHTb TECTOBOE COOGLLEHNE
UMMNaHTaTa A1s KOHTpOoNs (yHKumu [lomaluHeto MOHUTOPKHTA B peasibHOM BpeMe-
HU.



Homepa ana 3akasa VK] Iforia ¢ DF-1/1S-1 wnn DF4/IS-1 pa3bemamut

He B Ka)K,Cl'OVI CTpaHe A0CTYnHbl BCE TUMbl UMNAHTATOB.

Iforia 3

DF-1
VR-T 383586
DR-T 383570
HF-T 383554

DF4

383588
383572
383556

Homepa gnsa 3akaza MK/ Iforia ProMRI ¢ DF-1/IS-1 wim DF4/IS-1 pazbemamu

He B Ka)K,Cl'OIZ CTpaHe AOCTYMHbl BCE TUMbl UMNNAHTATOB.

Iforia 5 ProMRI
DF-1
VR-T 390119
VR-T DX 390123
DR-T 390115
HF-T 390111
KOMIuiekT nocrask/

CoaepXnumoe 3aBOACKON yNakoBKu:

DF4

390121
390117
390113

* UWmnnauTat B CTepVII'IbHOI7I ynakoBKe

* Hakneiika C cepuiiHbIM HOMEpPOM

* [lacnopt nauyueHta ¢ UK[
+ TapaHTuiiHas Gpolutopa

Iforia 7 ProMRI

DF-1 DF4
390083 390089
390095 —

390069 390075
390056 390062

MpriviedaHVie: TexHUYECKoe PyKOBOACTBO K MMMTAHTATY BIOXEHO B 3aBOACKYI0 yNaKoB-
Ky B MeyaTHoii hopme Uan JOCTYMHO B SNEKTPOHHOM Bufe B WHTEpHeTe.

B CTepI/II'IbHOI7I ynakoBKe HaxogAaTca

*  WmnnaHTar, 3arnywka Ha DF-1 pasbem (eciv oH umeeTcs!, 3arnywka Ha IS-1 pasbem

ANs TpexkamepHbIX YCTPOACTB

+  OukcupytoLlee NOBOPOTHOE YCTPOIACTBO (OTBEPTKA)

ru « Pycckui
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OYHKUMKN Tepanmumn v AUarHoCTUKN
DyHKLYIN OVIBrHOCTVKA

3anucblBatTCA AaHHble UMMAaHTaumuu, NocnefHX onpocoB U OCMOTPOB, a Takke
3M1304bl apUTMUK; OHWU COXPAHAOTCA B NamMATW BMECTe C ApYruMU JaHHLIMU U Aa0T
BO3MOXHOCTb NPOaHaIN3MPOBaTh COCTOSIHME NaLUyeHTa U UMNIaHTaTa B itoboe
Bpems.

[insi KOHTPONs paboTOCNOCOBHOCTI 3NEKTPOAOB MMMEAAHC 3NEKTPOLOB B MMN/aHTa-
Te N3MepseTcs aBTOMATUYECKN C NOMOLLbI0 UMMY/IbCOB HUXKE 3afjaHHOro nopora.
OyHKUMM 6ecnpoBogHoii AKT; y uMnaaHTaToB 1060ro TMNa MOXHO M3MEpPUTL OTBE-
[leHne 0TaNeHHbIX NOTEHUNaNoB 6e3 BHELLHNX 3/1EKTPOLOB MEXAY NpaBOoXesyaou-
KOBOW MCTaNbHOIA LIOKOBOIA CMIMPAsbI0 M KOPMYCOM, Y4TO — B 3@BUCMMOCTM OT MecTa
uvnnanTayun — B IKI cooteetcTyeT oTBegeHuto Il nan Il no SiAHTXOBEHY.

Mpn NPoOBEAEHNN NIMYHBIX OCMOTPOB NMOC/IE YCTAHOB/IEHUS TENEMETPUYECKON CBA3N
BO BpeMs TeCTMpoBaHus npubop nokasbiBaeTt 6ecnpoBogHyto KM 1 BArM

C Mapkepamu.

AHTUTaxXuKapauyeckas crumynauus (ATC)

WKL, MOXeT 0CyLLeCTBAATL IeYeHNe XenyL04KOBON Taxmkapanyu nocpeacTBOM aHTH-
Taxukapguueckoii ctumynsaymm (ATC). faxe B 30He ®XK MOXHO UCMO/b30BaTb OAHO-
kpaTHyto ATC, ecnu Kputepuit CTabunbHOCTM BbINOSIHEH 0 NOAAYM LUoka (MOHOMOP-
(hHasA BbicTpast XKT).

B 3aBMCMMOCTM OT TWNa UMN/IAHTATa €10 NPorpamMmma BKIoYaeT He TOMbKO (hyHKLMK
WKL, Ho 1 Bce dhyHKumn IKC anst 1,2 nam 3 kamep. CepfieuHbIil pUTM HEMpepbIBHO
KOHTpO/IMpyeTCs, Ntobas apuTMm1s KnaccuuLmpyeTcsl B COOTBETCTBUM C YaCTOTO
CEpAEYHbIX COKpALLEHUI W perynupyemMbIMi KpUTepUAMI geTekuun. B 3aBucumocTy
0T NpefBapuTeNbHO YCTAHOB/EHHBIX 3HAYEHWIA OCYLLECTBNAETCSA MHIMOUPOBAHNE U
npoBefeHne Kak aHTMbpaankapanyeckoi, Tak U 3HTUTAXMKapANYECKOii Tepanuu.

Kapayosepors, pedvopurvsiLys

WKL MoxeT 6bITb UCNOMb30BaH 415 NeYEHUs XENYA0UYKOBOI TaxnaputmMium

C NOMOLLbI KapAnoBepcun umaun gedmbpunnsauun. NMonspHOCTb U AHEPTMIO LKA
MOXHO HacTpauBaTb VHANBMAYA/IbHO; BO3MOXHO YCTAHOBUTL 3HEPTUIO LLIOKA OT

2.0 1o 40 Ax. Mepepg nogaven woka VKL MoxeT 3anpocuTb NOATBEPXAEHME
[/MTENbHOCTY TaxMapuTMnK, B 3TOT NEPUOZ UMMIAHTAT MOXET MAEHTU(ULMPOBATL
CMOHTaHHOE KynupoBaHWe TaxuaputMium U Npu Heo6Xo4MMOCTI NpepBaTh NpoLecc
3apsaKu.

MOXHO TaKkke HaCTPOWUTb HAMpaB/IEHNs LLOKA MEXAY Pa3/IMYHbIMU LLIOKOBbIMM
cnupanamu (BNB/MX) uimau kopnycom.



|- Tepeamebl, aBTOMATUYECKME (hyHKLMKU CeHCopa
W HOYHOIA PeXMM MOAAEPXMBAIOT CMOHTAHHBI PUTM cepaLa nauneHTa, npesoTepa-
AT NOAABNAIOLLYI CTUMYNALMI0 U 06MeryalT afantauuio uMniaHTara
K MHAVBWAYaIbHbIM NOTPE6GHOCTAM naupeHTa.
YcTaHoBKa BepxHell YacToTbl OTCIEXMBAHWA YaCcTOTbI NpeAcepanit npefoTspallaeT
Hecnewuuuyeckyo npeacepaHyo CTUMYNALMIO, YMeHbLIAs Takum 06pa3oM onac-
HOCTb BO3HUKHOBEHUS NENCMEKEPHOI Taxmkapauu.
MonoxutenbHble diyHKUMM AV-ructepesnca nofAepxnBatoT cO6CTBEHHOE AV-
NpoBefEeHne U, KaK CNeACcTBue, CNIOHTaHHbIe COKpaLLleHus xenygoukos. Otpuua-
Te/bHble QyHKUMN AV-TucTepesnca NoLAepXNBalT PECUHXPOHU3MUPYIOLLYI0 Tepa-
NUI0 CepALia NOCpPeACTBOM NOALEPXAHUSA CTUMYNALMA MPU HarpysKax.
[na pecuHXpoHU3aLnn Xenya04KkoB rpexkamMepHble UMMIAHTaTbl CHaOXEHbI YHK-
UMAMN MyNbTUCDOKANBHOI XeyJ04YKOBOW CTUMYAALMN C BO3MOXHON W -3aepXKON
B 060MX HanpasneHusX.
UT0BbI NpY Ha/IuIM BBICOKMX MOPOTOB HA /IEBOXEYLOUKOBOM 3/IEKTPOLE WK
HexenaTenbHO CTUMYNALMN AnadparManbHOro Hepea He noTpeboBanoch NOBTOP-
HOe OnepaTMBHOE BMELLATE/TbCTBO, B TPEXKAMEPHOM UMIM/IAHTATE MOXHO YCTaHOBUTL
pasHylo NOMAPHOCTL CTUMYNALWW AN 3/1EKTOOA0B /IEBOTO XENyL0uKa.
[lna npaBoro W NEeBOro XenyAoukoB akka UMeeTcs akTUBHbIA KOHTPO/b 3axBara
C aBTOMATUYECKUM OTC/IEXMBAHUEM MOPOra CTUMY/ALMN UM aBTOMATUYECKUM
MOHUTOPUHIOM nopora (AMM) ¢ Luenbio aHanusa TpeHaa.
[Ons mogenu Kona 3 AOCTynHA TOMTbKO OMLMS aBTOMATUYECKOrO MOHWUTOPWHIa Nopo-
ra.

CoxpaHeHvie nporpamm

HacTpoiikn napameTpoB COXpaHSKOTCA B TPEX WHAMBUAYANbHBIX TEPaneBTUYECKNX

nporpamMmax

®yHkumm JomaliHero MoHUTOpUHIA

*  VIMnnaHTaT aBTOMAaTMYECKM NOChINAET MHADOPMALIMI0 HA TPAHCMUTTEP OAMH pa3 B
AeHb. OH Takke aBTOMATMYeCKN MOCLINAET COOBLLEHUS O COBBITMSX, CPasy Xe nepe-
HanpasnseMble B CepBUCHbIA LieHTp. Kpome TOro, MOXHO MHWLMMPOBATL OTChISKY
TECTOBbIX COOOLLEHMA C MOMOLLBI NporpamMMaropa.

* B HMSC [CepBucHbIii LieHTp omawuHero MoHuTopuHra, aHrn. Home Monitoring
Service Center) MOXHO Ha3Ha4aTb aTbl OCMOTPOB C NOMOLLbI flomallHero MoHUTo-
puHra. [leiicteutensHo ans Iforia 5/7.
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NLLWIHKOM MHpopMaLimM A «06LEHUAX UMNJIAHTATA OTHOCUTCS,
B 4ACTHOCTH, ClefyloLLee:
— MNpeacepAHbIe U XeNnya0uKoBble apuTMUM;
— napameTpbl NPeLCEPANS U Xeny0uKa, ABNSILWMECH BAXHBIMU AN5 3NEKTPOAO0B-,
nopory CTUMyNALMN, aMIINTYAbl ONpeseneHnst YyBCTBUTENLHOCTH, UMNEAAHCHI;
— TeKylue faHHble CTaTUCTUKK;
— |EGM-Online HO®, fo Tpex kaHanoB BbICOKOro paspeluenns [High Definition).

2 06wune ykazaHnsa no TexHnke 6e3onacHoOCTy

ycnosua akcnnyatauum

TexHuueckune pykoBoaCcTsa

B crefytowmx TeXHAYECKUX PYKOBOACTBAX COLEPXMTCS MH(OPMALMUSA O NPUMEHEHUM

CUCTEM MMM/IAHTAaTO3:

- TeXHWYecKoe PYKOBOACTBO K UMM/AHTATY;

- TexHuyeckoe pykoBoActBo K HMSC;

- TEXHUYECKWNE PYKOBOACTBA K 3/1EKTPOLAM;

- TEXHWYEeCKue PYKOBOACTBA K MPOrpammaropy ¥ ero npuHafnexHocTam;

- TeXHW4ecKue pPyKOBOACTBA X NeSb30BaTE/bIKIMY UHTEpPGEiCY;

- TeXHW4Yeckue PyKOBOACTBA k kabensam, afantepam W NPUHALNEXHOCTAM.

¢+ TexHnyeckne pyKOBOACTBA B/IOXEHbI B 32BOACKYI0 YNakoBKYy COOTBETCTBYHOLUX
n3genuii B neyaTHon hopme W SOCTYNHbI B 3MIEKTPOHHOM BUAE Ha calTe.
manuals.biotronik.com

+ Cobntopaitte Bce TpebOBaHWS, ONUCAHHbIE B COOTBETCTBYIOLLMX TEXHUYECKUX PYKO-
BOACTBAX.

+ CoxpaHsiiTe TexHu4eckue pykoBOACTBA ANA fa/bHELEero UCNoNb30BaHS.

CoxpaHeHvie Npy TPaHCMOPTUPOBKE M pasMeLLEeHUN Ha CKnajae

+  VIMnnaHTaThl HeNb3s NepeBo3UTb UAW XPaHUTb B6N3N MarHUTOB UM UCTOYHUKOB
3/1EKTPOMArHUTHBIX MOMEX.

+ Bo3pgeiicTBME HA CPOK CNYXObl YCTPOCTBA CM. B CBEAEHMAX O 6aTapee.



11(cT3BKac]

B Le/isix 3awybl 6atapen UMIIaHTaT MOCTaB/ISETCA C YCTAaHOBEHHBIM PEXVMOM TPaHC-

MOPTVPOBKY; BO BPEMS HEOOXOAVIMOrO NP XpaHeH M (hopMOBaHIAS KOHAEHcaTopa

BO3MOXHO KOHTPO/IMPYEMOE YBE/IMUEHVE BPEMEHMN 3aPSiKM LLIOKOBbIX KOHAEHCATOPOB.

*+  PexuM TPaHCTOPTPOBKY OTOOPAXAETCA HA MPOrpamMMaTope Moc/e NepBOHaYaIbHO-
ro 0rnpoca, (OH aBTOMATUHECKM [EaKTUBMPYETCSA BO BPEMS UMITaHTALWK).

Tevneparypa

Kak 04eHb HU3KMe, TaK 1 O4eHb BbICOKVE TEMMEPATYPbI BMSKOT HA CPOK CyxObl GaTa-

Pen UMIVIaHTaTa.

¢ TpaHCropTMPOBKa, XPaHEHVIE 1 SKCTUTyaTaLys [O/DKHbI OCYLLECTB/IATLCS NP1 Teme-
parype or +5 3C oo +45 °C.

CrepwisHan OTrpy3ka

AMniaHTaT 1 OTBEPTKA NOCTAB/ANITCA NOCTE UX CTEpM3aLMN rasoM. CTepunmsalys

rapaHTVPOBaHa, ec/M B/IMCTEPHas YTIakoBKA 1 MeYaTb KOHTPO/S KauecTBa He NoBpexae-
Hbl

CrepuwibHas yriakoBka

AMnnaHTaT 1 0TBEpTKA YMakoBaHbI B 2 3aneyataHHble Mo OTAEBHOCTU GrCTepHbie
YMakoBKMN. BHYTpeHHSA GrCTepHas YakoBka CHapyXU Taloke SBNAETCS CTEPUWILHOM,
YTOGbI MPW UMIMTAHTALMM €8 MOXHO ObI0 MepeaaTb e CTEPUILHOM BUZE.

/MnnaHTaT 1 OTBEPTKA NMpefHa3HaueHb! /151 OfHOPA30BOr0 MPUMEHEHMS,
*  He vcrionb3yiiTe UMMNAHTAT, €C/M YMakoBka UMEET NOBPEXAEHS.
¢ /MnnaHTaT He Moa/IeXVT MOBTOPHOI CTEP/I3ALIN 1 NOBTOPHOMY MPUMEHEHMIO.
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OALLpA HGOPVIELYS 1O MEAVILWHCKV/IM OCTIOKHEHVAVI

mnnanTaTbl BIOTRONIK MoryT BbBbIBaTb BCE M3BECTHbIE B BPaUeOHON MpaKTuke

OC/IOHEHMS!, BCTPEYAOLLMECS! Y MALMEHTOB C CHCTEMAMI MMIJTHTATOB.

*+  Hanpumep, 310 MOryT GbTb CKOMVIEHMS! XXOKOCTY B KapMaHax [ UMI/IaHTaToB,
VHGDEKLMN WM peakLyist TKaHe. Mpn 3ToM CiedyeT OpVEHTVPOBATLCS Ha TeKyLLMIA
YPOBEHb PAasBUTIS HAYKMW W TEXHUKN.

¢ [apaHTVpOBaTh HAAEKHOCTL aHTUAPUTMIYECKON Tepanui HEBOSMOXHO, [Jaxe ec/
BO Bpems TECTVPOBaHWS WM MO3JHEMLLEr0 MPOBEAEHIS 3MEKTPOCM3MOONMHECKIX
06CnefoBaHWiIA NporpaMMbl PadoTaiv YCrewLHo. B peakmx criydasix YCTaHOR/MEHHbIE
napaveTpbl MOryT Obib HEACEKTUBHBIMY. B YaCTHOCTW, HEfb3A UCKIIOHUTL VHAY-
LMPOBaHIE TaxXVIKapaMM WM €8 YCKOPEH/e 13-3a MOMbITOK Tepaniu, T €. BbICTYNAT
CMEPUIALYA WM TPEMETaHME XENYA04KOB.

MoTeHWIarb 1 CKeNETHB IX MBLLLY,

BurosspHoe onpegienieHre YyBCTBUTESIBHOCTY W KOHTPOSTb YyBCTBUTESIBHOCTU UMIM/IaH-
TaTa KOpPeKTUPYHOTCA C YUYETOM Ayarna3oHa YacToTbl COBCTBEHHOO pUTMa CepaeUHbIX
COKPALLIEHWIA TakM 06PAa30M, YTO MOTEHLMASTbI CKEMETHbIX MbILLLL KaK MpaBuio, He
BOCTIPVHMMAIOTCS. TEM He MeHee - MpeX e BCEtO, MPY O4eHb BbICOKON
UYBCTBUTE/ILHOCTU - MOTEHLIMAIbI CKEMETHBIX MbILLIL, MOTYT KacCUgwmLMpOBaTLCS Kak
COBCTBEHHasA paboTa Ccep/Lia U CTaHOBUTLCS MPUUMHON TOPMOXEHIS! WA MPOBEAEHNS
AHTVaPUTMYECKOI Tepaniiv (B 3aBUCUMOCTU OT MOMEX).

B cryuae Hexenate/ibHbIX MbLUEYHbX NOTEHLMAIOB UMIVIAH+AT NP MPEBbILLEHNN
[OMyCTVMON YaCTOTbI MOMEX MEPEK/THOHAETCA HA aCUHXPOHHYHO CTUMYJTALIO.

BO3MOXHb e TEXHUYECKIME HEVUCTIPABHOCTM

BO3HMKHOBEHVE HEMCMPABHOCTEY B CUCTEME MMITaHTaTa HEMb3s UCKTHOMUT MOSHO-
CTh0. B 4aCTHOCTW, OHM MOTYT BbITb BbBBaHbI CieyHOLLMA MPAYHAMA

o CwelleHve Wi paspyLLEHE 3IEKTPOLOB

o JledoekTbl M30nALMN

*  HevcnpaBHOCTY KOMMOHEHTOB WMIVaHTaTa

+  Ocriabnexve 3apsia 6atapen

+  Cboii TeneMeTpimM



QreKTpovarHTHL e novexi {EMI}

Ha paboTy /11060ro UMM/IaHTaTa MOryT MOB/ISTH MOMEXW, EC/IM BHELLHVE CUrHasIbl

BOCMPUHUMAIOTCS! KaK CTIOHTAHHbIA PUTM WK MPOBEAEHWE M3MEpeHUiA NMpensTcTByeT

KOPPEKTUPOBKE YacToTblL

*  VvnnaHTarbl BIOTRONIK pa3paboTaHbl Takum 06pa3oM, YTO BO3AEVCTBYE Ha HUX
3/IEKTPOMArHUTHBIX MOMEX SBISETCS MAHAMESTEHBIM.

+  OpHako 13-3a 60/BbLLOTO KOMMUYECTBA TUMOB Y PasfNYHOA MHTEHCMBHOCTY EML
He/b35 FOBOPUTbL 00 aBCOMHOTHOI Ge30MAaCHOCTM. Kak MpaBiAno, CredyeT MCXOaMTh 13
TOro, 4T0 EMI He BbBbIBAET Y MaLEHTOB KakViX-/IM60 CUMITTOMOB /IGO0 BbI3bIBAET
HECYLLIECTBEHHbIE CYMITTOMbL.

+  B3aB/CUMOCTM OT TUNA CTUMYSISLN U MOMEX UCTOUHMKY MOMEX MOTYT MPUBECTU K
VHIBMPOBAHIIO WK 3arTyCKY UMIMY/I5COB, MOBbILLEHVO UMM/ ICHO-00YC/IOB/IEHHOI
YaCTOTbI CTUMY/IALMA WA aCUHXPOHHOW CTUMYISILIMIAL

[lpn HeGMaroNpPUSITHIX YC/IOBYSIX, OCOBEHHO B pamKkaXx MPOBELEHA TepaneBTNYeC-
KUX 11 SMarHOCTUHECKMX MEPOMPUSTTUIA, MCTOUHMKI MOMEX MOTYT BbICBOGOXIATH
TaKoe GO/bLUIoe KOMMUECTBO SHEPT, YTO 3TO BbIBOBET MOBPEXIEHME TKAHM, OKPY-
KAKOLLE MMMIaHTAT WK JYCTa/TbHYHO YaCTb S/IEKTPOMA.

Peaxkuya vriaHTara oy EM

B cryyae aeKTpoMarHUTHBIX MOMEX UMIUTAHTAT NEPEKHOHAETCA B aCUHXPOHHYHO CTUMY-
NALMIO HA BpemSs MPEBbILLEHIS JOMyCTUMON YaCTOTbI MOMEX.

Cramyeckvie MarHUTHbE N

MarHUTHBIA JATUMK (FEpKOH) B MMIVIaHTaTe 3aMbIKAETCSt MW MarHATHOM MoJie € M/ioT-
HOCTbHO MOTOKA OT 1,8 MT/1. B criyuae 0cnabieHns MarHTHbIX Mosied 0 YpoBHs 1 MTn
IepKOH pasmMbIKaeTcs.
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Bo3MOXHble pakTopbl pucka
MeTgap|, KOTOpbIX CeyeT ViBoerarb
BBuy NOTEHLANLHOMO Bpea A1t NaLeHTa WK UMIVIHTATa W HapyLUEHVS CBA3aHHO
C 3TUM (DYHKLMOHa/IBHOI BE30MAaCcHOCTV HEOBXOAMMO M36eraTb MCMOMb30BaHIA Crieayto-
LLX METOLOB:
¢ TepaneBTUYECKUIA yrbTPpasByK: BPeL NaLMEHTY /1A NaLyeHTa 13-3a 13bbImka
MOCTYTVIEHWS Teryia K TKaHAM BO/W3Y CHCTEMbI UMIJIaHTaTa
UpeckoxHasa 3MeKTPOCTUMY IALYA HEPBOB
+  [unepGapunyeckast OKcvreHaLys

*  Harpyska aBneHrem, NpeBbILLaOLLYIM HOPMA/TbHOE

CorpspieHHb E C YCKOM METQB I TR U IVIarHOCTVKA
Ecrm anexTpuuieckuii TOK B TepaneBTUHECKUX WK AMarHOCTUHECKVX LEMSX NnepefaeTca
M3 BHELLHEro VCTO4HIMKA Yepes Tero, TO 3TO MOXET BbBBaTb MOMeX B padoTe VMIiaH-
Tara W CTarb Yrpo30i ANs naLyeHTa.
Mo MCNOMbL30BaHUN AMATEPMAYECKVX METOLOB, TakMX Kak 3/1eKTpOKayTepr3aLus,
BbICOKOHACTOTHAs a61aLMs W BbICOKOHACTOTHAS XMPYPIiAs, BO3MOXHA UHAYKLAS apuT-
MAV WA COMBPWIIALIAM KeSTyA0HKOB. Hanprmep, npr UCNo/b30BaHUM TepaneBTUYeCKo-
r0Y/bTPa3ByKa BOMOXHO Ype3MepHOe HarpeBaHiie. Harmume BO3AEMCTBUS Ha UMIMTaH-
Tar He BCEraa MOXHO YCTaHOBMTb CPagy.
BTOM Criydae, eCnm npUMeHeHUs CONPSIKEHHbIX C PUCKOM METOZOB Hefb3st U30exaTb,
BCErJa HeobxoayMo NpeanpuHAMATL CriedytoLme MepbL
*  DNIeKTPOV30/IALMA MaLveHTa
o OKrodeHmve doyHkm aetekuymn VKA, npu stom doyHKUms SKC MOXET oCTaBarbest
aKTVBHOIA, NPW HEOOXOAYMOCTY OCYLLECTBIIAETCS NEPeBOA, oyHKLIMIM CTMY/ISTOpa
B &CVHXPOHHBIA PEXUM
+  3anper Ha pa3MeLLiEeH1e VCTOYHMKOB 3HEPTM PSAOM C CUCTEMOI UMIVIaHTaTa
¢ [lononHUTENbHBIA KOHTPOSb NEpUIEPUHECKOrO My/ibCa NaLyieHTa
*  HabnromeHve 3a MaLyveHTOM BO BPEMS KaX/0ro BMELLATE/IbCTBA M MOCe HEro



3HepriA, Taadp POIYHO MHAYLIMPYET BHELLHSA
JeVOPWIALYIA. TEM He MeHee BHELLHSA AeGMOPWIALYA MOXET HaHECTV YLLEPO
JHOOOMy UMIIaHTaTY. Buac:. acv 1 VA TOK B MMIIAHTUPOBAHHbBIX 3/1EKTPOLAX
MOXET BbBBATb HEKPO3 Ha YHaCTKe BPaCTaHus, UTo, B CBOHO OHepefb, MOVBOMMT K 13Me-
HEHVO CBOICTB BOCTPMSTTUA W NIOPOTOB CTUMY LM,
¢ Knesiyiecs anexTpozb| Pa3MELLRKOTCA B NEPEHe-3a/1HEM HarpaBneHi W BepTv-
Ka/IbHO OTHOCHTESTBHO JIHIM COBMMHEHVA MMIVIRHTATA C CEpALIEM, a Taloke Ha
paccTosHM He Meree 10 oV OT UMIIaHTaTa W MIVIBHTVIPOBAHHB X 3/1EKTOZOB.

JlyuesaA Tepans
/icnons30BaHIiA TEpaneBTHECKOr0 OG/yHeHs CriedyeT M3berarb Mo MprdvHe BO3MOX:
HOMO NOBPEXEHA UMMIHTATA W HAPYLLEHWS CBSAB3HHON C 3TVM (yHKLYIOHa TbHEl
6e30macHoCTV. B ToM criysiae, e JaHHBIA TVIN TEpaniv BOE e TVIaHVPYETCS CTONb-
30BaTb, HEOOXOMYIMO MPOBECTU MPELBAPUTENTBHYHO OLIEHKY PCKa M NMOnb3bl COBOKYTH-
HOCTb BOAEVCTBYHOLLYX (JBKTOPOB, HAMPUMED Paz/MHHBX VICTOHVKOB M3/yHeHIs,
MHOr000Pa3VIS VIMIVTBHTATOB, YC/IOBII TepaniiK, He NO3BOMSET BbpalboTarb HOPMATVBL
KOTOpble  3p3HTUPOBA/IM Bbl OTCYTCTE (BEACTBUIA HA UIMINVTGHTAT NPV MPoBELT
TyueBoi Tepann. CraHaapt EN 45502 At aktBHbIX MMITIGHTVRYEMbIX MEOVLIHCKX
MP1BOPOB MPELlyCVATPMBAET COOMQAEHVE CTIEYHALLYX MED B OTHOLLEHIM TepaneBTUuec-
KOO VIOHVBVDYHOLLErO M3/TyHeHIAS:
+  CoGrquaifTe ykasaHA [iA METQOOB Tepanin W AyarHOCTVIKY, COMPSMHEHHbIX
C P1CKOM.
+  3alyLpiATe MMIVIBHTAT OT BOIAEVICTBIS MATyHEHUSIO,
+  [locne 06/yHeHrs MpoBEayTe MOBTOPHYHO MPOBEPKY GyHKLYIOHAIBHOI CrI0COBHOCTI
C/CTEMb I VTVTIBHTATA.

MoyvesaHve: Mo Har4MW BOMPOCOB OTHOCUTESTLHO OLIEHKN prCKa Y Nays3bl 00pa-
LaitTech a koMmaHuio 3ICTR3NIK.

MarHATHOpE3OHAHCHaA TOVODIPEd VA

s vivinnaHTaros 6e3 mapkmposky MPT-covecTMocTy ProMRI Heobxomyvo 13berarb
MPOBEAEHINA MarHTHO-PE30HAHCHOI ToMorpadum [MPT( 13-3a XapaKTEpHOrO Harqis
[U191 IHHOTO METOZR BbICOKOHACTOTHB X MO/IEN W MIOTHOCTU MarHTHOO MoToka. 310
MOXET BbBEATH MOBPEXEHVE WA paspyLLEHVE CUCTEMbI UMIVIBHTATa BCIELCTBYE
CWIbHOMO MarHTHOMO B3aVUMOLEICTBIAA 1 HAHECEHME YLLEp6a MALYIeHTY B pesy/ibTare
UPE3MEPHONO HarpeBaHYS TKaHel B 30He CYCTEMbI MITTaHTATa.
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M.MAMTHO -PE3OHBHEHaS TOMOMPadIAA MOXET GbITb MPOBEAEHA Mo ONPEaE/IEHHbIX YCIIo-
BISIX B CTysae COB/IaJEeHMS MPeaicaHHbX Mep o 3aLLyTe Mall/eHTa U cucTembl
uvriaHTara. VivivieHTars1 BIOTRONIK, ocHaLLeHHbE dyHKLVeN MPT-COBMECTUMOCTI,
verar MapkupoBky ProMR.
+  PykoBoacTBO k MPT-COBMECTUMAIA CvicTEMe MITaHTaTa ProMRI copepwd”
NQZPOGHYHO VHAOpMVELAO € Be30MacHoOM nposeaeHn MPT.
— 3arpysuTe AaHHOE [YKOBOACTBO Ha BEG-CalATe a AIEKTPOHHOM BUTE:
www.biolronik.com/manuals/manualselection
— 3aKaxTe NeYaTHyH BEPCVHO PyKOBOACTBA B KoMMaHim BIOTRONIK.
*  /veerca /m paspeLLieHre Ha eronb3oBaHe MPT-COBMECTUMB X VMIVIBHTATOB [

BaLLEYi CTPaHb! W pervioHa” 3anpocuTe aKTyarbHy0 MHGOPVBLI B KOMMaHM
BIOTRONIK

3 WmnnaHTtaumns
MocnefoBateNlbHOCTb AEWCTBUI NPU MMNAaHTaLuu

Mogomosa aetarnei
HeoOxomymb| CreayraLLye fAeTarnm, CooTBETCTBYyHLLYe [upekTve EC 90/385/E3C:
*  VMnnaHTar ¢ 3armyLLKoi ¥ (UKCHpYHOLLM MOBOPOTHEM YeTporcTBoM BIOTRONIK
o Inextpone! BIOTRONIK v vHTpOZBHOCED
— OJHOKAMEPHBLIA UMIVIBHTAT: GUNOMSIPHLIA LLOKOBLIA 3/IEKTCOL,
C 1w 2 LLIOKOBE IV CTIPAIAIMMA L/ 15 Ty I0HKA:

— [IByXKaMEPHb VA UIMIVTAHTAT: GUNONApHB KA AEKTO, A4y Npeacenavs
W GMNOTFIPHB I LLOKOBL A 3M1EKTPOA, /11 enyaoHka € 1 Wi 2 LLOKOBLIMA Crivpa-
mw,

— TpeXKaVEPHLI UMIVIBHTAT  SONOMHATESTbHB A YHUNOSPHLIA WA BANQTSIpHL I
EKTPOZ, /5 JIEBOMO XENTy/A0HKA.

+  [lonyckaratest creaytaye bl coemyHeHiin; DF-1. DF4 n1S-1. [ins anexTponos ¢
JIPYTAMIA pasBeMaMA W AIEKTPOLI0B APYTVX MPOVBBOAVTENEN CTIOMNB3YWATE TOMBKO
aaarePbl, 0fpOPEHHBE KOMraHel BIOTRONIK.

+  Mporpamvarop BIOTRONIK (co BCTpoeHHO# GeCrpe3oaHcii TeneveTprei SafeSync
WM OTAEMbHbIM Mogynem SafeSync) 1 JOMyLLEHHBEE K MCTIOMNB30BaHMIO KabesA.

¢ BHELLHIA MHOTOKaHaTbHB A IEKTPOKapayiorpach.

*  3anac CTepbHbIX AETarien.



O6s3aTesbHO AEHETb HAroTOBE BHELLHIA Aed/i0pWHTOp

Ha cryyaii BO3HMKHOBEHMS! HEMPeABUAEHHBIX CUTYaLyiA Wi c6osl B paboTe UMIUaHTaTa

o [lepxuTe HarotoBe BHELLHWIA [eqWMBPWIATOP W NIOCKVE WK KNESILLMECS SMEKTO-
Ibl

PacnaxoBka viMviaHTara

A MPEOYTPEXIFHV/E

/ICriosb30BaHYE HEVICTIPABHON MMIVIBHTATA MOYKET MOVIBECTY K HEKOPPEKTHOM Tepar
nm

Ecrnm BXoze MaHMMy/sLUmMii ¢ MMM/IaHTaToM NPOM30AAET ero nafieHne 1 yaap o TRepayto
MOBEPXHOCTb, 3T0 MOXET MPUBECTU K NMOBPEXIEHVIIO SMEKTPOHHBLIX AETa/IEN.

B 3TOM Clyyae crieffyeT 1Cro/b30BaThb 3aracHoi MMIaHTaT.

MoBpeXaeHHbIA UMMIaHTAT HEOGXOAMMO OTMPaBUTL B KoMMaHnio BIOTRONIK.

Bckpolite BHELLHIOHO G/ICTEPHYHO YMaKOBKY, MOTsHYB GyMaHYHO 3arevarbIBatoLLyo
KPbILLKY 1O HarpaB/eHWio CTPE/IKV B OTMEUEHHO Touke. He foMycKaiiTe KOHTaKTa
BHYTPEHHEN G/IMCTEPHON YMaKOBKM C HECTEPWTBHBIMA PyKaMW WA HCTPYMEHTaMM!
/A3Bnexu1Te BHYTPEHHIOO GICTEPHYO YMaKOBKY M3 BHELLHEN, BISBLICH

3a creuparnbHoe yry6reHme.

BcKpoiiTe BHYTPEHHIOHO CTEPWIbHYHO BIIMCTEPHYHO YTaKOBKY, NOTSHYB GyMaHYHO
3aMeYaTbIBALOLLO KPbILLKY M0 HAMPABMEHIO CTPENKMA B OTMEUEHHON TOUKE.

IMpoBepka oetaren
MoBpeXaeHNs QOHOI U3 IETaNlei MONYT BbI3BaTb OC/IOXHEHWS WA COOU B paboTe
MMMTaHTaTa.

Mepe pacriakoBKOV 1 MOC/e Hee MPOBEPLTE BCE AETa/M Ha Ha/UMe MOBPEXEHUNA.
3ameHuTe NoBpeXaEHHbIE AETa/N.

VKA, nocTaBnsieTcs ¢ OTKMOHEHHON (oyHKLMEN Tepaniiv TaxvaputMim,

W1 IMI/IRHTVIPOBATb €r0 MOXHO TO/BKO B TakoM COCTOSTHIAM.

3anpeLLaeTca yKopaumBarb /EKTPOab.

Pacrnonoxerme
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Kak npasuno, VIKZ, MniaHT1pytoTCA CyBrekToparibHo Criesa, B 3aBUCHIMOCTH
OT aHaTOMUYECKVX OCOBEHHOCTEY NaLeHTa 1 KOHCMNypaLyv 3MeKTpoa.
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HenoryLLeHVe TOKOB yTeUK/
Bo Bpemst MMINIaHTaLmM He [OMyCKaiATe TOKOB YTEUKN MEXZY VHCTPYMEHTaMM
W IMIVIGHTaTOM.

IMeKTPOV3O/ALMA MaLyeHTa

VickroHeHve HermpeaHavIEPeHHOV QAU LLOKOB

A MPEOTPEXIRH/E
Mompya Loka vt akTpoBaHHOM VK],

Mpu paboTe € akTMBMPOBaHHBLIM WK/, CyLLECTBYET OMaCHOCTb HerpeHamepeHHo
Mofaq LLOKA.

Mpexae Yem NPUKACaTbCA K UMIVIBHTATY MW YCTaHOBKE, 3aMeHe WK YIa/eHn
VIMI/IaHTaTa, JeakTuBupyiiTe dyHkuyto VIKO-Tepanim.

VicKriaHeHVE MOBPEXKOEHIA KOHHEKTOPHOM YaCT MITiaHTaTa
[na pasbemoB DF-1- 1 IS-1 MmveeTcs 3ar/yllka B KOHHEKTOPHOI YacTit; COOTBETCTBYHO-
LLve COeaMTE/TbHOE BUHTLI HEOOXOAMMO OTCOEIVHSTL WM 3aTArMBaTb aKKypaTHO.

¢ [119 OTBMHUMBAHIA COBAVHTESbHBLIX BUHTOB MCMOMB3YVATE OTBEPTKY, BXOIALLYIO B
KOMIUIEKT MOCTaBKW. /ICNonb3yiATe TOMbKO OTBEPTKY C OrpaHMUYEHNEM KDYTSLLETO
MOMeHTa npomrsBogcTea BIOTRONIK!

He npvikriaabIBaiiTe curty, U3BIIEKas 3ar/iyLLKy!
Ecrm notpeGyeTcst NpoBepKa. AeKTPOL0B, LOMOMHUTESLHO 3aKakUTe CTEpWIbHbE
OTBEpPTKM B KomraHm BIOTRONIK.

V/BGeraliTe KOpOTKOMO 3aMb KaHViSt BKOHHEKTOPHOM YaCT

A MPEIPEXIFH/E
My OTPL T X PEGHEVEX AEKTPOAOB BOBMOXHO KOPOTKOE 3aMb KaHVie

OTKPbTbE V1 3HAUMT He M30/IMPOBaHHbIE OT 3IEKTPO/ITA PasbeMbl B KOHHEKTOPHOI
YaCTV! MOryT MPVBECTY K HEXETTATE/HOMY MPOXOMEHMIO TOKA Ha Te/I0 NaLyieHTa
1 TornaaHNi0 GUOMONYECKON XADKOCTV B MMIIaHTAT.

+  OcTaBbTe HEVICTIONB3YEMbIE PASEEMb IEKTPOAOB 3aPbITHIMA YXKE YCTaHOB/EHHbBF

MU 3arTyLKamm Win 3aKprBaI7ITe VX 3ar/1yLkamMi BXOAALLMMA B KOMI/IEKT NMOCTaB-
K.



OGzop. ViMrriaHTaLys
1 TMogroToBbTe BeHy.
2 VMnnaHTupyitTe 3/1EKTPOb), BbIMOSHUTE M3MEPEHNS 1 3adMKCUpYiATe SM1EKTPO-
Ibl
3 CdhopmypyiiTe KapMaH A1 UMI/iaHTaTa.
4 TlofcoeayHUTe KOHHEKTOP 3/M1eKTPOAA K UMIUTaHTaTy.
5 YCTaHoBWTE UMM/IAHTAT.
6  [MponycTyTe GMKCHPYHOLLME HUTW Yepe3 OTBEPCTVIE B KOHHEKTOPHO YacTi U
3a0MKCUPYIATE UMIM/TGHTAT B NOAFOTOB/IEHHOM KapMaHe.
7 3aKpoiiTe KapMaH 4715 UMriaHTara.
*8  BbINOMHMATE CTaHAPTHbIE NPOBEPKA UMIVTaHTATa.
MNoaxrrodeHvie MyiaHTaTa

«BX0[€ VMMIaHTaLym:

OuMCTUTE KOHHEKTOP 3M1EKTPOA CTEPWITLHOM CarheTKON.
MpOMbIBaiATE HE30 TOMLKO CTEPUIBHOI BOAOIA.

COOTBETCTBYHOLLYIE KOHHEKTOPbI 3/71EKTPOA BCTAB/SKOTCS B THE3/a B KOHHEKTOPHOVA
YacTu UMIIaHTaTa.

1
2

YpamiTe CTWIETbI M anmyiMKaTopb! CTWIETOB.

MoakroYeHe ¢ ncnonb3osaHnem DF-1/S-1:

+  MoacoeamHyTe KoHHeKTOP DF-1 NpaBoMe/TyA0HKOBOIA LLIOKOBOI Crivpasiv
K pasbemy RV.

+  TMoacoeayHiTe KoHHEKTOP DF-1 CynpaBeHTPMKY/ISPHOI LLIOKOBOIA Crivpasin
K SVC. JI60 nogx/toumTe K BepXHel nosoii BeHe CyOKyTaHHbIA 3/EKTPOL,

MoaxrtoyeHre ¢ 1cronb3oBaHveM DF4/IS-1

+  Tlogkmouvte KoHHexTop OF4 K pasbemy RV.

m e« Pycckuii
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Moakno4eHme ¢ Kcronb3osaHiem DF-1/IS-1:

+  [oacoeanHuTe BGUNONAPHLIA KOHHEKTOP IS-1 Npeacepanst K pasbemy RA

+  [TloacoeauHuTe BUNONAPHBIA KOHHEKTOP IS-1 NPaBoro xeyao4ka K RV.

+  [opcoeanHuTe YHUNONSIPHBIA WM GUNONSPHBLIA KOHHEKTOP IS-1 NieBoro
XeNyaouka K pastemy LV,

Moaxrtodenve ¢ mernonb3oBaHveM DF4/IS-1

+ [ogcoeanHuTe GUNONAPHBIA KOHHEKTOP IS-1 Npeacepanst K pastemy RA

+  TloacoeanHUTe YHAMOMAPHBIA WM GUNONSPHBIA KoHHeKTop 15-1 neBoro
Xenyouka K pasbemy 1Y.

He noBopaurBas 1 He nepernbast KOHHEKTOP W NPOBOAHMK, BBOAMTE KOHHEKTOP
AEKTPOAA B KOHHEKTOPHYHO YacTb UMIVIaHTATa 0 TEX Mop, MOKa HAKOHEUHVIK
KoHHexTopa DF-1 v MapKMpoBKa MecTa BBOJA KOHHeKTopa DF4 He nokaxeTca
C [Ipyroii CTOPOHbI KOHTAKTHOIO rHe3fa. 3Ta MapKMpoBKa MOXET OT/IMYATHCA

B 3aBVICMOCTW OT MPOM3BOAMTENA UCMO/B3YEMOTO 3/IEKTPOA.

Ec/rv He yaeTcs Nerko BCTaBUTb KOHHEKTOP 3/1EKTPO/A B Pasbem:

*  BKa4ecTBe CMa3kil MOXHO WCrOSb30BaTh TOMBKO CTEPITLHYIO BOZY.

EC/m KOHHEKTOP He YgeTCA BBECTU [0 KOHLA, BO3MOXHO, 3TOMY MeLLGeT coeau-

HUTE/BHBIA BYHT, BbICTYTIAIOLLM/A BHYTPb YEPE3 OTBEPCTVE KOHTAKTHOTO rHe3fa.

+  BepTukasibHO YCTaHOB/EHHOW OTBEPTKOI MPOTKHUTE CIVKOHOBYIO 3ar/TyLLIKY
rnocepeayHe B MeCTe PacriofIoXeHVs Npopesu [0 KOHTaKTa
C COBAVHIATETBHBIM BYHTOM.

m  OCTOPOXHO OTBEPHUTE COEMHUTE/TbHBIA BUHT, HE BbIB/HUMBAS €r0 A0
KOHL, YTOObI OH NOTOM He MOrHYJICS NP BBUHUMBAHUN

3aBOpauMBaliTe COEAMHUTE/LHBIN BYHT N0 YaCOBOI CTPE/IKE, MOKa OrpaHYNTE b

KPYTALLETO MOMEHTA He CPaboTaeT 00 LLE/THKOM.

OCTOPOXHO M3B/IEKVTE OTBEPTKY, UTOObI COBAMHVTEBHBIA BUHT HE MOBEPHY/ICS

Hasaf,

* [y UCNO/b30BaHUM KOHHEKTOPOB 15-1 ¢ AByMA COeaVHUTESIBHLIMA BUHTaMI
3arsHiTe 00a BuHTal

+ Tocre U3BMEYEHS OTBEPTKY CWIMKOHOBAS 3ar/TylLka Cava HaflexHOo repme-
TU3MPYET MECTO MOAKTHOHEHIS SMEKTPOR.



A MPEOYTPEXIEHV/E

Henocraro4Has Tepans

Ecrm anexTpoab! HAXQASTCA CAMLLKOM G 3K0 ApYT K APYTY WA HeyAauHO Pacriofioxe-
Hbl 3TO MOXET MOVBECTU K AeTekumn Far-field wwm HegocTatouHoii aedmoprunsym,
»  PaccTosHve Mexay AByMS LLOKOBbIMI CTIMpa/isivii I0/DKHO Obib 6OrbLLEe 6 ov

+  [ucTanbHble 1 KOMbLEBbIE AMEKTPOAbI HE AO/MKHbI COMPUKACATHLCA.

Ycra rO/I0BKY MPOrP3MM3TOP3

Ha ro/ioBKe nporpammaropa HaxoauTCs CXeMaTUYeCKiii YepTex uMnnanHTara. OH CryxuT
7151 NPABA/ILHOTO PACrIONIOXEHVS! TOTOBKY MW YCTAHOBKE . Kak CIEACTBYE, sl 0bec-
MEeYeHNs KOPPEKTHON TeseMETPI.

+  TpoBepbTe NPaBABHOCTL PACTIONOXEHS FONOBKIA MPOrpaMMaTopa.

Hactpolika Tenevetpm
Mporpamvarop [wi mogyrb SafeSyncj 4o/mKeH pacnonararbCs Ha PacCTosHM He 6one
3 MOT VMIVaHTaTa; B Wiieare Mex(y NaLiieHToM V1 MporpavMaTopom He JI0/pKHO ObIb
HUKaKVIX MPENsTCTBUIA.
+  Bi/IoumTe 6eCrpoBOAHYIO TENEMETPUIO Ha MPOrpaMMaTope.
*  [punoxuTe rofioBKy NporpamMmMaropa NpMMEPHO Ha 2 ¢, Noka NporpaMmarop He
Bb|IACT COOOLLEHME 00 YCrELLHOM 3aBEPLLEHN MHLMANM3aLMN,
B HaBuratope nossuTca cmBos SafeSync. a B CTpoke COCTOSHIAS -
WHAVKATOP VHTEHCVBHOCTW CUTHa/Ia.*

o CHumMTE TO/IOBKY MporpaMmMaTopa.

AxTuBauya Tepanun VKL,

+  3arpysuTe Ha NporpamMvaTop MpOorpaMmMHoe 06eCrieyeHme, MoaxoasLLee
L/ VCOMB3yeMoro TWna UMIJIaHTaTa.
+  AktuBupyiiTe dyHkumio VIK-Tepanim
+  [locne NOAKMIOYEHUS MEKTPOLOB Y NEPBOTO M3MEPEHIS MMIMEAaHCA CTUMY LN
PEXVIM TPAHCNIOPTUPOBKY [EaKTUBMPYETCS. [laHHble UMIUIaHTaLN COXPaHSIOTCS.
*  TMp1 MporpamMM1POBaHMN MPUMUTE COOTBETCTBYHLLYIE MEPbI MPELOCTOPOXHOCTIA.
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*  Bonydae, ecn BO Bpems NporpammypoBaHiist ATC UMM/TaHTaT MHAYLMPYET Taxukap
[0 W He 0BEeCTeUMBaET afIekBaTHYIO Tepanko MW BbINOMHeHUM Tecta MAd,
MCNOMB3YWTE 3KCTPEHHBIA LLIOK WM BHELLHWIA SeqwbpuisTop.

Mepbl NPeAOCTOPOXHOCTM NPU NPOTrPaMMUPOBaHNY

MpoBeneHVe CraHagPTHL IX MPOBEPOK Y HAOMKQEH/E 33 MaLYIEHTOM

Bo Bpemst NpoBeaeHUs CTaHAAPTHLIX MPOBEPOK TaIOKE MOMYT BOSHUKHYTb KPUTUYECKVIE

[151 naLyeHTa COCTOSHMS, HanpyMep BCIEACTBYE YCTaHOBK HEKOPPEKTHBIX MapameTpoB

W c60A TeNIEMETPUN.

¢ [pv NpOBEAEHNM TECTOB TakKe LO/KeH ObIMb 06ECTIEYEH HAZIEXALLMIA YXOf, 38
naLieHToM.

+ Tlocne NpoBeagHM TeCTa Mopora CTUMY/IALMW MPOBEPLTE, MOXET /I 3TOT NOpor
ObIMb AOCTUTHYT C K/IMHAYECKOIN W TEXHUYECKO TOUEK 3PEHNS.

+  TocTtosHHO Habntoagiite 3a IKI™ 1 COCTOSHMEM MaLMeHTa.

Ty HeOBXOAUMOCTY NPEPBITE TECT.

[MpepbBaHVe TereveTp

COo0i4 nporpaMviaTopa Wi TENEMETPM, BOSHVKAHOLLMIA BO BPEMS BbINO/HEHWS BPEMEH-

HbX MPOrpaMM [MPOLIEAYPbI OCMO-PA), MOXET MPUBECTV K HEAIEKBATHOI CTUNYTISILM

naLeHTa. 310 BO3MOXHO B TOM C/yuae, Kora nporpamMmMam He OTBEYaET M3-3a

MPOrpamMMHOIA OLLMOKM WM HEMCIPABHOCTU CEHCOPHOTO MCIITIES, HTO He MO3BOSIAET

3aBepLLNTL padoTy BPEeMEHHO MporpaMMiL. B Takom criydae MOMOXET rpepbIBaHiie

TENEMETPUM, NPV 3TOM UMITAHTAT aBTOMATUYECKN NEPEKITOHUTCS Ha MOCTOSHHYHO

rporpammy.

+  Tpv TENEMETPIM C UCTIO/B30BaHNEM FOJIOBKM MPOrpaMMaTopa: MPUNCAHUMIATE
rOfI0BKY MporpavmMaropa He MeHee yem Ha 30 av

+  [pn 6eCnpPOBOAHON TENEMETPUN: BbKTHOHMTE MPOrpaMMaTop 1 CKOPPEKTVIPYIATE ero
MOSIOXEHME.

o OTKOUMTE BO3MOXHbBIE MCTOUHVKM MOMEX.

V/iBGeraiiTe KUTVHECKVIX HACTPOEK MAaalVETPOB

He/b3s1 yCTaHaB/MMBATL COYETAHWA PEXVIMOB 1 MapaMeTPoB, KOTOpbe MOTYT MpeLCcTaB-

JHITb OMACHOCTb 1A MaLyeHTa.

+  [Mepen HACTPOViKOI -3CTOTHOI adarTaLyv ONpeaenvTe NMpeaerbl Harpy3kv s
naLpeHTa.

+  Tlocrie HACTPOIAKW MPOBEPLTE NEPEHOCMMOCTB 11 30hEKTVBHOCTD BbIOPAHHBIX KOMOW-

HaLwiA NapaMeTpoB.



IMpoBepka HAr A YTEKTPQAOB, COOTBETCTBYHALLYIX HAMPaRIEHVIO LLOKA

MOXHO YCTaHOBUTb TPV HANPaB/IEHNS LLIOK3, [Ba U3 KOTOPbIX 0OPasytoT S/IEKTPUYECKYO

LieMb K KOprycy UMIVIaHTara.

+ [In9 “cnonb3oBaHus HaMpaB/eHust Lioka MK -> BIMB Heobxoamma BTopast LLOKOBas
crviparb [dual, shock cail).

HaGrqaeHve 3a MaLyIeHToM Moy YCTaHOBKE ac/HXPOHHB X PEXAVIOB
ACUHXPOHHbIE pextMb! VOO 11 GO0 MOXHO HaCTPOWTL TOSKO MW [eaKTUBMPOBaHHON
ChyHKUMM OnpefeneHns TaxvapuTMiAn. Tpr 3ToM naLWeHT ocTaeTcs 6e3 HabmaaeHs!
W. KaK crieficTeyie, He BbInosHaAeTca VK- Tepanus.

*  HenpepbIBHO HaOMKIAITE 3@ MALVIEHTOM.

+  O0si3aTe/bHO EPXATE HArOTOBE HaPYXHbIA AEqWOPUISTOP.

Hacmpoiika orpeaeneHyst YyBCTBATENIBHOCTU

M3pamMeTpbl YCTAHOB/IEHHbIE BRYUHYHO, MOTYT ObITb HETOUHBIMM, HAMPUMEP HEHAZ/IEXa-
LLasA 3allMTa OT OTa/IEHHbIX MOTEHLMAIOB MOXET MPENSTCTBOBATL BOCTPUATUIO COBC
TBEHHbIX VMITY/I5COB.

+  Cobntopgifte napamMeTpbl aBTOMATVHECKOI HACTPOIKA YyBCTBATE/ILHOCTIA.
MpeaoTBpaLLEHVE OCTIOKHEH, B BEaHHBL X UMIVIBHTATOM

Y umniaHtatoB 8I0TRONIK ecTb MHOXECTBO (pyHKLMIA, KOTOpbIE MO3BOSISKOT U36exaTb
MOAOGHbIX OCTIOXHEHWIA:

*  /3vMepeHyie BpeMeHM PeTPOrpaaHoro NPoBeLeHs

+ Hactpoiika 3awybl or MIMT

* YcraHoBka VA-kpuTepuma

MpenoTBpaLLIEHVE MPOBEIEH/A MPEICERIHOV TaXVIKBNIV HROKESTYIOHEK

Y umnnianTatoB 3I0TRONIK ecTb MHOXECTBO (OyHKLIMIA, KOTOpbIE NO3BO/SIT MPEAOTBpa-

TUTb NPOBEAEHWE MPELCEPAHON TaXMKapaMM Ha XXeTyA0UEKKeTyA04KM.
HacTpoiika NepekntoHeH s PEXAMOB /151 MaLiEHTOB C COOTBETCTBYHOLLYIMA MOKa3a-
HUSIMIA

*  YCTaHOBKA TaKVX 3HAYEHUA BEPXHEN YaCTOTbI OTC/IEXVIBaHNSA 1 pedpakTepHOro
Meproza, Mpy KOTOPbIX MOXHO V30EXATb PE3KOr0 M3MEHEHIIS! XE/TyA0|KOBOrO
pUTvVa

¢ [MpeanoutuTenbHbIM ABASETCS OTBET N0 TUMY BeHkebax, criedyeT u3berarb nepuoam-
K 2:1.

+  Bce napameTpbl yCTaHaB/MBAITCS! TakViM 06pa30oM, YTOObI M36EXaTb NOCTOsHHON

CMEHbI PEXVIMOB, YTPaB/seMbIX MPEACEPRAVSIMIA, Ha PEXVIMbI, YTPAB/ISEMbIE XEsy-
[J04KaMM.

ru = Pycckuii
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CoarqueHve MPeae/BHON 3Ha4EHVA VIVNEOAHEA LKA
MV C/IMLLKOM HI3KOM MMMEJAHCE LLIOKA BO3MOXHO NOBPEX/EHVE VMIIaHTaTa.
+  MneaaHe woka aomkeH Obimb 6orble 25 M1

MPeOOTBPALLEHVE PELVJIVBA MNOCTE LLOKOBOMO [paspsia
MV OTCYTCTBIM CMIOHTAHHOTO PUTVA MOCIE LLIOKOBOTO Paspsifia MOXHO MCTIOMb30BaTh
MPOrPamMMy MOCTLLIOKOBOI CTUMYJISILW,

MocTosHHast mporpaviva [Mporpamvia NOCTLLIOKOBOV CTUMYT LW
DDO, DDt, AA oL

VDD.VDI VDI

Wi v BbK. Wi

+  MOXHO HacTpavBaTh CriefytoLLye MapamMeTpbI MPOrpamMMbI MOCT-LLOKCBOI CTUMYJIS-
LWL; A/ITENbHOCTb MOCT-LLIOKOBOI CTUMYNISILMK, 6a30Bast YaCToTa, YaCTOTHbIA
TUCTEPE3NC, XEy[0UKOBasA CTUMYNIALMA, 3alta T-BosHbI JDK, CUHXPOHM3ALINS,
AV-3a0epXKa [NOCTOsHHAS, He AMHAMMYECKas).

¢ [0 yMOMHaH/0 /151 MPOrpaMVbl MOCT-LLIOKOBOI CTUMYTISLAIA YCTAHOB/IEHbI CriedyHo-
LLyie NapaveTpbl:

MuldK: 7,5B. 15 m;
JDK: HaCTpOiAkV NOCTOSHHOM MpOrpamMMbl.

HeoTkrroHaeman Civyr ALV yiadpanvis|

B peaxvix cyuasix HeBOMOXHO OCTAHOBUTL XPOHUUECKYHO CTUMYIALIO Avadiparmasis-

HOrO HepBa MyTem MepenporpaMMUPOBaHIS AOCTYTHOM KOHCMTypaLum Arst CTUMY LA

JIEBOrO XeyA0UKa WK MPUHSTTAS [PYTVX Mep.

+  [p1 HeOOXOAMMOCT YCTEHOBUTE PEXUM CTUMY/IALMIA MPaBOro Xe/Tyo4Kka B NocTo-
SHHOI Nporpamme, BATC, B nporpamve MocT-LLIOKOBOI CTUMY/ISLN
V1 NEPEKIOHEHNS PEXVIMOB.

BosMOKHOCTL VBOEHETH PUCKOB MOV CTVMYS LI TOMNBKO SIEBONO MESTYA0HKA

CMelLLEHVe 31EKTPOLOB NP CTUMY/IALIMI TOMBKO JIEBOTO MKeSTyI0UKA MOXET MOB/eYb 33

co6O0i1 CriedytolLyie OMacHOCTW, NOTERST XerTyA04KOBOVA CTUMynsiL 1 A7C-Tepaniin,

a TaKKe MHAOYKLMA MPeacepaHbIX apuTMU.

+  ToosHarm3MpyiiTe NapamMeTpbl CTUMY/ISLMM 1 ONPEAENEHIS YyBCTBITENLHOCTY Ha
rpeaMeT OTPULATENbHBIX MOCIEACTBIA /1A SIEHEHS.

+ [InA nauyieHToB, 38BUCUMbIX OT UMIVIAHTATE, HE PEKOMEH/YETCS MPOBOLMTL CTUMY-
JELWAO TOSBKO JIEBOTO XKESTY/I04KA.



¢ YuuTbIBaliTe BEPOSITHOCTb TOMO, YTO (PYHKLWS aBTOMATUHECKOrO KOHTPO/IA 3axBaTta
MOXET OKa3aTbCH HEAOCTYIHON.

+  [lpv NMPOBEAEHN OCMOTPOB ¥ TECTOB MOPOra CTUMY/ISILN YUUTBIBAIATE NOTEPHD CUHX-
POHW31POBAHHOA XeyA04KOBOI CTUMYIAILIWIA

¢ [lepek/iodeHre PeXVIMOB 1 NOCT-LLOKOBas Tepanis He AOMYCKAtoT CTUMY L0
TO/bKO JIEBOTO Xey404Ka. YUUTbIBalTe 3T0 MpW HACTPOIKE MEPEK/TIOHEHIS PEXM-
MOB 1 YCTaHOBKE MajjaMeTPOB MOCT-LLIOKOBOV Tepaniu.

OYHKLYS aBTOMATUYECKOTO M3MEPEHMS! MMEAHCA BCETA BK/IOHEHa.

»  3HaueHMs MnesaHca, yKasbIBatoLyMe Ha coom B paboTe 3MeKTPpOaOB, AOKYMEHTMPY-
tOTCH B CrMCKe COOb A

YuumbBaiiTe noTpedrieHre ToKa M oK Ciytobl

BecnpoBogHas TenemeTpus NoTpe6/iseT YyTb 6orbLUE TOKA: Pacxog, Mpy UMMTaHTaLmW

COOTBETCTBYET NMPUMEPHO 10 AHAM SKCTUTyaTaLmy, a pacxos npu 20-MUHYTHOM OCMOTpE

COOTBETCTBYEM MPUMEPHO 3 AHAM.

*  He ycTaHaBnmBaliTe 6eCMPOBOHYHO TEMEMETPUYECKYHO CBS3b 663 HEOOXOAVMOCTM.

+  Benm no npoLecTBAv 5 MUH fgHHbIE He GyyT BBeEHbL. SafeSync nepekounTces B
PEXM 3HEPrOCOEPEXEHNS.

*  PeryrsioHo KOHTOO/WpYiATe YppoBeHb 3apsiaa Gatapen UMMIaHTara.

MarHWTHbIA pexum

YcTaHoBKa MQ/MoBK/ MPOMPaVIVEITORA. MV BKIKOHEHHOI VK, Tepariin

Ecnm ycTaHoB/IEHa NOAK/HOHEHHaA ro/0BKa NporpamMvaTopa, nepefarollias JaHHbIe

Ha MporpaMmMarToo, ¥ BKKHEHa nocTosHHas WK/, Tepaniis, To ASTeKUyA U Tepanis
MPOLO/DKAKOTCH, 3 CK/TKOHEHVEM BPEMEHMN AuarHoCTUYeckux TectoB. Ecim WK/ Tepa-
M He BK/TKOHEHA B MOCTOSHHOM PEXUME, TO Aae MW YCTAHOB/IEHHOI rO/IoBKe
MporpammMaropa Teparis OTCYTCTBYET.

Mpvikrgap BaHVe MPOTPaVIVIDYHALLIEN FQMOBKA

Ec/m ycTaHaBMBaETCA ro/ioBKa Mpor pamMMarooa, TO OCFaeTcs Bpems A1 3anpoca
UMMIaHTaTa W AN PyHHON aKTUBaLMM W IeaKTUBALWW Tepani, MPexae Yem yMm/iaH-
TaT CHOBA MEPEAET BYCTAHOB/EHHBIA A0 3TO0 MOCTOSHHBIA PEXUM Tepann. To xe
camoe OTHOCUTCS K MPOLIEYPe YCTAaHOB/EHS GECNPOBOLHOI TENEMETPHN.
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YCTaHOoBKa NOCTOAHHOMO MarHuma

Mpw YCTAHOBKe MOCTOSHHOTO MarHmTa AETeKLMS UTepaniist COObMAIA TaxvKapam

rnoepbiBatorcs. Mocsie 8 4acoB NOAOGHON AeakTVBALMM UMITaHTAT CHOBA aBTOMATUYEC-

K1 BK/TKOMAET CoyHKLWM Tepanim, YToOb! NMPEaOTBPaTVTL HenpeaHaMepeHHoe [yMTebHoe

OTK/IHO4EHVE.

¢+ Ecrm Tpebyetcst npepsaTh AeTeKUyo 60/iee YeM Ha 8 YacoB, B 3TOT Neprog, Heobxo-
[VIMO QyH pa3 Ha KOPOTKOE BPEMSI CHSITb MarHuT, YCTAHOB/EHHbIA HAJ, MMM/IaHTa-
TOM. [Tpy NMOBTOPHO YCTAHOBKE OTCHET 8 YacoB HaYHETCS 3aHOBO.

*  Vcnonb3yiite MarHuTbI KoMnaHu BICTRONIK: nocTosHHble MarHuTbI Tuna M-50.

OcmoTp

VHTEpBarb1 MeXxay ooMOoTpaviA

OCMOTP [0/DKEH OCYLLECTB/IATLCA Yepe3 OfVHAKOBbIe COrIacoBaHHble HTEPBA/IbL.

¢ [locrie 3aBepLLEHS (iB3bI BPACTAHWA /IEKTPOAOB, NMPUONM3UTESBHO Yepes Tpu
MecsLia Nocsie MMIVTaHTaLu, Bpad A0MMKeH OCYLLECTBUTL NEPBLIA OCMOTP Mpy NOMO-
LM nporpamMmaropa {fiMuHbIA ocmoTp!.

o OmvH pa3 Brog, He nosaHee Yem yepes 12 MeCALEB Moc/e MOC/IeAHEro JIMYHOT0
OCMOTPA, [I0/DKEH OCYLLECTB/IATLCS CeyHOLMIA SIAYHBLIA OCMOTP.

Qavorp ¢ venarisosaHviem JlovatLHero MorvmopyHra BIOTRONIK Home Monitoring ®

KOHTPO/1b € noMoLLLH0 loMalliHero MoHUTOpMHTA He 3aMEHSIET pery/spHbIX JIUHBIX

MOCELLEHWIA BpaYa, He0BXOmMMbIX MO APYTVIM MEAMLMHCKUM MokasaHusm [pu cobroae-

HAVI CTIEIYHOLLYIX YCTIOBYIA OCMOTP C MOMOLLbHO [JoMalLiHEro MOHUTOPMHI & MOMET CyHKLIN-

OH&/TLHO 38MEHUTL JIYHbIE OCMOTPbL

¢ [auweHT 661 NPOVMHAOPMMPOBaH, UTO, HECMOTPS HA KOHTPO/Tb C MOMOLLHD [loMall-
Hero MOHUTOpWHTa, OH JO/KEH CBA3ATLCS C BPaYOM, €C/M Y Hero Gy/ieT OTMeYaThCs
MOBTOPHOE MOSIB/IEHME WK NPOrPeccUpoBaHiie CUMITTOMOB.

+  CooOLLEHMS C UMITaHTaTa OTTPAB/ISKOTCS PEry/IsipHO.

*  Bpayu pelaer, ABnaoTCA /M AOCTaTOMHbIMA faHHble [loMalliHero MoHUTOpUHTa B
CBETe K/MHUYECKOTO COCTOAHWA MaLlyieHTa W TEXHNYECKOrO COCTOSHWSA CUCTEM
VMIVIaHTaTa; B MPOTVBHOM C/ly4ae MaLMEHT A0/DKEH SIBUTLCS HA JIMUHBIA OCMOTP.



VHchopmaLyst 0 BO3MOXHON PaHHel AvarHoCTUKe, NoyyeHHast C MOMOLLHO JOMALLHErO
MOHVTOPVHIa, MOXET CTaTb MPUUVHON JONOMHUTE/BHONO JIYHONO OCMOTPa. Harprvep,

MosTyyeHHast MHCpOpMALIMST MOXET Ha paHHel CTauv ykasaTb Ha MPoGrieMb C 3M1EKTPOaA-
M/ W Ha npegynpexaeHve o 3ameHe [ERI] B 06o3prvom Gyaylem. Kpowme Toro, ara
MHChopMALIMS MOXET MPEACCTaBY b YKa3aHWs Ha ETEKLMIO paHee He BbISB/IEHHON apuT-
MV WM HA VIBMEHEHIE Tepanun MyTeM MepenporpaMMUpOBaHIAS VIMIVIaHTaTa.

QavioTp € UCTNOs3088HVEM MPONPaMVIVIETOPA

Bo Bpemst JIMYHOr0 OCMOTPA BbINOSHATE CriefytolLyie [eiCTBIS:

3anuck v aHarm3 3K

Orpoc UMnaHTaTa,

AHaninz craryca 1 aBTOMATUYECKU M3VEPSiEMbIX [laHHBIX OCMOTpa
MpoBepka GyHKLMM OMPEAENeHns MyBCTBUATENLHOCTY W CTAMY/IALYN
Mp1 HeOBXOAYIMOCTY 3aMChb CTATUCTUHECKUX JaHHBX U 3arck BAM
Mp1 HeOOXOMMMOCTW NPOBELEHVE TPAAMLIMOHHBLIX MPOBEPOK BOYUHYHO
MpY1 HEOGXOAMMOCTM KOPPEKTUPOBKA (IYHKLI NPOrpamMMb| 1 MapaMeTpoB
Mepefaya NOCTOsHHON MporpaMMbl Ha UMTYIaHTAT

2 Pacneuatka {npotokon neyam! 1 4OKyMEHTUPOBaHIIE JaHHbIX OCMOTpA.
10 3aBepLLeHMe OCMOTpa JAHHOTO MaLveHTa.

gl AW N -

o ~ T

PasbacHeHuda gNa nayneHToB

Macnopr nauyeHTta c VKA,

B KOMI/IEKT MOCTaBKN BXQOMT MacrnopT MaLyeHTa ¢ VKL,

+ lepepaiite NacropT naLyeHty.

+  PexomeHayiTe nauvieHTy 00paLLaTbCs K BpaHy Mpi BOHWUKHOBEHM BOMPOCOB.

3anpeLLpHaLLA 3HaK
MaupeHT/ criegyet n3beratb MECT, OTMEYEHHbIX 3arpeLLAtOLLYIM 3HAKOM.
] ¢ OO6LLrvTe BHMAHVE MALMEHTA Ha 3aMpELLALOLLME 3HAKM.
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BoaMoHb B VICTOHHVK MOVEX

B MOBCEIHEBHON X13HW CrIEyeT M30eraTb SMEKTPOMArHUTHBLIX MOMEX; UMIIaHTaT

He LlO/DKeH HaxoaTbCs BO/M3M UCTOUHVKOB MOMEX.

+  Kpome Toro, obparure BHUMaHIIE nauyieHTa Ha 0cobbE GbITOBbE NPMBOPb, apoqHbIE
MeTaz/1oMcKaTeNIN/CCTEMbI CUrHA/3ALIM, CUTbHBbIE S/IEKTPOMArHATHBIE MOSA,
MOOWTbHB I TeNedioHbI 1 TPAHCMATTEDb L.

¢+ OOLSCHUTE MALYEHTY, YTO emy CrigayeT:

— 1Cnons30BaTh MOOWbHBIA TeeddoH CO CTOPOHB, MPOTUBOMOMIOXHOI ToiA, rae
YCTaHOB/IEH UMIIaHTaT;

— JepxaTb MOOWbHBIA TeneddoH Ha paccTosHAM He MeHee 15 Gvl OT UMI/IaHTaTa
KaK Mpy MCTIOMb30BaHN, TaK Y NPV XPaHEHM.

NHaukaTop pekoMeHAyeMOol 3aMeHbl

Bosvioitb e CTarych | Garapent

+  BOS: Hauano cpoka CryxObl YpoBeHb 3apsiaa Garapen > 70 %

+ MOS 1 cepeavHa cpoka CrywGbl: ocTatoqHbIA 3apsaa ot 70 % o 40 %

+  MOS 2; cepeyHa Cpoka CrlyxObl. OCTAaTO4HbIA 3apsia, <40 %.

+ Eii: npegynpexaeHyie o 3ameHe |cooteeTcTByeT RRT: Recommended Replacement
Time = Bpems pekoMeHyeMOi1 3ameHbl;

+  EOCS: OKoHYaHWe cpoka Cryobl.

MpemynpexaeHve o 3aveqe ER

JlomMaLLHmiA MOHUTOPMHT MOXET pacrosHaTb MpedyrnpexaeHme o 3ameHe ERI (Elective
Replacement Indication).

A BVNMAHE

Teparvs, orpaHHeHHast Mo BpeveHN

Ecrv npegynpexaeHe o 3aMeHe MosBUTCA Yepe3 KOpOTKOe BPeMsi Moc/e 0CMoTpa
V1 BIIEPBLIE PETVICTPUPYETCS NP CIEAYHOLLEM OCMOTPE, OCTABLLWIACS CPOK CriyHObl
MOXET ObITb ropaso MeHbLLe 3 MECSILIEB.

¢ 3ameHuTe UMMIBHTAT B Grivbxailliee Bpems.

*  /vInnaHTaT MOXET KOHTPO/IMPOBATb CEpAEUHbIA PITM MO MeHbLLEV Mepe
elle 3 mecsLa.

+ [1o OKOH4aHWsA CpoKa CyKObI MMIMTBHTAT MOMET HaHECTW He MeHee 6 LLIOKOB
C MaKCUMa/TLHON 3Hepriei.

*  YCTaHOB/EHHbIE B MPOrPaMMHOM 0BeCTIEHeHMM MapaveTpbl He MEHSHOTCS.
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MpemynpexaeHre o 3aveHe BOS (OKoHYaHVe cpoka iy ob))
JlomaliHnic MOHUTOPKHI MOMET Pacrio3HaTb OKOHYaHIe Cpoka CriyxObl

A TPEMTPEXIEHVE

OraCHOCTB [11>KM3HN MaLyieHTa

Ecrv npeaynpexaeHre o 3aMeHe UMIIaHTaTa e CBA3Y C OKOHYaHWEM CPOKa ero Cryx-
Obl NOABNIAIETCA [0 €r0 3aMeHbl, Tepanus He OCYLLECTB/IAETCA.

* Hemef/ieHHO 3aMeHUTE UMIUTaHTaT.

+  TIOCTOSHHO KOHTPO/MPYWTE NauyeHTa [0 3aMeHbl MMIMIHTATa, KOTOPY0 HEOOX0aN-
MO MPOBECTU HEMEL/IEHHO!

+  Onpegenexue xenyao4KOBOIA TaxmKapauv 1 GMOPUIIALIAN XKeMyOOHKOB, a Takke
BCE (oyHKUMM Tepaniv aeakTvBmpyroTcs!
¢+ AHTMGpasVKapanyeckas nporpaMma OCTaEeTCs akTUBHOM B pexiive WI:
— KenyfouKoBas cTumMynsaLms: TDK; 6asosast yactota 50 ya/MuH;
6e3 JONOHUTENBHBIX COYHKLMIA CTUMY/ISTOPa, TakUX Kak rMCTepesnc UT. 4.
— amnmTyaa uvnynsca 6 B, AmTensHoCTs uMnynsca 1,5 mc:
— Bpema nepegaun ans JomaluHero MoHuTopuHra: 90 JHed.

JKCcnnaHTayMa M 3amMmeHa umnnaHrara

SxcrvaHTauyA

+ 3anpocuTe CTatyc UMrviaHTara.

+  [lepep sKkcnnaHTauyeln feaktvBupyiite doyHKLyM Tepanum XT n OX.

¢ OTCOBAMHITE 3/IEKTPOLbI OT KOHHEKTOPHOI YacTu, HA B KOEM C/Tyuae
He MepepesaiiTe ux.

¢ CNOMOLLLH COBACTB. COOTBETCTBYHOLLYIX COBPEMEHHOMY YPOBHIO PasBIATUS TEXHIKH,
W3B/IEKUTE UMIIAHTAT, @ B C/Ty4ae HEOOXOMMMOCTI TakKe 1 /IeKTPpofbL.

MpriviesaHvie: OBbMHOE OKUCIIEHVE MOXET MPUBECTW K M3MEHEHNIO LIBETA KoprTyca
VK[, HO OHO He OKa3bIBAET OTPULIATENBHOO BMSHIAA HA VMIUIAHTAT WA €ro paboToc-
MOCOBHOCTb

*+  OKCMNaHTaTbl CONEPXAT GUOMOMMUECKUE 3arps3HEHIS 1 IO/DKHbI YTIM3MPOBATLCS!

C COG/TOZIEHVIEM COOTBETCTBYHOLLX MEP MPEAOCTOPOXHOCTY M3-3a OMACHOCTU 3apa-
KEHMA,
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3ameHa umnaHTara

EC/m VCrionb30BaHIie PaHee UMIIHTUPOBAHHBIX 3MEKTPOZOB He MIaHIPYETCS], HO OHMA
OCTalOTCA B OpraHi3ve MaLyieHTa, MOXET BOSHVKHYTb JOMO/HITE/bHAS HEKOHTPOMMPYE
Masi LIEMb TOKA M0 HanpaB/eHto K Cep/Lly,

¢ [epep 3amMeHoi UMN/IaHTaTa AeakTUBMpYATE (oyHKUMM Teparmn XKT 1 O
*  /3onmpyiiTe HeMCMomb3yeMble KOHHEKTOPbI.

[eiAcTBYIOT CrigytoLLe OCHOBHbIE MPaBA;

¢+ /vnnaHTar He NOZ/IEXUT MOBTOPHON CTEPWIN3ALYM W MOBTOPHOMY MPUMEHEHNIO.
KpemaLus

MniiaHTaT Henb3A KPemm1poBaTb BMECTE C TPYTIOM.

o Tepen kpemaLimein Tpyra CKOHYABLLErOCA MallvieHTa UMMNaHTa' HeoGXoayMO
YOAMTb.

Ymnusaumsa

Komnanus BIOTRONIK oCyLLECTBASIET MpYEM MCMO/b30BaHHOIN NPOAYKUMA 7151 €8
3KO/TOTNYECKV GE30MACHOM YTUI3ALWN.

+  QUMCTVITE SKCTI/IAHTAT PAacTBOPOM MUMOX/IOPUTA HATPYS C KOHLIEHTPALWEl He MeHee
1%

+  [Mpowmoitte BOAOIA.
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4 MMapameTpbl

Bpagnkapanal/lPTC
Oaips VIK-tepanna

Mapavetp JyanasoH 3HaqeHin
VIKO-Tep3nua  BbIKN.; Bkn.

Mporpavmvbl ~ OTOGpaXEHE CTAaHAAPTHOM
Mporpammbl; oToGpaxeHe 6e30-
MacHoM npoi  m  robpaxeHue
MEPBOIA 3aNPOLLEHHON MPOrPaMVbL;
WHOVBMOYansHO 1 2,3

BK/.

W OX DR HF
X X X o/
X X' X X

TalvmposaHie. Ba30Ban YacTota AeHEHOHb W YaCTOTHL M VICTEpesIC
CrHppr VR DX DR HF

Mapavetp JyanasoH 3HaueH
basogasi vactora 30 ...(5! ...100 ...MNO)
... 160 yo/mMH

40 ya/MH
60 yo/mMuH

HouHasi vacToTa BbIKT; 30... (5) ...100 yg/muH  BbK/N.

Hauasio HouHol 00:00 ...(0:01)... 23:59 uu:mm
MpOrpaMMb|

3aBepLueHvie

HOYHOI MporpaMMb|

YacToTHblit ructe*  BbK/,; -5... [-51... -25...

pesHe 1-20)... -65 yo/MrH
CranupytoLLpid/ BbIK/.,, BK/.
MOBTOPHLIA
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2-0Cu4:mm

6:00 yu:mm

BbIK/1.

BK/1.

x X

X X
X x x x
X X X X
K X" x X

TaavposaHve. AV-330epKa
Mapavetp JyianasoH 3HaveHin
AV-anHaMrKa Hvi3kas, cpeaHss, BbICOKas,

(hrKkevpoBaHHast; (VHAVBILY-
arbHO)

AV-3aaepxka (1 v 2) nocrne:

- Cruvyrnsaum

- OnpeerieHus
UyBCTBUTE/IHOCTY

- Tpu Yactore 1
- Mpnyactore 2/

KomrneHcaLwn
onpeseneHus
UyBCTBUTE/IBHOCTU

Pexuim AV-rucTe-
pesvica

AV-rvictepesuc
(nonoxuTeNbHBIA)
AV-rucrepesuc
(OTPVLATENbHB 1)
AV ckaHupytoLLpii/
MOBTOPHbIiA (M0/10-
ATENBHBIA)

15,40 ... |5).. 350 MC

AsTomaTnieck- AB-3aiepxxa
rocrie CTUMY/IALN + KOMIEH-

caLyisl OnpesesieHrs YyBCTBI-
Te/bHOCTU
wwm 40 ... 15)... 30 mc

50... MO)... 130yn/muH
60 ...1101... 140 yo/mvH
BbIK/.,-5... [-51...-120 v

BbIK/., nonox/TensHbIA;
oTpyLiaTeNbHBIA, IRSpiUS

BbK/.: nonoxATesnbHbIA;
OTPULATESTbHB I

70; 110; 150; 200 mc

10 .. |10).. 150mc

BbIK/1.; BKII.

Crarmgpor

Hwn3kast

60 yo/MuH
130 ya/mmH
-40 mc
BbIK/.
BbIK/.
0m

50 mc

BK/.

VR OX DR HF
X X X
X X
X X X
X X
X X
X
X X X
X X X
X X X



TaiivrpoBaH/e. MOCTLLOKOBAS CTVVYTTHLS Mapavetp [yiarasoH sHaveH CraHppr VR DX (R HF

MapaveTp [yiariasoH 3HajeHnii Cramgpr VR DX DR HF Pexum Mocne pexuma VQD(R): VDI(R) VDI X X X

[nvTensHocTb BbIK/,; 10G30G 1MH 2 MH tOc X K X X Mocre pexviva DDD(R): DDIIR) - DDI X X

roc LLIOKOBOA 5 MyH, 10 MAH Mocrie Nepekito{eHiA PEXIMOB:

MporpaMmbI - UacroTa BbKT; 5... (5) ...50 ya/MuH 10ya/mMnH X X X

MocTLLokoBast 30..[9 ..100 ..N0).. 0 yym G0ygMMH X X X X - DvmensHocts 1. (1)... 30 MAH, 1 MVH.

6a30Bas YacTota

MocTLLoKoBast 50 ...(101... 350 mC Uo mc X K TalimposaHVe. XKertyaoHKoBast CTVYT LS

AV-3aaepxKa

MocTwokosass MK, EvB RV (KL x  [Mepaverp AvianasoH sHaqervn Cramor VR DX DR HF

Key0UKOBas MOCTOSHHb I MK; BuB; /K BvB X

CTUMY LA CvHxpormsaups  BbIK/L; MKc; MK +X3C MKc X

TaiivpoBaHVie. BepxHss UaCToTa OTCTIBK/BaH/A ﬁ?K”J'”Ta T-80nHb1 - BbIKI; BKII BKIL X

MapaveTp JyiarasoH 3HaqeHiA CraHmgpr VR DX GR HF  MakcumanbHast TpurrepHas uacTora:

BepxHsas yactora 90 —(10) — 160 ya/MuH 130 yo/muH X X X - DDD(R) 1 MYO +20; 90 ... (10)... 160yn/  MYO+20 X

OTC/IeXV1BaHMA VDD(R) M/H

BepxHsas vactota  BbK/T, 175,200; 240yg/mmH 200 y/MnH X X - DOUR). VDKR) 1 90...M0) ...160ya/mmH 130y/MmH

OTC/IEXMBAHVS B WIIR)

rpedcepm Kamepa, cramy- DK, JIK LV{/DK] X
o nmpyemas

TarivmpoBaHVe. NepexrioHeHv e pexvMoB B e

MapaveTp [lvianasoH 3HaqeHli CraHmgpr VR OX R HF  O4epedb

UYacroTa BK/tose-  BbIK/; 120 ...M0)... 200y/muH 160 ya/MiH X X X W-sagepxka 0. [5)... OOmc S X

s rocre Vp

Kpurepuii 3..(1)..8m38 5 X X X

Havasa

Kpurepuid

paspeLLieHst

A3meHeHve BbIK/T; 5... (5) ...30 ya/MuH 10 ya/MuH X X X

6a30B0iA YacToThI
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TaliviposaHve. PedpakTepHb e NepVos | I CENbE NEpVop |

Mapavetp JyianasoH 3HaueHnin

MBriPmn

Cnenoii nepumog, nocre
MPELCEPAHON CTUMY AL
Cnenoii nepvog /DX nocne
cTMynauum MK

Crenoii nepuog, MX nocre
crmMynaumm JHK

3alumra or oTHa/IeHHbIX
MoTeHUmasnos nocne Vs

3alpra ot oTAa/IEHHbIX
NoTeHLWanos nocre Vp

50...M0)... 100 Mc

50 ... [25)... 225 M

TalivmposaHve. 3alyma or MVIT

Mapavetp JyianazoH 3HaueHniA
Jetexups/npekpelle-  BbIK/.; BK.

Hue TMT

VA-KpuTEpuii 250 ...M0) ...500mc

TaliMpoBaHVe. YaCToTHas! 3aanTaLyist CNOMOLLIBHO aKCEIEPOVET]a;

Mapavetp JyanasoH 3HaueHin

MakcumanbHasa — 80... (10)... 160 ya/MuH

yacTora CeHcopa

Yennenve ABTO; 04eHb HI3KOE; HM3KOE,

ceHcopa Cpe[iHee, BbICOKOe, O4eHb
BbICOKOe 3HaYeHne

Mopor YyBCTBIA-  QueHb HU3KOE, HIN3KO., CPef-

Te/bHOCTU Hee, BbICOKOe, O4YeHb BbICOKOe

CeHcopa 3HaueHve

YualleHve putva 1;2; [T 8 yi/MuH/LMKN
CHinxeHve putva 0,1;0,2; 0.5; 1,0 ya/MUH/LMKN

ru = Pycckuii
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CraHpgapt VR DX DR HF
ABTO; 175 ...[251... 600 Mmc 225 mc

50 mc

80 mc

BbK; 25 ... [25)... 25 Mc 75 MC

75 M

CraHpppr

BK/1.

350 mc

CraHpgpr
160 yo/muH

CpeaHss

CpenHss

2ya/MyH
0,5 ya/MuH

X X
X

WR OX DR
X X

VR DX (R
X X\:X

X
X

X

HF

Cawyrsuys. AVIViATya MVIySisCa Y [y VITeNbHOCTL MVTYTsCa

lMapaverp JyiarasoH 3HaveHnii
Avinvyga umnyrisea 05..[025]...40.. 25wmB
AvITY R MMIYbCa TDK [051..63 75B

Avmtyga umnynsca JiK

JvrensbHocTb vvnynsca M 04; 05 ... 10,25)... 04 nmc
[/MTeNbHOCTb UMyrbca DK 12 MC

JnvrensHocTb unnysisca JIK 0,4 M

CravyrsLys. KOHTPOr b 3aXBaTa ey y/A0HKOB
JaHHbIin napameTp aktyaneH ana Kona 5/7

Mapavetp [JvianasoH 3Hau4eHnin  CraHoppT
YenynoukoBbid KOHTPOMb — BbIK/L; AMM, BK1.  AMIN
3axBara

Hauano Tecta nopora cvmy- 2.5... 10,5).. 50 B AMIT: 25 MB
JIALm BK/1.:35B
MuHumManbHaa avvmyga - 1,0... 10251..40B  10B
3ariac o avMrmTyae 1.0;1.2B h.oB
JaHHbIiA napamMeTp akTyaneH aa Kona 3

Mapavetp JyianasoH 3HakeHii CraHggpr
KoHTporib 3axBara BbIK/1.; AMI AMI
Mapavetp JianasoH 3HaueHin CraHagpr
MpencepaHbii KoHT-  BbIK/L; AMI AMN

PO/ib 3aXBara

CraHogpr VR OX DR HF

X X

X X X X
X

X X

X X X X
X

VR OX DR HF
X X X X
X X X X
X X X X
X X X X
VR DX OR HF
X X X X
VR X (R HF
X X



KoHdurypaLya /DK arextpoa

Mapavetp [yianasoH 3Haqerii CraHopgpr VR OX DR

MonspHocTb cmynsumm — JDK KoH. -> JDK konbl, — JDK KOH, ->
JIK JOK KoH. -> TDKKkonbL, DK KonbL,
JOK Konby, -> J1X KOH.
JUK koL, -> X KoMk,

YHAM.
MonspHocTb onpedenedns  YHM..BAM. YHAM.
UyBCTBUTE/LHOCTY JTXK
Mporpavva MPT
[eiicTBITENbHA A5 MMaHTaToB ¢ ProMRI.
Mapavetp [yianazoH sHaueHuii  Cranpgpr VR OX OR
Pexum VOO, BbIK/I. BbIK/.
\QO, DOD; BbK/.
Ba3oBas yactora 70... (10)... Wya/mMuH 90 yo/miH X
Xenypoukosas cumynsums DK BuB RV (MK X
Taxukapgusa
fetexya
Mapavetrp JvanasoH 3Hauernii CtaHgapt VR OX DR HF
WHTepan MT/dM 240 ...600 mc 300 mc
VHTeoBa XKT1 BbK/; 270... NMO)... BbKII. X X X X
600 MC
WHTepBan XT2 BbIK/; 270... MO)...
500 mc
VHTepBan dX BbIK/T; 240 ... (10)... 300 mc
600 mc
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B A |

Mapavetp

CyeTuUmK AeTEKLMIA XKT1
CuyeTunK aeTekumin XKT2
CyeTumk aeTekumin dX

CueTumK peseTekumin XT1
CYeTUmMK peaeTeKLmii XKT2
Jetekums SMART XT1/KT2
Jetekupma SMART BKJ/1.

- BHesanHoe Hauano XT1)KT2
- CrabwibHOCTb XXT1KT2
Jetexkuns SMART BbIK/.

- BHesanHoe Hauano XXT1KT2

- CrabunbHOCTb XXT1HKT2

Yeroiiumsas KT

[MpWHyaUTENLHOE NPEKPaLLEHWE

bl bbll 1oL
[laresoH 3HaueHin  CraHoppt VR OX DR HF

10... (2)... 60 26 X X X_X

10... (2) ...60 16

6138 8m3 12 83 12

10 1B 16; 12 /B 16;

6 VB20; 18 VB 26;

20 13 26;22 13 30;

26 330

10... @ ...30 20 X X X X
14

BbIK/.; BK/. BK/1. X X X

6...(6)... 32% 20% X X X

8. [4...48% 12%

BbIK/;4.,,(4)... 20% X X X X

32%

BbKM: 8. i4 .. 24 v

48 v

BbKM,; 1; 2 3; 5 10; BbIKI/. X X X X
20; 30 MVH.

BbK/T, 1. (1) .. 1 MUH. X X X
10 min
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Tepanua. ATC Mapavetp [yerasoH sHaderi - Craqpgpor - VR OX DR HF
Mapavetp [vercson staverii  Cragpr VR DX OR HE 271 WOK A KTUXT2 BbK/T, A...(2) ...20... 40 [ X X X X
MonbITky BbKT; 1.1 .. 10 BbIK/. X X X X 3 -nai KTLKT2 ;EZIK;O,Q*N;O
- -n-IA LLOK R ;
Tun ATC i XT1OKT2 - TMauka BY-vmnyncos;  TMauka X X X X ald 640 ,EI,)K Ax 640 Ix X X X X
hatia TYTIECo8 1-i4 OX 2...(2..20...15
Tun ATC st O BbIK/1; nauka BY- Mavka X X X X v oK AO,CI,SK) 0..15).. 40k X X X X
VMMY/I6COB, pamna VIMITY/I5COB o oK A2) 20, (5
ATC-ormMMzaLIS BbIKI; B/ BbK/ X X X X Lok A Adﬁfx) 200 ) 40 XX XX
Hrcno 81w KTIKT2 - 1. M)... 10 5 XX XX glindwokgm @K 440 640K 6404k X X X X
Hrcno Sy OX 8 L7t woka BXTLDKT2 n X
S1-pekpemeHT ana XT1/ 5. [51... 40 mc 10mc X X X X - MopBepKaeH/e BbIK/: BK/ BK/1 X X x- X
XT2 n OX o ' ’
- MonsipHoCTb HopmaribHast; obpar-  HopmaribHast
[expemeHT ckaHupoBa-  BbIK/T; 5...[5]... 0mc  BbIK/. X X X X i
i N ;aﬂ, qepe,flyrow,aﬂcn 5
- a HbI;
[l06aguTs SL A KT BbKI,; BKI BK. X X X X phe ok 6;'&?;33%,% ) i
KT2 H e Wwo MK K-> X X X
- HanpasreHve Lwoka -> UKA+BNB -
Wenyaoukosas camyns- 1K, DK, EvB RV (1K) X P o MKE KB
s fyia KTLHKT2 MX-> BB MX->MKL, X
YKenynoukosasi CTUMySis RV (MK
upa o dX
VHensan R-SL gy 70 .. 15)... %5 % 80% X X X X
XKTLKT2
WHTepBan R-51 s X 85%
Tepar. Lok
Mapavetp JyanasoH sHavernii  CraHpgpr VR OX DR HF
Uncno wokoB XT1HKT2 01,2; 68 8 X x X X
Uncno Lwokos OXK 6; 8 8 X XX X
1-/ wok ans XKT1HKT2 BbK/T; 2... (2)... 20... AO[x X X X X
(5)... 40 Ix
rti  Pycckuii 21

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



X

OnpenerneHie YyBCTBUTE IbHOCTU AnarHocTuka
UyBCTBATE/I5HOCTB M MOpoT MOXHO OCYLLECTBUTL CrIEAHOLLME HACTPONKUA:
MapaveTp [OvanasoH 3HaueHuii  CraHmgpr VR OX DR HF ' I A Sresie Crappr VR DX DR HF
' Jng MT/en BbIK/.; B/ BK/. X X X
OnpefeneHre YyBCTBA- CT/.; BbIK/. CraHgapt X X X [ Iforia 7: pacLLMpeHHL A
TeNbHOCTY NpeAcepans DEXUM B/
OnpeneneHne YyBCTBIA- CrangapTHoe; nogasne- CraHgapr X x =X X [ HKT BbIK/: BK/T BKJT X X X
TEMbHOCTW NPABOT0 XeMy-  Hue T-BOHbI, YyBCTBIA- T o
f04Ka TENHOCTb OX: UHABH- Meproanyeckie Ecrwm [lomaiiHmia MOHUTOPMHT - 90 AHei X X X X
[yarnsHoe 3anmcu BbIK/.:
; 30... (30L...180 aneit
OnpefeneHue uyBCTBI- CTA,; BbKN.; MHA, CraHgapt X BEKJT, 30..
TENLHOCTY JIEBOTO Xeny- B3 kodmrypa- T, DK, JDK MK, DK X
JI04Ka LA ”I?-WK’ ﬁ)nK
BepxHuii nopor npaBoro ~ 50; 75 % 0% X X X X AN, T
Xenyfouka

BexHNi nopor Neaoro 50 75% 50% X CrefytolLyie napaMeTpbl MOryT ObIMb AONOSHUTESBHO HacTpoeHbI Ans Iforia 7
ey o4Ka lMapavetp JviariasoH 3HaueHui CraHmpr \WR DX R HF
JJUTeNbHOCTL BEPXHEro 110,150 ...(501... 500 Mc 350 MC X X X X Hauano neprosa 00:00... [1000 23:00uymm 0200w X X X X

nopora nccnie JeTekym  YyBCTBITENBHOCTL B): roKos
[uTenbHoCTs BecxHe'o 110 Me 400 MG JruTensHocTb nepr- 0,5... 051 ...12 y 4y X X X X
rOpora. Moc/ie CTUMTIALY Ofig. NoKos
HvxHuii nopor MK 25; 50 % 25% X X X X KSppeKTV'pOBKa BbIK/.; 300 v DOme X X X
3371
Mogeenerve f-8oHbi BB BKAL BB X X X X onpfﬁinréﬁ(ﬁﬁ :;,fca
rocrne CTUMYMALY TBITETLHOCTH
MVHVMabHBIA OpOr 02..(011.. 20 MB 04 vB X X X “
' ' MpyaoHoin umnegaHe  BbIKIL, BKIT. BbIK/. X X X X
pecepms a e
MUHUMA/TbHBIA Nopor 05..(0,1)... 25 vB 08 vB X X X X
MPaBOro Xery/aoqka
MVHAMaBHBIA NOpOr 05..011..25..[051 16wvB X
NIEBOTO Xefyao4Kka ..50B
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JomMawHNN MOHUTOPUHT

Mapavetp [vanasoH 3HaueHuii
[JomaluHniA MonutopuHr - BbK/L; B BbK/.
Bpemsa nepenaum CraHgaptHoe; 00:00...
(2:00) ... 23:00 wi Mv1
BA'M ont:

- Onu30[0B Tepanumn BbIK/1.; BK/. BK/1.
- 3NM3040B MOHWTOPVHTA

MpogomwTenbHbIA Nped-  BbIK, 6,12, 18y 12y
CepaHbIA 3M130L4

Mpumenvo | IForia 3

Mapavetp JyianasoH 3HaqeHni

JnuTensHocTb BbIK/,; 30. 60,90,120,180 aHeir 30 aHeit
LmKa

[lata nepenaum- XX XX XXXX

+7 [eHb

5 TexHWYEeCcKMe XapaKTepucTUKH

MeXxaHuYyeckne XxapakTepuCcTuKu

CaHmppr T DX CR HF
X X X X

Craggpr X X X X

X X X X

CraHmapt VR OX OR HF
X X X X

Owvop X X X X

Kopryc

/MnnaHTaTbl C KOHHEKTOPHOIA YacThio DF-1/1S-1

Tun Pagtem LXBXT, oGrem a8 Becr
VR DF1 G5 x55x 11 33 80
OX.DR DF-1 65x55x 11 33 8l

HF D1 65x58,5x 11 4 83

rm = Pycckuii
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/MnraHTaTbI C KOHHEKTOPHOM YacTbio DF4/ IS-1

Tm Pagtemv N xBxT, Mvi O6beMmavd  Bec T
R DF4 65x52x11 31 0
DR DF4 65x56x 11 30 )
HF DF4 65x56x 11 K¢ 82

Marepraribl, KOHTaKTVPYHOLLYIE CTKaHAMIA OpraHvBva

*  Kopnyc; TuteH

*  KOHHEKTOpHasA YaCTb: 3MOKCHaHas CMoria

o 3arywka 1 CUIMKOHOBAsA 3arTyLLKa CUSIOMPEH Wi CUMaCTUK
YI/ioTHeHvie DF4 cnacTuik

PeHtreHvapr/poBKa
NT

AneKTpuyeckne napameTpbl

CraHoapTbl

JlaHHble cooTBeTcTBYHOT CTaHaapTy EN 45502-2-2:2008.
Yooy viBviepeHA

Ec/m He yKa3aHO Apyroe, Bee [aHHbIe OTHOCATCA K CrIELHOLLYM YCIOBUSIM.
+  Tewmneparypa okpyxatoLLeii cpeapt 37 °C +2 °C

o CrumynsupsionpeaeneHmne vysctauTenisHocTv: 500 M+1%
o Lok 5004 %

3aBOACK/E HACTPOAKA

o 3oHbl apumvin XKT1; XKT2; OX: BbIK/I.

»  AHTVOpaauKapanyeckas cTumysums BbK/.

¢+ [omaiuHniA MoHutopuHr: BbIK/I.

Tenevetpryeck/ie JgHHbLE
*  HommHaribHas Hecywwas vactora: 403,6 My

+  MakcManbHas MOLLHOCTL Nepefaun: <25 MkBT [-16 abw)



MexayHapoOHbL M A0MYCK [ NCNQns30BaH/A GeCpoBQaHb X GVCTEM

mnriaHTaTk! ¢ cuctemoid lomariHero MoHutoprHra® BIOTRONIK obopyaoBaHb! aHTeH-
HOVi Ay191 GECPOBOAHON CBS3M.

BarHosas dopve avrHarna

CTVMYTVPYHOLLWAIA UIMIYTLC VIMEET CIEYHOLLYHO
AVIVIATYA UMMY/bCa OCTUMAET CBOETO MakCUMaslb-
HOTO 3HaueHVs B Havane uvnynica llia). Cysenuue-
HYEM [yMTeNIbHOCTY CTMysLMK (Ib) ammmTyga
CHVDKAETCA B 3aBMCMMOCTM OT UMMefjaHca CTV MY/

M.

+  TpymeyaHmre K nmriaHTatam Tvna VR DX (TOMbKO MMIaHTaTbl C KOHHEKTOPOM
DF-1/IS-1): TpeboBaH!st K 3M1eKTPOMArHUTHO COBMECTUMOCTY BbINOSHSIKOTCS, MOKa
L5 NPpeACcepaHOn YyBCTBUTENBHOCTY YCTaHOB/EHO 3HaueHue 1.0 MB (3aBoackve
HaCTPOViKK) W 3HaueHMs X 1,0 MB. TMpn YCTaHOBKE 3HAUEHIIA YyBCTBATE/ILHOCTY
HeobXoayMO NMPMHSTL MepbI, KOTOPbIE MO3BA/AT 0BECTIEUMTL GecnepedoiiHoe MpoBe-
[leHve Tepanuu.

* TpumeyaHue k uvriaHtaram Tunos HF: Mpu YHUMOMSAPHOM ONpPeesieHn YyBCTBu-
TEMBHOCTU BbINO/HAETCA TPEGOBaHVE K HAMPSHKEHMIO MOMEX, 3HAYEHME KOTOPOro He
[I0/KHO NpeBbILaTh 0,3 MB [ABOMHaS amrymTy/a).

Yactota MopaBneHue cMH(a3Hol cocTaBnsoLLei

Mpencepave:  Mpeacepaue: \FEB&{MMM JieBb I enyooHe

DX* DR.HF HF HF
1667y 5846 53 b 66 1b 66 ob
50Ty 55 06 5% b 64 o6 66 b
60 Iy 56 4B 5% op 64 1p 68 ob

* TOMbKO MMIIaHTATbI C KOHHEKTOPOM DF- /(5+1,
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Avivumypga ATC

Bbiia 13MepeHa mavka vMmyriscos npu 500 M amnvyge 7,5 B (oonyek 1.5 B),
LnmTenbHOCTY UMINMyrbea 1,5 Mc, uHtepBasie R-S1 300 mc v uncne $1, pasHom 5.

Avirviryga ATC V/BVEPEHHL 1 VBVEPEHHB A CpenHee 3HaYeHVie
MBKCVIVYM

MUHUMYM
RV (MX) 7,67 B 7,67 B 5,008
IVINX) 7,67 B 7,67 B 499 B

ABTOMAT/MECKSS HACTPOVKA YyBCTBATE/IHOCTU

/13MepeHyie GhakTUHECKVX 3HAUEHMIA, (hopvia BOHbI TECTOBOMO CUrHasa. CTaH4apTHbIA
TPEYTOMLHYK. Y UMI/IaHTAToB Trna DX 3anporpaMMyMpoBaHHas NpeacepaHas vyBCTBu-
Te/bHOCTL YCWieHa Ha. KoadqwiLyeHT A

UyBCTBATENBHOCTL 3HaveHve  [loryctvoe 3HaueHre  VismMepeHHoe
3HaveHve
[1; nonoxuTenbHas 02 vB 02..05 0,24 MB
[: oTpuuaTenbHas 0.24 vB
OX [T, nonoxuenbHas 02 vB 02 ..0,52 0,05 MB
OX: MT: oTpuLaTENbHas (00050013 0,05 VB
DK nonoxurensHas 05B 03..07 0,48 vB
MK oTpuuaTesnbHas 0,40 vB
JDK: nonoxurenbHast 05B 0,3..07 0,48 vB
JDK- otpruaTeibHas 0,56 MB
SHEPIVA LLOKAMVKOBOE HarnpshkeHve
Moy HanpaBneHyn LWoka- ot DK K koprycy* 318
3HEPIMM LLODKA. [lonycTumoe 3Haue- V/BvepeHHoe VBviepeHHoe
CTumoe 3HaLIeHI/Ie) HV/e MMKOBOIO 3HayeHune 3HaveHve
HanpsaxeHuna JHepruun woka MMKOBOIO
HanpaxeHna
10x (0,7 ...1.18) 9 ..120 B 0,84 100 B
20 x [16,9 ...20,9! 440 ...480 B 181 x 469 B
40 Ox [33,8 ...41,4) 620 ...690 B 36.9 Ik 667 B



NHdopmauys o 6atapee

TexH/HECKVIE XapaKTEPUICTVKN GaTapeu
VsrotoBuTENEM YKa3aHa CrieyHLLAs MHApOpMaLSt:

ViBrotoButesis GREATBATCH, INC. LITRONIK GribH & o
Clarence, NY 14031, CLLIA 01796 Pima, Mepviara
Tvn Gatapen GB 2992 LiS 3410 RARR
VH Gatapeu B nporpammarope 3 4
Tvn vnaHTara VR, |DX), OR, HF
BonbTax Gatapen npy 25 vB 285 B
MpeLynpexaeH o 3ameHe
Bpewmsi 3apsiakm Gatapen B 8c 8c
Havasie cpoka Cryobl
Bpewms 3apsiakm 6atapen npn - 10c 10c
npeLynpexaeHnn 0 3ameHe
lonie3Hast MOLLHOCTbL A0 Iforia 3/5:1390 MAY 1390 MAY
npegynpexaeHns o 3aMeHe  Iforia?: 1600 MAY
lNone3Hass MOLLHOCTL A0 OKOH- 1730 MAY 1520 MAY
YaHs Cpoka CryKobl
JnvirensHoCTL XpaHeH A

[nMTENbHOCTb XPaHEHNS BAIMSIET H3 CPOK C/TyXObl GaTapen.

¢ VIMnnaHTatbl AO/KHBI GbIThb YCTAHOB/EHbI B TeUeHWe 19 MecsiLieB Mex Iy JaToi
MPOM3BOACTBA 1 OKOHUYAHIEM CPOKA VX XPaHEHIS ([aTbI YKa3aHb| Ha YTIaKoBKe).

*  Ecrm nvnnaHTauma WK/, ocyLUecTBIAETCA He3340/r0 A0 OKOHYaHUA CpOKa ero

XPaHEHsl, OXNAEMbIIA CPOK CriyWObI MOXET COKPATUTLCS MPUMEPHO Ha 16 MecsiLIEB.

PacueT cpoka cryiobl
+  CpoK cryx6bl pacCUMTLIBAETCA OMMCAHHBIM HIbKe 06pa3oM, B 3aBUCKMOCTY OT TUMa
MM/aHTaTa BO BCEX Kamepax.
— Avinmtyga uMnynsca: 2,5 vB
— [nmrensHocTe umnysca: 0.4 mc
— WmnegaHc ciumynauum: 500 Q
— baszoBas vactora: 60 yg/MuH

w = Pycckuii
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— [JowvawHuinc MonuTopuHr: BK/1., exesHeBHas nepejada 1 CooBLLEHNS UMMIaH-
TaTa, a TaKkke exerogHas nepegava 12 IEGM-Gnline HD
—  ®yHKUMM AYarHOCTUKM W 3ar1CK BK/THOHEHDBI B NMOCTOSHHOM PeXVME

+  GopMMPOBaHME KOHAEHCATOPA BbINOMHSETCS 4 pasa B rof, MosToMy HeOOXOaMMO
EXEroaHO Kak MUHVMYM 4 pasa MaKCUMasTbHO 3apsbkaTh GaTapeto A1 LLoKa, Aaxe
€C/1 3a 3TOT FOf LLOK NPUMEHSIETCS MeHee 4 pas.

Pacuet wicna wokos

PacyeT MakCMa/IbHOrO HIC/Ia LLIOKOB:

CPOK Cry bl (roabl] XYW LLOKOBS rof

Iforia 3/5VR-T

Cpok cryxGbl ¢ 6aTapeeit GB 2992 wm LiS 3410 RARR:

Qpok cryGbI [roabi] Mpy oNpeaeieHHOM KONMHECTBE LLIDKOB B
Cmwrsaya rog,

4 8 12 16 20

0% 1042 8,39 T 6,03 5,28
15% 10,14 8.20 6,89 593 521
50% 9,55 781 6,60 5,72 505
100% 881 731 624 545 483

Iforia 5VR-TOX
Cpok cnyx0bl ¢ 6arapeeii GB 2992 nwm OS 3410 RARR:

Cpok cryob1 [roas 1] mpr onpeagieHHOM KOJMHECTBE LLOKOB B
Cmwrauys roq

4 5 12 16 20
0% 9,48 7,76 6,57 5,70 503
15% 9,24 761 6,46 561 4,96
50% '8,75 7,26 6,21 542 481
100% 8,12 6,83 589 517 4,62



Iforia 3/5 DR-T Iforia 7VR-TDX

Cpok cryw6b! ¢ Gara 3eelt GB 2992 wm US 3410 RARR: Cpok cryx0bl C baTapeeii GB 2992
Qpox cryidb! [roapi] Mpy onpeaeieHHOM KOJMHECTBE LLIDKOB B Cpok cryob1 [raapi] Mpy ONpeaenieHHOM KOJIHECTBE LLIOKOB B
Crimynsums raq Cawyrysi rof
4 8 12 16 20 4 8 12 16 20
0% 948 7.76 6,57 5,70 503 0% 10,73 8,82 748 6,50 5,74
15% 9,02 7,45 6,35 553 4,89 15% 1048 8,65 7,36 6,40 5,66
50% 8,10 6,81 5,88 517 4,61 50% 9,92 8,26 7,08 6.19 550
100% 708 6,07 53 473 4,26 100% 9,22 7,77 6,71 591 5,27
Iforia 3/5 HF-T [foria 7 DRT
Cpok cryxObl ¢ Garapeeid GE 2992 wm LiS 3410 RARR Cpok cryx0bl ¢ GatapeeiiOB 2992
Cpok eyl [roapi] My orpeeneHHoM KO/VHECTBE LLIOKOB B Cpok cryidb1 [roabi] Mo oNpeAe/IeHHOM KO/MHECTBE LLOKOB B
Cravyrsiys roq Cvwyrmys raq
4 8 12 16 20 4 8 © 14 20
0% 8,78 7,29 6,23 544 4,82 0% 10,73 8,82 748 6,50 5,74
15% 821 6,89 5% 521 4,65 15% 10,22 8,47 723 6,31 559
50% 7,14 6,12 535 4,76 428 50% 9,20 7,76 6,70 590 5,27
100% 6,01 527 4,69 423 385 100% 8,05 6,92 6,07 540 487
Iforia 7 YR-T THF-T
Cpok cryGb ¢ GaTapeen GB 2992 Cpok cryxobI ¢ Gatapeein GB 2992
OpoK CryiBb [Fbi] MY ONPEErIEHHOM KOrMHECTBE LLOKOB B Cpok b1 [Foapi] Movi OrpeagyIEHHOM KO/MHECTBE LLOKOB B
Cravwyraysi rqq Crvmynauus roq
4 8 12 16 20 4 8 12 16 20
0% 11.78 9,52 79 6,87 6,03 0% 9,96 829 7,10 6,20 551
15% 1148 9,32 784 6,76 5% 15% 9,33 7,85 6,77 59% 531
50% 1081 88? 7,52 6,53 576 50% 812 6,97 6,11 543 4,89
100% 9,99 831 71 6,21 552 100% 6,85 6,01 536 483 440
26
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OnucaHne 0603HaYEHUII Ha ITUKETKE MepeaaTUMK C HEVIOHV3VPYHOLLYIM S/IEKTPOMArHUTHLIM

OMKETKA HA YAKORKE («y)) M3/Ty4eHVeM C 330aHHOW YacToTou
CVMBO/bI Ha 3TUKETKe 0603Ha4aroT CcnegytoLee:
Jlata BbIyCKA Cpok rogHocT!
2 CvMBO/ Ha 3TUKETKaX MPT-COBMECTUMbIA: MaLEHTbI C CUCTEMAMM IMIUTaH-
C d I mMrriaHTaToB ¢ ProMRI: TaTOB, Ha YMaKOBKaX KOTOPbIX MMEETCSI 3TOT CUMBO/],
[vana3oH TeMneparyp Hovep A 3akasa MOryT rogseprarsest MPT-UCCNEA0B3HUIO MK COOMIo-
REF [EHVN CTPOTO OMpPeLE/IEHHbIX YCTIOBUI.
1 A
CepuitHbliA HCMED PLL-koq
1 pI D 1 VIMrnaHTar: kog N86 v coBMeCTUMbIE
eKTPOb I
1 S N1 1 WEWR 1
OrlacHoe HarpsikeHe Mapkviposia CE Mouviep
*
1 1 C € 3aBOACKVIE HACTPOVIKM MpOrpamMMbl
Coneprarite Tpe6oBatie CrieoBaTb . Tepanu: BbIK/.
1 TEXHMYECKOMY pyKoBOAC- ( __EE ') I'Ipvuvlep
™ . _Er'n OUKCHpYOLLIEE MOBOPOTHOE YCTTIONCEBC
manuals.biotronik.com TpeGoBatve C/ief10BaTk 3/1eKTOHHON q (oTBepTKa)
BEPCWM TEXHWHYECKOrO PYKOBOACTBA
C 0 o0
MpyMep PacriofoKeHNst KoHHeKTopHoiA vactv ¢ DF- /15-1 3 ycTpoiicTee
STEBM EQ CrepwmsosaHo sTuneHokciaom (—=\
u s\
He 191 NOBTOpHOV CTep- {1 O[IHOKPATHOTO MpMME- oR ®
JvzaLym HEHs
i <S> oo [ MoV vEP PACTIONOKEHMS KOHHEKTOPHOM YacTit ¢ DF-1/IS-1 wm
He vcronb3oBarb, ecrm HectepuibHo DR/I5-1 Ha ycTpoiictBe
YrakoBKa MoBpexaeHa | é-k *\ -——— [ BunossApHbIii KOHHEKTOP 11
TT 17\
wM— N--—-p YHUNONSIPHBIA KOHHeKTOpP 15-1
Heiu——— — ) YeunonsipHeii komwexrop DF-1
AL s \  KonmexTop OF4
ra « Pyccknii 27
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© BIOTRONIK SE& Co. KG
8ce npaBa 3alnLeHbl.
OcTaBnisieM 3a c060i1 NpaBo Ha BHECEHMWE
TEXHUYECKNX U3MEHEHUIA.

®  Bce ucnonb3yemble Ha3BaHWUA MOTYT ABNATLCA
MapKoi Un 3aperucTpupoBaHHbIM TOBapPHbIM
3HakomMm komnaHum BIOTRONIK wnm gpyroro

C£0123 22

Revision: 3 (2018-Q2-08)

4402a

BIOTRONIK SE& Co. KG
Woefmannkehre 1
12359 Berlin Germany
Tel +49 (O 30 68905-0
Fax +49 L) 30 6852804
salesObiotron.iR.eom
www.biotronik.com

| BIOTRONIK

excellence for life
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Urkundenrolle Nummer PT 55 /2018

| hereby certify that

Mrs Elena Poiikarpova born Galamna.

born 1 March 1954 in Awdejewka/Ukraine,

residing in Woermannkehre 1. 12359 Berlin/Germany

of known identity.

signed before me

When | asked her. itis 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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9101a E-F

Apostille
(Convention ae La Haye ou 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese offentliche Urkur.oe

2. ist unterschrieben von Dar.a Peic-Thiel

3. inihrer Eigenschaft als Nitechaseriin

A sie istversehen mit dem Siegel

6m Not 2> m

6 am 13. Februar2018
ntin des Landgerichts in Be:!' n
E-F 1307/18
10 Unterschrift

Im Auflrag

jcv->
(Pott)

Vorsitzende Richterin am Landgericht

AVR
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MepeBof C aHrUIACKOro Y HEMELLKOTO S13bIKOB Ha PyCCKNI A3bIK

BVOTPOHUNK
COBepLLEHCTBO paju XU3HU

3asBrieHVe NPoON3BOANTENA
BceMm 3aMHTepecoBaHHbIM fiMLam
HacToAwmM Mbl rapaHTUpyeMm, YTO npuiaraeMblii LOKYMEHT:

TexHNYecKoe PyKOBOACTBO (3KCMlyaTauMoHHasa JOKYMeHTaums)
AN KapamosepTepa-getmnopunnatopa umnaaHTupyemoro Iforia

ABNAETCS OPUTMHANBbHBIM AOKYMEHTOM, KOTOPbI BblgaH kKomnaHneiht BUOTPOHWK CE & Ko. KT

Cofep>xaHue aHrIMACKON 1 PYCCKOM BEPCUN UAEHTUYHO.

Nwms: EneHa Monunkapnosa
LLo/KHOCTb: Mnagwwuii cneymannct oTAena HOPMOKOHTPONA
KomnaHus: BMOTPOHUK CE & Ko. KI'
Ynuua: BépmaHHkepe 1
Mopog/cTpaHa: 12359 bepnuH, NepmaHus
2 Pell. » PX fa -

[aTa un nognuce:
no fosepeHHocTU EneHa MNonukapnosa

OMHv

Ceptugpukatr BUOTPOHUK
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/Norotun komnaHuM BAOTPOHVK Poccuinckaa depepaums
(BIOTRONIK)/
3afBKa Ha permcrpaumio

[NepeBof C aHIIMIACKONO S13bIKa Ha PYCCKMIA Si3bIK]

[nepeBOp, LTamra 1 Noannucy Ha TUTYNIbHOM JINCTe JOKYMeHTa «3JKcnyaTaumoHHas
JOKYMeHTauunsa», npeacrtaBieHHOM Ha PYCCKOM FI3bIKe.]

LLiramn: BAOTPOHVIK (BIOTRONIK), coBepLueHCcTBO pagn »usHu; BAOTPOHVK CE &
Ko. KI (BIOTRONIK SE & Co. KG), BépmaHHkepe 1, 12359, BepnvH

/Mognuce/ EneHa Monnkaprnosa (Elena Polikarpova)

[PrcyHoK]
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Homep HoTapuanbHoro peectpa PT 55/2018

JaHHbIM A NoATBEPXAAl, YTO JIMYHOCTb

r->un EneHbl MonnkapnoBoii, B gesnyecTse ManaHWHONM,
poxaeHHoi 01 mapTa 1964 roga B r. ABeeBka / YKpanHa,
npoXuBatoLein no agpecy BépmanHkepe 1, 12359 bepnuH/TepmaHus,
yCTaHOBJIeHa.

Mognucb NpocTaBneHa B MOEM NPUCYTCTBUN.
Korga s 3agan Bonpoc, 66110 3a8B/IEHO, YTO HU cama AeiCTBYIOLWUIA HOTapuyc, HU ee NOMOLLHUKN
(napTHepbl, KOTOpble BMECTE 3aHUMAIOT MOMELLEHNE) He UMEeNN MYHOW 3aMHTepecoBaHHOCTU, Kak

IOPUCTHI, B 3aKNMKOYEHNUW CAENKN.

BepnuH, 12 despana 2018 roga

Menk-Tunb
HoTapuyc (rocygapCTBeHHbIA HOTapUyc)

/MevaTb: NaHa Meik-Tunb
HoTapuyc B r. bepnnx/
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9101a E-F

AMOCTUNb
(Faarckas KOHBeHLMA OT 5 okTA6pa 1961 ropa)

1 CrpaHa: ®epepatmeHas Pecnybnvka l'epmaHuns

HacTosawmii ohmumanbHblii LJOKYMEHT

2. Obln noanucaH LaHoi Menk-Tunb
3. BbICTynarlLel B Ka4ecTBe HoTapuyca B 1. bepnuHe
4. CKpenneH neyarblo/WITamMNoM: HoTapuyca
MoaTBep>xaeHo
5. B I. bepnuHe 6. para: 13 ¢peBpansa 2018 roga
7. Mpeacenarenem OKPY>XHOro cyaa B r. bepnumHe
8. nog Homepom9101la E-F 1307/18
0. MevaTb/WTamn 10.Mognuce:
0T UMEHM
"
r I r
(MotT)
MpenceaaTensCTBYHOLWNIA CyibS OKPYXXHOIO cyfa
/MeyaTs:

MpeAceaaTenb OKPY>KHOTO cyaa B bepnuHe/

AVR 95a

MepeBof AaHHOIO TEKCTa BbINOAHEH NepeBofunkom Pponosoit MapuHoit MuxainoBHoO

MOJ1.6J1b
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Poccuiickas ®egepaums
"opog Mocksa

[eBsTHaaUaToro oespanst e ThiCSUM BOCEMHAALATOrO roga

A aThOWas 06s"HHOCTMK HOTapuyc

ropoga* Mockabl
nepesoguvka ®ponosoit MapuHbl MuxainosHbl 10 NOA/IMHHOCTL noanuc

Moanuchk cienaHa B MOEM NPUCY TCT BN
JINYHOCTb NOANMCABLLEr0 AOKYMEHT YCTaHOBeHa

Per/crprposaHo BpeecTpe: Ne 77/+/77-018-

B3bICKaHO rocyaapcTBEHHOM nowwMHLI (Mo Tapudy): 100py6
YnnayeHo 3a okasaHue ycnyr ] '
MPaBOBOro N TeXHUYeCKoro xapakrepa: 200pyo.

nOﬂlnMCb Fep6boBas nevaTb HA. MaprIHOBa

HoTapuyca r. MOCKBbI

AkKunmoBa [.b.

MpoLUHypoBaHO, NPOHYMEPOBAHO Y K £ / };LT(
PENNeHOo NevaThbio “8,-0B).
BPWO HoTapuyca

Poccuiickas ®egepayums
<n  lopog Mockea

A, MapTbiHOBa HaTtanus AHApeeBHa, BPEMEHHO WCOMHAOLY!
06s3aHHOCTW HOTapuyca ropoga Mocksbl AkmoBa Fne6a bopucosny
CBU/ETE/bCTBYIO BEPHOCTb KOMUM CTeNaB/ieMHOra M T JOKYMEHT

B3b1CkBTH | apcTBeHHONNOWANIARXPATapu b AAANAN|
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Manufacturer's Statement

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

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

SBIOTRONIK
excellence for life
IpIOTRONIK SE & Co. KG
201 <f

Date and Signature:

p.p. Sena Polikarpova
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(D B |O T R N |K Russian Federation
e

Application for registration

Approved
BIOTRONIK SE & Co. KG
Woermannkehre 1, 12359 Berlin, GERMANY

(97 B |OTRO N | K Associate Regulatory Affairs

Excellence for life
BIOrRONIK SE &

VVoormannki' ' -
12369 Berlin Elena Polikarpova
(signature, stamp)

« 04 » July 2018

Implantable Cardioverter-Defibrillator Single-chamber Iforia
Implantable Cardioverter-Defibrillator Dual-chamber Iforia
Implantable Cardioverter-Defibrillator Triple-chamber Iforia

Addition for the Instruction For Use (IFU)

Iforia 7 HF-T
VVE-DDDRV ~ Home Monitoring

b0b4351b
m BIomONIK

Made in Germany
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Screwdriver (torque wrench)

Technical Specifications:

Length, mm
Width, mm
Height, mm
Mass, g

Leads

The screwdriver (torque wrench) TW is supplied
complete with 'lforia 3/5/7' ICDs and is used to tighten the
screws of the connectors of the leads for a secure fit in the
corresponding connectors on the housing of the ICD.

65

13

13
TI3

sterile,

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.

The leads are supplied separately.

20.  Programming

'lforia 3/5/7" ICDs can be interrogated and programmed with BIOTRONIK programmer, models: ICS 3000 and
Renamic. The data transmission between the ICDs ‘Iforia 3/5/7' and the BIOTRONIK programmers is
performing using the programming head/wand or via wireless RF-telemetry.

Function
Programming and testing functions

ECO recording and EGG monitoring

Data management

Data export

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

Purpose

Program BIOTRONIK pacemakers and ICDs
during the implantation procedure or follow-ups.
The follow-up can be performed using the PGH
or via wireless telemetry with the implants that
have a corresponding RF-module on-board.
Display and printout of up to three leads of
surface ECGs, as well as up to three intracardiac
derivations (IEGMs) and the corresponding event
markers, in real-time.

Store  parameter values and ECG/IEGM
recordings for computer-aided archiving and
evaluation.

Print out follow-up reports using the internal and/
or external printer

18
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Box photo

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

Inner packaging photo
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_ﬁ_ Manufacturing date g— Use by
Temperature limit Order number
4 REF
Serial number Product identification
SN PID number
& Dangerous voltages! c € CE mark
|
Contents py Follow the instructions for
S) "
@

/o
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YCnoBuA XpaHeHns

Temneparypa
OTHOCUTE/bHASA BNAXHOCTb
[laBnexue

YcnoBua akcnayaraymm
HavmeHoBaHne MW

KON Iforia 3/5/7

575 “C
30-75 %
375—795 Mm pT.CT.

TemnepaTtypa BnaxHOCTb WM 0Cobble YCNOBUS, €CAN NPUMEHUMO

Ot +32 po +42°C  yCTOIAuMBO K BO3LEHCTBINIO BMONOTMYECKINX XMAKOCTEI

(kpoBwm)
dukcupytoLLee NoBopoTHoe 5-45 X 30-75 %
YCTPOIACTBO
12.  Knaccudukauunsa nsgenus
Nenn  HaumeHoBaHue u3genus Bug, KOHTaKTa C OpraHn3Mom yYernoBeka
1 KAW Iforia 3/5/7 AmMnnaHTupyemoe usgenve, uvetwllee
MOCTOSHHbI KOHTAKT C BHYTPEHHE cpefoii 1
TKaHIMM OpraHn3mMa YenoBeka
2 duKcupytoLlee NoBOPOTHOE YCTPOIICTBO N3nenve, umeroLee KpaTKoBPEMEHHDIN

Knacc B 3aBUCUMOCTU OT

OﬂOCpe,ﬂ,OBaHHbIVI KOHTaKT C OpraHn3mom
YyenoBeka

NOTEHUMa/IbHOI0 prCka NpMMEHEHNA

MeAULIMHCKOro U3fenns
Mo KpaTHOCTV NpVMEHeHUs
Mo cTepunbHOCTU

Knacc 3almTbl OT nopaxeHus
3/IEKTPUNYECKUM TOKOM

OfHOKpaTHOro NpUMEHeHus

CrepunbHoe

CF - nmeroLLmMe HauBbICLLYHO CTEMEHDb 3aLLUTBI 1 U30/IMPOBAHHYHO
pabouyio YacTb

13. OnucaHue NpuUHLMNOB, Ha KOTOPbIX OCHOBaHa pabota MU

KON Iforia 3/5/7 umnnaHTUPYOTCA NaUWEHTY MOAKOXHO WAW Mof rPYAHYI0 MbIlILY B MNOAKMHOYNYHON 06nacTu

CNeBa Ha BECb CPOK CyX6bl YCTPOIACTBA.

Mepep, onepauyeil NpoBOAMTCS 06513aTe/IbHOE KOHTPO/IbHOE 06CNeA0BaHNe NauyMeHTa: 0CMOTP U KOHCYNbTaLus
Nevallero Kapauoxupypra, peructpauus NoOBEPXHOCTHOW anekTpokapAuorpammel (ganee 3KI) B nokoe w npu
Harpyske, CyTouHoe MoHuTOpupoBaHne 3KI no Xontepy. [aHHble AWarHoCTM4eckue npouesypsl No3BONSAIOT

TOYHO ONpeaennTb byayLine napameTpbl MMMNIAHTUPYEMOTO annapara.
MpoueAypa No MMNAHTALMN BbINOHAETCA NPU HOPMasbHBIX YCOBUSX OKpYXatoLlei cpefpl.

Onepauusi HOCWUT MNaHOBbIK XapakTep. [M0AroTOBUTENbHbIA 3Tan BK/IOYAET 06paboTKy ONepaLWoOHHOro noss,
06e360/1MBaHNe NPV NMOMOLLWM MECTHbIX aHECTETMKOB. PacTBop npenapata MHOUAbTPUPYIOT B KOXHbIE MOKPOBbI 1

rny6xenexatwipe TkaHn. O6LLMIA HApKO3 NPUMEHSIETCS B UCKMOUNTENbHBIX CyYasX.
[lanee xvupyprom npon3BoAMTCS paspes A/INHOIA 5-6 CM B NOAK/IHOYNYHOA 061acTw.
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B noeceHesHON xu3HW cneayer wuiberath SNEKTPOMATHUTHBIX NOMEX; HaxoAUTbLCA
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34. TlpepynpexpeHusa o 3ameHe KAW

BOS Hauano cpoka cnyx6bl: ypoBeHb 3apsga 6atapen > 70 %

MOS1 CepefyHa cpoka cnyxobbl: ocTatouHblin 3apsag ot 70 % go 40 %

MOS2 CepefuHa cpoka cnyx6bl: ocTaTouHbIn 3apsg < 40 %

ERI MpepynpexneHne o 3ameHe (Elective Replacement Indication), (cootBetctByeT RRT:
Recommended Replacement Time = Bpems pekOMeHAYeMO 3aMeHbI)

EOS OkoHuaHKe cpoka cnyx6bl (End Of Service)

MpeaynpexaeHune o Tpebyemoin 3ameHe («ERI»)

MpegynpexzaeHne o 3ameHe ERI (Elective Replacement Indication) nepepaetcd no cucteme [lomaliHero
MoHuTOpUHra.

BH/IMAHVE
Tepanus, orpaHU4eHHass No BPEMEHU
Ecrm npegynpexzaeHne 0 3aMeHe NosiBUTCS Yepes3 KopoTkoe Bpems Moc/ie 0CMOTpa U Bnepsble
perucTpupyeTcs npu CresylolemM 0CMOTpe, OCTaBLUNACA CPOK CyXObl MOXET ObiTb ropa3fo MeHbLue 3
MecsLEB.

¢ 3aMeHuTe UMNNaHTaT B 6nXKaiilee Bpems

+  IMnnaHTaT MOXET KOHTPONMPOBATL CEPAEUHbI PUTM N0 MEHbLLIEH Mepe elye 3 MecsLa;
[0 OKOHYaHMS Cpoka CNYxX6bl MMNAAHTAT MOXET HAHECTU He MeHee 6 LIOKOB C MaKCUMasbHOM aHeprueis;
+  YCTaHOB/EHHbIE B NPOrpaMMHOM 0GECMeYeHNn napaMeTpbl He MEHSKOTCA.

MpepynpexgeHne 06 OKOHYaHUKN cpoka cnyxobl («E08»)
OnoseLLeHre 0 JOCTUTHYTOM OKOHYaHUM Cpoka CnyxObl nepegaeTtcs no cucteme JomallHero MOHUTOPUHTA.

NPEAYTNPEXAEHNE
OnacHOCTb /159 XXM3HN NaLeHTa
Ecnn npepynpex/aeHie o 3ameHe UMNAaHTaTa B CBA3M C OKOHYAHWEM CPOKa €ro C/yXObl NOABNAETCA [0 €ro

3ameHbl, Tepanus He OCyLLeCTBAAETCS.
* Hemepn/ieHHO 3aMeHUTe UMMNJIaHTaT;
+ TlOCTOSHHO KOHTPO/MPYMTE nauuWeHTa [0 3aMeHbl WMMIaHTaTa, KOTOPYK Heo6X04uMMO MpOBECTH
Hemez/1eHHo!
Onpefienexne xenyao4koBOi Taxukapauu 1 uopunNaLmuu XenyLoykos, a Takke BCe (PYHKLMM Tepanuu
JeakTusupytotcs!
AHTWGpagMkapAnyeckas nporpaMmma oCTaeTcs akTUBHOW B pexumve VVI:
- Xenypoukosas ctumynaumus: MK; 6asoBas 4actota 50 ya/MuH; 6e3 LONONHUTENbHbIX (YHKLMIA
CTUMYNIATOPA, TaKWUX Kak TMCTepesnc u T. .
- AmnauTyga umnynsca 6 B, gautensHocTs umnynsca 1,5 mc;

- OnuTenbHoCTb Unkna ans flomawHero MonutopuHra: 90 AHeil.

31
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OBbwan KQW -Tepanna
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(Reicraurenvya ans MPT-coBMECTUMBIX MOAENEIA?)
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YyBCTBATENBHOCTL W NOPOTU
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MOXHO YCTaHOBUTL CNEAYIOLLME NapaMeTpb):
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MmnnauTaTel ¢ KOHHEKTODHON YacTbio DF-1/1S-1:
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PexomeHaauuy 1 3anasneHue NPOU3BOAUTENH — SNEKTPOMArHUTHOE U3NYYeHne
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KG:
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No. 496 .gflrelrofO wife fogthe year 2018

When lasked her, i wa® deelamiewtlitittier tt» adHng notary himself nor his associated
lawyers have had any prior involwsrnertin this natter as lawyers.

fanNiTnotary

JARA\D20\D1667-18.RTF
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910l1a E-F

Apostille
(Convention die La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese dffentticdie Urkunde
2. ist untereehiriebomivon Dr. Konstantin Tap p e

3. inseiner Eigenschaftats  Notar in Berlin

4. sie ist versehen mit dem Siegel

des Notars

5. in Berlin 6, am 09.Juli2018

7. durch die PrSsidentln des Landg«ridits in Berlin

8. unter Nr. 9101a E-F 6107/18

9. Siegei 10, Unterschrift

ImAuftrag
2
(Bunn i>Kdj)
Vorsitzende Richterin am Landgericht
K
AVR 95a

W
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Poccuiickas degepauns
opoa MockBa
CemHafLaTOro noNg AiBe ThiCAYN BOCEMHAALATOrO roja

[l MapTbiHoBa HaTanusa AHLpeeBHa, BPEMEHHO UCNONHAKWLWAA 0693aHHOCT W HOTapuyca
ropoga Mocksbl AkumoBsa 'ne6a bopucosuya, cBUAETENbCTBY NOLJINHHOCT b NOANUCH
nepesogunka ®ponosoit MapnHbl MuxainnoBHsbl.

Mognuch caenaHa B MOEM NPUCYTCTBUN.

JInyHoCcTb NnoAnucaslLero JOKYMeHT yCTaHoB/eHa.

3aperucTpuposaHo BpeecTpe: No 77/09-H/77-2018-/ T 'T T .I'[

B3bickaHO rocyaapCTBEHHON NowW Kb (Mo Tapudy): 100py6.
YnnayeHo 3a okasaHue ycnyr npaBoBoro n TexHuyeckoro xapakTepa: 200py6.

_ HA. MapTbiHOBa
HO'UI n I/I C b FepboBass neuvaTb
HoTapuyca r.MoCKBbI
AknN*0OBa I'.b.
MpolHypoBaHo, NPOHYMepPOBaHO 1 CKpenne, nncT(-a,-0B).

X

BPWO HoTapuyca

Poccuiickas ®epepayus

TTw =

1. MapTbiHOBa HaTtaymss AHApeeBHa, BpemMeHHO WCMOHAOLAA
0653aHHOCTI HoTapuyca roposa Mocksbl AkvoBa Meba Bopricosuya,

CBUAETENBCTBYIO BEPHOCTL KOMWM O NPEACTaB/IEHHOTO MHE IOKYMEHTa, nw2A?
3apervcTprpoBaHo B peectpe: Ne ~ “/oTy
b3bICKaHO roCy/AaPCTBEHHOM NOLLIMHBI (MO Tapurdy): yA Y (21

Yr/ia4eHo  OKamHUO YC/YT MpaBoBoro 1 S/\BC

TEXHVHECKOrO XapaKTepa:
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