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1. Name of Digital dual chamber implantable cardioverter defibrillators Evera

medical product
Digital dual chamber implantable cardioverter defibrillator Evera MRI XT DR SureScan, model DDMB2D1;
- implantable cardioverter defibrillator;

- torque wrench; i-/

- DF-1 pin plug; [ n

- Product Documentatioh'~d CD.
2. Prescription ofa The Evera MRI XT DR SureScan dual chamber implantable cardioverter defibrillator (ICD) is a multiprogrammable cardiac device
medical product that monitors and regulates the patient’s heart rate by providing single or dual chamber, rate-responsive bradycardia pacing;

ventricular tachyarrhythmia therapies; and atrial tachyarrhythmia therapies. ,

The device can detect ventricular tachyarrhythmias (VT/VF) automatically and can provide treatment with defibrillation,
cardioversion, and antitachycardia pacing therapies. The device can also detect atrial tachyarrhythmias (AT/AF) automatically and
can provide treatment with cardioversion and antitachycardia pacing therapies. The device responds to bradyarrhythmias by
providing bradycardia pacing therapy.

The device also provides diagnostic and monitoring information that assists with system evaluation and patient care.

The Evera dual chamber ICD devices that are the subject of this submission are listed below in:

Models Name Model Number
Evera MRI XT DR SureScan DDMB2D1

Application: Cardiology.
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3/IEKTPOHHAS KOMKS 0GOPMIIEHA LIEHTPOM UCTILITAHII W PETUCTPALMM MEBHLMHCKYUX 3LENHIA

M edtronic, Inc.
- Confidential



3. Description of Feature Comparison of Evera MRi XT and Evera MRI S ICD devices:

the principles [Key: V = featuie present in device; empty box = feature absent from device]
underlying the work of
the medical products Fcatorcs/Pttdagei
and their features
ICD Gonoeettm
IXDF4
IxIS-1 + IxDF4
2x1S-1 +2xDF-I
IXIS-1 +2XDF-I

Other Mechaidcal Components

35J Defib Energy

Conexus' Wireless Telemetry
Patient Alert

Common System Features
Ventricular Capture Mgmt
Atrial Capture Mgml
Remaining Longevity Estimate
OptiVor2.0

AT/AF Alerts

AF Alerts

Silent Alerts

Lead Integrity Alert

Brady Fe”urts, Modes and Rates

Minimal Ventricular Pacing
Rate Profile Optimization
Rate Drop Response

Extended Upper Rates (UTR, USR) (to 175)

Conducted AF Response
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Ventricular Arriiythmia Prevention/Sttpprefsion
Ventricular Rate Stabilization (VRS)

Post-VT/VF Shock Rate and Duration

Ventricular Arrhythmia Detection

V F Detection

VT Detection

FVT Detection

VT Monitor

VT Stability

Onset Criterion

PR Logic

High Rate Timeout
Wavelet

TWavc Discrimination
Lead Noise Discrimination
VF High Rate Timeout

Confirmation+

Ventricular Arriiythmia Therapies
Ventricular Defibrillation Therapy

Ventricular Cardioversion Therapy
Ventricular ATP Therapy

ATP DuringCharging+ Charge Saver®
Atrial Intervention Pacing Features
Post Modeswilch Overdrive Pacing

Atrial Rate Stabilization
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Atrial FTefeience Pacing v
Atrial ArHgrtfuuria Detection

Atrial Arrhythmia Detection (2 zone) V
Atrial Arrhythmia Monitor (1 Zone) V

Ventricular Based Atrial Fibrillation (VBAF)

Ab Ll AirbythmiBlbenpy
Atrial Cardioversion Therapy
Atrial 50 Hz Burst In-Office
Atrial 50 Hz Burst Ambulatory
ATP Therapy (AT)

Reactive ATP*”

Pdlote-ap

AT/AF Extended Monitoring
AF Extended Monitoring
Cardiac Compass™

Hi-Fi Patient Activated EGM
Pre-Arrhythmia EGM Storage
Flashback - Atrial Episodes

< < < < < <

< < < < <

Flashback - Ventricular Episodes

Programmer software features

For more information about these features, see the reference manual.

Conexus wireless telemetry —This feature enables wireless transmission of data between an implanted device and the programmer
in the hospital or clinic and between an implanted device and a home monitor in the patient’s home.

Emergency therapies - During a patient session, defibrillation. cardioversion, fixed burst pacing, and emergency W 1 can be
initiated manually to treat ventricular tachyarrhythmia episodes quickly.

Live Rhythm Monitor - This window on the programmer displays ECO, Leadless ECG (LECG), Marker Channel with marker
annotations, and telemetered EGM waveform traces. It also displays the patient heart rale and interval in the upper left-hand corner
of the window.

Checklist - This feature presents an interactive list of common tasks that are performed during an implant session or a follow-up
session. When a clinician selects a task, the associated r>rogrammer screen for that task appears. Clinicians can set up their own
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checklists or use a Medtronic standard checklist supplied with the progrummer.

Leadless ECG - This device feature allows clinicians to view and record a signal equivalent to an ECG without attaching surface
ECG leads.

TherapyGuide —This feature suggests a set of parameters based on the programmed information about the patient’s clinical
conditions. TherapyGuide does not replace a physician’s expert judgment. The physician can accept, reject, or modify any of the
suggested parameter values.

Patient Information - This feature allows cliniciarts to store patienl>related information on the programmer that they can view and
print during a paoent session.

Diagnostic data features
When MRI SureScan is programmed to On, diagnostic data is not collected. Before performing an MRI scan, refer to the
MRI technical manual for MRI-specific warnings and precautions.
For more information about these features, see the reference manual.
Quick Look Il - This screen on the programmer presents overview data about device operation and patient rhythms collected since
the last patient session. It includes links to more detailed status and diagno.stic information stored in the device, such as arrhythmia
episodes and therapies provided.
Medtronic CareAlert - If the device identifies any CareAlert programmed or automatic alert conditions, this feature sends a
wireless alert signal to the CareLink Monitor, transmits an alert noliHcation to the clinic, and sounds a patient alert tone to notify
the patient to seek medical attention.
RV Lead Integrity Alert - This feature sounds an alert tone to warn the piitient that a potential RV lead problem is suspected,
which could indicate a lead fracture. When the alert criteria are met, device sellings are automatically adjusted to avoid the delivery
of inappropriate therapy.
OptiVol ZO fluid status monitoring - This feature identifies a potential increase in thoracic fluid, which may indicate lung
congestion, by monitoring changes in thoracic impedance. If the change exceeds the programnted threshold, an alert lone sounds to
notify the patient to seek medical attention.
Cardiac Compa.ss Trends - This feature presents an overview of the patient’s condition over the past 14 months with graphs that
display long-term clinical trends in heart rhythm and device status, such as frequency of arrhythmias, heart rates, and device
therapies.
Heart Failure Management Report - This printed report summarize.s ilie patient's clinical .status and observations since the last
follow-up appointment. The report provides graphs that show trend.ss in heart rales, arrhythmias, and fluid accumulation indicators
over the past 14 months.
Arrhythmia episode data - The system compiles an arrhythmia episode log that the clinician can use to view summary and
detailed diagnostic data quickly, including stored EGM, for the selected arrhythmia episode. Also available on the progrummer are
episode and therapy counters, stored data showing the number of tin>es that arrhythmias and therapies have occurred.
Flashback Memory - This diagnostic fe«ture records the intervals that immediately preceded tachyarrhythmia episodes or that
preceded the last interrogation of the device and plots the interval data over time.
Rate Drop Response episodes data - This feature displays beat-to-beal data that is useful in analyzing Rate Drop Response
episodes and the events leading up to these episodes. The feature records data about episodes that meet the programmed rate drop
detection criteria.
Rate Histograms - This diagnostic feature shows range distributions for the patient’s heart rate.
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Pacing features
For more information about these features, see the reference manual.
Auto-adjusting sensitivity - This feature automatically adjusts the sensitivity thresholds after specific paced events and sensed
events occur.
Rate Response - This feature adjusts the cardiac pacing rate in response to changes in sensed patient activity.
Rate Profile Optimization - This feature monitors the patient’s daily and monthly sensor rate profiles and adjusts the rate response
curves over time to achieve a prescribed target rate profile. The goal is to ensuie that the rate response remains appropriate for the
full range of patient activities.
Capture Management - This feature monitors pacing thresholds with daily pacing threshold searches and. if programmed to do so,
adjusts the pacing amplitudes toward a (argci amplitude.
Rate Adaptive AV (RAAV) - This dual-chamber pacing feature varies the Paced AV (PAV) and Sen.sed AV (SAV) intervals as
the heart rate increases or decreases to maintain 1:1 tracking and AV synchrony.
Auto PVARP - This feature adjusts the Post-Ventricular Atrial Refractory Period (PVARP) in response to changes in the patient’s
heart rate or pacing rate. PVARP is longer at lower tracking rates to prevent pacemaker-mediated tachycardia (PMT) and shorter at
higher rates to maintain 1:1 tracking.
Rate Drop Response - This feature monitors the heart for a significant drop in rate and responds by pacing the heart at an elevated
rate for a programmed duration.
Sleep - This feature causes the device to pace at a slower rate during a programmed sleep period.
Non-Competitive Atrial Pacing (NCAP) - This feature prohibits atrial pacing within a programmable interval after a refractory
atrial event
Pacemaker-mediated tachycardia (PMT) Intervention - This feature automatically detects and interrupts device-defined PMTSs.
PVC Response - This feature extends PVARP following a premature ventricular contraction (PVC) to avoid tracking a retrograde
P-wave and to prevent retrograde conduction from inhibiting an atrial pace.
Ventricular Safety Pacing (VSP) - This feature prevents inappropriate inhibition of ventricular pacing caused by crosstalk or
ventricular oversensing.
Mode Switch - This feature switches the device pacing mode from a dual-chamber atrial tracking mode to a nontracking mode
during an atrial tachyarrhythmia. This feature prevents rapid ventricular pacing that can result from tracking a high atrial rate and
restores the programmed pacing mode when the atrial tachyarrhythmia ends.
Conducted AF Response - This feature helps to promote a regular ventricular rate during conducted AT/AF episodes by
incieasing the pacing rate in concert with the patient’s intrinsic ventricular response.
Atrial Rate Stabilization (ARS) - This feature adapts the atrial pacing rate in response to a PAC (premature atrial contraction) to
avoid long sinus pauses following short atrial intervals.
Atrial Preference Pacing (JIPP) - This feature maintains u consistent activation sequence by providing continuous pacing that is
closely matched to the intrinsic rate.
Post Mode Switch Overdrive Pacing (PMOP) - This feature works with the Mode Switch feature to deliver overdrive atrial
pacing during the vulnerable phase following an AT/AF episode termination.
Post VT/VF Shock Pacing - This feature provides temporary overdrive pacing for a programmed duration after a ventricular high-
voltage therapy.
Ventricular Rate Stabilization (VRS) - This ventricular rhythm manugement feature adjusts the pacing rate dynamically to
eliminate the long pause that typically follows a premature ventricular contraction (PVC).
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Tachyarrhythmia detection features

When MR] SureScan is programmed to On, tachyarrhythmia detection and therapies are suspended. Before performing an
MRI scan, refer to the MKI technical manual for MRI-speciHc warnings and precautioas.

For more information about these features, see the reference manual.

AT/AF detection - This feature analyzes the atrial rate and its effect on the ventricular rhythm to determine whether the patient is
currently experiencing an atrial tachyarrhythmia. Evidence of an atrial tachyarrhythmia is based on the number and timing of atrial
events during ventricular intervals. Depending on programming, the device delivers a programmed sequence of atrial therapies or
continues monitoring without delivering therapy.

YTN/F detection - This feature uses programmable detection zones to classify ventricular events. |If the number of
tachyarrhythmia events in u zone exceeds a programmed threshold, the device detects a ventricular tachyarrhythmia episode.
Depending on programming, the device delivers a scheduled therapy, re-evaluates the patient’s heart rhythm, and terminates or
redctects the episode.

PR Lc”~c - This set of features uses pattern and rate analysis to discriminate between supraventricular tachycardias (SVTs) and
true ventricular tachyarrhythmias and to withhold inappropriate VT/VF detection and therapy during episodes of rapidly conducted
SVT.

Wavelet - This feature is designed to prevent detection of rapidly conducted SVTs as ventricular tachyarrhythmias by comparing
the shape of each QRS complex during a fast ventricular rate to a template. The feature offers the option to collect and maintain the
stored template automatically.

Onset - This feature helps prevent detection of sinus tachycardia as VT by evaluating the acceleration of the ventricular rale.
Stability - This feature helps to prevent detection of atrial fibrillation as ventricular tachyarrhythmia by evaluating the stability of
the ventricular rate. If the device determines that the ventricular rate is not stable, it withholds VT detection.

High Rate Timeout - This feature allows the device to deliver therapy for any ventricular tachyarrhythmia that continues beyond
the programmed length of lime.

TWave Discrimination - This feature withholds VT/VF detection when a fast ventricular rate is detected because of oversensed T-
waves, avoiding the delivery of an inappropriate therapy.

RV Lead Noise Discrimination - When the device identifies lead noise due to u su.spected lead problem, this feature withholds
VT/VF detection to prevent the delivery of inappropriate therapy. Also, if programmed, an alert lone sounds to notify the patient to
seek medical attention.

Tachyarrhythmia therapy features

When MRI SureScan is programmed to On, tachyarrhythmia detection and therapies are suspended. Before performing an

MRI scan, refer to the MRI technical manual for MRI-spccific warnings and precautions.

For more information about these features, see the reference manual.

Atrial therapy scheduling - This fe<i(ure enables the clinician to program the delivery of automatic atrial therapies. Bach time (hat

an AT/AF therapy is needed, the device schedules one of the available therapies based on clinician programming. The Reactive

ATP option allows the device to repeat programmed atrial antitachycardia pacing (ATP) therapies during long AT/AF episodes.

Therapies are repeated after a programmed interval or when the atrial rhythm changes in regularity or cycle length.

Atrial antitachycardia pacing (ATP) - These therapies respond to an AT/AF episode or a Fast AT/AF episode with rapid

sequences of pacing pulses to terminate detected atrial tachyarrhythmias. The device uses 3 yogrammable therapies, Burst+, Ramp,
N(n to be reproduced wiibtxii written permission Fmvn Medtronic. Inc.
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and 50 Hz Burst, to treat an episode.

Atrial cardioversion - This therapy delivers a high-voltage shock to treat an AT/AF episode or a Fast AT/AF episode. Atrial
cardioversion delivery is synchronized to a sensed ventricular event and cannot exceed a programnnable daily limit within
programmable times. The patient also can request atrial cardioversion using an external Patient Assistant. Patient-activated atrial
cardioversion is delivered only if an AT/AF episode is detected at the time of the request.

Pn”~ranunable Active Can and SV C electrodes *The device provides the capability to disable either the Active Can or the SVC
electrode as part of the high-voltage therapy delivery pathway.

Ventricular fibrillation (VF) therapies- Automatic defibrillation shocks are available to treat V F episodes. The first defibrillation
therapy requires VF confirmation before delivery. After the first shock has been delivered, shocks are delivered asynchronously if
synchronization fails. ATT During Charging allows the device to deliver a ventricular untitachycardia pacing therapy sequence
while the device charges its capacitors for the first defibrillation therapy. The device can also be programmed to attempt an
additional ATP therapy sequence before charging starts.

Ventricular antitachycardia pacing (ATP) - These therapies respond toa VT epi.sode or an FV T episode with rapid sequences of
pacing pulses to terminate detected ventricular tachyarrhythmias. Therapy options irKilude Burst, Ramp, and Rampf, each with a
programmable number of sequences.

Ventricular cardioversion - This therapy delivers a high-voltage shock to treat a VT or FVT episode. Therapy is synchronized to
a sensed ventricular event.

Progressive Episodes Therapies - This feature causes the device to skip therapies or modify high-voltage energy levels to ensure
that each therapy delivered during an episode is at least as aggressive as the previous therapy.

Testing feature.s

For more information about these features, see the reference manual.

Underlying Rhythm Test - This feature temporarily inhibits the pacing output of the device to enable the clinician to evaluate the
patient’s intrinsic heart rhythm. During the test, the device is temporarily programmed to a nonpacing mode.

Pacing Threshold Test - This feature allows the clinician to determine the patient's pacing stimulation thresholds. This
information can be used to determine appropriate amplitude and pulse width settings that en.sure capture and minimize output.
Wavelet Test - This feature evaluates the accuracy of the current Wavelet template and allows the clinician to collect a new
template, if necessary.

Lead Impedance Test - This feature tests the integrity of the implanted lead system by measuring the impedance of the pacing and
high-voltage electrodes. The test uses low-voltage, subthreshold pulses to make these measurements.

Sensing Test - This feature measures P-wave and R-wave amplitudes to help (he clinician assess lead integrity and sensing
performance. Mode, AV Delay, and Lower Rate can be programmed temporarily so that the device is not pacing the patient’s heart,
increasing the likelihood that sensed events will occur.

Charge/Dump Test - This feature tests the charge time of the capaciloi-s and dum|K any charge remaining on the capacitors.

EP Studies - This set of protocols allows clinicians to induce arrhythmias during electrophysiology studies. The available
induction protocols are T-Shock, 50 Hz Burst. Fixed Burst, and Programmed Klectrical Stimulation. Manual therapies are also
available.

Additional operations
MRI SureScan feature - This feature allows patients to be safely scanned 1* an MRI machine when used according to the
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specified MRI conditions for use. Refer to the MRI technical manual for additional information.

Pacing mode information
Pacemaker modes are described using the NBG code. The five-letter NBG code, named after The North American Society of

Pacing and Electrophysiology (NASPE) and the British Pacing and Electrophysiology Group (BPEG), describes the operation of
implantable pulse generators. The NBG code, which supersedes the ICHD Code, is described in Table 1

Table 1. The Revised NASPE/BPEG Generic Code for antibradycardia pacing

Position: I 1 m v \Y
Category: Chambeits) paced  Chamberfs) sensed Re.sponse to Rate modulation Multisite pacing*
sensing
0 = None 0 - None 0 - None 0 = None O = None
A = Atrium A = Atrium T - Triggered R = Rate A = Atrium
V tsVentricle V - Ventricle 1s Inhibited modulation V = Ventricle
D=Dual(A+V) D=Dual(A+V) D- Dual(T+1I) D = Dual (A +V)
Manufacturers’ S = Single** (A or S = Single** (A or
designation only: V)

*Medtronic device do not use the multisite pacing code.
“The programmer displays A or V (not S) forchambers paced and sensed.

DDDR and DDD modes - When pacing in the DDDR or DDD mode, if the device senses an inirin.sic atrial event, it schedules a
ventricular paced event in response. The delay between the sensed atrial event and the corresponding ventricular paced event is the
programmed Sen.sed AV interval. The delay between the paced atrial event and the corresponding ventricular paced event is the
Paced AV interval. If the current pacing interval ends before the device senses an atrial event, the device paces the atrium and then
schedules a ventricular paced event after the Paced AV interval. If a ventricular sensed event occurs during the Sensed AV interval
or the Paced AV interval, ventricular pacing is inhibited. DDDR pacing occurs at the sensor rate, unless the intrinsic atrial rate is
faster. DDD pacing occurs at the programmed lower rate, unless the intrinsic atrial rate is faster.

DDIR and DDI modes - When the device is pacing in the DDIR or DDI mode, sensed atrial events are not tracked. If the device
senses an intrinsic atrial event, atrial pacing is inhibited, but a Sensed AV interval is not started. Instead, ventricular pacing is
delivered at the current pacing rate. If the current pacing interval end.s before the device senses an atrial event, the device paces the
atrium and then schedules a ventricular paced event after the Paced AV interval. If a ventricular sensed event occurs during the
Paced AV interval, ventricular pacing is inhibited. DDIR pacing occurs at the sensor rate. DDI pacing occurs at the programmed
lower rate.

DOO mode - The DOO mode provides AV sequential pacing at the programmed lower rate with no inhibition by intrinsic events.
In the DOO mode, no sensing occurs in either chamber.

VVIR and VVI modes - In the VVIR and VVI modes, the ventricle is paced if no intrinsic ventricular events are sensed before the
current pacing interval ends. Pacing occurs at the sensor rate in the VVIR mode and at the programmed lower rate in the VVI mode.
VOO mode - The VOO mode provides ventricular pacing at the programmed lower rate with no Inhibition by intrinsic ventricular

events. In the VOO mode, no ventricular sensingoccurs. _
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AAIR and AAI modes - In the AAIR and AAIl modes, the atrium is paced if no intrinsic atrial events are sensed before the current
pacing interval ends. Pacing occurs at the sensor rate in the AAIR mode and at the programmed lower rate in the AAI mode.

JTOO mode - The AOO mode provides atrial pacing at the programmed lower rate with no inhibition by intrinsic atrial events. In
the AOO mode, no atrial sensing occurs.

MVP mode - MVP (Managed Ventricular Pacing) is an atrial-based pacing mode that is designed to switch to a dual chamber
pacing mode during AV block.

MVP allows the device to function in the AAIR or AAI pacing mode when AV conduction is intact but to switch to DDDR or DDD
pacing mode during AV block. It also allows the device to perform periodic conduction checks, with the ability to switch back to
AAIR or AAI mode when AV conduction resumes. MVP provides backup ventricular support for transient loss of AV conduction.
The AAIR<=>DDDR mode switches between the AAIR and DDDR modes and the AA1<=>DDD mode switches between the AAI
and DDD modes.

ODO mode - The ODO mode does not deliver ventricular or atrial pacing outputs, regardless of the intrinsic rale. The ODO mode
is intended only for those situations where the clinician wants to turn off bradycardia pacing outputs from the device.

4, Conditions for In medical and preventive treatment facility.
use The cardioverter defibrillators should be used only by or under the supervision of physicians trained.
5. Composition Digital dual chamber implantable cardioverter defibrillator Evera MRI XT DR SureScan, model DDMB2D1:
and list of parts and -1 implantable cardioverter defibrillator
accessories -1 torque wrench
-1 DF-1 pin plug
-Product Documentation*
-CD-ROM

" Product documentation includes - Device Manual, Limited warranty. Medical Procedure and EMI Precautions, Explanation of
Symbols for ICD and CRT-D devices. Document: Electronic instructions for use/manuals. Appendix to the Device Manual (not in
package content, printed and supplied locally on the territiory of Russian Federation to the customers). Stickers, Reference manual
(not in package content, available on http://mamials.medtronic.com/)

6. Technical Overview of Physical Characteristics of the Evera MRI models:
details of  medical
product Evera MRI Surescan XT DR DDMB2DI

Physical characteristics

Volume” 33 cm™+ 0.5 cm*
Mass 779+ 1g
HxWxD 66 mm (£1.0 mm) x 51 mm (£1.0 mm) x 13 mm (= 0.5 mm)
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Surface area of device can 57 cm* £ 0.5 cm*

Radiopaque ID™ PFz-

Medtronic radiopaque identifier™* I I I

Materials in contact with human tissue®  Titanium, polyurethane, silicone rubber

Battery Hybrid CFx lithium/silver vanadium oxide

* Volume with connector ports unplugged.

The radiopaque ID, which includes a MedtrCMUC-identifier symbol, can be in a fluoroscopic image of the device!

"'These materials have been successfully tested for the ability to avoid biological incompatibility. The device does not produce an

injurious temperature in the surrounding tissue during normal operation. o
* Radiopaque ID (NeZ) is made from tungsten, therefore it does not require testing. Tungsten is heavy metal and is visible on any

X-rays.

Connector ports and suture holes

Not to be reproduced wiihoui written permission from Medtrunic, Inc.
Medtronic, Inc.
1 Confideniial

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



| DF-1 connector port, SVC
2 DF-1 coanector port, RV

3 Device Active Can electrode
4 1S-1 connector post, RV
51S-1 conneetor port, A

6 Suture holes
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Electrical specifications
Basic battery characteristics and device specification:
Battery characteristics
Manufacturer Medtronic Energy and Component Center
Model M945899A
Chemistry Hybrid CFx iithium/silver vanadium oxide
Battery electrical speciBcations
Nominal voltage 3.2V
Mean capacity toRRT 1.0Ah
Minimum capacity after RRT 0.1 Ah
Device electrical spedfications
Pacing rate limit (prrtective feature)* 200_min' -
Input impedance - d 150 kii minimum
<Does not apply during ATP therapies or ventricular safety pacing.
Peak ICD output voltage during high-voltage shock delivery:
Programmed energy Peak voltage for first pulse irfiase Peak voltage for second pulse phase
Minimum; 0.4J (£0.251) 76V (x16%) 36 V (x30%)
Mean: 18J(+20%) 497 V (£10%) 249 V (x25%)
Maximum: 35 J(+15%) 699 V (x10%) 351 V(¥25%)
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Typicad output waveform shapes

1 Pacing waveform;

2. Monophasic high-voltage waveform (T-Shock inductions only), 50% tilt;

3. Biphasic high-voltage waveform, 50% tilt

Measuring methods

Device parameters, such as pulse duration, pulse amplitude, and sensitivity, are measured at the standard conditions of 37 "\C£2 °C
and 5000 +1% load accoitling to EN 45502-2-1.

Pulse duration - Pulse duration is measured at 1/3 peak voltage levels according to standard EN 45502-2-1 (see Figure below).
When applying this measurement method, the measured pulse width W depend.s on the load Rload (in ohms) and pro”mmed pulse
width Wp (In seconds) with tolerance W < Wp + 34 psand W > the smaller of (Wp - 16 /is) or [ 124 ps + (4 ps x Rload)).

Amplitude - The pulse amplitude is calculated according to standard EN 45502-2-1 (see Figure below). When applying this
measurement method, the measured amplitude A depends on the programmed amplitude Ap and programmed pulse width Wp: A
Ap X (0.9 - (Wp X0.145 ms™)). The tolerance (+40%/-30% for voltages less than 2.0 V, and £3("'b for voltages greater than or equal
t02.0 V) is applied not to the programmed setting, but to the calculated amplitude A.

Figure. Measurement of pulse duration and amplitude
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ms

@
\
1. Maximum amplitude;

2. 173 maximum amplitude;

3. Puise dunation {D);

4. Time integral over voitage (F);

5. Pulse amplitude (A).

Sensitivity ~ Sensitivity is defined as the voltage amplitude of a test signal that is just sufficient to be sensed by the device. The
programmable values for RV sensitivity assume a 40 ms sine2 waveform. When using the test signal defined in EN 45502-2-1 (sce
Figure below), the rated ventricular sensing threshold will be 1.5 times the programmed RV Sensitivity value.

Figure. Measurement of sensitivity
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15 ms

Amplitude

Notes:

= When measuring the pacing and sensing parameters with pacing system unalyzei-s, considerable differences may be observed with
the specifications presented in this manual, because the measuring methods employed by such systems may differ from those
described previously.

» Lead impedance measurement results may be distorted by electrocardiogram monitoring equipment.

Common mode rejection ratio - The common mode rejection ratio (CMRR) for frequencies 16.6 Hz, 50 Hz, and 60 Hz is at least
100 (40 dB). The calculation of the CMRR ratio was done based on measurements performed with the sinusoidal waveform
injected directly into the device. The device and lead system CMRR ratio depend on several factors, such as the placement of the
electrodes or electrode separation, and may be lower than the device CMRR ratio.

Variation with temperature

Basic rate, test pulse rate, pulse duration, and pulse amplitude remain within expected tolerances when the device temperature is
between 22 ®C and 45 *C. Sensitivity at nominal conditions as measured at 37 *C can vary as much as +1% per ®@C from 22  to 45
“C.

Replacement indicators

The Remaining Longevity estimate, replacement status, and battery voltage appear on the programmer display and on printed
reports. The Recommended Replacement Time (RRT) and the End of Service (EOS) conditions are listed in Table.

Replacement indicators
Recommended Replacement Time (RRT) <2.73 V on 3 consecutive daily automatic measurements

End of Service (EOS) 3 months after RRT

Remaining Longevity - The Remaining Longevity estimate displays the estimated time remaining until device RRT.
RRT (Recommended Replacement Time) - The programmer displays the RRT battery status to indicate that replacement of the

device is recommended.
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RRT date —The programmer displays the date when the battery reached RRT on the Quick Look 11 ar)d Battery and Lead
Measurements screens.

EOS (End of Service) - The programmer displays the EOS battery status to indicate that the device should be replaced
immediately and may not operate per specifications.

Replace at EOS - If the programmer indicates that the device is at EOS, replace the device immediately.

Prolonged Service Period - The Prolonged Service Period (PSP) is the time between the RRT and EOS. The PSP is defined as 3
months assuming the following conditions; 100% V V| pacing at 60 min-1,2.5 V RV pacing amplitude; 0.4 ms pulse width; 6(HO I
pacing load; and 6 full-energy charges. The EOS may be indicated before the end of 3 months If the device exceeds these
conditions.

Projected service life

The projected service life in years for the device Is shown In Table 9. The data is based on pacing outputs programmed to W |
mode, specified pacing amplitude, 0.4 ms pulse width, and 60 min~' pacing rate.

The service life projections are bused on the following assumptions:

« Semi-annual maximum energy charging frequency

e Pre-arrhythmia EGM storage programmed to On for a 6-month period (two 3-monlh follow-up intervals), over the entire life of
the device

< 3 hours of wireless telemetry during implant

< A quarterly schedule of Medtronic patient monitors remote transmissions

< | hour of in-office wireless telemetry annually

» Typical shelf storage time before implant

Projected service life estimates are based on accelerated buttery discharge data and device modeling as specified. Do not interpret
these values as precise numbers.

Projected service life in years

Projected service life in years

Pacing mode, percent pacing Pacing amplitude Pacing impedance 500 Pacing impedance 600 I
n
25V 9.7 9.7
0,
DDD, 0% 35V 9.6 9.6
25V 9.1 9.2
0
DDD, 15% 35V 8.7 8.8
25V 8.3 8.5
0,
DDD, 50% 35V 71 7.4
25V 7.3 7.6
0,
DDD, 100% 35V 5.7 6.1

Projected service life in years, with the Pacing Mode programmed to AA1<=>DDP
Projected service life in years
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Pacing mode, percent pacing Pacing amplitude Pacing impedance 500 Pacing impedance 600 1
n

AA1<=>DDD (MVP mode) 50% 2.5V 8.9 9.0

atrial/5% ventricular 35V 8.2 8.3

Projected service life considerations

Additional fuli-energy chaises - Each additional full-energy charge due to therapy shock or device testing reduces projected
service life by approximately 33 days.

Pre-arrhythmia EGM storage - Full-time use of fte-arrhythmia ECM storage reduces projected service life by approximately 2.4
months per year, or 20%.

Medtronic patient monitor remote transmissions - Additional Medtronic patient monitor remote transmissions reduce projected
service life. For example, a DR patient who received 0% atrial and ventricular pacing, DDD mode, with 600 N impedance would
expect 9.7 years projected service life. Projected service life reductions for more frequent remote transmission rates arc as follows:

< Monthly transmissions over the life of the device reduce projected service life by 80 days, or 2%.

« Weekly transmissions over the life of the device reduce projected service life by 381 days, or 11%.

= Daily transmissions over the life of the device reduce projected service life by 1549 days, or 44%

= A single additional transmission reduces projected service life by approximately 0.8 days, or 0.02%.

Wireless telemetry - Each additional hour of wireless telemetry use (in-ofTice or implant) reduces the projected service life by
approximately 7.6 days, or 0.25%.

Shelf storage time - Maximum shelf storage time of 18 months reduce.4 projected service life by approximately 6.4%.

Energy levels and typical charge times

Energy levels- StOTed energy is always greater than the delivered energy. Stored energy is derived from the peak capacitor charge.
Typical charge times - The most recent capacitor charge time appears on the programmer display and on printed reports. You can
evaluate charge time using the Churge/Dump Test.

Maximum energy leveb and typical full enei” charge times

Maximum programmed energy 357
Maximum delivered energy"™” 361
Maximum stored energy*” 421
Typical charge time at Beginning of Service (BOS)** 83s

Typical charge time at Recommended Replacement Time (RRT)" 123
"Energy delivered at connector block intoa 500 load.

For 35 J programmed energy, delivered energy exceeds 35 J.

Energy stored at charge end on capacitor.
*Charge time during a nonwircless telemetry session may be slightly higher.

Magnet application
When a magnet is placed near the device, tachyarrhythmia detection is suspended and no tachyarrhythmia therapies are delivered.
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Alert tones sound if programmed. The device ignores the magnet in the programmer head when telemetry communication is

established through the programmer head. Before implant and for the first 6 hours after implant, the device does not sound audible
tones when a magnet is placed over the device.

Note: If MRI SureScan is programmed to On, tachyarrhythmia detection and Medtronic CareAierts (including audible alerts) are

suspended.

Torque wrench (included in the package with ICD)

Use only the torque wrench supplied with the device. The torque wrench is

designed to prevenidamage to the device from overtightening a setscrew. Other torque wrenches (for example, a blue-handled or
right-angled hex wrench) have torque capabilities greater than the lead connector can tolerate.
Materials (not in contact with the human body):

Thrust Bearing

Plastic Components
Hex Shaft

Other Metal Components

Polytetrafluoroethylene per AMS 3652
Polyetherimidc (G.E. Ullem 1100F-8104);
Color - Off-white, or equivalent____
Carpenter Custom 455 Corrosion resistant steel - vacuum heat
jreuted (passivated per Medtronic Specification - 200034-001)

Corrosion  resistant steel (passivated per Medtronic
Specification - 200034-00 1]

Dimensional (inches): (tolerance: .xx + .02; .xxx + .005)

(348CM
17 —H

133M

0.20cm - Y-

<y (L7Sem

The torque is limited to 12 tol7 in-o0z (0.08 - 0.12 N“m). during first clockwise revolution; it will click when torque value in this

range is achieved.
Hardness: 47-55 Rc
Mass: 8g+ 059

DF-1 Connector Pin Plug

Not lo be reproduced withoui written permiuion Trom Medtronic. Inc

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

Medtronic, Inc.
- CunTidentbl



DF-1 Counector Pin Plug (unit: mm)
/Shaft
3,94 +/- 0.13

21 59 0.25 Handle

DF-1 Connector Pin Plug included in package with the following models only: Evera MR! DDMB2DI. This device is a plug to
nil an IS-1 (ISO 5841-3) compliant connector port of pulse generators, such as an implantable cardiac pacemaker, to which an

mplantable IPG/ICD lead connector is not connected.
Materials: Handle - Silicone rubber (Silastic Bionrtedical Grade Liquid Silicone Rubber (I"R); Shaft - Stainless steel 316L

Mass: 0.41 gramm+/- 0.005 gramm

RightAtrium Pka/8«nm OS-1)
RightVentridt Pk«/8»nm (IS-1)

RigWVBntriclePece/Sen*i/Defth|OF-1,
igWVBnticlePece/Sen*iDefth|0F-1) SVC Pac«/8 )« Tb OF-1)
Figure 3: Evera DR (tS-1/DF-1) Connector Module

Insertion / With drawal - meets all ISO requirements 11318 (DF-1); ISO 5843 (IS-1)
The strength of the connection between the medical device and the electrode (introduction / extraction):
The connector socket accepts the corresponding pass gauge. The insertion / removal force of the connection socket must not exceed

2.0 lbs. Force (9 N) for DF-1 /1S-1connectors.

IS-1, DF-1 IMOW Voltage lycakage Impedance - IS-1 and DF-1: Port leakage impedance shall be 50 kM minimum between
conductive elements intended to be electrically insulated by sealing rings.

Mechanical test
The intent of mechanical vibration, mechanical shock, and controlled release free fall drop conditioning is to assure that the device

performance is not adversely affected by the mechanical environment seen during shipping, distribution, and clinical pre-implant
life of the device.

The 11-pin FT left hand shield shows the same stiffness (if not slightly lower - worse case) as the 9-pin shield according to Finite
Element Analysis. The unalysi.s compares deflections for the two left hand shield configurations. In the analysis, the shield is fixed
around the entire edge and the load is applied similar to shield deflection text load, at the center of the shield. The output is the
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deflection response for different force magnitudes and stress comparison at the FT shelf area. The distribution of stress at the FT
shelf area is shown in see Figure below. Dark blue indicates a minimum value of stress. As stress increases, the color changes to
light blue and then green, so the 11-pin FT shelf shows a higher stress distribution.

FoesavivDAdm

Figur* 10: Strm Ditribiition ontht L tfl Hend ShMd (Left: 0-pIn FT: Right 11-pin FT)
The shield bracket location does not affect mechanical DAU testing of the Electronic Module Assembly (EMA). The connector
attach is evaluated as part of the connectCM DAU testing and not the Mechanical DAU testing. Mechanical DAU is not designed to
evaluate ICRs and Connector Attach.
Leak Rate
™ h device is tested in manufacturing to assure an actual leak rate less than or equal to Ix 10" standard cm3/sec of helium.
Application Software (External) for Evera
Safety class SW - C
The Model SW033 software is version 8.2
The model SW033 application software is loaded on the approved Medtronic Analyzer programmer and is responsible for providing
support for the features and functionality for the device. The SWO033 software includes all the executable and non-executable files
and data files needed to support programming the Evera devices on the Medtronic Analyzer programmer systems. The software
allows the clinician to interrogate and program the device, navigate through the user interface to interact with the implantable
device, run tests, set up therapies, perform data analysis, and print reports.
7. The possibility Leads - The lead system used with this device must provide sensing, pacing, and cardioversion and defihrillalion therapies to the
and ways of integrating right ventricle (RV) and sensing and pacing to the atrium (A). Do not use any lead with this device without first verifying lead and
with other medical connector compatibility.
products The device typically is implanted with the following leads:
e | quadripolar/tripolar transvenous lead with a DF4-LLHH or DF4-LLHO connector In the right ventricle (RV) for sensing and
pacing, and for cardioversion and defibrillation therapies
« 1bipolar transvenous lead with an IS-1 connector in the atrium (/1) for sensing and pacing. Use of a bipolar atrial lead with ring
and tip electrodes spaced <10 mm apart to reduce far-field R-wave sensing is recommended. Example ofcompatible leads produced
by Medtronic Inc. - Sprint Qiiattrofamily
Programmers and software - The Medtronic CareLink Programmer and software arc used to program this device. Refer to the
reference manual for information about using the programmer. Programmers from other manufacturers are not compatible with
Medtronic devices, but they do not damage Medtronic devices.
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Model 27901 Conexus Activator - The Medtronic Model 27901 Conexus Activator allows you to turn on Conexus wireless
telemetry for implanted devices that support wireless telemetry. Tlie Conexus Activator is used with the Medtronic Analyzer
Programmer with Conexus tclentctry in the hospital or clinic.

Medtronic Analyzer - The system supports the use of the Medtronic Analyzer, an accessory of the Medtronic Carelink
Programmer. The system allows you to have a device session and an analyzer session running at the same time, to switch quickly
from one session to the other without having to end or restart sessions, and to send data from the analyzer to the programmer.
Medtronic Patient Monitor - Patients use the Medtronic patient monitor to gather information automatically from their implanted
devices and communicate the information to their physicians through the Medtronic CareLink Network. For information on using
the patient monitor, refer to the pxitient manual; for connection and usage information, refer to the monitor literature.

CarelLink Network - The Medtronic CareLink Network is an Intemet-based service that allows a patient to transmit full cardiac
device information from home or other locations to the physician over a secure server. The CareLink Network may be unavailable
in some geographic locations.

CarelLink Express monitor Model 2020B - The Medtronic CareLink Express monitor Model 2020B is a portable interrogation
and data transfer tool used with Medtronic implantable cardiac devices.

Model 2696 InCheck Patient Assistant ~ Patients can use the Medtronic Model 2696 InCheck Patient Assistant to initiate
recording of cardiac event data in the device memory, verify whether the implanted device has detected a suspected atrial
tachyarrhythmia, and, if the device is programmed to allow patient-aciivat”™ cardioversion, request delivery of atrial cardioversitwi
therapy.

Model 2490C CareLink Monitor - Patients use the Medtronic Model 2490C CarelLink Monitor to gather information
automatically from their implanted devices and communicate the information to their physicians. For information on using the
CareLink Monitor, refer to the patient manual; for connection and usage information, refer to the monitor literature.

8. EMC

information . o
Electromagnetic emission

Digital Implantable dual chamber Cardioverter Defibrillators Evera are intended for use in the electromagnetic environment
defined below. Buyer or user Digital Implantable dual chamber Cardioverter Defibrillators Evera should ensure its use in the

Electromagnetic emission test  Conformity Electromagnetic environment - instructions

Radio interference according Group Digital Implantable dual chamber Cardioverter Defibrillators Evera should
toCISPR 11 emit electromagnetic energy to perform the main function.

Radio interference to CISPR Class B Digital Implantable dual chamber Cardioverter Dcfibrillatws Evera are

1 suitable for use in all locations.
Harmonic components of the Do not use

consumed current in
accordance with I[EC 61000-3-
2

Voltage  fluctuations and Do not use
flicker according to IEC
61000-3-3
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Immunity test

Electrostatic Discharge (ESD)
in accordance with IEC
61000-4-2

Magnetic field of industrial
frequency according to IEC
61000-4-8

Immunity test

Conductive noise induced by
radio-frequency
electromagnetic  fields in
accordance with IEC 61000-
4-6

The emitted radio-frequency
electromagnetic field
according to IEC 61000-4-3

The test for Noise immunity

Electrostatic Discharge (ESR)
according to IEC 61000-4-2

Noise immunitv
The test level of IEC Level of compliance
60601
+ 6 kv - contact £ 6 kV -
discharge discharge
+ 8 kV - air discharge + 8 kV - air discharge

+

3 A/m 0.3 A/m

Ti»e test level of IEC  The actual level of
60601 noise immunity

3 V (rms) in the 17V (rms value)
band from 150 kHz

to 80 MHz outside

the frequencies

allocated for (he

LPM of HF devices

10 V (RMS) in the
band from 150 kHz
to 80 MHz at the
frequencies allocated
for the LPM of high-
frequency devices

2.3V (rms value)

13V/m

Noise immunity
Test Level according Level Conformity
to |IEC 60601

+ 6 kV - contact + 6 kV - contact
discharge discharge
+ 8 kv - ar x 8 kv - air
discharge discharge
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Electromagnetic environment - instructions

contact The floors of the room must be made of

wood, concrete or ceramic tiles. If the
floors are covered with synthetic material,
then the relative humidity of the air should
be at least 30%

The magnetic fields of the industrial
frequency must be measured at the
designated installation site to ensure that
die field strength is sufficiently low

Level of compliance

1V (rms value)

1V (mis value)

10 V/m

Electromagnetic environment - instructions

The floors of the room must be made of
wood, concrete or ceramic tiles. If the
floors are covered with synthetic material,
then the relative humidity of the air should
be at least 30%.
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A magnetic field Industrial 3 A/m 3A/m
Frequency (50/60 Hz) IEC

61000-4-8

Radio
Electromagnetic
61000-4-3

frequency 3V/m 3V/m

field

IEC In the band from 80
MHz to 2.5 GHz
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The levels of the magnetic field of the
industrial frequency must correspond to the
typical conditions of a commercial or
hospital environment.
However, the readings of the weights built
into the bed do not have a critical value for
the operation of a medical device: «Digital
Implantable dual chamber Cardioverter
Defibrillators Evera»

D = 1,2Vp in the band from 26 to 800 MHz
D = 2.3Vp in the band from 8(X) MHz to
2.5 GHz, where P is the nominal maximum
output transmitter power in Watts (W) set
by the manufacturer, and d
Recommended spatial clearance in meters
(m).

The field strength in the propagation of
radio waves from stationary radio
transmitters  from  the results of
observations of the electromagnetic
situation should be lower than the level of
compliance in each frequency band.
Interference may occur near equipment

((5>))

marked with asign. *

This device may not cause harmful
interference, and this.

To accept any interference received,
including interference that may cause
undesired operation of thedevice. This
device must not cause harmful interference
to radio stations operating in the 400.150-
406.X00 MHz band and wused for
meteorological purposes, for
meteorological satellites and Systems of
Eitrth exploration satellites. TTiis device
must accept any interference received,
including interference that may cause
undeslred operation.




NOTE 1Higher frequency bands are applied at 80 MHz and 800 MHz.
NOTE 2: This manual is not applicable in all situations. The propagation of electromagnetic waves is affected by
absorption and reflection from structures, objects and people.

9. Biocorapadbility Table ol Tissue Contacting Materials:
Testing
Material Device Components
Titanium grade 1ASTM Fft? LH shield
Fe t00.12 RH shield
C t00.05 Connect attach pin
Si t00.08
N t00.03
Ti 99.5- 99.99 Fastener bracket
Oto01
H to 0.008
Titanium grade 2 ASTM F67
Felo0.18
C t00.07
Sito0.1
N t0 0.03 End cap
Ti98.61 -99.7
0 t00.12
Hto 0.01
Silicone rubber MED 2000 Adhesive
Polyurethane 75D Elasthane 75D’“*Tecolhune TT-1075D-M Connector module
Silicone rubber ETR Elastomer Q7-4735 Split grommet
LSR with titanium dioxide 2% (Q74850, colorant Ferro
IS4 seal

white 61-182000)

Evera (Blackwell) has been evaluated as guided by the applicable sections of ISO 10993-1:2009 that pertain to biological effects.
Table above lists all the subparts of the ISO 10993 standard and how they relate to this evaluation. The materials used in Evera
(Blackwell) have a long history of safe clinical use in previous Medtronic devices with equivalent patient tissue contact applications
and manufacturing processing, and extensive available biological safety test data. ISO 10993-1;2(X)9 section 4, General principles
applying to biological evaluation of medical devices, states: “Evaluation may include both a study of relevant preclinical and
clinical experience and actual testing. Such on evaluation may result in the conclusion that no testing is needed if the material has a
demonstrable safe history of use in a specified role and physical form that is equivalent to that of the device under design.”

Medtronic has performed extensive biological safety testing on each material separately and has demonstrated a safe history of
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10. Design and
appearance, photo or
image. General
Scheme
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clinical use of each material in predicate market-approved devices. The testing was performed in the past on other Medtronic parts
made of the same materials. The blolo”cal safety test data and safe history of use are summarized in each material’s af*ndix
attached to this evaluation. In instances where the testing was performed according to previous versions of standards, gap analyses
between the standards used and the current ISO 10993 standards are documented in the appendices to demonstrate the applicability
of the testing. Based on Table 3.1 below, the documented safe history of clinical use, the biological safety testing performed, and
the gap analyses between the standards, all tissue-contacting materials used in Event (Bliickwell) are compliant with the current
revisions of all applicable ISO 10993 series standards.

In the case brthe new 75D polyurethane connector modules, this component undergoes additional processing compared to the same
material used in predicate devices. Therefore, focused chemical characterization and biological safety testing was performed on the
new Evera (Blackwell) connector module.

The history of use of the materials in predicate devices, the existing biological safety test data available for the materials, and
additional biological safety testing, chemical characterization, and toxicological risk assessment showing no additional btoiogical
safety concerns resulting from the connector module processing, demonstrate acceptable biological safety risk for the Evera
(Blackwell) device as guided by ISO 10993-1:2009.

A biological evaluation as guided by the applicable sectiems of ISO 10993-1:2009 that pertain to biological effects has been
performed for Event (Blackwell). Existing information demonstrates acceptable biological safety risk for the materials used in
Evera (Blackwell). Additional biological safety testing, chemical characterization, and toxicological risk assessment was conducted
as outlined in the biological evaluation plan.

Not lo be reproduced without written permission from Medtronic. Inc.
Medtronic, Inc.
- Confidemiul



Torque wrench and DF-1 Hug (for Evera XT DR MRI DDMB2D1):

Product documentation for Evera XT DR MRI DDMB2D1
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Products supplied in packaging marked with the following information:
e product name and catalog number;

e LOT of the product;

e trademark and address of the manufacturer;

e single-use;

« sterile, do not resterilize;

< label complies with European Council 90/385/EEC;
< manufacturing date and shelf life of the product;

< storage conditions;

« do not use if the package is damaged;

« characteristics of the product
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Product name (in Russian)

Manufacturer (name) UPN (unique product number)
Country of origin CFN n (customer facing number)
See Device Manual

RC# date of issue

<>)

Conformite Ewropéenne (European Conformity). This

CC0123 symbol means that the devicefully complies with AIMD
Directive 9(V385/EEC (NB 0123) and R&TTE Directive
1999/5/EC

This symbol means that the device fully complies with the
Australian Communications and Media Authority (ACMA)
and theNew Zealand Ministry of Economic Development
Radio Spectrum Management standards for radio
communications products

REF Reorder number

SN Serial number

I J Manufacturer

[sterile] » Sterilized using ethylene oxide
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Implantable device

1CD (dual chamber)

DF-1 connector

IS-1 connector

O
N -
O
®
&

Adaptive

I l I | I | t Upper tracking rate and lower rate

_a Open here

l::[i] www.medtronic.com/manuals

* m . . 3
XX G I * XX°F Temperature limitations
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Dangerous voltage

A
AQ
Amplitude and pulse width: RA
4N
QO
. Amplitude and pulse width: RV
QQ
Sensitivity: RV
Ta
Sensitivity: RA
4 U A-V interval (paced and sensed)
-® ia Therapies: AT, AF
Intervention: AT, AF
QQ
Detection: VT, FVT, VF
1@ "Q Therapies (RV): VT, FVT
4U
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'O'gqq Therapies (delivered and stored): VF
4D
Active Can
(0]
Defibrillation
AV cardioversion
40
-6 170 Ramp: RA, RV
40
Ramp+: RV
40
Burst: RV
40
-0 * Burst+: RA
50 Hr Burst
SureScan symbol
@]’(&««
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MR Conditional (Evera MRl SURESCAN XT DR Evera
MRI SURESCAN S DR)

PRODUCTS and SYSTEMS that include radio frequency
transmitters or who intentionally use radio frequency
electromagnetic energy for diagnosis or treatment shall be
marked in the form of a sign of non-ionizing radiation

This conformity mark is placed on the products for which
O the mandatory certification procedure was carried out

Test performance - packaging in accordance with ISO 11607'1.
Environmental Conditioning

The package must not allow the contents to spill out or be separated from the package.

Glue joints, tape joints, tape and overwraps applied to the package must remain attached and if printed must remain legible.
Labels must remain attached and legible.

Label lift may occur around the edges of label stock, and bubbles in the interior of the label are expected. These conditions
are acceptable as long as the label is still attached and legible.

Ibe package must remain closed and intact per design intent.

Shelf Box/Protective Package

Boxes and cartons may be creased and bent and comers crushed, cracked or split; Shrink wrap may be wrinkled, tom and
may have split seals.

Cushioning may be cracked or split; compressed and dented.

The shrink wrap must remain on the p~kage and there must be evidence of a tear tape or microperforation.

Seal labels or closure tape must keep the shelf box/protective pacluige closed. Partial tears of seal labels and closure tape is
acceptable.

Labeling

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

Label lift may occur around the edges of label stock, and bubbles in the interior of the label are expected. The.se conditions
are acceptable as long as the label is still attached and legible.

Label stock may be tom or split.

Removable adhesive labels must be removable without damaging the substrate or delaminating the label stock.

Sterile Barrier System

Wrinkling of lids or flexible pouches.

Any migration of the product or accessories within the package shall be reviewed and documented in the report. Displaced
snap-in accessories Inside blister packages such as wrenches or vein lifters are accepMable as long as they are prevented

Not lo be reproduced wiihoul wriiten permission from Medlrunic, Inc.
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from free circulation in the package which could cause device damage or compromise the sterile barrier.
e The seal flanges on a blister package may be bent.

« The sterile barrier package must also be able to be opened by the end user using good aseptic handling techniques.
All requirements were met during packaging tests

Technical characteristics of packaging: *
1 Microbial barrier:
- Maximum possible permeability of substrate: 5% Pmax
2. Toxicological properties:
Primary packaging:
- Sterile tray; Pre-shaped (thermoformable) polyethylene terephthaiate glycol (PETG) copolymer without coating.
- Cover: tightly closed with a lid of fibrous Tyvek material on the basis of polyethylene, using the "spunbond” technology, with the
adhesive composition Oliver 18B
Secondary packaging:
- Box: Polypropylene, molded under pressure
- Heal Shrink Film: Transparent polyalkene
3. Physical and chemical properties:
Overall dimensions: 16.9cm = 1cm x 13cm £0.5 cm x 21 cm £0.4 cm
Film thickness: 0.25 mm + 0.05 mm
Density: 1.27g/cm’
Transparency: 0.5%
Gloss level; 108 gloss units, at an angle of 450
Spectral transmittance: 90%
Stress at the point of fluidity: 48 MPa
Young's modulus: 1720 MPa
Coefficient of friction:> |
Coefficient of transmission of water vapor: 6 g / n™
3.1 Characteristics of Tyvek fibrous material:
Bendtsen air permeability: 572 m|! min
Permeability rale of water vapor 1615 g/ ni'
Height of hydrostatic pressure: 1442 Pa
Tensile strength in the longitudinal direction: 196 N
Tensile strength in transverse direction: 200 N
Elongation in the longitudinal direction: 20%
Relative elongation in the transverse direction: 24%
Eimendorf fracture lest in the longitudinal direction: 3.3 N
Elmendorf fracture test in the transverse direction: 3.5 N
Resistance to tearing along the Mullen: 1213 kPa
Impact strength according to Spencer 8756 J / nt*
Opacity: 91%

Not 10 be reproduced without wriiicn permission [n>w Medtronic, Inc.
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Tliickness: 178 microns

4. Compatibility with the methods of sterilization with which the use of the material is intended:
Methods of sterilization:

' Ethylene oxide

- Radiation sterilization

5. Compatibility with the processes of forming and gluing:

Termoskleivaetsya with a large number of thermoplastics, as PVC, styrene, PETG, HIPS; With polyethylene some kinds of
polypropylene.

6. Shelf life after sterilization: 18 months

7. The materials are non-alkuline, non-toxic and odorless.

8. There are no holes, cracks, tears, wrinkles and clarifications in the nwterials.

9. Density: 1.27 g /cn®

10. The level of purity of the material; acceptable.

11 Specific and minimum physical characteristics:

Tensile strength (tear resistance): L25N + 0.1N

Tensile load (tensile strength): 50 MPa

Thickness deviation: + 0.05 mm

Brealhability;

- for CO2 30 cm™t S'kgs / e

- for 02 10 e/ s-kgf /cm"

- for N2 5 e/ s-kgs / cm*

- Impact resistance (bursting strength):

At23%C:4259+30¢

At-29 C:350g+25¢g

12. pH: Tyvek has a neutral pH of 7.

13. Adhesive characteristics:

Peel strength (strength of the adhesive layer): 4.53 H-18.14 H

Weight of the adhesive layer: 4.5 kg + 0.7 kg /279 nt

Adhesion transfer:> 75%

Shelf life; <48 months

White color

The density of glue application:> 1.03 (g /cm’)

14. Components of packages do not react, do not contaminate, do not pass, do not affect negatively on products before, during or
after sterilization.

15. Width of the adhesive layer: 10 mm+ 1mm

16. Process indicators printed on packages meet the requirements of ISO 11140-1.

17. The opening of the packages by delamination is continuous and homogeneous, without delamination / rupture of the material.
18. Used dyes:

Inks are black C70, produced by Sun Chemical Corp., USA;

Blue SUNSPERSE 15, product by Sun Chemical Corp, USA

Not 10 be reproduced without written permission from Medtronic, Inc.
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Packaging Description
Shelf Box - Secondary Packaging
A

Package Part

Material

Box Molded polypropylene

Not to be reproduced without writien permission from Medironic, binc.

Medtronic, Inc.
- Confidential

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




Outer package lid: - o -
, . 128,524 wn
e § U} T
3.17546.385 wx 317521905
IORF T
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- a3
' 166,624 ax
h
Y e ————————— .
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Shrink Weap Clear olefin

Sterile package:

Package dimensions:

1.Sterile package lid (in inches)
Inner package lid:

Not 10 be reproduced withowt written permission from Medironic, lac.
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Package Part Material

Sterile tray Pre-shaped (thermo-formed) uncoated PETG (polyethylene terephthalate. glycol modified)
Lid Spun bonded olefin lids coated with Oliver 18B adhesive

* The deviation of the technical characteristics of the package is + 5%, unless otherwise specified.

12. Methods and

conditions of Sterinzation& Validation
sterilization time Sterilization Method Ethylene Oxide (EO)
maintaining  sterility Sterilization cyclc/Process name 30-minute 100% EO sterilization process
g:\;ice:;ig'éice dTEd'CaI Applicable Sterilization Process Validation Standard ISO 11135-1:2007
Steriliant Gas type 100% EO
Relative Humidity (RH) 55.0-85.0%
EO Gas Concentration > 720 mg/I
Temperature during EO Gas exposure 45.0-55.0
Pressure during EO gas Exposure 55.0-75.0 kPa
EO Gas Exposure time 27-33 min
Medtronic has sterilized the package contents with ethylene oxide before shipment (30 min. 100 % EQ). A SAL in excess of is

achieved. Detected EO residual levels were less than 4 mg and detected ECH residual levels were less than 9 mg. Therefore,
compliance with ISO 10993-7.
13. Requirements Follow local regulations for proper disposal of this product. Do not dispose of this product in tlie unsorted municipal waste stream.
for the protection of the This product contains materials that can harm the environment. See http://recvcling.medtronic.com for instructions on proper
environment in  the disposal of this product.
application of medical Expiant and disposal
products Consider the following information related to device explant and disposal:
< To prevent the device from delivering unwanted shocks, interrogate the device and disable tachyarrhythmia detection before
explanting, cleaning, or shipping the device.
e Expiant the implantable device postmortem. In some countries, explanting battery-operated implantable devices is mandatory
because of environmental concerns; check the local regulations. In addition, the device may explode if subjected to incineration or
cremation temperatures.
< Medtronic implantable devices are intended for single use only. Do not restenlize and reimplant explanted devices.
« Contact Medtronic for Return Mailer Kits to return explanted devices for analysis and disposal. See the back cover for addresses.
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Note: Disposal of explanted devices or leads is subject to local, state, and federal regulations.
Waste class - B (in accordance with Russian classification).

14.  Information Design facility:
about manufacturer Medtronic Inc., USA; _
medical product (name, 8200 Coral Sea Street Ne, Mounds View, MN 55112, USA;

mailing address, phone www.medtronic.com

number, address of

place  production) Manufacturer;
Medtronic Inc., USA;

710 Medtronic Parkway N. E. Minneapolis, MN 55432, USA;
Tel.:+1 763 514 4000, Fax:+1 763 514 4879;
www.mcdtronic.com

Representative of Manufacturer:

«Medtronic» LLC;

123317, Moscow, Presnenskaya Naberezhnaya, 10;
Tel.: (495) 580-73-77, Fax: (495) 580-73-78;
www.medtronic.ru

Legal person in whose name may be issued tlie certificate of registration (hname, address, tel, fax, e-mail, website):
«Medtronic» LLC;

123317, Moscow, Presnenskaya Naberezhnaya, 10;

Tel.: (495) 580-73-77, Fax: (495) 580-73-78;

www.medtronic.ru

Addresses of manufacturing facility of medical device:

1. Medtronic Europe Sari, Route du Molliau 31, Case Postale, 1131 Tolochenaz, Switzerland;

2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos, PR 00777 USA.
15. Classifleation of Hazard class, depending on the possible risk associated with the use of the medical device - CLASS 3/111;
medical product GMDN code - 37265 Dual-chamber implantable defibrillator;

Class of electrical safety, laser safety and other hazards (if available): not applicable to ICDs/IPGs;

The software security class: C (according to EEC 62304);

Type of contact with the body - Prolonged contact with blood, tissues and body fluids;

Type of working part: similar to CF;

Sterility: sterile;

Classification, depending on the possible consequences of failure during the use of the product: A;

Class of medical waste: B.
16. Methods and  Sterile. For single use only. Products cannot be resierilized.
apparatus for

Not (0 be reproduced whhout written permission from Medironic, Inc.
Medtronic. Inc.
- Confidential

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



disinfection and
sterilization deaning
17. Shelf Life period 18 months
Projected service life
The projected service life in years for the device is shown in the tables below. The data Is based on pacing outputs programmed to

the specified mode, the specified pacing amplitude, 0.4 ms pulse width, and 60 min~" pacing rate.
The service life projections are based on the following assumptions:
e Semi-annual maximum energy charging frequency
e Pre-arrhythmia EGM storage programmed to On for a 6-month period (two 3-month follow-up intervals), over the entire
life of the device
« 3 hours of wireless telemetry during implant
e A quarterly schedule of Medtronic CarcLink Monitor remote transmissions
e | hour of in-office wireless telemetry annually
e Typical shelf storage time before implant

Projected service life estimates are based on accelerated battery discharge data and device modeling as specified. Do not interpret
these values as precise numbers.

Protected service IM e in years Protected service life in years (Evera MRl XT DR SureScan DDMB2D1)
Projected service life in years

Pacing r;;)g%percent Pacing amplitude Pacing impedance 500 1 Pacing impedance 600
. . 9.7
ODD. 0% 25V 9.7
35V 9.6 9.6
25V 91 9.2
0
DDD, 15% 35V 8.7 8.8
25V 8.3 85
DDD, 50% 35V 71 7.4
25V 7.3 7.6
DDD, 100% 35V 5.7 6.1
18. Operating Used in medical and preventive treatment facility.
conditions Should be used only by or under the supervision of physicians trained.
internal body environment 32 °C-42 "C, humidity 80-100%.
19. Conditions of Carefully observe these guidelines when handling or storing the device. There are no other requirements for storage and
transportation and transportation, except for temperature:
storage Store and transport the package between -18 °C and +55 *C.

Not (0 be reproduced without written permission from Mtxttronic, Inc.
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Device handling
Checking and opening the package - Before opening the sterile package tray, visually check for any signs ofdamage that might
invalidate the sterility of the package contents.
Damaged package - The device packaging consists of an outer tray and an inner tray. Do not use the device oraccessories if the
outer packaging tray is wet, punctured, opened, or damaged. Return the device to Medtronic because the integrity of the
sterilepackaging or the device functionality may be compromised. Return the device to Medtronic. This device is notintended to be
resterilized.
Sterilization These devices are single use only and are not intended to be resterilized.
Device temperature - Allow the device to reach room temperature before it is programmed or implanted. Devicetemperature
above or below room temperature may affect initial device function.
Dropped device - Do not implant the device if it is dropped on a hard surface from a height of 30 cm or more afterit is removed
from its packaging.
Fluid immersion - Do not immerse the device in fluid or flush the connector ports at the time of implant. Doing socould adversely
affect the performance of the device and lead system.
~*Use by*' date - Do not implant the device after the "Use by” date because the battery longevity could be reduced.
For single use only - Do not resteriiize and reimplant an explanted device.
Device storage
Avoid magnets - To avoid damaging the device, store the device in a clean area away from magnets, kits containing magnets, and
any sources of electromagnetic interference.
Temperature limits - Store and transport the package between -18 ®C and +55 ®C. Electrical reset may occur at temperatures
below-18 ®C. Device longevity may decrease and performance may be affected at temperatures above +55 @C.
20. As.sembly and Not applicable.
installation
requirements
21. Warranty Guaranted shelf life - 18 months
Limited warranty
Manufacturer’s Seven (7) Year Limited Warranty and General Warning provided by Medtronic, Inc. (or such other legal entity as
may be referred to as the manufacturer on the labeling of this device) ("Medtronic™)
Implantable Cardioverter Defibrillator (the “Device”) limited warranty (the "Limited Warranty”)
A. What the Limited Warranty provided by Medtronic covers
(1) This Limited Warranty is given by Medtronic and provides the assurances set out below to and for the sole benefit of the
purchaser of the Device (the "Purchaser”) for a period of seven (7) years commencing on the date of the original implant (the
“Implantation Date”) of the Device in a patient. This Limited Warranty gives the Purchaser specific legal rights. The Purchaser may
also have other rights, which vary from jurisdiction to Jurisdiction and this limited Warranty does not affect those rights. In this
Limited Warranty, "Purchaser” means either (but never both of) A(2) or A(3):
(2) The patient in whom the Device has been implanted if he or she purchased the Device and the Replacement (as defined below)
or if the Device and the Replacement were purcha.sed on the patient’s behalf by the implanting hospital, other clinical facility or
healthcare professional that implanted the Device or the Replacement (“"Healthcare In.stitution”), provided in such a case that the
cost of the Device and the Replacement has in each case been charged to the patient’s account by the Healthcare Institution at the
Implantation Date and at the date of the implantation of the Replacement, including in circumstances where the patient’s account
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has been, and/or will be, discharged either wholly or in part by a third party payor (this category of Purchaser is referred to in this

Limited Warranty as a 'Tatient-Purchaser™); or (3) The Healthcare Institution that purchased and implanted the Device at the

Implantation Date, provided that:

a) the cost of the Device has been charged to the account of the relevant Healthcare Institution; and

b) the Healthcare Institution’s claim under this Limited Warranty is solely for the purpose of obtaining a second Medtronic device

to be used by it as a Replacement (as defined below) for the Device for the same patient (this category of Purchaser is referred to in

this Limited Warranty as an ‘4nstitution-l4trchaser™).

The assurances and benefits to which the Purchaser is entitled under this Limited Warranty are strictly limited to, and do not extend

beyond, one or other of the warranty credits set out at A(4) and A(5) below:

(4) Should the Device function in a manner inconsistent with its intended operation and performance due to the quality of materials

or workmanship, and should such event occur within the four (4) year period commencing on the Implantation Date, Medtronic

will, at its option, either

a) Issue a credit to the Purchaser for a Medtronic device to be used as a replacement of the Device (the “Replacement”) for the same

patient, equal to the lesser of the net price paid by the Purchaser (i) fw the Device (the *4Driginal Purchase Price”), or (n) for the

Replacement (the “Actual Purchase Price”); or,

b) Without charge, provide to the Purchaser a Replacement for use in the patient in whom the Device was originally implanted that

is functionally comparable to the Device.

(5) Should the Device function in a manner inconsistent with its intended operation and performance due to the quality of materials

or workmanship, and should such event occur after four (4) years but before the end of seven (7) years from the Implantation Date,

Medtronic will provide the Purcha.ser with a credit against the purchase of the Replacement, in an amount equal to one-half (1/2) of

the lesser of the Original Purchase Price or the Actual Purchase Price, reduced on a pro rata basis (at the rate of 1/36th per month)

over this three (3) year period.

In no event will any warranty credit issued under this Limited Warranty exceed the Original Purchase Price or the Actual Purchase

Price.

(6) THIS UMITED WARRANTY IS NOT A REPRESENTATION THAT THE BATTERY OF THIS DEVICE WILL LAST

THE ENTIRE SEVEN (7) YEAR WARRANTY PERIOD. The Device batteries have a specified capacity that may deplete at

different rates depending on individual patient Device settings and individual patient requirements for pacing, cardioversion,

defibrillation or other Device functions. Although battery cell depletion will occur with time and is not considered to be caused by

the quality of materials or workmanship, the warranty credits set out in Subsections A(4) and A(5) above will still apply to a Device

that must be replaced during the applicable warranty period due to battery depletion.

B. Instructions on how to claim under this Limited Warranty

For specific instructions about how to obtain a warranty credit for a replaced Device under this Limited Warranty. Purchasers

should contact Medtronic at one of the addresses at the end of this warranty document and applicable to the country where your

Device or Replacement was implanted, or contact Medtronic at www.medtronic.com. In general, in order to claim under this

Limited Warranty, all of the following conditions must be met:

(1) The Device must be implanted on or before its “Use By” or “Use Before” date in conjunction with Medtronic leads or leads of

equal quality and comparable electrical characteristics.

(2) The Device must be used in accordance with the labeling aitd not altered or subjected to misuse, reuse, abuse, accident, or

improper handling.

(3) In jurisdictions where it is a legal requirement or established practice to register a Device with the manufacturer, all Device
Noi 10 be reproduced wtihoui wriilcn permission from Medironic. Inc.
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registration materials must be completed and returned to Medtronic within thirty (30) days of the Implantation Date.

(4) Replaced Devices must be returned to Medtronic at the address listed below within ninety (90) days of explantation. By

returning the replaced Device and seeking a warranty credit under this Limited Warranty, thePatient-Purchaser agrees that the
replaced Device shall be the property of Medtronic. For Institution-Purchasers, their return of the replaced Device and seeking of a
warranty credit under this Limited Warranty is confirmation that they have obtained the prior [written] agreement of the patient that
the replaced Device shall be the property of Medtronic.

(5) Replaced Devices must be accompanied by a written statement from the Purchaser indicating that the replaced Device is being
returned to Medtronic to determine whether a warranty credit is due under the Limited Warranty.

(6) Where the Purchaser is established or resident in a country within the European Economic Area, the Device should have been
first placed on the market in the European Economic Area before ajurisdiction outside the European Economic Area, by Medtronic
or by an entity in the same corporate group as Medtronic.

(7) The remedies provided under this Limited Warranty are offered for the sole benefit of (he Purchaser when all the above
ccMiditions specified in this Limited Warranty are met The determination that a component of the Device is not as warranted in this
Limited Warranty shall be made solely by Medtronic after its tests and inspections and Medtronic's decision shall be final.

THE PURCHASER SHALL ENSURE THAT IT HAS COMPLIED WITH THESE CONDITIONS IN ORDER TO ENSURE THE
AVAILABILITY OF THIS LIMITED WARRANTY.

C. This Umited Warranty is limited to its express terms. In particular

(1) This Limited Warranty is made solely for the benefit of the Purchaser.

(2) The warranty credits provided under this Limited Warranty as described in subsections A(4) or A(5) above are the Purchaser's
sole entitlement under this Limited Warranty and no such warranty credit shall extend beyond the period specified in subsections
A(4), A(5), and A(6).

(3) To the maximum extent permitted by law, the warranty credits set out at A(4) and A(5) above under this Umited Warranty arc
exclusive and in lieu of all other warranties and remedies, and Medtronic specifically disclaims all statutcM® or implied warranties
or conditions, including but not limited to, warranties of merchantability, satisfactory quality and fitness for a particular purpose. If
statutory or implied warranties cannot lawfully be disclaimed or restricted in a particular Jurisdiction, then to the extent permitted
by law in such jurisdiction, all such wairanties shall be limited in duration to the longer of the legal minimum [)eriod or (he periods
specified in subsections A(4). A(5), and A(6) of this Limited Warranty and to the replacement and credit provisions detailed in
subsections A(4) and A(5) of this Limited Warranty.

(4) To the maximum extent permitted by law, Medtronic is not responsible for, and this Limited Warranty is not intended to confer,
ny responsibility for any direct, special, incidental or consequential damages, losses or expenses resulting from any breach of this
Limited Warranty or under any other legal theory whether or not Medtronic was advised or aware of the possibility of such damage,
losses or expenses. In some jurisdictions, the foregoing limitation is not legally permitted to apply to death or personal injury
claims, fraud or any statutory liability for intentional and grossly negligent or negligent acts and/or omissions, so the above
exclusion or limitation may not be applicable to the Purcha.ser in such jurisdictions.

(5) If any part or term of this Limited Warranty is held to be illegal, unenforceable, or in conflict with applicable law by a court of
competent jurisdiction, the validity of the remaining portions of the Limited Warranty shall not be affected, and all ri*ts and
obligations shall be construed and enforced as if this Limited Warranty did not contain the particular part or term held to be invalid.

(6) No person has any authority to bind Medtronic to any representation, condition, or warranty with respect to the Device that
deviates in any respect from this Limited Warranty.

(7) THIS LIMITED WARRANTY IS NOT APPIJCABLE TO LEADS OR ACCESSORIES USED WITH THE DEVICE.
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22. The list of
international regulatory
documente/standards,
which matches medical
product
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(8) Any warranty issued by the local Medtronic office in the country of purchase superticde-s this Limited Warranty.

General Warning

Medtronic devices, including but not limited to the Device are implanted in the extremely hostile environment of the human body.
In addition, each patient requires individual treatment by the physician including but not limited to individual settings of the Device.
The hostile body environment and the clinical necessity for patient individual settings for the Device place severe limitations on the
design and function of the Device and the lead. These limitations unavoidably reduce the potential performance and longevity of the
Device and lead despite the exercise of due care in design, component selection, manufacture, and testing prior to sale. Reference is
hereby made to published data on predictable failure rates of devices and the lead and their implantation, which have either been
furnished by Medtronic to physicians or are otherwise available to physicians.

Important Note

Medtronic recommends physicians fully disclose alt safety and performance risks associated with the implant of a device or the lead
to the patient before the implantation date. Medtronic similarly recommends patients always talk with their physicians about
diagnosis and treatment information and ensure that they understand and carefully follow that information. In addition, Medtronic
refers physicians to the implant instructions delivered vrith every device and lead which include further important measures which
physicians should take regarding implant techniques and selection of appropriate individual patient settings for a device in order to
minimize the risk of reduced safety or performance, including longevity, of a device and lead.

/\|
KEFERENC"D TITLE HARMONIZATION COMPLIANCE
STANDARDS STATEMENT
EN 45502-1:2015 Active implantable medical devices - Part 1 Harmonized under the Full Compliance
General requirements for safety, marking and for AIMD and MD

information to be pmvided by the manufacturer  Directives of Europe

EN 45502-2-1: 2003  Active implantable medical devices - Part 2-1: Harmonized under the Only Section 6 applies
Particular requiremenLs for active implantable AIMD and MD
medical devices intended to treat bradyarrhythmia Directives of Europe

EN 45502-2-2: 2008  Active implantable medical devices - Part 2-2: Harmonized under the Full Compliance
Particular requirements for active implantable AIMD and MD
medical devices intended to treat tachyarrhythmia Directives of Europe
(includes implantable defibrillators)

ISO 14708-1: 2012  AIMD- Part 1 General Requirements for Safety, Full Compliance
Marking and Information to be provided by the
Manufacturer

ISO 14708-2; 2012 Implants for surgery - Active implantable medical — Only Section 6 applies

devices «Part 2: Cardiac pacemakers

Not to be reprixluced without wrillcn periiission from Medtronic, Inc.
Medtronic, Inc.
- Conrtdeniial



ISO 14708-6: 2010 Implants for surgery - Active implantable medical Full Compliance
devices - Part 6: Particular requirements for active
implantable medical devices intended to treat
tachyarrhythmia (including implantable
defibrillators)

ENISO 14971:2012 Medical devices - Application of risk Harmonized under the Full Compliance
management to medical devices (ISO 14971: AIMD and MD
2(KO7, corrected version 2007-10-01) Directives of Europe

ISO 11607-1:2009 Packaging for terminally sterilized medical Harmonized under the Full Compliance
devices - Part 1. Requirements for materials, AIMD and MD
sterile barrier systems and packaging systems Directives of Europe
(ISO 11607-1:2006)

ISO 11607-2:2006 Packaging for terminally sterilized medical Harmonized under the Pull Compliance
devices Part 2: Validation requirements for AIMD and MD
forming, sealing and assembly processes - First Directives of Europe

edition
EN 1041:2008+2013 Information supplied by the manufacturer with Harmonized under the Full Compliance
medical devices AIMD and MD

Directives of Europe
ENISO 11135-1:2014 Sterilization of medical devices - Validation and Harmonized under the Full Compliance
routine control of Ethylene Oxide sterilization AIMD and MD
Directives of Europe

EN 980:2008 Graphical symbols for use in the labelling of Harmonized under the Full Compliance
medical devices AIMD and MD
Directives of Europe
EN ISO 10993- Biological evaluation of medical devices = Part 1 Harmonized under the Full compliance for applicable
1:2009/AC:2010 Evaluation and testing within a risk management AIMD and MD sections: (Meets all
process Directives of Europe  requirements for  implanted
devices in tissue/bone listed in
tables 1ar>d?2)
EN ISO 10993-2:2006 Biological evaluation of medical devices - Part 2: Full compliarree

Animal welfare requirements

Not 10 be reproduced wiihoul written permission from Medtronic. Inc.
Medtronic. Inc.
- CiHindemial
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ENISO 10993-3:2014 Biological evaluation of medical devices - Part 3; Harmonized under the Pull compliance
Tests for gcnotoxicity, carcinogenicity and AIMD and MD
reproductive toxicity Dir~tives of Europe
EN I1SO 10993-4:2017 Biological evaluation of medical devices - Part 4: Harmonized under the Not available
Selection of tests for interactions with blood AIMD and MD
Directives of Europe
Harmonized under the Full compliance
AIMD  and MD
Directives of Europe
Harmonized under the Full compliance
AIMD  and MD
Directives of Europe
10993- Biological evaluation of medical devices - Part 7, Harmonized under the Full Compliance for applicable
Ethylene Oxide sterilization residuals AIMD and MD sections (section 4.3.2
Directives of Europe  Permanent contact device)
EN ISO 10993-9:2009 Biological evaluation of medical devices - Part 9: Harmonized under the Full Compliance
Framework for identification and quantification AIMD and MD
of potential degradation products Directives of Europe

EN ISO 10993-5:2009 Biological evaluation of medical devices - Part S:
Tests for in vitro cytotoxicity

ENISO 10993-6:2016 Biological evaluation of medical devices - Part 6:
Tests for local cffa:ts after implantation

EN ISO
7:2008/AC:2009

EN ISO 10993- Biological evaluation of medical devices - Part Full Compliance
10:2010 10: Tests for irritation and skin sensitization
EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the Full Compliance
11:2006 11: Tests for systemic toxicity AIMD and MD
Directives of Europe
EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the Full Compliance
12:2012 12: Sample preparation and reference materials ~ AIMD and MD
Directives of Europe
EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the Full Compliance
13:2010 13:  Identification and quantification of AIMD and MD
degradation products from polymeric medical Directives of Europe
devices
EN ISO 10993- Biological evaluation of medical devices. Part 15. Harmonized under the Full Compliance
15:2000 Identification and quantification of degradation AIMD and MD

products from m”als and alloys Directives of Europe

Nu tu be reproduced without written permission from Medtronic. Inc.
Medtronic. Inc.
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EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the The evaluation was not carried
16:2010 16: Toxicokinetic study design for degradation AIMD and MD out due to the availability of
products and leachables Directives of Europe data on the use of these
materials in marketable products

and biosafety testing

EN ISO 10993- Biological evaluation of medical devices. Part 17. Harmonized under the The evaluation was not carried
17:2002 Establishment of allowable limits for leachable AIMD and MD out due to the availability of
substances Directives of Europe data on the use of these

materials in marketable products
and biosafety testing

EN  556-1: 2001/ Sterilization of medical devices - Requirements Full Compliance

AC:2006 for medical devices to be labeled “Sterile” - Part
1 requirements for terminally sterilized medical
devices

ISO 5841-3:2013 Implants for surgery - Cardiac pacemakers - Part Full compliance for applicable
3: Low-profile connectors (1S-1) for implantable sections  (Section 4.2 s
pacemakers applicable to leads only and

does not apply)
ISO 11318 Cardiac defibrillators - Connector assembly DF-! Full Compliance

for implantable defibrillators — Dimensions and
test requirements

EN 62366-1:2015 Medical devices - Application of usability Harmonized under the Full compliance only for user
engineering to medical devices MD  Directives ofinterface and other design
Europe outputs developed on the Event

MRJ project
EN 62304:2016 Medical device software. Software life-cycle Harmonized under the Full compliance only for code
processes AIMD and MD developed on the Evera MRI

Directives of Europe  project
EN 60601-1: 2006 General requirements for safety of Medical Harmonized under the Clause 14 only (programmer

AC;2010 Electrical devices AIMD and MD software)
Directives of Europe
(Isi Edition)

Not 10 he reproduced without written permission remn Mcdlronic. Inc.
Medtronic, Inc.
- Confideniiul



EN 60601-1-6: 2010  Medical electrical equipment —Part 1-6: General Hamionized under the Full compliance only for user
requirements for basic safety and essential AIMD and  MD interface and other design

performance - Collateral standard: Usability Directives of Europe  outputs developed on the Evera
MRI project
23. Customer Service
Service Medtronic employs highly (rained repiesentatives and engineers located throughout the world to serve you and, upon request, to

provide training to qualified hospital personnel in the use of Medtronic products. Medtronic also maintains u professional staff to
provide technical consultation to product users. For more information, contact your local Medtronic representative, or call or write
Medtronic at the appropriate lele{"*ne number or address listed below.

Medtronic Inc., USA

Information for patients:

Toll-free+1 800 551 5544

(7 am. - 6 p.m., Monday-Friday, central time)
Fax+1 763 514 1855

Representative company of Medtronic in Russia

Medtronic LLC,

Russia, 123317 Moscow,

Presnenskaya Naberezhnaya, 10

Tel.: +7 495 580 7377 +7 495 580 7377 FREE

Fax: + 7 495 580 7378

E-mail: info.russia@medtronic.iu

Internet: www.medtronic.eu,www.medtronic.ru

To find the addresses of offices worldwide Medtronic, please go to the following link:
http://www.medtronic.com

Nu( lo be reproduced without wriiien pennis&ion reHn Medtronic, Inc.
Medtronic, Inc.
« Confidential
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MepeBof ¢ aHrNUIACKOT0 A3biKa Ha PYCCKUiA A3bIK

«Mef1] poHHK, VHK.» (Medtronic, Inc.)

710 MeoTpoHVK Mapkyaii

MwuHHeanonme, wrar MuHHecota 55432, CLLA
(710 Medtronic PaHcway

Minneapolis, MN 55432, USA)

/NoroTwun: MeagTpoHUK (Medtronic)/

Oanbwe. BmecTe/
/Wramn: CUHAW A. BUTENBBAX (CINDIJI. BIGELBACH)

ocyaapcTBeHHbIA HOTapuyc
LITaT MuHHecoTa
Cpokmounx nonHomoumii ncTekaeT 31 AHBapsa 2022 roga/

/Mopanucb/09.09.2019T.
/Mopgnuce/ 09 ceHTA6ps 2019 roga

FOpke BaHarc (Juris Vanags)
CrevmanumcT no HopmMarMeHoO-NpasosoMy perynnposalllO  [ara

«MefTPOHVK VIHK.»

[NpunoXxeHne K PyKoBOACTBY M0 3Kcn/yatauum ycTpomncTBa

1 HawnmmeHoBaHue KapgunoBepTep-aethnopnnnatop LnuppoBoin MMNAaHTUPYEMbIA ABYXKaMepHbIli Evera (ganee no TEKCTY MOXET YNOMUHATBLCA Kak:
MeAULMHCKOro Evera, Evera MRI, ' MPT, umnnaHTupyemblil KapanoBepTep-a4epunbpunnaTop, ycTpoiicTBO, N3aenne, cucTema)
nsgenus

KapauoBepTep-aetnbpnnnatop undposoi MMNnaHTUpyemMblii iByxkaMepHblit Evera MRI1 XT DR c TexHonorueli SureScao,
Mogens DDMB2D1:

- IMMNaHTUPYEMbIA KapanosepTep-AedunbpunnaTep;

* K/t0Y C TapUPOBaHHbIM YCU/IUEM;

- 3arnyLwKa KOHHeKTOpHOM Yactn Medtronic DF-1;

- JOKYMeHTaLmMsa Nno NpogyKuumn Ha bymaxkHoMm Hocutesne u CD.

2. HasHaueHue KapgunoBepTep-aethmbpmunnaTop LMppoBoi MMNIaHTUPYeMbI AByxKamepHbIi Evera MRI XT DR ¢ TexHonoruei SureScan - 310
MeANLMHCKOro MY/bTUAPOrpaMMUPYeEMbIA KapAUOCTUMYIATOP, KOTOPbIA KOHTPONUPYET U PerynnpyeT 4acToTy cepleyHbIX COKpallleHWi nauneHTa nytem
nsgenus obecrneyeHns 0fHO- UK [BYXKAMEPHOWN 4acTOTHO-afanTUBHOM CTUMYAALMK NpY 6pagnKapani, NeYeHnn XenyL04KoBO TaxmaputmMmnm u

JIEYEHUN MPeACEPAHON TaxMapuTMuu.

M3aenve aBTOMaTUYeCKM [EeTEKTUPYET XKeNyA0UKOBble TaxmapnuTtMmnm (KenyaoukoByto Taxukapanio (OKT) / pnbpunnaumnio >xenyn04Kos
(PXK)) 1 obecneumBaeT neyeHne Nyrem 4emopuUNNALNK, KapanoBEPCUM N aKTHTaXMKapANYECKON CTUMYNAUnK. 3genne Takxe
aBTOMaTUYECKN LeTEKTUPYET NnpefcepaHble Taxnaputmun (npeacepaHyto Taxmkapauio (MT) / ubpunnaumio npeacepanii (©I1)) u
06ecreymBaeT fieyeHre NyTeM KapamoBepeun 1 aHTUTaXUKapAUYecKon cTuMynauu. B oTBeT Ha 6pagnapuTMumn nsgenve obecnevmsaeT
Tepanuio ¢ NPMMeHeHNeM KapavoCTUMYNSALMN.
M3penme Takke NO3BOASET COOMPaTb AMArHOCTUYECKYH 1 MOHUTOPUHIOBYHO MH(OPMaLMIO, KOTOpas nonesHa AN OLEHKN CUCTEMbI 1
JleYeHVA naumeHTa.
[ByxkamepHble K/, Evera, KOoTopble ABASIOTCA NPegMETOM AaHHOI0 NpeacTaBeHns JOKYMEHTOB Ha pacCMOTPEHME, NepeUncieHbl HIDKe:

BocnpoussegeHne 6e3 NUCbMEHHOTO pa3pelleHns KoMnaHum «MefTPOHNK NHK.» 3anpeLteHo.

«MeATPOHUK NHK.»

-KoHdugenunansHo
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3. OnwucaHne
XapakTepucTunk i
MPUHLMUMNOB
(MYHKLMOHUPOBAHUSA
MeAULNHCKOTO N3genus
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Ta6nmua 1,
HavmeHoBaH1M mMogenm
Evera MRIXT DR SureScan

Ctpepa npumeHeHus: Kapauonorus.
CpaBHeHue hyHkuuin MK Evera MRIXT nEvcra M RIS:

[MosicHeHws: \ = dyHKUMS NpeaycMOTPeHa B YCTPOIACTBE; NMycToe none = (yHKLUS He Npe/ycMOoTPeHa B yCTpoiicTBe]

Oywaguniinysw
Kmwmrtpo WK
IXDF4
IxIS-1 + IXDF4
2x1S-1 +2xDF-I
IxIS-1 +2xDF-I

[pyrvie MexaHMYeCKIe FOMUMOVEHTDI

SHeprus umnynsca gegpunopunnaumm — 334K
BecnposogHas Tenemetpus Conexus*
Cuctema OMOBELLEHNS NaLMEHTa

O6LLBe CACTENHbIEd y W W W 1

YnpaBneHue enyA04KoBbIM 3aXBaToM
YnpasneHve npeacepaHbIM 3aXBaToM

OueHKa ocTaBLUerocs pecypca

OptiVol® 2.0

OnoBeLLeHMs 0 TaxMapuTMumn Uan huepunnauun Npeacepanii
OnoBenieHnst 0 GNBPUANALMN Npeacepanii
B€e33BYUHbI PEXXMM OMOBELLEHNIA
OnoBeLLeHne 0 COCTOSIHMM 3MeKTpoa

®ynKnBu, 0COGEBHOCTY B PEXMMbI 0PV GPaAHAPETMNAX

MuHVUMabHast XenyA04uKoBas KapavocTUMynaums
OnTMMMU3aLusa NPoQuIsA YacTonbl
OTKNNK Ha pe3koe CHKeHne YCC

Homep mogenu

DDMB2D1

BocnpoH3seaenHe 63 MMCLUEHNOrO pa3peLleHMst KOMIKUUM XMenTPOHHK VIHK.> 3ampeLyeHo.

1 MeATPOHVH VHK.»
« KondHgenymnansio
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PaclUMpeHHble BepxXHWe 4acToTbl (Y4acToTa OTCNeXMBaHWUS WU
ceHcopa) (no 175)
YnpasneHune oTBETOM Npy (GUOPMLLIALMM Npeacepamii

MNp~MoTBpALLeanc/liogaBeHBe apBTMUN XeNya0UKOB

Crabunusauuns xenyaoukosoro putma (VRS)

YactoTa M AAWTENbHOCTb COKPALWEHWA nocne Taxvapumun
hnepPUNNALMK XKenyao4KoB

jAremuni apHNYHH >XeNya04KoB

JeTeKuns GUBPUNNSLMN XKeny104KOB

[JeTeKums TaxmapuMumn Xenyao4ukos

JeTeKums QacLMKyNAPHON TaxMKapaWUm Keny10uKoB
M OHUTOPUHT TaxuKapauin XKenya04koB
CTabunmsauus Taxukapaum Xeny0ukoB

KpuTepuii Havana anu3oga

Cuctema PR  Logic (normyeckas  cxema  MO3UTUBHOIO
MPOrHO31POBaHNSA)

MpogomkeHne Tepanun BHe 3anporpaMMMpOBaHHOTO BPEMEHW Mpu
COXpaHAOLLLeiCA BbICOKOW YactoTe

BonHbl Masoin amnantyablyBeiiBneT-aHanu3

AvnckpyMuHaums yéua T

[JVCKpYMUHaumMa WYMOB 3M1eKTpoa

MpogomkeHne  Tepanuu  QUOPUANALMM  XKENYAOYKOB  BHE
3anpor'paMMUpPOBaHHOTO BPEMEHW MPU COXPaHAIOLLENCA BbICOKOW
yacrore

MoateepxaeHve+

Tepanua aplrrMyH > yaoHKEVB
JethnbpunaumoHHas Tepanus >Xenyn04KkoB

KapavoBepcyisi enya04ukoB

AHTUTaxm Kapaundeckasa CTuMynauuna Xenyao4ykos

AHTUTaXMKapAnyeckass CTUMYyNsiUMS BO BPeMs  3apsiaku
Cuctema cbepexeHns 3apsa barapen *

BocnpoH3aenenHe 6e3 NHCbME>LLOro pr3peLLeHns koMnaHum «MeirrpoiHX MHk.» junpciucho.

«MCcndOHNK THK.»
- KoHcbmnpeHumansHo
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BMeELLIATENLCTBA

KapamocTMMynsLUMs  YCKOPEHUS  CEPAEYHOTO  puTMa  Mocse
NepekoYeHnst pexrma

Crabunmsaums 4acToTbl COKpaLLeHMs npeacepauii 5
MpegnoytuTenbHas CTUMYNALMS Npeacepauii

apragu
JleTekuus aputmMmnm Npeacepauii (2 30HsbI1) \%
MOHUTOPUHT apuTMnK npeacepanin (1 30Ha) v

dnbpunNAuMa npeacepanii Ha 0CHoBe Xkenyaoukos (VBAF)

inipiiwsaiM Tinnilymitnpgm L Vi- 1
KapauoBepcus npeacepavii v
Atrial 50 Hz Burst (B yCNOBUSAX KIIMHUKN) v
Atrial 50 Hz Burst (ambynaTtopHbIii nprem) v
AHTUTaxmMKapauyeckas CTMMynsauma v
Vv

PeakTVBHas aHTUTAXMKapAMYECKas CTUMYNSALMS *

W puanpocnagytosaeronCaHweiiM

PaClUMPEHHbIA  MOHWUTOPWHT  Taxmapumuwn/  mnbpunnaumm v
npeacepauii

PacLUMPEHHbIA MOHUTOPUHT (PMOPUANALMN Npeacepawii

m

Cardiac Compass
AKTMBMpYeMas nauueHToM 3anucb ITM € BbICOKOW 1X)4HOCTbIO
nepefaqm

XpaHeHune HeaputMuyeckoin KT

ApxuB npefcepAHbIX aNU30408

< < <K < <

ApXI/I B XXenyao4KOBbIX 3130408

PYHKNMH N 0 Nporpammaropa
JlononHnTensHasa MHpopMaums 06 3Tux YHKUMAX NPeAcTaBieHa B CPaBOYHOM PYKOBOZCTBE.

BecnpoBogHasa Tenemetpua Conexus - 3Ta (PYHKUWA MO3BOMSET OCYLLECTBNATL OECNPOBOAHYI0 nepefadvy [aHHbIX Mexay
MMMN1aHTMPOBaHHbLIM YCTPOMCTBOM M MPOrpaMMaTopoM B 60/IbHMLIE WM KIMHUKE, aTakKe MeXay UMIMraHTUPOBaHHLIM YCTPOCTBOM
[OMaLLHMM MOHWUTOPOM Ha oMY Y MaupeHTa.

{kkcnpown'nesenHe 6e3 NMCbLMEHHOrO paspeLleHns KOMNaHUM «MenTPOHHK VIHK.» iunpeiiiCHO.
«MefTPOHUK NHK.»
- KonHaeHnnwlsHo
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JKCTpeHHas Tepanuns - BO BPeMsi BU3MTA NauMeHTa MOXHO BPYYHYHO 3anyCTUTb Aepuopuniauunio, kapanoBepeuio, (MKCUPOBaHHYO
KapAMOCTUMYIALMIO, a Takke ISKCTPEHHYH OAHOKaMEpHYH >XEeNy[OouKOBYK CTUMYNAUMIO MO TpeboBaHMIO C Lenbilo BbiCTporo
KynvpoBaHMs 3MN1300B XKeyA04KOBON TaxnaputMum.

MoHMTOP puTMa - 3TO OKHO Nporpammartopa oTobpaxaeT faHHble OKI, 6e3anektpogHoii KT (BAIJKT), mMapkepHblii kaHan c
aHHOTaUMAMY K MapKepaMm, 1 OTC/IeXMBaeMble CUTHa/Ibl 3/1EKTporpaMmel, NosydyeHHbIe nyTem Tenemeunmn. B Hem Takoke oTobpaxaertcs
UCC nmaumeHTa 1 UHTEPBa/ CEpLEYHOro pUTMa B BEPXHEM SIEBOM YTy OKHA.

KOHTPObHbIA cnucoK-3Ta QyHKLMS NPeACcTaBnsaeT coboi MHTEePaKTBHbIVA MepeyeHb 06X 3a4a4, KOTOPbIe BbINOHAKOTCS BO BpeMs
UMMMaHTaUMM WM B Nepuog nocnefyrowero HabmogeHus. Korga Bpay BblGUpaeT 3afady, Ha nporpammatope nosBaseTcs
COOTBETCTBYIOLMIA 3KpaH AN 3TOM 3adauv. Bpaus MOryT cosgatb CBOM COGCTBEHHbIE KOHTPO/IbHbLIE CMIMCKU WAW MCMNOMb30BaTh
CTaHAAPTHbIA KOHTPO/bHBIA CNINCOK «MeATPOHUK», KOTOPbI/ NOCTaBMSETCS BMECTE C NPOrpaMMaTopomM.

BecnpoBogHasa 3 KT -aTa (hyHKUMA YCTPOICTBA NO3BO/ISIET Bpaiam NpocMarpmeath U UKCMPOBATh CUrHas, SKBUBANIEHTHbIN SKT, 6e3
NnoAcoenvHeHNa K nosepxHocT IKM-31ekTpoaoB.

TherapyGuide - ata hyHKUMA Npegnaraet Habop NapameTpoB Ha OCHOBE MPOrpaMmmUpyemMoin UHHOPMaLMN O KITMHUYECKOM COCTOSIHUM
naumeHTa. TherapyGuide He 3aMeHSieT 3KCMEPTHONM OLUEHKM Bpadva. Bpay MOXET MpWHATb, OTKAOHMTb WM M3MEHWUTb filoboe U3
NPeAnoXeHHbIX 3HAYeHUIA NapaMeTPOB.

NHdpopmauns o naumeHTe - ata PYHKUMSA NO3BOMAET Bpayam XpaHMTb Ha nporpammatope MHHopMaLunio 0 nauneHTe, KOTOPYH OHM
MOTYT MpocMaTprBaTth U neyaratb BO BPHOMA BU3MTaA NauUMeHTa.

OCO6EeHHOCTM ANANKCTUMECKNX AaHHbIX

Ecnn MRI SureScan 3anporifOMmupoBaH Ha «BK/.», guarHoctmyeckne AaHHble He cobupatotces. Mepen nposeaeHnem MPT cwm.
TEXHUYECKOe PYKoBOACTBO N0 MPT, B KOTOPOM COLEPXKUTCA MHPOPMALUA O NPeaynpexaeHusx U Mmepax npenocTopoXXHOCTH,
CBA3aHHbLIX ¢ MPT.

JlononHuTensHas MHpopmMauys 06 aTnx PYHKLUAX NpeLcTaBieHa B CNPaBOYHOM PYKOBOACTBE.

BbicTpbll NpocMOTp 11- Ha 3TOM 3KpaHe nporpammaropa npeacras/eHbl 0630pHbIe faHHble 0 paboTe YCTPOMCTBA M CEPAEUHOM pUTME
nauyeHTa, cobpaHHble ¢ MOMeHTa Moc/iefHero Bu3unTa nauyeHTa. OH COAEPXUT CCbI/IKU Ha 60nee NoApobHble CBEAEHNS O COCTOSAHUN U
AMarHoCTMYECKYI0 MH(POPMAaLMIO, KOTOpas XpaHWTCS B YCTPOICTBE, Hanprmep, 06 anvM3o4ax aputMnM 1 MPOBEAEHHOI Tepanuu.
Medtronic CareAlert - ecnm ycTpOACTBO MAEHTUPUUMPYET Kakme-nnmbo COCTOAHMS, 3anporpaMMupoBaHHbie B CareAlerl wm
BbI3bIBaOLLME aBTOMATMYECKOE OMOBELLEHNME, 3Ta (PYHKLMS OTNPaBAsieT 6eCNPOBOAHON CUrHa1 TPEBOTM MOHWUTOPY MauMeHTa, nepedaer
OMOBELLEHME B KIMHUKY, & TaKKe BbIAAET CUrHa/ TPEBOMM MaLUMEHTY, YTOObl YBEAOMUTL MaUMeHTa O HEOGXOAMMOCTM 06paTUTLCA 3a
MeAWLMHCKON NMOMOLLbIO.

CurHan TpeBOrM LEeN0OCTHOCTM anekTpoga MX - 3Ta ¢yHKUMA NogaeT 3BYKOBOI CUi Ha/l TPEBOTM, MPeaynpexaatolunii naumeHTa o
npegnoniaraemMoil NoTeHUmansHom npobneme anektpoga MK, KoTopas MOXET CBMAETENbCTBOBATb O MOMOMKE 3nekTpoga. Korga
Kputepun TpeBorv O6yayT onpefeneHbl, napameTpbl YCTPOWCTBA HACTpauBaloTCA aBTOMATUYECKM BO M3bEXaHue npoBeseHus
Hea/leKBaTHOT0 NieyeHus.

MOHUTOPUHT cociof:ms xugkoctn OptiVol 2.0 - ata (yHKUMSA onpegensieT NOTEHUMA/IbHOE MOBbILEHNE TOPaKa/lbHOM YXUAKOCTY,
4yTO MOXXET CBMAETE/IbCTBOBATb O MEPErpy3Ke Jiei'KMX, MyTeM MOHMUTOPVHIA W3MEHEHWS COMPOTUBMEHWSA TPYAHON KneTku. Ecawm
M3MEHEHME MPEeBbILLAET 3anporpaMmMm1POBaHHbIA NOPOT, 3BYYUT CUTHaS, YBEAOMSAIOWMIA NaLueHTa 0 HeO6X0AMMOCTY NOCETUTL Bpava.
TeHgeHumm Cardiac Compass - ata hyHKUUS NpeacTaBnser coboii 0630p COCTOSHMSA NauyemMra B TeYEHUE NocnegHux 14 mecaues ¢
rpacukamu, KOTopble OTOBpaXKatoT AONTOCPOUHbIE KIMHUYECKME TEHAEHLMN B acnekTe CepAeyHOro putMa M COCTOSIHMS YCTPOWCTBA.
TakmMe Kak 4yactoTa anuM30f0B apuTMIK, YacToTa CepAeUHbIX COKPaLLEHWIA 1 TepaneBTUYECKME MEPbI CO CTOPOHbI YCTPOMCTBA.

Bocnpou')ncaeH>M 6e3 NMCbMEeHHOT0 paspeLleHmns KomnaHum «MealpoT«kK MIMK.» 3UMpPCLLICHO.
*'MefTpoHUK NNK.»
- KonthHAeH WwwwnbHo
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OTyeT 06 06paboTKe AaHHbIX N0 CepAeYHON HEQOCTATOMHOCTM - 3TOT MEYUTHbIV OTYET 06006LLaeT KIMHUYECKUIA CTaTyC nauueHTa un
Hab/oaeHWe nocne nocnefHeco KOHTPO/IbHOTO OCMOTpa. B oTueTe npefcTaB/eHbl rpatinku, KOTOpble AEMOHCTPUPYIOT TEHAEHLMN B
3HAYeHMsX CEPAEYHOIO pUTMa, YacToTe ANM30A0B apUTMUM U NOKa3aTeNsx HaKOMIEHWS XUAKOCTU 3a nocneaHue 14 mecsLes.

JaHHble 06 anu3ogax aputMummM - B CUCTEME BEAETCS XKYPHas1 3MM3040B apUTMUK, KOTOPbIA Bpay MOXKET MCMO/b30BaTh A5 6bICTPOro
npocMoTpa KpaTkux W nofApo6HbIX AMArHOCTUYECKUX AaHHbIX, B TOM UYMC/le COXPaHEHHbIX PEe3y/bTaTOB 3/1EKTporpaMMbl, As
BbIGpaHHOI 3NM304a apuTMUK. Ha nporpaMmatope TakkKe MMEKTCs CYUETYMKI 3MU30A0B M TepanumM, Npu 3TOM COXpPaHeHHble AaHHble
0TOBpaKatoT KOMMYECTBO 3MM3040B apUTMUM 1 Tepanmu.

ApXMBHaa NnamsaTh - 3Ta gnarHoctmieckas QyHKUUS QUKCUPYET MHTEPBA/bI, KOTOPble HEMOCPEACTBEHHO NPEALLIECTBOBA/IN 3NN304aM
TaxMapuTMUK WM NPeaLLecTBOBaIM NOcneAHEMY ONPOCY YCTPOICTBA, U 3anMCbiBalOT AaHHbIE MHTEPBA/IOB C TEYEHWEM BPEMEHN.
JaHHble 06 3anM304ax CHUXKEHUS 4acTOThbl CEPAEYHbIX COKPaLIenHid - 3Ta (yHKUMSA 0TOBpaXaeT AaHHble 06 UHTepBaniax CepaeUHbIX
COKpaLLEHNIA, KOTOpble UCMOMb3YIOTCS AN aHa/n3a 3Mnu3040B CHYDKEHMSI 4acTOTbl CEpAeYHbIX COKpalleHWulidi 1 CcoGbITWIA, Karopble
NPUBOAAT K TaKUM 3anm3odam. OyHKLMS 3anncbiBaeT AaHHble 06 3nNn304ax, KOTopble COOTBETCTBYHOT 3aMporpaMMUPOBaHHbLIM KPUTEPUAM
[ETEKLMN CHKEHWS YaCTOThl CEPAEYHbIX COKPALLEHWIA.

rmctorpaMMbl 4acTOTbl - 3Ta AMArHOCTMYECKAas XapakTepucTUKa AeMOHCTPMPYET AMana3oH pacrnpefeneHns 4acToTbl CepAeyHbIX
COKpalLLEHUIA NaUueHTa.

OYHKLNW KapAnocTUMynaumm

JononHutensHas nHpopmaums 06 aTuX PYHKLMAX NpecTasneHa B CpaBoYHOM PYKOBOACTBE.
ABTOMATUYECKAA PEeryiMpoBKa YyBCTBUTENIbUOCTH - 3Ta PYHKLMA aBTOMATUYECKN PEryinpyeT nopory YyBCTBUTE/ILHOCTW Moc/e
HacTynneHns onpeaeneHHbIX COBbITUIM C KapAMOCTUMYNIALMEN U [ETEKTUPYEMbIX COBbLITUA.

YacTtoTHaa agantauus - 3ta (yHKUMA Perynnpyet 4actoTy KapAMOCTUMYNAUUM B OTBET HA M3MEHEHUA B [ETEKUMU aKTUBHOCTY
nauueHTa.

OontmMun3aLma npomu™3g 4acToThl - 3Ta PYHKLMSA OTCNIEXMNBAET XKe[HEBHbIE M eXXeMeCcaYHble NPOMUIN CEHCOPOB YaCTOThl Y K&XA0ro
nauueHTa U KOPPeKnMpyeT KpKBble YacTOTHON afanTauym C 3e4eHMeM BpPeMeHW AN JOCTVMDKEHWUS Ha3HAYeHHOro LLefieBoro npogmns
yactoTbl. Llenib 3akmouaetcs B TOM, 4TOObl 4acTOTHAsA afantauus Mpofo/HKaia COOTBETCTBOBATb BCEMY CMEKTPY [AEATENbHOCTU
nauueHTa.

YnpaBneHue 3aXBaToM - 3Ta PYHKUUSA KOHTPONUPYET NOPOT KapAUOCTUMYNALMM C eXXeHEBHbIM NOUCKOM Mopora CTUMYNALUK 1, eCiiv
OHY 3anporpammypoBaHa COOTBETCTBYIOLLMM 06Pa3oM, - perynvmpyeT aMmnitutyapl CTUMYIALMY OTHOCUTESTIbHO LIEMIEBON aMMNTY bl
YactoTHO-agantvBHblli AB (HAAB) - 3T1a (yHKUMA OBYXKAMEPHON 3M1EeKrpoKapAuoCcTMMYynsaumMmn n3meHser putm AB (PAB) u
n3MepeHHble nHTepBasbl /1B (M AB). yBennumeas wim yMeHbLUas YacTyaty cepAeyHbIX COKPaLLeHWiA 418 NOAAepKaHNs OTCNEXMBaHNS
11 n AB CUHXpPOHHOCTK.

ABTO MXKMPM - 3Ta (yHKUMA KOPPEKTMPYET MOCTKEYA0UYKOBbIA NpeAcepAHblii pedpaktepHblii nepuog (MXTPM) B oTBET Ha
M3MEHEHNA NynbCa NauueHTa wanM Yactotbl CTUMynaumu. TDKMPMN afvHHee npy NMOHWXKEHHbLIX CKOPOCTAX CIEXEHUS, YTOObI
NnpeaoTBpaTUTL KapaMOCTUMY/IATOP-0NoCcpeoBaHHyo Taxmkapamio (KO T) n kopoye Npu NOBbILLEHHbIX CKOPOCTAX, YTOObI COXPaHUTb
COOTHOLLIEHWe oTcnexmsaHua 1:1.

CHWXeHMe 4acCToTbl CepAEUHbIX COKPALLEHWI - 3Ta PYHKLWSA KOHTPONMPYET CepALe B OTHOLIEHUM 3HAUNTENBHOTO CHXKEHWS 4acTOThl
CepAeYHOro puTMa 1 pearmpyeT cTUMynsLuein cepala npy NoBbILEHHOR YacToTe B TeUEHME 3anporpamMMyMpOBaHHOTO CPOKa.

CoH - Gnarofaps 3Toi (hYHKLMW YCTPOWCTBO BbINOHSAET KAPANOCTUMYIALMIO C MEHBLUEI YacTOTOM BO BpeMs 3anporpaMmmupoBaHHOro
nepuopa cHa.

HekoHKypeHTHaa npefcepfHas ctumynauma (HKMC) - ata (yHKUMA 3anpelaet npefcepiHyto 3/1EKTPOKapAMOCTUMYNALMIO B
TeYeHne NporpaMmupyemMoro MHTepBasia nocse He NoALatoLLEroCs TeYeHWI0 NpeacepaHoro cobbITus.

BocnpoHsocaenHe 6e3 NMCbMEHHOTO paspeLleHnst KOMMUHUH «MeATPOHUK IHK.» YUMPEUKHO.
«MefTPOHUK VHK.»
- KoHdhmnaerumwilblin
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BosgeiictBre KapgmocTMnynaTop-onocpesoBaHHol Taxmkapauy (KO T) - 3ra hyHKUMS aBTOMATUYECKN AETEKTUPYET U NpepbiBaeT
onpeaeneHHble ycTpoiictBoM KOThI.

OTBeT Ha MCX - gaHHas yHKuua pacmpseT MKMPM nocne npexaeBpeMeHHOro cokpalleHms xenygouka (NMCX) Bo nsbexaHve
OTCNEXMBaHUA PETPOrpagHoro 3ybua P v gnsa npeaoTBpalleHVsl PeTporpagHoi MpPOBOAUMOCTU OT WMHIMOMPOBaHWS MPeAcepaHol
CTUMYNALMN.

MpeBeHTMBHas xenygoukosasa ctumynsauua (MXC) - ata GyHKUMS npefoTBpallaeT HealekBaTHOe MOAaB/EHUE XKenyA04KOBOW
CTUMY/ISILMK, BbI3BaHHOE B3aVIMOB/MSIHAEM WM XKEMYA04KOBOW rMnepaeTeKume.

MepeknoyeHne pexunma - 3ta PYHKUUSA NepeknioyaeT peXxMm KapaMoCTUMYNAUUN U3 ABYXKAMEPHOro PEeXUMa OTCIeXMBAHUS
MPeacepanin B pexxum 06e3 OTCMEXMBAHMS BO BpeMsi MPEACEPAHON TaxmaputMun. 3dTa (QyHKUMA npefoTBpawiaeT ObICTpyH
KapAMoCTUMYNALMIO XKeNlyOYKOB, KOTopas MOXET BO3HWKHYTb B pesynbTaTe OTC/EXMBAHUA BbICOKOW 4acTOTbl COKpalLeHus
NpefCcepAvia, n BOCCTaHaB/IMBAET 3arporpaMMUPOBaHHBIV PEXVM CTUMYALMUM NO OKOHYaHUM 3N1304a NPEeLCEPAHON TaxmapuTMum,
CWvet Ha npoBefeHne 11 - 31a PyHKUMA NOMOraeT o6ecneynTb PerysipHbI XXeyA04KOBbI PUTM BO BPEMS NPOBEAEHHBIX ANM30408B
NT/®N nyteM yBeMYEHUS YaCTOTbl KapAUOCTUMYNALMA B COOTBETCTBUM C COBCTBEHHLIM XKe/yL04KOBbLIM OTBETOM MauyeHTa.
Crabunusaumsa npegcepgHoro putMma (CMP) - ata (yHKUMs aganTupyeT 4acToTy KapAuoCcTUMYNAuuW Mpeacepavii B OTBET Ha
npexaespemMeHHoe npeacepaHoe cokpateHue (MMC) Bo usbexaHvie ANUTENBHbIX NMay3 aKTUBHOCTU CUHYCOBOTO Y3/1a NOCNe KOPOTKUX
WHTEPBA/IOB pUTMa NPeACepaniA.

MpegnoytntensHaa ctumynaumsa npegcepanii (MCM)-aTa@yHKUMA NOAAEPKUBAET NOCEA0BaTENbHOCTL aKTUBaL MK, 06ecreyrBas
HenpepbIBHYKO CTUMYALMIO, TOYHO COOTBETCTBYHOLLLYIO BHYTPEHHEMY PUTMY.

OBepapaiiB cTuMynsauma nocne nepeknoyeHns pexuma (OCMMP) - 37a (yHKUMA paboTaeT ¢ (yHKumeir Mode Switch, yto6b!
06ecneynTb OBepApaliB NpeAcepaHo CTUMYNALUM BO BPEMS YA3BMMOIA (hasbl nMoce npekpauieHuns anmsoga AT/A®.

Moct AT/A® wokoBas CTUMynAUuA - 31a QyHKUUA 06ecneunBaeT BPEMEHHOW OBEpApPaliB 3/IEKTPOKapAMOCTUMYNALUNA B TEYEHNE
3anporpamMmmm1poBaHHOTO BPEMEHN MOC/IE XKEYA04KOBOIN BbICOKOBO/ILTHOW Tepanuu.

Crabunusauua xenynoukosoro putma (CX P) - (yHKUMA ynpaBneHns Xenya04KoBbIM PUTMOM, KOTOpas AMHAMUYECKN perynupyet
4acToTy CTUMYASALMK L4191 YCTPAHEeHMA JONrOi nay3bl, KoTopas 06bI4HO crneayeT 3a MCX.

OYHKLNW OeTeKUNN TaxmaputMum
Ecnn dyHkuma MRI SureScan 3anporpammupoBaHa Ha «Bkn.», geTekuus u Tepanua TaxmaputMuy NpuocTaHaBAMBaloTCA.
Mepep npoBegeHeM MPT cMm. TeXHUYecKoe pyKoBOACTBO No MPT, B KOTOPOM COAEPXUTCSA MH(OPMaLUs 0 NpeaynpexaeHusx
N Mepsx NpefoCTOPOXKHOCTU, CBA3AHHbLIX ¢ M PT.

JlononHutenbHas MHpopmauus 06 aTux QyHK: (MsX NpefcTasneHa B CNPaBOYHOM PYKOBO/ACTBE.

Oetekuma NT/®M - 3Ta QyHKUMSA aHaIM3MPYET YacToTy COKpalleHWs Npeacepauii U ee BAUSHUE Ha XKeny[ouKoBbIA pUTM, YTOOLI
onpegennTb, CTpPagaeT /M MauueHT B HacTosilee Bpems OT MpeAcepaHoi TaxmapuTMuun. [lokasaTenbCTBa Hanvunsa NpeacepaHol
TaxMapuTMUM OCHOBaHbl Ha KONMYECTBE W BPEMEHW MPEACepAHbIX COObITMIA BO BPEMS WHTEPBA/IOB XKE/yA0UYKOBbIX KOMMIEKCOB. B
3aBMCUMMOCTM OT NPOrpaMMUPOBaHMA, YCTPOCTBO 06ecrneynBaeT 3anporpaMMUPOBaH}<y0 NoCef0BaTelbHOCTb Tepanui npeacepauii
WM NPOLO/HKAET MOHUTOPUHT 6e3 NPOoBeAeHWA Tepanuu.

Jetekyma XT/HKD - 3ta GyHKUUA MCNOAb3YET NPOrpaMMUPYEMbIE 30HbI AETEKLMM A1 KNACCU(UKALMMN XKENYA0UKOBbIX COBLITUIA.
Ecnn KonmuyectBo COOLITMIA TaxMapUTMUK B 30HE MPEBLILIAET 3anporpaMmmy1poBaHHOE NMOPOroOBOE 3HAYeHMe, YCTPONCTBO AETEKTMPYET
3MU304, XKeNyL04KOBOW TaxvapuTMun. B 3aBUCMMOCTM OT pexumMa NporpaMMUPOBaHWS, YCTPOMCTBO BbINOHSET 3arniaHUpPOBaHHY
Tepanuio, NOBTOPHO OLEHMBAET CEPAEYHbIV PUTM NaLMEHTA U 3aBepLUAET WX NOBTOPHO AETEKTUPYET ANn304.

BocvipoHavieneHie 6e3 MHCbMEMHOTO PB3PELLEHHS KoMNaHn «MeArpoHHK VIHK.» LpeLLeHo.
«MenTpoHuK Hrk.»
mKoHbkaeHnankHo
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PR Logic - 3TOT Habop (PYHKLMIA MCNONb3yeT LWAabNOH U aHaM3 YacToTbl 415 TOro, YTOObl AMCKPMMMWHMPOBATb HAmKENy404KOBbIE
Taxvkapammn (HXT) 1 UCTUHHbBIE YKenya0uKoBble TaXMapuTMmUu 1 NPeSoTBPaTUTL OLIMGOUHYIO AeTeKLmMio 1 Tepanuto XXT/® XK Bo Bpems
3nun30408 6bICTPOo MpoBoavmoli HXXT.

Wavelet — 3Ta yHKUMA NpegHasHadeHa Ana npefoTBpalleHns getekumm HXT ¢ GbICTpbIM cepaLebreHneM Kak »Kesyn04KOoBO
TaxnapuTMum, NyTem CpaBHEHMS1 HOpMbl Kaxkgoro QRS komniekca Npy BbICOKOW 4acToTe XKeyA04KOBbIX COKPALLEHWIA C WabIoHOM.
37a hyHKUMA NpefocTaBAseT BO3MOXHOCTbL aBTOMATUYECKU COOMPaTh 1 NOAAEPXKMBATb COXPAHEHHbIN LWAab/IoH.

Hayano snm3oga - 3ta (PyHKUMS NOMOraeT NpefoTBpaTUTb AETEKLUMIO CUHYCOBOW Taxmkapgmu kak X T Ha OCHOBaHWU OLEHKU
YCKOPEHUA YKeNny04KOBOro putMa.

CTabnnbHOCTb - 3Ta (hyHKUMS NOMOraeT nNpeAoTBPaTUTb AETEKLUMIO PUOpUANALMN NPEACEPANIA KaK dXXenya0uKoBOl TaxnaputMum Ha
0CHOBaHMM oOiteHKH cTabmnbHOCTY »Kenya04KoBOro putma. Ecim ycTpoincTBO OnpesenseT, YTo XKenya04KOoBbI PUTM HECTabW/EH, OHO
He aetekTmpyet XT.

BbICOKMIA MoKa3aTeNb NPEBbIWEHUS IMMUTA BPEMEHU < 3Ta (PYHKUMSA MO3BONSET YCTPOMCTBY O6ecrneunts sedeHve obol
XKeNyL04YKOBOW TaxnmapuTMum, KOTopas BbIXOAWT 3a Npeaesisl 3anporpaMMypOBaHHOIO OTPE3Ka BPEMEHM.

OAvckpMunHaums 3ybua T - 3Ta PYHKUMA NO3BOASET He AETEKTMPOBATb COObITME XT/XK®, Korga BbICOKasi 4acToTa XXenyA04KOBbIX
COKpaLLeHWiA oeTekTUpyeTcs us-3a rmnepaerekumm 3yeuos T, 4To No3BONSET NPeA0TBPaTUTL NPOBEAEHNE HEAAEKBATHON Tepanuu.
AvckpuMuHauus wyma anektpoga MX - Korga ycTpoOMCTBO Onpedenser LyM 3eKTpofa M3-3a npegnofaraeMoil mpobieMmb
3NeKTpoLa, ata (hyHKUMA NO3BONSET He AeTeKTMPOoBaTh cobbiTre XT/XK®, uTo No3BONAET NPefOTBPATUTL NPOBELEHNE HealeKBaTHOM
Tepanun. Kpome TOro, npuv COOTBETCTBYKOLLEM pPEXVME MPOrPpaMMMPOBaHMA 3BYYUT CUTHas, YBEAOMAAIOWMWIA naumeHta o
HeobXoAVMOCTY NOCETUTL Bpaya.

OyHKL UK Tepanuun TaxmapnutMmunm

Ecnm ¢yHkums MRI SureScan 3anporpaMmupoBaHa Ha «Bki.»» Ae3eKuus 1 Tepanvs TaxuaputMun NpuocTaHaB/MBaTCA.
Mepep, nposeneHveM M PT cM. TeXxHUYeCKOe PYKOBOACTBO N0 MPT, B KOTOPOM COAEPXKUTCA UHPOPMALLMA O NpedynpexaeHnusax
1 Mepax NpPesoCcTOPOXHOCTU, CBA3aHHbLIX ¢ MPT.

JononHutensHas nHpopmaums 06 aTuX yHKUUAX NpefcTasneHa B CpaBoyHOM PYKOBOZCTBE.

MnaHupo:MHue npeacepgHoli Tepanuu > 3Ta (YHKUMA NO3BONAET Bpady 3anporpaMMUpOBaTh BbINOHEHWE ABTOMATUYECKON
npeacepaHoin Tepanun. Kaxablin pas, korga tpebyetcs tepanusa MT/PM, ycTPONCTBO Ha3HaYaeT O4HY 13 AOCTYMHbIX Tepanuii Ha OCHOBe
MPOrpamMmMmMpoBaHns Bpaya. OYHKLMS PeaKTUBHOM aHTUTaXMKapAMYeCKOW CTUMYNAUMKM MO3BONSET YCTPOWCTBY MOBTOPATb Tepanuio
MyTeM 3anporpaMMUPOBaHHON HanpaBeHHON aHTUTaXMKapAMYeCKoR CTUMYNALMN BO BpeMS ANTeNbHbIX ann3040B AT/A® . Tepanus
MOBTOPSIETCA Yepe3 3anporpammmMpoBaHHbI MHTEPBaT BPEMEHW WM KOTAA PUTM Mpefcepauwii M3MEHsIeTcs Mo PerynspHoOCTM Wam
ONUTENBHOCTU LYIKNa.

MpeacepaHas aHTUTaxMKapguyeckas CTUMYNALKUS - 3T METOAbl SIeUeHUs pearmpyroT Ha anmsog AT/A® unam Kpatkmil anusog
AT/A® 6bICTPOI NOCNEA0BaTENLHOCTLIO CTUMYALMOHHBIX UMMY/bCOB, YTOObLI MPEKPATUTL BbISBEHHYIO NPEACEPAHYI0 TaXUapuTMuIO.
[ns KynupoBaHWsA aNM304a YCTPOWCTBO MCNOb3yeT 3 BapuaHTa NporpaMMmnpyemMoit Tepanuu; Bursi+, Ramp, 1 50 Hz Burst.
Kapavosepcua npegcepanii - ata Tepanus obecneynBaeT nNpoBedeHne paspsifa BbICOKOTO HanpshKeHus s KynmpoBaHUs anu3oga
AT/A® wm kpatkoro anuzoga AT/A®. [lposedeHVe KMpAVOBEPCUH MPEACEepPAMiA CUHXPOHU3MPOBAHO C  AEeTEKTUPYEMbIM
XKenya0uKoBbIM COObITMEM WM HC MOXET MPeBbILlaTb NporpaMmmMmpyeMblid Cy304HbIA Npeaen B npedenax nporpaMMupyeMoro 3HaueHus.
MauueHT TakKe MOXET 3anpocuTb NPOBEAEHME KNPANOBEPCUH NPEACEPAWIA C MOMOLLbIO BHELIHErO BCMOMOraTe/lbHOro cpeacTBa Patient
Assistant. AKTVBMpOBaHHasA NaUMEHTOM KapayoBepCys Npeacepanini NPpYMEHSETCA TObKO B Cyyae, ecnv anuzog NT/® M getektnpyetcs
Ha MOMEHT 3arpoca.

BocnpousseaeHvie 6e3 HucbMexioro pKipeuioiHa komnaHum «MenspoHuk VHk.» laiipeiitciio.
«MenTpoHHK VHK.»
* KoHthbHAEHUMNIBHO
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Mporpammupyemble Active Can H SV C aneKkTpog - YCTPOIMCTBO MO3BOIMET OTKMOUNTL Active Can wim SV C anekTpog B paMKax
NPOBEAEHVS BbICOKOBO/ILTHOW CTUMYISLMN.

Tepanusa >enygoukosoin pubpunnaunm OK®) - ans KynuposaHus anmn3o[0B XX® MOXHO MCMO/b30BaTb aBTOMATUYECKME paspssbl
Jedmbpunnarop™. Mepen npoBefeHvieM AeMOPUANALMOHHON Tepanun B MepBblii pa3 TpebyeTca nogrBepkaeHve X®. MMocne
npoBefeHNs NEPBOr0 paspsga nocnefytolime paspsabl MNPOBOAATCA aCMHXPOHHO, €CNM CUHXPOHM3auMs He 6blia OOCTUrHyTa.
AHTUTaXMKapamyeckas CTUMYNALUA BO BPeMS 3apsKu MO3BOSET YCTPOMCTBY 06ecneunTb LMK NOCNeA0BaTe/lbHOCTU YKeSyA0UHKOBOM
aHTUTaxXMKapAMYECKO CTUMYNALIMM, KOrAa KOHAEHCATOPbI YCTPOCTBA 3apsiXaroTes A8 NpoBeaeHUs nepsoli aembpunnaumn. Takke
YCTPOWCTBO MOXET ObIThb 3aMporpaMMUPOBAHO Ha BbIMO/IHEHWE JOMNOMHUTENBHOIO LMKNa aHTUTaXMKapANYECKOM CTUMYNALLMN, MpeXae
yeM HayHeTcs 3apsaKa.

XenypoukoBas aHTUTaxmMKapguyeckas CTUMyNsauns - 3T NpoLedypbl pearnpytoT Ha anm3og XX T nnm kpatkuid anusog XX T (KXKT)
CO CTPeMUTENBbHOM NOC/eA0BATENIbLHOCTLIO CTUMYALMU UMIY/BCOB, YTOObI NMPEKPaTUTb BbISBEHHbIE XeNyA0UKOBbIe TaxuaputMumn.
BapuaHTbl Tepanum BkIOYatoT B ceba Burst, Ramp, n Rampf, kaxabiii - ¢ nporpaMMypyeMbIM YMC/IOM MOCNef0BaTe/lbHOCTE.
KapaHoBepcus XenyaoukoB - 3Ta Tepanusi 06ecrneuvBaeT paspss, BbICOKOro HanpsXXeHus ana KynuposaHus anuzoga X T uim KXT.
Tepanusi CUHXPOHU3UPYETCA C OETEKTUPYEMbBIM XKe/yA0UYKOBbIM COObITUEM.

KynupoBaHue Mporpeccupyrowwero anusoga - ara (PyHKUMS 3acTaBiser YCTPOMCTBO NPONYCTUTb Tepanum Wi MoaumLmpoBarb
BbICOKOBO/IbTHbIE 3HEPreTUYECKUe YPOBHM, YTOObI rapaHTMpOBaTb, UTO KadKOas Tepanus, OCyLLecTB/isieMas BO BPems anu3oga, no
KpaiHeil Mepe, Tak XKe MHTEHCUBHA, KaK 1 NpeablayLuas Tepanms.

®YHKUNW OLLEHKN

[JononHntensHasa nHhopMauusa 06 aTUX PYHKLUSAX NPeacTaBieHa B CpaBOYHOM PYKOBOZACTBE.

Ba3oBbIil pUT.Y-TeCT - 3Ta PYHKLMSA BPEMEHHO NOAABNSET NPOBELEHUE YCTPOMCTBOM CTUMYIALMA, YTOObI NO3BOUTL BpaYy OLEHUTb
WCTUHHBIA CepAeYHbIA pUTM NauyeHTa. Bo BpeMsi TeCTMPOBaHUS YCTPOMCTBO BPEMEHHO NPOrpaMMMPYeTcs Ha pexxM 6e3 CTUMYNALMN.
TecTMpoBaHue nopora cTUMyNAaLMK ->3ta (yHKUMS NO3BONACT Bpady OMnpeseniMTb NOPoroBble 3HAYEHUs CTUMYSALMK ANA JaHHOMO
naupeHTa. 3Ty MH(OpMaLMIO MOXKHO UCMOMb30BaTh /159 ONPEAESIEHNS COOTBETCTBYHOLLEN aMMINTYAbl Y HACTPOEK LUMPUHBI UMMY/bCA,
KOTOpble 06ecrneymBaroT 3axsaT ¥ MUHUMU3UPYIOT HaMNpsXKeHVe Ha BbIXOAE.

TectnpoBaHme Wavelet - 3Ta (yHKUMA OLEHMBAET TOYHOCTb TekyLero wabnoHa Wavelet 1 nossonser Bpadvy npy He06XoAMMOCTM
COCTaBUTb HOBbII LLIAB/IOH.

TecTpoBaHMe COMPOTMBIEHWS 3MEKTPOAA ~ 3Ta (DYHKUMA MPOBepSier LeMOCTHOCTb MMMIAHTMPOBAHHOW CUCTEMbI 3/1EKTPOAOB,
M3MEPSIS COMPOTUB/IEHNE 3/IEKTPOAOB A1 CTUMYISILIN U BbICOKOBOJIbTHBIX 3/1EKTPOAOB. [151 3TUX M3MEPEHWA B paMKax TECTUPOBaHWS
NCNO/b3YIOTCA HU3KOBO/IbTHbIE MMMY/IbChl HUXKE NMOPOroBOro 3HaYeHUs.

MpoBepKa YyBCTBUTENLHOCTY - 3Ta (OyHKLUA 13MepseT aMmnandyabl 3youa P 1 3ybua R, utobbl NOMOUb Bpayy OLEHWUTL LiefIoCTHOCTb
anekTpoga v ath(heKTMBHOCTb CUMTbIBaHUA. Pexxum. MK-3a0epXKa M HU3Kas Yactota MOryT ObiTb BPEMEHHO 3anporpaMmmuypoBaHbl,
yTo0Bbl YCTPOWCTBO He CTUMY/NMPOBa/IO CEPAUE naupeHTa. 3TO YBENMYMBAET BEPOSITHOCTb TOrO, UTO AETEKTUPYEMble COObITUSA
npou3onayT.

WcnbiTaHne 3Bpsags/paspuakun - 3Ta (BYHKUMS MpOBepsieT Bpems 3apsda KOHAEHCATOpOB W cOpachbiBaeT OCTaTOMHbIA 3apsg,
KOHEeHCaTopoB.

AneKTpodH3noN0rMyeckme uccnefoBaHns - 3TOT Habop NPOTOKOMIOB MO3BOJISIET Bpadam CTUMY/IMPOBATb apUTMUIO BO Bpems
3NEKTPOIM3NONIOTNYECKUX UCCNeA0BaHUIA. [LOCTYNHbI cnefytowpme MHAYKUMOHHbIE NpoToKonbl: T-Shock, 50 Hz Burst, Fixed Burst u
Programmed Electrical Stimulation. Takke AOCTYMNHbI Py4Hble METOAbI TeparLUu.

JononHurernbHbIe ornepauyn

Mocnpovssegellle 6eT ncbMeHHoro paipeiiCMHa komnunmH «Megnpomuk VHK.» luiipeiueiio.
«Men'thOoHMK VHK.»
- KompuneHynansHo
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yHkuna MRI SureScan - 3ta (PyHKUMA MO3BOMSET MaLMEHTaM C UMM/IATTTMPOBaHHBLIM YCTPOCTBOM 6Ge3omacHo npoxoguts MPT-
CKaHHPOBaHWe B COOTBETCTBMM C YKa3aHHbIMWN YCNOBUAMMN npumMeHeHust MPT. CM. TeXHWYecKoe pykoBoACTBO No MPT 4/ nosyyeHus
[0NOSTHUTENBHOW MHGOpMaLN.

VHdopmaLmsa o pexvime KapauocTumMynaunm

PexkvMbl paboTbl  KapAvMoCTMMYnSTopa onucaHbl ¢ noMolpto NBG-koga. MATMOYKBeHHbIM kKog NBG, HasBaHHbIA B 4ecTb
CeBepoameprKaHCKOro o6LLecTBa kapamoctumynsauum n anektpodgmanonorum (NASFE) 1 bputaHcKol rpynnbl N0 KapAyoCTUMYSALMNA
1 anekTpodmanonorun (BPEG), onvcbiBaeT paboTy UMNIaHTUPYEMbIX MCKYCCTBEHHbIX BoguTenen putmMa. Kog NBG, KoTopble 3aMeHWT
coboii kog ICHD, npeacTasneH B Tabnumue |.

Tabnuua 1. MNepecMoTpeHHbIn 06wmin kog NASPE/BPEG ans aHT1opa/LuKapavinHOA KapanocTMynaummn

Mo3nyms: 1 n L v \
Kareropusa: Crumynupyemas Kamepa (-b1).  OTKMMK Ha Mogaynaums MHoronontocHas
Kamepa (-bl) aKTUBHOCTb pacnosHasaHue 4acToThl cTUMynAuns™
KOTOPOWA (-bIX)
JeTeKTupyeTtcs
O = OtcyTcTBYET O = OTtcyTtcTBYET 0 = Orcyncreyes O = OT1cytcTBYET O - OrtcytcTBYeT
A = lMpepacepaHas A = lpepacepaHas T= R = Moaynsums A = lpeacepaHas
V = XenygoukoBasi V =)XenygoukoBass  VIHALMMPOBAHHBIA  4acTOTbl V = )Xenygouykosasi
D = 06e (A +V) D = O6e (A + V) 1 = MopaBnsembiii D = 06e (A +V)
D =06a (T u-J)
Tonbko S = OpHa Kamepa * S = OfHa Kamepa *
o6o3HaueHne (A wm V) (A wm V)
npov3BoauTENs:

1 YcTpoiicTa «MeATPOHVK» He UCTIO/b3YHOT KO, MHOMOMOKOCHOW CTUMYNALMMN.
* MNpogammatop oTobpakaeT cumBonbl A" wnam V" (He "S") AnA CTUMYNMPOBaHHbLIX Kamep W Kamep, aKTUBHOCTb KOTOPbIX
JeTeKTmpyeTcs.

Pexkumbl DDDR wn DDD - npu ctumynsaumm B pexvuve DDDR (gByxkamepHasi npeacepOHo-KenyAoukosas Guoynpasisemast
CTUMYNAILMSA C 4acTOTHONM apanTtaumein) win DDD (aByxkamepHas npefcepAHO-KenyAoukoBas Groynpasnsemas CTUMynaums), ecm
YCTPOMCTBO O6GHApY>XMBaeT BHYTPEeHHee npeacepaHoe COObITMe, OHO Has3HayaeT OTBETHOe COObITVE >KenyAOYKOBOW CTUMYNALUN.
3aepkka Mexay 3aperucTprpoBaHHbIM NPeacepaHbIM COObITUEM 1 COOTBETCTBYIOLLIEN >KesTy0UKOBON KapauoCcTUMynsLmeld SBnseTcs
3anpolpaMmMMpOBaHHbIM  M3MEPSIEMbIM  MHTEPBA/IOM K.  3adepkka Mexay CoObITMeM  KapAVOCTUMYNAUUM  NPeAcepaonin  u
COOTBETCTBYHOLLEN XENYA0UKOBON KapAVOCTUMY ALMEN SBMSETCA 3anporpaMmMMpOBaHHbIM CTUMY/IMPYEeMbIM UHTepBasiom XK. Ecnn
TEKYLUMIA MHTEepBas1 CTUMY/ISAILIMM 3aKaHUYMBAEeTCs [0 TOro, Kak yCTPOMCTBO pacno3HaeT npeacepaHoe cobbiTve, YCTPOMCTBO BbINOMHAET
KapaMoCTUMYNALMIO NPeACEPAVa 1 3aTeM Ha3Ha4YaeT COObITME XKeyAOUKOBON KapAMOCTUMYNALMX MOce CTUMYMPYEMOrO MHTepBasia
MX. Ecnun obHapy>keHne coObITUA >KeyA0UKOB NPOUCXOAUT BO BpeMs U3MepseMoro uHtepsasa MXX wim ctuMynMpyemoro nHtepsana
MX. cTMMynauma Xenygoyukos 3anpellaetcs. JpyxkamepHas npeacepaHo-KenyfoukoBas 6uoynpasnsemas CTUMYNALMA ¢ YaCTOTHOM
apantauveli (DDDR) BbINOMHAETCA € 4aCTOTOM CeHcopa, TO/IbKO €C/IM COOCTBEHHAA 4acToTa COKpalleHUs Mpeacepavii He BblLLe.

BocnpoH-iaeitetiMe 6e3 NMCbMEHHOr0 paspeLueHnst KomnaHun «MBJA'|pONHK VIHK.» LiHpeLeno.
mMtUfipoimK WHK.»
- KoHthunenumonsHo
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[ByxkamepHas npeacepaHo-Xenyaoukosas Ouoynpaansemas ctumynaumsa vDDD) BbINOAHSETCA € 3anporpaMmypoBaHHOlN 6Goree
HW3KOM 4acTOTON, TOMbKO eciM COB6CTBEHHAA YacToTa COKpaLLeHWs npeacepaunii He BbilLe.

Pexxumbl DDIR un DDI - Korga ycTpOicTBO paboTaeT B peXkvMe ABYXKAMEPHON >XeNyAOYKOBOW CTUMYFSILMM NO TPeboBaHWIo C
yacTtoTHol agantaumein (DD1R) nnm AByXKamepHOI XenyA04KoBol cTumMynsuuein no tpeéosaxHmio (DDI), o6Hapy>keHHble NpeacepaHble
COObITUA He OTCNEXMBAIOTCA. EC/IM YCTPOICTBO pacno3HaeT BHyTPeHHee npeacepaHoe cobbITve, NpeacepaHas CTUMY LM 3anpeLLeHa,
HO un3mepsieMbli MHTepBan M)XK He 3anyckaetcs. BMeCTO 3TOro BbINOMHAETCS KEMy[0UKOBAsA CTUMYNAUMA C TeKyLlLeil 4acToToi
CTUMYNAUMK. ECnn TekyLwMin UHTEpBaST CTUMYMISILMW 3aKaH4YMBAETCA A0 TOro, Kak YCTPOMCTBO pacrluHaeT npeacepaHoe cobbitue,
YCTPOMCTBO BbINOMHAET KapAWOCTUMYNALMIO NPEACcepams W 3aTeM HasHauaeT CoObITve >KeNyA04KOBOM KapAMOCTUMYNALMM focne
CTUMYNMpyemoro nHtepsana MXK. Ecin AeTeKTMpoBaHue Xesly404KOBOro CobbITUA MPOUCXOAUT BO BPeMs CTUMY/IMPYEMOTO MHTEpBasia
MK, cTumynsaumsa >xenyaoykoB 3anpeljaetcs. XKenygoukoBass CTMUMYNAUMS NO TpeboBaHWMIO € 4yacToTHOW apganTauveid (DDIR)
BbIMOJIHAETCA C 4acTOTOl ceHcopa. YKenyaoukosas cTuMynaums no Tpe6osaHuto (DD1) BbINOMHSAETCA ¢ 3anporpaMMUpOBaHHON 6onee
HW3KOI YacTOTOMA.

Pexxum DOG - pexMm acvHXPOHHOM CekBeHUManbHoOl ctumynsaummn (0O0O0) obecneumBaeT CTUMYMSLMIO DKeyAo4KOB Ha
3anporpaMM1POBaHHON 60/ee HWU3KOW YacToTe 6e3 NodaB/ieHUs CO CTOPOHbI BHYTPEHHMUX YXeNyA0UKOBbIX cobbITuii. B pexume OCHO
[JeTeKuMs He NPOVCXOAMNT HN B OHOM U3 KaMep.

Pexxumbl VVIR n W | - npn pexumax VVTR u VVI ctimynaums >kenyfodka BbINOSIHAETCA MPU OTCYTCTBUM 3aPerncTprpoBaHHbIX
CEHCOPaMM MCTUHHBIX XKeMyA04KOBbIX COObITUI 40 OKOHYaHWS TEKYLLETO UHTEPBasIA CTUMYIALUMU. CTUMYNALMA NMPOUCXOAUT COrMacHo
yactoTe ceHcopa B pexxvme VVIR v coracHO 3anporpaMmmnpoBaHHOi 60/1ee HU3KOI yacToTe B pexxumve VVI.

Pexxum VOO - pexum VOO obecneynBaeT CTUMYSILMIO XKEMNYOYKOB Ha 3anporpaMMUPOBAHHON 6ofiee HM3KOM uvacToTe 6e3
MOAABMIEHNS CO CTOPOHbl WCTUHHBIX XXeNny[OYKOBbIX COObITUIA. Mpu pexxvme VOO paeTekuyst >Kenyfo4YkOBOM aKTMBHOCTU He
BbINOJHAETCS.

Pexxumbl AALR H AAL - npu pexxumax 0AHOKaMEPHOI NpeacepaHoi CTMMYISUMK No TpeboBaHUMto ¢ YacToTHON aganTaumeid (AAIR)
O[HOKAMEPHOW MpefcepaHon ctmynaumm no TpebosaHuio (AAl) CcTUMynsuMS Npeacepavst BbIMOHAETCA MpY OTCYTCTBUM
3aperncTpMpOBaHHbIX CEHCOPaMW BHYTPEHHUX NPeacepaHbIX COObITUI [0 OKOHUYaHWA TeKYLLLero nHTepsana cTumynaumm. CTumynaums
BbIMO/THAETCA COrMIacHO YacToTe ceHcopa B pexkume AAIR v coriacHO 3anporpaMMm1poBaHHOl 60/1ee HU3KOW YacToTe B pexkume AA.
Pexum AOO - pexsM acvHXPOHHOW CcTumynsumm  npepcepauic  (ACHO)  obecneumBaeT  CTUMYNSILMIO  Mpeacepanii Ha
3anporpaMMUpOBaHHON Gonee HU3KOI YactoTe 6e3 NOAABMEHNSt CO CTOPOHbI BHYTPEHHUX NPeAcepAHbIX cobbITuid. Mpu pexxvme AOO
JeTeKuus npeacepaHoN akTUBHOCTU He BbIMO/HSETCA.

Pexxkum M V P -ynpaBnsiemast xxenygodkosast ctmynaums (MVP) «3To pexxum CTUMY ISILMW Ha OCHOBE NPeAcepans, NpeaHa3HaueHHbIN
ONS NepeKioYeHst B PEXXVM [BYXKAMEPHOM CTUMYNALMM BO BpeMs MK-61o0Kkapl.

Pexxum MVP nossonseT ycTpoicTBy (yHKUMOHMpoBaTh B pexkume AALIR wwm AAI. KOlga MXK-mpoBegeHMe He HapylleHo, HO
nepekntovateest B pexxim DDDR v DDD Bo Bpems K-610Kkafbl. 37O Takke MO3BOSSET YCTPONCTBY BbINOMHATL MEPUOANYECKME
NPOBEPKM NPOBOAVMOCTU C BO3MOXHOCTbIO Nepek/toueHns obpartHo B pexxim AAIR wim AALl npy Bo306HOBNeHUM K-NpoBcAcHUS.
Pexxum MVP obecneunBaeT pe3epBHYHO Xe/yA0UKOBYH NOAAEPKKY NPy BpeMeHHoM notepe MK-npoBeaeHus.

AAIR<=>DDDR - nepekntoueHve mexay pexxumvavmm AAIR nDDDR, AAI<=>DDD - nepekntoyeHve mexay pexxumavmm AA1 n DDD.
Pexxkum OVO - pexxim OVO He obecrneymBaeT »esyA04KOBON WM NPeLcepaHon CTUMYNALMK, HE3aBUCUMO OT COOGCTBEHHOIO puUTMa.
Peoxkum OVO npefHasHayeH WCKMOUMTENBHO A1 CWUTyauwid, Korga Bpad HamMepeH OTK/IHUMUTbL  MPOTMBOGpaAvKapaniAHYHO
KapaMoCcTUMYNALMIO YCTPOICTBA.
B neye6HO-NPOhIAKTUUYECKOM YUPEXAEHWN.

KapavoBepTepbl-0emoprnnatopbl AOMKHbI UCMONBb30BATLCA TONBKO KBAMPULIMPOBAHHLIMI Bpadamy Ui Mog, UX HabniogeHneM.

BocnpoksBeaeTk 6Ci MMCbMEHHOrO puspeLleHns KoMnaHun «MeaTPOHMK MHK.L  LINPELeHo.
«MefTPOHUK UHK.a
« KoHrneHumansHn
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Kapanoepl'ep>gehnbpHANSaTOp LMMPOBOIA MMNIaHTUPYyeMbIn AByXKamepHblii Evera MRI XT DR ¢ TexHonoruein SureScan,
Mogens DDMB2D1:

- | MNaHTYpyeMbIli KapamoBepTep-AedurbpunnaTop

- | K104 ¢ TapMpOBaHHbLIM YCUNEM

- | 3arnylwKa KOHHEKTOPHOM YacT Medtronic DF-1

> IOKYMEHTaLMs N0 NPOAYKLUMM Ha ByMarkHOM HocuTene*

- CD-ROM

e[JOKyMEHTaUMsA MO YCTPOICTBY BK/IHOYAeT B cebd - PyKOBOACTBO MO 3KCMjyaTaumm YCTpoicTBa. OrpaHUYeHHast rapaHTus.
MenuupmHckre npouenypbl U Mepbl NpefocTOPOXKHOCTM B OTHOLL|eHUM 3N1eKTPOMAarHUTHbIX nomex. O6bAcHeHWe cumBosioB ansa UK/ v
CPT-[,, AOKYMEHT: dNEKTPOHHbIE MHCTPYKLMK MO 3KCMyaTaumn/pykoBoacTtea. MNpunoxxeHme K PykoBoACTBY MO YCTPOWMCTBY (He BXOAUT
B KOMM/IEKT MOCTaBKKM, pacrneyarbiBaeTcs M MOCTaBNAETCS MOKyrnarensM Ha Tepputopun Poccuidckoin ®egepauun), Hakneiiku,

0630p (hM3M4EeCKUX XxapakTepucTuk mogeneii Evera MR1:

Evera MRI Surescan XT DR DDMB2D1

dunsmyeckune XapaKTepUCTnKn

Obvem* 33cvr+ 0,5 cm’
Macca 77r£l r
BxWxr 66 MM (£1,0 mm) x 51 MM (21,0 Mm) x 13 MM (20,5 MMm)

Mrowaab NoBepxHOCTb Kopnyca usgenma 57 cm‘ = 0,5 QMI'

NaeHTndmkarop PE7*
peHTreHoHenpoHuLaemocTn”

NaeHTndmkartop

PEHTICHOHENPOHMLIAEMOCTHU I/I
«MeLTPOHNK»**

Martepuanbl, HaxodaLmMecs B KOHTaKTe C

KA o TuTaH, NonnypeTaH, CUIMKOHOBbIN Kayuyk

Barapes TMepuAaHbIA nuTuii/cepebpo okena, BaHaans CFx

* O6BbEM C OTK/IHOUYEHHBIMM MOPTaM KOHHEKTOPOB.

BocnpoHsseneHMc 6e3 NMCbMELLIOr0 paspelleMHs KoMnaHum «ManpamHk VHk.» Ninpeiiteik)
«MUCHOHUK NHK.»
* Ko>|dhwugenumnansilo



A WBeHTU(MKATOp PaaMOHENPOHULIREMOCTY, KOTOPbI BK/IHOYaET B CEONT CUMBOST WUAEHTU(MKATOpa «MEeATPOHMK», MOXHO

paccMOTPeTb Mpy (IFOOPOCKONUYECKOI BU3yasM3aLmy.
3T1 marepuasibl 6bUIN YCMELHO NPOrecTVPOBaHbl B OTHOLIEHUM CMOCOGHOCTY He BbI3blBaTh GMOMOTNMYECKYH) HECOBMECTMMOCTb.

MpyY HOpPMasbHOV 3KCM/yaTaLWi YCTPOCTBO He CO34aeT BPEAOHOCHON TEMMepaTypbl B OKPYXKAHOLLMX TKaHsIX.
* \BEeHTU(UKATOP PeHTreHOHeNpoHMUaemocTy (PPZ) 13roToB/eH 13 BOMb(ipamMa. Bonbtpam sIBSIETCS TSHKENbIM MET/UIOM W BAAEH Ha

no6om PEHTTEHOBCKOM CHUMKE.

MopTbl KOHHEKTOPOB 1 OTBEPCTUA A1 LUBOB

1MopTt KoHHekTOpa DF-1, BMB

2 MopTt KoHHekTopa DF-1, MK

3 dnekTpog ycTporictea Active Can
4 TlopT KoHHeKkTopa 1S-1, MK

5 MNopT KoHHekTopa IS-1, T

6 OTBepcTUS 415 LIBOB

PeHTreHoKoUTpacTHbIe METKU YCTpolicTBa; DDMB2D1

BocnponmegenHe6e3 NUCbMEHHOrO PB3PeLLeHNA KOMNaHnn «McarpoHuk VIHK.>-lunpeiucHO.
«MenTpoHUK VHK.»
- KonthHaeHUnnnbHo
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Bocitpousstatitne 5E3 MUCHLMCHNOND PRIPCINCHNA ROMABHNH «MeaTROHINK Hnk.» Wnpesieio,
wMeaTponum Hwi.»
+ KonuacHmasnn
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7,874 bl»
AneKTpuYecKme xapakTepucTukm
OCHOBHble XapaKTeEPUCTUKH 6aTapen 1 TeEXHUYeCKMe xapakTepucTnkm ycrpoiicrea”
XBpBKTEpBCNUCLL 6aTtapem
MpoussoauTens LleHTp aHepropecypcoB 1 KOMMNOHEHTOB «MeATPOHUK»
Mogens M945899A
XMMUYECKUin cocTaB TMbpuaHbIi nnTuii/cepebpo okemg, BaHaaus CPx
JneKTpuyeckne xapakTepucTnkH barapeun
HomMurHanbHOe HanpskeHve 3.2B
CpefHsas eMKOCTb [10 PEKOMEHA0BAHHOrO BpeMeHW 3amMeHbl (PB3) [ .O"avnep”ac
MwuHumanbHas eMmKocTs nocne PB3 0,1 amnep-yac
JneKTpuyeckne xapakTepucTmkm ycTpoiicTea
Mpefen 4acToTbl CTUMYNALMK (3aLLMTHAS YHKUMA)* 200 My
BxogHoe conpoTusieHne MUHUMYM 150j"M

* He MPUMEHSIETCA BO BPEMSI aHTUTAXUKAPANYECKO TEpanun wWin A1si MPEBEHTUBHOW YKesyA04KOBON CTUMYMSLWN.

MnkoBoOe BbIXOAHOE Han paXkeHne KM Bo BpPeMA BbICOKOBOJIbTHOIO paspsga:

Mporpammupyemas sHeprus MnKoBOE HaNps>XeHWe Ans nNepsoi MMKoBOE HanpsiXXeHWe s BTOPOii
thasbl UMy Tbca __(hasbl MMnynbca
MuHumanbHoe: 0,4 Ik (+ 0.25 k) 76 B (= 16%) ~ 36B'(£30%)
CpepaHee 3HaueHve: 18 [k (= 20 %) 497 B (£ 10%) 249 B (x 25 %)
MakcumarnbHoe 3HadeHne: 35 [k (+ 15%) 699 B (x10%) 351 B (x25%)

EBocnpoHskaenHe 6e3 NHCKMEHHOro pespeLlenHs KoMnamuH «Megapounk VIMk.» luiipcujeno.
«MenTpoHMIC NHK.»
- KoHthHNEHHHa/1bHO
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CTaHAapTHble POPMbl BbIXOAHOTO CUrHaNA

(1) @

©

1. dopma KonebaHWiA curHana KapamocTMynaumm;

2. OHOha3HbIN BbICOKOBO/LTHbIN cUrHan (ToNbKo paspsigbl B pexxume T-Shock), 50 % HakioH

3. [1ByxhasHblii BbICOKOBO/BTHbIM curHas, 50% Hak/oH

MeTobl n3mepeHus

MapameTpbl YCTPOWCTBA, TakMe KakK AAMTebHOCTb MMMYIbCa, amnanTyda WMMyibCa W YyBCTBUTE/IBHOCTb, M3MEpAoTCs  Mpu
cTaHAapTHbIX ycnosusax (37 + 2) °C n 500 Om + | % Harpyska cornacHo EN 45502-2-1

OnutenbHoCTb MMNyfbca - O/MTENbHOCTL MMIMY/bCa M3MepsieTcd Ha ypoBHE 1/3 MMKOBOIO HarpshkeHWs B COOTBETCTBUM CO
craHgaptom EN 45S502-2-) (cM. puc. Hke). Tpy NpUMEHEHUN 3TOr0 MeToZa U3MepPeHUs LUMPUHA U3MepsieMoro nmnynsca W 3aBucut
OT Harpy3ku Rioad (B Omax) 1 nporpaMmmmpyemMoit WnprHbl nmynsca W (B cekyHaax) ¢ gonyckom W < Wp + 34 mkc ' W > MeHbLuero
13 3HauYeHuiA (Wp - 16 MKc) um [124 mkc + (4 mKe X Rioad)].

AMNAnTyga-aMnanTyga umnysbca BbluMCASeTes cornacHo ctaHaapty HN 45502-2-1 (cm, puc. HWke). Mpy NpUMEHEHN 3TOro MeToaa
M3MEPEHVS U3MEPEHHas amnnTyaa A 3aBUCUT OT NPOrpamMMUpyeMoi aMnanMTyabl Ap v NporpaMmmpyemMoit LUMPUHLE umnynsca Wi A
= Ap X[0,9 - (Wp X 0,145 mc*)]. fonyck (+ 40 %-30 % ana HanpspkeHus meHee 2,0 B 1 £ 30% A1 HaNpsHKeHWA, NPEeBbLILLAOLLETO W
pasHoro 2,0 B), NPUMEHSETCA He K 3anporpamMMMpOBaHHOMY NapameTpy, a K paccumtaHHol amnantyge A.

PVCYHOK. Vi3MepeHue AINTeNbHOCT U aMnnTy bl UMybca

«MenTpouHK VHK.»
* KoHGhHNEeHUMaNbHO



1. Maxcumanbias aMBnnTyaa;

2. 1/3 maxcuManbHol aMNAKTYAbL;

3. Rnwurensrocrs amnyasca (D);

4. Hurerpan epemesn no nanpaxenuo (F);

5. AMnnnryna nmnynsca (A).

HyscrsuTeasnocTs — YYBCTOHTEAMHOCTL ONPEACNNETCA KaK AMNANTYRA HANPAXCHHS TECTOBONO CHIHANA, KOTOPOIO ROCTRTOMHO 4NN
perucTpauny ycrpolicreom. [iporpammupyemeic ssauenus uwyscreurenssoctd [IXK npeanonaraor curman 40 mc sin2. lpe
HCNOAL30BANHHE TECTOBOrO CHIHAAA, yCTaxoBenruoro 8 EN 45502-2-1 (cm. prc. uHie), HOMHHMNILHLIA NOPOr Xeayaowxoso
yyscTenrensHOCTH Syaer » 1,5 pasa Gonstue 38nporpaMmMHPOBAHHOND 3HaveHus MMK-yyscTentTensHocT!.

PucyHox. Usmepesne YyyscTBHTENLHOCTH
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Bocnposaneaenie 62 (IHCHMCHHDNO PRIPEIICHHS RUOMISHNN «MEXTPORIG HNK.» WNPELi0.
«Megypomx His.»
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15 mc

Amnantyaa

MpumevaHusa:

e [pu uM3MepeHW MapamMeTpoB KapAMOCTUMYNALMM W OeTeKUMW C MOMOLLBIO CUCTEM  KapAWOCTUMYSALMKW, MOXXHO OTMETUTb
3HauUTe/IbHbIe Pa3MuMA B cneuupuKaumsx, npeacTaBneHHbIX B JAHHOM PYKOBOACTBE, MOCKO/bKY METOAbl M3MEPeHUs, UCNo/b3yeMble
B TaKNX CUCTEMAX, MOTYT OT/IMYATLCA OT OMMCAHHbIX paHee.

* PesynbTtatbl U3MEPEHWS CONMPOTUB/IEHNS 3NEKTPOAA MOTYT BbITb UCKaXKEeHbI MPY 1CMO/b30BaHUK 060py0BaHUs A1 KOHTpons IKT.
KoathpmumeHT ocnabneHns cMHMasHoro curHana - KoauumeHT ocnadbneHus cuHgasHoro curHana (KOCC) gns vactot 16,6 'y, 50
'y 1 60 Ny coctaBnset He meHee 100 (40 ab). PacueT ko3 mumekta KOCC 6bl1 BbIMOMHEH HA OCHOBE M3MEPEHWIA, OCYLLIECTB/IEHHBIX
NPV BBEAEHUM CUHYCOMAANBLHOTO CUTHANa HenocpeaCTBEHHO B YCTPOMCTBO. 3HaueHne KCXIC ans cuctembl YCTPOICTBA U 3neKTpoda
3aBUCUT OT HECKO/bKUX (haKTOPOB, TAKMX KaK pasMeLLieHMe 31EKTPOAOB WK pas3fesieHre 3NeKTPOL0B, U MOXET BbITb HDKE, YEM 3HaYeHWe
KOCC ans ycTpolictea.

KonebaHusa Temneparypbl

baszoBas yactora, TecToBas yactoTa MMMyNbCa, AJUTENBHOCTL UMMY/bCA U aMMTyda MMMynbca OCTaroTCA B Mpeaenax oxuaaeMbix
[ONycKoB Mpy TemMnepatype ycTpoiictea ot 22 ~C go 45 UyBCTBUTE/IbHOCTL MPY HOMWHASILHBIX YC/I0BUSAX, M3MepAemMbIX npu
Temneparype 37 ®C, MOXeT BapbUpoBaTh B npefenax +1% Ha®CoT122 ®C go 45 °C.

NHpMKaTopbl 3aMeHbI

OueHKa OCTaTOu}ON [JONrOBEYHOCTH, COCTOSIHWA 3aMeHbl W HanpsbkeHust Garapen OToOpadkaeTcs Ha Awcriee nporpaMmmaropa v Ha
neyatHbIX OT4eTax. PekomeHgoBaHHOe Bpems 3ameHbl (PB3) 1 ycnoBmns okoHYaHUs cpoka cnyxobl (OCC) npefacTtasneHbl B Tabnmue.

NHAuKaTopbl 3aMeHb!

PekomeHgoBaHHOe BpeMs 3ameHbl (PB3) < 2,73 B npu 3 nocnenosas”NbHbIX eXXeAHEBHbIX aBTOMATUYECKNX
N3MepeHMAX
OKOHuaHue cpoka cny>xobl (OCC) yepes 3 mecsua nocne PB3

OcTaTtouHan AONTOBEYHOCTb - OCTaBLUAACA OLEHKa J0TOBEYHOCTI OTOBPaDKAET pacueTHOe BpeMsi, ocTaBlueecs Ao PB3 ycTpoiicTsa.
PekomeHnoBavHoe Bpems 3ameHbl (PB3) - nporpammatop BbIBOAWT Ha 3KpaH PB3-cocTosiHMe 6Garapewn, 4T06bI OTOOpPa3vTb
pekoMeHAAauVIo O 3aMeHe YCTPOICTBa.

Bocnpouteenaxe 6e3 TKbMeMHOT0 paspeLlekns KoMnaHuy «MeaTpoHHK VIHK.» LUNPeunKno.
«MefTPOHUK HK.»

- KO |dWICILLALLB O
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[ata PB3 ~ nporpammarop 0TobpaxaeT fdary, korga batapes gocturia Ha akpaHax «BbICTpbI npocMoTp M» 1 «3mepeHns
6aTapeu 1 aneKTpoaoB».

OKoHuaHue cpoka cnyxbbl (OCC) - nporpammatop otobpaxkaer OCC-cocTosiHMe 6Garapeu, 4TOObl yKasaTb Heob6X0AMMOCTb
HeMe[/1eHHOM 3aMeHbl YCTPOICTBa U HEBO3MOXXHOCTb €70 (DYHKLIMOHMPOBaHNA COracHo cneLugukaumn.

3ameHUTb Npy HacTtynseHun O CC - ecm nporpamMmarop otobpaxkaes coobLLeHre 0 TOM. YTO Hactynuno OCC, cnefyeTt HeMe/ieHHO
3aMEeHMTb YCTPOICTBO.

LONnTenbHbIA CPOK CNYXObl - AnUTENbHBIA CPOK cnyxbbl (4, CC) ~ 310 Bpems mexay PB3 n OCC. A CC coctaBnser 3 mecsua npu
cobnogeHn cnegytowmx ycnosuii: 100% crumynsaums VVI npy 60 muH-1; amnantyga ctumynsumm MX 2,5 B; wnpvHa umnyneca 0,4
MC; Harpyska ctumynsaumm 600 Om; 6 nonHbIx 3apsaoB. OCC MOXKET HACTYMUTb paHee, YeM Mo NPOLLECTBMN 3 MECSILIEB, EC/N YCTPOCTBO
HE COOTBETCTBYET 3TUM YC/IOBUSM.

MpOrHo3npyemsblii CPOK CNY>KObl

MporHosmpyemblid  CPOK Cyx6bl B TeueHWe roga [Ana ycTpoictBa npusoautcd B Tabmuue 9. [aHHble OCHOBaHbl Ha
KapAMOCTUMYIMPYIOLWMX  MMMNYNbCax, 3anporpaMMUPOBAaHHbIX  COrlacHo  pexxvumMy VVI,  330aHHO  amnautyge  CTUMYNAUMK,
anvtenbHoct umnysnsca 0,4 Mc 1M CKOPOCTU CTUMY LUK 60 MUH .

MpOrHo3bl cpoka Cy»6bl OCHOBaHbI HacNeAyoLW X NPeanonoXKeHUsX:

« [MonyrogoBas MakcMmasibHasi yactoTa 3apsakv 6atapen

 lpeg-apuTMUYeckoe XpaHunuiLe AaHHbIx KT, 3anporpaMMyMpoBaHHOE Ha PeXxm «BKn.» B TeueHue 6-Mecsa4yHOro nepuoga (asa
TPEXMECAYHBIX Mepuoda Nocneayowero HabMlAeHNS), Ha MPOTSHXKEHUM BCETO CPOKa Cy)KObl YCTPOCTBa

« 3 yaca 6ecrnpoBOAHON TE/IEMETPMN BO BPEMS MMM/IaHTaLMn

* EXXeKBapTa/ibHbIA OCMOTP C ACTAHUMOHHON Nepefaqeil AaHHbIX NaLveHTa KoMnaHn «MeaTpOHNK

* 1yac 6ecnpoBOAHON TENEMETPUM B NIEHEBHOM YUPEXKAEHNN EXXETOAHO

» CTaHAapTHOE BPeMsi XpaHeHWs yCTPOIACTBa 40 MMIaHTaLmm

PacyeT MPOrHO3MPYEMOro CpOKa Ciy>KObl OCHOBaH Ha [JaHHbIX YCKOPEHHOro paspsga 6arapen v MOAEMPOBaHWM YCTPOMCTB, Kak
yKaszaHo. He MHTepnpeTupyiiTe 3T 3HaUYEHNST KakK TOUYHbIE AaHHbIE.

MporHo3npyeMblii CpoK CAyX6bl B rogax
MporHo3npyemblii CPOK CY>XObl B rogax

Pexxvm H npoLieHT AmMwmtya ConpoTusneHune ConpoTusneHune
KapAnocTumMynaumm KapAnoctumynaumm Kap,qmocmg&/nﬂumm 500 Kapaunocramynaumnd 600 Om
oDD. 0% 2s8 o6 y
e % >
DDD, 50% ég g ?f ?:2
0DD. 100% 258 7 1

MporHo3npyemsblii CPOK CNy>bbl B rogax, ¢ peXXxMmMom kapglocTH Mynajoum, 3anp0l'paMMHpoBaHHbIM Ha AAL <=> PDD
MpOrHo3npyeMbIii CPOK CNYXObI B rogax

BocnponaBcae>LLc 6e3 THCbMALLOro pu3peLlaLls KOMAOHUH «MeAaTPoHMK Hitx.* nnpelueno
«MefTPOHUK VIHK.»
- KoHdbmaeHumanbHo
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Pexxum 1 nponeHt Amnantyga conpoTunssieHne ConpotueneHne

KapauocTuMynaumm KapAnoernmynsaumm kapguoctumynsaumm 500  Kapguoctumynaumm 600 Om
Om
AAIl <=>DDD (pexum MVP)50% 2,5B 8.9 9,0
npeacepaHun/5% >xkenynoukosas 3.5 B 8.2 8.3

MpPOrHo3MpyeMblil CPOK CNyXObl

JononHutenbHas nonHasa 3apsanka 6Gatapen - Kakdas [OMNOMHWUTENbHaA MoMHas 3apsfaka 6Garapen u3-3a  NpoBefeHUs
TepaneBTMYECKOro paspsga Wiv TECTUPOBaHMS YCTPOIACTBA COKpALLAaeT NporHo3upyeMblii CPOK Cy>X6bl YCTPOMCTBA MPUMEPHO Ha 33
OHs.

MNpep-aputmMu«lckoe xpaHunuwie paHHbix 3KI - NOCTOAHHOE WCMOMb30BaHWe XxpaHunuwa AaHHbix 3 K[ cokpallaet
MPOrHO3MPYEMbIN CPOK CYXXObI NPUMEPHO Ha 2,4 Mecsila B rog, win Ha 20%.

[ncTtaHUMOHHas nepefaya AaHHbIX MOHUTOPUHIA B KOMMaHUKO «MeaTpoHUK»-[OoNOoNHUTENbHbIE yAaNTHbIe nepefayun AaHHbIX
naumeHTa CoKpallaroT NMpPOrHo3MpyeMbIA CPOK CyKbbl ycTpoiicTBa. Hanmpumep, naumeHt ¢ DR, nonyvarowwmii 0% npeacepaHoii u
YKeNyovKOoBOA cTUMynaummn B pexkume DDD ¢ conpotveneHviem 600 Om, JO/MDKEH paccunTbiBaTb Ha MPOrHO3UPYEMBIA CPOK CyXKObl B
9,7 ropa. MporHosmpyemMoe cokpan’eHvie CpoKa Cy>Kobl NPy NOBbILLEHHOM YacToTe AUCTAHLMOHHBIX Mepeay AaHHbIX:

* BXXeMecsuHble nepefayun fJaHHbIX Ha MPOTSXKEHUM BCETO CPOKa Cy>KObl YCrPOMCTBa COKPALLAKoT NPOrHO3UPYeMbIiA CPOK CyXObbl Ha
80 aHelt nn Ha 2%.

* BXeHeflenbHble Nepefaym B TeHEHME BCEro CPOKa CNyxXbbl YCTPOCTBA COKPALLAOT NPOrHO3MPYeMbI CPOK CyXObl Ha 381 AeHb, Wi
11%.

e EXXefHeBHble nepefayn AaHHbIX Ha NPOTSHKEHUN BCETO CPOKA CyXXObl YCTPOWCTBA COKPALLAKOT MPOrHO3MPYeMbIA CPOK CYyXKObl Ha
1549 gHein, wm 44%

« OfHa onoNHUTeNbHas nepefada coKpallaeT NPorHo3MpyeMbIii CPOK CYyXXObI NpumepHo Ha 0,8 aHa wn 0,02%.

BecnpoBogHasa TenemeTpusi © Kaxablil AONOMHUTENbHBIA Yac WUCMOMb30BaHWSA GECpPOBOAHON TeneMeTpun (B KIMHWKE WM Mpn
UMMIaHTaLMmM) COKpaLLaeT NporHo3upyembii Cpok ciybbl NPUMEPHO Ha 7,6 aHA uim Ha 0,25%.

Bpems xpaHeHHS ® UCTeUeHe MaKCVMabHOrO BPEMEHW XPaHEHWs, COCTaBNAOLWEro 18 mecsues, CoOKpallaeT NporHo3upyeMblii CPOK
CNyX6bl NpUMepHO Ha 6,4%.

3anac aHepruM v cTaHgapTHoe BpeMs 3apsaa

3anac sHepruu - Hakor/IeHHas SHeprvis BCera npesbILLAeT NepeaaHHyH SHEPT M. VICTOYHMK HAKOMMEHHOM 3HEPTUM - MaKCUMalbHbIi
3apsif KOHAeHcaTopa

CTaHfapTHOEe BpeMms 3apsaa - MocieHee BpeMsi 3apsia KOHAEHcaTopa OTOBpaXKaeTcsl Ha Aumcr/iee NporpaMmaropa U B neyvarHbIX
oTyeTax. OLEeHUTL BPeMs 3apsia MOXKHO C MOMOLLBbIO TecTa 3apsiaa/paspsaKH.

MaKkcMasnbHblli 3anac sHeprum 1 ctaHgapTHOe BpemMs NOJTHOK 3apsija

MakcrMasibHasa nporpamMmmmpyemMas 3Heprus 35 /0
MakcrMasibHasA nocTaB/sgemMasn saHeprusa * A 36 Ik
MakcumaibHas HakorieHHasn aHeprvs™" 42 Ik
CraHAapTHOe BpeMs 3apsa B Havasie obenyxunsanna (HO) * 8,3¢

CraHgapTHoe Bpemsa 3apafga Ha MOMEHT pPEeKOMeHAoBaHHoro 123 c¢
BPEMEHM 3aMeHbI (PB3)**

Bocnpou3sscacnne6enlHCbMeLLoro pH3peL TUa komiuhhh «MeATPUHHK VIHK.» LnpeLueno.
«MeuipOHHK VHK.»
*Kr
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*3Ane| 114, nepepaHHas B KOHHEKTOPHBIA 6/10K Npy Harpy3ske 50 Om.

Mpwv 3anporpammmpoBaHHoOi 3Heprm 35 [k noctaensemas sHepryst npesbiwaeT 35 K.

* SHeprus, HWCOrVIeHHast K KOHLY 3apsfa KoHAeHcaTopa.

Bpems 3apsiaa BO BpeMsi ceaHca 6ecripoBOAHON TeNleMeTPUM MOXKET ObITb HECKO/BbKO BbiLLE.

MNpumeHeHne marHuTa

Korga marHMT HaxoamTcs psaoM C YCTPOWCTBOM, AETEeKUMS TaxvapuTMuy NpPUOCTavmaB/MBAaeTcs, W fleYeHue TaxvaputMum He
NPOBOAMTCA. 3BYKOBbIE OMOBELLEHUS, ECAIN 3anpPOrpaMMUpPoBaHbl. YCTPOCTBO UIHOPUPYET MarHUT B rO/IOBKE NporpaMmaropa, korga
TeneMeTpuyecKas CBs3b ycTaHaB/IMBAETCA Yepe3 rofioBkKy nporpammaropa. o umnnaHtauym U B TeYeHMe Mepsbix 6 Yacos nocne
VMM/IaHTaUUM YCTPOMCTBO HE M3AAET C/IbILLMMbIX 3BYKOBbIX CUTHAIOB, €C/IN Haf, yCTPOWCTBOM PacrofiOKeH MarHuT.

MpumeyaHue: Ecnn MRI SureScan 3anporpamMmuypoBaH Ha «Bk.», geTekums TaxvaputMum u onoselleHns Medtronic CareAlerts
(BK/MHOYASA 3BYKOBbIE OMOBELLIEHNS) MPUOCTAHAB/MBAIOTCA.

Knoy ¢ TapupoBaHHbIM ycunvem (B ynakoBke ¢ WKJ) - MCMonb3yiiTe TO/IbKO KUY C TapuUpOBaHHLIM YCWIVEM, KOTOPbIA
MOCTaB/ISIETCA C YCTPOCTBOM. K/lou ¢ TapupoBaHHbIM YCUAMEM MpeAHa3HaueH 1S NpeoTBpalleHns MOBPEXAEHUs! YCTPOIACcTBa
BC/IEAICTBME UPE3MEPHOT0 3aTArMBaHMs 3KUMHOIO BUHTA. [pyrve KouM ¢ TapupoBaHHbIM yCuivem (Hanpumep, ¢ CUHeld pyKosiTbio
WM NMPSIMOYTO/TbHBIM LLIECTUTPAHHBIM K/TOUOM) MPEBOCXOAUT BO3MOXHOCTV KOHHEKTOPA 3M1EKTPO/IOB.

Martepuasbl (He BCTyNatoT B KOHTAKT C TESIOM Y€/I0BEKA):

OnNOOHO-YMOPHbIM NOALLMIMHNK MonutetpadropatuneH no AMS 3652

MNonuadmpumHg, (G.E. Ultem 1100F-8104);

LiBeT - cepoBaro>6enbiii UM SKBUBASIEHTHbIN

455 KOppO3MOHHOCTOMKas CTaslb, Mapka Custom, npousBoauTeSb
«KapneHtep»  (Carpenter) -  npowegwas  BaKyyMHytO
TepMoo6paboTKy  (naccvBMpoBaHHass Mo Cneumdmkauum
KoMnaHu «MeaTtpoHuto» - 2(K0034-001)

Koppo3vnoHHOCTOKas cTa/lb (naccvBmpoBaHHas rno
CneunurKaumm KoMnaHim «MeaTpoHuKs» - 200034-(H01)

MNacTUKOBbIE KOMIMOHEHTI
Tpy6Ka C LLECTUrPaHHbIM COEAUHEHNEM

Ll,pyrl/le METIINYECKNE KOMMOHEHTDI

Pasmepsbl (Atolimbl): (Npeaen NorpewHocTn: .xx £,02; .xxx + ,005)
{348 v}

- 1<

QJoev} I
. r
0,20cm -l
13,35¢cL4

BocnpotnecacHite 6eT NMCbMEHHOrO plupellenma KoMnamnmH «MegTpoHuK MHK.» lanpcuieim.
«MenTpouHK VvK.»
- KoH(bHAeHUHW1bNo
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KpyTawmii MOMEHT orpaHuyeH o 12-17 grom-yHuuin ((0,08 - 0,12) im) BO BpemMsi NMepBOro BpalLeHUs MO YacoBOM CTPesiKe; Korga
3HaYeHMe KpPyTALLEro MOMEHTa B 3TOM Anana3oHe 6yAeT AOCTUrHYTO, MOC/eayeT LEMYOK.

TBepgoctb: 47-55 no Poksenny

Macca: 8r£0,5r1

3arnywka KOHHEKTOpHOM Yacti Medtronic DF-1

3arnyLkKa KoOHBeKTopHol YacTv MedtronicDF-1 (e[.!LL!.: MM)

CTepeHb
Lu 4 3.94- 0.13
2150* 025 4 Pyuka

3arnylwka KOHHeKTOpHoOM yactu Medtronic DF-1 BKAtOYeHa B KOMMEKT NOCTaBKM TOMbKO crleayowmnx Mogeneit: Evera MRI
DDMB2D1. 370 YCTPOICTBO SIBASIETCS 3arfyLIKOW A7 COOTBETCTBYHOLLErO MopTa KoHHekTopa IS-1 (cornacHo ISO 5841-3)
reHepaTopoB MMMY/bCOB, TaKWUX Kak KapAMOCTUMYNATOP, K KOTOPOMY He MOAKIHOUYEH KOHHEKTOP 3/1eKTpoda MMIMJIaHTUPYeMOro

nnn/mnKa.
Martepuanbl: Pyyka - CUIMKOHOBbI KaydyK (KUOKUIA CUMMKOHOBLIA Kaydyk GuomegmumHckoro knacca Silastic (LSR); CtepykeHb -

HepykaseroLas ctasib 3 16L
Macca; 0,41 +/- 0,005 r

XapaKTepucTUKN KOHHEKTOPOB (COeaUHUTENEN):
IS-1 /DFI:

o« 1pesc«1(e enm™nuuim (1S-1)

YKesyAoueK CTAMYHXoU (Ji

BP/DKUS XASYSI0HEK CTUM MILKA

BIMB emoAqnLl<axjyiLobmn« (DF<1)

IS-1, DF-1 ConpoTuBneHne yTeukn (HU3KOIbHanpsXKeHns): CONPOTUBEHNE YTEUKM AOMKHO cocTaBNATb 50 KOM MUHUMYM MeXay
TOKOMPOBOAALLMMU 3M1EMEHTAMMU, NPeAHa3HAYEHHBIMMN A/19 3ETCIPUYECKON M30IALMM MOCPEACTBOM YM/TOTHUTENIbHBIX KOMELL,

BcTaBka / M3BneyeHue « L Bevaer Bcem TpebosaHuam ISO 11 18 (DF-1); 1ISO 5843 (1S-1)
MpPOYHOCTb COEAMHEHUS MEAMLIMHCKOrO U3AENNS C 3M1EKTPOAOM (BBeAEHME/N3BNEUEHME):
CoeanHWTENBHOE THE3A0 NpUHUMAaeT C(HOT»"\cTBYOWMIA NpoxoaHoit kanmbp. Cuna BefeHWs / U3BeUeHUs COeAMHNTENBHOIO rHe3aa

He gomkHa npesbiwartb 2,0 gyHT-cnna (9 W) gns D F-1/ 1S -1 KOHHETEropoB (CoeaAnHUTENE)

Bocnpou3ssenieHHe 6e3 MMCbMEHHOro pa3pelleHns KoMnaHnm «MeaTpol*HK ViH«.» 3anpeLuepro.
«MenTpoHnn NHK.»
1 KoHHAennHansito
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MexaHunyeckoe TecrmpoBaHHe

Llenb mexaHn4eckoii BMOpaLyKn, MexaHU4YeCcKoro coyAapeHnsi U KOHTPOMPYEMOro CBO6OAHOIO NafeHWs 3aKyaeTcs B TOM, UTOObI
rapaHTpoBarb, YTO (DYHKLMOHa/IbHbIE CBOWCTBA YCTPOMCTBA HEe OKa3blBalOT HEraTMBHOIO BO3AEWCTBMSA HA MEeXaHWYeCKyr cpeay BO
BPEMSs TPAHCMNOPTUPOBKU, AUCTPUOYLIMN U KIIMHUYECKOR YKM3HW YCTPOIACTBA [0 UMMIAaHTALMUN.

NeBbIi kopnyc Ana Kabens Ha |l WTbIPbKOB AEMOHCTPMPYET Ty e XECTKOCTb (MO0 HEMHOrO Hbke - HammeHee GnaronpusitHble
YCNOBMA), Kak Kopnyc Ans Kabens Ha 9 LWTbIPbKOB B COOTBETCTBMM C aHA/IM30M KOHEUYHOTO 3/1eMeHTa. AHa/IM3 CpaBHMBAeT Npormbbl as1s
[BYX KOH(Mrypaumin neBoro Kopnyca. B aHanmse kopnyc (uKcMpyeTcs BOKPYT BCEA KPOMKM, W Harpy3ka NpUMEHSIETCS aHaIorMyHoO
ucnbITaTeNbHOM Harpy3ke Aethiekumn Kopyca B LieHTpe kopnyca. PesynbTatoM SBASETCS peakumns OTKIOHEHWS /1 Pa3/INYHbIX BE/IMHMH
CW/Ibl U CPaBHEHMS HanpsbkeHuid B 0bnactn kopnyca FT. PacnpegeneHvie HanpsbkeHus B 06nacty kopnyca FT nNpvBOAMTCS Ha PUCYHKE
HWKe. TEMHO>CUHWIA LBET YKasblBaeT MUHMMAbHOE 3HAYeHVe HanpsbkeHws. 1o Mepe TOro, Kak Harpyska yBenuumBaetcs, LBeT
U3MEHSIETCA Ha CBET/I0-r0/y60ol, a nocne aToro CTaHOBUTCA 3e/eHbIM, No3ToMy kopnyc ¢ FT 11-pin gemMOHCTpupyeT 60see BbICOKOe
pacrnpegeneHme HanpsHkeHus.

OnuumwyY 3 unrii8ra «wvm

PucyHk  PacnpuynsHue MIMHEH/BAHa nesom BlkTe (CM M ; 9p4n F7; GoaML H-pin FT)
PacnonoxxeHre KpoHLLUTEHa KOpnyca He BINSET Ha MexaHN4YeCKne TeCTUPOBaHNS B COOpKe 3/1eKTPOHHOro mogyna (EMA). KpenneHue
KOHHEeKTOpa OLEHMBAETCA B XOAe TecTMpoBaHNS KOHHekTopa DAU, a He B paMkKax MexaHuyeckoro tectuposaHus DAU. MexaHuyeckoe
TectnpoBaHme DAU He npefHasHayeHo Ans oueHkn 1CR 1 KpenieHns KOHHeKTopa.
CKOpOCTb yTeuKu
Kakgoe ycTpoicTBO B mpouecce MPOM3BOACTBA MPOXOAUT WCMbITaHWE Ha (PaKTMUECKYH0 CKOPOCTb YTEUKW, KOoTopas He OO0/MKHa
npesbiwars 1x 10* ctaHgapTa cM”Cek renms.
MpuknagHoe nporpamMmmHoe obecneyeHue (BHeLLMce) ansa Evert)
Knacc 6esonacHoctn MO - C
MporpammHoe obecneveHne moaenm SWO033 - Bepems 8.2
MpunoxxeHe mogenm SWO033 3arpy>kaeTcs Ha yTBepkAeHHbI nporpammarop Medtronic Analyzer, OHO OTBeYaeT 3a MNOAAEPIKKY
(hyHKUMIA 1 hyHKUMOHANIBHOCTb YCTPOACTBA. MNporpammHoe obecneveHne SWO033 BKOUAET B CeOS BCE MCMO;THAEMbIE M HEUCMOMHAEMbIE
thaiinbl, a TaKke (hainbl AaHHbIX, HEOOXOAUMbIE AN MOAAEMKKM NPOrpaMmMmMpoBaHUs YCTPOMCTB Evem B cnaemax nporpammaropa
Medtronic Analyzer. [porpamMmHoe o6ecrneveHe MO3BOMSET Bpayy BbIMOMHATL 3ampoCbl U NPOrpaMMMPOBaTb  YCTPOICTBO,
NepeMeLLaTbCs Mo NOJb30BaTeNIbCKOMY UHTEpPdeNCy AN B3auMOoAEeiCTBMS C UMNTaHTUPYEMbIM YCTPOCTBOM, 3allyckaTb TECTUPOBaHNE,
HacTpavBaTb Tepanuto, BbINOSHATL aHaIM3 JaHHbIX U pacneyatbiBaTb O TY € T bl

BocnpoHsHenenktO 6e3 MHCbMEHMOTO pa3peLLieHHst KOMNaHMH «MenrpoMLLC VIMK.>» 3anpCLLCKH.
«MeaTPOoHUK NHK.»
- KoHthHACHWHAIbHO
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AneKTpoabl - cUCTEMA 3MEKTPOAOB, MCMOb3yeMasi C 3TMM YCTPOMCTBOM, JO/HKHA 06ecrneymBate AETEKUMIO, CTUMY/IALMIO, a TakkKe
Tepanuio NyTeM Kapavosepcun v aedmopunnsaumm npasoro xenyaouka (MX), a Takke AeTEKUMIO U cTUMYNAUMIO npeacepania (M). He
ncnosnb3yiiTe aNnek3poabl € 3TMM YCTPOMCTBOM 6e3 NpeasapuTesibHOM NPOBEPKM COBMECTUMOCTU 3/1EKTPOA U KOHHEKTOpA.

YCTPOIicTBO 06bIMHO MMNIAHTUPYIOT CO CIEAYHOLLMMM 3EKTPOAAMU;

e 1 YeTbIPEXNONKOCHBIA/TPEXONIOCHBIN TPAHCBEHO3HbIV 371EKTPOA, ¢ KOHHEKTOpPOM DF4-LLHH mwm DF4-LLHO B npaBom >xenyaouke
(MXX) ona nposefieHUs AeTekumn, CTUMYNALMX U Tepanui nyTeM Kapamosepcun/nedmopHnsumn.

e 1 6UNONAPHBIV TPAHCBEHO3HbLIN 3NEKTPOL, C KOHHEKTOpOM IS-1 B npeacepauy (a) ANna AeTeKumn U CTUMYNALMA. PekoMeHayeTcs
MCMONb30BaTh GUNONSAPHLIA NPeACEPAHbIV 3NEKTPOA, C MEXKINEKTPOAHBIM paccTosHMeM < 10 MM 4151 YMEHbLLEHWS AeTEKUUM JabHEro
nons R-Wave. Npumep cosmecTuMbIX 31eKTPoA0oB Npon3soacTBa EMedmpofiuK MHK.» - cemelicTBO Sprint Quaiiro

MporpammaTtopbl 1 MO - [ nporpaMMMpoBaHns aHHOMO YCTPOICTBA MCNOMb3YHOT MPOrpaMmarop M nporpaMMHoe obecriedeHmne
Medtronic CareLink. VHdopmaumio 06 ncnosb3oBaHMM MporpaMmMaropa CM. B CNpaBoOYHOM PyKOBOZACTBE. [Mporpammaropsl Apyrux
NPOU3BOAUTENEN HE COBMECTMMbI C YCTPOCTBaMM NPOM3BOACTBA «MeATPOHMK», HO OHU HE MOBPEXAAIOT UX.

AkTtusatop Conexus, mogenb 27901- Aktmsatop Conexus, mogenb 27901 npou3soAcTBa «MeATPOHUK» MO3BOMSET BaM BK/IHOUYUTL
6ecnpoBogHyt0 Tenemetputo Conexus 47191 UMMNaHTUPOBaHHbIX YCTPOWCTB, KOTOpble NOALEPXKMBAIOT GECMPOBOAHYHO TENEMETPUIO.
AkTmsatop Conexus vcnonb3yetca ¢ nporpammaropom Medtronic Analyzer ¢ TenemeTpumeid Conexus B 60/bHULE WM KIMHUKE.
AHanusartop npoussoacTea «MeaTpoHUK»-CrcTeMa NoAaepKMBaeT Ucno/b30BaHKe aHanusaropa «MeATPOHKK, BCoMoraTeibHow
npYHagIexXHocTy ana nporpammaropa Medtronic CarelLink. Cuctema no3BonsieT 04HOBPEMEHHO BbINOJHATL CEaHC YCTPOMCTBA U CeaHC
aHanm3atopa, GbICTPO MEPEKHOYATLCA C OAHOTO ceaHca Ha Apyroli 6e3 HeoOGXOAMMOCTM 3aBepLuaTb WM NepesarnyckaTb CeaHCbl W
OTNPaBNATbL AaHHbIE 13 aHaIM3aTopa B /Iporpammarop.

MoHuTOp naymeHTa «MeATPOHMK» - MauyeHTbl UCMOMb3YHOT MOHWUTOP MauueHTa A1 aBTOMAaTMYecKoro cbopa uHgopmauum c
WUMMMaHTUPOBAaHHBIX YCTPOICTB U Nepeaadum MHGopmaLmmn cBomm Bpadam depes cetb Medtronic CarelLink. Jns nonyyeHns nHpopmaumm
06 1Ccnob30BaHUM MOHUTOpPA NaUMEeHTa, CM. PYKOBOZACTBO NaUMEHTa; MH(OPMAaLIO O MOAKIOUEHNN M UCMOMbX>BaHUM CM. B /IUTEpaType
Ha MOHUTOP NaupeHTa.

CeTb CarelLink - CeTb Medtronic CareLink - 370 uHTEpHET-CNy)XK6a, KOTOpas MO3BO/ISIET NALMEHTY Nepeaasarb MNOHYH NHOPMaLVIO
06 MMNIaHTMPOBaHHOM YCTPOWCTBE M3 A0Ma WM M3 APYroro MecTa Bpady uvepes 3aluileHHbIn cepeep. CeTb Carelink mMoxeT 6biTb
HeJoCTyMHa B HEKOTOPbIX reorpanyeckmx ToHKax.

MoHuTtop CarelLink Expre&s mogens 2020B - moHutop «MeartpoHuk» Carelink Express mogenb 2020B - 3TO NOpTaTUBHbIiA
WHCTPYMEHT [/151 Onpoca 1 nepesadn AaHHbIX, UCMO/b3YeMblid ¢ UMMIaHTUPYEMbIMU YCTPONCTBaMU «MeaTPOHUK.

MomolwHUK naumeHta InCbeck mogenu 2696 - nauueHTbl MOryT UCMnosb3oBaTtb NomowHuK naumeHta InCheck mopenn 2696
«MeATPOHMK», YTOObI MHALMUPOBATL 3anMCK AaHHbIX O CepAeyHbIX COObITUSAX B MamsATb YCTPOMCTBA, a Takke 471 MPOBEPKU TOro,
BbISIBU/IO /I UMMI@HTMPOBAHHOE YCTPOIACTBO Npeanonaraemyto NpeacepaHyo BXnaputmMmnio 1, iy yCTPOCTBO 3amporpamMmmMMpoBaHO
3anyckartb aKTVBMPOBaHHYO MaLMEHTOM KapAvOBEPCULO, A 3anpoca BbINOHEHWS NPeACepaHOlN KapanoBepcun.

MoHuTop CareLink mogenn 2490C - naumeHTbl ucnonb3yoT MoHuTop Carelink mogenu 2490C «MeaTpoHUK» A1 aBTOMATUYECKOro
cbopa MH(opmaLmm co CBOMX MMMNIAHTUPOBaHHbIX YCTPOMCTB 1 Nepeadn MH(opMaummn ceonM Bpadam. [ns nonydeHus nHopmaLmm
06 mcnonb3oBaHUK MoHUTOpa Carelink cM. pyKOBOZCTBO NaLyeHTa; MHPOPMALMIO O NOAKIHOUYEHUN Y UCTIO/b30BaHUM CM. B IUTEpATYpE
Ha MOHUTOP naupeHTa.

AneXrpomarHu'Tloe nsnyyeHune

Bocnpom3BcACHHC 6e3 MUCbIMCH>K>1'0 paspeLLeHn komnaHnm «MenTpoMuK VIHK.> 3anpoLueHo
«Men3poHnK N»K.»
- KoHdmnenupansno
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LindhpoBble UMNNaHTHPYEMbIE ABYXKAMEPHBIE KapaMoBEPTEPbI-AETPUBPUNIATOPLI Evera npeaHasHaueHb! a1s
CMOMb30BaHNS B 3/1EKTPOMArHUTHO cpefie, OnvcaHHoiA Hibke. Mokynatenb WM Nno/b3oBatesb LpoBoro
VMMIaHTMPYEMOTO ABYXKAMEPH<M*0 KapanoBcpTepa-aedmnépunnstopa Evera AomKeH 06eCneunTb ero Ucnosib30BaHne B

TecTnpoBaHue
3/1EKTPOMArHUTHOro
N3/1yveHnst

BbICOKOYACTOTHOE WU3MyyeHue
cornacHo cTaHzapty
CneuwmasnibHoro
MeXAyHapoAHOro  KomuteTa
no paguo  uHTepdepeHLmmn
CISPR 11

BbicokouyacToTHOE UM3MyyeHre
corfiacHo ctaHgapty CISPR 11

[apMoHuyeckne
cocTaBnsoLme
notpe6nsemoro TOKa B
cootecTcTBM UM C IEC 61000-3-2
KonebaH usi/ckay kn
HanpshkeHus COrslacHo

craHgapty IEC 61000-3-3

NcnbitaHnsa Ha yCTOI7I'-I MBOCTb

AneKTpocTaTMYECcKUin - paspas,
(ESD) B cootsetctBUM ¢ IEC
61000-4-2

MarHutHoe none
NPOMBILLIIEHHO 4yacToThbl
cornacHo IEC 61000-4-8

WcnbiraHns Ha
YCTOMYMBOCTb

CooTBeTCTBME  JNEKTPOMArHUTHaA cpeaa - MHCTPYKLUK
Mpynna 1 Lncpposele UMMNIaHTUPYeMble  [ABYXKaMepHble KapamoBepTepbI-
Jetmbpunnatopbl Evera Ao/MKHbI MCNYCKATb 3/1EKTPOMArHUTHYH0 3HEPruio
N5 BbINOMHEHWS CBOEIA OCHOBHOW (hyHKLMN.
Knacc B LUudpoBble  UMMNaHTMpyeMble  ABYXKAMEPHble KapAmoBepTepbI-
A™mbpunnatopm Evera nogxogAaT A1 UCNO/b30BaHKS B /060M MeCTe.
He
NCMONb3yeTcs
He
NCMONb3yeTcs
INMomMexoyCcToMuMBOCTL
YpoBeHb YpoBeHb AneKTpoMarHuTHasa cpefa - UHCTPYKLMn
TectmpoBaHus  IEC cootseTcTBUA
60601
* 6 KB - KOHTaKTHbIi * 6 KB - KOHTaKTHbIA [lofbl B MOMELLEHUM AOMKHbI ObiTh 13
paspsg, paspsg, Jepesa. 6eToHa nnm BbIIOXEHbI
+ 8KB - paspsg B + 8kB - paspsAg B kepamMmueckoi NAMTKoN. Ecnm nonbl 6yayTt
BO3AyXxe BO3Myxe NOKpPbIBATLCH CUHTETUYECKUM
MarepuasioM, OTHOCWUTENbHAasA BIAXHOCTb
[JO/MKHa CoCTaBNATb He meHee 30%.
3 A/m 0,3 A/m MarHutHble nons MPOMBbILLIEHHOW
4acToTbl AO/MKHbI M3MEpATbCS Ha MecTe
YCTaHOBKMW, 4TOObI obecneynTb
[OCTATOYHYI0  HU3KYI0  Hanps>KeHHOCTb
nons
YpoBeHb daKTnyeckumi YpOBeHb COOTBETCTBUSA
TectTupoBaHusa  1EC  ypoBeHb
60601

MocnponaseaeHvie 6e3 NMCbLMEHHOrO pa3peLleHns KomnaHum «MeanpoHukK WHk.a aanpciiicito.
«Mefj| TPOHUK VIHK.»
- KoHumaeHumanbHo
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KOHAYKTVBHBIi
WHAOYLPOBaHHbIiA
paamoyacToTHLIMMU
3NEeKTPOMArHUTHbLIMU

Ly M,

nonaMm B COOTBETCTBUN C

IEC 61000-4-6

WN3nyyaemoe
pafno4acToTHOe
3M1EKTPOMAarHUTHoe

none

cornacHo WWC 61000-4-3

TecT
NMOMEXOYCTONYNBOCTb

Ha

ANeKTpoCcTaTMYECKNA  paspsia
(ESR) B cootBetcTBMM C IEC

61000-4-2

YactoTa

MPOMBbILLIEHHOToO

MarHutHoro rong (50/60 ')

IEC 61000"-8

Bocnpovsseaenue 6e3 NMCbMeNHOL'0 paspeLleHns KomnaHu «MenTpounk VIkk.|> Lwmipetuemo.

rnomMexoycTon4yumeoet”

"

3 B 17 B
(cpepnekBagpatuH  (CpefnekBagpatuyH
0e 3HAYeHWe) B Oe 3HAYEHVE)
OnanasoHe o1 150
Ky go 80 Mrly 3a
npegenamy  4acTor,
BblgeNsieMbIX  Ans
3HeprocbeperatoLuer
0 peXxuma
BbICOKOYACTOTHbIX
YCTPOWACTB

B 23 B
(cpegHekBagpaTHYH  (CpeaHeKBagpaTHYH

0e 3HauyeHWe) B Oe 3HaueHue)

OmnanasoHe ot 150

Ky go 80 Mry sa 13B/m
npefenamy  4acTor,
BblOensemMbix A/
3HeprocbeperatoLer
O pexxuma
BbICOKO YaCTOTH bIX
YCTPOWCTB

MomMexoycTon4YnBOCTb
YpoBeHb CootBeTcTBME
TeCTUpPOBaHUs B YPOBHS
cooreetctBumn ¢ IEC
60601
+ 6 KB - KOHTaKTHbIii 6 KB - KOHTaKTHblIi
paspag, paspan,
t 8kB - paspsg B + 8kB - paspsg B
BO3yXe BO3AyXe
3 A/m 3A/m

¢Men'|poHHK VIHK.»
- KoHdwmaeHupanbHO

1B (cpegHekBagpaTMyHOE 3Ha4YEHWE)

1B (cpeaHekBagpaTMyHOE 3Ha4YEHMNE)

10 B/m

JNEKTPOMArHUTHas cpeaa - MHCTPYKLMK

Monbl B MOMELLEHUN [OO0MKHbI ObITb U3
JepeBa, 6eToHa wm BbUIOXKEHbI
KepamMm4eckon nNanTKom. Ecnn nonbl 6yayTt
MOKpbIBaTHCS CUHTETUYECKUM
Matepuasiom, OTHOCUTENIbHAA BAXKHOCTb
[LO/MKHa cocTaBNAaTb He MeHee 30%.

YPOBHM 4acToTbl NPOMBbILLEHHOTO
MarHuTHOro nons [OMKHbI
COOTBETCTBOBATb  TWUMOBLIM  YC/IOBUSIM

KOMMEPYECKON 1 GONIbHWMYHON cpeapl.



Panuouactom
3NEKTPOMArHHUTHOrO
IEC 61000-4-3

noas

3B/Mm
B ananazoue or 80
Ml'u g0 2,5ITy

3 B/™m

ORHAKO NOKa3aHHR BECOB, BCTPOCHHLIX B
KpOBATb, HE HMEIOT  KPHTHYECKOrO
3nayeHun Ana  paboTel  MEARUKHCKOrO
ycTpo#craa: Lingposbie WMIIAHTHPYEMbIC
ABYyXKaMepHbie KapAHOBEPTEPH-
aedubprnanatops Evera

D = 1,2 VP s ananasone ot 26 ao 800 MI'y
D = 2,3VP s auana3one ot 800 MI'u 40 2,5
[Ty, rae P -HOMHHANBHAA MEKCHMANbHAR
BLIXOAHAS MOWHOCTb NEPERATHHIA B
BATTAX (BT), yCTRHOBAEHHAR
NPOH3BOANTENEM, W d - pexOMEHAYEMbii
NPOCTPAKCTBEHHLIH 3a30p B8 MeTPax (M).
Hanpsaxennoctb noaa npu
pacnpoCcTpaHeHHH panKOBOAH or
CTAUHOHAPHLIX  PAAHONEPEAATYNKOS Ha
OCHOBAHHW  pe3ynbTaToB  HaGmoaenuh
ANEKTPOMArHWTHOH OBCTAHOBKM  OMKHA
6biTb HHXKE YPOBHA COOTBETCTBHA B KANKAOM
AHaNa3loHe 4acToT.

lMomexu MoOryr BO3HHKATL  BOAM3M
o0OpYAOBAHHA, NOMEYEHHOTO  3HAKOM.

()

JlaHHOe YCTPOWCTBO HE MOXET CO344BaThb
BPEAHbIE NOMEXM.

Ycrpolicteo aonxHO npHHuMaTh mobble
NONYMEHHbIE NOMEXH, BKIIOMAR NOMEXH,
KOTOpbie MOTYT NPENATCTBOBATL
Hapnexaweil pabore ycrpolictea. Iro0
yCTPOHCTBO HE BbI3biBAET NOMEXM, BPEAHBIC
Ans paaMocTaHuni, kotopsie pabotaloT B
ananasoHe 400 150-406000 Miu w
HCNOAL3YIOTCS B METEOPONOTHYECKUX
Uensx, AR METECOPONOTHYECKHX CIYTHHKOB
M CHCTEM CRYTHHKOB pasBenkH 3eMnu. 310
yCTPOHCTBO AOMKHO NPHHKMATL J100bIE
NONYYEHHBIE NOMEXH, BKIOYAN NOMEXH,
KoTOpbIE MOTyT npHBECTH 3
HexenarenbHol pabore ycTpoitcraa.
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Bocnponsseaesine 663 INCAMEHHOND PEIPCIICHIA KOMNAKKH «MeaTpouns Huk.» 1anpeweno.

«Mearpornx Uux.»

- Kondmucnumannno




9. TectupoBaHue
610COBMECTUMOCTH
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NMPUMEYAHWE 1Mpn 80 n 800 ML nprmeHsoTcs 60/1ee BbICOKME YaCTOTHbIE AManasoHbl.
NMPUMEYAHWE 2: JlaHHOe pyKOBOACTBO MOXET TMNPUMEHATLCA He BO BCeX CcuTyauusx. PacnpoctpaHeHue
3/1EKTPOMArHWUTHBIX BOSIH 3aBUCUT OT MOIJIOLLEHNS W OTPAKEHUS OT KOHCTPYKLMIA, OGBEKTOB U NHOAEN.

Tabnuua matepuanoB, KOHTAKTUPYHOLLMX C TKAHAMMK:

Martepuan
TutaH knacca 1ASTM F67
Fe (>xene3o) ao 0,12
C (yrnepop) no 0,05
Si (KpeMHuit) go 0,08
N go 0.03
T199.5- 99,99
O (kucnopop) oo 0,1
H (sBogopop) o 0,008
TutaH knacca 2 ASTM F67
Fe (>xene3o) 0o 0,18
C (yrnepop) go 0,07
Si (kpemHwit) go 0,1
N zo 0,03
Ti 98,61-99,7
O (kmncnopop) po 0,12
H (Bogopopn) o 0.01
CrnnmnkoHoBbIN kayuyyk MED 2000

MonuypetaH 75D 3nacTtaH 75B"~ekoTtaH TT-1075D-M

CunnkoHoBbI Kayuyk ETR anactomep Q7-4735

LSR ¢ pgvokempom TutaHa 2% (Q74850, kpacutens Ferro

6enbin 61-182000)

KomnaHuio «3Bepa» (Bn3kBenn) OLEeHUBa/M COrMlacHO MPUMEHUMbIM paszfenam crtaHaapTa I1SO  10993-1:2009, KoTopble Kacarotcs
610N0rn4ecKoro Bo3geiicTams. B Tabnmue HKe npeacTaBneHbl Bce nogpasaensl ctaHgapta 1ISO 10993 m nx B3avMMOCBA3b C AaHHOM
OLleHKON. Martepuasnbl, MCMOMb3yeMble B KOMMaHUM «3Bepa» (bnaksenn), MMeT AOArYI0 WUCTOPUKO 6Ge30MacHOro KAMHUYECKOro
MCMOMb30BaHWA B MPeaplayLyX yenpoicteax «MeaTpOHVK» B 9KBUBA/IEHTHOM KOHTAKTE C TKaHSAMM MauveHTa W Npov3BOLACTBEHHON
06pabOoTKOI, aTakke O6LLIMPHLIMY MMEIOLLWIMICA AaHHBIMK FecTMpoBanmst 6uonornyeckon 6esonacHocTn. B ISO 10993-1:2009 pasgene
4 «O6LuUme NPUHLWMbI, NPUMEHSEMbIE K BUOMOTNYECKON OLEHKE MEAMLIMHCKUX YCTPOWCTB» YKa3aHO: «OLeHKa MOXET BK/oYaTh B cebs
KaK U3yyeHne COOTBETCTBYIOLLLErOA0KIMHNYECKOTO U KIMHUYECKOTO ONbITa, TaK U fjaHHble (haKTUYecKoro TecTupoBaHus. B pesynbrare
BbIMO/IHEHUS TaKOW OLIEHKVM MOXKer ObITb CAieNaH BbIBOA, O TOM, YTO TECTMPOBAHME He TpebyeTcs, ecm mMarepuan UMEET OYEBUIHYHO

QocnpoH-j*ejtHe 6ei nucbmem)inrn paipeuienviM KomrHmkm «Men>pollHk HiiK.« uxipciiieito.

«MenTpoHuK VIMK.»
* KaHtbHNET|HMAbUN

KomnoHeHTbl ycntolicTBa
JleBas Kpbliwka
MNpaBas KpblLlKa

CoeavHUTENbHBIV CTEPXKEHb

Ckoba thmkcaropa

3arnywka

Knesiwmii marepuan
Mogaynb KOHHeKTopa

M3onupytowan BTynka

YnnotHutens 154



10. [un3zaiiH "
BHELWHWA BMA, GoTo mnm
n306parkeHue, obLwas
cxema
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6€e30MacHy0 UCTOPUIO 1CMONb30BaHUSA B KOHKPETHOW pasu 1 r3nyeckyto hopmy, KOTopasi SKBUBASIEHTHA TaKOBOL Y NMPOEKTUPYEMOro
yCTpOiicTBa>.

KomnaHua «MeaTpoHMK» npoBena o6LUMpHbIe TECTMPOBaHUA 61MOMOrMYecKoli 6e30MacHOCTU Ha KadKAOM Marepriane B OTAENbHOCTU U
NPoJAeMOHCTPUPOBasia 6e30MacHyt0 UCTOPUIO  K/IMHWUYECKOTO WCMONb30BaHWA KeDKAOr0 Marepuiana B YTBEPXKAEHHbIX Ha PbIHKE
ycTpoiicTBax-obpasuax. PaHee TecTMpoBaH/e NPOBOAW/IOCL Ha ApYrvX AeTansx «MeaTpOHMK», U3rOTOB/IEHHbIX M3 TEX XXe MaTeprasios.
[JaHHble TecTpoBaHWs Ha 61oNOrMYecKyto 6e30nNacHOCTb U UCTOPKS GE30MaCHOI0 NCMOb30BaHNA NMPUBELEHbB! B KXKOOM MPUIOXKEHUN
K marepuasty, NMpUIoXKeHHOMY K 3TOW OLeHKe. B Tex cryyasx, Korga TecTVpoBaHve MPOBOAMIOCE B COOTBETCTBUM C MPeAblayLLiMm
BEPCMAMU CTaHOAPTOB, aHaU3 pas/iMumiA MeXdy Wcnonb3yemMbiMW CTaHdapTamy U AelcTBylOWMMK cTaHdaptamy ISO 10993
38J0KyMEHTUPOBaH B MPUIOXKEHWSX, YTOObI NPOAEMOHCTPMPOBATL NMPUMEHUMOCTb TECTUPOBAHMA. Ha OCHOBaHUW MPUBELEHHOW HUXe
Tabmvupl 3.1, 33[40KYMEHTMPOBAHHOW 6Ge30nmacHOi WUCTOPUM  KAMHWYECKOrOo  MCMOMb30BaHUs, MPOBEAEHHOTO TeCTMPOBaHWS
61onornyeckori 6e30MacHOCTV ¥ aHaIM3a pasimumii Mexay cTaHgapTamu, Bce Marepuasibl, KOHTAKTUPYIOLLWE C TKaHAMM, UCMOo/b3yemble
B «OBepa» (BnakBens), COOTBETCTBYIOT AEMCTBYIOLMM NEPECMOTPaM BCEX MPUMEHUMBbIX CTaHAapTOB cepun [SO 10993,

YTO Kacaetcs HOBbIX MOJMYPETAHOBLIX MOZY/IE KOHHEKTOPOB 75D, 3TOT KOMMOHEHT NOABEPraeTcs AOMNOMHUTENbHON 06paboTke Mo
CpPaBHEHMIO C TEM >Ke MaTepuasioMm, KOTOPbIA UCNOSb3yeTcs B ycTpoicTBax-obpasuax. MoaTomMy Ha HOBOM MOfy/e KOHHEKTOpa «3JBepax»
(Bnakeens) bbina NpoBeaeHa CneLnaIn3npoBaHHas XMMNYECKast XxapakTepmsaums 1 TeCTMpoBaHmne 61MonorMyeckon 6e3onacHoOCTy.
icTopms ucnonb3oBaHUs Mareprasios B yCTPOIMCTBAX-06pasLax, CyLecTByoLLME AaHHbIe TECTUPOBaHNSA B1UO0rMyYecKoii 6e3onacHoCTy,
[JOCTYMHble ANA MaTepuasios, 1 A0MOHUTE bHbIE TECTUPOBaHNS BLUOMOrMUecKol 6e30NacHOCTU, XMMUYECKas xapaKTepuUCcTMKa 1 OLeHKa
TOKCMKO/IOTMYECKOr0 PUCKA, He AeMOHCTPUPYHOLLIME HUKAKMX JONOMHUTENbHBIX NPo6/iemM 6101ornieckoin 6e30MacHOCTY, BO3HUKAIOLLMX
B pesyfbrate 06paboTKM MOAyNs KOHHEKTOpa, 4EMOHCTPUPYHOT MPUEM/IEMBIA PUCK BMOMOrMYECKO 6e30MacHOCTM 41t YCTPOIACTBa
npou3BoAcTBa «3Bepa» (bnaksesnn) B cootBetcTBUM ¢ ISO 10993-1; 2009.

[nsa yctpoiictBa npousBoacTea «3Bepa» (Bnakeensn) 6Gblna npoBefeHa GMOMOrMyeckass OLEHKA B COOTBETCTBMU C MPUMEHUMbIMM
pasgenamu ctaHgapTa ISO 10993-1:2009, KoTopble OTHOCATCS K 6GMOMOrMyYeckomy BoO3AeicTBuio. CyllecTByrowas MHpopmaums
[EMOHCTPUPYET NpreMIeEMbI PUCK BMOOrMYecKoin 6e30macHoCTM 419 MaTepyasioB, MCMO/b3YEMbIX B YCTPOICTBE MPOM3BOACTBA
«3Bepa» (bnakeensn). B COOTBETCTBMM C M/1aHOM BMO/OTUYECKON OLIEHKW Bblna NpoBeaeHa AONOMHUTENbHAA NPOBePKa 61OoNorMyecKoi
6€30MacHOCTM, OMUCaHNE XMMMWNYECKMX XapaKTEPUCTMK 1 OLIEHKA TOKCUKOMOTMYECKMX PUCKOB.

Evera XT DR MRI DDMB2D1

«MearpokHk VHK.»
- KoHdpmpeHummasmo



BOCAPONINEAtHIN B3 INCLMOHNONS PRIPEIEHNN KOMABN I wIACATPONNKE Hitic, » 206poueso.
«MEATPOHNK Wk
« Konduasnunansno
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Joxymesrrauus wa yerpolicrse aan Evera XT DR MRI DDMB2D1

Bosapouneacit 663 CLatNOND PRIPEcHnn KOMaRHN <MEATPON N HINC. = KNIPCUInD.
«Mearponur Mane.»
+ Koufunerumassno
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11. Hudopmauns no
MSPKHPOBKE, YIAKOBKE

Hanenns 8 npoMapkupoBaHHON ynakoake NOCTABAKIOTCR CO cieaytoleil HHpopmauuei:

HaKMEHOBAHHE YCTPOHCTBA H HOMED 1O KATANOTY;

NAPTHUSA ycrpoiicTea;

TOBApHbIHA 3HAK H aApeC NPOU3IBOAHTENS;

ORHOPa3oeoe;

CTEPHNbLHO, NOBTOPHO HE CTEPHN3OBATD;

ITHKETKA COOTHETCTBYET TpeGoBanHam Esponeiickoro cosera 90/385/EEC;
[1aTa HIrOTOBJACHKUS 1 CPOK XpaHenHus ycTpolcTea;

YCNIORHSA XPAaHCHHA,;

HE HCNONb30BAaTb NPH NOBPEKACHHH YNAKOBKH,

XapaxTepPHCTHKH YCTPOACTBA

Evera XT DR MRI DDMB2D1

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

Bocnpone 6e3 ninca 0 pay » «MeaTp Hux.» mnp
aMerponnk Unk.»
- Kondmaenunanmio




Bocnpousseacne 56 miCLMEHNON PRIPEIICHHA KDMABHHA wMEATPOHHK Wi sanpeicin.
«Mearponux Hik.»
- Kowumctiinsano
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BOCAPONINEACHNE B3 HNCLMEHNOND PRIPCEHUS KoM «MeaTPoRNE Hisk.s ya1ipemicno.
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¢ Evera MRI™ XT DR SureScan™ DDMB2D1
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Bocnpoun3ssegeHa 6e3 NMCbLMENMOro pa”WenHa komnaHun «MegTpoHUK VIHK.» laiipemciio.
«MeATPOHUK UHK.»
KoHtungeHumwliblio
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BociipoH'iBCienite 6e3 nHCbMcioioro paspeLuenHs komiohhh «McA3poHuK VIHK.» imipuiikim.

«MeATPOHMK VIHK.»
- KoHdwmgeHumansHo
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HanmeHoBaHMe ycTpoiicTBa (Ha pyCCKOM Si3bIKe)

MpowvzsBoauTeNsb (HaMeHOBaHWE)
CTpaHa npoucxoxaeHus
Cm. PyKoBOACTBO MO yCTPOIACTBY

UPN (YHMKa/IbHbIi HOMEP YCTPOMCTBA)
CFN n (nmMueBoit HOMep KneHTa)

RC # Jara Bblnycka.

W)

C€0123

REF

8N

STERILE EO

3HaK eBpONeficKoro cooTBeTcTBMS (MapkmpoBka CE). 3ToT
CYMBO/T 03HAYAET, YTO M3MEMMEe NOMHOCTLIO COOTBETCTBYET
EBponeiickoii AMpeKTMBE MO aKTMBHbIM  MeAVLIMHCKUM
UMMIaHTUpyeMbIM ycTporictBam 90/385/EEC (NB 0123) u
Oupencrvee R& TTE 1999/5/EC

3TOT CMMBON  O3HAYaeT, u4TO U3LenMe  MOJHOCTBIO
COOTBETCTBYET TpeboBaHMAM ABCTPAIMIICKOrO  OpraHa
CBA3M W cpeActB Maccosoli uHopmaumm (ACMA) u
MuvHWUCTepcTBA  3KOHOMMYECKOTrOo  pa3sutis  Hosoid
3enaHany, OTBEYAKOWLMM 33 PafMO4acTOTHblE CTaHAApTbl
ynpae/neHVsi pafnoKOMMYHUKALMOHHBIMK YCTPOCTBAMM

Homep NOBTOPHOTO 3aKasa

CepuiiHblli Homep

MpownssoguTens

CTepI/IJ'IVISaLI,I/IFl C MCNoJ/Ib30BaHMEM OKCUAa aTu/eHa

Wcnonb3osartb Oo:

Boenpoussenate 6e3 LWKbMEHHOr0 pa3pelleHHs KoMnanHn «MefTpoHuK VIHK.» iaiipcuieiio.

«MefTPOHUK NHK.»
- KoHthmneHumanbHo
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Bornponaseaciine 8€3 uCRMHHONO pUIPENEHNR KoWIaany «Megrponin Kax,» sanpeinchn,
«Mearpoiw Har.s
= Kotnastuninnno




MK/ (oByxKamepHblit)

®opma KOHHekTopa

KoHHekTOp DF-1

KoHHekTop 1S-I

©@ 00 ©

AQanTuBHbIN

BepxHAs yacTtoTa OTCNEXUBAHUA U HKHAA YacToTa

OTKpbIBaTb 3A€Ch

I I I www.medtronic.com/manuals

TemnepaTypHbIii AyanasoH

OnacHoe Hanpsb>keHne

BocnpousscneHyic 6e3 MK MaKioro pyspeLLeHmst icomivihhh «MefrpoHHK VIHK.» 31MpeLLeHo.

MO POK WK »

» KomdpmneLulHanbilo
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AO

AmMnantyga n wmpuHa umnynsca: lNpasoe npeacepave
(nn)

AMNMTYga W WMpvMHa uMnynbcea; Mpasbild Kenyaouek
(MX)

UyBCTBUTENBHOCTL: MMpaBbiii xenyaouek (MXK)

UyBCTBUTENBLHOCTL: lNMpaBoe npeacepave (M)

WHTepBan A-V (CrumynnpoBaHHbI 1 AETEKTUPYEMBIiA)

Tepanuun: NT/®M

Bmewarenscto: MT/®0M

Jetekuma:  JKenygoukosasa — Taxvkapaus, 6bICTpas
YKenya0uKkoBas Taxmkapams, nepunnaums Xenya0ukos

Tepanum  (NPaBOTO  >KeNydouka):  JKesy[aoukoas
TaxmMKapams, GbICrpast XenyI04KOBas TaxuKapamst

Tepanuun (NPOBEAEHHbIE U COXPaHeHHbIe): Pubpuniauns
YXenya0uKoB

BocnpoH3HcneHre 6e3 MMCbMEHHOTO PB3PeLLEMHSt KOMMaHnn «MeaTpornk VIHK.» ‘wpelleno-

«MefTPOHUK UHK.»
- KoHmaeHumanbHO



@ Active Can

[Jedmbprnnaums
um

KapavoBepcus aTproBEHTPUKYISPHAS
NCT

1 6°So Ramp: MM, MX

40

Ramp+: Mpasblii xxenygouek (MX)
40

Burst: Mpa.blin >xenyaouek (MX)
40

Burst+: MNpasoe npeacepave (M)
~O

Burst 50 'y,
40

CmnmBon SureScan

MPT-coBmecTumble (Event MRl SURESCAN XT DR,
Evera MRI SURESCAN S DR)

BocnpomasefeHmne 6eT NMcbMeHMoro pajpeiuciiHX komnaHun «MegTPOHUK VIHK.» 'LUINPEHIOHO.
«MeATPOHUK VIHK.»
- KoHthuneHumansio
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ycTpoiicTs,. " CUCTEM bl , coepxatpe
PafyMoyacToToble  MepefaTyMkM WM HaMepeHHo
&>)) VCMOMb3YIOLLME  PAJMOYACTOTHYIO  371EKTPOMArHUTHYIO
3HEPIUI0 AN AMArHOCTUKM WAM NeYeHIs, [OMKHbI BbiTh
MPOMAaPKVPOBaHbI 3HAYKOM HEVOHMU3MPYHOLLIETO U3MYyueHNs

3TOT 3HAK COOTBETCTBUSA NPOCTABASAETCS Ha M3AenWs, Ans
KOTOpbIX Oblla MpoBeAeHa npoueaypa 06s3aTenbHONM
d f cepTUdMKaLymn

TecTMpoBaHUe ynakoBKK npomnssefeHo B cooTBeTcTBun ¢ ISO 11607-1.
TecTMpoBaHMe B YCOBMAX Cpefpbl UCMONb30BaHNS

CoZiep>KMOe MaKeTa He JO/MKHO PacchbiNaTtbesl WM OTAENATHCSA OT YNaKoBKM.

KneeBble LLUBbl. COEAMHEHUS MOCPEACTBOM KWKol NeHTbl, Kreikas fleHTa WM BHELWHSs MieHKa [0/MKHbI OCTaBaTbCs
CKPEM/IEHHbIMM, 1051 HaneyaTaHHast MHAopMaLIMS [oMKHA BbITb YMTaeMa.

Bce Hakneiikv foMKHbI 0CTaBaTbCst HA MECTE U BbITb YUMTAEMbBIMM.

JTVKETKA MOXKET OTC/IOMTLCS MO Kpasiv, BO3MOXKHO MOSIB/IEHNE My3bIPbKOB M0f, STUKETKOW. M0Ag06HbIe OTC/IONKM U My3bIPbKi
[L0NYCTUMbI, €CIN 3TUKETKA NPUKPEN/IeHa 1 HaAnMCK Ha Heil pasGopumBbl.

YNaKoBKa [I0/KHA 0CraBaTbCA 3aKPbITOW 1 HEMOBPEXKAEHHON B COOTBETCTBUN C KOHCTPYKTUBHbLIMW OCOGEHHOCTAMM.

AUMKM, KOPOBKN M apyras 3aliUTHas ynakoBKa

AWWKA 1 KOPOBKM MOTYT 6bITh MOMSATLI M MPOAAB/EHbI, & YI bl Pa3Aas/ieHbl, TPECHYTbI WM PACKO/OThI, TEPMOYCaJ0UHas
M71IeHKa MOXET UMETb CK/MAIKM, NMOBPEXKAEHHbIE TEPMOLLIBbI, 6bITh Pa3opBaHa.

AMOPTU3ALIOHHASA MO/I0XKKA MOXET 6bITh C/IOMaHa WM PACKO/IOTa, CKata Wv MoMsTa.

TepmoycaiouHas MiieHKa [0/MKHA 0CTaBaThCs Ha YrNakoBKe, A0/HKHA BbITh BUAHA OTPbLIBHASA IEHTA.

MNoMGbI-HaKNeiKA WK 3aneyaTbiBatoLLias NeHTa A0MKHbI AepXKaTb KPbILLIKY WM 3aLiUTHbIA NakeT 3aKpbITbiMU. [JoNycKaroTcs
YacTUYHbIE Pa3PbiBbl N/IOM6-HAK/EEK 1 3aNeUaTbIBAOLLENA NIEHTbI.

MapkupoBska

JTMKETKA MOXET OTC/IONTLCA MO Kpasiv, BO3MOXKHO MOSIB/IEHME My3bIPbKOB MOJ 3TUKETKOM. MoA06HbIE OTCMIONKN 1 My3bIpbKK
[IONYCTMBI, €CNIN 3TUKETKA NPUKPEN/IeHa 1 HAANUCU Ha Heli pa3GopUmBI.

3TMKeTKa MOXET 6bITb Haf0pBaHa UK OTAEe/eHa OT YNaKOBKM.

Mpy yaaneHn Nof/IoKKa CbEMHbIX KeliKMX 3TMKETOK He 10/KHA NOBPEeXIaThesl, STUKETKA He Ao/KHA paccianBaTbes.
CucteMa 3alyMT™M CTePUILHOCTU

3amMsTME 3aLLWTHON KPBILLKA WM MSATKOrO MakeTa.

JNo6oe nepemeLLieHNe YCTPOICTBA WM BCMOMOTaTE/bHbIX MPUHAAMIEXHOCTE BHYTPU YMAKOBKM AO/MKHO ObiTb OLEHEHO U
3a/I0KyMEHTUPOBaHO B OTdeTe. [lepemellieHne BCrOMOraTe/lbHbIX MPUHAANEXHOCTEN, TaKMX KaK raguHble KoUMW W
MUHLETLI/KPIOYKU 1S BeH, B BIMCTEPHBIX YNAKOBKaX, [0MYyCTUMO, EC/IM OHO He MPUBOAMT K NOBPEXAEHMI0 YCTPOCTBa W
HAPYLLIEHWIO CTEPU/LHOCTM YMAKOBKM. ®

JonycTumo cruéaHune ynnoTHATENbHbIX aHLIEB Ha GNCTEPHON YNaKOBKe.

BocnpousseseHrie 6e3 NHCbManKMX) pB3peLLEeHHa KOMMaHn «MeLIPOHHK VIHK.» 3anpeTeHo.
«MenTpoHuk Hhkj»
- KoHduneHumansHo



e CTepu/ibHYIO j NaKOBKY TaKKe [0/DKEH OTKPbIBAaTb KOHEUHbIA NOrp*  Teflb C UCMO/b30BaHNEM 3(PMEKTVBHbIX acenTUyecKyXx

METO/I0B.
Bo Bpemsi TECTUPOBaHMS YNaKoBKM BCe TPEBOBaHUS K e KauecTBy 6bi/v COBMIOAEHDI.

TexHUYecKue XxapaKTepuCcTUKKN YNaKoBKN: *

1. MUKpOO6HbIii Gapbep:

- MakcvManbHO BO3MOXKHasA MPOHULIGEMOCTL MOA/IOKKU: 3% PTax

2. TOKCUKO/IOrMYecKue CBOICTBA:

MepBUYHasA YakoBKa:

- CrepunbHblii oToK: [MpeaBaputenbHO CHOPMUPOBaHHBIV  (TEPMOGOPMUPYEMbI) nonnatuneHTepedTanarrvkons (M3Tr) 6e3
MOKPbLITUSA.

- KpblILWKa: NA0THO 3aKpbiTa KPbILKOMA V3 BOMOKHUCTOrO Marepriana TaiBek® Ha OCHOBE MOMMITUIEHA C UCMO/Mb30BAHUEM TEXHONOM
«cnaHboHa», ¢ agresusom Oliver 18B

BTopuuHas ynakoska:

- Awmk: MonmnponuneH» OTAWTLIA NOA AaBNEHEM

- TepmoycagouHas nieHka: Mpo3payHblii nonvankeH

3. dusnyeckne 1 XMMUYECKMe CBOICTBA

O6wwme pasmvepbl: 169+ Iem x 13+0,3 ecmx 2,1 £0,4 cm

TonwwmHa nneHkn: 0.25 £ 0,05 Mv

MnotHocte: 1,27 r/cm ™

Mpo3payHocTtb: 0,5%

YpoBeHb rgHua: 108 eavHul, 6necka, nog yrnom 45 ®

CnekTpabHbIii KO3hduumeHT nponyckaHus: 90%

Mpepen Tekyyectn: 48 Mrla

Mogynb KOHra (Moaynb NpoAonLHol ynpyrocTtn): 1720 MiMa

KoathpuumeHt TpeHuns:> |

KoahdpmumeHT npoHMuaemocty napa: 6 /vt

3.1 XapaKTepuUcTUKN BOMOKHUCTLIX MaTepuanos Tyvek:

Bo3nywHas npoHuuaemocts (MeTog, beHarceHa): 572 mi/MuH

KoathpmumeHT naponpoHunyaemoctu: 1615 r/vmt

BbicoTa rugpoctatmyeckoro gaeneHus: 1442 Ma

MPOYHOCTL NPU pPacTKeHUN B NPOAONLHOM HanpasneHun: 1% H

MpoYHOCTL NpY PacTsXKeHUW B nonepeyHom HanpasneHun: 200 H

OTHOCKTENbHOE YA/IMHEHVE B NPOAO/bHOM HanpasneHun: 20%

OTHOCKTENbHOE YA/IMHEHVE B NOMnepeyHoM HanpasfieHun: 24%

ConpoTuBneHve pasampaHunio (No 3nMeHaopdy) B NpoaoisHOM HanpasieHun; 3,3 H

ConpotuBneHue pasampaHuio (No nMeHAopPdy) B nonepeyHoM HanpasneHun: 3,5 H

NHAaeKe conpos'vBneHns npogasnmeaHuto (no Mionneny): 1213 kiMa

MpoYHOCTb MpU yaapHoIi Harpy3ke (Mo CneHcepy): 8756 k/m *

Henpo3spayHocTtb: 91%
TonwuHa: 178 MMKPOH

Bocnpousmnenve MUCLMCHHOT'0 paspeLLeMHst ToMaHU «MexXaOHLUT VKK.» MnpeLleHo.
«MATPOHUK VIHK.»
- KoH(xnnilkulsmo

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



4. COBMECTMMOCTb C;  t0cOBGaMM CTEpMN3aLMK, C KOTOPbIMU MpeaKasHave;  «Mosb30BaHVEe Mareprana:;

Mertoab! cTepunmnsaLmn:

- 3TUNEHOKCUA,

>Crepunusaums obnydeHnem

5. CoBMECTMMOCTb C npoueccamut HOPMOBKU 1 CKIIENBAHMS:

TepMocK/enBaeMblii ¢ BOMbLUMM KO/IMYECTBOM TEPMONIACTOB, Takmx Kak MBX, crvpton, M3TI, yaaponpoyHsii noanctupon HIPS; ¢
MOSIN3TUIEHOM, HEKOTOPLIMU BUZAMU NOMUMPONWIEHOB.

6. CpOK XpaHeHusa nocne crepunmsaummn: 18 mecsaues

7. Matepuasibl He COAEPXKaT LLEIoYeld, He TOKCUYHBI 1 6e3 3amaxa.

8. B matepuanax oTCyTCTBYIOT Takme AeeKTbl, KaK OTBEPCTUS, TPELLMHbI, Pa3pbiBbl, 60p03abl 1 0611aCTH, HE MMEIOLLME OKPAaCKW.
9. NnotHocte: 1,27 r/em A

10. CTeneHb YMUCTOTbI MaTepuasia: npuemiemas.

11. Cneyundgmyeckme 1 MUHUMaIbHbIE (PU3NYECKME XapaKTEPUCTUKMN:

MpoYHOCTb Ha pacTskeHue (conpoTmeneHne paspbiay): 1,25+0,1 H

Harpyska Ha pacTsbkeHne (MpoYHOCTb Ha pacTskeHue): 50 Mlla

OTkMoHeHne TonwmHbl: £0,05 Mv

[a30Bast NPOHMLAEMOCTD:

-Ana CO2 30 cmVc - krc/em®

-ona 02: 10 emVe - kre/ev?

- ona N2: 5 emVe - kre/cm*

-YaaponpoyHocTh (MPOYHOCTb Ha paspbIB):

Mpn Temnepatype fo 23 ®@C 425+ 301

Mpn Temnepartype 4o -29 ®C 350 £ 25 1

12. pH: Martepuanbl Tyvek nmeroT HeiTpanbHbIin pH 7.

13. Xapaktepuctnku aaresusa:

ConpoTuBneHue oTcnamBaHuio (MPOYHOCTbL Keesoro cnosl): 4,53 - 18,14 H

Bec kneesoro cnos: 4,5 kr = 0,7 kr/279 M

CuenneHune ¢ NOBEPXHOCTbIO: > 75%

CpokK xpaHeHus: < 48 mecsaues

benbiin uget

MnoTHOCTL HaHeceHus Knes: > 1,03 (r/cm)

14. KOMMOHEeHTbI yNakoBOK He BCTYNAalOT B PeakLyto, He 3arpsi3HsOT, He MPOMNYCKatoT, He OKa3bIBaOT OTPULLATE/TbHOMO BO3AENCTBMS Ha
COAEPXMMOE A0, BO BPEMS WM MOC/e CTEPUIN3aLIUN.

15. WnpwnHa kneesoro cfos: 10+ 1 vm

16. IHpyKaTopbl KOHTPO/IS CTEPMIN3ALMN, HamnevaTaHHble Ha ynakoBKax, COOTBETCTBYHOT TpeboBaHmaM cTaHgapTta 1ISO 11140-1
17. YnakoBKa OTKpbIBaeTcs NyTeM OTC/lanBaHUA - HenpepbIBHO U OAHOPOAHO, 6e3 paccnioeHVs/paspbisa Mareprasa.

18. icnonb3yemble Kpacutenu:

YepHuna yepHble C70 nponssoacTea «cCaH Kemukan Kopn.» (Sun Chemical Corp.), CLUA;

Frony6on SUNSreRSE 15 npounssopctea «CaH Kemukan Kopn.», CLUA;

OnucaHune ynakosto!

BocnpemsseeHme 6e3 NMCbMEHHOTO pa3penkaHs koMnaHum -<MesilpoHHK VHK.» 3anpeLuoto.
«MepfTpoXuK VHK.»
* KOM(bHAEHMHLLbIIO
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& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Kopo6Ka a/1s XpaHeH BTOPUYHAs yNaKoBKa

YacTb ynakoBKu Matepwnan

JNlotok Jlvtoi nonvnponumneH

YnakoBKa B TEPMOYCaZIOuHYHO NMNeHKy  [po3payHblii onedH

CTepusnbHas ynakoBKa:

Bcknpousseenue 6e3 MHCMXETIONO pB3peLlenns KoMnaHum «MealpoHUK VIHK.» 3anpcLicHo.
«MeATPOHUK VIHK.»
- KoHthHAeHHanbHO



Pasmepas ynaxoskn:
1. Crepunciian Kpuilika ynaxosxu (e aiolimax)

Kpuitika pHyTpenHeidl ynakoskn:

Kpwiurxa snemnell ynakosku:

BoCnpomsearsne 563 AUCMMEKNOND PRIPCINEIE ROMREHIN vMOITPOHIK Hx.» Jenpeenn.
«Meamponux Hux.»
- Konjaraciuumasno
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128,524 mm
5.
3/[175+0,889 MM 31752203 Mvi
Y.
6J5uM
166,624 mbl
8J2VM
i
YacTb yNnakoBKU Martepuan

Bocnpoun3seneHx 6e3 NHCbMeLLOro puspeLucliua komnaHnun «MegapoHnk MHK.» lanpeiuriio.
«MeATPOHUK UHK.»
- KondmpaekunansHo
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12. MeTogbl "
YC/I0BUA CTepunnsaumm u
noggepXaHus

CTEPU/ILHOCTH (ons

W3[eNnin, nocTaBnsieMbIX
CTEPW/IbHbLIMN)

13. TpeboBaHMst Mo
3alWnTe  OKpYXKaroLLel
cpedbl NpY NPUMEHEHUU
MEeAVLMNHCKUX U3LeNnii
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MpepsaputenbHo  OTdhopMoBa. WA (TepmodiopMoBaHHbI) M3TI 6e3  NoKpbITUA

CTepunibHbIA NOTOK (nonnatnneH Tepeditanar. MOANPULIMPOBAHHDINA TNIMKOMEM)

O}'Ie(*)VIHOBbIe KPbILLKWN, M3roToB/1E€HHbIE nocpeacTtsom IMKEKTUPOBaHUA

Kpbliwka .
BbICOKOCKOPOCTHBIM MOTOKOM BO3AYyXa, MOKPbITME Kneswmm mMarepuasiom Oliver 18B

* OTK/IOHEHME TEXHNYECKMX XapaKTEPUCTUK YMaKOBKW COCTABNAET £ 5%, eC/n He YKa3LLio MHOE.

CTepunmsaums v Banmaaums

MeTogpl cTepumsaumm 3tmneHokeng (30)
Mpouecc ctepunmsaummn 100%3TUNIEHONCCUAOM B TeUeHMe
Linkn cTepunmsaumm/HassaHHe npouecca:
30 MUHYT
MPUMEHVMBIA CTaHaapT Baanaumm npovecca 1SO 11135-1:2007
cTepuAM3aLmm:
Tun cTtepununsytoLLero rasa 100% 30
OTHocuTeNbHas BRaxxHoCTs (RH) 55,0-85,0%
KoHueHTpauus rasa 30 > 720 mr/n
Temnepatypa npu 06pabotke 30 45,0-55,0 “C
[JasneHve npu obpaboTke 30 55,0 - 75,0 klMa
Bpems 06paboTkmn 30 27-33 MvH

B komMnaHun «MeATpOHMK» NPOCTEPUIMZ0BA/IN COAEPKMMOE YMAKOBKM 3TUIEHOKCUMAOM nepes, otnpaBkoi (30 muH, 100% 30).
LOCTUTHYT rapaHTUPOBaHHbIN YPOBEHb CTEPUIBHOCTY CBbile (™. OBHapy>XeHHble OcTaTtouHble YpoBHM EO cocTaBnsnm mMeHee 4 Mr, a
06Hapy»KeHHble ocTaTouHble YpoBHM 3 X T cocTaBnsiiv MeHee 9 Mr. TakuM 06pa3oM, COOTBETCTBYET cTaHAapTy 1ISO 10993-7.

[ns nonyyeHns AononHUNENLHOM MHAopMaLmn CM. AOKyMeHTbI - oTyeTbl DSN020169
Cnepnyite MeCTHbIM PerynsTopHbIM TpeboBaHUAM A5 MPaBWIbHOM YTUAM3aUMM JaHHOro YCTpoicTBa. He BblbpachiBaiiTe AaHHOE
YCTPOWCTBO B HECOPTMPYEMbIVi MOTOK ObITOBbIX OTXOA0B. [JaHHOE YCTPOMCTBO COAEPXKMT MaTepuasibl, KOTOpble MOTMYT HAHEeCTU Bpes
OKpyXatolleli  cpege.  WHCTpyKUMA MO Hagiexawein  yTuavsaumm — [aHHOrO  YCTPOWCTBA  MPMBOAMTCA  Ha  caiite
http.7/recvcling.medtronic.com.

M3BneyeHne nyTununsaums

O3HaKOMbTECH CO CriefyHoLLEel MH(hopMaLMeld, CBA3aHHOW C U3B/IEYEHNEM W YTUIM3ALUMER YCTPOCTBA:

o OTK/IIOYNTE PEXUM AETEKLMM TaxmapuTMMM BO M3BEXKaHME MareLl; Uil lbHbIX HeXXenarebHbIX PaspsgaoB Npu U3BIEUEHNN, OUMCTKE WK
[0CTaBKe yCTpoiicTBa.

e lI3BneknTe MMMMAHTMPYEMOE YCTPOWMCTBO MOC/e CMEPTM NaumeHTa. B HEKOTOPbIX CTpaHax W3B/IEYEHUE WMMIaHTMPOBaHHbIX
YCTPOICTB C nuTaHMem OT Gatapen SBASETCS 006s3aTe/bHbIM B CUTY 3KOMOTMYECKUX NPO6JeM; O3HAaKOMbTECH C  MECTHbIMU
HOPMAaTVBHbIMM aKLWMK. Kpome Toro, yCTpOMCTBO MOXKET B30pBaTbCA NMpY TEMMeparype ropeHust Win Kpemauyn.

e lMnnaHTMpyemble YCTPOICTBA KOMMaHWM «MeATPOHMK» MNpeAHa3HayYeHbl TOMbKO [ O[HOPa30BOr0 WCMOMb30BaHUA. He
CTepuUnU3yiiTe 1 He MNNAHTUPYITE U3B/IEYEHHbIE YCTPOCTBA MOBTOPHO.

BocnpoHaBegenHe 6ej ncbMeHHoro puipeiuetiHB koMnuHnm «MeaTpoHuK VHK.» itinpemeiio.
«MeaTpOHUK VIHK.»
« KokdhmaeHTtcanbHo



14. CaepgeHuns 0
npou3soanTene
MeAWLIMHCKOr0  13aenus
(HaumeHoBaHuWe,  afpec
MeCTOHaX0XaeHNs,
MOYTOBBI ajpec,
TenedoH, ajpec MmecTa
NPon3BOACTBA)

15. Knaccudmkauus
MeAMLMHCKOIO 13aenms
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e CBSXKUTECH C MpeN. -BUTENEM KOMMaHUM «MeATPoHWUK» Anst MosydeHn’  1akoBOYHbIX HAabopoB, UTOGbI BEPHYTb M3BMEYEHHbIE
YCTPOICTBa ANA aHanms3a 1 yTunmnsauum. AQpec M. Ha 0BpaTHO CTOpOoHe

MpuMmeyaHue: yTnnmsaumsa 13BneYeHHbIX YCTPONCTB WK 3M1EKTPOLOB PerynmpyeTcs MeCTHbIMU, rocyAapCTBEHHLIMU Y deaepasibHbIMMN
HOPMaTUBHbIMW aKTamMm.

Knacc otxogoB - B (B COOTBETCTBUM C POCCUIACKOI Knaccudmkaumeii)
Pa3paboTumk:

«MefaTpoHKK UHK.», CLUA;

82(H0 Kopan Cu Ctput H3, MayHac Bbto, MuHHecota 55112 CLL A (8200 Coral Sea Street NE, Mounds View, MN 55112, USA);
Ten.:+1 763 526 2388;

www.medtronic.com

MpousBoanTeNb:

«MeaTpoHnK NHK.», CLLA;

710 MeaTpoHuK Mapkyali CeBepo-BOCTOUHbIA MuHHeanonme, wrat MyuHHecota 55432, CLUA
Ten.: +1763 514 4000. dakc: +1 763 514 4879;

WWW, medtronic.corn

YNONHOMOYEHHbIV NpPeAcTaBUTeNlb NPON3BOANTENS:
000 «MeLTPOHUK:

123317 MockBa, MpecHeHcKas HabepexkHasi, 10

Ten.: (495) 580-73-77, dakc: (495) 580-73-78;
www.mcdtronic.ru

FOpuanyeckoe Lo, Ha UMA KOTOPOro MOXET ObITb BbILAHO PerucrpaHMonHoe yaocToBepeHWe (MMs, agpec, Ten., akc,
no*:TOBbIN agpec, Be6-caiT):

000 «MeaTPOHUK»:

123317 MockBa, MpecHeHcKas HabepexHas, 10

Ten.: (495) 580-73-77, dakc: (495) 580-73-78;

www.medtronic.ru

Ajpeca mecTa Npou3BOACTBA MEAMLUHCKOTO U3AEeNNs:
I. «MepTpoHuk HOpon Capn» (Medtronic Europe SarlX Py gto Monnbe 31, Keiic Moctan, 1131, TonowcHas, Lsenyapus (Route du
Molliau 31. Ca.ue Postale, 1131 Tolochenaz, Switzerland);

«MeaTpoHuK MyspTo-Puko OncpaiiweHc Ko.» (Medtronic Puerto Rico Operations Co.), XyHKoc Poypa 31, Km.24, Xm 4, Ceiiba Hopte
NHaacTpuan Mapk. XyHkoc. MyspTto-Prko 00777, CLU A (Juncos Road 31, Km. 24, Hm 4,Cciba None Industrial Park, Juncos. PR 00777
USA).
Knacc onacHOCTV B 3aBMCUMOCTU OT BO3MOYKHOTO p1CKa, CBA3aHHOTO C UCMOIb30BaHMEM MeAMLIMHCKOro ycTpoiicTea - KNTACC 3 /111;
KogmpoBka cornacHo BceMMpHOW HLIMEHKNaType MeOMLMHCKUX YCTPOWCTB - 37265 KapamoepTtep-4edmbpunnatop umgpoBoi
UMMNIaHTUPYEMBIA ABYXKAMEPHbIIA;

Knacc anekTpuueckoli 6e30nacHOCTY, a3epHoii 6e30MacHOCTU U ApYrx onacHocrei (Npu Hannuum): He npumeHnmvo K NK4/U1BP;
Knacc 6e3onacHocTV nporpammHoro obecnevenust: C (B cooteetctBum ¢ 1EC 62304)

Mocnpoumenexne 6 0 NHCMieiiiioro puspelueHns komnaHun «MegTpoHMK VHK.» iaiipcHiICHO.
«MefTPOHUK VIHK.»
- KontwuneHnwnsHo



16. Metozbl "
obopygosaHue ans
Oe3nHpekuun "
crepuansaumnm

17. CpoK xpaHeHus
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TUN KOHTaKTa Cc TeNo,  AJ/ITENbHbBIA KOHTAKTE KPOBbHO, TKAHAMU M XUAKOE U OpraHu3mMa.

Tun paboyeii yactn: aHasornyHo CF;

CTepunIbHOCTb: CTEPUILHOE UAETVE;

Knaccudmkaums, B 3aBMCMOCTM OT BO3MOYKHbIX MOCNEACTBUIA HEWUCNPaBHOCTEN MPY UCMOMb30BaHNA M3LeNUs: A;

Knacc MmeanuUmMHCKMX 0TXo408B: B.

CTepunbHO. TOMbKO /15 0[JHOPA30BOr0 KCMO/Mb30BaHMs. YCTPOMCTBO He/b3s NoABeprarb NMOBTOPHOW CTEPUM3ALIAN.

18 mecAues

MporHo3mpyembiii CPOK CY>KObl

MporHo3npyemsbIii CPOK CAyXKObl YCTPOICTBA B rogax npvBedeH B Tabnmue Hbke. [aHHble OCHOBaHbl Ha KapAuOCTUMYUPYHOLLMX
UMMybcax, 3anporpamMmmypoBaHHbIX COMMacHO YKasaHHOMY PeXKMMy, YKa3aHHOW amnamtyae cTuMynauum, wmpuHe nmnynsca 0,4 mc um
yactoTte ctumynaumm 60 muH

MporHo3bI cpoka c1y>k6bl OCHOBaHbI Ha CeayoLWMX NPeanonoXeHsIX:

MonyrofoBast MakcMMasbHash YacToTa 3apsaku Garapen

Mpes-apHTMUYECKOE XPaHWMLLE AaHHbIX IKI» 3anporpaMMM1pPOBaHHOE Ha PEXXUM «BK.» BTeueHe 6-MecsiuHOT0 neproga (asa
TPEXMECSUYHbBIX NEPMoA NOCNEAYIOLLEr0 HABMIOAEHNIS), HA MPOTSHXKEHUM BCErO CPOKa CNyXObl yCTpoiicTBa

3 yaca GecrnpoBOHOI TeNEMETPUM BO BPEMS MMIM/TaHTaLM

BXXeKBapTa/lbHbIN rpadivik AMCTAHLMOHHON nepesayun AaHHbIX MoHuTopa Carelink koMnaHum «MeaTpoHuK»

1 yac 6ecnpoBOAHON TENEMETPIN BHYTPYW NIEUYEBHOTO YUPEXEHUSA EXKETOAHO

CTaHAapTHOE BpeMsi XpaHeHus YCTPOWCTBa nepes, MMaHTaLmei

PacueT MpPOrHO3MPYEMOr0 CPoKa CYyXGbl OCHOBaH Ha AaHHbIX YCKOPEHHOro paspsga 6atapey VM MOZENMpoBaHUM YCTPOICTB, Kak
yKasaHo. He VHTepnpeTupyiiTe 3TV 3HAYEHNS KaK TOUYHbIE AaHHbIe.

MporHo3unpyemblii CpokK cny>k6bl B rogax. MporHo3npyemsiii Cpok cnyxbbl B rogax (Evera MR1 XT DR SureScan DDMB2D1)

Mpornoanpyembiii CipoK cNy>6bl B rogax

AMAAVTYIA ConpotueneHune ConpotuBneHne
Pexxum v npoueHT YA Kapguoctumynsaumm 500  kapguoctumynsunmn 600
KapAnoCTUMYALUK
KapauocTuMynaumnm Owm Owm
DDD, 0% 25B 9.7 9.7
358B 9.6 9.6
258 9.1 9.2
DDD, 15% 358 8.7 8.8
25B 8,3 8.5
0,
DDD, 50% 358 7.1 7.4
25B 7.3 7.6
0,
DDD, 100% 358 5.7 6.1

BocnpounaseneHHC 6 » TIObLMNTOrO paspeLleHns KoMmnaHum «MearrpoHnk VHK ik-miipeutciio.
«MeATPOHHK VIHK.»
» KondmpeH!|malnbHo



18. YcnoBus
aKcnayaraumm

19. YcnoBus
TPaHCNOPTUPOBKN
XpaHeHns

20. TpeboBaHusA
cbopKe 1 ycTaHOBKe
21. FapaHTuA
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Wcnonb3ayeTcst B 1eUe6HO-NPOMNIAKTUYECKOM YUPEXXAEHUN.

[omKHO MCNob30BaTLCA TOMBKO KBA/IMPMLMPOBAHHBIMI BpadyamMy Win Nnog ux HabmogeHviem.
BHYTPeHHSA cpeaa tena 32 *C-42 "'C, BnakHocTb 80-100 %.
BHuMaTenbHO coboaaiiTe 3T peKOMEHZAUMM NPU XPaHEHUW WK 0BGpaLleHnn ¢ YCTPOMCTBOM. [pyrue TpeboBaHUS K XPaHEHWO 1
TpaHCNOPTUPOBKE OTCYTCTBYHOT, 3a UCKMOUYEHNEM TEMMEPATYpbI:

XpaHUTb 1 TpaHCNOPTMPOBaTb YNaKoBKY B AnanasoHe Temnepartyp ot -18 ®C fo+55 @C

ObpalyeHme ¢ YyCTPONCTBOM

MpoBepKa 1 OTKPbITUE YNAaKOBKM - epes OTKPbITVEM N0TKA 151 CTEPUBHOM YNaKOBKW BU3yaslbHO MPOBEPbTE Ha/IMUME KaKMX-Mbo
NPU3HAKOB MOBPEXAEHUS, KOTOPbIE MOTYT CBUAETE/IbCTBOBATL O HAPYLLEHUW CTEPULHOCTI COAEPXKMMOr0 YNaKoBKM.

MoBpexxaeHre yNakoBKN - YNakoBKa YCTPOMCTBA COCTOMT 13 HAPY)KHOIO /IOTKA M BHYTPEHHETO 0TKa. He mncnonb3yiite yeTpoiicTBO
WM BCTIOMOraTe/ibHble MPUHAZAIEXHOCTW, €C/IM BHELLHWIA JIOTOK YMAaKOBKM MOKPbIA, MPOKO/IOT, OTKPLIT WM NoBpeXaeH. BepHute
YCTPOMCTBO B KOMMaHMO «MeATPOHMK», NOCKOSIbKY LieIOCTHOCTb CTEPUIBHOM YNakoBKM WM (YHKLMOHAIbHOCTb YCTPOCTBA MOTYT
ObITb HapylUeHbl. BepHuTe yCTPOIACTBO B MPEACTaBUTENBCTBO KOMMAaHUM «MeATPOHUK». 3TO YCTPOMCTBO He NpeAHa3HayeHo s
MOBTOPHON CTepuUnm3aLmn.

CTepunmsayumsa - 3ro ycTpoiicTBO NpeaHasHavyeHO TOMbKO A/151 O4HOPA30BOr0 MCMO/b30BaHNA M He MpeAHasHauYeHo A/ MOBTOPHOIA
cTepunmsaumn.

Temnepatypa ycTpPOiCcTBa ©YCTPOMCTBO [O/MKHO ObITb KOMHATHOW TeMMepanypbl BO BPEMSA MPOrpaMMMUPOBaHMS W UMMIaHTaLVWMN.
TemnepaTtypa YCTPOICTBA BblILLIE WM HKE KOMHATHON MOXe3' NOB/NATL Ha HaYaulbHYH0 paboTy yCTpoiicTBa.

MageHune ycTpolicTBa - He umnniaHTVpyiiTe YCTPOMCTBO, €CIM OHO YNasio Ha TBEPAYH0 NOBEPXHOCTb € BbICOTbI 30 cM win 6onee nocne
€ro V3B/eYEHNs U3 YaKOBKW.

Morpy>keHne B XXHAKOCTY - He norpy>kaiite yCTPONCTBO B XXMAKOCTb W HE MPOMbIBaiATE NOPTbl KOHHEKTOPOB BO BPEMS UMM/IaHTaLWN.
3TO MOXKET OTpULLATENbHO OTPA3UTLCA Ha NMPOU3BOAMUTENBHOCTU YCTPOIACTBA U CUCTEMbI 3/1EKTPOLOB.

MapkupoBka «lcrnonb3oBatb A0» - He vMnnaHTypyiiTe yCTPOCTBO MOCNE WCTEYEHMSI CPOKA MCMOMb30BaHMSA, MOCKO/bKY CPOK
CNy>0bl 6aTapen MOXET ObITb YMEHBLLEH.

ToNbKO Ana 04HOPa30BOro MCMob30BaHUSA- He noagepraiite NOBTOPHOI CTEPUAM3ALMN U UMNIaHTaLMN U3B/IEYEHHOE YCTPOIACTBO.
XpaHeHue ycTpoincTea

N36eraiiTe Hamawm4ymBaHus - Bo n3bexaHve NOBPEXXAEHWS YCTPOWCTBA, XpaHUTE ero BAaM OT MarHMTOB, HabopoB, cogepyKaiyx
MarHuTbl, 1 t06bIX NCTOYHMKOB 3M1IEKTPOMArHUTHBLIX MOMEX.

TemnepatypHble OrpaHUYeHUn - XpaHuTe W TPaHCMOPTUPYIATE YNakoBKY B TeMMepaTypHOM AuanasoHe oT -18 ® C go +55 ° C.
AneKTpryecknii cOPOC MOXET MPOWUCXOAUTb MPWU TemnepaType Hwwke -18 * C. [l0AroBeYHOCTb YCTPOCTBA MOXET CHUKATbCH, a
MPOM3BOANTENILHOCTb MOXKET NOCTPaAaTh Mpu TeMnepatype Bbille + 55 *C,
HenprimeHumo.

FapaHTMPOBaHHbIN CPOK XpaHeHus -18 mecaLes

OrpaHunyeHHasn rapaHT us

OrpaHnyeHHas CEMUETHAA rapaHTUs NPOU3BOAMTENS W NPedynpexaeHns o6LLEero xapakrepa 0T KOMMaHn «MeaTpoHUK VHK.» (1nn
[Pyroro HopuAMYECKoro /MLa, KOTopoe MOXET ObiTh YIOLIHO Kak NPou3BOAMTE b NMPU MapKMPOBKe AaHHOr0 YCTPOIACTBA) (KoMMnaHus
«MefTPOHUK)

OrpaHnyeHHas rapaHTus («OrpaHnYeHHas rapaHTVisa») Ha VIMniaHTUpyembli KapayoBepTep-aeduopunnaTop («YCTpoicTBo»)

Bocnpownsseacunc 6e3 NMCbMeHHOro paspelleHuns lromllanmm «MefTPoHUK VINK> -MnpeLex).
«MefTPOHUK UHK.»
- KoHthHNeHunonsIto
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A. Kakyro orpaHuyek'»«0 rapaHtuio npegocrasngaer komnaHna «MearpoHu!

(1) Hacrosiwas OrpaHUYeHHas rapaHTMa OT KOMMaHuy KMeATPOHUK» NpeAoCTaB/seT rapaHTUm, U3/I0XKEHHbIE HUXKE, UCKTHOUUTENBHO
ana nokynatens yctpoiictBa («[okynatenb)») B TeyeHue 7 (Cemm) feT. HauMHaa C AaTbl OpUrMHanbHOM MMMnaHTaumn («[ara
UMMMaHTaLmm») yCcTpoicTBa naumeHTy. Hactoswas OrpaHuWyeHHas rapaHTus NpefocTaBsieT MOKynaTenlo  ONpefeneHHble
ropuanyeckme npasa. Mokynaresib MOXET Takke UMETb ApYrue npasa, KOTOpble 3aBUCAT OT HOPUCAVKLMK, Y 3Ta OrpaHnyeHHasn rapaHtms
He 3aTparvBaeT 3TV npaBa. B 370l orpaHMYeHHON rapaHTMm «[okynatenb» o3HadaeT imbo A (2) nnbo A (3) (Ho He A (2) n A (3)
O[JHOBPEMEHHO):

(2) NauwmeHT, KOTOPOMY UMMIAHTUPOBAHO YCTPOICTBO, €CAIM OH/OHA MPUOBPEH AaHHOEe YCTPOCTBO WK ero 3aMeHy (Kak onpeseneHo
HWKE), WM ecn YCTPOICTBO MOy ero 3ameHa Obuivm NpUMOBpPETEHbl OT MMEHW NauMeHTa UMMAaHTUPYIoWel 60MbHNLEN, ApyriM
KNVHWUYECKM  YUpEXXOEHVEM WM MEAMUMHCKMM PabOTHMKOM, KCT-Opblid MPOWM3BEN MMIMIaHTaUMI0 YCTPOMCTBA WM €ro 3ameHy
(«YupexxaeHve 30paBooxXpaHeHUs»), MpK YCoBUK, YTO CTOMMOCTb YCTPOMCTBA U 3aMeHbl B KaXKOOM Ciyyae Oblia 3auncieHa Ha cyert
nauueHTa B yupeXxaeHuy 34paBooxpaHeHus K [late umniaHtaummn/3amMeHbl, B TOM YuCie B 06CTOATENbCTBAX, KOrda yyeTHas 3anucb
nauveHTa 6bina u/wnm 6yaet ynnadeHa NMbo NOAHOCTLIO, IMBO YACTUHHO NAaTesbLLUYKOM TPETbEN CTOPOHBbI (3Ta Kateropus Mokynarens
YNOMUVHaEeTcs B HacTosLeli OrpaHMYEHHOW rapaHTun Kak «[MaumeHT-Mokynarenb»); um (3) YupexxaeHve 34paBoOXpaHeHns, KOTopoe
np1o6bpeno 1 NMNNAHTMPOBAVIO YCTPOICTBO B AaTy UMMIaHTauumW, npy ycnosum, Yto:

a) CTOMMOCTb YCTPOICTBA Oblna CvcaHa co cyeTa COOTBETCTBYIOLLENO YUpeXaeH!s 34paBooXpaHeHns; 1

b) MPETEH3UA YUPEXAEHNS 34PaBOOXPaHEHNSI B COOTBETCTBUM C HACTOALLEA OrpaHMYeHHON rapaHTVel npegHasHayeHa UCKIIUNTENbHO
ANs NOMyYeHnst BTOPOro yCTPOIicTBa KOMMaHWn «MeATPOHMK», KOTOPOe ByA4eT UCMO/b30BaTbCs MM Kak 3aMeHa (Kak OnpeaeneHo HIDKe)
NS yCcTPOICTBa TOro e nauweHTa (3ta kateropus Mokynatens ynoMUHaeTcs B 3TO OrpaHWMYeHHOW rapaHTuM Kak «[llokynaTenb-
OpraHu3auus»).

3aBepeHnss 1 NbroTel, Ha KOTOpble TOKynaTenb VMEEeT NpaBO B COOTBETCTBUWM C HacTosel OrpaHWuYeHHON rapaHTueid, cTporo
orpaHyyeHbl U He BbIXOAAT 33 PAMKM TEX WM UHbIX rapaHTUHbIX 0683aTeNbCTB, yKaszaHHbIX B MyHKTax A (4) n A (5) Hke:

(4) Ecnm ycTpoMCcTBO (hyHKLMOHMPYET Takmm 06pa30M, KOTOpbI He COOTBETCTBYET ero npeArnonaraemoi pabote 1 Npov3BOAUTENBHOCTY
13-3a KauyecTBa MarepuasioB WM M3roTOB/IEHWS, U €C/M Takoe cobbiTue NpPou3oAEeT B TedeHue 4 (YeTblpex) feT, HauiHas ¢ [atbl
MUMMIaHTauun, KoMnaHus «MeaTpoHYK» No CBOEMY BbIGOpY:

a) Bblgact kpegut lMoKynatento Ha yCTpOCTBO «MeATPOHUK», KOTOpoe Oy[eT MCno/b30BaThCs B KayecTBe 3aMeHbl YCTPOWCTBA
(«3ameHa») 419 OOHOTO W TOTO >Xe MauWeHTa, paBHOE MeHbIME ueiie HETTO, ynnadeHHon [Mokynatenem: (i) 4N ycTpoicTBa
(«MepBoHaYaIbHaa NOKyMNHas LieHa») wm (i) Ana 3aMeHbl («PakTnueckas NoKyrnHas LieHa»); Win,

b) Be3 B3vmaHuA nnatbl NpefocTaBuTb oKynatento 3amMeHy A1 WCMOMb30BaHUA Y MauyeHTa, KOTOPOMY MepBOHaYa/lbHO 6biio
MMMNNaHTMPOBAaHO YCTPOICTBO, (DYHKLMOHa/IbHO CONOCTaBNMOE C NEPBUYHBLIM YCTPOCTBOM.

(5) Ecnu ycTpoicTBO thyHKLMOHMPYET Takum 06pa3oM, KOTOPbI He COOTBETCTBYET €ro NpeanosiaraeMoii paboTe 1 Npor3BOAUTESILHOCTA
13-3a KayecTBa MarepuasioB WM M3rOTOB/IEHMSA, 1 eCM Takoe COBbITE NPOM3OMAET Yepes 4 (YeTbIpe) roga, HO A0 UCTeyeHus 7 (Cemm)
NeT nocne Aatbl UMMAaHTaumKn, KoMnaHma «MeaTpoHrK» npeaocTasumT MoKynaTento KpeauT Ha MOKYIKY 3aMeHbl B pasvepe, pasHom 1/2
(NonoBMHE) OT MeHbLLEN MepBOHaYa/IbHOM MOKYMHOM LEHbI UK (PaKTNYeCKOW MOKYMHOW LieHbl, YMEHbLLEHHOW NPONopLUoHabHO (B
pasvepe 1/36 B MecsL) 3a aTn 3 (Tpw) roga.

Hun B koem cnyyae {apaHTWiHbIV KpeauT, BblAaHHbIV B COOTBETCTBUM C HacTosweli OrpaHNYeHHOW rapaHTuel, He MOXKET MpeBbILLaTb
NepBOHAaYa/IbHYIO MOKYMHYHO LiEHY Wi (haKTUYECKYHO LieHY MOKYMKK.

(6) HACTOSALWAA OTPAHUUYEHHAA TAPAHTUA HE MPEAMNONATAET. UTO BEALAPEA JAHHOIO YCTPOWCTBA BYLET
®YHKLUMOHWPOBATbL B TEYEHWE BCEFrO CEMUWETHEIO NEPNOLA. Barapesi ycTpoiicTBa MMEET ONpeaeneHHyH eMKOCTb,
KOTOpast MOXET WCTOLLATLCS C Pa3HOI CTENEHbIO U CKOPOCTLIO, B 3aBUCMMOCTM OT HACTPOWKWM YCTPOWCTBA KOHKPETHOrO MauveHTa u
VHOMBUAYabHBIX TPE6OBaHWIA NaupeHTa K KapaMocTUMYNALMK, KapayoBepeum, Aeuopuanaumm wim Apyrum qyHKUMSM YCTpoiicTea.

BocnponssegeHune 6e3 nMcbMenuLl'o paspenlenHs KoMnaHum «MegTpunl«k VIHK.» 3unpeLueno.
«MeArpoHnK VHK.»
- KoHuaeHumansHo
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XoTs mcToLeHme 6a» fcii ByaeT NpoMcxoauTb CO BPEMEHEM W He CuMTaeTe - 3BaHHbIM KAa4yecTBOM MarepuasioB WM MU3rOTOBEHUS,
rapaHTuiHble 0653aTeNbCTBa, YKasaHHble B NyHKTax A (4) n A (5) Bbiwe, 6yAyT NO-NPeXXHEMY NPUMEHSTLCS K YCTPOCTBY, KOTOpOe
[0/MKHO BbITb 3aMEHEHO B TEUEHME NMPUMEHVMMOTO rapaHTUIMHOTO CPOKa 13-3a UCTOLLEHMS GaTapent.

B. MHCTPYKUMM O TOM. KaK MpeTeHaoBarb Ha 3Ty OrpaHNYeHHYH rapaHTuio

Lns nonyyeHUst KOHKPETHbIX WHCTPYKLUMIA O TOM, KakK MOMy4yMTb rapaHTWiHbLIA KpeauT Ha 3aMeHy YCTPOWCTBa B COOTBETCTBUM C
HacTosel OrpaHMYeHHON rapaHTreit. MNokynaTtenb JOMKEH CBA3aTLCS C KOMMaHWen «MeATpOHMK» N0 OAHOMY M3 aiPEcoB, YKa3aHHbIX
B KOHL|E 3TOr0 rapaHTUNHOTO JOKYMEHTa, MPUMEHMMO K CTpaHe, B KOTOPOii ObI1I0 MMM/IAHTUPOBAHO YCTPOICTBO WM €ro 3aMeHa, Win
CBA3aTbCA C KOMMNaHWein «MeATpoHMK» Yepes caidT www.mcdtronic.com [nsi nonyyeHwst AaHHol OrpaHUYeHHON rapaHTm, A0/MKHBbI
BbIMOSHATLCSA BCE CMeAyHoLLme YCoBUs:

(1) YcTpOWicTBO JO/MKHO GbITb MMMNTAHTUPOBAHO A0 UCTEYEHNS CPOKa rOAHOCTM WM CPOKa XpaHeHus («/Icnonb3oBatb A0 UCTEUYEHNS»
WM «Mcnonb3oBath [0») COBMECTHO C 3M1EKTPOAAMU KOMMaHUN «MeaTPOHMK» U COMOCTaBUMBIMM MO KauecTBy U 3MEKTPUYECKM
XapakTepucTuKam.

(2) YcTpOoICcTBO [O/MKHO MCMOMb30BaTLCA B COOTBETCTBMM C MapKVPOBKOW, & He M3MEHSATLCS WM NOABEPraTbCs HempaBuIbHOMY WK
NMOBTOPHOMY MCMO/b30BaHUIO, 3/I0HAMEPEHHOMY WK CyYaliHOMY HenpasBuibHOMY 0BpaLLEeHMHO.

(3) B HOPUCAMKLMAX, B KOTOPbIX 3TO ABMSETCS HOPUANYECKMM TPEOOBAHNEM WM YCTAHOBMBLLEICA NMPAKTMKOA perucTpaummn ycTpoiictea
NPOV3BOAUTENEM, BCE PEMMCTPALMOHHBIE MaTepuasibl yCTPOICTBA JO/MKHbI ObITb 3aM0/IHEHbI U BO3BPALLEHbl KOMMaHU «MeaTPOHMK B
TeueHue 30 (TpUALATN) OHER ¢ AaTbl UMMIAHTaLMN.

(4) 3amMeHeHHble YCTPOIACTBA AO/MKHbI ObiTb BO3BPALLEHbl KOMMaHUM «MeATPOHMK» MO yKa3aHHOMY HWxe aapecy B TeueHue 90
(neBsiHOCTA) OHel nocne U3bATUA. Bo3Bpallas 3aMeHeHHOe YCTPOMCTBO Y 3anpalumBast rapaHTUiAHBIA KpeguT B COOTBETCTBUM C 3TOM
OrpaHnyeHHoli rapaHTueli. Mokynarenb-naumeHT cornawaeTcs ¢ TeM, YTO 3aMEHEHHOe YCTPOCTBO ByAeT ABNATLCA COBCTBEHHOCTLHO
KOMMaHun «MeaTpoHuK». Ana Mokynateneli-opraHusaupii BO3BpaLLeHe 3aMEHEHHOIO YCTPOICTBA 1 MOWCK rapaHTUIAHOTO KpeauTa B
COOTBETCTBUM C 37Ol OrpaHUYeHHO rapaHTueli SBASKOTCA NOATBEPKAEHNEM TOT0, YTO OHW MOAYYUIM NpeaBapuTenibHoe [MMCbMEHHOE]
COrnalleHvie nauneHTa o TOM, YTO 3aMeHEHHOE YCTPOICTBO SABMSETCS COOCTBEHMOCTHI0 KOMMaHWM «MeATPOHUK.

(5) 3aMeHeHHble yCTPOIiCTBa AO/MKHbI CONPOBOXAATLCA MUCbMEHHBIM 3asiB/IeHMEM OT oKynaTensi, yKasbiBatoLLMM, Y4TO 3aMEHEHHOe
YCTPOICTBO BO3BpALL@eTcs KoMMnaHui «MeaTpoHMK» AN onpeaeneHns Toro, 6yAeT M NpefocTaBNeH rapaHTUiHbIA KpeauT B pamKkax
HacToslLLein OrpaHUYeHHON rapaHTuK.

(6) Ecnn Mokynatenb SIBNSETCS PE3NAEHTOM WM MPOXKMBAET B CTpaHe B Mpegenax EBponelickoii 3KOHOMUYECKON 30HbI. YCTPOIACTBO
[OMKHO 6b110 6bITb BriepBble pPasMeLLEeHo Ha pbiHke B EBPONECKOM 3KOHOMWYECKOM NPOCTPAHCTBE 4O HOPUCAMKUMM 3a npejenamm
EBPONEIACKOA 3KOHOMMYECKON 30Hbl, KOMMaHWENn «MeATPOHMK» WM OpraHu3aumeil KopropaTuBHOM TpynMbl, BK/IKOYaLOLLEN
«MeaTPOHNK>.

(7) CpepnctBa npaBoOBOW 3alUMTbI, NpefoCTaB/seMble B COOTBE3CIBUM C HacTosweli OrpaHMYeHHOM rapaHTvel, npegnaralotcs
UCK/TIOUMTENbHO MOKyNaTento, ecnv BbINO/HEHb! BCE YC0BUS, YKa3aHHbIe BbILLE B HacTOsILLEA OrpaHMYeHHO rapaHTn. BbiBog 0 TOM,
4TO KOMIMOHEHT YCTPOIiCTBa He MOAMNafaeT Nof, YC/I0BUS JaHHOM OrpPaHUYEHHOW rapaHTUK, AO/KeH ObITh CAeNaH TO/IbKO KOMMaHWel
«Me[fTPOHMK» MOoC/ie er0 WUCMbITaHWiA 1 MPOBEPOK, W pelleHre «MeaTpoHUK» A0MKHO 6biTb OKOHYaTeNbHbIM (HE MOMIEXMNT
ocnapuBaHuio).

MOKYMATE/b AO/KEH YAOCTOBEPUTHCA B TOM. UTO BCE BbIWWEYKA3AHHbLIE YCNOBWA BbINOMHAKOTCA W OH
BMPABE NONMYYNTb JAHHYHO OTPAHUYEHHYHKO TAPAHTUIO.

C. Hacroswas OrpaHUYeHHas rapaHTVsi orpaH1yeHa crneLyanbHO OroBOPEHHbIMU YCNOBUAMU. B yacTHOCTH:

(1) Hacroswas OrpaHuyeHHas rapaHTa AeicTByeT UCKIIUMTENBHO B MHTEpecax Mokynatens.

BocnpoH>xaeHMe6e3 MKbMEHHOTO paspelleHns KoMnaHum aMcA3peHTK VHK.» LL1pcLicHo.
«MeATPOHUK UHK.»
- KoHmaeHLWwLWwnbHO
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(2) TapaHTWiHble OC :refibCTBa, MPEAOCTaB/iEHHblIe B COOTBETCTBUU C Jsleit Orpa>MueHHON rapaHTveld, Kak OnMucaHo B
nogpasaenax A (4) wwm A (5) Bbiwe, ABNAIOTCA €AVHCTBEHHLIM NpaBoM Nokynatens B COOTBETCTBMM C HacTosilweli OrpaHUYeHHOM
rapaHTVeli, 1 Takme rapaHTUiiHbIE 06513aTeNbCTBa He PacrpPOCTPaHAETCs Ha CPOK, YKasaHHbI B YacTax A (4), A (5) nA (6).
(3) B makcMmasnbHbIX Npefenax, paspelleHHbIX 3aKOHOM, rapaHTWiHbIe KpeauTbl, ykasaHHble B nyHkTax A (4) m A (5) Bbiwe B
COOTBETCTBMM C HacTosALle OrpaHUYeHHOW rapaHTUei, SBNAKTCA UCHOMOUMTENIbHLIMM M 3aMEHAKOTCA BCEMU APYTMMU FapaHTUAMK U
cpeacTBaMK 3alUnTbl, a KOMNaHus «MeaTpoHMK» CrelmanbHO 0TKa3bIBaeTCs OT BCEX YCTAHOB/IEHHbIX 3aKOHOM WM NopasyMeBaeMbIX
rapaHTWin Wi yCNoBWIA, BKIKOUAS FapaHTV TOBAPHOCTK, YAOB/IETBOPUTE/ILHOTO KavyecTBa U MPUrogHOCTM L1 ONPEAENEHHON Lenu, HO
He OrpaHNYMBasCH BbILLENepeYncIEHHbIM. ECNN 3aKOHHbIE WK MoApasyMeBaeMble rapaHTU HEBO3MOXKHO 3aKOHHO OTK/IOHUTb WK
OrpaHNYnTb B KOHKPETHOM tOpUCAVKUMM, TO B TOW CTEMeHW, B KOTOPOI 3TO paspeLleHO 3aKOHOM B TaKOW HpUCAMKLMKM, BCe Takue
rapaHTUn orpaHnyeHbl No NPOAOIHKUTENBHOCTU U OENCTBYIOT B TeUeHWe 6oree 4IMTEeNbHOro Cpoka AenCTBUA U3 ABYX; MUHUMA/ILHOTO
FOPMANYECKOrO Nnepuoda Wiv NeproaoB, YKasaHHbIX B nogpasaenax A (4). A (5) n A (6) Hactoswein OrpaHUUYEHHON rapaHTUK, a TaKkke
MPUMEHSAIOTCS K MOMOXEHMAM O 3aMeEHe M KpeaWUTOBaHUM, YKa3aHHbIM B YacTsx A (4) n A (S) Hactosweli OrpaHMYEHHOW rapaHTUK.
(4) B MakcMarbHOM CTEMEHM, paspeLleHHO 3aKOHOM, KOMMaHusA «MeATPOHMK» He HeceT OTBETCTBEHHOCTY, U AaHHast OrpaHnYeHHast
rapaHTMs He npeaHasHayeHa A1 CO3[aHnsl KaKol-NMbo OTBETCTBEHHOCTM 3a /K0bOble npsiMble, 0COOble, CyYaiHble WM KOCBEHHbIE
YObITKW, U3LEPKKN WM pacxofbl, BO3HUKLLME B pesy/bTare Ntoboro HapylleHns 3Toli OrpaHMYeHHON rapaHTum wuam nrboi apyrol
MpaBoBO/i TEOPWUM, HE3ABUCMMO OT TOFO, ObIIO /M COOBLLIEHO WM He ObINO COOOLLEHO (M3BECTHO) KOMMaHWM «MeATPOHMK» O
BO3MOXXHOCTU BO3HUKHOBEHMS TAKOTO Yllep6a, MoTepb WM PacXxofoB. B HEKOTOPbIX HOPUCAMKUMAX BbilLleyKa3aHHble OrpaHnyeHus
HOPUANYECKN He paspeLLEeHO NPUMEHSTb B OTHOLLEHWMW 3asBIEHWIA MO NPUYMHE CMEPTW WK TENTIECHOTO MOBPEXAEHUS, MOLLEHHYECTBA
WM KaKOR-1Mbo 3aKOHHOW OTBETCTBEHHOCTM 3a YMbILIEHHbIE N FPY60 HEOPEXHbIE NN HEBPEXHbIE AENCTBUA W/ WK YIYLEHNS,
MO3TOMY BbILLEYTOMSHYTOE VCK/THOUEHWE WM OTPaHMYEHNST HC MOTYT ObITb MPMMEHEHDI K MOKynaTento B TaKUX HpUCAVKLVSIX.
(5) Ecnn Kakas-nmbo YacTb WM CPOK AeNCTBMST HacToswel OrpaHMYeHHOM rapaHTUM CUMTAETCS HE3aKOHHOW, HE MMEHOLLEN VCKOBOW
CWNbI, WX B KOHQIMKTE C NPUMEHMON CyAeOHOM NPaKTUKOIA KOHKPETHOM HOPUCANKLMK, AECTBME OCTABLUMXCS YacTeli OrpaHNYeHHOM
rapaHTUM He Gy[eT 3aTPOHYTO, M BCE MpaBa M 0653aHHOCTU JO/MKHbI TONIKOBATLCA U MPUMEHATLCA Takum 06pa3oM, Kak ecim 6bl aTa
OrpaHunyeHHasi rapaHTUs He cofiepykasia OnpeaeNieHHyH YacTb, TEPMMH, YC/TOBME WK CPOK, MPU3HAHHbLIE HE MEOLLMUN 3aKOHHO CUJbI.
(6) HukTO He MMmeeT npaBa CBA3bIBATL KOMMaHUIO «MeATPOHNK» KakUM-MB0 3aBepeHVeM, YCIOBUEM WM rapaHTVell B OTHOLIEHWU
YCTPOIiCTBa, KOTOPOE KaKUM-/In60 06pasoM He COOTBETCTBYET YC/I0BMSIM 3TOM OrpaHMYEHHOW rapaHTum.
(7) 370 OrPAHWYEHHAA TAPAHTUA HE NPUMEHAETCA K 3NEKTPOOAM WAN BCHNOMOTATENBbHLIM
NPUHAANEXHOCTAM, NCMNONB3YEMbIM C YCTPOWCTBOM.
(8) NMiobas rapaHTUs, BblaaBaeMasi MECTHbIM OCMCOM KOMMaHUM «MeATPOHMK» B CTP<LLE MOKYMKW, 3ameHsieT 3Ty OrpaHuyeHHyto
rapaHTuio.
MpeaynpexxaeHns obLLero xapakrepa
YcTpoiicTBa NpoM3BOACTBA KOMMaHWM «MeATpOHMK», B TOM 4uC/e, MOMMMO AAaHHOTO YCTPOWMCTBA, MMMNMAHTUPYIOTCS B KpaiiHe
HebnaronpuATHYIO /15 YCTPOMCTBA cpedy YeNOBEYECKOro opraHMsMa. Kpome Toro, Kaxaomy naumeHty TpebyeTtcss MHAMBMAOYabHOe
NeyeHne, B TOM 4Wc/e WHAVBMAYaIbHble HACTPOMKM YCTpOMCTBa (MOMW.MO Mpoyero). HebnaronpusitHas Ans ycTpoiicTBa cpeda
YeioBEYECKOro OpraHMsMa W KIMHWYecKas MoTpebHOCTb 3adaBatb MHAMBUAYa/IbHbIE HACTPOWMKW YCTPOMCTBA CO34AH0T CepbesHble
OrpaHVYeHnst 4151 KOHCTPYKUMM U (PYHKUMOHMPOBAHMSI YCTPOWMCTBA W 3MEKTPOAa. 3TV OrpaHMYeHUs HEU30EXHO CHWKAKOT
NOTEeHLMaIbHYIO NPON3BOAUTENBHOCTb U AOMTOBEYHOCTL YCTPOMCTBA, HECMOTPSA Ha HaZ/1IeXaLLyr0 OCTOPOXXHOCTb MPU NPOEKTUPOBAHWN,
BbIOOPE KOMIMOHEHTOB, M3rOTOB/IEHMN M TECTUPOBaHUM NEPES, NPOAKENA. HacTosAWmMM AenaeTes Ceblika Ha Ony6/IMKOBaHHbIE AaHHbIE O
MPOrHO3MPYEMON 4YacToTe OTKA30B YCTPOWCTB W 3MEKTPOLOB WM WX WMMNMIaHTaUMK, KoTopble 6bLiv MpefocTaBieHbl KOMMaHuein
«MeATPOHUK» Bpadam, b0 AOCTYMHbI Bpadam.
BaxHoe npumeyvaHue;

Bocnpotoseneunme 6ei NMCbMEHHOro paspelleHns komnaHum «MeaipotiHK VIMK.» wmpeLleHn.

«MefTPOHUK VIHK.»
1 KoHumaeHw!LIbHO
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KomnaHus «MeaTpe- TK» PeKOMeHAyeT BpadaM MOMHOCTbIO PAacKpbiBaTb  AMEHTY BCE PUCKM 6e30MacHOCTU U 3thpEKTUBHOCTMY,
CBSi3aHHble C MMMnall'alyeli yCTPOICTBA WM 3MEKTpoAa A0 [aTbl MPOBEAEHUs MMNMaHTaUMW. KomnaHus «MeaTpoHUK» Takke
peKoMeH/yer nauveHTaM Beeraa o6eyxKaaTh CO CBOMMM BpauamMii METO/bl AMArHOCTUKM U IeYeHNs, a Takke y6eauThes B TOM, YTO OHU
MOHMMAIOT BCE MpeanucaHus U cremytoT UM. Kpome Toro, KomnaHus «MeATpoHUK» 06pallaeTcss K BpadaM ¢ MHCTPYKUMSMU Mo
VIMM/TaHTALMW, NOCTaB/ISIEMBIMY C KXKAbIM YCTPOVCTBOM 1 3/IEKTPOAOM, BK/IHOUALOLLME B CEBS AOMOHUTENBbHBIE BaKHBIE MEPbI, KOTOPbIE
Bpauy [0/MKHbI NMPUHATL B OTHOLLEHUM METOAOB VMMIAHTaLMM 1 BbIGOPA COOTBETCTMOLLNX MHAVBUAYa/IbHBIX HACTPOEK YCTPOIACTRA,

YTOGbl CBECTU K MUHVMYMY PUCK CHIDKEHUS 6e30MacHOCTM WM MPOU3BOAMTENLHOCTY, BK/KOYas AONMOBEYHOCTb YCTPOMCTBA W
aneKTpoaa.

CMPABOUYHbIE 3AABJIEHVE O
CTAHIAPTb! HAMMEHOBAHUWE FAPMOHM3ALIAN COOTBETCTBUE
EN 45502-1:2015 AKTUBHbIE UMMNIaHTUPYEMble MeauUnHcKue FapmMoHusupoeaHo B [onHoe COOTBETCTBME
migerma - Yactb 1 O6wpe TpeboBaHMs K COOTBETCTBUU ¢ TpeboBaHUAM
6e30MacHoCT,  MapKMpoBKE 1 MHGoOpMaLmK, EBponelickoii
KoTopast [O/MKHA 6bITb npeacTasfieHa oYPEKTUBOI rno
npou3soauTenemM aKTVBHbIM
MeAULVHCKVM
UMNNaHTUPYEMbIM
U3Aevam "
EBponeiickoit
[OVPEKTVBOA no
MeAVLMHCKMM
V30enviam
£N45502-2-1:2003  AKTUBHbIE UMMIaHTUPYEMbIe MeAULIMHCKME [apMOHM3MPOBaHO B lMpuMeHUM TOMbKO pa3aen 6
w3pgenmam. Yactb 2-1: YacTHble Tpe6OBaHMS K COOTBETCTBMMU c
aKTVBHbIM  UMM/IAHTVPYEMbIM  MEAMLIMHCKMM EBponelickol
V3OEMMAM.  MpefHasHaueHHbIM  ANS  NIeYeHUs AUPEKTVBONA no
HpaarapuTMAn aKTUBHbIM
MeAVLMHCKMM
VMMNIAHTYPYEMbIM
U3aenmam "
EBponeiickoit
[OVPEKTVBO rno
MeANLMHCKMAM
V30envsam

BocnpotosenenHe 6€3 WHObbIEHHNIO paspelleHnn KomnaHnm «Mef3puHHK VIHK.b bIHpannio.
1 MeATPOHUK UNHK.»
* KoHmaeHumansHo
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EN 45502-2-2: 200b

ISO 14708-1: 2012

ISO 14708-2: 2012

ISO 14708-6: 2010

EN ISO 14971:2012

AKTHIObIE UMMIaHTUPYEMbIE  PMEOULMHCKVE 40H/3»1p0BaHO

mgenmns. Yactb 2-2. Ocobble TpeboBaHWA K COOTBETCTBUM

aKTMBHBIM  MMM/IAHTUPYEMBIM  MeAVLMHCKMM EBponelickoii

U3pervaM,  NpefHasHauYeHHbIM A1 JIeYeHNst OVPEKTUBON

TaxmapuTMmi (BKMOYaA UMMJTaHTUPYEMbIE aKTUBHBLIM

Aethmnbpunnaropsl) MeONLIMHCKAM
VUMIM/TaHTUPYEMbIM
V3aemsm
EBponeiickoii
[OVPEKTVBOI
MEAVILIMHCKM
U3aevam

EBponelickas AnpekTmBa no aKTVBHbIM

MEAVLIMHCKAM  VMMIAHTUPYEMbIM ~ U3JE/MAM -

Yactb |: O6wpe TpeboBaHMsA K 6e30MacHOCTH,

MapKUpPOBKE W WH(OPMAaLMK, MpPeaocTaB/seMol

Npou3BOAUTESNIEM

WmnnaHtatel  gns xupyprum - AKTUBHble

UMMNIaHTUPpyeMble MeaMUMHCKVE v3aenus < YacTb

2: CepfeyHble KapANOCTUMYNATOPbI

WmnnaHtatel  gna xupyprum - AKTUBHbIE

NUMMNIaHTUPYyeMble MeauUmMHCKVE usgenus - Yactb

6:  Ocobble  TpeboBaHMA K  aKTVBHbIM

VUMNNaHTUPYEMBIM ~ MEAWLIMHCKUM  YCTPOWACTBaM,

npefHasHauyeHHbIM  [19 IEYEHUA  TaxuaputMum

(BKNtOYas UMMNaHTUPyeMble AehnmopUnnATopbI)

MefuUWHCKME UM3OeMMA - MPUMEHeHWe Mep No FapMOH M3KPOBAHO

ynpaBsneHunio puckKamm, CBSI3aHHbIMU C COOTBETCTBUM

MegvumHckumn - m3genmavn (1ISO - 14971:  2(k07, EBponeiickoit

Bepcusa ¢ nonpaskamu 2CHO7-10-01) ONPeKTMBOIA
aKTUBHbIM
MeOVLIMHCKM
NMNTaHTUPYEMbBIM
n3genmam
EBponelickoii
[OVPEKTVBO

BocnpousaeneHmne 6e3 NMCbMeHHOTO paspeLleHns KoMmnaHun «Meiiipotinx Muk.» 3anpeLyeHo.

«MeATPOHNK VIHK.»
- KoHtmnemumusbHo

B lNonHoe COOTBETCTBME
¢ TpeboBaHWsIM
no
no
MonHoe COOTBETCTBUE
TpeboBaHUAM

MpumMeHuM TosbKO pasaen 6

MonHoe COOTBETCTBUE
TpeboBaHWsAM
MonHoe COOTBETCTBUE
TpeboBaHUAM

rno

HO
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MULMHEKUM
yCTpoiicTBam

ISO 11607-1:2009 YnakoBKa 45 u3genqii, nognexxkawmx (GUHULLHOM MapMOHM3MPOBaHO
crepumsaumm - Yacte 1 Tpeb6oBaHus COOTBETCTBUN
martepuasiam, CTepu/ibHbIM GapbepHbIM cucTEMaM M EBPOMENicKO
ynakoBOYHbIM cuctemam (ISO 11607-1:2006) [OVIPEKTMBOA

aKTUBHbIM
MEANLINHCKAM
UMMIaHTUPYEMbIM
n3genvsam
EBponeiickoii
[OVPEKTVBO
MEANLIMHCKUM

ISO 11607-2:2006 YnakoBKa MEAULUMHCKUX W3AEMIA, NOAJIEXKALMX I apMOHM3UPOBaHO
(OMHULLIHOM cTepunmsaumn - Yactb 2: TpeboBaHWsi K COOTBETCTBUM
Ba/mMAaLMA MPOLLeCCoB thopmmpoBaHus, EBponeiickoii
3anevarbiBaHVs 1 cO0PKM - MNepBoe n3gaHne ONpeKTMBOiA

aKTUBHbIM
MeANLINHCKAM
UMMIaHTUPYEMbIM
n3genvsam
EBponeiickoii
[OVIPEKTUBOI
MEAULIMHCKUM
U3aenvam

EN 1041:2008+2013  WHdopmauus, KOTOpYH0 [O/MKeH npefocTaBnsTb [apMOHN3MPOBaHO
npoussoautens  BMecTe € MeOVUMHCKMMU COOTBETCTBUM
n3aennsmm EBponeiickoii

[OVPEKTVBON
aKTVBHbIM
MeNLIMHCKUM
UMMIaHTUPYEeMbIM
n3genmam
EBponeiickoii
[OVPEKTNBOIA
BoalponakaeTk 6eT MHCbMEHIOTO PUIPELLM»HN KOMNAHUN «MefTPOHUK VIHK.» TUApeLLeHO.

«MenTpoMHK VIHK.»
- KoHdp [laeHw 1bKD

MonHoe COOTBETCTBUE
TpeboBaHUAM

no

no
MonHoe COOTBETCTBUE
TpeboBaHUAM

no

no
MonHoe COOTBETCTBUE
TpeboBaHWsM

no

no!
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EN ISO 11135-1:2014 Crepunusaums MeaNLIMHCKNX u3aenuin
Basmpauma v npou3BOACTBEHHbLIA KOHTPOMb MpK

CTepuIN3aLmmn 3TUNEHOKCHAOM
EN 980:2008 lpaguueckre CUMBOSbI,  UCMOSb3yeMble NPy
MapKUPOBKe MeAULIMHCKMX 13aenmii
EN ISO 10993- buonornyeckasi oLeHKa MeauLMHCKNX M3aennin —

1:2009/AC:2010 Yactb 1 OueHka M TecTMpoBaHWe B npoLecce

yrNpasneHusi prckamu.

. NIMUYHCKAM
n3oenvam

FapMOHW3NPOBAHO
COOTBETCTBUU
EBponeiickoii
OVPEKTUBOIA
aKTVBHbIM
MeANLMHCKMM
NMMNAHTYPYEMbIM
V30envsam
EBponeiickoit
[OVIPEKTVBOIA
MeAULVHCKAM
U30eNnaM
[apMOHM3NpoBaHO
COOTBETCTBUM
EBponeiickoii
[OVIPEKTVBOM
aKTVBHbIM
MeANLMHCKM
NMMNIaHTUPYEMbIM
M3genvam
EBponeiickor
[VPEKTVBOA
MeAULIMHCKMM
U3AEenvam
FapMOHM3MPOBaHO
COOTBETCTBUM
EBponeiickoii
avpetrveoii
aKTVBHbIM
MeNLMHCKAM
UMNIaHTUPYEMbIM
U3AENnsam
EBponeiickoii

BocnpoH3BesieH>«C 6e3 NMCbMEHHOT0 pB'cuKeHna KomnaHnm «Menspounk VHK.» 3anpeLeHo.

«MeATPOHUK UTHK.»
- KoHdhnaeHnHuneHo

MonHoe
TpeboBaHMAM

no

rno
MNonHoe
TpeboBaHUAM

no

no

MNonHoe

NPVIMEHVIMbIM

(CootBeTtcTBYET
Mo Tpe6oBaHVAM

COOTBETCTBUE

cooTBeTCcTBUE

COOTBETCTBUE

pasgenam:
BCEM

s

UMMNaHTUPYEMbIX B NCaHW/KoCTh

YCTPOIACTB,
Tabnuuax | n2)

nepevyncneHHbiM B
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eKTUBOI
MeANLINHCKM
U3aenmam

EN I1SO 10993-2:2006 Buonormyeckas oOLEeHKa MeOULUMHCKUX W3Aenin -
YacTb 2: TpeboBaHUsA MO 3aLLyTe Npas XMUBOTHBIX
EN ISO 10993-3:2014 Bumonornyeckasi oLeHKa MeaVILMHCKMX YCTPOMCTB - FapMOHU3MPOBaHO
Yactb 3. lMccnepoBaHus  TEHOTOKCMYHOCTM, COOTBETCTBUU
KaHLEepOreHHOCTU M TOKCMYECKOro AeiicTBus Ha EBponelickoit
PEnPOAYKTUBHYIO (hYHKLMIO [JMPEKTUBOIA
aKTUBHbIM
MEAVLIMHCKMM
UMMIaHTUPYEMbIM
V3aenvam
EBponelickoii
[VPEKTHBOA
MeANLINHCKMM
n3aenmam
EN ISO 10993-4:2017 Buonormyeckass OUEHKa MeOVUMHCKUX U3AenmiA - FapMOHM3MPOBaHO
YacTb 4: Bblbop uCMbITaHUIA Ha B3ayMOAENCTBME C COOTBETCTBUM
KPOBbLIO EBponeiickoii
[OVPEKTVBON
aKTUBHbIM
MeAVLIMHCK/M
NMNIaHTVPYEMbIM
n3aenmam
EBponeiickoii
[OVIPEKTUBOIA
MeOULMHCKUM
M3aenvam
ENISO 10993-5:2009 Buonormyeckas oueHKa MeAULUMHCKMX U3aenuii - FapMOHU3MPOBaHO
Yactb 5: TecT Ha  LMTOTOKCUYHOCTb  BCOOTBETCTBUU
NabopaTopHbIX YCIOBMUSIX EBponeiickoii
[OVIPEKTUBOIA
aKTUBHbIM

Hncnpoun-meneHvie 6e3 NMCbMEHHOr0 pa3peLleHns KomnaHum «Me N XIWnK VIHK.» 3aHpeLleHo.
«MefTPOHUK VIHK.»
* KoHHAaeH!|nans>to

no

MonHoe
TpeboBaHVsIM
MonHoe
TpeboBaHVsIM

no

no

He npvmeHrmo

no

no

C

no

B [MonHoe
TpeboBaHVAM

COOTBEeTCTBUE

cooTBeTCTBNE

cooTBeTCTBMNE
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MU HEKM
UMMNJTaHTVRYEMBIM
U3aenmam
EBponeiickoii
[OVIPEKTVBOIA
MEANLHCKAM
U3Lenvsam
EN ISO 10993-6:2016 buonormyeckass OUeHKa MeaMUMHCKMX U3denvii - FapMOHU3MPOBaHO
YacTb 6: VccnegoBaHNa MECTHOTO [IEACTBMSI MOC/ie COOTBETCTBUAN
UMIMJTaHTaLmN EBponelickoii
[OVIPEKTVBO
AKTUBHbLIM
MEeANLINHCKUM
UMMIaHTUPYEMbIM
U3aenmam
EBponeiickoii
[OVPEKTVBON
MeAVLMHCKUM
U3aenvam
EN ISO 10993- OueHka 610/10rMYeCcKoro BO34EICTBUSA I apPMOHM3MPOBaHO
7:2008/AC:2009 MEAULMHCKUX m3genmid - YacTb 7: OcTaTtoyHOe COOTBETCTBUM
cofiepXKaHve 3TUNEHOKCU A nocne ctepunmsaumn  EBponelickoli
[OVIPEKTUBOI
aKTUBHbIM
MeONLMHCKUM
UMMIAHTUPYEMbIM
U3aenvam
EBponeiickoii
[OVIPEKTUBOI
MeANLINHCKUM
U3aenmsm
EN I1SO 10993-9:2009 bronormyeckass OUEHKa MEAMLMHCKUX W3Oenuin - FapMOHM3MPOBaHO
YacTb 9; Pamkn naeHTUpMKaLmm 1 COOTBETCTBUMU
KO/IMYECTBEHHO OLIEHKN noTeHUManbHbIx EBponelickoit
NPOAYKTOB Aerpagaumm [OVIPEKTUBOWA
aKT'MBHbIM

Bocnpown3mgenue 6e3 NMCbMeHHOr0 paspelleHns KoMmnaHum «MeaTpoHuk VHK.» laxipeuieMo.
«MeaTPOHNK VNHK.»
- KoHomgeHnHasbI0

no

B [lonHoe

c

no

no

B [NonHoe

COOTBETCTB/E

CoOoTBeTCTBNE

¢ NpMMeHVMbIM pasgenam (paszen
4.3.2 YCTPOIACTBO MOCTOSIHHOTO

Mo KOHTaKTa)

no

MNMonHoe
TpeboBaHVsSIM

no

COOTBETCTBUE
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L4011/ Heknm
UMMHHTYRYEMBIM
n3aenvsam
EBponelickoii
[VPEKTNBOIA
MeAVLHCKAM
n3genvsam
ENISO 10993-10:2010 Bronormyeckasi OLEeHKa MeAVLMHCKUX W3OenniA -
Yactb 10: lccnenoBaHus — pasgpadkarollero
CEHCUOMNN3NPYIOLLIErO AENCTBIA
EN1SO 10993-11:2006 bronornyeckast oueHka MeAVUMHCKUX u3genun - FapMOoHK3MpoBaHo
Yactb Il:  WccnepgoBaHns — 06LETOKCMYECKOTO COOTBETCTBUM
Jeictema EBponelickoli
[OVIPEKTMBOIA
aKTVBHbIM
MeAMLHCKAM
NUMMNAHTUPYEMbBIM
n3genuam
EBponeiickoii
[ONPeKTUBOIA
MeAVLHCKAM
n3aenvsam
EN 1SO 10993-12:2012 Buonormyeckasi OLEeHKa MeAVLIMHCKUX u3aenmiA - FapMOHU3MPOBaHO
Yactb 12: MpuroTtosneHue obpasLa U KOHTPO/IbHbLIX COOTBETCTBUM
mMarepvasios EBponelickoii
[OVIpeKTUBONA
aKTUBHbIM
MeANLINHCKAM
UMIMIai rmpyemMbiM
n3aemam
EBponeiickoii
[OVIPEKTUBOWA
MeAMLIMHCKUM
U3aensam

BocnpowsBefeHre 6e3 NMCbMe>LLIO|-0 paspeLLeHnst KoMNaHun «Me MPOHUK VIHK.» 3aHpeLLot.
«MeplpOoHHK VIHK.A
- KondmnenuHonsito

no

B
C

no

no

no

no

MonHoe
-(he6OBaHNAM

MonHoe
TpeboBaHUAM

MonHoe
TpeboBaHUAM

COoOoTBETCTBNE

COOTBETCTBNE

COOTBeTCTBMNE



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

EN ISO 10993-13:2c— 61onornyeckas OLeHKa MeAVLMHCKMX W3Oenuin - .MOHN31POBaHO
Yactb 13: WaeHTMMKaUMA U KOMUYeCTBEHHas COOTBETCTBUM
OLEHKA NpPOAYKTOB Aerpafauum  nonumepHbIx EBPONencKoii
MENLIMHCKUX 13aenuii [OVIPEKTUBOIA

aKTUBHbIM
MeOVLIMHCKAM
UMMNJTaHTYPYEMbBIM
U3aenuam
EBponelickoii
[OVIPEKTUBOIA
MeAVLIMHCKM
U3aenuam

EN 1SO 10993-15:2000 Buonornyeckas OUeHKa MEAULIMHCKMX W3Oevin. FapMOHU3MPOBaHO
Yactb 15. MaeHTM(MKaumMa W KOMMYECTBEHHAst COOTBETCTBUN
OUueHKa MpOAYKTOB Aerpajaumm MeTalioB W EBponeiickoi
CnsiaBoB [OMPeKTUBOI

aKTUBHbIM
MEANLINHCKAM
UMMNIaHTPYEMbIM
U3Lenmam
EBponeiickoii
[OVIPEKTVBOIA
MEOVILIMHCKVM
U3aenvsam

EN 1SO 10993-16:2010 Bronornyeckas oueHka MegULMHCKMX M3aenuii — FapMOHU3MPOBaHO
Yactb  16; [u3ailH  TOKCMKOKWHETUYECKOro COOTBETCTBUM
uccnefosaHVss  NPOAYKTOB  Aerpajaumv v EBponeiickoi
BbILLE/TAYMBAEMbIX BELLECTB [OVIPEKTVBOIA

aKTUBHbIM
MeAVLHCKAM
UMMNJTaHTVPYEMbBIM
U3aenmam
EBponelickoii
[OVIPEKTUBOA
MeAVLIMHCKM
U3aenmam

BocnpoumenenHe 6 n nuceMeHHoro pajpcukKima komnanum «MeaTpoHuk UHK.» Kiiipcuunio.
«MenTpoHHK NuK.»
* KoHhnaeHumansHo

B MNonHoe
C TpeboBaHMAM

cooTBeTCcTBUE

no

no

B [NonHoe
C TpeboBaHMAM

CoOoTBeTCTBNE

no

no

B OLleHKa He NpoBOAM/ACh B CBSA3M
CC  HamuMeMm  [aHHbIX 06
1CNOo/Ib30BaHUM 3TUX
Mo MarepuriioB B peasM3yeMblX Ha
PbIHKE YCTPOMCTBAaX M AaHHbIX 06
UCMbITAHUAX Ha
6106e30NacHOCTb.
"

no



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

ENISO 10993-17:2s : buonornyeckasi OLEHKA MeOULMHCKMX W3AENWA;.

EN 556-1:
AC:2006

ISO 5841-3:2013

ISO 11318

EN 62366-1:2015

EN 62304:2016

2001/1 Crepunusauus

MOHW3VPOBaHO

Yactb 17. YctaHOB/eHWe O0MYCTUMbIX NPeaesioB COOTBETCTBUN

[N BblLLE/aYBaeMbIX BELLIECTB EBponeiickoii
[OVIPEKTVBOI
aKTVIBHbIM
MeAVLHCKAM
UMMIaHTAPYEMbIM
n3aenvsam
EBponelickoii
[OVPEKTUBOIA
MEAVLHCKAM
n3aenvsm

MEAMNLIMHCKUNX u3aenuii

TpeboBaHUA K  MeOWUMHCKAM  YCTpOlcTBam

Kateropum «crepunbHble» - YacTb |: TpeboBaHms K

MEAVUMHCKMM  YCTPOIACTBaMm, NoA/IeXaLLyIM
(OMHWLLHON cTepumn3aumm.

MmnnaxTatb! ans Xvpyprum
Kapanoctnmynatopsl — YacTb 3
HuskonpoduibHble  KOHHekTOopbl  (IS-1)  AnA

UMMNNaHTUPYEMBIX KapAnoCcTUMYNATOPOB
Jetnbpnnnatopbl cepaLa — KOHHEKTOPHbIV 610K
DF-1 ans umnnaHTMpyembix Aethmnopunnstopos —
pasmepbl 1 TpeboBaHUA K TECTMPOBaHNID

MeauupHCKMe — u3aenma - MPOEKTMPOBaHME [apMOHM3POBaHO
MEAMLHCKUX n3aenuia c YYETOM COOTBETCTBUM
3KcnyaraunmoHHON NpUroaHoCcTA EBponeiickoii
[OVIPEKTUBOIA
MeAVLIMHCKAM
U3AENvsam
MporpamMmHoe obGecriedeHne A MeAVUMHCKUX [ apMOHM3UPOBUHO
U3LENIA. Mpoueccbl  XKM3HEHHOTO  LMKMA COOTBETCTBUU
MPOrpamMmHOro obecneyeHus EBponeiickoii
[OVIPEKTVBO
aKTVBHbIM

BocnpouncaeHue 6«) Telw eHHOT0 pu-pclieHnss kKomnaHum «MenTpoHuk NHK.>-m'baneHo.

«MeaTpo»IHK VIHK.»
- KoHthHNeHNHaIbHO

OueHKa He NPOBOAMNACh B CBA3M
C  HaMuMeM  JaHHbIX 06
CMO/b30BaHUM 3TNX
no MateprasioB B peain3yemblX Ha
PbIHKE YCTPOMCTBaX U AaHHbIX 00

UCMbITaHUAX Ha
6106e30NacHOCTb.

no
MonHoe COOTBETCTBUE
TpeboBaHUAM
[MonHoe COOTBETCTBME

NPMMEHMMbIM  pasdenam (pasgen
4.2  OTHOCWUTCH  TOMBKO K
3M1EKTPOAAM U HE NMPUMEHSIETCS)
MonHoe COOTBETCTBME
TpeboBaHUAM

MoMHoe COOTBETCTBME TOJMIBKO
ans M0/1b30BaTE/NbCKOr0
NHTEpeiica n Opyrnx

Mo pa3paboToK B pamKkax MpoeKTa
Evera MRI.

[MonHoe COOTBETCTBME TOMBKO
0N Koda, paspaboTaHHOrO B
pamkax npoekta Evera MRI.

no



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

;LIMHCKHM
VMnnaHTupyem bim
V30enmam "
EBponelickoii
[OVPEKTVBON no
MeNLMHCKAM
U3 0eNaM

EN 6060M: 2006 O6Lime TpeboBaHMs K 6830MacHOCTN MEAMLIMHCKMAX [@PMOHM3MPOBaHO B

AC:20!0 3NEKTPUYECKMX U3AENNIA

EN 60601-1-6:2010  MeauumHckoe anekTpoobopyaosaHme — Yactb |-
6: O6wume TpeboBaHWA 6E30MaCHOCTU C Y4YeTOM
OCHOBHbIX (PYHKLMOHANbHBIX XapaKTepucTuK —
BcnomorarenbHbIii ctaHgapT. MpUMEHNMOCTb

O6cnyxusaHme

COOTBETCTBUM c
EBponeiickoit

[ONPeKTUBOI rno

aKTVBHbIM

MeAULMHCKVM

UMNNAHTPYEMbIM

U3AENNsaM "

EBponelickoii

[OVIPEKTUBOIA no

MeANLMHCKM

n3aennsm (1-e

n3gaHvie)

FapMoHu3vpoBaHo B 1OHOE COOTBETCTBME  TO/BKO
COOTBETCTBUM c ana MO/b30BATE/LCKOTO
EBponelickoii nHTepeiica n Apyrux
[OVIPEKTUBOI Mo pa3paboToK B pamkax MNpoekTa
aKTVBHbIM Evera MRL

MeANLMHCKM

UMNIaHTUPYEMbIM

V3 0envisam "

EBponelickoii

[OVIPEKTUBOIA rno

MeANLMHCKAM

U3Oenvam

BocnpotoBesieHHe 6e3 THCKMEeNHOTO PaspCLUCKUA KOMMaHU «MenTPOHMK VIHK.» XL PeLLeHo.

«mMefTPOHUK N HK.»
- KoHdhmaeHunansHo
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B tunmanax «Mear|  1K» no BceMy Mupy paboTartoT BbICOKOKBAIMAMLMPO  Hbie NPEACTaBUN'CIN U MHXKEHEPbI, 4TOObI 06ecrneymBarh
MoAAEPKKY KIIMEHTOB W. MO 3anpocy, NPOBOANTL 06yUeHe NepcoHasta 6o/bHILL MCMO/b30BaHMIO YCTPOWCTB «MeATPOHVK». B KOMMaHum
«MeATPOHMK» TaKkKe UMEETCS LITAT CNeLaIncToB A/1f NPeoCTaBeHNst TEXHUYECKIX KOHCYNbTaLUMiA No/b3oBare/isiM YCTPOCTB. s
MoMyYeHUst AOMNOMHWATENbHOW MHKOPMaLMM 06paTuTeck K MECTHOMY MpeacTaBuUTe/lto KOMMaHuy «MefTpoHVK» - MO3BOHUTE MO
COOTBETCTBYIOLLEMY HOMEPY WM HAMKUTE MO afpecy, YKasaHHOMY HIDKE.

«MeaTpoMK NHK.», CLL A

ViHthopmaums Ans NaLmeHToB;

BecnnatHas imHua + 1800 551 5544

(7:00- 18:00, NnoOHeAeNbHUK-NATHULA, LUEHTPasIbHOE BPEMS)
®akc+l 763 514 1855

YNOMHOMOUEHHbIV NpeacTaBUTeNb KOMMaHnn «MeaTpoHKK» B Poccum

000 «MeaTpoHUK»,

Poccua, 123317 Mocksa,

MpecHeHcKas HabepexxHas, 10

Ten.: +7 495 580 7377 +7 495 580 7377 (6ecnnarHast MMHUS)

®akc:+ 7495 580 7378

E-mail: info.russia@medtronic.ru

Caiit: www.medtronic.eu,www.medtronic.ru

Utobbl HaliT aapeca NpeacTaBUTeNbCTB B PasHbIX CTpaHax MUpa, nepeiiaute no cneayronlein cebiske:
http://www.medtronic.com

Bocnpex-ntofcuHe 6 M NCbMeHHOro pripeluenna KomnaHun «MenlpoHHK VIHK.» unpccueiio.
«MefTpoHuK NnK.»
- KonHaeHuma;bno
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Poccuiickans Peacpauns

Topon Mocxsa
CeMBaALATOr0 SHBAPS ABE THICHIH ABAXUATOrO TOAA

A, Byr Hura BukropoBHa, HoTapuyc ropoia MOCKBRI, CBHACTENLCTBYIO NOAIKHHOCTD
noanucu nepesoaynka Jlamonoso# Esrenun Cepreesus!.

[Moanuce caenana B MOEM NPHCYTCTBHY.

JIHYHOCTE NOANHCABUIErO AOKYMEHT YCTAHOB/ICHE,

3aperncTpuposano B peectpe: Ne 77/1888-1/77-2020 - - 73
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Poccuiickas deaepaumii
l'opog Mocksa
ABfALaTb  BOCHbMOrO AHBAp  /3Be ThICA4M 0BAOLATONO rofa

A Koponb Bukropus AnekceesHa, Hotapuyc ropoga Mocksbl,
CBUAETENbCTBYI0 BEPHOCTL KOMUM C MPefCTaB/IEHHOT0 MHe

LOKYMEHTa, ne/Bp-H/TT- 2020-

Bpeectpe: N
B3bCK@HO rocyMBCTBEHHOM MLV (D TapY): 7ip -/ ™ pa
MrBHeHD 38.0kE33H/E YUY MIBB0BONO UTEXHVMECKOIO XapakTeper,.<b>'Y?  pf

I BAKgob

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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M e d trO n i C 710 Medtronic Parkway
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USA
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January 31,2022 Juris Vanags
Sr. Regulatory Affairs Specialist Date

Medtronic, Inc.

Addendum to Device Manual

1 Name of Digital dual chamber implantable cardioverter defibrillators Evera

medical product
Digital dual chamber implantable cardioverter defibrillator Evera MRI S DR SureScan, model DDMC3D1,
- implantable cardioverter defibrillator;
- torque wrench;

- DF-1 pin plug;

- Product Documentation and CD.
2. Prescription ofa The Evera MRI S DR SureScan dual chamber implantable cardioverter defibrillator (ICD) is a multiprogrammable cardiac device
medical product that monitors and regulates, the patient’s heart rate by providing single or dual chamber, rate-responsive bradycardia pacing;

ventricular tachyarrhythmia therapies; and atrial tachyarrhythmia therapies.

The device can detect ventricular tachyarrhythmias (VT/VF) automatically and can provide treatment with defibrillation,
cardioversion, and antitachycardia pacing therapies. The device can also detect atrial tachyarrhythmias (AT/AF) automatically and
can provide treatment with cardioversion and antitachycardia pacing therapies. The device responds to bradyarrhythmias by
providing bradycardia pacing therapy.

The device also provides diagnostic and monitoring information that assists with system evaluation and patient care.

The Evera dual chamber ICD devices that are the subject of this submission are listed below in:

Table 1;
Models Name Model Number
Evera MRI S DR SureScan DDMC3D1

Application: Cardiology.
e 000 UMPMM @ |NFU@C|RM|RU@WWWGUSZDRAVNADZURRU Not to be reproduced wilho;tev;zirt;i?cvpelzr:?ission from Medtronic, Inc.

- Confidential



3. Description  of
the principles
underlying the work of
the medical products
and their features
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Feature Comparison of Evcra MRI XT and Evera MRI SICD devices:
[Key: V= feature present in device; empty box = feature absent from device]

ICD Connectors
IXDF4

IxIS-I + IxXDF4

2x1S-1 +2XDF-I
IXIS-1 +2XxDF-I

Other Mechanical Ccmiponents

35J Defib Energy

Conexus*™ Wireless Telemetry
Patient Alert

Common Syitem Features
Ventricular Capture Mgmt

Atrial Capture Mgmt
Remaining Longevity Estimate
AT/AF Alerts

AF Alerts

Silent Alerts

Lead Integrity Alert

Minimal Ventricular Pacing
Rate Profile Optimization
Rate Drop Response

Extended Upper Rates (UTR, USR) (to 175)

Conducted AF Response

Ventricular Arrhythmia Prevention/Suppressfon

< < <

<< < <

<

< < < <
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Ventricular Rate Stabilization (VRS)

Posl-VT/VF Shock Rate and Duration

Veitfricular Arrhythmia DetectSon

V F Detection

VT Detection

FVT Detection

VT Monitor

VT Stability

Onset Criterion

PR Logic

High Rate Timeout
Wavelet

TWave Discrimination
Lead Noise Discrimination

VF High Rate Timeout
Confirmation+

VemHcular Arrhythmia Therapies
Ventricular Defibrillation Therapy

Ventricular Cardioversion Therapy
Ventricular ATPTherapy

ATP During Charging™+ Charge Saver"
Atrial Intervention Features
Post Modeswilch Overdrive Pacing

Atrial Rate Stabilization
Atrial Preference Pacing
Atrial Arrhythmia Detection
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Atrial Arrhythmia Detection (2 zone)
Atrial Arrhythmia Monitor (| Zone)
Ventricular Based Atrial Fibrillation (VBAF)

AtriaJ Arrhythinh Thespy
Atrial Cardioversion Therapy
Atrial 50 Hz Burst In-Office
Atrial 50 Hz Burst Ambulatory

ATP Therapy (AT)
Reactive ATP®

Frihwf op

AT/AF Extended Monitoring
AF Extended Monitoring
Cardiac Compass®

Hi-Fi Patient Activated EGM
Pre-Arrhythmia EGM Storage
Flashback - Atrial Episodes

Flashback - Ventricular Episodes

PrcArammer software features
For more information about these features, sec the reference manual.
Conexus wireless telemetry - This feature enables wireless transmission of data between an implanted device and the programmer
in the hospital or clinic and between an implanted device and a home monitor in the patient’s home.
Emergency therapies - During a patient session, defibrillation, cardioversion, fixed burst pacing, and emci“ency VVJ can be
initiated manually to treat ventricular tachyarrhythmia episodes quickly.
Live Rhythm Monitor - This window on the programmer displays ECG, Leadless ECO (LECG), Marker Channel with marker
annotations, and telemetered EGM waveform traces. It also displays the patient heart rate and interval in the upper left-hand comer
of the window.
Checklist - This feature presents an interactive list of common tusks that are performed during an implant session or a follow-up
session. When a clinician selects a task, the associated programmer screen for that task appears. Clinicians can set up their own
checklists or use a Medtronic standard checklist supplied with the programmer.
Lcadless ECG - This device feature allows clinicians to view and record a signal equivalent to an ECG without attaching surface
ECG leads.
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TherapyGuide < This feature suggests a set of parameters based on the programmed information about the patient's clinical
conditions. ThcrapyGuidc does not replace a physician's expert judgment. The physician can accept, reject, or modify any of the
suggested parameter values.

Patient Information - This feature allows clinicians to store patient-related information on the programmer that they can view and
print during a patient session.

Diagnostic data features

When MRI SureScan is programmed to On, diagnostic data is not collected. Before performing an MRI scan, refer to the
MRI techniail manual for MRI-specific warnings and precautions.

For more information about these features, see the reference manual.

Quick Look I - This screen on the programmer presents overview data about device operation and patient rhythms collected since
the last patient session. It includes links to more detailed status and diagnostic infomiation stored in the device, such as arrhythmia
episodes and therapies provided.

Medtronic CareAlert - If the device identifies any CareAlert programmed or automatic alert conditions, this feature sends a
wireless alert signal to the CareLink Monitor, transmits an alert noiiHcation to the clinic, and .sounds a patient alert tone to notify
the patient to seek medical attention.

RV Lead Integrity Alert - This feature sounds an alert tone to warn the patient that a potential RV lead problem is suspected,
which could indicate a lead fracture. When the alert criteria are met, device settings arc automatically adjusted to avoid the delivery
of inappropriate therapy.

Cardiac Compa.s.s Trends - This feature presents an overview of (he patient's condition over the past 14 months with graphs that
display long-term clinical trends in heart rhythm and device status, such as frequency of arrhythmias, heart rates, and device
therapies.

Heart Failure Management Report - This printed report summarizes the patient’s clinical status and observations since the last
follow-up appointment. The report provides graphs that .show trends in heart rates, arrhythmias, and fluid accumulation indicators
over the past 14 months.

Arrhythmia episode data - The sy.stem compiles an arrhythmia episode log (hat the clinician can use to view summary and
detailed diagnostic data quickly, including stored EGM, for the selected arrhythmia episode. Also available on the programmer are
episode and therapy counters, .stored data showing the number of times that arrhythmias and therapies have occurred.

Flashback Memory - This diagnostic feature records the intervals (hat immediately preceded tachyarrhythmia episodes or that
preceded the last interrogation of (he device and plots the interval data over time.

Rule Drop Response episodes data - This feature displays beal-(o-beu( data that is useful in analyzing Rate Drop Re.sponse
episodes and the events leading up to these episodes. The feature records data about episodes that meet the programmed rate drop
detection criteria.

Rate Histograms - This diagnostic feature shows range distributions for the patient’s heart rate.

Pacing features

For more information about these features, see the reference manual.

Auto-adjusting seasitivity - This feature automatically adjusts the sensitivity thresholds after specific paced events and sensed
events occur.

Rate Respoase - This feature adjusts the cardiac pacing rate in response to changes in sensed patient activity.

Rate Profile Optimization - This feature monitors the patient’s daily and monthly sensor rate profiles and adjusts the rate response
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curves over time to achieve a prescribed target rate profile. The goal is to ensure that the rate response remains appropriate for the
full range of patient activities.

Capture Management - This feature monitors pacing thresholds with daily pacing threshold searches and, if programmed to do so,
adjusts the pacing amplitudes toward a target amplitude.

Rate Adaptive AV (RAAV) - This dual-chamber pacing feature varies the Paced AV (PAV) and Sensed AV (SAV) intervals as
the heart rate increases or decreases to maintain 1;1 tracking and AV synchrony.

Auto PVARP - This feature adjusts the Post-Ventricular Atrial Refractory Period (PVARP) in response to changes in the patient’s
heart rate or pacing rate. PVARP is longer at lower tracking rates to prevent pacemaker-mediated tachycardia (PMT) and shorter at
higher rates to maintain 1:1 tracking.

Rate Drop Response - This feature monitors (he heart for a significant drop in rate and responds by pacing the heart at an elevated
rate for a programmed duration.

Sleep - This feature causes the device to pace at a slower rate during a programmed sleep period.

Non-Competitive Atrial Pacing (NCAP) - This feature prohibits atrial pacing within a programmable interval after a refractory
atrial event.

Pacemaker-mediated tachycardia (PMT) Intervention - This feature automatically detects and interrupts device-defined PMTs.
PVC Response - This feature extends PVARP following a premature ventricular contraction (PVC) to avoid tracking a retrograde
P-wave and to prevent retrograde conduction from inhibiting an atrial pace.

Ventricular Safety Pacing (VSP) - This feature prevents inappropriate inhibition of ventricular pacing caused by crosstalk or
ventricular oversensing.

Mode Switch - This feature switches the device pacing mode from a dual-chamber atrial tracking mode to a noniracking mode
during an atrial tachyarrhythmia. This feature prevents rapid ventricular pacing that can result from tracking a high atrial rate and
restores the programmed pacing mode when the atrial tachyarrhythmia ends.

Conducted AF Response - This feature helps to promote a regular ventricular rate during conducted AT/AT episodes by
increasing the pacing rate in concert with the patient’s intrinsic ventricular response.

Atrial Rate Stabilization (ARS) - This feature adapts the atrial pacing rate in response to a PAC (premature atrial contraction) to
avoid long sinus pauses following short atrial intervals.

Atrial Preference Pacing (APP) - This feature maintains a consistent activation sequence by providing continuous pacing (hat is
closely matched to the intrinsic rate.

Post Mode Switch Overdrive Pacing (PMOP) - This feature works with the Mode Switch feature to deliver overdrive atrial
pacing during the vulnerable phase following an AT/AF episode termination.

Post VTA'F Shock Pacing - This feature provides temporary overdrive pacing for a programmed duration after a ventricular hi” -
voltage therapy.

Ventricular Rate Stabilization (VRS) - This ventricular rhythm management feature adjusts the pacing rate dynamically to
eliminate the long pause that typically follows a premature ventricular contniciion (PVC).

Tachyarrhythmia detection features

When MRI SureScun is programmed to On, tachyarrhythmia detection and therapies arc suspended. Before performing an

MRI scan, refer to the MRI technical manual for MRI-spedfic warnings and precautions.

For more information about these features, see the reference manual.

AT/AF detection - This feature analyzes the atrial rate and its effect on (he ventricular rhythm to determine whether the patient is
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currently experiencing an atrial tachyarrhythmia. Evidence of an atrial tachyarrhythmia is based on the number and timing of atrial
events during ventricular intervals. Depending on programming, the device delivers a programmed sequence of atrial therapies or
continues monitoring without delivering therapy.

VTAAMF detection - This feature uses programmable detection zones to classify ventricular events. If the number of
tachyarrhythmia events in a zone exceeds a programmed threshold, the device detects a ventricular tachyarrhythmia episode.
Depending on programming, the device delivers a scheduled therapy, re-evaluates the patient’s heart rhythm, and terminates or
redetects the episode.

PR Logic - This set of features uses pattern and rate analysis to discriminate between supraventricular tachycardias (SVTs) and
true ventricular tachyarrhythmias and to withhold inappropriate VT/VF detection and therapy during episodes of rapidly conducted
SVT.

Wavelet ~ This feature is designed to prevent detection of rapidly conducted SVTs as ventricular tachyarrhythmias by comparing
the shape of each QRS complex during a fast ventricular rate to a template. The feature offers the option to collect and maintain the
stored template automatically.

Onset —This feature helps prevent detection of sinus tachycardia as VT by evaluating the acceleration of the ventricular rate.
Stability - This feature helps to prevent detection of atrial fibrillation as ventricular tachyarrhythmia by evaluating the stability of
the ventricular rate. If the device determines that the ventricular rate is not stable, it withholds V T detection.

High Rate Timeout - This feature allows the device to deliver therapy for any ventricular tachyarrhythmia that continues beyond
the programmed length of time.

TWave Discrimination - This feature withholds VT/VF detection when a fast ventricular rate is detected because of oversensed T-
waves, avoiding the delivery of an inappropriate therapy.

RV Lead Noise Discrimination - When the device identifies lead noise due to a suspected lead problem, this feature withholds
VT/VF detection to prevent the delivery of inappropriate therapy. Also, if programmed, an alert tone sounds to notify the patient to

seek medical attention.

Tachyarrhythmia therapy features

When MRI SureScan is programmed to On, tachyarrhythmia detection and therapies are suspended. Before performing an

M R1 scan, refer to the MRI technical manual for MRI-specific warnings and precautions.

For more information about these features, see the reference manual.

Atrial therapy scheduling - This feature enables the clinician to program the delivery of automatic atriinl therapies. Each time (hat

an AT/AF therapy is needed, the device schedules one of the available therapies based on clinician programming. The Reactive

ATP option allows the device to repeat programmed atrial antitachycardia pacing (ATP) therapies during long AT/AF episodes.

Therapies are repeated aller a programmed interval or when the atrial rhythm changes in regularity or cycle length.

Atrial antitachycardia pacing (ATP) - These therapies re.spond to an AT/AF episode or a Fast AT/AF episode with rapid

sequences of pacing pulses to terminate detected atrial tachyarrhythmias. The device uses 3 programmable therapies, Burst-f, Ramp,

and 50 Hz Burst, to treat an episode.

Atrial cardioversion - This therapy delivers a high-voituge shock to treat an AT/AF episode or a Fast AT/AF episode. Atrial

cardioversion delivery is synchronized to a sensed ventricular event and cannot exceed a programmable daily limit within

programmable times. The patient also can request atrial cardioversion u.sing an external Patient Assistant. Patient-activated atrial

cardioversion is delivered only if an AT/AF episode is detected at the time of the reque.st.

Programmabic Active Can and SV C electrodes - The device provides the capability to disttble either the Active Can or the SVC
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electrode as part of the high-voltage therapy delivery pathway.

Ventricular fibrillation (VF) therapies - Automatic deftbrillation shocks are available to treat V F episodes. The first defibrillation
therapy requires VF confirmation before delivery. After the first shock has been delivered, shocks are delivered asynchronously if
synchronization fails. ATP During Charging allows the device to deliver a ventricular antitachycardia pacing therapy sequence
while the device charges its capacitors for the first defibrillation therapy. The device can also be programmed to attempt an
additional ATP therapy sequence before charging starts.

Ventricular antitachycardia pacing (ATP) - These therapies respond to a VT episode or an FV T episode with rapid sequences of
pacing pulses to terminate detected ventricular tachyarrhythmias. Therapy options Include Burst, Ramp, and Ramp-f, each with a
programmable number of sequences.

Ventricular cardioversion - This therapy delivers a high-voltage shock to treat a VT or FVT episode. Therapy is synchronized to
a sensed ventricular event.

Progressive Episodes Therapies - This feature causes the device to skip therapies or modify high-voltage energy levels to ensure
that each therapy delivered during an episode is at least asaggressive as the previous therapy.

Testing features

For more information about these features, see the reference manual.

Underlying Rhythm Test - This feature temporarily inhibits the pacing output of the device to enable the clinician to evaluate the
patient’s intrinsic heart rhythm. During the test, the device is temporarily programmed to a nonpacing mode.

Pacing Threshold Test This feature allows the clinician to determine the patient’s pacing stimulation thresholds. This
information can be used to determine appropriate amplitude and pulse width settings that ensure capture and minimize output
Wavelet Test - This feature evaluates the accuracy of the current Wavelet template and allows the clinician to collect a new
template, if necessary.

Lead Impedance Test - This feature tests the integrity of the implanted lead system by measuring the impedance of the pacing and
high-voltage electrodes. The test uses low-voltage, subthreshold pulses to make these measurements.

Sensing Test - This feature measures P-wave and R-wave amplitudes to help the clinician asses.s lead integrity and sensing
performance. Mode, AV Delay, and Lower Rate can be programnied temporarily so that the device is not pacing the patient’s heart,
increasing the likelihood that sensed events will occur.

Charge/Dump Test - This feature tests the charge time of the capacitors and dumps any charge remaining on the capacitors.

EP Studies - This set of protocols allows clinicians to induce arrhythmias during electrophysiology studies. The available
induction protocols are T-Shock, 50 Hz Burst, Fixed Burst, and Programmed Hlectricnl Stimulation. Manual therapies are also
available.

Additional operations
MRI SurcScan feature - This feature allows patients to be safely scanned by an MRI machine when used according to the
specified MRI conditions for use. Refer to the MRI technical manual for additional information.

Pacing mode information
Pacemaker modes are described using the NBG code. The five-letter NBG code, named after The North American Society of
Pacing and Electrophysiology (NASPE) and the British Pacing and Electrophysiology Group (BPHG), describes the operation of
implantable pulse generators. The NBG code, which supersedes the ICHD Code, is described in Table |I.
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Table 1. The Revised NASPE/BPEG Generic Code for antibradycardia pacing

Position: [ n m v v
Category: Chamber(s) paced = Chamber(s) sensed Response to Rate modulation Multisite pacing*
sensing
0 - None O = None 0 = None 0 = None O = None
A = Atrium A = Atrium T = Triggered R = Rate A = Atrium
V = Ventricle V = Ventricle 1 = Inhibited modulation V = Ventricle
D=Dual(A+V) D=Dual(A+V) D=Dual(T-f1) D =Dual (A +V)

Manufacturers' S = Single** (A or S = Single** (A or
designation only; V) V)
“ Medtronic device do not use the multisite pacing code.
AThe programmer displays A or V (not S) for chambers paced and sensed.

DDDR and DDD modes - When pacing in the DDDR or DDD mode, if the device senses an intrinsic atrial event, it schedules a
ventricular paced event in response. The delay between the sensed atrial event and the corresponding ventricular paced event Is the
programmed Sensed AV interval. The delay between the paced atrial event and the corresponding ventricular piiced event is the
Paced AV interval. If the current pacing interval ends before the device sense.s an atrial event, the device paces the atrium and then
schedules a ventricular paced event after the Paced AV interval. If a ventricular sensed event occurs during the Sensed AV interval
or the Paced AV interval, ventricular pacing is inhibited. DDDR pacing occurs at the sensor rate, unless the intrinsic atrial rate is
faster. DDD pacing occurs at the programmed lower rate, unless the intrinsic atrial rate is faster.

DDIR and DDI modes - When the device is pacing In the DDIR or DDI mode, sensed atrial events are not tracked. If the device
senses an intrinsic atrial event, atrial pacing is inhibited, but a Sensed AV interval is not started. Instead, ventricular pacing is
delivered at the current pacing rate. If the current pacing interval ends before the device senses an atrial event, the device paces the
atrium and then schedules a ventricular paced event after the Paced AV interval. If a ventricular sensed event occurs during the
Paced AV interval, ventricular pacing is inhibited. DDIR pacing occurs at the sensor rate. DDI pacing occurs at the programmed
lower rale.

DOO mode - The DOO mode provides AV sequential pacing at the programmed lower rate with no inhibition by intrinsic events.
In the DOO mode, no sensing occurs in either chamber.

VVIR and VVI modes - Inthe VVIR and W | modes, the ventricle is paced if no intrinsic ventricular events are sensed before the
current pacing interval ends. Pacing occurs at the sensor rate in the VVIR mode and at the programmed lower rate in the VV I mode.
VOO mode - The VOO mode provides ventricular pacing at the programmed lower rate with no inhibition by intrinsic ventricular
events. In the VOO mode, no ventricular sensing occurs.

AAIR and AAI modes Inthe AAIR and AAI modes, the atrium is paced if no intrinsic atrial events are sensed before the current
pacing interval ends. Pacing occurs at the sensor rate in the AAIR mode and at the programmed lower rate in the AAl mode.

AOO mode ~ The AGO mode provides atrial pacing at the programmed lower rate with no inhibition by intrinsic atrial events. In
the AOO mode, no atrial sensing occurs.

MVP mode - MVP (Managed Ventricular Pacing) is an atrial-bused pacing mode that is designed to switch to a dual chamber
pacing mode during AV block.
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MVP allows the device to function in the AAIR or AAI pacing mode when AV conduction is intact but to switch to DDDR orDDD
pacing mode during AV block. It also allows the device to perform periodic conduction checks, with the ability to switch back to
AAIR or AAI mode when AV conduction resumes. MVP provides backup ventricular support for transient loss of AV conduction.
The AAIR<=>DDDR mode switches between the AAIR and DDDR modes and the AAI<=>DDD mode switches between the AAI
and DDD modes.

ODO mode - The ODO mode does not deliver ventricular or atrial pacing outputs, regardless of the intrinsic rate. The ODO mode
is intended only for those situations where the clinician wants to turn off bradycardia pacing outputs from the device.

4. Conditions Tor In medical and preventive treatment facility.

use The cardioverter defibrillators should be used only by or under the supervision of physicians trained.

5. Composition Digital dual chamber implantable cardioverter defibrillator Evera MRI S DR SureScan, model DDMC3D1:
and list of parts and -1 implantable cardioverter defibrillator

accessories -1 torque wrench

<1 DF-t pin plug
-Product Documentation®
-CD-ROM

*Product documentation includes - Device Manual. Limited warranty. Medical Procedure and EMI Precautions, Explanation of
Symbols for ICD and CRT-D devices. Document: Electronic instructions for use/manuals. Appendix to the Device Manual (not in
package content, printed and supplied locally on the territiory of Russian Federation to the customers). Stickers, Reference manual
(not in package content, available on http7/manuals.medtronic.com/)

6. Technical Overview of Physical Characteristics of the Evera MR] models:
details of medical
product Evera MRI Surescan S DR DDMC3DI

Physical characteristics

Volume* 33cm’ £0.5cm’

Mass 77g9=*lg

HxWxD 66 mm (+ 1.0 mm) x 51 mm (x 1.0 mm) x 13 mm (x 0.5 mm)
Surface area of device can 57 cm™ + 0.5 e

Radiopaque IDV PFZ*
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Medtronic radiopaque idcntiner® I I I

Materials in contact with human tissue®  Titanium, polyurethane, silicone rubber

Battery Hybrid CFx lithium/silver vanadium oxide

‘Volume with connector ports unplugged.

*The radiopaque ID, which includes a Medtronic-identiHer symbol, can be viewed in a fluoroscopic image of the device.

These materials have been successfully tested for the ability to avoid biological incompatibility. The device does not produce an

injurious temperature in the surrounding tissue during normal operation. _
* Radiopaque ID is made from tungsten, therefore it does not require testing. Tungsten is heavy metal and is visible on any

X-rays.

Connector ports and suture holes

1DF-1 connector port, SVC
2 DF-I connector port, RV
3 Device Active Can electrode
4 1S-1 connector port, RV
Nci 10 be reprOiluax] wilhout written permrssion from Metllrunic. Inc.
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Electrical specifications
Basic battery characteristics and device spedBcaBom
Battery characteristics

Manufacturer Medtronic Energy and Component Center
Model M94.799A

Chemistry Hybrid CFx iithium/silver vanadium oxide
Battery electrical specifications

Nominal voltage_ 32V

Mean capacity to RRT _ - fOAhQ

Minimum capacity after RRT 0.1 Ah

Device electrical specifications

Pacing rate limit (protective feature)*

Input impedance
*Does not apply during ATP therapies or ventricular safety pacing.

| 20gmin *
X 170 KM minimum

Peak ICD output voltage during high-voltage shock delivery;
Programmed energy Peak voltage for first pulse phase
Minimum: 0.4J (£0.25)) 76 V (x16%)
Mean: 18J (£20%) 497 V (2 10%)
Maximum: 35J (£15%) 699 V (+10%)

Peak voltage or second pulse phase
36 V (£3(yjb)
249 y (£25%)
351 V (+25%)
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Tjrpical output waveform shapes

1. Pacing waveform;
2. Monophasic high-voltage waveform (T-Shock inductions only), 50% lilt;

3. Biphasic high-voltage waveform, 50% tilt.

Measuring methods
Device parameters, such as pulse duration, pulse amplitude, and sensitivity, are measured at the standard conditions of 37 ®C +2 *C

and 500 +1% load according toEN 45502-2-1.
Pulse duration - Pulse duration is measured at 1/3 peak voltage levels according to standard EN 45502-2-1 (see Rgure below).

When a("lying this measurement method, the measured pulse width W depends on the load Rload (in ohms) and programmed pulse

width Wp (in seconds) with tolerance W < Wp + 34 ps and W > the smaller of (Wp - 16 ps) or {124 ps + (4 ps x Rload)].
Amplitude - The pulse amplitude is calculated according to standard EN 4.5502-2-1 (see Figure below). When applying this

measurement method, the measured amplitude A depends on the programmed amplitude Ap and programmed pulse width Wo: A =
Ap x (0.9 - (Wp X 0.145 ms™)]. The tolerance (+40%/-30% for voltages less than 2.0 V, and £30% for voltages greater than or equal
10 2.0 V) is applied not to the programmed setting, but to the calculated amplitude A.

Figure. Measurement of pulse duration and amplitude
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t. Maximum amplitude;

2. }/3 maximum amplitude;

3. Pulse duration (D),

4. Time imegsal over voltage (F);
5. Pulse amplitude (A).
Sensitivity — Sensitivity is defined as the voltage amplitude of a test signal that is just sufficient to be sensed by the device. The
programmable values for RV sensilivity assume a 40 ms sine2 waveform. When using the test signa! defined in EN 45502-2-1 (see
Figure below), the rated ventricular sensing threshold will be 1.5 times the programmed RV Sensitivity value,

Figure, Measurement of sensitivity
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15 ms

Amplitude

Notes;

< When measuring the pacing and sensing parameters with pacing system analyzers, coasidcrable differences may be observed with
the specifications presented in this manual, because the measuring methods employed by such systems may differ from those
described previously.

» Lead impedance measurement results may be distorted by electrocardiogram monitoring equipment.

Common mode rejection ratio - The common mode rejection ratio (CMRR) for frequencies 16.6 Hz. 50 Hz, and 60 Hz is at least
100 (40 dB). The calculation of the CMRR ratio was done based on measurements performed with the sinusoidal waveform
injected directly into the device. The device and lead system CMRR ratio depend on several factors, such as the placement of the
electrodes or electrode separation, and may be lower than the device CMRR ratio.

Variation with temperature

Basic rate, test pulse rate, pulse duration, and pulse amplitude remain within expected tolerances when the device temperature is
between 22 ®C and 45 @C. Sensitivity at nominal conditions as measured at .37 “C can vary as much as + 1% per °C from 22 ®C to 45
@C.

Replacement Indicators

The Remaining Longevity estimate, replacement status, and battery voltage appear on the programmer display and on printed
reports. The Recommended Replacement Time (RRT) and the End of Service (EOS) conditions are listed in Table.

Replacement indicators
Recommended Replacement Time (RRT) <2.73 V on 3 consecutive daily automatic measurements

End of Service (EOS) 3 months after RRT
Remaining Longevity - The Remaining Longevity estimate displays the estimated time remaining until device RRT.
RRT (Recommended Replacement Time) - The programmer displays the RRT battery status to indicate (hat replacement of the
device is recommended.
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RRT date - The programmer displays Ihe dale when the battery reached RRT on the Quick Look N and Battery and I*ad
Measurements screens.

EOS (End of Service) - The programmer displays the EOS battery status to indicate that the device should be replaced
immediately and may not operate per specifications.

Replace at EOS - If the programmer indicates that the device is at EOS, replace the device immediately.

Prolonged Service Period - TTie Prolonged Service Period (PSP) is the time between the RRT and EOS. The PSP is defined as 3
months assuming the following conditions: 1(F0% V'V pacing at 60 min-l, 2.5 V RV pacing amplitude; 0.4 ms pulse width; 600 O
pacing load; and 6 full-energy charges. The EOS may he indicated before the end of 3 months if the device exceeds these
conditions.

Projected service life

The projected service life in years for the device is shown in Table 9. The data is based on pacing outputs programmed to VVI
mode, specified pacing amplitude, 0.4 ms pulse width, and 60 min~' pacing rate.

The service life projections are bused on the following assumptions:

« Semi-annual maximum energy charging frequency

e Pre-arrhythmia EGM storage programmed to On for a 6-month period (two 3-month follow-up intervals), over the entire life of
the device

« 3 hours of wireless telemetry during implant

< A quarterly schedule of Medtronic patient monitors remote tran.smissions

« lhourof in-office wireless telemetry annually

« Typical shelf storage time before implant

Projected service life estimates are based on accelerated battery discharge data and device ntodeling as specified. Do not interpret
these values as precise numbers.

Projected service life in years
Protected service life in years

Pacing mode, percent pacing Pacing amplitude Pacing impedance 500 Pacing impedance 60012
12
25V 9.7 9.7
0,

DDD, 0% 35V 9.6 9.6
25V 9.1 9.2

ODD. 15% 35V 8.7 8.8
25V 8.3 8.5

0,

DDD, 50% 35V 71 7.4
25V 7.3 7.6

DDD. 1(0% 35V 5.7 6.1

Projected service life in years, with the Pacing Mode programmed to AA1<=>DI)D
Projected service life in years
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Pacing mode, percent pacing Padng amplitude Pacing impedance 500 Padng impedance 600 /1
a

AAI<=>DDD (MVP mode) 50% 2.5V 8.9 9.0

atrial/5% ventricular 35V 8.2 8.3

Projected service life considerations

Additional full-energy charges - Each additional full-energy churge due to therapy shock or device testing reduces projected
service life by approximately 33 days.

Pre-arrhythmia EGM storage - Full-time use of Pre-arrhythmia EGM storage reduces projected service life by approximately 2.4
months per year, or 20%.

Medtronic patient monitor remote transmissions ~ Additional Medtronic patient monitor remote transmissions reduce projected
service life. For example, a DR patient who received 0% atrial and ventricular pacing, DDD mode, with 600 M impedance would
expect 9.7 years projected service life. Projected service life reductions for more frequent remote transmission rates are as follows:

< Monthly transmissions over the life of the device reduce projected service life by 80 days, or 2%.

* Weekly transmissions over the life of the device reduce projected service life by 381 days, or 11%.

= Daily transmissions over the life of the device reduce projected service life by 1549 days, or 44%

= A single additional transmission reduces projected service life by approximately 0.8 days, or 0.02%.

Wireless telemetry - Each additional hour of wireless telemetry use (in-ofTice or implant) reduces the projected service life by
approximately 7.6 days, or 0.25%.

Shelf storage time - Maximum shelf storage time of 18 months reduces projected service life by approximately 6.4%.

Energy levels and typical charge times

Enei” levels- Stored energy is always greater than the delivered energy. .Stored energy is derived from the peak capacitor charge.
Typical charge times - The most recent capacitor charge time appears on the programmer display and on printed reports. You can
evaluate charge lime using the Charge/Dump Test.

Maximum energy levels and typical full energy charge times

Maximum programmed energy 351
Maximum delivered energy"* 36
Maximum stored energ/ 42 )
Typical charge time at Beginning of Service (BOS)** 8.3s
Typical charge time at Recommended Replacement Time (RRT)* 123s

*Energy delivered at connector block intoa 50 Q load.
For 35J programmed energy, delivered energy exceeds 35 J.
' Energy stored at charge end on capacitor.
*Charge time during a nonwireless telemetry session may be slightly higher.

Magnet application
When a magnet is placed near the device, tachyarrhythmia detection is suspended and no tachyarrhythmia therapies are delivered.

Noi lo be a'pr(x)naulwichoui wriiien permission from Medironic, Inc.
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Alert tones sound if programmed. The device ignores the magnet in the progmmmer head when telemetry communication is
established through the programmer head. Before implant and for the first 6 hours after implant, the device does not sound audible
tones when a magnet is placed over the device.

Note: If MRI SureScan is programmed to On. tachyarrhythmia detection and Medtronic CareAlerts (including audible alerts) are
suspended.

Torque wrench (included in the package with ICD) - Use only the torque wrench supplied with the device. The torque wrench is
designed to preventdamage to the device from overtightening a setscrew. Other torque wrenches (for example, a blue-handled or
right-angled hex wrench) have torque capabilities greater than the lead connector can tolerate.

Materials (not in contact with the human body):

Thrust Bearing Polytetrafluoro”ylene per A*S 3652

Plastic Components Polyethcrimide_(G.E. Ulte_m 1100F-8104);
Color - Off-white, or equivalent
Hex Shaft Carpenter Custom 455 Corrosion resistant steel - vacuum heat
neated (passivated per Medtronic Sptxificmion -- 200034-001)
Other Metal Components Corrosion  resistant steel (passivated per Medtronic

Specirication - 2()0034-001}

Dimensional (inches): (tolerance: .xx £ .02; .xxx % .005)

(1,3S0.
- t3? A
NoS3em) {03
VA -
|
JLAV)
r~ i
p.ISew A
0.30am i
[3.15CM

The torque is limited to 12 tol7 in-0z (0.08 - 0.12 N*m). during first clockwise revolution; it will click when torque value in this
ran” is achieved.

Hardness: 47-55 Rc
Mass: 8g+0.5¢

DF-1 Connector Pin Phig

Not O be reproducol wiihoul written permission front Medirunie, Inc.
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DF-1 Connector Pin Plug (unit: mm)
/Shaft
3.94 n-0.13

21.59 +/- 0.25 ‘Handle

DF>] Connector I”n Plug included in package with the following models only: Evera MRI (DDMC3DI). This device is a plug
to fill an IS-1 (1ISO 5841-3) compliant connector port of pulse generators, such as an implantable cardiac pacemaker, to which an

mplantable IPG/ICD lead connector is not connected.
Materials: Handle - Silicone rubber (Silastic Biomedical Grade Liquid Silicone Rubber (LSR); Shaft- Stainless steel 316L

Mass: 0.41 gramm-+/- 0.005 gramm

RtghtAtrium Pac*/SeriM (IS-1)

RightW ntricit Psce/S«n» (IS-1)

Figure 3: Evera DR(S-1/DF-1) Connector Modiie

Insertion /With drawal - meets alt ISO requirements 11318 (DF-1); ISO 5843 (IS-1)
The strength of tlie connection between the medical device and the electrode (introduction / extraction):
The connector s(x:ket acTepis the corresponding pass gauge. The insertion / removal force of the connection socket must not exceed

2.0 Ibs. Force (9 N) for DF-1/1S-1connectors.

IS-1, DF-1 I>w Voltage Leakage Impedance - IS-1 arid DF-1: Port leakage impedance shall be 50 kI minimum between
conductive elements intended to be electrically insulated by sealing rings.

Mechanical test
The intent of mechanical vibration, mechanical shock, and controlled release free fall drop conditioning is to assure that the device

performance is not adversely affected by the mechanical environment seen during shipping, distribution, and clinical pre-implant
life of the device.

The 11-pin FT left hand shield shows the same stiffness (if not slightly lower - worse case) as the 9-pin shield accewding to Finite
Element Analysis. The analysis compares deflections for the two left hand shield configurations. In the analysis, the shield is fixed
around the entire edge and the load is applied similar to shield deflection test load, at the center of the shield. The output is the

Not to be reproduced wiihoul wrinen permission from Medtronic, Inc.
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deflection response for different force magnitudes and stress comparison at the FT shelf area. The distribution of stress at the FT
shelf area is shown in see Figure below. Dark blue indicates a minimum value of stress. As stress increases, the color changes to
light blue and then green, so the 11-pin FT shelf shows a higher stre.ss distribution.

Forc«4titoH Dan*cUOf

Flgur* 10: Strm OistilbiitkM on OML«AHed #iwW (Lefc 6-piATT; Mght FT)
The shield bracket location does not affect mechanical DAU testing of the Electronic Module Assembly (EMA). The connector
attach is evaluated as part of the connector DAU testing and not the Mechanical DAU testing. Mechanical DAU is not designed to
evaluate ICRs and Connector Attach.
Leak Rate
Each device is tested in manufacturing to assure an actual leak rate less than or equal to Ix 10" standard cm3/sec of helium.
Application Software (External) for Evera
Safety class SW - C
The Model SW033 software is version 8.2
The model SW033 application software is loaded on the approved Medtronic Analyzer programmer and is responsible for providing
support for the features and functionality for the device. The SWO033 software includes all the executable and non-executable flies
and data files needed to support programming the Evera devices on the Medtronic Analyzer programmer systems. The software
allows the clinician to interrogate and program the device, navigate through the user interface to interact with the implantable
device, run tests, set up therapies, perform data analysis, and prim reports.
7. The possibility Leads - 'fhe lead system used with this device must provide sensing, pacing, and cardioversion and defibrillation therapies to the
and ways of integrating right ventricle (RV) and sensing and pacing to the atrium (A). Do not use any lead with Ihi.s device without first verifying lead and
with other medical connector compatibility.
products The device typically is implanted with the following leads:
« 1 quadripolar/tripolar transvenous lead with a DF4-LLHH or DF4-LLHO connector in the right ventricle (RV) for sensing and
pacing, and for cardioversion and defibrillation therapies
< | bipolar transvenous lead with an IS-1 connector tn the atrium (A) for sensing and pacing. Use of a bipolar atrial lead with ring
and tip electrodes spaced <10 mm apart to reduce far-field R-wave sensing is recommended. ExtunpU ofcompatible leads produced
by Medtronic Inc. - Sprint Quattrofamily
Programmers and software - The Medtronic CareLink Programmer and software are used to program this device. Refer to the
reference manual for information about using the programmer. Programmers from other manufacturers are not compatible with
Medtronic devices, but they do not damage Medtronic devices.
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Model 27901 Conexus Activator —The Medtronic Model 27901 Conexus Activator allows you to tom on Conexus wireless
telemetry for implanted devices that support wireless telemetry. The Conexus Activator is used with the Medtronic CareLink Model
2090 Programmer with Conexus telemetry in the hospital or clinic.

Medtronic Analyzer - The system supports the use of the Medtronic Analyzer, an accessory of the Medtronic CareLink
Programmer. The system allows you to have a device session and an analyzer session running at the same time, to switch quickly
from one session to the other without having to end or restart sessions, and to send data from the analyzer to the programmer.
Medtronic Patient Monitor Patients use the Medtronic patient monitor to gather information automatically from their implanted
devices and communicate the information to their physicians through the Medtronic CareLink Network. For information on using
the patient monitor, refer to the patient manual; for connection and usage information, refer to the monitor literature.

CarelLink Network ~ The Medtronic CareLink Network is an Internet-based service that allows a patient to transmit full cardiac
device information from home or other locations to the physician over a secure server. The CarelLink Network may be unavailable
in some geographic locations.

CarelLink Express ntor{lor Model 2020B - The Medtronic CareLink Express noonitor Model 2020B is a portable interrogation
and data transfer tool used with Medtronic implantable cardiac devices.

Model 2696 InCheck Patient Assistant - Patients can use (he Medtronic Model 2696 InCheck Patient Assistant to initiate
recording of cardiac event data in the device memory, verify whether the implanted device has detected a suspected atrial
tachyarrhythmia, and. if the device is programmed to allow patient-activated cardioversion, request delivery of atrial cardioversion
therapy.

Model 2490C Carelink Monitor - Patients use the Medtronic Model 2490C CareLink Monitor to gather information
automatically from their implanted devices and communicate the information to their physicians. For information on using the
CareLink Monitor, refer to the patient manual; for connection and usage information, refer to the monitor literature.

8. EMC

information . L
Electromagnetic emission

Digital Implantable dual chamber Cardioverter Defibrillators Bvera are intended for use in the electromagnetic environment
defined below. Buyer or user Digital Implantable dual chamber Cardioverter Deftbrillators Bveru should ensure its use in the
specified environment

Electromagnetic emission test  Conformity Electromagnetic environment - instructions

Radio interference according Group 1 Digital Implantable dual chamber Cardioverter Defibrillators Evera should
toCISPR 11 emit electromagnetic energy to perforin the main function.

Radio interference to CISPR Class B Digital Implantable dual chamber Cardioverter Defibrillators Evera are
M suitable for use in all locations.

Harmonic components of the E)o not use

consumed current in

accordance with IEC 61000-3-

2

Voltage  fluctuations and Do not use
flicker according to IEC
61000-3-3

Not1 0 reproduced wilhoul whiten pcraiiuion from Medtronic. Inc
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Immunity test

Electrostatic Discharge (ESD)
in accordance with IEC
61000-4-2

Magnetic field of industrial
frequency according to IEC
61000-4-8

Immunity test

Conductive noise induced by
radio-frequency
electromagnetic  fields in
accordance with IEC 61000-
4-6

The emitted radio-frequency
electromagnetic field
according to IEC 61000-4-3

The test for Noise immunity

Electrostatic Discharge (ESR)
according to IEC 61000-4-2

Noise immunity

The test level of IEC
60601

+ 6 kv -
discharge
+8 kV - air discharge

contact

3 A/m

The test level of IEC
60601

3 V (rms) in the
band from 150 kHz
to 80 MHz outside
the frequencies
allocated for the
LPM of HF devices

10 V (RMS) in the
band from 150 kHz
to 80 MHz at the
frequencies allocated
for the LPM of high-
frequency devices

Level of compliance

+ 6 kV -
discharge
+ 8 kV - air discharge

0,3 A/m

The actual level of
noise immunity
1.7V (rms value)

2.3 V (rms value)

13V/m

Noise immunity

Test Level according

to IEC 60601

+ 6 kV - contact
discharge

+ 8 kv - air
discharge

Level Confonniiy

+ 6 kV - contact
discharge
+ 8 kv - arr
discharge

Nol to be reproduced without wrilien perntission from Medtronic, tnc
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Electromagnetic environment - instructions

contact The floors of the room must be made of

wood, concrete or ceramic tiles. If the
floors are covered with synthetic material,
then the relative humidity of the air should
be at least 30%

The magnetic fields of the industrial
frequency must be measured at the
designated installation site to ensure that
the field strength is sufficiently low

Level of compliance

1V (rms value)

1V (rms value)

10 V/m

Electromagnetic environment - instructions

The floors of the room must be made of
wood, concrete or ceramic tiles. If the
floors are covered with synthetic material,
then the relative humidity of the air should
be at least 30%.
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A magnetic field Industrial 3 A/m 3A/m
Frequency (50/60 Hz) IEC

61000-4-8

Radio
Electromagnetic
61000-4-3

frequency 3V/m 3V/m

field

IEC In the band from 80
MHz to 2.5 GHz

Not lo be reproduced wiihoui written permission from Mcdiixmic, Inc.
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The levels of the magnetic field of the
industrial frequency must correspond to the
typical conditions of a commercial or
hospital environment.
However, the readings of the weights built
into the bed do not have a critical value for
the operation of a medical device: «Digital
Implantable dual chamber Cardioverter
Defibrillators Evera»

D = 1,2Vp in the band from 26 to 800 MHz
D = 2.3Vp in the band from 800 MHz to
2.5 GHz, where P is the nominal maximum
output transmitter power in Watts (W) set
by the manufacturer, and d
Recommended spatial clearance in meters
(m).

The field strength in the propagation of
radio waves from stationary radio
transmitters  from  the results of
observation-s of the electromagnetic
situation should be lower than the level of
compliance in each frequency band.
Interference may occur near equipment

(<)

marked with a sign.  *

This device may not cause harmful
interference, and this.

To accept any interference received,
including interference that may cause
undcsired operation of thedevice. This
device musst not cause harmful interference
to radio stations operating in the 4(tO. 150-
406.CXHO MHz band and used for
meteorological purposes, for
meteorological satellites and Systems of
Earth exploration satellites. Tliis device
must accept any interference received,
including interference that may cause
undesired opcnition.




NOTE 1Higher frequency bands ore applied at 80 MHz and 800 MHz.
NOTE 2: This manual is not applicable in ail situations. The propagation of electromagnetic waves is affected by
absorption and reflection from structures, objects and people.

9. Biocompatibili'ty Table of Tissue Contacting Materials:
Testing
Material Device CmnDOnents
Titanium grade 1ASTM F67 LH shield
Fe t00.12 RH shield
C t00.05 Connect attach pin
Si t00.08
N t0 0.03
Ti99.5- 99.99 Fastener bracket
O to01
H t0 0.008
Titanium grade 2 ASTM F67
Feto 0.18
C t00.07
Sit00.1
N t00.03 End cup
Ti 98.61-99.7
0O t00.12
H t00.01
Silicone rubber MED 2000 Adhesive
Polyurethane 75D Elasthane 75D"*ecothaneTT-l075D-M Connector module
Silicone rubber ETR Elastomer Q7-4735 Split grommet
LSR with titanium dioxide 2% (Q74850, colorant Ferro
1S4 seal

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

white 61-182000)

Evera (Blackwell) has been evaluated as guided by the applicable sections of ISO 10993-1:2009 that pertain to biological effects.
Table above lists all the subparts of the ISO 10993 standard and how they relate to this evaluation. The materials used in Evera
(Blackwell) have a long history of safe clinical use in previous Medtronic devices with equivalent patient tissue contact applications
and manufacturing processing, and extensive available biological safety test data. ISO 10993-1:2009 section 4, General principles
applying to biological evaluation of medical devices, states: “Evaluation may include both a study of relevant preclinical and
clinical experience and actual testing. Such an evaluation may result in the conclusion that no testing is needed if the material has a
demonstrable safe history of use in a specified role and physical form that is equivalent to that of the device under design.”

Medtronic has performed extensive biological safety testing on each material separately and has demonstrated a safe history of

Noi to be reproduced without written permission l'rows Medtronic. Inc
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clinical use of each material in predicate market-approved devices. The testing was performed in the past on other Medtronic parts
made of the same materials. The biological safety test data and safe history of use are summarized in each material’s appendix
attached to this evaluation. In instances where the testing was performed according to previous versions of standards, gap analyses
between the standards used and the current ISO 10993 standards are documented in the appendices to demonstrate the applicability
of the testing. Based on Table 3.1 below, the documented safe history of clinical use, the biological safety testing performed, and
the gap analyses between the standards, all tissue-contacting materials used in Evera (Blackwell) are compliant with the current
revisions of all applicable ISO 10993 series standards.
In the case of the new 7SD polyurethane connector modules, this component undergoes additional processing compared to the same
material used in predicate devices. Therefore, focused chemical characterization and biological safety testing was performed on the
new Evera (Blackwell) connector module.
The history of use of the materials in predicate devices, the existing biological safety test data available for the materials, and
additional biological safety testing, chemical characterization, and toxicologica} risk assessment showing no additional biological
safety concerns resulting from the connector module processing, demonstrate acceptable biological safety risk for the Evera
(Blackwell) device as guided by ISO 10993-1:2009.
A biological evaluation as guided by the applicable sections of ISO 10993-1:2009 that pertain to biological effects has been
performed for Evera (Blackwell). Existing information demonstrates acceptable biological safety risk for the materials used in
Evera (Blackwell). Additional biological safety testing, chemical characterizittion, and toxicological risk as.sessment was conducted
as outlined in the biological evaluation plan.

10. Design and

appearance, photo or

image, the General

Scheme

Torque wrench and DF-| pin plug (for Evera S DR MR! DDMC3D1):
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Prodwet decumentation Evera S DR MR1 DDMC3DI)
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11.  Information on | Products supplicd in peckaging marked with the following information:
iabelling, packaging product name and catalog number;

LOT of the product;

trademark and address of the manufacturer;
single-use;

sterile, do not resterilize;

label complies with European Council 90/385/EEC;
meanufacturing date and shelf life of the product;
storage conditions;

do not use if the package is damaged;
characteristics of the product

Evers $ DR MRI DDMC3D1
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Medtronic 2x 2x®

Evera MRI™ S DR SureScan™ DDM(C3D1

Rer| DDMC3D1
|| II“I"I E

(onooooooooooooooamooooom,wwwoooooow -

& Medtronic Zx. zx@
Evera MRI™ S DR SureScan™ DDMC3D1

« PhvysioCurve™ Design €y, Fer DOMC3D1
+ SmartShock™ Technology 0 =

[ ra}

WRSEIGRADE1 A - MG IINADOY A

Shelf Box Label
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Sticker for final package will be added locally in Russia after approval with information below (information can be
changed in accordance with Russian legislation);
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Product name (in Russian)

Cb Manufacturer (name) UPN (unique product number)
Country of origin CPN n (customer facing number)
See Device Manual
RC# date of issue

(W)

Conformile Europdenne (European Conformity). This symbol
CC0123 means that the devicefully complies with AIMD Directive
90/385/EEC (NB 0123) and R&TTE Directive 1999/5/EC

This symbol means that the device fully complies with the
Australian Communications and Media Authority (ACMA) and
theNew Zealand Ministry of Economic Development Radio
Spectrum Management standards for radio communications
products

REF Reorder number

s" Serial number

- Manufacturer
1 J

STERILE EO Sterilized using ethylene oxide
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Use by

Do not use if package is damaged

Do not reuse

ﬂ Date of manufacture

m Authorized representative in the European Community
AAl & DDD AAl & DDD mode

Package contents

Pin plug, DF-1

ﬁ Torque wrench

DC:] Product documentation
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implantable device

ICD {dual chamber)

DF-I connector

1S-1 connector

O
N -
O
®
&
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Adaptive
mn} v
J pper tracking rate and lower rate
Open here
I:::i] www.medtronic.com/manuals
43
J— I o Temperature Jimitations
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A Dangerous voltage

GSD, Amplitude and pulxe width: RA
QB-L_.[‘ Amplitude and pulse width: RV
Sensitivity: RV

3@ Sensitivity: RA
-*=8-° A-V interval (paced and sensed)

'@és Therapics: AT, AF

-®§8 Intervention: AT, AF

% Detection: VT, FVT, VF

'@és Therapics (RV): VT, FVT
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% Therapies (delivered and stored): VF
@ Active Can
'©5m Defibrillation
w
% AV cardioversion
e’ﬁ Ramp: RA, RV
'eég Ramp+: RV
eés Burst: RV
eéa Burst+: RA
-@‘Q 50 Hz Bumst
A\ %
@ﬁ\:& SureScan symb;)l
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MR Conditional (Evera MRI SURESCAN XT DR Evera MRI
MR~ SURESCAN S DR)

PRODUCTS and SYSTEMS that include radio frequency
transmitters or who intentionally use radio frequency
electromagnetic energy for diagnosis or treatment shall be
marked in the form of a sign of non-ionizing radiation

This conformity mark is placed on the products for which the
(n mandatory certification procedure was carried out

Test performance - packaging in accordance with 1SO 11607-1.
Environmental Conditioning
e The package must not allow the contents to spill out or be separated from the package.
« Gluejoints, tapejoints, tape and overwraps applied to the package must remain attached and if printed must remain legible.
e Labels must remain attached and legible.
« Label lift may occur around the edges of label stock, and bubbles in the interior of the label are expected. These conditions
are acceptable as long as the lube! is still attached and legible.
e The package must remain closed and intact per design intent.
Shelf Box/Protective Package
e Boxes and cartons may be creased and bent and cornere crushed, cracked or split; Shrink wrap may be wrinkled, lorn and
may have split seals.
« Cushioning may be cracked or split; compressed and dented.
* The shrink wrap must remain on the package and there must be evidence of a tear tape or microperforation.
« Seal labels or closure tape must keep the shelf box/proteclive package clo.sed. Partial tears of seal labels and closure tape is
acceptable.
Labeling
e Label lift may occur around the edges of label stock, and bubbles in the interior of the label are expected. These conditions
are acceptable as long as the label is still attached and legible.
e |*bel stock may be tom or split.
 Removable adhesive labels must be removable without damaging the substrate or delaminating the label slock.
Sterile Barrier System
« Wrinkling oflids or flexible pouches.
< Any migration of the product or accessories within the package shall be reviewed and documented in the report. Displaced
snap-in accessories inside blister packages such as wrenches or vein lifters are acceptable as long as they are prevented

N»| to I'le repitKiuced without written permission from Medtronic, lik.
Medtronic. Inc.
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from free circulation in the package which could cause device damage or compromise the sterile barrier.
e The seal flanges on a blister package may be bent.
e The sterile barrier package must also be able to be opened by the end user using good aseptic handling techniques.
All requirements v/ re met during packaging tests

Technical characteristics of packaging: *

1 Microbial barrier:

- Maximum possible permeability of substrate: 5% Pmax

2. Toxicological properties:

Primary packaging:

- Sterile tray: Pre-shaped (thcrmoformable) polyethylene terephthalate glycol (Ne TG) copolymer without coating.
- Cover, ti~tly closed with a lid of fibrous Tyvek material on the basis of polyethylene, using the "spunbond” technology, with the
adhesive composition Oliver 18B

Secondary packaging:

- Box: Polypropylene, molded under pressure

- Heat Shrink Him: Transparent poiyalkenc

3. Physical and chemical properties:

Overall dimensions: 16.9cm £+ 1cm x 13cm +£0.5 cm x 21 cm £0.4 cm
Film thickness: 0.25 mm £ 0.05 mm

Density: 1.27 g/cm”

Transparency: 0.5%

Gloss level: 108 gloss units, at an angle of 45

Spectral transmittance: 90%

Stress at the point of fluidity: 48 MPa

Young’s modulus: 1720 MPa

Coefficient of friction:> 1

Coefficient of transmission of water vapor: 6 g / n*

3.1 Characteristics of Tyvek fibrous material:

Bendtsen air permeability; 572 ml / min

Permeability rate of water vapor: 1615 g/

Height of hydrostatic pressure: 1442 Pa

Tensile strength in the longitudinal direction: 196 N

Tensile strength In transverse direction: 200 N

Elongation in the longitudinal direction: 20%

Relative elongation in the transverse dimctlon; 24%

Elmendorf fracture test in the longitudinal direction; 3.3 N

Elmendorf fracture test in the transverse direction: 3.5 N

Resistance to tearing along the Mullen; 1213 kPa

Impact strength according to Spencer; 8756 ] / ni"

Opacity: 91%

Not to be reproduced without written permission o Medtronic. Inc.
Medtronic, Inc.
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Thickness: 178 microns
4. Compatibility with the methods of sterilization with which the use of the material is intended:

Methods of sterilization:

- Ethylene oxide

- Radiation sterilization

5. Compatibility with the processes of forming and gluing:

Termoskleivaetsya with a large number of thermoplastics, as PVC, styrene, PETG, HIPS; With polyethylene some kinds of
polypropylene.

6. Shelf life after sterilization: 18 months

7. The materials are non-alknline, non-toxic and odorless.

8. There are no holes, cracks, tears, wrinkles and clarifications in the materials.

9. Density: 1.27 g /cmi®

10. The level of purity of the material: acceptable.

11. Specific and minimum physical characteristics:

Tensile strength (tear resistance): [.25N+0.1 N

Tensile load (tensile strength): 50 MPa

Thickness deviation: + 0.05 mm

Breathability:

- for COi: 30cm" /s-kgs / cm*

- for 02: 10cm™/ s-kgfl cm'

- forN2 5cm'/s-kgs /cn®

- Impact resistance (bursting strength):

At23°C:4259g+30¢g

At-29°C:350g+25¢g

12. pH: Tyvek has a neutral pH of 7.

13. Adhesive characteristics:

Peel strength (strength of the adhesive layer): 4.53 H-18.14 H

Weight of the adhesive layer: 4.5 kg £ 0.7 kg /279

Adhesion transfer:> 75%

Shelf life: <48 months

White color

The density of glue application:> 1.03 (g /cm’)

14. Components of packages do not react, do not contaminate, do not pass, do not affect negatively on products before, during or
after sterilization.

15. Width of the adhesive layer: 10 mm + 1mm

16. Process indicators printed on packages meet the requirements of ISO 11140-1.

17. The opening of the packages by dcinmination is continuous and homogeneous, without delamination /rupture of the material.
18. Used dyes:

Inks are black C70, produced by Sun Chemical Corp., USA;
Blue SUNSPERSE 15, produci;® by Sun Chemical Corp, USA

Not to be reproduced without written permission from Medtronic. Inc.
Medtronic. Inc.
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Packaging Description
Shelf Box - Secondary Packaging
A—

A

——

Package Part

Material

Box

Molded polypropylene

Not 0 be reproduced without wrillen pertnission from Medosic, Inc.
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Shrink Wrap Clear olefin

Sterile package:
Package dimensions:

1.Sterile package lid (in inches)
Inner package lid:

Not (0 be reproduced withoul writien permission from Modiranic, Inc.
Medronic, Inc.
- Confidential
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Outer package lid:
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Package Part Material

Sterile tray Pre-shaped (ihen”o-formed) uncoaled PETG (polyethylene terephthalale, glycol modified)
Lid Spun bonded olefin lids coaled with Oliver 18B adhesive

The deviation of the technical characteristics of the package is + 5%, unless otherwise specified.

12. Methods and

conditions of Sterilization&Vaiidalion
sterilization time Sterilization Method Ethylene Oxide (EO)
maintaining  sterility Sterilization cycle/Process name 30-miniile KO% EO sterilization process
(for sterile  medical Applicable Sterilization Process Validation Standard ISO 11135-1:2007
devices produced) Steriliant Gas type 100% EO
Relative Humidity (RH) 55.0-85.0%
EO Gas Concentration > 720 mg/l
Temperature during EO Gas exposure 45.0-55.0 “C
Pressure during EO gas Exposure 55.0-75.0 kPa
EO Gas Exposure time 27-33 min

Medtronic has sterilized the package contents with ethylene oxide before shipment (**Omin. 100 % EO). A SAL in excess of 10 is
achieved. Delected EO residual levels were less than 4 mg and delected ECH residual levels were less than 9 mg. Therefore,
compliance with ISO 10993-7.
13. Requirements Follow local regulations for proper disposal of this product. Do not dispose of this product in tlie unsorted municipal waste stream.
for the protection of the This product contains materials that can harm the environment. See http://recvcliiw.inedtronic.com for instructions on proper
environment In  the disposal of this product.
application of medical Rxplant and disposal
products Consider the following information related to device explant and disposal:
« To prevent the device from delivering unwanted shocks, interrogate the device and disable tachyarrhythmia detection before
explanting, cleaning, or shipping the device.
« Explant the implantable device postmortem. In some countries, explanting battery-operated implantable devices is mandatory
because of environmental concerns; check the local regulations. In addition, the device may explode if subjected to incineration or
cremation temperatures.
< Medtronic implantable devices are intended for single use only. Do not re.sterilize and reimplant explanted devices.
< Contact Medtronic for Return Mailer Kits to return explantcd devices for analysis and disposal. See the back cover for addresses.

Noi lo he repmliiceil wiihoui wriltcn permission row Mntironic, Inc.
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Note: Disposal of explained devices or leads is subject to local, state, and federal regulations.
Waste class - B (in accordance with Russian classification).

14. Information Design facility:

about manufacturer of Medtronic Inc., USA; _

location address, Tel.; +1 763 526 2388;

mailing address, phone www.medtronic.com
number, address of

place of production) Manufacturer:
Medtronic Inc., USA,;

710 Medtronic Parkway N. E. Minneapolis, MN 55432, USA;
Tel.: +1 763 514 4000, Fax: +1 763 514 4879;
www.medtronic.com

Representative of Manufacturer:

«Medtronic» LLC;

123317, Moscow, Prcsnenskaya Naberezhnaya, 10;
Tel.: (495) 580-73-77, Fax: (495) 580-73-78;
www.medtronic.i'u

Legal person in whose name may be issued the certificate of ristration (name, address, tel, fax, e-mail, website):
«Medtronic» LLC;

123317, Moscow, Prcsnenskaya Naberezhnaya, 10;

Tel.: (495) 580-73-77, Fax: (495) 580-73-78;

www.medtronic.ru

Addresses of manufacturing facility of medical device:

1 Medtronic Europe Sari, Route du Molliau 31, Case Postale, 1131 Tolocheuaz, Switzerland,;

2. Medtronic Puerto Rico Operations Co., Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos, PR 00777 USA.
15. Classification of Hazard class, depending on the possible risk associated with the use of the medical device - CLASS 3/ HI;
medical product GMDN code - 37265 Dual-chamber implantable defibrillator;

Class of electrical safely, la.scr safety and other hazards (if available); not applicable to ICDs/IPGs;

The software security class: C (according to IEC 62304);

Type of contact with the body - Prolonged contact with blood, tissues and body fluids;

Type of working pan: similar to CF;

Sterility; sterile;

Classification, depending on the possible consequences of failure during the use of the product: A;

Class of medical waste: B.
16. Methods  and Sterile. For single use only. Products cannot be reslerilized.
apparatus

N(M 10 be leprexjuceti without written permission from Mtxtironic. Inc.
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disinfection and
sterilization cleaning
17. Shelf life period

18. Operating
conditions

19. Conditions  of

transportation and
storage

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

18 months
Projected service life
The projected service life in years for the device is shown in the tables below. The data is based on pacing outputs programmed to

the specified mode, the specified pacing amplitude, 0.4 ms pulse width, and 60 min* pacing rate.
The service life projections arc based on the following assumptions;
* Semi-annual maximum energy charging frequency
e Pre-arrttythmia EGM storage programmed to On for a 6-month period (two 3-month follow-up intervals), over the entire
life of the device
* 3 hours of wireless telemetry during implant
« A quarterly schedule of Medtronic CareLink Monitor remote transmission.s
« | hourofin-office wireless telemetry annually
« Typical shelf storage lime before implant

Fh-ojected service life estimates arc based on accelerated battery discharge data and device modeling as specified. Do not interpret
these values as precise numbers.

Projected service life in years Projected service life in years (Kvera MRI S DR SureScan PPM C3P!)
Projected service life in years

Pacing mode, percent

pacing Pacing amplitude Pacing impedance 50011 Pacing impedance 600
DDD. 0% 25V 9.7 9.7
35V 9.6 9.6
a = 02
DDD. 50% ggg §f 3:2
22y : :

Used in medical and preventive treatment facility.

Should be used only by or under the supervision of physicians trained,

internal body environment 32 °C-42 *C. humidity 80-100%.

Carefully observe these guidelines when handling or storing the device. There are no other requirements for storage and
transportation, except for temperature;

Store and transport the package between -18 ®C and -f55 @C.

Nol to be reproduced without written pennission frum Medtronic, lire.
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20. Assembly  and
installation
requirements

21. Warranty

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

Device handling

Checking and opening the package —Before opening the sterile package cray, visually check for any signs ofdamage that might
invalidate the sterility of the package contents.

Damaged package - The device packaging consists of an outer tray and an inner tray. Do not use the device oraccessories if the
outer packaging tray is wet, punctured, opened, or damaged. Return the device to Medtronic because the integrity of the
sterilepackaging or the device functionality may be compromised. Return the device to Medtronic. This device is noiintended to be
resterilized.

Sterilization These devices are single use only and are not intended to be re.4terilized.

Device temperature - Allow the device to reach room temperature before it is programmed or implanted. Devicctemperature
above or below room temperature may affect initial device function.

Dropped device - Do not implant the device if it is dropped on a hard surface from a height of 30 cm or more afterit is removed
from its packaging.

Fluid immersion - Do not immerse the device in fluid or flush the connector ports at the time of implant. Doing socouid adversely
affect the performance of the device and lead system.

“Use by** date - Do not implant the device after the “Use by” date because the battery longevity could be reduced.

For single use only - Do not resterilize and reimplant an explanted device.

Device storage

Avoid magnets - To avoid damaging the device, store the device in a clean area away from magnets, kits containing magnets, and
any sources of electromagnetic interference.

Temperature limits - Store and transport the package between -18 "C and +55 “C. Electrical reset may occur at temperatures
below -18 °C. Device longevity may decrease and performance may be affected at temperatures above +55
Not applicable.

Guaranted shelf life - 18 months

Limited warranty

Manufacturer’s Seven (7) Year Limited Warranty and General Warning provided by Medtronic, Inc. (or such other legal entity as

may be referred to as the manufacturer on the labeling of this device) (“Medtronic”)

Implantable Cardioverter Defibrillator (the “Device™) limited warranty (the “Limited Warranty”)

A. What the Limited Warranty provided by Medtronic covers

(1) This Limited Warranty is given by Medtronic and provides the assurances set out below to and for the sole benefit of the

purchaser of the Device (the “Fdirchascr”) for a period of seven (7) years commencing on the date of the original implant (the

“Implantation Dale”) of the Device in a patient. This Limited Warranty gives the Purchaser specific legal rights. The Purchaser may

also have other rights, which vary from jurisdiction to jurisdiction and this Limited Warranty does not affect those rights. In this

Limited Warranty, “Purchaser” means either (but never both 00 A(2) or A(3);

(2) The patient in whom the Device has been implanted if he or she purchased the Device and the Replacement (as defined below)

or if the Device and the Replacement were purchased on the patient’s behalf by the implanting hospital, other clinical facility or

healthcare professional that implanted the Device or the Replacement (“Healthcare Institution”), provided in such a case that the

cost of the Device and the Replacement has in each case been charged to the patient’s account by the Healthcare Institution at the

Implantation Date and at the date of the implantation of the Replacement, including in circumstances where the patient’s account
Not 10 be reproduced withoui wrilten permission lediii Mcdirunic. Inc.

Medtronic, Inc.
- Confidentiol



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

has been, and/or will be, discharged either wholly or in part by a third party piiyor (this category of Purchaser is referred to in this

Lintited Warranty as a “Patient-Purchaser™); or (3) The Healthcare Institution that purchased and implanted the Device at the

Implantation Date, provided that:

a) the cost of the Device has been charged to the account of the relevant Hettithcare Institution; and

b) the Healthcare Institution’s claim under this Limited Warranty is solely for the purpose of obtaining a second Medtronic device

to be used by it as a Replacement (as defined below) for the Device for the same patient (this category of Purchaser is referred to in

this Limited Warranty as an “Institution-Purchaser”).

The assurances and benefits to which the Purchaser is entitled under this Limited Warranty are strictly limited to, and do not extend

beyond, one or other of the warranty credits set out at A(4) and A(5) below:

(4) Should the Device function in a manner inconsistent with its intended operation and performance due to the quality of materials

or workmanship, and should such event occur within the four (4) year period commencing on the Implantation Date, Medtronic

will, at its option, either:

a) Issue a credit to the Purchaser for a Medtronic device to be used as a replacement of the Device (the "Replacement”) for the same

patient, equal to the lesser of the net price paid by the Purchaser: (i) for the Device (the "Original Purcha.se Price™), or (H) for the

Replacement (the "Actual Purchase Wee"); or,

b) Without charge, provide to the Purcha.ser a Replacement for use in the patient in whom the Device was originally implanted that

is functionally comparable to the Device.

(5) Should the Device function in a manner inconsistent with its intended operation and performance due to the quality of materials

or workmanship, and should such event occur after four (4) years but before the end of seven (7) years from the Implantation Date,

Medtronic will provide (he Purchaser with a credit against the purchase of the Replacement, in an amount equal to one-half (1/2) of

the lesser of the Original Purchase Price or the Actual Purchase Price, reduced on a pro rata basis (at the rate of 1/3”h per month)

over this three (3) year period.

In no event will any warranty credit issued under this Limited Warranty exceed the Original Purchase Price or the Actual Purchase

Price.

(6) THIS LIMITED WARRANTY IS NOT A REPRESENTATION THAT THE BATTERY OF THIS DEVICE WILL LAST

THE ENTIRE SEVEN (7) YEAR WARRANTY PERIOD. The Device batteries have a specified capacity that may deplete at

different rates depending on individual patient Device settings and individual patient requirenoents for pacing, cardioversion.

deBbrillation or other Device functions. Although battery cell depletion will occur with time and is not considered to be caused by

the quality of materials or workmanship, the warranty credits set out in Subsections A(4) and A(5) above will still apply to a Device

that must be replaced during the applicable warranty period due to battery depletion.

B. Instnx:tions on how to claim under this Limited Warranty

For specific instructions about how to obtain a warranty credit for a replaced Device under this Limited Warranty, Purchasers

should contact Medtronic at one of the addresses at the end of this warranty document and applicable to the country where your

Device or Replacement was implanted, or contact Medtronic at www.medIlronic.com. In general, in order to claim under this

Limited Warranty, all of the following conditions must be met:

(1) The Device must be implanted on or before its "Use By” or "Use Before” date in conjunction with Medtronic leads or leads of

equal quality and comparable electrical characteristics.

(2) The Device must be used in accordance with the labeling and not altered or subjected to misuse, reuse, abuse, accident, or

improper handling.

(3) In jurisdictions where it is a legal requirement or established practice to register a Device with the manufacturer, all Device
Nnt FObe repnxiuced wiihoui wriiien perminkM from Medtronic. Inc.
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registration materials must be completed and returned to Medtronic within thirty (30) days of the ImplantatiOT Date.

(4) Replaced Devices must be returned to Medtronic at the address listed below within ninety (90) days of explantation. By
returning the replaced Device and seeking a warranty credit under this Limited Warranty, thePatient-Purchaser agrees that the
replaced Device shall be the property of Medtronic. For Institution-Purchasers, their return of the replaced Device and seeking of a
warranty credit under this Limited Warranty is confirmation that they have obtained the prior [written] agreement of the patient that
the replaced Device shall be the property of Medtronic.

(5) Replaced Devices mu.st be accompanied by a written statement from the Purchaser indicating that the replaced Device is being
returned to Medtronic to determine whether a warranty credit is due under the Limited Warranty.

(6) Where the Purchaser is established or resident in a country within the European Economic Area, the Device should have been
first placed on the market in (he European Economic Area before ajurisdiction outside the Eurc”an Economic Area, by Medtronic
or by an entity in the same corporate group as Medtronic.

(7) The remedies provided under this Limited Warranty are offered for the sole benefit of the Purchaser when ail the above
conditions specified in this Limited Warranty are met The determination that u compor>ent of the Device is not as warranted in this
Limited Warranty shall be made solely by Medtronic after its tests and inspections and Medtronic's decision shall be final.

THE PURCHASER SHALL ENSURE THAT IT HAS COMPLIED WITH THESE CONDITIONS IN ORDER TO ENSURE THE
AVAILABIUTY OF THIS LIMITED WARRANTY.

C. This Limited Warranty is limited to its express terms. In particular.

(1) This Limited Warranty is made solely for the benefit of the Purchaser.

(2) The warranty credits provided under this Limited Warranty as de.scribed in subsections A(4) or A(5) above are the Purchaser’s
sole entitlement under this Limited Warranty and no such warranty credit shall extend beyond the period specified in subsections
A(4), A(5), and A(6).

(3) To the maximum extent permitted by law, the warranty credits set out at A(4) and A(5) above under this Limited Warranty are
exclusive and in lieu of all other warranties and remedies, and Medtronic specifically disclaims all statutory or implied warranties
or conditions, including but no( limited to, warranties of merchantability, satisfactory quality and fitness fora particular purpo.se. If
statutory or implied warranties cannot lawfully be disclaimed or restricted in u particular jurisdiction, then to the extent permitted
by law in such jurisdiction, all such warranties shall be limited in duration to the longer of the legal minimum period or the periods
specified in subsections A(4). A(5), and A(6) of this Limited Warranty and to the replacement and credit provisions detailed in
subsections A(4) and A(5) of this Limited Warranty.

(4) To the maximum extent permitted by law, Medtronic is nM responsible for, and this Limited Warranty is not intended to confer,
ny responsibility for any direct, special, incidental or consequential damages, los.ses or expenses resulting from any breach of this
Limited Warranty or under any other legal theory whether or not Medtronic was advised or aware of the possibility of such damage,
losses or expenses. In some jurisdictions, the foregoing limitation is not legally permitted to apply to death or personal injury
claims, fraud or any statutory liability for intentional and grossly negligent or negligent acts and/or omissions, so the above
exclusion or limitation may not be applicable to the Purchaser in such jurisdictions.

(5) If any part or term of this Limited Warranty is held to be illegal, unenforceable, or in conflict with applicable law by a court of
competent jurisdiction, the validity of the remaining portions of the Limited Warranty shall not be affected, ar>d all rights and
obligations shall be construed and enforced as if this Limited Warranty did not contain the particular part or term held to be invalid.

(6) No person has any authority to bind Medtronic to any repre.sentution, condition, or warranty with respect to the Device (hat
deviates in any respect from this Limited Warranty.

(7) THIS LIMITED WARRANTY ISNOT APPUCABLE TO LEADS OR ACCESSORIES USED WITH THE DEVICE.

Not to be reproduced without writtefl permission from Medtronic, Inc.
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(8) Any warranty issued by the local Medtronic ofTice in the country of purchase supersedes this Limited Warranty.

General Warning

Medtronic devices» including but not limited to the Device are implanted in the extremely hostile environment of the human body.
In addition, each patient requires individual trealn>ent by the physician including but not limited to individual settings of the Device.
The hostile body environment and the clinical necessity for patient individual settings for the Device place severe limitations on the
design and function of the Device and the lead. These limitations unavoidably reduce the potential performance and longevity of the
Device and lead despite the exercise of due care in design, component selection, manufacture, and testing prior to sale. Reference is
hereby made to published data on predictable failure rates of devices and the lead and their implantation, which have either been
furnished by Medtronic to physicians or are otherwise available to physicians.

Important Note

Medtronic recommends physicians fully disclose all safety and performance risks associated with the implant of a device or the lead
to the patient before the implantation date. Medtronic similarly recommends patients always talk with their physicians about
diagnosis and treatment information and ensure that they understand and carefully follow that information. In addition, Medtronic
refers physicians to the implant instructions delivered with every device and lead which include further important measures which
physicians should take regarding implant techniques and selection of appropriate individual pratient settings for a device in order to
minimize the risk of reduced safety or prerformance, including longevity, of a device and lead.

22. The list  of

international regulatory REFERENCED HARMONIZATION

documents/standards, STANDARDS TTA STATEMENT COMPLIANCE
Wh';h tmatches medical EN 45502-1:2015 Active implantable medical devices - Part I Harmonized under the Full Compliance

produc General requiremenls for safety, marking and for AIMD and MD

information to be provided by the manufacturer ~ Directives of Eurojje

EN 45502-2-1:2003  Active implantable medical devices - Part 2-1: Harmonized under the Only Section 6 applies
Particular requirements for active implantable AIMD and MD
medical devices intended to treat bradyarrhythmia Directives of Europe

EN 45502-2-2: 2008  Active implantable medical devices - Pan 2-2: Harmonized under the Full Compliance
Panicular requirements for active implantable AIMD and MD
medical devices intended to treat tachyarrhythmia Directives of Europe
(includes implantable defibrillators)

ISO 14708-1:2012  AIMD- Part 1 General Requirements for Safely, Full Compliance
Marking and Information to be provided by the
Manufacturer

ISO 14708-2: 2012 Implants for surgery - Active implantable medical — Only Section 6 applies

devices - Part 2: Cardiac pacemakers

Not to be reproduced without written pennission from Medtronic, Inc.
Medtronic, Inc.
- Confidential
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ISO 14708-6:2010

ENISO 14971:2012

ISO 11607-1:2009

ISO 11607-2:2006

EN 1041:2008+2013

ENISO 11135-1:2014

EN 980:2008

EN ISO 10993-
1:2009/AC:2010

EN ISO 10993-2:2006

Implants for surgery - Active implantable medical Full Compliance
devices - Part 6: Particular requirements for active

implantable medical devices intended to treat

tachyarrhythmia (including implantable

defibrillators)

Medical devices - Application of risk Harmonized under the Full Compliance
management to medical devices (ISO 14971: AIMD and MD

2007, corrected version 2007-10-01) Directives of Europe

Packaging for terminally sterilized medical Harmonized under the Full CcMTipliance
devices - Part 1 Requirements for materials, AIMD and MD

sterile barrier systems and packaging systems Directives of Europe

(ISO 11607-1:2006)

Packaging for terminally sterilized medical Harmonized under the Full Compliance
devices Part 2: Validation requirements for AIMD and MD

forming, sealing and assembly processes - First Directives of Europe

edition
Information supplied by the manufacturer with Harmonized under the Full Compliance
medical devices AIMD and MD

Directives of Europe
Sterilization of medical devices - Validation and Harmonized under the Full Compliance
routine control of Ethylene Oxide sterilization AIMD and MD
Directives of Europe
Graphical symbols for use in the labelling of Harmonized under the Full Compliance
nriedical devices AIMD and MD
Directives of Europe
Biological evaluation of medical devices - Part 1 Harmonized under the Full compliance for applicable
Evaluation and testing within a risk management AIMD and MD sections: (Meets all
process Directives of Europe  requirements for  implanted
devices in tissue/bone listed in
tables 1and 2)
Biological evaluation of medical devices - Part 2: Full compliance
Animal welfare requirements

Not (o be reproduced without written pemti&sion from Medtronic, Inc.
Medtronic, Inc.
* Confidential
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ENISO 10993-3:2014 Biological evaluation of medical devices - Part 3: Harmonized under the Full compliance
Tests for genotoxicity, carcinogenicity and AIMD and MD

reproductive toxicity Directives of Europe
EN ISO 10993-4:2017 Biological evaluation of medical devices - Part 4: Harmonized under the Not available
Selection of tests for interactions with blood AIMD and MD

Directives of Europe
ENISO 10993-5:2009 Biological evaluation of medical devices - Part 5: Harmonized under the Full compliance
Tests for in vitro cytotoxicity AIMD and MD
Directives of Europe
ENISO 10993-6:2016 Biological evaluation of medical devices - Part 6: Harmonized under the Full compliance

Tests for local effects after implantation AIMD and MD
Directives of Europe
EN ISO 10993- Biological evaluation of medical devices - Part 7: Harmonized under the Full Compliance for applicable
7:2008/AC:2009 Ethylene Oxide sterilization residuals AIMD and  MD sections (section 4.3.2

Directives of Europe  Permanent contact device)
EN ISO 10993-9:2009 Biological evaluation of medical devices - Part 9: Harmonized under the Full Compliance
Framework for identification and quantification AIMD and MD

of potential degradation products Directives of Europe
EN ISO 10993- Biological evaluation of medical devices - Part Full Compliance
10:2010 10: Tests for irritation and skin sensitization
EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the Full Compliance
11:2006 11 Tests for systemic toxicity AIMD and MD
Directives of Europe
EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the Full Compliance
12:2012 12: Sample preparation and reference materials ~ AIMD and MD
Directives of Europe
EN ISO 10993- Biological evaluation of medical devices  Part Harmonized under the Full Compliance
13:2010 13:  Identification and quantification of AIMD aiKi MD
degradation products from polymeric medical Directives of Europe
devices
EN ISO 10993- Biological evaluation of medical devices. Part 15. Harmonized under the Full Compliance
15:2000 Identification and quantiUcution of degradation AIMD and MD
products from metals and alloys Directives of Europe

Not to be reproduced wiihuui writien pcrmfssiofl F'roT MeiHnmic, Inc.
Medironic. Inc.
« ConfideniiBI
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EN ISO 10993- Biological evaluation of medical devices - Part Harmonized under the The evaluation was not carried
16:2010 16: Toxicokinetic study design for degradation AIMD and MD out due to the availability of
products and leachables Directives of Europe data on the use of these
materials in marketable products

and biosafety testing

EN ISO 10993- Biological evaluation of medical devices. Part 17. Harmonized under the The evaluation was not carried
17:2002 Establishment of allowable limits for leachable AIMD and MD out due to the availability of
substances Directives of Europe data on the use of these

materials in marketable products
and biosafety testing

EN  556-1; 2001/ Sterilization of medical devices - Requirements Full Compliance

AC:2006 for medical devices to be labeled “Sterile” - Part
1 requirements for terminally sterilirad medical
devices

ISO 5841-3; 2013 Implants for surgery - Cardiac pacemakers - Part Full compliance for applicable
3. Low-profile connectors (1S-1) for implantable sections  (Section 4.2 s
pacemakers applicable to leads only and

does not apply)
ISO 11318 Cardiac defibrillators - Connector assembly DF-1 Full Compliance

for implantable defibrillators — Dimensions and
test requirements

EN 62366-1:2015 Medical devices - Application of usability Harmonized under the Full compliuiKe only for user

engineering to medical devices MD  Directives ofinterface and other design
Europe outputs developed on the Event
MRI project
EN 62304:2016 Medical device software. Software life-cycle Harmonized under the Full compliance only for code
processes AIMD and MD developed on the Evera MKI
Directives of Europe  project
EN 6060I-1: 2006 General requirenrrents for safety of Medical Harmonized under the Clause 14 only (programmer
AC2010 Electrical devices AIMD and MD software)
Directives of Europe
(1st Edition)

N(Mto be reproduced without written permission from MeOirunic. Inc.
Medtronic, Inc.
- Confidcniial



EN 60601-1-6; 2010  Medical electrical equipment —Part 1-6; General Harmonized under the Full compliance only for user
requirements for basic safety and essential AIMD and MD interface and other design

performance «Collateral standard: Usability Directives of Europe  outputs developed on the Evera
MRI project
23. Customer Service
Service Medtronic employs highly trained representatives and engineers located throughout the world to serve you and, upon request, to

provide training to qualified hospital personnel in the use of Medtronic products. Medtronic also maintains a professional staff to
provide technical consultation to product users. For more information, contact your local Medtronic representative, or call or write
Medtronic at the appropriate telephone number or address listed below.

Medtronic Inc.» USA

Information for patients:

Toll-free+1 800 551 5544

(7 am. - 6 p.m., Monday-Friday, central time)
Fax+l 763 514 1855

Representative company of Medtronic in Russia

MedtronicLLC,

Russia, 123317 Moscow,

Presnenskaya Nabere/hnaya, 10

Tel.: +7 495 580 7377 +7 495 580 7377 FREE

Fax: + 7 495 580 7378

E-mail: info.russia@medtronic.ru

Internet: www.medironic.eu,www.medtronic.ru

To find the addresses of offices worldwide Medtronic, please go to the following link:
http7/www.medtronic.com

Nol 10 be reproduced without written penni&siun Irom Medtronic. Inc.
Medtronic. Inc.
- Confidential
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MepeBof C aHINIACKOrO A3blKa Ha PYCCKMI SA3bIK

«MepTpoHuk, MHK.H (Medtronic, Inc.)
710 MeaTpoHuK Mapkyaii
MuHHeanonue, wrat MuHHecota 55432, CLUA
(710 Medtronic Paricway
Minneapolis, MN 55432, USA)
[NoroTun: MegTpoHnk (Medtronic)/

Oaubwe. BmecTe/
/Wramn: CUHAW A. BUTENBBAX (CINDIA. BIGELBACH)

3CyaapCTBEUHDBIA HOTapUyC
WTaT MuHHecoTa
CpoK MOUX nosiHoMouun ucTekaeT 31aHBapsa 2022 roga/
/Mopanucs/ 09.09.2019 .

/Moanwce/ 09 ceHTA6psa 2019 roga
FOpwuc Banarc (Juris Vanags)
Cneumannct rno HOPMaTMBHO-NPABOBOMY perynmpoBaHuio  [ata
«MefTPOHNK VIHK.»

MpunoxeHne K PyKoBOACTBY M0 3KcnyaTaunun ycTpocTBa

1 HammeHoBaHune  KappauoepTep‘AethHOPMNASATOP LNDPOBOA MMMNIAHTUPYEMbIA ABYXKaMepHbIi Evera (ganee no TeEKCTY MOXET
MeaULNHCKOro ynoMmuHatbcsa Kak: MK/ Evera, Evera MRI, I'TT MPT, nmnnaHTupyemblii KapanoBepTep-Le@ubpunnaTop, ycTpomucTBeo,
n3genns n3genue, cucTema)

KapanoBepTep-aetonbpnnnatop uMgpoBoii MMNAaHTUPYEMbIN ABYXKaMepHbIii Evera MRI S DR ¢ TexHonorueri
SureScan mogens DDMC3D1:
- UIMMNJIaHTUPYeMbI KapanosepTep-AembpnnnsaTop;
- K/TH0Y C TapMpPOBaHHbIM YCUINEM;
- 3arnyLiKa KOHHeKTOPHOM Yactu Medtronic DF-1;
OOKYMeHTauUMA no nNpoayKumm Ha 6ymakHoMm HocuTesne n CD.

2. HasHaueHune KapgvosepTep-aedunbpmnnnsatop unpoBoin MMANaHTUPYeMbli 4ByxKaMepHbIi Evera MRI XT DR ¢ TexHonoruei SureScan -
MeJMLMHCKOro 3TO0 My/IbTUNPOrpPaMMUpPYyeMblii KapanmoCTUMYIATOP, KOTOPbI KOHTPONMPYET U PerynnpyeT 4acToTy CepAeyHbIX COKpaLLeHNI
nsnenuns nauMeHTa nyTem obecneyeHns 04HO- UM ABYXKaMePHOM YaCcTOTHO-aAanTUBHOM CTUMYNAUMN Npn bpagukapanm, neYeHnn

YKeNyA04KOBOW TaxmapuTMUM 1 NIeYeHUN NPEACEPAHONA TaxmapuTMUN.

M3nenve aBTOMaTUYECKM AETEKTUPYET XenyaouKoBble Taxmaputmum (kenyaovkoByto Taxukapamio (OKT) / dmnbpmunnsauuto
xenypnoyukos (PXK)) n obecriedymBaeT nedeHne nyTem LednbpuUIaLMn, KapamoBepcun N aHTUTaXUKapANYecKom CTUMYNSLMUN.
M3genue Takke aBTOMaTUYECKN JETEKTUPYET MpeAcepAHble Taxmaputmum (npeacepfHyto Taxukapguio (MT) / pubpunnaumio
npegcepanin (PI1)) n obecneunBaeT neveHre NyTeM KapAvOBEPCUN Y aHTUTaXMKapANYECKOn CTUMYIAUMN. B 0TBET Ha
bpagvapuTMUn u3genve obecriedmBaeT Tepanuio ¢ NPUMeHeHVEM KapanocTumynsaumn. M3genve Takke no3sossieT cobnpatb

ANarHoOCTN4YeCKyrto U MOHUTOPUHIOBYIO VIH(*)OpMaU'I/II'O, KOTOpad nonesHa anAa oueHKU CUCTEMbI N TEHEHUA NaLlMeHTa.
Bocnpown3aBeaeHne 63 NMCbMEHHOTO paspeLleHnst KOMNaHum «MeaTpoHNUK VIHK.» 3anpeLeHo.

«MefTPOHUK VIHK.»
& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU -KoHthmaeHunanbHo



3. OnuncaHne
XapaKTepucTukK i
NPUHLNNOB
(PYHKLNOHMpPOBAHMNS
MeAMLMHCKOro n3aenns
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[ByxkamepHble VK[ Evcia, KOTopble SBNSHOTCA NPeAMETOM JaHHOMO MPeACTaB/EHNS AOKYMEHTOB Ha PacCMOTPEHME, MepeylncrieHbl

HWKE:

Tabnuuya 1:
HanmeHoBaHne mopgenm
Evera MR] S DR SureScan

Cpepa npumeHeHus: Kapaponorus.
CpaBHeHune yHKUnin KA Evera MRI XT n Evera MRI $:

Homep mogemm
DDMC3D1

[MosicHeHus: \ = yHKUMA NpeaycMOTPEHa B YCTPOICTBE; NYCTOE Mosie = (hyHKUMS He NpeiycMOTPeHa B YCTPOCTBE]

Anauu|1|n Tl
Kpyum1upl|111CLL,
IXDF4
IxIS-1 + IXDR
2xIS-1 +2xDF-I
IXIS-1 +2xDF-I

MeXaHUYecKre KOMMOHeTs!

AHeprua nmnynbca gedropunnaumm — 350>k
BecnposoaHas Tenemetpusa Conexus™
CvcTeMa OnoBeLLeHNs NaLveHTa

OO M» cUCTEMHBIE (DYHKLIMK

YnpaBsneHue >eny04KoBbIM 3aXBaTOM

YnpasneHve npeacepaHbIM 3axBaTom
OueHKa ocTaBLUerocs pecypea
OMOBELLEHVS 0 TAXMAPUTMUN WM QUBPUANSALMN NPeacepanii

OnoBeLLeHns 0 hrMbpUNIALMM Npeacepanii
Be33ByUHbIN PEXM OMNOBELLEHNI
OnoBeLLEeHWe 0 COCTOSHUM 3NeKTpoaa

(hyLUeLHW, ocobeanocrnl 1 pexxumbl Npu 6pagaapuTeBmx

MWHUMabHas! XKenyA0UKoBast KapayoCTUMY LS
OnTUMM3aLs MPOMAS YacTOTbl

KT.LLl 1$blwn)b|LU

Bxupow3BeneHne 6e3 NNCbMEHWOTO PU3PELLIENNB KOMMaHUN «Men3pounk HK.» ‘MLUPCHKHO.

«MefTpoHMK HK.»
- KandmaeHummnnsHo
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OTKNMK Ha pe3Koe cHMKeHre YCC

PacluMpeHHble BepXHME 4acToTbl (4actoTa OTCNEXUBAHUA Y
ceHcopa) (8o 175)

YnpasneHne OTBETOM Mpu rbpunisumm npeacepanii

MpesioTBpBLUEMNE/NOAABNELLILe apUTMUK XKeNya0UKOB

Crabunusaums xenyaoukosoro putma (VRS)

YactoTa 1 ANnTeNbHOCTb COKPALLEHWIA NOCe TaxuapyuMmin u
hrbpunasLMM XKeny[aouKoB

JeTtorassa apsTMMH Xenynoq10011

[OeTeKums GUEPUANALMN XKeny[04KOoB

[JeTekums TaxmapuMumn >Kenyao0ukoB

JeTekups (hacLyKyISpHON TaxvMKapamn XeyLoUKOB
MOHMTOPVHT TaXMKapAWn >Ke/yA04YKOB
CTabunuaaums Taxukapany Xenya04uKkos

Kputepuii Hauana anuzoga

Cuctema PR Logic (nornyeckass cxema MO3UTUBHOMO
NPOrHO3VPOBaHUA)

MNpogo/mkeHne  TepanMM  BHE  3arporpaMMyMpOBaHHOMo
BPEMEHM NMPK COXPaHAIOLLENCS BbICOKOW YacToTe

BonHbl Manoin amnnntygsl/BeiiBneT-aHanns

[JvckpuMuHaums 3yéua T

JncKkpyuMmHaLmA LWyMOB 3M1eKTpoaa.

Mpogo/mkeHne Tepanun  UOPWINIALMM  XKENY[0YKOB  BHE

3anporpaMMMpoOBaHHOTO  BPEMEHW MPU  COXPaHsIHoLLEelics
BbICOKOI YacToTe

MoarsepxaeHve+

TepBaBsi APBTMMB Xe/y[04KOB
OembpunaUmoHnas Tepanms >Kenyao0ukos

KapavoBsepcust Xesya04KoB

AHTUTaxm KapandecKas CTUuMynaumna Xenyg04KkoB

BocnpoH3aoLllHue 6e3 mKbMeHNOro pospeLualus kKomnaHum «Mea3poHHK HK.» 3umpeLleno.

«Men3poHHK VHK.»
- KoHdoHACl(upansilo

= QI <= < < <
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AHTUTaXMKapaMUeckas CTUMYNSLUMA BO BPeMs 3apsiiKu
Cuctema cbepexxeHyis 3apsiaa 6atapen

AMropow iniiiiiTilicTUu BOpCAGW ABYIO CNW YyNATH

KapanocTUMynsaLms  YCKOPEHUsi CepaIeYHoro putMa nocre
MEePEKIIOUEHNS peXxuMa

Crabunmsaumsa 4acToTbl COKpaLLeHus npeacepauii
MpegnoutuTenbHas CTUMyNALUS Npeacepanii
L TKwn ApsTMw Bpeaoypai

Jetekuys aputmumn npeacepamii (2 30HbI)
MOHUTOPUHT aputMmumn npeacepanii (1 30Ha)

dubpunnaums npeacepauii Ha ocHoBe >kenyoukos (VBAF)

TcpB L » BpATALW OPCACBP1BH

KapanoBsepcusi npeacepanii

Atrial 50 Hz Burst (B ycnoBusix KIIMHWUKN)

Atrial 50 Hz Burst (ambynaTopHblIli npuem)
AHTUTaXMKapauyeckas CTuMynaums

PeakTUBHast aHTUTaXMKapanyeckast CTUMyNALMA

MepBasg BOCACAYO LW Ero BA6ATOLEBUA

PacLUMpPEHHbIA  MOHUTOPUWHI  Taxvapumun/  ropunnsaLmmn

npeacepauii
PacLUMPEHHBIA MOHUTOPUHT (IMOPUNIIALMA NPeacepanii

Cardiac Compass**

AkTvBMpyemas nauveHToMm 3anucb 3TM ¢ BbICOKOW
TOYHOCTbLIO Nepeaaun

XpaHeHune HeaputMuyeckon KT
ApXxuB npeacepaHbIX aNM30408

ApPXUB XeJyA04YKOBbIX 3M1300B

(hYHKLMM N O nporpaMmmaropa

JononHuteapHast UHGopMaLys 06 3TMX PYHKLMSX NPeacTaBeHa B CripaBOYHOM PYKOBOACTBE.

Mocllpotokaelre 6e3 TKM>MEeHHOro paspeLueLllss KOMUOHUH «MenipomiK Iblk.« 3anpeLueHo.

«MenTpoHHK VHK.»
* KoHthuneHmmwls*o

< < < < <
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BecnpoBogHasa Tenemerpua Conexus - 3ta (YHKUMA MO3BOMSET OCYLLECTB/ATL 6GECnpOBOAHYIO Mepefady [AaHHbIX MEeXdy
MMNaHTMPOBaHHbLIM YCTPOCTBOM U NPOrpaMMaTopoM B 60/bHULIE WK KIMHUKE, aTAKOKE MEXAY UMMNTaHTUPOBaHHbLIM YCTPOCTBOM
1 JOMALLHAM MOHWUTOPOM Ha [OMY Y MauueHTa.

IKCTpeHHas Tepanus - BO BpeMs BU3UTa MaLMeHTa MOXHO BPYUHYHO 3anyCTUTb Aenbpunnaumio, Kapamosepeuio, (UKCUPOBaHHYHO
KapaMoCTUMYNALMIO, @ Takke 3KCTPEHHYI OJHOKAMEPHYHO ENYAOUKOBYH CTUMYNALMIO MO TPeboBaHUKo C UMbl ObICTPOro
KynMpoBaHUs 3M300B >KeNyA04KOBOW TaxmaputMum.

MoHUTOP pUTMa - 3TO OKHO MporpaMmaropa oTobpakaeT gaHHble KT, 6esanekTpogHoii KT (BIJKI), MapKepHbIi KaHan C
aHHOTaUMSIMM K Mapkepam, W OTC/IEXMBaEMble CUrHasIbl 3/IEKTPOrpaMMbl, MOMYYEHHbIE MNyTeM TENeMeTpun. B Hem Takke
oTobpaxkaetcss YCC naumeHTa v HTepBas cepAeyHOro putMa B BEpXHEM JIEBOM YTy OKHa.

KOHTPO/IbHBIW CNNCOK - 3Ta yHKUMS NPeAcTaBnseT COB0M MHTEPaKTMBHBIA NnepeyeHb O6LLMX 3a4aY, KOTOPbIE BbIMO/HAKTCS BO
BpeMs MMM/IaHTaUMM WM B Nepuog, nocnegytowero HabnmogeHus. Korga spad BbIGMpaeT 3agady, Ha nporpaMmMarope rosiBfisieTcs
COOTBETCTBYIOLUMIA 3KpaH A1 3TOW 334a4uv. Bpaum moryT co3garb CBOM COOCTBEHHbIE KOHTPOSbHbIE CMMCKM WM MCMOMb30BaTb
CTaHAAPTHbBIN KOHTPO/IbHbIA CNUCOK «MeaTPOHUK», KOTOPbIA NOCTaBNAETCA BMECTE C MPOrpaMMaTopoM.

BecnpoBogHas KT - 3Tn (hyHKUMS yCTpOIAcTBa MO3BO/ISIET BpayaM NpPOCMaTpuBaTh 1 (PUKCMPOBAThL CUTHaI, SKBMBAIEHTHbIN KT .
6e3 noacoeuHeHMs K noBepxHocT SKI-31eKTpooB.

TherapyGuide - ara (yHkUMs npegnaraeT Habop nNapaMeTpoB Ha OCHOBE MNPOrpaMMMpyemoli MH(OPMaLMy O KIMHUYECKOM
COCTOSIHMM MaumeHTa. TherapyGuide He 3aMeHSIET 3KCMEPTHON OLEHKW Bpaya. Bpay MOXeT NpuHATb, OTKNOHUTb WM U3MEHUTb
noboe 13 NPea/IoKeHHbIX 3HaUeHUI NapamMeTpoB.

NHdopmauus o naumeHTe - ata QyHKUMA NO3BOJISET BpayaM XpaHWUTb Ha MporpaMmMarope MHQopMaLmio 0 nallleHTe, KOTOPYH OHM
MOTYyT MPOCMaTPMBaTL U nevararb BO BPEMSA BU3UTa NaLyieHTa.

OcobeHHoe33! AnarHoCTUYeCKUX AaHHbIX

Ecnn MKI SureScan 3anporpammMunpoBaH Ha «Bkn.», gMarHOCrMYyeckHe JaHHble HC cobupatotcs. MNepen nposegeHnem MPT

CM. TeXHMYeckoe pyKoBOACTBO NO MPT. B KOTOPOM COLEPXWUTCH WHDOPMaUMa O MpesynpexaeHusx u  mMepax

NnpeaoCcToOPOXKHOCTU, CBA3aHHLIX ¢ MPT.

JononHutensHas nHgpopMaLms 06 aTUX OYHKLMAX NpeacTaB/ieHa B CNpaBoYHOM PYKOBO/CTBE.

BbICTpbIii NpocmMOTp 11- Ha 3TOM 3KpaHe MporpaMmaropa NpefcTaB/eHbl 0630pHbIe AaHHbIE O paboTe YCTPOICTBA M CEPAEHHOM

puTMe naupeHTa, cobpaHHble ¢ MOMeHTa nocneaHero BusuTa nauvelrra. OH COAEPXMT CCbIIKA Ha 60M1ee Moapo6bHble cBeAeHNs O

COCTOSIHUW 1 AMArHOCTUYECKYH MHGOPMaLMIo, KOTopast XPaHWUTCS B YCTPOIACTBE, HanpumMep, 06 anmM3ogax aputMuM 1 NpOBELAEHHOW

Tepanuu.

Medtronic CareAlert - ecnn ycTPOIACTBO MAEHTUNLMPYET KaKume-InMbo COCTOSHWSA, 3amnporpaMmypoBaHHble B CarcAlert wim

BbI3bIBalOLLVe aBTOMATMYECKOe OMOBeLLeHMe, 3Ta (DyHKUMS OTnpaBnsieT 6ecnpoBOAHOW CUTHai TPEBOTM MOHMTOPY MauueHTa,

nepesiaeT OnoBeLLeHNe B KIVHKKY, & TaKKe BblAaeT CUTHaN TPEBOTM NauWeHTy, YToObl YBEAOMMUTb NauMeHTa O HeobXxoaMMOCTU

06paTnTbCA 3a MEAVILIMHCKON MOMOLLBHO.

CurHan TpeBorn LenocTHocTv anektpoda MXX - 37a (yHKUMS NofaeT 3ByKOBOM CUrHa1 TPEBOTU, Npeaynpexaaolmi nauyeHTa

0 npegnosiaraeMoil NoTeHUManbHoOM npobnemMe anekTpoda MXK. kotopasi MOXET CBUAEreNnbCTBOBaTh O MOMOMKe anekTpoda. Korpa

Kputepun TpeBorn 6GyayT onpeeseHbl, Napamerpbl YC3pOMCTBA HacTpaHBak/ess aBTOMAaTM4Yecku BO M36exaHWe npoBedeHUs

HealeKBaTHOr O JieYeHNs.

TeHgeHuun Cardiac Compa.s.s - aTa (hyHKUMSA NPeACTaBsSeT cO60 0630p COCTOAHUA MaLUMeHTa B TeUeHMEe NocnegHux 14 mecsues

C rpajmkamuy, KOTopble OTOOPadKAOT [LOMTOCPOYHbIE K/IMHUYECKME TEHAEHUMM B acnekTe CepAeyHoro putMa M COCTOSHWA
Boenpoussenenve 61N nHcbmeHHOT PU3PELLCHLL] KObINOHUU HMea3ponkK HK.» 3anpeLLeHo.

«MeaTPOHHK HK.»
Ko*»cunclliwansio
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YCTPOICTBA, TakMe KaK yacToTa 3nmM30f0B apUTMUM, YacToTa CepAeyHbIX COKPALUEHWiA 1 TepaneBTUYECKME MeEPbl CO CTOPOHbI
YCTPOIACTBA.

OweT 06 06paboTKe AaHHbIX MO CEpAEYHOI HEAOCTAaTOYHOCTM - 3TOT MeYaTHbI OT4e'T 0606LLAET KNMHNYECKIWIA CTATyC NauueHTa
1 HabntogeHre nocne NocneAHEro KOHTPO/IbHOTO OCMOTpa. B oT4eTe npeAcTaBneHbl rpauki, KOTOpble AEMOHCTPUPYIOT TEHAEHLMN
B 3HAYEHMSIX CEPAEYHOTO pUTMA, YacToTe 3MNM3040B apUTMUM 1 NMOKa3aTessix HaKOMIEHWS YKAKOCTM 3a nocneaHne 14 MecsLges.
[aHHble 06 anM3oaax apuTMUM - B CUCTEME BEAETCS XKypHan 3mnv30f0B apuTMUM, KOTOPbIA Bpad MOXET MCMOoMb30BaTh /s
ObICTPOro NPOCMOTPA KPaTKMX M NOAPOGHBIX ANArHOCTUHECKUX AaHHBIX, B TOM YMCNE COXPaHEHHbIX PE3Y/bTaTOB 3M1EKTPOrPaMMbl,
AN BbIOpaHHOTO 3NM304a apUTMUK. Ha nporpammarope Takke MMEKTCS CHETUMKM 3NM3040B M Tepanvu, Npyu 3TOM COXpPaHEeHHbIe
[JaHHblE 0TOOPaXXAOT KOMMYECTBO 3M130A0B apuTMMN 1 Tepaniu.

ApxuMBHasi namsiTb - 3Ta AWarHoctuyeckass (yHKUMS (DUKCUPYeT WHTepBasbl, KOTOPblE HEMOCPeACTBEHHO MpPe/LlecTBOBa/ M
aNM30AaM TaxuapuTtMUn Unm npean(ecTBoBasn NOC/eAHEMY OMNPOCY YCrPOCTBA, W 3amnucbiBAOT AaHHbIE VHTEPBA/IOB C TEYEHWEM
BPEMEHM.

[aHHble 06 3NM30[ax CHMXKEHWUS 4acTOTbl CEPAEYHbIX COKpaW(EMHIA - 3Ta (yHKUMS OTOGpadKaeT AaHHble 06 MHTepBaiax
cepAeyHbIX COKpaLLeHWiA, KOTopble MCNOMb3yHTCA A/ aHann3a 330408 CHXEHUS YacTOTbl CEPAEUHbIX COKPALLIEHWIA U COObITUIA,
KOTOpble MNPMBOAAT K TakuMm  anm3odam. PyHKuMs  3arucbINCET  AaHHble 06  anu3ofax, KoTopble COOTBETCTBYHOT
3a/1pOrPamMMHPOBaKHbIM KPUTEPUAM [ETEKLIMW CHUXKEHNS YaCTOTbI CEPAEUHbIX COKpaLLEHNN.

FfMcTorpamMmmbl 4acTo3 bl - 3Ta AMArHOCTUYECKash XapaKTepUCTUKa AEMOHCTPMPYET Anana3oH pacnpeaesieHns YacToTbl CepagyHbIX
COKpaLLEHWIA NaLuneHTa.

DYHKUMN KapAHOCTUMYNAL MK

JononHutenbHaa yH)X>pMaLya 06 aTUX yHKUWAX NpeacTas/ieHa B CnpaBoyHOM PYKOBOACTBE.

ABTOMaTMYecKas perynmpoBka YyBCTBUTENbHOCTU-3Ta PYHKLMSA aBTOMATUYECKN PerysiMpyeT nopory 4yBCTBUTESIbHOCTM Noc/e

HacTynneHns onpeaeneHHbIX CoObITUIA ¢ KapanoCTUMYNAUMel 1 AeTeKTMPYeMbIX COBbITUIA.

YacTtoTHaa agantauus - ata QyHKUMA perynvpyet 4acToTy KapAvOCTUMYNALUMM B OTBET Ha U3MEHEHVs B AETEKUMM aKTUBHOCTU

nauueHTa.

onTMMmsauma NPopuaa YacToTbl - 3Ta (DYHKUMA OTCMEXMBAET eXefHEBHbIE U eXeMecAuHble NPOgUIN CEHCOPOB YacToTbl Y

Ka>KO0ro nauveHTa 1 KOppekTUpyeT KpMBble YacTOTHOM afanTauum ¢ TeYeHeM BpeMEHMN 151 AOCTMXKEHUA Ha3HAYeHHOro LieNieBoro

npouna yacToTbl. Llenb 3akntouaetca B TOM, 4TOObl 4acTOTHAsA adanTaums npofo/kalla COOTBETCTBOBATb BCEMY CMEKTPY

[OEATeNbHOCTN MaLyeHTa.

ynpasneHue 3axBaTtoM - 3Ta PYHKUMA KOHTPOIMPYET NOPOr KapAMOCTUMYSIALMK C eXXeHEBHBIM MOMCKOM Mnopora CTUMYIALMKN W,

€C/IN OHW 3anporpaMmMpoBaHa COOTBETCTBYIOLMM 00pasoM, - perynvpyer amnamtyibl CTUMYNAUMU OTHOCWUTESIHO LIENEBOi

aMmnanTygebl.

YactoTHO-agantusHblii AB (YAAB) - 3Ta (hyHKUMS OBYXKAMEPHON 3MEKTPOKUPAMOCTUMYASALMKN u3MeHsieT putm AB (PAB) u

M3MepeHHble uHTepBasibl AB (MAB) . yBenuuvBas WM yMeHblUas 4acTOTy CepAeyHblX COKpalleHuid AN noafepkaHus

otcnexxmsaHusa 1:1 n AB CMHXPOHHOCTK.

ABTO MXMPM - 3Ta dyHKUWS KOPPEKTUPYET MOEDKETYA04KOBbIA MpeacepaHblii petpakTepHbii nepuog (MXXMPI) B oTBET Ha

M3MEHEHUA NynbCa NaupeHTa Win 4Yaetotbl cTuMynsaumn. TDKMPT oavHHEE MNpu NOHWXKEHHbIX CKOPOCTSAX CNEXEHWS, YTOObI

NpegoTBpaTUTL  KapAMoCTMMYyATOp-onocpefoBaHHyo Taxukapamio (KOT) M Kopoye Mpu MOBbIWEHHBIX CKOPOCTAX , YTOObI

COXPaHUTb COOTHOLLIEHWE oTcNeXunsaHus | :1.

CHWKeHMe 4acToTbl CePAEYHbIX COKPanleHMn - 3Ta PYHKUMA KOHTPONMPYET CepALe B OTHOLLUEHUW 3HAYMTENIbHOMO CHUDKEHUS

4acToTbl CEPAEUHOrO pUTMA 1 pearvpyeT CTUMyNsLvei cepaua npy NOBbILLEHHOR YacToTe B TeUeHMe 3anporpaMmM1poBaHHOIO CPOKa.
BcknpoH3oeacHe 6e3 NMCbMEHHOro paspeLueHun! komnanun «MeaTpoHuk nk.B ‘Muipeiueiio.

«MefiTpoHHK NHK.>
- KoHthbHaeHumansno
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CoH - Onarogapsa 93TOl  (YHKUMM  YCTPOICTBO  BbIMOMHSAET KapAMOCTUMYSLMIO C  MeHbLUe 4acToTOl BO  Bpems
3anpon>amMmMMpOBaHHOro Nepuoaa cHa.

HekoHKypeHTHasa npegcepaHas ctumynauma (HKMC) - 3ra diyHKUmMA 3anpeLyaeT npeAcepaHyto 3MEKTPOKapAMOCTUMYNALMIO B
TeyeHue nporpaMMUPYeMOro MHTepBasia Mocse He MoAAatoLWwerocs IeYEHNIO NPeacepaHoro cobbITus.

BospgelicTBue KapgouocTUMYNSTOp-onocpefoBamMHon Taxukapgum (KOT) - ata (yHKUMA aBTOMAaTMYeCKn [eTEKTUpYeT U
npepbIBaET ONpeAeeHHbIe ycTpoiictBoM KOTbI.

OTBeT HaMCX-gaHHasa dyHkuma pacwmpset MXMNPM nocne npexxaespemeHrolo cokpateHus xenynouka (MCXX) Bo nsbexaHve
OTCNIEXMBaHUA PETPOrpagHoro 3ybua P v ans npepoTBpalleHns PpeTporpagHoii NPOBOAUMOCTU OT MHIMOMPOBaHWS NPeACepaHoON
CTUMYNALUN.

MpeBeHTUBHas xxenygoukosas ctumynaumsa (MXXC) - ata dyHKUMS nNpeaoTBpallaeT HeaeKBaTHOe NOAABEHNE XKENYAOUKOBOM
CTUMYASILUN, BbI3BAHHOE B3aVIMOB/IMSIHYIEM WV YKENTyA0HKOBOW rMNepLeTeKLMe.

MepekntoyeHne pexxmma - 3ta PYHKUMS NEePeKTIoUaeT PeXXUM KapAuoCcTUMYNAUMM 13 ABYXKaMEPHOTO pPeXxMa OTCEXMBaHMS
npeacepanii B pexxum 6e3 OTCNEXMBaHUA BO Bpems MPEeACEepOHON TaxuvaputMun. 3Ta (yHKUMA NpegoTBpallaeT ObICTpyHo
KapAMOCTUMYISILMIO KEeMY[04KOB, KOTOpasi MOXKET BO3HWKWYTb B pesysibTaTe OTC/IEXMBAHWS BbICOKOM 4acTOTbl COKpALLEHMS
npeacepauwii, 1 BocCTaHaB/IMBAET 3anporpaMMMPOBaHHbIA PEXVM CTUMYASLMN MO OKOHYaHWM 3N1304a NpeacepaHoi TaxmaputmMmnm,
OTBeT Ha nposefeHue O - 3ta yHKUMA NMOMOraeT 06eCnevnTb PEryNspHbIA dKENYAOUKOBbIA PUTM BO BPEMSI MPOBEAEHHBIX
anmsogoB MT/®MN nytem yBe;HYEHWST YacTOThbl KapAMOCTUMYALMMA B COOTBETCTBUM C COOCTBEHHLIM YKE/YA04YKOBbIM OTBETOM
naupeHTa.

Crabunusauusa npegcepgHoro putma (CMP) - ata GyHKUMSA aganTupyeT YacToTy KapAuocTUMYAsuMK Mpeacepanii B OTBET Ha
npexaespeMeHHoe npeacepaHoe cokpalleHve (MMC) BO m3bexaHWe AnuTeNbHbIX May3 akTUBHOCTM CMHYCOBOrO Yy3fna nocne
KOPOTKUX MHTEPBA/IOB pUTMa NPEACEPANIA.

MpegnoututensHaa ctumynsaumsa npegcepauidi (MCM) - 3ta QyHKUMA noaaepKvBaeT MOCNef0BaTeNlbHOCTL  aKTMBaLuK,
obecneunBas HeNpPepbIBHYIO CTUMY/IALMIO, TOYHO COOTBETCIBYHOLLYIO BHYTPEHHEMY PUTMY.

OBeppgpanB cTumMynsaumnsa nocne nepeknoyveHns pexxuma (OCMMP) ~ 3ta dyHKumsA paboTaet ¢ yHKumein Mode Switch, uto6bI
obecneunTb OBEpAPaB NPeACEpAHOM CTUMYISILMM BO BPEMS YA3BMMOW (basbl noc/ie npekpaieHns anusogda AT/Ad.

MocT AT/A® wokoBas cTUMynALMA - 3Ta (PyHKUMS obecneunBaeT BPEMEHHOW OBepApaiiB 31eKrpoKapaAMOCTUMYNALMN B TeYEHNE
3anporpamMmmm1poBaHHOIO BpeMEHW MOC/E XKe/yA04KOBOI BbICOKOBO/ILTHOM Tepanuu.

Ctabunusauyma >xenygoukoBoro putMma (CXP) - dyHKUMS ynpaBneHus >XenyJo4KOBbIM PUTMOM, KOTOpasi AUHaMUYECKU
perynnmpyeT 4acToTy CTUMY/ISILMKN A1 YCTPaHeHWs AONTOi naysbl, KoTopast 06bI4HO cnegyer 3a MCX.

OYHKLUNM JeTeKUMM TaxnaputMmmum
Ecnu dyHkums MR1 SureScan 3anporpaMMupoBaHa Ha «Bk/.», AeTeKuna 1 Tepanus TaxmaputMmum npuocTaHaBIMBaKTCS.
Mepepn nposefeHeMm MP1'cMm.1lexHnueckoe pykoBoacTBO NOMPT, B KOTOPOM COAEPXKUTCA MHPOPMALMA O NpenynpeXxaeHnsax
1 Mepax npenoctopoXKHOCTU, CBA3aHHbIX ¢ MPT.

JononHuTensHaa MHpopmMaLma 06 sTUX GyHKUMSAX NpecTaB/ieHa B CpPaBoOYHOM PYKOBOACTBE.

Jetekumnsa MOT/PM - ata GyHKUMA aHANM3MPYET YacTOTy COKpALLEeHWUs Npeacepauii 1 ee BIUSHWE Ha XKenyouKoBbIA puUTM, YTO6bI
onpefenutb, CTPaAaeT M NaumMeHT B HacTosLlee Bpems OT NpeacepfHol TaxvapurMmun. [lokasasenbCTBa Hanmuma npencepaHol
TaXMapuTMUN OCHOBaHbI Ha KOMIMYECTBE U BPEMEHW MPeAcepiHbIX COObIWH BO BPeMA MHTEPBA/IOB XXeNyA0YKOBbIX KOMM/EKCOB. B
3aBMCMMOCTM OT NpOrpaMmMmMpoBaHWs, YCTPOWCTBO 0b6ecreurBaeT  3anporpaMMMPOBaHHY0  MOC/eA0BaTeIbHOCTL  Tepanum
npeacepauvii uin NpPoAO/HKAET MOHUTOPVHT 63 NpoBeAEeHMs Tepanuu.

BocnpousacoeHHe 6e3 nucbMeHHoro pmpeiiCiiH» komnaHum «McATwimK WHk.» lunpciicHO.
«MenTpoHUK VHK.»
- KondbHaenupmmnbno
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Lel«knum XX T/XX ® -3T7a hyHKUMS MCMO/b3YET NPOrpamMmMmpyeMble 30HbI AETEKUMM AN KnacCurKaLmmn ey A04KOBbIX COObITHIA.
Ecnv KonmMuyecTBO COBLITWIA TaxMapuUTMIUM B 30HE MPEBBILLAET 3anporpaMM1pOBaHHOE NMOPOroBOe 3HaYeHWe, YCTPOCTBO AETEKTUPYET
3NM30[, XeNyJ04KOBOM TaxvapuTtMun. B 3aBUCMMOCTY OT peXkviMa NporpaMMM1POBaHIis, YCTPOMCTBO BbIMO/HSIET 3an/iaHUpPOBaHHYH
Tepanuto, NOBTOPHO OLIEHVBAET CepAEYHbIA PUTM MauMeHTa 1 3aBepLUaeT Win NOBTOPHO AETEKTMPYET N304,

PR L(~c - aTOT Habop hyHKLUMIA MCNOMb3YET LWAGAOH 1 aHasn3 4acToTbl 418 TOT0, YTOOb! ANCKPUMMHMPOBATL HapKeNy04KOBbIe
Taxukapgun (HXXT) 1 NCTUHHBIE YXENMy[04YKOBbIE TaXMapUTMUL U MPeAOTBPaTUTL OWMOOYHYIO AETEKUMIO 1 Tepanuio XXT/®XK Bo
BpeMsi anN1M30408B 6bICTPO npoBoanmol HXXT.

Wavelet — 3Ta (hyHKUMSI NpefHa3HaYeHa 415 npefoTBpalleHns getekuym HXXT ¢ 6bICTpbIM cepaUebUeHrEM Kak >KesTyI04KOBOA
TaxuapuTMmn, NyTem cpaBHeHMs (POPMbI KXKA0ro QRS KOMMIeKca Npuy BbICOKOM YacToTe XenyA0UKOBbIX COKPALLEHUI C LLIab/IOHOM.
3Ta (hyHKUMA NpeaocTaBnseT BO3MOXKHOCTb aBTOMATMYeCKy cobupaTb M NOAAEPKMBATL COXPAHEHHbINA LLABIOH.

Havano anmsofda - 3ta (hyHKUMS MOMOraeT NpegoTBpaTuUTb AETEKUMIO CMHYCOBOWM Taxmkapgmy kKak XX T Ha OCHOBaHUM OLEHKM
YCKOPEHWS XKesTyA04KOBOrO puTMa.

CTabunbHOCTL - 3Ta (lyHKUMS NOMOraeT NpeA0TBPaTUTb AETEKLMIO (MOPUNNALMIN NPEACepaniA Kak >KenyAoUKOBOM TaxmaputMmim
Ha OCHOBaHWUW OLLEHKM CTaBUTBHOCTM YKeNyA0YKOBOro putMa. ECn yCcTpOcTBO onpeae”3ser, YTO XKeTyA04KOBbIA PUTM HECTAOW/IEH,
OHO He getekTupyeTt XT.

BbICOKMIA noka3aTe.lb MPEBbLIWEHUS NMMUTA BPEMEHU - 3Ta (PYHKUMA NO3BOJSET YCTPOMCTBY OBGECMEUUTb NeveHne 60N
YKeNy404KOBOI TaxmapuTMmm, KOTOpasi BbIXOAUT 3a Mpeaesibl 3anporpaMMMpOBaHHONO OTPE3Ka BPEMEHM.

AnckpumnHaums 3ybua T - ata PyHKLUUA NO3BOMSET He AeTeKTMpoBaTh cobbITre XXT/XK®, Korga BbICOKas 4actoTa »esyA04KOBbIX
COKpALLEHWI AETEKTUPYETCA M3-3a TMnepaeTeKummn 3y6L0B T, UTO NO3BO/SIET NPEAOTBPATUTL NPOBEAEHNE HEaAEKBATHOI Tepanuu.
AunckpumunHauma wyma anektpoga MX - Korga ycTpoiicTBO onpegenseT WyMm 3/eKTpoda M3-3a NpeanonaraeMoii npobnembl
3NEKTPOAEA, 3Ta (PYHKLMA NO3BOSISET HE AETEKTUPOBATL COObITVE XXT/XK®, UTO NO3BONSET NPEAOTBPATUTL NPOBEAEHNE HEAAEKBATHON
Tepanuu. Kpome TOro, mpv COOTBETCTBYIOLLEM PEXMME MPOrpaMMMPOBaHVS 3BYYMT CUTHas, YBEAOMASIOWMIA NauueHta o
HeobX0AMMOCTN NOCETUTL Bpaya.

OYHKUUM TEpanum TaxmaputMmmmn

Ecnn dyHkuma MRI SureScan 3anporpammMunpoBaHa Ha «BKki.», eTeKumsa 1 tepanmsa TaxmaputMmmnmn npnoctaHaBaMBatoTCs.
Mepep npoeeaeHveM MPT cu. rexHnyeckoe pykoBoAcTBo No MFH', B KOTOPOM COLEPXKUTCA MHhOpMaLUs 0 NpeaynpexaeHnsax
N Mepax NpeaoCTOPOXKHOCTH, CBA3AaHHbIX ¢ MPT.

JononHutensHas nHpopmMauma 06 aTux (yHKLMSAX NPeacTasneHa B crp<lBOYHOM PYKOBOACTBE.

MnaHvpoBaHMe npeacepaHol Tepanmmn - 3Ta (DyHKUMA MO3BOASET Bpadvy 3anporpaMMMpoBaTh BbINOSHEHWE aBTOMATUYECKONA
npeacepaHon Tepanun. Kekaplid pas. korga Tpebyetca Tepanusa MT/®M, ycTpoicTBO HasHa4YaeT OfHY M3 OOCTYMHbIX Tepanuii Ha
OCHOBE MPOrpaMMMPOBaHKs Bpada. PYHKUMA PEaKTUBHOWN aHTUTaxMKapAMUueckon CTUMYNALMM NO3BOMSET YCTPOCTBY NOBTOPSATH
Tepanuio MyTem 3anporpriiMMpPOBaHHON HarpaB/eHHON aHTUTaXMKapOMYeckol CTUMYNsSUMU BO BPEMS O/IUTENbHbIX 3MUM3040B
AT/A®. Tepanus NOBTOPSETCH Yepe3 3anporpamMMMpPOBAHHBIA MHTEPBAST BPEMEHN WM KOTAa PUTM Mpeacepanini M3MeHsieTcs no
perynsapHocT Win AnMTeNIbHOCTU LKA,

MpeacepgHast aHTUTaXUKapaAnYeckas CTUMyNAaLmMs - 3T MeToAbl fiedeHns pearvpyto! Ha anusog AT/A® wim Kpatkuii anv3og,
AT/A® ObicTpoii MOCNEAOBATENbHOCTLIO  CTUMY/ISILMOHHBLIX  UMIYBCOB. UTOObI MPeKpaTUTb  BbISBMEHHYHD MPeACepaHYHo
TaxvapuTMunio. s KynMpoBaHWs anmM3oda yCTPOMCTBO UCNO/b3yeT 3 BapuaHTa nporpaMmmunpyemMoit Tepanuun; Bursl+, Ramp, n 50 Hz
Burst.

RoaipnmFM/ttHHceej iHCbMeiiioropu*peiueiHA komnaHum xMenrpoMHk Hk.1 lunpiMuetio.
«MefTPOHUK VHK >
* KoHthkaeHHaHBbHO
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KapavosepcHa npeacepauii - ata Tepanus o6ecrneynsaeT NPoBeAEHVE paspsaa BbICOKOTO HamnpshkeHus A/18 KynMpoBaHys ann3oa
AT/A® wwm kpatkoro snusoga AT/A®. TpoBefeHVe KapavoBepcvMM MNPEACepaniA CMHXPOHM3UPOBAHO C  [ETEKTPYEeMbIM
YKeny[o4uKoBbIM COObITMUEM WM He MOXKET MpeBbIWath MpolpaMmupyemblii CyTOYHBIM Mpeaen B npeaenax nporpamMMupyemMoro
3HayeHus. MaumeHT Takke MOXET 3anpocuTb NPOBEAEHNe Kapamoeepcun npeacepawii ¢ MOMOLLBKO BHELLIHErO BCOMOraTe/ibHoro
cpencTBa Patient Assistant. AKTVBUpOBaHHasA NauyeHTOM KapAvoBepcHs Mpeacepavin NpUMEHSIETCS TOMBKO B Cydae, ecv ann3os,
MT/®I geTeKTMpyeTca Ha MOMEHT 3anpoca.

Mporpammupyemsblie Active Can 1 SV C 3/1eKTpo - YCTPOCTBO NO3BONSET OTKNOUMTL Active Can wim SV C anekTpof B pamKax
NPOBEAEHNA BbICOKOBO/IETHOWN CTUMY/IALWN.

Tepanus >enygoukoBoi pubpunnauum (K d)-ans KynmpoBaHUs annM3o40B XK O MOXKHO MCNO/b30BaTb aBTOMAaTUYeckune paspsgbl
JedmbpunnsTopa. MNepen nposedeHveM AemOPUNNALMOHHON Tepanuu B nepsblii pa3 TpebyeTtca noarsepxaeHue XX®. Mocne
NpoBeJeHUs MEePBOro paspsga nocrefytolme paspsabl MNPOBOAATCH aCMHXPOHHO, €C/IM CUHXPOHM3auMA He 6blia AOCTUrHYTa.
AHTUTaXMKapAuyeckas CTUMYNAUMA BO BpeMs 3apsdkyv  NO3BOMSET YCTPOMCTBY obGecneunTb UMK MOCNefoBaTe/lbHOCTU
YKeNy0uKOBOW aHTUTaxXMKapAHYeCKO/ CTUMYNMALMKW, KOra KOHAEHCATOpPbl YCTPOMCTBA 3apsKatoTcs AN NpoBedeHUs nepsoli
Jedmbpunnaumn.  Takke YCTPOWCTBO MOXeT ObITb  3anporpaMMMpOBaHO * Ha  BbIMOSIHEHWE  AOMO/HUTENBHOTO  LMK/A
AHTHTaXMKapAMUECKOW CTUMYNALMM, MPEXae YeM HauYHeTCs 3apsaka.

)XenynoukoBasa siHTMTaxMKapgmyeckas CTUMYNALMA - 3TU Npouedypbl pearmpytoT Ha anm3og XT wim kpatkuii anuzog XT
(KXXT) co cTpemuTenbHON NOCNenoBaTelbHOCTH0 CTUMYSIILMM MMIMY/bCOB, YTOObI MPEeKpaTUTb BbISB/IEHHbIE XKeyA04KOBble
TaxvaputMmnn. BapuaHTbl Tepanuu BKIOYalT B cebda Burst. Ramp, n RamfH-, kaxabii - ¢ MporpaMMypyeMbIM  HKCIIOM
rnocnesoBare/lbHOCTEN.

KapZHOBepCHSA XKenya0uKoB-3TBTEpanmsa obecneunsaeT paspsas BbICOKOro HanpsxXeHns ana KynuposaHusa anusogaX T unm KXT.
Tepanua CUHXPOHU3MPYETCA C AETEKTUPYEMBIM XeNyA0UKOBbIM COObITUEM.

KynupoBaHune npor-pcccupyroLLero anu3oga - ata yHKUMS 3acTaBnsieT yCTPOMCTBO NPOMYCTUTb Tepanum WM MoAMUGULMPOBaTL
BbICOKOBO/IbTHbIE 3HEPreTUYEeCKMe YPOBHU, YTOOBI rapaHTMpPOBaTb, YTO Kadkaas Tepanus, OCyLLecTB/igemMas BO BpeMs anu3oga, Mo
KpaliHeli Mepe, Tak >Ke MHTEHCMBHA, Kak 1 Npefplaylias Tepanus.

PYHKLMN OLEHKN

JononHutensHas I/IH(*)OpM&LLI/IFI 06 3Tnx (*)yHKLLI/IHX npeacras/fieHa B CPaBOYHOM PYKOBO/ACTBE.

Ba3oBblIii puTmM-TECT-3Ta (byHKLI,I/IFI BpemMeHHO noaasniseT NpoBeaeHne yCTpOVICTBOM cTMmMynagun, 4TOObI NO3BO/NTH Bpa4y OLIEHUTb

WCTUHHBIN cepp,equlﬁ putM naupeHta. Bo Bpems TecTMpoBaHWA yCTpOI?’ICTBO BPEMEHHO NporpaMmmMmnpyeTca Ha pPexxnm 6e3

cTumynaunn.

TectupoBaHue nopora cl'Huynauum - ata qDyHKLI,I/IFI NO3BO/IAET Bpayy onpeaenntb NOPorosble 3Ha4eHUs CTuMynauumn ana gaHHoro

nauveHra. 3Ty VIH(*)OpMEiLI,VIIO MO>XXHO MCNOMb30BaTb A/19 onpeaeneHns COOTBe3CTByIOLLI,eI7I aMmnnntyabl U HacTpoeK LWUPUHbI

mmnynbca, Kotopble obecneymBaroT 3axsar u MWHUMU3NPYIOT Hanps>keHre Ha BbIXoae.

TectupoBaHue Wavelet - 3ta (*)yHKLI,I/IFI OLieHMBaET TOYHOCTb TEKYLLEro wabnoHa Wavelet n nossonser Bpayy npu H606X0,£I,VIMOCTI/I

COCTaBUTb HOBbI LLIAGOH.

TecTMpoBaHue CONPOTMBEHNSA 3/1IeKTpoa - 3Ta d)yHKLLI/IFI NpoBepPAET LeNOCTHOCTb MMHﬂaHTMpOBaHHOVI CUCTEMbI 3M1EKTPOAOB,

M3MEPAS COMPOTUB/IEHME 3MIEKTPOAOB ANA CTUMYNALMN U BbICOKOBOJILTHLIX 3/1EKTPOAOB. [Ns 3TUX |/|3mepeH|/||71 B pamMKax

TecTupoBaHNA NCNONb3YHOTCA HU3KOBO/IbTHbIE MMMNY/bCbl HXKE MOPOroBoro 3Ha4eHus.

lMpoBepKa 4YyBCTBUTE/IBHOCTM - 3Ta (*)yHKLI,VIFI n3mepaeT amnantybl 3y6L|,a Pn 3y6u,a R, 4T0ObI MOMOYb Bpayy OLEHUTb

Lle/IOCTHOCTb 3/1eKTpoaa u 3¢)¢)eKTVIBHOCTb CunTbiBaHUA. Pexxum, TMK-3a4epkka W HM3Kass vactota Moryt ObITb BpeMEHHO
BocnpoH3aeneHHe 6e3 NMCbMOLLIOro paspeLueL» N M WWwHuH *MorrpoHuk UL »Mmmpem|ex)

«MenTpoHKK NHK.»
* KoHthuaeHnHabHO
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3anporpaMmMpoBaHbl, YTOObl YCTPOMCTBO He CTUMY/MIMPOBA/IO CepAue nauveHta. 9TO yBENMYMBAET BEPOSITHOCTb TOrO, 4TO
[OETEKTVPYEMbIE COBLITUS NMPOV30IAaYT.

NenbiTaHHe 3apsaga/paspsagkH - ata (hyHKUMS NpoBepsieT BpeMs 3apsifa KOHAEHCATOPOB M cOpacbiBaeT OCTaTOuHbIN 3apsag,
KOH/EeHCcaTopos.

ANeKTPOPU3HOMOrMYECKNE UCCNeoBaHNa - 3TOT Habop MPOTOKOMOB MO3BOJISIET BpavaM CTUMYNMPOBATL apUTMUI0 BO Bpems
3NEKTPON3MONOTNYECKUX UCC/eA0BaHMA. JOCTyNHbI cneayrolme HAYKUMOHHbIE NpoToKonbl: T-Shock, 50 Hz Burst. Rxed Burst
n Programmed Electrical Stimulation. Tak)ke AOCTYMNHbI py4YHble METOAbI TEpanu.

JononHutenbHble onepaunm

®yHknma MR1 SureScan - 3Ta PyHKLMS NO3BOMSET NALUMEHTaM C UMMIAHTUPOBaHHbLIM YCTPOCTBOM 6e30macHo npoxoamte MPT-
CKaHMpOBaHMEe B COOTBETCTBUM C YKa3aHHbIMW YCoBUAMMK npuvmMeHeHns MPT. Cm. TexHuyeckoe pykosoAactso no MPT ans
NoyYeHnst [OMOTHUTENBHON MH(opMaLn.

VHdopmauus o pexvme KapauocTumynauum

PeXkvMbl paboTbl KapAMoCTUMYnSTopa onucaHbl ¢ mnomolibto NBG-kofa. MATMOYKBEHHbIA kog, NBG, HasBaHHbI B 4ecTb
CeBepoamMepuKaHCKOro obLiectBa  Kapauoctumynaumm — n - anektpogmsvonormn  (NASPE)  u BputaHckoi  rpynnbl Mo
KapavocTumynaummn 1 anektpodmanonorum (BPEG), onvcbiBaeT paboTy MMMaHTUPYEMbIX UCKYCCTBEHHbIX BoguTenel putma. Kog
NBG, koTopble 3ameHnn coboin kog ICHD, npepctaeneH BTabnmue 1

Tabnuua 1. MNepecmoTpeHHbIi 06wwmin kog NASPE/BPEG anst aHTMOpaanKapaMiAHON KapamocTMyNsumm

MNo3nuuns: 1 I 11 v V
Kateropusi:  Ctumynupyemas Kamepa (-b1).  OTKIMK Ha Mopaynauna MHoronontocHas
Kamep;! (-bI) aKTUBHOCTb pacnosHaBaHue 4acToThbl cTUMynAuna™
KOTOpOIi (-bIX)
aeterrvpyercst
O - OrcytcTBYET O = OrcyrtcTByet 0 = OrcyTcTBYET O = OrcytctBYET O = OrcytcTBYET
A =TpeacepoHaa A = lMpepcepaHaa T R = Mogynauma A S lMpeacepaHas
V - XenypoukoBas V = XKenygoukosasd  MIHULMMPOBaHHbLIA  4acToOTbl V = Xenypoukosas
D =06e (A +V) 0 =06e(A +V) 1 = MNMopgasnsembiii 0 =06e(A +V)
0=06allT+1
Tonbko S = OpHa Kamepa * S = OfHa Kamepa
06o3HaueHe (A wm V) (A nm V)
npounsBoAuTENS:

eYcTpoiicTBa «MeATPOHUK» He UCMOSb3YHOT KOZ, MHOTOMO/OCHOW CTUMYNALMMN.
* porpammatop otobpakaer cumBosbl "A" wim "V" (He "S") ons CTUMYMPOBaHHLIX KaMep H Kamep, aKTMBHOCTb KOTOPbIX
OeTekTupyertcs.

Pexkumbl DDDR u DDD - npu ctumynsumm B pexxive DODR (aByxkamepHasi npefacepAHO-Xenyao4koBasi 6uoynpasnsieMast
CTUMYNALMA € YacTOTHON aganTaupeld) wim DDD (aByxkamepHast NpeacepaHo-Xenyaoukosast broynpasnsemasi CTMMynsums), ecim
BoenpousseaeHyie 6e3 NMCbMENHOTM paspeLlemMHs KomnaHnm aMenspo™* NHk.» laiipemeiio

«MenTpoHHK N HK>
- KoHhHAOWManbHO
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YCTPOIACTBO OGHAapPYXKMBAET BHYTPEHHEE MpeAcepAHOe CoObITE, OHO Ha3HaYaeT OTBETAOE COObITVE >KEYA0YKOBOA CTUMYALMMN.
3agepkKa Mexay 3aperncTpypoBaHHbIM  NPeacepaHbIM COObITMEM U COOTBETCTBYIOLLLEN >KEy[0YKOBO KapAMOCTUMYNSUVEN
SBMSETCS 3anporpaMMUPOBaHHbIM M3MepsieMbIM MHTepBasioM MK. 3aaepykka Mexay cobbiTveM KapavocTUMYynaUUM npeacepauii n
COOTBETCTBYHOLLEN YKEyA0UKOBON KapayocTUMYNALMEN ABNSETCA 3anporpaMMUPOBaHHbLIM CTUMYMPYEMbIM MHTepBaniom M. Eciun
TEKYWNIA WHTEPBa/T CTUMYNALMM 3aKaHUYMBAeTCs [0 TOr0, KakK YCTPOMCTBO pacno3HaeT NpeacepaHoe CobbiTve, YCTPOICTBO
BbINOHAET  KapAMOCTUMY/IALMIO  MPEeAceparsl U 3aTeM  HasHayaeT CobbiTMe  YKeNyJOYKOBOW — KapAVOCTUMYMSILMKM - MOC/e
CTUMyNMpyemoro uHtepsana MXK. Ecnm obHapy)keHne coBbITUSA dKeNYL0UKOB NPOUCXOAMUT BO BPeMs M3MEPSieMOoro MHTepsana MK
Wi CTUMyNMpyeMoro wuHtepsana DK, ctumynsauma enygoukos 3unpeluaeles. [IByxkamepHas npefcepOHO-XenyaoykoBas
6uoynpaensemas CTUMyNauus ¢ YacToTHol aganTtauyein (DDDR) BbINOMHAETCA C 4YaCTOTOM CeHcopa, TOMbKO ecv COBCTBEHHAS
yacToTa COKpalleHVsl Npeacepauin He Bbiwe. [Byx3camepHast NpeacepAHO-KenynoukoBas 6uoynpasnsemast ctumynsaums (DDD)
BbINO/IHSAETCA C 3anporpaMM1poBaHHOl 6oee HU3KOM YacTOTOW, TOMbKO ecn COBCTBEHHAsA YacToTa COKpalLeHus npeacepanii He
BblLLIe.

Pexkumbl DDIR 1 DDI - korga ycTpoOCTBO paboTaeT B peXxMmMe ABYXKaMEPHOM YKeyaouKoBOW CTUMYNASUUM No Tpe6oBaHMIo ¢
yacToTHon apantauvein (DDIR) wwm OBYXKamMepHON >Keny[oukoBoi cTuMynsumeld no Tpe6osaHumio (DDI), o6Hapy»eHHble
npefcepaHble cOObITUA He OTCNeXMBAKOTCA. ECNM yCTPOMCTBO pacno3HaeT BHYTPEHHEE NpeacepaHoe cobbiTve, npeacepaHas
CTUMYNALMS 3anpeLLeHa, HO n3mepseMbli nHTepBan MXX He 3anyckaeTcs. BMECTO 3TOro BbINOHAETCA XeslyA04HKoBast CTUMYTISILHS C
TeKyLLUel 4acToTo CTUMyNaumMn. Ecnm Tekywmii MHTepBan CTUMYIALMU 3aKaH4MBaeTCcs A0 TOro, Kak YCTPOWMCTBO pacro3HaeT
npeacepaHoe cobbITie, YCTPOWCTBO BbINOMHAET KapAOCTUMYNSUMIO MPeacepans M 3aTeM HasHadvaeT cobbITve YKenyLo4KoBOM
KapAMocTUMynALmMm nocne CTumMynmpyemoro nHtepeana MX. Ecnun aetektmpoBaHue Xely404KOBOro coBbITUS NPOUCXOAMT BO BpeMs
CTUMYNUPYEMOTro nHTepBasa MK, cTuMynaums Xeny10o4KoB 3anpeLuge-rcs. Xenyaoukosas CTUMYNALHS Mo TpeboBaHMIO ¢ YaCTOTHOW
agantaumein (DDIR) BbIMOMHSIETCS € 4acTOTOM CeHcopa. YKenygoukoBas CTMMynsums no Tpe6osanmio (DDI) BbinonHsetcs ¢
3anporpamMMnpoBaHHON 60/1ee HWU3KOM YacTOTOIA.

Pexum DOO “ pexM acMHXPOHHOM cekBeHUMaibHOW cTumynsuum (DOO) obecneumBaeT CTUMYMALMIO HKEMYA04YKOB Ha
3anporpaMmm1poBaHHOl Goree HU3KOM YacToTe 6e3 NoAaBIEHNS CO CTOPOHbI BH/TPEHHUX XKesy40UKOBbIX COBbITUIA. B pexxvime DOO
OeTeKumns He NPOUCXOLUT HUA B OHON U3 Kamep.

Pexxumbl VVIR n VVI - npn pexxumax VVIR nVVI cTUMynauus »kenyaouka BbINoSHAETCA NpU OTCYTCTBUN 3aperncTpupoBaHHbIX
CEHCOPaMUN UCTUHHbIX >KENYAOYKOBbLIX COObITUI [0 OKOHYaHWS TEKyLEero uHTepsBasia CTuMynaumn. CTUMyNsums Npoucxoamt
COrniacHoO yacToTe ceHcopa B pexxvme VVIR 1 coracHo 3anporpamMmmypoBaHHON 60/ee HW3KOM YactoTe B pexxumve VVI.

Pexxum VOO - pexum VOO obecneumBaeT CTUMYALMIO XXely0*1koB Ha 3anporpamMmuypoBaHHOM 60fiee HU3KOW 4acToTe 6e3
MOJAB/MIEHUA CO CTOPOHbI WCTUHHbIX >XKENyAOYKOBbIX COObITUA. Mpu pexxume VOO [eTekums enyaoykoBOM akTUBHOCTA He
BbINOJHAETCS.

Pexkumbl AAIR nAAI - npn pexxmmax 0gHOKaMEPHOM NpeacepaHon CTUMyNSLMK Nno TpeboBaHMIo ¢ YacTOTHOW aganTaumein (AAIR)
N OAHOKaMepHOI MpeacepgHoin ctumynauumn no TpebosaHuio (AALl) cTUMynsiumMsa Mpeacepavst BbIMOMHSAETCS MU OTCYTCTBMM
3aperucTpMpoBaHHbIX CEHCOpPaMW  BHYTPEHHUX MpeAcepAHbIX COObITUIA [0 OKOHYaHMS TeKyLlero WHTepBaia CTUMYAAUMN.
CTUMYNALMS BbINOSIHAETCA COMMTaCHO YacToTe ceHcopa B pexkume AAIR 1 cornacHo 3anporpamMmmMpoBaHHOl 6o/ee HU3KONM YacToTe
B pexkume AAL.

Pexxum AOO - pexum acvHXPOHHOW cTumynaummn npegcepauii (AOO) obecneumBaeT CTUMYNAUMIO MPeAcepanii  Ha
3anporpaMmMm1poBaHHoOl 6osiee HU3KOI YacToTe 6e3 NOAABNEHMS CO CTOPOHbI BHYTPEHHWX MpeacepaHbIx cobbiuii. Mpu pexxme AOO
[EeTeKUMs NpeacepAHO akTMBHOCTW He BbIMOHSETCA.

BocnpoHaBefeL K 6e3 NMMCbMEHHOro po3peLleHn! KoMnaMHH «MeaTPOUHK VnK.» 3anpeLleHo.
*MeATPOHUK VHK.»
- KondmaeHnmansHo
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Pexxum MVP - ynpasnsemas >kenygoukosas ctumynaums (MVP) - 310 pexxviM CTMMYNAUMU Ha OCHOBE Mpeacepavs,
npeaHa3HayYeHHbI 415 NEPEKIOYEHNS B PEXUM ABYXKAMEPHOW CTUMYNALMU BO BpeMs [K-610Kaab!.

Pexkum MVP no3BonsieT ycTpoicTBy tyHKUMOHMPOBaTb B pexxvme AAIR wnn AAI, korga MXK-npoBefdeHne He HapylleHo, HO
nepektoyaTbes B pexum DDDR wim DDD Bo Bpems MXK-610Kafbl. 3TO TakKe MO3BOSISIET YCTPOICTBY BbINOMHATL NEPUOANHECKME
MPOBEPKM NPOBOAMMOCTM C BO3MOYKHOCTHHO NMEpPEK/OUeHMst 06paTHO B pexkum AALR wam AAL npu Bo3o6HOBNEHUM [DK-npoBeaeHws.
Pexxum MVP obecneunBaeT pe3epBHYH YKeyA04KOBYH NOAAEPKKY NMPY BPEMEHHOW noTtepe MXK-npoBeaeHws.

AAIR<=>DDDR - nepeknoyeHre mexay pexumvavn AAIR n DDDR, AAI<=>DDD - nepeknoyeHne mexay pexxumamvn AAl n
DDD.

Pexkum O V O - pexxum OVO He obecneuvBaeT XeyA04HKOBON WW NpeacepaHol CTUMYNALMI, HE3aBCUMO OT COBCTBEHHOO pUTMa.
Pexxum OVO npefHasHayeH WCKMOUMTENIbHO 4719 CUTyauWid, Korga Bpay HamepeH OTKUYMTb NpOoTUBOGpaavKapaniHyo
KaoaMOCTUMYNALMIO YCNIONCTBA.

B neye6HO-NPOdMNIaKTUHECKOM YUPEXKOEHNM.

Kapanoeptepbl-5edmopnnnsatopbl 4O/MKHBI UCMO/b30BATLCA TO/IbKO KBATM(DULIMPOBAHHLIMI BpavaMmn Win Nog, UX HaboaeHeM.
KapgHoBepTep-aeunopmnnarrop UMpoBoin MMNaaHTMpyeMblli gByxkamepHbld Evera MRI S DR ¢ TexHonormei SureScan,
mogens DDMC3D1:

-1 “mnnaHTUpyeMblii KapauoBepTep-AehnopunnaTop

- 1 K04 C TapUpOBaHHLIM YCUIMEM

- 13arfylwkKka KOHHEKTOPHO YacT Medtronic DF-I

- [OKYMEHTaLMsi MO NMPOAYKUMM Ha ByMak»toM HocuTene™

-CD-ROM

<[lokymeHTaLWss MO YCTPHOWCTBY BK/KOYaeT B cebsi - PyKOBOACTBO MO 3KCM/yaraumu YCTpoiicTBa. OrpaHMYeHHas rapaHTus,
MeauumHcKme npoueaypbl M Mepbl NPeaoCcTOPOXKHOCTM B OTHOLLIEHWW 3/1EKTPOMArHUTHbIX NMomex, OGbsICHEHNE CMBOOB Anist K/,
1 CPT-[,, AOKYMEHT; NEKTPOHHbIE MHCTPYKLMM MO 3KCMyataumH/pyKoBoacTBa. MpunoxxeHne K PyKOBOACTBY MO YCTPOWCTBY (He
BXO4WT B KOMM/IEKT MOCTaBKM, pacrneyaTbiBaeTcs 1 NOCTaBIseTcst NOKynaTesim HaTepputopumn Poccuiickoii depepaumm), Hakneiku,
CnpaBoyHOe pyKOBOACTBO (HE BXOAMT B KOMI/IEKT MNOCTaBKM, AOCTYNHO Ha http;//munuai.medIironic.com/)

0630p PU3NYECKMX XapaKTepucTmk mogeneii Evera MR1:

Evera MRI Surescan S DR DDMC3DI

Punsnyeckne xapakTepuctTukun

Obvem* 33cm+0,5 e
Macca 77+l r
BxLWxTrl 66 MM (£1,0 mm)x 51 MM (21,0 mm) X 13 Mm (20,5 mMm)

BucmpoH3seacHHe 6e3 NMCbMEHHOr0 PB3PeLIeKna KoMNaHum «MesTpoHKK Mnk” -lanpeuieHo
«MeATPOHUK VIHK.»
- KoHthwmaeMnHonbMo



[MoBepxHOCTb Kopnyca H3fnenvs 57 cm“+0,5 cm’

WpoeHTngukarop PE7*
PEHTTEHOHENPOHMLaeMocTH'
aoeHTudmkarop
PEHTIeHOHENPOHNLLAEMOCTH
«MenTpoHUK»"™ _
Marepuasbl, HAXOAALLMECSA B KOHTaKTe C

Kb . TuTaH, NoMNypeTaH, CUIMKOHOBBIA Kayuyk

Barapes MMepuAaHbI NnTWiA/cepebpo okeng, BaHaawst CFx
*06bEM C OTK/IHOUEHHBLIMM NOPTAMN KOHHEKTOPOB.

A VAEHTU(MKATOP PaAYOHENPOHNLIAEMOCTY, KOTOPbIA BK/HOYaET B cebs CMMBON uaeHTMdMKaTOpa «MeaTPOHUK», MOXHO

PacCMOTPETbL MPK (/IFOOPOCKOMNMYECKOI BU3yanM3aLyn.
AJTU MaTtepmasibl GbIM YCMELLHO MPOTECTUPOBaHbI B OTHOLLIEHWM CNIOCOBHOCTM HE BbObIBATL BUOMOMUYECKYHO HECOBMECTUMOCT.

Mpy HOPMabHOI SKCNyaTaLyn YCTPOICTBO HC CO3AaET BPEAOHOCHOM TeMnepaTypbl B OKPY>KatOLLIMX TKaHsIX.
/AEHTU(MKATOP PEHTIEHOHENPOHMLIAEMOCTM M3rOTOB/EH U3 BOMb(pama. Bonbthpam sBMSIeTca TSKe/bIM METa/NIoM W BUAEH
Ha Mt060M PEHTTEHOBCKOM CHUMKE.

MopTbl KOHHEKTOPOB 1 0TBEPCTUSA A4 LLIBOB

E)ocnpaHaacHIK 6 0 MMCbMEHHOr0 paspevXXHUA komnaHnm «MeaTpOLKK VINK.b bIHPENKMO.
«MeaTpOHNK NHK.»
- Ko<»thuaellmansilo
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| MNopr xonnexTope DF-1, BIIB

2 lNopr xonnexropa DE-1, 11X

3 Dnextpon yerpolictsa Active Can
4 INopr xounexropa 1S-1, MK

S5 Nopr xounexropa IS-1, I

6 OrsepcTia ans wosoe

Rocnpownencitie 523 nncsmciinDNo PRIPEISCHMA KOManiK <Measponim Hi.» w
aMexTpounx K-
- Konguacuumasino
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BOCOHISEATINE (T MUCAMENHONS PIPELICHNE KOMIRING aMEXTRONIK HIlK.» ¥NPeueio.
aMexrposing Hur.»
- Konduaerussasuo
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QIO LK

> >\

7,874 MM

AneKTpUYecKne cneymprKaLmum

3.2M MK

OCHOBHbI€ XapanrTepHCTUKM 6aTapen H TeXHUYECKmne xapiiicrepiicnuqi ycTpoiicTeum;

XapakTtepuctmkmn bartapem
MNpowvssogunTens

Mogenb

XMMUYECKNIA cocTaB

AnekTpUYecKme xapakTepmucTuku barapeu

HoMuHanbHoe HanpsbkeHne

CpefHas eMKOCTb 40 PEKOMEHA0BAHHOMO BpemeHn 3ameHbl (PB3)
MuHMManbHas eMKocTb nocse PB3

ANeKTpUYeCcKne KaparrCPHCTUKH yCcTpoiicTBa

Mpegen 4acToTbl CTUMYNAr N (3aLMTHas YHKUMS)™
BxogHoe conpoTuBneHne

LleHTp aHepropecypcoB 1 KOMMNOHEHTOB «MeATPOHNK
M945899A
TMBpUAHLIA NnTKiA/cepebpo okeua BaHagmsa CFx

32B
L0 amnep-yac
0,1 amnep-yac

200 MWH
MUHMYM 150 KOM

' He NPpUMEHAETCA BO BPEMA aHTMTaXHKap,D.MHeCKOVI Tepanun nan ond ﬂpeBEHTMBHOVI )Keﬂy,D.OHKOBOﬁ CTUMYynAUnA.

MNMnkoBoe abifsoanoe HanpsxxeHne MK/ Bo Bpems BbICOKOBO/ILTHOIO pa3psaaa,;

MporpamMupyemMas 3Heprus MMKOBOE HanpsKeHWe 415 NepBol MMKOBOE HanpshXeHue AN1s1 BTOPOL
13kl UMNynbCa thasbl UMNynbCca
MuHumansHoe: 0.4 0 (£ 0,25 k) 76 B (+ 16%) 36 B (+ 30 %)

CpegHee 3HayeHue: 18 [k (= 20 %) 497 B (x 10%)

249 B ( 25 %)

Bocnpow.}senexke6eT MHCLLICHTMX) peipeiueiiHs komnBHUM «MeoTpounHK MHK.» wnpeLeT).

«MenTpoHUK VHK.»
- KoHdbunernHansmo
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MakcumanbHoe 3HauveHve: 35 [k (x 15 699 B (+ 10%) 351 B{+25%)
%)

CTaHgapTHble DOPMbI BbIXOAHOIO CUrHaNMa

(1 D

1 dopma KonebaHuiA curHana KapamocTUMynaumn;

2. OfHO(ha3HbIl BICOKOBO/bTHbIM CUrHa (TOMbKO paspsas! B pexxmme T-Shock). 50 % HakioH

3. 1Byxha3Hblil BbICOKOBO/bTHbI curHas. 50 % Hak/oH

MeTogbl n3MepeHnst

MapameTpbl YCTPOMCTBA, TakMe KakK OJIMTe/IbHOCTb WMMMNybCa, amMnantyga UMMynbca W YyBCTBUTENbHOCTb, WU3MEPSIOTCA MNpu
CTaHAapTHbIX ycnoBusx (37 £ 2) ®C n 500 OM + | % Harpy3ska corfacHo EN 45502-2-1.

OnuTtenbHOCTb MMNynbca - LJIUTENbHOCTL MMMY/bCa U3MEPSETCS Ha YPOBHE 1/3 MMKOBOrO HanpshkeHUs B COOTBETCTBUW CO
craHgaptom EN 45502-2-1 (cM. puc. HXKe). MNpu NpYMEHeHUM 3TOro MeToZa 3MepPeHVs LLMPUHA 13Mepsiamoro umnynsca W 3asucut
0T Harpy3ku Rload (B Omax) u nporpaMMMpyemoit LuMpuHbl uMnynsca W (B cekyHaax) ¢ gonyckom W < Wp 4+ 34 mkc n W >
MEHBLLET0 U3 3HaveHnin (Wp - 16 mkc) wm (124 mkce + (4 mke x Rload)].

AMnanTyga - amnaiTyga umnysbca BblUUCASETCS cornacHo ctaHaapty EN 45502-2-1 (cMm. puc. Hke). Mpy NpUMEHEHUN 3TOrO
MeToda V3MEPEHUS M3MEPEHHas ammmMTyga A 3aBUCUT OT NPOrpaMMMpPyeMOl amnauTyabl Ap U NPOrpaMMUPYEMON LUMPUHBI
umnynsca Wpi A = Ap X[0,9 - (Wp x 0,145 mc )]. Aonyck (+ 40 %-30 %Aana HanpsbhkeHus meHee 2,0 B n+ 30 % Ans HanpsikeHus,
MpeBbILLAOLLETO WK paBHOro 2,0 B), NprMeHSETCA He K 3anporpaMMMpOBaHHOMY NMapameTpy, a K paccumTaHHoi ammautyge A.

PyCyHOK. VI3MepeHVie AIMTeNbHOCTI 1 aMNnTyabl UMMY/bca

BocnpoHswacHHe (K i nucbMTHaCX! paspeLLeHmst KOMMHUKM «MenTpoHHK HK  laiipcHieim.
«MefTPOHUK VHK.»
- KoHthHNeHupanbko



]. MakcumanbHas amnavTyaga;

2. 1/3 MmakcvManbHOl amnanTyabl;

3. AnutenbHocTb umnynsca (D);

4. VHTerpan BpemeHu no HanpsikeHuto (F);

5. Amnnutyga umnynbsca (A).

UyBCTBMTEIbHOCTb-YYBCTBUTEIbHOCTb OMNPEAENAeTcs Kak aMnuTy4a HanpshkeHysi TECTOBOTO CUrHasa, KOTopOoro A0CTaTOUHO A/1s
perucTpaummn ycTpoiicTBOM. [lporpammupyemMble 3HaueHus 4yBCTBUTENbHOCTM XK npepgnonarator curHan 40 mc sin2. [Mpw
1CMO/b30BaHWUN TECTOBOIO CUrHasIa, yctaHoaneHHoro B EN 45502-2-1 (CM. puC. HWXKE), HOMWHaUIbHBIA MOPOT >KeslyA04KOBOWA
yyBCTBUTENBHOCTU ByAeT B 1.S pasa 60/bLue 3anporpaMmypoBaHHOT0 3HaueHns [MXK-4yBCTBUTENBHOCTY.

PucyHOK. V3mepeHrie YyBCTBUTENIbHOCTU

OocipCHiMxncbVic /le3 nucbMeHHOro puspcluenns Komnanum «MeaTpoHuK VIHK.; HHPCLLEeHO
*MenTpoHuK NHK.»
- KoHthuaeHumansHo
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15ms

MC

Amnantyga

MprumeyaHus:

e [pn v3MepeHun MapameTpoB KapAMOCTUMYNALUMMA W OeTeKUMM C MOMOLLBbI0 CUCTEM KapAWOCTUMYNALMKA, MOXHO OTMETUTb
3HauMUTE/IbHbIE Pa3MuMA B CreumpuKaumax, nNpeacTaBieHHbIX B [JAHHOM PYKOBOZCTBE, MOCKO/IbKY METOAbl M3MEpeHUSs,
NCMONb3yeMble B TaKMX CUCTEMAX, MOTYT OT/INYATLCA OT OMUCaHHLIX paHee.

* Pe3ynbTaTbl M3MepeHUs CONPOTUB/EHNS 31EKTPOAA MOTYT ObITb UCKaXKeHbI NPY UCMO/Mb30BaHWM 060pYA0BaHNS 4ns KOHTponsa KT .
KoathpmumeHT ocnabneHns cMHMasHoro curHana - KoahumumeHT ocnabnenns cuHgasHoro curHana (KCX!C) gns vactot 16.6 .
50 'y wm 60 Ty coctaBnsetr He meHee 100 (40 gb). Pacuer koac|)guupcHta KOCC 6bin BbIMOMHEH Ha OCHOBE W3MEPEHWIA,
OCYLLLeCTB/IEHHbIX MPW BBEAEHUM CUHYCOMAABHOTO CUrHana HernocpefCcTBeHHO B YCTPOMCTBO. 3HaveHne KOCC ansa cuctemsl
yCTpOIiCcTBa W 3MeKTpoda 3aamcumn’ 0T HECKO/bKMX (PAKTOPOB, TaKUX KaK pasMeLLeHVe 3M1eKTPOA0B WM pasfdeneHve 3NeKTpoaos, 1
MOXKET BbITb HIDKE, Yem 3HayeHne KOCC ans ycTpoiicTea.

KonebaHuna temneparypsl

ba3oBas yacToTta, TeCTOBasA yactota UMMy/bCa, AUTENBHOCTL MMMY/bCa U aMNAuTyAa UMNY/bCa OCTatoTCA B MPeAenax oXuaaembIxX
[ONyCcKOB Mpy Temnepatype ycTpoiictea 0T 22 ®C go 45 “C. YyBCTBUTENBHOCTb MPY HOMUHAIBHBIX YC/TOBUSX, U3MEPSIEMbIX MPU
Temnepatype 37 ®@C, MOXeT BapbupoBaTh B npesenax +1% Ha °C o1 22 °C o 45 “C.

NHankatopbl 3amMeHb!

OueHKa ocraTo4HOl J0NrOBEYHOCTH, COCTOSAHMA 3aMeHbl U HaMpshKeHKst 6arapen oTobpadkaeTcs Ha AWcnsee nporpaMmMaropa v Ha
neyatHbIX OTYeTax. PekomeHA0BaHHOe BpeMsi 3ameHbl (PB3) 1 ycnoBmnsa oKoHUYaHuA cpoka ciy»x6bl (O CC) npeactaB/eHb! B Tabnmue.

VHavkaTopbl 3aMeHbl
PekomeHp0BaHHOE BpeMs 3ameHbl (PB3) < 273 B npu 3 nocnefosaresibHbIX  eXKeAHEBHbIX
aBTOMATNYECKMX U3MEPEHMSIX

BocnpoHasenewiie 6eiimcbMcitiH)iD paipeiDCiHn komuix» «MuUNpoHnK nk.>-wmnpelueHa
«MefTpoHUK VHK.»
- KoHdpH;leHnHWw b
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OKOHyYaHue cpoka cyobl (OCC) yepes 3 Mecsaua nocne PB3
OcTtatoyHass [ONTOBEYHOCTb - OCTaBLUAACA OLEHKa [AO0/rOBEYHOCTM OTObpadkaeT pacyeTHoe Bpems, ocTaBlieecss Ao PB3
yCTpOiicTBA.
PekomeHOoBaHHOe BpeMs 3ameHbl (PB3) - nporpaMmartop BbIBOAWUT Ha 3kpaH PB3-cocTosiHMe 6artapen, 4To6bl 0TOOPa3wTb
peKoMeHAALMIO O 3aMeHe YCTPOICTBA.
[ata PB3 - nporpammarop otobpakaet gaty, Korga barapes gocturnia PB3. Ha akpaHax «bbIcTpblii npocmoTtp 11» n «/3mepeHms
6arapeun v aNeKTpoSoB».
OKOoHuaHMe cpoka cnyxb6bl (OCC) - nporpammarop otobpaxaer OCC*coctosHuMe 6arapeun, YTOObl ykasarb Heo6XoAUMOCTb
HeMe//1eHHO 3aMeHbl YCTPOCTBA U HEBO3.MOXKHOCTb €ro IYHKLIMOHMPOBAHWSA COMIacHO CreLmhmnKaLmm.
3ameHUTb npu HactynieHun OCC - ecnn npodammatop OTobpadkaeT cooblleHne o TOM, 4To Hactynuno OCC, cnepyet
HeMe/IeHHO 3aMeHUTb YCTPOIACTBO.
LnuTensHblii CPOK cyXObl - AnuTenbHbIi cpok cnyxx6bl ([, CC)- ato Bpema mexay PB3 nOCC. [,CC coctaBnseT 3 mecsaua npu
cobnogeHun cnegyrowmx ycnosmii: 100% ctumynsaums W I npyn 60 muH-1; amnantyga ctumynaumm MX 2,5 B; wirpyHa nmnynsca
0.4 mc; Harpy3ka ctumynauum 600 Om; 6 nosHbIx 3apsagoB. OCC MOXET HacTynuTb paHee, Yem Mo MPOLUecTBUM 3 MECALEB, ecu
YCTPOICTBO He COOTBETCTBYET 3TUM YCMOBUSM.
MPOrHO3MpyeMbIil CPOK CAYXKObI
MporHosupyemblii  CPOK Cnyx6bl B TeueHWe roga [Ans yCTpoicTBa npusoautca B Tabnuue 9. [aHHble OCHOBaHbl Ha
KapAMoCTUMYNIMPYIOLLMX  UMMYNbCax, 3anporpaMMUpOBaHHbIX COrnacHo pexumy VV1, 3afaHHOl amnautyge CTUMYNALUK,
LnvTenbHocTM umnyssca 0,4 MC 1 CKOPOCTY CTUMY ALMN 60 MUH™.
MPOrHo3bl CpoKa CNy>KObl OCHOBaHbI Ha CeAYIOLLMX NPEANOSIOKEHNSX:
 Monyrofosas MakcUMasibHas YactoTa 3apsifku Garapen
 MMpel'apuTMHUecKoe XpaHunuLLe AaHHbIX KT, 3anporpaMmMmMpoBaHHOE Ha pexuM «BK.» B TeUeHMe 6-Mecs4yHoro nepuoga (asa
TPEXMECAYHbIX Meproga nocneaytowero HabnaeHNs), Ha NPOTSXKEHNN BCETO CPOKa CNyXXbbl yCTpolicTBa
< 3 yaca 6ecrnpoBOAHON TENEMETPMN BO BPEMS UMM/TIaHTaLyN
» BExkekBapTasibHbIii OCMO3p C AVUCTAHLMOHHON Nepejayei AaHHbIX NaumeHTa KOMnaHuM «MeaTpoHUK»
« 1 y4ac 6ecnpoBOAHON TEIEMETPUM B SIEYEBHOM YUPEXKAEHNN EXXETOAHO
« CTaHZapTHOE BpeMs XpaHeHus yCTpoiicTBa A0 MMMIaHTaumm
PacyeT nNporHo3vpyemoro cpoka Cy><6bl OCHOBaH Ha [aHHbIX YCKOPELUOro paspsga 6atapey v MOOEMPOBaHWN YCTPOICTB, Kak
YKa3aHo. He MHTEPNPeTMPYiiTe 3TV 3HAYEHUSA KaK TOYHbIE [aHHbIe.

MpPOrHo3vpyeMbIii CPOK CNYX6bl B rogax

MpPOrHO31pyeMblii CPOK CNyX6bl B rogax

Pe>xxum 1 npoueHT Amnnntypa ConparunsneHue ConpoTtmBneHue
KapamocTuMynaummn KapauoCcTUMynAaLmnm KapauocrumynumHd 500  kapguoctumynsaummn 600 Om
Om
2,5B 9,7 9,7
0 ’ L 1
DDD, 0% 35B 9.6 9,6
5B 9] 9,2
0,
DDD, 15% 35B 8.7 8.8
DDD. 50% 25B 8.3 8.5
FccripoHitseAeMHe 6e3 nMcbMeHHOTO pripelleHHs kmnantim «MeinpomiK WHK> wnpciueim.
«Meg'doHuic IMK.»

- KoHdprneHuHwwlbHO
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358 71 7.4
25B 7.3 7.6
0 ’
DDD, 100% 358 5.7 N

MpOrBo3HpyeMbIit CPOK CAYyXK6bl B rofax, ¢ PeXXMMOM KapAHOeLWMYyNsaLmMn, 3anporpsMmMmMpoMmHbIM Ha AA| <=> DDD
MpOrHo3MpyeMblit CPOK cry>XK6bl B rofax

Pe>xxum 1 npoueHT Amnantypa ConpotmBneHne ConpoTtusneHune
KapauocTuMynaumm KapAnocTUmynaumm Kapaunoctumynaumm 500  kapauoctumynsauum 600 Om
Om
AAl <=> DDD (pexum MVP) 25B 8.9 9.0
50% npeAcepaHas/5% 3,5 B 8.2 8,3
YKenynouKoBast

MporHo3npyemblii CPOK CNY>XObI

JononHutenbHas nonHas 3apefAka Oatapen - Keokdasa [OONOMHUTENbHAsA MOMHas 3apsfka Gatapen uM3-3a NpoBeAeHus
TepaneBTMYECKOro paspsaa Wiv TeCTMPOBaHMA YCTPOCTBa C(OKpaLLaeT NporHo3MpyembIii CPOK CyX6bl YCTPO/CTBa NPUMEPHO Ha 33
[OHs.

Mpep-apuTmMmyeckoe XxpaHunuwie pfaHHbIX 3KI - MOCTOAHHOE WCMONb30BaHMe XpaHunua AaHHbIX KT cokpaluaet
MPOrHO3MPYeMbIA CPOK CyXKObl MPMMEPHO Ha 2>4 Mecsa B rof, in Ha 20%.

[AvcTaHUMoHHas nepefada aHHbIX MOHWUTOPUHIA B KOMMaHUO «MeaTpoHMIo»-[0nonHUTeNbHbIE YaaneHHble Nepeaayn AaHHbIX
nauyeHTa COKpaLLaroT NPOrHO3MPYEMbIA CPOK Cy>KObl ycTpolicTBa. Hanpumep, nauueHT ¢ DR. nonyvatowwmii 0% npeacepgHoin u
YKeNyAo4KOoBON cTumMynsumm B pexxime DDD ¢ conpoTmenieHvem 600 OM. JO/MKEH pacCcumnTbiBaTh Ha NPOrHO3MPYEMbIIA CPOK CTyXKObl
B 9,7 roga. MporHo3mpyemoe CoKpaLLieHne CPoKa Cy>KObl NMPY NOBbILLEHHON YacToTe ANaANLUOHMbIX nepefay AaHHbIX:

* ExemecsuHble nepefayn AaHHbIX Ha MPOTSHXKEHUM BCEro CPoKa Cy>kObl YCTPOICTBA COKPALLAT NPOrHO3UPYEMbIA CPOK CTyXObl
Ha 80 aHein unm Ha 2%.

* BExxeHefenbHble nepeaayn B TEUEHUE BCErO CPOKa Cy>Obl YCTPOCTBA COKPALLAOT NPOrHO3MPYEMbIA CPOK CY>KObI Ha 381 AeHb,
win 11%.

» EXxeHEBHbIE Nepefaun AaHHbIX HA NPOTSHKEHUM BCEro Cpoka Cnyx6bl YCTPOCTBA COKPALLA0T NPOrHO3MpYeMbIli CPOK CyX6bl Ha
1549 aHeit, wnn 44%

« OfHa fononHuTeNbHas nepedada CoKpalLaeT NporHo3npyeMbIA CPoK Cyobl NpumepHo Ha 0,8 aHs nnm 0,02%.

BecnpoBogHas i-eneMerpHa « kaxablii AOMOMHWUTENbHBIA Yac MCMNOMb30BaHWs 6eCcnpoBOAHON TeneMeTpumn (B KVHWKE VAN Npy
UMMNIaHTaLMM) COKpaLL@eT NPOrHO3MpYeMbIiA CPOK CTY>KObl NPUMEPHO Ha 7.6 aHa win Ha 0,25%.

Bpems xpaHeHuWs - ucteueHne MakcMMasibHOTO BpeMEHN XpaHeHUsl, COCTaB/SAIOLLEro 18 Meck\eB, COKpaLLaeT NpOrHo3MpyeMblii CpoK
CNy>6bl NprMepHO Ha 6,4%.

3anac JHEPrnn n CtaHgapTHOE BpeMA 3apsdaa

3anac SHEPrMn - HakoMMeHHasA 3HepPrnsa Bcerga npeBbillaeT nepeaaHHyr 3Hepruio. NCTOYHMK HaKOMIEeHHOM aHeprum -

MaKCUMaUTbHbIN 3apaa, KoHAeHcaropa.

CTaH,qapTHoe BpemAa 3apaga - nocneaHee Bpemd 3apaaa KoHAaeHcaTopa 0To6pa>Kae+0ﬂ Ha gucnnee nporpammaropa u B nevatHbIX

oT4yeTax. OLLeHI/ITb BpeMA 3apsaga MOXXHO C NOMOLLIbHO TECTa 3apﬂaa/pa3p$-|,u,KH.
BocupcHTeneHve 6eT MMCMEHKOTO PBUPELLIEHUST KOMNaHun «MclopoHuK NTc >wiipcitieiio.

XMenNTPoHHK VHK.»
* KoudhmaeHuHanbHo
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MaKcrManbHbIA 3anac 3HEPrMn 1 cTaHZapTHOE BpeMs MOMHOro 3apsija

MakcumasibHasi nporpaMmMupyemast 3Heprus
MakcumasibHas rnoctaBnsiemMas SHeprms
MakcnmasibHas HakonneHHast 3HeprHa™™

CraHgapTHOe BpeMs 3apsaa B Hadane obcnyxmeaHusa (HO)

35[0k
36/[K

420k
8.3¢c

CraHaapTHOe BpeMs 3apsaa Ha MOMEHT peKoMeHA0BaHHOSBpemeHn 12,3 ¢

3ameHbl (PB3)"

*3Heprus, nepefaHHas B KOMHEKTOPHBI 610K mpu Harpyske 50 Om.
*[pwn 3anporpaMmmupoBaHHoii sHeprum 35 [k noctasnsiemMas sHeprus npesbiwaet 35 k.

3Heprvm, HaKon/ieHHasA K KOHLY 3apsia KOHAeHCaTopa.

*Bpems 3apsaa BO BpeMs ceaHca 6ecnpoBOAHON TENEMETPUN MOXKET ObITb HECKO/BKO BbILLE.

MpuMeHeHne MarHuTa

Korga MarHuWT Haxoamtcs psgoM C YCTPOWCTBOM, AETeKUMA TaxMapuUTMUKM MPUOCTaHaB/IMBAETCS, U JIEYeHWE TaxmaputMunu He
NPOBOAMNTCA. 3BYKOBbIE ONOBELLEHUS, ECNW 3anporpaMMMPOBaHbI. YCTPOIACTBO UTHOPUPYET MarH1T B rO/I0BKE NporpamMmMaropa, Korga
TenemeTpuyeckas CBA3b yCTaHaB/MBAETCA Yepe3 rofIoBKy nporpammaropa. [o vMniaHTauum 1 B TeueHve nepsbix 6 Yacos nocrne
UMMNIaHTaLyN YCTPOMCTBO HE M3MAET CbILLUMMbIX 3BYKOBbIX CUrHaU10B, €CIN Haf, YCTPOMCTBOM PacnofIOKEH MarHuT.

MpumevaHue: Ecnn MR1 SureScan 3anporpamMmypoBaH Ha «Bk/1.», AeTeKumst TaxmaputMmim 1 onoselleHns MedttDnic CareAlerts

(BKI'IIOLIaFI 3BYKOBbIE OI'IOBeLLI,eHI/IFI) NpunocTaHaBNNBaKOTCA.

Kntou ¢ TapupoBaHHbIM ycunvem (B ynakoBke ¢ WMK/) - MCnonb3yiiTe TONBKO KU C TApMPOBaHHBLIM YCUIVEM, KOTOPbI
MOCTaBNSETCA C YCTPOCTBOM. K/iou ¢ TapupoBaHHbIM ycuUnMeM npeAHasHadeH Ais NpefoTBpallieHUsl NOBPeXAeHUs YCTpoiicTBa
BCNEACTBUE YPE3MEPHOTO 3aTANVIBaHWS 3KMMHOTO BUHTA. [ipyrue KUy ¢ TapupoBaHHBIM yCUMEM (HanpUMEP, C CUHEN PYKOSITBIO
WIN MPSIMOYTO/IbHBIM LLIECTUIPAHHBIM K/TOUYOM) NPEBOCXOANT BO3MOXHOCTY KOHHEKTOPA 3MEKTPOA0B.

Martepuanbl (He BCTynatoT B KOHTAKT C TE/IOM Ye/I0BEKa):

OMNOPHO-YNOPHbIA NOALIMMHUK

MnacTMKoBble KOMMOHEHTbI

Tpy6Ka C LIEeCTUrpaHHbIM COEAMHEHNEM

[Opyrvie MeTa//IMUecKe KOMMOHEHTbI

Monutc rpachtopatuieH no AMS 3652
Monuagmpumng, (G.E. Ullem 11(X)F-8104);

Ll BeT-cepoBato-6e/blii UM 3KBUBASIEHTHbIN

455 KOPPO31OHHOC'ToliKas cTaib, Mapka  Custom,
npov3[togH'lens  «KapneHtep» (Carpenter) -  npolleALas
BaKyyMHYl0  TEPMOOOPaboTKy (naccvBMpoBaHHas no
CrneumgurKaLmMm koMnaHum «MeaTpoHuK» - 200034-(101)
Koppo3HOHHOCTOMKas cTasib (naccmBmpoBaHHas no
Cneumdukaumm komnaHum «MepaTpoHuKs - 200HB4-001)

Pasmepbl (grolimbl): (Mpegen NorpewHOCTH: .xx = ,02; .xxx * ,005)

BocllpoHss<gellllc 6e3 nHcbMeHuoro puspvuieHHi komnaHum «MeaTpoHuk nk.» uiipeiHciio.

«MenTpoHuK VHK.»
- KoHthHaeHHHabHO
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KpyTawmii MoMeHTOrpaHnyeH o 12-17 groiim-yHupii (.90,08 - 0,12.0 Hm) Bo BpeMs NepBOro BpaLLeHUsi N0YacoBOI CTPESIKE; Koraa
3HaueHWe KpyTALLEero MOMeHTa B 3TOM AuanasoHe 6yeT OCTUIH>TO, NocneayerT LUenyokK.

Teepgoctb: 47-55 no Poksenny

Macca: 8 r+0,5 r

3arnywka KOHUeKTopHoi ynucrn Medtronic DF-1

3arnyuwka KOHHeKTopMoH YacT McdtroaicDF-1 (e4.1NMM.IT MM)
CrepxeHb

Vo4 0.13

M1.59 ~«0,75

3arnywka KoHWeKTopHol Yactn Medtronic DF-1 BKtOYeHa B KOMMIEKT MNOCraBKH TObKO cneayroLmnx moaeneit: Evera MRJ
(DDMC3D1), 310 YCTPOWCTBO SBASETCS 3ar/yLIKOW /19 COOTBETCTBYHOLLEro MopTa KOoHHektopa 1S-1 (cornacHo I1SO 5841-3)
reHepaTopoB  UMIMYNbCOB, TakKMX KakK KapouoCTUMYNSATOpP, K  KOTOPOMY He TMOAKIHYEeH KOHHEKKp afektposa
umMmnnaHtTupyemoro AMNN/NKLA,.

Matepuanbl: Pyyka - CUIMKOHOBBIA KayuyK (KUAKUA CUIMKOHOBBIM Kayvyk GuomeamumHekoro knacca Silastic (LSR); CTtep)keHsb -
HepxKaBsetoLas ctab 316L

Macca: 0,41+/- Q0" r

XapaKTepPUCTUKN KOHHEKTOPOB (COeaNHUTENEI):
1S-1 /DF1:

Bocnipovssienenue 6ei llncbmellllorapmspelucHnl komnaHum «Menl pnbkk VHK.» wmpeLueno.
«MenTpoHuK Nnk.»
- KoH<pxnc<luyHanbito
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opa»0« nptoctiNDM cnwyxawm (S-1)

npaBblii AaKyBoOUCK cnotcjisuDO (17 j

npaxbIi X Wwyanyck etm|ly1LL 1K1 ‘asth
BMB «mblyTalw« B»chH6pLOouwn (D f*1)

IS-1, DF-1 ConpoTUBNEHNE YTEUKN (hhskoio HAMPAXKEHWUSA): COMNPOTUBMEHME YTEUKN OO/MKHO cOocTaBAls 50 KOM MUHUMYM
MeXy TOKONPOBOAALLKMM 351ieMeHTaMK, NpeaHasHaueHHbIMIN [/ 31EKTPUYECKOA M30AALMN NOCPEeACTBOM YIIOTHUTE BHBIX KOMeL,

BctaBka / M3BneyeHme - otBevaeT BceM TpeboBaHusmM ISO 11318 (DF-1); ISO 5843 (IS-1)

MpoYHOCTb COeANHEHNSI MEAULMHCKOTO M3AeNMs C 3NEKTPOAOM (BBeLeHVe/V3BeUYEHWE):

CoeapHuTENbHHOE (HE340 NPUYHMMAET COOTBETCTBYIOLLMI NPOXOAHON Kuwiwbp. Cuna BBeaeHws / 13BneYeHns coeauHUTENbHOTO
rHesga He gomkHa npesblwatb 2,0 gyHr-cuna (9 H)ana DF-1 /1S-1 kOHHEKTOPOB (coeauHUTENENR)

MexaH1ueckoe TeCcTpoBaHue

Llenb MexaHU4ecKoi BUGpaLImK, MEXaHNYECKOTO COYAAPEHIS 1 KOHTPO/IMPYEMOTO CBOGOAHOIO NaZieH!s 3aK/IHOYAETCs B TOM, YTOGbI
rapaHTUPOBaTh, YTO (hYHKLMOHA/IbHbIE CBOWCTBA YCTPOICTBA HE OKa3bIBAKOT HETaTVBHOTO BO3AENCTBIS HA MEXaHWUYECKYHO Cpesy BO
BpeMsi TPAHCMOPTUPOBKY, AUCTPUBYLIAM W KIIMHUYECKOI YKM3HM YCTPOIACTBA A0 UMMIAHTALWN.

NleBblii KOpnyc A/ Kabens Ha 11 WTbIpbKOB AEMOHCTPUPYET TY YKe XKECTKOCTb (IMB0 HEMHOIO HIWKE - HauMeHee 611aronpusTHbIe
YCNIOBUS!), KaK Kopryc A5 Kabenst Ha 9 WTbIPbKOB B COOTBETCTBUM C aHa/M30M KOHEYHOrO 3fieMeHTa. AHann3 CpaBHUBAET MPOruGhl
[N ABYX KOHGMrypaumii nesoro kopnyca. B aHasmse Koprnyc (UKCUpyercs BOKPYr BCE/i KPOMKMW, W Harpyska MpuMeHsIETCS
aHaIOMYHO MCMbITaTeNIbHOW Harpyske AeqieKUMn Kopryca B LEHTpe Kopryca. PesynbTaTom siIBISIETCA peakuusi OTK/IOHEHUs Ayis
Pa3nMUHbIX BEJIMYMH CWTbI 1 CPABHEHUS HAMPshKeHUIA B 061acTU Kopryca FT. PacnipeaeneHue HanpsbkeHust B o6nacTi kopnyca FT
MPVBOANTCS HA PUCYHKE HIDKE. TEMHO-CUHWIA LIBET YKa3biBaeT MUHVMA/IbHOE 3HaUYeHVe HanpskeHns. M0 Mepe Toro, Kak Harpyska
YBENMUMBAETCS, LBET W3MEHSIETCA Ha CBET/IO-TONYyGOM, a Moc/ie 3TOro CTAaHOBMTCS 3eMieHbIM, moatoMy kopnyc ¢ FT ll-pin
[leMOHCTPUpYeT Goniee BbICOKOE pacrpeserieHne HanpsiKeHusI.

VncnpovaneacnHe 6 i MMCbMEHHOTO pU3peTeHHs koMnamk aMe/npoiDK Wnk>- wnpetueno
«MefTPOHUK VHK.»
- KondomneHnnHgis"to
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FIgMN 1<h 8 Irw  ONtribweeq eo the Le* Hwid 8hW#(Islb fc |*i FT; * I# It o)

Force-Shield Deflection OrknoHeHve 3aLMTHOro nons

ADolied Force-lbs Mpunaraemas cuna - PyHTbI

Deflection - ins Mpunaraemas cuna - QyHTbI

B lackwell-LH-9pins Mpunaraemas cuna - QyHTbI

Biackwell-LH-1 Ipins Blackwell-LH-I Ipins

Figure 10: Stress Distribution on the Left Hand Shield (Left: 9- PucyHok 10: PacrnpefeneHue HanpsXXeHns Ha NeBOM LumTe
pin FT; Risht; | I-pin FT) (cneBa: 9-pin FT; cnpasa: 11-pInFT)

PacnonoXeHne KPOHLUTENHA KOpryca He BMSIET Ha MEXaHWYecKMe TECTMPOBaHWS B COOpKe 3MeKTpoHHOro mogyna (EMA).
KpenneHne KOHHEKTOpa OLEHUBAETCA B XOe TeCTUpoBaHUA KOoHHekTopa DAU, a He B paMKax MexaHW4ecKoro tectuposaHmst DAU.
MexaHwnyeckoe TecTmpoBaHve DAU He npefHasHavyeHo 419 oueHKn ICR 1 KpenieHns KOHHeKTopa.

CKOpOCTb yTeuku

Kapkpoe ycTpoiicTBO B MpOLEcce MPOM3BOACTBA MPOXOAUT MCMbITaHME Ha (haKrMYecKytd CKOPOCTb YTEYKM, Karopas He [0/DKHa
npesbiwars |x 10" ctaHgapTa cM7cek renus.

MpvknagHoe nporpaMmMHoe obecrneyeHmne (BHewHee) anis Evera

Knacc 6esonacmocrn MO -C

MporpammMHoe obecneyeHne mogenm SW033 - Bepcus 8.2

MpunoxxeHne mogenm SWO033 3arpykaetcsl Ha yTBepXKAeHHbI nporpammvarop Medtronic Analyzer, oHO OTBeYaeT 3a MOAAEPXKKY
yHKUMIA 1 yHKUMOHAIbHOCTL  yCTpoiicTBa. [porpammHoe obecneveHne SW033 BkIOYaeT B cebs BCE WCMO/HAEMblE W
MencnosHseMbIe aiiibl, aTakoke (alinibl AaHHbIX, HE06X0AUMbIE A8 NOAAEPKKA NMPOrpaMMUMPOBaHUS YCTPOCcTB Event B cuctemax
nporpammatopa Medtronic Analyzer. NporpaMMHoe obecneyeHve NO3BONSET Bpady BbINOMHATL 3anpockl Y MPOrpaMmMupoBaTh
YCTPOICTBO, NEpeMELLaTLCS MO MO/b30BaTe/IbCKOMY MHTEPQENCY 4151 B3aUMOAENCTBUSA C UMMNJTaHTUPYEMbIM YCTPOCTBOM, 3anycKaTb
TeCcTMpOBaHWe, HacTpamBaTb Tepanuio, BbINOMHATbL aHa/IM3 AaHHbIX Y pacrneyarbiBaTb OTUYETbI

ANeKTpoabl - CUCTEMA 3/IEKTPOAOB, MCMOMb3yeMast C 3TUM YCTPOCTBOM, AO/DKHA 06ecneumBarb AETEKLMIO, CTUMYIALMIO, a TakoKe
Tepanuio NyTemM Kapamosepcun 1 aedmbpunisummn npaeoro xenyaouka (MX), a Takke AeTekuuo 1 cTumynaumio npeacepania (M).
He ncnonb3yiiTe 3NeKTpopbl C 3TUM YCTPOCTBOM G€3 NpeBapuTe/IbHON NPOBEPKMA COBMECTMMOCTU 3/1EKTPO/IA U KOHHEKTOPA.

YCTPOIACTBO 0ObIYHO UMMNAHTUPYHOT CO CIEAYHOLLWIMU 3MIEKTPOAAMM:

BoenpoHzaenerne 6e3 TKbMeLL H0T0 paspeLLeHHst KOMUUHHH *MenTponuK VIHK.» bIHpeLeHo.
«Mea3poHVK NHK.»
* KnHbHNeHumabHO
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e | YeTbIPeXMOIOCHbIA/TPEXNOMKCHBIA TPAHCBEHO3HbLIA 3M1EXTPOL C KOHHekTopoM DF4-LLHH wwm DF4-LXHO B npasom
xenygouke (MX) 419 NpoeefeHVs AeTeKummn, CTUMYNALUA 1 Tepannn NyTeM Kapavosepcum/aeduopunnaumn.

« | BUNONAPHBLIN TPAHCBEHO3HbIN 3M1EKTPOL, C KOHHEKTOpPOM IS-1 B npeacepavv (a) Ans AeTeKumm v CTUMYNSAUMN. Pekcumenayetcs
UCMO/b30BaTb OGUMONAPHBIVA MPeAcepAHbIi 3NEKTPOA, C MEXANEKTPOAHbIM paccTosHueM < 10 MM 41 YMeHbLUEHVS AeTeKumn
[LanbHero nona R-Wave. Mpumep coBMecTUMbIX 31eKT PO0B NPOM3BOACT Ba «Me T poHUK MHK.» - ceMelicTBO Sprint Quattro
Mporpammaropsl 1 NO - 419 nporpaMmMMpoBaHMs JaHHOro YCTPOCTBA MCNO/b3YOT NPOorpaMMarop U NPorpaMMHoe obecrnedeHme
Medtronic CareUnk. WHopmauuio 06 1cnosib3oBaHnM NporpaMmMaropa CM. B CPaBOYHOM PYKOBOACTBe. [porpamMmaropbl Apyrux
npov3BoauTeneli He COBMECTUMBI C YCTPOCTBaMK NPoM3BOACTBa «MeATPOHMK», HO OHU HE NMOBPEXAAIT WIX.

AxkTtunsatop Conexus, mogesnb 27901- Aktnsartop Conexus, Mogens 27901 npomssoacTea «MeATPOHMK» MO3BOMSET BaM BK/IHOUUTL
6ecnpoBoHyto TenemeTpuio Conexus 419 UMNIaHTUPOBaHHbIX YCTPOICTB, KOTOpble NOAAEPXKMBAOT 6ECMPOBOAHYIO TENEMETPUIO.
AkTmBatop Conexus mcnonb3yetcs ¢ nporpammaropom Medtronic CareUnk, mogens 2090, ¢ Tenemetpueli Conexus B 60/1bHMLE WK
K/TMHUKe.

AHanusatop npoussoActBa «MeATpoHUK» - CucTeMa MOAAEPKUBAET  WCMOMb30BaHWE aHanusatopa  «MeaTPOHUK,
BCMOMOTaTeNlbHOM MPUHaANEXHOCTM Ana nporpammaropa Medtronic CareUnk. Cructema no3BonsieT OQHOBPEMEHHO BbINO/HATL
CeaHC YCTPOICTBA M CeaHC aHasm3aTopa, ObICTPO NepeksIyaTbes ¢ OAHOTO ceaHca Ha Apyroi 6e3 Heo6xoAMMOCTM 3aBepLuaTb Win
nepesanyckatb CeaHChbl 1 OTNPaB/ATb JaHHbIe U3 aHanmM3aTopa B npotpaMMSTop.

MoHuTOp naumeHTa «MeATPOHUK» - NaumeHTbl UCMOMb3YOT MOHWUTOP NauueHTa /19 aBToMaTMyeckoro cbopa MHhopmaumn ¢
UMMAAHTUPOBAHHbIX YCTPOICTB W Mepefaun WHGopMauyn cBouM Bpadam 4epe3 ceTb Medtronic CareUnk. [ns nonyyeHws
WH(opMaLMm 06 MCMOoNb30BaHNM MOHUTOPA NauMEeHTa, CM. PYKOBOZCTBO MaLveHTa; MHopMaLMIo O MOAKTOYEHUN Y UCMOMNb30BaHUA
CM. B /inTepatype Ha MOHWUTOP MaumeHTa.

Cetb CarelLink - Cetb Medtronic CarelLink - 3TO WHTEpHETY;Ny>k6a, KOTOpas MO3BOMAET NaumeHTy nepefasatb MOMHYH
MHhopMaLIMio 06 UMMN/IaHTUPOBaHHOM YCTPOICTBE M3 AIoMa WK U3 APYroro Mecta Bpady Yepes 3almileHHbI cepep. CeTb CareUnk
MOXET 6bITb HEAOCTYMHA B HEKOTOPbIX reorpafiuecknx ToUKax.

Monutop Carelink Express mogens 2020B - moHuTOp «MeaTtpoHuk» Carelink Express mogenb 2020B - 370 MOpTaTUBHBIN
WHCTPYMEHT [/19 0npoca ¥ nepeaaym AaHHbIX, UCMNOIb3yeMbIiA C UMMNIAHTUPYEMbIMUW YCTPOCTBAMU «MeaTPOHNK.

MomowHMK nauneHta InCheck mogenn 2696 - naumeHTbl MOryT MCNosb3oBaTb MNMoMowHUK naupeHTa InCheck mogenn 2696
«MeATPOHMK», YTOBbI MHMLMMPOBATL 3aM1CK AaHHbIX O CepAeyUHbIX COObITUSAX B NaMsThb YCTPOIACTBA, a TaKKe /19 NPOBEPKY TOro,
BbISBWIO /M VMMMNAHTUPOBAHHOE YCTPOMCTBO — MpeAanonaraeMyto  NpeacepaHyto  TaxvapuTMuI0 W,  €ecinm  YCTPOMCTBO
3anporpaMMMpOBaHO  3amnyckaTb aKTMBMPOBAHHYHO MNauMEeHTOM KapAMOBEPCWIO, A1 3anpoca  BbINOMHEHUS  NpeacepaHol
KapamoBepcuu.

MoHutop CareUnk wmogenn 2490C - nauymeHTbl UCNONb3yT MoHuTop CareUnk mopenm 2490C «MeATpoHUK»  A1s
aBTOMATWNYEeCKOro cbopa MHHOPMaLUMM CO CBOMX MMIM/IAHTUPOBAHHbIX YCTPOMCTB M Nepefaun MHGopMaumn cCBoMM Bpadam. [/1s
nonyyYeHVss MHpopMauynm 06 MCronb3oBaHMM MoHWTOpa Carelink cM. pyKOBOACTBO MauWeHTa; MHMOPMALMIO O MOAKIOUEHUN U
NCMONb30BaHUM CM. B ITEpaType Ha MOHUTOP NauyeHTa.

dnekTpoMarHi 1oe usnyyeHue
LinthpoBble MMMIaHTMPYeMble ABYXKAMEPHbIE KapamoBepTepbl-aethHEpUNATOPbI Bvera npeaHasHaueHb! Ans
CMO/b30BaHIS B 3/IEKTPOMArHUTHOW cpefie, ONMcaHHOW Hibke. MoKynaTesb Wi Nnosb3oBaTeslb LMBPOBOro

BocnpoussexHHe 6e3 MKbMEHHOTO pe3peTeHns KOMUMHHH «MeaTPOHUK VIHK.» Tanpauam)
«MeATPOHUK VHK »
- Kow[>npeHt|Hanbi10
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MMNNaHTMPYEMOro ABYXKaMePHOTro KapayoBepTepa-aedmopnnnsTopa Evera go/mkeH obecneynTs ero MCnosb30BaHue B

TecTnpoBaHue
3/1eKTPOMarHMTHOro
n3nyyeHns

BbICOKOYACTOTHOE W3/yyeHue
cornacHo CTaHJapTy
CnevmansHoro
MeXAyHapoaHOoro  KomwuteTa
no pagvo  WHTepdepeHumn
CISPR 11

BbICOKOYACTOTHOE WU3/1yyYeHue
corniacHo ctaHgapty C1SPR 11
lapMoHuMYyeckne
coctasnsoLLme
notpebnsemMoro TOKa B
cootsetctBum ¢ 1EC 61000-3-2
KonebaHwus/ckauku
HanpskeHns cornacHo
craHgapty IEC 61000-3-3

VicnbITaHUA Ha yCTOWYMBOCTbL

dneto pocratmueckuii  paspsig
(ESD) B cootBetctBMU C IEC
61000-4-2

MarHuTtHoe none
MPOMBbILLNEHHO 4yacToThl
cornacHo IEC 61000-4-8

VcnblTaHus Ha
yCTOMNYMBOCTb

CooTBeTCTBME

lpynna 1

Knacc B

Hc
ncnosnb3yetcs

He
NCnonb3yeTcs

YpoBeHb
TecTMpoBaHuA
60601

yKa3aHHOW cpefe

ANeKTpOMarHUTHas Cpeaa - UHCTPYKLN

UncpoBble  UMNMaHTUpyeMble  AByXKamepHble  KapAvOBepTepbI-
LethmbpunisTopbl Evera AomKHbI UCTYCKaTb 371IEKTPOMArHUTHYO 3HEPT 0
[l BbINOMHEHUS! CBOEli OCHOBHOI (hyHKLWN.

LincpoBble  MMMMAHTUPYEMble  AByXKAMEpHblE  KapAvOBepTepbI-
Oedwmbpunnstopbl Evera nogxoasT As UCMNo/b30BaHMs B /OGOM MeCTe.

MoMexoycTon4MBOCTb
YpoBeHb SneKTpoMarHuTHas cpefa - UHCTPYKLnn
IEC cooTBeTCTBUA

+ 6 KB - KOHTaKTHbIA + 6 KB - KOHTaKTHbIV [loNbl B MOMELWEHNN [O/MKHbI ObiTb U3

paspsg

paspsig fepeBa,  0GeTOHA WM BbUIOXKEHbI

+ 8KB - paspsag B = 8KB - pa3spag B KepaMWYECKOW MAMTKOW. Ecniv monbi 6yayT

BO3/yXe

3 A/M

YpoBeHb

TECTUPOBAHMA
60601

BO3/lyxe NOKpPbIBATLCH CUHTETUYECKNM
MaTepuasioM, OTHOCUTENbHAsA BMAXKHOCTb
[O/MKHa cocTaBnATb He meHee 30%.

0.3 A/m MarHutHble nons MPOMBbILLIEHHOV
4acToTbl [OO/DKHbI U3MEPATbCA Ha MecTe
YCTaHOBKMW. 4TOGbI obecneynTsb
[OCTaTOUYHYH0  HU3KYI0  HanpsXXeHHOCTb
nons

dakTnyeckuii YpOBeHb COOTBETCTBUSA

1EC ypoBeHb

MocnpoHaiieenHe 6e3 HucbMeltoro peipeuieHHe koMnaHnn «MenTpoHuk VIHK.H 3anpeLuemo.
«MeATPOHUK VIHK.»
- KoHdhuneHumankHo
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KOHAYKTMBHbIN
VHAYLMPOB<1HHbIN
pafmnoyacToTHbIMU
3/1EKTPOMArHATHLIMW

LLyMm,

nonaMmn B COOTBETCTBUM C

Ll C 61000-4-6

M3nyyaemoe
pafmoyacToTHoe
3MeKTpoMarHuTHoe

none

cornacHo 1EC 61000-4-3

Tect
MOMEX0YCTOMYMBOCTb

Ha

AneKkTpocTaTMYeCcKnin  paspsig
(ESR) B cootBetcTBMM C IEC

61000-4-2

YactoTa

MPOMBbILLIEHHOTO

MarHuTtHoro nonsa (50/60 u)

IEC 61000-4-8

BocnpoussefekHe 6e3 MHCbMCLLIOTO paspelleHunst KoMnaHumn «MCA3POUHK VIVK.>- KLLIPCUIOL0.

3 B
(cpegHekBagpaTNyH
0e  3HayeHue) B
OuanasoHe ot 150
KMy go 80 MMy 3a
npegenaMn - 4acror,
BbloeNsemMbIXx A5
3HeprocbeperatoLler
0 peXxmma
BbICOKOYACTOTHbIX
YCTPOWCTB

10 B
(cpepHekBagpaTnyH
0e 3HayeHue) B
AunanasoHe o1 150

NMOMEXO0YCTONYMBOCT
"

1,7 B
(cpeaHekBagpaTuyH
oe 3HayeHue)

2,3 B
(cpeaHekBagpaTUyH
0€e 3HayeHue)

KMy go 80 Mry 3a 13 B/m
npegenaMn — 4acTor,
BblAENSEMbIX  O/A
3HeprocbeperatoLer
0] pexmma
BbICOKOYACTOTHbIX
YCTPOWCTB

MoMEeX0YCTON YMBOCTb
YpoBeHb CooTBeTCTBUE
TecTMpOBaHUS B YPOBHS
cootBetcTBUK ¢ IEC
60601
+ 6 KB - KOHTaKTHbIA * 6 KB - KOHTAKTHbIN
paspaa paspsn
+ 8kB - paspag B * 8kB - paspag B
BO34yXe BO3/yxe
3 A/m 3 A/M

«MenTtpomuk Nnk.>
- KoudhHpenmmanbi<o

1B (cpeagHekBaapaTMYHOE 3HAYEHME)

1B (cpefHekBaapaTUUHOE 3HAYEHNE)

10 B/m

JNEKTPOMArHUTHas! cpesa - MHCTPYKLMK

Monbl B MOMELLEHWM [O/MKHbI ObITb U3
Jepesa, 6eToHa wim BbUIOXEHbI
Kepamm4eckoi NnTKoi. Ecnn nonbl 6yayT
NOKpPbIBaTLCA CYHTETUYECKUM
MarepuasioM, OTHOCUTESIbHas BMaXKHOCTb
[0/mKHa cocTaBnATb He MeHee 30%.

YpoBHU 4acToTbl MPOMBILLIEHHOMO
MarHUTHOX) nons LLOMKHbI
COOTBETCTBOBATb  TUMOBLIM  YC/IOBUSIM

KOMMEpUECKOI UK 60/bHYHON cpefpl.
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PagnouacTtoTa 3B/m 3B/m
3M1EeKTPOMArH1UTHOro nond B pguanasoHe ot 80
1EC 61000-4-3 Mlygo25I0Ty

Bocnpousaenelk 6¢j KMCbMEHNOr0 pa”pele«ing KoMnaMnmH «MeaTpoHUK VIHK.» LinpeLyoto.
«MeArpoHuK NHK.»
1 KondHaeHnHanmm)

OfHako nokasaHWs BECOB, BCTPOEHHLIX B
KpoBaTb, HE  WMEKT  KPUTUYECKOro
3HaveHus ans  pabotbl  MEAULMHCKOrO
ycTporictea: LindpoBble MMnnaHTrpyemble
[OByXKamepHble KapauosepTepsbI-
AedH6pUnnaTopbl Evera

D = 1,2 VP BananasoHe ot 26 4o 800 My,
D = 2,3>/P B gnanasoHe ot 800 My o 2,5
My, roe P -HOMUHaIbHAA MakCUMasibHass
BbIXOAHasd MOLLHOCTb MepefatyvMka B
BarTTax (BT), yCTaHOB/1EHHas
npovssoamtenem, n d - pekoMeHayeMbIiA
MPOCTPaHCTBEHHIN 3a30p B MeTpax (M).
Hanps>keHHOCTb nons npu
pacnpocTpaHeHum paavoBO/H ot
CTaUMOHapHbIX  PaauonepeiaTynkoB  Ha
OCHOBaHUM  pe3y/nbTaTtoB  HabnaeHWi
3/1EKTPOMArHUTHON 06CTAHOBKM  0/HKHA
ObITb HVKE YPOBHS COOTBETCTBUS B KXKAOM
[manasoHe 4acTor.

Momexy  MOryT  BO3HWKaTb  BOM3U
060pyA0BaHNA, NOMEYEHHOTO 3HAKOM.

(((+»)

[JaHHOe ycrpolicTBO He MOXKET cOo3asarb
BpeaHbIe NOMEXM.

YCTPOWCTBO AO0MKHO MNpUHUMATL /obble
MoslyyeHHble MOMEXW, BKJ/IOYasA MOMEXH,
KoTopble MoryT npensaTCcTBOBAaTbH
Hagnexalleli pabote ycTpoictBa. 31O
YCTPOWCTBO He Bbl3blBaer Nomexu, BpeaHble
ans paguoclaHluii, Kotopble paboTatoT B
AvnanaszoHe 400 150-406 000 Mrly wu
UCMONL3YIOTCA B METe0pOOrMyecKmx
Lensix, 4191 METEOPOSIOrMYECKUX CMYTHUKOB
M CUCTEM CMYTHUKOB pa3BefKkn 3emnu. 3ro
YCTPOMCTBO [O/MKHO MPUHMMATL Ntobble
MONYyYeHHble TMOMeXW. BXo4as nomexu.



KoTOpble MoryT npuBecTu K
HexenaTeNbHoI paboTe ycTpolicTea.

MPUMEYAHWE | Mpwn 80 1 800 ML, NpuMeHsItOTCS 60/1e€ BbICOKME YaCTOTHbIE AManasoHbl.

NMPUMEYAHWNE 2. [aHHOe pPyKOBOACTBO MOXET MPUMEHATECH He BO BCeX CcuTyauusx. PacnpoctpaHeHHe
3N1EKTPOMArHWUTHbIX BO/IH 3aBUCUT OT NOrOLWEHNS 1 OTPasiNeHUst OT KOHCTPYKLUIA, O6BEKTOB 1 NHOAEN.

9. TecTupoBaHue Tabnuua MaTepmasioB, KOHTAKTUPYHOLLNX C TKaHAMM:
61OCOBMECTHMOCTHU
Marepwuan KOMMOHEHTbI yCTpOiACTBA
TutaH knacca | ASTM F67 JleBas KpblLwKa
Fe (kene3o) no 0,12 MpaBast KpblLLKa
C (yrnepop) go 0,05 CoeauHUTENbHBIN CTEPXKEHb
Si (KpeMHuin) go 0,08
N g0 0.03
Ti99,5- 99,99 Ckoba thmkcartopa

O (kucnopoa) go o, |

H (sogopog) fo 0,008
TutaH knacca 2 ASTM F67
Fe (xene3o) go 0,18

C (yrnepog) po 0,07

Si (kpemHuit) go 0,1

N 10 0,03 3arnyiika

Ti 98,61 -99,7

O (kucne™a) po o, 12

H (Bogopog) o 0,01

CunnKoHoBbIV kayvyk M EP 2000 Kneswwin marepuan
MonunypetaH 75D 3nactaH 750"“TekoTtaH TT-1075D-M Mopynb KoHHeKTopa
CWNMKOHOBBIN Kayvyk ETTR anactomep Q7-4735 M3onupytoLwana BTynka

LSR ¢ pnokempom TutaHa 2% (Q74850, kpacutens Ferro
6enblin 61-182000)

YnnotHutens 1S4

KomnaHuio «3Bepa» (Bnakeesnn) oLeHUBaIM COrNacHo MPUMEHNMbIM pasgenam craHgapta 1ISO 10993-1:2009, konropeke KacaroTes

6ronornyeckoro Bo3gelictens. B Tabnmue HDKe NpeAcTaBneHbl Bee nogpasaensl ctangapra SO 10993 n nx B3anmmocBs3b C AaHHOM

OLieHKON. Matepmanbl, 1Mcnonb3yeMble B KOMMaHUM «3Bepa» (Bnakeenn), UMET AOMTYH UCTOPUIO 6e30MacHOro KAMHUYECKOro
BOCWPOU3HCICMUC 6 Ci MUCbMBUMOTO pyapeLLeHnst KoMuakHn kM<unpou(lk MHk.» uiiipCDiciio.

«MenTpoHuK NHK.»
- KondpuneHuHanb>to
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UCMOMb30BaHWA B MpeablayLLunX YeTpolicTBax «MeaTpOHMK» B 3KBUBASIEHTHOM KOHTaKTe € TKaHAMMW NauveHTa 1 Npoun3BOLACTBEHHOM
06paboTKO, a TakKe OOLUMPHBIMA MMEILLWIMUCA AaHHLIMX TECTUPOBaHWSA GMonornyeckoin 6esonacHocTn. B ISO 10993-1:2009
pasgene 4 «O6Lime MPUHLMNLI, NPYMEHSEMble K GMONOTMYECKOW OLEHKE MEAULWHCKMX YCTPOMCTB» yKasaHO: «OueHKa MOXeT
BK/OYaTb B Ceb6A Kak M3yyeHne COOTBETCTBYIOLLErO AOK/IMHMYECKOr0 W KMHUYECKOro OnbiTa, TaK W AaHHble (aKTMYecKoro
TecTMpoBaHus. B pesynbTase BbINOMHEHUSA TAKON OLEHKN MOXET ObITb CAeMaH BbIBOA, O TOM, YTO TECTUPOBAHME He TpebyeTcs, ecnu
MaTepuan MMEeT O4YEeBMAHYIO 6Ge30MacHyld WCTOPMIO WCMOMb30BaHWS B KOHKPETHOM pon M (hM3MYeckyro ¢opmy, KoTopast
3KBMBAJIEHTHA TAKOBOI Y NPOEKTVPYEMOTO YCTPONCTBaY.
KomnaHua «MeaTpoHMK» npoBena 06LWMPHbIE TECTUPOBAHUSA BMOMOrYecKoi 6e30MacHOCTU Ha KedkaOM Matepuasnie B OTAe/bHOCTH
1 NPOAEMOHCTPMPOBa/Ia 6e30MacHyt0 UCTOPMIO K/IMHWUYECKOTO WUCMOJb30BaHNSA KaXKOOro Marepriana B YTBEPKAEHHbIX Ha PbIHKE
ycTpolicTBax-06pasLiax. PaHee TecTMpoBaHWe MPOBOAWIOCL Ha ApYruxX Aetansx «MenTpoHVK», W3rOTOBMIEHHbIX W3 TEX >kKe
MatepuanoB. [aHHble TECTUPOBaHUA Ha GMONOrMYEecKyto 6e30MacHOCTb M UCTOpUSi 6e30MacHOro MCMosb30BaHHSA MNpUBeeHbl B
KaXKOOM MPUIOXKEHNN K MaTepuasty, NPUIOXEHHOMY K 3TOM OLeHKe. B Tex cfiyyasx, Korga TecTMpoBaHve MpPOBOAMIOCH B
COOTBETCTBUM C NPeAbIAYLLMMA BEPCUAMM CTaHAAPTOB, aHa/IM3 PasnMumniA MeXay Ucrnosb3yeMbiMy cTaHAapTamMmy 1 AeicTBYOWMMA
craHgapTammn 1SO 10993 330KYMEHTUPOBAH B MPWUIOXKEHWSX, YTOObI MNPOAEMOHCTPUPOBATL NMPUMEHMMOCTb TECTUPOBaHUA. Ha
OCHOBaHWW NpuBEAeHHO Hwke Tabmmupl 3.1, 3300KYMEHTMPOBaHHOM 6e30MacHOm UCTOPUM  KIMHWYECKOTO MCMOMb30BaHuA,
NPOBELEHHOT0 TECTMPOBaHWA OUOMOTMYECKO 6e30MacHOCTM U aHanm3a pasIvuMii - Mexay craHgapramu, Bce MaTepuasibl,
KOHTaKTUpYloLLMe € TKaHsMW, UCMonb3yemble B «3Bepa» (BN3kBens), COOTBETCTBYIOT [AEMCTBYHOLLMM MEpecMoTpaMm  BCex
NPUMEHUMbIX cTaHaapToB cepum ISO 10993
UT0 Kacaetcsi HOBbIX MOJIMYPETAHOBbLIX MOZAy/eli KOHHEKTOPOB 75D, 3TOT KOMMOHEHT nozBsepraeTcs AOMONHUTENIbHON 06paboTke Nno
CPABHEHMIO C TEM >KE MaTepuasioM, KOTOpbIi MCMOMb3yeTcs B YCTpoicTBax-obpasyax. Mo3toMy Ha HOBOM MOAy/e KOHHEKTOpa
«3Bepa» (bniakeens) 6Gbina MpoBefeHa ChneuvaiM3npoBaHHas XMMUYECKas Xapakrepusaums U TecTMpoBaHWe 61osIorMyeckoi
6e30MacHoCTW.
Wctopua wmcnonb3oBaHWs MatepuianoB B YCTpoOlicTBax-o6pasuax, CyLIecTBYIOLWME [AaHHble TeCcTMPOBaHWS GMOMOrMYecKoi
6e3onacHOCTW, AOCTYMHble A9 MarepuanoB, W AOMOMHUTENbHbIE TECTUPOBAHUA OMOMOrMYeckoli 6e30MacHOCTM, XMMUYECKas
XapaKTepucTMKa 1 OLLEHKA TOKCMKO/TIOrMYECKOro PUCKa, He IEMOHCTPUPYIOLLME HUKAKMX JONOSHUTESbHBIX NPO6/ieM 61010rMYecKoii
6e30nmacHOCTM, BO3HMKAIOLLMX B pe3y/brarte 06paboTki MOoAyns KOHHEKTOPa, AEMOHCTPUPYHOT MPUEM/IEMbIA PUCK B1OOrMYecKoi
6e3onacHOCTU 419 YCTPOICTBA NPOM3BOACTBA «3BeP;)» (Bnakeens) BcootBetcTBMmM ¢ ISO 10993-1: 2009.
[ns ycTtpolictBa npoussoAacTea «3sepa» (Bnakeenn) bblia nposefeHa 6UMONOrMYeckas OLEeHKa B COOTBETCTBUM C MPYMEHVMbIMM
pasgenamn ctaHgapTa ISO 10993-1:2009, KoOTOpble OTHOCATCA K OGMOMIOrMYecKoMy BO3AeicTBUIO. CyLLecTBYHOMLLA MHopMauus
JeMOHCTpUpyeT npremieMblii pUCK BMONOTMYecKoin 6e30nacHOCTY A1 MaTepuasioB, MCMOb3yeMbIX B YCTPOWCTBE NMPOM3BOACTBA
«9Bepa» (bnakBenn). B COOTBETCTBUM C MIaHOM OMOMOrMYECKO OLEHKM Oblna npoBeAeHa [OOMNOMHUTENbHas MNpPOBEpPKa
6ronoruyeckoli 6e30MacHOCTU, OMNmcaHne XMMUYECKUX XapaKTeEPUCTUK W OLIEHKA TOKCUKOIOTUYECKMX PUCKOB.

Evera S UR MRI DDMC3D1

BocnpoutaeHuc 6e3 micu<eitioit> paspeLueHnss KOMANHUWM «Mea-TponmK IHK.» 3avpeLLeHo.
«MeATPOUHK HK.»
- KoHthHACHLWLWNBHO
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BOCTPOHIRCACHIE 61 11MCLMERNOTO PAIPEILONHIN SOMNSHNN “MARATRONME FIHK.~ THIRENICH.
Wot.»

“MaNTPONIK
- Kondrassmmnno




Joxymentanus no nponyxuux Evera § DR MRI DDMC3D1

Bocnpoueeatiine 5C3 MHIChMCHHOND PRIPCINERIN KOMMRHIY sMeaTpoHi Him.» wopenesn.
«Meavponne Hux.»
« Kouduachusanum
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Bocnpowmeaciie 627 ITCAMERINND PEIPCIICINA KOMRINIHE “MeaTPOHNE Hnk.» Jnpeseny
wMeaTpoumx Hng.»
» Konduaonunansno
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11. Hudopmauns no | Hinenns 8 npoMapkKpoBaHHON yNaxoske NOCTABNKIOTCA €O cheayiowedi ndopmauneh:
MAPKHPOBXE, YNAKOBKE HAWMEHOBAHHE YCTPOHCTBA M HOMED (10 KATANOrYy;

MAPTHA ycrpoficTsa;

TOBAPHBIHA 3HAK M aAPEC NPOH3BOAUTENS,

0AHOPa30BOC;

CTCPHALHO, NOBTOPHO HE CTEPHAH30BATD;

ITHKETKA COOTBETCTBYET TpebGosanuam Esponefickoro cosera 90/385/EEC;

JI8TA HIFOTORNEHKR H CPOK XPRHEHNHA YCTpOHCTBAE;

YCNOBHS XPEHEHHN,

HE HCMONL30BATHL NPH NOBPEXACHHH YNAKOBKH;

XapaKTepHCTHKH yCTpoHcTRa

Evera S DR MRI DDMC3DI1

Bocnpossaenciiie 6e3 IHCHMCHHOND PAINCILCHHA KOMMaHKUK «Meatponus Hinx.» anpeucno.

«Meatponns Hik.»

- KonpuacHimaiuno

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




Bocmpossanatase 53 IIRCLMENNOND PEIOmEHne KOMwnNN sMQIIPONHE HNK.» WHPENEND.
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Hug.»
- Konbuacuimmnsno

BOCRpONINeAtiNG B8 IINCLARHIGID PEIPEHICINA XOMAMINN sMERTPOMIK Hitnt.n tanpoLienD.
«MeaTposex
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Medtronic
Evera MRI™ S DR SureScan™ DDMC3D1

DPMC3D1
[ MVAWMAOOO000W
(O1)00000000000000(17)000000(2i)WWwWw000000wW HVBaLVbi A-imsmAm a
N Medtronic 2xf4'nj
Evera MRI™ S DR SureScan™ DDMODI
*PhysioCurve”~Design rcrj DOMC3D1
SmartShock™ Technology e "swl VWAOCDOOOW

HNe1M»Me»1 A «MMSUtAOAI A UKCm” bl wwwwowwoow

3TUKEeTKa KOPOBKY A1 XpaHeHus

BocupoussakHue 6e3 nuci>vel010ro pAspelleHHs komnaHuy «MeaTpOoHUK VInk.> 3anpeLueHo.
«Mef3poHHK VHK.»
- KouchmneHumulsHo
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ATnkeTkn FYR
CTUKep ANa oKoH4YaTeNbHOW ynakoBKWU ByaeT A06aBneH N0KanibHO B POCCMIO MOCe cornacoBaHns ¢ MHOPMaLME HKe
(MH(hopmaL s MOXKET 6bITb M3MEHEHA B COOTBETCTBUM C POCCUMCKMM AaKOMOo[aTeIbCTBOM);

MocnpousBesnieMHE 6e3 NUCLMEHHOTO paspeLLIeHNs KOMMNaHHH «MeAlpoHUK VIHK.» LHpeLeHo.
«MenTpoHUK NHK.»
- KoHchmneHumansio
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HammeHoBaHVe YCTPOICTBA (HA PYCCKOM SI3bIKE)

MpownzsoayuTens (HaMmeHoBaHWe)
CTpaHa npoucxoxaeHusi

Cm. PyKkoBOZACTBO MO YCTPOWCTBY

RC # [Jara BbInycka.

C€0123

REF

SN
1]

STERILE EO

UPN (yHMKa/bHbIA HOMEP YCTPOIiCTBA)
CFN n (nmueBoli HOMEp KNMEHTA)

3HaK eBponenckoro cooTBeTcTBUS (MapkupoBka CE). 370T
CMMBOJ/T O3HAYaeT, 4TO WU3Jenve MOMHOCTbI COOTBETCTBYET
EBponeiickoii  OMPEKTMBE MO  aKTUBHbIM  MEAULWHCKAM
UMNNaHTUpyeMbiM  ycTpoiictBam  90/385/EEC (NB 0123) wu
[OvipektvBe R&TTE 1999/5/EC

3TOT CMBON O3HAYaET, YTO M3AENME NOMHOCTHIO COOTBETCTBYET
Tpe6oBaHUAM  ABCTPA/IMCKOTO OpraHa CBA3W W CPefcTs
mMaccoBoin  mHGopmaumm  (ACMA) n  MuHucTepcTBa
9KOHOMMYECKOro pa3sutua HoBoi 3enaHawn, OTBEYAKOLWMM 3a
paamoyacroTHble cTaHzapTbl yrnpasneHus
PaaMoOKOMMYHMKALMOHHbIMMW YCTPOACTBaMU

Homep NoBTOPHOTO 3aKasa

CepwiiHblii HoMep

MpownssoguTens

Crepunmsaumsa ¢ UCMosb30BaHNEM OKCMAA 3TUNEHa

E)ociipOHjBcaeHiie 0 ¢j nucbMeHHOro paspeLueHns KOMAMHHH «MenTpnHH|r MHK.» lanpelueHo.

mMefTPOHUK VIHK.»
- KoHdpuaeHwnniMlo



Wcnonb3oBarb A40...

(§) He 1cnonb30Bath Npy NOBPEXKAEHNN YNaKOBKU

Jara npownssoAcTea

He vcnonb3oBans NOBTOPHO

®
EC REP YNOMHOMOUEHHbI npeacTaBuTens B EBponelickom CoobLyectse
AAr o DDD Pexxum AAl o DDD
KomnneL' nocraBku
Kntoy ¢ maprpoBaHHbIM yCUIMem
/ 3arnyLuKa KoHHekTop!tOW yacT Medtronic DF-!
m JOKYMEHTbI MO NPOAYKLMM

BociipoHiBeiteiM 6en micbMomoi'O paspelueHnst KomnaHum «MenTponnk MHK.» 3aHpeLuoto.
«MeATPOHUK HK.»
- KoHhHNeHuanbHO
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MmnnaHTMpoBaHHoe m3genve

VKL, (aByxkamepHblii)

dopma KOHHeKTopa

KoHHekTOp DF-1

KoHHekTop IS-1

©00 ©0

AfanTyBHbIi

BerHFIFI HacToTa oTcneXXnBaHnsA 1 HMXHAA YacTtoTa

OTKpbIBaTh 34€eCh

E www.medtronic.com/manuals

-XXT TemnepaTypHbIA AnanasoH

BocupousoenenHe 6e3 NMCbMeNMOro paspeleHns KomnaHum «MearpoHuK VIHK.>- 3UMNpPeHKHO.
«MeaTpoHUK VNnk.B
- Kow«thuneHwiun(>Ho
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AO

%

1 ®1c

QQ

OnacHoe HanpsbkeHve

AMNAMTYAA U W1prHa umnynbca: Mpasoe npeacepave (M)

AMNAnTyZa v wvprHa nMnysnsca: Mpasbiid xenygoyek (MXK)

UyBCTBUTENLHOCTB: MNMpaBbliii Xenyaouek (MXK)

UyscTBUTENBHOCTL: Mpasoe npeacepave (M)

WHTepBan A-V (CTUMYMPOBaHHLIA 1 AETEKTUPYEMBbIIA)

Tepanuu: MNT/®MN

Bmewuarenscreso: MNT/PU

[Jetekumns: YKenyaoukoBas Taxmkapaysi, 6biCTpast XKesya04Kosast
TaxuKapaus, UGPUANALYS XKeNyN04KOB

Tepanun (NpPaBoro XKenyaouka): YKenyaoukoBas Taxvkapaws,
BbICTPAst YKely/40UKOBas TaxvKapaus

BocnpoHaBe;KHUe 6e3 MUCbMEHHOT0 PH{peLLIeHNs KOMNaHUM *MenTPOMHK VIHK.» 3anpeLyeHo.

«MesArpoHHK UHK.»
- Kol{kgeHumanbilo
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Tepanun (NPOBEAEHHbIE W COXPaHEHHbIE):

o YKesy[04KoB
Active Can
o
Ledmbpunnaums
40
-® ic Kapaovosepcvs aTpuoBEHTPUKYSpHas
40
Ramp: MM, MK
HP
Ramp+; Mpa.bliii xxenygouyek (MX)
HP
Burst: Mpasbiii >kenygoyek (MXK)
HP
Burst+: Mpasoe npeacepave (M)
~p
meSo Burst 50 Iy
40
K CumBon SureScan

MocnpoHLweneHue 6 ¢i nincbMcHWOro puipeuioiMH komnwiwn «Mennponnx Nvk.> tanpeucHo.
«MefTPOHVK NHK.»
- Kanchmpeml|m)bllo

dubpunnaums
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MPT-coBmecTumble (Evera MRI SURESCAN XT DR, Evera
MR> MRI SURESCAN S DR)

YCTPOWMCTBA uCUCTEMBbI, cofiepkalivie pagmovactoTHble
nepefaryvki Uin HaMepeHHO UCMO/b3yoLMe paamovacToTHYHO

& .)) 3M1IEKTPOMArHUTHYHO 3HEPIMI0 ANA AMArHOCTUKU WIN NIeYeHNs,
OO/MKHbI BbITh MPOMAaPKUPOBaHbl 3HAYKOM  HEVMOHU3MPYIOLLETO
N3yyeHns

KOTOpbIX  6blnla  NpoBefieHa  Npouedypa  06si3aTenbHoM

O JTOT 3HaK COOTBETCTBMS NPOCTAaBMSETCS Ha M3genus, [Ans
cepTumKaumm

TecTupoBaHuMe ynakoBKuW Npou3seaeHo B cooteetcTBun ¢ ISO 11607-1.
TecTnpoBaHuVe B YCNOBUAX cpefbl UCNOSIb30BaHUSA

CofepxUMOoe nakeTa He I0MKHO pacchbiNaTbCst WM OTAENATLCS OT YMaKoBKM.
KreeBble LUBbI, COEAVHEHUS MOCPEACTBOM K/EMKOW /IeHTbI, KMeikas fIeHTa U BHELIHSIS MIeHKa [O/DKHbI OCTaBathCst
CKpenieHHbIMY, BCS HaneyataHHasi MHopMaLumst AOMKHA ObITb uMTaema.

Bce Hak/elku I0/MKHbI 0CTaBaTbCA NMa MECTE U 6bITb UMTAEMbIMM.

ITMKETKA MOXET OTC/IOUTLCS MO Kpasiv, BO3MOXKHO MOSIB/IEHNE MY3bIPHKOB MoA, 3TUKETKON. Mof06HbIe OTCNIONKM 1 My3bIPbKY
[LOMYCTVMBI, ECIN 3TUKETKA NMPUKPEN/IEHA 1 HAANMCU Ha Heli pa3bopumBsl.

YNaKoBKa [I0/PKHa 0CTaBaTbCs 3aKPbITON 1 HEMOBPEXAEHHOW B COOTBETCTBUM C KOHCTPYKTUBHBLIMU OCOGEHHOCTAMM.

ALMKN, KOPOBKU 1 Apyras 3alimMTHas ynakoBka

AWMKN 1 KOPOBKM MOTYT GbITh NMOMSITHI U MPOAAB/EHDI, @ Y/lbl Pa3AaBNeHbl, TPECHYThbI WM PAaCKO/OThI; TEPMOYCa04Has
M/IeHKa MOXE'T UMETb CKNIa/IKM, NOBPEXAEHHbIE TEPMOLLBLI, 6bITh Pa30pBaHa.

AMOPTU3aLIMOHHAS NOA/IOKKA MOXKET ObITh C/IOMaHAa W PACKO/O0Ta, CKasza UK nomsra.

TepMoycafouHas MnfeHKa Jo/MKHa 0CTaBaThCs Ha YNaKoBKe, A0/KHA 6bITh BU/IHA OTPbIBHAS SIEHTA.

MNoM6bI-HAaKNeMKN WM 3anevaTbiBarollas feHTa [O/MKHbI [epXKaTb KPbIWKY WM 3alMTHBIA  MaKeT 3aKpbITbIMU.
JlonycKaroTes YacTUYHbIE PaspbiBbl NAIOMG-HAKMEEK 1 3areUaTbIBatoLLEl NEHTbI.

MapknpoBka

3TUKETKA MOXET OTC/IOUTLCA MO Kpasiv, BO3MOXKHO MOSIBNIEHME My3bIPLKOB MO, STUKETKON. MoA06HbIe OTC/IONKM U My3bIpbKM
[I0MYCTUMBbI, €C/IN 3TUKETKA NPUKPEN/IEHA U HAAMMCK Ha Hell pasGopUmBbI.

3TUKETKa MOXET ObITb HAZI0pPBaHA WM 03[e/eHa OT YMaKOoBKY.

Mpw yaaneHn NoAnoXKa CbeMHbIX Knelkux 3LUKETOK He I0MKHA NOBPEXAaThCsl, STUKETKA HE [JO/MKHA Pacc/anBarbes.

Cncrtema 3anTbl erepunbitocTm
3amatuve 3aLL|,I/ITHOI\/'I KPbILWKA NN MATKOro NakeTta.

BocnipoLuaen>eHnc 63 NMCbMEHHOr0 paspeLleHns KoMnaTxk «Mc3nPoHHK VIHK.> 3anpeLleHo.
«MeATPOHUK VIHK.»
* Ko»|duaeHnmiulbiio



= Jlto6oe nepemellieHne YCTPOICTBa UK BCOMOraTebHbIX MPUHAINEXHOCTEl BHYTPU YNAKOBKM [0/MKHO GbITh OLIEHEHO U
3a/I0KyMEHTVPOBaHO B OT4eTe. [lepemelleHrie BCMOMOraTe/lbHbIX MPUHALIEXHOCTEN, TaKUX KaK TaeuyHble KHuM Win
MHLETLI/KPIOYKW A1 BEH. B 6IMCTEPHBIX YAKOBKaX, OMYCTUMO, EC/IM OHO He NPUBOAUT K MOBPEXAEHUIO YCTPOIACTBA W
HapyLLEHMIO CTEPUNLHOCTY YNAKOBKU.

e [lonycTumo cru6aHune ynioTHATENbHBIX (TaHLEB Ha G/IMCTEPHOI YMaKOBKE.

= CTepunbHYI0 YNaKoBKY TaKKe I0/DKEH OTKPbIBaTh KOHEeUHbI MOTPeGUTESb C UCTO/b30BaHNEM 3MNEKTUBHbIX aCENTUYECKIX
METO/IOB.

Bo BpeMs TeCTMPOBAHUS YNAKOBKYM BCe TPeBoBaHUs K ee KauecTBy Gblii COB/OAEHDI.

TexHU4yeckne xapakre |>UCTUKILynakoBku: *
1. MUKpOGHbI Gapbep:

- MakcumasibHO BO3MOXKHaA NMPOHMLAEMOCTb MOA/IOKKN: 5% PTax

2. TOKCUKONOrn4yeckme cBOiCTBa:

MepBUYHasA ynakoBKa:

- CTepwnbHbIii noTtok: MNpeasaputenbHO CHOPMMPOBaHHDBIN (TEPMOGOPMHPYEMbIN) NonmaTuneHTepedTanarramkons (M3TO ~
MOKPbITHSA.

e KpbIWKa: MI0THO 3aKpbiTa KPbIWKOW W3 BOMIOKHUCTOrO Marepuvasia TaliBek®Ha OCHOBE MOMM3TWIEHA C WCMOMb30BaHMEM
TEXHONOrMN «cnakboHay», ¢ agreavsom Oliver 18B

BTopuyHasa ynakoBka:

- Awwk: MonunponuneH, OTAUTLIA NOA AaBNEHNEM

-TepmoycafouHas nneHka: Mpo3payHblii NonnaikeH

3. dusnyeckme 1 XMMUYECKME CBOICTBA

O6wwue pasmepbl: 16,9+ Iemx 13+ 0,5cmx 2,1 £0,4 cm

TonwwuHa nneHku: 0,25 £0,05 Mwv

MnotHoctb: 1,27 r/em ™

Mpo3payHocTtb: 0,5%

YpoBeHb rnaHua; 108 eguHuL, 6necka, nog yrnom 45 *

CnekTpasibHbIN KO3hthULUMEHT nponyckaHns: 90%

Mpegen Tekyyectun: 48 Mrlla

Mopynb FOHra (Mogynb npogonbHoi ynpyroctu): 1720 MMNa

KoathdpmumeHT TpeHuns:> |

KoaghhmumeHT npoHuuaemocTn napa: 6 r/vt

3.1 XapaKTepucTUKu1 BOJTIOKHUCTbIX Matepranos Ty vek:

BosaylwHas npoHuuaemocts (Metog beHartceHa): 572 mn/MyH

KoathdhmumeHT naponpoHuyaemoctn; 1615 /vt

BbicoTa rmgpocratnyeckoro gasnexHus: 1442 Ma

MpOYHOCTL NPY PacTsHKEHWUM B NPOAO/IbHOM HanpasneHun: 196 H

MPOYHOCTL NPK PacTsHXKeHWM B NornepeyHom HanpasneHun: 200 H

OTHOCUTENBbHOE Y4/IMHEHME B MPoAo/ibHOM HanpasneHun: 20%

OTHOCKTENBHOE YAJIMHEHWE B MOMEpeyHoM HanpasneHun: 24%

MocnporxaeHHe 6e3 IMCbMEHWITO paspCLUeHH] koMnaHnn «Mesrpotme VI HK.* TavpeLleHo.
«mMefTPoHVK HK *

- KOHG H/KH1[MW 1b>K>
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ConpoTrBneHne pasgypaHnto (No dnMeHAopdy) B NPoAoILHOM HanpasneHuu: 3,3 H

ConpoTrBneHve pa3avpaHnio (Mo AnMeHaopdy) B nonepeyHoM HanpasneHuu; 3,5 H

NHAaeke conpotneneHnsa npoaasnHeaHuio (o MionneHy): 1213 kMa

MpoYHOCTb NpK yaapHoi Harpyske (no Cnexcepy): 8756 /M~

Henpo3spayHocTtb: 91%

TonwwmHa: 178 MMKPOH

4. COBMECTMMOCTb €O crnocobamu cTepunmsaLym, ¢ KOTOpbIMU NpeaHasHa4YeHo Mcnob3oBaHme Marepuana:

MeToapl cTepunnsaumm:

- 13rnneHokeng,

* Crepunmsauus obnyyeHvem

5. COBMECTMMOCTb C npoLieccaMmu (HOPMOBKM U CKIIENBAHUS:

TepMOCKenBaeMbIi ¢ 60/bLIMM KOMMYECTBOM TEPMONACTOB, Takux Kak MBX, ctmpon, M3TT, yaaponpoyHbliA nonvctpon HIPS;
C NOMMITUNIEHOM, HEKOTOPbLIMY BUAAMA MONMNPOMNANIEHOB.

6. CpOK XpaHeHVs1 nocre ctepunusaummn: )8 mMecsaues

7. Martepmasibl He cofiepykar LUesioveid, He TOKCMYHbI 1 6e3 3anaxa.

8. B Marepuanax oTC)TCTBYIOT Takve AeeKTbl, Kak OTBEPCTUA, TPELLMHDI, paspbiBbl, 60p03abl 1 061aCTH, He UMELOLLME OKPAaCcKW.
9. MnotHocTb: 1,27 r/em

10. CteneHb YMCTOTLI MaTepyasia: npruemiemas.

11. Cneunduryeckne N MUHYMaSTbHbIE (IN3UYECKME XapaKTePUCTUKK:

MPOYHOCTL Ha pacTshxeHve (conpoTrBeHue paspbiey): 1,25+0,1 H

Harpyska Ha pacTtsykeHve (NPOYHOCTb Ha pacTsikeHue): 50 Mlla

OTKNOHEHWeE ToMWKMHbI; = 0,05 Mm

[a30Bas MPOHMLLAEMOCTD;

-ana CO:; 30 ecmVce - kre/evm*

- ans O:: 10 ecmVce - krc/em?

- ana N:: 5 emVe - kre/em®

- Ynaponpo4yHocTb (MPOYHOCTL Ha paspbIB):

Mpn Temneparype go 23 *C425+30r

Mpwn Temneparype oo -29 °C 350+ 251

12. pH: Martepuanbl Tyvek nMetoT HelATpanbHbIA pH 7.

13. Xapaktepuctnku agresmsa:

ConpoTuBneHne OTcamMBaHuMio (MPOYHOCTb Keesoro cos): 4,53 - 18,14 11

Bec kneeBoro cnosi: 4,5 K1+ 0,7 kr/279

CuenneHne ¢ NOBEPXHOCTLIO: > 75%

CpOoK xpaHeHust: < 48 MecAueB

benblii UBeT

MNOTHOCTL HaHeceHWs Knest: > 1,03 (r/cw?)

14. KOMMOHEHTbI YNaKOBOK He BCTYNAKOT B PEAKLMIO, He 3arpsi3HStOT, He NPOMYCKAKOT, He OKasbiBatoy' OTPULLATENbHOTO BO3AECTBYS
Ha CoePKMMOe 0. BO BPeMs WM Noc/ne CTepuinsaumn.
15. WnpuHa kneesoro cios: 10+ | Mm

Bocnpown3seseHve 63 NMCbMEHHOr0 pa3peLlenHH KomnaHmm aMearpoHHK VIHK.» uiiipeiiicno.
«MenTpoHHK VIHK.»
* KoH(hnAeHNNONbHO

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



16. HAMKaTOPbI KOHTPO/IS CTEPUN3aLIMM, HaneyaTaHHbIe Ha ynakoBKax, COOTBETCTBY«OT Tpe6oBaHUAM cTaHzapTa ISO 11140-1
17. YnakoBKa OTKpbIBAETCA MyTeM OTC/IavBaHWA - HEMPEPLIBHO ¥ 0AHOPOAHO, 6e3 paccnoeHHs/pa3pbisa Marepuasa.

18. Vcnonb3yemble Kpacutenu:
UepHuna yepHble C70 npomussoacTtea «CaH Kemukan Kopn.» (Sun Chemical Corp.), CLUA;

rony6oiit SUNSPERSE 15 npousBopctea «CaH Kemukan Kopn.», CLUA;

OnucaHme ynakoBKum
Kopobka gis xpaHeHns - BTOpUYHasA ynakoBKa

LA,
\ A /eZ —
[ ]
W , i
1 y.. A W
— o 11 — = nx 4 )
B>
Ju
Bocnpou-"BegorHe 6¢ i NncbMeHHOro pajpetueniie KoMnaHunm «MeaTpoHUK VIHK.» ‘«iipciueiK).
«MeATPOHUK UIHK.»
- KoHthmaeMHnansHo

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



YacTb ynakoBku Matepuan

Jlotok JlnToii nonvnponunex

YNaKoBKa B TePMOYCafIouHYH0 MNeHKy  [po3payHblii onedmH

CTepu/ibHasa ynakoBka:

Pasmepbl ynakoBKU:

|.CnpunbHas KpblllKa ynakoBKu (B groimMax)
KpblWwKa BHYTPEHHER YNaKOBKM:

1xdrlpoHssene>1ne 6e3 NMCbMEHHOTO paspelleHnst KomnaHT> «MeaTpoiHK VHK.» HwpeTeHo.
«MC;ITPOHHK HK.»
- KoHthbHaeHWHanbLHO

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



Kpniuika sHeuiHeih ynakosku:

Bocnpon3acaenme BES INCHMTINOND PRIPELICIHIN KOMBANNH «MEeTRoms Hin.» 3peusesio.
wiMenvpounx Mnes
« Kongmachnmanua

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




128.324 mm

St !
3.1757,889 w 3.175x1,905 mm
Y V..
6.35 Mm
_ >
N
! 166.624 M
\Y 8,382 Mm
t N\
Yan's ynakoBKu Martepwnan

BocnpoH «BefieHVe 6e s NMCbMEHHOTO paspeLleHns KoMnaHu «MenTpoHHK VIHK.» uripemeito.
«MWNPOHUK UHK.»
- KoHmneHnnonsHo
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12. MeTogabl 7
YC/I0BUSA CTEPUIN3ALINN U
nosep>kaHus
CTepPUNbHOCTU (ans

W3Le/INi, NocTaBNsAeMbIX
CTEPUNbHBLIMMN)

13. Tpeb6oBaHnsa no
3aWmTe  OKpyXxawoLlei
cpefbl npy MpUMEHeHUU
MEAVLMHCKNX M3fenuii

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

MpeaBapuTenbHO  OTHOPMOBaHHbBIN  (TEPMOGOPMOBaHHbI) MI3TI 6e3 MOKPbITHS

CTepunbHbIA NOTOK o
P (nonuatuneH TepediTanat, MOAUMULMPOBAHHBIA FIMKONEM)

Oﬂe(*)I/IHOBbIe KPbILLKWN, MN3roTOB/IEHHbIE nocpeacTsom IMKEKTNPOBaHUA

KpbiLka .
BbICOKOCKOPOCTHBLIM MOTOKOM BO3[yxa, MOKPbITVE KNeswmm Matepranom Oliver 18B

* OTK/IOHEHME TEXHUYECKUNX XapaKTeEPUCTUK YNaKOBKWU COCTaBNAET 5%, ecnun He YKa3aHO MHOE.

Crepunusaupst 1 BamaaLys

Mertogab! cTepunnsaumm AtmuneHokeung (30)
. Mpouecc ctepunusayum KX)% atmneHokengom B TedeHne 30
Linkn ctepunmsaumm/HaseaHne npouecca: MUHYT
MpyMeHUMbIA CTaHA4apT BaMAaUMN NpoLecca CTepuansaumn: ISO 11135-1:2007
Tun crepunusyroluero rasa 100% 30
OTHOCUTENbHasA BNaxxHOCTb (RH) 55.0-85,0%
KoHueHTpaupys rasa 30 > 720 mr/n
Temnepartypa npn obpabotke 30 45.0-55.0"C
[JasneHve npy obpaboTke 30 55,0 - 75,0 kMa
Bpemsi 06paboTkn 30 27-33 MyH

B komnaHum «MeaTpOHUK» MPOCTEPUIM30BA/IM COAEPXKUMOE YMaKoBKM 3TUMEHOKCMAOM neped otnpaskoi (30 muH, 100% 30).
[OCTUTHYT rapaHTMPOBaHHbI YPOBEHb CTEPUBHOCTY CBbILe 0™ O6HapyXeHHble 0CTaTOuHbIe YPOBHU EO cocTaBnsv MeHee 4 Mr,
a 06HapY»KeHHble OCTaTO4HbIe YPOBHM 3 X T cOCTaBNsa/IM MeHee 9 Mr. Taknum 06pa3omM, COOTBETCTBYET cTaHaapTy ISO 10993-7.

[ns nonyyeHns AONONHUTENBHON MHhopMaLmn CM. AOKYMEHTbI - oT4eTbl DSN020169.
Cncayi7e MeCTHbIM perynaTopHbIM TpeGoBaHUAM AN NPaBU/LHON YTUIN3aLMM [JaHHOTO YCTpolicTBa. He BbiBpackiBaiite gaHHoe
YCTPOICTBO B HECOPTMPYEMbI NOTOK 6bITOBbLIX OTXOA0B. [laHHOE YCTPOWCTBO COAEPXKUT MaTepuasbl, KOTOpble MOryT HaHeCTV Bpes
OKpyKaloLleii  cpege.  VHCTpyKuMA N0 Hag/exaweidn  ytwamMsaumm — JaHHOTO  YCTPOIACTBAa  NPUBOAMTCA  Ha  caliTe
http://recvcnng.medtronic.com.

W3BneyeHve n ytunusaums

O3HaKOMbTECh CO CefytoLLEn UH(OPMAaLMEN, CBS3aHHOM C U3BIEYEHNEM W YTUM3ALMENA YCMPOHCT Ba:

* OTK/IIOUMTE PEXVM AETEKLMM TaxnapuTMUK BO 130EXKaHME NOTEHLMABHBIX HEXenaTe/lbHbIX Paspsaos Npy U3BNEUYEHUN, OUUCTKE
MW JOCTaBKe YCTPOICTBa.

e 13BNeknTe UMNNaHTMpyeMoe YCTPOWCTBO MOC/e CMEPTU MaumeHTta. B HEKOTOpbIX CTpaHax W3B/ieYeHne WMMNIaHTUPOBaHHbIX
YCTPOWMCTB C MWTaHMeM OT Garapen SBAsSieTca 06s3aTe/lbHbIM B CUY 3KOSIOTMYECKUX MNpo6/ieM; 03HaKOMbTECh C  MECTHbIMU
HOpMaTVBHbIMY aKTaMu. Kpome Toro, YCTpOCTBO MOXKET B30PBATLCA NpW TEMMNEPAType rOpeHns Wi KpemaLmm.

e IMNNaHTMpyeMble YCTPOICTBA KOMMaHUM «MeATPOHMK» Npca>h3HaveHbl TOMbKO A1 OAHOPA30BOrO MCMosb3oBaHUs. He
CTePUNU3YITE N HE UMNNAHTVPYITE U3B/IEYEHHbIE YCTPOICTBA MOBTOPHO.

Bnc(ipoHJ»e;icHHe 6 e x TMCbMEHHOr0 paspeLleHns KoMnaHum XMenTpoHHK VIHK.» 3aHpeLLIeHu.
«MenTponnk MHK.»
* KoHthnaeHunanbHo




14. CeepneHuns o]
npoussogutene
MeANLNHCKOTo  u3fenms
(HaMmeHoBaHMe,  agpec
MeCTOHax0oXaeHus,
MOYTOBBI afipec,
TeneoH, ajpec MecTa
Npon3BOLCTBA)

15. Knaccudmnkayms
MeAVLMHCKOro n3genus

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

e CBSOKMTECH C NpeacTaBuTenieM KOMNaHWM «MeaTPOHUK» A1 NOSyYEHNs YNaKoBOYHbIX HAGopOB, YTOObI BEPHYTb W3B/EYEHHbIE
YCTPOIiCTBA /19 aHa/m3a 1 yTuamsaumn. Aapec cM. Ha 06paTHO cropoHe

MpumevaHne: yTUAM3auma W3BMIEUYEHHbIX YCTPOWCTB WM 3MEKTPOLOB PEeryimMpyetcs MeCTHbIMKW, TOCYAApCTBEHHBIMU 1
(hefiepaibHBIMU- HOPMATVBHBIMUW aKTaMW.

Knacc otxogoB- B (B cooTBeTcTBUM ¢ Poccuiickoli Knaccudukaupmein)
Pa3paboTumnk:

«MepTpoHuK VHK.», CLUA;

82(10 Kopan Cu Ctput H3, MayHac Beto, MuHHecoTa 55112 CLLIA (8200 Coral Sea Street NE, Mounds View, MN 55112, USA);
Ten.:+1 763 526 2388;

www.medtronic.com

Mpoun3soguTenb:

«MeaTtpoHuK VHK.», CLLUA;

710 MegaTpoHuk Mapkysin OBepO-BOCTOUHbIM MuHHeanonuc, wrat MuHHecoTa 55432, CLUA
Ten.:+1 763 514 4000, ®akc:+1 763 514 4879;

www.medtronic.com

YNONHOMOYEHHbI NpeacTaBUTeNb NPON3BOANTENS:
CHOO «MefTpoHWK»;

123317 MockBa, NpecHeHcKas HabepexxHast, 10

Ten.: (495) 580-73-77, ®akc: (495) 580-73-78;
www.medtronic.ai

fOpuamnyeckoe nmuUo, na UM KOTOPOro MoXe3 6biTb BbiJaHO PErucnrpauyoHHoe yAocCoBepeHve (UMs, agpec, Ten., (akc,
NnouyTOBbI agpec, Beb-caiiT):

000 «MeaTpoHMK»,

123317 Mocksa, MpecHeHcKan HabepexxHas, 10

Ten.: (495) 580-73-77, dakc: (495) 580-73-78;

www.medtroiiic.nj

1 Appeca MecTa Npou3BoACcTBa MeAHUHICKOro uaaenns: «MeatpoHmnk KOpon Capnx» (Medtronic Europe Sari), Py ato Monnbe 31, Keiic
Moctan, 1131, TonoweHos, LWeelitapus (Route du Molliau 31, Case Postale, 1131 Tolochenaz, Switzerland);

«MeaTpoHuK MyspTo-Prko OnepaiiweHc Ko.» (Medtronic Pueao Rico Operations Co.), XyHkoc Poya 31, Km.24, Xwm 4, Celiba HopTte
WHpactpran Mapk, XyHkoc, MyapTto-Puko 00777, CLUA (Juncos Road 31, Km. 24, Hm 4, Ceiba Norte Industrial Park, Juncos, PR
00777 USA).
Knacc onacHOCTU 03aBMCMMOCTM OT BO3MOXHOTO PKCKa, CBSA3AHHOTO C MCMO0/1330BaHMEM MeaMLMHCKOro yeTpolictea - KJTACC 3/
LL;

KogupoBska cornacHo BceMmpHO HOMEHKIaType MeAWLMHCKUX YCTPOICTB - 37265 Kapauoseprep-aedunbpunnatop Lumdposoii
UMNTaHTYPYeMbIA ABYXKaMepHbI Aehnopunnsrop;

Knacc anekTpmnyeckoi 6e30MacHOCTH, /la3epHO 6e30MacHOCTM 1 APYrMX ONacHOCTER (MpU Hammumn): He npumeHnvo K MK /VBP;

BocnpoHamnenHe6es 1iHcbMeH1101X) po3peLlieHra KoMnaHnm «MennpoHUK VInK.» 3aHpeLLIEHO.
«MenTpoHHK VHK.»
KoHbrneHmHLWIbIo



Knacc 6e3onacHOCTM nporpaMMHoro obecnedeHus: C (B cootBeTcTBmmM ¢ LLUC 62304)

TN KOHTaKTa C TENIOM - A/ITESIbHBIA KOHTAKT C KPOBbH, TKAHAMM U KUOKOCTAMMU OpraHun3Ma.

Tun paboyeii yacTu: aHasornyHo CF;

CTepusibHOCTb; CTepUIbHOE U3OENME;

Knaccudimkanms, B 3aBUCMMOCTY OT BO3MOXKHbIX MOCAEACTBUIA HEMCMNPABHOCTEN NMPU UCMOMb30BaHUW M3OeWs: A;
Knacc megmumHCKux oTxo4oB: B.

16. MeToapl n CrepwnbHO. TONbKO A1 04HOPA30BOr0 MCMO/Mb30BaHUA. YCTPOCTBO Henb3sA NoABeprarb NOBTOPHON CTEpUN3aLmn.
obopyaoBaHve ans

Oe3nHpekunm "

cTepunmnsaumnmu

17. CpokK xpaHeHuA 18 mecaues

MpOrHo3npyemblin CPOK CNy>K6bl
MporHo3upyemblii CPOK Cy>X6bl YCTPOIACTBA B rofax npvBeaeH B Tabnuue Huke. [JaHHble OCHOBaHbl Ha KapAWOCTUMY/IMPYHOLLNX
UMMy bCaX, 3arnporpaMmMmUpPOBaHHbIX COTTACHO YKa3aHHOMY PEXVIMY, YKa3aHHOW amnauTtyge CTUMynauum, wmpuHe nmnynsca 0,4 mc
1 yactoTe cTumynaumMn 60 MyH
MPOrHo3bl cpoKa C/ly>kObl 0OCHOBaHbI Ha CIefyHOLLNX MPEANONOXKEHNAX:

< T[onyrofosas MakcUMasibHasi 4acToTa 3apsaku 6atapeu

e [pen-aputmMuyeckoe xpaHunuile AaHHbIx KT, 3anpoaMmmnpoBaHHOe Ha pexuM «BK/1.» B TeueHue 6-MecsayHoro neproga

(oBa TpexMecsYHbIX Meproga nocneaytoLlero HabioAeHNs), Ha NPOTSHXKEHUM BCETO CPOKa Cy>kObl YCTPOICTBa

e 3 yaca 6eCnpPOBOAHON TENEMETPUN BO BPEMSI UMM/IAHTaLMN

e BxekBapTasibHblii rpativk AUCTAHLMOHHOW nepesayn AaHHbIX MoHMTOpa Carelink kommaHun «MeaTpoHMK»

e ] yac becnpoBogHOl TeNeMeTpuM BHYTpK neneeHoit) yuperkaeHns eXXerogHo

e (CraHAapTHOE BpeMs XpaHeHUs YCTpOiicTBa Mepes, MMniaHTaumel

PacuyeT NpoOrHO3MpYeMOro Cpoka Cry>k6bl OCHOBaH Ha AaHHbIX YCKOPEHHOrO paspsiga 6arapey 1 MOZE/MPOBaHUU YCTPOICTB, Kak
yKas3aHo. He UHTEPMNPETUPYIATE 3TN 3HAUEHMS KaK TOYHbIE JAHHbIE.

MpOrHo3Mpyemblin CPoK cyX6bl B rogax. NporHo3mpyemblin Cpok ciyxo6bl B rogax (Kvera MRI S DR SureScan

MporHo3vpyemblii ¢ DOK ¢.1y>k6bl B rogax

AMMMTYA ConpornHneHHe ConpotusneHune
Pe>xum 1 npoueHT YA KapaHocllimynHumm 500 Kapanoctumynaymm 600
KapAnoCTUMY ALK
KapAnoCTUMYNALNN Om Om
DDD, 0% 258 9,7 9,7
35B 9.6 9.6
258B 9.1 9.2
0 .
DDD, 15% 35B 8.7 8.8
258B 8,3 8,5
0, ' ! )
DDD, 50% 358 71 7.4

MocnpoluBescHHC 6e3 NMCbMEHHOT0 PU3PCUMUATA KoMNaHUM “Mealp«»Ink VIHK.| Bnpenkuo
«MenTpoHUK NHK.»
- KondmneHunaabHO

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



18. Ycnosus
3Kcnayarauum

19. YcnoBus
TPaHCMOPTUPOBKM
XpaHeHus

20. TpeboBaHus
cbopke A ycTaHOBKe
21. MapaHTnA

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

25B 7.3 7,6

0,
ODD. 100% PP £ o1

Mcnonb3yetcs B 1e4ebHO-NPothnnakTUIeCKOM YUpeXaeHnn.

JomKHO 1CNoNb30BaThCs TONBLKO KBAIM(IMLMPOBAaHHLIMU BpaYaMy Win Nnof Ux HabnogeHvem.
BHYTpeHHAsA cpena Tena 32”C-42**C, snaxkHoctb 80-100%.
BHUMaTeIbHO coboaaiiTe 3T PEKOMEHAALMM MPU XPaHEHU Wi 06paLLeHUn € YCTPOCTBOM. [pyrue TpeboBaHus K XpaHEHUIO U
TPaHCMOPTUPOBKE OTCYTCTBYIOT, 33 UCK/IOYEHMEM TemmepaTypbl;

XpaHuTb 1 TPaHCNOPTMPOBAaTh YNakoBKY B Auana3oHe Temnepartyp ot -18* C go +55* C

Ob6palLLeHune ¢ yCTPOICTBOM

MpoBepka 1 OTKPbITUE YNakKoBKK - [epes OTKPbITUEM N10TKA O/19 CTEPUIBHOM YNakoBKM BU3YaslbHO NPOBEPLTE Ha/lMuMe Kakumx-
NM60 NPU3HAKOB NOBPEXIEHUSA, KOTOPbIE MOTYT CBUAETE/IbCTBOBATL O HAPYLLEHWUN CTEPUIBHOCTI COAEPXMMOTO YNaKOBKU.
MoBpexaeHve ynakoBKN *YNakoBKa YCTPONCTBA COCTOUT U3 HAPY)XKHOIO /IOTKA U BHYTPEHHEr0 N10TKa. He ncnonb3yiite ycTporicTBo
W BCrIOMOrate/ibHble NPUHALNEXXHOCTW, EC/IM BHELLHWI NIOTOK YNakoBKX MOKPbI, NMPOKO/IOT, OTKPbIT WM NOBpeXaeH. BepHute
YCTPOICTBO B KOMMaHWO «MeATPOHMK», NOCKOMbKY LeNIOCTHOCTb CTEPUIBHOM YNakoBKU UK (DYHKLIMOHAIbHOCTb YCTPOCTBA MOTYT
ObITb HapyLLeHbl. BepHWTE YCTPOWCTBO B NPEACTaBUTENLCTBO KOMMaHUN «MeATPOHMK». 3TO YCTPOICTBO He npefHasHaueHo Afis
MOBTOPHOI CTEPUAM3ALINA.

CTepunusaums. ‘3ro ycTpoicTBO MpeAHasHavyeHo TOIbKO /19 OAHOPA30BOr0 MCMO/b30BaHUA W HE MPeAHa3HAuYeHOo A1 MOBTOPHON
cTepunmsaumn.

Temnepatypa ycTpOoiCcTBa *YCTPOWMCTBO JO/MKHO ObITb KOMHATHOM TEMMepaTypbl BO BPEMS MPOrpaMMUPOBaHUS WM UMIMIaHTaLVN.
Temnepatypa yCTPOIiCTBa BbilLE WM HIMKE KOMHATHON MOXET MOBAMSITL HA HaYaslbHYH0 paboTy YCTPOCTBa.

MageHne ycTpoiicTBa - He MMNiaHTUpyiiTe YCTPOCTBO, CAM OHO ynaio HT TBepAyt0 MOBEPXHOCTL € BbICOThI 30 ¢cM nam 6ornee
Moc/ie ero U3BMeYeHNs 13 YNakoBKMK.

MorpykeHne B >XWAKOCTM - He norpykainte yCTPOWCTBO B XXWAKOCTb WM HE NPOMbIBaTE MOPTbI KOHHEKTOPOB BO BPEMS
UMNIaHTauMmM. 3T0 MOXKET OTpULLATE/IbHO OTPa3MTLCA Ha NPOW3BOAUTENBHOCTM YCTPOCTBA U CUCTEMbI 3/IEKTPOAOB.

MapkupoBka «l/cnosib3oBaTb 0» - He UMMNNaHTUPYWTE YCTPOMCTBO NOC/E UCTEYEHWUS CPOKA UCMO/b30BaHWSA, MOCKO/bKY CPOK
CNy>XK06bl 6aTtapen MOXET ObITb YMEHBLLEH.

TonbKO ANa O4HOPA30BOrO WCMOMb30BaHWA- He noaseprainte MNOBTOPHOM CcTepuaMsaumM UM UMNAaHTaUMM  U3BEYEeHHOoe
YCTPOIACTBO.

XpaHeHue ycTpoiicraa

WN36eraiiTe HamarHm4ynBaHmsa «Bo 136eXaHVie NOBPEXXAEHNISI YCTPOWCTBA, XpaHUTe ero B M OT MarHMTOB, HAbOPOB, COAEPXKaLLMX
MarHuTbl, U 06bIX UCTOYHUKOB 3/IEKTPOMArHUTHBLIX MOMEX.

TemnepatypHble OrpaHUYeHUs - XpaHuTe W TPaHCMNOPTMPYITE YNakoBKY B TEMMepaTypHOM AuanasoHe ot -18 *C go +55 * C.
INEKTPUYECKNIA COPOC MOXET MPOMCXOAMTL NpW Temnepatype Hwke -18 * C. [LonroBeYHOCTb YCTPOWCTBA MOXKET CHMXKATLCA, a
NPOVN3BOAMUTENILHOCTL MOXKET NOCTPaAaTh NPy Temneparype Bbiwe + 55 °C.
HenpvmeHumo.

FrapaHTMPOBAHHbINA CPOK XpaHeHUs -18 MecsLeB

Bocnpounsaenenmre 6¢; nMcbMeHHOro paspeLlc)l)l comnaHHH «MealpoHuk VHK.» liHpeitwiK).
«MenTpoHuK NHK.»
- KoHdomneHuHaibHa
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OrpaHuyeHHas rapaHTus
OrpaHnyeHHas CeMWETHAS rapaHTs MPOU3BOAUTENA U NpeaynpeXkaeHns obLLEero xapakrepa oT KOMNaHuM «MegTpoHuK VHK.» (in
JAPYroro puanmyecKoro nLa, KOTopoe MOXET ObITb YKa3aHO Kak Mpou3BoAuTe b NPY MapKUPOBKe AaHHOIO YCTPOICTBA) (KOMMNaHWs
«MefaTPOHMK)

OrpaHuyeHHas rapaHTvs («OrpaHu4eHHas rapaHTys») Ha iMnnaHTypyembiii KapamosepTtep-aedmopunnsTtop («YCTponcTBO»)

A. Kakyto OrpaH1yeHHyH rapaHTuio NpefocTaBseT KOMnaHua «MeaTpoHnKs

(1) Hactosiwas OrpaHuyeHHas rapaHTis OT KOMMNaHuM «MeATPOHUK» NPefoCTaB/sieT rapaHTK, U3/I0XKEHHbIE HYDKE, UCKITUNTENbHO
ONs MoKynaTtens ycTpoiictBa («1okynatefb») B TeYeHWe 7 (Cemu) eT, HauvMHas C AaTbl OPUMMHaNBHOW MmMmMnaHTaummn («darta
UMNaHTaumm») YycTpoiicTBa nauuweHty. Hactosiwas OrpaHuWYeHHas rapaHTMa npefocTaBnsieT MOKynatento OnpeaeneHHble
topuanydeckne npasa. lMoKynatenb MOXET Taloke VMeTb Apyrne npasa, KOTOpble 3aBUCAT OT OPUCAMKUMK, 1 3Ta OrpaHnyeHHas
rapaHTVsl He 3aTparnBaeT 3TV Mpasa. B 3Toii orpaHMyYeHHON rapaHTum «lMokynarenb» o3HaqaeT imbo A (2) nnbo A (3) (Ho He A (2)
n A (3) 0 AHOBPEMEHHO):

(2) MayuneHT, KOTOPOMY WMIM/IAHTMPOBAHO YCTPOWCTBO, €C/M OH/OHA NpYOOpenM OaHHOe YCTPOMCTBO WM €ro 3ameHy (Kak
onpeaeneHo HDKE), WK ecn YCTPOIACTBO UAM ero 3ameHa 6blv NprobpeTeHbl OT UMEHW NallieHTa MMMAaHTUPYLoLLEel 60bHULENR,
OPYTUM  KIIMHUYECKVM  YUPEXOEHVEM WM MEJULMHCK/M PabOTHUKOM, KOTOpPbI MPOM3BEN UMIMIAHTaLMI0 YCTPOMCTBA WM ero
3aMeHy («YupexkaeHvie 30paBooXpaHeHsi»), MpY YCA0BKK, YTO CTOMMOCTb YCTPOIACTBA M 3aMeHbl B K&XAOM cryyae Oblna 3a4mcieHa
Ha cyeT nauyeHTa B yUpexaeHnn 30paBooxpaHeHns K Jarte nMniaHuLwpmmn/3amMeHbl, B TOM Yncie B 06CTOATENLCTBAX, KOrda yyeTHas
3anucb nauyeHTa bblna u/wm 6yaeT ynnadeHa Mmbo NOMHOCTBIO, MO0 YACTUUHO MaTeNbLLUYIKOM TPETbEN CTOPOHbI (3Ta Kateropus
Mokynatrens ynomuHaeTca B HacToswein OrpaHMYeHHOlM rapaHTuM Kak «[auueHT-Mokynatenb»); wm (3) YupexxaeHue
3[1paBOOXPaHEHNs, KOTOPOe NPUOGPENo 1 MMMIAHTUPOBA/IO YCTPOWCTBO BAAY MMNIaHTaumm, Npu ycnoBmu, 4to:

a) CTOMMOCTb YCTPOICTBA Bblia cnmcaHa co cyeTa COOTBETCTBYIOLLENO YUpEeXAeHUs 34paBoOXpaHeHus; 1

b) NPETEH3Vs YUYpeXAEHWS 30pPaBOOXPAHEHWS B COOTBETCTBMM C HacTosAweid OrpaHUYeHHON rapaHTuein npegHasHadYeHa
UCKMIOUMTENBHO /151 MOYYeHNst BTOPOTro YCTPOIACTBA KOMMaHWUM «MeATPOHNK», KOTOPOe BYAeT UCMOb30BaThCs MM KaK 3aMeHa (Kak
onpeaeneHo HKe) AN YCTPOCTBA TOr0 ke naLmeHTa (.a1a kateropys Mokynatens yrnomvHaetca B 3Toli OlpaHW4YeHHON rapaHTum
KaK «[lokynatenb-OpraHnsauus»).

3aBepeHns 1 NMbroTbl, HO KOTOpble MOKynatenb MMeEeT MpaBo B COOTBETCTBMM C HacTosiweli OrpaHMYeHHON rapaHTWei, cTporo
OrpaHUYEHbI 1 He BbIXOAAT 38 paMK/ TEX WK MHbIX rapaHTUAHbIX 0083aTebCTB, YKasaHHbIX B MyHKTax A (4) nA (5) Huxe:

(4) Ecnm ycTpoiicTBO (hyHKUMOHMpYeT TakMM 06pa30oM, KOTOpblii He COOTBETCTBYET €ero mnpearnonaraeMoin pabore w
NPOV3BOANTENIBHOCTM M3-3a KayecTBa MarepuasioB Wi U3rOTOBNEHWS, W eCcin Takoe cobbITue Npov3oigeT B TeueHue 4 (YeTbipex)
NIET. HaumHast ¢ [atbl MMNIaHTaUMK, KoMmnaHms «MeaTPOHMK» MO CBOEMY BbIGOPY:

a) Bbigact kpegut Mokynarento Ha yCTPOMCTBO «MeATpOoHMK», KOTOpoe GyAeT MCMo/b30BaTbCA B KA4YeCcTBE 3aMeHbl YCTPOMCTBA
(«3ameHa») 41 OOHOTO U TOTO >Ke MauueHTa, paBHOe MeHblUei LieHe HEeTTo, ynnadveHHol Mokynatenem: (i) AnA yctpoictea
(«MepBoHa4anbHas NOKyMNHas LeHa») nnm (ii) ansa 3ameHbl («PakTuyeckasi NOKyMnHas LeHa»); un,

b) Be3 B3vMaHWA nnatbl NpPefocTaBuTb MOKynatento 3ameHy /1 UCMO/bIOBAHHA Y NaumeHTa, KOTOPOMY MepBOHavasbHO 6bi1o
MMNNaHTMPOBAHO YCTPOMCTBO, (DYHKLIMOHA/IEHO COMOCTaBMMOE C NePBUYHBIM YCTPOCTBOM.

(5) Ecnn  ycTpoOWCTBO (DyHKUMOHMpYET Takum 06pasoM, KOTOpbli He COOTBETCTBYET €ro npeanosiaraeMoin pabote u
NPOV3BOAMNTENBHOCTU M3-33 KAYeCTBa MaTepyasioB UM U3rOTOB/IEHNWS, U eC/ Takoe CobbITWe NPOM30JET Yepes 4 (YeTbIpe) roga, Ho
[0 vcTeyeHmns 7 (cemu) NeT nocne Aatbl MMMAaHTauuM, KoMMnaHus «MeaTpoHuK» npegocTaBuT MoKynatento KpeauT Ha NOKynKy
3aMeHbl B pasMepe, paBHOM 1/2 (MO/IOBMHE) OT MEHbLUE NEepBOHAYa/IbHOM MOKYMHOW LEeHbl WK (DaKTUHECKOM MOKYMHOW LEHBI,
YMEHbLLUEHHOM NPonopLmMoHanbHO (B pas3mepe 1/36 B MecsLl) 3a 3t 3 (Tpu) Toda.

BocnpotoBcaeHHe 6 » nuekmeToro paipcuicHHi KoMNoHUM «MeATPOHUK HK.» MMpeLLex*.
«MeaTpoHVK N HK>
- KoHOk<le T|H W 1bHO
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Hwu B KOeM crlyyae rapaHTUIAHbIA KpeauT, BblAAHHbIA B COOTBETCTBUM C HacTosLLeli OrpaHWYeHHO rapaHTVeil, He MOXET NpeBbILLaTb
nepBoHaYasIbHYH MOKYMHYH LieHY WK (hakTUYECKYHO LieHY NOKYMKW.

(6) HACTOAULAA OTPAHUUEHHAS TAPAHTWS HE MPEAMONATAET, UTO BATAPES JAHHOIO YCTPOWCTBA
BYAET ®YHKUNOHUPOBATb BTEYEHWE BCEFO CEMUMETHEIO NEPUOAA. Batapes ycTpoiicTBa MMeeT ONpeaeneHHyo
€MKOCTb, KOTOpasi MOXKET UCTOLLATbCS C PasHOl CTEMEHbIO M CKOPOCTHIO, B 3aBMCUMOCTM OT HaCTPOMKM YCTPOICTBA KOHKPETHOTO
nauueHTa  UHAMBMAYa/IbHbIX TPE6OBaHMIA NaLUMeHTa K KapauoCTUMY ISILMK, KapAvoBepcenin, Aeropranaummn i gpyrum gyHKUUSM
YCTPOMCTBa. XOTA UCTOLLEHWE HaTapein ByaeT NPOUCXOAWTbL CO BPEMEHEM W HE CHATAETCS BbI3BAHHLIM KAYeCTBOM MarepuanioB Win
W3rOTOB/NEHUs, rapaHTUiiHble 006513aTeNbCTBa, YKazaHHble B NyHKTax A (4) n A (5) Bbiwe, 6yayT NO-MPEXHEMY MPUMEHSTHCA K
YCTPOWCTBY, KOTOPOE A0MKHO ObITb 3aMEHEHO B TEYEHUE MPUMEHMMOTO rapaHTMIMHONO CPOKa M3-3a UCTOLLEHMS BaTapen.

B. VHCTpyKLUM O TOM, Kak NpeTeHA0BaTh Ha 3Ty OrpaHUYEHHYH rapaHTuio

[N nonyyeHns KOHKPETHBIX WHCTPYKLUMIA O TOM, Kak MOAy4YUTb rapaHTUiHbIA Kpeayd' Ha 3aMeHy YCTPOICTBA B COOTBETCTBUM C
HacTosleit OrpaHMYeHHON rapaHTueld. MokynaTenb AO/MKEH CBA3ATbCA C KOMMaHuein «MeaTpoHWK» MO O4HOMY W3 aApecos,
YKa3aHHbIX B KOHLLE 3TOr0 rapaHTUHOro OKYMEHTa, NPYMEHUMO K CTPaHe, B KOTOPHO/ BbINI0 UMMNJIaHTUPOBAHO YCTPOMCTBO MW ero
3aMeHa, WM CBSi3aTbCA C KOMMaHuelt «MeaTpoHuK» Yepe3 cailT www.medtronic.com [ns nonyvyeHms daHHON OrpaHM4eHHoON
rapaHTum, OO/MKHbI BbIMOMHATLCSA BCE CeaytoLLme YCNoBUS:

(1) YcTpoicTBO AOMKHO ObITh MMMIAHTMPOBAHO 10 UCTEYEHNS CPOKA FOAHOCTM WM CPOKa XpaHeHWs («/1crnonb30BaTh A0 UCTEUEHNS»
nnm «cnonb3oBaTh [10») COBMECTHO C 3/1EKTPOAAMM KOMMaHMM «MeaTPOHMK» Wi COMOCTaBUMbIMU MO KaYecTBY U aEKTPUYECKUM
XapaKTepUcTKam.

(2) YcTpOIACTBO [O/MKHO UCMOMb30BaTLCS B COOTBETCTBMM C MaPKUPOBKOW, a HE U3MEHSTLCA WK MOABEPraTbCsa HEMpaBWIbHOMY WK
NOBTOPHOMY MCMOJIb30BaHUIO, 3/I0HAMEPEHHOMY WM CAlyHaiHOMY HenpaBu/ibHOMY 0BpaLLEHIHO.

(3) B topucaUK[MAX, B KOTOPbIX 3TO SBMSETCA HOPUMAMYECKUM TpeboBacMem WM YCTaHOBUBLLEICA MPaKTUKOW peructpauum
YCTPOICTBA NMPOM3BOAUTENEM, BCE PETCTPALMOHHbIE MaTepuasbl YCTPOCTBA A0/MKHbI ObITb 3ano/iHEHb! 1 BO3BPALLEHbI KOMMNaH!M
«MeaTpoHuK» B TeveHne 30 (Tpuauatn) AHeli ¢ gatbl UMNNaHTaLMN,

(4) 3ameHeHHble YCTPOIACTBA [I0MKHBI 6bITh BO3BPALLEHbI KOMMaHUM «MeATPOHUK» N0 YKa3aHHOMY Hdke aapecy B TeueHue 90
(neBsiHOCTA) AHEW nocne usbATKA. Bo3Bpallas 3amMeHeHHOe YCTPOWCTBO Y 3anpallmBas rapaHTUiMHbIA KpeauT B COOTBETCTBUM C 3TONM
OrpaHunyeHHo rapaHTHefi, MokynaTeb-naLuyeHT corallaeTcs ¢ TeM, YTO 3aMeHEHHOE YCMPOICTBO ByAeT B; ATLCA COBCTBEHHOCTLHO
KoMnMaHun «MeaTpoHnK». [ns MoKynartenein-opraHm3aumin BO3BpaLleHe 3aMeHEHHOr0 YCTPOICTBA U NMOUCK rapaHTUIMHOIO Kpeamta
B COOTBETCTBUM C 3TOM OrpaHWYeHHOW rapaHTuell ABNSIOTCA MNOATBEPKAEHWEM TOro, YTO OHW MONYYMNn NpeasaputeisHoe
[MMcbmeHHOE] cornalleHne nauyieHss o TOM, YTO 3aMEHEHHOE YCTPOIACTBO SIB/SETCA COOCTBEHHOCTLI KOMMaHUN «MeaTPOHMK.

(5) 3aMeHeHHble yCTpOoicTBa AOMKHbI CONPOBOXAATLCH NMUCbMEHHBLIM 3asiB/IEHEM OT oKynaTtensl, yKasblBatoLLUmM, YTO 3aMeHeHHoe
YCTPOICTBO BO3BpALLAeTcs KoMMaHun «MeATPOHVK 415 OnpesenieHns Toro, 6yAeT M NpefocTaBeH rapaHTUHLIN KpeauT B paMKkax
HacTosielt OrpaHUYEHHON T:<paHTUN.

(6) Ecnu Mokynatenb SBISIETCA PE3VAEHTOM UM NMPOXKMBAET B CTPaHe B npeaenax EBponeickoli SKOHOMUYECKOW 30HbI. YCTPOICTBO
[OMKHO 6b110 ObITh BrEPBbLIE Pa3MELLEHO Ha PbiHKE B EBPONECKOM 3KOHOMMYECKOM MPOCTPaHCTBE A0 IOPUCAMKLWN 3a npeaenamm
EBPONEICKO 39KOHOMMYECKOl .30Hbl, KOMMaHuel «MeATPOHNK» WM OpraHu3alueii KopropaTvMBHOW Tpynmbl, BKHOYAOLLEV
«MeATPOHNK».

(7) CpepnctBa MpaBOBOW 3alUuThI, MPeAOCTaB/seMble B COOTBETCTBMM C Hacu-osilleli OrpaHUYeHHON rapaHTWeR, npepgfaratorcs
UCKIoUMTENbHO oKynaTesnto, ecin BbINOIHEHbI BCE YCI0BUS, YKa3aHHbIe Bbille B HacTosLlei OrpaHUYeHHON rapaHTMn. BbiBog o
TOM, YTO KOMMOHEHT YCTPOICTBa He MoAnafaeT nof ycnoBWS AAHHO OrpaHUYEHHOWN rapaHTUM, OO/MKEH ObITb CAeMaH TOMIbKO

BociipOMieciWiHe 6e3 nncbMeHHOro paspelueHns komnaHun «MenTpuHHK VIHK.* nmpeutcito.
«Meprpounk HK.*
- KoHthHnellmnasnsi10
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KomnaHueli «MeATPOHUK» MoC/e ero UCMbITaHUA U NPOBEPOK, U pelueHve «MeaTpoHUK» [OMKHO OblTb OKOHYaTe/IbHbIM (He
MOAEXUNT OCMapuBaHuIo).

MOKYMNATE/b AOJ/DKEH YOOCTOBEPUTLCA B TOM, UTO BCE BbILWWEYKA3AHHbIE YCNOBUA BbIMONHAOTCA U
OH BMPABE NONYYNTb AAHHYO OTPAHWYEHHYIO TAPAHTUIO.

C. Hacroswasn OrpaHnyeHHas rapaHTa orpaHuyeHa creuyanbHO OrOBOPEHHbIMU YCNOBUSIMW. B yacTHOCTK;

(1) Hacroswaa OrpaHuyeHHas rapaHTUs OeicTBYET UCKIIOUMTENBHO B UHTepecax Mokynarens.

(2) FapaHTWiiHbIE 0653aTENLCTBA, MPEAOCTaB/EHHbIE B COOTBETCTBMM C HacToALE OrpaHWYeHHOlM rapaHTUeld, Kak OnmcaHo B
nogpasgenax A (4) nam A (5) Bbllle, SBASIOTCA eAMHCTBEHHbIM NpaBoM [oKynaTtensi B COOTBETCTBUM C HacTosLeli OrpaHUyYeHHO
rapaHTVeit, 1 Takue rapaHTUiiHble 06513aTeNbCTBA HE PAcnpPOCTPaHSETCS Ha CPOK, YKa3aHHbIA B yacTax A (4), A (5) nA (6).

(3) B mMakcMmanbHbIX npefenax, paspeLlleHHbIX 3aKOHOM, rapaHTuiiHble KpeauTbl, yKasaHHble B nyHkTax A (4) u A (5) Bbiwe B
COOTBETCTBMM C HacrosiLiein OrpaHUYEHHON rapaHTVe, SBSKOTCA UCKIHOUUTEbHBIMM M 3aMEHSIKOTCA BCEMU APYTMMU FapaHTUAMU 1
CpefcTBaMM  3almMTbl, a KoMMaHus «MeATPOHUK» CcreupanbHO OTKasblBaeTcsl OT BCEX YCTAHOB/MEHHbLIX 3aKOHOM WK
NoApasyMeBaeMbIX rapaHTuii Win YCNOBUIA, BKIHOYAA rapaHTM TOBAPHOCTM, YAOBMETBOPUTENIbLHONO KauecTsa v NPUrogHocTv a/1s
OMNpeAeneHHON Lienn, HO He OrpaHNYMBasCH BbILLIEMEPEUMC/IEHHbIM. EC/IN 3aKOHHbIE WK MoApasyMeBaeMble rapaHTUM HEBO3MOXKHO
3aKOHHO OTK/I0HWUTb WM OTPaHUYUTL B KOHKPETHOM HOPUCOMKLMMW, TO B TOI CTENEHW, B KOTOPOM 3TO paspeLleHO 3aKOHOM B TaKOW
IOPUCANKLMN, BCE TaKMe rapaHTn orpaHWyeHbl Mo NPOAC/HKMTENBHOCTU 1 AECTBYIOT BTeUeHWe 6onee A/ITeNbHOro CPoKa AecTBus
M3 ABYX: MWHUMANbHOTO HOPUAMYECKOTO Mepuoda Wi NepuvodoB, YKasaHHbIX B nogpasgenax A (4), A (S) n A (6) Hactoswei
OrpaHVyYeHHON rapaHTun, a TaKKe NMPUMEHSIIOTC K NOMOXKEHWAM O 3aMeHe U KpeamuToBaHWMK, yKasaHHbIM B yactax A (4) n A (5)
HacToslLLein OrpaHNYeHHOW rapaHTUN.

(4) B MakcuMManbHOWM CTeneHwW, paspelleHHOl 3aKoHOM, KOMMaHus «MeATPOHMK» He HECceT OTBETCTBEHHOCTWM, W AaHHas
OrpaHnyeHHast rapaHTVsi He npeaHa3HayYeHa O/1s Co3[aHus Kakon-nMbo OTBETCTBEHHOCTM 3a MH0Oble NpsiMble, 0cobble, CyyaliHble
WM KOCBEHHbIE YObITKM, M3OEPKKA WM PacX0fbl, BOHWKLLME B pe3y/ibTare t060ro HapyLeHws aToil OrpaHUYeHHO rapaHTum wm
No6oA Apyroin MpaBoOBO TEOPWW, HE3ABUCMMO OT TOro, OblI0 NN COOBLUEHO WM He OblI0 COO6LUEHO (M3BECTHO) KOMMAHUM
«MeATPOHMK» O BO3MOXHOCTW BO3HUKHOBEHWSA TaKoro yLlep6a, NnoTepb WM pacXxofoB. B HEKOTOPbIX HOPUCAMKLMAX BbILLIEYKa3aHHbIe
OrpaHVyYeHns IPUONYECKN He paspeLleHo NPYMEHSATL B OTHOLLEHWUW 3asB/IEHUI MO MPUYHE CMEPTU WM TENIECHOTO MOBPEXAEHNS,
MOLLIEHHMYECTBA WM KaKOM-1MB0 3aKOHHO OTBETCTBETIOCTU 33 YMbILLIEHHbIE U TPY60 HeGPEeXHbIe WM HeOPEXHbIe AeicTBus 1 /
WN yNyLIeHNs, NO3TOMY BbILLEYNOMSHYTOE WCK/IOYEHWE WM OTPaHUYEHNst He MOTyT ObiTb MPUMeEHeHb! K okynaTento B Takmx
FOPUCAMKLMAX.

€¥) Ecnm kakasi-nmbo vacTb WM CPOK AEeNCTBMS HacTosALe OrpaHUYeHHON rapaHT W CHATAeTC HE3aKOHHOW, He MMEHOLLEN UCKOBOIA
CWMbl, WM B KOH(IUKTE C MNPUMEHVMOW CyAeGHOM NpaKTMKON KOHKPETHOW topuUCOMKUMK, AOeCTBME OCTaBLUMXCSH uacTeit
OrpaHVyeHHOl rapaHTuM He BydeT 3aTpPOHYTO, M BCe npasa W 0683 MUHOCTU JO/MKHbI TOMIKOBATLCA Y NPUMEHSTLCA TakuM 06pasomM,
Kak ecnn 6bl ata OrpaHUYeHHas rapaHTis He cofepkana OnpefeneHHy 4acTb, TEPMUH, YCIOBME WM CPOK, MPU3HAHHbIE He
VIMEIOLLIMI 3aKOHHOI CUfbI.

(6) HUKTO He MMeeT NpaBa CBA3bIBATL KOMMaHMIO «MeATPOHMK» KaKUM-IM60 3aBEpeHVEM, YC/IOBUEM WM FapaHTUE B OTHOLLEHWN
YCTPOIACTBA, KOTOPOE KaKVM-IM60 06pa3oM He COOTBETCTBYET YC/I0BUAM 310 OrpaHNUYeHHOW rapaHTum.

(7) 9TO OrPAHWYEHHAA TAPAHTUA HE NPUMEHAETCA K 3NIEKTPOOAM WAMN BCMNOMOTATE/IbHbBIM
NPUHALNEXHOCTSAM. UCMONb3YEMbIM C YCTPOUCTBOM.

(8) Mobasi rapaHTUA, BbloaBaeMast MECTHbIM O(MCOM KOMMaHWM «MeATPOHVK» B CTpaHe MOKYMKW, 3aMeHsieT 3Ty OrpaHnueHHyto
rapaHTmio.

MpeaynpesiieHns obLLero xapakrepa

BocnpousseaeHiie 6e3 MMCbMEHHOTO p33peLleyHs KoMnaHuy «MeATPOHUK VIKK.» 31MpBLLEMO.
«MefTPOoHUK NnK.»
- KoHpHneHuma;bla
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YcTpolicTBa Npom3BoACTBa KOMMaHuM «MeaTpoHWK», B TOM 4MC/e, MOMMMO JaHHOTO YCTPOMCTBE, MMMIAHTUPYIOTCS B KpaiHe
He61aronpUATHYO /15 YCTPOICTBA Cpefly YenoBeyecKoro opraHisama. Kpome 1oro, Keoxkomy naumeHTy TpebyeTcs HAVBKAYyaibHoe
NeyeHne, B TOM 4WC/e UHAMBUAya/bHble HACTPOVKW YCTpOicTBa (MOMUMO Mpodyero). HebnaronpuatHas 4ns ycTpoiicTea cpeda
4e1I0BEeYECKOro OpraHM3Ma U KIMHUYecKast NoTpebHOCTb 334aBaTb UHAMBMAYa/bHbIE HACTPOKM YCTPOICTBA CO34A0T Cepbe3Hble
OrpaHMYeHnss 1 KOHCTPYKUMM W (IYHKLMOHMPOBaHWS YCTPOWMCTBA W 3M1eKTpoAa. ITU OrpaHUYeHUst HEM3OeXHO CHUKatoT
MOTEHUMa/IbHYIO  MPOW3BOAUTENBHOCTE WM [OMTOBEYHOCTb  YCTPOICTBA, HECMOTPS Ha  HAL/IeXallytd OCTOPOXKHOCTb  Mpu
MPOEKTUPOBAHUY, BbIGOPE KOMMOHEHTOB, W3rOTOB/IEHAM W TECTUPOBAHWWN Mepef Npofakei. HacToAawyM [enaetca cebiika Ha
0ny6/MKOBaHHble AaHHble O MPOTrHO3MPYEMOI 4acTOTe OTKA30B YCTPOMWCTB M 3MEKTPOAOB U MX WMI/IaHTaLWK, KoTopble 6biin
npefocTasneHbl KoMnaHuein «MeaTpoHNK» Bpadam, b0 [OCTYMHbI Bpayam.

BaxxHoe npumevaHuve:

KomnaHusa «MeaTpoHUK» pekoMeHyeT Bpayam MOMHOCTHI0 PacKpbiBaTb MaLMEHTY BCE PUCKU 6e30MacHOCTM 1 adeKTUBHOCTY,
CBfA3aHHbIE C UMMIaHTaumeli yCTpOMCTBa MM 3NeKTPo4a A0 AaTbl MPOBEAEHUS uUMNiaHTaumm. KomnaHus «MeaTpoHNK» Takke
peKkoMeHAyeT nauneHTam Bcerga o6ey»aartb Co CBOMMM Bpadamy MEeTOAb! AUAarHOCTUKKN U eveHmns, a Takke yoeamutsca B TOM. UTO
OHV NOHWMALOT BCe MpeanucaHna 1 cnefytot M. Kpome Toro, komnaHust «MeATpoHUK» obpatlaetcs K Bpadam ¢ UHCTPYKUMAMU Mo
MMNAaHTauum, MocTaBnseMbIMU C KedkAbIM YCTPOMCTBOM W 3M1EKTPOAOM, BK/OYatolwme B cebs AONOMHUTENbHbIE BaXKHbIE MEpbI,
KOTOpble Bpayu [O/MKHbI NMPUHATL B OTHOLLIEHWM METOO0B MMIMJIaHTaLWH H BbIGopa COOTBETCTBYIOLLMX UHAVBUAYa/IbHBIX HACTPOEK
YCTPOCTBa, 4TOObI CBECTM K MWHUMYMY PUCK CHWXKEHUs 6e30MacHOCTY WM NpPOM3BOAMUTENBHOCTW, BK/KOYas [O/TOBEYHOCTb
YCTPOICTBA W 3/1EKTPOAA.

CrNPABOYHbIE 3AABJIEHUME O
HAVMEHOBAHWE COOTBETC'TBUE
CTAHOAPTDI FTAPMOHU3AXLUN
EN 45502-1:2015 AKTVBHbIE  UMMNMIAHTUPYEMblE  MeAUUMHCKUE [apMOHN3NPOBaHO B MonHoe COOTBETCTBUE

m3penmst - Yactb 1 O6wme TpeboBaHUS K COOTBETCTBUM C TpeGOoBaHMAM

6e30nacHOCTN, MapKMpPOBKE W  UMH(opMaumy, EBpONeicKon AUpeKTBOL

KoTopasi ~ Jo/mkHa  ObITb npezcrasneHa no aKTVBHbIM

Npou3BOaUTENEM MeANLINHCKMM
UMMNIaHTUPYEMbIM
n3gennsm m EBponelickoit
[OVIPEKTUBOV no
MEANLMHCKVM M3OEMSIM

EN 45502-2-1: 2003 AKTMBHblE MMMAHTUPYEMblE  MeAULMHCKME [apMOHN3MPOBaHO B [pUMeHMM TONbKO pa3gen 6

msgenmam. Yactb 2-1: YacTHble TpebGOBaHMS K COO3'BETCTBUM o

aKTVBHBIM  UMM/IAHTUPYEMbIM  MEAMLIMHCKAM EBPONEIiCKOl AVMpeKTHBOl

U3OeMsAM, NpefHasHauyeHHbIM 1S fieveHust no aKTUBHbIM

6pagHapUTMMK MELULIMHCKMM
VIMNNAHTPYEMbIM

BocnpoHiKiieiiHC 6e3 TLbMeHHOro paspeLuenii KomnaHum «Mea3poMuK VIMK»- 3unpeLLeHo.
«Men3poHNK VHK.»
- KouchHneHnHanmH)
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EN 45502-2-2: 2008

ISO 14708-1:2012

ISO 14708-2: 2012

ISO 14708-6: 2010

EN ISO 14971:2012

usgenmam 1 Esponeiickoit
[OVPEKTUBOIA no
MDLHLKHCKIAM mn3pennam

AKTVBHblE  UMNMAHTUMpPYyEMble  MeaVLMHCKUE [apMOHM3MPOBaHO B MonHoe

mpgenua. Yactb 2-2. Ocobble TpeboBaHWA K COOTBETCTBUM C TpeboBaHMAM

aKTMBHbIM  MMMIAHTVPYEMbIM — MeAULIMHCKAM EBPONEncKoi AUPeKTVBOiA

u3genuaM, npefHasHavyeHHbIM  A1s  JleveHns No aKTVIBHbIM

TaxvaputMuin -~ (BKIKOYas  UMNIaHTUPYEMbIe MeAVLIMHCKUM

AerépunnaTopbl) NUMMaHTUPYEMbBIM
u3genmam 1 EBponeckor
[ONPEKTUBOIA no
MEVLMHCKAM V3LeNnam

EBponeiickan  AvpekTMBa MO aKTUBHbIM

MEAVLVHCKAM  UMMNIaHTUPYEMbIM  U34E/MAM -

Yactb 1 O6Lime TpeboBaHUS K 6e30MacHOCTH,

MapKV1pOBKE 1 MHopMaLK, NpesocTaBnsemMol

npoussoauTenemM

WmnnaHTatel Ans  XMpyprum - AKTMBHbIE

UMNNaHTUPYEMbIE  MEAVLIMHCKME  u3aerms -

Yactb 2: CepfieyHble KapanoCTUMYATOPbI

WmMnnaHtatel ang  xupyprum - AKTUBHbIE

UMNMaHTUPYEMble  MeAWUMHCKVME  u3denvs -

Yactb 6: Ocobble TpeboBaHUA K aKTMBHbLIM

VMMIaHTUPYEMbIM MEAMLIMHCKVM YCTPOICTBaM,

npegHasHaYeHHbIM /19 JIeYeHUs TaxmapuTMum

(BKMHOYast MMMaHTUpyeMble AehmbpnnnaTopbO

MeauupHckme m3genua - npuMeHeHve Mep o MapMOoHU3MPoBaHO

COOTBETCTBNE

MonHoe
TpeboBaHVsIM

COOTBETCTBME

MpuMeHnM TOMBLKO pa3aen 6

MonHoe
TpeboBaHVSM

COOTBETCTBME

B MNonHoe COOTBETCTBME

YNpaBneHnio  puckamy,  CBA3aHHbIMKM € COOTBETCTBUM C TpeboBaHMAM
MeaMLMHCKUMK m3aenmamn (ISO 14971: 2007, Eponeiickoil AnpeKT1BoiA
Bepcys ¢ nonpaskamu 2(K07-10-01) no aKTUBHbIM
MeNLMHCKAM
NMNNaHTUPYEMbIM
u3genmam 1 EBponerickori
[OVIPEKTMBOA no

BocnpotoBesnieHHe 6e3 NMCbMEHHOTO PMAPCLLOTMS KOMNaHUM «M el pTLK VIMK>* LunpCLIeHo.

«MeATPOHMK VHK.»
- Kw<d|[lnet(lnl/bHo



MEANLNHCKNM

yCTpOCTBaM
ISO 11607-1:2009 YnakoBka g u3denwmia,  nognexawmx MapMoHM3npoBaHo B [lonHoe cocrreeTcTemne
(MHWLWIHON  cTepuAM3aLmMn YacTb 1 COOTBETCTBUM ¢ Tpe6oBaHNAM
TpeGoBaHMst K  MatepuanaM, CTepwuibHbIM EBpoOnelickoi AMpeKTnBeoii
GapbepHbIM  cuUCTEMaM M yNakOBOYHbIM MO aKTVBHbIM
cvctemam (1ISO 11607-1:2006) MeLNLIAHCKMM
NMNNIaHTUPYEMBIM
usgenmam 1 EBponeiickoit
OVPEKTUBOI rno
MeOULHCKUM
ISO 11607-2:2006  YnakoBKa MeAULMHCKVX U3AeNWiA, noanexkaluyx fapmMoH13MpoBaHo B [onHoe COOTBETCTBUE
(WMHWWHOM  cTepum3auym - YacTb  2: COOTBETCTBUM ¢ TpeboBaHVsAM
TpeboBaHuMs K BampauMM  mpoleccoB EBponelickolt AVpeKTrBoi
(hOpMMPOBaHKS, 3anevartbiBaHus U COOPKM - Mo aKTVBHbIM
Mepsoe usgaHve MeNLMHCKAM
NMNNaHTUPYEM biM
u3penvsm 1 Esponelickoi
[OVIPEKTUBOWA rno
MeAVLWVHCKUM V30eNMAM
EN 1041:2008+2013 VHthopmaLys, KOTOpYO AO/MKEH NpefocTaBnATb [apMOHM3MPOBaHO B [NonHoe COOTBETCTBUE
npou3BoguTeNlb  BMeCTE € MeOULVHCKMMW COOTBETCTBUM ¢ Tpe6oBaHUAM
U3LenmaMmn EBponeicKoi aMpeKkTvBoii
no aKTVIBHbIM
MeOVLHCKVIM

UMK iani THpyeMm bim
usgenmam 1 Esponeiickoit

[OVIPEKTMBOA rno
MEAULIMHCKUM U3AeNNSM
ENISO 11135-1:2014 Ctepunusaumsa  MegUILHCKMX  W3OeNuid lapMOHM3NPOBaHO B NonHoe COOTBETCTBUE
Banmpauyst 1 Npomn3BOACTBEHHbIN KOHTPO/1b MNPV COOTBETCTBUU C Tpe6oBaHVsM
CTEPUNM3ALMN 3TUSIEHOKCMAOM EBponelickoin anpeKTnBoi
no aKTVIBHbIM
MeANLINHCKAM

«Mcn'comrk VImK.»

- Ko1|dHpeH1|Harbio

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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UMMNNaHTUPYEMbIM
n3genuam 1 Esponelickoi

[OVIPEKTUBOA no
MEVLMHCKAM U30eNMAM
EN 9oL 2L lpadmyeckne CUMBOMbI, WCMOMb3yeMble  MpY [apMOHU3POBAHO B MonHoe COOTBETCTBME
MapKMpPOBKE MeAVLIMHCKMX U3OENNiA COOTBETCTBUU C TPe6oBaHMSM
EBponelickoi AnpeKT1Boli
no aKTVBHbIM
MeANLMHCKMM

VMMIaHTUPYEMbIM
usgenmam 1 EBponeiickoi

OVPEKTUBOI rno
MEANLIMHCKUM M30EMMNAM
EN ISO 10993- Bronoruyeckasl oUgHKa MeAULIMHCKMX M3aenvii FTapMOoHU3MpoBaHo B lNonHoe COOTBETCTBME
1:2009/AC;2010 — Yactb 1 OueHka 1 TeCTMpOBaHVe B MpoLecce COOTBETCTBUM C NPUMEHMbIM paszenam:
ynpas/ieHns prcKamm. EBponelickoin gupekTtnBoi (CooTBeTCTBYET BCEM
no aKTUBHbIM TPe6OBAHUAM ona
MEANLHCKAM UMMNNaHTUPYEMbIX B
UMMIaHTUPYEMbIM TKaHW/KOCTH YCTPOWACTB,
u3fienvam 1 EBponeiickoii nepeyncsieHHbIM B Tabnmuax 1
[OVIPEKTVBOI no v 2)
MEANLIMHCKUM M30EMNAM
ENISO 10993-2:2006 Bronormyeckas oLeHKa MeaNLMHCKUX N38eNniA - MonHoe cooTBeTCTBUNE
Yactb 2: TpeboBaHuMs no 3awure npas TpeboBaHUAM
YKMBOTHbIX
EN I1SO 10993-3:2014 Bronornyeckast OLEeHKa MeAVUMHCKMX TapMOH13MPOBAHO s [o/1HOE COOTBETCTBUE
ycTpoiicTB  * Yactb 3:  WccnegosaHus COOTBETCTBUM ¢ TpeboBaHWAM
reHOTOKCUYHOCTH, KaHLleporeHHocCTH 1 EBponerickol aupeKTMBoi
TOKCMYECKOro [eicTBUS Ha pPenpoayKTVBHYH MO aKTVBHbIM
(DYHKLMIO MeANLIVHCKAM
UMMIaHTUPYEMbBIM
u3aenvam 1 EBponeiickol
ANpeKTnBOi nc

MEANUNHCKUM U3AENNAM

DociipcwSMucHHc 6e3 NHCbMeHKOro paspeTennst komnaHuii «McB'onHK Vnk.» binpeLueHo.
«MctrrpoHHK UHK.>
- KnHdHneH1|rasmio
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EN1SO 10993-4:2017 Buonornyeckasi oueHKa MEANLIMHCKNX M3aenuii - FapMOHU3MPOBaHO B He nmpymeHnmo

YacTb 4: BbI6Op UCMbITAHWI Ha B3auMOEnCcTBMe COOTBETCTBUM c
C KpOBbIO EBponelickoin AnpeKTMBoii
rno aKTUBHbIM
MeONLAHCKIM
UMNNaHTUPYEMbIM
u3aenvam 1 EBponeiickor
ONPeKTNBOIA rno
MeAVLMHCKUM U30ENNsSM
EN ISO 10993-5:2009 Bronornyeckas oLeHKa MeaLMHCKUX U3AENNIA - [apMOHM3MPOBaHO B lNonHoe COOTBETCTBUE
Yactb 5: TecT Ha UMTOTOKCMYHOCTb B COOTBETCTBUM ¢ TpeboBaHUAM
nabopatopHbIX YCA0BUAX EBpoOneiicKoi AnpeKTBOi
rno aKTUBHbIM
MeANLMHCKAM
UMNIaHTUPYEMbIM
usagenvam 1 EBponeiickoit
[OVIPEKTVBOM no
MEAVLMHCKM U3LENNSM
EN ISO 10993-6:2016 Bmonoruyeckast oLeHKa MeaULUMHCKIX M3aennii - FapMOHM3MPOBaHO B MonHoe COOTBETCTBME
Yactb 6: WccnepoBaHus MeECTHOTO [AelCTBUS COOTBETCTBUM ¢ Tpe6oBaHUAM
rocsie MMnnaHTaumm EBpoOneiicKoi AVpeKTVBOI
no aKTUBHbIM
MEOVILIMHCKMM
UMMNNaHTYPYEMbIM
usgenvsm 1 EBponeiickoit
[OVIPEKTUBOI no
MeOULMHCKUM U3LENsM
EN ISO 10993- OueHka 61010rMYecKoro BO3AelicTBYS [apMOHN3MPOBAHO B lNosiHoe COOTBETCTINE
7:2008/AC:2009 MEAULMHCKUX M3dennid - YacTb 7: OcTaTO4HOE COOTBETCTBMM C NPUMEHNMBIM pasgenam

cofiep>kaHue 3TUNeHOKCMAA Nocne cTepunmnsaLmmn Esponeickon ampektneoii (pasgen 4.3.2  YCTPOWCTBO

no aKTVBHbIM MOCTOSIHHOTO KOHTaKTa)
MEANLIHCKIM
UMM/IaHTVPYEMbIM

n3pennsMm 1 EBponeiickoii

BociipoisiMilciiH ¢ 6e3 nucbmctutoro pnijpeiiieiiM komnaHumn «MegrponHk AHK.» Lunpetueno.
XMenTpoHuK VNHK »
- KoHdpngeaupansHo



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

[OVIPEKTUBOIA rno
MEOVLMHCKAM U3AEeNMAM

EN1SO 10993-9:2009 Buonoruyeckas oLueHKa MEANLIMHCKUX U3AenniA - FapMOH131POBaHO g MonHoe COOTBETCTBME
Yectb 9 Pamkm naeHTUpMKaLmmn M COOTBETCTBUN ¢ Tpe6oBaHnAM
KONMYECTBEHHO  OLEHKM  MOTEHUMabHBIX EBPONEiCcKoi AMPeKTUBOA
MPOAYKTOB Aerpajauyn no aKTUBHbIM
MeANLMHCKAM
UMMNIaHTUPYEMbIM
usgenvsm 1 EBponeiickoit
[OVIPEKTUBOI no
MEOVLVHCKUM V3AE/SM
EN ISO 10993- Bronoruyeckas oLeHKa MeaULMHCKUX U3OEMNIA - MonHoe COOTBETCTBME
10:2010 Yacte 10: WccnemoBaHWs pasgpadkatollero u TpeboBaHMAM
CEHCMOUNM3MPYHOLLIErO AeliCTBIS
EN I1SO 10993- Buosornyeckas oLeHka MeauLMHCKUX U3Aenii - FapMOHM3MPOBaHO B MonHoe COOTBETCTBUE
11:2006 Yactb 11: WccnepoBaHWsl OBLLIETOKCUYECKOr COOTBETCTBUM ¢ TpeboBaHMAM
[OelicTBust EBponelickoii AMPEKTMBOI
no aKTUBHbIM
MeAVLIMHCKM
UMNTaHTVPYEMbBIM
n3genuam v EBponeickori
[OVIPEKTMBOIA rno
MeAVLWHCKUM V30eMnAM
EN ISO 10993- Bronoruyeckas OLEHKa MeAVLMHCKUX U3AENWIA - FapMOHM3MPOBaHO B MNonHoe COOTBETCTBUE
12:2012 Yactb 12, TpurotoBneHne  o6pasua WM COOIWIXTTBHH ¢ TpeboBaHUAM
KOHTPOJIbHbIX MaTeprasioB EBponeickoin AMpeKT1Boi
no aKTVBHbIM
MeAVLIMHCKMM
UMNIaHTUPYeMbIM
uzgenvam 1 EBponerickoi
[OVIPEKTUBOIA rno

MEANUMNHCKNUM M3OENNAM

BocnpouskgeHunc Cci TMCbMCMX3ro paspeLueHns irouttaimH MMorTpouHk VHK.» 3anpeLyeHo.
«MeATPOHUK VHK.»
mKoHuaeHumansHo
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EN ISO
13:2010

EN ISO
15:2000

EN ISO
16:2010

EN ISO
17:2002

10993- buonornyeckas oLeHKa MeaNLMHCKNX U3AeNniA ® FTapMOHU3MPOBAHO
Yactb 13: VpoeHTUmMKaums U KONMYeCTBEHHast COOTBETCTBUM

B MNonHoe
¢ TpeboBaHUAM

COOTBETCTBNE

OLeHKa TMPHOLYKTOB [erpajauun  nosvmepHbIX EBPONeiicKoii AUpeKTUBOL

MEAVLMHCKUX U3aeNi

10993- Bronormyeckas oLeHKa MeAULMHCKVX U3OeNMiA. FapMOHU3MPOBaHO
Yactb 15. VaeHTUMKaLMSA 1 KONMYECTBEHHAs COOTBETCTBUM

no aKTVBHbIM
MEeAMLMHCKM

UMNNaHTUPYEMbIM

uaenvam 1 EBponeickoi

OVpeKTVBOiA rno
MEANLMHCKAM M3AeNMAM

B NonHoe

¢ TpeboBaHWsaM

COOTBETCTBUE

OUeHKa nNpoaykToB Jerpaga]l(uv MeTasiioB Y EBponeiicKoi AVpeKTUBOI

CcnaBsoB

10993- Buonornyeckas oLeHKa MeAMLMHCKUX M3aennii FapMOHU3MPOBaHO
— Yactb 16: [u3aliH TOKCUKOKMHETUYECKOro COOTBETCTBUN
NPoAyKTOB  Jerpagauum

mncecnenoBaHnA
BbILLENMa4YMBaEMbIX BELLECTB

10993- bronoruyeckast oLeHKa MeAVLIMHCKNX M3aenviA. TapMOHU3MPOBaHO
YacTb 17. YcTaHOBIEHWE A0NyCTUMbIX NPeaenos COOTBETCTBUN

014 BbllLeNavynBaeMbIX BELLECTB

no aKTVIBHbIM
MEAMLMHCKMM

UMNIAHTUPYEMbIM

n3genvam 1 EBponeickon

[OVIPEKTUBOIA no

MEANLMHCKAM V3AENMNSM

BOLUEHKa He npoBoaunacL B
C CBSI3N C Ha/MYMEM [aHHbIX 06

1 EBpoONencKol AMPEKTUBOM 1CMOMb30BaHUM aTUX
no aKTVBHbIM MaTepuasioB B pea/i3yeMbIX Ha
MEAMLMHCKMM PbIHKE YCTPOMCTBAX M AaHHbIX
UMNNaHTUPYEMbIM 06 UCMbITAHKSIX Ha
n3genuam 1 EBponeiickoi 61mobe3onacHoCTb.

[OVIPEKTUBOWA rno

ME;LLLIMHCKUM U3AEMMAM
BOLUEHKa He mnposoawnach B
C CBA3N C Ha/MuMeM [aHHbIX 06
EBponeickoi AMpeKTUBOIA 1CNONb30BaHUN aTNX
no aKTVIBHbIM MaTepuasioB B pea/i3yeMbIX Ha
MEAVLIMHCKVM pbIHKe YCTPOICTBax W AaHHbIX
MMMAAHTUPYEMbIM 06 MenbITaHNAX Ha
u3genvam 1 EBponeiickoin 61nobe3onacHoCTb.

BocnpcmrvenieMHe 6e3 NHCbMEHX>To pBjpetucimi koMmraHHM «iMeAmcMiHK MHK.» lanpeuKiio.

MMcatpmkk VHK.>»
» KoHdhmneHumasnbiio



[NPeKTVBON rno
MeZVLMHCKMM 1}aenmnsam

EN  556-1; 2001/ CTepunuzaumst  MEOULWHCKMX  W3AEWin MNonHoe COOTBETCTBUE
AC:2006 TpeboBaHMS K MEAVUMHCKAM  YCTPOCTBaM TpeboBaHWAM
Kateropum  «CTepuibHble» - Yactb I

Tpe6oBaHMS K MEAWLWHCKUM  YCTpOIiCcTBaM,
MOIEXALLMM (DUHMLLIHOW CTEPU3ALIMN.

ISO 5841-3: 2013 MmnnaHTtarsl ana Xnpyprum — MonHoe COOTBETCTBUE
Kapgvoctmynsropsl — YacTb 3. MPUMEHVMBIM pasgenam
| Y3konpogmnbHble  kKoHHekTopbl (IS-1)  and (paspen 4.2 oTHOCUTCS TOJMBKO
NUMNIAHTUPYEMbIX KapavoCTUMY/ISTOPOB K aneKkTpogam " He

NpUMeHseTcs)

ISO 11318 [Jethmnbpnnnatopbl cepaua —  KOHHEKTOPHbIl MonHoe COOTBETCTBUE
610K DF-1 ona UMNSIaHTUPYEMBbIX Tpe6oBaHVsAM
[embpnnnaTopoB — pasvepbl 1 TpeboBaHMS K
TeernposaHuio

EN 62366-1:2015 MegvuuHcKue  u3ferma - NPOeKTMpoBaHue MapMOHU3MPOBaHO B lofIHOE COOTBETCTBME TOJILKO
MeOULMHCKUX uzaenvii c YYETOM COOTBETCTBMU c oA MN0/1b30BaTe/1bCKOro
3KCMyaTauuoHHOM NPUro4HOCTH EBponeiickoi AMpeKTVBOI UHTepdelica " Apyrnx

rno MeOVLMHCKUM pa3paboToK B pamKax MpoekTa
n3aenvam Evera MRI.

EN 62304:2016 MporpammHoe obecrieyeHne 4 MeAULUMHCKUX TapMOHU3UPOBaHO B No/1HOE COOTBETCTBME TOJLKO
m3permin.  TIpoueccbl  >KM3HEHHOr0  LMK/Ia COOTBETCTBUU c Ond Koda, pa3paboTaHHOro B
nporpaMMHOro obecrneyeHus EBponelickoi AMpekTvBoli pamkax npoekta Evera MRI.

no aKTVIBHbIM
MeAVLMHCKUM

MMMNAaHTMPYEMbIM
m3genvsm v Esponelickoit
[OVPEKTUBOWA rno
MEAMLMHCKUM V38ersam

BOCUPOKLLENIEHNC 6ei NMCbMEHHOTO paspeluenva komnaHum «MegTpolr k Vnk.» mTpeTtewno.
«MeaTPOHMK HK.»
- KoHdpHAellmHa. Tbito
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EN 60601-1:
AC:2010

2006 O6uwue TpeboBaHus K  6esonacHocTV apMOHMU3MPOBaHO B TONbKO
MEOVLMHCKNX 3NEKTPUYECKMX 13AeNNiA COOTBETCTBUU ¢ (nporpammMHoe
EBponeiickoii AMPEKTVBOIA NporpaMmaropa)
no aKTUBHbIM
MeANLMHCKAM
UMMNIaHTUPYEMbIM
n3genvam 1 EBponeiickoi
OVPEKTVBOI rno
MEOULWHCKUM  U3Levsm
(1-e u3paHve)
£N60601-1-6:2010 MeamumHckoe anekTpoobopyaoBaHe — YacTb FapMOHU3MPOBAHO

NYHKT 14
obecrneyeHne

B lNonHOe COOTBETCTBME TOMBKO

1-6: O6LLMe TpeboBaHMs 6e30NacHOCTY C YHETOM COOTBETCTBUN c ana No/b30BaTE/bCKOro
OCHOBHBbIX (DYHKLIMOHa/IbHBIX XapaKTepucTUK — EBpOMeiickoli AMpeKTUBON nHTepdelica " Apyrmx
BcnomorarenbHbIii cTaHaapT. MpUMEHMMOCTE MO aKTMBHbIM Pa3paboToK B pamKax MpoekTa

MeaULINHCKAM Evera MRI.

nMnna(rrpyembIm

u3genvsm 1 EBponeiickoi

[OVIPEKTUBOI rno

MEAVLIMHCKUM U3OENMSIM

O6cny>KnBaHue

B dwmnuanax «MeaTpoHMK» MO BCEMY MMpY pPab03atoT BbICOKOKBA/IMMULMPOBAHHBLIE MPEACTAaBUTENM U UHXKEHEPbI, YTOObI
obecneuvBatb MOAAEPKKY K/IMEHTOB W, MO 3anpocy, MPOBOAWTL OGYYeHWe MepcoHana GO/bHUL, WCMO/b30BaHWI0 YCTPOICTB
«MeaTpoHUK». B koMMaHWM «MeATPOHMK» Takoke MMEETCa LUTAT CNeLyanucToB A1 NPeAoCTaB/IeHNst TEXHUYECKUX KOHCYIbTaluii
Nonb30BaTeNIM YCTPOWCTB. /18 NONyyeHnss AOMOMHUTENBHON MH(opMaLmM o6patuTecb K MeCTHOMY NpeAcTaBuUTeNto KOMMaHuu
«MeATPOHMK» ' NO3BOHMTE MO COOTBETCTBYHOLLLEMY HOMEPY WM HanuLUTe No agpecy, YKasaHHOMY HIDKe.

«MeaTpoHuK NHK.», CLU A

VHchopmauma ansa nauyeHTos:

BecnnartHasa nvHMA + 1800 551 5544

(7:00- 18:(X), noHeleNbHUK - MATHULA, LieHTpasibHOe BpeMst)
dakc-ht 763 514 1855

YNOMHOMOUEHHbIV NpeAcTaBuTeNb KOMMaHM «MeaTPOHMK» B Poccum
000 «MeaTpPOHUK»,
Poccunsa, 123317 Mocksa,
BocnponaseaeHMC 6e3 MMCbMEHHOTO po3peLUenHs KoMnaHnm «MonpoHuK VHK.» unpeiuem>

*MCTrpOHNX VIHK.»
- KoHdhuaeHupansHo




Npecnencras nabepennad, 10

Ten.: +7 495 580 7377 +7 498 580 7377 (Gecnaaruan NHHHA)

Paxc: + 7 495 580 7378

E-mail: info.russia @medtyonic.ro

Caitr; www.medtronic.eu, www.medtronic.ra

Yrobst HElTH AAPECA NPEACTASKTENLCTE B PAIHMIX CTDAHAX MMPA, NEPERANTE N0 CACAYIOUH CChiaKe:
hitp://www.medtronic.com
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Tlepesod ¢ anenicx020 a3uira ua pycexyii assiic aunosnen nepesoduuxom Jlamonoaoii Eszenueii Cepaeesnoil.

Topox Mocksa
Cemrazuaroro sasaps ase THICAYH ABAANATOrO roaa

A, Byt Unna Buxroposia, Hotapuyc ropona Mockakl, CBHACTENLCTBYIO NOMTHHHOCTD
noamucy nepesoaynka Jlamoxosol Esrennn CepreesHbl.

Moanuck cHelaHa B MOEM NMPHCYTCTBHH.
JIM4HOCTE MOANMHCABIIETO JOKYMEHT YCTaHOB/ICHA.

JaperncTpHpoBaAo B peectpe: Ne 77/1888-u/77-2020 - 2~ 153
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Poccuiickas depepauns
l'opoz Mocksa
ABgguaTb  BOCHMOrO LW apf  [Be TbicAYM OBEOU3TONO roda

A, Koponb Buktopus AnekceesHa, HoTapuyc ropoga MockBbl,
CBWAETENbCTBY BEPHOCTb KOMNWUKM C MPeACTaBNEHHOTO [UHE

NOKyMeHTa. gw ?.mM 7- 2020- /
BpeecTpe:N_
B3 CKaHO MOCyBACTBEHHOV MLLVHG | (TD TV Y): f Cyo po
YBHEHD 38 0KEGaH/E YO MIBBCBOTO UTEXHVMECKOTO XBPEKTEE. h  Z*00 PY6
BA Koporb
AR O]

Bcero nomiHypoBaHo,
MPOHYMEPOBAHO 1 CKPEM/IeHo
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